HEPEJIIK
JIKAPCbKHUX 3ACOBIB (MEJUYHHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKHUX bYJIH BHECEHI
3MIHM 10 PEECCTPAINIMHUX MATEPIAJIIB, AKI BHOCATBHCA 10 JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB

Hdonarok 3
a0 Haka3y MinicTrepcTBa 0X0poHH
3a0poB’a Ykpainu «IIpo aep:xxaBHy
peecTpauilo (mepepeecTpanio) JikapcbKUX
3ac00iB (MeJUYHHX iIMyHOOi0IOriYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiHuX MaTepiagiB»

Big 11 cepnusi 2025 poky Ne 1270

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npouyedypa Ymoeu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
1. | AEPTAN® MOPOLLIOK AN BAT YropwuHa BuNyck cepii: BAT YropwmHa/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/13910/02/01
oparnbHOi cycneHsii "TeneoH "eneoH PixTep", IcnaHia 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
no 100 mr 20 Pixtep" YropLmHa; nikapcbkuii 3aci6. KoHTponb rotoBoro
nakeTiB 3 MOPOLUKOM BMPOGHMLTBO nikapcbkoro 3acoby. 3miHa napameTpis
Y KapTOHHI Hepo3adpacoBaHoI cneuudikauin Ta/abo onyCTUMUX MEX roTOBOro
ynakoBLUj NPOAYKLUii, NepBUHHA nikapcbkoro 3acoby (3BY>KEHHS AOMYCTUMMUX
ynakoBKa, BTOPUHHA MEX) 3BY>KEHHSI JONYCTUMUX MEX B
ynakoBka: cneuudikauii M3 3a nokasHukom "KinbkicHe
IHgycTpiac BM3HaYeHHs" (Mpy BUNYycky). 3miHu | Tuny -
dapmaceyTikac 3MiHu 3 skocTi. FoTOBMIA Nnikapcbkuii 3aci6.
Anwmipan, C.A., KoHTponb roToBoro nikapcbkoro 3acoby (iHLi
Icnanis 3MmiHn) nepeknag MKSA 3 pociicbkoi MoBY Ha
YKPaiHCbKy MOBY A1l NPUBEAEHHS Y
BiANOBIAHICTb i3 BUMOraMu YMHHOI peaakLii
Hakasy MO3 Ykpainu Ne 426 Big 26.08.2005.
2. | ASUTPOMIL kancynu no 250 mr TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a UA/9503/01/02
WUH- nna TOB BO 3 BUPOGHMLTBA, 3minu | TUNY - 3miHun Wwopo peuenmom
300POB'A "®apmaneBTuYHa OBMEXXEH KOHTPOrb SIKOCTI, 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
KOMMaHisi Olo BMNYCK cepii: (iHLLi 3MiHW).
"3popoB’a": no 6 BIAMNOBIOA TosapucTBo 3 3MiHWN BHECEHO B TEKCT MapKyBaHHsSi BTOPUHHOI
kancyn y 6nictepi; JIbHICTIO obmexeHo yNaKoBKU fikapcbKkoro 3acoby y nyHktn 1, 11,
no 1 6nictepy B «KOPIOPA BiAMOBIAaNbHICTIO 13,17 Ta B TEKCT MapKyBaHHS NEPBUHHOIT
KapTOHHiIl kopobuyj; LA "®apmaueBTnYHa YyNaKoBKWU y MYHKTU 4, 5, 6. Takox BUNy4eHO
ans TOB "dapmekc «300POB’'A KOMMaHisi ny6ntotoyy iHgopmMaLito pociicbkoro MOBOIO Ta
pyn": no 6 kancyny » "3popos'a", BHECEHO He3HauyHi NpaBku No TekcTy BBeaeHHs
6nicTepi, no 1 YkpaiHa; 3MiH NpOTHArom 6-Tu MicsiliB 3 gaTtu
6nictepy B BCi cTagii 3aTBEPOKEHHS.
KapTOHHiI kopooLi BUPOOHMLTBA,

KOHTPOMb SIKOCTI:
TosapucTBo 3
0BMeXeHOo
BiANOBiganbHICTIO
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
"®APMEKC Py,
YKpaina
3. | ASUTPOMIL kancynu no 500 mr: TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a UA/9503/01/03
WH- ana TOB BO 3 BMPOOHMLTBA, 3Mminu | TURY - 3miHK Wwopo peuenmom
3[00POB'A "®apmaueBTnyHa OBMEXEH KOHTPOIb SKOCTI, 6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy
KOMnNaHisi (0],0) BUMYCK Cepii: (iHWi 3MiHN).
"3popos’a" :no 3 BIAMOBIOA ToBapucTso 3 3MiHM BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
kancynu y 6nicrepi; JIbHICTIO obmexeHoto ynakoBKM nikapcbKkoro 3acoby y nyHktv 1, 11,
no 1 Gnictepy B «KOPIMOPA BignoBiganbHicTo 13,17 Ta B TEKCT MapKyBaHHS NePBUHHOI
KapTOHHiIN kopobLyj; LA "®apmaueBTUYHa YNaKoBKWN y MYHKTK 4, 5, 6. TakoX BUNy4EeHO
ans TOB "®apmekc «300POB’A KOMNaHisi ny6niotoyy iHPopMaLLilo POCiCbKOK MOBOKO Ta
pyn" : no 3 kancynu » "3popos'sa”, BHECEHO He3HauyHi NpaBku No TekcTy BBeaeHHs
y GnicTepi, no 1 YkpaiHa; 3MiH NpOTArom 6-Tn Micauis 3 gatm
onictepy B BCi cTagii 3aTBepKEHHS.
KapTOHHiIN kopooLi BUPOGHMLTBA,
KOHTPOMb SIKOCTI:
ToBapucTBo 3
obmexeHot
BiANOBIgaNbHICTIO
"®APMEKC IPynmn",
Ykpaina
4. | ASUTPOMIL kancynu no 125 mr TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS1 3MiH O peeCTpaLiiHMX maTtepianis: 3a UA/9503/01/01
WH- ana TOB BO 3 BMPOBHMLTBA, 3MmiHu | TUNY - 3miHn wopo peuenmom
300POB'A "®apmaueBTuyHa OBMEXXEH KOHTPOIb SIKOCTI, 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
KOMMaHis (0],0) BUNYCK cepii: (IHLWi 3MiHW).
"3popos’a": no 6 BIAMNOBIOA ToBapwucTBo 3 3MiHM BHECEHO B TEKCT MapKyBaHHSI BTOPUHHOI
kancyn y 6nicrepi; JIBHICTIO obmexeHoto yNaKoBKU fikapcbKkoro 3acoby y nyHktun 1, 11,
no 1 6nictepy B «KOPTIOPA BiAMOBIAANBLHICTIO 13,17 Ta B TEKCT MapKyBaHHS NEPBUHHOI
KapTOHHiIn kopobuyj; LA "®apmaueBTiHa yMaKoBKU y NyHKTU 4, 5, 6. Takox BUIy4YeHO
ans TOB "dapmekc «300POB’A KOMMaHisi ay6niotoyy iHopmMaLito pociicbKo MOBOIO Ta
pyn": no 6 kancyny » "3popos'a", BHECEHO He3HauyHi NpaBku No TekcTy BBeaeHHs
onictepi, no 1 YkpaiHa; 3MiH NPOTArom 6-Tn MicsiLiB 3 aTn
6nictepy B BCi cTagii 3aTBEPKEHHS.
KapTOHHiI kopobui BUPOGHMLTBA,
KOHTPOMb SKOCTI:
TosapucTBo 3
obmexeHor
BiAnoBiganbHIiCTO
"®APMEKC Irpyn",
YkpaiHa
5. | ASUTPOMIL niocpinizat ans TOBAPUCT YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: 3a UA/14369/01/01
WUH- pO34uHy ans BO 3 reyn" 3MmiHu | TUNY - 3miHK Wwopo peuenmom
DAPMEKC iHdpy3in no 500 mr 1 OBMEXEH 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
hnakoH 3 Olo (iHLWi 3MiHK)
niocpinizatom y BIAMNOBIOA OHOBMEHO TEKCT MapKyBaHHS1 NEPBUHHOI Ta
navui 3 KApTOHy JIbHICTHIO BTOPUHHOI YMaKOBKW fikapcbkoro 3acoby, a came
«KOPIMOPA BUMYyYeHO iHcpopmaLlito, 3a3HaYeHy POCINCHKO
LA MOBOIO, BHECEHO 3MiHM Y M. 4, 5, 6 TekCTy
«300POB’A MapKyBaHHs NepBMHHOI ynakosku Ta n. 1, 2, 11,

»

14, 17 BTOPUHHOI YNakoBKW NMikapcbKoro 3acoby,
a TakoX 3p0obneHo He3HaYHi peaKkLiiHi NpaBKw.




3 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPOKEHHSI.
6. | AIMA®IKC NMOPOLLOK Ta KEOPIOH ITanis KEOPIOH C.INM.A. ITania BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/17426/01/01
PO3YMHHUK ANst C.INA. 3minn | Trny - 3minn 3 akocTi. A®l. KoHTponb peuenmom | niidnszae
pO34unHy Ans A®I. 3miHa y meTogax BunpobyBaHHsi APl abo

iHdysin, 500 MO/10
mn; pnakoH Ne 1 3
nopotukom no 500
MO y komnnekTi 3
PO34YMHHMKOM (BOAA
ans id'ekuin) no 10
My cpnakoHi Ne 1
Ta Habopom ans
PO3YMHEHHS i
BBEAEHHS Y
KapTOHHiIN kopoOLi

BUXigHOro MaTepiany/npoMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCSH Y
npoueci BupobHuuTea A®| (He3HauHi 3MiHW y

3aTBepOKEeHMX MeTofax BUNpobyBaHHS)
BBeneHHs anbTepHaTMBHUX OQHOPa30BUX
CTepUnbHUX iNbTPyBanbHUX BOPOHOK MiHIiNKN
OASIS Ta cuctemun agantepis (y pasi

HeoOXiaHOCTI) Ans 3abe3neyeHHs

YHKUIOHYBaHHS HasgBHOro obnagHaHHa Ans
MembBpaHHOI inbTpaLii, Lo BUKOPUCTOBYETLCS
ansa npenaparty bulk ons BusHavyeHHA
3aranbHOro Yymcna mikpoopraHiamis. 3MiHu | Tuny
- 3MiHM 3 sikocCTi. FOTOBMIA NikapCbkuii 3aciO.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeXX FOTOBOrO Nikapcbkoro 3acoby (iHLwi 3miHK)
HesHauHa 3miHa y cneuundikauii N3 wopo
BUMOT A1 NOKa3HMKa "S0BHiLLHIN BUrMsg,
(XxapaKkTepucTVKM)" 3 METOO NPUBEAEHHS Y
BignoBigHICTb A0 MoHorpadii 1223 "Human
coagulation Factor IX" €Bponeicbkoi
dapmakonei, Bua. 11.0., a came cpasy «friable
solid» 3amiHeHo Ha «friable mass». 3miHn
BHECEHO B iHCTPYKLiO ANs MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"OCHOBHI hi3nKo-xiMiuHi BnactnsocTi". TepMiH
BBEOEHHS 3MiH- NPOTAromM 6-Tn MicsiLiB nicnsi
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 sKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BKknovaoum 3amiHy abo AONOBHEHHS)) 3MiHa Y
meTogi BunpobysaHHsi 113 3a nokasHukom
"Lintpatun", a came BBeAEHHSI anbTepHaATUBHOIO
Habopy 4515 KiNbKiICHOrO BU3HAYEHHsT LUTpaTiB.
TepMiH BBEOEHHS 3MiH- NPOTArom 6-Tu MicsiLiB
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHu 3
sKocTi. [oToBMIA nikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meTofax
BUNpPoOYyBaHHS FOTOBOrO NikapCbKoro 3acoby
(iHwWi 3miHM y MeTopax BunpobyBaHb
(Bkntovatoum 3amiHy abo AonoBHEHHs)) 3MiHa y
meTogi BunpobysaHHsi 113 3a nokasHukom
"HaTpin", a came BBeAeHHsS [OOATKOBMX
oanHuub obnagHaHHa ANS-301 i ANS-302 ansa
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BM3HaYeHHS HaTpilo. BHeceHO kopuryBaHHs go
BMKNageHHs posainy "Hatpin" MKA J13. TepmiH
BBEAEHHS 3MiH- NPOTArom 6-Tn MicsiLiB nicns
3aTBEpAKEHHS
7. | AIMA®IKC MOPOLLIOK Ta KEOPIOH ITanisa KEOPIOH C.IN.A. ITanisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/17426/01/02
PO3YMHHUK NS C.N.A. 3MiHn | TMny - 3minHun 3 sikocTi. A®Il. KoHTponb peuenmom | nidnsieae
pO34unHy Ans A®I. 3miHa y meTogax BunpobyBaHHsi APl abo
iHdysin, 1000 BUXigHOro MaTepiany/npoMixxHoro

MO/10 mn; cdonakoH
Ne 1 3 nopoLukom no
1000 MO y
KOMMNNeKTi 3
PO34MHHMKOM (BOAA
ans id'ekuin) no 10
My cpnakoHi Ne 1
Ta Habopom ans
PO3YMHEHHS i
BBEAEHHS Y
KapTOHHiIN kopooLi

npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa AP| (HE3HAYHI 3MiHK Y
3aTBEpMKEHNX MeTofax BUNpobyBaHHS)
BBefneHHs anbTepHaTMBHUX OQHOPA30BUX
CTEPUNbHUX (PINbTPYyBanbHUX BOPOHOK MiHiNKK
OASIS 1a cuctemu agantepis (y pasi
HeobXiaHOCTI) Ans 3abe3neyeHHs
(yHKUIOHYBaHHSI HasiBHOro obnagHaHHsa Ans
MeMbpaHHOI (inbTpaLii, WO BUKOPUCTOBYETLCS
ansa npenaparty bulk ns BusHavyeHHs
3aranbHOro Yncna Mikpoopratiamie. 3miHu | Tuny
- 3MiHu 3 AkocTi. FOTOBMIA NiKapCbkuii 3acib.
KoHTpOsb roTOBOro Nnikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MEX roTOBOrO flikapcbKoro 3acoby (iHLui 3MiHW)
HesHauHa 3miHa y cneundikauii M3 wono
BUMOT AN NoKa3HMKa "30BHiLLHIN BUrnsag,
(xapakTepucTukmn)"' 3 METOK NPUBELEHHS Y
BigNoBigHICTb A0 MoHorpadii 1223 "Human
coagulation Factor IX" €Bponeiicbkoi
dapmakonei, Bua. 11.0., a came dpasy «friable
solid» 3amiHeHo Ha «friable mass». 3miHn
BHECEHO B iHCTPYKLIO Ansi MegnyHoro
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
"OCHOBHI hi3nKo-xiMiuHi BnactnsocTi". TepMiH
BBEOEHHS 3MiH- NPOTAroM 6-T MicsLiB nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTofax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkntovatoumn 3amiHy abo AonoBHEHHS)) 3MiHa y
MeToai BunpobyBaHHs 113 3a nokasHnkom
"Lintpatun", a came BBeAEHHS anbTepHaATUBHOIO
Habopy Ans KinbKiCHOro BU3HAYEHHs LMTpaTiB.
TepMiH BBEAEHHS 3MiH- NPOTArom 6-Tu MicsiLiB
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOro Nnikapcbkoro 3acoby. 3miHa y MeToaax
BUNpPoOYyBaHHS FOTOBOrO NikapCbKoro 3acoby
(iHwWi 3miHKM y MeTogax BunpobyBaHb
(BKntovatoum 3amiHy abo AONOBHEHHS)) 3MiHa Y
MeTofi BunpobysaHHsi 113 3a nokasHukom




5 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
"Hatpin", a came BBe4eHHSA 4OAATKOBUX
oanHuub obnagHaHHa ANS-301 i ANS-302 ansa
BM3HaYeHHS HaTpilo. BHeceHO kopuryBaHHs go
BUKNageHHs po3ainy "Hatpin" MKA 3. TepmiH
BBEOEHHS 3MiH- NPOTArom 6-Tn MicsLiB nicns
3aTBEpAKEHHS
8. | AIPTEK aeposornb Ans "meHmapk IHAisa "meHmapk IHAisA BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a UA/13754/01/01
iHransauin dapmacbiot dapmacbtoTrkan3 3minn | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
no3oBaHuin, 25/50 vkans Jlta. Iro. nikapcbkuii 3acib. Cuctema
MKr/go3y; no 120 KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa y
003 B antoMmiHieBoMy NEPBWHHIN yNakoBLji FOTOBOrO NiKapCbKoro
KOHTENHepi 3 3acoby (sikicHWI Ta KinbkicHWI cknag) - M'ski Ta
[03yH4nM HecTepurbHi pigki nikapcbki opmu. 3miHa
KnanaHom i maTtepiany NnpoknagokK y CMCTEMi 4O3YHHOro
PO3MUIIOHYO0 Hacocy-po3nunioBaya
Hacagkoto 3
3aXMCHUM
KoBMa4kom; no 1
KOHTENHEpPY B
KapTOHHiIN kopobui
9. | AIPTEK aeposonb Ang 'meHmapk IHAis 'neHmapk IHgia BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a UA/13755/01/01
iHransauin dapmacbioT dapmacbtoTrkan3 3minn | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
[o3oBaHuin, 25/125 vkans Jita. Ira. nikapcbkui 3acib. Cuctema
MKr/go3sy; no 120 KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa y
003 B antomiHieBomy NEPBWHHIN yNakoBLji FOTOBOrO NiKapCbKOro
KOHTEViHepi 3 3acoly (AKiCHWMI Ta KinbkicHWIA cknag) - M'aki Ta
003Y04M HecTepurbHI pigki nikapceki hopmu. 3miHa
KrnanaHom i mMaTtepiany NnpoknagokK y CUMCTEMi 4O3YHHOro
PO3MUITIOHOYO0 Hacocy-posnunioBaya
Hacagkoto 3
3aXMCHUM
KOBMa4ykom; no 1
KOHTeNHepy B
KapTOHHiIN kopobui
10. | AIPTEK aepos3orb Ans neHmapk IHAis "meHmapk IHAisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/13756/01/01
iHranauin dapmacbloT dapmacbioTukana 3minu | Tuny - 3miHu 3 sikocTi. MoToBUIA peuenmom
[o3oBaHuin, 25/250 vkans Jita. Iro. nikapcbkuii 3acib. Cuctema
MKr/go3y; no 120 KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa y
003 B antoMiHieBomy NEepBUHHIN yNakoBLi FOTOBOrO NikapCbKoro
KOHTENHepi 3 3acoby (sikicHWI Ta KinbkicHWM cknag) - M'ski Ta
[03Y4UM HecTepurbHi pigki nikapceki dopmu. 3miHa
KnanaHom i mMaTepiany npoknagok y CUCTeMi 4O3yH4oro
PO3MUITIOHYOD Hacocy-posnunioBaya
Hacagkoto 3
3aXUCHUM
KOBMaykom; no 1
KOHTeViHepy B
KapTOHHI kopobui
11. | AUMNIMET® TabneTkn, BKpUTI AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/18279/01/01
nniBKOBOKO "dapmak” (nepBuHHe Ta 3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. peuenmom

o6onoHkoto, no 50

BTOPUHHE

BunyyeHHs1 BUPOOHMYOI AinbHULI (BKIHOYa4m
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
mr/850 wmr; no 7 nakyBaHHs, OinbHuui ana A®I, npomixkHoro npogykTy abo
TabneTok y 6nictepi; MapKyBaHHS, BUMYCK rOTOBOrO fikapcbKkoro 3acoby, AinbHULi Anst
no 4 Gnictepny cepii 3 npoaykuii in NpPOBEAEHHs NaKkyBaHHs, BUPOBHMKa,
navuj bulk cipmu- BiANOBIgaNbLHOIo 3a BUMNYCK Cepin, Micue
BMpOGHMKa OmaH NpoBeEHHS KOHTPOO cepii) abo
dapmacbioTukan nocTayarnbHvKa BMXiQHOTO MaTtepiany, peareHTty
Mpogaktc Ko. JINC, ab0 OOMNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYEHO Y
OwmaH) focbke) BunyyerHsi BupobHuka AdI
BinaarnintuH, a came MSN Pharmachem Private
Limited, India. 3anuwatoTbca anbTepHaTUBHI
BUpobHuKM A®I BingarnintuH: Medichem
Manufacturing (Malta) Ltd., Malta; Moehs BCN,
S.L., Spain.
12. | AUMNIMET® TabneTtkn, BKpUTI AT YkpaiHa OmaH OmaH BHECEHHS 3MiH O peeCTpaLiiHMX maTepianis: - UA/18278/01/01
NNiBKOBOO "dapmak” dapmacbioTukan 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW.
o6onoHkoto, no 50 Mpoaaktc Ko. JIIC BunyyeHHs1 BUPOGHMYOI AinbHULI (BKMHOYa4M
Mr/850 wr; in bulk: ainbHuui ana A®I, npomixkHoro npogykty abo
no 20 kr TabneTok y roTOBOrO Jlikapcbkoro 3acoby, AinbHULi Ans
nonieTMneHoBomMy npoBeAeHHs! NakyBaHHsi, BUPOOHWKa,
nakeTi, BKnageHomy BiZNOBIgaNbHOro 3a BUNYyCK Cepin, micue
Yy NOTPIAHUA NPOBEAEHHST KOHTPOIIO cepii) abo
namiHoBaHWI Naker, nocTayarnbHvKa BUXigHOTO MaTtepiany, peareHTty
LLIO MICTWUTb MaKeTUK ab0o AONOMIXKHOI PE4OBMHM (SKLLO 3a3HAYEHO y
3 cunikarenew; pocbe) BunyyeHHst BupobHuka Ad|
BKIageHun y BinaarninTuH, a came MSN Pharmachem Private
nnacTVKOBUIA Limited, India. 3anuwarTbCca anbTepHaTUBHI
6apabaH BUpOoGHMKM ADI BingarnintuH: Medichem
Manufacturing (Malta) Ltd., Malta; Moehs BCN,
S.L., Spain.
13. | AUMNIMET® TabneTku, BKpUTI AT YkpaiHa OmaH OmaH BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: - UA/18309/01/01
NniBKOBOO "®apmak” dapmacbioTukan 3miHn | TUny - AOMiHICTPaTMBHI 3MiHN.
obornoHkoto, no 50 Mpopaktc Ko. NNC BunyyeHHs BUPOGHWYOT AinbHULI (BKITHOYa4m
Mr/1000 wr; in bulk: ainbHULi anst AdDI, npomixxHoro npogykty abo
no 20 kr TabneTok y roTOBOrO fikapcbKkoro 3acoby, AinbHULi Anst
nonieTuneHoBoMy NpoBeAEHHS NaKyBaHHs, BUPOOHWKa,
nakeTi, BKnageHomy BiANOBIganbHOro 3a BUNYycK cepin, Micue
y NOTPIAHUIA npoBeEeHHS KOHTPO cepii) abo
namMiHOBaHWUI Naker, nocravarnbHUKa BMXiAHOrO MaTepiany, peareHTy
WO MICTUTb NaKeTUK ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
3 cunikarenew; pocbe) BunyyeHHst BupobHuka Ad|
BKITAAEHUNA y BingarninTuH, a came MSN Pharmachem Private
nnacTuUKoBui Limited, India. 3anuwatoTbcs anbTepHaTUBHI
6apabaH BUpOoGHMKM ADI BingarnintuH: Medichem
Manufacturing (Malta) Ltd., Malta; Moehs BCN,
S.L., Spain.
14. | AUMNIMET® TabneTkn, BKpUTI AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/18310/01/01
NniBKOBOO "®apmak” (nepBuHHe Ta 3MmiHu | TUny - AOMiHICTpaTMBHI 3MiHW. peuernmom
obornoHkoto, no 50 BTOPUHHE BunyyeHHs1 BUPOOHMYOI AinbHULI (BKIHOYa4m
mr/1000 mr; no 7 nakyBaHH4, OinbHuui ana A®I, npomixkHoro npogykty abo
TabneTtok y bnicrepi; MapKyBaHHS1, BUMYCK roTOBOrO JlikapCbKoro 3acoby, AinbHuLi Ans
no 4 6nictepu y cepii 3 npoaykuii in NpoBeAEHHS! NakyBaHHsi, BUPOBHWKa,
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

nayui i3 kKapToHy

bulk cipmu-
BUPOOHMKa OmaH
dapmacbloTukan
Mpogaktc Ko. JINC,
OwmaH)

BiANOBIgaNbLHOIo 3a BUMYCK Cepin, Micue
npoBeAeHHs KOHTPOHo cepii) abo
nocTayarnbHvKa BMXiQHOTO MaTtepiany, peareHTty
abo O0MNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYeHO Y
focbe) BunyyeHHsi BupobHuka AdI
BinaarnintuH, a came MSN Pharmachem Private
Limited, India. 3anuwatoTbca anbTepHaTUBHI
BUpoGHMKM ADI BingarnintuH: Medichem
Manufacturing (Malta) Ltd., Malta; Moehs BCN,
S.L., Spain.

15.

AINEPTEK®

TabneTkn, BKpUTI
obornoHkoto, no 10
mr; no 7 abo no 20
Tabnetok y bnicrepi;
no 1 Gnictepy B
KapTOHHiIN kopoOLi

dapmauesT

WYHWUI 3aBOf,

«MOJIbOAP
MA» C.A.

MNonbwa

dapmMaueBTUYHUIA
3aBog "lMonbdapma"
C.A.

Monbuwa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3miHum 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€sponevicbkin dapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHocCTi abo BUNyYeHHs cepTudikata
BiQNOBIQHOCTI €Bponewchkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Yy BUPOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiichbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BMPOGHMKa - OHOBINEHHS cepTudikaTy
BigMNoBigHOCTI €Bponeickkin hapmakonei Big
BXe 3aTBepakeHoro BupobHuka TIANISH
LABORATORIES PRIVATE LIMITED, IHgis ons
Lir0Y0i pevyoBMHN LIeTUPU3KHY aurigpoxnopuay
i3 Ne R1-CEP 2000-031-Rev 10 Ha Ne CEP
2000-031-Rev 12. 3miHa Ha3BM BUpOOHWKa i3
MYLAN LABORATORIES LIMITED, IHgis Ha
TIANISH LABORATORIES PRIVATE LIMITED,
lHAis.

bes3
peuenma

UA/6422/02/01

16.

ANnonypPuHO
1 CAHOO3®

Tabnetkun no 100 mr;
no 10 Tabnetok y
6nictepi; no 5
GnicTtepiB y
KapTOHHiIN kopobui

Canpos
dapmacbioTi
Kans g.n.

CnoBeHis

BMPOGHMLUTBO 3a
NMOBHUM LIUKITOM:
Cantotac ®apma
'M6X, HimeuunHa;
BMPOGHMLTBO in bulk
(anbTepHaTMBHa
ainbHuus): CaHgos
MpaneeT JlimiTeq,
IHAis; KOHTpOonb
cepii
(anbTepHaTMBHa
ainbHuus): C.K.
Canpos C.P.I.,
PymyHisi; nepBuHHe i
BTOPUHHE
nakyBaHHsi, 03BN
Ha BUMYCK cepii
(anbTepHaTUBHa

Himeuuunna/
IHgis/
PymyHis/
CnoseHis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MinHn | Tuny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[IMYHOrOo 3aCTOCYBaHHs Ha MiacTaBi
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbKoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL}iHKM 3BITY 3 AOCHiOKEHb, NPOBEOEHMX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3MiHy y3rogXXeHO 3 KOMNETEHTHUM
YNOBHOBaXKEHNM OpPraHoM)
3MiHM BHECEHO [0 IHCTPYKUiT AN MeaM4Horo
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnumBocTi 3acTocyBaHHs", "B3aemogis 3
iHLIMMKM NiKapcbkMMKM 3acobamu Ta iHWi BUam

3a
peuenmom

He
nidnsieae

UA/9524/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
AinbHUUs): JNek B3aemogin", "MobGiyHi peakuii” BignoBigHO 8o
dapmaueBTnyHa pekomeHaauii PRAC.
KoMnaHis a.4., TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauis nicns
CnoBeHist 3aTBEPOKEHHS.
17. | ANONYPUHO | Ttabnetku no 300 wmr; CaHpos CnoBeHisa BMPOGHMLUTBO 3a Himeuuunna/ BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a He UA/9524/01/02
1 CAHOO3® no 10 Tabnetok y dapmachHoTi NOBHUM LIMKINOM: Ingis/ 3MinHun | Tuny - 3MiHKM Wwopo peuenmom nionsieae
6nictepi; no 5 Kans g.a. Cantotac ®apma PymyHis/ 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
6nictepiB y M6X, Himeuunna; CnoseHis 3MiHa y KOPOTKil XapakTepucTuLi NikapCbKoro
KapTOHHiI kopooLi BUpPoBbHMUTBO in bulk 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
(anbTepHaTMBHa ME[MNYHOro 3aCTOCYBaHHs Ha NiacTaBi
ainbHuus): CaHgo3s perynsipHO OHOBIOBAHOIO 3BIiTy 3 6e3nekn
MpanserT JlimiTeq, nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
IHAis; KOHTpOMb 3aCTOCyBaHHsI Nikapcbkoro 3acoby B
cepii nicnapeecTpauinHuii nepiod, abo sk pesynbtat
(anbTepHaTMBHa OUHKM 3BiTY 3 AOCHiIXEHb, MPOBEAEHUX
ainbHuus): C.K. BiANOBIQHO A0 NNaHy negiaTpuyHuX SOocnigKeHb
Canpgos C.P.J1,, (PIP) (3MiHy y3rogXeHo 3 KOMNEeTEHTHUM
PymyHis; nepsuHHe i YNOBHOBa)XEHUM OpraHoMm)
BTOPUHHE 3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
nakyBaHHsi, 4O3BIN 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
Ha BUMyCK cepii "OcobnuBocTi 3acTocyBaHHs", "B3aaemogis 3
(anbTepHaTUBHaA iHLWMMM nikapcbknumm 3acobamm Ta iHWi Buan
AinbHuUs): JNek B3aemogin", "MobiyHi peakuii” BignosigHoO o
dapmaueBTM4Ha pekomeHaauii PRAC.
KoMnaHis a.4a., TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
CnoBeHist 3aTBEPKEHHS.
18. | AMBPOKCON | cupon, 15 mr/5 mn TOB YkpaiHa TOB "TepHodapMm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: bes UA/1587/01/01
no 100 mny "TepHodap 3miHu | TUNy - 3miHm 3 akocTi. CepTudikar peuenma
dnakoHi abo 6aHuj; M" BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
no 1 donakoHy abo 1 €Bponevicbkinn dapmakonei/MmoHorpadii. 3miHu,
6aHLj 3 NOXKo NnoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
MipHOI B nauui 3 BigNoBigHICTb 40 MoHorpadii APY abo
KapTOHYy €Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (3miHa
y cneuudikaisix, nos'a3aHa 3i amiHamu B JOY,
abo €sponeicbkin hapmakonei, abo iHLWin
HauioHanbHin hapmakonei aepxasu €C)
MpuBeneHHs cneundikaLii Ta meToaiB
KOHTpOMHO Aitoyoi pevoBuHM AmBpokcony
rigpoxnopua y BianoBiAHICTb A0 Ailo4Ooro
BUOAHHS €D
19. | AMBPOKCON | tabnetku no 30 mr TOB YkpaiHa TOB "TepHodapMm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: bes UA/1587/02/01
no 10 TabneTtok 'y "TepHodap 3miHu | TUNy - 3miHm 3 akocTi. CepTudikar peuenma
6nicTepi; no 2 m"

6nictepu B nayui 3
KapTOHY

BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkint apmakonei/MmoHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHICTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hbapmakonei aepxasu €C (3miHa
y cneundikauisix, noe'a3aHa 3i amiHamu B [JOY,
abo €sponeiicbkin hapmakonei, abo iHLWin
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
HauioHanbHin hapmakonei gepxasu €C)
lMpuBegeHHs cneundikaLii Ta meToais
KOHTPOIMIO AitoYoi pevoBrHN AMGPOKCONy
riapoxnopua y BiANOBIAHICTb OO0 Aito4oro
BUAaHHa €O.
20. | AMIOCTEQI Tabnetku no 200 wmr, AypobiHgo IHgis AypobiHgo ®apma IHais BHECEHHS 3MiH O peecTpaUiiHMX maTepianis: 3a He UA/19015/01/01
no 10 TabneTok y dapwma Jl1a Nimiteq - KOHIT VII 3Mminu | TUnNY - 3miHu Wwopo peuenmom | niidnszae
6nictepi, no 3 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
Gnictepu B 3MiHM y KOPOTKi XapaKTepuCTULi Nikapcbkoro
KapTOHHiI kopooLi 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MeANYHOTO 3aCTOCYBaHHS
reHepuYHMX/ribpnaHmx/GionoaibHMX nikapcbknx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaZjaHHS! )KOAHMX HOBMX A0OATKOBUX AaHMWX) -
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu
"MpoTunokasaHHs", "MobivHi peakuii” 3rigHo 3
iHdbopmauieto Woao MegnMyHOro 3acTocyBaHHS
pedepeHTHOro fnikapcbkoro 3acoby
(KOPLLAPOH, Tabnetkn no 200 mr). BeegeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBEPAKEHHS
21. | AMITPUNTUN | po3uunH ans iH'ekui, | TOBAPUCT YkpaiHa KOHTPOIb SIKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/4872/02/01
IHY 10 mr/mn, no 2 Mmn B BO 3 BUMYCK cepii: 3MinHn | Tuny - 3MiHK Wwopo peuenmom
riAPOXINOPU | amnyni, no 10 amnyn | OBMEXXEH ToBapwucTBo 3 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
a-03 y nayui 3 KapTOHy; (e]10] obmexeHoto (iHLWi 3MiHK)
no 2 mn B amnyni, BIOMOBIOA BignoBiganbHicTO OHOBEHHS TEKCTY MapKyBaHHA NEPBUHHOI Ta
no 10 amnyny JIbHICTIO "[ocnigHuii 3aBog BTOPWHHOI YNakoBOK Mikapcbkoro 3acoby, a
6nicTepi, no 1 «KOPIOPA "rHUnc, came:
6nictepy y nayui 3 LA YKkpaiHa; - BUNyYeHo iHbopMaLlito, 3a3HayYeHy POCIiCbKOO
KapTOHY; No 2 Mn B «300POB’A BCi cTagii MOBOIO;
amnyni, no 5 amnyn » BUPOGHMLTBA, - NEPEHECEHO MiXXHapOAHi MO3HAYEHHS OANHULb
y 6nicTepi, no 2 KOHTPOrb SIKOCTI, BUMIPIOBaHHS;
Gnictepun y navui 3 BUNYCK cepii: - YTOYHEHO iHopMaLito WoAo noroTuny
KapTOHYy TosapucTBo 3 3asiBHMKa Ta TEXHIYHOT iHbopmaLii;
obMexeHow - BHECEHO He3HauyHi peJakuinHi npaBku no
BiAMOBIAANbHICTIO TEKCTYy MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
"XapkiBcbke yMakoBOK NikapcbKoro 3acoby.
dapmMaueBTUYHe TepMiH BBEAEHHS 3MiH - NPOTAroM 6 micauis

nianpveMcTBO
"3gopos'st Hapoay",
YkpaiHa; Bci cTagii
BUPOOHMLTBA,
KOHTPOrb SIKOCTI,
BUMYCK cepii:
ToBapucTBO 3
0o6MeXeHo
BiANoBiganbHICTIO
"®apmaueBTUYHa
KOMNaHis

nicnsa 3aTBEPOXKEHHA.
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
"3popos'sa”,
YKpaina
22. | AMNOAUNIH- | TabneTkn no 5 wr; AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a UA/4556/01/01
DAPMAK no 10 TabneTok y "®apmak” 3Mminu | TURY - 3miHK Wwopo peuenmom
6nictepi, no 1 abo 6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy
no 2 6nictepu B (iHWi 3MiHN).
navui 3 KapToHy OHOBREHO TEKCT MapKyBaHHSA NEPBUHHOI Ta
BTOPWHHOI yMakoBKKW Nikapcbkoro 3acoby, a came
BUYYEHO iHGOpMaLLito, 3a3Ha4YeHy POCINCHKOO
MOBO. BBEAEHHSI 3MiH NpoTaroM 6-tn micsauis
nicnsa 3aTBepAXeHHs. 3miHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHK). BHeCeHOo 3MiHM y TekcT
MapKyBaHHsi MEPBUHHOI (1. 1, 6) Ta BTOPUHHOI
(n. 1, 11, 16, 17) ynakoBku nikapcbkoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS.
23. | AMNoauniH- | Tabnetkn no 10 mr; AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/4556/01/02
DAPMAK no 10 TabneTtoky "®apmak” 3MmiHu | TUNY - 3miHn wopo peuenmom
6nictepi, mo 1 abo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
no 2 6nictepu B (iHWi 3MiHN).
navui 3 KapToHy OHOBREHO TEKCT MapKyBaHHSA NEpPBUHHOI Ta
BTOPWHHOI YNakoBKy Nikapcbkoro 3acoby, a came
BUMYyYeHO iHpopmaLito, 3a3Ha4YeHy pPOCINCbKOI
MOBO. BBeeHHs1 3mMiH npoTaroM 6-tu micsauis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3miHW). BHeceHo 3miHn y TekcT
MapKyBaHHsi MEPBUHHOI (1. 1, 6) Ta BTOPUHHOI
(n. 1, 11, 16, 17) ynakoBku nikapcbkoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
24. | AMOPON®IH | nak ans Hirtis 3AT "IHTENI Nutea LLanens Megikan IpnaHgis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: Bes UA/18068/01/01
-IHTENI nikyBanbHui, 50 FEHEPUKC Annimiteg Komnani 3minn | TMny - 3miHm 3 sikocTi. CepTudikaT peuenma
mr/mn; no 2,5 mny HOPLO" BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI

donakoHi; no 1
hbnakoHy B
KOMMMEKTi 3
nunovkamu ans
HirTiB, CepBeTkamu
ANS OYMLLIEHHS Ta
wnatensaMm ans
HaHeCeHHs naky y
KapTOHHiIl kopobuyi

€Bponevicbkin dapmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignoBigHocCTi EBponenchkii hapmakonei: ans
A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; aons
[OMOMIXXHOT peqoBuHU (cepTudikar
BignoBigHOCTI €Bponewicbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBeEpaKEHOro
BUpOoBHWKa. MoaaHHst oHoBNeHoro ceptudikaTa
BiAgnoBigHOCTi €Bponeinceki hapmakonei R1-
CEP 2017-091-Rev-00 (3aTBepaxeHo: RO-CEP
2017-091-Rev-01) gnsa [ito4oi peyoBuHM
AmopondiHy rigpoxnopua, Big 3aTBep)KEHOro
BUpoGHKKa Zhejiang Hisoar Pharmaceutical
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

Co.Ltd., Kutan).

25.

AHTUN®NTY®

MOPOLLIOK ANsi
0opanbHOro Po3YuHy;
no 17 r y nakeri; no
5 naketiB y
KapTOHHiI kopooLi

TOB
"Banep"

Ykpaina

lMepBuHHa Ta
BTOPWHHA yNaKkoBKa,
A03BiN Ha BUMYCK
cepii: KoHTpakT
dapmakan
KopnopenwwH, CLUA;
Bupo6HuuTBO in
bulk: KoHTpakT
dapmakan
KopnopenuwH, CLUA

CLIA

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHun | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOPOTKil XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MeOM4YHOro 3acToCyBaHHS Ha niacTasi
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbtat
OUIHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
BiANOBIQHO A0 NNaHy nejiaTpuyHuX SOocnigKeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNEeTEHTHUM
YNOBHOBa)XEHUM OpraHoMm)
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby B po3ainu
"B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi BMAW B3aemogin", "OcobnmeocTi
3actocyBaHHs", "NMobiyHi peakuii” Ta 4O TEKCTY
KOPOTKOI XapaKTepuUCTUKK fikapcbkoro 3acoby B
po3ainu "4.5. Ocobnuei 3acTepexxeHHs Ta
3anobixHi 3axoam npu 3acTocyBaHHI", "4.6.
B3aemogisi 3 iHWK1MKM nikapcbknummn 3acobamu Ta
iHWi BMam B3aemopin.", "4.9. MNobivHi peakuii."
BiNOBIQHO 4O OHOBMEHOI iHhopmaLii Wwoao
6e3nekn 3aCToCyBaHHS Ail040i PEYOBUHM.
BBeaeHHs 3MiH npoTsrom 6-Tu MicauiB nicns
3aTBEPKEHHS.

be3
peuenma

nidnsieae

UA/4910/02/01

26.

AHTUDNY®

TabneTku, BKpUTI
NniBKOBOO
060r10HKO0; Mo 12
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHIN kopobui

TOB
"Banep”

YkpaiHa

MepBWHHA Ta
BTOPWHHA yNaKkoBKa:
KoHTpakT ®apmakan
KopnopenwH, CLUA;

KoHTponb sikocTi,
[03BiN Ha BUMYCK
cepii:
KoHTpakT ®apmakan
KopnopenwH, CLUA;
BupobHuuTBO in
bulk:
KoHTpakT ®apmakan
KopnopenwH, CLUA

CLUA

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MinHn | Tuny - 3MiHM Wwopo
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
ME[MNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL|iHKM 3BITY 3 AoCHigKeHb, NpOBeaeHUX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX JOCNioKEeHb
(PIP) (3MiHy y3rogXeHO 3 KOMNETEHTHUM
YNOBHOBa)X€HUM OPraHoM)
3MiHN BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3aCTOCYBaHHSA MikapCcbKoro 3acoby B po3ainu
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi BMAwn B3aemogain”, "OcobnmeocTi
3actocyBaHHs", "MobiyHi peakuii” Ta 4o TEKCTY
KOPOTKOI XapaKTepUCTUKM Mikapcbkoro 3acoby B
po3ginu "4.5. Ocobnuei 3acTepexeHHs Ta
3anobixHi 3axoam npu 3acTocyBaHHi", "4.6.

be3
peuenma

nidnsieae

UA/4910/01/01




12 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
B3aemogis 3 iHWuMK nikapcbkuMmu 3acobamu Ta
iHWi BMAam B3aemopin.", "4.9. MNoGivHi peakuii."
BiNoBIgHO 4O OHOBMEHOI iHhopmaLii Wwoao
6e3nekn 3acTocyBaHHS Ail040i PEYOBUHM.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | TMNy - 3MiHM Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHWM) 3MiHM BHECEHO [0 IHCTPYKUiT ANs
MELNYHOro 3aCTOCYBaHHs nikapcbKoro 3acoby
0o posginy "Mo6iyHi peakuii" Ta o TekcTy
KOPOTKOI XapaKTepuCTUKKN NiKapCbKoro 3acoby
0o posginy "4.9. MNo6iyHi peakuii." ctTocoBHO
iHdbopMalii woao HeobxigHOCTI NOBIAOMMNEHHS
npo nigo3ptoBaHi NobivHI peakuii. BBeaeHHs1 3miH
npoTsarom 6-Tn MicsaLiB Nicnsa 3aTBepAXeHHs
27. | ANIKCABAH NMOPOLLIOK AT YkpaiHa [3aHrci CuHepoxm Kutai BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: - UA/19521/01/01
(cybeTaHuis) y "®dapmak” dapmachbtoTikan Ko 3MminHun Il Trny - 3miHm 3 akocTi. ADI. (iHwWwi 3miHW)
noaBivHNX J1g OHOBJIEHHS MaicTep-danna Ha APl AnikcabaH
nonieTuneHoBmx Big BMpobHuka Jiangxi Synergy Pharmaceutical
naketax ans Co., Ltd, Kutan 3 Bepcii Ver.1.6. Ha Bepcito V1.8.
thapmaueBTUYHOroO Y cneuudikauii A®I 3a nokasHMKamMK SIKOCTi
3acTOCyBaHHSs! [0[aHo NOCKIaHHS Ha MEeToaM KOHTPOri, B
nNpyMiTKax HaBe4EeHO XiMiYHi Ha3BM JOMILLOK. B
po3gini «CynposigHi gomiwku. Metog C»
BUNPaBEHO TEXHIYHY NOMUIIKY B Ha3Bi AOMILLKN
APX-BDT nig doopmynoto po3paxyHkKy ii BMICTy.
28. | APUKCTPA® PO34uH ANs iH'eKuiin, AcneH IpnaHpis AcneH Hotep Oam ®paHuis BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a UA/6804/01/02
12,5 mr/mn; no 0,4 dapma ne boHpesinb 3MinHn | Tuny - 3MiHK Wwopo peuenmom
mn (5 mr), abo no Tpenginr 6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
0,6 mn (7,5 wr), abo NimiTen BBeneHHs abo 3miHM [0 y3aranbHEHNX gaHUX
no 0,8 mn (10 mr) y npo cuctemy dapmakoHarnagy (BBe4eHHs
nonepegHLo y3aranbHEeHUX AaHux nNpo cuctemy
3anoBHEHEHOMY dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
wnpwui; no 10 BiANOBiAanNbHOI 3a 34INCHEHHS
nonepegHLo dapmakoHarnsay; KOHTakTHoOi ocobu 3
3anoBHEHNX (hapmakoHarnsigy 3asiBHUKa Ans 3ailNCHEHHS
LwinpuuiB y kopobui dapmakoHarnagy B YkpaiHi, SKLWwo BoHa
BiMiHHa Bif, yNOBHOBaXXeHOI ocodu,
BiA4noBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-channa cuctemm
dapmakoHarnsigy). 3MiHa KOHTakTHOI ocobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsaj B
YkpaiHi.
[itova pegakuis: Kyuma Bonogummp
OnekcaHgpoBud. MponoHoBaHa peaakuisi:
Bynwra Nigis OnekciiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsaj B
YkpaiHi.
29. | ATEPOKAPL | Tabnetku, BKpUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 40 peecTpauiHMX maTepianis: 3a UA/3926/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nniBKOBOKO "KUIBCbKW BITAMIHHUN 3MinHn | Tuny - 3MiHm 3 akocTi. ADI. peuenmom
obonoHkoto, Mo 75 7 3ABOT" BrpobHuuTBo. 3MiHa BUpoGHUKa
mr no 10 Tabnetoky | BITAMIHHU BUXIiQHOro/NMPOMIDKHOIO NPOAYKTY/peareHTy, LWwo
6nictepi; no 1, 3, 4  3ABOO" BUKOPUCTOBYHOTLCS Y BUPOBHMYOMY MpoLieci
abo 7 6nicTtepiB y AdI, abo 3miHa BUpobOHUKa (BKMtoYarun, ae
navuj HeobXxigHO, MicLe NpoBeAEeHHS! KOHTPOIIO SIKOCTi)
AQI (3a BigcyTHOCTI cepTuddikata BianoBigHOCTI
€BponeWcbkin bapmakonei y 3aTBepaxeHoMy
[0ChE)(3anponoHoBaHU BUPOBHUK HaNeXuTb
0o Tiel caMoi BUPOBHWUYOI rpynu NignpuemcTs,
LLIO ¥ 3aTBEPAXEHWIN) JOAAHO AOAATKOBY
BMPOGHWYY AiNbHULO A5 3aTBEPAXKEHOIO
BnpobHmka A®l SYNTHIMED LABS PRIVATE
LIMITED.
30. | ATPONIHY po34yuH ans i'ekuii, | TOBAPUCT YkpaiHa KOHTPOSb SIKOCTI, YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/5461/02/01
CYNb®AT 1 mMr/mnno 1 mne BO 3 BUMYCK cepii: 3MinHn | Tuny - 3MiHKM Wwopo peuenmom
amnynax; no 10 OBMEXEH ToBapwucTso 3 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
amnyn y navwi 3 (0]}0) 0oBMeXeHo (iHWi 3MiHK). OHOBMEHHSI TEKCTY MapKyBaHHS
KapToHy; no 1 mn B BIOMOBIOA BignoBiganbHICTO NepBMHHOI Ta BTOPMHHOI YNaKoBOK NiKapCbKOro
amnynax; no 10 JNIbHICTIO "[ocnigHuii 3aBog 3acoby, a came: BUy4YeHo iHpopmaLiio,
amnyn y 6nictepi; no | «KOPIMNOPA "THUJIC", YkpaiHa; 3a3HayeHy pOCIICbKOIO MOBOIO; MepeHeceHo
1 6nicTtepy B nayui 3 LA BCi cTagii MiXXHapPOAHi NO3HAYEHHA OOUHMLIE BUMIPIOBaHHS;
KapToHy; mo 1 mn B «300POB’A BMPOBHMLTBA, BHECEHO He3HayHi peJakuiiHi NpaBKv B TEKCT
amnynax; no 5 » KOHTPOrb SIKOCTI, MapKyBaHHsi NEPBUHHOI (M. 2, 6) Ta BTOPUHHOI
amnyn y 6nictepi; no BUNYCK cepii: (n. 1,2, 4,6, 8,11, 13, 14, 17) ynakoBok
2 6nictepu y nayui 3 ToBapwucTBo 3 nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
KapTOHY obmexeHoto NpoTSArom 6 MicsiLiB Nicns 3aTBEpPOXKEHHS.
BiANoOBiganbHICTIO
"®apmMaueBTUYHa
KOMnaHis
"3popoB's", YkpaiHa
31. | ATTEHTO® TabneTkn, BKpUTI MeHapiHi ITrokcembypr BupobHuuTBo in Himeyvumna/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/13780/01/01
20/5 NniBkOBOIO IHTepHeLLoH bulk, koHTponb Ta Icnania 3miHu | TUNY - 3miHun Wwopo peuenmom | nidnseae
obornoHkoto, no 20 an BUNYCK Cepin: 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
mr/5 mr; no 14 OnepenoH Haivi CaHkio FOpoyn 3MiHa y KOpOTKil XapaKTepucTuLli nikapcbkoro
TabneTok y 6nictepi; [ 'm6X, HimeuunHa 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
no 1 abo 2 6nictepu | Jlokcembypr MakyBaHHs Ta MeOMYHOro 3acToCyBaHHS Ha nigcTasi
B KapTOHHI kopobui A BUWMYCK Cepil: perynspHoO OHOBIIOBAHOTO 3BiTy 3 6e3neku

BEPNIH-XEMI AT,
HimeuunHa
BupobHuuTBo in
bulk, koHTponb cepii:
MeHapiHi-PoH
XewnpeH M'm6X,
HimeuunHa
MakyBaHHs,
KOHTPOMb Ta BUMYCK
cepii:
JTabopaTtopioc
MeHapiHi C. A.,
Icnanis

nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbkoro 3acoby B
nicnapeecTpainHun nepioa, abo sk pesynbtaTt
OL|iHKM 3BITY 3 AoCHigKeHb, NPOBeaeHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHoMm)
3MiHM BHECEHO [0 IHCTPYKUiT AN MeaM4Horo
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs" Ta "Mo6iuHi
peakuii" BignosigHo oo pekomeHaauii PRAC.
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHS.
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
32. | ATTEHTO® TabneTkn, BKpUTI MeHapiHi ITrokcembypr BupobHMLTBO in Himeuuunna/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/13780/01/02
40/10 NNiBKOBOO IHTepHeLLoH bulk, koHTponb Ta IcnaHisa 3MiHn | Tvny - 3MiHn Wwoao peuenmom nidnsieae
o6onoHkoto, no 40 an BUNycK cepin: daidi 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr/10 mr no 14 OnepenLwoH CaHkio FOpoyn 3MiHa y KOpOTKil XapaKTepucTULi nikapcbkoro
TabneTok y 6nicTepi; c Mv6X, Himeuunna; 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
no 1 abo 2 6nictepn | Jltokcembypr MakyBaHHs Ta MeOMYHOro 3acToCyBaHHA Ha niacTasi
B KAPTOHHI Kopobui C.A. BUMYCK Cepint: perynsipHo OHOBJSIOBAHOIO 3BiTy 3 6e3nekn
BEPJTIH-XEMI AT, nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
Hime4vuuHa; 3acToCcyBaHHS fnikapcbkoro 3acoby B
BupobHMLTBO in nicnapeecTpauinHui nepiod, abo sk pesynbtaTt
bulk, koHTponb OLliHKM 3BITY 3 JOCNiOKEHb, NPOBEAEHMX
cepini: MeHapiHi-®oH BiANOBIQHO A0 NNaHy negiaTpu4HuX SOocnigKeHb
XenpeH MM6X, (PIP) (3MiHy y3romkeHo 3 KOMNeTEHTHUM
HimeuuunHa; YNOBHOBaXXEHVNM OpraHom).
[NakyBaHHS, 3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
KOHTPOMb Ta BUMYCK 3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
cepint: JlTabopaTopioc "OcobnuBocTi 3acTocyBaHHA" Ta "MMoGivHI
MeHapiHi C. A., peakuii” BignosigHo go pekomeHaauin PRAC.
IcnaHia BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPAKEHHS
33. | ATTEHTO® TabneTkn, BKpUTI MeHapiHi ITrokcembypr Bupo6HMLTBO in Himeuumnna/ BHECEHHS1 3MiH JO peecTpaUiiHMX maTepianis: 3a He UA/13781/01/01
40/5 NNiBKOBOO IHTEpHeLLOoH bulk, kOHTpOnNb Ta IcnaHia 3MinHun | Tuny - 3MiHmM Wwopo peuenmom nidnsieae
obornoHkoto, no 40 an BUWMYCK Cepilt: 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
mr/ 5 wmr; no 14 OnepenoH [Oaivi CaHkio FOpoyn 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
TabneTok y 6nictepi; [ 'm6X, HimeuunHa 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
no 1 abo 2 6nictepu | Jlrokcembypr MakyBaHHs Ta MeOMYHOro 3aCTOCyBaHHSA Ha NiacTaBsi
B KapTOHHII kopobui CA. BUNYCK Cepin: perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
BEPNIH-XEMI Al', nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
HimeyunHa 3aCTOCyBaHHS nikapcbKkoro 3acoby B
BupobHuuTBO in nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
bulk, koHTponb OL|iHKM 3BITY 3 AoChigKeHb, NPOBEeAEHUX
cepin: BiZNOBIQHO [0 NNaHy nejiaTpuyHMX JOChioKeHb
MeHapiHi-®oH (PIP) (3MiHy y3rog)eHo 3 KOMNETEHTHUM
XewnpeH M'mbX, YMNOBHOBaXXEHVM OpraHom)
Himeyuunna 3MiHM BHECEHO [0 iHCTPYKUiT AN MeanyHoro
MakyBaHHs, 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
KOHTPOMb Ta BMMYCK "OcobnueocTi 3acTocyBaHHs" Ta "Mo6iuHi
cepin: peakuii” BignosigHo fo pekomeHaauii PRAC.
JlabopaTopioc BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
MeHapiHi C. A., 3aTBEPOKEHHS.
IcnaHis
34. | AU-XENN TabneTku LWwunydi no TOB Nartsinicbka E-®APMA TPEHTO ITanis BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: bes UA/19079/01/01
600 mr; no 10 "IHPAPMA Pecny6bnika C.M.A. 3MmiHu | TUNY - 3miHK Wwopo peuenma
Tabnetok y Ty6i; no Tpenginr" 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay
1 Ty6i B KAPTOHHIN (iHLWi 3MiHK). 3MiHM BHECEHO B TEKCT
nauui MapKyBaHHS BTOPUHHOI YNaKOBKW MikapCbKoro
3acoby y nyHkTn 3, 7, 11, 17 BBegeHHs 3MiH
NpoTArom 6-T1 MicsUIB 3 AaTN 3aTBEPAXKEHHS.
35. | BEKCEPO cycneHsis ons makcoCwmit Benwuka "makcoCmiTKnsamH ITanis BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a UA/19683/01/01
BAKLUMHA iH'ekuin no 1 goai KnsiH BpuTaHis Bakuuxu C.P.J1. 3MiHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb peuenmom
anga (0,5 mn/go3y); no 1 Ekcnopt Adl. 3miHa y MeTofiax BunpobyBaHHs A®Il abo
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MPO®IIAKT nosi (0,5 mn)y Nimiteq BUXiQHOro MaTepiany/npoMixXHoro
UKH nonepegHLo npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCSH Y
MEHIHFOKOK | HanoBHeHOMy npoueci BupobHmutea API (iHwWwi 3MiHK y
OBOI wnpuui; no 1 MeTo4ax BUNpobyBaHHs (BKMOYaK4M 3aMiHy
IHOEKLIT, nonepeaHLo abo gonoeHeHHs1) AdI abo
o HanoBHEHOMY BUXiQHOro/MPOMIXKHOIO NPOAyKTY) - [laHoto
BUKITUKAET LINpULY Y KOMMNIEKTI 3MiHOK BBOAUTLCSA HOBE 3HAYEHHS MeXi
bCA 3 1BOMA rorikamu B KinbkicHoro BnsHaveHHs (New Limit of
CEPOIPYIMoO nnacTMKoBOMY Quantification (LoQ)) onst aHaniTu4HOro MeToAY,
I0OB KOHTelHepi; no 1 LLIO BUKOPUCTOBYETLCA ANA KiNbKICHOrO
(BUrOTOBIJIIE | nnacTtukoBomy BM3HAYEHHS 3aNMLLIKOBOrO BMICTY
HA 3A KOHTENHepy Y ne3okcnpuboHykneiHoBoi kucnotu (OHK) y
PEKOMBIHA KapTOHHiI kopoOLi 3paskax KOHLEHTPOBaHOI OCHOBHOI NiKapCbKOT
HTHOKO OHK peyoBuHN OMV (Outer Membrane Vesicle)
TEXHONOrIe BakuuHu Bexsero. 3HayeHHs LoQ, BU3HaveHe
10, nig Yac NOBTOPHOI Banigauii aHaniTM4Horo
A[COPBOBA MeToay SK BHYTPILLUHbOrO NoKa3Huka
HA) BignosigHocTi, 6yno nepernsHyTo 3 6,3 nr/mn ao
25 nr/mn. GSK yTou4HtoE, Wwo 3miHa LoQ He
BMVBAE Ha BUKOHaHHS 3aTBEPPKEHOrO MeToay
aHanisy Ta cneuundikauinn BUNycKy NikapCbKol
peyoBuHN OMV
36. | BEM®ONA PO34UH ANS iH EKLN BAT YropwuHa 360pka pyyku Ans YropwmHa/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/17528/01/01
B nonepeaHbo "leneoH iH'eKUin, BTOPUHHA Benwuka 3miHu | Tvny - 3miHu 3 sikocTi. MoToBUIA peuenmom
HanoBHeHIW py4Lli no PixTep" ynakoBka, A03BiNn Ha BpuTaHis nikapcbkuii 3aci6. 3MiHn y BUpOGHMUTBI. 3amiHa

75 MO (5,5
mkr)/0,125 mn; no
0,125 mn po3ymHy
ons iH'ekuin B
CKISTHOMY
KapTpuoxi, 3
ryMOBOIO Npo6Koto-
NopLUHEM i FyMOBUM
[OVCKOM 3
arntoMmiHieBUM
KOBMaykoM,
BMIiLLEHOMY Y PYy4Ky
ANs BBeEHHS; no 1
abo 5, abo 10
nonepeaHLo
HarnoBHEHUX PYYOK 3
0QHOPa3oBMMU
ronkamu (BignosigHo
1 abo 5 abo 10) i
cepBeTKamu,
NpoCoYeHNMU
cnupToM
(ignoBigHo 1 abo 5
abo 10) B kapTOHHIN
Kopobui

Bunyck cepii: BAT
"lepeoH PixTep",
YropLuHa;
BUPOBHMLTBO
Hepo3adpacoBaHoI
NPOAYKLiT; NepBUHHA
ynakoBka
(kapTpuaxi);
KOHTPOMb AKOCTi 33
HacTynH1MK
MoKasHWKaMm:
Bacterial
endotoxins; Sterility;
Visual Appearance;
Visible Particles;
Sub-visible
Particles): Cilli
dapmachbioTikanc
Nimiten, Benuka
BpuTaHis;
BMPOGHMLUTBO
Hepo3dhacoBaHoi
NpoAyKUii, nepBUHHA
ynakoBka
(kapTpuoxi);
KOHTPOIb SIKOCTi 3a

abo BBeAeHHS 40OaTKOBOI AiNbHULI
BMPOGHMLUTBA ANs YacTMHM abo BCbOro
BUPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (iHwi 3miHu) - gonaBaHHA BAT "TegeoH
PixTep", YropwuHa (Gedeon Richter Plc.)
(appeca micusa npoBagkeHHs gisinbHocTi: H-
1103, byganewr, Byn. Oempei, 19-21,
YropLumHa), B SKOCTi anbTepHATUBHOI AinbHUL
NS Bi3yanbHOro KOHTPOIO B NPOLECI
BMpo6HMLUTBa J13.




16 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BCiMa nokasHukamu
cneuudikadii, okpim
Biological activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHoctTi)):
BAT "TeneoH
PixTep", YropwuHa
37. | BEM®OJA PO34MH Ans iH eKuin BAT YropwuHa 360pka pyyku ons YropwuHa/ BHECEHHS 3MiH O peecTpaUiiHMX maTepianis: 3a UA/17528/01/02
B rnornepeaHLo "lepeoH iH'eKUiN, BTOPMHHA Benuka 3miHn | Tvny - 3miHm 3 AkocTi. FoToBUIA peuenmom
HaMOBHEHIN py4ui No Pixtep" ynakoBka, 403Bin Ha BpuTtaHia nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
150 MO (11 Bunyck cepii: BAT abo BBeAeHHS 40AaTKOBOI AiNbHULI
mkr)/0,25 mm; no "'epeoH PixTep", BMPOBHMLUTBA AN YacTMHM abo BCbOro
0,25 Mn po34ynHy YropLmHa; BUPOBHMYOro NpoLiecy rotToBoro fikapcbkoro
ans iH'ekuin B BUPOBHMLUTBO 3acoby (iHwWi 3miHK) - gogaBaHHsA BAT "legeoH
CKNsiHOMY Hepo3dhacoBaHoi PixTep", YropwwuHa (Gedeon Richter Plc.)
KapTpuoxi, 3 npoayKuii; NnepBuMHHA (agpeca Mmicusi npoBamKeHHs aisinbHocCTi: H-
ryMOBOH Npo6Koto- ynakoBka 1103, byganewrt, Byn. dempei, 19-21,
MOPLUHEM | FyMOBUM (kapTpuaxi); YropLimHa), B SKOCTi anbTepHATUBHOI AinbHUL
[OVCKOM 3 KOHTPOIb SIKOCTi 3a NS Bi3yanbHOro KOHTPOIO B NPOLECH
anoMiHieBUM HaCTYNHUMMN BUpoGHMLTBa J13.
KOBMaYKoM, roKasHuKamu:
BMIiLLIEHOMY Y pYyYKy Bacterial
Ons BBeAEHHs; no 1 endotoxins; Sterility;
abo 5, abo 10 Visual Appearance;
nonepegHL0 Visible Particles;
HanoBHEHWX PY4OK 3 Sub-visible
ofHOpas3oBNMU Particles): Cilli
ronkamu (BignosigHo dapmachbioTikanc
1 abo 5 abo 10) i NimiTen, Benuka
cepBeTKamu, BpuTaHis;
NpoCoYeHNMU BMPOGHMLUTBO
CcnMpToM Hepo3adpacoBaHoI
(BignosigHo 1 abo 5 nNpoaykKuii, NepBUHHA
abo 10) B kapTOHHIN ynakoBka
kopoobui (kapTpuaxi);
KOHTPOIb SKOCTi 3a
BCiMa nokasHukamu
cneundikauii, okpim
Biological activity
(BionorivHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocti)):
BAT "TeneoH
PixTep", YropwuHa
38. | BEM®ONA PO34UH ANS iH eKUin BAT YropuuHa 360pka pydku ons YropuuHa/ BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: 3a UA/17528/01/03
B nonepeaHbo "leneoH iH'eKUin, BTOPUHHA Benwuka 3minu | Trny - 3miHu 3 sikocTi. FoToBUIA peuenmom
HaMoBHEHI pyyLi no PixTep" ynakoBka, A03BiNn Ha BpuTaHis nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa

225 MO (16,5

Bunyck cepii: BAT

abo BBeAEHHSA [0AAaTKOBOI AiNbHUL
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Mkr)/0,375 mn; no "l'eneoH PixTep", BUPOBHMLUTBA NS YacTuHM abo BCbOro
0,375 mMn po3unHy YropwuHa; BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
ans iH'ekuin B BUPOBHMLUTBO 3acoby (iHwWwi 3miHK) - gogaBaHHA BAT "legeoH
CKISIHOMY Hepo3adhacoBaHoi PixTep", YropwuHa (Gedeon Richter Plc.)
KapTpuoxi, 3 NPOAYKLii; NepBUHHA (appeca micust NnpoBamKeHHN AisnbHOCTI: H-
ryMOBO Npobkoto- ynakoBka 1103, byganewrT, Byn. Oempei, 19-21,
NOpPLUHEM i TyMOBUM (kapTpuoxi); YropLiuHa), B SIKOCTi anbTepHaTMBHOI AiNbHUL
OVCKOM 3 KOHTPOIb SKOCTi 3a Ans Bi3yanbHOro KOHTPOO B MPOLECi
anoMiHieBUM HaCTYNHUMM BUpoGHMLTBa J13.
KOBMaykoM, nokasHuKkamu:
BMIiLLEHOMY Y PY4Ky Bacterial
Ons BBeAeHHs; no 1 endotoxins; Sterility;
abo 5, abo 10 Visual Appearance;
nonepeaHLo Visible Particles;
HaMOBHEHMX PYYOK 3 Sub-visible
ofHOpa3oBUMU Particles): CiMi
rornkamu (BignoBigHO dapmachbtoTikanc
1 ab6o 5 abo 10) i NimiTen, Benuka
cepBeTKamu, BpuTtaHis;
NpPOCOYEHNMMU BMPOGHMLUTBO
cnMpTom Hepo3dacoBaHoI
(BignosigHo 1 abo 5 npoayKuii, nepBuMHHA
a6o 10) B KapTOHHI ynakoBka
kopooui (kapTpuaxi);
KOHTPOrb SIKOCTi 3a
BCiMa NoKa3HMKamu
crneyudikauii, okpim
Biological activity
(BionorivHoi
aKTUBHOCTI) Ta
Sterility
(CrepunbHocri)):
BAT "TeneoH
PixTep", YropwuHa
39. | BEM®ONA PO34UH ANS iH eKUin BAT YropuuHa 360pka pyyku ans YropwuHa/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/17528/01/04
B nonepeaHbo "leneoH iH'eKUin, BTOPUHHA Benwuka 3miHu | Trny - 3miHu 3 sikocTi. MoToBUIA peuenmom
HanoBHEHIV py4ui no PixTep" ynakoBka, A403BiNn Ha BpuTaHis nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3amiHa

300 MO (22 mkr)/0,5
mn; no 0,5 mn
PO34MHY Ans iH'eKuin
B CKITSIHOMY
KapTpuoxi, 3
ryMOBO Npo6koto-
NOpPLUHEM i TyMOBUM
OWNCKOM 3
antoMiHieBUM
KOBMa4KoM,
BMIiLLEHOMY Y PYy4Ky
ONsi BBEAEHHS; no 1
abo 5, abo 10
nonepeaHLO

BUNyck cepii: BAT
"lepeoH PixTep",
YroplwuHa;
BUPOBHMLTBO
Hepo3dhacoBaHoI
NPOAYKLiT; NepBUHHA
ynakoBka
(kapTpuaxi);
KOHTPOMb AKOCTi 3a
HacCTyMHUMM
MoKasHWKamm:
Bacterial
endotoxins; Sterility;
Visual Appearance;

abo BBeAeHHS 40aTKOBOI AiNbHULI
BUPOGHMLTBA ANs YacTMHM abo BCbOro
BUPOGHMYOro NpoLecy roTOBOrO NikapCbKoro
3acoby (iHwWi 3miHK) - gopaBaHHA BAT "legeoH
PixTep", YropwuHa (Gedeon Richter Plc.)
(appeca micusa npoBamkeHHs gisinbHocTi: H-
1103, byganewrt, Byn. Oempei, 19-21,
YropLumHa), B SKOCTi anbTepHATUBHOI AinbHULL
[ns Bi3yanbHOro KOHTPOIO B NPOLECi
BMpo6HMLTBa J13.
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
HaMOBHEHWX PYYOK 3 Visible Particles;
O[IHOpa3oBMMU Sub-visible
rornkamu (BignosigHo Particles): CiMi
1 abo 5 abo 10) i dapmachkioTikanc
cepBeTKamu, JlimiTeq, Benuka
npocoYeHnmMn BpuTtaHis;
cnupToM BMPOBHMLUTBO
(BianosigHo 1 abo 5 HeposdacoBaHoi
ab6o 10) B KapTOHHiIl NPOAYKLiT, NepBUHHA
Kopooui ynakoBka
(kapTpuaxi);
KOHTPOIb SIKOCTi 3a
BCiMa nokasHukamu
cneyudikadii, okpim
Biological activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "T'eneoH
PixTep", YropwuHa
40. | BEM®ONA PO34MH ANs iH eKuin BAT YropwuHa 360pka pyyku ons YropwuHa/ BHECEHHS1 3MiH [JO peecTpauiiHMX maTepianis: 3a UA/17528/01/05
B rnornepeaHLo "lepeoH iH'eKUiN, BTOPMHHA Benuka 3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
HanoBHeHIW py4Lli no PixTep" ynakoBka, J03Bin Ha BpuTaHis nikapcbkuii 3aci6. 3MiHn y BUpoGHMUTBI. 3amiHa

450 MO (33
Mkr)/0,75 mn; no
0,75 Mn po3ynHy
ons iH'ekuin B
CKNSIHOMY
KapTpuoxi, 3
ryMOBO Npo6koto-
MOPLUHEM | FyMOBUM
ANCKOM 3
antoMiHieBum
KOBMaYKoM,
BMILLIEHOMY Y PY4Ky
Ans BBeAeHHS; no 1
abo 5, abo 10
nonepeaHLo
HanoBHEHWUX PYYOK 3
0OHOPa3oBMMHU
ronkamu (BignosigHo
1 abo 5 abo 10) i
cepBeTKamu,
npocoYeHUMH
cnMpToM
(ignoBigHo 1 abo 5
abo 10) B kapTOHHIN
kopoobui

Bunyck cepii: BAT
"l'epeoH PixTep",
YropLuHa;
BMPOGHMLUTBO
Hepo3dhacoBaHoi
NPOAYKLiT; NepBUHHA
ynakoBka
(kapTpuaxi);
KOHTPOMb AKOCTi 3a
HacTynH1MK
NoKasHWKamMm:
Bacterial
endotoxins; Sterility;
Visual Appearance;
Visible Particles;
Sub-visible
Particles): Cilli
dapmachbioTikanc
JimiTen, Benuka
BpuTaHis;
BMPOGHMLUTBO
Hepo3adhacoBaHoi
npoaykuii, nepBMHHa
ynakoBka
(kapTpuaxi);
KOHTPOMb AKOCTi 3a
BCiMa MoKa3HVKaMu

abo BBeAeHHNA [0AaTKOBOI AiNbHULI
BMPOBHMLUTBA ANSA YacTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (iHwi 3miHK) - pogaBaHHs BAT "MeneoH
PixTep", YropwuHa (Gedeon Richter Plc.)
(appeca micusa npoBagkeHHs gisinbHocTi: H-
1103, bypganewr, Byn. Aempei, 19-21,
YropLiuHa), B SIKOCTi anbTepHATUBHOI AiNbHUL
NS Bi3yanbHOro KOHTPOIO B NPOLECI
BUpOGHMLTBa J13.




19 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
cneundikauii, okpim
Biological activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "T'eneoH
PixTep", YropwuHa
41. | BENAHTEH® | kpem; no 100,301 Bariep LLIseniapis M MpeHsax HimeuyunHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 UA/7805/01/01
nnc abo 3,5y 1y6i; no KoHcblomep MpogykTtioHc MMBX 3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT peuenma
1 Ty6i B KAPTOHHIN Kep AI' BignosigHocTi/E-cepTudikaTt BiaNoBIAHOCTI
Kopobui €Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BigNOBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHOCTI €BponeWicbkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI pevoBUHM (cepTudikaT
BiNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBepAXeHoro
BUPOGHMKA - MNogaHHS OHOBMNEHOro cepTudikaTy
BiAnoBigHOCTI €Bponencoki papmakonei R1-
CEP 2006-233-Rev 03 ans gito4oi pe4oBuHm
[JeKcnaHTEHON Bif BXe 3aTBEPAXXEHOro
BUpobHMKa BASF B 3B’s13Ky 3i 3miHOIO MeToay
BUNpobyBaHHs AeKCnaHTeHONy (3aTBEPAXKEHO:
R1-CEP 2006-233-Rev 01; 3anponoHoBaHo: R1-
CEP 2006-233-Rev 03).
42. | BEPOOYAIN® | po3yvH ans BepiHrep HimeyuunHa IcTiTyTO AE Arxeni ITanis BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis: 3a He UA/10751/01/01
iHransauin; no 20 mn IHrenbxamm C.p.n. 3MmiHn | TMny - 3miHK 3 aKocTi. [oToBUIA peuenmom nionsieae
abo 40 mny IHTEepHeLwwHN nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
dnakoHi 3 m6X TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
KpanensHuueto; no 1 rOTOBOrO fikapcbKoro 3acoby (iHLi 3miHu) -
hbnakoHy B BBeAeHHSA TepMiHy npuaaTHocTi [T13 nicns

KapTOHHiI kopobui

nepLuoro BigKpUTTS dnakoHy — 12 micauis.
B3aTtBepakeHo: TepMiH NpUaaTHOCTI. 3 poKM.
3anpornoHoBaHo: TepMiH NpUAATHOCTI. 3 POKK.
TepMmiH npuaaTHOCTI NiCNSA NEPLUOro BiAKpUTTS
cnakoHy: 12 micauis. A Takox 3MiHN BHECEHO 40
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sginy "TepmiH
npugaTHoOCTI", Ta Ik HAcnNi4oK 40 NyHKTY 8
TEKCTY MapKyBaHHS BTOPWHHOI YNaKkoBKW
nikapcbkoro 3acoby. BBegeHHst 3MiH npoTsirom 6
MicauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHM 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby (iHwi
3MiHW) OHOBIEHHS BXe 3aTBEPAXKEeHUX METOAIB
KOHTponto sikocTi 113, a came BUKNageHHs
TEKCTY Jep>XaBHOIO MOBOIO 3riiHO Cy4aCHUX
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMMOT. BBeeHHs1 3MiH npoTaromM 6 micsauis nicns
3aTBepAKeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
["oToBMI nikapcbkuii 3acib. Onuc Ta cknag (iHwi
3MiHM) - yTOUHeHHs cknagy J13 ans girovoi
peyoBWHM inpaTponito Gpomia i3 «InpaTponito
©6pomig ekBiBaneHTHo inpaTponito 6pomigy
6e3BogHoro» Ha «lnpatponito Gpomigy
MOHOriApaT, L0 eKBiBaneHTHO inpaTponito
Opomigy 6e3BoaHOro» 3 BignoBigHAMM 3MiHAMM
B po3gain «Cknag» MKA N3 gns npueBeaeHHs oo
opuriHanbHNX MaTtepianis BUpobHMKa A Takox
3MiHW BHECEHO [0 iHCTPYKUiT ANna MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Cknag", Ta siKk Hacnigok Jo NyHKTy 2, 6 TekcTy
MapKyBaHHSA NEPBUHHOI Ta A0 NyHKTIB 6, 17
TEKCTYy MapKyBaHHS BTOPMHHOI YNaKkoBKM
nikapcbkoro 3acoby. BeeaeHHst 3MiH MpoTArom
6-Tn micsauiB nicns 3aTepaKeHHs. 3MiHu Il Tuny
- 3MiHK wopo 6e3nekn/edpekTUBHOCTI Ta
dapmakoHarnsaay. 3miHu y KOpoTKil
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS y 3B’A3Ky i3 HOBMMUW JaHUMW 3
AKOCTi, AOKMIHIYHUMM, KNiHIYHUMK JaHUMK Ta
AaHvMu 3 papmakoHarnsgy. 3MiHM BHECEHO A0
iHCTPYKLUii Ans MeQMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby ao posginis "Moka3zaHHsA"
(YTOYHEHHS1 Ta pefaKLiiiHi npaBku),
"®apmakornorivyHi BnactueocTi”,
"MpoTtunokasaHHs", "Cnocib 3actocyBaHHs Ta
[o3n" (BHeCeHi yToOuHeHHS1), "B3aemopis 3
iHLWMMM nikapcbkumy 3acobamu Ta iHWi BUuam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaar” (peakuinHi npaBku TEKCTY),
"MepepnosyBaHHsa", "TobiyHi peakuii”, "3aaTHiCTb
BMMMBATU Ha WWBMAKICTb peakuii Npy KepyBaHHI
aBTOTPaAHCNOPTOM abo iHWKMMK MexaHismamu”.
BBeneHHs 3miH npoTsarom 6 micsAuiB nicns
3aTBEPKEHHS

43.

BETAKOP

TabneTkn, BKpUTI
NniBKOBOI
obornoHkoto, no 20
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu y navui

AT
"KUIBCHKMN
n
BITAMIHHY
1 3ABOL"

YkpaiHa

AT "KWIBCHKIM
BITAMIHHWN
3ABOL"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHWM) 3MiHN BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOI YNakoBKM NikapCbKoro 3xacoby y
nyHKT 17. BBEOeHHS 3MiH NpoTaroM 6-Tu micauis
nicns 3aTBepAKEHHs

3a
peuernmom

UA/7013/01/01

44.

BIOBIN®
®OPTE

kancynu no 80 wmr,
no 10 kancyny
6nictepi; no 2 abo
no 6 Gnictepis y

KPKA, 8.4,
HoBo mecTo

CnoBeHisi

BMPOGHULTBO «in
bulk», nepsuHHe Ta
BTOPUHHE
nakyBaHHsi,

CnoseHis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TUNY - 3miHun Wwopo
6e3nekn/eceKTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHW) - 3MiHM BHECEHO Y TEKCT

6e3
peuenma

UA/1234/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiIN kopobui KOHTPOMb Ta BUMYCK MapKyBaHHsi BTOPUHHOI YNakoBKU MikapCbKoro
cepii: KPKA, o.4., 3acoby y n. 17. IHLWE. BBeaeHHs 3MiH npoTsirom
HoBo mecTo, 6-TK MicauiB nicna 3aTBepOKEHHs
CnoBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
Hoso mecToO,
CnoBeHist
45. | BIC-ANITEP Kancynu Teepgi, no TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/19522/01/01
5 mr/4 mr, no 10 «MIKPOXIM «MIKPOXIM», 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom | nidnseae
kancyn y 6nictepi; » YkpaiHa (topugnyHa nikapcbkuii 3aci6. 3mMiHM y BUpoOHULUTBI. 3MiHa
no 3 6nictepn y appeca; iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii

nayui 3 KapToHy; Nno
30 kancyn y 6aHui;
no 1 6aHuji y nayui 3
KapToHY

BignoBiganbHUN 3a
BUMYCK cepii, He
BKJTOYAI0YN
KOHTPOMb/BUNpobyB
aHHs cepii); TOB
HB® «MIKPOXIM»,
YkpaiHa (BUpoGHMYa
ainbHuus); AT
«®dapmaky, YkpaiHa
(Bci cTagji
BUPOGHMLTBA 3a
BUKITOYEHHSAM
BUNYCKy cepii)

Ta KOHTPOSH0 SIKOCTi rOTOBOTO flikapCbKoro
3acoby (3amiHa abo gogaBaHHA AinbHULI, Ha
AKiIN 3AINCHIOETBCA KOHTPOMbL/BUNPOOYBaHHS

cepii). 3mMiHV BHeceHo y po3ainv "BMpobHUK" Ta
"Micue3HaxoakeHHsi BUpoOHUKa Ta agpeca
MiCLsi NPOBaPKEHHS OO OisANbHOCTI" B
iHCTPYKLiO AN MEQMYHOro 3aCTOCYBaHHS y
3B'A3KY 3 BBEAEHHSIM JO4ATKOBOI BUPOBHUYOT
AiNbHUL Ta 9K HAcMiAOoK - Y TEKCT MapKyBaHHS
ynakoBKM Nikapcbkoro 3acoby. BeeaeHHst 3amiH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXEHHS.
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y BUpoGHMUTBI. 3amiHa
abo BBeAeHHNA [0AaTKOBOI AiNbHULI
BMPOBHMLUTBA ANSA YacTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (ainbHWLSA, Ha Sk NpoBoAATbLCS By ab-
sIKi BUPOOHMYI CTagii, 32 BUHSITKOM BUMYCKY
cepint, KOHTPOSO AKOCTIi, MEPBUHHOIO Ta
BTOPUHHOIO NaKyBaHHSI, ANl HECTEPUIbHUX
nikapcbkunx 3acobis). CynyTHS 3miHa- 3miHn 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3amiHa abo BBeOEeHHS 40OaTKOBOI
[inbHULi BUpOOHULITBA ANS YacTuHKU abo BCbOro
BUPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (QinbHWULSA AN BTOPUHHOIO NaKyBaHHS) -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHKn
y BUpOGHMUTBI. 3aMiHa abo BBeOEHHS
[0[aTKoBOT AiNbHULI BUPOBHULTBA ANS YacTUHU
abo BCbOro BMPOOHNYOro NpoLecy roToBOro
nikapcbkoro 3acoby (AinbHWUUS NSt NEPBUHHOTO
nakyBaHHs1) - BBEIEHHS 4OAATKOBOI AiNbHUL
BupobHuutea AT «PAPMAKY», YkpaiHa, sika
3AifcHI0E BUpOBHULTBO in bulk 3 nepBUHHUM
nakyBaHHsIM Ta BTOPMHHE nakyBaHHsi [T13.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepKEHHS. 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3miHK). 3MiHN BHECEHO Y TEKCT
MapKyBaHHS NEepPBMHHOI (N. 2) Ta BTOPMHHOI (N.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

1, 2, 17) ynakoBku fnikapcbkoro 3acofy.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHU | TUNY - 3MiHM 3 AKOCTI.
[oToBMI Nnikapcbkuii 3aci6. 3miHn y
BMPOBOHMUTBI. 3MiHK Y Npoueci BUpobHULTBa
roTOBOrO flikapcbKoro 3acoby, BKIoYaym
NPOMIDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpU
BUPOGHMLTBI FOTOBOTO fikapcbkoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpObHMLTBA) -
3MiHM Y BUPOBHUYOMY NpoLeci anst agantawii
TEXHOJOrYHOro npotecy Ao obnagHaHHs HOBOT
OinbHUUI, @ came 3MiHa po3Mmipy cuTa ans
NPOCitoOBaHHSI CUPOBUHY (3aTBEPIKEHO: PO3MIp
oTBopiB cuTa 0,5 MM; 3anponoHoBaHo: ciTka 3
po3mipom oTtBopis cuta 0,5 mm, 1,0 Mmm Ta 1,5
MM). 3MiHM | TUNY - AOMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOOHWYOT AinbHULI (BKITHOYa4m
OinbHuui ana APl npomixkHoro npogykTy abo
roTOBOrO JlikapcbKkoro 3acoby, AinbHuLi ans
NpoBeAEHHS! NaKyBaHHs, BUPOOHWKa,
BiANOBIgANbLHOIO 3a BUMYCK Cepin, Micue
NPOBEAEHHST KOHTPOIIO cepii) abo
nocTayarnbHvKa BMXiQHOTO Martepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
[0OCbE) - BUNYYEHHs1 BUPOBHUYMX ginbHuLs TOB
HB® «MIKPOXIM», YkpaiHa, ki 3aircHioBanm
koHTporb J13, a came: nabopaTopis HGionoriyHoro
aHaniay (YkpaiHa, 93000, JlyraHcbka o6n., M.
Pyb6ixHe, Byn. MNMoyvaiBcbka, 6ya. 9) Ta
nabopartopis disnko-ximiyHoro aHanisy Ta
KOHTponto BupobHuuTBa (YkpaiHa, 93000,
JlyraHcbka o6n., M. PybixHe, Byn. JleHiHa, bya.
33).

46.

BIC-ANITEP

Karncynwv TBepai, no
5 mr/8 mr, no 10
kancyn y 6nicrepi;
no 3 Gnictepu y
nauyui 3 KapToHy; no
30 kancyn y 6aHuj;
no 1 6aHui y nayui 3
KapToHY

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM»,
YkpaiHa (topnanyHa
agpeca;
BiAnoBiganbHWI 3a
BUMYCK cepii, He
BKIIOYa0uM
KOHTpOnb/BUNpobyB
aHHs cepii); TOB
HB® «MIKPOXIM»,
YkpaiHa (BupobHuya
AinbHuus); AT
«®Papmak», YkpaiHa
(Bci cTagii
BMPOGHMUTBA 3a
BUKIIOYEHHAM
BUNYCKY cepii)

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoOGHULUTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUNYCKY cepii
Ta KOHTPOIH SIKOCTi TOTOBOTO fiKapCbKoro
3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
A 3AINCHIOETBCS KOHTPOMNb/BUNPOBYBaHHS
cepii). 3mMiHn BHeceHo y po3ainu "BupobHuk" Ta
"Micue3HaxomkeHHs BUpobHuka Ta agpeca
Micusi NPOBaKEHHS MOro AisanbHOCTI" B
iHCTPYKLiIO AN MEQUYHOrO 3aCTOCYBaHHS y
3B'sI3Ky 3 BBEEHHSIM 10AATKOBOI BUPOGHMYOT
OinNbHUUI Ta K HAcNigokK - Y TEKCT MapKyBaHHS
yNakoBKM Nikapcbkoro 3acoby. BeeaeHHs1 3amiH
NPOTArom 6-T1 MicALIB NiCNS 3aTBEPOXKEHHS.
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEHHSA [0AATKOBOI AiNbHUL

3a
peuenmom

He
nidnsieae

UA/19522/01/02
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1

BMPOGHMLUTBA AN YacTMHM abo BCbOro
BUPOGHMYOro MpoLLEeCy FOTOBOO NiKAapCbKOro
3acoby (ainbHMUSA, Ha AKi npoBoaaTbLCA Byab-
SIKi BUPOOHMYI cTagii, 3a BUHSITKOM BUMYCKY
Cepiil, KOHTPOIIO AKOCTi, MEPBUHHOTO Ta
BTOPUHHOIO NaKyBaHHS, ANs HECTEPUIBbHUX
nikapcbkux 3acobis). CynyTHs 3miHa- 3MiHK 3
skocTi. FoTOBMIA Nikapcbkuii 3acib. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpobHULTBa AN YacTuHy abo BCbOro
BUPOBHMYOro NpoLiecy rotToBOro fikapcbKoro
3acoby (AinbHMUSA ANs BTOPMHHOIO NaKyBaHHS) -
3MiHu 3 skocTi. FoTOoBWMIA Nikapcbkuii 3acit. 3miHn
y BUpOGHMLTBI. 3amiHa abo BBeAEHHSI
[0A4aTKOBOI AiNbHULI BUPOBHMLTBA AN YacTUHU
abo BcbOro BUpoBGHMYOro nNpoLecy roToBoro
nikapcbkoro 3acoby (AiNbHWUUSA ANs NEPBUHHOTO
nakyBaHHS1) - BBEAEHHs1 [OOATKOBOI AinbHUL
BupobHuutea AT «PAPMAK», YkpaiHa, sika
3AiNcHI0E BUpoBHUUTBO in bulk 3 nepBMHHUM
nakyBaHHsIM Ta BTOPMHHE nakyBaHHs 113.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW). 3MiHWM BHECEHO Y TEKCT
MapKyBaHHS NEPBUHHOI (M. 2) Ta BTOPUHHOI (1.
1, 2, 17) ynakoBkw nikapcbKoro 3acofy.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHKU y
BUPOGHMLTBI. 3MiHM y npoueci BUpoGHMLTBA
roTOBOrO fikapCbKOro 3acoby, BKo4arim
NPOMIKHUWIA NPOAYKT, L0 3aCTOCOBYETLCS MK
BMPOGHWLTBI rOTOBOrO fnikapcbkoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHMLTBA) -
3MiHM Y BUPOOHUYOMY Npoueci Anst agantawii

TEXHOMOoriYHOro npouecy Ao obnagHaHHS HOBOT
[inbHUU, a caMe 3MiHa po3Mipy cuTa s
NPOCitOBaHHSI CUPOBWHY (3aTBEPIKEHO: PO3MIp
oTBopiB cuTa 0,5 MM; 3anNponoHOBaHO: CiTka 3
po3mipom oTBopiB cuta 0,5 mm, 1,0 mm 12 1,5
MM). 3MiHuW | TUny - AOMIHICTPaTMBHI 3MiHW.
BunyyeHHs BUPOOHWYOI AinbHUL (BKIHOYa4m
OinbHuui ana A®I, npomixkHoOro npogykty abo
roTOBOrO fikapcbKoro 3acoby, AinbHULi Ans
NpoBeAEHHS NaKyBaHHs1, BUPOOHWKa,
BiZNOBIgANbLHOro 3a BUNYCK Cepin, Micue
NPOBEAEHHST KOHTPOIHO cepii) abo
nocTayanbHuKa BMXigHOTO MaTtepiany, peareHTty
ab0 OOMNOMIDKHOI pEHOBUHM (SIKLLLO 3a3HAYEHO Y

[0CbE) - BUNYYEHHSI BUPOBHUYMX AinbHuubs TOB




24 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
HB® «MIKPOXIM», YkpaiHa, siki 3gificHioBanm
KoHTporb J13, a came: nabopaTopisi GionoriyHoro
aHanisy (YkpaiHa, 93000, JlyraHcbka obn., M.
PyGixHe, Byn. MNoyvaiecbka, 6ya. 9) Ta
naboparopist disanko-xiMi4HOro aHanidy Ta
KOHTponto BMpobHuuTea (YkpaiHa, 93000,
JlyraHcbka o6n., M. PybixHe, Byn. JleHiHa, bya.
33).
47. | BIC-ANITEP Kancynu Teepai, no TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/19522/01/03
10 mr/8 mr, no 10 «MIKPOXIM «MIKPOXIM», 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom | nidnseae
kancyn y 6nicrepi; » YkpaiHa (topnanyHa nikapcbkuii 3aci6. 3miHn y BUpoBbHMUTBI. 3MiHa
no 3 Gnictepny agpeca; iMmnopTepa/aMiHu, Lo CTOCYOTLCS BUMYCKY cepil

nayui 3 KAapTOHy; Mo
30 kancyn y 6aHui;
no 1 6aHuji y nayui 3
KapToHy

BignoBiganbHUN 3a
BUNYCK cepii, He
BKITOYaK0YN
KOHTPOMb/BUNpobyB
aHHs cepii); TOB
HB® «MIKPOXIM»,
YkpaiHa (BUpoGHMYa
ainbHuus); AT
«dapmak», YkpaiHa
(Bci cTagji
BMPOBHMLTBA 3a
BUKIMOYEHHSAM
BUNYCKy cepii)

Ta KOHTPOIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gogaBaHHA AinNbHULI, Ha
SKI 3QINCHIOETLCSA KOHTPONL/BUNPOBYBaHHS

cepii). 3mMiHM BHeceHo y po3ainuv "BMpobHuK" Ta
"Micue3HaxoakeHHsi BUpOOHUKa Ta agpeca
MicLA NpoBaaXXeHHs Noro AisnbHocTi" B
iHCTPYKLUil0O ANs MeQnYHOro 3acTOCyBaHHS Y
3B'A3Ky 3 BBEAEHHAM [0AaTKOBOI BUPOOHNYOT
OiNbHULI Ta 9K HACMNiJOK - Y TEKCT MapKyBaHHSA
ynakoBKM Nikapcbkoro 3acoby. BeeaeHHst 3amiH
NpOTArom 6-T1 MicALIB NiCNs 3aTBEPOXKEHHS.
3miHu | Tvny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3MiHn y BUpOGHMUTBI. 3amiHa
abo BBeAeHHS 40OaTKOBOI AiNbHULI
BMPOGHMLUTBA ANs YacTMHM abo BCbOro
BUPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (AinbHMLA, Ha ki NpoBoAATbLCH By ab-

SIKi BUPOGHMYI CcTagii, 338 BUHATKOM BUMYCKY

cepint, KOHTPOSO AKOCTi, MEPBMHHOTO Ta

BTOPUHHOIO NaKyBaHHS, AN HECTEPUIbHUX
nikapcbkux 3acobiB). CynyTHsi 3MiHa- 3MiHK 3

sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y

BUPOOHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHu abo BCboro
BMPOGHMYOro NpoLecy roTOBOrO NikapCbKoro
3acoby (AinbHMLA ANS BTOPUHHOTO NakyBaHHS) -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMUTBI. 3aMiHa abo BBeOEHHS
[0AaTKOBOI AiNbHULI BUPOBHMLTBA ANS YaCTUHU
abo Bcboro BUpOBGHMYOro NpoLiecy roToBOro
nikapcbkoro 3acoby (AinbHWUUS NSt NePBUHHOTO
nakyBaHHS) - BBEAEHHSI [OAATKOBOI AiNbHUL

Bupo6HuUTBa AT «®APMAKY, YkpaiHa, sika
3AifcHI0E BUpOBHULTBO in bulk 3 nepBUHHUM

naKkyBaHHSIM Ta BTOPWHHe nakyBaHHs [113.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns

3aTBepKEHHS. 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/eceKTMBHOCTI Ta hapmakoHarnsay

(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT
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[TponoBkeHHs noaarka 3

n/n

JliKapcbK020
3acoby

®Popma sunycky

ynakoeka)

(nikapcbka ¢ghopma,

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

48.

BIC-ANITEP

MapKyBaHHS NEPBMHHOI (. 2) Ta BTOPUHHOT (.
1, 2, 17) ynakoBk#u nikapcbkoro 3acoby.
BBepgeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepPAKEHHS. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
['oToBWIN Nikapcbkuii 3aci6. 3MiHW y
BUPOOBHMLTBI. 3MiHM ¥ npoueci BUpobHMLTBa
roTOBOrO flikapcbKoro 3acoby, BKIovaym
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCH NpK
BMPOGHWLTBI rOTOBOrO Nikapcbkoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpObHMLTBA) -
3MiHM Y BUPOOHUYOMY Npoueci Ans agantawii
TEXHONOoriYHoro npouecy Ao obnagHaHHs HOBOI
OinbHUUI, @ came 3MiHa po3Mmipy cuTa ans
NPOCitOBaAHHS CUPOBWHY (3aTBEPMHKEHO: PO3MIp
oTtBopiB cuta 0,5 MM; 3aNpoONOHOBAHO: CiTKa 3
po3mipom oTtBopis cuta 0,5 mm, 1,0 Mm Ta 1,5
MM). 3MiHW | TUny - AOMIHICTPaTMBHI 3MiHW.
BunyyeHHs1 BUPOGHMYOI AinbHULI (BKMHOYa4M
OinbHuui ana A®I, npomixkHoro npogykTy abo
roTOBOrO fikapcbKoro 3acoby, AinbHULi ANs
npoBeAeHHs! NakyBaHHsi, BUPOOHWKa,
BiANOBIgANbHOIO 3a BUMYCK Cepin, Micue
NPOBEAEHHST KOHTPOIIO cepii) abo
nocTayanbHvKa BMXigHOrO MaTtepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
[0CbE) - BUNYYEHHst BUPOOHUUMX dinbHuus TOB
HB® «MIKPOXIM», YkpaiHa, siki 3giicHioBanu
koHTporb J13, a came: nabopaTopis HGionoriyHoro
aHanidy (YkpaiHa, 93000, JlyraHcbka obn., M.
Py6ixHe, Byn. MovaiBcbka, 6ya. 9) Ta
naboparopis ¢isnko-ximiyHoro aHanisy Ta
KOHTponto BMpobHuuTtBa (YkpaiHa, 93000,
JlyraHcbka o6n., M. PybixHe, Byn. lleHiHa, bya.
33).

Kancynu Teepai, no
5 mr/4 mr, no 10
kancyn y 6nictepi;
no 3 Gnictepny
nayi 3 KapToHy; Nno
30 kancyn y 6aHuj;
no 1 6aHuji y nayui 3
KapTOHY

TOB HB®
«MIKPOXIM

»

Ykpaina

TOB HB®
«MIKPOXIM»,
YkpaiHa (topuanyHa
agpeca;
BignoBiganbHUN 3a
BUMYCK cepii, He
BKITHOYa0UM
KOHTponb/Bunpobys
aHHs cepii); TOB
HB® «MIKPOXIM»,
YkpaiHa (BupobHu4a

AinbHuus); AT
«dapmaky, YkpaiHa
(Bci cTagii
BMPOGHMUTBA 3a
BUKIIOYEHHAM

BUMYCKy cepii)

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minu | TUNY - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHUX
npo cuctemy papmakoHarnsgy (BBe4eHHs
y3aranbHeHUX AaHux Npo cUctemy
chapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHSI
dapmakoHarnagy B YkpaiHi, AKLWo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-thainna cuctemm
chapmakoHarnsgy) - 3MmiHa ynoBHOBaXeHO|

0cobu 3aABHMKA, BiAnoBiganbHOI 3a

Ymoeu Peknam Homep
aionycky yeaHHs1 | peecmpayiliHo20
noceid4yeHHs1
3a UA/19522/01/01
peuenmom
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
tbapmakoHarnag,.
[Hitoya pepakuis: €sctpatosa IpuHa IropisHa.
MponoHoBaHa pepakuis: MNMontox Hatania
€BreHiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXeHOi 0cobu 3asBHUKA,

BignoBigansHoi 3a dhapMakoHarnag.

49. | BIC-ANITEP Kancynu Teepgi, no TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a UA/19522/01/02
5 mr/8 mr, no 10 «MIKPOXIM «MIKPOXIM», 3MiHn | Tvny - 3MiHn Wwoao peuenmom
kancyn y 6nictepi; », YKpaiHa YkpaiHa (topugnyHa 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
no 3 6nictepu y apgpeca; BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHUx
navui 3 KapToHy; No BiAMNoOBiAaNbHUA 3a npo cuctemy dapmakoHarnagy (BBe4eHHs
30 kancyn y 6aHui; BUMYCK cepii, He y3ararnibHeHuX AaHux Npo cuctemy
no 1 6aHuji y nayui 3 BKMoYa4m capmakoHarnsigy, 3MiHa ynoBHoBa)keHoi ocobu,

KapToHy KOHTponb/Bnnpobys BiANOBIAANbLHOI 3a 3AiNCHEHHS
aHHs cepii); TOB thapMakoHarnagy; KoHTakTHoi ocobu 3
HB® «MIKPOXIM», thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
YkpaiHa (BupobHuya dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
ainbHuus); AT BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
«®dapmak», YkpaiHa BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(Bci cTagii (BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
BUPOOHMLTBA 3a PO3MiLLEeHHI MacTep-tanna cuctemm
BUKIMIOYEHHAM capmakoHarnsgy) - 3MiHa ynoBHoOBaXeHo|
BMNYCKY cepii) ocobu 3asBHUKA, BiAMOBIAANLHOI 3a
apmakoHarnsg.
[Hitoua pepakuisi: €scTpaToBa IpuHa IropiBHa.
[MponoHoBaHa pepakuisi: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXeHOI 0coby 3asBHMKa,
BiZNoBiganbHoi 3a dpapmakoHarnag.

50. | BIC-ANITEP Kancynu Teepgi, no TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/19522/01/03
10 mr/8 mr, no 10 «MIKPOXIM «MIKPOXIM», 3MinHn | Tuny - 3MiHM Wwopo peuenmom
kancyn y 6nicrepi; », YKpaiHa YkpaiHa (topugnyHa 6e3nekn/epeKTMBHOCTI Ta hapmakoHarnsagy.
no 3 6nictepu y appeca; BBeneHHs abo 3miHM [0 y3aranbHEHWX gaHUX
nadui 3 KapToHy; No BignosiganbHWUM 3a npo cuctemy papmakoHarnsgy (BBegeHHs
30 kancyn y 6aHuj; BUNYCK cepii, He y3aranbHeHNX AaHuX Npo cucTemy
no 1 6aHui y nayui 3 BKITHOYa04n dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,

KapTOHY KOHTponb/BunpobyBs BignoBiganbHoOI 3a 34iNCHEHHS
aHHs cepii); TOB dhapmakoHarnagy; KOHTakTHoi ocobu 3
HB® «MIKPOXIM», dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
YkpaiHa (BupobHu4a dapmakoHarnagy B YkpaiHi, SKLwo BoHa
ainbHuus); AT BiMiHHa Bif, yNOBHOBaXXeHOI ocodu,
«®dapmak», YkpaiHa BiA4noBiganbHoI 3a 34iNCHEHHSA hapMakoHarnsay
(Bci cTagii (BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHu y
BUPOOHMLTBA 32 po3MilLeHHi MacTep-channa cuctemm
BUKITHOYEHHAM dapmakoHarnsigy) - 3MiHa yNnoBHOBaXeHOT
BUNYCKy cepii) ocobu 3asiBHUKA, BiAMNOBiganbHOI 3a
cbapmakoHarnsg,.
[Hitoua pepakuisi: €scTpaToBa IpuHa IropiBHa.
[MponoHoBaHa pepakuis: MNMontox Hatanis
€BreHiBHa. 3MiHa KOHTAKTHUX AAaHUX
YNOBHOBaXEHOI 0cOOU 3asIBHMKA,
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Ne
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JliKapcbK020

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoesu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acoby

BigNoBigansHoi 3a doapmakoHarnag.

51.

BICOMNPOJIO
n
AYPOBIHOO

TabneTku, BKpUTI
nniBKkOBOIO
06onoHKoto no 5 wr,
no 14 Tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHiN Kopobui

AypobiHao
dapwma JITg

IHAisA

AypobiHgo ®apma
Nimiten - FOHIT III,
IHais; Aypobinao
dapwma N4,
dopmynenwH KOHiT
XV, lHais

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHun | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MeON4YHOro 3aCToCyBaHHSs
reHepuyHMX/ribpuaHmx/6ionodibHMX nikapcbkux
3acobiB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HaaHHS )XOOHWX HOBUX AOAATKOBUX OAHMX).
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"®apmakornorivyHi BnactusocTi”, "lNMoka3aHHs",
"MpoTunokasaHHs", "B3aaemogisa 3 iHWumMmn
nikapcbknumu 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHsi rpyaar”, "Cnocib 3actocyBaHHs Ta
posun”, "Oitn", "Mepeno3yBaHHa", "MoOIYHI
peakuii” BignosigHo Ao iHpopmauii wono
MeAMYHOro 3aCTOCyBaHHsi pedhepeHTHOro
nikapcbkoro 3acoby (KOHKOP®, tabnetku,
BKPUTi NNiBkOBOK 060moHKO). BBEAEHHS 3MiH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBepAKEHHS

3a
peuenmom

He
nidnsieae

UA/16250/01/02

52.

BICOMNPOJIO
n
AYPOBIHOO

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 10
Mmr no 14 TabneTok y
GnicTepi; no 2
6nictepu B
KapTOHHIN kopobui

AypobiHgo
®dapwma ITa

IHAin

AypobiHgo ®apma
Nimiten - FOHIT III,
IHgis; AypobiHoo
dapma N1a,
dopmynenH KOHIT
XV, IHpis

IHaisa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3Mminu | TUNY - 3miHun Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuL,i NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEeOUYHOro 3aCTOCyBaHHS
reHepuyHMX/ribpuaHnx/6ionogibHMxX NikapcbKunx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHK Ha
pedbepeHTHUIN Npenapar (3miHa He noTpebye
Ha@aHH$ )XOOHWX HOBUX AOAATKOBUX OAHMX).
3MiHM BHECEHO A0 iHCTPYKUiT AN MeaM4Horo
3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"®apmakornorivyHi BnactueocTi”, "lMoka3aHHs",
"MpoTunokasaHHs", "B3aemogisa 3 iHWnMmn
nikapcbknMu 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
posun”, "Oitn", "Mepeno3yBarHsa", "MoOiYHi
peakuii” BignosigHo 4o iHopmalii Wwoao
MEAMNYHOro 3aCTOCYBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (KOHKOP®, tabnetku,
BKPUTi NniBkoBOK 060mMoHKO). BBEAEHHS 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAXKEHHS

3a
peuenmom

He
nidnsieae

UA/16250/01/03

UA/16250/01/01

53.

TabneTtkn, BKpUTI

BICONPOJIO
n

NnNiBKOBOKO

AypobiHgo
dapwma Jl1g

IHgis

AypobiHgo ®apma
Nimiten - HOHIT llI,

IHais

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MiHu | Tvny - 3MiHm Wwono

3a

He

peuenmom

nidnsieae
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
AYPOBIHOO o6onoHkoto no 2,5 IHgis; AypoGiHao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr; no 14 TabneTok ®apma 14, 3MiHU y KOPOTKil XapakTepucTuLi NikapCbKoro
y GnicTepi; no 2 dopmynenwH KOHiT 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
Gnictepu B XV, lHgisa MEANYHOro 3aCTOCYBaHHS
KapTOHHiN kopobui reHepuyHMX/ribpuaHmx/6ionodibHMX nikapcbkux
3acobiB nicnsa BHECEHHS TiE caMoi 3MiHW Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
Ha[laHHS )XOAHUX HOBUX JOAATKOBUX AaHUX).
3MiHWM BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3acToCcyBaHHsI Nikapcbkoro 3acoby y po3ainu
"®apmakornorivyHi BnactusocTi”, "lNMoka3aHHa",
"MpoTunokasaHHs", "B3aaemogisa 3 iHwWumMmn
nikapcbknumu 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnmeocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHsi rpyaar”, "Cnocib 3actocyBaHHs Ta
posun”, "Oitn", "Mepeno3yBaHHa", "MoOIYHI
peakuii” BignosigHo Ao iHpopMauii wono
MeAMNYHOro 3aCTOCyBaHHsi pehepeHTHOro
nikapcekoro 3acoby (KOHKOP®, tabnetku,
BKpUTi NNiBkoBO 060OHKO0). BBEAEHHS 3MiH
npoTsaromM 6-Tn MicsaLiB Nicnsa 3aTBepAXeHHs
54. | BOHEBICTA PO34uH NS iH eKuin, Mictpan AHrnis BMNYCK cepii, Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/16927/01/01
1 mr/mn no 3 mn B Kenitan KOHTPOIb SAKOCTi TypeuumHa/ 3miHu | TUNY - 3miHn Wwopo peuenmom | nidnseae
nonepegHL0 MeHnepxmeH (pisvko-ximMivHMR): Yecbka 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
HanoBHEHOMY T NimiTen, CiHTOH XicnaHis, Pecny6nika/ 3MiHM Y KOPOTKi XapaKTepuCTULi Nikapcbkoro
Lwnpwui; no 1 C.N., IcnaHis; Higepnanan 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
nonepegHLo BMPOGHMUTBO bulk, MEAMNYHOrO 3aCTOCYBaHHs!
HarnoBHeHOMY nepBuUHHE reHepuyHuX/ribpuaHnx/6ionogibHMx nikapcbKnx
LUNPpULY B KOMMMEKTI nakyBaHHs, 3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
3 rONKOI0 B BTOPUHHE pedbepeHTHUIN Npenapar (3miHa He noTpebye
KOHTYPHil nakyBaHHsi: Medpap Ha@aHH$ )XOOHWX HOBUX AOAATKOBUX OAHMX).

YapyHKOBIN ynakosLi
B nayui

Inay CaHai A.C.,
TypeuuunHa;
KOHTpPOrb AKOCTI
(cTepunbHicTb,
GakTepianbHi
€HIOTOKCUHN):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika;
KOHTPOMb SIKOCTI
(cTepunbHicTb,
GakTepianbHi
€HIOTOKCUHN):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika;
KOHTPOMb SIKOCTI
(MexaHiyHi
BKItoYeHHs): KHMP
XongjHr b.B.,
Higepnangm

3MiHM BHECEHO A0 iHCTPYKUiT AN MeaM4Horo
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnuBocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHs Ta go3un", "MobivHi peakuii”
BignoBigHO A0 iHopMaLii LWoao MeaNYHOro
3aCTOCyBaHHS ped)epeHTHOro nikapcbKoro
3acoby (BoHBiBa, po34nH Ans iH eKuiiA).
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBEPKEHHSI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
55. | BOPTEKCA niocpinizat ans CaH IHAis CaH IHpis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/17634/01/01
CAH po34nHy ans dapmacbiot dapmacbtoTrkan 3Mminu | Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnszae
iH ekuin no 3,5 mr; 1 nKkan IHpacTpis JTa. kogy ATX (iHWi 3miHWM) 3MiHK BHECEHO 0
bnakoH 3 NOPOLLKOM IHoacTpi3 IHCTPYKUiT ANst MEANYHOrO 3aCTOCYBaHHSA
Y KapTOHHIN kopobui Timiteq nikapcbkoro 3acoby Ao po3ainy
"dapmakoTepaneBTunyHa rpyna. Kog ATX".
BignosigHo 0o MixkHapoaHoro knacudikatopa
BOOS: 3atBepaxeH0: AHTUHEONNACTUYHI
3acobun. Kog ATX LO1XX32. 3anponoHoBaHo:
AHTUHEONNaCTUYHI Ta iMyHOMOZY o4 3acobu.
AHTMHeoNnacTu4Hi 3acobu. IHwi
aHTMHeonnacTuYHi 3acobu. IHriGiTopun
npoTteacoM. bopTesomi6. LO1XGO1
56. | BPOHXO 6anb3am; no 30 ry MenTtonaty AHrnis MeHTonatym Benuka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/9758/01/01
BAJIIM 6aHui; no 1 6aHuUi B M KomnaHi Komnati Iimiteq BpuTtaHia 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
KapTOHHiIN kopoOLi JimiTen HaiMeHyBaHHs1 Ta/abo agpecy 3asiBHUKa
(BnacHuka peecTpauinHoro noceig4eHHs). 3MiHa
agpecu 3asiBHUKA.
57. | BPOHXO- kancynu no 3,5 mr; OM dapma LLisenuapis OM dapma CA LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/18520/01/01
BAKCOM no 10 kancyn y CA 3MmiHu | TUNY - 3miHn wopo peuenmom
aoiTn 6nictepi; no 1 abo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
no 3 6nictepu B 3miHa yacToTu Ta/abo TepmiHiB nogaHHA
KapTOHHIN kopobLi perynsipHo OHOBIIOBAHMX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB.3MiHM y AaTax nogaHHs
perynsipHO OHOBIOBAHOIO 3BiTy 3 6e3neku.
[itoya pepakuis: Yactota nogaHHs perynsipHo
OHOBMOBaHOTO 3BiTYy 3 6e3neku 5 pokis. KiHueBa
pata ans BkntoYeHHs aaHux go PO36 -
05.10.2026 p. Oata nogaHHsa — 03.01.2027 p.
[MponoHoBaHa pepakuis: YactoTa nogaHHs
perynsipHo OHOBIOBAHOIO 3BiTy 3 6e3neku 5
pokiB. KiHLeBa fata ons BKIYEHHA AaHUX 0
POSB - 31.03.2026 p. ata nogaHHs -
29.06.2026 p. PekomeHgoBaHo go
3aTBEpKEHHSI BIANOBIAHO 40 NEPIOANYHOCTI
NnofaHHs peryrnsipHo OHOBIHOBAHUX 3BITIB 3
6e3neku nikapcbkmx 3acobis y €C.
58. | BPOHXO- Kancynu no 7 mr; no OM dapma LLiBenuapis OM dapma CA LLisenuapis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/18521/01/01
BAKCOM 10 kancyn y CA 3MmiHu | TUNY - 3miHK Wwopo peuenmom
aorPocrni 6nictepi; mo 1 abo 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.

no 3 6nictepu B
KapTOHHI kopobui

3miHa yacToTu Ta/abo TepMmiHiB NogaHHA
perynsipHo OHOBIOBaHMX 3BiTIB 3 6e3neku
nikapcbkux 3acobiB. 3MiHM y AaTax NoAaHHS
perynsipHoO OHOBIOBAHOIO 3BiTy 3 6e3neku.
[itoya pepakuis: YactoTta nogaHHs perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3nekn 5 pokis. KiHueBa
AaTa ans BkroveHHsa aaHux go PO3B6 -
05.10.2026 p. Oata nogaHHsa — 03.01.2027 p.
MponoHoBaHa pepakuia: Yactota nogaHHs
perynsipHo OHOBIIOBaHOTO 3BiTy 3 6e3nekn 5
pokiB. KiHUeBa gaTa Ans BKAYEeHHA AaHUX 0
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
PO3b - 31.03.2026 p. [lata nogaHHs -
29.06.2026 p. PekomeHgoBaHo ao
3aTBepAKEHHS BiONOBIAHO 4O NEPIOANYHOCTI
NoAaHHs perynsipHo OHOBITHOBAHUX 3BITIB 3
6e3nekwu nikapcbkux 3acobis y €C.
59. | BYCTPUKC cycneHsis gns makcoCwmit Benwka dopmyBaHHS, PdpaHuis/ BHECEHHS 3MiH O peecTpaUiiHMX maTepianis: 3a UA/14955/01/01
KOMBIHOBA iH'ekuin, 0,5 KnanH BpuTaHis HanoBHEHHS B Benbrisi/ 3MmiHn | Trny - 3miHm 3 sikocTi. A®I. KoHTponb peuenmom
HA mn/go3sy; no 1 gosi'y Ekcnopt nonepeaHLo HimeyunHa A®I. 3miHa y napameTpax cneumdikauini Ta/abo
BAKLUMHA nonepegHL0 Nimiten HamnoBHEeHiI Wnpuuj, [ONyCTUMMX MEX, BU3HAYEHWX Y cneumndikauiax
onsd HanoBHEHOMY MapKyBaHHs Ta Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
MPO®INAKT Lwnpuui; no 1 nakyBaHHs, npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
UKHn nonepegHL0 KOHTPOIb SKOCTi: npoueci BupobHuuTea AD| (3BYKEHHS
OUDTEPII, HanoBHEHOMY makcoCmiTKnsanH OOMYyCTUMMUX MEX, BUHAUYEHUX y crnieumdikaLii).
NMPABLA, LUNPULY Y KOMMMEKTi Bionopgxikans, 3BYXEHHS KpUTEPIiB MPUNHATHOCTI Y
KALUJTIOKY 3 ABOMa rofikamu B dpaHuis; cneundikauii B npoueci BUpobHuuTBa ANs
(AUENONAP nnacTUKOBOMY HanoBHeHHs B nokasHuka bioHaBaHTaXXeHHs1 nepeq eTanom
HUN KOHTeViHepi; no 1 nonepeaHLo CTepunbHOi dinbTpaii Npy BUPOBHULTBI
KOMMOHEHT | koHTelHepy y HamnoBHEHI LWnpuuj, HaniBNpoayKTiB akTUBHMX CyOCTaHLin-
) KapTOHHiIN kopooLi MapKyBaHHs Ta OMTEPIVHWMI aHaTOKCWH Ta NpaBLEeBui
(AACOPBOB nakyBaHHs, aHaToKCWH Ans BupobHuka "GlaxoSmithKline
AHA, 3I KOHTPOSb SIKOCTi: Biologicals Kft", Godollo, YropiymHa. 3miHm |
3MEHLLUEHU "makcoCmiTKnsanH Trny - 3MiHm 3 sikocTi. A®Il. KoHTponb AdL. 3miHa
M BMICTOM Bionogxikans C.A., y napameTpax cneumdikauin Ta/abo gonycTummx
AHTUIEHIB) Benbris; MeX, BU3HaYEHWX Yy cneumndikadisx Ha A®l, abo
HanoBHeHHs B BUXiOAHUA/MPOMIXXHWI NpOJYKT/peareHT, Lo
nonepeaHL0 BVIKOPVCTOBYIOTbCSH Y npoLeci BupobHuutea API

HaMoBHEHI Wnpuui:
CwmiTKnsiiH Bivem
®apma 'M6X yHA
Ko. KT, HimeuyunHa;
KoHTponb sikocTi,
BUNYCK cepii:
"makcoCmiTKnsH
Bionoaxikans C.A.,
Benbris

(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigNOBIAHUM METOAOM BUNPOBYBaHHS).
[opaBaHHA HOBOro NnapameTpa Bmict
€HOOTOKCUHIB y cneuudikaito Ans
HaniBNpoAyKTiB aKTUBHWUX CyOCTaHLin
AndTepiiHin aHaTokeuH (DT) Ta npasueBun
aHaTokcuH (TT) 3 BigNoOBiAHMM METOAOM
koHTpornito (Ph. Eur. 2.6.14-meToa D kiHeTUYHMI
XPOMOreHHUI MeToA) Ans BUPOOHWKa
"GlaxoSmithKline Biologicals Kft", Godollo,
YropwuHa. 3MiHn | Tuny - 3MiHu 3 sikocTi. ADL.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JonycTUMUX MEX,
BMU3HaYeHuX y cneuudikauisix Ha Adl, abo
BUXIOHWA/NPOMDKHWUIA NPOOYKT/peareHT, LWo
BMKOPUCTOBYOTLCS Y npoLeci BupobHuutea AdI
(BUNYYEHHS1 HE3HAYHOIO MOKa3HMKa SIKOCTI
(Hanpvknag BUMyYeHHs 3acTapinoro
nokasHuka)). BunyyeHHsi HeaHa4yHOro nokasHuka
SIKOCTi, a came- BmicT cynbdaTy meTogom
ioHooBMiHHOT XxpomaTorpadii i3 cneumdikauin
0Nt HaniBNPOAYKTIB akKTUBHMX CybCTaHLin
andTepiriHuin aHaTokeuH (DT) Ta npaBueBui
aHaTtokcuH (TT) gns BUpobHuKa
"GlaxoSmithKline Biologicals Kft", Godollo,
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK
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3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

YropwwHa. 3miHn | Tuny - 3miHn 3 sikocTi. ADI.
Bupo6HuuTBo. 3MiHM BUNpobyBaHb abo
[OMYyCTUMUX MeX Yy npoueci BUpobHuutea Ad,
LLIO BCTAHOBIEHI y crneumdikaLisax (Buny4eHHs
HeCyTTeBOro BUNPobyBaHHs1). BunyyeHHs
HeCyTTEBOro BMMPObyBaHHS y npoueci
BUPOBHMLTBA aKTUBHOI cyGCTaHLii, a came
BUITyYeHHs1 BUNpoOyBaHb Ha 3aranbHuii BMICT
a30Ty Ta aHaTOKCKHY, L0 NPOBOAATLCA Ha eTani
nicna po3yYnMHeHHst ocagy nepeg
ynbTpaginbTpadieto nig 4ac BMpobHULUTBa
NPOMIXXHOrO NPOAYKTY Ait0YOi pe4OBMHN
ONTEPIiHNIA aHAaTOKCUH Ansi BUPOOHMKa
"GlaxoSmithKline Biologicals Kft", Godollo,
YropwwmHa. 3miHn | Tuny - 3MiHM 3 SIKOCTi.
[oToBMI Nikapcbkuii 3aci6. 3miHn y
BMPOBHMLTBI. 3MiHM y NpoLeci BUPOGHMLTBa
roTOBOrO flikapCbKoro 3acoby, BKtoya4m
NPOMDKXHWIA NMPOAYKT, O 3aCTOCOBYETLCA NpU
BMPOBHMLTBI rOTOBOrO NiKapCcbKoro 3acoby (iHLwui
3MiHM). 3MiHM B NEPBUHHIN ynakoBLUi
KOHTEMNHEPIB, sIKi BUKOPUCTOBYIOTLCA B NPOLIECI
BMPOBHMLTBA KiHLEBOIrO NPOMIKHOTO MPOAYKTY
ans BupobHuka "GlaxoSmithKline Biologicals",
Saint-Amand-Les-Eaux, ®paHuisi. 3mim | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuin 3aci6. 3MiHKn
y BUpOGHMLTBI. 3MiHM y npoueci BUpoGHMLTBA
roTOBOrO flikapCbKoro 3acoby, BKoya4m
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS NpU
BUPOGHMLTBI rOTOBOrO Nikapcbkoro 3acoby (iHLwi
3MiHM). 3MiHa TepMiHy NpMAATHOCTI NPOMIXXHOIO
npoaykTy avdpTepinHo-npasLeBuni
apcopboBaHuii koH'toraT/koHueHTpaT (DTcc) 3
36 micsuiB Ha 24 micsui onst BUpobHuka
"GlaxoSmithKline Biologicals", Saint-Amand-
Les-Eaux, ®paHuig. 3minn | Tuny - 3miHm 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nnikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkrtoyaroum 3amiHy abo JONoBHEHHS)). 3MiHa
meToay BunpobyBaHHs Ha CTepunbHICTb ANd
KiHLEeBOro npomikHoro npogykty DTcc, 3 meToay
iHOKynAuii Ha MeToa MembpaHHoi dhinbTpavii
ans BupobHuka "GlaxoSmithKline Biologicals",
Saint-Amand-Les-Eaux, ®paHuisi. 3minu | Tuny -
3MiHM 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTpOmb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX FOTOBOIO NiKapCbKoro 3acoby (BUy4YeHHs
He3Ha4yHoro NokasHuka (Hanpuknag 3acTapinoro
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nokasHuKka, Takoro sik 3anax Ta cmak, abo
ineHTudikauis 6apBHUKIB YN CMaKOBUX
no6aBok)). Buny4yeHHs nokasHuka Bmict
€HOOTOKCUHY renb-Tpomb MeTogom Anst
KiHLEBOro MPOMDKHOIO NPOAyKTY AN TEpPIiHO-
npasueBuii agcopboBaHuii KoHUeHTpaT (DTcc)
ans BupobHuka "GlaxoSmithKline Biologicals”,
Saint-Amand-Les-Eaux, ®paHuis. 3miun | Tuny -
3MiHn 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BUPOBHMKA BUXIOHOTO/MPOMIDKHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpoGHMYoMy npoueci A®I, abo 3miHa
BMpoGHMKa (BKMoYatoum, e HeobxigHo, micue
npoBefeHHs KOHTpornto skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeiickKii hapmakonei y 3aTBepaKeHoMy
[oCbe)(HOBa AinbHUUS Ans 36epiraHHsA
[onoBHoro 6aHky kniTuH Ta/abo Po6ounx GaHkis
KNiTUH). 3aMiHa BUPOBHUYOI AinbHWLI 4ns
36epiraHHs [onosHoOro 6aHKy KNiTMH Ta
Po6o4yoro 6aHKy knituH gudptepii Ta npasus 3
"GSK Vaccines GmbH", Marburg, Hime4yunHa Ha
"GlaxoSmithKline Biologicals Kft", Godollo,
YropwuHa. 3MiHu |l Tuny - 3MiHn 3 sikocTi. ADL.
Bupo6HuuTBO. 3MiHa BUpOoGHUKa
BMXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BMKOPWUCTOBYIOTBCS Y BUPOGHMYOMY npoLeci
A®I, abo 3miHa BUpoOHuMKa (BKNtoYaroun, ae
HeobXxigHO, MicLie MPOBEAEHHSI KOHTPOITO AKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbke)(3miHa B ADI 6ionoriyHOro NoxXoaKeHHst
abo BuxigHOMy maTepiani/peareHTi/npoMixxHOMyY
NpoAyKTi, O BUKOPUCTOBYHOTLCS ANS
BMPOBHMLUTBA 6ioNOriYHOro/iMyHOmMoriYHOro
nikapcbkoro 3acoby ). [lonaBaHHsa BUpOOHWMKa-
"GlaxoSmithKline Biologicals Kft", Godollo,
YropLumHa, sk anbTepHaTUBHOrO BUPOGHMKa,
BiZNoBigansHoOro 3a BMpobHMUTBO Ta
NpoBEeEHHS KOHTPOIKO SIKOCTi MpY BUMYCKY AN
aKTUBHMX cybCTaHLi ANdTEPINHUI aHaTOKCKH
(DT) Ta npaBueBuin aHaTokcuH (TT). 3miHum |1
Tuny - 3MiHn 3 sikocTi. A®l. Cuctema
KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa y
6es3nocepepHivi ynakoLi AP (akicHi Ta/abo
KiNbKICHI 3MiHW cknagy Ansi CTepUnbHUX Ta
He3aMopoxeHnx AdI
6ionoriYHoro/iMyHOMNOr4YHOrO NMOXOAXEHHS).
3MiHa B NepBUHHIIN ynakoBLi Ailounx
PEYOBUH/MPOMIXKHMX NPOAYKTIB AN TEPIAHOrO
aHaTokcuHy (DT) Ta npaBLEBOro aHaTOKCUHY
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(TT), BupobneHumx Ha ginbHuui "GlaxoSmithKline
Biologicals Kft", Godollo, YropiuHa. 3miHum |l
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb AdL. 3miHa
y MmeTogax sunpobysaHHs AP| abo BMXigHOro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuuTea Ad|
(cyTTeBa 3miHa y
6ionoriyHoMy/iMyHomnoriYHoMy/iMyHOXIMIYHOMY
meTogi BunpobyBaHHs abo meTtogi, y Sskomy
BUKOPUCTOBYETLCA BiONOriYHMIA peareHT ansi
6ionoriyHoro A®I, abo oro 3amiHa). 3miHa
meToay BunpobyBaHHs BioHaBaHTaXeHHs B
npoveci BUpobHMUTBa Ansi HAaniBNPOAYKTIB
aKTUBHMX cybCTaHLi ANdTEPINHUI aHaTOKCKH
(DT) Ta npaBueBuin aHaTokcuH (TT) 3 meToay
BUCIBaHHS Ha YalLKn Ha MeTon MeMbpaHHoi
dinbTpauii 4na BUpobHMYOT AinbHUL
"GlaxoSmithKline Biologicals Kft", Godollo,
YropwwmHa. 3miHn Il Tuny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHN y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS [,OAAaTKOBOI
AinbHWUI BUpobHULTBa AN YacTuHu abo BCbOro
BUPOBHMYOro NpoLiecy rotToBOro fikapcbKoro
3acoby (ainbHWLSA, Ha Sk NpoBoAATbLCS By ab-
SIKi BUPOGHMYI CcTagii, 338 BUHATKOM BUMYCKY
cepil, NPOBEAEHHSA KOHTPOIO SKOCTi Ta
BTOPWHHOIO MaKyBaHHS, Ars nikapcbkux 3acobis
Gionori4Horo/iMyHONOri4HOro NoxoaeHHs abo
nikapcbknx hopM KOMMIIEKCHOro (CKNnagHoro)
BMpOGHMYoro npouecy). logaBaHHs
"GlaxoSmithKline Biologicals", Saint-Amand-
Les-Eaux, ®paHuis, Sk anbTepHaTUBHOrO
BMPOGHKKa, BignoBiaanbHOro 3a BUpobHULITBO
Ta KOHTPOIb SKOCTi MpY BUMNYCKY Ans KiHLEBOro
NPOMiXKHOro NPoAyKTy agcopboBaHnin
AndTepiiHo-npasLeBuit koH'toraT (DTcc), gk
HacnigoK 3MEHLLYETLCS PO3MIp cepil KiHLEeBOro
NPOMIXKHOIrO MPOAYKTY ANdTEPIiHO-NpaBLEBUIA
apcopboBaHui koH'torat (DTcc), BurotosneHoro
Ha ainbHUUi "GlaxoSmithKline Biologicals",
Saint-Amand-Les-Eaux, ®paHuis, i3 750 n Ha
500 n.

60.

BABICMO

PO34MH ANs iH eKLiN,
120 mr/mn; no 0,24
mn (28,8 mr) y
dnakoHi; pasoBa
fo3a 0,05 mn (6 mr),
no 1 pnakoHy y
KOMNIIEKTi 3 rofKoto
3 hinbTpOM,

yNakoBaHOW B

TOB "Powu
YkpaiHa"

YkpaiHa

Bupo6HuuTBO
nikapcbkoro 3acoby
(BKnrOYa4m
HanoBHEeHHs/NepBuH
He naKyBaHHs),
BUNpPoOYBaHHS
KOHTPOIO B NPOLECi
BUPOOHMLTBA,
BMNpPoByBaHHS

LLisenuapis

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3minHn Il TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BHeceHHs1 abo 3miHa(1) go 3060B'A3aHb Ta yMOB
BuAaui peectpauiiHoro NocBigvYeHHs,
BKItoyatoum MnaH ynpasniHHS pusnkamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaratTb(€)
noAanbLUIoro obrpyHTyBaHHA HOBUMMN
[04aTKOBMM AaHWMW, L0 MaloTb HagaBaTucs

Ymoeu Peknam Homep
aionycky yeaHHs1 | peecmpayiliHo20
noceid4yeHHs1
3a UA/20151/01/01
peuenmom
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GnicTep y kKapTOHHI KOHTPOIHO SIKOCTI KOMMETEHTHNM OpraHoM, OCKiflbKM BUMaraeTbCs
KopobuLi npv BUNYCKy Ta CyTTeBa OLiHKa KOMMETEHTHUM OpraHoMm)
cTabinbHOCTI, KpiM 3asiBHUKOM HagaHo oHoBneHui MNnaH
MiKpOCKOMIYHOro ynpaBriHHs pu3nkamu Bepcist 7.1.
MeToAy BU3HAYEHHS 3MiHM BHECEHO [0 YacTuH: | «3aranbHa
4yacTok, 36epiraHHs iHdbopmaisi», Il «Cneundikauis 3 6eanekmy, VII
nikapcbkoro 3acooy, «[dogaTkny y 3B’A3Ky 3 OHOBMNEHHSIM iHChopMalLii
BTOPUHHE LLIOAO PEXUMY [O3YBaHHS Ta YTOYHEHO
nakyBaHHs, BUNYyCK iHbopmalLlito, Lo CTOCYETbCS MonepeaHbo
roToBOro HanoBHEHMX LUMPULB.
nikapcbkoro 3acoby: Pestome nnaHny ynpasniHHS pu3vkamu Bepcisa 7.1
. XodbdmaHH-I15 [opaeTbes.
Pow NTa,
LLiBeviuapis;
BunpobyBaHHs
KOHTPOIMHO SIKOCTI
npu BUMYCKy Ta
cTabinbHOCTI Tinbkx
Ons MiKpocKoniYHoro
MeToAy BU3Ha4YeHHS
yactok: Congiac AT,
LLisenuapis
61. | BASENIHOBE | macno; no 25 mny MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nionszae UA/6520/02/01
MACHO dnakoHax CKNSHUX, dapmauesT dapmaueBTM4Ha 3miHu | Tvny - 3miHu 3 sikocTi. MoToBUIA peuenma
YKYMOpeHnx U4Ha pabpuka "Biona" nikapcbkuii 3aci6. Cuctema
npobkamu Ta habpvka KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa y
Kpuwkamu abo "Biona" NEePBUHHIN yNakoBLji FOTOBOrO NikapCbKoro

Kpuwikamu; no 30 mn
abo no 40 mn, abo
no 50 mn, abo no
100 mn y cpnakoHax
CKNSHUX,
YKyMOpPEeHMX
npobkamu Ta
Kpuwkamu abo
npobkamu-
KpanenbHUUAMU Ta
KpWLLKaMK, B nayui
abo 6e3 nauyku;

no 30 mn a6o no 40
mn, abo no 50 mny
dnakoHax
noniMepHuXx,
YKyMOPEHUX
npobkamu-
KpanenbHUUAMU Ta
KpWLLKaMK, B nayui
abo 6e3 nayku;

no 40 mn a6o no 50
mr, abo no 100 mny
donakoHax

3acoby (Tvun koHTelHepa abo goAaBaHHS HOBOTO
KOHTeNHepa) - TBepai, M’'siki Ta HECTEPUIbHI pigkKi
nikapcbKi popmu - BBEAEHHS OAaTKOBUX
ynakoBoK, 6e3 3MiH1 NepBUHHOIO NaKyBanbHOro
matepiany. 3MiHM BHeCEHO y po3ainu
"YnakoBka" Ta "Cknag" B iHCTpyKLUito Ans
MeAMYHOro 3acTOoCyBaHHS Nikapcbkoro 3acoby y
3B'A3Ky 3 JOAABAHHSAM HOBUX TUMIB KOHTENHEPIB
Ta SIK HACMiAoK - 3aTBEPMKEHHS TEKCTY
MapKyBaHHSA A5 UMX KOHTENHepIB.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepOKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuin 3acib. Cuctema
KOHTEMHep/3akynoptoBanbHuii 3aci6. 3miHa
PO3Mipy ynakoBKM rOTOBOrO MikapCbKoro 3acoby
(3miHa macu/o6'eMy BMICTy KOHTeNHepa
6araTogo30BOro nikapcbkoro 3acoby ans
HenapeHTepanbHOro 3actocyBaHHs (abo
04HO030BOr0, YaCTKOBOrO BUKOPUCTAHHS)) -
[oaaBaHHs [0 3aTBEPIXKEHNX (DOPM BUMYCKY
[opaTtkoBMx po3mipis (06'eMiB) nakyBaHHS, a
came no 30 mn, 40 mn, 100 mn y donakoHax
CKMSAHKX, YKyMOpeHnX npobkamu Ta KpuLkamm
abo npobkaMu-kpanenbHULSAMW Ta KpULLKaMu, B
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noniMepHumXx, nadui abo 6e3 nayku; no 50 mn y crnakoHax
YKYMOPEHMX CKMSIHUX, YKYMOPEHMX npobkamu-
KpULIKaMu, B nayui KpanenbHULSIMU Ta KpuLLKamu, B nadui abo 6e3
abo 6e3 nayku nayku; no 30 mn, 40 mn, 50 mn 'y cbnakoHax
noniMmepHux (nonietuneHTepedranar),
YKYNopeHux npobkaMu-kpanenbHULsaMy Ta
KpuLKkamu, B nayui abo 6e3 nayku; no 40 mn,
100 mn y cbnakoHax nomniMepHmx
(nonieTuneHTepedTanar), yKynopeHux
Kpuwkamu, B nayui abo 6e3 nayku. MNepBUHHNIA
nakyBanbHU/ maTtepian He 3miHMBCS. Ak
Hacnigok BHECEHHS BignoBigHux fo p. «Ckrnag»
Ta n. «O6’eM BMICTy ynakoBku» Ta p.
«YnakoBka» MKA J13. 3miHy BHeceHo y po3ainu
"YnakoBka" Ta "Cknag" B iHCTpyKLUito Ans
MELMYHOro 3aCTOCYBaHHS y 3B'A3KY 3
BBEAEHHAM J0AaTKOBMX po3MmipiB (06'emiB)
yNaKoBOK Ta SIK HACnigoK - 3aTBEPAXXEHHS TEKCTY
MapKyBaHHs1 Ans 404ATKOBMX PO3MipiB YNakoBOK
nikapcbkoro 3acoby. BeeaeHHst 3MiH MpoTArom
6-T1 micauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn). OHOBNEHO TeKkCT
MapKyBaHHSA BTOPUHHOI YNaKOBKW fikapCbKoro
3acoby, a came BuUIyYeHo iHopmallito,
3a3HaveHy pOCIACbKO MOBOIO, Ta BHECEHO
3MiHM y n. 17. IHWE TekcTy mapkyBaHHSA
NepBUHHOI Ta BTOPUHHOI YNaKOBKW fikapCbKoro
3acoby. OHOBNEHO TEKCT MapKyBaHHSA BTOPUHHOI
yNaKoBKU fikapcbKkoro 3acoby, a came BUIy4eHO
iHdbopMaUito, 3a3HavYeHy poCiiCbKO MOBOIO, Ta
BHECeHO 3MiHn y n. 17. IHWE TekcTy
MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI YNaKoBKK
nikapcbkoro 3acoby. BBegeHHst 3MiH MpOTArom
6-TK MicAUiB nicns 3aTBEpAXKEHHS.

62. | BAKCIFPUN® | cycneHsis ons CaHodi PpaHuis NMOBHUIA LINKN PpaHuis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/16141/01/01
TETPA/ iH’ekuin; no 0,5 mny Mactep BUPOGHMLTBA, YropwuHa 3minu Il TUny - 3miHu 3 skocTi. ADI. peuenmom | nidnsizae
VAXIGRIP nonepeaHL0 3aroBHEHHS, BupobHuLTBO. 3MiHN B aKTUBHI Pe4OBUHI
TETRA 3anoBHEHOMY nepBrHHe Ta Ce30HHUX, NepeanaHaemMiyHux abo naHaeMivHmUX
cnnit- wnpwui; no 1 BTOPUHHE BaKLUMH NpOTK Bipycy rpuny noauHu (3aMiHa
BAKLUMHA nonepeaHL0 nakyBaHH4, wTamy(iB) y Ce30HHUX, NepegnaHaemiyHux abo
anAa 3anoBHEHOMY KOHTPOIb SIKOCTI, naHAeMiYHMX BaKuMHax NpoTu Bipycy rpuny
MPO®INAKT wnpuuy 3 BUMYCK cepii: noauHn) 3amiHa WwramiB Bipycy rpuny y BakUMHI
UK TPUNy NPUVKpPINIeHo CaHodpi Macrep, npoTH BipycCy rpvny NOAMHA Bi4NOBIAHO 4O
YOTUPBbOXB | ronkot y KapTOHHIK PpaHuis; LopiyHMx pekomeHaauin BOOS wopno
AJIEHTHA, kopobui 3 LUTaMOBOrO CKNaay BakuWH A5 NPOodinakTuku
IHAKTUBOBA | mMapkyBaHHSAM BTOPUHHE rpuny. 3MiHM BHECEHO B iHCTPYKLitO Ansi
HA YKPaiHCbKO MOBOIO; naKyBaHHs, ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y

no0,5mny KOHTPOIb SIKOCTI, po3gin «Cknag» 3 BignoBiaHUMM 3MiHaMK y
nonepegHLo BUMYCK Cepii: TEKCTi MapKyBaHHS yNaKkoBOK JlikapCbKoro
3anoBHEHOMY CaHodi Nactep, 3acoby.
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wnpuui; no 1 PdpaHuis;
nonepeaHLo
3anoBHeHOMY 3anoBHEHHS,
wnpuvuy 6e3 ronkn y nepBuHHe Ta
KapTOHHiIN kopobui 3 BTOPUHHE
MapKyBaHHAM nakyBaHHS,
YKpPaiHCbKOK MOBOIO; KOHTPOMb AKOCTI:
no 0,5mny CAHO®I BIHTPOI
nonepegHLo IHOACTPIA,
3anoBHeHOMY PpaHuis;
winpwui; no 1
nonepeaHLo BTOPVHHE
3anoBHeHOMY nakyBaHHs, BUMYCK
wnpuuy 3 cepil:
NPUKPINIEeHO CaHodi-ABeHTiC
rOSIKOK Y KAPTOHHIN 3pT., YropwumHa
Kopobuii 3
MapKyBaHHAM
iHO3EeMHOK MOBOIO 3i
CTUKEPOM
YKpaiHCbKOK MOBOIO;
no0,5mny
nonepeaHLo
3anoBHeHOMY
Lwnpwui; no 1
nonepeaHLO
3anoBHeHOMY
wnpuvuy 6e3 ronku y
KapTOHHiIn kopobui 3
MapKyBaHHAM
iHO3EeMHOK MOBOIO 3i
CTUKEPOM
YKpaiHCbKO MOBOKO
63. | BAKCIFPUN® | cycneHsis ons CaHodi PpaHuis NMOBHUIA LINKN PpaHuis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/16141/01/01
TETPA/ iH’ekuin; no 0,5 mny MacTep BUPOOHMLTBA, YropwuHa 3MinHn | Tuny - 3MiHM Wwopo peuenmom
VAXIGRIP nonepegHL0 3arnoBHEHHS, 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
TETRA 3anoBHEHOMY nepBrHHe Ta (iHWi 3MiHKM) 3MiHN BHECEHO Y TEKCT MapKyBaHHS!
cnniT- wnpuui; no 1 BTOPUHHE BTOpUHHOI N. 17. IHLWE ynakoBku nikapcbkoro
BAKLUUHA nonepegHL0 nakyBaHHS, 3acoby.
anda 3anoBHEHOMY KOHTPOIb SIKOCTI,
MPO®INAKT wnpuuy 3 BUNYCK cepii:
WUKU rPUny NPUKpPINneHo CaHodi MacTtep,
YOTUPBbOXB | ronkot y KapTOHHIK PpaHuis;
ANEHTHA, kopobuii 3 BTOPUHHE
IHAKTUBOBA | mapkyBaHHsIM nakyBaHHS,
HA YKpaiHCbKOI MOBOIO; KOHTPOIb SIKOCTI,
no 0,5mny BUNYCK cepii:
nonepegHL0 CaHodi MacTtep,
3anoBHEHOMY DdpaHuis;
wnpwi; no 1 3arnoBHEHHS,

nonepeaHLo

nepBUHHE Ta
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Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3anoBHeHOMY
winpuvuy 6e3 ronku y
KapTOHHiIN kopobLi 3
MapKyBaHHSIM
YKPaiHCbKOK MOBOIO;
no0,5mny
nonepegHL0
3aMnoBHEHOMY
wnpui; no 1
nonepegHL0
3aMnoBHEHOMY
wnpuudy 3
NPUKPINIEHO
TFOIKOIO Y KapTOHHIN
Kopobui 3
MapKyBaHHSIM
iHO3EMHOIO MOBOIO 3i
CTUKEPOM
YKpaiHCbKOK MOBOIO;
no0,5mny
nonepegHL0
3anoBHeEHOMY
wnpwui; no 1
nonepegHLo
3anoBHeHOMY
Lwnpuuy 6e3 ronku y
KapTOHHiIN kopobui 3
MapKyBaHHsIM
iHO3EMHOI0 MOBOIO 3i
CTUKEPOM
YKpaiHCbKO MOBOKO

BTOPWHHE
nakyBaHHs,
KOHTPOJSIb SIKOCTi:
CAHO®I BIHTPOIN
IHOACTPIA,
®paHuia
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii:
CaHodi-ABeHTiC
3pT., YropwmHa

64.

BANIAON-
NYBHUDAPM

TabneTku no 60 mr
no 6 abo 10
TabneTok y
onicrepax;

no 10 TabneTok y
6nicTepi; no 1 abo 5,
abo 10 G6nictepiB y
naJui 3 KapToHy

AT
"INy6Hundap
"

Ykpaina

AT "INy6Hndapm”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TUNY - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW).

OHOBNEHO TEKCT MapKyBaHHS yrnakoBK/
nikapcbkoro 3acoby (bnictep Ne6, Ne 10), a
came BUIy4YeHo iHdopMaLlito, 3a3HaveHy
POCiNCbLKO MOBOI. BBeaeHHs 3MiH NnpoTsirom 6-
TV MicsiLiB nicns 3aTBepOoXeHHS. 3MiHu | Tuny -
3MiHu 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
CucTtemMa koHTelnHep/3akynoptoBanbHUiA 3acib.
3MiHa po3Mipy ynakoBKW FOTOBOrO NikapCbKoro
3aco0y (3miHa KinbKOCTi OAMHMLL (Hanpuknag,
TabneTok, amnyn ToLo) B ynakoBLi:) - 3miHa y
[iana3oHi 3aTBepAXEHNX PO3MIPIB YNaKOBKN.
[opaBaHHa gopaTkoBoro Buay ynakosku — no 10
TabneTok y 6nictepi; no 5 GnictepiB y nayui 3
KapTOHY. 3MiHM BHeceHo B po3din "YnakoBka" B
iHCTPYKUIiO ANS MeAN4HOro 3acTOCyBaHHS
nikapcbkoro 3acoby y 3B'A3Ky 3 BBEAEHHAM

be3
peuenma

nionsieae

UA/4697/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[0[aTKOBOI YNaKoBKM Ta siK HACMifoK -
3aTBEpPMKEHHSA TEKCTY MapKyBaHHSA 40OATKOBOI
ynakoBKM Nikapcbkoro 3acoby. BeeaeHHst 3amiH
NpoTSArom 6-T1 MicsILiB NicNs 3aTBEPYKEHHS.
65. | BEHITAKCOP | tabnetku no 75 mr AT JlaTBist AT "I'piHgekc" JatBiga BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a UA/4406/01/01
® no 10 Tabnetok y "IpiHgekc" 3MinHun | Tuny - 3MiHKM Wwopo peuenmom
6nictepi; no 3 6e3nekn/eceKTMBHOCTI Ta hapmakoHarnsgy
6nictepu B nayui 3 (iHWi 3MiHK). OHOBREHHS TEKCTY MapKyBaHHS
KapToHY NepPBUHHOI Ta BTOPUHHOI YNAaKOBOK fikapCbKoro
3acoby, a came Buny4eHo iHdopmallito,
3a3HayveHy pOCIACbKO MOBOIO.
TepMmiH BBEAEHHS 3MiH - NpOTArom 6 micauis
nicnsi 3aTBepOXEHHS.
66. | BEHITAKCOP | tabnetku no 37,5 mr AT JlaTBist AT "I'piHgekc" JatBia BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a UA/4406/01/01
® no 10 TabneTtok y "IpiHaekc" 3MinHun | Tuny - 3MiHKM Wwopo peuenmom
6nictepi; no 3 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
6nictepu B nayui 3 (iHwWi 3MiHK). OHOBMEHHS TEKCTY MapKyBaHHS
KapTOHYy NepBMHHOI Ta BTOPMHHOI YNaKoBOK NiKapCbKOro
3acoby, a came Buny4eHo iHcopmallito,
3a3HaveHy pOCINCbKO MOBOIO.
TepMmiH BBEAEHHS 3MiH - NpOTArom 6 micauis
nicrs 3aTBEpAXEHHS.
67. | BIKC AKTUB cupon, 200 mr/15 MpokTep LLisenuapis MpokTep eHp Membn HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/13741/01/01
MEOEKCMNEK | mn; no 120 mn a6bo eHg embn MaHydekuypiHr 3minu | TUNY - 3miHun Wwopo peuenma
TO 180 mn y donakoHi; IHTEepHeLwwHN m6X 6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
no 1 cpnakoHy 3 OnepenLuHs BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
MipHUM KOBMa4KoM y CA npo cuctemy apmakoHarnsgy (BBegeHHs
Kopooui y3aranbHeHUX AaHuX Npo cucTemy
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, AKLWwo BoHa
BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-channa cuctemm
cbapmakoHarnsigy). 3mMiHa KOHTaKTHOT 0cobun
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsaj B
YkpaiHi
[iroua pepakuin: Derevianko Irina / epeBsHko
IpuHa.lMponoHoBaHa peaakuisi: Alina Vovchuk /
Bosuyk AniHa BonogumupisHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsaj B
YkpaiHi.
68. | BIKC AKTUB cnpewn HasanbHUu, MpokTep LLiBenuapis MpokTep eHp embn HimeyumHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes UA/10927/01/01
CUHEKC 0,5 mr/mn no 15 mn ena embn MaHydekuypiHr 3MmiHu | TUNY - 3miHKn Wwopo peuenma
y donakoHi 3 IHTEpHeLHN m6X 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
PO3NUIIOYUM OnepenLwHs BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX
npucTpoem; no 1 CA npo cuctemy cdapmakoHarnagy (BBegeHHs
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

hnakoHy y Kopobui

y3aranbHeHNX AaHux Npo cUcTemy
apmMakoHarnsagy, amiHa ynoBHoBaxeHoi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
thapMakoHarnagy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, AKLo BoHa
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pPO3MiLLeHHi MmacTep-daina cuctemm
dapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBiAanbHOI 3a dhapMakoHarnsag B
YkpaiHi. [itoya pegakuis: Derevianko Irina /
HepessHko IpuHa. MNMponoHoBaHa peakuis: Alina
Vovchuk / Bosuyk AniHa BonogumupisHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocotu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsag B
YKpaiHi.

69.

BITAMPOCT

nioginizat gns
pO34MHy aAns
iH'ekUin; 5 donakoHis
3 niocpinizatom y
6nictepi; no 2
Gnictepu y navui 3
KapTOHY;

TOB «®3
«CTAOA»

Ykpaina

TOB «®3 «CTAOA»

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minu | Tvny - AgMiHiCTpaTMBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHVKa
(BnacHuka peecTpauiiHoro nocBig4yeHHst). 3MiHu
BHECEHO B KOPOTKY XapaKTepUCTUKY NiKapCbKoro
3acoby y po3ain "BnacHuk peectpaLiiHoro
noceigyeHHs". TepMiH BBe4EHHS 3MiH MPOTAroM
6 micAuiB nicnsa 3aTBepakeHHs. 3MiHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS!
Ta/abo agpecu MicLsl NPOBafXXEHHSs! QisNbHOCTI
BMPOBHVKa/iMnopTepa roToBOro Nikapcbkoro
3acoby, BKMoYa4m AinbHuUL BUnycky cepii abo
MicLie NPOBEAEHHS KOHTPOIO SKOCTI.
(misnbHiCTb, 3a AKky BignoBinae
BMPOGHMWK/iMNoOpTEp, BKIOYaKUM BUMYCK CEpilA).
3MiHa HaliMeHyBaHHsi BUPOOHWMKa roTOBOro
nikapcbkoro 3acoby. BupobHuya ginbHuuA Ta BCi
BMPOGHMYI onepaldlii 3anvwwaTbCs HE3MIHHUMMU.
3MiHM BHECEHO B iHCTPYKLIitO ANt MEAUYHOTO
3acToCcyBaHHS NikapCcbKoro 3acoby y po3ain
"Brupo6HKK" 3 BiANOBIgAHMMU 3MiHaMW B TEKCTI
MapKyBaHHS YNakoBOK. TepMiH BBe4EHHS 3MiH
NpoTArom 6 MicsILiB Micnsi 3aTBEPKEHHS.
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHUX
npo cuctemy dapmakoHarnsay (BBefeHHs
y3aranbHeHWX faHnx nNpo cucTemy
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobu 3
hapMakoHarnagy 3asBHUKa ANs 34iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLo BoHa

3a
peuenmom

He
nidnsieae

UA/2988/01/01




40 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pPO3MiLLeHHi MmacTep-daina cuctemm
dapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOI 0CO6U 3asiBHYMKA,
BignoBigansHoi 3a chapmakoHarnsag. 3miHa
HOMepa MacTep-anna cuctemm
dapmakoHarnagy. 3mMiiu | Tuny - 3miHu wogno
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEHO y TEKCT
MapKyBaHHS BTOPUHHOI (M. 11, 17) ynakoBku
nikapcbkoro 3acoby.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauiB nicns
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3miHn y
BMPOBHMLTBI. 3MiHM y NpoLeci BUPOGHMLTBa
roTOBOrO flikapCbKoro 3acoby, BKtoya4m
NPOMDKXHWIA NMPOAYKT, O 3aCTOCOBYETLCA NpU
BUPOBHMLTBI rOTOBOIO NiKapcbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpOGHMLTBA).
BunyyeHHs KOHTPOMNO NPOMIKHOI NpoAyKLUii nig,
yac BMPOOHULITBA PYTUHHMX Cepii Mpenapary 3a
nokasHukamu: Onuc, pH, KinbkicHe BU3HaYEHHS.
70. | BOPUTAB®- TabneTku, BKpUTI OPIrAHOCU OAE EBepTomxkeH laiid IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/10647/01/01
200 NniBKOBOIO H CaeHcus JlimiTeq 3MinHn | Tuny - 3MiHM Wwopo peuenmom
obornoHkoto, no 200 NAADCAEH 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mr; no 10 TabneTok CUN3 (Ed® (iHWi 3MiHWM) BHECEHO 3MiHM Y TEKCT MapKyBaHHS!
y BnicTepi; no 1 3ETI) nepBuHHOI (M. 6) Ta BTOpMHHOI (n. 3, 17)
Gnictepy y ynakoBKM nikapcbkoro 3acoby. TepmiH BBeAEHHSI
KapTOHHiIN kopobui 3MiH NpoTArom 6 MicsUiB Nicns 3aTBEpPAKEHHS.
71. | BOPUTAB®- TabneTkn, BKpUTI OPrAHOCU OAE EBepTompkeH Jland IHAisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/10647/01/02
50 nniBKOBOK H CaeHcus Nimiten 3miHu | TUNY - 3miHun Wwopo peuenmom
obornoHkoto, no 50 NAADCAEH 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mr; no 10 TabneTok CU3 (ED (iHWi 3MiHWM) BHECEHO 3MiHM Y TEKCT MapKyBaHHS
y 6nicTtepi; no 1 3ET ) nepBuHHOI (N. 6) Ta BTOpUHHOI (N. 3, 17)
Gnictepy y ynakoBKM nikapcbkoro 3acoby. TepmiH BBeAEHHSI
KapTOHHiIN kopobui 3MiH MPOTHAroM 6 MicsLiB nicns 3aTBEPAXKEHHS.
72. | BOPMIN CycCrneHsist oparnbHa, Mini Benwuka [pakype IHais BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis: 3a UA/6434/01/01
200 wmr/5 mn, no 10 Xenckepe Bputanis dapmachbtoTikanc 3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA peuyenmom
My donakoHi; no 1 TimiTen nTa nikapcbkuii 3aci6. KoHTpornb rotoBoro
dnakoHy B nikapcbkoro 3acoby. 3MiHa y meTofax
KapTOHHiI kopooLi BUNPOOYBaHHSA rOTOBOTO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BMNPOOYBaHHS) - BHECEHHS HE3HAYHWUX 3MiH O
MeToay BunpobyBaHHs 113 3a nokasHnkom
«KinbkicHe BU3Ha4yeHHs anbbeHaasony», a came
YTOYHEHHS (POPMYNH KifbKiCHOrO BU3HAYEHHSI
Ail0YOT PeyoBUHU Y 3B’A3KY 3 pekoMeHAauissMm
YNOBHOBaXeHOi Nnabopatopil
73. | TEKCANI3 TabneTku Ans JlabopaTopii PpaHuis JlabopaTopii PpaHuia BHECEHHS 3MiH 4O peecTpauiHMX maTepianis: be3 UA/6005/01/01




41 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
PO3CMOKTYBaHHS; Mo Bywapa Bywapa Pekopgarti 3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT peuenma
10 TabneTok y Pekopgaari BignosigHocTi/lE-cepTudikaTt BignosigHoCTI

6nictepi; no 3
Gnictepu B
KapTOHHiN kopobui

€Bponeickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BiANoBigHOCTI abo BUny4eHHsi cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
HoBun cepTtudikaTt Big BXE 3aTBEPOKEHOrO
BMPOGHMKa - MogaHHs HOBOro cepTudikaTa
BignoBigHocTi €Bponewickkin dapmakonei (CEP
Ne RO-CEP 2018-263-Rev 01) (Ha 3amiHy ASMF
EP/AP/Version 4 CTD/2015-07-28) gnsa Adl
EHoKCOMnoH Big 3aTBEpMKEHOrO0 BUPOOHMKa
ALCHEM INTERNATIONAL LIMITED, India
(ctano: ALCHEM INTERNATIONAL PRIVATE
LIMITED, India). Takox OHOBMIOIOTLCS
crneumdgikauii BxigHoro koHTponto A®I Big
BUpobHmMka 13, ockinbkn y kBiTHI 2023 poky
©yno nepernsHyTo MoHorpadgito Ph. Eur. Ne
1511. He3HayHa 3miHa y Ha3Bi BUpobHMKa ADI
Ta AoaaBaHHs BUPOOHMKa MPOMIXKHOIO NpoayKTy
y BUpobHuUTBI ADI, 6e3 3miH y agpeci
BMPOGHMYOI AinbHuLi A®I, BUpobHU4OMY
npoteci abo siKoCTi Ailo4oi pe4OBUHN.
BHocATbCcA 3miHM 3a nokasHukoMm «Related
substances», Buny4aetbcsi nokasHuk «Heavy
metals», 3aMiHM 0o noka3Huka «Residual
solvents». 3aTBepaxeHo:
ASMF EP/AP/Version 4 CTD/2015-07-28
Bupo6Huk A®l EHokcomnoH
ALCHEM INTERNATIONAL LIMITED, India
Related substances
- Any Impurity < 0,7 %
- Total Impurities < 2.0 %
- Heavy metals < 20 ppm
Residual solvents
- Methanol < 3000 ppm
- Toluene < 890 ppm
- Trichloroethylene < 80 ppm
3anponoHoBaHo:
RO-CEP 2018-263-Rev 01
Bupo6Huk A®l EHokcomnoH
ALCHEM INTERNATIONAL PRIVATE LIMITED,
India
Site of Manufacture of Intermediates:
Lepro Herbals Private Limited
Village Jhattipur, G. T. Road,
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Ymoeu

Peknam

[TponoBkeHHs noaarka 3

Homep

Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢ghopma,

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

aionycky

yeaHHs

peecmpayiliHo2o
noceio4yeHHs1

3acoby

ynakoeka)

Panipat — 132 101, Haryana, India
Related substances
- Impurity A< 0,15 %
- Impurity B< 0,7 %
- Impurity C 0,15 %
- Each unspecified impurities < 0,10 %
- Total Impurities < 1.0 %
- Heavy metals (removed)
Residual solvents
- Methanol < 3000 ppm
- Chloroform < 60 ppm
BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:

6e3

UA/7900/01/01

74.

FEKCOCENT
®

cnpen [ns potoBoi
nopoxHuHu 0,2 %,
no 25 r y 6anoHi; no
1 6anoHy y nauui 3
KapToHY

AT "Ctoma"

Ykpaina

AT "CTtoma"

YkpaiHa

3MinHn | Tuny - 3MiHKM Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHN).

OHOBMNEHO TEKCT MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOI YNaKOBKM NikapCbKoro 3acoby,
30Kpema BuaaneHo iHgpopmadito, 3a3HavyeHy
POCINCBLKOK MOBOIO, Ta BUMYYEHO JOAATKOBUMN
TEKCT MapKyBaHHS YMaKOBKM i3 3a3HAYEHHSAM
TOProBoi Mapku auctpub'totopa. BeeaeHHst 3amiH
NpOTArom 6-Tu MicsLUiB Nicnsa 3aTBepAXeHHs
BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:

peuenma

3a

He

UA/5905/01/01

75.

FENO®Y3UNH

PO34uH ANS iHY3iN;
no 500 Mn po3ynHy
y dnakoHax; no 10
nakoHiB y
KapTOHHiI kopobuyj;
no 500 Mn po3unHy
y donakoHax

B. BpayH
Menb3yHreH
Al

Himeyuunna

B. BpayH Mepaukan
CA

LLiBeviLapis

3miHu | TUNY - 3miHun Wwopo
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHM y TepaneBTUYHMX NMOKa3aHHAX (BUMYYEeHHS
TepaneBTUYHOrO MokKa3aHHs1). 3MiH1 BHECEHO A0
IHCTPYKLUii Ans MeQMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby o posginy "lMNokaszaHHa"
(BpaneHHs nokasaHHs: Moctpa
HOPMOBOEMIYHA reMoaunioLLis) BignoBigHo 40
mMaTtepianis peecTpauiiHoro ocke. BBegeHHs
3MiH NpOTHArom 6-Tu MicsLiB nicns
3aTBepakeHHs. 3minu Il Tuny - 3miHn wWoao
6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHUN y KOPOTKili XapakTepucTuL NikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMNYHOrO 3aCTOCYBaHHS y 3B’3KY i3 HOBUMM
[OaHUMW 3 SIKOCTI, AOKMIHIMHUMW, KMiHIYHUMK
AaHUMKW Ta AaHuMK 3 hapmakoHarnsgy. 3miHm
BHECEHO [0 iHCTPYKLii AN MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"®apmakonorivHi BnactusocTi", "lNokasaHHsA"
(pepakuinHi npaskwn), "MpoTnnokasaHHs",
"Cnoci6 3acTocyBaHHs Ta 031" (BHECEHI

YTOUHEHHS1), "B3aemogis 3 iHW1MKU nikapcbkumMm

3acobamu Ta iHWi BUan B3aemopiin",

"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y

nepioa BariTHocTi abo rogyBaHHs rpyaato”
(BHECEHO AOLATKOBI 3aCTEPEXKEHHST),

peuenmom

"MepenosyBanHs", "MobiyHi peakuii”, "3aaTHicTb

nidnsieae
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMMMBATU Ha LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTPAHCMNOPTOM ab0 iHLWMMU MexaHi3amamu",
"HecyMicHicTb". BBeA€HHSI 3MiH NpPOTArom 6-Tu
MicauiB nicns saatBepakeHHs. 3miHm Il Tuny -
3MmiHu Wwopo 6e3nekn/ePekTMBHOCTI Ta
apmakoHarnsgy. 3mMiHu y TepaneBTUYHNX
nokasaHHsX (goAaBaHHS HOBOTO
TepaneBTUYHOIO NokasaHHs abo 3MiHa y
3aTBepOKeHOMY MokasaHHi). 3MiHM BHeCeHo A0
iHCTPYKLUIii 4N MEAMYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby o posginy "lMNokaszaHHa"
(3aTBEepmkeHo: MpodinakTuka i nikyBaHHs
BiAHOCHOT abo abcontoTHOT rinosonemii abo
woky. MNpodinakTuka apTepianbHOI rinoTeHsii (y
TOMY Yuchi Npu iHAYKLIT enigypanbHoi abo
cniHanbHoi aHecTesii). MNpoueaypw, Lo
BKJ1H04AIOTb EKCTPaKopropanbHuin KpoBoobir (y
TOMY YWCHi 3 BUKOPUCTaHHSIM anaparty «cepue
Ta nereHi»). BBegeHHs aMiH npoTsirom 6-tn
MicsILiB Micnsi 3aTBEPOXKEHHS.
3MinHn Il TMny - 3MiHKM Wwopo
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTPYKLIT ANS
MELMNYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby
0o posginy "®apmakonoriyHi BnactmBocTi"
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
3acTocyBaHHs nikapcbkoro 3acoby. BeegeHHs
3MiH NpOTHArom 6-Tu MicsLiB nicns
3aTBepAKeHHs. 3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
Buaadi peectpauiiHoro NocBigvYeHHs,
BkItoYatoum MnaH ynpaeniHHSA puankamm (iHLWi
3MiHW). 3asBHUKOM BBEAEHHO HOBMI NnaH
ynpaeniHHs pu3vkamu Bepcida 0.1. Pestome MYP
Bepcisi 0.1 gogaeTbes.

76.

FEMJIBPA®

PO34MH ANs iH eKuin
no 30 mr/1 mm; o 1
mn (30 mr) y
donakoHi; no 1
hbnakoHy B
KapTOHHIl kopobui

TOB «Pouu
YkpaiHa»

YkpaiHa

BMPOGHMLUTBO
Hepo3dhacoBaHoi
NPOoAYyKUii, NepBUHHE
nakyBaHHs1,
BMNPOOYBaHHs
KOHTPOIO AKOCTi:
Yyran dapma
ManydektypuHr Ko,
JlTa, Anowis;
CamcyHr
Biollogxuke Ko,
Jltn, Pecny6nika
Kopes;
BUNPOOYBaHHSA
KOHTPOIIO AKOCTI:

AnoHis/
Pecny6bnika
Kopesi/
Himeuumna/
LLisenuapis

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3minHn Il TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMAaui peectpauiiHoro NocBigvYeHHs,
BKItoyatoum MnaH ynpasniHHS pusnkamm
(3acTocyBaHHs 3MiH(1), siki(a) BUMaraTb(€)
noAanbLoro o6rpyHTyBaHHS HOBUMM
[04aTKOBUM A@HUMW, O MaloTb HaaaBaTmcs
KOMMETEHTHWM OpraHoM, OCKiflbK/ BUMaraeTbCs
CyTTEBA OLLIHKA KOMMETEHTHUM OpPraHoMm)
3asBHVKOM Ha/JaHO OHOBIEHWI NnaH
ynpaBriHHS pu3nkamu Bepcis 2.4.
3MiHn BHeceHi o YacTuH |l «Cneuudikauis 3
6e3nekny, lll «MnaH 3 dapmakoHarnagy», V

3a
peuernmom

UA/16914/01/01




44 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Yyran dapma «3axoau 3 MiHimizauii puaukiey, VI «Pestome
ManrydektypuHr Ko, nnaHy ynpasniHHsa puaukamny, VII «dogatkm» y
T, AnoHis; Pow 3B’A3Ky 3 OHOBIEHHAM iHGopMaLlii LWoao
dapma AT, nocnigpxkeHHs BO44691.
Hime4vuunHa; Pow Pestome MYP Bepcis 2.4 gopaeTtbes.
HiarHocTukc MM6X,
HimevumnHa;
BUNPOBYBaHHS
KOHTPOTIO SIKOCTi,
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: ®.XoddmaHH-
Na Pow N1A,
LLiBeviLapis
77. | TEMNIBPA® PO34MH Anst iH eKuin TOB «Pow YkpaiHa BUPOBHMLUTBO AnoHis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/16914/01/02
no 150 mr/1 mn; no YkpaiHa» Hepo3dacoBaHoI Pecny6nika 3MinHn Il TMny - 3MiHKM Wwopo peuenmom
0,4 mn (60 wmr); no npoaykKuii, nepBUHHe Kopes/ 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
0,7 mn (105 wmr); no nakyBaHHs, HimewunHa/ | BHeceHHsi abo 3miHa(u) oo 3060B'A3aHbL Ta yMOB
1 mn (150 mr) y BMNPOOYBaHHS LLiBenyapia BUAaYi peecTpauinHoro NoceBiavYeHHs,
dnakoHi; no 1 KOHTPOMIO SKOCTi: BKNtoyatoun MNnaH ynpaeniHHA pusukamm
hnakoHy B Yyran dapma (3acTocyBaHHsi 3MiH(K), ski(a) BUMaratoTb(€)
KapTOHHiIN kopoOLi MaHnydekTypuHr Ko, noAanbLoro obrpyHTyBaHHS HOBUMM
JIto, AnoHis; [04aTKOBMM [aHVMK, Lo MaloTb HagaBaTucs
CamcyHr KOMMETEHTHNM OpraHoM, OCKiNlbKWM BUMaraeTbCst
BioJlogxwukc Ko, CyTTeBa OLjHKa KOMNETEHTHUM OpPraHoM)
JIta, Pecny6bnika 3asABHUKOM HaJaHO OHOBIEHWUIA NnaH
Kopes; ynpaBrniHHS pu3nkamu Bepcis 2.4.
BUNpPOOYBaHHs 3MmiHun BHeceHi oo YacTuH |l «Cneuudikauis 3
KOHTPOMIO SIKOCTi: 6esnekn», lll «MnaH 3 dapmakoHarnagy», V
Yyran dapma «3axogu 3 miHimizauii pusukie», VI «Pestome
ManyektypuHr Ko, nnaHy ynpasniHHa puaukamny, VII «dogatkm» y
Jta, Anowis; Pow 3B’A3Ky 3 OHOBIIEHHAM iHOpMaLlii LWoao
®apma AT, nocnigpxkeHHs BO44691.
Himeuyuunna; Pow Pestome MYP Bepcis 2.4 gopaeTtbes.
[HiarHocTukc MM6X,
HimeyumnHa;
BUNpPOBYBaHHS
KOHTPOIO SIKOCTI,
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: ®.XoddpmaHH-
Na Pow N1A,
LLiBeviuapis
78. | TEHEPOJIOH | po34uH HaLuKipHUK, Benyno, Xopgaris BTOPUHHE Xopsaris/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes nionszae UA/17808/01/02
5 %; no 60 mn'y nikn Ta naKyBaHHs, Icnanis 3minu | Trny - 3miHu 3 sikocTi. FoToBUIA peuenma
dnakoHi; no 1 KOCMeTUKa, KOHTPOrb SIKOCTi Ta nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
hnakoHy B a.o. BMNYCK cepii: TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
KOMMNNEKTi 3 MipHUM Benyno, niku Ta roTOBOrO MikapCbkoro 3acoby (36inbLUeHHs
HacocoMm Ta KoCcMeTuKa, A.4., TEepMiHy NpUAATHOCTI FOTOBOTO MikapCbKOro
PO3NUIIOIYO0I Xopsarisi; 3acoby) - [Ins TOproeoi ynakoBku
Hacaakow B BMPOGHMLUTBO (niaTBEpPAXXYETHCS AAHMMU pearnbHOro Yacy).
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHIN nayui roToBOro 36inblUeHHst TepMiHy NPMAATHOCTI FOTOBOrO
nikapcbkoro 3acoby, nikapcbkoro 3acoby Ha OCHOBI MO3UTUBHUX
nepBuHHe pesynbTaTiB 4OBrOCTPOKOBUX AOCHiAKEHb
nakyBaHHs: cTabinbHoCTi y peanbHOMy Yaci: 3aTBepaxeHo:
IHpacTpian TepmiH npugaTHOCTI. 3 pokn . 3anpoNOHOBAHO:
dapmachkioTika TepMmiH npugaTHOCTI. 4 POKK. 3MiHN BHECEHO B
KaHTtabpia, C.A., iHCTPYKLUilO AN MeANYHOro 3acToCyBaHHSA
Icnanis nikapcbkoro 3acoby y po3ain «TepMiH
npugaTHocTi». BBeaeHHs 3miH npoTsarom 6-tu
MicAUiB Nicnsa 3aTBEPAXEHHS.
79. | TENA-MEPL KOHLeHTpaT Ans Mepy Himeuunna Mpoaykuis in bulk, Himeyumna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/0039/01/01
PO34MHY Ans dapmachHoTi nepBUHHE Ta JartBis 3MiHn | TMny - 3MiHun 3 sikocTi. A®Il. KoHTponb peuenmom
iHdpysin, 5 /10 mn; kanc MmeXxX BTOPUHHE A®l. 3miHa y meTogax BunpobysBaHHs AD| abo
no 10 mn B amnyni; nakyBaHHs,

no 10 amnyny
KapTOHHiIN kopoOLi

KOHTPOIb 9KOCTi: b.
BpayH MencyHreH
Al", HimeyuuHa;
BTOPUHHE
nakysaHHs: X.E.JL.T.
'm6X, HimeuunHa;
MpecTix MpomoyLuH
Bepkaydcdoepaep
yHr & Bepbecepsic
'M6X, Himeuyumnna;
BunpobyBaHHs
KOHTPOIo sKocTi: B.
BpayH MencyHreH
AT, HimeuunHa;
Bioxem Jlabop ®iop
Bionorive YHA
Xewmiwe AHaniTnk
'm6X, HimeuunHa;
idon — lNMpiBaTtec
IHCTUTYT hrop
MpopakTkBaniteT
'M6X, HimeuyumnHa;
JlabopaTtopi o
AHanisic o
Bionomxukanni
EktiB KomnoyHac
JaTteiaH IHCTiTbIOT
o OpraHik
CinTesic, NaTsis;
Jlabop J1C CE & Ko.
KI', Himevuunna; XBI
dapma cepsicec
'm6X, HimeuunHa;
'BA ®apma 'M6X,
HimeuvuunHa; EBOHik
OnepenwHc M6X —

Jla6op Mpogakt

BUXiQHOTo MaTepiany/npoMixXHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa A®I (iHwWi 3MiHK) 3miHa Y

mMeTodi BUNpobyBaHHS 3anuLLKOBOrO PO3YMHHUKY

meTaHony B A®| L-opHiTuH- L-acnapTar.
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
JTanH AnaniTike,
Hime4vuunHa; EBOHik
OnepenwHc M6X,
HimeyumnHa;
BunpobyBaHHs
KOHTPOSIO SIKOCTi Ta
BUnyck cepii: Mepy,
dapma 'mbX i Ko.
KlraA, HimeyunHa
80. | FTENAPUH- po3unH ans iH'ekuii, | TOBAPUCT YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH O peecTpaUiiHMX maTepianis: 3a UA/13831/01/01
OAPMEKC 5000 MO/mn; no 1 BO 3 reyn" 3MinHn | Tvny - 3MiHM Wwopo peuenmom
mn abo 5 mny OBMEXEH 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
nakoHax; no 5 (0]}0) (iHWi 3miHK)
dnakoHiB y BIOMNOBIOA OHOBMEHHA TEKCTY MapKyBaHHS MEPBUHHOI Ta
KOHTYPHIW JIBHICTHIO BTOPWHHOI YNakoBOK fikapcbkoro 3acoby, a
YapyHKOBIMN «KOPIMOPA cawme:
ynakosui; no 1 LA - BUITy4eHO iHopMaLito, 3a3HaveHy pOCICbKO
KOHTYPHil «300POB’A MOBOI0;
YapyHKOBIl ynakoBLj » - NEepeHEeCceHo MiXKHapOAHi NO3HAYEHHSA OAMHULb
B KAPTOHHIN KopoobLi BUMIpPIOBaHHS
- YTOYHEHO iHhopMaLito Wwoao norotmny
3asiBHUKA;
- BHECEHO He3HayHi peAakuiviHi NpaBkn B TEKCT
MapKyBaHHs1 yakoBOK MikapcbKoro 3acoby.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEPOKEHHS.
81. | TMEMOHT TabneTku, BKpUTI "menmapk IHais "meHmapk IHais BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: 3a UA/14000/01/01
NniBKOBOO dapmacbioT dapmacboTukan3 3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
obornoHkoto, no 10 vkans JTa. Iro. nikapcbkuii 3aci6. 3mMiHn y BUpoBbHMUTBI. 3MiHa
mr no 10 TabneTtok y po3mipy cepii (Bkntoyarumn gianasoH po3Mipy
6nictepi; no 3 cepii) roToBOro nikapcbkoro 3acoby (36inbLUeHHs
6nictepu B [0 10 pasiB NOPIBHSHO i3 3aTBEPIHKEHUM
KapTOHHiIl kopobuyj; pO3MipoM) BBEAEHHS JOAATKOBOrO po3mipy cepil
no 30 TabneTok y M3 625 000 TabneTok B IONOBHEHHS [10 BXe
KOHTelHepi; no 1 3aTBepakeHoro po3mipy cepii 150 000
KOHTEWHepy B TabneTok.
KapTOHHI kopobui
82. | TMIKOCTEPWU | po3uuH Ans iHdysii; MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/1859/01/01
no10 no 250 mn, 500 MmNy | akuioHepHe akuioHepHe 3MmiHu | TUNy - 3miHu 3 skocTi. CepTudikat peuenmom
naketi TOBapUCTBO TOBapUCTBO BignosigHocTi/E-cepTudikaTt BignoBigHOCTI
nonimepHomy; no 1 "IHdpysia" "IHdy3ig" €Bponevicbkin dapmakonei/MmoHorpadii.

nakety
noniMmepHomy B
npo3opomy
nnacTKoBomy
nakeri

MogaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignNoBIgHOCTI €BponeWichkin hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI ADI; ans
[OMNOMiXXHOT peqoBUHU (cepTudikat
BignoBigHOCTI €Bponewicbkin hapmakoner) -
OHoBneHui ceptudikat Bif, y>xe 3aTBepAXEHOro
BUpOGHKKa - MoaaHHs oHoBNEHOro cepTudikarta
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoesu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BignoBigHOCTI €Bponeickkin hapmakonei R1-
CEP 2008-105-Rev 02 (3atBepgxeHo: R1-CEP
2008-105-Rev 01) gns Hitoyoi pevouHn HaTtpito
xnopug Bif 3aTBepmpkeHoro BupobHmka DANSK
SALT A/S, Denmark. 3miHa Bigbynacb, y 3B'A3ky
3i amiHoto BnacHuka (Name of Holder) CEP 3
Dansk Salt A/S Ha Mariager Salt Specialties A/S,
BMPOBHMYa AinbHWUSA, agpeca Ta yci BUpOBHMYi
onepadii 3anuwaTbcst HeaMiHHUMK. [itova
penakuis: CEP Ne R1-CEP 2008-105-Rev 01
MKA N3 CKITAA Hatpito xnopua
(Dansk Salt A/S, [aHist) MponoHoBaHa pegakuis:
CEP Ne R1-CEP 2008-105-Rev 02 MKA 13
CKIAL Hatpito xnopug (Dansk Salt A/S, dania*)
* BignoBiganbHWIA 3a NakyBaHHsSI Ta BUMYCK cepii
- Mariager Salt Specialties A/S, JaHis

83.

FMIKOCTEPU
1 o5

PO34uH ANS iHAY3iN;
no 200 mn, 250 mn,
400 mn, 500 MmNy
nnswkax; no 250
mn, 500 mn y nakeTi
nonimepHomy; no 1
nakeTty
noniMepHomy B
npo3opomy
nnacTMKOBOMY
nakeri

MpuBaTHe
akuioHepHe
TOBapUCTBO

"IHdysia"

Ykpaina

MpuBatHe
akuioHepHe
TOBapuUCTBO

"IHy3ia"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3Minn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€sponevicbkin dapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHocCTi abo BUNyYeHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: ans
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponeichkii hapmakonei) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHOro
BUpOGHKKa - MogaHHs OHOBMNEHOro cepTudikaTta
BignoBigHocTi €Bponeicbki hapmakonei R1-
CEP 2008-105-Rev 02 (3atBepgxeHo: R1-CEP
2008-105-Rev 01) ans [itoyoi pevoBuHu Hatpito
xnopwg, Big 3aTBepaeHoro BupobHvka DANSK
SALT A/S, Denmark. 3miHa Bigbynach, y 3B'a3ky
3i amiHoto BnacHwuka (Name of Holder) CEP 3
Dansk Salt A/S Ha Mariager Salt Specialties A/S,
BMPOGHMYa AiNbHULSA, agpeca Ta yci BUpOOHWuI
onepadii 3anuwalTbCst HeaMiHHUMK. [itova
pepakuisi: CEP Ne R1-CEP 2008-105-Rev 01
MKA N3 CKIMNAL Hatpito xnopug,

(Dansk Salt A/S, [aHisi) MponoHoBaHa pepakuisi:
CEP Ne R1-CEP 2008-105-Rev 02 MKA N3
CKIAL Hatpito xnopug (Dansk Salt A/S, danis*)
* BiANoBiganbHUIA 3a NakyBaHHS Ta BUNYCK cepil
- Mariager Salt Specialties A/S, [aHisi

3a
peuenmom

UA/1860/01/01

84.

rMILEPUHOB
|

MIKPOKII3M
nana niten

NMEWOONAKC

PO3YUH peKTanbHUK,
3,28 mn/4 mn;

no 4 mnse
annikaTopi; no 4
annikatopu B

KaceH
Pekoppaari,
C.J.

Icnanis

KaceH Pekopgaari,
c.n.

Icnanis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNY - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3miHW). 3MiHM BHECEHO B IHCTPYKLit0 Ans
MeaMYHOro 3acTOCYBaHHSI NikapCbkoro 3acoby

be3
peuenma

He
nidnsieae

UA/10351/01/01




48 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KopobLji 3 KapTOHY 0o posginy "Mo6iyHi peakuii" Woao 3BiTyBaHHSA
npo nobiyHi peakuii. BBeaeHHs 3MiH npoTsrom 6-
TN MICALIB NiCNs 3aTBEPIKEHHS.
85. | TMILEPUHOB | po3unH pekTanbHuii, KaceH Icnanis KaceH Pekoppaari, Icnanis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/10469/01/01
| 6,14 mn/7,5 mn; no Pekoppaari, C.N. 3MinHn | Tvny - 3MiHM Wwoao peuenma
MIKPOKII3M 7,5 mn B annikaTopi; C.J. 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
naona no 4 annikatopu y (iHwWi 3miHW). 3anponoHoBaHa 3MiHa B IHCTPYKUIT
OOPOCIUX KOpOOGLi 3 KapTOHY AN MeguyHoro 3actocyBaHHs J13 B po3gini
AOIONAKC «MobGiyHi peakuii» y 3B’s13Ky 3 pekoMeHAaLli€to,
ony6nikoBaHoto Ha canTi JEL, MO3 Ykpainu
LLIOAO BaXKMMBOCTI 3BiTyBaHHSA NpoO MOBiYHi
peakuii nikapcbkux 3acobis. BeegeHHs 3MiH
NpOTArom 6-Tu MicsLUiB Nicnsa 3aTBepAXeHHs
86. | TMIOKATEH® | niodinisar gns A/T HoBo OaHis Bupo6Humk Oanisa/ BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a UA/13221/01/01
1 MI TINOKIT | po3unHy ans iH'ekuin Hopgaick nikapcbkoro 3acooy, Benbria 3MiHu | Tuny - 3MiHK Wwopo peuenmom

no 1 mr (1 MO); 1
HnakoH 3 MOPOLUKOM
Yy KOMMAEKTi 3
PO34YMHHMKOM (BOAA
Ons v ekuin no 1 mn
y wnpuyi Ne 1) y
NNacTMKOBIN KOpOOL

nepBuHHe Ta
BTOPWHHE
nakyBaHHsi: A/T
HoBo Hopgaick,
OaHis; BupobHuk,
BignoBiganbHUN 3a
BUNYCK Cepil
KiHLEBOrO MPOAYKTY:
A/T Hoso Hopgick,
[OaHis; BupobHuk
nikapcbkoro 3acoby,
nepBuHHe
nakyBaHHs1,
niodinizauia Ta
KOHTPOIb roTOBOrO
nikapcbkoro 3acoby.
KoHTponb sikocTi
roToBOro
nikapcbkoro 3acoby.
BupobHuk gns
36MpaHHs,
MapKyBaHHs Ta
yNaKkoBKu,
BTOPWHHOIO
nakyBaHHsi: A/T
Hoso Hopgick,
[OaHisi; BupobHuk
PO34MHHUKA
(cTepunbHa Boga
Ons iH ekuin y
wnpwuui),
KOHTpOnb/BrnpobyBs
aHHs cepin
PO34MHHWKa:
KataneHT Benbrisa
CA, benbris

6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3miHa yacToTu Ta/abo TepmiHiB nogaHHA
perynsipHoO OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkunx 3acobiB. 3MiHW y YacToTi Ta gartax
NOAaHHS perynsipHO OHOBITIOBAHOIO 3BiTy 3
6e3neku.
Litova pegakuisi:
YacToTa nofaHHsA perynspHO OHOBIOBaHOIO
3BiTYy 3 6e3neku 13 pokiB.

KiHueBa gata ans BkntoYeHHst gaHnx go PO36 -
01.01.2025 p. Oata nogaHHs - 01.04.2025 p.
[MponoHoBaHa peaakuis:

YacToTa nofaHHsA perynspHO OHOBIOBaHOIO
3BiTy 3 6e3neku 8 pokis.

KiHueBa gata ans BknoyeHHs gaHux no PO36 -
30.06.2026 p. Oata nogaHHs - 28.09.2026 p.
PekomeHgoBaHO A0 3aTBEpPOKEHHST BiANOBIAHO
[0 NepioAnYHOCTi MoAaHHS perynsipHo
OHOBIOBaHMWX 3BITIB 3 6e3Mnekn nikapcbkux
3acobiB y €C.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

87.

FPUMNEKC
XOTAKTUB

NMOPOLLOK Anst
opanbHOro po34nHy
no 4 r B cawe; no 5,
abo no 7, abo no 8
abo no 10 cawe y
KapTOHHIN nayui

KOHina6, N

CLA

BUPOGHMLTBO,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
KOHTPOMb Ta BUMYCK
cepii:

TOB HOC dapmauia

Monbwa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minn | Tuny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb 40NOMiXKHUX
peyoBuH. 3MiHa y MeTodax BUNpobyBaHHA
[OMNOMIKHOI peqoBUHM (iHLWi 3MiHW Y MeToaax
BUNpoOyBaHHS (BKNtoYaoum 3amiHy abo
nopasaHHs1)). BBegeHHs anbTepHaTUBHOIO
MeToay Ans BUSHAYEHHs NokasHuka «BTtpaTa
Macu npu BUCYLLYBaHHI» 3a JOMOMOroo
ranoreHHoOro aHarisaropa Boforu ans
[OMOMDKHOI PEYOBUHM NIMMOHHUIA apoMaTu3aTop
875928. 3minun | TMny - 3miHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTponb 40NoMiXKHUX
peyoBuH. 3MiHa y meTodax BUNpobyBaHHA
[OMOMDKHOI peqoBUHM (iHLWi 3MiHM Yy MeTogax
BUNpobyBaHHs (BKNtoYaoun 3amiHy abo
[O[aBaHHs)).

BBeneHHs anbTepHaTMBHOrO MeToay Ans
BM3HaYeHHs nokasHuka «BtpaTta macu npu
BVCYLLYBaHHi» 3a JONOMOrO0 rarnoreHHoro
aHanisaTtopa BOnoru 4ns ONOMiKHOI pe4OBUHN
FIMMOHHWI apomMaTun3aTop MUMOHHUIA
apomatusatop 87A069. 3miHu | Tuny - 3miHm 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb
[OOMOMiXHMX pevyoBuH. 3MiHa y meToaax
BUNPOOYBaHHSA AOMOMIKHOI PEYOBUHM (iHLLi
3MiHM Yy MeTofax BUNpobyBaHHS (BKIOYa4M
3amiHy abo gogaBaHHs)). BBegeHHs
anbTepHaTUBHOIO MeToAy Ansi BUSHAYEHHSs
nokasHuka «BTpata macu npu BUcyLLyBaHHi» 3a
[0MOMOrOH0 ranoreHHoOro aHanisatopa Bonoru
ONs AONOMIKHOI peYOBMHUN NIMMOHHMWN
apomatusatop 875060.

be3
peuenma

UA/5737/01/01

88.

FPUMNEKC
XOTAKTUB
MAKC

MOPOLLIOK ANsi
OpanbHOro PO34nHY;
no 5 r nopoLuky y
cawe; no 5 cawe
abo no 8 cawey
KapTOHHIN nayui

tOHina6, N

CLA

Bupob6Huk,
BiAnoBiganbHWN 3a
BMPOGHMLUTBO 3a
NMOBHUM LIMKMOM:
TOB HOC ®apmauis

Monbwa

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb JONOMiXHMX
peyoBuH. 3MiHa y MeToaax BUNpobyBaHHS
[OMOMIXKHOI peqoBUHM (iHLWi 3MiHWM Yy MeTofax
BUNpobyBaHHs (BKMoYakoum 3amiHy abo
noaasaHHs)). BBeaeHHst anbTepHaTUBHOIO
MeToay Ans BUSHAYeHHs nokasHuka «BTpata
Macy npu BUCYLLYBaHHi» 3a [ONOMOrOH0
ranoreHHoro aHanisatopa Bornoru Ans
[OMOMDKHOI PEYOBUHM NIMMOHHUIA apoMaTmn3aTop
875928. 3miHu | Tvny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb JOMOMiXHMX
peyoBuH. 3MiHa y MeTodax BUNpobyBaHHA
[OOMNOMiXKHOT peqoBUHM (iHLWi 3MiHW Yy MeTofax
BUNpobyBaHHs (BKMoYakoum 3amiHy abo
[O[aBaHHs)).

BBefeHHsa anbTepHaTUBHOrO MeTody Anst

be3
peuenma

UA/6285/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoesu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BU3HAYeHHs NokasHuka «Btpata macu npu
BUCYLLYBaHHI» 3a JOMOMOrO0 ranoreHHoro
aHanisaTopa Bororu Ansi AoNOMiXKHOI PeYOBUHM
FIMMOHHMWI apomMaTun3aTop MMMOHHUIA
apomatusatop 87A069. 3miHu | Tuny - 3miHm 3
sIKOCTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
[OOMOMDKHMX peqyoBuH. 3MiHa y meToaax
BUNPOBYBaHHS JONOMIKHOT PEHOBUHM (iHLLI
3MiHM Yy MeTofax BUNpobyBaHHS (BKIOYa4n
3amiHy abo gonaBaHHsl)). BBegeHHs
anbTepHaTUBHOIO MeToAy Ansi BUSHAYEHHSs
nokasHuka «BTpata macu npu BUcyLLyBaHHi» 3a
[0MOMOrOH0 rarioreHHOro aHanisatopa Bonoru
Ons AONOMIKHOI peYOBVHUN NIMMOHHMWN
apomatusartop 875060.

89.

rPUNOMEN®

PO34YMH opanbHU 3
%, no 100 mny
GaHuUi noniMepHiit;
no 1 6aHui y
KOMMNNEKTi 3
[03yBarbHO
NiNeTKow y nayui 3
kapToHy; no 100 mn
y 6aHLUi cknsHil; no
1 6aHuj y komnnekTi
3 [,03yBarnbHOK
nineTkoo y nayui 3
KapToHY

MPAT
"XIMOGAPM3
ABO[Q
"YEPBOHA
3IPKA"

Ykpaina

MPAT
"XIMOGAPM3ABO[
"HUEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
YTOUYHEHHS CTaTyCy pekiaMyBaHHs B HaKasi
MO3 Ykpainm Ne 1151 Big 18.07.2025 B
npoueci BHeceHHs 3MiH (3MiHu | Tuny - 3miHn
wono 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnagy. 3MiHa y KopoTKil
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3aCTOCyBaHHs1 Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHsI NikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOBaXXEHVNM OpraHom) - 3MiHN BHECEHO B
IHCTPYKUito ANSt MEAMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby fo posainis "Baaemogisi 3
iHLWIMMM nikapcbkumy 3acobamu Ta iHWi BUuam
B3aemogin”, "OcobnmBocTi 3acTocyBaHHs" Ta
"MobiuHi peakuii" BignoBiaHo iHpopmalii Lwoao
6e3nekn 3aCToCyBaHHS Ail040i PEYOBUHM -
napauetamony - 3rigHo pekoMmeHaauit
PRAC.BBeggeHHst 3MiH npoTsiroMm 3-x Micsiuis
nicns 3aTBepaXeHHs). IHbopmauis B Hakasi -
nignsrae. BipHa peaakuis - He nignsrae.

6e3
peuenma

He
nionsiza
€

UA/17686/01/01

90.

OE30®EMIH
®30

TabneTku, BKPUTI
nniBKOBOKO
obornoHkoto, no 0,03
mr/0,15 wmr; no 21
Tabnetui y 6nicrepi,
no 1, abo no 3, abo
no 6 Gnictepis y
KapTOHHiIN kopooLi

TOB «MIBE
YKPATHA»

YkpaiHa

mibe MMoX
ApuHaimiTTenb

Himeyunna

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minu | Trny - 3miHm 3 gkocTi. APl KoHTponb
ADI (iHWwi 3MiHK) - BHECEHHS 3MiH 0
cneundikauii BxigHoro koHTponto AdI
ethinylestradiol 3a nokasHukom «Po3mip
4acToK», a came KoHconigauis kpuTepiis
NPUNHATHOCTI AN BHYTPILWHBLOro MeToay
nasepHoi andpakuii. Jitoua pepakuis Particle
size (Laser diffraction, in house method) - 99% <

3a
peuernmom

UA/17211/01/01
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Homep
peecmpayiliHo2o
noceio4yeHHs1

20 um - additional for supplier Bayer AG -
Particle size (Laser diffraction according to CEP)
Specification: - 100 % < 15 uym - 99 % < 12.5 ym

- 95 % <10.0 um - 50 % < 3.0 ym

- <40 % < 1.3 ym NponoHoBaHa peaakuis
Particle size (Laser diffraction, in house) - 99% <

12.5 um - 95% < 10.0 ym - 50% < 3.0 um
- £25% < 1.3 um. 3Minn | TUnNYy - 3MiHK 3 SKOCTi.

A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHa APl abo BMXigHOro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuuTea AdD|
(iHWi 3MiHK y MeTodax BUNPOOYBaHHS
(Bkrtoyatoum 3amiHy abo gonosHeHHs) ADI abo
BUXiQHOro/MPOMiXKHOIO NPOAYKTY) - BHECEHHSI
3MiH 40 MEeTOAMKM BUNPODYBaHHS BXiQHOMO
koHTponto A®I, a came 3amiHa YMHHOT
npoueaypu nasepHoro andpakuinHoro aHanisy
(BHYTPILLHIO METOANKY BUNPODYBaHb Ha Npunagai
Mastersizer 2000 Ta meToauky BunpobysaHb
3rigHo 3 CEP) Ha HOBY BHYTpILLHIO Npoueaypy
nasepHoro andpakuinHoro aHaniay Ha npunagi
Mastersizer 3000 gito4oi pe4oBuHM
ethinylestradiol ons BusHaveHHs particle size
distribution. Kpim Toro, pegakuinHi amiHn
BHOCATbCA A0 NyHKTIB 3.2.5.4.1. T2 3.2.5.4.2,
Lo ob6rpyHToBaHo European Medicines Agency
post-authorisation procedural advice for users of
the centralised procedure (EMEA-H-19984/03) B
po3aini 7.4.1. NoBHa cneuudikauis, Wwo
BuMaraetbcs Ph.Eur. monograph, Takox
BKIMOYEHa B AOCbE, Ae ii He BUcTadyano ans
rapmoHisauii posginy 3.2.S.4.1. Y posginax
3.2.S5.4.1 Ta 3.2.5.4.2 Ha3By BUpobOHUKa
roToBOro fikapcbkoro 3acoby (mibe) BunyyeHo i3
3aronoekiB po3ainis. 3miHu | Tuny - 3MiHn 3
sikocTi. A®I. KoHTponb A®l. 3miHa y meTogax
BunpobyBaHHs APl abo BMXigHOro
marepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(BUNyYeHHs MeToady BUNPODYBaHHSA AnNs

A®l/peareHTy/npoMi>KHOro NPOAYKTY, SKLLO

anbTepHaTUBHWIA METOA BXe 3aTBEPIAXEHNN) -
BunyyeHHs npouenypy MiKpOCKONiYHOro
OOCHNIMKEHHS aAnst nokasHuka sakocTi «Po3mip
YacTok» Aitodoi pedosuHM ethinylestradiol
BMpOBHMUTBa KoMnaHii Bayer AG.

91.

OEKAMENTH
N Oeno

MOPOLLIOK ANsi
cycneHsii ans
iH'ekuin no 3,75 wmr;
1 nonepeaHbO

DdeppiHr
mo6X

Himevuunna

BignosiganbHui 3a
BMPOGHMLUTBO
roTOBOrO MPOAYKTY,
NnepBUHHY YMaKOBKY,

Himeuumnna/
Yecbka
Pecnybnika

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

3a
peuernmom

He
nidnsieae

UA/7106/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3anoBHEHWU LWNpuL, KOHTPOSb SKOCTi Ta cneumndikauii Ta/abo JonycTUMMX MEX rOTOBOro
3 nopotukom Ta 1 BUMYCK cepii: nikapcbkoro 3acoby (BUIyYEHHSI HE3HAYHOTO
nonepegHL0 PeppiHr M'M6X, nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,
3anoBHEHWU LWNpuL, HimeuyuuHa; Takoro sik 3anax Ta cmak, abo igeHTudikadis
no 1 mn3 6apBHMKIB 41 CMaKoBUX [,06ABOK)) BUMyYEHHS i3
PO3YNHHUKOM BignosiganbHui 3a cneumikauin Ta MeTogiB KOHTPOO Ans
(nekctpaH 70, BTOPUHHY YMaKoOBKY: MOPOLLIKY Ta PO34MHHMKA NOKa3HuKa «3anax». A
nonicop6ar 80, Peppinr-Neunsa, TaKOX 3MiHW BHECEHO B iHCTPYKLO Ans
HaTpito xnopwa, a.c., Yecbka MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
HaTpito Pecnybnika po3ain «Jlikapcbka dbopmar» (OCHOBHI i3unko-
avrigpodocdat XiMi4Hi BNacTmMBocTi). BBeaeHHs 3MiH NpoTsrom
purigpat, 1 N 6-T1 micauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
PO3YMH HaTPIto AOMiHiCTpaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS
rigpokcuay, Boga Ta/abo agpecu Micua NPOBaMKEHHST OiANbHOCTI
ans iH'ekuin); BUPOGHMKa/iMnopTepa rotToBOro fikapcbkoro
3'eqHyBanbHU 3acoby, BKM4ao4m ginbHUL BUNycky cepii abo
€IeMEHT, ronku Ans MicLie NPOBEAEHHS KOHTPOSO SKOCTI.
iH'€KUIN Y KaPTOHHIN (misnbHiCTb, 3a SKy Bignosigoae
ynakoBL BMPOGHMK/iIMNOPTEP, HE BKIOYaYM BUMYCK
cepi) NpuBeAEHHsT aapecu BUPOOHUMKa,
BiANOBIganbHOro 3a BTOPVHHE MaKyBaHHS Y
BiANOBIOHICTb A0 OpUriHanNbHWUX AOKYMEHTIB
BMPOGHMKa/ 3MiHu | Tuny - 3miHun 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTodax BUNpobyBaHHs
A®I| abo BuxigHOro Matepiany/npomMixxHoro
npoayKTy/pearexTy, L0 BUKOPUCTOBYETLCS Y
npoteci BupobHuuTea AP| (BUNyYeHHs MeToay
BUNpobyBaHHsa ans Ad®l/peareHTy/npoMixXHOro
NPOAYKTY, SIKLLO anbTepHaTUBHUIA METOS, BXe
3aTBEPKEHWIA) BUMYYEHHS i3 cneumdikauii
Tecty «OnTnyHe obepTaHHA METOAOM
cnekTpockonii» (EP 2.2.7)
92. | AEKANENTU NOpPOLLOK AN deppiHr Himeuyunna BignosiganbHui 3a HimeyuunHa/ BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: 3a UA/7106/01/01
n Aaeno cycneHsii gns m6X BMPOGHMLUTBO Yecbka 3minu | Trny - 3miHu 3 sikocTi. MoToBUIA peuenmom
iH'ekuin no 3,75 wr; roTOBOrO MPOAYKTY, Pecnybinka nikapcbkuii 3aci6. 3mMiHM y BUpOBHWLUTBI. 3MiHM

1 nonepeaHbLO
3anoBHEHWIA LWINPWL,
3 nopoLukom Ta 1
nonepeaHLo
3anoBHEHWIA LWINPWL,
no 1 mn3
PO3YMHHUKOM
(nekctpaH 70,
nonicop6ar 80,
HaTpito xnopua,
HaTpito
avrigpococdat
avrigpat, 1 N
PO34MH HaTpiIto
rigpokcmay, Boaa
ans iH'ekuin);

NepBUHHY YNaKoBKY,
KOHTPOMb AKOCTi Ta
BUNYCK cepii:
PeppiHr M'M6X,
Hime4uunHa;
BignosiganbHuii 3a
BTOPWHHY YNaKOBKY:
DdeppiHr-lNeumnsa,
a.c., Yecbka
Pecny6bnika

BunNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHMX Y cneumdikauisx, nig yac
BUPOBHMLTBA FOTOBOIO NiKapCbKoro 3acody
(BMNYyYEHHS HeCyTTEBOrO BUNPOOYBaHHS B
npoueci BUpoOHWLTBA) - BHECEHHS 3MiHW [JO
BMNpoOyBaHb B npoueci BUpobHULTBa, a came
BUINYyYeHHs1 TecTy «BuaHaueHHsi pH» (in-process
control after sterile filtration) ans po3unHHUKa.
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUPOBHULUTBI. 3MiHM
BuUNpobyBaHb abo AONYyCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig yac
BMPOOHMLITBA rOTOBOTO fikapCbKoro 3acoby
(BMNYyYEHHS HeCyTTEBOrO BUNPOOYBaHHS B
npoueci BUpobHULTBA)- BHECEHHS 3MiHM 0O
BuNpobyBaHb B npoueci BUpobHULTBA, a came
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3'eQHyBanbHU BUIyYeHHs TecTy «BigHocHa wWinbHicTb» (in-

erleMeHT, ronku Ans
iH'€KUIN Y KaPTOHHIN
ynakoBLuj

process control after sterile filtration) gns
PO34YnHHUKA. 3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oToBMI Nnikapcbkuii 3aci6. 3miHn y
BMPOOHMUTBI. 3MiHK BUNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
crneungikalisx, nig yac BUpOBbHMLTBA rOTOBOIO
nikapcbKkoro 3acoby (BWIyYeHHs HeCyTTEBOTO
BUNpoOyBaHHS B NpoLieci BUpoOGHMUTBA) -
BHECEHHS 3MiHV 40 BMNpobyBaHb B NPOLECi
BMPOOHMLTBA, @ CamMe BUINYyYEHHS TeCTy
«KonboposicTb» (in-process control after sterile
filtration) gns po3unHHuMka. 3miHn | TMNY - 3MiHK
3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHn y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
cneumdikauisx, nig 4yac BUpobHULITBA rOTOBOTO
nikapcbkoro 3acoby (BUIyYEHHst HECYTTEBOTO
BUNpobyBaHHSA B NpoLeci BUpoOGHMUTBA) -
BHECEHHS 3MiHV 40 BMNpobyBaHb B MPOLECi
BMPOGHMLTBA, @ came BUITyYEHHSI TECTY
«[lMpo3opicTtb» (in-process control after sterile
filtration) ans po3ynHHUKa. 3MiHn | TUNY - 3MiHK
3 gKkocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[ONYCTUMUX MeX, BCTAHOBIIEHUX Y
cneumdikauisx, nig 4yac BUpobHULITBA rOTOBOTO
nikapcbkoro 3acoby (BUIyYEHHs1 HECYTTEBOTO
BMNpobyBaHHs B Mpoueci BUpobHMUTBA) -
BHECEHHS 3MiHV 0 BMNpobyBaHb B NPOLECI
BMPOGHMLTBA, @ came BUIyYEHHS TECTY
«3anax» (in-process control after sterile
filtration) ans po3unMHHUka. 3MiHn | TUNY - 3MiHK
3 gKkocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOBIIEHUX Y
cneuudikauisix, nig 4yac BUpobHULITBA FrOTOBOIO
nikapcbKoro 3acoby (Bury4YeHHs1 HECYTTEBOrO
BMNpobyBaHHs B MpoLeci BUpoOHMUTBA) -
BHECEHHS 3MiHV 40 BMNpobyBaHb B NPOLECI
BMPOBGHMLTBA, @ CamMe BUINYYEHHS TECTY
«[dnHamivyHa B's3kicTb» (in-process control after
sterile filtration) ons po3unHHuka. 3minm | TUNY -
3MiHu 3 akocTi. [oToBUIA Nikapcbkuii 3aci6. 3MiHKn
y BUPOOHMLTBI. 3MiHW BunpobyBaHb abo
O0NYyCTUMMUX MEX, BCTAHOBINEHUX Y
crneungikalisx, nig yac BUpOGHMLTBA rOTOBOTO
nikapcbKkoro 3acoby (4oaaBaHHs HOBOro METOAY
BUNpoOyBaHHsA Ta AONYCTUMMX MEX) -
[o[aBaHHs HOBOTO BUMPOGYBaHHSA AN
PO34YMHHUKA B NpoLeci BUPOOHNLTBA «30BHILLHIN
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Burnagy. 3minm | Tuny - 3MiHm 3 akocTi. FoToBUIA
nikapcbkuit 3aci6. 3MiHV y BUPOBHUUTBI. 3MiHK
BUNpoOyBaHb abo 4ONYCTUMUX MEX,

BCTaHOBIEHNX Yy crneundikauisx, nig vyac
BMPOGHMLTBA rOTOBOTO NikapCbKoro 3acoby
(mopaBaHHs HoBOro Metoay BUNpobyBaHHs Ta
[OMNYCTUMUX MEX) — AoAaBaHHS HOBOIro
BUNPOBYBaHHS ANs PO34YMHHUKA B NPOLIECI
BUpPOOHMUTBA «Bu3HauyeHHs 3aranbHOI KinbKOCTi
MikpoGiB»(bioburden) 3 HopmyBaHHAM «<10 CFU
100 ml».
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOGHULTBI. 3MiHK
BunNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBMEHNX Y crneundikauisx, nig vyac
BMPOGHMLTBA roTOBOrO flikapcbKoro 3acoby
(BopmaBaHHst HOBOro meToay BMNpobyBaHHA Ta
[OMNYCTUMKX MEX) - A0AaBaHHS HOBOIO
BUNpPoByBaHHsA ANs PO34YMHHUKA B NPOLIECI
BUPOBHMUTBA «Bu3HaveHHs WinicHoCTi
inbTpiBY.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULUTBI. 3MiHN y
npoLeci BUpoBGHMLTBA rOTOBOrO NikapCbKoro
3acoby, BKMHOYA4M NPOMIDKHUIA NPOAYKT, LLO
3aCTOCOBYETLCS MPW BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BUPOGHMLTBA) - BHECEHHSI HE3HAYHMX 3MiH [0
npotiecy BUpoBHULITBA PO3YMHHMKA,
BMPOGHMYMIA NPOLIEC PO3YNHHIMKE
ONTUMI30BaHWN, onuc i 6rok-cxemy AoaaBaHHs
KOMTMOHEHTIB Mif, Yac 3millyBaHHSA GinbLL TOYHO
onvcaHo. Bigbynucs 3miHu inbTpis, siki
BUKOPUCTOBYIOTLCS Mif Yac CTEPUNbHOT
dinbTpauii (3 0,45 mkm/0,2 mkm go 0,2 mkm/0,2
MKM). MaTepian dinbTpa He 3amiHMBCA. Takox
BHECeHi JoAaTKoBI pedakuinHi 3mMiHW. 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNIA
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y nNpoLieci
BMPOGHMLTBA rOTOBOIO fikapcbkoro 3acoby,
BKITHOYAKOUM MPOMIDKHUI MPOAYKT, O
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOBHMLTBA) - BHECEHHS 3MiHU 10
n.3.2.P.3.3.0nuc BMpoGHU4oro npowecy ta
KOHTPOIMIO NPOoLEeCy, a came KOMMaHis po3ainsie
OOKYMeHTaLito ANs PO34YMHHMKA Ta MOpOLLKa Ha
oKpeMi (harnu BiANOBIAHO 4O NOTOYHUX
cTaHgapTiB gokymeHTauii CTD. MNoToyHui
npoLec BUPOGHMLTBA MOPOLLKY HE 3MiHMBCS.
3MmiHu | TMny - 3miHK 3 siKocTi. [oToBUI
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nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLi 3aMiHK) - Nnepeknag
TekcTy MKA Ha ykpaiHcbky moBy. 3MiHu Il Tuny -
3MiHu 3 AkocTi. FoTOBMIA Nikapcbkuii 3acit. 3miHn
y BUpoBHMUTBI. 3MiHa po3mipy cepii (Bkntoyaoum
[fianas3oH po3Mipy cepii) roToOBOro fikapCbKoro
3acoby (3MiHa CTOCYETbCS BCIX iHLUNX NiKapCbKNx
OpM CyKynHOro (KOMNMNEKCHOro) BUPOBHNYOro
npouecy) - 3MiHa po3Mipy cepii acenTu4yHo
BWUIrOTOBJIEHOrO PO34MHHUKA 3 MOTOYHMX 20,9 Kr
(20000 wnpwuuis) go 72,5 kr (~60925 wnpuuis).
Takox B paMKax 3MiHW OHOBJIEHHS
n.3.2.P.3.2.Cknag Ha cepito, a came gogaHumn
asor (processing aid) BiagnoBiaHO A0 YMHHUX
ctangapTiB. PakTUYHOI 3MiHM He Bigbynocs,
a30T BUKOPUCTOBYBABCS i B NOTOYHOMY MPOLECi.

93.

OEKCKETONN
PO®EH

PO34MH Ans iH'ekuin,
50 Mr/2 mn; no 2 mn
B amnyni; no 5
amnyn y 6nictepi 3
nnisku; no 1, 2, 3
abo 4 Gnictepu B
nauui 3 KapTOHY;

no 2 mn B amnyni;
no 10 amnyny
6nictepi 3 nnisku; 1
6nictepy B nayui 3
KapTOHY;

no 2 mn B amnyri;
no 10 amnyn y navui
3 KapToHY 3
KapTOHHUMMU
neperopogkamu

AT
"NMy6Hndap
"

Ykpaina

AT "INy6Hndapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
PO3Mipy ynakoBKM rOTOBOrO MikapCbKoro 3acoby
(3miHa KinbKkocTi oguHMLE (Hanpuknag TabneTok,
amnyn TOLWOo) B ynakosL,i:) - 3MiHa nosa
iana3oHOM 3aTBepaXeHUX PO3MIpiB YNaKOBKU.
[lonaBaHHA [OAATKOBOrO BMAY YNakoBkv — no 5
amnyn y 6nictepi 3 nnieku; no 1, 3 abo 4
Gnictepu B nayui 3 KAPTOHY:
3aTBepaKeHo:
no 2 mn B amnyni; no 5 amnyn y énicrepi 3
nnieku; no 2 6nictepu B Nayui 3 KApTOHY;
no 2 mn B amnyni; no 10 amnyn y 6nictepi 3
nnisku; 1 6nictepy B nayui 3 KAPTOHY;
no 2 mn B amnyni; no 10 amnyn y nayui 3
KapTOHY 3 KaPTOHHUMM Neperopoakammn
3anponoHoBaHo:
no 2 mn B amnyni; no 5 amnyn y 6nictepi 3
nnisku; no 1, 2, 3 abo 4 Gnictepu B nayui 3
KapTOHy;
no 2 mn B amnyni; no 10 amnyn y 6nictepi 3
nnisku; 1 6nictepy B nayui 3 KApTOHYy;
no 2 mn B amnyni; no 10 amnyn y nayui 3
KapTOHY 3 KaPTOHHUMM Neperopoakamm
3MiHM BHeceHo B po3ain "YnakoBka" B
iHCTPYKLiO ANs MeQUYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby y 3B’si3Ky 3 BBEAEHHAM
[04aTKOBMX YNaKOBOK, SK HACNIAOK -
3aTBepKEHHS TEKCTY MapKyBaHHS [4OOATKOBUX
yNaKkoBOK MikapCbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPAKEHHS.

3a
peuenmom

He
nidnsieae

UA/18283/01/01

94.

OEPMACAH

pigvHa HalKipHa no

MPAT

YkpaiHa

BignoBiganbHUIN 3a

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiHMX maTepianis:

bes

UA/0443/01/01
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50 mn y conakoHax; "®ITOPAPM BUPOGHMLTBO, 3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
no 50 mn a6o 100 " nepBuHHe, BTOPUHHE HalMeHyBaHHs Ta/abo agpecu micus
My donakoHi; no 1 nakyBaHH4, NpoBaKeHHs OisnbHOCTI BUpobHUKa/imMnopTepa
hnakoHy y nayui 3 KOHTPOrb SKOCTi Ta roTOBOrO flikapcbKoro 3acoby, BKIoYaym
KapToHy BUNYCK cepii: AinbHUL BUNYycKy cepii abo micue npoBeAeHHst
MPAT KOHTPOSIO AKOCTI. (QisNbHICTL, 3a SKy Bignosinae
"®ITOPAPM", BUPOGHMK/IMNOPTEP, HE BKIOYAKUM BUMYCK
YkpaiHa; cepiit) 3amiHa appecy BUpobHuka TOB "®apma
Yepkac", YkpaiHa, BianoBiganbHui 3a
BiANoBiganbHUiA 3a BMPOGHMLTBO, NEPBUHHE, BTOPUHHE NaKyBaHHS
BUPOBHMLTBO, Ta KOHTPOIb SKOCTi, 6€3 3MiHM MicLs
nepBUHHE, BTOPUHHE BMPOGHMUTBA.
nakyBaHHs Ta
KOHTPOMb SKOCTI:
TOB "dapma
Yepkac", YkpaiHa;
BignoBiganbHUN 3a
BUMYCK cepii, He
BKIHOYa0UM
KOHTPOMb/BUNpobyB
aHHSA cepii:
MPAT
"OITOPAPM",
YkpaiHa
95. | DXKAKABI TabneTku no 5 wmr; Hosapric LLisenuapis BupobHuuTBo, LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/13456/01/01
no 14 tabnetoky dapma Al KOHTPOrb SIKOCTI, 3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom

6nicTepi; no 4
onictepu y kopobui
i3 KapTOHY
nakyBanbHOro

nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUMYCK
cepil:
HoBaprtic ®apma
LWTenH AT,
LLisenuapis;
KoHTponb sKocTi 3a
BUHATKOM
BM3HAYEHHS
MikpobiornoriyHoi
YUCTOTK:
dapmaHanituka CA,
LLiBenuapis

HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXXEHHS AiANbHOCTI BUPOOHMKA
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
npoBeAeHHs1 KOHTPOIO AKOCTi), abo BNacHuka
macTep-canina Ha A®Il, abo nocTadanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHOTECS Y BUPOOHULITBI
A (AKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKnii
3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHoMy
nocbke, abo BUpobHMKa HOBOI [OMOMIXKHOT
PEYOBUMHM (SIKLLO 3a3HAYEHO Y A0Cbe). 3MiHa
Ha3Bwu BUpOBHMKa, BiANOBIAANbLHOMO 3a KOHTPOIb
sikocTi A®I Novartis Integrated Services Limited
— International Service Laboratory Ha SGS
International Service Laboratory (ISL) Limited,
TaKkoX [0 agpecy BUPobHMKa Ans 6inblu TOYHOI
ineHTudikauii fogaHo NOWTOBWIA iHAEKC. 3MiH Y
npoteci BUpo6GHMLTBA, KOHTPONi SKOCTi abo
iHLIMX 3MiH LL{O MOXYTb MOBMMBATU Ha SKICTb
A®I He Bigbynock. [itoya pepakuisi: Current
manufacturing sites 5002176_SM_A_S21_968
(version 1.0) Sites/ Address/ DUNS Novartis
Integrated Services Limited — International
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Service Laboratory, Ringaskiddy Co. Cork

manufacturing sites 5002176_SM_A_S21_968

[opaBaHHA AinNbHWLI e NPOBOAUTLCHA KOHTPOIb

Ireland MponoHoBaHa pegakuis: Proposed

(version 2.0) Sites/ Address/ DUNS SGS
International Service Laboratory (ISL) Limited,
Ringaskiddy Cork, P43 FR63 Ireland
985785798. BBeaeHHs1 3MiH NpoTArom 6-Tu
MicauiB nicnsa 3atBepaXeHHs. 3miHun | Tuny -
3MiHn 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BUPOBHMKA BUXIOHOTO/MPOMIDKHOIO
NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHMYoMy npoueci A®I, abo 3miHa
BMpoGHMKa (BKMoYatoum, e HeobxigHo, micue
npoBefeHHs KOHTpornto skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeiickKii hapmakonei y 3aTBepaKeHoMy
[0CbE)(3MiHNM OO0 3ax0piB, NOB'A3aHMX 3
koHTponem Adl, abo goaaBaHHA AinbHULI, Ae
NPOBOANTLCSI KOHTPONL/BUNPOBYBaHHS cepii).

sikocTi APl [logaBaHHsA BMpoGHMKka Ampac Fine
Chemicals, El Dorado Hills, CA, USA sk
OiNbHULO ANsi NPOBEAEHHS KOHTPOIO AKOCTI
A®I, a came ansa DS (nuiie peHTreHiBcbka
andpakuis). BeegeHHs 3MiH npoTarom 6-Tu
MicauiB Micnsa 3aTBepaAXeHH:A. 3MiHu | Tuny -
3MmiHu 3 gkocTi. A®l. BupobHuuTBo. 3miHa
BUPOGHMKa BUXiOHOTO/MPOMiXKHOIO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpOoGHM4oMy npoueci A®I, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxiaHo, Micue
npoBefeHHs KOHTporto skocTi) APl (3a
BiCYTHOCTi cepTudikaTa BignosigHOCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
[OChE)(3MiHN [0 3ax0piB, NOB'A3aHMX 3
KoHTpornem A®I, abo goaaBaHHA AinNbHULI, Ae
NPOBOAUTLCS KOHTPOMb/BUNPOBYBaHHS cepii).
[opaBaHHA AinbHWLI fie NPOBOAUTLCSA KOHTPOIb
akocti A®I, a came Intertek Pharmaceutical
Services, 291 Route 22 E Whitehouse, New
Jersey 08888, USA onsi BU3Ha4YeHHS BMICTY
nanagis Ta pocdatis B NPOMIKHOMY NPOAyKTi
A12. BBegeHHs 3MiH npoTaroM 6-Tu micauis
nicns 3atBepaKeHHs. 3MiHn | Tuny - 3miHu 3
skocTi. A®l. BupobHuUTBO. 3MiHM B NpoLeci
BUpoGHMUTBa AD| (He3Ha4Ha 3MiHa y npoLeci
BMpo6HMUTBa ADI). HeaHayHa 3miHa y npoueci
BMpOoGHMUTBa ADI. 3miHa TemnepaTypu Mix
npouecamu MBR i S22 Big «15-25°C» fo «<
20°C» nig, 4yac BMpoOHULTBa crnonyku AB.

BBegeHHs 3MiH NpoTsarom 6-Tu MicauiB nicns




[TponoBkeHHs noaarka 3

58
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3aTBepPAKEHHS. 3MiHM | TUNy - 3MiHM 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHM B NpoLeci

BUpobHMLTBa ADI (He3HayHa 3MiHa y nNpoLeci
BMpobHMuTBa API). HesHauyHa 3miHa y npoueci
BMPOGHMUTBa ADI, OHOBEHHS LiiNbOBOrO
Buxogy cnonyku A3 (3B/3C) i3 «LlinboBuin Buxia:
npubn. 95% TeopeTUYHO Ha OCHOBI KiNbKOCTi
BUKopucTaHoi cnonyku A1y go «LinboBui Buxia:
80-100% TeopeTn4HO Ha OCHOBI KiMbKOCTI
crnonyku A1». BBegeHHs1 3MiH NpoTarom 6-tu
MicauiB Micnsa 3aTBepAXeHHSA. 3MiHu | Tuny -
3MiHu 3 skocTi. ADl. BupobHuuTBO. 3MiHM B
npoveci BupobHmutea APl (HeaHayHa 3MiHa y
npoteci BupobHuuTea AdI).
HesHauHa 3miHa y npoueci BupobHuutea AdI,
OHOBIEHHS LiNbOBOro BMXoay cnonyku A6
(3B/3C) i3 «UinboBuit Buxig: 218 kr, npn6n.80-
85% Big TEOPETUYHOro Ha OCHOBI KiNbKOCTI
BUKOpUCTaHoi cnonykun A1» oo «LlinboBui Buxia:
218 kr, npnbn. 75-90 % Big TeOpPEeTUYHOro Ha
OCHOBI KinbkocTi cnonyku A1l». BeegeHHS 3MiH
NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXKEHHS.
3MmiHu | TUnYy - 3miHn 3 akocTi. API.
BupobHuuTBO. 3MiHM B npoLeci BUpobHuUTBa
A®I (HeaHauHa 3MiHa y npoueci BUpobHMLTBa
A®I). HesHayHa 3miHa y npoueci BUpobHuLTBa
A®l, oHOBMEHHS LiNbOBOro BUxoay crnonyku A9
(3C) i3 «UinboBuii BMxig: npubn. 45-49%
BigHOBNEHHSA crnonykn A9» o «LlinboBun Buxia:
npunbn. 45-52% sigHoBneHHs cnonyku A9».
BBeaeHHs 3MiH NpoTsrom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
A®I. BupobHuuTtBo. 3MiHM B NpoLeci
BUpoGHMUTBa AD| (HE3HaYHa 3MiHa y npoueci
BuUpobHuLUTBa AdI).
HesHauHa 3miHa y npoueci BupobHuutea AdI,
OHOBIEHHSI MONbHOro AianasoHa ans BF3<Et20
npu oTpumanHi cnonyku A11 i3 «112 kr (789
Monb) (552-2520 monb) TpudTopug 6opy
pieTunetepatHoro komnnekcy (BF3Et20)» oo
«93 kr (658monb) (439-877 monb) TpudTOPUA
6opy gietunetepartHoro komnnekcy (BF3Et20)».
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEpPAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
A®|. BupobHuuTteo. 3MiHM B npoLeci
BUpoGHMUTBa AD| (He3Ha4Ha 3MiHa y npoLeci
BMpo6HMUTBa ADI). HeaHayHa 3miHa y npoueci
BUpobHMUTBa ADI, OHOBMNEHHS LiNbOBOrO
Buxogy cnonyku A3 (3B/3C) i3 «LlinboBuin Buxia:
npu6n. 95% TeopeTUyYHO Ha OCHOBI KiNbKOCTi

BUKopucTaHoi cnonykn A1y go «LinboBui Buxia:
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80-100% TeopeTn4HO Ha OCHOBI KiMbKOCTI
cnonyku A1». BBeAeHHs 3MiH NpoTarom 6-tn
MicauiB nicns saatBepakeHHs. 3MiHu | Tuny -
3MiHu 3 akocTi. A®Pl. BupobHuuTBO. 3MiHM B

npoueci BupobHuutea A®| (HeaHavHa 3MiHa y
npoueci BupobHuutea A®l). HeaHayHa 3miHa y
npoveci BupobHuutea A®Il, a came kopekLuis

LinboBoro BmMxody Ans cnonyku A12 i3 «Ha
ocHoBi A11» Ha «Ha ocHOBI A9» Ta KopekLii

BiANOBIgHOrO AianasoHa Baru 3 «LinboBui

Buxig: npnbn. 50—100 kr 3anexHo Big, KiNbKOCTi
BuKopucTaHoi cnonyku A11. Liinbosuin % Buxoa
ctaHoBUTb 80-95%» Ha «LlinboBuiA BMXia:
npnbn. 50-125 kr 3anexHo Big KiNbKoCTi
BuKopucTaHoi cnonyku A9 LlinboBuii % Buxog —
80-95%». BBeaeHHs 3aMiH NpoTsArom 6-Tu MicsiLiB
nicns 3aTBepaXeHHs. 3MiHn Il Tuny - 3miHn 3
sikocTi. A®l. BupoGHMLTBO. 3MiHa BUPOGHWMKa
BMXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMYOMY MpoLieci
A®l, abo 3miHa BMpOGHWMKa (BKNoYarouu, ae
HeobXxigHO, MicLe NpoBeAeHHS! KOHTPOIIO SIKOCTi)
AQI (3a BiacyTHOCTI cepTudikaTta BiANOBIAHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
[OCbe)(BBEAEHHS HOBOTO BMpoGHMKa AdI, konu
He nogaeTbcs Mactep-cann Ha API Ta wo
BMMarae 3Ha4yHoi 3MiH1 40 BiANOBIAHOrO po3Ainy
nocbe Ha ADI).

[opnaBaHHs BupobHuka Ampac Fine Chemicals,
LLC., USA ans etanis Bupo6HmuTBa AdI
«OCTaTo4Ha nepekpucTanisauis IPOMKHOIo
HEOUULLLEHOrO PYKCONITUHIO docdaTy» Ta
«MPOCitoBaHHS», siKi 3apa3 BUKOHYHOTbCS AN
npouecy 3B/3C BupobHvkamn Novartis
Ringaskiddy Ltd., Ipnangis Ta Novartis Pharma
Stein AG, LLisenuapis, BignosigHo. Lien
BMPOGHMYMIA NPOLIEC, B SKOMY MOBHUIA LUK
BMPOBHMLTBA 3filicHIoe BUpobHMK Ampac Fine
Chemicals, LLC., USA, npeacraBneHo sik
npouec 4, kUi MOXHa BBaXaTu PO3LUMPEHUM
npouecom 3B/3C. BunyyeHHs BupobHuka
Novartis Pharma AG, Switzerland 3
nponoHoBaHoi peaakuis MKA J13, ockinbku
aKTMYHO He BUKOHYE (PYHKLi BUPOBOHMLTBA
abo Bunycky cepii A®I, BkNoYeHHst oo
nonepeaHboi Bepcii 6yno NoMUNkoBuM, i horo
BiJCYTHICTb Y NPOMNOHOBaHI pefakuii €
penakuinHiM yTOYHEHHsIM.BBeieHHS 3MiH
NpoTArom 6-T1 MicsLIB NiCNs 3aTBEPAXKEHHS.

96.

DXKAKABI

Tabnetku no 15 mr;

no 14 Tabnetok y

HoBapric
dapma Al

LLIseninapis

Bupo6HuLTBO,
KOHTPOIb SIKOCTI,

LLiseviLapis

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MiHn | TMny - AOMiHICTpaTMBHI 3MiHW. 3MiHa

3a
peuenmom

UA/13456/01/02
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1

6nictepi; no 4
6nictepu y kopobui
i3 KApTOHY
nakyBanbHOro

nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:
HoapTic ®apma
LWtenH AT,
LBsenuapis;
KoHTponb siKocTi 3a
BUHSITKOM
BU3HAYEHHS
MikpobionoriyHoi
YNCTOTHU:
dapmaHanituka CA,
LLiseninapisa

HaiMeHyBaHHsi Ta/abo agpecu Micus
NpOoBaKEHHS AissNbHOCTi BUPOBHMKa
(BKntoYaoun, 3a HeobXxigHOCTI, MicLe
npoBeAeHHs! KOHTPOIIO SIKOCTi), abo BnacHWka
macTep-danna Ha A®l, abo noctayansbHuka
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTY, L0 3aCTOCOBYHTLCS Y BUPOOHULTBI
A (AKLLO 3a3HAYEHO Y AOCLE Ha NiKapCbKnii
3acib) 3a BiacyTHOCTI cepTudbikata BignoBigHOCTI
€BponeickKii thapMakonei y 3aTBepaKeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3Ha4YeHo Y AOCbE). 3MiHa
Ha3BM BUpPOOHWMKa, BiANOBIAanbsHOro 3a KOHTPOrb
akocti A®I Novartis Integrated Services Limited
— International Service Laboratory Ha SGS
International Service Laboratory (ISL) Limited,
TakoX A0 agpecu BUPOoGHMKa Ans BinbLlu TOYHOT
ineHTudikauii fogaHo NoWToBWMIA iHAeKC. 3MiH y
npoueci BUpobHULTBA, KOHTPOri sikocTi abo
iHLUMX 3MiH L0 MOXYTb MOBMMMBATU Ha SKICTb
Al He Bigbynocb. [itova pegakuis: Current
manufacturing sites 5002176_SM_A_S21_968
(version 1.0) Sites/ Address/ DUNS Novartis
Integrated Services Limited — International
Service Laboratory, Ringaskiddy Co. Cork
Ireland MponoHoBaHa pepakuis: Proposed
manufacturing sites 5002176_SM_A_S21_968
(version 2.0) Sites/ Address/ DUNS SGS
International Service Laboratory (ISL) Limited,
Ringaskiddy Cork, P43 FR63 Ireland
985785798. BBeaeHHs 3MiH NpoTArom 6-Tu
MicauiB nicnsa 3aTBepaXeHHSA. 3miHu | Tuny -
3MmiHu 3 gkocTi. A®l. BupobHuuTBo. 3miHa
BUPOGHMKa BUXiOHOTO/MPOMiXKHOIO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BUpo6HM4omy npoueci A®I, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxiaHo, Micue
npoBefeHHs KOHTpornto sikocTi) APl (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeicbkii hapmakonei y 3aTBepakeHoMy
[0ChE)(3MiHNM 40 3ax0piB, NOB'A3aHMX 3
KoHTpornem A®I, abo goaoaBaHHA AinNbHULI, Ae
NpPOBOAUTLCS KOHTPOMb/BUNPOBYBaHHS cepii).
[opaBaHHA AinbHWLI fie NPOBOAUTLCA KOHTPOIb
sikocTi APl [logaBaHHsa BMpoGHMka Ampac Fine
Chemicals, El Dorado Hills, CA, USA sik
AiNbHULEO ANS NPOBEAEHHS KOHTPOMIO SIKOCTi
A®Il, a came gns DS (nuwe peHTreHiBcbka
andpakuis). BBegeHHs 3MiH npoTarom 6-Tu
MicsuiB nicns 3atBepakeHHs. 3MiHu | Tuny -
3MmiHn 3 gkocTi. A®l. BupobHuuTtBo. 3MiHa




61 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO
NpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTHLCS Y
BUpo6GHMYOMY npoueci A®I, abo 3miHa
BMpoGHMKa (BKMOYatoum, e HeobxigHo, micue
npoBeaeHHs KoHTponto skocTi) APl (3a

BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeickKii thapMakonei y 3aTBepaKeHoMy
AOCbE)(3MiHM A0 3axodiB, NOB'A3aHNX 3
KoHTponem A®I, abo goaaBaHHA AinbHULI, Ae
NPOBOANTLCSI KOHTPOSL/BUNPOBYBaHHS cepii).
[opaBaHHA AiNbHWLI e NpOBOAUTLCHA KOHTPOIb
akocti A®I, a came Intertek Pharmaceutical
Services, 291 Route 22 E Whitehouse, New
Jersey 08888, USA anst BU3Ha4eHHS BMICTY
nanagis Ta cocdaris B NpOMiXKHOMY NPOAYKTi
A12. BBefeHHs1 3MiH NpoTsarom 6-tu micauis
nicns 3ateBepmKeHHs. 3MiHn | Tuny - 3miHu 3
skocTi. A®l. BupobHuuTBO. 3MiHM B NpoLeci
BUpobHMLTBa ADI (He3Ha4Ha 3MiHa y npoLeci
BMpo6HMUTBa ADI). HesHayHa 3miHa y npoueci
BMpobHMuTBa ADL. 3MiHa TemnepaTypu Mix
npouecamm MBR i S22 Big «15-25°C» fo «<
20°C» nig yac BMpobHMUTBa crionykn AB.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
AO®I. BUpobHMLTBO. 3MiHK B Npoueci
BUpoGHMUTBa AD| (He3Ha4Ha 3MiHa y npoueci
BMpo6HMUTBa ADI). HeaHayHa 3MmiHa y npoueci
BUpobHMUTBa ADI, OHOBMEHHS LiNbOBOrO
Buxogy cnonyku A3 (3B/3C) i3 «LlinboBuin Buxia:
npu6n. 95% TeopeTUYHO Ha OCHOBI KiNbKOCTI
BUKopucTaHoi cnonykn A1y go «LinboBuii Buxia:
80-100% TeopeTn4YHO Ha OCHOBI KiNbKOCTI
crnonyku A1». BBegeHHs 3MiH NpoTaroM 6-tu
MicauiB nicnsa 3aTBepAXeHH:A. 3MiHu | Tuny -
3miHu 3 akocTi. A®l. BupobHunuTBO. 3MiHN B
npoteci BUpobHmuTBa AD| (He3HauHa 3miHa y
npoteci BupobHuuTea AdI).
HesHauHa 3miHa y npoueci BupobHuutea AdI,
OHOBJIEHHS LiNbOBOro BUXOAY cnonyku A6
(3B/3C) i3 «LinboBuit Buxig: 218 kr, npn6n.80-
85% Big TEOPETUYHOro Ha OCHOBI KiNTbKOCTI
BUKopucTaHoi cnonyku A1» go «LinboBui Buxia:
218 kr, npnbn. 75-90 % Big TEOPETUYHOro Ha
OCHOBI KinbKocTi cnonyku A1». BBegeHHs 3MiH
NPOTArom 6-T1 MicALIB NiCNS 3aTBEPOXKEHHS.
3miHu | TUnYy - 3miHm 3 akocTi. API.
BupobHuuTtBo. 3MiHM B npoLieci BUpobHuuTBa
AQ®I| (He3HauHa 3MiHa y npoLeci BUpobHULTBA
A®I). HesHauyHa 3miHa y npoLueci BupobHuuTBa
AQDI, OHOBMEHHS LiNboBOro Buxoay cnonyku A9




Ne

62 [TponoBkeHHs noaarka 3
Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(3C) i3 «LlinboBuii Buxia: npundn. 45-49%
BigHOBNEeHHs cnonykn A9» o «LlinboBui Buxia

80-95%». BBeeHHs 3MiH NnpoTsirom 6-Tu Micsuis

BUXiQHOrO/MPOMIDKHOTO NPOAyKTy/peareHTy, Lo

npubn. 45-52% BigHoBneHHs crionyku A9».
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
A®I. BUpobHMLTBO. 3MiHK B NpoLeci
BUpobHMLTBa ADI (He3HayHa 3MiHa y nNpoLeci
BMpOGHMLTBa API).
HesHauHa 3miHa y npoueci BupobHuutea AdI,
OHOBINEHHSI MOMnbHOro AianasoHa anst BF3<Et20
npu oTpumanHi cnonyku A11 i3 «112 kr (789
Monb) (552-2520 monb) TpudpTopmua 6opy
nieTunetepaTtHoro komnnekcy (BF3Et20)» oo
«93 kr (658monb) (439-877 monb) TpudTOopUA
6opy gieTunetepartHoro komnnekcy (BF3Et20)».
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBepAKeHHA. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
A®I. BUpobHMLTBO. 3MiHKN B NpoLeci
BUpobHMLTBa ADI (He3Ha4Ha 3MiHa y npoLeci
BMpo6HMUTBa ADI). HesHayHa 3miHa y npoueci
BUpobHMUTBa ADI, OHOBMEHHS LiNbOBOrO
Buxoay cronyku A3 (3B/3C) i3 «LlinboBuin Buxig;:
npubn. 95% TeopeTYHO Ha OCHOBI KiNbKOCTI
BUKopucTaHoi cnonyku A1» go «Linsosui Buxia:
80-100% TeopeTn4HO Ha OCHOBI KiNbKOCTI
cnonyku A1». BBeAeHHs 3MiH NpoTarom 6-tn
MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3miHu 3 skocTi. A®l. BupobHuLTBO. 3MiHN B
npoueci BUpobHuuTea AP| (HesHayHa 3miHa y
npoueci BupobHmuTea Adl). HeaHayHa 3miHa y
npoueci BupobHmuTea AdI, a came kopekuis
LinboBoro BmMxoay Ans cnonyku A12 i3 «Ha
ocHoBi A11» Ha «Ha ocHOBI A9» Ta KopekLii
BignosigHoro Aiana3oHa Baru 3 «Llinbosun
Buxig: npnbn. 50—100 kr 3anexHo Big, KiNbKOCTi
BuKopucTaHoi cnonykm A11. Linbosun % Buxoa
ctaHoBUTb 80-95%» Ha «LlinboBui Buxia:
npubn. 50—125 kr 3anexHo BiA KiNbKOCTi
BuKopucTaHoi cnonykm A9 LlinsoBuii % Buxop —

nicns 3aTBepaXeHHs. 3MiHn Il Tuny - 3miHn 3
skocTi. A®l. BupobHuuTBo. 3miHa BUpobHuka

BUKOPUCTOBYHOTBCS Y BUPOBHMYOMY MpoLIECi
A, abo 3miHa BUpoOHMKa (BKMOYatoum, ae

HeobXxigHO, MicLie NPOBEAEHHSI KOHTPOIO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BiANoBIAHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
[0Cbe)(BBEAEHHS HOBOTO BMpoGHUMKa AdI, konu

He nogaeTbcs Mactep-cann Ha API Ta wo

B/Marae 3Ha4yHoi 3MiHM 40 BiANOBIAHOIO po3giny
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nocke Ha AI).

HopaBaHHs BUpobHuka Ampac Fine Chemicals,
LLC., USA gnsa etanis BupobHuutea Ad®I
«OCTaTo4YHa nepekpucTanisauiga NPOMIXXHOro
HeouYMLLEHOTO PYKCONITUHIO dhocdaTy» Ta
«MPOCIitOBaHHsI», sIKi 3apa3 BUKOHYIOTLCS A1
npouecy 3B/3C BupobHukamu Novartis
Ringaskiddy Ltd., Ipnangis Ta Novartis Pharma
Stein AG, LLeewuapis, BignosigHo. Llei
BMPOGHMYMIA NPOLIEC, B SKOMY MOBHUIA LUK
BMPOBHMLUTBA 3ficHIoE BUpobHMK Ampac Fine
Chemicals, LLC., USA, npeactaBneHo sik
npouec 4, k1A MOXHa BBaXaTu PO3LUMPEHUM
npouecom 3B/3C. BunyyeHHs BupobHuka
Novartis Pharma AG, Switzerland 3
nponoHoBaHoi peaakuis MKA N3, ockinbku
aKTMYHO He BUKOHYE (PYHKLN BUpOBHMLTBA
abo Bunycky cepii ADI, BKIOYEHHST 0O
nonepeaHboi Bepcii 6yno noMunkoBum, i horo
BiJCYTHICTb Y NPONOHOBAHIN pefakuii €
penakuinHMM yTouHeHHsIM.BBegeHHA 3MiH
NpoTSAromM 6-Tu MicsaUiB Nicnsa 3aTBEPAXEHHS.

97.

IOKAKABI

Tabnetku no 20 wmr;
no 14 tabnetoky
6nicTepi; no 4
onictepu y kopobui
i3 KapTOHy
nakyBanbHOro

HoBapric
dapma Al

LLiseninapisa

BupobHuuTBo,
KOHTPOIb AKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepil:
HoBaprtic ®apma
LWTenH AT,
LLisenuapis;
KoHTponb sKocTi 3a
BUHATKOM
BM3HAYEHHS
MikpobionoriyHoi
YUCTOTK:
dapmaHanituka CA,
LLiBenuapis

LLiBeviLapis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHS AiANbHOCTI BUPOOHMKA
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
npoBeAeHHs1 KOHTPOIO AKOCTi), abo BNacHuka
macTep-canina Ha A®Il, abo nocTadanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOOHULITBI
A (AKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKnii
3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y Aocbe). 3MiHa
Ha3Bwu BUpOBHMKa, BiANOBIAANbLHOMO 3a KOHTPOb
sikocTi A®I Novartis Integrated Services Limited
— International Service Laboratory Ha SGS
International Service Laboratory (ISL) Limited,
TakoX 40 agpecy BUpobHMKa Ans BinbLu TOYHOI
ideHT1dikauil fogaHo NOWTOBUI iHAEKC. 3MiH Y
npoteci BUPOGHMLTBA, KOHTPONi siKOCTi abo
iHLIMX 3MiH L0 MOXYTb MOBMMBATU Ha SKICTb
ADI He Bigbynocw. [itoya pepakuisi: Current
manufacturing sites 5002176_SM_A_S21_968
(version 1.0) Sites/ Address/ DUNS Novartis
Integrated Services Limited — International
Service Laboratory, Ringaskiddy Co. Cork
Ireland MponoHoBaHa pegakuisi: Proposed
manufacturing sites 5002176_SM_A_S21 968

3a
peuenmom

UA/13456/01/03
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64
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(version 2.0) Sites/ Address/ DUNS SGS

International Service Laboratory (ISL) Limited,
Ringaskiddy Cork, P43 FR63 Ireland
985785798. BBeaeHHs1 3MiH NpoTArom 6-Tu
MicauiB nicnsa 3aTBepaAXeHHs. 3miHun | Tuny -
3MiHn 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpoGHMYOMY npoueci A®I, abo 3miHa
BMpoGHMKa (BKMOYatoum, e HeobxigHo, micue
npoBefeHHs KoHTpornto skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeiickKii hapmMakonei y 3aTBepaKeHoMy
[0CbE)(3MiHNM OO0 3ax0fiB, NOB'A3aHMX 3
koHTponem A®I, abo goaaBaHHA AinbHULI, Ae
NPOBOANTLCSI KOHTPONL/BUNPOBYBaHHS cepii).
[opaBaHHA AiNbHWLI e NPOBOAUTLCHA KOHTPOIb
sikocTi APl [logaBaHHsa BMpoGHMKka Ampac Fine
Chemicals, El Dorado Hills, CA, USA sk
OiNbHULO ANsi NPOBEAEHHS KOHTPOIO AKOCTI
A®l, a came gns DS (nuwe peHTreHiscbka
aundpakuis). BBegeHHst 3mMiH npoTarom 6-tu
MicauiB Micnsa 3aTBepAXeHH:A. 3MiHu | Tuny -
3MmiHu 3 gkocTi. A®l. BupobHuuTBo. 3miHa
BUPOGHMKa BUXiOHOTO/MPOMiXKHOIO
NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHM4oMy npoueci A®l, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxiaHo, Micue
npoBefeHHs KOHTpornto skocTi) APl (3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
[OChE)(3MiHN OO0 3ax0fiB, NOB'A3aHMX 3
koHTpornem A®l, abo AogaBaHHA AinbHUUI, Ae
NpOBOANTLCS KOHTPOMbL/BUNPOBYBaHHS cepii).
[opaBaHHA AinbHWLI fie NPOBOAUTLCHA KOHTPOIb
sikocTi A®I, a came Intertek Pharmaceutical
Services, 291 Route 22 E Whitehouse, New
Jersey 08888, USA onsi BU3Ha4YeHHS BMICTY
nanagis Ta pocdatis B NPOMIKHOMY NPOAYKTi
A12. BBegeHHs 3MiH npoTaroM 6-Tu micauis
nicns 3aTBepaXeHHs. 3MiHu | Tuny - 3miHu 3
skocTi. A®l. BupobHuuTBO. 3MiHM B NpoLeci
BUpoGHMUTBa AD| (He3Ha4Ha 3MiHa y npoueci
BMpOo6HMUTBa ADI). HeaHayHa 3miHa y npoueci
BMpOoGHMLUTBa ADI. 3miHa TemnepaTypu Mix
npouecamu MBR i S22 Big «15-25°C» fo «<
20°C» nig, 4yac BMpoOHULITBa crionyku AB.
BBeneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
A®I. BUpobHMLTBO. 3MiHW B NpoLECi

BUpo6HMUTBa ADI (He3HayHa 3MiHa y npoueci
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65
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BMpobHMuTBa API). HesHauyHa 3miHa y npoueci
BMPOGHMLUTBa ADI, OHOBEHHS LiiNbOBOrO

Buxogy cnonyku A3 (3B/3C) i3 «LlinboBuin Buxia:
npubn. 95% TeopeTUYHO Ha OCHOBI KiNbKOCTi
BUKopucTaHoi cnonyku A1y go «LinboBuii Buxia:
80-100% TeopeTn4HO Ha OCHOBI KiMbKOCTI
crnonyku A1». BBegeHHs1 3MiH NpoTarom 6-tu
MicauiB nicnsa 3atBepaXeHHs. 3miHun | Tuny -
3MiHu 3 akocTi. A®Pl. BupobHuuTBO. 3MiHM B
npoveci BupobHuuTea AP| (HeaHayHa 3MiHa y
npoteci BupobHuuTea AdI).
HesHauHa 3miHa y npoueci BupobHuutea AdI,
OHOBJEHHS LiNbOBOro BMXoay cnonyku A6
(3B/3C) i3 «UinboBuit Buxig: 218 kr, npn6n.80-
85% Big TEOPETUYHOro Ha OCHOBI KiNbKOCTI
BUKOpUCTaHoi cnonykmn A1» oo «LlinboBui Buxia:
218 kr, npnbn. 75-90 % Big TEOPETUYHOro Ha
OCHOBI KinbkocTi cnonyku A1l». BeegeHHS 3MiH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXKEHHS.
3MmiHu | TUnY - 3miHm 3 akocTi. API.
Bupo6HMLTBO. 3MiHM B Npoueci BUPOOHNLITBA
A®I (HesHayHa 3MiHa y npoueci BUpOOHULITBA
A®I). HesHayHa 3miHa y npoueci BUpobHuuTBa
A®Il, oHOBMEHHS LiNbOBOro Buxoay crnonyku A9
(3C) i3 «UinboBuii BMXig: npuon. 45-49%
BigHOBNEHHSA crnonykn A9» o «LlinboBun Buxia:
npunbn. 45-52% sigHoBneHHs cnonyku A9».
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
A®I. BupobHuuTBOo. 3MiHM B NpoLeci
BUpoGHMUTBa AD| (He3Ha4Ha 3MiHa y npoueci
BuUpobHuUTBa AdI).
HesHayHa 3MmiHa y npoueci BupobHuutea AdI,
OHOBIEHHSI MOMnbHOro AianasoHa ans BF3<Et20
npu oTpumanHi cnonyku A11 i3 «112 kr (789
Monb) (552-2520 monb) TpudTopua 6opy
pieTunetepatHoro komnnekcy (BF3Et20)» oo
«93 kr (658monb) (439-877 monb) TpudTOPUA
6opy gietunetepartHoro komnnekcy (BF3Et20)».
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
A®|. BupobHuuTteo. 3MiHM B npoueci
BUpoGHMUTBa AD| (He3Ha4Ha 3MiHa y npoueci
BMpOo6HMUTBa ADI). HeaHayHa 3miHa y npoueci
BUpobHMUTBa ADI, OHOBMNEHHS LiNbOBOrO
Buxogy cnonyku A3 (3B/3C) i3 «LlinboBuin Buxia:
npu6n. 95% TeopeTUYHO Ha OCHOBI KiNbKOCTi

80-100% TeopeTn4HO Ha OCHOBI KiNbKOCTi
crnonyku A1». BBegeHHs1 3MiH NpoTarom 6-tu

BUKOpMCcTaHoi cnonyku A1» go «LlinboBuin Buxia:

MicsauiB nicns 3atBepmkeHHs. 3Mibu | Tuny -
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Homep
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3MiHu 3 akocTi. A®Pl. BupobHuuTBO. 3MiHM B
npoueci BupobHuutea A®| (HeaHavHa 3MiHa y
npoueci BupobHuutea A®l). HesHayHa 3miHa y

npoueci BupobHuutea A®l, a came kopekLuis

LinboBoro Bmuxody Ans cnonyku A12 i3 «Ha

ocHoBi A11» Ha «Ha ocHOBI A9» Ta KopekLii

BiANOBIgHOrO AianasoHa Baru 3 «LinboBui
BuXig: npmn6n. 50—100 kr 3anexHo Bif KifbKOCTi

BuKopucTaHoi cnonykn A11. Liinbosuin % Buxoa
cTaHoBUTb 80-95%» Ha «LlinboBuin BuXia:
npubn. 50-125 kr 3anexHo Big KiNbKoCTi
BuKopucTaHoi cnonyku A9 LlinboBuii % Buxog —
80-95%». BBeaeHHs 3aMiH NpoTArom 6-Tu MicsiLiB
nicns 3aTBepaXeHHs. 3MiHn Il Tuny - 3miHn 3
sikocTi. A®l. BupoGHMLTBO. 3MiHa BUPOGHWMKa
BMXiAHOro/NPOMI>XKHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTBLCS Y BUPOGHMYOMY NpoLeci
A®l, abo 3miHa BMpOGHWMKa (BKNoYarouu, ae
HeobXxigHO, MicLe NpoBeAeHHS! KOHTPOIKO SIKOCTi)
AQI (3a BiacyTHOCTI cepTudikaTta BiANOBIAHOCTI
€BponeiickKii hapmMakonei y 3aTBepaKeHoMy
nocbe)(BBeAeHHs HoBoro BMpobHuka Adl, konu

He nogaeTbcs Mmactep-cann Ha API Ta wo

BMMarae 3Ha4Hoi 3MiH1 40 BiANOBIAHOMO po3Ainy
pocbe Ha ADI).

[opnaBaHHs BupobHuka Ampac Fine Chemicals,
LLC., USA ans etanis Bupo6HmuTBa AdI
«OCTaTo4Ha nepekpucTanisauis IPOMIKHOIo
HEOUULLLEHOrO PYKCONITUHIO docdaTy» Ta
«MPOCitoBaHHS», siKi 3apa3 BUKOHYHOTbCS AN
npouecy 3B/3C BupobHvkamn Novartis
Ringaskiddy Ltd., Ipnangis Ta Novartis Pharma
Stein AG, LUsenuapis, BignosigHo. Llen
BMPOGHMYMIA NpoLIeC, B SKOMY MOBHUIA LUK
BMPOBHMLTBA 3fiicHIoE BUpoBHWK Ampac Fine
Chemicals, LLC., USA, npeacrasneHo sk
npouec 4, kUi MOXHa BBaXaTu PO3LUMPEHUM
npouecom 3B/3C. BunyyeHHs BupobHuka
Novartis Pharma AG, Switzerland 3
nponoHoBaHoi peaakuis MKA J13, ockinbku
aKTMYHO He BUKOHYE (PYHKLi BUPOBOHMLTBA
abo Bunycky cepii A®I, BkNoYeHHst oo
nonepeaHboi Bepcii 6yno noMUnkoBuM, i horo
BiJCYTHICTb Y NPONOHOBaHI pefakLii €
penakuinHiM yTOYHEHHSIM. BBeieHHS 3MiH
NpoTArom 6-T1 MicsLIB NiCNs 3aTBEPAXKEHHS.

98.

ANKNO®EHA
K HATPIIO

PO34MH ANs iH'eKLin
2,5%, no 3 mn B
amnyni; no 5 amnyn
y BnicTepi; no 1, 2,
3, 4 abo 20

AT
"Ny6Hnap
"

YkpaiHa

AT "INy6Hndapm"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3miHK)

OHOBMEHO TEKCT MapKyBaHHSA NEPBUHHOI Ta

3a
peuernmom

He
nidnsieae

UA/5713/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
6nicTepiB y nayui 3 BTOPWHHOI YNakoBKW NMikapcbkoro 3acoby;
KapTOHY; BUIy4€HO iH(OPMaLito, 3a3Ha4YeHy POCINCHKO
no 3 mn B amnyni; MOBOI0. TepMiH BBEAEHHSI 3MiH - NPOTAroM 6
no 5 abo 10 amnyny MicauiB nicns saatBepakeHHs. 3MiHu | Tuny -
nauui 3 KapToHy 3 3MiHu 3 AKocTi. [oToBMIA Nikapcbkuii 3acio.
KapTOHHUMMU CucTema KoHTenHep/3akynoptoBanbHUiA 3acio.
neperopogkamu 3MiHa po3Mipy ynakoBKW rOTOBOTO NikapCbKoro
3acoby (3miHa KinbKOCTi 0AMHULL (Hanpuknag,
TabneTok, amnyn TOLLO) B ynakoBLi:) - 3miHa y
Jiana3oHi 3aTBepAXEHMX PO3MIpPIB YNaKOBKY -
[opaBaHHs 4OOATKOBOro BMAY YNakoBku — 5
amnyn y 6nictepi 3 nnisku, no 3 abo 4 6nictepu
B Mayli 3 KapTOHY: 3MiHN BHECEHI B iHCTPYKLLi1O
ONst MEAMYHOrO 3aCTOCYBaHHS MikapCbKoro
3acoby B po3ain "YnakoBka" y 3B'A3Ky 3
BBEAEHHSAM JOAATKOBOIO PO3Mipy ynakoBKu Ta
AK HacCrnigoK 3aTBepAXKEHHSA TEKCTY MapKyBaHHS
[04aTKOBOI yYNakoBKM JikapCbKoro 3acofy.
TepMmiH BBEAEHHS 3MiH - NpOTArom 6 micauis
nicns 3aTBEpAXEHHS.
99. | AMMETUHAE | nopouok AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: - UA/13518/01/01
HY MANEAT (cybeTaHuin) y "®dapmak” 3Minn | TMny - 3miHun 3 sikocTi. CepTudikaT
B6aHkax BignosigHocTi/E-cepTudikaTt BignoBigHOCTI
nonietuneHosunx abo €Bponevicbkint dapmakonei/MmoHorpadii. 3miHu,
Y MilLKkax nogsiviHNX NnoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
nonieTuneHoBmxX BigNoBigHICTb 40 MoHorpadii APY abo
Ans BupobHuuTBa €Bponeicbkoi hapmakonei, abo iHwoi
HecTepUnbHUX HauioHanbHoi dpapmakonei gepxasu €C (iHwi
nikapcbknx hopm 3MiHn). 3MiHM fo cneuudikauii Ta meToais
KoHTponto A®| 3a nokasHukamu «CynpoBigHi
JoMiwkuy» Ta «uTome onTnyHe obepTaHHs» y
3B’A3KY 3 MPUBEAEHHSIM 4O BUMOT €BPONENChKOT
chapmakonei.
100. | AUCOIb pPO34MH Ans iHAY3in; MpusaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis: 3a UA/11875/01/01
no 400 mny aKujioHepHe akKujioHepHe 3miHu | TUNYy - 3miHm 3 akocTi. CepTudikar peuenmom
nnswkax TOBapuCTBO TOBapuCTBO BignosigHocTi/lE-cepTudikat BignosigHoOCTI
"IHdy3ia" "lHcpy3ia” €Bponevicbkint apmakonei/MmoHorpadii.

MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHocCTi EBponenchkii hapmakonei: ans
A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI ADI; ons
[OMOMIXXHOT peqoBuHU (cepTudikar
BignoBigHocTi EBponeicbkiii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKEHOro
BMpO6GHWKa - lMoaaHHa oHoBREeHoro cepTudikarta
BignoBigHocTi EBponeicbkii hapmakonei R1-
CEP 2008-105-Rev 02 (3atBepmxeHo: R1-CEP
2008-105-Rev 01) gns [itoyoi peyouHn HaTtpito
xrnopwva Big 3aTBepaeHoro BupobHka DANSK
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SALT A/S, Denmark. 3miHa Bigbynachb, y 3B'3ky
3i a3miHoto BnacHwuka (Name of Holder) CEP 3
Dansk Salt A/S Ha Mariager Salt Specialties A/S,
BUPOBHMYA AinbHULSA, agpeca Ta yCi BUPOOHMYI
onepadii 3anuLalTbCst HeaMiHHUMK. [itova
penakuis: CEP Ne R1-CEP 2008-105-Rev 01
MKA N3 CKIMNAQL Hatpito xnopug,

(Dansk Salt A/S, [laHis) MponoHoBaHa pepakuis:
CEP Ne R1-CEP 2008-105-Rev 02 MKA 13
CKINAL Hatpito xnopug (Dansk Salt A/S, daHia*)
* BiANOBIAANbHUI 3a NaKyBaHHA Ta BUNYCK cepil
- Mariager Salt Specialties A/S, JaHis

101.

OIA®OPMIH®

TabneTkn, BKpUTI
NniBKOBOKO
ob6onoHkoto, no 1000
mr; no 10 TabneTok
y 6nictepi; no 3 abo
6 GnictepiB y nayui 3
KapToHy

AT
"®apmak”

Ykpaina

AT "dapmak”
(nakyBaHHs i3
copmm «in bulk»
hipMu-BnpobHMKa
FOCB lMpansit
Nimiten, IHais)

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tvny - 3MiHn Wwopo
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKil XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MELMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OLjiHKM 3BITY 3 AOCMiIKEHb, MPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX JOChioXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOBaXXeHUM opraHom) 3MiH1 BHECEHO [0
IHCTPYKUiT ANSt MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby ao posginy "OcobnueocTi
3acTocyBaHHA" BiANOBIAHO O OHOBMEHOI
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHSA Aito4oi
peyoBUHU. TepMiH BBeAEHHS 3MiH MPOTAroMm 6
MiCsILiB Micnsi 3aTBEPAKEHHSA

3a
peuenmom

He
nidnsieae

UA/11857/02/01

102.

AOIEMOHO®

TabneTku, BKPUTI
NniBKOBOO
oboroHKot, 2 Mr; no
28 TabneTtok y
6nicTepi; no 1 abo
no 3, abo no 6
GnicTepiB y navui

TOB «MIBE
YKPATHA»

YkpaiHa

Mibe Mmb6X
ApuHanmiTTens

Himeyumna

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa y
NEepPBUHHIN yNakoBLi FOTOBOrO NikapCbKoro
3acoly (sKicHWI Ta KinbKicHWIA cknag) - Teepai
nikapcbki opmu - oHOBREHHs p. 3.2.P.7.
CuncTtema KoHTeHep/ 3akynoptoBanbHUiA 3acib, a
came 3asiBHVK [O0Aa€ NOCUIaHHS Ha Te, Lo
XOAEeH 3 MaTepianis, siki BUKOPUCTOBYIOTbCSA AN
NepBMHHOrO NaKyBaHHS, He MICTUTb
nitrocellulose, ockinbkn B gesiknx 3actapinmx
3asBax nocravyasnbHUKIB 3a3Ha4eHo, Lo
nitrocellulose BUKOPUCTOBYETLCA SIK I'PYHT ANs
apykapcbkoi dapbu. AntomiHieBa donbra 3
HITPOLIENtoNo3010 BXe AaBHO He
BUKOpUCTOBYETLCS. Kpim Toro, 6yno BunyyeHo
MOXIMBICTb BUKOPUCTOBYBATU arntoMiHiEBY
donbry, HaapykoBaHy 3 060x GOKiB.

3a
peuenmom

UA/18286/01/01
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3anuwmnucs Tinbku antoMiHieBi onbru,
HaApyKoBaHi Ha 30BHiLLHi CTOPOHI. B pamkax
LMX 3MiH OHOBSIEHI OKpPEMIi YaCTUHU
copmyntoBaHb Ta hopmat BCbOro po3ainy
3.2.P.7., BHeCeHi peaakuiviHi 3MiHN.
MpeacTaeneHHs cneundikaLiin AntomiHieBol
donbru nepesBeaeHo B TabnuyHy dopmy, ane
3anuvwunocst 6e3 3MiH. 3miHu | Tuny - 3miHn 3
skocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
nocTayarnbHvKa nakyBanbHUX martepianis abo
KOMMMEKTYHUMX (SIKLLO 3a3HaYeHO B JOCHE)
(BUNYYEHHS NoCTayYanbHUKa) - OHOBIIEHHS P.
3.2.P.7. Cuctema KoHTelrHep/ 3aKyrnoptoBanbHUi
3acib, a caMme BWUy4eHo BCi NOCUNaHHS Ha
Ha3BW Pi3HNX BUPOBHWMKIB NEPBUHHOI YNAKOBKH,
3a BMHATKOM HasB, 3a3Ha4yeHux y exemplary
technical documentation.

103.

AIMETPIO

TabneTkn, BKpUTI
NMiBKOBOO
060roHKO0, M0 2 Mr;
no 14 tabnetok B
6nictepi, no 2
Gnictepu B
KapTOHHiI kopobui

AT "Apamep
dapma”

MNonbla

BUPOGHMLTBO "in
bulk", nakyBaHHs Ta
KOHTpPOIb cepii:
XaynT ®apma
MioHcTep mb6X,
HimeuumnHa;
BUPOGHMK,
BiAnoBiganbHWN 3a
BUMYCK cepii:
AT "Apamvep
Papma", MNonbLa

Himeuuunna/
Monbwa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHM Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHN BHECEHO B TEKCT
MapKyBaHHsi BTOPUHHOI YMaKOBKM MiKapCbKoro
3acoby y NyHKT 12.

3a
peuenmom

UA/18266/01/01

104.

OIOKOP 160

TabneTku, BKpUTI
NniBKOBOO
o6oroHkKoto, Mo 160
mr/12,5 mr; no 10
TabneTok B bricTepi;
no 1, no 3, no 4 abo
no 9 Gnictepis y
naJui 3 KapToHy

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"”

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MinHn | Tuny - 3MiHM Wwopo
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
ME[MNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL|iHKM 3BITY 3 AoCHigKeHb, NpOBeaeHUX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX JOCNioKEeHb
(PIP) (3MiHy y3rogXeHO 3 KOMNETEHTHUM
YNOBHOBa)X€HUM OPraHoM)
3MiHN BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHGhopMmaLlii 3 6e3neku
Jitoyoi pevyoBUHU (BancapTaHy) 3rigHo 3
pekomeHaauismm PRAC (eCTD Bepcisi 0005).

3a
peuenmom

He
nidnsieae

UA/8318/01/01

105.

OIOKOP 80

TabneTtkn, BKpUTI

NnNiBKOBOKO

TOB
"ACIHO

YkpaiHa

TOB "dapma Ctapt”

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MiHu | Tvny - 3MiHm Wwono

3a
peuenmom

He

nidnsieae

UA/8318/01/02




70 [TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep

n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o

3acoby ynakoeka) noceio4yeHHs1
o6onoHkoto, no 80 YKPAIHA" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr/12,5 mr; no 10 3MiHa y KOPOTKil XapakTepucTuLi NikapCbKoro
TabneTtok B 6nicTepi; 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
no 1, no 3, no 4 abo MeOMYHOro 3acToCyBaHHA Ha niacTasi
no 9 Gnictepis y perynsipHO OHOBIOBAHOrO 3BiTY 3 6e3neku
navuji 3 KapToHy nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnspeecTpauiiHuii nepiod, abo sk pedynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BiAMNOBIQHO 0 NNaHy negiatpuyHuX SocnigKeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNEeTEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BiZNOBIgHO [0 OHOBMEHOI iHhopMaLii 3 6e3neku
AitoY0i pevoBuHU (BancapTaHy) 3rigHo 3
pekomeHgauismm PRAC (eCTD Bepcisi 0005).

106. | OONYTEIPA TabneTkn, BKpUTI ToniH IHais JIIOMNIH NIMITEQ IHpia BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/19003/01/01
BIP, NNiBKOBOO NimiTen 3MmiHn | TMny - 3miHK 3 aKocTi. [oToBUIA peuenmom nidnsieae
NAMIBYOUH o6onoHkoto no 50 nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y
TA mr/300 mr/300 mr; no TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
TEHO®OBIP 30 abo 60 TabneTok roTOBOrO NiKapCbKoro 3acoby (36inbLueHHs
OU30MPOKC | y nnactukoBomy TepMiHy NpUAATHOCTI FOTOBOTO MikapCbKOro
un KOHTelrHepi 3 ABOMa 3acoby) - [ins ToproBoi ynakoBku
PYMAPAT nakeTukamu (NiaTBEPAKYETLCS JAHMMUN peanbHOro vacy) -

TABJNETKA BOJIOronornMHaya; 36inbLUeHHs TepMiHY NpuAaTHOCTI FOTOBOIO
50 MI/300 no 90 TabneTok y nikapcbkoro 3acoby Ha OCHOBI faHUX
MI/300 MI nnacTMKoBoMy cTabinbHocTi: 3aTBepakeHo: TepmiH
KOHTelnHepi 3 npuaaTHocTi 2 poku. 3anponoHoBaHo: TepMiH
TpbOMa nakeTukamun npuaaTHocTi 3 poku. 3MiHM BHECEHO B po34in
BOJIOronornmHaya "TepMiH npuaaTHOCTI" B iHCTPYKUilo ANs
MELMYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuin 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
PO3Mipy YNakoBKU rOTOBOIO MikapcbKoro 3acoby
(BUMYYEHHS YNakoBKy NEBHOMO Po3Mipy) -
BUNyYeHHs ynakoBku no 180 TabneTok y
NnacTUKOBOMY KOHTeNHepi. 3MiHN BHECEHO B
po3ain "YnakoBka" B iHCTPYKLUilO Ansi MeANYHOro
3aCTOCYBaHHS! Y 3B'sI3Ky 3 BUITyYEHHSIM NEBHOIO
PO3Mipy YNakoBKU, K HACNILOK - BUNYYEHHS
TEKCTY MapKyBaHHS Bi4NOBIAHOI YNaKoBKN.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicnsa
3aTBEPAKEHHS
107. | OOHA® PO34MH Ans iH'eKuin; BiaTpic Himevuunna Bionorivi ITanis ITania BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/4178/01/01
no 2 mn B amnyni A Xenckea TNa6opaTopis C.p.J1. 3miHa 3asBHuka 13 (MIBI) (BnacHuka peuenmom | nidnsizae
B KOMMMEeKTi 3 1 Mn m6X peecTpaLiiHOro NOCBiAYeHHs) (3rigHO Hakasy

PO34MHHIMKA

MOS Big 23.07.2015 Ne 460). BBegeHHs 3MiH
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

(mieTaHonamiH, Boga
Ans iH'ekuin) B
amnyni B; no 6
amnyn A Ta 6 amnyn
By dytnspi; no 1
dyTnsApy B kKopobui 3
KapToHY

nNpoTArom 12-Tn MicsiLiB Micnsi 3aTBEPOXKEHHS.
3MiHn | Tvny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHux
npo cuctemy dapmakoHarnagy (BBeAeHHs
y3aranbHeHNX AaHuX Npo cUcTemy
chapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
thapmMakoHarnagy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iIMCHEHHA
dapmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiANOBIgAnNbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-taina cuctemm
dapmakoHarnsgy).
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnag.
3MiHa Micue3HaxomkeHHs MacTep-canna
cuctemn hapmakoHarnagy. 3miHa micus
30iMCHEeHHS OCHOBHOI OisiNbHOCTI 3
dapmakoHarnagy. 3miHu | Tuny -
AaminicTpaTuBHi 3miHW. 3miHa Ha3Bu ADI abo
OOMOMDKHOT pevoBuHW. MpuBeaeHHs Ha3su AdI
y BiANOBIAHICTb 4O OAHONMEHHOI MOHOrpadii
€ponevicbkoi ®apmakonei. [itova pegakuis:
KpuctaniyHum rmokosaminy cynbdar.
[MponoHoBaHa pepakuis: MokosamiHy cynbdat
HaTpito xnopvg
3MiHM BHECEHO B iHCTPYKLIito ANt MEAUYHOrO
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
«Cknaa» (piroya peyoBrHa) 3 BiANOBIAHNUMMN
3MiHamMu B TEKCTi MapKyBaHHS nikapCcbKoro
3acoby. BBegeHHst 3MiH npoTarom 12-Tu micsuis
nicns 3aTBepaXeHHs. 3MiHn | Tuny -
AamiHicTpaTvBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLsl NPOBaXXEHHsI OisNbHOCTI
BMPOGHVKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMYao4mM ginbHUL BUNYycKy cepii abo
MicLie NPOBEAEHHS KOHTPOMIO SIKOCTI.
(BisnbHiCTb, 3a AKy BignoBinae
BMPOGHMK/iIMNOpTEp, BKIOYaKYM BUMYCK CEpil).
MpuBeaeHHst anpecu BUpobHUKa roToBOro
nikapcbkoro 3acoby, BKIOYaun AinbHULI0
BUWMYCKy cepii, y BiANOBIAHICTb A0 agpecu
BUPOGHWMKa, BKa3aHoI y YMHHOMY cepTudikaTi
GMP. 3MiHM BHECEHO B iHCTPYKLiO s
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3gin «Micue3HaxomKeHHs1 BUPOOHMKa Ta
agpeca Micusi NPOBaPKEHHS MOro OisiNbHOCTI» 3
BiANOBIgHVMM 3MiHAMW Y TEKCTi MapKyBaHHs




72

[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
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yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

yNakoBKM Nikapcbkoro 3acoby. BeeaeHHst 3amiH
npoTArom 12-Tv MiCsILiB MiCNsi 3aTBEPOXKEHHS.
3MinHun | TMny - 3MiHKM Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHN BHECEHO B iHCTPYKLiO ANS
MELNYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby
Ta y TeKCT MapKyBaHHS yNaKoBKM NikapCbKoro
3acoby oo AoAaBaHHS HaiMEHYBaHHS Ta
MicLie3Haxo4)KeHHs 3asiBHMKa. TakoX BHECEHO
3MiHWN B TEKCT MapKyBaHHsI BTOPUHHOI YNaKoBKU
nikapcbKoro 3acoby y nyHKT 16.
BBegeHHst 3MiH npoTarom 12-Tu micauis nicna
3aTBEPOKEHHS.

108.

OOHA®

MOPOLLIOK A5t
OparnbHOro Po3ymHy;
no 20 a6o 30 cawe 3
NMOPOLLKOM B
KapTOHHiIN kopoOLi

BiaTpic
Xenckea
mM6X

Himeyuunna

Pottadpapm Jita.

Ipnangis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHa 3asiBHuKa J13 (MIBIT) (BnacHuka
peecTpaLiiHOro NocBigYeHHs) (3rigHo Haka3sy
MOS Big 23.07.2015 Ne 460): BBegeHHs 3MiH
npoTsarom 12-Tu MicsuiB Nicnsa 3aTBEPAXKEHHS.
3MinHun | Tuny - 3MiHKM Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsaay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHUx
npo cuctemy apmakoHarnsgy (BBegeHHs
y3aranbHEeHUX AaHux Npo cUcTemy
dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHUka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, AKLWwo BoHa
BiMiHHa Bif, yNOBHOBaXXeHOI ocodu,
BiANoBiganbHOI 3a 3AiIMCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
pO3MilLieHHI MacTep-anna cuctemm
hapmakoHarnsigy)
3MiHa KOHTaKTHMX JaHWUX YNOBHOBaXEHOI 0cobu
3asBHUKA, BiAMNOBIAaNbHOI 3a hapmakoHarnsg.
3miHa Micue3HaxomKeHHs1 macTep-caiina
cucTemMu chapmakoHarnsigy. 3miHa micus
3[iICHEHHS OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy. 3minu | Tuny -
AamiHicTpaTmBHi 3MiHU. 3MiHa Ha3Bu Al abo
[OMOMiXXHOI peqyoBuHM - 3MiHa Ha3su AD| y
BignoBigHocTi Ao MoHorpadii €P. 3miHu
BHECEHO B iHCTPYKLIO Ansi MeanyHoro
3acToCcyBaHHS NikapCcbKoro 3acoby y po3ain
«Cknaa» (girova peyoBMHa) 3 BiAMNOBIAHNUMMN
3MiHamMu B TEKCTi MapKyBaHHS NnikapCbKoro
3acoby. BBeneHHst 3amiH npoTtsarom 12-tu Micsiuis
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW) 3MiHM BHECEHO B IHCTPYKLUIitO Ans
ME[IMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby

3a
peuenmom

He
nidnsieae

UA/0878/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Ta y TEKCT MapKyBaHHS! YNakoBKU Nikapcbkoro
3acoby LWoa0 AoAaBaHHS HaiMEHYBaHHS Ta
MicLie3HaxoMKeHHs 3asiBHMKa. TakoX BHECEHO
3MiHW B TEKCT MapKyBaHHsSi BTOPMHHOI YNaKkoBKu
nikapcbkoro 3acoby y nyHkt 3, 16. BBeaeHHs
3MiH npoTsArom 12-Tu Micauis nicns
3aTBEpPAKEHHS.
109. | APOCNI®EM | TabneTku, BKpUTI TOB «MIBE Ykpaina mibe MMoX HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/15867/01/01
® 20 nniBKOBOKO YKPATHA» ApuHamiTTenb 3MiHn | TMny - 3minHun 3 sikocTi. A®Il. KoHTponb peuernmom

ob6onoHkoto, no 0,02
Mmr/3 mr; no 28
Tabnetok y 6nictepi
(24 akTuBHI
TabneTkn poxeBoro
Koneopy + 4
TabneTkn nnauebo
6iroro konbopy); No
1, abo no 3, abo no
6 Gnictepis B
KapTOHHIN ynakoBLi

A®I (iHWi 3miHW) - BHeceHHs 3MiH 0o
cneumdikauii BXigHoro koHTporio Ad|
ethinylestradiol 3a nokasHukom «Po3mip
4acToK», a caMe KoHconigaLis KpuTepiis
NPUAHATHOCTI ANS BHYTPILUHLOrO MeToay
nasepHoi gudpakuii. fitova pegakuia Particle
size (Laser diffraction, in house method) - 99% <
20 ym - additional for supplier Bayer AG -
Particle size (Laser diffraction according to CEP)
Specification: - 100 % < 15 uym - 99 % < 12.5 ym
©95%<10.0um-50% <3.0ym-<40%<1.3
um MNponoHoBaHa peaakuis Particle size (Laser
diffraction, in house) - 99% < 12.5 ym - 95% <
10.0 ym - 50% < 3.0 ym - £25% < 1.3 ym
3minu | TNy - 3miHm 3 sikocTi. A®l. KoHTponb
A®Il. 3miHa y MeTofax BunpobysaHHsa ADIl abo
BUXiOHOro MaTepiany/npoMixXHoro
NpoAyKTy/peareHTy, O BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTea ADI (iHWi 3MiHK Yy
mMeTofax BUNpobyBaHHSA (BKIMIOYAKOUN 3aMiHy
abo gonoBHeHHs) AP| abo
BVXiLHOro/NpOMiXKHOrO NPOAYKTY) - BHECEHHSsI
3MiH 4O METOAMKM BUNPOByBaHHS BXiAHOIO
koHTponto A®I, a came 3amiHa YMHHOT
npouenypwv nasepHoro AndpakuinHoro aHanisy
(BHYTpILLHIO MeTOANKY BUNPODyBaHb Ha Npunagi
Mastersizer 2000 Ta meToguky BunpobyBaHb
3rigHo 3 CEP) Ha HOBY BHYTPILLHIO npoLleaypy
nasepHoro audpakuinHoro aHanisy Ha npunagi
Mastersizer 3000 gito4oi pevoBuHU
ethinylestradiol ons BusHayeHHs particle size
distribution. Kpim Toro, pegakuinHi amiHn
BHOCSITbCS 40 NyHKTIB 3.2.5.4.1. 12 3.2.5.4.2,
Lo ob6rpyHToBaHo European Medicines Agency
post-authorisation procedural advice for users of
the centralised procedure (EMEA-H-19984/03) B
po3aini 7.4.1. NoBHa cneuudikadis, Wwo
BuMmaraeTbcs Ph.Eur. monograph, Takox
BKITOMEHA B 4OCbE, Ae i He BUcTavano ans
rapmoHisauii posginy 3.2.S.4.1. Y posginax
3.2.5.4.1 Ta 3.2.S.4.2 Ha3By BMPOOHUKa
roTOBOrO fikapcbkoro 3acoby (mibe) Buny4eHo i3
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110.

AOPOCMNI®EM

3aronoBkiB po3ainis. 3miHu | TMny - 3MiHK 3
akocTi. A®Il. KoHTtponb A®I. 3miHa y meTopax
BunpobyeaHHa APl abo BMXigHOro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHuutea AdI
(BUNyYeHHs MmeTody BUNPODOYBaHHSA Ans
Adl/peareHTy/NPOMIKHOro NPOAYKTY, SKLLO
anbTepHaTVBHUIA METOZ BXE 3aTBEPAXEHNN) -
BunyyeHHs npoueaypv MiKpOCKONiYHOIO
OOCMiMKEHHs ANs nokasHvka sKocTi «Po3mip
YacTok» Ajtoyoi pevosmHm ethinylestradiol
BUpoGHMUTBA koMnaHii Bayer AG.

®30

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 0,03
mr/3 mr; no 21
Tabnetui y 6nictepi;
no 1, aéo no 3, abo
no 6 Gnictepis y
KapTOHHIN ynakoBLi

TOB «MIBE
YKPAIHA»

Ykpaina

Mibe M'mB6X
ApuHaimiTTenb

Himeyumna

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minu | Trny - 3minm 3 akocTi. A®Pl. KoHTponb
A (iHWi 3miHW) - BHeceHHs 3MiH oo
crneundikauii BxigHoro koHTponto Ad|
ethinylestradiol 3a nokasHukom «Po3mip
4acToK», a caMe KoHconigaLis KpuTtepiis
NPUAHATHOCTI AN BHYTPILLHBOrO MeToay
nasepHoi andpaxuii. fitoya pepakuis Particle
size (Laser diffraction, in house method) - 99% <
20 um - additional for supplier Bayer AG -
Particle size (Laser diffraction according to CEP)
Specification: - 100 % < 15 ym - 99 % < 12.5 ym
95 % <10.0 pm - 50 % < 3.0 ym
- <40 % < 1.3 ym NponoHoBaHa peaakuis
Particle size (Laser diffraction, in house) - 99% <
12.5 pm - 95% < 10.0 pm - 50% < 3.0 ym
- £25% < 1.3 um. 3Minu | TUNY - 3MiHK 3 GKOCTi.
A®I. KoHTponb A®I. 3miHa y MmeTogax
BunpobyBaHHs APl abo BMxigHOro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeTodax BUNPOBOyBaHHsI
(Bkrtoyatoum 3amiHy abo gonosHeHHs) AD| abo
BVXiLHOro/NpOMiXKHOrO NPOAYKTY) - BHECEHHSsI
3MiH J0 MeTOAMKM BUNPODYBaHHS BXiQHOMO
koHTponto A®I, a came 3amiHa YMHHOT
npouenypwv nasepHoro AndpakuUinHoro aHanisy
(BHYTPILLHIO METOANKY BMNPODYBaHb Ha nNpunagai
Mastersizer 2000 Ta meToauky BunpobyBaHb
3rigHo 3 CEP) Ha HOBY BHYTPILLHIO npoLleaypy
nasepHoro agudppakLuinHoro aHanisy Ha npunagi
Mastersizer 3000 gito4oi pe4oBuHM
ethinylestradiol ons BusHayeHHs particle size
distribution. Kpim Toro, pegakuinHi amiHn
BHOCATbCA A0 NyHKTIB 3.2.5.4.1. T2 3.2.5.4.2,
Lo ob6rpyHToBaHo European Medicines Agency
post-authorisation procedural advice for users of
the centralised procedure (EMEA-H-19984/03) B

po3aini 7.4.1. MNoBHa cneuudikadis, wo

3a UA/15868/01/01
peuenmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Bumaraetbcs Ph.Eur. monograph, Takox
BKIMNOYEHa B AOCbLE, A€ ii He BUCTa4yarno agns
rapMoHisadii posginy 3.2.5.4.1. Y posginax
3.2.5.4.1 Ta 3.2.S.4.2 Ha3By BMpOOHUKa
roToBOro fikapcbkoro 3acoby (mibe) BunyyeHo i3
3aronoBkiB po3ainis. 3miHu | TMny - 3MiHK 3
skocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHsA APl abo BuxigHOrO
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuuTea Ad|
(BunyYeHHs meToay BUNpObyBaHHA ANs
Adl/peareHTy/npoMiXKHOrO NPOAYKTY, SKLLO
anbTepHaTUBHUIA METOZ BXe 3aTBEPAXEHWN) -
BunyyeHHs npouenypy MiKpOCKONIYHOro
0OCNIDKEeHHS AN NOKa3HMKa AKOCTi «Poamip
yacTok» gitoyoi peyvouHu ethinylestradiol
BMpOobHMUTBa KoMnaHii Bayer AG.
111. | OY®ACTOH® | Tabnetku, BKpUTI AGGOTT Hioepnanaun ABGOTT Higepnanam BHECEHHS1 3MiH [JO peecTpauiiHMX maTepianis: 3a He UA/3074/01/01
NniBKOBOK Xenckea Bionopgxikana b.B. 3MinHun | Tuny - 3MiHKM Wwopo peuenmom nionsieae
obornoHkoto, no 10 MpopakTc 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
mr, no 14 a6o 20, B.B. (iHWi 3MiHK). 3MiHM BHeceHo Ao IHCTpyKUii Ans
abo 28 Tabnetok y MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
onictepi; no 1 no posginis "MpotunokasanHsa", "OcobnmBocTi
Gnictepy B 3acTocyBaHHA" LWOA0 BHECEHHS iHdopMmaLlii
KapTOHHiI kopobui CTOCOBHO 6e3neku Aitoyoi pevyoBuHN. BBeaeHHs
3MiH NpOTSAroM 6 MicsiLiB Micnsi 3aTBEPAKEHHS
112. | E3ONIOHI® MOPOLLIOK ANst OPIrAHOCU OAE BMPOGHMLUTBO 3a MopTtyranis BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a UA/17087/01/01
PO34MHy AN iH eKLin H NOBHUM LIKIOM: 3MinHn | Tuny - 3MiHK Wwopo peuenmom
abo iHdysin no 40 NANDCAEH Codpapimexc — 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
mr; 1 abo 10 CUN3 (E® IHgycTpia Kimika e (iHWi 3MiHKM) 3MiHN BHECEHO Y TEKCT MapKyBaHHS!
nakoHiB 3 3ETI) dapmachkioTika, nepBuHHOI (M. 6) Ta BTOpMHHOI (. 3, 17)
MOPOLLIKOM y nayi C.A,, MNoptyranis yMakoBOK Nikapcbkoro 3acoby. TepmiH BBeAEHHS
3MiH NpoTSArom 6 MicsUiB Nicns 3aTBEPAKEHHS.
113. | EKC®OOPX H | Tabnetku, BKpUTi Hosaprtic LLisenuapis BupobHuuTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/12679/01/01
NniBKOBOO dapma Al MOBHUM LIMKITOM: Icnanis/ 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
obornoHkoto no 5 Hosaprtic ®apma LLisenuapis BignosigHocTi/lE-cepTudikat BignosigHoCTI

Mr/160 mr/25 mr; no
14 TabneTok y
6nicTepi; no 1 abo 2
Gnictepu B
KapTOHHiIN kopobui

C.n.A., Itanis;
Bupo6HuLTBO,
KOHTPOb SKOCTI,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHsi: 3irdpia
Bapbepa, C.J1.,
IcnaHis; KoHTponb
AKOCTI:
dPapmaHanitvka CA,
LLiseniuapis

€Bponenickkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHs cepTudikata
BignNoBIgHOCTI €BponeWichkin hapmakonei: ons
A®l; onsa BuxigHoro
marepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMOMIXXHOT pevoBuHU (cepTudikar
BignoBigHocTi EBponeichkii hapmakonei) -
OHoBneHn cepTudikat Big, y>xe 3aTBEpAXEHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikara
BignoBigHocTi EBponeichkii hapmakonei Ne
CEP 2008-122-Rev 02 (3atBepmxeHo: R1-CEP
2008-122-Rev 01) gna A®I AmnoaumniHy
6ecunaty BupobHuka Novartis Pharmaceutical
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Manufacturing LLC
114. | EKCOOPXH | Tabnetku, BKpuTI Hosaprtic LLisenuapis BrpobHuuTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/12679/01/02
NNiBKOBOO dapma Al NOBHUM LIMKIOM: LLiBenyapis 3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT peuenmom
obonoHkoto no 10 HosapTic ®apma BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
mr/160 mr/25 mr; no C.n.A, Itanis; €sponewicbkin dapmakonei/moHorpadii.
14 TabneTok y Bupo6HuLTBO, MogaHHA HoBoro abo oHoBneHoro cepTudikara
6nictepi; no 1 abo 2 KOHTPOIb SKOCTI, BianosigHocTi abo BMNyYeHHsi cepTudikaTta
6nictepu B nepBuHHe BiANOBIAHOCTI €Bponencokivi hapmakonei: ans
KapTOHHiI kopooLi nakyBaHH4, A®I; onsa BuxigHoro
BTOPVHHE maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
nakyBaHHsi: 3irdpia BMKOPWCTOBYIOTBCS Y BUPOOHMLTBI APIl; ans
Bap6epa, C.J1., [OMOMDKHOI pevoBUHM (cepTudikaT
IcnaHis; KoHTponb BignoBigHOCTI €BponeWicbkin hapmakoner) -
SKOCTI: OHoBReHnn cepTudikat Big y>xke 3aTBEpAXEHOro
dapmaHanituka CA, BUPOBHMKA - NOAAHHSI OHOBMIEHOrO cepTudikaTa
LLisenuapis BignoBigHocTi €Bponevickkin hapmakonei Ne
CEP 2008-122-Rev 02 (3atBepmxeHo: R1-CEP
2008-122-Rev 01) gns A®I AmnoaumniHy
6ecunaty BupobHuka Novartis Pharmaceutical
Manufacturing LLC
115. | EKCOOPX H | Tabnetku, BKpuUTi Hoeapric LLiseniLapis Bupo6HMLTBO 3a ITanis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/12679/01/03
NniBKOBOO dapma Al MOBHUM LIMKITOM: LLisenuapis 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
oboroHkoto no 5 HoapTic ®apma BignosigHocTi/E-cepTudikaTt BiaNoBIAHOCTI
mr/160 mr/12,5 mr; C.n.A,, Itanis; €Bponevicbkin dapmakonei/MmoHorpadii.
no 14 tabnetoky BupobHuuTBo, MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTa
onictepi; no 1 abo 2 KOHTPOIb SIKOCTI, BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
Gnictepu B nepBUHHE BignoBigHoCTi €Bponenchki hapmakonei: ons
KapTOHHiIN kopooLi nakyBaHH4, A®I; onsa BuxigHoro
BTOPUHHE matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
nakyBaHHsi: 3irdpia BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
Bapbepa, C.J1,, [OMNOMIXKHOI peqoBuHU (cepTudikar
Icnanis; KoHTponb BiANoBigHOCTI €Bponencoki hapmakonei) -
AKOCTI: OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
dPapmaHanituka CA, BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikata
LLisenuapis BiAnoBigHOCTI €Bponencoki papmakonei Ne
CEP 2008-122-Rev 02 (3atBepmxeHo: R1-CEP
2008-122-Rev 01) gnst A®I AmnoaumniHy
6ecunaty BupobHuka Novartis Pharmaceutical
Manufacturing LLC
116. | EKC®OPX H | Tabnetku, BKpuTi HoBapric LLiBenuapis BupobHuuTBO 3a ITanis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/12679/01/04
NniBKOBOO dapma Al MOBHUM LIMKITOM: LLisenuapis 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuernmom
obornoHkoto no 10 HoBaprtic ®apma BignosigHocTi/lE-cepTudikat BignosigHoCTi
mr/160 mr/12,5 wr; C.n.A,, Itanis; €Bponevicbkin dapmakonei/MmoHorpadii.
no 14 tabnetok y Bupo6HuLTBO, MopaHHA HoBOro abo oHoBMEHOro cepTudikara
6nicTepi; no 1 abo 2 KOHTPOIb SIKOCTI, BignoBigHOCTi abo BUny4eHHsi cepTudikata
Gnictepu B nepBUHHE BiANoBiAHOCTI €Bponenceki hapmakonei: ans
KapTOHHiI kopooLi nakyBaHH4, A®I; nnsa BuxigHoro
BTOPWHHE maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
nakyBaHHsi: 3irdpia BMKOPWCTOBYIOTBECS Y BUPOOHMUTBI APl; ang
Bap6epa, C.J11., [OMOMDKHOI peqoBUHM (cepTudikaT
Icnanis; KoHTponb BigNoOBIgHOCTI €Bponewnchbkin dapmakoner) -
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
SAKOCTI: OHoBneHui cepTudikat Big, y>xke 3aTBepAXEHOro
dPapmaHanituka CA, BMPOOHMKa - NOAaHHS OHOBMNEHOro cepTudikaTta
LLIseniapis BignoBigHocTi €Bponevickkin hapmakonei Ne
CEP 2008-122-Rev 02 (3atBepaxeHo: R1-CEP
2008-122-Rev 01) ans A®I Amnoaumniny
6ecunaty BupobHuka Novartis Pharmaceutical
Manufacturing LLC
117. | EHAJNNANPUN | tabneTtku no 5 wmr; TOB «TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a UA/16349/01/02
-TEBA no 10 Tabnetok y YkpaiHa» OnepenwHs Monang 3MinHun | Tuny - 3MiHKM Wwopo peuernmom
6nictepi; no 3 abo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
no 6, abo no 9 (iHwWi 3MiHK). OHOBMEHHS TEKCTY MapKyBaHHS
GnictepiB y NepBMHHOI Ta BTOPMHHOI YNaKoBOK NiKapCbKOro
KapTOHHiIN kopoOLi 3acoby. TepMiH BBEEHHS 3MiH - NPOTSArom 6
MiCsILIiB Micnsi 3aTBEPAKEHHSA
118. | EHANANPUIN | Tabnetku no 10 mr; TOB «TeBa YkpaiHa TOB TeBa Monblwa BHECEHHs1 3MiH JO peecTpaUiiHMX maTepianis: 3a UA/16349/01/03
-TEBA no 10 TabneTtoky YkpaiHa» OnepenwHs Monana 3MmiHu | TUNY - 3miHn wopo peuenmom
6nictepi; no 3 abo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
no 6, abo no 9 (iHWi 3MiHK). OHOBMEHHSI TEKCTY MapKyBaHHS
6nictepis y NepBUHHOI Ta BTOPUHHOI YMAKOBOK MiKapCbKOro
KapTOHHIN kopobLi 3acoby. TepMiH BBEAEHHS 3MiH - NPOTSArom 6
MicsUiB Nicnsa 3aTBEPAXEHHSA
119. | EHANANPUN | Tabnetku no 20 wmr; TOB «TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a UA/16349/01/04
-TEBA no 10 TabneTtoky YkpaiHa» OnepenwHs Monana 3MmiHu | TUny - 3miHn wopo peuenmom
6nicTepi; no 3 abo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
no 6, abo no 9 (iHWi 3MiHK). OHOBMEHHS TEKCTY MapKyBaHHS
GnictepiB y NepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKoro
KapTOHHiI kopobui 3acoby. TepMiH BBEAEHHS 3MiH - NpOTArom 6
MiCsILiB Micnsi 3aTBEPOKEHHSA
120. | EHANNANPUN | Tabnetku no 2,5 wmr; TOB «TeBa YkpaiHa TOB TeBa MonbLa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/16349/01/01
-TEBA no 10 TabneTok y YkpaiHa» OnepenwHa MonaHg 3miHu | TUNY - 3miHun Wwopo peuenmom
6nictepi; no 3 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
Gnictepun y (iHWi 3MiHK). OHOBMEHHSI TEKCTY MapKyBaHHS
KapTOHHiI kopobui NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH - NPOTSArom 6
MiCsILiB Micnsi 3aTBEPOKEHHSA
121. | EH)XXEHNA PO34uH ANst iH'eKuin Mdpanzep CLUIA BUPOGHMLTBO, Benbris/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/20559/01/02
no 60 mr/1,2 mn; 1 Eny.Ci.Ni. nepBUHHE IpnaHais 3miHu | TUNYy - 3miHu Wwopo peuernmom
nonepegHLo Kopnopeww nakyBaHHs 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
HamnoBHEHa pyu4ka, H (kapTpuox), (iHwWi 3miHK) - NoaaBaHHs iHpopMalii npo
IO MICTUTb TECTYBaAHHS PO34MHY 6e3neuyHi ronkn BD AutoShield™ Duo 30G x 5
KapTpuox, y nikapcbkoro 3acoby mm and NovoFine® Autocover® 30G x 8 mm,

KapTOHHiIl kopobui

(eHOOTOKCUHMY,
CTEPUIbHICTb, M-
Kpeson) (kapTpuax);
cKrnagaHHs,
MapKyBaHHS,
TECTYBaHHs Ta
BTOPUHHE
nakyBaHHs
nonepeaHLo

L0 MOXYTb BYTU BUKOPUCTaHI 3 nonepeaHbLo
HamnoBHeHo py4koto EHxeHna Ta aki He
BXOASATb 4O KOMMNNEKTY NakyBaHHS NikapcbKoro
3acoby. 3MiHM BHOCSATLCS B po3ain
peecTpauiiHoro gocke 3.2.P.2 dapmaueBTUyHa
po3pobka, a came go po3ainis 3.2.P.2.6
CywmicHictb Ta 3.2.P.2.4 Cuctema
KOHTeWHep/3aKynopioBarnbHui 3acio
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

HaMoBHEHOT PYYKM;
BMNYCK cepii:
Mdpansep
MeHtobekuypuHr
Benbria HB,
Benbrig; TectyBaHHs
PO34MHY FikapCbKoro
3acoby: MNdaiizep
Ipnangis
dapmackioTikans,
Ipnangis

122.

EHXEHJA

PO34MH ANs iH eKuin
no 24 mr/1,2 mn; 1
nonepegHLo
HanoBHeHa pyuKa,
WO MICTUTb
KapTpuax, y
KapTOHHiIN kopoOLi

MNdcpanzep
Eny.Ci.Mi.
Kopnopew
H

CLA

BUPOGHMLTBO,
nepBuHHE
nakyBaHHs!

(kapTpnox),
TECTYBaHHS PO34NHY
nikapcbKkoro 3acoby

(eHOoTOKCHHM,

CTEPUIbHICTb, M-
Kpeson) (KapTpuax);
cknagaHHs,
MapKyBaHHS,

TECTyBaHHA Ta
BTOPVHHE
nakyBaHHs

nonepeaHLo
HaMoBHEHOI PYYKM;
BUMYCK cepii:
Mdpanzep
MeHtodpbekuypuHr
Benebria HB,
Benebris; TecTyBaHHA
PO34MHY nikapcbKoro
3acoby: MNdarizep
Ipnangis
dapmacbioTikans,
Ipnangis

Benbrisi/
Ipnangis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHKM Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHn) - [oaaBaHHs iHdopmalii npo
6e3neyHi ronkm BD AutoShield™ Duo 30G x 5
mm and NovoFine® Autocover® 30G x 8 mm,
LLIO MOXYTb BYTV BUKOPUCTaHI 3 NonepeaHL0
HamnoBHEHOI pyykolo EHxeHna Ta siki He
BXOASATb 4O KOMMMEKTY NaKyBaHHS NikapCbKOro
3acoby. 3MiHM BHOCATLCS B pO3Ain
peecTpauiiHoro gocke 3.2.P.2 dapmaueBTUyHa
po3pobka, a came go po3ainis 3.2.P.2.6
CywmicHictb Ta 3.2.P.2.4 Cuctema
KOHTeWHep/3aKkynoptoBarnbHuUiA 3aci6

3a
peuenmom

UA/20559/01/01

123.

ETAUMN3UNH

TabneTkn, BKpUTI
obonoHkoto, no 50
Mr;

no 10 Tabnetok y
GnicTtepi; no 5
GnicTepiB y nayui 3
KapToHY

AT «Onda»

Natsisa

AT «Onda»

INarsis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3minu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpauiiHoro nocBig4eHHst). 3miHa
Ha3BM Ta agpecu 3asiBHWKa. BBegeHHs 3MiH
NPOTArom 6-T1 MicsALIB NiCNs 3aTBEPOXKEHHS.
3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHs AisinbHOCTI BUpOGHMKa/imnopTepa
rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
AinbHWL BUNYyCKy cepii abo micLe npoBeaeHHs
KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a sIKy Bignosigae
BUPOGHMK/IMNOPTEP, BKIOYAKOYM BUMYCK CEPIN).
3miHa Ha3BuW Ta agpecu BUpobHuka 13. 3miHn

3a
peuernmom

He
nidnsieae

UA/3771/01/01




79 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1

BHECEHO B po3ainv "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUpOOHUMKa Ta oro agpeca
Micua NpoOBamXeHHS QisnNbHOCTI" B iIHCTPYKLUitO
ONst MEAMYHOro 3aCTOCYBaHHS Ta Sk Hacnigok - y
TEKCT MapKyBaHHSA YNakoBKW MikapCbKOro
3acoby. BBeneHHsi 3MiH NpoTsArom 6-Tu MicsLiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM J0 y3aranbHeHVX gaHUx
npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHEeHUX AaHuX Npo CUcTemy
capmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BiAMNOBiganNbHOI 3a 34INCHEHHS
hapmakoHarnsay; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHA
BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHuX
YNOBHOBa)eHOI 0Co6U 3asiBHYMKA,
BiANOBigANbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy. 3miHa MicLe3HaXOMKEHHSI
mMacTtep-darina cuctemu chapmakoHarnagy (y
3B'A3Ky i3 aAMiHICTPaTVBHOK 3MiHOW). 3MiHu |
TMny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHS AiANbHOCTI BUPOOHMKA
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NpoBeAEHHS! KOHTPOIIO sIKOCTi), abo BNacHWka
macTep-canina Ha A®Il, abo nocTadanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTY, L0 3aCTOCOBYHTLCS Y BUPOOHULITBI
A (AKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKnii
3acib) 3a BigcyTHOCTI cepTudikaTa BiANoOBIAHOCTI
€Bponeiicbkin hapmakonei y 3aTBepakeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Yy Aockbe). 3MiHa
Ha3BM Ta agpecu BUpoGHuka ADI. [itoua
pepakuia: MKA N3: AT «OnanHdapmy», Natsis
3.2.5.2.1 Manufacturer(s): JSC “Olainfarm” 5
Rupnicu str., Olaine, LV-2114, Latvia.
MponoHoBaHa pepakuis: MKA J13: AT «Onday,
Natsisa 3.2.S.2.1 Manufacturer(s): Olpha AS
Rupnicu iela 5, Olaine, Olaines novads, LV-
2114, Latvia
3MinHn | TMny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3miHK). 3MiHN BHECEHO Y TEKCT
MapKyBaHHSI NEPBMHHOI (N. 6) Ta BTOPUHHOI (N.
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
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12, 13, 17) ynakoBku nikapcbkoro 3acofy.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPOKEHHS.

124.

E®EPAITAH

cynosutopii
pekTanbHi no 80 mr;
no 5 cynosutopiis y
GnicTepi; no 2
6nictepu B
KapTOHHiI kopooLi

YMNCA CAC

DdpaHuis

YMNCA CAC

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€sponewicbkin apmakonei/moHorpadii.
MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHoOCTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWchkin hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIXKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €BponeWichbkin thapmakoner) -
OHoBReHui cepTudikaT Bif y>xe 3aTBepAXeHOro
BUpPOOHMKa - NoaaHHsA OHOBMNEHOro cepTudikaTa
BignoBigHocTi €Bponewchkin hapmakonei CEP
2000-124-Rev 11 (3atBepmkeHo: R1-CEP 2000-
124-Rev 10) ansa [ito4oi pe4oBuHM
MapaueTtamon Big 3aTBEpOKEHOrO BUPOGHMKA
ANQIU LU'AN PHARMACEUTICAL CO., LTD.

be3
peuenma

UA/5237/03/01

125.

E®EPAINTAH

cynosutopii
pekTanbHi no 150
Mr; o 5
CynosuTopiis y
GnicTepi; no 2
6nictepu B
KapTOHHIN kopobui

YMNCA CAC

DdpaHuis

YMCA CAC

PpaHuia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponewickkin dhapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BigNOBIQHOCTI €Bponewchkin hapmakonei: ons
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponeichkii hapmakonei) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHOro
BUpOGHKKa - MogaHHs oHOBMNEHOro cepTudikaTta
BignNoBigHoCTI €Bponeichkiii papmakonei CEP
2000-124-Rev 11 (3aTBepmxeHo: R1-CEP 2000-
124-Rev 10) ans [itovoi peyoBuHM
MapaueTtamon Bif 3aTBepAXeHOro BUPobHMKa
ANQIU LU'AN PHARMACEUTICAL CO., LTD.

bes3
peuenma

UA/5237/03/02

126.

E®EPAINTAH

cynosuTopii
pekTanbHi no 300
Mr; o 5
Cyno3nTopiiB y
6nictepi; no 2
Gnictepu B
KapTOHHI kopobui

YMNCA CAC

DdpaHuis

YMCA CAC

®paHuia

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | TUNy - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkint apmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHocTi EBponenchkii hapmakonei: ans
A®I; onsa BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYOTBCS Y BUpoBHMUTBI API; ans

6e3
peuenma

UA/5237/03/03
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[OMOMDKHOI peYOBUHM (CepTudikaT
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui cepTudikat Big, y>ke 3aTBEpAXEHOro
BUPOGHMKA - MNogaHHS OHOBMNEHOro cepTudikata
BignoBigHocTi €Bponewcokin hapmakonei CEP
2000-124-Rev 11 (3aTBepmkeHo: R1-CEP 2000-
124-Rev 10) gns [itoyoi pevoBuHn
MapaueTtamon Big 3aTBEpAKEHOIO BUPOGHMKA
ANQIU LU'AN PHARMACEUTICAL CO., LTD.
127. | 3IHHAT® TabneTkn, BKpUTI TOB YkpaiHa "nakco OnepenLiHc Benwka BHECEHHS 3MiH O peecTpaUiiHMX maTepianis: 3a UA/5509/02/01
obornoHkoto, no 125 "CaHpo3 HOK Iimiten BputaHisa BUMpPaBIIEHHS TeXHiYHMX nomunok B MKA 13, peuyenmom
mr; no 10 TabneTok YkpaiHa" [onyLeHnx Npy nepeknaai opuriHanbHUX
y 6nicTtepi; no 1 mMaTepianis BUpobHMKa 3a nokasHukom «4ac
6nictepy B kopobui 3 po3puBy 0605oHkM» B Creyudikauii (npu
KapTOHYy BUNYCKY Ta HanNpwKiHUi TepMiHy npuaaTHOCTI) Ta
MeTodax koHTponto MKA J13, a came yTOYHEHHSI
B (hopMyntoBaHHi BUMor, 6e3 3miH KpuTepito
NPUIAHATHOCTI. 3a3HaudeHi BUNpaBneHHs!
BiANOBIgaOTb MaTepianam peecTpauinHoro
[oCbe, AKi npeacTasneHi B apxisi (p. 3.2.P.5.1.
Cneundikadisi; 3.2.P.5.2. AHaniTu4Hi MeToguku).
128. | 3IHHAT® TabneTkn, BKpUTI TOB Ykpaina "makco OnepenHc Benuka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/5509/02/02
obornoHkoto, no 250 "CaHpo3 HOK Iimiten BputaHisa BUMpPaBIIEHHS TeXHIYHMX nomunok B MKA 13, peuyenmom
mr; no 10 TabneTok YkpaiHa" JonyLeHux npu nepeknagi opuriHanbHNX
y 6nicTtepi; no 1 matepianis BMpobHWKa 3a nokasHukom «4Yac
6nictepy B kopobui 3 po3puBy 060moHkMy B Creuudikauii (npu
KapTOHYy BWMYCKY Ta HaMpWKiHLi TepMiHY NpuaaTHOCTI) Ta
MeTodax koHTpornto MKA J13, a came yTOYHEHHSI
B (hopmyntoBaHHi BUMor, 6e3 3miH KkpuTepito
NPUAHSATHOCTI. 3a3HayeHi BUNpaBneHHs
Bi4NOBIgalOTb MaTepianam peecTpauiiHoro
[ocbe, AKi npeacTasneHi B apxisi (p. 3.2.P.5.1.
Cneumdikauis; 3.2.P.5.2. AHaniTu4Hi MmeTogukn).
129. | 3IHHAT® TabneTkn, BKpUTI TOB Ykpaina "makco OnepenHC Benuka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/5509/02/03
obornoHkoto, no 500 "CaHpo3 HOK Iimiten BputaHisa BUMpPaBIEHHs TeXHiYHMX nomunok B MKA 13, peuyenmom
mr; no 10 TabneTok YkpaiHa" JonyLeHux npu nepeknagi opuriHanbHNX
y 6nictepi; no 1 maTepianis BUpo6HWKa 3a nokasHukom «4Yac
6nictepy B kopobui 3 po3pvBy 060moHKkMy B Creyudikauii (npu
KapTOHY BWMYCKY Ta HaMpWKiHLi TepMiHY NpuaaTHOCTI) Ta
meTofax koHTpornio MKA 13, a came yTouHeHHSs
B (hopMyntoBaHHi BUMor, 6e3 3miH KpuTepito
NPUAHSATHOCTI. 3a3HayeHi BUNpaBneHHs
BiNOBIgaloTb MaTepianam peecTpauiiHoro
[ocCbe, siKi npefcTaeneHi B apxisi (p. 3.2.P.5.1.
Cneumdikauis; 3.2.P.5.2. AHaniTu4Hi MeToguku).
130. | IBYNMPOM TabneTtkn, BKpUTI KOHina6, Jn CWA Bupo6HuK, Monbwa/ BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: be3 nidnsieae UA/1361/01/01
MAKC obornoHkoto, no 400 BiAnoBiganbHWI 3a Benuka 3MinHn | TMny - 3MiHKM Wwopo peuenma
Mr, no 6 TabneTok y yNakoBKY, KOHTPOIb BpuTaHis 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay

onictepi; no 1
Gnictepy B
KapTOHHII kopobuyj;

Ta BUMyCK cepii
roTOBOro NPOAYKTY:
TOB KOC $apmauis,

(iHWi 3miHW) - 3MiHM BHECEHO A0 IHCTPYKUiT Ans
MeOMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby
0o posginy "MNepegosysBaHHsA" BiANoBigHO A0
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 12 tabnetok y Monbwa; BUpobHUK, OHOBJIEHOI iHchopmalii 3 6esnekn aitoyoi
6nictepi; no 1 abo 2 BignosiganbHWM 3a peyoBuHY (iBynpodbeHy) 3riaHo 3
Gnictepu B BUPOGHMLTBO, pekomeHgauismm PRAC. BBegeHHst 3miH
KapTOHHiIlN kopobLyj; KOHTPOIb Ta BUMYCK NpoTArom 6 MicsLiB nicns 3aTBepaKEHHS
no 24 Tabnetkn y npoaykTty in bulk:
conakoHi; no 1 LLlyechapm Cepsices
c¢nakoHy B JIta, Benvka
KapTOHHiN kopobui BputaHis
131. | IBYNPOM Kancynu m'ski no KOHina6, N CWA Bupo6Humk Higepnanam BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 nidnsieae UA/6045/02/01
COPUHT 200 wmr; no 6 abo no BiAnoBiganbHWIA 3a / MonbLwa 3MinHun | Tuny - 3MiHKM Wwopo peuenma
KAIC 10, abo no 12 BMPOBHMLTBO, 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
kancyn y 6nictepi; KOHTPOSb Ta BUMYCK (iHWi 3MiHW) - 3MiHW BHECEHO 40 IHCTPYKUiT Ans
no 1 Gnictepy B npoaykTy in bulk: MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby
KapTOHHIN kopobuyj; MateoH CodTmxenc Ao po3giny "lMepenosysaHHs" BiQNOBIAHO A0
no 12 kancyny b.B., Higepnanau; OHOBJeHOI iHpopmalii 3 6esnekn aitoyoi
6nictepi; no 2 Bupo6Humk peyoBuMHM (iBynpodeHy) 3rigHo 3
onictepu B BiAnoBiganbHWM 3a pekomeHaauismm PRAC. BBegeHHst 3miH
KapTOHHiIN kopooLyj; YNaKoBKY, KOHTPOIb npoTSarom 6-Tu MicALiB Nicnsa 3aTBepAXeHHS
no 10 kancyny Ta BUMYCK cepii
6nictepi; no 3 rOTOBOIO NPOAYKTY:
Gnictepu B TOB HOC dapmauis,
KapTOHHiI kopobui [MonbLla
132. | I3BO®PA cnpewn HasanbHWUK, TTabopaTopii PpaHuis CodpapTekc ®paHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/2830/01/01
po34uH, 8000 Bywapa 3minu | Tuny - 3miHu 3 sikocTi. MoToBUIA peuenmom
MO/mn; no 15 mny Pekopgaari nikapcbkuii 3aci6. KoHTpornb rotoBoro
dnakoHi 3 nikapcbKoro 3acoby (iHLWi 3MiHN) - BHECEHHSA
posnunoBayeMm; no He3Ha4yHuUX 3miH go poaainis MKA N3
1 chnakony B «OCMONSAPHICTb» (3MiHa Ha3BM NOKa3HVKa Ha
KapTOHHIN kopobui «OcmonsanbHiCcTb» 6e3 3MiHn meToay),
«lgeHTudikauis dpamiueTnHy cynbdaty»,
«KinbkicHe BU3Ha4eHHs ppamiueTuHy
cynbdaty, «laeHTundikauis Ta KinbkicHe
BM3HAYEHHs1 MeTUnnaparigpokcubeHsoaty», a
came fofaBaHHs BiAMOBIAHMX XpomaTorpam,
BUMNpPaBIIEHHS TEXHIYHMX Ta opdorpadivHmx
NOMUIIOK, BHECEHHS! YTOMHEHb ANS NPUBEAEHHS
0o MaTepianis BUPOGHMKa. A TaKoXX OHOBMEHHS!
BXe 3aTBepKeHVX METOLB KOHTPOMIO SKOCTi
N3, a came BUKNaAeHHs! TEKCTY AEPXKABHO
MOBOHO 3riJHO Cy4aCHUX BUMOT.
133. | IMI®OPC NMOPOLLOK Ans AHaHTa Benwuka «BeHyc Pemegic IHais BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: 3a He UA/17305/01/01
pO34MHy Ans Megikeap BpuTaHis TlimiTea» 3minu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae
iHdpysin, 500 mr/500 Nro. HaliMeHyBaHHA Ta/abo agpecu micus

Mr;
no 1 pnakoHy 3
MOPOLLIKOM Y KopobLi

NpoBaXeHHS AiAnbHOCTI BUpoGHWKa/imnopTepa
roTOBOrO flikapCbKoro 3acoby, BKrtoyaoum
AinbHWL BUMYCKy cepii abo micLe npoBefAeHHS
KOHTPOSIO AKOCTI. (QiSNbHICTb, 3a AKy BianoBigae
BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK CEpilA).
3miHa agpecu BUpOBHMKa, WO 3a3HaveHa y
peecTpaLiiHNX MaTepianax: BigkopuroBaHo
BiNOBIgHO 40 3a3Ha4YeHoi agpecu B
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

OHOBIeHoMy eBponericbkomy GMP cepTudikaTi
Ta ceptudikaTti GMP, BugaHoro
Oepxnikcnyx6oto YkpaiHn. 3MiHN BHECEHO B
po3ain "MicuesHaxomxeHHs BUpOOHMKa Ta
agpeca Micusa NpoBaKeHHS NOro AisnbHoCT" B
IHCTPYKUil0 4Nsi MEAUYHOrO 3aCTOCYBaHHA Ta K
HacrifoK - y TEKCT MapKyBaHHS YNaKkoBKu
nikapcbkoro 3acoby BeefeHHs 3miH npoTsrom 3-
X MicauUiB nicnga 3aTBEpAXEHHSA

134.

IHBYTON®

PO34MH OIS iH'EKUiN,
100 mr/mn; no 10 mn
abo 20 mny
cdnakoHax

TOB "lOpisi-
Papm"

YkpaiHa

TOB "HOpis-Papm”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
YTOYHEHHSl HanucaHHsA peecTpauiiHoro
Homepa B Hakasi Ne 787 Big 08.05.2025 B

npoueci BHeceHHs 3MiH (3MiHu | Tuny - 3miHn

woao 6esnekun/edhekTUBHOCTI Ta
capmakoHarnagy. 3MiHa y KopoTKil
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3acTOCyBaHHs Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OLjiHKM 3BITY 3 AOCMiIKEHb, MPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX JOChioXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOBaXEHNM OpraHoM) -3MiHN BHECEHO B
iHCTpYKLUil0 ANs MeQuyYHOro 3acToCcyBaHHS A0
po3ginis "OcobnueocTi 3actocyBaHHs", "MobiyHi
peakuii" Ta KOPOTKY XapakTepUCTUKY MiKapCbKoro
3acoby Ao posainis "OcobnuBi 3acTepexeHHs Ta
3anobixHi 3axoau npu 3actocyBaHHi", "MoGiyHi
peakuii" BignoBigHO JO OHOBMEHOI iHhopMmaLlii
wono 6e3nekn 3acTocyBaHHS Lit040i pe4oBUHU
3rigHo 3 pekomeHaauieto PRAC. TepmiH
BBEAEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBepOKeHHs1). Pefakuis B Hakasi -
UA/4798/02/01. BipHa pepakuis -
UA/4798/01/01.

3a
peuenmom

UA/4798/01/01

135.

IPUHOCHHAO
AH

KOHLieHTpaT Ans
NpUroTyBaHHS
PO34MHy Ans
iHcpy3in, 20 mr/mm;
no 2 mn, abo 5 mn,
abo 15 mn, abo 25
My drnakoHi; no 1
dnakoHy B navui
KapTOHHiN

TOB «TeBa
YkpaiHa»

YkpaiHa

CinpaH ®apma CPJ1,
PymyHis; Aktagic
ITania C.n.A., Itania

PymyHis/
ITanis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHWi 3MiHM) OHOBMNEHO TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNAaKOBKW MiKapCbKoro
3acoly, a came BUITyYEHO TUTYIbHY CTOPIHKY A0
TEKCTY MapKyBaHHSl, BHECEHO 3MiHM y n. 2, 11,
12, 17 TeKCTy MapKyBaHHsi BTOPMHHOI YNaKoBKM,
Tay n. 2, 6 NepBNHHOI ynakoBku Ta 3pobneHo
He3HauHi pefakuifiHi NpaBKK B iHLUNX MYHKTax
TEKCTYy MapKyBaHHS. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 MicsLiB Nicnsi 3aTBEPAXKEHHS.

3a
peuernmom

UA/6528/01/01

136.

IPUHOTEKAH

KOHLEHTpaT Ans

Amakca Jl1g

Benuka

KOHTpOIb cepii Ta

HimeyuymHa

BHECEHHS 3MiH 40 peecTpauiHMX maTepianis:

3a

UA/14902/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
AMAKCA PO34MHy ans BpuTaHis Bunyck cepii: AkBiga 3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT peuenmom
iHdy3in, 20 mr/mm; 'MBX, HimeuyumHa; BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
no 2 mn, 5 mn abo BUPOBHMLTBO in €Bponeickkin hapmakonei/MoHorpadii.
15 Mn y dprnakoHi; no bulk, nepBnHHe Ta MogaHHA HoBoro abo oHoBneHoro cepTudikara
1 donakoHy B BTOPUHHE BianosigHocTi abo BMNyYeHHsi cepTudikaTta
KapTOHHiIN kopobLyj; nakyBaHH4, BignoBigHOCTI €BponeWichkin hapmakonei: ans
no 2 mn, 5 mn abo KOHTPOIb cepii: A®I; onsa BuxigHoro
15 mn y dprakoHi; no AxBiga 'voX, matepiany/peareHTy/npoMiKHOrO NPOAYKTY, LLO
1 conakoHy B HimevuunHa BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
KapTOHHiI kopooLi [OMOMDKHOI peqoBUHM (CepTudikaT
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui cepTudikaT Bif y>xe 3aTBepAXEeHOro
BUpobHuka. OHoeneHHss CEP gns Bxe
3aTBEPAKEHOr0 BUPOOHUKA Ait0H0T peYOBUHU
TNaypyc Na6c Jlimiteq (Laurus Labs Limited).
3aTBepoKeHo:
RO-CEP 2019-292-Rev 01. 3anponoHoBaHo:
CEP 2019-292-Rev 02. 3MminHun | Tuny - 3miHun 3
sikocTi. A®l. CtabinbHicTb. 3miHa nepiogy
NOBTOPHMX BUMNpobyBaHb/Mepioay 36epiraHHs
abo ymoB 36epiraHHsa Al (3a BigcyTHOCTI y
3aTBeEpOKEHOMY J0Chbe cepTudikata
BiZNOBIQHOCTI €Bponenchkin dhapmakonei, LWo
BKIOYAE Nepiof NOBTOPHOro BUNPOoGyBaHHS)
(nepiog noBTOpHOrO BUNPOBYBaHHs/Nepion
30epiraHHs) - 36inbLIeHHsa abo BBeAEHHS
nepiofly NOBTOpHOro BMNpobyBaHHs/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB 4OCNiAXeHb Y
peanbHOMy 4aci. BctaHoOBNeHHSA TepMiHy
NOBTOPHOro TecTyBaHHA 60 micsuiB 3a ymoB
36epiraHHs npu TemnepaTypi 25 °C £ 2 °C Ta
BigHOCHI BornorocTi 60% * 5% Ansi ipuHoTekaHy
rigpoxnopuay TpurigpaTty, BUpobneHoro
komMmnaHieto Laurus Labs Ltd., wo nigrBepaxeHo
AaHUMKW peasibHOro Yacy.
137. | WOO-HOPMIN | tabnetku no 200 AT YkpaiHa AT "KUIBCBKUIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes UA/6383/01/02
MKr; no 10 TabneTtok "KNIBCbKW BITAMIHHUN 3MmiHu | TUNY - 3miHK Wwopo peuenma
y briictepi; no 5 n 3ABO[T" 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy
GnicTtepiB y navui BITAMIHHA (iHWwi 3MiHK). 3MiHK BHeceHo y n. 17. HLLE
M 3ABOO" TEKCTY MapKyBaHHS1 BTOPUHHOI YNaKoOBKU
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom
6-TW MicAUiB Nicnsa 3aTBEPAXEHHS.
138. | WOO-HOPMIN | tabnetku no 100 AT YkpaiHa AT "KUIBCBKUI YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: bes UA/6383/01/01
MKr; no 10 TabneTok "KNIBCbKW BITAMIHHU 3MinHn | TMny - 3MiHKM Wwopo peuenma
y 6nicTtepi; no 5 n 3ABO[O" 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
GnicTtepiB y navui BITAMIHHA (iHwWi 3MiHK). 3MiHM BHeceHo y n. 17. HLLE
¥ 3ABOL" TEKCTYy MapKyBaHHS BTOPWHHOI YNaKoBKW
nikapcbkoro 3acoby. BBegeHHst 3MiH MpPOTSrom
6-TW MicAUiB Nicnsa 3aTBEPAXEHHS.
139. | KANbLUIKO po3unH ans iH'ekuin, | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3a UA/4726/01/01
MIKOHAT- 100 mr/mn; no 5 mn BO 3 0OMeXeHo

3MiHu | Tvny - 3MiHm Wwono

peuenmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
300POB'A B amnyni; no 10 OBMEXEH BignoBiganbHicTo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(CTABINI3OB | amnyn y kKapTOHHIN (],0) "®apmaueBTniHa (iHWi 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS
AHUW) Kopobui; no 5 mn B BIOMOBIOA KomMnaHis "3gopos's"” NepPBUHHOI Ta BTOPUHHOI YNaKOBOK fikapCbKoro
amnyni; no 5 amnyn JIbHICTHIO 3acoby, a came:
y 6nictepi; no 2 «KOPTTOPA - BUNMyYeHo iHbopMaLlilo, 3a3Ha4YeHy POCIiCbKOO
Gnictepn y LA MOBOIO;
KapTOHHiIN kopobLyj; «300POB’A - NepeHeceHo MixkHapOaHi MO3HaYeHHS OANHULb
no 10 mn B amnyni; » BMMIpIOBaHHS;
no 10 amnyny - YTOYHEHO iHhopMaLito Wwoao norotmny
KapTOHHiI kopooLi 3asiBHMKA Ta TEXHIYHOT iHcbopmaLii;
- YHi(hiKOBaAHO TEKCT MapKyBaHHS MEPBUHHOI
ynakoBKM (415t aMmnynuy Ta eTUKETKM Ha amnyni);
- BHECEHO HEe3HauHi peaakuinHi NpaBKkn B TEKCT
MapKyBaHHS yMakoBOK MiKkapCbKoro 3acoby.
TepMmiH BBEAEHHS 3MiH - NpOTArom 6 micauis
nicnsi 3aTBepOXEHHS.
140. | KAMETOH aepo3orb AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS1 3MiH O peeCTpaLiiHUX maTepianis: bes3 UA/4658/01/01
no 30 r y 6anoHi 3MinHun | Tuny - 3MiHmM Wwopo peuenma
aepo301bHOMY 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
antomiHiesomy; no 1 (iHLWi 3MiHW).
GarnoHy 3 OHOBEHO TEKCT MapKyBaHHS NEPBUHHOI Ta
po3nunioBayem B BTOPUWHHOI YNaKoBKM NikapCbKoro 3acoby,
navui 30KpeMa BUMy4eHo iHbopmaLito, 3a3Ha4yeHy
POCINCBLKOIO MOBOIO, Ta BUAANEHo
POCINCLKOMOBHY BepCito iHCTPYKLi Ans
MeOMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
141. | KAHOUBIOTW | kpanni ByLwHi; no 5 neHmapk IHAis "meHmapk IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/8208/01/01
K My dnakoHi; no 1 dapmacbloT dapmacbioTukana YTOYHEHHSA peecTpaLiiHoi npoLleaypu B peuenmom
hnakoHy pasom 3 vkans JTa. Iro. Hakasi MO3 Ykpainun Ne 226 Big 10.02.2025 -
NiNeTKoI-KOBNaYKoOM 3miHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
BKINageHoMy y HaliMeHyBaHHs Ta/abo agpecu micus
nonieTuneHosun NpoBaXXeHHs OisNbHOCTI BUPOGHMKa
NakeTVK y KapTOHHIN (BKrrovaro4m, 3a HeobXigHOCTI, MicLe
kopooui NpoBeAEHHS! KOHTPOIIO sIKOCTi), abo BNacHWka
macTtep-darina Ha Ad|, abo noctadanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoAYKTY, L0 3aCTOCOBYHTLCS Y BUPOOHULITBI
AQI (sKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BiaNoBiQHOCTI
€Bponeicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUpoBHUKA HOBOI JOMOMiXHOT
PEYOBUMHM (SIKLLIO 3a3HAYEHO Y A0CbE) - 3MiHa
Ha3Bu BUpobHMka ADI. BupobHuua ainbHuus,
MicLie3HaxoKeHHs Ta yci BUpoGHUYI onepalii
3anuiaTbCst He3aMiHHMMK. [litoya pepakuis:
Amoli Organics Pvt. Ltd. MponoHoBaHa
penakuis: Amoli Organics ( A division of
Umedica Laboratories Pvt. Ltd.).
142. | KAHOIO NOPOLLIOK "neHmapk IHAais "meHmapk IHaisa BHECEHHS 3MiH 40 peecTpauiHMX maTepianis: b6e3 UA/9754/03/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoesu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

HawkipHuiA, 10 mr/r;
no 30 r y dpnakoHi;
no 1 conakoHy B
KapTOHHiI kopooLi

dapmacbloT
vkans Jita.

dapmacboTikana
Ira.

YTOUYHEHHS peecTpauifHoi npoueaypu B
Hakazi MO3 Ykpainu Ne 226 Big 10.02.2025 -
3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu Micus
NpoBaKEHHS AisiNbHOCTI BUPOBOHMKa
(BKntovao4uun, 3a HeobXxigHOCTI, Micue
npoBeAeHHs! KOHTPOIIO sIKOCTi), abo BnacHuka
macTep-danna Ha A®l, abo noctadyansbHuka
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTY, L0 3aCTOCOBYHTLCS Y BUPOOHULITBI
A (AKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKnii
3acib) 3a BiacyTHOCTI cepTudbikata BignoBigHOCTI
€BponeiickKii hapmMakonei y 3aTBepaKeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBMHM (SIKLLO 3a3Ha4YeHo Y AOCbE) - 3MiHa
Ha3Bu BUpobHuka APl. BupobHuya ainbHuus,
MiCLie3HaxXOMKeHHS Ta yCi BUpoOHUYi onepadii
3anuwaroTbcsa He3aMiHHMMK. [itova peaakuis:
Amoli Organics Pvt. Ltd. MNponoHoBaHa
pepakuis: Amoli Organics ( A division of
Umedica Laboratories Pvt. Ltd.).

peuernma

143.

KAHOIA-B

kpem no 15 ry Ty6i;
no 1 1y6i B
KapTOHHIN ynakoBLi

'meHmapk
dapmacbloT
vkans Jlta.

IHAis

'neHmapk
dapmacbtoTrkan3
nTo.

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
YTOYHEHHSA peecTpaLinHoi npoLleaypv B
Haka3si MO3 YkpaiHu Ne 226 Big 10.02.2025 -
3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaKEeHHS AiAnbHOCTI BUPOOHWMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NPOBELEHHS KOHTPOIO SKOCTi), abo BNacHuka
macTtep-darina Ha ADI, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
nNpoAyKTy, L0 3aCTOCOBYHOTLCS Y BUPOOHULITBI
A®I (sKWO 3a3Ha4YeHO y OCHE Ha NikapCbKui
3acib) 3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXHOT
PEYOBUHY (SIKLLO 3a3HaYeHOo Yy A0CkE) - 3MiHa
Ha3Bu BUpobHuKa A®l. BupobHuya ainbHuusA,
MicLie3HaxXo4KeHHs Ta yci BUpOGHUYI onepalii
3anuiaroTbest HeaMiHHMMK. [litova pegakuis:
Amoli Organics Pvt. Ltd. lNponoHoBaHa
penakuis: Amoli Organics ( A division of
Umedica Laboratories Pvt. Ltd.)

3a
peuenmom

UA/8210/01/01

144.

KANEUUTABI
H AKKOPL

TabneTkn, BKpUTI
NniBKOBOI
obornoHkoto, no 500
mr; no 10 TabneTok
y 6nictepi; no 3, 6
abo 12 GnictepiB y
KapTOHHiIN kopooLi

Akkopp,
Xenckea
C.JLY.

Icnanis

BupobHuuTBO
roToBOro
nikapcbkoro 3acoby,
NepBUHHE
naKyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOIb SAKOCTi

IHaia
/Benvka
BpuTanis/
ITanis/
Icnanis/
Himeuumnna/
ManbTta/
MonbLa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepuCTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeaMYHOro 3acToCyBaHHs Ha NniacTasi
perynspHoO OHOBIOBAHOrO 3BiTY 3 6eaneku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku

3a
peuernmom

He
nidnsieae

UA/14799/01/02




Ne

Haszea

®Popma sunycky

3asieHUK

Kpaina
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n/n

JliKapcbK020
3acoby

(nikapcbka ¢ghopma,
ynakoeka)

3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

145.

KAMNEUWTABI

TabneTku, BKPUTI

cepii: IHTac
dapmacbtoTikans
NimiTeq, IHais;
BupobHuLTBO
roToBOro
nikapcbkoro 3acooy,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepii
(anbTepHaTUBHUIA
BUPOBHMK): IHTac
dapmachbioTikans
NimiTen, IHais;
[NepBuHHE Ta
BTOPUHHE
nakyBaHHs: AKKopz
Xenckea Jlimiteq,
Benvka bpuTaHis;
BTopuHHe
nakyBaHHa: O4J1
Canni YewH, Itanis
CNA, Itanis;
KOHTPOIb SIKOCTI
cepii: Jlabopatopi
dyHpacio JAY,
Icnanis; BTOpuHHE
nakyBaHHsi: CK
®apma NogxumcTike
'mMBX, Himev4unHa;
KOHTpPOrb AKOCTI
cepii: dapmagokc
Xenckea Jlta.,
ManbTa; BTOpMHHE
naKyBaHHS:
CuHonTtus
Ingactpian Cn. 3
0.0., MNonbLa;
BignoBiganbHUN 3a
BUMNYCK cepii: Akkopa
Xenckea lMoncka
Cn. 3 0.0. Cknap
Imnoptepa, Monbwa

3acToCcyBaHHS nikapcbkoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BiAMNOBIQHO A0 NNaHy nejiaTpu4HuX SocnigkKeHb
(PIP) (3MiHYy y3rogXeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHO [0
IHCTPYKUiT ANst MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sgainy "OcobnueocTi
3acTocyBaHHA" Woa0 6e3nekn 3acTocyBaHHs
LiroY0i pevyoBMHM KaneunTabiH BignoBigHO 40
pekomeHgauin PRAC

H AKKOPL

nniBKOBOO
obonoHkoto, no 150
mr; no 10 TabneTok
y 6nictepi; no 3, 6
abo 12 GnicTepiB y

Akkopg,
Xenckea
C.JLY.

KapTOHHI kopobui

Icnanis

Bupo6HuuTBO
roToBOro
nikapcbkoro 3acooy,
nepBuHHE
nakyBaHHs,
BTOPWHHE

NnakyBaHH4A,

Inpis/
Benuka
Bpuranis/
ITanis/
Monbwa/
ManbTa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TUNY - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeaMYHOro 3acToCyBaHHSA Ha NiacTaBi
perynsipHoO OHOBIIOBAHOrO 3BiTy 3 6e3neku

3a
peuernmom

He
nidnsieae

UA/14799/01/01
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

aionycky

yeaHHs

peecmpayiliHo2o
noceio4yeHHs1

KOHTPOIb SKOCTI
cepil:
IHTac
dapmachbioTikans
Nimitea, IHgis

BupobHuLTBO
roToBOro
nikapcbkoro 3acooy,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepii
(anbTepHaTUBHUIA
BUPOBHMK):
IHTac
dapmachbioTikans
Nimiten, IHaia
MepBuHHE Ta
BTOPUHHE
naKyBaHHS:
Axkopp Xernckea
JimiTen, Benuka
BpuTaHis
BTOPUHHE
naKyBaHHs:
04N Canni Yein,
ITanis CMA, Itania
CK ®apma
TNogxuctike M6X,
Himeyuunna
CuHonTtus
IHgacTtpian Cn. 3
0.0., MNonbLwa
KOHTpPOrb AKOCTI
cepii:
JlabopaTopi
dyHpacio JAY,
IcnaHisa
dapmagokc
Xenckea J14.,
ManbTa
BiAnoBiganbHWI 3a
BUNYCK cepii:
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoptepa,
Monblia

nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHui nepiod, abo sk pesynbtaTt
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
Bi4NOBIgHO A0 NNaHy negiaTpyuyHMX JOChigXeHb
(PIP) (3MiHy y3romkeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHM BHeceHO A0 [HCTpyKLUii Ans MeanyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby 4o posainy
"OcobnueocTi 3acTocyBaHHA" Woao 6e3neku
3aCcTOCyBaHHS Ail040i Pe4OBUHMN KaneuutabiH
BignoBigHo fo pekoMeHaauii PRAC.

3a

UA/13716/01/01

146.

KAPBOMNAT

KOHUEeHTpaT anda

Akkopg,
Xenckea

Monbwa

BupobHuLTBO

IHgis/

roToBoro

Benuka

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:

3MinHu | Trny - 3miHm 3 sikocTi. CepTudikaT

peuenmom

WH AKKOP[]

PO34MHyY Ansi
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
iHdysin, 10 mr/mn, Moncka Cn. nikapcbkoro 3acooy, BpwuTaHis/ BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
no 5 mn, abo no 15 3.0.0. nepBUHHE Ta ManbTa €sponewicbkin dapmakonei/moHorpadii.
mr, abo no 45 mn, BTOPUHHE /YropwuHa/ MogaHHA HoBOro abo oHoBreHoro cepTudikara
abo no 60 mny nakyBaHHs, Monbla BignoBigHOCTI abo BUNyYeHHs cepTudikata
nakoHi; no 1 KOHTPOIb AKOCTI BiANOBIAHOCTI €Bponencokivi hapmakonei: ans
hnakoHy B cepii: IHTac A®l; gns BuxigHoro
KapTOHHiI kopooLi dapmachbioTikans maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, Lo
Nimitea, IHgis BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADl; ans
BTopuHHe [OMOMDKHOI peqoBUHM (cepTudikaT
nakyBaHHs: AKKopA BignoBigHOCTI €BponeWicbkin thapmakoner) -
Xenckea limiteq, OHoBReHnn ceptudikaT Big, y>xe 3aTBEpAXEHOro
Benuka BpuTaHis; BUPOGHMKA - NOAAHHSI OHOBMEHOro cepTudikaTy
Bupo6bHuLTBO BignoBigHOCTI €BponeWichbkin hapmakonei, ons
roToBOro A®I| kapbonnaTuny, go sepcii CEP 2002-091-
nikapcbkoro 3acooy, Rev 08 (3atBepaxeHo R1-CEP 2002-091-Rev
nepBuHHe Ta 07), 3i amiHoto Ha3Bu BMpobHuka 3 HERAEUS
BTOPWHHE DEUTSCHLAND GMBH & CO. KG., GERMANY
nakyBaHHs, Ha HERAEUS PRECIOUS METALS GMBH &
KOHTPOIb AKOCTi CO. KG, Germany. 3MiHu | Tuny - 3miHu 3
cepii akocTi. CepTudikaT BignosigHocTi/l'E-
(anbTepHaTUBHUIA cepTudikaT BiaNnoBigHOCTI €BpONenchbKin
BUPOBHMK): IHTac dapmakonei/moHorpadii. MogaHHsA HoBoro abo
dapmachbioTikans OHOBIIEHOro cepTudikaTta BignosigHoCTi abo
NimiTen, IHais; BUMYYEHHS cepTudikaTa BignoBigHOCTI
KoHTponb sKkocTi €Bponelicbkini hapmakonei: ans A®l; ana
cepii: BVXifHOro MaTtepiany/peareHTy/npoMipKHOTO
dapmagokc NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
Xenckea J74., A®I; ons gonomixkHoi pevoBuHM (cepTudikat
ManebTa; BiANoBigHOCTI €Bponencokii hapmakonei) -
dapmasanig I17a. OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
MikpobionoriyHa BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikaTty
naboparopis, BiANoBiAHOCTI €Bponencoki hapmakonei, Ans
YropLuHa; AdI| kapbonnaTuHy, go sepcii CEP 2003-155-
BignosiganbHui 3a Rev 03 (3atBepmxeHo R1-CEP 2003-155-Rev
BUNYCK cepii: 02), BupobHuytea SUN PHARMACEUTICAL
Akkopp Xernckea INDUSTRIES LIMITED, India
JimiTen, Benuka
BpuTaHis;
BignoBiganbHuii 3a
BUNYyCK cepii: Akkopg,
Xenckea lNMoncka
Cn. 30.0. Cknag
ImnopTepa, MonbLa
147. | KAPBOIJIAT | KoHUeHTpaT Ans TOB «TeBa YkpaiHa BMPOGHMLTBO XopBarTis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/14502/01/01
WH-TEBA pO34MHy Ans YkpaiHa» Hepo3sdacoBaHOro 3MmiHu | TUNY - 3miHK Wwopo peuenmom | nidnszae
iHcpy3in, 10 mr/mm; NPOAYKTY, NEPBUHHE 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
no 5 mn, 15 mn, 45 Ta BTOPUHHE 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
mn abo 60 mn'y nakyBaHHS, 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
dnakoHi; no 1 KOHTpOrb cepil, MeOMYHOro 3acToCyBaHHS Ha niacTasi
hnakoHy B KopoOLyi [03BiN Ha BMNYCK perynsipHoO OHOBJIIOBAHOIO 3BIiTy 3 6e3nekn

cepii:

nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
dapmaxemi b.B., 3acToCcyBaHHS nikapcbkoro 3acoby B
Hinepnanau nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
KOHTpOrb cepil: OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
MJIBA XpBatcka BiAMNOBIQHO A0 NNaHy nejiaTpu4HuX SocnigkKeHb
A.0.0., Xopsaris (PIP) (iHLi 3MiHM) 3MiHM BHECEHO A0 iHCTPYKLiT
ONst MEAMYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby y po3gin "3actocyBaHHs y nepion
BariTHOCTi abo rogyBaHHs rpyaar"” BignosigHo
[0 OHOBINEHOI iHbopmaLii 3 6e3neku gitoyoi
peyoBuHW. BBeaeHHs amiH npoTtarom 6-tu
MiCsILIiB Micnsi 3aTBEPAKEHHSA
148. | KAPOIOAPTI PO34MH ANs iH'eKLin TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/11187/01/01
HIH- no 5 mn B amnyni; BO 3 obmMexeHow 3MinHn | Tuny - 3MiHKM Wwopo peuenma
3[00POB'A no 5 abo 10 amnyny | OBMEXEH BiAMOBIAANBHICTIO 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
kopobui; no 5 mn B (0]}0) "®apmMaueBTUYHa (iHWi 3miHW). Y 3B’A3KY 3 HOBMMMW BUMOramu
amnyni; no 5 amnyn BIOMOBIOA KOMNaHis LLoA0 0POPMITEHHA TEKCTY MapKyBaHHSA
y 6nictepi; no 1 abo JIbHICTIO "3popos’a" nikapcbKkunx 3acobiB, BHOCATLCSA 3MiHW [0
2 Gnictepu B «KOPIMOPA 3aTBEPAKEHOrO TEKCTY MapKyBaHHSA NEPBUHHOI
Kopobui LA Ta BTOPMHHOI YNaKoBOK fikapCbKoro 3acoby
«300POB’A BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
» 3aTBEPOKEHHS.
149. | KETOOEKCA rpaHynu ans TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/16020/02/01
0OpanbHOro Po34nHy «MpencTaBH «ACTPA®APM» 3miHa 3asBHuka 13 (MIBI) (BnacHuka peuenmom | nidnseae
no 25 wr; cawwe no MLTBO peecTpaLiiHOro NOCBiAYeHHs) (3rigHO Hakasy
2,5r;n0 10, no 20, BAYM MOS3 Big 23.07.2015 Ne 460): TepmiH BBEAEHHSI
no 30 a6o no 40 SAPM 3MiH - NPOTArom 6 MicsAUIB NiCNsA 3aTBEPAKEHHS.
cawle y kopobui 3 TMBX» 3MinHn | Tuny - 3MiHK Wwopo

KapToHY

6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHEHNX gaHUX
npo cuctemy dapmakoHarnagy (BBe4eHHs
y3aranbHEeHUX AaHux nNpo cuctemy
dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, SKLWwo BoHa
BiMiHHa Bif, yNOBHOBaXXeHOI ocodu,
BiA4noBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-channa cuctemm
dapmakoHarnsgy). 3MiHa ynoBHoBaxeHOoi ocobu
3asiBHMKa, BignosiganbHoi 3a dpapMakoHarnsa.
[itoua pepakuisi: LLoBkoBa IpuHa BaneHTuHiBHa.
MponoHoBaHa pepakuisi: Bucoubka Onbra
puropisHa. 3MiHa KOHTaKTHUX OaHUX
yMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignoBiganbHoI 3a chapmakoHarnsg. 3MiHa
MicLe3HaxoMmKeHHs MacTep-anna cuctemm
chapmakoHarnsgy Ta noro Homepa. 3MiHa micus
30iICHEHHSA OCHOBHOI AisiNbHOCTI 3
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnagy. 3mMiiu | Tuny - 3miHu wono
6e3nekn/eceKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHN BHECEHO B TEKCT
MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby L0A0 YTOYHEHHS NOTroTUMY
3asiBHMKA. TepMiH BBeL4EHHS 3MiH - MpOTAroM 6
MicAUiB Nicnsa 3aTBEPAXEHHS.
150. | KETOPOJIAK- | po3u4nH Ans iH ekuin, TOB HB® Ykpaina BiANOBiAaNbHUIA 3a Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/17057/01/01
MIKPOXIM 30 mr/mn; no 1 mn B "MIKPOXIM" BUPOOBHMLTBO Ta 3MinHun | Tuny - 3MiHKM Wwopo peuenmom
amnyni; no 5 amnyn KOHTPOnb/BUNpobyB 6e3nekn/edhbeKTMBHOCTI Ta hapmakoHarnsgy.
y kaceri; no 2 aHHs cepii, He BeegeHHsa abo 3miHn J0 y3aranbHeHVX AaHux
KaceTu B nauui 3 BKIHOMAK4M BUMNYCK npo cuctemy papmakoHarnsgy (BBegeHHs
KapTOHYy cepii: MNMpuBatHe y3ararnbHeHuX AaHux Npo cuctemy
akKujioHepHe dapmakoHarnsay, 3MiHa YNnoBHOBaXXeHOi ocobu,
TOBapUCTBO BiANOBiganNbHOI 3a 34INCHEHHS
«Jlekxim-Xapkis», thapMakoHarnagy; KoHTakTHoi ocobu 3
YkpaiHa; apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
BignoBiganbHUN 3a chapmakoHarnagy B YkpaiHi, SKLWO BOHA
BUPOBHMLTBO Ta BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
KOHTponb/Brnpobys BiAMOBiAanbHOI 3a 3aiNCHeHHs hbapmakoHarnaay
aHHs cepii, (BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHM y
BKIMOYaO4M BUMYCK PO3MiLLEeHHI MacTep-daina cuctemm
cepii: TOB HB® dapmakoHarnsay) - 3MiHa yNoBHOBaXEHOT
«MIKPOXIM», ocobu 3asBHUKKa, BianoBiaanbHOI 3a
YkpaiHa; dapmakoHarnsg. Hitoya pepakuisi: €BcTpaToBa
BiAnoBiganbHWN 3a IpmHa IropiBHa. MponoHoBaHa pegakuis: Montox
BUMYCK cepii, He Hatanis €BreHiBHa. 3MiHa KOHTaKTHUX JaHUX
BKIOYaK0YN yNOBHOBaXeHOI 0coby 3asBHMKa,
KOHTPOnb/BUNpobyB BignoBiganbHoI 3a chapMakoHarnsg
aHHs cepii: TOB
HB® «MIKPOXIM»,
YKkpaiHa
151. | KWCNOTA PO34uH Ans iHdy3ii, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/13836/01/01
AMIHOKANP 50 mr/mn; no 100 mn | "®apmaueBT "®apmaueBTnYHa 3miHu | Trny - 3miHu 3 sikocTi. MoToBUIA peuenmom
OHOBA- y dnakoHax; no 100 n4yHa cipma dipma "JapHunua” nikapcbkui 3aci6. Cuctema
OAPHUUA MmNy donakoHi; no 1 "OapHuus” KOHTeWHep/3aKynoptoBanbHUiA 3aci6 (iHLi 3MiHK).

dnakoHy y nayui

OHoBneHHs p. 3.2.P.7. Cuctema koHTelHep/
3aKkynoptoBarnbHui 3acib, a came BUITy4EHO
BMPOOHMKa NEPBUHHOIO NakyBanbHOro
MaTepiany «[lloninponineH y rpaHynax» gipmu
INEOS Olefins & Polymers Europe, Germany.
3atBepaxeHo: LyondellBasell Industries, Italy;
INEOS Olefins & Polymers Europe, Germany.
3anponoHoBaHo: LyondellBasell Industries, Italy.
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTENHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX NepBUHHOI YMakKoBKW FOTOBOTO NikapCbKOro
3acoby (iHwi 3miHn). OHoBNEHHs p. 3.2.P.7.
CuncTtema KoHTeNHep/ 3akynoptoBanbHUiA 3acib, a
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came BHeCeHi pefaKuiHi 3MiHW Ta YTOYHEHHSA 0
cneuudikaLii NepBUHHOTO NakyBanbHOro
martepiany «[loninponineH y rpaHynax» 4o n.
«30BHiLLHIN BUrNSg», «lgeHTudikauisy,
«[lMpo3opicTb po3umHy», «KonbopoBicTb
PO34nHy», «KNCNOTHICTL abo NyXXHICTbY,
«OnTuYHa ryctuHay, «BigHoBnoBanbHi
peyvoBUHNY», «AMOMIHIWA, XPOM, TUTaH, BaHagin,
LIMHK, LLLO eKcTparyTbcsay», «Baxki meTtanu, wo
ekcTparytoTbesi» Ta «CynbcaTHa 3onay;
nokasHuk «LLiBnakicTb Tedii posnnasy»
nepeHeceHo A0 po3ainy «3aranbHi
BMACTUBOCTI» BiAMNOBI4HO A0 MaTepianis
BMPOGHMKa (6e3 3MiHW AKICHOTO i KiNlbKiCHOro
cknagy nakyBanbHoro matepiany).3MiHu | Tuny -
3MiHn 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
CucTtema KoHTenHep/3akynoproBanbHuiA 3acio.
3miHa napameTpiB cneundikalii Ta/abo
OOMNYCTUMKX MEX NEPBUHHOT YNAaKOBKN FOTOBOTO
nikapcbKoro 3acoby (BWIyYeHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3acTapinoro
nokasHuka)).

BunyyenHs 3 posginy 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBarnbHuiA 3acib nokasHuka
«Pe4oBUHM, PO34MHHI Y rekcaHi» y 3B'A3Ky 3
BUITYYEHHAM AAHOrO MoKasHvKa i3 MoHorpadii
OOY/ED, 3.1.6. «[MoninponineH ans
KOHTEeWHepIB i 3aKkynoptoBanbHuX 3acobis Ans
napeHTepanbHUX NpenapariB i O4HUX
npenapariB».

152.

KNATIHON®

TabneTku, BKpUTI
o6onoHkoto, no 500
Mr + TabneTku,
BKpPUTi 060NOHKOL0,
no 250 mr + kancynu
no 30 wr,
KOMGiHOBaHMWI Habip
Ansi nepopanbHoro
3acTtocyBaHHs Ne 42
: 2 Tabnetku
XKOBTOrO KONbopy
Kpyrnoi coopmu
(TwHigaszony) + 2
TabneTku XOBTOro
KONMbOpy AOBractol
dopmmn
(knapuTpOMILMHY) +
2 kancynu
(naHconpaszony) - y
CcTpuni; no 7 cTpunis
Y KapTOHHI# nauuj;

OPTAHOCHU
H
NAV®SCAEH
CU3 (Ed
3ETI)

OAE

EBepTomkeH Nand
CaeHcuns Jimiten

IHgia

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkntoyar4mn 3amiHy abo JONOBHEHHS)) -
CynyTHs 3MiHa
- 3MiHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3aci6.

KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa

napameTpiB cneuudikadin Ta/abo gonyctummx

MEX roTOBOroO fikapcbkoro 3acoby (iHLi 3MiHu) -
3MiHa y MeTofax KOHTpOrio SKOCTi ANs

TuHigasony nokasHuka sAKOCTi «laeHTudikauis.

TapTpasuH» Ta K Hacnigok 3miHa B
cneuudikaLii Ans AaHoro nokasHuka. 3miHu |
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNIA
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPOBYBaHHSI rOTOBOrO
nikapcbKkoro 3acoby (iHwWi 3MiHM y meTogax
BMNpobyBaHb (BKMOYakoym 3amMiHy abo

3a
peuenmom

He
nidnsieae

UA/5974/01/01




93 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOMGiHOBaHWI Habip [OMoBHEHHS)) - CynyTHS 3MiHa - 3MiHK 3 SKOCTi.
ONs nepoparbHOro [oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
3acTocyBaHHs Ne 42: nikapcbkoro 3acoby. 3miHa napameTpis
2 TabneTkn XoBTOro cneumndikauii Ta/abo JonNycTUMMX MEX rOTOBOro
KONbOpY Kpyrnoi nikapcbkoro 3acoby (iHLwi 3MiHu) -
opMm (TUHIgasony) 3MiHa y MeTofax KOHTPOSo AKOCTi Ans
+ 2 Tabnetkun KnapuTpomiuunHy nokasHuka skocTi
XKOBTOrO KOSbOpY «lgeHTudikauis. XiHoniHOBMIN XOBTUIY Ta SK
noBractoi oopmu Hacnigok amiHa B cneuudikauii 4ns gaHoro
(knapuTpoMiLmMHy) + nokasHuka. 3miHu | Tuny - 3miHn 3 AKoCTi.
2 kancynu ["oToBMI Nnikapcbknii 3acib. KOHTponb rotoBoro
(naHconpasony) - y nikapcbkoro 3acoby. 3miHa napameTpis
6nictepi; no 7 cneumndikaui Ta/abo JoNyCTUMMX MEX FOTOBOro
6nictepis y nikapcbkoro 3acoby (iHwi 3MiHN) - BunyyeHHs
KapTOHHIN navui 3a3HaveHHs, WO BigNoBigae po3mMipy Kancynm 3
nokasHuka sikocti «Onmc» roToBoro nikapcbkoro
3acoby KnaTiHon®, kancynu naHconpasony no
30 mr. 3mMiHM BHEeCeHO B iHCTPYKLilO s
MELMYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3gin "OcHoBHI dhisnko-ximMiyHi BMacTmeBocTi"
oo onucy kancyn naHconpasony. 3minu |
TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NikapCbKMit
3aci6. KoHTponb rotToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikaui Ta/abo
[OMNYCTUMKX MEX rOTOBOTO fikapcbkoro 3acoby
(BHECEHHS 3MiH y AOCbE ANS NPUBEAEHHS Y
BiQNOBIAQHICTb A0 3aranbHoi cTatTi 2.9.40
«OpHopigHICTb 030BaHUX OAUHULILY
[dY/Esponencbkoi hapmakonei 3amicTb
3aTBepKEHNX 3aranbHux ctaten 2.9.5
«OpHopigHicTb Macu» Ta/abo 2.9.6
«OpHopigHICTb 003MY) - BunyyeHHs nokasHuka
«OaHopigHiCTb Macu» 3 MeTofiB KOHTPOIO
SIKOCTi FOTOBOrO NiKapCbKoro 3acoby,ocKinbku B
MeToAax KOHTPOIO SKOCTi € 3aTBEPOKEHNN
nokasHuk «OAHOPIAHICTb [030BAHUX OAMHULIbY.
153. | KONICTUH- MOPOLLIOK ANsi Mictpan AHrnis BMPOGHMLUTBO ITanis/ BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: 3a UA/18734/01/01
BICTA PO34MHY Ans iH'eKUin Kenitan roTOBOI NiKapCbKOi Icnania 3minHn | TMny - 3miHm 3 sikocTi. CepTudikaT peuenmom
abo iHranauin no MeHepxmeH cdopmu, NepBrHHA BignosigHocTi/lE-cepTudikat BignosigHoCTi
1000000 MO no 10 T NimiTeq Ta BTOPUHHA €Bponeiicbkinn dapmakonei/MmoHorpadii.

nakoHiB y
KapTOHHIl kopobui

ynakoBKa, KOHTPOIb
Ta BUNycK cepii:
ANb®ACITMA
C.M.A., Itanis;
Bupo6HuuTBO
roTOBOI NiKapCbKoi
dopmu, NepBUHHA
Ta BTOPWHHA
ynakoBKa, KOHTPOrb,
BKIIIOYA04M aHania
iaeHTudikauii (tect

MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHocCTi EBponenchkii hapmakonei: ans
A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOT peqoBuHU (cepTudikar
BignoBigHocTi €Bponeicbkiii hapmakonei) -
HoBwuih cepTudikaT Ha HecTepunbHuin ADI, sk
OyAe BUKOPMCTOBYBATUCA ANS BUPOOHULTBA
CTepunbHOro nikapcbkoro 3acoby, siKLLo Boaa
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154.

KONICTUH-

MOPOLLIOK ANs

AHrnis

A), cnopigHeHux
peyoBuH i npodpinto
cKnaay noniMikCUHIB

Ta BUNycK cepii:

ANTAH
PAPMACBIOTIKAS
3, C.A., IcnaHis

BVIKOPVCTOBYETbLCSI HA OCTaHHIX eTanax cuHTesy
Ta maTepian He BinbHWI Big 6akTepianbHUX
€HOOTOKCWHIB - NOfaHHA HOBOro cepTudikaTa
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
CEP 2015-189-Rev 00 ans A®I konictumetart
HaTpilo BiA HOBOrO anbTepHaTUBHOrO BUPOBHUKa
Lianyungang Runzhong Pharmaceutical Co.,
Ltd., China.
3MinHn | Tuny - 3MiHm 3 akocTi. ADI.
CT1abinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBsaHb/nepioay 36epiraHHa abo ymos
36epiraHHs A®I (3a BigcyTHOCTI y
3aTBeEpOKEHOMY J0Chbe cepTudikata
BiZNOBIQHOCTI €Bponenchkin dhapmakonei, LWo
BKIOMAE Nepiof NOBTOPHOro BUNPo6yBaHHS)
(nepio noBTOpHOrO BUNPOGYBaHHs/Nepion
30epiraHHs) - 36inbeHHsa abo BBegEHHS
nepiofy NOBTOpPHOro BMNpobyBaHHs/nepiogy
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCHIMKEHb Y
peanbHOMy 4aci - BBeAeHHS 36-MiCAYHOr0o
nepiofly NOBTOPHOro BUNpobyBaHHs Ha OCHOBI
pe3ynbTatiB gochnigkeHb cTabinbHoOCTi y
peanbHOMY Yaci Anst HoBoro BUpo6Huka AdI
Lianyungang Runzhong Pharmaceutical Co.,
Ltd., China.

noceio4yeHHs1

BICTA

PO34MHY AN iH'eKUin
abo iHranauin no
2000000 MO no 10
dnakoHiB y
KapTOHHiI kopobui

MicTtpan
Kenitan
MeHepxmeH
T JlimiTeq

BupobHuLTBO
roToBOI NiKapCbKoi
cdopmMu, NepBrHHA

Ta BTOPVHHA

ynakoBKa, KOHTPOrb,
BKIIIOYao4M aHania
ineHTudikauii (tect
A), cnopigHeHwmx
pevyoBUH i Npoginto
ckragy noniMikCuHiB
Ta BUNycK cepii:
ANTAH
PAPMACBIOTIKAS
3, C.A., Icnanis

Icnanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoOCTI
€Bponewckkin dhapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHocCTi abo BUny4eHHs cepTudikata
BiQNOBIQHOCTI €Bponewchkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi EBponeichkii hapmakonei) -
HoBwuin cepTudikaT Ha HecTepunbHuin A®I, skui
6yae BUKOPUCTOBYBaTUCA ANt BUPOOHULTBA
CTepunbHOro nikapcbkoro 3acoby, siKLLo BoAa
BVIKOPVICTOBYETbLCSI HA OCTaHHiX eTanax cuHTesy
Ta MaTepian He BinbHUIA Big GakTepianbHuUX
€HOO0TOKCWHIB - NoOAaHHSA HOBOMO cepTudikaTta
BignoBigHOCTI €Bponencoki papmakonei Ne R1-
CEP 2015-189-Rev 00 ansa A®| konictumeTtart
HaTpito Bif, HOBOIO anbTepHATUBHOIO BUPOGHUKa
Lianyungang Runzhong Pharmaceutical Co.,
Ltd., China.
3MmiHu | TUny - 3miHK 3 sikocTi. ADI.
CT1abinbHicTb. 3MiHa nepiogy NOBTOPHMX

3a
peuenmom

UA/18734/01/02

BUnNpobyBaHb/nepiogy 36epiraHHs abo ymos
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36epiraHHst A®I (3a BigcyTHOCTI y
3aTBEpAKEHOMY AOCbe cepTudpikata
BiZNOBIgHOCTI €BponeWnchkin hapmakonei, Lo
BKIOYAE Nepiof NOBTOPHOrO BUNPOo6yBaHHS)
(nepioa noBTOpHOTrO BUNPOBYBaHHs/Nepios
30epiraHHs) - 36inbLleHHs abo BBegeHHS
nepiofy NOBTOPHOro BMNpobyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCHIAXEHb Y
peanbHOMy 4aci - BBegeHHs1 36-Mics4HOro
nepiofly NOBTOPHOro BUNpobyBaHHS Ha OCHOBI
pes3ynbTartiB gocnigkeHb cTabinbHOCTI y
peanbHOMY Yaci Anst HoBoro BUpoGHMKka AdI
Lianyungang Runzhong Pharmaceutical Co.,
Ltd., China.

155.

KOMBILNTP
OH

NMOPOLLOK Anst
oparnbHOro PoO34nHy,
no 13,60 r B cawue;

no 10 cawe y nayui

AT
"®dapmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTporb AOMOMIKHMX
peyoBMH. 3MiHa napameTpiB cneumdikaLin
Ta/abo [onyCTUMUX MEX 4SS AONOMIKHOT
peyoBUHY (iHLWi 3MiHW) - CynyTHS 3MiHa - 3MiHK 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
AOMOMIKHUX PevyoBUH. 3MmiHa y meTogax
BMNPOOYBaHHSA AOMOMIKHOI PEYOBUHM (iHLLi
3MiHM Yy MeToAax BUNpPobyBaHHS (BKNOYaoun
3amiHy abo JogaBaHHs)) - 3MiHa NepioANYHOCTI
KOHTPOSO B cneumdikauii Ta metogax
BUNPoOYBaHHSA JONOMIDKHOI PEYOBUHM — LlyKpo3a
(uykop noapibHeHun (Nyapa)) 3a nokasHUKaMu:
«[Mpo3opicTb po3unHy», «KonbopoBicTb
po3unHy», «HacunHa ryctuHa BinbHa», «Po3mip
yacTok», «MikpobionoriyHa YncToTay -
NPOMOHYETLCSA KOHTPOMb NPOBOAUTY NMPU 3MiHi
napTii CMPOBMHM 0AHOPa30Bo. [na nokasHuka
«Onuncy, NepioANYHICTb KOHTPOMIO 3anuULLINTK
6e3 3miH, a came - ANs KOXHOI cepii Ta npu
36epiraHHi npoaykTy GinbLie 72 roguH (nicns
NMOBTOPHOIO NoApiGHEHHS)

bes
peuenma

UA/19918/01/01

156.

KOMBOIMMI3A
XR

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 5
mr/500 mr; no 7
TabneTok y 6nictepi;
no 4 6nictepu y
KapTOHHiIl kopobuyi

Actpa3eHek
a Ab

LBeuis

AcTtpa3eHeka
dapmacbtoTukanc
nn

CLA

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3minu Il Tuny - 3miHu wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHbL Ta yMOB
Buaadi peectpauiiHoro NocBig4yeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusnkamm
(3acTtocyBaHHSA 3miH(K), Aki(a) BUMaraTb(€)
noganbLUIoro o6rpyHTyBaHHS HOBUMM
[00aTKOBMM JaHUMU, LU0 MakoTb HagaBaTucst
KOMMETEHTHNM OpPraHoM, OCKISTbK/ BUMaraeTbCst
CYTTeBa OLiHKa KOMNETEHTHUM OpPraHoM).
3asBHUKOM HagaHo oHoBneHui MNnaH
ynpaeniHHs puamkamu Bepcis 20.0. 3miHn
BHeceHo o vacTuH: Il "Cneumndikauis 3

3a
peuernmom

UA/12952/01/02
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6esnekun”, lll "MnaH 3 dbapmakoHarnagy”, V"
3axoau 3 MiHimi3auii pusukis", VI "Pesiome
nnaxy ynpasniHHg pusnkamu", VII "JogaTtkn" Ha
OCHOBi OHOBINEHOI iHopMaLii 3 6e3neku gito4oi
peyoBuHW. Pestome MnaHy ynpasniHHA
pusmkamm Bepcia 20.0 gogaerbces.

157.

KOMBOIMMI3A
XR

TabneTku, BKpUTI
NniBKOBOIO
obornoHkoto, no 5
mr/1000 mr; no 7
Tabnetok y bnicrepi;
no 4 Gnictepny
KapTOHHiIN kopoOLi

Actpa3eHek
a Ab

LBeuis

AcTtpa3eHeka
dapmacbioTukanc
nn

CLIA

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3minHn 1l Trny - 3MiHKn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHbL Ta yMOB
Buaadi peectpauiiHoro NocBig4YeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHsi 3MiH(K), Ski(a) BUMaratoTb(€)
noAanbLIoro 06rpyHTyBaHHS HOBUMM
[00aTKOBMM AaHWMU, L0 MakoTb HagaBaTucst
KOMMETEHTHNM OpraHoM, OCKiflbKM BUMaraeTbCsl
CyTTEBaA OLiHKa KOMMETEHTHNM OpPraHoM).
3asiBHUKOM HagaHo oHoBneHwui MNnaH
ynpaBniHHS puamkamu Bepcis 20.0. 3miHn
BHeceHo Ao YacTuH: |l "Cneundikauis 3
6esnekun”, lll "MnaH 3 dbapmakoHarnagy”, V"
3axogu 3 MiHimizauii pusukis”, VI "Pestome
nnany ynpasniHHa pusmkamu”, VII "OopaTtkm" Ha
OCHOBi OHOBMEHOI iHdopMaLlii 3 6e3nekn aitovoi
peyoBuHW. Pestome MNnaHy ynpasniHHsS
pusmkamm Bepcia 20.0 gogaerbcs.

3a
peuenmom

UA/12952/01/03

158.

KOMBOIMMI3A
XR

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, no 2,5
mr/1000 mr, no 7
TabneTtok y bnicrepi;
no 4 6nictepn y
KapTOHHiI kopobui

Actpa3eHek
a Ab

LBeuis

AcTtpa3eHeka
dapmacbloTukanc
nn

CLUA

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3minHn Il Trny - 3MiHKn Wwopo
6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
Buaadi peectpauiiHoro NocBigvYeHHs,
BKItoyatoun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaraoTb(€)
noAanbLUoro obrpyHTyBaHHA HOBUMM
[O[ATKOBMM AaHVMW, L0 MaloTb HagaBaTucs
KOMMNETEHTHWM OpraHoM, OCKiflbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMNETEHTHUM OpraHoMm).
3asiBHUKOM HagaHoO oHoBMeHui MNnaH
ynpasniHHa puankamu Bepcist 20.0. 3miHn
BHeceHo Ao vacTuH: |l "Cneumdikauis 3
6esnekun”, lll "MnaH 3 bapmakoHarnagy”, V"
3axoau 3 miHimizauii pusukis”, VI "Pestome
nnaHy ynpasniHHa pusukamn”, VII "OogaTtkn" Ha
OCHOBi OHOBIEHOI iHopMaLlii 3 6e3neku fito4oi
peyoBuHW. Pestome MNMnaHy ynpasniHHsS
pusmkamm Bepcia 20.0 gogaetbces.

3a
peuenmom

UA/12952/01/01

159.

KOMAKCOH
40

PO34MH Anst iH'ekuin,
40 mr/mn; no 1 mn
PO3YMHY B
nonepegHLo
HanoBHEHOMY

TOB «TeBa
YkpaiHa»

YkpaiHa

BupobHuuTBO 3a
NMOBHUM LIVKIOM:
TeBa
dapmauesTikan
IHgacTpis Jita,,

I3paine/
Benvka
Bpuranis/
Hinepnanam
/ YropuwumHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
(iHWi 3mMiHK) OHOBNEHO TEKCT MapKyBaHHsI
NepBUHHOI Ta BTOPUHHOI YNAaKOBKW NiKapCbKoro

3a
peuernmom

UA/6307/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
wnpuui; no 1 I3paine; 3acoby, a came BUIyYEeHO TUTYIbHY CTOPIHKY A0
wnpuvuy B 6nictepi; BrpobHuuTBO 3a TEKCTYy MapKyBaHHS, 3a3Ha4veHo iHpopmalLlito
no 12 wnpwuuis B NOBHUM LIMKIOM: oo 3asBHMKa y n. 11 Ta BKa3aHo Homep
KapTOHHiI kopooLi HopToH Xenckea peecTpaLiiHOro noceigvYeHHs y n. 12 TekcTy
Timiteg T/A MapKyBaHHS BTOPUHHOI YNaKoBKW, yTOYHEHO
AVBEKC NIOroTMN Ta BHECEHO HEe3HaYHi peaakuinHi
dapmacboTnkana NpaBKK B iHLUi MYHKTW TEKCTY MapKyBaHHS.
IOK, Benuka BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
BpwuTtaHis; KoHTponb 3aTBEpPAKEHHSA
cepii (Tinbkn
GionorivyHe
TECTyBaHHS):
AGik ITa., 13painb;
KoHTponb cepii
(noBHe TecTyBaHHS,
BKIIOYa4M Ha
CTepUIbHICTb Ta
GakTepiarnbHi
€HOOTOKCWHW, ane
OKpiM BGionoriyHoro
TECTyBaHHS):
dapmaxemi b.B.,
Higepnanaw;
KoHTponb cepii
(Tinbku GionorivyHe
TecTyBaHHs): AT
dapmaLeBTUHHUIA
3aBof TeBa,
YropLmHa;
KoHTponb cepii
(aHaniTnyHe
TECTyBaHHS Ta
BMBYEHHS!
cTabinbHocTi): Asis
Kewmikan IHgacTpis
JIta., 13painb
160. | KOPOEPIA TabneTku no 4 wmr, AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis: 3a UA/20546/01/01
MOHO no 10 TabneTtoky "®apmak” 3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA peuyenmom
6nictepi, no 3 nikapcbkuii 3aci6. Cuctema
Gnictepu y navui 3 KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa y
KapTOHY NEPBUHHIN YNakoBLi FOTOBOro MikapCbKoro
3acoby (sikicHWIA Ta KinbkicHWIA cknag) - Teepai
nikapcbki popMu - BHECEHHS 3MiHW A0 p.
3.2.P.7. Cuctema KoHTelHep/ 3aKyrnoptoBanbHUii
3acib, a came 3amiHa maTepiany GnictepHoi
ynakoBku: nniBky nonisiHinxnopugHy (PVC) Ha
donbry namiHosaHy MNBX Ta noniamigom
(PVC/AIU/PA). 3 Tabnetkammn KOHTaKTye Luap
(PVC). 3atBepaxeHo: PVC - Alu
3anponoxoBaHo: PVC/Alu/PA- Alu
161. | KOPOEPIA TabneTku no 8 mr, AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 peecTpauiHMX maTepianis: 3a UA/20546/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MOHO no 10 Tabnetok y "dapmak” 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
6nictepi, no 3 nikapcbkuin 3aci6. Cuctema
6nictepn y nayui 3 KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
KapTOHY NEepBUWHHIN yNakoBLj rOTOBOro NikapCbKoro
3acoby (sikicHWiA Ta KinbkicHWiA cknag) - Teepai
nikapcbki OpMM - BHECEHHSA 3MiHW 80 p.
3.2.P.7. Cuctema KoHTeNHep/ 3aKynoproBarnbHUi
3acib, a came 3amiHa maTepiany 6nicrepHoi
ynakoBkW: NniBky nonisiHinxnopugHy (PVC) Ha
¢onbry namiHosaHy NBX Ta noniamigom
(PVC/AIU/PA). 3 Tabnetkammn KOHTaKTye Luap
(PVC). 3atBepaxeHo: PVC - Alu
3anponoxoBaHo: PVC/Alu/PA- Alu
162. | KOPAOUMIH Tabnetku 3 KPKA, a.4., CnoBeHiga BUPOBHMLUTBO ManbTa/ BHECEHHS 3MiH O peeCTpaLiiHMX maTepianis: 3a He UA/1105/02/02
XL MoandikoBaHUM Hoso mecto TabneTok 3 CnoeeHis 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom nidnsieae
BUBINbHEHHAM Mo 40 MoaudikoBaHUM nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y
mr; no 10 TabneTok BVBINIbHEHHAM: TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
y GnicTepi; no 2 Circopig Manbta roTOBOrO JlikapCbKkoro 3acoby (3MeHLUEeHHs!
Gnictepu B JIta, ManbTa; TEPMiHy NPUAATHOCTI FOTOBOrO NiKapCbKOoro
KapTOHHiIN kopobui nepBuHHe Ta 3acoby) - [ins TOproBoi ynakoBkU. 3MEHLLEHHS
BTOPUHHE TepMiHy npuaaTtHocTi 13 Ha ocHOBI
nakyBaHHs, pocrnimpkeHHs ctabinbHocTi Yepes npobnemu 3
KOHTPOIb Ta BUMYCK akicTio J13.
cepil: [itova pepakuis: TepmiH npugaTHoCTi 60 Micsuis
KPKA, a.4., Hoso (5 poki). NMponoHoBaHa pepakuis: TepMiH
mecTto, CnoBeHis; npvaatHocTi 36 Micauis (3 poku)
nepBUHHE Ta 3MiHM BHECEHO B iHCTPYKLIito ANt MEAUYHOrO
BTOPUHHE 3acTocyBaHHS NikapcbKoro 3acoby y po3ain
nakyBaHHs: "TepMmiH npuaaTHocTi".
KPKA, a.4a., Hoeso
mecTto, CrnoBeHis
163. | KYNPEHIN® TabneTku, BKPUTI TOB «TeBa YkpaiHa BupobHuuTBO 3a MonbLa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/8546/01/01
nniBKOBOK YkpaiHa» NOBHUM LIMKMOM: 3minu | TUNY - 3miHun Wwopo peuenmom
obornoHkoto, no 250 TOB TeBa 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
mr; no 100 TabneTok OnepenwHa Monang (iHWi 3MiHK). OHOBMEHHSI TEKCTY MapKyBaHHS
y nnsawuj; no 1 NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
NAAWLUi B KAPTOHHIN 3acoby. BBeaeHHs 3MiH NpoTsromM 6-Tu micsuiB
Kkopooui nicnsa 3aTBepaKEHHs
164. | NIA3OJIBAH® | cupon, 30 Mr/5 mn; TOB YkpaiHa Henbdapm Peiimc, DpaHuis/ BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: be3 UA/13771/01/01
3 no 100 mn chnakoHi; "Onenna PpaHuis; bepiHrep IcnaHis 3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA peuenma
MONYHUYHO | no 1 dnakoHy B Xenckea IHrenbxanm EcnaHa, nikapcbkuii 3aci6. KoHTponb rotoBoro
- KOMMMEKTi 3 Ykpaina" CA, IcnaHis nikapcbKkoro 3acoby (iHLWi 3MiHW) - OHOBMNEHHS
BEPLUKOBU nnacTMKoOBUM BXe 3aTBepKeHVX METO/B KOHTPOMIO SKOCTI
M CMAKOM MipHUM KOBNA4KoM Yy N3, a came BUKNaAeHHs! TEKCTY AEPXKABHO
KapTOHHiI kopooLi MOBOIO 3TiJHO CyYaCHWX BUMOT Ta BHECEHHS
peakuinHMX NpaBoK BiAMNOBIAHO A0 po3ainiB
3.2.P.5.1. Cneundikauisi Ta 3.2.P.5.2.
AHaniTU4YHI METOOMKN.
165. | IA3OJIBAH® | cupon, 15 mr/5 mn; TOB YkpaiHa BepiHrep Icnanis/ BHECEHHS 3MiH O peecTpauiiHuX maTepianis: be3 UA/9887/01/01
31 CMAKOM no 100 y cknsgHomy "Onenna IHrenbxanm EcnaHa, PpaHuia 3MmiHn | Trny - 3miHK 3 aKocTi. [oToBUM peuenma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nicoBUX hnakoHi 3 Xenckea CA, IcnaHisi; nikapcbkuii 3aci6. KoHTponb rotoBoro
Arig NnacTMKoBUM Ykpaina" Henbdapm Perimc, nikapcbkoro 3acoby (iHLLi 3MiHW1) OHOBNEHHS BXe
3aKynoproBasnibHUM ®paHuia 3aTBEePAKEHNX MeTOoZIB KOHTporto sikocTi 113, a
NPUCTPOEM i3 came BVKNaJeHHS TEKCTY AepP>KaBHO MOBOIO
3axMCTOM Bif 3rijHO Cy4aCHMX BUMOT Ta BHECEHHS! HE3HAYHUX
BiOKPUTTS OiTbMU; pefakuinHux NpaBoK ANs NpuBeaeHHS
no 1 conakoHy B crneungikaLii Ta MeToaiB KOHTPOIO y
KOMMMEKTi 3 BiANOBiAHICTb 40 MaTepianie BUPOBHMKa.
nnacTUKOBUM
MipHMM KOBMa4koM y
KapTOHHiIN kopobui
166. | NANC TabneTkn JIO®OAPMA ITanis MOBHUIA LMKN ITania BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/18580/01/01
AMBPO3IA cybniHreanbHi; Ne C.NA BUPOGHMLTBA: 3MinHn | Tuny - 3MiHKM Wwopo peuenmom nidnsieae
40: no 10 TabneTok BMPOBHMLTBO, 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
no 300 AO (1 nepBuHHE 3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
6nictepHa nakyBaHH4, 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
ynakoBka) Ta 30 BTOPUHHE MeOMYHOro 3aCTOCyBaHHS Ha NiacTa.i
Tabnetok no 1000 nakyBaHH4, perynsipHoO OHOBSIOBAHOIO 3BiTy 3 6e3nekn
AO (3 6nicTepHi KOHTpOrb cepil, nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
yMakoBKW) B BMNYCK cepii, 3aCTOCYBaHHS Nikapcbkoro 3acoby B
KapTOHHiIN kopooLyj; 36epiraHHs: nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
Ne 70: no 10 JIO®APMA C.IM.A OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
Tabnetok no 300 AO BiAMOBIAHO A0 NNaHy neaiaTpudHNX AOoCnigKeHb
(1 6nictepHa (PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
ynakoBka) Ta 60 YMNOBHOBaXXEHVM OpraHom)
Tabnetok no 1000 3MiHM BHeCeHO [0 IHCTpyKLUii Ana meguyHoro
AO (6 bnicTepHux 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
yNakoBOK) B "MobiyHi peakuii” BignosigHo go 6e3neku aitoyor
KapTOHHiIN kopooLi peyoBuHN. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicsiLiB Micns 3aTBEpOXKEHHS
167. | NAKTOBIT kancynu no 10 Mini Benwuka Menpo IHais BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: be3 nidnsieae UA/0160/01/01
POPTE kancyn y 6nicrepi; Xenckepe BpuTaHis dapmacbkroTrKarnc 3miHn | TMny - 3miHK 3 aKocTi. [oToBUIA peuenma
no 3 6nictepu B Timiteq MpisaT NimiTeq nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
KapTOHHiIl kopobuyj; TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
no 7 kancyny roTOBOro MiKapCbKoro 3acoby (36inbLUeHHSs
6nicTepi; no 2 abo TEepPMiHy NpuAaTHOCTI FOTOBOrO NikapCbKoro
no 4 6nictepu B 3acoby) - [ins ToproBoi ynakoBku
KapTOHHiIN kopobui (niaTBEPAXKYETHCS AAHNMMN pearbHOro Yyacy)
36inbLUeHHsI TepMiHY NpuAaTHOCTI rOTOBOrO
nikapcbkoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBroCTPOKOBUX AOCHIAKEHD
cTabinbHOCTi y peanbHOMy Yaci: 3aTBepaxeHo:
TepmiH npuaaTHOCTI 2 pokn 3anponoHOBaHO:
TepmiH npugaTHOCTI 3 pokM 3MiHM BHECEHO B
po3ain "TepmiH npuaaTHOCTI" B iHCTPYKLUit0 ANns
MELMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPOKEHHS.
168. | JIAHBIC® Tabnetku no 40 wmr; AcneH Ipnangis Ekcenna 'm6X i Ko. HimeuyunHa BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a UA/9128/01/01
no 25 tabnetok y dapma KIr 3MiHn | TMny - 3MiHK Wwopo peuenmom
donakoHi; no 1 TpengiHr 6e3nekn/edPekTMBHOCTI Ta hbapMakoHarnsiay.
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n/n

JliKapcbK020
3acoby

(nikapcbka ¢ghopma,
ynakoeka)
c¢nakoHy B

Nimiten

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
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Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

169.

JIAHTIFTEH B

KapTOHHiN Kopobui

Kpanni opanbHi,

BPYCYETTI

BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHUx
npo cuctemy dapmakoHarnagy (BBeAeHHs
y3aranbHeHUX AaHux Npo cUcTemy
chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBiganNbHOI 3a 34iINCHEHHS
dapmakoHarnagy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iIMCHEHHA
dapmakoHarnsgy B YKpaiHi, SKLWo BOHa
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-taina cuctemm
capmakoHarnsgy) -3MiHa KOHTaKTHOI 0cobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsag B
YkpaiHi. [itoya pegakuia: Kyuma Bonogumup
OnekcaHgpoBud. MponoHoBaHa pegakuisi:
Bynwra Nigia OnekciiBHa. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0COBU 3asiBHWMKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi

170.

JIEBEHIYM

cycneHsia no 18 mn
y dnakoHax 3
KPULLIKOKO—
KpanenbHuueto, no 1
dnakoHy y
KapTOHHIN naywi

HI C.P.JI.

ITanis

BPYCYETTIHI
C.P.JL

ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | Tuny - 3MiHKM Wwopo
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHUX
npo cuctemy apmakoHarnsgy (BBegeHHs
y3aranbHeHUX AaHux Npo cUcTemy
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANS 30iNCHEHHSI
dapmakoHarnagy B YKpaiHi, Ko BoHa
BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-thaina cuctemu
dapmakoHarnsaay) 3MiHa KOHTaKTHUX AaHuX
yMNOBHOBaXeHOI 0cobyY 3asBHMKa,
BiAnoBiganbHoI 3a hapmakoHarnsg. 3MiHa
KOHTaKTHUX AaHMUX KOHTAKTHOI 0COOU 3asiBHUKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
3MiHa Micus 3AiMCHEHHS OCHOBHOI AisANbHOCTI 3
dapmakoHarnsay.

3a
peuenmom

UA/18057/01/01

TabneTku, BKPUTI
NniBKOBOIO
obornoHkoto, no 250
mr, no 10 TabneTok
y 6nictepi, no 3 abo
5 6nictepiB y
KapTOHHIN ynakoBL

CaH
dapmacbloT
nkan
IHpacTpi3
Nimiten

IHAis

CaH
dapmacbioTukan
IHpacTpis Jitg, IHgis;

CaH dapma
JlabopaTopis
Nimiten, IHaisa

IHaisa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsagy.
BBepneHHsa abo 3mMiHu 40 y3aranbHeHVX AaHux
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHX AaHuX Npo CUcTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnagy; KOHTakTHoi ocobu 3

dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHs!

3a
peuernmom

UA/16544/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu Peknam
eionycky yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

dapmakoHarnagy B YkpaiHi, AKLwo BoHa
BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHK y
pO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
Hitoya pepakuis: Dr. Vivek Ahuja. lMponoHoBaHra
peaakuisi: Himanika Arora. 3miHa KOHTaKTHUX
[aHUX YNOBHOBaXXEHOI 0CO0M 3asiBHMKA,
BiZNOBiganbHoi 3a dpapMakoHarnag.

171.

JIEBEHIYM

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 500
mr, no 10 TabneTok
y GnicTepi, no 3 abo
5 6nictepiB y
KapTOHHIN ynakoBLi

CaH
dapmacbloT
vkan
IHaacTpi3
Nimiten

IHAis

CaH
dapmacboTukan
IHpacTpis JItg, IHgis;
CaH ®apma
JlaGopaTtopis
Nimiten, IHaisa

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHKM Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHeEHVX gaHUx
npo cuctemy papmakoHarnsgy (BBegeHHs
y3aranbHEeHUX AaHuX Npo CUcTemy
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBiganNbHOI 3a 34INCHEHHS
hapmakoHarnsay; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHA
BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
pO3MilLieHHI MacTep-anna cuctemm
apmakoHarnsigy) 3miHa ynoBHOBaXxeHoi ocobu
3asiBHMKA, BignosiganeHoi 3a hapMakoHarnsag.
[Hitoua pepakuis: Dr. Vivek Ahuja. lNMponoHoBaHa
pepakuis: Himanika Arora. 3miHa KOHTaKTHUX
[AaHnX YNOoBHOBaXEHOI 0COOU 3asiBHYMKA,
BiZNoOBiganbHoil 3a dpapmakoHarnag.

3a UA/16544/01/02
peuenmom

172.

JIEBEHIYM

TabneTku, BKPUTI
NniBkOBOIO
obornoHkoto, no 1000
mr, no 10 TabneTok
y 6nicTtepi, no 3 abo
5 6nictepiB y
KapTOHHIN ynakoBLi

CaH
dapmacbloT
ukan
IHpacTpi3
Nimiten

IHAis

CaH
dapmacbioTukan
IHpacTpis Jitg, IHgis;
CaH ®apma
JlabopaTopis
Nimiten, IHaisa

IHgia

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3minu | TUNY - 3miHun Wwopo
6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHEHWX gaHUx
npo cuctemy papmakoHarnsgy (BBe4eHHs
y3aranbHeHUX AaHuX Npo CUCTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnsay; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, AKLWo BoHa
BiMiHHa Bif, yNOBHOBaXXeHOI ocodu,
BiA4noBiganbHoI 3a 34iNCHEHHSA dhapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-channa cuctemm
hapmakoHarnsigy) 3miHa ynoBHOBaxeHoi ocobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsa.
[iroya pepakuin: Dr. Vivek Ahuja. NMponoHoBaHa
peaakuis: Himanika Arora. 3mMiHa KOHTaKTHUX

3a UA/16544/01/04
peuenmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[AaHnX YNOBHOBaXeHOI 0COOU 3asiBHWMKA,
Bi4NoBiganbHoi 3a dpapmakoHarnag.
173. | NEBEHIYM TabneTkn, BKpUTI CaH IHAis CaH IHpis BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a UA/16544/01/03
NniBKOBOO dapmacbiot dapmacbtoTrkan 3Mminu | TURY - 3miHK Wwopo peuenmom
obonoHkoto, no 750 ukan IHpacTpis NTa 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
mr, no 10 TabneTok IHpacTpi3 BBepneHHs abo 3miHM [0 y3aranbHEHUX AaHux
y 6nictepi, no 3 abo NimiTeq npo cuctemy dapmakoHarnsgy (BBefeHHs
5 6nictepiB y y3aranbHeHUX AaHux npo cuctemy
KapTOHHiI kopooLi chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHA
BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaxeHoi ocobu
3asiBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag,.
[Hitoua pepakuis: Dr. Vivek Ahuja. lMponoHoBaHa
peaakuisi: Himanika Arora. 3miHa KOHTaKTHUX
[AaHnX YNoBHOBaXEHOI 0COOU 3asiBHWMKA,
BiZNOBiganbHoi 3a dpapMakoHarnag.
174. | NEBOMAK TabneTku, BKPUTI Makneoac IHAis Makneoac IHgia BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis: Ne 5, Ne 10 He UA/15561/01/01
750 NniBKOBOO dapmacbioT dapmacbloTukanc 3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA —3a nionszae
obornoHkoto no 750 nkanc Nimiten nikapcbkui 3aci6. Cuctema peuyenmom;
mr; no 10 TabneTok Timiteq KOHTelHep/3aKynoptoBanbHWi 3aci6. 3miHa Ne 100 —
y BnicTepi; no 1 PO3Mipy YMaKOBKM rOTOBOIO NiKapCbKoro 3acoby minbKu ons
6nictepy B (3miHa kinbkocTi ognHuLb (Hanpvknag TabneTok, | 3acmocysaH
KapTOHHIN ynakoBLi; amnyn ToLo) B ynakosLi:) - 3MiHa nosa Hs1 8 yMogax
no 10 Tabnetok y [iana3oHOM 3aTBEpKEHUX PO3MIpIB YNAKOBKU. cmauioHapy
6nictepi; no 10 BBeneHHs 0o4aTKOBOT yNakoBKM 3i 3MiHOKO
GnicTtepiB y NEepBUHHOI YNakoBKW. 3MiHM BHECEHO B po3Ain
KapTOHHIN ynakoBLi; "YnakoBka" i sk Hacnigok B po3ain "Kateropis
no 5 Tabnetok y BiAMycKy" B iHCTPYKLtO ANA MEANYHOro
6nicTepi; no 1 3acToCyBaHHS NikapCcbKoro 3acoby y 3B's3ky 3
Gnictepy y BBeJEHHAM J0A4aTKOBOI YNaKoBKM Ta K Hacmnigok
KapTOHHIN ynakoBLi - 3aTBEpKEHHS TEKCTY MapKyBaHHS J404aTKOBOI
ynakoBKM nikapcbkoro 3acoby. BeeaeHHs 3MiH
nNpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS
175. | NEBOMEKOJ1 | ma3b no 30 r abo no My6nivyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: be3 nidnsieae UA/8367/01/01
b 40 r y 1y6i; no 1 1y6i akuioHepHe akuioHepHe 3MmiHu | TUNY - 3miHK Wwopo peuenma
B Mayli 3 KAPTOHY TOBapUCTBO TOBapUCTBO 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy
"HaykoBo- "HaykoBo- (iHLLi 3MiHW).
BUPOGHWYMIA BUPOGHWYMNIA LEHTP 3MiHa y 3B'I3Ky YTOYHEHHSI BUKNaAeHHS po3ainy
LeHTp "BopLuariBcbkui "NopaTtkoBa iHdopmauis. Al-1. Ynakoska" MKA.
"BopLuariscb XiMiko- 3MiHM BHECEHO B |HCTPYKLiO AN MEONYHOTO
KU XiMiKO- dapmaueBTUYHUI 3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
dapmaueBT 3aeon" "MoBiyHi peakuii" LWoao 3BiTYyBaHHA NPO NOOIYHI
NYHUIA peakuii Ta OHOBMNEHO TEKCT MapKyBaHHsI
3aBo”

NepBUHHOI Ta BTOPUHHOI YNAaKOBKW NiKapCbKoro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3acoby (Bunny4YeHo iHbopmMaLilo PoCiCbKO
MOBOIO Ta NPOBEAEHO PeAaKLiiHi npaBku Mo
TekcTy). BBeaeHHsi 3mMiH npoTaromM 6-tn micsuis
nicnsi 3aTBepOXXEHHS.
176. | NEBO®JIOKC | posuunH Ans iHdysin, "FOHik IHAisa "FOHik IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/15760/01/01
ALUUH 5 mr/mn; no 100 mn dapmacbloT dapmacbtoTukan 3MinHun | Tuny - 3MiHKM Wwopo peuenmom nionsieae
y dnakoHi; no 1 nkan Jlabopatopis" 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
hbnakoHy B Jlabopartopia (BipAineHHs dipmun 3MiHa y KOPOTKil XapakTepucTuLi NikapCbKoro
KapTOHHiI kopooLi " "Ox. b. Kemikana 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
(BiaaineHHs eHa MeLMYHOro 3acToCyBaHHA Ha niacrasi
dipmmn dapmacbtoTukan3 perynspHO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
"0x.B. Nra.") nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
Kemikans 3acTocyBaHHS nikapcbkoro 3acoby B
eHg nicnapeecTpauinHuii nepiod, abo sk pesynbtat
dapmacbloT OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
ukana Jitg.") BiANOBIQHO A0 NNaHy negiaTpuyHuX SOocnigKeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNEeTEHTHUM
YMNOBHOBaXXEHUM opraHom) - 3MiHN BHECEHO A0
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbkoro 3acoby y po3ain "lMobivHi peakuii”
BiZNOBIQHO [0 OHOBMEHOI iHpopMaLii 3 6e3neku
[itoyoi peyoBuHN. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 MicsuiB nicnsi 3aTBepAKEHHS
177. | NIBAPON necapii no 400 wmr; aOn "CTAOA- YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes UA/17172/01/01
no 5 necapiis y YKPAIHA" reyn" 3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenma
onictepi; no 1 abo 2 nikapcbkuii 3aci6. KoHTpornb rotoBoro
Gnictepun y nikapcbkoro 3acoby (iHwi 3MiHK). OHOBMNEHHS
KapTOHHiIN kopobui BXe 3aTBepKeHVNX METOAB KOHTPOMIO SKOCTi
N3, a came BUKNageHHS TEKCTY AEPXaBHOK
MOBOHO 3riJHO Cy4aCHUX BUMOT.
178. | NIMEHOA cynosutopii TOB Ykpaina yopng MEOVUMH TypeuunHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/14636/01/01
BariHanbHi no 7 "YOPN4 IJIAY CAH. BE 3MmiHn | TMny - 3miHK 3 aKocTi. [oToBUIA peuenmom nidnsieae
cynosuTopiis y MEOWLNH" TIDK. A.LL. nikapcbkuii 3aci6. 3MiHn y BUpoGHMUTBI. 3amiHa

onictepi; no 1
onictepy y
KOMMIEKTi 3 7
Hananb4YHUKamm
0HOPa30BOro
BMKOPUCTaHHs abo
no 2 6nictepny
KOMMnekTi 3 14
Hananb4YHuKamm
0HOPa30BOro
BVIKOPVCTaHHS y
KapTOHHiIl kopobui

abo BBeAeHHS 40OaTKOBOI AiNbHULI
BMPOBHMLUTBA ANSA YacTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (ainbHMUSA, Ha AKi npoBoaATbLCSA Oyab-
SIKi BUPOOHMYI CTagii, 32 BUHSITKOM BUMYCKY
cepint, KOHTPOSO AKOCTi, MEPBMHHOIO Ta
BTOPWHHOIO NaKyBaHHS, ANS HECTEPUIBbHUX
nikapcbkunx 3acobiB) - cynyTHA 3miHa - 3MiHK 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
[inbHULi BUPOOHULITBA AN YacTUHKU abo BCbOro
BUPOGHMYOro NpoLecy roTOBOrO NikapCbKoro
3acoby (AinbHMLA ANS BTOPUHHOTO NaKyBaHHS) -
3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3aci6. 3MiHKn
y BUpOGHMUTBI. 3aMiHa abo BBeOEHHS
[0AaTKOBOI AiNbHULI BUPOBHMLTBA ANS YaCTUHU
abo BCbOro BMPOGHMYOro npoLecy rotoBoro
nikapcbkoro 3acoby (AinbHWUUS ANst NEPBUHHOIO
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

nakyBaHHs1) - 3aMiHa AinbHULi BUpOOGHMLTBA
roTOBOro fikapcbkoro 3acoby. BeeaeHHsi 3mMiH
NpOTArom 6-T1 MicsLiB NiCNs 3aTBEPYKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuit 3aci6. 3MiHM y BUpoBHUUTBI. 3MiHa
iMnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepil
Ta KOHTPOIO SAKOCTi FOTOBOTO IiKapCbKOro
3acoby (3amiHa abo fofaBaHHsi BUPOBHUKa, LLO
BifnoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoum KOHTposb/BUNPobyBaHHsA cepii -
3amiHa BUpOOHKKa, Lo BignoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkrroyatoun
KOHTpOrnb/BUNpobyBaHHs cepii. 3MiHN BHECEHO B
iHCTPYKLUiO AN MEOUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3ain
"Micue3HaxomkeHHsi BUpoOHUKa Ta agpeca
MiCLst NPOBaPKEHHS MO0 OisAnbHOCTI" 3
BiANOBIAHNMW 3MiHAMW B TEKCTi MapKyBaHHA
yNaKoBOK Nikapcbkoro 3acoby. BeeaeHHst 3aMmiH
NpOTArom 6-T1 MicALIB NiCNs 3aTBEPOXKEHHS.
3MinHun | Tuny - 3MiHKM Wwopo
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHW) - 3MiHN BHECEHO B TEKCT
MapKyBaHHSA BTOPUHHOI YNaKOBKW fikapCbKoro
3acoby y nyHkTu 8, 12, 13, 17. BBeaeHHs 3miH
NpoTSArom 6-Tm MicsALIB NiCNs 3aTBEPXKEHHS.

179.

JNIHEKC
DOPTE®

Karncynv TBepai; no
7 kancyn y bnictepi;
no 1 abo 2, abo 4
Gnictepun y
KapTOHHiI kopobui

Canpos
dapmacbioTi
Kans g.n.

CnoBeHis

Tlek
dapmaueBTM4Ha
KOMnNaHisa a.a.
(BMpPOGHMLTBO in
bulk, nakyBaHHs,
BUNYCK cepili)

CnoseHis

BHECEHHS1 3MiH [0 peecTpauiHMX maTtepianis:
3miHu | Tvny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTporb AOMOMiIXKHMX
peyoBuH. 3MiHa napameTpiB cneuudikaLi
Ta/abo [onyCTUMUX MeX AN OMOMKHOI
pPeYoBUHYM (BUyYeHHS 3i cneumdikawii
He3Ha4yHoro nokasHuka (Hanpuknag 3actapinoro
nokasHuka)) - BunyyeHHs nokasHuka "Baxki
MeTanu" i3 Cneuudikauii Ans 4OMNOMKHOI
peyoBuHM Beneo Synergy, y 3B'si3ky 3BiTY Npo
OLiHKY enleMeHTapHUX JOMILLOK BiAMOBIAHO 40
ICH Q3D.

6e3
peuenma

UA/14763/01/01

180.

JNioniB-
BIONIK

niodpinizat ans
eMynbCii ans
iH'ekuin; 1 dponakoH
abo nnsiwka 3
niocpinizatom y
nayui

TOB
"BIONIK
PAPMA"

YkpaiHa

TOB "BIONIK
OAPMA"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo gOMyCTUMUX MEX roTOBOro
niKapcbKoro 3acoby (BUNyYeHHs1 HE3HA4YHOro
nokasHuka (Hanpuknaz 3acTtapinoro nokasHuka,

TaKoro sk 3anax Ta cMak, abo ineHTugikauis

6apBHUKIB Y CMaKoBuX J06aBOK)). BunyyeHHs
3i cneuudikauii M3 3acTapinoro nokasHuka
SKOCTi «AHOMarbHa TOKCUYHICTbY Ta
BiNOBIOHWI METOA, KOHTPOSIO AKOCTI As
roToBOro fikapcbkoro 3acoby. 3MiHu | Tuny -

3a
peuenmom

UA/3549/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MiHu 3 AkocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTpornb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MEX roTOBOro nikapcbkoro 3acoby (foMoBHEHHS
cneundikaLii HOBUM NOKa3HWMKOM 3 BiAMOBIAHUM
MeToaoM BUNPOGyBaHHS). [JoNnoOBHEHHS
cneungikaLii HoBuM nokasHukoM "bakTepianbHi
€HAOTOKCUHW" 3 BigNOBiAHUM METOLOM
BUNPoOyBaHHS. paHNYHMIA BMICT GakTepianbHMX
€HAOTOKCUHIB He Ginblue 0,55 MO/wmr.
BunpobyBaHHs NpoBOAATL METOAOM refb-
Tpomb-Tecty (OPY 2.6.14, rpaHUYHMIA TECT,
meTog A).
3miHn | Tvny - 3miHu 3 AkocTi. FoToBU
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (BUIyYEHHsI HE3HAYHOTO
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,
TakKoro Sk 3anax Ta cMak, abo igeHTudikauis
GapBHWKIB 4N cMakoBUX 406aBOK)). BunyyeHHs
3i cneundikauii 13 3acTapinoro nokasHuka
sikocTi "lMiporeHun” Ta BignoBigHUA MeToA
KOHTPOIO SIKOCTi y 3B'AA3Ky 3 BBEAEHHSAM B
cneuudikauito M3 NIONIB-BIONIK nokasHuka
skocTi "bakTepianbHi eHA0TOKCUHN", SKWiA €
GinbL YyTNMBKUM i cneundiYHUM MeToaoM Ans
BUSIBNIEHHS €HOOTOKCUHIB Yy MapeHTepanbHUX
nikapcbkunx 3acobax. 3MiHM BHECEHO Y TEKCT
MapKyBaHHs1 BTOPMHHOI (M. 17) ynakoBku
nikapcbkoro 3acoby. 3miHu | Tuny - 3miHn Woao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
(iHLWi 3MiHW). 3MiHWM BHECEHO Y TEKCT
MapKyBaHHs1 NEPBUHHOI (N. 5) Ta BTOPUHHOT (1.
3, 11) ynakoBKu NnikapcbKoro 3acoby.

181.

JNINIH-BIONIK

niodpinizat ans
emynbcii no 500 wmr;
1 conakoH abo
nnsika 3
niocpinasatom B
nayui; Komnnekr: 3
dnakoHu 3
niocpinizatom Ta 1
iHransTop Nebuliser
B nayui

TOB
"BIONIK
PAPMA"

YkpaiHa

TOB "BIOJIK
OAPMA"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo gonyCTUMUX MEX roTOBOro
niKapcbKoro 3acoby (BUNy4YeHHs1 HE3HA4YHOro
nokasHvka (Hanpuknag 3acTapinoro nokasHwka,
TaKoro sk 3anax Ta cMak, abo ineHTugikauis
6apBHUKIB Y CMaKoBKX [06aBOK)) BunyyeHHs 3i
cneuudikadii M3 3acTapinoro nokasHuka sKOCTi
«AHOMarnbHa TOKCUYHICTbY. 3MiHK | Tuny - 3MiHK
3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo 4OMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (AONOBHEHHS cneuudikauii
HOBMM MOKa3HMKOM 3 BiAMNOBiAHUM METOA0M

3a
peuernmom

UA/3528/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUNpobyBaHHs) [lonoBHEHHS cneumdikauii
HOBUM MOKa3HWKOM "BakTepianbHi eHOOTOKCUHM"
3 BiANOBIgHMM MeToA0M BUNPOOYBaHHS (refb-
Tpomb-TecT (APY 2.6.14, rpaHUYHMIA TECT,
meToA A) Ta KpuTepiem NpURHATHOCTI «He
6inbwe 0,35 MO/mr».
3MiHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JonNyCcTUMMX MEX FrOTOBOro
nikapcbKkoro 3acoby (BMIyYeHHS HE3HAYHOTO
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,
Takoro sik 3anax Ta cmak, abo igeHTudikadis
6apBHUKIB Y CMakoBKXx J06aBOK)) BunyyeHHs 3i
cneundikauii M3 3acTapinoro nokasHuka sKOCTi
"MiporeHn", y 3B's13Ky 3 BBEAEHHAM B
cneundikauito 113 NIMIH-BIOJTIK nokasHuka
sAKocTi "bakTepianbHi eHAOTOKCUHU", AKUIN €
OinbLU YyTNMBMM i cneuniyHnM MeToaoM Ans
BUSIBNEHHSI €HOOTOKCUHIB Y NapeHTepanbHNX
nikapcbkux 3acobax Ta skuii He NoTpebdye
BVKOPVCTaHHS TBapWH, LLO BiANOBIAAE €TUYHUM
cTaHgapTaMm, a Takox 3abeanevye TouHile
BM3HaYeHHs1 Hebe3neyuHnx HGakTepianbHKX
€H0TOKCUHIB, € LIBNALWIWM i 6inbLu
edeKTMBHMM, LLIO BiAMOBIAAE Cy4acHUM
perynsTopHuM BuMoraMm. BHeceHo y TekcT
MapKyBaHHs1 BTOPMHHOI (M. 17) ynakoBku
nikapcbkoro 3acoby. 3miHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW)
3MiHM BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI
(n. 3, 11) ynakoBKu nikapcbKoro 3acoby.

182.

NIINO®JIABO
H

niodpinizat ans
emynecii Ans
iH'ekuin; 1 dpnakoH
abo nnsiwka 3
niocpinizatom B
navuj

TOB
"BIOJIIK
OAPMA"

YkpaiHa

TOB "BIONIK
OAPMA"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
Ha3BM Nnikapcbkoro 3acoby. 3MiHa Ha3BM
nikapcbkoro 3acoby.
3ATBEP>KEHO:
JIINO®NABOH-KAPAIO (LIPOFLAVON-
CARDIO).
3ATMPOMNOHOBAHO: JTIINMO®NABOH
(LIPOFLAVON).
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo oMyCTUMUX MEX roTOBOro
niKkapcbkoro 3acoby (BUNyYeHHs1 He3Ha4YHOro
nokasHuka (Hanpuknaz 3acTtapinoro nokasHuka,
TaKoro sk 3anax Ta cMak, abo ineHTugikauis
GapBHWKIB Y1 CMaKoBUX 400aBOK)). BunyyeHHs
3i cneundikauii 713 3acTapinoro nokasHuka

3a
peuenmom

He
nidnsieae
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

aKkocTi "lMiporeHn" Ta BigNoOBiAHWMIA MeToq,
KOHTPOMIO SIKOCTi Y 3B'A3KY 3 BBEAEHHAM B
cneundgikauito 'N13 nokasHuka AKOCTi
"BakTepianbHi eHOOTOKCUHK", Sk € BinbLu
YyTNMBUM i cneundidyHmMm MeToaoM Ansi
BUSIBNIEHHS! €HOOTOKCUHIB Y MapeHTepanbHUxX
nikapcbkux 3acobax. 3miHu | Tuny - 3MiHu 3
sikocTi. FoToBMIA Nikapcbkuid 3acib. KoHTponb
roTOBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JonNyCcTUMMX MEX FrOTOBOro
nikapcbkoro 3acoby (4onoBHEHHS cneumdikauii
HOBWM MOKa3HUKOM 3 BiAMnoBiAHMM METOAOM
BUNpoOyBaHHs). [lonoBHEHHs cneundikauii
HOBUM MOKa3HWKOM "BakTepianbHi eHGOTOKCUHM"
3 BiANOBIAHUM MeTOAO0M BUMPOBYBaHHS.
"paHMYHMI BMIiCT GakTepianbHUX eHOOTOKCUHIB
He GinbLue 0,32 MO/mr. BunpobysaHHA
NPOBOAATb METOAOM refb-TpoMoG-TecTy (OPY
2.6.14, rpaHnyHumn TecT, metog A). 3miHn | Tuny
- 3MiHu 3 akocTi. FoTOBMIA NiKapCbkuii 3aci6.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MEX FOTOBOrO NiKapCbKoro 3acoby (BUny4YeHHs
He3Ha4HOro nokasHuka (Hanpuknag 3actapinoro
nokasHuKa, Takoro sik 3anax Ta cmak, abo
ineHTudiKauis 6apBHUKIB YN CMaKOBMX
no6aBok)). BunyueHHs 3i cneumdikauii M3
3acTapinoro nokasHuka skocti «AHoMarnbHa
TOKCWMYHICTb» Ta BiANOBIAHUA METOL KOHTPOIO
SIKOCTi AANS rOTOBOrO Mikapcbkoro 3acoby. 3miHu |
Tuny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3amiHn). 3MiHW BHECeHo y
TEKCT MapKyBaHHS NepBuUHHOI (M. 5, 6) Ta
BTOPUWHHOI (N. 3, 11) ynakoBku nikapcbkoro
3acoby.

183.

JIO3APTAH
100/r1iAPOXn
OPOTIA3NA
12,5 KPKA

TabneTku, BKpUTI
NniBKOBOI
obornoHkoto, 100
mr/12,5 mr; no 10
TabneTok y 6nictepi;
no 3 abo no 9
GnicTtepiB y
KapTOHHIl kopobui

KPKA, 8.4,
HoBo mecto

CnoBeHis

BMPOGHMLTBO «in
bulk», nepsuHHe Ta
BTOPUHHE
naKyBaHHs,
KOHTPOMb Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mecTo, CnoBeHis;
KOHTpOrb cepii:
KPKA, a.4a., Hoso
mecTo, CrnoBeHis;
KOHTpOrb cepii:
INabeHa g.0.0.,
CnoBeHisi

CnoseHis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeOMYHOro 3aCTOCyBaHHSA Ha NiacTa.i
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaEHUX
BiNOBIQHO [0 NNaHy nejiaTpuyHMX JOCNioKEeHb
(PIP) (iHwi 3miHK) 3MiHVM BHECEHO A0 iHCTPYKUiT
ONst MEAUYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby B po3ainu "OcobnmBOoCTi 3aCTOCyBaHHS",
"Mob6iyHi peakuii" BigNoBiaHO O OHOBNEHOT

3a
peuernmom

He
nidnsieae
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

iH(bopMaLii 3 6e3nekn 4ito4oi peyoBUHU
nosaptaH. TepMiH BBEAEHHS 3MiH NpoTArom 6
MicauiB nicns saatBepakeHHs. 3MiHu | Tuny -
3MiHn Wwoao 6e3nekun/ehekTBHOCTI Ta
dapmakoHarnsagy. 3mMiHu y KOpoTKil
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLIi Ans MeguyHoro
3aCTOCyBaHHS
reHepuYHMX/riopnaHMx/6ionoaibHMX nikapcbknx
3acobiB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HadaHHS! )XOOHMX HOBUX OO4ATKOBUX OAHMX)
3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu
"dapmakonorivHi BnactusocTi’, "B3aemopis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUuan
B3aemogin", "3acTtocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHs rpyaato”, "Mobivni peakwii”
3rigHo 3 iHdopmauieto Wwoao MeguyHoro
3aCTOCyBaHHS pedepeHTHOro nikapcbKoro
3acoby (Cozaar-Comp Film-Coated Tablets).
TepmiH BBEAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEPAKEHHS.

184.

JIO3APTAH
100/r1iAPOXn
OPOTIA3NA
25 KPKA

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, 100
mr/25 wr; no 10
TabneTok y 6nictepi;
no 3 abo no 9
GnicTtepiB y
KapTOHHiI kopobui

KPKA, 8.4,
HoBo mecTo

CnoBeHisi

BUPOGHMLUTBO "in
bulk", nepsuHHe,
BTOPUHHE
nakyBaHHs,
KOHTPOMb Ta BUMYCK
cepii: KPKA, o.4.,
HoBo mecTo,
CnoBeHisi; KOHTPOIb
cepil:

KPKA, a.4a., Hoso
mecTo, CrnoBeHis;
KOHTpOrb cepii:
INabeHa g.0.0.,
CnoBeHisi

CnoeeHis

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3minu | TUNY - 3miHun Wwopo
6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuL NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEeAMYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbKkux
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaZlaHHs1 )KOAHWUX HOBMX A0OATKOBUX AaHMWX) -
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "Baaemopis 3
iHLWIMMK nikapcbkUMK 3acobamu Ta iHLWi BUam
B3aemogin", "3acTocyBaHHs y nepiod BariTHOCTI
abo rogyBaHHs rpyaat”, "Mobivni peakuii”
3rigHo 3 iHdopMaLieto Woao MeguyHoro
3acTOCyBaHHsi pedhepeHTHOro nikapCbKoro
3acoby (Cozaar-Comp Film-Coated Tablets).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MmicauiB nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ansi
MELIMYHOro 3aCTOCYBaHHs Ha MiacTaBi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHsI NiKapcbKoro 3acoby B

3a
peuenmom

He
nidnsieae
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[TponoBkeHHs noaarka 3
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Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
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Ymoeu
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yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

nicnapeecTpauinHui nepiod, abo sk pesynbtaTt
OL|iHKM 3BITY 3 AoCNigXeHb, NPOBEAEHMX
BiAMNOBIQHO A0 NNaHy negiaTpu4HuX SocnigKeHb
(PIP) (iHwi 3miHuM) -
3MiHM BHECEHO A0 IHCTPYKUIT ANS MeanYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby B po3ainm
"OcobnueocTi 3actocyBaHHs", "lMobiyHi peakuii”
BiAMNOBIAHO 4O OHOBIEHOI iHbopMalLlii 3 6e3neku
nito40i peyoBMHKM NnosapTtaH. BeegeHHs 3MiH
npoTsArom 6-T1 MicsILiB Nicns 3aTBepAKEHHS

185.

JTIO3APTAH
50/rigPOXno
POTIA3UA
12,5 KPKA

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkot, 50
mr/12,5 mr; no 10
TabneTtok y 6nicrepi;
no 3 abo no 9
6nictepis y
KapTOHHiIN kopoOLi

KPKA, a.4.,
HoBo mecTo

CrnioBeHis

BUPOOHMLTBO "in
bulk", nepBuHHe,
BTOPUHHE
nakyBaHHs,
KOHTPOJb Ta BMMYCK
cepii: KPKA, o.4.,
HoBo mecTo,
CnoBeHisi; KOHTPOIb
cepil:

KPKA, a.a., Hoso
mecTo, CrnoBeHis;
KOHTPOIb cepii:
JlabeHa pg.0.0.,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | Tuny - 3MiHKM Wwopo
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MEAMNYHOrO 3aCTOCYBaHHS!
reHepuyHMX/ribpuaHnx/6ionogibHMX NikapcbKnx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUI npenapaT (3MiHa He NoTpebye
HaAaHHS1 )XOOHWUX HOBUX AOAATKOBUX OAHMUX) -
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"®apmakonorivyHi BnactusocTi", "B3aemopis 3
iHLWIMMKM niKapcbkUMK 3acobamu Ta iHLWi BUuam
B3aemogin", "3actocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHsA rpyaato”, "MNobivni peakwuii”
3rigHo 3 iHdopMalLieto Woao MeguyHoro
3aCTOCyBaHHsi pehepeHTHOro nikapcbKoro
3acoby (Cozaar-Comp Film-Coated Tablets).
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[MNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX JOCNioKEeHb
(PIP) (iHwi 3miHW) -
3MiHM BHECEHO [0 iHCTPYKUiT Ans MeaM4Horo
3aCTOCyBaHHS NiKapcbkoro 3acoby B po3ainm
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiAMNOBIAHO 4O OHOBMEHOI iHbopMaLii 3 6e3neku
[il0Y0i pevoBUHM no3apTaH. BBegeHHs 3miH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAXKEHHS

3a
peuenmom

He
nidnsieae
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186.

JIO3APTAH-
TEBA

TabneTku, BKPUTI
nniBKOBOKO
0b0onoHkKoto, no 12,5

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmaLeBTU4HUIA
3aBof TeBa,

YropwuHa
/lcnanis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MinHn | TMny - 3MiHKM Wwopo
6e3nekn/eddeKTMBHOCTI Ta hbapMakoHarnsay

3a
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
mr: no 10 TabneTok YropuwuHa; Tea (iHWi 3miHN) - OHOBNEHHS TEKCTY MapPKyBaHHsI
y 6nictepi; no 3 ®apma C.JLY., NepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKOro
Gnictepn y IcnaHia 3acoby. BBeneHHsi 3MiH NpoTArom 6-Tu MicsLiB
KapTOHHiIN kopobui nicnga 3aTBEPLKEHHS.
187. | NO3APTAH- TabneTku, BKpUTI TOB «TeBa Ykpaina AT YropwuHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/16398/01/02
TEBA NNiBKOBOO YkpaiHa» dapmaueBTUYHUIA /lcnanis 3MinHun | Tuny - 3MiHKM Wwopo peuenmom
obonoHkoto, no 25 3aBog Tesa, 6e3nekn/eceKTMBHOCTI Ta hapmakoHarnsgy
mr: no 10 TabneTok YropwuHa; Tesa (iHwWi 3MiHW) - OHOBNEHHSA TEKCTY MapKyBaHHS
y GnicTepi; no 3 dapma C.JLY., NepPBUHHOI Ta BTOPUHHOI YNAaKOBOK fikapCbKoro
Gnictepny IcnaHia 3acoby. BBeneHHsi 3MiH NpoTArom 6-Tu MicsLiB
KapTOHHIN kopobui nicns 3aTBEpAXEHHS.
188. | IO3APTAH- TabneTkn, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS1 3MiH [JO peecTpauiiHMX maTepianis: 3a UA/16398/01/03
TEBA NniBKOBOO YkpaiHa» dapmaueBTUYHUIA /lcnanis 3MmiHu | TUNY - 3miHn wopo peuenmom
obornoHkoto, no 50 3aBog Tesa, 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
mr: no 10 TabneTok YropwwHa; Tesa (iHWi 3miHN) - OHOBNEHHS TEKCTY MapKyBaHHsI
y 6nictepi; no 3 abo ®apma C.JY., NepBUHHOI Ta BTOPUHHOI YMAKOBOK MiKapCbKOro
9 6nictepiB y Icnanis 3acoby. BeegeHHs 3MiH npoTsirom 6-Tu micsuiB
KapTOHHiIN kopobLi nicnga 3aTBEPLKEHHS.
189. | NO3APTAH- TabneTkn, BKpUTI TOB «TeBa Ykpaina AT YropwuHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/16398/01/04
TEBA NniBKOBOO YkpaiHa» dapmMaueBTUYHUIA /lcnanis 3MmiHu | TUny - 3miHn wopo peuenmom
o6onoHkoto, no 100 3aBop Tesa, 6e3nekn/ecdeKkTMBHOCTI Ta hbapmakoHarnsay
mr: no 10 TabneTok YropwuHa; Tesa (iHLWi 3MiHW) - OHOBNEHHA TEKCTY MapKyBaHHS
y 6nictepi; no 3 abo ®apma C.JY., NepBUHHOI Ta BTOPUHHOI YMAKOBOK MiKapCbKoro
9 bnictepiB y Icnanis 3acoby. BBegeHHs 3MiH NpoTsiroM 6-Tu MicsLiB
KapTOHHIn kopobui nicnsa 3aTBEPAXXEHHS.
190. | TIOMYCTUH kancynu no 40 mr no Mepak HimeuunHa Bupo6GHuK, Lo HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/6988/01/01
MEOAK 20 kancyny [esenbwad Bignosigae 3a 3miHu | TUny - 3miHu 3 akocTi. CepTudikat peuenmom
KOHTeViHepi; no 1 T chrop MapKyBaHHS BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
KOHTenHepy B nayuj KniHiwe nepBUHHOI €Bponevicbkin dapmakonei/MmoHorpadii.
LWneuiansnp yMNaKoBKWU, BTOPUHHE MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
enaparte nakyBaHHs, BiAnoBigHOCTi abo BUny4eHHs cepTudikata
M6X KOHTponb/Bnpobys BignoBigHocCTi EBponenchki hapmakonei: ons
aHHs cepii Ta 3a ADI; ansa BuxigHoro
BUNYCK cepii: matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo

Mepak NesenbliadT
rop KniHiwe
LLneuianbnpenapat
e M6X, HimeuunHa;
Bupo6HuK, LWwo
Bignosigae 3a
BUPOBHMLTBO
nikapcbkoro 3acoby,
nepBUHHE
naKyBaHHs,
KOHTponb/Bunpobys
aHHSA cepii: Xaynt
dapma Amaper
'm6X, HimeuunHa

BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BigNoBIgHOCTI €Bponewichbkin hapmakoner) -
HoBwuin cepTudikat Big HOBOro BUpO6HMKa
(3amiHa abo JONOBHEHHS) - NOAAHHS HOBOrO
cepTudikaTy BiaNoBIAHOCTI €BpONENChbKil
dapmakonei RO-CEP 2021-132-Rev00 ana A®I
NoMyCTUH Big HoBoro Bupo6Hnka UMICORE
ARGENTINA S.A., Argentina. 3minu | Tvny -
3MiHM 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX roToBOrO flikapcbKoro 3acoby (BHeCeHHst
3MiH Y JOCbE Ansi NpuBeAeHHS Y BignoBigHICTb
Ao 3aranbHoi cTaTTi 2.9.40 «OpHopigHicTb
[030BaHNX oanHULb» [dY/EBponeiicbKol
dapmakonei 3amiCTb 3aTBEPAKEHUX 3aranbHUX
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoesu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

craten 2.9.5 «OgHopigHicTe macu» Ta/abo 2.9.6
«OpHopigHiCTb f03M») - 3MiHa NapamMeTpis
cneumikauin Ta 4onycTMMMUX MeX roToBOro
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom
6-T1 MicAUiB nicnsa 3aTBEpAXEHHS.

191.

JIOPICTA® H

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, 50
mr/12,5 wmr, no 10
TabneTtok y 6nicrepi;
no 3 abo no 6 abo
no 9 Gnictepis y
KapTOHHiIN kopooLyj;
no 14 tabnetok y
6nictepi, no 1, abo
no 2, abo no 4, abo
no 6, abo no 7
GnictepiB y
KapTOHHiIN kopooLi

KPKA, 8.4,
HoBo mecTo

CnoBeHis

BUPOGHMLTBO "in
bulk", nepeuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb Ta BMMYCK
cepii: KPKA, ao.4.,
HoBo mecTo,
CnogeHis;
BUPOOHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakysaHHsi: HiHrbo
MeHoBo TiaHkaHr
dapmackloTrKanc
Ko., Jlta., Kutawn;
KOHTpPOIb cepii:
KPKA, a.4a., Hoso
mecTto, CnoBeHis;
KOHTpOrb cepil:
INabeHa g.0.0.,
CrnioBeHis

CnoseHisi/
Kutan

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tvny - 3MiHn Wwoao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKil XapaKTepuCTULi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MEANYHOro 3aCTOCYBaHHS Ha MiacTaBi
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OUIHKM 3BITY 3 AOCNIAXEHb, MPOBEAEHNX
BiNOBIQHO A0 NNaHy nejiaTpyuyHMX JOChioXeHb
(PIP) (iHwi 3MiHW) - 3MiHWM BHECEHO [0 iHCTPYKLUiT
ONst MEQMYHOro 3aCTOCYBaHHS MikapcbKoro
3acoby B po3ainu "OcobnmBoCTi 3aCTOCyBaHHs"
"MoGiyHi peakuii" BiZNOBIAHO 4O OHOBMEHOI
iHdopMaUii 3 6e3nekun Lito4oi peyoBUHU
nosaptaH. BBeaeHHs 3miH npoTarom 6-Tu
MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay. 3miHu y KOpoTKil
XapakTepucTuL NnikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHs
reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbKkux
3aco6iB nicns BHECEHHS Tiei camoi 3MiHK Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaZlaHHs1 )KOAHWUX HOBMX A0OATKOBUX AaHMWX) -
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "Baaemopis 3
iHLWIMMK nikapcbkUMK 3acobamu Ta iHLWi BUam
B3aemogin", "3acTocyBaHHs y nepiod BariTHOCTI
abo rogyBaHHs rpyaat”, "Mobivni peakuii”
3rigHo 3 iHdopMaLieto Woao MeguyHoro
3aCTOCyBaHHS pedepeHTHOro nikapcbKoro
3acoby (COZAAR Plus). BeeneHHsi 3amiH
nNpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS

3a
peuenmom

He
nidnsieae

UA/6454/01/01

192.

JIOPICTA® H
100

TabneTkn, BKpUTI
NNiBKOBOO
o6ornoHkoto, no 100
mr/12,5 wmr, no 10
TabneTok y 6nictepi;
no 3 abo no 6
GnictepiB y
KapTOHHII kopobuyj;

KPKA, o.4.,
HoBo mecto

CrnioBeHis

BMPOGHMLUTBO "in
bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb Ta BUNYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis;

CnoBeHis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL, NikapCbKOro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeANYHOrO 3aCTOCYBaHHS
reHepuYHMX/riopuaHMx/6ionoaibHUX nikapcbknx
3acobiB nicns BHECEHHS TiEl camoi 3MiHU Ha

3a
peuernmom

He
nidnsieae

UA/12084/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

no 14 tabnetok y
6nicTepi, no 2 abo
no 4 Gnictepny
KapTOHHiIlN kopobLyj;
no 15 tabnetok y
6nictepi, no 2 abo
no 4 abo no 6
6nictepiB y
KapTOHHiI kopooLi

KOHTpOrb cepil:
KPKA, a.a., Hoso
mecTo, CrnoBeHis;

KOHTpOrb cepil:

JlabeHa g.o.0.,

CnoBeHis

pedepeHTHUI NpenapaT (3MiHa He nNoTpebye
HaAaHHS1 )XOAHWUX HOBUX AOAATKOBUX OAHMUX) -
3MiHWM BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3acToCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "B3aemopis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUAn
B3aemogin", "3actocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHs rpyaar"”, "Mobivni peakuii”
3rigHo 3 iHdopmauieto Wwoao MeguyHoro
3acTOCyBaHHsi pehepeHTHOro nikapCcbKoro
3acoby (COZAAR Plus). BBegeHHst 3miH
NPOTSAromM 6-Tu MicALUiB MiCNa 3aTBEPAXKEHHS.
3MinHun | Tuny - 3MiHKM Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MEANYHOro 3aCTOCYBaHHS Ha MiacTaBi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
BiANOBIQHO A0 NNaHy nejiaTpyuyHMX JOCNigXeHb
(PIP) (iHwi 3miHK) - 3MiHM BHECEHO A0 IHCTPYKLT
ONst MEAMYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby B po3ainu "OcobnuBoCTi 3aCTOCyBaHHS"
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHpopmalLii 3 6e3neku aito4oi peyoBUHM
nosaptaH. BBeaeHHs 3miH npoTarom 6-Tu
MicsiLiB Micns 3aTBEpPOXKEHHS

193.

JIOPICTA®
HD

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, 100
mr/25 mr no 10
Tabnetok y bnicrepi;
no 3, abo no 6, abo
no 9 Gnictepis y
KapTOHHIN kopooLyj;
no 14 tTabnetoky
6nicTepi; no 1, abo
no 2, abo no 4, abo
no 6, abo no 7
GnicTtepiB y
KapTOHHiIl kopobuyi

KPKA, o.4.,
HoBo mecTo

CnoBeHis

BUPOGHMLUTBO "in
bulk", nepeuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOSb Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
HoBo mecTo,
CrnoBeHisi;
BMPOGHMLTBO «in
bulk», nepsuHHe Ta
BTOPUHHE
nakyBaHHsi: HiHr6o
MeHoBo TiaHkaHr
dapmackroTrKarnc
Ko., lTa., Kutan;
KOHTpOrb cepil:
JlabeHa pg.0.0.,
CnoBeHis

CnoseHis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MinHn | Tuny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MeANYHOro 3aCTOCYBaHHS
reHepu4HMX/ribpuaHux/6ionogibHMx nikapcbkux
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecbepeHTHUIA Npenapar (3miHa He noTpebye
HaJaHHS XOOHUX HOBUX JOAATKOBUX AaHUX) -
3MiHN BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3aCTOCyBaHHS fnikapcbKkoro 3acoby y posginu
"®apmakonorivHi BnactusocTi", "B3aemopis 3
iHLIMMK NiKapcbknMK 3acobamu Ta iHLWi BUam
B3aemogin", "3actocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHs rpyaat”, "Mobivni peakuii”
3rigHo 3 iHpopMallieto LWoA0 MEANYHOTO
3acTocyBaHHSA pedpepeHTHOro nikapCcbkoro
3acoby (COZAAR Plus). BeegeHHsi 3miH
NpOTArom 6-T1 MicsALIB NiCNs 3aTBEPKEHHS.
3MiHu | Tvny - 3MiHm Wwono

3a
peuenmom

He
nidnsieae

UA/6454/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOPOTKil XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
ME[MNYHOro 3aCTOCyBaHHs Ha NiacTaBi
perynsipHO OHOBIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnspeecTpauiiHuii nepiod, abo sk pedynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BiAMNOBIQHO 0 NNaHy negiatpuyHuX SocnigKeHb
(PIP) (iHwwi 3miHW) - 3MiHN BHECEHO A0 iHCTPYKLii
ONst MEAMYHOro 3aCTOCYBaHHS MikapcbKoro
3acoby B po3ainu "OcobnmBocTi 3acTocyBaHHS"
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMNEHOI
iHdopMaUii 3 6e3nekun Lito4oi peyoBUHU
nosaptaH. BeBegeHHa 3MiH npoTarom 6-tn
MiCsILIiB Micnsi 3aTBEPAKEHHSA
194. | NYUETAM® TabneTkn, BKPUTI 3AT YropwuHa 3AT YropwuHa BHECEHHS1 3MiH [JO peecTpauiiHMX maTepianis: 3a UA/8165/01/01
nniBkOBOKO dapmanesT dapmaueBTUYHUIA 3MiHn | TMny - 3MiHn 3 sikocTi. A®Il. KoHTponb peuenmom
obornoHkoto, no 400 WNYHUI 3aBOA 3aBog ElC A®I. 3miHa y napameTpax cneumdikauin Ta/abo
Mmr, no 60 TabneTok EriC [ONYyCTUMMX MEX, BU3HAYEHMX Y cneulmndikauiax
Y CKNsiHOMY Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
dnakoHi; no 1 npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
hnakoHy y npoueci BupobHuuTea AP| (qogasaHHst abo
KapTOHHiIl kopobuyj; 3aMiHa (3a BUHSTKOM aKTVBHOI PEHYOBUHM
no 15 rabnetoky 6ionoriyHoro abo iMyHOMOriYHOrO MOXOAKEHHS)
6nicTepi; no 4 napameTpa cneundikadii 3 BignosigHUM
Gnictepun y MEeTOA0M BUMNPOOYBaHHS 3a pe3ynbTaTamu
KapTOHHiIN kopooLi pocnigpkeHb 3 6e3nekun abo SKOCTi) - goaaBaHHA
HeperynsipHoro BUnpobyBaHHs «EnemeHTHi
OOMILLKM» NS KOHTPOI0 BMICTY Aomillok Pb Ta
As y cepisax A®I 3 BignosBigHUM meToaoM
BUNpobyBaHHs BUpobHuka MM3. 3aTBepaxeHo:
3.2.5.4.1. — Specification Elemental impurities
(ICP-MS): --- 3anponoHoBaHo: 3.2.5.4.1. —
Specification Elemental impurities (ICP-MS)*: -
Pb — NMT 0.10 ppm - As - NMT 0.50 ppm *skip
test (annual testing)
195. | NYLUETAM® TabneTku, BKPUTI 3AT YropuuHa 3AT YropwuHa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3a UA/8165/01/02
NniBKOBOI dapmanesT dapmaueBTUHHUIA 3minu | Trny - 3miHm 3 sikocTi. AdI. KoHTponb peuenmom
ob6onoHkoto, no 800 WYHUIA 3aBO 3aBop ElC A®I. 3miHa y napameTpax cneuudikauin Ta/abo
mr, no 30 TabneTok ErIC OOMyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisx

Y CKISIHUX
dnakoHax; no 15
TabneTok y 6nictepi;
no 2 Gnictepu y
KapTOHHiIl kopobuyi

Ha A®I, abo BUXiAHWUIA/NMPOMIXHMIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP| (qogasaHHst abo

3aMiHa (3a BUHSITKOM aKTVBHOI PEYOBUHM
6ionoriyHoro abo iMyHOMOrYHOrO MOXOMKEHHS)
napameTpa cneundikadii 3 BignoBigHUM
MEeTOAO0M BUMNPOOYBaHHS 3a pe3yrnbTaTamu
pocnigpkeHb 3 6e3nekn abo SKoCTi) - AogaBaHHSA
HeperynsipHoro BunpobyBaHHsl «EnemMeHTHi
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoesu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

OOMILLKM» ONsi KOHTPOSK BMICTY AoMiwok Pb Ta
As y cepisax A®I 3 BignosigHUM meToaom
BUNpoOyBaHHSA BUpobHuKa 13, 3aTBepaxeHo:
3.2.S.4.1. — Specification Elemental impurities
(ICP-MS): --- 3anponoHoBaHo: 3.2.5.4.1. —
Specification Elemental impurities (ICP-MS)*: -
Pb — NMT 0.10 ppm - As - NMT 0.50 ppm *skip
test (annual testing)

196.

JNIYUETAM®

TabneTkn, BKpUTI
nniBKOBOIO
obornoHkoto, no 1200
mr, no 20 TabneTok
Y CKISIHWX
dnakoHax; no 10
TabneTtok y 6nicrepi;
no 2 Gnictepny
KapTOHHiIN kopobui

3AT
dapmanesT
WYHUI 3aBOA

ErIC

YropwuHa

3AT
dapmaueBTUYHUIA
3aBog ElC

YropwwmHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TMny - 3minHun 3 sikocTi. A®Il. KoHTponb
A®Il. 3miHa y napameTpax cneuudikauin Ta/abo
[ONYyCTUMMX MEX, BU3HAYEHMX Y cneumndikauiax
Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea A®| (qogasaHHsA abo
3aMiHa (3a BUHATKOM aKTMBHOI PeYOBUHM
6ionoriyHoro abo iMyHOMOrYHOTO MOXOMKEHHS)
napameTpa cneuudikadii 3 BignosigHNm
MeToA0M BUMPOOYBaHHSA 3a pe3ynbTaTamu
pocrimpkeHb 3 6esnekn abo SKOCTi) - AoAaBaHHS
HeperynsipHoro BunpobyBaHHs «EnemeHTHi
OOMILLKM» ANt KOHTPOSI BMICTY AoMiwok Pb Ta
As y cepisax A®I 3 BignosBigHUM meToaomM
BMNpobyBaHHs BUpobHuka MM3. 3aTBepaxeHo:
3.2.5.4.1. — Specification Elemental impurities
(ICP-MS): --- 3anponoHoBaHo: 3.2.5.4.1. —
Specification Elemental impurities (ICP-MS)*: -
Pb — NMT 0.10 ppm - As - NMT 0.50 ppm *skip
test (annual testing)

3a
peuenmom

UA/8165/01/03

197.

MAKCUTPON
®

Kpanni o4Hi no 5 mn
y donakoHi-
KpanensHuui; no 1
dnakoHy-
KpanenbHuLi B
KopoOLi 3 KapTOHyY

Hosapric
dapma Al

LLiseniuapis

AnkoH KyBpbop

Benbrisa

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3miHu | TUNYy - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkin dapmakonei/MmoHorpadii.
MopaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHoCTi €Bponenchki hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; aons
[OMNOMiXXHOT peqyoBuHU (cepTudikat
BigNoBIgHOCTI €Bponewicbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBeEpaKEHOro
BMpOGHUWKa. MNogaHHsi oHOBNEHOro ceptudikata
BignoBigHocCTi €Bponeinceki hapmakonei R1-
CEP 1998-061-Rev 05 (3aTtBepmxeHo: R1- CEP
1998-061-Rev 04) ans A®I nonimikcuHy B
cynbdary Bif, yXke 3aTBepaKeHOoro BUpobHuka
Xellia Pharmaceuticals ApS.

3a
peuenmom

UA/8329/01/01

198.

MAPITA®

TabneTtku no 2 mr,
no 28 tabnetok y
GnicTepi; no 1

AT
"dapmak”

YkpaiHa

Cinpgea ®apma, C.J1.

Icnanis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
YTOUYHEHHS1 HanMcaHHA Ha3BW NpenapaTty B
Hakasi MO3 Ykpaihu Ne 918 Big 03.06.2025 B

3a
peuenmom

UA/18865/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Gnictepy y nauyui npoueci BHeCeHHs1 3MiH (3MiHu | Tuny - 3MiHu 3
skocTi. FoTOBMIA Nikapcbkuid 3acib. 3miHn y
BUPOBHMLTBI. 3MiHa po3Mipy cepii (Bkntoyatoum
[fianas3oH po3Mipy cepii) roTOBOro fikapCbKoro
3acoby (36inbLeHHs ao 10 pasiB NopiBHSHO i3
3aTBEPAKEHNM PO3MIPOM) 36inbLUEHHS PO3Mipy
cepii roToBOro fnikapcbkoro 3acoby.
BaTtBepakeHo: 370000 TabneTok .
3anponoHoBaHo: 370000 Tabnetok 1400000
TabneTtok. - 3MiHu | TMny - 3MiHK 3 SKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHN y
BUPOBHMLTBI. 3MiHM ¥ npoueci BUpoGHULTBA
rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS NpH
BMPOGHMLTBI rOTOBOrO Nikapcbkoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpoOHMLTBA)
36inbLUeHHs TepMiHy 36epiraHHsA npoaykTy bulk
0o 3 micauis). Pegakuisi B Hakasi - MAPITA.
BipHa pegakuisn - MAPITA®.
199. | MEOOKIIAB® | Tabnetku, BKpUTI Mepokemi Kinp Mepokemi Nimiten Kinp BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/4428/01/01
NNiBKOBOO nTao 3MinHn | Tuny - 3MiHKM Wwopo peuenmom nionsieae
o6onoHkoto, no 500 6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsay
mr/125 wmr, no 8 (iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTPYKLIT ANs
TabneTok y 6nictepi, MELNYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby
no 2 6nictepu y no po3aginy "Mo6ivHi peakuii" Woao BaxnuBOCTI
KapTOHHiIN kopobui 3BiTyBaHHSA Npo MobiYHi peakuii Ta BiACYTHICTb
edeKTUBHOCTI Yepe3 ABTOMaTM30BaHy
iHdopMaUinHy cuctemy 3 hbapmakoHarnagy.
TepMiH BBEAEHHS 3MiH - NPOTSIrom 6 micauis
nicnsi 3aTBEpOXKEHHS.
200. | MEOOKNAB® | Tabnetku, BKpUTI Mepokemi Kinp Mepokemi NimiTen Kinp BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/4428/01/02
NniBKOBOIO nTa 3MinHn | Tuny - 3MiHM Wwopo peuenmom nidnsieae
obornoHkoto, no 875 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mr/125 wmr, no 7 (iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTPYKLIT Ans
TabneTtok y bnicrepi; MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby
no 2 6nictepu y o po3aginy "Mo6ivHi peakuii" Woao BaxnuBOCTI
KapTOHHiIl kopobui 3BiTYyBaHHS Npo No6iYHi peakLii Ta BiACyTHICTb
eeKTUBHOCTI Yepe3 ABTOMATM30BaHy
iHopMaUinHy cuctemy 3 bapmakoHarnagy.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 micauis
nicnsa 3aTBepXKEHHSI.
201. | ME3UM® Kancynu Teepgi 3 MeHapiHi Iiokcembypr Brpo6bHuuTBO "in ITanis/ BHECEHHS 3MiH [0 peecTpauiiHUX MaTepianis: bes nionsizae UA/6763/01/01
KANCynu KULLKOBOPO3YUHHUM IHTepHeLLoH bulk", koHTponb HimeyumHa 3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenma
10000 n MiHi-TabneTkamu, an cepin: HaliMeHyBaHHA Ta/abo agpecu micus
no 20 a6o no 50 OnepeiLoH Apnep NpoBaXeHHs AisnbHOCTI BUpOGHMKa/imnopTepa
kancyn y 6aHui 3 c dapmachoTikc roTOBOrO fikapCbKOro 3acoby, BKo4a4m
noninponineHy; no 1 | Jliokcembypr CPI, Itanis, Itanis; AOinbHWL BUMYCKy cepii abo micLe npoBeAeHHS
6aHLj B KapTOHHIN C.A. KOHTPOIO SIKOCTI. (QisiNbHICTb, 3a sIKy Bignosigae

kopobui; no 10
Kancyn y antoMiHin-
antoMmiHieBomy

KiHueBe nakyBaHHS:
Krnoke ®epnakyHrc -
Cepsic 'm6X,

BMPOGHWK/iIMNOPTEP, HEe BKIMOYaYM BUMYCK
cepii), 3miHa NOLUTOBOro iHAEKCY aapecu
BMPOGHMKa rOTOBOrO NikapcbKoro 3acoby,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
6nicTepi; no 2 abo 5 HimeuumnHa; BMpobHMUTBA «in-bulk», KOHTponto cepii Adare
6nictepiB y

KapTOHHiI kopooLi

ApTesaH ®apma
'M6X & Ko. KT,
HimeuumnHa;

KoHTpornb Ta Bunyck
cepini:
BEPJIIH-XEMI ATl',
HimevuunHa

Pharmaceuticals S.r.l. BeegeHHs 3miH npoTarom
6 MicsuiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
3MiHu 3 AkocTi. FoTOBMIA Nikapcbkuii 3acit. 3miHn
y BUpoBHMUTBI. 3MiHU Y npoueci BUpobHuuTBa
roTOBOrO flikapcbKoro 3acoby, BKIoYaym
NPOMIDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpU
BMPOBOHMLTBI rOTOBOrO NMikapCcbkoro 3acoby (iHLwi
3MiHuM), 3MiHK B npoueci BupobHuuTea M3, a
came KopekLuisi po3mipy cuTa BiGpocuTa,
3a3HaYeHOro B TEXHOMONIYHIN CXeMi
npocitoBaHHS MiHITabneTok 3 NoKpUTTAM (Big
2320 mkm go 2800 mkm). BBegeHHst amiH
npoTarom 6 micsAuUiB NicnsA 3aTBEpMKEHHS. 3MiHK
| TMny - 3MiHK 3 aAKkocTi. FoTOBUIA NikapCbKMit
3aci6. KoHTposb JOMOMDKHUX pevyoBUH. 3MiHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MeX ANt JOMOMDKHOI PEYOBUHM (BUMYYEHHS 3i
cneumikauii He3Ha4YHOro NokKasHuka
(ranpwvknag 3acTapinoro nokasHuka)),
BUOANEHHS HE3HAYHMX MOKa3HMKIB cneumdikauii
XenaTUMHOBOI Kancynn, a came NokasHWUKIiB
«Arsenicy, «Heavy metalsy, «ldentification
SLS», «S.aureus and P.aeruginosa». BBegeHHs
3MiH NPOTArom 6 MicsAUiB NicNs 3aTBEPIKEHHS.
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaLii Ta/abo JoNyCcTUMMX MEX FrOTOBOro
nikapcbkoro 3acoby (4onoBHEHHs cneumdikaLii
HOBWM MOKa3HUKOM 3 BiAMnoBiAHNM METOAOM
BMNpobyBaHHs) AONOBHEHHS cneumndikadii 113
nokasHukom «EnemeHTHi gomiwwku» (ICP-MS).
BBegeHHs 3MiH npoTarom 6 micsuis nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikar
BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikarta BignoBigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiDKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona AONOMIXKHOI peqoBUHM (cepTudikaT
BignoBigHOCTI €Bponewicbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKEHOro
BUPOGHMKa, nogaHHs oHoBneHoro CEP Big Bxe
3aTBEPKEHOr0 BUPOOHUKA Ait040T peYOBUHM
Nordmark Arzneimittel GmbH & Co.KG,
Germany CEP Ne R1-CEP 2001-280-Rev 03

(3aTBepakeHo: CEP Ne R1-CEP 2001-280-Rev
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
02). BHacnigok oHoBneHHst CEP BigGynacs

3MiHa Ha3BW BMPOBHMKa Ait040T PeHYOBUHN.
Litoua pegakuisi: Nordmark Arzneimittel GmbH &
Co.KG. lMNMponoHoeaHa pegakuisi: Nordmark
Pharma GmbH. BeeaeHHs 3MmiH npoTsarom 6
MicauiB nicns saatBepakeHHs. 3MiHu | Tuny -
3MmiHu 3 akocTi. CepTudikat BignosigHocTi/l'E-
cepTudikar BiaNoBIAHOCTI EBpONENChKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®l; gnsa ponomixxHoi pevoBuHu (ME-cepTudikat
BiNOBIgHOCTI €BponeWchkin hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
NpoAyKTy abo AONOMKHOI peyoBUHK) - HoBuin
cepTudikat Ansa BUXigHoOro
marepiany/peareHTy/npOMKHOrO NpoaykTy abo
[OMOMIDKHOI pevoBUHM Big HOBOrO abo Bxe
3aTBEPKEHOr0 BUPOOHUKA, NOAAHHSI HOBOTO
[E-cepTtudikaTty BignosigHocTti €® ans
XenaTuHy Bifj BXXe 3aTBEPXXEHOro BUPOOHYMKa
Gelita Group R1-CEP 2000-050-Rev 02.
BBeneHHs 3miH npoTarom 6 micauiB nicns
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONEenchKii
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUIyYEHHS cepTudikarta BianoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BMXifHOro MaTtepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI
A®I; ona gonomixHoi peyosuHu (FE-cepTudikar
BiQNOBigHOCTI €Bponelickkin chapmakonei Ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo AOMOMIKHOI PEYOBUHM) -
OHoBneHW cepTudikart Bif BXe 3aTBEPAKEHOrO
BUpPOOHMKaA, NofaHHA oHoBMeHoro ME-
cepTudikaty BignoeigHocTI €D ons xenaTtuHy
Bif BXe 3aTBepaeHoro BupobHuka PB Gelatins.
[itoya pepakuis: R1-CEP 2000-045-Rev 03.
MponoHoBaHa pegakuisi: R1-CEP 2000-045-Rev
04. BBeeHHs 3MiH npoTaroM 6 micsauis nicns
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHsA HoBoro abo

OHOBJIEHOro cepTudikaTta BignoBigHOCTI abo
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1

BUNYyYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomixxHoro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ana gonomixHoi peyosuHu (ME-cepTudikat
BiZNOBIgHOCTI €BponeWchkin hapmakonei ons
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo [ONOMiIKHOI peqoBUHM) -
OHoBReHWI cepTudikaT Bifg BXe 3aTBepaKEHOro
BUpOGHMKa, NogaHHA oHoBreHoro ME-
cepTudikaty BignoBigHOCTI €D Ans xenaTtuHy
Bif BXXe 3aTBepakeHoro BupobHuka Nitta Gelatin
India LTD [itoua pegakuisi: R1-CEP 2000-344-
Rev 02. MNponoHosaHa pepakuis: R1-CEP 2000-
344-Rev 03. BBegeHHs 3MiH npoTsarom 6 micauis
nicns 3aTBepaXKEHHSs!
3miHn | Tvny - 3miHm 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAeHHS 404aTKOBOI AiNbHULI
BMPOBHMLUTBA AN YacTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (AinbHMUSA ANs BTOPMHHOIO NakyBaHHS)
3aMiHa AinbHuui, BiANoBiganbHOI 3a BTOPUHHE
nakyBaHHs [T13 3 AgsaHc ®apma 'M6X,
HimeuunHa Ha Knoke ®epnakyHrc - Cepsic
'M6X, HimeuyunHa. BBegeHHs 3MiH npoTsirom 6
MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3miHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiANOBIAHOCTI €EBpONENChKIN
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUIyYEHHS cepTudikarta BianoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BMXifHOro MaTtepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI
A®I; ona gonomixHoi peyosuHu (FE-cepTudikar
BiQNOBigHOCTI €Bponelickkin chapmakonei Ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo AOMOMIKHOI PEYOBUHM) -
OHoBneHW cepTudikart Bif BXe 3aTBEPAKEHOrO
BUpPOOHMKaA, NofaHHA oHoBMeHoro ME-
cepTudikaty BignoeigHocTI €D ons xenaTtuHy
Bif BXe 3aTBepaeHoro BupobHuka Gelita
Group. [itoua pegakuin: R1-CEP 2003-172-Rev
02. NponoHoBaHa pepakuis: R1-CEP 2003-172-
Rev 03. BBeaeHHsi 3MiH npoTarom 6 micsauis
nicns 3aTBepaKeHHs. 3MiHn | Tuny - 3miHu 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb
[OOMOMDXHMX PevoBUH. 3MiHa napameTpiB
cneumdikauii Ta/abo JonycTMMmMx Mex ansi
[OMOMIDKHOI pE4OBUHM (4ONOBHEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
cneumdikaLii HOBMM NOKa3HWKOM 3 BiAMOBIOHUM
MeTOAOM BUNPOGYBaHHSA) fAoAaBaHHS HOBOO
napameTpa cneuudikauii )xenaTMHOBOI Karncynu,
a came nokasHuka «Lead» 3 HOpMyBaHHAM
<0,50 ppm/ Ph.Eur. BBegeHHs 3MiH npoTarom 6
MicauiB nicns saatBepakeHHs. 3miHm Il Tuny -
3MiHu 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
Cuctema KoHTenHep/3akynoptoBanbHuin 3aci6.
3MiHa y NepBMHHIN ynakoBLji FOTOBOro
nikapcbkoro 3acoby (Tun KoHTelHepa abo
[0[aBaHHS HOBOTO KOHTeNHepa) - CTepunbHi
nikapcbki 3acobu Ta nikapcbki 3acobun
6ionoriyHoro/iMyHONOr4YHOro NOXOOXKEHHS,
[o4aBaHHA HOBOTO KOHTEMHepa, a came
antomiHin-antominieBoro 6nictepy Ne 20 (10x2),
Ne 50 (10x5). Ak Hacnigok, peecTpaLisi HOBOI
ynakoBku. BBeaeHHsi 3MiH npoTarom 6 micsauis
nicnsa 3aTBepAXeHHsi. 3miHu Il Tuny - 3miHn 3
siKkocTi. [oToBMI nikapcbkuii 3aci6. 3miHK y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHK abo BCbOro
BMPOGHMYOro NpoLEecy roToBOro NikapCbKoro
3acoby (ainbHMUA, Ha SKi NpoBoaAATLCSA Oyab-
SIKi BUPOGHUMYI CcTagii, 338 BUHATKOM BUMYCKY
cepin, NpoBegeHHS KOHTPOSIO AKOCTI Ta
BTOPWHHOIO MaKyBaHHS, Ans Nikapcbkux 3acobis
Gionori4Horo/iMyHONOri4HOro NoxoaxeHHs abo
nikapcbkux hopM KOMMIIEKCHOrO (CKNagHoro)
BUPOBHMYOro npoLiecy), 3amiHa AinbHuLi,
BiANoBiganbHOI 3a NepBUHHE NakyBaHHs 13 3
ApnsaHc Papma MM6X, HimeyuuHa Ha Knoke
PepnakyHrc - Cepsic ['M6X, HimewunHa.
BBegeHHs 3MiH npoTarom 6 micsuis nicns
3aTBEPKEHHS
202. | ME3UM® Kancynuv TBepgi 3 MeHapiHi ITrokcembypr BupobHuuTteo "in ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/6763/01/01
KANCynu KMLLKOBOPO3YUHHUM IHTepHeLLoH bulk", koHTpOmb HimeuunHa 3minu | TUNY - 3miHun Wwopo peuenma
10000 1 MiHi-TabneTkamu; an cepivi: Agep 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
no 20 abo no 50 OnepenoH dPapmacbioTiKIC (iHLWi 3MiHW). 3MiHWM BHECEHO B TEKCT
kancyn y 6aHui 3 c CPI, ITanis; MapKyBaHHsi NEPBUHHOI (MYHKT 6) Ta BTOPUHHOT
noninponineHy; no 1 | Jlokcembypr KiHueBe nakyBaHHS: (nyHkTK 2, 3, 15, 17) ynakoBOK NikapCbkoro
6aHLj B KapTOHHIN ApnBaHc Papwma 3acoby. BBefeHHst 3MiH npoTarom 6 micauis
kopoobui 'M6X, HimeuunHa; nicns 3aTBepAXEHHS.
ApTesaH ®apma
'mbX & Ko. K,
HimeuuuHa;
KoHTponb Ta Bunyck
cepin: BEPIH-
XEMI AT,
HimeyuunHa
203. | ME3M® Kancynuv Teepai 3 MeHapiHi ITrokcembypr BupobHmLTBO "in ITanis/ BHECEHHS 3MiH O peecTpauiiHuX maTepianis: be3 nidnsieae UA/6763/01/02
KAMNCYIU KMLLKOBOPO3YMHHUM IHTepHeLLoH bulk", kKOHTpOnb HimeyumHa 3MiHn | TMny - AOMiHICTpaTMBHI 3MiHW. 3MiHa peuenma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
25000 N MiHi-TabneTtkamy; an cepin: HaiMeHyBaHHsi Ta/abo agpecu Micus
no 20 a6o no 50 OnepenioH Agep NpoBapKeHHs AisnbHOCTi BUpobHuMKa/iMnopTepa
kancyn y 6aHuij 3 c dapmachtoTiknc roTOBOrO fikapCbKoro 3acoby, Bkrovaoum
noninponineny; no 1 | Jliokcembypr CPN, ITanis; OinbHULI BUNYCKy cepii abo Micue npoBegeHHs
6aHUi B KapTOHHIN A KOHTPOMIO SIKOCTI. (AIANbHICTb, 3a Ky Bignosigae

kopobui; no 10
Kancyn y antoMiHin-
antoMiHiesomy
6nicTepi; no 2 abo 5
GnictepiB y
KapTOHHiIN kopobui

KiHueBe nakyBaHHS:
Krnoke ®epnakyHrc -
Cepsic 'm6X,
HimeuuunHa;

ApTesaH Papma
'M6X & Ko. KT,
HimeyuumHa;

KoHTpornb Ta Bunyck
cepin:
BEPIIH-XEMI Al',
HimevuunHa

BMPOGHMK/iMNOpTEp, He BKIOYaouM BUMYCK
cepilt) - 3MiHa NOLITOBOrO iHAEKCY agpecu
BMPOGHMKa rOTOBOrO NiKapCbkoro 3acoby

BUpobHMUTBA «in-bulk», KOHTponto cepii Adare
Pharmaceuticals S.r.l., Italy. BeegeHHs 3miH
NpOTArom 6-T1 MicALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHW Y
npoLeci BUPOBGHMLITBa rOTOBOTO NiKapCbKOro
3acoby, BKMHOYa4M NPOMIDKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHK) - 3MiHK B
npoueci BupobHuuTea 113, a came kopekuisi
po3mipy cuTa BibpocuTa 3a3HayeHoro B
TEXHOIOrIYHI CXeMi MPOCiloBaHHSA MiHiTabneTok
3 nokpuTTaMm (Big 2320 mkm o 2800 MKMm).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepMKEeHHA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
[OOMOMDXHMX pevyoBUH. 3MiHa napameTpiB
cneundikauii Ta/abo gonycTMMmx Mex ansi
[OOMOMDXXHOT pEYOBUHU (BOMOBHEHHS
crneundikaLii HOBUM NMOKa3HWKOM 3 BiAMOBIAHUM

MeToA0M BUNPOGYBaHHS)-A0AaBaHHS HOBOTO

napameTpa crneuudikauii )xenaTMHOBOI Kancynwu,

a came nokasHuka «Lead» 3 HopMyBaHHSM

<0,50 ppm/ Ph.Eur. BeeaeHHs 3MiH npoTsarom 6-
TV MicsiB nicns 3aTBepaXeHHA.3MiHu | Tuny -
3MiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3aci6.
KoHTponb JOMOMDXHUX pe4oBUH. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX ONs1 AONOMIXHOI PEYOBUHU (BUMYYEHHS 3i
crneungikaLii He3Ha4YHOro NoKasHvKa
(Hanpuvknag 3acTapinoro nokasHuka)) -
BMAANeHHs He3HauYHUX NOoKa3HuWKIB cneumadikaLii
»KenaTUHOBOI Kancynn, a came NokasHUKIiB
«Arsenicy, «Heavy metals», «ldentification
SLS», «S.aureus and P.aeruginosa».

BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns

3aTBEPAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaii Ta/abo JonycTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (4onoBHEHHs cneumdikaLii
HOBWM MOKa3HUKOM 3 BiAMNOBiAHM METOAOM
BUNpoOyBaHHS) - 4ONOBHEHHS cneundikauii M3
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nokasHukom «EnemeHTHi gomiwwkn» (ICP-MS).

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns

CepTudpikat BignosigHocTi/E-cepTudikaT
BiNOBIgHOCTI €BpONEenchbKii

OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUIYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro

AQDI; ans AONOMiXKHOT peyYoBMHU (cepTudikaTt
BignoBigHOCTI €Bponeiicbkin hapmakoner) -

3aTBEPOKEHOro BUPOOHUKA AitoH0i pevoBUHM
Nordmark Arzneimittel GmbH & Co.KG,
Germany CEP Ne R1-CEP 2001-280-Rev 03
(3aTBepokeHo: CEP Ne R1-CEP 2001-280-Rev
02). BHacnigok oHosneHHs CEP Bigbynacs
3MiHa Ha3BW BUPOBHMKa fito40i pe4oBUHM.

Co.KG. lNMponoHosaKra pepakuia: Nordmark
Pharma GmbH. BeegeHHs 3MiH npoTsirom 6-Tu
MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3miHu 3 gkocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIEHOoro cepTudikarta BignosigHocTi abo

BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ons
BVXifHOro martepiany/peareHTy/npoOMipXKHOTO
NPOAYKTY, O BUKOPUCTOBYHOTECS Y BUPOOHULTBI
ADI; ona gonomixHoi pevyouHu (FTE-cepTudikar
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ons
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo onoMixKHOI pe4oBuHM) - HoBui
cepTudikaT AN BUXigHOIO
MaTepiany/peareHTy/npoMixKHOro NpoaykTy abo
[OMOMDXHOT pe4oBMHU Bi HOBOro abo Bxe
3aTBepakeHoro BupobHuka. lNMogaHHs HoBoro
E-cepTudikaty BignosigHocTi €P ans
XenaTuHy Bif BXe 3aTBepiXeHOro BUpobHuka
Gelita Group R1-CEP 2000-050-Rev 02.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikar
BiZNOBIQHOCTI €BpONenchKin
apmakonei/moHorpadii. MogaHHs HoBoro abo

OHOBJEHOro cepTudikaTta BianoBigHOCTIi abo

3aTBepAKEHHS. 3MiHU | TUNY - 3MiHM 3 AKOCTI.

dapmakonei/moHorpadii. MogaHHsA HoBoro abo

NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHMLTBI

OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BUpobHuMKa. MogaHHA oHoBneHoro CEP Big Bxe

Litoua pegakuisi: Nordmark Arzneimittel GmbH &

BUITYYEHHS1 cepTudikaTa BignoBigHOCTI
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€Bponecbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOIO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®l; ona ponomixxHoi pevoBuHu (ME-cepTudpikat
BiANOBIgHOCTI €Bponewnchkin hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
nNpoayKTy abo AOMOMIKHOI PEHOBUHM) -
OHoBneHnn cepTudikar Bif BXe 3aTBEPAKEHOrO
BUpobHuMKa. MogaHHsa oHoeneHoro ME-
cepTudikaty BignosigHocTi €D ons xxenaTtuHy
Bif] BXXe 3aTBepaeHoro BupobHuka PB Gelatins.
[itoya pepakuis: R1-CEP 2000-045-Rev 03.
MponoHoBaHa pegakuisi: R1-CEP 2000-045-Rev
04. BBeaeHHsi 3MiH NpoTaroM 6-Tu micauiB nicns
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BiZNOBIgHOCTI €BpONEnchKii
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHMLTBI
ADI; ona gonomixHoi pevyouHu (FE-cepTudikar
BigMNoBigHOCTI €Bponeichkin hapmakonei Ans
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo JONOMiIXXHOI pe4oBUHN) -
OHoBneHun cepTudikar Bif BXe 3aTBEPAKEHOrO
BUpobHuka. MogaHHsa oHoBneHoro ME-
cepTudikaTy BignosigHocTi € ans xenaTuHy
Bif BXe 3aTBepaxeHoro BupobHuka Nitta Gelatin
India LTD. fitoua pegakuisi: R1-CEP 2000-344-
Rev 02. MponoHoBaHa pepakuis: R1-CEP 2000-
344-Rev 03. BBefeHHs 3MiH NpOTSArom 6-tu
MicauiB nicnsa 3aTBepAXeHH:A. 3MiHu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuin 3aci6. 3MiHKn
y BUpOGHMUTBI. 3aMiHa abo BBeOEHHS
[0AaTKOBOI AiNbHULI BUPOBHMLTBA ANS YaCTUHU
abo BCbOro BMPOOHNYOro NpoLecy roToBoro
nikapcbkoro 3acoby (QinbHWULSA ANt BTOPUHHOTO
nakyBaHHs1) - 3aMiHa AinbHuLI, BignoBiganbHoi
3a BTOpWHHe nakyBaHHsi 113 3 AagsaHc Papma
'M6X, HimewyunHa Ha Knoke ®epnakyHrc -
Cepsic 'M6X, HimeuunHa. BBegeHHs 3MiH
NpOTArom 6-T1 MicALIB NiCNs 3aTBEPOKEHHS.
3MmiHu | TUNy - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponenckkin hapmakonei/MoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHoOCTi abo BUNy4YeHHs cepTudikata
BigNOBIgHOCTI €BponeWchkin dhapmakonei: ans
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Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
nonomixHoi pevoBuHu (ME-cepTudikaT
BiANOBIgHOCTI €Bponewnchkin hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
nNpoayKTy abo AOMOMIKHOI PEHOBUHM) -
OHoBneHnn cepTudikar Bif BXe 3aTBEPAKEHOrO
BUpobHuMKa. MogaHHsa oHoeneHoro ME-
cepTudikaty BignosigHocTi €D ons xxenaTtuHy
B[] BXXe 3aTBEpaXeHoro BnupobHuka Gelita
Group. [itoua pegakuis: R1-CEP 2003-172-Rev
02. NponoHoBaHa peaakuisi: R1-CEP 2003-172-
Rev 03. BBegeHHs 3MiH NpOTArom 6-Tu MicsiLiB
nicns 3aTBepAXeHHsi. 3miHu Il Tuny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
NEePBUWHHIN yNakoBLj roTOBOro NikapCbKoro
3acoby (Tun KoHTelHepa abo JogaBaHHS HOBOTrO
KOHTewHepa) - CTepunbHi nikapcbki 3acobu Ta
nikapcbki 3acobu GionoriyHoro/iMyHonoriYyHoro
noxogeHHs. [logaBaHHs HOBOro KOHTeNHepa, a
came antomiHin-amomiHiesoro 6nictepy Ne 20
(10x2), Ne 50 (10x5). Ak Hacnigok, peecTpauis
HOBOI yNakoBKW. 3MiHN BHECEHO B iHCTPYKLUt0
ONst MEAMYHOrO 3aCTOCYBaHHS NMikapCbKoro
3acoby y po3ain «YnakoBKkay» Ta siKk Hacnigok — y
po3ain «TepMiH NpuaaTHOCTI»; SK HacnigoK —
3aTBEPIKEHHS TEKCTY MapKyBaHHS! Ansi HOBOIO
TUMNY YNakoBKW fnikapcbkoro 3acoby. BeeaeHHst
3MiH NPOTSArom 6-Tu MicsLiB nicns
3aTBepAKEHHs1. 3MiHu Il Tuny - 3MiHM 3 AKoCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHKU y
BUPOGHMLTBI. 3amiHa abo BBeOEeHHS 40OaTKOBOI
[inbHULi BUPOOHULITBA ANS YacTuHU abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro fikapcbKoro
3acoby (AinbHULSA, Ha Sk NpoBOAATbLCS By ab-
SIKi BUPOOHMYI CTagii, 32 BUHSITKOM BUMYCKY
cepiil, NpOBeAEHHS KOHTPOIO SKOCTi Ta
BTOPWHHOIO MaKyBaHHS, Ars nikapcbkux 3acobis
6ionoriyHoro/iMyHONoriYHOro NOXo4XKeHHsi abo
nikapcbknx hopM KOMMIIEKCHOrO (CKNagHoro)
BMPOGHMYOro NpoLecy) - 3amiHa AinbHUL,
BignoBiganebHoi 3a NnepBMHHE nakyBaHHs 13 3
ApnBaHc ®apma 'M6X, HimeuunHa Ha Knoke
depnakyHrc - Cepsic ['M6X, HimeuunHa.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHS.

204.

ME3UM®
KAMcynu
25000

Karncynu TBepai 3
KMLLKOBOPO34YNHHUM
1 MiHi-TabneTkamu;

MeHapiHi
IHTepHeLLOoH
an

TTrokcembypr

BupobHuTBO "in
bulk", kOHTpOb
cepivi: Agep

ITanis/
HimeuyunHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MinHn | TMny - 3MiHKM Wwopo
6e3nekn/eddeKTMBHOCTI Ta hbapMakoHarnsay

6e3
peuenma

UA/6763/01/02




124

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 20 a6o no 50 OnepenLoH dapmachoTiknc (iHWi 3MiHK) 3MiHN BHECEHO B TEKCT MapKyBaHHS
kancyn y 6aHuij 3 c CPI, ITanis; NepBUHHOI (NYHKT 6) Ta BTOPUHHOI (MyHKTYK 2, 3,
noninponineny; no 1 | Jltokcembypr KiHueBe nakyBaHHS: 15, 17) ynakoBok nikapcbkoro 3acoby. BBeaeHHs
GaHLUi B KAPTOHHIN C.A. ApBaHc Papma 3MiH NPOTSArom 6 MicsILiB Nicns 3aTBEPKEHHS.
Kopoobui 'mMBX, HimeuyumHa;
ApTesaH ®apma
'm6X & Ko. K,
HimeuuunHa;
KoHTponb Ta Bunyck
cepin: BEPJIIH-
XEMI AT,
HimeyuunHa
205. | MEKC - po3uuH ans iH'ekuinn, | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/16942/01/01
300POBA 50 mr/mn; no 2 mn B BO 3 obMexeHo 3MinHn | Tvny - 3MiHn Wwopo peuenmom
amnyni; no 5 amnyn OBMEXEH BignoBiganbHICTO 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
y BnicTepi; 1 abo 2 (0]}0) "®apmMaueBTUYHa (iHWi 3miHK)
6nictepn y kopo6ui 3 | BIOMOBIOA KomnaHis "3gopos's” OHOBREHO TEKCT MapKyBaHHSA NEPBUHHOI Ta
KapTOHY; NO 2 MN B JIBHICTHIO BTOPWHHOI YNakoBOK fikapcbkoro 3acoby, a
amnyni; no 10 amnyn | «KOPIMNOPA cawme:
y bnictepi; 1 LA — BUIy4€HO iHOpMaLito, 3a3Ha4YeHy pPOCINCHKO
6nictep y kopobui 3 «300POB’A MOBOI0;
KapTOHY; No 5 mn B » — BHECEHO 3MiHWN Yy TEKCT MapKyBaHHS NEPBUHHOI
amnyni; no 5 amnyn Ta BTOPVHHOI YNaKoBOK fikapCbkoro 3acoby.
y 6nicTepi; 1 BBeaeHHs 3MiH npoTsrom 6-Tu MicauiB nicns
6nictep y kopobui 3 3aTBEPOKEHHS.
KapToHY
206. | MEINNOKTAM | tabnetkv no 7,5 MicTpan AHrnis Biodapm Cn. 3 Monbwa BHECEHHS 3MiH O peecTpaLinHmX 3a He UA/3719/01/01
mr; no 10 Kenitan 0.0. maTtepianis: 3miHum | Tuny - 3miHn wopao peuenmom | nidnszae
TabneTtok y MeHexme 6e3nekun/edeKkTMBHOCTI Ta
GnicTtepi; no 1 abo | HT JlimiTeq dapmakoHarnsgy. 3mMiHu y KOpOTKii

2, abo 3 6nictepu
B KapTOHHiIn
Kopobui

XapakTepucTuLi nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUiT ANS MeanyHoro
3aCTOCYyBaHHS
reHepu4HuxX/riopuagHnx/6ionoaibHMx
nikapcbkunx 3acobiB nicna BHECEHHS Tiei
caMoi 3MiHM Ha pedepeHTHWIA Npenapar
(3miHa He nNoTpebye HajaHHS KOOHNX
HOBMX A0AATKOBUX AaHWX) 3MiHN BHECEHO
B iHCTPYKLUIit0 AN MeANYHOro
3aCTOCYBaHHS fikapcbKoro 3acoby Ao
po3gainy "Moka3zaHHa" (YTOYHEHHS), @ TaKoX
0o po3sginis: "®apmakonoriyHi
BnactmsocTi", "lpoTnnokasaHHa",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpygato”, "Cnocid
3acTocyBaHHs Ta go3n", "IMobiyHi peakuyii™
BiANOBIAHO 4O OHOBREHOI iHdopMaLii Npo
Me[MYHe 3aCTOCyBaHHA pedepeHTHOro
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nikapcekoro 3acoby (MOBAJIC®,
Tabnetkn no 7,5 mr abo no 15 mr). 3mixm |

TMny - AOMiHiCTpaTMBHI 3MiHK. 3MiHa Ha3BwM
nikapcbkoro 3acoby - 3miHa Ha3Bwu
nikapcbkoro 3acoby. 3aTBepaXeHo:
Acnikam(Aspicam) 3anponaHoBaHo:
Menokram (Meloktam). 3miHu | Tuny -
3miHn wono 6esnekn/edekTUBHOCTI Ta
(hapmakoHarnsigy. BeegeHHs abo 3miHm go
y3aranbHeHVX JaHWUX Npo cUcCTeMy
apmMakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHuUX Npo cUcTeMy
apmMakoHarnsagy, 3MmiHa ynoBHOBaXXeHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsagy; KOHTakTHOi ocobu 3
dapmakoHarnsaay 3asiBHMKa ansi
34iNCHEHHA hapmakoHarnsaay B YKpaiHi,
SIKLLO BOHA BiAMiHHA Bif, YNOBHOBaXEHOI
ocobwu, BignosiganbHOI 3a 34iMCHEeHHS
dapmakoHarnsaay (BKMoYaym KOHTaKTHI
AaHi) Ta/abo 3MiHW y pOo3MiLLLEeHHi MacTep-
avina cuctemu cpapmakoHarnagy) 3miHa
YyMOBHOBaXeHOi 0cobu 3asiBHUKa,
BiANOBIAANbHOI 3@ 34iNCHEHHSI
dapmakoHarnagy. [ditova pegakuis: Ewa
Kazmierczak. lNponoHoBaHa pefakuisi:
Cipaxos Irop OnekcaHgpoBu4. 3miHa
KOHTaKTHUX 4aHUX YyNOBHOBaXeHOi ocobu
3asiBHUKA, BiANOBiAanNbHOI 3a 34iINCHEHHS
dapmakoHarnsagy. 3miHa
MiCLEe3HaxXoMKeHHs1 MacTep-ganna
cucTemMn hapmakoHarnsgy Ta moro
Homepa. 3MiHa Micus 34iNCHEHHST OCHOBHOT
AisAnNbHOCTI 3 hapmakoHarnsagy. 3minu |
TMny - AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus
NPOBaAXKEHHS AisiNbHOCTI
BMpo6HuKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIOYaYM AinbHULI
BMMNYCKy cepii abo micLe npoBeaeHHs
KOHTPOIO SKOCTI. (QiANbHICTb, 332 AKY
BignoBigae BUMpPoGHMK/iMnopTep,
BKITHO4A0uM BUNYCK cepiin) 3mMiHa Ha3Bu
BupobHuka M3. 3miHa Bigbynace y 3BaA3ky

3 npuBeaeHHsIM o GMP 6e3 drakTnyHoil
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noceio4yeHHs1

3MiHM Micusa BUPOOHMLTBA. 3MiHN BHECEHO
B iHCTPYKLUitO ANs1 Mean4Horo
3acTOCyBaHHS NikapCbKkoro 3acoby B
po3ginu "BnpobHuk" Ta
"MicuesHaxomxeHHs BupobHuKa Ta agpeca
MicLS NpOBa[XXeHHs1 NOro AisanbHocTi", Ta,
SIK HacnigoK, B TEKCT MapKyBaHHS YNakoBKU
nikapcekoro 3acoby. 3MiHu | Tuny - 3mMiHn
wogao 6e3nekun/echeKTUBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHun) 3MiHu
BHECEHO B TEKCT MapKyBaHHS1 BTOPUHHOI (B
nyHktn 1,2, 3,4,5,6,7,12,17) Ta
NEePBUHHOI (B NYHKTU 2, 6) ynakoBKu
nikapcbKoro 3acoby.

207.

MENOKTAM

TabneTkn no 15
mr; no 10
TabneTok y
Gnictepi; no 1 abo
2, abo 3 6nictepu
B KapTOHHIn
Kopobui

MicTtpan
Kenitan
Menemxme
HT JlimiTen

AHrnia

Biodapm Cn. 3
0.0.

Monbwa

BHECEHHS 3MiH O peecTpaLinHmX
MaTepianie: 3miHu | Tuny - 3MiHK Woao
Oe3nekun/edeKkTMBHOCTI Ta
dapmakoHarnsay. 3MiHN y KOpPOTKil
XapakTepucTuLi nikapcbkoro 3aco0y, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT ANa MeanyHoro
3aCTOCYyBaHHS
reHepu4HuxX/riopuagHnx/6ionoaibHmx
nikapcbkunx 3acobiB nicna BHECEHHS Tiei
caMoi 3MiHM Ha pedepeHTHWI Npenapar
(3miHa He noTpebye HafaHHSA XOOHNX
HOBWX 4OAATKOBMX AaHUX) 3MiHWN BHECEHO
B iHCTPYKLUIit0 AN MeANYHOro
3acTOCYyBaHHS fnikapcbkoro 3acoby oo
po3ainy "lMoka3aHHS" (YTOYHEHHS), a Takox
0o po3ginis: "®apmakonoriyHi
BnacTtmeocTi", "MNpoTunokasaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpygato”, "Cnocid
3acTocyBaHHs Ta go3n", "IMobiyHi peakuyii™
BiANOBIAHO A0 OHOBMEHOI iHbopMaLiii Npo
MeOnYHe 3acTOCyBaHHS pedepeHTHOro
nikapcekoro 3acoby (MOBAJIC®,
Tabnetkn no 7,5 mr abo no 15 mr). 3minm |
Tuny - AgMiHIiCTpaTVBHI 3MiHW. 3MiHa Ha3Bu®
nikapcbkoro 3acoby - 3miHa Ha3Bu
nikapcbkoro 3acoby. 3aTBepaXeHo:
Acnikam(Aspicam) 3anponaHoBaHo:
Menoktam (Meloktam). 3miHu | Tuny -
3MiHu Wwopao 6e3nekn/eddeKTMBHOCTI Ta
dapmakoHarnsgy. BeegeHHs abo 3miHm go

3a
peuerimom

He
nidnsieae

UA/3719/01/02
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y3aranbHeHNX JaHNX Mpo CUCTeMy
dapmakoHarnsaay (BBegeHHst
y3aranbHeHNX JaHNX Mpo CUCTeEMY
hapmakoHarnagy, amiHa yrnoBHOBaXXEHOI
ocobu, BignoBigansHoOI 3a 34iMCHEHHS
dapmakoHarnsagy; KOHTakTHOi ocobu 3
dapmakoHarnsaay 3asiBHMKa Ansi
3AiMCHEHHA hapMakoHarnsaay B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif, YNOBHOBaXEHOI
ocobwu, BignosiganbHOI 3a 30iMCHEeHHS
(hapmakoHarnsgy (BKNYar4um KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
avina cuctemu cpbapmakoHarnagy) 3miHa
yNOBHOBaXeHoi 0cobu 3asiBHUKA,
BiANOBIAANbHOI 3@ 34iNCHEHHS
dapmakoHarnagy. [itoya pepakuis: Ewa
Kazmierczak. lNponoHoBaHa pefakuisi:
Cipaxos Irop OnekcaHgpoBu4. 3miHa
KOHTaKTHUX JaHWNX YNOBHOBa)eHOi 0cobu
3asiBHMKA, BiAnoBiganbHoI 3a 30iMCHEHHS
dapmakoHarnagy. 3miHa
MiCLEe3HaxXomKeHHs1 MacTep-ganna
cuctemMn papmakoHarnsgy Ta moro
Homepa. 3MiHa Micus 30iNCHEHHS OCHOBHOT
JisnbHOcCTI 3 dhapmakoHarnagy. 3miHu |
Tuny - AgMiHiCTpaTBHI 3MiHK. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaAXKEHHS AisANIbHOCTI
BMpo6HuKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKMoYayn AinbHULI
BMNYCKy cepii abo micLe npoBeaeHHs
KOHTPOIO SKOCTI. (AiANbHICTb, 338 AKY
BignoBiaae BMpobHuK/iMnopTep,
BKITHOYa0uM BUNYCK cepiin) 3miHa Ha3Bu
BMpobHuka M3. 3miHa Bigbynace y 3Ba3ky
3 npuBeaeHHaM o GMP 6e3 hakTuyHoi
3MiHM Micusa BUpPOOHMUTBA. 3MiHN BHECEHO
B iHCTPYKLUitO AN Mean4yHoro
3aCTOCYBaHHS NikapCbKkoro 3acoby B
po3gainu "BnpobHuk" Ta
"MicuesHaxomkeHHs BUpobHMKa Ta agpeca
MicLsi NPOBaKEHHS 1Oro AianbHocTi", Ta,
SIK HACNiOoK, B TEKCT MapKyBaHHS YNaKoBKU
nikapcbkoro 3acoby. 3miHu | Tuny - 3miHn
wopo 6e3nekn/edeKTUBHOCTI Ta
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Ne Hasea @Popma sunyckKy 3asisHuUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa aionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceid4yeHHs1
dapmakoHarnsay (iHwi 3amiHn) 3MiHn
BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI (B
nyHktn 1,2, 3,4,5,6,7,12,17) Ta
NEPBMHHOT (B MNYHKTU 2, 6) yNakoBKM
nikapcbkoro 3acoby.

208. | MEHONYP NMOPOLLIOK deppiHr LLIseniapis BignosigansHWi 3a Himeuuunna/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/6705/01/02
nioginizoBaHun ang IHTEepHewHn BUPOBHMLUTBO LLseviyapis/ 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
po3uunHy ans iH'ekuin | Centep CA NOpPOLLIKY Ta Yecbka nikapcbkuin 3aci6. 3MiHW y BUPOBHMUTBI. 3amiHa
no 600 MO ®CrI Ta PO34YMHHMKA, Pecny6nika/ abo BBeAeHHS 40aaTKOBOI AiNbHULI
600 MO JT; 1 KOHTPOIb SIKOCTi Ta CLLA BUPOBHMLUTBA ANs YacTuHM abo BCbOro
PnakoH 3 MOPOLLKOM BMNYCK cepii: BMPOBHMYOro NpoLEecy roToBOrO NiKapCbKoro
Yy KOMMAekTi 3 1 deppiHr M'M6X, 3acoby (AinbHMUSA Anst BTOPMHHOIO NakyBaHHS).
nonepegHL0 HimeuyuunHa; [opaBaHHs anbTepHaTUBHOIO BUPOOHMKa
3anoBHEHUM BiAMNoBiAanbHUA 3a BiANOBIAANLHOrO 32 BTOPVHHE MaKyBaHHS:

LNpULom 3 BTOPUHHE deppiHr-Nleumnsa, a.c., Yecbka Pecny6nika /
PO3YUMHHUNKOM (M- nakyBaHHS: Ferring-Leciva, a.s., Czech Republic. 3minu |
Kpesorn, Boga ans ®eppiHr Tmny - AQMiHiCTpaTVBHI 3MiHW. 3MiHa
iH'ekuin) no 1 mn, 1 IHTepHelwHn CeHTep HaiMeHyBaHHs1 Ta/abo agpecu Micus
ronkow ans CA, Lsenuapis; NpoBamXeHHs AisnbHOCTI BUpobHUKa/iMnopTepa
po3BefeHHs, 9 BiAMNoOBiAaNbHUIA 3a rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
wnpuuamm gns BTOPUHHE OinbHMUI BUNYCKy cepii abo Micue npoBeaeHHs
BBEOEHHS B nakyBaHHS: KOHTPOJIO SIKOCTI. (QisNbHICTb, 3a SKy Bignosigae
KapTOHHIN ynakoBLi Peppinr-Neunsa, BMPOGHMK/IMNOPTEP, HEe BKIMOYaYM BUMYCK
a.c., Yecbka cepiit). 3MiHa agpecu BUPOGHMKa
Pecnybnika; BignoBiganbHOro 3a BTOPMHHE NakyBaHHS
KOHTPOrb AKOCTI Peppinr-Ileunsa, a.c., Yecbka Pecny6nika.
(6ionoriyHui BupobHuya ginbHuUs Ta yci BUpobHUYi onepalii
aHania): 3anuwarTbCs HE3MIHHUMU. 3MiHu | TNy -
Ksantek AamiHicTpaTuBHI 3MiHW. BunyyeHHs BUpoOHMYOI
TNa6bopaTopis, IHk., AinbHWUI (BkNoYatoun ginbHuLi anst AdI,
CLUA NPOMIXKHOrO NMPOAYKTY abo roToBOro MikapCbKoro
3acoby, AinbHULI ANsi NpoBeAeHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAanbHOro 3a BUMYCK Cepin,
MicLie npoBeaeHHs1 KOHTPOro cepii) abo
nocTayarnbHvKa BMXiQHOTO MaTtepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
[ocbe). BunyyeHHs BupobHuka BignosigansHoi
3a KOHTpOIb SKOCTi (GionoriyHniA aHania): JMT,
HimeuunHa. 3anuwaetbea anbTepHaTUBHUIA
BUPOGHWK, SIKUIA BUKOHYE Ti X pYHKLT, Lo 1
BunyyeHun: Ksantek Jlabopatopis, IHk., CLUA.

209. | MEHONYP NOPOLLIOK DdeppiHr LLseniuapis BignosiganbHWM 3a Himeuumna/ BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/6705/01/03
niocpinizoBaHun Ans IHTepHeLwHn BMPOGHMLUTBO LLIsenuapis/ 3minu | Trny - 3miHu 3 sikocTi. FoToBUIA peuenmom
po3uuHy ans iH'ekuin | CeHtep CA NOpPOLLKY Ta Yecbka nikapcbkuii 3aci6. 3MiHu y BUpO6HMLTBI. 3amiHa
no 1200 MO ®CTI Ta PO34YMHHNKA, Pecny6nika/ abo BBeAeHHNA 10AaTKOBOI AiNbHUL
1200 MO NT; 1 KOHTPOrb SIKOCTi Ta CLLA BMPOGHMLUTBA ANs YacTMHM abo BCbOro
bnakoH 3 MOPOLLKOM BUMYCK Cepii: BUPOBHMYOro NpoLiecy roToBOro fikapCbKoro
y KOMMNekTi 3 2 PeppiHr M'M6X, 3acoly (AinbHULSA AN BTOPUHHOIO NaKyBaHHS).
nonepeaHbo HimeuumnHa; [opaBaHHs anbTepHaTUBHOrO BUPOGHMKa
3aMnoBHEHVMMU BigNoBiganbHUi 3a BiANOBIAaNbHOro 3a BTOPVHHE MaKyBaHHS:
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
wnpuuamm 3 BTOPUHHE deppiHr-Nleumnsa, a.c., Yecbka Pecny6nika /
PO3YUHHMKOM (M- naKyBaHHs: Ferring-Leciva, a.s., Czech Republic. 3miHu |
Kpesorn, Boga ans deppiHr TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa
iH'ekuin) no 1 mn, 1 IHTepHelHN CeHTep HaiMeHyBaHHsi Ta/abo agpecu Micus
rornKor Ans CA, Weenuapis; NpoBapKeHHN AisnbHOCTI BUpobHuMKa/iMnopTepa
po3sefeHHs, 18 BiANoBiganbHWA 3a roTOBOrO flikapCbKOro 3acoby, BKoya4m
Lwnpvuamu ans BTOPVHHE AiNbHNUL BUNYCKy cepii abo MicLe NnpoBeAeHHs
BBEEHHS B naKyBaHHs: KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a Ky Bignosigae
KapTOHHIN ynakoBLi deppiHr-Jleunsa, BUPOGHMK/IMNOPTEP, HE BKIOYAKUM BUMYCK
a.c., Yecbka cepin). 3miHa agpecu BUpOGHMKa
Pecnybnika; BiANOBIAANbHOro 32 BTOPVMHHE NMaKyBaHHS
KOHTPOSIb SKOCTi deppinr-Jleumsa, a.c., Yecbka Pecnybnika.
(6ionorivyHuii Bupo6Hmya ainbHuusa Ta yci BUpobHudi onepaduii
aHanis): 3anvLaTbCa HE3MiHHUMKW. 3MiHu | TNy -
Kesantek AOMiHICTpaTUBHI 3MiHW. Buny4yeHHs1 BUpOGHMYOT
JlabopaTopis, IHkK., OinbHUUI (BKNtoYatoum ginbHuui ans Adl,
CLUIA NPOMIDKHOrO MPOAYKTY abo roToBOro MikapCbKoro
3acoby, AinbHULI A4NS NpoBeAeHHA NaKyBaHHS,
BMpo6HMKa, BiANOBIAanbHOrO 3a BUMYCK Cepilt,
MiCLle NpoBeaEeHHS KOHTPOMO cepii) abo
nocrayanbHuKa BUXiAHOrO mMaTepiany, peareHTty
abo O0MNOMIPKHOI peHOBUHM (SIKLLLO 3a3HAYeHO Y
[ocbe). BunyyeHHsi BUpoOHUKa BignoBiganbHoi
3a KOHTpOIb sikocTi (BionoriyHuin aHanis): NMNT,
HimeuunHa. 3anuwaetbca anbTepHaTUBHUIA
BMPOBHWK, AKUIA BUKOHYE Ti XX PYHKLT, WO 1
Buny4eHuin: Ksantek Jlabopatopis, IHk., CLUA.
210. | METAMI3ON PO34uH ANs iH'eKuin, AT Natsis BUPOGHUK, SKUIA Natsis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/20697/01/01
KANLUEKC 500 mr/mm; no 2 mn "Kanuexc" Bignosigae 3a Typeuumnna/ 3MinHn | Tuny - 3MiHK Wwopo peuenmom nidnsieae
abo 5 mn B amnyni, KOHTPOMb CnoBayvynHa 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
no 5 amnyn B cepii/BunpobyBaHHs: 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
KOHTYPHil AT "Ipinaekc", 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
YapyHKOBIN NaTsis; BUPOGHMUK, MeOMYHOro 3acToCyBaHHA Ha niacTaBsi
ynakoBsuj; no 1 a6o 2 BignosiganbHWM 3a perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
KOHTYPHi YapyHKOBI BUMYCK cepii: nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
ynakoBKM B Nayui 3 AT «Kanuekc», 3aCTOCyBaHHsI Nikapcbkoro 3acoby B
KapTOHY IlaTBis; BCi cTagii nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
BUPOBHMYOro OL}iHKM 3BITY 3 AOCHiIOKEHb, NPOBEAEHMX
npouecy, Kpim Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JocnigXeHb
KOHTpOto (PIP) (3MiHy y3rog»XeHO 3 KOMNETEHTHUM
cepii/BunpobyBaHHsi YNOBHOB&XKEHNM OpraHoMm) - 3MiHM BHECEHO 0
i BUNycky cepii: IHCTpYyKUiT ANsi MEAUYHOrO 3aCTOCYBaHHS
Medpap Inay Canai nikapcbkoro 3acoby Ao po3ainis
A.C., TypeyuumHa; BCi "MpoTtunokasaHHs", "OcobnmeocTi
cTagii BUpobHu4oro 3acTocyBaHHs" BignoBigHo Ao iHopmaLii
npouecy, Kpim CTOCOBHO 6e3neku fito4oi pevoBUHN.
Bunycky cepii: XbM
dapma c.p.o.,
CnoBayvymHa
211. | META®OPA® | Tabnetku, AT YkpaiHa AT "KUIBCbKNM YkpaiHa BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3a He UA/18616/01/01
-SR NPOSIOHroBaHoI Aii, "KNIBCbKW BITAMIHHUN 3MiHu | Tvny - 3MiHm Wwono peuenmom nionsizae
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 1000 mr; no 10 ] 3ABOL" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
Tabnetok y 6nictepi, | BITAMIHHA 3MiHa y KOPOTKil XapakTepucTuLi NikapCbKoro
no 3 abo 6 6nictepis n 3ABOO" 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
y navui MeLMYHOro 3acToCyBaHHA Ha niacrasi
perynsipHO OHOBIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnspeecTpauiiHuii nepiod, abo sk pedynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BiAMNOBIQHO 0 NNaHy negiatpuyHuX SocnigKeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNEeTEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acTOoCyBaHHS NikapCbKoro 3acoby y po3ain
"OcobnueocTi 3acTocyBaHHA" BignoBigHoO 4o
OHOBJEHOI iHpopmalii 3 6esnekn aitoyoi
peyoBuHW. BBEeaeHHs 3miH npoTarom 6-tu
MicsaUiB Nicnsa 3aTBEPAXEHHSA
212. | METOXKEKT | posuvH ans iH'ekuin, Mepak Himeuyunna BUPOGHMK, LLO HimeuuunHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a UA/5873/01/02
® 50 mr/mn no 0,15 mn | lesenbwad Bignosigae 3a 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
(7,5 wr), a6o no 0,20 T dhtop BTOPUHHE BignosigHocTi/E-cepTudikaT BignoBigHoCTI
mn (10 wmr), abo no KniHiwe nakyBaHHs, €Bponeiickkin thapmakonei/MoHorpadii.
0,25 mn (12,5 wr), Lneujansnp MapKyBaHHs, MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTa
abo no 0,30 mn (15 enapate KOHTponb/Brnpobys BignoBigHoCTi abo BUny4eHHs cepTudikata
mr), abo no 0,35 mn MOGX, aHHs cepii Ta 3a BignoBigHoCTi EBponenchkii hapmakonei: ons
(17,5 wr), abo no BUnyck cepii: Megak A®I; onsa BuxigHoro
0,40 mn (20 mr), abo esenbliadT drop maTepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
no 0,45 mn (22,5 KniHiwe BMKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
mr), abo no 0,50 mn LLneuiansnpenapat [OMNOMIXKHOI peqoBuHU (cepTudikar
(25 wmr), abo no 0,55 e M6X, HimeuuuHa; BignoBigHocTi €Bponeinchkii hapmakonei) -
mn (27,5 mr), abo no BUPOGHWK, LLIO HoBuii ceptudikat Ha HecTepunbHuii AdI, sikuin
0,60 mn (30 wmr) Bignosigae 3a OyAe BMKopuCTOBYBaTMCH AN BUPOOHMLTBA
PO34MHY Y BMPOGHMLUTBO CTepuIbHOro nikapcbkoro 3acoby, sKLLo Boaa
nonepegHLo nikapcbkoro 3acoby, BMKOPVCTOBYETbLCSI HA OCTaHHIX eTanax cuHTesy
3anoBHeHOMY nepBuUHHE Ta mMaTepian He BinbHWUI Bif GakTepianbHNX
Lwnpwui; no 1 nakyBaHHs, €HOO0TOKCWHIB - NoAaHHsA HOBOro cepTudikaTta
LnNpuLy pasom i3 KOHTponb/Bunpobys BignoBigHocTi €Bponeiichkit papmakonei Ne RO-
BOya0BaHO aHHs cepii: OHKOTeK CEP 2022-373 - Rev 00 gnis gito4oi peqoBuHM
iH'€KLiHOIO ronko dapma NpogakwH Methotrexate Big Bxe 3aTBepmKeHOro
B KOHTYpHOMY 'M6X, HimeuuunHa; Bupo6Huka EXCELLA GMBH & CO. KG
YapyHKOBOMY BMPOBHWK, L0
6nicTepi; no 1 BignoBsigae 3a
6nictepy B BTOPUHHE
KapTOHHiI kopooLi nakyBaHH4:
LWreremanH Mv6X &
Ko. KTI'., Hime4unHa;
Mepak NesenbliadT
rop KniHiwe
Lneuianbnpenapat
e M6X, HimeyunHa
213. | ME®OEHAMIH | Tabnetku no 500 mr TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpauiHMX maTepianis: be3 UA/18370/01/01
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n/n JNliKapcbKo20
3acoby

OBA

(nikapcbka ¢ghopma,
ynakoeka)
no 10 Tabnetok y

"dapmaueBT

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KUCNOTA

214. | MIOTUN

GnicTepi, no 2
6nictepu B nayui; no
1 Gnictepy 6e3
BKINafaHHs y
BTOPUWHHY YMaKoBKY

TabneTku, no 8 mr,

n4yHa
KOMNaHis
"®apKoC"

TOB

"®apmaueBTUYHa
komnaHisi "®apKoC"

3MinHun | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHUx
npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHeHUX AaHux nNpo cuctemy
chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
chapmakoHarnsiay; KOHTaKkTHOT ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iINCHEHHA
dapmakoHarnagy B YkpaiHi, AKLwo BoHa
BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-anna cuctemm
capmakoHarnsgy) - 3MiHa ynoBHOBaXeHo|
ocobu 3asBHKKa, BianosiganbHOI 3a
dapmakoHarnaa. [itoya pepakuis: Tep-
CapkicoBa Onbra barpartiBHa. NponoHoBaHa
penakuisi: KyTHsik Biktop MNaenoeuy. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXXEHOI 0cobu
3asiBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag.
3MiHa Micue3HaxompkeHHs MacTep-canna
cucTemu hapmakoHarnsgy Ta horo Homepa.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisANbHOCTI 3
dapmakoHarnsay.

peuernma

215. | MIPAMNEKC®

no 14 tabnetoky
6nicTepi, no 1
6nictepy B
KapTOHHiI kopobui

TabneTku

"®APMALIE
BTUYHA
KOMMAHIA
"®APMBEP
r

YkpaiHa

Biodapm Cn. 3 0.0.

Monbuwa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUNY - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHO OHOBIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OL|iHKM 3BITY 3 AoChigKeHb, NPOBEeAEHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHO B
IHCTpYyKLUito ANst MEAMYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby oo posainis
"MpoTunokasaHHs", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHs rpyaa” (YTOYHEHHS
iHcpopmawii) Ta "MobiuHi peakuii" BignosigHoO oo
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
peyoBMHWN. BBEAEHHS 3MiH NpOTSirom 6-Tu
MicsiLiB Micnsi 3aTBEPAXKEHHS

3a
peuenmom

He
nidnsieae

UA/19602/01/01

nn

NPOSIOHroBaHoI Aii

no 0,75 mr; no 10

BepiHrep
IHrenbxanm

Himevuunna

IHTepHeLHN

Bupo6HuuTBO,
nepBUHHE Ta

Himeuunna

BTOPUHHE

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
BUMpPaBIEeHHs TexHiYHoi nomunku B MKA. Mig

3a
peuenmom

4ac BHECEHHS 3MiHU, Ska CTOCY€ETbCA

UA/3432/02/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
TabneTtok y 6nicrepi, m6X nakyBaHH4, BUKNageHHsa Tekcty MKA aepxaHoto MOBOKO
no 3 bnictepu B MapKyBaHHS, (Hakaz MO3 N° 1589 Big 13.09.2024) 6yno
KapTOHHiI kopooLi KOHTPOSb SKOCTI, OONYyLEHO TEXHIYHY NOMWSIKY B HOMEPI
BKMoYa4m peecTpauiiHOro NOCBIAYEHHS Ha TUTYNbHIN
OOCMIMKEHHS cTopiHui MKA nikapcbkmx 3acobis MIPAMEKC®
cTabinbHoCTi Ta MM, TabneTtkm nponoHroaHoi gji no 0,75 mr N°
BUMYCK Cepii: 10x3 y 6nictepax. Takox Ansi Nikapcbkoro
BepiHrep 3acoby MIPAMNEKC® MA,tabnetku
IHrenbxanm ®apma nponoHrosaHoi aii no 0,75 mr, nig yac
'M6X i Ko. K, 3a3HaudeHoi npoueaypv (BUKNageHHs TEKCTY
HimeuuunHa; MKA nepxaHoto MOBOIO), MOMUIKOBO
Bupo6HuLTBO, NPONYLUEHNIA Ha TUTYNbHIN cTopiHui MKA,
KOHTPOSb SIKOCTI, BUPOGHMK PoTTeHgopd Papma MMoX
BKITHOHa04N HimeyumHa Ta He 3a3HayeHi yHKuUii BUpobHMKa
DOCNIDKEHHSA BepiHrep IHrenbxanm ®apma M'mbX i Ko. KT,
cTabinbHOCTI Ta HimeuyunHa ta PoTtTeHgopd Papma MmoX,
BWMYCK Cepii HimeyunHa
roToBOro
nikapcbkoro 3acoby:
Pottengopd ®apma
'mM6X, HimeuumHa;
[NepBuHHE Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS:
PotteHgopd ®apma
'vm6X, HimeyynHa
216. | MIPAMNEKC® TabneTku Bepinrep HimeuunHa BupobHuuTBO, HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/3432/02/03
na NPOMNOHroBaHoI Aji IHrenbxanm nepBuHHe Ta BUNpaBreHHst TexHiYHoi nomunkn B MKA. Mig peuenmom
no 1,5 mr; no 10 IHTepHeLHn BTOPUHHE yac BHECEHHS 3MiHK, sika CTOCY€ETbCSA
TabneTok y 6nictepi, m6X nakyBaHHs, BUKNageHHs Tekcty MKA gepxaHoto MOBOKO
no 3 6nictepu B MapKyBaHHS, (Hakas MO3 N° 1589 Big 13.09.2024) 6yno
KapTOHHiI kopobui KOHTPOrb SIKOCTI, OOMyLEeHO TEXHIYHY NOMUIKY B HOMEPi
BKITHOYa04n peecTpaLiiHOro NOCBIAYEHHSA Ha TUTYMbHIN
OOCHIOKEHHS cTopiHui MKA nikapcbknx 3acobis MIPATNEKC®
cTabinbHocTi Ta MA, Tabnetku nponoHroBaHoi Aii no 1,5 mr N°
BUMYCK cepii: 10x3 y 6nictepax.
Bepinrep
IHrenbxanm ®apma
Mv6X i Ko. KT,
HimeuuuHa;
Bupo6HuuTBO,
KOHTPOIb SIKOCTI,
BKITOYaK0UN
LOCTiopKEeHHs
cTabinbHocTi Ta
BUMYCK cepii
roToBOro

nikapcbkoro 3acoby:
PotteHgopd ®apma
'M6X, HimeudynHa;
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[NepBuHHE Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS:
PotTeHgopd ®apma
'm6X, HimeyunHa
217. | MOOUTEH pO34MH Ans iH'ekuin, KPKA, a.a., CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a UA/0893/01/01
OEMNO 25 mr/mn; no 1 mn B HoBo mecTO MecTo 3MiHn | Tvny - 3MiHn Wwoao peuenmom
amnyni; no 5 amnyn 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
y GnicTepi; no 1 3MiHa YacToTn Ta/abo TepMiHiB NogaHHs
6nictepy B perynspHO OHOBIOBaHMWX 3BITIB 3 6e3neku
KapTOHHiIN kopoOLi nikapcbkux 3acobiB. 3MiHM y YacToTi Ta gaTax
NnoAaHHs peryrsipHoO OHOBIHOBAHOIO 3BITY 3
6esneku.
[itoya pegakuia: Yactota nogaHHa perynspHo
OHOBJHOBAHOrO 3BiTY 3 6Ge3nekun 13 poki..
KiHueBa gata ans BkntoyeHHst gaHnx go PO36 -
17.12.2025 p. JaTta nogaHHs - 17.03.2026 p.
[NponoHoBaHa peaakuis: Yactota nogaHHa
perynsipHo OHOBINIOBAHOTO 3BiTy 3 6e3nekn 11
pokiB. KiHUeBa gaTta ansa BKNOYEHHS AaHuX 4O
PO3b - 03.05.2039 p. lata nogaHHs -
01.08.2039 p. PekomeHaoBaHo Ao
3aTBepAKEHHS BIANOBIAHO 4O NEpiOANYHOCTI
NnofaHHs peryrnsipHo OHOBIHOBAHUX 3BITIB 3
6esneku nikapcbkmx 3acobis y €C.
218. | MOKCUMAK pO34MH Ans iHdY3in, HouipHe YkpaiHa HouipHe YkpaiHa BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: 3a He UA/17327/01/01
400 mr/250 mn; no nignpuemMcTs nignprueMcTBO 3MinHn | Tuny - 3MiHK Wwopo peuenmom nidnsieae
250 mn y KOHTenHepi o "®apmatpeng” 6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3 noninponineHy; no | "®apmatpew 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
1 KOHTeWHepy B a" 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
KapTOHHII ynakoBLi; MeOMYHOro 3aCTOCyBaHHSA Ha NiacTaB.i
no 250 mny perynsipHoO OHOBIOBAHOrO 3BiTy 3 6e3neku
KOHTelnHepi 3 nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
nonieiHinxnopuay; 3aCTOCyBaHHS nikapcbKkoro 3acoby B
no 1 KOHTeNHepy B nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
noniMepHin nnisui B OL|iHKM 3BITY 3 AoCHigKeHb, NPOBeaeHUX
KapTOHHIIN ynakoBLji BiNOBIQHO [0 NNaHy nejiaTpuyHMX JOChioKeHb
(PIP) (3MiHy y3rogXXeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHoMm)
3MiHN BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"Mo6iuHi peakuii" BigNoBigHO OO pekomeHaaLin
PRAC. TepmiH BBeAeHHS 3MiH NpoTarom 6
MicsLiB micnsi 3aTBEpPOXKEHHS.
219. | MOKCU®PIIOK | TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a He UA/19995/01/01
CAUUH ob6onoHkoto, no 400 "ACTPA®A "ACTPAGAPM" 3MinHn | TMny - 3MiHM Wwopo peuenmom nidnsieae
mr; no 5 abo no 10 PM"

TabneTok y 6nictepi;
no 1 Gnictepy B
KOpOO6Lii 3 KapTOHY

6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.

3MiHa y KOpOTKili XapakTepu1CTuLi NikapCbKoro

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeOM4YHOro 3acToCyBaHHS Ha NigcTasi
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perynsipHo OHOBJSIOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6eanekm
3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepiod, abo sk pesynbtart
OL|iHKM 3BITY 3 AOCNigXeHb, NPOBEAEHMX
BiAMNOBIQHO 0 NNaHy negiaTpu4HuX SocnigKeHb
(PIP) (3MiHy y3romkeHo 3 KOMNeTEHTHUM
YNOBHOBaXXEHUM OpPraHoMm)
3MiHWM BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMNEHOI
iHdbopMalii 3 6e3nekun git4oi pevoBUHN.
BBegeHHs 3MiH NpoTarom 6-Tn micauiB nicns
3aTBEPAKEHHSI

220.

MOKCU®IIOK
CAUVH

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 400
mr; no 5 a6o 10
TabneTtok y 6nicrepi;
no 1 6nictepy B
navuj

AT
"NMy6Hndap
et

Ykpaina

AT "INy6Hudpapm”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHKM Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MEANYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL|iHKM 3BITY 3 AoChigKeHb, NPOBEeAEHUX
BiZNOBIQHO [0 NNaHy nejiaTpuyHMX JOCNioXeHb
(PIP) (3MiHy y3rog)eHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHW BHECEHO A0
IHCTPYKLUii Ans MeQMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao po3aainy "lMNobivHi peakuii”
BignoBigHo oo pekomeHaadii PRAC

3a
peuenmom

He
nidnsieae

UA/20752/01/01

221.

MONECKIH®

ma3b 0,1 %; no 151
y Ty6i; no 1 Ty6i y
navui 3 KapToHy

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponewckkin hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignNoBIgHOCTI €BponeWichkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi EBponeichkii hapmakonei) -
OHoBReHn cepTudikat Big, y>xe 3aTBEpAXEHOro
BMpOGHUWKa. MNogaHHsi oHoBNEHOro ceptudikata
BignoBigHocTi EBponeichkii papmakonei Ne R1-
CEP 2007-194-Rev 03 (3atBepmxeHo: R1-CEP
2007-194-Rev 02) ans Aito4oi peqoBuHU
Mometasone furoate Big BXe 3aTBepAXeHOro
BnpobHmka SYMBIOTEC PHARMALAB
PRIVATE LIMITED, IHgis.

3a
peuenmom

UA/7002/02/01
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222. | MOHONPOCT | kpanni o4Hi, po3unH, | JIABOPATY PdpaHuis EKCENBI3IOH ®paHuia BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/16308/01/01
® 50 mkr/mn; no 0,2 AP TEA 3MiHn | TUny - AOMiHiCTpaTMBHI 3MiHW. 3MiHa peuenmom nidnsieae
MI B O4HOA4030BOMY HaliMeHyBaHHSA Ta/abo agpecu micus
KOHTENHepi; no 5 NpoBaKeHHs OisnbHOCTI BUpobHUKa/imMnopTepa
0AHOA030BWX rOTOBOIO fikapcbKoro 3acoby, BKIYaoum
KOHTENHepIB, OinbHUUI BUNYCKy cepii abo Micue npoBegeHHs
3'eHaHNX MiX KOHTPOSIO AKOCTI. (QisNbHICTL, 3a SKy Bignosignae
coboto y CTpivKky BMPOOHWK/iIMNoOpTep, BKIHOYaoO4M BUMYCK Cepilt),
(cTpun), y cawe; no 3MiHa agpecu Micua NpoBagKeHHS OisnbHOCTI
6 calle y KapTOHHI BUpo6HmKa 113, Takoxk 3MiHN BHECEHO B
Kopooui iHCTPYKLUIiO ANs MeANYHOro 3acTOCyBaHHA
nikapcbKkoro 3acoby y po3ain
«MicuesHaxomkeHHs1 BUpoGHUKa Ta agpeca
MiCUsi NPOBaKEHHS MO0 OiSANbHOCTI» 3
BiANOBIQHUMW 3MiHAMM Y TEKCTIi MapKyBaHHS
ynakoBKM Nikapcbkoro 3acoby. BeeaeHHst 3amiH
NpoTSArom 6-Tn MicsALIB NiCNs 3aTBEPAXKEHHS.
223. | MOHTENYKA | TabneTku, BKpUTI Akkopg, Monbwa BUPOBHMLUTBO Inpis/ BHECEHHS1 3MiH [JO peecTpauiiHMX maTepianis: 3a He UA/19125/01/01
CT FEHEUM NNiBKOBOO Xenckea nikapcbkoro 3acooy, Benuka 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom nidnsieae
obornoHkoto, no 10 Moncka Cn. nepBuHHe Ta BpuTanis/ Ha3BM nikapcbKoro 3acoby - 3miHa Ha3Bu
mr; no 14 TabneTok 3.0.0. BTOPUHHE YropwuHa/ nikapcbkoro 3acoby. 3aTBepaeHo:
y GnicTepi; no 2 nakyBaHH4, Monbwa MoHTenykact Hekctdpapm (Montelukast
onictepn y nayui KOHTPOIb SKOCTI Nextpharm) 3anponoHoBaHo: MoHTenykact
cepil: [eHenm
IHTac (Montelukast Geneym) TepmiH BBeAEHHS 3MiH -

dapmachbtoTikanc
NimiTen, IHais;

BUPOBHMLTBO
nikapcbkoro 3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTI
cepil:

IHTac
dapmachbioTikanc
Nimiten, IHAois;

fopaTkoBa AinbHULS
3 NepBUHHOTO Ta
BTOPWHHOIO
nakyBaHHs:
AKKOP[ XEJICKEA
NIMITEL, Benuka
BputaHis;

[04aTKoBa AiNbHULSA
3 NepBMHHOrO Ta
BTOPWUHHOIO
NaKyBaHHs:

npoTArom 6 micsAUIiB nicnsa 3aTBepHKEHHS. 3MiHN
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi amiHn) 3miHM BHeceHo B
TEKCT MapKyBaHHS BTOPUHHOI YNaKoBKN
nikapcbkoro 3acoby B n. 17.
TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
nicns 3aTBepOKEeHHS.
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AKKOP[-tOKEW
JIIMITEL, Benuka
BpuTtaHis;

KOHTPOMb SKOCTI:
®APMABANIA N1A4.
Mikpo6ionoriyHa
naboparopis,
YropluHa;

KOHTPOMb SKOCTI:
€BpodiHc
AHanitikan Cepsices
XaHrepi Kdr,
YropwmHa;

BiAnoBiganbHWM 3a
BUMYCK Cepil:
Akkopa Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
[MonbLla

224.

MYNbTUTPU
N HA3AIb
DITO

crpev HasanbHUi,
po3ynH 0,1 %; no 10
My dprnakoHi 3
po3nunoBayeM; no
1 donakoHy B
KapTOHHiI kopobui

Oenbta
Megiken
[MpomoyLiH3
Al

LLiseninapisa

BMPOBHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYCK
cepii: Biodapm CA,
PyMyHis; KOHTponb
cepii (cisuko-
XiMivHUM Ta
MikpobionoriyHmim
KOHTporb): Biodapm
C.A., PymyHisi

PymyHis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUNY - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW). 3MiHWM BHECEHO y TEKCT
MapKyBaHHs1 NEPBUHHOI (M. 6) Ta BTOPUHHOI
(n.17) ynakoBok nikapcbkoro 3acoby. TepmiH
BBEAEHHS 3MiH - NPOTArom 6 MicsiyiB nicns
3aBTEPAKEHHS.

be3
peuenma

UA/15720/01/01

225.

HA3MBIH®

cnpew HasanbHUi,
posoBaHuin 0,05 %,
no 10 Mn y donakoHi
3 J03yo4UnM
npuctpoem; no 1
dnakoHy B
KapTOHHiIl kopobuyj;
hnakoH MiCTUTb He
MeHLwwe 143
BMNOPCKyBaHb

Mi eng Oxxi
Xenc
[hxepmaHi
mBeX

HimevuunHa

Codapimekc -
IHpycTpia Kimika e
dapmaueyTika, C.A.,
MopTyranis;
MpokTep ena Membn
MaHydek4ypiHr
M6X, Himeyunna

MopTyranis/
HimeyumHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y BUpo6HMUTBI. 3amiHa
abo BBeAeHHA 40AaTKOBOI AiNbHUL
BMPOBHMLUTBA ANs YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro nikapcbkoro
3acoly (AinbHULSA AN BTOPUHHOIO NaKyBaHHS).
BBepneHHs pogatkoBoi ainbHuui MN3 Mpoktep
eng Mem6n Manydek4dypiHr F'm6X, HimevunHa,
SIK BUPOOHMKA ANS1 BTOPUHHOIO NaKyBaHHS.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oToBWMI Nikapcbkuii 3aci6. 3MiHKU y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AiNbHWL BMPOOHULTBA AN YacTUHKM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (AinbHMUA ANs NepPBMHHOIO NaKyBaHHS).
BBeaeHHs gogatkoBoi ginbHuui N3 MpokTep

be3
peuenma

nidnsieae

UA/18086/01/01
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eHp F'em6n MaHydekyypiHr TM6X, HimeuunHa,
SIK BAPOOHMKa AN NEPBMHHOIO MaKyBaHHS.
BBepgeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepPAKEHHS. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
['oToBWIN Nikapcbkuii 3aci6. 3MiHW y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHK abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (ainbHMUSA, Ha sKii npoBoaaTbLCsA Byab-
SIKi BUPOOHMYI cTagii, 3a BUHSITKOM BUMYCKY
Cepii, KOHTPOIIO AKOCTi, MEPBUHHOTO Ta
BTOPWHHOIO NaKyBaHHS, AN HECTEPUIbHUX
nikapcbkux 3acobis). BeegeHHs gogaTkoBoi
ainbHuui I3 MNpokTep eHp Mem6n
MaHydek4vypiHr F'M6X, HimeuunHa, sik
BMPOGHKWKa ANt BCbOro BUPOBHMYOro npouecy
roToBOro nikapcbkoro 3acoby. BeeaeHHs 3miH
NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3MiHa
iMmnopTepa/aMiHu, Lo CTOCYOTLCS BUMYCKY cepil
Ta KOHTPOIO SKOCTi FOTOBOTO fiKapCbKOro
3acoby (3amiHa abo fogaBaHHSA BUPOOHMKA, LU0
BigMNoOBigae 3a BBe3eHHS Ta/abo Bunyck cepii) -
Bkntoyatoumn koHTponb/BunpobyBaHHs cepii.
BBepneHHs pogatkoBoi ginbHuui MN3 Mpoktep
eng Nem6bn Manydek4dypiHr F'm6X, HimevunHa,
SIK BUPOGHMKa ANs BUNycka cepii BkIoYaym
KOHTPOMb SKOCTi. 3MiHN BHECEHO B iIHCTPYKLIit0
ONst MEAMYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby y po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpOOHMKa Ta agpeca
Micusi NpoBagKEHHS MOro QisiNbHOCTI»
(nogaBaHHs BUpPOOHWMKA), Sk HacnigoK —
3aTBEPIKEHHS! TEKCTY MapKyBaHHS! YMaKOBKM
nikapcbkoro 3acoby Ans 40AATKOBOrO
BUpOGHWKa. BBeaeHHs 3mMiH npoTsirom 6-u
MicauiB nicnsa 3aTBepAXeHHSA. 3miHun | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHKn
y BUpOGHMLTBI. 3MiHM y npoueci BUpoGHMLTBA
rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
NPOMiXHMWIA NPOAYKT, O 3aCTOCOBYETLCS NpU
BUPOGHWLTBI rOTOBOrO fnikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHMLTBA).
HesHayHa 3miHa y npoueci BupobHMUTBaA - 3MiHa
cTepunisauii BUpoGHUYOro obnagHaHHs 3
cTepunisaLii HaCMYEHUM MapOM Ha OYMLLIEHHST Ta
AesiHdeKL;ito raps4olo BoAoK abo Hacu4eHo
napoto. PefakuiiiHi npaBku - BijoGpaxKeHHs
iHdbopMauii Npo maTepian Ta obnagHaHHs
pa3oM. BBegeHHs1 3MiH NpoTsrom 6-T1 micauis
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n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nicnsa 3aTepaXeHHsi. 3mMiHu | Tuny - 3miHn 3
sikocTi. FoToBMIA Nikapcbkuid 3acib. KoHTponb
roTOBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JonNycTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (AONOBHEHHS cneumdikauii
HOBMM MOKa3HWKOM 3 BiAMNOBIAHMM METOLOM
BUNpOoOyBaHHS). [lonoBHEHHs1 cneuudikauii nig
Yyac BUMYCKY HOBMM MOKa3HMKOM 3 Bi4NOBIAHUM
MEeTOAOM BUMNpobyBaHHS. «KinbkicTb
BMOPCKYBaHb B OAHOMY (brakoHi» BiANOBIAHO 00
moHorpadii EP «HaszanbHi nikapcbki 3acobuy».
3MiHW BHECEHO B IHCTPYKLit0 ANs MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ain
«YnakoBKka». BBegeHHs 3MiH npoTarom 6-tu
MicsuiB nicns saatBepakeHHs. 3MiHu | Tuny -
3MiHn 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeTo4ax BUNpobyBaHHSI rOTOBOrO JikapCbKOro
3acoby (OHOBMNEHHSI Npoueaypy BUNpobyBaHHs
ONs NPUBEAEHHS Y BIANOBIOHICTb 3i 3MiHEHOIO
3aranbHoto ctatTeto [JOY abo €sponeincbkoi
capmakonei). 3miHn y cneumdikauii BignosigHo
0o moHorpadii EP «HasanbHi nikapcbki 3acobuy»
ans 1. "OpgHopigHicTb 403w, LWo AocTaBnseTbes”
nig Yac BMNYCKy Ta Ha TepMiH NpMaaTHOCTI,
(3aTBEPOKEHO: CepeaHs 03a, LWo
pocTtaBnsieTbes +25% Makcumym 2 i3 10 2+ 25%
, ane 3aexau < +35%; 3anponoHoBaHo:
MoBwHHO BignosigaTv BBegeHHs 3mMiH NpoTsirom
6-T MicaLiB nicnsa 3aTBepaAXeHHs. 3MiHu | Tuny -
3MiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPOoOyBaHHS rOTOBOIO NikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX
mMeToaax BUMpobyBaHHS).

HesHauHa 3miHa y 3aTBEpAKEeHNX MeToaax
BUNpobyBaHHs BigNoBiaHO [0 MoHorpadii EP
«HasanbHi nikapcbki 3acobv» ans T.
"OpHopigHiCTb 403W, Lo AOCTaBNSETLCA".
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEpPKEHHS!

226.

HA30-
CMPEM

cnpew HasanbHUi,
0,5 mr/mn; no 15 mn
Y KOHTENHepi 3
posnunioBayveM; no
1 KOHTEWHepy 3
po3nunoBayem B
nadui 3 KapToHy

TOBAPUCT
BO 3
OBMEXEH
(e]0]
BIAMNOBIOA
JIBHICTHIO
«KOPIMOPA
LA
«300POB’A

»

YkpaiHa

KOHTPOrb SIKOCTI,
BUMYCK cepii:
ToBapucTBO 3
o6MeXeHo
BiANoBiganbHICTIO
"[locnigHuin 3aBog
"rHUnc,
YkpaiHa;
BCi cTagii
BUPOGHMLTBA,

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
(iHLWi 3MiHW).

OHOBIEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPUWHHOI YNaKOBOK NikapCbKoro 3acoby, a
came: - BUny4YeHo iHbopmaLlito, 3a3HadeHy
POCINCBLKOKO MOBOIO; - MEPEHECEHO MibKHapOaHi
MO3HAYeHHS OAVHWLb BUMIPIOBAHHS;

- YTO4HEHO iHdopMaLiio Wodo norotuny

6e3
peuenma

UA/9393/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTPOSb SIKOCTI, 3asiBHMKA Ta TEXHIYHOT iHcbopmaLii;
BMNYCK cepii: - BHECEHO HEe3HauYHi peAakLiviHi npaBku no
ToBapucTBo 3 TEKCTY MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOT
obmexeHot yMakoBOK NikapcbKoro 3acoby.
BignoBiganbHICTO TepMiH BBEAEHHS 3MiH - NPOTSroMm 6 micsauis
"®apmaueBTUYHa nicnsa saTtBepaXeHHs
KOMnaHis
"3popos'sa”,
YkpaiHa;
BCi cTagii
BUPOBHMLTBA, OKPIM
KOHTPOIIO SIKOCTi Ta
BUMYCKY cepil:
ToBapucTBo 3
obmexeHor
BiANOBIgaNbHICTIO
"®apmaueBTUYHa
KOMnaHis
"3popos'sa”,
YKkpaina
227. | HA30- cnpen HasanbHWUiA, TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS1 3MiH JO peecTpaUiiHMX maTepianis: 6e3 UA/13145/01/01
CMPEWN BEBI po34yuH 0,25 mr/mn; BO 3 BUPOGHMLTBA, 3MinHun | Tuny - 3MiHmM Wwopo peuenma
no 15 mn y dprakoHi OBMEXEH KOHTPOIb SKOCTI, 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
3i ckna 3 knanaHoMm- (e]10] BUNYCK cepii: (iHLWi 3MiHW).
HacocoM, BIAMNOBIOA TosapucTBo 3 OHOBIEHHS TEKCTY MapKyBaHHs1 MEPBUHHOI Ta
Ha3anbHo JIbHICTIO 0obMexeHo BTOPWHHOI YNakoBOK Mikapcbkoro 3acoby, a
Hacagkoto- «KOPINOPA BiANoOBiganbHICTIO came:
posnunoBayYem Ta LA "®apmMaueBTnYHa - BUINy4eHo iHdopMaLiito, 3a3HaveHy pOCICbKO
3aXUCHUM «300POB’A KOMNaHis MOBOIO;
KOBMa4koMm; no 1 » "3popos'sa", - NepeHeceHo MKHapPOAHi MO3Ha4YeHHS OAMHULb
(hnakoHy B kopobuyj; YkpaiHa; BUMIPIOBaHHS;
no 20 mn y dprakoHi BCi cTagii - YTOYHEHO iHopMaLito WoAo noroTuny
noniMepHomy 3 BUPOGHMLTBA, OKPIM 3asiBHMKa Ta TEXHIYHOT iHbopmaLii;
KnanaHoM-Hacocom, KOHTPOSIO SKOCTi Ta - BHECEHO He3HauHi peJakuinHi npaBku no
HasarnbHo BUWMYCKy cepii: TEKCTYy MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
Hacafkoto- ToBapucTso 3 yMakoBOK NikapcbKoro 3acoby.
posnunoBayem Ta obmexeHo TepMiH BBEAEHHS 3MiH - NPOTAroM 6 micauis
3aXUCHUM BiAnoBiganbHIiCTO nicns 3aTBepaKEHHs
KOBMa4koMm; no 1 "®apmaueBTnYHa
(hnakoHy B kKopobLyi KOMnaHis
3 KapTOHY "3popos'sa”,
YkpaiHa
228. | HA30- cnpei HasanbHUi, TOBAPUCT YkpaiHa Bci cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: bes UA/12989/01/01
CMPEN 3 0,5 mr/mn; no 15 mn BO 3 BUPOOHMLTBA, 3MinHn | TMny - 3MiHKM Wwopo peuenma
EKCTPAKTO y donakoHi 3i ckna 3 OBMEXXEH KOHTPOrb SIKOCTI, 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
M AJOE KnanaHoM-HacocoMm, (e]0] BUNYCK cepii: (iHLWi 3MiHW).
HasanbHo BIOMOBIOA ToBapucTBO 3 OHOBEHHS TEKCTY MapKyBaHHSA NEPBUHHOI Ta
Hacafkoto- JIBHICTIO obmexeHot BTOPUWHHOI YNaKoBOK Nikapcbkoro 3acoby, a
posnunoBayeM Ta «KOPINOPA BiANoBiganbHICTIO came:
3aXUCHUM LA "®apmaueBTUYHa - BUINy4eHo iHGopMaLito, 3a3HaveHy pOCiiCbKO
KOBMAa4YkoMm; no 1 «300POB’A KOoMMaHis MOBOIO;
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
hnakoHy y kopobui; » "3popos'sa”, - NepeHeceHo MKHaAPOAHi MO3HaYeHHS OAMHULIb
no 20 mn y dprakoHi YkpaiHa; BMMIpIOBaHHS;
nonimMepHomy 3 BCi cTagii - YTOYHEHO iHhopMaLito Wwoao norotmny
KranaHoM-HacoCcomM, BUPOBHMLTBA, OKPIM 3asiBHMKA Ta TEXHIYHOT iHcbopmaLii;
HasanbHo KOHTPOSIO SIKOCTI Ta - BHECEHO HEe3HauHi peaakuiviHi NpaBkn B TEKCT
Hacapgkoto- BUWMYCKY cepii: MapKyBaHHs1 yakoBOK MikapcbKoro 3acoby.
posnunoBayem Ta ToBapucTBo 3 TepMiH BBEAEHHS 3MiH - NPOTSIrom 6 micauis
3aXUCHUM obmexeHot nicns 3aTBEpPAYKEHHS
KoBnaykom; rno 1 BiANOBIgANbHICTIO
hnakoHy y Kopobui "®apmaueBTUYHa
KOMNaHisi
"3popos'sa”,
Ykpaina
229. | HANME3IH® TabneTkn, BKpUTI KPKA, o.4., CnoBeHis BiAMNoOBiAaNbHUA 3a CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/8938/01/01
NNiBKOBOO HoBo mecTo BUPOGHMLTBO "in IHgia 3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT peuenma

obornoHkoto, no 275
mr no 10 TabneTok y
6nictepi; no 1 abo 2
Gnictepu B
KapTOHHiIN kopobui

bulk", nepBuHHY Ta
BTOPUHHY YMaKOBKY,
KOHTPOMb Ta BUMYCK
cepii
KPKA, a.a., Hoso
mecTo, CrioBeHisi;
BignoBiganbHUN 3a
BMPOGHMLUTBO "in
bulk", nepBuHHy Ta
BTOPUWHHY YNaKOBKY
HOHiuem
TlabopaTopiec
NimiTen, IHais;
BiAnoBiganbHWI 3a
KOHTpOrb cepil
(dpi3nyHi Ta XiMivHi
MeToAM KOHTPOMH0):
JNNabeHa g.0.0,
CnoBeHisi

BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€sponewicbkin dapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHocTi abo BUNy4YeHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYHOTbCS Yy BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponeicbkii hapmakonei) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHoro
BMPOOHMKa - NOAAHHA OHOBMEHOro cepTudikaTty
BignoBigHocTi €8p. PapMm. ana AdI Big Bxe
3aTBepakeHoro BmpobHuka DIVI'S
LABORATORIES LTD, Ingis CEP Ne R1-CEP
2007-110-Rev 03 (3aTBepmkeHo: R1-CEP 2007-
110-Rev 02. 3miHun | Tuny - 3MiHM 3 SKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat
BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXigHOro MaTtepiany/peareHTy/NpoOMiXXHOrO
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHULTBI
A®I; ona AONOMIXKHOI peqoBUHM (cepTudikaT
BignoBigHocTi EBponeichkii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKEHOro
BUPOBHMKa - NOAAHHS] OHOBMNEHOrO cepTudikaty
BignoBigHocTi €8p. PapMm. ana AdI Big Bxe
3aTBepgkeHoro BupobHuka DIVI'S
LABORATORIES LTD, Ingis CEP Ne R1-CEP
2007-110-Rev 04 (nonepeaHs Bepcisi: R1-CEP
2007-110-Rev 03. 3miHu | TUNYy - 3MiHKM 3 sIKOCTI.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MmeTogax
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1

BMMPOBYBaHHS roTOBOro Nikapcbkoro 3acoby
(iHWi 3miHM y MeToaax BunpobyBaHb
(BKrtovatoum 3amiHy abo AOMOBHEHHS)) - 3aMiHa
meToay TLWX Ha BEPX y Bunpo6yBaHHi
«lgeHTudikauis HanpokceHy HaTpito». OgHa
aHaniTMyHa MeToauka Ans BunpobyBaHHS ABOX
napameTpiB SKOCTi (KinbKiCHWIA BMIiCT Ta
ineHTudikauis) e 6inbL YyTNMBOO | NPMAATHO
ANSA XATTEBOTO LMKNY KOHTPOMIO 3a fobpe
BCTaHOBEHMM pe3yrbTaToM NpoayKuii. 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWI NiKapCbKNIA
3aci6. KoHTposb roTOBOro nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHSI rOTOBOrO
nikapcbKkoro 3acoby (iHWi 3MiHM y meToaax
BMNpoOyBaHb (BKIoYa4M 3amiHy abo
[OMOBHEHHS)) - 3amMiHa meToay Y® Ha BEPX y
BUNpoOyBaHHi «KinbKicCHUIA BMICT HAanpoKceHy
HaTpito». OgHa aHaniTU4YHa MeToanka Ans
BUNPODYyBaHHS ABOX NapameTpiB AKOCTI
(kinbKicHWI BMICT Ta igeHTudikauis) € 6inbLu
YyTNMBOIO | NPMAATHOLO ANS XUTTEBOTO LIMKINY
KOHTPOIO 3a 40Ope BCTAHOBNEHWM
pesynbTaTtoM npoaykuii. 3mMiHu | Tuny - 3MiHn 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIO SKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHSA AiNbHULI, Ha AKiA 30iACHI0ETLCS
KOHTpOnb/BUNpobyBaHHs cepii) - AoAaBaHHSA
BMPOGHMYOI AinbHULI, Ha SKill 30iNCHI0ETLCS
KOHTporb cepii N3 (diznyHi Ta ximiuHi meToan
KoHTporno) — JNlabeHa A.0.0, CnoseHis/Labena
d.o.o0., Slovenia - 3miHu | TMNY - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHKU y
BMPOBHMLTBI. 3MiHM y npoLeci BUPOGHMLTBa
roTOBOrO fikapCbKOro 3acoby, BKo4arim
NPOMiXHUIA MPOAYKT, O 3aCTOCOBYETLCSA NpU
BUPOBHMLTBI rOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHMLTBA) -
He3HauyHa 3MiHa B npoueci BupobHuuTea 13, a
caMe Ha eTani 3millyBaHHS OOA€ETbCA
anbTepHaTVBHUIA CNOCI6 3MilLyBaHHSA 3
[0AaBaHHSAM JOMOMIXHOI PEYOBUHM LEentonosu
MiKpokpucTaniyHoi. 3MiHu | Tuny - 3miHu 3
sKocTi. [oToBMIN Nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3MiHa po3Mipy cepil (Bkrtovaoum
[iana3oH po3Mipy cepii) roTOBOro fikapCbKoro
3acoby (36inbweHHa o 10 pasiB NOpiBHSAHO i3
3aTBEpPOKEHVM PO3MiIpOM) - 36iNbLUEHHS PO3Mipy
cepii 3. 3aTBepaxeHo: gianasoH cepii Big
450,000 go 1,350,000 Tabnetok
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JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)
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3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3anponoHoBaHo: Aiana3oH cepii Big 450,000 go
1,800,000 Tabnetok - 3minHu | TMny - 3miHu 3
sIKOCTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauiv Ta/abo 4ONYCTUMMX MEX rOTOBOIO
nikapcbkoro 3acoby (BUIyYeHHsI HE3HaYHOTO
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,
TaKoro sk 3anax Ta cmak, abo igeHTudikauis
GapBHWMKIB YN CMaKoBUX 40OaBOK)) — BUAANEHHS
napametpy «[uToMe onTuyHe oGepTaHHA» 3i
cneumdikauii T3 sik 3acTapinoro Ta
HeaKTyarnbHOro, OCKiNnbKku Liei TECT € TUMOBUM Ha
iaeHTMdIKaLio NiKapCbKOT PEYOBUHM.
lopeHTudikauis npoBoaMTECA ABOMa MeTogammn —
BEPX Ta 3a peakuieto npeuunitauii, TpeTin
iAeHTUIKaLiIHWIA TECT He NOTPIGEH - 3MiHM |
Tuny - 3MiHM LWoao H6e3nekn/edeKTBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu) - 3MiHKM BHECEHO
y TEKCT MapKyBaHHsI NepBMHHOI (. 6) Ta
BTOPWHHOI (. 3, 8, 14, 17) ynakoBku nMikapCbKoro
3acoby. 3miHu | Tuny - 3miHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHW Y
npoLeci BUPOGHMLITBa rOTOBOTO NiKapCbKOro
3acoby, BKMHOYA4M NPOMIDKHUIA NPOAYKT, LLO
3aCTOCOBYETLCSI NPY BUPOOHMLITBI FOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHN) — 3MiHa
nakyBanbHOro MaTepiany Hepo3dgacoBaHoro
npoaykTy. [ns 36epiraHHs TabneTok, 4o
nakyBaHHs1 BBOASITbCA NOABIVIHI NONi€TUNEHOBI
nakeTu. Takox, pefakuiiHe BUNpaBneHHs
NMOMWIIKW B Yaci BATPUMKU NpogyKTy. 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWIA NiKapCbKNIA
3acib. KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS rOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBepAKEeHVX MeTofax BUNpobyBaHHS) —
BHECEHHSs He3Ha4HuX 3MiH B metod BEPX y
BUNpPoOyBaHHi «KinbKicHUIA BMICT HanpoKceHy
HaTpilo», a came BinbLU geTanisoBaHWn onuc,
[ofaBaHHs MPUroTyBaHHS PO34MHY 3paska 3
noapibHeHnx TabneTtok. 3miHu | Tuny - 3miHn 3
sKocTi. [oToBMIA nikapcbkuii 3aci6. KoHTpornb
rOTOBOrO fikapcbKoro 3acoby (iHLi 3miHu) -
nepeknag Tekcty MKA Ha ykpaiHCbky MOBY

230.

HANFE3IH®
®OPTE

TabneTku, BKPUTI
NniBKOBOIO
ob6onoHkoto, no 550
mr; no 10 TabneTok
y 6nicTtepi, no 1 abo
2 6nictepn y
KapTOHHI kopobui

KPKA, a.4.,
HoBo mecto

CnoBeHisi

BUPOGHMUTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
naKyBaHHs,
KOHTPOMb Ta BUMYCK
cepii:

KPKA, a.4., Hoso

CnoseHisi/IH
nisi/Cepbisn

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TUNYy - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaTt BignoBigHOCTI
€Bponeiicbkinn dapmakonei/MmoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHoOCTi abo BUNy4YeHHs cepTudikata
BigNOBIAHOCTI €BponeWnchbkin dapmakonei: ans

3a
peuernmom

UA/8938/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
mecTto, CnoseHis; A®I; onsa BuxigHoro
BUPOGHMUTBO "in

bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs:
tOHivem
JTaBopaTopiec
Nimiten, IHAis;
nepBUHHE Ta
BTOPUHHE
naKyBaHHS:
XEMO®APM A L.,
Cepbis;
KOHTpOrb cepii
(cbiznyHi Ta ximivHi
MeToau KOHTPOH):
JlabeHa pg.o.0,
CnoBeHisi

BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peYOBUHM (CepTudikaT
BigMNOBIQHOCTI €Bponewnchbkin hapmakoner) -

BignosigHocti EP CEP R1-CEP 2007-110-Rev
03 (nonepepgHsi Bepcia CEP R1-CEP 2007-110-
Rev 02) gns A®| HanpokceHy HaTpito Big Bxe
3aTBepakeHoro BMpobHuka Divi's Laboratories
Limited, y 3B’s13ky 3i 3MiHOO Ha3BM palrioHy B
appeci BUpobHuka. 3miHn | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/l E-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXifHOro martepiany/peareHTy/npoOMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ona oonomixkHOT peYoBUHM (cepTudikaT
BiNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxxe 3aTBepaXeHOro
BUpOGHKKa - MogaHHs OHOBNEHOro cepTudikaty
BianosigHocTi EP CEP R1-CEP 2007-110-Rev
04 (nonepepnHs Bepcis CEP R1-CEP 2007-110-
Rev 03) ons A®| HanpokceHy HaTpito Bi Bxe
3aTBepakeHoro BMpobHuka Divi's Laboratories
Limited. 3miHwn | Tuny - 3miHn 3 sikocTi. FoTOBMN
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkrtoyaroum 3amiHy abo JONOBHEHHS)) - 3aMiHa
meTtoay TLIX Ha meTon BEPX 'y BunpobyBaHHi
«laeHTndikauis HanpokceHy HaTpito». 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNIA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa y MeToaax BUNpobyBaHHS! rOTOBOrO
nikapcbKkoro 3acoby (iHwWi 3MiHM y meTogax
BMNpoOyBaHb (BKIO4aoun 3amiHy abo
[OMOBHEHHS)) - 3amiHa meToay TLUX Ha meToa
BEPX y BunpobyBaHHi «KinbkicHuiA BMicT
HanpoKceHy HaTpito». 3MiHn | Tuny - 3MiHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTi
roToBOro nikapcbkoro 3acoby (3amiHa abo
[o[aBaHHs AiNbHULI, Ha SKIN 3AINCHIOETLCS

matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo

OHoBReHni ceptudikat Big, y>ke 3aTBEpAXEHOro
BUPOGHMKA - MNoaaHHS OHOBMNEHOro cepTudikaty

KOHTpOnb/BUnpobyBaHHs cepii) - JlogaBaHHst
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1

BMpOOHMKa, BiANOBIAANbLHOIO 3a KOHTPONb Cepii
(chiznyHi Ta ximiyHi MeToaM koHTponto) JlabeHa
0.0.0, CnoeeHis /Labena d.0.0, Slovenia. 3Minu |
TMny - 3MiHK 3 AKOCTIi. FOTOBUIA NMikapCbKMin
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBEpPAKEHUX MeToAax BUNPobyBaHHS) -
BHeceHHs He3HayHUX 3MiH 4O METOAUKN
KOHTpoOrto 3a n. «KinbKicHe BU3HaYeHHs Ta
iaeHTudiKauia HanpokceHy HaTpito». 3MiHu |
TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NikapCbKMi
3aci6. KoHTposb roToOBOro nikapcbkoro 3acoby.
3miHa y MeTogax BunpobyBaHHS roToBOro
nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBEPAKEHUX MeToAax BUNPOOyBaHHS) -
BHeceHHst He3HaYHMX 3MiH 4O METOAUKN
KOHTPOIto 3a N. «lgeHTndikauis IHgurokapmiHy».
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULUTBI. 3MiHW y
npoueci BUpobHMLTBa rOTOBOTO MikapCbKOro
3aco0y, BKNOYao4uM NPOMKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPW BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOOHMLTBA) - BHECEHHSA HE3HaYHMX 3MiH A0
p.3.2.P.3.3 Onwnc BMpobHuyoro npouecy Ta
KOHTpOro npouecy, a came — introduction of
microcrystalline cellulose as a diluent, additional
binder and compression aid. Akichnin Ta
KinbKiCHWIA cknag He 3MiHMBCA. 3MiHu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOOHMLTBI. 3MiHa po3Mipy cepii (BkMtoYaum
fianasoH po3mipy cepii) roTOBOro nikapcbkoro
3acoby (36inbweHHa Ao 10 pasiB NopiBHSHO i3
3aTBEPIKEHNUM PO3MipoM) - 36inbLUEHHS
MakcumMarnbHOro po3mipy cepii TabneTok,
BKPUTUX MIiBKOBOK 0GOMOHKOIO, HanpoKceHy no
550 mr 3 800 000 go 960 000 TabneTok.
3artBepmkeHo: The standard production batch
sizes are in the range from 240.000 to 800.000
film coated tablets manufactured by the
equivalent equipment. 3anponoHoBaHo: The
standard production batch sizes are in the range
from 240.000 to 960.000 film coated tablets
manufactured by the equivalent equipment.
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4OMyCTUMUX MEX roTOBOro
niKkapcbkoro 3acoby (BUyYeHHs1 He3Ha4YHOro
nokasHvka (Hanpuknag 3acTapinoro nokasHvka,
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Takoro sik 3anax Ta cmak, abo igeHTudikadis
6apBHWKiB YM cMakoBux [06aBoK)) - BuoaneHHs
n. «Mutome onTnyHe ob6epTaHHA» 3i
cneungikauii Ha M13. 3miHn | TMny - 3MiHK
wono 6esnekn/edhekTUBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHu) - 3MiHM BHECEHO
y TeKCT MapKyBaHHSI NepBMHHOI (. 6) Ta
BTOPUWHHOI (n. 3, 8, 12, 14, 17) ynakoBku
nikapcbkoro 3acoby. 3miHu | Tuny - 3miHn 3
sKocTi. [oTOBMI Nikapcbknii 3aci6. 3miHn y
BMPOBHMLTBI. 3MiHM y NpoLeci BUPOGHMLTBa
rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCS NMpK
BMPOBHMLTBI rOTOBOrO NikapCbKoro 3acoby (iHLwui
3MiHun) - [Ins 36epiraHHsa TabneTok, BKpUTUX
NNiBkoBOK 060NOHKOM, A0 NakyBaHHs (film
coated tablets until packaging) BBogaTbCs
MNOABINHI NonieTuneHoBsi nakeTn. Takox,
BHECEHHS! YTOYHEHHS B Yaci BUTPUMKU ANs BCiX
HaniBabpukaTis, a came — 3a3HaYeHHs «40»
(up to). 3miHu | TMNY - 3MiHK 3 sKocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3aMiHn) - OHOBREHHS
MKA gns nikapcekoro 3acoby, a came -
BUKINaOEHHS TEKCTY AepXXaBHOK MOBOIO, 3riHO
Cy4YacHux BuMor, 6e3 3mMiHM aHaniTM4HNX
MeToziB, ane 3 BUNPaBIEHHSAM AESKNX
TEXHIYHMX MOMMIIOK Ta HE3HAYHUMM KOPEKLiSIMU
onncy MeTogiB.

231.

HANPOKCEH
-300POB'A

TabneTku, BKPUTI
NniBkOBOIO
obornoHkoto, no 550
mr; no 10 TabneTok
y 6nicTtepi; no 1 abo
2 6nictepu y
Kopo6Li 3 KapTOHY

TOBAPUCT
BO 3
OBMEXEH
(e]0]
BIAMNOBIOA
JIHICTIO
«KOPIMOPA
LA
«300POB’A

»

YkpaiHa

TosapucTBo 3
oBMeXeHo
BiAnoBiganbHICTO
"®apmaueBTnYHa
KoMnaHis "3gopos's”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3minu | TUNY - 3miHun Wwopo
6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[MNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynspHo OHOBIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX JOCNioKEeHb
(PIP) (3MiHy y3rogXXeHO 3 KOMNETEHTHUM
YNOBHOBaXX€HUM OpraHoMm).
3MiHN BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIQHO 10 OHOBMEHOI iHGhopMmaLlii 3 6e3neku
[it040i pe4OBUHM (HanpoKCeHy) 3rigHo 3
pekomeHaauismm PRAC.

CynyTHs 3MiHa - 3MiHK Woao
6e3nekn/edPekTMBHOCTI Ta hbapMakoHarnsiay.

3a
peuenmom

He
nidnsieae

UA/17414/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoesu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHbL Ta yMOB
Buaadi peectpauiiHoro NocBig4YeHHs,
BKINtoyaroun [NnaH ynpaeniHHA pusukamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHU 3
KOMMETEHTHNM opraHoMm). 3asiBHUKOM HagaHoO
OHOBMEeHWN NnaH ynpaeniHHA pu3nkaMmu Bepcis
2.1. 3MiHKN BHeceHo Ao YacTuH: | «3aranbHa
iHopMmauis» V «3axoam 3 MiHimisaLii puamkie»
VI «Pestome nnaHy ynpasniHHa pusmkammn» VII
«[JopaTtkm» (oaaTok 2) y 3B’s13Ky 3 OHOBIEHHAM
iHdpopmauii 3 6e3neku Ail4oi peHoBUHM
HanpOKCeH BIAMNOBIAHO 40 aKTyanbHOI
pedepeHTHOI iHbopMmauii, Wo € pyTUHHUMYK
3axofamu 3 MiHimMisauii puawkis. Pestome Mnany
ynpasniHHA pu3nkamu Bepcis 2.1 gogaeTbea.

232.

HATPIIO
ACKOPBAT

MOPOLLOK
KpuctaniyHum abo
KpucTanu
(cybeTaHuin) y
nakeTtax
nonieTMneHoBmx
ans
c¢hapmaneBTUYHOTO
3acTocyBaHHs

AT
"KUIBCHKM
n
BITAMIHHM
7 3ABOL"

Ykpaina

HopricT
dPapmactoTikan
Ipyn Ko., NlT4.

KuTan

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
YTOUYHEHHS1 HanUCaHHA NPU3HaYeHHA
cy6cTaHuii B Hakasi MO3 Ykpaiiu Ne 1029 Big
27.06.2025 B npoueci BHeCeHHA 3MiH (3MiHu |
Tmny - 3MiHn 3 gxkocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponeickkin hapmakonei/MoHorpadii. 3miHu,
NnoB'sA3aHi 3 HEOOXIAHICTIO NMPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hbapmakonei gepxasu €C (3miHa
y cneundikauisix, nos's3aHa 3i amiHamu B J®Y,
abo €sponeicbkin hapmakonei, abo iHLWin
HauioHanbHin dapmakonei gepxasn €C). 3miHa
noB'si3aHa 3 OHOBMEHHSIM JOKYMEHTIB
BMpOGHMKa Ha cybcTaHuito HaTpito ackopbar,
Bupo6HuuTBa "Northeast Pharmaceutical Group
Co., Ltd.", KuTai, wo BignosiaaTs OHOBMNEHIN
moHorpadii EP «Sodium ascorbate: 1791» i
cTocyTbes po3ginie «Jomiwka E» (kncnorta
LwaBenesa), «3aniso», «Hikenb», «CynpoBigHi
OOMiLKM». TakoXX BHOCATLCS 3MiHM LLIOA0
«[MpusHayeHHs» cybeTaHuii B PeectpauinHomy
noceigYeHHi (3aTBepaXeHo: Ansi BUpobHULTBa
HeCcTepunbHUX MikapCbkux opm;
3anponoHoBaHo: Anst hapmMaleBTUYHOro
3aCcTOCyBaHHS1) sIK 3a3HAYEHO B 3aTBEPIXKEHUX
MKA N3). Pepakuis B Hakasi - Anst BUpobHULTBa
HecTepunbHUX Nikapcbkux dopm. BipHa
peaakuis - ona capmMaueBTUYHOrO
3acTOCyBaHHSA.

UA/13450/01/01

233.

HATPIIO
xnoeuay
PO34MH
0,9%

PO34MH ONsl iH eKuin
0,9% no 2 mn, 5 mn
abono 10 mn B
amnynax
nonimepHwux; no 10

MpuBaTHe
akuioHepHe
TOBapuCTBO

"IHdpysia"

YkpaiHa

MpuBaTtHe
akuioHepHe
TOBapWCTBO

"IHdpy3ig"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNy - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponeickkin hapmakonei/MoHorpadii.
MoaaHHa HoBOro abo OHOBMEHOrO cepTudikaTta

3a
peuenmom

UA/12049/02/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

amnyn B nayui

BignoBigHoOCTi abo BUNyYeHHs cepTudikata
BiQNOBIQHOCTI €Bponewnchbkin hapmakonei: ans
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ons
[OMOMDKHOI peqoBUHM (CepTudikaT
BignoBigHOCTI €BponeWichbkin thapmakoner) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHoro
BMpobHMKa. [MogaHHA OHOBIEHOro cepTudikaTa
BignoBigHOCTI €Bponeickkin hapmakonei R1-
CEP 2008-105-Rev 02 (3atBepaxeHo: R1-CEP
2008-105-Rev 01) gns Hitoyoi pevouHn HaTtpito
xnopug Bif 3aTBepmkeHoro BupobHmka DANSK
SALT A/S, Denmark. 3miHa Bigbynach, y 3B'a3ky
3i amiHoto BnacHuka (Name of Holder) CEP 3
Dansk Salt A/S Ha Mariager Salt Specialties A/S,
BUPOOHMYA AiNbHULSA, agpeca Ta yCi BUPOOHWYI
onepauii 3anuwarTbcs HE3MiHHUMNK. [itova
penakuis: CEP Ne R1-CEP 2008-105-Rev 01
MKA N3 CKITALA Hatpito xnopwug (Dansk Salt
A/S, OaHis) NponoHoBaHa peaakuis: CEP Ne
R1-CEP 2008-105-Rev 02 MKA 13 CKNAL
Hatpito xnopug (Dansk Salt A/S, [daHis*) *
BignosiganeHW 3a NakyBaHHS Ta BUNYCK cepii -
Mariager Salt Specialties A/S, OaHis

234.

HEBIIET®

TabneTtku no 5 wmr;
no 7 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHiIl kopobuyj;
no 14 tabnetoky
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHiIl kopobuyj;
no 10 Tabnetok y
6nictepi, no 9
GnicTtepis B
KapTOHHiIl kopobuyi

MeHapiHi
IHTepHeLLoH
an
OnepenioH
c
ITrokcembypr

JTrokcembypr

Bupo6Huk,
BignoBiganbHUN 3a
BMPOGHMLTBO «in
bulk» Ta kOHTpOnb
cepini: BEPIIH-
XEMI AT,
HimeuuuHa;
BupobHuk,
BignoBiganbHUN 3a
BUPOOHMLTBO "in
bulk" (Tinbkn
rpaHynsuisi),
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOrb cepii Ta
BUMYCK cepii:
BEPJIIH-XEMI ATl',
Himeyuunna

Himeyumna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUNY - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHO OHOBIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OL|iHKM 3BITY 3 AoChigKeHb, NPOBEeAEHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (iHwi 3MiHK). 3MiHM BHECEHO B IHCTPYKLilO
ONst MEAMYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby go posginis "B3aemogis 3 iHLWIMMK
nikapcbkumm 3acobamu Ta iHWi BUgW B3aemogin"
Ta "OcobnuBocTi 3acTocyBaHHsA" BiANOBIAHO A0
OHOBMeEHOT iHdhopMaLii woao 6esneku
3aCTOCyBaHHS fit040i pe4OBUHM 3rigHO 3
pekomMeHaauieto PRAC.

TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
nicnsa 3aTBEpAXXEHHS.

3a
peuenmom

He
nidnsieae

UA/9136/01/01

235.

HEWPOLIUTU
H®C

PO34UH oparbHUiA,
100 mr/mn no 30 mn,
abo no 100 mn, abo
no 200 Mn po3ynHy

TOB "lOpis-
dapm”

YkpaiHa

TOB "tOpis-$Papm"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MmeTofax

3a
peuernmom

UA/19253/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
y nonimepHomy BMMPOBYBaHHS roTOBOro Nikapcbkoro 3acoby
nakoHi; no 1 (iHWi 3miHM y MeToaax BunpobyBaHb
hnakoHy pasom 3 (BKnoYatoum 3amiHy abo JOMNOBHEHHS)) - 3MiHa B
opanbHUM LWNPULIOM MeToAax KOHTPOIio Ta CynyTHSA 3MiHa B
y nauui 3 KapToHy cneumdikauii 3MiHa B cneundikauii 3a
nokasHukamu "lgeHtndikauis. Lintmukonin®,
"lpeHTudpikauis. Kanito copbat”, "lgeHtudikauis.
MeTunnaparigpokcmbensoat" Ta "lgeHTudikauis.
MponinnaparigpokcnbeHsoat"”, a came onunc
KPUTEPIiB NPUAHATHOCTI NpUBEAEHO Y
BiAMOBIAHICTb A0 MoHorpadii APY «LinTukoniny
PO34MH OpanbHWUN», YNHHE BUAaHHA. CynyTHS
3MiHa - 3MiHuM 3 siKoCTi. [oTOBUIA NMikapCbKMi
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauii Ta/abo
AOMYyCTUMUX MEX roTOBOro fikapcbkoro 3acoby
(iHLWi 3MiHW). 3MiHK | TURY - 3MiHK 3 SKOCTiI.
[oToBMI Nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3MiHM ¥ npoueci BUpoGHMLTBA
rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
NPOMIKXHWIA MPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOBHMLTBI rOTOBOrO MikapCbkoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHuLTBA) -
3MiHM B Y BUPOBHMLITBI, @ came BUNpaBrieHHs!
NOMWIIKMN NPY PO3paxyHKy BEPXHBOT MeXi
TeopeTuyHoi HaBaxkn AP (LiuTukoniH HaTpito)
ONs 3aTBEPAXEHNX PO3MIpIB Cepiit.
236. | HEKCIMPO-20 | TabneTku, BKpUTI ToppeHT IHAgis ToppeHT IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/12543/01/01
060roHKot0, dapmacbioTi PapmachbtoTikanc 3miHu | TUnYy - 3miHn wopo peuyenmom
KMLLKOBOPO34MHHI MO kanc Nt Ita 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
20 mr; no 10 (iHwWi 3MiHK). OHOBMEHO TEKCT MapKyBaHHS
TabneTok y 6nictepi; NEepBUHHOI Ta BTOPUHHOI YMaKOBKMN MiKapCbKOro
no 2 6nictepu B 3acoby. BBegeHHs 3MiH NpoTsiroM 6-Tu MicsLiB
KapTOHHIN ynakoBLi; nicns 3aTBepAXEHHS.
no 7 Tabnetok y
GnicTepi; no 2
Gnictepu B
KapTOHHIl ynakoBLi
237. | HEKCIMPO-40 | TabneTku, BKpUTI ToppeHT IHAgin ToppeHT IHAis BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3a UA/12543/01/02
o60onoHKot, dapmacbioTi dapmachbioTikanc 3MmiHu | TUNY - 3miHK Wwopo peuenmom
KVLLIKOBOPO34MHHI MO kanc Jltg Iito 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy
40 wmr; no 10 (iHLWi 3MiHM). OHOBRNEHO TEKCT MapKyBaHHSI
TabneTok y 6nictepi; NepBUHHOI Ta BTOPUHHOI YNAaKOBKW MiKapCbKoro
no 2 6nictepu B 3acoby. BBeaeHHs 3MiH NpoTsromM 6-Tu micsuiB
KapTOHHIN ynakoBLi; nicns 3aTBEpAXEHHS.
no 7 TabneTtok y
6nictepi; no 2
Gnictepu B
KapTOHHIN ynakoBLi
238. | HITPO-MIK® KOHUEHTpaT ans TOB HB® YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3a UA/2622/02/01
pO34MHy Ans «MIKPOXIM akuioHepHe 3MiHu | Tvny - 3MiHm Wwono peuenmom
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[TponoBkeHHs noaarka 3

Ne
n/n

Haszea

JliKapcbK020

3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

iHdy3in, 1 mr/mn no
5 mn B amnyni; no
10 amnyn y nayui 3
KapToHY

TOBapWUCTBO
"MNekxim-Xapkis"

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHUX gaHUx
npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHeHNX AaHuX Npo cUcTemy
apmMakoHarnsagy, amiHa ynoBHoBaxeHoi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
thapmakoHarnagy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, AKLo BoHa
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXeHOi 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnag.
[itoya pepakuin: €sctpartosa IpuHa lropiBHa.
[MponoHoBaHa pepakuisi: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBa)eHOI 0Co6U 3asiBHYMKA,
BignoBiganbHoi 3a dhapmMakoHarnsg

239.

HOBOCEBEH

®

NMOPOLLIOK
nioginizoBaHun anga
NPUroTYBaHHSI
PO34MHY AN iH'eKUin
no 5 mr (250 KMO);
1 cKNsHWIA nakoH 3
niocpinizoBaHNM
MOPOLLIKOM Y
KOMMIeKTi 3 1
nonepegHLo
3anoBHEHUM
LUNPULIOM, SKUIA
MiCTUTb 5 Mn
PO34YMHHMKA
(rictuguH, Boga ons
iH’eKUiN), LUTOKOM
MOPLUHS,
nepexigH1Kom ansi
dnakoHa B
iHOuBigyanbHin
ynakoBLj y
KapTOHHIl kopobui

A/T HoBo
Hopgaick

LaHisa

BignosiganbHui 3a
BUMYCK cepin
roTOBOIO MPOAYKTY:
A/T Hoso Hopgick,
LaHis;
LinbHuus
BMPOGHMLTBA, Ha
SKi NPOBOANTLCS
KOHTponb/BrnpobyBs
aHHs cepii roToBOro
npoaykTy:

A/T Hoeo Hopagick,
LaHis; OinbHuusa
BMPOGHMLTBA, Ha
SKii NPOBOANTLCS
KOHTponb/Bnpobys
aHHs cepii roToBOro
npoaykty: A/T Hoso
Hopaick, OaHis;
LinbHunug, Ha akink
NpPOBOANTLCS
BUIOTOBIIEHHS
PO34YMHHUKA Y
nonepegHsLo
HanoBHEHOMY
wnpuui Ta noro
nepBUHHE
nakyBaHHsi: BeTtep
dapma-depTiryHr
'm6X yHa Ko. KT,
HimeuyyuHa;

Danis/
Himeyumna

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHm 3 sikocTi. ADI.
BupobHuuTteo. 3MiHM B npoueci BUpobHuuTBa
A®I (HesHayHa 3MiHa y npoueci BUpobHMLTBa
AdI)

HesHauHi 3miHM B npoueci BUpobHULITBA Aitodoi
peYvoBVHM enTakory anbda Ans BBEAEHHS
anbTepHaTMBHOI NpoLeaypy 3aMOPOXYBaHHS
a3oToM Ans npomixHoro npoaykty rFVila etany
4, K 4OMOBHEHHS A0 3aTBepaKeHoI npoLeaypu
3aMOpPOXyBaHHSA eTaHONMoM. Takox BHOCATLCA
pepakuinHi 3aMmiHu B po3ain 3.2.A.1. 3minu | Tuny
- 3MiHu 3 sikocTi. ADI. BupobHuuTBO. 3MiHU B
npoueci BUpobHmuTea AP| (He3HauHa 3miHa y
npoueci BupobHmutea A®Pl) HesHauHi 3MiHM B
npoLeci BUpOBGHMLUTBA Ait040i peHOBUHU
enTakory anbda (akTBOBaHWI) AN AOAABaHHS
anbTepHaTMBHOIO 3a4aHOro 3HayeHHs ansa Z1
noToky entouii 5 CV/h B npoueci ounLeHHs
npomixHoro npogykty rFVlla, etany 4,y
BUPOGHMYOMY NMpuMiLLeHHi ED Ha BupobHnyomy
nignpuemcTai B KanyHa6opsi, daHis. 3MiHu |
T1ny - 3MiHK 3 sikocTi. A®l. BupoGHMUTBO. 3MiHK
BunNpobyBaHb abo AONYCTUMMX MEX Y NPoLecCi
BMpOGHMLUTBa AQDI, L0 BCTAHOBIEHI Y
cneuudikauisx (iHwi 3miHM) 3amiHa meToay IDA-
TecTy (ELISA- test) Ha eTanax BupobHuuTBa C1,
C2, C3 (T-flasks, Cell factories, cultivation tanks
and main bioreactor) 3 «0,3-1,5 mr/n» Ha
«MOHITOPVHIOBUWIA aHani3» B NPoLEeCi
BMPOGHMUTBA Ans aHanidy Bmicty «rFVilay.

3a
peuenmom

UA/5178/01/04




150 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
LinbHnuys

BMPOGHMLTBA, Ha
SKi NPOBOANTHLCA
KOHTPOnb/BUNpobyB
aHHS1 PO3YMHHUKA Y
nonepegHsLo
HanoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
'm6X yHg Ko. KT,
HimeuuunHa;
LinbHnus
BMpOBHMUTBA, Ha
SIKi NPOBOANTBLCS
KOHTPOMb/BUNpobyB
aHHS1 PO34YMHHMKA Y
nonepegHbLo
HanoBHEHOMY
wnpuui: Bettep
Papma-depTiryHr
'M6X yHa Ko. KT,
Hime4vuuHa;
LinbHnus
BMPOGHMLTBA, Ha
SKi NPOBOANTLCS
KOHTponb/Bunpobys
aHHS! PO34MHHUKA Y
nonepeaHLo
HanoBHEHOMY
wnpwuui: Bettep
dapma-depTiryHr
'm6X yHg Ko. KT,
HimeuvuuHa;
LinbHnus
BUpoBHMUTBA, HA
SKii NPOBOANTLCS
BTOPUHHE
naKyBaHHsi FOTOBOIO
npoaykty: A/T Hoso
Hopaick, OaHis;
LinbHnua
BUpOBHMUTBA, HA
SIKi NPOBOANTLCS
BUPOBHMLTBO
Hepo3dacoBaHOro
npoaykTy,
iNnbTPyBaHHS,
HarnoBHEHHS Ta
niodinisauis
nopotuky: A/T HoBo

Hopgaick, daHis
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
240. | HOBOCEBEH | nopouiok A/T Hoso [anis BionosiganbHuin 3a Danis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/5178/01/05
® nioginisoBaHun ans Hopaick BUMYCK cepii HimeyvunHa 3MmiHu | TUnY - 3miHK 3 AkocTi. API. peuenmom
NPUroTyBaHHs! roTOBOrO NPOAYKTY: BupobHuuTBo. 3MiHM B npoLieci BUpobHuuTBa

PO34YMHY ANS iH'eKUin
no 2 mr (100 KMO);
1 CKNSAHMIA bnakoH 3
nioginizoBaHnm
MOPOLLKOM Y
KoMnnekTi 3 1
nonepegHLo
3aMoBHEHVUM
LUNPULOM, KU
MICTUTb 2 Mn
PO3YUHHMKA
(rictguH, Boga ons
iH’ €eKLji), LUTOKOM
MOPLUHS,
nepexigH1Kom ans
c¢nakoHa B
iHOuBiOyanbHin
ynakosLi y
KapTOHHiIN kopoOLi

A/T Hoeo Hopagaick,
Oanis; OinbHuus
BUpPOOHMUTBA, Ha
SKi NPOBOANTHLCA

KOHTPONb/BMNpobyB

aHHs1 cepii roToBOro

npoaykty: A/T HoBo
Hopaick, OaHis;
LinbHnus
BMpOBHMUTBA, Ha

SIKi NPOBOANTBLCS

KOHTPOMb/BUNpobyB

aHHSA cepii roToBoro

npoaykty: A/T Hoso
Hopaick, OaHis;
LinbHWUSA, Ha Sakin
npoBOANTLCS
BWUIOTOBIIEHHS
PO34YMHHUKA Y
nonepeaHbLo
HanoBHEHOMY
wnpuui Ta noro
nepBuHHe
nakyBaHHsi: BeTtep
dapma-depTiryHr
'm6X yHg Ko. KT,
HimeyumnHa;
LinbHnus
BUpOBHMUTBA, HA

SKi NPOBOANTLCS

KOHTponb/Bunpobys

aHHS! PO3YMHHUKA Y

nonepeaHbLo
HanoBHEHOMY
wnpuui: Bettep

Papma-depTiryHr
M6X yHa Ko. KT,

HimeuuuHa;
LinbHnua
BMPOGHMLTBA, Ha

SKii NPOBOANTLCS

KOHTpOnb/BrnpobyBs

aHHS1 PO34MHHUKA Y

nonepeaHbLo

HarnoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr

'm6X yHa Ko. KT,

A®| (He3HayHa 3MiHa y npoueci BUpobHMLTBa
Adl)

HesHauHi 3miHM B npoueci BUpobHULTBA Aitoyoi
peYoBMHM enTakory anbga Ans BBeAeHHS
anbTepHaTUBHOI NpoLieaypy 3aMOPOXYBaHHS
a30ToM Ans NpoMibkHOro npoaykty rFVila etany
4, 9K JONOBHEHHS [0 3aTBEpKeHOi npoueaypu
3aMOpPOXKYBaHHSI €TaHOMOM. TaKOoX BHOCSITbCS
penakuinHi amiHu B po3ain 3.2.A.1. 3miHun | Tuny
- 3MiHK 3 akocTi. A®l. BUpobHULTBO. 3MiHKN B
npoueci BupobHuutea AP| (He3HayHa 3miHa y
npoueci BupobHmutea A®Pl) HesHauHi 3MiHM B
npoveci BUpobHMUTBA Aito40i pe4oBUHM
enTakory anbda (aKkTMBoBaHWIN) ANs A04ABaHHS
anbTepHaTMBHOIO 3a4aHoro 3HayeHHs ans Z1
notoky entouii 5 CV/h B npoueci o4nLLeHHs
npomixHoro npoaykty rFVlla, etany 4, y
BUPOGHMYOMY NpuMilLeHHi ED Ha BUpoGHMYOMY
nignpvemcTsi B KanyHabopsi, daHis. 3miHu |
Tmny - 3MiHn 3 gxkocTi. A®I. BupobHuuTBO. 3MiHM
BuUNpobyBaHb abo AONYCTUMMX MEX Y NPOLECi
BMpOGHMLUTBa ADI, L0 BCTAHOBEHI Y
cneumdikauiax (iHwi 3miHM) 3amiHa meTtogy IPA-
Tecty (ELISA- test) Ha eTanax BupobHuuTea C1,
C2, C3 (T-flasks, Cell factories, cultivation tanks
and main bioreactor) 3 «0,3-1,5 mr/n» Ha
«MOHITOPWHIOBUI aHani3» B NpoLeci
BUPOGHMLUTBaA Ans aHanidy Bmicty «rFVilay.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

241.

HOO®EH®

Hime4vuuHa;
LinbHnus
BMpPOOHMUTBA, Ha
SKi NPOBOANTHLCA
KOHTPONb/BMNpPobyB
aHHSs1 PO34YMHHMKA Y
nonepegHsLo
HaMoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
'm6X yHg Ko. KT,
Hime4vuuHa;
LinbHnus
BUpoBHMUTBA, HA
SKi NPOBOANTHLCA
BTOPUHHE
nakyBaHHs1 rOTOBOrO
npoaykty: A/T HoBo
Hopaick, OaHis;
LinbHnus
BMpOBHMUTBA, Ha
SKi NPOBOANTHLCA
BMPOGHMLTBO
Hepo3dacoBaHoro
npoaykTy,
inbTPyBaHHSA,
HaMoBHEHHS Ta
niodpinisauis
nopotuky: A/T Hoso
Hopaick, OaHis;
LinbHnus
BUpOBHMUTBA, HA
SKi NPOBOANTLCS
BMPOGHMLUTBO
Hepo3dacoBaHOro
NPOAYKTY,
iNbTpyBaHHS,
HarnoBHEHHS Ta
niodpinisauis
nopotuky: A/T Hoso
Hopgaick, daHis

Tabnetku no 250 mr;
no 10 TabneTok y
6nictepi; no 2
Gnictepu y navui
KapTOHHIN

AT «Onda»

JatBia

AT «Onda»

JartBis

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3minu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpaLiiHoro noceig4eHHs). 3MiHa
Ha3BwW Ta agpecu 3asBHuka. 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLsl NPOBaXXEHHSsI QisNbHOCTI
BMPOOHWKa/imnopTepa roToBoro nikapcbkoro
3acoby, BKM4ao4mM ginbHUL BUNYycKy cepii abo
MicLe NpoBeAeHHS KOHTPOMO SKOCTI.

3a
peuernmom

He
nidnsieae

UA/3773/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(misnbHiCTb, 3a Ky BignoBigae

3miHa Ha3Bu Ta agpecu BUpobHmka 113, 3miHn
BHECEHO B iHCTPYKLIO ANsi MegnyHoro
3aCTOCyBaHHS fnikapcbKkoro 3acoby y po3ginu
«BupobHuk», «MicuesHaxomkeHHs BUPOGHMKa
Ta ioro agpeca Micusi TPOBapKEHHS
LiSiNbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHSs yMakoBKU MikapcbKoro 3acoby,
BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM J0 y3aranbHeHWX gaHux
npo cuctemy dapmakoHarnagy (BBe4eHHs
y3aranbHeHNX AaHux Npo cuctemy
capmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
thapMakoHarnagy; KoHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa Anst 30iMCHEHHA
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-thaina cuctemu
dapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOI 0coby 3asiBHMKa,
BiANOBiAanNbHOI 3a 34INCHEHHS
apmakoHarnsgy.
3MiHa Micue3HaxomkeHHa MacTep-canna
cucTeMu chapmakoHarnsgy (y 3B'si3ky i3
aaMiHICTpaTUBHOK 3MiHOW). 3MiHu | TNy -
AamiHicTpaTvBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLsl NPOBafXXEHHs! QisNbHOCTI
BUPOGHKKa (BKINOYak4n, 3a HeobXigHOCTI, Micue
NPOBELEHHS KOHTPOIO SKOCTi), abo BNacHuka
macTep-canina Ha A®Il, abo nocTadanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTY, L0 3aCTOCOBYHOTLCS Y BUPOOHULITBI
A®| (KO 3a3Ha4YeHO y [OCBE Ha NiKapCbKui
3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y AoCbe). 3MiHa
Ha3Bu Ta agpecu BUpobHuka API. 3miu | Tuny -
3MiHn Wwoao 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu). 3MiHWM BHeceHo B
TEKCT MapKyBaHHS NMepBUHHOI (NMYHKT 6) Ta
BTOPUWHHOI (nyHKTK 12, 13, 17) ynakoBoK
nikapcbkoro 3acoby.
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns

3aTBEPIKEHHA.

BMPOBHWK/iIMNOpTep, BKMHOYaoOYM BUMYCK CEPIl).
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
242. | HOCOJNIH®N crnpen HasanbHU AT "Ctoma" YkpaiHa AT "CTtoma" YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 UA/8171/01/01
JNoC no 30 r y 6anoHi; no 3MiHn | Tvny - 3MiHn Wwoao peuenma
1 6anoHy y nayui 3 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
KapToHY (iHWi 3MiHN).
OHOBMEHO TEKCT MapKyBaHHSA NEPBUHHOI Ta
BTOPWHHOI YNakoBKW NMikapCcbkoro 3acoby,
30Kpema BUy4YeHo iHpbopmaLito, 3a3HayveHy
POCINICbKOIO MOBOIO, Ta BUAANEeHo
POCINCLKOMOBHY BEpCito iHCTPYKLi Ans
Me[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
243. | HYBIOXUN® | tabnetku no 50 mr, TOB «TeBa YkpaiHa BUPOBHMLUTBO CLIA/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/17446/01/01
no 10 Tabnetok y YkpaiHa» Hepo3dhacoBaHoi Xopsaris 3MinHn | Tvny - 3MiHn Wwopo peuenmom
6nictepi, no 3 npoayKuii, KOHTPONb 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
6nictepu B kopobLi cepii: LlecbanoH (iHWi 3miHN) - OHOBNEHHS TEKCTY MapKyBaHHsI
TOB, CLWA; NepBUHHOI Ta BTOPUHHOI YMAKOBOK MiKapCbKOro
nepBuHHE, BTOPUHHE 3acoby. BBeeHHsi 3aMiH npoTsarom 6-Tu MicsiLiB
nakyBaHHsi Ta 403Bin nicns 3aTBepAXKEHHs!
Ha BUMNYCK cepii:
MJIBA Xpeatcka
[0.0.0., XopBariga
244. | HYBIOXXUN® Tabnetku no 150 wmr; TOB «TeBa YkpaiHa BUPOBHMLTBO CLA/ BHECEHHS 3MiH O peeCTpaLiiHMX maTepianis: 3a UA/17446/01/02
no 7 TabneTtok y YkpaiHa» Hepo3adpacoBaHoI XopsarTis 3miHu | TUNY - 3miHun Wwopo peuernmom
6nicTepi, mo 1 npoaykKuii, KOHTPOnb 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
Gnictepy y kopobuj; cepii: LiedanoH (iHLWi 3MiHW) - OHOBNEHHA TEKCTY MapKyBaHHS
no 10 TabneTok y TOB, CLUA; NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
6nictepi, no 3 nepBuHHe, BTOPUHHE 3acoby. BBegeHHs 3MiH npoTsrom 6-Tu micsuis
onictepu y kopobui nakyBaHHS Ta [03BiN nicns 3aTBepaKEHHs!
Ha BUMYCK cepii:
MNIBA Xpsatcka
0.0.0., XopBarisi
245. | HYBIOXWUN® | Tabnetku no 250 mr, | TOB «TeBa YkpaiHa BMPOGHMLUTBO CLIA/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/17446/01/03
no 7 TabneTok y YkpaiHa» Hepo3dacoBaHoi XopsarTis 3miHu | TUNY - 3miHn Wwopo peuenmom
6nicTepi, mo 1 npoaykKuii, KOHTPOnb 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
6nictepy y kopobuj; cepii: LiedbanoH (iHwWi 3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS
no 10 TabneTtoky TOB, CLA; NEepPBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKoro
6nictepi, no 3 nepBUHHE, BTOPUHHE 3acoby. BBeaeHHs 3MiH NpoTsroM 6-Tu micsuiB
Gnictepu y kopobui nakyBaHHS Ta 403BiN nicnsa 3aTBepaKEeHHs
Ha BUMNYCK cepii:
MNIBA Xpsatcka
4.0.0., XopBarTis
246. | OBECTUH® cynosutopii AcneH IpnaHpis BupobHuk ®paHuis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes UA/2281/02/01
BariHanbHi no 0,5 dapma [,030BaHoi hopmu, 3MinHn | TMny - 3MiHKM Wwopo peuenma
Mmr; no 5 TpengiHr BUPOGHWMK, 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
Cyno3nTopiiB y Nimiten BiAnoBiganbHWI 3a BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX

6nictepi; no 3
Gnictepu y
KapTOHHiIl kopobuyi

KOHTPOSb Ta BUNYCK
cepii: lOHiTEp
IHpacTpic

npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHUX AaHux Npo cUctemy
chapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBIAaNbHOI 3a 3AiNCHEHHS!
hapmakoHarnsiay; KOHTakTHoi ocobu 3
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chapmakoHarnagy 3asBHUKa Ans 30iINCHEHHA
apmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKINOYaOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
pPO3MiLLeHHi MmacTep-daina cuctemm
dapmakoHarnagy) - 3miHa KOHTaKTHOI 0cobu
3asBHUKA, BiANOBIAANbHOI 3a hapmakoHarnsg B
YkpaiHi. Jitoya pegakuis: Kyuma Bonogummp
OnekcaHapoBuy. MponoHoBaHa pegakuisi:
Bynwra Nigia OnekciiBHa. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0COBU 3asiBHWMKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi
247. | OKCUPI® cnpewn HasanbHWUK, Tosapwucteo Ykpaina MPAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nidnszae UA/20664/01/01
nososaHuii 0,05 %); 3 "XIMOAPM3ABO/[, 3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
no10 mny obmexeHo "YEPBOHA 3IPKA" HaiMeHyBaHHs1 Ta/abo agpecu micus
dnakoHax Bignosiganb NPOBaMXeHHS AisnbHOCTI BUpobHuKa/imMnopTepa
noniMepHux 3 HiCcTIO rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
po3nunoBavyemM "IHHOLEBT OinbHMUI BUNYCKy cepii abo Micue npoBegeHHs
HasanbHum, Ne 1y MKA" KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
navui BUPOGHMK/iMNOPTEP, BKIOYAOYM BUMYCK cepilt) -
3MiHa HalMeHyBaHHs BUpobHuka 13, 6e3 aMiHn
Micusi BUpOOHMULTBA. 3MiHM BHECEHO B po3ain
"Bupo6HKK" B iHCTPYKLIO ANs Megu4yHoro
3aCTOCYBaHHsI NiKapCcbKoro 3acoby Ta sik
HacrifoK - BiANOBIAHI 3MiHW y TEKCTi MapKyBaHHS
ynakoBKM fikapcbkoro 3acoby (n. 11) wono
BUpOGHVKa. BBeaeHHs 3mMiH npoTsrom 6-tu
MiCsILIiB Micnsi 3aTBEPAXKEHHS.
248. | ONIMENb eMynbCia ans BakcTep Benbris BXxigHu KoHTpOnb, Benbris BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis: 3a UA/17379/01/01
N4E iHdpy3in; no 1000 mn C.A. KOHTPOIb 3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
y TpUKamepHomy NPOMIDKHOTO nikapcbkuii 3aci6. KoHTpornb rotoBoro
nnacTuKoBOMy npoaykTy, nikapcbkoro 3acoby. 3miHa y meTofax
nakeTi B 3aXUCHIN BUPOGHMLTBO, BMNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
o6ornoHuj, wo nakyBaHHs, (iHwWi 3miHM y meTopax BunpobyBaHb
MICTUTb MOrMNMHaY KOHTPOrb SIKOCTi Ta (Bkntovaro4mn 3amiHy abo JONOBHEHHS))
KVCHIO; Mo 6 nakeTiB BUMYCK cepii: [opaaBaHHS MeToAy ONTUYHOI eMICIHOT
Y KapTOHHIl KOpobLi; Bakctep C.A. CNeKTPOMETPIi 3 iHAYKTMBHO 3B’s13aHOI0 NIa3Moro

no 1500 mny
TpUKaMepHoMy
nnacTMKoBOMY
nakeTi B 3aXUCHIN
060ornoHuj, Wwo
MICTUTb MOrNMHaY
KWUCHIO; Mo 4 naketun
Y KapTOHHIlA kopobLi;
no 2000 mny
TpUKkaMepHoMy
nnacTuKkoBOMy
nakeTi B 3aXMCHil
000MnoHLj, Wo

(ICP-OES), sik anbTepHaTUBHOrO, Ansi
BUNpobyBaHHs iaeHTudiKkaLii Ta KinbkicHoro
BM3Ha4veHHs HaTpito B [T13. 3aTBepaxeHun
MeToA NonyM’siHO-eMiCiiHa CNeKTPOMETpIs.

3minu | Trny - 3miHu 3 sikocTi. FoToBUIA

nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNPOBYBaHHS roToBOro Nikapcbkoro 3acoby

(iHwWi 3miHM y MeTopax BunpobyBaHb
(Bkntoyar4mn 3amiHy abo JONOBHEHHS))
[oaaBaHHS MeToAy ONTUYHOI eMICIHOT

CMEeKTPOMETPIi 3 iHAYKTMBHO 3B’A3aHOI0 NNa3moto

(ICP-OES), sik anbTepHaTUBHOrO, ANst
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MICTUTb MOrMNMHaY
KUCHIO; NO 4 nakeTn
Y KapTOHHilA kopobui

BUNPOOYBaHHSA ioeHTUiKaLii Ta KinbkiCHOro
BMU3Ha4eHHs kanito B [T13. 3aTtBepgxeHun metoq
nonym’siHo-eMiciiHa cnekTpomeTpis. 3miHu |
TMny - 3MiHK 3 AKOCTIi. FOTOBUIA NMikapCbKMin
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbKkoro 3acoby (iHwi 3MiHM y meTogax
BMNpobyBaHb (BkNoYatoum 3amiHy abo
[onoBHeHHs)) [logaBaHHA MeTody ONTUYHOT
eMiCilHOI cnekTpomeTpii 3 iIHAYKTUBHO 3B’13aHO0
nnasmoto (ICP-OES), sik anbTepHaTMBHOrO, ANs
BUNPOOYBaHHS ioeHTUiIKaLii Ta KinbkicHOro
BU3Ha4YeHHs MarHito B 113. 3aTBepmpkeHnin
MeTo[ —aToOMHO-abcopbuinHa cnekTpockonis.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTponb rotToBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(iHWi 3miHM y MeTofax BMNpobyBaHb
(Bkrroyaro4mn 3amiHy abo JONOBHEHHS))
[onaBaHHA MeTOAY ONTUYHOI EMICIHOT
CMNEeKTPOMETPIi 3 iHOYKTMBHO 3B’SA3aHOI0 Mi1a3Moto
(ICP-OES), sik anbTepHaTUBHOIO, ANst
BUNpobyBaHHs iaeHTudiKkauii Ta KinbkicHoro
BM3Ha4YeHHs kanbuito B [13. 3atBepmkeHni
MeTo[ —aTOMHO-abcopOuiHa cnekTpocKonis.
3miHu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbKkoro 3acoby. 3miHa y meTofax
BUNPoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkrtoyaro4mn 3amiHy abo JONOBHEHHS))
[opaBaHHsi anbTepHaTUBHOTO METOAY
iAeHTudiIKaLii Ta KinNbKiCHOrO BU3HaYEeHHSs
amiHokMcnoT 3a gonomorot YEPX ansa
npomixHoro J13, a came cymili amiHokucnot CS-
TB npw 34iCHEHHI KOHTPOSIO B NpoLeCi
BMPOGHMLTBA O BXE 3aTBEPKEHOrO METOAY
BEPX. 3miHu | Tvny - 3miHu 3 gkocTi. FoToBuUiA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkrtoyaro4mn 3amiHy abo JONOBHEHHS))
[lopaBaHHs anbTepHATUBHOTO METOAY
iAeHTuiIKaLii Ta KifbKiICHOrO BU3HaYEHHSs
aMiHOKMCIIOT 3a 4ONOMOrot0 YribTpaedeKTUBHOI
piavHHOT xpomaTorpadii (YEPX) gnsa M3
(3aTBepmxeHun Metog BEPX). 3MiHun | Tuny -
3miHun 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNoBiAHOCTI €BpONEnchbkin
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dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAeHHs Y BiANOBIAHICTE A0
MoHorpadgii oY abo €sponerncbkoi
dapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
crneunikauisx, nos'sisaHa 3i amiHamu B 1dY,
abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHin dapmakonei aepxasn €C)
MpuBeneHHs cneundikaii rnoko3n, MoHorigpat
BupobHmka CARGILL S.L.U., Spain y
BiQNOBIOHICTb A0 Aitoyoi MoHorpadii €sp.Papm.
0178.3miHu | TMNY - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€sponevicbkin dapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BignoBigHocTi abo BUNy4YeHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI pevoBUHM (cepTudikaT
BignoBigHOCTI €BponeWicbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BUpOGHWMKa MoaaHHsA oHoBREHoOro cepTudikaty
BianosigHocTi €® CEP Ne R1-CEP 1997-059-
Rev 04 anst A®I rntoko3un, MoHorigparty Big BXxe
3aTBepakeHoro BupobHuka CARGILL S.L.U.,
Spain (3aTBepaxeHo: CEP Ne R1-CEP 1997-
059-Rev 03). 3miHun | Tuny - 3miHn 3 skocTi. AdI.
KoHTponb A®Il. 3MiHa y napameTpax
cneumdikauin Ta/abo JonycTUMNX MEX,
BM3Ha4eHux y cneuudikauisx Ha AdDl, abo
BUXiOAHUA/NPOMIXXHWUI NpoAyKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea AdI
(oonoBHeHHSA cneumdikalii HOBUM NOKA3HUKOM
AKOCTi Ta BiAMOBIAHMM METOAOM BUNPOOYBaHHS)
[onoBHeHHS crieundikaLii rnokosm,
MOHOTipaTy HOBMM MOKa3HUKOM «BbakTepianbHi
€HOOTOKCMHUY 3 BiAMOBIAHUM METOAO0M
BUNpobyBaHHs. 3MiHu | TMNy - 3MiHKM 3 sKOCTI.
AQ®I. KoHTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo gonycTMMmUX Mex,
BM3HaYeHuX y cneuudikauisx Ha AdI, abo
BUXIOHWA/NPOMDKHWUIA NPOOYKT/peareHT, LWo
BVIKOPVICTOBYIOTbCS Y npoLeci BupobHuutea A®I
(BonoBHeHHs crnevumdikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiAMOBIAHVM METOAOM BUNPOOYBaHHS)
[onoBHeHHs cneumdikaLii onii coeBoi
pacpiHoBaHOi HOBUM Moka3HukoM «bakTepianbHi
€HOOTOKCHHWY 3 BiANOBIAHUM MeTOA0M
BUNpobyBaHHA. 3MiHu | TMNy - 3MiHK 3 KOCTI.
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ADI. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JonycTUMMmNX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHWA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuuTea Ad|
(OonoBHEHHS cneumadikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BigNOBI4HUM METOA0M BUNPOOYBaHHS)
[onoBHeHHSA cneumdikaLii onii onMBKOBOI
pachiHoBaHOi HOBUM Moka3HukoM «bakTepianbHi
€HOOTOKCHHMY 3 BiANOBIiAHUM MeTo40M
BunNpobyBaHHs. 3MiHu | TMny - 3MiHK 3 AKOCTI.
A®I. KoHTponb ADL. 3miHa y napameTpax
crneundikai Ta/abo gonycTUMKUX Mex,
BM3Ha4eHux y cneuudikauisx Ha AdPl, abo
BUXIQHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(monoBHeHHs creumdikaLii HOBMM NOKa3HUKOM
SIKOCTi Ta BigNOBIAHUM METOA0M BUNPOOYBaHHS)
[onoBHeHHs cneundikaLii rnokosu,
MOHOTiApaTy, HOBUM MOKa3HWKOM
«MikpobionoriyHa unctota» 3 BigNOBIGHUM
MEeTOAOM BUMNpobyBaHHsA. 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo JonycTUMNX MEX,
BMU3HaYeHux y cneuudikauisx Ha AdI, abo
BVXiOHUA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BMKOPUCTOBYOTbCS Y npoLleci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiAMOBIAHMM METOAOM BUNPOOYBaHHS)
[onoBHeHHs cneumdikaLii onii coesoi
pachiHoBaHOi HOBUM MOKa3HMKOM
«MikpobionoriyHa unctota» 3 BigNOBIgHUM
MeToAoM BUNPOBYBaHHS. 3MiHuM | Tuny - 3miHK 3
skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiaNoBIAHOCTI €EBpONENCHKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoOMiXXHOrO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI
A®I; ona AONOMIXKHOI peqoBUHM (cepTudikaT
BignoBigHocTi EBponeichkii hapmakonei) -
BunyyeHHsa ceptudikaTis (3a HasBHOCTI
MynbTUNIETHOrO cepTudikata Ha martepian)
BunyyenHs CEP Ne R1-CEP 2014-002-Rev 00
ans A®| anaHiHy BupobHuuTBa Shanghai
Ajinomoto Amino Acid Co., Ltd., China. 3miHn |
TMny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaTt BignoBigHOCTI
€Bponenckkin dhapmakonei/MoHorpadii.
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MogaHHA HoBoro abo oHoBneHoro cepTudikara
BiANoBigHOCTI abo BUnyYeHHsi cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
HoBwuin cepTudikaT Ha HecTepunbHuin AdI, skuin
OyAe BuKopuCTOBYBaTUCH NS BUpOOHULTBA
CTepuIbHOro nikapcbkoro 3acoby, AKLLo BoAa
BMKOPVCTOBYETbLCSI HA OCTaHHIX eTanax cuHTesy
Ta maTtepian He BinbHWIA Big 6akTepianbHMX
eHpoToKcuHIB MoaaHHsA HoBoro cepTudikaty
BignosigHocTi €® ana A®Il anaHiHy
BupobHmuTBa SHANGHAI AJINOMOTO AMINO
ACID CO., LTD., China CEP Ne RO-CEP 2018-
145-Rev 00.3miHu | TMNYy - 3MiHM 3 SIKOCTI.
["oTOBMI Nikapcbknii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(ans npvBefeHHn y BianosigHicTb 3 JdY abo
€BponencbKo hapmakoneeo Ta BUNy4eHHs
NOCWUMNaHHS Ha 3acTapinuii BHYTPILLHIN MeToq
BUNpobyBaHHs i ioro Homep) MprBeaeHHst
MeToauKM BUNpobyBaHHs 13 3a noka3HMKOM
«MexaHi4Hi YacTku» y BiANOBIAHICTb MOHOrpadii
€p.Papm.2.9.19 3MiHn | TUNY - 3MiHK 3 SKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiQMNOBIAHOCTI €BpONENChHKiIl
papmakonei/MmoHorpadii. 3miHW, noB'a3aHi 3
HeOoOXiAHICTIO NpMBeaEeHHS Yy BigNOBIAHICTE A0
MoHorpadii Y abo €sponencbkoi
apmakonei, abo iHLOi HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
cneundikauisx, noe'sidaHa 3i amiHamu B DY,
abo €sponeiicbkin hapmakonei, abo iHLWin
HauioHanbHin dapmakonei aepxasu €C)
MpuBeneHHs cneundikadii onii coeBoi
padhiHoBaHOI y BIiANOBIAHICTb Aito4oi MoHorpadii
€Bp.®apm.1473. 3miHu | TUNy - 3MiHM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikar
BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiDKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ons gonomMixkHoi pevoBuHK (cepTudikat
BigNoBIgHOCTI €Bponewichkin hapmakoner) -
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OHoBneHui cepTudikat Big, y>xke 3aTBepAXEHOro
BUpOGHWMKa MoaaHHs OHOBREHOrO cepTudikaTty
BignosigHocTi €O ana A®I TpuntodaHy Big BXe
3aTBepakeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 1998-137-Rev 05
(3aTBepakeHo: R1-CEP 1998-137-Rev 04). Mig
yac oHoBneHHs1 CEP Biabynocsa gogaBaHHs
BUPOBHMYOI AinbHULI 3 BUPOBHULTBA NPOMIXKHUX
npogykTie — AJINOMOTO HEALTH &
NUTRITION NORTH AMERICA, INC. Ajinomoto
Heartland Ingredients Plant. Cneuundikauisi Ta
npodinb AOMILIOK 3anmwaTbCa HE3MIHHUMK.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHocCTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkii hapmakonei) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BUpo6HMKa MogaHHA OHOBMEHOro cepTudikaty
BignosigHocTi E® ans ADI nisvHy aueTarty Bif
BXe 3aTBepaxeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 2014-063-Rev 02
(3aTBepmkeHo: CEP Ne R1-CEP 2014-063-Rev
01). OHOBNEHHs NOB’AA3aHe 3 NepernsaoM
BUNpobyBaHHs Ha ineHTudikaLjto, OHOBMEHI
MeXi AN HiHMAPWH-NO3UTUBHUX PEYOBUH
BiAMoBiAHO MoHorpadii €sp.Papm. 3miHa
MOLUTOBOrO iHAEKCY MPOMDKHOT BUPOOHMNYOT
ainbHUU. 3miHu | Tvny - 3MiHK 3 sIKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikar
BiZNOBIQHOCTI €BpONenchkii
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiDKHOTO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHMLTBI
AQDI; ans AONOMiXKHOT peyoBMHU (cepTudikaTt
BigNoBigHOCTI €Bponewicbkin hapmakoner) -
OHoBneHn cepTudikat Big, y>xe 3aTBEpAXEHOro
BUpOGHWKa MoaaHHsA oHOBREHOro cepTudikaty
BignosigHocTi €O ana AP| meTioHiHy Big BXe
3aTBepakeHoro BupobHuka EVONIK REXIM
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(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne R1- CEP 2005-190-Rev 04
(3aTBepokeHo: CEP Ne R1-CEP 2005-190-Rev
03). OHOBRNEHHS NOB’AI3aHe 3i 3MIHOK MOLUTOBOIO
iHaekcy/Homepa ByaiBni komnaii. ®akTnyHe
MicLie3HaxXOoMKeHHS He 3MiHunocs. 3MiHu | Tuny -
3MmiHu 3 akocTi. CepTudikat BignosigHocTi/l'E-
cepTudikar BiaNoBIAHOCTI EBpONENChKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ona oonomixkHOT peYoBUHM (cepTudikaT
BignoBigHoOCTI €BponeWichbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BUpo6HMKa MNogaHHA oHoBREHoro cepTudikaty
BignosigHocTi €® ana A®I rmiuunHy Big BXe
3aTBepmkeHoro BupobHuka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne CEP 2008-099-Rev 05
(3aTBepmkeHo: CEP Ne CEP 2008-099-Rev 04).
OHOBMEHHS NoB’si3aHe 3i 3MiHOK MOLUTOBOrO
iHoekcy/Homepy Oyaisni koMnaHii. PakTuyHe
MiCLIe3HaXOMKEHHS He 3MiHunocs. 3MiHu | Tuny -
3miHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MoaaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIKHOT peyYoBMHUM (cepTudikaTt
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKEHOro
BUpoGHMKa MNogaHHA OHOBEHOro cepTudikaTty
BianosigHocTi €O ana Ad®I kucnoTtu
acnapariHoOBOI Bif BXe 3aTBepAXeHOoro
Bupo6GHMKa EVONIK REXIM (NANNING)

PHARMACEUTICAL CO., LTD., China NeCEP
2004-216-Rev 04 (3aTBepaxeHo: CEP NeR1-
CEP 2004-216-Rev 03). OHOBReHHs nos’sa3aHe
3i 3MiHOIO MOLLITOBOTO iHAEeKCy/Homepy Byaisni
komMnaHii. PakTuyHe MicLe3HaXOMKEHHS He
3MiHunocs. 3miHu | Tuny - 3mMiHM 3 AKoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTI abo
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BUNYyYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomixxHoro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
ADI; ana AONOMIDKHOT peyoBMHU (CepTudikaTt
BignoBigHOCTI €BponeWicbkin thapmakoner) -
OHoBReHui cepTudikat Big, y>ke 3aTBEpAXEHOro
BUPOGHWMKa MoaaHHs OHOBEHOro cepTudikaTty
BignosigHocTi €O ana AdI kanito xnopuay Big,
BXe 3aTBepkeHoro BupobHuka K+ S Minerals
and Agriculture GmbH, Germany CEP Ne R1-
CEP 2010-380-Rev 04 (3atBepmxeHo: CEP Ne
R1-CEP 2010-380-Rev 03). 3MiHu | Tuny - 3miHn
3 akocTi. CepTudikat BianosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXifHOro martepiany/peareHTy/npoOMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ona oonomixkHOT peYoBUHM (cepTudikaT
BiNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxxe 3aTBepaXeHOro
BUpOGHWKa MoaaHHsA oHoBREHoOro cepTudikaty
BignosigHocTi €® ana ADI HaTpito aueTaty
TpurigpaTty Bif BXe 3aTBEPKEHOro BUPOOHMKa
Niacet BV, The Netherland CEP NeCEP 2018-
029-Rev 02 (3atBepmxeHo CEP Ne RO-CEP
2018-029-Rev 01).3miHu | Tuny - 3miHK 3 siKOCTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
[OOMOMDKHUX pevyoBUMH. 3MiHa y MeTogax
BUNPoBYyBaHHS1 AOMOMIXXHOI PEYOBUHU
(BUNYYEHHS MeTOAYy BUMNPOBYBaHHS!, SKLLO
anbTepHaTVBHWUIA METO[ BUNPOOYBaHHA BXe
3aTBepakeHo) BunyyeHHs in-house metony
nonym’siHoi ooToMeTpii ANs BU3HAYEHHS BMICTY
Karnito B AOMOMDKHI Pe4YOBUWHI HaTpilo onear.
HasBHWIA 3aTBEpPIKEHWI anbTePHAaTUBHUIA
MeToZ aTOMHO-eMICIlHOI cnekTpomMeTpii. 3miHu I
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNIA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3MiHU, sIKi CTOCYHTbCS BUPOBHUYOrO npoLecy y
peanbHOMy yaci abo BMMycKy 3a napameTpamu
[ONsi roTOBOro nikapcbkoro 3acody BeeaeHHs
BMNYCKY 32 NapameTpamu Ansl Tecty
«CTepunbHICTbY, KU [O3BOSNIEHUIA ANst
npenaparis, ki NiggalTbCst KiHLEBIN
cTepwunisauii B NEpBUHHOMY MaKyBaHHi.
CTepunbHiCTb NPOAYKTY NiATBEPAKYETLCSA
BHYTPILUHBOTEXHOMOrYHUM KOHTPOMEM
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249. | ONIMENDb eMynbCia ans BakcTep Benbris BXxigHui KoHTponb, Benbris BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/17380/01/01
N7E iHcpy3in no 1000 mn C.A. KOHTPOIb 3minn | Tuny - 3miHu 3 AkocTi. FoToBUIA peuenmom

y TpUKaMmepHomy NPOMIXXHOIO nikapcbkuii 3aci6. KoHTponb rotoBoro

nnacTuKoBOMy npoaykTy, nikapcbkoro 3acoby. 3miHa y meTogax

nakeTi B 3aXMCHIn BUPOGHMLTBO, BUMNPOBYBaHHS rOTOBOrO NiKapCbKOro 3acoby

060n0oHUj, Wo nakyBaHH4, (iHWi 3miHM y MeTofax BMNpobyBaHb

MICTUTb MOrMNMHaY KOHTPOrb SKOCTi Ta (Bkrtoyaro4m 3amiHy abo JONOBHEHHS))

KUCHIO; MO 6 nakeTiB BUMYCK cepii: [opnaBaHHS MeToAy ONTUYHOI eMICIHOT

Y KapTOHHI KopobLi; Bakctep C.A. CMEeKTPOMETPIi 3 iHOYKTMBHO 3B’S3aHOI0 NNa3moto

no 1500 mny
TpUKamepHoMy
nnacTMKoBOMY
nakeTi B 3aXUCHIN
000noHuj, Wwo
MiCTWUTb nNornuHay
KWUCHIO; Mo 4 nakeTun
Y KapTOHHI Kopobui;
no 2000 mny
TpUKamepHoMmy
nnacTMKOBOMY
nakeTi B 3aXUCHIN
obonoHuj, Wwo
MICTUTb NOrnnHay
KWUCHIO; Mo 4 nakeTun
Y KapTOHHIlA kopoobuUi

(ICP-OES), sik anbTepHaTUBHOrO, Ans
BMNPOoOyBaHHS iaeHTudiKaLii Ta KinbKicHOro
BM3Ha4YeHHs HaTpito B [J13. 3aTBepaxeHui
MeTOoA NosyM’siHo-eMiciiHa CNeKTPOMEeTpist.

3miHn | Tvny - 3miHu 3 AkocTi. FoToBU

nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3miHM y MeTofax BMNpobyBaHb
(BKNtoYa4M 3amiHy abo 4ONOBHEHHS))
[opgaBaHHs MeToay ONTUYHOI EMICIHOT
CMNEeKTPOMETPIi 3 iHAYKTMBHO 3B’S3aHOI0 Mi1a3Moto

(ICP-OES), sik anbTepHaTUBHOrO, Ans

BMNPoOyBaHHS iaeHTudiKaLii Ta KinbkicHOro
BM3Ha4eHHst kanito B [T13. 3atBepaxeHnii metoa
nonym’siHo-eMiciiHa cnektpomeTpisi. 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWIA NiKapCbKNIA
3aci6b. KoHTponb rotToBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPobyBaHHSI rOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHN y meToaax

BUNpobyBaHb (BKMOYakoun 3amiHy abo
nonoBHeHHs1)) [logaBaHHa MeTody ONTUYHOT

EeMICIliHOI CMEeKTPOMETPIi 3 iIHAYKTUBHO 3B’A3aHO0
nna3moto (ICP-OES), sk anbTepHaTMBHOrO, AN
BUNpobyBaHHs iaeHTudiKkauii Ta KinbkicHoro
BM3Ha4eHHs marHito B [113. 3atBepaxeHnin
MeTo[ —aTOMHO-abcopOuiHa cnekTpocKonis.
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHS roToBOro Nikapcbkoro 3acoby
(iHwWi 3miHM y MeTopax BunpobyBaHb
(BKrtoyaro4mn 3amiHy abo JONOBHEHHS))
[oaaBaHHS MeToAy ONTUYHOI eMICIHOT
CNeKTPOMETPIi 3 iHAYKTMBHO 3B’s13aHOI0 NIa3Moro

(ICP-OES), six anbTepHaTMBHOro, Ans
BUNpobyBaHHs iaeHTudiKkaLii Ta KinbkicHoro
BM3Ha4YeHHS kanbLito B 13, 3aTBepmkeHni

MeTo[ —aToOMHO-abcopbLiiHa cnekTpockonis.
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
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BMNPoOyBaHHS rOTOBOrO Nikapcbkoro 3acoby
(iHWi 3miHM y MeToaax BunpobyBaHb
(BKINtOYa4M 3amiHy abo JONOBHEHHS))
[opaBaHHst anbTepHaTUBHOTO METOAY
iAeHTudiIKaLii Ta KiNbKiICHOrO BU3HAYEHHSs!
amiHokmcnoT 3a gonomoroto YEPX ona
npomixHoro J13, a came cymiwi amiHokmcnoT CS-
TB npw 3[iNCHEHHI KOHTPOIIO B NPOLIECI
BMPOGHMLTBA 40 BXE 3aTBEPKEHOr0 METOAY
BEPX. 3minHun | Tuny - 3miHm 3 sikocTi. FoToBUi
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb
(BKNtoYa4M 3amiHy abo JONOBHEHHS))
[opaBaHHsi anbTepHaTUBHOTO MEeToAY
iAeHTMIKaLii Ta KiNbKiICHOrO BU3HAYEHHS!
aMiHOKMCIOT 3a 4OMOMOroK ynbTpaedeKTUBHOI
piguHHOT xpomaTorpadii (YEPX) ans M3
(saTBepmxeHun metoa BEPX).
3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignNoBigHicTb o MoHorpadii APY abo
€Bponewcbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (3miHa
y cneundikauisix, nos's3aHa 3i amiHamu B J®Y,
abo €Bponencobkin hapmakonei, abo iHLwin
HauioHanbHin apmakonei aepxasu €C)
MpuBeaeHHs cneundikadii rmoko3n, MoHoriapat
Bupo6Huka CARGILL S.L.U, Spainy
BiANoBIgHICTb 40 Aitovoi MoHorpadii €sp.Papm.
0178. 3MmiHu | TUnNy - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponewckkin dhapmakonei/MoHorpadii.
MonaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignNoBIgHOCTI €BponeWichkin hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOTO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXXHOT peqyoBuHU (cepTudikat
BigNoBIgHOCTI €Bponewichbkin hapmakoner) -
OHoBReHn cepTudikat Big, y>xe 3aTBEpAXEHOro
BUpOGHMKa - MogaHHs oHOBMNEHOro cepTudikaty
BianosigHocTi € Ne R1-CEP 1997-059-Rev 04
onsa A®I| rmokosu, MoHorigpaTy Bif BXe
3aTBepakeHoro BupobHuka CARGILL S.L.U.,
Spain. (3atBepaxeHo: CEP Ne R1-CEP 1997-
059-Rev 03). 3minun | TMny - 3miHn 3 sikocTi. API.
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo JonycTUMMmNX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHWA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuuTea Ad|
(OonoBHEHHS cneumadikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BigNOBI4HUM METOA0M BUNPOOYBaHHS)
[onoBHeHHS crneundikaLii rmiokosm,
MOHorigpaTy, HOBUM NoKa3HWKOM «BbakTepianbHi
€HOOTOKCHHMY 3 BiANOBIiAHUM MeTo40M
BunNpobyBaHHs. 3MiHu | TMny - 3MiHK 3 AKOCTI.
A®I. KoHTponb ADL. 3miHa y napameTpax
crneundikai Ta/abo gonycTUMKUX Mex,
BM3Ha4eHux y cneuudikauisx Ha AdPl, abo
BUXIQHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(monoBHeHHs creumdikaLii HOBMM NOKa3HUKOM
SIKOCTi Ta BigNOBIAHUM METOA0M BUNPOOYBaHHS)
[onoBHeHHs cneundikauii onii coesoi
pacbiHoBaHOi HOBUM Moka3HukoM «bakTepianbHi
€HOOTOKCHHMY 3 BiANOBIAHUM MeToA0M
BUNpobyBaHHsA. 3MiHu | TUny - 3MiHK 3 sIKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo JonycTUMNX MEX,
BMU3HaYeHux y cneuudikauisx Ha AdI, abo
BVXiOHUA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BMKOPUCTOBYOTbCS Y npoLleci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiAMOBIAHMM METOAOM BUNPOOYBaHHS)
[lonoBHeHHs cneumaikaLii onii onMBKOBOT
pacpiHoBaHOi HOBUM Moka3HukoM «bakTepianbHi
€HAOTOKCUHMY» 3 BiANOBIAHMM METO40M
BUNpobyBaHHs. 3MiHu | TUNy - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikauiv Ta/abo JonycTUMUX MeX,
BM3Ha4eHux y cneuudikauisx Ha AdDl, abo
BUXiOAHUA/NPOMIXXHWUI NpOAYyKT/peareHT, LWo
BVIKOPVICTOBYIOTbCS Y npoLeci BupobHuutea A®I
(OonoBHeHHSA cneumdikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BiANOBIAHMM METOAOM BUNPOBYBaHHS)
[lonoBHEHHS crneundikaLii rnokosu,
MOHOTiZpaTy, HOBUM MOKa3HUKOM
«MikpobionoriyHa unctota» 3 BiANOBIAHUM
MeToAOoM BUNMPOGYBaHHA. 3MiHuW | Tuny - 3miHK 3
skocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo onycTUMUX MEX,
BM3Ha4eHux y cneuudikauisx Ha APl abo
BUXIOHWA/NPOMDKHWUIA NPOAYKT/peareHT, Wo
BMKOPUCTOBYOTLCS Y npoLeci BupobHuutea AdI
(OonoBHEHHS cneumdikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta Bi4NOBIGHUM METOA0M BUNPOOYBaHHSA)
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[onoBHeHHs cneumdikaLii onii coeBoi
pachiHOBaHOi HOBUM MOKa3HMKOM
«MikpobionoriyHa unctota» 3 BignNOBIGHUM
MEeTOAOM BUNpobyBaHHsA. 3MiHu | Tuny - 3MiHK 3
skocTi. CepTudikaT BignosigHocTi/l E-
cepTudikaT BianoBiaHOCTI €BpONEnChbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOroO cepTudikata BignosigHocTi abo
BUNYyYEHHS cepTudikaTa BignoBIigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BVXifHOro martepiany/peareHTy/npOMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona gonomixkHOT pedoBUHM (cepTudikaT
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
BunyueHHs ceptucdikatis (3a HasiBHOCTI
MynbTUNIETHOro cepTudikata Ha maTtepian)
BunyyenHs CEP Ne R1-CEP 2014-002-Rev 00
ons A®l anaHiHy Bupo6HuLTBa Shanghai
Ajinomoto Amino Acid Co., Ltd., China. 3Mminu |
Tmny - 3MiHn 3 gKkocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHocCTi abo BUny4eHHs cepTudikata
BignoBigHoCTi €Bponenchki hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponeichkii hapmakonei) -
HoBwuih cepTudikaT Ha HecTepunbHun AdI, akuin
OyAe BMKopMCTOBYBaTMCH AN BUPOOHULTBA
CTepuIbHOro nikapcbkoro 3acoby, siKLLo Boda
BMKOPVCTOBYETbLCSI HA OCTaHHIX eTanax cuHTesy
Ta mMaTepian He BinbHUI Bif 6akTepianbHNX
€HIOTOKCUWHIB - [MogaHHsa HoBoro ceptudikaTy
BignoBsigHocTi €O ans A®I ananiHy
BupobHuuTBa SHANGHAI AJINOMOTO AMINO
ACID CO., LTD., China CEP Ne RO-CEP 2018-
145-Rev 00. 3MiHu | TUNY - 3MiHK 3 siKOCTi.
["oToBMI Nikapcbkuii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNpPoBYBaHHS FOTOBOrO NikapCbKoro 3acoby
(ons npyBefeHHN y BianosigHicTb 3 AdY abo
€BponencbKko hapmakoneeo Ta BUNy4YeHHs
NOCWMNaHHSA Ha 3acTapinuii BHYTPILLHIA MeToq
BUNpoOyBaHHs i ioro Homep) MNprBeaeHHs
MeTOoAMKM BUNpobyBaHHs 13 3a noka3HMKOM
«MexaHiyHi YacTku» y BiANOBIAHICTb MOHOrpadii
€Bp.®apm.2.9.19. 3miHu | TUNy - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/E-cepTudikaT
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BiZNOBIgHOCTI €Bponenchkin
chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUNYyYEHHS cepTudikaTa BigNoBIigHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
ADI; ana AONOMIDKHOT peyYoBMHM (CepTudikaTt
BignoBigHOCTI €BponeWichbkin thapmakoner) -
OHoBReHni ceptudikat Big, y>ke 3aTBEpAXEHOro
BUpPOOHMKa - NoaaHHs OHOBMNEHOro cepTudikaty
BignosigHocTi €O ana API TpuntodaHy Big BXe
3aTBepakeHoro BMpobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 1998-137-Rev 05.
(3aTBepakeHo: R1-CEP 1998-137-Rev 04). Mig
yac oHosrieHHsi CEP Bigbynocst fgogaBaHHs
BUPOBHMYOT OiNbHULI 3 BUPOOHMLTBA NPOMIKHUX
npoaykTtisa — AJINOMOTO HEALTH &
NUTRITION NORTH AMERICA, INC. Ajinomoto
Heartland Ingredients Plant. Cneundikauisi Ta
npodinb AOMILIOK 3anmwaTbCa HE3MIHHUMK.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponevicbkin dapmakonei/MmoHorpadii.
MogaHHA HoBoro abo oHoBMneHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocCTi €Bponenchkii hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOGHMUTBI APl; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkii hapmakonei) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BUpPOOHMKa - MNoaaHHs OHOBMNEHOro cepTudikaty
BignosigHocTi €® ana A®I nisuHy aueTaTy Bif
BXE 3aTBepaxeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 2014-063-Rev 02
(3aTBepmkeHo: CEP Ne R1-CEP 2014-063-Rev
01). OHOBNEHHSA NoB’si3aHe 3 Nepernsaom
BUNPoOyBaHHSA Ha ineHTudiKaLjto, OHOBMEHI
MeXi ANS HiHMAPWH-NO3UTUBHUX PEYOBUWH
BiAMoBiAHO MoHorpadii €sp.Papm. 3miHa
MOLUTOBOrO iHAEKCY MPOMDKHOT BUPOOHMYOT
ainbHUL. 3miHu | Tvny - 3MiHKM 3 siKoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikar
BiZNOBIQHOCTI €BpONenchKin
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJEHOro cepTudikaTta BianoBigHOCTIi abo
BUITYYEHHS1 cepTudikaTa BignoBigHOCTI




168

[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

€Bponecbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOIO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ons gonomMixkHoi pevoBuHK (cepTudikat
BigMNOBIQHOCTI €Bponewnchbkin hapmakoner) -
OHoBReHni ceptudikat Big, y>ke 3aTBEpAXEHOro
BUPOGHMKA - MNoaaHHS OHOBMNEHOro cepTudikaty
BignosigHocTi €E® ana AP| meTioHiHy Big Bxe
3aTBepakeHoro BMpobHuka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne R1- CEP 2005-190-Rev 04
(3aTBepokeHo: CEP Ne R1-CEP 2005-190-Rev
03). OHOBREHHS NOB’AI3aHe 3i 3MIHOK MOLUTOBOMO
iHgekcy/Homepa byaisni komnaHii. PakTnyHe
MicLie3HaxXomMKeHHS He 3MiHunocs. 3MiHu | Tuny -
3MiHu 3 skocTi. CepTuddikat BignosiaHocTi/l'E-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHMLTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BignoBigHocTi €Bponeichkii hapmakonei) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHOro
BUpOGHKKa - MogaHHs oHOBNEHOro cepTudikaty
BignoBigHocTi €O ansa AdI rniumHy Big BXe
3aTBepmkeHoro BupobHuka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne CEP 2008-099-Rev 05
(3aTBepmkeHo: CEP Ne CEP 2008-099-Rev 04).
OHOBMEHHS NoB’si3aHe 3i 3MiHOK MOLUTOBOrO
iHoekcy/Homepy Oyaisni koMnaHii. PakTuyHe
MiCLIe3HaXOMKEHHS He 3MiHunocs. 3MiHu | Tuny -
3miHu 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiaNoBIAHOCTI EBPONENChKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikarta BignoBigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiDKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona AONOMIXKHOI peqoBUHM (cepTudikaT
BignoBigHOCTI €Bponewicbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKEHOro
BUPOGHMKa - MNoaaHHs OHOBMNEHOTo cepTudikaty
BianosigHocTi €O ana Ad®I kucnoTtn
acnapariHoOBOI Bif BXe 3aTBepAXeHOoro
Bunpo6Hmka EVONIK REXIM (NANNING)
PHARMACEUTICAL CO,, LTD., China Ne CEP
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2004-216-Rev 04 (3atBepmxeHo: CEP NeR1-
CEP 2004-216-Rev 03). OHOBReHHs nos’sa3aHe
3i 3MiHOIO NOLUTOBOrO iHAEeKCy/HoMepy Byaisni
KOoMnMaHii. ®akTu4He MicLie3HaXOMKEHHS He
3MiHnnocs. 3miHu | Tuny - 3MiHM 3 AKOCTI.
CepTudpikat BignosigHocTi/E-cepTudikaT
BiZNOBIgHOCTI €Bponenchkin
chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUNYyYEHHN cepTudikaTa BignoBIgHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIDKHOT peyYoBMHM (CepTudikaTt
BignoBigHOCTI €BponeWichbkin hapmakoner) -
OHoBReHui cepTudikaT Bif y>xe 3aTBepAXEeHOro
BUpPOGHMKa - NoaaHHs OHOBMNEHOro cepTudikaty
BignosigHocTi €O ana AdI kanito xnopuay Big,
BXe 3aTBepkeHoro BupobHuka K+ S Minerals
and Agriculture GmbH, Germany CEP Ne R1-
CEP 2010-380-Rev 04 (3atBepmxeHo: CEP Ne
R1-CEP 2010-380-Rev 03). 3MiHu | Tuny - 3miHn
3 akocTi. CepTudikat BianosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BVXifHOro Martepiany/peareHTy/npoOMipKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKeHOro
BMPOGHMKa -

MoaaHHa oHoBMNeHoro cepTudikaTty
BignosigHocTi €® ana ADI HaTpito aueTaty
TpUrigpaTty Bif BXe 3aTBEPKEHOro BUPOBHMKa
Niacet BV, The Netherland CEP Ne CEP 2018-
029-Rev 02 (3atBepmkeHo CEP Ne RO-CEP
2018-029-Rev 01). 3minu | Tuny - 3miHK 3 sIKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONenchkii
papmakonei/MoHorpadii. 3MiHK, NoB'A3aHi 3
HeOoOXiAHICTIO NpMBEAEHHS Y BigNoOBIAHICTL A0
MoHorpadgii JdY abo €sponerncbkoi
hapmakonei, abo iHLoi HaLioHanbHOT
capmakonei gepxasu €C (3miHa y
crneundikauisx, nos'sisaHa 3i amiHamu B 1QY,
abo €sponeiicbkinn hapmakonei, abo iHLWin
HauioHanbHin hapmakonei gepxxasu €C)

MpuBegeHHs cneundikaii onii coesoi
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padhiHoBaHOI y BiANOBIAHICTb Aito4oi MoHorpadii
€Bp.®apm.1473. 3miHu | TUNy - 3MiHM 3 SKOCTI.
[oToBMI nikapcbkuii 3acib. KoHTponb
[OOMOMDKHMX peqyoBuH. 3MiHa y meTodax
BMNPOOYBaHHS JOMOMIXKHOT PEYOBUHM
(BUNYYEHHS MeTOoAYy BUMPOOYBaHHS, SKLLO
anbTepHaTUBHWUIA METOZ BUNPOOYBaHHSA BXe
3aTBepakeHo) BunyyeHHs in-house metogy
nonym’siHoi ooToMeTpii 4na BU3HAYEHHS BMICTY
Kanito B JONOMKHIN pevoBMHI HaTpito onear.
HasiBHuI 3aTBEpAXKEHNI anbTepHaTUBHUIA
MeTOZ aTOMHO-eMicCiliHOi cnekTpomeTpii. 3MiHu |l
TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NikapCbKMi
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3MiHu, sKi CTOCYHTbCS BUPOOHUYOro npoLecy y
peanbHOMy Yaci abo BUNycKky 3a napameTpamu
ONs rOTOBOro nikapcbKoro 3acoby -
BBeneHHs Bunycky 3a napameTpamu Ans Tecty
«CTepunbHICTb», SKUIA [O3BONEHUIA Ans
npenaparis, ki NiggalTbCs KiHLEBIN
cTepunisadii B NepBUHHOMY NaKyBaHHi.
CTepunbHiCTb NPOAYKTY NiATBEPAKYETHCA
BHYTPILUHBOTEXHOMOIYHUM KOHTPOSEM.

250.

ONIMENb
NOE

eMynbCia ans
iHdysin; no 1000 mn
y TPUKamepHoMy
nnacTuKoBOMy
nakeTi B 3aXUCHIN
00onoHuj, wo
MiCTWUTb NornuHay
KUCHIO; MO 6 nakeTiB
Y KapTOHHI KopobLi;
no 1500 mny
TpUKaMepHoMy
nnacTMKOBOMY
nakeTi B 3aXUCHIN
060ornoHuj, Wwo
MiCTWUTb NornuHaY
KWUCHIO; Mo 4 naketun
Y KapTOHHIlA kopobLi;
no 2000 mny
TpUKaMepHoMy
nnacTyKoBOMy
nakeTi B 3aXUCHIN
060ornoHuj, Wwo
MiCTWUTb NornuHay
KWUCHIO; MO 4 naketn
Y KapTOHHIlA kopobui

BakcTep
C.A.

Benbris

BxigHu KoHTpoOnb,
KOHTpPO~b
NPOMIDKHOTO
npoaykTy,
BUPOGHMLTBO,
naKyBaHHs,
KOHTPOIb SIKOCTi Ta
BUMYCK cepii:
Bakctep C.A.

Benbrisa

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3miHu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BUNPOBYBaHHS roToBOro Nikapcbkoro 3acoby
(iHwWi 3miHM y meTopax BunpobyBaHb
(Bkntoyaro4m 3amiHy abo JONOBHEHHS))
[oaaBaHHA MeToay ONTUYHOI eMiCIHOT
CNEeKTPOMETPIi 3 iHAYKTMBHO 3B’13aHOI0 NIa3Moro
(ICP-OES), sixk anbTepHaTMBHOrO, Ansi
BUNpobyBaHHs iaeHTudiKaLii Ta KinbkicHoro
BM3HaYeHHs HaTpito B [T13. 3aTBepaxeHun
MeTOoA NonyM’siHO-eMiCiiHa CNeKTPOMETpIs.
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS roToBOro Nikapcbkoro 3acoby
(iHwWi 3miHM y MeTopax BunpobyBaHb
(Bkntoyar4m 3amiHy abo JONOBHEHHS))
[oaaBaHHSA MeToAy ONTUYHOI eMiCIHOT
CNeKTPOMETPIi 3 iHAYKTMBHO 3B’s13aHOI0 NIa3Moro
(ICP-OES), sixk anbTepHaTUBHOrO, Ansi
BUNpobyBaHHs iaeHTudiKkaLii Ta KinbkicHoro
BM3Ha4eHHs kanito B [113. 3atBepaxeHun metoq
nonym’siHo-eMiciiHa cnektpomeTpisi. 3MiHu |
TMny - 3MiHK 3 siKOCTi. [0TOBMIA NiKapCbKUiA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS1 rOTOBOIO

3a
peuenmom

UA/17381/01/01
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nikapcbKkoro 3acoby (iHwWi 3MiHM y meTogax
BMNpobyBaHb (BkMNoYatoum 3amiHy abo
[OMOBHEHHS)) fogaBaHHA MeTody ONTUYHOI
eMiCilHOI cnekTpomeTpii 3 iIHAYKTUBHO 3B’3aHOK0
nnasmoto (ICP-OES), sk anbTepHaTMBHOrO, AN
BUNPOOYBaHHS ioeHTUiKaLii Ta KinbkicCHOro
BU3Ha4YeHHs marHito B 113. 3aTBepmpkeHnn
mMeToa —aToMHO-abcopbuiiHa cnekTpomeTpist.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(iHWi 3miHM y MeTofax BMnNpobyBaHb
(Bkrtoyaro4mn 3amiHy abo JONOBHEHHS))
[0oOaBaHHA MeToay ONTUYHOI eMiCINHOT
CMEeKTPOMETPIi 3 iHOYKTMBHO 3B’SA3aHOI0 Mi1a3Moto
(ICP-OES), sik anbTepHaTUBHOIO, ANst
BUNPOOYBaHHS ioeHTUdiIKaLii Ta KinbkicCHOro
BM3Ha4YeHHs kanbLito B 13, 3aTBEepmkeHni
MeTof —aTOMHO-abcopbuinHa cnekTpomeTpis.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkrroyaro4mn 3amiHy abo JONOBHEHHS))
[ofaBaHHs anbTepHATUBHOMO MeToay
iAeHTudiIKaLii Ta KinNbKiCHOrO BU3HaYEeHHSs
amiHokMcnoT 3a gonomorot YEPX ansa
npomixHoro J13, a came cymiwi amiHokucnot CS-
TB npw 34iNCHEHHI KOHTPOSIO B NpoLECi
BMPOGHMLTBA 4O BXE 3aTBEPKEHOrO METOAY
BEPX. 3minu | Tvny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHKM y MeTogax BunpobyBaHb
(BKrtoyaro4mn 3amiHy abo JONOBHEHHS))
[04aBaHHA anbTepHaTUBHOIO METOAY
iAeHTuiIKaLii Ta KiNbKiICHOrO BU3HAYEHHSsI
aMiHOKMCIIOT 3a 4ONOMOrot0 YribTpaedeKTUBHOI
piavHHOi xpomaTorpadii (YEPX) ansa M3
(3aTBepmxeHuii meTon BEPX).
3miHu | TUNy - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkint apmakonei/MmoHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHICTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (3miHa

y cneundikauisix, nos's3aHa 3i amiHamu B JPY,
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abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHin apmakonei aepxasn €C)
npvBeAeHHs cneuudikadii rnoko3n, MoHorigpat
BupobHmka CARGILL S.L.U., Spain y
BigNOBIgHICTb A0 Aitodoi MoHorpadii €sp.Papm.
0178. 3Mminm | TunNy - 3miHK 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€sponewicbkin apmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BignoBigHOCTI abo BUNyYeHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTBCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BignoBigHoOCTI €BponeWichbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikaTty
BianosigHocTi € Ne R1-CEP 1997-059-Rev 04
ansa A®I| rmoko3u, MoHorigpaTy Bif BXe
3aTBepaxeHoro BupobHuka CARGILL S.L.U.,
Spain. (3aTBepaxeHo: CEP Ne R1-CEP 1997-
059-Rev 03). 3miHun | Tuny - 3miHn 3 skocTi. AdI.
KoHTponb A®Il. 3MiHa y napameTpax
cneuudikauin Ta/abo JonycTUMmNX MEX,
BM3Ha4eHuX y cneuudikauisx Ha Adl, abo
BUXiOAHUA/MPOMIXXHWI NpOJYKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y npoLueci BupobHuutea AdI
(OonoBHeHHSA cneumdikalii HOBUM NOKA3HUKOM
AIKOCTi Ta BigNOBIAHMM METOAOM BUNPOOYyBaHHS)
[OMOBHEHHS crneundikaLii rnokosu,
MOHoOrigpaTy, HOBUM MOKa3HWUKOM «BbakTepianbHi
€HOOTOKCHHWY 3 BiANOBIAHUM MeToA0M
BUNpobyBaHHs. 3MiHu | TMNy - 3MiHK 3 AKOCTI.
A®I. KoHTpornb AdI. 3miHa y napameTpax
crneundikaLiv Ta/abo gonycTMMmUX Mex,
BMU3HaYeHuX y cneuudikauisix Ha Adl, abo
BUXIOHWA/NPOMDKHWUIA NPOOYKT/peareHT, LWo
BVIKOPVICTOBYIOTbCS Y npoLeci BupobHuutea A®I
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiMOBIAHMM METOAOM BUNPOOYBaHHS)
[OMOBHEHHS cneumdikauii onii coeBoi
pacpiHoBaHOi HOBUM Moka3HukoM «bakTepianbHi
€HOOTOKCMHUY 3 BiAMOBIAHUM METOAO0M
BUnNpobyBaHHs. 3MiHu | TMny - 3MiHKM 3 AKOCTI.
A®I. KoHTponb ADI. 3miHa y napameTpax
crneundikaui Ta/abo gonycTMMmMX Mex,
BM3Ha4eHux y cneuudikauisx Ha APl abo
BUXiAHUA/NPOMIXXHWI NpoAyKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(oonoBHEHHS cneumndikalii HOBUM NOKA3HUKOM
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SIKOCTi Ta BigNOBI4HUM METOA0M BUNPOOYBaHHS)
[ONOBHEHHS cneundikaLii onii 0nMBKOBOI
pachiHoBaHOi HOBUM Moka3HuKoM «bakTepianbHi
€HOOTOKCHHMY 3 BiANOBIAHUM MeTo40M
BMNpobyBaHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
ADI. KoHTponb A®I. 3miHa y napameTpax
crneungikai Ta/abo gonycTMMmMx Mex,
BM3Ha4yeHux y crneundikauisx Ha Adl, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(monoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIZHUM METOA0M BUNPOOYBaHHS)
[OMNOBHEHHS cneuudikauii rnokosu,
MOHOriApaTy, HOBUM MOKa3HWMKOM
«MikpobionoriyHa unctota» 3 BigNOBIAHUM
MEeTOAOM BUMNpobyBaHHsA. 3MiHK | Tuny - 3MiHK 3
akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo gonycTMMmUX Mex,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BVXiOHUA/MPOMIXKHWI NPOAYKT/pearexT, Lo
BUKOPUCTOBYHOTLCS Y Npoueci BupobHuutea AdI
(OonoBHEHHS cneumadikaLii HOBUM NOKA3HUKOM
AKOCTi Ta BiAMOBIAHMM METOAOM BUNPOOYyBaHHS)
[OMOBHEHHS cneuunaikauii onii coesoi
pachiHoOBaHOi HOBUM MOKa3HMKOM
«MikpobionoriyHa unctota» 3 BignNOBIgHUM
MeToAoM BUNPOBYBaHHS. 3MiHuM | Tuny - 3miHK 3
skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikar BiANOBIAHOCTI €EBpONENChKIN
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUIyYEHHS cepTudikarta BianoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BMXifHOro MaTtepiany/peareHTy/npoMiXXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIKHOT peyYoBMHUM (CepTudikaTt
BignoBigHocTi EBponeicbkii hapmakonei) -
BunyyeHHsa ceptudikaTis (3a HasBHOCTI
MynbTUNIETHOrO cepTudikata Ha martepian)
Buny4eHHss CEP Ne R1-CEP 2014-002-Rev 00
ans A®| anaHiHy BupobHuuTBa Shanghai
Ajinomoto Amino Acid Co., Ltd., China.
AnbTepHaTUBHWI BUPOBHMK anaHiHy
AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA zanuwaetbcs.
3MmiHu | TUNy - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponenckkin hapmakonei/MoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHoOCTi abo BUNy4YeHHs cepTudikata
BigNOBIgHOCTI €BponeWchkin dhapmakonei: ans
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A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peYOBUHM (CepTudikaT
BigMNOBIQHOCTI €Bponewnchbkin hapmakoner) -
HoBwuih cepTudikaT Ha HecTepunbHuin AdI, skuin
OyAe BuKopuCTOBYBaTUCH ANs BUpOOHULTBA
CTepunbHOro nikapcbKoro 3acoby, siKLLo BoAa
BMKOPVICTOBYETbLCSI HA OCTaHHIX eTanax cuHTesy
Ta maTtepian He BinbHWI Big 6akTepianbHMX
€HOOTOKCVHIB - NOAaHHSA HOBOrO cepTudikaTy
BignosigHocTi €® ana A®Il anaHiHy
BUpobHMLTBa Shanghai Ajinomoto Amino Acid
Co., Ltd., China CEP R0-CEP 2018-145-Rev 00.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTponb rotToBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHS rOTOBOrO NikapCbKoro 3acoby
(ans npvBedeHHn y BianosigHicTb 3 JdY abo
€BponencbKo hapmakoneeo Ta BUNy4eHHs
NOCUNaHHA Ha 3acTapinuin BHYTPILLHIN MeToa
BUNPOOYBaHHS i Koro HOMep) NpVBeAEHHS
MeToAMKM BUNpobyBaHHs 13 3a noka3HMKOM
«MexaHiy4Hi YacTku» y BiANOBIAHICTb MOHOrpadii
€p.Papm.2.9.19. 3miHu | TUNy - 3MiHM 3 sIKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BigMNOBIAHOCTI €EBpONENChHKIl
hpapmakonei/MoHorpadii. 3miHW, noB'aA3aHi 3
HeOoOXiAHICTIO NpMBeAEeHHS Yy BigNOBIAHICTE A0
MoHorpadii Y abo €sponencbkoi
apmakonei, abo iHLOoi HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
crneungikauisx, nos's3aHa 3i amiHamu B DY,
abo €sponeicbkin hapmakonei, abo iHLWin
HauioHanbHin apmakonei aepxasu €C)
npvBeaeHHs cneuudikauii onii coeBoi
padhiHoBaHOI y BiAMOBIAHICTb A0 AitoY0T
MoHorpadii €8p.Papm.1473. 3minnm | Tuny -
3miHu 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNoBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiDKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI
A®I; oA 4ONOMIXKHOI pevoBUHM (cepTudikaT
BigNoBIgHOCTI €Bponewichkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKEHOro
BUPOGHMKA - NOAAHHSI OHOBMEHOrO cepTudikaTy
BignosigHocTi €® ana AP| TpuntodaHy Big BXe
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3aTBepakeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 1998-137-Rev 05
(3aTBepokeHo: CEP Ne R1-CEP 1998-137-Rev
04). Nig vac oHoBneHHst CEP Binbynocs
[ogaBaHHs BUPOOHMYOT OinbHUL 3 BUPOGHMLTBA
npomixHoro npogykty — AJINOMOTO HEALTH
& NUTRITION NORTH AMERICA, INC.,
Ajinomoto Heartland Ingredients Plant.
Cneuudbikauist Ta npodinb 4OMILLOK
3anuWalTbCA HE3MIHHUMU. 3MiHW | Tuny - 3MiHK
3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUNYYEHHA cepTudikaTa BiaNoBIAHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
ADI; ans AONOMIDKHOT peyYoBMHM (CepTudikaTt
BignoBigHOCTI €BponeWichbkin hapmakoner) -
OHoBReHui cepTudikaT Bif y>xe 3aTBepAXeHOro
BUPOBHMKa - NOAAHHS] OHOBMNEHOro cepTudikaty
BignosigHocTi E® ans ADI nisvHy aueTarty Bif
BXe 3aTBepaxeHoro BupobHuka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA,
INC., USA CEP Ne R1-CEP 2014-063-Rev 02
(3aTBepmkeHo: CEP Ne R1-CEP 2014-063-Rev
01). OHOBNEHHs NOB’AA3aHe 3 NepernsaoM
BUNpobyBaHHsA Ha ineHTudikaLito, OHOBMEHI
MeXi AN HiHMAPWH-NO3UTUBHUX PEYOBUWH
BiAnoBiaHO MoHorpadii EP. 3miHa nowwToBoro
iHOeKcy NPOMiXHOT BUPOBHUYOT AinbHMUi. 3MiHK |
Tuny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponewckkin dhapmakonei/MoHorpadii.
MonaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignNoBIgHOCTI €BponeWichkin hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOTO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXXHOT peqyoBuHU (cepTudikat
BigNoBIgHOCTI €Bponewichbkin hapmakoner) -
OHoBReHn cepTudikat Big, y>xe 3aTBEpAXEHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikaTty
BignosigHocTi €O ana AP| meTioHIHy Big BXe
3aTBepmkeHoro BupobHuka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne R1-CEP 2005-190-Rev 04
(3aTBepakeHo: CEP Ne R1-CEP 2005-190-Rev
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03). OHOBRNEHHS NOB’AI3aHe 3i 3MIHOK MOLUTOBOrO
iHaekcy/Homepa ByaiBni komnatii. ®akTnyHe
MicLie3HaxXOoMKeHHs He 3MiHunocs. 3MiHu | Tuny -
3MmiHu 3 akocTi. CepTudikat BignosigHocTi/l'E-
cepTudikar BiaNoBIAHOCTI EBpONENChKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUIYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHMLTBI
A®I; ona oonomixkHOT pedoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiicbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikaTty
BignosigHocTi €® ana A®I rniuunHy Big BXe
3aTBepakeHoro BmpobHuka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD.,
China CEP Ne CEP 2008-099-Rev 05
(3aTBepmkeHo: CEP Ne CEP 2008-099-Rev 04).
OHOBMEHHS NoB’si3aHe 3i 3MiHOK MOLUTOBOrO
iHoekcy/Homepy Oyaieni koMmnaHii. ®akTnyHe
MiCLie3HaxXOMKEHHS He 3MiHunocs. 3MiHu | Tuny -
3miHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIKHOT peyYoBMHUM (CepTudikaTt
BignoBigHocTi €Bponeinchkii hapmakonei) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BUPOBHMKa - NOAAHHSI OHOBMNEHOrO cepTudikaty
BignosigHocTi €® ana Ad®I kucnotn
acnapariHoOBOI Bif BXe 3aTBepAXeHOoro
Bupo6GHMKa EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD., China CEP
2004-216-Rev 04 (3atBepmkeHo: CEP Ne R1-
CEP 2004-216-Rev 03). OHOBReHHs nos’s3aHe
3i 3MiHOIO MOLLITOBOTO iHAEeKCy/Homepy Byaisni
komMnaHii. PakTnuyHe MicLe3HaXOmMKEHHS He
3MiHunocs. 3miHu | Tuny - 3miHM 3 AKoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BUXigHOro Matepiany/peareHTy/npomMixxHoro
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NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
ADI; ana AONOMIDKHOT pedYoBMHM (CepTudikaTt
BignoBigHOCTI €BponeWichbkin thapmakoner) -
OHoBReHni ceptudikat Big, y>xke 3aTBEpAXEHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTugikaTty
BignosigHocTi €O ana AdI kanito xnopuay Big,
BXe 3aTBepkeHoro BupobHuka K+ S Minerals
and Agriculture GmbH, Germany CEP Ne R1-
CEP 2010-380-Rev 04 (3atBepmxeHo: CEP Ne
CEP Ne R1-CEP 2010-380-Rev 03). 3minu |
Tmny - 3MiHn 3 gxkocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIXKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €BponeWichbkin hapmakoner) -
OHoBReHui cepTudikaT Bif y>xe 3aTBepAXeHOro
BUPOBHMKa - NOAAHHS] OHOBMNEHOro cepTudikaty
BignosigHocTi E® ansa ADI HaTpito aueTaTy
TpurigpaTty Bif BXe 3aTBEPKEHOro BUPOOHMKa
Niacet BV, The Netherland CEP Ne 2018-029-
Rev 02 (3aTBepmkeHo: CEP Ne RO-CEP 2018-
029-Rev 01). 3MiHn | Tuny - 3MiHK 3 sSiKOCTi.
[oToBWI Nikapcbkui 3aci6. KoHTponb
[OOMOMiXHMX pevyoBuH. 3MiHa y meToaax
BUNPoBYyBaHHs1 AOMOMIXXHOI PEYOBUHU
(BUNYyYeHHS MeToAy BUMPOOYBaHHS, SKLLO
anbTepHaTUBHWUIA METOZ BUNPOOYBaHHS BXeE
3aTBEPKEHO) BUINYYEHHS in-house meToay
nonym’siHoi hoTOMETPIi ANS BU3HAYEHHS BMIiCTY
Kanito B AOMOMDKHI pe4yOBUWHI HaTpito onear.
HasBHWI 3aTBEpPIKEHUIN anbTepHaTUBHUIA
MeTo aTOMHO-eMICIHOI cnekTpomMeTpii. 3miHu ||
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNiA
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3MiHW, ki CTOCYHTbCSA BUPOOHMYOro npoLecy y
peanbHOMy yaci abo BMMycKy 3a napameTpamu
[nsi FOTOBOro Nikapcbkoro 3acoby -
BBEJEHHS BUMYCKy 3a napameTpamu ANns TecTy
«CTepunbHICTb», KU [O3BOSNIEHUIA ANst
npenaparis, fKi NiggalTbCs KiHUEBIN
cTepwunisauii B NepBUHHOMY MaKyBaHHi.
CTepunbHiCTb NPOAYKTY NiATBEPAKYETHCA
BHYTPILUHLOTEXHOMOrNYHUM KOHTPOMEM.

251.

OJIMECAPTA
H

TabneTtkn, BKpUTI
NniBKOBOK

Makneopc
dapmacblot

IHgis

Makneogc
dapmacbioTmKanc

IHais

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MiHu | Tvny - 3MiHm Wwono

3a

peuenmom

He

nidnsieae

UA/19531/01/01
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MAKIEOAC o6onoHkoto, no 10 mKarnc JlimiTen 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
10 mr; no 10 TabneTok Jlimiteq 3MiHa y KOpOTKin XxapaKTepucTuLi nikapcbkoro
y BnicTepi; no 3 abo 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
9 GnictepiB y MeLMYHOro 3acToCyBaHHA Ha niacrasi
KapTOHHIN ynakosLi perynsipHO OHOBIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnspeecTpauiiHuii nepiod, abo sk pedynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BiAMNOBIQHO 0 NNaHy negiatpuyHuX SocnigKeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNEeTEHTHUM
YMNOBHOBaXXEHUM opraHom) - 3MiHN BHECEHO A0
IHCTPYKLUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
OHOBJEHOI iHpopmalii 3 6esnekn aitoyoi
peyoBuHW. BBEeaeHHs 3miH npoTarom 6-tu
MicsaUiB Nicnsa 3aTBEPAXEHHSA
252. | ONIMECAPTA | TabneTku, BKPUTI Makneopac IHais Makneoac IHpia BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/19531/01/02
H NMiBKOBOO dapmacbioT dapmacbloTukanc 3MmiHu | TUny - 3miHn wopo peuyenmom | nidnseae
MAKIEOAC o6onoHkoto, no 20 mKarnc Timiten 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
20 mr; no 10 TabneTok JimiTen 3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
y 6nictepi; no 3 abo 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
9 bnictepiB y MeOMYHOro 3acToCyBaHHS Ha niacTaBsi
KapTOHHIN ynakoBLi perynsipHoO OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHsI NikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOBaXXEHNM OpraHom) - 3MiHN BHECEHO A0
IHCTPYKLUii ANS MeAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii”" BignosigHo oo
OHOBMeEHOT iHdopMaLlii 3 6e3neku gitoyoi
peyoBuHW. BBEAEHHSA 3MiH NpOTSIrom 6-tu
MicsILiB Micnsi 3aTBEPAKEHHS
253. | OJIMECAPTA | Tabnetku, BKpUTI Makneopac IHaia Makneoac IHpia BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3a He UA/19531/01/03
H NniBKOBOI dapmacbloT dapmacbloTmKanc 3MmiHu | TUNY - 3miHK Wwopo peuenmom | nidnsizae
MAKIEOAC o6onoHkoto, no 40 vKarnc JlimiTen 6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsagy.
40 mr; no 10 TabneTok Nimiteq 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro

y 6nictepi; no 3 abo
9 6nictepiB y
KapTOHHIN ynakoBLi

3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeOMYHOro 3aCTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
Bi4NOBIOHO [0 NNaHy negiaTpuyHMX JOChigKeHb
(PIP) (3miHy y3romKeHo 3 KOMNEeTEHTHUM




179 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
YMNOBHOBaXXeHUM opraHom) - 3MiHW BHECEHO A0
IHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
OHOBMEHOT iHhopMaLlii 3 6e3neku gitoyoi
peyoBuHW. BBeaeHHs amiH npoTtarom 6-tu
MicsUiB Micnsa 3aTBEpAXEHHS
254. | om30n MOPOLLOK ANs OPrAHOCU OAE Codpapimekc — MopTtyranis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/17079/01/01
PO34mMHY Ans H IHgycTpia Kimika e 3MinHun | Tuny - 3MiHKM Wwopo peuenmom
iHdysin, 40 mr; no 1 NAASCAEH dapmacktoTika, C.A. 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
abo no 10 chnakoHis CUN3 (E® (iHLWi 3MiHW) - 3MiHK BHECEHO Yy TEKCT
3 MOPOLLKOM Y 3ET ) MapKyBaHHS NepBMHHOI (N. 6) Ta BTOPMHHOT (.
Kopobui; 3, 17) ynakoBoKk fnikapcbkoro 3acoby. TepmiH
BBEOEHHS 3MiH NPOTSrom 6 micaui nicns
3aTBEPAKEHHS
255. | OTUNAKC® Kpanni ByLUHi; no 16 BIOKOOEKC DdpaHuis BIOKOOEKC PpaHuia BHECEHHS1 3MiH O peeCTpaLiiHMX maTtepianis: be3 UA/5205/01/01
r'y donakoHi; no 1 3minu | Tuny - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa peuenma

¢nakoHy pasom 3
NnacTKOBOO
KpanenbHuLeto y
KapTOHHiIN kopooLi

HaliMeHyBaHHS Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpauinHoro noceig4eHHs). 3MiHa
MiCLie3HaxXOMKEHHS KpUANYHOI 0cobun 3asiBHMKa
(BnacHuka peecTpauiiHoro nocBig4eHHst). 3MiHu

| Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHm oo
y3aranbHeHUX AaHux Npo cUcTemy
dapmakoHarnsay (BBeAEHHS y3aranbHEeHUX
AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
yNoBHOBaXeHoi ocobwu, BignoBifanbHoi 3a
3[iNCHEeHHs hapMakoHarnaay; KOHTakTHOI ocobu
3 papMakoHarnagy 3asiBHUKa Ans 34iNCHEHHS
dapmakoHarnagy B YkpaiHi, AKLWwo BoHa
BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-thaina cuctemu
dapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHuX
yMNOBHOBaXeHOI 0coby 3asBHMKa,
BiAnoBiganbHoi 3a chapmakoHarnsg. 3miHa
MiCLie3HaxXOMKeHHS MacTep-anna cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiINCHEHHS
OCHOBHOI AiAnNbHOCTI 3 hapmakoHarnsay. 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi. itoua pegakuis:
Llanka OneHa BonogumupieHa. MponoHoBaHa
pepakuisa: Bucoubka Onbra MpuropisHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0COOM 3asiBHWMKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
3miHu | Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHs AisinbHOCTI BUpOGHMKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby, BKIoYaym
AinbHULI BUNycKy cepii abo Micle npoBeaeHHs
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OTPUBIH

Kpanni Ha3anbHi 0,1

XaneoH KX

BMPOBHWK/iIMNOpTep, BKMHOYaoOYM BUMYCK CEPIl).
3MiHa MicLie3Hax0omKEHHS LOPUANYHOT 0cobu
BUPOGHMKa 6e3 3MiHK MicLs BUpoBHMUTBaA

KOHTPOJIO AKOCTI. (QisNbHICTL, 3a SKy Bignosignae

257.

O®INOKCALM

%; no 10 mny
hNakoHi 3 KPULLIKOKO-
nineTkoto; no 1
c¢nakoHy B
KapTOHHIN nayui

CAPJ1

LLsevinapisa

XaneoH KX C.a.p.n.

LLiBevuapis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuit 3aci6. Onuc Ta cknag. 3miHa y
cknagi (BonoMikHMX peyoBUHaxX) roTOBOro
nikapcbKkoro 3acoby (iHLi ONOMiKHI pe4oBUHN) -
Byab-gka He3HayHa 3MiHa KinbKiCHOro cknagy
OOMOMIKHVX PEYOBUH Y FOTOBOMY MiKapCbKOMY
3acobi - He3Ha4Hi KOPUryBaHHS KiflbKicCHOro
CKnagy OOMOMIKHUX PEYOBMH Ta KOPEKLiVHI
3MiHn y po3gini 3.2.P.1. Onwuc i cknag
nikapcbkoro 3acoby, a came BUNpPaBreHHst
TEXHIYHOT NOMWJSIKM Y KiNbKOCTi BOAM OYULLEHOI
Ta BUAaneHHs anbTepHaTUBHOIO BUKOPUCTAHHSA
GeH3ankoHito xnopuagy cyxoro. KopekuiviHi amiHn
nepenb6ayatoTb BUAANEeHHs NokasHuka
TEOPETUYHOI NYCTUHM PO34MHY NpenapaTty Ta
nesiki yTouHeHHs1 y po3gini 3.2.P.3.2. Cknag Ha
cepito. 3miHn | TMNy - 3MiHK 3 sKocTi. FoToBMI
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULUTBI. 3MiHM
BunpobyBaHb abo AONYyCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig Yac
BMPOBHMLTBA rOTOBOIO NiKapCbKoro 3acody
(mopaBaHHs HoBOro Metoay BUNpobyBaHHs Ta
OONyCTUMUX MEX) - IoAaBaHHA MeToay
BHYTPILUHLOMNPOLECHOrO KOHTponto «[oBHOTa
po3umnHeHHs» («Dissolution of components»)
meTogom «Visual inspection» Ta BuganeHHs
KOHTPOIIO NapameTpiB NepeMillyBaHHs.
3miHu | Tuny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpOBHULTBI. 3MiHM
BunNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig yac
BMPOGHMLTBA rOTOBOIO fikapcbkoro 3acoby
(BUNYyY€EHHS1 HECYTTEBOIO BUMPOOYBaHHSA B
npoLeci BUpOGHNULTBA) - BUNYYEHHS
HEeCyTTEBOro MeToay BUPOBHUYOro KOHTPOMo
«3anax» Ta KOpeKL;iHi 3amiHn y posgini 3.2.P.3.3.
Onwc BUPOGHUYOro NpoLecy Ta KOHTPOIo
npotecy, 6e3 3MiH y BUpOGHUYOMY NPOLIEC.

H

PO34uH ANS iHdY3in,
200 mr/100 mn; no
100 mny
KOHTeWiHepi; no 1
KOHTelNHepy B
NONIBIHINXNOPWUAHIN
nnisui B kopooui

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

€Bponand
XenTtkeap lNBT. JlTA4.

IHaia

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs1 abo 3miHa(u) go 3060B'A3aHbL Ta yMOB
Buaadi peectpauiiHoro NocBig4yeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusnkamm
(3acTocyBaHHsI TEKCTY, KN NOTOKEHUI 3

KOMNETEHTHUM opraHom). 3asiBHUKOM HagaHo

Ymoeu Peknam Homep
aionycky yeaHHs1 | peecmpayiliHo20
noceid4yeHHs1
6e3 UA/5206/01/02
peuenma
3a UA/10735/01/01
peuenmom
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noceio4yeHHs1

258.

NAHAQON

TabneTkn, BKpUTI

XaneoH HOK

OHOBNeHWN NnaH ynpaeniHHA pu3nkaMmu Bepcis
1.1 3miHM BHeceHO A0 YacTuH: | «3aranbHa
iHcbopmavuis» Il «MnaH 3 pbapmakoHarnagy» V
«3axoau 3 MiHimisauii puauki» VI «Pestome
nnaHy ynpasniHHa pusnkamu» VIl «dogatku»
(nomaTtkm 2, 3, 10, 11, 12) y 3B’A3KY 3
BMNpoOBagXeHHSAM [0AaTKOBKX 3ax0AiB 3
MiHimi3aLii pu3unkiB Ans pusnky «AHeBpusmMa Ta
po3LuapyBaHHS aopTu».
Pestome NMnaHy ynpasniHHA pu3ukamu Bepcis
1.1 popaeTbes.

259.

EKCTPA

NAHADON

obornoHkoto; no 12
Tabnetok y bnicrepi;
no 1 Gnictepy B

KapTOHHiIN kopoOLi

TabneTku, BKpUTI

Tpengixr
JlimiTen

Benuka
BputaHia

nakcoCmiTKnanH
DanrapsaH Jlimiteq

Ipnangis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHKM Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MEANYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
BiNOBIQHO A0 NNaHy negiaTpuyHMX JOCNioXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHW BHECEHO A0
IHCTPYKLUii Ana MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby fo posainis "Baaemogisi 3
iHLWIMMKM niKapcbkUMK 3acobamu Ta iHLWi BUuam
B3aemopin", "OcobnmneocTi 3acTocyBaHHs",
"Mob6iuHi peakuii" BigNoBiaHO O OHOBMEHOT
iHpopmalLii 3 6e3neku aito4oi peyoBUHM
(napaueTamony) 3rigHO 3 pekoMeHaaLisMu
PRAC

6e3
peuenma

nidnsieae

UA/2691/01/01

EKCTPA
EOBAHC

NniBKOBOO
060noHKoto; Mo 12
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHI kopobui

XaneoH HOK
TpengiHr
Nimiten

Benuka
Bputanis

makcoCmiTKnanH
OanrapsaH Jlimiteq

Ipnangis

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3MinHn | Tuny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[IMYHOrOo 3aCTOCYBaHHs Ha MiacTaBi
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku

3aCTOCYBaHHsI NikapCcbKoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL}iHKM 3BITY 3 AOCHiOKEHb, NPOBEOEHMX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3MiHy y3rogXXeHO 3 KOMNETEHTHUM
YNOBHOB&XKEHNM OpraHoMm) - 3MiHM BHECEHO 0
IHCTPYKLUii ANs MeAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby fo posainis "Baaemogisi 3
iHLWMMM nikapcbknumm 3acobamu Ta iHWi BUuam

B3aemogin", "OcobnmeBocTi 3acTocyBaHHs",

be3
peuenma

nidnsieae

UA/13747/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
"MoGiyHi peakwii" BiZNOBIAHO 4O OHOBMNEHOI
iHcbopmaluii 3 6e3nekw Aito4oi pevoBMHM
(napaueTtamorny) 3rigHO 3 pekomeHAalisMu
PRAC
260. | MAPALIETAM | cynosuTopii TOBAPUCT Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes He UA/13185/01/01
on pekTanbHi no 80 mr; BO 3 reyn" 3MinHun | Tuny - 3MiHKM Wwopo peuenma nionsieae
no 5 cynosutopiis y OBMEXEH 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
cTpuni; no 2 cTpunu (],0) 3MiHa y KOPOTKil XapakTepucTuLi NikapCbKoro
B Nayui 3 KapToHy BIOMOBIOA 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
JNIBHICTIO MeLMYHOro 3acToCyBaHHA Ha niacrasi
«KOPIOPA perynspHO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
uiA nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
«300POB’A 3aCTOCyBaHHsI Nikapcbkoro 3acoby B
» nicnapeecTpauinHuii nepiod, abo sk pesynbtat
OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
BiANOBIQHO A0 NNaHy negiaTpuyHuX SOocnigKeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNEeTEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi BMAW B3aemogain", "OcobnmeocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo oo
OHOBMeEHOT iHdopMaLlii 3 6e3neku gioyoi
peyoBUHYM (NapaveTamorny) 3rigHo 3
pekomeHaauismm PRAC.
TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
nicnsi 3aTBEpOXXEHHS.
261. | NAPALIETAM | cynoauTopii TOBAPUCT Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes He UA/13185/01/02
on pekTanbsHi no 150 BO 3 reyn" 3minu | TUNY - 3miHun Wwopo peuenma nionsieae
Mr; Mo 5 OBMEXEH 6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
CynosuTopiis y (0],0) 3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
cTpuni; No 2 cTpunu BIAMNOBIOA 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
B MayLji 3 KApTOHY NBHICTIO MeOMYHOro 3acToCyBaHHS Ha niacTaBsi
«KOPIOPA perynspHO OHOBIIOBAHOrO 3BiTy 3 6e3neku
LA nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
«300POB’A

»

3aCTOCYBaHHsI NikapCcbKoro 3acoby B
nicnapeecTpadinHun nepioa, abo sk pesynbtart
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHoMm)
3MiHM BHECEHO [0 IHCTPYKUiT AN MeaM4Horo
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
iHWi BMAW B3aemogin", "OcobnmeocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo oo
OHOBMEHOT iHdhopMaLlii 3 6e3neku aioyoi
peyoBUHYM (NapaveTamony) 3rigHo 3
pekomeHgauismm PRAC.

TepMiH BBEAEHHS 3MiH - NPOTSAroM 6 micauis
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nicnsi 3aTBepOXXEHHS.
262. | NEMO3AP MOPOLLIOK CaH IHAisa CaH IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/16240/01/01
niocpinizoBaHu ans dapmacbloT dapmacbioTukan 3MinHn | Tuny - 3MiHm 3 akocTi. ADI. peuenmom
PO34UHY ANs iH'eKuin nkan IHpacTpis NTA. CrabinbHicTb. 3miHa nepioay NOBTOPHUX
Ta iHdysin no 40 wr; IHpacTpi3 BuUNpobyBaHb/nepioay 36epiraHHs abo ymos
no 1 cpnakoHy 3 Nimiteq 36epiraHHst A®I (3a BigcyTHOCTI y
NOPOLLUKOM Y 3aTBEpAKEHOMY AOCbe cepTudpikata
KapTOHHIN ynakoBLii Bi4NOBIgHOCTI €Bponewnchbkin hapmakonei, LWo
BKIOYAE Nepiof NOBTOPHOro BUNPo6yBaHHS)
(nepiog noBTOPHOrO BUNPOGYBaHHs/Nepion
36epiraHHs) - 3MeHLEHHS - 3MEHLLEHHS TEPMiHY
npugatHocTi A®| esomenpasony HaTpito. [itoya
peaakuisi: Tepmid npugatHocTti APl — 36 micauis
[MponoHoBaHa pepakuia: TepMiH NPUAATHOCTI
A®| — 18 micauis
263. | NEMO3AP TabneTtku CaH IHaisa CaH IHgis BHECEHHS1 3MiH O peeCTpaLiiHMX maTtepianis: 3a UA/13925/01/02
racTpope3nCTEHTHI dapmacbloT dapmacbioTukan 3MinHn | Tuny - 3MiHK Wwopo peuenmom
no40 mrno 7 nKkan IngacTpis Jlimitea 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
Tabnetok y bnicrepi; IHpacTpi3 BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHUX
no 2 6nictepu y Timiteq npo cuctemy dapmakoHarnagy (BBe4eHHs
KapTOHHiI kopobuyj; y3aranbHeHNX AaHux Npo cuctemy
no 30 TabneTtoky dapmakoHarnsay, 3MiHa yNnoBHOBaXeHOi ocobu,
donakoHi; no 1 BiANOBigANbHOI 3a 3AiINCHEHHS
dnakoHy y hapmakoHarnsigy; KOHTakTHoi ocobu 3
KapTOHHIN kopobui apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-thaina cuctemu
dapmakoHarnsay) - 3MiHa yNnoBHOBaXEHO|
ocobu 3asBHKKA, BianoBiganbHOI 3a
hbapmakoHarnsg.
[itova pepakuis: Dr. Vivek Ahuja. lNMponoHoBaHa
pepakuis: Himanika Arora. 3miHa KOHTaKTHUX
[AaHnX YNOoBHOBaXEHOI 0COOU 3asiBHYMKA,
BignoBigansHoil 3a gpapMakoHarnag.
264. | NEMO3AP TabneTtku CaH IHais CaH IHais BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a UA/13925/01/01
racTpope3nCTEHTHI dapmacbloT dapmacbioTukan 3MmiHu | TUNY - 3miHK Wwopo peuenmom
no 20 mrno 7 ukan IHpacTpis Nimiten 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
TabneTtok y 6nicrepi; IHpacTpi3 BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHUX
no 2 6nictepu y Nimiteq npo cuctemy papmakoHarnsgy (BBe4eHHs

KapTOHHiIn kopobuyj;
no 30 TabneTtok y
donakoHi; no 1

nakoHy y
KapTOHHiIl kopobuyi

y3aranbHeHWX faHUX Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, Ko BoHa
BiMiHHa Bif, yNOBHOBaXXeHOI ocodu,
BiNOBIganbHoI 3a 34iMCHEHHS hapMakoHarnsay
(BKIHOYAKYM KOHTaKTHI AaHi) Ta/abo 3MiHM y
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

pPO3MiLLeHHi MmacTep-daina cuctemm
dapmakoHarnsay) - 3MiHa yNnoBHOBaXEHOT
ocobu 3asBHMKKa, BianosigansHOI 3a
tbapmakoHarnag,.

Hitoya pepakuis: Dr. Vivek Ahuja. lMponoHoBaHa
peaakuisi: Himanika Arora. 3miHa KOHTaKTHUX
[aHUX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
Bi4NoBiganbHoi 3a papmakoHarnag.

265.

NEHTACEL

Tabnetkn, no 10
TabneTtok y 6nicrepi;
no 1 6nictepy y
kopo6Li 3 KapTOHY

TOBAPUCT
BO 3
OBMEXEH
(e]}0]
BIAMNOBIOA
JIHICTIO
«KOPIMOPA
A
«300POB’A

»

YkpaiHa

ToBapucTBo 3
0oB6MeXeHo
BiAnoBiganbHICTO
“XapkiBcbke
tapmaLeBTUYHE
nianpYeEMCTBO
“3popos’s Hapoay”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHun | Tuny - 3MiHKM Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKil XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MEANYHOro 3aCTOCYBaHHS Ha MiacTaBi
perynsipHoO OHOBSIOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
BiNOBIQHO A0 NNaHy negiaTpuyHMX JOChioXeHb
(PIP) (3MiHy y3romkeHo 3 KOMNeTEHTHUM
YNOBHOBa)XEHUM OpraHom) - 3MiHN BHECEHO [0
IHCTpYKUiT ANst MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby fo posainis "Baaemogisi 3
iHLWIMMKM niKapcbkUMK 3acobamu Ta iHLWi BUuam
B3aemopin", "OcobnmneocTi 3acTocyBaHHs",
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHSA Aito4oi
peyoBMHM NapaueTamon. TepMiH BBEAEHHS 3MiH
npoTsirom 6 MicsiLiB Nicnsi 3aTBEpPAXKEHHS.

3a
peuenmom

He
nidnsieae

UA/5787/01/01

266.

NNA3MANIT

pO34uH ANs iHdy3in
no 200 mn, 400 mn'y
nnswui; no 1

nNAAWYi y nayui

MpuBaTHe
akuioHepHe
TOBapuCTBO

"IHdpy3ia"

Ykpaina

MpuBaTtHe
akuioHepHe
TOBapWCTBO

"IHcpy3ia”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponevicbkinn dapmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocCTi EBponenchkii hapmakonei: ans
A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI ADI; ons
[OMOMIXXHOT pevoBuHU (cepTudikar
BignoBigHocTi EBponeichkii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBeEpaKEHOro
BMpOGHMKa. MNogaHHs oHoBNEHoro ceptudikara
BignoBigHocTi EBponeicbkini papmakonei R1-
CEP 2008-105-Rev 02 (3atBepmxeHo: R1-CEP
2008-105-Rev 01) ans fitoyoi pevoBuHun Hatpito
xrnopwp, Big 3aTBepaeHoro BupobHuka DANSK
SALT A/S, Denmark. 3miHa Bin6ynach, y 3B's3ky
3i amiHoto BnacHuka (Name of Holder) CEP 3
Dansk Salt A/S Ha Mariager Salt Specialties A/S,

3a
peuenmom

UA/16832/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUPOOHMYA AinbHULSA, agpeca Ta yCi BUPOOHMYI
onepadii 3anmLalTbCs HE3MIHHUMMU.
[Litova pepakuis:

CEP Ne R1-CEP 2008-105-Rev 01
MKA N3
CKNAL
Hatpito xnopug (Dansk Salt A/S, [laHist)
[MponoHoBaHa pepakuis:

CEP Ne R1-CEP 2008-105-Rev 02
MKA N3
CKNAQ
Hatpito xnopug (Dansk Salt A/S, Janis*)

* BignosiganbHWIA 3a NakyBaHHsI Ta BUMYCK cepii
- Mariager Salt Specialties A/S, OaHis

267.

NONIAEKCA

Kpanni ByLUHi,
po3ymH; no 10,5 mn
y dnakoHi; no 1
nakoHy 3 nineTko
B KAPTOHHI Kopobui

JTaBopaTopii
Bywapa
Pekoppaari

dpaHuis

dapmacTep

dpaHuia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | TMny - 3miHum 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiickkin thapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNOBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHOCTI €BponeWchbkin hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
HoBwuih cepTudikaT Ha HecTepunbHun AdI, akun
6yae BUKOPUCTOBYBATUCA ANSt BUPOOHULTBA
CTepunbHOro nikapcbkoro 3acoby, AKLLo BoAa
BMKOPUCTOBYETLCS HA OCTaHHIX eTanax CMHTe3y
Ta MaTepian He BinbHWUIA Big GakTepianbHuUX
eHAOTOKCKHIB - 3amiHa cepTudikaty CEP Ne R1-
CEP 2009-159-Rev 02 Ha anbTepHaTvBHUIA N
CEP 2021-287-Rev 01 gnsi API Polymyxin B
Sulfate pasom i3 3amiHOO BUPOBHMYOI AiNbHULL.
BnacHwuk ceptudikaty HANGZHOU ZHONGMEI
HUADONG PHARMACEUTICAL CO., LTD
NUWaeTbCcs He3MiHHMM. BMpoOHuuuin npouec,
cneundikauis, npodinb AOMILWOK Ta po3Mip cepii
Ha NOTOYHIM AiNbHMLI Ta NPONOHOBAaHIN €
ineHTuyHUMN. AnbtepHatueHun CEP 2021-287-
Rev 01 oTpumaHo Bupo6Hukom API ans
HecTepunbHOI Aitoyoi peyosuHM POLYMYXIN B
SULFATE, ska BMKOp1CTOBYBaTUCS ANS
BMpPOOHMLTBa cTepunbHoro J13, skiio Boaa
BMKOPUCTOBYETLCSI HA OCTaHHIX eTanax CMHTe3y
Ta mMaTepian He BinbHWUI Bif 6akTepianbHNX
E€HOOTOKCUHIB.

3a
peuenmom

UA/2699/01/01

268.

MPEFABAINIH
FEHEUM

kancynu TBepai no
150 mr; no 14
Kancyn y bnicrepi;

Akkopg,
Xenckea
C.JLY.

Icnanis

BMPOGHMLUTBO
nikapcbkoro 3acooy,
nepBuHHe Ta

Inpis/
YropuwuHa/
ITania/

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | TMNy - AgMiHicTpaTMBHI 3MiHW. 3MiHa
Ha3BM Nikapcbkoro 3acoby. 3MiHa Ha3Bu

3a
peuenmom

He
nidnsieae

UA/19209/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 4 Gnictepny BTOPUHHE Monbwa/ nikapcbkoro 3acoby. 3atBepakeHo:
navui nakyBaHHS, Himeuuunna/ MperabaniH Hekctdapm
KOHTPOSIb SKOCTi Benuka (Pregabalin Nextpharm)
cepii: BpwuTaHis/ 3anponoHoBaHo:
IHTac Icnania

Mpectux MpomoyLuH

dapmachkioTikanc
Nimitea, IHais;

BUPOBHMLUTBO
nikapcbkoro 3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs
(anbTepHaTUBHUIA
BUPOBHMK):
IHTac
dapmachbioTikanc
NimiTen, IHais;

KOHTPOMb SKOCTI:
€BpodiHc
AHanitikan Cepsices
XaHrepi K.,
YropwuHa;

KOHTPOMb SKOCTI:
®APMABANIA NTa.
MikpobionoriyHa
naboparopis,
YropLwuHa;

poaaTkoBa AinbHUUSA
3 BTOPUHHOTO
naKyBaHHs:
J4n cAnnl YEWH
(Itania) CMNA, Itanis;

popaaTtkoBa AiNbHULUSA
3 BTOPUHHOIO
naKyBaHHs:
CwuHonTuns
Ingactpian Cn. 3
0.0., MonbLa;

popaaTtkoBa AiNbHULUSA
3 BTOPUHHOTO
naKyBaHHS:

®depkaydcdepaepy
Hr eHg ®epbeepsic

'M6X, HimevyumnHa;

MperabaniH MeHenm

(Pregabalin Geneym)

TepMiH BBEAEHHS 3MiH - NPOTSIrom 6 micauis
nicns 3aTBEpAXEHHS.

3MinHun | Tuny - 3MiHKM Wwopo

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy

(iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT

MapKyBaHHS BTOPUHHOI YMaKOBKM NiKapCbKoro

3acoby B n. 17. TepMmiH BBEAEHHS 3MiH -

NpoTArom 6 MicsILiB Micnsi 3aTBEPOXKEHHS.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

pogaTtkoBa AinbHUUSA
3 NEPBUHHOIO Ta
BTOPUHHOIO
naKyBaHHS:
AKKOP[I XENCKEA
NIMITEL, Benuka
BputaHis;

BignoBiganbHUN 3a
BMNYCK cepii:
Akkopa Xenckea
Moncka Cn. 3 0.0.
Cknap ImnopTepa,
MonbLua;

poaaTtkoBa AinbHUUS
3 NepPBUHHOIO Ta
BTOPUHHOIO
naKyBaHHS:
AKKOP[-tOKEN
NIMITEL, Benuka
BpuTaHis;

KOHTPOIb SIKOCTI,
poaaTkoBa AinbHUUSA
3 BTOPUHHOTO
naKyBaHHs:
JIABOPATOPI
SYHOACIO [AY,
Icnanis;

nofaTkoBa AinbHUUSA
3 BTOPUHHOTO
naKyBaHHS:
CEHTPAJT dAPMA
(KOMEKIHI
MAPTHEP)
JNIIMITEL, Benuka
BpuTaHis;

popaaTtkoBa AiNbHULUSA
3 BTOPUHHOTO
naKyBaHHS:
CK ®apwma JloricTikc
'M6X, HimevyunHa

269.

NPErABANIH
FEHEAM

Kancynu TBepgi no
300 wmr; no 14
Kancyn y 6nictepi;
no 4 Gnictepuy
navuj

Akkopp,
Xenckea
C.JLY.

Icnanis

BUPOBHMLTBO
nikapcbkoro 3acooy,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi,

IHgis/
YropuuHa/
ITanis/
Monbwa/
Himeyumna/

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

3minu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
Ha3BM nikapcbkoro 3acoby. 3MiHa Ha3Bu
nikapcbKkoro 3acoby. 3aTtBepakeHo:
MperabaniH Hekctdapm

3a
peuernmom

He
nidnsieae

UA/19209/01/03
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTPOSIb SKOCTi Benuka (Pregabalin Nextpharm)
cepii: BputaHis/ 3anponoHoBaHo:
IHTac Icnania MperabaniH M'eHem

dapmachkioTikanc
Nimitea, IHais;

BUPOBHMLUTBO
nikapcbkoro 3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs
(anbTepHaTUBHUIA
BUPOBHMK):
IHTac
dapmachkioTikanc
NimiTen, IHais;

KOHTPOMb SIKOCTI:
€BpodiHc
Ananitikan Cepsice3
XaHrepi K.,
YropwmHa;

KOHTPOMb AKOCTi:
®APMABANIA NTa.
MikpobionoriyHa
naboparopisi,
YropLuHa;

fAofaTkoBa AifbHUUSA
3 BTOPWUHHOTO
nakyBaHHs:
O4n CANNI YEVH
(Itanist) CMA, Itanis;

poaaTkoBa AinbHUUSA
3 BTOPUHHOTO
naKyBaHHS:
CwuHonTuns
IHgacTtpian Cn. 3
0.0., MNonbLa;

fopaTkoBa AinbHULS
3 BTOPMHHOTO
nakyBaHHs:
MpecTux MpomoyLuH
®epraydcdepaepy
Hr eHg ®epbeepsic
MM6X, HimeuuunHa;

AoaaTtkoBa AiNbHUUS

(Pregabalin Geneym)
TepMiH BBEAEHHS 3MiH - NPOTSroMm 6 micsauis
nicnsa 3aTBepAXEHHS.
3MinHun | TMny - 3MiHKM Wwopo
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHN BHECEHO B TEKCT
MapKyBaHHS1 BTOPUHHOI YMaKOBKW NikapCbKoro
3acoby B n. 17. TepmiH BBEAEHHS 3MiH -
NPOTArom 6 MicsuiB Nicnst 3aTBEPIKEHHS.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3 NepBUHHOTO Ta
BTOPUHHOIO
nakyBaHHs:

AKKOP[J XEJICKEA

JIIMITEL, Benuka
BpuTtaHis;

BignoBiganbHWIM 3a
BUMYCK Cepii:
Akkopg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MonbLua;

AopaTtkoBa OinbHUUS
3 NepBUHHOTO Ta
BTOPUHHOTO
naKyBaHHs:
AKKOP[I-FOKEW
JIIMITE[, Benuka
BpuTtaHis;

KOHTPOIb SIKOCTI,
nofaTkoBa AinbHUUSA
3 BTOPUHHOTO
naKyBaHHS:
JIABOPATOPI
SYHOACIO [AY,
Icnanis;

fopaaTkoBa AinbHULS
3 BTOPUHHOTO
nakyBaHHs:
CEHTPAIT ®APMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benuka
BpuTaHis;

fopaTkoBa AinbHULS
3 BTOPMHHOTO
nakyBaHHs:
CK dapwma JoricTikc
'M6X, HimeyynHa

270.

MPErABAIIH
FEHEMM

Karncynwv TBepai no
75 wmr; no 14 kancyn
y GnicTepi; no 4
Gnictepu y navui

Akkopg,
Xenckea
C.JLY.

Icnanis

BMPOGHMLUTBO
nikapcbkoro 3acooy,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
KOHTPOIb AKOCTI
cepii:

Inpis/
YropuuHa/
ITanis/
Monbwa/
Himeuumnna/
Benvka
BputaHis/

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:

3minu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
Has3BM Nikapcbkoro 3acoby. 3MiHa Ha3BM
nikapcbkoro 3acoby. 3aTBepaXeHo:
MperabaniH Hekctdapm
(Pregabalin Nextpharm)
3anponoHoBaHo:

3a
peuernmom

He
nidnsieae

UA/19209/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
IHTac Icnania MperabaniH M'eHem

dapmachbioTikanc
NimiTeq, IHais;

BMPOGHMLUTBO
nikapcbkoro 3acooy,
nepBuHHE Ta
BTOPUHHE
nakyBaHHsi
(anbTepHaTUBHUIA
BMPOGHWK):
IHTac
dapmachbioTikanc
Nimitea, IHais;

KOHTPOMb SIKOCTI:
€BpodiHc
AHanitikan Cepsices
XaHrepi K.,
YropLwuHa;

KOHTPOSIb SIKOCTI:
SAPMABANIA NTa.
MikpobionoriyHa
naboparopisi,
YropLmHa;

nofaTkoBa AinbHUUSA
3 BTOPUHHOIO
naKyBaHHs:
Jun CANNI YEVH
(Itania) CMNA, Itanis;

JoaaTtkoBa OinbHUUS
3 BTOPUHHOTO
naKyBaHHS:
CuHonTtus
Ingactpian Cn. 3
0.0., MNonbLa;

popaaTtkoBa AiNbHULUSA
3 BTOPMHHOTO
naKyBaHHs:
Mpectux MpomoyLH
®epraydcdepaepy
Hr eHg ®epbeepsic
'm6X, HimeuunHa;

[04aTKoBa AiNbHULSA
3 MEepPBUHHOIO Ta
BTOPUHHOIO

(Pregabalin Geneym)
TepMiH BBEAEHHS 3MiH - NPOTSIrom 6 micauis
nicnsi 3aTBepOXEHHS.
3MinHn | Tvny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHN BHECEHO B TEKCT
MapKyBaHHsi BTOPUHHOI YNaKOBKM MiKapCbKoro
3acoby B n. 17. TepmiH BBEAEHHS 3MiH -
NpoTSArom 6 MicsLiB nicnsi 3aTBEpPAXKEHHS.
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[TponoBkeHHs noaarka 3

n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

nakyBaHHs:
AKKOPI XENCKEA
NIMITEL, Benuka
BpuTtaHis;

BignoBiganbHUN 3a
BUMYCK Cepii:
Akkopa Xernckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MonbLa;

AopaTtkoBa OinbHUUS
3 NEPBUHHOIO Ta
BTOPUHHOIO
naKyBaHHs:
AKKOP[I-tOKEW
NIMITEL, Benuka
BpuTtaHis;

KOHTPOSb SIKOCTI,
nofaTkoBa AinbHUUSA
3 BTOPUHHOIO
naKyBaHHs:
JIABOPATOPI
OYHOACIO OAY,
Icnanis;

poaaTtkoBa AinNbHUUSA
3 BTOPUHHOTO
naKyBaHHs:
CEHTPAJT dAPMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benuka
BpuTaHis;

popaaTtkoBa AiNbHULUSA
3 BTOPUHHOIO
naKyBaHHs:
CK ®apwma JloricTikc
'M6X, Himeyynna

271.

NPErAgoon

kancynu no 150 mr;
no 10 kancyny
6nicTepi; no 3 abo 6
GnicTtepiB y navui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVMPOGHWYMIA

LEHTP
"BopLuariscb
KW XiMiKO-

dapmaueBT

YkpaiHa

My6niyne
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOBHWYMIA LEHTP
"BopLuariBcbkui
XiMiKo-
dapmaLeBTUYHNI
3aBoa"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3MinHn | TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ansi
MeaMYHOro 3acToCyBaHHS Ha NiacTasi
perynsipHoO OHOBIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbkoro 3acoby B

3a
peuenmom

He
nionsieae

UA/16387/01/02
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
WNYHUI nicnapeecTpauinHui nepiod, abo sk pesynbtaTt
3aBog” OL|iHKM 3BITY 3 AoCNigXeHb, NPOBEAEHMX
BiAMNOBIQHO A0 NNaHy negiaTpu4HuX SocnigKeHb
(PIP) (3MiHy y3romkeHo 3 KOMNEeTEHTHUM
YNOBHOBaXEHNM OpraHom).
3MiHWM BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3ginis
"OcobnuBocTi 3acTocyBaHHs" Ta "MobiyHi
peakuii” BignosigHo 4o pekomeHaauin PRAC.
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPAKEHHS.
272. | NIPErAQon kancynu no 300 wmr; My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/16387/01/03
no 10 kancyny akuioHepHe akuioHepHe 3MinHn | Tuny - 3MiHKM Wwopo peuenmom nidnsieae
6nictepi; no 3 TOBapUCTBO TOBapUCTBO 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
6nictepu B navui "HaykoBo- "HaykoBo- 3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
BUPOGHMYMI BUPOBHMYMIA LEHTP 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
LEeHTp "BopLuariBCbkui MeOMYHOro 3aCTOCyBaHHS Ha NiacTa.i
"BopLuariscb XimiKo- perynsipHoO OHOBSIOBAHOIO 3BiTy 3 6e3nekn
KW XiMiKO- thapmMaLeBTUYHUI nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
hapmaueBT 3asog" 3aCTOCYBaHHS Nikapcbkoro 3acoby B
NYHUI nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
3aBoa” OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
BiNOBIQHO A0 NNaHy negiaTpuyHMX JOCNioXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpPraHoM).
3MiHM BHECEHO [0 iHCTPYKUiT AN MeanyHoro
3aCTOCYBaHHsI NikapcbKoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHA" Ta "MobiyHi
peakuii” BignosigHo 0o pekomeHaauii PRAC.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPOKEHHS.
273. | NPErAgon Kancynu no 75 wmr; My6niyHe Ykpaina My6niyne Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/16387/01/01
no 10 kancyny akuioHepHe akuioHepHe 3miHu | TUNY - 3miHun Wwopo peuenmom | nidnseae
6nicTepi; no 3 abo 6 TOBapuCTBO TOBapuCTBO 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
6nictepis y navui "HaykoBo- "HaykoBo- 3MiHa y KOPOTKili XapakTepuCcTuLi NikapCbKoro
BUPOGHWYMIA BUPOGHUYMIA LLEHTP 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
LeHTp "BopLuariBcbkui MeOMYHOro 3acToCyBaHHS Ha nigcTasi
"Bopuuariscb Ximiko- perynspHoO OHOBIIOBAHOTO 3BiTy 3 6e3neku
KWW XiMiKo- dapmaueBTUYHUI nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
dapmauesT 3asog” 3aCTOCYBaHHsI NikapCcbkoro 3acoby B
WNYHUIA nicnapeecTpainHun nepioa, abo sk pesynbtaTt
3aBoa”

OL|iHKM 3BITY 3 AoCHigKeHb, NPOBeaeHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpraHoM).
3MiHM BHECEHO [0 IHCTPYKUiT AN MeaM4Horo
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs" Ta "Mo6iuHi
peakuii" BignosigHo oo pekomeHaauii PRAC.
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns

3aTBEepPKEeHHSA.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

274.

NPOrHOBA

TabneTkn, BKpUTI
060roHKot, No 2 mr;
no 21 tabnetui y
6nictepi; no 1
6nictepy B
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecnybnika

Oenbdapm Ninne
CAC

®paHuia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | Tvny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKil XapaKTepucTULi nikapcbkoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
ME[MNYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTOCyBaHHsI NikapcbKoro 3acoby B
nicnapeecTpauinHui nepiod, abo sk pesynbtaTt
OLjiHKM 3BITY 3 AOCMiIKEHb, MPOBEAEHUX
BiANOBIQHO A0 NNaHy negiaTpu4HuX SOocnigKeHb
(PIP) (3MiHy y3romkeHo 3 KOMNeTEHTHUM
YMOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHO A0
IHCTPYKLUIii 4NS MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o posginie "Baaemogis 3
iHLIMMM nikapcbkumy 3acobamm Ta iHWi Buam
B3aemogin", "OcobnuneocTi 3acTocyBaHHA" OO0
iHdbopMmalii 3 6e3neku gjtoyoi pevoBmHNU. TepMmiH
BBEOEHHS 3MiH - NPOTSArom 6 MicsiyiB nmicns
3aTBEPAKEHHS

3a
peuenmom

He
nidnsieae

UA/4865/01/01

275.

NPOTE®NA3I
i}

PiAKWIA eKCTpakT
(cybcTaHuis) B
KaHicTpax ans
hapmaLeBTUHHOIO
3aCTOCYBaHHS

ToBapucTeo
3
obmexeHo
Bignosiganb
HiCTIO
"HaykoBo-
BUPOGHMYa
KOMMNaHisi
"Ekochapm"

Ykpaina

ToBapucTBo 3
0BMexeHo
BiANoOBiganbHICTIO
"HaykoBo-
BMPOGHMYa
KOMNaHis
"Exkochapm"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHu | TUny - 3miHm 3 gkocTi. A®l. Cuctema
KOHTelHep/3aKkynoptoBanbHuUiA 3aci6 (iHWwi 3MiHK)
- BunyyeHHs nepBUHHOIT ynakoBKu
MpoTtednasigy, piakoro ekctpakty (cybcraHuii),
a came, EMHOCTI 3 HepXaBito4oi cTani:
3atBepaxeHo: Mo 20 n, 30 n, 50 n B eMHoOCTI 3
HepXaBitoyoi cTani, 3aKynopeHi KpuLKkamu, Si
3abe3neyvyoTb repMeTuyHicTb, abo no 20 n, 30
n, 50 n B KaHICTpX NNacTMacoBi, 3aKynopeHi
KpuULIKaMun nractmacosnmMmn. Ha emHocTi abo
KaHiCTPW HaKMetlTb €TUKETKMN 3 KIenKkum
NOKPUTTSAM 3 MaTepiany pynoHHOro Ans
annikauin. 3anponoHosaHo: Mo 20 n, 30 n, 50 n
B KaHiCTpuW NnacTtmMacosi, 3aKynopeHi Kpukamm
nnacTMacoBuMM.

Ha kaHicTpy HaKneTb eTUKETKN 3 KNENKUM
NOKPUTTSAM 3 MaTepiany pynoHHOro Ans
annikauin.

UA/16415/01/01

276.

MPOTOMNUK

masb 0,1 %; no10r
abo no 30 r, abo no
60 ry Ty6i; no 1 Ty6i
B KapTOHHI kopobui

JIEO ®apma
AIC

OaHis

BMPOGHMLTBO 3a
MOBHUM LMKIOM:
JIEO Na6opatopic
JlimiTen

IpnaHpis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
MapKyBaHHsi NEPBUHHOI (MYHKT 6) Ta BTOPUHHOT
(nyHkTK 3, 16, 17) ynakoBOK nikapcbkoro 3acoby.
BBeneHHs 3miH npoTsarom 6 micsAuiB nicns
3aTBEPAKEHHS.

3a
peuernmom

UA/7779/01/01

277.

MPOTOMNUK

ma3b 0,03 %; no 10
rabo no 30r, abo
no 60 r y Ty6i; no 1

JIEO ®apma
AIC

OaHis

BMPOBHMLTBO 3a
MOBHUM LIMKIOM:
JIEO Na6opaTopic

IpnaHpis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHn | TMny - 3MiHK Wwopo
6e3nekn/eddeKTMBHOCTI Ta hbapMakoHarnsay

3a
peuenmom

UA/7779/01/02
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Tybi B KAPTOHHIN JlimiTen (iHWi 3miHK). 3MiHN BHECEHO B TEKCT
KopobuLi MapKyBaHHsi MEPBUHHOI (MYHKT 6) Ta BTOPUHHOI
(nyHkTK 3, 16, 17) ynakoBOK fnikapcbkoro 3acoby.
BBeneHHs 3miH npoTtsarom 6 micsuiB nicns
3aTBEPOKEHHSI.
278. | PEAOI-TY-IO3 PO34YMH peKTanbHUiA, KaceH IcnaHis KaceH Pekopgaari, Icnania BHECEHHS 3MiH O peecTpaUiiHMX maTepianis: be3 nidnsieae UA/10995/01/01
KNI3MA 21,4r1/94rB 118 Pekoppari, C.N. 3MinHn | Tvny - 3MiHn Wwoao peuenma
mn; no 133 mny c.n. 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
NnacTMKOBIN (iHWi 3miHK). 3MiHM BHeceHi Ao IHCTpyKuii ans
nnsawui; no 1 MELNYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby
nnswui y kopobui 3 0o posginy "MNo6iyvHi peakuii” Woao BaXNMBOCTI
KapTOHYy 3BiTyBaHHs1 Npo NobiyHi peakuii. BBeaeHHs1 3MiH
NpOTArom 6-Tu MicsLUiB Nicnsa 3aTBepAXeHHs
279. | PEMABIP Tabnetkun no 50 mr; AT «Onda» Natsis AT «Onda» TaTBis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes He UA/3777/01/01
no 10 TabneTtok y 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma nidnsieae

6nictepi; no 2
6nictepu B
KapTOHHIN navui

HanimMeHyBaHHA Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpauinHoro noceig4eHHs). 3MiHa
Ha3BM 3asiBHUKA, Y 3B'SI3KY 3 PiLIEHHSM
KepiBHMLTBA 3asiBHUKA. BBeaeHHs 3MiH
NpOTArom 6-T1 MicALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NpoBafXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby, BKIoYaum
[inbHULi BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMWK/iMNoOpTEp, BKIOYaKUM BUMYCK CEpilA).
3miHa Ha3Bu BUpobHuka 13, a Takox 3miHa
HanucaHHsA agpecy BUPOBHMKa aHMiNCbKo
MOBO. 3MiHM BHECEHO B pO34in
"MicuesHaxomxeHHs BUpobHWKa Ta oro agpeca
MiCList NPOBAKEHHS AisiNbHOCTI" B iHCTPYKLitO
ONst MEAMYHOro 3aCTOCYBaHHS Ta sk Hacnigok - y
TEKCT MapKyBaHHS YNaKoBKW NiKapCbKoro
3acoby. BBeneHHst 3mMiH NpoTArom 6-Tm MicsuiB
nicnsi 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BBeneHHs abo 3miHu [0 y3aranbHeHVX AaHUX
npo cuctemy papmakoHarnsgy (BBe4eHHs
y3aranbHeHUX AaHux Npo cUctemy
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobu 3
dhapmakoHarnagy 3asBHUKa ANs 34iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, SKLwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-thainna cuctemm
capmakoHarnsgy).

Y 3B’513Ky 3i 3MiHOIO Ha3BM 3asiBHUKA Ta
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUPOGHMKA, @ TaKoX YTOYHEHHS iX agpecu ans
YCRILLHILLOro NpocyBaHHS Nikapcbkux 3acobiB y
BCiX 3apy0bikHMX KpaiHax cTanacsa 3miHa
KOHTaKTHMX AaHWNX YNOBHOBaXeHOi ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
B JlaTBii Ta 3miHa y po3milLieHHi MacTep-channa
cuctemn hapMakoHarnagy. 3miHu | Tuny - 3miHn
wono Gesnekn/edekTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu). 3MiHM BHECEHO Y
TEKCT MapKyBaHHS NepBUHHOI (M. 6) Ta
BTOPUWHHOI (N. 12, 13, 17) ynakoBK\ NikapCbKoro
3acoby . BBeaeHHsi 3mMiH npoTaromM 6-t1 micsiuis
nicnsi 3aTBEpOXXEHHS.

280.

PEMABIP

kancynu no 100 wmr;
no 10 kancyny
6nictepi; no 1 abo 3
6nictepu y navui
KapTOHHIN

AT «Onda»

NatBisa

AT «Onda»

IarBis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpauinHoro noceig4eHHs). 3MiHa
Ha3BMW Ta agpecu 3asiBHKKA, Y 3B'A3KY 3
piLlEeHHsM KepiBHMUTBA 3asBHMKA. BBeaeHHs
3MiH NPOTArom 6-Tu MicsILiB Micnsi
3aTBepAKEHHS. 3MiHu | TNy - AaMiHicTpaTUBHI
3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu
Micusi NPOBaMKEHHS AiSNbHOCTI
BUPOGHYMKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMoYa4m AinbHuL BUnycky cepii abo
MicLie NPOBEAEHHS KOHTPOSO SKOCTI.
(misnbHicTb, 3a sy Bignosigae
BMPOGHMK/iMNOpTEp, BKIOYaKUM BUMYCK CEpilA).
3miHa Ha3Bu BUpobHuka 13, a Takox 3miHa
HanucaHHs agpecy BUPOOHMKa aHmMiNcbKo
MOBOt0. 3MiHM BHECEHO B po3ainu "BupobHuMK"
Ta "Micue3HaxomkeHHs BUpOOHMKa Ta oro
agpeca Micusi NpoBaMKeHHS AiSNbHOCTI" B
IHCTPYKLUil0 ONst MEQUYHOrO 3aCTOCYBaHHSA Ta SK
HacnigoK - Y TEKCT MapKyBaHHS yNakoBKN
nikapcbkoro 3acoby. BBegeHHst 3MiH MpOTArom
6-Tn micauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHn Wwoao 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHUX AaHux Npo cUctemy
dapmakoHarnagy (BBeOeHHS y3aranbHEeHUxX
[AaHuX npo cuctemy chapmMakoHarnsgy, 3aMiHa
yrnoBHOBaxeHoi ocobwu, BignoBiganbHoi 3a
3[iiCHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu
3 (hbapMakoHarnagy 3asiBHVKa Ans 34iNCHEeHHS
dapmakoHarnagy B YkpaiHi, Ko BoHa
BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BiANoBiganbHoi 3a 34iMCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-channa cuctemm
apmakoHarnsgy). 3mMiHa KOHTaKTHMX JaHWX

bes3
peuenma

He
nidnsieae

UA/3777/03/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
YNOBHOBaXXeHOI 0CO6U 3asiBHYMKA,
BiANOBiganNbHOI 3a 34iINCHEHHS
chapmakoHarnsgy. 3MiHa micLe3HaxomKeHHst
mMacTep-caina cuctemm chapmakoHarnsgy (y
3B'A3KY i3 aAMIHICTPaTUBHOIO 3MiHO0).3MiHM |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu). 3MiHM BHECEHO Y
TEKCT MapKyBaHHS NepBUHHOI (M. 6) Ta
BTOPWUHHOI (M. 12, 13, 17) ynakoBKuX NikapCbKoro
3acoby. BBeneHHsi 3MiH NpoTsArom 6-Tu MicsLiB
nicrs 3aTBEpAXEHHS.
281. | PEHHI® 3 TabneTku XyBarsbHi; Bariep LLiseniLapis Denbdapm Maapg dpaHuia BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/7798/01/01
MEHTOJIOBM | no 12 TabneTtok y KoHcblomep 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenma
M CMAKOM 6nicTtepi 3 Kep AI' nikapcbkuii 3aci6. KoHTpornb rotoBoro
nepdopadiieto; no 1 nikapcbkoro 3acoby (iHwi 3miHun). Mepeknag
abo no 2 Gnictepn B MKA 3 pocincbkoi MOBM Ha yKpaiHCbKy MOBY Ang
KapTOHHiIN kopobuyj; npuBeAeHHs y BiAMOBIAHICTb i3 BUMOraMu YMHHOI
no 6 TabneTok y pegnakuii Hakazy MO3 YkpaiHu Ne 426 Big
6nicTepi; no 2 abo 26.08.2005.
no 4 6nictepu B
KapTOHHiIN kopobui
282. | PUBABIPUH- | kancynu TBepai no TOBAPUCT Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/10004/01/01
OAPMEKC 200 mr no 10 kancyn BO 3 reyn" 3MinHn | Tvny - 3MiHM Wwopo peuenmom
y 6nicTtepi, no 3 abo OBMEXXEH 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
6 6nicTepis y nayui 3 (0],0) (iHwWi 3miHW) - 3MiHK BHECEHO y N. 5, 6 TekcTy
KapToHy BIAMNOBIOA MapKyBaHHsi MEPBUHHOI ynakosku Ta n. 5, 17
JIBHICTIO BTOPUWHHOI YNaKoBKM NiKapCbKOro 3acoby.
«KOPIOPA BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
LA 3aTBEepPPKEHHS
«300POB’A
»
283. | PUCNAKCOI | TabneTku, BKpUTI AT Narsisn AT "I'pingekc” Narsin BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/5817/01/02
® NniBkOBOIO "I'pingekc" YTOYHEHHS HannMcaHHA Ha3BM 3asiBHUKa Ta peuenmom
060roHKot no 2 mr; BMpPOOHMKa B npoLeci BHECEHHS 3MiH (3MiHu |
no 10 Tabnetok y TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
6nicTepi; no 2 abo hapmakoHarnsgy (iHwi amiHn). OHOBNEHHS
no 6 Gnictepis y TEKCTYy MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
nayui 3 kKapToHy ynaKkoBKM nikapcbkoro 3acoby, a came:
BUYyYeHHS iHopMaLlii, 3a3Ha4YeHOi POCINCbKOID
MOBOI0, Ta HE3HaYHi pedakuinHi npaBkM y n. 3
TEKCTYy MapKyBaHHS BTOPUHHOI yrakoBku. TepmiH
BBeJEHHS 3MiH NPOTAroMm 6 micauis nicns
3aTBepKEHHs1). Pefakuis B Hakasi - 3a3HavyeHo
3 agpecoto. BipHa pepakuis - 3asiBHUK - AT
"I'pinpekc"”, NaTBifA; BUpoGHUK - AT
"lpiHaekc", JlaTBis.
284. | CAHOIMYH kancynu m'ski 100 HoBapric LLiBenuapis BrpobHuuTBO Himeuumna/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/3165/01/04
HEOPAN® Mr; no 5 kancyny ®dapma Al Hepo3sdacoBaHoi LLseviuapis/ 3MiHu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae
6nictepi; no 10 NPOAYKLiT, KOHTPOSb CnoBeHisa HaViMeHyBaHHs1 Ta/abo agpecu Micus
GnictepiB y SKOCTI: NpoBaKeHHs AisnbHOCTI BUpobHUKa/iMnopTepa
KapTOHHI kopobui KataneHt roTOBOrO flikapcbKkoro 3acoby, BKIYaym
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
HimeyunHa E6epbax OinbHMLI BUNYCKy cepii abo Micue npoBegeHHs
MvM6X, Himeuunna; KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a Ky Bignosigae
BUPOGHMK/IMNOPTEP, BKIOYAKYM BUMNYCK Cepilt)
[NepBuHHE Ta 3miHa agpecu BMpPOOHUKa BigMoBiganbHoOro 3a
BTOPUHHE nepBUHHE, BTOPUHHE NaKyBaHHS, BUMYCK Cepii:
nakyBaHHs, 3MiHM BHECEHO B iHCTPYKLIitO AN MEAUYHOrO
KOHTPOIb SIKOCTI, 3acTocyBaHHS NikapcbKoro 3acoby y po3ain
BMNYCK cepii: «MicuesHaxomkeHHs1 BUpobHMKa Ta Moro agpeca
Hoeaptic ®apma MiCLA NPOBaAXeHHS QianbHOCTI» 3
LWrenH AT, BiAMNOBIOHUMW 3MiHAMU Y TEKCTI MapKyBaHHS
LLisenuapis; yMakoBKM nikapcbKkoro 3acoby. TepmiH BBeAEHHS
3MiH - NPOTArom 6 MicauiB nicnga 3aTBEPLKEHHS.
MepBrHHE Ta 3MinHun | Tuny - 3MiHKM Wwopo
BTOPUHHE 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
nakyBaHHs, BUNYCK (iHWi 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS
cepil: ynakoBKM Nikapcbkoro 3acoby, 3okpema
TNek BUIMYYeHHS iHcbopMmallii, 3a3HaYeHOi POCINCLKOIO
dPapmacbioTukanc MOBOIO, Ta BHECEHHS pefakLiiH1X NpaBokK Mo
0.4., BUpobHuya TekcTy. TepMiH BBEAEHHS 3MiH - NPOTSArom 6
ninbHUuUS JleHgaea, MicsILiB Micnsi 3aTBEPOXKEHHS.
CnoBeHis;
Bunyck cepii:
Hosaprtic ®apma
'm6X, HimeuunHa
285. | CAHOIMYH Kancynu m’siki no 25 HoBaprTic LLisenuapis Bupo6HuuTBO Himeuumna/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: - UA/10102/01/01
HEOPAN® mr; in bulk: mo 5 dapma Al Hepo3dacoBaHoi LLisenuapis/ 3miHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
kancyn y 6nicrepi; NPOAYKLiT, KOHTPOIb CnoBeHis HaliMeHyBaHHs Ta/abo agpecu micus
no 10 6nictepiB y AKOCTI: npoBaXeHHs OisnbHOCTi BUpoGHMKa/imnopTepa
KapTOHHIN kopobLyj; KataneHT roTOBOrO fikapCbKOro 3acoby, BKo4ar4m

no 60 kopobok y
KapTOHHOMY KOpOGi

HimeuunHa EGepbax
'M6X, HimeuuunHa;

MepBUHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb SKOCTI,
BUMYCK cepii:
Hosaprtic ®apma
LWTenH AT,
LLisenuapisi;

MNepBuHHE Ta
BTOPWHHE
nakyBaHHSI, BUMyCK
cepii:

Tlek
PapmacbioTyKanc
4.4., BUpobHuya

OinbHWL BUNycKy cepii abo micle npoBeaeHHs
KOHTPOO SIKOCTI. (QiiNbHICTb, 3a sIKy Bignosigae
BMPOBHMK/IMNOpTEp, BKINOYAO4M BUMYCK CEPilt) -

3MiHa agpecy BUpobHUKa BignoBiganbHOro 3a

nepBrYHHe, BTOPMHHE NaKyBaHHS, BUMYCK cepii.
TepMiH BBEAEHHS 3MiH - NPOTSIrom 6 micauis
nicnsi 3aTBEpOXKEHHS.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ainbHuusa Nlengaea,
CnoBeHisi;
Bunyck cepii:
HoapTic ®apma
'm6X, HimeuunHa
286. | CAHOIMYH kancynu m'ski 50 mr; Hoeapric LLIseniapis BupobHuLTBO Himeuuunna/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: - UA/10102/01/02
HEOPAI® in bulk: no 5 kancyn dapma Al Hepo3adhacoBaHoi LLseviyapis/ 3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
y 6nictepi; mo 10 npoaykKuii, KOHTPOnb CnoBeHis HanmMeHyBaHHA Ta/abo agpecu micus
GnictepiB y SAKOCTI: NpoBamxeHHs AisnbHOCTI BUpobHUKa/iMnopTepa
KapTOHHiIN kopooLyj; KaTtaneHt roTOBOrO JlikapcbKkoro 3acoby, Bkio4ao4m
no 60 kopobok y HimeuunHa E6epbax AiNbHWLI BUMYCKy cepii abo micLe npoBeaeHHS
KapTOHHOMY KOpOOi 'M6X, HimeuyumnHa; KOHTPOSIO SIKOCTI. (QisNbHICTb, 3a Ky Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM BUMYCK Cepilt) -
MNepBrHHE Ta 3MiHa agpecu BUpO6HMKa BignoBiganbHoro 3a
BTOPUHHE nepBUHHE, BTOPUHHE NaKyBaHHS, BUMYCK cepii.
nakyBaHH4, TepMmiH BBEAEHHS 3MiH - NpOTAroMm 6 micauis
KOHTPOIb SKOCTI, nicns 3aTBepoXKeHHS.
BUMYCK Cepil:
Hoeaptic ®apma
LWtenH AT,
LLisenuapis;
lMepBuHHEe Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepil:
Tlek
dPapmacbioTukanc
0.4., BUpobHuya
ainbHuus NleHgaea ,
CnoBeHisi;
Bunyck cepii:
HoBaprtic ®apma
'M6X, Himeyunna
287. | CAHOIMYH kancynu m'ski 100 HoBapric LLiBenuapis Brpo6HuuTBO Himeuumna/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: - UA/10102/01/03
HEOPAN® mr; in bulk: no 5 dapma Al Hepo3sdacoBaHoi LLseviuapis/ 3minu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
kancyn y 6nictepi; NPOoAYyKUii, KOHTPOIb CnoBeHis HaliMeHyBaHHs Ta/abo agpecu micus
no 10 6nicTepiB y AKOCTi: NpoBaXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
KapTOHHiIl kopobuyj; KataneHt rOTOBOrO fikapcbKoro 3acoby, BKIoYaum

no 50 kopobok y
KapTOHHOMY KOpObi

HimeuunHa E6epbax
'm6X, HimeuunHa;

MNepBuHHE Ta
BTOPVHHE
nakyBaHHs1,

AinbHWL BUNYyCKy cepii abo micLe npoBeaeHHs
KOHTPOJIO AKOCTI. (QisNbHICTb, 3a SKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKINOYAKUM BUMYCK CEPIl) -

3MiHa agpecy BUpobHUKa BignoBiganbHOro 3a

nepBuUHHE, BTOPMHHE NaKyBaHHsI, BUMYCK cepii.
TepMiH BBEAEHHS 3MiH - NPOTSAroM 6 micauis
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

KOHTPOIb SIKOCTI,
BMNYCK cepii:
Hoeaptic ®apma
LWtenH AT,
LLiseviuapis;

[NepBuHHE Ta
BTOPUHHE
nakyBaHHs1, BUMYCK
cepii:

Jlek
dapmackloTrKanc
0.4., BUpobHuya
ninbHUUS JleHgaea,
CnogeHis;

Bunyck cepii:
Hoeaptic ®apma
'm6X, HimeuunHa

nicnsa 3aTBepAXEHHS.

288.

CAHAIMYH
HEOPAN®

Kancynu m’siki no 25
Mr; no 5 kancyny
6nictepi; no 10
GnicTtepiB y
KapTOHHiIN kopobui

HosapTic
dapma Al

LLisenuapis

Bupo6bHuLTBO
Hepo3dhacoBaHoi
NPOAYKLiT, KOHTPOIb
AKOCTI:
KataneHT
HimeuunHa EGepbax
MM6X, HimeuuunHa;

MepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPOIb AKOCTI,
BUMYCK cepii:
HoBaprtic ®apma
LWtenH AT,
LLisenuapisi;

MNepBuHHE Ta
BTOPUHHE
nakyBaHHs1, BUMYCK
cepii:

Jlek
dapmacbkroTrKarnic
4.4a., BupobHuya
ainbHuUsA JNlengaea,
CrnoBeHis;

Bunyck cepii:
Hoeaptic ®apma
'M6X, HimeyunHa

Himeuuunna/
LLiseviuapis/
CnoeeHis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
npoBaXeHHs OisnbHOCTI BUpoGHMKa/imnopTepa
roTOBOrO fikapCbKOro 3acoby, BKo4arim
OinbHWL BUNYycKy cepii abo micue npoBeaeHHs
KOHTPOO SIKOCTI. (QiiNbHICTb, 3a sIKy Bignosigae
BMPOGHMK/iMNOpTep, BKITOYaKYX BUMYCK CEpiit)
3miHa agpecu BUpoGHYKa BignoeiganbHoro 3a
nepBrYHHe, BTOPWHHE NaKyBaHHS, BUMYCK cepii:
3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOro
3aCTOCyBaHHSA fikapcbKoro 3acoby y posgin
«MicuesHaxomkeHHs1 BUpobHUKa Ta 1oro agpeca
MiCList MPOBAKEHHS OiANbHOCTI» 3
BiANOBIgHNMM 3MiHAMU Y TEKCTi MapKyBaHHs
ynakoBKM nikapcbkoro 3acoby. TepmiH BBeAEHHSI
3MiH - NPOTArom 6 MicsILiB Nicnsa 3aTBEPKEHHS.
3miHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHN) OHOBMNEHHSA TEKCTY MapKyBaHHS
ynakoBKM nikapcbkoro 3acoby, 3okpema
BUYyYeHHs iHopMaLlii, 3a3Ha4YeHOi POCINCbKOID
MOBOIO, Ta BHECEHHS pefaKLiiHMX NpaBokK Mo
TekcTy. TepMiH BBEAEHHS 3MiH - IPOTAroM 6
MicsLiB nicnsi 3aTBEpPOXKEHHS.

3a
peuenmom

He
nidnsieae

UA/3165/01/02
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[TponoBkeHHs noaarka 3

Ne Hasea @Popma sunyckKy 3asisHuUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa aionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceid4yeHHs1
289. | CAHOIMYH kancynu m'ski 50 mr; Hoeapric LLIseniapis BupobHuLTBO Himeuuunna/ BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/3165/01/03
HEOPAN® no 5 kancyny dapma Al HeposdacoBaHoi LLisenuapis/ 3Mminn | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnszae
6nictepi; no 10 npoaykKLuii, KOHTPONb CnoseHis HalMeHyBaHHs Ta/abo agpecu micus
GnictepiB y SAKOCTI: NpoBaXeHHs OisnbHOCTI BUpobHUKa/imnopTepa
KapTOHHiN kopobui KaraneHt roTOBOrO fiKapCbKOro 3acoby, BKoya4m
HimeyumHa E6epbax AinbHUL BUNYycKy cepii abo micue npoBeaeHHst
'm6X, HimeuunHa; KOHTPOJIO AKOCTI. (QisNbHICTL, 3a SKy Bignosignae
BUPOGHMK/IMNOPTEP, BKIOYAKOYM BUMYCK Cepilt)
MNepBuHHE Ta 3miHa agpecu BMPOOHUKA BiAMOBiAanbHOrMo 3a
BTOPUHHE nepBUHHE, BTOPUHHE NaKyBaHHS, BUMYCK cepii:
nakyBaHHs, 3MiHM BHECEHO B iHCTPYKLIitO ANt MEAUYHOTO
KOHTPOIb SKOCTI, 3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
BUMYCK Cepil: «MicuesHaxomkeHHs1 BUpOGHMKa Ta horo agpeca
Hoeaptic ®apma MiCLUA NPOBaaXeHHS QiAnbHOCTI» 3
LWrenH AT, BiAMOBIAHVMU 3MiHAMW Y TEKCTi MapKyBaHHS
LBenuapis; ynakoBKM Nikapcbkoro 3acoby. TepMiH BBeAEHHS
3MiH - NPOTArom 6 MicauiB nicna 3aTBEPLKEHHS.
MNepBrHHE Ta 3MinHn | Tuny - 3MiHM Wwopo
BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay
nakyBaHHs, BUNYyCK (iHWi 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS
cepil: yMakoBKM MikapcbKoro 3acoby, 3okpema
Tlek BUYyYeHHSs iHopMaLlii, 3a3Ha4YeHOi POCINCbKOID
dPapmacbioTukanc MOBOIO, Ta BHECEHHS pefaKLiiHMX NpaBokK Mo
A.4., BUpobHnya TekcTy. TepmiH BBEAEHHS 3MiH - MPOTAroM 6
ainbHuus Nlengaea, MicsiLiB micnsi 3aTBEpOXKEHHS.
CnoBeHisi;
Bunyck cepii:
Hosaprtic ®apma
'M6X , HimeuunHa
290. | CAHOIMYH kancynm m’ski no 10 Hosaprtic LLisenuapis BrpobHuuTBO Himeuumna/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a He UA/3165/01/01
HEOPAN® mr; no 10 kancyn y dapma Al Hepo3dacoBaHoi LLsenuapis/ 3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae
6nicTepi; no 6 NPOoAYyKUii, KOHTPOIb CnoBeHis HaliMeHyBaHHs Ta/abo agpecu micus
GnictepiB y AKOCTi: NpoBaXeHHS AiAnbHOCTI BUpoGHWKa/imnopTepa
KapTOHHI kopobui KataneHt rOTOBOrO fikapcbKoro 3acoby, BKIoYaum

HimeuunHa E6epbax
'm6X, HimeuunHa;

MNepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SKOCTI,
BMNYCK cepii:
HoBaprtic ®apma
LTenH AT,
LLiseviLapis;

AinbHWL BUNYyCKy cepii abo micLe npoBeaeHHs
KOHTPOIIO AKOCTI. (QisNbHICTb, 3a SKy Bignosinae
BMPOGHMK/iIMNopTep, BKIOYaKUX BUMYCK CEpiit)
3miHa agpecu BUpoGHMKa BianoeigansHoro 3a
nepBUHHE, BTOPUHHE MaKyBaHHS, BUMYCK Cepii:
3MiHM BHECEHO B iHCTPYKLIitO ANt MEAUYHOTO
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
«MicuesHaxomkeHHs BUpobHUKa Ta 1noro agpeca
MicLsi MpOBaKEHHS AiNbHOCTI» 3
Bi4NOBIgHNMM 3MiHAMU Y TEKCTi MapKyBaHHs
yNakoBKM Nikapcbkoro 3acoby. TepMiH BBeAEHHS
3MiH - NpOTSAromM 6 MicsiLiB Nicns 3aTBEPAKEHHS.
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MNepBrHHE Ta 3MinHun | Tuny - 3MiHKM Wwopo
BTOPUHHE 6e3nekn/eceKTMBHOCTI Ta hapmakoHarnsgy
nakyBaHHs, BUNYyCK (iHWi 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS
cepii: ynakoBKM Nikapcbkoro 3acoby, 3okpema
TNek BUIYyYeHHS iHcbopmalLlii, 3a3Ha4eHOi POCINCLKOIO
dPapmacbioTukanc MOBOI0, Ta BHECEHHS peakLiiHMX NpaBokK Mo
A.4a., BUpobHunya TekcTy. TepmiH BBeAEHHS 3MiH - NPOTAroM 6
ninbHUus JleHpaea, MicsLiB micnsi 3aTBEpOXKEHHS.
CnoBeHis;
Bunyck cepii:
Hoeaptic ®apma
'm6X, HimeuunHa
291. | CEBIKAP TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka Haiyi CaHkio FOpoyn HimeuyunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/17647/01/02
NniBKOBOIO Pecny6bnika m6X 3MinHn | Tuny - 3MiHM Wwopo peuenmom nidnseae
o6onoHkoto, no 40 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
mr/5 mr; no 14 3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
TabneTok y 6nictepi; 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
no 2 Gnictepay MeLMYHOro 3acToCyBaHHA Ha niacrasi
KapTOHHIN navui perynsipHoO OHOBSIOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNigKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JoChigXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOBaXXEHVUM OpraHom) - 3MiHN BHECEHO B
iHCTpYKLUil0 ANs MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao posainis "OcobnusocTi
3acTtocyBaHHA" Ta "MMo6GiyHi peakuii” BianoBigHO
[0 OHOBIEHOI iHhopMalii Lwoao 6e3nekn
3aCTOCyBaHHS [il040i peYOBUHM.
292. | CEBIKAP TabneTtkn, BKpUTI 3eHTiBa, K.C. Yecbka Haivi CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a He UA/17647/01/03
NNiBKOBOO Pecny6bnika m6X 3Mminu | TUNY - 3miHun Wwopo peuenmom nionsieae

obonoHkoto, no 40
mr/10 mr; no 14
TabneTok y 6nictepi;
no 2 6nictepa y
KapTOHHIN nayui

6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepuCTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MELIMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbKoro 3acoby B
nicnapeecTpainHun nepioa, abo sk pesynbtart
OL|iHKM 3BITY 3 AoCHigKeHb, NpOBeaeHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JOChigXeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHO B
iHCTpYyKLUil0 NS MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby ao posginis "OcobnmeocTi
3actocyBaHHs" Ta "MobivHi peakuii" BignosigHo
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[0 OHOBIEHOI iHbopmalii woao 6esnekn
3aCTOCYyBaHHS Ail040i PEYOBUHM.
293. | CEBIKAP TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka [aiyi CaHkio FOpoyn HimeuyunHa BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/17647/01/01
NniBKOBOIO Pecny6nika 'm6X 3MiHn | Tvny - 3MiHn Wwoao peuenmom nidnseae
obonoHkoto, no 20 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
mr/5 mr; no 14 3MiHa y KOpOTKil XapaKTepucTULi nikapcbkoro
TabneTok y bnicTepi; 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
no 2 Gnictepa y MEANYHOro 3aCTOCYBaHHS Ha NiacTaBi
KapTOHHIN nayui perynsipHo OHOBJSIOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OUiHKM 3BITY 3 AOCNiAXeEHb, MPOBEAEHNX
BiNOBIQHO A0 NNaHy negiaTpuyHMX JOCNioKeHb
(PIP) (3MiHy y3rogkeHo 3 KOMNeTEHTHUM
YNOBHOBa)X€HUM OpraHoM) - 3MiHN BHECEHO B
iHCTPYKLUiO AN MEOMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginis "OcobnmeocTi
3acTtocyBaHHA" Ta "MoGiyHi peakuii" BianoBigHO
[0 OHOBIIEHOI iHcbopMmaLii Lwoao 6esnekn
3aCTOCYBaHHSA [ilo40i pe4YOBUHN.
294. | CEQANTIH Tabnetkn, no 10 TOB «TeBa Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nionszae UA/3271/01/01
nntoc TabneTok y 6nictepi; YkpaiHa» OynHnusa AT 3MmiHu | TUNY - 3miHn wopo peuyenma
no 1 abo 2, abo 5 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
6nictepis y navui 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
KapTOoHHiIn; no 20 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
TabneTok y 6nictepi; MeOMYHOro 3acToCyBaHHA Ha niacTaBsi
no 1 6nictepy B perynspHoO OHOBIIOBAHOTO 3BiTy 3 6e3neku
navui KApPTOHHIN nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JochigXeHb
(PIP) (iHwi 3miHW). 3MiHM BHeceHo Ao IHCTpyKLii
ONst MEAMYHOrO 3aCTOCYBaHHS MikapCbKoro
3acoby go po3aginis "lNpoTunokasaHHs",
"OcobnuBocTi 3acTocyBaHHs"BiANOBIAHO A0
iHdpopMmaLii cTocoBHO Gesneku Aito4oi pevoBUHN
MeTami3ony HaTpito. TepMiH BBEAEHHS 3MiH -
npoTsirom 3 MicsiLiB Nicnsi 3aTBEpAXKEHHS.
295. | CENINCENT® | kancynv no 250 wr; TOB «Pouw YkpaiHa Brpo6HuuTBO ITanis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/6612/01/01
no 10 kancyny YkpaiHa» Hepo3adhacoBaHoI LLisenuapis 3MiHn | TUny - AOMiHICTpaTUBHI 3MiHW. peuenmom
6nictepi; mo 10 npoayKuii; BunyyeHHs BUpOGHWYOT AinbHULI (BKITHOYa4m
GnictepiB y nakyBaHHs, AinbHULi ans A®I, npomixHoro npoaykty abo
KapTOHHIN nayui BUNpPOBYBaHHS roTOBOrO fikapcbkoro 3acoby, AinbHULi Anst

KOHTPOIO SIKOCTi:
Oenbcapm MinaHo,
C.P.J1., Itanis;
MakyBaHHs, BANYyCK
cepii: ®.XoddmaHH-

s Pow J1A,

NpoBefeHHs NakyBaHHs, BUPOGHMKA,
BiZNOBIgANbLHOro 3a BUNYCK Cepin, Micue
nNpoBeEHHS KOHTPO cepii) abo
rocTavanbHuka BUXiZHOrO MaTepiany, peareHty
ab0 4OMNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYEHO Y
focbe) BunyyeHHst BUpobHuYoi ginbHuui API
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Lsenuapis; Bunyck ModeTuny mikoceHonar, a came:
cepii: ®.XopdpmaHH- ®.Xodpdpmanr-Ns Pow JTa, Weernuapis (F.
I Pow JiTg, Hoffmann-La Roche Ltd, Switzerland) Bupo6Huk
LLisenuapis LLIO 3asIMLLIAETLCSt BUKOHYE Ti XK caMi cpyHKLUii, Lo
i BUIyYeHWN.
296. | CEHAOEKCHW | tabnetku no 70 mr AT YkpaiHa AT "Jly6Hncpapm" YkpaiHa BHECEHHS 3MiH O peecTpaUiiHMX maTepianis: Ne 10 — 6e3 UA/5432/01/01
H no 10 TabneTok y "ly6Hubap 3minn Il Tuny - 3miHm 3 axkocTi. API. peuenma;
6nictepax; no 10 m" BrpobHuuTBo. 3MiHa BUpo6HUKa Ne 50, Ne
TabneTtok y 6nicrepi, BUXIiQHOro/NMPOMIDKHOTrO NPOAYKTY/peareHTy, Wwo 100 — 3a
no 5 a6o 10 BUKOPUCTOBYHOTLCS Y BUPOBHMYOMY MpoLieci peuenmom
onictepiB y nayui A®I, abo 3miHa BUpOGHWMKa (BkNtoYaruun, ae
HeobXxigHo, MicLe NpoBeAEeHHS! KOHTPOIIO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponevicbkin bapmakonei y 3aTBepaXeHoMy
nocbe)(BBeaeHHs HoBoro BupobHuka Ad| 3
HagaHHsSM MacTep-caina Ha Adl) - BBeaeHHsi
HoBoro Bupo6Huka APl K. Maten dito
EkcTtpakwwuHa MNpisat JimiTeq, IHAia o sxe
3aTBepaKeHoro BupobHuka Ad|
Pharmaceuticals Privat Limited, IHgis
297. | CEHAOEKCHU | tabnetku no 70 mr AT YkpaiHa AT "Jly6Hucbapm” YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: Ne 10 — 6e3 He UA/5432/01/01
H no 10 TabneTtoky "Ny6Hndap 3minn | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenma; nionszae
6nictepax; no 10 m" nikapcbkui 3acib. Cuctema Ne 50, Ne
TabneTok y 6nictepi, KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa 100 - 3a
no 5 abo 10 PO3Mipy YNakoBKuM roTOBOro MikapcbKoro 3acoby peuyenmom
onictepiB y nayui (3miHa KinbKoOCTi oauHWLE (Hanpuknag TabneTok,
amnyn Towlo) B ynakoBLi) - 3miHa y gianasoHi
3aTBEPPKEHNX PO3MIPIB YNAKOBKU - 4OAABAHHS
AopaTkoBoro Buay ynakosku — no 10 Tabnetok y
6nicTepi; no 5 GnicTepis y nayui 3 KAPTOHY.
3MiHM BHeCeHO B po3ain "YnakoBka" i, Ak
Hacnigok, B po3ain "Kateropis Bignycky" B
iHCTpYKLUil0 ANs MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y 3B'sA3Ky 3 BBEAEHHAM
[04aTKOBOI YNaKoBKM Ta sIK HAcnigokK -
3aTBEPOKEHHS TEKCTY MapKyBaHHS 404aTKOBOI
ynakoBKM nikapcbkoro 3acoby. BeeaeHHs 3MiH
NpoTArom 6-T1 MicsALIB MiCNs 3aTBEPKEHHS.
298. | CEHAOEKCU | Ttabnetku no 140 wmr; AT YkpaiHa AT "Jly6Huncpapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: Ne 10, Ne 20 UA/16128/01/01
H-®OPTE no 10 Tabnetok y "Ny6Hndap 3minHun Il TMny - 3miHm 3 sikocTi. ADI. - 6es
6nictepi; no 2 abo Mm" BupobHuLTBO. 3MiHa BUpOGHUMKa peuenma;
10 GnicTepiB y BWXiQHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo Ne 100 - 3a
nayuj; no 10 BMKOPWCTOBYIOTBCS Y BUPOOHMYOMY NpoLieci peuernmom

TabneTok y 6nictepi

A, abo 3miHa BUpoOHMKa (BKMOYatoum, ae
HeobXxigHO, MicLie NPOBEAEHHSI KOHTPOIHO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BiANoBIAHOCTI

€Bponevicbkin hapmakonei y 3aTBepaXeHoMy

Oocbe)(BBEAEHHS HOBOTO BUPOGHUKa AdI 3

HagaHHaM macTtep-danna Ha APl). BeegeHHs
HoBoro BnpobHuka A®I K. Maten ®ito
EkctpakwuHa MNpisat JlimiTea.
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

299.

CEPBOHEKC
®

TabneTkn, BKpUTI
obonoHkoto, no 10
Mmr in bulk Ne
14x240: no 14
TabneTok y 6nicTepi;
no 240 6nictepiB y
KapTOHHiI kopooLi

TOB
«TMEOOAP
M NTO»

YkpaiHa

KYCYM XENTXKEP
neT NTA

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
YTOYHEHHS1 HanucaHHA peecTpauiiHoro
HoMepa B Haka3si MO3 YkpaiHu Ne 1151 Big
18.07.2025 B npoueci BHeCeHHA 3MiH (3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWI NiKapCbKNIA
3aci6. 3MiHM y BMpoGHUUTBI. 3amiHa abo
BBeAEHHS 404aTKOBOI AiNbHULI BUPOOHMLTBA
Ans YyactuHu abo BCbOro BUPOBGHUYOro npoLecy
roTOBOro MikapcbKoro 3acoby (AinbHUUsS Ans
BTOPWHHOIO NMaKyBaHHS) - BBEAEHHS
anbTepHaTuBHOro BMpobHuka TOB "TTIEAPAPM
NTAO", YkpaiHa BignosigansHOro 3a BTOPUHHE
nakyBaHHSA 3 npoaykuii in bulk, BurotosneHoi
BupoGHMKom KYCYM XENTXKEP MBT NTA,
IHgis. 3a3HaueHHs pyHKUIN 3aTBEPIKEHMX
BUPOGHMKIB. BBEAEHHS 3MiH NpoTsArom 6-Tn
MicauiB Micnsa 3aTBepaAXeHH:A. 3MiHu | Tuny -
3MiHu 3 skocTi. FoTOoBWMIA Nikapcbkuii 3acit. 3miHn
y BUpOGHULTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIO SKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
AopaBaHHsi BUpobHuKa, LU Bignosigae 3a
BBE3eHHs Ta/abo Bunyck cepii) - Bkrtovaroun
KOHTpOnb/BUNpPoBYyBaHHS cepii - BBEAEHHS
anbTepHaTMBHOro BUpobHuka TOB "TMEODPAPM
JITO", YkpaiHa BignoBigansHOro 3a KOHTPOIb
SIKOCTi Ta BUMYCK cepii 3 npoaykuii in bulk,
BUroToBneHoi BupobHukom KYCYM XENTXKEP
MBT JITA, IHAia. 3a3HadeHHst yHKUin
3aTBEpOKEeHNX BUPOOHUKIB. BBeAEHHS 3MiH
NPOTArom 6-T1 MicsALIB MiCNS 3aTBEPOXKEHHS.
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) - OHOBMNEHHS
BXe 3aTBEPKEHNX METOLIB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came: BUKIaAEeHHS TEKCTY
[Aep>kaBHOK MOBOIO 3riJHO Cy4acHUX BUMOT;
BVIKNadeHHs MapkyBaHHS in bulk y TabnuyHomy
copmari, wo e yactuHoo MKA). Pepakuis B
Hakasi - UA/15767/01/0. BipHa peaakuis -
UA/15767/01/02.

300.

CUBA30OH

TabneTku no 5 mr no
10 TabneTok y
6nictepi; no 2
Gnictepu y kopobui 3
KapTOHY

TOBAPUCT
BO 3
OBMEXEH
(e]0]
BIAMNOBIOA
JIBHICTHIO
«KOPIMOPA
LA
«300POB’A

»

YkpaiHa

TosapucTBo 3
obmexeHolto
BiAnoBiganbHIiCTO
«XapkiBCbke
dapmMaueBTUYHe
nianpveMcTBO
«300poB’st Hapoay»

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
(iHWi 3MiHK). OHOBNEHHSI TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNAaKOBOK MikapCbKoro
3acoby, a came:

- BUNy4eHo iHdopMaLito, 3a3HaveHy pOCICbKO
MOBOIO;

- NepeHeceHo MiXXHapOAHi NO3HAYEeHHS OANHMLb
BUMIpIOBaHHS;

Ymoeu Peknam Homep
aionycky yeaHHs1 | peecmpayiliHo20
noceid4yeHHs1
- UA/15767/01/02
3a UA/3052/01/01
peuenmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
- YTOYHEHO iHhopMaLito Wwoao norotmny
3asiBHMKa Ta TEXHIYHOT iHbopmaLii;
- BHECEHO He3HauHi pefakuinHi NpaBKkn B TEKCT
MapKyBaHHs yakoBOK MikapcbKoro 3acoby.
TepMiH BBEAEHHS 3MiH - NPOTSroMm 6 micsauis
nicnsi 3aTBepOXXEHHS.
301. | CUNAEHA®I TabneTku, BKpUTI AHaHTa Benuka ApTypa IHAisA BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a He UA/15398/01/01
1100 NniBKOBOO Megikeap Bputanis dapmacbtoTikansa 3minn | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom | niidnszae
AHAHTA obornoHkoto, no 100 Nta. MeT. N4, IHAis; nikapcbkuii 3aci6. 3MiHK y BUpOGHMLTBI. 3MiHa

Mr; No 4 TabneTkn y
onictepi; no 1
6nictepy B nauui; no
1 Tabnetuiy
6nictepi, no 1
6nictepy B navui

AnaHTa Megikeap
Nimiten, IHaisa

imnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepil
Ta KOHTPOIO AKOCTi FOTOBOrO JiKapCbKOro
3acoby (3amiHa abo fogaBaHHSA BUPOOHMKA, LLO
BifnoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkrtoyatoun KoHTponb/BunpobyBaHHs cepii -
AHaHTa Megaikeap Jlimiteq, IHain3miHn BHeceHo
B IHCTPYKLUIi0 ANst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu «BupobHuky,
«MicuesHaxomkeHHs1 BUpoGHUKa Ta agpeca
MiCLA NpOBaaXKEHHSI MOro AiANbHOCTI» —
BBEAEHHS [OAAaTKOBOro BUPOGHMKa Ta sk
HacnifoK 3aTBEPAXKEHHS TEKCTY MapKyBaHHS
yNaKoBOK Nikapcbkoro 3acoby. BeeaeHHst 3aMmiH
NPOTArom 3-X MIiCSILB MiCNsi 3aTBEPAXKEHHS.
3miHu | Tvny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3MiHn y BUpOGHMUTBI. 3amiHa
abo BBeAeHHS 40OaTKOBOI AiNbHULI
BMPOGHMLUTBA ANs YacTMHM abo BCbOro
BUPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (AinbHMLA, Ha ki NpoBoAATbLCH By ab-
SIKi BUPOGHMYI CcTagii, 338 BUHATKOM BUMYCKY
cepint, KOHTPOSO AKOCTi, MEPBMHHOTO Ta
BTOPUHHOIO NaKyBaHHS, AN HECTEPUIbHUX
nikapcbkux 3acobis). CynyTHs 3miHa - 3MiHK 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHu abo BCboro
BMPOGHMYOro NpoLecy roTOBOrO NikapCbKoro
3acoby (AinbHMLA ANS BTOPUHHOTO NakyBaHHS) -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMUTBI. 3aMiHa abo BBeOEHHS
[0AaTKOBOI AiNbHULI BUPOBHMLTBA ANS YaCTUHU
abo Bcboro BUpOBGHMYOro NpoLiecy roToBOro
nikapcbkoro 3acoby (AinbHWUUS NSt NePBUHHOTO
nakyBaHHS) - BBEAEHHSI [OAATKOBOI AiNbHUL
AxaHTa Megikeap IimiTea, IHgis,
BiQMNOBiganbHOI 3a BUPOGHMLTBO, NEPBUHHE Ta
BTOPWHHE nakyBaHHs [J13 BBeaeHHs 3MiH
nNpoTArom 3-X MiCAILiB MiCNs 3aTBEPAXEHHS.
3MmiHu | TUNY - 3miHKn Wwopo
6e3nekn/eceKTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHK). PegaryBaHHs iHCTPYKUii ansi
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
posginax «BupobHuk», «Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca Micus MpoBagXeHHSs Aoro
[iSnNbHOCTI» ANs MOXNMBOCTI APYKyBaTh
IHCTpPYKUIT 4N KOKHOrO BUPOBHMKA OKPEMO.
BBepneHHs 3miH npoTtarom 3-x Micsuie nicns
3aTBEpPOKEHHS.
302. | CUNAEHA®I TabneTku, BKpUTI AHaHTa Benuka ApTypa IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/15398/01/02
1 50 AHAHTA | nniBkoBoto Megikeap BputaHia dapmachbioTikans 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom nidnsieae
obornoHkoto, no 50 Nta. MeT. N4, IHAis; nikapcbkuii 3aci6. 3MiHK y BUpOGHMLTBI. 3MiHa

Mr; no 4 TabneTkn y
6nictepi; no 1
6nictepy B nauui; no
1 TabneTtuiy
6nictepi, no 1
6nictepy B navui

AHaHTa Megikeap
Nimiten, IHaia

iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii
Ta KOHTPOIO SKOCTi FOTOBOTO fiKapCbKOro
3acoby (3amiHa abo fogaBaHHsA BUPOOHMKA, LLO
BiAMOBiAae 3a BBE3eHHS Ta/abo Bunyck cepii) -
Bkrtouatoum KOHTponb/BUNPobyBaHHSA cepii -
AHaHTa Megaikeap Jlimiteq, IHain3miHnM BHeceHO
B iHCTPYKLit0 ANSt MEANYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ginv «BupobHuky,
«MicuesHaxomkeHHs1 BUpoGHUKa Ta agpeca
MiCLsi NPOBaKEHHS OTO OisANbHOCTI» —
BBE[EHHS [OAaTKOBOro BUPOBHMKa Ta 5K
HacnifoK 3aTBEPAXKEHHS TEKCTY MapKyBaHHS!
yNaKoBOK NiKapcbkoro 3acoby. BeBeaeHHs1 3miH
nNpoTArom 3-X MiCALiB MiCNs 3aTBEPAXEHHS.
3miHu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkui 3aci6. 3MiHn y BUpOGHMLTBI. 3amiHa
abo BBeAeHHSA [0AaTKOBOI AiNbHULI
BMPOGHMLUTBA ANs YacTMHM abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro fikapcbKoro
3acoby (ainbHWLSA, Ha Sk NpoBoAATbLCS By ab-
SIKi BUPOGHMYI CcTagii, 338 BUHATKOM BUMYCKY
Cepii, KOHTPOIIO SAKOCTi, MEPBUHHOTO Ta
BTOPWHHOIO NaKyBaHHSI, ANl HECTEPUIBbHUX
nikapcbkux 3acobis). CynyTHs 3miHa - 3MiHK 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3amMiHa abo BBeOEeHHS 40OaTKOBOI
AinbHUUI BUpobHULTBa AN YacTuHK abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro fikapCcbKoro
3acoby (QinbHWULSA AN BTOPUHHOIO NaKyBaHHS) -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpoOHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKoBOT AiNbHULI BUPOBHULTBA ANS YacTUHU
abo Bcboro BUpOBGHMYOro NpoLiecy roToBOro
nikapcbKkoro 3acoby (AinbHWUUS ANst NePBUHHOTO
nakyBaHHs1) - BBEIEHHS OAATKOBOI AiNbHUL
AnaHTa Megikeap Iimitea, IHgis,
BifNoBiganbHoi 3a BUPOOHULTBO, MEPBUHHE Ta
BTOPUHHE nakyBaHHs 13 BBegeHHs 3MiH
nNpoTArom 3-X MiCAILIB MiCNs 3aTBEPAXKEHHS.
3MinHn | TMny - 3MiHKM Wwopo
6e3nekn/eddeKTMBHOCTI Ta hbapMakoHarnsay
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(iHWi 3miHK). PegaryBaHHs iHCTPYKUii ans
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ginax «BupobHuky, «MicuesHaxomKeHHs
BMPOGHMKa Ta agpeca Micus MpoBag)XeHHSs Aoro
AISNbHOCTI» ANS MOXIMBOCTI APYKyBaTh
IHCTPYKUIT ANs KOXHOro BUPOGHMKA OKPEMO.
BBepneHHs 3miH npoTtarom 3-x Micsuie nicns
3aTBEPAKEHHS.
303. | CUMBIKOPT NMOPOLLOK Anst AcTtpa3eHek LBeuis BUIOTOBIEHHS, Lseuis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/5433/01/02
TYPBYXANE iHranauin, a Ab HanoBHEHHS, 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
P Ao3oBaHui, no 160 KOHTPOIb SKOCTI, nikapcbkuii 3aci6. 3miHn y BUpoBbHMUTBI. 3MiHa
MKr/4,5 Mkr/gosa; no MapKyBaHHS, po3mipy cepii (BkMo4atoumn gianasoH po3mipy
60 nos abo no 120 BTOPUHHE cepii) roToBoro nikapcbkoro 3acoby (36inbLUeHHs
003 y NNacTUKOBOMY nakyBaHHs1 Ta A0 10 pasiB NOPIBHSHO i3 3aTBEPMHKEHUM
iHranaTopi; no 1 BUMYCK Cepil: po3mipoM) 3MiHEHO PO3Mip cepii roToBOro
iHranaTopy B Actpa3eHeka Ab nikapcbkoro 3acoby 3 makcumym 60 000
KapTOHHiIN kopobui iHranaTopie 4o AianasoHy Big 225000 o 360
000 iHranaTopis 3anexHo Big A403yBaHHS Ta
KiNbKOCTi 403, pO3Mip cepii NPOMIXXHOro
npoaykTty, 6yaecoHigy dopmorepony,
3anuwaeTbCst HE3MiHHUM.
160/4,5, 60 gos -360 000 iHransTopis; 160/4,5,
120 pos -225 000 iHransitopis; 320/9, 60 go3 -
320 000 iHransTopis.
BBegeHHs 3miH npoTarom 3-x Micauis nicns
3aTBEPKEHHS.
304. | CUMBIKOPT MOPOLLIOK ANst Actpa3eHek LLBeuis BUIOTOBIEHHS, Lseuis BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a UA/5433/01/03
TYPBYXANE iHranauin, a Ab HanOBHEHHS, 3MmiHn | TMny - 3miHK 3 aKocTi. [oToBUIA peuenmom
P Ao3oBaHwui, no 320 KOHTPOIb SKOCTI, nikapcbkuii 3aci6. 3mMiHn y BUpoBbHMUTBI. 3MiHa
Mkr/9,0 mMkr/go3a; no MapKyBaHHS, po3mipy cepii (Bkntoyarumn gianasoH po3Mipy
60 go3y BTOPUHHE cepii) rotoBoro nikapcbkoro 3acoby (36inbweHHs
nnacTMKoBoMy nakyBaHHs Ta [0 10 pasiB NOPIBHSHO i3 3aTBEPIHKEHUM
iHransTopi; no 1 BUMYCK cepii: po3mipoM) 3MiHEHO PO3Mip cepii roToBOro
iHransaTopy B Actpa3eHeka Ab nikapcbkoro 3acoby 3 makcumym 60 000
KapTOHHIN kopobui iHranaTopis 4o AianasoHy Big 225000 o 360
000 iHransTopis 3anexHo Big AO3yBaHHS Ta
KinbKOCTi 403, pO3Mip cepii NpOMiXXHOro
npopykTty, 6yaecoHiny dopmotepony,
3anuWaeTbCst HE3MIHHUM.
160/4,5, 60 no3s -360 000 iHransTopis; 160/4,5,
120 pos -225 000 iHransitopis; 320/9, 60 fo3 -
320 000 iHransTopis.
BBegeHHs 3miH npoTarom 3-x MicsauiB nicns
3aTBEPKEHHS.
305. | COJIEKC® TabneTku, BKPUTI Pisochapm LLisenuapis PiBocbapm CA LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: 3a UA/14312/01/01
NniBKOBOI CA 3MinHn | TMny - 3MiHKM Wwopo peuenmom

ob6onoHkoto, no 400
mr; no 10 TabneTok
y GnicTepi; no 3
Gnictepn y
KapTOHHI kopobui

6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBepneHHsa abo 3MiHM 40 y3aranbHeHVX AaHux
npo cuctemy dapmakoHarnsgy (BBefeHHs
ysaranbHeHWX JaHnX Npo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHoBaxeHoi ocobu,
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Kpaina
eupobHUKa

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)
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3asisHUK

Ymoeu Peknam
eionycky yeaHHs1

Kpaina
3asi8HUKa

Bupo6bHuk

PeecmpauitiHa npoyedypa Homep

peecmpayiliHo2o

noceio4yeHHs1

306.

CONNAQEH

TaBNeTKN PO3YMHHI;

XaneoH HOK

Benuka

nakcoCmiTKnanH

Ipnangis

BiAnNoBiganbHOI 3a 3AiNCHEHHS
chapmakoHarnsiay; KOHTaKkTHOT ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, AKLwo BoHa
BiAMiHHa Bif yNnOBHOBaXeHOi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-anna cuctemm
apmakoHarnagy) - 3miHa KOHTaKTHUX JaHKX
YNOBHOBaXXEHOI 0CO6U 3asiBHYMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
capmakoHarnag B YkpaiHi. [litova pegakuis:
LWynby Onbra CepriisHa. NponoHoBaHa
pegakuia: Mancrep MapuHa 'eHHagiiBHa.

307.

CONNAJEIH
AKTUB

no 2 Tabnetkn y
CTpuni; no 6 cTpunis
Y KapTOHHIlA kopobui

TabneTkn, BKpUTI

TpengiHr
Nimiten

XaneoH 0K

Bputanis

Benuka

OaxrapsaH Jlimiteq

nakcoCmiTKnanH

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHM Wwopo
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MELMYHOro 3aCTOCyBaHHs Ha NiacTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNigKEHb, NPOBEOEHMX
BiANOBIAHO A0 NnaHy negiaTpuyHMX JoChigXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHMM OpraHom).
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWIi BMAW B3aemogain", "OcobnmeocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHo 0o
OHOBIIEHOI iHchopmalii 3 6esneku aitoyoi
peyoBUHYM (NapavueTamony) 3rigHo 3
pekomeHaauismm PRAC.

3a He
peuenmom

nidnsieae

UA/4740/01/01

o06onoHKoto; Mo 12
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHiIl kopobui

TpengiHr
Nimiten

BpuTaHis

OanrapsaH Jlimiteq

IpnaHais

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNY - 3miHK Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepuCTuLi NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MELIMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku

3aCTOCYBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpadinHun nepioa, abo sk pesynbtaTt
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX JOChigXeHb

(PIP) (3MiHy y3romKkeHo 3 KOMNEeTEHTHUM

YNOBHOBaXXEHWM OpraHom).

be3
peuenma

nionsieae

UA/12239/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiHWM BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3acTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta
iHWi BMAW B3aemogain”, "OcobnmeocTi
3actocyBaHHs", "MobiuHi peakuii” BignosigHo oo
OHOBJIEHOI iHchopmalii 3 6esnekn aitoyoi
peyoBMHYM (NapaveTamory) 3rigHo 3
pekomeHgauismm PRAC.
308. | COHAMAKC® | TabneTku, BKpUTI TOB "BAYLU YkpaiHa dapmsaBog €nbca Monbla BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/4499/01/01
10 Ml ob6onoHkoto, no 10 XENC A.T. 3MiHun Il TMny - 3miHm 3 akocTi. ADI. (iHWi 3miHK) peuenmom
wmr; no 30 TabneTtok YKPAIHA" - OHOBIIEHHS MacTep-thaisy Ha APl ans
y GnicTepi; no 2 TiopnaasuHy rigpoxnopuay 3 sepcii 2020-07 Ha
Gnictepu B Bepcito 2023-11.
KapTOHHIN kopobui
309. | COHAMAKC® | TabneTku, BKPUTI TOB "BAYLU YkpaiHa dapmsaBog €nbca Monblwa BHECEHHs1 3MiH JO peecTpaUiiHMX maTepianis: 3a UA/4499/01/03
25Mrr obornoHkoto, no 25 XENC AT. 3minm Il Tuny - 3milm 3 axkocTi. A®I. (iHLWi 3MiHW) peuyenmom
mr; no 20 TabneTtok YKPAIHA" - OHOBIIEHHS MacTep-thaisy Ha APl ans
y GnicTepi; no 3 TiopnaasuHy rigpoxnopuay 3 sepcii 2020-07 Ha
6nictepu B Bepcito 2023-11.
KapTOHHiIN kopobui
310. | CTEPOKOPT kpem 0,1 %; no 15r MPAT YkpaiHa BignosiganbHWM 3a YkpaiHa BHECEHHS1 3MiH [0 peecTpauinHnMX maTtepianis: 6e3 nidnsieae UA/7784/01/01
® y Ty6i; mo 1 1y6i y "®ITOPAPM BMPOBHMLTBO, 3MmiHu | TUnYy - 3miHn wopo peuenma
navui 3 KapToHy " nepBuHHe, BTOPUHHE 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsgy
nakyBaHHs, (iHWi 3MiHK) 3MiHM BHeceHoO B IHCTpykKUito Ans
KOHTPOIb SIKOCTi Ta MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby
BUNYCK cepii: Ao po3giny "Mo6iyHi peakuii” WwWoao 3BiTyBaHHA
MPAT npo noGiyHi peakuii Ta 4o po3ainy
«PITODAPM», "Micue3HaxomKeHHS 3asiBHUKA" LLOAO0 BHECEHHS
YkpaiHa; KOHTaKTHUX JaHuX 3asiBHMKA. BBeoeHHs 3MiH
BignoBiganbHUN 3a nNpoTSArom 6 MicsiLiB Nicns 3aTBEpPOXKEHHS.
BUNYCK cepii, He
BKITHOYa0UM
KOHTponb/Bunpobys
aHHSA cepii:
MPAT
"OITOPAPM",
YkpaiHa;
BiAnoBiganbHWI 3a
BUPOGHULTBO,
nepBUHHE, BTOPUHHE
naKyBaHHs,
KOHTPOIb SIKOCTI:
AT "Ny6Hndapm",
YkpaiHa
311. | CTUMON® MOPOLLIOK LUXMYYMIA BIOKOAEKC dpaHuis BIOKOAEKC ®paHuis BHECEHHS 3MiH [0 peecTpauiiHUX MaTepianis: bes UA/12606/01/01
ONS NPUroTyBaHHSA 3miHu | Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenma

opanbHOro PO3YnHy
noir,noire
nakeTuky; no 18
nakeTuKiB B
KapTOHHI kopobui

HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpaLiiHoro noceig4yeHHs). 3MiHa
MiCLIe3HaXOMKEHHS KOPUANYHOT 0cobun 3asiBHMKA
(BnacHuka peecTpauiiHoro nNocBig4YeHHs): 3MiHu

| TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

aionycky

yeaHHs

peecmpayiliHo2o
noceio4yeHHs1

HaiMeHyBaHHsi Ta/abo agpecu Micus
NpoBapKeHHs AisnbHOCTi BUpobHuMKa/iMnopTepa
roTOBOrO flikapcbKoro 3acoby, BKIovaym
OinbHULI BUNYCKy cepii abo Micue npoBegeHHs
KOHTPONIO AKOCTI. (QisiNbHICTb, 3a SKy Bignosigae
BUPOGHMK/IMNOPTEP, BKIOYAKOYM BMMYCK CEPIl).
3MiHa agpecu rpranM4Hoi ocobn BUpoBHMKa.
Bupo6Huya ainbHWUs Ta BCi BUpOGHMYI onepadii
3anuwatoTbest 6e3 amiH. 3MiHn | Tuny - 3miHn
oo 6esnekun/edhekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHm oo
y3aranbHeHuX AaHux Npo cUctemy
hapmakoHarnsiay (BBeAeHHS y3aranbHEHUX
AaHuX Npo cuctemy hapmakoHarnsgy, 3aMiHa
yNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
3iicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu
3 (papMakoHarnagy 3asiBHVMKa Ans 34iNCHEHHS
chapmakoHarnagy B YkpaiHi, SKLWO BOHA
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHM y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHOI 0cobyu 3asBHMKa,
BignoBiganbHoI 3a hapmakoHarnsg. 3MiHa
MiCLie3HaxOMKeHHs MacTep-anna cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiNCHEHHS
OCHOBHOI AisinbHOCTI 3 dhapmakoHarnsgy. 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi. [itova pegakuis:
Llanka OneHa BonogumupieHa. MponoHoBaHa
pepakuisa: Bucoubka Onbra NpuropisHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHWMKa,
BignoBiganeHoi 3a dpapMakoHarnag B YKpaiHi.

3a

UA/2787/01/01

312.

CTPE3AM®

kancynu no 50 wmr;
no 12 kancyny
6nicTtepi, no 5
onicTepiB y nauyuj;
no 20 kancyny
6nicTepi, no 3
Gnictepu y nayui

BIOKOOEKC

DdpaHLuis

BIOKOAEKC

PpaHuia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHMKa
(BnacHuka peecTpauiiHoro nocBig4eHHst). 3miHa
MicLie3HaxXO4KEeHHS opuanYHOI ocobu 3asiBHUKA
(BnacHuka peecTpaliniHoro nNocBig4eHHs ). 3MiHK

| Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBafXeHHs AisnbHOCTI BUpOGHMKa/imnopTepa
rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
AinbHWL BUNYycKy cepii abo micle npoBeaeHHs
KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a sIKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaYM BUMYCK CEpil).
3miHa opyauyHoi agpecu BupobHuka M3.
Bupo6Huya ginbHuUs Ta yci BUpobHUYi onepallii
3anuLIaloTbCsl He3MiHHUMUW. 3MiHu | Tuny - 3MiHK

wono 6esnekn/edekTUBHOCTI Ta

peuenmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHuUX AaHuX Npo cuctemy
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX
[AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiaanbHoI 3a
3fiicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu
3 (hapmakoHarnagy 3asBHUKa 4ns 30iINCHEHHA
dapmakoHarnsgy B YKpaiHi, SKLWo BOHa
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-taina cuctemm
dapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MiCLie3HaXoMKEHHA MacTep-ganna cuctemm
bapmakoHarnsgy. 3MiHa micus 30iNCHEHHS
OCHOBHOI AisinNbHOCTI 3 hapmakoHarnsay. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
dapmakoHarnag B YkpaiHi. [itoua pegakuis:
LLlanka OneHa BonogumupieHa. MponoHoBaHa
penakuisi: Bucoubka Onbra MpuropisHa. 3miHa
KOHTaKTHUX AaHWUX KOHTAKTHOI 0COOW 3asiBHUKA,
BignoBigansHoi 3a dpapMakoHarnag B YKpaiHi.
313. | CTPOBAK® niogpinizoBaHui CrtpaTtmaHH HimeuunHa CrtpatmaHH M'm6X HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/17029/01/01
NOpOLUOK ANs 'M6X enp eHp Ko. KI 3minn 1l Tuny - 3miHu 3 akocTi. A®Il. KoHTponb peuenmom
cycneHsii ans Ko. KI" A®I. 3miHa y napameTpax cneuundikauiv Ta/abo
iH’ekuin; 1 donakoH 3 OOMYyCTUMUX MEX, BUSHAYEHUX Y crieumdikaLlisx
niocpinizoBaHnm Ha A®I, abo BMXiZHWA/MPOMIKHWI
NMOPOLLKOM (0AHa npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
po3a)i 1 amnyna 3 npoteci BupobHmuTea AdI (3miHa nosa mexamm
po34nHHKKOM o 0,5 3aTBepKeHOro gianasoHy y cneumdikaii Ha
M1 (antoMmiHito A®I). 3miHa gonycTuMmx Mex y cneuudikauii Ha
docdat 2%, Boga A®| ona nokasHuka "ImyHoreHHicTb" 3 RP
Ans iH'eKuin) B (Relative Potency (%))=0.6-2.2 po RP=0.5-1.3.
KapTOHHiI kopobuyj;
3 dpnakoHu 3
niocpinizoBaHnM
nopoLUKoM i 3
amnynu 3
po34unHHKKOM o 0,5
M1 (antoMmiHito
docat 2%, Boaa
ons iH'ekuin) B
KapTOHHI kopobui
314. | CYHITUHIB- Kancynu Teepai no TOB «TeBa YkpaiHa TeBa I13painb BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/20299/01/01
TEBA 12,5 mr; no 7 kancyn YkpaiHa» dapmaueBTikan 3miHu | TUNY - 3miHK Wwopo peuernmom
TBEpAMX y BnicTepi; IHpacTpis IlTa. 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay

no 4 6nictepu B
KapTOHHiIN kopooLi

(iHLWi 3MiHK) - OHOBMNEHHS TEKCTY MapKyBaHHS
NEPBMHHOI Ta BTOPUHHOI YNAKOBOK MikapCbKoro
3acoby. BBegeHHs 3MiH NpoTsiroM 6-TW MicsiLiB
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nicns 3aTBepAKEHHs!
315. | CYHITUHIB- Kancynu Teepai no TOB «TeBa Ykpaina Tesa I3painb BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/20299/01/02
TEBA 25 wr; no 7 kancyn YkpaiHa» dapmaueBTikan 3MinHun | Tuny - 3MiHKM Wwopo peuernmom
TBepaux y bnictepi; IHpacTpis NTA. 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
no 4 Gnictepu B (iHLWi 3MiHW) - OHOBNEHHSA TEKCTY MapKyBaHHS
KapTOHHiI kopooLi NepPBUHHOI Ta BTOPUHHOI YNAaKOBOK MikapCbKoro
3acoby. BBegeHHs 3MiH NpoTsiroM 6-Tu MicsiLiB
nicnsa 3aTBepAKEeHHs
316. | CYHITUHIB- Kancynu Teepai no TOB «TeBa YkpaiHa TeBa I3painb BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/20299/01/03
TEBA 50 mr; no 7 kancyn YkpaiHa» dapmauesTikan 3MmiHu | TUnY - 3miHn Wwopo peuenmom
TBepauX y bnictepi; IHpacTpis NTA. 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsgy
no 4 Gnictepu B (iHWi 3miHN) - OHOBNEHHS TEKCTY MapKyBaHHsI
KapTOHHIN kopobLi NEePBUHHOI Ta BTOPUHHOI YMAKOBOK MikapCbKoro
3acoby. BBegeHHst 3mMiH NpoTArom 6-Tn MicsAuiB
nicns 3aTBepAKEHHS!
317. | CYTEHT kancynu no 37,5 wr, Mdpansep CLUA Mdpanzep Itania C. ITanisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/7785/01/04
no 7 kancyny IHK. p. n. 3MmiHu | TUNY - 3miHn wopo peuenmom
6nictepi; no 4 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
onictepn y 3miHa YacToTy Ta/abo TepMiHiB NogaHHs
KapTOHHIN kopobLi perynsipHo OHOBIIOBAHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobiB. 3MiHM y YyacToTi Ta gaTax
nofaHHsi perynsipHo OHOBMOBAHOTO 3BITY 3
6esneku.
[itova pepakuis: YactoTta nogaHHs perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku 1 pik. KiHueBa
pata ans BkntoYeHHs aaHux go PO36 -
30.04.2018 p. Jata nogaHHs - 09.07.2018 p.
MponoHoBaHa peaakuisa: Yactota nogaHHs
perynsipHO OHOBIOBAHOIO 3BiTy 3 6e3nekn 3
poku. KiHueBa aaTa Anst BKMKYEHHS AaHNX A0
POSB - 30.04.2026 p. flata nogaHHs -
29.07.2026 p. PekomeHgoBaHo Ao
3aTBepKEHHS BIANOBIAHO 4O NepioANYHOCTI
NOAaHHS perynspHO OHOBITHOBAHKX 3BITIB 3
6e3neku nikapcbknx 3acobis y €C.
318. | CYTEHT kancynu no 25 wmr; Mdpanzep CLUIA Mdpanzep Itania C. ITanis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/7785/01/02
no 7 kancyny IHK. p. n. 3miHu | TUNY - 3miHu Wwopo peuernmom

6nictepi; no 4
Gnictepu y
KapTOHHiIN kopobui

6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3miHa yacToTu Ta/abo TepMiHiB NogaHHs
perynsipHo OHOBJOBAHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobiB. 3MiHM y 4acToTi Ta AaTax
noAaHHs peryrsipHoO OHOBIHOBAHOIO 3BITY 3
besneku.

[itoya pepakuis: YactoTa nogaHHs perynsipHo
OHOBMOBaHOTO 3BiTYy 3 6e3neku 1 pik. KiHueBa
nara ons BkroveHHs aadux go PO36 -
30.04.2018 p. Oata nogaHHs - 09.07.2018 p.
MponoHoBaHa peaakuis: Yactota nogaHHs
perynsipHO OHOBIIOBAHOIO 3BiTy 3 6e3neku 3
poku. KiHueBa aaTa Anst BKIMKOYEHHS AaHNX A0
PO3b - 30.04.2026 p. Jata nogaHHs -
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

29.07.2026 p. PekomeHgoBaHo 8o
3aTBEpAKEHHSI BIANOBIAHO 40 NEPIOANYHOCTI
NoAaHHsA perynsipHO OHOBIHOBAHMX 3BITIB 3
6e3neku nikapcbkmx 3acobis y €C.

319.

CYTEHT

kancynu no 50 wmr,
no 7 kancyny
6nictepi; no 4
Gnictepu y
KapTOHHiI kopooLi

Mdpanzep
IHK.

CLWA

Mdpanzep Itanisa C.

p. N

ITania

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHun | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa yacToTu Ta/abo TepMiHiB NogaHHs
perynspHo OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobis. 3MiHM y YacToTi Ta Aatax
NOAaHHS perynsipHO OHOBITIOBAHOIO 3BiTy 3
Gesneku.

[itoya pegakuia: Yactota nogaHHa perynsapHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku 1 pik. KiHuesa
paTta ans BkntoYeHHs aaHux go PO36 -
30.04.2018 p. Jata nogaHHga - 09.07.2018 p.
MponoHoBaHa peaakuis: YactoTa nogaHHs
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku 3
poku. KiHueBa aaTa Anst BKMKYEHHS AaHNX 0
POSB - 30.04.2026 p. flata nogaHHs -
29.07.2026 p. PekomeHgoBaHoO 4o
3aTBepAKEHHS BIONOBIAHO 40 NEPIOANYHOCTI
NOAaHHS perynspHO OHOBITHOBAHMX 3BITIB 3
6e3neku nikapcbkmx 3acobis y €C.

3a
peuenmom

UA/7785/01/03

320.

CYTEHT

kancynu no 12,5 wr;
no 7 kancyny
6nicTepi; no 4
Gnictepn y
KapTOHHIN kopobui

Mdparnzep
IHK.

CLA

Mdpansep Itania C.

p. n.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHK Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
3miHa yacToTu Ta/abo TepMmiHiB nogaHHA
perynsipHo OHOBIIOBAHMX 3BIiTiB 3 6e3neku
nikapcbkunx 3acobiB. 3miHM y YacToTi Ta gaTax
NOAAHHS PerynsapHO OHOBIIOBAHOIO 3BITY 3
6esneku.

[itoya pepakuis: YactoTta nogaHHsA perynspHo
OHOBMIOBaHOTO 3BiTYy 3 6e3neku 1 pik. KiHueBa
pata ans BkntoYeHHs aaHux go PO36 -
30.04.2018 p. Jata nogaHHs - 09.07.2018 p.
MponoHoBaHa peaakuis: Yactota nogaHHs
perynsipHo OHOBIIOBAHOIO 3BiTy 3 6e3neku 3
poku. KiHueBa AaTa Anst BKMYEHHS! AaHNUX 0
POS3B - 30.04.2026 p. ata nogaHHs -
29.07.2026 p. PekomeHgoBaHo A0
3aTBEepAKEHHS BIANOBIAHO 40 NEpPiOANYHOCTI
nofaHHsi peryrnsipHo OHOBMIOBAHUX 3BITIB 3
6esneku nikapcbknx 3acobis y €C.

3a
peuenmom

UA/7785/01/01

321.

TAKHI NOHI

Kancynm
NPOSIOHroBaHoI Ajii
TBepai no 0,5 mr; no
10 kancyn
NPOSIOHroBaHoI Ajii
TBEpAMX y bnictepi;
no 5 Gnictepis B

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmMaLeBTUYHUIA
3aBof TeBa

YropwuHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TUNy - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiicbkinn dapmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHoOCTi abo BUNy4YeHHs cepTudikata
BigNOBIAHOCTI €BponeWnchbkin dapmakonei: ans

3a
peuernmom

UA/20185/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
anoMiHieBOMy A®I; onsa BuxigHoro
nakeri, Wo MIiCTUTb matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BOJIOrONoOrfnMHaouni BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
nakeTuk; no 1 [OMOMDKHOI peYOBUHM (CepTudikaT
antoMiHiesomy BiANoBigHOCTI €Bponencokivi hapmakonei) -
nakeTy B KapTOHHIN OHoBReHni ceptudikat Big, y>ke 3aTBEpAXEHOro
Kopobui BUPOGHMKA - MNogaHHS OHOBMNEHOro cepTudikaTa
BignoBigHocTi €Bponewnchkin hapmakonei CEP
2018-233 -Rev 04 (3atBepaxeHo: RO-CEP
2018-233 -Rev 03) gnsa A®| takponimyc
MOHOTIApAT Bifl Y>Ke 3aTBEpAXKEHOTO BUPOOHMKa
Teva Czech Industries s.r.o.
322. | TAKHI IOHI Kancynm TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/20185/01/02
NPOMOHIroBaHoI Aji YkpaiHa» dapmMaueBTUYHUIA 3miHu | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
TBEpai no 1 mr; no 3aBog Tea BignosigHocTi/E-cepTudikaT BignoBigHoCTI
10 kancyn €Bponeiickkin hapmakonei/MoHorpadii.
NPOSIOHroBaHoI Aii MogaHHA HOBOro abo oHoBMeHoro cepTudikara
TBEpPAMX y GnicTepi; BignoBigHocCTi abo BUNyYeHHs cepTudikata
no 5 Gnictepie B BignoBigHOCTI €BponeWicbkin hapmakonei: ans
antomiHieBomy A®I; onsa BuxigHoro
nakerTi, Wo MIiCTUTb mMaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
BOJIOrONornnHaouni BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
nakeTuk; no 1 [OMOMIXKHOI peqoBuHU (cepTudikar
antomiHieBomy BignoBigHocTi €Bponeichkii hapmakonei) -
nakeTy B KApTOHHI OHoBneHun cepTudikaT Bif yxe 3aTBepaKeHoro
Kopobui BUpPOOHMKa - MNoaaHHs OHOBMNEHOro cepTudikata
BignoBigHocTi €Bponeincekii papmakonei CEP
2018-233 -Rev 04 (3aTBepaxeHo: RO-CEP
2018-233 -Rev 03) gnsa A®I takponimyc
MOHOTiApaT Bif y>Ke 3aTBEpAXKEHOro BUPOOHMKa
Teva Czech Industries s.r.o.
323. | TAKHI NNOHI Kancynm TOB «TeBa Ykpaina AT YropwuHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/20185/01/03
NPOSIOHroBaHoi Aii YkpaiHa» dapmaLeBTUHHUIA 3miHu | TUny - 3miHu 3 akocTi. CepTudikat peuernmom
TBepAi no 3 mr; no 3aBoa Tea BignosigHocTi/lE-cepTudikat BignosigHoCTI
10 kancyn €Bponevicbkin dapmakonei/moHorpadii.
NPOSIOHroBaHoi Aii MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
TBEpAUX y BnicTepi; BignoBigHOCTi abo BUny4eHHsi cepTudikata
no 5 6nictepis B BiANoBigHOCTI €Bponenceki hapmakonei: aons
antomiHieBomy A®I; ansa BuxigHoro
nakeTi, WO MiCTUTb matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BOJIOrOMOrNNHAYMUIA BMKOPUCTOBYIOTBECS Y BUPOOHMLTBI APl; ang
nakeTuk; no 1 [OMNOMiXHOT peqoBuHU (cepTudikat
antomiHieBomy BignoBigHocTi EBponeichkii hapmakonei) -
nakeTy B KAPTOHHI OHoBReHn cepTudikat Big, y>xe 3aTBEpAXEHOro
kopoobui BUPOGHKKa - [MoaaHHs OHOBNEHOro cepTudikaTta
BignoBigHocTi €Bponeincokiii papmakonei CEP
2018-233 -Rev 04 (3atBepgxeHo: RO-CEP
2018-233 -Rev 03) anst A®| Takponimyc
MOHOFiApaT Bifl y>Ke 3aTBEPAXKEHOro BUPOOHMKa
Teva Czech Industries s.r.o.
324. | TAKHI NOHI Kancynu TOB «TeBa YkpaiHa AT YropwwmHa BHECEHHS 3MiH 40 peecTpauiHMX maTepianis: 3a UA/20185/01/04
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
NPOSIOHroBaHoI Aii YkpaiHa» dapmaLeBTUYHUIA 3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT peuernmom
TBepAi no 5 mr; no 3aBog TeBa BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
10 kancyn €Bponeickkin hapmakonei/MoHorpadii.
NPOSIOHroBaHoI Aii MogaHHA HoBoro abo oHoBneHoro cepTudikara
TBepAux y bnictepi; BianosigHocTi abo BMNyYeHHsi cepTudikaTta
no 5 Gnictepis B BignoBigHOCTI €BponeWichkin hapmakonei: ans
anoMiHieBOMY A®I; onsa BuxigHoro
nakeri, Wo MIiCTUTb matepiany/peareHTy/npoMiKHOrO NPOAYKTY, LLO
BOJIOrONOrfNHaounin BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
nakeTuk; no 1 [OMOMDKHOI peqoBUHM (CepTudikaT
arntomiHieBomy BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
nakeTy B KapTOHHIN OHoBReHui cepTudikaT Bif y>xe 3aTBepAXEeHOro
Kopobui BUPOGHMKa - MNogaHHS OHOBMNEHOro cepTudikaTa
BignoBigHocTi €Bponewcekin dapmakonei CEP
2018-233 -Rev 04 (3atBepaxeHo: RO-CEP
2018-233 -Rev 03) gnsa A®| Takponimyc
MOHOTIApAT Bifl Y>Ke 3aTBEpAXKEHOro BUPOOHMKa
Teva Czech Industries s.r.o.
325. | TAKHI IOHI Kancynum TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/20185/01/01
NPOSIOHroBaHoI Aii YkpaiHa» dapmaueBTUYHUIA 3MinHn | Tuny - 3MiHM Wwopo peuenmom
TBepai no 0,5 mr; no 3aBog TeBa 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
10 kancyn (iHWi 3miHK) - OHOBNEHHS TEKCTY MapKyBaHHsI
NPOMOHIroBaHoI Aji NepBUHHOI Ta BTOPUHHOI YMAKOBOK MiKapCbKOro
TBEpAMX y bnicTepi; 3acoby. BBeEHHS 3MiH NPOTSIroM 6-TW MicsLiB
no 5 Gnictepis B nicnsa 3aTBepaKEeHHs
antoMiHieBomy
nakeTi, Wo MiCTUTb
BOJIOrONOrNUHa4Yui
nakeTuk; no 1
antomiHieBomy
nakeTy B KApTOHHI
Kopobui
326. | TAKHI NOHI Kancynm TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/20185/01/02
NPOSIOHroBaHoi Aii YkpaiHa» dapmaLeBTUHHUIA 3minu | TUNY - 3miHun Wwopo peuenmom
TBepai no 1 mr; no 3aBof TeBa 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
10 kancyn (iHLWi 3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHs
NPOSIOHroBaHoiI Aii NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
TBepaux y bnictepi; 3aco0y. BBeAEHHS 3MiH NPOTSAroM 6-Tu MicsLiB
no 5 Gnictepis B nicnsa 3aTBepaKeHHs
antomiHieBomy
nakeTi, Wo MIiCTUTb
BOJIOrONOrN1Ha4Yu1i
nakeTuk; no 1
antoMiHieBomy
nakeTy B KApTOHHI
Kopooui
327. | TAKHI NOHI Kancynm TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a UA/20185/01/04
NPOSIOHroBaHoiI Aii YkpaiHa» dapmaLeBTUHHUIA 3MmiHu | TUNY - 3miHK Wwopo peuenmom
TBepadi no 5 mr; no 3aBof TeBa 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy

10 kancyn
NPOSIOHroBaHoI Agii

(iHWi 3miHK) - OHOBNEHHS TEKCTY MapPKyBaHHsI
NepBMHHOI Ta BTOPUHHOI YNAaKOBOK MiKapCbKoro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
TBEpPAMX y GnicTepi; 3acoby. BBefeHHs 3MiH NPOTArom 6-Tu MicsLiB
no 5 Gnictepis B nicnsa 3aTBepaKEHHs
anoMiHieBOMY
nakeri, Wo MiCTUTb
BOMOronNorfmMHa4mn
nakeTuk; no 1
anoMiHieBOMY
nakeTy B KAPTOHHIN
Kopobui
328. | TAKHI JIOHI Kancynm TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH O peecTpaUiiHMX maTepianis: 3a UA/20185/01/03
NPOSIOHroBaHoI Aii YkpaiHa» dapmaueBTUYHUIA 3MinHn | Tvny - 3MiHM Wwopo peuenmom
TBEpAi no 3 mr; no 3aBog TeBa 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
10 kancyn (iHWi 3miHN) - OHOBNEHHS TEKCTY MapKyBaHHsI
NPOMOHIroBaHoI Aji NepBUHHOI Ta BTOPUHHOI YMAKOBOK MiKapCbKOro
TBEpPAMX y GnicTepi; 3acoby. BBeeHHs1 3MiH NPOTArom 6-Tu MicsiLiB
no 5 Gnictepie B nicnsa saTtBepaXeHHs
antoMiHieBomy
nakeTi, Wo MiCTUTb
BOJIOrONOrN1Ha4mi
nakeTuk; no 1
anoMiHieBOMy
nakeTy B KapTOHHIN
Kopobui
329. | TA®JNIOTAH® | kpanni oyHi, 15 CaHTteH AT PiHnsHais "in bulk", nepuHHe AnoHis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/10158/01/01
MKr/Mm; no 2,5 mny nakyBaHH4, Hinepnangn 3MinHn | Tuny - 3MiHK Wwopo peuenmom
dnakoHi; no 1 KOHTPOIb SKOCTI: 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
hnakoHy 3 CaHTeH BBeneHHs abo 3miHM [0 y3aranbHEHWX gaHUx
KpanerbHuueto- PapmachbtoTikan Ko., npo cuctemy dapmakoHarnagy (BBefeHHs
HaKiHLiBHMKOM Ta JItg., Cira MnawrT, y3aranbHeHuX AaHuX Npo cuctemy
KPULLIKOIO B AnoHisi; BupobHuk dapmakoHarnsay, 3MiHa yrnoBHOBaXeHoi ocobu,
KapTOHHiIN kopooLi BignoBiganbHWIM 3a BignoBiganbHoI 3a 34iCHEHHSA
BUNYCK cepii: dapmakoHarnsay; KOHTakTHoOi ocobu 3
CaHTeH AT, dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
PiHnaHAais; dapmakoHarnagy B YKpaiHi, Ko BoHa
AnbTepHaTMBHUIA BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BUPOGHMK, BiANoBiganbHOI 3a 3AiINCHEHHSA hapMakoHarnsay
BignoBiganbHWIA 3a (BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
BTOPUHHE pO3MilLieHHi MacTep-anna cuctemm
naKyBaHHS: apmakoHarnsigy). 3MiHa KOHTakTHOI ocobu
MaHydakTypiHr 3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsaj B
MakariHr ®apmaka YKpaiHi.
(MNo) B.B., [Hitoua pegakuisi: CaBueHko OmuTpo CepriioBuy.
Higepnangwn [MponoHoBaHa pepakuis: ®egopeHko Banepis
MakcumiBHa. 3MiHa KOHTAKTHUX OAaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
dapmakoHarnag B YkpaiHi.
330. | TOBI®IIAMIH | kpanni o4Hi, AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/17663/01/01
cycneHsig no 5 mny "KNIBCBKW BITAMIHHAW 3minu | Trny - 3miHu 3 sikocTi. FoToBUIA peuenmom
nakoHi n 3ABO[T" nikapcbkuii 3aci6. 3MiHu y BUpOGHMLTBI. 3amiHa
nonieTuneHoBomy 3 BITAMIHHU (BUPOBHMLTBO 3 abo BBeAEeHHSA 404ATKOBOI AiNbHULI
KpanenbHuUelo Ta N 3ABOO" npoaykuii in bulk BMPOGHMLUTBA ANsi YacTMHM abo BCbOro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTpOreM nepLuoro «Pacapm C.A.», BMPOGHMYOro NpoLEecy roToBOro NikapCbKoro
pO3KpUTTS, Mo 1 peuis) 3acoby (iHLWi 3MiHW) - BeAEHHS anbTepHaTUBHOI
donakoHy B navui OiNbHULi ONPOMIHEHHS 4na cTepunisaLii
nakyBasnbHMX MaTepianie Sterigenics Italy S.p.A.,
Via Marzabotto 4, 40061 Minerbio Bologna Italy.
3MiHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6 (iHWwi 3MiHK)
- 3MiHa Ha3BMW NocTavaribH1Ka KOMMNOHEHTIB
NepPBUHHNX NakyBarbHUX MaTepianie i3 ARGO
SA Ha ALPLA GREECE S.M.S.A.
331. | TOBI®PJIAMIH | kpansi o4Hi, AT YkpaiHa PA®APM C.A. peuis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: - UA/17664/01/01
cycnensisi in bulk: no | "KUIBCbKW 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
5 mn y dnakoHi n nikapcbkui 3aci6. 3MiHn y BUpo6HMUTBI. 3amiHa
nonieTuneHosomy 3 BITAMIHHU abo BBeAeHHS [0aTKOBOI AiNbHULI
KpanenbHuUeto Ta n 3ABOO" BUPOBHMLUTBA NS YacTuHM abo BCbOro
KOHTPOMeM nepLLoro BMPOBHMYOro NpoLEecy roToBOrO NiKapCbKoro
po3kpuTTH, Nno 100 3acoby (iHLWi 3MiHK), BBEAEHHS arnbTepHaTUBHOI
dnakoHiB y OiNbHULI ONPOMIHEHHA Ana cTepunizauii
KapTOHHiIN kopobui nakyBarnbHux maTepianis Sterigenics Italy S.p.A.,
Via Marzabotto 4, 40061 Minerbio Bologna ltaly.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkui 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuUiA 3aci6 (iHWwi 3MiHK)
3MiHa Ha3BM NocTavarnbHUKa KOMMOHEHTIB
NepBUHHMX NaKyBanbHUX MaTtepianis i3 ARGO
SA Ha ALPLA GREECE S.M.S.A.
332. | TPAEKTON TabneTkn, BKpUTI Pisochapm LLiBenuapis Pisodpapm CA LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/20823/01/01
NniBKOBOIO CA 3MinHn | Tuny - 3MiHM Wwopo peuenmom

o6ornoHkoto, no 400
mr; no 5 TabneTok y
onictepi, no 1
Gnictepy y
KapTOHHIN nayui

6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHUX AaHux Npo cUcTemy
dapmakoHarnsay, 3MiHa yrnoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKLWwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiA4noBiganbHoI 3a 34iNCHEHHSA dhapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-thainna cuctemm
hapmakoHarnsigy) 3MiHa ynoBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
[Hitoua pepakuisi: Oosine MapciHke / Dovile
Marcinke. NponoHoBaHa peakuis: AksiniHa
PiykyTe / Akvilina Rickute. 3MiHa KOHTaKTHMX
[OaHunx ynoBHoBaxeHoi ocobu, BianoBiganbHoi 3a
hapmakoHarnsig. 3miHa KoHTakTHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. fitova pegakuis: Wynby Onbra
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Ne

Haszea

®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
CepriiBHa. lNponoHoBaHa peakuis: Mawctep
MapwuHa 'eHHagiiBHa.

333. | TPAXICAH TabneTkn ons AnbneH LLIseniapis EHrenbrapg HimeyunHa/ BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: be3 UA/6121/01/01
CMOKTaHHs; no 10 dapma Al ApuHaimitTTens Ykpaina 3Mminu | TURY - 3miHK Wwopo peuenma
TabneTok y 6nicTepi; Mv6X & Ko.KT, 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
no 2 6nictepu B HimeuyuuHa; BBepneHHs abo 3miHM [0 y3aranbHEHUX AaHux
KapTOHHiN kopobui BMPOBHWK, LLO npo cuctemy dapmakoHarnagy (BBeAeHHs

Bignosigae 3a y3ararnbHeHVX AaHux npo cuctemy
BBE3EHHS, KOHTPOIb dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
Ta BUNyCK cepii: BiAnNoBiganbHOI 3a 3AiNCHEHHS
TOB "TIK-®APM", dapmakoHarnagy; KOHTakTHoi ocobu 3
Ykpaina thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHA
BiMiHHa Bif, YNOBHOBaXXeHOI ocodu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-anna cuctemm
capmakoHarnsgy) - 3MiHa ynoBHoOBaXeHo|
ocobu 3asBHKKa, BianosiganbHOI 3a
bapmakoHarnsg,.
Litoua pegakuisi: Dr. Leonardo Ebeling / Op.
JleoHapgo EGeniHr. MNponoHoBaHa peaakuis: Dr.
Anja Hofner / Op. AHa XodHep.
3MiHa KOHTaKTHMX JaHWUX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganeHoi 3a hapMakoHarnsag.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsaj B
YkpaiHi. 3miHa MicLe3HaxomKeHHst MacTep-
banina cuctemu chapmakoHarnsgy Ta moro
HoMepa. 3MiHa MicLs 34iNCHEHHS OCHOBHOT
[isNbHOCTI 3 hapmakoHarnsgy.

334. | TPU3UNIH PO34UH ANS iH'eKUiN, TOB HB® Ykpaina BiAMNoBiAanbHUA 3a Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/9897/01/01
100 mr/Mnno5mn e | "MIKPOXIM" BMPOGHMLUTBO Ta 3miHu | TUNY - 3miHun Wwopo peuenmom
amnyni; no 5 amnyn KOHTpOnb/ 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.

y KaceTi; no 2 BUNPOOYBaHHS, HE BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
KaceTu y nauui 3 BKIHOMAK4M BUMNYCK npo cuctemy dapmakoHarnsgy (BBegeHHs
KapTOHY cepii: y3aranbHeHUX AaHuxX Npo cUctemy
MpuBaTtHe dapmakoHarnsay, 3MiHa YnoBHOBaXeHOi ocobw,
akuioHepHe BiANOBiAanNbHOI 3a 34INCHEHHS
TOBapUCTBO (hapmakoHarnsigy; KOHTakTHoi ocobu 3
"Jlekxim-Xapkis", hapmakoHarnsay 3asiBHUKa Ans 30ilNCHEHHS
YkpaiHa; dapmakoHarnagy B YkpaiHi, SKLWwo BoHa
BignoBiganbHUN 3a BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BUPOOHMLTBO Ta BiNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
KOHTpOnb/ (BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
BUNpobyBaHHs cepii, po3MilLeHHi MacTep-thainna cuctemm
BKITHOHA04M BUMYCK dapmakoHarnsay) 3miHa ynoBHOBaXeHOi ocobu
cepii: 3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsa.
TOB HB® [Hitoua pepakuisi: €BcTpaToBa IpuHa IropiBHa.
"MIKPOXIM", MponoHoBaHa pegakuis: Montox Hatanis
YkpaiHa; €BreHiBHa. 3MiHa KOHTaAKTHUX JaHUX
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BiANoBiganbHUiA 3a yrNoBHOBaXeHOI 0cobu 3asiBHMKa,
BUMYCK cepii, He BignoBiganbHoI 3a chapmakoHarnsig
BKIIOYaK0YN
KOHTPOnb/BUNpobyB
aHH#A cepii:
TOB HB®
"MIKPOXIM",
YKpaiHa
335. | TPUMCINA TabneTkn, BKpUTI Makneoac IHAis Makneoac IHpis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/8739/01/01
200 nniBKOBOKO dapmacbloT dapmackroTrKarnic 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
obornoHkoto, no 200 vkanc Nimiten nikapcbkuii 3aci6. KoHTponb rotoBoro
Mr, no 6 TabneTok y Nimiten nikapcbkoro 3acoby (iHwWi 3miHW) - nepeknag
cTpuni, no 1 a6o no MKA 3 pocincbkoi MOBM Ha yKpaiHCbKy MOBY Ang
5 cTpunis y npuBeAeHHs y BiAMOBIAHICTb i3 BUMOraMun YMHHOI
KapTOHHIN ynakoBLyj; pegnakuii Hakazy MO3 YkpaiHu Ne 426 Big
no 15 tabnetok y 26.08.2005. MKA (Bepcis eCTD 0003).
ctpuni; no 1 abo no BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
2 ctpunn y 3aTBEPOKEHHS.
KapPTOHHIN ynakoBuj
336. | TPUDPAC® Tabnetku no 5 wmr; MeHapiHi JTriokcembypr BUPOBHMLUTBO HimeuunHa BHECEHHS1 3MiH O peeCTpaLiiHMX maTtepianis: 3a UA/2540/01/02
COR no 10 TabneTtok y IHTepHeLLOoH Tabnetok in bulk, 3MinHn | Tuny - 3MiHKM Wwopo peuenmom
6nictepi; no 3 an KOHTpPOrb cepii: 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
onictepny OnepenoH BEPJIIH-XEMI AT, 3miHa YacToTy Ta/abo TepMmiHiB NogaHHs
KapTOHHiI kopobui [ HimeuuunHa; kiHUeBe perynsipHO OHOBIOBaHMWX 3BiTiB 3 6e3neku
JTrokcembypr nakyBaHH4, nikapcbkux 3acobiB - 3MiHM y YacToTi Ta gaTax
C.A. KOHTPOIb Ta BUMYCK NOAAHHS PerynspHO OHOBIIOBAHOIO 3BITY 3
cepil: 6e3neku.
BEPJIH-XEMI AT, [itoya pepakuis: Yactota nogaHHsa perynsipHo
Himeuunna OHOBMOBAHOTO 3BiTYy 3 6e3nekn 13 pokis.
KiHueBa gata ans BknoyeHHs gaHux no PO36 -
14.04.2025 p. JaTa nogaHHs - 13.07.2025 p.
MponoHoBaHa peaakuis: Yactota nogaHHs
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku 8
poKiB.
KiHueBa gata ans BknoYeHHst gaHnx go PO36 -
03.06.2025 p. Aata nogaHHs - 01.09.2025 p.
PekomeHgoBaHoO A0 3aTBEpOXEHHS BiANOBIAHO
[0 NepioANYHOCTI MOAaHHSA perynspHo
OHOBIOBaHWX 3BITIB 3 6e3Mnekn nikapcbkux
3acobiB y €C.
337. | TPULUUTPOH NMOPOLLOK Ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: be3 nidnsieae UA/18162/01/01
EKCTPA opanbHOro posuuHy, | "®apmaueBT "®apmaueBTnYHa 3MmiHu | TUNY - 3miHK Wwopo peuenma
no 10 abo 30 cawe n4yHa komnaHisi "dapKoC" 6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsagy.
Y KapTOHHIlA Kopobui KOMMNaHisi 3MiHa y KOpOTKil XapaKTepuCTULLi nikapcbkoro
"®apKoC" 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans

MeOMYHOro 3aCTOCyBaHHSA Ha NiacTasi
perynsipHo OHOBIIOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKoro 3acoby B
nicnapeecTpadinHuin nepiod, abo sk pesynbtaTt
OLliHKM 3BITY 3 AocnigXeHb, NpOBeAEHMX
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BiAMNOBIQHO 0 NNaHy negiaTpu4HuX SocnigkeHb
(PIP) (3MiHYy y3rogXeHo 3 KOMNEeTEHTHUM
YMNOBHOBaXXEHUM opraHom) - 3MiHN BHECEHO B
IHCTPYKUito 4Nt MEAMYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sainis "B3aemopis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUAn
B3aemogin", "OcobnuneocTi 3actocyBaHHA" Ta
"MobiuHi peakuii" BignoBigHo iHpopmalii Lwoao
©e3nekn 3aCToCyBaHHS k0401 PeYOBUHN —
napaueTtamon — 3rigHo pekomeHaauii PRAC.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
338. | TPIBOHOP TabneTkn, BKpUTI MicTtpan AHrnia CiHTOH XicnaHis, C. Icnania BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/19142/01/01
NniBKOBOKO Kenitan JI. 3MinHn | Tvny - 3MiHn Wwopo peuenmom nidnseae
o6onoHkoto no 20 MeHepxmeH 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
mr; no 14 TabneTok T JlimiTeq 3MiHa y KOpOTKil XapaKTepucTuLi nikapcbkoro
y 6nictepi; no 2 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
Gnictepn y MeLMYHOro 3acToCcyBaHHA Ha niacrasi
KapTOHHIN navui perynsipHoO OHOBSIOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OLjiHKM 3BITY 3 AOCMiIKEHb, MPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX JOChioXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXX€HUM OpraHoMm).
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Mo6iyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOI
iHpopmalii 3 6e3neku Aito4oi peyoBUHM
(napokceTuHy) 3rigHo 3 pekomeHgauismm PRAC.
TepMiH BBEAEHHS 3MiH - NPOTSrom 6 micsauis
nicnsi 3aTBEpOXXEHHS.
339. | TYBEPKYNIH | Po3uunH ons iH'ekuin TOB YkpaiHa TOB "MMIOM'EP YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/16762/01/01
nnaRT 23 2TO/0,1 Mnno 1,5 "Mom'ep PAPMA" BUMNPAaBIEHHSI TEXHIYHOI MOMUITKMN Y 3B’A3KY 3 peuenmom
Ssi Mn po3ynHy (15 po3) dapma” (BMpPOOHMLTBO 3 NopyLUEHHAM NOCMIAOBHOCTI HyMepauii
y chnakoHi; no 1 nakyBaHHs in bulk NOKa3HWKIB METOLAIB KOHTPOSO SKOCTI
hnakoHy y ipMn-BUpOBHYMKa
KomnnekTi 3 15 En [Oxen BakumHec
camobrokyr4YnMmn Ei/Ec, OaHis)
wnpuuamm y
KOHTYPHil
YapyHKOBIN ynakosLi
abo 6e3 KOHTYpHOI
YapyHKOBOI
yMaKoBKM y
KapTOHHiIN kopobui
340. | YKPEH3UM Kancynu Teepgi 3 TOB YkpaiHa BUPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: bes nionsizae UA/20187/01/01
10000 racTpope3nCTeHTHN "TNEOPAP nepBUHHE 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenma
MU rpaHynamm no M nTa" nakyBaHHs, nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
150 mr, no 10 BTOpUHHE abo BBeAEHHSA [0AATKOBOI AiNbHUL
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

kancyn y 6nictepi,
no 2 abo 10
GnictepiB y
KapTOHHIN ynakoBL

nakyBaHHs,
KOHTPOIb SKOCTI,
BUNYCK cepii
abo
BMPOGHMLUTBO
npogykuii in bulk:
KYCYM XEJNTTXKEP
MBT NTA, IHais;
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUMYCK cepii 3
npoaykuii in bulk:
TOB «MEODPAPM
NITO», Ykpaina

BMPOGHMLUTBA AN YacTMHM abo BCbOro
BUPOGHMYOro MpoLLEeCy FOTOBOO NiKAapCbKOro
3acoby (AinbHMUSA ANs BTOPMHHOIO NaKyBaHHS) -
BBepneHHs anbTepHaTnBHOrO BUpo6HMKka TOB
"TNEAPAPM NTA", YkpaiHa BianoBigansHOro 3a
BTOPWHHE MaKyBaHHs 3 Npoaykuii in bulk,
BUrOTOBNEHOT BUPOGHNKOM KYCYM XENTXKEP
MBT JITA, IHgia. 3a3HadeHHs1 yHKUIN Bxe
3aTBepOKeHOro BUpobHuka. 3MiHN BBEAEHHI 3
MeTOoHo 36iNnbLeHHs 06'eMiB BUPOBHULITBA
npoaykuii. BBeaeHHsi 3MiH npoTarom 6-tu
MicsuiB nicns saatBepakeHHs. 3MiHu | Tuny -
3MiHu 3 skocTi. FoTOoBWMIA Nikapcbkuii 3acit. 3miHn
y BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHTbCS BUMYCKY Cepil Ta KOHTPOO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHS BUpoOHMKa, LLO BiAMOBIiAaE 3a
BBe3€eHHsi Ta/abo Bunyck cepii) - Bkntovaroum
KOHTpOnb/BUNpobyBaHHs cepii - BBegeHHs
anbTepHaTuBHOro BupobHuka TOB "TTIEAPAPM
JITAO", YkpaiHa BignoBiganbHOro 3a KOHTPOnb
SIKOCTi Ta BMNYCK cepii 3 npoaykuii in bulk,
BurotosneHoi BupobHukom KYCYM XENTXKEP
MBT NTA, IHais.
3a3HayeHHs yHKLI BXe 3aTBEPIKEHOrO
BMPOGHWMKa. 3MiHW BBEAEHHI 3 METOIO
36inbLUeHHsi 06'eMiB BUPOBGHMLTBA NPOAYKLIii.
3MiHM BHECEHO B iHCTPYKLIito ANt MEAUYHOrO
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
«BunpobHuK», «Micue3aHaxoaKeHHs1 BUpobHmKa
Ta agpeca Micus NpoBagKeHHs 1oro
AiSNbHOCTI» y 3B’A3Ky 3 BBEAEHHSIM 404ATKOBOTO
BUPOGHWKA, SIK HACMiAOK — 3aTBEPKEHHS] TEKCTY
MapKyBaHHSs1 yakoBOK MikapcbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW) - 3MiHW BHECEHO B TEKCT
MapKyBaHHsi MEPBUHHOI (MyHKT 6) Ta BTOPUHHOIT
(nyHkTn 3, 5, 12, 16, 17) ynakoBok nikapcbKoro
3acoby. BBeeHHst 3MiH NpoTsArom 6-Tu MicsuiB
nicnsa 3aTBEpAXXEHHS.

341.

YKPEH3UM
10000

Kancynu Teepgi 3
racTpope3nNCTEeHTHU
MW rpaHynamu no
150 wmr, in bulk: no
10 kancyny
6nicTepi, no 200
GnicTtepiB y
KapTOHHiIN kopooLi

TOB
"TNELGAP
M NTO"

YkpaiHa

KYCYM XEJNTTXKEP
NBT NTAO

IHaisa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3amiHa
abo BBeAeHHSA 10AaTKOBOI AiNbHUL
BMPOBHMLTBA ANs YacTuHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (QinbHWULSA AN BTOPUHHOIO NakyBaHHS) -
BBepneHHs anbTepHaTnBHOIrO BUpo6HMKka TOB
"TNMEQPAPM NTA", YKpaiHa BignoBiganbHOro 3a

UA/20186/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BTOPWHHE MaKyBaHHs 3 Npoaykuii in bulk,
BUroToBrneHoi BupobHukom KYCYM XENTXKEP
MBT JITA, IHgis. 3a3HadeHHs1 yHKUI BXe
3aTBepOKeHOro BUpobHuka. 3MiHN BBEAEHHI 3
MeToto 36inbLUeHHs1 06'emiB BUPOBHULITBA
npoaykuii. BBeAeHHsi 3MiH npoTarom 6-Tu
MicauiB nicns saatBepakeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoToBWI nikapcbkuii 3aci6. 3miHn
y BUpOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCSI BUMYCKY Cepil Ta KOHTPOIO SKOCTI
roTOBOro nikapcbKkoro 3acoby (3amiHa abo
JopaBaHHsi BUpobHuKa, LU Bignosigae 3a
BBe3€eHHsi Ta/abo Bunyck cepii) - Bkntoyaroum
KOHTpOnb/BUNpobyBaHHs cepii - BBeaeHHs
anbTepHaTUBHOro BMpoGHuka TOB "IMELPAPM
JITA", YkpaiHa BignoBiganbHOro 3a KOHTPOnb
AKOCTi Ta BUNYCK cepii 3 npoaykuii in bulk,
BUroTOBNEHOT BUPOGHMKoM KYCYM XENTXKEP
MBT ITA, IHgis. 3a3HadyeHHs1 yHKUI BxXe
3aTBEPAKEHOr0 BUPOOHUKA. 3MiHW BBEOEHHI 3
MeTolo 36iNnblueHHs 06'emiB BUPOBHULTBA
npoaykuii. BeeaeHHs 3miH npoTtarom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
342. | YPOMYHE- cnpen IHMYHOTE IcnaHis IHMYHOTEK, C.J. IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/20269/01/01
MB140 / cybniHreanbHui, K C.N. 3minu | TUNY - 3miHun Wwopo peuenmom
UROMUNE- cycnensig, 300 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
MV140 FTU/mn; no 9 mny (iHWi 3MiHK) - 3MiHW BHECEHO B TEKCT
dnakoHi 3aKkpuTomy MapKyBaHHs1 NEPBUHHOI (MyHKTK 2, 6) Ta
nnacTMKoBUM BTOPWHHOI (NyHKTK 2, 3, 9, 17) ynakoBOK
annikaTopom i3 nikapcbkoro 3acoby
BOynoBaHUM
po3snunoBayemM, no
2 pnakoHa y
nnacTyKOBi Kopobui
343. | PABPA3VM® | nopoLuok Ans CaHodi b.B. | Higepnanau BMPOGHMLTBO IpnaHais BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/10306/01/01
NpUroTyBaHHS KiH4eBOro NpoayKTy 3minu | Trny - 3miHm 3 sikocTi. ADl. KoHTponb peuenmom

KOHLeHTpaTy (5
Mr/Mn) AN pO3YUHY
ans iHdysin; no 5 mr
abo no 35 mry
donakoHi; no 1
dnakoHy B
KapTOHHiIl kopobui

(fill/finish), koHTpOMnb
cepii/BunpobyBaHHs,
nepBuHHa Ta
BTOPVHHA YNaKoBKa,
[03BIN Ha BUMYCK
cepii:
[xeHsanm IpnaHg
JlimiTen

Ad®Il. 3miHa y napameTpax cneuudikauin Ta/abo
[OMYyCTUMUX MEX, BUSHAYEHUX Y crieumdikaLlisx
Ha A®I, abo BUXiAHWUIA/NMPOMIXXHMIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BUpo6HuuTea AP (iHLWi 3MiHK) -
3MiHa giana3oHy 403 raMmma-onpoMiHEeHHS Anis
nonepeaHbO ynakoBaHOi, ONPOMIHEHOT KONOHKU
Capto Adhere 3 28-34 kI'p go 25-40 kI'p 3 yacom
06po6KkU > 4 roAnHY NPU KOHTPOi BUXIAHUX
mMarepianis Ans BAPOOHMLUTBA Ait040i pe4HOBUHM.
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTrO NikapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBepOKEeHUX MeToaax
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BUNPOOYBaHHS) - HE3HAYHA 3MiHa Y
3aTBepAKEHUX MeToaax BunpobysaHHsa N3 ans
napameTpy «BMiCT KACHIO B ra3osin asi
PnakoHy».
344. | ®EMOCTOH TabneTku, BKpUTI ABGOTT Hinepnanau ABGOTT Hinepnangu BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/4837/01/01
® KOHTI nniBKOBOKO Xenckea Bionoaxikans b.B. 3MiHn | TMny - 3minHun 3 sikocTi. A®Il. KoHTponb peuenmom
obonoHKoto, Mo 1 Mpopaktc A®I. 3miHa y meTogax BunpobyBaHHsi APl abo
mr/5 mr; no 28 B.B. BUXigHOro MaTepiany/npoMixxHoro

TabneTtok y 6nicrepi;
no 1, abo 2, abo 3
6nictepu B kopobui

npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPKEHNX MeToAax BUNpobyBaHHS).
HesHauHi 3MiHKn B 3aTBEpPOKEHOMY METOAj
«Headspace gas chromatographic determination
of dichloromethane, and semi quantitative
determination of ethanol and methyl tertiary butyl
ether in dydrogesterone» ans gito4oi pe4yoBuHM
avpporectepoH. 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb ADL. 3miHa y napameTpax
crneundikaii Ta/abo gonycTMMmUX Mex,
BM3Ha4eHux y cneuudikauisx Ha APl abo
BUXIQHWA/NPOMIDKHWUIA NpOayKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(monoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigNOBIAHUM METOAOM BUNPOBYBaHHS).
[onoBHeHHs cneundikaLii APl augporectepoHy
HOBWM MOKa3HUKOM AOMILLKN A 3 HOPMYBaHHAM
<0,10 % y BignosiaHocTi MoHorpadii EP 2357
Dydrogesterone Ta oHOBMNeHHs BiANOBIAHOIO
aHanitnyHoro metoay (BEPX). 3minm | Tuny -
3miHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikaui Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y cneumdikadisx Ha A®l, abo
BUXiOAHUA/NPOMIXXHWI NpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOrO NMOKa3HMKa SKOCTi
(Hanpuknag BUMYYEHHS 3acTapinoro
nokasHuka)). BunyuenHs 3i cneumdikadii AdI
ounaporectepoHy TecTy «Specific rotationy.
3miHa 0bymoBneHa NpUBEAEHHSIM Y
BignosigHocTi Bumor EP. 3MiHu | Tuny - 3miHu 3
skocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTUMUX MEX,
BMU3HaYeHuX y cneuudikauisix Ha Adl, abo
BUXIOHWA/NPOMDKHWUIA NPOOYKT/peareHT, LWo
BMKOPUCTOBYIOTLCS Y npoLeci BupobHuutea AdI
(BUNYYEHHS1 HE3HAYHOIO NMOKa3HMKa SIKOCTI
(Hanpvknag BUNyYeHHs 3acTapinoro
nokasHuka)). BunyuenHs 3i cneumdikadii AdI
avpporectepoHy TecTy «Clarity of a 5% m/V
solution in dichloromethane». 3miHa
0obyMoBIeHa NpUBEAEHHSIM Y BiAMNOBIAHOCTI
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Bumor EP. 3miHun | Tuny - 3miHm 3 sikocTi. ADI.
KoHTponb A®Il. 3miHa y napameTtpax
crneungikai Ta/abo gonycTMMmMx Mex,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BVXiOHUA/MPOMIKHWI NPOAYKT/peareHT, Lo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(BUMNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTi
(Hanpvknag BUNyYeHHs 3acTapinoro
nokasHuka)). BunyyeHHs 3i cneumdikauii AdI
ounpporectepoHy TecTy «Heavy metals».
He3HauHi pegakuinHi yTouHeHHs B cneuudikauii
nito4oi pevoBuHU. 3MiHK | TMNy - 3MiHM 3 SIKOCTI.
A®I. BUpobHMLTBO (iHLWi 3MiHK). HesHauHe
OHOBMeHHs po3giny 3.2.5.2.2.0nuc
BMPOGHMYOro NpoLecy Ta NOro KOHTPOS» Ans
Lil0401 PeYOBMHU ONOPOrecTeEPOH, NPUBEAEHHS
iHdbopMaUii y BiANOBIAHICTb A0 haKTU4HOT
iHdbopmaLii B opuriHanbHUX AOKYMEHTax
BUpoGHMKa. 3MiHKM | TRy - 3MiHK 3 skocTi. ADI.
Cuctema KOHTenHep/3aKynoptoBanbHWI 3acio
(iHWi 3miHK). He3HayHe OHOBNEHHS po3ainy
3.2.S.6.Cuctema KoHTelHep/3akynoptoBanbHUi
3acib, npuBeaeHHs iHpopmallii y BiANOBIAHICTb
00 hakTUYHOI iHpopmalLii B opuriHanbHUX
OOKyMeHTax BUpoOHuka. 3miHu | Tuny -
AamiHicTpaTVBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLsl NPOBafXXEHHs! QisNbHOCTI
BUPOGHKKa (BKINOYaK4n, 3a HeobXigHOCTI, Micue
NPOBELEHHS KOHTPOIO SKOCTi), abo BNacHuka
macTtep-darina Ha ADI, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTy, L0 3aCTOCOBYHOTLCS Y BUPOOHULITBI
A®I (sKWO 3a3Ha4YeHO y AOCHE Ha NikapCbKui
3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y OOCHE).
OHoBneHHsA po3giny 3.2.S.2.1.BupobHuk(-u) ans
L0401 PeYOBMHU ONAPOrecTEPOH, a came
OHOBMEHHS Ha3BM BUpoOHuKa Proketal
(BuXigHUI MaTepian Ans Ail4oi pe4YoBUHN
avpporectepoH) 3 Dishman Pharmaceuticals
and Chemicals Limited Ha Dishman Carbogen
Amcis Limited Ta oHOBneHHst agpecu
BMPOGHMKa. Takox peAakuiiHe yTOYHEHHS
dopmaTy HanucaHHsi aapecu 3aTBEPAXEHNX
BMPOGHWKIB anaporectepoHy Jetpharma SA,
Switzerland Ta Microchem S.R.L., Italy. 3miHu |
Tuny - 3MiHn 3 sikocTi. A®L. KoHnTtponb A®L. 3miHa
y napameTpax cneumaikauin Ta/abo gonyctummx
MeX, BU3Ha4YeHux y cneumdikauiax Ha A®I, abo
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BUXIOHWA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuutea Ad|
(BUMNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTi
(Hanpvknag BUMyYeHHs 3acTapinoro
nokasHuka)). BunyyenHs 3i cneumdikauii AdI
AnaporectepoHy nokasHuka «UV absorption».
3MiHa obymoBreHa npMBeAeHHAM y
BignosigHocTi Bumor EP.

345.

OEHIBYT

Tabnetkun no 250 wmr;
no 10 Tabnetok y
6nictepi; no 1, abo
2, abo 3, abo 5
GnicTepiB y nayui 3
KapTOHY

ToBapuctso
3
obmexeHo
Bignosiganb
HicTio "HKC-
OAPM"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHa 3asiBHuKa J13 (MIBIT) (BnacHuka
peecTpauinHOro NOCBiAYeHHS) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460). TepMiH BBeOEHHS
3MiH NPOTAroM 6 MicALiB NiCNs 3aTBEPOYKEHHS.
3MinHn | Tvny - 3MiHn Wwopo
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHUx
npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHUX AaHux Npo cUcTemy
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBigANbHOI 3a 3AiNCHEHHS
thapMakoHarnagy; KoHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif ynoBHOBaXeHOi ocobu,
BiANoBiganbHOI 3a 3AiMCHEHHSA dhapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-thaina cuctemm
dapmakoHarnsgy). 3MiHa ynoBHoBaxeHoi ocobu
3asBHUKA, BiAMNOBIAaNbHOI 3a hapmakoHarnsg.
[itoya pepakuis: N'yHs Onbra OnekcaHapiBHa.
[MponoHoBaHa pepakuis: AkosuileHa BikTopis
BonoammupiBHa. 3MiHa KOHTaKTHUX OAHWX
yMNOBHOBaXeHOI 0coby 3asBHMKa,
BignoBiganbHoI 3a hapmakoHarnsg. 3miHa
MiCLie3HaxXOMKeHHs MacTep-anna cuctemm
chapmakoHarnsgy Ta noro Homepa.
3MiHa Micus 3AiMCHEHHS OCHOBHOI AisANbHOCTI 3
dapmakoHarnsay.

3a
peuenmom

UA/14615/01/01

346.

DEHKAPON®

Tabnetku no 10 mr;
no 10 TabneTok y
6nictepi; no 2
Gnictepu y navui 3
KapTOHY

AT «Onda»

JatBia

AT «Onda»

JartBis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3minu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpaLiiHoro noceig4eHHs). 3MiHa
Ha3BwW Ta agpecu 3asBHuka. 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLsl NPOBaXXEHHSsI QisNbHOCTI
BMPOOHWKa/imnopTepa roToBoro nikapcbkoro
3acoby, BKMYao4mM ginbHUL BUNYyCcKy cepii abo
MicLie NPOBEAEHHS KOHTPOMIO SKOCTI.
(misnbHicTb, 3a sKy Bignosigae
BUPOGHMK/IMNOPTEP, BKIOYAOYM BUMYCK CEPIlt).
3miHa Ha3BuW Ta agpecu BUpobHuka 13. 3miHn

6e3
peuenma

nidnsieae

UA/3782/01/02
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BHECEHO B iHCTPYKLUIO ANsi MegnyHoro
3aCTOCyBaHHS fnikapcbkoro 3acoby y po3ginu
«BupobHuk», «MicuesHaxomkeHHs BUPOGHMKa
Ta ioro agpeca Micusi TPOBapKEHHS
LiSiNbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHSs1 yMakoBKU MikapcbKoro 3acoby.
BBepgeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHux
npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHuX AaHux Npo cUctemy
capmakoHarnsgy, 3miHa ynoBHoBa)KeHoi ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
thapMakoHarnagy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITHOYAIOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOI 0cobyu 3asBHMKa,
BiANOBiAanNbHOI 3a 34INCHEHHS
apmakoHarnsgy.
3MiHa Micue3HaxomkeHHa MmacTep-canna
cucTeMu chapmakoHarnsgy (y 3B'si3ky i3
aaMiHICTpaTMBHO 3MiHO).3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLsl NPOBafXXEHHs! QisNbHOCTI
BUPOGHKKa (BKINOYak4n, 3a HeobXigHOCTI, Micue
NPOBELEHHS KOHTPOIO SKOCTi), abo BNacHuka
macTtep-darina Ha ADI, abo noctadyanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
nNpoayKTy, L0 3aCTOCOBYHOTLCS Y BUPOOHMLITBI
A (AKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKnii
3acib) 3a BigcyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI [OMOMIXKHOT
PEYOBUMHM (SIKLLO 3a3HAYEHO Y AoCbe). 3MiHa
Ha3BM Ta agpecu BUpobHvka ADI. [itoua
pepakuia: MKA N3: AT «OnanHdapmy», Natsis
3.2.S.2.1 Manufacturer(s): JSC “Olainfarm” 5
Rupnicu str., Olaine, LV-2114, Latvia.
MponoHoBaHa pepakuis: MKA J13: AT «Onday,
NaTBisa 3.2.S.2.1 Manufacturer(s): Olpha AS
Rupnicu iela 5, Olaine, Olaines novads, LV-
2114, Latvia. 3miHun | Tvny - 3MiHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3miHK). 3MiHN BHECEHO B TEKCT
MapKyBaHHS NEPBUHHOI (MYHKT 6) Ta BTOPMHHOI
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(nyHkTM 12, 13, 17) ynakoBOK JikapCbKoro
3acoby. BBefeHHsi 3MiH npoTsirom 6 micsuis
nicnsa 3aTBegKeHHs.

347.

®EPBEKC
anAa aITen

MOPOLLIOK ANt
OparnbHOro Po3yuHy;
8 calle y KapTOHHIl
Kopoo6uUi

YMNCA CAC

DdpaHuis

YMNCA CAC

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€sponewicbkin apmakonei/moHorpadii.
MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHoOCTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWchkin hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIXKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €BponeWichbkin thapmakoner) -
OHoBReHui cepTudikaT Bif y>xe 3aTBepAXeHOro
BUpPOOHMKa - NoaaHHsA OHOBMNEHOro cepTudikaTa
BignoBigHocTi €Bponewchkin hapmakonei CEP
2000-124-Rev 11 (3atBepmkeHo: R1-CEP 2000-
124-Rev 10) ansa [ito4oi pe4oBuHM
MapaueTtamon Big 3aTBEpOKEHOrO BUPOGHMKA
ANQIU LU'AN PHARMACEUTICAL CO., LTD.

be3
peuenma

UA/7600/01/01

348.

®EPBEKC
ans

NOPOCINX
BE3 LIYKPY

NOPOLLOK Ans
oparnbHOro Po3yunHy;
no 8 cawe 3
MOPOLLKOM Yy
KapTOHHiI kopobui

YMNCA CAC

DdpaHuis

YMCA CAC

PpaHuia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | Trny - 3miHm 3 skocTi. APL. (iHLWi 3miHW).
MopaHHsa nosHoro po3aainy 3.2.S. AKTUBHUI
dapmaLleBTUYHUIA iHTPEAIEHT AioY40i PEYOBUHU
deHipamiHy maneaTy BupobHuuTBa Harika
Drugs Private Limited. 3minn | Tuny - 3miHm 3
akocTi. A®L. (iHwwi 3miHK).
OHoBneHHs po3ainy 3.2.S. AKTUBHUI
dapmaLeBTUYHUIA iHTPEAIEHT Aio40i PEYOBUHU
deHipamiHy maneaTy BupobHuuTBa Harika
Drugs Private Limited. 3anponoHoBaHi 3MiHu: -
po3gin 3.2.S.1.3: gogaHo AaHi woao
PO34YMHHOCTI, AOCiAXKEHHS FrPOCKONIYHOCTI,
NYHKT WOAO pO3Mipy YacTok; - po3ain 3.2.5.3.2:
AoAaBaHHSA NOTEHLiINHUX FeHOTOKCUYHKX abo
iHLIMX OOMILLIOK, AOAABaHHSA pe3ynbTaTiB Woao0
BMicTy 6eH3ony, 6eH3unxnopuay Ta
aumeTtunamiHoeTUnxnopuay y deHipaminy
mMarneari, JoAaBaHHA pe3yrbTaTiB Wo40 BMICTY
enemMeHTapHUX JOMILLOK Y deHipamiHy maneari,
nopasaHHst gomiwku NDMA; - po3gin 3.2.S5.4.3:
[OAaHo Banijauiio MeTOAVKM BU3HAYEHHS
nipuavHy Ta 6eHsunxnopuay B 2-
6eH3unnipuavHi; fogaHo Banifadito MeToaMKM
BM3HaYeHHS AMMeTMnaMiHoeTunxnopuay Ta
6eH3unxnopuay B deHipaMiHy Maneari; - po3ain
3.2.S.4.5: popaHo o6r'pyHTyBaHHS LWoA0
HEBKIMOYEHHS iHLLIMX JOMILLOK; - po3ain 3.2.S.6:
HOBI cepTudikaTn aHanisy, 14-3BiTn, 3BIT Npo

bes3
peuenma

UA/5441/01/01
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BianosigHicTe EC 10/2011 Ta goaaBaHHSA
cneundikauin ansa miwkis LDPE. 3minn | Tuny -
3MiHn 3 akocTi. ADPI. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctTummx
MeX, BU3Ha4YeHux y crneumdikaisx Ha AdI, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BUKOPMCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(3BY>KEHHS1 JOMYCTUMMX MEX, BUHAYEHUX Y
cneumnagikauii). 3By>XEeHHS1 4ONYCTUMMUX MEX
nokasHuka o-xylene 3 <2170 ppm go <200 ppm
y cneuudikauii Ha Aitody pevyoBuHY deHipamiHy
maneaty (UPSA). 3minun | Tuny - 3MiHun 3 siKoCTi.
A®I. KoHTponb ADL. 3miHa y napameTpax
crneundikain Ta/abo gonycTUMMUX MeX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
BMKOPVCTOBYIOTbCSH Y npoueci BupobHuutea AdI
(3BYXKEHHS1 JOMYCTUMMX MEX, BUSHAYEHUX Y
cneunaikauii). 3By>XeHHS1 4ONYCTUMUX MEX
nokasHuka o-xylene 3 <2170 ppm go <200 ppm
y cneumdikauii Ha gitody peyvoBuHy eHipamiHy
maneaty (Harika Drugs Private Limited). 3miHu |
Tuny - 3MiHn 3 skocTi. A®Il. CtabinbHicTb. 3MiHa
nepiogy NOBTOPHUX BUNpobyBaHb/Nepioay
36epiraHHs abo ymoB 36epiraHHss ADI (3a
BiJCYTHOCTI y 3aTBEpAXEHOMY JOChE
cepTudikaTa BignoBigHOCTi EBpoNechbkin
chapmakonel, Lo BKoYae nepioq noOBTOPHOMO
BMNpPOoOYBaHHs) (Nepiof NOBTOPHOTO
BUNpobyBaHHs/nepioa 36epiraHHs) -
36inbLeHHs abo BBeAeHHsI nepiogy NOBTOPHOIO
BMNpobyBaHHs/nepiody 36epiraHHs Ha OCHOBI
pes3ynbTatiB AoChigKeHb Y peanbHOMY Yaci.
BBepneHHsA nepiogy NoBTOPHOro BUNPobyBaHHS
60 micsauis (5 pokiB) Ans deHipamiHy maneaTy
BMpo6HMUTBa Harika Drugs Private Limited.
3MmiHu | TUNYy - 3miHK 3 sikocTi. ADI.
CrabinbHicTb. 3miHa nepioay NOBTOPHUX
BunpobyBaHb/Nepioay 36epiraHHa abo ymos
36epiraHHa A®I (3a BigcyTHOCTI ¥
3aTBEpAKEHOMY AOCbe cepTudpikata
BiZNOBIgHOCTI €Bponenchkin hapmakonei, LWo
BKIlOYaE nepiof NoBTOPHOIo BUNPOByBaHHS)
(iHwWi 3miHn) (B.1.r.1. (x) IB)BunyyeHHs
BHYTPILUHLOrO Nepiogy NOBTOPHOIO TECTYBaHHS
(UPSA) ans cdeHipamiHy maneart, Lo cknagae 1
pik. 3atBepaxeHo: Re-test period: -Internal
retest period (UPSA): 1 year
3anponoHoBaHo: Re-test period: 60 months (5
years)?

@Please refer to concomitant variation. 3minu |
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHS OiSnbHOCTI BUPOGHMKa
(BKntoYaoun, 3a HeobXxigHOCTI, MicLe
NPOBEAEHHS! KOHTPOIIO SIKOCTi), a6o BnacHWKa
macTep-canna Ha A®Il, abo nocTadanbHuka
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NpoAYKTY, L0 3aCTOCOBYHTLCS Y BUPOOHULITBI
A (KO 3a3HAYEHO Y [OChE Ha NikapCbKkui
3acib) 3a BiacyTHOCTI cepTudbikata BignoBigHOCTI
€Bponevicbkin bapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y OOCHE).
3miHa agpecu BupobHuka A®| dbeHipamiHy
maneaty Harika Drugs Private Limited, 6e3
3MiHM MicLsa BUpOBHMLTBA.
3aTBepaKeHo:

Sy No 165/A &165/E, Gummadidala Village,
Medak District, Telangana State, INDIA
3anponoHoBaHo:

Sy No 165/A &165/E, Gummadidala Village,
Sangareddy District, Telangana State, INDIA.

349.

®EPBEKC
ansa
AOPOCINX
3
MANMHOBMU
M CMAKOM

MOPOLLIOK AN
OpanbHOro Po3yunHy;
8 calle y kKapTOHHIN
Kopobui

YMNCA CAC

DdpaHLuis

YMCA CAC

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | Tuny - 3minm 3 skocTi. APL. (iHLWi 3miHW).
MopgaHHs nosHoro po3sginy 3.2.S. AKTUBHUI
dapmaLleBTUYHUIA iHTPEAIEHT Aio40i PEYOBUHN
deHipamiHy maneaTy BupobHuuTBa Harika
Drugs Private Limited. 3MiHu | Tuny - 3miHu 3
akocTi. A®L. (iHwi 3miHn). OHOBNEHHSA po3ainy
3.2.S. AKTUBHUIA hapMaLEeBTUYHWIA iHrpesieHT
Aito4oi pevoBrHU beHipaMiHy maneaTy
BMpo6HMUTBa Harika Drugs Private Limited.
3anponoHoBaHi 3miHu: - po3ain 3.2.5.1.3:
[0AaHO AaHi WOoAOo PO3YUHHOCTI, AOCHIOKEHHS
rirPOCKOMIYHOCTI, MYHKT LLOAO PO3Mipy YacToK; -
po3gin 3.2.S.3.2: foaaBaHHsA NOTEHUIAHNX
reHOTOKCUYHUX abo iHLWIMX AOMILLOK, AoAaBaHHS
pe3ynbTaTiB WoAo BMICTy 6eH3ony,
6eH3unxnopuay Ta AUMeTUnaMiHoeTUnxnopuay
y cbeHipamiHy manearTi, JOAaBaHHA pe3ynbTaTiB
LLIOAO BMICTY eneMeHTapHUX JOMILLOK y
deHipamiHy manearTi, 4JOAaBaHHS OOMILLIKM
NDMA; - po3gin 3.2.S.4.3: pogaHo Banigauito
METOAVKM BU3HAYEHHS MipUAUHY Ta
6eH3unxnopuay B 2-6eH3unnipuavHi; fogaHo
Banigauito METOAMNKM BU3HAYEHHS
avMeTunamMiHoeTunxnopuay Ta 6eHsunxnopugy
B (peHipamiHy maneari; - po3ain 3.2.S.4.5:
[08aHO 00r'pyHTYBaHHS LLOA0 HEBKITIOYEHHSI
iHLWMX gOMILOK; - po3gain 3.2.S.6: HoBi
cepTudikatn aHaniay, I4-3Bitn, 3BIiT Npo

be3
peuenma

UA/3128/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BianosigHicTe EC 10/2011 Ta goaaBaHHSA
cneundikauin ansa miwkis LDPE. 3minn | Tuny -
3MiHn 3 akocTi. ADPI. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctTummx
MeX, BU3Ha4YeHux y crneumdikaisx Ha AdI, abo
BUXIOHUA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BUKOPMCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(3BY>KEHHS1 JOMYCTUMMX MEX, BUHAYEHUX Y
cneumnagikauii). 3By>XEeHHS1 4ONYCTUMMUX MEX
nokasHuka o-xylene 3 <2170 ppm go <200 ppm
y cneuudikauii Ha Aitody pevyoBuHY deHipamiHy
maneaty (UPSA). 3minun | Tuny - 3MiHun 3 siKoCTi.
A®I. KoHTponb ADL. 3miHa y napameTpax
crneundikain Ta/abo gonycTUMMUX MeX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
BMKOPVCTOBYIOTbCSH Y npoueci BupobHuutea AdI
(3BY)XEHHSI ONYCTUMUX MEX, BU3HAYEHUX Y
cneunaikauii). 3By>XeHHS1 4ONYCTUMUX MEX
nokasHuka o-xylene 3 <2170 ppm go <200 ppm
y cneumdikauii Ha gitody peyvoBuHy eHipamiHy
maneaty (Harika Drugs Private Limited). 3miHu |
Tuny - 3MiHn 3 skocTi. A®Il. CtabinbHicTb. 3MiHa
nepiogy NOBTOPHWX BUNpobyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHss ADI (3a
BiJCYTHOCTI y 3aTBEpAXEHOMY JOChE
cepTudikaTa BignoBigHOCTi EBpoNechbkin
chapmakonel, Lo BKoYae nepioq noOBTOPHOMO
BMNpPOoOYBaHHs) (Nepiof NOBTOPHOTO
BUNpobyBaHHs/nepioa 36epiraHHs) -
36inbLeHHs abo BBeAeHHsI nepiogy NOBTOPHOIO
BMNpobyBaHHs/nepiody 36epiraHHs Ha OCHOBI
pes3ynbTatiB AoChigKeHb Y peanbHOMY Yaci.
BBeneHHs nepiogy NOBTOPHOro BUNpobyBaHHs
60 micsauis (5 pokiB) Ans deHipamiHy maneaTy
BUpobHmuTBa Harika Drugs Private
Limited.3MiHun | Tuny - 3MiHn 3 sikocTi. ADI.
CrabinbHicTb. 3miHa nepioay NOBTOPHUX
BunpobyBaHb/Nepioay 36epiraHHa abo ymos
36epiraHHa A®I (3a BigcyTHOCTI ¥
3aTBEpAKEHOMY AOCbe cepTudpikata
BiZNOBIgHOCTI €Bponenchkin hapmakonei, LWo
BKIOMAE Nepiof NOBTOPHOrO BUNPOGYBaHHS)
(iHWi 3MiHW). BunyyeHHs BHYTpIiLLHBOrO Nepiogy
nosTopHoro TectyBaHHsa (UPSA) ans
deHipamiHy manear, wo cknagae 1 pik.
3artBepokeHo: Re-test period: -Internal retest
period (UPSA): 1 year
3anponoHoBaHo: Re-test period: 60 months (5
years)?

@Please refer to concomitant variation. 3minu |
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHS OiSnbHOCTI BUPOGHMKa
(BKntoYaoun, 3a HeobXxigHOCTI, MicLe
NPOBEAEHHS! KOHTPOIIO SIKOCTi), a6o BnacHWKa
macTep-canna Ha A®Il, abo nocTadanbHuka
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NpoAYKTY, L0 3aCTOCOBYHTLCS Y BUPOOHULITBI
A (KO 3a3HAYEHO Y [OChE Ha NikapCbKkui
3acib) 3a BiacyTHOCTI cepTudbikata BignoBigHOCTI
€Bponevicbkin bapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y OOCHE).
3miHa agpecu BupobHuka A®| dbeHipamiHy
maneaty Harika Drugs Private Limited, 6e3
3MiHM MicLsa BUpOBHMLTBA.
3aTBepaKeHo:
Sy No 165/A &165/E, Gummadidala Village,
Medak District, Telangana State, INDIA
3anponoHoBaHo:
Sy No 165/A &165/E, Gummadidala Village,
Sangareddy District, Telangana State, INDIA.
350. | ®IKCANPOC Kpanni o4Hi, po3uunH; | JIABOPATY PpaHuis EKCENBI3IOH ®paHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/19777/01/01
T® no 0,2 mn B AP TEA 3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnseae
04HOO030BOMY HaliMeHyBaHHs Ta/abo agpecu micus
KOHTelHepi; no 5 NPOBaMXeHHs OisnbHOCTI BUpobHUKa/imMnopTepa
0OHOO030BMX roTOBOrO fikapcbKoro 3acoby, BKIoYaum
KOHTelHepiB, OinbHWL BUNycKy cepii abo micLe npoBeaeHHs
3'eQHAHNX MK KOHTPOIIO AKOCTI. (QiSNbHICTb, 3a AKy Bianosinae
cobo10 y CTpiuKy Yy BUPOGHWK/IMNOPTEP, BKINOYAKUM BUMYCK CEPIl) -
calue; no 6 abo no 3MiHa agpecu Micus NPOBaKeHHs AisnbHOCTI
18 cawe (Ne30 abo BUpo6HuKa M3. Takox 3MiHN BHECEHO B
Ne90) y kopobui IHCTPYKLUiO AN MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
«MicuesHaxomkeHHs BUpOOHMKa Ta agpeca
Micusi NpoBagKEHHS MOro QisiNbHOCTI» 3
BigMNOBIgHVMM 3MiHAMUN B TEKCTi MapKyBaHHSI
yNakoBKM Nikapcbkoro 3acoby. BeeaeHHst 3amiH
NpoTArom 6-T1 MicsLIB NicNs 3aTBEPXKEHHS.
351. | ®NY.HET rpaHynu ans TOB Nartsinicbka JlabopaTopioc IcnaHis BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: bes UA/19036/01/01
opanbHOro po3ynHy "IHPAPMA Pecnybnika | Ankana ®apwma, C.J1. 3MinHn | TMny - 3MiHKM Wwopo peuenma
no 10 cawe 3 Tpenginr" 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
rpaHynamm y (iHWi 3MiHK) - OHOBMNEHO TEKCT MapKyBaHHS
KapTOHHIN naywi NEPBUHHOI Ta BTOPUHHOI YMAKOBKU NiKapCbKoro
3acoby. BBegeHHs 3MiH NpoTsiroM 6-Tu MicsiLiB
nicns 3aTBEpPAXKEHHS!
352. | ®NYTUKA3O | cnpeit Ha3anbHWM TOBAPUCT YkpaiHa KOHTPOIb SKOCTI, YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/19177/01/01
H-30OPOB'AA | nosoBaHwuiA, BO 3 BUNYCK cepii: 3MmiHu | TUNY - 3miHK Wwopo peuenmom nionsieae
cycneHsiq, 27,5 OBMEXXEH ToBapwucTBo 3 6e3nekn/edekTMBHOCTI Ta bapmakoHarnsagy.
MKr/go3y; no 30 nos (0],0) 0BMeXeHOo 3MiHa y KOpOTKill XapaKTepucTULli nikapcbkoro
abo no 120 go3 y BIAMNOBIOA BiANOBiAaNbHICTIO 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLIT Ans
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
dnakoHi 3i cnpem- JIbHICTHIO "®apmaueBTUYHa MeLMYHOro 3acToCyBaHHA Ha niacrasi
Hacocom 3 «KOPTTOPA KOMMaHis perynsipHO OHOBIOBAHOrO 3BiTy 3 6e3neku
3aXMCHUM KinbLiemM LA "3popos'a", Ykpaina; nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
Ta KoBnavkom; no 1 «300POB’A BCi cTagii 3aCcTOCyBaHHsI NikapcbKoro 3acoby B
chnakoHy y kopobui 3 » BMPOOHMLTBA, nicnsipeecTpauiiHuii nepiod, abo sk pedynbTaT
KapTOHY BUMYCK Cepii: OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
ToBapucTBo 3 BiAMNOBIQHO A0 NNaHy negiaTpu4HuX SocnigKeHb
obmexeHoto (PIP) (3MiHYy y3rogXeHo 3 KOMNEeTEHTHUM
BiAnoBiganbHICTO YNOBHOBaXXEHUM OpraHoMm)
"®apmaueBTUYHa 3MiHW BHeceHo [0 IHCTpyKLUii Ans MeguyHoro
KOMMaHis 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"3popos's", Ykpaina; "Mo6ivHi peakuii" WwWono 6e3nekn 3acTocyBaHHs
KOHTPOIb SKOCTI: Lil0401 peyvoBMHU hnyTukasoHy dypoaTty
ToBapucTBo 3 BignoBigHo 0o pekoMeHaauii PRAC.
obmexeHor
BiANOBIgaNbHICTIO
"®APMEKC Irpyn",
Ykpaina
353. | ®NIIOKONAO®- | Tabnetku; no 4 Habpoc IHgis Habpoc dapma lBT. IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: Ne 4; Ne 12 UA/6266/01/01
N TabneTtku y ctpuni; dapwma lNBT. Ira. 3MinHn | Tuny - 3MiHM Wwopo — 6e3
no 1 crpuny B Jita. 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy peuenma,
nanepoBomy (iHWi 3miHK). 3MiHN BHECEHO Y TEKCT Ne 200 — 3a
KOHBepTi; no 4 MapKyBaHHS BTOPMHHOI (M. 16) ynakoBku peuenmom
TabneTku y cTpuni; nikapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH -
no 3 ctpunn 'y NpoTSArom 6 MicsiLiB NicNs 3aTBEpPOXKEHHS.
KapTOHHIN kopobLyj;
no 4 Tabnetkn y
cTpuni; no 1 ctpuny
B NanepoBomMy
KoHBepTi; no 50
KOHBEPTIB Y
KapTOHHiIN kopobui
354. | ®OPKAN® masb, 3 Mkr/r, no 30 TOB YkpaiHa BUPOGHMLTBO, IHAis/YkpaiH BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/0081/02/01
rabono100ry «MMEO®AP nepBUHHE a 3miHu | Trny - 3miHu 3 sikocTi. MoToBUIA peuyenmom | nidnszae
Tybax, no 1 Ty6i B M NTO» nakyBaHHs, nikapcbkuii 3aci6. 3mMiHn y BUpoObHMUTBI. 3MiHa
KapTOHHIN ynakoBLi BTOPUHHE iMnopTepa/amiHu, Lo CTOCYHTLCSA BUNYCKY cepii
naKyBaHHs, Ta KOHTPOIO SIKOCTi FOTOBOTO MikapCbKOro
KOHTPOIb SKOCTI, 3acoby (3amiHa abo nopaBaHHst BUPOOHWMKA, LLIO
BUNYCK cepii BiANOBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
abo Bkntoyatoum kKoHTponb/BunpobyBaHHs cepii -
BUPOBHMLTBO BBEEHHS anbTepHaTUBHOIO BUpobHuka TOB

npogykuii in bulk:
KYCYM XENTXKEP
NBT NTA, IHais;

BTOPUHHE
nakyBaHHs,
KOHTPOrb SIKOCTi Ta
BUMYCK cepii 3
npoaykuii in bulk:
TOB «MEO®APM

"TNMEAPAPM NTA", YkpaiHa BignoBiaanbHOro 3a
KOHTPOrb SIKOCTi Ta BUMYCK cepii 3 NPoAayKLii in
bulk, BurotoBneHoi BupobHmkom KYCYM
XENTXKEP MNBT NTL, IHAis. 3a3HayeHHs
PYHKLUI BXE 3aTBEPXXEHOr0 BUPOBHMKA. 3MiHM
BHECEHO B iHCTPYKLil0 ANs MeANYHOro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"Brpo6Huk", "Micue3HaxomKkeHHs BUpoOHuKa Ta
agpeca Micusi NpoBaPKEHHS AOro gianbHocTi" y
3B'sI3Ky 3 BBEAEHHSIM 100ATKOBOro BUPOBHUKa,
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PeecmpauitiHa npoyedypa

Ymoeu

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢ghopma,

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

SIK HacnigoK - 3aTBePPKEHHSI TEKCTY MapKyBaHHS

aionycky

noceio4yeHHs1

3acoby

ynakoeka)

JITO», YkpaiHa

KYCYM XENTXKEP

IHais

3MiHu 3 AkocTi. FoTOBMIA Nikapcbkuii 3acit. 3miHn

yMakoBOK Nikapcbkoro 3acoby. BeeaeHHs 3MiH
NpOTArom 6-T1 MicsLiB NiCNs 3aTBEPYKEHHS.
3MinHun | TMny - 3MiHKM Wwopo
6e3nekun/eceKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) - 3MiHM BHECEHO B TEKCT
MapKyBaHHsi BTOPUHHOI YNaKoBKU MikapCbKoro
3acoby y nyHKTM 16, 17 Ta B TEKCT MapKyBaHHS
NepPBUHHOI ynakoBku Y NyHKT 11. 3MiHn | Tuny -

y BUpOGHMLTBI. 3amiHa abo BBeAEHHSI
[0AaTKOBOI AiNbHULI BUPOBHMLTBA AN YacTUHU
abo BcbOro BUpOBGHMYOro nNpoLiecy roToBoro
nikapcbkoro 3acoby (AinbHWLA ANt BTOPUHHOTO
nakyBaHHs1) - BBEAEHHS! anbTepHaTUBHOIO
BnpobHuka TOB "MEOPAPM JIT", YkpaiHa
BiZNOBIgANbHOro 3a BTOPMHHE NaKyBaHHs 3
npoaykuii in bulk, BUrotoBneHoi BMpobHMKOM
KYCYM XENTXKEP MBT NTA, IHais.
3a3HayeHHs yHKLIV BXe 3aTBEPI>KEHOro
BUpOGHMKa. BBegeHHs 3MiH NpoTsarom 6-tu
MicAUiB Nicnsa 3aTBEPAXEHHS.
BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:

UA/0082/02/01

355.

DOPKAN®

masb, 3 MKr/r in bulk:
no 30 r y Ty6i, no
320 Ty6 y KapTOHHiN
ynakoBuUj

«MEOQ®AP

TOB Ykpaina

M NTO»

NBT NTA

3miHu | Tvny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoOGHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOJSO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gopgaBaHHsi BUPOOHUMKa, LLO
BiAMOBiAae 3a BBe3eHHS Ta/abo Bunyck cepii) -
Bkntoyatoum kKoHTponb/BunpobyBaHHs cepii -
BBEAEHHA anbTepHaTnBHOro BupobHuka TOB
"TNIEAPAPM NTA", YkpaiHa BianoBigansHoOro 3a
KOHTPOrb SIKOCTi Ta BUMYCK cepii 3 NPOoAyKLii in
bulk, BurotoBneHoi BupobHukom KYCYM
XENTXKEP MBT NTA, IHais. 3a3HayeHHs
YHKL BXe 3aTBEPAXXEHOr0 BUPOBHNKA.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK) - 3MiHW BHECEHO B TEKCT
MapKyBaHHsi BTOPUHHOI YMaKOBKU MikapCbKoro
3acoby y nyHKTM 16, 17 Ta B TEKCT MapKyBaHHs

y BUpOGHMUTBI. 3aMiHa abo BBeOEHHS
abo BCbOro BUPOGHMYOro NpoLiecy roToBOro

I'IaKyBaHHSI) - BBE€AEHHA anbTepHaTMBHOINoO

NepBUHHOI YNakoBKkW Y NyHKT 11. 3MiHn | Tuny -
3MiHu 3 akocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHKn

[0[aTKoBOT AiNbHULI BUPOBHULTBA ANS YacTUHU

nikapcbkoro 3acoby (AinbHULS AN BTOPUHHOTO

BupobHuka TOB "MEOGAPM JIT", YkpaiHa

Bi4NoOBIiganbHOro 3a BTOPMHHE NakyBaHHs 3
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
npoaykuii in bulk, BUrotoBneHoi BMpo6HMKoM
KYCYM XENTXKEP MNBT NTA, IHais.
3asHayeHHs hyHKLIN BXe 3aTBEepMKeHOro
BUpOGHVKa. BBeaeHHs 3miH npoTsarom 6-tu
MicsLiB micnsi 3aTBEpPOXEHHS.
356. | ®OPKCITA TabneTkn, BKpUTI AcTtpa3eHek LLseuis MNepBrHHE Ta Benwka BHECEHHS 3MiH O peecTpaUiiHMX maTepianis: 3a UA/13302/01/01
NniBKOBOO a Ab BTOPUHHE Bpuranis/ 3minm Il Tvny - 3mikm wopo peuenmom
obonoHKoto, Mo 5 mr; nakyBaHHs Ta Lsewis/ 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
no 10 Tabnetok y BUMYCK Cepii: CLWA IHLWi 3MiHW, SKi He BBIALWNW Yy Liew po3ain, aki
6nictepi; no 3 AcTtpa3eHeka tOK BKMOYaKThb NOAAHHA pe3ynbTaTiB AOCNiAXeHb
6nictepny Nimiten, Benuka [0 KOMMETEHTHOro opraHy - 3asiBHMKOM HagaHo
KapTOHHiIN kopoOLi BpuTtaHis; OHOBNEeHWN MNnaH ynpaeniHHA pu3nkaMmu Bepcis
BunpobyBaHHs 31.
nikapcbkoro 3acoby: 3MiHn BHeceHi o YacTuH |l «Cneuudikauis 3
Actpa3eHeka Ab, 6eanekm» Il «Mnan 3 papmakoHarnsgy», V
LLBeuis; «3axoam 3 MiHimizauii puaukiey, VI «Pestome
BunpobyBaHHs nnaHy ynpaeniHHsa puaukamny», VII «dogatkmy» y
nikapcbkoro 3acoby: 3B’A3Ky 3 OHOBINEHHSIM iHdhopMaLlii Npo
Actpa3eHeka Ab, 3aBepLueHe gocnimkeHHs T2NOW.
LLisewis; BupobHuk Pestome MNnaHy ynpasniHHs puankamu Bepcisa 31
Hepo3dacoBaHoro nopaetbest
nNpoaykTy:
AcTtpa3eHeka
dPapmacbioTukanc
Jin, CWA
357. | ®OPKCITA TabneTkn, BKpUTI Actpa3eHek LLisewis MepBuHHEe Ta Benuka BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/13302/01/02
NniBkOBOIO a Ab BTOPUHHE BpuTanis/ 3minm Il Tvny - 3miln wopo peuenmom
obornoHkoto, no 10 nakyBaHHs Ta Lsewis/ 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
mr; no 10 TabneTok BUMYCK cepii: CLLA IHLWi 3MiHW, SKi He BBIALWNW Yy Liew po3ain, aki
y 6nicTepi; no 3 AcTtpa3eHeka HOK BKITIOYalOTb NOAAHHS pe3ynbTaTiB AOCHiAXEeHb
Gnictepny Nimiten, Benuka [0 KOMMETEHTHOro opraHy - 3asiBHMKOM HagaHo
KapTOHHIN kopobui BpuTaHis; OHOBMeHwn NnaH ynpaeniHHA pusnkamu Bepcis
BunpobyBaHHs 31.
nikapcbkoro 3acoby: 3MmiHun BHeceHi oo YacTuH |l «Cneuudikauis 3
Actpa3eHeka AB, 6esnekn» Il «MnaH 3 dapmakoHarnsaay», V
LLBeuis; «3axogu 3 miHimizauii pusukie», VI «Pestome
BunpobyBaHHs nnaHy ynpasniHHa puaukamny, VII «dogatkmy» y
nikapcbkoro 3acoby: 3B’A3KY 3 OHOBJIEHHAM iHGhopMaLlii Mpo
Actpa3eHeka AB, 3aBepLueHe gocnigkeHHs T2NOW.
LLBeLis; BupobHwuk Pestome MNnaHy ynpasniHHS pusnkamu Bepcis 31
Hepo3dacoBaHoro nopaeTbes
npoaykTy:
AcTtpa3eHeka
dapmackroTrKarnc
Jin, CWA
358. | POPTYM® NMOPOLLOK AN TOB YkpaiHa En Ci Ec Job6dgap ITanis BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a UA/1636/01/01
PO34MHY Ans iH'eKUin "CaHpos C.n.A. 3MinHn | TMny - 3MiHM Wwopo peuenmom
no 500 mr; 1 donakoH YkpaiHa" 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.

3 MOPOLLKOM Y
KapTOHHiIN kopooLi

3miHa yacToTu Ta/abo TepMmiHiB nogaHHA
perynsipHo OHOBJIOBAHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobis - 3MiHKM y YacToTi Ta AaTax
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu Peknam
eionycky yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

NOAaHHS pPerynsipHO OHOBIOBAHOIO 3BITY 3
Gesneku.
[itoya pegakuis:
YacTtoTa nogaHHsA perynsipHo OHOBJOBAHOMO
3BiTy 3 6e3neku 3 poku.
KiHueBa gata ans BknoyeHHst gaHnx no PO36 -
17.10.2018 p.
Oata nogaHHs - 15.01.2019 p.
[MponoHoBaHa peaakuis:
YacTtoTa nogaHHsA perynsipHo OHOBJOBAHOMO
3BiTYy 3 6e3nekn 5 pokis.
KiHueBa gata ans BknoyeHHs gaHux no PO36 -
17.10.2028 p.

Oata nogaHHs - 15.01.2029 p.
PekomeHaoBaHO A0 3aTBEPMAKEHHS BiANOBIOHO
[0 NepioanMYHOCTI NogaHHsA perynspHo
OHOBIIOBaHWX 3BITIB 3 6e3Mnekn NikapcbKunx
3acobis y €C.

359.

DPOPTYM®

MOPOLLIOK ANst
PO34MHy AN iH'eKuin
no 1r; 1 pnakoH 3
MOPOLLIKOM Y
KapTOHHiIN kopobui

TOB
"CaHpo3
YkpaiHa"

Ykpaina

En Ci Ec Jo6dap

C.n.A.

ITania

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHM Wwopo
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa YacToTn Ta/abo TepMiHiB NogaHHs
perynsipHo OHOBINIOBAHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobis - 3MiHKM y YacToTi Ta AaTax
nofaHHs peryrnsipHo OHOBIHOBAHOIO 3BITY 3
besneku.

[itova pepakuis:

YactoTa nogaHHs perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku 3 poku.

KiHueBa gata ans BknoYeHHs gaHux no PO36 -
17.10.2018 p.

Oata nogaHHs - 15.01.2019 p.
[MponoHoBaHa pepakuis:

YacToTa nogaHHs perynsipHo OHOBIHOBaHOIO
3BiTy 3 6e3neku 5 pokis.

KiHueBa gata ans BknoyeHHs gaHux no PO36 -
17.10.2028 p.

[Hata nopaHHs - 15.01.2029 p.
PekomeHgoBaHo A0 3aTBEpOXEHHS BigNOBIAHO
[0 NepioAnYHOCTi NoAaHHS perynsipHo
OHOBOBaHWX 3BITIB 3 6e3Mnekn NikapcbKunx
3acobiB y €C.

3a UA/1636/01/02
peuenmom

360.

DOPTYM®

NOPOLLOK Ans
PO34MHY Ans iH'eKUin
no 2 r; 1 dpnakoH 3
MOPOLLKOM Yy
KapTOHHiIl kopobuyi

TOB
"CaHpo3
YkpaiHa"

YkpaiHa

En Ci Ec Oo6dap

C.n.A.

ITania

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MinHn | TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3miHa YacToTu Ta/abo TepMiHiB NogaHHs
perynsipHo OHOBJOBAHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobis - 3MiHM y YacToTi Ta AaTax
nofaHHsi perynsipHo OHOBMIOBAHOTO 3BITY 3
6esneku.

[itoya pegakuis:

3a UA/1636/01/03
peuernmom
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o
noceio4yeHHs1

YacTtoTa nogaHHsA perynsipHo OHOBIOBAHOMO
3BiTy 3 6e3neku 3 poku.
KiHueBa gata ans BknoyeHHst gaHunx no PO36 -
17.10.2018 p.
Oata nogaHHs - 15.01.2019 p.
[MponoHoBaHa peaakuis:
YacTtoTa nogaHHs perynsipHo OHOBIOBAHOMO
3BiTY 3 6e3nekun 5 pokis.
KiHueBa gata ans BknoyeHHst gaHnx no PO36 -
17.10.2028 p.

Oata nogaHHs - 15.01.2029 p.
PekomeHaoBaHO A0 3aTBEPMAKEHHS BiANOBIAHO
[0 NepioanMYHOCTI NogaHHsA perynsipHo
OHOBIIOBaHWX 3BITIB 3 6e3Mnekn NikapcbKunx
3acobis y €C.

361.

®PIBEN®
KOMBI
HEBYJA

pO34uH Ansi
iHransuin; no 4 mn B
Hebyni; no 10 abo
20 Hebyn y nayui

AT
"®apmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
YTOYHEHHSA peecTpaLinHoi npoLleaypv B
Haka3si MO3 YkpaiHu Ne 918 Big 03.06.2025 -
3MinHun | Tuny - 3MiHKM Wwopo
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
(iHWi 3MiHK) - 3MiHM BHECEHO B TEKCT
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBOK
nikapcbKkoro 3acoby, a came BUIy4eHo
iHdbopMaLito pOCICbKOIO MOBOIO Ta aHrMiNCbKO
MoBOI0. TepMiH BBEAEHHS 3MiH NPOTArom 6
MicauiB nicnsa 3aTBepaAXeHH:A. 3MiHun | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - BHeceHo
He3HaYHi 3MiHN Y TEKCT MapKyBaHHS NEpPBUHHOI
(Hebynu Ta npomixHoi) (nyHkTn 1, 6) Ta
BTOPUWHHOI (nyHkTK 1, 11, 16, 17) ynakoBku
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
npoTsirom 6 MicsiLiB Nicnsi 3aTBEpPAXKEHHS.

3a
peuenmom

UA/18875/01/01

362.

O®YNIBECTPA
HT EBEP
DAPMA

pPO34MH Ans iH'eKkuin,
250 mr/5 mn; no 5
My nonepeaHbLo
HarnoBHEHOMY
wnpwui; no 1 abo 2
nonepeaHLo
HaMoBHEHMX
wnpuum 3 1 abo 2
6e3nevyHnmmn
rorfikamu y KapTOHHIN
kopobui; abo
nakeTHa ynakoBKa:
nos5mny
nonepeaHLo
HarnoBHEHOMY
Lwnpwui; no 2
nonepegHLo
HaMNoOBHEHMX

EBEP
BaniHgxekr
m6X

ABCTpis

Bupo6HuuTBO
nikapcbkoro 3acoby,
BignoBiganbHUN 3a
KOHTPOIb cepii Ta
BUNYCK cepii:
EBEP ®apma €Ha
'M6X, HimeuunHa;

AnbTepHaTMBHa
ainbHUUA
BTOPWHHOIO
nakyBaHHs:
EBEP ®apma €Ha
'M6X, Himeyunna

Himeyumna

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3miHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHs AisnbHOCTI BUpOGHMKa/imnopTepa
rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
AinbHWL BUNYyCKy cepii abo micLe npoBeaeHHs
KOHTPOIO SIKOCTI. (QisiNbHICTb, 3a sIKy Bignosigae
BMPOGHWK/iMNOpTEp, BKIOYaKUX BUMYCK CEpiit)
npvBeAeHHs! HanncaHHa agpecu BUpobHuKa 3
BMPOBHNYMMMN DYHKLISIMU: BUPOBHULITBO
nikapcbkoro 3acoby, BignoBigansHWi 3a
KOHTPOrb cepii Ta BUNYCK cepii y BiANOBIAHICTb
[0 aAMiHICTpaTUBHUX AOKYMEHTIB BUPOOHUKa, a
came: go CeptudikaTy BignoBigHOCTi BUMOram
GMP Bupo6Huka Ta BucHoBky oo
nigTBepAKeHHs BiANOBIAHOCTI yMOB
BMPOBHMUTBA NiKapcbkunx 3acobiB BuMoram
HanexHoi BUPOBGHMYOT NpaKTUKKN. 3MiHM BHECEHO

3a
peuenmom

He
nidnsieae

UA/18329/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Lnpuum 3 2 B IHCTPYKUIi0 4Ns1 MEAUYHOrO 3aCTOCYBaHHS
6e3neyHnmMm nikapcbkoro 3acoby y po3ain
rofikamMmn y KapTOHHIN "Micue3HaxomkeHHsi BUpoOHUKa Ta agpeca
Kopobui; no 3 MicLS NpoBaaXeHHs Noro AianbHocCTi" 3
KapTOHHWX KOPOOKM, BiAMNOBIAHMMW 3MiHAMW B TEKCTI MapKyBaHHS
3anakoBaHi y ynakoBoK. BBeieHHSs 3MiH npoTsirom 6-Tn
npo3opiv nnisui MicsUiB Micnsa 3aTBEpAXEHHS
363. | dYLUC® Tabnetku no 50 wmr, TOB Ykpaina BMPOBOHMLTBO, IHAis/YkpaiH BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/7617/01/01
no 4 a6o no 10 «MMEO®AP NnepBUHHE a 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom | nidnseae
TabneTtok y 6nicrepi; M NTO» nakyBaHHs, nikapcbkuii 3aci6. 3MiHn y BUpo6HMUTBI. 3amiHa
no 1 6nictepy B BTOPUHHE abo BBeAEHHS1 4OOATKOBOI OiNbHUL
KapTOHHIl ynakoBLi nakyBaHHs, BMPOGHMLUTBA ANs YacTMHM abo BCbOro
KOHTPOIb SIKOCTI, BMPOGHMYOro NpoLEecy roToBOro NikapCbKoro
BWMYCK Cepii 3acoby (AiNbHMLA ANS BTOPUHHOIO NakyBaHHS) -
abo BBeEeHHs anbTepHaTUBHOIO BUpobHuka TOB
BUPOBHMLUTBO "TNEAPAPM NTLO", YkpaiHa BianoBiganbHOro 3a

npoaykuii in bulk:
KYCYM XENNTXKEP
MBT NTA, IHgis;
BTOPUHHE
nakyBaHHs,
KOHTPOSb SIKOCTI,
BMNYCK cepii 3
npoaykuii in bulk:
TOB «MEOPAPM
JITO», YkpaiHa

BTOPWHHE NakyBaHHS 3 Npoaykuii in bulk,
BUroTOBNEHOT BUPOGHNKoM KYCYM XENTXKEP
MBT ITA, IHgis. 3a3HadyeHHs1 yHKUI BxXe
3aTBEpAKEHNX BUPOOHWKIB. BBEAEHHS 3MiH
NPOTSAromM 6-Tu MicALUiB MiCNa 3aTBEPAXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCSA BUNYCKY cepii
Ta KOHTPOIO SKOCTi FOTOBOTO NikapCbKOro
3acoby (3amiHa abo foaaBaHHSA BUPOOHMKA, LLO
BigMNoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoum koHTponb/BunpobyBaHHs cepii -
BBEJEHHS anbTepHaTUBHOro BUpobHuka TOB
"TNEAPAPM NTA", YkpaiHa BignosiaanbHOro 3a
KOHTPOrb SIKOCTi Ta BUMYCK Ccepii 3 NPoAyKLii in
bulk, BurotoBneHoi BupobHmkom KYCYM
XENTXKEP MBT NTA, IHais. 3asHavyeHHs
YHKL BXe 3aTBEPAXEHUX BUPOOHUKIB. Y
3B’A3Ky 3 BBEAEHHAM [0OATKOBOrO BUPOOHUKA —
3aTBEPAKEHHS iIHCTPYKLIT AN MeguyHoro
3acTOCyBaHHS Ta TEKCTY MapKyBaHHS1 yNakoBKU
nikapcbkoro 3acoby Anst 4o/aTKOBOro
BUpoGHuKa (TOB «MMEODAPM NTO», YkpaiHa).
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBEPAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) - OHOBMNEHHS
BXe 3aTBEPKEHNX METOLIB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came: BUKNaAEHHS TEKCTY
[Aep>kaBHOK MOBOI 3riJHO Cy4acHUX BUMOT.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepKEHHS. 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK) -3MiHM BHECEHO Y TEKCT

MapKyBaHHSI NEPBUHHOI (NYHKTW 2, 6) Ta
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BTOPWUHHOI (NyHKTK 2, 8, 12, 16, 17) ynakoBku
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsrom
6-TK MicaUiB nicnsa 3aTBepAXKEHHS.

364.

DYLIUC®

Tabnetku no 100 wr,
no 4 a6o no 10
TabneTtok y 6nicrepi;
no 1 Gnictepy B
KapTOHHIN ynakoBLii

TOB
«TMEO®AP
M NTO»

Ykpaina

BMPOBOHMLTBO,
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUNYyCK cepii
abo
BUPOBHMLUTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHgis;
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUMYCK cepii 3
npoaykuii in bulk:
TOB «MEOPAPM
NITO», Ykpaina

IHAis/YkpaiH
a

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minn | Tuny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEHHs1 4OOAaTKOBOI OiNbHUL
BMPOBOHMLUTBA Ans YacTuHW abo BCbOro
BMPOGHMYOro NpoLEecy roToBOro NikapCbKoro
3acoby (AinbHMUSA ANs BTOPMHHOIO NaKyBaHHS) -
BBEAEHHS anbTepHaTUBHOro BUpobHuka TOB
"TNEAPAPM NTLO", YkpaiHa BianoBiganbHOro 3a
BTOPMHHE NaKyBaHHA 3 npoaykuii in bulk,
BurotosneHoi BupobHukom KYCYM XENTXKEP
MBT ITA, IHgis. 3a3HadyeHHs1 yHKUI BxXe
3aTBEpAKEHNX BUPOOHWKIB. BBEaeHHs 3MiH
NpOTArom 6-T1 MicALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOIO SAKOCTi FOTOBOrO IiKapCbKOro
3acoby (3amiHa abo fogaBaHHSA BUPOOHMKA, LLO
BiAMNOBiAae 3a BBE3eHHA Ta/abo Bunyck cepii) -
Bkntoyatoum koHTponb/BunpobyBaHHs cepii -
BBEJEHHS anbTepHaTMBHOro BupobHuka TOB
"TNIEAPAPM NTA", YkpaiHa BianoBigansHoOro 3a
KOHTPOrb SIKOCTi Ta BUMYCK cepii 3 NPOoAyKLii in
bulk, BurotoBneHoi Bupo6Hukom KYCYM
XENTXKEP MBT NTA, IHAis. 3a3HayeHHs
YHKL BXe 3aTBEPAXEHUX BUPOOHUKIB. Y
3B’513Ky 3 BBEAEHHSIM 104aTKOBOro BUPOBHUKa —
3aTBEPKEHHSI iIHCTPYKLIT AN MeguyHoro
3acTOCyBaHHS Ta TEKCTY MapKyBaHHS! yNakoBKM
nikapcbkoro 3acoby Anst 4o4aTKoBOro
BupobHuka (TOB «MEOPAPM JTTAO», YkpaiHa).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
["oToBMI nikapcbkuii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHWN) - OHOBMNEHHS
BXE 3aTBEPKEHVX METOLIB KOHTPOMIO SIKOCTI
nikapcbKoro 3acoby, a caMme: BUKITaAEHHS TEKCTY
[Aep>kaBHOK MOBOIO 3riJHO Cy4acHUX BUMOT.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MmicauiB nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK) -3MiHM BHECEHO Y TEKCT
MapKyBaHHS NEPBUHHOI (MyHKTK 2, 6) Ta
BTOPUWHHOI (NyHKTK 2, 8, 12, 16, 17) ynakoBku
nikapcbkoro 3acoby. BBegeHHst 3MiH MpPOTSrom
6-TK MicAUiB nicnsa 3aTBepAXKEHHS.

3a
peuenmom

He
nidnsieae

UA/7617/01/02

365.

DPYLIUC®

Tabnetkn no 150 wmr,

TOB

YkpaiHa

BUPOGHULTBO,

IHais/YkpaiH

BHECEHHS 3MiH 40 peecTpauiHMX maTepianis:

Ne 1-6e3s

He

UA/7617/01/03
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep

n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 1 a6o no 2, abo «MMEO®AP NnepBUHHE a 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenma; nionszae
no 4 Tabnetkn y M NTO» nakyBaHHs, nikapcbkuin 3aci6. 3MiHW y BUPOBHMUTBI. 3amiHa Ne 2; Ne 4 -
6nictepi; no 1 BTOPUHHE abo BBeAeHHS 40aaTKOBOI AiNbHULI 3a
6nictepy B nakyBaHHs, BMPOGHMLUTBA AN YacTMHM abo BCbOro peuenmom
KapTOHHIN ynakoBLi KOHTPOIb SIKOCTI, BUPOGHMYOro NpoLLEeCy FOTOBOO NiKAapCbKOro
BUNYCK cepii 3acoby (AinbHMUSA A4Ns BTOPMHHOIO NaKyBaHHS) -
abo BBeEHHs anbTepHaTUBHOro BUpobHuka TOB
BMPOGHMLUTBO "TNIEAPAPM NTA", YkpaiHa BianoBigansHOro 3a
npogykuii in bulk: BTOPWHHE MaKyBaHHs 3 Npoaykuii in bulk,
KYCYM XEJNTTXKEP BUrOTOBNEHOT BUPOGHNKOM KYCYM XENTXKEP
NBT NTA, IHais; MBT JITA, IHgia. 3a3HadeHHs1 yHKUIN BXe
BTOPUHHE 3aTBepOKeHNX BUPOOHUKIB. BBeAeHHS 3MiH
nakyBaHH4, NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXKEHHS.
KOHTPOIb SKOCTI, 3miHn | Tvny - 3miHu 3 AkocTi. FoToBU
BUMYCK cepii 3 nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
npoaykuii in bulk: iMnopTepa/aMiHu, Lo CTOCYOTLCS BUMYCKY cepil
TOB «IMEO®APM Ta KOHTPOIHO SIKOCTi TOTOBOTO fiKapCbKOoro
JNITO», YkpaiHa 3acoby (3amiHa abo fogaBaHHSA BUPOOHMKA, LLO
BifnoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkrtoyatoun KoHTponb/BunpobyBaHHs cepii -
BBEJEHHS anbTepHaTMBHOro BupobHuka TOB
"TNEAPAPM NTLO", YkpaiHa BianoBiganbHOro 3a
KOHTPOIb SKOCTi Ta BUMYCK Cepii 3 MpoAyKuii in
bulk, BurotoBneHoi BupobHukom KYCYM
XENTXKEP MBT NTA, IHais. 3asHavyeHHs
YHKL BXe 3aTBEPAXXEHNX BUPOOHWMKIB. Y
3B’513Ky 3 BBEAEHHSIM 104ATKOBOro BUpPOBHUKa —
3aTBEPAKEHHS iIHCTPYKLIT AN MeguyHoro
3aCTOCyBaHHS Ta TEKCTY MapKyBaHHS! YNaKoBKU
nikapcbkoro 3acoby Anst 4o4aTKoBOro
BUpoGHuKa (TOB «MEODPAPM NTO», YkpaiHa).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 sKOCTi.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby (iHLWi 3MiHN) - OHOBMNEHHS
BXe 3aTBEPKEHNX METOLIB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came: BUKNaAEHHS TEKCTY
[ep>XaBHOK MOBOIO 3riJHO Cy4aCHWUX BUMOT.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepOKEHHS. 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
(iHLWi 3MiHW) -3MiHM BHECEHO Y TeKCT
MapKyBaHHs1 NEPBUHHOI (MyHKTK 2, 6) Ta
BTOPWUHHOI (MyHKTK 2, 8, 12, 16, 17) ynakoBku
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTsirom
6-TW MicAUiB nicnsa 3aTBePAXEHHS.

366. | dYLUC® Tabnetkun no 200 wmr, TOB YkpaiHa BMPOGHMLTBO, IHAis/YkpaiH BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/7617/01/04
no 4 abo no 10 «MEQAP nepBuHHe a 3minu | Trny - 3miHu 3 sikocTi. FoToBUIA peuenmom | nidnszae
TabneTok y 6nictepi; M NTO» naKyBaHHs, nikapcbkuii 3aci6. 3MiHu y BUPOGHMUTBI. 3amiHa
no 1 Gnictepy B BTOPUHHE abo BBeAEeHHSA 404ATKOBOI AiNbHULI
KapTOHHIN ynakoBLli nakyBaHHS, BUPOGHMLUTBA ANsi YacTMHM abo BCbOro




240

[TponoBkeHHs noaarka 3
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n/n

Hasea
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®Popma sunycky
(nikapcbka ¢ghopma,
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PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOHTPOSb SIKOCTI,
BUMYCK cepii
abo
BUPOBHMLUTBO
npoaykuii in bulk:
KYCYM XEJNTTXKEP
MBT NTA, Ingis;
BTOPUHHE
nakyBaHHs,
KOHTPOSb SIKOCTI,
BMNYCK cepii 3
npoaykuii in bulk:
TOB «MEOPAPM
JITO», YkpaiHa

BMPOGHMYOro NpoLEecy roToBOro NikapCbKoro
3acoby (AinbHULSA ANS BTOPUHHOIO NakyBaHHS) -
BBEeJEHHS anbTepHaTMBHOro BupobHuka TOB
"TNEAPAPM NTLA", YkpaiHa BianoBiganbHOro 3a
BTOPWHHE NaKyBaHHS 3 NpoAykLii in bulk,
BUrOTOBNEHOT BUPOGHNKOM KYCYM XENTXKEP
MBT JITA, IHgis. 3a3HadeHHs1 yHKUI BXe
3aTBEpOKEHMX BUPOOHUKIB. BBEAEHHS 3MiH
NpOTArom 6-T MicsLB NiCNs 3aTBEPYKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3MiHa
iMnopTepa/aMiHu, Lo CTOCYOTLCS BUMYCKY cepil
Ta KOHTPOIO SKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHSA BUPOOHMKA, LLO
BifnoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkrtouatoum KOHTponb/BUNPoByBaHHSA cepii -
BBEAEHHS anbTepHaTUBHOro BUpobHuka TOB
"TNEAPAPM NTLO", YkpaiHa BianoBiganbHOro 3a
KOHTPOIb SKOCTi Ta BUNYCK cepii 3 npogyKuii in
bulk, BurotoneHoi BupobHukom KYCYM
XENTXKEP MBT NTA, IHais. 3a3HayeHHs
DYHKUIM BXXe 3aTBEpOKEHMX BUPOBOHUKIB. Y
3B’A3Ky 3 BBEAEHHAM 40OATKOBOrO BUPOOHUKA —
3aTBEPAKEHHS iIHCTPYKLIT AN MeguyHoro
3acTOCyBaHHS Ta TEKCTY MapKyBaHHS! yNakoBKM
nikapcbkoro 3acoby Ans 404aTKOBOrO
BUpoGHuKa (TOB «MEODPAPM NTO», YkpaiHa).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) - OHOBMNEHHS
BXe 3aTBEPKEHNX METOLIB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came: BUKIaAeHHS TEKCTY
[Aep>kaBHOK MOBOIO 3riJHO Cy4acHUX BUMOT.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW) -3MiHM BHECEHO Y TeKCT
MapKyBaHHs NEPBUHHOI (MyHKTK 2, 6) Ta
BTOPUWHHOI (NyHKTK 2, 8, 12, 16, 17) ynakoBku
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTsirom
6-TK MicAUiB nicnsa 3aTBEpAXKEHHS.

367.

dYLIUC®

TabneTku no 50 mr,
in bulk: no 4
TabneTku y 6nictepi;
no 140 GnicTepiB y
KapTOHHIl kopobLyj;
in bulk: no 10
TabneTok y 6nictepi;
no 360 6nictepiB y
KapTOHHI kopobui

TOB
«MEQPAP
M NTO»

YkpaiHa

KYCYM XEJNTTXKEP
MBT NTAO

IHaisa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3amiHa
abo BBeAeHHSA 10AaTKOBOI AiNbHUL
BMPOBHMLTBA ANs YacTuHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (QinbHWULSA AN BTOPUHHOIO NakyBaHHS) -
BBEAEHHS anbTepHaTUBHOIO BUpobHuka TOB
"TNMEQPAPM NTA", YKpaiHa BignoBiganbHOro 3a

UA/19806/02/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
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Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BTOPWHHE MaKyBaHHs 3 Npoaykuii in bulk,
BUroToBrneHoi BupobHukom KYCYM XENTXKEP
MBT JITA, IHgis. 3a3HadeHHs1 yHKUI BXe
3aTBEpAKEHNX BUPOBHWKIB. BBEAEeHHS 3MiH
NpOTArom 6-T1 MicALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCA BUNYCKY cepii
Ta KOHTPOIO AKOCTi FOTOBOTO IiKapCbKOro
3acoby (3amiHa abo fogaBaHHSA BUPOOHMKA, LLO
BiAMNOBiAae 3a BBE3eHHA Ta/abo Bunyck cepii) -
Bkrtouatoum KOHTponb/BUNPoByBaHHSA cepii -
BBEJEHHS anbTepHaTMBHOro BupobHuka TOB
"TTIEAPAPM NTA", YkpaiHa BianoBigansHOro 3a
KOHTPOIb SKOCTi Ta BUNYCK cepii 3 npogyKuii in
bulk, BurotosneHoi BupobHmkom KYCYM
XENTXKEP MBT NTA, IHaia. 3a3HavyeHHs
OYHKLI BXXe 3aTBEpAKEHUX BUPOGHUKIB.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepMKEeHHA. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
["oTOBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbKkoro 3acoby (iHLi 3MiHM) - OHOBMEHHS
BXe 3aTBEPKEHNX METOAIB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came: BUKIaAeHHS TEKCTY
[Aep>kaBHOK MOBOIO 3riJHO Cy4acHUX BUMOT.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

368.

dYLUNC®

Tabnetkun no 100 wmr,
in bulk: no 4
TabneTku y 6nictepi;
no 100 GnicTepiB y
KapTOHHIN kopobLyj;
in bulk: no 10
TabneTok y 6nictepi;
no 320 6nicTepiB y
KapTOHHiI kopobui

TOB
«MMEO®AP
M NTO»

YkpaiHa

KYCYM XENNTXKEP
MNBT NTAO

IHgia

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa
abo BBeAeHHSA [0AaTKOBOI AiNbHUL
BMPOBHMLUTBA ANSA YacTMHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (QinbHWULSA AN BTOPUHHOTO NakyBaHHS) -
BBEEHHS anbTepHaTUBHOro BUpobHuka TOB
"TNMEAPAPM NTA", YkpaiHa BignosiaanbHOro 3a
BTOPWHHE MaKyBaHHS 3 Npoaykuii in bulk,
BurotosneHoi BupobHukom KYCYM XENTXKEP
MBT NTA, IHAis. 3a3HayveHHs yHKLUIN BXxe
3aTBepOKEeHMX BUPOOHUKIB. BBeAEHHS 3MiH
NpOTArom 6-T1 MicALIB NiCNs 3aTBEPKEHHS.
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoOGHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCSA BUMYCKY cepii
Ta KOHTPOJO AIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHsi BUPOOHUMKa, LLO
BiAMOBiAae 3a BBe3eHHS Ta/abo Bunyck cepii) -
Bkntoyatoum koHTponb/BunpobyBaHHs cepii -
BBEAEHHSA anbTepHaTnBHOro BupobHuka TOB
"TNEAPAPM NTA", YkpaiHa BianoBiganbHOro 3a
KOHTPOIb SIKOCTi Ta BUMYCK Cepii 3 NpoaykKLii in

UA/19806/02/02
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Kpaina
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PeecmpauitiHa npoyedypa

bulk, BurotoBneHoi BupobHmkom KYCYM
XENTXKEP MBT NTA, IHais. 3a3HavyeHHs
YHKLiM BXXe 3aTBEPAKEHUX BUPOGHWKIB.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKeHHSA. 3MiHM | TUny - 3MiHM 3 AKOCTI.
["oTOBMI Nikapcbkuii 3acib. KOHTponb rotoBoro
nikapcbKkoro 3acoby (iHLi 3MiHW) - OHOBIEHHS
BXe 3aTBEPKEHNX METOAIB KOHTPOIO AKOCTI
nikapcbKkoro 3acoby, a came: BUKIaAeHHS TEKCTY
Aep>XaBHOK MOBOIO 3riAHO Cy4acHUX BUMOT.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

369.

DYLNC®

Tabnetkun no 150 wmr,
in bulk: mo 1 abo no
2 TabneTkn y
6nictepi; no 120
6nictepis y
KapTOHHiIN kopooLyj;
in bulk: no 4
TabneTkn y 6nictepi;
no 100 GnictepiB y
KapTOHHiIN kopoOLi

TOB
«MMEO®AP
M NTO»

Ykpaina

KYCYM XEJTTXKEP
MBT NTAO

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAeHHS 40AaTKOBOI AiNbHULI
BMPOBHMLUTBA AN YacTMHM abo BCbOro
BMPOGHMYOro NpoLEecy roToBOro NikapCbKoro
3acoby (AinbHMUSA ANs BTOPMHHOIO NaKyBaHHS) -
BBEAEHHS anbTepHaTUBHOro BupobHuka TOB
"TNEAPAPM NTLO", YkpaiHa BianosiganbHOro 3a
BTOPMHHE NaKyBaHHA 3 npoaykuii in bulk,
BurotosneHoi BupobHukom KYCYM XENTXKEP
MBT NTA, IHAia. 3a3HayveHHs yHKUIN BXe
3aTBEpOKEeHMX BUPOOHUKIB. BBeAEHHS 3MiH
NpOTArom 6-Tn MicALIB NiCNs 3aTBEPOXKEHHS.
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoGHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gopgaBaHHsi BUPOOHUMKa, LLO
BiAMNOBiAae 3a BBe3eHHS Ta/abo Bunyck cepii) -
Bkntoyatoum KoHTponb/BunpobyBaHHs cepii -
BBEJEHHS anbTepHaTMBHOro BupobHuka TOB
"TNIEAPAPM NTA", YkpaiHa BianoBigansHoOro 3a
KOHTPOrb SIKOCTi Ta BUMYCK Ccepii 3 NPoAyKLii in
bulk, BurotoBneHoi Bupo6Hukom KYCYM
XENTXKEP MBT NTA, IHAis. 3a3HayeHHs
PYHKLUI BXE 3aTBEPKEHUX BUPOBHWKIB.
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBEPAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) - OHOBMNEHHS
BXe 3aTBEPKEHNX METOLIB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came: BUKNaAEHHS TEKCTY
[Aep>kaBHOK MOBOI 3riJHO Cy4acHUX BUMOT.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHS.

370.

dYLNC®

Tabnetku no 200 wmr,
in bulk: no 4
TabneTku y Gnictepi;

TOB
«MMEO®AP
M JTTO»

YkpaiHa

KYCYM XEJTTXKEP
NBT NTAO

IHAina

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3MiHW y BUpOGHMUTBI. 3amiHa

Ymoeu Peknam Homep
aionycky yeaHHs1 | peecmpayiliHo20
noceid4yeHHs1
- UA/19806/02/03
- UA/19806/02/04
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yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

no 100 GnictepiB y
KapTOHHiIl kopobuyj;
in bulk: no 10
TabneTtok y 6nicrepi;
no 180 6nictepiB y
KapTOHHiI kopooLi

abo BBeAeHHS 40OaTKOBOI AiNbHULI
BMPOBOHMLUTBA Ans YacTuHW abo BCbOro
BMPOGHMYOro NpoLEecy roToBOro NikapCcbKoro
3acoby (AinbHMUSA ANs BTOPMHHOIO NaKyBaHHS) -
BBEJEHHS anbTepHaTMBHOro BUpobHuka TOB
"TNEAPAPM NTLA", YkpaiHa BianoBiganbHOro 3a
BTOPWHHE MaKyBaHHs 3 Npoaykuii in bulk,
BUroToBneHoi BupobHukom KYCYM XENTXKEP
MBT JITA, IHgis. 3a3HadeHHs1 hyHKUI BXe
3aTBEpAKEHNX BUPOOHWKIB. BBEAeHHS 3MiH
NpOTArom 6-T1 MicALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHsA BUPOOHMKA, LLO
BiAMOBiAae 3a BBE3eHHA Ta/abo Bunyck cepii) -
Bkrtouatoum KOHTponb/BUNPobyBaHHSA cepii -
BBEJEHHS anbTepHaTMBHOro BupobHuka TOB
"TTIEAPAPM NTA", YkpaiHa BianoBigansHOro 3a
KOHTPOSb SKOCTi Ta BUNYCK cepii 3 npogyKuii in
bulk, BurotosneHoi Bupo6Hmkom KYCYM
XENTXKEP MBT NTA, IHaia. 3a3HavyeHHs
PYHKLUI BXE 3aTBEPXKEHUX BUPOBHVKIB.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
"oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) - OHOBMNEHHS
BXe 3aTBEPKEHNX METOLIB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came: BUKIaAEeHHS TEKCTY
[Aep>kaBHOK MOBOIO 3riJHO Cy4acHUX BUMOT.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

371.

XENNEKC®
AHTUKONA

Tabnetku: in bulk: no
5000 TabneTok y
noaBinHOMY
nonieTMneHoBomMy
nakeTi B KOHTENHepi

TOB «Mosi
Xenc»

YkpaiHa

CaBa Xenckea 1T,
IHgis; Meaiton
dapmacbioTikan
JITa., YropwuHa

Inpis/
YropwuHa

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3miHu | TUNy - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponeiicbkint dapmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHocCTi EBponenchkii hapmakonei: ans
A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI ADI; ons
[OMOMIXXHOT pevoBuHU (cepTudikar
BignoBigHocTi EBponeichkii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKEHOro
BMpOGHMKa. MNogaHHs oHoBNEHoro ceptudikara
BignoBigHocTi €Bponeicbkii hapmakonei R1-
CEP 2002-020-Rev 09 (3atBepmxeHo: R1-CEP
2002-020-Rev 08) gns [itoyoi peyoBuHm
MapaueTtamon Big 3aTBEPAKEHOTO BUPOGHMKA

UA/9664/01/01
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Farmson Pharmaceutical Gujarat Private
Limited, India.
3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€sponewicbkin apmakonei/moHorpadii.
MogaHHA HoBOro abo oHoBneHoro cepTudikara
BignoBigHoCTi abo BUNyYeHHs cepTudgikata
BiQNOBIQHOCTI €Bponewnchbkin hapmakonei: ans
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiicbkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BMpobHMKa. [MogaHHA OHOBEHOro cepTudikaTa
BignoBigHocTi €Bponewchkin hapmakonei CEP
2002-020-Rev 10 ans [ito4oi pevoBrHM
MapaueTtamon Big 3aTBEpOKEHOrO BUPOGHMKaA
Farmson Pharmaceutical Gujarat Private
Limited, India. 3miHu | Tuny - 3miHn 3 AkocTi.
CepTudikat BignosigHocTi/E-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ans AONOMIKHOT peyoBMHU (cepTudikaTt
BignoBigHocTi €Bponeichkii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BMpo6HMKa. [MogaHHA OHOBIEHOrO cepTudikaTa
BignoBigHocTi €Bponeicekii papmakonei CEP
2002-020-Rev 11 ans [ito4oi pe4oBuHM
MapaueTtamon Big 3aTBEpAXEHOro BUPOGHMKa
Farmson Pharmaceutical Gujarat Private
Limited, India. OHoBneHHsi CEP Binbynock y
3B'AI3Ky 3i 3MiHOI Ha3BU BUPOOHMKa ADI
(nponoHoBaHa: Farmson Basic Drugs Private
Limited, India).

372.

XEJMMEKC®
AHTUKONAO

Tabnetku; no 4
TabneTku y 6nictepi;
no 1 6nictepy B
KapTOHHIN naywi; no
4 TabneTkn y
6nicTepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 nayok y rpynosin
KapTOHHIl ynakoBLi;
no 4 Tabnetku y

TOB «MoBi
Xency

YkpaiHa

CaBa Xenckea JlTa,
IHais; Megiton
dapmachbioTikan
JIta., YropwwuHa

IHgis/
YropwuHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNy - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponenickkin hapmakonei/MoHorpadii.
MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BigNoBIgHOCTI €BponeWichbkin hapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHMLTBI ADI; ans
[OOMOMDKHOI pe4oBUHM (cepTudikaT

be3
peuenma

UA/9824/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

6nictepi; no 1
6nictepy B
KapTOHHIN nayui; no
20 na4yok y rpynosin
KapTOHHIN ynakoBLi;
no 10 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 TabneTok y
onictepi; no 1
Gnictepy B
KapTOHHIN naduj; no
10 mayok y rpynosin
KapTOHHIN ynakoBLi

BignoBigHOCTI €BponeWicbkin hapmakoner) -
OHoBneHnn ceptudikaT Bif yxe 3aTBepaXeHOro
BMpobHMKa. [MogaHHA OHOBIEHOro cepTudikaTa

BignoBigHOCTI €Bponeickkin hapmakonei R1-
CEP 2002-020-Rev 09 (3atBepmxeHo: R1-CEP
2002-020-Rev 08) gns [itoyoi pevoBuHu
MapaueTtamon Big 3aTBEpOKEHOro BUPOGHMKa
Farmson Pharmaceutical Gujarat Private
Limited, India.
3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT

BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI

€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara

BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara

BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo

BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans

[OMOMDKHOI peqoBUHM (cepTudikaT

BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBepAXeHOro
BMpo6HMKa. [MogaHHA OHOBEHOro cepTudikaTa
BignoBigHocTi €Bponewcekin hapmakonei CEP

2002-020-Rev 10 ans [ito4oi pe4oBuHH
MapaueTtamon Big 3aTBEpOKEHOIO BUPOGHMKA
Farmson Pharmaceutical Gujarat Private
Limited, India. 3minn | TUny - 3miHn 3 sKocTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONEenchKii
apmakonei/moHorpadii. MogaHHs HoBoro abo

OHOBIeHoro cepTudikaTta BignosigHocTi abo

BUIyYEHHS cepTudikarta BianoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona

BMXifHOro MaTtepiany/peareHTy/npoMiXXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI

ADI; ans AONOMIKHOT peyYoBMHUM (CepTudikaTt

BignoBigHocTi EBponeicbkii hapmakonei) -
OHoBReHn cepTudikat Big, y>xe 3aTBepAXeHOro
BMpOGHUWKa. MNogaHHs oHoBNeEHoro cepTudikara
BignNoBigHoCTI €Bponeichkiii papmakonei CEP

2002-020-Rev 11 ansa [ito4oi pe4oBrHM
MapaueTtamon Big 3aTBEpAXEHOro BUPOGHMKa
Farmson Pharmaceutical Gujarat Private
Limited, India. OHoBneHHsi CEP Bigbynocb y
3B'AI3Ky 3i 3MiHOI Ha3BU BUPOOHMKa ADI
(nponoHoBaHa: Farmson Basic Drugs Private
Limited, India).

373.

XYMYJIIH
PErynsap

PO34MH ANs iH eKLin,
100 MO/mnmi; no 3 mn
Y CKNsiHOMY
KapTpuaxi; no 5

Tinni ®paHc

DdpaHuis

Tlinni ®paHc

®paHuia

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

3a
peuernmom

UA/8571/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1

KapTpuoxis y
KapTOHHIN nayui; no
3 My CKIsitHOMy
KapTpumki; no 1
KapTpUmKy y
Lnpuy-pyyui
KsikleH; no 5
LUNPUL-PYYOK Y
KapTOHHIN nayui

cneumndikauii Ta/abo JonycTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHW) [JonOBHEHHS
OONyCTUMMUX MEX ANS TECTY «BMICT
MeTakpe3ony» y cneumdikauii Ha Bunyck ta
TepMiH NpuAAaTHOCTI Nikapcbkoro 3acoby
KiNTIbKICHUMW 3HaYeHHAMU. [laHa He3HayeHa
3MiHa pefakuiiHOro xapakrepy 403Borisi€ GinbLu
TOYHO onucatu gonyctumi nimitn: 90-110% Big
3asBneHol KinbkocTi (2,25 mr/mn — 2,75 mr/mn) -
3MiHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(BUNYyYeHHs MeToAy BUNPOOYBaHHS, SKLLO BXe
3aTBEPKEHUI anbTepHaTUBHUIA METOA) -
BunyyeHHs OCHOBHOIO MeToay BU3HAYEHHS
BMICTy KOHCepBaHTy (MeTakpesony, A00104
(HPLC)) B cneumdikauisix Ha BUNycK Ta TePMiH
nNpuAaTHOCTI Nikapcbkoro 3acofy.
ArnbTepHaTUBHWI MeTOA BU3HAYEHHS BMIiCTY
KOHcepBaHTy (MeTakpesony, B03996 (HPLC)),
KM ByB 3aTBEpPPKEHUI paHiwe, byae
BVIKOPVCTOBYBAaTUCA 1 Hagani - 3minu | Tuny -
3miHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeobXigHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpadii Y abo €sponencbkoi
dapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
crneungikauisx, nos's3aHa 3i amiHamu B DY,
abo €Bponencobkin hapmakonei, abo iHLWin
HauioHanbHin chapmakonei aepxasu €C) -
MpuBeaeHHs cneundikaui Ha BUMYCK Ta TEpMiH
npuaaTHOCTI NikapcbKoro 3acoby y BiAMOBIAHICTbL
MoHorpadism €sponericbkoi hapmakonei,
BKIOYaK4M foAaBaHHs HOBMX TecTiB (TecTn
«A21-[e3amigo IHcyniH» «IHwi Big A21-
Hesamigo IHcyniH gomiwkuny, «TBepai
yacToukn», «EHpoTokcuHny, «O6’em, WO
BUTSAraeTbCSA») Ta BUNyYEHHS NOCUNaHb Ha
MeToau BUpoOHUuka ans TecTiB «KinbkicHe
BU3HAYeHHS», «laeHTudikauisy,
«BucokomonekynsipHuii npotein (HMWP») Ta
«A21-[e3amigo IHcyniH». 3mibu | TUny - 3miHKM 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO fiKapCbKOro 3acoby (iHLi 3miHu) -
Mepeknag MKA Ha ykpaiHCbKy MOBY, HE3HaYHI
OHoBreHHs po3giny MKA «Cknag» B YacTuHi
NPUMITOK Ta «YNakoBkay (BUITy4eHO
iHhopMaLito LWoJ0 rpynoBOro NakyBaHHS)
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
374. | UENbT PO34MH ANs iH'eKwin Bionoriwe Himeyuunna Bionoriwe Himeyumna BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/0020/01/01
IH'EeKUIi no 2,0 mn B amnyni; Xannbmitte Xannbmittenb 3MmiHn | Trny - 3MiHK 3 aKocTi. [oToBUNA peuenmom
no 5 amnyny nb Xeenb Xeenb M'm6X nikapcbkuii 3acib. Cuctema
KOHTYPHil m6X KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
YapyHKOBIW nocrayanbHuka nakyBarnbHUX MaTepianis abo
ynakoBuj; no 2 KOMMMEKTYIOUMX (SIKLLO 3a3HaYeHO B JOCHE)
KOHTYPHi YapyHKOBI (BUNYYEHHS NnocTayanbHKKa) - BUNYYeHHS
yMNakoBKM y kopobui iHcbopMaLii Npo nocTayanbHWKa NakyBarnbHOro
3 KapToHy; no 2,0 mn matepiany (amnynu). 3miHn | TMny - 3MiHK 3
B amnyni; no 5 sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
amnyn y KOHTYpHIn KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
YapyHKOBIMn napameTpiB cneuudikadin Ta/abo gonyctummnx
ynakosui; no 20 MEX NEePBMHHOI YNAKOBKWN rOTOBOrO NiKapCbKOro
KOHTYPHUX 3acoby (AoNoBHeHHS cneundikauii HoBUM
YapyHKOBUX NoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
YyMNaKoBOK y KOpoOLj BUNPOOYBaHHS) - 4OMNOBHEHHS crieumdikauii Ha
3 KapTOHYy amnynu nokasHukom “Colour of glass” 3
BigNoBigHMM MeTo4oM BMNPoByBaHHS. 3MiHM |
TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NikapCbKMi
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
OOMNYCTUMKX MEX NEPBUHHOT YNAaKOBKN FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHS 3MiH
00 crneundikauii Ha amnynn, a came He3HayHe
KOPUryBaHHS KpUTEPIiB NPUAHATHOCTI ANs
nokasHuka “Break strength” (BepxHs mexa
BnacHoi cneuudikauii KomnaHii Tpoxu
CKOpuroBaHa, BpaxoBYH4M 3aranbHOBM3HaHa
MaKcMMarnbHa MiUHICTb Ha po3puB, onncaHa B
ctaHgaptax DIN anst amnyn 1 mn i 2 mn). 3MiHn
| Tuny - 3MiHM 3 sikocTi. FOTOBMI Nikapcbkuin
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3miHa napameTpiB cneuudikauin Ta/abo
[OMNYCTUMKX MEX NEPBUHHOT YNAaKOBKN FOTOBOTO
nikapcbkoro 3acoby (4onoBHeHHS cneumdikavii
HOBMM MOKa3HMKOM 3 BifMNoOBiAHUM METOA0M
BUNpobyBaHHs) -
[OMNOBHEHHS cneuumdikauii Ha amnynm
nokasHukom “Arsenic content’3 BignosigHum
METO0M BUMNPOGYBaHHS.
375. | LEPBAPUKC | cycneHsia ons makcoCwmit Benuka makcoCmiTKnsamH Beneris BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: 3a UA/16310/01/01
BAKLUUHA iH’ekuin; no 0,5 mn KnainH BpuTaHis Bionogxikans C.A. 3minu | Trny - 3miHm 3 sikocTi. AdI. KoHTponb peuenmom
ansa (1 po3a) cycneHsii Ekcnopt A®Il. 3miHa y MeTofax BunpobysaHHs A®I abo
MPO®IIAKT ons iH'ekuin y TimiTen BUXiOHOro MaTepiany/npoMiXXHOro
UKU nonepeaHLo NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
3AXBOPIOB HarnoBHEHOMY npoteci BUpobHuuTea ADI (iHWi 3MiHK y
AHb, LLIO LUNpUL 3 MOPLUHEM i mMeToAax BUNpobyBaHHS (BKIIOYAKUN 3aMiHy
BUKIMUKAIOT | koBnaykom y abo gonoBHeHHs1) APl abo
bCA KOMMNNEKTi 3 FONKO BUXiAHOro/NPOMIDKHOrO MPOAYKTY) -
BIPYCOM (y 6nictepi) abo y 3anponoHoBaHO HOBY YMOBY 151 TECTYBaHHS Ha
nAnioMn hnakoHi 3 NpobKot; HasIBHICTb Ta KiNbKiCTb aHaepoBHMX
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

NIOANHN
TUNIB 16 TA
18

no 1 nonepeaHLo
HanoBHEHOMY
LUNPULY 3 FOJIKOO
abo no 1 conakoHy B
KapTOHHiIN kopobui 3
MapKyBaHHSIM
YKpaiHCbKOK MOBOIO;
no 0,5 mn (1 gosa)
cycneHxsii ans
iH'ekUin y
nonepeaHLo
HanoBHEHOMY
wnpuui 3
MapKyBaHHSIM
iHO3EMHUMY MOBaMu
3 NMOPLUHEM i
KOBMaYKoOM Y
KOMMMEKTi 3 rorikoto
(y 6nicTepi) abo y
dnakoHi 3
MapKyBaHHSIM
iHO3EMHUMY MOBaMU
3 Npo6koto; no 1
nonepegHLo
HanoBHEHOMY
LUNPULY 3 FOSKOK
abo no 1 cnakoHy B
KapTOHHiI kopobui 3
MapKyBaHHSIM
iHO3EMHUMY MOBaMU
3i CTMKEpOM
YKPaiHCbKOK MOBOHO

aepoTonepaHTHNX MIKPOOPraHiaMiB y TeCTi Ha
MiKpoOHEe HaBaHTaXeHHsi Ha eTani OAUHOYHOTO
36opy (single harvest) y BupobHn4yomy npoueci

376.

LIMKITOKC®

TabneTku, BKPUTI
NniBkOBOIO
obornoHkoto, no 10
Mr; no 14 TabneTok
y 6nicTtepi, no 2 abo
no 4 Gnictepay
KapTOHHIN ynakoBLi

TOB
«NEO®AP
M NTA»

YkpaiHa

KYCYM XEJNNTXKEP
MNBT NTAO

IHgia

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3miHu | TUNY - 3miHun Wwopo
6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuL NnikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMNYHOro 3aCTOCYBaHHS
reHepu4HMX/ribpuaHux/6ionogibHMx nikapcbkux
3acobiB nicns BHECEHHS TiEl caMoi 3MiHU Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaAaHHS XOAHUX HOBUX AOAATKOBMX AaHUX).
3MiHM BHECEHO [0 iHCTPYKUiT Ans MeaM4Horo
3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "B3aemogis 3
iHLWIMMKM nikapcbkUMK 3acobamu Ta iHLWi BUam
B3aemopin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun", "MepenosyBaHHs", "MoGiyHi peakuii”
BigNoBigHO 40 iHopMaLii LWogo MegnMYHoro

3a
peuenmom

He
nidnsieae

UA/19243/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acToCyBaHHs pedepeHTHOro nikapcbkoro
3acoby (LULMMNPANEKC, TabneTku, BKpUTi
nniBkoBOI 060MNOHKO0). BBEaeHHs 3MiH

npoTsArom 6-T1 MicsILiB Nicns 3aTBEpAKEHHS

377.

LUKITOKC®

TabneTku, BKpUTI
NNiBKOBOO
o6oroHkoto, no 20
Mr; no 14 TabneTok
y BnicTepi, no 2 abo
no 4 Gnictepay
KapTOHHIN ynakoBLi

TOB
«MMEO®AP
M NTO»

Ykpaina

KYCYM XENTXKEP
NBT NTAO

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHun | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKil XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MeAMYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/6ionogibHMx nikapcbKnx
3acobiB nicns BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He nNoTpebye
HaaHHS )XOOHWX HOBUX AOAATKOBUX OAHMX).
3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"®apmakonorivyHi BnactusocTi", "B3aemopis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi Buan
B3aemogin", "OcobnuneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHsi rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun", "MepenosyBaHHs", "MobGiyHi peakuii”
BiAMNOBIAHO A0 iHbopMmaLii LLOA0 MEANYHOTO
3aCTOCyBaHHsi pehepeHTHOro nikapcbKoro
3acoby (LUMMNPANEKC, TabneTku, BKpUTI
nniBkoBol 060MOHKO0). BBEAEHHS 3MiH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBepAKEHHS

3a
peuenmom

He
nidnsieae

UA/19243/01/02

378.

LU®PAH

TabneTkn, BKpUTI
obornoHkoto, no 500
mr; no 10 TabneTok
y 6nictepi; no 1
onictepy y
KapTOHHiI kopobui

CaH
dapmacbloT
vkan
IHpacTpi3
JlimiTen

IHAin

CaH
dapmacbioTukan
IHgacTpis IlimiTeq

IHais

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | Tuny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHWX faHnx Npo cucTemy
dapmakoHarnsay, 3MiHa yrnoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKLWwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BiA4noBiganbHoI 3a 34iNCHEHHSA dhapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-thainna cuctemm
dapmakoHarnsgy). 3MiHa ynoBHoBaxeHOoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
[itoya pepakuis: Dr. Vivek Ahuja. lNMponoHoBaHa
pepakuis: Himanika Arora. 3miHa KOHTaKTHUX
[aHUX YNOBHOBaXKEHOI 0COOM 3asiBHYMKA,
BignoBigansHoil 3a dpapMakoHarnag.

3a
peuenmom

UA/2897/01/02

379.

LUWDPPAH OD

TabneTtku
NPOSIOHroBaHoI A,
BKPWTi NNiBKOBOKO

CaH
dapmacbloT
nkan

IHAis

CaH
dapmacbioTukan
IHgacTpis JlimiTeq

IHaisa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHn | TMny - 3MiHK Wwopo
6e3nekn/edPekTMBHOCTI Ta hbapMakoHarnsiay.

3a
peuenmom

UA/2897/03/02
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

obornoHkoto, no 1000
mr, no 5 tabnetok y
6nictepi; no 1
Gnictepy B
KapTOHHiN kopobui

IHoacTpi3
Jlimiteq

BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHUx
npo cuctemy dapmakoHarnagy (BBeAeHHs
y3aranbHeHUX AaHux Npo cUcTemy
chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBiganNbHOI 3a 34iINCHEHHS
dapmakoHarnagy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iIMCHEHHA
dapmakoHarnsgy B YKpaiHi, SKLWo BOHa
BigMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-taina cuctemm
capmakoHarnsgy) - 3MiHa ynoBHoBaXeHo|
ocobu 3asBHMKa, BianoBiganbHOI 3a
bapmakoHarnag. fitova pegakuis: Dr. Vivek
Ahuja. lNponoHoBaHa pegakuia: Himanika Arora.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu
3asBHMKa, BiANOBIAaNbHOI 32 hapMakoHarnag

380.

LIM®PAH OD

TabneTku
NPOSIOHroBaHoI A,
BKPUTI NMiBKOBOIO
obornoHkoto, no 500
Mmr, no 5 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHiIN kopobui

CaH
dapmacbloT
nKan
IHaacTpi3
JlimiTen

IHAis

CaH

dapmacbioTukan
IngacTpis Jlimitea

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | Tuny - 3MiHM Wwopo
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX gaHUx
npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHUX AaHux Npo cUcTemy
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHUka Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BiANoBiganbHOI 3a 3AiNCHEHHSA hapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-thaina cuctemu
dapmakoHarnsgy) - 3MiHa yNnoBHOBaXeHO|
ocobu 3asBHKKA, BianoBiganbHOI 3a
apmakoHarnag. Oitova pegakuis: Dr. Vivek
Ahuja. MNponoHoBaHa pegakuis: Himanika Arora.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0cobu
3asBHYMKa, BignosiganbHoI 3a dapMakoHarmsg

3a
peuenmom

UA/2897/03/01

381.

IOHOPM®

cvpon, 4,0 mr/5 mn
no 50 mn y donakoHi;
no 1 pnakoHy 3
MiPHUM MPUCTPOEM Y
nayui

TOB "lOpis-
Papm"

YkpaiHa

TOB "tOpis-®Papm”

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
rOTOBOrO fiKapCbKOro 3acoby (3MeHLUEeHHS
TEepMiHy NpuaaTHOCTI FOTOBOrO NikapCcbKoro
3acoby) - lMicns nepLUoro po3kpuUTTS, BBEAEHHS
TepMiHy npuaaTtHocTi N3 nicnsa nepioro
po3kpuUTTS cpriakoHy 28 AHiB 3aTBEpOXKEHO: 2
poku. 3anponoHoBaHo: 2 poku. TepMmiH
NpVAATHOCTI NICNSA NEPLUOro PO3KPUTTSA (NaKoHy
- 28 gHiB. 3MiHM BHECEHO B iHCTPYKLit0 ANs

3a
peuenmom

He
nionsieae

UA/14069/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoesu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

MEeOMYHOro 3aCTOCyBaHHS Ta KOPOTKY
XapaKTepuCTuKy nikapcbkoro 3acoby y posain
"TepmiH npmugaTHOCTI" 3 BiANOBIAHNMW 3MiHAMM B
TEKCTi MapKyBaHHS yNaKoBOK JlikapCbKoro
3acoby. BBegeHHs 3MiH NpoTsiroM 6-Tu MicsiLiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
MapKyBaHHS1 BTOPUHHOI YNaKOBKW MikapCbKoro
3acoby y nyHKTM 4, 17 Ta B TEKCT MapKyBaHHSs
NepBUHHOI YNakoBKW y MyHKTW 17. BBeaeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEePAKEHHSs!

*y pa3i éHeceHHs1 3MiH Ao iHcmpyKUii Npo meduyHe 3acmocyeaHHs

B.o. HayaaLHUKA

dapManeBTHYHOI0 YIIPABJIIHHA

Ouaexkcanap I'PIHEHKO




