HEPEJIIK

Jonarok 3
a0 Haka3y MiHicTepcTBa 0X0poHH
3p0poB’s Ykpainu «IIpo nep:xaBny
peecTpauiio (mepepeecTpaniio) JikapcbKuX
3ac00iB (MeAMYHUX iMyHOOi0JIOrTYHNX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiiHux MarepiajiB»
Bi 26 BepecHs 2025 pokky Ne 1493

JIKAPCBKHUX 3ACOBIB MEANYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIOAO AKUX BYJIU BHECEHI

3MIHU O PEECTPALIMHUX MATEPIAJIIB, IKI BHOCSATBCS 1O JEP’KABHOI'O PEECTPY JIKAPCBKUX
3ACOBIB

Ne Haszea dopma eunycky 3asieHUK Kpaina Bupo6Huk KpaiHa PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHuUKa eidnycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
1. | ASAPTA® Kpanni o4Hi; no 5 mn Hosapric LLiseniLapis HoBapric Benbris BHECEHHs1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/10400/01/01
y donakoHi- Papma Al ManydakTypiHr HB 3MmiHu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuyenmom | nidnseae
KpanenbHuui; no 1 HaliMeHyBaHHs Ta/abo agpecu micus
dnakoHy- NpoBaXXeHHs OisNbHOCTI BUPOGHMKa

KpanenbHUUi y
kopo6Lli 3 KapTOHY

(Bkrroyaro4m, 3a HeobxigHOCTI, MicLe
npoBeAeHHs1 KOHTPOIO AKOCTi), abo BNnacHuka
macTtep-darina Ha ADI, abo noctayanbHuka
Adl/BnxigHoro matepiany/peareHTy/npomMixxHOro
NPOAYKTY, L0 3aCTOCOBYHOTECS Y BUPOOHULITBI
A®I (KO 3a3Ha4YeHO y AOChE Ha NikapCbKui
3acib) 3a BigcyTHOCTI cepTudikaTta BiANOBIAHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y AO0CbE) - 3MiHa
Ha3BM Ta agpecy BUPOOHMKa, WO 34iNCHI0E
KOHTpOrb SIKOCTi cybcTaHLUii. BupobHuua
[inbHUUSA Ta yci BUpOOHUYI onepadii
3anMLaTbCA HE3MIHHUMU.

[itova pegakuis:
Alcon-Couvreur NV
Rijksweg 14 B-2870 Puurs Belgium DUNS:
370205429
MponoHoBaHa pepakuis:

Novartis Manufacturing NV
Rijksweg 14 2870 Puurs-Sint-Amands Belgium
DUNS: 370205429.
3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHs AisnbHOCTI BUpobHMKa/imnopTepa
roTOBOrO fliKapCbKOro 3acoby, BK0Ya4m




2 [IponoBkeHHs foaaTka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
OinbHWLI BUNYCKy cepii abo MicLe NnpoBeaeHHs
KOHTPONMIO AKOCTI. (QisiNbHICTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAKOYM BUMYCK Cepilt) -
3miHa Ha3Bw BUpobHuka 113, BupoGHuya
finbHUUS, agpeca Ta yci BUpobHudi onepalii
3anuwaTbCs HE3MIHHUMUW. 3MiHW BHECEHO B
iHCTPYKLUIil0 ANs MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain «BupobHuk» 3
BiANOBIQHUMW 3MiHAMWN Y TEKCTIi MapKyBaHHS
yNaKkoBKW nikapcbkoro 3acoby. BeeaeHHst 3amiH
NpoTSArom 6-Tm MicsALIB NicNs 3aTBEPOXKEHHS.
2. | AKCANAPA PO34MH A8 iHy3in, Akca IHAis Akca NMapeHTepenc IHgia BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a UA/19824/01/01
10 mr/mn no 100 mn MapeHTepen 1o, 3MiHu | Tuny - 3MiHKM Wwopo peuenmom
y donakoHi; no 1 c Nimiteq 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
hnakoHy B (iHWi 3MiHK). 3MiHN BHECEHO B TEKCT
KapTOHHIN ynakoBLi MapKyBaHHS BTOPUHHOI YNaKOBKW MiKapCbKoro
3acoby y nyHKT 17.
3. | AlIEProgun® crnpen HasanbHWUi MEOA Himeyuunna Magayc M'm6X Himeyumna BHECEHHS1 3MiH O peecTpaLinHMX maTepianis: be3 UA/4072/02/01
[o3oBaHui, 1 mr/mn, Papma (BUPOBHWK, 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenma
no 10 mn y dprakoHi 'mbX eHg BiAMOBiAanNbHWIA 3a nikapcbkuii 3aci6. KoHTpornb rotoBoro
3 HarBMHYEHUM Ko. KI BUPOBHMLTBO nikapcbkoro 3acoby. 3miHa y meTogax
po3nunoBayeM; no Hepo3dacoBaHoi BUNPOOYyBaHHA rOTOBOIO NikapcbKoro 3acoby

1 donakoHy B
KapTOHHIN ynakoBLi

npoaykuii, nepBnHHe
Ta BTOpPWHHE
nakyBaHHs1,

KOHTPOMb SKOCTi Ta
BUWMNYCK cepii)

(BUNYyYeHHS MeToAy BUNPOBYBaHHS, SKLLO BXe
3aTBEPKEHNI anbTepHaTUBHWIA MeTon) -
BUITyYEHHS anbTepHaTuBHoro metoay (BEPX)
NS BU3HAYEHHS1 YUCTOTM FOTOBOTO NiKapCbKOro
3acoby, Lo BUKOPUCTOBYBaNOCh Npu
NpOBeAEHHI KOHTPOMIO AKOCTi komnanieto MEJA
MeHbtodbekyepuHr FTM6X, HimewunHa. 3Minn |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapCbkui
3aci6. KoHTponb rotToBOro nikapcbkoro 3acoby.
3MiHa napameTpiB cneundikauin Ta/abo
AO0MYyCTUMMX MEX rOTOBOTO NiKapcbKoro 3acoby
(iHwWi 3miHK) - npuBeAeHHs cneuundikauii B
3aTBEPAKEHUX METOAAX KOHTPOIO SKOCTi Y
BignoBiganbHicTk 4o cneundikauii BUpobHMKa.
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHWN) - OHOBMNEHHS
BXE 3aTBEPKEHNX METOZIB KOHTPOMIO AKOCTI
nikapcbKoro 3acoby, a caMme: BUKITAAEHHS TEKCTY
[ep>XaBHOO MOBOIO 3ri4HO Cy4aCHUX BUMOT.
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHN)- BHECEHHS 3MiH
0o MKA N3, a came: npuBeAeHHs BKa3iBkU LLOAO
ymoB 36epiraHHs nikapcbkoro 3acoby Ao
opuriHanbHUX maTepianiB peecTpauinHoro
nocbe, 3aTBepmxeHnx Hakazom MOS Big
24.06.2016 YkpaiHn Ne624, amiHoto B.11.4.1. (x)
nig Yac nepepeectpadii Ta akTyanisauis
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[IponoBkeHHs foaaTka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
copmyntoBaHHS po3ainy «MapkyBaHHS». 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWI NiKapCbKNIA
3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (36inbLeHHs TepMiHy
npuaaTHOCTI FOTOBOrO MikapcbKoro 3acoby) -
[Micns neplioro po3kpuTTs (NiATBEPOXKYETLCS
AaH1MKN pearnbHOro Yacy) - 3MiHa po3giny
“TepmiH npuaaTtHocTi” B MKA J13. 3aTBEepaxeHo:
Cpok rogHocTi 3 roga. Cpok rogHocTu nocrne
nepBoro NpMMeHeHust — 4 Hegenu.
3anponoHoBaHo: TepMiH NpuaaTHOCTI. 3 poku.
Micns BigkpuTTA (bnakoHa npenapaTt
BMKOPWCTaTU NPOTAroM 6 MicsuiB.
4. | AMBPI3EHTAH | Tabnetku, BKpUTi Aypo6iHgo IHais BionosiganbHuii 3a ManbTa/lngj BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/20712/01/02
OXXEHEPIC NNiBKOBOO dapma 1o BUNYyCK cepii: 2] 3MiHu | Tuny - 3MiHKn Wwopo peuenmom
obornoHkoto, 10 mr, AN CeicT 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
no 10 TabneTtok y Cepsices (ManbTa) (iHWi 3MiHK). 3MiHN BHECEHO B TEKCT
6nictepi, no 3 JlimiTeq, ManebTa; MapKyBaHHS BTOPUHHOI YNaKOBKM MiKapCbKoro
onictepu B BupobHuuTBO, 3acoby y nyHkTK 2, 12, 14, 17 Ta B TEKCT
KapTOHHiI kopooLi nepBuUHHE MapKyBaHHS NEPBUHHOI YNaKOBKM Y MYHKT 6.
nakyBaHH4, BBegeHHs 3MiH NpoTArom 6-Tn micauis nicns
BTOPWHHE 3aTBEPOKEHHS.
nakyBaHHsi:
AlN Xenckep
JlimiTea, IHAis
5. | AMBPI3EHTAH | Ttabnetku, BKpUTi AypobiHgo IHAis BinnosiganbHuii 3a ManbTa/lHaj BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a UA/20712/01/01
IDKEHEPIC NniBKOBOO Papma 4 BUWMYCK Cepil: A 3Minn | TUny - 3miHn Wwopo peuenmom
oboroHkot, 5 Mr, no AN CeicpT 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
10 TabneTtok y Cepsices (ManbTa) (iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
6nictepi, no 3 Nimiten, ManbTa; MapKyBaHHSI BTOPUHHOI YNaKoBKU MiKapCbKOro
onictepu B BupobHuuTBO, 3acoby y nyHkTM 2, 12, 14, 17 Ta B TeKCT
KapTOHHiI kopobui nepBuHHE MapKyBaHHS NEPBUHHOI YNAKOBKM Y NYHKT 6.
nakyBaHHS, BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
BTOPWHHE 3aTBEPOKEHHS.
nakyBaHHsi:
AlN Xenckep
NimiTen, IHAis
6. | ACEHTPA® TabneTku, BKPUTI KPKA, a.4., CnoBeHisi Bupo6Huk, CnoseHis BHECEHHS1 3MiH 4O peecTpauinHMX maTepianis: 3a He UA/8770/01/02
NNiBKOBOO Hoso mecto BianoBiganbHWi 3a 3minHn | TMny - 3miHK 3 sKocTi. [oToBUIA peuenmom nionsieae

obonoHkoto, no 100
Mr, no 7 TabneTtok y
6nictepi; no 4

onictepu y kopobui

BMPOBHMLTBO «in
bulk», nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOb Ta BUMYCK
cepii:

KPKA, a.a., Hoso
mecTo, CrnoBeHisi;
Brpo6HuK,
BignoBiganbHuMi 3a
BUPOGHMLUTBO «in

nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO fiKapCbKOro 3acoby (3MeHLUEHHS
TEPMiHY NpUAATHOCTI FOTOBOIO NiKapCbKoro
3acoby) - [Ins TOpProBoi YNakoBKW - 3MEHLLEHHSI
TepMmiHy npugatHocTi 113 ans Toprosoi
ynakoBKu 3 5 pokiB A0 2 pokiB. 3MiHN BHECEHO B
iHCTPYKUIilO ANsi MeaNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3gin "TepmiH
npugaTHocTi".




4 [IponoBkeHHs foaaTka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
bulk», nepBuHHe Ta
BTOPWHHE
nakyBaHHsi:
KPKA, a.4., HoBo
mecTto. CrnoBeHis;
Bupo6HuK,
BigNOBiganbHUM 3a
KOHTPOMb Cepii:
HN30X
(HauioHanbHi
nabopartopis 3a
3apas'e, okorne iH
XpaHo), CrioBeHist
7. | ACEHTPA® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis Brpo6bHuK, CnoseHis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3a He UA/8770/01/01
NniBKOBOK HoBo mecto BiANOBiganbHUIM 3a 3MminHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom nionsieae
o6onoHkoto, no 50 BUPOBHMLTBO «in nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
Mr, no 7 TabneTtok y bulk», nepeuHHe Ta TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
6nictepi; no 4 BTOPUHHE roTOBOrO JlikapCbKoro 3acoby (3MeHLLEeHHs!
6nictepu y kopobui nakyBaHH4, TEPMiHy NPMAATHOCTI FOTOBOrO NiKapCbKoro
KOHTPOIb Ta BUMYCK 3acoby) - [ins TOpProBoi yNakoBKN - 3MEHLLEHHS
cepil: TepMiHy npuaatHocTi M3 gns Toprosoi
KPKA, a.4., HoBo ynakoBku 3 5 pokiB A0 2 pokiB. 3MiHN BHECEHO B
mecTto, CrnoBeHis; iHCTPYKLUIiO ANs MeANYHOro 3acCTOCYBaHHSA
Bupo6HuK, nikapcbkoro 3acoby y po3gin "TepMiH
BigNoBiganbHWI 3a npuaaTHocTi".
BUPOBHMLTBO «in
bulk», nepsuHHe Ta
BTOPUHHE
nakyBaHHs:
KPKA, a.4., HoBo
MecTo. CrnoBeHis;
Brpo6HuK,
BigNoBiganbHUIM 3a
KOHTPOSb cepii:
HN30X
(HauioHanbHi
nabopaTtopis 3a
34paB'e, okorne iH
xpaHo), CnoseHisi
8. | ACKOPBIHOBA | posuuH ans iH'ekuin, | TOBAPUCT YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: 3a UA/4017/01/01
KUCINOTA- 50 mr/mn; no 2 mn B BO 3 obmexeHo 3MiHun | TMny - 3MiHKM Wwopo peuenmom
300POB'A amnyni; no 10 amnyn | OBMEXEH BiAMNOBIAANbHICTHO 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
Y KapTOHHIlA kopobLi; 0]}0) "®apmaueBTuyHa (iHLWi 3MiHK). 3MiHM BHECEHO B TEKCT
no 2 mn B amnyrni; BIOMOBIOA KoMnaHisi "3gopos's" MapKyBaHHS BTOPUHHOI YNaKOBKW MiKapCbKOro
no 5 amnyny JIbHICTIO 3acoby y nyHkTn 1, 2, 6, 11, 17 Ta B TekcT
6nicTepi; no 2 «KOPTOPA MapKyBaHHS NEPBUHHOI YNAKOBKW Y NYHKTN 5, 6.
Gnictepn y LA Takox BunyyeHo gybntotoyy iHdopmalLio
KapTOHHiIl kopobuyj; «300POB’A POCIACbKOK MOBOI Ta BHECEHO HE3HAYHi MPaBKK

no 2 Mn B amnyni;
no 10 amnyn y
GnicTepi; no 1

»

no TekcTy BeegeHHs 3MiH NpoTsirom 6-Tu micauis
nicnsa 3aTBEpAXEHHS.
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[IponoBkeHHs foaaTka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Gnictepy y
KapTOHHiN kopobui
9. | ACKOPBIHOBA | po3unH gns iH’ekuin, | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHuX maTepianis: 3a UA/4017/01/02
KUCINOTA- 100 mr/mn; no 2 mn BO 3 obmexeHo 3MiHun | Tvny - 3MiHmn Wwoao peuenmom
300POB'A B amnyni; no 10 OBMEXEH BiAMNOBIAAMNbLHICTIO 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
amnyn y KapTOHHI (e]}0} "papmaueBTUYHa (iHWi 3MiHK). 3MiHN BHECEHO B TEKCT
kopobuj; no 2 mn B BIAMNOBIOA KomnaHis "3gopos'a” MapKyBaHHS BTOPWHHOI YNaKOBKU MiKapCbKOro
amnyni; no 5 amnyn JIBHICTHO 3acoby y nyHkTn 1, 2, 6, 11, 17 Ta B TekcT
y BnicTepi; no 2 «KOPMOPA MapKyBaHHS NEPBUHHOI YNAKOBKW Y NYHKTU 5, 6.
Gnictepun y LA Takox Buny4yeHo gyoniotoyy iHpopmalio
KapTOHHiIN kopobuyj; «300POB’A POCIICbKOK MOBOIO Ta BHECEHO HE3HaYHi MpaBKu
no 2 Mn B amnyni; » no TekcTy BBeaeHHst 3MiH NpoTsirom 6-Tu Micauis
no 10 amnyny nicna 3aTBEPLKEHHS.
onictepi; no 1
Gnictepy y
KapTOHHiIN kopobui
10. | APJNYBIH® Tabnetku; no 12 TOB YkpaiHa Pixapg BittHep Al ABCTpis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nionszae UA/10018/01/01
Tabnetok y 6nicrepi; «MNEPPIFO 3MiHu | Tuny - 3MiHmM Wwopo peuenma
no 1, 2, 3 a6o 4 YKPAIHA» 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay
6nictepn y (iHWi 3MiHK). 3MiHN BHECEHO A0 IHCTPYKLUIi Ans
KapTOHHiIN kopooLi MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby
Ao po3ginis "B3aemogis 3 iHLWMMK nikapCbKummn
3acobamu Ta iHWi BUan B3aemogiin",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"3QaTHiCTb BNNMBaTK Ha LWBMAKICTb peakuii npu
KepyBaHHi aBToTpaHcnopToM abo iHWMMK
MexaHiamamu", "Cnocib 3acTtocyBaHHsi Ta 4o3n"
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLii Wwoao
6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEpKEHHS. - 3MiHu | TNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTPYKLUIT Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby
o po3giny "Mob6iuHi peakuii" BignosigHo go
OHOBMeEHOT iHdhopMaLii woao 6esneku
3acTocyBaHHS NikapCbKoro 3acooy.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPOKEHHS.
11. | A®NYBIH® Kpanni oparnbHi no TOB YkpaiHa Pixapg BittHep Al ABCTpis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes nionszae UA/1952/02/01
20 mn, a6o no 50 «MEPPIFO 3MiHu | TUnYy - 3miHKn Wwopo peuenma
mn, aéo no 100 mny | YKPAIHA» 6eanekn/edeKTUBHOCTI Ta hbapMakoHarnaay

dnakoHax-
KpanensHuusAXx; rno 1
hnakoHy B
KapTOHHIl ynakoBLi

(iHWi 3MiHK). 3MiHK BHECEHO A0 IHCTPYKUiT Ans
ME[IMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
po po3ginis "OcobnmeocTi 3acTocyBaHHs",
"3QaTHICTb BNNMBATK Ha LUBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo iHWKMK
mMexaHismamu", "Cnocib 3actocyBaHHs Ta Jo3un",
"Mepeno3yBaHHs" BigNOBIAHO 4O OHOBMEHOT
iHpopMalii Loao 6e3nekn 3acTocyBaHHS
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Kpaina

PeecmpauyitiHa npoyedypa

[IponoBkeHHs foaaTka 3

Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

eupobHUKa

sionycky

yeaHHs1

peecmpauyiliHo2o

noceid4yeHHs1

nikapcbkoro 3acoby. TepmiH BBe4eHHS 3MiH
NpoTArom 6 MicsAUiB NiCNsA 3aTBEPHKEHHS. -
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHM BHECEHO [0 IHCTPYKLIT ANns
MELNYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby
0o posginy "Mob6iyni peakuii" BignosigHo oo
OHOBIEHOI iHbopmalLii Wwoao 6e3nekn
3acToCcyBaHHs Nikapcbkoro 3acoby. TepmiH
BBEAEHHS 3MiH NPOTArom 6 micauis nicns
3aTBEPKEHHS.

Ne 10 - 6e3

He

UA/5708/01/01

12

ALETUNCANIL
WIOBA
KUCNOTA

Tabnetkun no 500 wmr,
no 10 TabneTtok y
6nictepax; no 10
TabneTtok y 6nicrepi;
no 1 abo 5, abo 10
6nictepis y navui

AT
"INy6Hudpap
et

YkpaiHa

AT "Jly6Huncpapm"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHUX maTepianis:
3MiHu | Tuny - 3MiHKM Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK)
BunyyeHHs1 pociicbKoi MOBM 3 TEKCTY
MapKyBaHHs1 YNakoBKM MikapCbkoro 3acoby,
peparyBaHHs n.4 nepBuHHOI Ta N.2 n.3
BTOPWHHOI YNakoBKW fikapcbkoro 3acoby.
BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | TMNy - 3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHN BHECEHO [0 IHCTPYKLIT ANns
MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby
o posginis "MpoTunokasaHHs", "Ocobnusi
3axoau 6es3nekun”, "Baaemogis 3 iHWMMK
nikapcbknuMu 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"Cnoci6 3actocyBaHHsi Ta go3u", "0itn",
"Mepepno3yBanHs", "MobiyHi peakuii” woano
6e3nekn 3acToCyBaHHS Aio40i Ta JOMNOMiIXKHUX
PeyYoBMH, a Takox Ao po3giny "MobiuHi peakuii”
OO BaXMBOCTI 3BiTyBaHHS NPo NoGiyHi
peakuii
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuin 3acib. Cructema
KOHTENHep/3akynoproBanbHuii 3aci6. 3miHa
pO3Mipy yNakoBKWU roOTOBOIO fikapcbKoro 3acoby
(3MiHa KinbkocTi ognHULb (Hanpuknag TabneTok,
amMnyn Towo) B ynakoBLj) - 3MiHa y Aiana3oHi
3aTBEpOKEHMX PO3MIPIB YNaKOBKU BBEAEHHS
[04aTKoBOro po3mipy ynakoku no 10 Tabnetok
y bnicTepi, no 5 6nictepis y nayui. 3miHu
BHeCeHo A0 po3ginis "Ynakoska", "Kateropis
Bignycky", iIHCTPYKUii AN MeguyHoro
3aCTOCyBaHHS NikapcbKkoro 3acoby, Ta sk
HacnifoK 4O TEKCTY MapKyBaHHS yNakoBKU
nikapcbKkoro 3acoby CTOCOBHO BBEAEHHS
[04aTKOBOro BMAY yNakoBkM (Ans Tabnetok

peuenma,
Ne 50, Ne
100 - 3a

peuenmom

Ne50). BBegeHHsi 3MiH NpoTAroM 6-T1 micsuis

nidnsieae
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[IponoBkeHHs foaaTka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nicnsi 3aTBepOXXEHHS.
13. | BEH3OIEKCO po3uunH ang iv’ekuin, | TOBAPUCT YkpaiHa ToBapuctso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/5136/01/01
HIN-3O0OPOB'A | 25 mr/mnno 1 mn B BO 3 obmexeHoto 3MiHun | Tuny - 3MiHKM Wwopo peuenmom
amnyni; no 10 amnyn | OBMEXEH BiAMOBIAANbHICTIO 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
Y KapTOHHI kopobLyi; (0],0) "®apmaueBTnyHa (iHLWi 3MiHW)
no 1 mn B amnyni; BIOMOBIOA KoMnaHisi "3gopos's" 3MiHM BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
no 5 amnyny JIbHICTIO yNakoBKM fikapcbkoro 3acoby y nyHktn 1, 6, 11,
6nictepi; no 1a6o 2 | «KOPMOPA 17 Ta B TEKCT MapKyBaHHSA NEPBUHHOT YNaKOBKM
Gnictepu B LA y NyHKkTK 3, 5, 6. Takox BUIy4YeHo gyGrntoody
KapTOHHiIN kopooLyj; «300POB’A iH(bopMaLito pOCICbKOO MOBOKO Ta BHECEHO
no 1 mn B amnyni; » He3HauHi MpPaBKu Mo TEKCTY.
no 10 amnyny BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
6nictepi; no 1 3aTBEPOKEHHS.
6nictepy B
KapTOHHiIN kopobui
14. | BETMUTA TabneTtku Actennac Hinepnanan BUPOOHMLUTBO bulk, CLWA/ BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a UA/14532/01/01
NPOMOHIroBaHoI Aji Papma KOHTPOMb SKOCTI: Hipepnangn 3MiHn | TUny - 3miHn wopo peuernmom
no 25 mr; no 10 tOpon B.B. ABapa 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
Tabnetok y bnicrepi; dapmachbtoTikan BBeneHHs abo 3miHM 00 y3aranbHEHUX aHUX
no 1 abo 3 6nictepn TekHonopxwc IHk., npo cuctemy dapmakoHarnsgy (BBegeHHs
Y KapTOHHIW nayui CUA; y3aranbHeHWX AaHux Npo cuctemy
nepBuHHa Ta dapmakoHarnsay, 3MiHa ynoBHOBaXeHOi ocobw,
BTOPVHHA YNaKoBKa, BigNoBiganbHoI 3a 34iNCHEHHSA
KOHTPOMb SIKOCTI, hapmakoHarnsigy; KOHTakTHoi ocobu 3
BignoBigansbHWi 3a dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSsI
BUWMYCK Cepil: dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
Hendapm Mennen BigMiHHa Bif ynoBHOBaXeHOoi ocobu,
B.B., Hinepnanaun BigNoBiganbHoOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKIHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-thaina cuctemu
dapmakoHarnsay) - 3MiHa ynoBHOBaXeHOT
ocobu 3asBHKKA, BianoBiganbHOI 3a
hbapmakoHarnsg.
[irova pepakuis: Ralph Nies. lNponoHoBaHa
pepakuis: Philip Maddison. 3MiHa KOHTaKTHMX
[AaHnX yNOBHOBaXeEHOI 0CO6U 3asiBHIIKA,
BiAnoBiganbHoI 3a chapmakoHarnsg. 3miHa
MicL$S 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
bapmakoHarnsay.
15. | BETMUTA TabneTkn Actennac Hioepnanamn BUpPOBHMLTBO bulk, CLUA/ BHECEHHS 3MiH O peeCTpaLinHMX maTepianis: 3a UA/14532/01/02
NPOMNOHroBaHoI Aji Papma KOHTPOMb SIKOCTI: Hinepnangn 3MiHn | TUny - 3miHu Wwopo peuernmom
no 50 mr; no 10 HOpon B.B. ABapa 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.

TabneTok y 6nictepi;
no 1 abo 3 6nictepu
Y KapTOHHIW nayui

dapmachbtoTikan
TekHonoaxuc IHK.,
CLA;
nepBuHHa Ta
BTOPVHHA yNaKoBKa,
KOHTPOMb SIKOCTI,
BianosigansHWi 3a
BUNYCK cepii:
Oendapm Mennen

BBeneHHs abo 3MiHM 40 y3aranbHeHWX AaHnX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHVX AaHnX Npo cUcTemy
chapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANoBiAanNbHOI 3a 3AiNCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
hapmakoHarnagy 3asBHUKa ANs 30iNCHEHHS
thapmakoHarnagy B YkpaiHi, AKLWwo BoHa
BigMiHHa Bif] yNnoBHOBaXXeHOi ocobu,




8 [IponoBkeHHs foaaTka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
B.B., HinepnaHaun BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay
(BKINOYaOUM KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLeHHi MmacTep-daina cuctemm
capmakoHarnsgy) - 3miHa ynoBHOBaXeHO|
ocobu 3asBHMKa, BignosiganbHoi 3a
tbapmakoHarnag,.
[Litoya pepakuis: Ralph Nies. NponoHoBaHa
pepakuis: Philip Maddison. 3MiHa KOHTaKTHMX
[AaHnX YNOBHOBAaXXEHOI 0COOU 3asiBHNMKa,
BignoBigansHoi 3a chapMakoHarnsg. 3miHa
Micus 3A4iINCHEHHSI OCHOBHOI isiNbHOCTI 3
dapmakoHarnsay.
16. | Blnoanl TabneTtku no 200 wmr; KYMNOEP JlntoBcbka Apawveg ®apma C.A. Monblwa BHECEHHS1 3MiH JO peecTpaLinHMX maTepianis: be3 UA/19715/01/01
no 10 TabneTtoky BIOTEX, Pecnybnika 3MiHn | TUny - 3miHu Wwopo peuenma
6nictepi, no 5 YAB 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
GnicTepiB y navui (iHWi 3MiHK) - 3MiHM BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOI YNaKoBKU MiKapCbKOro
3acoby y nyHkTK 8, 12, 13. BBeaeHHsi 3amiH
npoTsaromM 6-Tn MicsaLiB Nicnsa 3aTBepAXEHHSs
17. | BYOEHO®AIIb | niHa pekTanbHa, 2 Op. ®anbk HimeyunHa BignosiganbHui 3a Himeuumnna/ BHECEHHS1 3MiH O peeCTpaLinHMX maTepianis: 3a UA/6964/02/01
K Mr/003Y; KOXXHUIA dapma BUNYCK cepil LLiseviLapis 3Mminn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb peuenmom
6anoH MicTuTb 5K mbX KiHLIEBOrO MPOAYKTY: A®I. 3miHa y napameTpax cneumdikauin Ta/abo
MiHiMym 14 fo3 no Op. ®anbk Papma A0NYyCTUMMUX MEX, BU3HAYEHNX Y crieumdikauisx
1,2 T NiHKn M6X, Himevuuna; Ha A®I, abo BUXigHWUIA/NPOMIXHWIA
pekTanbHoi; no 1 BupobHuk npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
6anoHny 3 [030BaHoi hopmu, npoueci BUpobHuuTea AP (iHLi 3MiHK) -
[03aTOpOM Y nepBuHHe Ta 3aranbHa cneuundikauisi Dr. Falk Pharma Ha
KomnnekTi 3 14 BTOPUHHE Lty peyoBuHy Oy1eCOHig OHOBIEHA 3 METOH
annikatopamu ans nakyBaHH4, aganTauii Mex BU3HaAYEHHS PO3Mipy YacToK
BBEAEHHS NiHU Y KOHTPOMb SIKOCTI: (PSD). Takum 4YnHoM, Mexi cneumdikauii PSD
NNacTUKOBOMY NOTKY ACM Aepo3ornb- BMPOGHWKIB Aitl040i pevoBMHN Ta Komnawii Dr.
Ta 14 nnactTukoBnuMmn Cepsic AT, Falk Pharma 6yne rapmoHizoBaHo. 3MiHu | Tuny
naketamu ans LLisenuapis; - 3miHu 3 skocTi. A®I. KoHTponb A®I. 3miHa y
rirfieHivHOT yTUnisauii Bupo6GHuK, meToaax BunpobyBaHHs A®Il abo BuxigHoro
annikaTtopis y BiAMOBiAanbHWIA 3a marepiany/npoMiKHOro NpoaykTy/peareHTy, LWo
KapTOHHiI kopobui KOHTpOnb/BUNpoOyB BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
aHHs cepii: CI'C (iHWi 3MiHM y MeToaax BUNPOByBaHHsI
AHanituk HimeyunHa (Bkntovatoum 3amiHy abo gonoBHeHHs) APl abo
'mM6X, HimeuunHa; BVXiQHOro/NMPOMXKHOroO NPoAyKTY) - AHanNITUYHNUIA
'BA dapma 'M6X, MeTo[ BU3HaYeHHs1 po3mipy 4actok (PSD) ans
HimeuuunHa; NBA hitoYoi pevoBrHN ByaecoHigy BMpobHuka Adl
dapma 'mbX, Teva-Sicor 3aMiHEHO Ha BAOCKOHaNEeHWin MeTop,
HimeuuunHa; 3 KPaLLO0 TOYHICTIO Ta TEXHIYHOO NiATPUMKOIO
IHTepnabop Benn
AT, llisenuapis
18. | BYAEHO®AIIb | TBepai kancynm 3 [Op. ®anbk HimeyunHa BignosiganbHui 3a HimeuunHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a UA/6964/01/01
K KULLKOBOPO3YUHHUM Papma BUWMYCK Cepin 3miHu | Trny - 3miHm 3 AkocTi. A®Pl. KoHTponb peuernmom
1 rpaHynamm no 3 MM6X KiHLLEeBOro NpoayKTy: A®Il. 3miHa y napameTpax cneuudikauin Ta/abo

mr; no 10 kancyn y
6nictepi; no 5 abo
10 BnictepiB y

Op. ®anbk Papma
mMG6X, Himeuunna;
Brpo6Huk

[OMYyCTUMUX MEX, BUSHAYEHUX Y crieumdikaLlisix
Ha A®I, abo BMXigHUA/MPOMIXKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
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[IponoBkeHHs foaaTka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KopoO6Li 3 KapTOHY [030BaHoi hopmu, npoveci BupobHuuTea AP (iHwi 3MiHKM) -
nepBuHHe, BTOPUHHE BaranbHa cneuwndikauis Dr. Falk Pharma Ha
nakyBaHHs Ta Jitody peyoBuHy OyAecoHig OHOBMeHa 3 METO
KOHTPOMb SIKOCTI: apanTauii Mex BU3Ha4YeHHs po3Mipy 4acTok
Nosan ®apma 'm6X, (PSD). Taknum ymHoMm, mexi cneumdikauii PSD
HimeuumnHa; BUPOBHMKIB Aitl040i pe4oBUHM Ta kKoMnaHii Dr.
Bupo6HuK, Falk Pharma 6yge rapmoHizoBaHo. 3MiHu | Tuny
BignoBiganbHuMi 3a - 3MiHu 3 akocTi. ADL. KoHTponb A®I. 3miHa y
nepBUHHE, BTOPUHHE meTofax BunpobyBaHHa A®Il abo BuxigHoro
nakyBaHHs Ta maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
KOHTPOMb SKOCTI: BMKOPVCTOBYETbLCS y npoueci BupobHuutea AdI
JlozaH ®apma M'mbX, (iHWi 3MiHK y MeTodax BUNpoOyBaHHS
Himeuumnna; (BKntovatoum 3amiHy abo gonoBHeHHs1) APl abo
BMPOGHMK, BVXiAHOrO/MPOMIKHOIO NpoAyKTy) - AHaniTU4HNM
BignoBiganbHWin 3a MeToA BU3Ha4YeHHs1 po3mipy Yactok (PSD) gns
KOHTpOrnb/BUNpobyBs nitoyoi pevoBmHK ByaecoHigy BupobHuka Ad|
aHHs1 cepin Teva-Sicor 3aMiHEHO Ha BAOCKOHaNeHin MeToq
(ximMiyHi/cbianyHi Ta 3 KpaLLIOK TOYHICTIO Ta TEXHIYHOK NiIgTPUMKOIO
MikpoGionoriyHi (He
CTepunbHi):
HaykoBo-gocnigHui
IHCTUTYT Xennenep
'm6X, Himev4ynHa
19. | BANICAPTAH- TabneTku, BKpUTI TOB «TeBa YkpaiHa AxTtagic NTA, ManbTta/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/5463/01/01
TEBA NniBkOBOIO YkpaiHa» ManbTa; Bonrapis 3MiHu | TUNYy - 3miHun Wwopo peuyenmom | nidnszae
obornoHkoto, no 40 BankaHdapma- 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
mr, no 10 TabneTok OynHuus AT, 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
y bnicTepi, no 3 abo Bonrapis 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
9 GnictepiB y MeOMYHOro 3aCTOCyBaHHSA Ha NiacTaBsi
KapTOHHiI kopobui perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbTaT
OLiHKM 3BITY 3 JOCIAKEHb, NPOBEAESHNX
BiZNOBIOHO 10 NNaHy nejiaTpuyHMX AoChigKeHb
(PIP) (iHwi 3miHK) - 3MiHN BHECEHO B iHCTPYKLiIO
ONst MEAMYHOro 3aCTOCYBaHHS NMikapcbKoro
3acoby no posainis "OcobnuBocTi
3actocyBaHHs" Ta "MobivHi peakuii" BignosigHO
[0 OHOBIEHOI iHpopMalii Lwoao 6esnekn
3aCTOCYBaHHS fit040i pe4OBUHU 3rigHO 3
pekomeHaauieto PRAC. TepmiH BBe4EHHS 3MiH
npoTsrom 6 MicsiLiB Nicns 3aTBepKEHHS
20. | BAIICAPTAH- TabneTtkn, BKpUTI TOB «TeBa YkpaiHa Aktasic JITa, ManbTa/ BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a He UA/5463/01/02
TEBA NniBKOBOI YkpaiHa» ManbTa; Bonrapis 3MiHu | TUnYy - 3miHK Wwopo peuenmom | nidnszae
obornoHkoto, no 80 BankaHdapma- 6e3nekn/ehekTMBHOCTI Ta dpapmakoHarnsgy.
mr, no 10 TabneTok Oynuuus AT, 3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
y 6nictepi, no 3 abo Bonrapis 3acoby, TeKCTi MapKyBaHHS! Ta IHCTpYKLUii Ans

9 bnictepiB y
KapTOHHiIN kopooLi

MeaMYHOro 3acToCyBaHHs Ha NiacTasi
perynsipHoO OHOBIIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3acToCcyBaHHS nikapcbkoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
OLHKM 3BIiTY 3 JOCniaKeHb, NpOBEAEHMX
BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (iHLi 3MiHW) - 3MiHN BHECEHO B iIHCTPYKLiIO
0N MEQMYHOro 3aCTOCYBaHHSI NikapCbKoro
3acoby no posainis "OcobnueocTi
3actocyBaHHs" Ta "MobiyvHi peakuii" BignosigHo
[0 OHOBIEHOI iHbopmalii Wwoao 6esneku
3aCTOCyBaHHSA fit040i pe4OoBMHM 3rigHO 3
pekomeHaaduieto PRAC. TepmiH BBeAEHHS 3MiH
npoTsarom 6 mMicauis nicng 3aTBEpPLKEHHA

21.

BAJICAPTAH-
TEBA

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 160
mr, no 10 TabneTok
y bnictepi, no 3 abo
9 GnictepiB y
KapTOHHiIN kopooLi

TOB «TeBa
Ykpaina»

YkpaiHa

AxTasic 1T,
ManbTa;
BankaHndapma-
OynHuus AT,
Bonrapis

ManbTa/
Bonrapisa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | Tuny - 3MiHn Wwopo
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MELMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 besneku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpadinHmin nepiod, abo sk pesynbTaTt
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiaTpuyHMX AochigkeHb
(PIP) (iHwi 3miHK) - 3MiHN BHECEHO B iHCTPYKLiO
0N MeQMYHOrO 3aCTOCYBaHHS NikapCbKOro
3acoby go po3aginis "OcobnueocTi
3actocyBaHHs" Ta "MobiuHi peakuii” BignosigHO
[0 OHOBIEHOI iHbopmaLii oo 6esnekn
3aCToCyBaHHS Lito40i pevyoBUHN 3rigHO 3
pekomeHpauieto PRAC. TepmiH BBeOEHHS 3MiH
npoTSArom 6 MicsLIB Nicnsi 3aTBepAKEHHS

3a
peuenmom

He
nidnsieae

UA/5463/01/03

22.

BAJICAPTAH-
TEBA

TabneTku, BKPUTI
NniBKkOBOIO
obornoHkoto, no 320
mr, no 10 TabneTok
y 6nictepi, no 3 abo
9 6nictepiB y
KapTOHHI kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AxTasic 1T,
ManbTa;
BankaHdapma-
OynHuus AT,
Bonrapis

ManbTta/
Bonrapis

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MiHu | TUny - 3miHu Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLj NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS1 Ta iHCTPYKLUii Ans
MeOMYHOro 3aCTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHS nikapcbKkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtaT
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX
BiNOBIQHO [0 NNaHy nejiaTpuyHUX AOCHioKeHb
(PIP) (iHwi 3miHK) - 3MiHN BHECEHO B iHCTPYKLiIO
ONst MEAWYHOro 3aCTOCYBaHHS MikapcbKoro
3acoby no posainis "OcobnueocTi
3actocyBaHHs" Ta "MobiyuHi peakuii" BignosiaHo
[0 OHOBIEHOI iHpopMalii Lwoao Gesnekn
3aCTOCyBaHHSA fit040i pe4OBMHM 3rigHO 3
pekomeHgauieto PRAC. TepmiH BBeAEHHS 3MiH

3a
peuenmom

He
nidnsieae

UA/5463/01/04
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
npoTsrom 6 MicsauiB nicns 3aTBepaKEHHs
23. | BAIIbCAKOP® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BnpobHuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/9451/01/01
H 160 NNiBKOBOO Hoso mecto BianosiganbHWiA 3a IHpis 3MiHun | Tuny - 3MiHKM Wwopo peuenmom nionsieae
obonoHkoto, 160 BMPOBHMLTBO «in 6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
mr/12,5 mr; no 14 bulk», nepeuHHe Ta 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
TabneTtok y 6nicrepi; BTOPUHHE 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
no 2, no 4 a6o no 6 nakyBaHHS, MeOM4YHOro 3acToCyBaHHS Ha NiacTaBsi
6nictepis B kopobuj; KOHTPOrb Ta BUMYCK perynsipHO OHOBIHOBAHOTO 3BiTY 3 6e3neku
no 15 tabnetok y cepii: KPKA, a.4., nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
6nicTepi; no 2 abo 4 HoBo mecTo, 3acTocyBaHHS nikapcbkoro 3acoby B
6nictepu B kopoOui CnoBeHis; nicnapeecTpauinHun nepioa, abo sk pesynbTart
BUPOBHMK, OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiANOBiganbHUIM 3a BiANOBIQHO 0 NNaHy nejiaTpu4HMX OCHioKEHb
BMPOGHMLTBO "in (PIP) (iHwwi 3miHW) - 3MiHN BHECEHO A0 iHCTPYKLi
bulk", nepBuHHe Ta ONs MeQMYHOro 3aCTOCyBaHHSA NiKapCbKoro
BTOPUHHE 3acoby go posainis "OcobnueocTi
nakyBaHHsi: Jlaypyc 3actocyBaHHs", "lNMobiyHi peakuii” 3 6e3neku
INa6c Nimiten, IHAais; 3aCTOCyBaHHS Aito4oi pevyoBuHWU. BBeaeHHs 3MiH
Bupo6HuK, npoTSarom 6-Tu MicALiB Nicnsa 3aTBepaXKEHHS
BiAnoBiganbHWi 3a
KOHTPO~b cepii:
KPKA, a.4., HoBo
mecTo, CroBeHis;
BMPOGHMUK,
BiANoOBiganbHUI 3a
KOHTpOrb cepii:
Kemina6 g.o.0.,
CnoseHisi
24. | BAIIbCAKOP® | Tabnetku, BKpUTI KPKA, a.4., CrnioBeHis Bupo6HuK, CnoseHis/ BHECEHHS 3MiH O peeCcTpaLiHMX maTepianis: 3a He UA/9450/01/02
H 80 nniBKOBOK HoBo mecto BiANoOBiganbHUI 3a Kutan 3MiHu | TUny - 3miHun Wwopo peuenmom nionsieae

obonoHkoto, 80
mr/12,5 mr; no 14
TabneTok y 6nictepi;
no 2, no 4 abo no 6
onicTepis B kopoOLii;
no 15 rabnetok y
6nicTepi; no 2 abo 4
Gnictepu B kopoOLi

BUPOOHMLTBO «in
bulk», nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb Ta BUMYCK
cepii: KPKA, a.4.,
Hoso mecTo,
CnoBeHis;
Bupo6Huk,
BiANoBiganbHWIA 3a
KOHTPOMb Cepii:
KPKA, a.a., HoBo
MecTo, CrnoBeHisi;
Brpo6HuK,
BiANoBiganbHWIA 3a
KOHTPOIb cepii:
Keminab g.o.o.,
CnoBeHisi;
BUPOGHMUK,
BignoBigansHuMi 3a
BMPOGHMUTBO "in

6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBMOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpainHun nepioa, abo sk pesynbtart
OLiHKM 3BITY 3 JOCNIAXEHb, NPOBEAESHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX AocnigXeHb
(PIP) (iHwwi 3miHW) - 3MiHN BHECEHO A0 iHCTPYKLUi
ONst MEAWYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby go po3aginis "OcobnueocTi
3actocyBaHHs", "lNMobiyHi peakuii” 3 6e3nekn
3acToCyBaHHS Aito4ol pevoBMHU. TepMiH
BBeOEHHS 3MiH - NpOoTArom 6 Micsilis nicns
3aTBEPKEHHSI




12 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
bulk": HiHr6o
MeHoBo TiaHkaHr
dapmacbtoTukanc
Ko., Jltg, Kutan
25. | BAIIbCAKOP® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BnpobHuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/9450/01/01
HD 160 NNiBKOBOO Hoso mecto BianosigansbHWiA 3a IHpis 3MiHun | TMny - 3MiHKM Wwopo peuenmom nionsieae
obonoHkoto, 160 BMPOBHMLTBO «in 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
mr/25 mr, no 14 bulk», nepeuHHe Ta 3MiHa y KOPOTKil XapakTepucTuLi NikapCbKoro
TabneTtok y 6nicrepi; BTOPUHHE 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
no 2, no 4 abo no 6 nakyBaHHs1, ME[MNYHOro 3aCTOCYBaHHS Ha NiacTaBi
6nictepis B kopobuyj; KOHTPOIb Ta BUMYCK perynsipHoO OHOBMIOBAHOIO 3BiTy 3 6e3nekn
no 15 tabnetok y cepii: KPKA, a.4., nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
6nicTepi; no 2 abo 4 Hoso mecTo, 3acTocyBaHHS nikapcbkoro 3acoby B
6nictepu B kopoOLi CnoBeHis; nicnspeecTpauinHmn nepioa, abo sk peaynbtar
Bupo6HuK, OLiHKM 3BIiTY 3 JOCTiAKEHb, NPOBEAEHMX
BiANOBiganbHUIM 3a BiANOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
BMPOGHMLTBO "in (PIP) (iHwwi 3miHW) - 3MiHN BHECEHO A0 iIHCTPYKLi
bulk", nepsuHHe ONS MeQMYHOro 3acCTOCyBaHHSA NiKapCbKoro
nakyBaHHS, 3acoby no posainis "OcobnueocTi
BTOPUHHE 3actocyBaHHs", "lNMobiuHi peakuii” 3 6e3nekn
nakyBaHHs: Jlaypyc 3aCTOCyBaHHSA Aitovoi pevyoBuHWU. BBeaeHHs 3miH
INa6c Nimiten, IHAais; npoTSarom 6-Tu MicALiB Nicnsa 3aTBepAXeHHS
Bupo6HuK,
BigNoBiganbHWI 3a
KOHTPOSb cepii:
KPKA, a.a., HoBo
MecTo, CrnoBeHis;
Kemina6 g.o.0.,
CnoBeHisi
26. | BINATE 1000 MOPOLLIOK Ta Okradapma ABCTpis Bupo6GHuK, AscTpis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/17518/01/02
MO PO3YUMHHUK ANst dapmaueBT BiAMOBiAanbHWIA 3a Himeuumna/ 3MiHn | TUnYy - 3miHn 3 akocTi. API. peuenmom
PO34UHY ANS iH'eKuin nka in bulk LLseuis BupobHuuTtBo. 3MiHM B npoLieci BUpobHuuTBa
no 100 MO/mn; MpopaykTioHc BMPOGHMLTBO, A®I (HesHauHa 3MiHa y npoueci BUpobHULTBa
KapTOHHa Kopobka rec. m.6.X. NepBUHHY YNaKoBKY, A®I) - HeaHauHa 3miHa y npoueci BUpobHuLTBa

Ne1: no 1 dnakoHy 3
MOPOLLKOM Ans
NPUroTYBaHHS
PO34MHY Ans iH €KL
(1000 MO);
KapTOHHa Kopobka
Ne2: no 1 dnakoHy 3
PO34MHHMKOM (BOAA
ans iv'ekuin 3 0,1 %
nonicop6atom 80)
no 10 mn pasom 3
KOMMMEKTOM Ans
BHYTPILLHbOBEHHOTO
BBEOEHHS, 2
NpOCoYeHi CNMpTOoM
TaMMOHW; KOMMNIIEKT
ans

KOHTPOMb SKOCTI,
BKIIOYa04M
Bi3yarbHy iHCMeKLUilo
NOPOLLKY Ansi
PO34mMHY Ans
iH'ekwUin, BidyanbHy
iHCnekujto
PO34YMHHUKA Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHs1, BUMYCK
cepii 4ns KiHUeBoro
npoaykTy (MOpOLLIOK
Onsi po34nHy Ansi
iH eKkuin Ta
PO3YUHHUK):
OkTadapma

A®I, a came-BNpoBamKeHHS 36inbLUEHHSA
po3mipy nyny nnasmu «sig 3000 go 3300 kr»
(3aTBepmxeHuin poamip: 2,500 - 2,900 (+ 10 %)
kg plasma) Ha BUpobHMYOMY MaiaaHumKy
Octapharma BigeHb, ABcTpis
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BHYTPILLHBOBEHHOIO dapmaueBTrKa
BBEOEHHS MpogaykTioHcrec.
cknapaetbes 3: 1 M.6.X., ABCTpisi;
Lwnpwu Bupo6HuK,
ogHopasosui, 1 BignoBiganbHWi 3a
KOMMMEKT Ans Bi3yarnbHy iHCMEKLito
nepeHeceHHs, 1 PO34YMHHUMKA,
KOMMMEKT Ans BTOPUHHE
iHdY3il; KapTOHHa nakyBaHHA Ta
kopobka Ne1 Ta MapKyBaHHS
KapTOHHa Kopobka KiHLEBOro NpoayKTy
Ne2 o6’egHytoTbCst (nopowky ans
Mixx coBoto PO34mMHY Ans
NNacTUKOBOO iH eKuin Ta
NniBKO PO3YMHHWMKA):
Oxtahapma [deccay
'm6X, Himevuuha;
Bupo6HuK,
BigNOBiganbHWI 3a
in bulk
BUPOBHMUTBO,
NepBUHHY yNaKoBKY
Ta KOHTPOIb SKOCTI
PO3YMHHUKA:
Oxkrtadapma AB,
LBeuis
27. | BINATE 500 MOPOLLIOK Ta Oktadapma ABcTpis Bupo6HuK, AscTpis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/17518/01/01
MO PO3YMHHWK ANs dapmauesT BiANoOBiganbHUI 3a Himeyuunna/ 3MiHu | TUnYy - 3miHu 3 skocTi. API. peuenmom
PO34UHY ANS iH'eKuin nka in bulk LLseuis BupobHuuTtBo. 3MiHM B npoLieci BUpoGHMLTBa
no 100 MO/mn; MpopaykTioHc BMPOGHMUTBO, A®I (HesHauHa 3MiHa y npoueci BUpobHMLTBa
KapTOHHa Kopobka rec. m.6.X. NepBUHHY YNaKoBKY, A®I) - HeaHauHa 3miHa y npoueci BUpobHuLTBa

Ne1: no 1 dnakoHy 3
MOPOLLKOM Ans
NPUroTyBaHHS
PO34MHY Ans iH eKUin
(500 MO); kapToHHa
kopobka Ne2: no 1
hnakoHy 3
PO34MHHMKOM (BOAA
ans iv'ekuin 3 0,1 %
nonicop6atom 80)
no 5 mn pasom 3
KOMMMEKTOM Ans
BHYTPILLHEOBEHHOTO
BBEOEHHS, 2
NpOCOYeHi CNMpTOM
TaMMOHW; KOMMMNEKT
ans
BHYTPILLHBOBEHHOIO
BBEAEHHSA
cknagaetbes 3: 1

KOHTPOMb SKOCTI,
BKIIOYa04M
BidyarnbHy iHCMeKLUilo
NOPOLLIKY Ansi
PO34mMHy Ans
iH'ekwUin, BidyanbHy
iHCnekujto
PO34YMHHUKA Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHs1, BUMYCK
cepii 4ns KiHueBoro
npoaykTy (MOpOLIOK
Onsi po3ynHy Ans
iH eKkuin Ta
PO3YUHHUK):
Oktacapma
dapmaneBTUka
MpopykTioHcrec.
M.6.X., ABCTpis;

A®I, a came-BNpoBamKeHHS 36inbLUEHHSA
po3mipy nyny nnasmu «Big 3000 go 3300 kr»
(saTBepmxeHuin poamip: 2,500 - 2,900 (+ 10 %)
kg plasma) Ha BUpobHMYOMY MaiaaHumKy
Octapharma BigeHb, ABcTpis
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Lwnpwu Bupo6HuK,
ogHopasosui, 1 BignNoBiganbHWi 3a
KOMMMEKT Ans Bi3yarnbHy iHCMEKLito
nepeHeceHHs, 1 PO34YMHHUMKA,
KOMMMEKT Ans BTOPUHHE
iHdY3it; KapTOHHa nakyBaHHA Ta
kopobka Ne1 Ta MapKyBaHHS
KapToHHa kopobka KiHLEeBOro NpoayKTy
Ne2 o6’egHytoTbCst (nopowwky ans
Mixx coboto PO34mMHY Ans
NNacTUKOBOO iH eKuin Ta
NniBKO PO3YMHHWMKA):
Oxtahapma [deccay
'm6X, Himeuuuha;
Bupo6HuK,
BiANOBiganbHUNM 3a
in bulk
BUPOBHMUTBO,
NepBUHHY yNaKoBKY
Ta KOHTPOIb SKOCTI
PO3YMHHUKA:
Oktahapma Ab,
LBeuis
28. | BINQAMMINTUH | TabneTku no 50 mr; TOBAPUCT YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/20842/01/01
no 10 TabneTok y BO 3 obmexeHo 3MiHa 3asBHuka 13 (MIBI) (BnacHuka peuenmom
6nictepi; no 3 abo 6 OBMEXEH BiZNoOBIganbHICTIO peecTpaLiiHOro NOCBiaYeHHs) (3rigHO Hakasy
6nictepis y (0]}0) «OAPMEKC 'PYI» MOZ3 Big 23.07.2015 Ne 460): TepMiH BBeAEHHS
KapTOHHiI kopobui BIANOBIOA 3MiH - NPOTAromM 6 MicsAUIB NiCNsA 3aTBEPAKEHHS.
JIbHICTIO 3MiHun | Tuny - 3MiHKM Wwopo
«KOPTTOPA 6e3nekv/edeKkTMBHOCTI Ta bapmakoHarnagy.
LA BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnX
«300POB’A npo cuctemy dapmakoHarnsgy (BBefeHHs
» y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsgy, 3aMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKwo BoHa
BiAMiHHa Bifl yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-thanna cuctemm
dapmakoHarnsigy). 3miHa yrnoBHOBaXxeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a dhapMakoHarnsag.
[Hitoua penakuisi: CasiHa FOnisi BonognmupisHa.
MponoHoBaHa pepakuis: MaHosa OneHa
MwukonaiBHa. 3mMiHa MicUS 3AiINCHEHHSI OCHOBHOT
fisinbHocTi 3 dhapmakoHarnsgy. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
chapmakoHarnsgy Ta horo Homepa.
29. | BIHOPEJbBIH KOHUEHTpaT ans EBEBE ABCTpis NOBHWI UMKN AscTpisi/ BHECEHHS 3MiH 4O peecTpauiHMx maTepianis: 3a He UA/4020/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
"EBEBE" PO34MHy ans dapma BUpOGHMUTBA: HimeuyunHa 3MiHun | Tuny - 3MiHKM Wwopo peuenmom | nidnsieae
iHdpy3in, 10 mr/mn, lec.m.6.X. PAPEBA YHTepax 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
no 1 mn (10 mr) abo Hdor. KI 'M6X, ABCTpisi; 3MiHM y KOPOTKil XapaKTepucTuLi nikapcbkoro
5 mn (50 mr) y BUNYyCK cepii: 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii Ans
nakoHi; no 1 EBEBE ®apma MeON4HOro 3acTocyBaHHsA
hnakoHy B lec.m.6.X. Hdpr. KT, reHepuYHMX/ribpuaHnX/6ionogibHMX NikapCcbknx
KapTOHHiI kopooLi ABCTpist; 3acobiB nicns BHECEHHS Tiei camoi 3MiHM Ha
TEeCTyBaHHA: pecbepeHTHWI Npenapart (3miHa He noTpebye
Mrn HaaHHS XXOOHWUX HOBUX OOA4ATKOBMX OAHMX).
Mikpobionoriwec 3MiHM BHeceHo o IHCTpyKLii ons meguyHoro
Mptocpnabop MM6X, 3aCTOCYBaHHS NiKapCbKoro 3acoby 4o po3ainis
ABCTpist; "Ocobnusi 3axoaun 6e3nekn”, "OcobnmeocTi
TecTyBaHHs:: Jlabop 3acTocyBaHHs", "3acTocyBaHHs y nepiog
JIC CE & Ko.KT, BariTHOCTi abo rogyBaHHA rpyaa” BianoBigHO
Himeyunna 00 pedepeHTHOro nikapcbkoro 3acoby
NAVELBINE® 10 mg/ml concentrate for solution
for infusion. BBeaeHHsA 3MiH NpoTarom 6-Tu
MicAUiB Nicnsa 3aTBEPAXEHHS.
30. | BOBEH3UM TabneTku MYKOC HimevuunHa MYKOC HimeuyunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/2842/01/01
KVLLKOBOPO34MNHHI, Papma EmynbcioHcresenns 3MiHn | TUny - 3miHn wopo peuenma
no 20 Tabnetok y 'm6X i Ko. wadt M6X Ge3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
6nicTepi; no 2 abo KIr 3MiHa YacToTu Ta/abo TepMiHiB NoAaHHs
10 G6nictepiB y perynspHO OHOBIOBaHWX 3BiTIB 3 6e3neku
KapTOHHiIl kopobuyj; nikapcbkux 3acobis. [itoya pegakuis: Yactora
no 800 TabneTok y NOAaHHS perynsipHO OHOBIIIOBAHOIO 3BiTY 3
6aHKax 6esnekn 13 pokis. KiHueBa gata Ans BKIIOYEHHS
AaHnx go POS3B - 01.01.2025 p. Jata nogaHHs -
01.04.2025 p. MNMponoHoBaHa pepakuis:
YacToTa nojaHHs perynsipHO OHOBJIHOBaHOIO
3BiTYy 3 6e3neku 9 pokiB KiHueBa aaTta ons
BKItoYeHHs gaHux o PO3B - 03.03.2029 p.
[ata nogaHHsa — 01.06.2029 p. PekomeHaoBaHO
[0 3aTBEpPAXEHHS BiANOBiAHO A0 NepioAnYHOCTI
NnofaHHs perynsipHo OHOBIHOBAHUX 3BITIB 3
6esneku nikapcbkmx 3acobis y €C.
31. | BOPUTAB®- TabneTku, BKpUTI OPrAHOCU OAE EBepTomkeH Jland IHAis BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a UA/10647/01/01
200 nniBKOBOI H CaeHcus Jlimiten 3MiHu | TUny - 3miHu Wwopo peuenmom
obornoHkoto, no 200 NANOCAEH 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
mr; no 10 TabneTok CU3 (Ed BBeaeHHs abo 3MiHU [0 y3aranbHeHWX AaHuX
y 6nicTtepi; no 1 3ETI) npo cuctemy apmakoHarnsgy (BBegeHHst

onictepy y
KapTOHHI kopobui

y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 34iINCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapmakoHarnagy 3asiBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKLWwo BoHa
BiMiHHa Bif, YNOBHOBaXeHOi ocobw,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKIHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLeHHi MacTep-channa cuctemm
apmakoHarnsgy) - 3miHa ynoBHOBaXeHO|
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

ocobu 3asBHMKKa, BianosigansLHOI 3a
dapmakoHarnsg. [Hitoya pegakuis: a-p Awy [iin
Llapma. NponoHoBaHa pefakuis: LnHkapeHko
Tiogmuna HOpiiBHa. 3MiHa KOHTaKTHUX AaHUX
yNnoBHOBaXeHOi 0cobu 3asiBHUKA,
BignoBigansHoi 3a chapMakoHarnsg

32.

BOPUTAB®-50

TabneTku, BKpUTI
NniBKOBOIO
o6onoHkoto, no 50
mr; no 10 TabneTok
y bnicTtepi; no 1
Gnictepy y
KapTOHHiIN kopoOLi

OPFAHOCHU
H
NANOCAEH
CU3 (Eo®
3ET )

OAE

EsepTtomkeH Jland
CaeHcus Jlimiteqn

IHais

BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis:
3MiHun | Tvny - 3MiHmn Wwoao
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHuX
npo cuctemy dapmakoHarnagy (BBeSeHHs
y3aranbHeHVX AaHnX Npo cUcTemMy
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBigaNbHOI 3a 3AiINCHEHHS
thapMakoHarnagy; KoHTakTHoi ocobu 3
thapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-tanna cuctemm
capmakoHarnsgy) - 3miHa ynoBHoOBaXeHo|
ocobu 3asBHMKA, BianoBiganbHOI 3a
dapmakoHarnag. ditova pegakuis: a-p Awy [iin
Lapma. MNponoHoBaHa pepakuis: LLnHkapeHko
JTiogmuna HOpiiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOI 0cobY 3asBHMKa,
BignosiganbHoi 3a dapMakoHarmsg

3a
peuenmom

UA/10647/01/02

33.

FACTPUTON
"OP. KNAAH"

Kpanni opanbHi no
20 mn, abo no 50
mr, abo no 100 mny
dnakoHi 3
KpanenbHuueto; no 1

dnakoHy y
KapTOHHIN kopobui

AnbneH
dapma
mbX

Himeyuunna

Op. lNyctas KnsanH
voX & Ko. KI”

Himewumna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeNHep/3aKkynoproBanbHuii 3aci6. 3miHa
opmu abo po3mipy KOHTEHepa YK
3aKynoptoBarnbHOro 3acoby (nepBuHHOI
yNaKkoBKW) (HECTepUnbHI Nikapcbki 3acobu) -
3MiHa KpanenbHuLi kpanensHoro Tuny cepii 700
Ha BepTukanbHy cepii 2100 Ste, BHacnigok Yoro
3MiHIOETBLCS BiAMOBIAHA BUHTOBA KpULLKA Screw
cap «Schraubkappe Serie 700» Ha Screw cap
«Schraubkappe SECRO 92». Matepianu, wo
BVKOPVCTOBYIOTBCS, Ta PO3MIpU MEPBUHHOI
YNaKoBKMN 3anULLININCS HE3MIHHUMW (TBUHTOBUIA
KOBMAYoK ifeHTUYHUIA 3aTBEepAXKeHOMY, ane 6e3
wmna, wob BianoBiaaTn BepTMKanbHin
kpanenbHuui). O6’em kpanni 3anuwaeTbes
He3amiHHUM. [itoya pepakuis: Screwable cap -
Screw cap «Schraubkappe Serie 700» -Dropper
-Edge dropper, white, series 700. NponoHoBaHa
pepakuisi: Screwable cap - Screw cap
«Schraubkappe SECRO 92» - Dropper - Vertical
dropper, white, series 2100 Ste. 3miHu | TNy -

be3
peuenma

UA/8950/01/01
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3MiHM 3 AkocTi. F0TOBMIA Nikapcbkuii 3aci6.
CucTemMa koHTenHep/3aKynoproBarnbHUii 3acib.
3MiHa nocTavanbHUKa nakyBanbHUX MaTepianis
ab0 KOMMMEKTYUMX (AKLLO 3a3Ha4YeHO B OChE)
(3amiHa abo goaaBaHHsi mocTavanbHUKa) - 3MiHa
nocradanbHuKa cknsHoro cprniakony (tuny Il1) 3i
Stella Kunststofftechnik GmbH (20 mn, 50 mn,
100 mn) Ha Stolzle (20 mn, 50 mn) Ta
Gerresheimer (100 mn). [itova pegakuis:
Supplier Stella Kunststofftechnik GmbH for 20
ml, 50 ml, 100 ml bottles - NponoHoBaHa
pepnakuisi: Supplier Stolzle Oberglas GmbH for
20 ml, 50 ml bottles - Supplier Gerresheimer
Essen GmbH for 100 ml bottles
34. | TEHTAMILUNH- po3unH ans iH'ekuin, | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauinHmX 3a UA/7273/01/01
300POB'A 40 mr/mn; no 1 mn BO 3 obmexeHoto maTepianie:3miHu | Tuny - 3MiHK Woao peuenmom
abono 2 mnB OBMEXEH BiAMOBIAANbLHICTIO 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
amnyni; no 10 amnyn (e]}0} "papmaueBTnYHa (iHWi 3MiHK). 3MiHN BHECEHO B TEKCT
Yy KapTOHHI kopobui; | BIAMOBIOA KoMnaHisi "3gopos's" MapKyBaHHS BTOPUHHOI YNaKOBKM MiKapCbKoro
no 1 mn abo no 2 mn JIBHICTHO 3acoby y nyHktn 1, 2, 5, 6, 11, 17 Ta B TekCT
B amnyni; no 5 «KOPMOPA MapKyBaHHS NEPBUHHOI YNaKOBKM Y MYHKTU 4, 5,
amnyn y 6nictepi; no LA 6. Takox BuNy4eHo gy6ntotody iHpopmalito
2 6nictepu B «300POB’A POCIICbKOK MOBOIO Ta BHECEHO HE3HaYHi MpaBKu
KapTOHHiIl kopobuy; » Nno TeKCTY.
no 2 Mn B amnyni; BBeaeHHs 3MiH NpoTsrom 6-Tu MicauiB nicns
no 10 amnyn y 3aTBEpPAXKEHHSA
6nicTepi; no 1
6nictepy B
KapTOHHiIN kopobui
35. | TMAMAKC® TabneTku no 3 wmr, TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/11974/01/02
no 10 TabneTtoky "TMEOPAP PAPM", YkpaiHa; 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
6nicTepi; no 3, abo MnaTa” TOB «MEOPAPM nikapcbkuii 3aci6. KoHTpornb rotoBoro
no 6, aéo no 10 NTO», YkpaiHa nikapcbkoro 3acoby. 3miHa y meTogax
GnictepiB y BUNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
KapTOHHIN ynakoBLi (He3HayHa 3MiHa y 3aTBEpAXEHNX MeToaax
BUNPOBYBaHHS) YTOUYHEHHS y hopmMyni
pO3paxyHKy CyMU JOMILLOK BKITIOYHO 3 AOMILLIKOH
B i Bka3anu BigHOCHi Yacu yTpYMaHHsi JOMILLIOK
nicnsi onucaHoi NOCniAoOBHOCTI
XpomaTorpadyBaHHs pO34KHIB Y BUNPOOyBaHHi
«CynpoBigHi AOMILLKN».
36. | TMUMAKC® TabneTku no 4 wr, TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpauiHuX maTepianis: 3a UA/11974/01/03
no 10 TabneTtok 'y "TMEOPAP PAPM", YkpaiHa; 3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA peuernmom
6nicTepi; no 3, abo M naTa” TOB «MEOPAPM nikapcbkuii 3aci6. KoHTpornb rotoBoro

no 6, abo no 10
onictepiB y
KapTOHHIl ynakoBLi

NTO», YkpaiHa

nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpPAKEHUX MeToaax
BUNPOBYBaHHS) YTOUYHEHHS y chopmyni
po3paxyHKy CyMu [OMILLOK BKITOYHO 3 JOMILLKOHO
B i Bka3anu BigHOCHi Yacu yTpUMaHHS LOMILLIOK
nicns onucaHoi NOCniAoOBHOCTI
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
XxpomaTtorpadyyBaHHsl PO34MHIB y BUNPOOyBaHHi
«CynpoBigHi OMILLKM».
37. | TMAMAKC® TabneTkun no 2 mr, TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/11974/01/01
no 10 TabneTok y "TMEOPAP PAPM", YkpaiHa; 3MmiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
6nictepi; no 3, abo MnaTa” TOB «MEOPAPM nikapcbkuit 3aci6. KoHTponb rotoBoro
no 6, aéo no 10 NTO», YkpaiHa nikapcbkoro 3acoby. 3miHa y MmeTogax
6nictepiB y BMNPOBYBaHHSI rOTOBOTO Nikapcbkoro 3acoby
KapTOHHIN ynakoBLi (He3HayHa 3MiHa y 3aTBepoKeHUX MeTogax
BUNPOBYBaHHS) YTOYHEHHS y hopMyni
pO3paxyHKy CyMy JOMILLOK BKIIOYHO 3 JOMILLKOH
B i Bka3anu BiAHOCHi Yacu yTpUMaHHS AOMILLIOK
nicnsi onucaHoi NOCnNiA0OBHOCTI
XxpomaTtorpadyyBaHHsl PO34MHIB y BUNpPoOyBaHHi
«CynpoBigHi OMILLKMY.
38. | TOHAN-®® PO34MH ANs iH'ekwin Apec LLiseniapis BUPOBHMLTBO ITanis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/4113/02/02
no 450 MO (33 Tpenginr HeposdacoBaHoro LLisenuapis 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuyenmom
Mkr)/0,72 mm; no C.A. npenapary, nikapcbkui 3aci6. Cuctema
0,72 Mn y KapTpuaxi nepBuHHE Ta KOHTelHep/3aKynoproBanbHuii 3acit. 3miHa
3 npobKoto- BTOPUHHE nocTayarnbHvKa nakyBanbHUX martepianis abo
nopLuHem Ta nakyBaHHs1, KOMMIEKTYIOUUX (SIKLLO 3a3Ha4YeHO B AOCHE)
pvdbneHoto KOHTPOMb SIKOCTi Ta (3amiHa abo gogaBaHHSA nocTayanbHKKa) -
KPULLIEYKOIO, BUMNYCK cepin: Mepk HNopasanHs komnaHii Schott Pharma Schweiz

BMILLEHOMY Y PY4Ky
Ans BBeAeHHS; no 1
py4ui Ta 12 ronok y
KapTOHHiIN kopobui

CepoHo C.n.A.,
ITanis; nepBuHHe
nakyBaHHsi
(36upaHHs
nonepeaHL0
3anoBHEHUX
KapTpuaxis 3
npenapaTom B pyyKy
ONs BBEOEHHS):
Mepk Ceporo C.A,,
BiAAINEHHSA Y M.
O6oHH, LUBenuapis

AG, St. Josefen-Strasse 20, CH-9001 St. Gallen,
LLiBenuapis, Sk anbTepHaTUBHOIO
nocravarbHUKa CKIMSIHOrO KapTpua)a eMHICTIO 3
M. 3MiHM CTOCYOTbCA NnuLle BUPOBHNYOI
ainbHuLi Mepk CepoHo C.n.A., Itanis. 3miHu |
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNIA
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHN BUNpobyBaHb
abo fonycTUMUX MeX, BCTAHOBMEHUX Y
crneundikauisx, nig yac BUpOGHMLTBA rOTOBOIO
nikapcbkoro 3acoby (AoaaBaHHst HOBOro MeTOAY
BUNpoOyBaHHA Ta AONYCTUMMX MEX) -
[opaBaHHa HOBOro MeToAy BUNPOoGyBaHHS B
npotieci BUPOGHMLITBA, @ caMe: BUSHaYEHHS
LinicHocTi dinbTpa nepe Ta nicns ginbTpadii
Ha BMPOGHMYIN ainbHuui Mepk CepoHo C.A.,
ITanis. BusHayeHHs winicHocTi hinbTpa
npoBoAMTLCS 3a MeTodoM «point bubble». 3miHn
Il Tvny - 3MiHKM 3 sikocTi. FOTOBMIA NikapCbKuii
3aci6. 3MiHM y BUpoOHMUTBI. 3MiHM Y npoLeci
BMPOGHMLTBA rOTOBOIO MikapcbKkoro 3acoby,
BKITHOYAI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETBLCS NMPU BUPOOHULITBI FOTOBOrO
nikapcbkoro 3acoby (nikapcbkuii 3acib e
nikapcbknum 3acobom
6ionoriyHoro/iMyHONOrYHOro NOXo4KEHHS Ta
3MiHa BMMarae NpoBeAEeHHS MOPIBHAMNbHUX
nocnimxeHs) - 3mMiHM B npoueci BUpobHuLTBa
roTOBOrO JlikapCbKoro 3acoby: 3amiHa iCHyto4ol
BMPOGHMWYOI MiHii (NiHis 4Ns po34nHy B




19 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTpumpKax y NpuMilLieHHi 3) Ha HOBY MiHito nig
isonsTopom (HoBa niHist Bridge y HoBomy
npuMilLeHHi 24), ae [0 BCTaHOBIIEHOroO
cTepunisytoyoro inbTpy 40O4AETLCA APYTUi
cTepunisytouuii pinbTp nepen etanom posnuey.
O6uaBa eTanu TakoxX BUKOHYIOTbCSI 328 HOBOHO
TEXHOMNOTIE B i30M5TOPI, NPU LIbOMY
MakcumarnbHuiA po3mip cepii 36inbLueHo 3
MOXITUBICTIO MyNbT1OPMaTHOroO Po3nuBY Ansi
BCiX [O3yBaHb. 3anpornoHoBaHWi po3mip cepii
cTaHoBUTb Big 29 kr oo 167 kr. 3miHa
CTOCYyeTbCS BUPOBHMYOT AinbHuUi Mepk CepoHo
C.n.A,, Itanis.
39. | TOHAN-®® PO34MH ANS iH'eKLiN Apec LLisenuapis BMPOBHMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/4113/02/03
no 900 MO (66 TpengiHr Hepo3dacoBaHOro LLsenyapis 3MminHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
mkr)/1,44 mn; no C.A. npenaparty, nikapcbkuii 3aci6. Cuctema
1,44 mn y KapTpuaxi nepBuHHe Ta KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
3 npobkoto- BTOPUHHE nocTayarnbHvKa nakyBanbHux matepianis abo
nopLuHeMm Ta nakyBaHHs1, KOMMMEKTYIUMX (SIKLLO 3a3HAYEHO B JOCHE)
pvdneHoto KOHTPOMb SKOCTi Ta (3amiHa abo gogaBaHHA nocTayanbHuKa) -
KpULLEYKOLO, BUMYyCK cepin: Mepk [opaeaHHs komnaHii Schott Pharma Schweiz

BMILLIEHOMY Y Py4Ky
Ons BBeAeHHs:; no 1
pyyui Ta 20 ronok y
KapTOHHiI kopobui

CepoHo C.n.A.,
ITanis; nepBuHHe
nakyBaHHs!
(36upaHHsi
nonepeaHLo
3anoBHEHUX
KapTpuaxis 3
npenapaTom B pyyKy
Ans BBEOEHHS):
Mepk CepoHo C.A,,
BiAAiNEHHS Yy M.
O6oHH, LLBenuapis

AG, St. Josefen-Strasse 20, CH-9001 St. Gallen,
LLIBenuapisi, Sk anbTepHaTUBHOIO
nocrayanbHUKa CKISHOTO KapTpuaxa eMHicTIo 3
M1. 3MiHU CTOCYOTbCS NiLLE BUPOBHNYOT
ninbHuui Mepk Ceporo C.n.A., ITanis. 3MiHm |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapCbKuiA
3aci6. 3MiHn y BUpo6HMUTBI. 3MiHN BUNpobyBaHb
abo 4oNyCTUMUX MeX, BCTAHOBIEHUX Y
cneumdikauisix, nig 4yac BUpobHULITBA rOTOBOTO
nikapcbkoro 3acoby (qoaaBaHHSA HOBOrO MeToay
BUNPOOyBaHHA Ta AOMYCTUMMX MEX) -
[lonaBaHHsA HOBOro MeToAy BUNPoOyBaHHA B
npoueci BUpobHMLTBa, a came: BU3HAYEHHS
uinicHocTi chinbTpa nepepn Ta nicns dinbTpawii
Ha BMPOGHMYIN ainbHUUi Mepk CepoHo C.A.,
ITanis. BusHayeHHs winicHocCTi inbTpa
npoBOAMTLCH 3a MeTodoM «point bubble». 3miHn
Il Tvny - 3MiHKM 3 sikocTi. FOTOBMIA NikapChKuMiA
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y npoLeci
BUPOBHMLTBA rOTOBOTO JliKapCbKoro 3acoby,
BKITHOYaI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETHLCH NPY BUPOBHULITBI FOTOBOIO
nikapcbkoro 3acoby (nikapcbkuii 3acib €
nikapcbknm 3acobom
6ionori4Horo/iMyHOMNOri4YHOro NOXOAXEHHs Ta
3MiHa BUMarae npoBeAeHHs NOPIBHANBbHUX
nocnimxeHs) - 3MiHM B npoueci BUpobHMLTBa
roTOBOrO fikapcbKkoro 3acoby: 3amiHa icHytoYoT
BUPOBHMYOT NiHiT (NiHiA ANs po3ynHy B
KapTpyopKax y NpuMiLLieHHi 3) Ha HOBY MNiHito nig
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
izonsaTopom (HoBa niHis Bridge y HoBomy
npuMiLLeHHi 24), Ae 4O BCTAHOBNEHOIO
cTepunisytoyoro inbTpy AOOAETLCA ApYrnmi
cTepunisytoumn pinbTp Nnepea etanom posnmey.
O6vaBa eTanu TakoX BUKOHYHOTBLCSI 32 HOBOIO
TEXHOMOTIE B i30M5TOPI, NPY LIbOMY
MaKCcHMMarbHUA po3Mmip cepii 36inbLeHo 3
MOXIUBICTIO MyNbTUOPMAaTHOroO Po3nNuBY Ans
BCiX [O3yBaHb. 3anponoHoBaHWi po3mip cepii
cTaHoBUTb Bif 29 kr oo 167 kr. 3miHa
cTocyeTbCst BUpobHuyoi AinbHuLi Mepk CepoHo
C.n.A,, Itanis.
40. | TOHAN-®® PO34MH ANs iH'eKLin Apec LLiseniLapis BUPOBHMLTBO ITanis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/4113/02/01
no 300 MO (22 Tpenginr Hepo3dacoBaHoro LLisenuapis 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuyenmom
Mkr)/0,48 mn; no C.A. npenaparty, nikapcbkuii 3aci6. Cuctema
0,48 Mmn y kapTpuaxi nepBuHHE Ta KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
3 npobKoto- BTOPUHHE nocTayarnbHvKa nakyBarnbHUX martepianis abo
nopLuHeMm Ta nakyBaHHs1, KOMMMEKTYIUMX (SIKLLO 3a3HAYEHO B JOCHE)
pvdbneHoto KOHTPOMb SIKOCTi Ta (3amiHa abo fogaBaHHsA nocTayanbHKKa) -
KPULLIEYKOIO, BUMNYCK cepin: Mepk HNopasanHs komnaHii Schott Pharma Schweiz
BMIiLLLEHOMY Y PYy4Ky CepoHo C.n.A., AG, St. Josefen-Strasse 20, CH-9001 St. Gallen,
Ons BBeAEHHs; no 1 ITanis; nepnHHe LLiBenyapis, Sk anbTepHaTUBHOIO
py4ui Ta 8 ronok y nakyBaHHs nocTayanbHVKa CKMSHOrO KapTpuaXa eMHICTIO 3
KapTOHHiIl kopobui (36upaHHsi m1. 3MiHM CTOCYOTbCS NULEe BUPOBHUYOI
nonepeaHL0 ainbHuLi Mepk CepoHo C.n.A., Itanis. 3minu |
3anoBHEHMX

KapTpuaxis 3
npenapaTom B pyyKy
ONs BBEOEHHS):
Mepk CepoHo C.A,,
BiAAINEHHSA Y M.
O6oHH, LBenuapis

TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKNIA
3aci6. 3MiHu y BUpoGHMUTBI. 3MiHN BUNpobyBaHb
abo 4oNyCTUMUX MeX, BCTAHOBIIEHUX Y
cneumdikauisx, nig Yac BUpobHULITBaA rOTOBOTO
nikapcbkoro 3acoby (qoaaBaHHA HOBOroO MeToay
BUNPOBYBaHHS Ta 4ONYCTUMUX MEX) -
[opaBaHHA HOBOro MeToAy BUNPOOyBaHHS B
npoueci BUpobHMLTBA, a caMme: BU3HAYEHHS
LinicHocTi dinbTpa nepe Ta nicnsa ginbTpauii
Ha BMpOGHMYIN ainbHuui Mepk CepoHo C.A.,
ITanis. BusHayeHHs uinicHOCTI inbTpa
npoBoAMTLCS 3a MeTodoM «point bubble». 3miHn
Il Tiny - 3MiHuW 3 akocTi. FoToBUIA NikapCbKniA
3aci6. 3MiHM y BUpoOHMUTBI. 3MiHK ¥ npoueci
BMPOOHMLTBA rOTOBOrO MikapCbKoro 3acoby,
BKITHO4AKUM NMPOMIKHWUIA MPOAYKT, L0
3aCTOCOBYETHLCH NPY BUPOOHULITBI FOTOBOIO
nikapcbkoro 3acoby (nikapcbkuii 3acib e
nikapcbknum 3acobom
6ionoriyHoro/iMyHOMNOri4YHOro NOXOAXEHHs Ta
3MiHa BUMarae npoBeAeHHs NOPIBHAMNBHNX
nocnimpkeHb) - 3MiHM B Npoueci BUpobHUUTBa
roTOBOIO MikapCcbKoro 3acoby: 3aMiHa icHyr4Oi
BMPOGHMWYOI MiHii (NiHis NS po3ynHy B
KapTpumpKax y NpuMiLLieHHi 3) Ha HOBY MiHito nig
izonsaTopom (HoBa niHis Bridge y HoBomy




21 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
npuMiLLeHHi 24), ae [0 BCTaHOBIIEHOrO
CTepunisytoyoro inbTpy A0AAETLCS APy
cTepunisytoumn pinbTp Nnepea etanom posnuey.
O6uaBa eTanu TakoX BUKOHYHOTbCSI 32 HOBOHO
TEXHOSOTIEI0 B i30NATOPI, MPY LibOMY
MaKCHMMarbHUA po3Mmip cepii 36inbLIeHo 3
MOXIUBICTIO MyNbTUOPMaTHOro Po3nNuBY Ans
BCiX [403yBaHb. 3anponoHOBaHW PO3Mip cepil
cTaHoBUTb Bif 29 kr oo 167 kr. 3miHa
CTOCYEeTbCS BUPOBHMYOT AinbHuui Mepk CepoHo
C.n.A., ltanis.
41. | rPYOHUN 3BIP | 36ipno 50Ty MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS1 3MiH JO peecTpaLiHMX maTepianis: 6e3 UA/5858/01/01
Ne1 naykax 3 BHyTPILLHIM "Niktpasn" 3miHu | TNy - 3miHK 3 skocTi. MoToBUIA peuenma
naketom; mo 1,5ry nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI. 3MiHW y
dinbTp-nakeTi; no npoveci BUpobHMUTBA rOTOBOIO NikapCbKoro
20 dinbTp-nakeTiB y 3acoby, BKM4Ya4M NPOMKHUIA NPOAYKT, WO
nayui abo y nayui 3 3aCTOCOBYETBLCS NMPU BUPOGHULITBI FOTOBOrO
BHYTPILLHIM NakeTom nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMpPOBHMUTBA) BHECEHHS 3MiH o p. 3.2.P.3.3.
Onwvc BMpOBHMYOro NpoLecy Ta KOHTPOIHO
npouecy, a came HesHauvHi 3MiHW y Npoueci
BUPOBHMLTBA Nikapcbkoro 3acoby Ha ctagii TI-
3 BurotoBneHHs npomixkHOI Ta Hepo3dacoBaHO|
npoaykuii (dogaBaHHs NPOMiXXHOT OnLioHanbHOI
cTagii «paHynsuis, nogpibHeHHs,
NPOCitOBaHHSA» A0 CXEMMW TEXHOMOTYHOro
npouecy Ha ctagii TlN-3). 3miHa cTocyeTbest
KOMMOHEHTIB 360py: «ANTEei KOpeHi» Ans
TEXHOMOriYHOro npouecy BMpobHuuTtea 13 y
naykax no 50 r; «AnTeil kopeHi» Ta «MaTtun-n-
Mayyxu NIUCTA» AN TEXHOMOrYHOro npouecy
BMpobHuuTBa 13 y dhinbTp-naketaxno 1,5r
Ne20.
42. | OEKCA- PO34uH ANs iH'eKuiin, TOBAPUCT YkpaiHa BCi cTaaii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/15314/01/01
300POB'A 25 mr/mn no 2 mn B BO 3 BUPOBHMLTBA, 3MiHu | TUny - 3MiHKM Wwopo peuenmom
amnyni; no 5 aéo 10 OBMEXEH KOHTPOMb SIKOCTI, 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
amnyn y KapTOHHIW 0]}0) BUWMNYCK cepil: (iHLWi 3MiHK)
kopobuii 3 BIOMNOBIOA ToBapucTso 3 3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
neperopoakamu; no JIbHICTIO obmexeHo yNaKoBKU fikapcbKkoro 3acoby y nyHktu 1, 4, 5, 6,
2 mn B amnyni; no «KOPTTOPA BiAnoBiganbeHicTio 11, 17 Ta B TEKCT MapKyBaHHS NEPBUHHOT
10 amnyn y 6nictepi; LA "®apmaueBTnyHa YMaKoBKM y NYHKTK 5, 6. Takox BUNy4yeHO
no 1 6nictepy y «300POB’A KOMMaHis ny6ntotody iHopmaLito pociicbKor MOBOIO Ta
KapTOHHiIl kopobuyj; » "3gopoB’a" BHECEHO He3HauyHi npaBKu No TekcTy. BBegeHHs
no 2 Mn B amnyni; YkpaiHa; 3MiH MPOTAroM 6-Tu micsAuiB nicns
no 5 amnyny BCi cTagii 3aTBEePAKEHHS
6nictepi; no 1 abo 2 BMPOGHMLTBA,
onictepn y KOHTPOIb SIKOCTi:
KapTOHHI kopobui AkuioHepHe
TOBapUCTBO
"Tannudapm”

YkpaiHa
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JliKapCcbKO20
3acoby

®Popma sunycky
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yeaHHs1

Homep
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43.

OEKCITAHT®

Kancynu 3
mMoaundikoBaHNM
BUBINTbHEHHAM
TBepai no 30 mr; no
14 kancyn y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHiN kopobui

Takepa
dapmacbioTi
kanc CLUA,
IHK.

CLA

BUPOBHMUTBO 3a
NOBHUM LIMKIOM:
Takena N'M6X, micue
BUPOGHMLUTBA
OpaHieHbypr,
HimeuuunHa;
BUPOBHMLTBO
Hepo3dacoBaHoi
npoayKuii:
Takepa lpnaHgia
JIto, Ipnangis;
nepBuUHHE Ta
BTOPUHHE
nakyBaHHsi, JO3BIN
Ha BMNYCK cepii:
Hendapm Hoapa
C.p.n., Itanisa

Himeuumnna/
Ipnangais/
ITania

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHK
BUNpobyBaHb abo AONyCTUMUX MEX,
BCTaHOBIEHNX Y crneumdikauisx, nig vyac
BMPOBHMLUTBA FOTOBOIO Nikapcbkoro 3acoy (iHLi
3MiHM) - BHECEHHS 3MiH 4O AONYCTUMUX MEX, Lo
3acTocoBaHi nig Yac BupobHuuTea 13,
30KpeMa: KopuryBaHsi ApyKapCbKUX NOMUIOK
LLIOA0 3HAaYEeHb KPUTUYHMX NapameTpiB npouecy -
LUBMAKOCTI PO3MUINEHHS 3B'A3yBarnbHOI PE4YOBUHMN
Ta WBWMAKOCTI PO3NUMEHHSA CYCMNEH3il MOKPUTTS.
Momunkn npucyTHi nuwe B po3sginax 3.2.P.3.3
Ta 3.2.P.3.4 i cTOCYOTbCA HWKHLOI MEXi
fianasoHy LUBMAOKOCTI PO3MNUNEHHSI
3B'A3yBanbHOI PEYOBUHN AN MOPOLLKOBOro
wapy rpaHyn CF (Bcix Tunis LL, LS Ta H), a
TaKoX BEPXHbOI MEXi Aiana3oHy LWBMAKOCTI
PO3NUIIEHHSI CycneHsii NoKpUTTS ans rpaHyn LS,
BKPUTUX KMLLKOBOPO34YNHHOIO OBOMOHKOHO.
3HauyeHHs Bynu HenpaBWIbHO NepeHeceHi 3
moayns 3.2.P.3.5. (aokymeHT DN-000155424
Bepcii 1.0), 3aTBepAXeHOi B AOCLE Ansi
BMpo6HuKa Takeda Oranienburg (TOB).
BBeaeHHs 3MiH npoTsrom 6-Tu MicauiB nicns
3aTBEpKEHHSA
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUpOGHULUTBI. 3MiHK y
npoLieci BUPOGHMLITBa rOTOBOrO NiKapCbKOro
3acoby, BKMHOYa4M NPOMIDKHUIA NPOAYKT, LU0
3aCTOCOBYETLCSI NPY BUPOOHMLTBI FOTOBOTO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMUTBA) - BHECEHHS 3MiH B npouec
BMPOGHMLTBA rOTOBOrO NPOAYKTY, 30KpemMa:
3MiHa y npoueaypi CyLUiHHA rpaHyn nig vyac
HaHeCeHHs cepeHbOro LLapy NOKPUTTS.
HesHauHi 3MiHM Nig Yac KOHTPOM YMOB
BMPOBHMYOro cepefoBuLLA Nifg Yac
BMPOGHMLTBa roTOBOro NpoayKTy. 3aTBepaXeHo:
The Dexlansoprazole-CF Granules are coated
with the middle coating solution in a Fluid Bed
Coater. Subsequently, the MC Granules are
dried in a Vacuum Dryer. 3anponoHosaHo: The
Dexlansoprazole-CF Granules are coated with
the middle coating solution in a Fluid Bed
Coater. Subsequently, the MC Granules are
dried within the Fluid Bed Coater, and/or
alternatively in a Vacuum Dryer). BBegeHHsi 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAXKEHHS

3a
peuenmom

UA/13660/01/01

44,

OEKCINNAHT®

Kancynm 3
MoaundgikoBaHUM

Takena
PapmachbtoTi

CWA

BUPOBHMUTBO 3a
NMOBHWM LIMKIIOM:

Himeuuunna/
Ipnangis/

BHECEHHS 3MiH O peeCcTpaLiHMX maTepianis:
3MmiHu | Trny - 3MiHK 3 sKocTi. [oToBMI

3a
peuenmom

UA/13660/01/02
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BUBINTbHEHHAM
TBepai no 60 mr; no
14 kancyny
6nictepi; no 1 abo
no 2 6bnictepu B
KapTOHHiI kopooLi

kanc CLUA,
IHK.

Takena M'M6X, micue
BMPOOHMLUTBA
OpaHieHbypr,

Himeuumnna;
BMPOBHMLTBO
Hepo3adacoBaHoi
npoayKuii:
Takena lpnaHgis
JIta, lpnaHais;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs, [103Bin
Ha BMNYCK cepii:
Oendapm Hosapa
C.p.n., Itanis

ITania

nikapcbkuii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHK
BMNpobyBaHb abo JOMyCTUMUX MEX,
BCTaHOBMEHNX y cneundikauisx, nig vyac
BMPOBHMLUTBA FOTOBOIO NiKapCbKoro 3acoby (iHLi
3MiHW) - BHeCceHHs 3MiH 40 AOMYCTUMUX MEX, LLO
3acTocoBaHi nig Yac BupobHuutea 13,
30KpeMa: KopuryBaHsi ApykapCbKUX NOMUIIOK
LLOA0 3HAYEeHb KPUTUYHKX NapamMeTpiB npouecy -
LUBMAOKOCTi PO3MNUINEHHS 3B'sI3yBanbHOi PEYOBUHM
Ta WBWAKOCTI PO3MUMEHHS CYCNeH3ii MOKpUTTS.
Momwunku npucyTHi nuwe B po3sainax 3.2.P.3.3
Ta 3.2.P.3.4 i CTOCYIOTbCA HWKHBOI MEXI
fianasoHy LUBMAOKOCTI PO3MNUIEHHSI
3B'A3yBarbHOI PEYOBUHM ANS NOPOLUKOBOIO
wapy rpaHyn CF (Bcix TuniB LL, LS Ta H), a
TaKoX BEPXHbOI MEXi Aiana3oHy LWBMAKOCTI
PO3MUIEHHS CycneHsii NoKpuTTA AN rpaHyn LS,
BKPUTUX KMULLKOBOPO34YMHHOK OBOMOHKOHO.
3HayeHHs Bynu HenpaBMIbHO NepeHeceHi 3
moayns 3.2.P.3.5. (anokymeHT DN-000155424
Bepcii 1.0), 3aTBepAXeHOi B 4OCbE Ans
BnpobHuka Takeda Oranienburg (TOB).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI. 3MiHM ¥
npoLeci BUpoBGHMLTBA rOTOBOrO NikapCbKoro
3acoby, BKMHOYa4M NPOMIDKHUIA NPOAYKT, LU0
3aCTOCOBYETBLCS NMPU BUPOOHULITBI FOTOBOrO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoueci
BMPOGHMUTBA) - BHECEHHS 3MiH B npoLec
BMPOOHMLITBA rOTOBOrO NPOAYKTY, 30Kpema:
3MiHa y npoueaypi CyLiHHA rpaHyn nig Yac
HaHeCeHHs! cepeHbOro LLapy NOKPUTTS.
HesHauHi 3MiHM nig Yac KOHTPOIo yMOB
BMPOBHMYOro cepenoBuLLa nig Yac
BMPOGHMLTBA rOTOBOro NpoAyKTy. 3aTBEpOXKEHO:
The Dexlansoprazole-CF Granules are coated
with the middle coating solution in a Fluid Bed
Coater. Subsequently, the MC Granules are
dried in a Vacuum Dryer. 3anponoHoBaHo: The
Dexlansoprazole-CF Granules are coated with
the middle coating solution in a Fluid Bed
Coater. Subsequently, the MC Granules are
dried within the Fluid Bed Coater, and/or
alternatively in a Vacuum Dryer). BBegeHHsi 3MiH
npoTsArom 6-T1 MicsLIB Nicns 3aTBEPKEHHS

45.

OENY®EH®

cnpew HasanbHWUiA;
no 20 mn a6o no 30
MI1 Y NNacTUKOBOMY
donakoHi 3

TOB
"MEPPIFO
YKPAIHA"

YkpaiHa

Pixapg bittHep Al

ABcTpis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | TUnYy - 3miHu Wwopo
6e3nekn/eceKTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHW) - 3MiHK BHECEHO A0 IHCTPYKUii ANns

6e3
peuyenma

nidnsieae

UA/8539/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nnacTUKOBUM MELMNYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby
posnuntosayem; no Ao po3ginis "B3aemogis 3 iHLIMMY nikapCbKummn
1 conakoHy B 3acobamu Ta iHWi BUAM B3aemogain",
KapTOHHIN ynakoBLi "OcobnueocTi 3acTocyBaHHA" , "3acTocyBaHHS y
nepiof BariTHoCTi abo rogyBaHHs rpyaat”,
"3paTHiCTb BNAMBATK Ha LWBWUAKICTL peakuii npu
KepyBaHHi aBToTpaHcnopToM abo iHWKMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un"
BiZNOBIgHO O OHOBMEHOI iHhopMaLii oo
6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby.
TepmiH BBeOEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEepAKEHHS. 3MiHK | TMNy - 3MiHM Woao
6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW) - 3MiHK BHECEHO A0 IHCTPYKUii ANns
MELMYHOro 3aCTOCYBaHHS fikapcbKoro 3acoby
0o posginy "Mo6iyni peakuii" BignosigHo oo
OHOBIEHOI iHchopmalii woao 6esnekn
3acTocyBaHHs nikapcbkoro 3acoby. TepMmiH
BBEAEHHSA 3MiH NpOTAroM 6 micauis nicns
3aTBEpPAKEHHSA
46. | QAUMETUN®YM | kancynu TOB «TeBa YkpaiHa TeBa I13paine BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a UA/20287/01/01
APAT-TEBA racTpope3nCTEHTHI YkpaiHa» dapmavnesTikan 3MiHu | TUny - 3MiHKM Wwopo peuenmom
TBepai, no 120 mr no IHgacTpis NTa. 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
14 kancyn y (iHLWi 3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS
donakoHi, no 1 NepBWHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
nakoHy y kopobuli 3acoby. BeeaeHHs1 3miH npoTaromM 6 micauis
nicns 3aTBEpAXKEHHS!
47. | QUMETUN®YM | kancynu TOB «TeBa YkpaiHa TeBa I3painb BHECEHHS 3MiH O peeCTpaLinHMX maTepianis: 3a UA/20287/01/02
APAT-TEBA racTpoOpe3nCTEHTHI Ykpaina» dapmavueBTikan 3Minn | TUny - 3miHn Wwopo peuenmom
TBepAi, no 240 wr, IHgacTpis JlTa. 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
no 60 kancyn y (iHLWi 3MiHW) - OHOBNEHHA TEKCTY MapKyBaHHS
dnakoHi, no 1 NEePBUHHOI Ta BTOPUHHOI YMAKOBOK MikapCbKOro
hnakoHy y kopobui 3acoby. BBeneHHsi 3MiH npoTsrom 6 micsiuis
nicns 3aTBepAXKEHHS!
48. | OIOPJIAH® TabneTtkn, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH JO peeCcTpaLiiHMX maTepianis: bes UA/10773/01/01
nniBKOBOK "Kuismegnp "Kuismegnpenapat" 3MiHu | TUny - 3miHun Wwopo peuenma
obornoHkoto, no 500 enapat” 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
mr, no 10 TabneTok (iHLWi 3MiHK) - OHOBNEHHA TEKCTY MapKyBaHHS
y 6nicTtepi, no 3 abo yMaKoBKM fikapcbkoro 3acoby BignoBigHoO Ao
6 6nicTepis y nayui 3 BuMor Hakady MOS Ykpainu Big 23.07.2015 p.
KapTOHY Ne460. 3miHa po3giny «MapkyBaHHs» MKA J13.
Hitoua pepakuisi: PO301T «TPADIYHE
OPOPMITEHHA YNAKOBKW» MpadiuHe
300paxeHHs NepBUHHOI Ta BTOPUHHOI YNakoBOK
nopaetbes o MKA N3. MNponoHoBaHa pepakuis:
PO34IN «MAPKYBAHHA» 3rigHo
3aTBEPPKEHOr0 TEKCTY MapKyBaHHSA. BBeaeHHs
3MiH NpOTSAroM 6-TW MicsiLiB Nicns 3aTBeMKEHHSA
49. | OIYTOP® PO34UH ANS iH'eKuin, TOB HB® YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/17871/01/01
5 mr/mn; no 4 mn B "Mikpoxim" akuioHepHe 3MiHun | TMny - 3MiHKn Wwopo peuenmom

amnynax, no 5

TOBapUCTBO “JlekxiMm

6e3nekn/edekTMBHOCTI Ta dpapmakoHarnsay.
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
amnyn y kacerti B — XapkiB”, YkpaiHa BBepneHHs abo 3MiHM 00 y3aranbHEeHUX gaHnx
navui 3 KapToHy (signoBiganbHuii 3a npo cuctemy dapmakoHarnagy (BBeAeHHs
BMPOGHMLTBO Ta y3aranbHeHVX AaHnX Npo cucTemy
KOHTpOrnb/BUNpodyB chapmakoHarnsigy, 3MiHa ynoBHoBa)keHoi ocobu,
aHHs cepii, He BiANOBiganNbHOI 3a 34iINCHEHHS
BKITO4AKUN BUMYCK hapmakoHarnsiay; KOHTakTHoi ocobu 3
cepii); TOB HB® hapMakoHarnagy 3asBHUKa ANns 34iNCHEHHsI
"MIKPOXIM" apmakoHarnsgy B YKpaiHi, SKLWo BOHa
YkpaiHa (lopnanyHa BigMiHHa Bif, YNOBHOBaXeHOi ocobu,
agpeca BUpObHMKa; BignoBiganbHoI 3a 30iCHEHHS hapmakoHarnsgy
BiAnoBiganbHWi 3a (BKIMOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
BUPOBHMUTBO; PO3MiLLEeHHI MacTep-taina cuctemm
BignoBigansHuUi 3a capmakoHarnsgy) 3miHa ynoBHOBaxeHoi ocobu
BUNYCK cepii, He 3asiBHMKA, BignoBiganbHoi 3a papMakoHarnsg.
BKMNtOYao4mn [itoya pepakuin: €sctpatosa IpuHa lropiBHa.
KOHTpOrnb/BUnpobys lMponoHoBaHa peaakuis: MNMontox Hatanis
aHHs cepil) €BreHiBHa. 3MiHa KOHTaKTHUX JaHNX
YNOBHOBaXEHOT 0CO0U 3asiBHMKA,
BiANOBIganNbHOI 3a hapMakoHarnag.
50. | AOKCOPYBILUWU | koHueHTpaT Ans EBEBE ABcTpis NMOBHUW LKA AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/1379/01/01
H "EBEBE" PO34mMHY Ans dapma BUpOGHMUTBA: Himeyunna 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikat peuenmom
iHdby3in, 2 mr/mMn no lec.m.6.X. DAPEBA YHTepax BignosigHocTi/E-cepTudikaT BignoBigHoCTI
5 mn (10 wr), no 25 Hdpr. KI "mM6X, ABCTpis; €sponewcbkin bapmakonei/moHorpadii.
mn (50 wmr), no 50 mn BUNYCK cepii: MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
(100 wr), abo no 100 EBEBE ®apma BignoBigHOCTi abo BUny4eHHs cepTudikata
mn (200 wr) y lec.m.6.X. Hoor. KT, BiANoOBIAHOCTI €Bponenceki apmakonei: Ans
donakoHi; no 1 ABCTpiS; ADI; ansa BuxigHoro
hnakoHy B TECTYBaHHs: maTepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
KapTOHHIN kopobui Ilabop NNC CE & BVKOPWCTOBYIOTBECS Y BUPOOHMLTBI APIl; ang
Ko.KI", HimeuuuHa; [OOMNOMiXHOT peqoBuHU (cepTudikat
TecTyBaHHs: MIMJ1 BignoBigHocTi €Bponenchkii hapmakonei) -
Mikpobionoriwec OHoBReHnn ceptudikaT Big, y>xe 3aTBEpAXEHOro
Mptochnabop M6X, BUPOGHMKa NoAaHHS OHOBIEHOroO cepTudikaTa
ABCTpiS; BignoBigHocTi €Bponeichkii hapmakonei Ne
TECTYBaHHA: CEP 2003-111 - Rev 06 (3atBepaxeHo: R1-CEP
3enbepcaoopd 2003-111 - Rev 04) ana A®l gokcopybiumHy
Jlabop Mm6X, rigpoxnopuay Big 3aTBepaXeHOro BUpobHUKa
ABcTpis TEVA PHARMACEUTICAL INDUSTRIES LTD.,
Israel (Name of holder) (Production Site: Sicor
S.r.l, ltaly). Ak Hacnigok 3miHa Ha3Bu®
BUPOGHMYOT ainbHMui Ha SICOR SOCIETA
ITALIANA CORTICOSTEROIDI S.R.L, ltaly.
PepakuinHi npasku B iHopmauii Wwoao
BUPOBHMKIB Aitl040i peyoBuHM y po3gini «Cknag»
MK4A N3.
51. | AYOTPAB® Kpanni o4Hi no 2,5 HosaprTic LLisenuapis Hosaprtic Benbrisa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3a He UA/6292/01/01
My donakoHi- Papma Al MaHydakTypiHr HB 3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuennmom | nidnseae
KpanensHuui; no 1 HaliMeHyBaHHs Ta/abo agpecu micus
dnakoHy- NpOBaXeHHS OisnbHOCTI BUPOGHMKa
KpanenbHuLi B (BKItOYao4K, 3a HeObXigHOCTI, MicLe
NpOBEAEHHS! KOHTPOIH SIKOCTi), b0 BNacHuka

NPOMIiXHil ynakoBLj,
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LU0 BKNada€eTbCs B
KOPOOKY 3 KapTOHY

macTep-canna Ha AP, abo nocTadanbHuka
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTY, L0 3aCTOCOBYIOTECS Y BUPOOHULITBI
A (KO 3a3HAYEHO Y AOCLE Ha fikapCbKuii
3acib) 3a BigcyTHOCTi cepTudikarta BianoBigHOCTI
€BponeickKii thapMakonei y 3aTBepaKeHoMy
nocbke, abo BUpobHMKa HOBOI [OMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
Has3BM Ta agpecy BUPOBHMKa, WO 34iCHI0E
KOHTPOrb SIKOCTi cybcTaHLuii. BupobHunya
[inbHUUSA Ta yci BUpOOHWUYI onepadii
3annWaTbCs HE3MIHHUMU.
Litova pepakuis:
Alcon-Couvreur NV
Rijksweg 14 B-2870 Puurs Belgium
DUNS: 370205429
[MponoHoBaHa pepakuis:
Novartis Manufacturing NV
Rijksweg 14 2870 Puurs-Sint-Amands Belgium
DUNS: 370205429
3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaaXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby, BKIoYaum
OinbHWL BUNYycKy cepii abo micLe NnpoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKINOYAKUM BUMYCK CEPIlt) -
3miHa Ha3Bu BUpobHuka T13. BupobHuua
[OinbHMUA, agpeca Ta yci BUpobHuyi onepalii
3anuUaTbCsl HE3MIHHMMM. TakoX 3MiHW
BHECEHO B iHCTPYKLI0 Ansi MeguyHoro
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
«BupoBHUK» 3 BiANOBIgHUMYK 3MiHAMW Y TEKCTi
MapKyBaHHS1 yNakoBKU MikapcbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

52.

EBKABAJI®
cupon

cupon, 3 /151 B 100
r,no 100 mny
dnakoHi i3 ckna; no
1 donakoHy B
KapTOHHiIl kopobuyi

Ecnapma
M6X

HimevuunHa

dapma BepHirepoae
m6X

Himeyumna

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHun | Tuny - 3MiHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK). 3MiHM BHECEHO Y TEKCT
MapKyBaHHS NEPBUHHOI (M. 6) Ta BTOPUHHOI (M.
2, 3,7, 15, 17) ynakoBku nikapcbkoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MmicauiB nicns
3aTBEpPAKEHHS

6e3
peuyenma

UA/5754/01/01

53.

EBKABAJI®200
CALUE

MOPOLLIOK ANsi
OpanbHOro Po34vnHy
no 200 mr,no 3ry
cauwe; no 20 a6o no
50 cawe B
KapTOHHiIN ynakoBLi

Ecnapma
b6X

HimevuunHa

Ningodapm M6X

Himeyumna

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BUNPOBYBaHHSI rOTOBOTO Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBEpAXEHUX MeToaax
BUNPoBYBaHHS) HE3HaYHI 3MiHW B MeToi

6e3
peuenma

nidnsieae

UA/16272/01/01
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3acoby ynakoeka) noceid4yeHHs1

ineHTudikauii auetunumcteita (UV/VIS),
OCKiNnbKM iAeHTuiKaLis MOXe NPOBOAUTUCH K
ni4 Yac KinNbKiCHOro BU3HA4YEHHSA BMICTY
aueTUnUUCTEiHy Tak i BMICTY OMILLOK,
NPOMOHYETLCSA NPOBOAUTY TECT iAeHTudikaLii B
NPOLECI KifbKICHOrO BU3HaYeHHSA
aueTunumUCTeiHy Ans 3py4yHoCTi BUPOOHMKa
roTOBOro NPOAYKTY (B 3aTBEPAXEHIN peaakuii
TeCT NPOBOAVBCS B yMOBaX METOAY BU3HAYEHHS
CYNPOBIAHUX AOMILLOK).

- 3miHu | Tuny - 3miHK 3 akocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotToBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax

BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKEHNX MeToAax
BUNPOOYBaHHS) HE3HauYHi 3MiHN B MeTOogi
BunpobysaHHs 13 3a nokasHmkom «CynpoBigHi
OOMILLKMY», NEPENMEHOBYIOTECS LOMILLKM 3
«Bigoma/HeBigomay, Ha
«BU3HaYeHa/HeBM3HaYeHa»; BUNPaBIiEHHs B
npoGoniaroToBLji PO34MHIB, KOPUTYBaHHS
napameTpiB NpuaaTHOCTI CUCTEMMN, Ta BIGHOCHUX
yaciB yTpUMyBaHHS MikiB, BHECEHHS1 pefaKLUiiHnX
NpaBoK, BUNPaBMNeHHs NOMUIOK APYKY. - 3MiHK |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapCbKUiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS! rOTOBOIO

nikapcbkoro 3acoby (He3HayHa 3MiHa y

3aTBepAKeHVX MeTofax BUnpobyBaHHS)
He3HauHi 3MiHM B MeTogi BUnpobysaHHsi M3 3a
nokasHukoM «KinbkicHe BU3Ha4YeHHs», a came B
NPpUroTyBaHHi TECTOBMX Ta pedepeHTHMX
PO34MHIB, BiANOBIAHO afanTyeTbCs Nepesipka
npuaaTHOCTI CUCTEMMU, KOPUTYOTECS hOpMynmn
po3paxyHky. - 3miHu | Tuny - 3miHK 3 AKOCTi.
[oToBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHSA rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKeHNX MeTofax
BUNPOBYBaHHS) HE3HaYHi 3MiHW B MeTOAi
BunpobyBaHHs 13 3a nokasHuKoM
«OfHOpIgHICTb O30BAaHUX OAUHULILY,
BUMYYalOTbCS NMPOMDKHI KpOKM AoBeAeHHs pH,
3MiHa NpoboniAroToBKM KOHTPOSBHMX PO3YMHIB,
BiZNOBIOHO afanTyeTbCS TECT NPUAATHOCTI
CUCTEMMU; KOPUTYBaHHS PO3paxyHKOBOI
cdopmynu. - 3miHn | TMNy - 3MiHK 3 AKOCTI.
["oToBMI nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JoNyCTUMMX MEX FrOTOBOro

NiKapcbkoro 3acoby (BUNy4YeHHs1 He3Ha4YHOro
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nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,
TaKoro sk 3anax Ta cmak, abo igeHTudikauis
OapBHWKIB Y1 CMAKOBUX 40GABOK)) BUMYYEHHS
nokasHuka «3anax», MoKasHuK €
OpraHoNenTUYHUM i He € MOKa30BMM ANs
BM3HAYEHHS SKOCTi MPOAYKTY, BU3HAHWUIN
Hagnuwkosum 3rigHo ICH Q6 A Guideline. 3miHn
BHeceHo B po3ain "OCHOBHI (hi3nKo-XimivHi
BNacTUBOCTI" B IHCTPYKUiO ANs MeguyHoro
3acTocyBaHHS nikapcbkoro 3acody. BeegeHHs
3MiH NPOTArom 6-Tn MicsILiB Micnsi
3aTBepOKEHHS. - 3MiHuM | TRy - 3MiHK 3 SIKOCTiI.
["oToBMI nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaui Ta/abo 4oNyCcTUMMUX MEX FrOTOBOrO
nikapcbkoro 3acoby (BUIyYEHHsSI HE3HAa4YHOTO
nokasHuKa (Hanpukrag 3actapinoro nokasHuvka,
Takoro sik 3anax Ta cmak, abo igeHTudikadis
GapBHWKIB Y1 CMAKOBUX 406GABOK)) BUYYEHHS
nokasHuka «laeHTndikauis aueTnnumcTeiny,
HPLC» 3i cneuudikauii npoTarom TepMiHy
NpuaAaTHOCTI, OCKIMbKU NOKa3HWUK KOHTPOMIOETLCS
npun BUMYCKY rOTOBOIO NPOAYKTY i He €
NoKa3oBMM LLOAO 3MiHU SKOCTI. - 3MiHK | Tuny -
3MmiHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acib.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX roTOBOrO fikapcbKoro 3acoby (iHLi 3MiHW)
3MiHa NepioANYHOCTI TECTYBaHHS
MiKpOGBionoriYyHOT YACTOTU NPOAYKTY 3 KOXKHOI 4
cepii go koxHoi 10 cepii. Aitoya pepakuis:
nepeBipseTbCS KOXHa 4-Ta cepis, ane
LoHavMeHLwe 1 cepis Ha pik lMponoHoBaHa
pepakuis: nepesipseTbea koxHa 10-Ta cepis,
ane woHanmeHLe 1 cepisa Ha pik. - 3miHu | Tuny
- 3MiHu 3 akocTi. FOTOBMIA NiKapCbKUiA 3aciO.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX FOTOBOrO NiKapCbKoro 3acoby (BUyYeHHs
He3Ha4HOro nokasHuka (Hamnpuknag 3actapinoro
nokasHuKa, Takoro sik 3anax Ta cmak, abo
ineHTndikauist GapBHYMKIB UM CMaKOBUX
[06aBoK)) BUNMYyYeHHs NMoka3HUKa «3anuLLok Ha
CiTLi», NOKa3HWK BU3HAHO 3alBUM, OCKiSTbKU ANsl
KOXHOI cepii NpoBOANTBECSA TECT HA PO3UYMHHICTb.
- 3miHu | Tuny - 3miHK 3 aikocTi. MoToBUMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX roTOBOro
niKkapcbkoro 3acoby (BUNy4YeHHs1 He3Ha4YHOro
noKasHuKa (Hanpuknaz 3acTtapinoro nNokasHuka,
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Takoro sik 3anax Ta cmak, abo igeHTudikadis
6apBHMKIB Y CMaKOBUX A0OABOK)) BUMYYEHHS
nokasHuka «BTparta B Mmaci npu BUCYLLYBaHHI»,
NOKa3HWK € 3aBUM Ansi CyXoi CyMmiLli. - 3MiHu |

TMny - 3MiHK 3 SKoCTi. [oTOBUI NiKapCbKNIA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauii Ta/abo
[O0MYyCTUMMX MEX rOTOBOTO NiKapcbKoro 3acoby
(BUMYYEHHS HE3HAYHOIO MOKa3HWKa (Hanpuknaza
3acTapinoro nokasHuka, Takoro sik 3anax Ta
cMak, abo ineHTudikauis 6apBHUKIB 4mn
CcMakoBux 406aBOK)) BUMYYEHHS! NOKa3HUKa
«OpHopigHICTb Macu», KOHTPOSb BU3HAHO
HaONMLIKOBMM, OCKINbKN ANS KOXHOI cepii
NpPOBOANTLCS BU3HAYEHHSI OQHOPIOHOCTI
[030BaHUX oaAnHULUb BignosiaHo ao € 2.9.40. -
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MmiHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (BUIyYEHHsSI HE3HAYHOTO
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,

Takoro Sk 3anax Ta cMak, abo igeHTudikauis
GapBHUKIB Y/ CMAKOBUX JOBGABOK)) BUNYYEHHS

nokasHuka «epmMeTUYHICTb caLuey 3i
cneundikauii 113, nokasHWK peTensHo

KOHTPOMIETLCS B NpoLeci BUpobHULTBa, Yepe3

LLIO KOHTPOSb MPY BMMYCKY FOTOBOrO MNPOAYKTY
BM3HAHO HAAMULLKOBUM. - 3MiHu | TUnYy - 3MiHu 3

sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneundikaLi Ta/abo 4oNyCTUMMX MEX FrOTOBOrO

nikapcbkoro 3acoby (BUIyYEHHsSI HE3HAYHOTO
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHuka,

Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB Y/ CMaKOBKX JOOABOK)) BUMYYEHHS

nokasHuka «pH» 3i cneumdikauii rotToBoro
NpPoOAyKTY, SIK HEMOKA30BOro ANs AKOCTi
npoaykTty. - 3MiHu | TMny - 3MiHM 3 SKOCTi.

"oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaLii Ta/abo JONyCTUMMX MEX rOTOBOrO
nikapcbkoro 3acoby (BUIyYEHHsSI HE3HAYHOTO
nokasHuKa (Hanpuknaz 3acTtapinoro nokasHwka,

TaKoro Sk 3anax Ta cMak, abo igeHTudikauis

GapBHUKIB Y/ CMAKOBUX 40OABOK)) BUMYYEHHS
nokasHuka «Cyma HeBiJOMUX LOMILLOK» 3i
cneundikauii '3, nokasHMK BU3HAHO
Hagnuwkosum BianosiaHo Ao ICH Q3B, ockinbku
B N3 peTenbHO KOHTPOMETLCS | BUSHAYAETLCA
KOKHa JOMiLLKa OKPEMO, NIMITYETbCS KOXHa
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

ineHTudikoBaHa Ta HeigeHTUdgikoBaHa AoMillka
OKpeMo Ta cyMa BCiX AOMILLOK. - 3MiHu | Tuny -
3MiHM 3 skocTi. FoTOBMIA Nikapcbkuii 3acio.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTumMmnx
MEX roTOBOro nikapcbkoro 3acoby (Buny4eHHs
He3Ha4HOro nokasHuka (Hanpuknag 3acTapinoro
rnokasHuKa, Takoro sik 3anax Ta cmak, abo
ineHTudikauis GapBHMKIB UM CMaKOBUX
nobaBok)) BUNy4yeHHs nokasHuka «Maca
BMICTY», 3i cneuumdikauii NpoTArom TepMiHy
NpuAAaTHOCTI, OCKINbKX NOKa3HWK KOHTPOMOETLCS
npuW BUMYCKY rOTOBOIO NPOAYKTY i HE €
NoKa3oBMM LLOAO Oyab-sIKMX 3MiH SKOCTi B
npoueci 36epiraHHs. - 3MiHn | TUny - 3MiHK 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneumndikaui Ta/abo 4oNyCTUMMX MEX FOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHM) BHECEHHS 3MiHM
0o onucy M3, ockinbkM NpoayKT MICTUTb LyKOp,
B npoLieci 36epiraHHs MOXyTb YTBOPIOBATUCh
HEBENUKi arnmomeparu, Lo NErKO PyMHYOTHCS.
3MiHn BHeceHo B po3gin "OCHOBHI (i3nNKo-XiMiYHi
BNAaCTMBOCTI" B IHCTPYKLit0 ANst MeANYHOro
3acTocyBaHHs nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tn MicsiLiB Micnsi
3aTBEPOKEHHS.

54.

EKCIB®

TabneTku, BKPUTI
NniBKOBOIO
o6onoHkoto, no 90
mr, no 10 TabneTok
B KOHTYPHil
YapyHKOBIN
ynakosLi, no 1 abo
no 3 KOHTYPHI
YapyHKOBI yNaKoBKU
B nayui

MpAT
"®apmaueBT
n4yHa dipma

"OapHuus"

YkpaiHa

MpAT
"®apmaueBTUYHa
dipma "OapHuus”

YkpaiHa

BHECEHHS1 3MiH O peecTpauinHMX maTepianis:
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO MiKapCbKoro 3acoby (36inbLUeHHs
TEepMiHy NpuaaTHOCTI FOTOBOrO NikapCbKoro
3acoby) - [1ns TOproBoi ynakoBKu
(niaTBEPAKYETLCS AAHMMM pearnbHOro Yyacy)
36inbLUeHHs TepMiHY NpuAaTHOCTI FOTOBOIO
nikapcbkoro 3acoby Ha OCHOBI MO3UTUBHUX
pesynbTaTiB OBrOCTPOKOBUX AOCTIAXKEHD
cTabinbHOCTi y peanbHOMy Yaci: 3aTBepaxeHo:
TepMmiH npuaaTHOCTi 2 poku. 3anponoHOBaHO:
TepMiH npyaaTHOCTI 3 pokW. 3MiHK BHECEHO B
iHCTPYKUIilO ANsi MeaWNYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain "TepMiH
npugaTHocTi". BBeaeHHs1 3MiH npoTaromM 6-tu
MicsiLiB Nicnsi 3aTBEPOXKEHHS

3a
peuenmom

He
nidnsieae

UA/19245/01/02

55.

EKCIB®

TabneTku, BKPUTI
NniBKOBOKO
o6ornoHkoto, no 120
mr, no 10 TabneTok
B KOHTYPHI¥
YapyHKOBIN

MpAT
"®apmaueBT
n4Ha dipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
dipma "OapHuus"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
rOTOBOrO iKapCcbKoro 3acoby (36inbLieHHs
TEpPMiHy NpuaaTHOCTI FOTOBOrO NiKapcbKoro

3a
peuernmom

He
nionsieae

UA/19245/01/03
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ynakosui, no 1 3acoby) - [Ins Toproeoi ynakoBku
KOHTYPHI (niaTBEPAKYETLCS AAHMMM pearnbHOro Yacy)
YapyHKOBIlN ynakoBLj 306inbLUEeHHs TepMiHY NPUAATHOCTI TOTOBOIO
B navui nikapcbKkoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCHIAXEHb
CTabinbHOCTI y peanbHOMY Yaci: 3aTBepKeHo:
TepMiH npugaTHOCTI 2 pokK. 3anponoHOBaHO:
TepMiH npuaaTHOCTI 3 POKK. 3MiHN BHECEHO B
iHCTPYKLUIil0 ANs MeAUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3gin "TepmiH
npugaTHocTi". BBeaeHHS 3MiH NpoTaromM 6-u
MicsaUiB Nicnsa 3aTBEPAXEHHSA
56. | EKCIB® TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH JO peecTpauiHMX maTepianis: 3a He UA/19245/01/01
NMiBKOBOO "®apmauesT "®apmaueBTnyHa 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuyenmom | nidnseae
o6onoHkoto, no 60 M4yHa dipma dipma "OapHuus" nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
mr, no 10 TabneTok "ONapHuus" TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
B KOHTYPHIl roTOBOro MikapCbKoro 3acoby (36inbLIeHHs
YapyHKOBIN TEPMiHY NPMAATHOCTI FOTOBOrO NiKapCbKOoro
ynakoBui, no 1 abo 3acoby) - [lns Toproeoi ynakoBku
no 3 KOHTYpPHi (MiaTBEPMKYETLCS 4AHMMU peanbHOro yacy)
YapyHKOBI YNaKoBKM 306inbLUeHHs TepMiHY NPUAAaTHOCTI TOTOBOro
B navui nikapcbKkoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCHIOXEHb
cTabinbHOCTi y peanbHOMy Yaci: 3aTBepaxeHo:
TepMmiH npuaaTHOCTi 2 poku. 3anponoHOBaHO:
TepMiH npuaaTHOCTI 3 POKK. 3MiHN BHECEHO B
iHCTpYyKLUilo ANs MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3gin "TepMiH
npuaaTHocTi". BBeaeHHs 3MiH npoTaromM 6-tu
MicsiLiB Micns 3aTBEpOXKEHHS
57. | ENIKBIC TabneTkn, BKpUTI Mdpanszep CLUA BMPOGHMLTBO, CLUA/ BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3a He UA/13699/01/01
NniBKOBOIO IHK. KOHTPOIb SIKOCTi Ta ITanis/ 3MiHun | Tuny - 3MiHKM Wwopo peuenmom nidnsieae
obornoHkoto, no 2,5 KOHTpOrb sikocTi Npu | HimevunHa/ 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mr; no 10 TabneTok BUMYCKY Cepii: Ipnangis (iHWi 3MiHW) - 3MiHM BHECEHO B TEKCT

y bricTepi; no 2
Gnictepu y navui 3
KapToHy; no 20
Tabnetok y 6nicrepi;
no 1 6nictepy y
naJui 3 KapToHy

BpicTton-Mawiepc
CkBi66
MeHiodekyypuHr
KomnaHi AHnimiTeq,
Komnasi, CLUA;
nakyBaHHs1,
KOHTPOb SKOCTi Ta
BUNYCK cepii:
KataneHT AHarHi
C.p.n., Itanis;
nakyBaHHs1,
KOHTPOrb SIKOCTi Npu
BWNYCKy cepii Ta
BUNYCK cepii:
Mdparzep
MeHtodbekdypuHr
Honuneng 'mbX,

MapKyBaHHS MEPBUHHOI (MYHKT 4) Ta BTOPUHHOI
(nyHKT 8) ynakoBOK nikapcbkoro 3acofy.
BBegeHHs 3miH npoTtarom 12-tu micauis nicns
3aTBepAKEHHS. 3MiHu | TUny - 3MiHM 3 AKOCTI.
[oToBWMI Nikapcbkuin 3acib. Cructema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa
dopmu abo po3mMipy KOHTEHepa 4n
3aKyrnoproBanbHoro 3acoby (NepBUHHOT
ynakoBKW) (HeCTepUnbHI nikapcbki 3acobu) -
BBEEHHS anbTepHaTUBHOIO po3mipy bnictepy
Ha 20 TabneTok Ans 060x [o3yBaHb - A03yBaHHSI
2,5 Mr ans po3mipy ynakoBku Ha 20 TabneTok Ta
[03yBaHHA 5 Mr aAnsi po3mipy ynakoBku Ha 60 Ta
100 TabneTok, 3 BHECEHHAM BiANOBIAHUX 3MiH
0o p. «Ynakoka» MK#A J13. 3miHn BHeceHo B
iHCTPYKLUIilO ANs MeANYHOro 3aCTOCYBaHHS Yy
po3ain «YnakoBkay 3 BigNOBiAHMM 3MiHAMK B
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Hime4vuuHa; TEKCTi MapKyBaHHS YNakoBKM NMiKapCbKOro
BMPOGHMLTBO, 3acoby. BBegeHHsi 3MiH npoTsirom 12-Tu micsuis
nepBuHHE Ta nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
BTOpPUHHE AOMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nakyBaHHs, Ta/abo agpecu MicLs NPOBaMKEHHS QiSnNbHOCTI
KOHTPOIb SKOCTi Npu BMPOGHVMKa/iMnopTepa roToBOro Nnikapcbkoro
BUMYCKy cepii Ta 3acoby, BKM4Yao4mM ginbHuUL BUNycKy cepii abo
BUMNYCK cepil: MicLie NpPOBEAEHHS KOHTPOMIO SKOCTI.
MNdparnsep IpnaHaia (misnbHiCTb, 3a Ky BignoBigae
dapmackioTikans, BUPOGHMK/iMNOPTEP, BKIOYAOYM BUMYCK Cepilt) -
Ipnangis; OHOBJIEHHS aApecu Ans BUPOOHMKA NiKapCbKnx
BUNYCK cepii: 3acobiB Ndansep MeHtodekuypuHr JonuneHs
Coppaa Jlabopatopis 'M6X, HimewumHa. Hassa BMpPOGHUYOI AinbHULI,
AHnimitea Komnani, yHKLUIi, hisnyHe po3TallyBaHHA AinbHULI Ta
IpnaHgis NpoLecK 3anuLiatoTbCst HE3MIHHUMM. 3MiHK
BHECEHO B iHCTPYKLUIO Ansi MegnyHoro
3acToCcyBaHHS NikapCbKOro 3acoby y po3Ain
«MicuesHaxomxeHHs BUpoGHUKa Ta agpeca
MicLsi NpoBaKEHHS MOro OisinbHOCTI» (ans
BUpobHuKa «[darnzep MeHohekiypuHr
Donuneng M6X», HimeuunHa). BeegeHHs amiH
npotsarom 12-Tu MicsuiB nicnsa 3aTBEpAXXEHHS.
58. | ENIKBIC TabneTkn, BKpUTI Mdpanszep CLUA BMPOGHMLTBO, CLUA/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3a He UA/13699/01/02
nniBKOBOK IHK. KOHTPOSb SIKOCTi Ta ITania/ 3MiHu | TUNYy - 3miHun Wwopo peuenmom nionsieae
obornoHkot, no 5 mr; KOHTpOrb sikocTi npu | HimevunHa/ 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
no 10 TabneTtoky BUNYCKY cepii: IpnaHais (iHWi 3MiHW) - 3MiHW BHECEHO B TEKCT

6nicTepi; no 3 abo
no 6, abo no 10
6nicTepiB y nayuj 3
KapToHy; no 20
TabneTok y 6nictepi;
no 3 abo no 5
GnicTepiB y nayui 3
KapToHy; no 14
Tabnetok y 6nicrepi;
no 2 6nictepu y
naJui 3 KapToHy

Bpicton-Manepc
CkBi66
MeHtodek4ypuHr
KomnaHi AHnimiteq
KomnaHi, CLUA;
nakyBaHHs1,
KOHTPOSb AKOCTi Ta
BUNYCK cepii:
KataneHT AHarHi
C.p.n., ITanis;
nakyBaHHs1,
KOHTPOMb SIKOCTi Npwt
BUMYCKy cepii Ta
BUNYCK cepii:
Mdparizep
MeHiodekyypuHr
Donuneng Mv6X,
HimeuuuHa;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOMb SKOCTi Npu
BUMYCKy cepii Ta
BUNYCK cepii:

MapKyBaHHs1 NEPBUHHOI (MYHKT 4) Ta BTOPUHHOT
(nyHKT 8) ynakoBOK NnikapCcbKoro 3acoby.
BBeneHHs 3miH npoTtarom 12-Tu micauis nicnsi
3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
opmu abo po3mipy KOHTEHepa YK
3aKynoptoBarnbHOro 3acoby (NepBuHHOI
yNaKkoBKW) (HECTEpPUNbHI Nikapcbki 3acobu) -
BBEAEHHA anbTepHaTUBHOrO po3mipy bnictepy
Ha 20 Tabnetok Ans 060x A03yBaHb - [03YBaHHS
2,5 Mr ans posmipy ynakoBku Ha 20 TabneTok Ta
[03yBaHHA 5 Mr Ansi po3mipy ynakosku Ha 60 Ta
100 TabneTok, 3 BHECEHHAM BiANOBIAHUX 3MiH
0o p. «Ynakoska» MKA J13. 3miHn BHeceHo B
iHCTPYKUIilO ANsi MeAUYHOro 3aCTOCYBaHHS y
po3ain «YnakoBkay 3 BiANOBIAHMM 3MiHaMK B
TEKCTi MapKyBaHHS YNaKoBKW JikapCbKOro
3acoby. BBegeHHst 3MiH npoTsarom 12-tu micsuis
nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLsl NPOBaXEHHSI QisiNbHOCTI
BMPOOHWKa/imnopTepa roToBoro nikapcbkoro
3acoby, BKM4aoum ginbHUL BUNycKy cepii abo
MicLe NpoBeAeHHS KOHTPOMO SKOCTI.
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
MNdpansep IpnaHaisa (misnbHiCTb, 3a Ky BignoBigae
dapmacbioTikans, BMPOBHWMK/IMNOpTEP, BKMHOYA0OYM BUMYCK CEpIlt) -
IpnaHgis; OHOBMEHHS agpecy ANns BUpoOHUKa MikapCbKux
BUNYCK cepii: 3acobiB Ndansep MeHodekuypuHr JonuneHs,
Copas Nabopatopis 'm6X, HimeuyunHa. Hazea BUpoGHUYOI AinbHML,
AHnnimitea KomnaHi, yHKLUii, hisnyHe posTallyBaHHA AiNbHULI Ta
IpnaHgis NpoLecu 3anuLiatoTbCst HE3MIHHUMUW. 3MiHK
BHECEHO B iHCTPYKLUIiO Ans MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
«MicuesHaxomxeHHs BUpOOHWKa Ta agpeca
MiCList NPOBaKEHHS MOro QisNbHOCTI» (ans
BUpobHuKa «lMdparisep MeHrodekiypuHr
Donuneng Mu6X», HimeuunHa). BeegeHHs amiH
npoTsirom 12-Tv MicsiLiB Micnsi 3aTBEPOXKEHHS.
59. | EC30N TabneTkn, BKpUTI TOB YkpaiHa KYCYM XEJNTTXKEP IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: - UA/20674/01/01
obornoHkoto, no 100 "TNEOPAP NBT NTA 3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
mr; in bulk: Ne 4200 MmnaTg" nikapcekui 3acib. Cuctema
(10x420) TabneTok: KOHTeWHep/3akynoproBanbHuii 3acit. 3miHa
no 10 TabneTtok y pPO3Mipy YNakoBKW1 rOTOBOIO Nikapcbkoro 3acoby
6nictepi; no 420 (iHWi 3MiHW) - BBEAEHHSA 4OAAaTKOBOI YNAKOBKM Y
GnicTepiB y copwmi in bulk y 3B'A3ky 3 BUPOGHNYOIO
KapTOHHiIN kopobLi HeobXiaHicTo
60. | EC30N TabneTkn, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/10774/01/01
obornoHkoto, no 100 "TMEODAP MNBT NTA 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenmom
mr; no 4 abo no 10 MmnTao" nikapcbkui 3acib. Cuctema
TabneTok y 6nictepi; KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
no 1 6nictepy B pO3Mipy yNakoBKWU rOTOBOIO fikapcbkoro 3acoby
KapTOHHIN ynakoBLi (iHWi 3MiHW) - BBEAEHHSA [OAAaTKOBOI YNAaKOBKM Y
dopwmi in bulk y 38'a3Ky 3 BUpobHNYOIO
HeobXiaHIiCTHo:
3arBepoKeHo:
no 4 a6o no 10 Tabnetok y Gnictepi; no 1
GnicTepy B KApTOHHI ynakoBLyi.
MAPKYBAHHA
BignosigHo [0 3aTBEPOXEHOrO TEKCTY
MapKyBaHHS1.
3anponoHoBaHo:
no 4 a6o no 10 Tabnetok y Gnictepi; no 1
6nicTepy B KApTOHHI ynakoBLyi.
in bulk: Ne 4200 (10x420) TabneTok: no 10
Tabnetok y 6nictepi; no 420 6nicTtepiB y
KapTOHHiIl kopobuyi.
MAPKYBAHHA
BignosigHo [0 3aTBEPOKEHOrO TEKCTY
MapKyBaHHS1.
MapkyBaHHs Ansi ynakosku in bulk gogaetbes
61. | EY®IIH- po3unH ans iH'ekuin, | TOBAPUCT YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a UA/0869/01/01
300POB'A 20 mr/Mn no 5 mn B BO 3 obmexeHoto 3MiHu | TUnYy - 3miHu Wwopo peuenmom
amnyni; no 10 amnyn | OBMEXEH BiAMOBIAANbHICTIO 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
Y KapTOHHI KopobLi; (e],0} "papmaLeBTUYHa (iHWi 3miHK)
no 5 mn B amnyni; BIAMOBIOA KomMnaHisi "3gopos's" 3MiHV BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI




34 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 5 amnyny JIBHICTHO yNaKoBKM Nikapcbkoro 3acoby y nyHktn 1, 6, 11,
6nictepi; no 1 abo «KOPTIOPA 17 Ta B TEKCT MapKyBaHHSA NEPBUHHOT YMaKOBKM
no 2 6nictepu B LA y NYHKT 6. Takox Buiy4eHo ayontotouy
KapTOHHiI kopooLi «300POB’A iH(bopMaLlito pOCICLKO0 MOBOKO Ta BHECEHO
» He3HauHi MpaBKK Mo TEKCTY.
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHS.
62. | EO®E3EN renb no 30 rreno y langepma LLsevinapisa HopatkoBa Kanapa/ BHECEHHS1 3MiH O peecTpauiHMX maTepianis: 3a UA/19737/01/01
POPTE KOHTelHepi; no 1 CA OinbHUUA ®paHuia 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenmom
KOHTENHEpPY B 30epiraHHs Ta BignosigHocTi/E-cepTudikaT BignoBigHOCTI
KapTOHHiIN kopobui KOHTPOMIO SKOCTI €sponevicbkin dapmakonei/moHorpadii.
Ons AocniopKeHHs MogaHHA HoBoro abo oHoBReHoro cepTudikara
cTabinbHocTi: I BignoBigHocCTi abo BUNyYeHHs cepTudikata
MPOOAKLLUH IHK. BiANOBIAHOCTI €Bponenceki hapmakonei: Ans
(rnl), Kanaga; A®Il; ansa BuxiaHoro
Bupo6HuuTBO, matepiany/peareHTy/npoMiXKHOTO MPOAYKTY, Lo
nepBuHHE BVKOPWCTOBYIOTBECS Y BUPOOHMLTBI API; ang
nakyBaHH4, [OMOMDKHOI peqoBUHM (cepTudikaT
BTOPUHHE BignoBigHOCTI €Bponeiickkin hapmakoner) -
nakyBaHH4, HoBwuin cepTudikar Big BXxe 3aTBEpAXEeHOro
KOHTPOMb SIKOCTI, BMPOGHMKa - NogaHHs HOBOro cepTudikaTa
BUMYCK NPOAYKLi: BignoBigHocTi €Bponeicbkii papmakonei Ne RO-
JNIABOPATOPIT CEP 2021-328-Rev 00 ans gjto4oi pe4oBuHu
FANOEPMA, Adapalene Big Bxe 3aTBEpAXEHOTO BUPOGHMKA,
dpaHLis; KU 3MiHKMB Ha3By 3 Helsinn Advanced
BTopuHHe Synthesis SA Ha HAS HEALTHCARE
nakyBaHHs: PAPM ADVANCED SYNTHESIS SA, LUseiuapis.
ALIC, ®paHuis BBeaeHHs 3MiH npoTsrom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BigMNOBIAHOCTI €BpONENChHKIl
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBIigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXiQHOro Matepiany/peareHTy/npoMixxHOro
NPOAYKTY, LU0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI
A®I; ona AONOMiXKHOI peqoBuHM (cepTudikaT
BignoBigHocTi EBponeichkiii hapmakonei) -
HoBui cepTudikat Big BXxe 3aTBEpAXeHOro
BUPOOHMKA - MOAAHHA HOBOTO cepTudikaTa
BignoBigHocTi €Bponeichkii hapmakonei Ne
CEP 2021-229 - Rev 02 ons gjto4oi pe4oBuHM
Adapalene Big Bxe 3aTBEpOXEHOro BUPOGHMKa
FINORGA S.A.S., ®paHuisi (3amiHa ASMF).
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicnsa
3aTBEPOKEHHS.
63. | 3APCIO® PO34MH ANs iH eKuin CaHpos ABCTpis BignosiganbHWi 3a Himevuunna/ BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a He UA/12447/01/01
abo iHdysin, 30 mMnH MM6X BMPOGHMLTBO, ABcTpis 3MmiHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae
0[/0,5 mn, no 0,5 nepBuHHE HaiMeHyBaHHs1 Ta/abo agpecu Micus
M1 PO34MHY B nakyBaHHsi, NpoBaXXEHHS OisNbHOCTI BUPOGHMKa
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1

nonepegHLo KOHTpOrb cepil: (BKntoYaoun, 3a HeobxigHoOCTI, Micue

3anoBHeHOMy Awn i Ti Bionorika npoBeeHHs1 KOHTPOro SKOCTi), abo BNacHuka

wnpuui, 'M6X, HimeuyuunHa; macTep-canna Ha A®Il, abo nocTayanbHuka

OCHaLLeHoro NOBHUIN LMK Adl/BuxigHoro matepiany/peareHTy/npomMixxHoro

nopLUHeM, BUPOGHMLTBA NPOAYKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHULITBI

iH'EKLINHOIO ronkoto, HosapTic A (KO 3a3HAYEHO Y [OChE Ha NikapCbKkui

KOBMNa4ykom Ta dapmachbtoTikan 3acib) 3a BiacyTHOCTI cepTucpikata BignoBigHOCTI

3aX1CHUM MaHyakTypiHr €Bponewcbkin bapmakonei y 3aTBepaxXeHomMy

NPUCTPOEM Ansi 'M6X, ABCTpisi; nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT

3anobiraHHs BUNYCK cepii: PEYOBUHM (SIKLLO 3a3HA4YeHO Y AOCbE). 3MiHa

NOLLKOKEHHS Canpos 'm6X - Ha3Bu BUpOOHKKa AdI, y 3B'A3Ky 3 TUM, LLIO

rofnikoto nicns BupobHmya komMmnaHiss Sandoz GmbH 3miHioe Ha3By

3acTOCyBaHHs, y
OnicTepHin ynakoBLi;
no 1 abo 5
6nictepHnx
YMaKoBOK B
KapTOHHiIN kopoOLi

OinbHUUA AcenTuyHi
Nikapcbki 3acobu
LWadTeHay
(AcenTuyHi JI3LU),
ABCTpis

topuamnyHoi ocobn Ha Novartis Pharmaceutical
Manufacturing GmbH. Micue3HaxomkeHHs
BMPOGHMKa, BUpOOHMYa OinbHULSA Ta yCi
BMPOGHMYI onepadii 3anuLaoTbCst He3MiHHUMMU.
Litova pegakuisi: Cangos N'mbX, ABcTpis.
[MponoHoBaHa pepakuis: Novartis
Pharmaceutical Manufacturing GmbH, AscTpisi.
3miHu | TUny - AgMiHiCTpaTMBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaXeHHs AisrnbHOCTI BUpobHMKa/iMnopTepa
rOTOBOrO flikapCbKoro 3acoby, BKIoYaym
OinbHWL BUNYycKy cepii abo micle npoBeaeHHs
KOHTPOIO SIKOCTI. (QiSNbHICTb, 3a sIKy Bignosigae
BMPOGHMK/iIMNOPTEP, HEe BKIOYaoUM BUMYCK
cepiit). Komnanist Sandoz GmbH, ABcTpis,
3MiHI0E Ha3BY Lopuan4Hoi ocobu Ha Novartis
Pharmaceutical Manufacturing GmbH ans
dyHKUin BUpoBHMUTBA in bulk, nakyBaHHs Ta
TeCTyBaHHs nikapcbkux 3acobis. Takox
BHOCUTBCS YTOYHEHHS 10 HarnMcaHHs Ha3Bu
BMpo6HMKa Sandoz GmbH, ABcTpisi, skui
3anuLiaeTbes BignoBiganbHUM 3a OYHKL0
BWMYCK Cepili. 3MiHN BHECEHO B iHCTPYKLiO Ans
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainu «BrupobHuk» Ta «Micue3HaxooKeHHs
BUPOOHMKa Ta agpeca Micusi NPOBaKEHHS NOro
LiSANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHs1 yNakoBKM NiKapCbKoro 3acoby
(3miHa BMpo6HWKa). BBeaeHHs 3miH npoTtsarom 6-
TV MicauiB nicnasatBeppkeHHs. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6. 3miHn
y BUPOOHMLUTBI. 3MiHa iMnopTepa/3miHu, LWo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOM SAKOCTi
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUpobHMKa, Lo BiAMNOBiAaE 3a
BBE3eHHs Ta/abo Bunyck cepii) - He Bkntovatoum
KOHTpOnb/BUNpobyBaHHs cepii. JlonaBaHHS
yHKLUiT BUNYCK cepii [0 BXe 3aTBEpAKEeHOro
BnpobHuka Novartis Pharmaceutical
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep

peecmpauyiliHo2o

noceid4yeHHs1

Manufacturing GmbH, BignosigansHoro 3a
BMPOBOHMLTBO, NaKyBaHHs1, KOHTPOMb cepii. 3MiHK
BHECEHO B iHCTPYKLil0 A4Ns MeAUYHOro
3acToCyBaHHS NikapcbKkoro 3acoby y po3ginu
«Bunpo6GHMK» Ta «MicuesHaxomKeHHst BUPOOHUKa
Ta agpeca MicLsa NpoBayKEHHsI Noro
DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI
MapKyBaHHSs! YMakoBKM NiKapCbKoro 3acoby
(ooaaBaHHst BUpobHUKa). BBegeHHs 3MiH
NpOTArom 6-T MicsLB NiCNs 3aTBEPOYKEHHS.
3MmiHun | Tuny - 3MiHn Wwopo
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHK). 3MiHN BHECEHO B TEKCT
MapKyBaHHS NEPBUHHOI ( NyHKTK 4, 6) Ta
BTOPWUHHOI (NyHKTK 3, 7, 11, 14, 17) ynakoBok
nikapcbkoro 3acoby. BBegeHHs 3MiH npoTsirom
6-TK MicaUiB nicnsa 3aTBEPAXKEHHS.

64.

3APCIO®

PO34MH ANs iH eKuin
abo iHdysin, 48 MNH
0[/0,5 mn, no 0,5
MIT PO34MHY B
nonepeaHLo
3aNOBHEHOMY
Lwnpwi,
OCHalLeHoro
nopLuHem,
iH'EKLiIHOIO ronKoto,
KOBMa4koM Ta
3aXMCHUM
NpUCTPOEM Anis
3anobiraHHs
MOLLKOKEHHS
ronkoto nicns
3aCTOCyBaHHs, y
OnicTepHin ynakoBLi;
no 1 abo 5
GnicTepHux
YMaKoBOK B
KapTOHHI kopobui

CaHpos
m6X

ABCTpis

BiANOBiganbHUIM 3a
BUPOBHMUTBO,
nepBUHHE
nakyBaHHs,
KOHTPOIb cepii:
Ain i Ti Bionorika
'm6X, HimeuunHa;
NOBHUN LKI
BMPOBHMLTBA
HoBapric
dapmachbtoTikan
MaHyakTypiHr
'mM6X, ABCTpisi;
BUNYCK cepii:
CaHpos 'mbX -
BupobHuya
OinbHUUA AcenTuyHi
Nikapceki 3acobu
WadTeHay
(AcenTtuyHi N3LL),
ABCTpis

Himeuumnna/
ABCTpis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaKeHHS AiAnbHOCTI BUPOBHMKa
(BKntoYaouun, 3a HeobxigHOCTI, Micue
NPOBEAEHHS KOHTPOIIO SKOCTi), abo BNacHuka
macTtep-darina Ha ADI, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoAyKTy, L0 3aCTOCOBYIOTLCS Y BUPOOHWLITBI
A®I (sKWO 3a3Ha4YeHO y AOChE Ha NikapCbKui
3acib) 3a BigcyTHOCTI cepTudikaTa BianoBiAHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y Aocbe). 3MiHa
Ha3Bu BUpobHuka A®I, y 3B'A3Ky 3 TUM, LLO
koMnaHis Sandoz GmbH 3miHloe Ha3By
topuan4Hoi ocobu Ha Novartis Pharmaceutical
Manufacturing GmbH. MicLe3HaxomXeHHsi
BMPOOHWMKa, BUPOOHMYA AinbHULA Ta YCi
BMPOGHMYi onepalLlii 3anuwwaTbCsl HE3MIHHUMMU.
[itoua pegakuisi: Cangos N'moX, AscTpis.
[MponoHoBaHa pepakuisi: Novartis
Pharmaceutical Manufacturing GmbH, AscTpisi.
3miHu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHs QisnbHOCTI BUPOGHUKa/iMnopTepa
rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
AinbHWL BUNYycKy cepii abo micLe npoBeaeHHs
KOHTPOIO SIKOCTI. (QiSNbHICTb, 3a sIKy Bignosigae
BMPOGHMK/iIMNOPTEP, HEe BKIMOYayM BUMYCK
cepiit). Komnanisi Sandoz GmbH, ABcTpis,
3MiHI0E Ha3BY topuan4Hoi ocobu Ha Novartis
Pharmaceutical Manufacturing GmbH gns
dYHKUI BUpoGHMUTBA in bulk, nakyBaHHs Ta

3a
peuernmom

He
nidnsieae
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

TEeCTyBaHHsI Nikapcbkux 3acobiB. Takox
BHOCUTbCS YTOYHEHHS A0 HanUcaHHSA Ha3Bwu
BMpobHMka Sandoz GmbH, ABcTpis, skui
3anuwaeTbCa BignoBiganbHMM 3a OyHKUi0
BWMYCK Cepill. 3MiHN BHECEHO B iHCTPYKLiO ANs
MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3ginu «BupobHuk» Ta «Micue3HaxomkeHHs
BMPOBHWMKa Ta agpeca MicLsi NPOBaKeHHs Moro
DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI
MapKyBaHHs yakoBKM NikapCbKoro 3acoby
(3miHa BMpo6HWKa). BBegeHHs amiH npoTtsarom 6-
TV MicsiLiB nicnsisaTBepkeHHs. 3MiHum | Tuny -
3MiHM 3 skocTi. FoTOoBMIA Nikapcbkuii 3acit. 3miHn
y BUPOGHMUTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY CEpii Ta KOHTPOSIHO SAKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHS BUpoOHMKa, LLO BiAMOBiAaE 3a
BBe3eHHs Ta/abo Bunyck cepii) - He Bkntovatoum
KOHTpOnb/BUnpobyBaHHs cepii. [JogaBaHHs
dYHKUIT BUNYCK Ccepii A0 BXe 3aTBepaXeHOro
BupobHuka Novartis Pharmaceutical
Manufacturing GmbH, BignosigansHoro 3a
BMPOBHMLTBO, NaKyBaHHS, KOHTPOIb cepii. 3MiHu
BHECEHO B iHCTPYKLIO Ansi MegnyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
«BupobHuk» Ta «MicLe3HaxomkeHHst BUpOOHUKa
Ta agpeca Micus NpoBagKeHHs 1oro
LisiNbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKM fikapCbKoro 3acoby
(nopaBaHHs BUpoOHWMKa). BBeaeHHS 3MiH
NPOTArom 6-T1 MicsALIB MiCNS 3aTBEPOXKEHHS.
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK). 3MiHWM BHECEHO B TEKCT
MapKyBaHHS MEPBUHHOI ( NyHKTW 4, 6) Ta
BTOPUHHOI (NyHkTK 3, 7, 11, 14, 17) ynakoBOK
nikapcbkoro 3acoby. BBegeHHst 3MiH MpoTArom
6-TK MicAUiB nicnsa 3aTBEpAXKEHHS.

65.

3APCIO®

PO34MH ANs iH eKuin
abo iHdysin, 30 MnH
0[/0,5 mn, no 0,5
MI PO34UHY B
nonepeaHLo
3anoBHEHOMY
Lwnpwmi,
OCHalleHoro
nopLUHEM,
iH'EKLiIIHOIO ronKoto,
KOBMa4koM Ta
3aXNCHUM
NpUCTPOEM A4St

CaHpos
m6X

ABCTpis

BiANoBiganbHUI 3a
BMPOGHMLTBO,
nepBUHHE
nakyBaHHs1,
KOHTPOIb cepii: A
[i Ti bBionorika
m6X, Himeuuuna;
BiANOBiganbHUI 3a
BUPOBHMLTBO,
nakyBaHHs1,
KOHTpOrb cepii Ta
BUNYCK cepii:
Canpos M'mbX —

Himeuuunna/
ABcTpis

3miHu | TNy - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB
cneuudikauin Ta/abo [ONyCTUMUX MEX rOTOBOro
nikapcbKkoro 3acoby (3BY>KeHHsI AOMyCTUMMX
MeX) - 3BYXXEHHS [OMYCTUMUX MEX Y
crneundikaLii A4ns KOHTPOIO BUNYCKY cepii Ans
napametpy "CynyTHi pe4OBUHM Ta AOMiLLKK".
Takox BHOCUTbCS rapmoHisauis MKA 113 go
po3giny 3.2.P.5.1 Cneuudikauis, a came
3a3HavaeTbesa Cneuudikauis "Mpu Bunycky" Ta
"Tepminy npugatHocTi" B MKA N13. 3miHn | Tuny -
3MmiHu 3 sikocTi. FoTOBUIA NiKapcbkuii 3acib.

3a
peuernmom

He
nidnsieae
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3anobiraHHs BisHec nigpo3ain CT1abinbHicTb. 3miHa y TepMiHax NpuaaTHOCTI
NOLLKOKEHHS TexHomnoriyHa abo ymoBax 36epiraHHsi FOTOBOrO MikapCbKoro
rornkoto nicns po3pobka Ta 3acoby (3miHa B ymoBax 36epiraHHsi roTOBOro
3acTOCyBaHHs, y BUPOGHMLTBO nikapcbkoro 3acoby abo nicns
6nicTepHii ynakosLj; GionoriyHnx PO3UYMHEHHSI/BIAHOBNEHHS) - 3BiNbLUEHHS

no 1 abo 5
onictepHnx
YMaKoBOK B
KapTOHHiI kopooLi

nikapcbkux 3acobis
Wadhtenay (6TOM
AncC), Asctpis

nepiogy 36epiraHHs nikapcbkoro 3acoby npu
36epiraHHi Ta gns ambynaTopHOro
BMKOPUCTaHHSA 3 72 roavH Ao 8 gHis. JaHe
NOAOBXEHHS 06rpyHTOBaHE Ha OCHOBI AaHNX
wopo crabinbHocTi cepin [T13 Ta ouiHkn
HaMripLLIOro cLeHapito po3BUTKY MOAIV Yy cepii
J13, Wwo 3HaxoaATbCs Ha Mexi cneumdikauin npu
sunycky M3. Oitoua pegakuis: Mpu 36epiranHHi
Ta Ans ambynaTopHOro BUKOPUCTaHHS, MOXHa
pictaTtu 3acib i3 xonoaunbHUKa Ta 36epiraTu npu
KiMHaTHin TeMnepaTypi (He Buwe 25°C)
O[HOPa30BO NMpoTAroM 72 roguH. Micns
3aBepLUEHHS LibOro Yacy He cnig 3HOBY CTaBUTU
B XONOAMIbHUK, @ HEODXIAHO 3HULLMTY.
lMponoHoBaHna pepakuis: Mpw 36epiranni Ta ans
ambBynaTopHOro BUKOPUCTaHHS, MOXHa AictaTtu
3acib i3 xonogunbHuka Ta 36epirat npu
KiMHaTHiI TemnepaTypi (He Buwe 25°C)
ofHopa3soBo npoTsarom 8 Aib. lMicnsa 3aBepLueHHs
LibOro Yacy He criifg 3HOBY CTaBUTU B
XONOAUNBbHMK, @ HEOOXiAHO 3HULLNUTU. 3MiHN
BHECEHO [0 iHCTPYKUiT AN MegnyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao po3ainy
"Cnoci6 3acTtocyBaHHsi Ta 4o3n". BBeaeHHs 3miH
NPOTArom 6-T1 MicALIB MiCNs 3aTBEPIKEHHS.
3MiHu | TUNYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLUii Ans
ME[MNYHOro 3aCTOCYBaHHS Ha MiACcTaBi
perynsipHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS nikapcbKkoro 3acoby B
nicnapeecTpauinHun nepiod, abo sk pesynbTart
OLiHKM 3BITY 3 JOCNIOXEHb, NPOBEAESHUX
BiNOBIOHO [0 NNaHy nejiaTpuyHMX AOCHioKEHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO A0
iHCTPYKLUIii ANS MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posgainy "OcobnmsocTi
3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOI
iHbopMaUii 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom
6-T1 MicsliB nicns 3aTBEpAXEHHs - 3MiHN | TUNYy
- 3MiHu wopo 6e3nekn/edhekTUBHOCTI Ta
dapmakoHarnagy. 3miHa y KopoTKin
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT ANS Mean4Horo
3aCTOCyBaHHs Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6eaneku
3acTOCyBaHHsI NikapcbKoro 3acoby B
nicnapeecTpauinHuin nepiod, abo sk pesynbTart
OLLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX
BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3MiHy y3romkeHo 3 KOMNEeTEHTHUM
YNOBHOBAXEHNM OpraHom) - 3MiHN BHECEHO A0
IHCTPYKUIT ANA MeanYHOro 3acTocyBaHHs
nikapcbkoro 3acoby o poaginy "OcobnmsocTi
3actocyBaHHs", "Cnocib 3acTocyBaHHs Ta Jo3mn",
"MoGiyHi peakuii" (peaakuinHi npaBkm
3aTBEpOKEHOro TEKCTY) BiAMNOBIAHO A0
OHOBIIEHOI iH(popmaLii 3 6e3nekn 3acTocyBaHHA
nikapcbkoro 3acoby. BeegeHHs 3MiH NpoTsirom
6-Tn MicauiB nicns 3aTBepaKEHHSA

66.

3APCIO®

PO34MH ONs iH eKuin
abo iHdysin, 48 MNH
0[/0,5 mn, no 0,5
MIT PO34MHY B
nonepegHLo
3aMnoBHEHOMY
Lwnpwi,
OCHaLLieHoro
nopLuHem,
iH'EKLINHOIO rONKoHo,
KOBMaykoMm Ta
3aXUCHUM
NMPUCTPOEM AISA
3anobiraHHs
MOLLKOOXKEHHS
ronKkoto nicns
3acTOCyBaHHs, y
GnicTepHin ynakosLy;
no 1 abo 5
GnicTepHmx
yMakoBOK B
KapTOHHiIl kopobuyi

CaHnpos
m6X

ABcTpis

BiAnoBiganbHWi 3a
BUPOBHMUTBO,
nepBuHHE
nakyBaHHs,
KOHTPOrb cepii: A
Li Ti bionorika
'm6X, Himeuuuha;
BiANoBiganbHUIM 3a
BMPOGHMLTBO,
nakyBaHHs,
KOHTpOrb cepii Ta
BUNYCK cepii:
CaHpo3 'm6X —
BisHec nigpo3ain
TEXHOMNOoriYHa
po3pobka Ta
BUPOGHMLTBO
GionoriyHnx
nikapcbkux 3acobis
WadTeHay (BTAM
OncC), Aecrtpis

Himeuuunna/
ABCTpis

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis:
3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (3BY>KeHHsI AOMYyCTUMMX
MeX) - 3BYXXEHHS [OMYCTUMUX MEX Y
cneundikauii A4ns KOHTPOIO BUNYCKY cepii Ans
napametpy "CynyTHi pe4OBUHM Ta JAOMiLLKK".
Takox BHOCuTbCs rapMoHisauis MKA 13 go
po3giny 3.2.P.5.1 Cneuudikauis, a came
3a3HavaeTbesa Cneuudikauis "Mpu Bunycky" Ta
"Tepwminy npugatHocTi" B MKA 13. 3miHn | Tuny -
3MmiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3miHa y TepMiHax npuaaTHOCTI
abo ymoBax 306epiraHHs roTOBOrO MikapCbKoro
3acoby (3miHa B ymoBax 36epiraHHsi roTOBOro
nikapcbkoro 3acoby abo nicns
PO34YMHEHHS/BIAHOBNEHHS) - 36iNbLUEHHS
nepioay 36epiraHHs nikapcbkoro 3acoby npu
36epiraHHi Ta Ans ambynaTopHoro
BUKOPUCTaHHSA 3 72 roamH o 8 gHis. [laHe
NoAOBXEHHS OBrpyHTOBaHE Ha OCHOBI AaHWX
wopno crabinbHocTi cepint M3 Ta ouiHkn
HaMripLLIOro cLeHapito po3BUTKY MOAIN y cepii
13, wo 3HaxoaaTbcst Ha Mexi crneumdikaLin npu
Bunycky MM3. Oitoua penakuis: Mpu 36epiranHi
Ta Ans ambynaTopHOro BUKOPUCTaHHSA, MOXHa
pictaTu 3acib i3 xonogunbHuKa Ta 36epirati npu
KiMHaTHIN TemnepaTypi (He BuLe 25°C)
O[HOPa30BO NPOTAroM 72 roauH. Micns
3aBepLUEHHS LibOro Yacy He crif 3HOBY CTaBUTK

3a
peuernmom

He
nidnsieae
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[TponoBkeHHs noaarka 3

Ne

Hasea

®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1

B XONOAUIMBHUK, @ HEOOXIAHO 3HULLMTK.
MponoHoBaHa pepakuisi: Mpu 36epiranHHi Ta ansi
ambBynaTopHOro BUKOPUCTaHHS, MOXHa AictaTtu

3acib i3 xonogunbHuka Ta 36epirat npu

KiMHaTHi TemnepaTypi (He Buwe 25°C)

opHopa3soBo npoTsarom 8 ai6. lNicns 3aBepLUeHHs
LibOro Yacy He criig 3HOBY CTaBUTU B
XONOAUNbHUK, @ HEOBXiAHO 3HULLNUTU. 3MiHN

BHECEHO A0 IHCTPYKLUIii AN Mean4Horo
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"Cnoci6 3acTtocyBaHHsi Ta 4o3n". BBeaeHHs 3miH

NPOTSAromM 6-Tu MicALUiB MiCNa 3aTBEPAXKEHHS.
3MiHu | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili 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
OLHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHUX
BiANOBIQHO A0 NNaHy negiaTpyuyHMX AoChioXeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpraHom) - 3MiHU BHECEHO O
iHCTPYKLUii ANs MeQWMYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby Ao po3sginy "OcobnueocTi
3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOI
iHopMauii 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BBegeHHst 3MiH MpOTArom
6-T1 MicauiB nicns 3aTBepAXeHHs - 3MiHu | Tuny
- 3MmiHK wopo 6e3nekn/edpekTUBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepuCTuLi Nnikapcbkoro 3acoby, TEeKCTi
MapKyBaHHS! Ta iHCTPYKUii AnA Mean4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku

3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT

OLLiHKM 3BiTY 3 JOCHIOKEHb, NPOBEAEHUX
BiNOBIOHO [0 NNaHy nejiaTpMyHMX AoChioKeHb
(PIP) (3MiHy y3rog»XeHo 3 KOMNETEHTHUM
YMOBHOB&)KEHNM OpraHoMm) - 3MiHM BHECEHO [0
iHCTPYKLUIii ANS MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3giny "OcobnueocTi
3acTtocyBaHHs", "Cnocib 3acTocyBaHHsA Ta 4o3un",

"MobivHi peakuii" (peaakuiiHi NpaBku

3aTBEpOKEHOro TEKCTY) BiAMNOBIAHO A0
OHOBIEHOI iHcbopmaLii 3 6esnekn 3acTocyBaHHSA
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom




41

[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
6-TW MicauiB nicnsa 3aTBepOKEHHs!
67. | 30KCI TabneTku, BKpUTI OPrAHOCMU OAE EsepTtomkeH Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/17229/01/02
nniBKOBOK H CaeHcus Jlimiten 3MiHun | Tuny - 3MiHKM Wwopo peuenmom
obonoHkoto, no 500 NANGCAEH 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
Mr, no 3 TabneTkn y Cu3 (Eo (iHLi 3MiHM). 3MiHW BHECEHO B TEKCT
6nictepi; no 1 abo 3ET ) MapKyBaHHS BTOPUHHOI YNaKoBKW MikapCbKoro
no 2 bnictepu y 3acoby y nyHKT 17 Ta B TEKCT MapKyBaHHs
navui 3 KapToHy NepBUHHOI YNaKOBKM Y MYHKT 6.
BBepgeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPOAKEHHS
68. | 30KCI TabneTkn, BKpUTI OPrAHOCU OAE EsepTtomkeH Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/17229/01/01
NniBKOBOI H CaeHcus Jlimiten 3MiHu | TUny - 3MiHKM Wwopo peuenmom
obornoHkoto, no 250 NANGCAEH 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
mr, no 3 TabneTtku y CU13 (Ed (iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
6nictepi; no 1 abo 3ET ) MapKyBaHHS1 BTOPUHHOI YNakoBKW fikapCbKoro
no 2 6nictepn y 3acoly y MyHKT 17 Ta B TEKCT MapKyBaHHS
navui 3 KapToHy NEepPBUHHOI YNaKOBKM Y MyHKT 6.
BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEpPAKEHHSA
69. | IMATIHIB- kancynu no 400 wmr; ToBapucTtBo YkpaiHa CinpaH ®apma PymyHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/15420/01/01
BICTA no 10 kancyn B 3 C.P.N. 3MiHu | TUny - 3MiHKM Wwopo peuenmom nionsieae
6nictepi; no 3 obmexeHoto 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
6nictepn y nayui 3 Bignosigans 3MiHM y KOPOTKin XapaKTepucTuLli nikapcbkoro
KapToHY HiCTIO 3acoby, TeKCTi MapKyBaHHS! Ta IHCTPYKLUIi Ans
«BYCT MeANYHOro 3aCTOCYBaHHS
DOAPMA» reHepuyHMX/ribpuaHnx/6ionodibHnx nikapcbkmx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HafaHHS XOAHUX HOBUX JOAATKOBUX JaHUX).
3MiHM BHeCEHO A0 iHCTPYKUii Ans Mean4Horo
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
"Mo6iyHi peakwii" 3rigHoO 3 iHopmaLieto Wwoao
MeANYHOTro 3acTOCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (MMIBEK®). BeeaeHHs 3MiH
NpoTArom 6-Tm MicsALIB NiCNs 3aTBEPXKEHHS.
70. | IMATIHIB- kancynu no 100 mr; TosapucTtBo YkpaiHa CinpaH ®apma PyMmyHis BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis: 3a He UA/15420/01/02
BICTA no 10 kancyn B 3 C.P.J. 3MmiHun | Tuny - 3MiHKM Wwopo peuenmom nionsizae
6nicTepi; no 3 abo obmexeHoto 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
12 6nicTepiB y nayui | Bignoeiganb 3MiHU y KOPOTKili XapakTepucTuL NnikapCbKoro
3 KapTOHY HiCTIO 3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
«BYCT MeANYHOro 3acTocyBaHHs
DAPMA» reHepuYHUX/ribpuaHnx/GionodibHUX nikapcbkux

3acobiB nicns BHECEHHS Tiei camoi 3MiHU Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
Ha[laHH$ )XOHUX HOBWX AOAATKOBUX AaHUX).
3MiHVM BHECEHO A0 iHCTPYKLiT AN MeguyHoro
3acToCcyBaHHS NikapCcbKoro 3acoby y po3ain
"Mob6iuHi peakuii" 3rigHo 3 iHpopmalieto Wwoao
MeZMNYHOro 3aCTOCYBaHHsI pedpepeHTHOro
nikapcbkoro 3acoby ([T1IBEK®). BeegeHHs amiH
NpoTArom 6-T1 MicsAUIB NicNs 3aTBEPAXKEHHS.
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
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3acoby ynakoeka) noceid4yeHHs1
71. | IMOOIYM® TabneTku, Lo MakHin AHrnis BUPOBHMLTBO, Benuka BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 UA/9831/02/01
EKCMNPEC AuCnepryoTbes B MpopakTc nepBuHHe Bputanis/ 3MiHn | TUnYy - 3miHK Wwopo peuenma
POTOBIV NOPOXKHWHI, Jlimiten nakyBaHHA Ta ®paHuia 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
no 2 mr, no 6 KOHTPOSb SIKOCTi 3MiHa YacToTh Ta/abo TepMiHiB NogaHHs
TabneTok y 6nicTepi; roTOBOro NPOAYKTY: perynsipHoO OHOBIOBaHWX 3BiTiB 3 6e3neku
no 1 Gnictepy B KataneHT tOK nikapcbkux 3acobis. 3MiHa y YyacToTi Ta gaTax
KapTOHHIN ynakoBL CeiHOoH 3naic noJaHHsA perynsapHoO OHOBMOBAHOIO 3BITY 3
JlimiTen, Benuka Gesneku.
BpuTtaHis; [Litova pepakuis: YactoTa nogaHHs perynspHo
BTopuHHa ynakoBka, OHOBIIOBAHOrO 3BiTYy 3 6Ge3nekun 8 pokie. KiHueBa
KOHTPOMb SKOCTI AaTa Ans BkroveHHsa aaHux o PO3B -
roTOBOro NpPOAYKTY, 31.05.2024 p. aTta nogaHHs - 29.08.2024 p.
[003BiN Ha BUMNYCK [NponoHoBaHa peaakuis: Yactota nogaHHa
cepii: [PKHTN perynsipHoO OHOBMOBAHOIO 3BiTy 3 6e3nekn 5
KoHcblomep Xenc pokiB KiHueBa nata ansa BKNOYEHHS AaHUX 0O
(PpaHc) CAC, PO3b - 31.05.2029 p. lata nogaHHs -
DdpaHuis 29.08.2029 p. PekomeHgoBaHo a0
3aTBepAKEHHS BiQNOBIAHO 4O NEPIOANYHOCTI
nofaHHsi perynsipHo OHOBIHOBAHUX 3BITiB 3
6esneku nikapcbkmx 3acobis y €C.
72. | IMOOIYM®AYO | Tabnetku; no 6 MakHin AHrnia BUPOBHMUTBO 3a PdpaHuis/ BHECEHHS1 3MiH JO peecTpaUiiHMX maTepianis: Bes UA/19902/01/01
TabneTtok y 6nictepi; Mpopaktc NOBHUM LIMKINOM ITanis/ 3MiHu | TUny - 3MiHKM Wwopo peuenma
no 1 6nictepy B TNiviteq (BpOBHMLTBO IHais/ 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsay.
KapTOHHIN nayui roTOBOI NiKapCbKOi Icnanis 3MiHa YacToTu Ta/abo TepMiHiB nogaHHs
opmu, KOHTPOIb perynsipHo OHOBIOBaHMWX 3BiTiB 3 6e3neku
SIKOCTi rOTOBOI nikapcbkux 3acobiB - 3miHa y YacToTi Ta gaTax
nikapcbKoi chopmu, NOAaHHS perynsipHO OHOBIIIOBAHOIO 3BiTY 3
nepBuHHe 6e3neku. [itoya pegakuisi: YactoTa nogaHHs
nakyBaHHs Ta perynsipHoO OHOBMOBAHOIO 3BiTy 3 6e3neku 8
BUNyCK cepii): pokiB. KiHLeBa faTa Ans BKMOYEHHS aHuX 0O
IDKHTN KoHcblomep POSB - 31.05.2020 p. aTta nogaHHs -
Xenc (®paHc) CAC, 29.08.2020 p. NponoHoBaHa peaakuis: Yactota
PpaHUisi; KOHTpOIb noAaHHs perynsipHo OHOBIHOBAHOIO 3BITY 3
AKOCTI: AHCCeH 6e3nekn 5 pokie KiHueBa AaTta Anst BKIOYEHHS
Cinar C.IN.A., ITanis; naHux go PO3B - 31.05.2029 p. ata nogaHHs -
KOHTPOSb SIKOCTI 29.08.2029 p. PekomeHgoBaHo Ao
(TiNbKW TECTYBaHHSA 3aTBEepAKEHHS BIANOBIAHO 4O NEpPIOANYHOCTI
crabinbHocCTi): NOAAHHS PerynsipHO OHOBITIOBAHUX 3BITiB 3
IXOHCOH i [>KOHCOH 6e3neku nikapcbkux 3acobis y €C
Mpansar JlTg, IHAis;
KOHTPOSb SIKOCTi:
MakHIN IBEPIKA,
C.J.Y., IcnaHis
73. | IH-ANITEP Tabnetku no 2 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a UA/17135/01/01
mr/0,625 wr, no 10 "MIKPOXIM" «MIKPOXIM» 3MiHu | TUny - 3miHu Wwopo peuenmom
TabneTok y 6nictepi, YkpaiHa (topugnyHa 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
no 3 Gnictepuy agpeca; BBeneHHs abo 3MiHM 0O y3aranbHEHUX JaHNX
navji 3 KapToHy nabopartopis npo cuctemy dapmakoHarnsay (BBegeHHs
i3nKO-xiMmi4HOro y3aranbHeHUX AaHnx Npo cuctemy
aHanisy Ta chapmakoHarnsgy, 3miHa ynoBHoBa)keHoi ocobu,
KOHTpOIo BiANOBiganbHOI 3a 3AINCHEHHS
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUPOBHMUTBA; thapmakoHarnagy; KoHTakTHoi ocobu 3
BUMPOOHMYa hapmakoHarnsay 3asBHUKa Ans 30iNCHEHHS
ninbHMuA (Bci ctagii dapmakoHarnagy B YkpaiHi, AKLwo BoHa
BUPOBHMYOro BigMiHHa Bif, YyNOBHOBaXeHOi ocobu,
npotecy); BiANOBIAANbLHOI 3a 3AiNCHEHHs hbapmakoHarnsay
BianosiganbHui 3a (BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHK y
BUNYyCK cepii, He pPO3MiLLeHHi MmacTep-daina cuctemm
BKINtOYao4un dapmakoHarnsgy). 3MiHa yrnoBHOBaXKeHOi ocobu
KOHTpOrnb/BUNpodyB 3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
aHHs cepii); [itoya pepakuin: €sctpartosa IpuHa IropiBHa.
AT "®APMAK", [MponoHoBaHa pepakuisi: Montox Hatanis
YkpaiHa €BreHiBHa. 3MiHa KOHTaAKTHUX AaHUX
(BMPOGHMLITBO 3a YNOBHOBa)eHOT 0CO0U 3asiBHYMKA,
MOBHUM LIMKITOM) BiANOBiganbHOI 3a hapmakoHarnag
74. | IH-ANITEP Tabnetku no 4 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/17135/01/02
mr/1,25 wmr, no 10 "MIKPOXIM" «MIKPOXIM» 3MiHu | Tuny - 3MiHKM Wwopo peuenmom
TabneTok y 6nictepi, YkpaiHa (opmanyHa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
no 3 Gnictepny agpeca; BBepneHHs abo 3MiHM 00 y3aranbHEHUX gaHnx
nayuji 3 KapToHy nabopartopis npo cuctemy dapmakoHarnsgy (BBegeHHs
i3nKO-XiMi4YHOTO y3aranbHeHUX AaHnx npo cuctemy
aHanisy Ta capmakoHarnsigy, 3miHa ynoBHoBa)KeHoi ocobu,
KOHTPOSO BiANOBiganNbHOI 3a 34INCHEHHS
BUPOBHMLTBA; dapmakoHarnagy; KOHTakTHoi ocobu 3
BMPOGHMYa (hapmakoHarnsigy 3asiBHUKa Ans 30ilCHEHHS
ainbHUUA (BCi cTagii dapmakoHarnagy B YKpaiHi, SKLWwo BoHa
BUPOBHMYOro BiMiHHa Bif, YNOBHOBaXeHOI ocobu,
npotecy); BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
BianosigansbHWi 3a (BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
BUWMYCK Cepil, He pO3MilLieHHi MacTep-anna cuctemm
BKITIOMaI04M dapmakoHarnsgy). 3miHa ynoBHoOBaxeHoi ocobu
KOHTpOnb/BMUNpoOyB 3asiBHMKA, BignoBiganeHoi 3a hapMakoHarnsag.
aHH4A cepii); [Hitoya pepakuis: €sctpaTosa IpuHa IropiBHa.
AT "®APMAK", [MponoHoBaHa pepakuis: Montox Hatanis
YkpaiHa €BreHiBHa. 3MiHa KOHTaKTHUX AaHUX
(BMpOBHMLTBO 3a YMOBHOBaXeHOi 0cobyu 3asBHMKa,
NMOBHUM LIMKITOM) BignosiganbHoI 3a dapmMakoHarmsg
75. | IH-ANITEP TabneTku no 8 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: 3a UA/17135/01/03
mr/2,5 mr; no 10 "MIKPOXIM" «MIKPOXIM» 3MiHun | Tuny - 3MiHKn Wwopo peuenmom

TabneTok y 6nictepi,
no 3 Gnictepn y
navuji 3 KapToHy

YkpaiHa (topugnyHa
agpeca;
nabopartopis
i3nKO-xiMmi4HOro
aHanisy Ta
KOHTPOHO
BMPOGHMLTBA;
BMPOGHMYa
ninbHUUA (BCi cTagii
BUPOGHMYOro
npouecy);
BiAnoBifanbHWNA 3a
BUNYCK cepii, He

6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHnx
npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHeHNX AaHKX Npo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHOoi ocobu,
BiANoBiAanbHOI 3a 3AiNCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHUKa ANns 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, SKLWwo BoHa
BiAMiHHa Bif ynoBHOBaxeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-chainna cuctemum
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BKITHOYa04M capmakoHarnsgy). 3mMiHa ynoBHOBaXeHoi 0cobu
KOHTpOrb/BUNpoOyB 3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsg.
aHHs cepii); [itoya pepakuin: €sctpartosa IpuHa IropiBHa.
AT "®APMAK", lMponoHoBaHa pepakuis: MNMontox Hatanisa
YkpaiHa €BreHiBHa. 3MiHa KOHTaAKTHUX JaHUX
(BMPOGHMLTBO 3a YNOBHOBaXXEHOT 0CO0U 3asiBHYMKA,
NMOBHUM LIMKITOM) BignoBiganbHoi 3a hapmakoHarnsg
76. | KAPOIOOAPOH | posuunH ans iH'ekuin, | TOBAPUCT YkpaiHa ToBapuctso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3a UA/1713/01/01
-300POB'A 50 mr/Mn no 3 mn B BO 3 obmexeHoto 3MiHun | Tuny - 3MiHKM Wwopo peuenmom
amnyni; no 10 amnyn | OBMEXEH BignoBiganbHicTo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
Y KapTOHHI KOpOObL; (0],0) "®apmaueBTnyHa (iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
no 3 mn B amnyni; BIOMOBIOA KoMnaHisi "3gopos's" MapKyBaHHS BTOPUHHOI YNaKOBKW MiKapCbKoro
no 5 amnyny JIBHICTHO 3acoby y nyHkTn 1, 6, 11, 17 Ta B TekcT
6nictepi; no 1 abo 2 «KOPTIOPA MapKyBaHHS MEPBVHHOI YNaKoBKN Y MyHKTK 5, 6.
Gnictepun y LA Takox Buny4yeHo gyoniotouy iHdopmalito
KapTOHHiIN kopoOLi «300POB’A POCINCbKOKD MOBOK Ta BHECEHO HE3HaYHi NpaBKK
» no TeKCTy.
BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS
77. | KAODETIH® Tabnetkn no 10 ANKANOIO | Pecny6nika ANKANOIO AQ Pecny6nika BHECEHHS 3MiH [10 PEECTPaLINHNX MaTepianis: 3a UA/0742/01/01
TabneTok y cTpuni; Al Ckon’e MiBHiYHa Ckon’e MiBHiYHa 3MminHn | TMNy - 3MiHK 3 aKocTi. FoToBUIA peuenmom
no 1 ctpuny y MakenoHis MakenoHis nikapcbkuii 3aci6. KoHTpornb rotoBoro

KapTOHHIN kopobLyj;
no 6 TabneTok y
cTpvni; no 1 abo no
2 ctpunn y
KapTOHHiI kopobui

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHwi 3MiHn) - BBeaeHHA
NepioANYHOCTI TECTYBaAHHS 3@ NOKA3HUKOM
«MikpobionoriyHa YncToTay: NPOBOAUTLCA Ha
KOXHir 10- NpoMUCIOBIl cepii abo Ha ofHin
cepii Ha piK, 3BaXXaroun L0 HAcTae paHille.
3miHu | TNy - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNpPoOYyBaHHSA rOTOBOrO NikapCbKoro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkrroyaro4m 3amiHy abo JONOBHEHHS)) -
BeeneHHa metogy YBEPX sk anbTepHaTUBHOI
npowenypu TeCTyBaHHs 10 3aTBEPAKEHOrO
metony BEPX ans BU3Ha4YeHHsi NOKa3HuKiB
«Po34nHeHHs», «KinbkicHe BU3HA4YeHHs»,
«lpeHTudikauis», «OgHOPIAHICTE 4O30BaHMX
OAVHMLb KodbeiHy Ta koaeiHy docdaty
cecksirigpaty». 3miHu | TMny - 3miHK 3 sKoCTi.
[oToBWI nikapcbkuil 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPoBYBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHUX MeToAax
BunNpobyBaHHs) - 3MiHKn y meToai BEPX ans
BMU3Ha4YeHHs nokasHukiB "KinbkicHe BU3Ha4YeHHS"
Ta "Po34nHeHHs". 3MiHu | TUny - 3MiHK 3 SKOCTI.
["oToBMI Nikapcbknii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3miHu) - Mepeknaa
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
MKA J13 3 pociicbkoi Ha yKpaiHCbKy MOBY.
78. | KETONAK Tabnetku no 10 mr; AT YkpaiHa AT "KNIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/4802/01/01
no 10 Tabnetok y "KNIBCbKM BITAMIHH/I 3MminHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb peuenmom
6nictepi; no 1 7 3ABOO" A®I. 3miHa y napameTpax cneumdikauiv Ta/abo
Gnictepy B navui BITAMIHHA OOMyCTUMUX MEX, BU3HAYEHUX y crieumdikaLlisx
n 3ABOO" Ha A®I, abo BMXigHUA/MPOMIXKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BUpobHuuTBa AP (iHLLi 3MiHK)
3MiHM y cneuudikauii/ metogiB KoHTponto Ha ADI
3a HacTyNHMMW NoKasHMKamu: “logeHTudikauis”,
“CynposigHi gomilukn”, “Baxki metanu”.
79. | KICKANI TabneTkn, BKpUTI Hosapric LLiseniLapis BupobHumuTBO, CnogeHis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/18205/01/01
NniBKOBOO Papma Al nepBuHHe Ta Himeywumna/ | 3minm | Tvny - 3miHW 3 akocTi. ADIL. (iHWi 3MiHK) - peuyenmom | nidnseae
obornoHkoto, no 200 BTOPUHHE LLisenuapis/ OHoBneHHA p.3.2.S.5 y 3B’A3Ky i3 Jo4aBaHHAM
mr; no 21 TabneTui y nakyBaHH4, PymyHis HOBUX KBanichikoBaHNX CTaHO4APTHUX 3pas3kiB

6nictepi, no 3
6nictepn y
KapTOHHiIN kopooLyj;
no 21 tabnetui y
6nictepi, no 3
Gnictepn y
KapTOHHiIN kopobuyj,
no 3 Kopobkn y
KapTOHHiI kopobui

YaCTKOBUI KOHTPOIb
SKOCTIi, BUNYCK cepii:
HoBaprTic
dapmacbioTrkan
MaHyakTypiHr
JINC, CnogeHis;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
YaCTKOBUI KOHTPOIb
SIKOCTI:
HosapTic ®apma
MpopakwH M'vbX,
HimeuuuHa;
[MepBuHHE Ta
BTOPUHHE
nakyBaHHS,
4aCTKOBUI KOHTPOIb
SIKOCTI:
Hoeaprtic ®apma
LWtenH AT,
LLsenuapis;
YacTkoBun
KOHTPO~b SIKOCTI:
Jlex
dapmacboTukanc
n.40., CnoseHis;
YacTkoBun
KOHTPOIb SIKOCTi:
Canpos C.P.1.,
PymyHis

(A®I Ta cynyTHi peqoBuHmM). 3miHu | Tuny - 3miHK
3 AKocTi. [oToBUIA Nnikapcbkmin 3aci6.
CT1abinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
abo ymoBax 36epiraHHs roTOBOro MikapCbKoro
3acoby (3miHa y 3aTBEpKEHOMY NPOTOKONI
cTabinbHoCTi) - 3MiHa y 3aTBEpaKEHOMY
npotokoni crabineHocTi MM3. 3miHn | Tuny -
3MmiHM 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3miHa y TepMiHax npuaaTHOCTI
abo ymoBax 306epiraHHs roTOBOro MikapcbKoro
3acoby (3miHa B ymoBax 306epiraHHsi rOTOBOrO
nikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIAHOBNEHHS) - 3MiHa ymMOB
30epiraHns 113 3 «36epirat npu TemnepaTypi
He BuLe 30°C» Ha «3bepiraTvt B XONoAWUMbHUKY
(Big 2°C po 8°C) npotsirom 10 micsiuis B
CKNaAChKin 30Hi. 36epiraT Nnpu TemnepaTypi He
BuLe 25° C npoTtsarom 2 micsiuis, npu
3acTocyBaHHi npenaparty nauieHToM. 36epiratu
B OpUriHanbHiv ynakosui». YMoBM
TPaHCNOPTYBaHHS TakoX 3MiHEHO 3
«HOPMAJNBbHWX» Ha «TpaHcnopTyBaHHS B
XOnoguNbHUKY». 3MiHK | Tuny - 3MiHW 3 SKOCTI.
[oToBMI nikapcekmin 3aci6. CtabinbHicTb. 3miHa
y TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHsi
roTOBOrO fiKapCbKOro 3acoby (3MeHLLEHHS
TEPMiHY NpUAATHOCTI FOTOBOrO NiKapCbKoro
3aco0y) - AN TOProBoi YMakoBKM - 3MEHLLEHHS
TepMiHy npuaaTHocTi [T13 B Toprosiii ynakoBLj 3
«3 pokn» go «1 pik». 3MiHu | TMNy - 3MiHK 3
sKocTi. [oTOBMI Nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3MiHM y npoLeci BUpoGHMLTBa
rOTOBOrO fikapCbKOro 3acoby, BKIoYaym
NPOMiXHWIA MPOAYKT, O 3aCTOCOBYETLCS NpU
BMPOGHMLTBI rOTOBOrO fikapcbkoro 3acoby (iHLwi
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3MiHu) -
3miHa ymoB 36epiraHHs in bulk TabneTok,
BKPUTMX NIBKOBOK 0BOMOHKOM, 3 «30epiratu
npu Temnepatypi He Buwe 30°C» Ha «36epiraTn
B XonoaunbHuKy (2-8°C)». Mpouec BUpobHuLTBa
3anuwaetbes 6e3 3aMiH. 3MiHu | Tuny - 3miHn 3
sKocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHK y
BMPOOHMUTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUIMYCKY Cepii Ta KOHTPOIHO SKOCTI
roTOBOro nikapcbkoro 3acoby (3amiHa abo
[0OaBaHHSA AOinbHULI, Ha SKiN 30iNCHI0ETLCA
KOHTPOSb/BUNpoByBaHHs cepii) - [JonoBHEHHS
nepeniky BunpobyBaHb 3 KOHTPOto sikocTi J13 3a
nokasHukom «CneundpivHa gomiwka (DMP433)
meTogom BEPX-MC» Ha ginbHuui HoapTic
dapmackioTukan Manydaktypidr JIJ1IC
(BMPOBOHMLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs1, YaCTKOBUIA KOHTPOIb SIKOCTi, BUMYCK
cepii), Byn. BeposLukosa 57, Jlio6nsHa, 1000,
CnoseHiq. Takox oHoBneHo p.3.2.P.3.1
B1pPOGHWKM 3 METOI YTOYHEHHS, LLIO HACTYMHi
AinbHUUi: HoBapTic ®apma MNpogakwH MmMeX
(4acTkoBUMI KOHTpOMb AKkocTi), OdpniHrep
Ltpacce 44, 79664 Bep, HimeuunHa tTa CaHgo3
C.P.J1. (3miHa cbyHKUii 3 «KOHTPOSb SKOCTi» Ha
«YaCTKOBMI KOHTPOMb SKOCTi»), BYn. JliBe3eHi,
TA, 540472, Tupry MypeLu, okpyr MypeLu,
PymyHis He 6yayTe npoBoauTU BUNPOBYyBaHHS
3a JaHVM NOoKasHWKOM. 3MiHu | Tuny - 3MiHK 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaLii Ta/abo JoNyCTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (gonoBHeHHst abo 3amiHa
nokasHuka cneuudikauii 3a pesynbtatamu
pocrimpkeHb 3 6e3neku abo SKOCTi (3a BUHATKOM
nikapcbkux 3acobis 6ionoriYyHOro/iMyHoOnoriYHoOro
noxoaxeHHs1)) - lonoBHeHHs1 cneumdikauii M3
nokasHukom «CnevudivyHa gomillka MeToaoM
BEPX-MC: DMP433» 3 KpUTepiem NpuAHSATHOCTI
«He 6inbwe 0,7ppm» (o Bignosigae 140
Hr/TabneTky) Npu BMNycKy, Wo6 3abe3neuntm
nimiT He Ginbwe 1,0 ppm (wo Bignosigae 200
Hr/TabneTky) Ha KiHLEeBOMY TEPMIiHi MPMAATHOCTI.
3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb JONOMKHMX
peyoBuH. 3MiHa napameTpiB cneuudikadli
Ta/abo [onyCTUMUX MEX A11S AONOMIKHOT
peYoBMHM (AOMOBHEHHS abo 3amiHa (3a
BUHSITKOM fikapcbkux 3acobis GionoriyHoro Ta
iMyHOMOrYHOro NOXO4KEHHS) MapaMeTpa
cneundikauii 3 BignoBigHMM METOAOM
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BMNpoOyBaHHS 3a pesynbTaTtaMmu JOChiAKeHb 3
6e3nekv abo sKocTi) - lonoBHEHHS cneumdikaLii
Ha JonoMiXHy peyoBuHy «Llentonosa
MiKpoKpucTaniyHa» napameTpom «Hitputuy, i3
BiAMNOBIAHMM METOAOM BUNPOBYBaHHSA Ta
OONyCTUMUMM MexamMm «He Ginblue 0,1 ppm», 3a
pesynbTatamu gocnigxeHs 6esnekn. 3minu |
TMny - 3MiHK 3 SKOCTi. [0TOBMI NiKapCbKNIA
3aci6. KoHTporsb JOMOMIDKHUX peYOBUH. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX AN JOMNOMIKHOI pe4OBUHU (AONOBHEHHS
abo 3aMiHa (3a BUHATKOM Nikapcbkux 3acobis
GionoriyHoro Ta iMyHOMOMYHOrO NMOXOAXKEHHS)
napameTpa cneumdikadii 3 BignoBigHUm
MeToA0M BUNPOOyBaHHSA 3a pe3ynbTaTtamu
pocnigpxkeHb 3 6e3nekn abo sKocTi) -
[onoBHeHHS cneundikaLii Ha 4ONOMiXKHY
peyoBuHY «KpocnoBigoH (Tun A)» napameTpom
«HiTpuTtny, i3 BignoBigHMM MeToaoM
BUNPOBYBaHHS Ta AOMNYCTUMUMW MEXaMU «HE
Ginbwe 0,1 ppmy, 3a pesynbTaTamm 4OCHiIKEeHb
6eanekn. 3MiHuM | TMny - 3miHK 3 sikocTi. ADI.
CrabinbHicTb. 3mMiHa nepiogy NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHs abo ymos
36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEpAKEHOMY A0Cbe cepTudpikata
BigMNoOBigHOCTI E€Bponenckin hapmakonei, Lo
BKIOYA€E nepiof, NOBTOPHOrO BUNPOGYBaHHS)
(3miHa y 3aTBEpOKEHOMY NPOTOKONI
cTabinbHocTi) - [ins kKoHTponto cneundivHoi
nomiwkn DMP433 B pubouuknibi cykumHaTi B
pamMkax JonycTUMmUX Mex cneumdikadii, ADI
36epiratumyTb Npu Temnepatypi 5°C (2-8°C).
Takum YMHOM, 40 NPOTOKONY CTabinbHOCTI
BHOCATbCS 3MiHU, W06 AogaTv NpoTOKON, Lo
niaTpuMye Lo ymoBy 36epiraHns, i byae
poanoyaTto BunpobyBaHHs DMP433 Ha Tpbox
CepisxX KOXHOI 3 AiNbHULb BUPOOHMLTBA
cybcTaHuii 3 Novartis Pharmaceutical
Manufacturing LLC, No6nsiHa, CnoBeHis Ta
Raybow (Suzhou) Pharmaceutical Co., Ltd.,
Kutan .Jomiwka DMP433 6yne
KOHTPOMIOBATUCS Ha JOAATKOBUX TOYKaX
CTabinbHOCTI NOPIBHAHO 3 MPOrpamoro
CTabinbHOCTI CTaHAAPTHOrO 3000B’sI3aHHA Ta
Bumoramu ICH Q1A (R2). BignosigHi getani
LLIOA0 NPOTOKONY CTabinbHOCTI Ta 3060B’A3aHHA
HafaHi B oHoBneHomy p.3.2.S.7.2. 3miHu | Tuny -
3MiHu 3 skocTi. A®Il. CtabinbHicTb. 3miHa
nepiogy NOBTOPHMX BUNPOOyBaHb/nepioay
36epiraHHsi a6o ymoB 36epiraHHs A®I (3a
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BiICYTHOCTI y 3aTBEPAXXEHOMY [OCbE

cepTudikaTa BignoBigHOCTi €BpONEnChbKii
dapmakonei, LWo BKIoYae nepiof NoBTOPHOIO
BUNpOOYyBaHHS) (Nepios NOBTOPHOIO
BMNpobyBaHHs/nepioa 36epiraHHs) - binbLu
XKOPCTKi yMOBW 36epiraHHsi - 3mMiHa ymoB
36epiraHHs A®I 3 «36epiratv npu TemnepaTtypi
He BuLe 30°C» Ha «3bepirati npu TemnepaTypi
5°C (2-8 °C)». 3MiHu | TMny - 3MiHK 3 AKOCTI.
A®l. CtabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHa abo ymos
36epiraHHs A®I (3a BigcyTHOCTI y
3aTBepOKeHOMY Aocbe cepTudikata
BiNOBIQHOCTI €Bponenchbkin hapmakonei, Wo
BKJIOYA€E nepiof, MOBTOPHOrO BUMNPOBYBaHHS)
(nepiod NOBTOPHOrO BUNPOGYBaHHs/Nepion,
30epiraHHs1) - SMEHLIEHHS -
3MeHLLeHHs nepiogy NOBTOPHOro BUNPoByBaHHS
Al 3 «24 micaui» Ha «12 micauiBy». 3MiHn | TMNY
- 3miHu 3 gkocTi. A®I. KoHtponb A®I. 3miHa y
MeTodax BunpobysaHHss APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeToadax BUNPOByBaHHsI
(Bkntoyatoum 3amiHy abo gonoBHeHHs) ADI abo
BWXiAHOro/NpoMiDKHOrO NPoAyKTy) - [loaaBaHHA
meToamkm BEPX-MC ansi BU3Ha4eHHs BMICTY
pomiwky DMP433 B A®I. Y 3B’A3Kky 3 TUM, WO
Mac-CNeKTPOMETPUYHI Npunagn pisHnX
BUPOGHWKIB Bipi3HsAOTbCS, Byno po3pobneHo
ABi anbTepHaTuBHi Metogukn BEPX-MC (38064
Ta 38064-01). 3minHu | Tuny - 3miHM 3 AKoOCTiI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo JonycTUMmNX MEX,
BM3Ha4eHuX y cneuudikauisx Ha Adl, abo
BUXiAHV/MPOMDKHUIM NpoAyKT/pearexT, Lo
BMKOPUCTOBYOTbCS Y npoLeci BupobHuutea AdI
(mopnaBaHHs abo 3aMiHa (32 BUHATKOM aKTUBHOI
peyoBMHM GionoriyHoro abo iMyHONOriYHOro
NMOXOMXEHHS) NnapameTpa cneuudikadii 3
BiZNOBIgHMM METOAOM BUNPOOYBaHHSA 3a
pesynbTaTtamu SocrimxeHb 3 6e3nekn abo
sikocTi) - [lonoBHeHHs1 cneuumdikadii A®I
nokasHukom «CnevmdcivyHa gomilka MeTogom
BEPX-MC: DMP433» 3a pe3ynbratamu
nocnimxeHb 3 6e3neku 3 4ONYCTUMOK MEXEID
«He Ginbwe 0,4 ppmy». 3MiHn | TUNY - 3MiHK 3
skocTi. A®l. BupobHmuTBo. 3miHa BupobHuka
BUXiZHOro/NPOMIXKHOTO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTBCS Y BUPOGHMYOMY npoLieci

A, abo 3miHa BUpoGHKMKa (BKMNOYa4K, ae
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HeobXiaHO, MicLe NpoBeAEeHHS KOHTPOIH SIKOCTi)
Al (3a BigcyTHOCTI cepTudpikaTta BiANOBIAHOCTI
€BponeickKii thapMakonei y 3aTBepaKeHoMy
[0CLE)(3MiHN 4O 3axoiB, NOB'A3aHMX 3
koHTpornem A®I, abo AogaBaHHsA AinbHUUI, Ae
NPOBOANTLCS KOHTPOSL/BUNPOBYBaHHS cepii) -
[opaBaHHs Raybow (Suzhou) Pharmaceutical
Co., Ltd. B sikocCTi ginbHULj, BignoBiaanbHoi 3a
NPOBEAEHHS1 KOHTPOSHO BMICTY JOMILLIKM
DMP433. Takox HagaeTbCa YTOYHEHHS LWo40
iHLLIMX 3apeecTpoBaHUX AiMbHULIL KOHTPOMO
SIKOCTI, Lo BMNpOoGyBaHHs gomiwkn DMP433 He
NPOBOANTLCS Ha AaHMX OinbHUMUSAX. 3MiHK | Tuny
- 3MiHu 3 akocTi. A®l. BupobHuuTBO. 3MmiHa
BUPOGHMKA BUXIOHOTO/MPOMIXKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMpo6HM4omy npoueci A®I, abo 3miHa
BMpoGHMKa (BKMOYatoum, e HeobxigHo, Micue
npoBeAeHHs KOHTponto sakocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTi
€BponeiickKii hapmakonei y 3aTBepaKeHoMy
[0CbkE)(3MiHN 40 3axofiB, NOB'A3aHMX 3
KoHTpornem A®I, abo goaaBaHHSA AiNbHWLI, Ae
NpPOBOAUTLCS KOHTPOMbL/BUNPobyBaHHS cepii) -
[NopasaHHs Novartis Pharmaceutical
Manufacturing LLC, JTio6nsiHa, CrioseHis, B
SKOCTI AiNbHWUI, BignoBiganbHOI 3a NpoBeAeHHs
KOHTporto BMicTy gomiwkn DMP433. Takox
HaAa€eTbCs YTOUYHEHHS LOAO iHLIMX
3apeecTPOBaHUX AiNMbHULIL KOHTPOSH SIKOCTI, L0
BUNpobyBaHHs Aomiwkm DMP433 He
NPOBOANTLCS Ha AaHWX SiNbHULSX.

80.

KICKATI

TabneTku, BKPUTI
NniBkOBOIO
obornoHkoto, no 200
mr; no 21 Tabnetui 'y
6nictepi, no 3
onictepn y
KapTOHHiIl kopobuyj;
no 21 tabnetui y
6nictepi, no 3
Gnictepu y
KapTOHHiIl kopobuyj,
no 3 Kopobkn y
KapTOHHiIl kopobui

HosapTic
dapma Al

LLisenuapis

Bupo6HmuTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
YacCTKOBMIA KOHTPOSb
SIKOCTi, BUNYCK cepii:
Hosapric
dapmacbioTumkan
MaHydakTypiHr
JINC, CnoseHis;
[MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
YacTKOBMWIA KOHTPOSb
SKOCTi:
HosapTic ®apma
MpopakwwH M6X,
HimeyuunHa;
[MepBuHHE Ta

CnogeHisi/
Himeuumnna/
LLiseviuapis/

PyMmyHis

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHu | TUny - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
Me[MYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHO OHOBIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbTaT
OLiHKM 3BITY 3 JOCNIAXEHb, NPOBEAESHUX
BiNOBIOHO [0 NNaHy nejiaTpUyHMX AOChioKEHb
(PIP) (3MiHy y3rog»XeHo 3 KOMNETEHTHUM
YNOBHOBaXX€HUM OpraHoM) - 3MiHWM BHECEHO [0
IHCTPYKUIT ANS MEeAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao po3sainy "MNobivHi peakuii”
BignosigHo Ao pekomenaauii PRAC EMA. 3miHun
Il Tuny - 3MiHKn wopao 6eanekn/ehekTUBHOCTI Ta
dapmakoHarnagy. 3mMiHu y KopoTKin

3a
peuernmom

He
nidnsieae

UA/18205/01/01
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BTOPUHHE XapaKTepuCTuLi NnikapcbKoro 3acoby, TeKCTi
nakyBaHHs, MapKyBaHHS Ta IHCTPYKUiT ANS Mean4Horo
YaCTKOBUIA KOHTPOb 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHUMU 3
AKOCTI: AKOCTi, AOKMIHIYHUMM, KMiHIYHUMW JaHUMK Ta
Hosaptic ®apma AaHnMm 3 apmakoHarnagy - 3MiHu BHeCeHo 40
LWTenn AT, IHCTPYKUIT ANS MEeANYHOro 3acTOCyBaHHS
LLsenuapis; nikapcbkoro 3acoby o po3sginy "dapmakonoriyHi
YacrtkoBui BNaCTMBOCTI" LLOAO0 YTOUYHEHHS AaHNX
KOHTPOSb AKOCTi: OOKIMiHIYHMX gocnimpkeHb. 3MiHu Il Tuny - 3MiHu
ek oo 6esnekun/edhekTUBHOCTI Ta
dapmacbtoTukanc dapmakoHarnsagy. 3MiHW y KOpoTKil

n.0., CnoseHis;
KoHTponb aKocTi:
Canpos C.P.J1.,,
PymyHis

XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHSA Ta iHCTPYKLii ANS MeanyHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMMW JaHUMMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy - 3mMiHu BHeceHo 4o
IHCTpYKUIT ANS MEeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby o po3aainy "dapmakosnoriyHi
BMAcTUBOCTI" LLOA0 YTOHHEHHS iHdopMaLlii 3a
AaHVMKU OCTaTOYHUX pe3ynbTaTiB AOCNIAKEHHS
CLEEO011A2117. 3minu Il TNy - 3miHn woao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MEAMNYHOrO 3aCTOCYBaHHs! Y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMKN
OaHnMu Ta AaHnMu 3 hapmMakoHarnsgy - 3MiHu
BHeCeHO A0 IHCTpyKuil Ana MeanyHoro
3acTocyBaHHS nikapcbKoro 3acoby Ao po3ainy
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu 1a
iHWi BMAW B3aemogin" woao iHdopmadii npo
3aCTOCyBaHHsS puboLMKNiBy 3 MOTY>XHUMM
iHricitopamu CYP3A4. 3miHu Il Tuny - 3MiHn
oo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHu y KOpoTKil
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii Ans Mean4Horo
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMUW JaHUMU 3
SAKOCTI, AOKNIHIYHUMU, KMiHIYHUMK JaHUMK Ta
OaHnMu 3 dhapmakoHarnsgy - 3MiHu BHeceHo 4o
IHCTPYKUIT ANS MEeAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby no posginis "OcobnmeocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta o3un"
LLI0A0 YTOYHEHHS iHdbopMaLlii CTOCOBHO
MoHiTopuHry EKI™ npu npuiomi nikapcekoro
3acoby. 3miHu Il Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHUX MOKa3aHHAX
(BogaBaHHs HOBOro TEpaneBTUYHOIO NOKa3aHHs
abo 3miHa y 3aTBEpPKEHOMY MOKa3aHHi) - 3MiHK
BHeCeHO A0 IHCTpyKUil Ana meanyHoro
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81.

KNABEN® 500

3aCcToCyBaHHSA Nikapcbkoro 3acoby oo posainy
"MMokasaHHA", K Hacnigok, 4o po3ainis
"dapmakonoriyHi BnactusocTi”, "B3aemogis 3
iHLIMMM nikapcbkumm 3acobamm Ta iHWi Buam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHsi Ta foan", "IMoGiyHi
peakuii”. B mexax 3MiHM HagaHO OHOBMEHUI
nnaH ynpaeniHHS pu3nkamu, Bepcis 8.2.

noceid4yeHHs1

82.

KONAPEKC

TabneTkn, BKpUTI
ob6onoHkoto, no 500
Mr; o 7 TabneTok y
6nictepi; no 2
Gnictepun y
KapTOHHIN ynakoBLji

HOBEJ
IMAY CAHAIT
BE
TIIKAPET
ALl

TypeyuunHa

HOBEN INAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHun | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaTt BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BigNoBIgHOCTI abo BUny4eHHs ceptudikara
BignoBigHOCTI €BponeWicbkin thapmakonei: ans
A®I; ansa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, WO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BiQNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHur ceptudikat Bifg yXxe 3aTBepmKeHoro
BMPOGHMKa - NoAaHHsS OHOBMEHOro cepTudikara
BignoBigHoCTi €Bponewcekin dapmakonei CEP
2004-148 — Rev 09 (3aTBepaxeHo: R1-CEP
2004-148 — Rev 08) ana A®| knapuTpomiuuHy
Bif, 3aTBEpOKEHOro BUpobHMKa Ind-Swift
Laboratories Limited, India, skui 3MiHUB Ha3By
Ha Synthimed Labs Private Limited, India

3a
peuernmom

UA/7034/01/01

MEHTON
AKTUB

83.

KOJNIOPEKC

NOPOLLOK Ans
OpanbHOro Po3ynHy
no 10 nakeTukiB 3
MOPOLLKOM B
KapTOHHiI kopobui

CTAOA
ApuHanmiTT
enb Al

Himeyuunna

XANEOH ANNKATA,
C.A.

Icnania

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TUny - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS! Ta IHCTPYKLUii Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynspHo OHOBMOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B
nicnapeecTpauinHun nepiod, abo sk pesynbTart
OLiHKM 3BITY 3 JOCNIAXEHb, NPOBEAEHNX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX AocnigXeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO A0
IHCTpyKUIT ANS MeANYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby o posginis "Baaemogis 3
iHLWIMMK nikapcbkUMK 3acobamu Ta iHLWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"Mo6iuHi peakuii" BignoBigHO A0 iHpopmalii 3
6e3nekn 3aCTOCyBaHHS Ail040i peYOBUHMN
napauetamon. TepMiH BBEAEHHS 3MiH -
npoTsrom 3 MicsUiB nicns 3aTBepaKEHHS

be3
peuenma

nidnsieae

UA/13674/01/01

NOPOLLOK Anst

CTAIA

Himev4yunHa

XANNEOH AJKAJIA,

IcnaHis

BHECEHHS 3MiH 40 peecTpauinHmMx maTepianis:

bes

UA/2560/01/01
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n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
XOTPEM 3lI oparnbHOro po3uunHy; | ApuHaUMITT C.A. 3MiHun | Tuny - 3MiHKM Wwopo peuenma nidnsieae
CMAKOM no 5 r NopoLuKky y enb Al 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
JIMMOHY nakeTuky; no 5 abo 3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
10 nakeTukiB y 3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii Ans
KapTOHHiI kopobui MeOM4YHOro 3acToCyBaHHS Ha NiacTaBsi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnapeecTpadinHui nepiod, abo sk pesynbTart
OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
BiNOBIQHO A0 NNaHy negiaTpyuyHMX AOCHioXeHb
(PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
YNOBHOBaXXEHNM opraHom) - 3MiHU BHECEHO A0
IHCTpYKUIT ANS MEeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby o posginie "Baaemogis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUuan
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" BignoBigHo 4o iHpopmalii 3
6e3nekn 3aCToCyBaHHs 4il040T peyoBMHU
napauetamon. TepmiH BBEAEHHS 3MiH -
npoTarom 3 MicsauiB nicns 3aTBEPKEHHS.
84. | KOMBICAPT TabneTkn, BKPUTI AT YkpaiHa AT "KUIBCbKN YkpaiHa BHECEHHS1 3MiH JO peecTpaLiHMX maTepianis: 3a He UA/15341/01/01
NniBKOBOIO "KMIBCbKW BITAMIHHUN 3MmiHun | Tuny - 3MiHn Wwopo peuenmom nidnseae
obornoHkot, 10 n 3ABOO" 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
mr/160 mr; no 10 BITAMIHHA 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
TabneTok y 6nictepi; " 3ABOA" 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans

no 3 6nictepu y
navuj

MeaMYHOro 3acTOoCyBaHHS Ha NiacTaBi
perynspHO OHOBIIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OLLiHKM 3BiTYy 3 JOCTNIOKEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy nejiaTpuyHMX AochigkeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YNOBHOBAaXEHVNM OpraHom) - 3MiHN BHECEHO B
iHCTPYKUilO ANsi MeAWNYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao posainis "OcobnueocTi
3acTtocyBaHHA" Ta "MMoGiyHi peakuii" BiaNoBigHO
[0 OHOBIEHOI iHpopMalii Lwoao Gesnekn
3aCTOCyBaHHS Lito40i pe4oBUHM 3rigHO 3
pekomeHpadieto PRAC. TepmiH BBeAEHHS 3MiH
npoTarom 6 MicsUiB nicns 3aTBEpKEHHS. 3MiHU
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. 3miHa y KopoTKi
XapaKTepuCTULi NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii Ans Mean4Horo
3aCTOCYBaHHS Ha MiACTaBi perynsipHo
OHOBIIOBAHOIO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS fnikapcbKoro 3acoby B
nicnsipeectpauinHuii nepiod, abo sik pesynbtat
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHUX
Bi4NOBIQHO A0 NNaHy negiaTpuyHMX AoChioXeHb
(PIP) (3MiHy y3romkeHo 3 KOMNeTEHTHUM
YNOBHOBaXXeHUM opraHom) - 3MiHN BHECEHO B
IHCTPYKLUilO AN MeAMYHOro 3aCTOCYBaHHsI
nikapcbKkoro 3acoby o posginy
"Mepeno3yBaHHs" BigNOBIAHO 4O OHOBMEHOI
iHcpopMmalii Lwoao Ge3nekn 3acTocyBaHHS Aito4oi
peyoBUMHM 3rigHo 3 pekoMeHgauieto PRAC.
TepmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPKEHHS
85. | KOMBICAPT TabneTkn, BKpUTI AT YkpaiHa AT "KUIBCbKN YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/15340/01/01
NNiBKOBOO "KNIBCbKW BITAMIHHU 3MiHu | Tuny - 3MiHKM Wwopo peuenmom nionsieae
oboroHkot, 5 7 3ABOO" 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
mr/160 wmr; no 10 BITAMIHHA 3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
TabneTtok y 6nicrepi; n 3ABOM" 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii Ans

no 3 6nictepu y
navuj

MEANYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHoO OHOBIIOBAHOIO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHui nepioa, abo sk pesynbTaTt
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiNOBIQHO A0 NNaHy negiaTpyuyHMX AOCHioXeHb
(PIP) (3MiHy y3rog»XeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO B
iHCTPYKLUiO AN MEAMYHOro 3aCTOCYBaHHsI
nikapcbkoro 3acoby Ao posainis "OcobnusocTi
3actocyBaHHs" Ta "MobiuHi peakuii" BignosigHO
[0 OHOBIEHOI iHbopmaLii oo 6esnekn
3aCTOCyBaHHS fito40i pevyoBUHN 3rigHO 3
pekomeHpauieto PRAC. TepmiH BBeOEHHS 3MiH
npoTArom 6 micsAUIiB Nicnsa 3aTBepMKEHHS. 3MiHN
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii Ans Mean4Horo
3aCTOCyBaHHsI Ha MiACcTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTY 3 6e3nekun Nnikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B
nicnapeecTpauinHun nepioa, abo sk pesynbTar
OLiHKM 3BITY 3 JOCNIAXEHb, NPOBEAESHUX
Bi4NOBIQHO A0 NnaHy nejiaTpuyHMX AoChigKeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHO B
iHCTPYKLUIilO Ans MeQuYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby o posgainy
"Mepeno3yBaHHs" Bi4NOBIAHO 40 OHOBMEHOI
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHS Aito4voi
pevoBMHM 3rigHO 3 pekoMeHaauieto PRAC.
TepmiH BBeAEHHS 3MiH NpoTAroM 6 micauis nicns




54 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3aTBEpAKEHHS
86. | KOMBICAPT H TabneTku, BKpUTI AT YkpaiHa AT "KNIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/15125/01/01
NNiBKOBOO "KNIBCbKW BITAMIHHU 3MiHun | Tuny - 3MiHKM Wwopo peuenmom nionsieae
obonoHkoto, no 10 7 3ABOO" 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
mr/160 mr/12,5 wr; BITAMIHHA 3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
no 10 Tabnetok y n 3ABOM" 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii Ans

Gnictepi; no 3
6nictepu y nayui

MeOM4YHOro 3acToCyBaHHS Ha NiacTaBsi
perynsipHO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCcTOCyBaHHsI NikapcbKoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbtat
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHUX
BiANOBIQHO OO0 NNaHy nejiaTpu4HMX SOCnigKeHb
(PIP) (3miHy y3rogXeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO B
iHCTPYKLUil0 ANs MeQuYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o posginie "OcobnmeocTi
3acTtocyBaHHA" Ta "MMoGiyHi peakuii" BianoBigHO
[0 OHOBJEeHoI iHbopmalii Wwoao 6esneku
3acTOCyBaHHS Ait040i pe4OBUHM (BancapTaH)
3rigHo 3 pekomeHaauieto PRAC. TepmiH
BBEAEHHSA 3MiH NpOTAroM 6 micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
ME[IMYHOro 3aCTOCYBaHHs Ha MiacTaBi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pesynbTaT
OLLiHKM 3BiTY 3 JOCNIIKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiaTpuyHUX AocnigXeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YNOBHOBAaXeHVNM OpraHom) - 3MiHN BHECEHO B
iHCTpYyKLUilo ANs MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao posainis "OcobnusocTi
3acTtocyBaHHsA" Ta "lNoGiyHi peakuii" BianosigHO
[0 OHOBIEHOI iHpopMalii Lwoao 6esnekn
3acToCyBaHHS Ait040i pe4OBUHM
(rippoxropTiasua) 3rigHO 3 pekoMeHaLlieto
PRAC. TepmiH BBeAEHHSI 3MiH NpoTsarom 6
MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3MiHu Wwoao 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepuCTULi NikapcbKoro 3acoby, TEeKCTi
MapKyBaHHSs! Ta iHCTPYKUii ANA MeANYHOro
3aCTOCYBaHHsI Ha MiAcTaBi perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHsI Nikapcbkoro 3acoby B
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nicnapeecTpauinHuin nepioa, abo sk pesynbTart
OLLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX
BiAMNOBIQHO 0 NNaHy nejiaTpu4HUX SOCHigKeHb
(PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
YNOBHOBAXEHNM OpraHom) - 3MiHN BHECEHO B
iHCTPYKLUIil0 ANs MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby o posginy
"lMepeno3yBaHHs" BiANOBIAHO 40 OHOBMEHOI
iHdbopMmalii Wwoao 6e3nekn 3acTocyBaHHs Oito4oi
peyoBMHM 3rigHO 3 pekoMeHaauieto PRAC.
TepmiH BBeOEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS.
87. | KOMBICAPT H TabneTkn, BKpUTI AT YkpaiHa AT "KUIBCbKN YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/15124/01/01
NniBKOBOKO "KMIBCbKW BITAMIHHUN 3MmiHu | Tuny - 3MiHn Wwopo peuenmom nidnseae
06onoHkoto, No 5 n 3ABOL" Ge3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
mr/160 mr/12,5 wmr; BITAMIHHA 3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
no 10 TabneTok y " 3ABOO"

6nictepi; no 3
Gnictepu y nayui

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
MeOMYHOro 3acToCcyBaHHS Ha niacTasi
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHs Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiaTpuyHMX AocnigXeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVWM OpraHoMm).
3MiHM BHECEHO B iHCTPYKLUilO AN MEAUYHOro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3gainis
"OcobnuBocTi 3acTocyBaHHA" Ta "MoGiYHI
peakuii” BiANoBiAHO 4O OHOBMEHOI iHpopMaLlii
wono 6e3nekn 3acTocyBaHHS fit040i pe4oBUHU
(BancapraH) 3rigHo 3 pekomeHaauieto PRAC.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
3aTBepOKEHHS. - 3MiHM | Tuny - 3miHn Wwopno
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLj nikapCbKoro
3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
MeOMYHOro 3aCTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS nikapcbKkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtaT
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX AOCHioKeHb
(PIP) (3MiHy y3rog»XeHo 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM). 3MiHN BHECEHO B
iHCTPYKLiO AN MEQMYHOrO 3aCTOCYBaHHs
nikapcbkoro 3acoby Ao posainis "OcobnusocTi
3actocyBaHHs" Ta "MobiyHi peakuii" BignosigHoO
[0 OHOBIEHOI iHbopmaLii oo 6esnekn
3aCTOCYBaHHS [it040i pe4OBUHM
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

(rippoxnopTia3ug) 3rigHo 3 pekoMeHaauie
PRAC. TepmiH BBEAEHHS 3MiH NpoTSArom 6
MicsiLiB Micnsi 3aTBEpPAKEHHS. - 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/ehekTUBHOCTI Ta
dapmakoHarnsagy. 3miHa y KopoTkiv
XapaKTepuCTULi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHs1 Ta iHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaduinHmin nepiod, abo sk pesynbTaTt
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiNOBIQHO A0 NNaHy negiaTpyuyHMX AOChioXeHb
(PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
YNOBHOBaXXeHUM opraHom). 3MiH1 BHECEHO B
iHCTPYKLUiO AN MEQMYHOro 3aCTOCYBaHHsI
nikapcbKkoro 3acoby o posgainy
"Mepeno3yBaHHsA" BIANOBIAHO 4O OHOBMEHOT
iHdbopmalii woao 6e3nekn 3acTocyBaHHS OitoY0i
peyoBUMHM 3rigHo 3 pekoMeHgauieto PRAC.
TepmiH BBEAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEPAKEHHS.

88.

KPAMJII
BEPELL
Nnnoce

Kpanni opanbHi; no
30 mn abo no 100
My donakoHi 3
npo6koto-
KpanenbHuLeto; no 1
hbnakoHy B
KapTOHHiIl kopobuyj;
no 30 mMn y donakoHi
3 Npobkoto-
KpanenbHuueto; no 4
dnakoHu B
KapTOHHiIN kopobui

3AT "Bepelu
dapma”

YropwuHa

3AT "bepeLu
dapma”

YropuwuHa

BHECEHHS1 3MiH O peecTpauinHuX maTepianis:
3miHu Il TUny - 3miHu 3 akocTi. API.
BupobHuuTBO. 3MiHa BUpobHUKa
BMXiAHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUPOBHNYOMY npoLeci
A®I, abo 3miHa BUpobHUKa (BkMtovao4n, ae
HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOIO SKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
Oocbe)(BBEAEHHS HOBOTO BUPOGHUKa APl 3
HafaHHsSM macTep-dainna Ha Adl) - BBeaeHHS
HoBoro Bupo6bHuka Quality Chemicals S.L.,
Spain (BnacHuk DMF, aHani3 Ta Bunyck) Ta
Purity Chemicals S.L. Spain (Bupo6HMLTBO) Ans
A®| MonibaeH (y Burnagi AMoHito monibaaty
TeTparigpary) 3 HagaHHsIM MacTep-ganna Ha
Al (Version: SEQUENCE 0005, Number:
386915, Last revision: 22/01/2025) 3amicTb
3aTBepakeHoro BupobHuka Merk KGaA,
Germany. 3minHu Il Tuny - 3miHun 3 sikocTi. ADI.
Brpo6HuuTBO. 3MiHa BUpobHuKa
BWXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHNYOMY npoLeci
A, abo 3miHa BUpoOHMKa (BKMoYatoum, ae
HeobXxiaHO, MicLile MPOBEAEHHSI KOHTPOIO SIKOCTI)
AQI (3a BiacyTHOCTI cepTudikaTta BiANoOBIAHOCTI
€Bponeickki hapMakonei y 3aTBepaKeHoMy
[ocbe)(BBEAEHHS HOBOTO BUpOoGHUMKa AdI 3

bes
peuenma

UA/9101/01/01




57 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HagaHHAM MacTep-canna Ha Adl) - BBegeHHs
fonaTkoBoro BupobHuka Quality Chemicals S.L.,
Spain (BnacHuk DMF, aHania Ta Bunyck) Ta
Purity Chemicals S.L. Spain (Bupo6HuLTBO) Ansi
A®| BaHagin (y Burnsai amoHito MoHoBaHagaTy)
3 HagaHHsaM macTep-garina Ha AdI. (Version:
SEQUENCE 0001, Number: 388346, Last
revision: 15/11/2024) go paHiwe 3aTBepaXeHoro
BupobHuka Merk KGaA, Germany
89. | KCONAP NMOPOLLOK Anst Hosapric LLIseniapis HosapTic ®apma LLseviyapis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/9055/01/01
po34nHy ans Papma Al LTenH AT, PpaHuis/ 3MmiHu | TUNy - AOMIHICTPaTMBHI 3MiHN. peuenmom
iH ekuin no 75 wmr; 1 LLisenuapis; ABCTpis BunyyeHHs BUpOGHMYOI AinbHULi (BKMOYa04mM
bnakoH 3 NOPOLLKOM Bupo6bHmuTBO, OinbHuui ana APl npomixkHoro npogykTy abo
Yy KOMMNAEeKTi 3 KOHTPOMb SIKOCTI, roTOBOrO fikapcbKoro 3acoby, AinbHuLi Ans
PO34MHHMKOM (BOAA nepBUHHE npoBeAeHHs! NakyBaHHsi, BUPOOHWKa,
ONs iH ekuin) no 2 nakyBaHHs BiANOBIgANbHOIO 3a BUMYCK Cepin, Micue
M B amnynax Ne 1 8 PO3YMHHMKA: NPOBEAEHHST KOHTPOIIO cepii) abo
ynakoBLji OENBbOAPM nocrtavanbHvKa BUXIQHOrO Martepiany, peareHTy
OIPKOH, dpaHuis; abo J0MNOMIPKHOI peHOBUHM (SIKLLLO 3a3HAYeHO Y
KoHTponb sKocTi [0Cbe). BunyyeHHs BMpobHMYOI AinbHUL
PO3YMHHUKA: Takena AscTpis T'M6X sik micLe BUPpOBHMLTBA,
AlEC Npas IMEL, KOHTPOSO Ta NEPBUHHOIO NakyBaHHA amnyn
ABcCTpis BOAM ANs iH'eKUin o6'emom 2 mn,
anbTepHaTVBHUMMW BUPODHUKaAMM 3anuLIaoTbes
OENbPAPM OPKOH T1a ATEC pas IME[.
90. | KCONAP MOPOLLIOK AN Hosapric LLisenuapis Hosaptic ®apma LLisenuapis/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/9055/01/02
PO34MHY AnS iH eKuin dapma Al LWtenH AT, PpaHuisi/ 3MmiHu | TUNy - AOMiHICTpaTMBHI 3MiHN. peuenmom
no 150 mr; 1 conakoH LLiBenuapis; AscTpis/ BunyyeHHs BUPOOHMYOT AinbHULI (BKNIOYaoun
3 MOPOLLKOM Y BTopuHHe CnoBeHis AinbHULi ansg A®I, npomikHOro NpoaykTy abo
KOMMMEKTi 3 nakyBaHHs, BUNYyCK roTOBOrO fikapcbKkoro 3acoby, AinbHULi Anst
PO34YMHHMKOM (BOAA cepii: NpoBeAeHHS NakyBaHHs, BUPOOHWKa,
Ons iH'ekyin) no 2 Jlek BiZNOBIgANbLHOro 3a BUNYCK Cepin, micue
mn B amnynax Ne1 B dapmacbioTukanc npoBeAeHHs KOHTporto cepii) abo
yMaKoBKLj A.a., CnoeeHis; nocTayanbHvKa BUXiQHOTO MaTtepiany, peareHTty
BupobHuuTBO, ab0 JOMNOMIDKHOI PEYOBUHM (SIKLLIO 3a3HAYEHO Y
KOHTPOMb SIKOCTI, [oCbe). BunyyeHHs BUpoBHMYOT AinbHUL
nepBuHHE Takepa ABcTpisi TM6X sik MicLe BUpPOGHMLTBA,
nakyBaHHs KOHTPOIIO Ta NEPBMHHOIO MaKyBaHHS aMmnyn
PO3YMHHUKA: BOAM ANA iH'eKUi o6'eMoM 2 Mn,
OEJNTb®APM anbTepHaTUBHUMMW BUPOBHUKaAMM 3anuLLIa0TLCS
OPKOH, ®paHuis; OENbPAPM OPKOH T1a ArEC pas IME[.
KoHTponb sikocTi
PO3YMHHUKA:
ArEC pas IME[,
ABcTpis
91. | KCONAP PO34UH ANS iH'eKuin, Hosapric LLiBenuapis Bunyck cepii: Himeyvumna/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/9055/02/01
75 mr/0,5 mn; no 0,5 dapma Al HosapTic ®apma LLIsenuapis/ 3miHu | TNy - 3miHm 3 sikocTi. ADI. KoHTponb peuenmom
MIT PO34MHY ANs 'm6X, HimeuunHa; ®paHuis A®I. 3miHa y MmeToaax BunpobyBaHHA A®| abo

iH'eKkUin y
nonepeaHbLo

KoHTpornb sikocTi,
BTOPWHHE

BUXiZHOTO MaTepiany/npoMixXHOro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1

HanoBHEHOMY nakyBaHHS: npoueci BupobHuuTea API (iHwi 3mMiHM B

Lwnpuui 3 Hosaptic ®apma mMeToaax BUNPoOyBaHHS (BKNOYaUM 3amiHy

3aKkpinneHoto Ltenn AT, abo OOMOBHEHHS) NS peareHTy, WO He

rONIKOKO Ta KPULLKOHO LLisenyapis CMPUYUHSAE iICTOTHOTO BMNMBY Ha sikicTb ADI) -

Ha ronky; no 1 BnpobHuuTBo, 3MmiHa y meTogax BunpobyBaHHsi BUXiAHOMO

nonepegHL0 KOHTPOIb AKOCTi MaTepiany metoTtpekcaty (Methotrexate, Sodium

HanoBHEHOMY (Tinbkn Injection), Lo BUKOPUCTOBYETLCS Y NPOLECI

wnpuvuy y 6nictepi; CTEepUIbHICTb Ta BMpobHuuTBa A®I: foaaBaHHSA

1 Gnictep y GakTepianbHi anbTepHaTUBHOIrO MeToay A1l BUNpobyBaHHsI

KapTOHHiI kopooLi €HOOTOKCUHM), Ha ineHTudikauito (metog BEPX). 3MiHu | Tuny -

nepBuHHE 3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y

nakyBaHHs: Beta
dapma-dPepTirboHr
'm6X eng Ko. KT,
HimeuumnHa;
KoHTpornb sikocTi (3a
BUKITIOYEHHAM
CTepunbHOCTI Ta
BakTepianbHNX
€HOOTOKCUHIB):
HosapTic ®apma
CAC, ®paHuis
BupobHuuTBo
(TiNbKK KOHTpOMb
Bi3yanbHUX
aedekTis),
BTOPUHHE
nakyBaHHs1,
KOHTPOMb SKOCTI
(Tinbkn
CTEpUIbHICTb Ta
bakTepianbHi
eHO0TOoKCHHK): BeTa
dapma-PepTirboHr
'm6X enp Ko. KT,
Hime4uunHa;
Bupo6HuuTBO
(TiNbKK KOHTPONb
BidyanbHuX
AedeKTiB), KOHTpOrb
AKOCTI (TiNbKK
CTepUnbHICTb Ta
GakTepianbHi
eHOoTOKCHHK): BeTta
Papma-depTirboHr
'M6X eHp Ko. KT,
HimeyuunHa;
BupobHuLTBO
(TiNbKK KOHTpOMb
Bi3yanbHUX
nedekTiB): Beta

napameTpax crneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHux y cneumdikauisx Ha A®l, abo
BUXiAHVMN/MPOMDKHUI NpoAyKT/pearexT, Lo
BUKOPUCTOBYIOTLCS Y Npoleci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTI
(Hanpvknag BUNyYeHHS 3acTapinoro nokasHuka))
- 3miHa y napameTpax cneumadikauii Ha BUXigHWIA
MaTepian metoTpekcat (Methotrexate, Sodium
Injection), O BUKOPUCTOBYETLCA Y MPOLIECI
BUpo6HMLTBa ADI: OHOBMEHHS onncy
ineHTudikauii koHirypauii npoaykty. 3miHu |
Tmny - 3MiHn 3 gxkocTi. A®l. BupobHuuTBo. 3MiHN
B npoueci BupobHuutea AD! (iHWwi 3miHW) - 3MiHK
B npoueci BUpobHuuTBa AP (36inbLUeHHSs
KifTIbKOCTi LIMKIiB MOBTOPHOIO BUKOPUCTAHHS
CcMon Ans kKaTioHOOBMIHHOT XxpoMaTorpadii
(Cation Exchange Chromatography — CEX) Ta
aHioHo06MiHHOI xpomaTorpadii (Anion
Exchange Chromatography — AEX), wo
BVKOPVCTOBYETbLCS y Npoueci BUpobHMLUTBA
Owmanizymaby 15 %. 3MiHu | Tuny - 3miHu 3
sikocTi. A®l. Bupo6HuuTBO. 3MiHM B npoueci
BUpoGHMLUTBa ADI (iHWi 3MiHM) - 3MiHK B npoueci
BMpo6HMLUTBa AD| (OHOBMEHHS ONNCY CMCTEMM
HyMepalLii cepin Omanizymaby 15 %). Takox
BHECEHHS pefaKLinHNX NpaBokK
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dapma-dPepTirboHr
'M6X eHa Ko. KT,
Himeuumnna;
BTopuHHe
nakyBaHHsi:
dapmnor ®apma
TNogxucTik MmeX,
HimeyumHa
92. | KCONAP PO34MH Ons iH'ekuin, Hosapric LLIseniapis Bunyck cepii: Himeuumnna/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/9055/02/02
150 mr/1 mm; no 1 dapma Al HosapTic ®apma LLseviyapis/ 3Mminn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb peuenmom
MIT PO34MHY AN 'm6X, HimeuunHa; ®paHuis A®I. 3viHa y meToaax BunpobysaHHA ADIl abo

iH'ekUin y
nonepegHL0
HaMnoBHEHOMY
wnpuui 3
3aKpinneHoto
rOMKO Ta KPULLKOKO
Ha rosky; no 1
nonepegHL0
HaMnoBHEHOMY
wnpuyy y 6nicrepi;
1 Gnictep y
KapTOHHiIN kopobui

KoHTpornb siKocCTi,
BTOPUHHE
nakyBaHHs:
HosapTic ®apma
LWrenH AT,
LLiBeviuapis
BupobHumuTBO,
KOHTPOMb SIKOCTI
(Tinbkn
CTEepUIbHICTb Ta
GakTepianbHi
€HOOTOKCUHM),
nepBUHHE
nakyBaHHs: Beta
Papma-PepTirboHr
'M6X enp Ko. KT,
Himeuumnna;
KoHTponb sikocTi (3a
BUKMIOYEHHSIM
CTepunbHOCTI Ta
HakTepianbHnx
€HIIOTOKCUHIB):
HosapTic ®apma
CAC, ®paHuis
BupobHuuTBO
(TiNbKKM KOHTpOMb
BidyanbHuX
aedekTis),
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI
(Tinbkn
CTepUIbHICTb Ta
GakTepianbHi
eHO0TOoKCUHK): BeTa
Papma-depTirboHr
'M6X eHp Ko. KT,
HimeuumnHa;
BupobHuLTBO
(TiNbKM KOHTPOMb

BUXiZHOrO MaTepiany/npomixXHoro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®I (iHwWi 3MiHM B
mMeToAax BUNPobyBaHHA (BKNOYaUn 3amiHy
abo JOMOBHEHHSN) ANA peareHTy, Lo He
CMPUYMHSE iICTOTHOrO BNAMBY Ha skicTb AdI) -
3MiHa y meTofax BunpobyBaHHS BUXIAHOMO
MaTepiany metoTtpekcaty (Methotrexate, Sodium
Injection), O BUKOPUCTOBYETLCA Y MPOLIECI
BupobHMUTBa ADI: foaaBaHHs
anbTepHaTMBHOrO MeToay Ans BUNpobyBaHHS
Ha igeHTudikauito (metog BEPX). 3miHu | Tuny -
3miHu 3 skocTi. APIl. KoHTponb A®l. 3miHa y
napameTpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHuX y cneumndikauisx Ha A®l, abo
BUXiAHWA/NPOMiXHWI NpoayKT/peareHT, Lo
BMKOPVCTOBYIOTBCS Y npoueci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOrO NMOKa3HWKa SKOCTI
(Hanpvknag BUNYyYeHHS 3acTapinoro nokasHuka))
- 3miHa y napameTpax cneuudikauii Ha BUXigHUA
MaTepian metoTpekcat (Methotrexate, Sodium
Injection), WO BUKOPUCTOBYETLCS Y NPOLECI
BUpOGHMLUTBa ADI: OHOBNEHHS onucy
ineHTudiKauii koHdirypauii npoaykTy. 3minu |
Tmny - 3MiHu 3 sikocTi. A®l. Bupo6HMLUTBO. 3MiHK
B npoueci BupobHuuTea AD!I (iHWwi 3miHW) - 3MiHK
B npoueci BUpobHuuTBa AP (36inbLUeHHs
KifIbKOCTi LIMKIiB MOBTOPHOIO BUKOPUCTAHHS
cMon Ans kaTioHOOBMIHHOT XxpoMaTorpadii
(Cation Exchange Chromatography — CEX) Ta
aHioHo06MiHHOI XxpomaTorpadii (Anion
Exchange Chromatography — AEX), wo
BMKOPWUCTOBYETLCS Y NpoLeci BUpOBHMLTBA
Owmanidymaby 15 %. 3MiHu | TMny - 3mibm 3
sikocTi. A®l. Bupo6HuuTBO. 3MiHM B npoueci
BUpo6HMUTBa A®I (iHLWi 3MiHW) - 3MiHK B npoueci
BMpoGHMLUTBa ADI (OHOBREHHSI ONNCy cUcTeMU
Hymepalii cepii Omanisymaby 15 %). Takox
BHECEHHS pefaKLiiHNX NpaBoOkK
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Bi3yanbHUX
AedekTiB), KOHTPOnb
SKOCTI (Tinbkn
CTepUIbHICTb Ta
GakTepianbHi
eHO0TOoKCHHM): BeTa
dapma-dPepTirboHr
'M6X eHa Ko. KT,
Himewumnna;
BupobHuLTBO
(TiNbKKn KOHTPOMNb
Bi3yanbHUX
nedekTiB): Beta
Papma-PepTirboHr
'M6X eHp Ko. KT,
HimeuumnHa;
BTopuHHe
nakyBaHHsi:
dapmnor ®apma
TNogxucTik Tm6X,
HimeyunHa

93.

KYBAH®

TabneTkn po3vmHHi
no 100 mr; no 30
abo no 120
TabneTok y
nonieTuneHoBoMy
donakoHi; no 1

dnakoHy y
KapTOHHIN kopobui

BioMapwuH
IHTEepHeLHN
Nimiten

Ipnangis

BioMapwuH
IHTEepHeLwwHN
Nimiten, Ipnangis (
BiANoOBiganbHUI 3a
BUNYCK cepii);
BioMapwuH
IHTepHeLHn
JlimiTen, lpnaxgis
(mMapkyBaHHsi
dnakoHiB Ta
BTOPWHHE
nakyBaHHs);
Ekcenna 'm6X eHa
Ko. KI', HimeuunHa
(BPOGHMLUTBO
Hepo3dacoBaHol
npoaykuii, NnepBuHHe
nakyBaHHs y
dnakoHu Ta
KOHTPOSIb SIKOCTi
nikapcbKkoro
3acoby); Nabop J1C
CE eHnpg Ko. KT,
Hime4vunHa
(KOHTpOnNb AKOCTI
nikapcbKkoro 3acoby
(mikpobHe
TECTYBaHHs);
MinnmayHT
Xenckeap J114,

Ipnangis/
Himewumna

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minHn 1l Trny - 3MiHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
IHLWI 3MiHW, AKi He BBINLWNW Y Liei po3ain, aki
BKJ104AIOTb NMOAAHHS pe3ynbTaTiB AOCNiAXKeHb
10 KOMMNETEHTHOro opraHy. 3asBHUKOM HaaaHo
OHOBJEHWI NNaH ynpaBniHHA pusnMkamu Bepcis
15.2.
3miHun BHeceHo Ao YacTuH: |l «Cneuudikauis 3
6e3nekny, lll «MnaH 3 apmakoHarnagy», V
«3axoau 3 miHimizauii puaukiey, VI «Pestome
nnaHy ynpaeniHHa pusukamny, VII «Jogatku» y
3B’A3KY 3 NOAAHHSAM (iHanbLHOro 3BIiTY NPO
NOCTMapKETUHIOBE KIiHIYHE JOCNIIKEHHS
KAMPER Ta oHOBRneHHs nepeniky npobnem
6e3nekn. Pestome nnaHy ynpasniHHA pu3ukamm
Bepcisa 15.2 poaaeTtbes.

3a
peuenmom

UA/12202/01/01
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
IpnaHgis
(mapkyBaHHs
c¢nakoHiB Ta
BTOPUHHE
nakyeaHHs); CI'C
IHCTUTYT DpeseHiyc
'M6X, HimewunHa
(KOHTpOnb SKOCTI
nikapcbKkoro 3acoby
(mikpobHe
TECTYBaHHs)
94. | KYPIO3UH renb, 1,027 mr/r no BAT YropwuHa BAT "lepeoH YropwuHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: be3 UA/3824/01/01
15 ry 1y6i; no 1 TyGi "l'eneoH PixTep" 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT peuenma
B KAPTOHHIN PixTep" BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
ynakoBLji €Bponeiickkin hapmakonei/MoHorpadii.

MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHOCTI €BponeWchkin hapmakonei: ans
A®Il; ansa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BiQNOBIQHOCTI €Bponewchbkin hapmakoner) -
HoBwuii cepTudikat Big HOBOro BUpo6HMKa
(3amiHa abo JonoBHEHHS) - BBeaeHHs HOBOroO
cepTudikaTy BiNOBIAHOCTI €BpONENCHKIl
dapmakonei R1-CEP 2015-200- Rev 00 Big
HoBoro Bupo6Huka BLOOMAGE
BIOTECHNOLOGY CORP., LTD., China gns
aitoyoi pevoBuHu Sodium hyaluronate. 3minu |
TMny - 3MiHK 3 siKoCTi. [oTOBMIA NiKapCbKui
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHN BUNpobyBaHb
abo 4oMyCTUMUX MeX, BCTAHOBIIEHUX Y
cneuudikauisix, nig 4ac BUpobHULITBA rOTOBOTO
nikapcbkoro 3acoby (iHwWi 3MiHK) - 3MiHK y TecTi -
BMAaneHHs BunpobysaHb y NpoLeci
BMPOOHMLTBA, LLO He BNMUBAE Ha 3arasbHy
AKICTb (KOHTPOIb UinicHICTI cpinbTpa). 3miHu |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapCbKUiA
3aci6. 3MiHu y BUpoGHMUTBI. 3MiHN BUNpobyBaHb
abo foMyCTUMUX MeX, BCTAHOBITEHUX Y
cneuudikauisix, nig 4ac BUpobHULITBA FrOTOBOIO
nikapcbkoro 3acoby (iHwi 3MiHK) - 3miHa
BMNpoOyBaHb y NpoLeci BUPOOHWLTBA, Lo He
BNMBAE Ha 3aranbHy AKICTb (KOHTPOMb BUXIAHWUX
matepianis). * 3miHu | Tuny - 3miHK 3 sKoCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHU y
BUPOGHMLTBI. 3MiHM y npoLeci BUpoGHMLTBa
roTOBOrO flikapCbKoro 3acoby, BKoyaoum
NPOMIKHWIA MPOAYKT, LLO 3aCTOCOBYETLCA NpU
BMPOGHMLTBI rOTOBOrO Nikapcbkoro 3acoby (iHLwi
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep

peecmpauyiliHo2o

noceid4yeHHs1

3MiHM) - 3MiHM po3Mipy nop dinbTpa, OCKINbKM
NPOAYKT HE € CTEPUNBHNM, BUKOPUCTAHHSA
CTepunbHOro ginbTpal/ginbTpadii He
BUMAaraeTbCs 3 TOYKM 30pY MikpoOGionoriyHoi
ynctotn. 3MiHn | TMny - 3MiHKM 3 SKOCTi.
Ceptudpikat BignosigHocTi/E-cepTudikaT
BiZNOBIgHOCTI €Bponenchkin
chapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUNYyYEeHHS cepTudikaTa BignoBIgHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXiZHOrO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIDKHOT peyYoBMHM (CepTudikaTt
BignoBigHOCTI €Bponeiickkin hapmakoner) -
HoBun cepTtudikaTt Big BXE 3aTBEPOKEHOrO
BMPOGHMKA -
nogaHHsi HOBOro cepTudikaTy BignNoOBIAHOCTI
€Bponevickkin hapmakonei R1-CEP 2014-168-
02 Bif BXe 3aTBEpOKEHOro BMpobHUka Merck
KGAA. insa pitoyoi pevoBunHM zinc chloride.
3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI. 3MiHW y
npoLeci BUpoBGHMLTBA rOTOBOrO NikapCbKoro
3acoby, BKMHOYa4M NPOMIDKHUIA NPOAYKT, LU0
3aCTOCOBYETHLCS NMPU BUPOOHULITBI FOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHK) - Temnepatypa
Ta yac TepMmivHoi 06pobku Bynu BuganeHi 3
KPUTWYHMX MapameTpiB NpoLecy, OCKiNbKM
NpoAYKT HECTEPUIbHUIA, TOMY He NoTpebye
TepMiyHOT 06pobkn. 3amicTb TEpMIHHOI 0O6pPOGKM
BBEJEHO TemnepaTypy Ta yac BUXigHOro remnto
nig Yac romoreHisadii.

95.

JIA3ONIBAH®
MAKC

Kancynu 3
NMPOSIOHrOBaHO0
aieto no 75 mr; no 10
Kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHiIl kopobui

TOB
«Onenna
Xenckea
YkpaiHa»

YkpaiHa

BMPOGHMUTBO,
KOHTPOMb SKOCTI:
BepiHrep
IHrenbxanm ®apma
v6X i Ko. KT,
HimeuumnHa;
nakyBaHHs,
MapKyBaHHSs1, BUNYycK
cepii:
Oenbdapm Penmc,
PdpaHuis;
BMPOGHMTLBO,
KOHTPOMb SKOCTi:
CaHodi BiHTpon
IHAoCTpi, PpaHuis

Himeuumnna/
paHuis

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK). 3MiHM BHECEHO B TEKCT
MapKyBaHHs NepBUHHOI (MyHKTK 4, 6) Ta
BTOPUWHHOI (nyHkTK 3, 5, 8, 15, 17) ynakoBok
nikapcbkoro 3acoby. BBegeHHst 3MiH MpOTArom
6-Tn MicauiB nicna 3aTBEpOXKEHHS.

be3
peuenma

UA/3430/02/01

96.

JIA®EPOBIOH

MOPOLLOK Ha3anbHWI
no 100 000 MO; 5
dnakoHiB 3

TOB «®3
«CTAOA»

YkpaiHa

TOB «®3 «CTAOA»

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo afgpecu 3asiBHUKA

6e3
peuenma

He
nidnsieae

UA/16017/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NOPOLLUKOM Y (BnacHuka peecTtpauiiHoro noceig4eHHst). 3miHa

GnicTepi; no 2
6nictepu B nayui 3
KapToOHY

HanMeHyBaHHS 3asiBHUKa (BMacHUKa
peecTpauiiHoro noceigveHHs) 3 TOB «d3
«BIO®PAPMA» Ha «TOB «®3 «CTAOA». 3MiHKn
BHECEHO B KOPOTKY XapakTepUCTUKY MiKapCbKoro
3acoby y po3gin "BnacHuk peectpauiiHoro
nocsigyeHHs". TepmiH BBEOEHHS 3MiH -
npoTarom 6 micsAuUiB NicnsA 3aTBepMKEHHS. 3MiHK
| TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu Micus
NpoBafXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
rOTOBOrO flikapCbKoro 3acoby, BKIo4aoum
OinbHMUI BUNYCKy cepii abo Micue npoBegeHHs
KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM BMMYCK CEPIlt).
3MiHa HaiMeHyBaHHs1 BUpoOHuka 3 TOB «d3
«BIOPAPMA» Ha «TOB «®3 «CTAOA». 3MiHn
BHECEHO B iHCTPYKLUI0 A5si MeguyHoro
3aCTOCYBaHHSI Ta KOPOTKY XapaKTepuUCTUKY
nikapcbkoro 3acoby y po3ain "BupobHuk" 3
BiANOBIAHNMW 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBoOK. TepMiH BBEAEHHSA 3MiH - NPOTArom 6
MicauiB Micnsa 3aTBepAXeHH:A. 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn go
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX
[AaHuX nNpo cuctemy chapmakoHarnsgy, aMiHa
yNoBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
3[iCHeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu
3 (hapMakoHarnagy 3asiBHUKa Ans 34iNCHEHHs
dapmakoHarnsaay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
pO3MilLieHHI MacTep-anna cuctemm
hapmakoHarnsigy). 3miHa KOHTaKTHUX JaHUX
YMOBHOBaXeHOi 0cobu 3asiBHVIKa,
BiANoBiaanbHOI 3a dapmakoHarnag. 3MiHa
HOMepa MacTep-anna cuctemm
dapmakoHarnsagy. 3miim | Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHWi 3MiHKM) 3MiHN BHECEHO Y TEKCT MapKyBaHHS!
BTOPWHHOI (n. 11, 16, 17) ynakoBKu NikapCbKOro
3acoby. TepMiH BBEAEHHS 3MiH - NPOTSrom 6
MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHKn
y BUPOOHMLTBI. 3MiHM y npoLeci BUpoGHMLTBa
rOTOBOrO fikapcbKoro 3acoby, BKIoYaum
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCH NpU
BUPOGHMLTBI rOTOBOrO NikapcbKoro 3acoby
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(He3Ha4Ha 3MiHa y npoueci BUPOOHMLTBA).
HesHauHa 3MiHu y onuci npoueca BUpobHULITBA,
a came — 3MiHa 3a3HayeHVx NoTped CUPOBUHM
IHTepdepoHy anbga-2b pekombiHaHTHOro
noavHn B po3gini 3.2.P.3.2. CKNAL HA CEPIHO,
a came BUMPaBreHHs HEKOPEKTHOTO 3HaYeHHs
notpeb cnpoBuHK B MaTepianbHoMy 6anaHci
3rigHO 3aTBEPKEHOI PO3pPaxyHKOBOI hOpMynn
Ta 3aTBepakeHoi cneundikauii A®I
IHTepdepoHy anbga-2b pekombiHaHTHOro
nogvHn ansa npenaparty JlacdepobioH, NopoLLokK
HaszanbHui no 100 000 MO y dnakoHax Ne 10
(5x2) y 6riictepax» po3mipom cepii 107 000
dnakoHis. [litowa pepakuis: 3.2.P.3.2. CKNAJ
HA CEPIKO. TeopeTuyHuii po3mMip BUPOBHUYOT
cepii nikapcbkoro 3acoby «JIAGEPOBIOH,
nopoLuok HasanbHui no 100 000 MO y
cdnakoHax Ne 10 (5x2) y 6rictepax» cknagae
107 000 chnakoHis. IHTepdepoH anbta-2b
peKoMBiHaHTHMI NtoanHK He Binbwe 101,9 mn.
[MponoHoBaHa peaakuis: IHTepdepoH anbda-2b
pekoMBiHaHTHMIA NoanHKU He Ginblue 65,5 mn.
3MiHn | TUny - 3miHm 3 gkocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponevicbkint hapmakonei/MoHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C (3miHa
y cneundikauisix, nos'ssaHa 3i amiHamu B J®Y,
abo €sponeiicbkin hapmakonei, abo iHLin
HauioHanbHi dapmakonei gepxasu €C).
OHoBneHHs cneuudikauii BXiGHOro KOHTPOIto
Ans gornomixHoi pevoBuHu «Monicop6aTt-80» y
3B’A3Ky i3 3MiHaMK BiANoBiaAHOT MoHorpadii €,
a came npuBeaeHHs cneumdikauii BXigHOro
KoHTponto Cn. 5.14-01-83 «[Monicop6aTt-80» y
Bi4NOBIgHICTb 4O BUMOr MOoHorpadgii € 0428
«Polysorbate 80». 3miHu | TMny - 3miHKn 3 AKocTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEYOBUMH. 3MiHa y MeTofax
BMNPOOYBaHHSA JOMNOMKHOI PEYOBUHM (iHLLi
3MiHM Yy MeTofax BUNPoOyBaHHS (BKIOYa4n
3amiHy abo goaaBaHHs)). 3amiHa MeToauKN
npoBeAeHHs BUNPobyBaHHS 3a NMOKa3HUKOM
sikocTi «MikpobionoriyHa ynctoTay 3 meTogy
«FMUBMHHOTO BUCIBAHHSI» HA MeToz
«MembpaHHoi cinbTpauii» Ana cydbcranuii
«[OuHaTpito poccat aoaekarigpaty. 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbKWI
3aci6. KoHTposb JONOMIDKHUX pe4OBUH. 3MiHa Y
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MeTofax BUNpobyBaHHS JOMOMIKHOI pe4OBUHM
(iHWi 3MiHM y MeTofax BUNPOByBaHHsI
(BKNtovaoum 3amiHy abo gogaBaHHs)). 3amiHa
METOAMKM NPOBeAeHHs BUNpobyBaHHS 3a
nokasHukom sikocTi «MikpobionoriyHa uncToTa» 3
MeToAy «IMUMBUHHOTO BUCIBAHHS» Ha MeToz,
«MeMbpaHHOi dinbTpauii» ans cydbcTaHuji
«Hartpito xnopua». 3miHu | Trny - 3miHn 3 AKOCTI.
[oToBMI nikapcbkuii 3acib. KoHTponb
[OMOMIXKHMX pe4yoBuH. 3MiHa y meToaax
BMNPOOYBaHHSA AOMOMKHOI PEYOBUHM (iHLLI
3MiHM Y MeToAax BUNPobyBaHHS (BKNoYaoun
3amiHy abo goaaeaHHsl)). 3amiHa MeToankn
npoBeAeHHs BUNPobyBaHHS 3a MNOKa3HMKOM
sikocTi «MikpobionoriyHa uncTota» 3 metogy
«FMUBMHHOIO BUCIBaHHSI» HAa MeToz
«MembpaHHoi cinbTpauii» Ana cybcranuii
«Kanito gurigpogocdart». 3miuu | Tuny - 3miHn 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
OOMOMIKHMX pevoBUH. 3MiHa y MeToaax
BUNPOOYBaHHS LONOMIKHOT pe4oBMHM (iHLUi
3MiHM Y MeToAax BUNPobyBaHHS (BKMNOYaoun
3amiHy abo gopaBaHHs)). 3amiHa MeToaukn
npoBeAeHHs BUNPobyBaHHS 3a NMOKa3HUKOM
sikocTi «MikpobionoriyHa ynctoTa» 3 MeToay
«IMUBUHHOTO BUCIBAHHSA» HA METOA
«MembpaHHoi inbTpauii» aonsa cydbcTaHuii
«[ekctpaH 70 ans iH'ekuii». 3MiHn | Tuny -
3MiHM 3 skocTi. F0TOBMI Nnikapcbkuii 3aci6.
KoHTponb A0NOMiXXHUX peqoBUH. 3MiHa y
MeToAax BUNpobyBaHHS OMNOMiXXHOI pe4oBUHM
(iHWi 3MiHM y MeToadax BUNpobyBaHHS
(Bkntovatoum 3amiHy abo gogaBaHHs)) - 3amiHa
METOAMKM NPOBeAeHHs BUNpobyBaHHS 3a
nokasHukom sikocTi « MikpobionoriyHa unctota» 3
MEeTOoAY «TNMOVMHHOIO BUCIBAHHSI» HA METO[,
«MembpaHHoi cinbTpauii» ans cybcranuii
«[Monicop6ar - 80».

97.

JIEKAOON XOT
MAKC

MOPOLLIOK ANsi
OpanbHOro Po3yuHy,
1000 mr/12,2 wr, no
10 cawe, wo
MicTutb 5,150 r
MOPOLLKY Ans
OpanbHOro Po34uHy,
B KapTOHHII kopobui

CaHpos
dapmachbtoTi
Kans a.A.

CnoBeHisi

[03BiN Ha BUNYyCK
cepii: Cantotac
®apma 'mbX ,

HimeuumnHa;

BMPOGHMLTBO 3a

MOBHVM LIKIIOM:

XEPMEC dapma

lec.m.6.X., ABcTpisi

Himeuuunna/
ABcTpis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
BUMPaBIEHO TEXHIYHY MOMUIIKY Y TEKCTi
MapKyBaHHS MEPBUHHO| Ta BTOPMHHOI YNaKoBKX
nikapcbkoro 3acoby, AonyLueHy npu npoeaypi
BHECeHHs 3MiH (Haka3 Ne 964 Big 12.06.2025
p.), @ came 3a3Ha4YeHO OAMHULL BUMIPIOBAHHSA
Kupunuueto (Mr):
3aTBepoKeHo:
nepBUHHA ynakoBKa
n. 2. KINbKICTb OIK04OT PEHOBWHMA
Mapauetamon
deHinedpuHy rigpoxnopug
1000 (mg)/12,2 mr (mg)

bes
peuenma

UA/19631/01/01
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BTOPWMHHA ynakoBKa
n. 4. JIKAPCbKA ®OPMA TA KINbKICTb
OVHWLb B YIMAKOBL|I
MapaueTtamon
PeHinedpuHy rigpoxnopusa
MopoLuok AnsA opanbHOro Po3yvnHy
1000 (mg)/12,2 mr (mg)
10 cawe
3anponoHoBaHo:
NepBMHHA yrnakoBKa
n. 2. KINbKICTb OIK04Ol PEHOBWHMA
MapaueTtamon
deHinedpuHy rigpoxnopug
1000 mr (mg)/12,2 mr (mg)
BTOPWMHHA yNakoBKa
n. 4. IKAPCbKA ®OPMA TA KINbKICTb
oonHWMUb B YNAKOBL|
MapaueTtamon
deHinedpuHy rigpoxnopug
MopoLuok Ans opanbHOro po3ynHy
1000 mr (mg)/12,2 mr (mg)
10 cawe
98. | NIHKOMIUWH- po3uunH ang iH'ekuin, | TOBAPUCT YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/7975/01/01
300POB'A 300 mr/mn, no 1 mn BO 3 obmexeHoto 3MiHu | TUNYy - 3miHun Wwopo peuenmom
abono2mnB OBMEXEH BiAMNOBIAANbHICTHO 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy
amnyni; no 10 amnyn (0];0) "®apmaueBTnyHa (iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
Y KapTOHHIl kopobui; | BIOMOBIOA KomnaHisi "3gopos'a” MapKyBaHHS1 BTOPUHHOT YNaKoBKW MikapCbKoro
no 1 mn abo no 2 mn JIbHICTIO 3acoby y nyHkTM 11, 17 Ta B TEKCT MapKyBaHHS
B amnyni; no 5 «KOPIOPA NEepPBUHHOI YNAaKoBKW Y NyHKTK 5, 6. Takox
amnyn y 6nictepi; no LA BUNy4eHo Ay6niotouy iHpopMalLito pociicbKoto
2 6nictepu B «300POB’A MOBOIO Ta BHECEHO HE3HAYHI MpPaBKW MO TEKCTY.
KapTOHHIN kopobLyj; » BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
no 1 mn a6o no 2 mn 3aTBEePAKEHHS
B amnyni; no 10
amnyn y 6nictepi; no
1 6nictepy B
KapTOHHI kopobui
99. | NIPA® PO34UH OparnbHUiA, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/13370/02/01
100 mr/mn; no 30 mn "®dapmak” 3miHu Il TUny - 3miHn 3 skocTi. AL, (iHWi 3MiHW) peuenmom

abo 60 mny
donakoHi; no 1
dnakoHy pa3om 3i
Lwnpuuem-
[03aToOpoM Yy nauyli 3
kapToHy abo no 10
M1y nakeTu-calue;
no 10 naketiB-caiue
y nauui 3 kKapToHy

BUpoGHMKOM A Liutukponin HaTpito Zeniji
Pharmaceuticals (Suzhou) Ltd., Kutan
Biabynocs oHoBneHHst DMF 3 meToto
npuBeaeHHs A®I 4o cydacHux Bumor 3 Bepcii
Version 1.1, March 2021 go Bepcii Version 1.3,
June 2024. OCHOBHIi 3MiHU: - 3MiHK 10O
aHaniTM4HUX MEeTOAMK; - 36inbLUEeHHs nepioay
peTecTyBaHHs 3 24 micauiB 7o 36 micsauis; -
OHOBJIEHHS iHWKX po3ainiB DMF, nos’a3aHux 3i
3MiHaMu1 B aHaniTU4HNX MeToaMKax Ta nepiogi
peTecTyBaHHs. K Hacnigok BHECEHHS 3MiH 40
MeToauk BUNpobyeaHHst AD| LintukponiH HaTpito
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B, BUpoOHUKka M3 (BXigHUIA KOHTPOb
cybcTaHuii) 3a nokasHukamu "Xnopuan",
"CynbgaTtn", "CynposigHi oMilkun"
100. | NITOYNO Kancynu Teepgi no Mdpanzep CLUA BMNPOBYBaHHS CLUA/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/20751/01/01
50 mr; no 10 kancyn Eny.Ci.Mi. cTabinbHOCTI: HimeyvunHa 3MmiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom | niidnseae
TBEPAMX y bnicTepi; Kopnope#ni Mdpansep IHk., CLUA; nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
no 3 bnictepu y H BMPOOHMLITBO, TepMmiHax npuaaTtHocTi abo ymoBax 36epiraHHs
KapTOHHiN Kopobui TeCTyBaHHA npu roTOBOrO MikapCbKoro 3acoby (36inbLIeHHst
BUMNYCKY, TepMiHy NpUAATHOCTI FOTOBOTO NiKapCbKOro
BUNPOOYyBaHHSA 3acoby) - [ins Toproeoi ynakoBku
cTabinbHocTi, (niaTBEPAXKYETLCS AAHMMMN pearnbHOro Yacy)
NepBUHHE i 36inbLUeHHs TepMiHY NPUAATHOCTI FTOTOBOIO
BTOPUHHE nikapcbkoro 3acoby Ha OCHOBI NO3UTUBHMX
nakyBaHHs1, pe3ynbTaTiB JOBroCTPOKOBUX AOCHIAKEHD
MapKyBaHHs1, BUMYCK cTabinbHOCTi y peanbHOMYy Yaci:
cepii: 3aTtBepaxeHo: TepMiH npuaaTHocTi 30 micsuis
Mdpansep B3anponoHoBaHo: TepMiH NpuaaTHOCTI 3 pokn
MeHodeKk1ypuHr TakoxX 3MiHW BHECEHO B iHCTPYKLiO Ans
Donuneng Mvo6X, MeOMYHOro 3acToCyBaHHs Nikapcbkoro 3acoby y
HimeyunHa po3gin «TepmiH NpuaaTHOCTI».
BBefgeHHs 3amMiH npoTsirom 9 micauis nicns
3aTBEPOKEHHS.
101. | JIOPICTA® H TabneTkn, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/12084/01/01
100 NniBkOBOIO HoBo mecto bulk", nepsuHHe Ta Kutan 3MiHu | TUny - 3miHu 3 akocTi. CepTudikat peuenmom

obonoHkoto, no 100
mr/12,5 mr no 10
TabneTok y 6nictepi;
no 3 abo no 6
Gnictepi y
KapTOHHiIl kopobuyj;
no 14 tabnetok y
6nictepi, no 2 abo
no 4 6nictepu y
KapTOHHiIl kopobuyj;
no 15 rabnetok y
6nicTepi, no 2 abo
no 4 abo no 6
6nictepiB y
KapTOHHI kopobui

BTOPWHHE
nakyBaHHs,
KOHTPOIb Ta BUMYCK
cepii:

KPKA, a.a., HoBo
MecTo, CrnoBeHisi;
BMPOGHMLTBO in
bulk:

HiHréo MeHoBo
TiaHkaHr
dapmacbtoTukanc
Ko., Ita., Kutan;
KOHTpOnb cepil:
KPKA, a.a., HoBo
mecTo, CnoBeHis;
KOHTpOnb cepil:
JlabeHa pg.o.0.,
CnoseHis

BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponenckki hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara
BiQNOBIQHOCTI €BponeWchkin hapmakonei: Ans
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Yy BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun ceptudikaT Bif yke 3aTBepaXeHOro
BMPOOHMKa. 3MiH Y LUNAXY CUHTE3Y Ta npoueci
BMpoGHMUTBa ADI rigpoxnopoTiasuay He
BigOynock. NogaHHA OHOBIEHOrO cepTudikaTa
BignoBigHocTi €Bponeichkini hapmakonei Ne
CEP 2004-307 - Rev 07 (3aTBepaxeHo: R1-
CEP - 2004-307 - Rev 04) ons Ailo4oi pe4oBuHM
Hydrochlorothiazide Big Bxe 3aTBepaKeHOro
BUpoGHMKa Cambrex Profarmaco Milano S.R.L.
3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUpOGHMUTBI. 3amiHa
abo BBeAeHHSA [0AaTKOBOI AiNbHUL
BMPOBHMLTBA AN YacTMHM abo BCbOro
BMPOBHMYOro NpoLecy roToBoro nikapcbkoro
3acoby (AinbHULS, Ha Sk NpoBOAATLCS By ab-
SIKi BUPOOHWYI cTagii, 32 BUHSITKOM BUMYCKY
cepiri, KOHTPOIO SAKOCTi, NEPBMHHOIO Ta
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BTOPWHHOIO MaKyBaHHS, ANsl HECTEPUITbHUX
nikapcbkux 3acobiB) BBEAEHHS AOAATKOBOI
BUpPOGHMYOI ainbHMui I3 Ningbo Menovo
Tiankang Pharmaceuticals Co., Ltd., Kutan, wo
BiAMNOBigae 3a BUpOBOHULTBO Hepo3dhacoBaHoOI
npoaykuii («in bulk»), ana ontumizauii
BUPOGHMYMX NOTY>XHOCTEN. BupobHuuTBO Ha
NPOMOHOBAHIN AiNbHULI 3A4INCHIOETLCS 3a
3aTBEPKEHUM BUPOOHNYMM NPOLIECOM.
BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepPAKEHHSA.3MiHM | TNy - 3MiHM 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUNYyYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXiZHOrO MaTepiany/peareHTy/npomixXHoro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIDKHOT peyYoBMHM (CepTudikaTt
BignoBigHOCTI €Bponeiickkin hapmakoner) -
HoBun ceptudikaTt Big BXE 3aTBEPAKEHOrO
BMPOBHMKa NofaHHs HOBOro ceptudikara
BignoBigHocTi €Bponeincokii papmakonei Ne
CEP 2023-323 - Rev 00 ans gjto4oi pe4yoBuHM
Losartan potassium Bif Bxe 3aTBEpAXEHOrO
Bupo6Huka KRKA, d.d., Novo mesto. 3minu |
Tmny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkin dapmakonei/MmoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHocCTi EBponenchkii hapmakonei: ons
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Yy BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikat
BignNoBIgHOCTI €Bponevickkin hapmakoner) -
OHoBReHn ceptudikat Big, y>xe 3aTBEpAXEHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikata
BignoBigHOCTi €Bponencoki papmakonei Ne
CEP 2000-091 - Rev 06 (3aTBepaxeHo: R1-
CEP- 2000-091 - Rev 04) ans fito4oi pevoBuHU
Hydrochlorothiazide Big BXe 3aTBepa)KeHOro
BMpo6HMKa Unichem Laboratories Limited

102.

MAMXEN

TabneTku, BKPUTI
NniBKOBOKO
o6ornoHkoto, no 400
Mr; no 28 TabneTok
y cbrakoHi, no 1
dnakoHy B

Maiinan
JlabopaTopis
Nimiten

IHAis

MAWIAH
NABOPATOPI3
JIMITEQ

IHAina

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minn Il TMny - 3MiHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMAaui peectpauiiHoro NocBigvYeHHs,
BKtovakouu MNnaH ynpaeniHHA puavkamu (iHwi

3a
peuenmom

UA/18369/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep

peecmpauyiliHo2o

noceid4yeHHs1

KapTOHHIN ynakoBLi

3MiHun). 3asBHuUk MannaH Jlabopatopis Jlimites,
IHgis , 3asBHUKOM HagaHoO oHoBNeHWN MnaH
ynpaBrniHHSA pusmkamu Bepcia 7.0. 3MiHn
BHeCeHO [0 YacTuH: | «3aranbHa iHpopmaLisi»
Il «Cneuundikauisi 3 6esnekm» (mogyni CVII
«lpeHTudikoBaHi Ta NOTeHUjinHI puankn», CVIII
«Pestome npobnem 6e3nekun»)

V «B3axoawm 3 miHimizauii pusukisy, VI «Pesiome
nnaxy ynpaeniHHsa puankammy» VI «dogatkm» (8)
y 3B’13Ky 3 OHOBJIEHHSIM iHhopMalLlii 3 Ge3neku
Aitoyoi pevoBuHM codpocbysip BiAMOBIAHO A0
akTyanbHoi Bepcii 6,0 nnaHy ynpasniHHA
pusukamm pechepeHTHOro nikapcbkoro 3acoby
Coangi, po3milleHoro Ha odiLinHoMy cawnTi
E€MA 09.02.2023 poky. Peatome MnaHy
ynpasniHHA pusmkamm Bepcis 7.0 gogaeTbes.

103.

MEBIKAP-
®APKOC

kancynu, no 300 wr;
no 12 a6o 10 kancyn
B Gnictepi, no 2
onictepu B navui

TOB
"®apmaueBT
M4yHa
KOMMNaHisa
"®apKoC"

YkpaiHa

TOB
"papmaueBTnYHa
komMmnaHis "®apKoC"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHKM Wwopo
6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHUX
npo cuctemy apmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BigMiHHa Bif yNnoBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-thaina cuctemu
capmakoHarnsgy) - 3miHa ynoBHOBaXEHO|
ocobu 3asBHKKa, BianoBiaanbHOI 3a
hbapmakoHarnsg.

[itova pepakuisi: Tep-CapkicoBa Onbra
BarpartiBHa. [MponoHoBaHa pegakuis: KyTHak
BikTop MaBnoBu4. 3MiHa KOHTAKTHUX OaHUX
YMOBHOBaXeHOi 0cobu 3asBHMKa,
BiAnoBiganbHoI 3a hapmakoHarnsg. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
bapmakoHarnsgy Ta horo Homepa. 3MiHa micus
30iCHEeHHS OCHOBHOI AisiNbHOCTI 3
bapmakoHarnsay.

3a
peuernmom

UA/20456/01/01

104.

MEOOMNEHEM

NOPOLLOK Ans
PO34MHY Ans iH'eKuin
abo iHdysin no 1,

1 donakoH 3
MOPOLLKOM Yy
KapTOHHI kopobui

Mepokemi
nTa

Kinp

Mepokemi Nimiten

Kinp

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponenickkin hapmakonei/MoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTi abo BUny4eHHs cepTudikata
BigNoBIgHOCTI €BponeWichkin hapmakonei: Ans
ADI; ansa BuxigHoro

3a
peuernmom

UA/11738/01/02
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADIl; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BignoBigHOCTI €Bponevickkin hapmakoner) -
HoBwuin cepTudgikat Big HOBOro BUPOGHMKa
(3amiHa abo JONOBHEHHS) NOAAHHSA HOBOTO
Ceptudcbikaty R1-CEP 2011-238-Rev 01 Big
HoBoro Bupo6Huka ACS DOBFAR S.P.A, Itanis
ans A®l MeponeHemy Tpurigpat (Meropenem
Trihydrate Sterile - Allyl route). - 3miHu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkui 3aci6. 3MiHKn
y BUpOGHMLTBI. 3amiHa abo BBeAEHHSsI
[0AaTKOBOI AiNbHULI BUPOBHMUTBA ANs YacTUHU
abo BCbOro BMPOOHNYOro NpoLecy roToBoro
nikapcbKkoro 3acoby (AinbHWUUA, Ha skin
npoBoaaTbes 6yab-aki BUpobHWYi cTagii, 3a
BVHSATKOM BWMYCKY Cepii, KOHTPOIO SKOCTi Ta
BTOPWHHOIO MaKyBaHHSA ON1s1 CTEPUIBbHUX
nikapcbkux 3acobis (BKoYaum BUPoGnieHi
acenTUYHUM METOAOoM), KpiM NiKapCbkux 3acobis
6ionoriyHoro/iMyHONOr4YHOro NOXOOXKEHHS)
BBeAeHHs BUpobHuyoi ainbHuui ACS DOBFAR
S.P.A 2, Itanis gns BupobHULUTBa NPOMIKHOIO
NpOoAyKTY CTEPUbHOI CyMiLli MeponeHeMy
Tpurigpaty Ta HaTpito kapboHaTy. 3aTBEepaKeEHO:
Savior Lifetec Corporation, TansaHb; Shandong
Anhong Pharmaceutical Co., Ltd., Kutai.
3anponoHoBaHo: Savior Lifetec Corporation,
TamsaHb; Shandong Anhong Pharmaceutical
Co., Ltd., Kutair; ACS DOBFAR S.P.A, ITanis
(CEP); ACS DOBFAR SpA, Itanis (DMF) ACS
DOBFAR S.P.A 2, ITanisa (BupobHuLTBO
NPOMIXXHOTO NPOJYKTY CTEPUSBHOT CyMiLLi
MeporneHeMy TpurigpaTy Ta HaTpilo kapGoHaTy).
- 3minu Il TMny - 3miHm 3 akocTi. API.
BupobHuuTBO. 3MiHa BUpobHUKa
BWXiZHOro/NPOMIXKHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOBHUYOMY npoLeci
A, abo 3miHa BUpoOHMKa (BKMOYatoum, ae
HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOIO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BiANoOBIAHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
0ocbe)(BBEAEHHS HOBOTO BUPOGHUKa Al 3
HafaHHaM macTep-danna Ha Adl) BBeaeHHS
HoBoro Bupo6Huka ACS DOBFAR SpA, Itanis
anst A®l MeponeHemy Tpurigpat (Meropenem
Trihydrate Sterile - PNB route) 3 HagaHHAM
mactep-danna Ha AP| (Number of Active
Substance Master File: 2009-DMF-836)

105.

MENOKCUKAM

MOPOLLUOK

(cybeTaHuis) y

AT
"®apmak”

YkpaiHa

CaH ®apmacbtoTikan
IHgacTpis JIta.

IHais

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:
3MiHu | TMny - 3miHm 3 sikocTi. CepTudikaT

UA/18772/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
noaBiNHNX BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
nonieTnneHoBmx €sponewicbkin apmakonei/moHorpadii.
naketax ans MogaHHsa HoBoro abo oHOBrEHOro cepTudikaTa
thapmaueBTUYHOroO BignoBigHOCTI abo BUNy4YeHHs cepTudikata
3acToCyBaHHS BiANoOBIiAHOCTI €Bponencokivi hapmakonei: Ans
A®I; onsa BuxiaHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBLCS Y BUPOOHMUTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BUPOGHKMKa - NogaHHs oHoBrneHoro CepTtudikaTy
BignoBigHocTi €Bponewchkin hapmakonei CEP
2009-184-Rev 01 (3aTBepmxeHo: R1-CEP 2009-
184-Rev 00) Big BXXe 3aTBEPAXEHOrO BUPOOHMKA
SUN PHARMACEUTICAL INDUSTRIES Ltd.,
India gna A®I menokcukamy.
106. | METOHAT® PO34MH ANs iH eKuin TOB "®K YkpaiHa MpAT "Iekxim - YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/11449/01/01
100 mr/Mnno 5 mnB | "CANMKOTAPI XapkiB" 3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsieae
amnynax, no 5 c" HanmMeHyBaHHA Ta/abo agpecu 3asiBHUKA

amnyn y 6nictepi
OOHOCTOPOHHBOMY,
no 2 6nictepn y
navdui KapTOHHIN

(BnacHuka peecTtpauiiHoro noceig4eHHst). 3miHa
HalMeHyBaHHS Ta agpecu 3asiBHUKa. 3MiHK
BHECeHO B po3ainu "3asBHuK" Ta
"MicuesHaxomKkeHHs 3asBHUKA" B IHCTPYKLtO
ONst MEAMYHOrO 3aCTOCYBaHHS MikapcbKoro
3acoby Ta SK HacMifoK - Y TEKCT MapKyBaHHSA
ynakoBKU nikapcbkoro 3acoby. 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
cbapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHVX AaHWX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX
AaHnX nNpo cuctemy bapmakoHarnsgy, aMiHa
ynoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
3[iCHeHHs1 hapMakoHarnsay; KOHTaKkTHOI ocobu
3 (hapMakoHarnagy 3asiBHUKa Anst 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKLWo BoHa
BiAMiHHa Bifl yNnoBHOBaXeHOi ocobu,
BignoBigansHoI 3a 30iMCHEHHS hapmakoHarnsgy
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi macTep-thanna cuctemm
dapmakoHarnsaay). 3miHa KOHTaKTHUX JaHuX
YMNOBHOBaXeHOI 0cobM 3asBHYKA,
BiAnoBiganbHoI 3a hapmakoHarnsg. 3miHa
MicLS 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs
MacTep-aina cuctemu apmakoHarnsagy.
3miHu | TUNy - AOMiHICTPaTMBHI 3MiHW.
BunyuyeHHs1 BUpOGHUMYOI AinbHULI (BKNOYa4n
ainbHULi anst AdDI, npomixxHoro npoaykty abo
roTOBOrO JlikapCbKoro 3acoby, AinbHWLi Ans
NpoBeAEHHS! NakyBaHHsi, BUPOBHWKa,
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep

n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o

3acoby ynakoeka) noceid4yeHHs1
BiANOBIgaNbLHOIo 3a BUMNYCK Cepin, Micue
npoBeAeHHs KOHTpoto cepii) abo
nocTayarnbHvKa BMXiQHOTO MaTepiany, peareHTty
abo O0MNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYeHO Y
[0Cbe). BunyyeHHs BUpoBHMUYOT AinbHuULi Ans
A®I MAT"dapmak”,YkpaiHa. 3miHu Il Tuny -
3MmiHun 3 akocTi. A®l. BupobHuuteo. 3MiHa
BMPOBHYMKa BUXiAHOrO/MPOMiIXXHOTO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTBCS Y
BUpoGHMYOMY npoueci A®I, abo 3miHa
BMPOGHMKa (BKIOYaKoun, Ae HeobxigHo, micue
NpoBeAeHHs KOHTponto sAkocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbe)(BBeaeHHs HoBoro BUpobHuka Ad| 3
HagaHHSM MacTep-canna Ha A®l). [lonaBaHHs
HoBoro BMpo6Huka APl 3 HagaHHSAM mMacTep-
channa,
3aTBepaKeHO pefakuis: giroya pe4oBUHM:
meToHaT 3-( 2,2,2-TpuMeTUnrigpasuHin
nponioHaTy aurigpat) -599 wmr,
(NAT"®apmak”, Ykpaina; TOB "dapmxim”,
Ykpaina). MponoHoBaHa pepakuis: meToHaTt 3-(
2,2,2-TpumMeTunrigpasvHin nponioHaty aurigpat)
-599 wmr, (MAT"®apmak”, YkpaiHa; TOB
"®apmxim", Ykpaina; TOB "®apmxim”, YkpaiHa
*)* MenbpoHito gurigpart.

107. | METOHAT® PO34UH ANS iH eKuin TOB "®K YkpaiHa BianosiganbHWi 3a YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a He UA/11449/01/01
100 mr/mnno 5 mnB | "CANMKOTAPI BUPOBHMLTBO, 3minn | TMny - 3miHK 3 aKocTi. [oToBUIA peuenmom nidnsieae
amnynax; no 5 c" nepBUHHE Ta nikapcbkuii 3aci6. 3mMiHM y BUpoOHULUTBI. 3MiHa
amnyn B 6nictepi BTOPUHHE iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii
OOHOCTOPOHHLOMY, nakyBaHHs, Ta KOHTPOJO SIKOCTi FOTOBOTO NiKapCbKOro
no 2 6nictepa y KOHTpOMb Ta 3acoby (3amiHa abo gopaBaHHsi BUpoBHUKa, LU0
naydui KapTOHHIN BUNpobyBaHHS cepii, BigMNoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -

He BKIoya4m He Bkntoyaoym KOHTpOnb/BUNPOBYBaHHS cepii -
BUNYCK cepii: 3amMiHa BUpobHukKa, BiANOBiganbHOro 3a BUNycK
MpAT "Mekxim - cepii [T13 Ha TOB "®K "CAJTIOTAPIC", YkpaiHa.
Xapkis", Takox po3nuncaHo yHKLii 3aTBEpAXEHOr0
YkpaiHa; BupoGHuka M3 MpAT "Jlekxim - Xapkis"
BiANoBiganbHUI 3a (BignoBiganbHWA 3a BUPOGHMLTBO, NEPBUHHE Ta
BUMyCK cepii, He BTOPWHHE NaKyBaHHS!, KOHTPOMb Ta
BKIO4A04N BUNPOBYBaHHS cepii, He BKIOYaK4M BUMYCK
KOHTpOnb/BUNpoOyB cepii). 3MiHU BHECEHI B iHCTPYKLito Ans
aHHs cepil: MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby
TOB "®K [0 po3ginis «BupobHuky, «MicLe3HaxomxeHHs
"CANKOTAPIC", BMPOGHMKa Ta apeca Micusi IPOBagKeHHSs A0Oro
YkpaiHa LisiNbHOCTI», BIANOBIAHI 3MiHW BHECEHI [0 TEKCTY
MapKyBaHHS1 yNnakoBKW fikapcbkoro 3acoby

108. | MINATIH cynosuTopii CninbHe YkpaiHa CninbHe ykpaiHCbKo- YkpaiHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/5924/01/01
BariHanbHi no 100 YKpaiHCbKO- icnaHcbke 3MminHn | TMny - 3MiHK 3 sKocTi. FoToBMUIA peuenmom
Mr, no 3 cynosuTopii icnaHcbke nigNpMeMCcTBO nikapcbkuii 3aci6. KoHTponb rotoBoro
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Hasea
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n/n

JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

y cTpuni; no 1

3asieHUK

nignpuemMmcTs

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

109.

MOHTENYKAC

cTpvny B navui 3
KapToHY

o "Cnepko
YkpaiHa"

"Cnepko YkpaiHa"
(noBHMI LMKN
BUPOGHMUTBA,
BUNYCK cepii;

KOHTPOIb SKOCTi)

nikapcbkoro 3acoby. 3mMiHa y meToaax
BUMNPOBYBaHHS FOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHUX MeToAaxX
BUNpoOyBaHHS) - 3MiHa 06nagHaHHA Ha GinbLu
cyyacHe Ansi BU3HAYEHHS Yacy PO3M’IKLLEHHS
Cyno3unTopiiB.

110.

T-TEBA

MYNbTAK®

TabneTku, BKpUTI
NniBKOBOIO
obornoHkoto, no 10
Mr; no 7 TabneTok y
6nictepi, no 4
Gnictepu B
KapTOHHiIN kopoOLi

TOB "TeBa
YkpaiHa"

YkpaiHa

TOB TeBa
OnepenwHa MNonang

Monbwa

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:
3MmiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOBHULTBI. 3MiHK
BUNpobyBaHb abo AONyCTUMUX MEX,
BCTaHOBIIEHNX Y crnieumdikauisx, nig vyac
BMPOBHMLUTBA FOTOBOIO NiKapcbKoro 3acoby (iHLui
3MiHW) 3MEHLLEHHSI YacTOTU NPOBEAEHHS
KOHTPOSbHUX BUNPOBOYBaHb B NMPOLIECI
BMPOGHMLTBA ANsi NapameTpy «CepefHsi maca
snep TabneTku» nig Yac npouecy npecyBaHHs
TabneTkn 3 «KOXHUX 30 XBUINH» A0 «KOXHUX 60
XBUNWUH». TakoX BHECEHHS peAakUiiHUX NpaBokK
Ta BunpasneHb B po3ginn 3.2.P.3.3., 3.2.P.3.4.
T1a 3.2.P.7

3a
peuenmom

UA/12439/02/01

111.

MYJIbTAK®

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 400
mr; Ne 60 (10x6): no
10 TabneTok y
6nictepi; no 6
GnictepiB y
KapTOHHiIN kopobui

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

CAHO®I BIHTPOI
IHOACTPIA

®paHuin

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkui 3aci6. Onuc Ta cknag (iHwi 3MiHn)
YTOUHEHHs1 Wwoao nikapcbkoi popmm 13
BiZNOBIgHO [0 MaTepianiB peecTpauinHoro
[0Cbe BUPOOHMKA, a came 3a3HayeHo Tvn
o6onoHku TabneTkun, 6e3 pakTUYHOI 3MiHK
cknapy M3 Ta oHoBNeHbL MaTepianis
peecTpaLinHOro 4oCbe BUPOOHMKA.
B3aTBepaxeHo: Jlikapcbka dopma: Film-coated
tablets/ TabneTku, BKpUTi 06ONOHKOLO.
B3anponoHoBaHo: Jlikapcbka dopma: Film-coated
tablets/ TabneTku, BKpUTI NMNiBKOBOO
060MoHKO. 3MiHM BHECEHO B IHCTPYKLIO Ans
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain «Jlikapcbka bopmar 3 BignoBigHNUMU
3MiHaMK y TeKCTi MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom
6-TK MicauiB nicna 3aTBepAXEeHHs
3miHu | TNy - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiHN). OHOBMNEHHS
BXE 3aTBEPHKEHNX METOZIB KOHTPOMIO AKOCTI
N3, a came BUKNageHHs TEKCTY AEPXABHOK
MOBOIO 3riAHO Cy4aCHUX BUMOT, BKItOYaoun
pedakuinHi y3arookeHHs BignosigHo 4o
marepianis BUpobHvka. BBegeHHs 3MiH
NpoTArom 6-T1 MicsLIB NicCNs 3aTBEPAXKEHHS.

3a
peuenmom

He
nidnsieae

UA/10412/01/01

TabneTkn, BKPUTI
o6onoHkoto, no 400

mr; Ne 60 (10x6): no

TOB
"CaHodi-

ABeHTIC

YkpaiHa

CAHO®I BIHTPOI
IHOACTPIA

®paHuis

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

3a
peuernmom

He
nidnsieae

UA/10412/01/01




74 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
10 TabneTok y YkpaiHa" (iHWi 3MiHW) - 3MiHM BHECEHO B iHCTPYKLtO ANns
GnicTepi; no 6 MELMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
GnictepiB y Ta y TeKCT MapKyBaHHS yNakoBKMW NikapCbKoro
KapTOHHiI kopooLi 3aco0by LLoa0 AofAaBaHHSA MiCLEe3HaXOMKeHHs
3asiBHUKA.
TakoX y TeKCT MapKyBaHHsi BTOPUHHOI YNaKoBKK
BHECEHO 3MiHW y NyHKT 16. TepmiH BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEpAKEHHS
112. | HANNBY®IH- PO34MH Ons iH'ekuin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/19921/01/01
OAPHUUA 10 mr/mn, no 1 mn "®apmaueBT "®apmaueBTUYHa 3miHn | TMny - 3miHK 3 aKocTi. [oToBUNA peuenmom
abono2mne n4yHa dipma cipma "dapHuuya” nikapcbkuii 3aci6. Cuctema
amnyni; no 5 amnyn "OapHuus" KOHTeHep/3aKynoptoBanbHWiA 3acio (iHLWi 3MiHW)
Y KOHTYpPHIl oHoBIeHHs p. 3.2.P.7. Cuctema
YapyHKOBIN KOHTelHep/3aKynoproBanbHuii 3acio, a came Ao
ynakoBui; no 1 abo MaTepianis peecTpauinHoro 4oCbE Ha NEPBUHHE
MO 2 KOHTYPHI nakyBaHHst AMMynu CKNsiHi, 3aTBEPAXKEHOro
YapyHKOBI YNaKoOBKM BUpobHuKa AT «[lMonTaBcbkuii 3aBog MEANYHOTO
B nayui CKIna» BHOCUTBLCS anbTepHaTMBHA MapkKa ckrna
Fiolax amber c/3, BupobHuka SHOTT AG,
HimeuumHa 0o Bxe 3aTBepaKeHOI Mapku ckna
YCI-1 c/3, BupobHuka AT «[lMonTaBcbkuii 3aBog
MeOU4YHOro cknay, 6e3 3miHu martepiany, 3 Koro
BUIOTOBMSIIOTLCS amnynu (Knac rigponiTuyHol
cTivikocTi ISO 720 — HGA1). Cneuudikauis Ta
METOAM KOHTPOSO SKOCTi Ha AMMNYNn CKNsHI
3anuwunucb 6e3 3miH. 3aTBepmxeHo: BupobHuk
amnyn: AT «[NonTaBcbkni 3aBOA MEQUYHOTO
cknay,
Mapka ckna: YCI1-1 c/3 - BupoGHuk AT
«MonTaBcbkWi 3aBOA MEAMNYHOTO CKMay.
3anponoHoBaHo: BupobHuk amnyr:
AT «[lMonTaBcbknin 3aBOA MEOQUYHOrO CKnay,
Mapka ckna: YCI1-1 c/3 - BupoGHuk AT
«[lMonTaBcbkuii 3aBO, MEAMYHOTO CKMNa»
Fiolax amber c¢/3 - Bupo6Huk SHOTT AG,
HimeyumHa.
113. | HANBY®IH- PO34UH ANS iH'eKUiN, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/18816/01/01
MIKPOXIM 10 mr/mn; no 1 mn B "MIKPOXIM" "MIKPOXIM" 3MiHu | TUnYy - 3miHK Wwopo peuenmom
amnynax, no 5 (ropuanyHa apgpeca 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
amnyn y kaceri, no 2 BUPOOHMKA; BBeneHHs abo 3MiHM 00 y3aranbHEHUX JaHUX

KaceTu y nayui 3
KapTOHy; Mo 2 Mn B
amnynax, no 5
amnyn y kaceti 'y
nadui 3 KapToHy

BiANoBiganbHUI 3a
BUNYCK cepii, He
BKITO4A04N
KOHTpOnb/BUNpobyB
aHHs cepil;
BMPOGHMYa
AinbHUUS;
nabopartopis
GionoriyHoro
aHanisy;

npo cuctemy apmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHuX Npo cucTemy
chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BiANOBiganbHOI 3a 34INCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKWwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 30iCHEHHS hapmakoHarnsgy
(BKIHOYAKYM KOHTaKTHI AaHi) Ta/abo 3MiHM y
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

nabopatopisi
i3nKO-XiMi4YHOTO
aHanisy Ta
KOHTPOMo
BUMPOOHMLTBA)

pPO3MiLLeHHi MmacTep-daina cuctemm
dapmakoHarnsay) - 3MiHa ynoBHOBaXeHO|

ocobu 3asBHMKKa, BianosigansHOI 3a
capmakoHarnsg. [iroya pegakuis: €sctpaTtoBa
IpuHa IropisHa. NponoHoBaHa peaakuis: MNontox

Hatanis €sreHiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0CO0U 3asiBHMKA,
Bi4NoBiganbHoi 3a papmakoHarnag.

114.

HEBIHOPM

Tabnetku no 5 mr,
no 10 Tabnetok y
6nictepi; no 2
Gnictepn y nayui 3
KapToHy

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM»
(B1pobHNYa
ninbHMuA (Bci ctagii
BUPOBHMYOro
npouecy);
BiANOBiganbHUIM 3a
BUMYCK cepii, He
BKITOHA04N
KOHTpOnb/BUNpobyBs
aHHs cepii)

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHun | TMny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BBepneHHs abo 3MiHM 00 y3aranbHEeHNX gaHnx
npo cuctemy cdapmakoHarnsgy (BBegeHHs
y3aranbHEeHUX AaHnx Npo cuctemy
capmakoHarnsigy, 3MiHa ynoBHoBa)keHoi ocobu,
BiANOBiganNbHOI 3a 34INCHEHHS
hapmakoHarnsay; KOHTakTHoOi ocobu 3
chapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHa
BiAMiHHa Bif, YNOBHOBaXeHOiI ocobw,
BiANOBigaNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnsigy). 3miHa ynoBHoOBaXxeHoi ocobu
3asiBHMKA, BignoBiganeHoi 3a hapMakoHarnsg.
[Hitoya pepakuis: €sctpatosa IpuHa IropiBHa.
[MponoHoBaHa pepakuis: Montox Hatanis
€BreHiBHa. 3MiHa KOHTaAKTHUX AaHUX
YMOBHOBaXeHOi 0cobu 3asBHMKa,
BignosiganbHoI 3a dapmMakoHarmsg

3a
peuenmom

UA/19237/01/01

115.

HEBY®J1I030H
®

cycneHsis ons
iHransaugin, 1,0 mr/mn,
no2mny
KOHTelnHepi
04HOO030BOMY; MO
10 KOHTelrHepiB y
nakeTi; no 1 nakety
B Nayi 3 KapTOHYy

TOB "tOpis-
dapm"”

YkpaiHa

TOB "fOpisi-®apm”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis:
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
nocTayarnbHvKa nakyBarnbHUx martepianis abo
KOMMIEKTYIUMX (SIKLLO 3a3Ha4YeHO B AOCHE)
(3amiHa abo foaaBaHHs nocTayarnbHKKa) -
OoHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHui 3acib, a came goAaBaHHS
anbTepHaTUBHOI AiNbHULL BUPOOHMLTBA
matepiany NepBUHHOIO NakyBaHHS
(Monietuneny LDPE) INEOS Manufacturing
Deutschland GmbH kopnopauii INEOS Olefins &
Polymers Europe, Germany.
3aTBepaxeHo: BupobHuk matepiany
nepBUHHOro nakyBaHHsi (MonieTuner): Ineos
Bamble AS 3anponoHoBaHo: BupobHuk
maTepiany NepBUHHOIO NakyBaHHS
(MonieTuneH): Ineos Bamble AS INEOS
Manufacturing Deutschland GmbH

3a
peuenmom

UA/12542/01/01

116.

HEOTPU30/N®

TabneTku BariHanbHi

OPrAHOCKM

OAE

EBepTomkeH Jland

IHaisa

BHECEHHS 3MiH 40 peecTpauiHMX maTepianis:

3a

He

UA/10674/01/01




76 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 4 Tabnetkn y H CaeHcus JlimiTeq 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom | nidnsieae
cTpuni; No 2 cTpunu NANGCAEH nikapcbkuin 3aci6. KoHTponb rotoBoro
B KAPTOHHI Kopobui CN3 (E® nikapcbkoro 3acoby. 3miHa napameTpis
Yy KOMMSIEKTi 3 3ET ) cneumndikauii Ta/abo JonycTUMMX MEX rOTOBOro
annikatopom; no 8 nikapcbkoro 3acoby (iHLwi 3MiHW). JoNOBHEHHS
TabneTtok y 6nicrepi; BUMOT cneumdikauii 3a NoKasHNKOM SIKOCTI
no 1 Gnictepy B «Onu1cy» ons rotoBoro nikapcbkoro 3acoby
KapTOHHiIN kopobui y HeoTpun3on®, a came yTOYHEHHS 30BHILLHLOIO
KOMMMeKTi 3 BUrMsiQy TabneTok BariHanbHUX Ta
annikatopom 0co6nMBOCTAMM BUPOBHULITBA TBEPAOT
nikapcbkoi popmm - TabneTku (ABOLLAPOBI).
3MiHa He noB’si3aHa 3i 3aMiHamMK y BUpOBHUYOMY
npoLeci Ta He BNMMBAaE Ha SIKICTb Npenapary;
3aTBEpAKEHO: BUTArHYTI ABOONYKIi TabneTtkn
6e3 060noHKM Maixe Ginoro KonbLopy i3
3aKpYrMeHUM KiHLeM 3 ogHoro 6oKy i NNocKUM
KiHLEM 3 iHLOoro 6oKy, 3anponNoOHOBAHO:
OBoonykni TabneTkn nogoexeHoi hopmu 6e3
06onoHku Big 6inoro go maimke 6inoro konsopy
3 OfHi€l CTOPOHM Ta Mawke Ginoro abo
YKOBTYBaTO-6in0ro Konbopy 3 NPOTUNEXHOT
CTOPOHM, i3 3aKpPYrneHnUM KiHLeM 3 ogHoro 6oky i
NIOCKMM KiHLEM 3 iHLoro 6oKy. 3miHn BHeceHo B
iHCTpYyKLUilo ANs MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain "lNikapcbka dopma”
(OCHOBHI @hiznko-ximi4Hi BMacTMBocTi). TepmiH
BBEAEHHS 3MiH - NPOTArom 6-Tu MicsiLiB nicns
3aTBEPOKEHHS.
117. | HOBOKC®-500 | Tabnetku, BKpUTI OPrAHOCU OAE EBepTtomkeH Iland IHAisa BHECEHHS 3MiH 0 peecTpauiiHiX MaTepianis: 3a UA/12673/01/01
nniBKOBOK H CaeHcus Jlimiten 3MiHu | TUny - 3miHun Wwopo peuenmom
obornoHkoto, no 500 NANOCAEH 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mr; no 5 TabneTtok y CU3 (E® (iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
6nicTepi; no 1 3ETI) MapKyBaHHS1 BTOPUHHOT YNaKoBKW MikapCbKoro
Gnictepy B 3acoby y NyHKTM 17 Ta B TEKCT MapKyBaHHS
KapTOHHIN ynakoBLi NEepBUHHOI YNaKoBKW Yy MyHKTV 6. BBeaeHHS 3MiH
nNpoTArom 6-T1 MicsLIB NicNs 3aTBEPAKEHHS.
118. | HOBOKC®-750 | Tabnetku, BKpUTI OPrAHOCHU OAE EsepTtomkeH Jland IHAia BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3a UA/12673/01/02
NniBKOBOI H CaeHcus JlimiTeq 3MiHun | Tuny - 3MiHKn Wwopo peuenmom
obornoHkoto, no 750 NANDCAEH 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
mr; no 5 TabneTtok y CU3 (Ed (iHLWi 3MiHK). 3MiHM BHECEHO B TEKCT
6nicTepi; no 1 3ET ) MapKyBaHHSI BTOPUHHOI YNaKOBKU MiKapCbKOro
Gnictepy B 3acoby y NyHKTM 17 Ta B TEKCT MapKyBaHHS
KapTOHHIN ynakoBLji NepBWHHOI YNakoBKW Y NyHKTV 6. BBegeHHsA 3MiH
NpoTSArom 6-T1 MicsALIB MiCNs 3aTBEPYKEHHS.
119. | HOPMATUH Kpanni OYHi, po34nH TOB YkpaiHa "E.L.MN.1.LKo." €runet BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3a UA/7691/01/02
0,5%no5wmny «YOPNg 3MiHu | TMny - 3MiHKM Wwopo peuenmom
nakoHi- MEONLUNH» 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.

KpanensHuuj; no 1
nakoHy-
KpanenbHuLi B
KapTOHHI kopobui

BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BuAaui peecTpauiiHoro NocBigvYeHHs,
BKItovatouu MNnaH ynpaeniHHA puankamu (iHLwi
3MiHK). 3asIBHVKOM HagaHo OHoBMeHun MnaH




77 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ynpaBniHHSA pusmkamu Bepcisa 2.0. 3miHn
BHECEeHO A0 YacTuH: | «3aranbHa iHdopmauiay |l
«Cneuudpikauis 3 6e3nekny V «3axoam 3
MiHimi3auii pusmkie» VI «Pestome nnaHy
ynpaeniHHa pusmkamuy VIl «dogatku» (gogaTtkm
1-8)
y 3B’13Ky 3 OHOBJIEHHSIM iHhopMalLlii 3 6e3nekn
no Aitovin pe4yoBMHI TMMOMON Manear, Lo
onybnikoBaHa Ha 3aranbHO4OCTYNHOMY CaWTi
CMDh. Pestome nnaHy ynpasniHHS pusamMkaMmm
Bepcisi 2.0 gogaeTbes.
120. | HOXWWABEPWH | po3uunH gns iH'ekuin, | TOBAPUCT YkpaiHa KOHTPOJb SIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/0591/01/01
"o3" 20 mr/mMn no 2 mn B BO 3 BUNYyCK cepii: maTepianie:3miHu | Tuny - 3MiHK Woao peuenmom
amnyni; no 5 amnyn OBMEXEH ToBapucTso 3 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
y nayli 3 KapTOHY; (e]}0} obMexeHo (iHWi 3miHK)
no 2 mMn B amnyni; BIANOBIOA BigNoBiganbHIiCTIO OHOBMEHO TEKCT MapKyBaHHS NepPBUHHOI Ta
no 5 amnyny JIBHICTHO "OocnigHuii 3aBog BTOPUHHOI YNaKOBKW fikapcbKkoro 3acoby, a came
6nictepi; no 1 «KOPMOPA "rHUNC" BUIyYEeHO iHcpopmaLlito, 3a3Ha4YeHy pPOCiNCbKO
6nictepy B navui LA YkpaiHa; Bci ctagii MOBOI, BHECEHO 3MiHW Y AesiKi NYHKTN
«300POB’A BUPOBHMLTBA, nepBuHHOI (M. 2, 6) Ta BTopuHHOI (N. 1, 2, 11, 13,
» KOHTPOMb AKOCTI, 17) ynakoBKu, a Takox 3pobreHo He3HauHi
BUNYCK Cepii: pepakuinHi npaeku. BeegeHHs 3miH NnpoTarom 6-
ToBapwucTtBo 3 TV MiCSILB MiCNsi 3aTBEPOKEHHS.
obmexeHo
BignoBiganbHIiCTIO
"®apmaueBTUYHa
KOMMaHis
"3popos’a",
YKpaina
121. | OBEPIH® po3uuH ans iH'ekuin | TOB "leonik YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/15657/01/01
250 mr/2 mn no 2 mn Papm aKuioHepHe 3miHu Il TUny - 3miHm 3 axkocTi. API. peuenmom
po3unHy (250 mr/2 MapkeTuHr TOBapuUCTBO BupobHuuTBO. 3MiHa BUpobHUKa
mn) B amnyni; no 5 pyn" "MNekxim-Xapkis" BWXiAHOro/NPOMIXKHOrO NPOAYKTY/peareHTy, LWo
amnyrn y KOHTYpPHil BMKOPUCTOBYIOTBCS Y BUPOGHMYOMY npoLieci
YapyHKOBIW A®I, abo 3miHa BupobHUKa (BKkMtovaoun, ae
ynakosui; no 1 HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOIO SKOCTI)
KOHTYpPHIn AQI (3a BiacyTHOCTI cepTudikaTta BianoBigHOCTI
YapyHKOBI ynakoBL,i €BponeVicbkin hapmakonei y 3aTBepaXeHoMy
B Maylji 3 KapTOHY 0ocbe)(BBEAEHHS HOBOTO BUPOGHMKa AdI 3
HagaHHsM macTep-ainna Ha Adl). BeegeHHs
HoBoOro BMpo6Huka APl 3 HagaHHSAM mMacTep -
anina Ha AdI,
3aTBepaxeHo: TOB HB® "Mikpoxim", YkpaiHa,
3anponoHoBaHo: TOB HB® "Mikpoxim", YkpaiHa
abo A "EH3um", YkpaiHa
122. | OKCUTOLUH PO34UH ANS iH'eKuin, TOB «®3 YkpaiHa TOB «®3 «CTAOA» YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/1888/01/01
5 MO/mn; no 1 mn B «CTAOA» 3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuennmom | nidnseae

amnyni; no 5 amnyn
y bnicTepi; no 1 abo
2 6nictepu y nayui 3
KapTOHY

HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpauiiHoro nocBigveHHst). 3miHa
HalMeHyBaHHS 3asiBHUKa (BracHuKa
peecTpauiiHoro nocsigveHHs) 3 TOB «d3
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1

«BIO®APMA» Ha TOB «®3 «CTAOA». 3MiHK
BHECEHO B KOPOTKY XapakTepUCTUKY MiKapCbKoro
3acoby y po3gin "BnacHuk peectpauiniHoro
nocsigyeHHs". TepmiH BBEAEHHSA 3MiH NPOTAroM
6 micAuiB nicnsa 3atBepmKeHHs. 3MiHu | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHS
Ta/abo agpecy Micua NpoBamKEHHS OiANbHOCTI
BMPOBHWMKa/imnopTepa roToBoro nikapcbkoro
3acoby, BKMYao4m ginbHuUL BUNycky cepii abo
MicLie NpoBeAEeHHS KOHTPOIO SIKOCT.
(mianbHiCTb, 3a AKy BignoBigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM BMMYCK CEPIlt).
3MiHa HaliMeHyBaHHS BUPOGHMKa rOTOBOrO
nikapcbkoro 3acoby, 3 TOB «®3 «BIO®APMA»
Ha TOB «®3 «CTALA». BupoGHuya ainbHuus
Ta BCi BUpOOHMYI onepalii 3anuwarTbes
He3MiHHUMW. 3MiHWM BHECEHO B iHCTPYKLiO ANs
MEAMYHOrO 3aCTOCYBaHHS Ta KOPOTKY
XapaKTepuCTKKy fikapcbkoro 3acoby y posgin
"BUpoBHMK" 3 BiANOBIAHMMU 3MiHAMW B TEKCTI
MapKyBaHHS! yMakoBOK.

TepmiH BBEAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEpKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX
npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAaNbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsaay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
pO3MilLieHHI MacTep-anna cuctemm
dapmakoHarnsigy) - 3MiHa KOHTaKTHUX AaHKX
YMOBHOBaXeHOi 0cobu 3asBHMKa,
BiANoBiaanbHOI 3a dapmakoHarnag. 3MiHa
HOMepa MacTep-anna cuctemm
dapmakoHarnsagy. 3miim | Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHLWi 3MiHK). 3MiHM BHECEHO Y TEKCT
MapKyBaHHs BTOPVHHOI (M. 11, 17) ynakoBku
nikapcbkoro 3acoby. TepmiH BBeAEHHS 3MiH
NpoTSArom 6 MicsiLiB Nicnsi 3aTBEpPOXKEHHS.
3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BUNPOOYBaHHSA rOTOBOIO NiKapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAKEHNX MeTodax
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK
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3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BUNpoOyBaHHs). BHeCeHHS 3MiH B METOAMKY
BUNpPoBYyBaHHS FOTOBOrO NikapcbKoro 3acoby , a
came fofdaBaHHSA CTaHOapTHUIA 3pa3ok
OkeutoumH CRS ans nokasHuka «KinbkicHe
BM3HAYEHHSI» 3 METOI 3abe3neyeHHs kpaLloi
BiATBOPIOBAHOCTI MeToay KOHTposnto «KinbkicHe
Bu3HaYeHHsl. OKCUTOLIMHY» FOTOBOTO NiKapCbKOro
3acoby OKCUTOUMH, posunH ans iH'ekuin 5
MO/mn, Takox 6yno goaaHo po3paxyHKoBY
dopMyIny BU3Ha4YeHHS BMiCTY OKCUTOLMHY B 1
MM npenapary Ta B 1 Mn npenapaTy 3a yMOBU
BUKOPWCTaHHSI CTaHAAPTHOMO 3pa3ky OKCUTOLMHY
CRS. YMO0BM BUKOHAHHSI METOAY KOHTPOIHO
«KinbkicHe Bn3Ha4YeHHs1. OKCUTOLMH»
3anuwnnuck 6e3 3miH. 3MiHum | Tuny - 3MiHu 3
siKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
OOMNYCTUMUX MEX, BCTAHOBIIEHNX Y
crneungikalisx, nig yac BUpoGHMLTBA rOTOBOMO
nikapcbkoro 3acoby (iHLwi 3aMiHKn). BHeCeHHs 3miH
B METOAMKY BUNPOBYBaHHSI MPOMiXXHOIO
NnpoaykTy, a came 3anponoHOBaHO JAodaTu
cTaHgapTHUM 3pa3ok OkcutouuH CRS ans
nokasHuka «KinbkicHe BU3Ha4YeHHA» 3 METOHO
3abe3neyeHHst KpaLLol BiATBOPIOBAHOCTI MeETOAY
KOHTpormto «KinbkicHe BU3Ha4YeHHS. OKCUTOLIMH»
y npomixkHi npoaykuii 13 OKCUTOLUH,
po3uunH ang iH’ekuin 5 MO/mn; Takox 6yno
[0[aHO Po3paxyHKOBY (DOPMYNy BU3HAYEHHS
BMICTY OKCUTOLMHY B 1 Mn npenapaty Ta B 1 Mn
npenapaTy 3a YMOBMW BUKOPUCTaHHSI
CTaHZapTHOro 3pasky okcutouuHy CRS. Ymosu
BUKOHaHHS MeToAy KoHTponto «KinbkicHe
BU3HaYeHHs. OKCUTOLIMHY» Y NPOMDXHIA Npoaykuii
3anuwmnnnck 6e3 3miH.

123.

oKcon

pPO34MH Ans iH'eKkuin,
2 mr/mn no 25 mn
abo 50 mny
donakoHi; no 1
dnakoHy B
KapTOHHiIl kopobuyi

Mini
Xenckepe
Nimiten

Benwka
BpuTaHis

BeHyc Pemegic
Nimiten

IHgia

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3miHu Il TUny - 3miHu 3 skocTi. API.
Brpo6HuuTBO. 3MiHa BUpobHuKa
BMXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Wwo
BMKOPUCTOBYIOTLCA Y BUPOBHNYOMY npoLeci
A, abo 3miHa BUpoOHMKa (BKMNoYatoum, ae
HeobXxiaHO, MicLile MPOBEAEHHSI KOHTPOIHO SIKOCTI)
AQI (3a BiacyTHOCTI cepTudikaTta BignoBigHOCTI
€BponeVicbkin hapmakonei y 3aTBepaXeHoOMy
0ocbe)(BBEAEHHS HOBOTO BUPOGHUKa Al 3
HafaHHsSM macTep-anna Ha Adl) - amiHa
BMpo6HuKa APl 3 Heraeus Precious Metals
GmbH& Co.KG, 'epmanHist Ha Shilpa Pharma
Lifsciences Limited, IHais. 3aTBepmxeHo:
Heraeus Precious Metals GmbH & Co.KG,
epmanis; Jiangsu Hengrui Medicine

3a
peuenmom

UA/4065/01/01
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Co.Ltd.,KuTait; sanponoHoBaHo: Jiangsu Hengrui
Medicine Co. Ltd., Kutawn; Shilpa Pharma
Lifsciences Limited, IHais
124. | OKTAHAT MOPOLLIOK AN Okradapma AscTpis BMPOBHMLTBO 3a Lsewis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/15468/01/01
po3unHy Ans iH'ekuin | ®apmauesTt NOBHWUM LIMKITOM 3a AscTpis/ 3MmiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
no 50 MO/wmn; nka BUKITIOYEHHSAM HimeuyunHa nikapcbkuii 3aci6. Cuctema
KapToHHa kopobka MpoaykTioHc BTOPWHHOI YNaKOBKM: KOHTenHep/3akynoptoBanbHuUi 3aci6. 3miHa y
Ne1: mictutb 1 rec. m.6.X. Oxktadapma AB, NEePBUHHIN yNakoBLji FOTOBOrO NikapCbKoro
dnakoH 3 MOPOLLKOM LWseuis; 3acoby (Tvn koHTelHepa abo foaaBaHHS HOBOTO
AN PO34MHY Ans BMPOOHMLITBO 3a KOHTenHepa) - BunyyeHHs NepBMHHOI YNakoBKy,
iH’ekuin. KapToHHa MOBHUM LIVKIIOM, LLIO He NPU3BOAUTL [0 NOBHOMO BUIYYEHHS
Kopobka Ne2: BKMNtOYao4mn nikapcbkoro 3acoby 3 neBHow curoto Aii abo y
MICTUTb 1 cpbnakoH 3 Bi3yanbHy neBHIN nikapcbkin popMi. BunyvyeHHs nepBuHHOI
PO34YMHHMKOM (BOAA iHCnekuito: YMakoBKW, a came MPUNUHEHHS BUKOPUCTaHHS
Ons iH'ekuin no 5 mn OxTachapma XxnopGyTunoeunx npobok Ans KiHueBoro
(250 MO/cpnakoH) dapmaneBTuka NpoaYyKTY.
abo 10 mn (500 MpopaykTioHcrec 3anuwaeTbCa 3aTBEpAXeHa NepBUMHHA ynakoBKa
MO/cnakoH)) Ta M.6.X., ABCTpisi; 3 6pombyTUNOBMMYK Npobkamu.
KOMNIeKT Ans BMPOOHMLITBO 3a
PO3YMHEHHS Ta MOBHWM LIMKIIOM 33
BHYTPILLHEOBEHHOTO BUKIOYEHHAM
BBeaeHHs (1 wnpwuy BTOPWHHOI YNaKOBKMU:
opHopasosui, 1 Oxtadhapma,
[ABOCTOPOHHS ronka, ®paHuis; BTOPUHHE
1 ronka 3 ginbLTpom, nakyBaHHS,
1 ronka ons iH’ekuin, BidyarbHa iHcnekuis:
2 NpocoYeHi Okradapma Jeccay
CNUPTOM TamMoHW) y 'm6X, HimeuunHa;
naketi abo GnicTepi. BMPOBHMLTBO
Kopo6bka Ne 1 ta Kpionpeduinitara:
kopoGka Ne 2 OkTadapma
06’eQHYIOTLCH MK MpoaykuioHcrecenn
co60to NIacTUKoBO wadTt JonynaHg
NNiBKoK M.6.X., HimeyynHa
125. | OKTAHAT MOPOLLIOK AN Okradapma ABcTpis BMPOGHMLITBO 3a Lsewis/ BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3a UA/15468/01/02
po34MHy Ans iH'ekuin | dapmauesT NOBHWM LMKIOM 3a AscTpis/ 3miHu | TNy - 3miHKM 3 sikocTi. MoToBUIA peuenmom
no 100 MO/mn; uka BUKMIOYEHHSIM HimeuumHa nikapcbkuii 3aci6. Cuctema
KapToHHa kopobka MpopykTioHc BTOPWHHOI YNaKOBKW: KOHTeWHep/3aKkynoptoBarnbHui 3aci6. 3miHa y
Ne1: mictutb 1 rec. m.6.X. Oxkradapma AB, NEePBUHHIN YNakoBLi FOTOBOrO MNikapcbKoro
chnakoH 3 MOPOLLKOM Lseuis; 3acoby (Tvn koHTenHepa abo foaaBaHHS HOBOTO

ANs PO34MHY Ans
iH’ekuin. KapToHHa
kopobka Ne2:
MiCTUTb 1 conakoH 3
PO34MHHMKOM (BOAA
ans iv’ekuin no 10
mn (1000
MO/dnakoH)) Ta
KOMMMEKT Ans
PO3YMHEHHS Ta
BHYTPILUHEOBEHHOIO

BMPOGHMLITBO 32
MOBHVM LIMKIIOM,
BKIItOYa04m
BidyarnbHy
iHCneKujto:
Oktacapma
dapmaveBTVKa
MpogaykTioHcrec
M.6.X., ABCTpis;
BUPOBHMUTBO 3a
NMOBHMM LIMKIIOM 33

KOHTeWHepa) - BunyyeHHs nepBUHHOI ynakoBku,
LLIO He MPW3BOAWTL A0 NMOBHOMO BUMYYEHHS
nikapcbkoro 3acoby 3 nesHow cunoto Aii abo y
NeBHiN Nikapcbkin dopmi. BunyyeHHs nepBuHHOI
yNaKoBKW, a came NPUNUHEHHSI BUKOPUCTaHHS
Xrop6byTUNoBmnx NPobok Ans KiHLEeBOro
NpoayKTy.
3anuiwaeTbcs 3aTBepAXKeHa NepBMHHA yrnakoBka
3 6pombyTUNoBMMY Npobkamu.




81 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BBeaeHHs (1 wnpwuy BUKMIOYEHHAM
ogHopasosun, 1 BTOPWHHOI YNaKOBKM:
[ABOCTOPOHHS rorka, Oktadapma,
1 ronka 3 dinbTpom, ®paHLisa; BTOpUHHE
1 ronka gns iH’ekuin, nakyBaHHs,
2 NpoCoYeHi Bi3yanbHa iHCNeKLis:
CNUPTOM TamMoHW) Y Oxradapma feccay
naketi abo GnicTepi. 'm6X, HimeuunHa;
Kopo6ka Ne 1 ta BUPOGHMLTBO
Kopobka Ne 2 Kpionpeuinitara:
06’eQHYIOTbCA MK OkTtadapma
co6oto NNacTUKOBO MpoaykuioHcrecenn
NniBKO wacdpt JonunaHa
M.6.X., HimeyymHa
126. | OPTAKNIH Kpansi OYHi, PO34uH, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/16352/01/01
0,1 mr/Mnno5mny "®apmaueBT "papmaueBTnYHa BUMNPAaBMEHO TEXHIYHY MOMWIIKY Y TEKCTI peuenmom
dnakoHi 3 nyHa cipma dipma "JdapHunua" MapKyBaHHS BTOPUHHOI YNaKoBKU MiKapCbKOro
KpanernbHuueto Ta "ONapHuus" 3acoby, gonyLueHy npu npoueaypi BHECEHHS
KPULLIKOIO 3 3MiH (Haka3 Ne 1054 Big 03.07.2025 p.), a came
KOHTpornem BCTaBIIEHO PO3AINOBUI 3HAK MiXK JOMOMIKHUMM
pPO3KpUTTS; Nno 1 peyoBuHamu: 3aTteepmxeHo: 3. MEPENIK
hnakoHy y navui OOMNOMPKHMX PEYOBWH OonomixHi
PEeYOBMHW: HaTpIto xropua, AMHaTpito docdat
popdekarigpat HaTpito gurigpodocdar gurigpar,
BoAa Ans iH'ekuini. 3anponoHosaHo: 3. MNEPEJIK
OOMNOMPKHUX PEYOBUWH [onomixkHi
PEYOBUHW: HATPIlO Xopua, AuHaTpito pocdar
pofekarigpart, HaTpito gurigpodpocdpaT aurigpar,
BOAA ANS iH' EKLIN.
127. | NAKNITAKCEN KOHLIeHTpaT Ans Akkopa Monbwa BupobHuuTBO Inpis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/13924/01/01
AKKOPO pPO34mMHy Ans Xerckea roToBOro ITanis/ 3minn | TMny - 3miHK 3 aKocTi. [oToBUIA peuenmom
iHdpy3in, 6 mr/mn, no Moncka Cn. nikapcbKkoro 3acoby, YropwuHa/ nikapcbkui 3aci6. Cuctema
5 mn (30 wr), no 30.0. BUPOGHMLTBO bulk, Monbuwa/ KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
16,7 mn (100 mr), no nepBuHHE Benvka dopmu abo po3mipy KOHTEHepa YK
50 mn (300 mr) y nakyBaHH4, BpuTaHis 3aKynoproBarnbHOro 3acoby (NepBUHHOT
chnakoHi; no 1 BTOPUHHE ynakoBKW) (CTepuUnbHi nikapcbki 3acobu) -
dnakoHy y nakyBaHHs, BHECEHHS 3MiH 8o p. 3.2.P.7. Cuctema
KapTOHHiIN kopobui KOHTPOMb SIKOCTI KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came
cepii: IHTac BHECEeHHs AoAaTKoBOI cneuudikauii CKnsHoro

dapmacbioTikans
Nimiten, IHais;
BTopuHHe
nakyBaHHs: AKkopa
Xenckea JlimiTen,
Benwuka bputaHis;
BupobHuLTBO
roToBOro
nikapcbkoro 3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi,

dnakoHa (50 Mn) 3 HE3Ha4YHOK 3MiHOK PO3Mipy
CKINSIHMX (PIAKOHIB Bif 3aTBEPAXEHOro
BMpoGHMKa Schott Poonawala Pvt.Ltd.Packaging




82 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KOHTPOMb SIKOCTI
cepii
(anbTepHaTMBHUIA
BUPOGHMK): IHTac
dapmacbioTikanc
Nimitea, IHais;
KoHTponb sKocCTi
cepin:
JNTABAHANIBIC
C.P.J1, Itanis;
KoHTponb sKocTi
cepin: ®apmaanig
JTo.
MikpobionoriuHa
nabopaTopis,
YropwuHa;
BignosiganbHuii 3a
BUMYCK cepii: AKKopa
Xenckea [lMoncka
Cn. 3 0.0. Cknag
IMnopTepa, Monbwa
128. | MEHTOKCU®IN | po3unH gns iH'ekuin, | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/5524/02/01
IH-30OPOB'A 20 mr/Mn no 5 mn B BO 3 obmexeHo 3MmiHun | Tuny - 3MiHn Wwopo peuenmom
amnyni; no 5 amnyn OBMEXEH BiAnoBiganbHicTo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
B KOpOOLji 3 KapTOHY; (0]}0) "®apmaueBTuyHa (iHLWi 3MiHW)
no 5 mn B amnyni; BIAMNOBIOA KomnaHis "3gopos's” 3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
no 5 amnyny JIbHICTIO ynakoBKW fikapcbkoro 3acoby y nyHktu 2, 11, 17
6nictepi; no 1 a6o 2 | «KOPIMOPA Ta B TEKCT MapKyBaHHS NEPBUHHOT YMaKoBKMN y
6nictepu B LA nyHKTN 5, 6. Takox BMNy4eHo Ayontooyy
KapTOHHiI kopobui «300POB’A iHbopMmalLiito POCIiCbKOI0 MOBOIO Ta BHECEHO
» He3HauHi MpaBKu MO TEKCTY.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS
129. | MONTEX OATNA Habip ans HauioHanbH MNonblia HauioHanbHui MonbLla BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis: mirnbKu 8 UA/18402/01/01
NPUroTyBaHHSA uii LieHTp LleHTp AnepHux 3Minn | TUny - 3miHu Wwopo ymosax
pagiodapmMaueBTny AnepHux HocnigpxeHb 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. cmauioHapy
HOro npenapary; no DocnigpxeHb BBeaeHHs abo 3MiHU [0 y3aranbHeHWX AaHuX

6 donakoHiB B
KapTOHHIN ynakoBLji

npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHNX AaHKX Npo cucTemy
dapmakoHarnsgy, 3MiHa ynoBHoBaxeHoi ocobu,
BiANoBiganbHOI 3a 3AiNCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsay B YKpaiHi, SKWwo BoHa
BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-thanna cuctemum
dapmakoHarnsigy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3asBHWKa, BiANOBiAaNbLHOI 3a
apmakoHarnsg.
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[itoya pepakuin: Dariusz Socha PhD.
[MponoHoBaHa pepakuisi: Monika Laskowska-
Mironczuk MSc. Pharm. 3miHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0CO0M 3asiBHYMKA,
BiANoBiganbHOI 3a dapmakoHarnag. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOT 3a
dapmakoHarnag B YkpaiHi. [litoua pegakuis:
Budonnyi Mykola Volodymyrovych.
MponoHoBaHa pepakuis: Zaremba Halyna
Volodymyrivna. 3miHa KOHTAKTHUX SaHUX
KOHTaKTHOI 0cObM 3asiBHUKA, BiANOBiAanbHOI 3a
tbapmakoHarnag B YkpaiHi.
3miHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
bapmakoHarnsgy. 3MiHa MicLLe3HaXOaXKEeHHsI
macTtep-channa cuctemu dpapmaoHarnagy

130.

NONTEX MmAnN

Habip gns
NpUroTyBaHHSA
pagioapmaueBTuy
HOro npenapary no
6 dpnakoHiB B
KapTOHHIN ynakoBLi

HauioHanbH
ui LieHTp
ApnepHux

LocnigpxeHb

MNonblia

HauioHanbHuin
LleHTp AnepHux
LocnigpxeHb

MonbLwa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHun | Tuny - 3MiHn Wwopo
6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX AaHuX
npo cuctemy dapmakoHarnagy (BBe4eHHs
y3aranbHeHVX AaHnX Npo cUcTeMy
capmakoHarnsgy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnsaay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHM y
po3MilLeHHi MacTep-thaina cuctemu
dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3asBHKKA, BiaAnoBiganbHOI 3a
hbapmakoHarnsg.

[Hitoua pepakuisi: Dariusz Socha PhD.
[MponoHoBaHa pepakuisi: Monika Laskowska-
Mironczuk MSc. Pharm. 3miHa KOHTaKTHUX
[AaHnX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiANoBiaanbHOI 3a dapmakoHarnag. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
dapmakoHarnag B YkpaiHi. itoua pegakuis:
Budonnyi Mykola Volodymyrovych.
[MponoHoBaHa pepakuisi: Zaremba Halyna
Volodymyrivna. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0cobu 3asiBHUMKA, BignosigansHoi 3a
papmakoHarnsg B YkpaiHi. 3miHa micus
30iICHEeHHS OCHOBHOI AisiNbHOCTI 3
cbapmakoHarnsgy. 3MiHa MicLe3HaXOaKeHHs!
MacTep-anna cuctemu dpapmaoHarnagy.

minbKu 8
ymosax
cmauioHapy

UA/18403/01/01

131.

NONTEX MIBI

Habip ans
NpUroTyBaHHs
pagiogapmaueBTny

HauioHanbH
un LieHTp
AnepHux

MNonblia

HauioHanbHui
LleHTp AnepHux
LocnigpxeHb

MonbLia

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHun | TMny - 3MiHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.

minbKu 8
ymogax
cmauioHapy

UA/18209/01/01




84 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Horo npenapary; 1 HocnigpxeHb BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHuX
naKkoH CKMNsHWI npo cuctemy dapmakoHarnagy (BBeAeHHs
o6’emom 10 mn; no 3 y3aranbHeHUX AaHnx Npo cuctemy
abo 6 dnakoHiB y chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
KapTOHHIN ynakoBLi BignoBiganbHoI 3a 34iNCHEHHS
dapMakoHarnagy; KoHTakTHoi ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iIMCHEHHA
apmakoHarnsgy B YKpaiHi, SKLWo BOHa
BigMiHHa Bif, YyNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 30iCHEHHS hapmakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-taina cuctemm
capmakoHarnsgy) - 3miHa ynoBHOBaXeHO|
ocobu 3asBHMKa, BianoBiganbHOI 3a
tbapmakoHarnag,.
[itoya pepakuin: Dariusz Socha PhD.
[MponoHoBaHa pepakuisi: Monika Laskowska-
Mironczuk MSc. Pharm. 3miHa KOHTaKTHUX
[AaHnX yNOBHOBaXEHOI 0COOU 3asBHNMKa,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
capmakoHarnag B YkpaiHi. [itova pegakuis:
Budonnyi Mykola Volodymyrovych.
[MponoHoBaHa pepakuis: Zaremba Halyna
Volodymyrivna. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
hbapmakoHarnsg B YKpaiHi.
3MiHa Micus 3AiNCHEHHS! OCHOBHOI AisANbHOCTI 3
bapmakoHarnsgy. 3MiHa MiCcLLe3HaXOaXKEHHs!
MacTep-caina cucteMmu apmaoHarnagy
132. | NIPEBEHAP® cycneHsisi ansi Mdpanzep CLUIA Mdpanzep Benebrisi/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/15864/01/01
13/ iH’exuin; mo 1 gosi Eny.Ci.Mi. MeHtodek4ypuHr IpnaHais 3miHu | Trny - 3minm 3 gkocTi. A®Pl. KoHTponb peuenmom
PREVENAR® (0,5 mn)y Kopnopeiw Benbris HB, A®I. 3miHa y MeToax BunpobyBaHHsA ADI abo
13 BAKUMHA nonepegHL0 H Benbrist; Mdpansep BMXigHOro MaTtepiany/npoMixHoro
NMHEBMOKOKO | HanoBHeHoMy IpneHp npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
BA Lwnpwui; no 1 dapmaceyTtukanc, npoueci BupobHuutea API (iHWwi 3miHu B
NONICAXAPUL | nonepenHbo IpnaHgis MeToAax BUNPOoOyBaHHS (BKMHOYAKUMN 3aMiHy
HA HanoBHEHOMY abo OOMOBHEHHS) ANSA peareHTy, Lo He
KOH’IOTOBAH LNpULy Ta OAHiIN CMPUYMHSIE iICTOTHOrO BNNMBY Ha sikicTb ADI) -
A BiJOKpEeMIeHin ronui BHeceHHs 3MiH y cneumdikaLio CMpOBUHK-
(TPUHAQUATU | B iHoMBiQyansHoMy KepamiyHui rigpokcmanatut Tun | (Ceramic
BAINEHTHA Yoxrli y 3aKpuTOMy Hydroxyapatite Type |) y meToq BunpobyBaHHs
ACOPBOBAH nnacTMKOBOMY 3a nokasHukoMm "lgeHTudikauis", a came 3amiHa
A) KOHTelHepi; no 1 NOTOYHOro cnekTpogoTomeTpa Ha TruScan RM
nnacTMKOBOMY Raman cnektpomeTp. 3MiHu | TUnNy - 3MiHu 3

KOHTenHepi y
KapTOHHiIl kopobuyi

sikocTi. A®I. KoHTponb A®I. 3miHa y meTopax
BunpobyBaHHa APl abo BMXigHOTO
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuuTea AdI
(iHWi 3miHM B MeToAax BUNpoOyBaHHS
(BknrOYa4YM 3amiHy abo JOMOBHEHHS) ANsi
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
peareHTy, WO He CMPUYMHSE ICTOTHOO BNMUBY
Ha sKicTb ADI) - BHeceHHs 3MiH y cneuudikauiio
cupoBUHU-L-umcTeiH rigpoxnopug 6e3sogHnii (L-
Cysteine Hydrochloride, Anhydrous) y metog
BUNpobyBaHHS 3a NokasHukoMm "laeHTudikauis”,
a came 3amiHa MOTOYHOrO cnekTpodoToMeTpa
Ha TruScan RM Raman cnekTpomeTp.
133. | PAMIBEC® Tabnetku, 10 AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/15546/01/01
KOM mr/12,5 mr; no 10 "dpapmak” 3MminHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb peuenmom

TabneTtok y 6nicrepi;
no 3 6nictepu y
navuj

A®l. 3miHa y meTogax BunpobysaHHs AP| abo
BUXiZHOrO MaTepiany/npoMixXHOro
NpoAYyKTYy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP| (He3HayHi 3MiHN Y
3aTBEpAKEeHVX MeTofax BUnNpobyBaHHsS) -
He3HayHi 3MiHM y 3aTBepMKeHNX MeTodax
BunpobyBaHHsA APl rigpoxnopoTia3ng 3a
nokasHuKoMm “laeHTudikauia”. 3milm | TUny -
3MiHn 3 sikocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHuX y crneumndikauisx Ha A®l, abo
BUXIOHWMI/MPOMIDKHWUIA NPOOYKT/peareHT, LWo
BUKOPUCTOBYIOTLCS Y npoueci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOrO NMOKa3HMKa SKOCTI
(Hanpvknag BUNYyYeHHS 3acTapinoro nokasHuka))
- BUNYYEHHS He3Ha4yHoro napameTpa
cneumdikauii Ha A®I rigpoxnopoTiasug, a came
— “Po34nHHicTb”. 3MiHM | TUNY - 3MiHK 3 sIKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiZNOBIgHOCTI €BpONEenchKii
papmakonei/MmoHorpadii. 3miHW, noB'A3aHi 3
HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpagii JdY abo €sponerncbkoi
dapmakonei, abo iHLWoi HaLlioHanbHOT
apmakonei aepxasu €C (iHLWi 3MiHK) -
npuseaeHHs metony BunpoboByBaHHA API
rigpoxnopoTia3ua Ha CynpoBiAHi JOMILLKM A0
BMMOr MoHorpadii €P - 3miHu | Tuny - 3miHn 3
akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNoBIAHOCTI EBPONENCHKIN
papmakonei/MoHorpadii. 3miHW, noB's3aHi 3
HeOoOXiOHICTIO NpMBeAEeHHS Y BigNoOBIAHICTE A0
MoHorpadgii APY abo €sponencbkoi
dapmakonei, abo iHLWOoi HaLioHanbHOT
dapmakonei gepxasu €C (iHLWi 3MiHK) -
npuBeaeHHs MeToay BunpoboByBaHHs ADI
rigpoXnopoTiasung, Ha Xnopuan Ao BUMOT
MoHorpadii €. 3miHm | TMny - 3miHKM 3 AKoCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiANOBIAHOCTI €EBpONENChHKIl
dapmakonei/MoHorpadii. 3miHK, NoB'A3aHi 3

HeobXiAHICTI0 NpMBeAEHHs Y BIANOBIAHICTb A0
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

MoHorpagii JdY abo €sponeincbkoi
apmakonei, abo iHLWOoi HaLioHanbHOT
dapmakonei gepxasu €C (iHLWi 3MiHK) -
npuBeaeHHs Mmetony BunpoboByBaHHs API
riapOXNopoTia3nA Ha KinbKiCHe BU3HAYEHHS 40
BUMOT MoHorpadii €. 3miHn | Tuny - 3MiHn 3
skocTi. A®I. KoHTponb A®I (iHWi 3miHW) -
BUITYYEHHS1 ONUCY NPOBEAEHHS METOAUKU
BU3HAYEHHs nokasHuka “MikpobionoriyHa
yucrtoTta”

134.

PAMI3EC®
KOM

Tabnetku, 5 mr/12,5
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y navui

AT
"dpapmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3Mminn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHs AP| abo
BUXiZHOrO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa AP| (He3HayHi 3MiHN Y
3aTBepAKEeHNX MeTofax BUnpobyBaHHS)

- HE3HaYHi 3MiHW Yy 3aTBEPOKEHOMY METOoqj
BunpobyeaHHsA A®I rigpoxnopoTiasunay 3a
nokasHukom «lgeHtudpikauia» (OPY*, 2.2.24), a
came BUIy4eHo nocunaHHst Ha C3. 3miHu | Tuny
- 3MiHu 3 sikocTi. ADL. KoHTponb APl. 3miHa y
napameTpax cneuudikadin Ta/abo gonycTummnx
MeX, BU3HAYEHWX y crneumdikadisx Ha A®l, abo
BUXiAHWA/NPOMiXXHWIA NpodyKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y npoLeci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTi
(Hanpvknag BUNYyYeHHS 3acTapinoro nokasHuka))
- BUNYYEHHS HE3Ha4yHOro napamerpa
cneundikauii Ha A®I rigpoxnopoTia3ua, a came
nokasHuKa - «Po34mHHiCcTb». 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
papmakonei/MmoHorpadii. 3miHW, noB'A3aHi 3
HEOoOXiaHICTIO NpMBeAEeHHS Yy BigNOBIAHICTb A0
MoHorpadii APY abo €sponencbkoi
dapmakonei, abo iHLWOoi HaLioHanbHOT
capmakonei gepxasu €C (iHWi 3miHM)

- NpVBeAeHHst MeToay BUNpobyBaHHsA ADI
rigpoxnopoTia3uay 3a nokasHukoM «CynpoBiaHi
OOMILLKM» [0 BUMOT MOHorpadii €9*, a came: -
3MiHEHO PO3Mip YacToK Hepyxomoi a3 3 5 MKM
Ha 3 MKM; - foAaHo igeHTudiKaLito gomiwok A, B
Ta C; - 3MiHEHO 4ac yTprMyBaHHs
rigpoxnopoTia3ugy — 3 «6rnmabko 7» Ha
«Bnm3bko 8»; - BUNy4eHO XxpomaTtorpamu
PO34MHIB, TaK sik BOHU NpUBEAEHi B JOKYMEHTI
TiNbky Ans iHdopMaLii; - BUIy4eHO NOCUMNaHHS
Ha C3. 3MiHu | Tuny - 3miHK 3 siKoCTi.
CepTudpikat BignosigHocTi/E-cepTudikaT
Bi4NOBIgHOCTI €BpONEenchbKiin

3a
peuernmom

UA/15545/01/02
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PeecmpauyitiHa npoyedypa

[TponoBkeHHs noaarka 3

Ymoeu

Peknam

Homep

Ne

Hasea

n/n JNikapcbKo20

®Popma sunycky
(nikapcbka ¢ghopma,

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

sionycky

yeaHHs1

peecmpauyiliHo2o
noceid4yeHHs1

3acoby

ynakoeka)

dapmakonei/MoHorpagii. 3mMiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHs Y BiANOBIAHICTE A0
MoHorpagii Y abo €sponeincbkoi
capmakonei, abo iHWOoi HaLioHanbHOI
dapmakonei gepxasu €C (iHLWi 3MiHK) -
npuBeaeHHs MeToay BUNpobyBaHHs «Xnopuan»
onsa A®l rigpoxnopoTia3uay Ao BUMOr
MoHorpadii EP*, a came BHECEHO 3MiHU B
npoLec NpUroTyBaHHs PO34MHIB.
3MiHun | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeOOXiAHICTIO NPMBEAEHHS Y
BigNoBIgHICTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWoi
HauioHanbHoi hapmakonei gepxasu €C (iHLwi
3MiHN) - MPYBEAEHHS MeToAy BMNpobyBaHHSA ADI
rigpoxnopoTiasngy «KinbkicHe BU3Ha4YeHHA» 80
BUMOTr MOHorpadgii €9*, a came: - 3MiHEHO
nporpamMy rpagieHTy; - 3MiHeHO Yac
YTPUMYBaHHS rigpoxmnopoTia3uay 3 «bnmabko
3,2» Ha «6nu3bko 2,2». 3MiHn | Tuny - 3MiHn 3
akocTi. A®Il. Kontponb A®I (iHwwi 3MiHW) -
BUIyYEHHS onucy MeToauku BunpobysaHHsA AdDI
3a nokasHukoMm «MikpobionoriyHa YMcToTar.
3anuiweHo BignoBigHe NOCUNaHHsA Ha
MoHorpagii €EP 2.6.12, 2.6.13, 5.1.4.

3a

UA/15545/01/01

135.

PAMI3EC®
KOM

Tabnetku, 10 mr/25
mr; no 10 TabneTok
y bnicTepi; no 3
Gnictepu y navui

AT
"®apmak”

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS1 3MiH O peecTpauinHMX maTtepianis:
3miHu | Trny - 3minHm 3 AkocTi. A®Pl. KoHTponb
A®I. 3miHa y MeToax BunpobyBaHHs ADI abo
BMXigHOro MaTtepiany/npoMixHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTea AP| (He3HaYHI 3MiHK Y
3aTBEpAKEHUX MeToAax BUNPobyBaHHS)

- He3HaYHi 3MiHW y 3aTBEpAXXEHOMY MeTOpAj
BunpobysaHHa A®I rigpoxnopoTiasungy 3a
nokasHukom «laeHtudikauisy (QPY*, 2.2.24), a
came Bury4eHo nocunaHHs Ha C3. 3minu | Tuny

- 3miHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo gonyctummnx
MeX, BU3Ha4YeHux y cneumaikauisx Ha A®l, abo

BUXiAHWA/NPOMiXHUI NpoayKT/peareHT, Lo
BMKOPUCTOBYIOTLCS Y npoLeci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOTO NMOKa3HMKa SIKOCTI
(Hanpvknag BUNYYEHHS 3acTapinoro nokasHuka))
- BUNYYEHHS He3Ha4yHoro napameTpa
cneuudikauii Ha A®I rigpoxnopoTiasug, a came
nokasHuKa - «Po34mHHiCTbY». 3MiHu | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiaNoBIAHOCTI €BpONENChKin

peuenmom

dapmakonei/MoHorpadii. 3miHK, NoB'A3aHi 3




Ne Hasea
n/n JNikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,

Kpaina
3asi8HUKa

BupobHuk

88

Kpaina

ynakoeka)

eupobHUKa

PeecmpauyitiHa npoyedypa

HeoOXiaHICTIO NpMBeaeHHs Yy BigNoBIgHICTL A0

Ymoeu
sionycky

[TponoBkeHHs noaarka 3
Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

136.

PAMI3EC®
KOM

TabneTtku no 2,5
mr/12,5 mr, no 10
TabneTok y 6nictepi;

AT
"®papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

MoHorpadii AdPY abo €sponencbkoi
capmakonei, abo iHWOoi HaLlioHanbHOI
capmakonei gepxasu €C (iHWi 3miHM)

- NpuBeAEHHS MeToay BUNpobyBaHHs API
rigpoxnopoTia3vay 3a nokasHukoM « CynpoBigHi
OOMILLKM» 0O BUMOr MOHorpadii €9*, a came: -

3MiHEHO PO3Mip YacTOK HepyxoMoi asun 3 5 MkM

Ha 3 MKM; - o4aHo iaeHTudiKaLito gomiwok A, B

Ta C; - 3MiHEHO 4ac yTpyMyBaHHs
rigpoxnopoTiasugy — 3 «bnm3bko 7» Ha

«Bnm3bko 8»; - BUNy4eHo xpomaTtorpamu
PO34MHIB, TaK SIK BOHW NpUBEAEHI B JOKYMEHTI

Tinbkn Ans iHpopmallii; - BUNy4eHo nocunaHHs
Ha C3. 3MiHu | Tuny - 3miHM 3 sKoCTi.

CepTudikat BignosigHocTi/E-cepTudikaT
BiZNOBIgHOCTI €BpONEnchKii
hapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiaHICTIO NpMBeaeHHs Yy BignoBigHICTb A0
MoHorpadgii JdY abo €sponencbkoi
capmakonei, abo iHWOoi HalioHanbHOI
dapmakonei gepxasu €C (iHLWi 3MiHK) -
npuBeAeHHs MeToay BUNpobyBaHHsS «Xnopuan»
ansa A®l rigpoxnopoTia3uay A0 BUMOT
MoHorpadgii E®*, a came BHECEHO 3MiHU B
NpoLeC NPUroTyBaHHS PO3YMHIB.
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat

BignosigHocTi/lE-cepTudikat BignosigHoCTi

€Bponewickkin hapmakonei/MoHorpadii. 3miHu,

NnoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y

BignoBigHicTb o MoHorpadii APY abo

€Bponewicbkoi dhapmakonei, abo iHwoi

HaLujioHanbHoi dapmakonei aepxasu €C (iHwi

3MiHW) - NPUBEAEHHS MeToAy BUNpobyBaHHs ADI

rigpoxnopoTia3vay «KinbkicHe BU3HaYeHHS» A0
BUMOT MOHorpadgii €9*, a came: - 3MiHEHO
nporpamMy rpagieHTy; - 3MiHeHO Yac

YTPUMYBaHHS TigpoxmnopoTia3vuay 3 «bnmabko

3,2» Ha «6nu3bko 2,2». 3MiHn | Tuny - 3MiHn 3

sikocTi. A®I. KoHTpornb A®I (iHwWi 3MiHKM) -

BUITYYEHHS ONUCy MeToaukn BunpodysaHHA AdDI

3a nokasHukom «MikpobionoriyHa yicToTar.
3anuweHo BianNoBigHe NOCKMNaHHsA Ha

MOHorpagii €9 2.6.12, 2.6.13, 5.1.4.

no 3 6nictepu B
nadui 3 KapToHy

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3miHu | TNy - 3miHm 3 sikocTi. ADI. KoHTponb
A®I. 3viHa y MmeToaax BunpobysaHHA ADIl abo
BMXigHOro MaTtepiany/npoMixxHoro
NpoAYyKTYy/peareHTy, O BUKOPUCTOBYETLCA Y

npoueci BupobHuuTBa A®| (He3HauHi 3MiHW Y

3a
peuenmom

3aTBEPAKEHNX METOAaX BUNPOGYBaHHS) -

UA/12569/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

He3HayHi 3MiHW y 3aTBEepDKEHUX MeToAax
BunpobyBaHHsi A®I rigpoxnoporTia3vg 3a
nokasHukoM “laeHTrdikauis”. 3minm | Tuny -
3MmiHn 3 akocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo gonyctummnx
MeX, BU3Ha4YeHux y cneumaikauisx Ha A®l, abo
BUXIOHWI/MPOMIDKHWUIA NpOAYKT/peareHT, LWo
BMKOPWUCTOBYIOTBCS Y NpoLeci BupobHuuTea Ad|
(BUNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTi
(Hanpuknag BUNyYeHHSs 3acTapinoro nokasHuka))
- BUNYYEHHS HE3Ha4yHOro napamerpa
crneundikauii Ha A®I rigpoxnopoTiasug, a came
— “Po34unHHicTb”. 3MiHu | TUMy - 3MiHK 3 SKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiNOBIgHOCTI €Bponenchkin
tapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiAHICTIO NpMBeAeHHs y BiAMOBIAHICTL A0
MoHorpagii dY abo €sponeincbkoi
capmakonei, abo iHWOoi HauioHanbHOI
dapmakonei gepxasu €C (iHLWi 3MiHK) -
npuBeaeHHs MeTtoady BunpobysaHHs AdI
riApoXnopoTiasng Ha CynpoBigHi JOMILLKM 40
BMMOr MmoHorpadii €®. 3minm | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. 3miHW, noB'a3aHi 3
HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpadii APY abo €sponencbkoi
capmakonei, abo iHWOoi HalioHanbHOI
apmakonei aepxasu €C (iHLWi 3MiHK) -
npuBeaeHHs MeToay BUNpobysaHHs AdI
rigpoXnopoTia3vua Ha XNopyan 40 BUMOT
MoHorpadii €. 3minu | Tuny - 3miHKM 3 sKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei/moHorpadii. 3miHW, noB'a3aHi 3
HeobXiaHICTIO NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpadgii dY abo €Bponerncbkoi
capmakonei, abo iHWOoi HalioHanbHOI
apmakonei aepxasu €C (iHLWi 3MiHK) -
npuBeaeHHs MeToay BunpobysBaHHs AdI
riApOXNOpOTia3nA Ha KinbKiCHe BU3HAYEHHS 10
BMMOr MoHorpadii €. 3minu | Tuny - 3miHm 3
skocTi. A®I. Kontponb A®I (iHwwi 3MiHW) -
BUIyYEHHS ONWCY NPOBEAEHHS METOANKN
BMU3HaYeHHs nokasHuka “MikpobionoriyHa
yucrtorta”

137.

PAMI3EC®
KOM

Tabnetku no 5 mr/25
mr, no 10 TabneTok
y 6nicTepi; no 3
Gnictepu B nayui 3

AT
"®papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:

3miHu | TNy - 3miHm 3 sikocTi. ADI. KoHTponb

A®l. 3miHa y meTogax BunpobysaHHs AD| abo
BMUXiZHOrO MaTepiany/npoMixxHoro

3a
peuenmom

UA/12569/01/02
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Kpaina

BupobHuk
eupobHUKa

[TponoBkeHHs noaarka 3

Ymoeu
sionycky

PeecmpauyitiHa npoyedypa

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,

ynakoeka)

3asieHUKa

NpOAYKTYy/peareHTy, O BUKOPUCTOBYETLCA Y
npoueci BUpobHMUTBa AD| (He3HauHi 3MiHW y
3aTBEpPAKEHNX MeToAax BUNPobyBaHHS) -

KapToOHY

nakco OnepenLiHc

Benuka

He3HayHi 3MiHW y 3aTBEepDKEHUX MeToaax
BunpobyeaHHsi A®I rigpoxnoportia3vg 3a
nokasHuKoM “laeHTrdikauis”. 3minm | Tuny -
3MmiHn 3 akocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo gonyctummnx
MeX, BU3Ha4eHux y cneumdikauisx Ha A®l, abo
BUXIOHWI/MPOMIDKHWUIA NPOAYKT/peareHT, LWo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuuytea AdI
(BUNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTi
(Hanpu1knag BUMYyYeHHs 3acTapinoro nokasHuka))
- BUNMYYEHHS HE3Ha4yHOro napamerpa
crneundikauii Ha A®I rigpoxnopoTia3ug, a came
— “Po34unHHicTb”. 3MiHu | TRy - 3MiHK 3 SKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiNOBIgHOCTI €Bponenchkin
hapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeOoOXiaHICTIO NpMBeAEeHHS Yy BigNOBIAHICTE A0
MoHorpagii dY abo €sponeincbkoi
capmakonei, abo iHWOoi HalioHanbHOI
dapmakonei gepxasu €C (iHLWi 3MiHK) -
npuBeaeHHs MeToay BUNpobysaHHs AdI
rigpoxnopoTias3ua Ha CynpoBiAHi JOMILLKWU A0
BMMoOr MmoHorpadii €. 3minm | Tuny - 3miHn 3
sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeobXiOHICTI0 NpMBeAEHHs y BIiAMNOBIAHICTb A0
MoHorpadii APY abo €sponencbkoi
capmakonei, abo iHWOoi HauioHanbHOI
apmakonei aepxasu €C (iHLWi 3MiHK) -
npuBeaeHHs MeToay BUNpobysaHHs AdI
rigpOXnopoTia3vua Ha XNopyan 40 BUMOT
MoHorpadii €. 3minm | Trny - 3miHM 3 AKoCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiZNOBIQHOCTI €BpONenchKin
dapmakonei/moHorpadii. 3miHuW, noB'a3aHi 3
HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpagii dY abo €sponerncbkoi
cbapmakonei, abo iHWOoi HaLioHanbHOT
apmakonei aepxasu €C (iHLWi 3MiHK) -
npuBeaeHHs MeToay BunpobysBaHHs AdI
riApOXNOpPOTia3nA Ha KinbKiCHe BU3HAYEHHS 10
BMMOr MoHorpadii €P. 3minu | Tuny - 3miHm 3
skocTi. A®Il. Kontponb A®I (iHwwi 3MiHW) -
BUIyYEHHS ONWCY NPOBEAEHHS METOANKN
BM3HaYeHHs nokasHuka “MikpobionoriyHa

yncrora”

Benuka

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis

3a

PEJIBAP

NOPOLLOK AMsi

'nakcoCmit

138.

UA/14565/01/01



91 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ENNINTA iHransauin, KnsnH BputaHia HOK Nimiteq, BpuTtaHia 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
[030BaHui, no 92 Ekcnopt nikapcbkuii 3aci6. Cuctema
MKI/22 MKr/go3y; no Timiten KOHTeNHep/3aKkynoptoBanbHuii 3aci6. 3miHa y
14 a6o 30 o3y MeToAax BUNpobyBaHHsI NEPBMHHOT yNakoBKW
NMOpPOLLKOBOMY roTOBOrO NMikapCbKOro 3acoby (HesHauHi 3aMiHN y
iHransTopi; no 1 3aTBEpKEHUX MeToaax BUnpobyBaHb) -
iHranaTopy y He3HayHi 3MiHW y 3aTBEePMKEHUX MeToAax
KapTOHHiI kopobui BUNpobyBaHb NepBUHHOI ynakosku 13, a came
3aMiHa HEKOPEKTHOro 306paxeHHs
pedepeHTHOro FTIR cnekTpy ans ineHTudikauii
KOHTaKTHOrO Marepiany NepBMHHOI YNaKoBKN —
MBX Gnictepa y 3atBepaKeHoMy po3gini
3.2.P.7. Container Closure System (Figure 5.
Reference FTIR Spectrum of PVC Film of Base
Foil Laminate). 3miHa HenoB’si3aHa 3
HenepeabayYeHMN TEXHOMNOTNYHNMM nogisMu, 3
HEBIQMOBIAHICTIO 3aTBEpAXeHVM cneuudikaligm
abo 3 BigXUNeHHsIMK y pe3ynbTaTax
pocnigpkeHHs ctabinbHocTi M3, HekopekTHe
penpeseHTaTMBHE 300paXKeHHs pedepeHTHOro
FTIR cnekTpy 6yno nogaHe y p. 3.2.P.7.
NMOMWITIKOBO
139. | PENBAP NMOPOLLOK AN nakcoCwmit Benwuka nakco OnepenwHc Benvka BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a UA/14564/01/01
ENAINTA iHranauin, KnanH BpuTaHis tOK Jimiteq BpuTaHis 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenmom
AosoBaHui, no 184 EkcnopT nikapcbkuii 3aci6. Cuctema
MKr/22 MKr/po3y; no Nimiteq KOHTeMHep/3akynoproBanbHuin 3aci6. 3miHa y
14 a6o 30 go3 y MeToax BUNpoOyBaHHS NEPBUHHOI YNaKOBKM
NMOPOLLIKOBOMY roTOBOro NMikapcbKoro 3acoby (He3HayHi 3MiHK y
iHransaTopi; no 1 3aTBEpKEHNX MeToaax BunpobyBaHb) -
iHransTopy y He3HayHi 3MiHW y 3aTBEepPDKEHUX MeToAax
KapTOHHiI kopobui BMNpobyBaHb NepBUHHOI ynakosku 13, a came
3aMiHa HEeKOPEKTHOro 306paxeHHs
pedepeHTHoro FTIR cnekTpy Ans ineHTudikauii
KOHTaKTHOro MaTepiany nepBMHHOI YNakoBKW —
MBX 6nictepa y 3aTBepaKeHOMy po3aini
3.2.P.7. Container Closure System (Figure 5.
Reference FTIR Spectrum of PVC Film of Base
Foil Laminate). 3miHa Henor’a3aHa 3
HenepeabayeHMU TEXHOMNOTYHUMM NogisMu, 3
HEBIAMNOBIAHICTIO 3aTBEpAXEHUM creumdikaLiam
abo 3 BigXUNeHHsSMU y pesynbTaTax
pocnimkeHHs ctabinbHocTi [T13. HekopekTHe
penpeseHTaTUBHE 300paXeHHs pedepeHTHOro
FTIR cnektpy 6yno gogaHe y p. 3.2.P.7.
NMOMWIIKOBO
140. | PEHOMNAH- TabneTku MaHkanng IHaia MaHkaiiHg ®apma IHpia BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: 3a UA/19048/01/01
1000 NPOSIOHroBaHoI Aji, dapma Timiten 3MiHu | TMny - 3MiHKM Wwopo peuenmom
no 1000 mr, no 10 Nimiteq 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.

TabneTok y 6nictepi,
no 3 Gnictepuy
KapTOHHI kopobui

BeeaeHHs1 aB0o 3MiHU [0 y3aranbHEHWUX AaHnX
npo cucTemy papMakoHarnagy (BBeAeHHs
y3aranbHeHUX JaHuX Npo cucTemy
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBiganNbHOI 3a 34iINCHEHHS
thapmakoHarnagy; KoHTakTHoi ocobu 3
chapmakoHarnagy 3agBHUKa Ans 30iMCHEHHA
apmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YyNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iCHEHHS hapmakoHarnsgy
(BKINOYaOUM KOHTaKTHI AaHi) Ta/abo 3miHu y
pPO3MiLLeHHi MmacTep-dainna cuctemm
capmakoHarnsgy) - 3miHa ynoBHOBaXeHO|
ocobu 3asBHMKA, BianoBiganbHOI 3a
capmakoHarnsag. Litoya pegakuia: Pagxar
Cinran / Rajat Singal. NMponoHoBaHa pegakuis:
IOp. Hity Cinxa / Dr. Nitu Sinha. 3miHa
KOHTAKTHMX AAHWNX YOBHOBAaXEHOI 0cobu,
Bi4noBiganbHOI 3a hapmakoHarnsag
141. | CEBO®JIYPAH | piguHa ans Mipaman CLUA Mipaman Kpitikan CLWA BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/14824/01/01
iHransuin 100 %, no Kpitikan Kep Kep IHk. 3MiHu | TUny - 3miHun Wwopo peuenmom
250 mn npenapaty y IHK. 6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
donakoHi BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHb Ta yMOB
BMAaYi peecTpauinHoro NocBiaYeHHs,
BKrtovatoum MNnaH ynpaeniHHA puankamu (iHLwi
3MiHM) - 3asiBHMKOM HafiaHO OHoBReHu MNnaH
ynpaBriHHA pu3nkamu Bepcis 2.2 3MiHM BHECEHO
o vactuH: | «3aranbHa iHdopmauisy» 11
«Cneuudpikauis 3 6e3nekny V «3axoam 3
MiHimi3auii pusukisy», VI «Pestome nnaHy
ynpasniHHst puankamuy» VII «JogaTku» ( 8) y
3B’53Ky 3 OHOBIIEHHAM iHOpMaLii 3 6e3nekn
aito4oi pevoBuHU ceBodnypaH. Pestome MNnaHy
yrnpaBniHHSA pusrkaMu Bepcisa 2.2 4ofaeTbest
142. | CEPTUKAH Tabnetkun no 0,75 Hosapric LLisenuapis Brpo6HuuTBO, LLisenuapis/ BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3a UA/3913/01/03
mr, no 10 TabneTok dapma Al KOHTPOMb SIKOCTI, PymyHis 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenmom
y bnicTepi; no 6 nepBUHHE nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
GnictepiB y kopobui nakyBaHHs, TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
3 KapTOHY BTOPUHHE roToBOro nikapcbkoro 3acoby (iHwWi 3MiHK). 3MiHa
nakyBarnbHOro nakyBaHHs, BUMyCK y TepMiHax NpnaaTHOCTi NPOMIXXHOrO NPOAYKTY,
cepii: HoBapric a came- 36inbLUEHHS TepMiHy NpUAATHOCTI o 24
®dapma LTenH Al MicsauiB (3aTBepKeHo: 12 micsiliB) Ans TBepaol
LLisenuapis; avcnepcii RAD001 2%, ynakoBaHoi B
KoHTponb sKocTi: repMeTUYHUIA NakeT 3 TPULLAPOBOI antoMiHieBol
dapmaHanituka CA, donbri, 06pobneHunn a3oToM, iKW
LLsenuapis; 36epiraeTubcs Npu Temnepartypi 2-8°C.
BrpobHuuTBO 3a
MOBHVM LIMKIIOM:
Canpos C.P.1.,
PymyHis
143. | CUPOANYO® TabneTku no 4 wr; TOB YkpaiHa BMPOOHMLTBO 3a Typeyumnna/ BHECEHHS 3MiH [0 peecTpauiHuX maTepianis: 3a UA/1655/01/02
no 10 TabneTtoky "CaHpo3 NMOBHUM LIUKITOM: PymyHis/ BUMNpPaBIIEHHS TEXHIYHOT MOMUIKW, 3rigHO N.2.4. peuyenmom
6nictepi; no 3 YkpaiHa" Hoeaprtic Carnik, HimeuyunHa nn. 4 po3giny VI Hakazy MO3 Ykpainu Big

Gnictepu B

lga Be Tapim

26.08.2005p. Ne 426 (y pegakuii Hakazy MO3




93 [TponoBkeHHs noaarka 3
Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHiI kopooLi YpyHnepi CaH. Be Ykpainu Big 23.07.2015 p Ne 460) -
Tik. A.C., BUNPaBEHHSA TEXHIYHOI MOMUIKM B METOAAX
TypeyunHa; koHTponto MKA J13, gonyweHoi npu
KOHTPOMb AKOCTi: nepeHeceHHi iHbopmalii i3 opuriHanbHMX
C.K. CaHgos C.P.11.,, MaTepianisB peecTpauiiHoro ocbe 3a
PyMyHis; Bunyck nokasHukom n. «59001.01 laeHTndikauis,
cepii: HoBaprtic KiflbKiCHEe BM3HAYEHHS Ta OOQHOPIAHICTb BMICTY»
dapma 'm6X, (metog RRLC) B npoueaypi «BunpobosyBaHuit
Himeyumna PO34MH (KinbKicCHe BM3HaAYeHHs)». 3a3HayeHe
BUMNpaBfeHHs Bignosigae maTepianam
peecTpaLiiHOro Jocke, SIki NpeAcTaBrieHi B
apxiBi (po3gin 3.2.P.5.2. AHanitnyHi metogukn).
144. | CIBPABA PO34MH Anst iH'ekuin, Hosapric LLiseniLapis BUPOBHMUTBO, ABcTpisi/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/20570/01/01
284 mr/1,5mnno 1,5 Osepcis KOHTPOMb SKOCTI ITanis/ 3MiHn | TUny - 3miHu Wwopo peuenmom
MIT PO34MHY Y IHBECTMEHTC (4acTkoBui), CnogeHis/ Ge3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
nonepegHL0 Al nepBUHHE LLseviuapis/ 3MiHa YacToTu Ta/abo TepMiHiB NogaHHs
HanoBHeHOMY nakyBaHHs, HimeyunHa perynspHoO OHOBIOBaHWX 3BITIB 3 6e3neku
wnpuui; no 1 BTOPUHHE nikapcbkux 3acobiB. 3MiHM y YacToTi Ta gaTax
nonepegHL0 nakyBaHHs, BUNyCK nofaHHs perynsipHo OHOBIHOBAHOIO 3BITY 3
HanoBHEHOMY cepii: 6esneku. [itova pegakuis: Yactora nogaHHs
wnpwuuy B 6ricTepi; HoaprTic perynsipHo OHOBIOBAHOIO 3BiTYy 3 6e3nekn
no 1 Gnictepy y dapmackioTrkan BignosigHo go Masu V 0.3 nn.2.1 Hakazy MO3
KapTOHHiIN kopobui MaHyakTypiHr Ykpainu Big 27 rpyaHsa 2006 poky Ne 898 (y
"mM6X, ABCTpis; pepakuii Hakazy MO3 Ykpainu Big 26 BepecHst
Bupo6HmuTBO, 2016 poky Ne 996). NponoHoBaHa pepakuisi:
KOHTPOSb SIKOCTI YacTtoTa nogaHHs perynsipHO OHOBIOBaHOO
(4acTkoBUWA), 3BiTYy 3 6e3neku 1 pik. KiHueBa gata ans
nepBUHHE BKItoYeHHs gaHux o PO3B - 31.12.2025 p.
nakyBaHH4: [ata nogaHHs - 11.03.2026 p. PekomeHaoBaHo

KopaeH ®apma
C.n.A., Itanis;
BTOPWHHE
nakyBaHHs:
KopaeH ®apma
C.n.A., lItanis;
KoHTponb skocTi
(4acTkoBUIA):
HoBapric
dapmacbioTumkan
MaHydakTypiHr
'M6X, ABCTpisi;
KoHTponb sikocTi
(4acTkoBUIA):
Ilek
dapmacbioTmkanc
n.0., CnoseHis;
KoHTponb sKocTi
(4acTkoBUIA):
HoBapric
dapmackioTrkan
MaHydakTypiHr

[0 3aTBEpPAXEHHS BiANOBiAHO A0 NepiognYHOCTI
nofaHHsi perynsipHo OHOBIHOBAHUX 3BITiB 3
6esnekn nikapcbkmx 3acobis y €C.
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

JINC, CnoeeHis;
KoHTponb sKocTi
(4acTkoBuN):
HosapTic ®apma
Lternn AT,
LLsenuapis;
KoHTponb sKocCTi
(4acTkoBUNA):
Yenab C.p.n.,
ITanis;
BTopuHHe
nakyBaHHsi:
dapmnor ®apma
TNogxucTik MTmbX,
HimeuumnHa;
BTopuHHe
nakyBaHHs:
HOnc Xenckep ltanis
C.p.n., Itanis;
KoHTponb sKocTi
(4acTkoBuN):
HoBaprTic
dapmacbioTrkan
MaHydakTypiHr
JINC, CnoseHist

145.

CIHAPTA®

NMOPOLLOK AN
OpanbHOro Po34uHy,
1,51/3,95t; no 3,95
r B cawe; no 10 abo
30 cawe y nayui 3
KapToHY

AT
"®papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TNy - 3miHm 3 sikocTi. A®I. KoHTponb
A®I. 3miHa y MeToax BunpobyBaHHsA ADIl abo
BUXiZHOrO MaTepiany/npoMixXHoro
NpoAYyKTYy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHmuTea ADI (iHWi 3MiHK Yy
mMeTofax BUNpobyBaHHS (BKIMIOYAKOUN 3aMiHY
abo gonoBHeHHs) APl abo
BVXigHOro/NMpoMiXkHOro npoaykTy) - 3miHa y
meTogax BunpobysaHHs AdI, a came
[oAaBaHHA anbTepHaTUBHOI BHYTPILUHbI
MeTOAMKM Bif BUpoOHUKa AT «dapmak» Lioao
BM3HaY€HHS NOKa3HUKa «3arnuLUKOBI KinbKOCTi
OpraHiYHMUX PO3YNHHUKIBY.
3miHu Il TUny - 3miHu 3 skocTi. API.
Brpo6HuuTBO. 3MiHa BUpobHUKa
BMXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUYOMY npoueci
A, abo 3miHa BUpoOHMKa (BKMOYatoum, ae
HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOIHO SIKOCTI)
AQI (3a BiacyTHOCTI cepTudikaTta BianoBigHOCTI
€Bponevicbkinn hapmakonei y 3aTBepakeHoMy
Oocbe)(BBEAEHHS HOBOTO BUPOGHUKa AdI 3
HafaHHsM macTep-darina Ha ADI) - BBegeHHs
anbTepHaTUBHOro BUpobHuka TYCHE
INDUSTRIES LIMITED, Ingisi ans A®I

3a
peuernmom

UA/14774/01/01
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
rNoKo3aMiHy cynbdat HaTpieBa Cinb 3
HagaHHAM macTep-danna (Bepcis
GLS/CTD(Q)/03R2 Big ntoToro 2023 p.).
146. | CIO®OP® XR TabneTku BEPJIIH- Himeuunna BMPOBHMLTBO "in IHais/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/20045/01/02
1000 MPOSOHroBaHoI A, XEMI Al bulk": CenTayp Himeuumna/ 3Minn | TUny - 3miHu Wwopo peuenmom | niidnseae
no 1000 wmr; no 15 dapmaveyTikana ITanis 6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
TabneTok y 6nicTepi; MpanseT JimiTea, 3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
no 2, 4 abo 8 IHAis; BMpOBHULTBO 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii ansi
GnictepiB y "in bulk" Ta MeLMYHOro 3acToCyBaHHA Ha niacrasi
KapTOHHiI kopooLi KOHTPOIb cepili (3a PerynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3nekn
BUHATKOM nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
BMNpobyBaHb Ans 3aCTOCyBaHHsI Nikapcbkoro 3acoby B
BU3HAYEHHS BMICTY nicnapeecTpauinHui nepioa, abo sk pesynbTaTt
NDMA): BEPJ1IH- OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX
XEMI AT, BiANOBIQHO 0 NNaHy negiaTpu4HMX OCnioKEeHb
Himeuumnna; (PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
nakyBaHHs, YNOBHOBAXEHNM OpraHom) - 3MiHU BHECEHO A0
KOHTpOrb (3a IHCTPYKUIi ANA MeQUYHOro 3acToCyBaHHA
BUHSITKOM nikapcbkoro 3acoby o poaginy "OcobnmsocTi
BUNpobyBaHb Ans 3acTocyBaHHA" BiANOBIAHO O OHOBMEHOI
BU3HAYEHHS BMICTY iHdbopMmalii Wwoao 6e3nekn 3acTocyBaHHs 4ito4oi
NDMA) Ta Bunyck PEYOBUHN.
cepini: BEPJTIH-
XEMI AT,
Himeuumnna;
KOHTPOMb Cepiii
(Tinbkn
BUNpoOyBaHHSA Ans
BU3HAYEHHS BMICTY
NDMA): A. MeHapiHi
MaHydakTypiHr
JloricTikc eHa
Cepsicec C.P.J1,,
ITanis
147. | CIO®OP® XR TabneTku BEPJIIH- Himeuunna BMPOGHMLTBO "in IHais/ BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3a He UA/20045/01/01
500 NPOSIoOHroBaHoI A, XEMI Al bulk": CeHTayp Himeuumna/ 3MiHu | TUny - 3miHun Wwopo peuenmom | nidnsizae
no 500 mr; no 15 dapmaveyTikana ITanis 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsgy.

TabneTok y 6nictepi,
no 4 abo 8 GnicTepis
Y KapTOHHIlA kopobuUi

MpangeT JlimiTea,
IHAis; BUpOGHULTBO
"in bulk" Ta
KOHTPO-b cepili (3a
BUHATKOM
BUNpobyBaHb Ans
BM3HAYEHHS BMICTY
NDMA): BEPIIH-
XEMI AT,
HimeyuunHa;
nakyBaHHs1,
KOHTpOrb (32
BUHATKOM
BUNpobyBaHb Ansi

3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS1 Ta iHCTpYKLUii Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTaBi
PerynsipHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B
nicnapeecTpainHun nepioa, abo sk pesynbtaT
OLiHKM 3BITY 3 JOCNIAXEHb, NPOBEAESHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX AoChigXeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO A0
IHCTpYyKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginy "OcobnmeocTi
3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOI
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BU3HAYEHHS BMICTY iHdbopMmalii Wwoao 6e3nekn 3acTocyBaHHS Oito4oi
NDMA) Ta Bunyck PEYOBUHN.
cepin: BEPJ1IH-
XEMI AT,
HimeuumnHa;
KOHTPOMb cepin
(Tinbkn
BUNPOBYBaHHs Ans
BM3HAYEHHS BMICTY
NDMA): A. MeHapiHi
MaHyakTypiHr
JoricTikc eHa
Cepsicec C.P.J1,,
ITanis
148. | CNA3BMOIJIIKC Tabnetku; no 10 MPAT YkpaiHa MPAT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 nidnsieae UA/6840/01/01
TabneTok y "XIMOAPM3 "XIMOGAPM3ABO[ 3MiHu | Tuny - 3MiHKM Wwopo peuenma
6nictepax; no 10 ABO[ "YEPBOHA 3IPKA" 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
Tabnetok y 6nicrepi; | "HEPBOHA 3MiHa y KOpOTKili XapaKTepucTuLi Nnikapcbkoro
no 1 aéo no 2 3IPKA" 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii Ans
6nictepu B nayui 3 MEANYHOro 3aCTOCYBaHHS Ha MiAcTaBi
KapToHY perynsipHo OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OLiHKM 3BITY 3 JOCHIAKEHb, NPOBEAESHUX
BiZNOBIQHO [0 NNaHy nejiaTpuyHMX AOChioXKeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXEHNM OpraHoM). 3MiH1 BHECEHO A0
IHCTpYKUIT ANS MEeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby ao posainis
"MpoTunokasaHHs" , "OcobnumeocTi
3acTocyBaHHA" BiANOBIAHO O OHOBMEHOI
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
peyoBUHU. TepMiH BBeAEHHS 3MiH NpoTaroMm 3
MicsILLiB Micnsi 3aTBEPOXKEHHS.
149. | CNEKTPINA NOpPOLLOK AN Mepak Himeuyunna Bupo6Huk, Lo HimeuuunHa BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: 3a UA/17474/01/01
KOHUEeHTpaTy Ans [esenbwad BignoBigae 3a 3MiHu | TUnYy - 3miHK 3 sikocTi. ADI. peuenmom
po34nHy Ans T dprop MapKyBaHHS, BupobHuuTtBo. 3MiHM B npoLieci BUpobHMLTBa
iHdy3in, no 10 000 KniHiwe BTOPUHHE AQ®I| (He3HauHa 3MiHa y npoLeci BUpobHULTBA
Of; 1a6o 5 Lneuiansnp nakyBaHHs Ta 3a ADI)
hbnakoHiB 3 enaparte BUMNycK cepii: Megak He3Ha4Hi 3MiHM y BUPOGHMYOMY npoLieci
NMOPOLLIKOM Y MEX [esenbliadt drop aKTUBHOI pevoBWHHU r-L-acnapariHa3u, wo

KapTOHHiIl kopobui

KniHiwe
Lneuiansnpenapar
e M6X, HimeuyunHa;

Bupo6Huk, Lo
Bignosigae 3a
BUPOGHULTBO
roTOBOI NiKapCbKoi
dopMu, NEPBUHHE
nakyBaHHsi,

[03BONSAI0Tb Pi3HY KiNbKiCTb (PinbTpyBanbHUX
MozyrniB y dinbTpaLii akTMBOBaHWUM BYTiNmnsm,
306epiratoun Npu LbOMy 3aranbHy NnoLy
dinbTpa. - 3MiHu | TUNY - 3MiHK 3 sikocTi. ADI.
BupobHuuteo. 3mMiHn BUNpobyBaHb abo
OonycTMMMUX MeX y npoueci BupobHuutea Adl,
LLIO BCTaHOBMEHi y cneundikauisix (iHLi 3MiHW)
3MiHM JOMYCTUMUX MEX Y NPOLEeCi BUPOOHULITBA
AdI, a came gonycTMMi Mexi BUSHaYEHHSsI
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BUNPOOYBaHHS/KOHT
pornb AKOCTi:
JliokoHTpakT MM6X,
HimeuyunHa

yuctoTn 3a gonomoroto SDS-PAGE, wo
3aCTOCOBYHOTLCA Nif Yac BUPOBHMLTBA aKTUBHOT
peyoBUHU r-L-acnapariHasu, amiHeHo 3 NMT 20
% / NMT 30,0 % / NMT 34,0 % go NMT 16 % /
24 % | 27 % B KiHUi BUpOBHMYOI hepmeHTaLii /
Ha MikpodinbTpauinHomy nepmeari / Ha AEC
HaBaHTaXeHHI. - 3MiHun | TUny - 3MiHK 3 AKOCTI.
A®I. BupobHuuteo. 3MiHM BUNpobyBaHb abo
[OMYyCTUMUX MeX Y npoueci BUpobHuutea Ad,
LLIO BCTAHOBIEHI y crneumdikauisax (iHwi 3miHu)
3MiHa BUNpobyBaHb abo AOMYCTUMUX MEX Y
npoueci BupobHuuTea A®I, o BCTaHOBMEHI y
cneumaikauiax, a came 3miHa y KoHconigauii
BM3Ha4Y€HHSA OMTUYHOI NYCTUHM Ans BUPOOHNYOro
KOHTPOMIO MPY BU3HAYEHHI Macu Cyxux KniTUH Ha
cTagisx doepmeHTauii y BUpOOGHMUTBI aKTUBHOT
peyoBuHY r-L-acnapariHaaw. - 3minu | Tuny -
3MmiHu 3 skocTi. ADl. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHuX y crneumdikauisx Ha A®l, abo
BUXIOHWMI/MPOMIDKHWUIA NpOaYKT/peareHT, LWo
BUKOPUCTOBYIOTLCS Y npoueci BupobHuutea AdI
(iHWi 3MiHM) 3miHa y napameTpax creumndikauin
Ta/abo AoNYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®Il, a came 3miHa y
BiJHECEHHI He3HaYHUX NikiB 4o rpyn 1 1a 2 npu
BMU3HaYeHHS XpomaTorpadivyHoi YNCTOTU (MeToA
RP- HPLC 2). - 3miHu Il Tuny - 3miHn 3 sikocTi.
AO®I. BUpobHMLTBO. 3MiHKM B npoueci
BMpOGHMUTBa ADI (3MiHa CTOCYETbLCS aKTUBHOI
peyvoBMHYM BionoriyHoro/iMyHomnoriyHoro
NoxoaXeHHs abo BUKOpUCTaHHA XiMidHUX APl y
BMPOGHMUTBI Nikapcbkoro 3acoby
6ionori4Horo/iMyHOMNOri4YHOro NOXOAXKEHHS, sika
MOXe MaTu 3HaYHUI BNMB Ha AKICTb, 6esneky
Ta eheKTMBHICTb nikapcbkoro 3acoby, i He
CTOCYETbLCS MPOTOKOY) 3MiHW Y BUPOBHUYOMY
npoteci 6ionoriYyHO akTMBHOI Pe4YOBUHM I-L
acnapariHasu 3 MeTOH BMpoBagXeHHS HOBOroO
obnagHaHHa Ans depmeHTadii (nonepeaHs Ta
OCHOBHa KynbTypa oepMeHTalLiii).

150.

CTUMOnN®

PO34MH oparnbHui, 1
r/10 mn, no 10 mn y
nakeTuky; no 18
nakeTuKiB y
KapTOHHI kopobui

BIOKOOEKC

DdpaHuis

BIOKOAEKC

®paHuia

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MmiHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpaLiniHoro noceig4eHHs). 3MiHa
MicLie3HaxX0AXXEeHHS opuanYHOI ocobn 3asiBHUKa
(BnacHuka peecTpauiiHoro nocBig4eHHst). 3MiHu
| Tuny - 3miHn Wwopno 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. BeenerHst abo 3amiHn go
y3aranbHeHNX AaHVX Npo cucTemy
hapmakoHarnsgy (BBeAeHHs y3aranbHEeHUx

6e3
peuyenma

UA/6937/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
[AaHuX nNpo cuctemy chapmakoHarnsgy, amiHa
ynoBHOBaXeHoi ocobu, BiANoBiaanbHoi 3a
3piicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu
3 (hapmakoHarnagy 3asBHUKa 4ns 30iNCHEHHA
apmakoHarnsgy B YKpaiHi, SKLWwo BOHa
BigMiHHa Bif, YyNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iCHEHHS hapmakoHarnsgy
(BKNOYaOUM KOHTaKTHI AaHi) Ta/abo 3miHu y
pPO3MiLLeHHi MmacTep-dainna cuctemm
dapmakoHarnsay). 3miHa KOHTaKTHUX faHuX
YMOBHOBaXeHOi 0coby 3asBHMKa,
BignosiganeHoi 3a chapmakoHarnsg. 3miHa
MicLie3HaxXo4KeHHA MacTep-ganna cuctemm
bapmakoHarnsgy. 3miHa micus 30iNCHEHHSA
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsay. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOT 3a
dapmakoHarnag B YkpaiHi. [litoua pegakuis:
LLlanka OneHa BonogumupieHa. MponoHoBaHa
penakuisi: Bucoubka Onbra MpuropisHa. 3miHa
KOHTaKTHUX AaHUX KOHTAKTHOI 0COOW 3asiBHUKA,
BignoBiganbHoi 3a dhapmakoHarnag. 3miHum |
TMny - AOMIHICTpPaTUBHI 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
npoBaXeHHs OisnbHOCTI BUpoGHMKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby, BKIoYaum
LOinbHULi BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOO SIKOCTI. (QiNbHICTb, 3a sIKy Bignosigae
BMPOGHMK/iMNOpTEp, BKIOYaKUM BUMYCK CEpili).
3MmiHa agpecu ropyanyHoi ocoby BUpobHMKa.
Bupo6Huya ginbHWUs Ta BCi BUPOGHUMYI onepauii
3anuwaTbes 6e3 3MiH.
151. | CTPO®AHTUH- | posuuH ans iH'ekuin, | TOBAPUCT YkpaiHa KOHTPOMb SKOCTI, Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3a UA/0079/01/01
r 0,25 mr/mn, no 1 mn BO 3 BUWMNYCK cepil: 3MiHu | TUny - 3miHun Wwopo peuenmom
B amnyni; no 10 OBMEXEH ToBapwucTtBo 3 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
amnyn y nayui 3 (0];0) obmexeHo (iHLWi 3MiHW).3MiHN BHECEHO B TEKCT MapKyBaHHS
KapToHy; no 1 mn B BIOMNOBIOA BiAnoBiganbHicTo BTOPUWHHOI YNaKoBKM NikKapCbKoro 3acoby y
amnyni; no 5 amnyn JNIBHICTIO "NocnigHnin 3aBog nyHkt 1, 3, 6, 11, 17 Ta B TeKCT MapKyBaHHs
y bricTepi, no 2 «KOPTIOPA "rTHUC", NEepBUHHOI YMaKoBKM y MyHKTK 2, 6. Takox
Gnictepu y navui 3 LiA YkpaiHa; BUNy4YeHo ay6niotouy iHpopMalito pocincbkoto
KapToHy; no 1 mn B «300POB’A BCi cTagii MOBOIO Ta BHECEHO HEe3HauHi NpaBKK MO TEKCTY.
amnyni; no 10 amnyn » BUPOOHMUTBA, BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
y 6nicTtepi, no 1 KOHTPOMb SIKOCTI, 3aTBEePAKEHHS
6nictepy B nayui 3 BUNYCK cepii:
KapTOHYy ToBapwucTBo 3
obmexeHo
BignoBiganbHIiCTIO
"®apmaueBTnyHa
KOMMaHis
"3nopos's",
YkpaiHa
152. | TEMMNANTIH® TabneTku, BKpUTI AT Bonrapis Brpo6HuuTBO Bonrapis/ BHECEHHS 3MiH 0 peecTpauiiHMX MaTepianis: be3 nidnsieae UA/3553/01/01
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[TponoBkeHHs noaarka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
o6onoHkoto, no 10 "Codhapma" Hepo3adacoBaHol YkpaiHa 3MiHun | Tuny - 3MiHKM Wwopo peuenma
TabneTok y 6nicTepi; npoaykuii, NnepBuHHa 6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
no 1 abo 2 6nictepu Ta BTOPVHHA 3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
B KapTOHHIN nayui ynakoska: AT 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUiT Ans
"Codhapma", MeOM4YHOro 3acToCyBaHHS Ha NiacTaBsi
Bonrapis; perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
BupobHuLTBO nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
Hepo3dacosaHoi 3aCTOCyBaHHS nikapcbkoro 3acoby B
npoaykuii, nepBnHHa nicnapeecTpauinHuin nepiod, abo sk pesynbTar
ynakoBka, [03BiN Ha OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
BWMYCK cepii abo BiAMOBIAHO A0 NNaHy neaiaTpudHNX AoCnigXeHb
BUPOBHMUTBO 3a (PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
NOBHUM Uuknom: AT YNOBHOBaXXEHNM opraHom) - 3MiHU BHECEHO A0
"Cocpapma”, IHCTPYKUIT ANS MEeANYHOro 3aCTOCyBaHHS
Bonrapiga; BropuHHa nikapcbkoro 3acoby o po3gainie:
ynakoBka, [O3BiN Ha "MpoTunokasaHHs", "OcobnuneocTi
BUMNYyckK cepii: AT 3actocyBaHHs", "lNMobiyHi peakuii” woao 6esnekn
"BITAMIHW", 3aCTOCYBaHHSA Aito40i Pe4OBUHM METaMi3on
Ykpaina BignoBigHo Ao pekomeHaauin PRAC
153. | TUSUH® cnpewn HasanbHUK, MakHin AHrnis OENb®APM ®paHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/8179/01/01
KCuno po34yuH 0,05 %; no MNpopakTc OPJIEAH 3MiHun | Tuny - 3MiHmM Wwopo peuenma
10 mn y donakoHi; no Jlimiteq 6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
1 donakoHy y 3MiHa yacToTu Ta/abo TepmiHiB nogaHHA
KapTOHHIN ynakoBLji perynsipHo OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB - 3MiHa 4acToTV NoAaHHs
perynsipHO OHOBMOBAHOIO 3BiTy 3 6e3neku:
[itova pepakuis: YactoTa nogaHHa perynsipHo
OHOBMOBaHOTO 3BiTYy 3 6e3neku 8 pokis. KiHueBa
pata ans BkntoYeHHs aaHux o PO36 -
31.05.2020 p. JaTa nogaHHs - 29.08.2020 p.
[MponoHoBaHa pepakuis: Yactota nogaHHs
perynsipHoO OHOBMOBAHOIO 3BiTy 3 6e3nekn 5
pokis KiHueBa gata Ans BKMYEHHS AaHuX 0
POSB - 31.05.2028 p. Oata nogaHHs —
29.08.2028 p. PekomeHgoBaHo Ao
3aTBepKEHHS BIANOBIAHO 4O NepioANYHOCTI
noAaHHsi perynsipHo OHOBHOBAHUX 3BITIB 3
Oe3neku nikapcbkux 3acobis y €C
154. | TUSUH® cnpen HasanbHUi, MakHin AHrnis OENb®APM ®paHuis BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: bes UA/8179/01/02
KCUno po3uuH 0,1 %; no 10 Mpogaktc OPJIEAH 3MiHu | TUnYy - 3miHK Wwopo peuenma
My donakoHi; no 1 TlimiTen 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy.

dnakoHy y
KapTOHHIN ynakoBLji

3MiHa YacToTu Ta/abo TepMiHiB NogaHHs
perynsipHo OHOBIOBaHMWX 3BiTIB 3 6e3neku
nikapcbkunx 3acobiB - 3MiHa 4YacTOTV NOAAHHSA
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3neku:
[itova pegakuis: YactoTa nogaHHsa perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3neku 8 pokis. KiHueBa
paTta ans BkntoYeHHs aaHux o PO36 -
31.05.2020 p. Jata nogaHHs - 29.08.2020 p.
MponoHoBaHa peaakuisa: YactoTa nogaHHs
perynsipHO OHOBIMOBAHOIO 3BiTYy 3 6e3neku 5
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[IponoBkeHHs foaaTka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
pokiB KiHueBa gata ansa BKNOYEHHS JaHUX OO
POSB - 31.05.2028 p. [lata nogaHHa —
29.08.2028 p. PekomeHgoBaHo 8o
3aTBepAKEHHS BiONOBIAHO 40 NEPIOANYHOCTI
NOAAHHS PerynsipHoO OHOBIIIOBAHUX 3BITIB 3
6e3neku nikapcbkux 3acobis y €C
155. | TIAMIHY po3uunH ang iH'ekuin, | TOBAPUCT YkpaiHa ToBapuctso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a UA/7787/01/01
xXnopupg- 50 mr/Mnno 1 mn B BO 3 obmexeHo 3MiHun | Tvny - 3MiHmn Wwoao peuenmom
300POB'A amnyni; no 5 amnyn OBMEXEH BignoBiganbHicTo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
y BnicTepi; no 2 (e]}0} "papmaueBTUYHa (iHWi 3miHK)
6nictepu B BIAMNOBIOA KomnaHis "3gopos's” 3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
KapTOHHiIN kopooLyj; JIBHICTHO yNaKoBKM Nikapcbkoro 3acoby y nyHktn 1, 6, 11,
no 1 mn B amnyni; «KOPMOPA 17 Ta B TEKCT MapKyBaHHA NEPBMHHOI YNaKoBKM
no 10 amnyn y LA y nyHkTn 4, 5, 6. Takox Buny4eHo Ayoniorouy
6nictepi; no 1 «300POB’A iH(bopMaLlito pPOCICbKO0 MOBOIO Ta BHECEHO
6nictepy B » He3HauHi MpaBKu MO TEKCTY.
KapTOHHiIN kopobLyj; BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
no 1 mn B amnyni; 3aTBEPAKEHHSA
no 10 amnyny
KapTOHHiIN kopobui
156. | TONNEPIN- po3uuH ans iH'ekuin, | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/19576/01/01
3400POB'A no 1 mn B amnyrni; BO 3 obmexeHor 3MmiHun | Tuny - 3MiHn Wwopo peuenmom
no 5 amnyny OBMEXEH BiAMOBIAAMNbLHICTIO 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
KapTOHHiI kopobui 3 (0]}0) "®apmaueBTuyHa (iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
neperopogkoto; no 5 | BIAMOBIJA KomnaHis "3gopos's” MapKyBaHHSI BTOPUHHOI YNaKoBKU MiKapCbKOro
amnyn y 6nictepi; no NBbHICTIO 3acoby y nyHktn 4, 7,11, 17 Ta B TekcT
1 6nictepy y «KOPTTOPA MapKyBaHHS NEPBUHHOI YNaKOBKW Y NyHKTW 3, 4,
KopobLi 3 KapTOHY LA 5, 6. Takox Buny4eHo aybntotody iHdopmaLiio
«300POB’A POCIICbKOK MOBOI Ta BHECEHO HEe3Ha4Hi MpaBKu
» Nno TEKCTY. BBEAEHHS 3MiH NPOTSIroM 6-Tu
MiCsILiB Micnsi 3aTBEPOKEHHS
157. | TPIYMEK TabneTkn, BKpUTI BiiB Benuka BupobHumk Benuka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/14812/01/01
NniBkOBOIO Xenckep HOK BpuTaHis Hepo3dpacoBaHoro Bputanis/ 3miHu | TNy - 3miHm 3 sikocTi. API. KoHTponb peuenmom
obornoHkoto, no 50 Nimiteq npoaykTy: nakco Icnanis/ A®I. 3miHa y napameTpax cneundikauivi Ta/abo
mr/600 mr/300 mr; no OnepenwHc FOK MonbLa OONYyCTUMMUX MEX, BU3HAYEHNX Y crieumdikauisx

30 TabneTtok y
donakoHi; no 1
hbnakoHy B
KapTOHHIl kopobui

Nimiten, Benuka
Bputanis; MNepBuHHa
Ta BTOpPWHHA
ynakoBka, A03BIin Ha
BMNycCK cepii: Mnakco
Bennkom C.A.,
IcnaHis; BupobHuk
Hepo3dacoBaHoro
NpoAyKTY, KOHTPOnb
AKOCTi, NepBMHHA Ta
BTOPWHHA YMNakoBkKa,
[03BiN Ha BUMYCK
cepii: Jendapm
MosHaHb C.A,,
Monblwa

Ha A®I, abo BUXigHWUIA/NPOMIXHWIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BUpobHuuTBa AD| (BUNyYEHHs
HEe3Ha4yHOro NnokasHuKa siKocTi (Hanpuknag,
BUITYYEHHS 3acTapinoro nokasHuka)) - BHeceHHs
3MiH go p.3.2.S.2.3 Control of
Materials_Reagents, Solvents and Auxiliary
Materials BuaaneHHs nokasHuka "Baxki metanu"
3i cneumdikaLii ons AONOMIKHOIO
inbTpyBaneHoro matepiany. 3MiHu | Tuny -
3miHu 3 gkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikadiv Ta/abo gonycTummnx
MeX, BU3HAYEHWX y crneumdikadisx Ha A®l, abo
BUXIOHVI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y NpoLeci BUpobHuutea AdI
(iHWi 3miHW) - BHeceHHs 3MiH go cneundikauii
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

018 JONOMIDKHOMO (pinbTpyBanbHOro Marepiany,
a came - OHOBMEHHS NOoKa3HWKa "30BHiLLHIN
BUMMAA" 3 «TBEpaa pevoBuHa Big Ginoro go

Maiike Ginoro Konbopy» Ha «TBepAa peyvoBUHa

Bif 6inoro Ao CBITNO-CiPOro Konbopy», OCKiNbKM

mMaTtepian TpaguuiiHo mae 6inui abo cBiTno-
cipui konip. Takox, BHECEHHSA peaakuinHnX
NnpaBokK, a came - NMpoHyMepyBaTu Tabnuuj,
nogartu o Haseu Tabnuub «Cneumdikauis
ansay», BunpaesuTn opdorpadivyHy NOMUnKy B
Tabnuui XxNopucToro BOAHI0, 3aMiHMBLLN

«rested» Ha «tested» y po3gini S.2.3 KoHTponb

marepianis PeareHTn, PO3YNMHHUKN Ta AOMOMIXHI

matepianu. 3minu | Tuny - 3miHn 3 akocTi. ADI.

KoHTponb A®L. 3miHa y MeToaax BUNpoOyBaHHS
A®I abo BuxigHoro maTepiany/npomMixHoro

npoayKkTy/peareHTy, L0 BUKOPUCTOBYETHLCS Y
npoueci BupobHuuTea AP| (He3HayHi 3MiHN Y
3aTBEepAKEHNX MeTodax BunpobyeaHHs) (b.1.6.2.
(a) IA)

BHeCeHHs1 He3Ha4YHMX 3MiH 40 aHaniTU4HOro
MeToay Ans BUSHAYEHHST «CYNYTHIX JOMILLIOK Y
GI268494A 3a ponomoroto ra3osoi
Xpomatorpadii», a came 3a3HaueHHs1 TUNOBUX
yacis yTpUMyBaHHS BiAHOCHO OCHOBHOTO MKy
(am-noxigHoro) (RRT) GI268494, konu
BUKOPUCTOBYIOTBCA SIK BOAEHb, TaK i reniv sk ras-
HOCIiN. TakoxX, BHECEHHS pefaKLifnHUX NpaBok, a
came - NpoHyMepyBaTu Tabnuui y po3aini S.2.3
KoHTponb maTepianis GI268494A

158.

TPOKCEPYTWUH

renb 2 %;no40r
a6o 100 r y Ty6i, no
ofHin Ty6i B nayui 3
KapToHy

TOB
"TepHodpap
"

YkpaiHa

TOB "TepHodapm"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/l'E-cepTudikat BignosigHoOCTI
€Bponeicbkinn apmakonei/MmoHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hbapmakonei aepxasu €C (3miHa
y cneundikauisix, nos's3aHa 3i amiHamu B Y,
abo €sponeiicbkin hapmakonei, abo iHLWin
HauioHanbHin dapmakonei gepxasn €C). 3miHa
y cneundikauii Ta MeTogax KOHTPOro Ha
OOMoMiKHY pedoBuHy lMponineHrnikone, y
3B'sI3Ky 3 NPUBEAEHHSAM Y BiANOBIAHICTb 0
fitoyoro BuaaHHst €sponericbkoi dpapmakonei.

be3
peuenma

UA/20067/01/01

159.

YJNICENAH

TabneTku
KMLUKOBOPO3YMHHi,
no 40 mr, no 7
TabneTok y 6nictepi;
no 2 abo 4 6nictepu
B KAPTOHHIN

TOB
«YOPNg
MEOVLINH»

YkpaiHa

YOPNA MEAVILIAH
INAY CAH. BE
TIDK. A.LL.

TypeyunHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BMNPOOYBaHHSA rOTOBOIO NikapCbKoro 3acoby

(He3HavHa 3MiHa y 3aTBepAXEeHUX MeToaax

3a
peuernmom

UA/12747/01/01
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[IponoBkeHHs foaaTka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ynakoBLi BUNpoOyBaHHs). HeaHauyHe yTOYHEHHS Woao
OAVHULIL BUMIpIOBaHHSA BenuuuHmn Py popmynax
pPO3paxyHKy 3a NokasHukamu "Po34nmHeHHS",
"KinbkicHe BM3Ha4eHHs" Ta "OaHopigHiCTb
[030BaHUX OOUHULL".
160. | PEMOCTOH® TabneTkn, BKpUTI ABGOTT Hioepnanamn ABGOTT Hinepnanam BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/4836/01/02
NniBKOBOIO Xernckea Bionoaxikana B.B. 3MiHun | Tuny - 3MiHn Wwoao peuenmom nidnseae
060r0oHKo0, Mo 2 Mr MpopakTc 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
+ TabneTkn, BKPUTI b.B. (iHWi 3miHK). 3MiHM BHECEHO [0 po3ainis
nniBKOBOK "B3aemogisi 3 iHWnMK nikapcbknmmn 3acobamu Ta
oboroHkoto, no 2 iHWi BMAau B3aemogin", "OcobnueocTi
Mr/10 mr; kKombi- 3acTocyBaHHA" BiANoBigHO 4O OHOBMNEHOI
ynakoska Ne 28 iHdopMaUii 3 6e3nekn 3acTocyBaHHs!
(28x1); Ne 56 (28x2); nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
Ne 84 (28x3): 14 nNpoTSArom 6 MicsiLiB Nicns 3aTBEPOXKEHHS.
TabneTok, BKPUTUX
NniBKOBOIO
o6ornoHKoto,
LiernsiHo-4epBOHOT0
KOnbopy no 2 mr +
14 TabneTok,
BKPUTUX MI1iBKOBOO
060roHKO,
»KOBTOrO KOMbOpy Mo
2 mr/10 mry
onictepi; no 1 abo 2,
abo 3 6nictepu B
Kkopooui
161. | PEMOCTOH® TabneTkn, BKpUTI ABGoTT Hinepnanau AB6oTT Hinepnangn BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/4836/01/01
nniBKOBOK Xenckea Bionopgxikana b.B. 3MiHu | TUny - 3miHun Wwopo peuenmom nionsieae
obornoHkoto, no 1 mr MpopakTc Besnekn/edekTMBHOCTI Ta hapmakoHarnagy
+ TabneTku, BKpUTI B.B. (iHLWi 3miHW). 3MiHKM BHECeHO A0 po3gainis
nniBKOBOK "B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
06onoHkoto, no 1 iHWIi BMAW B3aemogin", "OcobnmeocTi
Mr/10 mr; kombi- 3acTocyBaHHA" BiANOBIAHO O OHOBMEHOI
ynakoBka Ne 28 iHpopmalii 3 6e3neku 3acTocyBaHHS
(28x1); Ne 56 (28x2); nikapcbkoro 3acoby. TepmiH BBeAEHHS 3MiH -
Ne 84 (28x3): 14 npoTarom 6 micsAUiB nicnsa 3aTBEpKEHHS.
TabneTok, BKPUTUX
NniBKOBOI
ob6onoHkoto, binoro
Konbopy no 1 mr +
14 TabneTok,
BKPUTUX MITiBKOBOO
obornoHkoto, ciporo
koneopy no 1 mr/10
mry 6nictepi; no 1
abo 2, abo 3
Gnictepu B kopobui
162. | PEMOCTOH® TabneTtkn, BKpUTI ABGOTT Hioepnanamn AG6OTT Hinepnanam BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3a He UA/4837/01/01
KOHTI NniBKOBOK Xenckea Bionopxikans b.B. 3MiHu | Tvny - 3MiHmM Wwono peuenmom nionsizae
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
06oroHkoto, Mo 1 Mpopaktc 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
mr/5 mr; no 28 B.B. (iHLWi 3miHW). 3MiHKM BHECEHO A0 po3ainis
Tabnetok y 6nicrepi; "B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta
no 1 abo 2, abo 3 iHWi BMAW B3aemogain”, "OcobnmeocTi
Gnictepu B kopobui 3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOI
iH(bopMauii 3 6e3nekn 3acTocyBaHHs!
nikapcbkoro 3acoby. TepmiH BBe4EHHS! 3MiH -
nNpoTSArom 6 MicsiLiB Nicnsi 3aTBEPAXKEHHS.
163. | PEMOCTOH® TabneTkn, BKpUTI ABGOTT Hioepnanamn ABGOTT Hinepnanam BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/13464/01/01
KOHTI MIHI NNiBKOBOO Xernckea Bionoaxikans b.B. 3MiHun | TMny - 3MiHKM Wwopo peuenmom nionsieae
obornoHkoto, no 0,5 MpopakTc 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
mr/2,5 mr, no 28 B.B. (iHWi 3miHK). 3MiHM BHECEHO 40 po3ainis
TabneTtok y 6nicrepi; "B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
no 1 abo no 3 iHWi BMAau B3aemogin", "OcobnueocTi
Gnictepu B 3acTocyBaHHA" BiANoBiAHO 4O OHOBMNEHOI
KapTOHHiIN kopoOLi iHdopMauii 3 6e3nekn 3acTocyBaHHs!
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
NpOTArom 6 MicsauiB Nicns 3aTBEPIKEHHS.
164. | ®EHTAHINY NMOPOLLIOK AT YkpaiHa CIMNEKOxuEke CLWA BHECEHHS1 3MiH O peecTpaLiiHuX maTepianis: - UA/19392/01/01
LUUTPAT (cybcTaHuis) B "®apmak” EnEnCi 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
CKNsIHUX chnakoHax 3 BignosigHocTi/E-cepTudikaT BignoBigHoCTI
6pyHaTHoro ckna, €sponewcbkin bapmakonei/moHorpadii.
NOMiLLEHNX B MogaHHA HoBOro abo oHoBMeHoro cepTudikara
nonieTuneHosi Tyou, BignoBigHoCTi abo BUny4eHHs cepTudikata
6apabaHu abo BiANoBiAHOCTI €Bponenceki hapmakonei: Ans
60o4km ans A®I; onsa BuxigHoOro
hapmaLeBTUHHOIO maTepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
3acTocyBaHHS BMKOPWCTOBYIOTECS Y BUPOOHMLTBI APIl; ang
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHnn ceptudpikat Bifg yxxe 3aTBEpAXXEHOro
BMpo6HMKa. [MogaHHA OHOBEHOro cepTudikaTa
BignoBigHocTi €Bponeincekii papmakonei CEP
2009-097-Rev 02 (3aTBepmxeHo: R1-CEP 2009-
097-Rev 01) ans [itoyoi pevoBuHn PeHTaHiny
uMTpaT Big 3aTBEPAKEHOro BUPOBHMKa
"SPECGX LLC", CLLUA.
165. | ®EHTAHIN- PO34UH ANS iH'eKUiN, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/19393/01/01
DAPMAK 0,05 mr/mn no 2 mn "®dapmak” 3MiHu | TUny - 3miHu 3 skocTi. CepTudikat peuenmom

B amnyni; no 5
amnyn y 6nictepi; no
1 abo 2 Gnictepn y
nayui

BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponenckki hapmakonei/MoHorpadii.
MogaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BigNoBIgHOCTI €BponeWichkin hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXXHOT peqoBUHU (cepTudikat
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHui ceptudikat Bif, y>xe 3aTBepAXEHOro
BMpOGHMKa. MNogaHHst oHOBNEHOrO cepTudikata
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BignoBigHoCTi €Bponewchkin hapmakonei CEP
2009-097-Rev 02 (3atBepmxeHo: R1-CEP 2009-
097-Rev 01) ans [Lito4oi pe4oBuHN PeHTaHiny
uMTpaT Big 3aTBEpAXEeHOro BUpobHMKa
"SPECGX LLC", CLUA.
166. | PEPUHXXEKT® | po3unH gns iH'exuin Bicop LLIseniapis BUPOBHMLTBO Himeuuunna/ BHECEHHS1 3MiH O peecTpaLinHMX maTepianis: 3a UA/13356/01/01
Ta iHdysin, 50 (IHTepHewH Hepo3dacosaHoi LLisenuapis/ 3MiHn | TUnYy - 3miHK 3 AkocTi. API. peuenmom
mr/mn; no 2 mn abo n) IHk. npoaykuii, NnepBuHHa ®paHuis Brpo6bHuuTBO. 3MiHa po3mipy cepii (Bkntovaroumn

no 10 Mn y conakoHi;
no 1 abo 5 cnakoHis
Y KapTOHHIl KOpooUi

Ta BTOPWHHA
ynakoBka,
BUNpobyBaHHsA
KOHTPOIO AKOCTi
(cTepunbHicTb):
10T Bionorika MM6X,
HimeuuunHa;
BTOPWMHHA ynakoBkKa:
BANIOA,
LLisenuapis;
BTOPWMHHA YNaKoBKa,
[03BiN Ha BUMYCK
cepii, BUNpobyBaHHs
KOHTPOIO AKOCTI (32
BUHSATKOM
CTepunbHOCTI):
Bidhop (IHTepHeLHn)
IHK., LBenuapis;
BUNpoByBaHHs
KOHTPOIO SAIKOCTi MO
i3NKO-XIMIYHMM
napameTpam (3a
BUHATKOM
KinbKicHOro
BU3HAYeHHs
OEKCTPUHY):
€BpocpiHc AmaTci
AHaniTikc, ®paHuis;
BUNPOBYBaHHs
KOHTPOJIO AKOCTi
(mikpobionorisi Ta
CTEpUIbHICTb):
€BpodiHc Papma
Keoniti KoHTpon,
®paHuis;
BUNpobyBaHHs
KOHTPOIO AAKOCTI
(kinbKicHe
BU3HAYEHHs!
OEKCTPUHY):
€BpodpiHc Dapma
KeoniTi KoHTpon,
PpaHuis

nianasoHun) APl abo NpoMiPKHOrO NPOAYKTY, SIKUI
3aCTOCOBYETLCA Y NpoLeci BUpobHuuTea Ad|
(36inbLueHHs go 10 pasiB NOPIBHSHO i3
3aTBEPAKEHUM PO3MIPOM) 3MiHa po3Mipy cepii
A®I 3 gianasoHy 116-232 kr oo gianasoHy 116-
464 kr. 3minm | TMny - 3miHK 3 akocTi. ADI.
KoHTponb A®L. 3miHa y MeToaax BUNpoOyBaHHS
A®I abo BuxigHoro maTepiany/npomMixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa AP| (He3HaYHi 3MiHN Y
3aTBEpPAKEHNX METoAAxX BUNPOOyBaHHS)
BUITyYEHHsI CTaHOapTy AEKCTPaHy K
HeraTMBHOTO KOHTPOIIO 3 MeToAy BUMPODYBaHHS
«lpeHTudikauis nonimanbToany» (TLLUX). 3miHu |
Tmny - 3MiHn 3 gxocTi. A®Il. Kontponb A®I. 3miHa
y MeTofax BunpobyBaHHs A®l abo BuxigHoro
maTepiany/npoMixXHOro NPoAyKTy/peareHTy, LWwo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeToadax BUNPoObyBaHHsI
(Bkntoyatoum 3amiHy abo gonoBHeHHs) ADI abo
BUXiZHOrO/MPOMIXKHOIO NPOAYKTY) HE3HaYHa
3MiHa B MeTogi BunpobyBaHHs ADI 3a
NokasHUKOM «laeHTudikauisy, Wwo nos’sa3aHa 3i
3miHoto obnagHanHsA (NIR-cnektpomeTp). Micna
3MiHM 0bnafgHaHHs nNpoBefeHa He3HavyHa
ajanTauis meToay, Lo NpusBeno Ao
akTyanisauii 4OKyMeHTaLji Ta HOBOro Koay
AOKyMeHTY. MpuHUmMn MeToay 3anuiiaeTbes
He3MiHHUM Ta Bignosigae MoHorpadii USP
<1119>. 3minu | TMNy - 3miHK 3 akocTi. [oToBMNI
nikapcbkuii 3aci6. 3mMiHM y BUpoBHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii
Ta KOHTPOJSIO SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
AIKI 3AIKCHIOETBCS KOHTPONbL/BUNPOBYBaHHS
cepii) BBeOEHHS 004aTKOBOro BUPOBHMKa,
€podcpiHc AmaTci AHaniTike, ®paHuis/ Eurofins
Amatsi Analytics, France (Mape ge lexibpat
31470 — doHTeHin/Pare de Genibrat, 31470-
Fontenilles) BignosiganebHoro 3a BUNpoGyBaHHs
KOHTPOSIO AKOCTi MO (Pi3nKO-XiMiYHUM
napameTpam (3a BUHATKOM KiflbKiCHOro
BU3HAYEHHS AeKCTPUHY). 3MiHu | Tuny - 3MiHK 3
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[IponoBkeHHs foaaTka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1

sKkocTi. [oTOBMI Nikapcbknii 3aci6. 3MiHn y
BMPOOHMUTBI. 3MiHa iMnopTepa/aminu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO SKOCTI
roTOBOro nikapcbkoro 3acoby (3amiHa abo
[0OaBaHHSA AOinbHULI, Ha SKiN 30iNCHIOETLCA
KOHTPONb/BUNPoBYBaHHSA cepii) - BBEAEHHS
[04aTKoBOro BMpoGHMKa, €BpochiHc ®apma
Keoniti KoHtpon, ®paHuis / Eurofins Pharma
Quality Control, France (16 pye KnemeHT Agep-
CeH Kpya aH NneH, 68127/ 16 rue Clement Ader
Sainte Croix en Plaine, 68127), BignosigansHoro
3a BUNPOBYBaHHSI KOHTPOIO SKOCTI
(mikpobionorisi Ta cTepunbHICTb). 3MiHu | Tuny -
3MmiHM 3 skocTi. [oTOBMI Nikapcbkuii 3aci6.
KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSI rOTOBOIO NikapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeToAax BUNPOoOYyBaHHS) - BUNyYEHHS
cTaHOapTy AeKCTPaHy sik HEraTUBHOMO KOHTPOIO
3 meToay BunNpobyBaHHSA 113 3a nokasHMkom
«lpeHTudikauis nonimanbToan» (TLLUX). 3miHu |
TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NMikapCbKMI
3aci6. Cuctema KoHTenHep/3aKynopioBanbHUiA
3aci6. 3miHa chopmu abo po3mipy KOHTenHepa
4K 3aKynoploBanbHOro 3acoby (NepBUHHOT
yMaKoBKW) (CTepuUnbHi nikapcbki 3acobu) - 3MiHa
opmu Ta po3mipy NEPBUHHOIO NaKyBarbHOro
matepiany (CknsiHuiA prakoH Anst po3ymHy 10
mn). MaTtepian nepBMHHOrO NakyBasnbHOro
marepiany 3anuLaeTbCst He3MiHHUM.
KoHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
dopmu abo po3mMipy KOHTENHepa 4n
3aKyrnoproBanbHoro 3acoby (NepBUHHOT
yNaKkoBKW) (CTepuUnbHI nikapcbki 3acobu) - 3MiHa
dopmu Ta po3mipy NEPBUHHOIO NaKyBarbHOro
martepiany (rymoBa npobka Ans posyuHy 2 mn).
MaTepian nepByHHOro nakyBanbHOro martepiany
3anvLaeTbCst HE3MIHHUM.
3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoBHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOJSIO SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
AKiIV 3AINCHIOETBCSA KOHTPONb/BUNPOBOYBaHHS
cepii) BBeAEHHs 4O4AaTKOBOrO BUPOBHMKA,
€podpiHc ®apma Keoniti KoHTpon, ®paHuis /
Eurofins Pharma Quality Control, France (9
ABeHto [le Jlanonie Jlec Ynic 91940 / 9 Avenue
De Laponie Les Ulis 91940), BinnosigansHoro 3a
BUNPOOYBaHHSA KOHTPOMO AKOCTI (KinlbKicHe
BU3HAYEHHS AeKCTPUHY). 3MiHu | Tuny - 3MiHK 3
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

sIKOCTi. [0TOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO MiKapCbKoro 3acoby (iHLUi 3MiHM)
nepeknag Tekcty MKA Ha ykpaiHCbKy MOBY.
3MinHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaLii Ta/abo JoNycTUMMX MEX rOTOBOro
nikapcbKoro 3acoby (3BY>KEeHHs1 AOMyCTUMMX
MeX)
3BY)KEHHS1 OMNYCTUMMX MeX creumdikauii 113
3a nokasHukom «MornekynsapHa maca». 3minm |
TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NikapCbKMi
3aci6. KoHTposb roToOBOro nikapcbkoro 3acoby.
3MiHa napameTpiB cneundikauin Ta/abo
[OMNyCTUMKX MEX FOTOBOrO fikapCbKoro 3acoby
(3BY)XEHHSI JONYCTUMMUX MEX) 3BYXXEHHSI BUMOT
cneundikadii 113 3a nokasHukom «KinbkicHe
BU3HAYEHHS AeKCTPUHY». 3MiHu Il Tuny - 3miHn 3
skocTi. A®I. (iHWi 3MiHW) BHECEHHS 3MiH 80
BUpobGHMYoro npouecy A®l, a came
BMpoBaKeHHs 3millyBaHHs cybcepint ADI nig
yac CyLiHHSA.

167.

®EPPOJIEK-
300POB'A

PO34MH Ans iH'ekuin,
50 mr/mn, no 2 mn B
amnyni; no 5 amnyn
Y KapTOHHI KopobLi;
no 2 Mn B amnyni;
no 5 amnyny
onictepi; no 1
Gnictepy y
KapTOHHiI kopobui

TOBAPUCT
BO 3
OBMEXEH
folle}
BIAMOBIOA
NBHICTIO
«KOPTOPA
LISt
«3[JOPOB'SA

»

YkpaiHa

ToBapwucTtBo 3
obGMexeHow
BignoBiganbHIiCTIO
"®apmaueBTUYHa
KomnaHisi "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TUNYy - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHK)
3MiHN BHECEHO B TEKCT MapKyBaHHsS1 BTOPUHHOI
ynakoBKW fikapcbkoro 3acoby y nyHktn 4, 11, 17
Ta B TEKCT MapKyBaHHSA NEPBUHHOI YMaKOBKUN Y
nyHkTn 4, 5, 6. Takox BUNy4eHo ayGniorouy
iHdbopMaLlito pOCICbKOIO MOBOIO Ta BHECEHO
He3HauHi MpPaBKu No TEKCTY.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

3a
peuernmom

UA/2393/01/01

168.

®JIOFEH3UM

TabneTkn, BKpUTI
obornoHkoto no 20
TabneTok y 6nictepi;
no 2, no 5 abo no 10
GnictepiB y
KapTOHHiIl kopobuyj;
no 800 TabneTok y
6aHkax

MYKOC
dapma
voX i Ko.
KIr

Himeyuunna

MYKOC
EmynbcioHcresennb
wadT M6X

Himewumna

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis:
3MiHu | TUny - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa yacToTu Ta/abo TepMmiHiB nogaHHA
perynsipHoO OHOBIIOBaHWX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB. 3MiHa 4acToTV Ta TepMiHIB
NOAAHHS PerynspHoO OHOBITHOBAHOIO 3BITY 3
6e3neku:

[itova pegakuis: YactoTa nogaHHsa perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3nekn 13 pokis.
KiHueBa gata ans BknoYeHHs gaHux ao PO36 -
01.01.2025 p. Oata nogaHHs - 01.04.2025 p.
MponoHoBaHa pepakuisa: Yactota nogaHHs
perynsipHO OHOBIOBAHOTO 3BiTy 3 6e3nekn 9
pokis KiHueBa gata Ans BKIYEHHS AaHuX 0
PO3Bb - 03.03.2029 p. [laTa nogaHHs —
01.06.2029 p. PekomeHgoBaHo go

be3
peuenma

UA/2843/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3aTBepAKEHHS BiONOBIAHO 4O NEPIOANYHOCTI
NOAAHHS PerynsipHO OHOBIIIOBAHUX 3BITIB 3
6e3neku nikapcbkmx 3acobis y €C.

169.

®OPCAHEK®

TabneTku, BKpUTI
NNiBKOBOO
o6onoHkoto, no 90
Mr; no 7 TabneTtok y
GnicTepi, no 1 abo
no 4 Gnictepu y
KapTOHHIN ynakoBLi

TOB
""endapm
ntg"

YkpaiHa

KYCYM XENTXKEP
NBT NTAO

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOOGHMLTBI. 3MiHa
po3mipy cepii (Bkrovao4umn gianasoH po3mipy
cepii) roToBoro nikapcbkoro 3acoby (3MEHLLEHHS
0o 10 pasiB) - BBeAEHHS anbTepHATUBHOIO
3MeHLLEeHOoro po3mipy cepii (233 333 TabneTku)
roToBOro nikapcbkoro 3acoby ®opcaHek®,
TabneTku, BKpUTI NNiBKOBOK 060M0HKOt0, Mo 90
M, Y 3B'A3KY 3 ONTUMIi3aLi€to BUKOPUCTaHHSA
obnagHaHHsa npy BUpobHUUTBI (6e3 3miH
TexHomorii BUpOOHULTBA Ta MPOMUCIIOBOrO
obnagHaHHs1). 3aTBepaXXeHo:
dopcaHek®, TabneTku, BKpUTI MIiBKOBOKO
o6onoHkoto, no 90 mr - Po3mip cepii - 100000
TabneTtok no 7 TabneTok y Gnictepi; no 1
onictepy - 14285 ynakoBok; no 7 Tabnetok y
6nictepi; no 4 6nictepu - 3571 ynakoBok. Po3mip
cepii - 700000 TabneTok no 7 TabneTok y
6nictepi; no 1 6nictepy - 100000 ynakoBok; no 7
TabneTok y 6nictepi; no 4 6nictepu - 25000
ynakoBok. 3anponoHoBaHo: ®opcaHek®,
TabneTku, BKpUTI NMiBKOBOK 060M0HKO0, Mo 90
Mr - Po3mip cepii - 100000 TabneTok no 7
TabneTok y 6nictepi; no 1 6nictepy - 14285
ynakoBoOK; no 7 TabneTtok y bnictepi; no 4
6nictepu - 3571 ynakoBok. Po3mip cepii -
700000 TabneTtok no 7 Tabnetok y 6nictepi; no 1
onictepy - 100000 ynakoBoK; no 7 TabneTok y
6nicTepi; no 4 6nictepu - 25000 ynakoBoK.
Po3awmip cepii - 233333 TabneTok no 7 TabneTok y
onictepi; no 1 6nictepy - 33333 ynakoBok; no 7
Tabnetok y 6nictepi; no 4 6nictepu - 8333
ynakoBOK

3a
peuenmom

UA/18626/01/02

170.

DYLUC®

Tabnetku no 50 mr,
no 4 a6o no 10
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHIN ynakoBLji

TOB
«MEOPAP
M NTO»

YkpaiHa

KYCYM XENTXKEP
NBT NTA, IHais
(BMpOBHMLTBO,

nepBUHHE
rnakyBaHHs1,
BTOPUHHE
nakyBaHHs,
KOHTPOJIb SIKOCTI,
BUMyck cepii abo

IHgis/
YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TNy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoBHULTBI. 3MiHa
po3mipy cepii (BkM4aroumM gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbLIeHHs
0o 10 pasiB NOpiBHSHO i3 3aTBEPAKEHUM
po3mipom) - 36inbLueHHs po3mipy cepii go 10
pasiB NMOPIBHSAHO i3 3aTBEPOKEHUM PO3MIPOM Y
3B’A3KY 3 ONTUMI3aLi€t0 BUKOPUCTaHHS

BMPOGHMLTBO obnagHaHHsa npy BUpobHuuTBi [T13 (6e3 3miHu
npoaykuii in bulk; TexHonorii BUpobHMLTBa Ta NPOMUCIOBOrO
BMPOGHMLTBO, obnagHaHHs): 3atBepmxeHo: [nst no3yBaHHs 50
nepBuHHE mr: Poamip cepii: 100 000 Ta6., 200 000 Tab.
nakyBaHHS, 3anponoHoBaHo: [ns gosysaHHs 50 mr: Po3amip

3a
peuernmom

UA/7617/01/01
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BTOPUHHE cepii: 100 000 Ta6., 200 000 Ta6., 600 000 Tab.
nakyBaHHs1,
KOHTPOMb SIKOCTI,
BUNYycK cepii abo
BMPOBOHMLTBO
npogykuii in bulk);
TOB «MEJPAPM
NTO», Ykpaina
(BTOpPUHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI,
BUMYCK cepii 3
npogykuii in bulk)
171. | ®YLUC® Tabnetku no 100 wr, TOB YkpaiHa KYCYM XEJTTXKEP IHgis/ BHECEHHS 3MiH O peeCTpaLiiHMX maTepianis: 3a UA/7617/01/02
no 4 abo no 10 «MMEODAP MBT NTA, IHais YkpaiHa 3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA peuenmom
TabneTtok y 6nicrepi; M NTO» (BUPOBHMLTBO, nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
no 1 6nictepy B nepBuHHE po3mipy cepii (Bkrtoyaumn gianasoH po3mipy
KapTOHHIN ynakoBLji nakyBaHH4, cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHs
BTOPUHHE 0o 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
nakyBaHHs, po3mipom) - 36inbLueHHs po3mipy cepii go 10
KOHTPOMb AKOCTI, pasiB NOPIBHAHO i3 3aTBEPIPKEHNUM PO3MIPOM Y
BUNyck cepii abo 3B’A3KY 3 ONTMMI3aLier0 BUKOPUCTaHHS
BMPOBHMLTBO obnagHaHHsa npy BMpobHuuTBI [T13 (6e3 3miHn
npoaykuii in bulk; TexHonorii BUpobHMLTBa Ta NPOMUCIOBOrO
BMPOGHMLTBO, obnapHaHHs): 3aTBepakeHo: [ns no3yBaHHst
nepBuHHE 100 wmr: Po3awmip cepii: 100 000 Ta6., 200 000
nakyBaHHS, Tab. 3anponoHoBaHo: [nsi no3yBaHHst 100 mr:
BTOPUHHE Po3awmip cepii: 100 000 Ta6., 200 000 Ta6., 300
nakyBaHHs, 000 Tab.
KOHTPOMb SIKOCTI,
BUMNyck cepii abo
BMPOBHMLTBO
npoaykuii in bulk);
TOB «MEJPAPM
JNITO», YkpaiHa
(BTOPUHHE
nakyBaHHs1,
KOHTPOSb SIKOCTi,
BUNYCK cepii 3
npoaykuii in bulk)
172. | ®YLUC® Tabnetku no 50 mr, TOB YkpaiHa KYCYM XEJTTXKEP IHais BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: - UA/19806/02/01
in bulk: no 4 «MEOPAP MNBT NTA 3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA
TabneTku y 6nictepi; M NTO» nikapcbkuii 3aci6. 3mMiHW y BUpoBHULTBI. 3MiHa

no 140 6nictepiB y
KapTOHHiIl kopobuyj;
in bulk: no 10
TabneTtok y bnicrepi;
no 360 GnicTepiB y
KapTOHHI kopobui

po3mipy cepii (BkM4aroumM gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbLIeHHs
0o 10 pasiB NOpIBHSHO i3 3aTBEPKEHUM
po3mipom) - 36inbLueHHs po3mipy cepii go 10
pasiB NOPIBHSAHO i3 3aTBEPOKEHUM PO3MIPOM Y
3B’A3KY 3 ONTUMI3aLi€t0 BUKOPUCTaHHS
obnagHaHHs npy BUpobHuuTBi M13 (6e3 3miHn

TexHonorii BUpobHMLTBA Ta NPOMUCIIOBOrO
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
obnagHaHHs): 3aTBepaeHo: [1na nosyeaHHs 50
mr: Po3mip cepii: 100 000 Ta6., 200 000 Tab.
3anponoHoBaHo: [ns nosyBaHHs 50 mr: Po3amip
cepii: 100 000 Ta6., 200 000 Ta6., 600 000 Tab.
173. | ®YLUNC® Tabnetku no 100 mr, TOB YkpaiHa KYCYM XENTXKEP IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - UA/19806/02/02
in bulk: no 4 «MMEODAP NnBT NTA 3MinHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
TabneTku y GnicTepi; M NTO» nikapcbkuit 3aci6. 3MiHv y BUpoBHMULUTBI. 3MmiHa
no 100 6nictepiB y po3mipy cepii (Bkrtovao4mn giana3oH po3mipy
KapTOHHiIN kopooLyj; cepii) roToBOro nikapcbkoro 3acoby (36inbLUeHHs
in bulk: no 10 0o 10 pasiB NopiBHSHO i3 3aTBEPIYKEHUM
TabneTok y 6nictepi; po3mipom) - 36inbLueHHs po3mipy cepii go 10
no 320 GnictepiB y pasiB NOPIBHAHO i3 3aTBEPIPKEHNUM PO3MIPOM Y
KapTOHHiIN kopoOLi 3B’A3KY 3 ONTUMI3aLiet0 BUKOPUCTaHHS
obnagHaHHsa npy BMpobHuuTBi [T13 (6e3 3miHn
TexHomorii BUpOOHULTBA Ta MPOMUCIIOBOrO
obnagHaHHs): 3aTBepaKeHo: [1ns Ao3yBaHHS
100 wmr: Po3awmip cepii: 100 000 Tab., 200 000
Tab. 3anponoHoBaHo: [ns gosyeaHHs 100 mr:
Po3mip cepii: 100 000 Ta6., 200 000 Tab., 300
000 Tab.
174. | ULEOMA NMOPOLLOK Anst TOB YkpaiHa BTOPUHHE Himeuumnna/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/18064/01/01
OUTAYA oparnbHOI CycneHsil, "CaHpo3 nakyBaHHs: ABCTpis BMMNPAaBIEHO TEXHIYHY MOMUIKY B TEKCTI peuernmom
CYCNEH3IA 40 mr/5 mn, no 50 YkpaiHa" Cantotac ®apma MapKyBaHHS! yMakoBKU MikapcbKoro 3acoby (ans

abo 100 mn y
dnakoHi; no 1
hbnakoHy Ta Lnpuuy
Y KapTOHHIlA kopobui

'M6X, HimeuyuunHa;
BMPOGHMLTBO "in
bulk", neperHHe Ta
BTOPUHHE
nakyBaHHs,
TECTYBaHHS1, BUMYCK
cepii: CaHpos MmbX
- BupobHuua
ainbHUUSA
AHTHiHekuinHi TN3
Ta XimiuHi Onepauji
Kynane (AIXO M3
Kynane), ABCTpis

dnakoHa no 100 mn), gonyLleHy npu npoueaypi
nepepeectpadii (Hakaz MO3 YkpaiHu Big,
27.06.2025 p. Ne 1028), a came: yCyHeHHS
Pi3HOYMTaHHSA B MEXax OAHOro JOKYMEeHTa.
BTopuHHa ynakoBka
[itova pegakuis
8. OATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI
Mpua. po:

11. HAMMEHYBAHHA |
MICLEESHAXO>KEHHA BUPOBHUKA TA/ABO
3AABHUKA
Bupo6Huk:

CaHpo3 MM6X — BupobHuya ainbHuus
AHTUiHekuinni 113 Ta XimivHi Onepauii KyHanb
(AIXO M3 KyHanb)
BioxemiwTpacce 10, 6250 KyHanb, ABCTpis
MponoHoBaHa pepakuis
8. OATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI
Tepm. npua.:

11. HAMMEHYBAHHA |
MICLESHAXO>KEHHA BUPOBHUKA TA/ABO
3AABHUKA
Bupo6Huk:

CaHpo3 MM6X — BupobHuya ainbHuus
AHTUiHekuinHi T3 Ta XimivHi Onepauii KyHanb
(AIXO M3 KyHane)
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BioxemiwTpacce 10, 6250 KyHanb, ABcTpis
3asBHUK:
TOB «CaHpgos YkpaiHa»
Ykpaina, 04073, m. Kuis, npocnekt C. baHaepw,
6ya. 28-A (nitepa I')
MepBuHHa ynakoska
[Litova pepakuia
6. IHWE
MopoLuok Ans opanbHOI cycneHsii
1 donakoH no 50 mn
(ml)
(mg)
JloroTun 3asiBHMKa (HasiBHWIA)
Ha ynakoBui HasiBHa TexHi4yHa iHdopmMauis
[NponoHoBaHa peaakuis
6. IHWE
[MopoLuok Ans opanbHOI cycneHsii
1 cpnakoH no 100 mn
(ml)
(mg)
JloroTun 3asiBHMKa (HasiBHWIA)
Ha ynakoBLUi HasiBHa TexHiYHa iHpopmaLis
175. | UWTUKOIIH- po3uunH ang iHekuin, | TOBAPUCT YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/16711/01/02
300POB'A 1000 mr/4 mn, no 4 BO 3 obmexeHoto 3MiHu | TUNYy - 3miHun Wwopo peuenmom
MI B amnyni; no 5 OBMEXEH BiAnoBiganbHicTo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
amnyn y 6nictepi; no (0];0) "®apmaueBTnyHa (iHLWi 3MiHWM) 3MiHN BHECEHO B TEKCT MapKyBaHHS
1 abo 2 Gnictepn y BIOMNOBIOA KomnaHisi "3gopos'a” BTOPUWHHOI YNaKoBKM NiKapCbKoro 3acoby y
KopobLUi 3 KapToHY JIbHICTIO nyHktn 1, 2, 11, 17 Ta B TEKCT MapKyBaHHs1
«KOPIOPA NepBUHHOI YMaKoBKM y MyHKTK 5, 6. Takox
LA BUNy4eHo Ay6niotouy iHpopMalLito pociicbKoto
«300POB’A MOBOIO Ta BHECEHO HE3HAYHI MpPaBKW MO TEKCTY.
» BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
176. | ULUTUKONIH- po3uunH ans iH'ekuin, | TOBAPUCT YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a UA/16711/01/01
300POB'A 500 mr/4 mn, no 4 BO 3 obmexeHo 3Minn | TUny - 3miHu Wwopo peuyenmom
MI B amnyni; no 5 OBMEXEH BiAnoBiganbHicTo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
amnyn y 6nictepi; no 0]}0) "®apmaueBTuyHa (iHLWi 3MiHKM) 3MiHN BHECEHO B TEKCT MapKyBaHHs
1 abo 2 6nictepn y BIOMNOBIOA KomnaHis "3gopos's” BTOPUWHHOI YNaKoBKM NiKapCbKoro 3acoby y
KopobLUi 3 KapToHY JIbHICTIO nyHkTn 1, 2, 11, 17 Ta B TEKCT MapKyBaHHS
«KOPTTOPA NepBUHHOI YNaKoBKM y MyHKTK 5, 6. Takox
LA BUMyYeHO Oybntotody iHhopMaLito poCiiCbKo
«300POB’A MOBOIO Ta BHECEHO HE3HAYHI MpaBKK MO TEKCTY.
» BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPAKEHHS.
177. | AHYMET TabneTku, BKPUTI Mepk Wapni | Lsenuapis [MepBuHHa Ta Higepnangwn BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/11003/01/01
NniBKOBOO Hoym IOEA BTOPUHHA yrNaKoBKa, / 3miHu | TUny - AOMiHICTpaTMBHI 3MiHW. peuernmom
obornoHkoto, no 50 Mm6X KOHTPOMNb SKOCTI, CLUA/ BunyyeHHs BUpOGHMYOT AinbHULI (BKITIOYaO4n
mr/500 wmr; no 14 TEeCTyBaHHs npu Cinranyp/ ainbHULi anst AdDI, npomixxHoro npogykty abo
TabneTtok y bnicrepi; BUMYCKY, 0O3BiN Ha ITanis/ roTOBOrO flikapCbKoro 3acoby, AinbHuLi aAns
no 4 Gnictepu B BUNYCK cepii: MyepTo NpPOBEAEHHSA NaKkyBaHHS, BUPOOHMKa,
KapTOHHI kopobui Mepk LWWapn i Joym Piko, CLLUA BifNoBiganbHOro 3a BUNyck cepin, mMicue
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[IponoBkeHHs foaaTka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
B.B., Hinepnanau; NPOBEAEHHST KOHTPOIIO cepii) abo
Brpo6HuuTBO nocTayanbHvKa BMXiQHOIO martepiany, peareHTty
Hepo3adacoBaHol ab0 OOMNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYEHO Y
npoayKuii, KOHTPOnb [0CbE) BUNyYeHHs BupoGHuka M3 MM
SAKOCTI: HesenonmenT, CLUA B sikocTi BUpobHUKa,
MateoH lMyepTo BiANOBIgANbHOro 3a TECTYBaHHS NPW BUMYCKY
Piko, IHK., MNyepTo wopo NTTP (ans TectyBaHHSA Npu cTabinbocTi
Piko, CLLA; wono NTTP gaHuii BUpOOHUK 3anuLaeTbes).
MC[ IHTepHeLuHN 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW.
'M6X (cbinis BunyuyeHHs BUpOGHMYOI AinbHULi (BKMOYa04mn
Cinranyp), CiHranyp; AinbHULi ansg APl npomikHOro NpoaykTy abo
KoHTpornb sKocCTi, roTOBOrO JlikapcbKkoro 3acoby, AinbHWLi ans
TeCTyBaHHs npu npoBeAeHHs! NakyBaHHsi, BUPOOHWKa,
BUIMYCKY: BiAMOBIAANbLHOrO 3a BUMYCK Cepili, Micue
EypodiHc Bionab NpPOBEAEHHST KOHTPOIIO cepii) abo
CPI, Itanis; nocrtavanbHvKa BUXIQHOrO Martepiany, peareHTy
TecTyBaHHSA ab0o AONOMIXKHOI PE4YOBMHM (SKLLO 3a3HAYEHO Y
cTabinbHoCTi: nocbe). BunyyeHHst BupobHuka Ecika KeiH6opo
Mepk LWapn i Joym TNimiten, Benuka BputaHis / Aesica
JINC, CWA; Queenborough Limited, UK, BignosiganesHoro 3a
TecTyBaHHs BUPOBHMLTBO HEpo3dhacoBaHoi NpoayKLii Ta
cTabinbHOCTI Woao KOHTPOJb SIKOCTi Nikapcbkoro 3acoby. 3minu I
NTTP: TMny - 3MiHK 3 SKOCTi. [0TOBMI NiKAPCLKUIA
Mna OesenonmeHT, 3acib. KoHTponb roToBoro nikapcbkoro 3acoby.
CLA 3MiHa napameTpiB cneuudikaui Ta/abo
[OMyCTUMMX MEX FOTOBOTO MiKapCbKOro 3acoby
(3MiHa 3HaxoauTbCst M03a 3aTBEPIKEHUMU
OonycTMMUMU MexaMu crnieumdikalin) 3amiHun
Jonyctumux mex cneumdikauii N3 gna tecty
NTTP 3 “<0,37 ppm” Ha “<1,00 ppm” BignoBsigHoO
o ouiHkm CPCA (Carcinogenic Potency
Categorization Approach). Buny4deHHs 3i
cneuudikauii M3 napameTpy “npu Bunycky” ans
npoBefeHHs TecTyBaHHs woao NTTP Ta sk
HacnigoK, CymMmy HITPO3aMiHiB y 3B’A3Ky 3i
3MiHamMu gonycTummnx Mex. BeeaeHHst 3amiH
NpoTArom 6-T1 MicsLIB NicNs 3aTBEPOAXKEHHS.

178. | AHYMET TabneTkn, BKpUTI Mepk Wapni | Lseruapisa MepBuHHa Ta Hinepnangn BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a UA/11003/01/02
NniBKOBOIO Ooywm IOEA BTOPUHHA yNaKoBKa, / 3MmiHu | TUNy - AOMiHICTpaTMBHI 3MiHN. peuenmom
obornoHkoto, no 50 M6X KOHTPOMb SIKOCTI, CLUA/ Buny4yeHHs1 BUpOGHWYOI AinbHULI (BKNOYaK4K
mr/850 wmr; no 14 TEeCTyBaHHs nNpun Cinranyp/ AinbHULi ansg A®I, npomikHOro npoaykTy abo
TabneTok y 6nictepi; BUMYCKY, 03BN Ha ITanis/ roTOBOrO fikapcbkoro 3acoby, AinbHULi Anst
no 4 6nictepu B BUNYCK cepii: MMyepTo NpoBeAEHHS NaKyBaHHsi, BUPOOHWKa,

KapTOHHiIl kopobuyi Mepk Wapn i Joym Piko, CLLA BiAMOBiAanNbLHOro 3a BUMYCK cepil, MicLe

B.B., Higepnanaw;
BupobHuLTBO
Hepo3dacoBaHoi
npoayKuii, KOHTPOnb
SIKOCTI:
MaTeoH lMyepTo
Piko, IHK., MMyepTo

NpoBeEHHS KOHTPOT cepii) abo
nocrayanbHuKa BUXiAHOTrO MaTepiany, peareHty
ab0o [OMNOMIXKHOI PEe4OBMHM (SKLLO 3a3HaYeHOo y
[0Cbe) BUMYyYeHHs BUpobHuka M3 MNg
OesenonmenT, CLUA B sikocTi BUpobHUKa,
BiANOBIAANbHOrO 3a TECTYBAHHS MPW BUNYCKY
wopno NTTP (ans TecTyBaHHs npu cTabinbocTi
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[IponoBkeHHs foaaTka 3

Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Piko, CLLA; wogo NTTP gaHuii BUpoBHUK 3anmwaeTbes).
MC[ IHTepHewwHn 3MiHu | TUNy - AOMIHICTpaTMBHI 3MiHW.
'M6X (cbinis BunyyeHHs BUpOGHMYOI AinbHULi (BKMOYa0umn
Cinranyp), CiHranyp; OinbHuui ana A®I, npomixkHoro npogykty abo
KoHTponb sikocTi, rOTOBOrO fikapcbKkoro 3acoby, AinbHULi Anst
TECTYBaHHs npu npoBeAeHHs NaKyBaHHs!, BUPOOHKKa,
BUMYCKY: BiANOBIgaNbLHOIo 3a BUMYCK Cepin, Micue
EypodiHc Bionab npoBeAeHHs KOHTPonto cepii) abo
CP, ITanis; nocrtavanbHVKa BUXIQHOrO Martepiany, peareHTy
TecTyBaHHsA ab0 OOMNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYeHO Y
cTabinbHoCTi: Aocbe). BunyyeHHs supobHuka Ecika KsiH6opo
Mepk LWapn i Joym TNimiten, Benuka BputaHis / Aesica
JINC, CWA; Queenborough Limited, UK, BignosigansHoro 3a
TecTyBaHHSA BMPOBHMLTBO Hepo3dacoBaHoi MPOAYKLii Ta
cTabinbHOCTI Woao KOHTPOJb SIKOCTi Nikapcbkoro 3acoby. 3minu I
NTTP: TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NikapCbKMi
Mna OesenonmeHT, 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
CLWA 3mMiHa napameTpiB cneundikauii Ta/abo
[OMNyCTUMMX MEX FOTOBOTO fikapcbkoro 3acoby
(3MiHa 3HaxoAuUTbLCS Mo3a 3aTBEPAKEHNMN
OOMYCTUMUMK MeXxamn crneumdikauin) 3amiHun
[onycTMMUX Mex cneumndikauii '3 gna tecty
NTTP 3 “<0,37 ppm” Ha “<1,00 ppm” BigNOBiAHO
o ouiHkm CPCA (Carcinogenic Potency
Categorization Approach). BunyyeHHs 3i
cneuudikauii M3 napameTpy “npu Bunycky” ans
npoBefeHHs TecTyBaHHs wopao NTTP Ta sk
HacnigokK, CyMu HITPO3aMiHiB y 3B’A3KY 3i
3MiHamMu gonycTuMmx Mex. BeeaeHHst 3miH
nNpoTArom 6-T1 MicsLIB NicNs 3aTBEPXKEHHS.
179. | AHYMET TabneTku, BKpUTI Mepk Wapni | Lsenuapis [MepBuHHa Ta Higepnanam BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis: 3a UA/11003/01/03
NniBKOBOO Hoym IOEA BTOPUHHA yMNaKoBKa, / 3MmiHu | TUny - AOMiHICTPaTMBHI 3MiHN. peuenmom
obornoHkoto, no 50 M6X KOHTPOMb SIKOCTI, CLUA/ Buny4yeHHs1 BUpOGHUMYOI AinbHULI (BKNHOYaoum
mr/1000 mr no 14 TEeCTyBaHHs npu Cinranyp/ ainbHULi anst ADI, npomixxHoro npogykty abo
Tabnetok y 6nicrepi; BUMYCKY, A0O3BiN Ha ITanis/ roTOBOrO fikapCcbKoro 3acoby, AinbHuLi Ans
no 4 6nictepu B BUNYCK cepii: MyepTo NpoBeAEHHS NakyBaHHsi, BUPOOHWKa,
KapTOHHIl kopobui Mepk LWapn i Joym Piko, CLUA BiANoBiganbHOro 3a BUNycK cepin, micue

B.B., Hinepnanaw;
Bupo6HuLTBO
Hepo3dacoBaHol
npoayKuii, KOHTPOrb
AKOCTI:
MaTeoH lMyepTo
Piko, IHk., MyepTo
Piko, CLLA;
MC[ IHTepHeLwHn
MvM6X (dinis
Cinranyp), Civranyp;
KoHTponb sikocTi,
TecTyBaHHA Npu
BUMYCKY:

NPOBEAEHHST KOHTPOIHO cepii) abo
nocrayanbHuka BUXiAHOTrO MaTepiany, peareHTty
ab0o [OMNOMIXKHOI Pe4OBUHM (SIKLLO 3a3HaYeHO y
[0CbE) BUNyYeHHs BUpobHuka M3 Mg
OesenonmeHT, CLUA B sikocTi BUpobHuUKa,
BiANOBiAANbLHOrO 3a TECTYBaHHS MPW BUMYCKY
wopo NTTP (ansa TectyBaHHS Npu cTabinboCTi
wono NTTP gaHuii BUpOGHUK 3anuLaeTbes).
3MmiHu | TUNy - AOMiHICTpaTMBHI 3MiHN.
BunyyeHHs BUpOGHMYOT AinbHULI (BKITIOYaO4n
ainbHULi anst AdDI, npomixxHoro npoaykty abo
roTOBOrO fikapcbKkoro 3acoby, AinbHULi Anst
NpoBeAeHHs NaKyBaHHS, BUPOGHMKa,
BifNoBiganbHOro 3a BUNyck cepin, mMicue




[IponoBkeHHs foaaTka 3

(3MiHa 3HaxoauTbCs M03a 3aTBEPIKEHUMMN
A0oNyCTMMUMMN Mexamm crieumdpikauin) 3amiHmn
[OonyCcTMMUX Mex cneumndikauii '3 gna tecty
NTTP 3 “<0,37 ppm” Ha “<1,00 ppm” BignoBigHoO
0o ouiHkn CPCA (Carcinogenic Potency
Categorization Approach). Buny4deHHs 3i
cneundikauii '3 napameTpy “npu Bunycky” ans
npoBeaeHHs TecTyBaHHs wono NTTP Ta sk
HacnigoK, CyMu HITpo3aMiHIiB y 3B’A3Ky 3i

3MiHamMKn JonycTuMmnx mexx. BeegeHHs 3miH

NpoTSArom 6-Tn MicsALIB MiCNs 3aTBEPXKEHHS.
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Ne Hasea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JNikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eidnycky yeaHHs1 | peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
EypogiHc Bionab NPOBEAEHHST KOHTPOIIO cepii) abo
CP/1, ITanis; nocravanbHuKa BUXiAHOrO MaTepiany, peareHTy
TecTyBaHHsA ab0 OOMNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYEHO Y
cTabinbHoCTi: nocbe). BunyyeHHst BupobHuka Ecika KeiH6opo
Mepk Wapn i Joym Ilimiten, Benuka Bputania / Aesica
JINC, CUWA; Queenborough Limited, UK, BignosigansHoro 3a
TecTyBaHHsA BUPOBHMLTBO HEpPO3hacoBaHOI NpoAyKLii Ta
cTabinbHOCTI Woao KOHTPOMb SKOCTi nikapcbkoro 3acoby. 3miHu Il
NTTP: Tmny - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbKMit
M4 OesenonmeHT, 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
CWA 3miHa napameTpiB cneundikauini Ta/abo
[OMNyCTUMKX MEX FOTOBOrO fikapCbKoro 3acoby

*y pa3i éHeceHHs1 3MiH Ao iHCMPYKUii Npo MeduYyHe 3acmocyeaHHs

B.o. HayaaLHUKA
dapaneBTUYHOIO YIIPABJIiHHSA

Oaexkcanap I'PINEHKO




