Honatok 2

A0 Haka3y MiHicTrepcTBa 0X0pOHH

3p0poB’sa Ykpainu «IIpo aep:xxaBHy
nepepeecTpaniio JikapcbKuX 3aco0iB
(MequyHMX iMyHOOi010TIYHMX NpenapaTiB) Ta
BHECEHHSsI 3MiH 10 peecTpaliliHUX MaTepiaiB»
Bix 10 sucronana 2023 poky Ne 1946

HEPEJIIK

JIKAPCBKHUX 3ACOBIB (MEJNYHUX IMYHOBIOJOI'TYHUX MTPEMAPATIB), IIO10 SIKUX BYJIU BHECEHI
3MIHH O PEECTPAIIMHUX MATEPIAJIIB, SIKI BHOCSTBHCS IO TEP)KABHOI'O PEECTPY JIKAPCHKHX
3ACOBIB YKPAIHHA

Ne Hazea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n JnikapcbKko2o | (nikapcbka gpopma, 3asi8HUKa euUpOobHUKa eionycky yeaHHs* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
1. | DL- KpUcTaniyHmm ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH O peecTpaulinHMx maTtepianis: 3MiHn - - UA/15298/01/01
CYNNIb®OKAM | nopoLuok 3 obmexeHo | Tuny - 3miHn 3 akocTi. A®L. KoHtponbs A®L. 3miHa y
®OPHA (cybeTaHuis); y obmexeHo BiAMOBIAAMNbLHICTIO napameTpax cneuudikauin Ta/abo 4onycTMMUX MeX,
KUCNOTA nonieTuneHoBmx Bignosiaanb "OAPMXIM" BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
MilLKax ans HiCTIO BUXiOHWI/MPOMDKHWIA NPOAYKT/peareHT, Wwo
dapmaLeBTU4HOro "®APMXIM" BUKOPUCTOBYIOTbCS y Npoueci BupobHuutea AdI
3acTocyBaHHSA (iHLWi 3MiHWK)
BunyyeHHs noka3Huka "3anuLuKoBi KiflbKOCTi
OopraHiyHMX po34MHHUKIB" 3i cneumdikaLii Ha
Hepo3dacoBaHuin npoayk. MotoBa cybcTaHuis DL-
cynbgokamdopHa KOHTPOMKETLCS 3a BCiMa
3aTBEPIKMHUMYK NokasdHukamu MKHA, Bkrroyatoum
NoKasHUK "3anuLLKOBI KiNbKOCTi OpraHiyHmnx
PO34YMHHUKIB". BBEAEHHSA 3MiH NPOTArom 6-Tu MicsaLiB
nicns 3atBepaKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
ADI. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHNX
y cneundikauisx Ha A®l, abo BUXigHUA/MPOMIXKHWUIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NMPOLIECI
BUpobHMLTBa ADI (BONOBHEHHS cneuudikadii HOBUM
NOKa3HMKOM SIKOCTi Ta BiANOBIAHMM METOLOM
BunNpobyBaHHs1) [lonoBHEHHs1 cneumdikauii HoBUM
NOKa3HMKOM SIKOCTi Ta BiANOBIAHMM METOLOM
BuUNpobyBaHHs «bakTepianbHi eHOOTOKCUHNY» 3
HOpMyBaHHsIM «He GinbLue 0,43 MO/mr». BBegeHHs
3MiH NPOTArom 6-TM MicsILB MicNsi 3aTBEPAXKEHHS.
2. | ASNOXyYb TabneTkn, BKpUTI [bxy6inaHT IHAis IDKYBINAHT IHAis BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3MiHn 3a - UA/12966/01/01
NNiBKOBOIO [xeHepikc IXKEHEPIKC | Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta peuenmom
obornoHkot, no 250 Timiteq IMITEQ dapmakoHarnsay. BeegeHHst abo 3miHn fo
Mr, no 6 TabrneTok B y3aranbHeHVX AaHUX Npo cuctemMy bapmakoHarnsgy
GnicTepi; no 1 (BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
6nictepy y dapmakoHarnsay, 3MiHa yNnoBHOBaXXeHOi ocobu,
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KapTOHHil kopobui

BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
34iicHeHHs hapmakoHarnsgy B YkpaiHi, AKWwo BoHa
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi

3a 3iMCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
canina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKA, BiAnoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy B YkpaiHi. Jitoua
pepnakuia: Manoj Kumar. MponoHoBaHa pepakuis:

Menix OneHa BopuciBHa. 3MiHa KOHTaKTHUX AaHUX

KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
30iNCHEeHHs hapmakoHarnagy B YKpaii.

A3NOXKYB

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 500
Mr, no 3 TabneTkn B
Gnictepi; no 1
Gnictepy y
KapTOHHIN kopobLi

[xy6inaHT
[xeHepikc
Nimiten

IHAisA

IDKYBINAHT
PKEHEPIKC
JIMITEQ

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHn
| TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta
tapmakoHarnagy. BeegeHHs abo 3MiHn oo
y3aranbHeHUX AaHuX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEeHVX AaHUX NPO CUCTEMY
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ons
30iNCHeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3ilicHeHHs1 hapmakoHarnsgy (BKrovarym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cucremn chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaanbHoi 3a
3AicHeHHs hapmakoHarnagy B YkpaiHi. Oitova
pepakuis: Manoj Kumar. MNponoHoBaHa pefakuis:
Menix OneHa BopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
3AiNCHEHHSA dhapmakoHarnsay B YKpaiHi.

3a
peuerimom

UA/12966/01/02

A3UOXKYB

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, no 250
mr, in bulk: no 5000
Tabnetok y
nonieTuneHoBoMy
nakeri

[xyGinaHT
[xeHepikc
JlimiTen

IHAis

IPKYBINAHT
IPKEHEPIKC
NIMITEL

IHAis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn
| Tuny - 3miHn Wwopo 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3miHn oo
y3aranbHeHVX AaHuxX Npo cuctemMy hapmMakoHarnsay
(BBEOEHHS y3aranbHEeHVX AaHUX NPO CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiAnoBiganbHoI 3a 34iMCHEHHs hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHuKa st
3AiicHeHHs bapmakoHarnsigy B YkpaiHi, SKWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaanbHoi 3a
3[iNCHeHHNA hapmakoHarnsgy B YkpaiHi. [itova
pepakuis: Manoj Kumar. NponoHoBaHa peaakuisi:
Menix OneHa BopuciBHa. 3MiHa KOHTAKTHUX AaHWX

UA/12967/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi.
5. | ASUOXYb TabneTtkn, BKpUTI [bxy6inaHT IHAis IDKYBINAHT IHAis BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHn - - UA/12967/01/02
NNiBKOBOIO [xeHepikc IDKEHEPIKC | Tuny - 3miHK Wwopno 6e3nekn/edekTUBHOCTI Ta
o6onoHkoto, no 500 Timiteq TIMITEQ chapmakoHarnsgy. BeegeHHst abo 3amiHv o
mr, in bulk: no 5000 y3aranbHeHuX AaHux Npo cuctemy apmakoHarnagy
Tabnetok y (BBEAEHHS y3aranbHEHWX AaHWUX NPO CUCTEMY
nonieTuneHoBoMy bapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
nakeri BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKLO BOHA
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 34ificHeHHs1 hbapmakoHarnsgy (Bkrovarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
cavina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BignoBiaansHoi 3a
3AiNCHEeHHA hapmakoHarnsgy B Ykpaini. [itova
pepakuia: Manoj Kumar. lNMponoHoBaHa pegakuis:
Menix OneHa BopuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0COOM 3asiBHUKA, Bi4noBiganbHoi 3a
30iNCHEeHHs hapmakoHarnagy B YKpaii.
6. | ASUMEO® Kancynu no 250 mr; MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/7234/01/01
no 6 abo no 10 "Kniemegnp "KniBmepnpenapa | Tuny - 3miHn Wwopo 6e3nekn/edekTnBHOCTI Ta peuenmom | nidnszae
kancyn B 6nicrepi; enapar” T capmakoHarnsgy. 3MiHu y KOPOTKili xapakTepucTuLi
no 1 6nictepy B nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
nayui IHCTPYKUIT NS MeAWNYHOro 3aCTOCYBaHHSI
reHepu4HuX/ribpuaHnx/GionofibHMxX nikapcbkmx
3acobiB nicns BHECEHHS Tiei camoi 3MiHU Ha
pedepeHTHUI Npenapar (3MiHa He NoTpebye
HaflaHHS )XOAHUX HOBMX OOAATKOBUX AaHWX) 3MiHU
BHECEHO [0 iHCTPYKUii Anst MeanyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby y posainu:
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3un"
BiAnoBigHo Ao iHpopmalii Woao MeanyHoro
3aCTOCyBaHHsI pedpepeHTHOro fnikapcbkoro 3acoby
(CYMAMEL, kancynwu). BBeaeHHs 3miH npoTarom 6-
TU MiCALIB 3 aTW 3aTBEPOKEHHS.
7. | ASUUNH® TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHU 3a - UA/0137/02/01
o6onoHkoto, no 500 "dapmavneBT "®apmaueBTUYHa | Tuny - 3miHu 3 akocTi. CepTudikat peuenmom
Mr; no 3 TabneTtku y nyHa cipma dipma "OdapHuusa” BignosigHocTi/l'E-cepTudikat BignosigHoCTi
KOHTYPHiW "NapHuus" €Bponevicbkin apmakonei/moHorpadii. 3miHu,
YapyHKOBIN noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
ynakosui; no 1 BiAnoBigHicTb o MoHorpadii AdPY abo
KOHTYPHiW €Bponevicbkoi hapmakonei, abo iHLWOi HalioHanbHoI

YapyHKOBIN ynakoBLi
B navuji

dapmakonei gepxasu €C (iHLWi 3MiHK) -
MpuBenexHs po3ginis 3.2.P.4.1. Cneumdikauis Ta
3.2.P.4.2. AHaniTn4Hi MeToank1 4o BUMOT AikYoTl
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
pegakuii MmoHorpadii E® «Magnesium stearate» Ta
[dY 3a nokasHmkamu "KucnoTHicTb abo nyxHicTb",
"KinbkicHe B1u3HadeHHs", "lgeHTundikayia”
8. | AKTUNI3E® niodinisat ansa BepiHrep HimeuumnH BepiHrep Himeuunna BHECEHHS 3MiH A0 peecTpauiiHiX maTtepianis: 3MiHK 3a - UA/2944/01/01
po3unHy Ans IHrenbxanm a IHrenbxanm | Tvny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3acio. peuernmom
iHdy3in no 50 wmr; 1 IHTepHeLwHnN dapma 'M6X i Ko. 3MiHV y BUpOBHMUTBI. 3MiHM y Npoueci BUpobHULTBA
rakoH 3 m6X Kr roTOBOIO MikapcbKoro 3acoby, BKI4aoum

niodinizatom y
KOMMMeKTi 3 1
¢nakoHOM
pO34mnHHKKa (BoAa
ans iH'ekyin) no 50
MI1 Y KapTOHHIN
KopobLi

NPOMIKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MNP
BUPOBHMLTBI FOTOBOIO NikapcbKkoro 3acoby (iHLi
3MiHun). MNogoBxkeHHs Yacy 36epiraHHs NPOMiXKHOTO
NpoAyKTY: 3anOBHEHMX (PNAKOHIB i3 PO3YNHHUKOM
(Boga Ans iH’ekuin) nicns dinsTpauii yepes 0,2 Mkm
dinbTp ANs KOHTPons 3a 6io3abpyaHEHHsM 00
KiHUeBOI cTepunisauii, o 31043 xBunuHu. 3miHn |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapckkMit 3aci6.
Cuctema KoHTelHep/3akynoptoBarbHuiA 3acib. 3miHa
OyAb-aKOi YaCTVHWM MaTepiany NepBMHHOI YNaKoBKH,
L0 He KOHTaKTy€e 3 rOTOBUM NiKapCbknM 3acobom
(Hanpuknag Konip KpPMLLEYOK 3 KOHTPONEM MEePLLOro
BiOKPUTTS, KOMip KOOAOBUX KineLb Ha amnynax,
KOHTeVHepa 4115 ronok (pisHi BuAn nnacrmacm)
(3miHa, sika He BNNMBAaE Ha KOPOTKY XapaKTepuUCTUKY
nikapcbkoro 3acoby).
BnpoBagkeHHs1 anbTepHaTUBHOT OGTUCKHOT KPULLIKK
BHacnigoK 3MiHW pO3Mipy KPOMKM antoMiHieBOi
OB TMCKHOI KpULLIKW, OCKINbKM Ha HOBIN NiHii
HamnoBHEHHSI BUKOPUCTOBYHOTLCS Pi3Hi OBGTUCKHI
MalnHU. AnbTepHaTBHa O6TUCKHA KpULLIKa
BignoBigae BUMoram pisHmMx 06TUCKHUX MaLUVH, SKi
BUKOPUCTOBYHOTLCS Ha HOBIW MiHil HANOBHEHHS.
3miHu | Tuny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. Cuctema KoHTelHep/3aKynoproBanbHWin 3acib.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYCTUMMX MeX NEePBUHHOT YNakoBKN rOTOBOrO
nikapcbKoro 3acoby (BMIyYEHHst HE3HAaYHOro
nokasHuka (Hanpuknag, 3acTapinoro nokasHuka)).
'ymoBa npobka: BUny4eHHs aHanisy MeTogomM
ra3oBoi xpomarorpadii, SIKUin BUKOPUCTOBYETLCA Anst
BUNpobyBaHb eKCTpakLii 3 METOK BU3HAYEHHS
neTKMX i HaniBneTknx cnonyk. Taki cnonyku €
nigrpynoto Npodinto ekCTparoBaHWX PEYOBUH i
NnoB’A3aHi 3 maTepianamu KOHCTPYKUT, SKi
TECTYIOTbCS NOCEPINHO B pamMkax BUNPOOYBaHHS
ineHTudikauii. Kpim Toro, npodinb ekcrpakuii
OLiHIOETBLCA NI Yac kBanigikauii matepiany. Tomy
aHani3 MeToaoM rasoBoi xpomaTorpadii He
BMMaraeTbcs. 3miHu | Tuny - 3miHK 3 skocTi. oToBMI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa




5

[IponoBkeHHs noaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

napameTpiB cneuudikauin Ta/abo 4onycTUMNX MeX
NepBUHHOI YNakoBKW FOTOBOTO NikapCbKoro 3acoby
(BonoBHEHHS cneumdikavii HOBUM NOKA3HMKOM 3
BigNOBIgHMM MeToAOoM BMNPobyBaHHs). CKNsSHWIA
hbnakoH: AoAaBaHHA OCHOBHMX PO3MIpiB (YMCOBMX
3HayeHb) CKMAHOro nakoHy Arns PO3YMHHMKA.
3MiHn | TMNy - 3MiHM 3 siKOCTi. [OTOBUIA NikapCbKKn

3acib. Cctema KoHTeliHep/3aKkynoproBanbHWii 3acib.

3miHa napameTpiB cneundikadi Ta/abo
OONyCTUMMUX MEX NEPBUHHOI YNaKoBKM FOTOBOMO
nikapcbkoro 3acoby (AONOBHEHHS cneumdikauii
HOBWM MOKa3HUKOM 3 BigMoBiAHMM METOAOM
BMNpoOyBaHHs). M'ymoBa npobka: AoAaBaHHS
OCHOBHUX PO3MIpiB (YMCNOBKNX 3HAYEHb) NYyMOBOI
npo6ku Ans dnakoHy Anst po34mMHHMKa. 3MiHu | Tuny
- 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib.
Cuctema KOHTenHep/3akynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMMUX MeX
NepBUHHOI YNaKoBKM rOTOBOrO NikapCbKoro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BiANOBIgHMM MeToAoM BUNpoOyBaHHs). OBTUCKHA
KpuLKka Ans rnakoHy Ans pO34MHHMKA: AoAaBaHHS
OCHOBHMX PO3MipiB (4YNCMOBUX 3HAYEHb) OBTUCKHOI
KPULWKKU. 3MiHM | Tuny - 3MiHn 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMUX MeX
NepBUHHOI YNaKoBKW rOTOBOTO NikapCbKoro 3acoby
(iHLWi 3MiHW) -

OHoBReHHs cneuudikauii Ha CKNsiHWIA chnakoH Ans
PO34YMHHUKA, a came: OHOBMEHHS cneumdikauin ons
mMeToziB BUNPOOYyBaHHA CKNAHOrO nakoHa
BigNoBIAHO A0 NOTOYHOI MoHorpadii EP 3.2.1 Ta
MoHorpadii USP. 3amiHa BunpobyBaHHs
riAPONITUYHOI CTINKOCTI BUNPOBYBaHHAM 3rigHO 3
capmakonesimu CLUA ta €C. PepakuinHi 3MmiHu 3
METOI afanTyBaHHS OKYMEHTa [0 Cy4acHOro
cdopmaTty koMnaHii: cneumdikauiio Ha 06TUCKHY
KPULLIKY BMareHo Ta HaBefeHO B OKpEMOMY
pokyMeHTi 3.2.P.7.2. JlogaBaHHsA cxeMaTU4YHOro
306pakeHHs cknsiHoro cpriakoHy. BunpobyBaHHS
ineHTudiKauii dopmu, KONbOPY BUKOHYETBCSH | Tenep
y3aranbHeHo y po3Aini «30BHILLHIN BUMSA».
Cneuudikauito Ha 06TUCKHY KPULLKY (paHiLue-
BiJKMAHWUIA KOBMAY0K) Ta NPpobKy B1AaaneHo Ta
HaBedeHO B OKpeMOMY AOKyMeHTi 3.2.P.7.2.
BupaneHnHs rmaeu 2 «HaykoBi gaHi». 3Minu | Tuny -
3MiHu 3 AkocTi. [oToBMI Nikapcbkui 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa




6 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

napameTpiB cneuudikauin Ta/abo 4onyCcTUMMNX MeX
NepBUHHOI YNakoBKW FOTOBOTO NikapCbKoro 3acoby
(iHWi 3miHn). OHOBREHHNA cneundikaLii Ha rymoBy
npo6bKy Ansa dnakoHy ANa Po34nHHKKAE, a came:
3aMiHa TepMOorpaBiMETPUYHOIO aHarnidy NocunaHHsaM
Ha MoHorpadito 3.2.9 EP ta USP. PegakuinHi 3amiHn
3 MeTOI0 afanTyBaHHA OKYMEHTa [0 CYy4acHOro
opmaTty komnaHii: CneumndikaLito Ha 06TUCKHY
KPULLIKY Ta cbNiakoH BUAANEeHo Ta HaBedeHo B
okpeMomy gokymeHTi 3.2.P.7.2. [lonaBaHHs
CXeMaTNYHOro 306paxxeHHs1 r'yMOBOi NMPOBKY.
Bunpo6yBaHHs ineHTudikauii dopmu, konsopy
BUKOHYETLCS | Tenep y3ararnbHEHO y pP. «30BHILLHIN
BuUrnsa». BuaanenHs rmaem 2 «HaykoBi AaHi». 3MiHn
| TMny - 3miHK 3 sikocTi. FoTOBUMIA NikapcbkMi 3aci6.
Cuctema KoHTelHep/3akynoptoBarbHui 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo AonyCcTUMNX MeX
NepBMHHOI YNaKoBKW FOTOBOTO NikapCbKoro 3acoby
(iHWi 3miHK). OHoBMEHHs cneuudikauii Ha 06TUCKHY
KPULLKY ANs priakoHy Ans po3yMHHUKA, a came:
penakuinHi 3MiHM 3 MeTO aganTyBaHHA JOKYMEHTa
00 cyydacHoro cdoopmaTty komnaHii. Cneuudikadito Ha
npobKy Ta chrnakoH BuaaneHo Ta HaBeaeHo B
okpeMomy gokymeHTi 3.2.P.7.2. CTBopeHo ogunH
OOKyMeHT 3.2.P.7.2 onsl KOXXHOro KOMMOHEHTa
NepBUHHOI ynakoBku. [loAaBaHHA CxeMaTuYHOro
306paxeHHss 06TUCKHOT KpULLKK. BunpobyBaHHs
iaeHTudiKauii dopmu, KONbopy BUKOHYETLCSH | Tenep
y3aranbHeHo y p. «30BHiLLHiA BArNSA». 3miHu | Tuny
- 3MiHu 3 gKocTi. [oToBUIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoptoBanbHUiA 3aci6 (iHLwi
3MiHN).
3amiHa iHdopMmaLii Npo noctayanbHKKa GinbLu
AeTanbHoto iHdopMaLieto Npo BUpobHuka Ans
CKNSAHOro hnakoHy AN PO3YUHHYMKA.
PepakuinHi 3mMiHW: pecTpykTypur3auis Tabnuub, 3mMiHa
opmMyntoBaHHSA. BinbLl geTaneHW onuc maTepianis
KOHCTPYKLii. 3MiHM Ha MaTepianu KOHCTPYKLi He
BHOCWUNUCb. BuaaneHHs mantoHKy, cxemaTnyHe
306paxeHHs (onakoHy HaBeeHO B JOKYMEHTI
3.2.P.7.2 «Cneuudikauis Ha donakoH». 3miHu | Tuny
- 3MiHM 3 AkocTi. F0TOBMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoptoBanbHUiA 3aci6 (iHLwi
3MiHM). 3amiHa iHdopMmaLii Npo nocTayanbHKKa
6inbL AeTanbHo iHhopMaLlieto Npo BUPOOHMKa
ryMOBOI Npo6kM Anst onakoHy Anst pO34YMHHUKA.
PepakuinHi 3mMiHW: pecTpyKTypur3auis Tabnuub, 3mMiHa
copmyntoBaHHSA. binbLl geTanebHUiA onuc matepianis
KOHCTpYKLii. 3MiHM HAa MaTepianyu KOHCTPYKLIi He
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BHOCWUNUCb. BuaaneHHs mantoHKy, cxemaTnyHe
306paxeHHsi ryMoBOi NPOGKU HAaBEAEHO B AOKYMEHTI
3.2.P.7.2 «CneumdikaLis Ha ryMoBy Npo6Ky». 3MiHK

| Trny - 3miHK 3 akocTi. FoToBUIA NikapcbkMi 3aci6.
Cuctema koHTelHep/3akynoptoBanbHuUi 3acib (iHLi
3MiHuM). 3amiHa iHdopMaLii Npo nocTavansHKKa

OinbLU geTanbHO iHopMaLieo Npo BUPOOHMKa

OBTUCKHOI KpULLKW ANt (ONakoHy ANst PO34YMHHMKA.
PepakuinHi 3miHW: pecTpyKTypu3sauis Tabnuub, 3MiHa
opmyntoBaHH4A. binbl geTtanbHUA onnuc maTepianis

KOHCTPYKLii. 3MiHM Ha MaTepianu KOHCTPYKLi He

BHOCWUNUCb. BuaaneHHst mantoHKy, cxemaTnyHe

306pakeHHs 06TUCKHOT KPULLIKA HaBedEeHO B
AokymeHTi 3.2.P.7.2 «Cneumndikauis Ha 06TUCKHY

KPULLKY». 3MiHW | Tuny - 3MiHK 3 sikocTi. FoToBMNI

nikapcbkuii 3aci6. 3miHn y BUpoGHMUTBI. 3MiHM
BMNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBNEHNX

y cneundikauisix, nig Yac BUpOGHULITBA rOTOBOIO
nikapcbkoro 3acoby (4ogaBaHHsi HOBOro MeToay
BMNPoOyBaHHSA Ta AOMYCTUMMX MEX).
BnpoBamxeHHs Jo4aTKOBOro B NpoLeci
BMPOGHMLTBA KOHTPOIMIO AN PO34MHHMKA 33
napaMeTpoM «KOHTPOInb 3abpyAHEHHS» i3
nonepeaHb0 BU3HAYEHUMY FPAHUYHUMW 3HAYEHHSAMU
npotecy B KiHUi Yacy 36epiraHHs nepeq KiHLEBOH
ctepunizauieto. 3minu Il Tuny - 3miHM 3 AKoCTi.
[oToBWI Nikapcbkuin 3aci6. 3MiHN Yy BUPOBHULTBI.
3MiHu y npoleci BUpOGHULITBA rOTOBOrO NiKapCbKoro
3acoby, BKMOYa4M NPOMKHUIA NPOAYKT, WO
3aCTOCOBYETLCSI NPY BUPOOHMLITBI FOTOBOrO
nikapcbkoro 3acoby (cyTTeBa 3MiHa y npoueci

BUPOBHMUTBA, sika MOXe MaTu iCTOTHWN BfMB Ha

AKiCTb, 6e3neky Ta eheKTUBHICTb NikapCbKOro
3acoby). BnpoBagxeHHs goaaTkoBoi NiHii
HanoBHeHHs (AA5) 00 KOMMOHEHTa PO3YMHHMKA
(Bopa ans iH'ekuin) ana npenapaty Aktunise 50 mr.
BHeceHHs1 pegakuinHmx npasok go p.3.2.P.3.1
BupoBHwmku.

AMILMTPOH
®
EKCTPATAB

TabneTku, BKPUTI
NniBKOBOO
o6ornoHkoto, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nayui

ToBapucTBo
3
[04aTKOBOK
Bignosiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

TosapucTBo 3
[00aTKOBOO

BiANOBiganbHICTHO

"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu
| Tuny - 3MmiHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkint apmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponevicbkoi hapmakonei, abo iHWOoT HauioHanbHoI
apmakonei aepxasu E€C (3miHa y cneuudikauisx,
noe'sizaHa 3i 3amiHamu B [1®Y, abo €Bponeiichbkin
dapmakonei, abo iHLWiN HauioHanbHin apmakonei
aepxasu €C) - npuBeieHHs cneuudikadii Ta

6e3
peuenma

UA/15430/01/01
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
MeToaiB KoHTponto APl y BignoBigHiCTb 40
MoHorpadgii «Paracetamol» €®, gitoye BuaaHHs, Wo
BX0AsTb o cknagy 3, a came 3amiHa HOpMyBaHHS
Ta METOAIB KOHTPOJIO 3a MoKa3HMKamu
«laenTndikauisy, «CynpoBigHi JOMILLKM»,
BUITyYEHHs NnokasHuka «Baxxki meTanuy.
10. | ATOPBACTA | Tabnetku, BKpUTI TOB «TeBa Ykpaina Tesa Papma Icnanis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHu 3a - UA/16377/01/01
TUH-TEBA NNiBKOBOKO YkpaiHa» C.JLY. | Tuny - 3miHu 3 akocTi. CepTudikat peuenmom

o6onoHkoto no 10 mr
no 10 Tabnetok y
GnicTepi; no 3 abo 6,
abo 9 GnicTepiB y
kopobui; no 15
Tabnetok y bnictepi;
no 2 a6o 4, abo 6
GnicTepiB y kopobui

BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponecbkin dapmakonei/MoHorpadii. NMogaHHs
HoBOro abo oHoBMNeHoro cepTudikaTa BiANOBIQHOCTI
abo BuNy4YeHHs ceptudpikata BignosigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBReHWN
cepTuddikat Bif yxKe 3aTBEpAXKEHOro BUPOOHMKa -
nogaHHsi OHOBIEHOrO cepTudikaTa BignoBigHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2010-366-
Rev 04 (3atBepaxkeHo: R1-CEP 2010-366-Rev 03)
ans A®| atopeacTaTuHy KanbLito Bif Bxe
3aTBepakeHoro BupobHuka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,
IHAin.
3miHu | Trny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€sponevicbkinn dapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxke 3aTBepaKEHOro BUPOBHUKa -
noJaHHsi OHOBMNEHOTo cepTudikaTa BigNOBIAHOCTI
€sponevicbkin bapmakonei Ne R1-CEP 2012-035 -
Rev 02 (3atBepaxeHo: R1-CEP 2012-035-Rev 01)
ansa A®| atopBacTaTuHy KanbLito Bif Bxe
3aTBepmkeHoro BupobHuka TEVA API INDIA
PRIVATE LIMITED, IHgis. 3MiHu | Tuny - 3miHu 3
sikocTi. CepTudikaTt BignosigHocTi/l E-cepTudikat
BiZNOBIQHOCTI €BpONenchkii
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€sponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOro NPOAYKTY, Lo
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI pevoBuHU (cepTudikaT BigNoBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikat Bif y)Ke 3aTBEpKEHOro BUPOBHMKa -
NnoAaHHs OHOBNEHOro cepTudikaTa BiANOBIAHOCTI
€poneickkin dpapmakonei Ne RO-CEP 2018-059-
Rev 03 (3atBepakeHo: RO-CEP 2018-059-Rev 02)
ansa A®| atopBacTaTuHy KanbLito Bif BXxe
3aTBepakeHoro BupobHuka TEVA APl INDIA
PRIVATE LIMITED, IHgis. 3mitu | Tuny - 3MiHu 3
akocTi. CepTtudikaT BignosigHocTi/l' E-ceptudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BianoBigHOCTI abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkin hbapmakonei) - Houn ceptudikar Big
BXe 3aTBepaKeHOro BUpPoOHUKa - NoAaHHS HOBOTO
cepTudikaTta BignoBigHOCTI €Bponenchkii
capmaxkonei RO-CEP 2022-099-Rev 00 gns AdI
aTopBacTaTuHy KarnbLilo Bif BXe 3aTBepOXEHOro
Bupo6Huka TEVA API INDIA PRIVATE LIMITED,
IHais (BnacHuk ceptudikaty TEVA
PHARMACEUTICALS INDUSTRIES LTD., Israel).

11.

ATOPBACTA
TUH-TEBA

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto no 20 mr
no 10 Tabnetok y
6nictepi; no 3 abo 6,
abo 9 bnicTepiB y
kopobui; no 15
Tabnetok y 6nictepi;
no 2 a6o 4, abo 6
GnicTepis y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa ®apma
C.JLY.

Icnanis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn
| Tuny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoCTi
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHsi cepTudikaTta BignoBigHOCTI
€Bponevicbkinn apmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yke 3aTBepOKEHOro BUPOBHMKaA -
noJaHHsi OHOBMNEHOro cepTudikaTa BigNOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2010-366-
Rev 04 (3atBepaxeHo: R1-CEP 2010-366-Rev 03)
ansa A®| atopBacTaTuHy KanbLito Bif Bxe
3aTBepakeHoro BupobHuka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,
IHAin.
3miHu | TMny - 3miHm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BianoBigHoCTI
€Bponelicbkiii hapmakonei/MoHorpadii. MogaHHs

3a
peuenmom

UA/16377/01/02




10 [IpomoBxkeHHs goaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

HOBOro abo OHOBMNEHOro cepTudikaTa BignoBIgHOCTI
abo Buny4YeHHs cepTudikaTa BiANOBIAHOCTI
€Bponenickkin hapmakonei: gns A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ons
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bif yxe 3aTBEPAKEHOro BUPOBHMKA -
nogaHHs OHOBIEHOro cepTudikaTa BignoBigHOCTI
€ponevickkin hapmakonei Ne R1-CEP 2012-035 -
Rev 02 (3atBepaxeHo: R1-CEP 2012-035-Rev 01)
ans A®l atopeacTaTuHy KanbLito Bif Bxe
3aTBepakeHoro BupobHuka TEVA APl INDIA
PRIVATE LIMITED, Ingia. 3mitu | Tuny - 3MiHu 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignosigHoCTi abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€sponevicbkin dbapmakonei: ana A®l; onsa BuxigHoOro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNEeHUiA
cepTudikaT Big yXe 3aTBepaKEHOro BUPOGHUKa -
NoAaHHS OHOBNEHOro cepTudikaTa BiANOBIAHOCTI
€sponevicbkinn dpapmakonei Ne RO-CEP 2018-059-
Rev 03 (3atBepaxeHo: RO-CEP 2018-059-Rev 02)
ans APl atopBacTaTVHy KarnblLito Bif BXe
3aTBepakeHoro BupobHuka TEVA API INDIA
PRIVATE LIMITED, IHgis. 3MiHn | Tuny - 3miHu 3
skocTi. CepTtudikaT BignosigHocTi/l'E-cepTudikat
BigMNOBIAHOCTI €BpONENChHKIl
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUIMyYeHHSA cepTudikaTa BignoBigHOCTI
€sponevicbkinn dapmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hapmakonei) - HoBui ceptudikar Big
BXe 3aTBepAKeHOro BUpOOHUKa - NoJaHHSA HOBOIO
cepTudcpikaTa BignoBigHOCTi €Bponenchkin
capmakonei RO-CEP 2022-099-Rev 00 gns AdI
aTopBacTaTuHy KarnbLilo Bif BXe 3aTBepaXeHOro
Bupo6Huka TEVA API INDIA PRIVATE LIMITED,
IHais (BnacHuk ceptudikaty TEVA
PHARMACEUTICALS INDUSTRIES LTD., Israel).

12. | ATOPBACTA | Tabnetku, BKpUTI TOB «TeBa YkpaiHa TeBa Papma Icnanisi

BHECEHHS 3MiH 10 peecTpaLiiHnx mMaTtepianis: 3miHu 3a - UA/16377/01/03
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
TUH-TEBA NniBKOBOK YkpaiHa» C.JLY. | Tuny - 3MiHK 3 akocTi. CepTudikat peuenmom

o6onoHkoto no 40 mr
no 10 Tabnetok y
6nictepi; no 3 abo 9
6nictepis y kopobui

BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMNEHOro cepTudikaTa BignoBIgHOCTI
abo Buny4YeHHs cepTudikaTa BiANoOBiAgHOCTI
€Bponenickkin hapmakonei: gns A®l; anst BUxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bif yxxe 3aTBEPOKEHOrO BUPOBHMKA -
NnogaHHsi OHOBIEHOrO cepTudikaTa BignoBigHOCTI
€poneickkin dpapmakonei Ne R1-CEP 2010-366-
Rev 04 (3atBepgkeHo: R1-CEP 2010-366-Rev 03)
ans A®| atopeacTaTuHy KanbLito Bif Bxe
3aTBepakeHoro BupobHuka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,
IHAis.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs
HoBOro abo OHoBMNEHOro cepTudikaTa BignoOBIAHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBUHU (cepTudikaT BignosigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHMKa -
noJaHHsi OHOBMNEHOTo cepTudikaTa BigNOBIAHOCTI
€sponevicbkint papmakonei Ne R1-CEP 2012-035 -
Rev 02 (3atBepaxeHo: R1-CEP 2012-035-Rev 01)
ansa A®| atopBacTaTuHy KanbLito Bif, BXe
3aTBepakeHoro BupobHuka TEVA API INDIA
PRIVATE LIMITED, Ingia. 3miHu | Tuny - 3MiHu 3
skocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BigMNOBIAHOCTI €BpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTudikarta BiAnoBiAHOCTI
€Bponenickkin dpapmakonei: gna A®l; anst BUXigHoro
matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI ADI; ons
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWI
cepTudpikaT Bif yke 3aTBEpOKEHOrO BUPOOHMKA -
NnoJaHHsi OHOBNIEHOTO cepTudikaTa BiNOBIAHOCTI
€sponevickkin dapmakonei Ne RO-CEP 2018-059-
Rev 03 (3aTBepaxeHo: RO-CEP 2018-059-Rev 02)
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

ans A®| atopeacTaTuHy KanbLito Bif, Bxe
3aTBepakeHoro BupobHuka TEVA API INDIA
PRIVATE LIMITED, Ingist. 3miHu | Tuny - 3MiHu 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikar
BiNOBIgHOCTI €BpONEenchbKii
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHocTi abo
BUINMyYeHHS cepTudikaTa BignoBigHOCTI
€Bponenckkin hapmakonei: gns A®l; ansi BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; Ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - HoBuit ceptudikat Big
BXe 3aTBEPIKEHOro BUPOOHMKA - NOAAHHS] HOBOIO
cepTudikaTta BignoBiaHOCTI €Bponenchkii
cdapmakonei RO-CEP 2022-099-Rev 00 gns AdI
aTopBacTaTVHy KanbLito Big BXe 3aTBepAKEHOro
Bupo6Huka TEVA API INDIA PRIVATE LIMITED,
IHgis (BnacHuk cepTudikaty TEVA
PHARMACEUTICALS INDUSTRIES LTD., Israel).

13.

ATOPBACTA
TUH-TEBA

TabneTtkn, BKPUTI
NniBKOBOIO
o6onoHkoto no 80 mr
no 10 Tabnetok y
6nicTepi; no 3 abo 9
GnicTepis y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa ®apma
C.JY.

Icnanis

BHECEHHS 3MiH [0 peecTpaulinHMx maTtepianis: 3MiHW
| Tuny - 3MiHK 3 aikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponevicbkinn apmakonei: ana A®l; ons BuxigHoro
maTepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHMKa -
noJaHHsi OHOBMNEHOTo cepTudikaTa BigNOBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 2010-366-
Rev 04 (3atBeppxeHo: R1-CEP 2010-366-Rev 03)
ansa A®| atopBacTaTuHy KanbLito Bif, BXe
3aTBepakeHoro BupobHuka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,
IHAin.
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€sponevicbkin papmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHMLTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkiii hapmakonei) - OHoBNeHMI

3a
peuerimom

UA/16377/01/04
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

cepTudikat Bif yXKe 3aTBEp)KEHOro BUPOBHMKa -
NnoAaHHs OHOBNEHOro cepTudikaTta BiANOBIAHOCTI
€ponevickkin hapmakonei Ne R1-CEP 2012-035 -
Rev 02 (3atBepakeHo: R1-CEP 2012-035-Rev 01)
ansa A®| atopBacTaTuHy KanbLito Bif BXxe
3aTBepakeHoro BupobHuka TEVA APl INDIA
PRIVATE LIMITED, IHgis. 3miHu | Tuny - 3MiHu 3
akocTi. CepTtudikaT BignosigHocTi/l' E-cepTudikat
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIIEHOTO cepTudikaTa BignoBiaHOCTi abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponelicbkint hbapmakonei) - OHoBReHWN
cepTuddikat Bif yxKe 3aTBEpAKEHOro BUPObHMKa -
nogaHHsi OHOBIEHOrO cepTudikaTa BignoBigHOCTI
€ponewickkin gpapmakonei Ne RO-CEP 2018-059-
Rev 03 (3atBepakeHo: RO-CEP 2018-059-Rev 02)
ans A®| atopeacTaTuHy KanbLito Bif Bxe
3aTBepakeHoro BupobHuka TEVA API INDIA
PRIVATE LIMITED, IHgisi. 3MiHu | Tuny - 3MiHu 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikat
BiZNOBIgHOCTI €BpONEenchKii
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBMEHoro cepTudikaTta BignoBigHocTi abo
BUITyYeHHSA cepTudikaTa BignoBigHOCTi
€sponevicbkinn dpapmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - HoBui ceptudikar Big
BXe 3aTBEPKEHOro BUPOOHMKA - NOAAHHS] HOBOMO
cepTudikaTta BignoBigHOCTI €BpONENnchbKin
capmaxkonei RO-CEP 2022-099-Rev 00 gnsa AdI
aTopBacTaTVHy KarnbLitlo Bi BXe 3aTBepAKEHOro
Bupo6bHuka TEVA API INDIA PRIVATE LIMITED,
IHais (BnacHuk cepTudikaty TEVA
PHARMACEUTICALS INDUSTRIES LTD., Israel).

14.

ATO-JIOHI®

Tabnetku no 10 mr
no 10 Tabnetok y
6nicTepi, no 4
Gnictepu B navui 3
KapTOHY

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BUPOGHWYMIA

LeHTp
"BopLuariscb
KWW XiMiKO-

YkpaiHa

My6niyHe
akuioHepHe
TOBapuUCTBO

"HaykoBo-
BUPOGHWYMIA

LeHTp
"BopLuariscbkui
XiMiKo-

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHn
| Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKii XxapakTrepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHs nikapcbkoro 3acoby B

3a
peuerimom

He
nidnsieae

UA/0723/01/01
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
tapmaueBT thapmMaLeBTUYHUIA nicnsipeecTpauiiHui nepiog, abo sik pesynbtaT
WNYHUIA 3aBog" OLLiHKM 3BITY 3 JOCNiAKEHb, NPOBEAEHNX BigNOBIgHO
3aBog" [0 nnaHy negiatpuyHunx gocnigkeHs (PIP) (3MiHy
Y3ro[HKEHO 3 KOMMETEHTHUM YMOBHOBaXEHNM
opraHom)
3MiHW BHeCeHi 0 TEKCTY IHCTpyKUii Ans MeanyHoro
3acTocyBaHHsI Nnikapcbkoro 3acoby Ao po3sainy
"Mob6iuHi peakuii" wWoao 6e3neku 3acTocyBaHHs!
nito4oi pevyoBuHU. BBeaeHHs 3MiH NpoTsarom 6-Tu
MicaUiB Nicnsa 3aTBepAXeHHs
15. | ATO-NIOHI® Tabnetku no 20 mr My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/0723/01/02
no 10 TabneTtok y akuioHepHe akuioHepHe | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom nidnsieae
Gnictepi, no 4 TOBapUCTBO TOBapUCTBO capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
Gnictepn B nayui 3 "HaykoBo- "HaykoBo- nikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
KapTOHY BUPOGHMYMI BUPOGHMYNIA IHCTPYKUIT 4NA Mean4Horo 3acTocyBaHHs Ha NiacTaBi
LEHTP LEHTP perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
"BopLuariscb "BopLuariscbkuii nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
KW XiMiKO- XiMiKo- 3acTocyBaHHSA Nikapcbkoro 3acoby B
tapmaueBT tapmaueBTUYHUI nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
WNYHUIA 3aBog" OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX Bi4NOBIgHO
3aBog" [0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom)
3MiHW BHeCeHi o TeKCTy IHCTpyKUii Ans MeandyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"Mo6iyHi peakuii” LwLoao 6e3nekn 3acTocyBaHHsI
aito4oi pe4yoBuHU. BBeaeHHs 3MiH NpoTarom 6-Tu
MicsiLiB nicns 3aTBepAKEHHS
16. | BIMATONPO KpucTaniyHum Karman Yecbka Kanman ®apma Yecbka BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHn - - UA/17616/01/01
CT NopOLLIOK dapma Pecny6bnik c.p.o. Pecny6bnika | Tuny - 3miHum 3 sikocTi. A®L. KoHTponb A®L. 3miHa y
(cybeTaHuis) y c.p.o. a napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
dnakoHax 3 BM3HaYeHuX y cneumdikauisx Ha Adl, abo
TEeMHOro ckna ans BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
dapmaLeBTUYHOro BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea AdI
3acToCyBaHHsA (iHwi 3miHM) - 3miHa y cneundikadii (MuTome

obepTaHHs) Ta cknagi AL, y 3B'3Ky 3 OTPUMaHHSIM
oHoBneHoi Bepcii AM®; 3MiHu | Tuny - 3miHn 3
akocTi. A®Il. KoHtponb A®I. 3miHa y meTopax
BunpobysaHHa APl abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCS y npoueci BupobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEPAKEHUX MeToAaxX
BUNpobyBaHHs1) - 3MiHa y MeTodax BUNpoGyBaHHs
AQI, y 3B'AA3Ky 3 OTPMMaHHSAIM OHOBIEHOI BEpCii
OM®, a came: meToamka KinbkiCHOro BU3HAYEHHS,
XpomoTorpadiyHa YncroTta, MikpobionoriyHa
YMCTOTA Ta 3anuvLIKOBI PO3YUHHUKA. 3MiHuM | TUny -
3MiHu 3 AkocTi. APl. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6 (iHWwi 3MiHn) /
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3MmiHa hopMyntoBaHHs po3ainy ynakoBka B MKA 'y
3B'A3KY 3 OTPMMaHHSM OHOBIEHOI iHbopMaLii Big
BMpOGHWKa. 3aTBepmkeHo YnakoBka [epBuyHas
ynakoBKa: (hrakoHbl U3 TEMHOIO CTEKINa, EMKOCTbIO 2
mn, 4 mn, 6 mn, 15 mn, 30 mn, 60 mn, 120 mng, 250
mn unm 500 mn, 3aneyaTaHHbIe KpbiLLKamu ¢
nonuTeTpadTOP3aTUIIEHOBLIMW NPOKNaAKaMu.
BTopuyHasi ynakoBka: NnonuaTnneHoBbIe NakeTbl C
Npo3payHbIM OKOLLKOM U 3aCTEXKON-MOMHUEN,
cogepxallume nornoTutens k1ucnopoaa u
ocywmTens. 3anponoHoBaHOo YnakoBka [MepBuyHas
ynakoBKa: (hriakoHbl U3 TEMHOIO CTEKNa,
3anevaTtaHHble KpbILLKaMu C
nonuTeTpapTopaTUIIEHOBLIMU MPOKNaAKaMu.
BTopuyHasi ynakoBka: NonmMaTUNeEHoOBO-
antoMUHMEBbIE NaKeTbl C MPO3PaYHbIM OKOLLIKOM U
3aCTEXKOW-MOMHUEN, codepKallme nornoTuTens
KMcropoga v ocylwnTenb.

17.

BOHABJIACT

KOHLeHTpaT ans
PO34mMHY Ans
iHdy3in, 1 mr/mn; no
6 mn y cnakoHi; no
1 conakoHy B
KapTOHHIN navui

Mictpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnis

SAPMATEH CA

Ipeuis

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHn
| Tuny - 3miHm 3 akocTi. A®Il. KoHTponb AdL. 3miHa y
napameTpax crneuudikadin Ta/abo gonycTuMux Mex,
BM3HaYeHuX y cneundikauisx Ha Adl, abo
BUXiOHWIA/MPOMDKHWIA NpogyKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea AdI
(oonoBHeHHSA cneumdikavii HOBUM NOKA3HUKOM
SIKOCTi Ta BigNOBIAHMM METOAOM BUNPOOYyBaHHS)
nonoBHeHHs cneundikauii APl HOBUM NOKasHUKOM
akocTi «MikpobionoriyHa unctora» (Ph.Eur. 2.6.12
Ta Ph.Eur. 2.6.13) 3 BinnosigHum meTogom
KOHTpOMo
3minn | Tvny - 3miHm 3 AkocTi. APl KoHTpons API.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMMX MEX, BUSHAYEHUX y cneundikaLiax Ha
ADI, abo BMXigHMI/MPOMIXHWI NpoayKT/peareHT, Lo
BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiAMNOBIAHMM METOAOM BUNPOOYBaHHS)
JonoBHeHHs cneundikauii APl HOBUM NOKa3HUKOM
sikocTi «bakTepianbHi eHgoTokeuHny» (Ph.Eur.
2.6.14) 3 BigNOBiAHMM METOAOM KOHTPOIO

3a
peuerimom

UA/19287/01/01

18.

BA3OCTAT-
300POB'A

TabneTku, BKPUTI
NniBKOBOKO
obonoHkoto, no 20
mr, no 10 TabneTtok
y 6nicTepi; no 3
6nictepn B Kopobuli

ToBapucTBo
3
oBMexXeHo
Bignosiganb
HICTIO
"®apmaneBT
MYHa
KOMNaHis

YkpaiHa

BCi cTagii
BUPOGHMLTBA,
KOHTPOMb SIKOCTI,
BUMYCK cepii:
TosapucTBo 3
obmMexeHow
BignoBiganbHIiCTIO
"®apmaueBTnyHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU
| Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKii XxapakTrepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B

3a
peuerimom

He
nidnsieae

UA/3579/01/02
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
"3popos's" KOMNaHis nicnsipeecTpauiiHui nepiog, abo sik pesynbtaT
"3popos'a" OLLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX BigNoOBIigHO
YkpaiHa; Bci ctagii [0 nnaHy negiatpuyHunx gocnigkeHs (PIP) (3MiHy
BMPOGHMLTBA, Y3ro[HKEHO 3 KOMMETEHTHUM YMOBHOBaXEHNM
KOHTPOMb SKOCTI, opraHom).
BUMYCK Cepii: 3MiHV BHECeHi [0 iHCTPYKLii gns MeguyHoro
ToBapwucTBo 3 3acTocyBaHHsI Nikapcbkoro 3acoby y po3ainu
obmexeHo "OcobnuBocTi 3acTocyBaHHs", "MobiyHi peakuii”
BiAnoBiganbHICTIO BiZNOBIOHO O OHOBMEHOI iHhopMaLii 3 6e3neku
"®APMEKC nito4oi pevyoBuHU. BBeaeHHs 3MiH NpoTsarom 6-Tn
FPYI", Ykpaina MicsUiB nicnsi 3aTBepAKEHHS
19. | BASOCTAT- TabneTkn, BKpUTI ToBapucTBO YkpaiHa BCi cTagii YkpaiHa BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHW 3a He UA/3579/01/03
300POB'A NniBKOBOO 3 BUPOGHMLTBA, | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom nionsieae
obornoHkoto, no 40 obmexeHo KOHTPOMb SKOCTI, dapmakoHarnsaay. 3miHa y KopoTKil XxapakTrepuctuui
mr, no 10 TabneTtok Bignosiganb BUMYCK Cepil: nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
y 6nicTepi; no 3 HiCTIO ToBapucTBo 3 IHCTPYKUIT 4NA Mean4Horo 3acTocyBaHHs Ha NiacTaBi
Gnictepn B Kopobui "®apmanest obmexeHo perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
M4Ha BigNoBiganbHIiCTIO nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
KOMNaHis "®apmMaueBTUYHa 3acTocyBaHHSA Nikapcbkoro 3acoby B
"3popos's" KOMMaHis nicnspeecTpauinHuii nepiof, abo sk pedynbtat
"3popos's" OLiHKM 3BiTY 3 AOCTiAXeHb, NPOBEAEHMX BiANOBIAHO
YkpaiHa; Bci ctagii [0 nnaHy negiatpuyHunx gocnimkeHs (PIP) (3MiHy
BUPOOHMLTBA, Y3ro>KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
KOHTPOMb SIKOCTI, opraHom).
BUMYCK cepii: 3MiHU BHeCeHI A0 iHCTPYKLii Ans MegnyHoro
ToBapwucTBo 3 3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
obmexeHo "OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BignoBiganbHiCcTO BiMOBIAHO 4O OHOBMEHOI iHbopMaLlii 3 6e3neku
"®APMEKC Aitoyoi pevoBuHN. BBeaeHHs 3MiH NpoTarom 6-Tu
FPYI", Ykpaina MicsiLiB nicns 3aTBepAKEHHS
20. | BA3OCTAT- TabneTkn, BKpUTI ToBapuctBo YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHU 3a He UA/3579/01/01
300POB'A NniBKOBOK 3 BUPOOHMLTBA, | TMny - 3MiHK Wwopno 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae
o6onoHkoto, no 10 obmexeHo KOHTPOMb SIKOCTI, dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctui
mr, no 10 TabneTok Bignosigans BUMYCK cepii: nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
y bnicTepi; no 3 HiCTIO ToBapwucTBo 3 IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS Ha nigcTasi
Gnictepn B Kopobui "®apmauesT obmexeHo perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
M4yHa BignoBiganbHiCcTIO nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
KOMMNaHisi "®apmaueBTUYHa 3aCToCyBaHHSA NikapcbKoro 3acoby B
"3popos's" KOMnaHis nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
"3popos's" OLiHKM 3BITY 3 JOCNiAKEHb, NPOBEAEHUX BignoBigHO
YkpaiHa; Bci cTagii [0 nnaHy nepiaTpnyHmx gocnipkeHs (PIP) (3miHy
BUPOGHMLTBA, Y3ro[KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
KOHTPOMb SIKOCTI, opraHom).
BUMYCK Cepii: 3MiHM BHECEHI [0 iHCTPYKLIi Ans MeguyHoro
ToBapucTBo 3 3aCTOCYBaHHs1 Nikapcbkoro 3acoby y po3ainu
obmexeHo "OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiANOBiganbHICTHO BiZNOBIOHO 10 OHOBMEHOI iHGhopMmaLlii 3 6e3neku
"®APMEKC aito4oi pe4oBrHU. BBeaeHHs 3MiH NpoTArom 6-tu

PYI", Ykpaina

MicsiLiB nicns 3aTBepAKEHHS




17 [IponoBkeHHs noaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
21. | BAJIbCAKOP | Ttabnetku, BKpUTI KPKA, o.4., CnogBeHisi Bupo6HuK, CnoseHisi/ BHECEHHS 3MiH [0 peecTpaLlinHMx maTtepianis: 3MiHn 3a - UA/9450/01/01
® HD 160 NniBKOBOO Hoso mecTo BiANoBiganbHU IHAisa | Tiny: 3miHn 3 sikocTi. FoTOBUIA Nikapcbkui 3aci6. peuenmom

obornoHkoto, 160
mr/25 wr, no 14
TabneTtok y Gnictepi;
no 2, no 4 abo no 6
GnicTepis B kOpoOLY;
no 15 Tabnetok y
Gnictepi; no 2 abo 4
Gnictepu B kOpOOLi

3a BUPOOHULTBO
«in bulky,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOMb Ta
BUNYCK cepii:
KPKA, a.4., HoBo
mecTo, CrnoBeHis
Bupo6HuK,
BignoBsiganbHUN
3a BUPOBHMLUTBO
«in bulk»:
Taypyc Nabc
Nimitea, IHAois
Bupo6HuK,
BignoBsiganbHUn

3a KOHTPOb cepii:

KPKA, a.a., HoBo
mecTo, CrioBeHis
Keminab g.o.o.,
CnogeeHisi

3MiHM y BUpOBHMUTBI. 3MiHM y Npoueci BUpobHULTBa
roTOBOro MikapcbKoro 3acoby, BKI4aoum
NPOMIXKHUIA NPOAYKT, LLO 3aCTOCOBYETLCS MNP
BMPOGHMLTBI rOTOBOrO Nikapcbkoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUPOOHNLITBA) - HE3HAYHI
3MiHW Ha pi3HKX eTanax npouecy BupobHuuTea 13
(n. 3.2.P.3.3.2 Ta 3.2.P.3.3.3), Wwo oxonrntoe
HeBenuki 3MiHn B obrnagHaHHi (ZogaBaHHs
BiICYTHBOI MOTY)XHOCTi 06raHaHHS 3 O4HAKOBUMM
npuHuMnamm poboTun), He3Ha4YHe KopuUryBaHHs Yacy
3MiLLlyBaHHS Ta LWBMAKOCTI poboyoro koneca (Kpok
01), yacy Ta WwBMAKOCTI 3millyBaHHs (kpok 05, 06),
OeTanbHilwmin onuc BUPOBHNYNX NapameTpis
(TpuBanicTb NPUroTyBaHHS CycneHsii 4ns NoKpuTTsS
(kpok 10) i TpMBanicTb MPOLECY HAaHECEHHSA
nniBkoBOro NOKpuTTS (kpok 11), napameTpu
npovecy, 3aCTocoBaHi A0 NiNOTHUX napTii, Bynu
BuaarneHi 3 gocbe. 3MiHu | TMny: 3MiHM 3 AKOCTiI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbKkoro 3acoby (iHwi 3MiHW) - BUKknageHHs MKA
J13 yKpaiHCbKOI MOBOIO (3aTBEPAXKEHO POCINCHKO
MOBOI0), 3 HE3HAYHNMU KOPEKLISIMU OMNUCY METOAIB
KOHTPOSIO SKOCTI, BKMOYatouu yHidikauito onucy
NPUroTyBaHHS PO34MHIB, 6€3 3MiHWM aHanITUYHNX
MeToAiB, Y BiANOBIAHOCTI 4O OHOBNEHUX 3MiH B MKA
13 Ta, sk Hacnigok, 3mMiHW Jo cneumdikauii.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepOKeHHS. 3MiHu | Tuny: 3miHM 3 sKocTi.
CeprtudikaT BignosigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONEnchKii
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBRMEHoro cepTudikaTta BignoBigHocTi abo
BUIMyYeHHSA cepTudikaTa BignoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMOMIXXHOT peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHMKaA -
NoAaHHS OHOBIEHOro cepTudikaTy BiAMoBIAHOCTI
€Bponelicbkiii hapMakonei Ansi BXe 3aTBEPKEHOr0
BUpobHWKa BancapTany - KPKA, a.4., HoBo mecTo,
CnogeHis 3 Bepcii R1-CEP 2011-148-Rev 01 go
Bepcii R1-CEP 2011-148-Rev 02. ['paHnyHi
3Ha4yeHHS reHoTOKCUYHMX Aomiok: NDMA (He
6inbwe 0,03 ppm) Ta NDEA(0,03 ppm) BkrtoYeHi B
cepTugikaT; oHoBIeHHs cneundikauii A®I Big
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BUpo6HuKa 13 3 nogaBaHHAM nNpumiTku wono NDMA
Ta NDEA y cneundikauii A®I gnsa sancaprtaHy: "He
3aCTOCOBYETbCS 40 CEPINA, Y SKUX Byno
ineHTndiKoBaHo BinblLue HiXK OAMH i3 3a3Ha4YeHNX
Buwe N-HiTpo3amiHiB ogHO4acHO; Taki cepii 6yayTb
3abpakoBaHi". 3MiHu | TUNY: 3MiHM 3 SIKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BiANOBIQHOCTI €BpONEenchbKiin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCTi abo
BUIMYyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTBCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHWiA
cepTudikaT Bif ye 3aTBepa4KeHOro BUPOOHMKaA -
NnogaHHs OHOBIEHOro cepTudikaTy BiANOBIAHOCTI
€BponeWcbkin dhapmakonei 4ns BXxe 3aTBepAKeHoro
BUpobHuKa BancaptaHy - KPKA, a.a., HoBo mecTo,
CnogeHis 3 Bepcii R1-CEP 2011-148-Rev 02 go
Bepcii R1-CEP 2011-148-Rev 03. 3miHu | Tuny:
3MmiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y
BMPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTi
roToOBOroO fikapcbKkoro 3acoby (3amiHa abo
[oAaBaHHS AiNbHULI, Ha KA 30IRCHIOETLCS
KOHTponb/BUNpobyBaHHs cepii) - foaaBaHHs
DinNbHULI, Ha SKIN 30INCHIOETLCA KOHTPOIb cepii Anst
roToBOro fnikapcbkoro 3acoby - Keminab g.o.0.,
CnoseHisi. 3miHu | Tvny: 3miHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb roToBOro nikapcbkoro
3acoby. 3miHa y MeToax BUNpobyBaHHS rOTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeTofax BUNpobyBaHHS) - HE3HaYHi
3MiHn y meTogi "MikpobionoriyHa akicTs" J13.
HacTtynHi oHoBneHHs1 Bynu BNpoBafXeHi:
BuMNpaBneHa Ha3Ba «MikpobionoriyHa AKicTb»
3amicTb «MikpobionoriyHa ynctota» Ta GinbLu
AeTanbHUA ONUC BUKOHAHHS METOAMKY,
BUKOPUCTAHHS NOXMBHMX CEPELOBUILL | PO34YMHIB Ta
pO3paxyHKy 3rigHo 3 BiAMNOBiAHUMN hapMaKkonesmu.
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBepAKEHHS. 3MiHu | Tuny: 3MiHM 3 SIKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpOKeHNX MeTofax
BUNPOBYBaHHS) - HE3HAYHI 3MiHW Y MeTofi
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
"Po3unHeHHs BancapTaHy Ta rigpoxnopTiasnay" N13.

HacTynHi oHoBNeHHsi Bynu BNpoBaaXeHi:
-MeToavka, Ae AoaaHo, Lo cepedoBuLLe
PO34YMHEHHS NOBWMHHO OyTW HE JeaepoBaHuM,; -
Po3unHu ans sumiptoBaHb Metogom BEPX Tta onnc
MEeTOAMKM, e AofaHa iHhopmauis Npo cTabinbHICTb
PO34MHIB; -iHLWI HE3HAYHI 3MiHM B Npoueaypi
TEeCTyBaHHS Yepe3 goaaBaHHs iHdopmaLii ans
BULLMX O03YBaHb, aAMiHICTPaTMBHI OHOBIEHHSA
yepe3 Ginbll TOYHE BUBHAYEHHS eCheKTUBHOCTI
TeCTyBaHHSA Ta A0A4AaBaHHA XpoMaTorpam Ansi BULLMX
no3yBaHb. BBeaeHHA 3MiH npoTarom 6-Tu micauis
nicns 3aTBepAXeHHs. 3MiHK | Tuny: 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpAKEeHMX MeTofax
BUNPOOYBaHHS) - HE3HAYHI 3MiHM Y MeTogaj
"KinbKiCHWI BMICT Ta igeHTudikauis BancaptaHy tTa
rigpoxnoptiasuay" J13. [lonoBHEHHs CTOCYIOTbCA
NigBULLEHHSI penpes3eHTaTUBHOCTI 3pa3ka Ans
aHanisy LWAsXoM 3MiH B Ni4roTOBL pO34MHYy 3paska,
TakoX goAdaHa iHopmauis Npo xpomartorpadivHi
yMOBW, iHchopMalLisi Npo cTabinbHICTb PO34KHIB
TowWwo. HesHayHi 3MiHM B aHaniTU4HIN npoueaypi He
BMNMBAIOTb Ha pe3ynbTaT aHanidy. BBeaeHHs 3miH
npoTarom 6-Tu MicsuiB nicnsi 3aTBepaXKeHHs. 3MiHu |
Tuny: 3miHuM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPOoOyBaHHS rOTOBOIO NikapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpPPKEHUX MeToAax
BUNPOOYBaHHS) - HE3HAYHi 3MiHW Y MeToai
"OAHOpIAHICTb 4030BaHVX OAMHUUL - OAHOPIAHICTD
[03yBaHHS, KiNbKiCHUA BMICT Ta igeHTudikauis
BancapTaHy Ta rigpoxnopTiasugy" J13. [lonoBHeHHSA
CTOCYIOTbCS NiABULLEHHS penpe3eHTaTUBHOCTI
3paska Ans aHanisy LUIsXoM 3MiH B NigroTosLi
PO34MHy 3paska, Takox AodaHa iHpopmadis npo
XpomaTorpadiyHi yMoBu, iHopmaLis npo
cTabinbHiCTb po34nHIB ToLo. He3HauyHi 3miHu B
aHaniTUYHI Npoueaypi He BNNMBalOTb Ha pe3ynbTaTt
aHanisy. BBegeHHst 3mMiH npoTarom 6-tu micsuiB
nicnsi 3aTBepaKeHHs. 3MiHK | TUNY: 3MiHK 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BUNpoByBaHHsI FOTOBOrO NikapCbKoro 3acoby (iHLui
3MiHM Yy MeTofax BUNpobyBaHb (BKIMIOYAKOYM 3aMiHy
ab0o AOMNOBHEHHS)) - 3MiHM y MeTofax BUNpoOyBaHHSA

roTosoro J'IiKapCbKOFO 38006y - JodaBaHHA
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

nponyLieHoro Mmetoay BUNpobyBaHHS
"lgeHTudpikauis 3aniza okcmagy". OCKinbkn peanbHNX
3MiH aHaniTM4HOI Npoueaypu He Bigbynocs, ane B
MWHYOMY CTanacs rnomunka Ta npornoHoBaHa
meToawmka He Byna BkoYeHa [0 A0CkE (3aMiCTb
uporo 6yno HagicnaHo HenpasurbHY METOAMKY 3
iHLIMM aHaniTMYHUM KogoM). BBeaeHHs 3MiH
npoTarom 6-Tu micauis nicns 3areepaXeHHs. 3MiHu |
TMny: 3MiHM 3 AKoCTi. F0TOBMI Nikapcbkuii 3acit.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPOOYBaHHS rOTOBOIO NikapCbKOro
3acoby (iHWi 3MiHK y MeTodax BUNpobyBaHb
(BKntovatoum 3amiHy abo AONOBHEHHS)) - 3aMiHa
meToay BunpobyBaHHs "KinbkicHe BU3Ha4YeHHS
BanicapTaHy Ta rigpoxsopoTia3ngy" Ta metoa
"|aeHTudpikauis BancapTaHy Ta rigpoxnopoTiasngy" y
crneundikauii Bunycky Ha HoBuiA. BBeaeHHs 3miH
npoTArom 6-Tu MicsiLiB nicns 3aTBepaKeHHs. 3MiHu |
TMny: 3MiHM 3 SKoCTi. F0TOBMI Nikapcbkuii 3acit.
3MiHn y BUpo6HMUTBI. 3MiHK BUNpobyBaHb abo
[ONyCTUMUX MEX, BCTAHOBIEHNX Y cneundikauisx,
nig Yac BUpOGHMLTBA rOTOBOrO NikKapCbKoro 3acoby
(iHLWIi 3MiHW) - HE3HaYHa 3MiHa ANs aHani TMYHOT
npoueaypv "BtpaTa B Maci npu BUCYLLIYBaHHI" ons
BHYTPILUHBOrO KOHTPOIIO B NPOLECi BUPOGHMLTBA
rotoBoro npoaykry 3 EP 2.2.32, metog d Ha EP
2.2.32, ocKinbkn B NOTOYHIN MoHorpadii
07/2019:20232 He Bka3aHo meToA d, a npuMiTKa
L1010 aBTOMAaTUYHOIO BNPOBAMPKEHHS BHYTPILUHLOIO
KOHTPOIMIO B NpoLeci BUpoGHULTBa Ha eTani
TabneTyBaHHsi BuganeHa. 3minu | tuny: 3minum 3
sKkocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo AonycTUMMX
MeX, BCTAHOBMEHWX Y cneumadikauisx, nig yac
BMPOBHMLTBA roTOBOrO Jlikapcbkoro 3acoby (iHLwui
3MiHM) - He3Ha4Ha 3miHa B n. 3.2.P.3.4 ans
aHaniTnyHoi npouenypu "CepeaHst maca" ons
BHYTPILUHBOrO KOHTPOIO B NPOLIECi BUPOOHMLITBA
roTOBOro NPOAYKTY (KiNbKiCTb TABNeToK, Wwo
BVKOPVCTOBYIOTLCS ANt PO3paxyHKy cepeaHboi
Macu sapa Anst BHYTPILLHbOrO KOHTPOSHO B MPOLIEC
BUpPOOHMLTBA, 3MiHeHO 3 N=10 Ha N=20; meTog EP
2.9.5 ana apep Ta TabneTok, BKpUTUX MNiBKOBOO
0BOMOHKOI0, BUKITIOYEHO 3 peecTpaLiiHoi
[OKyMeHTaLii). BBegeHHs 3MiH NnpoTsarom 6-tu
MicsauiB nicns 3aTBepAXeHHs. 3miHu | Tuny: 3miHu 3
sKkocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMLUTBI. 3MiHM BUNpobyBaHb abo JonycTummnx
MeX, BCTAHOBMEHMX Yy cneumdikauisx, nig Yyac
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BMPOBHMLUTBA FOTOBOIO NiKapCbKoro 3acoby (iHLui
3MiHM) - HE3HaYHi 3MiHW YacTOTV NPOBEAEHHS
aHaniTnyHmx npoueayp (n.3.2.P.3.4) gnsa
BHYTPILUHBOrO KOHTPOIO B NpoLeci BUpobHMLTBA
roTOBOro NPoAyKTy, a caMe- iHaMBiayanbHi Macw,
cepefHi Macu Ta onnc TabneTok «nepesipAlTLCA
NPVYHaVMHI LLOroanHUY 3aMiCTb «KOXHi 15 XBUMUHY.
CTupaHicTb, Yac po3nafaHHs, CTiKicTb TabrneTok 4o
pO3AaBioBaHHSA | TOBLLMHY TaBneToK KOHTPOMIOKTh
LLOHarMeHLWe ABa pasu 3a 3miHy. BBegeHHs 3MiH
npoTarom 6-Tu micauis nicns 3areepaXeHHs. 3MiHu |
TMny: 3MiHM 3 SKoCTi. F0TOBMI Nikapcbkuii 3acit.
3MiHM y BUpOBHMUTBI. 3MiHM y npoueci BUpobHULTBa
roTOBOro MiKapCbKOro 3acoby, BKIOYaoym
MPOMDKHWUIA MPOAYKT, LLIO 3aCTOCOBYETLCA NpK
BUPOBHMLTBI rOTOBOIO Nikapcbkoro 3acoby (iHLwui
3MiHM) - 3MiHa Yacy 36epiraHHs MPOMIKHOro
npoaykty y miwky LDPE/nakeTi Tpunnekc Alu 3 6
Micsilie oo 12 micsiuis npu Temnepatypi 25 +2 °C Ta
BiAHOCHI BonorocTi 6015 %. BBegeHHst 3MiH
NPOTArom 6-T1 MicsAUIB NicNsA 3aTBEPAXEHHS.
22. | BEHOTENAH | renb no 40 ry Ty6i, My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHW 6e3 - UA/7100/01/01
on no 1 Ty6i B nayuj 3 aKuioHepHe aKujioHepHe | Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta peuenma
KapTOHY TOBapUCTBO TOBapUCTBO capmakoHarnsgy (iHwi 3amiHn) - 3MiHa y 3B'A3KYy
"HaykoBo- "HaykoBo- YTOYHEHHS BUKnageHHs posdiny "foaartkosa
BVPOGHWYMIA BMPOGHWYMIA iHdpopmauis. I-1. Ynakoska" MKA. OHoBneHHs
LieHTp LEeHTp TEKCTY MapKyBaHHS yNakoBKv NikapcbKoro 3acoby,
"BopLuariscb "BopLuariscbkui 30Kpema BuUry4YeHHs iHdopMmadii, 3a3HaveHoi
KW XiMiKO- Ximiko- POCINCLKO MOBOH), Ta BHECEHHST HE3HAYHMX
dapmauesT dapmaueBTU4HUI pedakuinHMX NpaBoK Mo TeKCTy. TepMiH BBeAeHHS
NYHUIA 3aBoa” 3MiH NpOTSArom 6 MicsiLiB Micns 3aTBepPKEHHS
3aBoa"
23. | BEHOTENAH | renb no 40 ry Ty6i; My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3MiHM 6es - UA/16813/01/01
oI 1000 no 1 Ty6i B navui aKujioHepHe aKujioHepHe | Tuny - 3miHn Wwopo 6e3nekn/edeKkTNBHOCTI Ta peuenma
TOBapuCTBO TOBapuCTBO dapmakoHarnsgy (iHwi 3amiHn) - 3miHa y 3B'3Ky
"HaykoBo- "HaykoBo- YTOYHEHHS BUKnageHHs posdiny "foaartkosa
BVPOGHWYMIA BMPOGHWYMIA iHdpopmauis. I-1. Ynakoska" MKA. OHoBneHHs
LieHTp LeHTp TEKCTY MapKyBaHHS yNakoBKW NikapcbKoro 3acoby,
"BopLuariscb "BopLuariscbkui 30Kpema Buny4YeHHs iHdopmadii, 3a3HaqeHoil
KWI XimiKo- Ximiko- POCIICbKOK MOBOH, T BHECEHHS HE3HaYHNX
dapmauesT dapmaueBTUYHUI pedakuinHMX NpaBoK Mo TeKCTy. TepMiH BBeAeHHS
NYHUIA 3aBoa" 3MiH NpOTSArom 6 MicsiLiB Micns 3aTBepKEHHS
3aBoa"
24. | BEPANAMIN- | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHU 3a - UA/3582/01/02
OAPHUUA NniBKOBOKO "dapmaueBT "®apmaueBTUYHa | TMny - 3MiHK Wwopo 6e3nekn/edpeKkTUBHOCTI Ta peuenmom
o6onoHkoto, no 40 nyHa cipma dipma "OapHuusa” apmakoHarnsgy (iHwi 3amiHn) - OHOBNEHHSI TEKCTY
mr no 10 TabneTok y "NapHuug” MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI yMaKoBKW
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KOHTYPHIN nikapcbkoro 3acoby, a came BUny4YeHHs iHbopmalii,
YapyHKOBIN 3a3HavYeHoi POCINCbKOK MOBOI, 3a3HayveHHs QR-
ynakosLi, no 2 KOOy Ha BTOPWHHIM YNakoBLi Ta He3HaYHi peaakLuiviHi
KOHTYPHI YapyHKOBI npaeku. BBeaeHHs 3MiH npoTarom 6-tu micauiB nicns
YNaKoBKW y mavui 3aTBEPOKEHHS
25. | BEPAMAMIN- | po34yunH ans iH'ekuin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW 3a - UA/3582/02/01
OAPHWULA 2,5mr/Mn, no 2 mn B | "®apmauesT "®apmaueBTniHa | Tny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuenmom
amnyni; no 5 amnyn n4yHa cipma dipma "JapHunua" dapmakoHarnsagy (iHwi 3miHn) - OHOBNEHHS TEKCTY
Y KOHTYpHin "NapHuus" MapKyBaHHS NEPBMHHOI Ta BTOPMHHOI YNaKoBKK
YapyHKoOBI nikapcbkoro 3acoby, a came BUIy4YeHHs1 iHbopmalii,
ynakoBLiji; no 2 3a3Ha4YeHol pOCiNCbKO MOBOID, 3a3HavYeHHs QR-
KOHTYPHI YapyHKOBI KoY Ha BTOPWHHIM YNaKkoBLi Ta HE3HaYHi peaakLuiviHi
YyNakoBKW B naydi; No YTOYHEHHs. BBeaeHHs 3MiH NpoTarom 6-Tm micauis
2 mMn B amnyni; no nicns 3aTBepaKEHHs
10 amnyny
KOHTYPHIN
YapyHKOBIN
ynakosui; no 1
KOHTYPHIN
YapyHKOBIN ynakoBLi
B navuj
26. | BEPOLWUMIPO | tabnetku no 25 wr; BAT YropwuHa BAT "l'epeoH YropwwHa/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/2775/02/01
H no 20 Tabnetok y "lepeoH PixTep”, Monbwa YTOYHEHHSA HanucaHHs BUPOOHUKIB B Hakasi MO3 peuernmom
Gnictepi; no 1 PixTep" YropwuHa Ykpainn Ne 1808 Big 18.10.2023 B npoueci
6nictepy B TOB "lepeoH BHECEHHS 3MiH (3MiHu | Tuny - 3MiHKn 3 AKoCTi.
KapTOHHIN ynakoBLi PixTep Monblia", [oToBWI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLTBI.
MonbLla 3amiHa abo BBeAeHHS 40AaTKOBOI AiNbHULI
(kOHTpOnb SIKOCTI, BMPOBHMLUTBA AN YacTMHM abo BCbOro BUPOBHNYOro
[03BiN Ha BUMYCK npoLiecy roToBOro nikapcbKoro 3acoly (iHLLi 3MiHK) -
cepii) 3asHayeHHs1 ycix AinbHuUb BUpobHuka TOB
(BUPOGHMLITBO «lepeoH PixTep Monbway, Monbla, 3agisHoro y
Hepo3dacoBaHoro BMPOGHMUTBI T13 3 onncom BukoHyBaHWX PyHKLIiA
NPOAyKTY, 6e3 3miH y Moayni 3 peecTpaLiiHOro AOCLE).
nepBuHHa Pepakuis B Hakasi - TOB "l'egeoH PixTep MonbLia",
ynaKkoBka, MonbLya (KOHTPONb SKOCTI, A03BIN Ha BUNYCK cepii;
BTOPUHHA BUPOGHMLTBO HEPO3(hacOBaHOIo NPOAYKTY,
ynakoBka) nepBUHHA ynakoBka, BTOPMHHa yrnakoBka). BipHa
peaakuis - BAT "leaeoH Pixtep”, YropwmHa;
TOB "T'egeoH Pixtep Monbwa", Nonbwa
(KOoHTpoOnb AKOCTi, 4O3BIN Ha BUNYCK cepii;
BMPOOHMLTBO Hepo3dacoBaHOro NPOAYKTY,
nepBUHHA yNakoBKa, BTOPUHHA YNaKoBKa)
27. | BIBAPCUH® TabneTku, Wo KPKA, a.4., CnoBeHis BUPOOHMK, CrnioBeHis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW 3a - UA/13484/01/02
Q-TAB® aucnepryoTbcs B HoBo mecTo BignoBiganbHUM | TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom

POTOBIN NOPOXKHWHI,

3a NepBUHHY Ta

hapmakoHarnsigy (iHwi amiHu). HeaHauHi 3MiHn B

no 50 wmr, no 1 BTOPUHHY TEKCTi MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
Tabnetui y bnicrepi; YMNaKoBKY, YMNaKoBKM NiKapCbKOro 3acoby LOA0 3a3Ha4YeHHs!
no 1 a6o no 2 KOHTPOrb Ta iHdopMaUii Npo TepMiH NPUAATHOCTI NikapCbKOro
6nictepu B BMNYCK cepii: 3acoby. BBegeHHs 3MiH npoTArom 6-Tv MicauiB nicns




23 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHi KOpoOLyi; KPKA, a.4., HoBo 3aTBEpPAKEHHS.
no 4 Tabnetku y mecTo, CroBeHis;
Gnictepi; no 1, abo Bupo6HuK,
no 2, abono 3 BianosiganbHUn
6nictepu B 3a BUPOBHMLTBO
KapTOHHIl kopobui "in bulk",
NnepBUHHY Ta
BTOPUHHY
ynakoBky: KPKA,
o.a., Hoeo mecto,
CnoseHisi
28. | BIBAPCUH® TabneTkn, Wo KPKA, a.4., CnoBeHis BUPOGHMK, CnoBeHis BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHW 3a - UA/13484/01/03
Q-TAB® aucnepryoTbecs B HoBo mecTto BignoBsiganbHUn | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom
POTOBIN MOPOXHUHI, 3a NepBUHHY Ta dapmakoHarnsgy (iHwi 3amiHn). HesHayHi 3MiHn B
no 100 wmr, no 1 BTOPUHHY TEKCTi MapKyBaHHSI NEPBUHHOI Ta BTOPUHHOI
Tabnetui y 6nictepi; ynakoBKy, yNaKoBKU MikapcbKoro 3acoby Lioao 3a3HavyeHHs
no 1 abo no 2 KOHTpOIb Ta iHdbopmauii Npo TepMiH MPUAATHOCTI NiKapCbKOro
Gnictepu B BUMYCK Cepil: 3acoby. BeeaeHHst 3MiH npoTaroM 6-tu micauiB nicns
KapTOHHi KOpooLyi; KPKA, a.4., HoBo 3aTBEPAKEHHS.
no 4 Tabnetkn y mecTo, CroBeHis;
Gnictepi; no 1, abo Bupo6HuK,
no 2, abono 3 BignoBsiganbHUN
Gnictepu B 3a BUPOBHNLTBO
KapTOHHIl kopobui "in bulk”,
NnepBUHHY Ta
BTOPUHHY
ynakoBky: KPKA,
a.a., Hoso mecto,
CnoBeHisi
29. | BIBAPCUH® TabneTkn, Wo KPKA, a.4., CnoBeHis BUPOGHMK, CnoBeHis BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3MiHK 3a - UA/13484/01/01
Q-TAB® ANCnepryoTLes B Hoso mecTo BiAMNoBiganbHUi | Tuny - 3miHn Wwopo 6e3nekn/edeKkTNBHOCTI Ta peuernmom
POTOBIN MOPOXHUHI, 3a BUPOBHNLTBO dapmakoHarnsgy (iHwi amiHn). HesHayHi 3MiHn B
no 25 wmr, no 1 "in bulk", TEKCTi MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOT
Tabnetui y 6nictepi; NnepBUHHY Ta yNaKoBKU MikapcbKoro 3acoby Lioao 3a3HavyeHHs
no 1 abo no 2 BTOPUHHY iHdbopmauii Npo TepMiH NPUAATHOCTI NikapCbKoro
Gnictepu B yMNaKoBKY, 3acoby. BeefeHHsi 3amMiH npoTsrom 6-Tu MicauiB nicns
KapTOHHiI kopobuyj; KOHTpOrb Ta 3aTBEPAXKEHHS.
no 4 tabnetkn y BUNYCK cepii:
GnicTepi; no 1, abo KPKA, a.a., HoBo
no 2, abono 3 mecTo, CroBeHis;
Gnictepu B Bupo6HuK,
KapTOHHiIl kopobui BignoBsiganbHUN
3a NEPBUHHY Ta
BTOPUHHY
ynakoBky: KPKA,
a.a., Hoso mecto,
CnoBeHisi
30. | BIHNOUETH Tabnetku no 5 mr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHn 3a - UA/2576/02/01
H-OAPHULA no 10 Tabnetok y "®apmaneBT "®apmaueBTyHa | Tuny - 3miHm 3 sikocTi. CepTuddikat peuyernmom
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KOHTYPHIN
YapyHKOBIN
ynakoBLi; no 3 abo
Nno 5 KOHTYPHUX
YapyHKOBUX
ynakoBOK y nayui

nyHa dipma
"NapHuug"

cipma "dapHuua”

BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponewcbkin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIOHICTIO NpUBEOEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHWOT HauioHanbHoI
dapmakonei gepxasu €C (iHLWi 3MiHK) -
MpuBegeHHs po3aginie 3.2.P.4.1. Cneundikauia Ta
3.2.P.4.2. AHaniTn4Hi METOaNKM 4O BUMOT Aito4oT
pegakuii MmoHorpadii €EP «Magnesium stearate» Ta
LY 3a nokasHmkamm "KUcnoTHICTb abo NyXHICTb",
"KinbkicHe Bu3HaveHHs", "laeHTundikauia”.

31.

BOBE-
MYrocC E

Tabnetku
KMLUKOBOPO34MHHI,
no 20 tabnetok y
6nictepi; no 1 abo
no 2, abo no 5
Gnictepis y
KapTOHHil kopobui

MYKOC
dapma
'vM6X i Ko.
KI

HimeuvuuH
a

MYKOC
EmynbcioHcresenn
bwadt m6X

HimevuunHa

BHECEHHS 3MiH 0O peecTpaLinH1X maTepianis: 3MiHN
| TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHsa abo 3miHm oo
y3aranbHeHVX gaHux Npo cuctemMy hapmakoHarnsay
(BBEOEHHS y3aranbHEeHVX AaHUX NPO CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHA Big yNOBHOBa)eHOI 0cobW, BignosigansHoi
3a 3ilicHeHHs1 hapmakoHarnsgy (Bkrovarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3miHa
MicLle3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy. 3miHa micusi 3AiINCHEHHS
OCHOBHOI AisAnbHOCTI 3 hapmakoHarnsaay. 3minm |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHUX JaHuX Npo cucTemy papmakoHarnsay
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
Bi4NOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3AicHeHHs hapmakoHarnsgy B YKpaiHi, SKWo BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
hanina cuctemu dhapmakoHarnsgy). 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansbHoi 3a
apmakoHarnsg B YkpaiHi. [itova pegakuis: opinuk
ApTem Bonogmmumnposuy. MponoHoBaHa pefakuis:
Xinbko €BreHis OnekcaHapisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobun
3as1BHMKA, BignoBiganbHoi 3a hapmMakoHarnsg B
YKpaiHi.

3a
peuerimom

UA/14480/01/01

32.

FEHBOSA®

TabneTku, BKPUTI

lnean

Ipnangis

(Bunyck cepii,

Ipnangis/C

BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3MiHU

3a

He

UA/16530/01/01




25 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NniBKOBOK CaiteHcus nepBuHHA LA | TMny - 3MiHK WwWopao Ge3nekn/edheKkTUBHOCTI Ta peuenmom nidnsieae
o6onoHkoto; no 30 Avieneng ynakoBka, dapmakoHarnsaay (iHwi 3miHn) - 3MiHN BHECEHO B
TabneTok y onakoHi; AHnimiTeq BTOPMHHA IHCTPYKLUIitO ANA MeaNYHOro 3acToCyBaHHS
no 1 donakoHy y Komnari ynakoBKa, nikapcbkoro 3acoby go posginise , "OcobnmeocTi
KapTOHHi kopobui KOHTpOb cepii) 3acTocyBaHHs", "3acTocyBaHHs y nepiod BariTHOCTI
lnean CalieHcus abo rogyBaHHs rpyaa” BignosigHO 40 OHOBMEHOT
Anenenpg HOC, iHdbopMmalii Wwoao 6e3nekn 3acTocyBaHHs Oito4mx
IpnaHais; pPeyvYoBUH Ta pegaroBaHo po3Ainu "®apmakonoriyHi
(BUPOBHMLTBO, BnactusocTi", "B3aemoaiq 3 iHWwWmnmn nikapCbKnmm
nepBuHHA 3acobamu Ta iHWi Buan B3aemogainn”, "OcobnmBocTi
yNakoBKa, 3actocyBaHHs", "Crnoci6 3acTocyBaHHs Ta Josu".
BTOPUHHa BBegeHHst 3MiH NpoTAarom 6-Tn micauis nicna
ynakoBka, 3aTBEPKEHHS
KOHTpPO-b cepii)
MaTeoH IHk.,
KaHaga;
(BTOPYHHA
ynakoBka) linean
CaieHcms, IHk.,
CLUA; (koHTponb
cepii)
lneap CalieHcus,
IHKk., CLUA;
(koHTpOIIb cepii)
€BpodpiHc
JlaHkacTep
TNabopaTopis, IHk.,
CLUA; (BTOpWHHa
ynakoBka)
MinmayHT
Xenckea Jl1a.,
Ipnangis;
(BTOPUHHA
ynakoBka)
AHOepcoHBpEKOH,
IHk., CLLUA
33. | TEHTOC® Tabnetku no 20 TOB YkpaiHa Pixapg BittHep Al ABcTpis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn 6es - UA/10026/01/01
TabneTtok y 6nictepi; «MNEPPIFO | Tuny - 3miHn 3 akocTi. A®I. BupobHuuTteo. 3miHn B peuenma
no1,2a6o 3 YKPATHA» npoueci Bupo6HmuTBa ADI (iHLWi 3MiHW) - - BHECEHHS
Gnictepuy 3MiHn o Mogynto 3 po3ain Akictb, p. 3.2.5.2.1

KapTOHHiI kopobLyi

BupobHukM, a came gopaeTbcst HoBe reorpadiyHoro
oxepeno «France, Austria, Germany » ans
pocnmHHoI cupoBuHM Conium maculatum, sika
BVIKOPVICTOBYETbLCS As BUPOOHWULTBA MaTPUYHOI
HacTolku. 3aTBepakeHo: 3.2.S.2.1. manufacturers —
Herbamed and Richard Bittner AG Origin of plant
material Wild collection, France Tiffen Carintia,
Austria 3anponoHoBaHo: 3.2.S.2.1. manufacturers —
Herbamed and Richard Bitther AG Geographical
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

source of plant material: France, Austria, Germany;
3minm | Tuny - 3miHn 3 akocTi. APl KoHtpons API.
3miHa y napameTpax cneuudikauin Ta/abo
[ONyCTUMUX MEX, BU3HAYEeHMX Y cneuundikauiax Ha
A®I, abo BMXiZHNA/NPOMIXKHWIA NPOAYKT/peareHT, Wwo
BUKOPUCTOBYHOTLCSA Y Npoueci BupobHuutea AdI
(OonoBHEHHS cneumadikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BiANOBIAHMM METOAOM BUNPODYBaHHSI) -
BHeCceHHs 3MiH o Mogynio 3. AkicTb, a came
nogaetbes 4o cneuudikadii gito4oi peqoBuHM
Conium maculatum napameTpu « CTOPOHHI
nomiwkn» Ta «lMolwkomkeHicTs/CBiXICTb»

34.

FEHTOC®

Kpanni opankeHi no
20 mn a6o 50 mn,
abo 100 mny
cbnakoHax-
KpanenbHuusXx; no 1
cbnakoHy y
KapTOHHIN ynakoBLj

TOB
«MEPPIFO
YKPAIHA»

YkpaiHa

Pixapg BittHep Al

ABCTpis

BHECEHHS 3MiH [0 peecTpaLinHNX maTepianis: 3MiHN
| Tuny - 3miHn 3 akocTi. A®L. KoHTpornb A®L. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, LWo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuutea Ad|
(OonoBHEHHS cneumadikaLii HOBUM NOKA3HUKOM
SKOCTi Ta BiANOBIAHNM METOAOM BUNPOBYBaHHS) -
BHeCeHHs 3miH o Mogynto 3. AkicTb, a came
[003a€eTbCA A0 cneumadikauii 4itoyoi peyoBUHM
Conium maculatum napameTpu « CTOPOHHI
nomiwkn» Ta «MolkomxkeHicTb/CBixXicTby»; 3MiHN |
Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTBo. 3MiHM B
npoueci BUpobHuuTea AP (iHLi 3MiHW) - BHECEHHS
3MiHn go Mogynio 3 po3ain Akictb, p. 3.2.5.2.1
Bupo6Huku, a came gofdaeTbcst HoBe reorpadivyHoro
pxepeno «France, Austria, Germany » ans
pocnuHHoi cupoBuHM Conium maculatum, sika
BVKOPVCTOBYETbLCS Arsi BUPOOHULITBA MaTPUYHOI
HacToviku. 3aTBepakeHo: 3.2.S.2.1. manufacturers —
Herbamed and Richard Bittner AG Origin of plant
material Wild collection, France Tiffen Carintia,
Austria 3anponoHoBaHo: 3.2.S.2.1. manufacturers —
Herbamed and Richard Bittner AG Geographical
source of plant material: France, Austria, Germany

6e3
peuenma

UA/1971/02/01

35.

FHKOP
®OPT

kancynu no 10
Kancyn y énictepi;
no 3 Gnictepu B
KapTOHHiI kopobLyi

TOHI®APM

DdpaHLuis

BO®YP INCEH
IHOYCTPI

DdpaHLuis

BHECEHHS 3MiH IO peecTpauiiHiX MmaTtepianis: 3MiHU
| Tuny - 3MmiHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponenickkin dpapmakonei: gna A®l; anst BUXigHoro
maTepiany/peareHTy/npoMiKHOro NPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMUTBI ADl; ans
[OMOMIXXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHUI
cepTudikaT Big yke 3aTBepAKEHOro BUPOGHMKA -

6e3
peuenma

UA/10317/01/01
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
[MopaHHA oHoBREHOro cepTudpikaTta BigNOBIAHOCTI
€sponelicbkin hapmakonei R1-CEP 2005-263-
Rev08 (3atBepaxeHuin: R1-CEP 2005-263-Rev07)
ons A®| TpokcepyTvH Bif 3aTBEPMKEHOTO
BupoGHuka PCAS, France
36. | FIHKOP kancynu, no 10 TOHIPAPM PdpaHuis BO®YP INCEH PdpaHuis BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW 6e3 - UA/10317/01/01
®OPT Kancyn y énictepi; IHOYCTPI | Tvny - 3miHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3aci6. peuenma
no 3 Gnictepu B KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
KapTOHHil kopobui MeTo4ax BUNpobyBaHHsI rOTOBOTO JikapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEepAKEHNX MeToaax
BUNpobyBaHHs). 3MiHa MeToay aHanisy 3a
nokasHukoM «KinbkicHe BU3Ha4YeHHs. TpoKCepyTUH»
nonsirae y BpaxyBaHHi 3Ha4€HHS1 KOHTPONbHOrO
CTaHAAPTHOrO PO3YMHY Mif Yac PO3pPaxyHKy
KINbKICHOrO BU3HA4YeHHS TPOKCEPYTUHY.
MponoHyeTbcst gogaTi B METOAUKY ONWC LLOAO
NMPUrOTYBaHHS CTAHAAPTHOIO PO3YMHY Ta
BVKOPVCTOBYBATU MOKa3HWKM CTaHAAPTHOIO PO34UHY
Yy pO3paxyHKOBIN popmyni.
37. | TMIBEK® TabneTkn, BKpUTI Hosaprtic LLisenuapi BMPOBHMLTBO 3a LLiBenuapis/ | BHeCeHHsi 3MiH 40 peecTpauinHnx martepianis: 3MiHN 3a He UA/9469/01/01
NniBKOBOO dapma Al ] NOBHUM LIVKITOM: Himeyuunna/ Il Tuny - 3miHKn Wono 6e3nekn/eddeKkTUBHOCTI Ta peuenmom nionsieae
obornoHkoto, no 100 Hosaptic ®apma CnoBeHis apmakoHarnsaay. 3miHW y KOPOTKil XxapakTepuctuui

mr; no 10 TabneTok
y 6nicTepi; no 6
GnicTepiB B KOpOOL

LWtenH AT,
LBenuapis;
BMPOGHMLTBO 3a
NOBHMM LIMKITOM:
HosapTic ®apma
MpopakwH M'vbX,
HimeuuuHa;
NnepBUHHE,
BTOPUHHE
nakyBaHHS, BUMYCK
cepii: Ilek
dPapmacbioTukanc
0.4., BUpobHuya
ainbHUUSA
NeHpasa,
CnoBeHisi

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANs MeAMYHOro 3aCTOCYBaHHS Y 3B’sI3KY i3
HOBMMW AaHUMU 3 SKOCTI, AOKMIHIMHUMW, KNiHIYHUMK
AaHVMK Ta AaHvMK 3 dhapmakoHarnsagy - 3MiHn
BHECEHO A0 iHCTPYKUii AN MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Mob6iuni peakuii". BBeaeHHs 3MiH NpOTSAromM 6-Tu
MicsauiB nicns 3aTBepmxeHHs. 3MiHu |l Tuny - 3miHu
woao 6e3snekn/edeKTBHOCTI Ta hapmakoHarnagy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbkoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeANYHOrO 3aCTOCYBaHHS y 3B’A13KY i3 HOBUMM
OAHUMK 3 SKOCTI, OKNIHIYHUMU, KNIHIMHUMKW JaHUMN
Ta AaHuMK 3 papmakoHarnsagy - 3MiHM BHeceHo Ao
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3aainy "lMobiyHi peakuii”.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepakeHHs. 3miHu Il Tuny - 3miHun Wwono
6esnekn/edekTMBHOCTI Ta hbapmakoHarnsagy. 3miHu
Y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT AN MeguyHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMMW AaHUMM 3 SIKOCTI,
OOKMIHIYHUMM, KNIHIYMHUMW AaHUMK Ta AaHUMK 3
dapmakoHarnsigy - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby oo
po3giny "3actocyBaHHs y nepiof BariTHocTi abo
roflyBaHHs rpyaaw” (yTouHeHHs1 iHpopmallii).
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BBegeHHs 3miH npoTsarom 6-Tm MicsuiB nicns
3aTBEPAKEHHSA
38. | MMIBEK® TabneTtkn, BKpUTI Hoeapric LLseviLapi BUPOGHMLTBO 3a LLIBerinapis/ | BHeCeHHs 3MiH 4O peecTpauiiHux maTtepianis: 3MiHn 3a He UA/9469/01/02
NniBKOBOO dapma Al A NOBHWUM LIMKIOM: Himeuunna/ Il TMNYy - 3miln Wopo 6e3neku/ecekTMBHOCTI Ta peuenmom | nidnszae
o6onoHkoto, no 400 HosapTic ®apma CnoseHis apmakoHarnsay. 3MiHW y KOpoTKil XxapakTepuctuui
mr; no 10 TabneTok LtenH AT, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
y 6nictepi; no 3 LLisenuapis; IHCTPYKUIT AN MEANYHOro 3aCTOCYBaHHS y 3B’A3KY i3
Gnictepu B KopobUi BUPOGHMLUTBO 3a HOBUMMW A@HUMW 3 SAKOCTI, AOKMIHIYHUMM, KMiHIYHUMUW
NMOBHUM LIMKITOM: AaHVMK Ta AaHvMu 3 dhapmakoHarnsagy - 3MiHn
HosapTic ®apma BHECEHO [0 iHCTPYKLii Ans MeanyHoro
MpoaakwwH Mv6X, 3acToCyBaHHS nikapcbkoro 3acoby Ao po3ainy
HimeuuunHa; "MoGiyHi peakuii”. BBeaeHHst 3MiH NpoTArom 6-Tn
nepBuHHE, MicsiliB nicnst 3aTBepaKeHHs. 3MiHu || Tuny - 3miHn
BTOPUHHE wono 6esnekn/edeKTMBHOCTI Ta hapmakoHarnagy.
nakyBaHHS, BUMNYCK 3MiHW y KOPOTKilA XapaKTepucTmLi Nikapcbkoro
cepil: Jlek 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
dapmacbloTukanc MEeAMNYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
0.4., BUpobHuya LOaHUMK 3 SKOCTI, AOKMIHIMHUMU, KIiHIYHUMK AaHUMK
OinbHULA Ta AaHvMmu 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
IlenpaBa, IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
CnogeeHisi nikapcbkoro 3acoby o poaginy "Mob6ivHi peakuii”.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKeHHs1. 3minum Il Tuny - 3miHn Wwopo
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHn
Y KOpOTKii XapakTepucTuui nikapcekoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANst MeguyHoro
3aCTOCYBaHHs1 y 3B’A3KY i3 HOBUMMW AaHUMWU 3 SIKOCTI,
OOKMIHIYHUMW, KMIHIMHUMW JaHUMK Ta AaHUMK 3
bapmakoHarnsgy - 3MiHM BHECEHO [0 iHCTPYKUii Anst
Me[IMYHOrO 3aCTOCyBaHHs NikapCbKoro 3acoby Ao
po3giny "3actocyBaHHs y nepiof BariTHocTi abo
rogyBaHHs rpyaa” (yTouHeHHs iHpopmallii).
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEPAKEHHS
39. | MMINTAP®-M TabneTkn, BKpUTI MAPI®APM CnoBeHis BMPOGHMLTBO i Icnanis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHn 3a - UA/19966/01/01
NniBKOBOIO A.0.0. nakyBaHHsi rOTOBOI | Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenmom

o6onoHkKoto, no
50/850 mr no 10
Tabnetok y 6nictepi,
no 6 Gnictepis y
nayui

nikapcbKoi chopmu,
KOHTpOnb cepii i
BUNYyCK cepii
CAl
MAHY®AKTYPIHI
, C.J1Y., IcnaHia
KOHTpOrb cepii
(di3nKo-ximivHMR) i
BUMYyCK cepii
["aneHikym Xernc,
C.1., Icnanisa
KOHTpOnb cepii
(mikpoGionoriyHuin)

3MiHM y BUpo6HMUTBI. 3MiHa po3Mipy cepii
(BKrtOYao4mM gianasoH po3mipy cepii) rotoBoro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSIHO i3 3aTBEPAXEHUM PO3MiIpOM) -
BBEeJEHHS foAaTKoBOro po3mipy cepii 113
3aTBepoKeHo:
ans gosyeaHHst 50 mr/850 mr: 1 000 183 TabneTok
BKPUTUX NMiBKOBOK 0GONOHKO
3anponoHoBaHo:
ans gosyeaHHst 50 mr/850 mr: 1 000 183 TabneTok
BKPUTWX NIiBKOBOK 000M0oHKoto; 2 400 000 TabneTok
BKPUTUX NIiBKOBOI OBGOMOHKOO
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
JlabopaTopio
EueBapHa, C.A,,
Icnanis
40. | TNINTAP®-M TabneTku, BKPUTI MAPI®APM CnoseHis BUMPOBHMLTBO i Icnanis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a - UA/19966/01/02
NniBKOBOO A.o.0. nakyBaHHsi FOTOBOI | Tvny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3acio. peuernmom
0060SI0HKOLD, NO nikapcbKoi chopmu, 3MiHM y BUpoOHMUTBI. 3MiHa po3mipy cepii
50/1000 mr no 10 KOHTPOIb cepil i (BKNKOYa4YM AianasoH po3Mmipy cepii) roToBoro
TabneTok y bnictepi, BUNYCK cepil nikapcbkoro 3acoby (36inbweHHst 4o 10 pasis
no 6 Gnictepis y CAlr NOPIBHSIHO i3 3aTBEPYKEHUM PO3MIPOM) -
nayui MAHY®AKTYPIHI BBeEHHS 4oA4aTKoBOro po3mipy cepii M3
, C.JLY., Icnanis 3aTBepaKeHo:
KOHTpPOIb cepii ons goaysanHHsa 50 mr/1000 mr 1 000 156 TabneTok
(chbi3nKO-XiMiYHMRA) i BKPUTKX NNiBKOBOIO 0BGOSIOHKO
BUNYCK cepil 3anponoHoBaHo:
["aneHikym Xenc, ons goaysanHHsa 50 mr/1000 mr 1 000 156 TabneTok
C.J1., IcnaHis BKpPUTMX NniBkoBoto o6oroHkoto 2 000 000 TabneTok
KOHTpOnb cepii BKPUTWX NIiBKOBOK OOOOHKOL.
(mikpobionoriyHumit)
JlabopaTopio
EueBapHa, C.A,,
Icnanis
41. | TNYTAPTIH KOHLeHTpart Ans Tosapwucteo YkpaiHa ToBapwucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHU 3a - UA/4022/03/01
po34nHy Ans 3 obmexeHo | Tuny - 3miHn 3 sKkocTi. FoTOBMI NiKapcbkuin 3acib. peuernmom
iHdy3in, 400 mr/mn obGMexeHo BiANOBIgANbHICTIO KoHTpOsb roTOBOro Nnikapcbkoro 3acoby. 3miHa
no 5 mn B amnyni; Bignosigans "®apmaueBTniHa napameTpiB cneuudikauin Ta/abo JonycTUMMUX Mex
no 10 amnyny HiCTIO KOMMaHis rOTOBOrO fikapCbKOro 3acoby (BUMyyYeHHs
KapTOHHiI kopobuyj; "®apmaueBT "3popos's" HEe3Ha4yHOro nokasHuka (Hanpuknag 3acTapinoro
no 5 mn B amnyni; nyHa nokasHuKa, Takoro sik 3anax Ta cmak, abo
no 5 amnyny KOMMNaHisi ineHTndikauist 6GapBHMKIB UM CMaKOBKX A406ABOK)) -
6nictepi; no 2 "3popos's" Buny4eHHs 3acTtapinoro nokasHuka «AHOManbHa
Gnictepu B TOKCWYHICTb» Y 3B’A3KYy 3 BTPATOK YMHHOCTI Ta
KapTOHHI kopobui BUNyYeHHsm 3 EP
42. | FPUNEKC NopoLLOK Ans tOHina6, I CLLA TOB HOC Monbwa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn bes - UA/6285/01/01
XOTAKTUB oparnbHOro Po34nHy, dapmalis, | Tuny - 3MmiHn 3 skoCTi. FOTOBMI NiKapcbKkKin 3acib. peuenma
MAKC no 5 r nopoLuky y MonbLa KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
cawe; no 5 cawe (BUPOBHUK, napameTpiB cneuudikauin Ta/abo 4onNycTUMUX MeX

abo no 8 cawey
KapTOHHIN navi

BignoBiganbHUn
3a BUPOOHULTBO
3a MOBHUM
LIMKIIOM)

roTOBOrO MikapCbKoro 3acoby (BUIy4YeHHs
HEe3Ha4yHoro nokasHvKa (Hanpuknag 3actapinoro
NnokasHuWKa, Takoro sik 3anax Ta cmak, abo
ineHTUdiKauis 6apBHUKIB Y1 CMakoBMX J06aBOK))
Buny4yeHHs He3Ha4yHOro nokasHuka «lgeHTudikauis
GapBHUKa» 3i cneumdikauii Bunycky. 3miHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4OoNyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (AONOBHEHHs1 abo 3amiHa
nokasHuka cneumdikauii 3a pesynbtatamu
pocrnimkeHb 3 6e3neku abo sIKOCTi (32 BUHATKOM
nikapcbkunx 3acobiB 6ionoriyHoro/iMyHomnoriyHoro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NOXOMXKEHHS))
3miHa napameTpa cneundikadii 3 «Bonorictby, Lo
BM3HaYaeTbCsl METOAOM TUTPYBaHHS 3a Kapnom
diwepom, Ha «BTpata B maci nig yac
BUCYLLYBaHHS», L0 BU3HAYAETbCS rpaBiMETPUYHUM
MEeTOAOM (3MiHa CTOCYETbCS cneumdikauii BUnycKy
Ta TEPMiHy NpMaaTHOCTI).
43. | FPOMPUHO3 Tabnetku no 500 wmr; BAT YropwuHa TOB "TepeoH MNonbwa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHU 3a - UA/6286/01/01
UH® no 10 Tabnetok y "T'eneoH PixTep MonbLa" | TMny - 3MiHK WwWopao Ge3nekn/edhekTUBHOCTI Ta peuenmom
6nictepi; no 2 abo PixTep" (KOHTPOJIb AKOCTI, dapmakoHarnagy. BeegeHHs abo 3miHu oo
no 5 6nictepis B [A03BiN Ha BUMYCK y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KapTOHHIl kopobui cepil; (BBEAEHHS y3aranbHEHMX gaHMX NPO CUCTEMY
BUPOBHMLUTBO capmakoHarnsigy, 3MiHa ynoBHoBa)keHoi ocobu,
Hepo3dacoBaHoro BiAMOBiAaNbHOI 3a 34iNCHEHHs hbapmakoHarnsay;
npoaykTy, KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHuKa onsi
nepBuHHA 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
ynakoBKa, BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BignosigansHoi
BTOPUHHA 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovauym
ynakoBKa) KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
arna cuctemn hapmakoHarnsgy). 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianosiaansHoi 3a
chapmakoHarnag B YKpaiHi.
Litova pepakuis: PociHiH FeHHagin BiktopoBuy.
MponoHoBaHa peaakuis: Xinbko €BreHis
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX OaHUX
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
dapMakoHarnag B YKpaiHi.
44. | BEAKYPA® Tabnetku no 5 mr; TOB «MIBE YkpaiHa Mibe MmM6X Himeuunna BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHU bes - UA/11339/01/01
no 50 a6o no 100 YKPATHA» ApuHanmittens | Tuny - 3miHn 3 skoCTi. FOTOBMI Nikapcbkuin 3acib. peuenma

TabneTok y prakoHi;
no 1 cnakoHy y
KapTOHHIN navui

KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNPOOyBaHHSA roTOBOIO NiKapCbKOro
3acoby (He3Ha4yHa 3miHa y 3aTBEPIKEHMX MeToAax
BMNPOOYyBaHHS) - HeaHayHa 3miHa y 3aTBepAXKeHUX
mMeToAax BunpobyBaHHs, a came- BinbLu AeTanbHUA
onvc NpoboniAroToBKM (3a3HaveHHs maTepiany
CTYNku — araToBa cTynka) 3a n. «KinbkicHe
BU3HaYeHHs1 B6ioTUHY»; 3MiHu | Tuny - 3MiHK 3 siKOCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKIl
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTudikaTta BiAnoBiAHOCTI
€sponeiicbkin papmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI ADI; ons
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudpikaT Bif yke 3aTBepOKEHOro BUPOOHMKA -
[MogaHHsA OHOBREHOro cepTudikaTy BiAMNOBIAHOCTI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
EP CEP R1-CEP 2001-405-Rev 04 (nonepegHs
Bepcis CEP CEP R1-CEP 2001-405-Rev 03) ans
A®I BioTVH Big BXe 3aTBEpPAXEHOro BUpObHMKa
DSM Nutritional Products Ltd.
45. | BE3NOPATA | cupon 0,5 mr/mn; no MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHU bes nidnszae UA/14407/01/01
OVH 60 mn y 6aHuj; no 1 "TexHonor" | TMny - 3MiHK Wwopao Geanekn/edhekTUBHOCTI Ta peuenma
6aHui pa3om 3 apmakoHarnsay. 3miHa y KopoTKi xapakrepuctuui
MipPHOIO FTOXKOIO Y nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
nayui 3 KapToHy IHCTPYKLUIT ANs MeAMYHOro 3acToCyBaHHSA Ha nigcTasi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX Bi4NOBIgHO
[0 nnaHy negiatpuyHunx gocnimkeHs (PIP) (3MiHy
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom) - 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MELMYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii" BianoBigHoO Ao
pekomeHaauin PRAC; 3MmiHm | Tuny - 3miHn wopno
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) - 3MiHN BHeceHo Ao IHCTpyKuii Ansa
MEeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby oo
po3ainy "Mo6iyHi peakuii" woao HeobxigHOCTI
NOBIAOMNATM NPO YCi BUNAAKN NiJO3PIOBaHNX
noGivYHMX peakLin Ta BiACYTHOCTI edPEKTUBHOCTI
nikapcbkoro 3acoby
46. | BE3NOPATA | cupon, 0,5 mr/mMnno | ToBapucTso YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHU bes nidnszae UA/10913/02/01
OUH 50 mn y donakoHi, no 3 BUPOOHMLTBA, | TMny - 3MiHK Wwopno 6e3nekn/edeKkTUBHOCTI Ta peuenma
1 donakoHy pasom 3 obmexeHo KOHTPOMb SIKOCTI, dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctui
[03YH4NM Bignosigans BUMYCK cepii: nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
LUNPULIOM-NINETKO HiCTIO ToBapucTBo 3 IHCTPYKLUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha NiacTaBi
B kopobUi 3 kapToHy | "®apmaueBT obmexeHo perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
abo no 100 mny M4Ha BignoBiganbHIiCcTIO nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
cdnakoHi, no 1 KOMMNaHisi "®apmaueBTUYHa 3aCTOCyBaHHSA NikapcbKkoro 3acoby B
dnakoHy pa3om 3 "3popos's" KOMnaHis nicnsipeecTpauinHuii nepiof, abo sk pesynbtat
003Yy4nM "3popos'sa", OLiHKM 3BITY 3 JOCRiAKEHb, NPOBEAEHUX BignoBigHO
LLINPULIOM-NINETKO YkpaiHa; Bci cTagii [0 nnaHy neaiaTpuyHmx gocnigpkeHs (PIP) (3miny
B KOpobLji 3 kKapTOHY BUPOGHMLTBA, Y3ro[DKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
KOHTPOMb SIKOCTI: opraHoMm). 3MiHM BHECEHO [0 iHCTPYKLiT Ans
ToBapucTBO 3 Me[NYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao
obmexeHoto po3giny "Mo6iuHi peakuii" BignosiaHo Ao
BignoBiganbHiCcTIO pekomMeHgauin PRAC. TepmiH BBEAEHHS 3MiH -
"XapkiBcbke npoTarom 6 micsAUiB nicns 3aTBEpAKEHHS.
cdapmaLeBTU4He
nignprueMcTBo
"3nopoB's
Hapoay", YkpaiHa
47. | BEKCMEOET | nopoluok TOB "lOpis- YKpaiHa Axrcy XeHrpyi Kutan BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHn - - UA/17618/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

omignHy
rAPOXITIOPU
a

(cybeTaHuin) y
nonieTuneHoBmx
naketax gns
dapmaLeBTUYHOro
3acToCcyBaHHS

dapm”

dapmachbioTikans
Ko., Iltg

| TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy micus NPOBadKEHHS
AiAnNbHOCTI BUPOGHUKa (BKoYatouu, 3a
HeoOXiaHOCTI, MicLe NpoBeAEHHS KOHTPOIO SKOCTI),
abo BnacHvka mactep-caina Ha Adl, abo
noctadanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
3aCTOCOBYOTLCS Y BUPOOHMUTBI API (sKLLO
3a3HayeHo y AOCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€BponeWcbkin bapmakonei y 3aTBepaxeHomMy
nocbke, abo BUpobHMKa HOBOI 4OMOMIXKHOT pe4oBUHM
(AKLLO 3a3HaYeHO y AOCLE) - 3MiHa HaiMeHyBaHHSA Ta
YTOYHEHHS agpecu BUpobHvka AdI
nekcMmeaeToMiauHy rigpoxnopug, 6e3 amiHn micus
BUpoGHMUTBA. 3MiHM | TUNY - 3MiHK 3 sikocTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisix Ha APl, abo BUXigHUA/NPOMIXKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeCi
BUpobHMLTBa ADI (BUNYYEHHS HE3HAYHOrO
noKasHWKa SIKOCTi (Hanpuknag BUMyYeHHS
3acTapinoro nokasHuka)) - CynyTHs 3miHa 3miHu 3
skocTi. A®I. KoHTponb A®l. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMixXHOro npoAykTy/peareHTy, Lo
BUKOPWUCTOBYETbLCS y Npoueci BupobHuuTea Ad|
(iHwWi 3miHK) - BUNy4eHHs 3i Cneumdikauii / MeTtoais
BMNPOOYBaHHS KOHTPOSb 3a NOKa3HUKOM "Badki
mMeTanu" aekcMegeToMiguHy rigpoxnopua. 3minu |
T1ny - 3MiHK 3 sikocTi. A®Il. CtabinbHicTb. 3miHa
nepiogy NOBTOPHWX BUNpobyBaHb/nepioay
36epiraHHst abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTI Y 3aTBep)KeHOMY JOCbE cepTudikara
BigNOBIQHOCTI €Bponewichbki hapmakonei, Wwo
BKIIOMAE nepiof NOBTOPHOro BUNPOoGyBaHHSA)
(nepiog noBTOpHOrO BUNpPObyBaHHA/Nepios
36epiraHHs) - 36inbLueHHs abo BBeAeHHS nepioay
noBTOpHOro BunpobyBaHHsa/nepiody 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCHiAKeHb Y peanbHOMY Yaci -
36inbLUeHHst nepioay nepekoHTposnio ADI
[eKkcMeeToOMIaMHY rigpoxnopug 3 2-X pokie 4o 3-x
pokiB.

48.

DOENAKIH®
EHTEPIK 300

TabneTkn, BKpUTI
000mnoHKoI0,
KMLLKOBOPO34MHHI MO
300 mr Ne 100
(10x10): (no 10
Tabnetok y 6nictepi;

TOB
"CaHoi-
ABeHTiC
Ykpaina"

YkpaiHa

CaHodi BiHTpon
IHaacTpia,
DdpaHLis;
CAHO®I-
ABEHTIC C.A,,
IcnaHis

®paHuis/
Icnanis

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHn
Il Tvny - 3miHn WwWopno 6e3neku/edekTUBHOCTI Ta
dapmakoHarnsay. 3mMiHu y KOpoTKili XxapakTepuctuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Y 3B’AI3KY i3
HOBUMUW AA@HUMM 3 SIKOCTi, AOKNIHIYHUMMW, KNiHIYHUMMN

3a
peuerimom

He
nidnsieae

UA/2598/02/01
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 10 GnicTepiB y OaHUMK Ta JaHUMK 3 hapMakoHarnsay - 3MiHu
KapTOHHIN kopobLi) BHECEHO A0 iHCTPYKUii AN MeANYHOro
3acTocyBaHHSA Nikapcbkux 3acobiB 4o po3ainis
"MpoTunokasaHHs", "B3aaemogis 3 iHwumn
nikapcbkumm 3acobamu Ta iHWi BUAW B3aemogiin",
"OcobnuBocTi 3actocyBaHHs", "lMepeno3yBaHHA",
"Mo6ivHi peakuii" BignoBigHO 40 MaTepianis
peecTpaLiiHoro 4ocbe (BHECEeHHs iHbopmaLlii Wwoao
rinoKapHiTUHEMIT Ta NOB'A3aHUX 3 HEKO HAcNiaKiB, Taki
SIK pO3Nnaam nediHku Ta rinepamoHiemisi). BBeaeHHsi
3MiH NPOTArom 6-Tu MicsILiB MiCNsi 3aTBEPAXKEHHS.
3MinHn Il Tuny - 3MiHK Wwopao 6eanekn/edheKTUBHOCTI
Ta hapmakoHarnsgy. 3mMiHW y KOpoTkil
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLi AN MeguyHoro
3aCTOCYBaHHs! y 3B’A3KY i3 HOBUMMW AaHUMWU 3 SIKOCTI,
OOKNIHIYHUMMN, KMIHIYHUMUW JAHUMK Ta AaHUMK 3
capmakoHarnsgy - 3MiH1 BHeCeHo [0 iHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHsI NikapcbKkux 3acobiB oo
po3ainy "B3aemogis 3 iHWUMK fikapCbKuMmn
3acobamu Ta iHWi BMAM B3aemopain" BignosigHo Ao
MaTepianie peectpauiitHoro 4ocke (BHECEHHSI
iHcbopMmaLii Wwoao B3aemogii 3 MeToTpekcaTom).
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPKEHHS.
49. | DE®EPACIP TabneTkn, BKpUTI Mictpan AHrnis KOHTPOMb SKOCTI, Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHn 3a - UA/19706/01/03
OKC-BICTA NniBKOBOIO Kenitan BUMYCK cepii: Yuni | Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuin 3acib. peuenmom
obonoHkoto, no 360 MeHepxmeH CiHTOH XicnaHis, Onwc Ta cknag. 3MiHa Macu NOKPUTTS NiKapCbKMUX
mr; no 10 TabneTok T NimiTeq, C.J1., Icnanis opm Anst nepopanbHOro 3acTocyBaHHsi abo 3miHa
B GnicTepi; no 3 BUPOGHMLTBO, mMacu obonoHku kancyn (Teepai nikapcbki hopmu
Gnictepu y NnepBUHHE, Ans nepoparnbHOro 3acToCyBaHHs1) 3MiHa Macu
KapTOHHI kopobLyi BTOPUHHE nokputTa Tabnetkm Big m0=(2,0+0,5%) Ao
nakyBaHHs, mO0=(3,0£0,5%)»
KOHTPOMb SIKOCTI:
CiHTOH Yuni
NTpa., Yvni
50. | OE®EPACIP TabneTkn, BKpUTI Mictpan AHrnis KOHTPOMb SIKOCTI, Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn 3a - UA/19706/01/02
OKC-BICTA NniBKOBOO Kenitan BUNYCK cepii: Yuni | Tuny - 3MmiHn 3 siKoCTi. FOTOBMI NiKapcbkKin 3acib. peuernmom
obonoHkoto, no 180 MeHepxmeH CiHTOH XicnaHis, Onuc Ta cknag. 3MiHa Macu NOKPUTTSI NiKapCbKUX
mr; no 10 TabneTok T NimiTeq C.N., IcnaHis dopM Ans nepoparnbHOro 3actocyBaHHs abo 3MiHa
B GnicTepi; no 3 BMPOBHMLTBO, Macu oOOMnoHKu kancyn (TBepai nikapcbki hopmu
Gnictepuy NepBUHHE, Ans nepoparnbHOro 3acToCyBaHHs1) 3MiHa Macu
KapTOHHiIl kopobui BTOPUHHE nokpuTTs Tabnetkm Big m0=(2,0+0,5%) oo
nakyBaHHs, mO0=(3,0£0,5%)»
KOHTPOMb SIKOCTI:
CiHTOH Yuni
JTpa., Yvni
51. | AXAPOIHC® | TabneTku, BKpUTI BepiHrep HimeuumnH BupobHuuTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHUX MaTepianis: 3MiHK 3a - UA/14980/01/02
NMiBKOBOKO IHrenbxamm a nakyBaHH4, Il TMny - 3miHKn Wono 6e3nekn/edPeKTUBHOCTI Ta peuyenmom




34 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
obonoHkoto, no 10 IHTepHeLHN MapKyBaHHS, capmakoHarnsgy. BHeceHHs abo 3amiHa(n) oo
mr, no 10 TabneTok m6X KOHTPOMb SIKOCTI, 3060B's13aHb Ta YMOB BuAavi peecTtpauiiHoro
y nepdopoBaHoOMy BUMYCK Cepii: NnocBigYeHHs, BKMoYaoun MNnaH ynpaeniHHsS
Gnictepi; no 1 abo 3 BepiHrep pusmkKamm (3acTocyBaHHs 3MiH(K), siki(a)
Gnictepun y IHrenbxamnm BMMaraoTb(€) NoAanbsLworo obrpyHTyBaHHA HOBUMM

KapTOHHIl kopobui

dapma 'M6X i Ko.
KI, HimeudunHa;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS:
PoTtTeHgopd
dapma 'M6X,
HimeuumnHa;
Bupo6HuLTBO
Tabnetok "in-bulk",
KOHTPOIb AKOCTI
(3a BUHSATKOM
Tecty
"MikpobionoriyHa
yucroTa"), Bunyck
cepil:
PotTenpopd
dapma M6X,
HimeuyunHa

[04aTKOBMM AaHMMM, Lo MaloTb HagaBaTucs
KOMMETEHTHNM OpraHoM, OCKiflbKM BUMaraeTbCs
CyTTEBaA OLiHKa KOMMETEHTHUM OpraHoM).
3asiBHMKOM HaiaHO OHOBIIEHY 3riQHO 3 BUMOramu
Rev.2 accompanying GVP, Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU —in
integrated format) koHconigoBaHy Bepcito 20.1
nnaHy ynpasmiHHA pu3vKamu, SKa BKIYae 3MiHN
MYP Bepcii 19.0 ans nikapcbkoro 3acoby
IDKAPLOIHC®, TabneTtku, BKpUTI NNiBKOBOKO
obornoHkot, no 25 mr ta no 10 mr no 10 TabneTok y
nepdgopoBaHoMy 6nictepi; no 1 a6o 3 Gnictepn y
KapTOHHI kopobLi. 3MiHM BHECEHO A0 YacTuH |
«3aranbHa iHpopmauisy, I «Cneuudikauis 3
6eanekn», Il «MnaH 3 papmakoHarnsgy», V
«3axoau 3 MiHimisauii pusukie», VI «Pe3tome nnany
ynpaBniHHs pusukamuy, VIl «Jogatkun» y 3B’A3Ky 3
[o[aBaHHSIM HOBOTO MOKa3aHHSA Ta nepernsgomM
npobnem 6e3neku 3a pesynbTaTtamu nicns
peecTpauinHnX gocnigxeHb 3 6eanekn. 3minm Il Tuny
- 3miHu wopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo amiHa(n) oo
3000B'A3aHb Ta YMOB BUAaYi peecTpauinHoro
noceigyeHHs, Bkrtovatoun NnaH ynpaeniHHA
pu3uKkamm (3acTocyBaHHs 3MiH(1), siki(a)
BMMaratTb(€) NoAanbLIOro 06rpyHTyBaHHSA HOBUMM
[04aTKOBMM AaHWMMU, Lo MalTb HagaBaTucs
KOMMETEHTHNM OpraHoM, OCKiflbKM BUMaraeTbes
CYTTEBaA OLiHKa KOMMETEHTHNM OpPraHoM).
3asiBHMKOM HaflaHO OHOBIEHY 3riAHO 3 BUMOramu
Rev.2 accompanying GVP , Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU —in
integrated format) koHconigosaHy Bepcito 20.1
nnaHy ynpaeniHHA pu3vKamu, sika BKITOYaE 3MiHU
MYP Bepcii 20.0 ans nikapcbkoro 3acoby
IXKAPOIHC®, TabneTku, BKpUTI NiBKOBOK
obornoHkot, no 25 mr ta no 10 mr no 10 TabneTok y
nepdgopoBaHoMy bnictepi; no 1 abo 3 Grictepn y
KapTOHHIN kopobui. 3MiHM BHECEHO A0 YacTuH |
«3aranbHa iHcopmauisy, || «Cneuudikauis 3
6e3nekny, Il «MnaH 3 papmakoHarnsgy», V
«3axoau 3 MiHiMi3aUii pusukiBy, VI «Pestome nnany
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ynpaBniHHs pusukamuy, VIl «[Jogatkun» y 38’A3Ky 3
[o4aBaHHSAM HOBOTO MOKa3aHHs Ta nepernsgom
npobnem 6e3neku 3a pesynbTaTtamu nicns
peecTpaLiiHNX 4ocnigXeHb 3 6e3neku.
52. | OXAPOIHC® TabneTku, BKPUTI BepiHrep Hime4uuH Bupo6HmuTBO, Himevuunna BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHU 3a - UA/14980/01/01
NniBKOBOK IHrenbxamm a nakyBaHH4, Il TMny - 3miHKn wWogno 6e3nekn/edPeKkTUBHOCTI Ta peuenmom
obonoHkoto, no 25 IHTEepHeLwwHN MapKyBaHHS, apmakoHarnagy. BHeceHHs abo 3miHa(v) go
mr, no 10 TabneTok m6X KOHTPOMb SIKOCTI, 3060B's13aHb Ta YMOB BuAavi peecTtpauiniHoro
y nepdopoBaHoOMy BUMYCK Cepii: nocBigYeHHs, BKMtoYaroun MNnaH ynpaeniHHsS
6nictepi; no 1 abo 3 BepiHrep pusmKamm (3acTocyBaHHs 3MiH(K), siki(a)
6nictepu y IHrenbxamnm BMMaraoTb(€) NoAanbLoro obrpyHTyBaHHsA HOBUMM

KapTOHHIl kopobui

dapma 'M6X i Ko.
KI', HimeudunHa;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS:
PoTtTeHgopd
dapma M6X,
HimeuumnHa;
Bupo6HuLTBO
Tabnetok "in-bulk",
KOHTPOIb AKOCTI
(3a BUHSATKOM
Tecty
"MikpobionoriyHa
yncToTa"), BUMYCK
cepil:
PotTenpopd
dapma 'm6X,
HimeuunHa

[04aTKOBMM AaHWMMU, Lo MaloTb HagaBaTucs
KOMMETEHTHNM OpraHoM, OCKiflbKM BUMaraeTbCsl
CyTTEBA OLiHKa KOMNETEHTHNM OpPraHoM).
3asiBHMKOM HalaHO OHOBIIEHY 3riQHO 3 BUMOramu
Rev.2 accompanying GVP, Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU —in
integrated format) koHconigoBaHy Bepcito 20.1
nnaHy ynpasmiHHA pu3vKamu, SKa BKIOYae 3MiHN
MYP Bepcii 19.0 ans nikapcbkoro 3acody
IDKAPLOIHC®, TabneTtku, BKpUTI NNiBKOBOKO
obornoHkot, no 25 mr ta no 10 mr no 10 TabneTok y
nepdgopoBaHoMy 6nictepi; no 1 abo 3 Gnictepn y
KapTOHHIN kopobui. 3MiHM BHECEHO A0 YacTuH |
«3aranbHa iHcbopmauisy, I «Cneuudikauisa 3
6e3nekny, lll «MnaH 3 hapmakoHarnagy», V
«3axoau 3 MiHiMi3aUii pusukiBy», VI «Pestome nnaHy
ynpaeniHHA pusnkammy, VIl «dogatkuy y 38’a3Ky 3
[o[aBaHHsIM HOBOTO MOKa3aHHS Ta nepernsgomM
npobnem 6e3neku 3a pesynbTaTamu nicns
peecTpauinHnX gocnigxeHb 3 6eanekn. 3minm Il Tuny
- 3miHu wopao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo amiHa(n) oo
3000B'A3aHb Ta YMOB BUAaYi peecTpauinHoro
noceigyeHHs, Bkrtovatoun NnaH ynpaeniHHA
pu3ukamm (3acTocyBaHHs 3MiH(1), siki(a)
BMMaratTb(€) NoAanbLLIOro 06rpyHTyBaHHSA HOBUMM
[04aTKOBMM AaHWMMU, L0 MalTb HajaBaTucs
KOMMETEHTHNM OpraHoM, OCKifNlbKM BUMaraeTbCst
CyTTEBa OLiHKa KOMMETEHTHNM OpPraHoM).
3asiBHMKOM HalaHO OHOBIEHY 3riAHO 3 BUMOramu
Rev.2 accompanying GVP , Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU —in
integrated format) koHconigosaHy Bepcito 20.1
nnaHy ynpaeriHHA pu3vKamu, SKa BKIYae 3MiHN
MYP Bepcii 20.0 ansa nikapcbkoro 3acoby
IKAPOIHC®, TabneTku, BKpUTI MiBKOBOK




36 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
o6onoHkoto, no 25 mr ta no 10 mr no 10 TabneTok y
nepdcoposaHomy 6nictepi; no 1 a6o 3 Gnictepu y
KapTOHHI kopobLi. 3MiHM BHECEHO A0 YacTuH |
«3aranbHa iHcopmauisy, || «Cneuudikauis 3
6e3nekn», lll «MnaH 3 hapmakoHarnagy», V
«3axoau 3 MiHimisauii pusukiey, VI «Pestome nnany
ynpaBrniHHs puaukamuy, VIl «[Jogatkun» y 38’A3Ky 3
[o4aBaHHSAM HOBOTO MOKa3aHHs Ta nepernsgom
npobnem 6e3neku 3a pesynbTaTamu nicns
peecTpaLiiHNX docnigXeHb 3 6e3neku.
53. | OXAPOIHC® TabneTku, BKPUTI BepiHrep Hime4uuH Bupo6HmuTBO, Himevuunna BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu 3a He UA/14980/01/02
NniBKOBOKO IHrenbxamm a nakyBaHH4, wopo 6esnekun/edekTMBHOCTI Ta chapmakoHarnsay. peuenmom nidnsieae
o6ornoHkoto, no 10 IHTEpHeLHN MapKyBaHHS, 3MiHM y TepaneBTUYHNX NOKa3aHHSAX (4oAaBaHHS
mr; no 10 TabneTok m6X KOHTPOMb SIKOCTI, HOBOrO TEPANEeBTMYHOIO NokasaHHs abo 3miHa y
y nepdopoBaHoOMy BUMYCK cepii: 3aTBEpPAKEHOMY MOKa3aHHi) - 3MiHN BHECEHO A0
6nictepi; no 1 abo 3 BepiHrep IHCTPYKUiT 4NS MegUYHOro 3acToCyBaHHA
Gnictepny IHrenbxanm nikapcbkoro 3acoby Ao po3aginy "lNokasaHHs"
KapTOHHil kopobui dapma 'M6X i Ko. (OoaaBaHHs NokasaHHs: XpoHiyHa xBopoba HMPOK),
KI', Hime4yunHa a Takox Ao po3ainis "d®apmakonoriyHi BnacTuBocTi",
lMepBuHHE Ta "OcobnueocTi 3acTocyBaHHsA", "Cnocib
BTOPUHHE 3acTocyBaHHs Ta fo3un”, "lMobiyHi peakuii”
nakyBaHH4, BiANOBIAHO A0 MaTepianiB peecTpauiiHoOro 4oChE.
MapKyBaHHS: BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
PoTtTeHgopd 3aTBEPAKEHHSA
dapma 'm6X, 3miHun wopao 6e3nekn/edekTMBHOCTI Ta
Himeuunna dapmakoHarnsaay. 3miHW y KOpOTKil XapakTepuctuui
BupobHuuTBO nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
Tabnetok "in-bulk", IHCTPYKUIT AN MEeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3
KOHTPOIb SKOCTI HOBMMW AaHUMU 3 SKOCTI, AOKMiIHIYHUMMW, KNiHIYHUMK
(3a BUHATKOM OaHnMu Ta AaHuMu 3 dhapmakoHarnsgy -
Tecty 3aTBepOXeHo nnaH ynpasniHHSA pyU3nkaMu Bepcis
"MikpobionoriyHa 20.0 3a pesynbTatamu diHanbHoro 3BiTy PASS
yncToTa"), BUMYCK 1245-0096.
cepil:
PotTenpopd
dapma 'm6X,
HimeyunHa
54. | OXAPAOIHC® | Tabnetku, BKpUTI BepiHrep HimeuumnH Brpo6HuuTBO, Himeuunna BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu 3a He UA/14980/01/01
NNiBKOBOIO IHrenbxanm a nakyBaHHS, wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsay. peuenmom | nidnsizae
o6onoHkot, no 25 IHTEpHeLHN MapKyBaHHS, 3MiHM y TepaneBTUYHMX NOKa3aHHSX (4oAaBaHHS
mr; no 10 TabneTok m6X KOHTPOMb SIKOCTI, HOBOrO TEPANeBTMYHOIO NokasaHHsA abo 3MiHa y
y nepcdopoBaHoMy BUNYCK cepii: 3aTBEpAKEHOMY MoKa3aHHi) - 3MiH1 BHECEHO A0
GnicTepi; no 1 abo 3 BepiHrep IHCTpyKUii ANS MEANYHOro 3aCTOCYBaHHSA
Gnictepuny IHrenbxanm nikapcbkoro 3acoby Ao posainy "lMNokasaHHa"

KapTOHHiIl kopobui

dapma Mm6X i Ko.
KI, Himeu4nHa
MepBuHHE Ta
BTOPWHHE
nakyBaHHs1,

(DogaBaHHs nokasaHHs: XpoHiYHa XxBopoba HUPOK),
a Takox Ao po3ainis "®apmakonoriyHi BnacTueocTi",
"OcobnumBocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHsi Ta Ao3n", "MobiyHi peakwii”
BigNoBigHO 40 MaTepianiB peecTpauinHOro 4OCheE.
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
MapKyBaHHS: BBegeHHs 3MiH NpoTarom 6-tn micauis nicna
Pottengopd 3aTBepPKEHHs
dapma 'M6X, 3MiHM wopo 6e3nekn/eddeKTUBHOCTI Ta
HimevuunHa capmakoHarnsgy. 3MiHM y KOPOTKili xapakTepucTui
Brpo6HuuTBO nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
Tabnetok "in-bulk", IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS Y 3B’sI3KY i3
KOHTPOSIb SKOCTi HOBUMMW AA@HUMM 3 SIKOCTi, AOKNIHIYHUMWN, KNiHIYHUMN
(3@ BUHSATKOM AaHuMK Ta faHnMm 3 chapMakoHarnsgy -
Tecty 3aTBepOXeHo nraH ynpaeniHHA pyU3nkaMu Bepcis
"MikpobionoriyHa 20.0 3a pesynbtatamu chiHanbHoro 3BiTy PASS
yuctora"), BUNYCK 1245-0096.
cepil:
PoTtTeHgopd
dapma 'M6X,
HimeyunHa
55. | AUKNO®EHA | Ttabnetkn no 0,05 r NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHW 3a - UA/0708/01/01
K no 10 Tabnetok y "Ximdapmsa "Ximdapmsasog | Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta peuernmom
Gnictepax; no 10 BOg, "YepsoHa 3ipka" dapmakoHarnagy (iHwi amiHu) - BBeaeHHsi
TabneTtok y Gnictepi; "YepBoHa [00aTKOBOrO TEKCTY MapKyBaHHSA BTOPUHHOI
no 1, no 3 abo 10 3ipka" yNaKoBKW MikapcbKoro 3acoby i3 3a3HayveHHsm 2D-
GnicTepiB y nayui 3 koay y n. 17 IHWE. BeegeHHs 3MiH NpoTsirom 6-tu
KapTOHY MicsaUiB nicnsa 3aTBepAXeHHSA
56. | AUKNO®EHA | renb, 10 mr/rmo 40 r MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHU bes - UA/0708/02/01
K y Ty6i; no 1 1y6i B "Ximdbapmaa "Ximcbapm3aasog | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenma
nayui 3 KapToHy BOA "YepsoHa 3ipka" dapmakoHarnsgy (iHwi amiHn). BBegeHHs
"YepsoHa [0[AaTKOBOrO TEKCTY MapKyBaHHS BTOPUHHOT
3ipka" ynakoBKU nikapcbkoro 3acoby i3 3a3HayeHHsm 2D-
kopgy y n. 17 IHWE. BBeaeHHs 3amiH npoTtarom 6-tu
MiCsILIiB Micnsi 3aTBEPAXKEHHS.
57. | OUKNO®EHA | renb 50 mr/rno 40 r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHK 6es - UA/0708/02/02
K rento y Ty6i "Ximdapmsa "Ximdapmsasog | Tuny - 3miHn wopo 6e3nekn/edeKkTMBHOCTI Ta peuenma
antomiHiein Ne 1; y BOA, "YepsoHa 3ipka" dapmakoHarnsgy (iHwi amiHn). BBegeHHs
nayui 3 KapToHy; no "YepBoHa [04aTKOBOro TEKCTY MapKyBaHHS BTOPUHHOT
100 r y TyGi 3ipka" yNaKoBKU MikapcbKoro 3acoby i3 3a3HayeHHsm 2D-
namiHatHin Ne 1; y kogy y n. 17 IHWE. BBeaeHHs amiH npoTtarom 6-tu
nayui 3 KapToHy MicsiLiB Micnsi 3aTBEPAXKEHHS.
58. | AMNPO®ON emynbcia ans AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHU 3a - UA/15942/01/01
® EATA iHdpysin, 10 mr/mn no "®apmak” | Tuny - 3miHn 3 skoCTi. FOTOBMI NiKapcbkuin 3acib. peuernmom

20 mn B amnyni; no
5 amnyn y nayui; no
20 mn y chnakoHi; no
1 abo 5, abo no 10
dnakoHiB y nayu;
no 50 mn y donakoHi;
no 1 dnakoHy y
nayui

KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToaax BUNpobyBaHHSA rOTOBOTO fikapCbKOro
3acoby (iHwi 3MiHM y meTodax BunpobyBaHb
(Bkntovatoum 3amiHy abo AOMNOBHEHHS)) - BHECEHHSs!
3MiH 0O MeTogjiB KOHTponto skocTi J13 3a
n."MexaHiyHi BKMoYeHHs", a came- yHidikauisa
METOAMKM BUHAYEHHS MEXaHIYHMX BKIOYEHb Ta
YHUKHEHHS! Pi3HOTIYMa4YeHHs NpU BUKOHAHHI
KOHTPOJSII0 HEBUAMMMX YaCTOK. Takox, He3HauHi
3MiHU B MeToauLi: 3MiHEHO NpoboniaroToBKy
BMNpobyBaHOro po34vunHy; AeTanisoBaHo NPoBeAEeHHS
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

BUNpobyBaHHs; 3MiHu | TUNy - 3MiHK 3 AKOCTI.
['oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONyCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHW) - BHeceHHs 3miH o
cneumdikauii M3 3a n. "Po3mip rnobyn"
(3aTBEepmkeHo: Po3mip 4acTok) Ta, sk Hacnigok, Ao
mMeToAiB KOHTpOo skocTi J13, a came- yHidikauisa
METOAMKM BU3HAYEHHS po3Mipy rrnobyn Ta
YHUKHEHHS! Pi3HOTIYMaYeHHs NPy BUKOHaHHi
KOHTPOMO HEBUAMMMX HacTOK, y 3B’A3KYy 3
npveegeHHam go USP (metog 2)

59.

annPo®On
® EATA

emMynbCia gna
iHdpysin, 20 mr/mn no
20 mn B amnyni; no
5 amnyn y na4ui; no
20 mn y chnakoHi; no
1 abo 5, abo no 10
cbnakoHiB y navui;
no 50 mn y dnakoHi;
no 1 conakoHy y
navui

AT
"®apmak”

YkpaiHa

AT "dapmak”

Ykpaina

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHK
| Tuny - 3miHn 3 sKkocTi. FoTOBMI Nikapcbkuin 3acib.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y
MeToAdax BMNPobyBaHHSA roTOBOrO NikapCbKOro
3acoby (iHwi 3MiHn y meToaax BunpobyBaHb
(BKroYatoum 3amiHy abo JONOBHEHHS)) - BHeCEHHs!
3MiH 4O MeTogjiB KOHTponto sikocTi J13 3a
n."MexaHiyHi BKMo4YeHHs", a came- yHidikauis
METOAWKM BU3HAYEHHSI MEXaHIYHUX BKIMIOYEHb Ta
YHUKHEHHS! Pi3HOTIyMaYeHHsi NPy BUKOHaHHI
KOHTPOMIO HEBUAVMUX YACTOK. TakoX, HE3HaYHi
3MiHM B MeTOAML: 3MiHEHO Npo6onigroToBky
BUNpobyBaHOro po3yuHy; AeTanizoBaHo NPOBEAEHHS
BuUNpobyBaHHs; 3MiHu | TMny - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMNX MEX rOTOBOIO
nikapcbkoro 3acoby (iHwWi 3MiHN) - BHeceHHs1 3MiH Ao
cneuudikauii M3 3a n. "Po3mip rnobyn"
(3aTBEepmkeHo: Po3mip YacTok) Ta, K Hacnigok, 4o
mMeToziB KOHTpornto sikocTi 113, a came- yHidikauis
METOAMKM BU3HAYEHHS po3Mipy rnobyn Ta
YHUKHEHHS! Pi3HOTIYMaYeHHsi NPy BUKOHaHHI
KOHTPOM0 HEBUAMMMUX YaCTOK, Y 3B’A3KY 3
npueegeHHsM go USP (meTopg 2)

3a
peuenmom

UA/15942/01/02

60.

DIOPEH

TabneTtku no 5 wmr;
no 10 Tabnetok y
GnicTepi; no 3
Gnictepu B nayui

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BUPOGHWYMIA

LieHTp
"Bopuuariscb
KU XiMiKO-
dapmauesT
NYHUIA
3aBoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BUPOGHWYMIA

LeHTp
"BopLuariBcbkuii
XiMmiKo-

dapmaueBTUYHNUI

3aBog"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX MmaTtepianis: 3MiHU
| Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3amiHn) - OHOBNEHHSI TEKCTY
MapKyBaHHS MEPBMHHOI Ta BTOPUHHOI yMaKoBKW
nikapcbkoro 3acoby, a came BuUnyYeHHs iHpopmallii,
3a3HaveHoi POCINCHKOIO MOBOIO, Ta HE3HAYHI MpaBKu
no TekcTy. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiuiB
nicns 3aTBepaXeHHs

3a
peuerimom

UA/19312/01/01

61.

OIOPEH

Tabnetkun no 10 wmr;

My6nivyHe

YKpaiHa

My6nivyHe

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHiX MaTtepianis: 3MiHK

3a

UA/19312/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 10 Tabnetok y akuioHepHe akuioHepHe | TMny - 3MiHK WwWopao Ge3nekn/edheKkTUBHOCTI Ta peuenmom
6nictepi; no 3 TOBapUCTBO TOBapUCTBO dapmakoHarnsagy (iHwi 3miHn) - OHOBNEHHS TEKCTY
Gnictepu B nayui "HaykoBo- "HaykoBo- MapKyBaHHS NEPBMHHOI Ta BTOPMHHOI YNaKoBKK
BUPOBHMYMI BUPOBHMYNI nikapcbkoro 3acoby, a came Buny4YeHHs1 iHbopmalii,
LeHTp LeHTp 3a3Ha4YeHoI POCiNCHKO MOBOIO, Ta HE3HAYHI MPaBKM
"BopLuariscb "BopLuariBCbkumn no TekcTy. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
KUK XiMiKo- Ximiko- nicnsa saTtBepaXeHHs
hapmanesT hapmaLleBTU4HNIA
VYHUIA 3aBoa"
3aBog”
62. | AOJNTOKCEH TabneTku, BKPUTI €Bpo IHais IHgoko Pemepic IHais BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3MiHn 3a - UA/8051/01/01
NniBKOBOKO Jandbkep Nimitea, IHais; | TMny - 3miHu 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6. peuenmom
o6ornoHkoto no 10 Mpan.it [anda 3MiHM y BUpOBHMUTBI. 3MiHM y npoueci BUpobHULTBa
Tabnetok y bnictepi; JlimiTen JlabopaTopis JTAa. roTOBOro NiKapcbKoro 3acoby, BKOYaym
no 2 aéo 10 HOHIT 1, IHgis NPOMIXKHMUI NPOAYKT, LLO 3aCTOCOBYETLCA MpU
GnictepiB y BUPOBHMLTBI rOTOBOrO nikapcbkoro 3acoby
KapTOHHIN kopobLi (He3HayHa 3miHa y npoueci BUpOBHMLTBA) 3MiHN Y
npoteci BUpoBbHMLUTBA rOTOBOrO Nikapcbkoro 3acoby,
Ha HacTyMHKX CTagisix BUpobHuuTBa: A.
PARACETAMOL GRANULATION; B. DICLOFENAC
SODIUM GRANULATION; C.LUBRICATION,;
D.COMPRESSION; E. PREPARATION OF
COATING SOLUTION; F. COATING
63. | AOP30J1® Kpanni O4Hi, pO34mnH Appan- Xopsarisi Appan- Xopsarisi BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHW 3a - UA/14027/01/01
2%mno5mny [aneHcbkun [aneHcbkuin | Tuny - 3miHun 3 akocTi. A®I. CtabinbHicTb. 3miHa peuernmom
dnakoHi- ITabopaTopi INa6opaTopin a.4. nepiogy NOBTOPHWX BUMNpobyBaHb/nepioay
KpanenbHuui; no 1 nAa.no. 36epiraHHst abo ymoB 36epiraHHss ADI (3a
dnakoHy- BiJICYTHOCTI y 3aTBepAXeHOMY J0Cbe cepTudikaTa
KpanenbHuLi B BigNOBIQHOCTI €Bponewichbki hapmakonei, Wwo
KapTOHHiI kopobui BKIOYAE Nepiof NOBTOPHOro BUNPOoGyBaHHS)
(nepioa noBTOpHOro BUNpobyBaHHA/nepios
36epiraHHs) - 36inbLueHHs abo BBeAeHHS nepioay
NnoBTOPHOro BUnNpobyBaHHsa/nepiody 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCHigKeHb Y peanbHOMY Yaci.
3anpoBaxeHHs nepiody NoBTOPHOTO
BUNpobyBaHHs (5 pokiB) ANs Gito40i pe4OoBUHM
gop3sonamiay rigpoxnopug Big BupobHuka APl Curia,
IcnaHist Ha OCHOBI MO3UTUBHKX pe3yrbTaTiB
[OBrOCTPOKOBMX AOCHIAXEHb CTabinNbHOCTI y
peanbHoMy yaci. 3aTBepakeHo: Nepiod NOBTOPHOro
BUNPOOYBaHHS He BCTAHOBMEHO. 3anponoHOBaHO:
Mepioa noBTOpHOrO BMNpoGyBaHHS - 5 pokiB.
64. | APUNTAH® Tabnetkv no 5 mr; AG60TT HimeyumH Actpea ®oHTEH PdpaHLuis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW 3a He UA/6730/01/01
no 30 Tabnetok y JlabopaTopia a | Tuny - 3miHn Wwopo 6e3nekn/edeKkTNBHOCTI Ta peuenmom | nidnszae
GnicTepi, no 1 m6X

6nictepy B
KapTOHHiI kopobLyi

dapmakoHarnsgy (iHwi 3miHW) - 3MiHN BHECEHO B
iHCTPYKUIilO ANsi MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aginy "lMNobivni peakuii”
BiNOBIQHO 40 OHOBMEHOI iHbopMaLii LWoao 6e3neku
3aCTOCyBaHHSA fit040i pe4OoBMHN Ta pegaroBaHo
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
TeKCT y po3aini "OcobnmBocCTi 3acTocyBaHHs".
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEpAKEHHS
65. | EK3U®IH renb 1%, no 15r O-p Pepni'c IHais O-p Peppi'c IHais BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3MiHn bes - UA/4720/03/01
abo no 30 ry Ty6i; JlabopaTopi JlabopaTopic | Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3aci6. peuenma
no 1 1y6i B clltg Nimiteq KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3MiHa
KapTOHHiI kopobui napameTpiB cneuudikauin Ta/abo 4oNyCTUMUX MEX
roTOBOrO fiKapCbKoro 3acoby (iHLi 3MiHW) BBEAEHHS
nepiognyHocTi koHTponto 13 3a Noka3HMKOM
«MikpobionoriyHa unctota». Ha MOMEHT BUNYyCKY
(release specification): KOHTponOETLCA 3
nepioguyHicTio 1 cepist Ha koxHi 5 cepiit abo 1 cepis
Ha piK 3anexHo Big Toro, Wo yacTiwe. NpoTsarom
TepMmiHy npugaTtHocTi (shelf-life specification):
BUNpoByBaHHSA NPOBOASATE B KiHLi TEPMiHY
npugaTHocTi abo BignoBigHO 4O NPOTOKONY.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKeHHs. 3MiHK | TMny - 3MiHM 3 SKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWwi 3MiHW) Nepeknag TekcTy
MK#A ykpaiHCbKOH MOBOIO.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPAKEHHS.
66. | EK3OOEPUN PO34MH HALLKipHUI Canpos CnoBeHis BignosiganbHUn AscTpis/ BHECEHHS 3MiH O peecTpaulinHux maTtepianis: 3MiHW 6es - UA/3960/02/01
® 1%; no 10 mn, 20 mn | ®apmacsioTi 3a BUNyCK cepil: CnoBeHis Il Tny - 3miHun 3 akocTi. A®l. BupobHuuteo. 3miHa peuenma
y donakoHi; no 1 Kans a.4. CaHpgo3 'mbX — BMPOBHVKa BUXiAHOTO/MPOMIXKHOIO
dnakoHy B BupobHuya npoayKTy/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
KapTOHHI kopoOLi OinbHUUA BUpoBHMYOMY npoueci AP, abo 3miHa BUpoGHuKa
AHTUHIHEKUIAHI (Bknoyatoum, oe HeobxiaHO, MicLe NPoBeAEHHS
M3 ta XimiyHi KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudpikata
Onepauii Kynane BiAMOBIAHOCTI €Bponencoki hapmakonei y
(AIXO N3 3aTBEpPAKEHOMY A0ChE)(BBEAEHHSI HOBOTO
Kynanb), ABcTpisi BMpoGHUKa AP| 3 HagaHHsM MacTep-caiina Ha AdI)
BUPOGHMK BeeneHHs gogaTkoBoro BUpobHuka AdDI(HadTudiHy
npoaykuii in bulk, rigpoxnopug) Olon S.p.A., ltaly oo Bxe
nakyBaHHS: 3aTBepakeHoro BupobHuka Sandoz Syntek llac
no6odapm Hammaddeleri Sanayi ve Ticaret A.S., Turkey
dapmavonTiwe
MpoayKubNOH3-
yHAa
aHpenbcresensL
at MB6X, ABCTpist
BignoBsiganbHUN
3a BUNyCK cepil:
Jlex
dapmaueBTMYHa
KOMNaHis a.Aa.,
CnoBeHisi
67. | ENIKOLUWH® TabneTkn, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpalinHmx maTepianis: 3MiHu 3a - UA/17361/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NniBKOBOIO "Knismegnp "KuiBmegnpenapa | Tuny - 3miHm 3 akocTi. A®Il. KoHTponb AdL. 3miHa y peuenmom
o6GonoHkoto, no 100 enapat” T MeTofax BunpobysaHHs A®l abo BuxigHoro
mr no 10 TabneTok B MaTepiany/npoMixKHOro NpoayKTy/peareHTy, Lo
Gnictepi, no 3 BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdPI
6nictepu B nayui (iHwWi 3MiHM y MeTopax BMNpobyBaHHs (BKMHOYaoYm
3amiHy abo gonoBHeHHs1) APl abo
BUXiQHOro/MPOMiXKHOIo NPoAykTy) - 3MiHa y meTogax
BMNpobyBaHHs Ana A®| pebaminiay 3a nokasHUKOM
“3anuwkoBi pO34YMHHMKK”. 3MiHuM | TUNY - 3MiHK 3
skocTi. A®l. KoHTponb A®I (iHWi 3miHn) -
MpuBeneHHs cneundikadii Ha A®I pebaminigy y
BignoBigHicTb go Bumor Y, abo €Bponeincbkoi
chapmakonei NoB’sA3aHo i3 3MiHOK HaiMeHyBaHHsI
nokasHuka “3anuLLKoBi KiflbKOCTi OpraHiyHux
PO34YMHHUKIB” Ha “3anuLKOBi PO3YUHHUKN.
68. | ENAQON Kancynu m'siki, no 5 NAT YkpaiHa MAT "KuiBcbkuii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHW 6e3 - UA/12187/01/01
HEO Kancyn y 6nicrepi; "KniBCbkUiA BiTaMiHHUI 3aBoA" | Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa peuenma
no 6 abo 12 BiTAMiHHUI HaliMeHyBaHHs Ta/abo agpecu MicLs NPOBaaKEHHS!
GnicTepis y nauui; 3aBog" DisinbHOCTI BUPOOHMKa (BKItoYatouu, 3a
no 10 kancyny HeobXiAHOCTI, MiCLie NPOBEAEHHS KOHTPOIO SKOCTI),
6nictepi; no 3 abo 6 abo BracHuka macTtep-cainna Ha Adl, abo
GnicTepiB y navui noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUPOOHMUTBI ADI (sIKLLO
3a3Ha4yeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbe, abo BUpoOHUKa HOBOI JOMNOMIXKHOI pe4OBUHM
(Ko 3a3HaveHo y Aocbe) 3miHa agpecy BUpobHUKa
XioaTtan biocpapm IHk., Kutan
69. | ENNETOP TabneTkn, BKpUTI My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHn 3a - UA/12623/01/01
NniBKOBOKO akuioHepHe akuioHepHe | TMny - 3MiHK Wwopno 6esnekn/edeKkTUBHOCTI Ta peuenmom
o6onoHkot, no 25 TOBapuCTBO TOBapuCTBO dapmakoHarnsagy (iHwi 3miHu)
mr; no 10 TabneTok "HaykoBo- "HaykoBo- 3MiHa y 3B'A3Ky YTOUHEHHSI BUKNaAeHHs po3ainy
y bnicTepi; no 3 BVPOGHWYMIA BMPOGHWYMIA "NopaTtkosa iHopmadis. A1-1. Ynakoska" MKA Ta
Gnictepu B nayui LeHTp LeHTp posginy 3.2.P.7.
"BopLyariscb "BopLuariBcbkuii Hitoua pegakuisi: MKA N3 JOOATKOBA
KWI XimiKo- XimiKo- IHOOPMALIA (A1) Posgin Al-1. Ynakoska Mo 10
dapmauesT dapmaueBTUYHUI TabneTok y 6nicTepi (3 MapkyBaHHsIM YKpPaiHCbKOO
NYHUIA 3aBopg", YkpaiHa Ta pocilicbkoto MoBamMu), no 3 Gnictepu pasom 3
3aBoq” (cbacyBaHHs i3 iHCTPYKLUI€ ANS MeANYHOro 3aCTOCYBaHHSA B nayli 3

copmu "in bulk"
pipMu1-BUPOGHMKa
"CiHToH XicnaHis

C.J1.", Icnais)

MapyKBaHHSIM YKpaiHCbKOIO Ta POCINCbKOK MOBamMu
Ta MapKyBaHHsM LWpudToMm Bpaiins ykpaiHCbkoo
moBoto. [NpumiTtka. MapkyBaHHS nikapcbkoro 3acoby,
NOro AnsanH NoAarnTbCs YKPAiHCLKO Ta
pocincbko MoBaMK, a Npuy peanisadii npenapaTy Ha
eKcrnopT — MOBOW, 06YMOBIIEHOIO B KOHTPaAKTI, y
BiQNOBIQHOCTi 3 peecTpauinHUM 0CbE, Ske
copmMoBaHe 3a BUMOraMu KpaiHu-imnopTepa i
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3asBeHO Mg Yac peecTpalii B peecTpaLiiHi opraHu
Kpainu-imnoptepa. lNponoHosaHa pegakuis: MKA N3
OOOATKOBA IHOOPMAUIA (A1) Pozgin Al-1.
Ynakoska Mo 10 Tabnetok y 6nictepi, no 3 Gnictepun
pa3oM 3 iHCTPYKUiE AN MeANYHOro 3aCTOCYBaHHS
B nayui. OHOBMEHHSI TEKCTY MapKyBaHHS NepBUHHOT
Ta BTOPWHHOI YNakoBKW fikapcbkoro 3acoby, a came
BUIyYeHHS iHbopMmaLii, 3a3Ha4eHOi POCINCLKOI
MOBOI0. BBeZeHHs 3MiH npoTsarom 6-Tu MicsiLiB nicns
3aTBepAKEHHs1 3MiHU | TUNy - 3MiHM 3 AKOCTI.
[oToBwIn nikapcbkuin 3aci6. Cuctema
KOHTelWHep/3aKynoptoBanbHWiA 3aci6. 3MiHa
nocTavarnbHuKa nakyBanbHUX MaTepianis abo
KOMMMAEKTYIOUMX (SIKLLO 3a3HAaYeHO B AOCHE)
(BUNYYeEHHs nocTayanbHuka) BunyyeHts
HaliMeHyBaHHS NnocTavanbHUKIB NakyBanbHUX
mMaTtepianis 3 peecTpauinHOro 4OChE, y 3B'A3KY 3
npusegeHHam posginy 3.2.P.7. peectpauinHoro
[OCbE Y BifnNoBiOHICTb A0 €BPONENCHKNX BUMOT, a
TaKOX BUITYYEHHS i3 peecTpauiiHOro OoCbe
BUpPOGHMKa nniBka nonieiHinxnopugHoi TOB
"KnbokHep MeHTannact Pyc", pocis.

70.

EMNETOP

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkoto, no 50
mr; no 10 TabneTok
y bnicTepi; no 3
Gnictepu B nayui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHWYMIA

LEHTP
"BopLuariscb
KW XiMiKO-
dapmauesT
WNYHUIA
3aBoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BUPOGHWYMIA

LEeHTp
"BopLuariBcbkui
XiMiKo-
dapmaLeBTUYHUI
3aeopq’,
YkpaiHa
(dbacyBaHHs i3
dopmn "in bulk"
pipMun-BUPOGHIMKa
"CiHToH XicnaHis
C.J1.", IcnaHis)

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHn
| TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHm)
3MiHa y 3B'A3KY YTOYHEHHS BUKNaAeHHS po3ainy
"Nopnatkosa iHdopMmauis. [l1-1. Ynakoska" MKA Ta
posginy 3.2.P.7.

[iroya pepakuis: MKA 13 JOOATKOBA
IHOOPMALIA (O1) Po3gin Ol-1. Ynakoska Mo 10
TabneTok y 6nicTtepi (3 MapkyBaHHsIM YKPaiHCKOO
Ta pocincbKkoo MoBamu), o 3 6nictepu pa3om 3
iHCTpyKUi€lo ANS MeANYHOro 3acToCyBaHHs B navLi 3
MapyKBaHHSIM YKpaiHCbKOIO Ta POCINCbKOK MOBaMu
Ta MapKyBaHHAM LpUdTOM Bpanns ykpaiHCbKo
moBoto. [Npumitka. MapkyBaHHsi nikapcbkoro 3acoby,
Noro AnsanH NoAarTbCs YKPAiHCLKO Ta
pOCiiCbkO MOBaMu, a Npuv peanisadii npenaparty Ha
€KCMopT — MOBOO, OOYMOBIEHOIO B KOHTPAKTI, Y
BiQNOBIQHOCTi 3 peecTpauinHUM O0CkE, ske
cchopmoBaHe 3a BUMOramm kpaiHu-imnopTepa i
3asBneHo nig Yac peecTpadii B peecTpaLiiHi opraHu
KpaiHu-imnopTepa. MNponoHoBaHa peaakuis: MKA N3
OOOATKOBA IHOOPMAUIA (A1) Posgin Al-1.
YnakoBka Mo 10 TabneTtok y 6nictepi, no 3 Gnictepu
pa3om 3 iHCTPYKLi€to A5 MEAMYHOrO 3aCTOCyBaHHS
B nayui. OHOBEHHSI TEKCTY MapKyBaHHS NePBUHHOT
Ta BTOPWMHHOI yNakoBKKW Nikapcbkoro 3acoby, a came
BUMYYEHHs iHdopMalLlii, 3a3Ha4eHOi POCINCbKOD

3a
peuerimom

UA/12623/01/02
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[IponoBkeHHs noaaTka 2

Ymosu

Peknam

Homep

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

aidnycky

yeaHHs*

peecmpauiliHo2o
noceid4yeHHs1

MOBOI0. BBeZeHHs 3MiH npoTsarom 6-Tu MicsLiB nicns
3aTBepAKEHHS 3MiHM | Tuny - 3MiHM 3 AKOCTI.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3MiHa
noctavanbHWKa nakyBanbH1x maTepianis abo
KOMMMEKTYIoUMX (SIKLLO 3a3HaYeHO B JOCHE)
(BUNYYeHHs nocTayanbHuka) BunyyeHts
HaVMeHYBaHHs1 NOCTaYvanbHWKIB NaKyBanbHUX
MaTepianis 3 peecTpauiiHOro 4OCbe, Y 3B'a3Ky 3
npuBeaeHHsM po3giny 3.2.P.7. peecTpauiiHoro
[0Cbe Y BiANOBIAHICTb 40 EBPONENCHLKUX BUMOT, a
TaKoX BUMYYEHHS i3 peecTpauiiHoro 4ocbe
BUpPOGHMKa nniBka nonieiHinxnopugHoi TOB
"KnbokHep lNeHTannact Pyc", pocis.

UA/17620/01/02

71.

EPIOOH®

TabneTkun BKpUTI
NniBKOBOIO
0600oHKO10, MO 4 Mr;
no 10 TabneTtok y
6nictepi; no 3 abo 6
Gnictepis y
KapTOHHIN nayui

Lekcenb
1o,

I13painb

BUPOGHMLTBO,
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIMIO AKOCTI
Ta BUNYCK cepii:
Hekcenb JlTa.,
I13paine
BMNPOOYBaHHS
KOHTPOIIO SKOCTI
(mikpobBionoriyHumimn
KOHTpPO~b):
TOB IHcTUTYT
Xap4oBoi
Mikpobionorii Ta
CNOXMBYUX
ToBapi., I3painb

I13painb

BHECEHHS1 3MiH O peecTpaulinHMx maTtepianis: 3MiHn
| Tuny - 3miHK 3 aikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BignoOBIAHOCTI
abo Buny4eHHsi cepTudikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHOBNeHWI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHMKa -
noJaHHsi OHOBMNEHOTo cepTudikaTa BigNOBIAHOCTI
€sponevicbkint apmakonei Ne R1-CEP 2002-151 -
Rev 07 (3atBepaxeHo: R1-CEP 2002-151 - Rev 06)
ans aitoyoi pevosuHu Risperidone Big Bxe
3aTBEpOKEHOro BUPOGHUKA, sIKMIA 3MIHMB Ha3By
(3aTBepokeHo: Jubilant Generics Limited;
3anponoHoBaHo: Jubilant Pharmova Limited), npu
LibOMY agpeca BUPOOGHMYOT AinbHUL HE 3MIHIOETLCS.
3minn | Tvny - 3miHm 3 AkocTi. APl KoHTpons API.
3miHa y meTogax BunpobyBaHHa A®l abo BuxigHoro
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BMKOPVCTOBYETLCS y Mpoueci BUpobHuuTea Ad|
(He3HayHi 3MiHM y 3aTBEPKEHUX MeToaax
BUMNpoOyBaHHs) - BHECEHHS 3MiH MeToay
BMNpoOyBaHHs Aitoyoi peyoBuHM Risperidone 3a
nokasHukom "Po3mip YacTok", 3okpemMa: BBeAeHHs
HoBoi mogeni npunagy (Malvern Mastersizer 3000)
Ans na3epHoi Andpakuii B JONOBHEHHS 40 BXe
3aTBepaxeHoi mogeni Malvern Mastersizer 2000.

3a
peuerimom

3a

UA/17620/01/01

72.

EPIJOH®

TabneTku BKpUTI
NniBKOBOO
0600HKOI0, MO 2 MT;

no 10 Tabnetok y

Lekcenb
nra.

I3painb

BUPOGHMLTBO,
nakyBaHHs,
BUNpPOBYBaHHS
KOHTPOJHO SIKOCTi

I3painb

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHn
| Tuny - 3miHn 3 sikocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat BignoigHoCTI

€Bponelicbkiii hapmakonei/MoHorpadii. MogaHHs

peuenmom
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Gnictepi; no 3 abo 6 Ta BUNycK cepii: HOBOro abo OHOBMNEHOro cepTudikaTa BignoBIgHOCTI
6nictepiB y Hekcens JlTa., abo Buny4YeHHs cepTudikaTa BiANoOBigHOCTI
KapTOHHIN navi I3painb €Bponenickkin hapmakonei: gns A®l; ans BuxigHoro
BMNPOOYBaHHs maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
KOHTPOIIO SKOCTI BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; aAns
(mikpobionoriyHumin [OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI
KOHTpOnb): €Bponecbkin dapmakonei) - OHoBNeHWi
TOB IHcTUTYT cepTudikaT Bif yxxe 3aTBEPIKEHOrO BUPOBHMKA -
Xap4oBoi nogaHHs OHOBIEHOro cepTudikaTa BignoBigHOCTI
MikpoGionorii Ta €ponevickkin hapmakonei Ne R1-CEP 2002-151 -
CMOXNBYMX Rev 07 (3aTBepaxeHo: R1-CEP 2002-151 - Rev 06)
ToBapiB, I3painb ans piroyoi pevouHK Risperidone Big Bxe
3aTBEpOKEHOro BUPOGHUWKA, SIKUIA 3MiHMB Ha3By
(3aTBepokeHo: Jubilant Generics Limited;
3anpornoHoBaHo: Jubilant Pharmova Limited), npu
LbOMYy agpeca BUPOOHNYOT AinbHUL He 3MIHIOETLCS.
3minm | Tvny - 3miHm 3 AkocTi. API. KoHTpons AdI.
3miHa y meTogax BunpobyBaHHs A®I abo BuxigHoro
mMarepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BVKOPWCTOBYETLCS y Mpoueci BMpobHuuTea Ad|
(He3HayHi 3MiHM y 3aTBEpKEHUX MeToaax
BUNpoOyBaHHs) - BHeCEeHHS 3miH MeToay
BMNpoOyBaHHs Aitlo4oi pevoBuHK Risperidone 3a
nokasHnkomM "Po3mip 4acTok", 30kpema: BBEAEHHSA
HoBoi mogeni npunagy (Malvern Mastersizer 3000)
ONs nasepHoi gudpakLii B ONOBHEHHS 0 BXe
3aTBepaxeHoi mogeni Malvern Mastersizer 2000.
73. | ECNA- TabneTtku, Wo Ecnapma HimeuumH BMPOGHMLUTBO IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn 6es nionsizae UA/17918/01/01
BACTUH® ANCnepryTLes B m6X a Hepo3dacoBaHoro | Tuny - 3miHn 3 sikoCTi. FOTOBMI NiKapcbkuin 3acib. peuenma
POTOBI NOPOXHUHI npoaykTy, 3MiHn y BUpobHMUTBI. 3amiHa abo BBeOEHHS
no 10 mr, no 10 nepBuHHE [04aTKOBOI AinbHULI BUpOOHULTBA Ans YacTuHK abo
Tabnetok y 6nictepi, nakyBaHH4, BCbOro BUPOBHMYOro NpoLiecy rotToBOro fikapcbKoro
no 1 6nictepy B BTOPUHHE 3acoby (AinbHULA ANsS NEPBUHHOIO NaKyBaHHS)
ynakoBLji nakyBaHHs, 3MiHa AinbHWLi 4Nst NEPBUHHOIO NakyBaHHS. 3MiHu |
KOHTPOMb SKOCTI, TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BUNYCK cepii: BUPOGHMYOT AinbHULI (BKMOYa4YmM AinbHULi Ans

TlabopaTopioc
MegikameHTOC
IHTepHacboHarec,
C. A., IcnaHis

AQI, npomixHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, QinbHUL ANS NpoBeAeHHS
nakyBaHHs1, BUpOOHYKa, BiAnosiaansHOro 3a BUnycKk
cepii, MicLe NpoBeaAeHHs1 KOHTPOorto cepii) abo
nocTayarnbHvKa BMXIQHOTO MaTepiany, peareHTy abo
[OMOMIXKHOT pe4oBUHU (SIKLLO 3a3HaYeHO Y IOCLE)
BUIYyYeHHs1 BUPOGHMYOI AinbHuui AgBaHc ®apma
'M6X, HimewunHa, ®apma BepHriropoge M'mbx,
HimeuumHa. 3MiHM BHeCeHi B iHCTpYKLi0 Ans
ME[IMYHOrO 3aCTOCYBaHHs NikapcbKoro 3acoby B
po3gin "YnakoBka" y 3B'i3Ky 3 BUIyYEHHSM
BUPOGHMYOT AiNbHULI Ta SIK HACNIAOK - BUIYYEHHS
TEKCTY MapKyBaHHs1 YNaKoBKW fikapcbkoro 3acoby
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Ons BignoBigHoi BUpoBHUYOT AinbHULi. 3MiHM | Tuny -
3MiHu 3 siKoCTi. FoTOBMIA nikapcbkuid 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOI
AinbHWLi BUpobHUUTBA ANs YacTuHKM abo BCbOro
BMPOGHMYOro NPOLIECY FOTOBOIO fikapcbKoro 3acoby
(QinbHUUS oNs BTOPUHHOMO NakyBaHHSA) 3amiHa
OiNbHWL ANs BTOPUHHOTO NakyBaHHSA, 3aTBepaKeHo:
ApneaHc ®apma MME6X, HimeuuunHa, dapma
BepHiropoge M6x, HimeyunHa, 3anponoHoBaHo:
JlabopaTopioc MegaikameHTOoC IHTEpHacboHanec,
C.A., IcnaHis
3MiHn | TMny - 3MiHK 3 siKocTi. [oTOBMIA NikapcbkKi
3aci6. 3MiHM y BMpOoGHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUPOOHMLTBA AN YacTuHU abo
BCbOrO BUPOBGHMYOro NpoLEecy roTOBOro NikapCbKoro
3acoby (AinbHMUSA, Ha sk NpoBoaAaTbLCsA Byab-aki
BMPOGHWYI CTagii, 328 BUHATKOM BUMYCKY CEpin,
KOHTPOIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, AN HECTEPUIBbHUX NiKapCbKnx 3acobiB)
BBeaeHHs BpobHWKa BiAnNoBigansHOro 3a NoBHUN
umnkn, 3aTBepaxeHo: AgsaHc ®apma MM6X,
HimeuunHa, ®apma BepHiropoge Mmbx, HimeuunHa,
3anponoHoBaHo: JlabopaTtopioc MegikameHTOC
IHTepHacboHanec, C.A., IcnaHis. 3minu | Tuny -
3MmiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOBHMLTBI. 3MiHM BUNpobyBaHb abo AonycTumumnx
MeX, BCTAHOBIEHWX Y cneumadikauisx, nig yac
BMPOGHMLTBA rOTOBOIO flikapcbkoro 3acoby
(BUMYYEHHS1 HECYTTEBOrO BUMPOGYBaHHS B NMPOLIECI
BMPOGHMLUTBA) BunyyeHHs «BuMiptoBaHHs BUCOTH
TabneTku» B NpoLeci BUpOOHULITBA, OCKiNbKU
BVIMipIOBaHHS! BUCOTM BU3HAHO HECYTTEBUM,
OCKiNbKN KPUTUYHI pidnyHi napameTpu (cepenHsi
maca, giameTp, TBepAicTb Ta Yac po3nagy)
PETENbHO KOHTPOSIOTLES SK Y MPOLECI
BUPOGHMLTBA, TaK i Npu BUMYCKY rOTOBOIO NPOAYKTY.
3miHu | Tuny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa iMnopTepa/amiHu,
LLIO CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIH SKOCTI
roToBOro fikapcbkoro 3acoby (3amiHa abo
[ofaBaHHS BUPOOHMKa, LLIO BiAMNOBIAaE 3a BBE3EHHSA
Ta/abo Bunyck cepii) - Bkntovyatoun
KOHTpOnb/BUNpobyBaHHs cepii - 3amiHa BUpOGHUKa,
LLIO 3AiMCHIOE KOHTPOIb SKOCTI, BUMYCK cepii
3artBepoxeHo: AgeaHc ®apma M'moX, HimeuunHa,
dapma BepHriropoge Mmbx, HimeuuunHa,
3anponoHoBaHo: JlabopaTtopioc MepgikameHTOC
IHTepHacboHanec, C.A., Icnanisi. 3MiHM BHECEHI B
iHCTPYKUil0 ANst MEAUYHOIO 3aCTOCYBaHHS
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nikapcbkoro 3acoby B po3ain "YnakoBka" y 3B'A3ky 3
3aMiHOI BUPOGHMYOI AinbHUL Ta sk HAcNigoK -
BiANOBIOHI 3MiHM Y TEKCTi MapKyBaHHS YNaKoBKM
nikapcbkoro 3acoby.
74. | ECNA- TabneTtku, Wo Ecnapma Hime4uuH BMPOGHMLUTBO Icnanis BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3MiHn bes nidnsieae UA/17918/01/02
BACTUH® aucnepryoTbcs B m6X a Hepo3dacoBaHOro | TMny - 3miHu 3 akocTi. FoToBUIA NikapcbkMi 3acib. peuenma
POTOBIN NOPOXHWUHI NPOAYKTY, 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS
no 20 mr, no 10 nepBuHHe [00aTKOBOI AinbHULI BUpOBHMLTBA ANst YacTuHW abo
Tabnetok y 6nictepi, nakyBaHHs, BCbOr0 BUPOBGHMYOro NpoLEecy roTOBOro NikapCbKoro
no 1 Gnictepy B BTOPUHHE 3acoby (AinbHMUA ANs NePBMHHOIO NaKyBaHHS)
ynakoBLji nakyBaHH4, 3MiHa QinbHULi ANS NEPBUHHOIO NakyBaHHS. 3MiHu |
KOHTPOMb AKOCTI, TMNy - AOMiHICTpaTMBHI 3MiHW. BunyyeHHs
BUNYCK cepii: BUPOBHMYOT AinbHULUI (BKMOYAKOYM OiNbHULI Ans
ITabopaTopioc A, npomikHOro NnpoaykTy abo rotoBoro
MegikameHTOC nikapcbKkoro 3acoby, AinbHULI AN NpoBegeHHs
IHTepHacboHanec, nakyBaHHs1, BUpOOHYKa, BiAnoBiganbHOro 3a BUnycK
C. A, IcnaHis cepil, MicLie MpoBeAEeHHS KOHTPOIO cepii) abo

nocTayarnbHvKa BUXiQHOrO maTepiany, peareHTy abo
[OMOMDKHOI PEYOBUHM (SIKLLO 3a3HA4YeHO Y [OChE)
BUIyYeHHSA BUPOGHMYOI AinbHuui AgsaHc ®apma
'M6X, HimeuwunHa, ®apma BepHiropoae Mmbox,
HimeuyumHa. 3MiHM BHECEHI B iHCTpPyKLito Ans
MEeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby B
po3ain "YnakoBka" y 3B'A3Ky 3 BUNyYEHHAM
BMPOGHMYOT AiNbHULI Ta SIK HACNIAOK - BUITYYEHHS
TEKCTY MapKyBaHHS1 yaKOBKU NiKapCbKoro 3acoby
Ons BiANoBigHOI BUPOGHWYOI AinbHUL. 3MiHK | Tuny -
3MmiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y
BUPOBHMUTBI. 3amiHa abo BBeAEeHHS A0AaTKOBOI
AinbHULi BUpoBHULTBA ANst YacTUHKM abo BCbOro
BMPOGHMYOro NpoLECy rOTOBOrO fikapcbKoro 3acoby
(AiNbHMUS ANs BTOPMHHOTO NakyBaHHA) 3aMiHa
OinNbHWL ANst BTOPUHHOTO NakyBaHHs, 3aTBepa)KeHo:
ApsaHc ®apma MM6X, HimeuunHa, apma
BepHiropoge Mvbx, HimeyunHa, 3anponoHoBaHo:
JlabopaTopioc MeaikameHTOC IHTEpHACbOHanec,
C.A,, IcnaHis
3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. 3MiHKM y BUpoOHUUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPOBHULTBA Ans YacTuHK abo
BCbOro BUPOBHMYOro NpoLiecy roToBOro fikapCcbkoro
3acoby (QinbHULS, Ha siKi NpoBoOAATbLCS By Ab-siKi
BMPOGHMWYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJO AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, ANl HECTEPUIBbHUX MiKapCbKkux 3acobiB)
BBeneHHs BUpoGHWKa BignoBiaansHOro 3a noBHUM
uukn, 3atBepaxeHo: AgsaHc ®apma mM6X,
HimeuunHa, ®apma BepHiropoge Mmbx, HimeuunHa,
3anponoHoBaHo: JlabopaTtopioc MegikameHTOC




47

[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

IHTepHacboHanec, C.A., IcnaHis. 3miHm | Tuny -
3MiHu 3 siKoCTi. FoTOBMIA nikapcbkuid 3aci6. 3miHn y
BUPOOHMLTBI. 3MiHM BUNpobyBaHb abo fonyCTUMMX

MeX, BCTaHOBMEHNX y cneundikauisx, nig yac

BMPOGHMLTBA rOTOBOTO JikapcbKoro 3acoby
(BUNYYEHHS HECYTTEBOro BUNPOGyBaHHS B NMPOLIECI
BUpoGHMUTBA) BunyyeHHs «BumiptoBaHHS BUCOTU

TabneTku» B NpoLeci BUPOOHNLTBA, OCKINbKM

BVIMipIOBaHHS BUCOTM BU3HAHO HECYTTEBUM,

OCKINbKN KPUTUYHI hi3ndHi napameTpu (cepeaHs
mMaca, giameTp, TBEpAICTb Ta Yac po3naay)
peTenbHO KOHTPOOTLCS SK Y MPOLECI
BMPOGHMLTBA, TaK i NpU BUNYCKY rOTOBOrO NPOAYKTY.
3miHn | Tvny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUI
3aci6. 3MiHM y BUpoBHULTBI. 3MiHa imnopTepa/3aMiHu,
LLIO CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTI
roTOBOro fikapcbKoro 3acoby (3amiHa abo
AopaBaHHst BUpobHUKa, LUO BiAnoBiaae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkntoyatoun
KOHTpOnb/BMNpobyBaHHS cepii - 3amiHa BUPOGHMKa,

LLIO 34iNCHIOE KOHTPOSb SIKOCTI, BUNYCK cepil

3artsepaxeHo: AgeaHc ®apma M'm6X, HimeuuunHa,
dapma BepHiropoge N'mbx, HimeuyuunHa,
3anponoHoBaHo: JlabopaTtopioc MegikameHToC
IHTepHacboHanec, C.A., IcnaHrisi. 3MiHM BHeCeHi B
IHCTPYKLUIilO Ans MeAWNYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby B po3ain "Ynakoska" y 3B'A3Kky 3
3aMiHOI BUPOGHMYOI AinbHULI Ta sk HAcnigokK -
BiAMOBIAHI 3MiHW Y TEKCTi MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby.

75.

ETUNOBI
E®IPU
OMETA-3
Kncnot

piguHa (cybcTaHuis)
y cTanesux
H6apabaHax ans
BUPOGHMLTBA
HEeCTepUIIbHUX
nikapcbknx popm

AT
"KUIBCHKM
n
BITAMIHHM
7 3ABOL"

YkpaiHa

Xioatan biocapm
IHK.

Kutan

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn
| Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micusa NPoBagXKeHHSs
AifnbHOCTI BUpOGHUKa (BKIoYatouu, 3a
HeobXiAHOCTI, MicLie NpPOBEAEHHS KOHTPOIO SKOCTI),
abo BnacHuka macTep-canna Ha AP, abo
noctadanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoByoTbCs Y BUPOOHULTBI ADI (sIKLL0
3a3Ha4YeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BiCYyTHOCTi cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUpoOHUKa HOBOI JOMNOMIXXHOT pe4OBUHM
(KO 3a3HAYeHO y Aocbe) 3MiHa agpecu BUPOOHUKa
XioaTan biocpapm IHk., Kutan

UA/11784/01/01

76.

EY®INIH-
OAPHULSA

PO34MH ANs iH'EKLIN,
20 mr/mn; no 5 mn B
amnyni; no 5 amnyn
Y KOHTYpHIn

MpAT
"®apmaneBT
nyHa cipma

"OapHuus"

YkpaiHa

MpAT
"®apmaueBTyHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU
| TMny - 3MiHK Wwopo 6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnsgy (iHWi 3mMiHW) - 3MiHW BHECEHI B
TEKCT MapKyBaHHS1 yNakoBKW Nikapcbkoro 3acoby

3a
peuenmom

UA/3894/01/01
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
YapyHKOBIl LLIOAO0 BUITyYeHHs iHhopMmalii, BUKnageHoi
ynakoBLiji; no 2 POCIiCbKOIO MOBOIO, Ta 3a3HadveHHs QR-kogy y n. 17
KOHTYPHI YapyHKOBI IHLLE BTOPUHHOI ynakoBKu nikapcbkoro 3acoby.
yrnakoBKUM B nayi TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPAKEHHS
77. | EOEPAJITAH | Tabnetku wwunydi no YINCA CAC PdpaHuis YIMNCA CAC PdpaHuis BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHn 6e3 - UA/5237/01/01
500 wr; no 4 | Tny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuernma
TabneTku y cTpuni; chapmakoHarnsgy. BeegeHHst abo 3miHu o
no 4 ctpunu y y3aranbHeHVX AaHUX Npo cuctemMy hapmakoHarnsgy
KapTOHHiI kopobLyi (BBEOEHHS y3aranbHeHVX AaHUX Npo cUCTeEMY
hapmakoHarnsagy, amiHa ynoBHOBaxeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa aonsi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 3ilicHeHHs1 hapmakoHarnsgy (BKrovarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
caiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi 3a
3aivicHeHHs bapmakoHarnsgy: Oitova pegakuis: El
Mahdi Benchekroun, MD. lNponoHoBaHa pegakuis:
Saloua Mekhfiwi. 3mMiHa KOHTaKTHUX AaHUX
yrNoBHOBaXeHoI 0cobu 3asiBHUKa, BiAMOBIAANLHOI 3a
30iNCHEeHHs dhapmakoHarnsagy.
78. | EBPO®EB TabneTkn, BKpUTI €Bpo Benuka eHedapm CA Ipeuis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHn 3a - UA/18053/01/02
NniBKOBOIO TNandkep Bputanis Il Tvny - 3miHun 3 akocTi. APl BUpobHNLTBO (iHLLi peuernmom
o6onoHkot no 120 Iitg 3MiHK) oHoBneHHss ASMF Ha gitody peyoBuHY
mr; no 14 TabneTok ebykcocTarT Bif 3aTBEPAKEHOrO BUPOOHUKA
y bricTepi; no 1 abo Alembic Pharmaceuticals Limited, Ingis. fitoya
no 2, abo no 4, abo pepakuis: FEB-EU-EP-AP-2016-00 MNMponoHoBaHa
no 6, abo no 7 pepakuisi: FEB-EU-EP-AP-2021-00
Gnictepis y
KapTOHHIl kopobui
79. | EBPO®EB TabneTkn, BKpUTI €Bpo Benuka eHedapm CA Ipeuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu 3a - UA/18053/01/01
NniBKOBOO TNandkep Bputanis Il Tvny - 3miHun 3 akocTi. API. BUpobHNUTBO (iHLLi peuernmom
o6onoHkoto no 80 Iitg 3MiHW) oHoBneHHs ASMF Ha gitody peyoBuHY
mr; no 14 TabneTok bebykcocTarT Bif 3aTBEPAKEHOrO BUPOOHUKA
y bricTepi; no 1 abo Alembic Pharmaceuticals Limited, Ingis. ditova
no 2, abo no 4, abo pepakuisa: FEB-EU-EP-AP-2016-00 MNMponoHoBaHa
no 6, abo no 7 pepakuis: FEB-EU-EP-AP-2021-00
GrictepiB y
KapTOHHIl kopobui
80. | 3AKMUC ras MeguyHun HouipHe YkpaiHa Meccep ABcTpis ABcTpis BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHM 3a - UA/19853/01/01
A30TY CTUCHEHUN Y nignpuemcTs MmM6X | Tuny - 3miHn 3 sikoCTi. FOTOBMI NikapcbKknin 3acib. peuernmom.
MEOWUYHUN H6anoHax o6'eMom 1 o "Meccep Cunctema KoHTeNHep/3akynoptoBarnbHuii 3acib. 3miHa | 3acmocosy
MECCEP n,3,1n,45n,5n, YkpaiHa" PO3Mipy YMakoBKM rOTOBOIO NikKapcbKoro 3acoby oMb MifbKu
10n,50n (3miHa macu/o6'eMy BMICTy KOHTENHepa 8 ymosax
6araTogo30Boro nikapcbkoro 3acoby ans cmaujoHapy.

HenapeHTeparibHOro 3acToCcyBaHHA (860
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
0[HOA030BOr0, YaCTKOBOrO BUKOPUCTAHHS))
noJaBaHHs antoMiHieBUx 6anoHis manmx ob’emis, a
came 1 n; 3,1 nTta 4,5 n, 3 BignosiaHMMK 3MiHaMK
00 p. «YnakoBkay. 3atBepmkeHo: banoHu o6’emom
5 n; 10 n ta 50 n. 3anponoHoBaHo: BanoHu 06’emom
1n;3,1m4,5n;5n;10 n1a 50 n.
81. | IBYNPOM cycneHsis opanbHa KOHina6, NN CLWA BnpobHuuTBO, Icnanis/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHK bes - UA/15878/01/02
Oonda QITEN no 200 mr/5 mn no nepBuHHE Ta Higepnanamn | Tuny - 3miHu 3 akocTi. CepTudikat peuenma
®OPTE 30 mn, 100 mn, 150 BTOPUHHE / BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
mn a6o 200 mny nakyBaHHs, Monbwa €Bponecbkin dapmakonei/MoHorpadii. NMogaHHs
dnakoHi; no 1 KOHTPOMb SKOCTI, HoBOro abo oHoBMNeHoro cepTudikaTa BiANOBIQHOCTI
cnakoHy B BUMYCK cepii abo BuNy4YeHHs ceptudpikata BignosigHOCTI
KOMMMEKTI 3i roTOBOro €Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
LUMPULIOM- NPOAYKTY: matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
[o3atopom no 5 mn dPapmacbkeppa BMKOPUCTOBYOTBECS Y BUPOOHMUTBI APl; ans
B KAPTOHHIl kopobui MaHydek4ypiH, [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
C.J1., IcnaHis; €Bponelicbkint hapmakonei) - OHoBReHWN
BupobHmuTBO, cepTudikarT Bif yke 3aTBepaKEHOro BUPOBHMKa.
nepBuHHE Ta MopaHHA oHoBREeHoro cepTudpikaTta BiANOBIAHOCTI
BTOPUHHE €sponevicbkin apmakonei Ne R1-CEP 2008-316 -
nakyBaHHs, Rev 05 (3atBepaxeHo: R1-CEP 2008-316 - Rev 03)
KOHTPOMb AKOCTI, ons Adl ibynpodbeHy Big BXe 3aTBEPOKEHOTO
BMNYCK cepil Bmpo6Huka lol Chemicals and Pharmaceuticals Ltd.,
roToBOro India.
npoaykTy:

Oendapm bnagen
B.B., Higepnanaw;
KoHTponb sKkocTi
(32 BUHATKOM
MikpobionoriyHoro
KOHTpOrH0),
BUNYCK cepil
roToBOro
NPOAYKTY:
dapmanigep,
C.A., IcnaHis;
Bupo6HMuTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOSb SIKOCTi:
Epnedapm, C.J1.,
IcnaHis;
AnbTepHaTuBHa
ainbHUUA ans
npoBefeHHst
MikpobionoriyHoro
KOHTPOTO

(cybpmorosip 3
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUPOBHMKOM
dapmanigep,
C.A.): biona6
C.11., IcnaHis;
Bunyck cepii
roToBOro
NpoaykKTy:
TOB OC
dapmalis,
MNonbLlwa
82. | NIOH® mMasb no 25 r, no 50 Llecpa HimeuumnH Bunyck cepil: Himeuunna BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn bes - UA/16843/01/01
KNACIK r,no 100 r masiy ApuHaUMITT a Llecpa | TMny - 3MiHu 3 sikocTi. ADL. BupobHmuTBO. 3MiHN B peuenma
Ty6i; no 1 1y6i y enb MM6X i ApuHanmiTTenb npoueci BupobHuuTea APl (HeaHayHa 3miHa y
KapTOHHIN kopobLi Ko. KI vm6X i Ko. KT, npoueci BupobHmuTea AdI)
HimeuumHa BHECEHHS HE3HAYHUX 3MiH Y npoLec BUpobHuLTBa
Bupo6HuLTBO A®I TepneHTUHY MogpuHK. 3MiHn | Tuny - 3MiHK 3
Hepo3dacosaHoro akocTi. A®Il. KoHtponb A®I. 3miHa y meTopax
NPOAYKTY, BunpobyeaHHsA APl abo BMXigHOrO
nepBuHHE Ta mMaTepiany/npoMixXHOro npoaykTy/peareHTy, Lo
BTOPUHHE BVKOPVCTOBYETLCS Y Mpoueci BupobHuutea Ad|
nakyBaHHs: (iHWi 3MiHM y MeTodax BUNPOByBaHHS (BKIOYaKUn
eTon 3amiHy abo gonoBHeHHs1) A®Il abo
lesyHpxanTcndne BVIXiAHOro/NpOMIDKHOTO MPOAYKTY)
re- yHa BHECEHHS 3MiH Y MeTodax BunpobyBaHHs AdI, a
dapmanpopgykte caMe KOHTPOMbHUIA MeTOA ANS BU3HAYEHHS

'm6X, HimeuunHa

adnaToOKCWHIB y TEPNEHTUHOBIN Orii 3aMiHeHO 3
meToay 805038 Ha 805036. PesynbTat NnepBUHHOT
Banigauii metogy 805036 nokasytoTb, O MeToq
npuaaTHUA AN BU3HAYEHHS adplaTOKCUHIB Y BCiX
edipHux onisix. binbwe Hemae HeobxiQHOCTI
po3ainNaTK edipHi onii Ha ABi Pi3Hi rpyny maTpuub.
MeTtop 805036 nae ekBiBaneHTHWI pesynbTar.
BunpaBneHo apykapcbky noMunky B p. 3.2.5.4.2.
Ons Aityoi pevoBUHW eBKaninToBoi onii, 3 AaTolo
2021.12.23 (nomwurika CTOCyeTbCSl MeTOaY
BUNpaBneHHst). 3miHu | Tuny - 3miHn 3 sikocTi. ADI.
Bupo6HuuTBO. 3MiHM BUNpo6yBaHb abo 4onycTUMUX
MeX y npoueci BUpobHuutea AdI, Lo BCTAaHOBNEH Y
cneuudikauisix (BUNyYeHHs1 HECYTTEBOrO
BUNPOBYBaHHS)

BUITy4YEHHSA HECYTTEBOIO BUNPOBYBaHHA Ans Aito4oi
PEYOBWHM TEPNEHTUHY MOAPUHU, @ caMe in-process
test “Visual control (homogeneity)”. 3MiHu Il Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro fikapcbKkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo onycTUMUX MEX rOTOBOIO
nikapcbKkoro 3acoby (3MiHa 3HaxoaMTbCH No3a
3aTBEpPAKEHUMMN AONYCTUMUMUN MEXAMU

cneuudikauin) 3amiHa Mex cneuudikadii Bunycky ansi
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
TECTOBOro napameTpa KinbKiCHOro BU3HaYEHHS!
(Assay) TeprneHT1HY MOAPWHM, Oriil TEPNEHTUHOBOI,
eBkaninToBoi onii 3 £ 5% #o £10% y cneuudikauisix
rOTOBOrO MPOAYKTY.
83. | IMPIKCOH pPO34uH Ans AT MNonbwa BignosiganbHUM Monbwa/ BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHU 3a - UA/17999/01/01
HEB iHransauin, 0,5 «Apamen 3a BMNYCK cepiii: ITanis | TMny - 3MiHK Wopao 6e3nekn/edheKkTUBHOCTI Ta peuenmom
Mr+2,5 mr/2,5 mn; no dapmar» AT «Apamven dapmakoHarnagy (iHwi 3miHu). 3MiHM BHECEHI B
2,5 mn B amnyni 3 ®apmanr, MNonbLua; TEKCT MapKyBaHHS Ha BTOPUHHIN ynakosLi
nonieTuneHy BUPOOBHMLTBO Ta nikapcbkoro 3acoby y n. 12 HOMEP
HWU3bKOI LLiNbHOCTI; nakyBaHHs: PEECTPALIIMHOIO NOCBIAYEHHSA (HaHeceHo
no 5 amnyny "TeneTuk" C.MN.A., P.M ta Homep).BBeaeHHs 3miH npoTsarom 6-Tv MicLis
KOHBEPTI 3 ITania 3 AaTu 3aTBEPOXKEHHS.
namiHoBaHoi
donbru; no 4
KOHBepTa 'y
KapTOHHI kopobui
84. | KAOCINA® NOPOLLIOK ANA TOB «Pouw YkpaiHa BupobHuuTtBO LLiBenuapis/ | BHeCEeHHs 3MiH 4O peecTpauiiHiX maTtepianis: 3MiHU 3a He UA/13770/01/01
KOHLIEeHTpaTy Ans YkpaiHa» Hepo3dgacoBaHoI HimevuunHa | Tuny - 3miHm 3 akocTi. A®Il. KoHTponb AdL. 3miHa y peuenmom nionsizae
pPO34uMHy Ang npoaykuii, napameTpax cneuudikadin Ta/abo JOMyCTUMUX MEX,
iHdpysin no 100 mr; 1 nepBuHHe BM3HaYeHuX y cneumdikauisx Ha Adl, abo
bnakoH 3 NOPOLLKOM nakyBaHH4, BUXiOHWIA/MPOMDKHWIA NpogyKT/peareHT, Wwo
B KapTOHHI kopobui BTOPUHHE BVKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
nakyBaHHs, (iHwWi 3miHW). BunyveHHs 3i cneuundikauii ans
BMNPOOYBaHHS ctabinbHocTi A®I| nokasHukiB: BMICT Ginka, pH Ta
KOHTPOIIO AKOCTI, MonsipHe cniBBigHoweHHss DM1/Tpacty3ymab
BUWMYCK Cepil: (DAR). BBegeHHS 3MiH npoTArom 6-T MicauiB nicns
®.XodhdpmaHH-I15 3aTBEpAKEHHS. 3MiHM | TMny - 3MiHKM 3 sKoCTi.
Pouw JTa, [oToBMI nikapcbkuii 3acib. KoHTponb rotoBoro
LLisenuapis nikapcbkoro 3acoby. 3miHa napameTpis
BunpobyBaHHsi cneuudikauin Ta/abo JONyCTUMUX MEX rOTOBOIO

KOHTPOIO SIKOCTi:
Pow [iarHocTuke
MmM6X, HimeuunHa

nikapcbKkoro 3acoby (iHwi 3MiHK). 3miHa y
napameTpax cneuudikadii, a came - 3BY)>XEHHSI
OOMyCTUMUX MeX cneumdikauii 3a nokasH1ukamm
YucToTa, BmicT Boaun, baktepianbHi eHAOTOKCUHM
(anst nokasHuka bakTepianbHi eHOOTOKCUHM,
3BY)KEHHSI MeX Bif0yBacTbCsl B paMkax NpuBeAeHHS
[oCbe Yy BiAnoBigHicTb A0 focke B €C). BBeaeHHs
3MiH NPOTArom 6-T MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUi
3aci6. CtabinbHicTb. 3miHa y TepMiHax npuaaTHOCTI
abo ymoBax 30epiraHHs roTOBOro fikapCbKoro
3acoby (3miHa y 3aTBepAXeHOMY NPOTOKOi
ctabinbHocTi). 3miHa npoTokony
nicnspeecTpauinHoro BUBYEHHs cTabinbHoOCTi, 3
METOI0 MOXIIMBOCTi YepryBaHHsi 03yBaHb, L0
3aKnafaloTbCst Ha BUBYEHHS CTabiNbHOCTI.
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nicnsi
3aTBepKeHHs. 3MiHu | Tuny - 3miHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuundikaLin
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y

cneumdikauisx Ha A®I, abo BMXigHUIA/NPOMIXKHW
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NMPOLIECI
BUpobHMuTBa ADI (iHWi 3miHM). 3MiHa y napameTpax
cneundikadii A®l, a came- 3BY>XeHHS ONYCTUMUX
Mex cneundikauii APl 3a nokasHukamm Yuctorta,
BakTepianbHi eHaoTOKCMHN, OCcMOonsAsbHICTL Ta
3anuLKoBi PO34YMHHMKM Ta pedakuinHa 3MiHa B
NOKa3HWKY Npo30piCTb/onanecLeHTHICTb.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHSA.3MIiHM | TUMy - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuit 3aci6. CtabinbHicTb. 3MiHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO MiKapCbKOro 3acoby (36inbLUeHHS TepMiHY
npuaaTHOCTI FOTOBOIO NikapcbKoro 3acoby) -
36inblUeHHst TepMiHy NpPUaATHOCTI fikapCcbkoro
3acoby 6ionoriyHOro/iMyHONOri4YHOro NOXOMKEHHS Ha
OCHOBI pe3ynbTaTiB gocnigxeHb cTabinbHoCTi,
npoBeaeHVX BiANOBIQHO A0 3aTBEPOKEHOr0
npotokony. 36inbLieHHA TepmiHy npuaaTHocTi 113
00 4 pokiB, Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
nocnigkeHHs cTabinbHOCTI, Ta K HACNIAOK,
[0[aBaHHS HOBOI TOYKM (48 micAuiB) B MPOTOKON
nicnapeecTpauinHoro BUBYEHHS CTabinbHOCTI. 3MiHK
BHECEHO B iHCTPYKLIiO ANsi MeQNYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ain « TepmiH NpuaaTHOCTI».
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepOKeHHs. 3MiHn | Tuny - 3miHn 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meToaax BunpobysaHHs ADI
abo BMXxigHoOro matepiany/npoMikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuutea API (iHwwi 3miHn y MmeToaax
BUNpobyBaHHs (BKMoYao4um 3amiHy abo
ponoBHeHHs1) A®| abo BUXigHOro/MpoMixxHoro
npoaykTy). BBeaeHHs anbTepHaTUBHOI Npolenypv
(UV by Slope spectroscopy) BunpobyBaHHsA s
BM3Ha4YeHHs1 BMicTy binka Ta DAR ansa A®I nig vac
BMNYCKy Ta BUNpobyBaHHA cTabinbHocTi. BBeaeHHs
3MiH NPOTArom 6-T MiCSILB MiCNsi 3aTBEPOXKEHHS.
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa y MeToAax BMNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHWi 3MiHW y MmeToaax
BMNpoOyBaHb (BKIO4aoun 3amiHy abo
[OOMOBHEHHS)). BnpoBamKeHHst anbTepHaTUBHOrO
meToay (BUTIK renito) Ans nepesipku LinicHOCTI
ynakoBku [T13. BBeeHHS 3MiH NpoTArom 6-Tu
MicauiB nicnst 3aTBepaKeHHsA. 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

roToBOroO fikapcbKkoro 3acoby. 3miHa y meTogax
BMNPOBOYBaHHS roTOBOrO Nikapcbkoro 3acoby (iHLi
3MiHM Yy MeTofax BUNpobyBaHb (BKMOYAuM 3amiHy
abo OonoBHEHHS)). BBegeHHs anbTepHaTUBHOMO
MEeTOAY TECTYBaHHS HA CTEPUIbHICTb 3
BMKOPUCTaHHAM cucTeMu Celsis, AN BU3HAYEHHS M.
«CTepunbHiCTb» roTOBOro NPOAYKTY. BBeAeHHs 3MiH
npoTarom 6-Tu micauis nicns 3areepaXeHHs. 3MiHu |
Tmny - 3MiHM 3 sikocTi. FoTOBUIA NikapcbkMi 3acib.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPOOYBaHHS rOTOBOIO NikapCbKOro
3acoby (iHWi 3MiHK y MeTodax BUNpobyBaHb
(BKINtOYa4M 3amiHy abo 4OMOBHEHHST)).
BBeneHHs anbTepHaTUBHOIO MeTody TECTYBaHHS
(UV by Slope spectroscopy) Anst NokasHWKIB BMICT
6inky Ta DAR (Drug to Antibody Ratio) rotooro
NpOAYKTY, L0 BU3HAYaOTbCS MPU BUMYCKY Ta Mig Yac
nocniokeHHs ctabinbHocTi. BBeaeHHs 3MiH
npoTArom 6-Tu MicsLiB nicns 3aTBepakeHHs. 3MiHu |
Tuny - 3MiHn 3 skocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpOAyKT/pearexT, LWo
BUKOPUCTOBYIOTLCS Y NpoLeci BupobHuutea Ad|
(BUNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTI
(Hanpvknag BUMYyYeHHs 3acTapinoro NokasHuka)).
BupaneHHs n. «Baxki meTanu» 3i cneumdikauii
SMCC ta DM1. Y 3B’s3Ky 3 NpUBEAEHHSIM A0
opvriHanbHWX maTtepianis BUpobHuka. BeegeHHs
3MiH NPOTArom 6-Tn MicsLiB Nicns 3aTBEPAXKEHHS.

85.

KAOCINA®

MOpOLLIOK AN
KOHLIEeHTpaTy Ans
PO34MHyY Ans
iHy3in no 160 mr; 1
(NaKoH 3 MOPOLLKOM
B KapTOHHIln kopobui

TOB «Pouu
YkpaiHa»

YkpaiHa

BupobHuuTBO
Hepo3dacoBaHoi
npoaykuii,
nepBUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIO SIKOCTI,
BUNYCK cepii:
®.XodpdmaHH-T5
Pow ITta,
LLisevuapis
BunpobyBaHHs
KOHTPOIO SIKOCTi:
Pow [iarHocTuke
'm6X, Himeuunna

LLisenuapis/
Himeyuunna

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU
| Tuny - 3miHn 3 akocTi. A®L. KoHtponbs A®L. 3miHa y
napametpax cneuudikauin Ta/abo JonyCcTUMUX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, Lo
BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea AdI
(iHwWi 3miHW). BunyyeHHs 3i cneuudikauii ans
crabinbHocTi A®I nokasHukiB: BMICT Ginka, pH Ta
MonsipHe cniBBigHoweHHss DM1/TpacTy3ymab
(DAR). BBeaeHHsi 3MiH npoTsirom 6-T MicauiB nicns
3aTBepAKEHHS. 3MiHN | TUny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONYCTUMUX MEX FOTOBOro
nikapcbkoro 3acoby (iHwi 3MiHK). 3miHa y
napameTpax crneuudikadii, a came - 3By>KEHHS
[OMyCTUMUX MeX cneumdikauii 3a nokasHukamm
YucToTa, BmicT Boaun, bakrepianbHi eHAOTOKCUHM
(ans nokasHvka bakTepianbHi €HOOTOKCUHMY,

3a
peuenmom

He
nidnsieae

UA/13770/01/02
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94
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3BY)KEHHSI MeX BifOyBa€eTbCsi B paMKkax NpUBeAEHHS

[ocbe y BignoBigHicTb 4o gocke B €C). BeBegeHHs
3MiH NPOTArom 6-T MicsILiB Micnsi 3aTBEPOKEHHS.
3MiHn | TMny - 3MiHK 3 gKocTi. FOTOBMI Nikapcbkuii
3aci6. CtabinbHicTb. 3MiHa y TepMiHax nNpmMaaTHOCTI
abo ymoBax 36epiraHHs roTOBOrO fikapCbKoro
3aco0y (3miHa y 3aTBepAXXeHOMY NpOTOKOni
cTabinbHocTi). 3mMiHa npoTokony
nicnapeecTpauiniHoro BUBYEHHS CTabinbHOCTI, 3
METOI MOXXITUBOCTi YepryBaHHS [03YBaHb, L0
3aKnafalTbCs Ha BUBYEHHS CTaBiNbHOCTI.
BBegeHHst 3MiH NpoTAarom 6-Tn micauis nicna
3aTBepaKEeHHS. 3MiHu | Tuny - 3miHK 3 skocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin
Ta/abo [onyCTUMUX MeX, BUSHAYEHUX Y
crneundikauisx Ha APl, abo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLECI
BUpobHMuTBa ADI (iHWi 3miHM). 3MiHa y napameTpax
cneundikauii A®l, a came- 3By>X€HHSI 4ONYCTUMMUX
Mex cneuudikauii APl 3a nokasHukamm Yucrora,
BakTepianbHi eHgoTOKCMHN, OcMOonsAsbHICTL Ta
3anunLKoBi PO34YMHHMKN Ta pefakLiiHa 3mMiHa B
NMOKa3HUKY NPO30piCTb/ONanecLUeHTHICTb.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPAKEHHSA.3MiHM | TUNy - 3MiHM 3 AKOCTI.
[oToBMI nikapcebkun 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
roTOBOrO MikapCbKoro 3acoby (36inbLUeHHs TepMiHY
NpVAATHOCTI FOTOBOTO JlikapCbKoro 3acoby) -
36inbLUeHHs TepMiHY NpMAATHOCTI NikapcbKoro
3acoby 6ionoriyHOro/iMyHONorYHOro NOXOO4XKEHHS Ha
OCHOBI pe3ynbTaTiB AoCNigXeHb CTabinbHOCTI,
npoBeaeHVX BiANOBIAHO A0 3aTBEPAKEHOrO
npotokony. 36inbLieHHs TepMiHy npuaaTHocTi 113
00 4 pokiB, Ha OCHOBI MO3UTVBHUX Pe3ynbTaTiB
nocnigpkeHHst cTabinbHOCTI, Ta K HACNIAoK,
[ofaBaHHsi HOBOT TOYKM (48 MicsLiB) B MPOTOKON
nicnspeecTpauinHoro BUBYEHHS CTabinbHOCTI. 3MiHK
BHECEHO B iHCTPYKLIiO ANS MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain « TepmiH NpuaaTHOCTI».
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBepKEHHSI. 3MiHu | Tuny - 3miHn 3 akocTi. API.
KoHTponb A®Il. 3MiHa y meToaax BunpobysaHHs ADI
abo BMXigHOro martepiany/npoMiKHOro
NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuutea ADI (iHwi 3miHM y MeToaax
BMNPOOYBaHHS (BKMoYao4m 3amiHy abo
ponoBHeHHs1) A®I abo BUXigHOro/MpoMiXKHOro

npoaykTy). BBeaeHHsl anbTepHaTMBHOI npoueaypu
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)
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3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

(UV by Slope spectroscopy) BunpobyBaHHs s
BU3Ha4eHHs BMicTy 6inka Ta DAR ans A®I nig vac
BUMYCKY Ta BUNPOOYBaHHs cTabinbHoCTi. BBEAeHHS
3MiH NPOTArom 6-T MicsILiB Micnsi 3aTBEPOXKEHHS.
3MmiHu | Trny - 3miHn 3 AkocTi. FoToBUI NiKapCbKUiA

3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.

3miHa y MeTogax BUNpobyBaHHS roTOBOroO
nikapcbkoro 3acoby (iHLWi 3MiHWM y MeTofax
BMNpoOyBaHb (BKItoYa4M 3amiHy abo
[OOMOBHEHHS)). BnpoBamKkeHHst anbTepHaTUBHOIO
meToay (BUTIK renito) Ans nepesipku LiniCHOCTI
ynakoBku J13. BBegeHHs1 3MiH NpoTsirom 6-t1
MicsuiB nicns 3atBepoKeHHs. 3MiHK | Tuny - 3MiHu 3
skocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb
roToBOrO fikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYyBaHHSA roTOBOro Nikapcbkoro 3acoby (iHLwui
3MiHM Yy MeTofax BUNpobyBaHb (BKITIOYAOYM 3aMiHy
abo OonoBHEHHS)). BBeaeHHs anbTepHaTUBHOMO
MeToAy TECTYBaHHS Ha CTEPUIbHICTb 3
BUKOpUCTaHHAM cuctemu Celsis, ons BU3Ha4YeHHS n.
«CTepunbHicTb» roToBOro NPOAYKTY. BBeAeHHs 3MiH
npoTArom 6-Tu MicsLiB nicns 3aTBepaKeHHs. 3MiHu |
TMny - 3MiHK 3 SKoCTi. [0TOBMI NikapcbKkuin 3acib.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y
mMeToAdax BMNPobyBaHHS roTOBOrO NikapCbKOro
3acoby (iHwi 3MiHn y meToaax BunpobyBaHb
(Bkntoyaroumn 3amiHy abo JOMOBHEHHS)).

BBeaeHHs anbTepHaTMBHOIO METOAY TECTYBaHHS

(UV by Slope spectroscopy) Ans NoKa3HWKIB BMICT

6inky Ta DAR (Drug to Antibody Ratio) rotoBoro
NpoAyKTy, L0 BU3HAYaTLCS NPY BUMYCKY Ta nig Yac

nocnigpkeHHst ctabinbHocTi. BBeaeHHS 3MiH
npoTarom 6-Tu micsis nicnsi 3aTBepaXKeHHs. 3MiHu |
Tuny - 3MiHn 3 sikocTi. A®Il. Kontponb A®L. 3miHa y
napametpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOTO NMOKa3HWKa SIKOCTI
(Hanpvknag BUNYYEeHHs 3acTapirnoro nokasHuka)).
BupaneHHs n. «Baxki metanu» 3i cneumdikauii
SMCC ta DM1. Y 3B’s3Ky 3 NnpyBeAeHHSM A0
opvriHanbHUX MaTtepianis BUpobHuka. BBegeHHst
3MiH NPOTArom 6-TM MicsLB MicNsi 3aTBEPAXKEHHS.

86.

KANIMIH® 60
H

Tabnetku no 60 mr
no 50 a6o no 100
TabneTok y onakoHi;
no 1 dnakoHy B
KopooLi

TOB «TeBa
YkpaiHa»

YkpaiHa

[o3ssin Ha BMNyck
cepii:
Mepkne 'mbX,
HimeuunHa
BupobHuuTBO

HimevuunHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHn
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa y
meToAax BUNpoOyBaHHS rOTOBOTO fiKapCbKOro
3acoby (He3Ha4yHa 3MiHa y 3aTBEpMKEHMX MeTodax

3a
peuerimom

UA/9462/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Hepo3adacoBaHol BUNPOOYyBaHHS) BHECEHHS 3MiH B METOZ, KOHTPOIO
npoaykuii, N3 3a nokasHukom «CynyTHi gomiwkn» (BEPX), a
nepBuHHa Ta came BBe[EHHS HOBOro cTaHAapTy 3-rigpokcu-1-
BTOPMHHA MEeTUNNIPUANHIN noanay Ana oomiwkm B, a Takox
ynaxkoBka: 3amiHa BUXIQHOrO po34nHy | Ha okpemi BUXiaHi
Knoke ®apma- po3yumHm la Ta lb.
Cepsic 'mb6X,
HimeuunHa
MepBuHHa Ta
BTOPUHHA
ynakoBKa:
Krnoke
BepnakyHrc-
Cepsic 'mbX ,
HimeyunHa
87. | KAHOUBIOTU | kpanni BywHi no 5 'nmeHmapk IHAis nmeHmapk IHAis BHECEHHS 3MiH 0O peecTpaLinH1X maTepianis: 3MiHN 3a - UA/8208/01/01
K My donakoHi, no 1 dapmacbioT dapmacbioTukan3 | Tuny - 3miHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y peuernmom
¢bnakoHy pasom 3 vkans Jita. Jita. napameTpax cneuudikadin Ta/abo onyCTUMUX MEX,
nineTKoK-KoBMNa4kom BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BKIageHoMmy y BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, Lo
nonieTuneHosmmn BUKOPUCTOBYIOTLCS Y Npoueci BupobHuutea Ad|
NaKeTUK y KapTOHHIN (ooAaBaHHs abo 3amiHa (3a BUHSTKOM aKTUBHOI
KopobLi peyoBUHM GionoriyHoro abo iMyHOMOriYHOro
NOXOMXXEeHHs1) NnapameTpa crneundikaLii 3
BiQMNOBIAHMM MeTOAOM BUNpobyBaHHs 3a
pesynbTaTtamu SOCTimKeHb 3 6e3neku abo AKocTi)
3MiHa Mex cneuudikauii APl y BupobHuka 113 3a
nokasHukom «Sieve test». 3atBepaxeHo: 100%
passes through 100 mesh. 3anponoHoBaHo: 98%
passes through 100 mesh
88. | KAHAOIA PO34MH ANA POTOBOI neHmapk IHAis neHmapk IHAis BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHU bes - UA/8209/01/01
NopoXxHuHN 1 %; 15 dapmacbloT dapmacbkioTrkana | Tuny - 3miHm 3 akocTi. A®I. KoHTponb A®L. 3miHa y peuenma
MA 'y doNakoHi i3 vkana Jlta. Iita. napametpax cneuudikauinn Ta/abo onycTuMmnx Mex,
npo6koto- BM3HaYeHUX y cneumdikauisx Ha Adl, abo
KpanernbHuLero Ta BVXiAHWI/MPOMDKHUI NpoAyKT/pearexT, LWo
KOBMaykoMm 3 BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea AdI
KOHTpOMEeM NepLLoro (nogaBaHHs abo 3aMiHa (32 BUHATKOM aKTUBHOI
BiAKpWTTS; no 1 peyoBuWHM BionoriyHoro abo iMyHOMnoriYHoro
dnakoHy B NoXoKeHHs1) napameTpa cneuudikauii 3
KapTOHHIN ynakoBLj BiQMNOBIAHMM MEeTOAOM BUNpobyBaHHS 3a
pesynbTaTtamu SOcrimxeHb 3 6e3nekn abo AKocTi) -
3MiHa Mex cneuudikauii APl y BupobHuka 113 3a
nokasHukom «Sieve test» 3aTBepaxkeHo: 100%
passes through 100 mesh 3anponoHoBaHo: 98%
passes through 100 mesh
89. | KAHAOIA po34nH Ans neHmapk IHAis neHmapk IHAis BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHU bes - UA/9754/01/01
30BHILUHLOIO dapmacbloT dapmackioTrkana | Tuny - 3miHm 3 akocTi. A®Il. KoHTponb ADI. 3miHa y peuenma
3acTtocyBaHHs, 10 vkans JlTa. T, napameTpax cneuudikauinn Ta/abo onycTuMmnx Mex,

Mr/1 mn; no 20 mny

BM3HaYeHUX y cneumdikauisx Ha Adl, abo
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
bnakoHi 3 BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
KOBMaykoMm 3 BMKOPUCTOBYIOTLCS Y NMpoLieci BupobHuutea APl
KOHTPOMeM MepLLoro (ooAaBaHHs abo 3amiHa (32 BUHATKOM aKTUBHOI
BigKpuTTS; Mo 1 peyoBUHM BionoriyHoro abo iMyHOSOriYHOro
dnakoHy B NnoxoAkeHHs) napameTpa cneuudikauii 3
KapTOHHIN ynakoBLj Bi4NOBIgHMM MEeTOAOM BUNPOOYBaHHS 3a

pesynbTatamu SOCrimpkeHb 3 6e3nekn abo SKoCTi)
3miHa Mex crneuudikauii APl y BupobHuka M3 3a
nokasHukom «Sieve test». 3aTBepmxeHo: 100%
passes through 100 mesh. 3anponoHosaHo: 98%
passes through 100 mesh

90. | KICKANI TabneTkn, BKpUTI Hoeapric LLseviuapi BUNYyCK cepii: Hime4yunHa/ | BHeceHHs 3MiH O peecTpauinHux MaTepianis: 3MiHu 3a He UA/18205/01/01
NniBKOBOKO dapma Al a HosapTic ®apma Cinranyp | Tuny - AgMmiHicTpaTuBHi 3amiHW. 3MiHa kogy ATX - peuenmom nidnsieae
obonoHkoto, no 200 'm6X, Himeuunna 3MiHM BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
mr; no 21 TabneTui y nepBuHHE Ta 3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
Gnictepi, no 3 BTOPUHHE "dpapmakoTepaneBTuyHa rpyna. Kog ATX."

Gnictepny nakyBaHHS: BiAMOBIAHO A0 MixXHapoAHoro knacudikatopa BOO3
KapTOHHi KOpoOLyi; HosapTic ®apma (http://www.whocc.no/atc_ddd_index/):
no 21 tabnetui y MpoaakwH MéX, 3aTBepAKeHO — "AHTUHEONacTNYHi 3acobu.
GnicTepi, no 3 Himeuunna IHriGiTopn npoTeinkiHasn. Kog ATX
Gnictepn y BUPOGHMLTBO, LO1XE42.",3anponoHoBaHo — "AHTMHEONNACTUYHI
KapTOHHi kopooLyi, KOHTPOSMb AKOCTi: 3acobu. IHribiTopu npoTeiHkiHasw. IHribiTopn
no 3 Kopobku y Hosapric umkniHsanexHoi kiHaan (CDK). Pubounkni6. Kog
KapTOHHIl kopobui CiHranyp ATX LO1EF02.". BBegeHHs 3MiH npoTsirom 6 micsauis
dapmacbioTukan nicnsi 3aTBepakeHHs. 3Minu Il Tuny - 3MiHn Wwopao
MaHydekTypiHr 6esnekn/edekTMBHOCTI Ta bapmakoHarnsagy.
Mre. N1a., BHeceHHs abo 3miHa(1) 0o 3060B's13aHb Ta yMOB
CiHranyp BMAadi peectpauiiHoro nocBig4eHHs, BKoYaoum

MnaH ynpasniHHA pusnkamm (3aCTOCyBaHHS 3MiH(K),
siki(a) BuMaratoTb(e) noganbLIoro obrpyHTyBaHHs
HOBMMM [OAATKOBUM [aHUMK, LLIO MatoTb
HafaBaTMCH KOMMETEHTHUM OpPraHoOM, OCKiflbKM
BMMaraeTbCs CyTTEBA OLLiHKa KOMMETEHTHUM
opraHom) -
3asiIBHMKOM OHOBJIEHO NnaH ynpaBniHHS pusnkamm
po Bepcii 5.1. 3miHM BHeceHi fo YacTuH: ||
«Cneumdikauis 3 6e3nekuny, Il «MnaH 3
dapmakoHarnagy», V «3axoau 3 mMiHimisauii
pusukie» , VI «Pestome nnaHy ynpasniHHS
pv3vkaMmn» Ta goaaTkis 3rigHO 3 BUMOramu Ao
CrtanpapTtusoBaHoro gopmarty MNyP
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) y 38’3ky 3 nepernsigom npobnem 6e3neku
3a pesynbTataMu KniHiYHUX gocrnimpkeHb. 3miHu |
TMny - 3MiHK Wopao Ge3nekn/edekTUBHOCTI Ta
dapmakoHarnsiay. 3MiHW y KOpPOTKil XapakTepuctuui
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT AN MEANYHOro 3aCTOCYBaHHS y 3B’A3KY i3
HOBUMMW AA@HUMM 3 SIKOCTi, AOKNIHIYHUMWN, KNiHIYHUMN
OaHnMun Ta AaHyuMu 3 dhapmakoHarnsgy -
MpencTaeneHri 3MiHK B iHpopmalii 3 6e3neku Lwoao
BHECEHHS! 3MiH Ta JONOBHEHb Y PO3Ainax NpoekTy
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
«OcobnuBocTi 3acTocyBaHHsi» Ta «Cnocib
3acToCyBaHHs Ta 403U» Ha MigcTaBi OHOBMNEHOT
iH(opMaUii 3 6e3neku, Lo MICTUTLCS B KNiHIYHOMY
ornsapi, OHOBMEHi KOPOTKiN XapakTepucTuLi
nikapcbkoro 3acoby Ta nnaHi ynpaeniHHSA pyU3nkamu
Bepcia 4.2. BBegeHHs 3MiH NpOTArom 6-tn micauis
nicnsa 3aTBepAXeHHs. 3miHn Il Tuny - 3miHn Wwoao
Ge3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHn
Y KOPOTKil XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCYBaHHs1 y 3B’A3KY i3 HOBUMMW AaHUMU 3 SIKOCTI,
LOKMIHIYHUMW, KMIHIMHUMW JaHUMK Ta AaHUMK 3
bapmakoHarnsgy - 3MiHM BHECEHO [0 iHCTPYKUii Anst
MELMYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainis "®apmakonoriyHi BnacTneocTi",
"OcobnumBocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHsA Ta go3un", "MobiyHi peakuii” wono
yToueHHst AaHnx gocnimxkeHHss CLEE011A2116.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepaKeHHs. 3miHu Il Tuny - 3miHu wono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHu
Y KOPOTKii XapakTepucTuLi fiikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT AN MeguyHoro
3aCTOCYBaHHs1 y 3B’A3KY i3 HOBUMM AaHUMU 3 SIKOCTI,
OOKNIHIYHUMW, KMIHIYHUMUW JAHUMK Ta AaHUMK 3
dapmakoHarnsgy
3MiHU BHeCeHO A0 IHCTPYKLUii AN MeauyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainy
"®apmakonoriyHi BnacTMBocTi" WoAo AaHNX 3
6e3nekn CTOCOBHO KaHLeporeHHoCTi. BBeaeHHs 3MiH
npoTArom 6-Tu MicauiB Nicns 3aTBepAXeHHNA. 3MiHu
Il Tuny - 3miHn wWopo 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsay. 3mMiHu y KopoTKili XapakTepuctuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUIT ANS MEAMYHOrO 3aCTOCYBaHHS Y 3B’sI3KY i3
HOBUMMW AA@HUMM 3 SIKOCTi, AOKNIHIYHUMMN, KNiHIYHUMN
[aHMMK Ta JaHuMK 3 chapMakoHarnsgy -
3MiHV BHECEHO [0 iHCTPYKLUii ANst MEAUYHOTO
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"dapmakonoriyHi BnactmsocTi", "OcobnuneocTi
3acTtocyBaHHs", "lMobivHI peakuii” LWOAO YTOYHEHHSI
nanunx gocnimpkerHs A2301 (MONALEESA - 2) Ta
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

LLIOA0 MOBIAOMIIEHHSI NPO MNigo3ptoBaHi NOGIYHI
peakuii. OHOBNEHO NnaH ynpasniHHA pusnkamm Ao
Bepcii 6.0. BBegeHHs 3MiH NpoTsArom 6-Tu Micsuis
nicnsa 3aTBepAXeHHs. 3miHn Il Tuny - 3miHn Wwopo
6e3nekv/edekTMBHOCTI Ta bapmakoHarnsgy. 3miHu

Y KOPOTKi1 XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans MeguyHoro
3aCTOCYBaHHS y 3B’A3Ky i3 HOBMMMW AaHUMM 3 SIKOCTI,

LOKMIHIYHUMW, KMiHIMHUMW JaHUMK Ta AaHUMK 3

chapmakoHarnsgy - 3MiH1 BHECEHO [0 iHCTPYKUii ansi
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao
po3ginie "®apmakornoriyHi BnactusocTi”, "MobivHi
peakuii” Woao yToYeHHA AaHMX AOCNILKEHHS
CLEEO011F2301 (MONALEESA - 3).
BBegeHHs 3MiH NnpoTarom 6 micsuis nicns

3aTBEPOAKEHHS

91. | KCANOMTUK | kpanni O4Hi, pO34nH, dapmauesT Monbwa BMPOGHMLUTBO 13, Kopes/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu 3a - UA/13410/01/01
50 mkr/mn no 2,5 mn NYHUI nepBuHHE Monbwa/ | Tuny - 3miHK 3 akocTi. CepTudikat peuenmom
y chnakoHi 3 3aBoa nakyBaHH4, ITania BignosigHocTi/E-cepTudikaT BignoBigHoCTI
KpanenbHuueto; no 1 | "lMonbcapm KOHTPOMb SIKOCTI: €Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
bnakoHy 3 a"C. A TaexyH ®PAPM. HoBOro abo OHoBMNEHOro cepTudikaTa BignoOBIAHOCTI
KpanenbHuLe B Ko. T, Kopes abo BuNy4YeHHs ceptudpikata BignosigHOCTI
KapTOHHIN kopobLi BTopuHHe €sponevicbkin dbapmakonei: ana A®l; gnsa BuxigHoOro

nakyBaHHs, maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
KOHTPOIb AKOCTIi BMKOPUCTOBYOTbCS Y BUPOGHMUTBI APl; ans
N3 Ta Bunyck [OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
cepil: €Bponelicbkint hapmakonei) - HoBui ceptudpikat Ha
dapmaLeBTUHHUIA HecTepunbHuii AdI, sikuin 6yae BUKOpUCTOBYBaTUCS
3aBog Ons BUpOOHMLTBA CTEPUINBHOIO NiKapCbKoro 3acooby,
"Monbcapma” C. SKLLO BOAA BUKOPUCTOBYETLCS HA OCTaHHIX eTanax
A., MNonbLa CWHTEe3y Ta maTepian He BinbHWI Big H6akTepianbHMX
BupobHuuTBO €HOOTOKCUHIB - NOJAaHHsA HOBOro cepTudikarta
N3, nepBuHHe Ta BignosigHocTi €Bponeickkii papmakonei Ne RO-
BTOPUHHE CEP 2021-058 - Rev 00 gns gitoyoi peqoBuHU
nakyBaHHs, Latanoprost Bif BXe 3aTBepmKeHOro BUpobHuka
KOHTPOIb SKOCTi YONSUNG FINE CHEMICALS CO., LTD.
Ta BUNycK cepii: (3aTBepmkeHo: ASMF Latanoprost AP EU Version
dapwmirea C.n.A., 9.1/Date (2021.04.19), AP EU Version 9.2/Date
ITanis (2021.07.20)

92. | KCE®GOKAM® | TabneTku, BKpUTI AciHo LLisenuapi Takepa M'm6X, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHUX MaTepianis: 3MiHK 3a - UA/10245/01/01
NniBKOBOO dapma Al A micue | Tuny - 3miHn 3 skocTi. A®L. KoHTpornbs A®L. 3miHa y peuernmom
060M0oHKO, Mo 4 Mr, BMPOGHMUTBA mMeTofax BunpobysaHHs A®l abo BuxigHoro
no 10 Tabnetok y OpaHieHbypr mMaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
6nicTepi, no 1 BVKOPWCTOBYETbLCS y npoueci BupobHuuTea Ad|
Gnictepy B (iHwWi 3MiHKM B MeTodax BUNPOGYBaHHS (BKMOYa4u
KapTOHHiI kopobui 3aMiHy abo JONOBHEHHST) ANS peareHTy, Lo He

CMPUYMHSE iICTOTHOTO BNMBY Ha akicTb A®I). 3miHa
PO3UVMHY, LLO BUKOPUCTOBYETLCS A1 BUSHAYEHHS
po3mipy Yactok B A®I JlopHokcrkam (po3uuH tensid
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3amiHeHo Ha po3unH Nonidet P40). 3miHun | Tuny -
3MmiHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
MeTodax BunpobyeaHHsa APl abo BuxigHoro
marepiany/npoMixXHOro npoAdykTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BUNPOoOyBaHHS). 3MiHa BUMIpIOBanbHOro npunagy
ANs BU3HaYeHHs rpaHynomeTpuyHoro cknagy Adl
JlopHoKkcukam, a came- Malvern Mastersizer 2000
3aMiHeHO Ha Hosiwy mogenb Malvern Mastersizer
3000, Lo BignoBigae cy4acHOMy piBHIO
aHaniTM4Horo obnagHaHHs. 3MiHn | Tuny - 3MiHK 3
skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JOoNyCTMMMUX MEX, BUSHAYEHNX
y cneundikauisx Ha APl, abo BUXigHUA/MPOMIXKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BMpo6HMLUTBa ADI (BUMYy4YEHHSA HE3HAYHOTO
nokasHuKa siIKoCTi (Hanpuknag, BUIy4YeHHs
3acTapinoro nokasHuka)). BunyyeHHst Tecty Ha BMicT
«Baxkux metanie» 3i cneuundikadii Ha ADI.
BHeceHHs1 pegakuiiiux 3miH go cneuudikauii, wo6
npuBeCTK i y BifNOBIOHICTb 4O HOBOrO BHYTPILLIHLOIO
cyyacHoro wabnoHy/gopmary.

93.

KCE®OKAM®

TabneTkn, BKPUTI
NniBKOBOIO
060oroHKot, No 8 mr
no 10 Tabnetok y
6nicTepi; no 1
6nictepy B
KapTOHHiI kopobui

AciHo
dapma Al

Lsenuapi
A

Takena 'm6X,
Mmicue
BUpOBHMUTBA
OpaHieHbypr

HimevuunHa

BHECEHHS 3MiH 0O peecTpaLinH1X maTepianis: 3MiHN
| Tuny - 3miHum 3 sikocTi. A®L. KoHTponb A®L. 3miHa y
meTofax BunpobysaHHA A®l abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPWUCTOBYETbLCS y Npoueci BupobHuuTea AdD|
(iHwWi 3MiHM B MeTodax BUNPOGyBaHHS (BKITIOYao4m
3aMiHy abo JOMOBHEHHS) ANS peareHTy, Lo He
CMPUYMHSIE iICTOTHOTO BNMBY Ha skicTb A®I). 3miHa
PO34MHY, LLIO BUKOPUCTOBYETLCH A5t BUSHAYEHHS
po3mipy Yactok B A®I JlopHokcmkam (po3uuH tensid
3amiHeHo Ha po3ynH Nonidet P40). 3minu | Tuny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
mMeToaax BunpobysaHHs A®Il abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPVCTOBYETLCS y Mpoueci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPAKEHUX MeToAaxX
BUNpobyBaHHs). 3MiHa BUMiptoBanbHOro npunazay
ANs BU3HaUYeHHS rpaHynomeTpuyHoro cknagy Adl
JlopHokcukam, a came- Malvern Mastersizer 2000
3aMiHeHo Ha HoBiwy mogenb Malvern Mastersizer
3000, wwo BignoBigae cy4acHoOMy piBHIO
aHaniTu4Horo obnagHaHHs. 3MiHu | Tuny - 3miHu 3
sikocTi. A®I. KoHTpornb A®I. 3miHa y napameTpax
crneundikaui Ta/abo JONyCTUMUX MEX, BU3HAYEHMX
y cneuudikauisix Ha ADI, abo BUXigHUIA/MPOMIXHUIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTHECS Y NPOLECI

3a
peuerimom

UA/10245/01/02
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BUpobHMLTBa ADI (BUNYYEHHS HE3HAYHOro
noKasHuKa siKOCTi (Hanpuknag BUy4YeHHs
3acTapinoro nokasHuka)). BunyyeHHst Tecty Ha BMiCT
«Baxkux metanie» 3i cneuundikauii Ha AdI.
BHeceHHs pefakuiiHMx 3MiH 4o cneumdikadii, 1o6
npuBecTy ii y BigNOBIAHICTb 4O HOBOIO BHYTPILUHLOIO
cyyacHoro wabnoHy/cgopmary.

94.

KCE®OKAM®
PANIO

TabneTku, BKPUTI
NniBKOBOIO
o6ornoHKoto, no 8 wmr,
no 6 Tabnetok y
Gnictepi, no 1
Gnictepy B
KapTOHHIN kopobLi

AciHo
dapma Al

LLisewuapi
A

Takena MMGX,
micue
BUpPOBHMLTBA
OpaHieHbypr

Himevuunna

BHECEHHS 3MiH 40 peecTpauiiHiX maTtepianis: 3MiHK
| Tuny - 3miHm 3 akocTi. A®Il. KoHTponb AdL. 3miHa y
MeTodax BunpobyeaHHsa APl abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea AdI
(iHWi 3miHM B MeToAax BUNpobyBaHHS (BKtoYaoum
3amiHy abo JONOBHEHHS) AN peareHTy, Lo He
CMPUYUHSAE ICTOTHOTO BMNMBY Ha sikicTb ADI). 3miHa
PO34MHY, LLIO BUKOPUCTOBYETHCS Of151 BUSHAYEHHS
po3mipy YacTtok B A®| JlopHokcrkam (po3unH tensed
3amiHeHo Ha po3unH Nonidet P40). 3miHun | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHA A®I abo BuxigHoro
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHW y 3aTBEpIKEHNX MeToAax
BUNpoOyBaHHS). 3MiHa BUMiptOBanbHOro npunagy
ONs BU3HaYeHHSs rpaHynomeTpuyHoro cknagy Adl
JlopHoKkcukam, a came- Malvern Mastersizer 2000
3aMiHeHo Ha HoBiwy mogenb Malvern Mastersizer
3000, wo BignoBiaae cy4acHoOMy piBHIO
aHaniTmyHoro obnagHaHHs. 3miHu | TUny - 3miHm 3
sikocTi. A®I. KonTtponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo onycTUMUX MEX, BUSHAYEHNX
y cneuudpikauisx Ha ADI, abo BUXiZHWMA/MPOMIDKHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NMPOLIECI
BUPOGHMLUTBa ADI (BUNMYyYEHHS HE3HAYHOTO
noKasHuKa sSIKOCTi (Hanpuknag BUIyYeHHs
3acTapinoro nokasHuka)). BunyyeHHsi Tecty Ha BMiCT
«Baxkunx metanis» 3i cneuudikauii Ha AdI.
BHeceHHs1 pegakuiiHux 3miH go cneuudikadii, o6
npuBecTu ii y BiANOBIAHICTb 4O HOBOIO BHYTPILUHLOIO
cyyacHoro wabnoHy/dopmary.

3a
peuerimom

UA/2593/03/01

95.

KYYUNKY®
HA3AIb

Kpanni HasanbHi,
po3urH 0,05 % no
10 mn y dpnakoHi 3
HasanbHUM
annikatopom; no 1
dnakoHy B
KapTOHHIN ynakoBLii

Oenbta
Megiken
[MpomoyLH3
Al

LLisenuapi
o

BUPOOHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUMYyCK
cepii:

K.O. Biodapm
C.A., PymyHis;
KOHTpOnb cepii
(disuKo-ximMiYHMI

PymyHis

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:
YTOYHEHHA HanucaHHsA PyHKLiA BUPOOHUKIB B
Hakazi MO3 YkpaiHu Ne 1808 Big 18.10.2023 B
npoueci BHeceHHs1 3MiH (3MiHu | Tuny - 3miHm 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHKM y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIO SAKOCTI
roTOBOro fikapcbKkoro 3acoby (3amiHa abo
[oAaBaHHS AiNbHULL, Ha KA 30IRCHIOETLCS

be3
peuenma

UA/18502/01/01
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Ta
MikpobionoriyHum
KOHTpOnb):
Biodpapm C.A.,
PymyHis

KOHTPOnb/BUNPOOYBaHHSA cepii) foaaBaHHSA AiNbHULI
Ons npoBeAeHHs1 i3nKo-XiMiYHOro Ta
MikpOGiOnoriYHOro KOHTPOSO Cepii FOTOBOrO
nikapcbkoro 3acoby biocdapm C.A., Byn. Apymyn
l'ypa Begikynywn, Ne202-232 Cektop 3, M. Byxapecr,
iHoekc 032613, PymyHis /BIOFARM S.A., Drumul
Gura Badicului, nr.202-232, Sector 3, Bucuresti, cod
postal 032613, Romania, sika 3amiHIOE MOTOYHY
3aTBEPKEHY AinbHUL0. 3aTBepaxeHa AinbHUUS
3anuiuae 3a coboro HacTyMHi PyHKLii: BUPOBHMLTBO,
nepBUHHE Ta BTOPUHHE NaKyBaHHS, BUNYCK cepii.
3MiHn | Tuny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MmoHorpadii. NogaHHA
HoBOro abo OHOBMNEHOro cepTudikaTa BignoOBIAHOCTI
abo BuNy4YeHHs ceptudpikata BignoBigHOCTI
€sponevicbkin bapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTuddikat Bif yxKe 3aTBEpAKEHOro BUPObHMKa -
NoAaHHs OHOBNEHOro cepTudikaTa BiANOBIAHOCTI
€Bponeiickkin hapmakonei R1-CEP 2006 -286-Rev
01 (3aTBepaxeHuin: R1-CEP 2006 -286-Rev 00) ans
L0401 PEYOBMHU KCUITOMETA30riHY rigpoxnopus Big
3aTBEpKEHOr0 BUpobHUKa BASF
PharmaChemikalien GmbH&Co.KG skuii 3miHvB
HanmeHyBaHHS Ha SIEGFRIED
PHARMACHEMIKALIEN MINDEN GmbH, Germany,
6e3 3miHu micus BupobHuuTBa). Pepakuia B Hakasi
- KOHTponb cepii (di3uko-ximiuHun Ta
Mikpob6ionoriyHui koHTponb): K.O. Biocdapm
C.A., PymyHifi; BApOOHULTBO, NepBUHHE Ta
BTOPUHHE NaKyBaHHA, BUNyckK cepii: Biocdapm
C.A., PymyHis. 3anponoHoBaHa peaakuist -
BUPOGHMLTBO, NepBUHHE Ta BTOPUHHE
nakyBaHHs, Bunyck cepii: K.O. Biocapm C.A.,
PymyHisi; koHTponb cepii (¢ismko-ximiuHum Ta
MikpobGionoriuHui koHTponb): Biocapm C.A.,
PyMmyHis.

96.

JIAPHAMIH®

rpaHynu aons
0parnbHOro Po3yunHy,
3r/5r,no5re
cawe, no 10 a6o 30
cawle y nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHn
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3aci6.
KOHTpOmb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4oNyCTUMUX MeX
rOTOBOrO fikapcbKoro 3acoby (iHLi 3MiHW) BBEAEHHS
nepiognyHocTi koHTponto 13 3a Noka3HMKOM
"MikpobionoriyHa ynctora": neply Ta KoxHy AeCsaTy
HacTyMHy cepii, ane He pigwe 1 pasy Ha pik. 3MiHu |

6e3
peuenma

UA/13304/02/01




63 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Tmny - 3MiHM 3 sikocTi. FoToBUIA NikapcbkMi 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNPoGyBaHHSA roTOBOrO NikapCbKOro
3acoby (ons npuBedeHHs y BignosigHicTe 3 PY abo
€BponencbKolo hapmakoneeo Ta BUNyYeHHs
NOCUIaHHA Ha 3acTapinuin BHYTPILLHIN MeToa
BUNPOoOYBaHHS i 1Oro Homep) BunyyeHHst NOBHOrO
BVKNaAy METOAUKN 3 METOAIB KOHTPOMIO 3a
nokasHmkom «MikpobionoriyHa uncrtota». Metoq
aHaniay BkntoyeHo o APY Tta €sponencbKoi
dapmakonei (aitoyi BuaaHHs). HopmysaHHs
3anuweHo 6e3 3MmiH.
97. | NEBOMEKOJ1 | masb, no40g(r)y NAT YkpaiHa NAT YkpaiHa BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHN 6e3 - UA/8436/01/01
b Ty6i; mo 1 1y6i B "Ximdapmsa "Ximdapmsasog | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI Ta peuenma
nauui 3 KapToHy BOg, "YepsoHa 3ipka" dapmakoHarnagy (iHwi amiHn) - BBeaeHHsi
"YepBoHa [00aTKOBOrO TEKCTY MapKyBaHHSA BTOPUHHOI
3ipka" yMaKoBKW MikapcbKoro 3acoby i3 3a3HayeHHsm 2D-
koay y n. 17 IHWE. TepmiH BBEAEHHS 3MiH -
npoTsrom 6 MicAUINB nicnga 3aTBEPAXKEHHSA
98. | NIHIMEHT niHimeHT no 40 ry MPAT YkpaiHa BiANoBiAanbHUA Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHU bes - UA/0228/01/01
BAJNIb3AMIY Tybax; no40ry "®ITOPAPM 3a BMPOGHULITBO, | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenma
HWUW (3A O.B. | Ty6i; no 1 Ty6iB " nepBUHHE/BTOPUH dapmakoHarnsaay. BeegeHHs abo 3miHn go
BULUHEBCbLK | nauui He nakyBaHHs, y3aranbHeHVX AaHnx Npo cuctemy bapmakoHarnsgy
nm) KOHTPOrb SKOCTI (BBEOEHHS y3aranbHeHVX AaHUX NPO CUCTEMY
Ta BUMYCK cepii: dapmakoHarnsay, 3MiHa yNnoBHOBaXXeHOi ocobw,
MPAT BiZ4NOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
"OITOPAPM", KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
YKkpaiHa; 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLWo BOHa
BignoBiganbHUn BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a BUpPOGHMLTBO, 3a 3iCHeHHs hapmakoHarnagy (Bkrovaudm
nepBYHHE/BTOPUH KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
He NaKyBaHHS Ta davina cuctemu papmakoHarnsagy) - 3miHa
KOHTPOMb SIKOCTI: KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
AT "Jly6Hucpapm", BignoBiganbHoi 3a hapmakoHarnsg. 3miHa
YkpaiHa MicLile3HaxoXXeHHs macTep-dainna cuctemm
hapmakoHarnsigy Ta oro Homepa. 3MiHa Micus
34INCHEeHHS OCHOBHOI AisiNbHOCTI 3 dpapMakoHarnsgy
99. | NIHNAP3A TabneTkn, BKpUTI Actpa3eHek LLsewis BMPOGHMLTBO CnonyyeHi BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHn 3a He UA/14747/02/01
NniBKOBOKO a Ab TabneTtok LWraTwn/ | Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta peuenmom nionsieae
obornoHkoto, no 100 onanapuby (etan Benuka dapmakoHarnsagy (iHwi 3miHu) - 3MiHM BHECEHO A0
Mr no 8 Tabnetok B BMPOGHMLUTBA BpurtaHis/ IHCTPYKUiT ANS MeaMYHOro 3acToCcyBaHHS
GnicTepi; no 7 eKCTPyAOBaHOro LLseuis nikapcbkoro 3acoby Ao po3sainis "®apmakonoriyHi
Gnictepis B NPOMiXKHOTO BnactumeocTi", "Cnocib 3acTtocyBaHHsA Ta [o3n"

KapTOHHiI kopobLyi

npoaykTy Ta
nicnsiekcTpy3inHnn

(BUNyYeHHs iHdopmaLlii Npo 3acTocyBaHHA
nikapcbkoro 3acoby B nikapcbkint chopmi "kancynm").

eTtan BBeneHHs 3miH NnpoTArom 6-Tm MicsuiB nicnsi

BUPOBHMUTBA), 3aTBepKeHHs1. 3MiHu Il Tuny - 3miHK Wwopo
KOHTPOMb SIKOCTI: 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay. 3miHu
AGGBI JlimiTen, y TepaneBTUYHNX MOKA3aHHSIX (J04aBaHHs HOBOTO
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
CnonyyeHi WraTy; TepaneBTUYHOrO NokasaHHsA abo 3MiHa y
nepBuHHe Ta 3aTBEpAKEHOMY MoKasaHHi) - 3MiH1 BHECEHO A0
BTOPUHHE IHCTPYKUii ANS Mean4HOro 3acTocyBaHHs
nakyBaHH4, nikapcbkoro 3acoby o po3aginie "MokasaHHA" (3MiHK
KOHTPOMb SKOCTI, y 3aTBEPAXXEHOMY MOoKa3aHHi, a came:
BUMYCK Cepii: SATBEPI)XEHO: Pak nepegMixypoBoi 3anosu.
AcTtpa3eHeka tOK JliHnap3a nokasaHa sik MoHOTepanis 4ns MikyBaHHS
JlimiTeq, Benuka [0pOCnMX NaLieHTIB i3 MeTacTaTUYHUM KacTpauiiHo-
Bpuranis; pPe3NCTEHTHUM pakoM NepeaMixypoBoi 3anosu Ta
BUPOBHMLUTBO myTauismm reHa BRCA1/2 (repmiHanbHoto Ta/abo
TabneTok COMaTWYHOI0), B SIKUX BiAOYnocsi nporpecyBaHHs
onanapuby (etan nicnsi nonepegHbLOro 3aCTOCyBaHHS HOBOTO
BUpOBHMUTBA ropMoHarnbHoro npenapaTty. 3ANPOMNMOHOBAHO:
eKCTPYyAOBaHOro Pak nepeamixypoBoi 3anosu. JliHnap3a nokasaHa sk:
NPOMIXXHOIO * MOHOTEpania AN NikyBaHHA AOPOCNNX NaLieHTIB i3
npoaykTy Ta MeTacTaTU4HUM KacTpauiiHO-pPe3UCTEHTHUM PaKkoM
nicNSeKCTpy3inHuiA nepeamixyposoi 3anosun (MKPPI3) Ta myTauigmu
eTan reHa BRCA1/2 (repmiHanbHoto Ta/abo coMaTU4HoLo),
BMPOGHMUTBA), B sIKUX Bigbynocs nporpecyBaHHs nicns
nepBuHHE Ta nonepeaHLOoro 3acTocyBaHHS HOBOMO
BTOPUHHE ropMoHarsibHoro npenaparty; * y koMmGiHauii 3
nakyBaHH4, abipaTepoHoM i npegHi3oHoM abo npeaHi30NoHOM
KOHTPOMb SKOCTI, Ans nikyBaHHA gopocnux nauienTis i3 MKPPT3,
BUMYCK Cepil: SAKUM KMiHIYHO HEe nokasaHe NpoBeAeHHS
Actpa3eHeka AB, ximioTepanii (amB. po3ain «®apmakoguHamika)), sk
LLBeuisi; Hacnigok, 3MiHM BHECEHO [0 po3ainis
KOHTPOMb SIKOCTI: "®apmakonoriyHi BnactusocTi", "OcobnumeocTi
Actpa3eHeka AB, 3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta Jo3un",
LLseuis "Mobiuni peakuii". BBeaeHHs 3MiH NpOTSAromM 6-Tu
MicsiLiB Micnsi 3aTBEPAXKEHHS.
100. | NIHNAP3A TabneTkn, BKpUTI Actpa3eHek LLsewis BMPOGHMLUTBO CnonyyeHi BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn 3a He UA/14747/02/02
NniBKOBOKO a Ab Tabnertok WraTtn/ | TMny - 3MiHK Wwopno 6esnekn/edekTUBHOCTI Ta peuenmom nidnsieae
obonoHkot, no 150 onanapuby (etan Benuka dapmakoHarnsgy (iHwi 3miHu) - 3MiHM BHECEHO A0
Mr no 8 Tabnetok B BMPOGHMUTBA BpuTaHis/ IHCTpYyKUiT AN MEANYHOro 3aCTOCYBaHHSA
GnicTepi; no 7 eKCTPyAOBaHOro LLsewis nikapcbkoro 3acoby Ao po3ainis "®apmakonoriyHi
GnicTepis B NPOMiXXHOTO BnactmsocTi", "Cnocib 3acTtocyBaHHs Ta o3un"

KapTOHHiI kopobui

npoayKkTy Ta
nicNSeKCTPy3inHuiA
ertan
BMPOGHMUTBA),
KOHTPOSb SIKOCTi:
AGGBI IMimiTen,
CnonyuyeHi WraTy;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOSb SKOCTi,
BUMYCK cepii:
Actpa3eHeka HOK

(BUNYyYeHHs iHdopMaLii Npo 3acTocyBaHHS
nikapcbKkoro 3acoby B nikapcbkin copmi "kancynm").
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBepakeHHs. 3miHu Il Tuny - 3miHu Wwono
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy. 3miHu
y TepaneBTUYHUX NOKa3aHHAX (4oAaBaHHSA HOBOrO
TepaneBTUYHOTO NokasaHHsA abo 3miHa y
3aTBEPAKEHOMY MOKa3aHHi) - 3MiHN BHECEHO A0
IHCTpyKUii ANS MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sginis "Moka3aHHsa" (3MiHu
y 3aTBepAXXeHOMY MoKa3aHHi, a came:
3ATBEPOXXKEHO: Pak nepeamixypoBoi 3arnosu.
JliHnapsa nokasaHa ik MoHoTepanis ANs fikyBaHHs
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
JlimiTen, Benuka [0pOCIMX NAUEHTIB i3 MeTacTaTUYHUM KacTpaLiiHo-
BputaHis; Pe3NCTEHTHUM pakoM NepeaMixypoBoi 3anosn Ta
BUPOBHMLUTBO myTauismm reHa BRCA1/2 (repmiHanbHoto Ta/abo
Tabnetok COMaTUYHOI), B SIKMX Bigbynocs nporpecyBaHHs
onanapuby (etan nicnsa nonepeaHbLOro 3acToCcyBaHHS HOBOMO
BUpPOBHMLTBA ropMoHanbsHoro npenapaTty. 3ANPOMNOHOBAHO:
€eKCTPyAoBaHOro Pak nepeamixypoBoi 3anosu. JliHnap3a nokasaHa sik:
NPOMIDKHOTO * MOHOTepanis AN NiKyBaHHA AOPOCNNX NaLEHTIB i3
npoaykTy Ta MeTacTaTU4HUM KacTpauiiHO-pPe3UCTEHTHUM pPakoMm
nicrnsekcTpysinHnn nepeamixyposoi 3ano3u (MKPPI13) Ta myTauismm
eTan reHa BRCA1/2 (repmiHanbHoto Ta/abo comaTuyHo),
BMPOGHMUTBA), B sIKUX Bigbynocs nporpecyBaHHs nicns
nepBuHHE Ta nonepeaHbLOro 3acTocyBaHHsi HOBOrO
BTOPUHHE ropMOHarnbHOro npenapary; * y kombiHauii 3
nakyBaHH4, abipaTepoHoM i npegHi3oHoM abo npeaHi30NoHOM
KOHTPOMb AKOCTI, Ons nikyBaHHs gopocnumx nauieHTis i3 MKPPIM3,
BMNYCK cepii: AKUM KNiHIYHO He MoKasaHe NpoBeAeHHS
AcTtpa3eHeka AB, ximioTepanii (guB. po3gin «®apmakognHamikar)), sk
LLBeuis; Hacnigok, 3MiHM BHECEHO [0 po3inis
KOHTPOMb SKOCTI: "®apmakornoriyHi BnactmsocTi”, "OcobnmeocTi
AcTtpa3eHeka Ab, 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
LLBeuis "MoGiyHi peakuii”. BBeaeHHst 3MiH NpoTArom 6-Tn
MiCSILiB MiCNsi 3aTBEPAXKEHHS.
101. | MAKPOron NOPOLLIOK TOB "TK YkpaiHa Asecta ®apma IHgis BHECEHHS1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHW - - UA/15027/01/01
4000 (cybeTaHuis) y "ABpopa" Mer., lTo. | Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa
NOABIAHNX HanMeHyBaHHS Ta/abo agpecu MicuA NpoBagXeHHS
nonieTMneHoBmnx [isnbHOCTI BUPOGHMKa (BKMOYakoum, 3a
Milkax gns HeobXiQHOCTI, MicLie NPOBEAEHHS KOHTPOTIO SIKOCTI),
dapmaLeBTU4HOro abo BnacHvka mactep-channa Ha A®Il, abo
3acToCyBaHHs noctadanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
3acToCcoBYOTbCA Y BUPOOHMLTBI ADI (kLo
3a3Ha4YeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BiAnoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUpobOHUKa HOBOI JOMOMIXXHOI pe4OBUHU
(AKLLO 3a3HaYeHO Y Aocke). 3MmiHa agpecu
BUpobHuka Asecta ®apma lBT., JITa., IHAia, 6e3
3MiHW Ha3BU BUPOOHMKa
102. | MEJTOKC PO34MH ANs iH'EKLIN, Mepnokemi Kinp Mepokemi J1T[] Kinp BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHn 3a He UA/15382/01/01
15 mr/1,5mn; no 5 nTa (AMNynbHUI | TMny - 3MiHK WwWopo 6e3nekn/edpeKkTUBHOCTI Ta peuenmom nidnsieae
amnyn y pacoHHomy IH’exuinHnn dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctui
GnicTepi; no 1 abo 2 3aBon) nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta

Gnictepn y
KapTOHHiIl kopobui

IHCTPYKUIT ANs MEeAMYHOro 3aCTOCYBaHHSA Ha NigcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sk pesynbtat
OLiHKM 3BITY 3 gOCNigKEHb, NPOBEAEHUX BignoBigHo
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
00 nnaHy negiatpuyHux gocnigxeHs (PIP) (iHwi
3MiHM) 3MiHWM BHECEHO B |HCTPYKLitO ANst MeanyHoro
3acTocyBaHHsI Nnikapcbkoro 3acoby Ao po3sainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaato” BignoBigHO 40 OHOBREHO! iHpopmalii Wwoao
©e3nekn 3acToCyBaHHS Ail040i PEYOBUHU 3rigHO 3
pekomeHgauieto PRAC. BeegeHHs 3MiH npoTsirom 3-
X MicsLiB nicns 3aTBEPAXEHHS.
103. | MENocco PO34MH AN iH'EKLN, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLlinHMx maTtepianis: 3MiHn 3a He UA/19320/01/01
15mr/1,5mn;n0 1,5 | «MIKPOXIM «MIKPOXIM», | TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom | nidnsizae
MM B amnynax, no 5 » YkpaiHa HallMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
amnyn y 6nictepi y (nabopatopis peecTpaLiiHOro NoceigYeHHs) - 3aMiHa agpecu
nayui 3 KapToHy Pi3nKo-XiMi4HOro 3asBHMKa. BBegeHHS 3MiH npoTarom 6-Tu micauis
aHanisy Ta nicns 3aTBepaXeHHs. 3MiHn | Tuny -
KOHTPOIo AOMiHiCTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHS
BUPOGHMLTBA; Ta/abo agpecu MicLs NPoBamMKEHHS OiSNbHOCTI
naboparopis BUPOBOHMKa/iMnopTepa rotoBoro fikapcbkoro 3acoby,
BionoriyHoro BKIIOYaK04M OinbHULI BUNYCKY cepii abo micue
aHanisy; NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a sKY
BMPOGHMYa BiAMNOBiAae BUPOOHWMK/IMMOpTEp, BKINOYAO4YN BUNYCK
OinbHUUS; cepint) - 3MiHa rpuanYHoi agpecu BUpoOHuka M3,
BignoBsiganbHUN 6e3 3MiHM Micua BMpOGHMLUTBA. BBEaeHHs 3MiH
3a BUNyCK cepil, npoTarom 6-Tn micauis nicns 3atBepaXeHHs. 3MiHu |
He BKIYaun Tmny - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkmin 3aci6.
KOHTpOnb/BUNpoby 3MiHn y BUpo6HMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
BaHHSA cepii) CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOMO SKOCTi
roToBOrO fikapcbKkoro 3acoby (3amiHa abo
AopaBaHHst BUpobHUKa, Lo BiANoBiAae 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkntoyaroum
KOHTpOrb/BUNpobyBaHHs cepii - AoAaBaHHS
BMpo6GHuKa 113, BignoBiganbHoOro 3a Bunyck cepii,
He BKI04aloum KOHTpornb/BunpobysaHHS cepii: TOB
HB® «MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwis, Byn. ByaiHgycTpii, 5). 3MiH1 BHeceHi B
IHCTPYKLUIil0 Ans MeAWUYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ginu "BupobHuk",
"Micue3HaxooXeHHs1 BUpOOHMKa Ta oro agpecu
MiCLst NPOBaKEHHS AiANbHOCTI" 3 MOXIUBICTIO
OPYKyBaTW OKpeMi iIHCTpyKUil ANs MeandyHOro
3acTocyBaHHs NikapcbKoro 3acoby Ansi BiANoBiAHUX
BUPOOHMKIB Ta sIK HACNILOK NOsiBa yNakoBOK
nikapcbkoro 3acoby Ans 4oaaTKOBUX BUPOOHWKIB.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.
104. | METUNNPEQ | tabnetku no 8 Mr no TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHn 3a - UA/3183/01/02
HI3ONOH-®C | 10 Tabnetoky "ACIHO Crapt" | Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3aci6. peuenmom
6nicTepi; no 3 YKPAIHA" KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

Gnictepu y navui
KapTOHHIN

mMeTogdax BUNPOGYBaHHS FOTOBOrO MiKapChkoro
3acoby (HesHayHa 3MiHa y 3aTBEpIKEHNX MeToAax
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUNpoOyBaHHA) HeaHayHi 3MiHM B MeTogmkax
KOHTPOMIO AKOCTi ANs nokasHukis « OgHOpIaHICTb
BMICTY» Ta «KinbKiCHE BU3HA4YEHHAY.
105. | METUNNPED | TtabneTku no 4 mr no TOB Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a - UA/3183/01/01
HI3OJNIOH-®C | 10 TabneToky "ACIHO Crapt" | Tvny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3acio. peuernmom
Gnictepi; no 3 YKPAIHA" KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
6nictepu y nayui mMeToaax BUNpobyBaHHS rOTOBOTO fiKapCbKOro
KapTOHHIN 3acoby (He3Ha4yHa 3MiHa y 3aTBEpKEHNX MeTodax
BUNpoOyBaHHSA) HeaHayHi 3MiHM B MeTogmkax
KOHTPOJIO SIKOCTi AN nokasHukiB « Og4HOpPIgHICTb
BMiCTY» Ta «KinbKiCHE BU3HAYEHHS».
106. | METOTPEKC Tabnetku no 10 wmr; EBEBE ABcTpis BUMYCK cepii: AscTpis/ BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHW 3a He UA/0513/01/03
AT "EBEBE" no 50 Tabnetok y dapma EBEBE ®apma Himeuunna | Tuny - 3miHn Wwopo 6e3nekn/edekTnBHOCTI Ta peuenmom | nidnszae
KOHTeWHepi; no 1 lec.m.6.X. ec.m.6.X. Hoor. dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctuui
KOHTENHEpY Y Hdr. KI KI, ABcTpis; nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
KapTOHHIN kopobLi BMNYCK cepii: IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
Cantotac ®apma perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
'M6X, HimeuunHa; nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
BUPOBHMLTBO in 3aCcToCyBaHHS NikapcbKoro 3acoby B
bulk, ynakoska, nicnspeecTpauinHuii nepiof, abo sk pedynbtat
TecTtyBaHHs: MaynT OLiHKM 3BiTY 3 JOCiAXeHb, NPOBEAEHMX BiAMNOBIAHO
dapma Amaper A0 nnaHy neaiaTpnyHmx gocnigxkeHs (PIP) (3miny
'mM6X, HimewunHa Y3ro[PKEHO 3 KOMMETEHTHUM YTNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO B IHCTPYKLil0 s
MeOMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby oo
po3ainy "B3aemogis 3 iHWUMK fikapCbKuMmn
3acobamu Ta iHWi BUaM B3aemopain" BignosigHo Ao
OHOBJEHOI iHhopMmaLii Wwoao 6e3nekn 3acTocyBaHHS
AitoYoi pevoBUHU 3rigHO 3 pekomeHnaauieto PRAC.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEpPAKEHHSA
107. | METOTPEKC | tabnetku no 2,5 wr; EBEBE ABCTpis BUNYCK cepii: AscTpis/ BHECEHHS 3MiH IO peecTpauiiHiX MmaTtepianis: 3MiHK 3a He UA/0513/01/01
AT "EBEBE" no 50 Tabnetok y dapma EBEBE ®apma HimeyuunHa | Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom | nidnsizae
KOHTeWHepi; no 1 lec.m.6.X. lec.m.6.X. Hor. bapmakoHarnsgy. 3MiHa y KOPOTKii xapakTepucTuLi
KOHTEeWHepy y Hdpr. KI KI', ABcTpisi; nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
KapTOHHiI kopobui BUMYCK cepii: IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHS Ha NiacTasi

Cantotac ®apma
'm6X, HimeuunHa;
BUPOGHMUTBO in
bulk, ynakoBka,
TecTyBaHHs: [aynT
dapma Amaper
'm6X, Himeuunna

perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHuin nepiod, abo sk pesynbtaT
OLLiHKM 3BITY 3 JOCHNIOKEHb, NPOBEAEHNX BigNOBIgHO
[0 nnaHy neaiatpuyHmx gocnigxkeHs (PIP) (3miHy
Y3ro>KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHM BHECEHO B iHCTPYKLi0 Ans
MELIMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby Ao
po3ainy "B3aemogis 3 iHWUMK fikapCbKuMmn
3acobamu Ta iHWi B1aM B3aemopain" BignosigHo Ao
OHOBIeHOT iHopMaLii Wwoao 6e3neku 3acTocyBaHHs
LiroY0i pevoBMHM 3rigHo 3 pekoMmeHaadieto PRAC.
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS

108.

METOTPEKC
AT "EBEBE"

Tabnetku no 5 mr;
no 50 TabneTtok y
KOHTelHepi; no 1
KOHTENHepyY Y
KapTOHHiI kopobui

EBEBE
dapma
lec.m.6.X.
Hdpr. KI'

ABCTpis

BUMYCK Cepii:
EBEBE ®apma
[ec.m.6.X. Hdpr.

KI, ABcTpis;

BUNYCK cepii:

Cantotac ®apma
M'M6X, HimeuumHa;
BUPOBHMLTBO in
bulk, ynakoBka,
TecTyBaHHs: [aynT
dapma Amaper
'm6X, Himeuunna

AscTpis/
HimeuyunHa

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHN
| Tny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta
apmakoHarnsay. 3miHa y KopoTKii Xxapakrepuctuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCcToCyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiog, abo sik peaynbTaT
OLiHKM 3BiTY 3 JOCTiAXeHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro4KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHVM BHECEHO B IHCTPYKLilo s
MeOMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby oo
po3ainy "B3aemogis 3 iHWnMK fikapCbKuMmn
3acobamu Ta iHWi BMAM B3aemopain" BignosigHo Ao
OHOBJEHOI iHhopMmalii Wwoao 6e3nekn 3acTocyBaHHS
AitoYoi pevoBuHM 3rigHO 3 pekomeHaauieto PRAC.
TepmiH BBeAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEePAKEHHS!

3a
peuenmom

He
nidnsieae

UA/0513/01/02

109.

METPOHIOA3
on

PO34MH ANS iHPDY3in
0,5 % no 100 mn
npenapary B
KOHTeWHepax; no 1
KOHTeWHepy B MniBLji
B KOpOOLi

AHaHTa
Megikeap
Nnra.

Benvka
BputaHia

€Bponand
Xentkeap [1BT.
Nta.

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu
| TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili Xxapakrepuctuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLLiHKM 3BITY 3 JOCHNIOKEHb, NPOBEAEHNX BigNOBIgHO
[0 nNnaHy negiatpuyHux gocnigxkeHs (PIP) (3miHy
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom)
3MiHU BHeCeHI A0 iHCTPYKLiT Ans MeguyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHA", "lMobiuHi peakuii”
BiQMNOBIAHO 4O OHOBMEHOI iHpopMaLii 3 6e3neku
[itoYoi pevoBuHN. BBeaeHHs 3MiH NpoTsarom 3-x
MiCsILiB Micnsi 3aTBEPAXKEHHS.

3a
peuerimom

He
nidnsieae

UA/15762/01/01

110.

MIAA3O0J1IAM-
BICTA

PO34MH Ans iH'eKLIN,
5 mr/mn no 50 mr no
10 mn B amnyni; no
5 amnyn y KapTOHHiIN
KopobLi

MicTtpan
Kenitan
MeHeXmeH
T JlimiTeq

AHrnia

BEM Inay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH 10 peecTpaLiiHux mMaTtepianis: 3miHu
| TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKii XxapakTrepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANs MeAMYHOro 3acCTOCYBaHHSA Ha NigcTasi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHSA NikapcbKkoro 3acoby B

3a
peuenmom

He
nionsieae

UA/18463/01/02
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JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)
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eUpPOb6HUKa
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Ymosu
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Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

nicnsipeecTpauiiHui nepiog, abo sik pesynbtaT
OLLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX BigNoOBIigHO
[0 nnaHy negiatpuyHunx gocnigkeHs (PIP) (3MiHy
Y3ro4KEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLUiT Ans MeanyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain "lMobiyvHi
peakuii” BignoBigHO 4O OHOBMEHOI iHpopmalii 3
6e3neku fgitoyoi pedoBuHW. BBEeaeHHs1 3MiH NPOTAroM
6-TV MicsUiB nicns 3aTBEPOKEHHS.

111.

MIAA3O0JIAM-
BICTA

PO34MH ANs iH'eKLIN,
5 mr/mn no 15 mr no
3 Mmn B amnyni; no 5
amnyn y KapTOHHIl
KopobuUi

Mictpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn
| TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NA Mean4Horo 3acTocyBaHHs Ha NiacTaBi
perynsipHo OHOBIIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX Bi4NOBIgHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro4PKEHO 3 KOMMETEHTHUM YTNOBHOBaXEHUM
opraHom)
3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3aain "lMobiyHi
peakuii” BignoBigHO 4O OHOBMEHOI iHhopmallii 3
6e3neku gjtoyoi pe4oBuHU. BBegeHHs 3MiH MpOTArom
6-TW MicsLiB Nicns 3aTBEPOXEHHS.

3a
peuerimom

He
nidnsieae

UA/18463/01/01

112.

MI®OPTUK

TabneTkn, BKpUTI
060noHkoto,
KWLLIKOBOPO34MHHI MO
180 mr; no 10
Tabnetok y 6nictepi;
no 12 Gnicrepis y
KopobLi 3 KapTOHY

Hosapric
dapma Al

LLiseviuapi
A

YacTKoBUI
KOHTPOMb SIKOCTI:
Hoeaprtic ®apma

LWteiH AT,

LLisenuapis;

BUPOGHMLTBO,

YacTKoBMI
KOHTPOMb SIKOCTI,

nepBUHHE

nakyBaHHs,

BTOPUHHE

naKyBaHHs:
HosapTic ®apma
MpogakwH M6X,

HimeuumHa;

nepBuHHE

naKyBaHHs,

BTOPUHHE

nakyBaHHs, BUMYCK
cepii:
Jlek

LLIseninapis/
HimevuunHa/
CrnioBeHis

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHn
| Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu MicuA NpoBagXeHHS
DisiNbHOCTI BUPOOHMKa (BKMoYarouu, 3a
HeobXiQHOCTI, MicLie NPoBEAEHHS KOHTPOIO SIKOCTI),
abo BnacHuka mactep-carnna Ha AP, abo
noctayanbHvka Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
3acTocoBYOTbCS Y BUPOOHMUTBI API (Ko
3a3HayeHo y I0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXKHOI pe4OBUHU
(sIKLLO 3a3HaYveHo y Aocbe) 3MiHA HallMeHYBaHHS Ta
agpecu MicLs NpoBagKeHHs AisiNbHOCTI BUPOBHMKa
A®I, BignosiganbHOro 3a koHTposb AkocTi (All tests
except Microbiology, Assay of Sodium by flame
AAS). [itoya pepakuisi: Novartis Integrated Services
Limited Ringaskiddy, Co Cork Ireland DUNS
985756561. NponoHoBaHa pepakuis: SGS
International Service Laboratory (ISL) Limited

3a
peuerimom

UA/8947/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dapmackloTrKarnc Ringaskiddy Cork, P43 FR 63 Ireland DUNS
A.4., BUpobHuya 985785798
OinbHUUSA
JNleHpaBa,
CnoBeHis
113. | MI®OPTUK TabneTtkn, BKPUTI Hoeapric LLseviLapi Y4aCTKOBMN LLIBerinapis/ | BHeCeHHs 3MiH 4O peecTpauiiHux maTtepianis: 3MiHn 3a - UA/8947/01/02
060n0HKo10, dapma Al A KOHTPOMb SIKOCTI: Himeuunna/ | Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa peuenmom
KWLLIKOBOPO34MHHI MO Hosaptic ®apma CnoseHis HaliMeHyBaHHS Ta/abo agpecu micus NPOBagKEHHS
360 mr; no 10 LtenH AT, LisinNbHOCTI BUPOOHMKa (BKItoYatouu, 3a
Tabnetok y 6Gnictepi; LLBenuapis; HeoOXiaHOCTI, MicLe NpoBeAEHHS KOHTPOIO SKOCTI),
no 12 6nicrepis y BMPOBHMLTBO, abo BnacHuka mactep-daina Ha AP, abo
KopobLi 3 KapTOHY YyacTKoBuUI noctavanbHuka A®l/BuxigHoro
KOHTPOMb SIKOCTI, matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
nepBUHHE 3aCTOCOBYHOTbCA Y BUPOOHMUTBI API (SIKLLO
nakyBaHHs, 3a3Ha4yeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BTOPUHHE BiACYTHOCTI cepTudikaTa BignoBigHOCTI
nakyBaHHs: €Bponevicbkin hapmakonei y 3aTBepaXeHoMy
HosapTic ®apma nocbke, abo BUpobHMKa HOBOI 4OMOMIXKHOT pe4oBUHM
MpoaakwH MéX, (SIKLLO 3a3HAYeHO Y Aocbe) 3MiHa HallMeHyBaHHS Ta
Himeyumha; agpecu Micusa NpoBafKeHHS AisrnbHOCTI BUPOOHWKa
nepBUHHE A®I, BignosiganbHoro 3a koHTposb skocTi (All tests
nakyBaHHs, except Microbiology, Assay of Sodium by flame
BTOPUHHE AAS). litoya pepakuis: Novartis Integrated Services
nakyBaHHS1, BUMYCK Limited Ringaskiddy, Co Cork Ireland DUNS
cepil: 985756561. MNMponoHoBaHa pepakuisi: SGS
Jlex International Service Laboratory (ISL) Limited
dPapmacbioTukanc Ringaskiddy Cork, P43 FR 63 Ireland DUNS
4.4., BupobHunya 985785798
ainbHUUSA
NeHpasa,
CnoBeHis
114. | MI®OPTUK TabneTkn, BKpUTI Hosaprtic LLisenuapi YaCTKOBUWA LLiBenuapis/ | BHeCeHHsI 3MiH 4O peecTpauiiHux maTtepianis: 3MiHK - - UA/10098/01/01
060onoHKot, dapma Al A KOHTPOMb SIKOCTI: Himeuumnna/ | Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa
KULLKOBOPO3YMHHI MO HosapTic ®apma CnoBeHisi HalMeHyBaHHs Ta/abo agpecu Micusa NpoBagKeHHs

180 wr; in bulk: no
10 TabneTok y
GnicTepi; no 12
GnicTtepis B
ynakosui; no 90
yNakoBOK Y KOpOOLi
3 KapTOHY

LWteinH AT,
LLisenuapis;
BUPOGHMLTBO,
YacTKoBUI
KOHTPOMb SIKOCTI,
nepBUHHE
naKyBaHHs,
BTOPUHHE
naKyBaHHs:
Hosaprtic ®apma
MpogakwH M6X,

DisiNbHOCTI BUPOOHMKa (BKMoYaruu, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOIO SIKOCTi),
abo BnacHuka mactep-cainna Ha AP, abo
noctayanbHuka Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
3acTocoByoTbCS Y BUPOOHULTBI ADI (sIKLL0
3a3HayeHo y I0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BiAnoBigHOCTI
€Bponeiicbkin hapmakonei y 3aTBepakeHoMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXKHOI pe4OBUHU
(sIKLLO 3a3HaYeHo y Aocbe) 3MiHA HallMeHYBaHHS Ta

HimeuuunHa; agpecu MicLsa NpoBaKeHHs AisinbHOCTI BUPOBHMKa
nepBuHHE A®I, BignosiganbHOro 3a koHTposb AkocTi (All tests
nakyBaHHS, except Microbiology, Assay of Sodium by flame
BTOPUHHE AAS). fitoya pepakuisi: Novartis Integrated Services
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nakyBaHHS1, BUMYCK Limited Ringaskiddy, Co Cork Ireland DUNS
cepii: 985756561. NponoHoBaHa pefakuia: SGS
Jlex International Service Laboratory (ISL) Limited
dapmackloTrKanc Ringaskiddy Cork, P43 FR 63 Ireland DUNS
0.4., BUpobHuya 985785798
OinbHUUSA
JNleHpaBa,
CnoBeHis
115. | MI®OPTUK TabneTkn, BKpUTI Hoeapric LLseviyapi Y4aCTKOBMN LLIserinapis/ | BHeCeHHs 3MiH 4O peecTpaliiHux maTtepianis: 3MiHn - - UA/10098/01/02
060OHKO1, dapma Al a KOHTPOMb AKOCTi: HimeyuunHa/ | TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
KWLLIKOBOPO34MHHI MO Hosaptic ®apma CnoBeHis HaliMeHyBaHHS Ta/abo agpecu micus NPOBadKEHHS
360 wr; in bulk: no LWtenH AT, DisinbHOCTI BUpOOHMKa (BKItoYatouu, 3a
10 TabneTok y LBenuapis; HeoOXiaHOCTI, MicLe NpoBeAEeHHS! KOHTPOIIO SKOCTI),
GnicTepi; no 12 BMPOBHMLTBO, abo BnacHvka mactep-danna Ha AP, abo
Gnictepis B YacTKoBuUI noctavanbHuka A®l/BuxigHoro
ynakosui; no 45 KOHTPOMb AKOCTI, mMaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
YMaKoBOK y KOpoOLi nepBuHHe 3acTocoByoTbCA Y BUPOOHMLTBI ADI (K10
3 KapToHY nakyBaHHs, 3a3Ha4yeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BTOPUHHE BiACYTHOCTI cepTudikaTa BignoBigHOCTI
nakyBaHHs: €Bponevicbkin hapmakonei y 3aTtBepaXeHoMy
HosapTic ®apma nocbke, abo BUpobHMKa HOBOI OMOMIXKHOT pe4oBUHM
MpoaakwH MéX, (SIKLLO 3a3HAYeHO Y Aocbe) 3MiHa HallMeHyBaHHS Ta
Hime4yuunha; agpecu Micusa NpoBafKeHHS AisrnbHOCTI BUPOOHMKa
nepBUHHE A, BignosiganbHoro 3a koHTposb skocTi (All tests
nakyBaHHs, except Microbiology, Assay of Sodium by flame
BTOPUHHE AAS). [itoua pepakuisa: Novartis Integrated Services
nakyBaHHs, BUNYyCK Limited Ringaskiddy, Co Cork Ireland DUNS
cepil: 985756561. MNMponoHoBaHa pepakuisi: SGS
Jlex International Service Laboratory (ISL) Limited
dPapmacbioTukanc Ringaskiddy Cork, P43 FR 63 Ireland DUNS
4.4a., BupobHunya 985785798
ainbHUUSA
NeHpasa,
CnoBeHisi
116. | MOBIHA3A®- | Tabnetku, BKpUTI Mosi Xenc LLisenuapi CaBa Xenckea IHpia/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu 3a - UA/11619/01/01
10 MIr 060mnoHKol0, meX ] Nta, lHais YropuuHa | Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom
KULLKOBOPO3YMHHI MO Megiton dapmakoHarnsgy (iHwi 3miHu) 3MiHWM BHeceHi B
10 mr; no 10 dapmachkioTikan TEKCT MapKyBaHHS1 YMaKOBKW MikapCbKoro 3acoby
Tabnetok y 6nictepi; JITa., YropwuHa LLIOAO YTOYHEHHS NOrOTUMNY 3asiBHUKA Ta TEXHIYHOI
no 1 abo 3 Gnictepu iHdbopMaLii, a TakoXX BHECEHO He3HayHi pefaKuiviHi
B KapTOHHIln kopobui npasku.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEPKEHHS
117. | MOBIHA3A®- | TabneTku, BKpUTI Mogi Xenc LLiseviapi CaBa Xernckea IHais/ BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis: 3MiHn 3a - UA/11619/01/02
20 MIr 000mnoHKoI0, m6X a Nta, Hais YropuuHa | Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom
KWLLIKOBOPO34MHHI MO MegiTton dapmakoHarnsaay (iHwi 3miHn) 3MiHM BHeCeHi B
20 mr; no 10 dapmachkioTikan TEKCT MapKyBaHHS YMaKOBKW MikapCbKoro 3acoby

Tabnetok y 6nictepi;
no 1 abo 3 brnictepu

Jita., YropwuHa

OO0 YTOYHEHHS NOTOTUMY 3asiBHUKA Ta TEXHIYHOI
iHdbopMalLlii, a Tako)X BHECEHO He3HaYHi pefaKLiviHi




72 [IponoBkeHHs noaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
B KAPTOHHIl Kopobui npasku.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS
118. | MOMETA3OH | cnpei HasanbHuUiA, TOB «TeBa Ykpaina BMPOBOHMLTBO 3a Yecbka BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a - UA/15611/01/01
-TEBA cycnensis, 50 YkpaiHa» MOBHUM LIMKITOM: Pecnybnika/ Il TMNYy - 3miHn 3 sikocTi. FoTOBMI NiKapCbkKiA 3aci6. peuenmom
Mkr/go3sy; no 10 r (60 TeBa Yex Benwka KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa
[03) y onakoHi 3 IHAacTpi3 c.p.o., Bputanis napameTpiB cneuudikauin Ta/abo 4oNyCTUMUX MEX
[03YI04nM crnpen- Yecbka roTOBOrO fikapCbKoro 3acoby (3miHa 3HaxoaMTbLCA
HacocoMm Ta Pecny6nika; nosa 3aTtBepAXeHUMMN ONyCTUMUMUN MeXammn
posnusnoBayem, KOHTPOrb cepii 3a cneumdikaLin)
3aKpUTUM NOKa3HMKOM PO3LUMPEHHST BEPXHBOI MeXi napameTpy «B’askicTb»
KoBrna4kom; no 1 "BuaHa4vyeHHs i3 20-60 cl13 go 20-65 cl3 y cneuudikauii M3
dnakoHy B MOMETa30HYy NPOTAroM TepPMiHy NpuaaTHOCTI. TakoX BHECEHO
KapTOHHIN kopobLi dypoary y manux peAakuinHi npasku B po3gin 3.2.P.5.1.
Kpannsx/yactkax": Cneundikauisi. BBegeHHs 3MiH NpoTsirom 6-Tu
MenbbypH MicAaLiB Micnsa 3aTBEpPAXEHHS.
CanHtundik
JlimiTen, Benuka
BpuTaHia
119. | MYCKOME[ PO3YMH ANS iH eKUiN, TOB YkpaiHa Medap Inay CaH. TypeydnHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHn 3a - UA/14717/01/01
4 Mr/2 mn, no 2 mn B «YorPng A.LL | TMny - 3miHK 3 sikocTi. FoTOBUMIA NikapcbkMi 3aci6. peuenmom
amnyni; no 6 amnyn MEOWLINH» 3MiHn y BUpobHMUTBI. 3MiHa po3mipy cepii
B KOHTYPHIV (BKrTrOYalo4M gianasoH po3Mipy cepii) roToBoro
YapyHKOBIl nikapcbkoro 3acoby (36inbweHHs go 10 pasis
ynakoBLj; no 1 NOPIBHAHO i3 3aTBEpAXeHM po3mipom) [loaaHHs
KOHTYPHIW anbTepHaTVBHUIA po3mip cepii 400 i (186 046
YapyHKOBIN ynakoBLi amnyn) 4o BXe 3aTBepakeHoro poamipy 50 n. 3MiHu
B KapTOHHIN Kopobui Il TMny - 3miHn 3 akocTi. API. BupobHnuTeo. 3miHa
BMPOBHVKa BUXiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpo6HM4omy npoueci A®I, abo 3miHa BUpOGHMKa
(Bknoyatoum, oe HeobxiaHoO, MicLe NpoBeAEHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTi cepTudikata
BigMNoBigHOCTI €Bponenchkii papmakonei y
3aTBepAKeHOMy A0Cbe)(iHWi 3MiHn) 3amiHa
BUpo6HuKa A®I Alchem International Limited, IHgis
Ha India Glycols LTD Registerd office: Plot No.2-B,
Sector-126, Express Highway, Near Lotus Valley
International School, Noida-201304 (U.P.) Works:
Plot No2,3,4,&5 Pharmacity, Selagui,Dehradun-248
197, Uttarakhand, India 3 HagaHHAM macTep-darina
Ha ADI
120. | HEBIHOPM Tabnetku no 5 mr, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW 3a He UA/19237/01/01
no 10 Tabnetok y «MIKPOXIM «MIKPOXIM», | Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa peuenmom | nidnszae
GnicTepi; no 2 » YkpaiHa HaliMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
6nictepn y nayuj 3 (BMpoOHMYa peecTpaLinHOro NocBiA4YeHHS) 3MiHa agpecu
KapTOHY AinbHWUS (BC 3asiBHUKA. 3MiHV BHECEHI B iHCTPYKLIil0 Ans
cragii MEAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby y

BMPOBHMYOro

po3ginu "3assHuK" Ta "MicuesHaxomKeHHs
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
npouecy)) 3asBHMKA" y 3B'A3KY 3i 3MiHOKO afpecu 3asBHUKA.
TOB HB® BBegeHHs 3miH NpoTArom 6-Tv MicauiB nicnsi
«MIKPOXIM», 3aTBepMKEHHs. 3MiHN | TUny - 3MiHM 3 SKOCTI.
YkpaiHa [oToBMI nikapcbkuii 3aci6. 3MiHWM Yy BUPOBHMLTBI.
(BignoBiganbHMN 3MiHa iMnopTepa/amiHn, Lo CTOCYIOTLCS BUMYCKY
3a BMNyCK cepii, cepii Ta KOHTPOIH SKOCTi FOTOBOIO NiKapCbKoro
He BKMYaum 3acoby (3amiHa abo goaaBaHHS BUPOBHMKa, L0
KOHTpONb/BUNPOBY BianoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
BaHHSA cepii) BKITHOYAK0UM KOHTPOSIL/BMNPOBYBaHHSA cepii.
[opnaBaHHs BupobHuka 13, BignoeigansHoro 3a
BWMYCK Cepii, He BKIN0Ya4n
KOHTponb/BunpobyeaHHs cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m. Kuis,
Byn. bByaiHaycTpii, 5). 3MiHN BHeceHi B po3ainn
"BupobHuk" Ta "MicuesHaxomkeHHs BUPOOHMKa Ta
agpeca Micus NpoBagKeHHs1 Noro AianeHocTi"
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y 3B'A3Ky 3 AoAaBaHHAM
BMpo6HMKa, BignoBiganbHOro 3a BUMNycK cepii, Ta
MOXITUBICTIO APYKyBaTN OKpeMi iHCTPYKUii Ans
ME[MNYHOro 3aCTOCYBaHHS Ans BignoBigHNX
BMPOGHWKIB; SIK HACMIOK - NOsIBa yNakoBOK
nikapcbkoro 3acoby Ans 40AAaTKOBOro BUPOOHMKa.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPKEHHS.
121. | HIKCAP® 10 TabneTtku, LWo MeHapiHi ITrokcemby BupobHuuTBo “in ITanisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHn 3a - UA/13866/02/01
Mr OncnepryoTbes B IHTepHeLLoH pr bulk”, nakyBaHHs, | Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom
POTOBIN NOPOXKHWHI, an BUMYCK cepint: A. dapmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
no 10 wmr; no 10 OnepenioH MeHapiHi NoJaHHs1 perynspHoO OHOBIIOBaHWX 3BiTiB 3 6e3neku
Tabnetok y 6nictepi; [ MaHydakTypiHr nikapcbkux 3acobiB - 3MiHa YacToTu Ta TepMiHiB
no 1 abono 3 ITrokcembypr TloricTikc eHp, nofaHHs peryrnsipHo OHOBIHOBAHOIO 3BiTy 3 6e3neku
Gnictepu B Cepsicec C.p.J1., [itoya pepakuis: Yactota nogaHHs perynsipHo
KapTOHHiI kopobui ITanis; KonTtponb OHOBMOBaHOTO 3BiTYy 3 6e3neku 1 pik KiHueBa aata
cepin: A. MeHapiHi Ans BkntoveHHst AaHunx go PO36 - 07.03.2018 p.
MaHydakTypiHr [ata nogaHHs - 16.05.2018 p. NponoHoBaHa
TNoricTikc eHa pepakuisa: Yactota nogaHHs perynspHo
Cepsicec C.p.J1., OHOBMOBaHOTO 3BiTy 3 6e3neku 3 poku KiHueBa aata
ITanis;; €BpodiHC ans BkrtoveHHs aaHux ao PO3B6 - 07.03.2024 p.
Bionab cpn, ITanis [ata nogaHHs - 05.06.2024 p.
122. | HIMECYNIO Tabnetku no 100 wmr, AT YkpaiHa AT "Ny6Hucpapm" YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHU 3a - UA/5536/01/01
no 10 Tabnetok y "Ny6Hndap Il Tuny - 3miHu 3 akocTi. APl BupobHuuteo. 3miHa peuenmom
Gnictepi,no 1,2, 3 m" BUPOGHMKa BUXiOHOTO/MPOMiXKHOIO

abo 10 GnicTepiB y
nayui 3 KapToHy; no
10 TabneTok y
Gnictepax

NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpo6HM4omy npoueci A®I, abo 3miHa BUpoGHMKa
(Bkntovatoun, Ae HeobxigHO, MicLie NPoBEAEHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudpikata
BiAMOBIAHOCTI €Bponencoki papmakonei y
3aTBEepAKEHOMY [0ChE)(BBEAEHHS HOBOIO
BMpoGHWKa AD| 3 HagaHHsIM MacTep-caiina Ha API)
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
- BBeAleHHs HoBOro BUpobHuka APl MaHranam [dparc
eHg Opranike JlTa., IHAia 3 HagaHHAM macTep-
canna (sepcis AM®: MDOL/NMS/OP-2023/00;
nara: 4 kBiTHs 2023 poky)
123. | HIMECYNIA NOPOLLIOK MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHU 3a - UA/19690/01/01
rpaHynbLoBaHUA Ang "Ximcpapmaa "Ximcpapmsasog | TMny - 3MiHK WwWopao Gesnekn/edhekTUBHOCTI Ta peuenmom
oparnbHOI CycneHaii, BOg "YepBoHa 3ipka" dapmakoHarnagy (iHwi 3miHu). BBegeHHs
100 mr/2rno2ry "YepBoHa [04aTKOBOro TEKCTY MapKyBaHHSA BTOPUHHOT
cawe; no 10 cawe 3ipka" yNaKoBKW NikapcbKkoro 3acoby i3 3a3HadyeHHsaM 2D-
ab6o 30 cawe y naywi kogy y n. 17 IHLWE. TepmiH BBeAEHHS 3MiH -
3 KapToHy npoTarom 6 micsuiB Nicns 3aTBEpAKEHHS.
124. | HIMIO® rpaHynu, 100 mr/2 ; TOB YkpaiHa KYCYM IHais/ BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHW 3a He UA/4240/03/01
no2recauwe, no 30 | "Mendapm XENTXKEP MBT Ykpaina | Tuny - 3miHn Wwopo 6e3nekn/edekTnBHOCTI Ta peuenmom | nidnszae
callue B KapTOHHIN nTa" NTA, Ingis; dapmakoHarnsaay. 3miHW y KOPOTKil XxapakTepuctuui
ynakoBLji TOB "KYCYM nikapcbKkoro 3acoby, TeKCTi MapKyBaHHs Ta

DAPM", YkpaiHa

IHCTPYKUIT ANs MeAWYHOro 3aCTOCYBaHHS
reHepuyaHnX/ribpnaHnx/6ionodibHux nikapcbkmx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUI Npenapart (3MiHa He noTpebye
HaJaHHS )XOOHMX HOBUX A0AATKOBUX AaHMX) 3MiHU
BHECEHI [0 iHCTPYKLUIT ANns MeguMYHOro 3acTocyBaHHS
nikapcbKkoro 3acoby y posginu "®apmakonorivHi
BnactueocTi", "lpoTunokasaHHs", "B3aemogis 3
iHLIMMM nikapcbknumm 3acobamm Ta iHWi Buam
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHIiCTe BNNMBATY Ha LBUAKICTb peakwii
npun KepyBaHHi aBTOTpPaHCNOPTOM abo iHLnMK
MexaHiamamu", "Cnocib 3acTtocyBaHHs Ta Josu",
"Mepepno3yBaHHs", "MobiyHi peakuii” 3rigHo 3
iHpopMaUji€eto Woa0 MeANYHOTO 3aCTOCYBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (Himecun,
rpaHynu anst opanbHoi cycnexsii no 100 mr/2 ).
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3miHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOpOTKii XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii ANs MeanyHoro
3aCTOCyBaHHsI Ha MiACTaBi perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCHIOXKEHb,
NPOBEAEHNX BIiANOBIAHO A0 NNaHy negiaTpuyHmx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YTNOBHOBaXXEHUM OpraHoM) 3MiHu
BHECEHi [0 IHCTPYKLii ANs MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "3acTtocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaat”
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BiZNOBIOHO O OHOBMEHOI iHhopMmaLii 3 6e3neku
nito4oi pe4oBrHU. BBeaeHHs 3MiH NpoTArom 6-1n
MicsuiB nicnst 3atBepaKeHHs. 3MiHu | Tuny - 3MiHu
Lofo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHK) 3MiHN BHECEHI A0 IHCTPYKLIT ANs
MeAMYHOro 3aCTOCyBaHHSI NikapCcbKoro 3acoby y
po3ain "MoGiyHi peakuii" LWoao 3BiTyBaHHA NPo
noGiyvHi peakuji.

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) oo 3060B's3aHb Ta yMOB
BMAayi peecTpauiniHoro NocBigYeHHs, BKIOYao4mn
lMnaH ynpasniHHA pusukamm (3aCTOCYBaHHS TEKCTY,
SKUA NOTOMPKEHWUIA 3 KOMMNETEHTHUM OpraHoMm)
3asBHMKOM HagaHO OHOBNEeHWUI [naH ynpasBniHHA
pusmkamm Bepcis 2.0. 3MiHM BHECEHO 0 YacTuH: |
«3aranbHa iHdopmauis» || «Cneumndikauis 3
6eanekn» Il «MnaH 3 dapmakoHarnsgy» IV «Mnaxm
Loao nicnapeecTpauiiHnX AOCHiMKEeHb
edekTnBHOCTI» V «3axoau 3 MiHimizauii pusukis» VI
«Pestome nnaHy ynpaeniHHS puankamu» VI
«[opatkm» (aopatkm 1-8) y 3B’A3Ky 3 OHOBINIEHHAM
iHbopMalii 3 6e3neku Lito4oi pevoBMHN HiMecynig
BiANOBOHO A0 aKTyanbHOI pedepeHTHOI iHdopmalLlii,
a TakoX y 3B'A3Ky i3 3MiHOK cbopmaTy BiAnNoBiAHO A0
Bumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines).

125.

HIMIA®

Tabnetkun no 100 wr,
Onst BUpobHuka
KYCYM XENTXKEP
MBT NTA, IHais: no
10 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLj;
no 10 Tabnetok y
Gnictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLi;
no 10 ynakoBoK y
KapTOHHiI kopobuyj;
anst BupobHuka TOB
"KYCYM ©APM"
Ykpaina: no 10
Tabnetok y 6nictepi;

TOB
"TMEOPAP
mnaTa"

YkpaiHa

KYCYM
XENTXKEP MNBT
NTA, Inais;
TOB "KYCYM
DPAPM", Ykpaina

IHgis/
YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHn
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHW y KOpoTKil XapakTepucTui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/6ionodibHUxX nikapcbkmx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pedepeHTHUIA Npenapar (3mMiHa He noTpebye
HaAaHHS XOAHUX HOBUX AOAATKOBMX AaHUX) 3MiHM
BHECEHi [0 IHCTPYKLii ANs MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu "®apmakonorivHi
BnactueocTi", "[poTunokasaHHs", "Baaemogis 3
iHLIMMK NiKapcbkUMK 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpypa”, "Mobivni peakuii” 3rigHo 3 iHbopmaLieto
LLOA0 MEANYHOrO 3aCTOCyBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (HIMECWII, rpaHynu ansi

3a
peuerimom

He
nidnsieae

UA/7649/02/01
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

no 1 Gnictepy B
KapTOHHIN ynakoBLi;
no 10 Tabnetok y
Gnictepi; no 10
6nictepis y
KapTOHHIl kopobui

oparnbHoi cycneHsii, no 100 mr). BeegeHHs 3amiH
npoTarom 6-Tu micauis nicns 3aTeepaXeHHs. 3MiHu |
TMny - 3MiHun wopo 6eanekn/edekTMBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLUIT ANs MeaMYHOro 3acToCyBaHHSA Ha nigcTasi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS NnikapcbKoro 3acody B
nicnsipeecTpauiiHuin nepiogd, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCNIAKEHb, NPOBEAEHNX BigNoOBIgHO
00 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom) 3MiHM BHECEHI 0 iHCTPYKUii Anst
MeAMYHOro 3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3ain "3actocyBaHHA y nepiod BariTHOCTi abo
rogyBaHHs rpyaar” BignoBigHO 40 OHOBMEHOI
iHdopMauii 3 6e3neku gito4oi pe4oBnHU. BBeaeHHs
3MiH NPOTAroM 6-TK MicsUIB NiCNs 3aTBEPKEHHA
3minu | Tvny - 3miln wopo 6esnekv/edeKTMBHOCTI
Ta chapmakoHarnsay. BHeceHHst abo amiHa(n) oo
30060B'A3aHbL Ta YMOB BuAaYi peecTpaLiiHoro
NnocBiAYeHHs1, BKoYatoum NnaH ynpasniHHS
pu3nKamm (3aCTOCyBaHHSI TEKCTY, SIKUIA NMOrOLXKEeHWI
3 KOMMETEHTHUM opraHom) 3asiBHUKOM HagaHo
OHoBneHun MNnaH ynpasniHHA pusnkamm Bepcis 2.0.
3MiHu BHeceHo Ao YacTuH: | «3aranbHa
iHdpopmauis» Il «Cneumdikanis 3 6eanekm» Il «MnaH
3 papmakoHarnagy» IV «lMnaxu wopo
nicnsapeecTpauinHux gocnigpkeHb edpekTMBHOCTI»
V «3axogu 3 MiHimi3aLii puaukiB» VI «Pestome nnaHy
ynpasniHHa pusmkammy VIl «dogatkuy (gopatkm 1-
8) y 3B’A3Ky 3 OHOBMEHHSIM iHdopmaLii 3 6e3nekn
[iroY0i pevyoBMHK HiMecynig BiANoBAHO A0
aKTyanbHOI pedepeHTHOI iHopMmalii, a Takox y
3B'A3KY i3 3MiHOK hopmaTy BignoBigHO 4O BUMOr
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines). 3miHun | Tuny - 3MiHun wopo
6e3nekn/edeKkTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHK) 3MiHW BHECEHI 40 IHCTPYKLUii AN MeauYHOro
3acTocyBaHHS nikapcbkoro 3acoby y po3sAin "lMNobiyHi
peakuii” Woao 3BiTyBaHHSA Npo NobiyHi peakwii.
BBegeHHs 3MiH NpoTArom 6-Tu Micauis 3 gaTtu
3aTBEPKEHHS.

126.

HOPBACK®

Tabnetku no 10 wmr;
no 10 TabneTok y

BiaTpic
CnewenTi

CLUA

Bupo6Huk,
BignoBiganbHUN

HimeuuunHa/
CLIA

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa

3a
peuermom

He
nidnsiecae

UA/5681/01/02
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHIN ynakoBLj

nnc

3a nakyBaHHS,
KOHTPOIb AKOCTI
Ta BUNyCcK cepii:
MNdpanzep
MeHtodekdypuHr
Donunenp Mv6X,
HimevuunHa
Bupo6HuK,
BignoBiganbHUn
3a BUPOBHULITBO
npenapary in bulk,
KOHTPOMb SIKOCTI:
MNdpanzep
dapmactoTikana
JNinc, CWA

HaiMeHyBaHHs1 Ta/abo agpecy 3asBHUKA (BnacHuKa
peecTpauinHOro NoceifgyYeHHs) AgmiHicTpaTMBHa
3MiHa HaMeHyBaHHS Ta afpecu 3asiBHUKa
(BnacHuka peecTpauiiHoro nocBig4eHHs) 6e3 3aMiHu
camoi topuamyHoi ocobu. BnacHukom Pr1
3anvwaeTbCsl OfHa 1 Ta cama topuanyHa ocoba.
3MiHN BHECEHO B TEKCT MapkyBaHHs B N.6 «IHLLE»
(nepBuHHa ynakoska) Ta 'y n. 17 «IHLWE» (BTOpuHHa
ynakoBKa) LLo0 NoroTuny 3asBHuKa. TepMiH
BBeEHHS 3MiH npoTsarom 12 micauis nicns
3aTBepMKeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu Micus
NpPOoBaXeHHs OisiNbHOCTI BUpobHMKa/imnopTepa
roTOBOrO MiKAPCLKOro 3acoby, BKIOYaUM AinNbHAL
BUNYyCKy cepii abo MicLe NpoBeaeHHs1 KOHTPOSO
SIKOCTI. (BisnbHICTb, 3a SIKy BignoBinae
BMPOGHMK/IMNOpTEp, BKIOYAOUM BUMYCK CEPilt)
3miHa agpecu BupobHUKa BignoBiganbLHOro 3a
nakyBaHHS, KOHTPOSb AKOCTi Ta BUNYCK cepii, y
3B'A3Ky 3 NPUBEAEHHAM aapecu A0 3a3HajveHoi y
OHOBIeHI niueHsii Ta GMP cepTtudikari.
Bupo6Hmya ainbHUUA Ta BCi BUPOGHMYI onepalii
3anuLIalTbCsl He 3MIHHUMUW. TepMiH BBe4EHHS 3MiH
npoTsarom 12 micauis nicnsi 3aTBepaXeHHs. 3MiHu |
TMNYy - AOMIHICTPaTMBHI 3MiHW. BunyveHHs
BUPOOHMYOT AinbHULI (BKITHOYAKOYM AiNbHALI ANst
A, npomixHoro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHULi Ans NpoBeAeHHS
nakyBaHHsi, BUpOOHWKa, BiANoBiaanbHOro 3a BUMycK
cepii, micLe NpoBeaeHHs! KOHTporto cepii) abo
rnocTayanbHvKa BMXigHOrO maTepiany, peareHTy abo
[OMNOMIXKHOI pe4OBUHU (SKLLO 3a3HaYeHO y [OChE)
AgMiHicTpaTBHa 3MiHa BUINYyYEHHS1 BUPOOHUYOT
AinbHWUI BignoBiganbHoi 3a BUPOBHULTBO
npenaparty in bulk, nakyBaHHS, KOHTPOMb AKOCTi Ta
Bunyck cepii P-dapm xepmaHi F'M6X, HimeuumHa.
3anuwaeTbCs anbTepHaTUBHI BUPOGHMKM KOTPI
BUKOHYIOTb iA€HTUYHI dpyHKUii: [Ndansep
MeHtodpekuypuHr Jonunang Mm6X, HimeuunHa ta
Mdpanszep Papmactotikans JINC, CLUA. TepmiH
BBeAEHHS 3MiH npoTsarom 12 micauis nicns

3aTBEpPKEHHS!

127.

HOPBACK®

TabneTku no 5 mr;
no 10 Tabnetok y
GnicTepi; no 3 abo
no 6 Gnictepis y
KapTOHHIN ynakoBLii

BiaTpic
CrewenTi
nnc

CLUA

Bupo6Huk,
BignoBiganbHUM
3a NaKyBaHHs,
KOHTPOIb SKOCTI
Ta BUMyCK cepii:
Mdparzep
MeHtodpekyypuHr

HimeuuunHa/
CWA

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHn
| Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
peecTpaLiHOro noceiaYeHHs1) AaMiHicTpaTMBHa
3MiHa HalMeHyBaHHA Ta afipecy 3asiBHMKa
(BnacHuka peecTpauiniHoro NoceigYeHHs1) 6e3 3miHu
camoi lopuanyHoi ocobu. BnacHukom Pl

3a
peuenmom

He
nionsieae

UA/5681/01/01
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Donunenp Mv6X,
HimeuyunHa
Bupo6HuK,

BignoBiganbHUn

3a BUPOBHULTBO

npenaparty in bulk,

KOHTPOMb SIKOCTI:
Mdpanzep

dapmactoTikana
JNincC, CWA

3anvwaeTbCsl OfHa 1 Ta cama topuamyHa ocoba.
3MiHM BHECEHO B TEKCT MapKyBaHHs B N.6 «IHLUE»
(nepBuHHa ynakoBka) Ta 'y n. 17 «IHLWE» (BTOpuHHa
ynakoBKa) LLo0 NOoroTuny 3asBHuKa. TepMiH
BBeAEeHHS 3MiH npoTdarom 12 micauis nicns
3aTBepPAKEHHS. 3MiHu | TNy - AaMiHiCTpaTUBHI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu Micusi
NpoBaXXeHHs AisinbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO NiKapCbKoro 3acoby, BKIYa4umM SinbHUL
BUNYyCKy cepii abo MicLe NpoBeAeHHS1 KOHTPOSO
AKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, BKIOYA4M BUMNYCK cepilt)
3miHa agpecu BupobHUKa BignoBiganbLHOro 3a
nakyBaHHSi, KOHTPOIb SKOCTi Ta BUMNYCK cepii, y
3B'AI3KY 3 NPUBEAEHHAM aapecu A0 3a3HaYeHoi y
OHOBJeHI niueHsii Ta GMP cepTtudikari.
Bupob6Huya ainbHuua Ta BCi BUPOGHMYI onepalii
3anuLaTbCs He 3MIHHUMUW. TepMiH BBe4EHHS 3MiH
npoTsarom 12 micauie nicnsi 3aTBepaXeHHs. 3MiHu |
TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinbHUUI (BKMOYaKO4YM AiNbHULI Ans
A®I, npomixxHoro npogykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeAeHHS
nakyBaHHs1, BUpOOHYKa, BiAnoBiganbHOro 3a BMMnyck
cepii, mMicLe NpoBeaeHHs KOHTpOorto cepii) abo
nocTayarnbHvKa BMXIQHOIO MaTepiany, peareHTy abo
[OOMNOMiXKHOT pe4oBUHU (SIKLLO 3a3HaYeHO y [OChE)
AgMiHicTpaTBHa 3MiHa BUINYyYEHHS1 BUPOOHUYOT
[inbHULI BiANOBIAanNbHOI 3a BUPOOHULITBO
npenaparty in bulk, nakyBaHHsi, KOHTPOIb SKOCTi Ta
Bunyck cepii P-®apm Dxepmani TM6X, HimeuuunHa.
3anuwaeTbCs anbTepHaTUBHI BUPOOHMKM KOTPI
BUKOHYIOTb iAeHTUYHI doyHKUii: Mdpansep
MeHtodekdypuHr Jonunang M'mbX, HimeyunHa ta
Mdpansep Papmactotikana JIJIC, CLWA. TepmiH
BBeAEHHS 3MiH npoTarom 12 micauis nicnsa
3aTBEPKEHHS

128.

HOPENIHE®
PUH
KAJLEKC

KOHLeHTpaT ans
PO34mMHY Ans
iHdpy3in, 1 mr/mn, no
1wmn,2mn,4wmn,5
mn, 8 mn abo 10 mn
B amnyni, no 5
amnyn B KOHTYPHil
YapyHKOBIN
ynakoBLi; no 1 abo 2
KOHTYPHi YapyHKOBI
ynakoBLji B nayui 3
KapTOHY

AT
"Kanuekc"

IarBis

BMPOGHUK, SKVI
BignoBsigae 3a
KOHTpOrb
cepii/BunpobysaH
HS:

AT "T'piHgekc",
INaTBis
BCi cTagii
BUPOGHMYOrO
npotecy, Kpim
BUMYCKY cepii:
XBM ®apma

TNarsisi/
CnoeayunHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
TexHi4Ha nomwurka (3rigHo Hakady MOS Big
23.07.2015 Ne 460) - TexHi4Hy NOMUNKY
BMNPaBIeHO B iHCTPYKLUii ANS MEeAUYHOro
3aCTOCYBaHHS Ta TEKCTi MapKyBaHHS YNakoBKM
nikapcTkoro 3acoby B 3a3HaueHi KinbkiCHOro cknagy,
a came He Byrio BKa3aHO KinbKiCTb HopeniHedpuHy
TapTtpaty (2 mr, 4 mr, 8 mr, 10 mr, 16 mr, 20 wmr).
3a3HaueHe BUMNpaBreHHs BignoBigae MaTepianam
peecTpaLiiHoro Jocke

3a
peuerimom

UA/19739/01/01
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
c.p.o.,
CnoBayuvHa
BUNYCK cepii:
AT "Kanuekc",
JlatBig
129. | HYMETA emMynbCia gns Bakctep Benbria BUNPOOYBaHHSA Benbriga BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHn 3a - UA/17633/01/01
G13E iHdpysin, no 300 mn C.A. KOMMOHEHTIB | Tvny - 3miHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3acio. peuenmom
(50 % po3uunH cknaay; KoHTponb AonomipkHux pevoBrH. 3MiHa y MmeToaax
rnoko3n — 80 mm; BUNPOOYBaHHSA BUNPOOYBaHHSA LONOMIKHOT pe4OBUHM (BUIYYEHHS
5,9 % po3unH NPOMIXXHOTO meToay BUNpobyBaHHs, SIKLLIO anbTepHaTUBHUIA

aMiHOKMCROT 3
enekTponiTammn —
160 mn; 12,5 %
ninigHa emynbcia —
60 mn)y
TpYKaMepHoOMy
nnacTMKoBOMy
nakeri.
TpukamepHuin
NnacTUKOBUIA NakeT
ynakoBaHum y
3aXMCHY MNiBKOBY
060nNOoHKy, WO
MiCTUTb NornuHaY
KWUCHIO Ta iHauKaTop
KUCHIO; no 10
nakeTiB Y KapTOHHIN
KopoobLi

npoaykTy (CymiLu
aMiHOKMUCOT);
BUPOBHMLUTBO
cucTemm
KOHTEeWHep/3aKyno
proBanbHUiA 3acio;
BMPOGHMLTBO
nikapcbKoro
3acoby,
HamnoBHEHHS,
NoKpUTTS
3aX1CHOI
060moHKOo0
(overpouching);
cTepunisauis Ta
ynaKkoBKa;
BUNpPOOYBaHHs
nikapcbKoro
3acoby; BUMyck
cepii: bakcTtep
C.A., benbris

meToA BUNpobyBaHHS BXe 3aTBEPAXKEHO)
Buny4yeHHs meToay nonym’ siHoi poTomeTpii ons
BU3HAYEHHS HaTpIto, ANSA AOMOMIXHOI pe4OBUHM
Sodium oleate (BupobHuuTBa KOMnaHii Lipoid), Tak
SIK anbTepHaTUBHUIA MeTog BUNpobyBaHHs (€Bp.d.
2.2.22 - ATOMHO-eMiciiHa CNeKTPOMEeTpiIs) Bxe
3aTBepakeHo. 3MiHu | TUny - 3MiHK 3 SKOCTI.
["oToBMI Nikapcbkuii 3aci6. KOHTPonb JOMNOMIKHUX
pevoBUH. 3MiHa NnapameTpiB cneumdikaLin Ta/abo
OOMyCTUMUX MEX A1 AOMOMKHOI PEYOBUHN
(BUNy4YeHHs 3i cneundikaLii He3Ha4YHOro NokasHuka
(Hanpu1knag 3acTapinoro nokasHuka)) BunydeHHs 3i
crneundikauii 4na AoNoMiKHOI pedoBrHM Sodium
oleate (BMpo6HuUTBa KoMnaHii Lipoid) nokasHuka
Baxki MmeTanu. 3miHu | Tuny - 3MiHmM 3 sKocTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BigMOBIAHOCTI €BpONENChHKIl
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€sponevicbkinn dapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxke 3aTBepaKEHOro BUPOBHUKa -
[MogaHHA oHOBREHOro cepTudikaTa BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2008-099-
Rev 04 (3atBepaxeHo: R1-CEP 2008-099-Rev 03)
ans gitoyoi pevosuHu Glycine, Big Bxe
3aTBepakeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. 3miHu | Tvny - 3miHK 3
sikocTi. CepTudikaTt BignosigHocTi/l E-cepTudikat
BiZNOBIQHOCTI €Bponenchkin
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€sponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOro NPOAYKTY, Lo
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[IponoBkeHHs noaaTka 2

Ne

Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikat Bif y)Ke 3aTBEpKEHOro BUPOBHMKa -
MoaaHHA oHOBNEHOro cepTudikaTta BiANOBIAHOCTI
€poneickkin dpapmakonei Ne R1-CEP 1999-136-
Rev 08 (3atBepakeHo: R1-CEP 1999-136-Rev 07)
ans gitoyoi pevosuHm Methionine Big yxe
3aTBepakeHoro BmpobHuka SEKISUI MEDICAL CO.,
LTD., Japan. 3minu | Tuny - 3miHn 3 SIKOCTi.
CeprudikaT BignosigHocTi/lE-ceptudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBReHWN
cepTuddikat Bif yxKe 3aTBEpAKEHOro BUPOOHMKa -
MopaHHA oHoBREeHoro cepTudpikaTta BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2014-204-
Rev 01 gns gitovoi pevosnHu Threonine Big
3aTBepakeHoro BupobHuka AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA, INC., USA.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPKEHHS.
3miHu | Trny - 3minm 3 akocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€sponevicbkinn dpapmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, L0
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yke 3aTBepAKEHOro BUPOOHMKaA -
[MogaHHA oHOBREHOro cepTudikaTa BigNOBIgHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2012-336-
Rev 01 (3atBepaxeHo: R1-CEP 2012-336-Rev 00)
ans pitoyoi pevoBuHU Soya-bean oil refined, Big Bxe
3aTBepakeHoro BMpobHuka Societe Industrielle des
Oleagineux, ®paHuis
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa y MeTogax BMNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (iHwWi 3MiHW y MeTodax
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BMNpOoOyBaHb (BKItoYa4M 3amiHy abo
AonoBHeHHs)) [loaaHo anbTepHaTUBHUN METOA,
(ICP-OES) gns Bu3HayveHHs ineHTudikadii tTa
KinbkicHoro BMicTy kanito B '113. BBegeHHs 3amiH
nNpoTArom 6-Tu MicAUiB nicns 3aTBepoKeHHs. 3MiHu |
Tmny - 3MiHM 3 sikocTi. FoTOBUIA NikapcbkMin 3acib.
KoHTposb roToBOro nikapcbkoro 3acoby. 3MiHa y
mMeToaax BUNpobyBaHHS rOTOBOTO fiKapCbKOro
3acoby (iHLWi 3mMiHK y MeToAax BUNpobyBaHb
(BKntoYaoum 3amiHy abo JonoBHeHHs1)) oaaHo
anbTepHaTueHui metog (ICP-OES) Ans Bu3HayeHHs
iaeHTuiKaLii Ta KinbkicHoro BMICTy kanbLito B [T13 .
BBegeHHst 3MiH NpoTArom 6-Tn micauis nicna
3aTBepAKeHHS. 3MiHuM | TMny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPobyBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKMOYAUM 3aMiHy
abo JOMOBHEHHS))

DopaHo anbtepHaTtBHun metog (ICP-OES) ans
BU3HAYeHHs igeHTudikauii Ta KinbkicHOro BMicTy
MmarHito B [113. BBeaeHHsi 3mMiH npoTarom 6-tu
MicauiB nicnsa 3atBepaAXeHH:. 3miHu | Tuny - 3miHn 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToBOrO fikapcbkoro 3acoby. 3miHa y meTopax
BMNPoByBaHHS FOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKMOYAO4M 3aMiHy
abo gonoHeHHs1)) logaHo anbTepHaTMBHUIA METOL,
(ICP-OES) ans Bu3HayeHHs ineHTudikauii Ta
KinbkicHoro BmicTy HaTpito B [T13.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BiQMNOBIAHOCTI €BpONENChHKiIl
dapmakonei/moHorpadii. MoaaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€sponevicbkin bapmakonei: ana A®l; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI
cepTudikaT Bif yke 3aTBepOKEHOro BUPOOHUKA -
MopaHHsA oHOBMEHOro cepTudikaTa BignoBIgHOCTI
€poneickkin dpapmakonei Ne R1-CEP 2014-204-
Rev 00 (3atBepaxeHo: RO-CEP 2014-204-Rev 01)
AN gitodoi peyoBuHU Threonine Bif 3aTBEPKEHOrO
Bpo6GHMKa AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
130. | HYMETA emMynbCia gns Bakctep Benbria BUNPOOYBaHHSA Benbriga BHECEHHS 3MiH [0 peecTpaLlinHMx maTtepianis: 3MiHn 3a - UA/17605/01/01
G16E iHdpysin; no 500 mn C.A. KOMMOHEHTIB | Tvny - 3miHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3aci6. peuenmom

(50 % po3uunH ckragy; KoHTpOsb AONOMiDKHMX peqoBUH. 3MiHa y meTogax

rnoko3n — 155 mn; BUNPOOYBaHHSA BUNPOOYBaHHSA LONOMIKHOT pe4OBUHM (BUIYYEHHS

5,9 % po3unH NPOMIDKHOTO meToay BUNpoByBaHHS, SIKLLO anbTepHaTUBHUIA

aMiHOKMCOT 3
enekTponiTamu —
221 mn; 12,5 %
niniaHa emynecia —
124 mn)y
TpUkamepHomy
nnacTnkoBoMy
nakeri.
TpukamepHuia
NNacTUKOBUI NakeT
ynakoBaHum y
3aXUCHY MNiBKOBY
0BOSOHKY, WO
MiCTUTb NOrnuHaY
KUCHIO Ta iHguKaTop
KUCHIO; N0 6 nakeTiB
Y KapTOHHIl kopobui

npoaykTy (cymiw
aMiHOKMUCIOT);
BMPOGHMLUTBO
cuctemm
KOHTeWHep/3aKyno
ptoBanbHuI 3acio;
BUPOBHMLUTBO
nikapcbKoro
3acoby,
HamnoBHEHHS,
NoKpUTTS
3aXUCHO
060roHKot
(overpouching);
cTepunisauis Ta
ynakoBKa;
BMNPOOYBaHHS
nikapcbkoro
3acoby; BUnyck
cepil:
Bakctep C.A,,
Benbris

mMeToZa BUNpoOyBaHHS BXe 3aTBEpPOKEHO)
BUITyYEHHS MeToay Nonym’siHOi hoToMeTpii ans
BU3HAYEHHS HATPIlO, AN 4ONOMDKHOI peYOBUHM
Sodium oleate (BupobHMLTBa koMnaHii Lipoid), Tak
SIK anbTepHaTUBHUIA MeTog BUNpobyBaHHs (€Bp.d.
2.2.22 - ATOMHO-eMiCiiHa CNeKTPOMETPIst) Bxe
3aTBepaAKeHo. 3MiHu | Tuny - 3MiHK 3 sKOCTi.
[oToBMI Nikapcbkuii 3aci6. KOHTponb AONOMIXKHUX
peyoBuH. 3MiHa NnapameTpiB cneundikauiv Ta/abo
[ONyCTUMMX MEX AN AONOMIXKHOI pe4OBUHM
(BUNy4YeHHs 3i cneundikaLii He3Ha4YHOro NokasHuka
(Hanpwvknag 3acTapinoro NokasHuka)) BUyYeHHs 3i
cneumdikauii, Ans 4onoMikHOT pevoBrHN Sodium
oleate (BMpo6HuLTBa KoMmnaHii Lipoid) nokasHuka
BaXKi meTanu.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBIgHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€sponevicbkin dapmakonei: agna A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKEHOro BUPOBHMKa -
NoAaHHS OHOBMNEHOro cepTudikaTta BiANOBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 2008-099-
Rev 04 (3atBepaxeHo: R1-CEP 2008-099-Rev 03)
ons gitodoi peyosuHu Glycine, Big Bxe
3aTBepakeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd.
3miHu | Trny - 3minm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€sponeiicbkin bapmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTudikaT Bif yke 3aTBepOKEHOro BUPOOHMKaA -
noJaHHsi OHOBNEHOro cepTudikaTa BigNoOBIAHOCTI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

€poneickkin papmakonei Ne R1-CEP 1999-136-
Rev 08 (3atBepakeHo: R1-CEP 1999-136-Rev 07)
ans gitoyoi pevouHm Methionine Big yxe
3aTBepakeHoro BupobHuka SEKISUI MEDICAL CO.,
LTD., Japan. 3MiHn | Tuny - 3MiHn 3 SKOCTi.
CepTudikat BignosigHocTi/[E-cepTudikat
BiZNOBIgHOCTI €Bponenchkin
chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignosigHoCTi abo
BUNYYEHHS cepTudpikaTa BignoBigHOCTI
€sponevicbkin bapmakonei: agna A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
[OMNOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWiA
cepTuddikat Bif yxKe 3aTBepa)KEHOro BUpobHMKa -
NoAaHHS OHOBMNEHOro cepTudikaTa BiANOBIAHOCTI
€Bponeickkin papmakonei Ne R1-CEP 2014-204-
Rev 01 gns gitovoi pevosuHu Threonine Big
3aTBepakeHoro BMpobHuka AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA, INC., USA.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPKEHHS.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOGHMUTBI APl; ans
[OMNOMIXKHOI peqoBuHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepOKEHOro BUPOBHUKa -
NoAaHHS OHOBINEHOro cepTudikaTa BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2014-204-
Rev 00 (3atBepaxeHo: RO-CEP 2014-204-Rev 01)
Onsa gitodoi peyoBuHU Threonine Bif 3aTBEPXKEHOrO
Bunpo6Hmka AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA. 3MiHu | Tuny - 3miHu
3 gkocTi. CepTudikar BignosigHocTi/lE-cepTudikar
BiZNOBIQHOCTI €BpONenchkii
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€sponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI ADI; ans
[OMNOMiXHOI pevoBUHU (cepTudikaT BignosigHoCTi
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€Bponeicbkin dapmakonei) - OHoBNEHWUI
cepTudikaT Bif yxxe 3aTBEPOKEHOrO BUPOBHMKA -
nogaHHs OHOBIEHOro cepTudikaTa BignoBigHOCTI
€poneickkin dpapmakonei Ne R1-CEP 2010-083-
Rev 01 (3atBepaxeHo: R1-CEP 2010-083-Rev 00)
ans gitodoi pevosuHu Sodium chloride Big Bxe
3aTBepOKEHOro BUPOGHUWKa, SIKUIA 3MiHWB Ha3By
(3aTBepmkeHo: ESCO France S.A.S. —Saline de
Dombasle, ®paHuis; 3anponoHoBaHo: K+S FRANCE
SAS, ®paHuis). 3miHa Ha3Bw BnacHuka CEP
(3atBepaxeHo: ESCO France S.A.S. (European Salt
Company, ®paHuist; 3anponoHoBaHo: K+S FRANCE
SAS, ®paHuis).

BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMKeHHs. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BiZNOBIgHOCTI €BpONEnchKii
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCTi abo
BUITyYeHHA cepTudikaTa BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI
cepTudikaT Bif yke 3aTBepaKEeHOro BUPOOHMKaA -
noJaHHsi OHOBMNEHOro cepTudikaTa BigNOBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 2012-336-
Rev 01 (3atBepaxeHo: R1-CEP 2012-336-Rev 00)
ans gitoyoi pevoBuHU Soya-bean oil refined, Big Bxe
3aTBepakeHoro BMpobHuka Societe Industrielle des
Oleagineux, ®paHuig. 3miHu | TMny - 3miHK 3 AKOCTI.
[oToBwMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoByBaHHS FOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKITIOYAOYM 3aMiHy
abo [OMOBHEHHS)) 4oAaHO anbTepHaTUBHUIA METOA
(ICP-OES) ans Bu3HayeHHs ineHTudikauii Ta
KinibKicHOro BMIcTy kanito B 'J13.
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEepAKEHHS. 3MiHN | TUny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BUNPOOYBaHHSA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKIMIOYAO4YM 3aMiHy
abo [OMNOBHEHHS)) 4OAAHO anbTepHaTUBHUIA METO
(ICP-OES) ons Bu3HayeHHs ineHTudikauii tTa
KinbkicHoro BmicTy HaTpito B [113. BBegeHHs 3miH
npoTarom 6-Tu MicsiliB nicnsi 3aTBepaAXkeHHs. 3MiHu |




85

[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Tmny - 3MiHM 3 sikocTi. FoToBUIA NikapcbkMi 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNPoGyBaHHSA roTOBOrO NikapCbKOro
3acoby (iHLWi 3mMiHM y MeToAax BUNpoOyBaHb
(BkNtoYatoum 3amiHy abo JOMOBHEHHS)) AoaaHo
anbTepHaTuBHuU metog (ICP-OES) ons BusHayeHHs
iAeHTuiIKaLii Ta KinbkicHOro BMICTy kanbuito B [T13 .
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBepMKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BUNPOBYyBaHHSA roTOBOro Nikapcbkoro 3acoby (iHLwui
3MiHM Yy MeTofax BUNpobyBaHb (BKMOYA4M 3aMiHy
abo JONOBHEHHS)) 4O4AHO anbTEPHATUBHUIA METOL,
(ICP-OES) ans Bu3HaveHHs ineHTudikadii tTa
KinbkicHoro BMicTy marHito B '113. BBegeHHs1 3MiH
NpoTSArom 6-Tn MicsALIB NicNsA 3aTBEPKEHHS.

131.

HYMETA
G19E

emMynbCia gna
iHdy3in, no 1000 mn
(50 % po3uumH
rniokosu — 383 mn;
5,9 % po3unH
aMiHOKMCHOT 3
enekTponiTammn —
392 mn; 12,5 %
ninigHa emynbcia —
225 mn)y
TpYKaMepHoOMy
NnacTMKoOBOMY
nakeri.
TpvikamepHun
NnacTUKOBWUIA NakeT
yrnakoBaHUi y
3aXWCHY MNiBKOBY
060NOHKY, WO
MiCTUTb NornuHaY
KWUCHIO Ta iHaukaTop
KUCHIO; No 6 nakeTiB
Y KapTOHHIl kopobLi

Bakctep
C.A.

Benbria

BMNPOOYBaHHS
KOMMOHEHTIB
cknagy;
BMNPOOYBaHHS
NPOMIXXHOIO
npoaykTy (CymiLu
aMiHOKMUCOT);
BMPOGHMLUTBO
cucTemm
KOHTEeWHep/3aKymno
ptoBanbHUIA 3acib;
BUPOBHMLTBO
nikapcbKoro
3acoby,
HanoBHEHHS,
NoKpUTTS
3aXUCHOIO
060roHKo0
(overpouching);
cTepunisauis Ta
ynaKkoBKa;
BUMNpPOBYBaHHS
nikapcbkoro
3acoby; BUMyck
cepii: bakctep
C.A., benbris

Benbria

BHECEHHS 3MiH 0O peecTpaLinHUX maTepianis: 3MiHK
| TMny - 3miHK 3 sikocTi. FoTOBUIA NikapcbkMi 3aci6.
KoHTponb AonomipkHUX pevoBrH. 3MiHa y MeToaax
BUNPOOYBaHHSA LONOMIKHOT pe4OBUHM (BUIYYEHHS

meToAy BUNpOoOyBaHHSA, SKLLO anbTepHaTUBHUIA
meToz BUNpobyBaHHS BXe 3aTBEPAXKEHO).
Buny4yeHHs meTogy nonym’ siHoi hoTomeTpil ons
BW3HAYEHHS HATPIl0, AN AONOMDKHOI pe4OBUHM
Sodium oleate (BupobHuLTBa KoMnaHii Lipoid), Tak
SIK anbTepHaTMBHUI MeToA BUNpobyBaHHs (EBp.dP.
2.2.22 - ATOMHO-eMicillHa CNEKTPOMETPIs) BXe
3aTBepAKeHo. 3MiHu | Tuny - 3miHn 3 aKocTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb A0NOMiXHUX
peyoBuWH. 3MiHa NnapameTpiB cneundikadin Ta/abo
[OMyCTUMUX MEX A1 AOMOMIKHOT peYOBUHN

(BUnNyYeHHs 3i cneuwndikaLii He3Ha4YHOro NokasHuka

(Hanpuvknapg 3acTapinoro nokasHuka)). BunyyeHHs 3i
cneumdikauii, 4ns 4oNOMiKHOT pevoByHKM Sodium
oleate (BMpoGHMUTBa koMnaHii Lipoid) nokasHuka

Baxki MmeTanu. 3miHu | Tuny - 3miHmM 3 sKocTi.
CeprudikaT BignosigHocTi/l E-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKiIl
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikarta BignoBigHocTi abo
BUNyYeHHs cepTudikarta BiAnoBiAHOCTI
€sponeiicbkint bapmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOTO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OOMOMiXHOT peqyoBUHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTudikaT Bif yxe 3aTBEpPAXEHOro BUPOBHUKa .
[MogaHHsA oHOBEHOro cepTudikaTa BigNoBIgHOCTI

3a
peuerimom

UA/17606/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
€poneickkin dpapmakonei Ne R1-CEP 2008-099-

€sponeiicbkin hapmakonei: ans A®l; ons BuxigHoro

Rev 04 (3atBepaxeHo: R1-CEP 2008-099-Rev 03)
ons gitodoi peyosuHmu Glycine, Big Bxe
3aTBepAKeHoro BMpo6Huka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. 3miHu | Tvny - 3miHK 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikar
BiZNOBIgHOCTI €Bponenchkin
chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignosigHoCTi abo
BUNYYEHHS cepTudpikaTa BignoBigHOCTI
€sponewicbkin bapmakonei: Ana A®l; ons BuxigHoOro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWiA
cepTudikart Bif yke 3aTBepaKEHOro BUPOBHMKa.
MopaHHA oHoBNEHOro cepTudikaTta BiANoBIAHOCTI
€Bponeickkin dpapmakonei Ne R1-CEP 1999-136-
Rev 08 (3atBepakeHo: R1-CEP 1999-136-Rev 07)
ans gitoyoi peyosuHm Methionine Big yxe
3aTBepakeHoro BupobHuka SEKISUI MEDICAL CO.,
LTD., Japan. 3miHu | Tuny - 3miHn 3 sIKOCTi.
CeprudikaT BignosigHocTi/l E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€sponevicbkinn dapmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, WO
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxe 3aTBEpAXEHOro BUpobHUKa.
[MogaHHA oHOBREHOro cepTudikaTa BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2014-204-
Rev 01 ans pitovoi pedoBuHu Threonine Big
3aTBepakeHoro BupobHuka AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA, INC.,
USA.BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB nicnsi
3aTBEPAKEHHS. 3MiHM | TUny - 3MiHKM 3 sIKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat
BiZNOBIQHOCTI €BpONenchkii
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI

mMaTtepiany/peareHTy/NpoMiKHOroO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; Ans

[OMNOMiXHOI pevoBUHU (cepTudikaT BignosigHoCTi
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n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bif yxe 3aTBEpPAXEHOr0 BUPOBHUKA.
[MopaHHA oHoBREHOro cepTudpikaTta BiANOBIAHOCTI
€poneickkin papmakonei Ne R1-CEP 2014-204-
Rev 00 (3atBepaxeHo: RO-CEP 2014-204-Rev 01)
Ons gitoyoi peyoBunHM Threonine Big 3aTBEPKEHOrO
Bunpo6Hrka AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA. 3Minn | Tuny - 3miHn
3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiZNOBIgHOCTI €Bponenchkin
hapmakonei/mMmoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCcTi abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€sponevicbkin bapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWiA
cepTudikart Bif yke 3aTBepaKEHOro BUPOBHMKa.
MopaHHA oHoBNEHOro cepTudikaTta BiANoBIAHOCTI
€Bponeiickkin dpapmakonei Ne R1-CEP 2010-083-
Rev 01 (3atBepaxkeHo: R1-CEP 2010-083-Rev 00)
ans gitodoi peyosuHu Sodium chloride Big Bxe
3aTBEpOKEHOro BUPOGHUKA, SIKUIA 3MiHMB Ha3By
(3aTBepmkeHo: ESCO France S.A.S. —Saline de
Dombasle, ®paHuis; 3anponoHoBaHo: K+S FRANCE
SAS, ®paHuis). 3viHa Ha3Bu BrnacHuka CEP
(3aTBepokeHo: ESCO France S.A.S. (European Salt
Company, ®paHuist; 3anponoHoBaHo: K+S FRANCE
SAS, ®paHuis).BBegeHHs 3mMiH npoTsarom 6-u
MicauiB nicnsa 3atBepaxeHHs. 3miHu | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BigMNOBIAHOCTI €BpONENChHKIl
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUIMyYeHHSA cepTudikaTa BignoBigHOCTI
€sponevicbkinn dapmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hapmakonei) - OHoBRNeHWI
cepTugikar Bif yke 3aTBepaKEHOro BUPOOHMKA.
[MogaHHA oHOBREHOro cepTudikaTa BigNOBIgHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2012-336-
Rev 01 (3atBepaxeHo: R1-CEP 2012-336-Rev 00)
ans pitoyoi pevoBuHU Soya-bean oil refined, Big Bxe
3aTBepakeHoro BMpobHuka Societe Industrielle des
Oleagineux, ®paHuig. 3miHu | TMNy - 3MiHK 3 AKOCTI.
oToBWMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBOYBaHHS roTOBOrO Nikapcbkoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKIOYAO4M 3amiHy
abo gonoBHeHHS)). [JoaaHo anbTepHaTUBHUIA METOS,
(ICP-OES) ans Bu3HaveHHs igeHTudikadii tTa
KinbKicHoro BmicTy kanito B 'J13.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKeHHs. 3MiHuM | Tuny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKIOYA4M 3aMiHy
abo gonoBHeHHs)). [JoaaHo anbTepHaTUBHUIA MeTOS,
(ICP-OES) ons Bu3HaveHHs ineHTudikadii Ta
KinbkicHoro BMicTy HaTpito B [T13. BBeaeHHs 3amiH
npoTArom 6-Tu MicsLiB nicns 3aTBepoKeHHs. 3MiHu |
TMny - 3MiHK 3 gKoCTi. [0TOBMI Nikapcbkuin 3acib.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y
MeToAdax BMNPobyBaHHSA roTOBOrO NikapCbKOro
3acoby (iHwi 3MiHn y meToaax BunpobyBaHb
(BKrtovatoum 3amiHy abo aonoBHeHHs)). [ogaHo
anbTepHaTuBHU Metog (ICP-OES) ons BusHayeHHs
ineHTudiKauii Ta KinbkicHoro BMICTy kanbLito B [113.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHuM | Tuny - 3MiHKM 3 AKoCTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTodax
BUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKIMIOYAOYM 3aMiHy
abo gonoBHeHHs)). ogaHo anbTepHaTUBHUIA METOA,
(ICP-OES) onsi Bu3Ha4eHHs ineHTudikauii Ta
KinbKicHOro BMICTy MarHito B [113.BBeaeHHst 3MiH
nNpoTArom 6-T1 MicsUIB NicNs 3aTBEPOXKEHHS.

132.

oKcon

PO34MH ANS iH'EKLN,
2 mr/mn, no 25 mn
abo 50 mny
cnakoHi, no 1
dnakoHy B
KapTOHHiI kopobui

Mini
Xenckepe
Nimiten

Benuka
Bputanis

BeHyc Pemegic
JimiTen

IHAis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU
| Tuny - 3MmiHn 3 sKoCTi. FOTOBMI NiKapcbknin 3acib.
3MiHM y BUpo6HMUTBI. 3miHa po3Mipy cepii
(Bkntovaro4m gianasoH po3Mipy cepii) rotToBoro
nikapcbkoro 3acoby (36inbweHHA go 10 pasis
NMOPIBHSIHO i3 3aTBEPAXKEHUM PO3MIpOM) 36iMbLUEHHS
po3mipy cepii roToBoro nikapcbkoro 3acoby ans
[03yBaHHA 2 Mr/mn y dpriakoHax no 25 mn.
3aTBepaxeHo: Poamip cepii 2500 cdonakoHis.
3anponoHoBaHo: Po3mip cepii 3000 dnakoHiB.

3a
peuenmom

UA/4065/01/01

133.

OMENPA30nN

kancynu no 10 wr,
no 7 kancyny
GnicTepi, no 2 abo 4
Gnictepn y nayui

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHU
| Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTY 3 6e3neku

3a
peuerimom

He
nidnsieae

UA/19799/01/01
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiogd, abo sik pesynbTaT
OLiHKM 3BiTY 3 AOCNiAXeHb, NPOBEAEHUX BigNOBIAHO
A0 nnaHy neaiaTpnyHmx gocnigxkeHs (PIP) (3miny
Y3ro[DKEHO 3 KOMMETEHTHUM YMOBHOBaXEHNM
opraHom) .
3MiHU BHECEHI A0 IHCTPYKLIT ANs MeanyHoro
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs", "MobiyHi peakuii”
BiANoBigHO A0 iHpopMalii 3 6e3neku 3acTocyBaHHS
Aitoyoi peyoBuHNU. TepMiH BBEAEHHS 3MiH MPOTAroM
6 MmicauiB nicns 3aTBepAXKeHHs. 3MiHK | Tuny - 3MiHK
oo 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHK BHeCeHi o iHCTPYKUiT Ansa
MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby Ao
po3sginy "MobivHi peakuii" ctocoBHO iHdOpMaLii
LLIOA0 MOBIAOMIEHHS NPO Migo3ptoBaHi NOGIYHI
peakuii. TepmiH BBeAEHHA 3MiH NpoTAroM 6 micsauis
nicnsa 3aTBepAXeHHs. 3miHu | Tuny - 3MiHn Wwoao
Ge3nekn/ecdekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa
Y KOPOTKi1 XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii AN MeAUYHOro
3acTOCyBaHHs Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicrnsipeecTpauiiHWi nepios,
abo sk pe3ynbTaT OLiHKM 3BiTy 3 AOCHIAXKEHb,
NpOBeAEHNX BIiANOBIAHO 40 NNaHy negiatpuyHux
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm). 3MiHu
BHECEHi [0 IHCTPYKLii Ans MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainis "OcobnusocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3un"
Bi4NOBIgHO [0 iHpbopmaLii 3 6e3nekn 3acTocyBaHHA
Aitoyoi pevoBUHU. TepMiH BBEAEHHS 3MiH MPOTAroM
6 MicauiB nicns 3aTBepPAXEHHS.

134.

OMENPA30nN

kancynu no 20 wr,
no 7 kancyny
GnicTepi, no 1 abo 4
Gnictepu y nayui, no
10 kancyny
GnicTepi, no 1 abo 3
Gnictepn y nayui

AT
"®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHU
| Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHS Ha NigcTasi
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OLLiHKM 3BITY 3 JOCHNIOKEHb, NPOBEAEHNX BigNOBIgHO
[0 nnaHy negiatpuyHmx gocnigxkeHs (PIP) (3miHy
Y3rO[DKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM

3a
peuerimom

He
nidnsieae

UA/19799/01/02
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

opraHom) .
3MiHU BHECEHI A0 IHCTPYKLIi Ans MeanyHoro
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs", "lMobiyHi peakuii”
BiANoBigHO Ao iHpopMalii 3 6e3neku 3acTocyBaHHS
nitoYoi pevoBmHNU. TepMiH BBEAEHHS 3MiH NPOTArom
6 micsauiB nicns 3aTBepAXKeHHs. 3MiHK | Tuny - 3MiHK
wono 6esnekun/eceKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHM BHeCeHi o iHCTPYKUiT Ana
Me[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainy "Mob6iyHi peakuii" cTocoBHO iHdopmaLii
LLIOA0 MOBIAOMIEHHS NPO Mifo3ptoBaHi NOBIYHI
peakuii. TepmiH BBeAEHHA 3MiH NpoTAroM 6 micsauis
nicnsa 3aTBepAXeHHs. 3miHu | Tuny - 3MiHM Wwoao
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKil XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCyBaHHs Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicrnsipeecTpauiiiuii nepiog,
abo sik pe3ynbTaT OLiHKM 3BiTY 3 4OCHIMKEHb,
npoBeAeHVX BiAMOBIAHO A0 NraHy nediaTpuyHnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm). 3MiHu
BHECEHi [0 IHCTPYKLUii Ans MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby ao posainis "OcobnueocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3u"
BiZ4NOBIgHO [0 iHpopmaLii 3 6e3nekn 3acTocyBaHHSA
firoYoi pevoBuHWU. TepMiH BBEAEHHS 3MiH NPOTArom
6 MicauiB nicns 3aTBepPAXEHHS.

135.

OMENPA30nN

kancynu no 40 wr,
no 7 kancyny
6nicTepi, no 1 abo 4
6nictepu y nayui, no
10 kancyny
6nicTepi, no 1 abo 3
Gnictepu y navui

AT
"®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHU
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCHIOKEHb, NPOBEAEHNX BigNOBIgHO
[0 nnaHy negiatpuyHux gocnigpkeHs (PIP) (3miHy
Y3rof>KeHO 3 KOMMETEHTHUM YNOBHOBaXEeHUM
OopraHom) .
3MiHU BHECeHI [0 iHCTPYKLiT Ans MeanyYHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby 4o po3ainis
"OcobnueocTi 3acTocyBaHHA", "MobiuHi peakuii”
BiANoBiAHO A0 iHpopMalii 3 6e3neku 3acTocyBaHHs
Jitovoi pevoBrHWU. TepMiH BBeAEHHS 3MiH NPOTArom

3a
peuerimom

He
nidnsieae

UA/19799/01/03
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

6 micsauiB nicns 3aTBepaXKeHHs. 3MiHK | Tuny - 3MiHK
wono 6e3nekun/eceKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHK BHeCeHi o iHCTPYKUiT Ana
Me[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainy "Mob6iyHi peakuii" cTocoBHO iHdopmaLii
LLIOA0 MOBIAOMIIEHHSI NPO MNigo3ptoBaHi NOGIYHI
peakuii. TepMiH BBeAEHHS 3MiH NpoTAroM 6 micsauis
nicnsa 3aTBepAXeHHs. 3miHu | Tuny - 3MiHn Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy. 3MmiHa
Y KOPOTKi1 XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUii ANs MeAUYHOro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuii nepiog,
abo sik pe3ynbTaT OLUiHKM 3BiTY 3 LOCTifKEHb,
npoBeAeHVX BiAMOBIAHO A0 NraHy nediaTpuyHnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHom). 3MiHu
BHECEHi [0 IHCTPYKLUii Ans MeAnYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby o posginis "OcobnmeocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un"
BiANOBIgHO A0 iHpopmaLii 3 6e3nekn 3acTocyBaHHSA
[itoyoi peyoBuHNU. TepMiH BBEAEHHS 3MiH MPOTAroM
6 MicauiB nicns 3aTBepAXEHHS.

136.

OMENPA30nN
-OAPMAK

NOPOLLIOK ANA
PO34MHY Ans
iHy3in no 40 wr; 1
(NaKoH 3 MOPOLLKOM
B nayui

AT
"®papmak”

YkpaiHa

AT "®apmak”
YkpaiHa
(BUpPOBOHULTBO 3
npoaykuii in bulk
pipMun-BUPOGHMKa
TlabopaTopioc
HopmoH C.A.,
Icnanisi)

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHn
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauinHuii nepiof, abo sik pesynbtat
OLLiHKM 3BITY 3 JOCNIOKEHb, NPOBEAEHUX BigNOBIgHO
[0 nNnaHy negiatpuyHux gocnigxkeHs (PIP) (3miHy
Y3rO[XEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) 3MiHM BHECEHI [0 iHCTPYKLUii Ansi
MEeAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3ginu "OcobnueocTi 3actocyBaHHs", "lMobiyHi
peakuii” BignoBigHO 4O OHOBMEHOI iHhopmallii 3
6e3neku gjtoyoi pe4oBMHU. BBEgEHHSA 3MiH MPOTAroM
6-T MicsiLiB nicns 3aTBEpAXEHHS. 3MiHuM | Tuny -
3MiHM wopo 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi amiHn) 3miHn BHeceHi o
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "lMobivHi peakuii” woao
BaXINMBOCTI 3BiTyBaHHS Npo NobiyHi peakwii
BBegeHHs 3MiH NpoTArom 6-Tv Micauis nicns

3a
peuerimom

He
nidnsieae

UA/18270/01/01
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHu) OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU
nikapcbkoro 3acoby, a came BUIy4YeHO BUKITadeHHs
TEKCTYy MapKyBaHHS POCIICLKOIO MOBOIO Ta
KOHKpPEeTN30BaHo iHbopMaLlito Woao Nnorotumny.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS.

137.

OMHALPEH®
250

PO34MH ONiHUIA Ans
iH'ekuin; no 1 Mny

amnyni; no 5 amnyn
Y KapTOHHIl kopobui

TOB "bayw
Xenc"

YkpaiHa

dapm3saBog
€nbda A.T.

MNonbLa

BHECEHHS 3MiH [0 peecTpaLlinHMx maTtepianis: 3MiHn
| Tuny - 3miHm 3 akocTi. A®Il. KoHTponb AdL. 3miHa y
napametpax cneuudikauin Ta/abo onycTMMmnx Mex,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BUXiOHWIA/MPOMDKHWIA NpogyKT/peareHT, Wwo
BVKOPVCTOBYIOTBCS Y npoleci BupobHuutea AdI
(OonoBHEHHS cneumadikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BigNOBIAHUM METOA0M BUNPOOYBaHHS)
[OMoBHEHHS crneundikauii APl TectocTepoHy
i30KanpoHaT HOBUM NOKa3HWKOM sikocTi Bacterial
endotoxins Ta BignoBigHMM MeToA0M BUNPOGYBaHHS.
3minm | Tuny - 3minHm 3 akocTi. APl KoHtpons API.
3miHa y napameTpax cneuudikadii Ta/abo
[OMNyCTUMUX MEX, BU3HAYEHMX Y cneumndikauiax Ha
ADI, abo BMXigHMIN/MPOMDKHWI NpoAYyKT/peareHT, Lo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuutea Ad|
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
AKOCTi Ta Bi4MNOBIAHMM METOAOM BUNPOOYyBaHHS)
HonoBHeHHsA cneundikauii APl TecTocTepoHy
KanpiHaT HOBMM Noka3HMKOM sikocTi Bacterial
endotoxins Ta BignoBigHNMM MeTOA0M BUNPOOYBaHHS.

3a
peuyerimom

UA/5204/01/01

138.

OMHALPEH®
250

PO34MH ONINHMIM ANs
iH'ekyin; no 1 mny

amnyni; no 5 amnyn
Y KapTOHHIl kopobui

TOB
«BAYL
XENC»

YkpaiHa

dapmsaBof
€nbda A.T.

MNonblia

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU
| Tuny - 3miHn 3 akocTi. A®L. KoHtponbs A®L. 3miHa y
napameTpax cneuudikadin Ta/abo JoMyCTUMUX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNOBIAHMM METOAOM BUNPOBYBaHHS) -
[OMOBHEHHAM crneundikaLii 4ns TeCTOCTepOoHy
nponioHaTy HOBMM Noka3HMKOM sikocTi Bacterial
endotoxins (LAL); 3minHu | Tuny - 3miHum 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikaLin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXiAHWNIA/NMPOMiXHUIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NMPOLIECI
BUpoGHMLTBa ADI (HONOBHEHHS cneuudikauii HoBUM
MNOKa3HUKOM SIKOCTi Ta BignoBigHMM METOA0M
BUNPOOYBaHHs) - 4OMOBHEHHAM creumdikauii ans
TECTOCTEPOHY (heHinnponioHaTy HOBMM MOKa3HUKOM
sikocTi Bacterial endotoxins (LAL); 3minu | Tvny -

3a
peuenmom

UA/5204/01/01




93 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3MmiHun 3 akocTi. A®l. KoHTponb A®I. 3miHa y
meToaax BunpobysaHHs A®l abo BMxigHOro
marepiany/npoMixXHOro NnpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdPI
(iHWi 3MiHW) - pedakuinHi 3MiHWM y MeTogax
BunpobyBaHHA APl 3 BHECEHHAM 3MiH 40 po3ainis
3.2.5.4.2,3.2.5.4.3i3.2.5.4.5. pnsa Aito4nx pevyoBuH
TECTOCTEPOHY NPOMioHaTy, TECTOCTEPOHY
eHinnponioHaTty Ta 3aMiHM B Mmogyni 3.2.5.4.3 gns
[iloYMX pe4OBUH TECTOCTEPOHY i30KanpoHary,
TECTOCTEPOHY AeKkaHoaTy
139. | OPOAOUH Kancynuv Teepai no 2 Csaigiw LLBeuis Bupo6HMLTBO 3a LWseuis BHECEHHS 3MiH [0 peecTpaLlinHux maTtepianis: 3MiHu 3a - UA/13603/01/01
Mmr; no 60 kancyny OpdaH NOBHUM LIMKITOM: | Tuny - 3miHm 3 akocTi. A®Il. KoHTponb AdL. 3miHa y peuenmom
dnakoHi; no 1 BiosiTpym Anotek MNMpoaakwH napameTpax cneuudikauin Ta/abo 4onycTMMmnX Mex,
dnakoHy B IHTepHeLueH & NebopeTpiep BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
KapTOHHIN ynakoBLj en Ab AB, LBeuis; BUXiOHWUIA/MPOMDKHWIA NpoayKT/peareHT, Wwo
KoHTponb siKocTi: BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
AnoTek MpoaakLwuH (iHWi 3miHW)
& JlebopeTpiep 3MiHa onucy napameTpa «30BHiLHI BUrMSO» Y
Ab, LUWeedis cneundikaLii CMPOBUHM aLETOH LjiaHOTiAPWUH, sika
BUKOPUCTOBYETbLCS Y NPOLEeCi BUPOOHULITBA Aito4oTl
PEYOBUHM HITU3MHOHY i3 «Npo3opa, 3nerka
)KOBTyBaTa piAMHa» Ha «npo3opa, 6e3bapsHa oo
3rerka >KoBTyBaTa piguHa». 3aTBepaXeHo:
3.2.5.2.3.4 Raw material specification Acetone
cyanohydrin Appearance: clear, slightly yellow liquid
B3anponoHoBaHo: 3.2.S.2.3.4 Raw material
specification Acetone cyanohydrin Appearance:
clear, colorless to slightly yellow liquid.
140. | OPOAOUH Kancynu Teepgi no 5 Csiaiw LLBeuis Bupo6HuuTBO 3a Lseuis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn 3a - UA/13603/01/02
mr; no 60 kancyn y OpdpaH NOBHWUM LIMKITOM: | Tuny - 3miHn 3 akocTi. A®L. KoHtponbs A®L. 3miHa y peuernmom
dnakoHi; no 1 BiosiTpym Anotek MNMpoaakwH napameTpax cneuudikauin Ta/abo 4onycTMMmnX Mex,
dnakoHy B IHTepHeLueH & IebopeTpiep BM3HaYeHUX y cneumdikauisx Ha Adl, abo
KapTOHHIN ynakoBLj en Ab AB, LLBeuis; BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
KoHTponb sikocTi: BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
Anotek MNMpogakwH (iHLWi 3MiHWK)
& IlebopeTpiep 3MiHa onucy napameTpa «30BHILLUHI BUrNAO» Y
Ab, LUeBeuis cneundikaLii CMPOBUHM aLETOH LjiaHOTiAPUH, sika
BUKOPWUCTOBYETLCS Yy MpOLEeci BUPOOHMLUTBA Aito4oi
PEYOBUHM HITU3MHOHY i3 «Npo3opa, 3nerka
)KOBTyBaTa piguHa» Ha «npo3opa, 6e3bapeHa o
3rerka oBTyBaTa piauHa». 3aTBepaeHo:
3.2.S.2.3.4 Raw material specification Acetone
cyanohydrin Appearance: clear, slightly yellow liquid
B3anponoHoBaHo: 3.2.S.2.3.4 Raw material
specification Acetone cyanohydrin Appearance:
clear, colorless to slightly yellow liguid.
141. | OPOAOUH Kancynu Teepai no Csiaiw LBeuis Bupo6HuuTBO 3a LLBeuis BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHn 3a - UA/13603/01/03
10 wr; mo 60 kancyn OpdaH NOBHWUM LIMKIOM: | Tuny - 3miHm 3 sikocTi. A®L. KoHTpornb A®L. 3miHa y peuyernmom
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
y cbnakoHi; no 1 BioBiTpym Anortek MNMpogakLwuH napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
dnakoHy B IHTepHelueH & JlebopeTpiep BM3Ha4eHux y cneuudikauisx Ha AdI, abo
KapTOHHIN ynakoBLj en Ab AB, lBeuis; BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
KoHTponb siKoCTi: BUKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea AdI
Anotek NMpoaakwH (iHLWi 3MiHW)
& NebopeTpiep 3MiHa onucy napameTpa «30BHiLLHi BUrMAO» Y
AB, LBeuis cneumdikaLii CMPOBUHM aLETOH LjiaHOTiAPWUH, sika
BMKOPUCTOBYETLCS Y NpoLeci BUPObHMLUTBA Aitoyoi
PEYOBUHM HITU3MHOHY i3 «Npo3opa, 3nerka
)KOBTyBaTa piamHa» Ha «npo3opa, 6e3bapsHa oo
3rierka >koBTyBaTa piavHa». 3aTBepaXeHo:
3.2.S.2.3.4 Raw material specification Acetone
cyanohydrin Appearance: clear, slightly yellow liquid
3anponoHoBaHo: 3.2.S.2.3.4 Raw material
specification Acetone cyanohydrin Appearance:
clear, colorless to slightly yellow liquid.
142. | OTPUBIH crpen HasanbHuw, rCK LLisenuapi "CK KoHcblomep LLiBenuapis | BHECeHHS 3MiH 4O peecTpauinHux MaTepianis: 3MiHu bes He UA/5206/02/01
pososanuii 0,1 %; KoHcblomep A Xenckep CAPJ1 | Tuny - 3miHn Wwopo 6e3nekn/edeKkTUBHOCTI Ta peuenma nidnsieae
no 10 mny Xenckep capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
nonimepHomy CAPI nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
cbnakoHi 3 IHCTPYKUIT 4NA Mean4yHoro 3acToCcyBaHHS Ha NiacTaBi
po3nunoBayem; no perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku
1 dpnakoHy B nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku

KapTOHHIl kopobui

3aCTOCYBaHHSA fikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiof, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCNIOKEHb, NPOBEAEHUX BigNOBIgHO
[0 nnaHy negiatpuyHux gocnigxkeHs (PIP) (3miHy
Y3rof>keHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom)
3MiHN BHeCEeHO A0 IHCTPYKLUii AN MeauYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"Mo6iyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOI
iHcpopMmalii 3 6e3nekn 3acTocyBaHHs Aitoyol
peyoBUHYM nikapcbkoro 3acoby. BeegeHHst amiH
NpOTArom 6-Tu MiCcAILB Micnsi 3aTBEpPOKEHHS
3minu Il Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHu y KOpoTKiii
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Y 3B’S13KY i3 HOBVMMW JaHUMM 3 SIKOCTI,
OOKNIHIYHUMMN, KMIHIYHUMU JaHUMK Ta AaHUMK 3
dapmakoHarnsgy - 3MiH1 BHECEHO [0 iHCTPYKLiT Ans
MeaMYHOro 3acToCyBaHHS NikapCcbkoro 3acoby Ao
po3ginis "lMNpoTmnoka3anHs", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa BariTHOCTI
abo rogyBaHHs rpyaAto" (BHECEHHS 40AaTKOBUX
3acTepexeHb), "Cnocib 3acTtocyBaHHsi Ta fo3un",
"Mepeno3yBaHHs", "Mob6iyHi peakuii” BianosigHo Ao
OHOBMEHOT iHdopMaLlii 3 6e3nekn 3acTocyBaHHsI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
LitoY40i pevoBMHU Nikapcbkoro 3acoby, a Takox
BHECEHO iHhopMalLLito Npo HEOOXiAHICT
NnoBiJOMIATY NPO yCi BUNaaKX Nigo3poBaHnx
noGivHMX peakuiin Ta BiACYTHOCTI e(DEKTUBHOCTI
nikapcbkoro 3acoby. BeBegeHHs1 3MiH npoTsrom 6-Tu
MicaUiB Nicnsa 3aTBepAXeHHs
143. | O®JIOKAIH- ma3b, no 15 r abo 30 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK 3a - UA/7088/01/01
OAPHULIA® ry T1y6i; no 1 1y6i y "®apmanesT "®apmaueBTniHa | Tny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta peuernmom
nayui nyHa dipma cipma "dapHuuqa” tapmakoHarnagy (iHwi 3miHm) - OHOBNEHHS TEKCTY
"OapHuus” MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI YNaKoBKK
nikapcbkoro 3acoby, a came BuIyYeHHs! iHdopmadii,
3a3Ha4YeHol pPOCiNCbKO MOBOH, 3a3HavyeHHs QR-
KOOy Ha BTOPWHHIM YNaKkoBLi Ta HE3HaYHi peaakLuiviHi
npaeku. BBeaeHHs1 3MiH NpoTaroM 6-tu micauiB nicns
3aTBEPOKEHHS
144. | NAHTEHON niHa HalukipHa, 4,63 TOB "BAYLU YkpaiHa BignosiganbHuin HimeuunHa/ | BHeCeHHS 3MiH 4O peecTpauinHux MaTepianis: 3MiHu bes nidnszae UA/4438/01/01
CNPEN /100 rno 130 ry XENC" 3a BUNYCK cepint: Ipnangis/ | Tuny - 3miHn 3 sKkocTi. FoTOBMI NiKapcbkui 3acib. peuenma
KOHTEMNHepI nig, Op. l'epxapa LLisenuapis 3MiHM y BUpobHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
TMCKOM; No 1 MaHH XeMm.-dapm. CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOMIO SAKOCTi
KOHTEeWHepy B ®abpuk MM6X, roTOBOrO fikapcbKoro 3acoby (3amiHa abo
KapTOHHIl kopobui HimeuuunHa [ofaBaHHS BUpOBOHMKa, LLIO BiAMNOBI4aE 3a BBE3EHHS
BignosiganbHui Ta/abo Bunyck cepii) - He Bkntoyaroum
3a BUNYCK cepint: KOHTponb/B1NpobyBaHHs cepii - [logaBaHHA
Bayw + Jlom6 Bupo6Huka 13 Bausch +Lomb Ireland Limited,
Ipnang Nimiten, Ireland, BignoBiganbHOro 3a BUNyck cepii. 3MiHM
Ipnangis BHECeHi y po3ginu "BupobHuk" Ta
BupobHuuTBO "Micue3HaxooXeHHs1 BUpOOHYMKa Ta oro agpeca
bulk, nakyBaHHs, MiCUsi NPOBaPKEHHS AiNbHOCTI" B iIHCTPYKLitO Ansi
KOHTPOMb SIKOCTI: MEeOMYHOro 3aCTOCYBaHHS y 3B'A3KY 3 BBEEHHSIM
ACM Aepocon- [04aTKoBOro BUPOGHMKaA Ta sik HAacnigokK - BiAnoBigHi
Cepsic AT, 3MiHW Y TEKCTi MapKyBaHHS YMakoBKU MiKapCbKoro
LLisenuapis 3acoby. BBefeHHs 3amMiH npoTArom 6-T MicauiB nicns
3aTBEPAKEHHS
145. | MAPAKOA Tabnetku no 10 ToBapuctBo YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHn 3a - UA/12054/01/01
IC® TabneTtok y 6nictepi; 3 [0[aTKOBOO | Tuny - 3miHn 3 skocTi. CepTudikat peuenmom
no 1 6nictepy B [04aTKOBOK BignoBiganbHiCcTIO BignosigHocTi/l'E-cepTudikat BignosigHoCTi
nayui 3 KapToHy; no Bignosigans "IHTEPXIM" €Bponewicbkin apmakonei/moHorpadii. 3miHu,
10 TabneTok y HiCTIO noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
GnicTepi "IHTEPXIM" BignoBigHicTb o MoHorpadii AdPY abo

€Bponenckkoi hapmakonei, abo iHLWOoi HauioHanbHOI
dapmakonei gepxasu €C (3miHa y cneuudikauisx,
noe'sizaHa 3i amiHamu B [1®Y, abo €Bponeiicbkin
dapmakonei, abo iHLWIN HauioHanbHIn dapmakonei
aepxasu €C) - npuBeaeHHs cneumdikadii Ta
mMeToaiB KoHTponto APl y BiANoOBIgHICTL 40
MoHorpadgii «Paracetamol» €®, gitoye BuaaHHs, Lwo
BXOAATb Ao cknagy 13, a came 3amiHa HOpMyBaHHS
Ta METOZiB KOHTPOIIO 3a NOKa3HUKamu
«lgeHTndikauisy, «CynpoBigHi JOMILLKNY,
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUTYYEHHS1 NOKa3HUKa «Baki metanmy.
146. | NEHTANTIIH- Tabnetku, no 10 Tosapucteo Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK 3a - UA/14757/01/01
300POB'A TabneTtok y Gnictepi; 3 obmMexeHo | Tuny - 3MiHu 3 akocTi. CepTudikat peuenmom
1 abo 2 Gnictepu B 0oBMeXeHo BiANOBIgANbHICTIO BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
KopobLi 3 KapTOHY Bignosigans "®apmaueBTniHa €sponelicbkin hbapmakonei/moHorpadii. MoaaHHsA
HiCTIO KOMMaHis HOBOro abo OHOBNEHOro cepTudikaTa BignoOBIAHOCTI
"®apmaueBT "3popos'sa”, abo BUny4YeHHsi cepTudikaTa BignoBigHOCTI
n4Ha Ykpaina €sponevicbkin dbapmakonei: ana A®l; ans BuxigHoro
KOMNaHis (dbacyBaHHs i3 "in maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
"3popos's" bulk" npenapaty BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI ADI; ans

hipmu-BrpoBHUKa
TOB "XapkiBcbke
bapmaneBTn4He
nianpYeEMCTBO
"3opoB's
Hapoay", YkpaiHa)

AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHUi
cepTudikart Bif yke 3aTBepaKEHOro BUPOBHMKa.
MopaHHA oHoBNEHOro cepTudikaTta BiANoBIAHOCTI
€ponevickkin hapmakonei Ne R1-CEP 2006-199 -
Rev 01 (3atBepmxeHo: R1-CEP 2006-199 - Rev 00)
ans gitoyoi pevouHu Codeine phosphate
hemihydrate Big Bxe 3aTBepg)KeHOro BUpobHMKa
ALKALOIDA CHEMICAL COMPANY ZRT.
3miHu | Trny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BuNy4YeHHs ceptudpikata BignoBigHOCTI
€sponevicbkint bapmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOGHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkin hbapmakonei) - Houn ceptudikar Big
HOBOroO BUPOGHKMKa (3aMiHa abo JOMNOBHEHHS)
NnoAaHHs HoBoro cepTtudikata BiaNoBiAHOCTI
€sponevicbkin bapmakonei Ne R1-CEP 2007-023 -
Rev 05 ans gitovoi pevoBrHn Codeine phosphate
hemihydrate Big HoBoro Bupo6Hka SANECA
PHARMACEUTICALS A.S. (aonoBHeHHs1). Ak
Hacnigok, npuBeAeHHs cneundikadii Ta meToais
KOHTPONIO SIKOCTi Ha Alilo4y pevOBUHY 33 NMOKa3HUKOM
“3anuLLKOoBI KiNIbKOCTi OpraHiyYHUX PO34YMHHUKIB” A0
BumMor CEP paHoro BupobHuka.
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€sponevicbkin papmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTI
€Bponelicbkint hapmakonei) - HoBui ceptudikat Big




97 [TponoBkeHHs qoaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep

n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

HOBOrO BMpOGHMKa (3amiHa abo 4ONOBHEHHST)
noAaHHs HOBOTO cepTudikaTta BiANOBIAHOCTI
€ponevickkin hapmakonei Ne R1-CEP 2001-090 -
Rev 06 ans gitovoi pevoBmHn Codeine phosphate
hemihydrate Big HoBoro Bupo6Hunka ALCALIBER
S.A.U,, Spain (gonoBHeHHs).3MiHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHs1 BUpOGHMYOT
OinbHUUi (BkMovatoum ginbHuui ans Adl,
NPOMIXKHOro NPOAYKTy abo roToBoro nikapcbKoro
3aco0y, AinbHULi ANs NPoBeAEHHS NaKyBaHHS,
BMPOOHWKa, BiANOBIAaNbHOro 3a BUMYCK cepilt, Micue
NPOBEAEHHST KOHTPOIO cepii) abo nocTayanbHuKa
BUXiQHOro matepiany, peareHTy abo ONOMIKHOT
PEYOBUMHM (SIKLLO 3a3HAYEHO Y AOCbE) BUMYYEHHS
BupobHuka APl KogeiHy docdaTt dipmum
MACFARLAN SMITH LIMITED, United Kingdom.

147. | MEHTOKCU® | posuynH Ans iH'ekuin, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHn 3a
INIH- 20 mr/mn, no 5 mMn B "dapmaueBT "®apmMaueBTUYHa | TMNY - AgMiHiCTpaTUBHI 3MiHW. BunyyeHHsa peuenmom
OAPHMUA amnyni; no 5 amnyn nyHa dipma cipma "dapHuua” BUPOBHMYOT AinbHUUI (BKMOYaKO4YM AiNbHULI Ans
Y KOHTYPHiW "NapHuug" A, npomikHOro NnpoaykTy abo rotoBoro
YapyHKOBIn nikapcbKkoro 3acoby, AinbHULI AN NpoBegeHHs
ynakoBui; no 1 abo 2 nakyBaHHsi, BUPOOHMKa, BigNoBiganbHoOro 3a BUMycK
KOHTYPHi YapyHKOBI cepin, micLe NpoBeAeHHSA KOHTPOrio cepii) abo
yMaKoBKM B MayLi nocTayarnbHvKa BUXigHOrO maTepiany, peareHTy abo
[OOMNOMiXKHOT pe4oBUHU (SIKLLO 3a3HaYeHO y [OChE)
AamiHicTpaTBHa 3MiHa BUIyYeHHs BUpobHuka Ad|
MeHTOKCUINIHY: Saneca Pharmacetticals, a. s.,
Slovak Republic. 3anuwaeTtcba ansTepHaTUBHUI
BnpobHuka APl Sun Pharmaceutical Industries
Limited, India.

- UA/4041/02/01

148. | MEHTOTPEH PO3YUH ANS iHDY3iN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHU 3a
0,5 mr/mn, no 200 "dapmaueBT "®apmaueBTUYHa | Tuny - AgMiHicTpaTuBHI 3MiHW. Buny4yeHHs peuenmom
MA 'y donakoHax nyHa cipma cipma "OapHuus” BUPOGHMYOT AinbHULI (BKMOYa4YmM AinbHULi Ans
"OapHuus” A®I, npomixHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHs, BUpOOHWKa, BiANOBiAanbHOro 3a BUMycK
cepii, mMicLe NpoBeAeHHs KOHTPoro cepii) abo
nocTayarnbHvKa BMXIQHOTO maTepiany, peareHTy abo
[OMNOMiXKHOT pe4OBUHU (SIKLLO 3a3HAYEHO Y OChE).
AnmiHicTpaTBHa 3MiHa BUNyYeHHs BUpobHuMka AdI
MeHToKCUINIHY: Saneca Pharmaceuticals, a. s.,
Slovak Republic. 3anuwaeTtcbs anbTepHaTUBHUIA
BUpoGHMKa ADI: Sun Pharmaceutical Industries
Limited, India.

- UA/15146/01/01

149. | NEPEKUCY pO34MH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux mMaTtepianis: 3miHn 6e3 - UA/7655/01/01
BOOHIO 30BHILLHBOrO dapmaueBT dapmaLeBTNyHa | Tuny - AgMiHiCTpaTUBHI 3MiHW. BunyyeHHs peuenma
PO34YUH 3 % 3aCTOCyBaHHS, n4yHa ¢abpuka "Biona" BUPOOHMYOT AinbHULI (BKITHOYAKOYM AiNbHULI Anst
BoAHuUN 3 %, no 40 cdabpuka A®I, npomixkHoro npoaykTy abo rotoBoro
M, abo 100 mn, abo "Biona" nikapcbKkoro 3acoby, AinbHuULi AN NpoBeAeHHSA
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 200 mny nakyBaHHsi, BUPOOHMKa, BigNoBiganbHOro 3a BUnycK
riakoHax CKIsSIHMX cepiit, MicLie NpoBeAeHHs! KOHTPOro cepii) abo
abo nonimepHux; nocTayarnbHvKa BMXIQHOrO maTepiany, peareHTy abo
a6o 100 mn abo no [OMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y LOCLE) -
200 mn 'y donakoHax BunyyeHHst anbTepHaTnBHOro BupobHuka APl TOB
noniMepHux, «Jlera», Pocig, BpaxoByoun BpaxyByoun HasBHICTb
YKynopeHi iHLWMX 3aTBEPHKEHMX BUPOBHMKIB Oit040T pe4OBUNHU
KpuLLIKamu 3 BoAHI0 nepokemay po3dnH 30% (TOB «lHTep-
Hacagkoto; no 100 CuHTe3», YkpaiHa Ta MpAT «bionik», Ykpaina.),
Mn Y conakoHi 3rigHo MoctaHoen KMY Big 16.08.2022 Ne915 "Mpo
noniMepHomy, BHECEHHS 3MiH Jo lNopsaaky AepxaBHOI peecTpalii
YKynopeHomy (nepepeecTpalii) nikapcbkux 3acobis”.
KPULLIKOKO 3
Hacagkoto; no 1
cbnakoHy B na4ui; no
40 mn a6o 100 mny
riakoHax CKISHMX
abo noniMepHux; no
1 cdonakoHy B nayui
150. | MIPALETAM TabneTkn, BKpUTI MAT YkpaiHa MAT "Tannudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHU - - UA/9520/01/01
o6onoHkoto, no 200 "Tannydap | Tuny - 3miHK 3 sikocTi. CepTudikat
Mr in bulk: no 15 kry m" BignosigHocTi/E-cepTudikaT BignoBigHoCTI

noaginHNx
nonieTuneHoBmx
MiLLKax; No 2 MiLLKK
y NNacTUKOBIN
EMKOCTI

€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBIAHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BMKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - HoBui ceptudikar Big,
BXe 3aTBepKeHoro BupobHuka MNMogaHHA HOBOroO
ceptudikaty CEP R1-CEP 2004-083-Rev 07 Big
BXe 3aTBepakeHoro BupobHuka APl Northeast
Pharmaceutical Group Co. Ltd., Kutait; 3minm | Tuny
- 3miHn 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponeinchbkii
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTudikaTta BiAnoBiAHOCTI
€sponeiicbkin papmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI ADI; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hapmakonei) - HoBui ceptudikar Big
BXe 3aTBepxeHoro BupobHuka - NMogaHHa HOBOro
cepTudikaTy BignoBigHOCTI €EBponeichbkii
dapmakonei R1-CEP 2004-069-Rev 04 Big Bxe
3aTBepgkeHoro BupobHuka ana A®I MIPALUETAM,
cybcTaHuis Pharmaceutical Works POLPHARMA
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
S.A., Nonbwa
151. | MIPALETAM TabneTku, BKPUTI MAT Ykpaina MAT "Tannudapm” Ykpaina BHECEHHS 3MiH A0 peecTpauiiHiX maTtepianis: 3MiHK 3a - UA/0901/02/01
o6onoHkoto, no 200 "Tannydap | Tuny - 3MiHu 3 akocTi. CepTudikat peuenmom
Mmr no 10 TabneTtok y m" BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
6nictepi; no 3 abo 6 €sponelicbkin hapmakonei/moHorpadii. MoaaHHs
6nicTepiB y navui HOBOro abo OHOBNEHOro cepTudikaTa BignoOBIAHOCTI
abo Buny4YeHHs cepTudikaTa BiANOBiAHOCTI
€sponevicbkin bapmakonei: ana A®l; ans BuxigHoOro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dapmakonei) - Hoeuit ceptudikat Big
BXe 3aTBepKeHoro BupobHuka MNMogaHHA HOBOro
ceptudikaty CEP R1-CEP 2004-083-Rev 07 Big
BXe 3aTBepmpkeHoro BupobHuka APl Northeast
Pharmaceutical Group Co. Ltd., Kutair; 3mitm | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTa BignoBigHOCTI abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OOMNOMiXHOT peqoBUHU (cepTudikaT BignosigHOCTI
€Bponelicbkint hapmakonei) - Houn ceptudikar Big
BXe 3aTBepXeHoro BUpobHuka - NMogaHHA HoBOro
cepTudikaTy BignoBigHOCTI €Bponeinchkii
dapmakonei R1-CEP 2004-069-Rev 04 Big Bxe
3aTBepgkeHoro BupobHuka ana A®I MIPALUETAM,
cybcTaHuis Pharmaceutical Works POLPHARMA
S.A., Nonbwa
152. | NIPEBUMIC TabneTkn, BKpUTI Mepk Wapni | Lsenuapi BUPOGHMLTBO, Ipnangis/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn 3a - UA/19168/01/01
NNiBKOBOK Ooym IOEA a aHaniTuyHe Benbris | Tuny - 3miHn wWopo 6e3nekn/edekTUBHOCTI Ta peuenmom
obornoHkoto, no 240 m6X TECTYBaHHA: dapmakoHarnsaay (iHwi 3miHu) 3MiHM BHeCeHi B
mr; 4 6nictepu no 7 MC[ IHTepHeLHN TEKCT MapKyBaHHS BTOPUHHOI YNaKOBKW MikapCbKoro
TabneTok B KOXXHOMY m6X /MCO 3acoby y n.12. «<HOMEP PEECTPALIIMHOIO
(28 Tabnetok) B IpnaHgis MOCBIOYEHHA» ta n. 17. «IHWE». BBegeHHs 3MiH
KapTOHHiIl kopobui (BennipanH), npoTsArom 3 MicsiLiB Nicnsi 3aTBEpPOXKEHHS.
Ipnangis
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1, [O3BIN
Ha BUMYCK cepii:
OpraHoH Xelct
6B, benbrisa
153. | NIPEBUMIC KOHLeHTpaT Anis Mepk Wapni | LWsenuapi BTOPUHHE Benbria/ BHECEHHS 3MiH 10 peecTpauiiHiX maTtepianis: 3miHn 3a - UA/19269/01/01
PO34nHy Ans Ooym IOEA A nakyBaHHS, Ipnangis | Tuny - 3miHK Wwopo 6e3nekn/edeKkTUBHOCTI Ta peuenmom
iHdpysin, 240 wmr (20 vm6X aHaniTnyHe dapmakoHamnsay (iHwi 3miHW) 3MiHM BHECeHi B
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Mr/MI); KOHUEHTpaT
Onsi po34nHy B
CKNAHOMY (hnaKoHi
(tvny 1), 1 conakoH y
KapTOHHiI kopobui

TEeCTyBaHHS,
TECTYBaHHS
cTabinbHOCTI Ta
[03BiN Ha BUNYCK
cepii: OpraHoH
XelcT 68,
benbrig;
BMPOBHMLTBO,
nepBuHHE
nakyBaHHsi Ta
aHaniTnyHe
TEeCTyBaHHS,
TeCTyBaHHsI
cTabinbHOCTI:
MCL IHTepHeLHn
mMeX/MCL,
Ipnangis
(Kaprnoy),
Ipnangis

TEKCT MapKyBaHHS BTOPUHHOI YNaKOBKW MiKapCbKoro
3acoby y n.12. «<HOMEP PEECTPALIIMHOIO
MOCBIOAYEHHA» Ta n. 17. «IHWE». BBeaeHHs 3MiH
npoTsarom 3 MicsiLiB nicnsi 3aTBEpPAKEHHS.

154.

NPErAIKA

Kancynu Teepgi no
75 wmr; no 10 kancyn
y BnicTepi; no 2
Gnictepu B
KapTOHHIl kopobui

Mictpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnis

BMPOGHMLTBO
roTOBOI NiKapCbKOi
copmu, NnepBUHHA

Ta BTOPVHHA

ynakoBka,
KOHTPOSb cepii,

BUWMYCK cepil:

PAPMATEH

IHTEPHELLHN

CA, peuis

BMPOGHMLUTBO
roToBOI NiKapCbKoi
dopMK, KOHTPOITb

cepii, nepBuMHHa
ynakoBka,
BTOPUHHA
ynakoBka:
OmaH
dapmactoTikan
Mpogaktc Ko.,
J1.J1.C., OmaH

peuis/
OmaH

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHn
| TMny - AgMiHicTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu 3asiBHMKaA (BnacHuKa
peecTpaLinHOro NoCBiA4YEHHS) 3MiHa agpecu
3asiBHUKA

3a
peuerimom

UA/19604/01/01

155.

NPErANIKA

Kancynv TBepAi no
150 mr; no 10
Kancyn y énictepi;
no 2 6nictepu B
KapTOHHiIl kopobui

MicTtpan
Kenitan
MeHepxmeH
T JlimiTen

AHrnis

BUPOBHMLTBO
roTOBOI NiKapCbKoi
cdopmu, NepBrHHA

Ta BTOPVHHA

ynakoBka,
KOHTPOIb cepii,
BUWMYCK Cepil:
PAPMATEH
IHTEPHELLHN

peuis/
OmaH

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHn
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
peecTpaLinHOro NocBiA4eHHS) 3MiHa agpecu
3asBHUKa

3a
peuerimom

UA/19604/01/02
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[IponoBkeHHs noaaTka 2

n/n

JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o

156.

NPETAJIIKA

CA, peuis
BMPOGHMLUTBO
roToBOI NiKapCbKoi
opmMu, KOHTPOIb
cepil, NnepBuHHa
ynakoBka,
BTOPUHHA
ynakoBka:
OmaH
dapmactoTikan
Mpogaktc Ko.,
J1.J1.C., OmaH

noceid4yeHHs1

157.

MNPOCTA3AH-

Kancynu Teepgi no
300 mr; no 10
kancyn y énicrepi;
no 2 6nictepu B
KapTOHHIN kopobLi

Mictpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnia

BUPOBHMLUTBO
roTOBOI NiKapCbKoi
¢opmu, NnepBUHHA

Ta BTOPWHHA

ynakoBka,
KOHTPO~b cepil,
BUMYCK cepii:
SAPMATEH
IHTEPHELLHN
CA, peuis

BMPOBHMLTBO
roTOBOI NiKapCbKOi
opMU, KOHTPOIb

cepii, NnepBuMHHa
ynakoBka,
BTOPUHHA
ynakoBka:
OmaH
dapmactoTikan
Mpopaktc Ko.,
J1.J1.C., OmaH

peuisi/
OwmaH

BHECEHHS 3MiH O peecTpaLlinHMx maTtepianis: 3MiHn
| Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa (BnacHuKa
peecTpauinHoro noceigYeHHs) 3amiHa agpecu
3asiBHUKaA

3a
peuenmom

UA/19604/01/03

BICTA

Tabnetku
NPOOHroBaHoI Aii
no 0,4 wmr; no 10
Tabnetok y 6nictepi;
no 3 Gnictepny
KapTOHHiIl kopobui

MicTtpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnia

BUPOGHMLTBO,
nepBUHHE,
BTOPUHHE

nakyBaHHs,
KOHTPOMb SKOCTI,

BUNYCK cepii:
CiHTOH XicnaHis,

C.1., Icnanisa

IcnaHis/
Himevuunna/
Bonrapis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn
| TMny - AgMiHiCTpaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaYmM AinbHULI Ans
A, npomixxHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHsl, BUpOOHWKa, BiANoBiAanbHOro 3a BUMYycK
cepiii, MicLe NpoBeaAeHHs1 KOHTPOrto cepii) abo
nocTayarnbHvKa BMXIQHOTO MaTepiany, peareHTy abo

BUPOGHMLTBO, [OMOMiXKHOT pe4OBUHU (SIKLLO 3a3HAYeHO Y IOCLE)
KOHTPOMb SIKOCTI: BunyyeHHs nakyBanbHOI AinbHUL BUPOGHMKa

Pottenpopd PotteHgopd ®apma M'mbX, HimewunHa, 3a

dapma M'm6X, agpecoto: Am dnanreHgans 3, EHHirepnox,
HimeuuunHa MiBHivHMIN PenH-Bectanis, 59320, HimeuuunHa,
nepBuHHE, ockinbkn CiHToH Xicnanisi, C.J1. He BukopuctoBye
BTOPUHHE AaHun canT. [ns ginbHUUi 3a agpecoto:
nakyBaHHS: OcteHdenbaep wrpacce 51-61, 59320 EHHirepnox,

3a
peuenmom

UA/17365/01/01
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ki | MiBHiYHMN PenH-BecTtdania, HimeyunHa, daktnyHe
dapmachbtoTikanc, micLie BUpobHMLTBaA Ta BCi BUPOBHWYI onepaduii
JIta, Bonrapis 3anuwarTbcs 6e3 3MiH.
158. | NyYPULUNIH NOPOLLIOK, rpaHynm CeHTpieHT Hinepnax CeHTpieHT IHAisa BHECEHHS 3MiH 40 peecTpauiiHiX maTtepianis: 3MiHK - - UA/14940/01/01
(AMMILUNIH Ta MopOLLOK dapmacbioTi an dapmacbtoTikana | Tuny - 3miHn 3 akocTi. A®I. Cuctema
Yy MiKpOHi30BaHWIN Kan3 IHgis MpasiT KOHTeNHep/3aKkynoptoBanbHuUii 3acio (iHwwi 3MiHK) -
TPUTIQPAT) (cybeTaHuis) y Hesepnanpac Timiteq OHOBMEHHs po3gainy «MapkyBaHHsi» B MKA J13.
nonieTuneHoBmx B.B. HopatkoBa iHopmaLis Moxe ByTn HaHeceHa y
naketax ans BiZNOBIQHOCTI 0 HOPMATMBHOT AOKYMeHTaLii
dapmaLeBTUHHOIO BMPOGHMKa
3aCTOCYBaHHSA
159. | MATUPYATK | Tabnetku, no 10 ToBapucTeo YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a - UA/8698/01/01
A®IC Tabnetok y 6nictepi; 3 [04aTKOBOK YTOUYHEHHS HanuCaHHA YMOB BignycKy B Haka3i peuenmom
no 1 Gnictepy B [00aTKOBOO BiANoOBIganbHiCcTIO Ne 1808 Big 18.10.2023 B npoueci BHECEHHs1 3MiH
nayui 3 KapToHy Bignosigans "IHTEPXIM" (3MiHu | TNy - 3MiHK 3 sikocTi. CepTuddikat
HiCTIO BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
"IHTEPXIM" €sponewicbkin bapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXiOHICTIO NPUBEAEHHS Y
BigNoBIgHICTb 4O MoHorpadii APY abo
€ponenicbkoi hapmakonei, abo iHLWOoi HauioHanbHoI
capmakonei gepxaeu €C (3MiHa y cneundikaisix,
noe'sizaHa 3i amiHamu B [1®Y, abo €Bponeicbkin
dapmakonei, abo iHLWIiN HauioHanbHIn dapmakonei
nepxasu €C) npuBefeHHs cneundikaii Ta metogis
koHTpomto A®| y BignoBigHiCTb A0 MoHorpadii
«Paracetamol» €0, gitoye BUAaHHS, WO BXOAATb A0
cknapy M3, a came 3miHa HOpMyBaHHs Ta METOAIB
KOHTPOIMIO 3a NokasHukamu «lgeHtudikadis»,
«CynpoBigHi OMILLKMY», BUITYYEHHS MOKa3HMKa
«Baxki meTanuy). Penakuis B Hakai - 6e3 peuenTa.
BipHa peaakuis - 3a peLyenTom.
160. | PEBAMINIA KpucTaniyHum MAT YkpaiHa LisaHen CiHepmxi Kuravicbka BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHU - - UA/17275/01/01
NOPOLLIOK "Kuismegnp ®apmac'ioTikan HapogHa | Tuny - 3miHum 3 sikocTi. A®L. KoHTponb A®L. 3miHa y
(cybeTaHuisa) y enapart” Ko., Ilta. pecnybnika meTofax BunpobysaHHA A®l abo BuxigHoro
NOABIAHNX marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
nonieTuneHoBmx BMKOPWUCTOBYETbLCS y Npoueci BupobHuuTea AD|
naketax Ans (iHWi 3MiHM y MeTofax BUNPOByBaHHS (BKIOYa4n
dapmaLeBTU4HOro 3amiHy abo gonosHeHHs) AD| abo
3acToCyBaHHS BVXiLHOro/npoMmixkHOro NpoayKTy) - 3MiHa y meTofax
BunpobyBaHHs ans APl pebaminigy 3a nokasHUKoM
“3anukoBi po34nHHKKK”; 3MiHK | Tuny - 3MiHN 3
sikocTi. A®Il. KoHnTpornb A®I (iHwwi 3miHK) -
MpuBeneHHs cneundikadii Ha AP| pebaminigy y
BiAMOBIAHICTb A0 BUMOr E€BponericbKoi hapmakonei
NOB’A13aHO i3 3MiHOK HaViMeHyBaHHS1 MOKa3HuKa
“3anuLUKoBI KiNbKOCTi OpraHiyHUX PO34MHHMKIB” Ha
“3anuLKoBi pO34YMHHMKK”
161. | PEBMOKCUK | posumH ons iH'ekuin AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu 3a - UA/0759/02/01
AM® 1% no 1,5 mn B "®apmak” Il Tuny - 3miHun 3 skocTi. A®I. BupobHuuTteo. 3miHu B peuyenmom
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
amnyni; no 3 abo 5 npoueci BupobHuuTea API (iHLWi 3MiHM) nogaHHs
amnyn y 6nicrepi; no oHoBneHoro DMF Big Bupo6Huka A®l Menokcrkam -
1 6nicTepy y nayuj; Derivados Quimicos S.A.U., IcnaHis.
no 1,5 mn B amnyni;
no 5 amnyn y nayui
162. | PEMAHTAOU | tabnetkn no 0,05r NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHu 6e3 - UA/5426/01/01
H-KP no 10 Tabnetok y "Ximdapmsa "Ximcapmaasog | Tvny - 3miHK 3 sikocTi. FoTOBMIA NikapcbkuiA 3acio. peuenma
6nictepi; no 2 BOA "YepsoHa 3ipka" KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
Gnictepu B nayui 3 "YepBoHa MeTo4ax BUNpobyBaHHsI rOTOBOTO JikapCbKOro
KapTOHY 3ipka" 3acoby (OHOBMEHHs Npoueaypu BUNpobyBaHHsA Ans
npuBeaAeHHs y BIiANOBIAHICTb 3i 3MiHEHOIO 3aranbHO
ctatTeto [1dY abo €Bponelicbkoi hapmakonei) -
3MiHM 4O MeToay BUNPODyBaHHs 32 MOKa3HUKOM
«CtupaHicTtb» 113 ans npuBefeHHs METOAMKN y
BiANOBIAHICTbL A0 BMMOT Aitodoi APY. Takox
KPUTEPIV NPUAHATHOCTI 3a MOKa3HMKOM
«CTumpaHicTb» y cneumndikaLii Ta MeTogax KOHTPOIo
npuBEAEHO Yy BiANOBIAHICTL 40 BUMOT Aito4doi
penakuii IdY, a came 3a3HaveHo «He Ginbwe 1,0
%» 3amicTb «He binbLie 1 %».
3artBepmkeHo: Cneuudikauis: CtupaHicTb He
Ginbwe 1 % OPY 1.2, 2.9.7. MeToamn KOHTPONO:
CtupaHictb. BusHaveHHs npoBogsATtb Ha 20
TabneTkax. Brparta B maci mae 6yTu He binbe 1 %
Bi, cymapHoi macu BunpobyBaHux Tabnetok (APY
1.2,29.7).
3anponoHoBaHo: CTupaHicTe He Ginblue 1,0 % APY
2.9.7. Metoam koHTponto: CTupaHicTe He GinbLlue
1,0 % (APY 2.9.7)
163. | PIANTPIC crpew HasanbHUi, "menmapk Lsewuapi menmapk IHais BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis: 3a - UA/18235/01/01
[,030BaHNN, CnewianTi a dapmacbkioTrkana TexHiYHa nomurka (3rigHo Hakady MO3 Big peuenmom
cycneHsis, no 56, C.A. INro. 23.07.2015 Ne 460), BunpaBneHHS TEXHIYHOI
120 abo 240 po3 y nomunkw, 3rigHo n.2.4. posainy VI Hakazy MO3
nonieTuneHoBoMy Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Haka3sy
cdnakoHi; no 1 MOS3 Ykpainu Big 23.07.2015 p Ne 460) —
dnakoHy 3 BunpaBneHHs TeXHIYHOT MOMWUIKN NOB’A3aHO 3
[03Y4YM HacoCOoM- HEeBipPHUM NepeHOCcOoM iHdopMaUii Npy nepeknagi
posnunoBayem, MKA Ha ykpaiHcbKy MOBY, a came y po3aini
3aKpUTUM «Cneumdikauis», metoa BunpobyBaHHs «KinbkicTb
KOBMa4koMm, y 003 B ogHOMY doriakoHi» Ans ynakosku 240 gos.
KapTOHHiI kopobui
164. | POMECTIH ® | TabneTku, BKpUTI AHaHTa Benuka ApTypa IHAisa BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3mMiHn 3a - UA/14017/01/01
10 NniBKOBOO Megikeap Bputanis PapmachbtoTikans Il Tny - 3minHun 3 akocTi. APl BupobHuuteo. 3miHa peuernmom
obonoHkoto, no 10 Nita. MeT. lT0. BUPOBHMKA BUXIOHOTO/MPOMIDKHOTO

mr; no 10 TabneTok
y 6nictepi, no 3
Gnictepn y
KapTOHHiI kopobui

NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpo6HMYomy npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntoyatoun, Ae HeobxigHO, MicLie NpoBeAEeHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudpikata
BiAMOBIAHOCTI €Bponencekii papmakonei y




Ne Haszea
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n/n JNikapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

165. | POMECTIH ®

3aTBepOKeHOMY A0Che)(BBEAEHHSI HOBOTO
BUpoOHMKa A®| 3 HagaHHsIM MacTep-caina Ha ADI)
BBepneHHs HoBoro BupobHuka APl posyBactaTuHy
kanbLito — Reine Lifescience, India
BBegeHHs 3miH npoTArom 3-x micsauiB nicnsa
3aTBepMKeHHs. 3MiHn Il Tuny - 3miHum 3 sikocTi. ADI.
Bupo6HMLTBO. 3MiHa BUPOOHUKA
BVXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AP,
abo 3miHa BMpOOHUKa (BKMoYatoun, e HeobxigHo,
MicLe NpoBeAeHHs KOHTponto aKkocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€BponeiickKii hapmMakonei y 3aTBepaKeHoMy
nocbe)(BBegeHHS HOBOrO BUpobHuka AdI 3
HagaHHsaM MacTep-daiina Ha A®l) BeeaeHHs
HoBoro BnpobHuka A®| posyBacTtaTuHy KanbLito —
Melody Healthcare Pvt. Ltd., India BBegeHHs1 3miH
npoTarom 3-x mMicsuiB nicns 3aTBEpAKEHHS.

20

166. | POMECTIH ®

TabneTkn, BKPUTI
NniBKOBOKO
ob6onoHkoto, no 20
mr; no 10 TabneTtok
y 6nictepi, no 3
Gnictepn y
KapTOHHiI kopobui

AHaHTa
Megikeap
1o,

Benuka
Bputanis

ApTypa
PapmacbtoTikana
MeT. 114,

IHAis

BHECEHHS1 3MiH O peecTpaulinHMx maTtepianis: 3MiHn
Il Tny - 3miHun 3 akocTi. A®I. BupobHuuteo. 3miHa
BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpo6HM4omy npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntovatoun, Ae HeobxigHO, MicLie NPOBEAEHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudpikata
BiAMOBIAHOCTI €Bponencekin dpapmakonei y
3aTBEepAKEHOMY [0ChE)(BBEAEHHSA HOBOIO
BMpoGHMKa AP| 3 HagaHHsM MacTep-caiina Ha ADI)
BeeneHHs HoBoro BupobHuka AD| posyBactaTtuHy
kanbLito — Reine Lifescience, India
BBeaeHHs 3MiH npoTsArom 3-x micauiB nicns
3aTBepAKeHHs. 3MiHn Il Tuny - 3miHm 3 sikocTi. ADI.
BupobHuuTBo. 3MiHa BUpOGHMKa
BMXiAHOro/NPOMIKHOIrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHMYoMy npoueci AdI,
abo 3miHa BupobHuka (BknoYaro4n, e HeobxigHo,
MicLe npoBeeHHs KOHTpornto sikocTi) ADI (3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeicbkii hapmakonei y 3aTBepakeHoMy
0ocbe)(BBEAEHHS HOBOTO BUPOGHUKa AdI 3
HadaHHsaM MacTep-daiina Ha A®l) BeeaeHHs
HoBoro BMpo6HuKka APl posyBacTaTuHy KanbLito —
Melody Healthcare Pvt. Ltd., India BBegeHHs 3MmiH
npoTArom 3-x MicAUiB Nicrsa 3aTBEPAXEHHS.

3a
peuernmom

UA/14017/01/02

5

TabneTku, BKPUTI
NNiBKOBOIO
060noHkKot, No 5 wmr;
no 10 Tabnetok y

AHaHTa
Megikeap
nra.

GnicTepi, no 3

Benvka
BpuTaHis

ApTypa

dapmachbioTikans

MeT. l1A.

IHAis

BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHu
Il Tvny - 3miHu 3 sikocTi. ADI. BupobHuuteo. 3miHa
BMPOGHVKa BUXiAHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y

BUpoGHMYoMy npoueci API, abo 3miHa BUPOGHMKa

3a
peuerimom

UA/14017/01/03
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Gnictepn y
KapTOHHiI kopobui

(Bkntoyatoun, ae HeobxigHO, MicLe NpoBeAEeHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
Bi4NOBIgHOCTI €Bponewnchkin hapmakonei y
3aTBepOKeHOMY J0Che)(BBEAEHHSI HOBOMO
BUMpoOHMKa A®| 3 HagaHHsIM MacTep-caina Ha ADI)
BBepneHHs HoBoro BupobHuka APl posyBactaTuHy
kanbLito — Reine Lifescience, India
BBegeHHs 3miH npoTArom 3-x micauiB nicnsa
3aTBepMKeHHs. 3MiHn Il Tuny - 3miHum 3 sikocTi. ADI.
Bupo6HMLTBO. 3MiHa BUPOOHMKa
BVXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AP,
abo 3miHa BMpoOHUKa (BKnoYatoun, e HeobxigHo,
MicLie NpoBeAeHHs KOHTponto aKocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€BponeiickKii hapmakonei y 3aTBepaKeHoMy
nocbe)(BBeaeHHS HOBOro BMpobHuka AdI 3
HagaHHsaM MacTep-daiina Ha A®l) BeegeHHs
HoBoro BupobHuka A®| posyBacTtaTuHy KanbLito —
Melody Healthcare Pvt. Ltd., India BBegeHHs 3miH
npoTarom 3-x mMicsuiB nicns 3aTBEpAKEHHS.

167.

POCYCTAP

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 10
mr; no 10 TabneTtok
y 6nictepi, no 2 abo
no 3 a6o no 5 abo
no 6 abo no 9
GnicTepis y kopobui

TOB
«YOPNQ
MEOVLNH»

YkpaiHa

yorng
MEOVLINH INAY
CAH. BE TIIDK.
AL

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHW
| Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIT ANs MEeAMYHOro 3acCTOCYBaHHA Ha NigcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acody B
nicnsipeecTpauinHuii nepiof, abo sik pesynbtat
OLiHKM 3BITY 3 JOCHiAKEHb, NPOBEAEHUX BignoBigHO
[0 nnaHy neaiaTpnyHmx gocnigxkeHs (PIP) (3miHy
Y3ro[XEHO 3 KOMMETEHTHUM YMNOBHOBaXXEHNM
opraHom)
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3aCTOCYBaHHsI NiKapCbKOro 3acoby y po3ainu:
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIQHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
aito4oi pe4oBrHU. BBeaeHHs 3MiH NpoTArom 6-tu
MicsLiB nicns 3aTBepAKEHHS

3a
peuenmom

He
nidnsieae

UA/18372/01/01

168.

POCYCTAP

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 20
mr; no 10 TabneTok
y 6nicTepi, no 2 abo
no 3 abo no 5 abo
no 6 abo no 9
GnicTepis y kopobui

TOB
«YOoPng
MEOVLNH»

YkpaiHa

YOPIA
MEOVLINH INAY
CAH. BE TIIDK.

AL

TypeyunHa

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHn
| Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay. 3miHa y KopoTkili XxapakTepuctui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat

3a
peuerimom

He
nidnsieae

UA/18372/01/02




106

[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
OLiHKM 3BiTY 3 AOCNiAXeHb, NPOBEAEHUX BigNoOBIAHO
A0 nnaHy neaiaTpnyHmx gocnigxkers (PIP) (3miHy
Y3ro[DKEHO 3 KOMMETEHTHUM YMOBHOBaXEHNM
opraHom)
3MiHU BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3aCTOCyBaHHSI NikapCcbKoro 3acoby y po3ainu:
"OcobnueocTi 3acTocyBaHHs", "lMobiyHi peakuii”
BiAMNOBIAHO 4O OHOBIEHOI iHbopMmalLlii 3 6e3nekn
nito4oi pevyoBuHU. BBeaeHHs 3MiH NpoTsarom 6-Tu
MicaUiB Nicnsa 3aTBepAXeHHs
169. | POCYCTAP TabneTku, BKPUTI TOB Ykpaina yopng TypeyunHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn 3a He UA/18372/01/03
NniBKOBOO «YorPng MEONUNH INAY | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom nidnsieae
oGonoHkoto, no 40 MEOVLUNH» CAH. BE TIDXK. capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
mr; no 10 TabneTok A.LL. nikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
y bnicTepi, no 2 abo IHCTPYKUIT 4NA Mean4Horo 3acTocyBaHHs Ha NiacTaBi
no 3 abo no 5 abo perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
no 6 abo no 9 nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
GnicTepi y kopobui 3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OLjiHKM 3BITY 3 AOCHiAXXEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy
Y3ro[XEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom)
3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCTOCYBaHHsI NiKapCbKOro 3acoby y po3ainu:
"OcobnueocTi 3actocyBaHHA", "MMobiuHi peakuii”
BiAMNOBIAHO 4O OHOBMEHOI iHpopMalii 3 6e3neku
aito4oi pe4oBrHU. BBeaeHHs 3MiH NpoTArom 6-tu
MicsLiB nicnsi 3aTBEpAKEHHS
170. | CENTONETE cnpen Ans poToBoi KPKA, a.4., CnoBeHis BMPOGHMLUTBO CnoBeHis BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3MiHU bes - UA/15458/01/01
® TOTAN NOPOXHUHUN, PO3YUH; HoBo mecTO roToBOro | Tuny - 3miHu 3 akocTi. CepTudikat peuenma
no30mny niKapcbKoro BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
NnacTUKoBOMY 3acoby, nepBuHHe €Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
rakoHi 3 Ta BTOPUHHE HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
[03Yy04nM nakyBaHHs, abo Buny4eHHs cepTudikaTa BignoBigHOCTI
nynbBepn3aTopom; KOHTPOMb SIKOCTI, €sponevicbkinn papmakonei: ana A®l; ons BuxigHoro
no 1 dnakoHy B BUNYCK Cepin: matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
KapTOHHIN kopobLyi KPKA, o.4., Hoeo BVKOPWCTOBYIOTBECS Y BUPOOHMLTBI APIl; ang
MecTo, CrnoBeHis; [OMNOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
KOHTPOIb Cepin: €Bponelicbkint hapmakonei) - HoBui cepTudikat Big
KPKA, a.a., HoBo BXe 3aTBEPKEHOro BUPOOHMKA - NOAAHHSI HOBOMO
mecTo, CrnoBeHis cepTudpikaTa BignoBigHOCTi EBponenchkin
capmaxkonei RO-CEP 2020-286-Rev 00 gns AdI
OeH3naaminy rigpoxnopug Bif BXxe 3aTBEpKEHOro
BUpoGHuKa Centaur Pharmaceuticals Private
Limited, IHais
171. | CENTONETE NboAsHUKN, 3 Mr/1 KPKA, a.4., CnoBeHis BUPOOBHMLTBO "in CrnioBeHis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHU be3 - UA/16726/01/01
® TOTAN Mr; No 8 NboasHNKIB HoBo mecTo bulk", nepuHHa | Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta peuenma
JIMMOH TA y 6nicTepi, no 1, no Ta BTOPUHHA chapmakoHarnsgy (iHwi 3miHW) - 3MiHKM BHECEHO 40
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BY3UHA 2, no 3, no 4 abo no ynakoBKa, TEKCTY MapKyBaHHS1 BTOPUHHOI YMaKOBKM
5 6nictepiB y KOHTpOrb cepii): nikapcbkoro 3acoby B n.8. «JATA 3AKIHYEHHA
KapTOHHIl kopobui KPKA, a.a., Hoso TEPMIHY NMPUOATHOCTI». BBeaeHHs 3miH
mecTo, CroBeHis; NPOTArom 6-Tn MicsILiB Micnsi 3aTBEpAYKEHHS
KOHTPOMb Cepii:
KPKA, a.4., HoBo
MecTo, CrnoBeHis;
KOHTpOMb Ta
BUMYCK Cepii:
KPKA, a.4., HoBo
MecTo, CrnoBeHis;
KOHTPO~b cepil:
HN30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKOME iH
xpaHo), CrioBeHis
172. | CENTONETE NboASHUKN, 3 Mr/1 KPKA, a.4., CnoBeHis BUPOGHMLTBO "in CnoBeHis BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHW 6es - UA/16752/01/01
® TOTAN Mr; 1Mo 8 NboasiHUKIB HoBo mecTto bulk", nepBuHHa | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuyenma
JIMMOH TA y 6nicTepi, no 1, no Ta BTOpMHHa cbapmakoHarnsgy (iHwi 3miHu) - 3MiHM BHECEeHO A0
MELO 2, no 3, no 4 abo no ynakoBka, TEKCTY MapKyBaHHS BTOPUHHOI YNaKoBKM
5 GnictepiB y KOHTPOSb cepii: nikapcbkoro 3acoby B n.8. «JATA 3AKIHYEHHA
KopobLi KPKA, a.a., Hoso TEPMIHY NMPUOATHOCTI». BBegeHHs 3MmiH
mecTo, CroBeHis; NPOTArom 6-Tu MicsAUiB NicnNsa 3aTBepAXeHHSA
KOHTPOSb cepii:
KPKA, a.a., HoBo
MecTo, CrnoBeHis;
KOHTpOMb Ta
BUNYCK cepii:
KPKA, a.4., HoBo
MecTo, CrnoBeHis;
KOHTPOMb Ccepii:
HN30X
(HaujioHanbHi
nabopatopis 3a
34paB'e, OKONE iH
XpaHo), CrioBeHist
173. | CUTHI®OP NOPOLLIOK ANA Pekopgaari PpaHuis BTOPUHHE LLiBenuapis/ | BHeCeHHsi 3MiH 40 peecTpauiHux matepianis: 3MiHK 3a - UA/15926/01/01
NAP cycneHsii ans Pea [isizec nakyBaHHs1, Bunyck | HigepnaHgm | Tuny - 3MiHn 3 sikocTi. A®L. BupobHuuTeo. 3miHa peuenmom
iH ekuin no 20 wr; 1 cepii: HoBaprtic / BUPOGHMKa BUXiOHOIO/MPOMIXKHOrO
NaKkoH 3 MOPOLLKOM ®apma LLTerH AT, ABcTpis/ npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
y KOMMMeKTi 3 LLisenuapisi; HimevuunHa BUpoGHMYomy npoueci A®I, abo 3miHa BUpOGHMKa
PO3YMHHWUKOM MO 2 BUPOGHMLTBO, (Bkntovatoum, oe HeobxiaHO, MicLe NpoBeAEeHHS
My nonepegHsLo KOHTPOMb SIKOCTI, KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudikaTa
3arnoBHEHOMY nepBuHHe BiANoBigHOCTI E€Bponenchkiii papmakonei y
wnpuui (kapmenosa nakyBaHHsi 3aTBEpAKEHOMY A0Cbe)(3MiHU [0 3axX0AiB,
HaTpilo, MaHIT PO34YMHHUKaA Ta noB'sA3aHnx 3 koHTponem A®I, abo fogaBaHHs
(E421), nonokcamep BTOPUHHE OinbHUL, 1e NPOBOAUTLCS KOHTPOIbL/BUNPOOYBaHHS
188, Boga ans nakyBaHHsi cepii) JogaBaHHs ginbHUui SGS International




108 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
iH’ekwin), 1 ronkoto roToBOro Services Laboratory (ISL) Limited, Ringaskiddy
Ta 1 agantepom B npoaykTy: A66oTT Cork, P43 FR 63, Ireland ge npoBoAUTLCS KOHTPOMb
KapTOHHIl kopobui Bionomxmkanc cepii A®I nacupeoTtung (y dopmi nacupeotuay
B.B., Hinepnanau; namoarty). 3miHu | Tuny - 3miHn 3 skocTi. API.
KOHTPOIb AKOCTI BrpobHuuTBO. 3MiHM B npoueci BupobHuuTea APl
3a Bcima (He3Ha4Ha 3MiHa y npoueci BUpobHuLTBa ADI)
napameTpamu 3a HesHauHa 3miHa y npoueci BupobHuuTea AP| Ha
BUKIMIOYEHHAM ctapii 4.3.11 ObepHeHo-¢hazoBa xpomaTtorpadis —
Tecty opepXaHHs cnonyku D25, 3minm | Tuny -
"BakTepianbHi AOMiHICTpaTUBHI 3MiHW. BunyyeHHs1 BUpOGHMYOT
€HOOTOKCUHMN", OinbHUUi (BkMovakoum ginbHuui ans Adl,
nepBUHHE NPOMIXKHOro NPoAyKTy abo roToBoro nikapcbKoro
nakyBaHHsi 3acoly, AinbHULi ANs NPOBeAEHHS NaKyBaHHS,
nopoluky: CaHgos BMPOGHWKa, BiAMNOBIAANBHOMO 3a BUMYCK Cepi, Micue
'M6X, ABCTpisi; NPOBEAEHHST KOHTPOIIO cepii) abo nocTayanbHuKa
KOHTPOSIb SKOCTi BUXiQHOro matepiany, peareHTy abo ONOMIKHOT
3a BCiMa PEYOBUMHM (SIKLLIO 3a3HAYEHO Y AOCHE)
napameTpamu 3a BunyyeHHs noctavanbHuka” Senn Chemicals, Guido
BUKIMIOYEHHAM Senn Strasse 1, Dielsdorf, 8157, LLsenuapis
MORMEKynApHOI BuxigHoro matepiany “Fmoc-Lys(Boc)-OH”. 3minn |
macu nonimepy Ta TMNy - AOMiHICTpaTMBHI 3MiHW. BunyyeHHs
Tecty BUPOBHMYOT AinbHUUI (BKMOYaKO4YM AiNbHULI Ans
"BakTepianbHi A, npomikHOro NnpoaykTy abo rotoBoro
€HOO0TOKCUHK": nikapcbKkoro 3acoby, AinbHULI AN NpoBegeHHs
Canpos 'mM6X, nakyBaHHs1, BUpOOHYKa, BiAnoBiganbHOro 3a BUnycK
ABCTpiS;
BMPOGHMLUTBO

nopoLwuky in bulk
ans cycnexsii ans
iH'ekuin: HosaprTic
dapma Al
LLiBeviLapis;
KOHTPOIb SIKOCTI
3a NoKa3HUKOM
"BakTepianbHi
€HOO0TOKCUHU":
EypodiHc
Biodapma
MpopakT TecTiHr
MioHix TMBX,
HimeyuunHa;
TepMiHanbHa
cTepunisauis

BuxigHoro matepiany “Fmoc-Tyr(BzL) -OH”. 3MiHu |
dnakoHiB: Tmny - 3MiHn 3 gxocTi. A®l. BupobHuuteo. 3miHa
CiHepmxu Xernc BUPOBHMKA BUXIOHOTO/MPOMIDKHOIO
OeHikeH AT, npoayKTy/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
LLiseviLapis BUpoGHMUOMY npoLeci AP, abo 3miHa BUpoGHuMKa
(Bkntoyatoun, Ae HeobxigHO, MicLie NpoBeAEeHHS
KOHTponto sikocTi) ADI (3a BigcyTHOCTI cepTudikata

cepin, micLie NpoBeAeHHSA KOHTPOro cepii) abo
nocTayanbHuka BUXiAHOrO maTepiany, peareHTy abo
[OOMOMiXKHOT pe4oBUHU (SIKLLO 3a3Ha4YeHo y [OChE)
BunyyeHHs noctayanbHuka Luxembourg Industries
Ltd., Hakodhim 29, Arad 8909327, I3painb BuxigHoro
matepiany “Fmoc-Phg -OH”, Guido Senn Ta “Fmoc-
Hyp (Boc — aminoethylcarbamoyl) -OH”. 3minn |
TMNYy - AOMIHICTPaTMBHI 3MiHW. BunyveHHs
BUPOGHMYOT AinbHULI (BKMOYa4YmM AinbHULi Ans
A, npomixHOro npoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHs!, BUpOOHWKa, BiANOBiAanNbHOro 3a BUMYyCK
cepin, micLe NpoBeAeHHSA KOHTPOro cepii) abo
nocTayarnbHvKa BMXIQHOTO MaTepiany, peareHTy abo
[OMOMiXKHOT pe4OBUHU (SIKLLO 3a3HAYeHO Y IOCLE)
BunyyeHHs noctayanebHuka Chemtech Leuna
GmbH, PO Box 1111, Leuna 06234, HimeuyunHa
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BiNOBIgHOCTI €Bponewnchkin hapmakonei y
3aTBepAKkeHOMy Aocke)(iHLWi 3MiHn) [logaBaHHA
anbTepHaTUBHOro noctayanbHuka CBL (Chemical
and Biopharmaceutical Laboratories) of Patras S.A.,
Industrial Area of Patras, Block 1, Patra Achaia,
25018, Mpeuis BuxigHoro matepiany
amiHOMeTuIboBaHa NonicTMpornbHa cMona
(aminomethylated polystyrene resin). 3minu | Tuny -
3MiHun 3 skocTi. A®l. BupobHuuTeo. 3miHa
BUPOBHMKA BUXIOHOTO/MPOMIDKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHMYOMy npoueci AP, abo 3amiHa BUpoGHMKa
(Bkntoyatoun, Ae HeobxigHO, MicLie NPoBEAEeHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
BigNoOBIgHOCTI €BponeWnchkin hapmakonei y
3aTBEepAKeHOMY Aocbe)(iHLWi 3MiHM) 3MiHa
nocTayarnbHviKa BMXIGHOIO maTepiany Ans namoBoi
KUCIOTW, sika BUKOPUCTOBYETLCS Y BUPOGHULTBI ADI
nacupeotugy (y dopmi nacvpeoTtngy namoary).
3arBepoxeHo: Shasun Pharmaceuticals Ltd.,
27,Vandaloor Kelambakkam Road Keelakottaiyur
Village, Melakottaiyur (Post) Chennai — 600048,
IHais 3anponoHosaHo: Solara Active Pharma
Sciences Limited, R.S. No. 33& 34, Mathur Road
Periyakalapet, Puducherry — 605014, India. 3minu |
Tuny - 3MiHn 3 skocTi. A®Il. Kontponb A®I. 3miHa y
mMeToaax BunpobysaHHs A®Il abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BVKOPVCTOBYETLCS y Mpoueci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPAKEHUX MeToAaX
BUNpobyBaHHs) He3HauHi 3MiHW y 3aTBEPIAXEHUX
MeToAax BUNpoOyBaHHA 3a NOKA3HMKOM “[loMilikn” —
Acetic acid. 3miHu | Tuny - 3miHun 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meToaax BunpobysaHHst ADI
abo BuxigHOro martepiany/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHmuTea AD| (He3HaYHi 3MiHN Y
3aTBepAKeHNX MeTofax BUNpobyBaHHS)
HesHauHi 3mMiHM y 3aTBepaXeHX MeTofax
BUNpobyBaHHs 3a nokasHukom “KinbkicHe
BM3Ha4veHHs” Ta “CynyTHi JOMILIKK.
3minu | Tvny - 3miHm 3 akocTi. APl KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs A®l abo BuxigHoro
marepiany/npoMiXXHOro NpoAykKTy/peareHTy, Lo
BMKOPVCTOBYETLCS y npoueci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpPAKEHNX MeToAaX
BUNpObyBaHHS)

HesHauHi 3MiHM y 3aTBepaXeHX MeTofax
BUNPoBYyBaHHS 32 NOKa3HWKOM “3anuLUKOBI KiNbKOCTI
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
OpraHiYHMX PO3YNHHUKIB".
174. | CUTHI®OP NOPOLLIOK ANA Pekopaari PpaHuis BTOPUHHE LLiBenuapis/ | BHeceHHsi 3MiH 40 peecTpaLinHnx matepianis: 3MiHN 3a - UA/15926/01/02
NAP cycneHsii ans Pea [isizec nakyBaHHsi, Bunyck | Higepnangn | Tuny - 3miHu 3 akocTi. A®l. BupobHuuTBo. 3MmiHa peuenmom
iH ekuivi no 40 wr; 1 cepii: Hosapric / BMPOBHWMKa BUXIAHOTO/NPOMIXKHOIO
NaKkoH 3 MOPOLLKOM ®apma LUTtenH AT, AscTpis/ npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
Yy KOMMMeKTi 3 LLBenuapis; HimevuunHa BUpoGHMYOMY npoueci AP, abo 3miHa BUpoGHMKa
PO3YMHHWUKOM MO 2 BMPOBHMLTBO, (Bkntoyatoun, e HeobxigHoO, MicLie NPOBEAEHHS
My nonepegHbLo KOHTPOMb SKOCTI, KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
3anoBHEHOMY nepBuUHHE BiNOBIgHOCTI €Bponewnchkin hapmakonei y
wnpuui (kapmenosa nakyBaHHsi 3aTBepOKeHOMY A0CbE)(3MiHM [0 3aXOAiB,
HaTpilo, MaHIT PO34YMHHUKa Ta noe'sizaaHnx 3 koHTporem A®l, abo noaaBaHHs
(E421), nonokcamep BTOPUHHE OiNbHUUI, A€ NPOBOANTLCA KOHTPOSL/BUNPOOYBaHHS
188, Boga ans nakyBaHHsi cepii) [logaBaHHs ainbHuUUi SGS International
iH’ekuin), 1 ronkoto roToBOro Services Laboratory (ISL) Limited, Ringaskiddy

Ta 1 agantepom B
KapTOHHIl kopobui

npoaykty: AGGoTT
Bionompxukanc
B.B., Higepnanau;
KOHTPOIb AKOCTI
3a BciMa
napameTpamu 3a
BUKITHOYEHHSAM
Tecty
"BakTepianbHi
€HOO0TOKCUHK",
nepBUHHE
nakyBaHHsi
nopoluky: CaHpnos
'mM6X, ABCTpisi;
KOHTpPOrb AKOCTI
3a Bcima
napameTpamu 3a
BUKITHOYEHHAM
MONEKYNAPHOT
Macw nonimepy Ta
Tecty
"BakTepianbHi
€HOO0TOKCUHK":
CaHpos 'M0X,
ABCTpiS;
BMPOGHMLUTBO
nopoLuky in bulk
ans cycnexsii ans
iH'ekuin: HosapTic
Papwma AT,
LLisenuapisi;
KOHTpPOrb SKOCTI
3a NOKa3HUKOM
"BakTepianbHi
EHOO0TOKCUHK":

Cork, P43 FR 63, Ireland ge npoBoauTbLCS KOHTPOSb
cepii A®I nacupeoTtug (y doopMi nacnpeotugy
namoarty). 3minu | Tuny - 3miHn 3 akocti. API.

Bupo6HMLTBO. 3MiHK B npoueci BupobHuutea AdI
(He3sHa4Ha 3MiHa y npoueci BUpobHuLTBa ADI)
HesnauHa 3miHa y npoueci BupobHuutea APl Ha
ctagji 4.3.11 O6epHeHo-tha3oBa xpomaTtorpadis —
opepxaHHs cnonyku D25, 3miHum | Tuny -
AamiHicTpaTuBHI 3MiHW. BunyyeHHs BUpobHMYOI
OinbHUU (BKMOYaoum ginbHuui ans Adl,
NPOMIXKHOro NPOAYKTy abo roToBoro nikapcbKoro
3aco0by, AinbHUL ANst NPOBEAEHHS NaKyBaHHS,

BMPOGHMKa, BiAMNOBiAanbHOro 3a BUMYCK cepiid, Micue

npoBeeHHS KOHTPOTH cepii) abo nocTavanbHUKa
BMXiAHOro matepiany, peareHTy abo JONOMiIXKHOI
PEYOBMHM (SIKLLIO 3a3HAYEHO Y OOCHE)

BunyuyeHHs1 noctayanbHmka” Senn Chemicals, Guido
Senn Strasse 1, Dielsdorf, 8157, LLBenuapis

BuxigHoro matepiany “Fmoc-Lys(Boc)-OH”. 3miHu |

TMNYy - AOMIHICTPaTMBHI 3MiHW. BunyveHHs
BUPOOHMYOT AinbHULUI (BKITHOYAKOYM AiNbHULI ANst
A, npomixxHoro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHuULi Ans NpoBeAeHHS
nakyBaHHsi, BUpOOHYKa, BiAnoBiaanbHOro 3a BUnycK
cepii, MicLe NpoBeaAeHHs1 KOHTPO cepii) abo
rnocTayanbHvKa BMXigHOrO maTepiany, peareHTy abo
[OMOMIXKHOI pe4OBUHU (SKLLO 3a3HavYeHo y [OChE)

Buny4yeHHs noctavanbHuka Luxembourg Industries

Ltd., Hakodhim 29, Arad 8909327, I3painb BuxigHoro

matepiany “Fmoc-Phg -OH”, Guido Senn Ta “Fmoc-

Hyp (Boc — aminoethylcarbamoyl) -OH”. 3miHu |
TMNy - AOMIHICTPaTMBHI 3MiHW. BunyyeHHs

BUPOOHMYOT AinbHULUI (BKITHOYAKOYM AiNbHALI Ans
AQI, npomixxHoro npoaykty abo rotoBoro

nikapcbkoro 3acoby, AinbHuULi Ans NpoBeAeHHS!
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
EypodiHc nakyBaHHsi, BUPOOHMKa, BigNoBiganbHoOro 3a BUnycKk
Biodpapma cepiit, MicLie NpoBeAeHHs! KOHTPOro cepii) abo
MNpopakT TecTiHr nocravanbHuKa BMXigHOrO MaTtepiany, peareHTy abo
MioHix TM6X, [OMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCLE)
Himeuuunha; BunyyeHHs noctayansbHuka Chemtech Leuna

TepMiHanbHa
cTepvnisadis
briakoHiB:
CiHepmpxu Xernc
LeHikeH AT,
LLiBeviuapis

GmbH, PO Box 1111, Leuna 06234, HimeuunHa
BuxigHoro matepiany “Fmoc-Tyr(BzL) -OH”. 3MiHu |
Tuny - 3MiHu 3 sikocTi. APl. BupobHuuteo. 3miHa
BUPOBHMKA BUXIOHOrO/MPOMIDKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMpoBbHM4omy npoueci APl, abo 3miHa BUpOBHMKa
(Bkntovatoun, ae HeobxigHO, MicLe NpoBeAeHHS
KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiAMOBIAHOCTI €Bponenceki apmakonei y
3aTBEepAKeHOMY Aocbe)(iHWi 3miHW) [logaBaHHs
anbTepHaTUBHOro noctadanbHuka CBL (Chemical
and Biopharmaceutical Laboratories) of Patras S.A.,
Industrial Area of Patras, Block 1, Patra Achaia,
25018, Npeuis BuxigHoro matepiany
aMiHOMeTWnboBaHa NoniCTUpPOrbHa cmMona
(aminomethylated polystyrene resin). 3minu | Tuny -
3MiHun 3 skocTi. ADl. BupobHuuTeo. 3miHa
BMPOBHVKa BUXiAHOTO/MPOMIXXHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
BUpoGHM4omy npoueci A®I, abo 3miHa BUpobHMKa
(Bknoyatoum, Ae HeobxiaHoO, MicLe NPoBeAEHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudpikata
BigMNoBigHOCTI €Bponenchkii papmakonei y
3aTBEpAKEHOMY A0CkE)(iHLWi 3MiHM) 3MiHa
nocravarnbHUKa BMXiAHOrO MaTepiany ans namoBoi
KMUCNOTU, sika BUKOPUCTOBYETLCS Y BUPOOHULTBI ADI
nacupeoTtugy (y opmi nacupeotuagy namoary).
3aTBepaxeHo: Shasun Pharmaceuticals Ltd.,
27,Vandaloor Kelambakkam Road Keelakottaiyur
Village, Melakottaiyur (Post) Chennai — 600048,
IHais 3anponoHosaHo: Solara Active Pharma
Sciences Limited, R.S. No. 33& 34, Mathur Road
Periyakalapet, Puducherry — 605014, India. 3miHu |
Tuny - 3MiHn 3 sikocTi. A®Il. Kontponb A®I. 3miHa y
mMeTofax BunpobysaHHs A®l abo BuxigHoro
marepiany/npoMiXXHOro NpoaykKTy/peareHTy, Lo
BVKOPWCTOBYETbLCS y npoueci BupobHuuTea Ad|
(He3HayHi 3MiHW y 3aTBEPKEHUX MeToaax
BUNpobyBaHHs) He3HauHi 3MiHM y 3aTBEpMKEHUX
MeToAax BUNpoOyBaHHA 3a NOKA3HMKOM “[JoMilkn” —
Acetic acid. 3miHu | Tuny - 3miHn 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meToaax BunpobysaHHs ADI
abo BuXigHOro marepiany/npoMiKHOro
npoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
npoveci BupobHmuTea AP| (He3HayHi 3MiHN y
3aTBEpPIKEHMX METOAAX BUNPOOYBaHHS)
HesHauHi 3miHn y 3aTBEpOKEHNX MeTodax
BUNPOOYBaHHSA 3a NokasHukoM “KinbkicHe
BM3Ha4veHHs” Ta “CynyTHi AOMILLIKK.
3MiHn | TMny - 3miHn 3 akocTi. A®Il. KoHTponb ADI.
3miHa y meTogax BunpobyBaHHs A®I abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BMNPOOYBaHHS)
Hes3HauHi 3MiHK y 3aTBEpOKEHNX MeTodax
BUNpobyBaHHS 3a NOKa3HMKOM “3armLLKOBI KifbKOCTI
OpraHiYHMX PO3YNHHMKIB”.
175. | CUTHI®OP NOPOLLIOK Anis Pekopaarti dpaHuis BTOPUHHE LLiserinapis/ | BHeCeHHs 3MiH 4O peecTpauiiHux maTtepianis: 3MiHW 3a - UA/15926/01/03
AP cycneHsii gna Pea [isizec nakyBaHHs, Bunyck | Higepnangun | Tuny - 3miHu 3 akocTi. A®l. BupobHuuTBo. 3MiHa peuenmom
iH ekuivi no 60 wmr; 1 cepii: Hosapric / BMPOBHVKa BUXiAHOTO/MPOMIXXHOIO
brnakoH 3 NOPOLLKOM dapma LLtenH AT, AscTpis/ NPOAYKTY/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
Yy KOMMNeKTi 3 LBenuapis; HimevuunHa BUpoBHMYOMY npoueci A®Il, abo 3amiHa BUpoGHMKa
PO3YMHHWUKOM MO 2 BMPOBHMLTBO, (Bkrtoyatoun, Ae HeobxigHO, MicLe NpoBEAEHHS
Mn y nonepeaHeo KOHTPOMb AKOCTI, KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
3anoBHEHOMY nepBuHHE BigNoOBIgHOCTI €BponeWnchkin hapmakonei y
wnpuui (kapmenosa nakyBaHHsi 3aTBepAKeHOMY A0CbE)(3MiHM A0 3aXOAiB,
HaTpIto, MaHIT PO34YMHHUKA Ta noB's3aHnx 3 koHTponem AdIl, abo nogaBaHHs
(E421), nonokcamep BTOPUHHE OinbHWL, Ae NPOBOAMTLCS KOHTPOIbL/BUNPOOYBaHHSA
188, Bopa ans nakyBaHHsi cepii) opgaBaHnHs ainbHuui SGS International
iH’ekuin), 1 ronkoto roToBOro Services Laboratory (ISL) Limited, Ringaskiddy

Ta 1 agantepom B
KapTOHHIN kopobLyi

npoaykTy: A66oTT
Bionomxukanc
B.B., Higepnanaw;
KOHTPOIb SIKOCTI
3a BciMa
napameTpamu 3a
BUKIMOYEHHSAM
Tecty
"BakTepianbHi
€HOO0TOKCUHK",
nepBuHHE
nakyBaHHsi
nopoluky: CaHnos
'm6X, ABCTpisi;
KOHTpPO~b SKOCTI
3a BCima
napameTpamu 3a
BUKIMOYEHHSAM
MOINEKYNAPHOT
Macu norimepy Ta
Tecty
"BakTepianbHi

Cork, P43 FR 63, Ireland ge npoBoautbcst KOHTPOIb
cepii A®I nacupeoTtug (y dopmMi nacnpeotuay
namoaty). 3minm | Tuny - 3miHm 3 skocTi. ADI.

Bupo6HuuTBo. 3MiHM B npoueci BupobHuutea AdI
(He3HayHa 3miHa y npoueci BUpobHuuTea AdI)
HesHauHa 3miHa y npoueci BupobHuutea APl Ha
ctagii 4.3.11 ObepHeHo-a3oBa xpomaTtorpadis —
opepxaHHs crnonyku D25. 3Mminn | Tuny -
AaMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpoGHUYOT
OinbHULI (BKNtoYaroum ainbHuui ans Adl,
NPOMIXKHOrO NPOJYKTY abo roTOBOro Nikapcbkoro
3acoby, AinbHWL ANA NpoBeAeHHst NaKyBaHHS,

BMPOGHWKa, BiAMNOBiAanNbHOro 3a BUMYCK Cepiid, Micue

NPOBEAEHHST KOHTPOIIO cepii) abo nocTayanbHuKa
BUXiAHOro Matepiany, peareHTy abo JOMNOMiIXKHOI
PEYOBUHM (SIKLLO 3a3HaYeHO y AOChE)

BunyyeHHs noctayaneHmka” Senn Chemicals, Guido
Senn Strasse 1, Dielsdorf, 8157, LLsenuapis

BuxigHoro matepiany “Fmoc-Lys(Boc)-OH”. 3miHu |

TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULi Ans
AQI|, npomixxHOro npoaykty abo rotoBoro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
€HOO0TOKCUHK": nikapcbKkoro 3acoby, AinbHUL AN NpoBeaeHHs
CaHpo3 'M6X, nakyBaHHsl, BUpOGHWKa, BiANOBIiAaNbHOMO 3a BUMYCK
ABCTpis;
BUPOBHMLUTBO

nopoLuky in bulk
ans cycnexsii ans
iH'ekuin: HoBapTic
dapwma AT,
LBsenuapis;
KOHTPOIb AKOCTI
3a NOKa3HUKOM

"BakTepianbHi

€HOO0TOKCUHK":
EypodpiHc
Biodapma
MNpopakT TecTiHr
MtoHix TMBX,
HimeyuumHa;
TepMiHanbHa
cTepunisauis
bnakoHiB.:
CiHepmpxu Xenc
LenikeH AT,
LLsenyapis

KOHTponto sikocTi) ADI (3a BiacyTHOCTi cepTudikata

nocravarnbHUKa BMXiAHOrO MaTepiany Ans namoBoi
KMUCIOTU, sika BUKOPUCTOBYETLCH Y BUPOOHNLTBI ADI

27,Vandaloor Kelambakkam Road Keelakottaiyur

cepil, MicLe NpoBeaeHHs KOHTPOrO cepii) abo
nocTayarnbHvKa BMXiQHOrO maTepiany, peareHTy abo
AOMNOMIKHOI pe4OBUHU (SKLLO 3a3HaYeHO Y JOChE)
BunyyeHHs noctayansHuka Luxembourg Industries
Ltd., Hakodhim 29, Arad 8909327, I3painb BuxigHoro
maTtepiany “Fmoc-Phg -OH”, Guido Senn Ta “Fmoc-
Hyp (Boc — aminoethylcarbamoyl) -OH”. 3miHu |
TMNy - AOMiHICTpaTMBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULI Ans
A®I, npomMixxHoro npogykTy abo rotoBoro
nikapcbKkoro 3acoby, AinbHULI AN NpoBegeHHs
nakyBaHHs, BUpOOHVKa, BiAnoBigansHOro 3a BUMycK
cepil, MicLe NpoBeAeHHs1 KOHTPOro cepii) abo
nocTayarnbHvKa BUXigHOrO maTepiany, peareHTy abo
[OMOMIKHOI pe4OBUHU (SKLLO 3a3Ha4YeHO y [OChE)
BunyueHHs noctayanbHuka Chemtech Leuna
GmbH, PO Box 1111, Leuna 06234, HimeuunHa
BuxigHoro matepiany “Fmoc-Tyr(BzL) -OH”. 3MmiHn |
Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuTeo. 3miHa
BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO
npoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpoGHMYOMy npoueci A®Il, abo 3amiHa BUpoGHMKa
(Bkntoyatoun, ae HeobxigHO, MicLe NpoBeAEeHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
BigMNoBigHOCTI €Bponenchkii papmakonei y
3aTBepakeHoMy Aocke)(iHLwi 3MiHn) [JogaBaHHs
anbTepHaTMBHOro nocrayansHuka CBL (Chemical
and Biopharmaceutical Laboratories) of Patras S.A.,
Industrial Area of Patras, Block 1, Patra Achaia,
25018, Npeuisa BuxigHoro marepiany
aMiHoMeTunboBaHa NnonicTuporibHa cmorna
(aminomethylated polystyrene resin). 3minu | Tuny -
3MmiHm 3 akocTi. A®Pl. BupobHuuteo. 3MiHa
BMPOBHVKa BUXiAHOTO/MPOMIXHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYHOTHLCS Y
BMpo6HMYomy npoueci A®I, abo 3miHa BUpoGHWKa
(Bkrtoyatoun, ae HeobxigHO, MicLie NpoBeAEeHHS

BiAMOBIAHOCTI €Bponencoki hapmakonei y

3aTBepAKEHOMY Aocke)(iHLWi 3MiHM) 3MiHa

nacupeoTtugy (y opmi nacupeotuagy namoary).
3aTBepaxeHo: Shasun Pharmaceuticals Ltd.,

Village, Melakottaiyur (Post) Chennai — 600048,

IHais 3anponoHoBaHo: Solara Active Pharma
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3acoby ynakoeka) noceid4yeHHs1
Sciences Limited, R.S. No. 33& 34, Mathur Road
Periyakalapet, Puducherry — 605014, India. 3minu |
TMny - 3MiHK 3 akocTi. ADI. KoHTponb A®I. 3miHa y
MeTodax BunpobyeaHHsa APl abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BMNPOOYBaHHS) HeaHauHi 3MiHW y 3aTBepAKEHUX
MeTodax BUNpoOyBaHHS 3a NOKa3HMKOM “[JoMillkn” —
Acetic acid. 3miHu | Tuny - 3MiHu 3 skocTi. ADI.
KoHTponb A®l. 3miHa y meTopax BunpobysaHHst ADI
abo BuXigHoro martepiany/npomikHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BUpobHmuTea AP| (He3HaYHi 3MiHN Y
3aTBEpOKEHMX MeTofax BUNpobyBaHHS)
Hes3HauHi 3MiHn y 3aTBEpOKEHNX MeTodax
BMNpPoOyBaHHs 3a nokasHukom “KinbkicHe
BU3Ha4YeHHs" Ta “CynyTHi JOMiLLKn”.
3MiHn | TUny - 3miHn 3 skocTi. A®Il. KoHTponb ADI.
3miHa y meTogax BunpobysaHHa A®| abo BuxigHoro
mMarepiany/npoMixxHOro npoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpKEHNX MeToAax
BUNpoOyBaHHS)
HesHauHi 3MiHM y 3aTBEpOXEHUX MeTogax
BMNPOByBaHHS 3a MOKa3HMKOM “3arnuLLKOBi KifbKOCTi
OpraHiYHUX PO3YNHHUKIB”.

176. | CKAWPI3I PO34MH ANs iH'eKLN EG6BI LLsenuapi TECTYBaHHs: CLIA/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn 3a He UA/17970/01/02
no 150 mr/1 mn; 1 Biodapmach A E66Bi Biopicepy Himeuunna Il Tviny - 3miHn wopo 6e3nekun/edpekTBHOCTI Ta peuenmom | nidnszae
nonepegHL0 loTikana CeHrtep IHk, CLUA; dapmakoHarnsgy. 3miHu y TepaneBTUYHUX
HamnoBHEHWIA m6X BMPOGHMLUTBO nokasaHHsX (4of4aBaHHsi HOBOrO TepaneBTUYHOro
CKINSHWIA WNpwL, nikapcbkoro nokasaHHs abo 3miHa y 3aTBepAXeHOMY MOKa3aHHi) -

BMOHTOBaHUN y 3acoby, 3MiHU BHeCeHO A0 IHCTPYKLUii AN MeauyHoro
aBTOIHXEKTOp; Mo TeCTyBaHHs, 3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3sainy
ofjHOMY nepBuHHE "MokasaHHs" (QoAaBaHHS MOKa3aHHS o
aBTOIHXEKTOpY Y nakyBaHHS: 3acToCcyBaHHs1 "ncopiaTuyHmin apTpuT"), a Takox Ao
KapTOHHiI kopobuyi EG6BI po3aginie "®apmakonoriyHi BnactmeocTi", "Cnoci6
BioTtekHonoaxi 3acTocyBaHHs Ta goan", "MobiyHi peakuyii”, "ditn"
NTAO, CLWA; BigMNoBigHO 40 MaTepianiB peecTpaLuinHoro 4OCheE.
BTOPUHHE Takox 3MiHW BHECEHO A0 KOPOTKOI XapakTepuUCcTUKu
nakyBaHHs, nikapcbkoro 3acoby go posginy " 4.1. TepaneBTuU4Hi
TEeCTyBaHHS, nokasaHHs", a Takox Ao po3ainis "4.2. [lo3un Ta
BUNYCK cepii: cnoci6 3actocyBaHHs", "4.3. Oitn", "4.9. MoGiuHi
E6GBI [onuneHa peakuii”, "5.1. ®apmakoguHamiyHi BnacTMeocTi",
'm6X i Ko. KT, "5.2. ®apmakokiHeTU4Hi BnacTusocTi" BignoBigHO A0
HimeuuunHa; mMaTtepianis peectpauifiHoro gocke. BBegeHHs 3MiH
TECTYBaHHSA: npoTArom 6-Tu MicAUiB Nicns 3aTBepaXeHHSA. 3MiHu

Yapnb3a PiBep
JlabopaTtopis

Il Tvny - 3MiHK 3 sikocTi. FOTOBMIA Nikapcbkuin 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
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n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
xepmaHi TM6X, ymoBax 306epiraHHsi roTOBOrO fikapcbkoro 3acoby
HimeuunHa (3miHa B yMoBax 36epiraHHs1 nikapcbkoro 3acoby
6ionoriYHoOro NOXoAXeHHS, AKLLO AOCNIAKEHHS
cTabinbHOCTI 6ynn NpoBeaeHi He y BigNoBigHOCTI 40
3aTBEPAKEHOro NpoToKony) - BHeceHHsA goaaTkoBmx
ymoB 36epiraHHs 113, a came MOXNUBICTb
36epiraHHs npenapaTy He B XOnoAuIbHUKY (npuy
Temnepartypi Bia 2 o 8 ?C), a npn Temnepartypi He
Buwe 25 ?C, npoTaroMm 24 roavH B opuriHanbHin
KapTOHHiI KOpOOLi Ana 3axMCTy Big Aii ceiTna. 3MiHn
BHECEHO A0 iHCTPYKUii AN MeANYHOro
3acToCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"YMoBwM 36epiraHHs", 40 KOPOTKOI XapakTepucTukn
nikapcbkoro 3acoby o posginy "6.4. Ocobnusi
3anobixHi 3axoau npu 36epiraHHi", a Takox Ao
MapKyBaHHSs1 yakoBKU MikapcbKoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPKEHHS.

177. | CMO®KABIB | emynbcis ans dpeseHiyc HimeuumH ®peseHiyc Kabi LLseuis BHECEHHS1 3MiH O peecTpaulinHMx maTtepianis: 3MiHn 3a - UA/14345/01/01
EH iHdpysin; nepBuHHa: Kabi a ABb | Tuny - 3miHn 3 sKkocTi. FoTOBMI NiKapcbkuin 3acib. peuernmom
NMEPUDPEPUY | no 1206 mn, no Honunang KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y
HUN 1448 mn, no 1904 mM6X MeTo4ax BUNpobyBaHHSI rOTOBOTO MikapCbKoro

MI B TPUKaMepHoMmy 3acoby (iHwWi 3mMiHM y MeToaax BUNpobyBaHb
nnacTUKoBOMY (BKrnoYatoum 3amiHy abo AOMOBHEHHS)) 3aMiHa
KOHTeWHepi Lito40ro MeToay KinbKiCHOTO BU3HAYEHHSI HaTpilo B
«BiodpiHy, KM Cwmodbninig 20%, xxmpoBa eMynbCisl, Ha HOBUI MeToq
pasom 3 ONTUYHO-EMICINHOI CNEeKTPOMETPIl 3 IHAYKTUBHO
@HTUOKUCHUKOM 3B’si3aHoto nnasmoto (IPS-OES). 3Minu | Tuny -
BMILLYIOTb Y 3MiHu 3 siKocTi. MoToBMIA Nikapcbkuit 3aci6. KoHTpons
30BHILLHIN roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
NNacTUKOBUIA MILLIOK; BUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby (iHLwi
BTOpUWHHa: no 1206 3MiHM Yy MeTofax BUNpobyBaHb (BKIMIOYAOYM 3aMiHy
mn, no 1448 mn, no abo JonoBHEHHS)) 3amiHa gjtounx MeToais
1904 mn B BU3HAYEHHS HaTPIlo, Kanito, KanbLjto, MarHito,
TpUKamepHomy docdopy, LMHKY B PO34MHI aMiHOKMCIIOT 3
NNacTUKoBOMY enektponitamu (AmiHoBeH 10%, po3yuH
KOHTeWHepi aMIHOKWCIOT 3 eNeKTPOoniTaM1) Ha HOBUIA MeTo
«BiodpiHy, skMn ONTUYHO-EMICINHOI CNEKTPOMETPIi 3 iHAYKTUBHO
pasom 3 3B’si3aHoto nnasmoto (IPS-OES). 3miHa nos’sizaHa 3
@HTUOKUCHUKOM BMPOBaXEHHSIM Cy4acHOro MeToay Ans
BMILLYIOTb Y BM3HAYEHHS eMEMEHTIB.

30BHILUHIN

NNacTUKOBWUIA MILLIOK,

no 4 miwku B

KopooGLi

178. | CMO®KABIB | emynbcis ans dpeseHiyc HimeyumH ®peseHiyc Kabi LLiseuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU 3a - UA/14346/01/01
EH iHdy3in; no 986 mn, Kabi a ABb | Trny - 3miHKn 3 skocTi. FoTOBUIA NikapCbkMi 3acib. peuenmom
LUEHTPAIIbH | no 1477 mn, no Honunang KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
217 1970 mn, no 2463 v6X MeTofax BMNPOoOyBaHHS rOTOBOIO NikapCbKoro
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n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
MI B TPUKaMepPHOMY 3acoby (iHwWwi 3MiHW y MmeTogax BunpobyBaHb
nnacTMKoBoMy (Bkntoyatoum 3amiHy abo JoNoBHEHHS)). 3amiHa
KOHTENHepI [il040ro MeToAY KinbKiCHOro BU3HAYEHHS HaTpito B
«BioiHy, skun Cwmodpninig 20%, xu1poBa emynbCis, Ha HOBUI MeToz,
pasom 3 OMTUYHO-EMICINHOI CNEKTPOMETPIi 3 iHAYKTUBHO
AHTUOKUCHUKOM 3B’A3aHoto nnasmoto (IPS-OES). 3MiHm | Tuny -
BMILLYIOTb Y 3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
30BHILLHIN roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
NIacTUKOBUIN MILLOK; BUNPOOYyBaHHSA roTOBOro Nikapcbkoro 3acoby (iHLwui
no 986 mn, no 1477 3MiHM y MeTogax BUNpobyBaHb (BKHOYaouM 3amiHy
mn, no 1970 mn B abo [OMOBHEHHS)).
TpUKamepHoOMy 3amiHa gjloumx MeTofiB BU3HAYEHHS HaTpito, kanito,
NnacTMKoBOMY KanbLito, marHito, oocdopy, UMHKY B PO3YMHI
KOHTEWHepi aMiHoKMcnoT 3 enektponitamu (AmiHoBeH 10%,
«BiodiHy, sKun PO34YMH aMiHOKUCIOT 3 eNeKTposliTaMu) Ha HOBUI
pasom 3 METOo[, ONTUYHO-EMICINHOI CNEKTPOMETPIi 3
AHTUOKUCHUKOM iHOYKTUBHO 3B’si3aHoto nnasmoto (IPS-OES). 3miHa
BMiLLIOTb Y noe’si3aHa 3 BNPOBaKEHHSIM Cy4acHOro MeToay Ans
30BHILUHIN BU3HAYEHHS eNeMeHTIB.
NIIacCTUKOBUIA MILLOK;
no 4 miwkun B
Kopobui; no 2463 mn
B TPVKamepHoMy
nnacTnkoBoMy
KOHTENHEpI
«biodiHy», akuin
pasom 3
@HTUOKUCHUKOM
BMiLLlyIOTb Y
30BHILLHIN
NNacTUKOBUIA MILLIOK;
no 3 Miwku B
KopobLi
179. | CONNANriH kancynu, no 10 ToBapucTBo YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU 3a - UA/12311/01/01
Kancyn y 6nicrepi; 3 obmexeHo | Tuny - 3miHn 3 skocTi. CepTudikat peuernmom
no 1 6nictepy y obmexeHo BignoBiganbHIiCcTIO BignosigHocTi/lE-cepTudikat BignosigHoCTi
KopoO6Li 3 KapTOHY Bignosigans "Xapkicbke €Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HiCTIO dapmaueBTU4He HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
«®apmaues nignpueMcTBO abo Buny4YeHHs cepTudikaTa BiANOBiAHOCTI
TU4Ha "3nopos.'s €sponeiicbkin papmakonei: ans A®l; ons BuxigHoro
KOMMaHisi Hapoay" matepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
«300poB’sa» BUKOPUCTOBYOTBCS Y BUPOGHMUTBI ADI; ons

[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hapmakonei) - HoBui ceptudikar Big
HOBOro BUPOGHKMKa (3aMiHa abo JOMOBHEHHS) -
noAaHHs HoBOro cepTudpikata BigNoOBIAHOCTI
€sponevicbkin apmakonei Ne R1-CEP 2001-090 -
Rev 06 ans gitovoi pevoBuHn Codeine phosphate
hemihydrate Big HoBoro Bupo6Hvka ALCALIBER
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Bupo6Huk
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eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

S.A.U., Spain (gonoBHeHHs); 3MiHu | Tuny - 3miHn 3
akocTi. CepTtudikaT BignosigHocTi/l' E-cepTudikat
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIIEHOTO cepTudikaTa BigNoBiaHOCTi abo
BUNYYEHHS cepTudpikaTa BignoBigHOCTI
€Bponenickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BignoBigHOCTI
€sponelicbkin hbapmakonei) - Hoeun ceptudikar Big
HOBOrO BUPOGHMKA (3amMiHa aGo AONOBHEHHS) -
nogaHHs HOBOro cepTudikaTa BignoBigHOCTI
€sponevicbkin apmakonei Ne R1-CEP 2007-023 -
Rev 05 ans gitouoi pevosmHn Codeine phosphate
hemihydrate Big HoBoro Bupo6Huka SANECA
PHARMACEUTICALS A.S. (aonoBHeHHs1). Ak
Hacnigok, npuBefeHHa cneumdikadii Ta metogis
KOHTPOIIO SIKOCTi Ha Alilo4y Pe4OBUHY 33 NMOKa3HUKOM
“3anunLLKOoBI KiNIbKOCTi OPraHiyHUX PO34YMHHUKIB” A0
Bumor CEP gaHoro Bupo6Huka; 3miHn | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. BunyyeHHs1 BUpOGHMYOI
OinbHUUi (BkMoYaroum ainbHuui ans Adl,
NPOMIXKHOro NPoAyKTy abo roToBoro nikapcbKoro
3acoly, AinbHULi ANs NPoBeAEHHS NaKyBaHHS,
BMPOGHMKa, BiAMOBiAANbHOMO 3a BUMYCK Cepili, MicLe
npoBeaeHHS KOHTPOT cepii) abo nocTavanbHUKa
BMXiaHOro matepiany, peareHTy abo JOMNOMiIXKHOI
PEYOBUHY (SIKLLIO 3a3HAYEHO Y 4OCbE) - BUITYYEHHS
BUpOGHMKa fitoyoi pevoBuHu Codeine phosphate
hemihydrate MACFARLAN SMITH LIMITED, United
Kingdom (Bupo6Huui ginbHuui y mictax EanHbypr Ta
AHHaH)

180.

CNIPUBA®

MOpOLLOK AN
iHransiyin, Teepai
Kkancynu no 18 mkr;
no 10 kancyn 3
MOPOLLKOM Anst
iHransuin y énicrepi;
no 3 6nictepu B
KapTOHHI kopoOLyj;
no 10 kancyn 3
MOPOLLKOM Ans
iHransiyin y énicrepi;
no 1 abo 3 Gnictepu
B KOMMMEKTi 3
NpUCTPOEM
XeHpiXernnep® B
KapTOHHI kopobui

BepiHrep
IHrenbxanm
IHTepHeLHn

mM6X

HimeuvuuH
a

BepiHrep
IHrenbxamm

dapma 'M6X i Ko.

K

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU
| Tuny - 3MmiHn 3 skocTi. MeauyHi npucTpoi (iHLwi
3MiHW) - BHECEHHS 3MiH 0 MaTepianis
peecTpaLiiHOro 4oCbe, a CaMe OHOBIEHHS po3ainy
3.2.R, pe-knacudikauis Mean4YHOro NpMCTporo
XeHpiXennep®, oHOBREHHS |aeHTUdikauinHoro
HOMepy yrnoBHoBaxeHoro opraHy (CE 0123) Ha
npuctpoi XeHAiXennep® Ta Ha BTOPWHHIN yNakoBLyj;
BKItOYEHO A0 po3ainy CepTudikat ynpaeniHHS
skicTio €C, BUAAHWIA YNTOBHOBAXEHUM OpraHoMm,
Oeknapauito BignosigHocTi €C Ta [deknapalito
BiANoBIgHOCTI Npo Te, Wwo nNpucTpin XeHaiXennep®
BignoBsigae Bumoram MDR BenuvkobpuTanii ans
npucTpoiB knacy |. PernameHT €C woao BMpobis
MeauyHoro npusHadeHHs (MDR) 2017/745 3amiHioe
aitody [IpekTuBy Wwoao Bupobis MegnyHoro

3a
peuenmom

He
nidnsieae

UA/6495/01/01
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Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

npuaHadeHHs 93/42/EEC. BignoBigHo 8o Lboro
HOBOro PernameHTy Knac MeguyHoro npucTpoto
XeHgiXennep®, KU BUKOPUCTOBYETLCA 415
iHranswii nopoLuky ans iHranauii, Teepai kancynu 18
MKr, 3MiHUTBLCA 3 knacy 1 Ha knac lla B €sponi.
BBegeHHs 3miH npoTtarom 12-Tu micauis nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3MiHW Woao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHM) - 3MiHWM BHECEHO B iHCTPYKLUIitO 4N
MeOMYHOro 3acTOCyBaHHSA Nikapcbkoro 3acoby oo
po3giny "Cnocib 3actocyBaHHs Ta o3un" BiANOBIAHO
[0 OHOBIEHOI iHdbopMmaLii Wwoao 6esnekn
3aCTOCyBaHHS Aito4oi pevoBuHU. BBeaeHHs 3MiH
NpOTArom 6-Ty MicsILB Nicnsi 3aTBepKEHHS; 3MiHM
Il Tuny - 3miHn wWogno 6e3nekn/eddeKkTUBHOCTI Ta
capmakoHarnsgy. 3MiHM y KOPOTKili xapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANs MeAMYHOro 3aCTOCYBaHHS Y 3B’sI3KY i3
HOBUMUW AA@HUMM 3 SIKOCTi, AOKNiIHIYHUMW, KNiHIYHUMN
AaHVMK Ta AaHMK 3 dbapmakoHarnsagy - 3MiHn
BHECEHO B iHCTPYKLUIilO 4Ns1 MEeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "®apmMakonoriyHi
BnactmeocTi", "OcobnunBocTi 3acTocyBaHHA",
"Cnoci6 3actocyBaHHsi Ta fo3n", "Mo6iyHi peakwii”
Ta pegaroBaHo po3ainu "Jlikapcbka hopma”,
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(yTOYHEHHS onucy chapmMakoTepaneBTUYHOI rpynu
6e3 dakTuyHoi 3miHu kogy ATX), "Oitn",
"Mepeno3yBaHHs". BBeAeHHSA 3MiH NPpOTArom 6-Tu
MicsiLiB nicns 3aTBepAKEHHS

181.

CTONAHTH

crpew Ans poToBoi
NopoXxHWHYK; no 30
MA 'y donakoHi; no 1
dnakoHy 3
MeXaHi4YHUM
po3nunioBavem,
annikaTopom Ans
POTOBOI MOPOXKHWUHN
Ta KPULLIKOIO, sika
3axumwae
posnunioBay, B
KopoOGLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa Yex
IHpacTpis c.p.o.

Yecbka
Pecny6bnika

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn
| Tuny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€sponevicbkinn papmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMNOMiXHOT pevyoBuHU (cepTudikaT BignosigHoOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI
cepTudikaT Bif yke 3aTBepOKEHOro BUPOBHMKaA -
[MogaHHsA oHOBREHOro cepTudikaTa Bi4NOBIgHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2005-238-
Rev-03 (3atBepaxeHo: R1-CEP 2005-238-Rev-02)
Ha A®I lekceTnavH Bif 3aTBEPAXKEHOTO BUPOOHMKa
CURIA FRANCE S.A.S., France

6e3
peuenma

UA/1831/01/01

182.

TABIMNEK

Kancynu
KVILLIKOBOpO3‘-IVIHHi

dapmaueyTi
we Pabpik

ABcTpis

KaTtaneHt
[xepMmaHi

HimeuuunHa/
ABCTpist

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu
| Tuny - 3miHM 3 sikocTi. CepTudikat

6e3
peyenma

UA/5604/01/01
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
M'siki no 150 mr; no MoHTaBiT EGepbax, BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
10 kancyn'y mM6X Himeuunna €sponelicbkin hbapmakonei/moHorpadii. MogaHHsA
Gnictepi; no 3 (BMPOGHMLITBO HOBOro abo OHOBNEHOro cepTudikaTa BignNOBIAHOCTI
Gnictepn B Hepo3adacoBaHol abo Buny4eHHs ceptucpikata BignoBigHOCTI
KapTOHHiI kopobui npoaykuii €sponevicbkin bapmakonei: ana A®l; ans BuxigHoro
(kancynoBaHHs, maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
KOHTPOSIb SKOCTi BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
AOMOMDKHNX AonomixHoi pevosuHu (ME-ceptudikat
PEYOBUH, BignoBigHOCTI €Bponeiickki hapmakonei ons
KOHTPOSb B Adl/BnxigHoro matepiany/peareHTy/npoMiKHOro
npoLeci npoaykTy abo fonoMiXHOI peqoBuHU) - OHOBREHWI
BUPOGHMLTBA)); cepTudikaT Bi BXe 3aTBEPKEHOro BUPOOHMKA -
dapmaveyTie MopaHHsA oHoBneHoro ME-cepTudikaty
abpik MoHTaBiT BignoBigHoCTI €Bponencekin dapmakonei CEP: R1-
'MB6X, ABCTpis CEP 2003-172 Rev 03 (3atBepaxeHo: CEP: R1-
(HaHeceHHs1 CEP 2003-172 Rev 02) anst 4OMNOMiDKHOI pe4OBUHM
KMLLKOBOPO34YUHHO (>xenaTuHy) Bia yxe 3aTBepaKeHOro BUpOOHUKa
ro NoKpUTTS Ha Gelatina Group.
Kancyny,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI
Ta BMNyCK cepii)
183. | TENMNPEC Tabnetku no 40 AT YkpaiHa [MoBHWIM LMKN Icnanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3aMiHa 3a - UA/15949/01/01
nnoc mr/12,5 mr; no 14 "®apmak” BMPOBHMLTBA, 3agBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro peuernmom
Tabnetok y 6nictepi; BUWMNYCK cepil: noceigyeHHs) (3rigHo Hakazy MOS Big 23.07.2015 Ne
no 2 abo no 7 JTABOPATOPIOC 460). TepmiH BBeAEHHSI 3MiH NpoTArom 6 micsiuis
bnictepiB y JIIKOHCA, C.A,, nicnsa 3aTBepAXeHHst; 3miHu | Tuny - 3MiHn Wwoao
KapTOHHIN navui IcnaHis 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
KoHTponb sikocTi: BeeneHHs abo 3MiHM [0 y3aranbHeHVX gaHUX Npo
JTABOPATOPIO cuctemy cdbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
EYEBAPHE, C.A,, OaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
IcnaHia ynoBHOBaeHoi ocobu, BignoBiganbHoi 3a

3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0M, BiANOBiAanNbHOI 3a
3[iCHeHHs1 hapmakoHarnagy (BKrYaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
davina cuctemu hapmakoHarnsagy) - 3MmiHa
yrnoBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
dapmakoHarnsg. Hitoyva pegakuisi: IBaH Kimnpiy /
lvan Cimprich. MNponoHoBaHa peaakuis: Kopaepo
lanuHa AHapiiBHa. 3MiHa KOHTAKTHUX AAaHUX
yrnoBHOBaXxeHOI 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
dapmakoHarnag,.
3miHa MicLue3HaxookeHHs MacTep-daiina cucremu
(hapmakoHarnsigy Ta oro Homepa. 3MiHa Micus




120 [IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

30iNCHEHHS1 OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsagy; 3minm | Tuny - 3miHu wono
6e3nekn/echekTUBHOCTI Ta hbapmakoHarnsgy (iHwi
3MiHN) - 3MiHM BHECEHO [0 TEKCTY MapKyBaHHS
NMepBMHHOT YNaKkoBKM Mikapcbkoro 3acoby B . 6.
«IHLWE» Ta o TekcTy MapKyBaHHS BTOPUHHOT
ynakosku B n. 12. kHOMEP PEECTPAL|IMHOIO
MOCBIOYEHHA», n. 16. «IHPOPMALIA, AKA
HAHOCUTBLCA LWPUGTOM BPANNAN, n. 17.
«IHLUE». TepmiH BBeAeHHS 3MiH NpoTArom 6 micsauis
nicnsa 3aTBepaKEeHHs

184. | TENNPEC Tabnetku no 80 AT YkpaiHa [oBHUIA UMKnN Icnanis BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHa 3a - UA/15949/01/02
nncC mr/25 mr; no 14 "dapmak” BUPOGHMLTBA, 3asBHUKa J13 (MIBIT) (BnacHuka peectpauiiHoro peuenmom
TabneTtok y 6nictepi; BUMNYCK Cepil: nocsigyeHHs) (3rigHo Hakazy MOS Big 23.07.2015 Ne
no2abono7 JIABOPATOPIOC 460). TepmiH BBeeHHS 3MiH NpoTsArom 6 Micsiuis
GnictepiB y JIIKOHCA, C.A., nicns 3aTBepAXeHHst; 3MiHu | Tuny - 3MiHW Wwoao
KapTOHHIN nayui Icnanis 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
KOHTpOnb sKOCTi: BBepneHHs abo 3MiHM 0 y3aranbHEeHUX AaHuX Npo
JIABOPATOPIO cuctemy cbapmakoHarnsgy (BBeAeHHs y3aranbHeHnx
EYEBAPHE, C.A., OaHuX Npo cuctemMy hapMakoHarnsigy, amiHa
IcnaHia yNOBHOBa)eHOi ocobu, BignoeigansHoi 3a

3AiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA Big
ynoBHOBaxeHoi ocobwu, BignoBifansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
aina cuctemu cpapmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoI ocobu 3asBHUKa, BiAMOBIAaNbHOI 3a
dapmakoHarnsg. Hitowa pegakuisi: IBaH Kimnpiy /
Ivan Cimprich. MNponoHoBaHa pefakuisa: Kopaepo
[anvHa AHgpiiBHa. 3MiHA KOHTAKTHUX AaHUX
yrnoBHOBaXxeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
dapmakoHarnag,.
3miHa Micue3HaxomkeHHA MacTep-danna cucremu
hapmakoHarnsigy Ta oro Homepa. 3MiHa Micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsaay; 3minm | Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHW) - 3MiHN BHECEHO [0 TEKCTY MapKyBaHHS
NepBUHHOI YMakoBKM Nikapcbkoro 3acoby B . 6.
«IHLWE» Ta fo TekcTy MapKyBaHHS BTOPUHHOT
ynakoBku B n. 12. <HOMEP PEECTPALIMHOIO
MOCBIOYEHHA», n. 16. «IHPOPMALIA, AKA
HAHOCUTLCSA WPUGTOM BPANNAY, n. 17.
«IHLWE». TepmiH BBeQeHHS 3MiH NpoTAroMm 6 micauis
nicns 3aTBepAKEHHs

185. | TENMNPEC Tabnetku no 80 AT YkpaiHa [MoBHMIM UMKN Icnanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3mMiHa 3a - UA/15949/01/03
nnc mr/12,5 mr; no 14 "®apmak” BUPOGHMLTBA, 3asBHuka 113 (MIBI) (BnacHvka peecTpaLiiHoro peuyenmom
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Tabnetok y Gnictepi;
no 2 abo no 7
GnictepiB y
KapTOHHIN nayui

BUNYCK cepii:
JIABOPATOPIOC
JIIKOHCA, C.A,,
Icnanis
KoHTponb sikocTi:
JTABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis

noceigyeHHs) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
460). TepmiH BBeAEHHS 3MiH NPOTSArom 6 MicsiLis
nicnsa 3aTBepAXeHHst; 3MiHn | Tuny - 3MiHW Wwoao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHst abo 3MiHM [0 y3aranbHEHVX gaHUX Npo
cuctemy cdhapmakoHarnsay (BBeAeHHS y3aranbHeHUX
[AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHa Big
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3piicHeHHs dhapmakoHarnagy (BKrrovaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
daiina cuctemu papmakoHarnsgy) - 3MmiHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnsa. Hitoya pegakuis: IBaH Kimnpiy /
Ivan Cimprich. MNponoHoBaHa peaakuis: Kopaepo
[anuHa AHgpiiBHa. 3MiHa KOHTaKTHUX AaHUX
yrnoBHOBaXeHoI ocobu 3asiBHUKa, BiAMOBIAANbHOI 3a
chapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-daina cuctemm
dapmakoHarnagy Ta noro Homepa. 3MiHa micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy; 3minu | Tuny - 3miHn wono
6esnekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHN) - 3MiHM BHECEHO [10 TEKCTY MapKyBaHHSI
NepBUHHOI yNakoBKM Nikapcbkoro 3acoby B n. 6.
«IHWE» Ta oo TekcTy MmapKyBaHHS BTOPUHHOI
ynakosku B n. 12. <HOMEP PEECTPAL|IMHOIO
MOCBIOYEHHA», n. 16. «IHPOPMALIA, AKA
HAHOCUTbLCS LUPUGTOM BEPANNSAY, n. 17.
«IHLWE». TepmiH BBeAeHHS 3MiH NpOTAroM 6 micauis
nicns 3aTBEpAXKEHHS!

186.

TEO®EONPUH
IC®

Tabnetku no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nayui

ToBapucTBO
3
[04aTKOBOK
BianoBsiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[04aTKOBOK
BignoBiganbHIiCcTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHn
| Tuny - 3miHn wWopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acCTOCYBaHHS Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCHNIOKEHb, NPOBEAEHUX BigNOBIgHO
[0 nnaHy negiatpuyHux gocnigpkeHs (PIP) (3miHy
Y3ro[DKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3miHu BHeceHo Ao IHCTpykLuii ans
ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby Ao
po3ainy "B3aemogis 3 iHWNMK NikapCbKMMU

3a
peuerimom

He
nidnsieae

UA/9230/01/01
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3acobamu Ta iHWi Buau B3aemopain" woao 6esnekun
3aCTOCyBaHHS Ajto40i peyoBuHK beHobap6iTan
BignoBigHoO Ao pekomeHaauin PRAC.
BBepgeHHs 3MiH npoTsarom 3-x micsauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKil XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUii ANs MeAUYHOro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOBJHOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepiog,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCHiMKEHb,
npoBeAeHVX BiAMOBIAHO A0 NraHy nediaTpuyHnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXeHMM OpraHoM) - 3MiHn
BHECEHO A0 IHCTPYKLii Ans MeanyHoro
3acTocyBaHHs Nikapcbkoro 3acoby Ao posgainis
"B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi Buam B3aemogin", "OcobnmneocTi 3acTocyBaHHA"
wopo 6e3neku 3acTocyBaHHS Aito40i peHOBUHM
napaweTtamon BignosigHo 4o pekoMeHgauii PRAC.
BBepneHHs 3MiH npoTsarom 3-ox micauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM) - 3MiHN BHeCeHO A0 IHCTpyKuii Ansa
Me[IMYHOrOo 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3giny "MobivHi peakuii" Woao 3BiTYBaHHA Npo
nobiyHi peakuii, Ta pedakuinHi npaBku 40 po3ainis
"Cknag", "®apmakonoriyHi BnactusocTi", "Baaemopis
3 iHWKMK NikapcbknMK 3acobamu Ta iHLWi BUam
B3aemopin", "OcobnmneocTi 3acTocyBaHHs",
"Mepepno3yBaHHs" Ta "MobiyHi peakuii”. BBeaeHHs
3MiH NpoTsirom 3-0x MicsUiB Nicns 3aTBEPAKEHHS.

187.

TEUEHTPUK
®

KOHLIeHTpaT Ans
PO34MHyY Ans
iHdy3in no 1200
Mr/20 mn, no 20 mn
y cbnakoHi; no 1

dnakoHy y
KapTOHHiI kopobLyi

TOB «Polu
YkpaiHa»

YkpaiHa

BupobHuuTBO
Hepo3sdacoBaHol
npoaykuii,
nepBUHHE
nakyBaHHs1,
BUNpPOOYBaHHS
KOHTPOMIO SIKOCTi:
Pow [iarHocTuke
MM6X, HimeuunHa
BupobHuLTBO
Hepo3adacoBaHol
npoaykuii,
nepBUHHE
nakyBaHHs1,
BTOpWHHE

Himewuunna/
LLiseniuapis

BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHU
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNPOOyBaHHSA roTOBOIO NiKapCbKOro
3acoby (iHwWi 3MiHW y MeTodax BUNpobyBaHb
(Bknrovaoumn 3amiHy abo AOMOBHEHHS)). 3MiHK y
mMeToaax BUNpobyBaHHs - BBEAEHHS
anbTepHaTMBHOIO MeToAy 3 TECTYBaHHSIM Ha
HeBuaumi YacTtkm (USP<787>).BBeneHHs 3miH
nNpoTArom 6-T MicsALiB Nicns 3aTBepaKeHHs. 3MiHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToaax BUNpobyBaHHS rOTOBOTO fikapCbKOro
3acoby (iHwWi 3MiHW y MeToax BUNpobyBaHb
(BKknrOYa4M 3amiHy abo JONOBHEHHS)).

3a
peuerimom

UA/15872/01/01




123 [IponoBkeHHs noaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nakyBaHHs, BunyyeHHs 3aTBEpKEHOrO NnaHy MOHITOPUHIY
BUMNPOBYBaHHS xutTesoro umkny (PALM) post approval lifecycle
KOHTPOIO SKOCTI, Management Plan, Bknio4aroum MOHITOPUHT
BUWMNYCK Cepil: TECTYBaHHS FOTOBOrO NikapCbKoro 3acoby.
®.XodpdpmaHH-I15 BBeaeHHs 3MiH npoTarom 6-Tu micauis nicns
Pow ITa,
LLsenyapis

3aTBepKEHHS. 3MiHu | Tuny - 3miHn 3 akocTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobyeaHHs AdI
abo BuxigHOro matepiany/npomikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoveci BupobHmutea A®I (iHwi 3MiHM y meTogax
BMNPOBYBaHHS (BKMOYao4m 3amiHy abo
ponoBHeHHs1) A®I abo BMXigHOro/npoMiXKHOro
npoaykTy). BunyyeHHs 3aTBepaxeHoro nnaHy
MOHITOPUHry xunTTeBoro umkny (PALM), Bkntoyaroum
MOHITOPUHT TECTYBAHHS Ail04OT PEYOBUHM.
BBegeHHst 3MiH NpoTAarom 6-Tn micauis nicna
3aTBepMkeHHS. 3MiHu | Tuny - 3miHn 3 akocTi. ADI.
KoHTponb A®l. 3miHa y meToaax BunpobyeaHHs AdI
abo BuXigHoro martepiany/npomikKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuutea API (iHwi 3MiHM y meTogax
BMNPOOYBaHHSA (BKoYaum 3amiHy abo
ponoBHeHHs) A®I abo BUXigHOro/mpoMiXKHOro
npoaykTy). BuganeHHs npotokony keanidikauii
NepBUHHOIO cTaHA4apTHOro 3pasky. OCHOBHUIA
CTaHOapTHWI 3pa3oK pO3paxoBaHuii Ha BECb TEPMIH
ekcnnyarauii npogykty. HoBuin nepBuHHU
CTaHOapTHUIA 3pa3ok roTyeTbCs nulle y pasi
HeobxiaHOCTI 3amiHM abo NONOBHEHHS NEPBUHHOIO
CTaHAapTHOro 3paska. BBegeHHs 3MiH npoTsirom 6-
TV MicsLiB nicnst 3aTBepAXeHHS. 3MiHu | Tuny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napametpax cneuudikauinn Ta/abo onycTuMmnx Mex,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpodyKT/pearexT, Lo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTI
(Hanpvknag BUMyYeHHs 3acTapinoro NokasHuka)).
BupanenHs nokasnukis: JHK knitnHu- rocnogapsi
(host cell DNA), 6inok knitTuH-rocnogaps (host cell
protein), BinbHWI Tion, okucneHHs CDR (CDR
oxidation), BunyxeHuii 6inok A (leached protein A).
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBepAKEHHS. 3MiHN | TUny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo JONyCTUMUX MEX rOTOBOro

BuganeHnHs atpubyTy kucnotHoi obnacti IE-HPLC i3

nikapcbKkoro 3acoby (iHLWi 3MiHw).
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
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3acoby ynakoeka) noceid4yeHHs1

nporpaMm MOHITOPVHY Ta Ao4aBaHHSA Moro 4o
cneuudikauii Bunycky 'N13. OHosneHHs p. 3.2.P.5.1
cneundikauisi. BeegeHHs aMiH npoTarom 6-tu
MicsuiB nicnst 3aTBepmKeHHs. 3MiHu | Tuny - 3miHu 3
sikocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roToBOroO fikapcbkoro 3acoby. 3miHa y meTogax
BUNPOoOYyBaHHSA roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM Yy MeToAax BUNpobyBaHb (BKMHOYaoUM 3aMiHy
abo gonoBHeHHS)). [loaaBaHHSA anbTepHaTUBHOMO
ONTUMiI30BaHOr0 METOAY NeNTUAHOIO KapTyBaHHS i3
KOPOTLUMM YacoMm NiAroTOBKW 3paska (2 roanHu
npoTu 7 roavH).BeegeHHs 3MiH NpoTsirom 6-Tu
MicsuiB nicns 3atBepoKeHHs. 3MiHK | Tuny - 3MiHu 3
skocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb
roToBOrO fikapcbkoro 3acoby. 3miHa y meTopax
BUNPOBYyBaHHSA roTOBOro Nikapcbkoro 3acoby (iHLwui
3MiHM Yy MeTofax BUNpobyBaHb (BKITIOYAKOYM 3aMiHy
abo gonoBHeHHs)). [lJoaaBaHHS anbTepHaTUBHOMO
meTogy YO cnektpockonii Haxuny Ans BU3Ha4YeHHs!
BMiCTy 6inka npw Bunycky [T13. BBegeHHs 3amiH
nNpoTArom 6-Tu MicsiLiB nicns 3aTBepaKeHHs. 3MiHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAdax BMNPoOyBaHHSA roTOBOrO NikapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEepXKEHUX MeToaax
BunNpobyBaHHs). [logaBaHHA aBTOMaTU30BaHOI
CUCTEeMM NigpaxyHKy KOMOHii 3a 4ONOMOroko
TexHonorii Growth Direct. BBeeHHs 3MiH NpoTsirom
6-Tn MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3miHu 3 akocTi. A®l. CtabinbHicTb. 3miHa nepiogy
NOBTOPHMX BUNpobyBaHb/nepiony 36epiraHHs abo
ymoB 36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBepAKeHOMY AoCbe cepTudpikata BignoBIAHOCTI
€Bponeicbki dhapmakonei, LWo BKIoYae nepiof
NOBTOPHOro BUNpobyBaHHS) (3miHa y
3aTBEpAKEHOMY MPOTOKONi CTabinbHOCTI). 3MiHN y
3aTBEPKEHOMY MPOTOKONi cTabinbHOCTI
CTaHAapTHOTO 3pasKy, BuAaneHHs atpubyTy
hisnmyHoro ctavy Ta pH 3 npotokony 4ns
TeCTyBaHHs cTabinbHOCTi MabyTHIX CTaHAapPTHUX
3paskiB. BBeeHHs 3MiH NpoTArom 6-Tn MicsuiB
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
ADI. KoHTponb A®I. 3miHa y napameTpax
crneundikai Ta/abo JoNyCTUMUX MEX, BU3HAYEHMX
y cneuudpikauisx Ha API, abo BUXiZHWMA/MPOMIKHUN
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NMPOLIECI
BUPOGHMLTBA AD| (3BY>KEHHSI JOMYCTUMUX MEX,
BM3HaYeHuX y cneuudikadlii). 3By>XeHHs KpuTepiiB
NPUAHSITHOCTI ANs N. AKTUBHICTb ANsi ManbyTHiX
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

cTaHOapTHMX 3paskiB. OHoBneHHs p. S.5 Reference
standards or materials.

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3 akocTi. API.
KoHTponb A®l. 3miHa y MmeTofax BunpobysaHHst Ad|
abo BuxigHoro martepiany/npomikKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTea A®| (He3HauHi 3MiHN y
3aTBEpAKEHNX MeToAax BUNpobyBaHHS).
[lonaBaHHA aBTOMaTM30BaHOI CMCTEMM NiAPAXYHKY
KOJOHIN 3a gonomoroto TexHonorii Growth Direct, sk
anbTepHaTMBY NOTOYHOMY BidyanbHOMY 34MTYBaHHS
AnA TecTyBaHHs GioHaBaHTaXeHHs B NpoLeci
koHTporo (IPC) A®l. BBeaeHHs 3MiH NpOTSArom 6-tn
MicsuiB nicns 3atBepoKeHHs. 3MiHK | Tuny - 3MiHu 3
skocTi. A®I. KoHTponb A®l. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbCSA Y NpoLeci BUpobHuutea AdI
(iHWi 3MiHM y MeToadax BUNPOByBaHHS (BKIOYa4n
3amiHy abo gonoBHeHHs1) A®Il abo
BUXIiQHOro/MPOMIDKHOIO NPOAYKTY).
[opaBaHHA anbTepHaTMBHOIO MeToay Y&
crnekTpockonii Haxuny Ans BU3Ha4YeHHs BMICTY Ginka
npu Bunycky A®l. BBegeHHsi 3MiH NpoTarom 6-tu
MicauiB nicnsa 3aTBepaXeHHS. 3MiHu | Tuny - 3miHn 3
akocTi. A®Il. KoHtponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BuxigHoro
marepiany/npoMixXHOro NpoaykKTy/peareHTy, LWo
BUKOPWUCTOBYETbLCS y Npoueci BupobHuuTea Ad|
(iHWi 3MiHM y MeTodax BUNPOByBaHHS (BKOYaun
3amiHy abo gonosHeHHs) AD| abo
BUXiaHOro/npomixkHoro npoaykTy). [ogaBaHHs
anbTepHaTMBHOrO ONMTMMI30BAHOTO MeToay
nenTUAHOro KapTyBaHHS i3 KOPOTLLMM YacoMm
niaroToBku 3paska (2 rognHun npotn 7
roauvH).BBeaeHHst 3aMiH npoTsarom 6-Tu MicsauiB nicns
3aTBepAKEHHSI. 3MiHu | Tuny - 3miHn 3 akocTi. API.
BupobHuuTBO. 3MiHM BMNpobyBaHb abo AonmycTUMUX
Mex y npoueci BupobHuutea A®l, Lo BcTaHOBMEHI Y
cneuudikauiax (BUMy4YeHHS HECYTTEBOIO
BUNpoOyBaHHs). BuaaneHHs TecTyBaHHs Ha
napBOBipyCy rpu3yHiB, NpOBeAeHWIN nepe
36upaHHam kniTuH.BBegeHHs 3miH npoTtarom 6-Tu
MicaUiB micnsa 3aTBepKeHHs. 3miHu | Tuny -
AaMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpoGHUYOT
OinbHUU (BKMoYaroum ginbHuui ans Adl,
NPOMIXKHOTO NPOAYKTY abo roTOBOro NikapcbKoro
3acoby, AinbHWL AN NpoBeAeHHs NaKyBaHHS,
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BMpoOHMKa, BiANOBIAANbHOro 3a BUMYCK cepiit, MicLe
npoBeAeHHs KOHTPOHO cepii) abo nocTayansHuka
BUXiQHOro matepiany, peareHTy abo JONOMIXKHOT
PEYOBUMHM (SIKLLIO 3a3HAYEHO Y O0CbE). BunyyeHHs
Solvias AG, Romerpark 2, 4303 Kaiseraugst,
Switzerland , sik caiiTy 3 TecTyBaHHSA gito4oi
peyvoBuHK Ha MNJ1P - TecT napBoBipyC rpusyHiBs B
npoueci koHTponto (IPC). BBeaeHHs 3MmiH npoTarom
6-TK MicauiB nicnsa 3aTBepAXeHHs. 3MiHun Il Tuny -
3MiHu 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro fnikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOyBaHHS rOTOBOrO NikapCbkoro 3acoby
(cyTTeBa 3MiHa y
6ionoriyHomy/iMmyHOMOriYHOMY/iMyHOXIMIYHOMY
meTogi BunpobyBaHHs abo meTofi, y skomy
BUKOPUCTOBYETbLCS GioNorivyHMiA peareHT, abo ix
3amiHa, abo 6ionoriyHoro npenapary NopiBHAHHSA
(cTaHpapTHOro npenapary), Lo He 3a3Ha4YeHuin y
3aTBEpAKEHOMY npoTokoni). [loaaBaHHs
[04aTKOBOro MeToay TeCTYBaHHSI Ha CTEPUIbHICTb
(ATP dependent bioluminecscence) sik
anbTepHaTUBHY METOAMKY Ha CTEPUIBbHICTb A0
BignosigHoro metoay (EP.2.6.1, USP <71>, JP
4.06). BBegeHHs1 3MiH npoTsirom 6-Tu MicsauiB nicns
3aTBEPKEHHS.

188.

TIOBICTA

PO34MH Anis iH'EKLN,
no 4 mr/2 mn, no 2
MA B amnyni; no 6
amnyn B KapTOHHIN
nayui

MicTtpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnis

BEM Inay CaH. Be

Tik. A.C.

TypeuumHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu
| Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa Ha3BM
nikapcbkoro 3acoby
3MiHWN BHECEHO LL0A0 Ha3BM NiKapCbKOro 3acody
3atBepaxeHo: TIOJTAKC (TIOLAKS).
3anponoHoBaHo: TIOBICTA (THIOVISTA).
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPAKEHHS.

3a
peuerimom

He
nidnsieae

UA/20123/01/01

189.

TPAHEKCAM
OBA
KUCNOTA

PO34nH ANS iH'EKLN,
50 mr/mn, no 5 mn B
amnyni; no 5 amnyn
B GnicTepi; no 1
6nictepy B nayui; no
5 mn B amnyni; no 5
amnyn B 6nictepi; no
2 6nictepu B nayw;
no 5 mn B amnyni;
no 5 amnyn B
Gnictepi; no 10
GnicTepis B nayui

MpusaTHe
akuioHepHe
TOBapuCTBO

"Nekxim-
Xapki"

YkpaiHa

MpusaTHe
akuioHepHe
TOBapWCTBO

"INekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn
| Tuny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoCTi
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€sponevicbkin papmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI ADIl; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHocTi
€Bponelicbkint hapmakonei) - OHoBNeHWI
cepTudikaT Bif yke 3aTBepaKEHOro BUPOBHMKaA -
noJaHHsi OHOBMNEHOro cepTudikaTa BigNOBIAHOCTI
€Bponecbkin dapmakonei R1- CEP 2006-142- Rev
03 ans A®I TpaHekcamoBa KucroTa Big
3aTBepakeHoro BupobHuka HUNAN DONGTING

3a
peuenmom

UA/17082/01/02
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3acoby ynakoeka) noceid4yeHHs1
PHARMACEUTICAL CO. LTD, China y 38’s3ky 3
[04aBaHHAM AiNbHWLb NPOMIKHOI MPOAYKLii.
190. | TPAHEKCAM | po3uunH gns iH'ekuin, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHn 3a - UA/17082/01/01
OBA 100 mr/mn, no 5 mn akuioHepHe akuioHepHe | Tuny - 3miHu 3 akocTi. CepTudikat peuernmom
KUCINOTA B amnyni; no 5 TOBapuCTBo TOBapuCTBO BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
amnyn B 6niictepi; no "Nekxim- "INekxim-Xapkis" €Bponecbkin dapmakonei/MoHorpadii. NMogaHHs
1 6nicTepy B nauui; Xapkis" HoBOro abo oHoBMNeHoro cepTudikaTa BiANOBIQHOCTI
no 5 mn B amnyni; abo Buny4YeHHs cepTudikaTa BiANOBIAHOCTI
no 5 amnyn B €Bponenickkin hapmakonei: gns A®l; anst BUxigHoro
Gnictepi; no 2 mMaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
6nictepu B nayui; no BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; Ans
5 mn B amnyni; no 5 [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
amnyn B 6rictepi; no €Bponecbkin dapmakonei) - OHoBNeHWi
10 6nicTepiB B navui cepTudikart Bif y)Ke 3aTBEPIXKEHOIO BUPODOHMKA -
nogaHHsi OHOBIEHOrO cepTudikaTa BignoBigHOCTI
€Bponeicbkin dapmakonei R1- CEP 2006-142- Rev
03 ansa A®I TpaHekcaMmoBa KMCnoTa Bif
3aTBepaxeHoro BupobHnka HUNAN DONGTING
PHARMACEUTICAL CO. LTD, China y 38’s3ky 3
[04aBaHHAM AinbHWLb NPOMIKHOT MPOAYKLi.
191. | YHI®JIOKC Kpanni OYHi/BYLUHI, TOB CnoBaubk TOB "YHIMEL CnoBaubka BHECEHHS 3MiH O peecTpaLlinHMx maTtepianis: 3MiHn 3a He UA/12837/01/01
po3unH 0,3 % no 5 "YHIME[ a PAPMA" Pecny6bnika | Tuny - 3miHu 3 akocTi. CepTudikat peuenmom nidnseae
mn abo 10 mny DOAPMA" Pecny6bnik BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
NnacTMKoBOMY a €BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs
KOHTeNHepi- HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
KpanenbHuui; no 1 abo Buny4eHHs cepTudikaTa BigNoBigHOCTI
KOHTeNHepy- €sponevicbkinn papmakonei: ana A®l; ons BuxigHoro

KpanenbHuLi B
KapTOHHIN kopobLyi

matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTugikar Bif yke 3aTBepaKEHOro BUpOBHMKa.
[MogaHHA oHOBREHOro cepTudikaTa BigNOBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 2000-134-
Rev 06 (3atBepaxeHo: R1-CEP 2000-134-Rev 05)
ansa A®| odnokcaumHy Bif BXe 3aTBEpAXEHOro
BMpobHuka Quimica Sintetica S.A. 3minu Il Tuny -
3MmiHu 3 gKkocTi. FoToBUIA nikapcbkuii 3acib. KoHTpornb
roTOBOro fikapcbKkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo 4oNyCTUMUX MEX rOTOBOIO
nikapcbKkoro 3acoby (3MiHa 3HaxoaMTbCH No3a
3aTBEpPAKEHUMMN AONYCTUMUMUN MEXAMU
cneuudikauin) amiHa BUMoru crneumdikauii woao
30BHILLHLOrO BUrMsiAY Nikapcbkoro 3acofdy, a came
KONMbOPY PO34MHY Bi MOTOYHOI BUMOIUN «XKOBTYBaTUN
po34MH Makc. Y5» 0O «3eneHyBaTo-XOBTOIO Makc.
GY4», 06yMOBEHO NMOMUITKOKO B MOYATKOBIN OLLiHL
KOmNbOpY, 3 BigMNOBIAHUMU 3MiHaMK B po3ain «Onucy
Ta «Konboposictby MKA 113. 3miHn BHeceHi B
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po3ain "Nikapcbka hopma"(OCHOBHI i3MKO-XiMiYHi
BNacTVBOCTI) B iHCTPYKLiIO ANS MeANYHOro
3acTOoCcyBaHHS NikapcbKoro 3acofy.
192. | YNCAPUH TabneTku Wwunyyi no YICA CAC PpaHuis YINCA CAC PpaHuis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn bes - UA/2308/01/01
YIMNCA 500 Ml | 500 mr no 4 | Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta peuenma
TabneTku B CTPUNI; dapmakoHarnagy. BeegeHHs abo 3miHu oo
no 4 ctpunu B y3aranbHeHUX AaHux Npo cuctemy apmakoHarnsgy
KapTOHHiI kopobui (BBEAEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
Bif4NOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
30iNCHeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
cavina cuctemu chapmakoHarnsgy) 3miHa
yrNoBHOBaXeHOoI ocobu 3asiBHUKa, BiAMOBIAANbLHOI 3a
34iNcHeHHs hapmakoHarngaay: Lirova pegakuis: El
Mahdi Benchekroun, MD. lNMponoHoBaHa peaakuis:
Saloua Mekhfiwi. 3mMiHa KOHTaKTHUX JaHUX
YNOBHOBaXeHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
30iNCHEeHHs dhapmakoHarnsagy.
193. | YPOBYTUH Tabnetkn, 5 mr; no Akkopa Monbwa BupobHuuTBO Benuka BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHU 3a He UA/19193/01/01
10 TabneTok y Xenckea nikapcbKoro BpuTaHis/ | TMNYy - 3miHM Wopo 6esnekun/edekTUBHOCTI Ta peuenmom nidnsieae
6nicTepi; no 3 Moncka Cn. 3acoby, nepBuHHe Yexis/ dapmakoHarnsgy (iHwi 3mMiHKW) - 3MiHU BHECeHo A0
Gnictepn y navui 3.0.0. Ta BTOPUHHE IHAis IHCTPYKUIiT ANA MeaMYHOro 3acToCyBaHHS

nakyBaHHs,
KOHTPOrb AKOCTI
cepil: IHTac
dapmacbioTikanc
Nimiten, IHais;
BupobHuuTBO
nikapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs:: IHTac
dapmacbioTikanc
Nimitea, IHAois;
KoHTponb sikocTi:
ACTPOH
PECbOPY
JNIIMITEL, Benuka
BputaHis;
KoHTponb sikocTi:
ANC
JNTABOPATOPIC
(FOKE) NIMITEQ,
Benvka bpuTaHisi;
KoHTpornb SKoCTi:

nikapcbkoro 3acoby ao po3aainy "lMo6iyHi peakuii™
LLIOA0 NOBiAOMIEHb NPO NOBIYHI peakuii, Takox
noaaHo po3sginu "3asBHuk", "Micue3HaxomKeHHs
3asBHMKa". TepMiH BBe4EHHS 3MiH NPOTArom 6
MicsLiB nicnsi 3aTBEpOKEHHS
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TOB AJIC Yecbka
Pecny6nika,
Yexis; KoHTponb
sikocTi: TOB AJC
Yecbka
Pecny6bnika,
Yexis; JopaTtkoBa
OinbHUUSA 3
NnepBUHHOTO Ta
BTOPUHHOIO
nakyBaHHs:
AKKOP[O
XEJICKEA
NIMITEL, Benuka
BpuTtaHis;
BignosiganbHuin
3a BUNYCK cepil:
AKKOP[O
XEJICKEA
NIMITEL, Benuka
BpuTaHia
194. | YPOJIECAH® | kpanni opanbHi, in NAT YkpaiHa NAT "Tannudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHW - - UA/9517/01/01
bulk: no 25 mny "Tannudap | Trny - 3miHun 3 akocTi. FoToBUI NikapCbkMi 3acib.
bnakoHi- m" KoHTpOsb roTOBOro Nnikapcbkoro 3acoby. 3miHa y
KpanenbHuuj; no 88 MeToAax BMNPoOyBaHHS rOTOBOIO NikapCbKoro
drakoHiB- 3acoby (He3Ha4yHa 3miHa y 3aTBEPIKEHMX MeToAax
KpanenbHUUb y BUNpobyBaHHs1) - HeaHayHa 3MiHa y 3aTBEpOXKEHNX
Kopobi KapTOHHOMY; MeTofax BUNpobyBaHHS NoB'si3aHa 3 HeOOXiAHICTIO
in bulk: no 25 mny yHicbikauii meToaiB po3paxyHKy 3a NOKa3HMKOM
nakoHi- «KinbkicHe Bu3HaveHHsi: MeHTon, GopHinauetaT» y
KpanenbHuLi, N3 YPOJIECAH®, kpanni, a came po3paxoByBaTu
3aKPUTOMY KPULLIKOHO KiNIbKICHUIA BMICT LIMX KOMMOHEHTIB 3a
3 KOHTpOnem CriBBIAHOLLEHHAM ML, NiKIB KOXHOIo 3 Mapkepis A0
NepLUOro po3KpUTTS, NnoLLi nika BHYTPILLIHLOrO CTaHA4apTy 3 MeToA0M
no 88 dpnakoHis- KinbKiCHOro po3paxyHky 6opHinauetaty y A®| Anuui
KpanenbHUUb y onisi, sika BxoauTb Ao cknagy YPOJIECAH®, kpanni
KOpobi KapTOHHOMY oparnbHi .
195. | YPOJNIECAH® | kpanni opanbHi no MAT YkpaiHa MAT "Tannudapm” Ykpaina BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHn bes - UA/2727/02/01
25 mn 'y pnakoHi- "Tannudap | Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3aci6. peuenma
KpanenbHuui, no 1 M" KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y

dnakoHy-
KpanenbHuLi B
navui; no 25 mny
dnakoHi-
KpanenbHuLi,
3aKPUTOMY KPULLIKOKO
3 KOHTpOnem
NepLUOro po3KpUTTS,
no 1 dnakoHy-

mMeTofax BMNPOoGyBaHHSA roTOBOrO NiKapCbKOro
3acoby (He3Ha4yHa 3MiHa y 3aTBepKEHNX MeTodax
BMNpOOyBaHHS) - HeaHayHa 3miHa y 3aTBepAXKeHUX
mMeTofax BUNpobyBaHHSA NoB'si3aHa 3 HeOOXiAHICTIO
yHidpikauii meToiB po3paxyHKy 3a NOKa3HUKOM
«KinbkicHe Bu3HaveHHsi: MeHTon, 6opHinauetaT» y
N3 YPOJIECAH®, kpanni, a came po3paxoByBaTu
KiNIbKiCHUI BMICT LiMX KOMMOHEHTIB 3a
ChiBBiZHOLLEHHAM MIIoLLY NiKiB KOXHOro 3 Mapkepis 40
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KpanenbHuUi B navui

NOLLi NiKa BHYTPILIHLOrO CTaHOApPTy 3 METOAOM
KinbKicHOro po3paxyHky 6opHinauetaty y A®| Anuui
onis, ska BxoauTb o cknagy YPONECAH®, kpanni

opasbHi .

196.

OEONH-20®

kancynu no 20 mr in
bulk: no 2500
Kancyn y nogBinHuX
nonieTuneHoBmx
nakeTax

OPFAHOCH
H
NAZ®GCAEH
cu3 (Eo
3ET )

OAE

EBepTomkeH
JNand CaeHcuma
Jlimiten

IHAis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHn
| TMny - AgMiHicTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus NPOBadKEHHS
[isnbHOCTI BUPOGHMKa (BKIMOYakoum, 3a
HeoOXiaHOCTI, MicLe NpoBeAEHHS KOHTPOIO SKOCTI),
abo BnacHuka macTtep-canna Ha Adl, abo
nocravansHuka A®l/BnxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
3aCTOCOBYHOThCS Y BUPOOHMUTBI API (SIKLLO
3a3HayeHo y OCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€BponeiickKii hapmMakonei y 3aTBepaKeHoMy
Aocbe, abo BMpoBHUKa HOBOI JOMOMIKHOI pEYOBUHM
(SIKLLO 3a3HAYeHO y Aocbe) 3MiHa Ha3BM BUPOOHUMKa
A®I nipokcukamy. BupobHuya ginbHUUS Ta yci
BMPOGHWYI onepalLlii 3anvLaTbCa HE3MIHHUMMU.
[itoya pepakuis: Ramdev Chemicals Pvt. Ltd., India
MponoHoBaHa peaakuis: Ipca Laboratories Limited,
India

UA/1240/01/01

197.

®EONH-20®

kancynu no 20 Mr no
10 kancyny
Gnictepi; no 3
Gnictepu B nayui 3
KapTOHY

OPTAHOCHU
H
NAM®CAEH
CU3 (E®
3ET1)

OAE

EBepTomkeH
Jland CaeHcums
JimiTen

IHAis

BHECEHHS 3MiH O peecTpaulinHux maTtepianis: 3MiHW
| Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micusa NpoBafXKeHHS
AifnbHOCTI BUpOGHUKa (BKMoYatouu, 3a
HeobXiAHOCTI, MicLie NpOBEAEHHS KOHTPOIO SKOCTi),
abo BnacHvka mactep-canna Ha A®Il, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoByOTbCA Y BUPOOHMLTBI ADI (K10
3a3Ha4YeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbe, abo BUpobOHUKa HOBOI JOMOMIXXHOI pe4OBUHU
(sKLWO 3a3HaYveHo y fockbe) 3MiHa Ha3BM BUPOOHMKa
A®I nipokcukamy. BupobHuya ainbHuus Ta yci
BMPOGHMYi onepaldlii 3anvwwaTbCs HE3MIHHUMMU.
[Hitoua pegakuisi: Ramdev Chemicals Pvt. Ltd., India
MponoHoBaHa pepakuisi: Ipca Laboratories Limited,
India

3a
peuenmom

UA/1239/01/01

198.

®EPBEKC
ana
OOPOCIUX

NMOPOLLOK ANd
0parnbHOro PO34MHY;
8 calue y KapTOHHIn
KopobLi

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHuis

BHECEHHS 3MiH IO peecTpauiiHixX maTtepianis: 3miHu
| TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHUX Npo cuctemMy bapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHUX Npo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
BiZNOBIgaNbHOI 3a 34iMCHEHHS dbapMakoHarnsay;

be3
peuenma

UA/7741/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa onsi
3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 34ilicHeHHs1 hbapmakoHarnsgy (BKrovaryum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MiLLleHHI MacTep-
cavnina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoi 3a
3airicHeHHs bapmakoHarnsgy: Oitova pegakuis: El
Mahdi Benchekroun, MD. lNMponoHoBaHa pegakuis:
Saloua Mekhfiwi. 3mMiHa KOHTaKTHUX AaHUX
YNOBHOBaXeHOi 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
30iNCHEeHHs dhapmakoHarnsagy.

199.

®EPBEKC
ans
J[OPOCIINX
3

MAJIMHOBM
M CMAKOM

NopoLLOK AN
OoparnbHOro Po34unHy,
8 calle y KapTOHHINn
KopobLUi

YMNCA CAC

dpaHuis

YMNCA CAC

dpaHuis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHK
| Tuny - 3miHn 3 sKkocTi. FoTOBMI Nikapcbkuin 3acib.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y
MeToAdax BMNPobyBaHHSA roTOBOrO NikapCbKOro
3acoby (He3Ha4yHa 3miHa y 3aTBEPKEHMX MeToaAax
BUNpoOyBaHHs) 3MiHa TUMy CTaHOApTHOrO 3paska 3i
BTOPUHHOIO Ha nepBuHHU C3 ana meToay
KoHTponto 13 «TecT Ha unctoty». 3MiHm | TNy -
3MiHu 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roToBOrO fikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHS FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKMOYA4M 3aMiHy
ab0o JONOBHEHHS)) AONOBHEHHSI METOAIB KOHTPOIO
HOBUM MeTogoM BEPX, sik anbTepHaTMBHUM AN
KOHTPOSIO NOoKa3HuKiB «laeHTudikauis», «KinbkicHe
BM3HaYEHHS gitoyoi pevoBuHU» Ta «OgHopigHICTb
[030BaHNX OAUHMLBLY» . 3MiHU | TUny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BUNpoOyBaHHs) 3MiHa TUMy CTaHOAapTHOrO 3paska 3i
BTOPWHHOIO Ha nepBuHHMI C3 onsa meTonis
koHTpornto M3 «laeHTudikauis», «KinbkicHe
BMU3HaYEHHS fitoyoi pevoBuHU» Ta «OgHopigHICTb
[030BaHNX OAVHNLBLY» (CTaHAAPTHWUI METOA) ANS
AQ®| napaueTtamony, ackop6iHOBOI KUCTNOTK Ta
deHipamiHy maneary.

6e3
peuenma

UA/3128/01/01

200.

®EPYMBO

cupon, 50 mr/5 mn,
no 50 mn y dnakoHi
cknsiHomy abo
noniMepHomy; no 1
dnakoHy pa3om 3
[03yBanbHUM
NPUCTPOEM B MavL;
no 100 mny
riakoHi CKMNsIHOMY;

My6nivyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BUPOGHWYMIA

LieHTp
"Bopuuariscb
KU XiMiKO-
dapmauesT

YkpaiHa

My6nivyne
akuioHepHe
TOBapuCTBO

"HaykoBo-
BUPOGHMYMIA

LeHTp
"BopLuariBcbkuii
XiMmiKo-
dapMaueBTUYHUI

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHn
| Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwWi 3miHm)
3MiHa y 3B'A3Ky YTOYHEHHS BUKNafeHHs po3ainy
"NoaatkoBa iHopmauis. Al-1. Ynakoska" MKA.
Hitoua pegakuisi: MKA 13 JOOATKOBA
IHOOPMALIA (Ol) Poagain Al-1. Ynakoska Mo 50 mn
npenapary y ¢rakoHi cknsiHomy abo nonimepHomy B
KOMNIIEKTi 3 KPULLKOIO 3 KOHTPONEeM NepLIoro

3a
peuerimom

UA/2106/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 1 donakoHy WNYHUI 3aBog" PO3KpUTTA. Ha hnakoH HaknewwTb eTUKETKY,
pasom 3 3aBoa" BUroTOBMEHyY nonirpadpiyHm cnocobom Apyky.
[03yBanbHUM ®nakoH pa3om 3 iIHCTPYKLiE Ans MeauyHoro

NPUCTPOEM B NayLli;
no 100 mn y 6aHui;
no 1 6aHLi pasom 3
[03yBanbHUM

NPUCTPOEM B MaYLi

3aCToCyBaHHA nNpenapaty Ta [403yBanbHUM
NPUCTPOEM NOMILLIAIOTb B MaYKy 3 MapKyBaHHAM
YKPaiHCbKOIO Ta POCIICbKOI0 MOBaMu Ta
MapKyBaHHSIM LWpudpTom Bpaiins ykpaiHCbko
mogoto. Mo 100 mn npenaparty y 6aHui noniMepHi B
KOMMNIEKTi 3 KPMLLKOIO 3 KOHTPONeM nepLIoro
po3KpUTTS. Ha 6aHKy HaKNeTb eTUKETKY,
BUroTOBNEHyY nonirpadpiyHm cnocobom Apyky.
BaHKy pa3oM 3 iHCTpYKLUieto Ana MeanyHoro
3acToCyBaHHA nNpenapaty Ta [4o3yBanbHUM
NPUCTPOEM NOMILLIAIOTb B NMayKy 3 MapKyBaHHAM
YKpPaiHCbKOI Ta POCINCHKOK MOBaMu Ta
MapKyBaHHAM LWpudToM Bpainns ykpaiHCbKo
MoBot0. o 100 mn npenapaTty y dnakoHi CKNsitHOMY
B KOMIMEKTi 3 KPULLKOIO 3 KOHTPOMEM MepLUOro
po3kpuTTS. Ha dhnakoH HakneTb eTUKETKY,
BWrOTOBIIEHY nonirpadivyHMmM crnocobom ApykKy.
®nakoH pasoM 3 iHCTPYKLIEIO AN MEANYHOTo
3aCToCyBaHHA nNpenapaty Ta [4o3yBanbHUM
NPUCTPOEM NOMILLIAIOTb B MayKy 3 MapKyBaHHAM
YKpPaiHCbKOI Ta POCINCBKOK MOBaMu Ta
MapKyBaHHAM LWpudTom Bpains ykpaiHCbKo
moBoto. [ponoHoBaHa peaakuis: MKA N3
JOOOATKOBA IHOOPMALIA (Al) Posain Al-1.
Ynakoska Mo 50 mn npenapaty y onakoHi CKnsiHoMy
abo nonimepHOMy B KOMMIEKTi 3 KPULLKOKO 3
KOHTpONEeM MepLUoro po3kpuTTs. Ha dnakoH
HaKewTb eTUKETKY, BUTOTOBIEHY nonirpadiyHnmM
crnocobom Apyky. PnakoH pas3om 3 iHCTPYKLieo Ans
MeaMYHOro 3acTOoCyBaHHS npenaparty Ta
[03yBanbHUM MPUCTPOEM MOMILLAIOTb B Nayky. Mo
100 mn npenapaty y 6aHLi noniMepHi B KOMMMEKTI
3 KPULLIKOKO 3 KOHTPOMEM nepLuoro poskputTa. Ha
6aHKy HaKneTb eTUKETKY, BUTOTOBIIEHY
nonirpacpiyHnm cnocobom apyky. baHky pasom 3
iHCTpyKUi€l0 ANst MEAUYHOrO 3acTOCyBaHHSA
npenapaty Ta 403yBaribHUM NPUCTPOEM MOMILLAIOTh
B nayky. Mo 100 mn npenaparty y dnakoHi CKnsHOMy
B KOMIMIIEKTi 3 KPULLKOIO 3 KOHTPOJIEM MEPLLOro
po3kpuTTS. Ha dhnakoH HakneTb eTUKETKY,
BWrOTOBIEHY nonirpadiyHMM crnocobom ApykKy.
®rakoH pa3oMm 3 iHCTPYKLIE ANna MeauyHoro
3acTocyBaHHSA nNpenapaty Ta [403yBanbHUM
NPUCTPOEM NoMiLatoTb B nayky. OHOBMNEHHS TEKCTY
MapKyBaHHS MEPBMHHOI Ta BTOPUHHOI yMaKkoBKW

nikapcbkoro 3acoby, a caMme BuUnyYeHHs iHpopmalii,
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yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3a3Ha4eHoi pocifcbkoo MoBoto. BBeaeHHs 3MiH
NpoTHArom 6-T MicsILIB Nicnsi 3aTBEpPAKEHHS

201.

®JIOFEH3UM

TabneTtkn, BKpUTI
o6ornoHkoto no 20
TabneTtok y Gnictepi;
no 2, no 5 a6o no 10
6nictepiB y
KapTOHHIN kopobLi ;
no 800 TabneTok y
BaHkax

MYKOC
dapma

Mm6X i Ko.

K

HimevuuH
a

MYKOC
EmynbcioHcresenn
bliadpT M6X

HimevuunHa

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHN
| Tny - 3miHn wopo 6esnekn/edekTUBHOCTI Ta
hapmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHuX Npo cuctemy cpapmakoHarnsgy
(BBEAEHHS y3aranbHEHWX AaHWUX NPO CUCTEMY
bapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa onsi
3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKLO BOHA
BigMiHHa Big yNOBHOBa)eHOi 0cobu, BignosigansHoi
3a 34ificHeHHs1 hbapmakoHarnsgy (Bkrovarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
daiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BiANoBiAanbHOI 3a dapmakoHarnag. 3miHa
MicLe3HaxoaXXeHHa macTep-daina cucTtemm
capmakoHarnsgy. 3MiHa micus 3ginCHEHHS
OCHOBHOI AisAnbHOCTI 3 (hapmakoHarnsaay. 3minm |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHs abo 3MiHn oo
y3aranbHeHUX AaHuX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHUX NPO CUCTEMY
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
Bi4NOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
3AicCHeHHs hbapmakoHarnsgy B YKpaiHi, SKWwo BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansHoi 3a
cbapmakoHarnsg B YkpaiHi. fitoua pegakuis: opinuk
ApTem Bonoammumnposwuy. MponoHoBaHa pepakuis:
Xinbko €BreHis OnekcaHapisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu
3asiBHUKA, BiANoBiAanbHoI 3a hapmakoHarnsag B
YKpaiHi.

6e3
peuenma

UA/2843/01/01

202.

®NYCTUH

Tabnetku no 20 wr;
no 10 Tabnetok y
GnicTepi; no 1
Gnictepy y
KapTOHHiI kopobLyi

BIB NAN®
nnn

IHAis

Bisimen J1a6c Jlto

IHAis

BHECEHHS 3MiH [0 peecTpaLinHMX MaTepianis:
TexHiYHa nomurka (3rigHo Hakaly MO3 Big
23.07.2015 Ne 460. BunpaBneHHs TeXHI4YHOT
nomMunku 3rigHo n.2.4. posginy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy
MOS Ykpainu Big 23.07.2015 p Ne 460), gonyLieHoi
npv NpoBeAeHHI npoueaypy peecTpaduii B
3atBepakeHnx MKA M3 (Hakaz MO3 YkpaiHu Big
25.02.2023 p. Ne388, PN UA/19908/01/01) B
cneuudikauii. 3a3HayveHi BUNpaBneHHs

3a
peuenmom

UA/19908/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BiAnNoBigaoTb MaTepianam peectpauinHoro 4OCbe,
SIKi 3HAaXOASATbCS B apXiBi.
203. | PNYUMHAP® | masb, no 15 ry Ty6i; TOB YkpaiHa dapm3saBog Monbwa BHECEHHS 3MiH [0 peecTpaLinHMx maTtepianis: 3MiHn 3a - UA/2879/01/01
N no 1 1y6i B «BAYLU €nbca A.T. | Tuny - 3miHn 3 akocTi. CepTudikat peuernmom
KapTOHHiIl kopobLyi XEJC» BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
€Bponeickkin hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeobXigHICTIO NpYBEAEHHs Y
BiANoBigHiCTb o MoHorpadii AdPY abo
€Bponeicbkoi hapmakonei, abo iHLWOoi HauioHanbHoI
dapmakonei gepxasu €C (iHWi 3MiHW) 3MiHK Y
cneuudikauii Aito4oi pe4oBUHN HEOMILIMHY CynbdaTy
3a nokasHunkomMm «MikpobionoriyHa ynctota»
NoB’si3aHi 3 npuBeaeHHsIM o Bumor ctatTi Ph.Eur.
5.1.4.
204. | XEQEH3A cynosuTopii AnbneH HimeuumH BUPOBHMK HimevunHa BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHW 6e3 - UA/18373/01/01
pekTanbHi; no 5 dapma a BiANoBiAanbHUA | Tuny - 3miHn 3 sKkocTi. FoTOBMI Nikapcbkuin 3acib. peuenma
Cyno3unTopiiB y mM6X 3a KOHTpOIb 3MiHn y BUpOBGHMLTBI. 3MiHK Y npoLeci BUpOGHMLTBa

Gnictepi, no 1
bnictepy y
KapTOHHIN kopobui

SKOCTI, BUMYCK
cepii: Mepu
dapma 'M6X i Ko.
KlraA, HimevunHa;
BUPOBHMK
BignosiganbHUn
3a BUpOOHMLTBO in
bulk, nepsuHHe Ta
BTOPUHHE
naKyBaHHs:
AMKADAPM
dapmachkioTikan
MmM6X, HimeuunHa

roTOBOrO NMikapCbKOro 3acoby, BKM0Yaoum
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MNP
BUPOBHMLTBI rOTOBOrO NiKapcbKoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpoOHMLTBA) -
BHECEHHS 3MiH nig Yac BupobHuyoro npouecy M3,
30kpema: - Ha ctagii 4 Step: Filling and sealing
(primary packaging) - TemnepaTypa OXONOAXEHHS 3
180°C 3miHeHa Ha oxonomxytounn TyHenb «Cooling
tunnel»; - Ha cTagisix 3.3 Cooling, 3.4 Add one after
the other while stirring and keeping temperature, 3.5
Add premix 3 - OHOBMEHHS Yy 3B’A3KYy 3 PO3LLUMPEHAM
AianasoHy LBMAKOCTEW 3MillyBaHHS; 3MiHK | Tuny -
3MmiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHM y NpoLieci BUpobHMLTBa
roTOBOrO NMikapCbKoro 3acoby, BKMHYaoum
NMPOMDKHUIA MPOAYKT, LLIO 3aCTOCOBYETLCA NpU
BMPOBOHMLTBI rOTOBOrO MikapCbkoro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHuULTBA) -
BHECEHHS 3MiH nig Yyac BupobHmyoro npouecy 113,
3okpema: 3 po3ainy 3.2.P.3.5. Banigauis npouecy Ta
/abo 11oro oujiHKa B1AAaneHo ckaH-konii MpoTokony 3
Banigauii; 3miHu | Tuny - 3miHn 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHK Y
npotieci BUpOBGHMLTBa rOTOBOrO NikapCbKoro 3acody,
BKITHOYaI04M MPOMIKHUI NPOAYKT, WO
3aCTOCOBYETHLCS NPY BUPOBHULITBI FOTOBOIO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) - BHECEHHSI 3MiH Mig Yac BUPOBHUYOro
npouecy M3, 3okpema: 3a3HaveHHsi NpoTokony 3
Banigauii y Burnagi okpemoro gogatky (Annex 1),
3BiT 3 Banigauii y Burnsigi okpemoro goaatky (Annex
2); 3MiHn | Tuny - 3MiHK 3 sikocTi. [oToBMIA
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Homep
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nikapcbkuii 3aci6. 3miHn y BUpOOGHULTBI. 3MiHK Y
npoueci BUpobHMLTBa rOTOBOrO MikapCcbkoro 3acoby,
BKIOYa4YM NPOMKHUIA NPOJYKT, WO
3aCTOCOBYETLCSI MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3miHa y NpoLeci
BUPOBHMUTBA) - BHECEHHS 3MiH y n.3.2.P.3.4. Control
of Critical Steps and Intermediates: amiHeHa
LUBUAKICTb NepeMiLlyBaHHS, a TakoX 3MiHeHa
TemnepaTypa HanoBHIOBaya; OHOBIIEHO NapamMmeTpu
NiHiT poanuey; 3miHu | TNy - 3MiHM 3 AKOCTI.
[oToBWIN Nikapcbkuin 3aci6. 3MiHW Y BUPOBHMLTBI.
3MiHu y npoueci BUpOGHMLTBA rOTOBOTO NiKapCbKOro
3acoby, BKMHOYa4M NPOMIDKHUIA NPOAYKT, LLO
3aCTOCOBYETLCS MPW BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BUPOBHMLTBA) - BHECEHHS 3MiH y n. 3.2.P.3.3.
Description of Manufacturing Process and Process
Controls: B po3agini 4.2. Temperatures for filling and
sealing — 3ByxeHO Aiana3oH WBuaKocTemn
3MilLyBaHHSI Ta HAMOBHEHHS, 3BY)KEHHS [iana3oHy
TemnepaTypu oxonogxeHHs:; y p. 4.5. Filling process
— PO3LUMPEHHS TEMMNepaTypu HaMoBHIOBaYa Ta
3BY)KEHHSI TeMnepaTypu B OXONOMKYOHOMY TyHeni;
3MiHn | TMny - 3MiHK 3 sKkocTi. FOTOBMI Nikapcbkuii
3aci6b. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeToaax BUnpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) - BHECEHHS
3MiH o MeTogis BunpobysaHHs 113, 3okpema:
3a3Ha4YeHHs1 MOYEProBOro BUKOPUCTaHHS MeTofiB
aHanisy UPLC 1a HPLC 3a noka3Hukamu
"lpeHTudpikauis" Ta "KinbkicHe BU3Ha4YeHHS:
MoHoxnopkapsakpon. Onii pomalLlku.
Mponinranat"(paHiwe nomunkoso 6yno 3asHa4yeHo
3amiHy HPLC Ha UPLC). lonaTkoBO, BHECEHHS 3MiH
0o meTogiB «laeHTundikauis Ta KinbkicHe
BU3HaYeHHS IxTammony; 3MiHu | Tuny - 3miHu 3
skocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
roTOBOrO flikapcbKoro 3acoby. 3miHa y meTogax
BUNpPoBYBaHHS FOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBepOKEeHMX MeTofax
BMNPOOYBaHHs) - BHECEHHSA 3MiH Ao MeToaiB
BunpobyBaHHsi 13, 3okpema: onTumisaLis meTopgis
BunpobysaHHs UPLC ta HPLC (3miHu B
npoboniaroToBLi 3pa3kiB; NepeBsipLi NPUAATHOCTI
cuctemu); 3miHm | Tuny - 3miHm 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikaii Ta/abo
J0NyCTUMMX MEX rOTOBOTO Mikapcbkoro 3acoby
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(BHECEHHS 3MiH y AOCBbE ONS NPUBEAEHHS Y
BiANOBIAHICTb A0 3aranbHoi cTaTTi 2.9.40
«OpHOPpIgHICTb [O30BAHUX OAMHULIbY
[oY/Esponericbkoi hapmakonei 3amicTb
3aTBEpAKEHNX 3aranbHux ctaten 2.9.5
«OpHopigHicTb Macuy Ta/abo 2.9.6 «OgHopigHICTbL
[031») - BHECEHHSs 3MiH fo Cneuudikauii / MeTogis
BunpobyBaHHs M3, 3okpema: 3amiHa metoay 2.9.6.
"OpHopigHicTb go3n" Ha 2.9.40. "OgHopigHicTb
[030BaHUX 0AMHMLB"; 3MiHKM | TRy - 3MiHK 3 SIKOCTI.
CeprudikaT BignosigHocTi/lE-ceptudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBReHWN
cepTuddikat Bif yxKe 3aTBEpAXKEHOro BUPOOHMKA -
noAaHHs oHoBneHoro CepTtudikaTty BignoBigHOCTI
€ CEP Ne R1-CEP 2004-100 Rev 03 gnsa Ad®I
JleBOMeHTON Big BXe 3aTBEPAXKEHOTO BUPOOHMKa
Symrise AG (nonepegHs Bepcis R1-CEP 2004-100
Rev 02); 3minm | Tuny - AaMiHicTpaTMBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus
npoBaXXeHHs AisANbHOCTI BUPOGHMKa (BKIOYaouu,
3a HeobXiAHOCTI, MicLie MPOBeAEHHS KOHTPOT0
sikocTi), abo BnacHWka macTtep-anna Ha AP, abo
noctadanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoByloTbCs Y BUPOOHULTBI ADI (Ko
3a3Ha4YeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUpobHUKa HOBOI JOMNOMIXKHOI pe4OBUHU
(SKLLO 3a3HaYeHo y AOChE) - 3MiHa Ha3BW BUPOGHMKa
A®| MoHoxnopkapsakporn 3 SANOCHEMIA
Pharmazeutika AG/ CaHoxemusi ®apmaueyTtuka Al
Ha SANOCHEMIA Pharmazeutika GmbH/CaHoxemis
dapmaueyTika 'MOX, a Takox BHeCceHa pefakLiiHa
npaeka B agpecy BUpoGHuKa, 6e3 3amiHu Micus
po3TaluyBaHHs; 3MiHu | Tuny - 3MiHK 3 AKOCTi.
[oToBuWI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa y
mMeToAax BMNpobyBaHHSA NEPBUHHOI YMaKOBKM
roTOBOrO MiKAPCbKOro 3acoby (He3HayHi 3MiHW y
3aTBEpAKEHMX MeTofax BUNpobyBaHb) - BHECEHHS!
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3MiH o MeTogie BMNpobyBaHHsS NepBUHHOT
ynaKkoBKM, 30Kpema: 3MiHa MeToAMKN BUNPODYBaHHS
repmMeTUYHOCTI CTpuniB. (3aTBepaxXeHO: TeCT 3
HaBaHTaXEHHSIM; 3anpONOHOBaHO: TECT 3
METUINEHOBMM CUHIM)

205.

XEOEH3A

cynosuTopii
pekTanbHi; no 5
Cyno3unTopiiB y
Gnictepi, no 1
Gnictepy y
KapTOHHiI kopobui

AnbneH
dapma
mbX

HimeyvuuH
a

BUPOBHMK
BignosiganbHUM
3a KOHTPOIb
SAKOCTI, BUMYCK
cepii: Mepuy

dapma MM6X i Ko.
KraA, HimeuunHa;

BUPOBHMK
BignoBiganbHUn

3a BUpOOHMLTBO in
bulk, nepsuHHe Ta

BTOPUHHE
nakyBaHHS:
AMKA®APM
dapmachbioTikan

'M6X, HimeuyunHa

HimevuunHa

BHECEHHS 3MiH [0 peecTpaLlinHux maTtepianis: 3MiHu
| Tuny - 3miHn 3 sakocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€Bponecbkin dapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBNEHOro cepTudikaTa BignoOBIAHOCTI
abo Buny4YeHHs cepTudikaTa BiANOBiAHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNeHUi
cepTudikaT Bif ye 3aTBepa4KeHOro BUPOOHMKa -
nogaHHsi OHOBIEHOro cepTudikaTa BignoBigHOCTI
€Bponecbkin dapmakonei R1-CEP 2004-100 Rev
02 (3atBepmxeHo: R1-CEP 2004-100 Rev 01) ansa
A®I| neBOMeHTONY Bif BXe 3aTBEPAYKEHOIO
BUpoGHMKa Symrise AG 3 BignoBigHNM OHOBIEHHSAM
cneumdikauii Ta MeTogiB KOHTPOMO, PeAaKLUinHi
3MiHN.

6e3
peuenma

UA/18373/01/01

206.

XOHOPO-PIL

kancynu, 200 mr/250
mr, no 10 kancyn y
6nicTepi; no 5
Gnictepis y
KapTOHHIN ynakoBLii

xn Em
dapmacbloT
vkanc JlTa.

Mpysis

xn Em

dapmacbloTukanc

T,

pysia

BHECEHHS 3MiH IO peecTpauiiHiX MmaTtepianis: 3MiHU
| Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHWKA (BNacHuka
peecTpaLiiHOro nNoceigveHHs) - 3MiHa Has3Bu Ta
appecu 3ariBHUKa (BriacHUKa peecTpaLinHoro
noceigyeHHs1); 3miHum | Tuny - AgMiHicTpaTUBHI 3MiHW.
3miHa HaiMeHyBaHHSs Ta/abo agpecu micus
NpoBaAXXeHHSA AiANbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO MikapCbKoro 3acoby, BKMOYayy AinbHALI
BUMNYCKy cepii abo MicLe NpoBeAeHHS KOHTPO
AKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIl) -
3miHa Ha3BM BUPOOHUKa, Y 3B'A3KY 3 pilLEHHSM
BNacHWKa KOMMNaHii, a TakoX 3MiHa agpecu
BMPOGHMKa Yy 3B'AI3KY 3 po3nopsifxeHHsim Cakpebyno
M. T6inici. BupobHuya AinbHUUSA Ta yci BUpOBHWUI
onepaLwii 3anuwarTbCs HE3MIHHUMW. 3MiHU BHECEHO
B iHCTPYKLiI0 ANSt MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpOOHMKa Ta agpeca Micus
NPOBaXeHHS NOro AisnbHOCTI» 3 BignoBigHMMM
3MiHaMK y TEKCTi MapKyBaHHS YNaKkoBKW NikapCbKoro
3acoby

6e3
peuenma

nionsieae

UA/13850/01/01

207.

XYMANOre
MIKC 25

cycneHsisa ans
nigLwKipHoro

Eni Ninni
HepepneHng

HigepnaH
an

Tlinni ®paHc

DdpaHUuis

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu
Il Tny - 3minHun 3 skocTi. ADI. KoHTponb A®I. 3miHa y

3a
peuenmom

UA/8352/01/01
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n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BBeaeHHs, 100 B.B. MeTodax BunpobyeaHHsa APl abo BuxigHoro
MO/mn; no 3 mny marepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
CKINSHOMY BMKOPWCTOBYETbLCS y Npoueci BupobHuuTea Ad|
KapTpuoxi; no 5 (cyTTeBa 3miHa y
KapTpuoxie y 6ionoriyHoMy/iMyHomnori4HoMy/iMyHOXIMIYHOMY
KapTOHHIN ynakoBLj; mMeTogi BunpobyeaHHs abo MeTogi, y skoMy
no 3 mMn y cknsgHomy BMIKOPVCTOBYETbLCS BionoriyHuii peareHT ansi
KapTpUoXi, GionoriyHoro A®l, abo oro 3amiHa) BuganeHHs
BKNageHomy y HOMEPIB Cepin AN BCIX eTanoHHMX CTaH4apTiB 3a
LLINPUL-PYYKY BMHSITKOM OCHOBHOIO €TanoHHOro CTaHaapTy.
KgikleH; no 5 BHeceHHs 3miH 0 npoueayp TeCTyBaHHA
LINPULL-PYHOK «KanibpyBaHHs1 po60o40ro (BTOPUHHOIO )
KBikleH y KapTOHHiIn ctaHgapTy», «KinbKicHU ctaHgapT 4ns BU3HAYEHHS
ynakoBLi aHaniay Ta igeHTuYHocTi», «KinbkicHuA cTaHaapT
ONs BMICTY 3anuMLIKOBOro 6inka B KniTuHI
rocnogapsi» Ta «KinbkicHuiA ctaHgapTt ons
BU3HAYEHHS KinbkocTi 3anuiwikosoro HPI B
nikapcbkin cyGcTaHLjii», akTMBHOI cybecTaHuji
6ionNoriYHOro MOXOMKEHHS IHCYiHY Mi3NPO, LUMSAXOM
3anpoBapKeHHS NPOTOKONIB kBarnidikaLii ons
niaroToBKY HOBKX €TaNOHHUX CTaHAapTIB, ki OyayTe
BMKOPWCTOBYBATUCh Y NpoLeci BUpOBHMLTBA
nikapcbKoi cybcTaHLii iHCyniHy ni3npo.
208. | LEPE3UM® NOPOLLIOK A4S CaHodpi 6.B. | HigepnaH Bupo6HuLTBO Ipnangis/C BHECEHHS 3MiH [0 peecTpaLliHMx maTtepianis: 3MiHu 3a He UA/8659/01/02
400 O NPUroTyBaHHs an KiHLEBOro LA | Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa peuenmom nionsieae
KOHLieHTpaTy Ans NPOAYKTY HallMeHyBaHHA Ta/abo agpecu 3asBHMKa (BNacHyKa
PO34mMHY Ans (fill/finish), peecTpaLiiHoro noceigyeHHs1) 3miHa Ha3Bu
iHdpysin no 400 Of; KOHTPOrb cepii, 3asiBHUKA (BnacHWKa peecTpaLiiHoro nocBig4yeHHs).
1 abo 5 dnakoHis 3 nakyBaHHS, Appeca 3asBHUKa 3anuwiaeTsca 6e3 3miH. 3MiHn
MOPOLLIKOM Y MapKyBaHHS, BHECEHO B iHCTPYKLIiO ANsi MEQUYHOro 3aCTOCYBaHHS
KapTOHHiI kopobui MicLe3HaxXoaXXeHH nikapcbkoro 3acoby LWoAo HaiMeHyBaHHS 3asiBHUKa
S YNIOBHOBa>KEHOI 3 BiANOBIAHUMYW 3MiHAMW y TEKCTi MapKyBaHHS
ocobwu, Bunyck ynaKoBKM fikapcbKkoro 3acoby. BBeaeHHs 3MiH
cepil: npoTarom 6 micsuiB nicns 3aTBepKEHHS. 3MiHu |
[xeHsanm lpnang TMny - 3MiHK Wwopo 6esnekn/edekTMBHOCTI Ta
Iimiten, lpnaHgis papmakoHarnsgy (iHwi amiHn) 3miHW BHeceHi o
®opmynioBaHHs TEKCTY MapKyBaHHS BTOPUHHOI YNaKoBKM
npenapary: NiKapcbKoro 3acoby LWOAO0 YTOYHEHHS NoroTmny
JoHua 3asiBHUKa. BBeaeHHs 3MiH NpoTarom 6-Tn micsuis
Bionoagxikc, IHK., nicns 3aTBEpAXEHHS.
CLA
dopmynioBaHHS
npenapary:
PesinieHc BocToH
IHk., CLLUA
209. | LEPE3NM® NopoLLOK AN CaHodi 6.B. | HigepnaH Brpo6HuuTBO Ipnangis/C BHECEHHS 3MiH 0 peecTpauitHux maTtepianis: 3miHn 3a He UA/8659/01/02
400 o NPUroTyBaHHS an KiHL,EeBOro LA | Tuny - 3miHn Wwopo 6e3nekn/edeKkTUBHOCTI Ta peuenmom | nidnszae
KOHLeHTpaTy Ans nNpoaykTy dapmakoHarnsgy (iHwi 3miHW) 3MiHM BHECEHO A0
PO34MHY Ans (fill/finish), IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
iHdy3in no 400 Of; KOHTPO~b cepii, nikapcbkoro 3acoby o posginy "OcobnueocTi
1 abo 5 dpnakoHis 3 nakyBaHHs, 3acTocyBaHHA" BigNoBigHO 4O OHOBMEHOI
MOPOLLIKOM Y MapKyBaHHS, iHbopmalLii 3 6e3nekun 3acTocyBaHHs NikapCbKoro
KapTOHHIl kopobui MicLe3HaxXO4XeHH 3acoby. TepMiH BBEAEHHSI 3MiH - NPOTSIrom 6 micsuis
1 yNIOBHOB&XEHOI nicns 3aTBepaKeHHs
ocobu, Bunyck
cepii: [PxeH3anm
Ipnang Jimiten,
Ipnangis;
dopmyntoBaHHSA
npenaparty: JloHua
Bionogxikc, IHK.,
CLUA;
®opmynioBaHHSA
npenapary
PesinieHc BocToH
IHK., CLLA
210. | ULEPE3UM® NOPOLLIOK A4S CaHodpi 6.B. | HigepnaH Bupo6HuLTBO Ipnangis/C BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHW 3a - UA/8659/01/02
400 O NPUroTyBaHHA an KiHLEeBOro LA | TMny - 3MiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuenmom
KOHLieHTparty Ans NPOAYKTY dapmakoHarnsaay. BeegeHHs abo 3miHn go
PO34MHY Anis (fill/finish), y3aranbHeHUX gaHux nNpo cuctemy papmakoHarnsay
iHdys3in no 400 ON, KOHTPO~b cepil, (BBEAEHHS y3aranbHEHMX gaHMX NPO CUCTEMY
1 abo 5 dnakoHis 3 nakyBaHH4, chapmakoHarnsigy, 3MiHa ynoBHOBaXKeHoi ocobu,
NOPOLLKOM Y MapKyBaHHS, BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KapTOHHiI kopobui MicLe3HaxXoaXeHH KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
S YNIOBHOBaXKEHOI 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLO BOHa
ocobwu, Bunyck BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBigansHoi
cepii: [xeH3anim 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaudm
Ipnang Nimiten, KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
Ipnangis; anna cuctemu cpapmakoHarnsgy) - 3miHa
dopmynoBaHHSA KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
npenaparty: JloHua dapmakoHarnsa B YkpaiHi. [litoya pegakuis:
Bionogxikc, IHK., XopakiBcbka TeTsiHa BavecnasisHa. lNponoHoBaHa
CLUA; pepakuisi: Bapdonomeesa IBaHHa OnekcaHapiBHa.
dopmynioBaHHA 3MiHa KOHTaKTHUX JaHMX KOHTaKTHOI 0cobu
npenapary: 3asBHVKa, BignosiganbHoI 3a hapMakoHarnsag B
PesinieHc BocToH YkpaiHi
IHk., CLLA
211. | LE®YPOKCU | nopotuok ans My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU 3a - UA/0565/01/01
M-BX®3 PO34MHY AN iH'eKuin akuioHepHe akuioHepHe | Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta peuenmom
no 250 mr; 1 onakoH | TOBapUCTBO TOBapUCTBO bapmakoHarnagy (iHwi 3miHu). OHOBMNEHHS TEKCTY
3 NOPOLLKOM Y nayuli "HaykoBo- "HaykoBo- MapKyBaHHs1 yNakoBKM Mikapcbkoro 3acoby, 3okpema
3 KapToHY; 5 BUPOGHWYMIA BUPOGHMYMIA BUMYYEHHS iHdopMaLlii, 3a3Ha4eHoi POCINCbKOLO
dnakoHiB 3 LeHTp LeHTp MOBOH), Ta BHECEHHS HE3HAYHUX PeaaKLinHMX
NOPOLLIKOM Y KaceTi; "BopLuariscb "BopLuariscbkui npaBoK MO TeKCTy. TepMiH BBEAEHHSI 3MiH MPOTAroM
no 1 kacerti y neHani KWW XiMiKO- Ximiko- 6 micauiB nicns 3aTBepOoXKEHHS
3 KapTOHY dapmaueBT dapmaLeBTUYHNI
NYHUIA 3aBoa"

3aBoa”
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
212. | LE®YPOKCU | nopotuok ans My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK 3a - UA/0565/01/02
M-BX®P3 PO34MHY ANg iH'eKUin akuioHepHe aKkuioHepHe | TMny - 3MiHK WwWopao Ge3nekn/edheKkTUBHOCTI Ta peuenmom
no 750 mr, 1 pnakoH | TOBapuCTBO TOBapuCTBO apmakoHarnsaay (iHwi 3miHn). OHOBNEHHS TEKCTY
3 MOPOLLKOM Yy nayui "HaykoBo- "HaykoBo- MapKyBaHHS YNakoBKku nikapcbkoro 3acoby, 3okpema
3 KapTOHY; 5 BUPOBHMYMI BUPOBHMYMI BUMYYeHHS iHdopMalLlii, 3a3Ha4eHOoi POCINCbKOo
driakoHiB 3 LEeHTp LEeHTp MOBOIO, Ta BHECEHHS HE3HAYHWUX PedaKLinHMX
NMOPOLLKOM Y KaceTi; "BopLuariscb "BopLuariscbkuii npaBoOK MO TEeKCTy. TepMiH BBEAEHHS 3MiH MPOTAroM
no 1 kaceti y neHani KUK XiMiKo- Ximiko- 6 MicsuiB nicnsi 3aTBEpPOYKEHHS
3 KapToHy; 1 cdonakoH | chapmauesT thapmMaLeBTUYHUIA
3 MOPOLLIKOM Y NYHUIA 3aBog”
KOMMMEKTi 3 3aBoa”
PO34MHHUKOM (BOAa
ans iH'ekyin) no 5
mn a6o no 10 mn B
amnyni B nayui 3
KapTOHHOIO
neperopoKoio
213. | LE®YPOKCU | nmopowiok ans My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHU 3a - UA/0565/01/03
M-BX®3 PO3YMHY ANS iH'EKUiN | aKuioHepHe akKuioHepHe | Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta peuernmom
no 1,5r, 1 nakoH 3 TOBapUCTBO TOBapPUCTBO capmakoHarnsgy (iHwi 3miHM). OHOBMEHHS TEKCTY
MOPOLLKOM Y Mauui 3 "HaykoBo- "HaykoBo- MapKyBaHHs yNakoBKM MikapCbKoro 3acoby, 3okpema
KapTOHyY; 5 bnakoHiB | BUPOBHWMYMI BMPOGHWYMIA BUITyY€HHS iHbopMmaLlii, 3a3HaYeHOi POCINCLKOI0
3 MOPOLLIKOM Y LieHTp LeHTp MOBOIO, T8 BHECEHHS HE3HaYHUX pPedaKLiiHNX
Kacerti; no 1 kacetiy | "Bopuuariscb "BopLuariscbkuii npaBoOK MO TeKCTy. TepMiH BBEAEHHS 3MiH MPOTAroM
neHani 3 KApTOHy KW XiMiKO- XiMiko- 6 MmicsLiB micnsi 3aTBEpPOKEHHS
dapmauesT dapmaueBTU4HUI
WNYHUIA 3aBon"
3aBoa"
214. | UKKIO 3® Kancynu Teepgi, no Mep ®abp PpaHuis Mep ®abp PpaHuis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHn 3a - UA/7550/01/01
DOPT 10 kancyn'y MeawvkameH MepaukameHT | Tuny - 3miHn 3 skocTi. CepTudikat peuernmom
6nicTepi; no 3 T MpogakLwH BignosigHocTi/lE-cepTudikat BignosigHoCTi
Gnictepu B €Bponelicbkint hapmakonei/moHorpadii. MoaaHHs
KapTOHHIN ynakoBLi HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI ADI; ons
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkinn hapmakonei) - BunyyeHHs
cepTudikaTiB (3a HAsiBHOCTI MyTbTUMNETHOIO
cepTudpikata Ha matepian) Buganennsa CEP R1-
CEP 2005- 282 ons akTUBHOI cyGcTaHLii -
ackopbiHoBoi kucnotu BupobHuka DSM Jiangshan
Pharmaceutical (Jiangsu) CO., LTD.
215. | UUCNNATUH | koHUeHTpaT ans Akkopp, Monbwa BupobHuLTBO IHpis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHU 3a He UA/15240/01/01
A AKKOPO pPO34nHy Ans Xenckea N3, nepBuHHe Ta Benwuka | TMny - AgMiHIiCTpaTMBHI 3MiHW. Buny4veHHs peuenmom | nidnsizae
iHdy3in, 1 mr/mn, no Moncka Cn. BTOPUHHE BputaHisi/ BUPOGHMYOI AinbHULUI (BKITHOYAKYM JiNbHULI Anst
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
10 mn, no 25 mn, no 3.0.0. nakyBaHHs, ManbTta/ A®I, npomixxHOro NpoaykTy abo rotoBoro
50 mn, no 100 mny KOHTPOIb AKOCTI YropwwuHa/ nikapcbkoro 3acoby, AinbHULI ANs NPOBEAEHHS
cdnakoHi; no 1 cepii: Monbwa nakyBaHHsi, BUPOOHMKa, BigNoOBiganbHoOro 3a BUNycK
dnakoHy y IHTac cepil, MicLe NpoBeAeHHs KOHTPOro cepii) abo
KapTOHHiIl kopobuyi dapmachbioTikans rnocTavarnbHvKka BMXigHOrO MaTepiany, peareHTy abo
Nimiten, IHAais [OMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y LOCLE) -
(anbTepHaTUBHUIA BUNYYEHHS OiNbHULI KOHTPOIO SKOCTi ACTPOH
BUPOBHUK): Pesbopu JimiTeqn, TpeTii Ta 4eTBEPTUiA NOBEPX,
IHTac Cenpgx Xayc, 319 MNiHHep Poya, Xeppoy, HA1 4HF
dapmachbioTikans Benwuka Bputanis /Astron Research Limited, 2nd &
Nimiten, IHAis 3rd Floor, Sage House, 319 Pinner Road, Harrow,
BTopuHHe HA1 4H United Kingdom; 3minHu | Tuny - 3mitm 3
nakyBaHHS: siKkocTi. [oToBUMI Nikapcbkui 3aci6. 3miHn y
Akkopa Xenckea BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lwo
JlimiTeq, Benuka CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIHO SAKOCTI
BpuTaHis roToBOro Jlikapcbkoro 3acoby (3amiHa abo
KOHTPOIb AKOCTI AopaBaHHs BUpOOHMKa, LU0 BiANOBiAae 3a BBE3EHHS
cepint: Ta/abo Bunyck cepii) - He Bkntoyaroum
dapmagokc KOHTpOnb/BUNpoOyBaHHS cepii - AoAaBaHHSA
Xenckea Jlta., OinbHUUI, WO BiaNOBiAae 3a Bunyck cepii AKkopa
ManbTta Xenckea lMoncka Cn.3 0.0. Cknag ImnopTtepa Byn.
KOHTPOIb AKOCTI Jlytomepcka 50, Ma6’sHiue, 95-200, Monbwa/Accord
cepin: Healthcare Polska Sp. z.0.0. Magazyn Importera ul.
dapmaeanig Jta. Lutomierska 50, Pabianice, 95-200, Poland. 3miHun
MikpobionoriyHa BHeceHi B po3ainy "BupobHuk" Ta
naboparopis, "MicuesHaxomkeHHs BUpobHMKa Ta agpeca micus
YropwuHa NPOBaXeHHS NOro AiSNbHOCTI" B iIHCTPYKLito Ans
BignosiganbHun MeOMYHOro 3aCTOCyBaHHS y 3B'I3KY 3 BBEAEHHAM
3a BMNYCK cepii: [04aTKOBOro BUPOOHMKA Ta SIK Hacnifok - nosisa
Akkopp Xenckea TEKCTYy MapKyBaHHS1 YNakoBKW fikapCbKoro 3acoby
JimiTen, Benuka Ans 4oaaTkoBoro BUpobHuka. BBeaeHHs 3MmiH
BpuTtaHisa npoTArom 6-Tu MicsLiB Nicns 3aTBepaKeHHS
BignoBsiganbHUN
3a BUNYCK cepii:
Akkopp Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monbla
216. | ULUCNNATUH | koHueHTpaT ans Akkopg, MNonblia Bupo6HuLTBO Inpis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU 3a He UA/15240/01/01
A AKKOPO PO34MHY Ans Xenckea N3, nepBuHHe Ta Benuka | Tuny - 3miHn Wwopo 6e3nekun/edekTUBHOCTI Ta peuenmom | nidnsizae
iHdy3in, 1 mr/mn no Moncka Cn. BTOPUHHE BputaHis/ cbapmakoHarnsgy (iHwi 3amiHu) - 3MiHM BHECEHO A0
10 mn, no 25 mn, no 3.0.0. nakyBaHHS, ManbTa/ IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
50 mn, no 100 mny KOHTPOIb SKOCTi YropwuHa/ nikapcbkoro 3acoby Ao po3aainy "lMo6iyHi peakuii™
cdnakoHi; no 1 cepii: IHTac Monbwa LLOA0 HeobXiAHOCTI 3BiTYBaHHSA NMPO YCi BUNagku

drakoHy y
KapTOHHiI kopobui

dapmachbioTikana
NimiTen, IHAis;
anbTepHaTUBHUIN
BMPOGHMK: IHTac
dPapmacbioTikans

nigo3proBaHmx NobiYHMX peakLii Ta BiACYTHOCTI
edeKTUBHOCTI NikapcbKkoro 3acoby, a Takox A0
po3ginie "3asBHuK" Ta "MicLe3HaxomKeHHsI
3asiBHMKA", a caMme JOMNOBHEHHS iHdopMaLii npo
3asiBHMKA Ta MOro MicuesHaxomxeHHs. TepMiH
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Ne
n/n

Hasea
JliKapCcbKO20

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3acoby

NimiTeq, IHais;
BTopuHHe
nakyBaHHs:

Akkoppg Xenckea
JlimiTeq, Benuka
BpuTtaHis;
KOHTPOIb AKOCTI
cepin:
dapmagokc

Xenckea Jl1g.,

ManbTa; KOHTpOonb
SIKOCTi cepin:
dapmaeanig Jta.

MikpobionoriuHa

nabopaTopis,
YropwuHa;

BignosiganbHuit

3a BUMYCK cepii:

Akkoppg Xenckea

NimiTeq, Benuka

BpuTtaHis;

BignoBsiganbHUn

3a BUNYCK cepil:

Akkoppg Xenckea

Moncka Cn. 3 0.0.

Cknag ImnopTepa,
MNonbLia

BBeAEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBEPAKEHHS

UA/6490/01/01

217.

LUMCNNATUH
-Mi

KOHLeHTpaT Ans
pO34KHy Ans
iHdpysin, 0,5 mr/mn
no 20 mn (10 mr),
abo 50 mn (25 wr),
a6o 100 mn (50 mr)
y cbnakoHi; no 1
dnakoHy B
KapTOHHiI kopobui

Mini
Xernckepe
Nimiten

Benuka
Bputanis

BeHyc Pemegic
JimiTen

IHAis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHn
| TMny - AgMiHiCTpaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaoumM AinbHULI Ans
A, npomixxHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHs, BUpOOHWKa, BiANOBiAanNbHOro 3a BUMYCK
cepii, mMicLe NpoBeAeHHs KOHTPoro cepii) abo
nocTayarnbHvKa BMXIQHOTO maTepiany, peareHTy abo
[OOMOMDXXHOT PEYOBUHU (SIKLLO 3a3HAYEHO Y AOChE) -
BUIyYEHHS BUPOBHUKIB Ait040i peYOBUHM
umucnnatuHy Aptuit Laurus (P) Ltd., IHgia, Ta Suzhou
Sunray Pharma. Co. Ltd., Kutait, y 38’s13ky 3 TUM, L0
BUpoGHuk 113 BeHyc Pemegic Nimiteq posipeas
KOHTPAKT 3 3a3Ha4YeHnMMN BUpoOHnKamu AdPI.
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sIKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKiIl
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiAnoBiAHOCTI

€Bponeiicbkin apmakonei: ans APl; ans BuxigHoro

3a
peuenmom
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
[OMOMDKHOI pe4oBUHM (CepTudikaT BianoBiaHOCTI
€Bponencbkin dapmakonei) - HoBui ceptudpikat Big
HOBOro BUPOGHYMKa (3aMiHa abo JOMNOBHEHHS) -
nogaHo HoBui cepTudikat signosigHocTi €P, No.
R1-CEP 2012-012-Rev 00 gns gito4oi pe4oBnHU
uMcnnaTtuH Big Hosoro BupobHuka UMICORE
Argentina S.A., ApreHTuHa. BeeaeHHst 3amiH
NpOTArom 6-T MicsLiB Nicnsi 3aTBepKeHHS. 3MiHM
Il TMNYy - 3miHn 3 aikocTi. API. BupobHuuTeo. 3MiHa
BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
BUpo6HM4omy npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntoyatoun, ae HeobxigHO, MicLe NpoBeAEeHHS
KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiAMOBIAHOCTI €Bponenceki papmakonei y
3aTBEpPKEHOMY [0ChE)(BBEAEHHSI HOBOMO
BUpobHuka APl 3 HagaHHaAM macTep-daina Ha Adl)
- 3aMiHa BUPOOHWMKa Ait040i PEYOBUHMN LIMCINAaTUHY
Shilpa Medicare (P) Ltd., Raichur., IHgis, Ha Sun
Pharmaceutical Industries Ltd., IHgis, 3 HagaHHaAM
ASMF Ha A®I (March-2018), y 38’s3Ky 3i 3MiHO0
nocravanbHuka A®| BupobHukom 113 BeHyc
Pewmegic Nimitea, IHais. BeBegeHHs 3MiH npoTarom 6-
TV MiCSILiB MicNsi 3aTBEPOXKEHHS.

218.

AHYMET

TabneTkn, BKpUTI
NniBKOBOO
06010HKot, no 50
mr/850 mr; no 14
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHiI kopobui

Mepk Wapn i
Ooym IOEA
m6X

Lsewuapi
A

[MepBuHHa Ta
BTOPWHHA
ynakoBKa, A403BiN
Ha BUMYCK cepii:
Mepk LWapn i
Ooywm B.B.,
HigepnaHaw;
BupobHuuTBO
Hepo3dacoBaHoi
npoaykuii,
aHaniTu4yHe
TeCTyBaHHs nNpu
Bunycky: Ecika
KeiHGopo NimiTen,
Benuka bpuTaHis;
MateoH lMyepTo
Piko, IHk., MyepTo
Piko, CLWA; MCO
IHTEepHewwHN MvB6X
(cpinist CiHranyp),

Higepnanaun
/

Benuka
BpuTaHis/
CLUA/
Cinranyp/
Icnanis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHU
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPoOyBaHHS rOTOBOTO fiKapCbKOro
3acoby (iHwWi 3MiHW y MeTodax BUNpobyBaHb
(Bkrtovatoun 3amiHy abo fonoBHeHHS)). loagaBaHHs
anbTepHaTMBHOrO MeTody BUNpobysaHHsA 13 3a
nokasHukom «OgHopigHicTe Ao3yBaHHs» (BEPX).
BBeneHHs 3MiH npoTarom 3-x micsauiB nicns
3aTBepAKEHHS. 3MiHM | TMny - 3MiHKM 3 sKoCTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BUNPoBYyBaHHsI FOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Yy MeToAax BUNpobyBaHb (BKMOYaoUM 3aMiHy
abo fonoBHeHHS)). [lonaBaHHA anbTepHaTUBHOIO
aHanitnyHoro metoay M3 ans nokasHwukis
«laenTndikauisy, «KinbkicHe BU3HAYEHHS»,
«Mpoayktn po3nagy» (BEPX/Y®) ans AdI
MeTdopMiHy rigpoxnopuay. BBegeHHs 3miH
npoTarom 3-x MicsiiB nicnsi 3aTBepaAXeHHs. 3MinHu |

CiHranyp; TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.
[MepBuHHa Ta KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
BTOpWHHA mMeToAax BUNpobyBaHHS rOTOBOTO fliKapCbKOro

3a
peuerimom

UA/11003/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3acoby (iHLWi 3MiHM y MeToAax BUNpobyBaHb

ynakoBka: Posi
dapma IHgacTpian
Cepsicec, C.A.,
Icnanis;
TecTyBaHHsA
cTabinbHocCTi:
Mepk LWapn i
Ooym JINC, CLWWA

(Bkntoyatoum 3amiHy abo AonoBHEHHS)). JoaaBaHHS
anbTepHaTUBHOro aHaniTu4Horo metoay N3 3a
nokasHukamu «lgeHTtudikauis», «KinbkicHe
BU3HauveHHs», «lpoayktn posnagy» (BEPX/Y®) ans
A®I cutarninTuHy. BeegeHHs 3amMiH npoTarom 3-x
MicsuiB nicnst 3aTBepoKeHHs. 3MiHu | Tuny - 3miHu 3
sikocTi. FoToBUIA Nikapcbkui 3aci6. KoHTponb
roToOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONyCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby (40NOBHEHHS cneumdikauii
HOBWM MOKa3HUKOM 3 BigMoBiAHMM METOAOM
BMNPoOyBaHHs). BHeceHHs1 3MiH B cneumdikauiio
N3 3a nokasHukom «lgeHTugikauis» ana Adl
cuTarninTuHy, a came OOMNOBHEHHA cneundikauii
meTogom BEPX/Y® (nocunaHHs Ha
anbTepHaTuBHWUA MeTof «KinbkicHe BU3HAYEHHsY,
«[lMpoayktn po3nagy» Ta «laeHTudikauiny).
BBeaeHHs 3miH npoTarom 3-x MicauiB nicnsa
3aTBepAKeHHS. 3MiHuM | Tuny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTMMmNX MeX rotToBoro
nikapcbkoro 3acoby (A0NOBHEHHS cneuundikauii
HOBWM MOKa3HUKOM 3 BigMOBiAHMM METOAOM
BUNpoOyBaHHs). BHeceHHs 3miH B cneundikauii 113
3a nokasHunkoMm «lgeHTtudikauis» APl meTopmiHy
rigpoxnopuay, a came AONOBHEHHS cneumadikaLii
meTogom BEPX/Y® (nocunaHnHs Ha
anbTepHaTuBHUA MeTof «KinbkicHe BU3HaAYeHHs»,
«Mpogyktn po3nagy» Ta «lgeHTudikauis»).
PepakuinHi amiHv B cneumdikauii N3 ana
nokasHuka «l4 cnekrpockonisi). BBegeHHs 3MiH
npoTarom 3-x MicsiuiB nicnsi 3aTBepaXeHHs. 3minHu |
TMny - 3MiHK 3 SKocTi. [oTOBMI NiKapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPOoOyBaHHS rOTOBOIO NikapCbKoro
3acoby (He3Ha4yHa 3miHa y 3aTBEPIKEHMX MeToAax
BuUnNpobyBaHHs). HesHayHa 3miHa B 3aTBEpAXeHOMY
MeToZi BUNpobyBaHHsi 32 MOKa3HUKOM
«OpHopigHicTb fo3yBaHHA» (BEPX), a came
36inbLUEHHS Yacy xpoMaTorpadyBaHHs 3 3,5 XBUNuH
0o 5 xsunuH. Pepakuii 3miHn B cneuudikauii M3
32 NOKa3HWKOM «PO34YMHEHHS» - BUINYYEHHS
NMOCUMNaHHSA Ha BHYTPILLHIN MeToA BUNpobyBaHHS,
6e3 3miH B MeToi BUNpobyBaHHs. BBeaeHHs 3MiH
nNpoTArom 3-X MicsiLiB Micnsi 3aTBEpAXKEHHS. 3MiHuM |
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.

KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

mMeToAdax BMNPoGyBaHHSA roTOBOIO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPAPKEHUX METOAAX
BUNPOOYBaHHS). He3HayHi 3mMiHW B 3aTBEpAXEHOMY
meToai BEPX anga KoHTpoOrto 3a NOKasHMKOM
«lgeHTudikauis, KinbkicHe BU3Ha4YeHHs1, NPOAYKTU
po3nagy» ana APl metdopMiHy rigpoxnopuay, a
came fofaBaHHS BU3HAYEHHS «NPUBNU3HUIAY»
BiAHOCHMI Yac yTpumyBaHHs (RRT) Ta 3amiHa
Xpomartorpamu po3dmHy Ans nepesipkv NnpuaaTHoOCTI
cuctemu. BeeneHHs 3miH npoTtsarom 3-x Micsiuis
nicns 3aatBepmKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHNX MeTofax
BUNPOOYyBaHHS). He3HayHi 3MiHW B 3aTBEPAXEHOMY
meTtodi BEPX ans KOHTponto 3a Noka3HUKOM
«loeHTudikauis, KinbKicHe BU3Ha4YeHHSA, NPOaYKTH
po3nagy» ans A®| cutarninTuHy, a came gogaBaHHs
BM3HAYEHHS «NPUBNM3HUIA» BiAHOCHWI Yac
yTpumyBaHHs (RRT). BBeaeHHst 3MiH npoTaroM 3-x
MicsLiB Micnsa 3aTBEPAXEHHS.

219.

AHYMET

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto, no 50
mr/1000 wmr; no 14
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHIN kopobLyi

Mepk Wapn i
Ooym IOEA
m6X

LLiseviuapi
A

MepBuHHa Ta
BTOPVHHA
ynakoBka, 403Bin
Ha BUMNYCK cepii:
Mepk LWapn i
Ooym B.B.,
Hinepnanawu;
BupobHuuTBO
Hepo3sdacoBaHol
npoaykuii,
aHaniTu4He
TeCcTyBaHHSA Npu
Bunycky: Ecika
KeinGopo NimiTen,
Benvka bputaHis;
MateoH lMyepTo
Piko, IHk., MyepTo
Piko, CLLUA; MC[]
IHTepHewwHn MmbeX
(cpinist CiHranyp),
CiHranyp;
MepBuHHa Ta
BTOPWHHA
ynakoBka: PoBi
dapma IHgacTpian
Cepsicec, C.A,,
IcnaHis;

Hinepnanan
/

Benwka
Bpurtanis/
CLUA/
Cinranyp/
Icnanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHU
| TMny - 3miHK 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNPOOyBaHHSA roTOBOIO NiKapCbKOro
3acoby (iHwWi 3MiHW y MeTodax BUNpobyBaHb
(Bkntovatoum 3amiHy abo JonoBHeHHS)). logaBaHHs
anbTepHaTMBHOro Metoay BunpobysaHHsa M3 3a
nokasHukom «OgHopigHicTe Ao3yBaHHs» (BEPX).
BBeaeHHs 3MiH npoTsArom 3-x micauiB nicns
3aTBepAKEHHS. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoByBaHHS FOTOBOrO NikapCbKoro 3acoby (iHLui
3MiHM Yy MeToAax BUNpobyBaHb (BKMHOYaoUM 3aMiHy
abo gonoBHeHHS)). logaBaHHA anbTepHaTUBHOMO
aHaniTnyHoro metoay 13 ans nokasHukis
«laeHTndikauisy, «KinbkicHe BU3HAYEHHS»,
«MpoaykTtn po3nagy» (BEPX/Y®) ana AdI
mMeTdopMiHy rigpoxnopvay. BeeaeHHs 3MiH
npoTArom 3-X MiCAILiB Nicns 3aTBepAXEHHS. 3MiHN |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa y
meToAax BUNpobyBaHHS rOTOBOTO fiKapCbKOro
3acoby (iHwWi 3MiHW y MeTodax BUNpobyBaHb
(BKkntovatoum 3amiHy abo AONOBHEHHS)). [logaBaHHs
anbTepHaTUBHOrO aHanituyHoro metoay M3 3a
nokasHukamu «lgeHtudikauisy, «KinbkicHe

3a
peuerimom

UA/11003/01/03
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
TecTyBaHHA BU3HauveHHs», «poayktun po3nagy» (BEPX/Y®) ans
cTabinbHOCTI: AQ®I| cutarnintuHy. BeBegeHHs amiH npotarom 3-x
Mepk LWapn i MicsuiB nicnst 3aTBepoKeHHs. 3MiHu | Tuny - 3miHu 3

Ooym JINC, CWA

sIKOCTi. [oTOBMI Nikapcbknii 3acib. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpiB
cneungikauin Ta/abo 4ONyCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby (AONOBHEHHS cneuudikadii
HOBUM MOKa3HWKOM 3 BiAMOBiAHUM METOAOM
BUNPOoOyBaHHS). BHeceHHs1 3MiH B cneumdikauiio
113 3a nokasHukoMm «lgeHTudikauis» ans Adl
cuTarninTuHy, a came JONOBHEHHS crneundikaLii
meTogom BEPX/Y® (nocunaHHs Ha
anbTepHaTuBHUA MeTof «KinbkicHe BU3HAYeHHsY,
«Mpoayktn posnagy» Ta «lgeHTudikauis»).
BBeaeHHs 3miH npoTarom 3-x MicauiB nicnsa
3aTBEepMKeHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONYCTUMUX MEX FOTOBOIro
nikapcbkoro 3acoby (4onoBHEHHS cneumdikauii
HOBWM MOKa3HUKOM 3 BigMOBiAHMM METOAOM
BUNpoOyBaHHs). BHeceHHs 3amiH B cneuudikauii M3
3a nokasHukom «lpeHTudikauis» APl metTdopmiHy
rigpoxnopuay, a came AOMNOBHEHHS cneumdikauii
meTogom BEPX/Y® (nocunaHnHs Ha
anbTepHaTuBHUA MeTof «KinbkicCHe BU3HAYEHHSY,
«Mpogyktn po3nagy» Ta «lgeHTudikauis»).
PepakuinHi 3miHv B cneumndikadii M3 gns
nokasHuka «I4 cnekrpockonis). BeBeaeHHs 3MiH
npoTarom 3-x MicsiuiB nicnsi 3aTBepaXeHHs. 3minHu |
TMny - 3MiHK 3 sikoCTi. [O0TOBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPOoOyBaHHS rOTOBOIO NikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPIPKEHUX MeToaax
BuUNpobyBaHHs). HesHavyHa 3miHa B 3aTBEpAXEHOMY
MeTOoAi BUNpoOyBaHHS 32 MOKa3HMKOM
«OpHopigHicTb fo3yBaHHsA» (BEPX), a came
36inbLUeHHs Yacy xpomaTorpadpyBaHHs 3 3,5 XBUNUH
0o 5 xBunuH. PepakuiviHi 3miHm B cneumdikauii 113
32 NOKa3HMKOM «PO34YMHEHHS» - BUNYYEHHS
NMOCUMNaHHSA Ha BHYTPILLHIN MeToA BUNpobyBaHHS,
6e3 3miH B MeToi BUNpobyBaHHs. BBeaeHHs 3MiH
npoTArom 3-X MiCAILiB Nicns 3aTBepAXEHHS. 3MiHN |
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkuin 3acib.
KoHTponb roToBOro nikapcbkoro 3acoby. 3MiHa y
MeToAax BMNPOOyBaHHS rOTOBOIO NikapCbKoro
3acoby (He3Ha4yHa 3miHa y 3aTBEPIKEHMX MeToAax
BUNpoOyBaHHs). He3HayHi 3MiHU B 3aTBEpAXXEHOMY
MeTodi BEPX ansi KOHTponio 3a NOKa3HWUKOM
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

«loeHTudikauis, KinbKicHe BU3Ha4YeHHSA, NPOaYKTH
posnagy» ans APl meTcopMmiHy rigpoxnopuay, a
came fofaBaHHS BU3HAYEHHS «NPUBNU3HUIAY»
BigHOCHUI Yac yTpumyBaHHs (RRT) Ta 3amiHa
Xpomarorpamu po3duHy Ans nepesipkv NnpuaaTHoOCTI
cuctemu. BeeneHHs 3miH npoTtsarom 3-x Micsiuis
nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3MiHK 3 AKOCTi.
[oToBWIN Nikapcbkuin 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO fikapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpAKEHNX MeToAax
BUNPOOYyBaHHS). He3HayHi 3MiHW B 3aTBEPAXEHOMY
meToai BEPX anga KOHTpoOrto 3a NoKasHMKOM
«lpeHTudikauis, KinbkicHe BU3HaAYEHHs, NPOAYKTU
po3nagy» ans A®| cutarninTuHy, a came gogaBaHHs
BU3HAYEHHS «NPUBNN3HUIA» BIOHOCHWUIA Yac
yTpumyBaHHs (RRT). BBeaeHHs 3miH npotarom 3-x
MicALiB Micnsa 3aTBEPAXEHHS.

220.

AHYMET

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 50
mr/500 wmr; no 14
Tabnetok y Gnictepi;
no 4 6nictepu B
KapTOHHIN kopobLyi

Mepk Wapn i
Ooym IOEA
mM6X

LLiseviuapi
A

MepBuHHa Ta
BTOPWHHA
ynakoBka, 403Bin
Ha BUMNYCK cepii:
Mepk LWapn i
Ooym B.B.,
Hinepnanaw;
BupobHuuTBO
Hepo3adacoBaHol
npoaykuii,
aHaniTu4He
TeCcTyBaHHSA Npu
Bunycky: Ecika
KeinGopo NimiTen,
Benvka bputaHis;
MateoH lMyepTo
Piko, IHk., MyepTo
Piko, CLWA; MCO
IHTepHewwHn MmbeX
(cpinist CiHranyp),
CiHranyp;
MepBuHHa Ta
BTOPWHHA
ynakoBka: PoBi
dapma IHgacTpian

Hinepnanan
/

Benwuka
Bpurtanis/
CLUA/
Cinranyp/
Icnanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHU
| TMny - 3miHK 3 sikocTi. FoToBUMIA NikapcbkMin 3aci6.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y
mMeToAdax BMMPOOyBaHHSA roTOBOIO JiKapCbKOro
3acoby (iHWi 3MiHK y MeTodax BUNpobyBaHb
(Bkntoyatoum 3amiHy abo fonoBHeHHS)). JogaBaHHs
anbTepHaTMBHOro Metoay BunpobysaHHs M3 3a
nokasHukom «OgHopigHicTe Ao3yBaHHs» (BEPX).
BBeaeHHs 3MiH npoTArom 3-x micauiB nicns
3aTBepAKEHHS. 3MiHN | TUny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoByBaHHS FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKMOYAOUM 3aMiHy
abo gonoBHeHHS)). logaBaHHA anbTepHaTUBHOMO
aHaniTnyHoro metoay 13 ansa nokasHukis
«laeHTndikauisy, «KinbkicHe BU3HAYEHHS»,
«MpoaykTn po3nagy» (BEPX/Y®) ana AdI
meTdopMiHy rigpoxnopvay. BeeaeHHs 3MiH
npoTArom 3-X MiCAILiB Nicns 3aTBepAXEHHS. 3MiHN |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
KoHTponb roToBOro nikapcbkoro 3acoby. 3MiHa y
MeToAax BMNPOOYyBaHHS rOTOBOIO NikapCbKOro
3acoby (iHwWi 3MiHW y MeTodax BUNpobyBaHb
(BKkntoyatoum 3amiHy abo 4ONoBHEHHS)). [logaBaHHs

Cepsicec, C.A,, anbTepHaTUBHOrO aHanituyHoro metoay M3 3a
Icnanis; nokasHukamu «lgeHtudikauisy, «KinbkicHe
TecTyBaHHSA BU3Ha4eHHsA», «poayktu posnagy» (BEPX/Y®) ans
cTabinbHocTi: A®I cutarninTuHy. BBegeHHs 3MiH npoTsarom 3-x
Mepk LWapn i MicauUiB nicnsa 3aTBepaAXeHHs. 3miHu | Tuny - 3miHn 3

3a
peuerimom

UA/11003/01/01




148 [IponoBkeHHs noaaTka 2
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Ooym JINC, CWWA

sIKocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIro
nikapcbkoro 3acoby (A0NOBHEHHS cneuudikauii
HOBUM MOKa3HWKOM 3 BiAMOBiAHUM METOAOM
BUNpoOyBaHHS). BHeceHHs1 3MiH B cneumdikauiio
113 3a nokasHukoMm «lgeHTudikauis» ans Al
cuTarninTuHy, a came JONOBHEHHS crneundikaLii
meTtogom BEPX/Y® (nocunaHHs Ha
anbTepHaTMBHUA MeTog «KinbKiCHEe BUBHAYEHHAY,
«Mpoayktn posnagy» Ta «lgeHTudikauisi»).
BBefgeHHs 3miH npoTarom 3-x MicauiB nicnsa
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneunikauin Ta/abo 4ONyCTUMMX MEX FOTOBOIrO
nikapcbkoro 3acoby (4onoBHEHHS cneumdikaii
HOBWM MOKa3HUKOM 3 BigMOBiAHMM METOAOM
BUNpoOyBaHHs). BHeceHHs amiH B cneuudikauii M3
3a nokasHukom «lpeHTudikauis» APl metTdopmiHy
rigpoxnopuay, a came AOMNOBHEHHSA cneumdikauii
meTogom BEPX/Y® (nocunaHHs Ha
anbTepHaTuBHUA MeTof «KinbkicHe BU3HaAYeHHsY,
«[lMpoayktn po3nagy» Ta «laeHTudikauiny).
PepakuinHi amitv B cneumdikauii N3 ans
nokasHuka «I4 cnekrpockonis). BeeaeHHs 3MiH
npoTarom 3-x MicsiuiB nicnsi 3aTBepaXeHHs. 3minHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPOoOyBaHHS rOTOBOIO NikapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpPPKEHUX MeToAax
BUNpobyBaHHs). HesHavyHa 3miHa B 3aTBEpAXEeHOMY
MeToZi BUNpobyBaHHsi 32 MOKa3HUKOM
«OpHopigHicTb go3yBaHHsA» (BEPX), a came
36inbLUeHHs Yacy xpomaTorpadpyBaHHs 3 3,5 XBUNUH
0o 5 xBunuH. PepakuiviHi 3miHm B cneumdikauii 113
3a NOKA3HMKOM «PO34YMHEHHS» - BUNYYEHHS
NOCUNaHHSA Ha BHYTPILLHIN MeToA BUNpobyBaHHS,
6e3 3miH B MeToi BUNpobyBaHHs. BBeaeHHs 3MiH
npoTArom 3-X MiCAILiB Nicns 3aTBepAXEHHS. 3MiHN |
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPOOYyBaHHS rOTOBOIO NikapCbKOro
3acoby (He3Ha4yHa 3miHa y 3aTBEPIKEHMX MeToAax
BUNpoOyBaHHs). He3HayHi 3MiHu B 3aTBEpAXEHOMY
MeToai BEPX ans KOHTponio 3a NOKa3HUKOM
«lpeHTudikauisi, KinbkicHe BU3HaYEeHHs1, NPOAYKTU
po3nagy» ans APl meTdopmiHy rigpoxnopuay, a
caMe [o[1aBaHHs1 BUSHAYEHHST «NPUBIM3HUIAY
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BigHOCHUI Yac yTpumyBaHHs (RRT) Ta 3amiHa
Xpomarorpamu po3dmHy Ans nepesipkv NnpuaaTHoOCTI
cuctemu. BeeaeHHs 3miH npoTtsarom 3-x Micsiuis
nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3MiHK 3 AKOCTiI.
[oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NikapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpAKEHUX MeToAax
BUNPOOYBaHHS). He3HayHi 3MiHW B 3aTBEPAKXEHOMY
meToai BEPX anga KoHTpOro 3a NoKasHMKOM
«lgeHTudikauis, KinbkicHe BU3HaYEeHHs1, NPOAYKTN
po3nagy» ans A®Il cutarninTuHy, a came gogaBaHHs
BU3HAYEHHS «NPUBNN3HUIA» BIOHOCHWUIA Yac
yTpumyBaHHs (RRT). BBeaeHHs 3miH npoTarom 3-x
MicsaLiB Micnsa 3aTBEPAXEHHS.

*y pa3i eHeceHHs1 3MiH 00 iHCmMpyKuii Npo MmeduYyHe 3acmocyeaHHsI

B.o. HavaabHUKA
dapManeBTUYHOTO YIIPABJIiHHS

Ounexcanap I'PINEHKO




