MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

3 macronaga 2021 poky Ne 2405

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyHO0Oio/T0riYHUX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BiamnosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 10 Tlopsaky [mep>kaBHOI peecTpariii (TiepepeecTpaliii) JliKapCbKHUX 3aco0iB,
3aTBep/KeHOro roctaHoBoto Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poky
Ne 376, ab3ary aABafiiTh ChOMOTO IMANMYHKTY 12 myHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO OXOpOHU 3[]0pOB’s YKpaiHU, 3aTBep/KeHOoro mocTaHoBor KabiHety
Minictpie Ykpainu Big 25 Gepe3ns 2015 poky Ne 267 (B pepakiii rmoctaHOBU
KabGinety MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHuX MarepiaiiB JMiKapchKUX 3aco0iB (MeAuUHUX
iMmyHobGiosloriuHMx  mperapariB), 110 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHUX MaTepiasiB, TMPOBeJeHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUM LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIB II0ZI0 eheKTHUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTH/PU3UK JIIKAPCHKOIO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpailii), 070
BHECeHHS1 3MiH [0 peecTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiH1X MaTepiaiiB

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peECTPy JiKapChbKUX 3aco0OiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JOoAaToK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. KoHTpOJIb 38 BUKOHAHHAM LIbOT'O HaKa3y MOK/IaCTU Ha Meplioro 3acTylHUKa
Minictpa Komapiay O.O.

MiHuicTp BikTop JIAIIIKO



Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «Mpo gepxaBHy
peecTpauito (nepepeecTpadito)
JNiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionorivHMX npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHnx
Martepianis»

Big 03 nuctonaga 2021 poky Ne 2405

NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), AKI BHOCATLCA A0
AEP)>XABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHA

Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsioYyeHHs1
1. NAKTUTON NOPOLLIOK (Cy6CTaHLis) TOB "AcTok- YkpaiHa WAHOOHI Kutai peecTpauisi Ha 5 poki - He UA/19035/01/01
MOHOTIAPAT y nonieTnNeHoBUx Mntoc" Ny KAH niosnsieae
MiLLKax ans BIONTOAXKIKAN
hapmaLeBTUYHOrO TEXHONO4XI,
3aCTOCyBaHHSA KO., NT4,

B.o. I'enepanbHoro gupexkropa Jlupekropary
(hapmaneBTUYHOTO 3a0e3meyeHHs IBan 3AZIBOPHUX




Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Big 03 nuctonaga 2021 poky Ne 2405

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIO/TOIN4YHX NPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjiliHo2o
3acoby ynakoska) nocBi04YeHHs1
1. ANEPIrOKOPT Masb, 1 mr/r,no 15r ToBapucTBO 3 YkpaiHa BCi cTaAii BUpobHULTBA, YkpaiHa nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/16036/01/01
y Ty6i; no 1 1y6i y 06MmeXeHo KOHTPO/Ib SIKOCTi, BUMYCK 3MiHV BHECEHO A0 IHCTPYKUIT Ans peyernmom nionseae
KOpOO6Lii 3 KApTOHY BiANOBIA&/bHI cepii: ToBapucTso 3 MeZMNYHOro 3aCTOCYBaHHS NiKapCbKoro
CTIo 06MeXeHoI0 3acoby y posgin "®apmakoTepaneBTu4Ha
"®apmaueBTu BiANOBIAA/LHICTIO rpyna" (yTOuHeHHs Ha3Bu) , "OcobnimBocTi
YyHa KOMMNaHist "GapmMaueBTNYHa 3acTocyBaHHs", "3acTocyBaHHs y nepios
"3p0pos'a” KoMnaHis "3gopos'a”, BariTHOCTi abo rogyBaHHsA rpyaar”,
YkpaiHa; Bci cTagil "MoGiyHI peakyii" 3rigHO 3 iHhopmaLieto
BMPOGHMLITBA, BUMYCK LLOAI0 MEMYHOIO 3aCTOCYyBaHHS
cepii: ToBapuCTBO 3 pedyepeHTHOro /ikapcbKoro 3acoby
06MeXeHo (PTOPOKOPT®, Masb, 1 mr/r ).
BiANOBIAA/LHICTIO MepiognyHicTb NOAAHHA PerynsipHo
"®apmavueBTnyHa OHOBJIHOBAHOTO 3BITY 3 6e3neky,
KomnaHisa "3popos'sa", BiANOBIAHO A0 MOpsAAKY 34iACHEHHS
YKpaiHa; KOHTPO/b chapmakoHarnsgy, 3aTBepmkeHoro
AKoCTi: ToBapuCTBO 3 Haka3oM MiHicTepcTBa OXOPOHMW 340POB’A
06MexeHot Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
BiANOBIAA/LHICTIO 3apeecTpoBaHoro B MiHicTepcTBsi loCTHLji
"®APMEKC IPYyT11", Ykpainu 29 ciuHs 2007 poky 3a Ne
YKpaiHa 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMMN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
2. BNOoripP-3 Tabnetku, Lo Benyno, niku Xopsartis Bupo6HMK roToBOro Ipeuis/ nepepeecTpauis Ha HeobMexeHuit TepMiH 6e3 nionsieae UA/15359/01/01
aMcnepryroTscs B Ta KOCMEeTuKa, nikapcbkoro 3acoby, Xopsaris OHOB/IEHO iHhopMaLito B iIHCTPYKUIT Ans peyenma
POTOBI MOPOXHWHI, a.a. nepBUHHE NaKyBaHHSA: MeAMYHOro 3acTOCyBaHHA NiKapCbKOro
no 5 mr; no 10 [xeHedhapm CA, 3acoby y posginax: "®apmMakonorivHi
TabneTtok y 6nictepi; Ipeuisi; BTopuHHe BnactueocTi", "lMoka3aHHs", "B3aemogis 3
no 1 a6o no 3 nakyBaHHs1, iHLIMMK NikapcbkMK 3acobamu Ta iHLWi
6nictepu y BiAnoBiganbHUIA 3a BMAW B3aemogiit”, "OcobmBocTi
KapTOHHIW nayui BMNYCK cepii: Benyno, 3acTocyBaHHg", "34aTHiCTb BNAMBaTV Ha




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

NiKn Ta KOCMeTuKa, 4.4.,
Xopsaris

LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCMOPTOM abo iHWMMKN
MexaHismamn", "Cnocib 3acTocyBaHHA Ta
no3n", "Aitn" (iHdopmauis 3 6e3nekn),
"Mo6ivHI peakui™ BigNOBIgHO A0
iHchopmauii Lwoao MeanyHoro
3aCTOCyBaHHA pehepeHTHOro Nikapcbkoro
3acoby (Aerius® 5 mg orodispersible
tablets, He 3apeecTpoBaHuii B YkpaiHi).
MepiognyHICTb NOAAHHS PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOpsAAKY 34jiCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 34,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi oCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

FO3EPENIH
3EHTIBA

iMnnaHTar no 3,6 mr,
no 1 imnnaHtaty y
LinpuLy-annikaropi
(wnpuy-annikaTop
CKNafaeTbes 3
noniMmepHoro
Kopnycy 3 Tpumayem
Ansa iMnnadTary,
oMKV Ta NOPLUHS);
no 1 wnpuuy B
nakeTuky; no 1 abo
3 nakeTukn y
KapTOHHI nauwi

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

BUPO6HMUTBO "in bulk”,
nepBrHHE Ta BTOPVYHHE
nakyBaHHs!, KOHTPO/Tb
cepil, Bignosigae 3a
BMNycK cepii: AMB
mM6X, HimeuunHa;
MiKpOGionoriyHe
TecTyBaHHA: €BpodhiHC
Bio®apma MpoaaxT
TecTiHr MioHxeH 'mbX,
HimeuunHa;
cTepwnizauis: CuHeppxi
Xeasic Annepcxay3eH
'm6X, HimeyunHa;
cTepunisauis,
MiKpOGionoriyHe
TeCcTyBaHHS:

[51={0]
CrepinizeiiluHcepsi3
'm6X, HimeuunHa

HimeyunHa

nepepeecTpawisi Ha HeobMexeHuit TepMiH
B iHCTpyKLUIii NS MEeAMYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby ans fo3yBaHHsA 3,6 Mr
OHOB/EHO iH(hopMaL,ito y po3ginax
"dapmMakosorivyHi BnactTueocTi”,
"MpoTunokasaHHsa", "OcobnmBocCTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTHICTb BN/IMBATU Ha WWBUAKICTb
peakLii npy kepyBaHHi aBTOTPaHCNOPTOM
abo iHW1MK mexaHiamammn”, "Cnocio
3acTocyBaHHsa Ta gosn”,
"0iTn"(yTOUHEHHS), "Mepeno3yBaHHA",
"Mo6iuHi peakwyii" BigNoBigHO A0
iHchopMmawii pedrepeHTHOro flikapcbkoro
3acoby (3onagekc).
MepiognyHiCTb NOAAHHA PErynsipHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’A
YkpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi loCcTuLji
Ykpainu 29 ciuyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 370POB's YKpaiHu Big 26 BepecHs

3a
peyenmom

He
nionseae

UA/15570/01/01




o6onoHkoto, no 10
Mr no 10 Tabnetok y
6nictepi; no 1, 3 abo
6 6nicTepiB y
KapTOHHI navui

MeZMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y posginax: "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaaro”,
"Cnoci6 3acTocyBaHHs Ta gosun”, "Aitn"
(yTouHeHHs iHcbopmauii), "Mob6iyHI peakwi™
Bi4NoBiAHO A0 iHdopMauji Woao

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
4. FO3EPENIH iMnnaHTar no 10,8 3eHTiBa, K.C. Yecbka BMPOGHMLTBO "in bulk", HimeuunHa nepepeecTpaujis Ha HeobMeXeHuin TepMiH 3a He UA/15570/01/02
3EHTIBA Mr no 1 imnnaHTaty Pecny6nik nepBuHHE Ta BTOPUHHE B iHCTpyKLUIT 4151 MEAUYHOIO 3aCTOCYBaHHSA peuenmom nionsieae
y wnpuuy- a nakyBaHHs1, KOHTPO/1b nikapcbKoro 3acoby anst osyeaHHs 10,8
annikartopi (wnpuu- cepii, Bignosigae 3a MF OHOBJ/IEHO iHChOpMaLito Y po3ainax
annikatop Bunyck cepii: AMB "apmMakosorivyHi BnactusocTi”,
CKNafaeTbcs 3 vm6X, HimeuunHa; "MokasaHHa" (pegarysaHHs) ,
noniMmepHoro MikpobiosoriyHe "MpoTunokasaHHsa", "OcobnmBocCTi
Kopnycy 3 TpuMayem TeCTyBaHHs: €BPoiHC 3acTocyBaHHA", "3acTocyBaHHs y nepiog,
4ns imnnadTary, Bio®apma MNpogakT BariTHOCTi ab0 rogyBaHHs rpyaar”,
rO/IKM Ta MOPLLHS); TecTiHr MioHxeH 'mbX, "34aTHiCTb BNMBaTY Ha LUBUAKICTb
no 1 wnpuuy B HimeuunHa,; peaxuii npu kepyBaHHi aBTOTPaHCMNOPTOM
nakeTuky; no 1 aéo cTepunisauis: CuHepaxi a60 iHWKMKu Mexaniamamu”, "Cnoci6
3 nakeTukn y Xeasic Annepcxay3eH 3acTocyBaHHsa Ta gosn”,
KapTOHHI nauui 'M6X, HimeuuunHa; "LOiTn"(yToUuHEHHS), "Mo6IuHI peakwui”
cTepunisauis, BiANOBIAHO A0 iHhopmaL,ii pethepeHTHOro
Mikpob6iosoriyHe nikapcbkoro 3acoby (3onagekc).
TECTyBaHHS: MepiofnYHICTb NOAAHHS PerynsipHo
BB® OHOBJOBAHOrO 3BIiTY 3 6e3NeKu,
CrepiniseiiluHcepB.i3 BiANOBIAHO A0 MopsAaKy 34iACHEHHS
'm6X, HimeyunHa hapMakoHarnsagy, 3aTBepixeHoro
Haka3oMm MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 310POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofilaHHsA perynsipHuX 3BiTiB 3 6e3neku.
5. ANKNO®EHAK | kpucTaniyHuii ToBapucTBoO 3 YkpaiHa XeHaHb fyHTai ®apm Kutalicbka nepepeecTpawis Ha HeobMexeHuin TepMiH - He UA/16226/01/01
HATPIIO NMopOLLOK 0bMexeHot Ko., N4, HapogHa nionsieae
(cybeTaHuin) y BiANOBiAANbHI Pecny6nika
noABiNHNX cTIo
nosnieTuIeHoBMX "®apmaueBTn
nakeTtax gns YHa KOMMaHis
hapMaLeBTUYHOIO "3popos'a”
3aCTOCYBaHHSA
6. ECUUTAM® TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" Ykpaina nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/15764/01/01
ACIHO NAiBKOBOIO YKPAIHA" OHOB/IEHO iHhopMaLito B iHCTPYKUIiT Anst peyenmom nionsieae




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

MeAMYHOr0o 3acTOCYBaHHs pe)epeHTHOro
nikapcbkoro 3acoby (WMMPANEKC,
TabneTku, BKpUTI NNIBKOBOIO 0OOOHKOID).
MepiognyHICTb NOAAHHS PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOpsAAKY 34iCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'sA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

ECLUNTAM®
ACIHO

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, Mo 20
Mr rno 10 Tabnetok y
6nictepi; no 1, 3 abo
6 6ricTepiB y
KapTOHHI nauwi

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

nepepeecTpauis Ha HeobMexeHuit TepMiH
OHOBMEHO iHhopMaL,ito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y posfinax: "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHS Ta gosun”, "Oitn"
(yTouHeHHs iHdhopMmaLiT), "MobivHi peakwii”
BIANOBIAHO A0 iHhopMmaL,i Woao
MeAMYHOro 3acTOCyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (WMMPANEKC,
TabneTkv, BKpUTI NAIBKOBOIO 0O0OHKOID).
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

3a
peyenmom

He
nionseae

UA/15764/01/02

NIHKAC
NACTUNKA

NacTUIKN 3i CMakoMm
M'TH, Mo 8
nacTuioK y énictepi;
no 2 6nictepu y
KapTOHHI KopoobLi

XepbioH
MakucraH
MpaiiBeT
Nimiten

MakucTaH

XepbioH MaknctaH
MpaiiseT JlimiTeq,

MakncTtaH

nepepeecTpauisi Ha HeobMexeHuit TepMiH
BHeceHo oHOBEHyY iHhopMaLio B
IHCTPYKLUil0 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby Ao po3zinis
"®apmakonoriyHi BnactusocTi"
(yTOuHeHHS), "MNpoTunokasaHHs",
"Oco6nmBoCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHs Ta Ao3n" (6esneka), "Aitn"

6e3
peuyenma

nionsieae

UA/9889/01/01




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

(yTOYHeHHS BIKOBOrO Aiana3oHy:
3aTBEPAKEHO - 3aCTOCYBaHHS 3 5 pokiB;
3anpornoHOBaHO - 3aCTOCYBaHHA 3 6 POKiB),
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOBJIEHOT iHbopMaLii 3 6e3neku aiuol
Ta [OMNOMDKHOI PEYOBUWH /iKapCbKoro
3acoby.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neKu,
BiANOBIAHO A0 Mopsaaky 34jiACHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’S
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuii
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 310POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.

HEMNPOBIOH

PO34NH A1 iH'EKLIN;
no 3 mn B amnyii;
no 3 amnynv B
KapTOHHI Kopobui

Mi eng Oxi
Xenc
xepmaHi
6X

HimeyunH
a

NOBHWI LMK
BMPOGHMLTBA:
CEHEKCI HSC

PpaHuin

nepepeecTtpaisi Ha HEOBMEXEHN TEePMIH
OHOB/EHO iHGhopMaL,ito B iHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby B po3ginax "lNokasaHHA"
(kopuryBaHHs TekcTy), "Cnoci6
3acTocyBaHHA Ta 031" (KopUryBaHHs
TekcTy), "OiTn" (KopuryBaHHs TEKCTY)
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.

MepiognyHiCTb NOAAHHA PErynsipHO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’A
YkpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi oCcTuLji
Ykpainu 29 ciuyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340PO0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/5409/02/01

10.

HEOMIUWNHY
CYNb®AT

MOPOLLIOK
(cybeTaHuin) y
NOTPIHMX
nonieTnIeHoBUX
nakeTtax gns
hapmaLeBTUYHOro

ToBapucTBO 3
06MexeHo
BiANOBIAA/bHI
CTIO
"®apmaueBTun
YHa KoMNaHisi

YKpaiHa

IYAH CAHbCHA

PAPMACBIOTIKAJT KO.,

nTA.

Kutaii

nepepeecTpaLis Ha HEOGMEXeHWI TEPMiIH

He
nionsieae

UA/16217/01/01




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3acTocyBaHHsA "3p0pos'a”
11. HIKOTUHOBA KpucTanivyHmi ToBapucTBO 3 YkpaiHa AMCAJ1 YEM. MNBT. IHgis nepepeecTtpaisi Ha HEOBMEXEHN TEePMIH - He UA/16263/01/01
KNUCNOTA MOPOLLIOK 0bMexeHot nTa. nionsizae
(cy6eTaHuin) y BiANOBiAa/bHI
noABiNHNX cTI0
nonieTuIeHoBMX "®apmauesTn
nakeTtax gns YHa KoMnaHis
hapMaLeBTUYHOTO "3popos'a”
3aCTOCYBaHHS
12. NMAFAMAKC Kancynu no 75 mr, HOBE/ INAY TypeuunH | HOBES INTIAY CAHAI BE | TypeuunHa nepepeecTpauisi Ha HeobMexeHuit TepMiH 3a He UA/15695/01/01
no 14 kancyny MA3APJIAMA a TIOKAPET A.LL. OHOB/EHO iHhopMaLito B iHCTPYKUIT Ans peyernmom nionseae
6nicTepi, no 1 a6o 4 BE CAHAI MeAMYHOro 3acToCyBaHHA NikapCbKoro
6nictepn y NTA. WIPKETI 3aco6by BiANOBIAHO A0 peddepeHTHOro
KapTOHHI ynakosL,i nikapcbkoro 3acoby (/lipvka, kancynv no
75 mr, 150 mr a6o 300 mr) y po3ginax
"PpapmakonorivyHi BnactusocTi”,
"B3aemogis 3 iHWVMW fikapCbKumun
3aco6amu abo iHLi B1AM B3aEMOS,in”,
"Oco611BOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
roflyBaHHs rpygar” (YyTOYHeHHs
iHbopMmawii), "Mepeno3yBaHHA" Ta
"Mo6iuHi peakw,i”.
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34jiiCHEeHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 34,0POB'A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi tocTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
13. MArAMAKC kancynu no 150 wr, HOBEN INAY TypeuunH | HOBEN I/IAY CAHAI BE | TypeuunHa nepepeecTpavis Ha Heo6MexeHuli TepMiH 3a He UA/15695/01/02
no 14 kancyny MA3APJIAMA a TIOKAPET A.LL. OHOB/IEHO iHhOpMaLito B iHCTPYKUIT Anst peyenmom nionseae
6nicTepi, no 1 a6o 4 BE CAHAI MeAMYHOro 3acToCyBaHHA NikapcbKoro
6nictepu y NTA. WIPKETI 3acoby BifnoBiAHO [0 pediepeHTHOro

KapTOHHIi ynakoBui

nikapcbkoro 3acoby (Jlipuka, kancynum no
75 mr, 150 mr a6o 300 mr) y po3ginax
"apmMakosnorivyHi BnactusocTi”,
"B3aemMogisi 3 iHWMMMW NiKapCbKUMmn
3aco6amu abo iHLWi BUAY B3aEMOgIin",
"Oco611BOCTI 3acTOCyBaHHS",

"3acTocyBaHHs y nepiog, BariTHOCTi abo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

rogyBaHHs rpyaar” (YTOUHEHHS
iHhopMmauii), "Mepeno3yBaHHA" Ta
"Mo6iuHI peakw,ii”.
MepiognyHICTb NOAAHHS PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOpsAAKY 34iCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'sA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

14.

NMArAMAKC

kancynu no 300 mr,
no 14 kancyny
6nicTepi, no 1 a6o 4
6nictepu y
KapTOHHI/ ynakosL,i

HOBEJ1 ITAY
MA3APJIAMA
BE CAHAI
NTA. WIPKETI

TypeyuuH
a

HOBEN IN1IAY CAHAI BE

TIOXKAPET A.LL.

TypeyunHa

nepepeecTpauis Ha HeobMexeHuit TepMiH
OHOBMEHO iHhopMaL,ito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3aco0by BiANOBIAHO A0 peddepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynun no
75 mr, 150 mr a6o 300 mr) y po3ginax
"apmMakosorivyHi BnactusocTi”,
"B3aemogis 3 iHWVMW NikapCbKumum
3aco6amu abo iHLi B1AM B3aEMOS,in"”,
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
rogyBaHHS rpyaar” (YTOUHEHHS
iHbopMmaii), "Mepeno3yBaHHA" Ta
"Mo6iuHI peakw,i”.
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34jiMCHEHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
noJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

3a
peyenmom

He
nionseae

UA/15695/01/03

15.

TMOrnosyni
H®

niodpinizoBaHuii
NOPOLLIOK AN1SA
MPUroTyBaHHs
KOHLLEHTpaTy Ans
pO34mMHy Ans

xeH3alim
tOpon B.B.

Higepnax
an

BMPOGHULITBO
Hepo3dhacoBaHoro
NpoAyKTy, A03BiN Ha
BUNYCK cepii: [keH3aiim
MoniknoHanc CAC,

PpaHuis/
IpnaHgis

nepepeecTpauisi Ha HeobMexeHuit TepMiH
OHOB/EHO iHGhopMaLito B iIHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby B po3ginax
"papmakoTepanesTuyHa rpyna. Kog ATX"

3a
peyenmom

He
nionseae

UA/15575/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
iHcpy3ii no 25 mr; Ne dpaHLjs; (peparyBaHHs TekcTy 6e3 3MiHu kogy
1: no 1 donakoHy B nepBuHHa Ta BTOPUHHA ATX), "®apmakonoriyHi BnactuBocTi"
KapTOHHIlA KOpO6L ynakoBka, f,03Bif1 Ha (yTouHeHHs iHdhopmauii Ta pegaryBaHHs
BUMYCK cepii: [xeH3aim TekcTy), "Oco6MBOCTi 3aCTOCYBaHHSA",
Ipnang Nivites, "3acTocyBaHHSs y nepiog, BaritTHocTi abo
Ipnangis roflyBaHHs rpyaar” (pefaryBaHHs TeKCTy
Ta YTOYHeHHs iHchopmawii), "Aitn"
(peparyBaHHs TEKCTY Ta YTOYHEHHS
iHchopmawii), "Mob6iuHi peakuii” BiANOBIAHO
[0 marepianiB peecTpauiiHoro J0Cbe.
MepiognYHICTb NOAAHHS PerynsipHo
OHOBJ/OBAHOrO 3BITY 3 6e3neKu,
BiANOBIAHO A0 Mopsaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepmaxeHoro
Haka3oMm MiHicTepcTBa OXOPOHY 340pPOB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuii
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.
16. ®PEHIHAIOH KpucTtanm ToBapucTBO 3 YkpaiHa CIA "HO3EPH Natsis nepepeecTtpaisi Ha HEOBMEXEeHN TEePMIH - He UA/15650/01/01
(cybeTaHuis) y o0bMexeHot CUHTESIC" nionsizae
noaBiniHMX BiANoBiAa/bHI
nonieTnIeHoBMX cTI0
naketax ans "®apmauesTn
hapMaLeBTUYHOIO YHa KOMNaHis
3acToCcyBaHHsA "3p0pos'a”
17. XITAKCA Tabnetku, Lo AT "Apaves Monbwa BUPOGHMLTBO 3a NOBHUM Ipeuis/ nepepeecTpauisi Ha HeobMexeHuit TepMiH 6e3 nionsieae UA/15529/02/01
OMcnepryoTsca B dapma” uukiom: xeHadapm Monbwa OHoBNEHO iHhopmaLito BigNoBIAHO A0 peyenma

POTOBI NOPOXHWHI
no 2,5 mr, no 10
TabneTtok y 6nictepi,
no 1 a6o 3 6nictepn
Y KapTOHHii1 kopobui

C.A., I'peuisi; BUPOBHUK
BiagnoBiganbHUii 3a
BWMYCK Cepii, He
BK/THOHAK0UN KOHTPOSIb:
AT «Apamep dapma»,
MonbLla

pethepeHTHOro Nikapcbkoro 3acoby
(EPIYC®, TabneTku, BKpUTI NAIBKOBOO
060/10HKOI0, MO 5 Mr) Ta 3rigHO 3 6e3nekoto
[LOMOMDKHUX PEYOBUH B iHCTPYKUIT AN
MeAMYHOro 3aCTOCYBaHHA NikapCbKoro
3aco0y y posginax "Bsaemogis 3 iHWmMmn
nikapcbknuMmn 3acobamu abo iHLWi BUan
B3aemogiit", "OcobmMBOCTi 3acTocyBaHHS"
Ta "Mob6iuHi peakwyji.
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34jiiCHEeHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 34,0POB'A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

3apeecTpoBaHoro B MiHicTepcTBsi loCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMMN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

18. XITAKCA Tabnetku, Lo AT "Apaves Monbwa BUPOGHMLTBO 38 NOBHUM Ipeuis/ nepepeecTpawisi Ha HeobMexeHuit TepMiH 6e3 nionseae UA/15529/02/02
OMcnepryroTscs B Papma” uukiom: xeHadapm Monbwa OHoBNEHO iHhopmaLito BigNOBIAHO A0 peyenma
POTOBI NOPOXHWHI, C.A., I'peuisi; BUPOOHUK pedhepeHTHOro Jlikapcbkoro 3acoby
no 5 mr, no 10 BiAnoBiganbHUIi 3a (EPIYC®, TabneTku, BKpUTI NAIBKOBOO
TabneTtok y 6nictepi, BMNYCK cepil, He 060/10HKOH, MO 5 Mr) Ta 3rigHO 3 6e3neKo
no 1 6nictepy y BK/104AI0UM KOHTPOSIb: [L0MOMIKXHMX PEYOBUH B iIHCTPYKLIT ANs
KapTOHHIlA KOpooLi AT «Apnames dapma», MeAMYHOro 3acTOCyBaHHA NikapcbKoro
Monbua 3acoby y posginax "Bsaemogis 3 iHWmMu

nikapcbknuMmn 3acobamu abo iHLWi Buan
B3aemogiit”, "OcobmMBOCTi 3acTocyBaHHS"
Ta "MobiuHi peakwyji".
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

19. LE®POTAKCUM | nopotuok My6niuHe YkpaiHa PesHr ®apmacbtoTikan KnTaii nepepeecTpauisi Ha HeobMexeHuit TepMiH - He UA/15884/01/01
Y HATPIEBA (cybeTaHuis) y akuioHepHe Ko., NiTa,. nionsizae
CiNlb NIOMIHIEBUX TOBapuCTBO
CTEPU/IbHA KOHTeliHepax s "HaykoBo-
thapmaLeBTUYHOro BVPOGHWYNIA
3aCTOCyBaHHSA LeHTp
"BopLuariBcbk
WA XiMiKO-
thapmaueBTny
HWi 3aBoa”
20. LE®TPIAKCOH | nopotuok My6niyHe Ykpaina PeiioHr ®apmachbtoTikan KnTaii nepepeecTpawjisi Ha HeobMexeHuit TepMiH - He UA/15900/01/01
Y HATPIEBA (cybeTaHuis) y aKujioHepHe Ko., NiTa,. nionszae
CiNlb QTIOMIHIEBUX TOBapuCTBO
CTEPU/IbHA KOHTeliHepax ans "HaykoBo-
hapmaLeBTUYHOro BUPOBHNUUIA

3acTOCyBaHHsI LeHTp
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
"Bopuyariscbk
uii Ximiko-
thapmavueBTuy
HWiA 3aBoA”

B.o. I'enepanbHoro gupexkropa /lupekropary
(apmaneBTHYHOTO 3a0e3meyeHHs IBan 3A/IBOPHUX




NMEPENIK
NIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOTYHUX MPEMAPATIB), LLLOAO AKUX BY/TN BHECEHI 3MIHU 10
PEECTPALINHNX MATEPIANIB, AKI BHOCATbLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

Big 03 nuctonaga 2021 poky Ne 2405

My chakoHi 3
KpanenbHUM
[o3aropowm; no 1

cepTtudikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2007-292-Rev 01 ansa A®l Xonekansunudepony Big,
HoBoro BMpo6Hnka FERMENTA BIOTECH LIMITED, India.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. AB''OPEH Tabnetkn no 400 wr; JTabopartopii dpaHuis Nab6opaTtopii bywapa dpaHuis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: TEXHIYHA 6e3 UA/5702/01/01
no 15 tabnetok y Bywapa Pekopparti nomusika (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) peyenma
6nicTepi; no 2 abo Pekoppaari BuinpaBneHHa TeXHIYHOT NOMUAKKL Y po3Aini "Ynakoska'".
no 4 6nictepu B BrnpaBneHo TexHiYHy NOMWJ/IKY B iHCTPYKLIi 4158 MeguyHoro
KapTOHHilA KopooLi 3aCTOCYBaHHS NiKapCbKOro 3acoby y po3Aisi «YnakoBKa.
3a3HayeHe BUNpaBeHHs BigNoBigae apXiBHUM MaTepianam
PEECTPALLiHOIO A0ChE
2. AEPTAN® Kpem, 15 mr/1 r no BAT "l'egeoH YropwumHa BAT "lepeoH Pixtep" YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasnis:3miHu | Tuny - 6e3 UA/13910/01/01
60 ry Ty6i; no 1 Ty6i PixTep" 3MiHM WoAo 6e3neku/eheKkTVBHOCTI Ta thapmakoHarnagy. peyenma
B KapTOHHIiA BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
ynakoBLi chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux npo
cuctemy thapmakoHarnsay, 3miHa ynoBHOBaXKeHoI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmMakoHarnagy (BkIoyvatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y po3MilLeHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHWX JaHnX YNOBHOBAXXEHOT 0CO6Y 3asiBHNKA,
BignoBigabHOT 3a hapmakoHarnsg. 3MiHa micus
3[iliCHEHHS1 OCHOBHOI AisiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLe3Hax0oKeHHs MacTep-chaiina cuctemm
chapmakoHarnsgy
3. AKBAJOETPU pO34nH BOAHWIA AN PapmaneBTny Monsbuwa MepgaHa ®apma Monbwa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis:3minv | Tuny - 3a UA/9205/01/01
M® BITAMIH nepopasibHOro HWi1 3aBOf AKLioHepHe BU/Ty4EHHS BUPOOHNYOT AinbHMLi DISHMAN peyenmom
D3 3acTocyBaHHs, "MONb®APM ToBapucTBO NETHERLANDS B.V., The Netherlands gna A®l
15000 MO/mn, no 10 A" C.A. Xonekanbuundpepony; 3miHn | Tuny - nogaHHs HOBOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
chnakoHy B 3anponoHoBaHo: DSM NUTRITIONAL LTD, Switzerland;
KapTOHHI navui FERMENTA BIOTECH LIMITED, India
4, AKCE®® TabneTkun, BKpUTI HOBEN INAY TypeyunH HOBE/1 IIAY CAHAI TypeyunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3minu Il Tuny — 3a UA/3767/01/02
o60n0oHkoto no 500 CAHAI BE a BE TIOXAPET A.LL. BBEAEHHSA 00AATKOBOro BUpobHuka A®I Ledypokcumy peyenmom
Mmr no 10 TabneTok y TIOIKAPET akceTtuny Covalent Laboratories Private Limited, India 3
6nicTepi; no 1 abo A.LL. HagaHHAM macTep-daiina Ha APl [0 Bxe 3aTBepOKEeHNX
no 2 6nictepu y BMpo6HuKiB A®| Aurobindo Pharma Limited Ta Nectar
KapTOHHIiA ynakoBL,i Lifesciences Limited
5. AKCE®® NMopoLUOK AN HOBEN INAY TypeyunH HOBE/1 IIAY CAHAI TypeyunHa BHECEHHS 3MiH 40 peecTpaliinHmx maTepiauis:3MiHu | Tuny - 3a UA/3767/02/01
pO34MHY A5 iH KL CAHAI BE a BE TIO>XXAPET A.LU. BU/TyYeHHS1 BUPo6HUKa AP Ledypokcumy HaTpito peyenmom
no 750 mr 1 donakoH TIOIKAPET cTepwnbHoOro Fresenius Kabi Anti-Infectives S.R.L, Italy.
3 MOPOLLUKOM Pasom A.LL. 3anponoHoBaHo: ACS Dobfar S.P.A, Italy Farmabios S.P.A,
i3 1 amnynoto no 6 Italy
M1 PO3YMHHMKA
(Boga ans iH'exuin) y
KapPTOHHIi ynakoBUi
6. AKTOBETH TabneTkun, BKpUTI TOB "Takega YkpaiHa BMPOGHNLTBO Himewunna/ BHECEHHSA 3MiH [0 peecTpaLiiiHUX MaTepianiB: yTOUHEHHS - UA/9048/01/01
060/10HKO10, M0 200 YkpaiHa" Hepo3giacoBaHol ABCTpisi HanucaHHsA BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne 1191
Mr in bulk Ne NpoAyKLUii, NepBUHHA BiA 21.06.2018 B npoueci nepepeecTpadii. Pefakuis B
50x144: no 50 ynakoBKa, KOHTPO/1b Hakasi: BUpoBHULTBO Hepo3dacoBaHol NPoAyKLii, NepBrHHa
TabneTokK y oNaKkoHi: SIKOCTi cepii, A03BiN Ha ynakoBKa, KOHTPO/Ib SIKOCTi cepii, A03BiN HA BUMYCK cepil:
no 144 dnakoHu B BMNYCK Cepil: Takepa 'M6X, micue BUpo6bHMLTBa OpaHieHbypr.
KapTOHHIlA KOpooLi Takega MM6X, micue 3arnpornoHosaHa pedakyisi: BUpO6HUYMBO HEPO3thacoBaHoOI
BMPOGHMLUTBA rpPoAyKUyil, NepsuUHHa yrnakoska, KOHmMPO/Ib SKOCMI cepil,
OpaHieHoypr, 0038in Ha suryck cepii: Takeda M6X, micye BupobHuymsa
HimeuunHa,; OpaHieHbype, HimeuquHa, epaHynsyis y
rpaHynsuisa y rcesdopOo3pioXKeHOMY wapi, KOHMPO/ib IKOCMI cepi:
nceBAopo3pioKEeHOMY "AKmusHicmb. [1ocuseHHs nino2eHesy": Takeda ABcmpisi
Lapi, KOHTPO/b AKOCTI M6X, Ascmpisi; MOKpUMMS YyKPOBOK 0BO/IOHKOK: Xaynm
cepii: "AKTUBHICTb. ®dapma BepniH TM6X, Hime4yyuHa.
MocuneHHA
ninorexHesy":
Takega ABcTpis T'M6X,
ABCTpIS;
MOKPUTTSA LIyKPOBOIO
060/10HKOI0, KOHTPO/b
AKOCTI cepil:
rno6odpapm
dapmauoiiTiwe
MpoaakLwH3-yHa
XenpensrecenswadT
M.6.X., ABCTpIst
7. AKTPANIA® PO34UH OS5 iH'EKLLN, A/T Hoso [aHis A/T Hoso Hopgick, [ania/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasnis:3miHu | Tuny - 3a UA/12611/01/01
HM NEH®IN® | 100 MO/mn no 3 mn Hopaick, [aHis (BUpobHMK ans KuTalicbka 3MiHW BHECEHO [0 IHCTPYKLii 4158 MeAUYHOro 3acToCyBaHHS peyenmom
y KapTpuaxi; no 5 [aHis MapKyBaHHs Ta HapogHa nikapcbKoro 3acoby Ao po3zainis "OcobmBocTi
KapTpuoxis y ynaxkoBku MNeHgin®, Pecny6nika/ | 3actocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3un" Ta "Mo6iyHi
KapTOHHI KOpo6Li BTOPWHHOIO Bpasunis/ peakuii" BignoBigHo A0 pekomeHaauiin PRAC. TepmiH




16

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nakyBaHHs); A/T HoBo
Hopgaick, daHis
(BMPOGHYMK
Hepo3dacoBaHoro
NPoAyKTY,
HanoBHEHHS B
MeHdin®, nepBruHHA
ynaKkoBka, KOHTPO/Tb
AKOCTI Ta
BignoBigasibHWI 3a
BUMYCK Cepiii
KIHLLEBOro NpoAyKTy);
Hoso Hopgaick (Kutai)
dapmacbioTikans Ko.,
NTa., Kutalicbka
HapopHa Pecny6nika
(BUPOBHWK
Hepo3cacosaHoro
NPOAYKTY,
HanoBHEHHS B
NepBUHHY YNaKoBKY);
Hoso Hopgick
MNpoaykao
dapmaceyTika [0
Bpasinb NITga.,
Bpasunisi (BUPOGHMK
Hepo3gacoBaHol
npoayKuii, NnepBnHHa
Ta BTOPMHHA
ynakoska); Hoso
Hopgaick MpoatoKcboH
CAC, dpaHuis
(BMPOGHYMK
Hepo3dacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHs Ta
KOHTPO/b 6asiky.
KoHTpOsb sIKOCTi
6asKy roToBOro
NPOAYKTY Ta KiHLEeBoro
NpOAYKTY)

®paHuis

BBE/EHHS 3MiH MPOTAroM 6 MiCALIB MiCNA 3aTBEPAKEHHS

AHXENIK

TabneTkn, BKPUTI
060n10HKO0, Mo 28
Tabnetok y 6nictepi
3 KaJ1IeHJapHo
LUK&UT0t0, B
nanepoBomy
MiLLEYKY B KAPTOHHI

Baiep Al

HimeyunH
a

Baviep Al', HimeuyunHa
(nepBuHHa Ta
BTOPVHHA YNakKoBKa,
KOHTPO/b cepii,
BignoBigasibHWi 3a
BUNYycK cepii); baiiep
Baimap 'm6X i Ko.

HimeyunHa

BHECEHHS 3MiH [0 peecTpauliinHmx maTepiauis:3minu | Tuny -
3MiHN BHECEHO A0 IHCTPYKLT A4/ MeANYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao po3ainis "OcobnnBoCTi
3acTocyBaHHA" Ta "M06IYHI peakuii™ WoA0 OHOBAEHHS
iHchopMmawii 3 6e3nekun Ajtounx pe4yoBuH BiAMNOBIAHO A0
pekomeHaauiii PRAC EMA. BBefgHHS 3MiH NPOTAroM 4-x

3a
peyermom

UA/2242/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

nauui

KrI, HimeuunHa
(BMPOGHULTBO
Hepo3gacoBaHo!
npoAaykLuin)

MiCALIB MiCNsA 3aTBEPAKEHHS

APTPOKO/

rens, 25 mr/r no 45
B Ty6i; no 1 T1y6i B
KapTOHHIA KopoobLi

TOB "YOPA[,
MEANLIMH"

YkpaiHa

K.O. C/IABIA ®APM
C.P.J.

PymyHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHa
3asBHVKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460). 3MiH1 BHeCEHi B
IHCTPYKUiO AN MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby y po3gin "3asaBHuUK" 3 BigNoOBIigHMMMN 3MiHAMMW B TEKCTI
MapKyBaHHS YNakoBOK. BBeleHHs 3MiH NpoTarom 6-Tu
MiCALIB Nicna 3aTBepAKEHHS; 3MiHW | TUNY - 3MiHW WoA0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. BeegernHs abo
3MiHU [0 y3araslbHeHVX AaHUX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3arasibHEHUX AaHux npo
cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnagy (Bknoyvatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y pO3MiLLleHHI MacTep-halina cuctemu papmakoHarnsgy) -
3MiHa YyNOBHOBaXXEHOT 0CO6M 3asiBHUKA, BiAMOBIAA/IbHOI 3a
hapmakoHarnsag. fitoya pegakuisi: Mescim Inbk6axap
[Oinyens / Mrs. Mevsim llkbahar Dincel. NponoHoBaHa
pepakuisi: Myano MNaHHa CtaHicnasiBHa. 3MiHa KOHTAKTHUX
[aHuX yNnoBHOBaXXEHOT 0CO6M 3as1BHYKA, BifNoBiAabHOT 3a
hapMakoHarnag. 3miHa Micus 34ilCHEHHS OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MiCLEe3HaX0AKEeHHS
macTep-chaiina cuctemu chapmakoHarnsgy; 3mieu | tuny -
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
(iHWi 3miHW) - BHeceHHs 3MiH o po3giny MKA N3:
«MAPKYBAHHSA» fitoua pepakuis: MAPKYBAHHA Tekct
MapKyBaHHS NMEePBUHHOT YNakoBkM TEKCT MapKyBaHHsA
BTOPUWHHOI ynakoBku MponoHoBaHa peaakuis:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
OHOB/EHHSA TEKCTY MapKyBaHHS YMakoBKU iKapCbKOro
3ac00y 3 BHECEHHAM iHhopMaL,ii LWoA0 3a3HaYeHHs
OZIMHULb BUMIPIOBAHHSA Y cucTemi Sl. BBeeHHS 3MiH
npoTsArom 3-x MicsLiB NicnsA 3aTBEPAKEHHS

3a
peyenmom

UA/14118/01/01

10.

APTPOKON

PO34UH A1 iH'EKLLN,
100 mr/2 mn; no 2
M B amnysi; no 5
ammnys B KOHTYPHii
YapyHKoBIl
ynakosui; no 1 a6o 2
KOHTYPHI YapyHKOBI
ynakoBKu B
KapTOHHI/ Kopobui

TOB "YOPA[,
MEANLIH"

YkpaiHa

K.O. Pomdapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH [10 peecTpavjiiiHuX maTepianis: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Hakasy MO3 Big 23.07.2015 Ne 460). 3MiHK BHECEHI B
IHCTPYKUiO AN MeANYHOro 3aCTOCYBaHHA /TiKapCbKoro
3acoby y po3gin "3anaBHuK" 3 BignoBigHMMMN 3MiHAMMW B TEKCTI
MapKyBaHHS! ynakoBOK. BBeieHHS 3MiH NpoTArom 6-Tu
MiCALiB Micna 3aTBepKEHHS; 3MiHW | TUnY - 3MiHW WOoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHWX MPO cucTemy

3a
peyenmom

UA/14707/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

chapmakoHarnsgy (BBefieHHs y3araslbHeHUX faHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BiNOBIaNbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cob6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iIACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXeHOI 0c0obM, BiANOBIAa/IbHOT 3a 34iCHEHHS
thapmakoHarnsgy (BkIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MilLleHHI MacTep-halina cuctemu papmMakoHarnisay) -
3MiHa yNnoBHOBaXXeHOI 0CObM 3asiBHUKA, BiAMNOBiAa/IbHOI 3a
thapmakoHarnag. [itoua pegakuis: Mescim Inbkbaxap
[LiHuens / Mrs. Mevsim llkbahar Dincel. MNMponoHoBaHa
pegakuis: Myano MNaHHa CtaHicnasiBHa. 3MiHAa KOHTAKTHUX
[aHvX yNoBHOBaXEHOI 0C06y 3asBHVKa, BignoBigabHOT 3a
hapmakoHarnsg. 3miHa Micus 3iCHEHHSI OCHOBHOT
AisNbHOCTI 3 dhapmakoHarnagy. 3MiHa MiCLEe3HaX0AKEeHHS
MacTep-harina cuctemu papmakoHarasgy

11.

A®DIHITOP

Tabnetkn no 5 mr,
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI Kopobui

Hosapric
dapma Al

LLiBeiiuapi
P

HosapTic ®apma
LTeliH AT, LBeiuapis
(BMpPOGHMLTBO 3a
NMOBHWUM LMK/IOM);
dapmaHanituka CA ,
LLiBeiiuapis (KOHTpOb
AKOCTI (32 BUHATKOM
TecTy MiKkpobionoriyHa
yncToTa))

LLiBeiiuapis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis:3miHu |l Tuny -
3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiiHoro NocBifg4YeHHs, BKIYaoum MNnaH ynpasniHHS
pu3nkamm (3aCToCyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
noAasIbLLIOro 06I'PYHTYBaHHS HOBUMU [O4ATKOBUM AaHUMMK,
L0 MatoTb HaAaBaTUCA KOMMNETEHTHUM OpPraHoM, OCKI/IbKY
BMMAraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM OpraHom) -
3a5BHUKOM HaJaHO OHOBJIEHWI MNaH YNpas/liHHA pu3nkamu
Bepcia 15.0. 3miHy BHeceHo A0 YacTuH Il «Cneuundikauis 3
6e3nekn», Il " MnaH 3 hapmakoHarnagy”, V «3axoam 3
MiHimi3aLii pusukiB», VI «Pe3lome nnaHy ynpas/iiHHA
pusmkamm», VIl «lopatku» B 3B’A3Ky 3 OHOB/IEHHSIM
iHchopmauii Lwoao nicnapeecTpauiiHnx JOCiMKeHb 3
6e3neku

3a
peyenmom

UA/11439/01/01

12.

A®DIHITOP

Tabnetku no 10 mr,
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI KopoobLi

Hosapric
dapma Al

LLiBeiiuapi
A

HosapTic ®apma
LTeliH AT, LBeiuapis
(BMpPOGHMLTBO 3a
NMOBHWUM LMK/IOM);
dapmaHanituka CA ,
LLiBeiiLapis (KOHTpO/b
AKOCTI (32 BUHSATKOM
TeCTy MiKpobionoriyHa
yucToTa))

LLiBeiiuapis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu Il Tuny -
3MiHM WoAo 6e3neku/edpekTBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiHoro NocBifg4YeHHs, BKIYaoum MNnaH ynpasniHHS
pu3nkamm (3aCToCyBaHHA 3MiH(M), siki(a) BUMaratoTb(€)
noAasibLLIOro 06I'pyHTYBaHHS HOBUMU [04ATKOBUM AaHUMMK,
LLIO MaloTb HafaBaTUCS KOMMETEHTHUM OpraHoM, OCKISIbKK
BMMAraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM OpraHom) -
3a5BHUKOM HaJaHO OHOBJIEHWIA MNaH YNpas/liHHA pU3nkamu
Bepcia 15.0. 3miHy BHeceHo A0 yacTuH Il «Cneuundikauisn 3
6e3nekmn», Il " MnaH 3 hapmakoHarnagy”, V «3axoam 3
MiHiMi3aLii pu3ukiB», VI «Pe3tome nnaHy ynpasBniHHA
pusmkammn», VIl «lopatku» B 3B’A3Ky 3 OHOB/IEHHSIM
iHhopmauii Lwoao nicnapeecTpauiiHnx JoCAiMpKeHb 3
6e3neku

3a
peyenmom

UA/11439/01/02




19

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
13. A®IHITOP Tabnetku no 2,5 wr, HoBaprTic LLisefiuapi HoBapTic ®apma LLiBefiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:3miHu |l Tuny - 3a UA/11439/01/03
no 10 TabneTtok y dapma Al A LTeliH AT, LLBeiuapis 3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnaay. peyenmom
6nicTepi; no 3 (BMpPOGHMLTBO 3a BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta YMOB BuAaui
6nictepu B MOBHWM LWMK/IOM); peecTpauiiHoro NocBigYeHHs, BkIoYatoum MNnaH ynpas/iHHA
KapTOHHIlA KopooLi dapmaHanituka CA , pusmkKamm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
LBeliuapis (KOHTpONb noAasIbLIOro 06rpyHTYBaHHSA HOBMMU [OAATKOBUM AaHUMU,
AKOCTI (38 BUHATKOM L0 MatTb HaAaBaTUCA KOMMNETEHTHUM OPraHOM, OCKI/IbKU
TecTy MikpobionoriyHa BMMAaraeTbCs CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom) -
yucToTa)) 3asiBHUKOM HaJaHO OHOB/IEHUIA MaH YyNpas/liHHSA pU3nkaMu
Bepcis 15.0. 3miHy BHeceHo Ao yacTuH |l «Cneuudikauis 3
6e3nekn», |l " MnaH 3 dhapmakoHarnsagy”, V «3axoau 3
MiHiMi3aLii pu3ukiB», VI «Pe3tome nnaHy ynpaBniHHA
pusnkammn», VIl «loaatkn» B 38’A3KY 3 OHOBJ/IEHHAM
iHchopMauii Loao nicnspeecTpauiiHnx focnimKeHb 3
6e3neku
14. ALUETWUNCANI | Tabnetkn no 0,5 r no MAT YkpaiHa MAT "MoHcapm* YkpaiHa BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis:3miHu | Tuny - 6e3 UA/6272/01/01
LUWOBA 10 TabneTok y "MoHdpapm" 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay - peuenma
KNC/OTA cTpuni; no 1 ctpuny 3aTBEP)KEHHA a/IbTEPHATUBHOIO TEKCTY MapKyBaHHA
B ManeposoMy yMakoBKM NikapCbKoro 3acoby
KoHBepTi; no 10
TabneTok y cTpuni;
no 2 a6o no 10
CcTpuniB y nayui 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 1, abo no 2, abo
no 10 6nictepiB y
nauti 3 KapToHy; No
10 TabneTok y
6nictepax abo y
cTpunax
15. BAIHBE/Nb Mas3b, o 50 r abo [Op. Taiicc HimeuumnH [Op. Taiicc HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 6e3 UA/9105/01/01
MA3b 100 ry Ty6i; no 1 HatypsapeH a HaTypBapeH 'm6X, 3MiHM Wo[0 6e3nekn/eteKTUBHOCTI Ta hapmakoHarisagy. peyenma
IHTEHC/B Ty6i B KAPTOHHIA 6X HimeyunHa (KOHTpo/ib BBefeHHs1 ab0 3MiHM [0 y3aralbHEHUX AaHVX NPO cucTemy

Kopobui

AKOCTI Ta BUMYCK cepii,
BMPOGHMLTBO
Hepo3acoBaHoT
npoAyKLUii, NnepBrHHE
Ta BTOPVHHE
nakyBaHHs)

hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx npo
cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHO! 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA dapMakoHarnsaay; KOHTakTHOT
0ocobu 3 chapmakoHarnsay 3asaBHVKa o5 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkNoUYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y po3MilLleHHI MacTep-halina cuctemu papmakoHarnisgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOU 3asiBHUKA,
BignoBigasibHOI 3a hapmMakoHarnsg B YkpaiHi. MponoHoBaHa
pegakuisi: Pumap Makcum BikTopoBuY. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsg, B YkpaiHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
16. BETAOEPM® | ma3sb, no 15 ry Ty6i; TOB "bayw YkpaiHa dapmsasog Enbha Monbwa BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasiB:3MiHu | Tuny - 3a UA/3511/02/01
no 1 Ty6i B Xenc" A.T. 3MiHa Ha3BW BUPOGHMKa AD| MeHTaMiLuHy cynbdaTty, Skui peyenmom
KapTOHHIlA KOpO6L BiAANOBIAAaE 3a MiKpOHi3auis, 6e3 3MiHW Micusa BUPOOHUYOI
AinbHuui. MponoHoBaHa pefakuis: Siec Badawcza
Lukasiewicz — Instytut Nowych Syntez Chemicznych Zaklad
Chemii Nieorganicznej i Inzynierii Procesowej Laboratorium
Mikronizaciji
17. BILUMIH®-3 NopoLUoK AN NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/3883/01/01
cycnensii gns "Kuismegnpen "Knismegnpenapar” BUIYYEHHS a/lbTEPHATUBHOrO BUPOOHMKa AD| — KoMNaHil peyenmom
iH'ekuin no 600 000 apat" North China Pharmaceutical Group Semisyntech Co., Ltd.,
O[] chnakoHu 3 Kutaii; 3anponoHoBaHo: «Reyoung Pharmaceutical Co.,
NOPOLLUKOM Ltd.», Kutaii
18. BILUNMIH®-5 NopoLUOK AN NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHmx maTepiasis:3MiHu | Tuny - 3a UA/3883/01/02
cycneHsii ansa "Kuismegnpen "Kuismegnpenapar” BWUJ/TyYEHHS aflbTePHATUBHOrO BUPOOHUKa AD| — koMnaHil peyenmom
iH'ekuiin no 1 500 apat" North China Pharmaceutical Group Semisyntech Co., Ltd.,
000 Of, dhnakoHu 3 KuTaii. 3anponoHoBaHo: «Reyoung Pharmaceutical Co.,
NMOPOLLKOM Ltd.», Knutaii
19. BOHO)XUIAP | kancynu; no 20 abo XepbioH MakncTtaH XepbioH MakncTaH MaknctaH BHECEHHS 3MiH A0 pPeeCTpaLiiHNX MaTepiastiB:3miHu | Tuny - 6e3 UA/1061/02/01
no 60 kancyny MakncTtaH MpaiiBeT JlimiTeq, 3MiHM Woao 6e3nekn/edheKTBHOCTI Ta thapmakoHarnagy. peyenma
thnakoHi; no 1 MpaiiseT BeefeHHs ab0 3MiHW [0 y3araslbHEHUX AaHWX NPo cucTemy
onakoHy B Nimiteq thapMakoHarnsgy (BBeAEHHS y3araslbHEHUX AaHKX NPo
KapTOHHI KOpO6L cuctemy chapMakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BiNOBIAANbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asiBHVKa 415 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXeHOI 0cobK, BiANOBIfa/IbHOT 3a 34iCHEHHS
hapMakoHarnsay (BkIYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLleHHI MacTep-halina cuctemu papMakoHarnisay) -
3MiHa YNOBHOBaXEHOT 0CO6U 3asBHYKA, BignoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuisa: O-p Ippax XacaH. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6M, BiANOBIAALHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0CcO6M 3asiBHUKA, BiAMNOBIAa/IbHOI 3a
thapmakoHarnag B Ykpaini. NponoHosaHa pegakuis: Ani
Wax Amaxag,
3MiHa KOHTaKTHUX aHNX KOHTaKTHOI 0COGU 3asiBHIIKA,
BiAnoBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi
20. BOTOKC® MOPOLLIOK AN AnnepraH IpnaHgjs AnnepraH IpnaHgis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:3miHu |l Tuny - 3a UA/16656/01/01
KOMMJIEKC pO34nHy AN iH'eKUii | ®apmacbkloTika dapmacbioTikans 3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnaay. peyenmom
BOTYNIHIYH no 100 oaunHULb- n3 lpnaHgis Ipnangis 3MiHW y KOpPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
oro Annepran; 1 MapKyBaHHS Ta iHCTPYKUIiT 415 MEANYHOIO 3aCTOCYBaHHS Y
TOKCUHY 1aKkoH 3 MOPOLLKOM 3B'A3KY i3 HOBUMU AaHUMW 3 KOCTI, AOKNIHIYHUMU,
TMNy A (B4 B KAPTOHHI KOpo6Li KMIHIYHUMW A@aHVMK Ta JaHUMK 3 ddapMakoHarnsagy - 3MiHu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
CLOSTRIDIU BHECEHO [0 IHCTPYKLi 415 MeANYHOro 3acToCyBaHHS
M nikapcbKoro 3acoby fo po3sginy "MNob6iyvHi peakuyii" BigNoBiAHO
BOTULINUM) [0 MaTepianiB peecTpauiiHoro focke
21. BOTOKC® MOPOLLIOK A8t AnnepraH IpnaHgjs AnnepraH IpnaHgis BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiasis:3miHu |l Tuny - 3a UA/16656/01/02
KOMMJIEKC pO34nHy AN iH'eKUii | ®apmacbkloTika dapmacbioTikans 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
BOTYNIHIYH no 200 oAnHULb- n3 IpnaHgis Ipnangis 3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
oro AnnepraH; 1 MapKyBaHHS Ta iHCTPYKUiT 415 MEANYHOrO 3aCTOCYBaHHS Y
TOKCUHY p1aKoH 3 MOPOLLKOM 3B'A3KY i3 HOBUMU A@HUMU 3 SKOCTI, AOKNIHIYHUMU,
TANY A (BI4, B KapTOHHIi kopo6Lyi KMIHIYHUMW A@aHMKU Ta JaHumm 3 ddapmakoHarnsgy - 3mMiHu
CLOSTRIDIU BHECEHO [0 IHCTPYKLi 415 MeAnyYHOro 3acToCyBaHHS
M nikapcbKoro 3acoby o po3sainy "MNob6iyvHi peakuyii" BigNoBiAHO
BOTULINUM) [0 MaTepianiB peecTpaviiHoro gocbe
22. BO®PEH CycCrneHsis opanbHa, My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH 0 peecTpauiiHmx maTepiasis:3MiHu | Tuny - 6e3 UA/10184/01/01
100 mr/5 mn no 100 akuioHepHe TOBapuCTBO "HaykoBo- nofaHHs OHOB/IEHOrO cepTudikaTa BignosigHocTi €O R1- peuyenma
My chaKoHi TOBapucTBo BMPOGHUUNIA LLEHTP CEP 2008-316-Rev 04 ans A®l ibynpocpeHy Bif Bxe
CKNsiHOMY 260 "HaykoBo- "bopLuariBCcbkuii 3aTBepaxeHoro BupobHuka IOL Chemicals &
nonimepHomy; no 1 BMPOGHUYNIA XiMmiKo- Pharmaceuticals Ltd., IHgisa, y Hacnifok 3MiHK y meToaumLi
donakoHy B nauuj LeHTp hapmaueBTUYHUI BMNPOOYBaHHS LLOAO 3aUTULLKOBUX PO3UYNHHUKIB 63 3MiHM
pasoM 3 I0XKKOH "BopLuariscbk 3asofg" KpUTEpIiB NPUAHATHOCTI
[,03yBa/IbHOIO; MO NiA XiMiKo-
100 mny 6aHLi thapmaueBTUy
nonimepHii pasom 3 HWi1 3aBoa"
JIOXKOH0
[03yBa/IbHOK B
navui
23. BPOHXO- Kancynv Teepgi no 7 CaHpos3 CnoseHis Iex ®apmavneBTNYHA CnoseHisa/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3mMiHu | Tuny - 6e3 UA/14314/01/01
MYHAN® mr; no 10 kancyn y dapmacbioTika KomnaHia 4. 4., Lseliuapis He3HauHa 3MiHa y 3aTBeppKeHNX MeTofax BUNnpobyBaHHs, a peyenma
6nicTepi; no 1 a6o 3 n3 a.a. CnoseHisa (nepBrHHe came: 3MiHU L0 CTOCYIOTbCA adanTauii sumor Ph. Eur.
6nictepu B Ta BTOPUHHE 2.5.12 wopno KinbkocTi kancyn 13 (3anponoHosaHo: 1000,0
KapTOHHI KOpooLyi nakyBaHHs1, KOHTPO/1b M), LLIO BUKOPUCTOBYETLCA A1 NiATOTOBKM 3paskiB, Mif yac
cepii, BUNycK cepit); npoueaypu BUNpobyBaHHS 415 BU3HAYEHHA BMICTY BOAW.
OM dapma CA, BunpobyBaHHA 415 BU3HAUYEHHS BMICTY BOAW 3a/INLLIAETHCSA
LLIseliyapis HE3MIHHOIO; 3MiHW | TUMY - HE3HAYHI 3MiHW Y 3aTBEPOYKEHNX
(Bpo6HMLTBO in bulk, MeToAax BUMPOGYBaHHS, a came — 3MiHW, Lo CTOCYHTbCS
KOHTpONb cepii) apanTaduii Bumor Ph. Eur. 2.5.12 w040 KiflbKOCTi MOPOLUKY
niocpinizaty OM-85 (3aTBepgxeHo: 200,0 mr;
3anponoHosaHo: 600,0 Mr), L0 BUKOPUCTOBYETLCA A5
niaroToBKY 3paskis, Mif yac npouenypy BunpobysaHHA Ans
BU3HaAYeHHS BMICTY BOAW. BUNpobyBaHHA 415 BU3HAYEHHS
BMICTY BOAM 3a/IULLIAETLCA HE3MIHHOK
24. BPOHXO- Kancynu Teepgi no CaHpo3 CnoseHis ek ®apmavneBTNYHa CnoseHis/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3mMiHun | Tuny - 6e3 UA/14268/01/01
MYHAN® N 3,5 mr; no 10 kancyn | ®apmacbloTika KoMnaHis g.4., LLiBefiuapis He3HayHa 3MiHa y 3aTBEpAKEHNX METOAAaxX BUNPOGYyBaHHS, a peyenma
y 6nictepi; no 1 abo n3 a.Aa. CnoBeHisa (nepBrHHe came: 3MiHu Lo CTOCYTbCa aganTtauii Bumor Ph. Eur.
3 6nictepu y Ta BTOPUHHE 2.5.12 wopao kinbkocTi kancyn /13 (3aTeepmxeHo: 500,0 mr;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KOpO6L nakyBaHHS, KOHTPO/Tb 3anponoHosaHo: 1000,0 mr), L0 BUKOPUCTOBYETLCA A1
cepil, BUnNyck cepii); niAroToBKM 3paskis, Nig vyac npoueaypu BUNpobyBaHHA o1s
OM dapma CA, BM3HAYEHHS BMICTY BOAW. BunpobyBaHHA AN BU3HAYEHHS
LLiBefiuapis BMiCTYy BOAV 3&/INLLIAETLCSA HE3MIHHOLD;
(BUpo6HMLTBO in bulk, 3MiHM | TUNY - HE3HaYHI 3MiHW Y 3aTBEPXKEHNX MeTodax
KOHTPO/b cepii) BMNPOOGYBaHHS, a caMe — 3MiHU, L0 CTOCYTbCA aganTauil
Bumor Ph. Eur. 2.5.12 w00 kinbkocTi nopoLuky niodinisaty
OM-85 (3arBepmxeHo: 200,0 mr; 3anpornoHosaHo: 600,0 mr),
LLIO BUKOPUCTOBYETLCA A1 NiArOTOBKM 3paskis, i vac
npoueaypu BUNpobyBaHHS 4151 BU3HAYEHHA BMICTY BOAW.
BrnpobyBaHHS 419 BU3HAYEHHA BMICTY BOAY 3a/INLLAETHCS
He3MiHHOI0
25. BYCTPUKC™ | cycneHsisa ans nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benbrisa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu |l Tuny - 3a UA/14955/01/01
KOMBIHOBA iH'ekujin, 0,5 AlH EkcnopT BpuTaHis Bionoaxikans C.A. 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsay. peyenmom
HA mn/posy; no 1 gosiy Nimiten 3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
BAKUUHA nonepeaHL0 MapKyBaHHS Ta iHCTPYKUIiT 418 MEANYHOrO 3aCTOCYBaHHS Y
ana HanoBHEHOMY 3B'A3KY i3 HOBUMU A@HUMU 3 SKOCTI, AOKNIHIYHUMU,
MPO®INTAKT wnpuui; no 1 KNIHIYHUMW AaHMK Ta JaHumm 3 ddapmakoHarnsgy - 3MiHu
NKUN nonepeaHL0 BHECEHO [0 IHCTPYKLi 415 MeAnyYHOro 3acToCyBaHHS
DUDTEPII, HanoBHEHOMY nikapcbKoro 3acoby Ao po3zinis "IMyHo6ioNorivHi Ta
NnPABLA, LUINPULY Y KOMMEKTI 6ionoriyHi BNacTuBOCTI", "3acTocyBaHHs y nepios BariTHOCTI
KALUHOKY 3 ABOMaA rosikamu B abo rogyBaHHs rpyaao”, "Cnocib 3acTocyBaHHA Ta fo3u" Ta
(ALUENONAP | nnactukoBomy "YMoBW 36epiraHHA"(YTOUHEHHSA iHhopmaLii 6e3 3MiHK
HUIA KOHTeliHepi; no 1 TemnepaTypHOro pexvmMy). TepMiH BBEAEHHS 3MiH NPOTATOM
KOMMOHEHT | koHTeliHepy y 6 micauiB nicns 3aTBepmkeHHs; 3MiHu |l Tuny - 3MiHK LWoAao
) KapTOHHIlA KOpooLi 6e3nekn/edekTMBHOCTI Ta thapMakoHariagy. 3MiHu y
(AACOPBOB TepaneBTUYHUX NOKa3aHHAX (fofaBaHHS HOBOrO
AHA, 3lI TepaneBTUYHOro NokasaHHs abo 3MmiHa y 3aTBepaKeHOMY
SMEHLLUEHN noKasaHHi) - 3MiHM BHECEHO A0 [HCTPYKLii A8 MeguyHoro
M BMICTOM 3acToCyBaHHSA NiKapcbKoro 3acoby Ao po3giny "lMNokasaHHa".
AHTUTEHIB) LLlenneHHs giTein Ha TepuTopii YKpaiHu 34iCHI0ETLCA 3rigHO
3 BUMOraMun YnmHHuX HakasiB MO3 YkpaiHu). Pestome MYP
Bepcis 7.0 gogaetbca. TepmiH BBEAEHHS 3MiH MPOTAroM 6
MicsILiB nicns 3aTBepAKEHHs!
26. BYCTPUKC™ | cycneHsia ans nakcoCmitKn Benuka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu Il Tuny - 3a UA/15071/01/01
nonio iH'ekUi no 1 gosi SH EkcnopT BpuTaHis Bionogxikans C.A. 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
KOMBIHOBA (0,5 mn/po3sy), no 1 Nimitep 3MiHW Y KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEeKCTi
HA [03i y nonepeaHb0 MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAWYHOro 3aCTOCyBaHHSA Yy
BAKUVHA HanoBHeHOMY 3B'A3KY i3 HOBVMU JaHUMW 3 SKOCTI, JOKMIHIYHUMMU,
ansa wnpuyi; no 1 KNiHIYHUMY faHMK Ta faHuMK 3 ddapMakoHarnsagy - 3miHu
NMPO®INTAKT nonepeaHL0 BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro 3aCTOCYBaHHS
KN HanoBHEHOMY nikapcbKkoro 3acoby Ao po3zinis "IMyHO6I0NOriYHI Ta
OUDTEPII, LINPULY Y KOMNAEKTI 6ionoriyHi BNacTuBOCTI", "3acTocyBaHHsA y Nepios BariTHOCTI
NPABLUA, 3 AABOMa ronkamv B a6o rogysaHHA rpyaar”, "Cnocié 3actocyBaHHA Ta fo3un" Ta
KALUJTHOKY naacTMKoOBOMY "YMOBU 36€epiraHHA"(YTOUHEHHS iHhopMaLlii 6e3 3MiHK
(ALUENMONAP | koHTeliHepi; no 1 TemnepaTypHoro pexummy). TepmiH BBEEHHSA 3MiH NPOTArom
HUA KOHTEliHepy y 6 MicALiB nicna 3aTBEPMAKEHHS; 3MiHu |l TMny - 3MiHK Woao
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

KOMMOHEHT | kapTOHHIli Kopobui 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y

)TA TepaneBTUYHMX NoKasaHHAX (4oAaBaHHA HOBOrO

noniomMien TepaneBTUYHOro NokasaHHs abo 3MiHa y 3aTBepipkeHoOMY

TY rokasaHHi) - 3MiHV BHeCeHo [0 IHCTpyKLii 415 MeguyHoro

(IHAKTUBOB 3acTocyBaHHSA Nikapcbkoro 3acoby Ao po3giny "lMNokasaHHA".

AHA) LenneHHs giteli Ha TepuTopii YKpaiHu 34iACHI0ETLCA 3rigHO

(AACOPBOB 3 BUMOraMu YvHHUX HakasiB MO3 YkpaiHu. Pestome MYP

AHA, 3I Bepcia 7.0 goaaetbcs. TepmiH BBeA,eHHSA 3MiH NPpOTArom 6

SMEHLUEHN MicsLiB NicNsA 3aTBEPA)KEHHS

M BMICTOM

AHTUIEHIB)

27. BAKCIFPUMN® | cycneHsia gns CaHodi ®paHuis CAHO®I BIHTPOI ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:3miHu |l Tuny - 3a UA/16141/01/01
TETPA | iH’exuii, mo 0,5 mny Mactep IHOACTPIA, ®paHuis YropwwHa/ 3MiHM 3 sKocTi. A®l. BUpo6HMUTBO. 3MiHM B Mpoueci peyenmom
VAXIGRIP nonepeaHL0 (3anoBHEeHHs, Benbris BMpo6HULUTBa API (3MiHA CTOCYETLCA aKTUBHOI PEYOBUHU
TETRA 3arnoBHeHOMY nepBrHHe Ta 6i010r4YHOro/iMyHOONYHOTO NOXOKEHHS abo
cnniT- wnpuui; no 1 BTOPUHHE NaKyBaHHS, BMKOPUCTaHHS XiMiuHuX A®| y BUPOGHMLTBI NikapcbKoro
BAKUVHA nonepegHsL0 KOHTPO/b AKOCTI); 3aco6y 6i0/10rYHOro/iMyHONOrNYHOI0 NOXOMXKEHHS, SIKa MOXe
Aana 3arnoBHeHOMY CaHodpi MacTtep , MaTtu 3HaYHWI BN/IMB Ha SKICTb, 6e3neKy Ta eheKTUBHICTb
MPO®INAKT wnpuy 3 ®paHuia (MOBHWIA LMK nikapcbKoro 3acoby, i He CTOCYETbCA NPOTOKONY) -

MKW remny NPUKPINIEHO0 BMPOBGHULTBA, OHOBJIEHHSA NapamMeTpiB NpoLecy Ans eTany iHakTMBaLii npu
YOTUPbLOXB | ronkot y KapTOHHIl 3aMoBHEHHSA, BMPOGHULITBI Aito4oi peyoBmHY (Stage 19). TepMmiH BBeAEHHS
ANEHTHA, kopo6bui; no 0,5 Mny nepBUHHe Ta 3MiH - IneHb 2022 poky
IHAKTUBOBA | nonepegHb0 BTOPUHHE NaKyBaHHS,
HA 3arnoBHEHOMY KOHTPO/Ib SIKOCTI,

wnpuui; no 1 BUMYCK Cepii;

nonepegHLo BTOPWHHE MakKyBaHHS,

3arnoBHeHOMy KOHTPO/Ib SIKOCTI,

Lwnpuly 6e3 ronkn y BMNycK cepii); CaHodi-

KapTOHHI Kopo6Lyj; AseHTic MpaliiBiT Ko.

no0,5mny Nta., Nnatgopma

nonepegHL0 norictukv Ta

3arnoBHEHOMY ONCTPUBYLIT Y M.

wnpuui; no 1 Bypanewr, YropwmHa

nonepegHL0 (BTOpPVHHE NakyBaHHSA,

3arnoBHEHOMY Bunyck cepii); CPHA

wnpuuy 3 CA, Benbrisi

NPUKPINIEHO0 (BTOPWHHE NakyBaHHs)

rO/IKOKO Y KapTOHHIiA

Kopobui; no 0,5 mny

nonepegHL0

3anoBHEHOMY

wnpuui; no 1

nonepegHL0

3anoBHEHOMY

Lwnpuuy 6e3 rosikn y

KapPTOHHIi KOpooLii

28. BANEPIAHU TabneTtku, BKPUTI NAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 6e3 UA/0265/02/02
EKCTPAKT 060/10HKO Mo 20 "ranunucdapm” 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. KoHTposib peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
mr, no 10 Tabnetok [OMOMDKHMX peyoBUH. 3MiHa napameTpis crneumdikauii
y 6nictepi, no 5 Ta/abo fonycTUMUX MEX A1 A0NOMDKHOT peqyoBUHN;
6nicTepiB y nauuj; CYNyTHSA 3MiHa - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
no 50 TabneTok y KOHTpOsIb AONOMIKHVX peyoBUH. 3MiHa y MeTofax
6nictepax BUNPOGYBaHHSA LOMNOMIXHOI peqoBUHM (iHLWi 3MiHW Y MeTofax
BMNpobyBaHHA (BKIOYaoumn 3amiHy abo AogasaHHs)) -
npuBeaeHHs cneundikauii Ta METOAIB KOHTPOSIO AN
[OMOMDKHMX pevoBUH KpeMHito giokcug, KonoigHuia
6e3B0AHWIA, ONiA COHSAILLHMKOBA Y BiANOBIAHICTL A0
MoHorpadii E®/AdDY, pitoye BUAAHHSA
29. BAHATEKC TabneTku, BKPUTI dapmaLeBTuy Monbuwa dapmaLleBTUYHNI Monbwa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/12839/01/03
KOMBI nNiBKOBOIO HWA 3aBOg 3aBog "MOJIb®APMA" noJaHHs OHOB/IEHOro cepTucpikata BigNoBIAHOCTI peyenmom
o060n0Hkoto, No 160 "MONIb®APM C.A. €Bponevicbkin hapmakonei Ne R1-CEP 2010-072-Rev 01
Mmr/25 mr; no 14 A" C.A. ons A®| BancapTaHy Bif, BXe 3aTBEPXEHOro BUPOGHMKa
Tabnetok y 6nictepi; Zhejiang Huahai Pharmaceutical CO., LTD, y Hacnigok
no 2 6nictepu y 3MiHM Y cneumdikauii LWoA0 NokasHNKa «3asILLKOBI
KapTOHHIlA KOpooLi PO3YMHHWKW»; BHECEHHS TECTY AN15 OOMILLOK N-
Nitrosodimethylamine (NDMA) Ta N-Nitrosodiethylamine
(NDEA); BBeZileHHSI MOKa3HUKa «3a/IMLLKOBUIA a3ua»; 3MiHu |
TMny - 3MiHa y MeTofax BunpobysaHHa Adl, a came:
akTyasisauis MeTofy BU3HAYEHHS PO3Mipy YaCTUHOK A1
A®| BancapTtaH BMpobHuuTBa Zhejiang Huahai
Pharmaceutical CO., LTD o6ymoBneHo npuadaHHAM HOBOro
anaparty; 3miHu | Tvny - BUNpaBneHHs pefakuiiHnx NoMUIoK
y nigpo3gini 3.2.P.3.4. KOHTPONb KPUTUYHUX CTagil i
NPOMIXXHOI NPOAYKLT; BUNpaBNIEHHSA Ha3B CyMillei ans
060M10HKM TabneTkn Ta 3a3HauYeHHs NocunaHb 415
BasnicaptaHy Ha Ph.Eur & In-house y po3gini 3.2.P.3.2.
Cknap, Ha cepito Ta 3.2.P.3.3. Onuc BUpo6HMUYOro npotiecy
Ta KOHTPO/I0 Npouecy; 3MiHu | Tuny - 3mMiHa y MeTogax
BunpobyeaHHA A®I, a came: 3amiHa MeTOAy BU3HAYEHHS
HiTpo3amiHiB Ana APl BancaptaH BUpobHMLTBaA Zhejiang
Huahai Pharmaceutical CO., LTD.
30. BAHATEKC TabneTku, BKpUTI PapmaLeBTUy Monbwa dapmaleBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis:3miHu | Tuny - 3a UA/12839/01/02
KOMBI nNiBKOBOIO HWi1 3aBOf 3aBog, "MOJIbOAPMA" noJaHHs OHOBMEHOro cepTudikara BiaNoBIAHOCTI peyenmom
o6onoHkoto, no 80 "MONb®APM C.A. €ponevicbkiinn hapmakonei Ne R1-CEP 2010-072-Rev 01
mr/12,5 mr no 14 A" C.A. ons A®| BasicapTaHy Bif, BXe 3aTBEpPKEHOr0 BUPOOHMKa
Tabnetok y 6nictepi, Zhejiang Huahai Pharmaceutical CO., LTD, y Hacnifok
no 2 6nictepu y 3MiHM Y cneumdikauii LWoA0 NoKasHMKa «3asnLLKOBI
KapTOHHI KOpO6L PO3YMHHWKMN»; BHECEHHA TeCTy AN51 AOMILIOK N-
Nitrosodimethylamine (NDMA) Ta N-Nitrosodiethylamine
(NDEA); BBefileHHSI NOKa3HUKa «3a/MLLKOBUIA a3na»; 3MiHu |
TMny - 3MiHa y MeTogax BunpobyBaHHA Adl, a came:
akTyanisauis MeToay BU3HaUYeHHA pO3Mipy YacTUHOK ANs
A®| BancaprtaH BupobHuuTBa Zhejiang Huahai
Pharmaceutical CO., LTD o6ymoBneHo npna6aHHAM HOBOTro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
anapaTy; 3MiHv | Tvny - BUNpaBiieHHs pefakLiiHnX MOMWU/IOK
y nigpo3gaini 3.2.P.3.4. KOHTPO/b KPUTUYHUX CTagil i
NPOMIKHOT NMPOAYKLi; BUNPaBNEHHA Ha3B cyMilleli Ans
0060/10HKM TabNeTkN Ta 3a3Ha4YeHHs nocunaHb 4Ns
BasicapTaHy Ha Ph.Eur & In-house y po3sgini 3.2.P.3.2.
Cknap, Ha cepito Ta 3.2.P.3.3. Onuc BUpo6HMYOro npotecy
Ta KOHTPO/II0 Npouecy; 3MiHu | Tuny - 3miHa y meTogax
BunpobyBaHHA A®I, a came: 3amiHa MeTOAY BU3HAYEHHS
HiTpo3amiHiB Ana A®| BancaptaH BupobHuLTBa Zhejiang
Huahai Pharmaceutical CO., LTD.
31. BAHATEKC TabneTku, BKPUTI dapmaLeBTuy Monbuwa dapmaLleBTUYHNI Monbwa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/12839/01/01
KOMBI nNiBKOBOIO HWA 3aBOg 3aBog "MOJIb®APMA" 3MiHa METOAMKN BU3HAYEHHS HiTpo3amiHiB ans Ad| peyenmom
obonoHkoto, 160 "MONIb®APM C.A. BasicapTaH B1po6HuuTBa Zhejiang Huahai Pharmaceutical
mr/12,5 wr; no 14 A" C.A. CO., LTD;
Tabnetok y 6nictepi; 3MiHM | TUNy - 3mMiHa y MeTogax BunpobysaHHA AdI, a came:
no 2 6nictepu y akTyastizauis MeTofy BM3HaYEeHHS pPo3Mipy YaCTUHOK AN
KapTOHHIlA KOpooLi A®| BancaptaH BupobHuuTBa Zhejiang Huahai
Pharmaceutical CO., LTD o6ymoBneHo npnabaHHAM HOBOro
anapary; 3MiHu | Tuny - NoAaHHA OHOBNEHOTO cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2010-
072-Rev 01 gna Ad| BancapTaHy Bif BXe 3aTBEPLKEHOTO
BMpOGHMKa Zhejiang Huahai Pharmaceutical CO., LTD, y
Hacnigok 3MiHW y cneumdikadii Loao nokasHuka
«3a/IMLLKOBI PO3YMHHUKW»; BHECEHHA TECTY AN AOMIOK N-
Nitrosodimethylamine (NDMA) Ta N-Nitrosodiethylamine
(NDEA); BBE[IEHHSI NOKa3HMKa «3a/IMLLKOBUIA a3na»
32. BAHKOMILN niodpinisat gna TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH A0 PeeCTpaLiiHNX MaTepiasiB:3miHu | Tuny - 3a UA/13483/01/01
H-®APMEKC pO34uHy aoNns "OAPMEKC reyn" npvBefeHHs crneundikadii Ta BiANOBIAHO METOAIB KOHTPOO peyenmom
iHpy3iii no 500 wmr, reyn" AKocTi A®| BaHKOMILUHY rigpoxnopug, 3a nokasHukamu
no 1 donakoHy B «Onne», «PO3UMHHICTL», «laeHTudiKalis», «Mpo3opicTb
KOHTYPHIi pO34nHy», «KONbOPOBICTb PO3HNHY», «BaHKOMILUH B»,
YapyHKoBIl «CynpoBigHi AOMILLKW», «Baxki MeTanu», y BiANOBIAHICTb A0
ynakosui; no 1 BMMOT Ail04Oro BuAaHHa €
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauuj
33. BAHKOMILUW niodcpinizat ana TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3miHu | Tuny - 3a UA/13483/01/02
H-®APMEKC po3uuHy Ans "®APMEKC reymn" npusefeHHs cneuudikadlii Ta BiAnoBigHO METOIB KOHTPOSO peyenmom
iHdpysili no 1000 wmr, reyn" sKocTi A®| BaHKOMILUHY rigpoxsopug, 3a NokasHUKamm
no 1 cpnakoHy B «Onue», «PO34nHHICTLY», «laeHTudiKaLisn», «Mpo3opicTb
KOHTYpHIlA pO3unHy», «KONbOPOBICTb PO3UNHY», «BaHKOMILUH B,
YapyHKOBIW «CynpoBigHi AOMILKM», «Baxkki MeTanu», y BiAMOBIAHICTb A0
ynakosLi; no 1 BMMOT [il040ro BUAaHHA €
KOHTYpHIlA
YapyHKOBIl yrnakoBL,i
B maui
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
34. BIC-HON® kancysv no 120 wr, AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasiB:3MiHu | Tuny - 6e3 UA/5192/01/01
no 10 kancyny BHECEeHHS 3MiH 10 cneuudikaii Ta MeTogiB BXifHOro peuyenma
6nictepi, no 3 abo KOHTPO/IO Ha Kancynu, a came: BUTyYEHHSI HE3HAYHOrO
no 10 6nictepis B nokasHuka «Baxki MeTann»; 3mMiHu | Tny - BHECEHHS 3MiH
nauui [0 cneumdikauii Ta aHaNiTUYHUX METOZAIB BXigHOro
KOHTPOJIIO Ha Kancysu, a came: BUK/OYEHHs i3 cneumdikavii
Ta METOZiB KOHTPO/IO BU3HAYEHHS NMOKa3HMKa «eoMeTpuYHI
po3Mipn»
35. BOPUKOHAS3 | nopoluok ans Mictpan AHrnis AxTasic ITania C.n.A. ITanisa BHECEHHS 3MiH [0 peecTpaliinHmx matepiauis:3minu | Tuny - 3a UA/16359/01/01
On - BICTA pO3yYuHy Aons Kenitan OHOBJ/IEHHS p.3.2.P.8.2 MpoTokon nicnspeecTpauiitHoro peyenmom
AC iHcpy3iii no 200 wmr, MeHeXMeHT BMBYEHHS CTabisIbHOCTI Ta 3060B’sA3aHHSA WoA0 CTabifibHOCTI
no 200 mr y Nimiteq BiAMNOBIAHO A0 NOTYHOI 3aTBEPAKEHOI iHChopMaL,ii Ta YNHHKX
thnakoHi; no 1 HactaHoB
donakoHy B
KapTOHHI/ Kopobui
36. FEAEPUH masb no 20 r abo no TOB "OKM YkpaiHa TOB "AKnN Ykpaina BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3miHu | Tuny - 6e3 UA/11790/01/01
MA3b 251y 6aHui; no 1 "papmaneBTn "®apmMaLeBTnyHa 3MiHM y Cneumdikauii MN3 Ta MeToAuLi BU3HAYEHHS peuyenma
6aHuji B nayuj yHa habpuka" thabpuka" nokasHukie «lgeHTudikayis. MeHTon, kamdpopa» Ta
«KinbkicHe BU3HaueHHs. MeHTon, kamdpopa». CynyTHsA 3MiHa
- 3MiHK 3 IKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOOYyBaHHSA rOTOBOTO NiKApCbKOro 3acoby (iHLWi 3MiHN Y
MeToAax BuNpobyBaHb (Bk/ItoYaoumn 3amiHy abo
[OMNOBHEHHS))
37. FEMUUTABIH | KoHueHTpaT ans EBEBE ABCTpiIst EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasnis:3miHu | Tuny - 3a UA/10475/01/02
"EBEBE" po3uuHy ans dapma lFec.m.6.X. Hor. KT, HimeuunHa nofaHHA OHOBMIEHOro cepTudikarty BignosigHocTi EP ans peyenmom
iHdhysiiA, 40 mr/mn no fec.m.6.X. ABCTpIst (MOBHWIA LUK Al Big yxe 3aTBEpAKEHOr0 BUpobHmKa Dr. Reddy’s
5 mn (200 wmr), abo Hdor.KI BMPOGHMLTBA); Jlabop Laboratories Limited, IHgia 3 Bepcii R1-CEP 2007-075-Rev
no 25 mn (1000 wmr), NC CE & Ko. KT, 04 po Bepcii R1-CEP 2007-075-Rev 05, Ta ik Hacnigok
a6o no 50 mn (2000 HimeuunHa 3MiHa paioHy BMpo6bHuuTBa i3 Medak District Ha Sangareddy
Mr) y doiakoHi; no 1 (TectyBaHHs); MM District, a Takox 3miHa |.D.A. Bollaram Ha Bollaram Village y
onakoHy B Mikpo6ionoriwec 3B's13Ky 3 peopraHisaujieto paiioHy, 6e3 3MiHu hakTUYHOro
KapTOHHI KOpoOLyi Mptochnabop M6X, MiCLLe3HaX04KEHHS
ABCTpIs (TeCTyBaHHs)
38. FEPBIOH® cupon, 7 Mr/mn, no KPKA, a.4., CnoBeHis BUPOOHUK, CnoseHis BHECEHHS 3MiH 10 peecTpaLiliHix MmaTepianiB: yTOUHEHHA 6e3 UA/12176/01/01
cupon 150 mn cupony y HoBo mecTO BiANOBifa/IbHWIA 32 HanucaHHA nikapcbkoi hopmu B Hakasi MO3 YkpaiHu Ne peyenma
MMOLWA chnakoHi, no 1 BMPOGHMLTBO "in bulk", 2313 Big 12.10.2020 B npoueci BHECEHHSA 3MiH (3MiHK |
donakoHy pasom 3 nepBrHHE NakyBaHHsA TUMy - 3MiHU Woa0 6e3nekn/edekTMBHOCTI Ta
nn1acTNKOBOK Ta BTOPUHHE hapmakoHarnsay (iHwi 3MiHK) - BHECEHHSA 3MiH 40 po3ainy
MipHOIO JIOXKOIO B nakyBaHHs, KOHTPO/b «MapkyBaHHsA» MKA /13: 3anponoHosBaHo: MAPKYBAHHA Y
KapTOHHilA KopooLi cepit: BiANOBIAHOCTI 4,0 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS
KPKA, a.4a., Hoso OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW MiKapCbKOro
mecTo, CroBeHis; 3ac06y 3 BHECEHHAM iHhopMaL,i WoA0 3a3HaYeHHs
BUPOOHUK, OAMHULb BUMIPIOBAHHSA Y cuctemi Sl. BBeeHHS 3MiH
BiANOBifa/IbHWIA 32 NpoTArom 6-Tn MicALIB Nicna 3aTBepMKeHHs). Pefakuis B
KOHTPO/Tb Ta BUMYCK Hakasi: no 1 dpnakoHy pa3om 3 N1acTUKOBOK MIPHOK
cepit: JIOXHOI B KapPTOHHI Kopo6Li. 3anponoHoBaHa peaakLis:
KPKA, a.4., Hoso no 1 conakoHy pasom 3 N/1aCTUKOBOIO MiPHOIO JIOXKKOIO B
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
mecTo, CroBeHis; KapTOHHI KopooL,i.
BUPOOHUK,
BiANOBifa/IbHWIA 32
KOHTPO/b cepii:
HN30X (HauioHanbHi
nab6opaTtopis 3a
34paB’e, OKOJIE iH
XpaHo), CnoseHis
39. FEDPITUHIB- TabneTkun, BKpUTI Mictpan AHrnis i | Bonrapis/ BHECEHHS 3MiH [0 peecTpaliinHmx matepiauis:3minu | Tuny - 3a UA/17956/01/01
BICTA N1iBKOBOIO Kenitan dapmacbloTikanc, Yecbka 3MiHK 3 AkocTi. CepTudpikar BignosigHocTi/IE-cepTudikar peyenmom
060/10HKO10, N0 250 MeHeXMeHT Nta, Bonrapis Pecny6nika/ BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
mr, no 10 TabneTok Nimiteq (ainbHUUA, WO Icnanis MopaHHA HoBOro abo OHOBNEHOrO cepTudikaTa
y 6nicTepi, no 3 BignoBsigae 3a BiANOBIAHOCTI 260 BUNYyYEHHS cepTudikarta BifgnoBigHOCTI
6nictepu B nakyBaHHs); KBiHTa - €Bponeiicbkii hapmakonei: ans A®l; ans BUXigHOro
KapTOHHI Kopobui AHaniTika c.p.o., marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
Yecbka Pecnybnika BMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
(ginbHUUS, Wo peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
Bignosigae 3a thapmakonei) - HoBuii cepTudikar Bif HOBOrO BUPOGHUKA
KOHTPO/b AKOCTI (3amiHa abo fOMOBHEHHS) - mogaHHsA HoBoro CEP RO-CEP
(hi3nKo-ximMiuHWiA)); 2017-244-Rev 00 Ha A®I| reqiT1HIBY Big, HOBOro BUPOGHMKA
CiHToH Xicnanis, C.J1., Natco Pharma Limited, India
Icnanisa (AinbHWUS, Wo
BiANOBiAaE 3a NOBHWIA
LKA BUPO6GHMLTBA)
40. FNAATUPAME | po3uvH ANA iH eKUji, MicTtpan AHrniA BMPOGHMLITBO, IcnaHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/16792/01/02
PY ALETAT- 40 mr/mn, no 1 mny Kenitan nakyBaHHs1, KOHTPO/1b Yuni/ 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU y peyenmom
BICTA nonepegHL0 MeHeaXMeHT AKOCTI: HigepnaHngu BMPO6HMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL
HarnoBHEHOMY Nimiteq Posi ®apma BMPOGHMLTBA /15 YaCTUHM ab0 BCbOro BUPOGHUYOro
wnpuyi; no 1 IHpacTpian Cepsices, npouecy roToBOro Jikapcbkoro 3acoby (4inbHuus ans
wnpuuy B 6nicTepi; C.A., IcnaHis; BTOPUHHOIO NakyBaHHS) - BBEAEHHS [04aTKOBOI BUPOOHMNYOT
no 12 6nictepis y BMPOGHMLITBO, OiNbHWLI BiANOBIAaNbHOI 38 BTOPUHHE MakyBaHHA rOTOBOro
KapTOHHIlA KopooLi nakyBaHHs: nikapcbkoro 3acoby Posi ®apma IHgacTpian Cepsices C.A.
CiHTOH Yuni NlTga., Bia KomnntoteHce 140, Ankana ae XeHapec 28805 Magpia,
Yuni; Icnanis/Rovi Pharma Industrial Services, S.A. Via
BiANoBiganbHUii 3a Complutense 140, Alcala de Henares 28805 Madrid, Spain
BUMYCK Cepii:
CiHToH Xicnanis, C.J1.,
Icnanis
abo
BignoBiganbHWiA 3a
BMNYCK cepil:
CiHToH BB,
HigepnaHgw;
BTOpvHHE nakyBaHHS:
Posi ®apma
IHpacTpian Cepsices,
C.A., IcnaHis
41. FTNATUPAME | po34uH AAs1 iH EKUii, MicTpan AHrnis BMPOBGHULTBO, Icnanis/ BHECEHHS 3MiH 40 PEeECTPaLiiHNX MaTepiasiiB:3MiHM | Tuny - 3a UA/16792/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
PY ALETAT- 40 mr/mn, no L mny Kenitan nakyBaHHs1, KOHTPO/Tb Ynni/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
BICTA nonepegHL0 MeHeXMeHT AKOCTI: HigepnaHan agpecu Micusi NPpoBaMKEHHS AisNIbHOCTI
HanoBHEHOMY Nimiten Posi ®apma BMPOBHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
wnpuui; no 1 IHpacTpian Cepsices, BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
wnpuuy B 6nictepi; C.A., IcnaHisi; KOHTPOIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAgnosigae
no 12 6nictepis y BMPOBHULTBO, BMPOGHMK/IMNOPTEP, HE BK/IKOYAOUM BUMYCK Cepili) - 3MiHa
KapTOHHI Kopoo6Li nakyBaHHs: HalilMeHyBaHHsA BMPOOHUKa BifMNoBigaIbHOMO 3a
CiHTOH Yuni NTaa., BMPOGHMLTBO, NaKyBaHHS, KOHTPO/b AKOCTi /13, 6e3 3MiHn
Yuni; MicLA BUPOGHMLTBA
BignoBigasibHWI 3a
BMNYCK cepil:
CiHTOH XicnaHis, C.J1.,
IcnaHis
a6bo
BiANOBifa/IbHWIA 32
BUMYCK Cepii:
CiHToH BB,
HigepnaHngu;
BTopvHHe nakyBaHHS:
Posi ®apma
IHpacTpian Cepsices,
C.A,, Icnanis
42, FNIMENIPUA- | Tabnetku no 2 wmr, TOB "TeBa YkpaiHa AT dapmaueBTUUHUIA I13painb/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/7800/01/01
TEBA no 10 TabneTtok y YkpaiHa" 3aBog TEBA, YropLmHa nofaHHs oHoBsieHoro CepTudpikarty BignosigHocTi €Bp. peyenmom
6nicTepi; no 3 YropuwuHa; TeBa ®apm. R1-CEP 2006-243-Rev 04 ons fjtoyoi peqyoBunHU
6nictepu y Kopobui dapmaueBTikas [nimenipug BiA 3aTBEpAKEHOrO BUPOo6HMKA USV Private
IHgacTpi3 N14., Limited, Ingis, Ta SK HACNiAOK OHOBNEHHA crieumdikavii Ta
13painb 3MiHM B METOAML AN1S1 BU3HAUYEHHS OLITOBOT KNC/IOTK
43. FAIMENIPUA- | TabneTkn no 3 mMr no TOB "TeBa YkpaiHa AT dapmaueBTUYHUIA I13pains/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/7800/01/02
TEBA 10 TabneTok y YkpaiHa" 3aBo TEBA, YropLmHa nofaHHs oHoBsieHoro CepTudpikarty BignosigHocTi €Bp. peyenmom
6nicTepi; no 3 YropuwmHa; Tesa ®apm. R1-CEP 2006-243-Rev 04 ons Ail0yoi peyoBuHU
6nictepu y Kopobui dapmaueBTikas [nimenipug Big 3aTBEpAXEHOrO BUPO6HMKA USV Private
IHgacTpi3 N14., Limited, Ingis, Ta SK HACNiAOK OHOBNEHHS crieumdikavii Ta
13painb 3MiHV B MeTOAML 419 BU3HAYEHHSI OLTOBOI KMCNOTH
44. FNIMENIPUA- | Tabnetkn no 4 wr, TOB "TeBa YkpaiHa AT dapmaLeBTUYHNI I3pains/ BHECEHHS 3MiH [0 peecTpauLiiiHnx matepianis:3miHu | Tuny - 3a UA/7800/01/03
TEBA no 10 TabneTtok y YkpaiHa" 3aBog TEBA, YropwmHa nofaHHsa oHoBsieHoro CepTudikarty BignosigHocTi €Bp. peyenmom
6nicTepi; no 3 YropwmHa; Tesa ®apm. R1-CEP 2006-243-Rev 04 ons Ailo4oi peyoBuHU
6nicTepu y kopoobui dapmavesTikas nimenipug Big 3aTBepmxeHoro BupobHuka USV Private
IHgacTpi3 /T4, Limited, IHgis, Ta Sk HacNiAOK OHOBMEHHS cneundikauii Ta
13painb 3MiHX B METOAMLI AN151 BUSHAYEHHS OLITOBOT KUC/IO0TH
45, FNIOKOBAHC | Tabnetku, BKpUTI Mepk CaHTe PpaHLis Mepk CaHTe PpaHuin BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3mMiHun | Tuny - 3a UA/5390/01/02
® N/1iBKOBOO c.a.c. 3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy. peyenmom
060n10HKO0, Mo 500 BBeeHHst a60 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
mr/5 wr, no 15 hapmakoHarnsgy (BBefjeHHs y3arasibHeHUX AaHnX Npo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Tabnetok y 6nictepi; cucTemy chapmakoHarnsgy, 3MiHa yNnoBHOBakeHOT ocobw,
no 2 6nictepu B BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
KapTOHHIlA KOpo6L; 0co6u 3 chapmakoHarnagy 3asBHuKa A5 34iINCHEHHS
no 20 Tabnetok y thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
6nictepi; no 3 YNOBHOBaXEHOI 0C06W, BiANOBIAALHOI 32 34iiCHEHHS
6nictepu B thapmakoHarnagy (BKyatoum KOHTaKTHI AaHi) Ta/abo 3MiHn
KapTOHHI Kopoo6Li y po3MilLleHHI MacTep-haiina cuctemy papMmakoHarnisay) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKa, BiAMNOBIAA/ILHOT 3a
thapmakoHarnag B YkpaiHi. NponoHoBaHa pefakuis:
HazapeHko BikTopis IBaHiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOT 0CO6U 3asBHWKA, BifgNoBiganbHOI 3a
hapmakoHarnag B Ykpaini
46. FNIOKODAX | Tabnetku Mepk CaHTe ®paHuis Mepk CaHte ®paHuis BHECEHHS 3MiH [0 peecTpaviinHmx maTepiasis:3miHu | Tuny - 3a UA/3994/02/01
XR NPOIOHIOBaHOI Aji c.a.c. 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
no 500 mr; no 15 BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
Tabnetok y 6nictepi; thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX AaHux npo
no 2 aéo no 4 cuctemy hapmakoHarnsay, 3miHa ynoBHoBaXeHoi 0cobu,
6nictepy B BIANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHOT
KapTOHHIA Kopoo6Li 0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iACHEHHS
hapMakoHarnsagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnsgy (Bkuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
y PO3MilLieHHi MacTep-thaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cob6u 3asiBHMKa, BiAMNOBIAA/IbHOT 32
thapmakoHarnag B YkpaiHi. NponoHoBaHa peAakuis:
HasapeHko BikTopis IBaHiBHA. 3MiHA KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHKKA, BifgNoBigabHOI 3a
hapmakoHarnsg, B Ykpaini
47. FNHOKO®AX | Tabnetku, BKpUTI Mepk CaHTe PpaHuin Mepk CaHTe, ®paHuis PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/3994/01/01
® NiBKOBOO c.a.c. (BMpPOGHMLTBO 3a Icnanis 3MiHM WoAo 6e3nekun/edpeKkTBHOCTI Ta thapmakoHarnsgy. peyenmom

o060n0Hkoto, no 500
Mmr; no 15 TabneTok
y 6nicTepi; no 2 abo
no 4 6nictepu y
KapTOHHI KopobLyj;
no 20 TabneTok y
6nicTepi; no 3
6nictepn y
KapTOHHI KopoobLi

NMOBHUM LMK/IOM);
Mepk, C/1, IcnaHis
(BMpPOGHMLTBO 3a
NMOBHUM LMK/TOM)

BBefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy (BBeeHHs y3arasibHeHUX AaHnx npo
cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 chapmakoHarnsay 3asaBHVKa 15 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy (BkNoUatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y pO3MiLLleHHi MacTep-halina cuctemu papmakoHarnisgy) -
3MiHa KOHTaKTHOI 0co6u 3asiBHMKA, BiANOBIAa/IbHOT 3a
thapmakoHarnag B Ykpaini. MponoHoBaHa pefaku,is:
HazapeHko BikTopis IBaHiBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BiAnoBiganbHOI 3a
thapmakoHarnag B YkpaiHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
48. FNIOKODAX | TabneTku, BKpUTI Mepk CaHTe ®paHLis Mepk CaHTe, ®paHuis ®paHuia/ BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasiB:3MiHu | Tuny - 3a UA/3994/01/02
® nNiBKOBOIO c.a.c. (BMpPOGHMLTBO 3a IcnaHis 3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnaay. peyenmom
06010HKot0, N0 850 MOBHVM LMK/IOM); BBefeHHs ab0o 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
Mr; no 15 tabnetok Mepk, C/1, Icnanis thapmakoHarnsgy (BBeAEHHS y3arasibHeHVX AaHuxX Npo
y 6nictepi; no 2 abo (BMpPOGHMLTBO 3a cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXkKeHOi ocobu,
no 4 6nictepn y NOBHUM LKOM) BiANOBIAANbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
KapTOHHI kopo6Lyj; 0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
no 20 TabneTok y hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
6nicTepi; no 3 YNOBHOBaXXeHOI 0c0obM, BiANOBIfa/IbHOT 3a 34iCHEHHS
6nictepu y thapmakoHarnsgy (BkIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
KapTOHHilA KopooLi Y PO3MilLleHHI MacTep-halina cuctemu papmMakoHarnisay) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKa, BIANOBIAA/ILHOT 32
hapmakoHarnsg B Ykpaini. NponoHoBaHa pefakuis:
HasapeHko BikTopis IBaHiBHa. 3MiHA KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHKKA, BifNoBigabHOI 3a
hapmakoHarnsg, B Ykpaini
49, FNHOKO®AX | Tabnetku, BKpUTI Mepk CaHTe ®paHuin Mepk CaHTe, ®paHuis PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3MiHu | Tuny - 3a UA/3994/01/03
® NiBKOBOO c.a.c. (BMPOGHMLTBO 3a Icnanis 3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsgy. peyenmom
06010HKOt0, Mo 1000 MOBHUM LIMK/IOM); BeeieHHs1 @60 3MiHV [0 y3arasibHeHUX JaHnX Npo cucTemy
Mmr; no 15 TabneTok Mepk, C/1, IcnaHis hapmakoHarnagy (BBe4EeHHS y3araslbHEHUX JaHWX Npo
y 6nicTepi; no 2 abo (BMPOGHMLTBO 3a cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobwm,
no 4 6nictepu y NOBHUM LK/IOM) BiANOBIAA/IbHOI 32 34iiCHEHHSA ddapMakoHarnsaay; KOHTakTHOT
KapTOHHIlA KOpooLi 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (BkNoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y pO3MiLLleHHi MacTep-halina cuctemu papmakoHarnisgy) -
3MiHa KOHTaKTHOI 0Cc06u 3asiBHMKA, BiANOBIAa/IbHOT 3a
thapmakoHarnag B YkpaiHi. MponoHoBaHa pefakuis:
HazapeHko BikTopis IBaHiBHa. 3MiHa KOHTAKTHUX JaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BiAgnoBiganbHOI 3a
thapmakoHarnag B YkpaiHi
50. FPUMMNOCTA | cnpeil Ha3aslbHWiA, CTALA HimeuumnH CTALA HimeuyunHa BHECEHHS 3MiH 4,0 peecTpauiiHux MmaTepiasiiB: yTOUHEHHSA 6e3 UA/3090/01/01
A® PUHO po3uuH 0,1 % no 10 ApuHaiimitren a ApuHalimiTrens Al Ha3BU NiKapcbKoro 3acoby B Haka3i MO3 YkpaiHu Ne peyenma
0,1% M1y chnakoHi 3 b Al 2970 Bip 22.12.2020 B npoueci nepepeecTpauii. Pepaxuis
HA3ANbHUIA aBTOMaTUYHUM B Hakasi: TPUMMNOCTAL® PUHO 0,1 %, HA3ANBHUN
CMPEN nynbBepn3aTopom CMNPEW. 3anponoHoBaHa pegakuis: FPUMMOCTAL®
Ta Has3abHUM PWHO 0,1 % HA3A/IbHWIA CMPE.
HaKOHeYHUKOM; o 1
donakoHy B
KapTOHHI KopoobLi
51. AE3O0PEMIH TabneTkn, BKPUTI TOB "MIBE YKpaina Mi6e Mm6X HimeuyunHa BHECEHHS 3MiH A0 PeeECTpaLiiHNX MaTepiastiB:3miHu | Tuny - 3a UA/17211/01/01
30 nNiBKOBOO YKPAIHA" ApuHalimiTTens 3MiHM BHECEHI [0 iHCTPYKLiT 4151 MeANYHOro 3aCTOCYBaHHSA peyenmom

060/10HKO10, 1o 0,03
mr/0,15 wr; no 21
Tabnetui y bnicrepi,

nikapcbkoro 3acoby y po3ainv "Oco6/MBOCTi 3aCTOCYBaHHS",
"Mo6iyHI peakuii" Big4NOBIgHO 40O OHOB/IEHOI iHdhopMmauii
o0 6e3neku Aitoyoi pe4yoBMHU. BBEAEHHS 3MiH NPOTSromM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 1, abo no 3, abo 6-TV MiCALIB MiCN1A 3aTBEPAKEHHS
no 6 6nictepiB y
KapTOHHI KOpo6Li
52. AEKCAMETA | po3uuH Ans iH'ekuii, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHuX MaTepianiB:BMNpaBneHo 3a UA/0992/02/01
30H- 4 mr/mnno 1 wmns "®apmavueBTu "®apmaueBTuyHa TEXHIYHY NOMUJIKY Y TeKCTi MapKyBaHHS1 BTOPUHHOI YNakoBKu peyenmom
AAPHULUA amnyni; no 5 a6o no YyHa hipma dhipma "apHuus” nikapcbkoro 3acoby (Hakaz MO3 Ykpainu Ne 1290 Big
10 amnyny "AapHnus” 28.06.2021), fonyLieHy y HanMcaHHi Ha3BW BUPOBHUKa:
KOHTYPHIl 3anponoHosaHo: 11. HAUMEHYBAHHS |
YapyHKOBIl MICLIEE3HAXO>XEHHA BUPOBHUKA
ynakosui; no 1 TA/ABO 3AABHUKA MpAT «dapmaveBTuyHa thipma
KOHTYPHIl «[apHuusa» YkpaiHa, 02093, M. Kuis, Byn. bopucninbebka,
YapyHKOBIli ynakoBLyi 13 YAO «PapmaueBTryeckas upma «JapHuua» YkpavHa,
B nauyj; no 1 mn B 02093, r. Kues, yn. bopucnosnbckas, 13. 3a3HayeHe
amnyni; no 5 amnyn BUMNpaB/IEHHS BigNOBifae MaTepiasiam peecTpaviiiHoro
Y KOHTYpHIiA [0CbE
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
YNakoBKM B NauLli
53. AENY®DEH® crnpei HasanbHWUiA, Pixapa AscTpis Pixappg, bitTHep Al AscTpis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 6e3 UA/8539/01/01
no 20 mn a6o no 30 BiTTHep Al BWU/TyYEHHSI HECYTTEBOrO BUNPOOYBaHHSA 3@ NOKA3HUKOM peyenma
M/1Y N1aCTUKOBOMY «Cmak» B npotieci BUpo6HuuTea M13; 3miHu | Tuny -
onakoHi 3 BHECEeHHs 3MiH 40 Cneuudikauii /MeToaiB BUNpobyBaHHS
NAacTMKOBUM [0MNOMDKHOT peyoBrHM BeH3ankoHilo xnopug, a came
posnuatoBayem; no [IOMOBHEHHA HOBUM METOAOM ifeHTudikauii «MeTog B» Ta
1 chnakoHy B HOBMMU NOKasHUKamu: «Jomilkm», «CepeaHs BigHOCHa
KapTOHHI ynakosL,i MOJIeKy IipHa Maca Ta CriBBigHOLLEHHS asKinyumx
KOMMOHEHTIB» Y BifNOBiAHOCTI A0 BUMOr MOHorpadii EP;
3MiHM | TUNY - BHECEHHS 3MiH 00 Cneundikauii /MeTogis
BMNPOBYBaHHA [OMNOMKHOI peyoBMHM BeH3askoHio xinopug,
a came BWIyYeHHS1 MeToAiB ifeHTudikauii «Metog, A»,
«MeTopg C» Ta «MeToa D» y BignoBigHOCTI 40 BUMOT
MoHorpadii EP; 3MmiHM | TRy - BHECEHHS 3MiH A0
Cneuyudpikauii/MeToaiB BUNpo6yBaHHS NikapcbKoro 3acoby,
a came BW/yYeHHS! KOHTPOJIIO 3@ NOKa3HUKOM «CMak».
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS;
3MiHK | TUNY - 3MiHW BHeceHi B po3ain "OCHOBHI Di3uKo-
XiMiYHi BNacTMBOCTI" B IHCTPYKLiO 4151 MeAUYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby. BeeAeHHs 3MiH
NPOTAroM 6-TW MiCALB Nic/A 3aTBePIKEHHSA
54. AEHOBE/Ib® | TabneTtku, BKpUTI TOB «MIBE YkpaiHa Mi6e MmM6X HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3MiHu | Tuny - 3a UA/15836/01/01
30 NAiBKOBOIO YKPAIHA» ApuHaiimiTTenb 3MiHM BHECEHI [0 iHCTPYKLiT 4151 MEANYHOrO 3aCTOCYBaHHS peyenmom

060/10HKOH0, Mo 0,03
Mr/2 mr; no 21
Tabnetyi, no 1 abo
no 3, abo no 6
6nictepiB y

nikapcbkoro 3acoby y po3aim "OcobnmnBoCTi 3aCTOCyBaHHSA",
"Mo6iuHI peakwuji" BiANOBiAHO A0 OHOBNEHOI iHChopMmaLii
o0 6e3neku Aitouoi pevoBMHU. BBeAEHHS 3MiH NPOTAroM
6-Tn MicAUiB NicNsA 3aTBEPKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapPTOHHI KOpooOLii
55. AONAPEH® Tabnetkn, Ne 4 (4x1) Ha6poc IHAis Ha6poc ®apma IMBT. IHais BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/1004/02/01
- no 4 tabnetkn y ®apma [BT. nra. 3MiHM WoAo 6e3nekun/ehpekTBHOCTI Ta thapmakoHarnsgy. peyenmom
6nicTepi; no 1 nra. BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
6nictepy B hapmakoHarnagy (BBe4EeHHS y3araslbHeHUX JaHuX Npo
nanepoBomy cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
KoHBepTi; Ne 200 BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsay; KOHTakTHOT
(4x50) - no 4 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iIACHEHHS
Tabnetkn y 6nictepi; thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
no 1 6nictepy B YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
naneposomy hapmakoHarnagy (BkNoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
KOHBepTi; no 50 y PO3MilLleHHI MmacTep-haiina cuctemu chapmakoHarnsgy) -
nanepoBux 3MiHa YNOBHOB&XEHOI 0CO6M 3asBHKKa, BignoBiganbHOT 3a
KOHBepTIB Yy hapmakoHarnag.
KapTOHHI Kopo6Lyj; MponoHoBaHa pepgakuis: Mr. Manthan Shah / MaHTxaH LLax.
Ne 10 - no 10 3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0cobu,
Tabnetok y BiANOBIAa/IbHOT 3a hapmakoHarnsas,. 3MiHa KOHTaKTHUX
6nictepax; Ne 10 LaHNX KOHTaKTHOT 0CO6Y 3asiBHMKA, BigMnoBiAa/IbHOT 3a
(10x1) - no 10 hapmakoHarnsg, B Ykpaiti. 3miHa Homepa MacTtep-aiina
Tabnetok y 6nictepi; cuctemu chapmMakoHarnagy
no 1 6nictepy B
KapTOHHI kopo6Lyj;
Ne 100 ((10x1)x10) -
no 10 TabneTtok y
6nicTepi; no 1
6nictepy y
KapTOHHI Kopo6Lyj;
no 10 kopo6ok B
Kopo6ui; Ne 100
(10x10) - no 10
Tabnetok y 6nictepi;
no 10 6nictepiB y
KapTOHHI/ Kopobui
56. AYCMNATANIH | TabneTtku, BKpUTI A6GOTT HigepnaH MaiinaH /labopatopi3s ®paHLis BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3MiHu | Tuny - 6e3 UA/8813/01/01
® 060/10HKOI0, Mo 135 Xernckea on CAC BBE[EHHS aflbTePHATUBHUX AiNbHULLL 151 NPOBEAEHHS peyenma
mr, no 15 tabnetok MpopakTc B.B. KOHTponto sikocTi Adl, a came: Piramal Enterprises Limited;
y 6nicTepi; no 1 Abbott Biologicals B.V.; Mylan Laboratories SAS; 3miHu |
6nictepy y TUNy - B 3B'13KY 3 BBEAEHHAM 404aTKOBOro BUPO6GHMKa AdI
KapTOHHI KopoobLi Piramal Enterprises Limited, IHgjs BBoguTbCA
anbTepHaTUBHWI BUPO6HNUMIA npouec Ans Adl, ockinbku
OaHuii BUPOGHUK BUKOPMCTOBYE BUPOOHWUYMIA NpoLiec 3
OesKMU BigMIHHOCTAMM Bif BUPOGHMYOro npouecy
3apeecTpoBaHoro B1pobHuka Lonza Ltd, Lseliyapis, a
came: BMPO6HMK Piramal 3actocoBye 6poM-noxigHe edipy
BEpaTpoBOi KACNOTU 3aMiCTb X/TOP-NOXIAHOrO B SIKOCTI
BUXIAHOIO MaTepiany, a TakoX AesKi iHWi PO3YNHHUKM Ta
peareHTu, HixX BUpO6HUK Lonza; po3mip cepii APl BUpoGHMKa
Piramal npn6an3Ho Ha % MeHLWii HiX y BUpo6HKKa Lonza.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3aranbHuii Wnsax cuHtesy A®l € ogHakoBUM. Brpo6HMUWii
npouec Ana BUpobHuKa Lonza He 3MiHIOETbCA Ta
3a/IMLLAETLCA YNHHUM; 3MiHW | TUNY - B 3B'A3KY 3 BBEAEHHAM
nopartkosoro BupobHuka A®l Piramal Enterprises Limited,
IHAis cneymndikauiio Ha AdP| 3asBHMKA MOANIKOBAHO 3
ypaxyBaHHAM creumdikayii Ha APl foaaTKOBOro BUPOOHMKA,
o6 MaTn eanHy 3arasibHy crneuudikauito aas 060x
BUPOGHUKIB ADI. 3okpema, AonycTUMi Mexi Y cneumdikaui
Ha APl ons nokasHuMka «HeigeHTUikoBaHi OMILLKMN»
3ByXeHo 3 0,1 % g0 0,10 %, L0 TakoX Y3rofKyeTbCs i3
B/MOramu YmHHoro KepisHuutea ICH Q3A;
3MiHu | TUNy - B 3B'A3KY 3 BBEAEHHSAM A04aTKOBOrO
BMpo6Huka A®| Piramal Enterprises Limited, IHgis
[0[alTbCs BHYTPILLHI MeToau BUNpobyBaHHa AdI Big,
[aHoro BMPOBHWMKa BiAMoBiAHO A0 MacTep-thaiina Ha Adl:
laeHTudikauis/kinbKicHe BU3HAYEHHSA/AOMILLKA METOAOM
BEPX i BuU3Ha4yeHHs 3a/IULLKOBUX PO3UMHHKKIB MeTodoM [MX;
3MiHW | TUMY - BUNYYEHHA OLHOrO i3 3aTBEPAKEHNX
BMpo6HUKiB A®I - Abbott Healthcare Products B.V.,
HinepnaHaw, ockinbku faHuii BAPOGHWK Binblue He
BMpo6nse APl ans gaHoro nikapcbkoro 3acoby. Mpu usomy
3a/IMLLIAETLCA 3aTBEPAKEHNI BUPOGHMK Ad| (Lonza Ltd,
LLIBeiiuapisi) Ta BBOAUTLCS AOAATKOBUIA BUPOGHMK ADI
(Piramal Enterprises Limited, IHAis) 3 aHanoriyHnMmn
doyHKLisAMY; 3MiHK || TUMY - BBEAEHHS 40AATKOBOrO
BUpo6HuKa A®I Piramal Enterprises Limited, IHgis fo Bxe
3aTBepaxeHoro Lonza Ltd Lonzastrasse CH-3930 Visp
Switzerland; 3miHwn Il TNy - B 3B’A3KYy 3 BBEAEHHSAM
nopatkosoro Bupo6Huka A®| Piramal Enterprises Limited,
IHAia cneumdikauito Ha A®| 3asBHMKa MOAMDIKOBAHO 3
ypaxyBaHHAM creumdikayii Ha APl 1o4aTKOBOro BUPOOHMKA,
o6 MaTu eanHy 3arasibHy crneuudpikauito ans 060x
BMPO6HUKIB APl. 30kpema, JoMyCTUMI Mexi Y cneuudikauii
Ha A®| ana nokasHyKa «BTpaTta npy BUCYLLYBaHHI»
pO3LUMPEHO 3riAHO 3i cneyndikalieto Ha APl foaaTKoBOro
BMPOGHMKA, LU0 BiANOBIAAE BUMOram Jo BifnoBigHOro
nokasHuka y MoHorpadiax BputaHcbkoi ®apmakoner i
€Bponelicbkoi ®apmakonei Ha MebeBepyHy rigpoxsiopug (He
6inbLue 0,5 %)

57.

[IOKCET

Kancynm
KMLUKOBOPO34UHHI N0
30 wmr; no 14 kancyn
y 6nicTepi; no 2
6nictepu B
KapTOHHI ynakosL,i

HOBE/N INAY
MA3APJIAMA
BE CAHAI
ATA. WIPKETI

TypeyunH
a

NOBHWIA LMK
BMPOBGHULTBA,
BiANoOBiga/IbHUI 3a
Bunyck cepii: HOBEN
INAY CAHAI BE
TIOKAPET A.LL.,
TypeuunHa;
BYPOGHULTBO

TypeuunHa

BHECEHHS 3MiH [0 peecTpaviinHmx maTepiasis:3miHu | Tuny -
nofaHHs oHosrieHoro CepTtudikaty BignoBigHOCTI
€ponevicbkin hapmakonei Ne R1-CEP 2012-247-Rev 00
(nonepegHs Bepcis RO-CEP 2012-247-Rev 01) ans gitoyoi
PEeYOoBVHM Ay/TOKCETUHY riapoxnopuay Bif BXe
3aTBEpAXeHoro BupobHnka NOSCH LABS PRIVATE
LIMITED, India; 3miHu | Tuny - Buny4YeHHs BupobHunka Ad|
aynokceTuHy rigpoxnopua Teva Pharmaceutical Industries

3a
peyenmom

UA/15671/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MPOMiXXHOIO NPOAYKTY: Ltd, Israel; 3anponoHoBaHo: NOSCH LABS PRIVATE
nenet AynoKCeTUHy: LIMITED, India; 3miHu | TUny - HagaHHsA HoBoro CepTtudikaTy
Ynkap Kimis CaHai Be BignoBigHocTi €Bponelickkili hapmakonei Ne R1-CEP 2012-
TimkapeTt A.LL., 319-Rev 00 Big HoBoro BupobHuka Moehs BCN, S.L., Spain;
TypeyunHa 3MiHM | TUNY - 3MiHa po3Mipy cepili [/13; 3anponoHOBaHO:
Po3wmip cepii MN3: Kancynu kuwkosopo3unHHi no 30 mr 80
000 Ta 1 260 000 kancyn
58. AOKCET Kancynm HOBEN INAY TypeyunH NOBHUIA LMK TypeyuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/15671/01/02
KMLLKOBOPO34mMHHI no | MA3AP/IAMA a BMPO6GHULTBA, nogaHHs oHoBrieHoro CepTucpikaty BignoBigHOCTI peyenmom
60 mr; no 14 kancyn BE CAHAI BiANOBIgaIbHUIA 32 €Bponevicbkint hapmakonei Ne R1-CEP 2012-247-Rev 00
y 6nicTepi; no 2 NTA. WIPKETI Bunyck cepii: HOBE/ (nonepepfHs Bepcis RO-CEP 2012-247-Rev 01) ans gitoyoi
6nictepy B INAY CAHAI BE PevYOBUHM AyNOKCETUHY FiApOXI1opuay Bif BXe
KapTOHHIA ynakoBL,i TIOKAPET A.LL., 3aTBepmxeHoro BupobHuka NOSCH LABS PRIVATE
TypeuunHa; LIMITED, India; 3miHu | TUny - BUNy4YeHHs1 BUpo6HuKa AdI
BUPOBHMLTBO aynokceTuHy rigpoxnopug Teva Pharmaceutical Industries
MPOMiXXHOTO NPOAYKTY: Ltd, Israel; 3anponoHoBaHo: NOSCH LABS PRIVATE
nenet AynoKCeTUHY: LIMITED, India; 3miHu | TMny - HagaHHs HoBoro CepTtudikaTy
Ynkap Kimis CaHai Be BignoBigHOCTI €Bponeiicbkili hapmakonei Ne R1-CEP 2012-
TimpkapeT A.LL., 319-Rev 00 Big HoBoro BupobHuka Moehs BCN, S.L., Spain;
TypeyuunHa 3MiHM | TUny - 3mMiHa po3mipy cepiii [/13; 3anponoHoBaHo:
Po3awmip cepii N3: Kancynu knwkoBopo34nHHi no 60 mr 105
000 Ta 630 000 kancyn
59. EBKA3O/IIH® | cnpeii HazanbHwWiA, 1 AT "dapmak” YkpaiHa AT "dapmax" Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 6e3 UA/3664/02/01
AKBA mr/r;no10ry 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTposib peyenma
oNakoHi CKNsAHOMY 3 roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
HaCcoCcoM-403aTopoM cneuudikauin Ta/abo AONYyCTUMUX MEX FOTOBOrO
3 po3nu/toBayem nikapcbkoro 3acoby (iHwi 3miHn) (B.11.r.1. (x) IB) : 3MiHEHO
HasasIbHOro nepiofMYHICTb KOHTPOJIHO MoKa3HKKa «MikpobionoriyHa
Npu3Ha4YeHHs; no 1 yncToTa» B MetTofax KoHTposto /13. 3anpornoHoBaHo:
chnakoHy B navi 3 Mikp06ionoriuyHWi KOHTPOIb NPOBOANTY BUGIPKOBO: NepLUy
KapToOHY Ta KOXHY ABafUATY HacTyrnHy cepii, asfie He MeHLwe 1 cepii B
pik
60. EK3IK kKpem 1% no 151y TOB "OKM YKpaina TOB "AKN YkpaiHa BHECEHHS 3MiH A0 PeeECTpaLiiHNX MaTepiastiB:3miHu | Tuny - 6e3 UA/17250/01/01
Ty6i; no 1 Ty6i B "®apmavueBTu "®apmaueBTnyHa 3MiHW BHECEHO [0 iHCTPYKLii 415 MeANUYHOro 3acTocyBaHHs peyenma
nauuj YyHa habpuka" thabpuka" nikapcbKoro 3acoby y po3ain "MobivHi peakuii" BignosigHO
[,0 OHOB/EHOT iHGhopMaLlii 3 6e3MeKn 4ito4oi peyoBrHN
61. EK3IK PO34MH HaLKIpHWA 1 TOB "OKM YkpaiHa TOB "AKnM Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3MiHun | Tuny - 6e3 UA/17183/01/01
%; no 20 MmNy "dapmanesTu "dapmaleBTnyHa 3MiHN BHECEHO [0 iHCTPYKLT 4715 MeAVNYHOro 3aCTOCyBaHHS peyenma
dhnakoHi; no 1 YyHa thabpuka" thabpuka" nikapcbKoro 3acoby y po3gin “MNobivHi peakuii” BignosigHo
hnakoHy B navui [,0 OHOBJIEHOT iHhopMaL,ii 3 6e3nekn Aityoi PpevyoBUHN
62. ENEBIT® TabneTku, BKpUTI Baiiep LLisefiuapi PoTtTengopd Papma HimeuunHa BHECEHHS 3MiH 0 peecTpaviiHMx maTepiasis:3miHu | Tuny - 6e3 UA/9996/01/01
NMPOHATA/Ib | nniBKOBOK KoHcblomep A rv6X nofilaHHa OHOBJIEHOro cepTuduikaty BignosigHoOCcTi €EP Ne R1- peuyenma
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

060/10HKO0; No 10
Tabnetok y 6nictepi;
no 3 a6o 10
6nictepiB y
KapTOHHI KopobLyj;
no 20 TabneTtok y
6nictepi; no 5
6nictepiB y
KapTOHHI KOpo6Li

Kep Al

CEP 2001-405-Rev 03 ana A®l BioTuH Big BXe
3aTBepmxeHoro Bupo6Hnka DSM NUTRITIONAL
PRODUCTS FRANCE SAS, France, Ta K Hacnifok
OHOBJIEHHS @aHANITUYHOT METOAVKM AN NOKa3HUKa
«3a/IULLKOBI KiTbKOCTi OpraHiYHUX PO3YUHHUKIB

63.

EHAXEPUKC
TM_B I
ENGERIX™-B
BAKLMHA
ans
NPO®ITAKT
VKN
BIPYCHOIO
FEMATUTY B,
PEKOMBIHA
HTHA

cycneHsis ans
iH'exuil, 20 mkr/1
M, no 1 mn (20 mkr)
(1 po3a pns
popocnux) Ta no 0,5
mn (10 mkr) (1 posa
ans giteid) y
thnakoHi; no 1, abo
10 a60 25 cknsHmX
MOHOZ03HUX
oNakoHiB y
KapTOHHI Kopo6Lyj;
no 1 mn (20 mkr) (1
[l03a ANs AOPOC/INX)
Tano 0,5 mn (10
MKr) (1 go3a gns
aiteit) y
nonepegHL0
HarnoBHEHOMY
wnpuyi; no 1
nonepeaHL0
HarnoBHEHOMY
LUMPULLY B KAPTOHHIlA
Kopobui

nakcoCmiTKn
AlH EkcnopT
Nimiteq

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikans C.A.

Benbrist

BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis:3miHu | Tuny -
nepernag MeTo4y aHaslidy Ta KpuTepito npuitHAaTHocTi pulling
test ansa koenayka 13 mm vial flip-off cups ana npuseaeHHA
y BignoBigHicTb fo ISO 8362-6 “Injection containers and
accessories - Part 6: Caps made of aluminium-plastics
combinations for injection vials”

3a
peyenmom

UA/15740/01/01

64.

ENKNKO3A™

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKO0, M0 400
Mmr/100 mr no 28
TabneTok y hNakoHi;
no 1 donakoHy B
KapTOHHIlA KopoobLi

lneapn
CaileHcus
IHTEepHeLwHN
nra

Benuka
BpuTaHis

lneap CaiteHcus
AiteneHpg HOC,
IpnaHgis (Bunyck
cepii, NnepBnHHa
ynakoBka, BTOPYHHA
yNakoBKa, KOHTPO/1b
cepii); lneag,
CalieHcus, IHk., CLUA
(koHTpoOsb cepii);
Mikpoxem
JNlabopaTopi3 AlleneHp,
Nta., T/IA €spodpiHc
NaHkacTep
Nab6opaTtopis, IpnaHgis
(koHTpoOsIb cepil

Ipnangis/
CLUA/
KaHaga

BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3MiHu | Tuny -
3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs ab0 3MiHM A0 y3arasibHEHUX AaHVX MPO cucTemy
chapmakoHarnsgy (BBefieHHs y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHVKa 471 34iINCHEHHSA
hapMakoHarnsay B YkpaiHi, KO BOHa BigMiHHA Big,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (Bk/uvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
y PO3MilLieHHi MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
3fiicHeHHs hapmakoHarnagy. NponoHoBaHa peAakLyis:
Anne-Ruth van Troostenburg de Bruyn. 3MiHa KOHTaKTHUX
[aHvX yNOBHOB&XEHOI 0c06u 3asBHVKa, BignoBifabHOI 3a

3a
peyenmom

UA/17003/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(mikpobionoriuHe 3[jiCHeHHs1 hapMakoHarisgy. 3MiHa KOHTakTHOT 0co6u
TeCTyBaHHs)); 3asBHKa, BiANOBIAANLHOI 3a 3iiCHEHHS chapMakoHarnaay
MinmayHT Xenckea B YkpaiHi. [ponoHoBaHa pegakuis: Larisa Danilova. 3miHa
Ntp, lpnaHgis KOHTaKTHUX AAaHWX KOHTaKTHOI 0CO6U 3asiBHYMKA,
(BTOpPUHHA yNakoBKa); BiANOBIAA/ILHOI 3a 34ilicCHEHHSA (hapMakoHarnaay B Ykpaii
MarteoH IHK., KaHaga
(BMpPOGHMLTBO,
nepBUHHA ynakoBka,
BTOPWHHA YNaKoBka,
KOHTpOosb cepii); MM,
[Jesenonment, /1M,
CLUA (koHTposib cepii)
65. EPMYLUH® MOPOLLIOK ANt YAB "MPA" JinToBCbka 3ETA ITania BHECEHHS 3MiH [0 peecTpaviinHmx maTepiasis:3miHu | Tuny - 3a UA/14153/01/01
Opa/IbHOT CyCneHsil, Pecny6nik SAPMALIEYTILL 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
175 mr/5 mn, 1 a C.IM.A. BBeneHHs1 abo 3MiHU A0 y3arasibHEHUX AaHWX NPO cUcTeMy
dhnakoH 3 NOPOLLKOM chapmakoHarnsgy (BBefieHHs y3araslbHeHUX AaHux npo
3 MipHUM cuctemy hapmakoHarnsay, 3miHa ynoBHoBaXeHoi 0cobu,
KOHTEliHepOM Y BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapMmakoHarnsaay; KOHTakTHOT
KOpOO6Lii 3 KapTOHY 0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iACHEHHS
hapMakoHarnsagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnsgy (Bkuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
y PO3MilLieHHi MacTep-thaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0c06M YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi. NponoHoBaHa
pegfakuis: Fopinuk Aptem Bonogmmuposuy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOI 0CO6M
3asBHUKA, BiANOBIAANLHOI 3a hapmakoHarnsag B YkpaiHi
66. EPMYUUNH® TBEPAi kancynm no YAB "MPA" JNnToBCbka EAMOHA dAPMA ITania BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/14088/01/01
300 mr no 10 kancyn Pecny6nik C.P.N., Itanisa 3MiHM WoAo 6e3nekun/edpeKkTBHOCTI Ta thapmakoHarnsgy. peyenmom
y 6nictepi; no 2 abo a (BMPO6GHNLTBO BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
no 6 6nictepis y Hepo3acoBaHo! hapmakoHarnagy (BBeAEHHS y3araslbHEHUX AaHVX Npo
KOpoOL,i 3 KapTOHY NPOAYKLUIT, KOHTPO/Ib cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
Ta BUNYyCK cepiit); BiANOBIAA/IbHOI 32 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
NAMIM CAH 0ocobu 3 chapmakoHarnsay 3asaBHVKa 15 34iACHEHHS
MPOCMNEPO CIA, thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
ITanis (nepBrHHe Ta YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
BTOPVHHE NaKyBaHHS) hapmakoHarnsgy (BkNoUatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y po3MiLLleHHi MacTep-halina cuctemu papmakoHarnisgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOU 3asiBHUKA,
BignoBigasibHOI 3a hapmMakoHarnsag B YkpaiHi. MponoHoBaHa
pegakuis: Fopinuk Aptem Bonogmmuposuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6K YNOBHOBaXXEHOT 0CO6U
3asBHYKA, BigNoBiAa/IbHOI 3a chapMakoHarnsa B Ykpaii
67. ECMA-KAPB® | Tabnetku no 5 mr no ecnapma HimeuumnH ecnapma ®apma HimeuyunHa BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3miHu | Tuny - 3a UA/12191/01/01
25 TabneTtok y 6X a Cepgices 'M6X, 3MiHW BHECEHO [0 IHCTPYKUIT 415 MEeAUYHOIO 3aCTOCYBaHHSA peyenmom
6nicTepi, no 2 abo HimeyumnHa (BTOpUHHE

nikapcbKoro 3acoby Ao po3ainy "Cnoci6 3acTocyBaHHs Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 4 6nictepu y nakyBaHHs); [0o3n" (yTOuHeHo iHchopmavito 418 nauieHTa WoAo cnocoby
KapTOHHilA KopooLi Ninpodhapm M6X, 3acTOoCyBaHHA TabneTkn). TepMiH BBEAEHHSA 3MiH NPOTArom
HimeuunHa 6 micauiB nicna 3aTBepAXEHHS
(Bnpo6HMLTBO bulk,
nepBUHHE MakKyBaHHS,
BTOPWHHE MaKyBaHHS,
KOHTPO/Tb AKOCTI,
BMNYyCK cepii)
68. ECMNA-KAPB® | Tabnetku no 10 mr ecnapma HimeuumnH ecnapma ®apma HimeuyunHa BHECEHHS 3MiH A0 pPEeECTpaLiiHNX MaTepiasiB:3miHu | Tuny - 3a UA/12191/01/02
no 25 Tabnetok y 6X a Cepgices 'M6X, 3MiHV BHECEHO A0 IHCTPYKUiT 418 MeANYHOro 3aCTOCyBaHHS peyenmom
6nictepi, no 2 abo HimeuuunHa (BTOpuHHE nikapcbKoro 3acoby no po3ainy "Cnocié 3acTocyBaHHs Ta
no 4 6nictepu y nakyBaHHs); £031n" (yTOUHEHO iHchopmaLito 4n1a nauieHTa WoAo cnocoby
KapTOHHIA Kopoo6Li NiHpodhapm M6X, 3acTocyBaHHs TabneTkun). TepmiH BBEAEHHS 3MiH MPOTSAroM
HimeuyunHa 6 micsauiB nicnsa 3aTBEPAKEHHS
(Bnpo6HuLTBO bulk,
NepBUHHE MakKyBaHHS,
BTOPWHHE MakKyBaHHS,
KOHTPO/Ib SIKOCTI,
BMNYyCK cepii)
69. ETAUN3VNH TabneTtku, BKPUTI AT Natsia AT "OnaitHchapm" Natsis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/3771/01/01
o6onoHkoto, no 50 "OnaiiHdpapm" 3MiHV BHOCATLCS Y 3B’A3KY 3 NepeknafoM 3aTBepKeHNX peyenmom
Mr; no 10 TabneTok MK$A N3 3 pocilicbkoi MOBY Ha yKpaiHCbKy MOBY, 6€3 3MiHM
y 6nictepi; no 5 aHaNiTUYHUX METOAMNK
6nicTepiB y nauui 3
KapTOHY
70. ETOMNO3nNA- KOHLeHTpaT ans TOB "TeBa YkpaiHa dapmaxemi b.B. Higepnangu BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3mMiHu | Tuny - 3a UA/7277/01/01
TEBA PO34nHy Ans YkpaiHa" 3MiHM BHECEHO A0 IHCTPYKUIT 4151 MEANYHOIO 3aCTOCYBaHHS peyenmom
iHcpys3iid, 20 mr/mn, nikapcbKoro 3acoby A0 po3finis "Bzaemogis 3 iHWNMK
no 5 mn a6o 10 mny nikapcbkvMK 3acob6amu Ta iHLWi BUAM B3aeMogiii",
donakoHi; no 1 "Oco6MBOCTI 3aCTOCYyBaHHA", "3acTocyBaHHS y Nepiog,
donakoHy B BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb BNIMBaTh Ha
KapTOHHIlA KOpooLi LIBUAKICTb peakLii npy kepyBaHHi aBToTpaHcnopTom abo
IHWMMK MexaHiamamun', “"IMo6iyHi peakwii” BiANOBIAHO A0
OHOBJIEHOT iHChopMaLLii 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby. BBeieHHA 3MiH NpoTArom 3-x MicAuis nicns
3aTBEPAKEHHS
71. EYTUPOKC Tabnetku no 25 MKr; Mepk Xenckea | HimeyuunH Mepk Xenckea KraA HigepnaHan BHECEHHS 3MiH [0 peecTpaviiHMx maTepianis:3miHu | Tuny - 3a UA/8388/01/01
no 25 TabneTok y KraA a 3MiHM WoAo 6e3neku/eheKkTVBHOCTI Ta thapmakoHarnagy. peyenmom
6nicTepi; no 2 abo BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
no 4 6nictepu B chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux npo
KapTOHHilA KOpO6L cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXkeHOi ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHaA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakoHarnagy (BkIoyvatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y po3MilLeHHi MacTep-haiina cuctemn hapmakoHarnsay) -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

72.

3MiHa KOHTaKTHOI 0c0o6u 3asiBHMKA, BiANOBIAA/IbHOI 32
thapmakoHarnsag B YkpaiHi. MponoHoBaHa pejakuis:
HazapeHko BikTopis IBaHiBHa. 3MiHa KOHTAKTHUX JaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigabHOI 3a
thapmakoHarnag B YkpaiHi

nocsio4YeHHs

73.

EYTUPOKC

Tabnetkn no 50 MKr;
no 25 Tabnetok y
6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHIA Kopoo6Li

Mepk Xenckea
KraA

HimeyunH
a

Mepk Xenckea KraA

Higepnangu

BHECEHHS 3MiH [0 peecTpavliinHmx maTepiasis:3minu | Tuny -
3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnsgy.
BBeeHHst a60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnxX npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAAbHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLleHHI MacTep-halina cuctemy papMakoHarnisay) -
3MiHa KOHTaKTHOI 0cobu 3asBHMKa, BIANOBIAA/ILHOT 3a
thapmakoHarnag B Ykpaini. NponoHoBaHa pefakuis:
HazapeHko BikTopis IBaHiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOT 0CO6U 3asiBHKKA, BifgnoBiganLHOI 3a
hapmakoHarnsag, B Ykpaini

3a
peyermom

UA/8388/01/02

74.

EYTUPOKC

TabneTku no 75 MKr;
no 25 tabneTtok y
6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHIlA KopooLi

Mepk Xenckea
KraA

HimeyuuH
a

Mepk Xenckea Klr'aA

Higepnanan

BHECEHHS 3MiH 0 peecTpaviiHmx maTepiasis:3miHu | Tuny -
3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs ab0 3MiHM A0 y3arasibHEHUX AaHVX MPO cucTemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHVKa 4719 34iNCHEHHSA
hapMakoHarnsay B YkpaiHi, KO BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0c06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnsgy (Bk/ouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
y PO3MilLieHHi MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT 32
hapmakoHarnsag B YkpaiHi. MponoHoBaHa pegakuis:
HasapeHko BikTopis IBaHiBHa. 3MiHA KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHKKA, BifNoBigabHOI 3a
thapmakoHarnag B YkpaiHi

3a
peyenmom

UA/8388/01/03

EYTUPOKC

Tabnetku no 100
MKT; Mo 25 TabneTok
y 6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KOpoOLyi

Mepk Xenckea
KraA

HimeyuunH
a

Mepk Xenckea KlraA

Higepnangu

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3MiHun | Tuny -
3MiHM LWo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy.
BBefeHHst a60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy (BBe4eHHs y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarnagy, 3MmiHa ynoBHOBaXkeHoi ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS dapMakoHarnsay; KOHTakTHOT

0cobu 3 chapmakoHarnsay 3asaBHUKa Asl 34iCHEHHS

3a
peuyenmom

UA/8388/01/04
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Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

Tabnetkn no 125

thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy (BKyatoum KOHTaKTHI AaHi) Ta/abo 3MiHn
y po3MilLleHHI MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKa, BiANOBIAA/ILHOT 3a
thapmakoHarnag B YkpaiHi. NponoHoBaHa pefakuis:
HazapeHko BikTopis IBaHiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOT 0CO6U 3asBHKKA, BifgnoBiganbHOI 3a
hapmakoHarnag B Ykpaini

nocsio4YeHHs

MKr; Nno 25 TabneTok
y 6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHIlA KOpooLi

Tabnetkn no 150

Mepk Xenckea Klr'aA

HigepnaHgu

BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis:3miHu | Tuny -
3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy (BBefieHHs y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, AKLWO BOHa BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnsgy (BK/ouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
y pO3MilLieHHi MacTep-thaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKa, BiAMNOBIAA/IbHOT 32
thapmakoHarnag B YkpaiHi. NponoHoBaHa peAakuis:
HasapeHko BikTopis IBaHiBHa. 3MiHA KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHKKA, BigNOBigabHOI 3a
hapmakoHarnsg, B Ykpaini

3a
peuyenmom

UA/8388/01/05

Ne Hassa
n/n JliKapcbKo20
3acoby
75. EYTUPOKC
76. EYTUPOKC
77. XAHIH®

MKr; o 25 TabneTok
y 6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KopoobLi

Mepk Xenckea Klr'aA

HigepnaHan

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny -
3MiHM WoAo 6e3nekn/edpekTBHOCTI Ta thapmakoHarnsgy.
BBefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
hapmakoHarnagy (BBeeHHs y3arasibHeHUX AaHnx npo
cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHO! 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS dapMakoHarnsay; KOHTakTHOT

0ocobu 3 chapmakoHarnsgy 3asaBHVKa 15 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (BkNoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MiLLleHHI MacTep-halina cuctemu papmakoHarnisgy) -
3MiHa KOHTaKTHOI 0co6u 3asiBHMKA, BiANOBIAa/IbHOT 3a
thapmakoHarnsag B YkpaiHi. MponoHoBaHa pegakuis:
HazapeHko BikTopis IBaHiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BiAnoBiganbHOI 3a
thapmakoHarnag B YkpaiHi

3a
peyenmom

UA/8388/01/06

TabneTkn, BKPUTI
060/10HKOHD; M0 21

Tabnetui y 6nictepi

3assBHUK KpaiHa
3asBHUKa
Mepk Xenckea | HimeuyunH
KraA a
Mepk Xenckea | HimeyunH

KraA a

Baviep Al HimeuumnH
a

Baviep Al', HimeuunHa
(nepBuHHa Ta

BTOPMHHA YNaKoBKa);

HimeuyunHa

BHECEHHS 3MiH A0 PeeECTpaLiiHNX MaTepiastiB:3miHu | Tuny -
BHECEHHS1 HE3HAYHMX 3MiH Y npouec BUpobHMUTBa AdI, a

3a
peyenmom

caMe- BBEEHHS 100ATKOBOIO LUIAXY CUHTE3Y «Bif

UA/5169/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3 KaJleHJapHo Baiiep Balimap Mv6X i CMPOBMHHOIO MaTepiasly atepocTeHgioHy (AD) (chitocTepuHu
LKanot; no 1 Ko. KI, HimeyunHa AK [Xepesio POC/IMHHUX CTepoiaiB) Ao AenbTas-
6nicTepy pasom 3 (NoBHWIA LyKN HopaHApocTeHAioHY (AenbTa5-NAD)
nanepoBum BMPOGHMLTBA)
MiLLIEYKOM B
KapTOHHIA nayui
78. SUTUTA® Tabnetku no 250 wmr; TOB YkpaiHa Brpo6HMLTBO KaHapa/ BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis:3miHu | Tuny - 3a UA/14061/01/01
no 120 TabneTok y "[I>KOHCOH | Hepo3hacoBaHOro ITania 3MiHW BHECEHO [0 IHCTPYKUIi 4158 MeANYHOro 3acToCyBaHHS peyenmom
thnakoHi; no 1 JXoHCOoH NPOAYKTY, NEpPBUHHA nikapcbKoro 3acoby Ao po3giny “MNobiyHi peakuii” BigNOBIAHO
chnakoHy B YkpaiHa" ynakoska: areoH 00 pekomeHaauin PRAC. BBeeHHS 3MiH NpOTArom 6-Tu
KapTOHHIlA KOpooLi IHK., KaHaga; MicALiB nicna 3aTBepaKeHHs
BTopuHHa ynakoBska,
BWMYCK cepii: AHCCeH-
Cinar C.n.A,, Itanis
79. IBYNPO®EH TabneTkun, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 40 peecTpavliinHmx maTepiauis:3miHu | Tuny - 6e3 UA/7108/01/01
060/10HKO10, Mo 200 "TexHonor" noJaHHA OHOBJIEHOrO cepTudpikara BianoBiAHOCTI peyenma
Mmr no 10 TabneTok y €poneiicbkili hapmakonei Ne R1-CEP 2002-099-Rev 06
6nictepax; no 10 ans A®l ibynpodheHy Bif BXe 3aTBEPAXXEHOr0 BUPOOHUKA
Tabnetok y 6nictepi; Hubei Granules-Biocause Pharmaceutical Co., Ltd., China,
no 5 6nictepis y SIKWIA 3MiHMB Ha3By Ha Hubei Biocause Heilen
naJui 3 KapTOHy; No Pharmaceutical Co., Ltd., China; 3miHu | TUny - nogaHHs
10 TabneTok y OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI €EBponenchkili
6nictepi; no 90 hapmakonei Ne R1-CEP 2000-087-Rev 03 ana Adl
6nicTepis y KOpobLi i6ynpodhery Big, BXe 3aTBepA)KeHoro BupobHrka BASF
3 KapTOHY Corporation, USA; 3MiHu | TUNy - NnogaHHA OHOBNEHOTO
cepTtudikaTa BigNoBigHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2002-099-Rev 07 ana A®l ibynpodheHy Big Bxe
3aTBepaxeHoro BupobHunka Hubei Biocause Heilen
Pharmaceutical Co., Ltd., China
80. IBY®DEH® cycneHsist opasibHa 3 | PapmaueBTuy Monbwa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3miHn | Tuny - 6e3 UA/14437/01/01
POPTE MaJIMHOBUM HWi1 3aBOf 3aBog, "MOJIbAAPMA" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
apomartom, rno 200 "TMONb®APM C.A. Biggin MepaHa B afipecy MicLs NpoBaKeHHs Ais/IbHOCTI
mr/5 mn no 40 abo A" C.A. Cepaggsi BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
no 100 mny BK/IOYA0UM OiNbHUL BUMYCKY cepii abo Mmicle npoBeaeHHst
thnakoHi; no 1 KOHTPOIO AKOCTI. (AiANbHICTb, 3a Ky BifnoBsifae
onakoHy 3i BMPOGHMK/IMMOpPTEp, BK/IOYAOUN BUMYCK Cepili) 3MiHa Ha3Bu
LUNpULOM- BMpOGHUKa 13, 6e3 3MiHN MicLA BUPOGHMLTBA: 3MiHK
[103aTOpOM y BHeCeHi B IHCTPYKLIit0 4151 MEAUYHOTO 3aCTOCYBaHHS
KapTOHHI KOpoOLyi niKapcbKoro 3acoby y po3ain "Bupo6bHuK" 3 BignoBigH1NMn
3MiHaMK B TEKCTi MapKyBaHHSA ynakoBOK. BBefieHHsA 3MiH
npoTArom 6-T1 MiCALIB MiCNa 3aTBEPAKEHHS.
81. IBY®EH® cycneHsis opasibHa 3 | PapmaueBTny Monbwa dapmauleBTUYHNI Monbwa BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 UA/12829/02/01
POPTE NOMTYHUYHUM HWi1 3aBOf 3aBog, "MOJIbOAPMA" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenma
apomarom, rno 200 "MONb®APM C.A. Biggin MepaHa B afpecy MicLsA NpoBaKeHHS Ais/IbHOCTI
mr/5 mn; no 40 a6o A"C.A. Cepagai BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
no 100 mny BK/IIOYA0UM [iNbHULi BUMNYCKY cepii abo MicLe npoBefeHHs
thnakoHi; no 1 KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky BiAnoBigae
doNakoHy 3i BMPO6HUK/iMIopTep, BKIKYAKUM BUMYCK Cepili) 3MiHa Ha3Bu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
LUINPULLOM- BMPO6HUKa 13, 6e3 3MiHN MicLA BUPOGHMLTBA: 3MiHM
[03aTopom y BHeCeHi B IHCTPYKLIilO A58 MeAnYHOro 3acToCyBaHHA
KapTOHHIlA KOpO6L nikapcbKoro 3acoby y po3gin "BupobHuK" 3 BignoBsigHUMM
3MiHaMK B TEKCTi MapKyBaHHS ynakoBOK. BBefjeHHs 3MiH
NPOTArom 6-Tv MicALiB NiCAs 3aTBEPAXKEHHS.
82. IBY®EH® Kancysm m'siki no PapmaneBTny Monsbuwa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | Tuny - 6e3 UA/12829/01/01
FOHIOP 200 wmr; no 10 HWA 3aBOA 3aBog, "MOJIb®APMA" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
Kancyn y énictepi; "MONb®APM C.A. Bigain MegaHa B agpecu Micus NpoBaMKEHHS AisiSIbHOCTI
no 1 a6o 2 6nictepn A" C.A. Cepaggsi BUPOGHMKa/iMnopTepa roToBOro JlikapCcbkoro 3acoby,
Y KapTOHHIli kopobLi BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SiKy BiAnosigae
BMPOGHUK/IMNIOPTEp, BK/IOYAKOYM BUMYCK Cepill) 3MiHa Ha3BuK
BMpO6HUKa 13, 6e3 3MiHN MicLA BUPOGHMLTBA: 3MiHM
BHeCeHi B IHCTPYKLIilO AN MeAMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby y po3ain "BupobHuk" 3 BignoBigH1Muy
3MiHaMK B TEKCTi MapKyBaHHS ynakoBOK. BBefjeHHs 3MiH
NPOTArom 6-Tv MicALiB NicAs 3aTBEPAXKEHHS.
83. IBIKAPA® A Tabnetkn no 40 mr/5 | OPTAHOCWH OAE EBepTogxeH Maiid IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasliB:3MiHN 3 SKOCTI. 3a UA/16928/01/01
Mr; no 7 TabneTok B NAN®CAEHC CaeHcu3 Jlimites [oTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOrO NiKapCbKoro peyenmom
IOMIHIEBOMY N3 (E® 3ET I) 3acoby. 3miHa y meTogax BUNpobyBaHHs roTOBOro

6nictepi, no 2 abo 4
6nictepu y
KapTOHHIlA KopooLi

nikapcbKoro 3acoby (iHWi 3MiHM y meTogax BUnpobyBaHb
(BKTHOYAOUM 3aMiHy ab0 JONOBHEHHS)); CYMyTHA 3MiHa:
3MiHK 3 IKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /likapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby; cynyTHs 3MiHa: 3MiHM 3 AKOCTi. FOToBWMiA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby.
3miHa napameTpiB cneumdikauin Ta/abo fonycTuMmnx Mex
roTOBOrO NikapCbKOro 3acoby; CynyTHS 3MiHa:
3MiHM 3 KOCTi. F0TOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneuudikaLin Ta/abo AoNyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHM 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTrO NiKapCbKOro 3acoby.
3MmiHa y MeTogax BUNpobyBaHHsA rOTOBOTO /iKapCbKoro
3aco6y (iHWi 3MiHM Yy MeTofax BUnpobysaHb (BKkIH0Haoun
3aMiHy abo AOMOBHEHHS)); CYNyTHSA 3MiHa: 3MiHM 3 SKOCTI.
[oTOBMIA NikapcbKuii 3aci6. KOHTPOsIb TOTOBOTO liKapcbKoro
3acoby. 3miHa y MmeTogax BMNpobyBaHHS rOTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BKOYAKOYM 3aMiHy a60 [ONOBHEHHS))
3amiHa meToaukm 3a N. «KisibkicHe BU3HAYEHHS» BMICTY
Litounx pevyoBuH TenmicaptaHy T1a AMaoauniHy (OHOB/IEHHSA
nepegbayae po3aineHHs Ha ABi OKpeMi METOAUKN AN
KOXHOIT f1il040i pe4yoBMHW, TOAI AK 3aTBEpAKeHa MeToamka
nepefo6ayae cnifibHe BU3HAYEHHS fjl0UnX peyoBUH
TenmicaptaHy Ta AMI0AUNIHY). Y 3B'A3KY 3i 3MiHOLO Y
MEeTOoAax KOHTPOS0 AKOCTi TecTy «KisibKicHe BU3HAUYEHHS»,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

HeoOXiHi pefakuiiHi MpaBku LWOAO0 PO3AiNEHHS AAHOr0o
nokasHuka Ta NpMBeAeHHs KpUTepiiB NPUAHATHOCTI Ans
KOXHOr0 KOMMOHEHTY OKpeMO Yy cneumdikaLii. Y 38'a3ky 3
TUM, WO TecT «laeHTudikaLis» NPoBOANTLCSA 3a TUX CaMmx
yMoBaXx, Lo i TeCT Ha «KinbkicHe BU3HaYeHHs», HeobXigHa
nocnigoBHa 3MiHa y MeTofax KOHTPOI SIKOCTi NOKa3HUKa
«laeHTudikaulis». Y 3B’A3Ky 3i 3MiHOI0 y METOAAX KOHTPOSIO
SIKOCTi TecTy «laeHTudikauisi», HeoOXiaHI pefakLiliHi npaBkn
LLIOAO PO3AiNEeHHA AaHOro NokasHUka Ta npuBeAeHHs
KpUTEPIiB NPUAHATHOCTI A1 KOXKHOrO KOMMOHEHTY OKPemo y
crneundikavii. ¥ 3B’A3Ky 3 TUM, WO TecT «OAHOPIgHICTb
[1030BaHVX OAVHWLb» MPOBOAMTLCA 3@ TUX CaMUX YMOBaX,
O i TecT Ha «KinbKicHe BM3HaYeHHs», HeobxigHa
nocnifoBHa 3miHa y MeTofax KOHTPOJIH0 AKOCTi MOKa3HuKa
«O[HOPIAHICTL A030BaHUX OAMHULL». Y 3B'A3KY 3i 3MIHOK Y
MeTOoAax KOHTPOJI0 SIKOCTi TecTy «OAHOPIAHICTb [030BaHUX
O4VHWLb», HEOOXIAHI pefaKLiiiHi NpaBKX LWOA0 PO3AiNeHHs
[aHOro NnokasHWKa Ta NpYBeAEeHHs KpUTEepIiB NPUAHATHOCTI
L1151 KOXXHOTO KOMMOHEHTY OKpeMO Y crieuudikavii, a Takox
NPONOHYETLCA NPUBECTM DOPMYIOBaHHSA KpUTEPITB
NPUAHATHOCTI BIAMOBIAHO A0 3arasbHoi cTaTTi 2.9.40 EP.
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA rOTOBOrO J1iKapCbKOro 3acoby (He3HauHa
3MiHa y 3aTBEpKEeHNX MeTofax BUNPOo6yBaHHS) -
YTOYHEHHS ONWCY NPUrOTYBaHHSA BUNPO6OBYBAHOTrO PO3UUHY
B METOAMLi BUNPO60BYBaHHSA 3a M. «CynpoBigHI AOMILLKN»
4N 060X AjH0UNX PEYOBMH, a CaMe B HaBeAEeHHI HaBaxKKu
NS NPUroTyBaHHS BUNPO6GOBYBAHOIO PO34MHY

84.

IBIKAPA® A

Tabnetku no 40
mr/10 mr; no 7
Tabnetok B
antoMiHiEBOMY
6nicTepi, no 2 abo 4
6nictepu y
KapTOHHI Kopobui

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTogxeH Maiid
CaeHcus flimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiasliB:3MiHN 3 AKOCTI.
oTOBMIA Nikapcbkuii 3aci6. KOHTPOsb rOTOBOrO NikapcbKoro
3acoby. 3miHa y meTofax BUNpobyBaHHs roTOBOro
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax BunpobysaHb
(BK/THOYAOUM 3aMiHy @60 JONOBHEHHS)); CYMYyTHSA 3MiHa:
3MiHK 3 SIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JlikapCbkoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo AONYCTUMKX MEX rOTOBOrO
NiKapcbKoro 3acoby; CynyTHS 3MiHa: 3MiHM 3 AKOCTi. [0TOBWMiA
nikapcbknii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo [onycTMMmnX Mex
roTOBOrO NikapcbKoro 3acoby; CynyTHS 3MiHa:
3MiHM 3 iKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneuudgikaLin Ta/abo AONYyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHM 3 KOCTi. FoTOBUIA
nikapcbknii 3aci6. KOHTpob roTOBOrO NikapCbKoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHsA roTOBOTO M1ikapCbKoro

3a
peyermom

UA/16928/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3aco6y (iHWi 3MiHM Yy MeTodax BUNpobyBaHb (BK/IH0HAKUN
3aMiHy ab0 AOMOBHEHHS)); CYNyTHS 3MiHa: 3MiHM 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb TOTOBOrO NliKapcbKOro
3acoby. 3miHa y MeToax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3aco6y (iHWi 3MiHM y MeToax BUNpoGyBaHb
(BKNtOYaKOUN 3aMiHy abo [ONMOBHEHHS))
3amiHa meToamkm 3a n. «KinbkicHe BU3HA4YeHHs» BMICTY
Litounx pevyoBuH TenmicaptaHy Ta AMaoauniHy (OHOBIEHHS
nepegb6ayae po3gifieHHa Ha [Bi OKpeMi METOAVKV ANs
KOXHOI 1il040i pe4oBMHM, TOAI K 3aTBEpPAKEHA MeToAMKa
nepef6ayae cnifibHe BU3HAYEHHS Ajl0UnX PeYOBUH
TenmicapTaHy Ta AMIoauniHy). Y 38’A3Ky 3i 3MIHO Y
MeToAax KOHTPOJ0 SIKOCTi TecTy «KinbKiCHe BU3HAYEHHS»,
HeoOXifHi pefakuiiHi NpaBKu LWOA0 PO3AiNEHHS AAHOT0
nokasHuKa Ta NpUBEAEHHSA KpUTEpIiiB NPUIAHATHOCTI Ans
KOXXHOTO KOMMOHEHTY OKpeMo Yy creuudikauii. Y 38’a3ky 3
TUM, WO TecT «laeHTudpikalis» NPoBOANUTLCS 3a TUX CaMmX
ymoBax, Lo i TecT Ha «KinbKicHe BU3HaYeHHS», HeobxigHa
nocnifoBHa 3miHa y MeTofiax KOHTPOJIH0 AKOCTI MOKa3HMKa
«lgeHTudikauis». Y 38’a3ky 3i 3MiHOIO Y MeTOoAax KOHTPO/I0
AKOCTi TEeCTY «laeHTudikauis», HeobXigHI peaakLiiiHi npaBkn
LLIOA0 PO3AiINEHHA [JAaHOT0 NOKa3HUKa Ta NPUBELEHHS
KpUTEPIiB NPUIAHATHOCTI A/151 KOXKHOrO KOMMOHEHTY OKpemo y
cneuudikaLii. Y 38’a3ky 3 TUM, WO TecT «O4HOPIAHICTb
[1030BaHVX OAVHWLb» MPOBOAMTLCA 3@ TUX CaMUX YMOBaXx,
Lo i TecT Ha «KiflbKiCHe BU3HAYEHH:», HeobXiaHa
nocnigoBHa 3MiHa y MeToax KOHTPOIHO SIKOCTi NOKa3HUKa
«OHOPIAHICTb 1030BaHNX OAMHULbY. Y 3B’A3KY 3i 3MIHOK Y
MeToAax KOHTPOJIO SKOCTi TeCcTy «OA4HOPIAHICTb A030BaHMX
OMHULLb», HEOOXIAHI pefakLiiiHi NpaBKu LWOAO PO3AINEHHS
[aHOro nokasHuka Ta NpuBeAeHHs KpUTepiiB NPUAHATHOCTI
[NS KOXHOTO KOMMOHEHTY OKpeMO Y crieuudikavii, a Takox
MPONOHYETLCHA NPUBECTU HOPMY/IHOBAHHS KpUTEPIiB
NPUIAHATHOCTI BiAMOBIAHO A0 3arasbHoi cTaTTi 2.9.40 EP.
3MiHK 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO JliKapcbKoro 3acoby (HesHavyHa
3MiHa y 3aTBepIXEHNX MeToAax BUNpPoOyBaHHS) -
YTOYHEHHSI OMUCY NPUrOTyBaHHS BUNPO6GOBYBAHOTO PO3UNHY
B METOAVLi BUNPO6GOBYBaHHS 3a M. «CynpoBigHI AOMILLKN»
Ans 060X AjiloYnX PEeYOBYUH, a caMe B HaBeeHHi HaBaXKu
0N NPUroTyBaHHS BUNPO60BYBAHOTO PO34nHY. PefakuiliHi
npaBkun 3a MoKasHWKOM «laeHTudikauis» metogqom C® -
KOperyBaHHS 3a3HayeHHs KilbKOCTi Ajto40i Pe4OBWHM
AmMnoguniHy BiANOBIAHO [0 B3ATOI HABaXKKM amMIoAuNiHY
6ecunaty An1a NpUroTyBaHHS PO34NHY MOPIBHAHHSA

85.

IBIKAPA® A

Tabnetkn no 80 mr/5

OPIrAHOCVH

OAE

EBepTomxeH flaiid

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHuX MaTepiasiB:3MiHM 3 SKOCTI.

3a

UA/16928/01/03




44

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Mr; no 7 TabneTok B NAN®CAEHC CaeHcua flimiteq, [oToBMIA Nikapcbkuii 3aci6. KOHTPOsb rOTOBOrO Nikapcbkoro peyenmom
aNOMIHIEBOMY N3 (E® 3ET I) 3acoby. 3miHa y meTofax BUNpobyBaHHSA roTOBOro

6nictepi, no 2 a6o 4
6nictepu y
KapTOHHIlA KopooLi

nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax BunpobysaHb
(BK/THOYAtOUM 3aMiHy @60 JOMOBHEHHS)); CYMYyTHSA 3MiHa:
3MiHK 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JliKapCcbkoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nNikapcbKoro 3acoby; cynyTHSA 3MiHa: 3MiHM 3 AKOCTi. [0ToBWMiA
nikapcbkuii 3aci6. KOHTPO/b rOTOBOTrO MiKapCbKOro 3acoby.
3miHa napameTpiB cneumdikauin Ta/abo [onycTumMmnx Mex
roTOBOrO NikapcbKoro 3acoby; CynyTHS 3MiHa:
3MiHK 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KoHTposib
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneuudikauin Ta/abo AONYyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby; CynyTHs 3MiHa: 3MiHM 3 AKOCTi. FOToBWiA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NikKapCbKoro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHA roTOBOrO MiKapCbKoro
3aco6y (iHWi 3MiHM Yy MeTofax BUnpobysaHb (BKIH0Haoun
3aMiHy ab0 AOMOBHEHHS)); CYNyTHSA 3MiHa: 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO liKapcbKoro
3acoby. 3miHa y MeTogax BMNpobyBaHHs rOTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeTogax BUNpobyBaHb
(BKIKOYAKOYM 3aMiHy a60 [JONOBHEHHS))
3amiHa meToaukm 3a n. «KisibkicHe BU3HAYEHHS» BMICTY
Aitounx pevoBunH TenmicaptaHy Ta AMioavniHy (OHOB/IEHHS
nepeab6ayae po3aifieHHsa Ha [iBi OKpeEMi METOAVKN ANs
KOXHOI 1il040i pe4yoBUHW, TOAI AK 3aTBEpKEHa MeToamka
nepeg6ayae cnifibHe BU3HAYEHHS fil0UnX PeYoBUH
TenmicaptaHy Ta AMI0AUNIHY). Y 3B'A3KY 3i 3MiHOIO Y
MeToAax KOHTPOJO AKOCTi TeCcTy «KislbKicHe BU3HAUYEHHS»,
HeoOXiHi pefakuiiHi MpaBku LWOAO0 PO3AiNIEHHS AAHOr0o
nokasHuka Ta NpMBeAeHHs KpUTepIiiB NPUAHATHOCTI Ans
KOXHOr0 KOMMOHEHTY OKpeMO Y cneumdikavii. Y 38’a3ky 3
TUM, WO TecT «laeHTudikaLis» NPoBOANTLCSA 3a TUX CaMmx
yMoBaXx, Lo i TeCT Ha «KinbkicHe BU3HaYeHHS», HeobXigHa
nocnigoBHa 3MiHa y MeToax KOHTPOIHO SIKOCTi NOKa3HUKa
«laeHTudikauis». Y 3B’A3Ky 3i 3MiHOI0 y METOAAX KOHTPOSIO
SIKOCTi TecTy «laeHTudikaLisi», Heo6XiaHI pefakLiliHi npaBkn
LLIOAO PO3AiNEHHA AaHOro NokasHUka Ta NpuBeAeHHs
KpUTEPIiB NPUAHATHOCTI A1 KOXKHOrO KOMMOHEHTY OKPeMo y
crneundikavii. ¥ 3B’A3Ky 3 TUM, L0 TecT «OAHOPIgHICTb
[1030BaHVX OAVHWLb» MPOBOAUTLCA 3@ TUX CaMUX YMOBaX,
O i TecT Ha «KinbKicHe BM3HaYeHHs», HeobxigHa
nocnifoBHa 3miHa y MeTofax KOHTPOJIH0 AKOCTI MoKasHuKa
«O[HOPIAHICTL A030BaHUX OAMHULL». Y 3B'A3KY 3i 3MiHOK Y
MeTOoAax KOHTPOJI0 SIKOCTi TecTy «OAHOPIAHICTb [030BaHUX
O4VHWLb», HEOOXIAHI pefaKLiiiHi NpaBKKX LWOA0 PO3aiNeHHs
[aHOr0 NoKa3HWKa Ta NpYBeAEeHHS KpUTEpIiB NPUAHSATHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

L1151 KOXXHOTO KOMMOHEHTY OKpeMO Y crieuudikauii, a Takox
NPONOHYETLCA NPUBECTM DOPMYIOBaHHSA KpUTEPITB
NPUAHATHOCTI BIAMOBIAHO A0 3arasbHoi cTatTi 2.9.40 EP.
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA rOTOBOrO J1iKapCbKOro 3acoby (He3HauHa
3MiHa y 3aTBEpKEeHNX MeTofax BUNPOo6yBaHHS) -
YTOYHEHHS ONWCY NPUrOTYBaHHSA BUNPO6OBYBAHOTrO PO3UUHY
B METOAMLi BUNPO60BYBaHHSA 3a M. «CynpoBigHI AOMILLKN»
4N 060X AjH0UNX PEYOBMH, a CaMe B HaBeAEeHHI HaBaxKKu
NS NpUroTyBaHHS BUNPO6GOBYBAHOIO PO34MHY

86.

IBIKAPA® A

Tabnetkn no 80
mr/10 mr; no 7
Tabnetok B
antoMiHiEBOMY
6nicTepi, no 2 abo 4
6nictepu y
KapTOHHI Kopobui

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTogxeH Maiid
CaeHcus flimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasliB:3MiHN 3 AKOCTI.
oTOBMIA Nikapcbkuii 3aci6. KOHTPOsb rOTOBOrO NikapcbKoro
3acoby. 3miHa y meTofax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax BunpobysaHb
(BKTHOYAtOUM 3aMiHy @60 JONOBHEHHS)); CYMYyTHSA 3MiHa:
3MiHK 3 SIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JlikapCbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX rOTOBOro
NiKapcbKoro 3acoby; CynyTHS 3MiHa: 3MiHM 3 AKOCTi. [0TOBWMiA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo [onycTuMmnx Mex
roTOBOrO NikapcbKoro 3acoby; CynyTHS 3MiHa:
3MiHM 3 iKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneumdgikaLin Ta/abo AONYCTUMUX MEX FTOTOBOrO
NiKapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHM 3 AKOCTi. FoTOBUIA
nikapcbknii 3aci6. KOHTpob roTOBOrO NikapCbKoro 3acoby.
3MmiHa y MeTogax BUNpobyBaHHA roTOBOTO /iKapCbKoro
3aco6y (iHWi 3MiHM Yy MeTogax BUnpobysaHb (BKk/IHOHaoun
3aMiHy abo AOMOBHEHHS)); CYNyTHSA 3MiHa: 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOTrO liKapcbKoro
3acoby. 3miHa y MeTogax BMNpobyBaHHS rOTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeTogax BUNpobyBaHb
(BK/IKOYAKOYM 3aMiHy a60 [ONOBHEHHS))
3amiHa meToaukm 3a n. «KisibkicHe BU3HAYEHHS» BMICTY
Aitounx pevoBuH TenmicaptaHy Ta AMioavniHy (OHOB/IEHHS
nepenbayae posaineHHs Ha ABi OKpeMi METOAMKN AN
KOXHOI 1il040i pe4yoBMHM, TOAI SK 3aTBEpKEHa MeToamKa
nepeg6ayae cnifibHe BU3HAYEHHS fjloUnX PeYoBUH
TenmicaptaHy Ta AMI0AUNIHY). Y 3B'A3KY 3i 3MiHOIO Y
MeToAax KOHTPOSO AKOCTi TecTy «KislbKicHe BU3HAUYEHHS»,
HeoOXifHi pefakuiiHi NpaBKu LWOA0 PO3AiNEHHS AAHOr0
nokasHuka Ta NpMBeAeHH KpUTepIiiB NPUAHATHOCTI Ans
KOXXHOrO KOMMOHEHTY OKpPeMO Y cneumdikavii. Y 38'3ky 3
TUM, WO TecT «laeHTudikaLis» NPOBOANTLCA 3a TUX CaMmX
ymoBax, WO i TecT Ha «KifibkicHe BU3HaYeHHs», HeobxigHa

3a
peyermom

UA/16928/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nocnifoBHa 3miHa y MeTofiax KOHTPOJIH0 AKOCTI MOKa3HMKa
«lgeHTudikauis». Y 38’a3ky 3i 3MiHOIO Y MeTOoAax KOHTPO/I0
AKOCTi TEeCTY «laeHTudikauis», HeobXigHI peaakLiiiHi npaBkn
LLIOA0 PO3AiINEHHA [JAaHOT0 NOKa3HUKa Ta NPUBELEHHS
KpUTEPIiB NPUIAHATHOCTI A/151 KOXKHOrO KOMMOHEHTY OKpemo y
cneuudikaLii. Y 38’a3ky 3 TUM, WO TecT «O4HOPIAHICTb
[1030BaHVX OAVHWLb» MPOBOAMTLCA 3@ TUX CaMUX YMOBaXx,
Lo i TecT Ha «KiflbKiCHe BU3HAYEHH:», HeobXiaHa
nocnigoBHa 3MiHa y MeToax KOHTPOIHO SKOCTi NOKa3HUKa
«OHOPIAHICTb 1030BaHNX OAMHULbY. Y 3B’A3KY 3i 3MIHOK Y
MeToAax KOHTPOSO SIKOCTi TecTy «OAHOPIAHICTb J030BaHUX
OMHULLb», HEOOXIAHI pefakLiiiHi NpaBky LLOAO PO3AINEHHS
[aHOro nokasHuka Ta NpuBeAeHHs KpUTepiiB NPUAHATHOCTI
[NS KOXXHOTO KOMMOHEHTY OKPeMO Y crieuudikav,ii, a Takox
MPONOHYETLCHA NPUBECTU HOPMY/IHOBAHHS KpUTEPIiB
NPUIAHATHOCTI BiAMOBIAHO A0 3arasibHoi cTaTTi 2.9.40 EP.
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO JlikapcbKoro 3acoby (HesHavyHa
3MiHa y 3aTBepIXEHNX MeToAax BUNpPoOyBaHHS) -
YTOYHEHHSI ONWCY NPUrOTYBaHHSA BUNPOGOBYBAHOIO PO3UUHY
B METOAMLi BUNPO6GOBYBaHHS 3a M. «CynpoBigHI AOMILLKN»
Ans 060X Ajilo4nX PEeYOBYUH, a caMe B HaBeeHHi HaBaKu
0N NPUroTyBaHHSA BUNPO60BYBAHOTO PO34nHY. PefakuiliHi
npaBkun 3a MoKasHWKOM «laeHTudikauis» metogqom C® -
KOperyBaHHS 3a3HayeHHs KilbKOCTi Ajto40i PeHOBWHM
AmMnoguniHy BiANOBIAHO [0 B3ATOI HABaXKKM aMI0AuNiHY
6ecunaty An1a NpUroTyBaHHS PO34NHY MOPIBHAHHSA

87.

IBIKNIH

KOHLleHTpaT Ans
Opa/IbHOTO PO3YMHY;
6113bko 176 mn
KOHLieHTpaTy Ans
OpasIbHOTO PO3YNHY
y NASAWLj; no 2
NASLKN Y KOMNEKTI
3 0HUM
CTakaH4MKoM 3
MipHOI0 NiHieto, y
KapTOHHI Kopoobui

INCEH
KOHCbIOME
P XEJICKEA,

akuioHepHe

TOBapUCTBO

CMpOLLIEHOro
™mny

®paHuin

BO®YP INCEH
IHOYCTPI

®paHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny -
3MiHM WoAo 6e3nekun/ehpekTBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux npo
cuctemy chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnagy (BknoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y pO3MiLLieHHI MacTep-halina cuctemu papmakoHarnisgy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNKKa, BignoBiganbHOT 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis: [A-p ®paxcya CinnaH / Dr.
Francoise Sillan. 3miHa KOHTaKTHVX AaHNX YNOBHOBaXXEHOT
ocobw, BignoBigabHOT 3a chapmakoHarnsag

3a
peyenmom

UA/14703/01/01

88.

IKEPBUC®

Kpansi OuHi,
emynbceis, 1 mr/mn;

CaHTeH AT

PiHNAHAIA

Brpo6HMUTBO,
KOHTPO/Ib AKOCTI,

®paHuis/

DiHngHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BUy4eHHs1 BUpO6HMYOT AiNbHULL

3a
peyenmom

UA/17100/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ne 30 (5x6): no 0,3 nepBUHHE Ta (Brtovaroum ginbHuui ans A®|, npoMixxHOro NpoaykTy abo
M B THOOUK- BTOPWHHE MakKyBaHHS: roTOBOrO fiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
KpanenbHuui ans EKCEJIbBIXEH, nakyBaHHs1, BUPOGHWKA, BiANOBIAAIbHOMO 3a BUMYCK Cepil,
OHOKPATHOro ®paHujs; MicLie NpoBeAEHHS KOHTPOJIO cepi) abo nocTayvasibHMKa
3aCToCyBaHHs; Mo 5 Bunyck cepii: CaHTeH BMXiHOTO MaTepiany, peareHTy abo AONOMiXHOI pe4OBUHU
TIOOWK-KpanenbHULb AT, ®iHNAHAIS; (AKLLLO 3a3HAYEHO Y [0CbE) - BUYyYEHHS dYHKLT BUMYCKY
y namiHoBaHOMy BTOpuHHE nakyBaHHs: cepii AN BUPO6HMYOI AinbHULi EkcenbBixeH, dpaHuis.
aNOMiIHIEBOMY CEPBIMAK, ®paHuis 3MiHM BHECEHO B IHCTPYKLiO A1 MeAUYHOro 3aCTOCyBaHHS
nakeTi; No 6 nakeTis LLIOA0 BUYYEHHS OAHOTO 3 BUPOGHWKIB, Bi4NOBIgabHNX 3a
Y KapTOHHIli kopoobLi BWMNYCK Cepii 3 BiANOBIAHUMM 3MiHAMMW Y TEKCTi MapKyBaHHS
ynakoBKM NikapCcbKoro 3acoby. BeeAeHHs 3MiH NnpoTsarom 6-
TV MicsiLiB Nicns 3aTBEpAKEHHS
89. IHBAH3® niodpinizat gns Mepk Wapn i LLisefiuapi Mepk Wapn i Joym HigepnaHgu BHECEHHS 3MiH [0 peecTpaviinHmx maTepiasis:3miHu | Tuny - 3a UA/9179/01/01
PO34UHY ON15 iH'EKLIA Ooym |IAEA A B.B., Higepnanaun | ®paHuin 3MiHU 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTpob peyenmom
no 1r, 1 cknsHuin m6X (BTOpWHHE NakyBaHHS rOTOBOrO JIiKAPCbKOro 3acoby - OHOBJ/IEHHS BXE
h/1aKOH Y KapTOHHIiA (anbTepHaTuBHWIA 3aTBEPKEHUX METOAIB KOHTpOsto skocTi /13, a came
Kopobui BMpo6HUK)); PAPEBA BUKNAAEHHA TEKCTY AepXXaBHOK MOBOH 3rifHO CyHacHUX
Mipabenb, ®paHuisa BMMOT
(Hepo3dhacoBaHa
NPOAYKLisi, NepBUHHE
nakyBaHHSs!, BTOPUHHE
nakyBaHHS!, KOHTPO/Tb
Ta BMNycCK cepii)
90. IHCTI rpaHynn no 5,6 r 8 Xep6ioH MakncTtaH XepbioH MakncTaH MaknctaH BHECEHHS 3MiH A0 pPeeCcTpaLiiHNX MaTepiasiB:3miHu | Tuny - 6e3 UA/9038/01/01
calle-nakerti; no 5 MakncTtaH MpaiiBeT JlimiTeq, 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenma
a6o no 10 cauwe- Mpaviset BBeeHHst a60 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
nakeTiB y KAPTOHHIl Nimiteq hapMakoHarnagy (BBeAEHHS y3araslbHEHUX AaHMX NPO
Kopoo6Li cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHoi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUKa 415 34iACHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLLleHHI MacTep-halina cuctemy hapMakoHarnisay) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYVKA, BigNoBigabHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuisa: A-p Idppax XacaH. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXEHO! 0co6u, BiANOBiAa1bLHOI 3a
hapmakoHarnag,.
3MiHa KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi. MponoHoBaHa pegakuis: Ani
Wax Amapxag,.
3MiHa KOHTaKTHMX AaHNUX KOHTaKTHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsg, B YkpaiHi
91. IHCTI ANA rpaHynn no 3,51 B XepbioH MakncTtaH XepbioH MakncTaH MaknctaH BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3miHu | Tuny - 6e3 UA/11809/01/01
DITEN calle-nakerti; no 5 MakncTtaH MpaiiBeT JlimiTepq, 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnaay. peyenma
calle-nakeTis B Mpaviset BBefieHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHWX NMpo cucTemy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KapTOHHI KopoobLi

NimiTeq

chapmakoHarnsgy (BBefieHHs y3araslbHeHUX faHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BiNOBIaNbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cob6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iIACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXeHOI 0c0obM, BiANOBIAa/IbHOT 3a 34iCHEHHS
thapmakoHarnsgy (BkIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MilLleHHI MacTep-halina cuctemu papmMakoHarnisay) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg,.
MponoHoBaHa pepakuisa: O-p Ippax XacaH. 3miHa
KOHTaKTHUX AaHuX YNOBHOB&XEHOI 0Co6M, BiANOBIAA/ILHOI 3a
hapmakoHarnsg,.
3MiHa KOHTaKTHOI 0Co6M 3as1BHYVKA, BifnoBigabHOI 3a
thapmakoHarnag B Ykpaini. NMponoHosaHa pegakuis: Ani
Wax Amaxag,
3MiHa KOHTaKTHUX OaHNX KOHTaKTHOI 0CO6U 3asiBHIIKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B Ykpaii

92,

IHCTI 3I
CMAKOM
NMMOHA

rpaHynun, no 56 ry
calle-naketi; no 5
abo 10 caue-
nakeTiB y KapTOHHIi
Kopobui

XepbioH
MakucraH
MpaiiseT
Nimiten

MakncTtaH

XepbioH MakuctaH
MpaiiBeT JlimiTepq,

MakncTtaH

BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis:3miHu | Tuny -
3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy.
BeefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
chapmakoHarnsgy (BBefleHHs y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA ddapMmakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iACHEHHS
thapMakoHarnsagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
thapmakoHarnagy (Bkouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
y pO3MilLieHHi MacTep-thaiina cuctemu hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHYKA, BifnoBigasbHOI 3a
hapmakoHarnsg,.

MponoHoBaHa pepakuis: O-p Ippax XacaH. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0Co6M, BiANOBIAA/IbHOI 3a
hapmakoHarnag,.
3MiHa KOHTaKTHOI 0Cco6M 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag B Ykpaini. NMponoHosaHa pegakuis: Ani
Wax Amaxag,
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0CO6M 3asiBHMKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi

6e3
peyenma

UA/9042/01/01

93.

IHTENNAH

kancynu, no 20 a6o
no 60 kancyny
donakoHi; no 1
dhnakoHy B
KapTOHHIlA KopooLi

XepbioH
MakucraH
MpaiiseT
Nimiteq

MakncTtaH

XepbioH MakuctaH
MpaiieT fimiTepq,

MakncTtaH

BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3MiHu | Tuny -
3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
chapmakoHarnsgy (BBeleHHs y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
0co6u 3 chapmakoHarnagy 3asBHuKa A5 34iNCHEHHSA

6e3
peyenma

UA/2009/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy (BKyatoum KOHTaKTHI AaHi) Ta/abo 3MiHn
y po3MilLleHHI MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa YNOBHOBaXEHOT 0CO6U 3aABHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: [-p Ihpax XacaH. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXeHOT 0cobu, BiANOBiAa1bHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBiga/ibHOI 3a
hapmakoHarnsag B YkpaiHi. MponoHoBaHa pegakuis: Ani
Wax Amaxaa,.
3MiHa KOHTaKTHWX AaHNX KOHTaKTHOI 0CO6W 3asiBHMKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsg, B YkpaiHi
94. IHOAHPUKC cycneHsis (DTPa- nakcoCwmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH A0 pPEeECTpaLiiHNX MaTepiastiB:3miHu | Tuny - 3a UA/16235/01/01
FEKCA™/INF | HBV-IPV) gns AiH ExkcnopT BpuTaHis Bionogxikans C.A. nepernag MeTo4y aHaslizy Ta KpuTepito npuitHATHOCTI pulling peyenmom
ANRIX iH’exuii no 0,5 mn (1 Nimiteq test ansa koBnavka 13 mm vial flip-off cups ana npuBeaeHHs
HEXA™ [03a) Ta niodinizart y BignoBigHicTb fo 1ISO 8362-6 “Injection containers and
KOMBIHOBA | (Hib); 1 nonepegHb0 accessories - Part 6: Caps made of aluminium-plastics
HA HanoBHeHU combinations for injection vials”
BAKLUMHA 0/jHOpPa30Buii
ansa wnpuy, (no 0,5 mn (1
MPO®INTAKT [03a)) Y KOMMEeKTi 3
KN ABoMa ronkamu Ta
ANODTEPII, chnakoH 3
NMPABLSA, niocpinizatom (Hib)
KALUMHOKY ona 1 nosu, wo
(ALENMONAP | 3miwyoTbCcsa Nepeg,
HUA BUKOPUCTAHHAM; NO
KOMMOHEHT | 1 a6o no 10
), FENATUTY NNacTUKOBUX
B, KOHTeliHepiB y
noniomMien KapTOHHI Kopobui
TY TA
3AXBOPIOB
AHb,
3bYAHUKOM
AKNX €
HAEMOPHIL
us
INFLUENZAE
Tnny B
95. KETUNENT® TabneTku, BKpUTI 3AT YropwyHa | 3AT dapmaueBTUYHWIA YropwmHa/ BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3MiHu | Tuny - 3a UA/8157/02/01
PETAP/ 060/10HKOI0, dapmaLeBTuy 3aBop, ETIC, peuis noAaHHs HOBOro cepTudpikaTa BiANoBigHOCTI EBponechkili peyenmom
MPOJIOHroBaHoOI fji HWi1 3aBOf YropLumHa (Bunyck thapmakonei Ne RO-CEP 2014-287-Rev 00 ana A®l
no 50 mr; no 10 ErIC cepii); PapmaTeH KseTianiHy chymaparty Bif Bxe 3aTBepXeHOro BUPOOHMKa

TabneTtok y bnictepi,

IHTepHewHn C.A.,

MOEHS IBERICA S.L., Spain; 3MiHu | Tuny - nogaHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

no 6 6nictepiB y
KapTOHHIA ynakoBLi

['peuis (NOBHUIA UWKN
BMPOBHWLITBA,BK/IOYA
Uy BUNyCK cepii);
dapmateH C.A,,
I'peuis (NnepBuHHE
nakyBaHHSs!, BTOPUHHE
nakyBaHHS, KOHTPO/Tb
AKOCTI, BUNYCK cepil)

HOBOro cepTudikaTa BifgnoBiAHOCTI EBPONECHKIi
thapmakonei Ne RO-CEP 2017-175-Rev 01 ans A®l
KeeTianiHy dpymaparty Big HoBoro Bupo6Huka ZCL
CHEMICALS LTD., India (4onoBHeHHS); 3MiHu | Tumy -
noJaHHs OHOB/IEHOro cepTudpikata BiaNoBiAHOCTI
€Bponeiicbkiit hbapmakonei Ne RO-CEP 2017-175-Rev 02
ona A®l KeeTianiHy dhymapaTy Big, Bupo6Huka ZCL
CHEMICALS LTD., India, y Hacnigok 3miHu agpecu
BflacHUKa cepTtucpikara;
3MiHM | TMNy - NoA4aHHA OHOB/IEHOTO cepTudikaTa
BiANoBigHOCTI EBponelickkili hapmakonei Ne R1-CEP 2014-
287-Rev 00 ans APl KeeTianiHy doymapaTy Big, BXe
3aTBepmxeHoro BupobHuka MOEHS IBERICA S.L., Spain, y
HacnifoK BUAAEHHS! TECTY «Baxki MeTanu»; AoaaBaHHsa
3BITY 3 OLHKM PU3VKIB LLOAO BMICTY €/1TEMEHTHUX AOMILLOK
BigNoBiAHO A0 BUMOr HacTtaHoBu ICH Q3D

96.

KETUNENT®
PETAP/[,

TabneTtku, BKPUTI
060/10HKOIO,
NPOJIOHroBaHoI fji
no 150 mr; no 10
TabneTtok y 6nictepi,
no 6 6nicTtepiB y
KapTOHHIA ynakoBL,i

3AT
PapmaneBTny
HWA 3aBOA
EriC

YropLmHa

3AT dapmaneBTUUHNI
3aBog ElIC,
YropLuHa (Bunyck
cepii); PapmaTeH
IHTepHewHn C.A.,
'peuis (NOBHUIA LUKKN
BMPOGHWLTBA,BK/IOYA
Uy BUNyCK cepi);
dapmaTeH C.A,,
I'peuis (nepBuHHE
nakyBaHHSs!, BTOPUHHE
nakyBaHHS!, KOHTPO b
SAKOCTI, BUMYCK cepil)

YropwmHa/
Mpevis

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3MiHu | Tuny -
noAaHHA HOBOro cepTudikaTa BiANOBIAHOCTI €BpONeNnchbkili
thapmakonei Ne RO-CEP 2014-287-Rev 00 ana A®l
KeeTianiHy dpymaparty Bif BXe 3aTBepKeHOro BUpobHuKa
MOEHS IBERICA S.L., Spain; 3minu | TUny - nogaHHs
HOBOro cepTudikaTa BifgnoBiAHOCTI EBPONECHKIi
thapmakonei Ne RO-CEP 2017-175-Rev 01 ans A®l
KseTianiHy pymaparty Big HoBoro Bupo6Huka ZCL
CHEMICALS LTD., India (4onoBHEHHS); 3MiHK | TUMy -
noJaHHa OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
€sponelicbkii hapmakonei Ne RO-CEP 2017-175-Rev 02
ona A®l KeeTianiHy doymapaTy Big, Bupo6Hunka ZCL
CHEMICALS LTD., India, y Hacnifok 3miHu agpecu
BNacHuKa ceptucpikara,;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudiikata
BiANoBigHOCTI EBponelickkili hapmakonei Ne R1-CEP 2014-
287-Rev 00 ans A®l KeeTianiHy doymapaTy Big, BXe
3aTBepmxeHoro BupobHuka MOEHS IBERICA S.L., Spain, y
Hac/nifoK BUAANIEHHS! TECTY «Baxki MeTanu»; AoaaBaHHsa
3BITY 3 OLiHKM PU3VKIB LLOAO BMICTY €/1TEMEHTHMX AOMILLOK
BigNoBiAHO A0 BUMOr HacTtaHoBu ICH Q3D

3a
peyenmom

UA/8157/02/02

97.

KETUNENT®
PETAP/],

TabneTtku, BKPUTI
060/10HKOIO,
NPOJIOHTOBaHOT Aji
no 200 mr; no 10
TabneTtok y 6nictepi,
no 6 6nictepiB y
KapTOHHIA ynakoBL,i

3AT
PapmaLeBTny
HWA 3aBO
EriC

YropLmHa

3AT dapmaueBTUYHNI
3aBog ElIC,
YropumHa (Bunyck
cepii); PapmaTeH
IHTepHewHn C.A.,
['peuis (NOBHUIA LUWKN
BMPOGHWLTBA,BK/IOYA
Houn BUNyCK cepii);
dapmateH C.A,,

YropwmHa/
Ipevuis

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny -
noAaHHA HOBOro cepTudpikaTa BiANOBIAHOCTI €BpONenchbkili
hapmakonei Ne RO-CEP 2014-287-Rev 00 ans A®l
KeeTianiHy dpymaparty Bif BXe 3aTBepKeHOro BUpobHuKa
MOEHS IBERICA S.L., Spain; 3miHu | TUny - nogaHHs
HOBOro cepTudikaTa BifgnoBiAHOCTI EBPONEACHKIi
thapmakonei Ne RO-CEP 2017-175-Rev 01 ans A®l
KseTianiHy dpymaparty Big HoBoro Bupo6Huka ZCL
CHEMICALS LTD., India (oNOBHEHHS); 3MiHK | TUNY -

3a
peyenmom

UA/8157/02/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Ipeuis (nepBuHHE
nakyBaHHs, BTOPUHHE
nakyBaHHs!, KOHTPO b
AKOCTI, BUMYCK Cepil)

NnoJaHHA OHOBJ/IEHOTO cepTudikaTa BifgnoBiAHOCTI
€Bponeiicbkit hapmakonei Ne RO-CEP 2017-175-Rev 02
ana A®l KeeTianiHy chymapaTy Big, BupobHuka ZCL
CHEMICALS LTD., India, y Hacnigok 3miHn agpecu
BflacHuka ceptudikara;
3MiHM | TMNy - NoAaHHA OHOBNIEHOTO cepTudikara
BiANoBigHOCTI €Bponelickkili hapmakonei Ne R1-CEP 2014-
287-Rev 00 gna A®| KeeTianiny doymaparty Big, Bxe
3aTBEpAXEHOro Bupo6Hnka MOEHS IBERICA S.L., Spain, y
HacnifoK BUAaeHHs TecTy «Baxki MeTanu»; ofaBaHHs
3BiTY 3 OLiHK/ PU3KKIB OO0 BMICTY €1eMEeHTHUX AOMILLOK
BiANOBIAHO A0 BUMOr HacTaHosu ICH Q3D

98.

KETUNENT®
PETAP/[,

TabneTku, BKpUTI
060/10HKOIO,
MPOJIOHroBaHoOI fji
no 300 mr; no 10
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHIA ynakoBL,i

3AT
dapmaLesTny
HWA 3aBOg
Eric

YropmHa

3AT dapmaueBTUUHNI
3aBof ElIC,
YropwmHa (Bunyck
cepii); PapmareH
IHTepHewHn C.A.,
[peuis (NOBHUIA LUWKN
BMPOBHMLTBA,BK/IOYA
104K BUNYCK cepii);
PapmateH C.A,,
Ipeuis (nepBuHHE
nakyBaHHs, BTOPUHHE
nakyBaHHSs1, KOHTPO/Tb
AKOCTI, BUMYCK Cepil)

YropwwHa/
peuis

BHECEHHS 3MiH [0 peecTpaviinHmx maTepiasis:3miHu | Tuny -
noAaHHsa HOBOro cepTudpikaTa BiANoBigHOCTI EBponechkili
thapmakonei Ne RO-CEP 2014-287-Rev 00 ans Adl
KseTianiHy chymaparty Bif Bxe 3aTBepXeHOro BUPOOHMKa
MOEHS IBERICA S.L., Spain; 3MiHu | TUny - nogaHHs
HOBOrO cepTudikaTa BifgnoBiAHOCTI EBPONENCHKIi
thapmakonei Ne RO-CEP 2017-175-Rev 01 ana A®l
KBeTianiHy doymaparty Bif HOBOro BupobHuka ZCL
CHEMICALS LTD., India (40N0OBHEHHS); 3MiHW | TUMy -
NnoJaHHA OHOBJIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne RO-CEP 2017-175-Rev 02
ana A®l KeeTianiHy chymapaTy Big, BupobHuka ZCL
CHEMICALS LTD., India, y Hacnigok 3miHn agpecu
BflacHuka ceptudpikara;
3MiHM | TMNY - NOAaHHA OHOBMIEHOTO cepTudikara
BiAgNoBigHOCTI €Bponelickkili hapmakonei Ne R1-CEP 2014-
287-Rev 00 gna A®| KeeTianiHy doymaparty Big, Bxe
3aTBEpAKeHoro Bupo6Hnka MOEHS IBERICA S.L., Spain, y
Hacnifok BUAaeHHs TecTy «Baxki MeTanu»; gofaaBaHHs
3BiTY 3 OLiHK/ PU3KKIB LLOA0 BMICTY €1eMEeHTHUX AOMILLOK
BiANOBIAHO A0 BUMOr HacTtaHosu ICH Q3D

3a
peyenmom

UA/8157/02/04

99,

KETUNENT®
PETAP/[,

TabneTku, BKpUTI
060/10HKOIO,
MPOJIOHroBaHoOI fji
no 400 mr; no 10
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHIA ynakoBL,i

3AT
dapmaLesTny
HWA 3aBOg
Eric

YropLmHa

3AT dapmaueBTUUHNI
3aBof ElIC,
YropLumHa (Bunyck
cepii); PapmaTeH
IHTepHewHn C.A.,
peuis (NOBHUIA LUWKN
BMPOBHMLTBA,BK/IOYA
104K BUMNYCK cepii);
PapmateH C.A,,
I'peuis (nepBuHHE
naKkyBaHHS, BTOPUHHE
nakyBaHHs1, KOHTPO/b
SAKOCTI, BUMYCK cepii)

YropwmHa/
peuis

BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis:3miHu | Tuny -
noAaHHsa HOBOro cepTudpikaTa BiANoBigHOCTI EBponeichkili
thapmakonei Ne RO-CEP 2014-287-Rev 00 ans Adl
KseTianiHy chymaparty Bif Bxe 3aTBepXeHOro BUPOOHMKa
MOEHS IBERICA S.L., Spain; 3MiHu | TUny - nogaHHs
HOBOrO cepTudikaTa BifgnoBiAHOCTI EBPONECHKIi
hapmakonei Ne RO-CEP 2017-175-Rev 01 ans A®l
KBeTianiHy doymapaty Bif HOBOro BupobHuka ZCL
CHEMICALS LTD., India (40N0OBHEHHS); 3MiHW | TUMy -
noJaHHA OHOBJIEHOrO cepTudpikara BiAnoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne RO-CEP 2017-175-Rev 02
ana A®l KeeTianiHy chymapaTy Big, BUpo6Huka ZCL
CHEMICALS LTD., India, y Hacnifok 3miHu agpecu

3a
peyenmom

UA/8157/02/05
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

B/lacHuKa ceptudikata;
3MiHuM | TUNY - NOAAHHA OHOB/IEHOTO cepTudlikaTa
BignoBigHocTi €Bponelickkili hapmakonei Ne R1-CEP 2014-
287-Rev 00 gns A®l KeeTianiHy doymapaTy Big, BXe

3aTBEpAXeHoro BupobHuka MOEHS IBERICA S.L., Spain, y

Hacnifok BuaaneHHs Tecty «Baxkki meTanu»; gofasaHHs

3BITY 3 OLLiHK/ PU3VKIB LLOAO BMICTY €/TEMEHTHMX AOMILLOK

BignoBiaHO A0 BUMOr HactaHosu ICH Q3D

100.

KNCEHb
MEAVNYHUIN
rAsonogis
HUIA

ras no 40 n a6o no
50 ny 6anoHax
cTaneBnx

[epxaBHe
niANPMEMCTBO
"HaykoBo-
BMPOGHNUNI
Komnekc
rasoTyp6o6yp,
yBaHHSA
"3opsa“-"MaLun
poekT”

YkpaiHa

[epxaBHe
nignpYeMCTBO
"HaykoBo-BUMpPOGHUYNIA
KOMMeKc
razotypbobyayBaHHs
"3opa"-"MawnpoekTt”

Ykpaina

BHECEHHS 3MiH 0 peecTpaviiHux matepiasnis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy

yNaKoBKM FOTOBOrO NikapcbKoro 3acoby (3miHa macu/o6'emy

BMICTy KOHTeliHepa 6araTtofi030BOro /ikapCbKoro 3acoby ans

HenapeHTepasibHOro 3acTocyBaHHsA (abo 0HOA030BOrO,
4YacTKOBOrO BUKOPUCTaHHS))

— BBE[IeHHA [04aTKOBOI YNakoBK/ HOBOTO PO3Mipy, a came
50 ny 6anoHax cTasnieBux 0 Bxe 3aTBepmkeHoro (no 40 ny
cTaneBux 6anoHax), 6e3 3MiH1 NePBUHHOIO NaKyBasIbHOrO
marepiany, 3 BiANOBiAHNMMN 3MiHAMW Y P. «YNaKOBKa».
3MiHV BHeCeHi y po3ain "YnakoBka" B iHCTPYKUi0 ANns
MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y 3B"s3Ky 3
BBE/leHHAM [0AaTKOBOI YNakoBK/W HOBOro po3mipy (no 50 ny
6asioHax cTaneBux) Ta ik HacNifoK — 3aTBEPAKEHHSA TEKCTY
MapKyBaHHS [,04aTKOBOI YNaKoBKW.

3a
peyermom

UA/15194/01/01

101.

KOZAENCUH

TabneTku no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
naJui 3 KapToHy

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [0 pEECTpaLiiiHUX MaTepiasliB: TeXHIYHA
nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460),
BMMPaB/IEHHS TEXHIYHOI NOMWUIIKK, SiKa 6yna gonyLeHa npu
BHECeHHi 3MiH, B MKA /13, a came: HOpMyBaHHS [0
nokasHvka «MikpobionoriyHa ymctota» cneuyndikavii MKH
13 npvBeAeHO y BiANOBIAHICTL A0 3aTBEPAXKEHOI paHille
pepakuii. NMponoHoBaHa peakuis. Po3ain MKA N3:
Cneuudikauis. 8. MikpobionoriyHa ynctoTa. Kputepii
NPUAHATHOCTI: 3arasibHe Y1co aepobHUX MiKpOOopraHi3mis
(TAMC) — 103 KYOIr. 3arasibHe 41Cno ApiKIKOBUX i
nnicHeBux rpn6is (TYMC) — 102KYO/r. HasBHicTb
Escherichia coli B 1 r — He gonyckaeTbes. 3a n. 8, AdY,
2.6.12, 2.6.13, 5.1.4. lNponoHoBaHa pefakLis TEXHIYHOT
NoMW/IK/ BiANOBIAAE MaTepianaM peecTpauiiHoro AockLe

3a
peyenmom

UA/11812/01/01

102.

KOHBYNEKC

PO34MH ONs iH'EKUIN,
100 mr/mn no 5 mn B
amnyni, no 5 amnyn
Y KOHTYpHIiA
YapyHKOBIli ynakoBLj

TOB "bayw
Xenc"

YkpaiHa

BMPOGHULTBO,
nakyBaHHs1, KOHTPO/1b
akocTi: [.J1. dapma
'M6X, ABCTpISi;
BMPOGHWK, LLIO
BiANoBigae 3a Bunyck
cepii: I'.J1. dapma
'M6X, ABCTpiIst

ABCTpisi

BHECEHHS 3MiH 40 pPeecTpaLiiHnX MmaTepiasiiB:3miHu |l Tuny -
3as5BHUKOM HaZiaHO OHOBJIEHWIA NaH yNpaB/liHHA pU3nkamu
Bepcis 3.0. 3MiHn BHeceHi Ao yacTuH |l «Cneuudikavis 3
6e3nekn», Il «MnaH 3 hapmakoHariagy», V «3axoan 3
MiHiMi3aLii pusukiB», VI «Pe3tome nnaHy ynpasBniHHA
pusnkamm», VIl «logatkn» y 38’a3Ky 3 OHOBIEHHAM
iHhopmauii woao 6e3nekn Aitoyoi pevyoBUHM, OHOB/IEHHAM
npo6nem 6e3neku, Lo onybnikosaHi Ha CMDh Ta

3a
peyenmom

UA/6595/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BBEJEHHAM [0[ATKOBMX 3aX0fiB 3 MiHIMi3aLjii pu3ukiB Ta
[ofaTtkoBux 3axogis 3 hapmakoHarnagy. Ctpykrypy MNMyPa
6yn0 OHOB/EHO BiAMOBIAHO A0 pekomeHAaauili Guideline on
good pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2.0.1). Pestome MYP Bepcis 3.0

[opaetben

103.

KOHKOP®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOH, N0 5 Mr;
no 30 Tabnetok y
6nictepi; no 1
6nictepy y
KapTOHHI kopo6Lyj;
no 25 tabneTtok y
6nictepi; no 2
6nictepu y
KapTOHHIlA KOpooLi

Mepk Xenckea
KraA

HimeuumnH
a

Mepk Xenckea Klr'aA

HimeuunHa

BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis:3miHu | Tuny -
3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy (BBefieHHs y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BIANOBIAA/IbHOI 3a 3AiiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iACHEHHS
thapMakoHarnsagy B YkpaiHi, KO BOHa BigMiHHA Big,
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
thapmakoHarnsgy (BK/ouyatoum KOHTakTHi AaHi) Ta/abo 3MiHn
y PO3MilLieHHi MacTep-thaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKa, BiAMNOBIAA/IbHOT 32
thapmakoHarnag B YkpaiHi. [itoua pegakuis: PocTokiHa
OneHa MukonaiBHa. MponoHoBaHa pefakuis: HazapeHko
BikTopisl IBaHIiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3asBHMKa, BiANOBIAA/ILHOI 3a hapmakoHarnsg B
YKkpaiHi

3a
peyenmom

UA/3322/01/02

104.

KOHKOP®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, M0 10
mr; no 30 TabneTok
y 6nicTepi; no 1
6nictepy y
KapTOHHI Kopo6Lyj;
no 25 Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHI KopoobLi

Mepk Xenckea
KraA

HimeyuuH
a

Mepk Xenckea KraA

HimeyunHa

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiauis:3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta thapMakoHarnsay.
BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHoi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUKa 415 34iACHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLleHHI MacTep-halina cuctemy hapMmakoHarnisay) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKa, BIANOBIAA/ILHOT 32
thapmakoHarnag B YkpaiHi. [litoua pegakuis: PocTokiHa
OneHa MukonaiBHa. MNMponoHoBaHa pefakuis: HazapeHko
BikTopist IBaHiBHa. 3MiHA KOHTAKTHUX AaHUX KOHTaKTHOT
0cobu 3asBHMKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKkpaiHi

3a
peyernmom

UA/3322/01/03

105.

KOHKOP®
KOP

TabneTkun, BKPUTI
NAiBKOBOIO
060/10HKOI0, M0 2,5
Mmr no 10 TabneTok y

Mepk Xenckea
KraA

HimeyuunH
a

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3MiHun | Tuny -
3MiHM LWo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy.
BBefeHHs1 a60 3MiHM [0 y3aralbHEHUX AaHKX NPO cUcTemy
chapmakoHarnsgy (BBefileHHs y3araslbHeHUX AaHuX npo

3a
peuyenmom

UA/3322/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 3 cucTemy chapmakoHarnsgy, 3MiHa yNnoBHOBakeHOT ocobw,
6nictepu y BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
KapTOHHIlA KOpO6L 0co6u 3 chapmakoHarnagy 3asBHuKa A5 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAALHOI 32 34iiCHEHHS
thapmakoHarnagy (BKyatoum KOHTaKTHI AaHi) Ta/abo 3MiHn
y po3MilLleHHI MacTep-haiina cuctemy papMmakoHarnisay) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKa, BiAMNOBIAA/ILHOT 3a
thapmakoHarnag B YkpaiHi. NponoHoBaHa pefakuis:
HazapeHko BikTopis IBaHiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOT 0CO6U 3asBHWKA, BifgNoBiganbHOI 3a
hapmakoHarnag B Ykpaini
106. | KOPION® Tabnetku no 3,125 KPKA, a.4a., CnoBeHis KPKA, a.4a., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaviinHmx maTepiasis:3miHu | Tuny - 3a UA/4128/01/01
Mr; M0 7 TabneTok y HoBo mecTo mecTo, CroBeHis 3MiHW BHECEHO A0 IHCTPYKUIii AN1A MEeAUYHOTO 3aCTOCYBaHHS peyenmom
6nicTepi; no 4 (BUpOGHMLTBO " in nikapcbKoro 3acoby A0 po3ginis: "®apmakonoriyHi
6nictepy B bulk", nepBnHHe Ta B/1acTMBOCTI" (YTOUHEHHS iHGbopMmaLii), “MpoTunokasaHHs",
KapTOHHI Kopo6Lyj; BTOPVHHE NakKyBaHHS, "B3aemogis 3 iHWMMUM NikapCbKuMn 3acob6amu Ta iHWi Buan
no 10 TabneTok y KOHTPO/b cepii Ta B3aemogiin", "OcobmBOCTi 3acToCcyBaHHs", "3acTocyBaHHA Y
6nicTepi; no 3 Bunyck cepii); KPKA, nepiog, BariTHOCTi abo rogyBaHHs rpyaat”(6esneka),
6nictepu B 4.4., Hoso mecrTo, "34aTHICTb BNAMBATU Ha LWUBUAKICTb peakLuii Npy KkepyBaHHi
KapTOHHI Kopobui CnoBeHis (KOHTPONb aBTOTpaHCNOpPTOM abo iHWMMK MexaHismamu'(6e3sneka),
cepii) "Mepeno3yBaHHs", "INo6ivHI peakuii” BignoBigHO A0
OHOB/EHOT iHhopMaLii pedyepeHTHOro NiKkapcbkoro 3acoby
Dilatrend tablete (B YkpaiHi He 3apeecTpoBaHuii). BBegeHHs
3MiH NPOTArom 6-Tu MicALiB Nicns 3aTBepAKEeHHS
107. | KOPION® Tabnetku no 6,25 KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHisa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/4128/01/04
Mr; Mo 7 TabneTok y HoBso mecTo mecTo, CrnoBeHist 3MiHM BHECEHO A0 IHCTPYKUIT 4151 MEAUYHOIO 3aCTOCYBaHHS peyenmom
6nicTepi; no 4 (BUpOGHMLTBO " in nikapcbKoro 3acoby A0 po3zinis: "®apmakonorivHi
6nictepu B bulk", nepsuHHe Ta BNacTUBOCTI" (YTOUHEHHS iHchopmali), "MpoTunokasaHHaA",
KapTOHHI Kopo6Lyj; BTOPVHHE NakKyBaHHS, "B3aemogis 3 iHWVMKU NikapcbKMKU 3acob6amMu Ta iHLWi BUan
no 10 Tabnetok y KOHTpO/b cepii Ta B3aemogiin”, "OcobmMBOoCTi 3acTocyBaHHA", "3acTocyBaHHA y
6nictepi; no 3 Bunyck cepii); KPKA, nepiog BariTHOCTi abo rogyBaHHs rpyaaro”(6esneka),
6nictepu B 4.4., Hoso mecTo, "3AaTHICTb BNAMBATY Ha LWBWAKICTb PeakLii Npu KepyBaHHi
KapTOHHI KopoobLi CnoBeHisA (KOHTPOsb aBTOTpaHCNOpPTOM abo iHWMMN MexaHisMamu'(6e3neka),
cepir) "Mepepo3yBaHHA", "M06IYHI peakuii” BignNoBigHO A0
OHOB/IEHOT iHhopMaLii pechepeHTHOro NikapcbKoro 3acoby
Dilatrend tablete (B YkpaiHi He 3apeecTpoBaHuii). BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAKEHHS
108. | KPMUHOH® refib BariHa/lbHUiA 8 Apec Tpeiiginr | Lseliyapi [eHppoH BpeHac Bennkobput BHECEHHS 3MiH A0 pPeeCTpaLiiHNX MaTepiastiB:3miHu | Tuny - 3a UA/3490/01/01
%; no 1,45 r (wo C.A. A NimiTes, aHis/ 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnagy. peyenmom
Bignosigae [o3i ans BenukobpuTaHis LBeliuapis BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX NPo cucTemy
BBeAeHHs1 1,125T) B (BUPOGHWMK hapMakoHarnsgy (BBeAEHHS y3arasibHEHUX AaHKX NPO
0[IHOA4030BOMY Hepo3dacoBaHoi cuctemy chapMakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
annikaTopi, NpPoAYKUIi Ta KOHTPO/ib BiiNOBiAaNbHOI 3a 3/iiCHEHHS hapMakoHarnsay; KOHTakTHOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BK/1aflEHOMY B SKOCTI); Maponak ar, 0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iIACHEHHS
bararoLlapoBy LLBeiiLapis (nepBnHHa hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
ynakoBky; no 6 abo ynakoBka); Xep4 YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
15 oAHOL030BMX MaHgi PiuapacoH thapmakoHarnsgy (BkIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
annikaTopis y NimiTen, Y PO3MilLleHHI MacTep-halina cuctemu papMakoHarnisay) -
KapTOHHIlA KOpO6L BenukobpuTanis 3MiHa KOHTaKTHUX faHnX YyNOBHOBaXKEHOI 0CO6U 3asBHIIKa,
(kOHTpO/b SKOCTI); BiANOBIAa/IbHOI 32 hapMakoHarnfg. 3MiHa KOHTaKTHOT
LlenTpan ®apma 0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, s
(KoHTpakT MekiHr) YkpaiHi. MponoHoBaHa pegakuis: HasapeHko BikTopis
Nimitea, IBaHiBHA. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI 0Co6u
BenvkobputaHis 3asBHVIKa, BignoBigasibHOT 3a chapMakoHarnsag B YkpaiHi
(BTOpMHHA ynakoBka
Ta BMNYyCK cepii)
109. | NAMIKTAI™ Tabnetku no 25 mr; nakcoCmitKn Benuka nakcoCmiTKnsiAH Monbwa BHECEHHS 3MiH [10 peecTpaLiliHix MmaTepianiB: yTOHUHEHHA 3a UA/0452/02/01
no 10 TabneTok y AH ExkcnopT BputaHisa | ®apmacbioTrkans C.A. HanucaHHA ynakoBKu B Haka3i MO3 YkpaiHu Ne Ne 2225 peyenmom
6nicTepi 3 Nimiteq Big 13.10.2021 B npoueci BHECEHHA 3MiH (3MiHu | TNy -
nonisiHinxnopuala 3amMiHa 3aTBepKeHoi 61iCTEPHOT YNakoBKu 3
nomiHieBOI nonisiHinxnopua/antoMiHieBoi onbrun, Ha 6aicTepry
conbrm i3 yMakoBKy 3 NOMiBiHINX10pWA/antoMiHieBOT pobIn i3
CUCTEMOIO 3axXUCTy CMCTEMOIO 3aXUCTY Bif AiTeld, 3 BiANOBIAHUMY 3MiHAMM Y P.
Bif AiTeld; no 3 «YnakoBKa». (JOCAraHHs 3axucTy Bif AiTell B ynakoBLi
6nictepu y BiOYBaETHCA 3@ paxyHOK 3MiHV KOMMO3uLii cknagy 6nictepy
KapTOHHIlA KOpooLi i3 3aXMCHUM C/OEM, L0 BUAABAIOETLCS). 3anponoHoBaHo: P.
Ynakoska. Mo 10 TabneTok y 6nicTepi 3
noniBiHiIX10pua/antoMiHieBoT 00bIN, i3 CUCTEMOIO 3aXMCTY
Bif AiTeld. Mo 3 6nicTepn pasom 3 iHCTPYKUie ans
MeZMNYHOro 3aCTOCYBaHHS MOMILLEHI Y KAPTOHHY KOPOOKY.
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPMAKEHHS;
3MiHW | TUMY - OHOB/EHHS BXE 3aTBEPAKEHUX METOAB
KOHTPO/IO SIKOCTi /TiKapCbKOro 3acoby, a came BUKIaAEHHS
TEKCTY [iepXXaBHOI MOBOIO 3riHO CY4aCHNX BUMOT.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBepMxeHHs). Pefakuis B Hakasi: no 10 TabneTtok y
6nicTepi 3 noniBiHiNx1opua/antoMiHieBoi donbru/nanepy i3
CMCTEMOLO 3axXUCTY Bif AiTeld; No 3 6/1icTEPU B KAPTOHHIl
Kopo6ui. 3anponoHoBaHa pegakuis: no 10 TaéneTok y
6nicTepi 3 noniBiHiNxnopua/antomiHieBoi honbru i3
CUCTEMOIO 3axXUCTy Big, giTeid; no 3 6nictepu y
KapTOHHIli KOpoo6Li.
110. | NA®EPOBIO | nioghinizar gns TOB "®3 YkpaiHa TOB "$3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHmx maTepiasis:3MiHu | Tuny - 3a UA/13720/01/01
H® po3unHy ans iH'ekuii | "BIO®PAPMA" "BIO®APMA" 3MiHa BHOCUTLCS Y 3B'A3KY 3 NpMBEAEHHAM cneuudikauii peyenmom

1 000 000 MO; no 5
hnakoHiB
niocpinizatay
6nictepi; no 2
6nicTepn y nauui 3
KapToHy; no 5 amnyn
niocpinisata y

BXifJHOrO KOHTPO/II0 Ha AONOMiXHI PEYOBUHW 4,0 BUMOT
BiANOBIAHMX MOHOrpadiii gitoyoi €Bponeiicbkoi hapmakonei
- NpyBEeAEHHS cnewmdikawii 4ONOMDKHUX pevoBuH: "HaTtpito

xnopuay" Ta "AuHaTpito pochaTty gogekarigpaty”y

BiANOBIAHICTb 4,0 BUMOT MOHOrpadiii "Harpito xnopug”

Eur.Ph 04/2021:0193 Ta "[AunHatpito hocdaty
pogekarigpaty" Eur.Ph 04/2021:0193 €BponeicbKoi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 1 abo 2 thapmakonei (no AoNoMiXHIl pevoBuHi "Hatpito xnopugy" -
6nictepy y nauui 3 3a NoKasHVKoM "laeHTudpikauis" yTouHeHo "peakuito a" no
KapToHy; no 5 amnyn ifneHTudikaLii HaTpito; No AONOMiXHIV peyoBuHI "AuHaTpil0
nioghinizata Tano 5 thocdpaty foaekarigpaty" - y nokasHuky "laeHTudikauis”
amMnys po3ynHHUKa 3aMiHeHO nokasHuK "Boga" Ha "BTparta B maci npu
no 2 mn (Boga ans BUCYLLYBaHHI", BBEJHO KpUTEPIi NPUAHATHOCTI Ansi
iH'ekuiin) y 6nicTepi; nokasHuka "Hatpito gurigpodpocdat”, 3amiHa nokasHukKa
no 1 a6o no 2 "Bofa" Ha nokasHvk "BTpara B Maci Npu BUCYLLIYBaHHI",
6nicTepu y nauuj 3 BUJTYYEHHS OAHOTO i3 KPUTEPITB MPUIAHATHOCTI B NOKa3HWKY
KapToHy "KinbkicHe B13HaYeHHS" BigMNoBigHO 40 BUMOT MOHorpadii
"[uHatpito hochaty gofekariapaty” €Bponeiicbkii
thapmakonei (Eur.Ph 01/2021:0118 )
111. | NADPEPOBIO | niodinizar ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviinHmx maTepiasis:3miHu | Tuny - 3a UA/13720/01/02
H® po3unHy ans iH'ekuii | "BIO®PAPMA" "BIO®APMA" 3MiHa BHOCUTLCS Y 3B'A3KY 3 NpUBEAEHHAM cneuudikauii peyenmom
3 000 000 MO; no 5 BXiJHOrO KOHTPO/II0 Ha AONOMIXHI PEYOBUHW 4,0 BUMOT
chnakoHiB BiANOBIAHMX MOHOrpadiii gitoyoi €Bponeiicbkoi hapmakonei
niocphinizatay - NpUBEeAEHHSA cnewuundikaii 4ONOMDKHUX pevoBUH: "HaTpito
6nictepi; no 2 xnopuay" Ta "AuHaTpito pochaty gogekarigpaty”y
6nicTepn y nauuj 3 BiAMNOBIAHICTb A0 BUMOT MOHOrpadiii "Harpito xnopug”
KapToHy; no 5 amnyn Eur.Ph 04/2021:0193 Ta "[unHatpito pocdaty
niocpinizatay pogfekarigpaty" Eur.Ph 04/2021:0193 €BponeicbKoi
6nicTepi; no 1 abo 2 thapmakonei (No AoNoMiXHIl pedyoBuHi "Hatpito xnopuay" -
6nictepn y nauui 3 3a NoKasHVKoM "laeHTudikauis" yTouHeHo "peakuito a" no
KapToHy; no 5 amnyn ideHTudikauii HaTpito; No AONOMKHIV peyoBuHi "dnHaTpito
niogpinizata Tano 5 thocdpaty foaekarigpaty" - y nokasHuky "laeHTudikauis”
amMnys po3ynHHUKa 3aMiHeHO nokasHuK "Boga" Ha "BTparta B maci npu
no 2 mn (Boga ans BWCYLUYBaHHI", BBEAHO KpUTepIi NPUAHATHOCTI Ans
iH'ekUiin) y 6nicTepi; nokasHuka "Hatpito gurigpodpoccat”, 3amiHa nokasHuKa
no 1 a6o no 2 "Bofa" Ha nokasHvK "BTpara B Maci Npu BUCYLLYBaHHI",
6nicTepn y nauuj 3 BW/TyYEHHS OLHOrO i3 KpUTEPIiB NPUAHATHOCTI B NOKA3HMKY
KapToHY "KinbkicHe B13HaYeHHS" BigMNoBigHO A0 BUMOT MOHorpadii
"[uHatpito pochaty gofekarigpaty” €Bponeiicbkii
thapmakonei (Eur.Ph 01/2021:0118 )
112. | NA®EPOBIO | nioginizar gns TOB "®3 YkpaiHa TOB "$3 Ykpaina BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis:3miHu | Tuny - 3a UA/13720/01/04
H® po3unHy ans iH'ekuii | "BIO®APMA" "BIO®APMA" 3MiHa BHOCUTLCS Y 3B'A3KY 3 NpMBEAEHHAM cneuudikaulii peyenmom

6 000 000 MO; no 5
hnakoHiB
niocpinizatatano 5
amnyn po3yrHHUKa
no 2 mn (Boga ans
iH'ekwiin) y 6nicTepi;
no 1 6nictepy y
nauti 3 KapToHy; No
5 amnyn nioginizata
Tano 5 amnyn
PO34YMHHMKA N0 2 M

BXiJHOrO KOHTPO/II0 Ha A0NOMiXHI PEYOBUHW 4,0 BUMOT

BiANOBIAHMX MOHOrpadiii gitoyoi €Bponeiicbkoi hapmakonei

- NpyBEeAEHHS cnewmndikauii 4ONOMDKHUX pevoBuH: "HaTtpito
xnopuay" Ta "AuHaTpito pochaty gogekarigpaty”y
BiANOBIAHICTL 4,0 BUMOr MOHOrpadiii "Hatpito xnopug”
Eur.Ph 04/2021:0193 Ta "[AunHatpito hocdaty
pogfekarigpaty" Eur.Ph 04/2021:0193 €BponeicbKoi
chapmakonei (No AoNoMiXHIl pedyoBuHi "Hatpito xnopuay" -
3a NoKasHVKoM "laeHTudikauis" yTouHeHo "peakuito a" no
ioeHTudikauii HaTpito; Mo AONOMKHIV pedyoBuHi "[AnHaTpito
ocdhaty gogekarigpaTy" - y nokasHuky "laeHtudikauis”
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(Boga ans iH'exuin) y 3aMiHeHO MokasHvk "Boga” Ha "BTparta B mMaci npu
6nictepi; no 1 BWCYLLYBaHHI", BBEAHO KpUTEpIil NPUAHATHOCTI Ans
6nicTepy y nayui 3 nokasHuka "Hatpito gurigpodocdaTt”, 3amiHa nokasHuka
KapTOHyY; Nno 5 amnyn "Bopga" Ha nokasHuk "BTpaTta B Maci npy BUCYLLYBaHHI",
niocpinizatay BW/TYYEHHS OZLHOTO i3 KpUTEPIiB NPUAHATHOCTI B MOKa3HWKY
6nicTepi; no 1 "KinbkicHe BU3HaYeHHS" BiAMNOBIAHO A0 BUMOT MOHOrpadii
6nicTepy y navui 3 "[nHatpito pochaty gofekarigpaty” €Bponeiicbkii
KapToHy thapmakonei (Eur.Ph 01/2021:0118)
113. | NTADPEPOBIO niodpinisar gna TOB "®3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH A0 pPEeECTpaLiiHNX MaTepiasiB:3miHu | Tuny - 3a UA/13720/01/06
H® po3unHy ans iH'ekuii | "BIOPAPMA" "BIO®APMA" 3MiHa BHOCUTbLCS Y 3B'A3KY 3 NpUBEAEHHSAM crneuuvdikauii peyenmom
18 000 000 MO; no BXiZLHOr0 KOHTPO/II0 Ha AONOMDKHI peYOBUHU 40 BUMOT
1 conakoHy BiANOBIAHMX MOHOrpacii gitoyoi €sponeicbkoi hapmakonei
niogpinizata tano 1 - NnpuBeAeHHsA cneuudikavii JONOMDKHUX PEYOBYH: "HaTpito
amnyni po34nMHHUKa xnopugy" Ta "AuHatpito hocaTy goaekarigpary”y
no 2 mn (Boga ans BIANOBIAHICTb A0 BUMOT MOHOrpadiii "Harpito xnopug”
iH'ekuiin) y 6nicTepi; Eur.Ph 04/2021:0193 Ta "AuHaTpito dhocchaTy
no 1 6nictepy y popekarigpaty” Eur.Ph 04/2021:0193 €BponeiicbKoi
nauuj 3 KapToHy; No thapmakonei (no AoNoMiKHIl pevyoBuHi "Hatpito xnopugy" -
1 amnyni 3a NOKa3HWKOM "laeHTudikayis" yTouHeHo "peakLito a" no
niochinizatatano 1 ileHTUdiKaLii HaTpito; NO AONOMiXHIV peyoBuHi "dnHaTpito
amnyni po3ynHHMKa dhocdpaty fogekarigpaty" - y nokasHuky "laeHtudikauis”
no 2 mn (Boga gns 3aMiHeHO nokasHvK "Boga” Ha "BTparta B mMaci npu
iH'ekwiin) y 6nicTepi; BWCYLLYBaHHI", BBEAHO KpUTEpIii NPUAHATHOCTI Ans
no 1 6nictepy y nokasHuka "Hatpito gurigpodocdaTt”, 3amiHa nokasHuka
nauuj 3 KapToHy; No "Bopga" Ha nokasHuK "BTpaTta B Maci npy BUCYLLYBaHHI",
1 amnyni BW/TYYEHHS OZIHOTO i3 KpUTEPIIB NPUAHSATHOCTI B MOKa3HWKY
nioginizara y "KinbkicHe B13HaYeHHS" BiANOBIAHO A0 BUMOT MOHOrpadii
6nicTepi; no 1 "[nHatpito dpochaty gofekarigparty” €Bponeiichkii
6nictepy y nauui 3 hapmakonei (Eur.Ph 01/2021:0118)
KapToHy
114. | NA®EPOH- nogoinizat gns TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH A0 pPeeCTpaLiiHNX MaTepiasiB:3miHu | Tuny - 3a UA/13825/01/01
PAPMBIOTE PO34MHY A5 iH'EKUNA "HaykoBo- BMPOGHMYA KOMNAHISA 3MiHa po3mipy cepii (7300 mn 3amicTb 3aTBepaxeHnx 7500 peyenmom
K® no 1 maH MO no 10 BUpO6GHMYaA "IHTepchapmbioTek" M ), B 3B'A3KY 3 ONTUMI3aLiel0 TEXHOOTYHOro npoLecy;
h/1aKoHIB 3 KOMMaHis 3MiHY | TUNY - HE3HaYHa 3MiHa B TEXHO/I0TIYHOMY MpoLecCi
niodpinizatom y "IHTepcapmo6i BMPOGHULITBA, @ caMe 3anpornoHOBaHO BUKOPUCTOBYBATU
KapTOHHI KopobLyj; oTex" HaCTYNHY EMHICTb A1 PiAKOro npenapary: MillK1 CTepUsbHI;
5 dhnakoHis 3 3anponoHoBaHo y n. 3.2.P.3.3. On1c BUpo6HMYOro npouecy
niodpinizatom B Ta KOHTPO/IH0 MPOLECY: MILLOK CTEPU/IbHWI OJHOPa30BWiA
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
[ANs iH ekuiin) no 2
M B amnynax Ne5y
KapTOHHI/ Kopobui
115. | NA®EPOH- nogoinisat ans TOB YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasnis:3miHu | Tuny - 3a UA/13825/01/02
DAPMBIOTE PO34UHY ON1s1 iH'EKLLIA "HaykoBo- BMpPOBHMYA KOMMNaHis 3MiHa po3mipy cepii (7300 mn 3amicTb 3aTBepaxeHnx 7500 peyenmom
K® no 3 maH MO, 10 BMpO6HMYA "IHTepcapmbioTek” M/ ), B 3B'AI3KY 3 ONTMMIi3aLi€l0 TEXHOOTYHOIO NpoLecy;
h1aKoHIB 3 KOMnaHis 3MiHW | TMNY - HE3Ha4YHa 3MiHa B TEXHOOrNYHOMY Npoueci




58

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
niodgpinizatom y "IHTepcapmb6i BMPOOHULITBA, @ cCaMe 3anpornoHOBaHO BMKOPUCTOBYBATU
KapTOHHI KopobLyj; oTek" HaCTYNHY EMHICTb A5 PiAKOro npenapary: MKy CTepUsbHI;
5 chbnakoHis 3 3anponoHosaHo y n. 3.2.P.3.3. Onnc BMpo6HUYOro npotiecy
niodgpinizatom B Ta KOHTPOJIH0 MPOLECY: MILLOK CTEPWU/IbHWI OLHOPa30BWiA
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
ONs1 iH eKuii no 2 mn
B amnynax Ne 5y
KapTOHHIlA KOpo6L;
1 donakoH 3
niocpinizatom B
KOMMNEKTi 3
PO34MHHMKOM (BOAA
[ANs iH eKuin no 2 mn
B amnynax Nely
KapPTOHHI KOpooLii
116. | NA®EPOH- nogoinisat ans TOB YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/13825/01/03
DAPMBIOTE PO34MHy A5 iH'EKLR "HaykoBo- BMpPOBGHMYA KOMMNaHis 3MiHa po3mipy cepii (7300 mn 3amicTb 3aTBepaKeHnx 7500 peyenmom
K® no 5 mnH MO, 10 BMPOGHMYaA "IHTepcapmbioTek" M1 ), B 3B'A3KY 3 ONTMMI3aLjiEr0 TEXHOOMYHOro npotecy;
oNakoHIB 3 KOMNaHis 3MiHM | TUNY - He3HaYHa 3MiHa B TEXHOJ/I0rNYHOMY npoLeci
nioghinizatom y "IHTepcapmbi BMPOOHULITBA, & caMe 3anpornoHOBaHO BUKOPUCTOBYBATH
KapTOHHI kopo6Lyj; oTek" HaCTYMHY EMHICTb AJ15 PiAKOro npenapary: MillK/W CTepUbHI;
5 chnakoHis 3 3anponoHoBaHo y n. 3.2.P.3.3. Onuc BUpo6HMYOro npovecy
nioghinizatom B Ta KOHTPO/TO MPOLECY: MILLOK CTEPU/IbHWI OAHOPa30BWiA
KOMMNIEeKTi 3
pO34MHHMKOM (BOAA
ONA iH eKuin no 2 mn
B amnynax Ne 5y
KapTOHHI Kopo6Lyj;
1 donakoH 3
niodpinizatom B
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
ONS iH eKuii no 2 mn
B amnynax Nely
KapTOHHI/ Kopobui
117. | NA®EPOH- nogoinisat ans TOB YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis:3MiHu | Tuny - 3a UA/13825/01/04
DAPMBIOTE PO34UHY ON151 iH'EKLLIA "HaykoBo- BMpOBHUYA KOMMNaHis 3MiHa po3mipy cepii (7300 mn 3amicTb 3aTBepaxeHnx 7500 peyenmom
K® no 6 maH MO, 1 BMPOGHMYA "IHTepcapmbioTek" MI1 ), B 3B'A3KY 3 ONTUMI3aLiEr0 TEXHOMOMYHOro npoLiecy;
onakoH 3 KOMNaHis 3MiHuW | TUNY - He3HaYyHa 3MiHa B TeXHO/I0rN4YHOMY npoLeci
niocpinizatom B "IHTepdapmbi BMPOOHULITBA, & cCaMe 3anponoHOBaHO BUKOPUCTOBYBATU
KOMMNEKTi 3 oTek" HaCTYMHY EMHICTb AJ15 PiAKOro npenapary: MilLKn CTepUbHi;
PO34MHHMKOM (BOga 3anponoHoBaHo y . 3.2.P.3.3. On1c BMpo6bHUYOro npotiecy
[ANs iH ekuiin) no 2 Ta KOHTPO/IH0 MPOLECY: MILLIOK CTEPU/IbHUI OHOPa30BWiA
M1 B amnynax Nely
KapPTOHHIi KOpooOLi
118. | NA®EPOH- nogoinizat ans TOB YkpaiHa TOB "HaykoBo- YKpaiHa BHECEHHS 3MiH [0 peecTpauiiiHMx maTepianis:3miHu | Tuny - 3a UA/13825/01/05
PAPMBIOTE PO34MHY A5 iH'EKLN "HaykoBo- BMpPO6GHMYA KOMMaHis 3MiHa po3mipy cepii (7300 mn 3amicTb 3aTBepakeHnx 7500 peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
K® no 9 maH MO, 1 BMPOGHMYaA "IHTepcapmbioTek" MI1 ), B 3B'A3KY 3 ONTMMI3aLjiEr0 TEXHOOMNYHOro npoLecy;
hnakoH 3 KOMNaHis 3MiHuM | TUNY - He3HaYyHa 3MiHa B TEXHOJ/I0rNYHOMY MpoLeci
nioghinizatom B "IHTepcapmbi BMPOOHULITBA, & caMe 3anporoHOBaHO BUKOPUCTOBYBATH
KOMMEKTI 3 oTek" HaCTYMHY EMHICTb AJ15 PiAKOro npenapary: MillK/n CTepUbHi;
PO34MHHMKOM (BOgA 3anponoHoBaHo y n. 3.2.P.3.3. On1c BMpo6HUYOro npotiecy
AN iHeKuin) no 2 Ta KOHTPO/I0 NPOLLECY: MILLOK CTEPU/bHWIA 0OfHOPa30BWIA
MA B amnynax Nely
KapTOHHI Kopoo6Li
119. | NA®PEPOH- nogoinizat gns TOB Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH A0 pPEeECTpaLiiHNX MaTepiasiB:3miHu | Tuny - 3a UA/13825/01/06
®PAPMBIOTE pO34nHYy A5 iH'EKUINA "HaykoBo- BMPOGHMYA KOMMNAHISA 3MiHa po3mipy cepii (7300 mn 3amicTb 3aTBEpAXeHNX 7500 peyenmom
K® no 18 mnH MO, 1 BMpO6HMYa "IHTepchapmbioTek" M ), B 3B'A3KY 3 ONTUMI3aLiel0 TEXHOIOTYHOIO npoLiecy;
chnakoH 3 KOMMaHis 3MiHY | TUMY - HE3HAYHA 3MiHa B TEXHO/IOTNYHOMY MpPOLECi
niodpinizatom B "IHTepcapmb6i BMPOBHULITBA, @ caMe 3anpornoHOBaHO BUKOPUCTOBYBATU
KOMNeKTi 3 oTex" HaCTYNHY EMHICTb A1 PiAKOro npenapary: Millky CTepUsbHI;
PO34YMHHMKOM (BOAA 3anponoHosaHo y n. 3.2.P.3.3. Onuc BMpo6HUYOro npotiecy
[ANs iH ekujin) no 2 Ta KOHTPOJII0 MPOLECY: MILLOK CTEPWU/IbHWI OJHOPa30BWiA
M B amnynax Nely
KapTOHHI/ Kopobui
120. | NEBOMILIET Tabnetkn no 500 wmr, My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3miHu | Tuny - 3a UA/3621/01/01
NH no 10 TabneTtok y akuioHepHe TOBapuCTBO "HaykoBo- 3MiHK 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA peyenmom
6nicTepi; no 1 TOBapucTBo BMPOGHUUNIA LLEHTP BVIXiZHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
6nicTepy B naui "HaykoBo- "bopLuariBCcbkuii BMKOPUCTOBYHOTbCS Y BUPOOHMYOMY npoueci A®l, abo 3miHa
BMPOGHUUNIA XiMmiKo- BMpO6HMKa (BKIKOYAKOUM, e HEOOXiAHO, MicLe NPOBeAeHHS
LeHTp hapmaLeBTUYHNI KOHTpOt0 sKocTi) AdI (3a BigcyTHOCTI cepTuddikata
"BopLuariscbk 3aBof" BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepgkKeHoMy
NiA XiMiKo- [ocbe)(3anponoHoBaHNli BAPOOGHUK HANEXUTb A0 TiEl camol
thapmaueBTUy BMPOGHWYOT rpynu NiANPUEMCTB, WO 11 3aTBEPAKEHWI) -
HWiA 3aBoa” 3MiHa BMPOGHMYOI NoLwanku BupobHrka Ad|
xnopamdeHikony «Northeast Pharmaceutical Group Co.,
Ltd.», KuTaii; 3anponoHoBaHo: Ne.29, Shenxiliu Dong Road,
Economic Technology Development District, Shenyang,
China +86-24-25807777 / +86-24-25807788
121. | NIHKAC cupon no 90 mn, abo XepbioH MakncTtaH XepbioH MakncTaH MaknctaH BHECEHHS 3MiH A0 pPeECTpaLiiHNX MaTepiasliB:3miHu | Tuny - 6e3 UA/7815/01/01
120 mn, a6o 150 mn MakncTtaH MpaiiBeT JlimiTepq, 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnagy. peyenma
y donakoHi; no 1 MpaviseT BeefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
donakoHy y Nimiteq hapMakoHarnsgy (BBeAEHHS y3araslbHEHUX JaHVX NPO
KapTOHHI KOpO6L cuctemy hapMakoHarnagy, 3MiHa ynoBHOBaXkeHoi 0cobu,
BiNOBIAaNbLHOI 3a 34iiCHEHHS hapMakoHarnsaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXeHOI 0cobK, BiANOBIfa/IbHOT 3a 34iICHEHHS
hapMakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y PO3MilLleHHI MacTep-halina cuctemu papMakoHarnisay) -
3MiHa YNOBHOBaXEHOT 0CO6U 3asBHYMKA, BignoBigaibHOI 3a
hapmMakoHarnag,.
MponoHoBaHa pepakuisa: O-p Ippax XacaH. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6M, BiANOBIAALHOI 3a
dhapmMakoHarsng.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3MiHa KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBiga/ibHOI 3a
hapMakoHarnag B YkpaiHi. MponoHoBaHa pegakuis: Ani
Wax Amakaa,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asiBHMKA,
BiANOBiAa/IbHOT 3a (hapmakoHarnsg, B YkpaiHi

122.

NIHKAC
NACTUNKA

NacTW/IKN 3i CMakom
M'ATH, No 8
nacTunok y énictepi;
no 2 6nictepu y
KapTOHHIA Kopoo6Li

XepbioH
MakucTaH
MpaiiBeT
Nimiteq

MakncTaH

XepbioH MakuctaH
MpaiiBeT JlimiTeq,

MakncTtaH

BHECEHHS 3MiH [0 peecTpavliinHmx maTepiasis:3minu | Tuny -
3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnsgy.
BBeeHHst a60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnxX npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAAbHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLleHHI MacTep-halina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXEHOT 0CO6U 3asBHYKA, BigNoBigabHOI 3a
hapmakoHarnag,.

MponoHoBaHa pepakuis: [-p Ihpax XacaH. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXeHO! 0cobu, BiANOBifa1bHOI 3a
hapmakoHarnag,.
3MiHa KOHTaKTHOT 0Cc06M YNMOBHOBaXXEHOT 0CO6YM 3asBHMKa,
BignoBigasibHOI 3a hapMakoHarnsag B Ykpaini. NMponoHosaHa
pepakuis: Ani lax Amgpxag,. 3miHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOT 3a (papmakoHarnsas, B YkpaiHi

6e3
peyenma

UA/9889/01/01

123.

NOM®JIOKC

TabneTkn, BKPUTI
MN/1iBKOBOIO
060/10HKO0, Mo 400
Mmr, no 5 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI/ ynakoBsLi;
no 5 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIA ynakoBLi;
no 4 ynaxkosku B
KapTOHHI KopoobLi

Inka
Na6opatopis
Nimiten

IHais

Inka Nabopatopi3
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
BUNPAaB/IEHHA TEXHIYHOI MOMUNKM B OHOBNeHux MKA
3arBepAxeHnx Hakasom MOS3 YkpaiHu
Ne 149 Big 23.01.2020 npu NnpoBeAeHHI npoueaypu
BHECEHHS 3MiH (3MiHu | Tuny - AAMiIHICTpaTBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro /likapCbKoro
3aco06y, BK/IOYAKUM AiNbHULi BUNYCKY cepii abo MmicLe
NPOBeAEHHS KOHTPOJIKO AKOCTI. (4iSNIbHICTb, 3a AKY
BiANoBigae BMPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK Cepiid)
3MmiHa agpecu BupobHuka /13 Inka Jlabopatopis flimites,
IHAis, 6e3 3MiHKM Micus BUpoOHULTBA: Takox 3MiHN BHECEHI B
IHCTPYKLi0 AN MeAUYHOro 3acTocyBaHHs /13y p.
"MicLe3HaxoMkeHHs BUPOGHMKa Ta ioro agpeca micus
NPOBaPKEHHSA AiSIbHOCTI" 3 BiANOBIAHMMMN 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBok). NMomunka BUHNKNA B
CNEUNOUNKALINN. Po3gin "OnucaHue". bynio nponyLieHo
iHbopMmaLlito L1010 NAIBKOBOrO NOKPUTTA TabneTku.

3a
peyernmom

UA/0243/01/01

124.

NOTAP®

TabneTkn, BKPUTI
nNiBKOBOK
060/10HKO10, M0 50

ANTKANOIO ALL
Ckon'e

Pecny6nik
a MiBHiuHa
MakefoHist

AJTKANOIA, AL, Ckon'e

MakefoHis

BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3miHu | Tuny -
noJiaHHA OHOBJIEHOrO cepTudpikara BianoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2010-139-Rev 02

3a
peyenmom

UA/11210/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
mr, no 10 TabneTtok ans A®l nosapTtaHy kanito Bif BXe 3aTBEpAKEHOro
y 6nictepi; no 3 BMpoGHMKa Zhejiang Huahai Pharmaceutical Co., Ltd, Kutaii,
6nictepu y Y HacnifoK BHECEHHS cneundiyHOro TecTy reHOTOKCUYHOCTI
KapTOHHI/ KopoobLi powmiwkn N-Nitrosodibutylamine (NDBA) go cneuundikauii
A®I 3 niMiTOM «He 6inbLue 0,177 ppm»
125. | IOTAP® TabNeTKN, BKPUTI ANIKANOIA AL | Pecny6nik | ANKANOIL AL Ckor'e | MakenoHis BHECEHHSI 3MiH 40 PeecTpaLiiiHnx maTtepianis:3miHu | Tuny - 3a UA/11210/01/02
NNiBKOBOIO Ckon'e a MiBHiYHa NnoJaHHs OHOBJIEHOTO cepTudikaTa BifnoBiAHOCTI peyenmom
060/10HKO10, N0 100 MakefioHis €poneiicbkili hapmakonei Ne R1-CEP 2010-139-Rev 02
mr, no 15 TabneTok ans A®l nosapTaHy Kasito Bif, BXe 3aTBEpAXEHOro
y 6nicTepi; no 2 BMpo6HMKa Zhejiang Huahai Pharmaceutical Co., Ltd, Kutaii,
6nictepu y Y Hacnilok BHECEHHS cneumndivyHoro TeCcTy reHOTOKCUYHOCTI
KapTOHHI Kopoobui powmiwkm N-Nitrosodibutylamine (NDBA) go cneuudikadii
Al 3 fimiTOM «He 6inbLue 0,177 ppm»
126. | MABEHK/NAQJ, | Tabnetkn no 10 wmr; Apec TpeiigiHr | LUBeiiuapi €spodhiHc Bionab ITania BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/17515/01/01
® no 1, 4 abo 6 C.A. A C.P.N., Itanisa 3MiHM WoAo 6e3neku/edpekTBHOCTI Ta thapmakoHarnsgy. peyenmom
TabneTok B (BpO6HWMK (KOHTPOb BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
aloMiHieBOMY AKOCTi: BU3HAYEHHS chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHuX Npo
6nicTepi eNleMeHTHUX cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBakKeHOT ocobu,
(MapkyBaHHS [LOMILLOK)); BiANOBIAA/IbHOI 32 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
aHrNincoLKot Hep®apMa C.P.J/1., 0ocobu 3 chapmakoHarnsay 3asaBHVKa o5 34iACHEHHS
MOBOI0), ITania (BupobHuk thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
3aneyaraHomy y (BMPOGHULTBO YNOBHOBaXXeHOI 0c0obK, BiANOBIAaUTbHOT 3a 34iCHEHHS
KapTOHHY Hepo3chacoBaHOro hapmakoHarnsay (BkNoUYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
06KNagunHky, siKy npenapary, nepeuHHe y po3MilLleHHI MacTep-halina cuctemu papmakoHarnisgy) -
BMILLYIOTb Y Ta BTOPWHHE 3MiHa KOHTaKTHWX JaHnX YNOBHOBAaXXEHOT 0CO6Y 3asiBHYKA,
KOHTYPHY YapyHKOBY nakyBaHHSs!, KOHTPO b BiANOBiganbHOT 3a hapmakoHarnag. 3MiHa KOHTaKTHOT
ynakoBKy Ta AKOCTI, BUMYCK Cepii)) 0cobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
BKNafawTb y YkpaiHi. [ponoHoBaHa pefakuis: HasapeHko BikTopis
KapTOHHY KOPObKY IBaHiBHa. 3MiHa KOHTAKTHUX JaHWX KOHTaKTHOT 0Cco6U
3asBHMKA, BiANOBIAaIbHOI 3a thapmakoHarnsag B YkpaiHi
127. | MAKPOLIE® NopoLUoK AN KEHODAP Benuka HCIC Xeb6eit XyamiH Kutaii BHECEHHS 3MiH [J0 peecTpaviiHmx maTepiasnis:3miHu | Tuny - - UA/8972/01/01
npuroTyBaHHA MNTA BpuTtaHis PapmacbloTikan BHECEHHS 3MiH [j0 3aTBEP)KEHOr0 TEKCTY MapKyBaHHs
PO34nHy ons Komnani Mlimiteq nepBUHHOI ynakoBku chopmu in bulk: no 10 donakoHis 3
iH ekuiiA, 500 mr/500 MOPOLLIKOM Y rpyrnoBiii Tapi 3 KapToHy (h1akoH MapKyeTbCS
Mr in bulk: no 10 BiANOBIAHO A0 3aTBEPAKEHOIO MapPKyBaHHS i3 3a3HAYEHHAM
oNakoHIB 3 TOpriBeNbHOI Ha3BM roTOBOI hopMK DipMU-BUPOBHUKA);
MOPOLLKOM Y 3anponoHoBaHo: ®nakoH MapkyeTbCA BiANOBIAHO [0
rpynosiii Tapi 3 3aTBEP)KEHOro MapKyBaHHS i3 3a3HaYeHHAM TopriBesIbHOl
KapTOHYy Has3BW roToBOI hopmu RIPMU-BUPOBHMKA, siKa 34iACHIOE
BTOPVHHE NakyBaHHA gaHoro in bulk
128. | MAKPOLIED NMopoLLUOK AN KEHODAP Benuka HCMC Xe6eli XyamiH Kutaii BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3mMiHu | Tuny - - UA/8972/01/02
NPUroTyBaHHsA M ATA BputaHis dapmacbioTika BHECEHHS 3MiH [j0 3aTBEPKEHOI0 TEKCTY MapKyBaHHS
pO34uHy ons KomnaHi Mimiteq nepBUHHOI ynakosku choopmu in bulk: no 10 donakoHis 3

iH ekuild, 1000
Mr/1000 wmr in bulk:
no 10 donakoHiB 3
NMOPOLLKOM Y

MOPOLLIKOM Y rpyroBiii Tapi 3 KapToHy (h1akoOH MapKyeTbCA
BifjNOBIAHO [0 3aTBEPHKEHOTO MapKyBaHHS i3 3a3HaYeHHAM
TOpriBeNbHOI Ha3BK roToBOI hopmu DipMU-BUPOBHUKA);
3anponoHoBaHo: ®y1iakoH MapKyeTbCA BifNoBigHO A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
rpynosiii Tapi 3 3aTBEPKEHOr0 MapKyBaHHS i3 3a3Ha4YeHHsAM TopriBebHOT
KapToHy Has3Bu rotoBoi hopMun hipMU-BUPOBHNMKA, SKa 34IACHI0E
BTOPUHHE NakyBaHHSA faHoro in bulk
129. | MAKPOLIE® MOPOLLIOK A8t IDKEHO®AP Benvka HCIC Xebeit XyamiH Kuraii BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis:3miHu | Tuny - 3a UA/8973/01/01
NpUroTyBaHHA M ATA BpuTaHis dapmacbloTikan BHECEHHS 3MiH [0 3aTBEPMXEHOr0 TEKCTY MapKyBaHHS peyenmom
PO3YuHy AN KomnaHi Mlimiteq nepBuHHOI ynakosku chopmu in bulk: no 10 cnakoHis 3
iH ekuiiA, 500 mr/500 MOPOLLKOM Y FpyrnoBiil Tapi 3 KapTOHY (h1akoH MapKy€eTbCS
mr no 1 a6o no 5, BiNOBIAHO 10 3aTBEPAKEHOTO MapKyBaHHS i3 3a3HaYeHHAM
a60 no 10 dhnakoHis TOpriBeNbHOI Ha3BM roTOBOI hopMK PiPMU-BUPOBHUKA);
3 MOPOLLKOM Y nmavi 3anpornoHoBaHo: ®1akoH MapkyeTbCA BiANOBIAHO [0
3 KapTOHY 3aTBEPAKEHOIO MapkyBaHHS i3 3a3Ha4eHHsIM TopriBesibHOT
Ha3Bu rotosoi hopmu hipMu-BUPOBHNMKA, AKa 34IACHI0E
BTOPUHHE NakyBaHHS gaHoro in bulk
130. | MAKPOLIE® MopoLLUoK AN KEHODAP Benuka HCMC Xe6eli XyamiH Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/8973/01/02
NPUroTyBaHHA M OTA BpuTaHis dapmacbroTikas BHECEHHS 3MiH 4,0 3aTBEPAKEHOro TEKCTY MapKyBaHHS peyenmom
pO34uHy aons KomnaHi Mlimites nepBUHHOI ynakosku coopmu in bulk: no 10 donakoHis 3
iH ekuiid, 1000 NMOPOLLKOM Y rpymnoBiii Tapi 3 KApTOHY (h1aKOH MapKyeTbCS
mr/1000 mr no 1 a6o BiANOBIAHO A0 3aTBEPAKEHOrO MapPKyBaHHS i3 3a3HaYEHHAM
no 5, a6o no 10 TOpriBenbHOI Ha3BK roTOBOI hopMU hiPMU-BUPOGHMKA);
oNakoHiB 3 3anponoHoBaHO: ®1akoH MapKyeTbCA BiAMNOBIAHO A0
MOPOLLKOM Yy mayLi 3aTBEP)KEHOr0 MapKyBaHHS i3 3a3Ha4YeHHSIM TopriBefIbHOT
Ha3Bu rotoBoi hopmMu hipMu-BUPOBHNMKA, SKa 34IACHI0E
BTOPVHHE NakyBaHHA gaHoro in bulk
131. | MAKCIFPA TabneTkn, BKPUTI dapmaneBTuy Monbwa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH A0 PeeECTpaLiiHNX MaTepiastiB:3miHu | Tuny - 3a UA/14262/01/01
nNiBKOBOO HWi1 3aBOf 3aBog, "MOJIbAAPMA" 3MiHa noniArae y KopuryBaHHi cneumaikauii o1 LonoMixXHOT peyenmom
06010HKO0, N0 50 "MONb®APM C.A. peyoBUHM iHAUrOKapMiH BignosigHO A0 PernameHTty Komicii
mr, no 1 a6o no 4 A" C.A. (EU) Ne 231/2012 (gjtoua pegakuis)
Tabnetkn y 6nictepi;
no 1 6nictepy y
KapPTOHHI KOpooOLii
132. | MAKCIIFPA TabneTku, BKpUTI dapmaLeBTUy Monbwa dapmayleBTUYHNI Monbwa BHECEHHS 3MiH [J0 peecTpaLiiHmx maTepianis:3miHu | Tuny - 3a UA/14262/01/02
nAiBKOBOIO HWi1 3aBOf 3aBof "MOJIb®APMA" 3MiHa Nonisirae y KopuryBaHHi cneumadikauii gn1s LonoMixXHOT peyenmom
060/10HKOI0, Mo 100 "MONb®APM C.A. PEeYoBUHM iHAMTOKapMiH BignoBigHO Ao PernameHTty Komicii
mr, no 1 a6o no 4 A" C.A. (EU) Ne 231/2012 (pjtoua pefakuis)
Tabnetkn y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopoo6Li
133. | MEIMOMIH 3 | nopoLuok AT "®apmak” YkpaiHa Mepk KlraA, HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - - UA/7248/01/01
HU3bLKUM (cybcTaHuis) y HimeuunHa; Mepk Icnanis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
BMICTOM nakeTax C.J1.Y, IcnaHia afpecy 3asiBHKKa (BlacHMKa peecTpauiiHoro nocsigYeHHs)
EHAOOTOKCWU | nonietnneHoBmux — 3MiHa HalilMeHyBaHHS Ta agpecu 3asiBHMKa (BnacHuKa
HIB AN BUpo6GHMLTBA peecTpauiiiHoro NocBig4YeHHs); 3MiHuM | Trny - 3MiHM 3 AKOCTI.
CTEePW/IbHUX A®I. KoHTponib A®I (iHLWi 3MiHW) — BUNYYEHHSA 3i
nikapcbknx gopm cneundikauii Ta MeToAiB KOHTPOO Ha AD| nokasHvKa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

«P0O34MHHICTb»; 3MiHM | TURY - 3MiHK 3 siKOCTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignoBiaHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI abo BUMyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans AdI; ana
BMXiAHOro marepiasny/peareHTy/npoMiXHOro NpoAyKTy, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiCHKIlt
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOI0 BUPOBGHMKA — NOAaHHS oHoBrieHoro CEP Ne
R1-CEP 2007-248-Rev 02 ans A®Il merntomiHy Big,
3aTBepakeHoro Bupo6Hunka Merck KGaA, Germany.
(3atBepmxkeHo: R1-CEP 2007-248-Rev 01) B pamkax
npoueaypu Big6ynmMcsa HaCTyMHi 3MiHW: BUMYYEHHS 3i
cneumdikavii Ta METOAIB KOHTPO/ItO NOKa3HUKa «Badkki
meTanm He 6inbwe 0,001 % (10 ppm)», BUTyYEHHS OOHOTO i3
BMPOGHMKIB A®I, NpuBeAEeHHS Po34in «YnakoBka» Ta
«YMOBWU 36epiraHHs» Ao sumor CEP.; 3MiHu | Tuny - 3MiHN 3
akocTi. A®l. KoHTponb A®I (iHLWi 3MiHW) — BUMYYEHHS 3i
cneumaikauii Ta MeToaiB KOHTposto AP| nokasHuka «LliaHian
He 6inbLue 0,002 % (2 ppm); 3MiHM | TUNY - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikaui
Ta/abo fonycTUMUX MEX, BUSHAUYEHUX Y crieundiikaLisx Ha
A®|, ab0 BUXigHWIA/NPOMIDXHWI NpoAyKT/peareHT, Wo
BMKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTBa API (3BY)XKEHHS
OONyCTUMUX MeX, BU3HaYeHuX y cneumadikauii) — 3miHu B
HOPMYBaHHI Noka3Huka «bakTepiasibHi EHAOTOKCUHW», a
came YTOYHEHO rpaHNyHy KOHLLEHTpaLilo eHLO0TOKCUHIB i3
«He 6inbLe 1,5 MO/r» Ha «MmeHLe 1,5 MO/r», wo
06yMOB/IEHO NPUBEAEHHAM Y BiAMNOBIAHICTb [0 MOHOrpadil
EP Meglumine

134.

MEAITAH

Kancynun no 100 mr,
no 10 kancyny
6nicTepi; no 3
6nictepn y nauui 3
KapToHy

AT "dapmak”

YkpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny -
BUYYEHHS po3ainy «Baxki meTanm» 3i cneumndikadii gns
nepeBipKM AKOCTi Karcy/; 3MiHW | TUMY - BUK/TIOYEHHS i3
cneumaikaii Ta MeToAiB KOHTPOJIHO BU3HAYEHHS NOKa3HUKA
«[[eOMEeTPUYHI PO3Mipu»; 3MiHK | TUMY - BUYYEHHS 3i
cneuudikauii Ha )XenaTiHOBI Karncy/im onvc NoBHOrO BUKNagy
npoBeAeHHsA MeToAvKN Ao p. "MikpobionoriyHa yuctorta” 6e3
3MiHV KpUTEPIiB NPUAHATHOCTI

3a
peyenmom

UA/12318/01/01

135.

MEAITAH

kancynu no 300 mr,
no 10 kancyny
6nictepi; no 3 abo 6
6nicTepiB y nayui 3
KapToHy

AT "dapmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiHmx maTepiasis:3MiHu | Tuny -
BWIYYEHHS PO3/iny «Baxki MeTanu» 3i cneundikauii ans
nepesipKM AKOCTI Karcyn; 3MiHW | TUMY - BUK/THOYEHHS i3
cneumaikauii Ta MeTo4iB KOHTPOJIHO BU3HAYEHHS NOKa3HUKa
«[eoMeTpUYHi po3Mipu»; 3MiHU | TUNY - BUYyYEHHS 3i
cneumdikaLii Ha )xenaTiHOBI Karncy/im onvc NOBHOIO BUKNagy
npoBefeHHs METOAMKM A0 p. "MikpobionoriyHa uicToTa" 6e3
3MiHV KpUTEPIiB NPUAHSATHOCTI

3a
peyenmom

UA/12318/01/02

136.

MEAITAH

Kancynun no 400 mr,

AT "®apmak”

YkpaiHa

AT "®apmak"

YKpaiHa

BHECEHHS 3MiH 40 pPeECTpaLiiHNX MaTepiasliB:3miHu | Tuny -

3a

UA/12318/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 10 kancyny BU/TYYEHHS po34iny «Baxki meTanm» 3i cneundikavii gns peyenmom
6nictepi; no 3 nepeBipkM AKOCTI Kancys; 3MiHU | TUNYy - BUK/TIOYEHHS i3
6nicTepu y nauuj 3 cneumdikaLii Ta METOZAIB KOHTPO/IIO BU3HAYEHHS MOKa3HMKa
KapToHy «["eoMeTpUYHi po3Mipy»; 3MiHW | TUMY - BUYYEHHS 3i
cneuudikaLii Ha xxenaTtiHOBI KarncysiM onuc NOBHOTO BUKNady
npoBefeHHs MeToAMKM A0 p. "MikpobionoriyHa umcTtoTa" 6e3
3MiHM KpUTEPIiB NPUIAHSATHOCTI
137. | METALOH- PO34UH opasibHUiA, 5 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/13189/01/02
3H mr/mn no 200 mn 06MEXEHOI0 06MeXeHo 3MiHn 3 skocTi. CepTuddikat BignosigHocTi/lE-cepTudikart peyenmom
abo no 1000 mny BiANOBIAa/TbHI BiANOBIAA/TbHICTIO BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
hnakoHax pasom 3 CTHO "XapkiBcbke MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOO "XapkiBCcbke hapmaueBTuuHe BIANOBIAHOCTI @60 BUNYyYEHHS cepTudikara BifgnoBigHOCTI
KINbKICTIO [O3YHOUNX thapmaueBTUy nignpyeMCTBO €Bponeiicbkii hapmakonei: ansa A®l; ons BuxigHoro
npucTpois; no 200 He "340p0oB'a Hapoay" mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
mn abo no 1000 mn niANPMEMCTBO BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans AONOMKHOT
y donakoHi; no 1 "3p0poB'sa peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONEChKi
donakoHy pasom 3 Hapoay" thapmakonei) - HoBuiA cepTudpikat Bif, HOBOro BUPOGHUKaA
[03YH04nM (3amiHa ab0 AONOBHEHHS) - NOAAHHSA HOBOTO cepTuglikaTa
NPUCTPOEM Y BiAgnNoBigHOCTI €Bponeiickkili hapmakonei Ne RO-CEP 2017-
KopoOLi 3 KapTOHY 277-Rev 00 gna A®l MeTafioHy rigpox/iopuay Bif, HOBOro
BMpo6HMKa Rusan Pharma Ltd., India gogatkoso go
3aTBepmxeHoro BupobHuka Siegfried Ltd., Switzerland.
3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AinbHWL (BKNOYaOUM AinbHuLi ans Adl,
NPOMKHOro NPOAYKTY abo roToBOro Nikapcbkoro 3acoby,
LOinbHULI ANS NPOBeAEHHSA NakyBaHHS, BUPOOHUKa,
BiANOBiA&1bHOIO 3a BMMNYCK Cepiil, MiCLie NpOBEAEHHS
KOHTPO/IO cepii) abo nocTavanbHWKa BUXIQHOMO MaTepiasty,
peareHTy abo AOMNOMIKHOT PEYOBMHY (SIKLLO 3a3HAYEHO Y
[O0CbE) - BUTyYeHHS! BUPo6HMKa APl MeTagoHy
rigpoxnopugy Macfarlan Smith Limited, Cnonyuene
KoponiscTBo. 3MiHM | TNy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTi EBponelichkii
thapmakonei/mMoHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI abo BUyYeHHs cepTudikaTa
BiANoBigHOCTI €Bponeiicbkili hapmakonei: gnsa Adl; ana
BUXiAHOrO Marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BMKOPUCTOBYIOTLCH Y BUPOOHMLUTBI API; ANs [ONOMDKHOT
peyoBUHM (cepTrdikaT BiANOBIAHOCTI €EBPONENChKIN
thapmakonei) - OHoB/IEHUIA cepTudikaT Bif yxe
3aTBEPKEHOro BUPOGHUKA - NOAaHHA OHOBIEHOTO
cepTugikaTa BignoBigHOCTI €Bponeichkin hapmakonei Ne
R2-CEP 1995-043-Rev 04 (3aTBepmkeHo: R2-CEP 1995-
043-Rev 03) ansa A®l MeTtafoHy rigpoxnopuay Bif Bxe
3aTBEpAKEeHOro BMpo6Huka Siegfried Ltd., Switzerland. Ak
HacnigoK YTOYHEHHS aapecu BUPOGHMNYOI AiNbHUL
138. | METAAOH- PO34MH OpasibHWiA, 1 ToBapucTso 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux matepiasis: 3MiHu | TUny - 3a UA/13189/01/01
3H mr/mn no 200 mn 06MEXEHO 06MEXEHO 3MmiHu 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudcpikat peyenmom




65

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

abo no 1000 mny
onakoHax pasom 3
BiANOBIAHOO
KIMIbKICTIO [O3YHOUNX
npucTpois; no 200
m a6o no 1000 mn
y donakoHi; no 1
donakoHy pasom 3
[103y104MM
NPUCTPOEM Y
KopobLi 3 KapTOHY

BiAgnoBigasbHi
cTio
"XapkiBCcbke
thapmaueBTUy
He
niANPUEMCTBO
"3a0poB'sa
Hapoay”

BigNoBiga/IbHICTIO
"XapkiBcbke
hapmaueBTuuHe
nignpveMCTBO
"340p0oB'a Hapoay"

BiANOBIAHOCTI EBponeiicbkil hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS cepTudikarta BifnoBigHOCTI
€Bponevicbkin hapmakonei: ans A®l; ons BuxigHoro
mMartepiany/peareHTy/MpoMibKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 418 LONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONECHKI
thapmakonei) - HoBuiA cepTudpikar Bif, HOBOro BUPOGHUKa
(3amiHa abo [OMOBHEHHS) - MOAaHHSA HOBOrO cepTudikara
BignoBigHOCTI €Bponeiickkili hapmakonei Ne RO-CEP 2017-
277-Rev 00 gna A®l MeTafioHy rigpoxiopuay Bif, HOBOro
BUpo6HMKa Rusan Pharma Ltd., India gogatkoso go
3aTBepmxeHoro BupobHuka Siegfried Ltd., Switzerland.
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHWU. Buny4yeHHs
BMPOBHUYOI AiNbHUL (BKNOYaOUM AinbHUL ans Adl,
NPOMKHOr0 NPOAYKTY abo roToBOro /ikapcbkoro 3acoby,
AiNbHUL ANA NPOBEAEHHA NakyBaHHS, BUPOOHUKA,
BiZJNOBIAAILHOrO 3a BMMYCK Cepili, MicLie NpoBefeHHs
KOHTPO/IO cepii) abo nocTavasnibHWKa BUXIQHOMO MaTepiasty,
peareHTy abo AOMNOMIKHOT PeYOBUHY (SIKLLO 3a3HAYEHO Y
[0CbE) - BUTYYEHHS BUPO6HMKa APl MeTafoHy
rigpoxnopugy Macfarlan Smith Limited, Cnonyuene
KoponiscTBo. 3MiHM | TNy - 3MiHK 3 aKocTi. CepTudikaT
BiANOBIAHOCTI/IE-cepTudpikar BignoBiAHOCTI EBpoNecbkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBiAHOCTI abo BUIyYeHHsA cepTudikata
BifnoBigHOCTI €Bponelicbkili hapmakonei: ansa Ad®l; ans
BMXiQHOrO Marepiany/peareHTy/npoMiKHOro NPOAYyKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudpikaT BiANoOBiAHOCTI EBpONEiChKilt
thapmakonei) - OHOB/IEHUIA cepTudikar Bif yxe
3aTBEPKEHOro BUPOGHUKA - NOAaHHA OHOBIEHOTO
cepTtudcpikaTa BignoBigHOCTI EBponeiickbkili hapmakonei Ne
R2-CEP 1995-043-Rev 04 (3aTBepmkeHo: R2-CEP 1995-
043-Rev 03) ansa A®l MeTtafgoHy rigpoxnopuay Bif Bxe
3aTBEpAXeHoro BMpo6Huka Siegfried Ltd., Switzerland. Ak
HacnigoK YTOYHEHHS aapecu BUPOGHNYOI AiNbHUL

139.

METOKEKT
®

PO34UH O151 iH'EKLLNA,
50 mr/mn no 0,15 mn
(7,5 mr), a6o no 0,20
M (10 mr), abo no
0,25 mn (12,5 wmr),
abo no 0,30 mn (15
mr), abo no 0,35 mn
(17,5 wr), abo no
0,40 mn (20 wmr), abo
no 0,45 mn (22,5
Mr), a6o no 0,50 mn

Mepak
lesenbwadpT
dhrop KniHiwe
Lneuianbnpe
napate m6X

HimeyunH
a

14T Bionorika MmM6X,
HimeuunHa (BMPOGHMK,
L0 BignoBigae 3a
BTOPVHHE NakyBaHHS
Ta MapKyBaHHs);
Mepak esenbwadpT
dorop KNiHiwe
LLineuianbnpenapare
M6X, HimeuunHa
(BUPOBHUK, LLO
Bignosigae 3a

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny -
noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
€poneiicbkili hbapmakonei Ne R1-CEP 2001-145-Rev 04
ana A®| meToTpekcaTy Bifl BXe 3aTBepAXeHOro BUpobHuKa
Fermion Oy, y HacnifoK yTOYHEHHS LLOA0 BTOPUHHOTO
nakyBaHHS; 3MiHW | TUNy - NOAaHHA OHOB/IEHOTO
cepTtudikaTa BiANoBiAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2001-145-Rev 03 ansa A®l metoTpekcarty Bif, BXxe
3aTBepaxeHoro BupobHuka Fermion Oy, y Hacnigok
BUIYYEHHS 3i cnevumdikayii nokasHuka «Baxki MeTanin»;
[0[aBaHHA 3BITY 3 OLiHKA PU3UKIB CTOCOBHO €/1EMEHTHUX

3a
peyenmom

UA/5873/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(25 wmr), a6o no 0,55 BTOPUHHE MaKyBaHHS, [OMILLOK BignosigHo Ao kepiBHuuTBa ICH Q3D; 3MiHn | Tuny
mn (27,5 mr), abo no MapKyBaHHS, - [loflaBaHHSA HOBOrO NocTayva/lbHUKa NaKkyBaslbHUX
0,60 mn (30 mr) KOHTpONb/BUNPOGYBaH matepianis N3 Nipro PharmaPackaging Systems GmbH —
pO34nHy y HA cepii Ta 3a BUMycK CTepuIbHOI BTY/IKM LUNPULA Ta CTEPUIBHOTO CKIISIHOTO
nonepegHL0 cepir); OHKOTeK Kopnycy, Lo MalTb ogHakoBi cneuudikauii (Ph Eur tun 1),
3anoBHeHOMy dapma NMpoaakLLH OfiHaKoBiI MeToAW/YMOBY rpajytoBaHHs Ta cTepunisauii, Wwo i
wnpuui; no 1 v6X, HimeyunHa nonepeaHi Matepiasn
LINp1LYy pasom i3 (BUPOGHNK, L0
BOyA0BaHO Bignosigae 3a
iH'EKLIHOIO FONKOH BVMPOGHMLTBO
B KOHTYPHOMY nikapcbkoro 3acoby,
YapyHKOBOMY NepBUHHE MaKyBaHHS,
6nicTepi; no 1 KOHTPO/b/BMNpPOGYBaH
6nictepy B Hs cepil); LTeremaHH
KapTOHHilA KOpO6L JNboHdepnakyHr yHa
Norictiwep Cepsic
e.K., HimeuunHa
(BUPOBHUK, L0
BignoBsigae 3a
BTOPWHHE MakKyBaHHS)
140. | METOHAT NOPOLLOK TOB Ykpaina TOB "®APMXIM" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx MmaTepiasiiB: yTOUHEHHSA - UA/17574/01/01
(cybcTaHuis) y "®hapmaneBTn HanMcaHHA KpaiHM-BUPOGHMKa B Hakasi MO3 YkpaiHu Ne
nosnieTuIeHoBMX YHa KOMMNaHis Ne 2225 Big 13.10.2021 B npoueci BHECEHHA 3MiH (3MiHu |
Milkax anas "CantoTtapic" TVNY - 3MiHW Y METOAMLj KOHTPOHO SIKOCTi 3a MOKA3HMKOM
thapmaLeBTUYHOro "3a/IMLLKOBI OpraHiyHi po3unHHukn" (4PY, 2.2.28, 2.4.,5.4.),
3aCTOCYBaHHSA a came [0MOBHEHHS METOAY KOHTPO/IKO SIKOCTi METOA0M 3
BMKOPUCTaHHAM afibTepHaTtuBHOT kooHkM (HP-INNOWAX)
Ta YTOUHEHHs yMOB XpomaTorpadyBaHHs XxpomarorpadiyHor
cUCTEMU 3aTBEPLKEHOT METOAMUKN 3 BUKOPUCTAHHSM
KOMOHKM KaninapHoi keapuesoi Elite-Plot Q). Pegakuis B
Hakasi: Yecbka Pecny6nika. 3anponoHoBaHa pepgakLis:
YKpaiHa.
141. | ME®PEHAMIH | Tabnetkn no 500 mr; MPAT Ykpaina MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH 40 peecTpavliinHmx maTepiauis:3miHu | Tuny - 6e3 UA/17139/01/01
OBA no 10 Tabnetok y "®ITOPAPM" 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta dapMmakoHarnsagy - peyenma
KUCNOTA 6nictepi; no 2 3aTBEPKEHHA a/IbTEPHATUBHOIO TEKCTY MapKyBaHHA
6nicTepu B navy, 3 yNakoBKM NikapcbKoro 3acoby. TepmiH BBEAEHHS 3MiH
KapToHy NPOTArom 6 MicALiB MicNs 3aTBepPIKEHHS
142. | MINT Kpanni Ha3asbHi no AT "®apmak” YkpaiHa AT "dapmak" Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 UA/14055/01/01
HA3A/bHI 10 mn y do1akoHi; no 3MiHM 3 SIKOCTi. [0TOBWI NiKapcbkuii 3aci6. CTabiNbHICTb. peuyenma
KPANNI® 1 chnakoHy y nauui 3MiHa y TepMiHax npuaaTHoOCTi abo ymMmoBax 36epiraHHs
roTOBOrO liKapCbKOro 3acoby (36iNbLUEeHHS TEPMIHY
NpWAATHOCTI TOTOBOIO JiKapCbKOro 3acoby) - 115 Toproeoi
ynakoBku (MiATBEPAKYETLCS AaHUMMN peasibHOro Yacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO JiKapCbKOro
3ac00y Ha OCHOBI NO3UTWBHWX Pe3y/bTarTiB JOBrOCTPOKOBUX
[ocnigpKeHb cTabiNbHOCTI y peasibHOMY Yaci: 3aTBepAXeHO:
TepmiH NnpugaTHocTi 2 poku. TepMiH npugaTHocTi nicns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
PO3KpUTTSA hNakoHy — 4 Micsui. 3anponoHoBaHo: TepMiH
npuaaTHocTi 3 poku. TepMiH NPUAATHOCTI NiCNsA PO3KPUTTA
hnakoHy — 4 micsili 3MiHVM BHECEeHI B IHCTPYKLilo Ans
MeAMYHOro 3acTOCyBaHHSA MiKkapCbKoro 3acoby y po3gin
"TepMmiH npugaTHocTi" (BBeAEHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS)
143. | MOBUIMNPEN® | nopoLuok ans HopxwuH B.B. HigepnaH HOPXXWH Nimitepg, Benuka BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis:3miHu | Tuny - 6e3 UA/12987/01/01
OpasIbHOTO PO3YMHY; an BpuTaHis BHECEHHS 3MiH [0 MeTogiB BUNpobyBaHHaA M3 3a peyenma
nolcaweAil nokasHNkom «KinbkicHe BU3HaueHHs. Makporosn 3350»
cawe By nakeTi; no (BEPX, €E® 2.2.29), a came NpOAOBXEHHS TEPMiHY
2 naketn B BMKOPWUCTaHHS MOGiNIbHOI thasw, Lo BUKOPUCTOBYETLCA AN
KapTOHHI Kopoobui aHanizy Macrogol 3350 3 «1 gHsi» Ha «40 9 AHIB» nicns
NpUroTyBaHHs; 3anponoHoBaHo: *Mobile phase to be made
using calibrated pH meter and can be used up to 9 days
following preparation. BBegeHHs 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepKeHHs
144. | MOKCUAIN3 Kpanni o4Hi no 5 M.BioTek Benuka IHOOKO PEMEAI3 IHais BHECEHHS 3MiH [10 peecTpauiliHix MmaTepianis:BUNpaBeHHs 3a UA/18508/01/01
Mmr/mn; no 5 mny Nimiteq BpuTaHis NIMITEL TEeXHIYHUX MOMUAIOK, 3rigHo N.2.4. po3giny VI Hakasy MO3 peyenmom
dNaKkoHi- Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3
KpanesibHuuj, no 1 Ykpainu Big 23.07.2015 p Ne 460) - BUNpaB/ieHHSA TEXHIYHUX
chakoHy- nomunok B Cneuudikauii Ta metoauLi BunpobysaHHsA B MKHA
KpanesnbHuULi y N3 B 3a3Ha4YEHHi KpUTEPIiB NPUAHATHOCTI 32 PO3Zi/10M
KapTOHHIlA KopooLi «KinbKicHe BU3HAYEHHS1» Ha TEPMIH NPUAATHOCTI,
A0NyLEeHNX Npu NepeHeceHHi iHpopmauii 3 opuriHaibHNX
marepianiB peecTpauiiHoro Jockbe, NpPY NPOBEAEHHI
npoueaypu peectpaduii /13 (Hakas MO3 Ykpainu Big
22.12.2020 Ne2970; PN UA/18508/01/01); 3anponoHOBaHO:
(Big 90,0% po 110,0% Big 3asBneHOI KinbkocTi. Big 4,500
mr/mn o 5,500 mr/mn). 3azHayeHi BUnpaBneHHs
BigMnoBigalTb MaTepiasam peecTpawiiHoro fockbe
(p.3.2.P.5.1,; 3.2.P.5.2), Aki 3HaxogATLCA B apXiBi
145. | MOKCUDNIOK | Tabnetku, BKpUTI TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3MiHu | Tuny - 3a UA/16662/01/01
CAUWUH- 060/10HKO10, Mo 400 "®APMEKC reyn" npvBefeHHs cneundikadii Ta BignoBigHO METOAIB KOHTPOO peyenmom
DAPMEKC Mr; no 5 TabneTok y reyn" akocTi A®l MokcudnokcaumHy rigpoxsiopuay 3a
6nicTepi, no 1 abo nokasHnkamm «lgeHTudikadis», «ONTUYHe o6epTaHH:A»,
no 2 6nictepu B «EHaHTioMepHa unctoTa», «CynpoBigHi AOMILLKN»,
KapTOHHI KopobLyj; «KisibkicHe BU3HaYeHHs», Y BifNoBigHICTb 40 BUMOT [il040ro
no 10 TabneTok y BUAAHHA €D
6nictepi, mo 1
6nictepy B
KapTOHHI KOpo6Li
146. | MOKCUDNOK | kpanni ouHi, 5 mr/mn TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpauliinHmx maTepiastiB:3MiHu | Tuny - 3a UA/16662/02/01
CALUWVH- no 5 mn 'y donakoHi, "®APMEKC reyn npuBefeHHs cneundikauii Ta Bi4NOBIAHO MeTOAIB KOHTPONO peyenmom
DAPMEKC no 1 donakoHy reyn akocTi A®l MokcudbnokcaumHy rigpoxnopugy 3a

pa3oM 3 KpULLIKOIO-
KpanenbHULE B
nauui 3 KapTOHy

nokasHukamm «lgeHTudikadis», «ONTUYHe o6epTaHHs,
«EHaHTiOMepHa uncToTa», «CynpoBiaHi OMILLKU»,
«KisibkiCHEe BM3HAYEHHs», Y BigNOBIAHICTL 40 BUMOT Ail040ro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BUAaHHA €D
147. | MO®JIAKCA PO34uH ONs iHy3ii KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHisa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/16077/01/01
® no 400 mr/250 mn no HoBo mecTo mecTo, CnoBeHis NoAaHHA OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI peyenmom
250 MmNy ¢priakoHi, (BMpPOGHMLTBO "in €sponelicbkiin hapmakonei R1-CEP 2013-078-Rev 00 ans
no1,5a6o 10 bulk", nepsuHHe Ta A®| MOKCHNOKCaLMHY Bif BXe 3aTBEP)KEHOITO BUPOOHMKA
donakoHiB y KopooL,i BTOPUHHE NnakyBaHHS, DR. REDDY’S LABORATORIES LIMITED, India. fk
KOHTpO/b cepii Ta Hacnigok, npuBegeHHs cneyudikayii APl y BignoBigHICTb f0
Bunyck cepii); KPKA, BMMOT MOHorpadii €sponelicbkoi dhapmakonei «Moxifloxacin
a.4a., Hoso mecTo, hydrochloride»; 3miHu | TNy - NnogaHHA OHOBEHOTO
CnoBeHis (KOHTpO/b cepTudikaTy BignoBigHOCTI EBponeiickkiii hapmakonei RO-
cepir) CEP 2013-078-Rev 03 (nonepeaHs sepcis CEP Ne RO-CEP
2013-078-Rev 02) ana A®l mokcudpnokcaumHy Big, BXe
3aTBepmxeHoro BupobHuka DR. REDDY’S LABORATORIES
LIMITED, India. {9k Hacnigok, AoaaBaHHA BUPOBHUUNX
AinbHUUB Ans BUpobHuuTBa A®I 3ateBepmxeHo: DR. Reddy’s
Laboratories Limited Plot No. 110 & 111, Sri Venkateshwara
Co-Operative Industrial Estate, Jinnaram Mandal, Medak
District, India — 502 325 Bollam Village, Telangana
3anponoHoBaHo: DR. Reddy’s Laboratories Limited Plot No.
1, 75A, 75B, 105, 110, 111, 112 Sri Venkateshwara Co-
Operative Industrial Estate, Jinnaram Mandal, Sangareddy
District, India — 502 325 Bollam Village, Telangana; 3miHu |
TUMY - OHOBJIEHHA BXE 3aTBEPKEHNX METOZAIB KOHTPO/O
SAKOCTi [N13, a came BUKIAAEHHSI TEKCTY AEPXKABHO MOBOK
3rifHO CyYacHUX BUMOT. BBeileHHs1 3MiH NpoTArom 6-Tu
MicALiB nicna 3aTBepaKeHHs
148. | HA30 Kpanni Ha3asibHi, ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 PeeCTpaLiiHNX MaTepiasiB:3miHu | Tuny - 6e3 UA/17338/01/01
KPANMI po34uH, 0,25 mr/mn 06MeXeHo 0bMexeHo noJaHHA OHOBJIeHOro cepTudikaty BignosigHocTi €EP Ne R1- peyenma
no 8 M1 po3UnHy y BignoBiganbHi BigNoBiAa/IbHICTIO CEP 2008-064-Rev 02 ana A®l OkcrmeTasoniHy
chnakoHi, cTI0 "®apmMaLeBTnyHa rigpoxnopuvg, Big 3aTBepaxeHoro BupobHuka SIEGFRIED
3aKyrnopeHomy "papmaneBTn KoMnaHisa "3gopos'a” PHARMACHEMIKALIEN MINDEN GMBH, Germany, Ta sk
KPULLIKOO- YHa KOMNaHis Hacnigok NpMBeAEHHS METOAIB BXiHOr0 KOHTPOSIO SAKOCTI
KpanesibHUUEeto 3i "3popos'a” Al 3a nokasHukom «CynpoBigHi AoMilwkn» Ao EP gitovoro
CK/ISIHOIO NINETKOH; BUAAHHSA
no 1 chnakony y
KOpo6L,i 3 KAPTOHY
149. | HA30 Kpanni Ha3asibHi, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3miHu | Tuny - 6e3 UA/17338/01/02
KPAMNMI po34uH, 0,5 mr/Mn 06MEXEHOI 06MmexXeHo nofaHHsa OHOB/IEHOro cepTudiikaty BignosigHOCTI €EP Ne R1- peyenma
no 8 M1 pO3UnNHy y BignoBigasibHi BigNoBiga/IbHICTIO CEP 2008-064-Rev 02 gna A®l OkcrmeTasoniHy
hNaKoHi, CTIO "®apmaueBTnyHa rigpoxnopwvy, Bif 3aTBEpAXEHOro BUpobHuka SIEGFRIED
3akyrnopeHomy "papmaLeBTu KomnaHis "3gopos'a” PHARMACHEMIKALIEN MINDEN GMBH, Germany, Ta K
KPULLIKOHO- YHa KOMMaHis HacnigoK NpMBeAEHHS METOAIB BXiAHOr0 KOHTPOSIO SKOCTI
KpanesibHULEeo 3i "3popos'a” A®| 3a nokaszHukom «CynposigHi AoMilkn» Ao EP gitovoro

CK/ISIHOIO NINETKOH;
no 1 chnakoHy y
KOpOG6Lii 3 KAPTOHY

BnAaHHA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
150. | HA3O- cnpeii HasaslbHUIA, ToBapucTBoO 3 YkpaiHa KOHTPO/Ib SIKOCTI, YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 UA/9393/01/01
CMPEN 0,5 mr/mn no 15 mn 06MeXeHo BMNYCK cepil: 3MiHuM 3 aKOoCTi. MefunyHi npucTpoi. 3MiHa NpUCTPOIB A5 peuyenma
Y KOHTeHepi 3 BiANOBIA&UTbHI ToBapucTBo 3 BMMIpIOBaHHSA 1031 ab0 BBELEHHS NiKapCbKoro 3acoby
po3nuBaveM; no CTIO 0bMexeHo (nopaBaHHSA abo 3amiHa NPUCTPOIO, SKNIA HE € HEBIA'EMHOIO
1 KOHTelHepy 3 "AocnigHnia BigNoBigasIbHICTIO YacTVMHOK NEPBUHHOI YNakoBku) - MpucTpiid, skuii mae CE-
posnuaoBayemM B 3aB0[, "[locnifHnii 3aBof, MapKyBaHHS - y 3B’A3Ky 3 MapKETUHIOBOIO NONITUKOH
nauuj 3 KapToHy "rHyact "THUC", YkpaiHa; BCi BBOAUTLCA MeANYHWIA NPUCTPINA, a came: po3nuoBay
cTafii BAPOOGHMLTBA, HasasibHUiA N 03 i3 3aXMCHUM KOBNAYKoM BUPOGHMLITBA
KOHTPO/Ib SIKOCTI, ipmn Wuxi Sunmart Science and Technology Co., LTD,
BUWMYCK Cepii: China.
ToBapucTBO 3
0bMexXeHot
BigNoBiga/IbHICTIO
"®apmaueBTUyHa
KoMnaHis "310pos'a”,
YKpaiHa
151. | HEOMIOAHT kancynu no 100 mr, AT Natsis AT "OnaitHdhapm" Natsia BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/6205/01/01
AH no 10 kancyny "OnaiHdapm" 3MiHW 3 AKOCTIi. [OTOBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
6nictepi, no 5 rOTOBOrO JliKapCbKOro 3acoby - 3MiHV BHOCATLCS Y 3B'A3KY 3
6nictepiB y nauui nepeknagom 3arsepxeHnx MKHA 13 3 pociiicbkoi MOBU Ha
YKpaiHCbKy MOBY, 6€3 3MiHU aHaNiTUYHNX METOAVK
152. | HOBOMAPWH | po3uuH s iH'ekuiid, KEHODAP Benuka LeHmkeH Tekgoy Kutaii BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasnis:3MiHu | Tuny - - UA/18243/01/01
® 100 wmr (10 000 M NITA BpuTaHis ®apmacsrotukan Ko., BHECEHHS 3MiH [0 3aTBEPAXXEHOro TEKCTY MapKyBaHHS
aHTu-thakTop Xa nrp, NepBUHHOT ynakoBku Ans copmu in bulk: no 0,2 mn (20 mr),
MO)/mn in bulk: no a6o no 0,4 mn (40 mr), a6o no 0,6 mn (60 mr), abo no 0,8 mn
0,2 mn (20 wmr), abo (80 mr), a6o no 1,0 mn (100 mr) y nonepefHb0 HanoBHEHOMY
no 0,4 mn (40 wmr), Lwnpuui; no 2 wnpuum B 61ictepi; no 100 6nicTepis y
a6o no 0,6 mn (60 KapTOHHI KOpo6Li (LLNpuUL, MapKyeTbCs BigNOBIAHO A0
mr), abo no 0,8 mn 3aTBEPAKEHOI0 MapKyBaHHS i3 3a3Ha4eHHsIM TOpriBeibHOT
(80 mr), a6o no 1,0 Ha3BW roToBoi hopmu hipMu-BUPOBHNMKA); 3anpPONOHOBAHO:
M (100 mr) y LUNPWL, MapKyeTLCA BIAMNOBIAHO A0 3aTBEPA)KEHOIO
nonepeaHLo MapKyBaHHS i3 3a3Ha4eHHsIM TopriBeIbHOI Ha3BY roTOBOT
HanoBHeHOMY chopmu chipmu-BUPOBHYKA, SKa 34ICHIOE NaKyBaHHS y
Lwnpwuj, no 2 30BHILLUHIO YNakoBKy 3 gaHoro in bulk
Lwnpuum B 6nictepi,
no 100 6nicTepis B
KapPTOHHIi KOpooOLi
153. | HOBOMNAPWH | po3uvH ans iH'exuii, OKEHODAP Benuka LleHaxeH Tekgoy Kutaii BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3MiHun | Tuny - 3a UA/9061/01/01
® 100 wmr (10 000 M NOTA BpuTaHis dapmacbsrotukan Ko., BHECEHHS 3MiH 4,0 3aTBEPAKEHOro TEKCTY MapKyBaHHS peyenmom
aHTu-thakTop Xa nrtp nepBUHHOT ynakosku ans coopmu in bulk: no 0,2 mn (20 mr),
MO)/mn; no 0,2 mn a6o no 0,4 mn (40 mr), a6o no 0,6 mn (60 mr), abo no 0,8 mn
(20 wr), a6o no 0,4 (80 mr), abo no 1,0 ms1 (100 mr) y nonepegHb0 HanoBHEHOMY
mn (40 wr), abo no Lwnpuui; no 2 wnpuum B 6ictepi; no 100 6nicTepiB y
0,6 mn (60 mr), abo KapTOHHI KOpO6LLi (LUNPUL, MapKy€ETLCA BiANOBIAHO [0
no 0,8 mn (80 wmr), 3aTBEPKEHOr0 MapKyBaHHs i3 3a3HaYeHHAM TOpPriBesIbHOI
a6o no 1,0 mn (100 Ha3Bu roToBoi chopmu hipMy-BUPOBHIMKA); 3aNpPONOHOBAHO:
M) y nonepefHbL0 LUNpUL, MAPKYETLCA BiANOBIAHO [0 3aTBEPIKEHOrO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HarnoBHEHOMY MapKyBaHHS i3 3a3HaYeHHSAM TOpriBeIbHOI Ha3BW roTOBOT
Lwnpu1uyj, no 2 chopmu chipmu-BUPOOHYMKA, SKa 34iAICHIOE NaKyBaHHS y
Lwnpuum B 6aictepi, 30BHILLUHIO YNakoBky 3 gaHoro in bulk
no 1 6nictepy B
KapTOHHI KopobLyj;
a6o no 0,2 mn (20
Mr), a6o no 0,4 mn
(40 wr), a6o no 06,
M (60 mr), abo no
0,8 mn (80 mr) y
nonepegHLo
HarnoBHEHOMY
Lwinpuui, no 2
Wwnpuum B 6nictepi,
no 5 6nictepis y
KapPTOHHI KOpooLii
154. | HOO®EH® Tabnetkun no 250 mr AT Natsis AT "OnaitHdhapm" Natsia BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/3773/01/01
no 10 TabneTok y "OnaiHdapm" 3MiHW 3 AKOCTIi. [OTOBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
6nicTepi; no 2 rOTOBOrO JliKapCbKOro 3acoby - 3MiHV BHOCATLCS Y 3B'A3KY 3
6nictepn y nayui nepeknagom 3arsepxeHnx MKHA 13 3 pociiicbkoi MOBU Ha
KapTOHHIW YKpaiHCbKy MOBY, 6€3 3MiHU aHaNiTUYHNX METOAVK
155. | HYPO®EH® TabneTku, BKpUTI PekkiTT Benuka PekkiTT BeHkizep Benuvka BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasnis:3MiHu | Tuny - 6e3 UA/6313/02/02
060/10HKO10, N0 200 BeHkizep BpuTaHis Xenckep IHTepHeLHN BpuTaHis 3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy. peuyenma
Mr; Mo 6 TabneTok y Xerckep Nimiteq BBeneHHs1 abo 3MiHU A0 y3ara/ibHEHUX faHWX NPO cUCTEMY
6nictepi; no 1 IHTepHeLUHN chapmakoHarnsgy (BBeleHHs y3araslbHeHUX AaHux npo
6nictepy B Nimiten cuctemy hapmakoHarnsay, 3miHa ynoBHOBaXeHoi 0cobu,
KapTOHHI Kopo6Lyj; BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
no 8 TabneTok y 0cobu 3 chapmakoHarnagy 3asBHVKa 471 34iINCHEHHSA
6nictepi; no 1 hapMakoHarnsay B YkpaiHi, KO BOHa BigMiHHA Big,
6nictepy B YNOBHOBaXEHOI 0c06W, BiANOBIAAIbHOI 38 34iiCHEHHS
KapTOHHI Kopo6Lyj; thapmakoHarnsgy (Bk/ouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
no 12 tabneTtok y y PO3MilLieHHi MacTep-thaiina cuctemn hapmakoHarnsgy) -
6nictepi; no 1 a6o 2 3MiHa YNOBHOBaXKEHOT 0COOU 3as1BHMKA, BifnoBigasibHOI 3a
6nictepu B hapmakoHarnag,.
KapTOHHIlA KopooLi MponoHoBaHa pepakuia: Ap. XenbsmyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3MiHa KOHTaKTHUX JaHux
yMOBHOBaXeHOT 0cobu, BignoBigansHOT 3a dhapmakoHarnsg,
3MiHa MicLe3HaxoMkeHHs MacTep-aiina cucremm
thapmakoHarnsgy Ta iioro Homepa
156. | HYPO®EH® TabneTku, BKpUTI PekkiTT Benuka PekkiTT BeHkizep Benuvka BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasnis:3miHu | Tuny - 6e3 UA/10906/01/01
12+ 060/10HKOI0, N0 200 BeHkizep BpuTaHis Xerickep IHTepHeLLHN BpuTaHis 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy. peyenma
mr; no 12 tabneTtok Xenckep Nimiten BeefieHHs1 260 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
y 6nictepi; no 1 abo IHTepHeLLHN chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux npo
2 6nictepu B Nimiten cuctemy hapmakoHarnsay, 3MmiHa ynoBHOBaXeHol 0cobu,

KapTOHHI KOpoOLyi

Bi4MNOBiAA/IbHOI 32 3[iICHEHHST hapMakoHarnsAy; KOHTakTHOT
0co6u 3 chapmakoHarnaay 3asiBHUKa A5 34iNCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

157.

thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy (BKyatoum KOHTaKTHI AaHi) Ta/abo 3MiHn
y po3MilLleHHI MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa YNOBHOBaXEHOT 0CO6U 3aABHYKA, BifnoBigaibHOI 3a
hapmakoHarnag.

MponoHoBaHa pepgakuis: Ap. XenbMyT Meik Bexpenc / Dr.
Helmut Meik Behrens. 3MiHa KOHTaKTHUX JaHUX
yrNoBHOBaXeHOT 0cobu, BignoBifanbHOT 3a hapmakoHarnsg,.
3miHa MicLe3HaxomkeHHs MacTep-daiina cucremm
dhapmakoHarnsgy Ta oro Homepa

nocsio4YeHHs

158.

HYPO®EH®
EKCMNPEC
DOPTE

HYPO®EH®

Kancynm m'siki no
400 wmr; no 10
Kancyn y énictepi;
no 1 a6o 2 6nictepu
B KapTOHHIi kopo6ui

PekkiTT
BeHkizep
Xenckep

IHTEepHeLwHN
NimiTen

Benuka
BpuTaHis

BignosiganbHuii 3a
nakyBaHHS Ta BUNYCK
cepil: PekkiTT
BeHkizep Xenckep
IHTepHewwHn JlimiTea,
Benvka bputaHis;
BignosiganbHuii 3a
BMPO6HULTBO in bulk:
MateoH Codhmxenc
B.B., Higepnangu

Benvka
BputaHis/
HigepnaHaun

BHECEHHS 3MiH [0 peecTpaliinHmx maTepiauis:3minu | Tuny -
3MiHM WoAo 6e3nekun/edheKTBHOCTI Ta chapmakoHarnagy.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHKX Npo
cuctemy hapMakoHarnagy, 3MiHa ynoBHOBakeHoi ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLleHHI MacTep-halina cuctemy hapMakoHarnisay) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYKa, BignoBigabHOI 3a
hapmakoHarnag,.

MponoHoBaHa pepgakuis: Ap. XenbMyT Meik bexpehc / Dr.
Helmut Meik Behrens. 3miHa KOHTaKTHUX AaHUX
yNOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,
3miHa MicLe3HaxomkeHHs MacTep-aiina cucremm
dhapmakoHarnsigy Ta ioro Homepa

6e3
peyenma

UA/14179/01/01

IHTEHCU/B

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOI0; MO 6
abo 12 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHI KopoobLi

PekkiTT
BeHkizep
Xenckep

IHTEepHeLwHN

Nimiteq

Benuka
BpuTaHis

PexkkiTT BeHkizep
Xerckep IHTepHeLLHN
NimiTen

Benvka
BpuTaHis

BHECEHHS 3MiH 40 peecTpauliinHmx maTepiauis:3MmiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnagy.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXkeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLleHHI MacTep-halina cuctemy hapMakoHarnisay) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BignoBigabHOI 3a
thapmakoHarnag.

MponoHoBaHa pepgakuin: Ap. XenbmyT Meik bexpeHc / Dr.
Helmut Meik Behrens. 3mMiHa KOHTaKTHUX JaHUX
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,.
3MiHa MicLle3HaxoMKeEHHs1 MacTep-haina cuctemm

6e3
peyenma

UA/14588/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

thapmakoHarnsgy Ta iioro Homepa

159.

HYPO®EH®
DOPTE

TabneTtku, BKPUTI
060/10HKO0, N0 400
Mr no 12 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIA KopoobLi

PekkiTT
BeHkizep
Xernckep

IHTepHeLwHN

Nimiteq

Benvka
BpuTtaHis

PekkiTT BeHkizep
Xenckep IHTepHeLwHn
NimiTeq

Benvka
BpuTtaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny -
3MiHM WoAo 6e3nekun/ehpekTBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 @60 3MiHV [0 y3arasibHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux npo
cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (BkNoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y pO3MiLLieHHI MacTep-halina cuctemu papmakoHarnisgy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNKKa, BignoBiganbHOT 3a
hapmakoHarnag.

MponoHoBaHa pepgakuis: Ap. XenbmyT Meik Bexpetc / Dr.
Helmut Meik Behrens. 3miHa KOHTaKTHUX faHWUX
YNOBHOBaXEHOT 0C06M, BiANoOBigaNbHOI 3a thapMakoHariag,.
3miHa MicLue3HaxomkeHHs MacTep-alina cucremm
thapmakoHarnsgy Ta iioro Homepa

6e3
peuyenma

UA/6313/02/01

160.

HYPO®EH®E
KCMNPEC
YNIbTPAKANN

Kancynu m'ski no
200 mr; no 4 a6o 10
Kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyj;
no 8 kancyny
6nictepi; no 2
6nictepu B
KapTOHHIA KopoobLi

PekkiTT
BeHkizep
Xernckep

IHTepHeLwHN

Nimiteq

Benvka
BpuTtaHis

MateoH Codhmxenc
B.B., HigepnaHngm
(BignoBiganbHuii 3a
BMpo6HULTBO in bulk,
BK/IHOYAK0YM
npoBeAeHHs
KOHTpO/tO sKOCTi); PB
Xenc MaHydekTypuHr
(FOC) NNC, CnonyuyeHi
LWtatn Amepukn
(BignoBiganbHuii 3a
BMPO6HULTBO in bulk,
nepBuHHE, BTOPUHHE
nakyBaHHs1, KOHTPO/1b
AKOCTi FOTOBOr0
nNpoAaykTy); PekkiTT
BeHkizep Xenckep
IHTepHeLwHN MlimiTes,
Benvka BpuTaHis
(BignoBiganbHuii 3a
nepBuHHE, BTOPVHHE
nakyBaHHSs!, KOHTPO b
AKOCTI FOTOBOrO
NPOAYKTY Ta BUNYCK
cepii)

HigepnaHan
/ CnonyyeHi
LWratn
Amepuku/
Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny -
3MiHM WoAo 6e3nekun/edpeKkTBHOCTI Ta thapmakoHarnsgy.
BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3arasibHEHUX AaHuX Npo
cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA dapMakoHarnsay; KOHTakTHoT
0ocobu 3 chapmakoHarnsay 3asaBHVKa 15 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy (BkNoUatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y po3MilLleHHi MacTep-halina cuctemu papmakoHarnisgy) -
3MiHa YNOBHOBaX€EHOI 0CO6M 3asBHIKa, BignoBiganbHOT 3a
hapmakoHarnag.

MponoHoBaHa pepakuis: Ap. XenbMyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3mMiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6MU, BigNoOBigaNbHOI 3a hapMakoHariag,
3miHa MicLe3HaxomkeHHs MacTep-alina cucremm
dhapmakoHarnsgy Ta noro Homepa

6e3
peuyenma

UA/13599/01/01

161.

OBITPEN®

PO3YMH ON151 iH'EKUIN
no 250 mkr/0,5 mn;

Apec TpeiigiHr
C.A.

LLIBeliyapis

Mepk CepoHo C.n.A.

ITanis

BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3miHu | Tuny -
3MiHM Loa0 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsay.

3a
peyenmom

UA/1175/03/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 0,5mny BeeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
KapTpuaXi, chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux npo
BMILLEHOMY Y PYYKY cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXkeHOi ocobu,
0151 BBEAEHHST; no 1 BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsaay; KOHTakTHOT
nonepegHL0 0co6u 3 chapmakoHarnagy 3asBHVKa 4715 34iINCHEHHS
3arnoBHEHOT pPyyku thapmakoHarnagy B YkpaiHi, K0 BOHaA BigMiHHA Big,
015 BBeAeHHs Ta 1 YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
ronka ans iH'ekuin y hapmakoHarnagy (Bknoyvatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
KapTOHHilA KOpO6L y po3MilLeHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHWX JaHnX YNOBHOBAXXEHOT 0CO6Y 3asiBHYKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3mMiHa KOHTakTHOT
0cobu 3asBHWMKa, BIANOBIAA/ILHOI 3a thapmakoHarnsg B
YkpaiHi. MponoHoBaHa pefakuis: HazapeHko BikTopis
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHMKA, BiANOBIAANLHOI 3a thapmakoHarnsag, B YkpaiHi
162. | OBITPEN® PO34MH A5 iH'EKLINA Apec TpeigiHr |LUBeiuapis Mepk CepoHo C.n.A., ITanis/ BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis:3miHu | Tuny - 3a UA/1175/02/01
no 250 mkr/0,5 mn; C.A. ITanis; Mepk CepoHo LLiBeiiuapis 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
no0,5mny C.A., BiggiNeHHA y M. BBefeHHs ab0 3MiHM A0 y3araslbHEHUX AaHVX NPOo cucTemy
nonepegHL0 O60HH, LBeiiuapis thapmakoHarnsgy (BBeAeHHs y3arasibHeHVUX AaHux npo
3anoBHEHOMY cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
wnpuui; no 1 BIANOBIAA/IbHOI 32 3AiiCHEHH:A ddapMmakoHarnsaay; KOHTakTHOT
nonepegHbLO 0cobu 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
3arnoBHEHOMY thapMakoHarnsagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
LUNPULLY B KOHTYPHIl YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
YapyHKOBIli ynakoBLj thapmakoHarnagy (Bkouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
B KapTOHHI Kopo6Lyi y PO3MilLieHHi MacTep-thaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 32 hapMakoHarnfg. 3MiHa KOHTaKTHOI
0cobu 3as1BHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, B
YkpaiHi. MponoHoBaHa pegakuis: HasapeHko BikTopis
IBaHiBHa. 3MiHa KOHTaKTHUX JaHX KOHTaKTHOT 0co6u
3asBHVIKa, BigNoBiga/ibHOI 3a chapMakoHarnsag B YkpaiHi
163. | OTPUBIH cnpeii HasaslbHUiA, CK LLiBeiuapis 'CK KoHcbtomep LLiseiuapis BHECEHHS 3MiH 0 peecTpauliinHmx maTepiauis:3Minu | Tuny - 6e3 UA/13560/01/01
EKCTPA [030BaHuii no 10 mn KoHcblomep Xenckep C.A. 3anpornoHoBaHa 3aMiHa Ai/IbHUL KOHTPOJIHO JiKapCbKOro peyenma
y thnakoHi 3 Xenckep C.A. 3acoby 3a NoKasHVKoM «Po3nogineHHs kpanesnb 3a
[03younm PO3MiIpOM>» - 3aMiCTb KOHTPaKTHOI AinbHuLi Melbourn
NpUCTPoEM; no 1 Scientific Limited, BenukobpuTaHis nepegbayacrbes
donakoHy B BMKOpPUCTaHHSA AinbHuui Glaxo Wellcome S.A., IcnaHist. IHLWi
KapTOHHIW nayu,i napameTpy KOHTPOJTHO NIKaPCbKOro 3acoby 3AiNCHI0TLCA
BMPOGHMKOM npenapaTy — GSK Consumer Healthcare S.A.,
LLBeiiLapisi; 3MiHW | TUNY - HE3HAYHI 3MiHW Y MeTogi
KOHTpONto «Po3nogineHHs kpanesb 3a po3Mipom». MpuHLmn
BUMNPOOYBaHHA 3a/IMLIAETLCA 6€3 3MiH, TaKoX He
nepef6avaeTbecs 6yAb-aKUX 3MiH LLOAO AaHOro napameTpy y
crneuundgikavii rotoBoro fikapcbkoro 3acoby. OHOBEHWI
meTog 6yno nigTeepakeHo HeobXxigHMMU AOCAIMKEHHAMN 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Baifau,i; He3HauHi YTOUHEHHS (BUNpaB/ieHHs 40
po3paxyHKy pe3ysnbTaTiB) meTody «CepefHs 4033, L0
[OCTaBNAETLCA», BUNPABNEHHSA Y pO3paxyHKax KilbKICHOro
BU3HAYEHHA AeAKNX AOMILLOK Ta CTUC/NIA ONUC METOLiB
«3arasibHa KinbKicTb BiAOMUX AOMILLIOK» Ta «3arasibHa
KiNbKICTb HEBILOMMX AOMILLOK» AN15 inpaTponito 6pomigy.
[JlaHi yTOYHEHHA € pe3ynbTaToM TUNOrpadpCbKoi NOMUMKN
(Editorial change) BignoBigHo A0 matepianiB 4oCbe
164. | ODPTA/IbMO Kpanni ouHi, 0,2 ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 pPEeECTpaLiiHNX MaTepiasiB:3miHu | Tuny - 3a UA/10150/01/01
AEK mr/mn, no 5 mn abo obmexeHor obMexeHot 3MiHK 3 AkocTi. CepTudpikar BignosigHocTi/IE-cepTudikar peyenmom
10 mn y dhnakoHi, no | BignosiganbHi BigNoBigasIbHICTIO BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
1 donakoHy y cTI0 "flocnigHwin 3asof 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
KOMNJIEKTi 3 "[ocnigHnii "T'HUC", YkpaiHa (BCi BiANOBIAHICTb A0 MoHorpadii APY abo €Bponeiicbkoi
KPULLIKOLO- 3aB0[, cTafii BUpo6HMNLTBA, hapmakonei, abo iHLWOT HalioHaIbHOT thapmakonei Aepxasu
KpanenbHuLe B "rTHUNC" KOHTPO/Ib SIKOCTI, €C (3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHamy B DY,
nauuj 3 KapToHy BUNYCK cepii); abo €sponelicbkiin hapmakonei, abo iHLIA HaLlioHaNbHIl
ToBapucTBO 3 thapmakonei gepxasu €C); cynyTHA 3MiHa - 3MiHU 3 AKOCTI.
06MexeHo A®I. KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
BiANOBIAA/LHICTIO"DA abo BUXigHOro maTepiany/npomikHOro NpoayKTy/peareHTy,
PMEKC I'PyIt", LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuuTBa Ad|
Ykpaina (Bci cTagii (He3HayHi 3MiHN Y 3aTBEPAKEHNX METOAAX BUNPOOYBaHHS) -
BMPOGHMLITBA, npuBefeHHs cneundikauii Ta MeTOAIB BXiHOr0 KOHTPOIH0
KOHTPO/b SKOCTI, Ha Jiloyy peyoBMHY feKaMeTOKCUH 3a NOKa3HUKOM
BUMYCK cepii) «MikpobionoriyHa unctoTa» y BiANOBIAHICTb A0 BUMOT DY,
5.1.4. (gitoye BUAaHHS); 3MiHW | TMNy - HE3HAYHI 3MiHM B
MeTOoAax BXigHOr0 KOHTPO/IIO Ait0H0T pEYOBUHN
[eKaMeTOKCUH 3a NOoKasHWKOM «CynpoBigHi fOMILLKN»
(BM3HAYEHHA MEHTMN0BOrO eddipy X/10POLTOBOT KNCOTK Ta
TeTpameTungiamiHogekaHy) metogom TWX (APY, 2.2.27).
Kputepii NpUAHATHOCTI He 3MIHWAUCS; 3MiHW | Tuny -
BWTyYEHHS MOKasHuKa «Baxki meTanm» 3i Cneyndikauii Ta
MeToziB KOHTPO/I0 AKOCTi Ha AP| fekamMeTOKCUH BiANOBIAHO
[0 3aranbHoi cTaTTi «CybcTaHuii Ana dapmaleBTUYHOro
3acTocyBaHHsA» €Bp.dapm
165. | NABAN PO34UH A151 iH'EKLLNA, PeppiHr MTM6X HimeuumnH ®eppiHr Mv6X, HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/8834/01/01
100 mkr/mn no 1 mn a HimeuyunHa Yecbka 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta thapmakoHarnagy - peyenmom
y thnakoHi; no 5 (BMpOGHMLTBO, Pecny6nika OHOBJ/IEHHA TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
oNakoHiB y BiANoBiganbHUii 3a ynakoBKW NiKapcbKoro 3acoby
KapTOHHIi ynakosLi nepBUHHE NakyBaHHA,
KOHTPO/Ib SIKOCTi Ta
BUNYyCK cepii);
deppiHr-/leunsa, a.c.,
Yecbka Pecnybnika
(BignoBiganbHuiA 3a
BTOPWHHE NaKyBaHHS)
166. | MAKCENAOWN | cupon, 10 mr/5 mn; INCEH PpaHuin BO®YP INCEH PpaHuin BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3miHu | Tuny - 6e3 UA/2437/02/01
H® no 125 mny KOHCbIOME IHOYCTPI, ®paHuis 3MiHM LWoao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsay. peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thnakoHi; no 1 P XENCKEA, (KOHTpO/b AKOCTI, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
oNakoHy 3 MipHOK akuioHepHe BUNYyCK cepii); thapmakoHarnagy (BBeAeHHs y3araslbHeHUX AaHuX Npo
JIOXKOH Y KapPTOHHiIl TOBapucTBO CodpapTekc, dpaHuis cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoI 0cobu,
Kopobui CMpOLLEHOTrO (BMpPOGHMLTBO, BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsaay; KOHTakTHOT
™mny nepBuHHe Ta 0co6u 3 chapmakoHarnagy 3asBHVKa 4715 34iINCHEHHS
BTOPWHHE NaKyBaHHS) thapmakoHarnagy B YkpaiHi, K0 BOHaA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakoHarnagy (Bknoyvatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y po3MilLeHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHMKa, BigNoBigabHOT 3a
thapmakoHarnag,.
MponoHoBaHa pepakuin: A-p ®paxcya CinnaH / Dr.
Francoise Sillan. 3miHa KOHTaKTHVX AaHNX YNOBHOBaXXEHOT
ocobw, BignoBigasbHOI 3a hapmakoHarnsg
167. | NEPFOBEPIC | nopoluok Ta Apec TpengiHr | LUsefiuapi Mepk CepoHo C.A,, Lseiuapis BHECEHHS 3MiH [0 peecTpauliinHmx maTepiauis:3minu | Tuny - 3a UA/10624/01/01
® PO3YMHHVK ANS C.A. A BiAZINEHHS Y M. 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy. peyenmom
pO34nHy Ans OG6OHH BBeeHHst ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
iH'ekuin; 1 abo 3 hapmakoHarnagy (BBeAEHHS y3araslbHEHUX AaHVX NPO
h1akoHu 3 cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBakeHOi ocobw,
NOPOLLKOM Y BiNOBIgaNbHOI 3a 34iiCHEHHS hapMmakoHarnsaay; KOHTaKTHOI
komnnekTi 3 1 abo 3 0ocobu 3 chapmakoHarnsgy 3asnsHVKa A5 34iRCHEHHSA
chnakoHamu 3 1 mn thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
po34MHHKKa (BOga YNOBHOBaXEHOI 0C06W, BiANOBIAALHOI 32 34iiCHEHHS
ONs iH'eKuin) y thapmakoHarnsgy (Bkouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
KOHTYPHIi Y pO3MilLleHHI MacTep-halina cuctemy hapMakoHarnisay) -
YapyHKoBIl 3MiHa KOHTaKTHWUX JaHUX YNOBHOBaXXEHOT 0CO6Y 3asiBHYKA,
ynakosui; no 1 BiANOBIAa/IbHOI 3a hapmakoHarnsfg. 3MiHa KOHTaKTHOI
KOHTYPHIi 0cobu 3asBHMKa, BiANOBIAA/IbLHOI 3a hapmakoHarnsg B
YapyHKOBIli ynakoBLyj YkpaiHi. [ponoHoBaHa pefakuis: HasapeHko BikTopis
B KOpO6L; 5 IBaHiBHA. 3MiHa KOHTAKTHUX JaHNX KOHTaKTHOT 0Cco6u
h/1aKoHIB 3 3asBHUKA, BiANOBIAANLHOI 3a hapmakoHarnsag B YkpaiHi
NOPOLLKOM Y
KomMnekTi 3 5
chnakoHamu 3 1 mn
po34nHHMKa (BoAa
ANs iH'eKuin) y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKU B KOpobLi
168. | MONDKNHAK Kancynu BariHasibHi, Na6opaTopis ®paHuis IHHOTepa LLysi, ®paHuis/ BHECEHHS 3MiH 0 peecTpauliinHmx maTepiauis:3Minu | Tuny - 3a UA/10193/01/01
C no 6 kancyny IHHOTEK ®paHLis (BUPOGHUK LLiBefiuapis OHOBJIEHHS BXe 3aTBepKEHNX METOAiB KOHTPOJIKO AKOCTI peyenmom
6nictepi, no 1 a6o 2 IHTEepHacbiioH BiANoBiganbHUii 3a niKapcbKoro 3acoby, a came: BUKTaAEHHS TEKCTY
6nictepu B anb nakyBaHHS1, KOHTPO/b i [ep>XXaBHOK MOBOIO 3rigHO Cy4YacHUX BUMOT; 3MiHW | Tmny -
KapTOHHIA KopoobLi BUNYyCK cepii); BHECEHHSA 3MiH A0 po3ainy “ MapkyBaHHSA" MKA N13.
KaTtaneHTt ®paHu 3anponoHoBaHo: MapKyBaHHs.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BeiiHxeiim CA, 3rigHO 3aTBEpPKEHOr0 TEKCTY MapKyBaHHS
®paHuia (BUPOBOHUK
BiANOBifa/IbHWIA 32
BMPOGHMLTBO in bulk);
CBICC KETC AT,
Liseliuapis (BMpOGHUK
BignoBigasibHWI 3a
BMpo6HULTBO in bulk)
169. | NONMDKUHAK | emynbcis Na6opaTopis ®paHuis IHHOTepa LLy3i ®paHuis BHECEHHS 3MiH [0 peecTpaliinHmx matepiauis:3minu | Tuny - 3a UA/7254/01/01
C BIPTO BariHasibHa, y IHHOTEK 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTpob peyenmom
kancynax, no 3 IHTepHacbioH roTOBOrO NiKapCbKOro 3acoby - OHOBMEHHS BXe
Kancynu B 6nictepi, anb 3aTBEPKEHNX METOAIB KOHTPOSIO SIKOCTI JTiKapCbKOro
no 2 6nictepu B 3aco0by, a came: BUK/TafileHHA TEKCTY AepXXaBHOK MOBOIO
KapTOHHIlA KOpooLi 3riIHO Cy4acHUX BUMOT;
3MiHM | TUNY - BHECEHHS 3MiH 40 po3giny “ MapkyBaHHs"
MK$ N3. 3anponoHoBaHo: MapkyBaHHS. 3rifgHO
3aTBEPKEHOIO TEKCTY MapKyBaHHS
170. | NOTEHLUIANE | TabneTtkun, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 0 peecTpauliinHmx maTepiauis:3MiHu | Tuny - 3a UA/6415/01/01
060/10HKO0 Mo 100 "TexHonor" noJaHHA OHOBJIEHOrO cepTudpikara BianoBiAHOCTI peyenmom
Mr; o 2 TabneTkn y €poneiicbkili hapmakonei Ne R1-CEP 2013-219-Rev 00
6nictepi; no 1 a6o 2 onsa A®| cungeHadiny uuTpaty Bif BXe 3aTBepA)KEHOro
6nicTepn y nauui 3 BMpo6HMKka MSN Organics Private Limited, India, y Hacnigok
KapToHy; no 1 3MiH B METOAML| BU3HAYEHHA 3a NnokasHukamun «CynbgaTHa
Tabnetui y 6nictepi; 30/1a», «CynpoBiaHi AOMILLKM» Ta «[oMillka E»; BUNYyUYeHHs
no 1 a6o 2 a6o no 4 3i cneumdikayii nokasHvka «Baxkki MeTasin»; AofaBaHHA
6nictepn y nauui 3 3BiTY 3 OLiHKM PU3UKIB CTOCOBHO €1EMEHTHUX AOMILLOK
KapToHYy BiANOBIAHO A0 kepiBHuuTBa ICH Q3D; 3MiHu | TNy -
noJaHHA OHOBJIEHOrO cepTudpikara BiAnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2013-100-Rev 00
ans A®l cungeHadiny umTpary Bif BXe 3aTBepKEHOro
BMpOoGHMKa Maprimed S.A., ApreHTuHa, y HacnigoK 3MiH B
azpeci BnacHuka cepTtudikara t1a BUPOGHNYOI AiNbHULI 6e3
3MiHV MiCLi BUPOGHMLITBA
171. | NOTEHLUIANE | TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasnis:3miHu | Tuny - 3a UA/6415/01/02
06010HKOt0 No 50 "TexHonor" nofjlaHHA OHOBJIEHOrO cepTudikaTa BifnNoBIAHOCTI peyenmom
Mr; M0 2 TabneTkn y €Bponeiickkin goapmakonei Ne R1-CEP 2013-219-Rev 00
6nicTepi; no 1 abo 2 onsa A®l cungeHaduiny umTpary Bif, BXe 3aTBEpPIKEHOro
6nicTepu y nauuj 3 Bupo6Huka MSN Organics Private Limited, India, y Hacnigok
KapToHy; no 1 3MiH B METOAMLI BU3HAYEHHA 3a NnokasHukamun «CynbtaTHa
Tabnetui y 6nictepi; 30Ma», «CynpoBigHi AOMILLKW» Ta «Jomillka Ex»; Buny4yeHHs
no 1 a6o 2 a6o no 4 3i cneumndikaii nokasHuka «Baxki MeTann»; foAaBaHHSA
6nictepn y nauui 3 3BITY 3 OLHKN PU3MKIB CTOCOBHO €/TEMEHTHMX AOMILLOK
KapToHy BignosigHo Ao kepiBHUUTBA ICH Q3D; 3MiHu | TUNY -
nofjlaHHA OHOBJIEHOrO cepTudikaTa BifnoBIAHOCTI
€Bponeiickkin papmakonei Ne R1-CEP 2013-100-Rev 00
ona A®l cungeHaduiny umTpary Bif, BXe 3aTBEpIKEHOro
BMpo6HMKa Maprimed S.A., ApreHT1Ha, y Hacnifok 3MiH B




77

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ajpeci BnacHuka ceptudpikata Ta BAPO6HUYOI AinbHNLi 6e3
3MiHV MiCLit BAPOGHMLITBA
172. | NPOTOMIA TabneTkun, BKpUTI Makneogc IHAis Makneogc IHAisA BHECEHHS 3MiH [0 peecTpauliinHmx maTepiauis:3minu | Tuny - 3a UA/2441/01/01
060/10HKO0, M0 250 dapmacbloThK dapmMacbloTUKasIC BUTYYEHHS AinbHULI BUPO6HMLUTBA AnA ADP| npoTioHamigy peyenmom
Mmr, no 10 TabneTok anc fNimiteq NimiTen Guangxi guilin Pharmaceutical Factory, China;
y cTpuni, no 5 3anponoHosaHo: Suzhou Kaiyuan Minsheng Sci&Tech
CTPUMIB Yy KAPTOHHIM Corp., Ltd, China
ynakoBLij
173. | NPOTOMIA TabneTkun, BKPUTI Makneogc IHAin Makneoac IHAin BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - - UA/9983/01/01
06010HKOt0, N0 250 PapmacbTHNK PapmacboTukanc BUNYYEHHS AiNbHULI BUpo6HULTBaA Ana A®I npoTioHamigy
mr, in bulk: no 10 anc Jimiteq NimiTen Guangxi guilin Pharmaceutical Factory, China;
TabneTtok y ctpuni, 3anponoHoBaHo: Suzhou Kaiyuan Minsheng Sci&Tech
no 100 ctpunis y Corp., Ltd, China
KapTOHHIA ynakoBL,i
174. | PABIMAK TabneTku, BKpUTI Makneogc IHAis Makneoac IHais BHECEHHS 3MiH [0 peecTpaviinHmx maTepiasnis:3miHu | Tuny - 3a UA/3161/01/01
060/10HKOIO, PapmacboTHK PapmacbloTukanc 3MiHU 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
KMLLKOBOPO3YMHHI MO anc Jlimiteq Nimiteq roTOBOrO liKapCbKoro 3acoby. 3mMiHa napameTpis
20 mr; no 7 cneuudikauin Ta/abo AONYCTUMUX MEX FOTOBOrO
TabneTok y cTpuni; nikapcbKoro 3acoby - 3anpoBaKeHHs NepioANYHOCTI
no 2 cTpunu B KOHTpOst0 /13 3a NokasHUKOM «MikpoGiosoriyHa YncToTax,
KapTOHHI ynakoBsLyj; a came KOHTpO/b 6ye NPOBOAUTUCA Ha KOXHIli AecaTili
no 15 tabnetok y cepii, NpUHaiMHi 0fHa cepist TECTYETLCS LOPIYHO
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIlA ynakoBsLyj;
no 7 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHI ynakoBLi
175. | PABIMAK TabneTku, BKpUTI Makneogc IHais Makneoac IHais BHECEHHS 3MiH [0 peecTpauiiiHMx maTepianis:3miHu | Tuny - 3a UA/3161/01/02
060/10HKOIO, PapmacbloThK dapmacboTrKaic 3MiHM 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb peyenmom
KMLLKOBOPO34MHHI NO anc Nimiteq Niviten roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
10 mr;no 7 cneumdgikauin Ta/abo AONYCTUMUX MEX FOTOBOrO
TabneTok y cTpuni; nikapcbKoro 3acoby - 3anpoBaKeHHs NepioAnYHOCTI
no 2 cTpunu B KOHTposto /13 3a nokasHukom «MikpobionoriyHa uncrora,
KapTOHHIA ynakoBLi; a came KOHTpo/ib 6yae NPOBOAMTUCS Ha KOXHIli AecATil
no 15 tabnetok y cepii, NpUHaiMHi ofgHa cepist TECTYETLCS LOPIYHO
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHIlA ynakoBsLyj;
no 7 TabneTtok y
6nictepi; no 2
6nictepu B
KapPTOHHIi ynakoBLUi
176. | PAMI Tabnetku no 5 mr/25 CaHpo3 CnoBeHis Nex C.A., Monbwa Monbwa/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/4259/01/02
CAHAO3® Mr, no 10 TabneTok PapmacbioTika (BMpPOBHMLTBO HimeuunHa oHoBrieHHs Bepcii CEMy R1-CEP 2004-307-Rev 03 Ha 1P peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOMMO3WUTY | y 6nictepi; no 3 n3 g.o. Hepo3dacoBaHoro rigpoxnopTiasng Bif BXe 3aTBEPAXEHOro BupobHuka AlM -
M 6nictepu B NpoAayKTY, A03BIN HA Cambrex Profarmaco Milano S.r.l., Italy . Ockinbku MUHYNO
KapTOHHIlA KOpO6L BUMYCK Cepii; BXe 12 micauis 3 gatu imnnemeHTauii, 3MiHy knacugikosaHo
nepBuHHa Ta Ak 1B. 3azHavaemo, us 3aaBneHa Bepcis CENy € He
BTOPWHHA YNakoBKa, Ba/1iIHOIO BXe, NPOMIXHOI0, | HA BUPOGHMLTBI Byae
[03BiN Ha BUMYCK BMKOPMCTOCYBATUCh BXe HacTynHa Bepcisa (Rev 04). 3
cepii); Cantotac MoAaHo0 3MiHOK OHOB/KETLCA pPo3gin 3.2.R.; 3miHu | TNy -
dapma N'vbX, noJaHHs OHOB/IEHOro cepTudpikata BiaNoBiAHOCTI
HimeuyunHa €Bponeiicbkiii hapmakonei Ne R1-CEP 2004-307-Rev 04
(BMpPOGHMLTBO 3a ans A®l rigpoxnopTiasuay Bif BXe 3aTBepAKeHOro
NOBHUM LMK/IOM) BUpo6HMKa Cambrex Profarmaco Milano S.r.l., Italy. fk
HacnifoK fofaBaHHs 3BiTy 3 OLiHKM PU3NKIB CTOCOBHO
efleMeHTHMX AOMILLOK BiANOBIAHO A0 kepiBHMUTBa ICH Q3D
177. | PAHEKCA® Tabnetku MeHapiHi Nokcemby Brpo6HMUTBO «in HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/13676/01/01
1000 MPOJIOHroBaHoOI fji IHTepHeLLoHan pr bulk», nakyBaHHs, 3MiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHMKA peyenmom
no 1000 wmr no 10 OnepeiwoHc KOHTPO/b Ta BUMYCK BUXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
TabneTtok y 6nictepi; Tokcembypr cepit: BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci A®I, abo 3miHa
no 6 6nictepis y C.A. MeHapiHi-®oH XeigeH BMPOGHMKA (BK/IKOYAOUM, Ae HeobXigHO, MiCLie NPOBeAEeHHS
KapTOHHI kopo6Lyj; M6X KOHTpO/It0 siKocTi) AdI (3a BigcyTHOCTI cepTuddikata

no 15 ta6nertok y
6nicTepi; no 4
6nictepu y
KapTOHHI Kopo6Lyj;
no 20 TabneTok y
6nicTepi; no 3
6nictepu y
KapTOHHI Kopobui

BiANOBIAHOCTI EBponNeiickkili hapmakonei y 3aTBepakKeHoMy
[0Cbe)(3anponoHOBaHW BUPOBHNK HATEXUTb A0 TiEl camoi
BMPOGHWYOT rpynu NigNPUEMCTB, WO Ii 3aTBEPIKEHWN) -
3anponoHoBaHa HoBa BUPOGHUYA AiNbHNLSA HANEeXKUTb A0
Tiei camoi BUpOBHMYOT rpynu NignpuemcTs, Lo
3aTBepMXeHuii BUPo6HUK, F.1.S. — Fabbrica Italiana Sintetici
S.p.A., ltaly, po3TawoBaHoi 3a agpecoto Via Massimo
D Antona, 13, 86039 Termoli m(Campobasso), Italy, i
BiAMOBIAA/IbHOI 32 BUPOOHULITBO MPOMIXXHOIO NMPOAYKTY
Ranl, 110 BUKOPUCTOBYETbLCSA Y NpoLLeci BUPOBHULITBA AitoYoTl
PevoBUHM; 3MiHK | TURY - 3MiHK 3 akocTi. A®l. Bupo6HuuTBO.
3MiHa BUpPOGHVKa BUXiAHOTO/MPOMIXHOrO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYIOTHCA Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKOUatoum, ae
HeobXxiHO, MicLe NpoBefeHHs KOHTposo sikocTi) AdI (3a
BiICYTHOCTI cepTudikaTta BignosigHOCTI EBponeichkili
hapmakonei y 3aTBepAXeHOMy [0CbE)(3anponoHoBaHn
BMPOGHUWK HANTEXUTb [0 TiEi camoi BUPOOHUYOT rpynm
niANpPUEMCTB, LLO 11 3aTBEPMAXEHWIT) -3anponoHoBaHa HoBa
BMPOBHMYA 4iNbHULSA HANeXWTb A0 TiEl camoi BUPOOGHUYOI
rpynv NignpUeEMCTB, LUO i1 3aTBEPXEHUIA BUPOOHUK, F.1.S. —
Fabbrica Italiana Sintetici S.p.A., Italy, po3TawloBaHoi 3a
agpecoto Via Massimo D Antona, 13, 86039 Termoli
(Campobasso), Italy, i BiagnoBigabHOI 38 BUPOGHMLTBO
NPOMIKHOro NPoAyKTy Ran2, Lo BUKOPUCTOBYETLCSA Y
npoueci BUPOBHULTBA Ail0HOI PEHOBUHM; 3MiHM | TUny -
3MiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikaLii Ta/abo A0NYCTUMUX MEX, BU3HAYEHUX Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

cneumdikauisix Ha Ad®l, abo BMXigHWIA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpviknag, BUNTyYeHHs 3acTapisioro NokasHvka)) -
BunyyeHHs1 aHaniTMuHO METOAMKM BU3HAYEHHS mapameTpa
cneumdikauii «Baxki MeTanu» Big BUPOOHMKA Ajto4Ooi
peuvoBuHM Zhejiang Huahai Pharmaceutical Co., Ltd.; 3MiHu |
1Ny - 3MiHK 3 AkocTi. A®I. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMMX Mex,
BM3Ha4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCA Y NpoLeci BUpobHuuTBa A®| (BUyYEeHHS
HEe3HAYHOro NoKa3HuKa AKOCTi (Hanpuknag BUIyYeHHs
3acTapisioro NokasHuka)) - BunyyeHHs aHaniTMyHoT
MeTOAMKM BU3HAYEHHA napameTpa cneumdikauii «Baxki
MeTann» Bif, BUPOOHMKA i040i pe4yoBUHM paHonasuH F.1.S;
3MiHK | TNy - 3MiHK 3 AkocTi. APL. KoHTposnb AP, 3miHa y
mMeTofdax BunpobysaHHs APl abo BUXiAHOrO
mMarepiany/npoMiKHOTO NPOAYKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa ADI (HE3HAYHI
3MiHM Yy 3aTBEPMKEHNX MeTofax BUNpobyBaHHs) - HesHauyHa
3MiHa B aHaniTMYHOMY MeTogi BEPX, L0 BUKOPMCTOBYETHLCS
0151 BU3HaYeHHs gomilkn A (GGE) gitoyoi peqoBuHu
paHonasuH BupobHuuTBa Zhejiang Huahai Pharmaceutical
Co., Ltd.; 3MiHu | TUNY - 3MiHM 3 akocTi. A®Il. CTabiNbHICTb.
3miHa nepioZly NOBTOPHMX BUNpo6yBaHb/nepiody 36epiraHHs
a6o ymoB 36epiraHHa A®| (3a BifCYTHOCTI y 3aTBEPA)KEHOMY
[Jocbe cepTudikaTa BignoBigHOCTI EBpoONeChKii
chapmakonei, Lo BKIoYa€E nepiog NOBTOPHOIO
BMNpobyBaHHsA) (Nepiog NOBTOPHOrO BUNPOGYBaHHS/Nepios,
36epiraHHs) - 36iNbLUEHHS abo BBEAEHHS nepiogy
NMOBTOPHOrO BUNpo6yBaHHs/Nepiofy 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOC/IMKEHb Y peasibHOMY Yaci - 36i/1bLUEHHS
nepiogy NOBTOPHOrO BMNPOGYBaHHS 3 24 micAuis o 48-
MiCSAYHOrO nepioAy NOBTOPHOrO BUNPOOYBaHHA AN
BMPOGHMKa Aitovoi peyoBuHY Zhejiang Huahai
Pharmaceutical Co., Ltd.; 3miHun | Tuny - 3miHun 3 AkocTi. AdI.
Brpo6HMuTBO. 3MiHa BUPOBHUKA BMXiAHOrO/NPOMIXXHOrO
npoayKTy/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOOHUYOMY
npoueci Adl, abo 3miHa BUpo6HuKa (BkoHarun, ae
Heo6XifHO, Micue NpoBefeHHs KOHTPOSIO AKoCTi) APl (3a
BifICYTHOCTi cepTudikaTa BignoBigHOCTi EBponeiichkili
thapmakonei y 3aTBepXeHOMY A0ChE)(iHLLi 3MiHW) -
BBegeHHs1 HOBOro nocTavasibHUKa BUXifHOTO NPoAyKTY
ninepasuHy 6e3B0AHWIA, L0 BUKOPUCTOBYETLCS Y NPOLECI
BMPOOHWLTBA [il04H0T PEYOBUHY PaHOIa3UH KOMMNAHIED
Zhejiang Huahai Pharmaceutical Co., Ltd.; 3miHu | TUny -
3MiHu 3 sKocTi. A®l. BupobHMLTBO. 3MiHa BUPOGHMKA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BVIXiZLHOro/mpoMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTbCS y BUPOGHUYOMY npoueci AP, abo 3miHa
BMPOGHMKA (BK/IKOYAOYM, e HeobXigHOo, Miclie NpoBeAeHHs

KOHTpO/I0 siKocTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoOMy
focbe)(iHwWi 3MiHM) - [loaaBaHHA anbTepHaTUBHOIO
BMPOGHMKA BUXIAHOrO NMPOAYKTY xaopauetunxnopugy (XAX),
LLIO BUKOPUCTOBYETLCA Y NpOLLECi BUPOBHMLTBA AitoHOoT
peyoBMHM paHoNa3nH komnawieto Zhejiang Huahai
Pharmaceutical Co., Ltd.; 3miHun | Tuny - 3miHun 3 AkocTi. AdI.
Brpo6HMuTBO. 3MiHa BUPOBHUKA BMXiAHOrO/NPOMIXXHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOOHUYOMY
npoueci Adl, abo 3miHa BUpo6HuKa (BkoHarun, ae
Heo6XifHO, Micue NpoBefeHHs KOHTPOSIO AKoCTi) APl (3a
BifICYTHOCTi cepTudikaTa BignoBigHOCTi EBponeiichkili
thapmakonei y 3aTBepXeHOMY A0ChE)(iHLLi 3MiHW) -
[JlofaBaHHA anbTepHaTUBHOIO BUPOGHMKA BUXIAHOrO
npoaykTy 2,6 —aumeTunaHininy (2,6-4MA), wo
BUKOPVCTOBYETLCA Y NPOLIECi BUPOGHULTBA Ajit040i PeyOBUHN
paHonasuH komnaHieto Zhejiang Huahai Pharmaceutical Co.,
Ltd.; 3miHn | TMny - 3miHK 3 AkocTi. APl BUpobHULTBO. 3MiHK
BMNpo6yBaHb abo JOMYCTUMMUX MeX Y NpoLieci BUPOOGHMLTBA
A®I, Wo BCTAHOB/EHI Y cneuundikalisx (BUyYeHHs
HecyTTEBOro BUNpPobyBaHHS) - BunyyeHHs BUNpobyBaHHSA Yy
npoLieci BUPO6HMLTBA «pO3Mip YaCTOK» Ha eTani
OCTaTO4YHOro 3MmillyBaHHs (koHTponb D(v,0,5)), wo
BMKOPUCTOBYETLCA Y NPOLIECi BUPOGHULITBA Ajl0HO0T PeYOBUHN
paHonasuH KomnaHieto Zhejiang Huahai Pharmaceutical Co.,
Ltd.( 3.2.S.4.1 Particle size Laser diffraction).; 3miHu | Tuny -
3MiHn 3 aKocTi. A®l. Bupo6HMLTBO. 3MiHW BUNpo6yBaHb abo
[OMyCTUMUX MeX y npoueci BupobHuutea Adl, o
BCTaHOB/EHI Y creundikaLisx (BUIy4eHHs HeCyTTEBOTO
BUNPOGYBaHHS) - BunyueHHs BuNpobyBaHHS y npoueci
BMPOGHMLITBA «PO3MIp YaCTOK» Ha eTani 0CTaTo4HOro
3MillyBaHHA (KOHTponb D(v,0,1)), WO BUKOPUCTOBYETLCA Y
npoueci BUpoOHULITBA Ai0UOi PeYOBUHM paHONa3nH
KomnaHieto Zhejiang Huahai Pharmaceutical Co., Ltd.
(3.2.S.4.1 Particle size Laser diffraction); 3miHu | Tuny -
3MiHn 3 akocTi. A®Il. BupobHMLTBO. 3MiHa po3Mmipy cepil
(Bkntovaroun gianasonn) A®l abo NPOMIKHOTO MPOAYKTY,
SIKWIA 3aCTOCOBYETHLCA Y NpoLieci BUPO6HULTBA ADI
(36inbLueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
po3Mipom) - [logaBaHHA HOBOTO aflbTEPHATUBHOIO PO3MIpY
cepii N BUpo6HMLTBA Ai040i pevoBUHY paHonasuH (704—
844 kr) BupobHuuTtea Lodichem S.r.l. y gogatok go exe
3aTBEPAKEHOr0 po3Mipy B Aiana3oHi 516-633 kr.; 3miHu |
TMny - 3MiHK 3 AkocTi. APL. CtabinbHicTb. 3MiHa nepiogy
NOBTOPHUX BMUNpo6yBaHb/nepiody 36epiraHHa abo ymMoB
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCHE

cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin thapmakonei, Lo
BK/IHOYAE Mepiof, NOBTOPHOro BUNPobyBaHHA) (nepios
NOBTOPHOro BUNpobyBaHHA/Nepios 36epiraHHs) -
36inbLUeHHs1 ab0 BBeAEeHHA nepiogy NOBTOPHOIO
BMNpo6yBaHHA/Nepiofy 36epiraHHA Ha OCHOBI pe3ynbTaTiB
JocnipkeHb y peasibHOMY yaci - 36ibLIeHHs nepiogy
NOBTOPHOro BUNpobyBaHHA 3 12 MicAuiB 40 24 micAuis
BMpo6HuUTBa Lodichem S.r.l.; 3miHum | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs: BUPO6HUYOI AinbHUL
(BKoYaroumn ginbHuULi ons A®l, NpoMiXKHOro NPoAyKTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI 415 NPOBEAEHHS
nakyBaHHs, BUPOGHYKa, BigNOBiAaNbHOrO 3a BUMYCK Cepil,
MicLie NpoBefleHHA KOHTPOJI0 cepil) abo noctavyanbHUKa
BWXiHOTO MaTtepiany, peareHTy abo AONOMiXHOT pevyoBUHN
(AKWO 3a3HaYeHo y A0CbE) - BunyyeHHs BupobHuka MNaTeoH
MaHydakTypiHr Cepsices, JI/1C, po3TalloBaHoro 3a
aapecoto 5900 MapTiH /ltoTep KiHr FOH. XaiiBeld, MpiHBinn,
MiBHiuHa KaponiHa 27834, CLUA Ta BignosigaibHOro 3a
BUPO6HMUTBO «in bulk» i kOHTPONL cepii ['/1; 3miHK | TUNY -
3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBHULTBI. 3MiHa po3Mmipy cepii (BkoYatoum gianasoH
po3Mipy cepil) roToBOro NikapcbKoro 3acoby (36iNbLIeHHs A0
10 pasiB NOPIBHAHO i3 3aTBEPKEHUM PO3MIpPOM) - BBeAeHHS
HOBOro po3mipy cepii 540 Kr A1 rOTOBOrO JliKapCbKOro
3aco6y BUpo6HULTBa MeHapiHi-PoH XeiigeH MvbX,
HimeuunHa [0 BXe 3aTBepaAxeHoro po3mipy 500 kr,
(3aTBepmxeHo: 500 kr 750,000 Tabnetok ans 500 mr; 375,
000 Tabnetok a8 1000 mr; 3anponoHoBaHo: 500 kr 750,000
Tabnetok ana 500 wmr; 375, 000 Tabnetok ans 1000 mr; 540
kr 810,000 Tabnetok gns 500 mr; 405,000 TabneTok Ans
1000 mr); BUnpas/fieHHs MOMWUSIKU APYKY B KiNIbKOCTI
KapHaybCbKoro Bocky, HasefeHoro B po3gini 3.2.P.3.2
«Cknag, Ha cepito», 3 «0,008» Ha «0,012». be3 3miH y
cknagj; 3MiHu | Tuny - 3MiHy 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHM Yy npoueci BUpobHMLTBa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IOYaUM NPOMIKHWIA
MPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHWULTBI FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHW) - [logasaHHsA HOBOro
npoLecy BUPOGHULTBA rOTOBOTO /iKapCbKOro 3acoby Ass
po3Mipy cepii 540 Kr 3 METO BBEAEHHS A04ATKOBOro etany
NpOCitOBaHHA Nepes CyLUIiHHAM Ta Bifo6paxeHHs
BUPOBHMLITBA rPaHyNATY Y TPbOX NigCepiax AN roTOBOro
nikapcbKoro 3acoby BUpobHuLTBa MeHapiHi-®oH XeligeH
M6X, HimeuunHa; 3MiHu | Tuny - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbknii 3aci6. 3MiHN Y BUPOOGHMUTBI. 3MiHN Y NpoLeCi
BMPOGHMLITBA FOTOBOrO NiKapcbKoro 3acoby, BkIovaoun
NPOMIXKHWIA NPOAYKT, LLI0 3aCTOCOBYETLCS NPY BUPOGHULITBI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW) - 3MiHN Y
3aTBEpPKEHOMY MPOLLECi BUPOBHULITBA [/151 TOTOBOTO

nikapcbKkoro 3aco6y BMpo6HuLTBa MeHapiHi-PoH XeigeH
Mv6X, HimeuunHa ans po3mipy cepii 500 kr; 3miHa
BHOCWTLCSA A0 BiAMOBIAHMX PO34iNniB peecTpauiiiHoro 1ocke
3.2.P.2.3 «Po3pobka BMpobHMYoro npouecy» ta 3.2.P.3.3
«Onnc BUPOBGHMYOTO MPOLLECy Ta KOHTPOJTIO NpoLecy» i
BK/1HOYAE Taki HE3HaYHi 3MiHU: - 3MiHa PO3Mipy cuTa Ha
nepLIomMy etani NpocCitoBaHHS; - 3aMiHa NOAPIGHEHHS
NpOCitOBaHHAM; - 3MiHa B eTari nonepegHbLOro 3milllyBaHHs
[ONs BifoBpaxXeHHs TOro, Lo BiH 6yae NpoBOAUTUCH Y
rpaHyniATopi 3 BUCOKMM 3yCUISIM 3CYBY; - 3MiHA NOPSAKY
[0AaBaHHA MarHito.

Ha gopatok Ao BuLle3a3Ha4eHUx 3MiH, 3asBHUK
KOPUCTYETLCA Harofo BKasaTy B ONUCI npouecy ans
po3mipy cepii 500 kr gesiky iHdopmadito, Lo Bxe byna
3aTBepAxeHa, ane byna BiACYTHSA B MOTOYHOMY OMUCI,

30Kpema npo HasiBHICTb YOTUPLOX Mif-Cepiil rpaHyNaTy i
eTany KiHLEeBOro nakyBaHHsI.

TakoXx [0 po3/iNy BHECEHO He3HaUHi pefakLiiiHi 3MiHM 3
METO0 NOKPALLEHHS MOr0 YNTABEeNbHOCTI; 3MiHW | TMNy -
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KoHTposb
[OMOMDKHMX peyoBUH. 3MiHa napameTpiB crnevmdikauii
Ta/abo gonycTMMmnX Mex Ans AONOMIKHOT PevyoBUHN
(BnyveHHs 3i cneumdikaii He3HaYHOTO NMOKa3HMKa
(Hanpuknag, 3actapinoro nokasHuka)) - Ans nosysaHHs 1000
Mr BU/TYYEHHS HE3HAYHOro napameTpa cneuudikadii,
30KpemMa BUNPOOYBaHHS Ha 3a/TULLKOBI PO3UMHHWKW ANS
Yellow, BignosigHo o ICH Q3C; 3miHu | TNy - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y MeTogax BunpobyBaHHs
A®| abo BMXigHOrO Matepiany/npoMiKHOTo
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOG6HULTBA AP| (HE3HAYHI 3MIHW Y 3aTBEPIKEHNX
MeToAax BUNpo6yBaHHS) - He3HauHi 3MiH1 y meTogi
BMNPO6GYBaHHS, LU0 BUKOPUCTOBYETLCA 3aTBEPIKEHNM
BUPOBHMKOM rOTOBOrO MikapCbKoro 3acoby MeHapiHi-®oH
XenpgeH M'vbX, HimeuunHa gnst BUSHAYEHHS 3a/IMLLKOBMX
po3uMHHKKIB AP| paHonasunHy BupobHuuTea F.1.S. —
Fabbrica Italiana Sintetici S.p.A., Italy, Zhejiang Huahai

Pharmaceutical Co., Ltd.i Lodichem S.r.| (3aminu renito
a30TOM $IK ra3y-HocCisl B MeTo/ji ra3oBoi xpomartorpaqii 3
iH)XEeKLie piBHOBaXKHOT NapoBoi dpasun Ta nosiyM’stHo-
ioHi3auiliHm geTektyBaHHaM (M14) 3rigHo 3 Ph. Eur. 2.2.28.;
nofaBaHHA Mogynto 3.2.S, B AKOMY YiTKO 3a3HayeHi
aHaniTUYHI METOAMKM, O NPOBOAATLCA BUPOOHUKOM
rOTOBOrO /likapCcbKoro 3acoby MeHapiHi-®oH XeiigeH M6X,
HimeyunHa/Menarini-Von Heyden GmbH, Germany iHWKM

YMHOM MOPIBHSAHO 3 MeTofamu BUNPOoByBaHb /1 KOHTPOSIHO




83

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

AKOCTI Ail040i PEYOBMHU paHoNasuH, HasegeHmu y Mogyni
3.2.S KOXHOro 3 noctavasibHukiB A®I; 3MiHu | Tuny - 3miHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y MeTogax BunpobyBaHHs
A®| abo BMXigHOro Matepiany/npomMixKHOTo
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPO6HULTBA AD| (HE3HAYHI 3MIHW Y 3aTBEPIKEHNX
MeToAax BUNPobyBaHHS) - 3amiHa NOTOYHOro o6nagHaHHS
«Laser Particle size Malvern Mastersizer 3000» HOBUM —
«Helos system» y meTogi nasepHoi gudppakuii gns
BU3HAYEHHA PO3Mipy YacTok APl paHonasuHy BUpOGHULTBA
Lodichem S.r.l; JogaBaHHA Mogyrnito 3.2.S, B IKOMY YiTKO
3a3HayeHi aHanNiTUYHI METOLMKM, L0 NPOBOAATLCA
BVMPOGHMKOM FOTOBOTO NiKapCbKoro 3acoby MeHapiHi-®oH
XeligeH MTM6X, HimeyunHa/Menarini-Von Heyden GmbH,
Germany iHLWNM YUHOM MOPIBHAHO 3 MeTodamu
BUNPOOYBaHb A1 KOHTPO/IIO AKOCTI Ai040T PEYOBUHN
paHonasuH, HaBegeHuMu y Moayni 3.2.S KOXHOro 3
noctavyasibHukis Ad|

178.

PAHEKCA®
500

TabneTkn
NPOIOHIOBaHOT Aji
no 500 mr, no 10
Tabnetok y 6nictepi;
no 6 6nictepis y
KapTOHHI Kopo6Lyj;
no 15 tabnetok y
6nictepi; no 4
6nictepn y
KapTOHHI kopo6Lyj;
no 20 TabneTok y
6nictepi; no 3
6nictepu y
KapTOHHIlA KOpooLi

MeHapiHi
IHTepHeLLoHan
OnepewoHc
Iokcembypr

NMokcemby
pr

Brpo6HMLUTBO «in
bulk», nakyBaHHs,
KOHTPO/b Ta BUNYCK
cepii:
MeHapiHi-®oH XeligeH
M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHM 3 siKocTi. A®l. BUpo6HULTBO. 3MiHA BUPOBGHMKA
BVIXiZHOro/MpoMiKHOro NpoayKTy/pearenTy, Lo
BMKOPUCTOBYIOTbCSA Y BUpOOHUYOMY npoueci A®l, abo 3miHa
BMpO6HMKa (BK/IKOYAKOUM, e HeO6XiAHO, MicLe NpoBeAeHHs
KOHTpO/t0 sKocCTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakKeHoMy
[ocbe)(3anponoHoBaHNli BAPOGHUK HANEXUTb A0 TiEl camol
BMPOGHWYOT rpynu NiANPUEMCTB, WO 11 3aTBEPIKEHWN) -
3anponoHoBaHa HoBa BUPOGHUYA AINBbHNLSA HANeXUTb A0
Tiei camoi BUPOBHMYOT rpynu NigNpuemMcTB, Lo I
3aTBEpAXEHNI BUPOBHUK, F.1.S. — Fabbrica Italiana Sintetici
S.p.A., ltaly, po3TawoBaHoi 3a agpecoto Via Massimo
D Antona, 13, 86039 Termoli m(Campobasso), Italy, i
BiANOBIAA/IbHOI 3@ BUPOOHULITBO MPOMIKHOTO NPOAYKTY
Ran1, 10 BUKOPUCTOBYETLCSA Y NPOLIECI BUPOGHMLTBA AjitoHOT
PEYOBUHY; 3MiHY | TUNY - 3MiHK 3 AKOCTi. A®l. BUPO6GHMLTBO.
3MiHa BUPOGHMKa BUXiAHOTO/MPOMIXHOrO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTHCA Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKOYatoum, ae
HeobXxifHO, MicLe NpoBefEHHS KOHTPO/IO sikocTi) APl (3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI EBponenchbkili
thapmakonei y 3aTBepyKeHoOMy A0CbE)(3anponoHoBaHui
BMPOGHWK HANEXUTb [0 Tiei camoi BUPOOHNYOI rpynm
nignprYEMCTB, WO 11 3aTBepAXeHWiA) -3anponoHoBaHa HoBa
BMPOOHUYA AiNbHULA HANeXWUTb A0 TiET camoi BUPOOHMYOT
rpynu NignpuMeMCTB, LUO i 3aTBEPKEHUIA BUPOOHUK, F.1.S. —
Fabbrica Italiana Sintetici S.p.A., Italy, po3TawoBaHoi 3a
aapecoto Via Massimo D*Antona, 13, 86039 Termoli
(Campobasso), Italy, i BiagnoBiga/1bHOI 32 BUPOBHULITBO

3a
peyenmom

UA/13676/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

NPOMDKHOro NPoAykTy Ran2, Lo BUKOPUCTOBYETLCA Y
npoueci BUPOOHULTBA Ai0HOI PEHOBUHM; 3MiHM | TUNy -
3MiHu 3 sKocTi. A®Il. KoHTponb AdI. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHW/NPOMIKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLLECI
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag, BUyYeHHs 3acTapifioro nokasHvka)) -
BunyyeHHs aHaniTMYHOI METOAMKN BU3HAUYEHHS NnapameTpa
cneumdikauii «Baxki MeTanu» Big BUPOOHMKA Ajto4oi
peyoBuHU Zhejiang Huahai Pharmaceutical Co., Ltd.; 3miHu |
TMny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX,
BM3HAYeHUX y cneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTbCSA Y NpoLeci BUpobHMLUTBa AD| (BUTYyYEHHS
He3Ha4yHOro NokasHuka SKOCTi (Hanpuknag BUIyYeHHs
3acTapinioro NokasHvka)) - BunyyeHHs aHaniTuuHol
MEeTOAMKM BU3HAYEHHS napameTpa cneuudikauii «Baxki
MeTa/IM» Bif BUPOOHUKA Aito40T peqyoBMHN paHonasuH F.1.S.;
3MiHY | Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
MeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPMKEHNX MeToAax BUnpobysaHHs) - HesHauHa
3MiHa B aHaniTu4HoMy MeTofi BEPX, L0 BUKOPUCTOBYETLCA
AN BU3HaueHHs aomiwkn A (GGE) aitovoi peyoBuHu
paHonasuH BupobHuuTBa Zhejiang Huahai Pharmaceutical
Co., Ltd.; 3MiHu | TUNY - 3MiHM 3 sKoCTi. A®IL. CTabiNbHICTb.
3miHa nepiofly NOBTOPHMX BUNpobyBaHb/nepiody 36epiraHHs
a6o ymoB 36epiraHHs A®| (3a BiACYTHOCTI y 3aTBEpPLKEHOMY
[ocbe cepTudpikaTa BignoBiAHOCTI EBponeiichkiii
hapmakonei, Lo BKIoUYae nepios NoBTOPHOro
BMNpobyBaHHS) (Nepiog NOBTOPHOrO BUNPOGYBaHHs/Nepios,
36epiraHHs) - 36inblUeHHA abo BBeAEHHNA nepiody
NMOBTOPHOrO BUNpo6yBaHHs/Nepiofy 36epiraHHs Ha OCHOBI
pe3ynbTaTiB [OC/iHKEHb Y peaslbHOMY Yaci - 36ibLIEHHS
nepiogy NOBTOPHOrO BUMNPOBYBaHHSA 3 24 MicauiB [0 48-
MiCAYHOrO nepiogy NOBTOPHOrO BUNPOGYBaHHA AN
BMPO6HMKa Aitovoi peyoBrHK Zhejiang Huahai
Pharmaceutical Co., Ltd.; 3miHu | T1ny - 3MiHK 3 AKocTi. ADI.
B1po6HMLTBO. 3MiHa BUPOOHMKA BMXigHOrO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTHLCA Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpo6HWKa (BKOYatoum, ae
HeobXxifHO, MicLe NpoBefEeHHs1 KOHTPO/IO skocTi) APl (3a
BiJCYTHOCTI cepTudikaTta BignoBigHOCTI EBponenchbkili
hapmMakonei y 3aTBepyKeHOMY A0CLE)(iHLLi 3MiHN) -
BBefieHHs1 HOBOrO nocTavasibHuKa BUXIAHOro NPOAYKTY
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ninepasuHy 6e3BOAHWIA, LLIO BUKOPUCTOBYETLCA Y MPOLECI
BMPOGHMLTBA [il040T PEYOBUHY paHOa3UH KOMNaHIEL
Zhejiang Huahai Pharmaceutical Co., Ltd.; 3MmiHuK | Tuny -
3MmiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BUXiAHOro/NPOMiXHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOBHUYOMY npoueci APl, abo 3miHa
BMPOGHMKa (BK/IHOYaYM, e HeobXigHo, MicLie NMPOBeAEeHHS
KOHTpOst0 sikocTi) AdI (3a BigcyTHOCTI cepTudikara
BifNOBIgHOCTI €Bponelickkili hapmakonei y 3aTBepaKeHoMy
pocbe)(iHwi 3MiHn) - logaBaHHs anbTepHaTUBHOIO
BMPOOGHMKa BUXiAHOrO NpoayKTy xnopaueTtunxnopugy (XAX),
LLIO BUKOPUCTOBYETLCA Y NpoLeci BUPOOHULITBA AiloYoT
peyvoBMHM paHoNa3unH komnaHieto Zhejiang Huahai
Pharmaceutical Co., Ltd.; 3miHu | TUny - 3MiHK 3 AKocTi. ADI.
B1po6HMLTBO. 3MiHa BUPOOHMKA BMXigHOrO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTHLCA Y BUPOOHNUOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKOYatoum, ae
HeobXxifHO, MicLe NpoBefEeHHS KOHTPO/IO sikocTi) APl (3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI EBponenchbkili
hapmMakonei y 3aTBepyKeHOMY A0CLE)(iHLLi 3MiHN) -
[logasaHHA anbTepHaTUBHOIO BUPOGHYVKA BUXIAHOTO
npoaykTy 2,6 —aumeTunaHinivy (2,6-4MA), wo
BUKOPWCTOBYETLCA Y MPOLIeCi BUPOGHULITBA Ajit040i peyoBUHN
paHonasuH komnaHiero Zhejiang Huahai Pharmaceutical Co.,
Ltd.; 3miHwm | TNy - 3miHun 3 AkocTi. A®I. BupobHuLTBO. 3MiHU
BMNPO6YBaHb a60 A0NYyCTUMUX MEX Y NpoLeci BUpobHMLTBa
A®I, Lo BCcTaHOBMEHI y cneuudikavlisx (BU1yYeHHs
HecyTTeBOro BUNpobyBaHHs) - BunyueHHs BunpobysaHHs y
npoLieci BUPOGHMLITBA «pO3Mip YaCTOK» Ha eTani
0CTaTo4HOro 3MmillyBaHHs (KoHTposb D(v,0,5)), wo
BUKOPVCTOBYETLCA Y MPOLIECi BUPOOGHULTBA Ajit040i PEeyOBUHN
paHonasuH komnaHieto Zhejiang Huahai Pharmaceutical Co.,
Ltd.( 3.2.S.4.1 Particle size Laser diffraction).; 3minu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHM BUNpoGyBaHb abo
[0MNyCTUMMX MEX Y NpoLeci BUpo6bHuuTBa AdI, 1o
BCTaHOB/EHI Y crneumndikayisx (BUIyYeHHA HECYTTEBOTO
BMNPOGYBaHHS) - BunyueHHs BUNpo6yBaHHS y npoueci
BMPOGHULITBA «PO3MIP YACTOK» Ha eTarli 0cTaTto4yHoro
3MilyBaHHS (KOHTposb D(v,0,1)), L0 BUKOPUCTOBYETLCS Y
npoueci BUPOBHMLTBA [iF0HOT PEYOBKHY PaHOIa3uH
KomMmnaHieto Zhejiang Huahai Pharmaceutical Co., Ltd.
(3.2.5.4.1 Particle size Laser diffraction); 3miHn | Tuny -
3MiHn 3 akocTi. A®l. Bupo6HMUTBO. 3MiHa po3Mipy cepil
(Brovatoum gianasoHun) APl abo NPOMIXHOIO NPOAYKTY,
AKUIA 3aCTOCOBYETLCA Y NMpoLieci BUpo6HuLTBa AdI
(36inbLueHHs A0 10 pasiB NOPIBHSHO i3 3aTBEPAKEHNM
po3Mipom) - [loaaBaHHA HOBOTO anibTEPHATUBHOIO PO3MIpy
cepii NS BUPO6GHMLTBA AiF040I pevyoBUHN paHonasuH (704—
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844 kr) Bupo6HuuTtBa Lodichem S.r.l. y gogatok go Bxe
3aTBEpKEHOro po3mipy B AianasoHi 516-633 kr.; 3MiHu |
TMny - 3MiHK 3 AkocTi. API. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNpo6yBaHb/nepiody 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCLE
cepTudikaTa BiANoBigHOCTI €Bponelickkili hapmakonei, Wwo
BK/IOYAE Mepiof, MOBTOPHOro BUNpobyBaHHs) (nepios
NOBTOPHOro BUNpo6yBaHHA/Nepios 36epiraHHs) -
36inbLUeHHs abo BBEAEHHS nepiogy NOBTOPHOMO
BMNpOoGyBaHHsA/nepioy 36epiraHHsA Ha OCHOBI pe3ynbTaTiB
OocnigkeHb y peanibHOMY 4aci - 36inbLUeHHs nepiogy
NOBTOPHOrO BMNpPobyBaHHA 3 12 micauis Ao 24 micAuis
BMpo6HMLUTBa Lodichem S.r.l.; 3miHum | Tuny -
AMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHMYOT AiNbHALL
(Brntovaroun ginbHnLi ans A®I, npoMixXHOro NPoaykTy abo
rOTOBOrO JliKapCbkoro 3acoby, AiNbHULI 415 NPOBEAEHHS
nakyBaHHs1, BUPOGHMKa, BiANOBIAAIbHOMO 3a BUMYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/IIO cepii) abo nocTadvasibHuKa
BMXifHOTO MaTepiany, peareHTy abo AONOMiXHOI peyoBUHU
(AKWO 3a3HaYeHo y A0CbE) - BunyyeHHs BUpo6HWMKa MaTeoH
MaHydpakTypiHr Cepsices, JI/1C, po3TalloBaHoro 3a
aapecoto 5900 MapTiH /llotep KiHr FOH. XaiiBeld, MpiHBinn,
MiBHiyHa KaponiHa 27834, CLUA Ta BignosigasbHOro 3a
BMPOGHULTBO «in bulk» i kOHTponb cepii 1; 3miHu | TUNYy -
3MiHM 3 SKOCTi. F0TOBWIA NiKapCbkuiA 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHa po3mipy cepii (Bk1toUakum gianasoH
po3Mipy cepil) roToBOro Aikapcbkoro 3acoby (36inbLUeHHs g0
10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM PO3MipoM) - BBeAeHHs
HOBOro po3mipy cepii 540 Kr 415 rOTOBOrO iKapCbKOro
3aco6y BUpo6HULTBA MeHapiHi-PoH XeiigeH MvbX,
HimeyunHa fo Bxe 3aTBepaKeHoro po3mipy 500 kr,
(3aTBepmxeHo: 500 kr 750,000 Tabnetok ans 500 mr; 375,
000 Tabnetok g5 1000 mr; 3anponoHoBaHo: 500 kr 750,000
Tabnetok ans 500 mr; 375, 000 Tabnetok gns 1000 mr; 540
kr 810,000 Tabnetok gns 500 mr; 405,000 TabneTok A1
1000 wmr); BUNpasneHHA MOMUMKN APYKY B KifIbKOCTI
KapHaybCbkoro Bocky, HaBefeHoro B po3gini 3.2.P.3.2
«Cknag, Ha cepito», 3 «0,008» Ha «0,012». be3 3MiH y
cknagi; 3MiHu | Tuny - 3mMiHK 3 AKocTi. FoToBUIA Nikapcbkuii
3aci6. 3MiHM y BUpOGHULTBI. 3MiHM y mpoueci BUpobHMLTBa
roTOBOrO /iKapCbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCA MNPV BUPOGHMULITBI FOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHu) - logaBaHHs HOBOTO
npoLecy BUPOGHULTBA rOTOBOTO Nikapcbkoro 3acoby Ass
po3mipy cepii 540 kr 3 METOI0 BBEAEHHSA [0AATKOBOro etany
NPOCitOBaHHA Nepes CyLUIiHHAM Ta Bifo6paxeHHs
BMPOGHMLITBA rPaHyNAaTy Y TPbOX Nigcepiax Ans rotoBoro

nikapcbkoro 3aco6y BMpo6HuLTBa MeHapiHi-PoH XeiaeH
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'M6X, HimeuunHa; 3MiHn | Tuny - 3MiHK 3 aKkocTi. FoToBWMiA

nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHW Y NpOLLECi
BMPOBGHULTBA FOTOBOrO NiKapCbKoro 3acoby, BKIOYaum
MPOMiXXHWIA MPOAYKT, WO 3aCTOCOBYETLCS NPY BUPOOHULITBI
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHK Y
3aTBEPKEHOMY NPOLIECi BUPOBHMLTBA A1 TOTOBOTO
nikapcbKoro 3acoby BupobHuuTBa MeHapiHi-®oH XeligeH
v6X, HimeyunHa gns posmipy cepii 500 kr; 3miHa
BHOCUTLCS 0 BiAMNOBIAHNX PO3AiNiB pEECTPaL,iiHOro fOCbe
3.2.P.2.3 «Po3pobka BMpo6HMYoro npouecy» Tta 3.2.P.3.3
«Onuvc BUPOGHMYOTO MpoLLecy Ta KOHTPOJIO NpoLecy i
BKJ/THOYAE Taki HE3HAYHI 3MiHW: - 3MiHa PO3Mipy cuTa Ha
nepLioMy eTani NpocitoBaHHS; - 3aMiHa NOAPIGHEHHS
NPOCilOBaHHAM; - 3MiHa B eTarni nonepeAHbOro 3MillyBaHHs
ANA Bigo6bpaxeHHs TOro, WO BiH 6yAe NpoBoAUTUCE Y
rpaHynATopi 3 BUCOKUM 3yCUI/IAM 3CYBY; - 3MiHa NOPAAKY
[0AaBaHHA MarHito.

Ha goaatok 0 BuLLesasHayeHnx 3MiH, 3asiBHUK
KOPUCTYETLCA HArofoK BKasaTu B ONUC npouecy Ans
po3mipy cepii 500 kr gesky iHhopmMauito, Lo Bxe byna
3atBepkeHa, ane 6yna BifCyTHA B NOTOYHOMY OMWCI,

30Kpema Npo HasBHICTb YOTUPLOX Mif-Cepii rpaHy ATy i
eTany KiHLEeBOro nakyBaHHSI.

TakoX 10 po3fiNy BHECEHO He3HAUHI pefakLuiiiHi 3MiHM 3
METOI0 MOKpAaLLEeHHS 0ro YnTabenbHOCTI; 3MiHW | Tuny -
3MiHK 3 SIKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
[OMOMIXHUX PeyoBVH. 3MiHa NnapameTpiB cneuudikawii
Ta/abo fonycTMMUX MexX A5 AONOMIXKHOT PeyOBUHM
(BUNy4YeHHs 3i cneumaikaLii He3HaYHOro NoKasHuKa
(Hanpuknag, 3actapinoro nokasHuka)) - Ans gosysaHHs 1000
MF BUJTyYEeHHS HE3HAYHOro napameTpa crneumdikaui,
30KpemMa BUNPOBYBaHHS Ha 3a/TULLKOBI PO3UYMHHUKW ANS
Yellow, signosigHo Ao ICH Q3C; 3miHu | Tuny - 3MiHuW 3
akocTi. A®Il. KoHTponb A®l. 3miHa y MeTogax BUnpobyBaHHs
A®| abo BUXigHOro MaTepiany/MpomMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NpoLeci
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMX
MeTofax BUNPOo6yBaHHS) - He3HauHi 3MiHWM y meTogi
BMMNPOBYBaHHS, LU0 BUKOPUCTOBYETLCA 3aTBEPKEHNM
BVMPOGHMKOM FOTOBOTO NiKapCbKoro 3acoby MeHapiHi-®oH
XeligeH TM6X, HiMeuunHa onst BUSHAYEHHS 3a/IMLLKOBUX
po3unHHKKIB A®| paHonasnHy BupobHuyTea F.1.S. —
Fabbrica Italiana Sintetici S.p.A., Italy, Zhejiang Huahai
Pharmaceutical Co., Ltd.i Lodichem S.r.I (3amiHu renito
a30TOM SiK rasy-Hocisi B MeTofi ra3oBoi xpomarorpadii 3
iHXeKLiel piBHOBaXKHOI NapoBoi hasun Ta NosyM’ssHo-
ioHi3auiliHum geTektyBaHHAM (M14) 3rigHo 3 Ph. Eur. 2.2.28.;

AofaBaHHa Moaynto 3.2.S, B AIKOMY YiTKO 3a3HayeHi
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aHaniTMYHI METOAMKM, L0 NPOBOAATLCA BUPOOHUKOM
roTOBOrO JlikapCcbKoro 3acoby MeHapiHi-®oH XeligeH MTM6X,
Himeuunna/Menarini-Von Heyden GmbH, Germany iHwum
YMHOM MOPIBHAHO 3 MeToAaMun BUNPOGYBaHb /19 KOHTPO/0
AKOCTI Ail040i PEYOBMHU paHoNasuH, HaBegeHumu y Mogyni
3.2.S KOXHOro0 3 noctavasibHukiB A®I; 3miHu | Tuny - 3miHK 3
akocTi. A®l. KoHTponb A®l. 3miHa y MeTogax BUnpobyBaHHs
A®| abo BUXigHOro MaTepiany/MpomMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NpoLeci
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMX
mMeToAax BUNpobyBaHHS) - 3amMiHa NOTOYHOro 06nagHaHHA
«Laser Particle size Malvern Mastersizer 3000» HOBUM —
«Helos system» y meTogi nasepHoi gudopakuii gns
BU3HAYEHHA PO3Mipy YacTok A®| paHonasuHy BUPOGHULTBA
Lodichem S.r.I; logasaHHa Mogynio 3.2.S, B AKOMY YiTKO
3a3HayeHi aHaNiTMYHI METOAMKM, L0 MPOBOAATHLCS
BVMPOGHMKOM FOTOBOrO NiKapcbKoro 3acoby MeHapiHi-®oH
XeligeH TM6X, HimeyunHa/Menarini-Von Heyden GmbH,
Germany iHWWUM YMHOM MOPIBHSAHO 3 MeToAamu
BUNPOOYBaHb A1 KOHTPO/IIO AKOCTI Ait040T PeYOBUHU
paHonasuH, HasegeHMn y Mogyni 3.2.S KOXHOro 3
nocravyasibHukis API
179. | PEMECTUN PO34UH O151 iH'EKLLNA, deppiHr- Yecbka 3eHTiBa K.C., Uecbka Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/9801/01/01
0,1 mr/mn, no 2 mn Jleunsa a.c. Pecny6nik | Pecny6nika (BMpo6HuK | Pecnybnika 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta thapmakoHarnagy - peyenmom
abo no 10 mn B a roTOBOrO NPOAYKTY, OHOBJIEHHA TEKCTY MapKyBaHHS NEPBUHHOT Ta BTOPUHHOT
amnyni; no 5 amnyn BiANoBiganbHUii 3a yrnakoBKW NiKapcbKoro 3acoby
Y KapTOHHIi KOHTPO/Ib SKOCTI,
ynakoBLi NepBUHHY YNaKoBKY);
®eppiHr-Jleunsa, a.c.,
Yecbka Pecnybnika
(BignoBiganbHuii 3a
BUNYycCK cepii);
deppiHr-/leunBa, a.c.,
Yecbka Pecnybnika
(BignoBiganbHuiA 3a
BTOPUHHY YMaKoBKY)
180. | PEHHI® 3 TabneTku XyBasbHi; Baiiep LLiBefiuapi [Lenbdhapm Manaps ®paHuin BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis:3MiHu | Tuny - 6e3 UA/7798/01/01
MEHTO/IOBWU | no 12 tabneTok y KoHcblomep A noJaHHsA OHOB/IEHOro cepTuddikaty BignosigHocTi €EP Ne R1- peuyenma
M CMAKOM 6nictepi 3 Kep Al CEP 2008-071-Rev 02 Big BXe 3aTBEpAXEHOro BUPOGHMKA
nepdopadieto; no 1 A®| MarHito kKapboHaT BaXKWid, y 3B’A3KY 3i 3MiHOI Ha3BM
abo no 2 6nictepu B BMpo6HuKa A®I Ha Dr. Paul Lohmann GmbH & Co. KGaA,
KapTOHHI Kopo6Lyj; Germany, Ta fK Hacnif4oK BHECEHHS 3MiH o MKA M3
no 6 TabneTtok y po3ainy «Cknagy». MponoHoBaHa pegakuis: Dr. Paul
6nictepi; no 2 abo Lohmann GmbH & Co. KGaA, Germany
no 4 6nictepu B
KapPTOHHIi KOpooOLi
181. | POTALE® NMopoLLUoK AN TOB "YOPN[, YkpaiHa dapmaBixH CaH. Be TypeyuunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3MiHun | Tuny - 3a UA/14808/01/01
PO34MHY A5 iH'EKLN MEONLINH" TigK. A.LLL 3MiHM LWo[0 6e3nekn/edeKTUBHOCTI Ta hapmakoHarisgy. peyenmom
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no 1 r; 10 cknsHux 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
dhnakoHiB 3 MapKyBaHHS Ta iIHCTPYKLiT 415 MeANYHOro 3aCTOCYBaHHA Ha
MOPOLLKOM Yy nigcrasi perysspHO OHOB/HOBAHOIO 3BiTY 3 6e3neku
KapTOHHI kopo6Lyj; nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
1 cknsAHW chnakoH 3 3acTocyBaHHSA Nikapcbkoro 3acoby B nicnspeecTpauiiHvig
NMOPOLLKOM Y nepiog, abo sk pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
KoMnaekTi 3 1 npoBeAeHVX BiANOBIAHO A0 MiaHy negiaTpuyHmnX
amnynow pocnigpxeHs (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
po3unHHMKa (BoAa YNOBHOB&XEHWM OpraHoMm) - 3MiHW BHECEHO [0 iHCTPYKLiT
Ans iH ekuin) no 10 [ON151 MeMUYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y po3gin
M1y KapTOHHIl "Mo6iYHI peakuii™ Bi4NOBIAHO L0 OHOBJIEHOI iHhopmaLii 3
Kopo6Li; 1 cknaHWiA 6e3nekun Aito4oi pevoBrHN. BBEAEHHS 3MiH NPOTArOM 6-Tu
h/1aKOH 3 MOPOLLUKOM MiCALIB MiCNsA 3aTBEPA)KEHHS
y KOomMnAekTi 3 1
amnysioro
PO34MHHYMKA (PO3YNH
nigokaiHy
rigpoxnopugy 1 %)
no35mny
KapTOHHI Kopoo6Li
182. | POTALE® NMopoLLUOK AN TOB "YOPN[, YkpaiHa dapmaBixH CaH. Be TypeyunHa BHECEHHS 3MiH [0 peecTpauliinHmx maTepiauis:3minu | Tuny - 3a UA/14808/01/02
PO34nHYy A5 iH'EKUINA MEAMLNH" Tigpk. A.LLL. 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta thapmakoHarnagy. peyenmom
no 0,5 r; 10 ckNAHNX 3MiHa Y KOpOTKili XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
h/1aKoHIB 3 MapKyBaHHS Ta IHCTPYKUiT A1 MEAMYHOTO 3aCTOCYBaHHA Ha
MOPOLLKOM y nigcrasi perysISspHO OHOB/TOBAHOTO 3BiTYy 3 6e3neku
KapTOHHI Kopo6Lyj; nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
1 cknsaHW dhnakoH 3 3aCTOCYBaHHSA NiKapcbKoro 3acoby B Mic/speecTpayiiHni
MOPOLLKOM y nepiog, abo Ak pe3ynbTaT OLiHKV 3BITy 3 [OC/IiKEHD,
KomnaekTi 3 1 npoBefieHVX BiANoBigHO A0 NiaHy nejiatpudHmnx
amnyJsor pocnigmkenb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
pO34MHHKKa (BOAa YMNOBHOB&XEHVM OPraHoM) - 3MiHY BHECEHO [0 iHCTPYKL,i
[ANs iH ekuiin) no 5 0151 MeMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y po3ain
M1y KapPTOHHIM "Mo6iuHi peakwyji" BigNOBIAHO A0 OHOBNEHOI iHchopmauii 3
Kopobui; 1 cknsHWi 6e3neku Ailoyoi pevoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu
p1aKoH 3 MOPOLLKOM MicALiB nicna 3aTBepaKeHHs
y koMnnekTi 3 1
amnysior
PO34MHHMKA (PO3YNH
nigokainy
rigpoxnopugy 1 %)
no 2 M/ Y KapTOHHIi
Kopobui
183. | CUHA®/IAH- | ma3b 0,025 % no 15 MPAT YkpaiHa MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3MiHu | Tuny - 3a UA/2316/01/01
DPITODPAPM ry Ty6i, no 1 1y6iy "®ITOPAPM" 3MiHM BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI YNakoBKY peyenmom
nauuj 3 KapToHy nikapcbkoro 3acoby, y n.16. IHPOPMALIIA, AKA
HAHOCUTBLCSH LLIPVOTOM BEPAW/IA (BUYUEHHS 3HAKY «,»
(koma) 3i WpundhTy Bpaiins Ta KOpUryBaHHs Hanucy
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NepBUHHE Ta

y po3MilLeHHi MacTep-haiina cuctemun hapmakoHarnsay) -

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
«CVHA®JTAH-DPITODAPM» niTepamn HKHLOTO PETiCTPy)
184. | CMEKTA® NopoLUoK AN INCEH ®paHuin BO®YP INCEH ®paHuis BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 6e3 UA/10103/01/01
BAHI/1b OpasIbHOT cycneHsii KOHCBIOME IHOYCTPI 3MiHM Wo[o 6e3nekn/eeKTUBHOCTI Ta hapmakoHarisgy. peyenma
no3r;no3,76r P XENCKEA, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
NOPOLLKY Y AKLjioHepHe chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux npo
nakeTtuky, no 10, 12 TOBapucTBo cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobw,
abo 30 nakeTukiB y CMpOLLEHOTrO BiANOBIAA/IbHOI 32 34iiCHEHHSA ddapMakoHarnsaay; KOHTakTHOT
KapTOHHIlA KOpooLi Tmny 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (BkNoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y pO3MiLLieHHI MacTep-halina cuctemu papmakoHarnisgy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNKKa, BignoBiganbHOT 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: [A-p ®paxcya CinnaH / Dr.
Francoise Sillan. 3miHa KOHTaKTHVX AaHNX YNOBHOBaXEHOT
ocobw, BignoBigabHOT 3a hapmakoHarnsag
185. | CMEKTA® NMopoLUOK AN INCEH ®paHuis BO®YP INCEH ®paHuis BHECEHHS 3MiH 40 peecTpavliinHmx maTepiauis:3MiHu | Tuny - 3a UA/16117/01/01
nonyHmua OpasIbHOT CyCneHsil, KOHCbIOME IHOYCTPI 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
3r,n03,76 1 P XEJ/ICKEA, BBeneHHst abo 3MiHU A0 y3arasibHEHUX AaHWX NPO cUcTeMy
MOPOLLKY Y AKLiOHepHe thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX AaHnx npo
nakeTuky; no 12 TOBap1CTBO cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHoi ocobu,
nakeTukiB y CNpOLLEeHOro BiNOBIaNbHOI 3a 3iICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
KapTOHHI KopoobLi Tmny ocobu 3 chapmakoHarnsgy 3asnBHVKa A1s 34iRCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIYakoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLleHHI MacTep-halina cuctemy hapMakoHarnisay) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifgnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuin: [-p ®paxcya CinnaH / Dr.
Francoise Sillan. 3miHa KOHTaKTHUX AaHWUX YNOBHOBAXEHOT
ocob6u, BiANOBIAaUIbHOI 3a hapmakoHarag
186. | CMEKTA/IA® | cycneHsis opa/bHa, INCEH PpaHuin BO®YP INCEH PpaHuin BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasnis:3miHu | Tuny - 6e3 UA/16696/01/01
3r;n010,27r KOHCbIOME IHOAYCTPI, ®dpaHuis 3MiHU WoAo 6e3nekun/eeKkTUBHOCTI Ta thapmakoHarnagy. peyenma
cycneHsii opasibHOT P XE/ICKEA, (BUPOGHMLTBO, BBegeHHs1 abo 3MiHU A0 y3ara/ibHEHMX AaHWX NPO CUCTEMY
B MakeTuky; no 12 aKLioHepHe nepBuHHe Ta chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux npo
nakeTukis y TOBapUCTBO BTOPUHHE NaKyBaHHSA, cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXkeHOT ocobu,
KapTOHHI KOpoOLyi CMPOLLEHOTO KOHTPO/Tb SIKOCTI, Bi4MNOBiAA/IbHOT 32 3[iICHEHHST hapMakoHarnsAy; KOHTakTHOT
™mny BUMYyCK cepii Ta 0co6u 3 chapmakoHarnagy 3asBHVKa 4715 34iINCHEHHS
36epiraHHs); thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Big,
dapmarTic, PpaHuis YNOBHOB&XXEHOT 0CO6MU, BigNOBIfaIbHOI 3a 34iiCHEHHS
(BpOGHMLTBO, thapmakoHarnagy (Bk/uvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BTOPWHHE MaKyBaHHS, 3MiHa YNOBHOBaXXEHOT 0CO6M 3asBHNKA, BiANOBIfa/IbHOT 3a
KOHTPO/1b SIKOCTI, thapmakoHarnag,.
BUMYCK cepii Ta MponoHoBaHa pepakuis: [-p ®paHcya CinnaH / Dr.
36epiraHHs) Francoise Sillan. 3miHa KOHTaKTHVX AaHNX YNOBHOBaXXEHOT
ocobw, BigNnoBigasbHOI 3a hapmakoHarnsg
187. | COPBEHTOI | renb opanbHuii 0,7 ToBapucTso 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiiHnx MmaTtepiasis: 3miHu | Tuny - 6e3 UA/15993/01/01
ENb BEBI r/r obmexeHor 0bMexeHot 3MiHu 3 sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema peyenma
no 50 ry Ty6i; no 1 BignoBiganbHi BigNoBigasIbHICTIO KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3mipy
Ty6i B KOpPO6L; CTIO "GapmaueBTnyHa yNaKoBKM rOTOBOTO J1iKAPCbKOro 3acoby (BUyYEHHS
no5rycawe; no20 | "d®apmaueBTu thipma "BepTekc", yMakoBKM MEBHOI0 PO3Mipy)
calle y Kopobu; YHa hipma YKpaiHa BunyyeHHsa ynakosok no 5 r y cawe Ne5 1a Nel0; no 10 ry
no 10 r y cawe; no "BepTekc"” (BUPOGHMLTBO 3 cawe No5 ta NelO, 3 BignoBigH1MK 3miHaMu 40 po3ainy
20 cawwe y kopobu; npoaykuii in bulk «YnakoBKa».
no 5ry cauwe; no 20 ToBapucTea 3 3MiHM BHECEHO B IHCTPYKLil0 AN MeAMYHOro 3aCTOCyBaHHSA
calle y Kopoobui 06MexeHo y p. "Ynakoska" 3 BiANOBIigHUMW 3MiHAMUW Y TEKCTi
BiANOBIAA/TbHICTIO MapKyBaHHS1 yMakoBKM NikapcbKoro 3acoby. BBeAeHHs 3MiH
"®apmaueBTUyHa NPOTAroM 6-TW MiCALIB NiCNa 3aTBepPAKEHHS
KoMnaHis "310pos'a”,
YkpaiHa)
188. | CNA3BMEKC® | Tabnetku, BKpUTI [Op. Nconerep HimeuumnH [Op. P.Mdnerep HimeuunHa BHECEHHS 3MiH 40 peecTpavliinHmx maTepiauis:3MiHu | Tuny - 3a UA/11835/01/02
NNiBKOBOIO ApuHaiimitren a XiMmiyHa Pabpuka 3amiHa po3giny Mpaduueckoe ohopM/ieHe YyNakoBKM Ha peyenmom
060/10HKO10, M0 15 b F'M6X 6X po3ain MapkyBaHHa B MKA J13: 3anponoHOBaHo:
Mr no 10 TabneTok y MAPKVPOBKA CornacHo yTBepxaeHHOMY TEKCTY
6nicTepi; no 3 MapK1UpoBKU. OHOBJIEHHA TEKCTY MapKyBaHHS YNaKkoBKu
6nictepu B NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii oo
KapTOHHI KopoobLi 3a3HavYeHHs OAMHWLb BUMIpIOBaHHSA Y cuctemi Sl. BeegeHHs
3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPIKEHHSA
189. | CTPENCIIC® | nbogAHuKK; no 12 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpauiiiHMx maTepianis:3miHu | Tuny - 6e3 UA/6479/01/01
OPUMHANBH | nbogsaHukiB y BeHkizep BpuTaHis Xenckep IHTepHeLWHN BpuTaHis 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTposib peuyenma
nin 6nicTepi, no 2 Xernckep NimiTen [OMOMDKHMX pPeYOBMH. 3MiHa y MeToAax BUNpPoGyBaHHS
6nictepu B IHTEepHeLUHN [OMOMDKHOT pEYOBUHM (HE3HAYHI 3MIHWN Y 3aTBEPKEHNX
KapTOHHI KOpoOLyi Nimiteq MeTo4ax BUNPOOYBaHb) - BHECEHHST HE3HAYHOT 3MiHW, LWOA0
NPUroTyBaHHs aueTaTHoro 6ydiepy, y MeToAUL BUSHAYEHHS
nokasHuka «lgeHtndikauis Y®», ons Bu3HaueHHs
[L,0MOMIDKHOT peyoBMHU KapMoi3unH egukon (E 122)
190. | CTPENTOUWN | Tabnetkmno 0,5, NAT YkpaiHa MAT "MoHchapm" Ykpaina BHECEHHS 3MiH [0 peecTpaviiHMx maTepianis:3miHu | Tuny - 3a UA/7121/01/01
A no 10 TabneTtok y "MoHcpapm" 3MiHM WoA0 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy - peyenmom

cTpunax abo
6nictepax; no 10
TabneTok y cTpuni;
no 2 a6o 10 ctpunis
y naulli 3 KapToHy;
no 10 TabneTtok y
6nicTepi; no 2 abo

3aTBEPKEHHS a/IbTEPHATMBHOTO TEKCTY MapKyBaHHs
YNaKoBKM NiKapCbKoro 3acoby
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0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Big,
YNOBHOB&XXEHOT 0CO6MU, BigNOBIfaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bk/uvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
y po3MilLieHHi MacTep-chaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuin: [-p ®paxcya CinnaH / Dr.

Francoise Sillan. 3miHa KOHTaKTHUX AAaHWX YNOBHOBaXXEHOI

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
10 6nicTepiB y nauui
3 KApPTOHY
191. | TAMOKCU®E | Tabnetku no 20 mr EBEBE AscTpis BUMYCK Cepii, AscTpisi/ BHECEHHS 3MiH [0 peecTpauliinHmx maTepiauis:3minu | Tuny - 3a UA/2894/01/02
H "EBEBE" no 30 Tabnetok y dapma TecTyBaHHsA: EBEBE HimeuunHa NnoJaHHA OHOBJIEHOTO cepTudikaTa BifnoBiAHOCTI peyenmom
KOHTeliHepi; no 1 Fec.m.6.X. dapma Nec.M.6.X. €Bponelicbkiin hapmakonei Ne R1-CEP 1996-098-REV 09
KOHTEliHepy B Hdor.KI Hdor. KI', ABCTpis; ana A®l TamokcucbeHy LMTpaTy Bif BXe 3aTBEpPIKEHOr0
Kopobui BMMYCK cepii, BMpo6HuKa Excella GmbH & CO. KG, Germany. fk Hacnigok
TecTyBaHHs: CantoTac BUJTyYEHO nocTayasibH1Ka NPOMIKHOTO NPOAYKTY
dapma N'v6X, (AREVIPHARMA GMBH)
HimeuuunHa;
BUPOBHULTBO
Hepo3gacoBaHol
npoayKuii, NnepBnHHa
Ta BTOPMHHA
ynakoBKa, TeCTYBaHHS:
[aynt ®apma Amaper
'mM6X, HimeuynHa
192. | TAHAKAH® PO34MH OpasIbHUIA, INCEH ®paHuis BO®YP INCEH ®paHuis BHECEHHS 3MiH 0 peecTpauliinHmx maTepiauis:3MiHu | Tuny - 3a UA/9843/01/01
40 mr/mn; no 30 mn KOHCbIOME IHAYCTPI 3MiHM WoAo 6e3neku/edheKTNBHOCTI Ta thapmakoHarnagy. peyenmom
y thnakoHi; no 1 P XENCKEA, BBeneHHst ab0 3MiHU A0 y3arasibHEHUX AaHWUX NPO cUcTeMy
chnakoHy y AKLiOHepHe thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX AaHnx npo
KOMMNIEeKTi 3 TOBap1CTBO cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHoi ocobu,
[l03aTOpPOM Y CNpOLLEeHOro BiNOBIaNbHOI 3a 3iICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
KapTOHHI KopoobLi Tmny ocobu 3 chapmakoHarnsgy 3asnBHVKa A1s 34iRCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLleHHI MacTep-halina cuctemy hapMakoHarnisay) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifgnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuin: [-p ®paxcya CinnaH / Dr.
Francoise Sillan. 3miHa KOHTaKTHUX AaHWUX YNOBHOBAXEHOT
ocob6u, BiANOBIAa/IbHOI 3a hapmakoHarisg
193. | TAHAKAH® TabneTku, BKpUTI INCEH PpaHuin BO®YP INCEH PpaHuin BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasnis:3miHu | Tuny - 3a UA/9822/01/01
060/10HKO0, N0 40 KOHCbIOME IHOYCTPI 3MiHU WoAo 6e3nekun/eeKkTUBHOCTI Ta thapmakoHarnagy. peyenmom
mr; no 15 TabneTok P XE/ICKEA, BBegeHHs1 abo 3MiHU A0 y3ara/ibHEHMX faHWX NPO CUCTEMY
y 6nicTepi; no 2 abo AKUioHepHe thapmakoHarnagy (BBeeHHs y3araslbHeHUX JaHuX Npo
6 6nicTepiB y TOBapUCTBO cuctemy hapmakoHarnsay, 3MmiHa ynoBHOBaXeHol 0cobu,
KapTOHHI KOpoOLyi CMPOLLEHOTO Bi4MNOBiAA/IbHOI 32 3[iICHEHHST hapMakoHarnsAy; KOHTakTHOT
™mny
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
oco6u, BiAMNOBIAasIbHOI 3a hapMakoHariag
194. | TA®/IOTAH® | Kpanni ouHi, 15 CaHTeH AT PiHNAHAiA MaHyakTypiHr HigepnaHaun BHECEHHS 3MiH [10 peecTpaLiliHix MmaTepianiB:BUNpaBeHHs 3a UA/10158/01/01
Mrk/mn; no 2,5 mny MakariHr Papmaka | PiHnaHgis/ TEXHIYHOT NOMUIIKWN Y 3aTBEPA)KEHOMY TeKCTi 3MiH 40 MKA peyenmom
thnakoHi; no 1 (MNo) B.B., AnoHis N3, a came B Ha3Bi BUPO6HUKA Ail040T peUYOBUHM
donakoHy 3 HigepnaHaun Tad1ynpocT.
KpanesibHuueto- (anbTepHaTMBHUI MponoHoBaHa pepgakuis: AGC Inc., Chiba Plant, AnoHis.
HaKiHLiBHUKOM Ta BMPOBHUK, 3a3HayeHe BUNpaB/IEHHA BignoBigae maTepianam
KPULLIKOIO B BiANoBiganbHUii 3a peecTpaLiiHoro Aocke
KapTOHHI Kopoobui BTOPUHHE NakyBaHHs);
Hekct®apma AT,
PiHNAHAIA (BUPOOHUK
BiANoOBiga/IbHUI 3a
BTOPVHHE NakKyBaHHSA
Ta KOHTPO/S1b AKOCTI);
CaHteH AT, PiHnaHgis
(BMPOGHYMK
BiANoBiganbHUii 3a
BWNYCK cepii); CaHTeH
dapmacstoTikan Ko.,
Nta., Cira MnaHrT,
Anoria ("in bulk”,
NepBUHHE MakKyBaHHS,
KOHTPO/1b AKOCTI)
195. | TEPYC po3unH ans iH'ekuin, | CKAH BIOTEK IHAis CTEPWN-O)KEH IHAis BHECEHHS 3MiH 40 peecTpaliinHmx maTepiauis:3MiHu | Tuny - 3a UA/17534/01/01
10 MO/mn; no 1 mn nTa NAA® CANEHCN3 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta dapMmakoHarnsgy - peyenmom
B amnyni; no 10 (m NTa OHOBJ/IEHHA TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
amnyny yMaKoBKW NiKapCbKoro 3acoby
NNacTVKOBIi
KOHTYPHIl
YapyHKOBIN
ynakosLi; npo 1
nNacTyKoBIi
KOHTYPHIi
YapyHKOBIli ynakoBLj
Y KapTOHHii
ynakoBLi
196. | TUPO30/® TabneTku, BKpUTI Mepk Xenckea |HimeyunHa Mepk Xenckea KlraA HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3miHu | Tuny - 3a UA/8848/01/01
NiBKOBOO KraA 3MiHN y po3aini «cMAPKYBAHHSA». MponoHoBaHa pegakLis: peyenmom

060/10HKO0, N0 5 Mr;
no 10 Tabnetok y
6nictepi; no 5
6nictepiB y
KapTOHHIlA KopooLi

MAPKYBAHHSA BignoBigae 3aTBepAXeHOMYy TEKCTY
MapKyBaHHS; 3MiHu | Tuny - BuknageHHa MKA N3
YKpPaiHCbKOI MOBOH, Y 3B'A3KY 3 BUMOraMu 0 MaTtepiasiis
peecTpavuiiiHoOro Aocbe, siki 3aTBepAkeHi Hakasom MO3
Ykpainu Ne 1528 Big 27.06.2019; 3miHW | TUNY - 3MiHK
BHECEHO B TEKCT MapKyBaHHS YNaKoBKW JliKapCbKOro 3acoby;
3MiHM | TUMY - He3HaYHa 3MiHa Y MeToax BUNPobyBaHHS 3a
NOKa3HUKOM «PO34MHEHHS», a came: BUAAJIEHHS
3a3HayveHHs 06’emy BiAGOPY Npobu A1 pO60TU30BAHOIO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
anaparty pO34MHEHHs Ta Py4YHOro («aBTOHOMHOr0») Bif60opy
npo6 06yMOB/EHO ONTUMI3aLli€l0 MeToay
197. | TIPO30N® TabneTkn, BKPUTI Mepk Xenckea |HimeuunHa Mepk Xenckea KlraA HimeuyunHa BHECEHHS 3MiH A0 PEECTPaLiiHNX MaTepiastiB:3miHu | Tuny - 3a UA/8848/01/02
N1iBKOBOO KraA 3MiHN y po3aini «sMAPKYBAHHSA». MponoHoBaHa pepakuis: peyenmom
060/10HKO10, M0 10 MAPKYBAHHSA Bignosifae 3aTBepKeHOMY TEKCTY
mr; no 10 TabneTok MapKyBaHHSI; 3MmiHu | Tvny - BuknageHHs MKA /13
y 6nicTepi; no 5 YKPaiHCbKOK MOBOHO, Y 3B’A3KYy 3 BUMOramun o mMaTepiasis
6nictepiB y peecTpauiiiHoro Aocke, ki 3aTBepKeHi Hakazom MO3
KapTOHHI Kopoobui YkpaiHu Ne 1528 Big, 27.06.2019; 3miHM | TURY - 3MiHK
BHECEHO B TEKCT MapKyBaHHS YMakoBKW NikapCbKoro 3acoby;
3MiHU | TUNY - He3HaYHa 3MiHa Y MeTofax BUNpobyBaHHS 3a
NOKa3HUKOM «PO3UMHEHHS», a came: BUAAJIEHHS
3a3HaveHHs 06’emy Bigbopy npobu AN po60TN30BaHOrO
anapaTy po34vMHeHHs Ta Py4YHOro («aBTOHOMHOrO0») Bif6opy
npo6 06ymMOB/IEHO ONTMMI3aLli€d MeToay
198. | TIKOBAK cycneHsis gns MNOAN3EP CLWA BakcTep Al', ABCTpis ABcTpisi/ BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasis:3miHu | Tuny - 3a UA/16695/01/01
BAKUVHA iH'ekuiii no 2,4 EVY.CL.ML. (BMPOGHULTBO Benbris 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy - peyenmom
Ana Mkr/0,5 mn (1 gosa KOPMOPEWLL npoaykTy y chopmi in 3MiHV BHECEHO [0 iHCTPYKLIT 415 MeANYHOro 3acToCyBaHHSA
MPO®INTAKT 015 [opocnunx), no H bulk; HanoBHeHHsA nikapcbKoro 3acoby A0 po3Z4iniB “IMyHOMOriYHi | GioNorivHi
KU 0,5 mn cycneHsii y wnpuuis); bakctep Arl, BNacTUBOCTI" (pefaryBaHHs TekcTy), "OcobnmnBocCTi
KniwoBoro nonepeaHe0 ABCTpIst (KOHTPO/Ib 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3n"
EHUE®ANITY | 3anoBHeHOMY AKocTi); bakctep Al (pefaryBaHHs TEKCTY, YTOUHEHHS iHchopmadii), "OcobnuBi
KYNbTYPAN 0HOPa30BOMY ABCTpIsi (KOHTPO/b 3axoam 6esnekun”, "To6iUHI peakuil"(pefaryBaHHs TEKCTY).
bHA wnpuui; no 1 sikocTi); Mdpaiizep TepMmiH BBEEHHS 3MiH - NpoTArom 3 micsuis nicns
IHAKTUBOBA | wnpuuy MeHodek4ypuHr 3aTBEPAXEHHA
HA BKNafeHoMy y ABCTpist TM6X,
OYMLLEHA 6nictep; no 1 ABcTpisl (KOHTPOSIb
COPBOBAHA | GnicTepy Ta skocTi); MNdaiizep
OKPEMOI0 TOIKOK0 Y MeHtodhekuypuHr
KapTOHHI KOpoOLyi Benbris HB, Benbris
(nakyBaHHs,
MapKyBaHHs1, BUNYycK
cepii)
199. | TIKOBAK cycneHsis gns MNOAN3EP CWA BakcTep Al', ABCTpis ABcTpisi/ BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasnis:3miHu | Tuny - 3a UA/16694/01/01
DXXYHIOP iH'ekuiii no 1,2 EVY.CL.ML. (BMPOGHULTBO Benbris 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay - peyenmom
BAKUVHA Mkr/0,25 mn (1 gosa KOPMOPENLL npoaykTy y dhopmi in 3MiHM BHECEHO [0 IHCTPYKLii 4158 MegUYHOro 3acToCcyBaHHs
ana ans giteid), no 0,25 H bulk; HanoBHeHHsA nikapcbKoro 3acoby A0 po3ZiniB "IMyHOMOriYHi | GioNorivHi
NMPO®INAKT MJ1 cycneHsii y wnpuuis); Bakctep Arl, BNacTUBOCTI" (pefaryBaHHsA TekcTy), "Ocob6amnBocCTi
VKU nonepegHLo ABCTpIsi (KOHTPO/Ib 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta go3n"
KNILWOBOIO | 3anoBHeHOMY sKocTi); bakctep Al (pefaryBaHHs TEKCTY, YTOUHEHHS iHchopMmadii), "OcobnuBi
EHUE®ANITY | ogHopa3oBoMy ABCTpIst (KOHTPO/b 3axoam 6esnekun”, "To6IUHI peakuil"(pefaryBaHHs TEKCTY).
KYNbTYPAN wnpunyji; no 1 sKocTi); Mdpaiizep TepMmiH BBEAEHHS 3MiH - NPOTArom 3 MicsiLiB micns
bHA wnpuuy MeHodek4ypUHr 3aTBEPAXEHHSA
IHAKTUBOBA | BknageHomy y AscTpisa F'm6X,
HA 6nictep; no 1 ABCTpIst (KOHTPO/Ib
OYULLEHA 6nictepy Ta sikocTi); MNdpaiizep




95

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
COPBOBAHA | 0Kpemoto rosikor y MeH ek yprHr
KapTOHHilA KopooLi Benbris HB, Benbris
(nakyBaHHs,
MapKyBaHHs1, BUNYCK
cepin)
200. | TPYBAJA® TabneTkun, BKpUTI Mneag, CLWA lneap CaiieHcus Ipnangis/ BHECEHHS 3MiH [0 peecTpavliinHmx maTepiasis:3Minu | Tuny - 3a UA/8375/01/01
N1iBKOBOIO CaiieHcms, IHK AiteneHp, HOC, HimeuunHa 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnsgy. peyenmom
060n10HKOI0, N0 200 Ipnangis (Bunyck BBeeHHst a60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
mr/300 wmr; no 30 cepiii, NepBuHHa Ta hapmakoHarnagy (BBeAEHHS y3araslbHEHUX AaHVX NPO
TabneTok y priakoHi; BTOPWHHA YNaKoBKa, cucTemy chapmakoHarnsgy, 3MiHa yNnoBHOBakeHOi ocobu,
no 1 cpnakoHy B KOHTPO/b AKOCTI); BiANOBIAA/IbHOI 3a 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
KapTOHHI Kopoobui KaraneHT hxepmaHi 0ocobu 3 chapmakoHarnsgy 3asnsHVKa A5 34iRCHEHHSA
LLopHaopd Mv6X, thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
HimeuyuunHa (nepBuHHa YNOBHOBaXEHOI 0C06W, BiANOBIAAbHOI 32 34iiCHEHHS
Ta BTOPUHHA thapmakoHarnsgy (Bkoyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
ynakoBka); MinmayHT Y pO3MilLleHHI MacTep-halina cuctemy papMakoHarnisay) -
Xenckea /T4, 3MiHa YNOBHOBaXEHOT 0CO6U 3asBHYKA, BigNoBigabHOI 3a
Ipnangis (BTOpMHHA 3pjiiicHeHHs chapmakoHarnagy. [litoya pegakuis: Anton
ynakoBka); Takega Pisarikhin. NMponoHoBaHa peaakuis: Anne-Ruth van
m6X, HimeyunHa Troostenburg de Bruyn. 3miHa KOHTaKTHUX faHWX
(BpPOGHMLTBO, YNOBHOBaXEHOT 0CO6V 3asBHWKa, Bi4NOBifa/IbHOT 3a
nepBuHHa Ta 3piicHeHHs hapMakoHarisay. 3MiHa KOHTaKTHOI 0co6u
BTOPVHHA YNakKoBKa, 3asBHUKA, BiAMNOBIAaNbHOI 3a 34iiCHEHHA hapMakoHarnaay
KOHTPO/b SKOCTI) B YkpaiHi. [litova pegakuis: Liudmyla Venher. MNponoHosaHa
pepakuisi: Larisa Danilova. 3miHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAANLHOI 38 37iICHEHHS
thapmakoHarnagy B YkpaiHi
201. | PA3NOAEKC | pos3uuH ans iH'ekyiii, | ACTPA3EHEK Benuka AcTtpa3eHeka tOK Benuvka BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis:3MiHu | Tuny - 3a UA/5440/01/01
250 mr/5 Mnno 5mn | A KOK Nimiteq BpuTaHis Nimiten, Benvka BpuTanis/ 3MiHW BHECEHO A0 IHCTPYKLUIT ANS MEAUYHOIO 3aCTOCYBaHHS peyenmom
pO3unHy B BpuTtaHis (BUPOGHWK, HimeuunHa nikapcbkoro 3acoby A0 po3ainis "®apmakonoriyHi
nonepegHbL0 BiANOBIgaIbHUIA 32 BnactmBocTi”, "Oco6/IMBOCTi 3acTOCyBaHHA", "3acToCyBaHHS
3anoBHEHOMY BTOPVHHY YNaKoBKY, y nepiog BariTHOCTi abo rogyBaHHs rpyaat”, "3aaTHicTb

CKNSAHOMY LIMpuLj 3
KOHTpONeM MepLuoro
BIAKPUTTS; No 2
nonepeAHbL0
3anoBHEHI WNpULy B
KOHTYPHIl
YapyHKOBIli ynakoBLyi
3 ABOMa
6e3neyHrmm
ronikamu «BD
SafetyGlide™»; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyi
B KapTOHHIi kKopo6ui

KOHTPO/Ib SIKOCTI,
BUNYyCK cepii); BeTTep
Papma-PepTUryH
'm6X Ta Ko. KT,
HimeuumHa (BMPOGHUK
nikapcbKoro 3acoby "in
bulk", neprHHa
ynaKkoBKa, BisyaslbHUiA
KOHTPO/Ib, KOHTPO/Ib
AKOCTI 3a
noKasH1Kamu: onuc,
ineHTudikauis,
KifIbKiCHe BU3HAYEeHHS
hynBecTpaHTy,
nNpoAayKTN Aerpagauii,

BMIMBATW Ha LWUBWAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK MexaHismamun”, "Cnocio
3acTocyBaHHSA Ta o3un”, "MNepeno3yBaHHA", "Mo6iYHi
peakuii”, "YMoBu 36epiraHHs" - BHECEHO pefakLiiiHi NpaBkn
00 TekcTy 6e3 hakTUYHOT 3MiHM iHchbopMalii. BBeieHHS 3MiH
NPOTAroM 6-Tu MicLiB NiCNs 3aTBEPKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

06" €M iH €eKuUil B
KOHTelHepax,
MeXaHiYHi BKIIOYEHHS
(HeBUAMMI yacTkm),
CTEePW/IbHICTb,
€HA0TOKCUHMU,
hyHKLiOHaIbHE
BMNpo6yBaHHA PFS,
BMICT eTaHoy, BMICT
cnmpTy 6EH3MI0BOrO,
BMICT
6eH3nN6eH30aTa);
BetTtep ®apwma-

®epTuryH Mv6X Ta Ko.

KI, HimeuunHa
(BMPOGHMK,
BiANoBigabHUIA 3a
Bi3yaslbHUiA aHanis);
BetTtep ®apwma-

®epTuryH Nv6X Ta Ko.

KI, HimeuunHa
(BMPOGHMK,
BiANoBigabHUiA 3a
KOHTPO/b AKOCTI (3a
nokasH1kamm
CTEePW/IbHICTb,
MEXaHiuHi BK/THOYEHHS,
€HJOTOKCUHMW));
Bettep ®apma-
®epTuryH MNv6X Ta Ko.
Kr, HimeuunHa
(BUPOBHMK,
BiANOBifa/IbHWIA 32
TecTyBaHHs
CTEepPU/IbHOCTI)

202.

®NIOAITEK

cupon 5 %; no 125
My chnakoHi; no 1
donakoHy 3
[03yBa/TbHUM
CTakaH4MKoM B
KapTOHHIA ynakoBL,i

NabopaTopis
IHHOTeK
IHTEepHacboH
anb

®paHuis

IHHOTepa LLysi,
®paHLis (BUPOGHUK
BiANoBiganbHUii 3a
KOHTPO/b Ta BUNYCK

cepii); FOHiTep likBig,

MaHydekuypiHr,
®paHLis (BUPOGHUK
BignoBigasibHW 3a

BMpo6HULTBO in bulk,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib cepii)

®paHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasliB: TEXHIUHY
NOMWJIKY BUNPAB/IEHO B IHCTPYKLT 4519 MeANYHOro
3acTocyBaHHA nikapcbkoro 3acoby ®IFOAITEK (cupon 5 %;
no 125 mn y cnakoHi; no 1 donakoHy 3 A03yBasIbHUM
CTaKkaH4YMKOM B KapTOHHIil yrnakoBLii) B TEKCTi po3giny
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyAaaro.", a came BUAA/IEHHA NMOBTOPHO 3a3HaYeHOl
iHcbopmawii «Mpw AocnimpKeHHI Ha TBapUHaX TepaToreHHUX
edeKTiB He BUAB/EHO. BifCYTHICTb TepaToreHHnx eqekTiB y
TBapViH 03Havae, Lo i y MOAVHN HISKUX Baf, PO3BUTKY He
ouikyeTbcs». IHhopmMaLis 6yna npoay6iboBaHa 3 TEXHIUHMX
npuymH. 3a3Ha4yeHe BUMpaBeHHS BiNOBIAAE apXiBHUM

6e3
peyenma

UA/8082/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
mMarepianamMm peecTpauiiHoro Jockbe
203. | ®NHOOPOYP PO34MH A8 iH EKLiA, Mepak HimeuuunH Mepak Nesenbluadt HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/8091/01/01
AUUN 50 mr/mn no 5 mn, lesenbwadpT a dorop KniHiwe Yecbka 3MiHN BHECEHI B TEKCT MapKyBaHHS Ha NEPBUHHIM Ta peyenmom
MEOAK a6bo no 10 mn, abo dhrop KniHiwe LLineujianbnpenapare Pecny6nika BTOPWHHI ynakoBKax NikapCcbKoro 3acoby, a camMme He3HauHi
no 20 mn, a6o no Lneuianbnpe M6X, HimeuunHa npasku y n. 2 KIIbKICTb AIK0YOI PEYOBVHW. BeeaeHHs
100 MmN po3ynHy y napate m6X (BMPOGHUK, L0 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAKEHHS
chnakoHi; no 1 BignoBsigae 3a
dhnakoHy B BTOPWHHE MakKyBaHHS,
KapTOHHI Kopoobui MapKyBaHHs,
KOHTpO/Ib/BUNpO6YBaH
HS cepil Ta 3a BUNycK
cepii); OHkomes,
MeHbIODEKYEPIHT, a.C.,
Yecbka Pecny6nika
(BMPOBHWK, L0
BiAMoOBIgae 3a BMNycK
hopmum in bulk,
MapKyBaHHs,
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTpO/b/BUNpobyBaH
HAa cepii); OHKOTeK
dapma MpogakLuH
'm6X, HimeuunHa
(BUPOGHWK, L0
BignoBigae 3a BUNyck
opmu in bulk,
MapKyBaHHS,
nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTpO/b/BUNpO6YBaH
HA cepil)
204. | ®OPJ/IAKC NMopoLUOK AN INCEH ®paHuis BO®YP INCEH ®paHuis BHECEHHS 3MiH 0 peecTpauliinHmx maTepiauis:3Minu | Tuny - 6e3 UA/6852/01/01
NPUroTYBaHHSA KOHCBIOME IHAYCTPI 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenma
pPO34unHYy Ana P XEJICKEA, BBeneHHst abo 3MiHU A0 y3arasibHEHUX AaHWUX NPO cUcTeMy
nepopasibHoro AKLiOHepHe thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX AaHnx npo
3acTocyBaHHsa no 10 TOBap1CTBO cuctemy hapMakoHarnagy, 3MiHa ynoBHOBakeHoi ocobu,
r;no 10,167 r CnpoLLeHoro BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
NMOPOLLKY B Tmny ocobu 3 chapmakoHarnsgy 3asnBHVKa o115 34iRCHEHHS

nakeTuky; no 10 abo
no 20 nakeTukiB y
KapTOHHI KopoobLi

hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLleHHI MacTep-halina cuctemy hapMmakoHarnisay) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifgnoBigaibHOI 3a
hapmakoHarnag,.
MponoHoBaHa pepakuin: [-p ®paxcya CinnaH / Dr.
Francoise Sillan. 3miHa KOHTaKTHUX AAaHWX YNOBHOBAXEHOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
oco6u, BiAMNOBIAasIbHOI 3a hapMakoHariag
205. | ®DOPJ/IAKC® NopoLUoK AN INCEH ®paHuin BO®YP INCEH ®paHuis BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 6e3 UA/6852/01/02
NpUroTyBaHHA KOHCBIOME IHOYCTPI 3MiHM Wo[o 6e3nekn/eeKTUBHOCTI Ta hapmakoHarisgy. peyenma
pPO34unHYy Ana P XENCKEA, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
nepopasibHOro AKLjioHepHe chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux npo
3acTocyBaHHs 1o 4 TOBapUCTBO cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobw,
r; no 4,0668 r CMpOLLEHOTrO BiANOBIAA/IbHOI 32 34iiCHEHHSA ddapMakoHarnsaay; KOHTakTHOT
NOpPOLLKY B ™mny 0co6u 3 chapmakoHarnagy 3asBHuKa 4715 34iINCHEHHS
nakeTtuky; no 10, 20, thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
30 a6o 50 nakeTukis YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
Y KapTOHHIli kopobLi hapmakoHarnagy (BkNoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
y pO3MiLLieHHI MacTep-halina cuctemu papmakoHarnisgy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNKKa, BignoBiganbHOT 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: [A-p ®paxcya CinnaH / Dr.
Francoise Sillan. 3miHa KOHTaKTHVX AaHNX YNOBHOBaXEHOT
ocobw, BigNnoBigabHOI 3a hapMakoHarnsg
206. | POPTPAHC® | nopoLuok ans INCEH ®paHuis BO®YP INCEH ®paHuis BHECEHHS 3MiH 0 peecTpauliinHmx maTepiauis:3MiHu | Tuny - 3a UA/6620/01/01
OPa/IbHOTO PO3YMHY; KOHCbIOME IHAYCTPI 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
no 73,69 r NopoLLky P XEJ/ICKEA, BBeneHHst abo 3MiHU A0 y3arasibHEHUX AaHWX NPO cUcTeMy
y nakeTuky; no 4 AKLiOHepHe thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX AaHnx npo
nakeTukn y TOBap1CTBO cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHoi ocobu,
KapTOHHIlA KopooLi CMpOLLEHOr0 BiANOBIAA/IbHOI 32 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
Tmny ocobu 3 chapmakoHarnsgy 3asnBHVKa A1s 34iRCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW
Y pO3MilLleHHI MacTep-halina cuctemy hapMakoHarnisay) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifgnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuin: [-p ®paxcya CinnaH / Dr.
Francoise Sillan. 3miHa KOHTaKTHUX AaHWUX YNOBHOBAXEHOT
ocob6u, BiANOBIAa/IbHOI 3a hapmakoHarisg
207. | ®YKOPUWVH PO34MH HaLLKIpHWIA; MPAT YkpaiHa MPAT "®ITO®APM" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:3miHu |l Tuny - 6e3 UA/0182/01/01
no25vmny "®ITOPAPM" 3MiHU 3 skocTi. A®l. BUpo6HMLTBO. 3MiHa BUPOBOHMKA peyenma
onakoHax

BWXiAHOro/NPOMiXKHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHMYOMY npoueci A®l, abo 3miHa
BMPOGHUKA (BK/IHOYAOYM, e HeobXigHo, MicLie NpoBefeHHs

KOHTPOsIH0 siKocTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakKeHoOMy
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa AD| 3 HagaHHAM
mMacTep-thaiina Ha A®l) - BBeAEHHS1 404aTKOBOro BUPOOHUKA
A®I cheHon chipmmn TOB «AHINPOABTOKPA3», YkpaiHa
[ONS NOKpaLLEHHSA BUPOOHMLTBA FOTOBOTO NiKapCbKOro
3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
208. | XABPUKC™ cycneHsis ans nakcoCmiTKn Benwvka nakcoCmiTKnsiiH Benbrisa BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasiB:3MiHu | Tuny - 3a UA/16497/01/02
1440 iH'exuiii 1440 O[, AlH EkcnopT BpuTaHis Bionoaxikans C.A. nepernag MeTo4y aHaslidy Ta KpuTepito npuitHATHocTi pulling peyenmom
BAKUVHA ELISAno 1 mn (1 Nimiteq test ansa koenayka 13 mm vial flip-off cups ana npusegeHHA
Ana [03a gns fopocsinx) y BignoBigHicTb fo ISO 8362-6 “Injection containers and
MPO®INTAKT y thnakoHi; no 1 accessories - Part 6: Caps made of aluminium-plastics
KN chnakoHy B combinations for injection vials”
FEMNATUTY A | KapTOHHIli KOopobui;
no 1 mn (1 posa ansa
nopocnux)) B
nonepegHL0
HarnoBHEHOMY
LUNPUL Y KOMMNEKTI
3r0/Koto; no 1
LUMPULLY B KAPTOHHIlA
Kopobui; no 1 mn (1
[l03a 4Ns JOPOC/INX)
y thnakoHi; no 1
chnakoHy B
KapTOHHI kopo6Lyj;
no 1 mn (1 posa ansa
[opocnux) B
nonepegHL0
HarnoBHEHOMY
LUNPUL Y KOMMNEKTI
3 ro/Koto; no 1
LUMPULLY B KAPTOHHIlA
Kopoobui
209. | XABPUKC™ cycneHsis ans nakcoCmiTKn Benwvka nakcoCmiTKnsiiH Benbrisa BHECEHHS 3MiH [0 peecTpauliiHmx maTepiasis:3miHu | Tuny - 3a UA/16497/01/01
720 iH'exuii 720 O AlH EkcnopT BpuTaHis Bionoaxikans C.A. nepernag MeTo4y aHasli3y Ta KpuTepito npuitHATHocTi pulling peyenmom
BAKUVHA ELISA, no 0,5 mn (1 Nimiteq test ansa koenayka 13 mm vial flip-off cups ana npuseaeHHA
Anda [o3a gns giten) y y BignoBigHicTb fo ISO 8362-6 “Injection containers and
MPO®INTAKT hnakoHax Nel a6o accessories - Part 6: Caps made of aluminium-plastics
KN nonepeAHbL0 combinations for injection vials”
FENATUTY A HanoBHEHNX
wnpuyax Nely
KOMINJIEKTI 3 r0JIKOK0
210. | XAPBOHI TabneTku, BKpUTI lneap, CLWA lneapn CaileHcus Ipnangis/ BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis:3MiHu | Tuny - 3a UA/15873/01/01
nNiBKOBOIO CaileHcus, IHK. AiteneHp HOC, CLWA 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
o060n0Hkoto, No 90 IpnaHgis (Bunyck BBefeHHs ab0 3MiHM A0 y3arasibHEHUX AaHVX MPO cucTemy
Mr/400 wr; no 28 cepii, BTOpMHHA thapmakoHarnagy (BBeeHHs y3arasibHeHUX JaHuX Npo
Tabnetok y hNakoHi; ynakoBKa, KOHTPO/1b cuctemy hapmakoHarnsay, 3miHa ynoBHoBaXeHoi 0cobu,
no 1 donakoHy B cepii); lnean BIANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
KapTOHHI KopoobLi CaiieHcus, IHk., CLUA 0cobu 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
(BTOpUHHA yNakoBKa); thapMakoHarnsay B YkpaiHi, KO BOHa BigMiHHA Bif,
lneag CaieHcus, IHK., YNOBHOB&XEHOI 0c06W, BiANOBIAA/IbLHOI 3a 34iiCHEHHS
CLA (KoHTponb cepii); thapmakoHarnagy (Bk/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
MinmayHT Xenckea y PO3MiLLieHHi MacTep-thaiina cuctemn hapmakoHarnsgy) -
N1a., Ipnangis 3MiHa YNOBHOB&XEHOI 0C06M 3asBHMKa, BifgNoBiganbHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(BTOpVHHA ynakoBka); 3[jiicHeHHs1 hapmakoHariaay. [ponoHoBaHa pefakuis:
MaTeoH IHK., IpnaHgis Anne-Ruth van Troostenburg de Bruyn. 3MiHa KOHTaKTHUX
(BpPOGHMLTBO, [aHnx ynoBHOBaXeHOI 0CO6Y 3anBHVKa, BignoBifabHOI 3a
nepBuHHA Ta 3[jiicHeHHs1 hapmakoHariaay. [ponoHoBaHa pefakuis:
BTOPWHHA YNakoBKa, Larisa Danilova. 3miHa KOHTaKTHUX faHUX KOHTaKTHOI 0co6u
KOHTpOnb cepii); MMA, 3asBHUKA, BiAMNOBIAabHOI 3a 34iiCHEHHA hapMakoHarnaay
AesenonmeHT, /1M, B YKpaiHi
CLUA (koHTposb cepii)
211. | XE/MNEKC® NMopoLUOK AN TOB "Mosi YkpaiHa Annekc ®apma CA LLsenuapis BHECEHHS 3MiH [0 peecTpaliinHmx matepiauis:3minu | Tuny - 6e3 UA/15354/01/01
AHTUKONA, 0OpasibHOro PO34YUHY Xenc" NnoAaHHA OHOBMIEHOro cepTuduikaty BiagnoBigHocTi E® No. peyenma
HEO 3 JIMMOHHUM CMaKoM R1-CEP 2002-020-Rev 08 ans A®I napaueTtamony Bif
no 4 r NOpoLLKY B 3aTBEpAXEHOro BUpo6HMKa Farmson Pharmaceutical
cawe; no 10 cawe B Gujarat Private Limited, India Ha 3amiHy cepTudikaty
KapTOHHIlA KOpooLi BignosigHocTi €EP No. R1-CEP 2002-020-Rev 07; 3i 3mMiHOW0
Ha3BW Ta BUPOOHWNYMX NOTYXXHOCTEN BUPOOHUKA Y
BiANOBIAHICTb A0 OHOBMEHOrO cepTudikaTy BigNoBiAHOCTI
€Bponeiicbkiin hapmakonet; 3MiHu | TUny - BUNYyYEHHS
anbTepHaTMBHOro BUPO6HMKa Ad| (napauetamon) - Sri
Krishna Pharmaceuticals Limited, India, BpaxoBytouun
HasABHICTb 3aTBEPKEHNX BUPOOHMKIB [il04OT peYOBUHU
napauertamor
212. | XE/MMEKC® NnopoLIoK AN TOB "MosBi YkpaiHa Annekc ®apma CA LLiBefiuapis BHECEHHS 3MiH [0 peecTpauiiHmx maTepiasnis:3MiHu | Tuny - 6e3 UA/15355/01/01
AHTUKONA OPa/ILHOIO PO3UUHY Xenc" noJaHHa OHOBNEHOro cepTudpikaty BignosigHocTi E® No. peuyenma
HEO 3 MaJIMHOBUM R1-CEP 2002-020-Rev 08 ans A®l napaueTtamony Big
CMakom no 4 r 3aTBepAxeHoro BupobHuka Farmson Pharmaceutical
NMOpOLLKY B calle; no Gujarat Private Limited, India Ha 3amiHy cepTudikaty
10 cawe B BignosigHocTi E® No. R1-CEP 2002-020-Rev 07; 3i 3mMiHO0O
KapTOHHIA KopoobLi Ha3BM Ta BUPOOHMUYMX NOTYXXHOCTEN BUPOBHUKA Y
Bi4NOBIAHICTbL 40 OHOBNEHOrO cepTudikaTy BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei; 3MiHV | TUny - BUNyYeHHS
anbTepHaTMBHOrO BUpo6HuKa Ad| (napaueTtamon) - Sri
Krishna Pharmaceuticals Limited, India, BpaxoBytouun
HasBHICTb 3aTBEPL)KEHUX BUPOBHNKIB Ajl0H0T PevOBUHU
napaueramon
213. | XE/MNEKC® NMopoLLUoK AN TOB "Mosi YkpaiHa Annekc ®apma CA LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3mMiHu | Tuny - 6e3 UA/17806/01/01
AHTUKONA OPa/IbHOTO PO3UUHY Xenc" noJaHHs OHOB/IEHOro cepTuddikaty BignoBigHOCTI peuyenma
HEO Ansa 3 M/INHOBUM €Bponelicbkin hapmakonei R1-CEP 2002-020-Rev
BITEN CMakoMm, no 2,5 r 08(nonepepaHs sepcis R1-CEP 2002-020-Rev 07)Ha AdI
NOPOLLKY B calue, no napaueTtamosn BMpobHuLTBa PapmMcoH dapmackioTikas
6 calle y KapTOHHii l'ymxapart MpaiiseT JlimiTeq, IHais / Farmson Pharmaceutical
nauuj Gujarat Private Limited, India. NpuBeAeHHA Ha3Bu Ta
BMPOBHMYMX NOTYXXHOCTEN BUPOGHYMKA Y BigNOBIAHICTE A0
OHOBJ/IEHOrO cepTudpikaTy BignoBigHOCTI EBponeiickkiii
thapmakonei. 3aTBepaxeHo Farmson Pharmaceutical
Gujarat Pvt. Ltd., India (hame of CEP holder): Site 1:
Farmson Pharmaceutical Gujarat Pvt. Ltd., India Site 2:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Farmson Analgesics, India 3anponoHoBaHo Farmson
Pharmaceutical Gujarat Private Limited, India; 3miHu | Tuny -
BUYYEHHS a/lbTEPHATUBHOIO BUPOGHMKa ADI
(napaueTtamon) — Wpi KpilwHa ®apmackioTikasc Jlivites,
IHais / Sri Krishna Pharmaceuticals Limited, India.
B1pO6HMK, LLIO 3aULIMBCS BUKOHYE Ti X cami oyHKLiT, Lo i
BUTyYEHUI
214. | XENE/Nb Tabnetku, no 50 Bionoriwe HimeuuunH Bionoriwe HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 6e3 UA/7887/01/01
Tabnetoky Xannbmitrenb a XalinbMmiTTens Xeenb BHECEHHS iHdhopMaLiii NPO HasABHICTb 3aXUCHUX €/IEMEHTIB, peyenma
KOHTEliHepi Xeenb M'm6X M6X LLI0 Bi3yaUsli3ytoTbeca nuvLe nig Y®-ceitnom, y n. 17 IHWE
noninponineHoBomy; TEKCTY MapKyBaHHS MEPBUHHOI YNakKoBKY NiKapCbKOro
no 1 KoHTeliHepy B 3acoby
KOpOO6Lii 3 KapTOHY
215. | XENINOP cnpeii oAns poToBoi AT "®apmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis:3miHu | Tuny — 6e3 UA/10910/01/01
NOPOXHWHKW no 20 BW/TY4YEHO BUKNAAEHHS NOBHOI METOAMKM 38 NOKA3HWMKOM peyenma
M1 a6o no 50 mny «MikpobiosioriyHa YMcToTa» B METOA4AX KOHTPO/IKO Ha Aitouy
donakoHi; no 1 peyoBUHY rekceTuamHy (Bupo6bHuk Euticals S.A.A., ®paHuis);
donakoHy y nauui 3 3MiHU | TUNY — BUNYYEHO NOKa3HUK «Baxki meTanun» 3
KapToHy cneundikauii Ha Ajilovy pevoBuHY rekceTuanHy (BUPO6HUK
Euticals S.A.A., ®paHLis; 3MiHW | TUNY — BUTYYEHO NMOKa3HUK
«P034MHHICTb» 3 cneumdikaLii Ha A4y pevyoBUHY
rekceTuamnHy (BMpobHuk Euticals S.A.A., ®paHuis); 3MiHn |
TUNY — BBEAEHO YacTOTy BUMPOBYBaHHA 3a NOKa3HWKOM
«MikpobiosnioriyHa uncToTa» B cneyudikauii Ha gjrouy
peyoBuHy rekceTnamHy (Bupo6Huk Euticals S.A.A., ®paHuis)
3 MEPIOANYHICTIO — NepLUy Ta KOXHY AecsATy HacTynHy cepii,
ane He meHLe 1 cepii Ha piK
216. | XENINOP PO34MH O1s1 pOTOBOI AT "dapmak” YKpaina AT "dapmak" Ykpaina BHECEHHS 3MiH A0 pPeeCTpaLiiHNX MaTepiastiB:3miHu | Tuny - 6e3 UA/10910/02/01
NOPOXHMHK; no 100 BW/TyHEHO MOKa3HUK «Baxki MeTasin» 3 cneumaikalii Ha peyenma
My chnakoHi; no 1 Aitody peyoBuHyY rekceTuamnHy (BUpo6HuK Euticals S.AA.,
donakoHy y nauui 3 ®paHuif); 3MiHW | TUNY - BUTyYEHO MOKA3HMK «PO3UYMHHICTb»
KapToHy 3 cneumdikauii Ha fjtoyy peyoBUHY rekceTuavHy (BUPO6HUK
Euticals S.A.A., ®paHuis); 3MmiHK | TUNy - BUIYyYEHO
BUKNAAEHHS NOBHOI METOAVKM 38 NOKa3HNKOM
«MikpobionoriyHa yncToTa» B MeTofax KOHTPO/IO Ha fitouy
peyoBuHyY rekceTnamHy (BupobHuk Euticals S.A.A., ®paHuis);
3MiHK | TUNY - BBEAEHO YacTOTy BUNPOOYBaHHA 3a
nokasHukoM «MikpobionoriyHa uncToTa» B cneuudikauii Ha
Aitody peyoBuHyY rekceTuamnHy (BUpo6HuK Euticals S.AA.,
dpaHuisl) 3 NepiogMUHICTIO — NepLUy Ta KOXHY gecATty
HaCTynHy cepii, ane He MeHLe 1 cepii Ha pik
217. | ULENbT Tabnetkn, no 50 Bionoriwe HimeuunHa Bionoriwe HimeuyunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepianis:3miHu | Tuny - 6e3 UA/0020/02/01
Tabnetoky XanbmitTrens XalinbMmiTTens Xeenb BHECEHHS iH(hopMalLiii NPO HasABHICTb 3aXUCHUX €/IEMEHTIB, peyenma
KOHTEeliHepi Xeenb M'm6X v6X L0 Bidyani3ylTbecsa nuwe nig YP-ceitiom, y n. 17 IHWE
noinponisieHoBOMYy, TEKCTY MapKyBaHHS1 NEPBMHHOI YNaKOBKM JIiKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 1 KoHTeliHepy y 3acoby
KOpOOGLIi 3 KAPTOHY
218. | UETPUH cupon 2,5 mr/5 mn €Bpo IHAis $AC NimiTeq, IHais BHECEHHS 3MiH [10 peecTpaLiliHix MmaTepianiB: yTOUHEHHA 6e3 UA/9079/02/01
no 30 mn a6o no 50 Navidkep HanNucaHHA Ha3BU 3aAABHUKA B Hakasax MO3 YkpaiHu Ne peyenma
M1 a6o no 100 mn MpaiiBiT 817 Bip 23.04.2021 1a Ne 1396 Big 13.06.2019 B npoueci
cupony y th1akoHi; Nimiteq BHECEHHSA 3MiH (3MiHu | TUNy - AQMIHICTPaTUBHI 3MiHN.
no 1 dnakony 3 3MiHa Ha3BM NikapcbKoro 3acoby - 3MiHa LWoA0 Ha3BM
MipHUM KOBMa4yKkoM y nikapcbkoro 3acoby 3arsepgxeHo: LIETPUIEB CUPOIM.
KapTOHHIlA KOpooLi 3anponoHoBaHo: LLIETPUH. BBefeHHS 3MiH NpoTAroM 3-x
MicsILiB NicNs 3aTBEPAYKEHHSA Ta 3MiHa 3asBHMKa (B/1aCHUKa
peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460): 3atBepmxeHo: Euro Lifecare Ltd, United
Kingdom/€Espo Naichkep /114, Benvka Bputanis.
3anponoHoBaHo: Euro Lifecare Private Limited, India/€spo
Naiidpkep MpaiisiT flimiTes, IHAIS. BBeAEHHSA 3MiH NPOTSAromM
3-x MicsauiB MicnsA 3aTBepAKeHHs). Pegakuis B Hakasi: €Bpo
Naidokep MpaiigeT JlimiTea, IHAiS. 3anponoHoBaHa
pepakuis: €spo Navichkep MNpaiisit JlimiTea, IHAisA.
219. | UE®TATIM- NMopoLUOK AN MaHkaiHg, IHAis MaHkaiiHg ®apma IHAis BHECEHHS 3MiH 0 peecTpauliinHmx maTepiauis:3MiHu | Tuny - 3a UA/18512/01/01
1000 PO34UHY A5 iH'EKUINA dapma Nimiteq 3MiHW BHECEHO [0 iHCTPYKLii A1 MeAUYHOro 3acTocyBaHHS peyenmom
no 1000 wmr, no 1 Nimiten nikapcbKoro 3acoby y po3gin "MNobivHi peakuii” BignosigHO
chnakoHy y [10 OHOB/MEHOT iHdhopMmaLii 3 6e3nekun Aito4oi peHOBUHN.
KapTOHHI KopoobLi BBefeHHA 3MiH NPOTAroM 6-Tu MICALB NiC/1A 3aTBePKEHHSA
220. | UE®TPUAKC | nopoluok ans OKEHODAP Benuka HCMC Xe6eli XyamiH Kutaii BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3MiHu | Tuny - 3a UA/7824/01/01
OH NPUroTyBaHHA M NTA BpuTaHis dapmacboTikaU 3MiHM BHECEHO A0 IHCTPYKUiT 4151 MEANYHOIO 3aCTOCYBaHHS peyenmom
pO34UHY ON5 iH KL KomnaHi Mimites nikapcbKoro 3acoby Ao po3ziny “MNo6ivHi peakuii BianoBigHO
no 1000 wr; 1 a6o 5, [0 OHOBNEHOT iHdhopMaLii 3 6e3nekn 3acTocyBaHHs Aito4ol
a60 10 chriakoHiB 3 pPEYOBUHU
NOPOLLKOM B
KapTOHHIiA nayui
221. | UATPONAK® | Tabnetku, no 6 abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauliinHmx maTepiasiB:3MiHu | Tuny - 6e3 UA/3002/01/01
- AAPHUUA no 10 TabneTtok y "papmaneBTn "GapmMaueBTNYHa 00 cneumdikaLii Ta aHalITUYHNX METOAVK Ha ity peuyenma
KOHTYpHiIlA YyHa hipma dhipma "AapHuua” peyoBuHy AueTuncaniumiosa KucnoTa B Tectax
YapyHKOBIl "NapHuus"” «PO3UnHHICTb», «lgeHTndikauis», «Mpo3opicTb pO3UnHY»,
ynakosLi; no 1 «Ko/1bopoBiCcTb PO3UnHy», «CynpoBigHi LOMILLKN
KOHTYpHiIlA HOPMYBaHHS 3a/IMLLIEHO 6e3 3MiH.
YapyHKOBIli ynakoBLj BHeceHi pepakuiiHi npaBku, siki 0chopMIeHi BignoBigHO A0
B nauuyj; no 6 abo no pekomeHAaLjit Ta ctunictukm APY. BunyyeHa iHchopmayis
10 TabneTok y npo Temneparypy nnaeneHHs cyb6cTaHLii 3 TecTy «Onuc».
KOHTYPHUX HopmyBaHHS TecTy «Mikpo6ionoriyHa YicToTa» NprvBeAeHO
YapyHKOBUX y BiANoBigHICTb A0 BUMOr €®, 5.1.4.; cynyTHA 3MiHa - 3MiHU
ynakoBKax 3 AkocTi. A®l. KoHTponb A®Il. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOro MaTepiasty/npoMikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOBYyBaHHSA
(BK/IHOYAKOYM 3aMiHY ab0 fonoBHEHHS) A®I abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BUXiHOrO/NPOMDKHOTO NPOAYKTY); 3MiHW | TUny - y TecTi
«KinbkicHe BU3HAYEHHs» aHaNiTUYHI MeTOAMKM Ha Aitody
peyoBuHY AueTucaniuuaioBa KucnoTa 3asiniieHi 6e3 3MiH.
BHeceHi pepakuiiiHi npaBku, siki 0chopMIeHi BignoBigHO A0
pekomeHAaLjit Ta ctunictukm A®Y; 3miHu | Tuny - 3i
cneumdikaLii Ta aHaniTUYHUX METOAVK Ha A4y PeqyoBUHY
AueTucaniunioBa KnucnoTa BUyYeHnin Tect «Baxkki
MeTau» Ha MiAcTasi aHanisy pu3ukiB Big, BUPOOHUKA i BUMOT
MoHorpadii «Acetylsalicylic acid» €®; 3miHu | Tuny - onnc
yMOB 36epiraHHs NpuBEAEHO Y BiAMNOBIAHICTb A0
pekomeHpauili HactaHoBu CT-H MO3Y 42-3.3:2004.
HacTtaHoBa 3 AKocTi. Jlikapcbki 3acobu. BunpobyBaHHs
CTabiNIbHOCTI | NpefCcTaBNeHo B HACTYMHIW pefakuii: «Y
LWiNbHO 3aKynopeHili Tapi Npyu TemnepaTypi He BuLle 25 °Cx»;
3MiHM | TUny - go cneyudikauii Ta aHaNiTUYHNX METOANK Ha
Aitody pevoBuHy KodbeiH y Tectax «laeHTudikauis»,
«3aINLLKOBI Ki/TbKOCTi OpraHiYHMX PO3YMHHUKIBY, «KifbkKicHe
BM3HAUYEHHS» HOPMYBaHHS 3a/IMLLEHO 6€e3 3MiH. BHeceHi
pefakuiiiHi npaBku, Ski ochopMeHi BiANOBIAHO JO
pekomeHAaLili Ta ctunicTukmn AdY, a came: -BunyyeHa
iHhopmaLisi Npo TemnepaTypy NaaBfeHHs cybCcTaHLil 3
TecTy «Onuc». -TecT «PO34MHHICTb» BigNOBIgAHO 40 BUMOT
oY 1.4 «MoHorpadii» Takox Mae pekoMeHzauiiHni
XapakTtep, Ha nifcTasi 4oro 3anpornoHOBaHO BUKOHYBaTH
TECT TiNlbkn AN po34mHHUKIB Boga P Ta etaHon (96 %) P,
L0 He cynepeynTb BUMoram AdY. -B TecTi «Baxki meTanu»
Ansa BupobHuka «Jilin Shulan Synthetic Pharmaceutical Co.,
Ltd.», China HopmyBaHHs 3amwieHo 6e3 3miH. BHeceHi
pefakuiiiHi npaBku, siki ohopMeHi BiANOBIAHO [0
pekomeHAaLii Ta ctunictukm AdY. - HopmyBaHHs TecTy
«MikpobionoriyHa yncToTa» NpMBEAEHO Y BiANOBIAHICTb A0
BuMoOr €®, 5.1.4.; cynyTHA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHsa APl abo
BMXiAHOr0 Marepiany/npomMbKHOro NPOAYKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa A®I (iHWi 3MiHK
y MeTofax BunpobyBaHHs (BKOYaoum 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NMPOMIKHOTO MPOAYKTY);
3MiHW | TUMY - HE3HAYHI 3MiHW Y 3aTBEPMAXEHNX METOAAX
BMNPo6yBaHHA ADI KodheiH «po30piCTb PO3UNHY»,
«Cynbatn», «BTpaTta B Maci npy BUCYLLYBaHHI»,
«CynpoBiJHi AOMILLK/» METOAMKN 3aUIULLIEHi 6e3 3MiH.
BHeceHi pefakLiiiHi npaBku, ski oDOpMEHi BigMOBIAHO A0
pekomeHAauiin Ta ctunictukm APY; 3minu | Tuny - 3miHa y
napameTpax crneuudikauii Ha gitouy pedoBuHy KodpeiH - B
TecTi «Baxki meTanu» ansa supobHrka Shandong Xinhua
Pharmaceutical Co., Ltd., China TecT Buny4eHo 3 po3giny Ha
nigcTaBi aHasi3y pu3KKiB Bifi BAPOGHMKA | BUMOT MOHOrpadil
«Caffeine» €sponeiicbkoi Papmakonei (10.0). Tect
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

«AHOMaIbHa TOKCUYHICTb» BUTyYEHWUIA 3 PO34isy, Tak K
cybcTaHUis npu3HadyeHa 4715 BUKOPUCTaHHSA Y BUPOBHULITBI
HeCcTepuIbHUX NikapcbKkux 3acobiB; 3MiHW | Tuny - 3MiHK AnA
aitodi pevoBunHu Kodpein ans BupobHunka Shandong Xinhua
Pharmaceutical Co., Ltd., China nokasHvuk «TepMmiH
npuaaTHOCTI» NPUBEAEHO Y BIAMNOBIAHICTL [0 MaTepianis
BMPOGHMKA | MPeACcTaB/IeHO B HACTYMHIV pefakuil: «4 pokm —
TEepPMiH NEPEKOHTPOIO» ANA AiH0HOT PeYOBUHY; 3MiHW | TUMy -
[0 cneumndikadii Ha gjtovy pevoBuHy AueTunicaniyunosa
Kucnota B TecTi «KNCNOTHICTb» HOPMYBaHHS 3a/MLIeHo 6e3
3MiH. BHeceHi pefakLiiiHi npaBku, siki opopMIIeHi BiANoBiaHO

[0 pekomeHgauiii Ta cTunicTukn ey

B.o. I'enepanbHoro gupexkropa Jlupekropary

(apmaneBTUYHOTO 3a0e3meyeHHs

Isan 3AIBOPHUX
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