MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

05 cepnnst 2022 poky Ne 1421

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 9, 10 Tlopsigky [mep)kaBHOI peecTpailii (mepepeecTpaiiii) TiKapcbkux 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaALsATh ChOMOTO MiAMYHKTY 12 myHKTY 4 IlonoxeHHs TIpO
MiHicTepcTBO OXOPOHM 3[]0POB’sl YKpaiHU, 3aTBep/KeHOro mocTaHoBow KabiHety
Minictpie Ykpainu Bim 25 6Gepe3ns 2015 poky Ne 267 (B pefakuii mocTaHOBU
Kabinery MinictpiB Ykpainu Bix 24 ciuns 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIepTU3M peecTpalliiHUX MaTrepiaiiB JTiKapCchKUX 3aco0iB (MeAuUHMX
iMmyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha /JepXXaBHy  peECTparlifo
(mepepeecTpallit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHUX MaTepiasiB, TMPOBeJeHUX
[ep>kaBHUM TIANPUEMCTBOM  «Jlep)KaBHUM eKCMepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIiB II0ZI0 eheKTHUBHOCTi, Oe3rmeuHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIIHKM CITiBBIJHOILIIEHHSI KOPUCTL/PU3UK JIIKAPCHKOIO
3acoby, IO TIPOTIOHYEThCS [0 Jep)KaBHOI peectparlfii (mepepeectpaiiii), 100
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii oro Ao Jep>kaBHOI
peecTpatiii (repepeectpaiiii) abo BHeCeHHs 3MiH /IO peecTpaljiiHUX MaTepiaJiiB,

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapckKi 3acobu (MeauuHi iMyHoOGiomnoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>XKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3riHO 3
JI0JIaTKOM 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 JOAATKOM 3.

4. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu

MKapChbKMX 3aCO0iB 3riIHO 3 A0JaTKOM 4.

5. KoHTpOJIb 3a BUKOHAHHSIM LIbOT0 HaKa3y MOK/IaCTH Ha MepIIoro 3acTyIHUKA
Minictpa Komapiay O.O.

MinicTp BikTop JISALIKO



Aopatok 1

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

Bif 05 cepnHsa 2022 poky Ne 1421

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

Ne Ha3sBsa nikapcbko2o ®opma sunycky (nikapcbka ¢popma, 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiH Ymosu Peknamys Homep
n/n 3acoby ynakoska) 3asiBHUKa BUPOGHUKa | a npoyedypa BionycKy aHHs peecmpayiliHo2o
nocsioYeHHs1
1. MPEFABANIH MOPOLLIOK (CybCTaHLis) y noaBiHMX BE3 Xopsaris HaHToHr YaHbto Kurai peecTpauis Ha - He UA/19583/01/01
nonieTuneHoBrx naketax Ans dapmaxem dapmartex Ko. 5 pokis nionsi2ae
chapmaLeBTUYHOIO 3aCTOCYBaHHS 4.0.0. nrg.
2. ®OJIIEBA KUCNOTA PH | nopoluok (cybcTaHuis) B atMocdepi TOB YkpaiHa [OCM HyTpuwHen LLiBeiuapis peecTpauisi Ha - He UA/19584/01/01
a30Ty B HOTMPULLAPOBUX NaMiHOBaHUX "OncTpub'toto Mpopaktc NTg, 5 pokis niosnsieae
nakeTax BKIafeHNX B KAPTOHHI pcbka
Kopobku, abo B aTMocdepi a3oTy B KOMMaHis
noABiliHMX NONIETUNIEHOBMX MakeTax "®apmarek"
Ans hapmaueBTUYHOIO 3aCTOCYBaHHS

B.o. I'enepanbHOro gupekropa /lupekropary
(hapMaLieBTUYHOTr0 3a0e3neueHHs

Isan 3AZAIBOPHUX




Aopatok 2

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

Bif 05 cepnHsa 2022 poky Ne 1421

NMEPENIK

NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIOTOINYHNX NMPEMAPATIB), AKI BHOCATbLCHA
A0 LEP>XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ssa ®dopma sunycKy 3assBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby YnakoskKa) nocBi04YeHHs
1. BPOHXO rpaHynn romeonartuyHi no BAJA HimeyunHa BANA BANA MepepeecTpaLisi Ha HEOBMEXEHWIA 6e3 nionsieae UA/15544/01/01
MNAHTAIoO 20 r y donakoHi; no 1 Xannbmitresnb Xannbmitrenb Xannomitte TEPMiH. peyenma
rnoeyni chnakoHy B Kopoo6Li 3 6X rM6X nb TM6X MepiognyHicTb NoAaHHA perynsipHo
BENATI KapToHYy OHOBJ/IOBAHOrO 3BITY 3 6e3neKku,
BiANOBIAHO A0 Mopsaaky 34jiMCHEeHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
340pOoB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rifAHO 3i CTPOKaMMK,
3a3HayYeHMMn y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
AOLIETAKCEN MOPOLLIOK (CybCcTaHLis) y TOB "lOpis- YkpaiHa IHAEHA C.IM.A. ITanis MepepeecTpauis Ha HeObMEXeHWIA - He UA/16394/01/01
NAAWKaX CKNAHWUX AN Papm” TEePMiH nionsi2ae
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
Nn-onTukK Kpanni O4Hi, po3yvH, 5 K.T. PymyHis K.T. POM®APM PymyHis MepepeecTpauis Ha HeObMeXeHWIA 3a He UA/16307/01/01
POM®APM Mr/mMn no 5 My do1akoHi; POM®APM KOMIMAHI C.P.J1. TepMmiH. OHOB/IeHO iHhopMaLlito B peyenmom | niosnsizae
no 1 do/lakoHy B KApTOHHIl KOMMAHI IHCTPYKL|i 415 MeAUYHOr0o 3aCTOCyBaHHS
Kopobui C.P.N. nikapcbKoro 3acoby y posginax
"Ocob6nmBocCTi 3acTocyBaHHSA", "Mo6iYHi
peakuii" BiANOBIAHO A0 iHdopmaLii
pedhepeHTHOro /likapcbkoro 3acoby
(OhTakBike®, Kpani o4Hi, 5 Mr/mn ).
MepiognyHiCTb NOAAHHA perynsipHo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepkeHoro

Haka3oM MiHicTepcTBa OXOPOHU

37,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10pOB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riJHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

MATHIHO
ACNAPATIHAT

MOPOLLIOK (Cy6CcTaHuis) y
NoABINHNX
nonieTMNEHOBUX MilLIKax

ansa dapmaleBTUYHOro
3aCTOCYyBaHHS

MAT
"Tannuchapm"

YkpaiHa

NAT "Tannadpapm”

Ykpaina

MepepeecTpauis Ha HEOOMEXeHNIA
TEepPMiH

He
nionsieae

UA/15922/01/01

NPErABATIH-
OAPHULA

kancynu no 150 wmr; no 7
Karncys y KOHTYpHIli

YapyHKOBIli ynakoBLj; no 2

abo no 3, abo no 4, abo
N0 8 KOHTYPHUX
YapyHKOBUX YNaKkoBOK Y
nauuj

MpAT
"®GapmaueBTu
YyHa hipma
"fapHuus”

YkpaiHa

MpAT
"PapmaueBTuyHa
ipma "dapHuus”

YkpaiHa

MepepeecTpauis Ha HEOOMEXeHNIA
TepMmiH. OHOBJ/IEHO iHhopMmaLlito B
IHCTPYKLUT ANA MeAUYHOro 3acTOCyBaHHA
NiKapcbKoro 3acoby y po3ginax
"PapmMako1orivyHi BnactTmsocTi”,
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHLWi BUAY B3aEMogii",
"Ocob6nmBoCTi 3acTocyBaHHSA", "TMo6iuHI
peakuii” BignosigHO A0 iHhopMauii
pedyepeHTHOrO /likapcbKoro 3acoby
(Nipwuka, kancynu no 50 mr, no 75 mr, no
150 wmr, no 300 wmr).
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
thapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
34,0p0B’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpainu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTpOKaMu,
3a3HayYeHVMU Y NepiogMyYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/16414/01/02

NMPErABANIH-

Kancynm no 75 mr; no 7

MpAT

YKpaiHa

NpAT

YKpaiHa

[MepepeecTpauis Ha HeoOOMeXeHNI

3a

He

UA/16414/01/01
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PeecmpayjitiHa npoyedypa

Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Bionycky

peyerimom

yBaHHs

nionsieae

peecmpayitiHo2o
nocsioYyeHHs1

3acoby
DAPHNLA

ynakoska)
Karncys y KOHTYpHIi
YapyHKOBIli ynakoBLj; no 2
abo no 3, a6o no 4, abo
Mo 8 KOHTYPHUX
YapyHKOBUX YNakoBOK Y

nauuj

"®bapmaueBTu
YyHa hipma
"AapHuus”

"papmaLeBTUYHa
ipma "dapHuus”

Ykpaina

TepMiH. OHOBNEHO iHdhopMmaLo B
IHCTPYKUT A8 MeANYHOro 3acTOCyBaHHA
NiKapcbKoro 3acoby y po3ginax
"®apmakonoriyHi BnacTmeocTi”,
"B3aemogisa 3 iHWKUMU NiKapCbKUMu
3acobamu Ta iHLWi BUAW B3aeMogii",
"Oco6nmBoCTi 3acTocyBaHHS", "MMo6iuHi
peakuii” BignosigHO A0 iHdopMauii
pedyepeHTHOrO /likapcbKoro 3acoby
(Nipuka, kancynu no 50 mr, no 75 mr, no
150 wmr, no 300 wmr).
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
thapmakoHarnagy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10pOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

MepepeecTpauis Ha HEOOMEXeHNIA

3a

He
niossieae

UA/16414/01/03

NPErABATIH-
OAPHULA

kancynu no 300 mr no 7
Karncys y KOHTYpHIl
YapyHKOBIli ynakoBLj, no 2
a60 no 3 KOHTYpHi
YapyHKOBi YNakoBK/ B
nauui

MpAT
"GapmaueBTu
YyHa hipma
"fapHuus”

YkpaiHa

MpAT

"PapmaueBTuyHa
ipma "OapHnus”

TepMiH. OHOBNEHO iHdhopMmaLto B
IHCTPYKLUT 418 MeAUYHOro 3acToCyBaHHA
NiKapcbKoro 3acoby y po3ginax
"®apmakonoriyHi BnacTmBocTi”,
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOLIA",
"Ocob6nmBoCTi 3acTocyBaHHA", "Mo6iuHI
peaxuii” BignosigHO A0 iHdopMauii
pediepeHTHOrO /likapCbKoro 3acoby
(Nipuka, kancynu no 50 mr, no 75 mr, no
150 wmr, no 300 wmr).
MepiognyHiCTb NOAAHHA PErynsipHO
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii

peyerimom

Haka3y MiHicTepcTBa OXOPOHM 3[10pOB'SA




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riJHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

PE®EKC

NOPOLLIOK A/151 PO3UNHY
ans iHdpysin no 2r /0,25,
no 1 cpnakoHy NopoLuky y
KapTOHHI Kopoobui

TOB "tOpis-
dapm"”

YkpaiHa

NabopaTtopis Peir

[xodppe, C.A.

IcnaHis

MepepeecTpayia Ha 5 pokis
OHOB/EHO iHGhopMaL,ito B iHCTPYKUIT Ans
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro
3acoby y posginax "®apmMakosiorivHi
BracTmsocTi”, "Moka3aHHA" (YTOUHEHHS),
"MpoTunokasaHHa", "B3aemogis 3
IHLIMMKM NiKapCbknMK 3acobamu Ta iHLWi
BMAN B3aemogiit", "OcobMBOCTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnocib 3acTocyBaHHS Ta fo3un",
"Mepepno3yBaHHA", "M06IYHI peakuii”,
"HecymicHicTb" BignoBigHo Ao
iHcbopMmawii pedrepeHTHOro flikapcbkoro
3aco6y (Tazocin, 2 g/0.25 g, powder for
solution for infusion).
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxui
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMM,
3a3HayYeHMMN y NepiognYHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/16279/01/01

PE®EKC

MOPOLUOK /151 PO3UMHY
ans iHdysiino4r/0,5r;
no 1 dpiakoHy MOPOLLKY Y
KapTOHHIlA KopoobLi

TOB "tOpis-
Papm”

Ykpaina

Na6opaTtopis Peir

Dxodope, C.A.

Icnanis

MepepeecTpauia Ha 5 pokis
OHOB/IEHO iHhopMaLlito B IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginax "dapmMakonoriyHi
BnactusocTi", "lMoka3aHHSA" (YTOUHEHHS),
"MpoTunoka3saHHs", "B3aemogis 3
IHLIMMK NiKkapCcbKMK 3acobamu Ta iHLWi
BMAW B3aemogiit", "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHSA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyant”,
"Cnoci6b 3acTocyBaHHA Ta 4o3m",
"Mepeno3yBaHHA", "Mo6ivHI peakuii”,

3a
peyenmom

He
nionsieae

UA/16279/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

"HecymicHicTb" BignoBigHo Ao
iHbopmaii pedhepeHTHOro nikapcbKoro
3acoby (Tazocin, 4 g/0.5 g, powder for
solution for infusion).
MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOrO 3BITY 3 6e3neKu,
BiANOBIAHO A0 MopsAaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepmAxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi rocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainuu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMM y NepiognYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

10. PE®EKC NOPOLLOK A1 PO3UUHY TOB "HOpis- YkpaiHa Nab6opaTopisa Peir IcnaHis MepepeecTpauia Ha 5 pokis - He UA/16609/01/01
ans iHndpysin no 2r /0,25, Papm"” Ixocppe, C.A. MepiognyHiCTb NOAAHHA PErynsipHO nionsi2ae
in bulk: 50 donakoHiB B OHOBJIHOBAHOrO 3BITY 3 6e3neku,
KapTOHHIlA KOpooLi BiANOBIAHO A0 MopsaKy 34iMCHEHHS

thapmakoHarnsgy, 3aTsepmkeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMu,
3a3HayYeHVMU y NepiogMyYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

11. PE®EKC MOPOLUOK A1 PO3UNHY TOB "tOpis- YkpaiHa JNabopaTtopis Peir IcnaHis MepepeecTpayia Ha 5 pokiB - He UA/16609/01/02
ans indoysinno4r/0,5r; Papm"” Dxodpe, C.A. MepiognyHICTb NOJAHHA perynspHo niosisieae
in bulk: 50 chnakoHiB B OHOBJ/IOBAHOrO 3BITY 3 6e3neKu,
KapTOHHI KopoobLi BiANOBIAHO A0 Mopsaaky 34jiMCHEeHHS

hapmakoHarnagy, 3atBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTULiT YKpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rifHO 3i CTPOKaMK,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
3a3HayYeHMMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
12. TAHTIBEPT cnpeii gns poToBoi ToBapucTBo 3 YkpaiHa BMNYCK cepil: YkpaiHa MepepeecTpauis Ha HeObMEXeHWIA 6e3 nionsizae UA/16355/02/01
nopoXxHuHK, 1,5 mr/mn, no 06MeXeHoI ToBapucTBO 3 TEpPMiH peyenma
30 mn y donakoHi 3i ckna BiANOBIA&UTbHI obmexeHor MepiognyHiCTb NOAAHHA PErynsipHO
abo 3 nnacTuky, no 1 cTio BiANOBIAA/TbHICTIO OHOB/IHOBAHOrO 3BITY 3 6e3nekwu,
chnakoHy 3i cripeii- "®bapmaueBTu "papmaneBTUYHa BiANOBIAHO A0 MopsaKy 34iMCHEHHS
[03aTOpPOM Yy KopoobLi yHa hipma thipma "BepTekc”, hapMakoHarnsay, 3aTBepaAXeHoro
"Beprekc" YkpaiHa; BCi cTagii Haka3oM MiHicTepcTBa OXOpPOHU

upkny
BMPOGHULITBA KPiM
KOHTPO/0 SKOCTI:
ToBapucTBO 3
06MEXEHOI
BignoBiga/bHICTIO
"PapmaueBTuyHa
thipma "BepTekc”,
YkpaiHa; BCi cTagii
umkny
BMPOGHMLTBA,
KpiM BUMYCKY
cepii: ToBapncTBO
3 06MEXEHOI0
BignoBiga/bHICTIO
"PapmavueBTuyHa
KOMMaHis
"3p0pos'a"’,
YKpaiHa

3[0p0B’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTpOKaMu,
3a3HayYeHVMN y NepiogMyYHOCTI NoAaHHS
perynspHuX 3BiTiB 3 6e3nekn

B.o. I'enepanbHOro gupekropa /lupekropary
(hapManieBTUYHOTr0 3a0e3nmeuyeHHs

Isan 3AZAIBOPHUX




NMEPENIK

Aopatok 3

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

MaTepianis»

BiA 05 cepnHAa 2022 poky Ne 1421

NIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOTYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 10
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne

Hasga

oNakoHy 3 MipHOH
CK/ISIHKOKO B nauLi

BMpPOGHMKa/iMnopTepa roToBOro /likapcbkoro 3acooy,
BK/10HAK0UM AiNbHULI BUNYCKy cepil abo micue npoBeaeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMMOPTEpP, BKIOYAKYN BUMYCK CEpiii) - 3MiHA
Ha3BW Ta agpecy BUpo6Huka 13, 6e3 3miHu micus
BMPOGHULITBA. 3MiHM BHECEHI B IHCTPYKLiO 415 MeAUUYHOro
3acTocyBaHHsA /13 y p. "BMpO6HUMK", "MicLe3HaxomKeHHs" 3
Bi4NOBIAHVMM 3MiHAMU Ha ynakoBLi. 3MiHu | TUny - 3MiHK
oo 6e3nekun/ehpekTBHOCTI Ta hapmakoHarnagy.
BBefieHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHux nNpo cuctemy
dhapmakoHarnsgy (BBefeHHS y3arasibHEHNX AaHnX Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHoBaXKeHoi ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuKa gns
3AjiicCHeHHs hapMakoHarnagy B YkpaiHi, KL BoHa
BiAMiHHA BiJ YNOBHOBaXKEHOI 0CO6W, BifnoBigasibHOT 3a
3[jificHeHHs1 hapMakoHarsay (BKIHYakun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
hapmakoHarnsigy) - 3MiHa yNnoBHOBaXXEHOT 0COOM 3asBHUKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag. [iova pepakuis:
Coyuek CsiTnaHa BacunisHa. MponoHoBaHa pegakuis: Max
XaHymaHTy MeHuyanasn. 3MiHa KOHTaKTHUX JaHunX
YMNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMNOBIAa/IbHOI 3a
thapmakoHarnag. KoHtakTHa ocobu 3asBHUKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsag B YkpaiHi. [ponoHoBaHa
pepakuisi: CamoiineHko Aptem NaBnoBuy. BBeaeHHs
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M
3as1BHYVIKA, BigMnoBiAa/IbHOT 3a hapmakoHarnsag, B YkpaiHi.
3MiHa MicLs 3AiiCHEHHST OCHOBHOI AisiNIbHOCTI 3

thapmakoHarnsgy. 3miHa MicLe3Haxo[xeHHA MacTep-aiina

cUcTeMu hapMakoHarisgy.

o dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
1. ABAKABIPY PO34MH OpasibHUN, Aypob6iHa0 IHgis AypobiHa0 IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx matepianis: 3MiHu | Tuny - 3a UA/9090/01/01
CYNb®AT 20 mr/mn no 240 mn Papma /114 dapwma Nimitep, - AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
y donakoHi; no 1 FOHIT Il afipecyt MicLA NPOBaKEHHS Ais/IbHOCTI




11

no 1 M B CKASHUX
amnynax; no 5
amnyn y KOHTYPHiiA
ynakosLi; no 2

nakyBaHHSA Ta
BUNYCK cepil:
"BioTexHoc" AT,

agpecy 3asBHKKa (BNacHvKa peecTpauiiHoro nocBig4eHHs)
3MiHa Ha3BW Ta agpecu 3asBHVKa. 3MiHW | TUNY - 3MiHK
woAo 6e3nekn/epekTVBHOCTI Ta hapmakoHariaagy.

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
2. AKCE®® MOPOLLIOK AN HOBEN INAY TypeuunHa HOBE/ INAY TypeuunHa BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/3767/02/01
PO34UHYy ONs iH KL CAHAI BE CAHAI BE AZMiHICTPaTMBHI 3MiHWU. BryyeHHsI BUPOGHMYOI AibHNL peuenmom
no 750 mr 1 cpnakoH TIOXAPET TIIKAPET (Brtovatoun ginbHuui 4na A®l, npoMixxHOro NpoaykTy abo
3 NOPOLLKOM pa3om ALl ALl roTOBOrO /iKapCbKOro 3acoby, AiNbHUL ANA NPOBEAEHHS
i3 1 amnynoto no 6 nakyBaHHs1, BUpOOHYKa, BiNOBiAaNbHOIO 3a BUMYCK Cepiid,
M1 PO3YMHHUKA MicLie NpoBeEHHS KOHTPO/IHO cepii) abo nocTavyanbHMKa
(Boga ans iH'exuin) y BMXiQHOrO Matepiany, peareHTy abo AONOMiXHOT pEHOBUHN
KapTOHHIA ynakoBLi (AKWo 3a3HaYeHo y focbe). BunyyeHHs BupobHuka Adl
Led)ypoKcuMy Hatpito cTepuabHoro Farmabios S.P.A, Italy.
3. ANOAPA kpem 5 %; no 250 mr MEJA Ab LLBeuis BMPOGHMLTBO, Benuka BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/12999/01/01
B calle; no 12 cawe nepBuHHE BpuTaHis/ AAMIHICTPaTUBHI 3MiHW. BUyyYeHHs1 BUPOOHUYOT AiNbHULL peuenmom
B KOPOO6Lii 3 KApTOHY nakyBaHHs, HimeuunHa (Briovatoun ginbHuui 4na A®l, npoMixxHOro NpoaykTy abo
BTOPUHHE roTOBOrO JliKapCbKoro 3acoby, AiNbHWL 415 NPOBeAEHHS
nakyBaHHs, nakyBaHHs1, BUpOOHYKa, BiNOBiAaIbHOIO 3a BUMYCK Cepiid,
BMNPOGYBaHHA MicLie NpoBEAEHHS KOHTPO/IIO cepii) abo noctayanbHMKa
KOHTPO/O AKOCTI BMXiQHOrO Marepiany, peareHTy abo A0NOMiXHOT pEHOBUHN
Ta BUMYCK cepili: (AKLWO 3a3Ha4YeHOo Yy A0CbE) BUMyYEHHS BUPOOHMKa Teva
3M Xenc Kea Pharmaceutical Works Private, YropLuivHa gjto4oi pe4oBuHun
NimiTen, Benuka iMikBiMoZ, (3aTBepmxeHo: Teva Pharmaceutical Works
BpuTaHis; Private, YropwuHa, Orgapharm, ®paHLisi; 3anponoHoBaHo:
BMPOGHMLTBO, Orgapharm, ®paHuis). 3miHu | Tuny - 3miHn 3 akocTi. AdI.
BMNPOGYBaHHSA KoHTponb A®l. 3miHa y napameTpax cneuudikauii Ta/abo
KOHTPOJO SIKOCTI [ONyCTUMUX MeX, BU3HaYeHuX y cneumadikayisax Ha Adl, abo
(chizmko-ximiuHi): BVXiAHWIA/NPOMDKHWIA NpOAYKT/peareHT, Wwo
C.MN.M. BMKOPWCTOBYIOTbCSA Y Mpoueci BUpobHuytea A®I (BU1yyYeHHs
KoHTpakT®apma He3Ha4yHOro MokKasHuKa sIKOCTi (Hanpukiag BUIyYeHHs
v6X, 3acTapisioro nokasHuka)) BUy4YeHHS HE3HAYHOro NnokKasHuka
HimeuumnHa; AKocTi "Bakki meTanu" 3i cneuundikauii A®| imiksimog,
BMNPO6YBaHHsA BUpo6HMKa Orgapharm, ®paHLis Ta, Ak Hacnigok, i3
KOHTPO/O AKOCTI aHaNiTUYHNX MeToAMK. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
(mikpobiosnoriyHi) [oTOBWIA Nikapcbkuii 3aci6. KOHTPOIb fOMOMDKHUX PEYOBUH.
: Nabop IC CE i 3MiHa napameTpiB cneyudikalii Ta/abo AoNYyCTUMMX MEX
Ko. KT, ONs AONOMDKHOT peYoBMHY (BUTYYEHHS 3i cneumdikavi
HimeuumnHa; He3Ha4yHOro nokasHuka (Hanpuknag, 3acTapifioro NokasHuka))
nepBuHHe BW/TyYEHHS1 HE3HAYHOTrO NMokasHuka "Baxki metanun” 3i
nakyBaHHs, cneumdikauii JOMOMKHOI pe4YOBMHM KMC/0Ta i3ocTeaprMHoBa
BTOPVHHE Ta, K HacnifokK, i3 aHaNiTUYHNX METOANK.
nakyBaHHs,
BBE3EHHA Ta
BUMYCK Cepiii:
Csicc Kenc
m6X,
HimeyunHa
4, AnonyTon PO34UH A151 iH'EKLLNA, "BioTexHoc" AT PymyHis BiAnoBiganbHM PymyHis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/6889/01/01
3a BTOPUHHE AfMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
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KoHTposnb skocTi
- Oi3NYHI/XIMiYHI
BUNPOGYBaHHS,
MiKpoO6io/oriyHi
BMNPOGYBaHHSA
(BuKItO4aOUM
BMNPOGYBaHHA
CTEPWILHOCTI):
B. bpayH
Menb3yHreH Al
HimeyunHa
KOHTpOsb fKOCTI
- i3NYHI/XIMiYHI
BMMNPOGYBaHHSA:
A&M CrabTrect
M6X (OpHITUHY
naktam),
HimeuunHa

peyoBUHM (cepTudikaT BiANOBIAHOCTI €BpONEnChbKil
hapmakonei) - OHOBMeHWIA cepTudikat Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -

MoaaHHA OHOBIEHOrO cepTudikarta BiAnoBIgHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2004-086 - Rev 06
(3aTBepaxeHo: R1-CEP 2004-086 - Rev 05) Big,
3arBepmxeHoro BupobHuka «Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd», Kutaii gns gitouoi pe4oBuHM
AnaHiH. 3miHu | TNy - 3MiHun 3 aKkocTi. CepTudikaT
BignosigHocTI/IE-cepTudikat BiANOBIAHOCTI EBPONECHKIi
hapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa Bi4nNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gnsa A®l; ona
BMXigHOro Martepiany/peareHTy/npomMiKHOro NpPOAyKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €BPONENChbKil
hapmakonei) - OHOBMeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - MofaHHA OHOBIEHOrO
cepTudiikaTa BignosigHoCTI EBponelickbkin dhapmakonei Ne
R1-CEP 2004-216 - Rev 03 (3aTBepgxeHo: R1-CEP 2004-
216 - Rev 02) Big 3aTBEpAXEHOr0 BUPO6HMKa «Evonik
Rexim (Nanning) Pharmaceutical Co., Ltd», Kutain ans

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KOHTYPHIi YNakoBKu Yy PymyHis; BeegeHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHuX Npo cuctemy
KapTOHHilA KopooLi BiAnoBiganbHW hapmakoHarnsgy (BBefieHHs y3arasibHeHUX gaHux npo
abonolmns 3a BUPOGHNLTBO cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
CKSIHVX aMnynax; Hepo3dacoBaHo BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnagy;
no 5 amnyny T npoaykuii, KOHTaKTHOI 0c06U 3 chapmakoHarnsay 3asBHuKa A5
KOHTYPHIli ynakoBLi nepBuUHHe Ta 3[jiCHEeHHsI hapMakoHarnsay B YkpaiHi, AKLL0 BOHA
3 chosnbroto; no 2 BTOPUHHE BiIMiHHA BiJ, yNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOT 3a
KOHTYPHI YNakoBku Y nakyBaHHs: KO 3[jiicHEeHHsT hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
KapTOHHilA KOpO6L «3eHTiBa» A.T,, Ta/abo 3MiHW Y Po3MiLLEHHI MacTep-haiina cucTemm
PymyHis hapmakoHarnsgy). 3miHa KOHTaKTHOI 0Co6M 3asBHYIKa,
BignoBigasibHOI 3a hapMakoHarnsag B Ykpaini. Jirova
pepakuis: Hectepeub Onekciii Mykonaiiosuy. MNMponoHoBaHa
pepakuis: BopucoBa Hagjis BaneHTuHiBHa. 3MiHa
KOHTaKTHUX [aHMX KOHTaKTHOI 0co6w, BiANOBIAaIbLHOI 3a
hapMakoHarnsag B YkpaiHi. 3MiHa MicL,e3Hax0oKeHHs
macTep-haiina cuctemu hapmakoHarnsay Ta noro Homepa.
3MiHa MicLs 3[iiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
5. AMIHONNA3 pO34MH ANA iHdy3ii B. BpayH HimeuunHa Brpo6HMLUTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/5099/01/01
MA/Ib® no 500 mny Menb3yHreH Al nepBuHHa Ta 3MmiHu 3 aKocTi. CepTudikaT BignosigHocTI/I E-cepTudikat peuenmom
FENA - 10% chnakoHax, no 10 BTOPVHHA BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
chakoHiB y kKopobui yrakoBKa, MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BUNYCK cepil: BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa BignoBiAHOCTI
B. bpayH €sponelicbkin dhapmakonei: ana A®l; gns BuxigHoro
Menb3yHreH Al Marepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
HimeyunHa BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

Aito4oi peyoBrHK AcnapariHoBa kucrota. 3miiu | Tuny -
3MmiHu 3 aKocTi. CepTudikaT BignosigHocTi/lI E-cepTudikat
BignoBigHocTi €Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANoBiAHOCTI abo BUTyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BuxigHoOro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BVKOPUCTOBYHOTbCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBuHM (CepTugikaT BiANoOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - MogaHHA OHOBIEHOrO
cepTudpikaTa BignoBigHOCTI €Bponeiickkiii hapmakonei Ne
R1-CEP 1999-136 - Rev 07 (3aTBepgxeHo: R1-CEP 1999-
136 - Rev 06) Bif 3aTBEpXEHOr0 BUPOGHUMKA «Sekisui
Medical Co., Ltd», AnoHia gnsa ajroyoi peyoBuHN MeTiOHIH.
3MiHn | TUny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/l E-
cepTudikaT BiAMNoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BignoBigHOCTI abo BUyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NPoAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPKEHOr0 BUPOGHUKA - [ofaHHA OHOB/IEHOrO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin hapmakonei Ne
R1-CEP 2004-277 - Rev 02 (3aTBepgxeHo: R1-CEP 2004-
277 - Rev 01) Big 3aTBEpAKEHOr0 BUPOGHMKA «Amino
GmbH>», HimeuunHa, ansa gitoyoi peqoBuHU TPEOoHiH. 3MiHu |
TMny - 3MiHK 3 akocTi. CepTudikar BignosigHoCTI/IE-
cepTuduikaT BiAMoBigHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BigNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NPoMDKHOro NPoAyKTY, L0
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - BunyyeHHsi cepTudikaTi (3a HasABHOCTI
MynbTUNAETHOrO cepTudpikata Ha matepian) BunyyeHHs
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 1999-013 - Rev 02 Bif 3aTBEpXEHOI0 BUPOGHMKA
«Kyowa Hakko Kogyo Co., Ltd», AnoHis, gns gitoyoi
peyoBuHW AnaHiH. 3miHu | TMny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA HOBOTO
abo oHoBNeHoro ceptudiikaTa BiANOBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkiin hapmakonei: ans
A®l; nnsa BUXigHOTO MaTtepiany/peareHTy/npomikKHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
[0NOMDKHOT pevyoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkili hapmakoner) - BunyueHHs cepTtudikaTis (3a
HasBHOCTI My/IbTUM/IETHOTO cepTuddikata Ha maTepian)

BunyueHHsi cepTuchikaTa BignoBigHOCTI EBponeiichkkiii
hapmaxkonei Ne RO-CEP 2010-172 - Rev 00 Big,
3aTBepmxeHoro BupobHuka «Evonik Rexim SAS», ®paHuis,
0N Aio4ol peyoBrHU AcnapariHy MOHOrigpaT ekBiBasleHTHO
acnaparity. 3miHu | Tuny - 3miHu 3 AkocTi. CepTudikart
BignosigHocTi/IE-cepTudikat BiANOBIAHOCTI EBPONECHKIi
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BigNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NPoMKHOro NPoAyKTY, L0
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - BunyyeHHs cepTudikaTiB (3a HasaBHOCTI
MyNbTUNAETHOrO cepTudpikata Ha matepian) - BunyyeHHs
cepTudpikaTa BignosigHoCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2000-205 - Rev 02 Big 3aTBEPAXEHOI0 BUPOGHMKA
«Taenaka Kogyo Co., Ltd. AnoHisi, Ansa Aito4oi pevyoBuHn
nytamiHoBa kucnorta.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BiAgnoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt thapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYHOTLCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBuHM (CepTugikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - BunyyeHHsi cepTudikaTis (3a HasBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha matepian) BunyyeHHs
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakonei Ne

«Kyowa Hakko Kogyo Co., Ltd», AnoHis gna gitoyoi

peyoBuHU McTUANH. 3MiHM | TURy - 3MiHK 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l'E-cepTudikar BiAgnoBigHOCTI

A®I; onsa BUXigHOro matepiasny/peareHTy/npomMiKHOro

[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIigHOCTI

BunyueHHsi cepTudbikaTa BignoBigHOCTI EBponeichkiii

R1-CEP 1999-027 - Rev 03 Bif, 3aTBEPAXEHOIO BUPOGHMKA

€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeENChKi thapmakonel: ans

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans

€Bponelicbkiin hapmakonei) - BuiyyeHHsi cepTudikartis (3a
HasiBHOCTI My/IbTUMNETHOrO cepTudiikata Ha MmaTepiat)

thapmakonei Ne R1-CEP 2009-100 - Rev 00 Big,

3aTBepKeHOro BUpobHuka «Ajinomoto Co., Inc», AnoH

in,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
AnAa [4ilyoi peyoBuHY 130neiumH. 3MiHn | Tuny - 3MiHu 3

akocTi. CepTudpikaT BignosigHocTiI/IE-cepTudikaT
BignoBigHocTi €Bponelickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANoBiAHOCTI abo BUTyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BuxigHoOro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BVKOPUCTOBYHOTbCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBuHM (CepTugikaT BiANoOBIAHOCTI EBpONechbkili
thapmakonei) - BunydeHHsi cepTudikaTis (3a HasBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha matepian) BunyyeHHs
cepTudpikaTa BignoBigHOCTI €Bponeiickkiii hapmakonei Ne
R1-CEP 1999-160 - Rev 03 Bif, 3aTBEPAXEHOTO BUPOGHMKA
«Kyowa Hakko Kogyo Co., Ltd», AnoHis, ans gitoo4oi
peyoBuHM JleliumH. 3MiHn | TNy - 3MiHW 3 SKOCTI.
CeptudpikaT BignosigHocTi/l'E-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoONeENiChKi thapmakonel: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIigHOCTI
€Bponeiicbkiin hapmakonei) - BunyueHHsi cepTudikartis (3a
HasBHOCTI My/IbTUM/IETHOIO cepTuddikata Ha maTepian)
BunyyeHHsi cepTudbikaTa BignoBigHOCTI EBponeichkiii
thapmakonei Ne R1-CEP 2004-076 - Rev 01 Big,
3arBepmxeHoro BupobHuka «Sekisui Medical Co., Ltd»,
ANOHiA, ANS Ajr0Y0T pe4yoBUHU ALETUTUPO3NH
€KBiBa/IEHTHO TUPO3UHY. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l'E-cepTudikart BifnoBigHOCTI
€Bponelicbkin dhapmakonei/moHorpadii. NMogaHHA HOBOroO
a60 OHOBMEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTYYEHHS
cepTudikaTa BiANoBigHOCTI €Bponelickkili hapmakonei: ans
A®I; ons BMXigHOrO Matepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHULUTBI ADI; ans
[OMOMDKHOT peyoBMHUM (CepTuddikaTt BiAMNoBIgHOCTI
€Bponelicbkin hapmakonei) - BuyyeHHsi cepTudikatis (3a
HasABHOCTI My/NbTUN/IETHOIO cepTudiikaTa Ha matepian)
BunyyeHHsi cepTucbikaTa BignoBigHOCTI €Bponeichbkiit
hapmakonei Ne R1-CEP 1999-084 - Rev 03 Big,
3aTBepxeHoro BupobHrka «Kyowa Hakko Kogyo Co., Ltd»,
ANoHiA, ANs Ajroyol pevyoBuHN PeHinanaHii. 3miHu | Tuny -
3MiHu 3 skocTi. CepTudpikaT BignosigHocTI/l E-cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHs HOBOro abo OHOBNEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BUNy4YeHHs cepTudikaTta BiANoBIgHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro

mMarepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT

peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonel) - BunyyeHHst cepTudikaTis (3a HasgBHOCTI
My/nbTUNAETHOrO cepTudpikata Ha matepian) BunyyeHHs
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dpapmakonei Ne
R1-CEP 1998-064 - Rev 04 Big 3aTBEPAXEHOI0 BUPOGHMKA
«Ajinomoto Co., Inc», ANoHis, Ansa gilo4yoi peyoBuHM MporiH.
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/ME-
cepTudikaT BiAgNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomikHOro NPoAYyKTY, Lo
BVKOPUCTOBYHOTbCS Y BUPOOHULTBI API; 415 [ONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - BunyyeHHsi cepTudikaTis (3a HasBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha matepian) BunyyeHHs
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakonei Ne
R1-CEP 1999-015 - Rev 02 Bif, 3aTBEPAXEHOTO BUPOGHMKA
«Kyowa Hakko Kogyo Co., Ltd», AnoHis, ans gitoo4oi
peyoBUHN TPEOHIH. 3MiHN | TURY - 3MiHM 3 SIKOCTI.
CeptudpikaT BignosigHocTi/l'E-cepTudikar BifgnoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI a60 BUYYEHHSA
cepTudpikaTa BignoBiAHOCTI EBpoONeENCHKI thapmakonel: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npomMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAgMnoBIigHOCTI
€Bponelicbkiin hapmakonei) - BunyyeHHsi cepTudikartis (3a
HasABHOCTI My/IbTUM/IETHOTO cepTuddikata Ha maTepian)
BunyyeHHsi cepTudhikata BignoBigHOCTI EBponeichkiii
thapmaxonei Ne R1-CEP 1999-016 - Rev 02 Big,
3aTBepmxeHoro supobHuka «Kyowa Hakko Kogyo Co., Ltd»,
AnoHis, aNs gitoyoi pevyoBuHU BaniH. 3miHun | Tuny - 3MiHKW 3
aKkocTi. CepTudpikaT BignosigHocTi/IE-cepTudikaT
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikatTa
BiAMNoBiAHOCTI abo BUTyYEHHSA cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BuxigHoOro
Marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
BVKOPUCTOBYIOTbCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (CepTudikaT BiANoOBIAHOCTI EBpONechbkili
thapmakonei) - BunyveHHsi cepTudikaTis (3a HasBHOCTI
My/IbTUNIETHOrO cepTuddikata Ha matepian) BunyyeHHs
cepTudikaTa BignoBigHOCTI €Bponeiickkiii hapmakonei Ne
R1-CEP 1999-014 - Rev 03 Bif, 3aTBEPAXEHOIO BUPOGHMKA
«Kyowa Hakko Kogyo Co., Ltd», AnoHis, ans gitoo4oi

peyoBWHM I30n1eiuUmMH. 3MiHW | TNy - 3MiHW 3 AKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

CeptudpikaT BignosigHocTi/l'E-cepTudikar BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignoBigHOCTI EBpoNeNiCchKi thapmakonel: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIigHOCTI
€Bponelicbkiin hapmakonei) - BunyyeHHsi cepTudikartis (3a
HasABHOCTI My/IbTUM/IETHOTO cepTuddikata Ha maTepian)
Deleting eDMF V5 for APl ALeTunTMpo3vH ekBiBasIEHTHO
TUPO3MHY. Bifl 3aTBEPAKEHOIO BUPOGHMKa «Sochinaz SA»,
LLseliuapis

AMIOAAPOH

Tabnetkn no 0,2,
no 10 TabneTtok y
6nictepi; no 3
6nicTepy B nav, 3
KapToOHyY

MpuBartHe
akuioHepHe
TOBapUCTBO

"[lekxim-Xapkis"

YkpaiHa

MNpvBaTHe
akuioHepHe
TOBapuCTBO

"[lekxim-Xapkis",
YKpaiHa,
MpAT
"TexHonor",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHUL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro BUPOGHUYOrO
npoLiecy roToBOro NikapcbKoro 3acoby (AinbHNULSA, Ha SKil
npoBoAATLCA OyAb-Ki BUPOOHWYI cTagil, 3a BUHATKOM
BUWMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBUHHOIO Ta BTOPMHHOTO
nakyBaHHs, /151 HECTePUSIbHUX NiKapCbKUX 3ac06iB).
CynyTHSA 3MiHa- 3MiHM 3 AKOCTi. [OTOBWIA Nlikapcbkuii 3aci6.
3MiHK y BUPO6GHMLTBI. 3amiHa abo BBeAEeHHSA 40AATKOBOI
OiNbHULI BUPOGHMLTBA A/191 YaCTUHN a60 BCbOro
BMPOBHMYOro NPOLECy roTOBOrO liKkapCbKOro 3acoby
(BinbHULSA A8 BTOPMHHOIO NakyBaHHS) - 3MiHU 3 SKOCTI.
[0TOBWIA NikapcbkuWii 3aci6. 3MiHM Yy BUPOGHULTBI. 3amiHa
abo BBeAEHHA A0AATKOBOI AiTbHUL BUPOGHMLTBA AN
4acTnHM abo BCbOro BUPOOHMYOro NpoLecy rotoBoro
niKapcbKoro 3acoby (ZinbHWLA N5 NePBUHHOIO NakyBaHHS)
Be/lEHHA AOAATKOBOrO BUPOOHMKA rOTOBOrO MiKapCbKoro
3acoby AmiogapoH, Tabnetku no 0,2 r, no 10 TabneTok y
6nicTepi; no 3 6nicTepy B Nauui 3 kKAPTOHY, BiANOBiAaILHOIO
3a BUPOBGHMLTBO, NEPBUHHE Ta BTOPUHHE nakyBaHHS - MNpAT
«TexHonor», YkpaiHa. 3MiHu | Tuny - 3MiHu 3 SKOCTi.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCS BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHUKA, LU0 BiANOBILaE 3a BBE3EHHS Ta/abo
BUMYCK cepii) - Bkaoyatoum KOHTPONb/BMNPOGYBaHHSA cepii.
[opaBaHHsa BupobHuka - MpAT «TexHonor», Ykpaiva, wo
BiAnoBiAae 3a KOHTPO/b Ta BUNYycK cepii /13 AmMioaapoH,
Tabnetkn no 0,2 r, no 10 Tabnetok y 6nictepi; no 3 6nictepn
B MauLii 3 KapTOHY.

3a
peyenmom

UA/8904/01/01

AHATPENIA-
BICTA

Kancynv Teepgi no
0,5 wmr, no 100
Kancyn y nnswuyji, no

1 naswuiy

MicTtpan Kenitan
MeHeKMeHT
Nimiteq

AHrnis

BUNYCK cepil:
CiHTOH BB,
Higepnangu;
BMPOBHULITBO

HigepnaHnamn
/

IcnaHisa

BHECEHHS 3MiH [JO peecTpaLiitHux maTepianis: 3miHu | TUny -
3MmiHu Wwoao 6esnekn/eddekTMBHOCTI Ta hapmakoHarsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy

dhapmakoHarnsgy (BBefleHHs1 y3arasibHEHVUX AaHWX Npo

3a
peyenmom

UA/18972/01/01
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no 6 aéo no 10

npoBeAeHVX BigNoBigHO A0 MIaHy NegiaTpuyHnx

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KapTOHHIW navu,i roTOBOI cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
niKkapcbkoi BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnsgy;
hopmu, KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
nepBuHHA Ta 3[jiCHEeHHs hapMakoHarisay B YKpaiHi, SKLLO BOHa
BTOPVHHA BiIMiHHa BiJ, yNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbLHOT 32
yrnakoBkKa, 3ailicHeHHs chapMakoHarnaay (BKUaUy KOHTaKTHi AaHi)
hi3NKO-XiMIYHWIA Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina cucrtemun
KOHTPO/b cepil, thapmakoHarnagy) 3MiHa yrnoBHOBaXXeHOT 0CObU 3asBHUKA,
BUNYCK Cepil: BiNOBIAANBLHOI 3a 3AjicHEHHs hapmakoHarnsgy.fiioya
CiHTOH XicnaHis, pepakuis: CoTHikoBa CBiTnaHa BikTtopisHa. [ponoHoBaHa
C.J1., IcnaHis pepakuis: Cipaxos Irop OnekcaHApoBuY.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOI 0COBM 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy.
3MiHa MicL,e3HaxoMKeHHs1 MacTep-gpaiina cuctemu
(hapmakoHarnsgy Ta iioro Homepa. 3miHa Micust 3aiicHeHHS
OCHOBHOI AjsifIbHOCTi 3 hapmakoHarnsgy.
8. AHANbIH Tabnetku no 500 wr, AT Ykpaina AT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - Ne 10 — 6e3 UA/8374/01/01
no 10 TabneTok y "Nly6Hnchapm" "Ny6Hnchapm" AfMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo peyenma;
6nictepax; no 10 afpecy MicLa NPoBaMKeHHS AisNbHOCTI BUPOGHMKa Ne 100 - 3a
Tabnetok y 6nictepi, (BK/IKOYAKOUM, 38 HEOOXIAHOCTI, MicLe NPOBEeAEeHHSA KOHTPOSI0 peuenmom
no 10 6nicTepiB y AKOCTI), @60 BnacHuka macTtep-chaina Ha A®l, abo
nauui noctavanbHuka Adl/BnxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO 3a3HaYeH0 Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBiAHOCTI EBponelickkili hapmakonei y 3aTBepakeHoOMy
A0Cbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM (SKLLO
3a3HavYeHo y A0CbE) - 3MiHa Ha3Bu hipMu BUPo6HMKa Ad|
MeTaMi30n HaTpito.
9. APrINAN® pO3unH ANs iHQysil, TOB Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3miHu | Tuny - 3a UA/17348/01/01
42 mr/mn, no 100 mn "APTEPIYM "Tannudapm” 3MiHu 3 siKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
y naswyi abo y nTar roToBOro fikapcbKoro 3acoby. 3miHa y meTofax
chnakoHi, no 1 BMMNPOGYBaHHSA roTOBOro NiKapCbKOro 3acoby (HesHauyHa
nnsawui abo 3MiHa Y 3aTBeppKeHNX MeTofax BUNPoOyBaHHS) -
dhnakoHy B naui NPONOHYETLCA 3MIHUTU PapMakoneiHWin cTaHaapTHNIA
3pasok, L0 BUKOPUCTOBYETLCA Mif Yac BUNPoGyBaHHSA 3a
NoKasHUKaMu «PeyoBUHW, L0 BUSIBNSKOTLCS HIHTILPUHOM,
«KinbkicHe BU3HaueHHs» Ha CTaHaapTHUIA 3pas3ok, Lo
Bignosigae Bumoram mMoHorpadii dYy 5.12.
10. ACKO®PEH- Tabnetku no 6 abo MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/7528/01/01
AAPHNLA no 10 TabneTtok y "®apmaueBTUYH "®apmaueBTUYH 3MiHu Wwopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay. peyenma
KOHTYPHili a chipma a thipma 3MiHa y KOpOTKili XapaKTepucTuL,i NikapcbKoro 3acoby, TEKCTI
YapyHKOBIl "fapHuus” "fapHuus" MapKyBaHHS Ta IHCTPYKLUIT 419 MeANYHOro 3aCTOCYBaHHS Ha
ynakosui; no 1 nifcTasi perynspHo OHOBJ/IIOBAHOIO 3BITY 3 6e3nekn
KOHTYPHili nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
YapyHKOBIli ynakoBLj 3acTOCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiiHmii
B nauuy; nepiog, abo Ak pe3ynbTaTt OUiHKM 3BiTYy 3 AOC/IAKEHD,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
Tabnetoky pocnigpkeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNEeTEHTHUM
KOHTYPHUX YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO A0 [HCTpyKLUii ans
YapyHKOBMX MeAUYHOro 3acToCyBaHHS NikapCbKoro 3acoby Ao po3ainis
ynakoBKax "Oco611BOCTI 3acTocyBaHHS", "B3aemogis 3 iHW1MK
nikapcbknMK 3acobamu Ta iHWi BUAmM B3aeMogiii" woao
6e3nekn 3acTocyBaHHs Ajil04MX PEYOBUWH BifMNoBIgHO A0
pekomeHgauiii PRAC. TepMiH BBe4EHHS 3MiH MPOTAromM 6
MicALB Nic/a 3aTBePIKEHHS.
11. ACTPALUUTP | nopoluok ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [j0 peecTpaLjiiiHuX MmaTepiasiB: TeEXHIYHA 6e3 UA/10402/01/01
OH 0OpasibHOro PO34YUHY "AcTpachapm" "AcTpadpapm" nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460). peyenma
no 20 r y caLue; no BrnpaBneHo TexHi4YHy NOMWKY y 3arasibHOMy pO3Aini TEKCTY
10 cawwe y kopobu;i 3 MapKyBaHHS1 NEPBMHHOT YNakoBKM /ikapCbKoro 3acoby, a
KapTOHY came Ha3By nepBUHHOI ynakosku BJ/IICTEP BunpasnieHo Ha
CALLE.
3asHayeHe BMMNpaB/eHHA BigNoBigae maTepiasiam
peeCTpaL,iitHOro AOChbE.
12. ACTPALUUTP nopoLUoK ANs TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepiasniB: TEXHIYHA 6e3 UA/19226/01/01
OH ®OPTE OpPasILHOIO PO3UNHY "ACTPAGAPM" "ACTPA®APM" nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). peyenma
no 20 r B caLue; no BunpaBneHo TeXHIYHY NOMUIIKY Y 3ara/ibHOMy PO3Aini TEKCTY
10 cawe y kopobu MapKyBaHHS NepBUHHOT YNakoBKU NikapcbKoro 3acoby, a
came Ha3By nepBuHHOI ynakosku BJIICTEP BunpasneHo Ha
CALLE. 3a3HauyeHe BUMNpaB/IeHHA BignoBigae MaTepianam
peecTpaLiiiHoro AoChbE.
13. ATEHONON - | Tabnetkn no 50 wmr; ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 3a UA/6065/01/01
340POB'A no 10 Tabnetok y 06MexeHo 06MexeHo 3MiHu 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
6nicTepi; no 2 BiANOBIgabHICT BiANoOBIgaUIbHICT 3MiHa y TepmiHax npuaatHocTi abo ymoBax 36epiraHHs
6nictepn y 10 10 rOTOBOrO NiKAPCbKOro 3acoby (36i/1bLEHHS TePMIHY
KapTOHHI KopobLyj; "®apmaueBTUYH "GapmaueBTUyH npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [n1a Toprosoi
no 10 TabneTtok y a KoMmnaHis a KoMnaHis ynakoBkM (NiATBEPAXKYETLCSA AaHUMU peaslbHOro Yacy)
6nictepi "3p0poB'sa” "3p0poB'a” 306i/1bLUEHHS TEPMIHY NPUAATHOCTI TOTOBOTO JliKapCbKOro
3acoby Ha OCHOBI NO3WUTMBHWX Pe3y/bTaTiB AOBrOCTPOKOBUX
pocnipkeHb cTabiNbHOCTI Y peasibHOMY Yaci. 3aTBepAKeHO:
TEPMIH NMPUAOATHOCTI 2 poku. 3anponoHoBaHo: TEPMIH
MPUOATHOCTI 3 poku. 3MiHM BHECEHO B iIHCTPYKLiO A4N15
MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y po3ain
«TepMiH NpuaaTHOCTi». BBeAEHHS 3MiH MPOTAroM 6-Tn
MicCSILIB NicNs 3aTBEPKEHHS.
14. ATOH3UN® pO34nH KHBMI "ICHA" Ykpaina TOB "Cnasis YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/18639/01/01
OpOMyKO3HWIA, 0,1 2000" 3MmiHun Wwoao 6e3nekn/eddeKkTMBHOCTI Ta hapMakoHarisay. peyenma

mr/mn, no 20 mn abo
50 mMn y donakoHi
nonimepHomy 3
posnuntoBayem, no
100 mn y chnakoHi
noniMepHomy; no 1
donakoHy B
KapTOHHIA navui

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3araslbHeHVX faHux npo
cuctemy hapmakoHarisgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asBHuKa 415
3[jiCHEeHHSs hapMakoHarisay B YKpaiHi, SKLLO BOHa
BiIMiHHa BiJ, yNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbLHOT 32
3AilicHeHHs chapMakoHarnaay (BKUYatUy KOHTaKTHi AaHi)
Ta/ab0 3MiHM Y po3MileHHI MacTep-haiina cuctemm
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
thapmakoHarnsgy) 3miHa yrnoBHOBaXEHOI 0CO6M 3asBHNIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsg.
[itoua pepakuis: LemueHko HOpili Muxalinosuy.
MponoHoBaHa pegakuis: TkauyeHko TeTaHa NeTpiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiAnoBigaNbHOI 3a thapmakoHarnsag,. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxXoMKeHHs1 MacTep-thaiina cuctemu
thapmakoHarnsay Ta iioro Homepa.
15. BEMEAO3O0H | po3uvH Ans iH'eKuii, MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/17615/01/01
4 mr/mnno 1 wmns akuioHepHe akuioHepHe 3MmiHu 3 aKocTi. CepTudikaT BignosigHocTiI/I E-cepTudikat peuenmom
amnyni; no 5 amnyn TOBapuCTBO TOBapuCTBO BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
y 6nicTepi; no 1 abo "lekxim-Xapkis" "Nekxim-Xapkis" MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
2 6nicTepu B nauuj; BiANOBIAHOCTI abo BUyYEHHS cepTudikaTa BignoBiAHOCTI
no 1 mn B amnyni; €sponelicbkin dhapmakonei: ana A®l; gns BuxigHoro
no 100 amnyn B Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
nauui BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; 4151 LONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €BPONENChbKil
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudiikaTa BignosigHOCTI EBponelickbkin dhapmakonei Ne
R1-CEP 2002-032 - Rev 01 (3atBepgxeHo: R1-CEP 2002-
032 - Rev 00) ana A®Il betameTasoHy HaTpito pocdaTy Big
BXe 3aTBepakeHoro BnpobHuka Crystal Pharma S.A.U.,
IcnaHis, skuii 3miHMB Ha3By Ha CURIA SPAIN S.A.U.,
IcnaHis.
16. BETA30H Kpem gns TosapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/12709/01/01
30BHILLHbOIO 0bMexeHot BMPOGHMLTBA, 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
3acTtocyBaHHA 0,1 BigNoBiAabHICT KOHTPO/b SKOCTI, 3MiHa y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
%, no15ra6o 30T 10 BUNYCK cepil: rOTOBOrO NiKapCbKOro 3acoby (36i/1bLEHHS TEPMIHY
y Ty6i; no 1 Ty6i y "®apmaueBTUYH ToBapucTso 3 npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [1a Toprosoi
Kopo6Li 3 KapTOHY a KoMmnaHis 06MEXEHO ynakoBkM (NiATBEPAKYETLCSA AaHNUMU PeaslbHOro Yacy)
"3p0pos'a” BiANoBigasbHICT 36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
10 3acoby Ha OCHOBI NO3WUTUBHWX pe3y/bTaTiB JOBrOCTPOKOBUX
"PapmaueBTUUH pocnipkeHb cTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepAKeHo:
a KoMnaHis TEPMIH MPUAOATHOCTI 2 poku 3 anponoHosaHo: TEPMIH
"3p0pos'a"’, MPUOATHOCTI 3 pokv BBefeHHs 3MiH NpoTArom 6-1u
YkpaiHa; BCi MicsILiB MicNs 3aTBEPAKEHHS
cTagii
BMPOGHMLTBA,
BUNYCK cepil:
ToBapucTso 3
06MeXeHOI0
BignoBigasibHICT
10
"GapmaueBTUyH
a KoMnaHist

"3n0poB's”,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

YKpaiHa;
KOHTPO/b AKOCTI:
ToBapucTeo 3
06MEXEHOI0
BignoBigasibHICT
10 "®APMEKC
FPYT", Ykpaina

17.

BETA3OH
nntoc

Kpem ans
30BHILUHLOTO

3acTocyBaHHA no 15
ra6o 30 ry Ty6i; no
1 Ty6i y kopobuji 3

KapToHy

ToBapucTBO 3
0bMexeHot
BignoBiAabHICT
10
"®apmaueBTUyH
a KoMmnaHis
"3popos'a”

Ykpaina

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BMNYCK Cepil:
ToBapucTso 3
obmexeHoto
BiANOBiga/IbHICT
10
"GapmaueBTU4H
a KoMnaHis
"3p0pos'a"’,
YKpaiHa; BCi
cTagii
BMPOGHMLTBA,
BUNYCK cepil:
ToBapucTeo 3
06MEXeHOI0
BignoBigasibHICT
10
"GapmaueBTUyH
a KoMnaHist
"3p0pos'sa”,
YKpaiHa;
KOHTPO/b AKOCTI:
ToBapucTeo 3
06MEXeHOI0
BignoBigasibHICT
10 "®APMEKC
FPYT", Ykpaina

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO /iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
npuaaTHOCTI FOTOBOTO Jlikapcbkoro 3acoby) - [1a Toprosoi
ynakoBkun (NiATBEPLKYETLCA AAaHUMW peaslbHOro Yacy)
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby Ha OCHOBI NO3WUTUBHWX pe3y/bTaTiB JOBrOCTPOKOBUX
pocnimpkeHb cTabiNibHOCTI Y peasibHOMY Yaci: 3aTBepAKeHo:
TEPMIH MPUJATHOCTI 2 pokn 3anponoHosaHo: TEPMIH
NPNAATHOCTI 3 poku BBegeHHs 3MiH NpoTarom 6-tu
MiCALB NiCNsA 3aTBEPOXKEHHS.

3a
peyerimom

UA/12948/01/01

18.

BETAMETA3
OHY HATPIO
DOCDAT

MOPOLUOK
(cybeTaHuisn) y

noABiliHUX NakeTax 3

nosieTuneny, ski
BMiLLeHi y
nnacTUKoBuiA
KOHTeliHep Ans

thapmaueBTUYHOTO

3acCToCyBaHHA

MpusatHe
akuioHepHe
TOBapUCTBO

"lekxim-Xapkis"

Ykpaina

KYPIA
ICMAHIA,
C.AY.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny -
3MmiHu 3 gKocTi. CepTudikaT BignosigHocTi/lI E-cepTudiikat
BiANoOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOrO abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikaTta BiANoBIigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BUxigHoro
marepiany/peareHTy/npoMKHOr0 MPOAYKTY, L0
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHoBMeHUIA cepTudiikaT Bif yxe

UA/17478/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
3aTBepKEHOro BUpo6HMKa. MNMogaHHA OHOBIEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2002-032 - Rev 01 (R1-CEP 2002-032 - Rev 00)
ans A®| betameTasoHy HaTpito dhocdaTy Bif Bxe
3aTBepaxeHoro BupobHuka Crystal Pharma S.A.U., IcnaHis,
SIKMIA 3MiHMB Ha3By Ha CURIA SPAIN S.A.U., IcnaHisi.
19. BETA®EPOH | nopoluok Baiep Al HimeuunHa Baiiep AT, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/15287/01/01
® niochinizoBaHuin ans HimeyunHa 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb peuenmom
NPUroTyBaHHS (BTOPUHHA roTOBOrO /liKapcbKoro 3acoby. 3miHa napameTpis
pO34nHYy A5 iH'EKUINA yrakoBKa, cneuudikauin Ta/abo [onycTMMKUX MEX roTOBOrO
no 0,3 mr (9,6 MH [03BiN Ha NiKapcbKoro 3acoby (40NOBHEHHA cneuudikauii HoBUM
MO) 1 donakoH 3 BUMNYCK Cepii); NOKa3HNKOM 3 BigMNOBiAHM METOAOM BUMPOOYBaHHS)
MOPOLLKOM y BepiHrep BHeceHHs 3miH fo Crneumdikauii /13 Ha TepMiH NpuAAaTHOCTI,
KOMNeKTi 3 IHrenbxanm a came- NpUBeAEHHS Y BiANOBIAHICTL A0 OpUriHANBHOI
po3unHHMKoMm (0,54 dapma MmbX i cneumdikauii NpoaykTy Ta AOMOBHEHHSA NOKa3HUKOM «TecT
% pO34uH HaTpito Ko. KT, Ha BUTIK 6apBHMKa» i3 BCTAHOBIEHUMU MeXamu
xnopugy) no 1,2 mn HimeyunHa «NPOXOANTL>» Ta BiANOBIAHUM METOAOM BUNPOBYBaHHSA. KpiM
y nonepefHb0 (Hepo3sdhacosaH Toro, po3ginun P.8.2.01 i P.8.3.01 6ynu y3rogxeHi 3
3arnoBHEHNX nii NPOAYKT, oHoBsieHum P.5.1.02. B mogyni 3.2.P.8.3.01 HaBoaMTbCA
wnpuuax Ta nepBuHHA iH(hopMaList NPo 3aBepLUEHHS AOCNIIKEHHSA CTabiNIbHOCTI
HacagKolo ynakoBka) npu ymMmoBax BifHOCHOT BO/IOTOCTi, HaJaloTbCA AaHi 3a nepiog,
(apantepom) 3 36 micsuiB. BignosigHo, 40AATKOBO HAAAETLCS OHOB/EHNIA
rosiKoto, 2 moaynb 3.2.P.8.1.01 wopao ctabinbHOCTi. 3MiHM | Tuny -
CMMPTOBMMU 3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6. KoHTponb
cepseTkamy B roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpis
yNakoBLi 3 KAPTOHY; cneuudikauin Ta/abo fonycTMMUX MEX roTOBOro
no 15 ynakoBok B nikapcbKoro 3acoby (AONOBHEHHS cneumdikauii HoBUM
KapTOHHIA Kopoo6Li NoOKa3HUKOM 3 BiAMoBiAHM METOAOM BUMPOOYBaHHS)
BHeceHHs 3MiH o Cneuudikauii /13 Ha TepMiH NpuAaTHOCTI,
a came- NpYBEAEHHS Y BiANOBIAHICTb A0 OPUTiHA/IbHOI
cneumdikauii NPOAYKTY Ta [JONOBHEHHS NMOKAa3HUKOM
«MyTHICTb» i3 BCTAHOBMIEHUMW MeXamn «He binbLue 0,45
cM2/r» Ta BignoBigHMM METOAOM BUNPObyBaHHs. Kpim Toro,
po3ginu P.8.2.01 i P.8.3.01 6ynu y3rofXeHi 3 OHOBIEHUM
P.5.1.02. B mogyni 3.2.P.8.3.01 HaBoAMTbCA iHGhopMaLis
Npo 3aBepLUEHHS [OCAIMKEHHST CTabINBHOCTI NPy yMOBax
BiZIHOCHOI BO/IOTOCTi, HaA4ATLCA AaHi 3a nepios 36 MicAuiB.
BignoBigHo, A0AATKOBO HaJA€ETLCA OHOBMEHNI MOAY b
3.2.P.8.1.01 woao cTabinbHOCTI. TakoX BHOCUTLCA OAHA
pefakuiiHa npaska go p.3.2.P.5.2.6.1, wo40 BUNpaB/IeHHS
B doopMyni ANs po3paxyHKy KifbKOCTi geamigoBaHux hopm
rlIFN (D-IFN) y FN3.
20. BO3EHTAH TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka Bignosigae 3a Kinp/KaHaga | BHeCeHHsl 3MiH 40 peecTpauiiiHux MmaTepiasiiB: 3MiHu | Tuny - 3a UA/16744/01/01
3EHTIBA nNiBKOBOIO Pecny6nika BUNYCK cepil: AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
060/10HKOI0, N0 62,5 dapmacaiiHc afipecyt MicL NPOBaXEHHS Ais/IbHOCTI
Mmr, Nel4 (14x1), IHTEepHeLweHN BMPOGHMKa/iMnopTepa roToBoro Mikapcbkoro 3acoby,
No56 (14x4), Ne112 Nimitep, Kinp; BKJ/HOYAOUN AiNbHWLI BUMYCKY cepii abo Micue npoBefeHHs

(14x8) y bnicTepax

BVMPOGHMLTBO "in

KOHTPO/IH0 SIKOCTI. (AifNbHICTb, 3a AKY BignoBifae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
bulk", BMPOGHUK/IMNIOPTEP, HE BK/TKOYAKUM BUMYCK CEpIit) - 3MiHa
TeCTyBaHHS: Ha3BuW BUPO6HMKa 13 BiANOBIAaIbLHOMO 3a NepBUHHE Ta
leHBioOH BTOPUHHE NakyBaHHA, 6e3 3MiHM Micus BUPOOHULTBA.
KopnopeiiweHc, BBefeHHs1 3MiH NpOTAroM 6-T MiCALIB MIiC/1A 3aTBEPL)KEHHS
KaHaga;
nepBuHHe Ta
BTOPVHHE
nakysaHHs: TCI
dapma
Cepsalici3
KaHaga, IHK.,
KaHaga;
TeCTyBaHHS:
dapmacaiiHc
IHK., KaHaaa
21. BO3EHTAH TabneTtku, BKPUTI 3eHTiBa, K.C. Yecbka Bignosigae 3a Kinp/KaHaga | BHeCeHHsi 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16744/01/02
3EHTIBA nNiBKOBOIO Pecny6nika BUNYCK cepil: AAMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHA Ta/abo peyenmom
060/10HKOI0, MO0 125 dapmacaiiHc agpecy MicLs NPOBaXEHHS [is/IbHOCTI
mr Nel4 (14x1), IHTEepHeLLeHN BMPOGHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
Ne56 (14x4), Nel112 Nimiteq, Kinp; BK/I0YAI0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
(14x8) y bnictepax BMPOGHMLTBO "in KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
bulk", BMPOGHUK/IMNOPTEP, HE BK/THOYAKOUM BUMYCK CEPIit) - 3MiHa
TEeCTyBaHHS: Ha3BW BUpO6HWKa /13 BignoBigaNbHOrO 3a NepBrHHE Ta
leHBiOH BTOPWHHE NakyBaHHs, 6€3 3MiHM MicLis BUPOOHULTBA.
KopnopeiiweHc, BBeieHHs1 3MiH NPOTArom 6-Tv MICALIB NicNa 3aTBEPAXKEHHS
KaHaga;
nepBuHHe Ta
BTOPVHHE
nakysaHHs: IMCI
dapma
Cepgalici3
KaHaga, IHK.,
KaHaga;
TeCTyBaHHS:
dapmacaiHc
IHK., KaHaga
22. BOHANYP TabneTkun, BKpUTI ToBapucTBoO 3 YkpaiHa SAPMATEH CA Ipeuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3mMiHa 3a UA/18843/01/01
NNiBKOBOO 0bMexeHot 3asBHUKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo peyenmom
060/10HKO10, Mo 150 BigNoBiAabHICT Haka3y MO3 Big 23.07.2015 Ne 460). BBeeHHs 3MiH
mr no 1 tabnetyiy 10 «<BYCT NPOTAroM 6-T1 MiCALIB MiC/A 3aTBEPMKEHHSA. 3MiHM | TNy -
6nicTepi; no 1 DAPMA»

6nictepy B
KapTOHHI KopoobLi

3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarsay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy dhapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 chapmakoHarnsay 3asiBHVKa A5




24

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
3[jiCHEeHHSs hapMakoHarisay B YKpaiHi, SKLLO BOHa
BiIMiHHa BiJ, yNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbLHOT 32
3AilicHeHHs chapMakoHarnaay (BKMUatUy KOHTaKTHi AaHi)
Ta/abo 3MiHM y pO3MiLLeHHI MacTep-aiina cuctemun
thapmakoHarnsgy). 3miHa ynoBHOBaXeHOI 0Co6u 3as1BHMKA,
BiNOBIAANbHOI 3a 3AjicCHeHHs hapmakoHarnagy. filoua
pepakuis: CoTHikoBa CBiTnaHa BikTtopisHa. [ponoHoBaHa
pepakuis: Cipaxos Irop OnekcaHApOBUY. 3MiHA KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0CO6M 3asBHYKa, BifNoBiganbHOT 3a
3pificHeHHs hapMakoHarnsgy. 3miHa MicLe3HaxoKeHHs
macTep-haiina cuctemmn chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micus 34iACHEHHSA OCHOBHOT AiANIbHOCTI 3
dhapmakoHarnsgy.
23. BOHEBICTA pO34nH AN iH ekyiin, | Mictpan Kenitan AHrnin EBep ®apma HimeuunHa/ | BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/16927/01/01
1 mr/Mnno3mne MeHepKMeHT xeH M'm6X, Benbrisi/ 3MmiHu 3 sikocTi. CepTudikaT BignosigHocTi/l E-cepTudikat peyenmom
nonepegHbLO Nimiten HimeuunHa Icnanis/ BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii.
HanoBHEHOMY (BUPOBHULTBO Ipnangis 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
wnpuui; no 1 bulk, nepsnHHe BiANOBIAHICTb A0 MoHOrpadii PY abo €sponencbkoi
nonepegHL0 Ta BTOpPVHHE thapmakonei, abo iHLWOI HaLioHas/TbHOI hapmakonel fepxasn
HanoBHEHOMY nakyBaHHs); €C (3miHa y cneyudikauii HedpapmakoneiiHoro A®| ans
LINPWLY B KOMMIEKTI EHecrTin npvBeAEeHHs y BiANOBIAHICTb A0 BuMor AdY a6o
3 rO/IKOI0 B Benmpkmym H.B., €Bponelicbkoi hapmakonel, abo iHWOoT HauioHa/IbHOI
KOHTYPHIl Benbris thapmakonei fepxasu €C) - A®I - 3miHK, NOB'A3aHI 3
YapyHKOBIli ynakoBLyji (BTOPUHHE HeoOXigHICTIO NpuBeAeHHs cneundikauii Ha Al
B nauuj nakyBaHHs); |6aHApOHOBA KMC1oTa Y BigMoBIAHICTb A0 BUMOT MOHOrpadil
CiHTOH XicnaHis, €Bponelicbkoi hapmMakonei.
C.J1., IcnaHis
(Bunyck cepi);
Bacgenn
€pona flivites,
IpnaHgjs
(BTOpUHHE
nakyBaHHs)
24. BPIHTENNIK TabneTku, BKpUTI NyHpbek [JaHis Enasdpapm, PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepiani: 3MiHu | Tuny - 3a UA/14150/01/01
C nNiBKOBOIO Ekcnopt A/IC PpaHuis [aHia 3MiHu Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay. peuenmom
060/10HKOI0, N0 5 Mr; (nepBuHHe Ta 3MiHa yacToTn Ta/abo TepMiHiB NogaHHSA perynsipHo
no 14 tabnetok y BTOPWHHE OHOB/IHOBAHUX 3BITiB 3 6e3MeKn flikapcbkux 3aco6iB. 3MiHN B
6nictepi; no 2 nakyBaHHs); 4YacToTi NOAAHHS PerynsipHO OHOB/IOBAHOIO 3BITY 3 6e3neku
6nictepu y EypocpiHc 3 6-TW MiCALB Ha 2-a POKV BHECEHO BifNOBIAHO A0
KapTOHHIlA KopoobLi Biodhapma nepiogNYHOCTI NOAAHHA PerysiipHO OHOBJ/TIOBaHWX 3BITIB 3
MpopakT TecTiHr 6e3nekn nikapcbkux 3acobis y €sponelicbkomy Cotosi Ta
[Jenmapk A/C, pPEKOMEHA,0BAHO [0 3aTBEPAXKEHHS.
[aHis
(BUNpobyBaHHS

3a NOKa3HUKOM

"Mikpo6ionoriyH
a uucrota"); X.
JNlyHa6ek A/C,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
[aHin
(BUPOBHULTBO
3a NOBHUM
LMK/IOM)
25. BPIHTENNIK TabneTtku, BKPUTI NyHpbek [JaHis Enasdpapm, PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/14150/01/02
C NiBKOBOO Ekcnopt A/C ®paHuisa NaHis 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
obonoHkoto, no 10 (nepBuHHE Ta 3MiHa yacToTu Ta/abo TepMiHiB MogaHHSA perynsipHo
Mr; no 14 TabneTok BTOPWHHE OHOB/IOBaHWX 3BITIB 3 6e3MeKn Nikapcbkux 3acobis. 3MiHM B
y 6nicTepi; no 2 nakyBaHHs); 4yacToTi NoJaHHs perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3neku
6nictepu y EypocpiHc 3 6-TU MiCALB Ha 2-a POKV BHECEHO BifNOBIAHO A0
KapTOHHIlA KOpooLi Biodhapma nepiogNYHOCTI NOAAHHA PeryssipHO OHOBJ/IHOBaHMX 3BITIB 3
MpogakT TecTiHr 6e3nekn nikapcbknx 3acobis y €sponeiickkomy Cotosi Ta
Jenmapk A/C, pPekoOMeHA0BaHO [0 3aTBEPMKEHHS.
[aHia
(BunpobyBaHHs
3a MOKa3HUKOM
"MiKpo6ionoriyH
a uuctorta"); X.
NyHpbek A/C,
[aHia
(BPOGHMLTBO
3a NOBHUM
LIMK/IOM)
26. BPOHXO rpaHynu BAJTA Himeuunna BANA HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/15544/01/01
MNNAHTAIo romeonaTunyHi no 20 XaiinbmiTrens XalinbMmiTTens 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarsay. peyenma
rnoeyni r'y conakoHi; no 1 6X 6X BBeneHHs abo 3MiHM A0 y3araslbHEHUX JaHUX NPO cucTeMy
BENATI onakoHy B KOPOOL hapmakoHarnsigy (BBee€HHs y3arasibHEHUX faHuX Npo
3 KapPTOHY cuctemy dhapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa A5
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
BiAMiIHHA Bif YNOBHOBaXXeHOI 0Cco6W, BignoBigaIbHOT 3a
3[iicHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHi MacTep-aiina cucrtemu
hapmakoHarnagy). 3MiHa KOHTakTHOI 0cobu 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B Ykpaini. [itoua
pepakuis: MameToBa [iHa HisisoBHa. MponoHoBaHa
pepakuisi: KaHaes Onekcili ®egopoBuy. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBIAa/IbHOT 3a
hapmakoHarnsag B YkpaiHi
27. BPOHXO- Kancynu TBepai no CaHpo3 CnoBeHis Nek CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 6e3 UA/14268/01/01
MYHAN® N 3,5 wr; no 10 kancyn | dapmacbtoTikan dapmaueBTnyHa | LUBeiuapis 3MiHuM 3 SIKOCTi. [O0TOBWIA Nikapcbknii 3aci6. KoHTponb peyenma
y 6nicTepi; no 1 abo 34.4. KoMnaHisa g.4., roTOBOrO JlikapcbKoro 3acoby. 3miHa y MeTogax
3 6nictepu y CnoseHis BUNPOBYBaHHA rOTOBOrO MiKApPCLKOro 3acoby (BUyYEHHS
KapTOHHI KOpoOLyi (NepBuHHE Ta MEeTOAY BUNPOOYBaHHS, SIKLLO BXe 3aTBepAKeHni
BTOPVHHE aflbTepHATUBHUI MeTOA) BUNYYEHHSI MeTody BUMPoOyBaHHS,
nakyBaHHs,

KOHTPO/b Cepil,

LLIO BUKOPUCTOBYETLCA A5 ifeHTUdDiKaLil roToBoro

NiKkapcbKkoro 3acoby 3a gonomoroto TLUX.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
BWMYCK cepii);
OM dapma CA,
LBeliuapis
(BUpPOGHMLTBO in
bulk, kKoHTpoNb
cepii)

28. BYCTPUKC™ | cycneHsisa ans nakcoCmiTKns Benwuka nakcoCwmitKns Benebris BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/14955/01/01
KOMBIHOBA iH'ekujin, 0,5 H EkcnopT BpuTaHis H Bionopxkikan3 3MiHu 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHM B NpoLeci peuenmom
HA mMn/po3y; no 1 gosiy Nimiteq C.A. BMpo6HULUTBa AP| (He3HaYHa 3MiHa y npoLeci BUpobHMuTBa
BAKLUVHA nonepegHbL0 AdI)
ana HanoBHEHOMY HesHauHi 3MiHM y npoueci BUpobHULTBA KalLL1tOKOBOrO
MPO®INTAKT wnpuui; no 1 TokcuHy (PT), wo Bnpobnsaetsesa y 6yaisni WN-49 Ha
KN nonepegHbL0 BMPOGHUUIN AinbHUUI Wavre, Belgium 3 METOK 3HWKEHHS
DUDTEPII, HanoBHEHOMY Li/IbOBOI LWBMAKOCTI NOTOKY PT nig yac 06po6km
NnPABLA, LINPULLY Y KOMMEKTI yNbTPa3BYKOM (AjanasoH 3a/IMLLAETLCA HE3MIHHUM),

KALLUJTHOKY 3 [iBOMa rosikamu B 3BY)XXEHHS fjiana3oHy LUBWAKOCTI NepemillyBaHHS nig, vac
(ALUENONAP | nnactukoBomy ancopbuii Ta BUNpaBneHHs pe3ynbTartiB TecTy
HUIA KOHTeliHepi; no 1 »,completeness of adsorption”. 3miHu Il TMNy - 3MiHK 3 AKOCTI.
KOMMOHEHT | koHTeliHepy y A®|. BupobHuLTBO. 3MiHa BUPOGHMKA BUXIAHOMO/MPOMIXXHOIO
) KapTOHHIlA KOpooLi NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
(AACOPBOB npoueci A®|, abo 3miHa BUpoOHuKa (BK/IroHaroun, ae
AHA, 3I HeobxiAHO, MicLe NpoBeAeHHS KOHTPO/IO skocTi) A®I (3a
SMEHLLUEHN BiICYyTHOCTi cepTucpikaTa BiANoBigHOCTI EBpONeichbkili
M BMICTOM thapmakonei y 3aTBepixeHoOMy f0Cbe)(3MiHa B AdI
AHTUTEHIB) 6i0/10rYHOr0 NOXOMKEHHS 260 BUXIAHOMY
mMartepiani/peareHTi/MPOMKHOMY NPOAYKTI, WO
BMKOPMCTOBYIOTbCS A1 BUPOOHULITBA
6i0/10riYHOr0/iMyHOMOTIYHOrO NiKapCbKoro 3acoby )
PeecTtpauisa Hooi 6yaisni WN-49, 110 po3TalloBaHa Ha
BMPOGHUUIN dinbHuui GlaxoSmithKline Biologicals S.A., Parc
de la Noire Epine, Rue Fleming 20, 1300 Wavre, Belgium
AN BAPOOHMLTBA aLetoNAPHUX @aHTUTEHIB KaLL/THOKY.

29. BAKCIFPUMN® | cycneHsia gns CaHodpi MacTep ®paHuis MOBHWI LKA PpaHuin/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3miHu | Tuny - 3a UA/16141/01/01
TETPA | iH’exuili; mo 0,5 mny BMPOGHMLTBA, YropwumHa AIMIHICTPaTMBHI 3MiHWN. BryuyeHHsI BUPOGHMYOI AibHNL peyenmom
VAXIGRIP nonepegHsL0 3anoBHEHHS, (BKNtovatoum ainbHULi s APl NPoMiXKHOTO NPOAYKTY abo
TETRA 3arnoBHeHOMY nepBuHHE Ta roTOBOrO /liKapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
cnnT- wnpuyi; no 1 BTOPWHHE nakyBaHHs1, BUpOOHYKa, BiANOBiAaNbHOrO 3a BUMYCK Cepiid,

BAKLUVHA nonepeaHL0 nakyBaHHs, MicLLe NpoBeAEeHHS KOHTPO/IO cepil) abo noctavanbHMKa
Aana 3arnoBHeHOMY KOHTPO/b AKOCTI, BMXiAHOrO Marepiany, peareHTy abo A0NOMiKHOT pEYOBUHN
MPO®INTAKT wnpuuy 3 BUNYCK cepil: (AKLLLO 3a3HAYEHO Y A0CLE) BunyueHHst BAPOGHMYOI AinbHNL
UKW revny NPUKPINIEHOI0 CaHodpi Nactep, CPHA CA, Npomucnosa 30Ha A?EniHbi 3axig, ABeHio 47
YOTUPbLOXB | ronkot Yy KapTOHHIl PpaHLs; EniHbi, dnboproc, 6220, Benbris, BiANOBIAa/IbHOI 3a
AJNEHTHA, Kopo6bui; no 0,5 mny BTOPUHHE BTOPUHHE NaKyBaHHS Nikapcbkoro 3acoby. TepMiH BBeAEHHS
IHAKTUBOBA | nonepegHb0 nakyBaHHs, 3MiH NPOTArom 6 MiCAILiB MiCNs 3aTBEPKEHHS.
HA 3anoBHeHoOMy KOHTPO/b AKOCTI,

wnpuyi; no 1 BUNYCK cepil:

nonepegHsL0 CaHodpi Nactep,

3arnoBHEHOMY PpaHLis;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
wnpuuy 6e3 ronkn y 3arnoBHEHHS,
KapTOHHI Kopobui ; nepBuHHE Ta
no0,5mny BTOPUHHE
nonepegHL0 nakyBaHHS,
3anoBHEHOMY KOHTPO/b SKOCTI:
wnpuui; no 1 CAHO®I
nonepegHbL0 BIHTPOTM
3anoBHeHOMY IHOACTPIA,
wnpuuy 3 PpaHLjs;
NPYIKPIN/IEHOIO BTOPVHHE
rOMIKOKO Y KapTOHHil nakyBaHHs,
Kopobui; no 0,5 mny BUNYCK cepil:
nonepegHbL0 CaHodhi-ABeHTic
3anoBHeHOMY MpaiiBiT Ko.
wnpuui; no 1 nra.,
nonepegHL0 Mnatchopma
3anoBHEHOMY noricTvkm Ta
LnNpuLy 6e3 ronkn y ANCTpUbYLIi y M.
KapTOHHI KopoobLi Bypanewr,
YropLmHa
30. BAJIEPIAHA HacToika gns AT YKkpaina AT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx matepianis: 3MiHu | Tuny - 6e3 UA/5387/01/01
nepopasibHOro "Nly6Hnchapm" "Ny6Hnchapm" 3MiHu 3 sKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb peyenma

3acTocyBaHHA no 25
My chnakoHax-
KpanesibHULAX

roTOBOro NikapcbKoro 3acoby (iHLUi 3MiHWN) BUTYYEHHS TEKCTY
MeTOoAVKM BUNPO6YBaHHSA 3a NokasHUkoM «MikpobionoriyHa
yncToTa» 3 METOZIB KOHTPO/IIO AKOCTI. A TaKOX He3HauHi
YTOYHEHHSI B (hOPMY/TIHOBAHHI KPUTEPIt0 NPUAHATHOCTI
BignosigHo Ao AdY, 5.1.8., Ta HE3HAUHI YTOYHEHHS B
nocunaHHsAx Ha posginu 4dY. Cneuudikanis. 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNpoOyBaHHA rOTOBOrO MikapcbKoro 3acoby (ans
NpUBELEHHS Y BiANOBIAHICTL 3 AdY abo EBponeiicbkoo
hapMakoneern Ta BUYYEHHS NOCUIAHHSA Ha 3acTapinunii
BHYTPILUHI MeToA, BUNPOGYBaHHS i ioro Homep)
npvBeAeHHA HOPMaTMBHUX NOCU/IaHb 38 NOKA3HWKOM
«Onue» M3y BignosigHicTb o APY. Kputepii
NPUAHATHOCTI He 3MiHnnncsa. CNEUN®IKALIA. 3minm | Tuny
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [onycTMMKUX MEX roTOBOrO
nikapcbKoro 3acoby (BUyYEHHSA HE3HAYHOrO MoKa3HMKa
(Hanpviknag, 3acTapifioro nokasHuka, Takoro sik 3anax ta
cMak, abo igeHTudikauiss 6apBHMKIB UM CMakoBUX 106aBOK))
BurKIOUYEeHHS NokasHuKa «Bavkki MeTanu» 3 meTopiB
KOHTpOsto sikocTi 13
CMNEUN®DIKALIA. 3miHu | Tvny - 3miHW 3 AKocTi. FoToBWiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro 3acoby.
3miHa y MeToax BUNpobyBaHHSA roTOBOrO J1iKapCbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aco06y (iHWi 3MiHM Y MeToAax BUMPOOyBaHb (BK/IKYaun
3aMiHy ab0 JOMNOBHEHHS))
3MiHa MeTOAMKM BUNPOBYBaHHSA 3a NOKa3HUKOM «KifbkKicHe
BM3HAYEHHN» (MeToA piAMHHOI Xxpomartorpadii, 4PY, 2.2.29)
Ta npuBefeHHss HopMmyBaHHSA B MKA /13 o moHorpadii 4dY
Banepianu HacToiika. CMIELI®IKALIA

31

BAHKOBAH

niodpinizat gns
pO34nHy Ans
iHcpy3ivi no 500 wmr,
h/1aKoH CKNSIHWIA, No
1 chnakoHy B
KapTOHHI Kopoobui

Mictpan Kenitan
MeHeKMeHT
Nimiten

AHrNisA

BEM lnay CaH.
Be Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MiHuM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsay.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMmakoHarnsgy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, sKLLO BOHaA
BiIMiHHA BiJ, yNOBHOB&XXeHOI 0C06y, BiANOBIAA/IbHOI 3a
3[jiicHeHHs hapMakoHarsay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-aiina cucremu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0CO6M 3asiBHMKA,
BiANOBIAA/ILHOI 3a 34ilicHeHHA dpapmakoHarnsgy. ditoua
pepakuis: CoTHikoBa CsiTnaHa BikTtopiBHa. MponoHoBaHa
pegakuis: Cipaxos Irop OnekcaHapoBuY.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6GU 3aABHMKA,
BiANOBiAaANbHOI 3a 34ilicHEHHS thapmakoHarnagy. 3MiHa
MicLe3HaxXoKeHHS macTep-haina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus 34ilicHeHHS
OCHOBHOI AjsifIbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/18898/01/01

32.

BAHKOBAH

niogpinizat gns
pO34nHy Ans
iHcpys3iii no 1000 mr
y donakoHi
CKnsiHomy, no 1
donakoHy B
KapTOHHI KopoobLi

Mictpan Kenitan
MeHeKMeHT
Nimiten

AHINifA

BEM Inau CaH.
Be Tik. A.C.

TypeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarsay.
BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX [aHnX Npo cucTemy

thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnX npo
cuctemy dhapmakoHarnsgy, 3miHa ynoBHoBaxeHoT ocobu,
BiAANOBIAA/ILHOI 3a 34iliCHEHH:A (hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHuKa A5
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLo BoHa
BiAMiIHHA Bif, YNOBHOBaXXeHOI 0Cco6w, BignoBigabHOT 3a
3AiicHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHi MacTep-aiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOi 0co6u 3asiBHMKA,
BiANOBIAA/IbHOI 3a 34iICHEHHA hapmakoHarnsagy. [ivova
pepakuis: CoTHikoBa CsiTnaHa BiktopiBHa. MponoHoBaHa
pepakuis: Cipaxos Irop OnekcaHApoBuY.
3MiHa KOHTaKTHMX faHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAANLHOI 3a 34ilicHeHHA thapmakoHarnagy. 3MiHa
MicLie3HaxX0KeHHs1 MacTep-thaiina cuctemm
thapMakoHarniagy Ta moro Homepa. 3MiHa MicLs 34iiCHEHHS
OCHOBHOI Aii/IbHOCTI 3 (hapMakoHarnagy.

3a
peyerimom

UA/18898/01/02

33.

BIBPOLINN

cnpeii HasaslbHUiA,
[030BaHuif; o 15

'CK KoHcblomep
Xernckep CAPJ

LBeliuapis

'CK KoHcblomep
Xernckep CAPJ

LBeliuapis

BHECEHHS 3MiH [0 peecTpavliiiHux maTtepianis: 3MiHu | Tuny -
3MiHuM 3 SIKOCTi. [0TOBWIA Nikapcbknii 3aci6. KoHTponb

6e3
peyenma

UA/4564/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

My chakoHi 3
posnuatoBayem; no
1 donakoHy y
KapTOHHI/ KopoobLi

roTOBOrO JliKapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMUX MEX roTOBOro
NiKapCbKOro 3acoby (3BYXXEHHS JOMYCTUMUX MeX) 3BY>KEHHS
BMMOTIU 4719 napaMeTpy crneumdikavii 15 roToBoro
nikapcbkoro 3acoby «CepefHs 4033, L0 AOCTaBAAETLCA
(cheHinehpuH ocHoBa)» (BUNPAaB/EHHS BiLNOBIAHOI
TEXHIYHOT NOMWIIKN Y 3HAUEHHAX NapaMeTpy); BUMOTM [0
[JaHoro napameTpy nepeabayaloTb rpaHNyHi 3HaYEHHS
napameTpy y Mexax + 15 %, HaToMiCTb 3anponoHOBaHO
NpUBECTU JOMYCTUMI MeXi Y BiANOBIAHICTb A0
hapmakoneiiHux Bumor Ta «Guideline on the
Pharmaceutical Quality of Inhalation and Nasal Product,
EMEA/CHMP/QWP/49313/2005/Corr.», (3aTBEpAKEHO:
283,1 MKr - 424,4MmKr; 3anponoHoBaHo: 298 MKr - 403 MKr).
3MiHu | TUny - 3MiHK 3 KOCTi. FOTOBWIA NiKapCbKMii 3aci6.
KOHTposb roToBOro fikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMUX MEX rOTOBOrO
NiKapCbKOro 3acoby (3BYXXEHHS JOMYCTUMUX MeX) 3BY)KEHHS
BMMOrU 4719 napaMeTpy crneumdikavii 15 roToBoro
nikapcbkoro 3acoby «CepefHs 4033, L0 AOCTaBAAETLCA
(ammeTHaeHy Manear)» (BUNpaBfeHHS BignoBigHOI
TEXHIYHOT NOMWIIKWN Y 3HAYEHHAX NapaMeTpy); BUMOTM [0
[JaHoro napameTpy nepeabayaloTb rpaHNyHi 3HaYEHHS
napameTpy y Mexax + 15 %, HaToMIiCTb 3anponoHOBaHO
NpPUBECTU JONYCTUMI MeXi Y BiANOBIAHICTb f0
hapmakoneiiHux Bumor Ta «Guideline on the
Pharmaceutical Quality of Inhalation and Nasal Product,
EMEA/CHMP/QWP/49313/2005/Corr.», (3aTBepxeHo: 28,1
MKr- 42,6 MKr; 3anpornoHoBaHo: 29,8 Mkr- 40,3 MKr). 3MiHu |
TMNYy - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby (Hes3HauHa
3MiHa y 3aTBEpKEeHNX MeTofax BUNpobyBaHHs) HesHauHi
3MiHV A0 MeToAy KiNbKICHOrO BU3HA4YeHHS GEH3a/KOHI0
X/iopuay, a came 3MiHy NpoboniAroToBKM; He Bigbynocs 3miH
Y KpUTEPIsiX OLHKM, po3paxyHkax Ta iHLW1X napameTpax
mMeToay, fki NoTpebyroTb NPOBEAEHHS NOBTOPHOI Banigav,i.
3MiHn | TUnYy - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /liKapCbKOro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHSA rOTOBOrO /TiKapPCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEepAXeHNX MeTodax BUNPo6yBaHHs) HesHauHi
BUNpaBNeHHs 40 meTody «OAHOPIAHICTb 403K, WO
[0CTaBNAETLCA», & Came 3MiHU NPo6oNiAroTOBKY; 3 METOI0
npuBeAeHHA MeToAy Yy BiANOBIAHICTb [0 BUMOT
€Bponeiicbkoi Papmakonei 418 HasalbHUX Npenaparis.
3miHu | TNy - 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
KOHTposb roToBOro Nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHSA rOTOBOrO /IiKAPCLKOro 3acoby (iHLWi 3MiHW Y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeToAax BMMPOoGyBaHb (BK/IOYatoumM 3amiHy abo
[OONOBHEHHS)) 3amiHa MeToay BUMPoOyBaHHA A5 KOHTPOSIO
ifdeHTudikauil Ta KiflbKiCHOro BU3HaveHHs heHinedpuHy i
OVMETNHAEHY MasieaTy Ta NPoAyKTiB po3knagdy. 3amiHa
noTto4Horo metogy BEPX meTozom YnbTpa BEPX, sikuii
6yno BanigosaHo BignoBigHO Ao HactaHosm ICH, sik 6inbLu
cyyacHuM. 3miHu | Trny - 3miHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneumdikauii Ta/abo JONYCTUMUX MEX
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3MiHW) 3MiHWM KOHTPO/HO
MiKpOG6i0/I0rivyHOI YNCTOTY Npenaparty npu BUMYCKY
npenapary, a came BWAa/IEHHS NepPioANYHOCTI KOHTPOSIIO.
3miHu | TMny - 3MiHKW 3 SKOCTi. FOTOBUIA NiKapcbkuiA 3aci6.
KOHTpo/b roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHLwi 3MiHN) BHeCeHHs 3MiHM B onuc
KONbOpY Nikapcbkoro 3acoby y creuudikavii gns 6inbL
TOYHOTO ONWCY 30BHILLHLOTO BUMMIAAY. 3aTBEPAKEHO: NpK
BUMYCKy- 6e36apBHMin ab0 3n1erka XoBTyBaTuii, Npn
BVBYEHHI CTabifIbHOCTI 6e36apBHWII ab0 3/1erka XoBTyBaTui;
3anponoHOBaHO: MPW BUMYCKY - HE BifbLL iIHTEHCUBHO
3abapBieHnit, HiX Y3 Npy BMBYEHHI CTabinibHOCTI - He B6inbLu
iHTEHCMBHO 3abapBneHuii, Hix Y3. MeTog BUNpoGyBaHHs
3a/MLWAETLCA HE3MIHHUM Ta BiAnoBifae €Bponeicbkiii
thapmakonei. 3MiH1 BHECEHO B iHCTPYKL,i0 4715 MEANYHOTO
3aCcTOCyBaHHSA Nikapcbkoro 3acoby y po3ain «OCHOBHI
Pi3NKO-XiMiYHi BNACTUBOCTI».

34.

BIHOPE/bBI
H - BICTA

KOHLieHTpaT Ans
pO34nHy Ans
iHdpysiiA, 10 mr/mn,
no 1 mn (10 mr), 5
M (50 wmr) y
donakoHi; no 1
chnakoHy B naui
KapTOHHIlA

Mictpan Kenitan
MeHeKMeHT
Nimiten

AHrNisA

AkTaBic ITanis
C.n.A,, ITanis;
CinpaH ®apma
C.P.J1., PymyHis

ITania/
PymyHis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny -
3MiHu Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
dhapmakoHarnsagy (BBefeHHs y3araslbHeHNX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMmakoHarnsgy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, sKLLO BOHaA
BiIMiHHA BiJ, yNOBHOB&XXeHOI 0C06y, BiANOBIAa/IbHOI 3a
3[jiicHeHHs hapMakoHarsay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM Yy po3MilLleHHi MacTep-haiina cucremu
hapmakoHarniagy) 3miHa yrnoBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAA/LHOI 3a 34ilicHeHH:A dpapmakoHarnsgy. ditoua
pepakuis: CoTHikoBa CsiTnaHa BikTropiBHa. MponoHoBaHa
pegakuist: Cipaxos Irop OnekcaHapoBuWY.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6GU 3aABHUKA,
BiANOBIAANbHOI 3a 34ilicHEHHS thapmakoHarnagy. 3MiHa
MicLe3HaxXoKeHHS macTep-haina cnctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus 34ilicHeHHS
OCHOBHOI AjsifIbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/14709/01/01

35.

FEKCETUAN

piavHa (cybcTaHuis)

AT "®apmak”

Ykpaina

Kypia ®peHc

PpaHuis

BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3mibu | Tuny -

UA/13620/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
H B NOMI€TUIEHOBKX C.AC. 3MiHu 3 sKocTi. CepTudikaT BignosigHocTI/lI E-cepTudikar
KOHTeliHepax ans BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii.
BMpPOGHULTBA MogaHHs HOBOro abo OHOBNEHOTO cepTudlikaTa
HeCTepWIbHNX BiANOBIAHOCTI abo BUNy4YeHHs cepTudikaTta BiANoBIgHOCTI
nikapcbknx oopm €Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBEPAKEHOr0 BUPOOHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2005-238-Rev 02, sik Hacnigok 3mMiHa Ha3su
BMpo6HuKa 3 Euticals S.A.S, ®paHuisa Ha Curia France
S.A.S., ®paHuif. MeToauKy BU3HAYEHHS NOKa3HMKa
«CynpoBigHi AOMILLKW» npuBefAeHo Y BignosigHicTe CEP, a
came [JONOBHEHO PO3PaxyHKOBOI (hOPMYJI0H0 BMICTY
OOMILOK. 3MiHu | Tuny - 3miHK 3 sKocTi. CepTudikat
BignoBigHOCTI/IE-cepTudikar BignoBiAHOCTI EBponechkii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYIOTbCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (CepTugikaT BiANoBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikata BignoBigHoOCTi €Bponeiickkiii hapmakonei Ne
R1-CEP 2005-238-Rev 01 (3atBepmxeHo: R1-CEP 2005-
238-Rev 00).
36. FENTOP- KOHLeHTpaT ans TOB YkpaiHa TOB YKpaina BHECEHHS 3MiH [0 peecTpaLiiHnx maTtepianis: 3miHu || Tuny 3a UA/15641/01/01
®PAPMEKC po3unHy ons "®APMEKC "®APMEKC - 3MiHK 3 gkocTi. A®l. BupobHuLTBO. 3MiHa BUPOGHMKa peyenmom
iHcpy3iiA, 500 mr/mn; reyn" reyn" BVXIZAHOrO/NPOMIXHOr0 NPOAYKTYy/peareHTy, Lo
no 10 mn y donakoHi; BMKOPUCTOBYHOTLCA Y BUpO6HMYOMY npoueci A®I, abo 3miHa
no 5 dpiakoHiB B BMPO6HUKa (BK/TKOYauM, fe HeobXigHo, MicLie MPOBeAEeHHS
KOHTYPHIl KOHTpONIO sKOCTi) ADI (3a BiACYTHOCTI cepTudikata
YapyHKOBIl BiANOBIAHOCTI EBpoNelickbkii thapmakonei y 3aTBepakeHoOMy
ynakosLi; no 1 a6o 2 [ocbe)(BBeAEHHS HOBOro BUPOOHMKa A®| 3 HagaHHAM
KOHTYPHI YapyHKOBI MacTep-haiina Ha A®l) BBeZleHHS1 f,01aTKOBOTO BUPOGHMKA
yrnaKoBKu B A®I| 3 HagaHHAM IM®, 3aTBEpMKEHO: "Evonic Rexim
KapTOHHI navu,i S.A.S.", ®paHuis 3anponoHoBaHo: "Evonic Rexim
S.A.S.",®paHuis a6o "Kayowa Hakko Bio Co., Itd.", AnoHis
37. FIAPOKCU3WN | TabneTku, BKpUTI TosapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHuX maTepiasliB: yTOUYHEHHSA 3a UA/16404/01/01
H-3H NNiBKOBOIO 06MexeHot BMPOGHMLTBA, ynakoBku B Hakasi Ne 1294 Big 22.07.2022 B npoueci peyenmom

060/10HKO10, No 25
mr, no 10 TabneTok

BigNoBiAabHICT
10 "XapkiBCcbke

OKpiM BUMYCKY
cepii, KOHTpO/b

BHECEHHSA 3MiH (3MiHK | TNy - 3MiHW 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI

y 6nicTepi; no 3 hapmaueBTUyHe AKOCTI: 3aci6. 3miHa po3mipy ynakoBKv roTOBOrO JlikapCbKoro 3acoby
6nictepu y Kopobui; nigNpPUEMCTBO ToBapucTBO 3 (3MiHa KinbKOCTI oanHUUL (Hanpuknag TabneTok, amnyn
no 10 TabneTok y "300poB's obmexeHor TOLLO) B yNMakoBLii:) - 3MiHa no3a fianasoHoM 3aTBepKEHUX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
6nictepi; no 10 Hapoay" BiAMOBIga/IbHICT pO3MmipiB ynakoBku. BBefeHHs f0AaTKOBMX BUAIB NaKyBaHHSA
Tabnertok y 10 "®PAPMEKC Ne 10 y 6nictepi Ta Ne 10 (10x1) y 6nicTepi y kopobui, 3
Gnictepi; no 1 rePyn-, BiANOBIAHMMW 3MiHAMK B p. «YNakoBKa». 3MiHW BHECEHI B
6nictepy y Kopoo6ui YkpaiHa; po3ain "YnakoBka" B iHCTPYKLO 4515 MEANYHOro
BUMYyCK cepii: 3aCTOCYBaHHSA NiKapCbKoro 3acoby y 3B'A3Ky 3 BBEAEHHAM
ToBapucTBo 3 [04AaTKOBUX YNakoBOK, K HACNIAOK - 3aTBEPKEHHS TEKCTY
06MEXEHOI0 MapKyBaHHS 40AATKOBKX YNaKoBOK /liKapCbKOro 3acoby.
BignoBigasibHICT BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
10 "XapkiBCbke 3aTBepMKeHHs). Pepakuis B Hakasi - no 10 TabneTok y
thapmaueBTUUHe 6nicTepi; no 3 6nictepn y Kopobui. BipHa pegakuis - no 10
nignpUeMCcTBO Tabnetok y 6nictepi; no 3 6nicrepu y kopoo6ui; no 10
"3p0p0B'A TabneTtok y 6nictepi; no 10 Tabnetok y 6nictepi; no 1
Hapoay", Gnictepy y kopo6ui.
YKpaiHa
38. FPACTUM® PO3YNH AN5 iH'EKLIN, [-p Peggi'c IHAjs [-p Peppj'c IHAis BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu Il Tuny - 3a UA/0633/01/01
0,3 mr/mm; o1l Mmny Na6opaTopic NabopaTtopic 3MiHM 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
donakoHi; no 1 ntp, nrp, 3MiHa y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
chnakoHy B roTOBOrO NiKapCcbKoro 3acoby (iHLi 3MiHW) - 36iNbLUEHHS
KapTOHHI kopo6Lyj; TepMiHy NMpUAATHOCTI FOTOBOrO JiKapCbKOro 3acoby.
nolmny 3arBepoKeHo: 2 pokU. 3anpornoHoBaHoO: 3 Pokn. 3MiHN
nonepeAHbL0 BHECEHO B iHCTPYKLiI0 A7151 MeANYHOro 3aCTOCYyBaHHS
HarnoBHEHOMY nikapcbKoro 3acoby y po3ain "TepMiH npugaTHocTi".
wnpuyi; no 1 BBefeHHs1 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBEPAXKEHHS
LUNPULLY B KAPTOHHIi
Kopobui
39. FPACTUM® PO34MH ANA iH'EKLN, A-p Pepgi'c IHAis [O-p Peppi'c IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu |l Tuny - - UA/11872/01/01
0,3 mr/ms; in bulk: Nab6opaTtopic NabopaTtopic 3MiHuM 3 SKOCTi. [0TOBMIA Nikapcbkuii 3aci6. CTabifbHICTb.
no 1 mny dnakoHi; nrtp, nrp, 3mMiHa y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
no 1000 cpnakoHiB y roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK) - 36iNbLUEHHS
Kopobui TEPMiHy NPUAATHOCTI TOTOBOTO MiKapCbKOro 3acooby.
3arBepKeHo: 2 poku. 3anponoHoBaHo: 3 poku. 3MiHN
BHECEHO B iHCTPYKL,i0 415 MEAMYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain "TepmiH npugaTHOCTI".
BBefeHHS 3MiH NpoTAroM 6-Tu MicsLiB NiC/1A 3aTBEPAKEHHS
40. FPUNNOCTA | cnpeii Ha3abHWiA, CTALA HimeuunHa CTALA HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | TUny - 6e3 UA/3090/01/01
A® PUHO po3uunH 0,1 %; no 10 ApuHaiimiTTenb ApuHaiimiTTens 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsgy. peyenma
0,1%, M1y hrnakoHi 3 Al Al BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHKX NPO CUCTeMy
HA3AJIbHUA | aBTOMaTU4YHUM hapmakoHarnsay (BBefieHHs y3arasibHeHUX faHuxX npo
CMPEN ny/sibBepn3aTopom cuctemy thapmakoHaraisigy, 3miHa ynoBHOBaKeHOI 0cobu,

Ta Hasa/lbHUM
HaKOHeYHKKoMm; no 1
onakoHy B
KapTOHHIlA KopooLi

BiANOBIAA/ILHOI 32 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3assHuKa A1
34iicHeHHs hapMakoHarsisagy B YKpaiHi, SKLLO0 BOHA

BiIMiHHA BiJ, yNOBHOBaXEHOI 0C06W, BiANOBIAA/IbHOT 32
3ailicHeHHs hapMakoHarnaay (BKMUYalUy KOHTaKTHi AaHi)
Ta/ab0 3MiHM y po3MileHHI MacTep-haiina cuctemm
thapmakoHarnsay) 3miHa KOHTaKTHOI 0CO6U 3asiBHYIKA,
BiAANOBIAa/IbHOI 3a hapmakoHarnag B YkpaiHi. [iova
pegakuisi: Mpycbkuini CTaHicnas Bonoanmuposud / Stanislav
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
Prusskiy. MNponoHoBaHa pegakuis: Moy TeTaHa tOpiiBHa /
Tetiana Gots. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHMKA, BiANOBIAaNIbHOI 3a (hapmakoHarnsg, B YKpaiHi.
41. rPoniBIPIH Tabnetku no 500 wmr; AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/15404/01/01
no 10 TabneTtok y 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peuenmom
6nicTepi no 2 abo 5 BMPOGHMLTBI. 3MiHN BUNPOOyBaHb abo AONYCTUMUX MEX,
6nicTepiB y navui BCTaHOB/IEHNX Y cneuudikauisx, nig vyac BUpo6HMLTBa
roTOBOro NikapcbKoro 3acoby (iHLUi 3MiHN) — BUTYYEHHS
PYTUHHOIO KOHTPOJIIO 3a NOKa3HUKOM «KinbKicHe
BM3HA4YEeHHs» Mif Yac BupobHuuTtea /13 Ha eTani
Tabnermacu
42. AAHTIHOPM pO34nH Ans BYAPOH ®paHuis BYAPOH ®paHuis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/19103/01/01
BEBI® nepopasnbHoro 3MiHu Wwoao 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy peyenma
3acTocyBaHHs, no 1 (iHWi 3miHM). OHOB/EHHA TEKCTY MapKyBaHHS YNakoBKu
MJ/1Y OAHOL030BOMY NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmavii Wwoao
KOHTeliHepi; no 5 3a3HavyeHHs OVHMLb BUMIPIOBaHHSA Y cucTemi Sl.
0/IHOA,030BUX
KOHTeliHepiB y 1
cTpuni; 1 cTpun B
IOMIHIEBOMY
nakeTi; 2 a6o 6
NIOMIHIEBMX MaKeTiB
Y KapTOHHIli kopobLi
43. AEKCAMETA | nopoLok MpuBatHe Ykpaina KYPIA Icnanis BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - - UA/17835/01/01
30HY (cybcTaHuis) y akuioHepHe ICMAHIA, 3MiHu 3 sKocTi. CepTudikaT BignosigHocTi/lE-cepTudikar
HATPIIO MiLLIKax NoABIAHNX TOBapucTBO C.AY. BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
POCDAT noslieTUIeHoBMX "Jlekxim - MogaHHsA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
ans Xapkis" BiANOBIAHOCTI ab0 BUNYy4YeHHs cepTudikaTta BiAnoBigHOCTI
hapmaLeBTU4HOro €sponelicbkili hapmakonei: gns A®Il; ansa BuxigHoro
3acTOCyBaHHS MaTepiany/peareHTy/MPoOMKHOro NPoAayKTy, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTugikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUI cepTudiKaT Bif yxe
3aTBEPAKEHOr0 BUPO6HMKA. MogaHHA OHOBIEHOro
cepTudikaTa BignoBigHoOCTi EBponeiickkiii hapmakonei Ne
R1-CEP 2008-026 - Rev 01 (R1-CEP 2008-026 - Rev 00)
onsa A®| nekcameTasoHy HaTpito dhocdhaty Bif, Bxe
3aTBepAXeHoro BupobHuka Crystal Pharma S.A.U., Spain,
siKuiA 3mMiHMB Ha3By Ha CURIA SPAIN S.A.U., Spain.
44, OEKCAMETA | po3uuH Ans iH'eKuii, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/7715/01/01
30HY 4 mr/mn, no 1 mn B 3MiHn 3 aKocTi. CepTudikaT BignosigHocTI/l E-cepTudikar peyenmom
DPOCDHAT amnyni; no 5 a6o no BiANOBIAHOCTI E€Bponeiickbkili hapmakonei/MmoHorpadii.

10 amnyn y nauuy;
no 1 mn B amnyni;
no 5 amnyny
6nicTepi; no 1 abo
no 2 6nictepu B
nayui

MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYyYeHH:A cepTudikaTta BiANoBIgHOCTI
€Bponelicbkinn hapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (cepTuduikaT BiANOBIAHOCTI €EBpONenCchbKil
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
hapmakonei) - HoBuii cepTudikar Bif BXe 3aTBepIKeHOro
BMpobHUKa. MNMogaHHsA HOBOro cepTudikaTa BigNoOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-CEP 2013-142 - Rev 00
ana A®l gekcametasoHy Hatpito chocdaty Bif Bxe
3aTBepxeHoro Bupo6Hvka Tianjin Tianyao Pharmaceuticals
Co., Ltd., Kutaii.
45, AEKCKETONMN TabneTku, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHuX MaTepiasliB: yTOUHEHHS 3a UA/19114/01/01
PO®EH nNiBKOBOLO "Ny6Hnapm" "Jly6HMhbapm" ynaKkoBKM Ta JlikapcbKoi hopmu (y 3B'AA3KY 3 peuenmom
060/10HKO0, N0 25 npoBeAEeHHAM npoLueaypu Woao0 BUNPaBeHHs
mr no 10 TabneTok y TEXHIYHOI NOMWUIIKM B peecTpauiiiHoMy NOoCBiAYEHHI,
6nictepi; no 10 Haka3 Ne 2852 Big 23.12.2021) B Hakasi MO3 YkpaiHu Ne
Tabnetok y 6nictepi, 901 Big 31.05.2022 B npoueci BHeCEeHHsA 3MiH (3MiHu |
no 1, 3, 5 a6o 10 Tmny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. Cuctema
6nictepiB y nauui KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa po3mipy
yMakoBKM rOTOBOrO NiKapCbKoro 3acoby (iHLwi 3MiHM)
BBE/leHHs 0AaTKOBOro BUAY YNakoBOK, 6e3 3MiHN
NepBMHHOTO NakyBas/lbHOrO Matepiany. BBefeHHs 3MiH
NPOTArom 6-T1 MICALIB MiCNA 3aTBepAXEHHS). Pepakuis B
Hakasi - TabneTkun, BKpUTi 060/10HKOD, Mo 25 mMr no 10
Tabnetok y 6nictepi; no 1, 3, 5 abo 10 6nicTepis y nauuj.
BipHa pegakuis - TaGneTku, BKPUTI NNiBKOBOIO
06010HKO}0, 1Mo 25 Mr no 10 Ta6neTok y G6ictepi; no 10
Tabnetok y 6nictepi, no 1, 3, 5 a60 10 6aicTepis y naui.
46. AEHIFMA® TabneTkn, BKPUTI TOB Ykpaina KYCYM IHgis/ BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHa 3a UA/13254/01/01
060/10HKoI0, No 5 Mr, «NEA®APM XENTXKEP MNBT YkpaiHa 3asBHUKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo peyenmom
no 14 tabneTtok y NT0» NT), IHpia Haka3y MO3 Big 23.07.2015 Ne 460). BBeeHHs 3MiH
6nicTepi; no 1 AnbTepHaTVBHU NPOTAroM 6-T1 MiCALIB MiC/A 3aTBEPMAXEHHS. 3MiHK | TNy -
6nictepy B 1 BUPOGHUIK, L0 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarsay.
KapTOHHIA ynakoBL,i; 3pjiicHI0E BBefeHHs abo 3MiHM A0 y3ara/lbHEHUX JaHUX NPO cucTeMy
no 14 tabnetok y BTOPVHHE thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnX npo
6nictepi; no 1 nakyBaHHs, cuctemy dhapmakoHarnsgy, 3miHa ynoBHoBaxeHoT ocobu,
6nictepy B KOHTPO/b AKOCTI BiAANOBIAA/ILHOI 3a 34iliCHEHH:A (hapmakoHarnsay;
KapTOHHI/ ynakoBsLi; Ta BMUNyck cepii: KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHuKa A5
no 10 KapTOHHUX TOB "KYCYM 3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLo BoHa
yNakoBOK y PAPM", YkpaiHa BiAMiIHHA Bif, YNOBHOBaXXeHOI 0Cco6w, BignoBigabHOT 3a
KapTOHHI KopoobLi 3AiicHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHi MacTep-aiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOi 0co6u 3asiBHMKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy.
[itova pegakuis: Dr. Sanjay Kumar Mishra. MNponoHoBaHa
pegfakuis: Mpusnmupcebka Tamapa BonogmmupisHa. 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBIAANLHOI 3a 34ilicHeHHA thapmakoHarnagy. 3MiHa
MicLA 3AiACHEHHA OCHOBHOI AisiNIbHOCTi 3 chapMakoHarnsgy.
3MiHa MicLe3HaxoMKeHHss macTep-haiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.
47. AEHIFMA® TabneTkn, BKPUTI TOB YkpaiHa KYCYM IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHa 3a UA/13254/01/02
0060/10HKOH, M0 10 «[NIE®APM XEJNTXKEP MBT YkpaiHa 3as1BHMKA (B/IACHMKA PEECTPALiiHOro NocBig4eHHs) (3rigHo peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
Mr, Mo 14 TabneTok NT0» NTA, IHais; Haka3y MO3 Big 23.07.2015 Ne 460). BBegeHHs 3MiH
y 6nictepi; no 1 AnbTepHaTVBHU NPOTAroM 6-Tu MicALiB Nicna 3aTBepMKeHHs. 3MiHu | Tuny -
6nictepy B 1 BUPOBHWK, WO 3MiHK Wwoao 6e3nekn/ediekTMBHOCTI Ta hapmMakoHarnsgy.
KapTOHHI ynakoBL; 3[iicHI0E BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cMcTemMy
no 14 TabneTtok y BTOPVHHE dhapmakoHarnsgy (BBefeHHS y3arasibHEHVX AaHnX Npo
6nicTepi; no 1 nakyBaHHs, cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
6nictepy B KOHTPO/Ib SKOCTI BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
KapTOHHI ynakoBsLyj; Ta BUMYyCK cepii: KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
no 10 KapTOHHUX TOB "KYCYM 3[jiCHEeHHsI hapMakoHarnsay B YkpaiHi, AKLL0 BoHA
yMakoBOK y ®APM", YkpaiHa BiIMiHHA BiJ, yNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOT 3a
KapTOHHilA KopooLi 3[jificHEeHHs1 hapMakoHarsay (BKIHUYaUn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0cobM 3asBHMKa,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
[itoua pegakuisn: Dr. Sanjay Kumar Mishra. MNponoHosaHa
pepakuisi: Mpusnmupcbka Tamapa Bonogumupisra. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiZJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnsagy. 3miHa
MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicL,e3HaxoMKeHHs1 MacTep-gpaiina cuctemu
thapmakoHarnsgy Ta iioro Homepa.
48. AEHIFMA® TabneTku, BKpUTI TOB YkpaiHa KYCYM IHpis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiiB: 3mMiHa - UA/15791/01/01
060/10HKOI0, M0 5 Mr, «NEA®APM XENTXKEP MBT YkpaiHa 3asBHUKa (B1aCHMKa peecTpauiiiHoro noceig4eHHs) (3rigHo
in bulk: Ne14x200: NT0» NTA, HAjs; Haka3y MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
no 14 tabnetok y AnbTepHaTVBHU NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPMXEHHSA. 3MiHu | Tuny -
6nictepi; no 200 1 BUPOGHUIK, L0 3MiHuM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsay.
6nicTepis y 3[icHI0E BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
KapTOHHIA Kopoo6Li BTOPUHHE thapmakoHarnagy (BBeAeHHS y3arasibHeHUX AaHnX npo
nakyBaHHs, cuctemy hapMmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
KOHTPO/b AKOCTI BIANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnagy;
Ta BUMYCK cepii: KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
TOB "KYCYM 3[iiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLL0 BOHa
PAPM", YkpaiHa BiIMiHHA BiJ, yNOBHOB&XXeHOI 0C06y, BiANOBIAA/IbHOI 3a
3pjiicHeHHs hapMakoHarsay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-aiina cucremu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy.
[Oitova pegakuis: Dr. Sanjay Kumar Mishra. NponoHoBaHa
pegakuis: Mpusnmmpcbka Tamapa BonogmmupisHa. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOT 0COOU 3asBHUKA,
BiANOBiAaANbHOI 3a 34ilicHEHHS thapmakoHarnagy. 3MiHa
MicLA 3AiICHEHHA OCHOBHOI AisfNIbHOCTI 3 hapmakoHarnsagy.
3MiHa MicLe3HaxoMKeHHs1 macTep-goaiina cuctemu
thapmMakoHarnsgy Ta iioro Homepa.
49. AEHIFMA® TabneTkn, BKPUTI TOB YkpaiHa KYCYM IHgis/ BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasliB: 3MiHa - UA/15791/01/02
o6onoHkoto, no 10 «NEA®APM XENTXKEP MNBT YkpaiHa 3anBHUKa (B/1ACHMKa peecTpauiiHoro Noceig4eHHs) (3rigHo
mr, in bulk: NT0» NTA, IHais; Haka3y MO3 Big 23.07.2015 Ne 460). BBeeHHs 3MiH

Ne14x200: no 14

AnbTepHaTuUBHU

NpOTAroM 6-T1 MicALIB MiC/sA 3aTBEPMKEHHSA. 3MiHK | Tvny -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
Tabnetok y 6nictepi; 7 BUPOGHUIK, LLIO 3MmiHu woao 6e3nekn/eddeKkTMBHOCTI Ta hapMakoHarisay.
no 200 6nicTepiB y 3[ilicHI0E BBegeHHs abo 3MiHM A0 y3araslbHeHUX AaHWUX NPo cucTemy
KapTOHHIlA KOpO6L BTOPUHHE thapmakoHarnagy (BBefieHHs y3arasibHeHUX AaHuX npo
nakyBaHHS, cuctemy hapmakoHarnisgy, 3miHa ynoBHOBaxKeHoT ocobu,
KOHTPO/b AKOCTI BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnagy;
Ta BMUNycK cepii: KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 41
TOB "KYCYM 3[jiCHEeHHSs hapMakoHarisay B YKpaiHi, SKLLO BOHa
PAPM", YkpaiHa BiIMiHHa BiJ, yNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbLHOT 32
3AilicHeHHs chapMakoHarnaay (BKMUaUy KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHi MacTep-aiina cucrtemu
hapmakoHarnsgy). 3miHa ynoBHOBaXeHOI 0Co6u 3as1BHMKA,
BiNOBIAaIbHOT 3a 34iICHEHHS hapmakoHarnsgy.
[itoua pegakuis: Dr. Sanjay Kumar Mishra. MNponoHoBaHa
pegnakuis: Mpusnmupcbka Tamapa BonogmmupiHa. 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnagy. 3miHa
MicLA 34iACHEHHA OCHOBHOI AisiNIbHOCTi 3 chapMakoHarnsay.
3MiHa MicLe3HaxoMKeHHA MacTep-haiina cuctemm
cthapmMakoHarssgy Ta oro Homepa.
50. AE-HON® TabneTtku, BKPUTI UEMNADAPM HimeuunHa AcTtennac HigepnaHnamn BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHa 6e3 UA/4355/01/01
nNiBKOBOIO ApuHaiimitTTenb dapma HOpon 3asBHuKa J13 (MIBIM) (BnacHvka peecTpauiiiHoro peyenma
o060n0Hkoto, no 120 M6X B.B. nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460):

Mr; 1o 8 TabneTok y
6nictepi; no 7 abo
14 6nictepiB y
KapTOHHIlA KOpooLi

3MiHV BHeceHi y po3ginu "3asBHuK" Ta "MicLe3HaxomKeHHs
3asBHMKA" y 3B"A3KY 3i 3MIHOIO0 3aBHMKa B iIHCTPYKLiO AN1S
MeAMYHOro 3acTOCYBaHHA NiKapCbKoro 3acoby Ta K
HacnifokK - BignoBigHi 3MiHW B TEKCTI MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby. I3 iIHCTPYKLUiT 415 MeanyYHOro
3acTocyBaHHS NiKapCcbKoro 3acoby BuyYeHo iHchopmaLito
NP0 KOHTaKTK i3 NMTaHb LWoA0 6e3nekn 3acTocyBaHHA
NikapcbKoro 3acoby. BBeeHHs 3MiH NpoTAroM 6-Tn micsAuis
nicns 3aTBepAkKeHHsA. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekun/edheKTUBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHuX NPo cucTemy
dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMmakoHarnsgy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
3[iiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLLO BOHA
BiIMiHHA BiJ, yNOBHOB&XXeHOI 0C06y, BiANOBIAa/IbHOI 3a
3[jiicHeHHs hapMakoHarsay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y pO3MilLleHHi MacTep-aiina cucremu
hapmakoHarniagy) 3miHa yrnoBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,.

Litoua pepakuisn: Ralph Nies. NponoHoBaHa pefakuis: Dr.
Juliane Niessen- Erkel. 3mMiHa KOHTaKTHWUX AaHNX
YMOBHOBaXeHOT 0cobu, BignoBiAanbHOT 3a hapmakoHarnsg,
3MiHa KOHTaKTHOI 0Cco6Y 3asiBHUKA, BIANOBIAA/ILHOT 3a
dhapmakoHarnag B YkpaiHi.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

[itoua pepakuin: Bipcta Onbra. MponoHoBaHa pefakuis:
BiTkoBcbka TeTsiHa BiTaniiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOI 0CcOb¥ 3asiBHYVKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. 3MiHa MicLie3HaxoKeHHs
macTep-haiina cuctemmn chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micus 34iACHEHHSA OCHOBHOT AiANIbHOCTI 3
dhapmakoHarnsgy.

51.

AEMNAHTON®

cynosuTopii
BariHasibHi no 5
Cyno3unTopiiB y
6nictepi; no 2
6nicTepu B nauyui 3
KapTOHY

An "CTALA-
YKPAIHA"

YkpaiHa

MNpvBaTHe
akKujioHepHe
TOBapuCTBO

"JlekxiM-Xapkis"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy

chapmakoHarnsgy (BBeeHHS y3arasibHEHNX AaHWX Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHuka ans
3[jiCHeHHs hapmMakoHarnsay B YKpaiHi, AKLLO BOHA
BiIMiHHA BiJ, yNOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOT 32
3[jificHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM y po3MilLeHHI MacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0cobM 3aABHMKa,
BiANOBiAa/IbHOT 32 hapmakoHarnsg.

[itoua pepaxuisn: Mpycbknin CtaHicnas. MNponoHosaHa
pepakuisi: Moy TeTsaHa HOpiiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0CO6M 3as1BHYKA, BifnoBigabHOT 3a
dhapmakoHarnng.

6e3
peyenma

UA/12910/01/01

52.

IDKA3

TabneTku, BKpUTI
060/10HKOI0; M0 28
Tabnetok (24
TabneTku CBIiT/I0-
poxesoro + 4
Tabnetkn (nnauebo)
6in0ro konbopy) y
6nictepi 3
CaMOK/1eiKot
CTpiykoto; no 1
6nictepy y
KapTOHHIW nayu,i

Baiiep Al

HimeuunHa

MNepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BUNYyCK cepii gns
aKTUBHOI
TabneTku;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNYyCK cepii gns
"nnaue6o":
Baiiep AT,
HimeuumnHa,;
Brpo6HMLUTBO
Hepo3dhacoBaHO
T npoaykuii Ta
npoBefeHHs
KOHTPOJIO AKOCTI
ANnAa «nnaue6o»:
Baiiep AT,
HimeuuunHa; Bei
cTagji
BMPO6GHULITBA

HimeuunHa

BHECEHHS 3MiH [JO peecTpauiiiHux maTepianis: 3miHu | TUny -
3MiHu Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3acTOCyBaHHA Ha
nigcTasi perysisipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapcbkoro 3acoby B nicnsipeecTpaviiHvi
nepiog, abo sk pe3ynbTart OLiHKM 3BITY 3 AOC/ILKEHb,
npoBefeHnX BigNoBIAHO A0 NNaHy negiaTpuyuHmX
pocnigpkeHb (PIP) (iHWi 3MiHX) 3MiHX BHECEHO A0 IHCTPYKUIT
NS MeAnYHOro 3acToCyBaHHA NlikapCbKoro 3acoby Ao
po3ginis "MpoTunokasaHHsa", Bsaemogisa 3 iHWMMKN
nikapcbkrMn 3acobamMu Ta iHLWi BUAn B3aeMogiii",
"Oco61BOCTI 3aCTOCYBaHHA" CTOCOBHO 3aCTOCYBaHHS
nikapcbKoro 3acoby CymicHO 3 mpenapaTtamu, Lo MICTATb
rnekanpesip/nibpeHTacBip BiAMNOBIAHO OHOBMEHOT
iHchopMaLii 3 6e3nekun Ailyoi pevyoBMHN eTUHINecTpagion, Ta
BHECEHO YTOYHEHHS A0 po3giny "OCHOBHI (hi3NKO-XiMiYHi
BNACTMBOCTI". 3MiHW [0 PO34i/iB NPOEKTY IHCTPYKLIT
«[MpoTrnokasaHHs», «B3aemopgia 3 iHWKMMK NiKapCbKUMMn
3acobamu Ta iHWi BUAn B3aemogili», «OcobnnBoCTi
3aCTOCYBaHHs», 3anponNoHOBaHi fj0 BHECEHHS 3a5BHVKOM
BiANOBIAHO A0 pekomeHAaauiin PRAC L1040 OHOBMEHHS
iHchopmawii 3 6e3neku, NigTBEPAKEHHS 3aTBEPMKEHHS 3MiH

3a
peyenmom

UA/5468/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
L5 aKTUBHOT B KpaliHi 3as1BHMKa Ta BifnoBiAHO 40 OHOB/IEHOT KOPOTKOT
TabneTkn Ta XapakTepucTuky nikapcbkoro 3acoby. BHeceHHs pefakuiiHoT
«nnaue6o»: 3MiHK (YTOYHEHHST) A0 po3ainy Jlikapcbka popma (SPC)
Baiiep Baiimap «OCHOBHI (Di3VKO-XiMiYHi BNAaCTNBOCTI», 3 BHECEHHAM
v6X i Ko. K, BiANOBIAHOT KOpEKLIiiHOI NpaBkn Ao Cneuundikauii/meToais
HimeuunHa KOHTPOJIH0 AKOCTi N. «Onunc». TepMiH BBELEHHS 3MiH -
npoTsirom 3 MicsiLiB MicNsi 3aTBEPAKEHHS.

53. DKANLQEC® BHYTPILLUHbOMATKOBa Baiiep Oy PiHNAHAIA Baiiep Oy PiHNsAHAIA BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MmiHu Il Tuny - 3a UA/13283/01/01
cuctema 3 3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
NIeBOHOPrecTpesiom BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BMAadi
no 13,5 mr; peecTpauiiHoro nocBigYeHHs1, BKIoYaoumn MNnaH ynpas/iiHHA
BHYTpIiLLHbOMATKOBA pv3nkamm (3acTocyBaHHS 3MiH(M), ki(a) BUMaratoTb(€)
cuctema, noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [OAATKOBUM AaHUMK,

BCTaHOB/IEHA Ha LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
BEPXHiil YacTuHi BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHVM OpraHoMm).
npucTpoto ans OHoBeHO MnaH ynpasniHHA pu3nkamu, Bepcia 7.1. 3MiHu
BBE[EHHS, 3anasHa BHECeHO 10 yYacTuH: |l «Cneuudpikauis 3 6esneku», Il «MnaH
B OKpemomy 3 chapmakoHarnsgy», V «3axoam 3 MiHimisawji pusukis», VI
6nicTepi; no 1 «Pe3lome nnaHy ynpasniHHA pusnkamnx», VIl «dogatku» y
6nictepy B 3B'A3KY 3aBEpPLUEHHAM K/IiHIYHMX OOCNIMKEHb Ta Y 3B'A3KY 3
KapTOHHIW nayu,i BUAAIEHHAM BaX/IMBUX IAEHTUIKOBAHNX PU3NKIB.
CtpykTypy MYPa 6y/10 OHOB/MEHO BiAMNOBIAHO A0
pekomeHpauili Guideline on good pharmacovigilance
practices (GVP) Module V — Risk management systems
(Rev 2).

54. ANMETUN®Y | kancynu 3 MicTtpan Kenitan AHrnin BupobHuuTBO Unni/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/18285/01/01
MAPAT- MoAandikoBaHUM MeHepKMeHT roToBol IcnaHis/ 3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
BICTA BVBINIbHEHHAM MO Nimiten niKapcbKoil Yecbka roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax

120 wmr; no 10 dhopmum, Pecny6nika/ BMNPOGYBaHHSA rOTOBOrO JIiKapCbKOro 3acoby (He3HayHa
Kancyn y 6nictepi; nepBuHHa Ta HimeuunHa 3MiHa y 3aTBEpPMKEHNX MeTofax BUNPoOyBaHHS) HE3HAYHI
no 2 6nictepu B BTOPVHHA 3MiHV Ta pefakuiiiHi yTOUHEHHS B Onuci MeToay
KapTOHHI navw,i ynakoBkKa, BUNPOOBYBaHHSA 3a NOKa3HUKOM «KifbKiCHE BU3HAYEHHS»,
KOHTpO/b cepii, BiANOBIAHO [0 OpUriHA/TILHUX MaTepianis BUPOBHYKA.
BUNYCK cepil:
CiHTOH Yuni
Ntpa., Ynni
MNepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b Cepil,
BUNYCK cepil:
CiHTOH XicnaHis,
C.J1., IcnaHia

KoHTponb cepii:
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecny6nika
KoHTponb cepii
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

(mikpobionoriyHm
n):

ITECT nntoc,
C.p.0., Yecbka
Pecny6nika
KoHTponb cepii
(mikpobionoriyHm
n):
Na6op N+C Al ,
HimeyunHa

55.

ONMETUN®DY
MAPAT-
BICTA

Kancynu 3
MoAandikoBaHUM
BMBI/TbBHEHHAM MO
240 wmr; no 10
Kancyn y énictepi;
no 6 6nicTtepis B
KapTOHHI nauui

MicTtpan Kenitan
MeHeKMeHT
Nimiten

AHrniA

Bupo6bHuuTBO
roToBo|
niKapCcbKoi
dhopmu,
nepBrHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b Cepil,
BVNYCK Cepil:
CiHTOH Yuni
Ntpa., Ynni
MNepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTpOsb cepii,
BUNYCK cepil:
CiHTOH XicnaHis,
C.JN., Icnanis
KoHTponb cepii:
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecny6nika
KoHTponb cepii
(mikpobionoriyHm
1):

ITECT nntoc,
C.p.0., Yecbka
Pecny6nika
KoHTponb cepii
(mikpobionoriyHm
1):
Na6op N+C Al ,
HimeyunHa

Yuni/
IcnaHisi/
Yecbka

Pecny6nika/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BUNPOGYBaHHSA rOTOBOrO JIiKapCbKOro 3acoby (He3HayHa
3MiHa y 3aTBEpPMKEHNX MeTofax BUNPOOYBaHHS) HE3HAYHI
3MiHV Ta pefakuiiHi yTOUHEHHS B Onuci MeToay
BUNPOOBYBaHHSA 3a NOKa3HUKOM «KifbKiCHEe BU3HAYEHHS»,
BiANOBIAHO [0 OpPUriHA/TILHUX MaTepianis BUPOBHYKA.

3a
peyenmom

UA/18285/01/02

56.

AIAPOPMIH®

Tabnetku no 500 wr,
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nictepiB y nauui

AT "dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiitHux maTepianis: 3miHu | TUny -
3MiHn 3 skocTi. CepTudpikaT BignosigHocTI/l E-cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei/MmoHorpadii.
MogaHHs HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BMAyYeHHs cepTudikaTa BiANoBIgHOCTI

3a
peyenmom

UA/2508/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, LWo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONeNchbkili
hapmakonei) - OHOBEHUIA cepTudikarT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA -
noAaHHA OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2008-043 - Rev 00
(3atBepmxeHo: RO-CEP 2008-043 - Rev 01) ana Al
MeTOPMiHY FiAPOX/I0PUAY Bif, BXE 3aTBEPLKEHOTO
BUpo6HMKa Shouguang Fukang Pharmaceutical Co., Ltd.,
Kutaii. 3miHm | Tuny - 3milu 3 sikocTi. CepTudikat
BignosigHocTi/IE-cepTudikat BiANOBIAHOCTI EBPONECHKIi
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BigNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NPoMKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHWIA cepTuddikarT Bif yxe
3aTBEPKEHOTO BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 01 gna A®|l meTchopMiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii. 3miHn |
TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BiAnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomikHOro NPoAYyKTY, Lo
BVKOPUCTOBYIOTbCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
noAaHHA OHOBMIEHOTO cepTudikarta BifnoBigHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 2008-043 - Rev 02
onsa A®l MmeTopMmiHy rigpoxopuay Bif, BXe 3aTBepAKeHoro
BMpo6HMKa Shouguang Fukang Pharmaceutical Co., Ltd.,
Kutaii. 3minm | Tny - 3miln 3 skocTi. CepTudikar
BignoBigHoCTI/IE-cepTudbikat BiANOBiAHOCTI EBpONEiChKii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NPoAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTUdikaT Bif yxe
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 03 gns A®| meTchopmiHy
rigpoxnopuay Bif BXe 3aTBEPIXEHOr0 BUPO6HUKaA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii. 3miHu |
Tnny - 3MiHK 3 aKkocTi. CepTudikar BignosigHOCTI/IE-
cepTuduikaT BigMNoBigHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BigNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/MpoMKHOro NPoAayKTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHUIA cepTuddikarT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkin dhapmakonei Ne
R1-CEP 2008-043 - Rev 04 ana A®| meThopMiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii. 3minn |
TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BiAgNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUNyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYHOTbCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBUHM (CepTugikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAXEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei Ne
R1-CEP 2008-043 - Rev 05 gns A®| meTdhopmiHy
rigpoxnopuay Bif BXe 3aTBepyKeHOro BUPOGHMKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii. 3miHu |
Tnny - 3MiHM 3 skocTi. CepTudikar BignosigHOCTI/IE-
cepTudpikaT BiAMNoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 06 gns A®| meTchopMmiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPO6HUKaA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii. 3miHu |
Tnny - 3MiHK 3 skocTi. CepTudikar BignosigHocTI/lE-
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

cepTuduikaT BiAMoBigHOCTI EBpoONenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOIO MaTepiany/peareHTy/NPoMKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHUIA cepTuddikarT Bif yxe
3aTBEPKEHOTO BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 07 gna A®l meTdhopMiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii.

57.

AIADPOPMIH®

TabneTku, BKPUTI
nNiBKOBOIO
o6onoHkoto, no 500
Mmr, no 10 TabneTok
y 6nicTepi, no 3 abo
6 6nicTepis y nauui 3
KapToOHyY

AT "dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHn 3 sxocTi. CepTudpikaT BignosigHocTI/l E-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYyYeHHs cepTudikaTta BiANoBIgHOCTI
€Bponelicbkin hapmakonei: Ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAyKTy, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOB/EHWIA cepTuddikarT Bif yxe
3aTBEPKEHOr0 BUPOOHNMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 04 (3atBepxeHo: R1-CEP 2008-
043 - Rev 03) ana A®l meTchopmiHy rigpoxnopuay Bif Bxe
3aTBepaxeHoro BupobHuka Shouguang Fukang
Pharmaceutical Co., Ltd., Kutaii; 3MiHu | Tuny - 3MiHn 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikaTta BiANOBIgHOCTI
€Bponelicbkiin hapmakonei: Ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOB/EHWIA cepTuddikarT Bif yxe
3aTBEPKEHOr0 BUPOOHNMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 05 gna A®l meTdhopMiHy
rigpoxnopuay Bif BXe 3aTBEPAXXEHOr0 BUPOOHUKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutai; 3miHu |
TMny - 3MiHK 3 aAKkocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BiANOBIAHOCTI €BpPONENnCchKin
hapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa Bi4nNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponeiicbkili hapmakonei: ans A®l; ans

3a
peyenmom

UA/15141/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAYyKTY, Lo
BMKOPWCTOBYHTLCS Y BUPOOHULTBI ADI; 415 LONOMKHOT
peyoBuHM (CepTugikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAXEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHoOCTi €Bponeiickkiii hapmakonei Ne
R1-CEP 2008-043 - Rev 06 gns A®| meTdhopmiHy
rigpoxnopuay Bif BXe 3aTBepyKeHOro BUPOGHMKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii; 3miHu |
Tnny - 3MiHM 3 skocTi. CepTudikat BignosigHoCTI/IE-
cepTudikaT BiAMNoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 07 gnsa A®| meTcopmiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPO6HUKa
Shouguang Fukang Pharmaceutical Co., Ltd., Kutai

58.

AIA®OPMIH®

TabneTku no 850 mr
no 10 Tabnetok y
6nictepi; no 3 abo 6
6nicTepiB y nauui

AT "®apmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocTI/l E-cepTudikar
BiANoBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHs HOBOrO abo OHOBNEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BUNy4YeHHs cepTudikaTta BiANoBIgHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmaxonei) - OHoBMeHUiA cepTudikat Bif yxe
3aTBEPAKEHOIO BUPOOHMKA -
noJaHHsA OHOBJ/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2008-043 - Rev 00
(3atBepmxeHo: RO-CEP 2008-043 - Rev 01) ans Al
MeTOPMIHY TiApoxnopuay Bif BXe 3aTBEPKEHOrO
BMpo6HMKa Shouguang Fukang Pharmaceutical Co., Ltd.,
Kutaii. 3miHum | Tny - 3miHm 3 skocTi. CepTudikar
BignoBigHOCTI/ME-cepTudikat BiANOBiAHOCTI EBpONEiCHKii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns Adl; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
dhapmakonei) - OHoBMeHUIA cepTudikaT Bif yxe

3a
peyerimom

UA/2508/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 01 gns A®| meTcopmiHy
rigpoxnopuay Bif BXe 3aTBEPIXEHOr0 BUPO6HUKaA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii. 3miHu |
Tnny - 3MiHK 3 aKkocTi. CepTudikar BignosigHOCTI/IE-
cepTuduikaT BigMNoBigHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BigNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/MpoMKHOro NPoAayKTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHUIA cepTuddikarT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA -
noAaHHA OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2008-043 - Rev 02
ana A®| MeThopMmiHy TigpoXNopuay Bif BXe 3aTBEPKEHOr0
BMpo6HMKa Shouguang Fukang Pharmaceutical Co., Ltd.,
Kutaii. 3miHu | Tny - 3miHu 3 AkocTi. CepTudikar
BignoBigHOCTI/IE-cepTudikar BignoBiAHOCTI EBponechkiii
hapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUNyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYHOTbCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBUHM (CepTugikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAXEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei Ne
R1-CEP 2008-043 - Rev 03 gns A®| meTdhopmiHy
rigpoxnopuay Bif BXe 3aTBepyKeHOro BUPOGHMKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii. 3miHu |
Tnny - 3MiHM 3 skocTi. CepTudikar BignosigHOCTI/IE-
cepTudpikaT BiAMNoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 04 gnsa A®| meTcopmiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPO6HUKaA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii. 3miHu |
Tnny - 3MiHK 3 skocTi. CepTudikar BignosigHocTI/lE-
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

cepTuduikaT BiAMoBigHOCTI EBpoONenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOIO MaTepiany/peareHTy/NPoMKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHUIA cepTuddikarT Bif yxe
3aTBEPKEHOr0 BUPOOHNMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 05 gna A®| meTdhopMiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii. 3minn |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BiAgnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUIyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkill hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAYyKTY, Lo
BVKOPUCTOBYHOTLCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBuHM (CepTugikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAXEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHoOCTi €Bponeiickkiii hapmakonei Ne
R1-CEP 2008-043 - Rev 06 gns A®| meTdhopmiHy
rigpoxnopuay Bif BXe 3aTBepyKeHOro BUPOGHMKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii. 3miHu |
Tuny - 3MiHK 3 skocTi. CepTudikat BignosigHoCTI/IE-
cepTudikaT BiAnNoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPAKEHOr0 BUPOOHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 07 gnsa A®| meTcopmiHy
rigpoxnopuay Bif BXe 3aTBEPXEHOr0 BUPO6HUKa
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii.

59.

AIA®OPMIH®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 850
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
6 6nicTepiB y nayui 3
KapToHY

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiiHix maTtepianis: 3MiHu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocTI/l E-cepTudikar
BiANoOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHs HOBOrO abo OHOBNEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BUNy4YeHHs cepTudikaTta BiANoBIgHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomMiKHOr0 NPOAYKTY, L0

3a
peyerimom

UA/15141/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dpapmakonei Ne
R1-CEP 2008-043 - Rev 04 (3aTBepgxeHo: R1-CEP 2008-
043 - Rev 03) ana A®l meTchopMmiHy rigpoxnopuay Bif Bxe
3aTBep/AxeHoro BupobHuka Shouguang Fukang
Pharmaceutical Co., Ltd., Kutaii; 3MiHu | Tuny - 3MiHn 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHs HOBOro abo OHOBNEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BUNy4YeHHs cepTudikaTta BiANoBIgHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 05 gns A®| meTcopmiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPO6HUKa
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii; 3miHu |
Tnny - 3MiHK 3 aKkocTi. CepTudikar BignosigHOCTI/IE-
cepTuduikaT BigMNoBigHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOIO MaTepiany/peareHTy/NPoMKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHUIA cepTudikarT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkin dhapmakonei Ne
R1-CEP 2008-043 - Rev 06 gna A®| meTchopMiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutai; 3miHu |
TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BiAnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUNyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYIOTbCS Y BUPOOHULTBI API; AN51 ONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAXEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikata BignoBigHOCTI €Bponelickkivi hapmakonei Ne
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
R1-CEP 2008-043 - Rev 07 gnsa A®| meTdopmiHy
rigpoxnopuay Bif BXe 3aTBepyKEHOro BUPOGHMKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutai
60. AIA®OPMIH® | TabneTtku, BKpUTI AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/15141/01/03
nNiBKOBOIO 3MmiHu 3 aKocTi. CepTudikaT BignosigHocTiI/I E-cepTudikat peuenmom

060/10HKO0, Mo 1000
mr, no 10 TabneTok
y 6nictepi, no 3 abo
6 6nicTepiB y nauui 3
KapToHY

BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa BignoBiAHOCTI
€sponelicbkin dhapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 LONOMDKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BPONENChbKil
hapmakonei) - OHOBMeHUIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTudiikata BignosigHOCTI EBponelickbkin dhapmakonei Ne
R1-CEP 2008-043 - Rev 04 (3aTBepgxeHo: R1-CEP 2008-
043 - Rev 03) ana Ad®l meTdhopMiHy rigpoxsopuay Bif Bxe
3aTBepMxeHoro supobHuka Shouguang Fukang
Pharmaceutical Co., Ltd., Kutaii; 3miHu | Tuny - 3MiHm 3
akocTi. CepTudpikaT BignosigHocTi/IE-cepTudikaT
BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa BignoBiAHOCTI
€sponelicbkin dhapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BpONEnChbKil
hapmakonei) - OHOBMeHWIA cepTudikat Bif yxe
3aTBEPKEHOrO BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudiikaTa BignosigHOCTI EBponelickbkin dhapmakonei Ne
R1-CEP 2008-043 - Rev 05 gns A®| meTdhopmiHy
riapoxnopuay Bif BXe 3aTBep)KEHOr0 BUPOGHMKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutai; 3miHn |
Tmny - 3MiHK 3 sikocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BiAnNoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmaxonei) - OHoBMeHUiA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 06 gns A®| meTchopmiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPO6HUKa
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii; 3miHu |
Tnny - 3MiHK 3 skocTi. CepTudikat BignosigHocTI/lE-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
cepTuduikaT BiAMoBigHOCTI EBpoONenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOIO MaTepiany/peareHTy/NPoMKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHUIA cepTuddikarT Bif yxe
3aTBEPKEHOr0 BUPOOHNMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2008-043 - Rev 07 gna A®l meTdhopMiHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
Shouguang Fukang Pharmaceutical Co., Ltd., Kutaii
61. AYTADOPC Kancynu Teepai no MAPI®APM CnoBeHis BUPOGHMLTBO, IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/19124/01/01
0,5 mr/0,4 mr; no 6 4.0.0. nepBuHHE Ta 3MiHu 3 sKoCTi. FoTOBMIA NikapCbKuii 3aci6. 3MiHN y peyenmom
Kancysn TBepAnX y BTOPUHHE BMPOGHMLTBI (iHLWi 3MiHWM) BHECeHHs 3miH oo po3ainy
6nictepi, no 5 nakyBaHHs, 3.2.P.3.2 Cknag Ha cepito, a came BUNpaB/ieHHs1 HETOYHOCTI
6nicTepiB y nauuj; KOHTpO/b Ta Yy KiNbKOCTiI TaMCyN103MHy rigpoxnopuay nenety cknagi [3.
no 9 kancyn BVNYCK Cepil:
TBEPAMX Y 6nicTepi, CAr
no 10 6nictepiB y MAHY®AKTYPI
nauui HI, C.LY.,
Icnanis
KOHTpONb cepii
(chiznko-
XiMiYHWI):
[aneHikym Xenc,
C.JN., Icnanis
KOHTpONb cepil
(mikpobionoriuHm
n):
Nab6opaTtopio
EuyeBapHe, C.A.,
Icnaxis
62. EBKA3O/IIH® | cnpeii HazanbHWiA, 1 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/3664/02/01
AKBA mr/r; no10ry 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta chapMakoHarnsgy. peyernma

oNakoHi CKNsAHOMY 3
HacocoM-[103aTopoMm
3 po3nusoBayemM
Ha3asIbHOro
npu3HadeHHs; no 1
donakoHy B nauui 3
KapToOHy

3MiHa y KOpOTKili XapakTepucTuLji NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3acTOCyBaHHA Ha
nigcTaBi perynspHo OHOB/IHOBAHOIO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo AocnimxeHb 3 6e3neku
3acTOCyBaHHs NikapcbKoro 3acoby B nicnspeecTpauiiiHuii
nepiog, abo sk pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/IAKEHb,
npoBeAeHnX BiAMnoBigHO A0 NnaHy negiatpuyHux
pocnipkeHb (PIP) (3MiHY y3rof)XeHo 3 KOMNeTEHTHUM
YNOBHOB&XEHVM OpraHoM). 3MiHW BHECEHI A0 IHCTpyKuii ans
MeAMYHOro 3aCTOCYBaHHSA /liKkapCbKoro 3acoby Ao po3giny
"Mo6iyHI peakuii" WoA0 6e3nekn 3acToCyBaHHA Aitoyoil
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu MicsUiB nicns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
3aTBEPAKEHHSA
63. EOAPBIK/IOP | Tabnetku, BKpUTI AciHo dapma Al LBeiuapia | Takepga lpnaHgis Ipnangis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/15204/01/01
® NiBKOBOO NTa, lpnaxgis 3MiHn Wwopao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy peyenmom
o6onoHkoto, 40 (BMPOGHMLTBO (iHWi 3mMiHK) 3MiHM WOA0 3aTBEPAKEHHS TEKCTY KOPOTKOT
mr/12,5 mr no 14 3a NOBHUM XapakTepucTrKn NikapcbKoro 3acooby.
TabneTtok y 6nictepi; LMKIOM)
no 1 a6o no 2
6nictepu y
KapTOHHI/ Kopobui
64. EAAPBIKNOP | Tabnetku, BKpUTI AciHo dapma Al LBeiuapia | Takepa IpnaHgis Ipnangis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/15205/01/01
® nNiBKOBOIO Nta, IpnaHgis 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta chapMakoHarnsgy peuenmom
o6onoHkoto, 40 (BMPOGHMLTBO (iHLWi 3MiHK) 3MiHM WOAO 3aTBEPAKEHHS TEKCTY KOPOTKOI
mr/25 mr no 14 3a NOBHUM XapakTepucTVKM NikapCbKoro 3acoby.
Tabnetok y 6nictepi; LMK/IOM)
no 1 a6o no 2
6nictepu y
KapTOHHI/ KopooLi
65. EKCTPAKT eKcTpakT AT "dapmak” YKkpaina An6aH Mionnep dpaHuis BHECEHHS 3MiH 4,0 peecTpaviiHnx matepianis: 3MiHu | Tuny - - UA/18140/01/01
CYXWiA 3 (cybcTaHuis) y IHTEepHeLHN 3miHu 3 skocTi. A®Il. CTabinbHicTb. 3miHa nepiogy
KOPEHIB MiLLKax 3 NOBTOPHMX BUNPOGYBaHb/Nepiogy 36epiraHHA abo ymoB
NENAPIOHII 4OTMPULIAPOBOT 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAKEHOMY [0ChE
OUYUTKOBOI nniBkv A1 cepTudpikaTa BiANoOBiAHOCTI EBponeiickbkiin hapmakonel, LWwo
hapmaLeBTU4HOro BK/IOYAE nepiof, NOBTOPHOro BUNPO6yBaHHs) (nepios
3acTOCyBaHHSA NOBTOPHOro BUNpo6yBaHHA/Mepiog 36epiraHHs) -
36inblUeHHs abo BBeEHHA nepiogy NOBTOPHOrO
BMNpobyBaHHA/nepiofdy 36epiraHHA Ha OCHOBI pe3ynbTaTiB
LOCNigpKeHb Y peasibHOMY Yvaci - MNprBeAeHHst maTepianis
peecTpaLiiHoro Aocke Ao Matepianis BUpobHuka APl Alban
Muller International, ®paHuis, a came- BCTAHOB/IEHHSA
nepiogy NepekoHTposo — 48 micsauis (4 pokn) Ha MmigcTasi
ofilepXXaHnX NO3UTUBHUX AaHUX CTabifIbHOCTI
3aTBepakeHo TepMiH NPUAATHOCTI — 2 poKK
3anponoHosaHo [epiof NepekOHTPOI0 — 4 POKU
66. EHANAMNPUN | Tabnetku no 10 mr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/1195/01/02
no 10 TabneTtok y "Ny6Hnchapm" "Jly6HMhapm" 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb peuyenmom
6nicTepi; no 2 roTOBOrO JliKapcbKoro 3acoby. 3miHa napameTpis
6nictepy y nauui 3 cneuudikauin Ta/abo fonycTMMUX MEX roTOBOrO
KapToHy nikapcbkoro 3acoby (iHLWi 3MiHN) BBEAEHHS NepioANYHOCTI
KOHTposto /13 3a nokasHunkom "MikpobionoriyHa uncrora™:
nepLUy Ta KOXHY AeCATY HACTYMHy cepito, ane He pigLle Hix
1 cepito B pik. CMELIIPIKALIIA.
67. EHANAMPUN | Ttabnetku 10 mr/25 TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/16668/01/01
H-TEBA Mmr; no 10 TabneTok YkpaiHa» $PapmaueBTUYHN 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb peuyenmom

y 6nicTepi; no 2 abo
no 3, abo no 5, abo
no 6, abo no 10

6nicTepis y KOpoobLi

1 3aBog, TeBa

roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMMNPO6YBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Yy
MeTofax BUNpobyBaHb (BKIYaUmM 3aMiHy abo
[OMOBHEHHS)) 3MiHa MeTogukn BUNpobysaHHa (EHC-014C9)
3a NoKasHuKaMu «laeHTudikauis, KinbkicHe BU3Ha4YeHHs Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
OfHOpIAHICTb A030BaHNX OAMHNLE, AOMILIKWU/TIPOAYKTY
po3knagy» Ha HoBy MeToanKy MPC020329 ans nokasHukis
«lgeHTudikauia (BEPX), KinbkicHe BusHaueHHst (BEPX) Ta
OpHOpigHICTb A030BaHNX OAVHNLE». BBeAEHHS 3MiH
NPOTArom 6-Tu MicALiB Nicna 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby (Hes3HauHa
3MiHa y 3aTBEPMKEHUX MeTofax BUNPOOYBaHHSA) HE3HAYHI
3MiHM Y MeToZi BUNpobyBaHHSA rOTOBOTO NiKapCbKoro 3acoby
3a NokasHUKoM «Jomilkun/MpoaykTn posknagy» Ans
iaeHTudikauii goaaTkosux fomiwok G i H. BeBefeHHs 3miH
NpoTSArom 6-Tv MicsILiB MicNsi 3aTBEPAKEHHS
68. ENINEH PO34UH O151 iH'EKLLNA, MEJOA Ab LLseuis BUPOBHUK, cuA/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MmiHu Il Tuny - 3a UA/14931/01/01
0,3 mr/gosy; BignosiganbHuii | Higepnangn 3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
no 2 M/ PO3UMHY Y 3a BUPOGHNLTBO / 3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
nonepegHLo Hepo3dacoBaHo [Oanisa/ MapKyBaHHS Ta iHCTPYKLT 4N MeANYHOro 3aCTOCYBaHHA Y
HarnoBHEHIN pyyL; T npoaykuii HimeuunHa 3B'A3KY i3 HOBUMW JaHUMW 3 AKOCTI, AOKNIHIYHUMNU,
no 1 nonepegHbL0 (nigroToBka, KTIHIYHUMW AaHVMU Ta fJaHuMy 3 papmakoHarnsgy. 3MiHu
HanoBHEHI pyyLi B acenTnyHa BHECEHO A0 IHCTPYKLIi 413 MEAUYHOrO 3aCTOCYyBaHHS
Ty6i; no 1 Ty6i B inbTpavuis, niKkapcbKoro 3acoby Ao po3ainy "Cnocibé 3acTocyBaHHs Ta
KOpOOGLLi 3 KAPTOHY HarnoBHEHHA Ta 031" (CKOPOYEHO Yac BUTPUMKM LUNPUL-PYYKN Nif yac
yKynopka): iH'eKUiT), Ta, K HacnifoK, 3MiHN BHECEHO [0 TEKCTY
MepigiaH MapKyBaHHS yNakoBKM /ikapcbKoro 3acoby. BeBefeHHs 3MiH
Megikan NpoTArom 6-Tu MiCALIB MicNs 3aTBEPMKEHHS
TekHonopxuc,
IHK., CLLA;
BMPOGHMUK,
BiANoBiAaNbHNI
3a TecTyBaHHs
Ta
KOMMNAeKTaLito:
MepigiaH
Megikan
TekHonopxuc,
IHK., CLLA;
BMPOGHMUK,
BiANoBiAaNbHNI

3a MapKyBaHHs
Ta BTOPUHHY
ynakosky: MIMN®
B.B.
(MaHydhakTypiHr
MekemKuHr
dapmaka),
HigepnaHgy;
KOMMaHis, LWo
Bignosigae 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

npoBefeHHs
KOHTpO/I0
AKOCTI:
€BpodpiHc
Biodhapma
Mpogakt
TecTiHr, daHis;
BUPOGHUK,
BiANOBIAANbHWIA
3a BUMNYCK Cepii:
MEJA ®apma
'v6X eHg Ko.
KI, HimeuunHa;
anbTepHaTUBHU
1 BUPOGHUK,
BiANOBiAA/IbHWI
3a MapkyBaHHS
Ta BTOPUHHY
ynaxkosky: MMN®
B.B.
(MaHybakTypiHr
MekemKuHr
dapmaka),
Higepnangy;
albTePHATUBHU
1 BUPOBHUK,
BiANOBIAANbHWIA
3a MapKyBaHHS
Ta BTOPVHHY
ynakosky: POLL-
OENBTA Tm6X
eHp Ko. KT,
HimeuumnHa;
albTePHATUBHU
1 BUPOBHUK,
BiANOBIAANbHWIA
3a MapKyBaHHS
Ta BTOPVHHY
ynakoBKy:
Papm/ior
Papma JloricTmk
m6X,
Himeyunna

69.

ENINEH
FOHIOP

PO3YNH AN5 iH'EKLIN,
0,15 mr/po3y; no 2
M1 PO3YMHY Y
nonepeaHLo

ME[A AB

Lseuis

€spodpiHc

Biodhapma

Mpopakt
TecrTiHr, [laHis

[Janis/
HimeuunHa/
CLA/
Higepnangm

BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHn |l Tuny
- 3miHM Woao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKUIT A/18 MEAWNYHOIO 3aCTOCYBaHHS Y

3a
peyerimom

UA/14932/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

HarnoBHEHIN pyyL;
no 1 nonepegHbLo
HanoBHEHI pyyLi B
Ty6i; mo 1 Ty6i B
KOpOOGLLi 3 KAPTOHY

(komnaHis, Lo
Bignosigae 3a
npoBefeHHs
KOHTPO/I0
aKkocTi); MEJA
dapma M'm6X
eHA Ko. KT,
HimeuunHa
(BUPOBHUK,
BiANOBiAA/IbHNI
3a BUNyck cepii);
MepigiaH
Megikan
TekHonopxuc,
IHK., CLLUA
(BUPOGHNK,
BiAnoBiganbHW
3a BUPOGHNLTBO
Hepo3dacoBaHo
T npoaykuit
(nigroToBka,
acenTnyHa
inbTpavis,
HanoBHEHHA Ta
yKynopka));
MepigiaH
Megikan
TekHonogxmc,
IHK., CLLA
(BUPOBHYK,
BiANOBiAA/IbHNI
3a TeCTyBaHHA
Ta
KOMM/IeKTaL,jito);
MM® B.B.
(MaHybakTypiHr
MekemKnHr
dapmaka),
HigepnaHgm
(anbTepHaTUBHU
1 BUPOGHUIK,
BiANOBIAANbHWIA
3a MapKyBaHHS
Ta BTOPVHHY
ynakosky); MM®
B.B.
(MaHychakTypiHr
MeKkeKNHr

3B’AA3KY i3 HOBYMU AaHVMU 3 SIKOCTi, JAOK/TiHIYHUMMU,
KNiHIYHUMY flaHMK Ta faHuMK 3 ddapMakoHarnagy - 3MiHu
BHECEHO A0 [HCTPYKLi 418 MegUYHOro 3acTocyBaHHs
nikapcbkoro 3acoby Ao po3gainy "Cnocib 3acTocyBaHHsS Ta
031" (CKOPOYEHO Yac BUTPUMKM LUNPUL-PYYKU Nig vac
iH'eKLT), Ta, AK HACNIAOK, 3MiHU BHECEHO [0 TEKCTY
MapKyBaHHS YNakoBKv NikapcbKoro 3acoby. BeefeHHs 3MiH
NpoTAroM 6 MicALiB Nicna 3aTBepAKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o

3acoby yrnakoska) nocsioyeHHs1
dapmaka),
HigepnaHaun
(BUPOBHYK,
BiANOBiAA/IbHNI
3a MapkyBaHHS
Ta BTOPUHHY
YMaKoBKY);
POW-AENBTA
M6X eHg Ko.
KI, HimeuwunHa
(anbTepHaTVBHM
1 BUPOGHUK,
BiANOBiAA/IbHNI
3a MapkyBaHHS
Ta BTOPUHHY
YMaKoBKY);
dapm/lor
dapma JloricTmk
rmo6X,
HimeuunHa
(anbTepHaTUBHU
1 BUPOOHUIK,
BiAnoBiganbHW
3a MapKyBaHHsA
Ta BTOPVHHY
yNakoBKy)

70. EPONON® pO34uH Ans KHBMI "ICHA" Ykpaina TOB "Cnasis YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/18204/01/01
30BHILLHBOrO 2000" 3MmiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarisay. peyenma
3acTocyBaHHs, 0,1 BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
mr/mn, no 20 mn Ta hapmakoHarnsagy (BBeAeHHs y3arasibHeHUX faHux npo
no 50 mny cuctemy dhapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
dhnakoHax BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnsay;
nonimepHux 3 KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa 415
ypeTpasibHO 3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
HacazKoto; no 1 BiAMIHHA Bif, YNOBHOBaXXeHOI 0Cco6W, BiANoBigaIbHOT 3a
thakoHy B navui 3AiicHeHHs hapmMakoHarsay (BKIH0Yatoun KOHTaKTHI AaHi)

Ta/abo 3MiHM y po3MiLLeHHi MacTep-aiina cucrtemu
hapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOI 0Co6u 3as1BHMKA,
BiANOBIAabHOI 3a thapmakoHarnsg,
[itoua pepakuis: JemueHko HOpiii Muxaiinosuy.
MponoHoBaHa pepfakuis: TkayeHko TeTsHa MNeTpiBHa. 3MiHa
KOHTaKTHUX SaHMX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBiAaNbHOI 3a hapmakoHarnsg,. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLe3HaxXoKeHHS macTep-haina cnctemm
thapmMakoHarssgy Ta oro Homepa.
71. ECKY3AH® Kancynm Ecnapma Mv6X HimeuunHa BUPOBHMLTBO in Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/15249/01/01
JIOHI" NPOSIOHTOBAHOI Aji bulk, KOHTpONb HimeyunHa 3MiHM 3 sikocTi. A®I. Bupo6bHULTBO. 3MiHa BUPOGHUKA peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

no 50 wr; no 10
Kancyn y énictepi;
no 3, abo no 6, abo
no 9 6nictepiB y
KapTOHHI KopobLyj;
no 30 kancyny
6nicTepi; no 1, abo
no 2, abo no 3
6nictepn y
KapTOHHI Kopoo6Li

cepii: Temmnep
IpenaHp,
Niviten,
IpnaHgis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
[pareHodapm
Anotekep
Miownb Mm6X,
HimeuuunHa;
nepBrHHE Ta
BTOPVHHE
nakyBaHHS:
Csicc Kenc
rv6X,
HimeuuunHa;
BUNYCK Cepil:
Ecnapma M'm6X,
HimeuuunHa;
BTOPUHHE
nakyBaHHS:
ecnapma dapma
Cepsices 'M6X,
HimeuunHa

BUVXIi4HOro/MpOMiXXHOro NpoAyKTy/peareHTy, Lo
BVKOPUCTOBYIOTLCA Y BUpOoGHMYOMY npoueci A®I, a6o 3miHa
BMPOOHUKa (BK/IKOYAtOUM, fe HeobXigHo, MicLie NPoBeAEeHHS

KOHTposito skocTi) APl (3a BigcyTHOCTI cepTudpikata
BiANoBiAHOCTI EBponelickkili hapmakonei y 3aTBepakKeHoMy
[ocbe)(3MiHN [0 3axX0fiB, NOB'A3aHWX 3 KOHTponiem A®l, abo

[0AaBaHHA [iNbHUL, e MPOBOAUTLCSA
KOHTPONb/BUNPOGYBAHHSA cepil) 3aMiHa Ai/IbHULj, WO
NpoBOANTb KOHTPOJIb BMICTY athnaTtokcuHis Ta nectuuymnais y
POC/UNHHIA CMPOBUHI. 3MiHM | TUMY - 3MiHK 3 AKkoCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs Ad| abo
BMXiAHOrO Matepiany/npomMikKHOro NPoAyKTy/peareHTy, LWwo
BMKOPUCTOBYETBLCA Y NpoLieci BUpobHuuTBa AP (iHLWi 3MiHN
y MeTogax BunpobyBaHHsA (BKIOHakouy 3amiHy abo
[0NoBHEHHS) A®| abo BUXIAHOrO/NPOMIKHOTO NPOAYKTY)
3MiHa B METOAWLj BU3HAYEHHS adh/TaTOKCUHIB Ta NeCTULMAIB
0151 POC/IMHHOT CUPOBUHU. 3MiHU | TUNY - AOMIHICTPaTUBHI
3MiHU. 3MiHa HallMeHyBaHHA Ta/abo afpecy micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKA (BK/THOYaoum, 3a
HeobXiAHOCTI, MicLie NPOBELEHHSI KOHTPOJIIO SKOCTI), a0
B/lacHMKa mMacTep-haiina Ha A®l, abo nocTavyasibHUKa
Adl/BnxigHOro matepiasy/peareHTy/NPOMIKHOTO MPOAYKTY,
LLI0 3aCTOCOBYHOTLCS Y BUPOOHNLTBI AD| (SKLLO 3a3HAYEHO Y
[0CbE Ha fikapcbkuii 3acib) 3a BiACcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXKHOI pEHOBUHU (SKLLO
3a3HAYeHO Y [0CbE) 3MiHA HaliMEHYBaHHSI KOHTPaKTHOT
nabopartopii, Wo 3AiACHI0E KOHTPO/Tb MiKPOBIOIOriYHOT
4ncToTH, 6€3 3MIHW Micusl BUpoOHULUTBA. 3MiHK | TUNy -
ALMIHICTPaTMBHI 3MiHU. BUyyeHHss BUPOGHNYOI AinbHUL
(Brirovatoum ginbHuui ans A®l, npoMixXHOro NpoaykTy abo
roToBOro Nikapcbkoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
nakyBaHHs1, BAPOOHWKa, BifNOBIAa/IbHOTO 3a BUMYCK Cepild,
MicLie NpoBEeAEHHS KOHTPO/IHO cepii) abo nocTavanbHMKa
BMXIZHOro MaTepiany, peareHTy abo fOMNOMDKHOI peHOBUHN
(AKLLLO 3a3HAYEHO Y [A0CbE)BUTYHEHHSA NOCTaYa/IbHNKA
pocnuHHOT crpoBuHK (Horse chestnut seeds) Agrim Ltd
(MonbLa). 3MiHu | Tuny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy Micusa NPOBaKEHHS
LOiSTbHOCTI BUPO6HUMKa/iMnopTepa roToBOro Jlikapcbkoro
3aco6y, BKIHOYAKUM AiNbHUL BUNYCKY cepii abo micue
NpPOBeLEHHS KOHTPOJIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAaE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOUM BUMYCK
cepiid) BHeCEHHs 3MiHM 0 po3giny 3.2.P3.1. BupobHuku, a
came 3MiHa HaliMeHyBaHHSA KOHTpakTHOT naboparopii 3
Eurofins Lancaster Laboratories, Ireland Ha Eurofins
BioPharma Product Testing Ireland Ltd., Ireland, 6e3 3MiHu
anpecu BMpobHUKa
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KOHTPO/O AKOCTI
Ta BUNYCK cepiit:
3M Xenc Kea
NimiTen, Benvka
BpuTaHis;
BMPOGHMLTBO,
BMNPO6YBaHHsA
KOHTPO/IO SIKOCTI
(chizmko-ximiuHi):
C.Nn.m
KoHTpakT®apma
rmo6X,
HimeuuunHa,;
BMNPOGYBaHHA
KOHTPO/O AKOCTI
(mikpo6ionoriyHi)
: Tabop IC CE i

Ko. KT,

HimeuuunHa,;

nepBuHHe
nakyBaHHS,

BTOPVHHE
nakyBaHHs,
BBE3EHHA Ta
BUWMYCK Cepiii:

Csicc Kenc

Csicc Kenc Mm6X, MpacciHrepwtpacce 9, bag Ai6niHr,
BaiiepH, 83043, HimeuunHa/ Swiss Caps GmbH,
Grassingerstrasse 9, Bad Aibling, Bayern, 83043, Germany
Y SIKOCTi @/IbTepHaTUBHOT BUPOOHUYOI AiNbHULI AN
BTOPUHHOIO NaKyBaHHSA rOTOBOTO NiKapCbKoro 3acoby. 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuii 3aci6. 3MiHK y
BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLO CTOCYTbCA
BMNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3aMiHa abo fofaBaHHsA AifIbHUL, Ha Kl
3[iICHIETLCSA KOHTPOSIL/BUNPOGYBaHHS cepii). BHECEHHS
nopatkosoi AinbHuui C.M.M. KoHTpakt®apma M6X,
®proniHrwTpacce 7, 83620 denbakipxeH-Bectepxam,
Himeuunna/ C.P.M. ContractPharma GmbH,
Fruhlingsstrasse 7, 83620 Feldkirchen — Westerham,
Germany y SKOCTi a/ibTEPHATUBHOI AibHUL ANS 34ICHEHHS
KOHTPOJH0 AKOCTi (Di3MKO-XiUiHWIA) FOTOBOro NiKapCbKoro
3aco6y. 3MiHu | TMNy - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbKWii
3aci6. 3MiHN y BUpO6HMLTBI. 3MiHa iMnopTepa/3MiHuy, Lo
CTOCYIOTbCS BUMNYCKY Cepii Ta KOHTPOJI0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo gofasaHHs AinbHUL, Ha
AKili 30iiCHIOETLCA KOHTPO/L/BMNPOGYBaHHSA cepil).
BHeceHHs gofgaTkoBol ginbHULi Jlabop JIC CE i Ko. KT,
MaHrenbctenspg 4,5,6, bag Boknet-MpocceHbpax, baliepH,

97708, HimeuunHa/ Labor LS SE & Co. KG, Mangelsfeld
4,5,6, Bad Bocklet — Grossenbrach, Bayern, 97708,

Germany y SKOCTi a/IbTEPHATVUBHOI AiNbHUL ANS 34IICHEHHSA

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
72. EBPO3NAWNM | nopoluok ans €Bpo Naiidkep Benwuka EiCiEc [o6dap ITanisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/14073/01/01
iH'ekuinno 1,0rno 1 nrtp, BpuTaHis C.N.A. 3MmiHu 3 aKocTi. CepTudikaT BignosigHocTi/lI E-cepTudikat peuenmom
a6o 10 dpnakoHis 3 BignoBigHocTi €Bponelickkili hapmakonei/MoHorpadii.
MOPOLLKOM Y MopaHHA HoBoro abo OHOB/IEHOrO cepTudikaTa
KapTOHHIlA KopooLi BiANoBiAHOCTI abo BUTyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BuxigHoOro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BVKOPUCTOBYHOTbCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBuHM (CepTugikaT BiANoOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
noAaHHA OHOBMIEHOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 2002-069 - Rev 06
(3aTBepmxeHo: R1-CEP 2002-069 - Rev 05) ans gito4oi
pPeyoBUHN LedTasnanmy Bif, BXe 3aTBEP)KEHOro
BMpo6HMKa Hamni Fine Chemical Co. Ltd, Kopes.
73. 3IKNAPA Kpem 3,75 %; no 250 MEJA Ab LLseuis BUPOGHMLTBO, Benvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/15272/01/01
Mr B calle; no 14 nepsuHHE Bputanis/ 3MiHu 3 sKocCTi. FoTOBMIA NikapCbKuii 3aci6. 3MiHN y peyenmom
calle B ynakosLi nakyBaHHs, HimeuunHa BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHNL
BTOPVHHE BMPOBHMLTBA 151 HACTUHM ab0 BCbOro BUPOGHUYOrO
nakyBaHHs, npoLecy roToBOro Nikapcbkoro 3acoby (AinbHuua ons
BUNPOOYBaHHSA BTOPWHHOTO NMakyBaHHS). BHeceHHa [0AaTKOBOI AiNIbHNL
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
rv6X, KOHTPOJ0 SIKOCTi (MiKpOBIOIOriYHWIA) FOTOBOTO NiKApCbKOro
HimeyunHa 3acoby.

3MiHu | TUNY - AgMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA
(BKKOYAKOUM, 38 HEOOXIAHOCTI, MicLe NPOBEeAEeHHS KOHTPOSI0
sKOCTi), @60 BnacHuka macTep-chaiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
3aCTOCOBYIOTbCA Y BUPOOHMUTBI AP (SIKLLO 3a3HAYEHO Y
[0CbE Ha niKapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiANoBiAHOCTI EBponelickkili hapmakonei y 3aTBepakKeHoOMy
Aocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEHOBUHM (SKLLLO
3a3HavyeHo y Aocke). 3MiHa agpecy MicLs NPOBaKEHHS
AisnbHOCTI BUpobHUKa Orgapharm, BignoBifabHOro 3a
BVMPOGHMLTBO, NaKyBaHHS, BUNPOOYBaHHSA KOHTPO/IHO SKOCTI
Ta cepTudpikauito ito4oi pevoBrHM iMikBiMoA 3 Avenue du 11
Novembre, 45300 Pithiviers, France Ha Zone Industrielle,
Rue du Moulin de la Canne, 45300 Pithiviers, France.
Micue3HaxomKeHHs BUPOGHVKa He 3MiHIOETbCSA. 3MiHn | Tuny
- 3MiHK 3 AkocTi. A®L. KoHTponb A®I. 3miHa y MeTogax
BunpobyBaHHA APl abo BMXiAHOTO MaTepiany/npomiKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLTBA ADI (iHLWi 3MiHM Y MeTOAaX BUNPOGYBaHHSA
(BKNtOYaroUM 3aMiHy abo [onoBHeHHS) APl abo
BWXi4HOro/MpoMikHOro npoAykTy). JlogasaHHs
anbTepHaTMBHOrO MeTOAY BUNPOGYBaHHA 3a/INLLIKOBUX
KiNbKOCTel opraHiyHMX po34nHHUKIB (MeTog, napodhasHoi
rasoBoi xpomarorpadii/ mac-cnekTpomeTpii) Ans Ad|
iMikBiMOZ, L0 BUKOPUCTOBYETLCA BUPOOHUKOM /13 C.IM.M.
KoHTpakt®apma MM6X, HimeyunHa. JaHa 3miHa € Hacnigkom
[ofasaHHsA HOBOro B1po6Huka /13, a came C.M.M.
KoHTpakt®apma MmM6X, HimeuunHa. 3miHu | TUny - 3MiHu 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpPoGyBaHHS
rOTOBOrO NikapCbKOro 3acoby (iHLLi 3MiHK).
3MiHa MeToAy B'A3KOCTI, L0 BUKOPUCTOBYETHCA BUPOOGHUKOM
N3 C.N.M. KoHtpakt®apma 'm6X, HimeuunHa, 3 MeToto
npvBeAeHHA 0ro y BiANOBIAHICTb 40 BXe 3apeecTpoBaHOro
meTogay BupobHuka 3M Xenc Kea Jlimites, Benuka BputaHis,
a came: NnpuBeeHi y BiAMoBIgHICTb NapaMeTpy 061aaHaHHSA
(piameTp KoHyca Ta AameTp NAacTuHKW), NPUroTyBaHHSA
BMNpobyBasibHOro 3paska (Temneparypa ypiBHOBaXEHHS
3paska), aHani3 3pa3ka. Ha Bupo6Huuin ginbHuui C.M.M.
KoHTpakt®apma 'm6X, HimeuunHa 6yna npoeeseHa
BiAnosigHa Banigauis MeTofy 3 BUKOPUCTAHHAM B/IACHUX
BMMIipIOBa/IbHVX Npuniagis. Ockisibkv MeTog BMpo6HMka 3M
Xenc Kea Nimiten,Benvka bpuTtaHis BXe € 4aCTUHOI
3apeecTpoBaHoro 10CbE, 3MiHa PO3rnAacTbes Sk nepefaya
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

aHasTiTMYHOTO MeTogay.
3MiHn | TUnYy - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHA [0AAaTKOBOI
AiNbHULI BUPOBGHMLTBA A1 YacTMHM abo BCbOro
BMPOBGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AiNbHULA ANA NEPBUHHOIO MakyBaHHS).
BHeceHHs [oaaTkoBoi AinbHuUL Ceicc Kenc Mmo6X,
IpacciHrepwtpacce 9, bag Aii6ninr, baiiepH, 83043,
HimeuunHa/ Swiss Caps GmbH, Grassingerstrasse 9, Bad
Aibling, Bayern, 83043, Germany y siKOCTi aflbTepHaTUBHOI
BMPOGHWYOT AiNbHUL 4719 NEePBUHHOTO NakyBaHHS FOTOBOrO
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHW 3 SiKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3amiHa abo
BBE/leHHS A0AATKOBOI AiNbHUL BUPOGHMLITBA A1 YACTUHM
a60 BCbOro BUPOGHMYOro npoLiecy rotoBOro Aikapcbkoro
3aco0y (AinbHMLSA, Ha Sk NpoBOAATLCA By Ab-Ki BUPOOHNYI
cTafii, 3a BUHATKOM BUMYCKY CEepili, KOHTPO/IHO AKOCTI,
NEePBUHHOTO Ta BTOPVHHOIO NakyBaHHS, A/151 HECTEPUSIbHUX
nikapcbknx 3acobis). BHeceHHsa C.MN.M. KoHTpakT®apma
'M6X, dproniHrwTpacce 7, 83620 denbakipxeH-Bectepxam,
Himeuunna/ C.P.M. ContractPharma GmbH,
Fruhlingsstrasse 7, 83620 Feldkirchen — Westerham,
Germany y AKOCTi aflbTepHaTUBHOI 404ATKOBOI BUPOOGHNYOT
AiNbHULI FOTOBOTO NiKapcbKoro 3acoby. 3MiHu | Tuny - 3MiHn
3 AKoCTi. F0TOBMIA Nikapcbkuid 3aci6. 3MiHM Y BUPOGHMLTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYTbCA BUNYCKY cepil Ta
KOHTPO/I0 SIKOCTi FOTOBOrO MikapCbKoro 3acoby (3amiHa abo
[oaaBaHHsA BUPOOHNMKa, LLO BiAMoBifae 3a BBE3eHHsS Ta/abo
BMNYCK cepil) - He BK/IOYaoun KOHTPO/1b/BUNPOGYBaHHS
cepii.

BHeceHHs [oaaTkoBoi AinbHuULi Ceicc Kenc Mm6X,
IpacciHrepwitpacce 9, bag Aii6ninr, baiiepH, 83043,
HimeuunHa/ Swiss Caps GmbH, Grassingerstrasse 9, Bad
Aibling, Bayern, 83043, Germany y siKOCTi aflbTepHaTUBHOI
BUPOBHUYOT AiNbHULI, Bi4NOBIAANIbHOT 32 BBE3EHHS Ta
BUMYCK Cepili roTOBOro NikapcbKoro 3aco6y. 3MiHW BHECEHI B
IHCTPYKLiIO 4151 MeANYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ain "BupobHuk”, "MicLe3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaPKEHHS 1A0ro AisiNbHOCTI"
3 BiANOBIAHUMYM 3MiHAMM B TEKCTi MapKyBaHHS YNakoBOK.
3MiHn | TURNY - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHN Y NpoLieci BUPOGHMLTBA
roTOBOrO JIiKaPCbKOro 3acoby, BK/OYaUM MPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPO6HMLTBA). HE3HauHI 3mMiHM B mpoueci BupobHuyTea 13
Ha BMPOGHMYiIi AinbHuui C.M.M. KoHTpakt®apma MM6X,
HimeuumnHa, Lo nonsraloTb y 3MiHi NpoLecy 3MillyBaHHS B




58

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
npoueci BupobHuuTtea /13, a came: 3millyBaHHs

3MiHu | TUNY - 3MiHKM 3 aKocTi. A®l. KoHTponb A®L. 3miHa y

BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AP (iHLWi 3MiHN

[0MnoBHEHHs) AD| abo BKXiZHOro/MPOMKHOrO MPOAYKTY).

BiiOYBaETLCA B OAHIN BUPOOHWYIA EMHOCTI, Y AKilA XMPOBI
KOMMOHEHTW PO3MN/1aB/IsoTbCS Y BOAHIN (dasi, NOPIBHSHO i3
3aTBEPAKEHHUM BUPOOHNYMM NpOLLECcOM BUPOGHMKa 3M
Xenc Kea Nimites, Benvka bpuTaHis, kKonun 3mMillyBaHHs
iHrpigieHTiB B npoueci BupobHuuTea N3 BigbyBaeTbesa y
[IBOX OKpeMVXx EMHOCTAX. [laHa 3MiHa € Hacniakom
[ofasaHHsA HOBOro BUpo6Huka /13, a came C.M.M.
KoHTpakt®apma Mm6X, HimeuunHa. 3miHu | Tuny - 3MiHm 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLITBI.
3MiHV y npoueci BUpoOHULTBA FOTOBOrO NiKapCbKoro 3acooby,
BK/THOHAI0UN NPOMiXKHWIA NPOAYKT, L0 3aCTOCOBYETHLCA NPU
BVMPOGHMLTBI FOTOBOTO NiKAPCbKOro 3aco6y (iHLLi 3MiHN).
306iNbLUEHHS Yacy BUTPUMKM HEPO3(hacoOBOHOTO NPOAYKTY 3 6
TWXHIB 0 20 TWXHIB Y NOPIBHSAHHI 3 3aTBEPAKEHNM
BMPOGHMKOM FrOTOBOIO flikapcbkoro 3acoby 3M Xenc Kea
NimiTen, Benvika BputaHis, KoM 3MilLlyBaHHS iHIPIGIEHTIB B
npoueci BupobHuuTea /13 BigbyBaeTbca y ABOX OKPEMUX
eMHoCTAX. [laHa 3MiHa € HaCigKOM A0faBaHHS HOBOTO
BUpo6HUKa /13, a came C.IM.M. KoHTpakTt®apma M'véX,
HimeuumHa. 3miHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCcbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOrO NikapCbKoro
3aco6y (iHWi 3MiHK Y MeToAax BUNPO6yBaHb (BK/IOHa0un
3amiHy abo AOMNOBHEHHS)). [lofaBaHHA a/lbTePHATVBHOMO
MeToay BUNpobyBaHHS BA3KOCTI M/13, WO BUKOPUCTOBYETLCA
Ha BMPOGHWIl ainbHKLi C.M.M. KoHTpakT®apma Mm6X,
HimewumHa. laHa 3MiHa € HacniAkoM foAaBaHHA HOBOrO
BUpo6HUKa /13, a came C.IM.M. KoHTpakTt®apma M'véX,
HimeuumHa. 3miHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbknii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHNI
3aci6. 3miHa NnapameTpiB cneyudikauii Ta/abo gonycTUMMX
MeX NepBUHHOT YNakoBKN FOTOBOTO NiKapCbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX, BU3HA4YeHMX y creumdikadii)
3BYXEHHS MeX cneumdikauii matepianis nepBUHHOT
ynakoBku 13, a came 3MeHLUEHHS TOBLLMHMN noniedipHoi
nnieku Big 0,12 mm o 0,012 mm, TOBLWMHK Ginoi
nonieTUNEeHoBOT N/iBKA HU3bKOI WinbHOCTI Big 0,13 MM A0
0,013 MM i TOBLUMHM asTtoMiHieBOI honbru Big 0,09 Mm Ao
0,009 mMm. Kpim TOro, 3asiBHUK BHOCUTb pefakLiiiHi 3MiHW.

mMeTofax BunpobysaHHsa AP| abo BUXigHOro
Marepiany/npoMiXXHOro NPoAyKTy/peareHTy, LWo

y MeTofax BunpobyBaHHSA (BK/ItOYaoumn 3amiHy abo

[JlogaBaHHA anbTepHaTUBHOIO KOMGIHOBAHOTrO MeToay
BUPOGYBaHHS Ha BMICT 3a/IMLLKOBMX KiSIbKOCTEN
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KaTanizatopa naaTvHu Ta 3asi3a (MeTog Mmac-cnekTomeTpii 3
iHOYKTMBHO 3B'A3aHOI0 Nna3moto) Ana APl imiksimos, Lo
BMKOPUCTOBYETLCA BUPOOHNKOM J13 C.M.M. KoHTpakT®apma
'm6X, HimeuunHa. [laHa 3MiHa € HacNiAKOM A0AaBaHHS
HOBOro BMpo6Huka /13, a came C.MN.M. KoHTpakt®apma
'M6X, HimeyunHa.
74. 30/IEQPOHO | KoHUeHTpaT Ans ToBapucTBo 3 YkpaiHa AxTasic ITanis ITania BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3MiHa 3a UA/14456/01/01
BA pO34nHy aons 06MeXeHo C.n.A. 3asBHuKa /13 (MIBIM) (BnacHuka peecTpauiiiHoro peuenmom
KNCNOTA- iHcpy3iiA, 4 mr/5 mn, BiANOBIgaIbHICT nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne 460).
BICTA no 1 dprakoHy 3 10 «<BYCT TepmiH BBeA,eHHS 3MiH NpOTAroM 6 micauis nicns
KOHLleHTpaToMm y PAPMA» 3aTBEPKEHHSA
KapTOHHI/ Kopobui
75. IBYNPO®EH TabneTku, BKpUTI AT "BITAMIHN" Ykpaina AT "BITAMIHWN" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 6e3 UA/8817/01/01
060/10HKO10, N0 200 3MiHu 3 siKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax peyenma
mr no 10 TabneTok y cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHNX Y
6nicTepi; no 1 a6o 3, cneuudikayisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
ab6o 5 6nictepiB y npoAayKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NpoLeci
nauuj 3 KapToHy BMPOGHMLTBA ADI (iHLWi 3MiHK) - BUTyYEHHS NOKa3HMKa
aKkocTi «Jomiwka F» (metog X, €E®, 2.2.28) BUPOGHUKIB ADI
I6ynpocbeH «IOL Chemicals and Pharmaceuticals Limited»,
IHAis Ta «Hubei Biocause Heilen Pharmaceutical Co., Ltd.»,
Kutalii i3 cneumdikauii BXifgHOro KOHTposito BUpo6Huka N3, y
3B'A3KY 3 HEMOX/IUBICTIO YTBOPEHHS AaHOT AOMILLKM Npu
BMKOPMCTOBYBAHOMY CMOCOGi CMHTE3Y cybcTaHLil
i6ynpodoeH, BKazaHNM1 BUPOBHMKaMM
76. IM®IH3I KOHLeHTparT ans ACTPA3EHEKA Benuka AcTpa3eHeka Lseuis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/18578/01/01
PO34rHy ons HOK NimiTepq, BpuTaHis AB, LUBeuis cuA/ 3MiHuM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
iHcpysiiA, 50 mr/mn; 1 (BTOpUHHE HimeuunHa/ 3MiHa y TepMiHax npugaTHoOcTi abo ymoBax 36epiraHHs
onakoH (120 mr/2,4 nakyBaHHs); Benuka roTOBOrO NikapCbKoro 3acoby (36i/bLEeHHS TePMiHY
MJT) 3 NPO6KOto Ta AcTpa3eHeka BpuTaHis NpPUAATHOCTI FOTOBOIO NiKapCbKOro 3acoby) - Micns
KoBnaykom «flip-off» AB, LUBeuis PO34MHEHHs abo BigHOBNEHHN (MiATBEPAKYETLCA AaHUMUN
Y KapTOHHi Kopobuj (koHTpOnb peasibHOro yacy) NoAOBXEHHs TePMiHY 36epiraHHs ans
a60 1 chnakoH (500 SIKOCTi (3a pO3BEeAEHOro Po34mnHy Big, MOMEHTY BIAKPUTTSA dolakoHa Ao
Mr/10 mn) 3 BUHATKOM noyaTtky BBeEHHS 3 24 roanH A0 28 AHIB Npu 36epiraHHi y
npo6koto Ta CTEepPW/IbLHOCTI), XON0ANNBHUKY Npu TeMnepatypi Big 2 oo 8 ?C 3
KoBnaykom «flip-off» BMNYyCK cepii BigMNOBIAHMMM 3MiHAMM B P. «YMOBW 36€epiraHHs». 3MiHN
Y KapTOHHili kopobui nikapcbKoro BHECEHO B IHCTPYKLiIO /191 MeMYHOro 3aCTOCYBaHHsA
3acoby); NiKapcbKoro 3acoby y po3ain «YMoBu 36epiraHHsA» Ta 5K
AcTpa3eHeka HacnigokK - BignoBigHi 3MiHi BHECEHO B po3ain "Cnocio
dapmacbioTuKan 3acTocyBaHHA Ta 4031". BBeAeHHS 3MiH NpoTArom 6-1u
c /ifn, CWA MicALiB NiCNsA 3aTBEPAYKEHHS.
(kOHTpPO/Ib
AKOCTI (3a
BUHSATKOM
CTepW/IbHOCTI i
€H0TOKCUHY));

Bettep ®apma-
PepTuryH Mm6X
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ta Ko. KT,
HimeuunHa
(BPOGHULTBO
nikapcbKoro
3acoby,
KOHTPO/b AKOCTI
(TinbKM
CTEePW/IbHICTb i
€HO0TOKCUHW));
KataneHt
IHaiana, NINC,
CLA
(BMPOGHMLTBO
nikapcbKoro
3acoby,
BTOPVHHE
nakyBaHHs);
MeglmyH HOK
Nimiten, Benvka
BpuTaHis
(koHTpO/b
SIKOCTI)

77.

IM®IH3I

KOHLleHTpaT Ans
pO34unHy Ans
iHcpysiiA, 50 mr/mn; 1
nakoH (120 mr/2,4
MJT1) 3 NPO6KOto Ta
koBnaykom «flip-offs»
Y KapTOHHili kopobLi
a60 1 chnakoH (500
mr/10 mn) 3
npo6koto Ta
koBnaykom «flip-off»
Y KapTOHHIli kopobLi

ACTPA3EHEKA
HOK NimiTepq,

Benvka
BputaHis

KOHTPO/b SKOCTI:
MegalmyH HOK
NimiTen, Benuka
BpuTaHis;
KOHTPO/b AKOCTI
(3a BUHAITKOM
CTepPW/IbHOCTI),
BWMNYCK cepil
nikapcbKoro
3acoby:
AcTpa3eHeka
AB, LBeuUis;
BMPOBHULITBO
nikapcbkoro
3acoby,
BTOPVHHE
nakyBaHHS:
KataneHt
IHgiana, NIN1C,
CLUA;
BMPOGHMLTBO
nikapcbKoro
3acoby,
KOHTPO/Ib SIKOCTI
(TinbkM
CTEPWIbHICTD i

Benwvka
BputaHis/
LLBeuis/
CLUA/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHNX NOKa3aHHAX (BUTyYEHHS
TepaneBTUYHOrO MoKa3aHHS) 3MiHW BHECEHO [0 iHCTPYKLT
0151 MEANYHOTO 3aCTOCYBaHHS NikapCbKoro 3acoby Ao
po3giny «lMokasaHHs», a TakoX 40 PO34inis
"®apmakonoriyHi BnactusocTi” ("®apmakogmHamika™),
"Oco6nmBoCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
no3n", "MobiuHi peakuii” BignoBigHO A0 MaTepianis
peecTpauiiiHoro focbe. BBeAeHHSA 3MiH NPOTAromM 6-Tn
MicAUIB MicnsA 3aTBepKeHHs. 3MiHu || Tuny - 3MiHu Wwozao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3mMiHu y
TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA HOBOrO
TepaneBTUYHOrO NokasaHHs abo 3MiHa y 3aTBepAKeHOMY
nokasaHHi) 3MiHU BHECEHO [0 IHCTPYKUiT 418 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby A0 po3ainy «MokasaHHs»
, @ TaKOX A0 po3ainis "d®apmakonoriyHi BnacTmeocTi”
("®apmakogvHamika", "®apmakokiHeTuka") BignoBigHO A0
Marepianis peecTpauiiiHoro Aocke. BBeieHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNsA 3aTBepMKEHHSA. 3MiHu || Tuny -
3MiHuM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarisay.
3MiHU Y KOPOTKIili XapakTepucTuLj NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT AN151 MeANYHOro 3aCTOCYBaHHS Y
3B’AA3KY i3 HOBYMU AaHVMU 3 SKOCTi, JAOK/TiHIYHUMMU,
KNHIYHUMY flaHMK Ta faHMK 3 dpapMakoHarnisgy - 3MiHu
BHECEHO 10 iIHCTPYKLi 415 MeANYHOTO 3acTOCYBaHHS

3a
peyenmom

UA/18578/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
€HZIO0TOKCUHM): nikapcbKoro 3acoby A0 po3zinis "®apmakosioriyHi
BetTtep ®apwma- BnactusocTi" ("®apmakognHamika"), "OcobsmBoCTi
®epTuryH M6 X 3acTocyBaHHsA", a came BHECEHHS iHdhopmadlii Npo
Ta Ko. KT, nemcpiroig Ta y po3gain "Cnoci6 3actocyBaHHs Ta go3n", a
HimeuuunHa; came AofaBaHHsA pe3y/bTaTiB AOCNIIKEHHS PiBHA
BTOPWHHE PiBHOBaXKHOI KOHLLEHTpaLLii NikapcbKoro 3acoby Ta
nakyBaHHS: [04aTKOBOI CXemu NikyBaHHSA. BBeAeHHs 3MiH NpoTsArom 6-tu
AcTpa3eHeka MicaLiB nicna 3aTBepakKeHHs. 3MiHu I Tuny - 3MiHK Woao
AB, LLBeLis; 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y
KOHTPO/b SKOCTI KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
(3a BUHATKOM MapKyBaHHS Ta iIHCTPYKLT 4N MeANYHOro 3aCTOCYBaHHA Y
CTEPUSIbHOCTI i 3B’A3KY i3 HOBVMU AaHUMW 3 SKOCTI, JOK/iIHIYHUMMU,
€HJ0TOKCUHY): KMIHIYHUMW AaH MK Ta JaHuMK 3 ddapMakoHarnsagy - 3miHu
AcTpa3eHeka BHECEHO A0 IHCTPYKLUIT 415 MeANYHOro 3aCTOCYBaHHS
dapmacboTrKas nikapcbKoro 3acoby Ao po3ginis "OcobnnBoCTi
c In, CWA 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n", "MobiuHi
peakui”, a came onuc iMmyHoornocepeaKoBaHUx Ta
iHDY3ifHMX peakLiil Ta BifNOBIAHE KOPUTYBaHHS NiKyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-Tu MicALIB MiCNs 3aTBEPMAKEHHS.
3MmiHu |l TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHVMU 3
AKOCTI, JOKNIHIYHUMU, KNIHIYHUMW AaHVMU Ta JaHumu 3
thapmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao po3sginy
"Oco6nMBOCTI 3aCTOCYBaHHSA", a came AeTanisauis
iMyHOOMOCepeaKOBaHVX peakw;ii.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.
78. IHCYNIH NMOPOLLOK AT "®apmak” Ykpaina BiokoH IHAis BHECEHHS 3MiH 0 peecTpaliiiHuX MmaTepiasliB: yTOYHEHHS - UA/15743/01/01
FNAPIIH (cybcTaHuis) B Baionomxukc Ha3BU BUPOGHMKa cy6eTaHuil B Hakasi MO3 Ne 1053 Big
(AHK- CKNSAHUX BGaHKax NimiTen 20.06.2022 B npoLeci BHECEHHS 3MiH (3MiHW | TNy -
PEKOMBIHA KOPWYHEBOTO AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHA Ta/abo
HTHWIA) Konbopy Ans afpecy MicLa NPoBaMKeHHS AisNIbHOCTI BUPOGHMKa
hapMaLeBTUYHOIO (BK/IKOYAKOUM, 38 HEOOXIAHOCTI, MicLe NPOBEeEeHHSA KOHTPOSI0
3aCcTOCYyBaHHSA AKOCTI), @60 BnacHuka macTtep-chaina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAyKTy, Lo
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO 3a3HaYeH0 Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBiAHOCTI EBponelickbkili hapmakonei y 3aTBepakKeHoOMY
A0Cbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM (SKLLO
3a3HavYeHo y A0CbE) - 3MiHa Ha3BU BUPOGHYKKa cybCTaHLji
iHcyniHy rnaprivy (AHK-pekom6iHaHTHOro), 6e3 3MiHK MicuA
BMPOGHMLTBA). Pefakuisa B Hakasi - BiokoH bBarionogxmke
IHgia NimiTen. BipHa pepakuis - BiokoH Balionomkukc
Nimitea, IHAiN.
79. IHCYMAH cycneHsis ans TOB "CaHodi- Ykpaina Brpo6HuuTBo 3a | HimeyunHa/ | BHeCeHHs 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/9529/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
BA3AN® iH'ekuin, 100 MO/mn; ABeHTIC MOBHUM LMK/IOM: YkpaiHa AOMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
ONns BUpobHMKa YkpaiHa" CaHodpi-ABeHTIC agpecu Micusi NPoBaKEHHS Ai/IbHOCTI

CaHodi-ABeHTiC
Loiiunang r'v6X,
HimeuumHa: Ne 1, Ne
5(Mo5wmny
chnakoHi; no 1 abo
no 5 cpnakoHiB y
KapTOHHIiA Kopo6Li);
Ne 5 (5x1), Ne 10
(5x2) (no 3 mny
KapTpuaXi;
[08aTKOBO Y
KapTpuoK BMiLeHi 3
MeTaneBux KysbKu;
no 5 kapTpuaxis y
6nicTepi, no 1 abo
no 2 6nictepu 'y
KapTOHHI/ KopoobLii);
Ne 1 (no 10 mny
donakoHi; no 1
chnakoHy y
KapTOHHIlA Kopoo6Li);
Ans BupobHrka TOB
«®bapma faind»,
YkpaiHa: Ne 5 (no 5
M1y chnakoHi; no 5
h1aKkoHIB y
KapTOHHIlA Kopoo6Li);
Ne 5 (5x1) (no 3 mn
Y KapTpuaxi;
[08aTKoBO Y
KapTpuaXK BMiLLEeHi 3
MeTaneBuX KysbKu;
no 5 kaptpuaxis y
6nictepi, no 1
6nictepy B
KapTOHHIlA Kopoo6Li);
Ne 5 (no3mny
KapTpuaXi,
BMOHTOBaHOMY B
0/1HOpPAa30BY LUNPUL-
pyuky ConoCrap®
(6e3 ronok ans
iH'eKLil); JOAATKOBO
Y KapTPUIX BMiLLLEHI
3 mMeTasieBux
Ky/bKu; Mo 5 wnpuu-

Hoiunang
rv6X,
HimeuunHa
Brpo6HMUTBO 3
nakyBaHHs in
bulk chipmu-
BMPOOHUKA
«CaHodi-
ABEHTIC
[Hoiunang
TMB6X»,
HimeuuunHa,
BTOPVHHE
nakyBaHHS,
KOHTpO/b Ta
BUNYCK Cepil:
TOB "®apma
Naiidy", YkpaiHa

BUPOBHMKa/iMnopTepa roToBOro NikapcbKoro 3acoby,
BK/IOYAI0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJI0 SAKOCTI. (4ifNbHICTb, 3a AKy BiAnosigae
BMPOGHMK/iIMNOPTEp, BK/IOYAKOUMN BUMYCK Cepild) - 3MiHa
appecy BUpo6Huka CaHodi-ABeHTic JoliunaHg MM6X 6e3
3MiHM MicuAa po3TallyBaHHSA (415 BUpobHuka '13). 3miHn
BHECEHO B IHCTPYKLiIO A/19 MeMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain «Micue3HaxomKeHHs
BMpPOGHMKa Ta agpeca MicLA NpoBafXeHHS MOro AiSNbHOCTI»
3 BiNOBIAHNMMN 3MiHAMM Y TEKCTI MapKyBaHHS YNakoBKW
nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepiKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

PY4OK B KApPTOHHIl
kopo6ui); Ne 1 (no
10 mn y donakoHi; no
1 donakoHy y
KapTOHHI Kopoo6Lii)

80. IHCYMAH cycneHsis ans TOB "CaHodi- Ykpaina Brpo6HMUTBO HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis: 3MiHu | Tuny - - UA/10945/01/01

BA3AN® iH'ekuiin, 100 MO/Mn ABeHTIC Hepo3dacoBaHo AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo

in bulk: Ne 300 YkpaiHa" T npoayku;i, afpecy Micusi NPOBaKEHHS AiSIbHOCTI
(5x60): (no5mny nepBMHHA BMPOBGHMKa/iMnopTepa roToBOro /ikapcbKoro 3acoby,
chnakoHi; no 5 ynakoBka Ta BK/I0UAI0UM AiNbHULI BUMYCKY cepil abo micue npoBefeHHs
hNakoHIiB y BUNYCK cepil: KOHTPOJI0 SKOCTI. (4iSNbHICTb, 3a Ky BiAnosigae
KapTOHHI Kopo6Lyj; CaHochi-ABeHTic BMPOGHMK/IMNIOPTEP, BK/IKOYAKOYM BUMYCK CEpili) - 3MiHa
no 60 kopobokK y [oiunang appecy BUpo6Hmka CaHodi-ABeHTic JoliunaHg Mv6X 6e3
Kopo6ui); in bulk: Ne vbX, 3MiHN Micus po3TallyBaHHS (4719 BUPO6HMKa chopmu in bulk)
400 (5x80): (no 5 mn HimeuunHa BBefeHHs 3MiH NpoTArom 6-T MiCALIB MIiC/1A 3aTBEPLKEHHS

y donakoHi; no 5
oNnakoHIiB y
KapTOHHI Kopo6Lyj;
no 80 kopoboK y
Kopobui); in bulk: Ne
240 (5x48): (no 5 mn
y donakoHi; no 5
onakoHIiB y
KapTOHHI Kopo6Lyj;
no 48 kopobokK y
Kopobu,); in bulk: Ne
300 (5x1x60): (no 3
MY KapTpuaxi; no
5 KapTpugxis y
6nicTepi; 4OAATKOBO
Y KapTpUaX BMiLLLEHi
3 MeTasieBux
Kynbku; no 1
6nictepy B
KapTOHHI Kopo6Lyj;
no 60 KOpo6oK y
kopo6ui); in bulk: Ne
200 (5x40): (no 3 mn
B KapTpuaXi,
BMOHTOBAHOMY B
0/IHOPa30BY LUNPUL-
pyyky ConoCrap®
(6e3 ronok gns
iH'eKUIl); poaaTKoBO
Y KapTpUaX BMiLLEHI
3 MeTaieBUxX
Kynbku; no 5 wnpuu-
PYYOK Y KQpPTOHHii
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

Kopo6ui; no 40
KOPO60OK y KOpoo6Li);
in bulk: Ne 120
(1x120): (no 10 mny
dhnakoHi; no 1
donakoHy y
KapTOHHI kopo6Lyj;
no 120 kopo6okK y
Kopob6ui); in bulk: Ne
120 (5x24): (no 10
M1y dpnakoHi; no 5
h1aKoHIB y
KapTOHHI kopo6Lyj;
no 24 kopobkun y
Kopobui); in bulk: Ne
360 (5x72): (no 5 mn
y thnakoHi; no 5
h1aKoHIB y
KapTOHHI kopo6Lyj;
no 72 Kopobkun y
Kopob6ui); in bulk: Ne
5(5x1): (no5mny
dhnakoHi; no 5
h1aKoHIB y
KapPTOHHI KOpoo6Lj)

81.

IHCYMAH
KOMB 25®

cycneHsisa gns
iH'ekuiin, 100 MO/mn;
[Ans BUPOGHMKa
CaHochi-ABeHTiC
[Joinunang MrmoéX,
HimeyumHa: Ne 1, Ne
5(Mo5mny
donakoHi; no 1 abo
no 5 piakoHiB y
KapTOHHIA KOopoo6LLi);
Ne 5 (5x1), Ne 10
(5x2) (no 3 mny
KapTpuoxi;
[04aTKoBO Y
KapTpyaX BMiLLEeHi 3
MeTaneBux KysbKu;
no 5 kapTpuaxis y
6nicTepi, no 1 abo
no 2 6nictepu y
KapTOHHI KopobLi);
Ans Bupo6Hunka TOB
«Papma fMaiid»,
YkpaiHa: Ne 5 (no 5

TOB "CaHodhi-
ABeHTiC
Ykpaina"

YkpaiHa

Brnpo6HMLTBO 3a
NMOBHUM LK/TOM:
CaHodhi-ABeHTiC
Hoiunang
m6X,
HimeyunHa
Bupo6HMUTBO 3
nakyBaHHs in
bulk dripmu-
BMPOOHUKA
«CaHodi-
ABeHTIC
Hoiunang
TM6X»,
HimeyumnHa,
BTOPVHHE
nakyBaHHS,
KOHTpO/b Ta
BUNYCK cepil:
TOB "®apma
Naidy", Ykpaina

Himeyunna/
YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
AfMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
afpecy MicLs NPOBaXEHHS [is/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
BK/I0YAI0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHMK/IMNOPTEp, BK/IHOUAKUM BUMYCK Cepili) - 3MiHa
aapecy BmpobHuka M3 CaHodi-AseHTic Joinunang MrméX,
HiMeuyunHa. 3MiHM BHECEHO B iHCTPYKLiO 415 MeANYHOro
3acToCcyBaHHSA NikapcbKoro 3acoby y po3ain
«Micue3HaxomkeHHs BUPOGHVKa Ta agpeca micus
NPOBaKEHHS Or0 AiS/IbHOCTI» 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS yNakoBK/ Nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TW MicALiB Nicns 3aTBepAKEHHS

3a
peyenmom

UA/9530/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

My chnakoHi; no 5
onakoHiB y
KapTOHHIA Kopo6L);
Ne 5 (5x1) (mo 3 mn
y KapTpuoxi;
[104aTKOBO Y
KapTpWaX BMiLLEeHi 3
MeTaneBux KysbKu;
no 5 kapTpuaxis y
6nicTepi, no 1
6nictepy B
KapTOHHIiA Kopo6Li);
Ne 5 (no3mny
KapTpuaxi,
BMOHTOBaHOMY B
0fIHOPa30BY LUMNPUL-
pyyky ConoCrap®
(6e3 ronok gns
iH'eKL); JOAATKOBO
Y KapTpuaX BMiLLLeHi
3 meTanieBux
Kynbku; No 5 wnpuu-
PYYOK B KapPTOHHIl
Kopo6Lii)

82,

IHCYMAH
KOMB 25®

cycneHsis ans
iH'ekuiin, 100 MO/mn;
in bulk: Ne 300
(5x60): (Mo 5mny
donakoHi; no 5
h1aKoHiB y
KapTOHHI kopo6Lyj;
no 60 kOpo6oK y
Kopob6u,i); in bulk: Ne
400 (5x80): (no 5 mn
y thnakoHi; no 5
h1aKkoHIB y
KapTOHHI kopo6Lyj;
no 80 kKOpoboK y
Kopob6u,i); in bulk: Ne
300 (5x1x60): (o 3
M1y KapTpuaxi;
[04aTKOBO Y
KapTpyaX BMiLLEeHi 3
MeTaneBux KysbKu;
no 5 kapTpuaxis y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyj;

TOB "CaHodi-
ABEHTIC
Ykpaina"

YkpaiHa

Brpo6HMLUTBO
Hepo3ghacoBaHO
T npoAykuji,
nepBuHHa
ynakoBka Ta
BMNYCK Cepil:
CaHodhi-ABeHTiC
[Hoiunang
m6X,
HimeyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
AnMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afipecyt MicLA NPOBaXXEHHS Ais/IbHOCTI
BMPOGHVKa/iMnopTepa roToBoro Mikapcbkoro 3acoby,
BKJ/HOYA0OUM AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPOJIHO SIKOCTI. (AiANbHICTb, 3a AKy BignoBsifae
BMPOGHMK/IMNOpPTEp, BK/IKOYAKUM BUMYCK Cepil) - 3MiHa
anpecu BupobHuka dopmu "in bulk" CaHodi-ABeHTiC
[Nonunang Tm6X, HimeyunHa. BBeAeHHS 3MiH NpOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPLKEHHS

UA/11347/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

no 60 kopobokK y
kopo6ui); in bulk: Ne
200 (5x40): (no 3 mn
B KapTpuaXi,
BMOHTOBaHOMY B
0/IHOPa30BY LUMNPULL-
pyuky ConoCrap®
(6e3 ronok ans
iH'eKLilA); ;oAaTKOBO
Y KapTPUIX BMiLLLEHI
3 MeTasieBux
KynbKu; no 5 wnpuu-
PYYOK Y KapTOHHii
Kopo6ui; no 40
KOPO6OK y Kopoo6Li);
in bulk: Ne 240
(5x48): (no5mny
donakoHi; no 5
h/1aKkoHIB y
KapTOHHI KopobLyj;
no 48 kopoboK y
kopo6ui); in bulk: Ne
360 (5x72): (no 5 mn
y thnakoHi; no 5
h1aKkoHIB y
KapTOHHI KopobLyj;
no 72 kopobku y
kopo6ui); in bulk: Ne
5(5x1): (no5mny
donakoHi; no 5
h1aKkoHIB y
KapTOHHI Kopoo6Lii)

83.

IHCYMAH
PANIA®

PO34nH N8 iH'eKujin,
100 MO/mn,

ON51 BUpo6HMKa
CaHodi-ABeHTiC
Loiiunang r'v6X,
HimeuumnHa: Nel, Ne
5(Mo5wmny
chnakoHi; no 1 abo

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

Brpo6HMLUTBO 3a
MOBHUM LIK/TOM:
CaHodpi-ABeHTIC
[oiiunang,
rmo6X,
HimeuuunHa,;
Brpo6HMUTBO 3
nakyBaHHs in

Himeuunna/
YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy Micusi NPOBaKEHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBOro /ikapcbKoro 3acoby,
BK/I0UAI0UM AiNbHULI BUMYCKY cepil abo micue npoBefeHHs
KOHTPOJI0 SKOCTI. (4iSNbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOUM BUMYCK cepili) 3MiHa
aapecy BMpo6Huka chopmu "in bulk" CaHodpi-ABeHTiC

no 5 cpnakoHiB y bulk chipmu- [oitunang TM6X, HimewunHa. BBeAeHHS 3MiH NPOTAroM 6-Tu
KapTOHHI KopobLi); BMPOGHUKA MicAUIB MicnsA 3aTBepKEHHSA. 3MiHu | Tuny -

Ne 5 (5x1), Ne 10 «CaHodi- AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
(5x2) (no 3 mny ABeHTIC afpecy Micusi NPOBaKEHHS AiSIbHOCTI
KapTpuaxi; no 5 [oiiunang, BUPOBGHMKa/iMnopTepa roToBOro /ikapcbKkoro 3acoby,
KapTpuaXiB y M6 X, BK/I0UAI0UM AiNbHULI BUMYCKY cepil abo micue npoBefeHHs
6nictepi, no 1 abo HimeuuunHa, KOHTPOJI0 SKOCTI. (4iSNbHICTb, 3a Ky BiAnosigae

no 2 6nictepu y BTOPUHHE BMPOGHUK/IMIOpPTEpP, BKIKOYAKYM BUMYCK cepii) 3miHa

3a
peyerimom

UA/9531/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI/ KopoobLii);
Ne 1 (no 10 mny
donakoHi; no 1
chnakoHy y
KapTOHHIlA Kopoo6Li);
Ans BupobHrka TOB
«®bapma faind»,
YkpaiHa: Ne 5 (no 5
M1y chnakoHi; no 5
h1aKkoHIB y
KapTOHHIlA Kopoo6Li);
Ne 5 (5x1) (no 3 mn
y KapTpuaxi; no 5
KapTpuoxis y
6nictepi, no 1
6nictepy B
KapTOHHIlA Kopoo6Li);
Ne 5 (no3mny
KapTpuaXi,
BMOHTOBaHOMY B
0/IHOpPAa30BY LUNPUL-
pyuky ConoCrap®
(6e3 ronok ans
iH'ekuili); no 5
LUMPWLL-PYYOK B
KapTOHHIlA Kopoo6Li);
Ne 1 (no 10 mny
chnakoHi; no 1

donakoHy y
KapTOHHI Kopo6Li)

nakyBaHHS,
KOHTpO/b Ta
BUNYCK Cepil:
TOB "®apma

Naiidy", YkpaiHa

aapecy BMpo6Huka M3 CaHodi-ABeHTic JoiunaHg M'vbX,
HimeyunHa. 3MiHM BHECEHO B IHCTPYKLitO 47151 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ain
«Micue3HaxomkeHHs! BUpOGHVKa Ta agpeca micus
NPOBa/PKEHHS Or0 Ais/IbHOCTI» 3 BiANOBIAHUMY 3MiHAMU Y
TEKCTi MapKyBaHHs1 YNakoBKy /liKapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MiCALB Nicns 3aTBepKEeHHS

84.

IHCYMAH
PAMIA®

PO34UH AN5 iH'eKLi,
100 MO/mn,

in bulk: Ne 300
(5x60): (no 5 mny
donakoHi; no 5
h1aKkoHIB y
KapTOHHI kopo6Lyj;
no 60 kOpo6oK y
Kopob6u,i); in bulk: Ne
400 (5x80): (no 5 mn
y thnakoHi; no 5
h1aKoHIB y
KapTOHHI kopo6Lyj;
no 80 kKOpoboK y
Kopob6u,i); in bulk: Ne
240 (5x48):(no 5 mn
y thnakoHi; no 5
h/1aKoHIB y

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

Brpo6HMLUTBO
Hepo3dghacoBaHo
T npoAykuji,
nepBuHHa
ynakoBka Ta
BMNYCK Cepil:
CaHodhi-ABeHTiC
Hoiunang
m6X,
HimeyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny -
ALMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afipecyt MicLA NPOBaXXEHHS Ais/IbHOCTI
BMpPOGHVKa/iMnopTepa roToBoro Mikapcbkoro 3acoby,
BK/HOYA0OUM AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPOJIHO SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKUM BUMYCK cepili) 3MiHa
anpecu BupobHuka dopmu "in bulk" CaHodi-ABeHTiC
[Jonunang MmbX, HimeyunHa. BBegeHHs 3MiH NpoTArom 6-tu
MicALIB MicnA 3aTBepKeHHS. 3MiHu | Tuny -
ALMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afipecyt MicLA NPOBaXXEHHS Ais/IbHOCTI
BMpPOGHVKa/iMnopTepa roToBoro Mikapcbkoro 3acoby,
BKJ/HOYA0OUM AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPO/IH0 SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKUM BUMYCK cepili) 3MiHa
anpecy BMpo6HuKa M3 CaHodi-ABeHTic JoiunaHa MveX,
HimeyunHa. 3MiHM BHECEHO B IHCTPYKLiHO 415 MeANYHOro

UA/11348/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI kopo6Lyj;
no 48 kopoboK y
Kopob6ui); in bulk: Ne
300 (5x1x60):(no 3
MY KapTpuaxi; no
5 kapTpuaxis y
6nicTepi; no 1
6nictepy B
KapTOHHIlA KOpo6L;
no 60 kopobokK y
kopo6ui); in bulk: Ne
200 (5x40): (no 3 mn
B KapTpuaXi,
BMOHTOBaHOMY B
0/IHOPa30BY LUMNPULL-
pyuky ConoCrap®
(6e3 ronok ans
iH'eKLi); no 5
LUMPULL-PYYOK Y
KapTOHHI KopobLyj;
no 40 Kopo6oK y
kopo6ui); in bulk: Ne
120 (1x120):(no 10
My chnakoHi; no 1
chnakoHy y
KapTOHHI KopobLyj;
no 120 kopo6oK y
kopo6ui); in bulk: Ne
120 (5x24):(no 10
M1y chnakoHi; no 5
h1aKkoHIB y
KapTOHHI KopobLyj;
no 24 kopobku y
kopo6ui); in bulk: Ne
360 (5x72):(no 5 mn
y thnakoHi; no 5
h1aKkoHIB y
KapTOHHI KopobLyj;
no 72 kopobku y
kopo6ui); in bulk: Ne
5 (5x1):(no5mny
donakoHi; no 5
h1aKkoHIB y
KapTOHHI Kopoo6Lii)

3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
«Micue3HaxokeHHs BUPOBHMKa Ta agpeca micua
NPOBaKEHHS MOro AiSNbHOCTI» 3 BiANOBIAHMMY 3MiHAMK Y
TEKCTi MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu MiCALIB NicNa 3aTBepKEHHS

85.

IHOAHPUKC
FEKCA™/INF
ANRIX
HEXA™

cycnensis (DTPa-
HBV-IPV) gns
iH’exuii no 0,5 mn (1
[03a) Ta niodpinisar

nakcoCmiTKns
H Ekcnopt
Nimiten

Benuka
BputaHis

nakcoCmitKns
1iH Bionogxikans
C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 sKocTi. A®I. Bupo6HMLTBO. 3MiHM B NpoLECi
BMpobHULUTBa AP| (HE3HAYHA 3MiHa Y npoLeci BUpobHMLUTBa
AdIl)

3a
peyerimom

UA/16235/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

KOMBIHOBA | (Hib); 1 nonepegHb0 HesHauHi 3mMiHM y npoLieci BUPO6HULITBA KaLLTHOKOBOrO
HA HanoBHeHM TokcuHy (PT), wo Bupobnsietbes y byaisni WN-49 Ha
BAKLUMHA 0/iHOpa3oBuii BMPOGHMUIN ainbHULI Wavre, Belgium 3 METOI 3HMXEHHS
ansa wnpwuy, (no 0,5 mn (1 LiNb0oBOI WBMAKOCTI noToky PT nig yac o6po6ku
MPO®INTAKT [03a)) Y KOMMNEeKTi 3 YyNbTPa3BYKOM (fjana3oH 3a/IMWaETbCA HE3MIHHUM),
NKIN [BoMa ronikamu ta 3BY)EHHS [liana3oHy LUBUAKOCTI NepeMillyBaHHs nig vac
OUDTEPII, chnakoH 3 aacopbuii Ta BUNpaBieHHs pe3ynbTaTiB TeCTy
NMPABLSA, niocpinizatom (Hib) ~Completeness of adsorption”. 3miHu Il TUNY - 3MiHW 3 AKOCTI.
KALUMHOKY ona 1 nosu, wo A®|. Bupo6HMLUTBO. 3MiHa BUPOBHMKA BMXiAHOTO/MPOMIXXHOIO
(ALENMONAP | 3miwyoTbCcs Nepeg, NpoayKTy/peareHTy, WO BUKOPVUCTOBYOTLCS Y BUPOOHUYOMY
HUA BUKOPUCTAHHAM npoueci A®l, abo 3MiHa BUpPO6HYMKa (BKOHatouu, e
KOMMOHEHT | (wnpwy, 3 ronkamm Heob6XiAHO, MicLe NPOBEAEHHS KOHTPO/IO AKOCTI) AdI (3a
), TENATUTY | 3akpwuTi ryMOBUMMN BiICYTHOCTI cepTucpikaTa BiANOBIgHOCTI EBpONechbkili
B, KoBraykamu); ABi hapmakonei y 3aTBepkeHOMYy Aocbe)(3MiHa B AD|
noniomMien ronku (ogHoro 6i0/10r4YHOr0 NOXOMKEHHS ab0o BUXIAHOMY
TYTA po3mipy), LWnpuy, Ta marepiani/peareHTi/MPOMiXXHOMY MPOAYKTI, LLIO
3AXBOPHOB oNakoH repMeTUyHO BMKOPUCTOBYIOTLCSA [i/151 BUPOOGHULITBA
AHb, 3anakoBaHi y 6i0N10riYHOro/iMyHOOTNYHOTO iKapPCLKOro 3acoby )
3BYAHMUKOM | nnacTtukoBuii PeecTpauis HoBoi 6yaiBni WN-49, 110 po3TallioBaHa Ha
AKUX € KOHTeliHep; no 1 abo BMPOGHMUIli ainbHULUi GlaxoSmithKline Biologicals S.A., Parc
HAEMOPHIL no 10 nnacTUKoBux de la Noire Epine, Rue Fleming 20, 1300 Wavre, Belgium
us KOHTEliHepIB y 415 BUPOOHMLTBA aLe/TioNIAPHNX aHTUMEHIB KaLLJ/TIOKY.
INFLUENZAE | KapTOHHIli KOpoo6Li;
TANY B 1 nonepeHbLO

HarnoBHEHW

04HOPAa30BuiA

wnpwuy, (no 0,5 mn (1

[03a)) y KOMM/IeKTi 3

[BOMa rofikamu Ta

onakoH 3

niodgpinizatom (Hib)

ana 1 nosu, wo

3MILLYIOTLCA Nepes,

BUKOPWCTaHHAM

(Wwnpwy, 3 ronkamm

3aKpuTi FyMOBUMMN

KoBnavkamu); aBi

rofikn (04Horo

po3mipy), Lwnpuy, Ta

dhnakoH repMeTUyHO

3anakoBaHi y

nnacTukoBuii

KOHTeliHep; no 1 abo

no 10 nnacTukoBmnx

KOHTelHepiB y

KapPTOHHI KOpooLii

86. IHPAHPUKC cycneHsisa gns nakcoCmiTKnA Benuka nakcoCmiTKns Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/13939/01/01

™ InB iH'ekUin; no 0,5 MmNy 1iH Ekcnopt BpuTaHis 1iH Bionogxikans 3MiHu 3 siKocTi. A®l. BUpo6HMUTBO. 3MiHM B Npoueci peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KOMBIHOBA | nonepegHbo Nimiten C.A. BMpO6HMLTBA AP| (HEe3HaYHa 3MiHa Y npoLeci BUpobHuLTBa
HA 3arnoBHEHOMY ADI)
BAKLUUHA 0fiHOpa3oBoOMYy He3HauHi 3MiHM y npoueci BUpobHMLTBA KalLLtOKOBOTO
ansa LINpUL Y KOMMEKTI TokcuHy (PT), wo Bnpobnsetbes y 6yaisni WN-49 Ha
MPO®INTAKT 3 rofikoto; no 1 abo BMPOGHUUIN AinbHULI Wavre, Belgium 3 METOK 3HUKEHHS
NKIN 10 nonepefHbO LiIbOBOI LWIBMAKOCTI NOTOKY PT nig yac 06po6km
OUDTEPII, 3anoBHEHNX YyNbTPa3BYKOM (AjanasoH 3a/IMLLAETLCA HE3MIHHUM),
NPABLUA, 0ofiHOpa3oBUX 3BY)EHHS [liana3oHy LUBUAKOCTI NepeMillyBaHHs nig vac
KALLUTHIOKA wnpuyis y ancop6uii Ta BUNpaBneHHs pesybTartiB TecTy
(ALENMKONAP | nnactukoBomy »,completeness of adsorption”. 3miHu Il TNy - 3MiHW 3 AKOCTI.
HUA KOHTeliHepi; no 1 A®I. BupobHuLTBO. 3MiHa BUPOGHMKA BUXIAHOrO/MPOMIXXHOIO
KOMMNOHEHT | koHTeliHepy B NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTHCS Y BUPOOHNYOMY
)TA KapTOHHI KopoobLi npoueci A®|, abo 3miHa BUpobHUKa (BK/THoHaouu, e
noniomMien HeobXiAHO, Micue NPOBeAEeHHA KOHTPOSO AKOCTI) AP (3a
TY BifICYTHOCTi cepTucpikaTa BignoBigHOCTI EBponeiickkili
thapmakonei y 3aTBepAXeHOMY f0Cbe)(3MiHa B AdI
6i0N10rivYHOro NOXoMKeHHA abo BUXigHOMY
marepiani/peareHTi/NPOMiXXHOMY NMPOAYKTI, LLIO
BUKOPWCTOBYIOTbCS 4719 BUPOBHMLTBA
6i0N10ri4HOro/iMyHOOrNYHOrO iKapPCLKOro 3acoby )
PeecTtpauisa HoBoi 6yaisni WN-49, 110 po3TalloBaHa Ha
BMPOGHUUIl ainbHuui GlaxoSmithKline Biologicals S.A., Parc
de la Noire Epine, Rue Fleming 20, 1300 Wavre, Belgium
A15 BUPOOHULTBA aLeIONSAPHUX aHTUMEHIB KaLL/TIOKY.
87. IHOAHPUKC cycnensis (DTPa- nakcoCmiTKns Benwuka nakcoCwmitKns Benebris BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/15832/01/01
™ INB XIb / IPV) ons iH'ekuiii no H Excnopt BputaHis H Bionomxikan3 3MiHu 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHM B NpoLeci peuenmom
INFANRIX™ 0,5wmn (1 po3a) Ta Nimiteq C.A. BMpo6HULUTBa AP| (HE3HAYHa 3MiHa y npoLeci BUpobHuuTBa
IPV HIB niodpinizat (Hib); AdI)
KOMBIHOBA cycneHsis (DTPa- He3HauHi 3MiHM y npoueci BUpobHULTBA KaLLtOKOBOrO
HA IPV) gns iH'ekui no TokcuHy (PT), wo Bnpobnsaetsesa y 6yaisni WN-49 Ha
BAKLUVHA 0,5mn (1 gosa) y BMPOGHUUIN AinbHUUI Wavre, Belgium 3 METOK 3HWKEHHS
ana nonepegHsL0 Li/IbOBOI LWBMAKOCTI NOTOKY PT nig yac 06po6km
MPO®INTAKT HanoBHeHOMY yNbTPa3BYKOM (AjanasoH 3a/IMLLAETLCA HE3MIHHUM),
NKN 0fiHOpPa30BOMY 3BY)KEHHS fliana3oHy LWBWAKOCTI NepemillyBaHHS nif yac
DUDTEPII, wnpuyi Nely ancop6uii Ta BUNpaBneHHs pe3ynbTartiB TecTy
NnPABLA, KOMMAEKTi 3 ABoMa »,completeness of adsorption”. 3miHu Il TMNy - 3MiHK 3 AKOCTI.
KALLUMOKY ronkamm Ta A®|. BupobHuLTBO. 3MiHa BUPOGHMKA BUXIAHOMO/MPOMIXXHOIO
(AUENONAP | niodinizar (Hib) y NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
HUIA donakoHi Nel, wo npoueci A®l, abo 3miHa BUpOGHKKa (BKtoUatouu, ge
KOMMOHEHT | 3miwyoTbCcs nepeg, HeobxiAHO, MicLe NpoBeAeHHS KOHTPO/I0 skocTi) A®I (3a
) BUKOPUCT@HHAM: MO BiICYyTHOCTi cepTucpikaTa BiANoBigHOCTI EBpONeichbkili
noniomMien 1 nonepefHLO thapmakonei y 3aTBepxeHoOMy f0Cbe)(3MiHa B Ad|
TYTA HarnoBHEHOMY 6i0/10rYHOr0 NOXOMKEHHS 260 BUXIAHOMY
3AXBOPHOB 0HOPa30BOMY mMartepiani/peareHTi/NPOMKHOMY NPOAYKTI, L0
AHb, LINpULY Y KOMNAEKTI BMKOPUCTOBYIOTLCS /151 BUPOGHMLTBA
3BYAHVNKOM | 3 gBOMa rosikamu Ta 6i0/10riYHOr0/iMyHOMOTIYHOrO NiKapCbKoro 3acoby )
AKUX € 1 cbnakoHoM 3 PeecTtpauisa Hooi 6yaisni WN-49, 110 po3TalloBaHa Ha
HAEMOPHIL nioginizatom (Hib) y BMPO6HMUIN ainbHuui GlaxoSmithKline Biologicals S.A., Parc
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
us BaKyyMHiii de la Noire Epine, Rue Fleming 20, 1300 Wavre, Belgium
INFLUENZAE | cTepwnbHiii 0151 BUPOOHMLTBA aLeNtoNAPHUX aHTUTEHIB KaLLIIOKY.
TANY B ynakosui; no 1
BaKyyMHiii
CTEpUSIbHIli ynakoBLi
Y KapTOHHii Kopobui
88. IPUHOTEKAH | koHueHTparT gns ToBapucTBo 3 YkpaiHa AxTasic ITanis ITania BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/14240/01/01
-BICTA NPUroTyBaHHSA 06MeXeHo C.n.A. 3MmiHu 3 aKocTi. CepTudikaT BignosigHocTiI/I E-cepTudikat peuenmom
pO3YuHy AN BiANOBIgaIbHICT BiANOBIAHOCTI €Bponeiickkili hapmakonei/moHorpadii.
iHcpy3iiA, 20 mr/mn, 10 «<BYCT MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikatTa
no 5 mn (100 mr) PAPMA» BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa BignoBiAHOCTI
abo no 15 mn (300 €sponelicbkin dhapmakonei: ana A®l; gns BuxigHoro
Mr), a6o 25 mn (500 Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
Mr) y donakoHi; no 1 BVKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
chnakoHy B peyoBuHM (cepTudikat BiANOBIAHOCTI EBPONENChkili
KapTOHHIA Kopoo6Li hapmakonei) - HoBuii cepTudikar Bif BXe 3aTBepIKeHOro
BMpOGHUKA -
noAaHHA HOBOTO cepTudikaTta BignoBigHOCTI €EBponenchbkili
thapmakonei Ne RO-CEP 2017-163 - Rev 00 gns gito4oi
peyoBuHm Irinotecan hydrochloride trihydrate Big Bxe
3aTBepaxeHoro Bupo6Hnka SCINOPHARM TAIWAN, LTD.
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTI/l E-
cepTudikaT BiAnNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonel) - Houii cepTudpikat Ha HecTepuibHUi AdI,
AKWIA Byae BUKOPMCTOBYBATUCS A1 BUPOOHNLTBA
CTEepPU/ILHOTO NiKapCcbKOro 3acoby, AKL0 Boga
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CMHTe3y Ta marepian
He BiflbHUIA Bif 6akKTepiasibHNX eHAO0TOKCUHIB - MOAaHHS
HOBOro cepTudikaTta BignoBiAHOCTI EBponeichkiii
thapmakonei Ne RO-CEP 2017-096 - Rev 01 gns gitoyoi
peuoBuHm Irinotecan hydrochloride trihydrate Big Bxe
3aTBepaxeHoro Bupo6Huka SICHUAN XIELI
PHARMACEUTICAL CO., LTD.
89. ICEHTPECC TabneTku, BKpUTI Mepk Wapn i LLiBeiuapis Mepk LWapn i HigepnaHgy | BHeCeHHs 3MiH [0 peecTpauiliHix maTtepianis: 3MiHu | Tuny - - UA/14320/01/01
nNiBKOBOIO Joywm IAEA [oym B.B., / 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTpob
060n0HkKot0, No 400 M6X HigepnaHgm Cinranyp/ roTOBOrO /liKapcbKoro 3acoby. 3MiHa napameTpis
mr; in bulk: no 60 (nepBuHHe Ta Ipnangis cneuudikauin Ta/abo [onycTMMKUX MEX roTOBOro
Tabnetok y hNakoHi; BTOPWHHE nikapcbKoro 3acoby (BHeCeHHs 3MiH 0 A0CbE MicNs
no 120 chnakoHiB B nakyBaHHs, OHOBJ/IEHHS 3arasibHOI CTaTTi Ha roTOBY MikapcbKy hopmy y
rpynosiii ynakoBuji [003BiN Ha LdY/EBponelicbkiii hapmakonei) NpuBefeHHs cneumdikadii

BUNYyCK cepil);

(Ha BMNyCK Ta TepMiH NPUAATHOCTI) Ta METOZIB KOHTPO/IIO
N3 3a nokasHukom «MpoaykTn gerpagauii» (metog BEPX)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
IHTepHeLwwH [0 moHorpadii Raltegravir tablets, €sponelicbkoi
v6X (chinis dapmakonei 10.3
Cinranyp), BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS.
Cinranyp 3miHu | TMny - 3MiHKU 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
(BUPOGHWMK KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby (iHLWi 3mMiHW)
Hepo3acoBaHo OHOBJ/IEHHS BXE 3aTBEPKEHNX METO/IB KOHTPOO AKOCTI
T npoAykuii Ta N3, a came BUKNafeHHS TEKCTY AEPXKABHOK MOBOH 3iAHO
KOHTPO/b Cy4acHWX BUMOT.
akocTi); MCJ,
IHTEepHeLHN
rm6X / MCJ,
IpnaHgjs
(Bennigaiin),
IpnaHgis
(BUPOGHWK
Hepo3dacoBaHo
T npoaykuii Ta
KOHTPO/b
SIKOCTI)

90. ICEHTPECC TabneTtku, BKPUTI Mepk Wapn i LLiBeiiuapis Mepk LWapn i HinepnaHgy | BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/9325/01/01
NiBKOBOO Joywm IOEA Joym B.B., / 3MiHM 3 aKocTi. [oToBWMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
o60onoHkoto, no 400 M6X HigepnaHvgm Cinranyp/ roTOBOrO JliKapcbKoro 3acoby. 3miHa napameTpis
Mr; no 60 TabneTok (nepBuHHe Ta Ipnangis cneuudikauin Ta/abo fonycTMMUX MEX roTOBOro
y donakoHi; no 1 BTOPUHHE nikapcbKoro 3acoby (BHECEHHS 3MiH [0 A0CLE Nicns
donakoHy B nakyBaHHS, OHOBJ/IEHHA 3aras1bHOT CTATTi Ha rOTOBY fliKapCbKy hopmy y
KapTOHHIlA KOpooLi [03BiN Ha LdY/EBponelicbkiii hapmakonei) NnpuBefeHHs cneumdikadii

BWMNYCK Cepii); (Ha BMNyCK Ta TEPMIH NPUAATHOCTI) Ta METOZAIB KOHTPO/O
MC/[, N3 3a nokasHukom «MpoaykTu gerpagauii» (meton BEPX)
IHTEepHELUHN [0 MoHorpadpii Raltegravir tablets, €sponeiicbkoi
vm6X (chinis ®apmakonei 10.3
CiHranyp), BBefeHHs 3MiH NpoTArom 6-Tu MicALiB Nicns 3aTBEPMAKEHHS.
CiHranyp 3MiHu | TUNY - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
(BUPOGHWK KOHTpO/1b rOTOBOrO AikapcbKoro 3acoby (iHLi 3MiHN)
Hepo3dacoBaHo OHOBJ/IEHHS BXE 3aTBEPMKEHNX METOAIB KOHTPO/IKO AKOCTI
T npoaykuii Ta N3, a came BUKNaAEHHA TEKCTY AepPXaBHOK MOBOIO 3rigHO
KOHTPO/1b Cy4acHuX BUMOT.
akocTi); MCJ,
IHTepHeLwHN
v6X / MC/,
IpnaHgjs
(Bennigaiin),
IpnaHgjs
(BUpPOGHWMK
Hepo3dghacoBaHo
T npoAykuii Ta
KOHTPO/b
SAKOCTI)
91. KAPMETAOWN | TabneTku, BKpUTI TOB "YOPNA YkpaiHa YOPNA TypeuunHa BHECEHHS 3MiH [10 peecTpaviiiHMx maTtepianis: 3miHa 3a UA/14715/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

H

nNiBKOBOIO
060/10HKOMD, 3
MoAandikoBaHUM
BMBINIbHEHHSIM, NO
35 wr; no 30
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIlA KopooLi

MEAVLIH"

MEANLH
INIAY CAH. BE
TIDK. A.LL.

3asBHUKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). TepMiH BBeEHHS 3MiH
- NPOTAroM 6 MicALIB NiCNA 3aTBEPMKEHHS. 3MiHW | Tuny -
3MmiHu Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
hapmakoHarnagy (BBefeHHs y3araslbHeHUX AaHuX npo
cuctemy hapmakoHarisgy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa 41
3[jiCHEeHHS hapMakoHarisay B YkpaiHi, SKLLO BoHa
BiIMiHHa BiJ, yNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbLHOT 32
3ailicHeHHs chapMakoHarnaay (BKUaUy KOHTaKTHi AaHi)
Ta/abo 3MiHM y pO3MiLLeHHI MacTep-aiina cucremu
thapmakoHarnagy) 3MiHa yrnoBHOBaXXeHOT 0CObU 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnag,. [iroya pegakuis:
Mescim Inbkb6axap AiHvens / Mrs. Mevsim llkbahar Dincel.
MponoHoBaHa pepakuis: Myano MNaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOI 0COBM 3asBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag,. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLIe3HaXOKeHHs1 MacTep-thaiina cuctemm
thapmakoHarnsgy. 3minu | Tuny - 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy (iHwi 3miHun)
BHeceHHs iHdhopMal,ii Woa0 HaliMeHyBaHHS HOBOTO
3asBHUKA Yy TEKCT MapKyBaHHS yNakoBKM /TiKapCbKOro
3aco6y. BHeceHHs 3MiH o po3ainy «MapkyBaHHs» MKA N13:
3artBepakeHo: TEKCT MAPKVPOBKW TekcT MapKyBaHHs
[0 peecTpauiiHoro NocBiAYeHHs ... 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOr0 TEKCTY MapKyBaHHS.
TepmiH BBEAieHHS 3MiH - NpoTArom 6 micauis nicns
3aTBEPAKEHHS.

peyerimom

92.

KBEHTIAKC®
SR

TabneTku
MPOJIOHroBaHoOI fji
no 50 wr; no 10
Tabnetok y 6nictepi;
no 6 a6o 9 6nictepis
Y KapTOHHIli kopobLi

KPKA, a.4.,
Hoso mecTo

CnoseHis

BUPOGHMLTBO "in
bulk", nepsnHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpONb cepii
Ta BUNyCK cepii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
KOHTPO/b cepil:
KPKA, a.4a.,
HoBo mecTo,
CnoBeHis

CnoseHisi

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MiHu 3 sKoCTi. FoTOBMIA NikapCbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpO6HULITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IKOHYAKUM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHMLTBI rOTOBOTO /iKapCbKoro
3ac006y (iHLWi 3MiHX) HE3HAYHI 3MiHW CTOCOBHO MpoLecy
BMpPOGHMLTBA /13, a came: LLoAO0 Yacy BUTPUMKM MPOMIKHMX
npoaykTis. BBegeHHA 3MiH NpOTArom 6-Tv micsAuiB nicns
3aTBEPMAKEHHA. 3MiHU | TUny - 3MiHW WoA0
6e3nekun/edekTBHOCTI Ta hapMakoHarniagy (iHLWi 3MiHKn)
BHeceHHs 3MiH f0 po3giny «MapKyBaHHS» NikapCbKoro
3acoby. 3atBepmkeHo: MAPKVIPOBKA CooTBeTcTByeT
npeaocTaBNEHHOMY TEKCTY MapKVpOBKW NEPBUYHON 1
BTOPVYHOI ynakoBoK. 3anponoHoBaHo: MAPKYBAHHA
BianosigHo [0 3aTBEPMAXEHOr0 TEKCTY MapKyBaHHS
OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
3ac06y 3 BHECEHHSIM iH(hopMau,ii LWoA0 3a3HaYEHHS

3a
peyenmom

UA/16479/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

OAVHWLb BMMIpOBaHHA y cuctemi S1.3miHW | Tuny - 3miHu 3
sKocTi. FoTOBMIA Nnikapcbkuii 3aci6. KOHTPOb roToBOro
NiKapcbKoro 3acoby (iHLi 3MiHN) OHOB/IEHHS BXE
3aTBEPAKEHNX METOZIB KOHTPOJO SIKOCTi NiKapCbKOro
3acoby, a came BUKNaAEeHHA TEKCTY AepXXaBHOK MOBOIO
3riflHO Cy4acHUX BUMOr. BBeAEeHHS 3MiH NpOTSArom 6-u
MicsLiB MicnsA 3aTBepAKeHHs. 3MiHu | TUny - 3MiHU 3 SKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6. CTabinbHICTb. 3MiHa Yy TEpMiHax
npugaTHocTi abo ymoBax 36epiraHHsi roTOBOrO J1iKapCbKOro
3aco6y (36i/1bLIeHHS TepMiHY NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [1ns Toprosoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK peasibHOro Yacy) 36ibLUeHHS:
TepMiHy NMpPUAATHOCTI FOTOBOTO JliKkapCbKOro 3acoby (a5
TabneTok NposioHrosaHoi Aii no 50 mr) 3 2 go 3 pokis Ans
TOProBOi yNakoBKK, L0 NiATBEPAKYETHCA AaHUMM
peasibHOro yacy.

[itoyva pegakuis TepMiH npuaatHocTi: 2 poku MNponoHoBaHa
pefakuis TepmiH npuaaTHOCTI: 3 pokM 3MiHWM BHECEHO B
IHCTPYKLiIO 4151 MeAMYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3gin «TepMiH npugaTHocTi» (415 fo3yBaHHA 50
Mr).

BBeAeHHs1 3MiH NPOTAroM 6-TW MICALLIB NiC/1A 3aTBEPAKEHHS.

93.

KBEHTIAKC®
SR

TabneTku
MPOJIOHroBaHoOI fji
no 150 mr; no 10
Tabnetok y 6nictepi;
no 6 a6o 9 6nictepis
Y KapTOHHIli kopobLi

KPKA, a.4.,
HoBso mecTo

CnoseHis

BUPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpONb cepii
Ta BUNyCK cepii:
KPKA, a.4.,
HoBo mecTo,
CnoseHis
KOHTPO/b cepil:
KPKA, a.4a.,
HoBo mecTo,
CnoseHis

CnoseHisi

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MiHu 3 sKocTi. FoTOBMIA NikapCbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpO6HULITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IKOHYAKUM MPOMIKHWIA NPOAYKT, LLO
3aCTOCOBYETLCA MNPV BUPOOHMLTBI rOTOBOTO NiKapCbKoro
3ac006y (iHLWi 3MiHX) HE3HAYHI 3MiHW CTOCOBHO MpoLecy
BMpPOGHMLTBA /13, a came: LLoAO0 Yacy BUTPUMKM MPOMIKHMX
npoaykTis. BBegeHHA 3MiH NpOTAroM 6-Tv micsAuiB nicns
3aTBEPMAKEHHA. 3MiHU | TUny - 3MiHW WoA0
6e3nekun/edekTBHOCTI Ta hapMakoHarniagy (iHLWi 3MiHKn)
BHeceHHs 3MiH f0 po3giny «MapKyBaHHS» NikapCbKoro
3acoby. 3atBepmkeHo: MAPKVIPOBKA CooTBeTcTByeT
npeaocTaBNEHHOMY TEKCTY MapKVpOBKW NEPBUYHON 1
BTOPVYHOI ynakoBoK. 3anponoHoBaHo: MAPKYBAHHA
BianosigHo [0 3aTBEPMAXEHOr0 TEKCTY MapKyBaHHS
OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHthopMa,ii LWoA0 3a3HaYeHHS
OAVHWLb BMMIpOBaHHA y cuctemi S1.3MiHM | Tuny - 3miHu 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
NiKapcbKoro 3acoby (iHLi 3MiHN) OHOB/IEHHS BXE
3aTBEPAKEHNX METOZAIB KOHTPOJO SIKOCTi NiKapCbKOro
3acoby, a came BUKNaAEeHHA TEKCTY AepXaBHOK MOBOIO
3riJHO CyyacHuX BUMOr. BBefeHHs 3MiH NpoTArom 6-u
MicALB Nic/1a 3aTBepAKEHHS.

3a
peyenmom

UA/16479/01/02

94.

KBEHTIAKC®
SR

Tabnetkn
NPOJIOHroBaHoI fji

KPKA, a.4.,
HoBso mecTo

CnoseHis

BUPOGHMLTBO "in
bulk", nepsuHHe

CnoseHis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 siKoCTi. [oTOBMIA NiKapCbKuii 3aci6. 3MiHM y

3a
peyenmom

UA/16479/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
no 200 mr; no 10 Ta BTOpPVHHE BMPOGHMLTBI. 3MiHN Y NpoLeci BUpO6HULITBA FOTOBOTO
Tabnetok y 6nictepi; nakyBaHHs, nikapcbKoro 3acoby, BKIKOYAKUM NPOMKHUIA NPOAYKT, L0
no 6 abo 9 6nictepis KOHTpONb cepil 3aCTOCOBYETLCA MNPV BUPOOHMLTBI rOTOBOrO NiKapCbKoro
Y KapTOHHIli kopoobLi Ta BUNyCK cepii: 3ac006y (iHWi 3MiHX) HE3HAYHI 3MiHW CTOCOBHO MpoLecy
KPKA, a.4., BMPOGHMUTBA /13, a came: o0 Yacy BUTPUMKN NPOMDKHUX
HoBo mecTo, npoaykTis. BBeAeHHA 3MiH NpOTAroM 6-Tv micsAuiB nicns
CnoBeHisi 3aTBEPMKEHHS. 3MiHuM | Tuny - 3MiHW Woao
KOHTPO/b cepil: 6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy (iHwi 3miHun)
KPKA, a.4a., BHeceHHs 3MiH [0 po3giny «MapKyBaHHS» NikapcbKoro
HoBo mecTo, 3acoby. 3atBepmkeHo: MAPKVIPOBKA CooTBeTcTByeT
CnoBeHis npeaocTaBNEHHOMY TEKCTY MapK/pOBKW MEPBUYHON 1
BTOPUYHOI ynakoBoK. 3anponoHoBaHo: MAPKYBAHHA
BianosigHO [0 3aTBEPAXEHOI0 TEKCTY MapKyBaHHS
OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro
3ac06y 3 BHECEHHAM iHthopMaL,ii LWoA0 3a3HaYeHHS
OAVHWLb BMMIpOBaHHA y cuctemi S1.3miHM | Tuny - 3miHun 3
sKocCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
NiKapcbKoro 3acoby (iHLi 3MiHM) OHOB/IEHHS BXE
3aTBEPAKEHNX METOZIB KOHTPOJO SIKOCTi NiKapCbKOro
3acoby, a came BUKNaAeHHA TEKCTY AepXXaBHOK MOBOIO
3riJHO CyYacCHNX BUMOr. BBefeHHs 3MiH NpoTArom 6-Tu
MicAILiB Nic/1a 3aTBEPAKEHHS.

95. KBEHTIAKC® | Tabnetku KPKA, 4.4., CnoBeHis BUPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/16479/01/04
SR NPOIOHTOBaHOI Aji HoBso mecTo bulk", nepsuHHe 3MiHM 3 IKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK Y peyenmom
no 300 mr; no 10 Ta BTOpPVHHE BMPOGHMLTBI. 3MiHN Y NpoLeci BUpO6HULITBA FOTOBOTO
Tabnetok y 6nictepi; nakyBaHHs, NiKapcbKoro 3acoby, BKIKOYAKUM NPOMDKHUIA NPOAYKT, L0
no 6 abo 9 6nictepis KOHTpONb cepil 3aCTOCOBYETLCA MNPV BUPOOHMLTBI rOTOBOTO NiKapCbKoro
Y KapTOHHIli kopobLi Ta BUNyCK cepii: 3ac006y (iHLWi 3MiHX) HE3HAYHI 3MiHW CTOCOBHO MpoLecy

KPKA, a.4., BUpo6HMLUTBA /13, a came: LWoA0 Yacy BUTPUMKM MPOMDKHUX
HoBo mecTo, npoaykTis. BBegeHHA 3MiH NpOTAroM 6-Tv micsAuiB nicns
CnoBeHisi 3aTBEpMKEHHS. 3MiHuM | Tuny - 3MiHW Woao

KOHTPO/b cepil: 6e3nekun/edekTBHOCTI Ta hapMakoHarniagy (iHLWi 3MiHKn)

KPKA, a.4a., BHeceHHs 3MiH J0 po3giny «MapKyBaHHS» NikapcbKoro

HoBo mecTo, 3acoby. 3atBepmkeHo: MAPKVIPOBKA CooTBeTcTByeT

CnoBeHis npeaocTaBNEHHOMY TEKCTY MapKVpOBKW NEPBUYHON 1

BTOPVYHOI ynakoBoK. 3anponoHoBaHo: MAPKYBAHHA

BianosigHo [0 3aTBEPMAXEHOr0 TEKCTY MapKyBaHHS
OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHthopMa,ii LWoA0 3a3HaYeHHS
OAVHWLb BMMIpOBaHHA y cuctemi S1.3MiHM | Tuny - 3miHu 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
NiKapcbKoro 3acoby (iHLi 3MiHN) OHOB/IEHHS BXE

3aTBEPAKEHNX METOZAIB KOHTPOJO SIKOCTi NiKapCbKOro

3acoby, a came BUKNaAEeHHA TEKCTY AepXaBHOK MOBOIO

3riJHO CyyacHuX BUMOr. BBefeHHs 3MiH NpoTArom 6-u

MicALB Nic/1a 3aTBepAKEHHS.
96. KBETUPOH TabneTtku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/8372/01/02
100 n1iBKOBOO YKPAIHA" Crapt” 3MiHu 3 siKocTi. A®Il. KoHTposb A®l. 3miHa y napameTpax peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

060/10HKO0, M0 100
Mmr o 10 TabneTok y
6nictepi; no 1, 3 abo
6 6nicTepis B
KapTOHHI navwi

cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAYEHNX Y
cneuudikayisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMPOGHMLUTBA AD| (iHLLI 3MiHW)
3MiHa y napameTpax crneundikauii A®l BupobHuka Jubilant
Generics Limited, IHAiA — BHECEHHA NPUMITKN KOHTPO/b
NOKa3HWKIB NPOBOAUTLCA HE pifLue O4HOro pasy Ha pik. B
HLWIMX BUNaAKax pe3ynbTaTi KOHTPO/II0 NePeHOCATLES i3
cepTudikaTy BUpo6HMKa AD| B aHasTiTMUYHWIA 3BIT CTOCOBHO
n. cynbgaTtHa 301a, MikpobionoriyHa uncroTa, 2,(2
xnopetokci) eTaHon (2-CEE). 3MiHu | TUny - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y cneuudikauisx Ha
A®I, ab0 BUXigHWIA/NPOMDKHUIA NpoAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCA Y npoueci BUpobHuuTBa A®I (iHLLi 3MiHW)
(B.1.6.1. (x) IA)

BuganeHHs n. po3unHHICTb, i3 cneumdikauii A®| BUpobHuKa,
OCKifIbKM 3riAHO 3arasibHOT cTatTi AdY iHdopmauis
HaBefieHa y p. BnacTmBocTi, Mae pekoMeHA0BaHui

xapakTtep. 3MiHu | Tuny - 3MiHn 3 akocTi. APl KoHTposnb AdI.

3MiHa y napameTpax cneuudikaLiii Ta/abo AonycTummx
MeX, BU3Ha4YeHuX y crneumndikayisx Ha Adl, abo
BWXiAHWA/NPOMDKHWIA NpOAYKT/pearexT, Wo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuuTBa A®I (iHLLi 3MiHW)
3miHa y napameTpax cneuudikauii A®I BupobHuka «Nosch
Labs Pvt.Ltd», IHAjs — BHECEHHA NPUMITKN KOHTPO/1b
NOKa3HUKIB NPOBOANTLCS B PEXUMI MOHITOPUHTY, ane He
pigLle oAHOro pasy Ha pik. B iHWWX BrNagkax pesynbtatu
KOHTPO0 NepeHOCATLCSA i3 cepTudikaty BUpobHuka APl B
aHaNiTMYHWIA 3BIT CTOCOBHO MOKa3HUKIB «CyfbghaTHa 30/1a»,
«N,N- umeTnnaHinin» 2,(2 XNopeToKci) eTaHon,
«3a/TULLKOBI KifIbKOCTi OpraHiyHnUX pO34MHHUKIB»,
«MiKpob6ionoriyHa yictota». KoHTponbL napameTpy
3[iICHIOETLCSA NPV NepekoHTposi AD| Ans n. «CynpoBifHi
LOMILLKM», «MIKPOBIONoriyHa YNCTOTa», «KisibKicHe
BM3HAYEHHS». 3MiHM | Tuny - 3MiHK 3 akocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo JonycTuMmx
MEX, BU3HA4YeHNX y crieumdikayisax Ha A®l, abo
BUXiZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHnutea A®I (iHLi 3miHW)
BupaneHHs 3i cneumndikavii API n. «Bakki MeTann» ans
Bupo6HMKa Nosch Labs Pvt.Ltd», IHgis. 3miHW | Tuny - 3MiHn
3 AKoCTi. FoTOBWIA Nnikapcbkuii 3aci6. KOHTpPOsIb rOTOBOrO
nikapcbKoro 3aco6y. 3MiHa napamMeTpiB cneuudikadi
Ta/abo fonyCTUMUX MEX roTOBOrO JliKapcbKoro 3acoby (iHLwui
3MiHM) [NepiognyHICTb KOHTPO/IIO ANA T. Mikpob6ionoriyHa
YMCTOTa KOHTPOSIb 3AiACHIETLCS Ha NEPLLIN cepii B pou i
He pifLle , HiX Ha KOXHIi 10-ii cepii». 3miHu | TMNY - 3MiHK 3
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n/n

JliKapcbKo20

Hasga

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3aco6y. 3MiHa napameTpiB cneuudikadi
Ta/abo fonyCTUMUX MEX roTOBOrO JliKapcbKoro 3acoby (iHLwui
3MiHWM)
3MiHa hopMynoBaHHA BUMOT [0 NOKasHWKa «PO34YMHEHH:A»-
BUK/tOYEHA iH(hopMaL,isl N0 KPUTEPIAM NPUAHATHOCTI
CTYNeHI0 PO3YMHEHHS MO TPbOM PIBHAM, OCKI/IbK Lii BUMOTW
onucaHi B A®Y 2.9.3., Ha ke NoAAETLCA NOCUIaHHA B
MeToAax KOHTPOO Ta NpUBEAEHHS [0 €AMHOro hopmarty B
KpaiHax peecTtpaui. BunyueHHs 3 p. «Onuc» pasn «3a
30BHILUHIM BUrNAA0M MaloThb BignosigaTv BuMmoram AdY,
cTaTTs «Tabnetkn». 3MiHn | TMny - 3MiHKU 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHWM) OHOBNEHHA po3ainis 3.2.P.3.3; 3.2.P.3.4;
3.2.P.3.5; 3.2.P.5.1; cneumdpikauis Ha BuNyck Ta TepMiH
npuaaTHOCTI NpefcTaBeHa y BUrNaAi ogHiel Tabnuui
BignoBigHO 00 BUMOr HactaHoBu 42-3.2:2004 «JlikapCbki
3aco6u. Cneuudikavyii: KOHTPONbHI BUNpobyBaHHA Ta
KpUTepii NPUAHATHOCTI». 3MiHW | TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. 3MiHU Y BUPOOHULTBI (iHLLi 3MiHW)
YTOUHeHHS iHdopmMauii Woa0 HaHeCEHHSA HoMepa cepil i
TepMiHy NPUAATHOCTI Ha cTagii «dpacyBaHHs», «naKkyBaHHsI»

97.

KBETUPOH

200

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, MO 200
Mmr no 10 TabneTok y
6nictepi; no 1, 3 abo
6 6nicTepis B
KapTOHHI nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MiHn 3 siKocTi. APl KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAUYEHNX Y
cneyudikayisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NMPOLEC
BMPOGHMLUTBA ADI (iHLLI 3MiHW)
3MiHa y napameTpax cneundikauii A®| BupobHuka Jubilant
Generics Limited, IHAis — BHECEHHA NPUMITKN KOHTPO/b
NOKa3HWKIB NPOBOAUTLCA He pifLue 04HOro pasy Ha pik. B
HLIMX BUN@AKax pe3ynbTaTi KOHTPOSIK0 NEePEHOCATLCS i3
ceptudiikaty BUpo6HvKa APl B aHaliTUUHWIA 3BIT CTOCOBHO
n. cynbghaTtHa 301a, MikpobionoriyHa uncrota, 2,(2
xnopetokci) eTaHon (2-CEE). 3MiHu | TUny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneundikauiii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y cneuudikauisx Ha
A®I, ab0 BUXigHWIA/NPOMKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea A®I (iHLi 3MiHW)
BuganeHHs n. po3umHHICTb, i3 cneumdikauii A®| BUpobHuKa,
OCKifIbKM 3rigHO 3arasibHOT cTaTtTi AdY iHdopmauis
HaBefieHa y p. BnacTmBocTi, Mae pekoMeHA0BaHui
xapakTtep. 3MiHu | Tuny - 3MiHn 3 akocTi. APl KoHTposnb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo gonyctummx
MeX, BU3Ha4YeHuX y crneumndikayisx Ha Adl, abo
BUXiAHWA/NPOMIKXHUWIA NpOAYKT/pearexT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BUpobHuuTea A®I (iHLwi 3miHK)

3a
peyenmom

UA/8372/01/03
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n/n

Hasga

JliKapcbKo20

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3miHa y napameTpax cneuudikauii A®I BupobHuka «Nosch
Labs Pvt.Ltd», IHAjs — BHECEHHA NPUMITKN KOHTPO/1b
NOoKa3HUKIB NPOBOANTLCS B PEXUMI MOHITOPUHTY, ane He
pigLle oAHOro pasy Ha pik. B iHWWX Brnagkax pesynbtatu
KOHTPO0 NepeHOCATLCS i3 cepTudikaty BUpobHuka APl B
aHaniTMYHWIA 3BIT CTOCOBHO MOKa3HUKIB «CyfbghaTHa 30/1a»,
«N,N- umeTnnaHiniH» 2,(2 XNopeToKci) eTaHorn,
«3a/TULLKOBI KifIbKOCTi OpraHiyHnUX pO34MHHUKIB»,
«MiKpob6ionoriyHa yictota». KoHTponbL napameTpy
3[iICHIOETLCA NPV NepekoHTposi A®| ANs n. «CynpoBifHi
[LOMILLKM», «MIKPOBIONoriyHa YNCTOTa», «KisibKicHe
BMU3HAYEHHS». 3MiHM | Tuny - 3MiHK 3 akocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo JonycTuMmx
MEX, BU3HA4YeHNX y crieumdikalisax Ha Ad®l, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BMKOPWCTOBYIOTbCSA Yy npoueci BUpobHnutBa A®I (iHLi 3MiHW)
BupaneHHs 3i cneumndikadii API n. «Bakki MeTann» ans
Bupo6HMKa Nosch Labs Pvt.Ltd», IHgis. 3miHW | Tuny - 3MiHn
3 AKocCTi. FoTOBWIA Nikapcbkuii 3aci6. KOHTpOsIb rOTOBOrO
nikapcbKoro 3aco6y. 3MiHa napameTpiB cneuudikadi
Ta/abo fonyCTUMUX MEX roTOBOrO JliKapcbKoro 3acoby (iHLwui
3MiHM) [NepiognyHICTb KOHTPOO AN T. Mikpob6ionoriyHa
UMCTOTa «KOHTPO/Ib 3AiCHIETLCS Ha NEpLLIN cepii B pou i
He pigLle , HiX Ha KOXHIi 10-ii cepii». 3miHu | TURY - 3MiHK 3
SKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTpOb rOTOBOrO
nikapcbKoro 3aco6y. 3MiHa napamMmeTpiB cneyudikadi
Ta/abo fonyCTUMUX MEX roTOBOrO JlikapcbKoro 3acoby (iHLwui
3MiHWM)
3MiHa hopMyntoBaHHA BUMOT [0 NOKa3HWKa «PO34YnMHEHH:A»-
BUK/ItOYEHA iH(hopMaL,isfl N0 KPUTEPIAM NPUAHATHOCTI
CTYNeHI0 PO3YMHEHHS MO TPbOM PIBHAM, OCKI/IbKV Lii BUMOTW
onucaHi B A®Y 2.9.3., Ha ke NoAAETLCA NOCUMaHHA B
MeTOAAax KOHTPO/I0 Ta NPUBEAEHHA 40 EAVMHOTO hopMarty B
KpaiHax peecTtpaui. BunyueHHs 3 p. «<Onuc» pasn «3a
30BHILLUHIM BUMMAA0M MaloThb BignosigaTv Bumoram AdY,
cTaTTs «Tabnetkn». 3MiHn | TMny - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHWM) OHOBNEHHA po3ainis 3.2.P.3.3; 3.2.P.3.4;
3.2.P.3.5; 3.2.P.5.1; cneumdpikauis Ha BUNyck Ta TepMiH
npuaaTHOCTI NpeacTaBeHa y BUrNaAi ogHiel Tabnuui
BigNoBigHO 00 BUMOr HactaHoBu 42-3.2:2004 «JlikapCbki
3aco6u. Cneuudikavii: KOHTPONbHI BUNpobyBaHHA Ta
KpuUTepii NPUAHATHOCTI». 3MiHW | TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. 3MiHU Y BUPOOHULTBI (iHLLi 3MiHW)
YTOUHeHHS iHdopmMauii Wo40 HaHeCEHHSA HoMepa cepil i
TepMiHy NPUAATHOCTI Ha cTagii «dpacyBaHHs», «naKkyBaHHsI»

98.

KBETUPOH

25

TabneTtku, BKPUTI
n/1iBKOBOO

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MiHM 3 sikocTi. APl KoHTponb A®I. 3miHa y napameTpax

3a
peyenmom

UA/8372/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

060/10HKO0, N0 25
mr o 30 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI navwi

cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAYEHNX Y
cneuudikayisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMPOGHMLUTBA AD| (iHLLI 3MiHW)
3MiHa y napameTpax crneundikauii A®l BupobHuka Jubilant
Generics Limited, IHAiA — BHECEHHA NPUMITKN KOHTPO/b
NOKa3HWKIB NPOBOAUTLCA HE pifLue O4HOro pasy Ha pik. B
HLWIMX BUNaAKax pe3ynbTaTi KOHTPO/II0 NePeHOCATLES i3
cepTudikaTy BUpo6HMKa AD| B aHasTiTMUYHWIA 3BIT CTOCOBHO
n. cynbgaTtHa 301a, MikpobionoriyHa uncroTa, 2,(2
xnopetokci) eTaHon (2-CEE). 3MiHu | TUny - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y cneuudikauisx Ha
A®I, ab0 BUXigHWIA/NPOMDKHUIA NpoAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCA Y npoueci BUpobHuuTBa A®I (iHLLi 3MiHW)
(B.1.6.1. (x) IA)

BuganeHHs n. po3unHHICTb, i3 cneumdikauii A®| BUpobHuKa,
OCKifIbKM 3riAHO 3arasibHOT cTatTi AdY iHdopmauis
HaBefieHa y p. BnacTmBocTi, Mae pekoMeHA0BaHui

xapakTtep. 3MiHu | Tuny - 3MiHn 3 akocTi. APl KoHTposnb AdI.

3MiHa y napameTpax cneuudikaLiii Ta/abo AonycTummx
MeX, BU3Ha4YeHuX y crneumndikayisx Ha Adl, abo
BWXiAHWA/NPOMDKHWIA NpOAYKT/pearexT, Wo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuuTBa A®I (iHLLi 3MiHW)
3miHa y napameTpax cneuudikauii A®I BupobHuka «Nosch
Labs Pvt.Ltd», IHAjs — BHECEHHA NPUMITKN KOHTPO/1b
NOKa3HUKIB NPOBOANTLCS B PEXUMI MOHITOPUHTY, ane He
pigLle oAHOro pasy Ha pik. B iHWWX BrNagkax pesynbtatu
KOHTPO0 NepeHOCATLCSA i3 cepTudikaty BUpobHuka APl B
aHaNiTMYHWIA 3BIT CTOCOBHO MOKa3HUKIB «CyfbghaTHa 30/1a»,
«N,N- umeTnnaHinin» 2,(2 XNopeToKci) eTaHon,
«3a/TULLKOBI KifIbKOCTi OpraHiyHnUX pO34MHHUKIB»,
«MiKpob6ionoriyHa yictota». KoHTponbL napameTpy
3[iICHIOETLCSA NPV NepekoHTposi AD| Ans n. «CynpoBifHi
LOMILLKM», «MIKPOBIONoriyHa YNCTOTa», «KisibKicHe
BM3HAYEHHS». 3MiHM | Tuny - 3MiHK 3 akocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo JonycTuMmx
MEX, BU3HA4YeHNX y crieumdikayisax Ha A®l, abo
BUXiZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHnutea A®I (iHLi 3miHW)
BupaneHHs 3i cneumndikavii API n. «Bakki MeTann» ans
Bupo6HMKa Nosch Labs Pvt.Ltd», IHgis. 3miHW | Tuny - 3MiHn
3 AKoCTi. FoTOBWIA Nnikapcbkuii 3aci6. KOHTpPOsIb rOTOBOrO
nikapcbKoro 3aco6y. 3MiHa napamMeTpiB cneuudikadi
Ta/abo fonyCTUMUX MEX roTOBOrO JliKapcbKoro 3acoby (iHLwui
3MiHM) [NepiognyHICTb KOHTPO/IIO ANA T. Mikpob6ionoriyHa
YMCTOTa KOHTPOSIb 3AiACHIETLCS Ha NEPLLIN cepii B pou i
He pifLle , HiX Ha KOXHIi 10-ii cepii». 3miHu | TMNY - 3MiHK 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3aco6y. 3MiHa napameTpiB cneuudikadi
Ta/abo fonyCTUMUX MEX roTOBOrO JliKapcbKoro 3acoby (iHLwui
3MiHWM)
3MiHa hopMynoBaHHA BUMOT [0 NOKasHWKa «PO34YMHEHH:A»-
BUK/tOYEHA iH(hopMaL,isl N0 KPUTEPIAM NPUAHATHOCTI
CTYNeHI0 PO3YMHEHHS MO TPbOM PIBHAM, OCKI/IbK Lii BUMOTW
onucaHi B A®Y 2.9.3., Ha ke NoAAETLCA NOCUIaHHA B
MeToAax KOHTPOO Ta NpUBEAEHHS [0 €AMHOro hopmarty B
KpaiHax peecTtpaui. BunyueHHs 3 p. «Onuc» pasn «3a
30BHILUHIM BUrNAA0M MaloThb BignosigaTv BuMmoram AdY,
cTaTTs «Tabnetkn». 3MiHn | TMny - 3MiHKU 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHWM) OHOBNEHHA po3ainis 3.2.P.3.3; 3.2.P.3.4;
3.2.P.3.5; 3.2.P.5.1; cneumdpikauis Ha BuNyck Ta TepMiH
npuaaTHOCTI NpefcTaBeHa y BUrNaAi ogHiel Tabnuui
BignoBigHO 00 BUMOr HactaHoBu 42-3.2:2004 «JlikapCbki
3aco6u. Cneuudikavyii: KOHTPONbHI BUNpobyBaHHA Ta
KpUTepii NPUAHATHOCTI». 3MiHW | TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. 3MiHU Y BUPOOHULTBI (iHLLi 3MiHW)
YTOUHeHHS iHdopmMauii Woa0 HaHeCEHHSA HoMepa cepil i
TepMiHy NPUAATHOCTI Ha cTagii «dpacyBaHHs», «naKkyBaHHsI»
99. KNOTPUMA3 | ma3b 1% no15r MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/3967/01/01
on abo no 25 ry Ty6i; "®ITODAPM" "®ITOPAPM" AfMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BU NMiKapCbKOro 3acooby. peyenma
no 1 Ty6i y nauuyj 3 3MiHa Ha3BM NikapcbKoro 3acoby, sika 06ymoBeHa
KapToHy MapKeTVHroBOI cTparterieto. [ilova pefakuis:
KNOTPUMA3O/-®ITOPAPM. MNMponoHoBaHa pefakuis:
KNOTPUMA3OJ1. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepKeHHs. 3MiHY | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu).
BBefieHHs1 40AATKOBMX YNaKOBOK 3 /IOFOTUMNOM
ONCTPUG’I0TOpa [10 BXE 3aTBEPAXEHOI YNakoBKy No 25 Mr.
BBefieHHs1 3MiH NpOTArom 6-T1 MicALIB NiCNs 3aTBEPAKEHHS.
100. | KOKCEPUH Kancynu no 250 mr Makneogc IHAjs Makneopc IHAjiA BHECEHHS 3MiH 10 peecTpaviiiHix maTtepiani: 3MiHu | Tuny - 3a UA/2483/01/01
Ne100 (10x10): no dapmacbioTuKas dapmacboTukan AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
10 kancyn y cTpwni; ¢ Nimiteq, c Nimiteq, afipecyt MicL NPOBaXXEHHS Ais/IbHOCTI
no 10 ctpunis y BMPOGHVKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
KapTOHHIA ynakoBL,i; BKJ/HOYAOUN AiNbHWLI BUMYCKY cepii abo Micue npoBefeHHs
Ne90 (10x9): no 10 KOHTPOJIH0 SKOCTI. (4iSNbHICTb, 3a Ky BiANOBIAaE
Kancyn y 6nictepi; BMPOGHMK/IMNOpTEpP, BK/OYAKUM BUMYCK Cepili) 3MiHa
no 9 6nictepis y aapecu BupobHuka M3 Makneoac dapmacbioTukasic
KapTOHHI/ ynakoBsLi; Nimiteq, IHAiA, 6€3 3mMiHM Micua BUPOGHMLTBa. BBEAEeHHSA
Ne100 (10x10): no 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.
10 kancyny
6nictepi; no 10
6nicTepiB y
KapTOHHI ynakoBsL,i
101. | KOKCEPUH kancynu no 250 mr Makneoac IHgis Makneoac IHais BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - - UA/9940/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
in bulk Ne 500 dapmacbloTVKas dapmacboTrKasn AOMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
(10x50): no 10 c Nliviteq, ¢ Nimiteq, agpecu Micusi NPoBaKEHHS Ai/IbHOCTI
Kancyn y ctpuni; no BUPOBHMKa/iMnopTepa roToBOro NikapcbKoro 3acoby,
50 cTpuniB y BK/IOYAI0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
Kopo6ui KOHTPOJI0 SAKOCTI. (4ifNbHICTb, 3a AKy BiAnosigae
BMPOGHMK/iMMOPTEp, BKOYAKOUN BUMYCK Cepili) 3MiHa
agpecy BMpo6Huka M13 Makneoac dPapmacboTnkasc
Nimiten, 1HAisA, 6e3 3mMiHM Micus BUpoOHULTBA. BBeAeHHS
3MiH NPOTAroM 6-TW MiCALB NiCNA 3aTBEPAKEHHS.
102. | KONAPEKC MOPOLLIOK ANt CTALA HimeuunHa CmiTKnsainH Icnanis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/2560/01/01
XOTPEM 3l OPa/ILHOTO PO3UMHY; ApuHaiimiTTens Biuem C.A. 3MiHuM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsy. peuyenma
CMAKOM no 5 r NopoLuky y Al BBegeHHs abo 3MiHM A0 y3ara/lbHEHWX JaHWUX NPO cUcTeMy
NNMOHY nakeTuky; no 5 abo thapmakoHarnagy (BBeAeHHS y3arasibHeHUX AaHnX npo
10 nakeTukiB y cuctemy thapmakoHarnsgy, 3miHa ynoBHoOBaXeHoi ocobu,
KapTOHHI KopoobLyi Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3assHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, KLL0 BOHa
BiIMiHHA BiJ, yNOBHOB&XXeHOI 0C06y, BiANOBIAa/IbHOI 3a
3[jiicHeHHs hapMakoHarsay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM Yy po3MilLleHHi MacTep-haiina cucremu
hapmakoHarnsgy) 3miHa KOHTakTHOI 0CObYM 3asiBHUKA,
BiAMOBIAa/IbHOI 3a hapMakoHarsag B YkpaiHi. Jitoua
pepakuisi: Mpycekuii CTaHicnas Bonogumuposud / Stanislav
Prusskiy. MponoHoBaHa pegakuis: Moy TeTaHa tOpiisHa /
Tetiana Gots. 3MiHa KOHTAKTHNX AaHUX KOHTAKTHOT 0CO6M
3asBHVKa, BiANOBIAA/IbHOT 38 dhapMakoHarnsa B YkpaiHi.
103. | KOMAKCOH® | po3uuH gns iH'ekuii, TOB «TeBa Ykpaina BMPOGHULITBO 3a I3paine/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/6307/01/01
-TEBA 20 mr/mi; no 1 mn Ykpaina» NOBHVM LMK/IOM: Benvka 3MiHY 3 gKocTi. A®l. KoHTponb A®I. 3miHa y meTogax peyenmom
npenapary y TeBa BpuTaHis/ BMNpo6yBaHHA APl abo BuxigHOro matepiany/npoMikKHOro
nonepeaHL0 dapmaueBTikan HigepnaHgu npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECI
HanoBHEHOMY IHpacTpi3 N1Ta,., / BMPOGHMLTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHSA
wnpuyi; no 1 I13pains; YropwumHa (BKknoYaroumn 3amMiHy abo fonoBHeHHs) APl abo
nonepeaHL0 BMPOGHULITBO 3a BVXifHOro/MPOMKHOro NpPoAyKTy) - 3MiHa B MeToAuLi
HarnoBHEHOMY MOBHUM LIK/TOM: BU3HAYEHHSA MO/EKYISIPHOT Macu peyoBUHY NOPIBHAHHSA (TB-

LUMPULY B KOHTYPHIlA
YapyHKOBIli ynakoBLyi
3anasHii nanepom
abono 1
nonepeaHL0
HarnoBHEHOMY
LUMPULLY B KOHTYpHiIlA
YapyHKOBIli ynakoBLyi
3anasHi NniBKo;
no 28 nonepenHsLo

HopToH
Xenckea
Nimiteg T/A
AVBEKC
PapmacboTuKan
3 0K, Benuka
BpuTaHis;
KOHTpONb cepii
(noBHe
TECTyBaHHS,

HarnoBHEHMX BK/IOYAI0UM Ha
Lwnpuyis y CTEepPU/IbHICTb Ta
KOHTYPHUX 6akTepiasibHi
YapyHKOBMX €H0TOKCUHMU,

MapkepiB) Bif, NoCcTavasibHMKa, sIKi BUKOPUCTOBYHOTHLCS B
mMeToauLi «Po3noAineHHs MonekynsapHoi macu» B AdI
natupamep ayetar. Cama MeTofmka 3a NoKasHUKOM

«Po3nogineHHa monekynsapHoi macu» y A®I lnatupamep
auetart (I'A) He MIHSIETbCA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

ynakoBkax y
KapTOHHilA KopooLi

ane okpim
6ionoriyHoro
TeCTyBaHHS):
dapmaxewmi B.B.
, Hinepnangw;
KOHTpO/b cepii
(TinbKM
6ionoriyHe
TecTyBaHHs): AT
PapmaueBTUYHN
 3aBog TeBa,
YropLmHa;
KOHTpO/b cepii
(TinbkM
6ionoriuHe
TeCTyBaHHs):
A6ik N14.,
13pains;
KOHTpO/b cepii
(ananitnyxe
TeCTyBaHHS Ta
BMBYEHHS
cTabinbHoCTI):
Asia Kemikan
IHpacTpi3 N14.,
13painb

104.

KOPBANTAB
EKCTPA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10; No 10
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu
B KapTOHHI navui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiinHmx maTepiasis: 3miHu | Tuny:
3MiHu 3 sKocTi. CepTudikaT BignosigHocTI/l E-cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOrO abo OHOBEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BUNy4YeHHs cepTudikaTta BiAnoBIigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHoBMeHUiA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -

BHeceHHs 3MiH 10 MaTepianiB peecTpauiiiHoro focbe Ans
N3 KOPBAJ/TTAB EKCTPA, Tabnetku, BKpUTI M/1iBKOBOKO
060/10HKOI0, Y 3B'A3KY 3 OTPUMAaHHSAM BiJ [il040ro BUpoOHMKa
A®I reaiicheHe3unH Seven Star Pharmaceutical Company Ltd,
TaliBaHb OHOB/IEHOrO cepTudpikaTy BigNOBIgHOCTI
€Bponevicbkint hapmakonei CEP Ne R1-CEP 2008-275-Rev
03 3amicTb 3apeecTpoBaHoro paHiwe CEP Ne R1-CEP 2008-
275-Rev 02. Cneumndikauis APl 3anmwmnmces 6e3 3MiH.
Bigbynmce 3MiHM y BUNPO6YBaHHI 3a/TMLLKOBOr0 PO3YMHHUKA
0N KiHLEeBOI pevoBUHW. 3MiHa po3Mipy napTii KiHLEeBOT
peyoBuHM 00 10-KpaTHOro 36inblueHHs. 3aTBepmkeHo: CEP

6e3
peuyenma

UA/14729/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

Ne R1-CEP 2008-275-Rev 02.
3anponoHoBaHo: CEP Ne R1-CEP 2008-275-Rev 03. 3MiHu |
Tuny: 3miHun 3 akocTi. CepTudikat signosigHocTi/lE-
cepTuduikaT BiAMoBigHOCTI EBpONenchkiii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BignNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NPoMDKHOro NPoAyKTY, L0
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHUIA cepTudikarT Bif yxe
3aTBEPKEHOro BUPOGHYMKA - BHECeHHSs 3MiH A0 maTepianis
peecTpaujiiHoro gocke ans /13 KOPBANTITAB EKCTPA,
TabneTku, BKpUTI NNIBKOBOK 06O/OHKOI0, Y 3B'A3KY 3
OTPVMaHHSM Big, fito4oro B1Upo6Huka A®I realiheHesnH
Seven Star Pharmaceutical Company Ltd, TaliBaHb
OHOBJ/IEHOTO CepTudikaTy BifNoBiAHOCTI EBpoONEChKiIl
thapmakonei CEP Ne R1-CEP 2008-275-Rev 04 3amicTb
3apeecTpoBaHoro paniwe CEP Ne R1-CEP 2008-275-Rev
03. Cneuudpikauis A®I 3annwmnnmcs 6e3 3MiH.
3arBepaxeHo: CEP Ne R1-CEP 2008-275-Rev 03.
3anponoHosaHo: CEP Ne R1-CEP 2008-275-Rev 04. 3miHu |
TMNy: 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo fonycTMMKX MEX roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHM) 3MiHa hopmynioBaHHA
BMMOr 10 NOKa3HUKa «PO34UnMHEHHS» Ta onucy TabneTku, a
cawve:

- NpuBeAEeHHS hOPMY/TIOBAHHS BUMOT A0 MOKa3HMKa
«Po3unHeHHs» [0 egnHoro chopmaTy B kpaiHax peectpauii
Ta BUK/IIOYEHHS iHchopMmaL,isi MO KpUTepisiM NPUIAHATHOCTI
CTYNeHI0 PO3YMHEHHS MO TPbOM PIBHAM, OCKI/IbKW Lii BUMOTW
onucaHi y dY 2.9.3, Ha sike JaeTbCA NOCUNAHHS B
cneumdikauii Ta MeTogax KOHTPOsI; - 3 ONucy TabneTok
BUasieHo hpasy «3a 30BHILLHIM BUIS40M MaloTb
Bignosigatu Bumoram [PY ctarta «Tabnetku»», OCKisibKu
BOHa He Ma€ iHhopmaLiiHOro 3micTy. Lis 3miHa Hece nuwwe
pepakuiiHnii xapakTep i He CTOCYETbCS 3MiHW 30BHILLIHBOrO
BUrNSAy TabneTku. 3MiHy | Trny: 3MiHK 3 AkocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro 3acoty
(iHWwi 3miHK) 3miHa chopmarty posginis 3.2.P.3.3, 3.2.P.3.4,
3.2.P.3.5T123.2.P.5.1. ¥ po3gini 3.2.P.5.1 npefcrasneHo
cneumdikauito e 415 KOHTPO0 FTOTOBOIO NPOAYKTY.
Cneuudpikauis Ha Hepo3dhacoBaHy NPOAYKLILO i
Cneuundpikanis gns BUBYEHHA CTabisIbHOCTI 6y BUKTHOYEHI
3 po3giny. MNokasHWKN 4151 KOHTPOKO AKOCTI
Hepo3chacoBaHOl NpoAyKLii NpeacTasieHi B po3gini
3.2.P.3.3 12 3.2.P.3.4, cneumndikauis Ha BUBYEHHSA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

cTabinbHOCTI NpeAcTasneHa B po3gini 3.2.P.8.1.
Cneupmdpikaii Ha BUMYCK Ta NPOTArom NpuaaTHOCTI rOTOBOroO
NPoAyKTY NpefcTasneHi y BUrNALI ogHiel Tabnvui BiANoBIiAHO
00 Bumor HactaHoBu 42-3.2:2004 «/likapcbki 3aco6m.
CnevnudikaLlii: KOHTPOsIbHI BUNPOOYBaHHSA Ta KpuTepil
NPUAHATHOCTI». MPONOHYETLCS BUAANEHHSA 3 PO34iNniB
3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5 iHchopmaLii LLLOA0 KOHTPOI0
roToBOI NPOAYKLi Y 3B’A3KY 3 NpUBEAEHHAM [0 dhopmaty
3TA. IHdopmauist LWoA0 KOHTPOIO roTOBOI NPOAYKLT
npusegeHa y po3gini 3.2.P.5. 3minu | TMny: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPO/b roTOBOro Nikapcbkoro
3acoby. 3MiHa napameTpiB cneyudikauii Ta/abo
[OMYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLwi 3MiHN)
3MiHa nepiognYHOCTI KOHTPOJIIO NOKa3HMKa
«MikpobiofioriyHa YncToTa», a came NPOBEAEHHS KOHTPO/IO
B PEXMMiI MOHITOPUHIY - Ha MepLLUIi cepii B poui i He pigwe,
HiXX Ha KOXHIli 10-11 cepii. 3aTBEpaKeHO: MNicns BUPOGHMLTBA
N cepiii npenapaty, Npy OTPUMaHHi NO3UTUBHUX
pe3ynbTaTiB, KOHTPOb byae 34iCHIOBATUCS B PEXUMI
MOHITOPUHTY, 3riAHO NPOTOKOY 3acifaHHsA BasigauiiHoi
KOMicil.
3anponoHoBaHo: KoHTposb noka3Huka «Mikpob6ionoriyHa
yMCTOTa» 3/JIMCHIOETLCS Ha NepLUili cepii B poui i He pigLue,
HiXK Ha KOXHIn 10-1i cepii. 3MiHu | Trny: 3MiHn 3 skocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
OONyCTUMUX MeX, BU3HaYeHuX y cneumagikauisax Ha A®l, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, o
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHnutea A®I (iHLi 3miHW)
MpuBefeHHs BUMOr [0 nokasHuka «MikpobionoriyHa
ynucToTa» B cneumdikaii BXigHoro koHTposno Ad|
ETUIOBUA E®IP AJlbdA-EPOMIZOBA/IEPIAHOBOI
KNCNOTW BupobHuytBa TOB «@APMXIM», YkpaiHa
BIANOBIAHO A0 akTyasnbHuX Bumor A®Y/EP, unHHOro
BuAaHHs. (5.1.4, 2.6.12).

105.

KOPTUAEPM

Kpem, 1 mr/rno 10,
no15r,a6ono 30 r
y Ty6i; no 1 Ty6i B
KopoOLi 3 KapTOHY

ToBapucTBo 3
06MexeHo
BignoBiAa/IbHICT
10
"®apmaueBTUYH
a KomnaHis
"3popoB’s”

YkpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTeo 3
06MEXeHOI0
BignoBigasbHICT
10
"GapmaueBTUyH
a KoMnaHist
"3p0pos’s",
YkpaiHa; BCi
cTagji
BMPOGHMLTBA,

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHM 3 aKocTi. FoToBwMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3miHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO NikapCbKoro 3acoby (36i/bLEeHHS TePMiIHY
NPUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby) - [ns Toprosoi
ynakoBkun (MiATBEPLKYETLCA AAaHUMU peaslbHOro Yacy)
36i/1bLLEHHS TEPMIHY NPUAATHOCTI FOTOBOIO NiKapCbKOro
3ac06y Ha OCHOBI NO3UTUBHMX Pe3ybTaTiB JOBrOCTPOKOBUX
pocnigpkeHb cTabifibHOCTI Y peaslbHOMY Yaci: 3aTBepXeHO:
TEPMIH NMPUOATHOCTI 2 poku. 3anponoHosaHo: TEPMIH
MPNOATHOCTI 3 poku. BBeAeHHS 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.

3a
peyenmom

UA/15573/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
BVNYCK Cepil:
ToBapucTso 3
06MEXEHO
BigNoBiga/IbHICT
10
"®PapmaueBTUUH
a KoMnaHis
"340pos'a”,
YKpaiHa;
KOHTPO/1b SIKOCTI:
ToBapucTso 3
06MEXEHO
BigNoBiga/IbHICT
10 "®APMEKC
rPYM", Ykpaina
106. | KCUWOMETA | nopoLuok AT "dapmak” Ykpaina YxaHb Y50 Kutaii BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny: - UA/15039/01/01
30/IHY (cybeTaHuis) y dapmac'toTmkan 3MiHn 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
MAPOXNMOPWU | noagiiHux Ko., N4 cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAUYEHUX Y
Jil nosnieTuIeHoBnxX cneyudikayisix Ha A®l, abo BUXiLHWUIA/MPOMIXHWIA
nakeTax gns NPOAYKT/peareHT, Lo BUKOPUCTOBYITLCA Y NPOLLECi
thapmaLeBTUYHOro BMpOo6HMLUTBA ADI (iHLWi 3MiHW)
3aCTOCYBaHHSA BUTyYEHHS HOPMYBaHHA aLeTOHY 3a NOKa3HVKOM

"3a/IMLLKOBI KifIbKOCTI OpraHiyHUX PO3YMHHUKIB" 3i
Cneuudpikauii A®Il; 3a3HaueHHs NepiogUYHOCTI KOHTPOTO
ADI: KOHTpoNETLCA 3 cepii B pik. 3MiHN | Tuny: 3MiHU 3

akocTi. A®l. KoHTponb A®L. 3miHa y meTogax BunpobyBaHHSA
A®I| abo BMxigHOro Matepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECI
BMPOOHULTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPMKEHNX
MeToAax BUNPOOYBaHHS) BHECEHHS 3MiH 0
Cneuundpikanii/MeTogis BunpobysaHHs API
KcunomeTasoniHy rigpoxiopug, 30kpemMa: BUTyHYeHHs TecTiB
Apyroi igeHTudpikauii metogom TLUX, skicHOT peakuii 3
HITPONPyCcHMAOM Ta ifeHTUdiKalia 3 dhyopecLeHuie0
PO3UUHIB; BUTYYEHHS ONUCY METOAMKM SKICHOT peakuii Ha
xnopugn. 3miHa 06yMoB/ieHa NpUBEAEHHSAM Y BiANOBIAHICTb
[0 peecTpauiliHinx MaTepaniB BUPO6HUKa. 3MiHU | Tuny:
3MiHM 3 sikocTi. APl KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BMXigHOrO MaTepiany/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECI
BMPOOHULTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPMKEHNX
MeToAax BMNPOOyBaHHS) BHECEHHS 3MiH A0 MeTogiB
BUNpo6yBaHHA A®| KcunomeTasoniHy rigpoxnopug 3a
nokasHukom "CynpoBigHi AOMiLLKK", 30Kpema: 3MiHEHO
npo6oniAroToBKY PO34MHIB; 3MEHLLEHO 06'eM iHxXekLii 3 20
MK Ao 10 Mkn; 3MiHeHO nporpamy rpagieHty. Metoauka
BMPOOHUKA NpuBeAeHa Y BiANOBiAHICTb A0 MoHorpadii EP.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
3MiHu | TURy: 3miHK 3 akocTi. ADl. KoHTponb AdL. 3miHa y
mMeTofax BunpobyBaHHA APl abo BUXIAHOIO
mMarepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA AD| (HEe3HaYHI
3MiHW Y 3aTBEpKEHUX METOAAX BUMPOOYBaHHS).
BHeceHHs 3MiH o MeTogis BUNpo6yBaHHsa AD|
KcnnomeTasoniHy rigpoxnopug 3a NokasHUKOM "3a/nLLKOBI
KiNIbKOCTi OpraHiyHnX po34MHHUKIB", 30Kpema: 3MiHEHO
npo6oniAroToBKy PO34MHIB Ta YMOBM XpomaTorpadyBaHHs.
107. | IEBOKOM Tabnetkn no 250 TOB "ACIHO YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu | Tuny: 3a UA/7844/02/01
Mmr/25 mr; no 10 YKPAIHA" Crapt" 3MiHu 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peuenmom
TabneTtok y 6nictepi;

no 3 a6o 10
6nictepis B
KapTOHHIW nayu,i

BMPOOGHMLTBI (iHWi 3MiHWM) 3MiHW NPOBEAEHHS PYTUHHOMO
KOHTPOJTH0 NMOKa3HWKIB A1 MacuK kaulibpoBaHoi Ta Macu gns
TabnetyBaHHs. 3MiHU | TUNY: 3MiHK 3 AKOCTI. [OTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI (iHLWi 3MiHW) 3MiHK
NpoBefEeHHS KOHTPO/II0 NOKa3HUKIB B PYTUHI Ta Banigauii ans
TabneTok Hepo3sacoBaHyx: onuc, cepegHs
maca ,04HIpigHICTb Macu, BUCOTa, fiaMeTp, CTUPaHHICTb,
CTiliKiCTb 4,0 PO34aB/OBaHHS, po3najaHHs, po3aifieHHs
Tab61eToK 3MiHu | TUNY - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKumii
3aci6. 3MiHM Yy BUPOOHULTBI (iHLWi 3MiHM) 3MiHX B Npoueci
BMPOGHMLITBA A/15 MOKA3HVKIB Ha Banigauii Ansa rpaHynaty
Ta Macu Ansa tabnetyBaHHsA. 3MiHU | TUNy - 3MiHK 3 AKOCTI.
[oTOBUIA Nikapcbkunin 3aci6. KOHTPO/Ib FOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis cnewudikauiin Ta/abo
[OMYCTUMMUX MEX rOTOBOTO JTiKapCbKOro 3acoby (iHLi 3MiHW)
BHeceHo nepioguyHicTb KOHTPO/O Ans n. «MikpobionoriyHa
YyMcToTa» - KOHTPO/b 3AJNCHIOETLCS Ha MepLLUIl cepii B poui i
He pifLue, HiX Ha KOXHin 10-7 cepii. 3MiHu | TUny - 3MiHK 3
AKOCTI. [OTOBWI Nikapcbkumii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKkoro 3acoby. 3MiHa napamMeTpiB cneuudikawii
Ta/abo fonyCTMMUX MEX rOTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHM) 3MiHN hOPMY/IHOBaHHSA onNuncy TabneTkn Ta Tecty
«Po3unHeHHs». 3MiHK | TUNY - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKoro 3acoby
(iHwWi 3miHW) 3miHK dhopmarty po3sginis 3.2.P.3.3; 3.2.P.3.4;
3.2.P.3.5; 3.2.P.5.1. 3miHu | Tvny - 3miHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro 3acoby.
3miHa y MeToax BUNpobyBaHHS roTOBOTrO /TiKapCbKOoro
3aco6y (He3HayHa 3MiHa y 3aTBEpPAXKEHNX MeToAax
BMNPOB6YBaHHs) 3MiHVU BUMOTY TECTY «NepeBipKu
npuaaTHOCTI XxpoMaTtorpadiyHoi cuctemm» y MeToaumLi
nokasHuK «KifbkicHe BU3HaYeHHs». 3MiHa CTOCy€ETbCA A0
epeKTMBHOCTI XpoMaTorpadiyHoi KONOHKA. 3MiHU | Tuny -
3MiHn 3 sikocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAUYEHUX Y
cneyudikayisix Ha A®l, abo BUXiLHWUIA/MPOMIXHWIA

NpoAyKT/peareHT, Lo BUKOPUCTOBYOTbCA Y MPOLEC
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
BMPOGHMLTBA ADI (iHWi 3MiHKN) MNepeHeceHHs NOKa3HUKIB y
cneuudikauito nesogona BupobHuka N3 i3 ceptudpikaty
BMpO6HUKa Divi's Laboratories Limited onucl,
ineHTudhikauis2, konboposicTb3, pH1 , cynpoBigHi AOMilIKul,
3a/IULLKOBI KiIbKOCTi OpraHiyH1X po3YMHHUKIB3, BTpaTa Macu
npu BUCYLLYBaHHI1, cynbhatHa 30na3, KinbkicHe
BM3Ha4YeHHsA1, mikpobionoriyHa unctoTta3; 1- KoHTponb
NPOBOAMUTLCA NPUNEPEKOHTPONI CybCTaHLi;
2- flonyckaeTbCs NPOBOAUTY TecT PamaHiBCcbka
cnektpomeTpii (EP, 2.2.48). MNpoueaypa NnpoBefeHHs TeCTy
Ta Big60py Npo6 onucaHi y BianosigHux COr. 3 — KoHTposb
3a BKa3aHMMU NOKa3HWKaMK 34iACHIOETLCSA B PEXMMI
MOHITOPUHry, ane He pigwe 1 pasy Ha pik. B iHWKX Bunagkax
pesynbTaTy KOHTPOJIK0 NEePEHOCATLCS i3 cepTudpikaTty AKoCTi
BMPO6HMKa Cy6CTaHLii B aHaNITUYHWIA 3BIT.
108. | IEBO®JIOKC | po3uuH Ans iHgysii, TOB "KoHapk YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/18763/01/01
AUVH €BPO 500 mr/100 mn; no IHTenmen" nignpUeMCcTBO AAMiHICTpaTVBHI 3MiHW. 3MiHa HAa3BW NiKapCbKoro 3acoby peuenmom
100 M1y KOHTEHepi "®hapmaTpeng” 3MiHV BHECEHI W00 Ha3BW JikapCbKOro 3acoby
3 noniBiHiIXI0pUAY; 3arBeppkeHo: IEGEK-ABAHT (LEFEK-AVANT)
no 1 KoHTeliHepy B 3anponoHosaHo: JIEBO®/IOKCALIVIH €EBPO
nonimepHii nnisui B (LEVOFLOXACIN EURO) BeefeHHsi 3MiH NpoTsArom 6-tv
KapTOHHIA ynakoBL,i MiCALIB MIiC/1A 3aTBEPLKEHHS
109. | NEHANIAOMI | kancynu TBepAi no MicTtpan Kenitan AHrnin CiHTOH XicnaHis, IcnaHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/17466/01/01
A-BICTA 2,5 Mr no 7 kancyny MeHepKMeHT C.J1., IcnaHis Unni/ 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta chapMakoHarnsgy. peyenmom
6nicTepi, no 3 Nimiteq (@inbHMUA, Wo ManbTa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cUcTeMy
6nictepu B Bignosigae 3a thapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo
KapTOHHI KOpooLyi nakyBaHHs, cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
KOHTPO/b AKOCTI, BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnagy;
BUNYyCK cepil); KOHTaKTHOI 0c06U 3 chapmakoHarnsay 3asBHuKa 45
CiHTOH Yuni 34iicHeHHs hapMakoHarnisgy B YkpaiHi, KO BOHA
Ntpa., Ywni BiIMiHHA BiJ, yNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 32
(ainbHMUA, Wo 3[ificCHEHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Bignosigae 3a Ta/ab0o 3MiHM Y po3MilLEeHHI MacTep-haiina cuctemm
BMPOGHMLTBO, thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0cobuM 3aABHMKa,
nakyBaHHs, BiANOBIAANILHOI 3a 34ilicHeHHsA papmakoHarnsgy. ditoua
KOHTPO/b pepakuis: CoTHikoBa CiTnaHa BikTtopisHa. [ponoHoBaHa
AKOCTI); pepakuis: Cipaxos Irop OnekcaHApoBuY.
dapmagokc 3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHOI 0COBM 3asBHUKA,
Xenckea /114,, BiANOBIAaNbHOI 3a 34ilicHeHH:A thapmakoHarnagy. 3MiHa
ManbTa MicLie3HaxXoMKeHHs1 MmacTep-thaiina cuctemm
(ainbHMUA, Wo hapmakoHarnsgy Ta iioro Homepa. 3miHa Micus 34ilicHeHHS
Bignosigae 3a OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnagy.
KOHTPONb
SKOCTI)
110. | NEHANMIAOMI | kancynu TBepgi no 5 | Mictpan Kenitan AHrNIsA CiHTOH XicnaHisi, Icnanisi/ BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny - 3a UA/17466/01/02
A-BICTA Mr; 1o 3 Kancynu y MeHeKMeHT C.J1., IcnaHis YUnni/ 3MmiHu Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsay. peuenmom
6nicTepi, no 7 Niviten (ainbHUUA, WO MasibTa BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
6nictepiB y BiAgnoBigae 3a thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnX npo
KapTOHHilA KopooLi nakyBaHHs, cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
KOHTPO/b AKOCTI, BiZiNOBIAANbHOI 3a 34jiCHEHHS hapmakoHarnsay;
BWMYCK cepii); KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa 415
CiHTOH Yuni 3[jiCHEeHHSs1 hapMakoHarsay B YKpaiHi, AKLL0 BoHa
Ntpa., Yuni BiIMiHHA Bif, yNOBHOB&XXeHOI 0C06Y, BiANOBIAa/IbHOI 3a
(ainbHUUSA, Wo 3[jiicHeHHs hapMakoHarisay (BK/IHYaoUn KOHTaKTHI JaHi)
Bignosigae 3a Ta/abo 3MiHM y pO3MiLLleHHi MacTep-chaiina cucremu
BMPOGHMLTBO, thapmakoHarnagy). 3miHa ynoBHOBaXKeHOT 0cobM 3asBHUKA,
nakyBaHHs, BIANOBIAA/ILHOI 3a 34ilicHeHHsA dpapmakoHarnsgy. ditoua
KOHTpO/b pepaxuis: CoTHikoBa CsiTnaHa BikTropiBHa. MponoHoBaHa
AKOCTI); pepakuis: Cipaxos Irop OnekcaHgpoBuy.
dapmagokc 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6OU 3aABHMKA,
Xenckea N14., BiANOBIAaNbHOI 3a 3ilicHEHHA thapmakoHarnagy. 3MiHa
ManbTa MicLIe3HaXOKeHHs1 MacTep-thaiina cuctemu
(ainbHUUSA, Wo thapmakoHarnsgy Ta iioro Homepa. 3miHa Micus 34iiCHeHHS
Bignosigae 3a OCHOBHOI AjsifIbHOCTI 3 hapmakoHarnsgy.
KOHTPO/b
SIKOCTI)
111. | NEHANIAOMI | kancynu TBepAi no MicTtpan Kenitan AHrniA CiHTOH XicnaHis, IcnaHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/17466/01/03
A-BICTA 7,5 Mr; no 7 karncyn MeHepKMeHT C.J1., IcnaHis Unni/ 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsgy. peyenmom
y 6nicTepi, no 3 Nimiten (ainbHUUSA, Wo ManbTa BBefeHHs1 ab0 3MiHM 0 y3araslbHEHUX AaHKX NPO cucTemy
6nictepu B Bignosigae 3a thapmakoHarnsgy (BBefieHHs y3arasibHeHUX gaHux npo
KapTOHHI KOpoobLyi nakyBaHHs, cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
KOHTPO/b AKOCTI, BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnagy;
BUNYyCK cepil); KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHuKa 415
CiHTOH Yuni 34iicHeHHS hapMakoHarniagy B YkpaiHi, KL BOHA
Ntpa., Ynni BiIMiHHA BiJ, yNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOT 32
(ainbHMUA, Wo 3[jificCHeHHsT hapMakoHarsay (BK/IHUYaUM KOHTaKTHI faHi)
Bignosigae 3a Ta/ab0o 3MiHM y po3MilLeHHI MacTep-haiina cuctemm
BMPOGHMLTBO, thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0cobM 3aABHMKA,
nakyBaHHs, BiANOBIAA/ILHOI 3a 34ilicHeHHsA papmakoHarnsgy. ditoua
KOHTPO/b pepakuis: CoTHikoBa CiTnaHa BiktopisHa. [ponoHoBaHa
AKOCTI); pepakuisi: Cipaxos Irop OnekcaHapoBuy.
dapmagokc 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT 0CO6U 3asBHUKA,
Xenckea J1T4,., BiANOBIAaNbHOI 3a 34ilicHeHHS thapmakoHarnagy. 3MiHa
ManbTa MicL,e3HaxX0KEHHS MacTep-haiina cuctemm
(ainbHMUA, Wo hapmakoHarnsgy Ta iioro Homepa. 3miHa Micusi 34iicHeHHS
Bignosigae 3a OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnagy.
KOHTPONb
SAKOCTI)
112. | NEHANIAOMI | kancynwu TBepgi no Mictpan Kenitan AHrniA CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/17466/01/04
A-BICTA 10 mr; no 3 kancynu MeHeaXMeHT C.J1., IcnaHis Ynni/ 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarsay. peyenmom
y 6nictepi, no 7 Nimiten (ainbHMUA, Wo ManbTta BBeneHHs abo 3MiHM A0 y3ara/lbHEHUX AaHWUX NPo cucTeMy
6nicTepiB y Bignosigae 3a thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHuX npo
KapTOHHI KOpO6L nakyBaHHs, cuctemy dhapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,

KOHTPO/b SIKOCTI,
BUMYCK cepii);

BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 chapmakoHarnsay 3asiBHVKa A5
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
CiHTOH Yuni 3[jiCHEeHHSs hapMakoHarisay B YKpaiHi, SKLLO BOHa
Ntpa., Yuni BiIMiHHa BiJ, yNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbLHOT 32
(ainbHUUA, Wo 3AilicHeHHs chapMakoHarnaay (BKMUatUy KOHTaKTHi AaHi)
BiAgnoBigae 3a Ta/abo 3MiHM y pO3MiLLeHHI MacTep-aiina cuctemun
BUPOGHMLTBO, thapmakoHarnsgy). 3miHa ynoBHOBaXeHOI 0Co6u 3as1BHMKA,
nakyBaHHs, BiANOBIAA/ILHOI 3a 34ilicHeHHS papmakoHarnsgy. ditoua
KOHTpPO/b pepakuis: CoTHikoBa CBiTnaHa BikTtopisHa. [ponoHoBaHa
AKOCTI); pepakuis: Cipaxos Irop OnekcaHApoBuY.
PapmagoKkc 3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0COOU 3asBHMKa,
Xenckea /14., BiANOBIAANLHOI 3a 34ilicHEHHS thapmakoHarnagy. 3miHa
ManbTa MicLie3HaxXoKeHHs1 MacTep-thaiina cuctemu
(ainbHUUA, Wo thapmakoHarnsigy Ta iioro Homepa. 3miHa MicLsi 34iACHEHHS
BignoBigae 3a OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnagy.
KOHTpONb
AKOCTI)
113. | NEHANIAOMI | kancynwu TBepai no Mictpan Kenitan AHriA CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/17466/01/05
AO-BICTA 15 mr no 3 kancynu MeHeKMeHT C.J1., IcnaHis YUnni/ 3MiHuM Wopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsay. peuenmom
y 6nicTepi, no 7 Nimiten (ainbHUUA, Wo ManibTa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
6nicTtepiB y BiAnoBigae 3a thapmakoHarnagy (BBeAeHHS y3arasibHeHUX AaHnX npo
KapTOHHIlA KOpooLi nakyBaHHs, cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
KOHTPO/b AKOCTI, BIANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnagy;
BMMYCK cepii); KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa 415
CiHTOH Yuni 3[iiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLL0 BOHa
Ntpa., Yuni BiIMiHHA BiJ, yNOBHOB&XeHOI 0c06y, BiANOBIAa/IbHOI 3a
(ainbHUUSA, Wo 3pjiicHeHHs hapMakoHarsay (BK/IHYatoun KOHTaKTHI AaHi)
Bignosigae 3a Ta/abo 3MiHM y po3MilLleHHi MacTep-aiina cucremu
BMPOGHMLTBO, thapmakoHarnagy). 3miHa ynoBHOBaXKeHOT 0CobM 3aABHMKA,
nakyBaHHs, BiANOBIAA/ILHOI 3a 34ilicHeHH:A dpapmakoHarnsgy. ditoua
KOHTpO/b pepakuis: CoTHikoBa CsiTnaHa BikTtopiBHa. MponoHoBaHa
AKOCTI); pepakuis: Cipaxos Irop OnekcaHgpoBuy.
dapmagokc 3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6OU 3aABHMKA,
Xenckea N14., BiANOBiAaANbHOI 3a 34ilicHEHHS thapmakoHarnagy. 3MiHa
ManbTa MicLe3HaxXoKeHHS macTep-haina cuctemm
(ainbHUUSA, Wo hapmakoHarnsgy Ta iioro Homepa. 3miHa micus 34ilicHeHHS
Bignosigae 3a OCHOBHOI AjsifIbHOCTI 3 hapmakoHarnsgy.
KOHTPO/b
SIKOCTI)
114. | NEHANIAOMI | kancynu TBepAi no MicTtpan Kenitan AHrnin CiHTOH XicnaHis, IcnaHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/17466/01/06
A-BICTA 20 wmr; no 3 karncynu MeHepKMeHT C.N1., IcnaHis Unni/ 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta chapMakoHarnsgy. peyenmom
y 6nicTepi, no 7 Nimiten (@inbHMUA, Wo ManbTa BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHWX NPOo cUcTemMy
6nictepiB y Bignosigae 3a thapmakoHarnsgy (BBefieHHs y3arasibHeHUX gaHux npo
KapTOHHI KOpooLyi nakyBaHHs, cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,

KOHTPO/b SIKOCTI,
BUNYyCK cepil);
CiHTOH Yuni
Ntpa., Ywni
(ainbHMUA, Wo
Bignosigae 3a

BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
3[jiCHEeHHs hapMakoHarisay B YKpaiHi, AKLLO BOHa

BiIMiHHA BiJ, yNOBHOB&XEHOI 0C06W, BiANOBIAA/IbLHOI 3a
3[ificCHEHHs1 hapMakoHarsay (BKIHUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHW Yy po3MilLEeHHI MacTep-haiiia cuctemm
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
BVMPOGHMLTBO, thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0cobM 3asBHMKa,
nakyBaHHs, BiANOBIAA/ILHOI 3a 34ilicHeHHsA papmakoHarnsgy. ditoua
KOHTPO/b pepakuis: CoTHikoBa CiTnaHa BikTtopisHa. [ponoHoBaHa
AKOCTI); pepakuis: Cipaxos Irop OnekcaHapoBuy.
dapmagokc 3MiHa KOHTaKTHUX faHWUX YNOBHOBAXEHOI 0COOM 3asBHUKA,
Xenckea /114,, BiZJNOBIAANbHOI 3a 3AjiCHEHHS hapmakoHarnsagy. 3miHa
ManbTa MicL,e3HaxXoMKEHHS MacTep-haiina cuctemm
(@inbHWMUSA, Wo hapmakoHarnsgy Ta iioro Homepa. 3miHa Micus 34iicHeHHS
Bignosigae 3a OCHOBHOI fisi/IbHOCTI 3 thapmakoHarnagy.
KOHTPO/b
AKOCTI)
115. | NEHANIAOMI | kancynwu TBepgi no Mictpan Kenitan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis: 3MiHu | Tuny - 3a UA/17466/01/07
A-BICTA 25 mr no 3 kancynu MeHemKMeHT C.J1., IcnaHis Yuni/ 3MmiHuM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarisay. peyenmom
y 6nictepi, no 7 Nimiten (@inbHMUA, Wo ManbTta BBefeHHs abo 3MiHM A0 y3ara/lbHEeHUX JaHWUX NPo cucTeMy
6nicTepis y Bignosigae 3a thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
KapTOHHIA Kopoo6Li nakyBaHHs, cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
KOHTPO/b SKOCTI, BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnsay;
BUMNYCK cepii); KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
CiHTOH Yuni 3[jiCHEeHHs hapMakoHarisay B YKpaiHi, SKLLo BoHa
Ntpa., Yuni BiAMIHHA Bif, YNOBHOBaXeHOI 0Cco6W, BiANoBiga/IbHOT 3a
(ainbHUUA, Wo 3[iicHeHHs hapmMakoHarnsay (BKIHYatoun KOHTaKTHI AaHi)
BiAgnoBigae 3a Ta/abo 3MiHM y po3MiLLeHHi MacTep-caiina cucrtemu
BUPOGHMLTBO, hapmakoHarnsgy). 3MmiHa ynoBHoBaXKeHOI 0Co6u 3as1BHMKA,
nakyBaHHs, BiANOBIAA/IbHOI 32 34iICHEHHA hapmakoHarnsagy. [ivova
KOHTpO/b pepakuisi: CoTHikoBa CBiTnaHa BikTtopisHa. MponoHoBaHa
AKOCTI); pepakuis: Cipaxos Irop OnekcaHApoBuY.
Papmagokc 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXXEHOI 0COOU 3asBHMKA,
Xenckea N14., BiANOBIAANbLHOI 3a 34ilicHEHHA thapmakoHarnagy. 3miHa
ManbTa MicLie3HaxX0MKeHHs1 MacTep-thaiina cuctemm
(ainbHUUA, Wo thapmakoHarnsgy Ta iioro Homepa. 3miHa micus 34iicCHeHHSA
Bignosigae 3a OCHOBHOI Aisi/TIbHOCTI 3 chapmakoHarnagy.
KOHTPONb
AKOCTI)
116. | NIOTPOMbB renb, 1000 MO/r no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepiani: 3MiHu | Tuny - 6e3 UA/11418/01/01
1000- 25r,50rabo 100 r 06MeXeHo 06MEXEHO 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabiflbHICTb. peyenma
340POB'A y Ty6i; no 1 1y6i y BiANOBIgaIbHICT BiANoBigasbHICT 3miHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
KOpOO6Lii 3 KApTOHY 10 10 rOTOBOrO JliKkapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
"®apmaueBTUYH "GapmaueBTU4H NPUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby) - [Ans Toprosoi
a Komnais a KoMnaHis yNakoBKM (NiATBEPMAKYETbCA AAHUMMN PEasIbHOTO Yacy)
"3p0poB'a” "3p0pos'a” 36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO JliKapCbKoro
3acoby Ha OCHOBI NO3WUTMBHMX Pe3y/bTaTiB AOBrOCTPOKOBUX
JocnigpkeHb cTabiNibHOCTI Y peasibHOMY Yaci. 3aTBepAKeHO:
TEPMIH MPUOATHOCTI 2 poku. 3anponoHosaHo: TEPMIH
MPUOATHOCTI 3 poku. BBefeHHS 3MiH NpOTArom 6-11
MicsILiB NicNs 3aTBEPAKEHHS.
117. | NIOTPOMbB renb, 1000 MOIr; in ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - - UA/15770/01/01
1000- bulk: no 50 kry 06MexeHo obmexeHoro 3MiHK 3 siKOCTi. TOTOBWMIA Nnikapcbkuii 3aci6. CTabinbHICTb.
340POB'A 60ouKax cTaneBux, Bi4noBiAa/IbHICT BignoBiga/IbHICT 3MiHa y TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHsi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
3aKpUTKX KpULLKaMK 10 10 rOTOBOrO J1iKapCbKoro 3acoby (36iNbLUEHHS TEPMIHY
3 3aTUCKHUM "®apmaueBTUYH "GapmaueBTU4H npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [i51a Toprosoi
KinbLem a KoMmnaHis a KoMnaHis ynakoBKM (NigTBEPAKYETLCSA AaHNMU PeaslbHOrO Yacy)
"3nopos'a” "3popos'a” 36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKoro
3acoby Ha OCHOBI NO3WUTUBHWX Pe3y/bTaTiB AOBrOCTPOKOBUX
pocnimpkeHb cTabiNbHOCTI Y peasibHOMY Yaci. 3aTBepAXKeHO:
YnakoBku in bulk: 6 micauis. 3anponoHoBaHo: TEPMIH
MPUOATHOCTI Ynakosku in bulk: 6 micauis. BBegeHHs 3MiH
NPOTAroM 6-T1 MICALLIB MiC/1A 3aTBEPLKEHHS.
118. | NMINO®NABO | kpani O4Hi, AT "BIOJIIK" YkpaiHa AT "BIONIK" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/3053/01/01
H-O®TA niocpinizat ana AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU NikapCcbKoro 3acooby. peuyenma
emynbcii, 1 hnakoH 3MiHa Ha3Bu nikapcbKoro 3acoby. 3ATBEPIDKEHO:
3 niodpinizatom Ta 1 NINO®NTABOH. 3AMNPOMNOHOBAHO: N1INO®/IABOH-
onakoH 3 1,5 mn ODTA. BBefieHHS 3MiH NPOTArom 6-Tu MicAliB nicas
PO34MHHMKA (PO3UNH 3aTBEPKEHHS
HaTpito xnopvay
9 mr/mn) pasom i3
KPULLIKOHO-
KpanenbHULE B
iHAUBIAYa/TbHUX
nauvkax 3 KapToHy
119. | IO3AN® 100 | TAabNETKM, BKPUTI TOB "CaHodi- Ykpaina CaHodpi-ABeHTIC MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/15308/01/01
nnoc nNiBKOBOIO ABeHTIC Cn. 3 0.0. 3MmiHu 3 sKocTi. CepTudikaT BignosigHocTi/lI E-cepTudikat peuenmom
06010HKot0, Mo 100 YkpaiHa" BiANOBIAHOCTI E€Bponeiickkili hapmakonei/moHorpadii.

mr/25 mr, Ne 30
(10x3), Ne 90 (10x9):
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nictepiB y
KapTOHHI Kopo6Lyj;
Ne 15 (15x1), Ne 30
(15x2), Ne 90 (15x6):
no 15 TabneTtok y
6nicTepi; no 1, 2 abo
6 6nicTepiB y
KapTOHHI KopoobLi

MopaHHA HoBoro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI abo BUyUYEHHS cepTudikaTa BignoBiAHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NMpoMiKHOro NPoAyKTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 LONOMDKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €EBpONenchbKil
hapmakonei) - OHOBeHUIA cepTudikarT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA -
noAaHHsa oHoBneHoro CepTtudikata R1-CEP 2010-139-Rev
04 ansa A®Il nosapTaHy Kasito Bif, BXXe 3aTBepKeHoro
BUpo6bHMKa Zhejiang Huahai Pharmaceutical Co.,Ltd., China,
SIK HACNIAOK: 36iNbLUEHHS nepiody NOBTOPHOrO
BMNpo6yBaHHA 3 36 MicAuiB A0 60 MicALIB; BHECEHHS 3MiH
00 cneumdikauii Ta aHaNiTUYHUX MeToANK ADI 3
popasaHHaM Azido impurities (AZLS not more then 10.0
ppm) Ta 3MiHW KOHTPOJIO TPbOX AOMILLOK N-HITpo3aMiHy Ta
3BYXYOTbCSl Mexi gomilok NDEA (3 not more than 0.177
ppm Ha not more than 0.03 ppm); NDMA (3 not more than
0.640 ppm Ha not more than 0.03 ppm); NDBA (3 not more
than 0.177 ppm Ha not more than 0.03 ppm). 3MiHu | Tuny -
3MiHM 3 siKocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMUTBA AP (iHLWi 3MiHM Y MeToAaxX BUNPOGyBaHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
(BKtOYaKOUM 3aMiHy abo [oMoBHeHHS) APl abo
BUXiZAHOrO/NPOMIXHOr0o NPOAYKTY) BHECEHHS 3MiH 10 METOAiB
BunNpobyBaHHA APl a came: ONOBHEHHA TECTY Ha
BM3HAYEHHS po3Mipy yacTok (microns by Malvern, sikuii
Hapasi 3apeecTpoBaHuii); BBEAEHHA [04ATKOBOIO
aflbTEPHATUBHOIO METOAY A5 BUSHAYEHHS AOMILLOK N-
Nitrosamines and Azide impurity by LC-MS/MS, (wo
HafaloTbCs B paMkax NoAaHHs OHOBMIEHOTO cepTudikarty
AN Ailo4oi peyoBrHY nosapTaHy kasito R1-CEP 2010-139-
Rev 04 Big BupobHuka Zhejiang Huahai Pharmaceutical Co.,
Ltd., China).
120. | NO3AN® TabneTkn, BKPUTI TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 4,0 peecTpaLiiHnx matepianis: 3MiHu | Tuny - 3a UA/9435/01/01
nntoc o6onoHkoto, Ne 10, ABeHTIC Pecny6nika 3MiHu 3 sxocTi. CepTudikaT BignosigHocTI/l E-cepTudikar peyenmom
Ne 30 (10x3), Ne 90 YkpaiHa" BiANoOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
(10x9): no 10 MogaHHs HOBOrO abo OHOBNEHOTO cepTudlikaTa
Tabnetok y 6nictepi; BiANOBIAHOCTI abo BUNy4YeHHs cepTudikaTta BiANoBIigHOCTI
nol,3a6o9 €Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
6nicTepis y marepiany/peareHTy/npoOMKHOrO NPOAYKTY, L0
KapTOHHI kopo6Lyj; BVKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
Ne 30 (15x2), Ne 90 peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
(15x6): no 15 hapmaxonei) - OHoBMeHUiA cepTudikat Bif yxe
Tabnetok y 6nictepi; 3aTBEpXEHOro BUPO6HUKA -
no 2 abo 6 6nictepis MopaHHA OHOBNEHOrO cepTudikaTa BigNoBigHOCTI
Y KapTOHHIl kopoobLi €sponelicbkin dhapmakonei Ne R1-CEP 2000-091-Rev 04
(3atBepaxeHo: R1-CEP 2000-091-Rev 03) ans Ad|
rigpoxnopoTia3uay Bif BXe 3aTBepIKEeHOro BUpobHMKa
UNICHEM LABORATORIES LIMITED, India, y Hacnifok
BBE/IEHHS a/IbTEPHATNBHOI BUPOGHMYOT AinbHuui Plot No. T-
47, Five Star M.1.D.C. Hatkanangale, District Kolhapur India-
416 236 Kagal, Maharashtra.
121. | NOPNATIN® TabneTku, BKpUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3miHa Ne 10 - 6e3 UA/7643/01/01
060/10HKO10, M0 10 «NEA®APM XENTXKEP MBT 3asBHUKA (BNacHMKa peecTpauiiHoro noceigyeHHst) (3rigHo peuyenma;
Tabnetok y 6nictepi, NTO» nTa Haka3y MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH Ne 100 - 3a
no 1 6nictepy y NPOTAroM 6-Tu MicALiB Nicna 3aTBepKeHHs. 3MiHu | Tuny - peyenmom

KapTOHHIA ynakoBL,i;
no 10 TabneTtok y
cTpuni, no 1 ctpuny
Y KapTOHHii
ynakosui; no 10
Tabnetok y 6nictepi,
no 1 6nictepy y
KapTOHHI/ ynakosL,,
no 10 ynakoBoK y
KapTOHHI KopobLyj;
no 10 TabneTtok y
cTpuni, no 1 ctpuny
Y KapTOHHii
ynakosui, no 10

3MiHu Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHnX Npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuka gns
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi, AKLL0 BOHA
BiIMiHHA BiJ, yNTOBHOB&XeHOI 0c06y, BiANOBIAa/IbHOI 3a
3[jificHeHHsT hapMakoHarsay (BK/IHYakun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0CO6M 3asiBHYKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy.
[Litova pegaxkuis: Dr. Sanjay Kumar Mishra. NponoHoBaHa
pegakuisi: Mpusnmupcbka Tamapa BonogmmupiHa. 3miHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
YNaKoBOK Y KOHTaKTHUX AaHVX YyNOBHOBaXKEHOT 0COOU 3asBHUKA,
KapTOHHI KopobLyj; BiANOBIAaANbLHOI 3a 34ilicHEHHSA thapmakoHarnagy. 3MiHa
no 10 TabneTok y Micus 3AiiCHEHHA OCHOBHOI AisNIbHOCTI 3 dhapmakoHarnsgy.
6nicTepi, no 10 3MiHa MicLe3HaxoMKeHHs1 macTep-dhaiina cuctemm
6nictepiB y hapmakoHarnsgy Ta iioro Homepa.
KapTOHHIiA ynakoBLi
122. | MABTEPA® PO34uH AN8 iH'eKLi, ®.XodhpmaHH- LLiBeiuapis ®.XodhcpmaHH- LLiBefuapis BHECEHHS 3MiH A0 peecTpauiiiHux matepiasis: 3MiHu |l Tuny 3a UA/14231/01/01
1400 mr/11,7 mn; no Nsa Pow Ntpg, Na Pow NTg, - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy. peuenmom
11,7 mn y donakoHi; Llseiuapis IHLWI 3MiHK, SIKi He BBIALWAN y Lie po34in, ski BKYaTb
no 1 donakoHy y (BunpobyBaHHs noAaHHs pesy/bTaTiB AOCNiMKEeHb O KOMNETEHTHOro
KapTOHHIlA KOpooLi KOHTPO/O opraHy - IHthopmMaLisa LWLoao0 cUCTeMN yrpaBiHHA pU3nKamu.
AKOCTI); 3as8BHUKOM HafaHO OHOBMEHWI MNnaH ynpasniHHA pusnkamu
®.XodhcpmaHH- Bepcis 23.0. 3miHy BHeceHo Ao yacTuH: Il «Cneuundikauis 3
Na Pow Nta, 6e3nekun», Il «MnaH 3 hapmakoHarnagy», V «3axoam 3
Lseiuapis MiHiMi3awii pn3nkiB», VI «Pe3tome nnaHy ynpas/iHHA
(BMPO6HNLTBO pu3nkaMmn» y 38’A3KY 3 BUAAIEHHAM BaXX/TMBOrO
Hepo3dghacoBaHO noTeHLiliHoro pu3uky peunausy (nuwe ana FMA/MMNA) Ha
T npoAykuji, nigctasi 3aBepLleHHs gocnimxkeHHs MA28150 RITAZAREM.
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTpPOI0
SKOCTI, BUNYCK
cepii)
123. | MAKCIITPA TabneTkun, BKPUTI PapmaLeBTUYHN MonbLa PapmaLeBTUYHN MonbLa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: TexHiuHa 3a UA/18415/01/01
OPAIB NAiBKOBOIO i 3aBOg 11 3aBOf nomuska (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460) peyenmom
o6onoHkoto no 2,5 “‘NMONbPAPMA” «[Monbthapmar» BunpasneHHs TeXHIYHOT NOMW/IKN Y NOBHOMY TEKCTi
Mr no 14 TabneTok y C.A. C.A. IHCTPYKLT 418 MeAUYHOro 3aCToCyBaHHA NiKapcbKoro
6nictepi, no 2 3aco6y 040 Ha3BW MikapCcbKoro 3acoby. 3asHayeHe
6nictepy B BMNpaB/IEHHS BiAMNOBiJae MaTepianam peecTpaviiHoro
KapTOHHI KopoobLi [0ChE.
124. | MAKCIITPA TabneTkn, BKPUTI dapmaleBTUYHN Monbwa dapmaueBTUYHN Monba BHECEHHS 3MiH 40 peecTpauiiHnX MaTepianis: TexHiuHa 3a UA/18415/01/02
OPAINB nNiBKOBOO  3aBof 1 3aBof nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) peuenmom
060/10HKO0 N0 5 Mr “MONb®APMA” «Monbhapmar» BunpasneHHs TEXHIYHOT MOMUKM Y NOBHOMY TEKCTI
no 14 TabneTtok y C.A. C.A. IHCTPYKL,i AN151 MeAUYHOro 3aCTOCyBaHHA NiKapCbKoro
6nictepi, no 2 3aco0y W00 Ha3ByW Nikapcbkoro 3acoby. 3asHaveHe
6nictepu B BMNPAaB/IEHHA BiAMNOBiJaE MaTepiasiam peecTpauiliHoro
KapPTOHHI KOpooOLii [OCBE.
125. | MAKCIFPA TabneTku, BKpUTI dapmaLeBTUYHN Monbwa dPapmaLleBTUYHN MonbLa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: TexHiuHa 3a UA/18415/01/03
OPAINB nAiBKOBOIO i 3aBOf 1 3aBof nomuska (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460) peyenmom
o6onoHkoto no 10 mr | “MONIb®APMA” «Monbthapma» BunpaBneHHs TEXHIYHOT MOMUIKM Y MOBHOMY TEKCTI
no 1 a6o no 2 C.A. C.A. IHCTPYKLT AN1A MeQUYHOro 3acToCyBaHHA NiKapcbkoro
Tabnetkn y 6nictepi; 3aco6y LWoA0 Ha3By iKapcbkoro 3acoby. 3asHaveHe
no 1 6nictepy B BMNpaB/IEHHS BiANOBiJae MaTepiasiam peecTpaviiiHoro
KapTOHHI Kopoo6Li [OCbE.
126. | MAKCIITPA TabneTkun, BKpUTI PapmaLeBTUYHN Monbua PapmaLeBTUYHN MonbLa BHECEHHS 3MiH 0 peecTpauiiiHux maTepianis: TexHiuHa 3a UA/18415/01/04
OPAIB NNiBKOBOIO 1 3aBOf 11 3aBOf nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
o6onoHkoto no 20 mr | “MONIb®APMA” «Monbthapmar» BunpaBneHHs TEXHIYHOT MOMUIKM Y MOBHOMY TEKCTI
no 1 a6o no 2 C.A. C.A. IHCTPYKLT 418 MeQUYHOro 3acToCyBaHHA NiKapcbKoro
Tabnetkn y 6nictepi, 3aco6y LWoA0 Ha3BY iKapcbkoro 3acoby. 3asHaveHe
no 1 6nictepy B BMNpaB/IEHHS BiANOBiJae MmaTepiasiam peecTpaviiiHoro
KapTOHHI kopobuj, [OCbeE.
no 4 Tabnetkn y
6nicTepi, no 1 abo
no 2, abo no 3
6nictepu B
KapPTOHHI KOpooLii
127. | M1 HOCIK Kpanni opasibHi 3 Mini Xenckepe Benuka pakype IHais BHECEHHS 3MiH [j0 peeCTpaLiiiHuX MaTepiasliB: YTOUHEHHSA 6e3 UA/0567/01/01
hpyKTOBMM CMaKoM Nimiten BputaHis dapmacbioTikan ynakoBku B Hakasi MO3 Ykpainu Ne 1294 Big 22.07.2022 peyenma
no 15 mny cNTA B NpoLieci BHECEHHSA 3MiH (3MiHu | TMny - 3MiHM 3 AKOCTI.
CKNAAHOMY (p1aKOHi; FoTOoBWIA Nnikapcbkmii 3aci6. CTabinbHICTb. 3MiHa Y TEpMiHaX
no 1 chnakoHy 3 npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro Nikapcbkoro
rpagyioBaHo0 3aco6y (36inbLeHHA TepMiHy NPMAATHOCTI TOTOBOrO
nineTkot B nikapcbKoro 3acoby) - [1ns Toprosoi ynakoBKu
KapTOHHI/ ynakosL,i (nigTBEPMAXYETLCA AaHUMW PeasibHOr0 Yacy) 36iMbLUEeHHS
TepMiHy NMpUAATHOCTI FOTOBOrO JiKapCbKOro 3acoby.
3arBepaXeHo: 2 pokn. 3anponoHoBaHo: 3 poku. BeegeHHsA
3MiH NPOTArom 6-TW MicALiB nicns 3aTBepAKeHHS. 3MiHu |
TMny - 3MiHK 3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yNakoBLji FOTOBOr0 NiKapCbKOro 3acoby (Tvn koHTeHepa abo
[ofaBaHHSA HOBOTO KOHTeHepa) - BunyyeHHs nepBuHHOT
YNakoBKM, L0 He NMPU3BOANTL 0 NOBHOTO BU/TYYEHHS
NiKapcbKoro 3acoby 3 NeBHOK CUOK0 Aii abo y NeBHil
nikapcbki chopmi. BunyyeHHs NepBUHHOT yNakoBKu
(nnactukoBoro donakoHy no 15 mn), Lo He Npu3BoAUTL A0
MOBHOTO BW/TYYEHHS /iKapCbKOro 3acoby 3 NeBHOK CUSIO0 fji
abo y neBHili nikapcbkiii hopmi 3 BiAMOBIAHUMN 3MiHAMA Y
p."YnakoBka". [litoya pefakuis: MakyBaHHSA. Y CKIAHUX a60
NAacTMKOBMX hlakoHax TEMHOrO KOsibopy no 15 mn 3
rpagyioBaHoI0 NiNeTKOH Y KAPTOHHIN yNakoBLi.
MpornoHoBaHa pefakuis: YnakoBka. Y CKNsHUX priakoHax
TeMHOro Konbopy no 15 mn 3 rpagyiioBaHo0 NiNeTKow y
KapTOHHI ynakoBL,i). Pefakuis B Hakasi - y CKsiHoMy abo y
nnacTMkoBoMy oniakoHi. BipHa pepgakuis - y cknsHomy
chnakoHi.
128. | MIPAMIAE3® | kpanni BYLUHI, KHBMI "ICHA" Ykpaina TOB YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny - 6e3 UA/0237/02/01
PO34MH CNUPTOBWUIA, "TepHodhapm" 3MiHuM Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay. peyenma

0,1%no5mny
nosiMepHomMy
onakoHi 3
KpanesnsHuueto; no 1
donakoHy B nauui 3
KapToHY

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
dhapmakoHarnsgy (BBefjeHHs y3araslbHeHNX AaHnX Npo
cuctemMy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3assHuka gns
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi, AKLL0 BOHA
BiIMiHHA BifJ YNOBHOB&XXEHOI 0c06W, BiANOBIAA/IbHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
3pjiicHeHHs hapMakoHarisay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHi MacTep-haiina cucremu
hapmakoHarniagy) 3miHa yrnoBHOBaXXEHOT 0CO6M 3asBHUKA,
BiANOBiAaNbHOI 3a hapmakoHarnsag.
[itoua pepakuis: LemueHko HOpili Muxalinosuy.
MponoHoBaHa pefakuis: TkayeHko TeTsHa MNeTpiBHa. 3MiHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOT 0COOU 3asBHUKA,
BiANoBiAa/IbHOT 3a (hapmakoHarnss,. 3MiHa micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxoMKEHHS MacTep-haiina cuctemm
chapmakoHarnsgy Ta iioro Homepa.
129. | MIPAMIAE3® | po3u4uH HaLLKIpHWIA, KHBMI "ICHA" Ykpaina TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/0237/01/01
cnupToBuid, 0,1% no "TepHodhapm" 3MmiHuM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarisay. peyenma
100 mn 'y dpnakoHi; BBefeHHs abo 3MiHM A0 y3ara/lbHEeHUX JaHWUX NPo cucTeMy
no 1 donakoHy B thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
KapTOHHI navu,i cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
3[jiCHEeHHs hapMakoHarisay B YKpaiHi, SKLLo BoHa
BiAMIHHA Bif, YNOBHOBaXeHOI 0Cco6W, BiANoBiga/IbHOT 3a
3[iicHeHHs hapmMakoHarnsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi MacTep-caiina cucrtemu
thapmakoHarnagy) 3MiHa yrnoBHOBaXXeHOT 0CO6U 3asBHUKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,
[itoua pepakuis: JemueHnko HOpiii Muxaiinosuy.
MponoHoBaHa pepfakuis: TkayeHko TeTsHa MNeTpiBHa. 3MiHa
KOHTaKTHUX SaHMX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBiAaNbHOI 3a hapmakoHarnsg,. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLe3HaxXoKeHHS macTep-haina cuctemm
cthapmMakoHarssgy Ta oro Homepa.
130. | MOMIKCOH crnpei HasanbHWUiA, AT "Apaveq MonbLa Papwmea, MonbLa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | Tuny - 3a UA/16749/01/01
cycnensis, 50 Papma” ®paHuisa 3MiHn 3 skocTi. CepTudpikaT BignosigHocTI/l E-cepTudikar peyenmom
MKr/go3y, no 10 r (60 Brpo6HuK BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
£o3), no 16 r (120 BiAnoBiganbHM MogaHHs HOBOro abo OHOBNEHOTO cepTudikaTa
£03), no 18 r (140 3a BUNYCK cepii, BiANOBIAHOCTI ab0 BUNYyYeHHs cepTudikaTta BiANoBIgHOCTI
[003) cycneHsii y He BK/IoYaruu €Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
nonieTuneHoBomy KOHTPONb: MaTepiany/peareHTy/NPoOMKHOro NPoAyKTy, L0
hakoHi 3 AT "Apavef BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
[03YH04MM HacoCoM dapma”, peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
Ta HasaslbHUM Monbua hapmakonei) - HoBuii cepTudikaT Bif BXe 3aTBEpPAXEHOr0
annikatopom, no 1 BMPOGHUKA -
donakoHy y noAaHHA HOBOTO cepTudikaTta BignoBigHOCTI EBponenchkili
KapTOHHIlA KopooLi thapmakonei Ne RO-CEP 2018-290 - Rev 00 (3aTBEpPXEHO:
ASMF version AP/0004/2015-NOV-17) ans A®| MomeTa3oHy
dhypoat MoHorigparty Bif, BXe 3aTBEpPAXEHOro BUPOGHUKA
CIPLA LIMITED, India.
131. | MOHTY/NIAP® | TabneTku XyBaslbHi TOB YKpaiHa KYCYM IHais BHECEHHS 3MiH 0 PEECTPALiHNX MaTepiaiiB: 3MiHa 3a UA/18586/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

KIAC

no 5 mr; no 10
Tabnetok y 6nictepi;
no 3 a6o 9 6nictepis
Y KapTOHHIi
ynakoBLiji

«NMEJPAPM
NTh»

XENTXKEP MNBT
NTA, IHgia

3asBHUKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BBeeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHK | TNy -
3MmiHu Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
thapmakoHarnsgy (BBEAEHHS y3araslbHEHUX AaHMX NPo
cuctemy hapmakoHarisgy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa 41
3[jiCHEeHHS hapMakoHarisay B YkpaiHi, SKLLO BoHa
BiIMiHHa BiJ, yNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbLHOT 32
3ailicHeHHs chapMakoHarnaay (BKUaUy KOHTaKTHi AaHi)
Ta/abo 3MiHM y pO3MiLLeHHI MacTep-aiina cucremu
hapmakoHarnsgy). 3miHa ynoBHoOBaXeHOI 0Co6u 3asBHYMKA,
BiNOBIAa/IbHOT 3a 34iICHEHHS hapmakoHarnsgy.
[itoua pegakuis: Dr. Sanjay Kumar Mishra. MNponoHoBaHa
pegnakuis: Mpusnmupcbka Tamapa BonogmmupiHa. 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOT 0COOM 3asBHUKA,
BiANOBIAANLHOI 3a 34ilicHEHHS thapmakoHarnagy. 3miHa
MicLA 34iACHEHHA OCHOBHOI AisiNIbHOCTi 3 chapMakoHarnsay.
3MiHa MicLe3HaxoMKeHHA MacTep-haiina cuctemm
dhapMakoHarsisgy Ta imoro Homepa

peyerimom

132.

MYKANTUH®

Tabnetku no 50 wmr,
no 10 TabneTtok y
cTpunax; no 10
TabneTok y cTpuni;
no 3 cTpunu B nau;
no 30 Tabnetok y
KOHTeliHepi; no 1
KOHTeliHepy y nauui;
no 10 Tabnetok y
6nictepax; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
nauui

MAT
"Tannudgpapm”

YkpaiHa

NAT
"Tannudapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6. KoHTponb
[OOMOMIKHMX PeqyoBUH. 3MiHa napameTpiB crneumdikawii
Ta/abo fonyCcTUMUX MeX A5 AONOMIKHOT peqyoBUHN (iHLUi
3MiHK). CynyTHA 3MiHa- 3MiHM 3 IKOCTi. [0TOBWIA NiKapCbKnii
3aci6. KoOHTposib AONOMDKHUX peYOoBYH. 3MiHa y MeToAax
BMNPOBYBaHHA AOMOMDKHOI PeYOBUHM (IHLI 3MiHM Y MeTogax
BMNPOGYBaHHSA (BKIHOYAOUM 3aMiHy abo foAaBaHHs)).
MpviBeaeHHs crieumdikavii i METOAIB KOHTPOJIHO [OMOMIXHOT
peyoBuHM Kanbujto cteapart o Bumor moHorpadii EP .
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTponb AONOMKHUX peyoBYH. 3MiHa napameTpis
cneuudikaLin Ta/abo gonycTUMUX MEX AJ1s1 ONOMIXHOT
peyoBuHM (iHWi 3MiHN) CynyTHA 3MiHa- 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOIb fOMOMDKHUX PEYOBUH.
3MiHa y MeTofax BUNPO6YBaHHS AOMNOMIXKHOI peqoBUHM (iHLUi
3MiHM y MeTogax B1UnpobyBaHHA (BK/IOYaoum 3amiHy abo
fopasaHHs)). MNMprBeaeHHs crneumdikauii i meToais
KOHTPO/I0 AONOMDKHOT pe4yoBMHY MarHito kapboHaT BavkKuii
[0 Bumor moHorpadii EP.

6e3
peyenma

UA/1982/02/01

133.

HEO-AHIH®

NbOASAHUKM; No 12
NbOASHUKIB Y
6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHIlA KopooLi

[Jvsadapma
M6X

HimeuunHa

BUNYCK cepil:
[nsacapma
m6X,
HimeuuunHa,;
BMPOBHULITBO
Hepo3dacosaHo

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MiHuM Wopao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsay.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHnX Npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Bi4NOBiAA/IbHOI 32 34iICHEHHST hapMakKoHarnsay;

6e3
peyenma

UA/7674/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
T npoaykuji, KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa 415
nepBuHHe Ta 3[iicCHeHHs chapMakoHarnagy B YkpaiHi, K0 BoHa
BTOPUHHE BiIMiHHA Bif, yNOBHOB&XeHOI 0co6y, BiANOBIAa/IbHOI 3a
nakyBaHHs, 3pjiicHeHHs hapMakoHarisay (BK/IHYatoun KOHTaKTHI AaHi)
KOHTPO/b AKOCTI: Ta/abo 3MiHM y po3MiLLleHHi MacTep-haiina cucremu
Knoctepcpay thapmakoHarnsgy) - 3mMiHa KOHTakTHOI 0CO6U 3asBHUKa,
BepniH M'vM6X, BiAMOBIAa/IbHOI 3a dhapmakoHarsiag B YkpaiHi. Jitoua
HimeyunHa pepakuis: Vitkovska Tetiana Vitaliivna.
MponoHoBaHa pepakuis: LWanka OneHa BonogmmupisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOM 3asBHUKA,
BiANoBiAa/IbHOT 38 hapmakoHarnsag B YkpaiHi
134. | HEO-AHIH® | nLogAHuKK, No 8 [Ovsachapma Himeuunna BMNYCK Cepil: HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/7673/01/01
BE3 LYKPY NbOASAHUKIB Y M6X [vBadchapma 3MmiHuM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarisay. peyenma
6nictepi; no 2 vbX, BBefeHHs abo 3MiHM A0 y3ara/lbHEeHUX JaHWUX NPo cucTeMy
6nictepy B HimeuumnHa; thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
KapTOHHI kopo6Lyj; BMPOGHMLTBO cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
no 12 nboAsHuKIB Y Hepo3dghacoBaHO BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnsay;
6nicTepi; no 2 abo T npoAykuji, KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
no 4 6nictepu B nepBrHHE Ta 3[jiCHEeHHs hapMakoHarisay B YKpaiHi, SKLLo BoHa
KapTOHHIlA KOpooLi BTOPWHHE BiAMIHHA Bif, YNOBHOBaXeHOI 0Cco6W, BiANoBiga/IbHOT 3a
nakyBaHHs, 3[iicHeHHs hapmMakoHarnsay (BKIHYatoun KOHTaKTHI AaHi)
KOHTPO/b AKOCTI: Ta/abo 3MiHM y po3MiLLeHHi MacTep-caiina cucrtemu
Knoctepcpay thapmakoHarnsgy) - 3MiHa KOHTaKkTHOT 0CO6U 3aABHUKa,
BepniHn M'm6X, BigNoBigasIbHOI 3a hapMakoHarnsg B YkpaiHi. Jirova
HimeuunHa pepakuisi: Vitkovska Tetiana Vitaliivna.
MponoHoBaHa pepakuis: LWanka OneHa BonogmmupisHa.
3MiHa KOHTaKTHMX JAaHWUX KOHTaKTHOI 0CO6U 3asiBHMKA,
Bi4NoBiAa/IbHOI 32 hapmakoHarnsag B YkpaiHi
135. | HEO-AHIH® | nbogsaHuKY, no 12 [Ovsadcapma HimeuunHa Bignosigae 3a HimeuyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/10762/01/01
BULLHA NbOASHUKIB Y 6X BUNYCK cepil: 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta chapMakoHarnsgy. peyernma
6nicTepi; no 2 [nsacapma BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHWX NPOo cUcTemMy
6nictepu B vbX, thapmakoHarnsgy (BBefieHHs y3arasibHeHUX gaHux npo
KapTOHHI KopoobLi HimeuumnHa; cucTemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
BMPOGHMLTBO BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnagy;
Hepo3dhacoBaHo KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuka ons
T npoAykujii: 3[jiCHEeHHs hapMakoHarsay B YKpaiHi, AKLLO BOHa
Knoctepcpay BiIMiHHA BiJ, yNOBHOB&XEHOI 0C06W, BiANOBIAA/IbLHOI 3a
BepniH Mv6X, 3[ificCHEHHs1 hapMakoHarsay (BKIHUYaUM KOHTaKTHI AaHi)
HimeuunHa Ta/abo 3MiHM y po3MiLLleHHi MacTep-chaiina cuctemu
thapmakoHarnsgy) 3miHa KOHTaKTHOI 0CO6U 3asIBHIIKA,
BignoBigasIbHOI 3a hapMakoHarnsag B Ykpaidi. Jirova
pepakuis: Vitkovska Tetiana Vitaliivna. MponoHoBaHa
pepakuis: Wanka OnexHa BonogumupisHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnsg B Ykpaii.
136. | HEO-AHIH® | nbogsHuku, no 12 [Jvsadapma HimeuunHa Bignosigae 3a HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/10972/01/01
LABMIA NbOASHUKIB Y 6X BUNYyCK cepil: 3MiHuM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay. peyenma
6nicTepi; no 2 [nsadapma BBegeHHs1 abo 3MiHM A0 y3ara/ibHEHUX JaHWX NP0 CUCTEMY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
6nictepu B rv6X, thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnX npo
KapTOHHilA KopooLi HimeuuunHa; cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BMPOBHULITBO BiANOBIAA/IbHOI 32 34iiCHEHHSA (hapmakoHarnsgy;
Hepo3dacosBaHo KOHTaKTHOI 0c0o6M 3 chapMakoHaragy 3asBHuKa 4N
T npoaykuii: 3[jiCHEeHHSs1 hapMakoHarsay B YKpaiHi, AKLL0 BoHa
Knoctepchpay BiIMiHHA Bif, yNOBHOB&XXeHOI 0C06Y, BiANOBIAa/IbHOI 3a
BepniH M'vM6X, 3[jiicHeHHs hapMakoHarisay (BK/IHYaoUn KOHTaKTHI JaHi)
HimeyunHa Ta/abo 3MiHM y pO3MiLLleHHi MacTep-chaiina cucremu
hapmakoHarnsay) 3mMiHa KOHTaKTHOI 0coby 3asiBHUKA,
BiAMOBIAa/IbHOI 3a hapmakoHarsiag B YkpaiHi. Jitoua
pepakuis: Vitkovska Tetiana Vitaliivna. MNponoHoBaHa
pegakuis: Wanka OneHa BonogymupisHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiANOBIAa/IbHOI 3a
hapmMakoHarnag B YKpaiHi.
137. | HI®PYPOKCA3 | Tabnetku, BKpUTI BAT "lefeoH YropuwumHa TOB "TepneoH MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny: 3a UA/9060/01/01
na PIXTEP o6onoHkoto, no 100 PixTep" PixTtep 3MiHu 3 sKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
M, M0 24 TabneTku Monbwa”, roToBOro fikapcbKoro 3acoby. 3miHa y MmeTofax
y 6nicTepi; no 1 Monbwa BMNPOGYBaHHS TOTOBOTO JIiKApPCbKOro 3acoby (He3HavyHa
6nictepy B (koHTpO/b 3MiHa y 3aTBEpMKEHNX MeTofax BUNPobyBaHHS).

KapTOHHIlA KOpooLi

SIKOCTI, 03BN
Ha BUMYCK cepii;
BMPOGHMLTBO
Hepo3dghacoBaHo
ro NPoAaykKTy,
nepBuHHa
ynakoBka,
BTOPVHHA
yrakoBka)

KopuryBaHHs aHaniTUYHOT npouesypu ons igeHTudikauii
XiHO/TI0HOBOrO XO0BTOro (E104) (TI/QY-NIF/T-TL)
BunpaBneHHs onvcy naactuhim TLX. Ockinbkun Tmn
nnactvHu G 3acTapinuii i BXe He BUKOPUCTOBYETbLCS.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
3MiHu | TUNY: 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKnii 3acib.
3MiHM Y BUPOOHULTBI. 3MiHK BUNpobyBaHb abo AoNyCTUMUX
MeX, BCTAHOB/IEHMX Y crneumdikayisx, nig yac BMpobHuuTBa
rOTOBOrO /1iKapCbKOro 3acoby (BUlyYeHHS HECYTTEBOTO
BUNPOBYBaHHSA B NpoLeci BUpobHMLUTBA). He3HauHi
KOpekTyBaHHSA B po3ginax 3.2.P.3.3. onuc BUPO6GHMYOro
npouecy i koHTposto Ta 3.2.P.3.4. KOHTPO/Ib KPUTUYHKX
eTanis BUPOGHULITBA Ta BUTYYEHHS HE3HAYHOTO
BHYTPILLHbOBUPOOHNYOro TecTy. MPOMiKHUIA KOHTPONb Saep
TabneTok. BigcyTHs1 HEOBXiAHICTb Y NPOBEAEHHI
BMNPO6YBaHHSA saep TabneTok BiANOBIAHO A0 cnevundikadil,
OCKifIbkM cneuudikavis BiAHOCUTLCSA A0 TabNETOK, MOKPUTUX
NniBKOBOK 000J/IOHKOIO, @ He A0 Aaep. Yci HeobxigHi
BUNPOBYBaHHA NPOBOAATLCA 3ri4HO 3i cneumdikalieto nicns
3aBepLUEHHS MPOLEeCcy BUPO6GHMLTBA Hepo3tacoBaHOro
npenaparty (nepeg, A4oNyckom Hepo3dhacoBaHOro npenaparty
0151 NaKkyBaHHs). BBeleHHA 3MiH NPOTArom 6-Tu Micauis
nicns 3atBeppkeHHs. 3MiHu | Tuny: 3miHn 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roTOBOro NikapcbKoro 3acooy.
3MiHa napameTpiB cneyudikalii Ta/abo AoNyCTUMMX MEX
rOTOBOrO NliKapCbKOro 3acoby (4ONOBHEHHST abo 3amiHa
nokasHuka cneumdikauii 3a pesysbtatamy AOC/iIKEHb 3
6e3nekn abo AKOCTI (3a BUHATKOM NikapCbkux 3acobiB
6i0/10r4YHOro/iMyHO0rYHOTO NOXOMKEHHS)). 3aMiHa TecTy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

"po3unHEHHS" Ha TecT "po3nagaHHs” - He 6inbwe 20
XBW/IMH. Y 3B'A3KY 3i CTaOKOK PO3UMHHICTHO Ai040i peyoBUHN
Ta HeJOTPUMAHHSAM «yMOB [OCTaTHbOrO PO3BEAEHHS»
npoBefeHHs Banigauii aHaniTMYHOT METOANKMN "PO3UMHEHHS"
BignosiaHo o KepisHuutea CVMP/VICH/591/98
HeMOX1BO. BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.
3MiHu | TUNY: 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
KOHTposb roToBOro fikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo fonycTMMKX MEX rOTOBOrO
nikapcbKoro 3acoby (L0NoBHEHHA abo 3aMiHa NokasHuKa
cneuudikayii 3a pesynbTataMmun AocnigpkeHb 3 6e3nekn abo
AKOCTI (32 BUHATKOM JTiKapCbkyx 3acobiB
6ionoriyHoro/iMyHO0rYHOr0 NOXOMKEHHS)). JonaBaHHA
TecTy Ha BMICT eTaHo/y Npu BUNYCKY NiKapCbKoro
npenapary — «He 6inbwe 2000 ppm». Tak sk eTaHon
BVKOPUCTOBYETLCA SIK PO3UNHHUK NPU BUPOOHULITBI
nikapcbKkoro npenapary. Ta BU3HAYaEeTLCSA Y BiANOBIAHOCTI
00 HacTaHoBu CPMP/ICH/283/95-NfG. BBefeHHs 3MiH
NPOTAroM 6-TW MiICALIB NIC/A 3aTBEPAXKEHHS.

138.

HOPBIP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 100
mr, no 30 a6o no 60
Tabnetoky
n1acTMKOBOMY
donakoHi; no 1
chnakoHy B
KapTOHHIlA KOpooLi

E66BI
BiochapmachktoTi
Kan3 rméex

LLsenuapis

E668i [oliunaHg,
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu Il Tuny -
3MmiHun Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarisay.
BHeceHHs abo 3miHa(u) A0 3060B'A3aHb Ta YMOB Buaadi
peecTpavuiiniHOro noceig4eHHs, BkIvaroun MNnaH ynpasniHHA
pv3nkamMm (3acTocyBaHHS 3MiH(M), Ski(a) BMMaratoTb(€)
noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
L0 Mal0Tb Ha4aBaTUCH KOMMNETEHTHUM OPraHoM, OCKIiSTbKM
BUMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm).
3asaBHMKOM HaiaHO OHOB/IEHWUIA MNaH ynpaBniHHSA pu3nkamu
Bepcis 7.3. 3MiHM BHeceHi Ao yacTuH: Il. Cneundikauis 3
6e3nekm (go ycix Mogynis), Yactunu lll. MnaH 3
hapmakoHarnagy, YactuHu V. 3axoam 3 MiHiMisawii pusukis,
YactuHu VI. Pestome nnaHy ynpasniHHS pu3nkamu, YactuHm
VII. Jopatku 7, 8 y 3B’A3KYy 3 BUAAIEHHAM NUTaHHA 3
6e3nekun Ta imnnemenTavii MYP 0o CTpyKTypu BiANOBIAHO A0
GVP Module V Rev 2.

3a
peyerimom

UA/7004/03/01

139.

OKPEBYC®

KOHLieHTpaT Ans
pO34nHy Ans
iHchysiii no 300
Mr/10 mn; no 10 mn
y thnakoHi; no 1
donakoHy y
KapTOHHI KopoobLi

. XohdpmaHH-
Na Pow fita

LLiBeiuapis

BMPOGHMLTBO
Hepo3gracoBaHO
T npoAykuji,
nepBuHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTpPO/I0
AKocTi: Pow
[iarHocTukc
rm6X,
HimeuunHa
BMPOGHMLITBO

HimeuunnHa/
LLiBeiiuapis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. APl BUpo6HULTBO. 3MiHM BUNPO6yBaHb abo
[0NyCTUMUX MeX Y mpoueci BupobHuytea Adl, wo
BCTaHOB/EHI Y crieundikaLisx (3By)XEHHS JOMYCTUMUX MEX).
3BYXXEHHS AONYCTUMUX MeX A5 6ioNoriYHoro
HaBaHTaXeHHs AN nonpefHboil dinbTpavii etTanis adiHHOT
KaTiOHOOOMIHHOI, aHIOHOOBMIHHOT XpoMaTorpadii, a TakoX
eTanis ynbTpadinsTpayii/giadinstpauii. 3miHu | Tuny -
3MiHn 3 aKkocTi. A®l. Bupo6HMLTBO. 3MiHM B NpoLeci
BMPOG6HMLTBA ADI (iHWi 3MiHK). BnpoBamkxeHHs
CUHTETUYHOrO ry6MHHOIO QRiNbTPy B NPOLLECI OUULLEHHS
Aitoyoi peqoBunHNU. 3MiHK | Tuny - 3MiHK 3 sikocTi. FoToBwMiA

3a
peyenmom

UA/16278/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
Hepo3dacoBaHo nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHM BUNpobyBaHb
T npoaykuii, a60 [onycTUMUX MeX, BCTaHOB/IeHUX Y cneumdikalisx, nig
nepBuHHe Yyac BUPOOHULTBA FOTOBOrO NiKapCbKOro 3acoby (BUyYeHHs
nakyBaHHs, HecyTTEBOro BUNpPoOyBaHHS B NPOLECi BUPOGHMLTBA).
BTOPUHHE Buny4yeHHs HecyTTeBOro BunpobysaHHsA APl B npoLieci
nakyBaHHs, BMPOBOHULTBA FOTOBOrO NiKapcbKoro 3acoby, a came
BVNYCK Cepil: BUAA/IEHHS METOAY BUNPOGYBaHHS hi3NKO-XiMiYHOT
®.XodhpmaHH- iAeHTudiKavLii (KOHTPO/Ib KOXHOT NapTii NPOBOAMTLCA 3a
Na Pouw J1Tg, [ONOMOroK NenTUAHOIO KapTyBaHHA Npu BUPO6HULTBI ADI).
LBeiiuapis 3Mminu | TMny - 3miHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuucpikauii Ta/abo AONYyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVXiAHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y npoueci BupobHuutea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKA3HUKOM SKOCTi Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS). [JONOBHEHHS
cneuunagikauii BuxigHoi cupoBuH GEM Powder 2 HOBUM
nokasH1KoM KOoHTpos1b MapraHLto (Lo BUKOPUCTOBYETLCA B
npoueci Bupo6HuuTea A®| okpenisymat) 3 MeXot Ha piBHI
30-90 nM
140. | OKCANIH® TabneTkn, BKPUTI TOB YKkpaina KYCYM IHgis/ BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHa 3a UA/11096/01/01
N1iBKOBOIO «TNEAPAPM XENTXKEP MBT YkpaiHa 3asBHUKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo peyenmom
060/10HKO10, N0 300 NTO» NTA, IHAis; Haka3y MO3 Big 23.07.2015 Ne 460). BBeeHHs 3MiH
mr no 10 TabneTok y AnbTepHaTVBHU NPOTAroM 6-T1 MIiCALIB MiC/A 3aTBEPMKEHHSA. 3MiHK | TNy -
6nicTepi; no 3 1 BUPOGHVIK, LLIO 3MiHuM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarisay.
6nictepu y 3[iicHI0E BBefeHHs abo 3MiHM A0 y3ara/lbHEeHUX AaHWUX NPo cucTeMy
KapTOHHI ynakosL,i BTOPVHHE thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
nakyBaHHS, cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaxKeHOT ocobu,
KOHTPO/b AKOCTI BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
Ta BMUNycK cepii: KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa A1
TOB "KYCYM 3[jiCHEeHHSs hapMakoHarisay B YKpaiHi, AKLLo BoHa
PAPM", YkpaiHa BiAMIHHA Bif, YNOBHOBaXeHOI 0Cco6W, BiANoBiga/IbHOT 3a
3[iicHeHHs hapmMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHoOBaXKeHOI 0Co6u 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy.
[itoua pepakuis: Dr. Sanjay Kumar Mishra. MNponoHoBaHa
pegnakuis: Mpusnmupcbka Tamapa BonogmmupisHa. 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXEHOT 0COOM 3asiBHUKA,
BiANOBIAANbLHOI 3a 34ilicHeHHSA thapmakoHarnagy. 3MiHa
MicLA 3AiACHEHHA OCHOBHOI AisifIbHOCTi 3 chapMakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 macTep-haiina cuctemu
cthapmMakoHarssgy Ta oro Homepa.
141. | OKCANIH® TabneTtku, BKPUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHa - UA/15766/01/01
NAiBKOBOIO «NIEA®APM XENTXKEP MBT 3asiBHMKA (B/1aCHMKA PEECTPaLiiHOro NocBig4eHHs) (3rigHo
060/10HKO10, Mo 300 NTA» nTa Haka3y MO3 Big 23.07.2015 Ne 460). BBeeHHs 3MiH
mr; in bulk: Ne NPOTArom 6-Tu MiCALIB Nicna 3aTBepMKEHHS. 3MiHu | Tuny -

10x240: no 10

3MmiHun Wwoao 6esnekn/eddeKTMBHOCTI Ta hapmakoHarsgy.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

Tabnetok y 6nictepi;
no 240 6nicTepiB y
KapTOHHIlA KOpO6L

BeegeHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHuX Npo cuctemy
dhapmakoHarnsgy (BBefeHHS y3arasibHEHVX AaHnX Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka ons
3AiiicCHeHHs hapMakoHarnagy B YkpaiHi, KL BOHa
BiIMiHHA BiJ, yNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOT 3a
3[jiicHEeHHsT hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0CobM 3asBHMKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy.
[itoua pegakuis: Dr. Sanjay Kumar Mishra. MNponoHosaHa
pepakuisi: Mpusnmupcbka Tamapa Bonogumupisra. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiZJNOBIAANbHOI 3a 3AjiCHEHHS hapmakoHarnsagy. 3miHa
MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicL,e3HaxoMKeHHs1 MacTep-gpaiina cuctemu
chapmakoHarnsay Ta iioro Homepa.

142.

OJIMETEK
nnoc

TabneTku, BKpUTI
nNiBKOBOIO
060s10HKOI0, 20
mr/12,5 mr no 14
Tabnetok y 6nictepi,
no 2 6nictepay
KapTOHHI navu,i

3eHTiBa, K.C.

Yecbka
Pecny6nika

[Oaiui CaHkio
Opoyn MmM6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MmiHu 3 aKocTi. CepTudikaT BignosigHocTI/I E-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa BignoBiAHOCTI
€sponelicbkin dhapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BpONEnChbKil
hapmakonei) - OHOBMeHWIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudiikaTa BignosigHOCTI EBponelickbkin dhapmakonei Ne
R1-CEP 2004-058 - Rev 02 (3aTBepgxeHo: R1-CEP 2004-
058 - Rev 01) ans gitouoi pevosuHu Hydrochlorothiazide Big
BXe 3aTBepaKeHoro BupobHmka PHARMACEUTICAL
WORKS POLPHARMA S.A. 3miHu | Tvny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€sponelicbkin dhapmakonei/moHorpadii. MogaHHA HOBOro
abo oHoBNeHoro ceptudiikaTa BiANOBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickkiin thapmakonei: ans
A®I; onsa BuxigHoro martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLUTBI ADI; ans
[0NOMDKHOT pevyoBrHK (cepTudpikat BignoBigHOCTI
€Bponelicbkin thapmakonei) - OHoBeHWA cepTudikar Big
yXe 3aTBepKeHOro BUpo6Huka. NogaHHsA OHOB/IEHOTO
cepTudikaTy BiAnoBigHOCTI €Bponeiickkoi hapmakonei Ne
R1-CEP 2004-149-Rev 05 (3atBepmxeHo: R1-CEP 2004-
149-Rev 04) gns gitoyoi pevosuHn Hydrochlorothiazide Big,
BXe 3aTBepmkeHoro snpobHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD. 3Mminu | TMny - 3MiHK 3 SIKOCTI.

3a
peyenmom

UA/17624/01/01




3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk
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Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa Ymosu
Bionycky

CeptudpikaT BignosigHocTi/l'E-cepTudikar BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOrO

Homep
peecmpayitiHo2o
nocsioYeHHs1

n/n

Hassa Popma sBUMYCKY
JliKapcbKo20 | (nikapcbka ghopma,
3acoby yrnakoska)

abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignoBigHOCTI EBpoNeNiCchKi thapmakonel: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npomMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIigHOCTI
€Bponelicbkiit hapmakonei) - OHOBIeHWIA cepTudikaT Big,
yXXe 3aTBepAXeHoro BUpobHyKa. MofaHHSA OHOBEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2012-398-Rev 00 (3atBepaxeHo: RO-CEP 2012-
398-Rev 05 ) ans gitouoi pevosrHu Olmesartan medoxomil
BiJ BXe 3aTBepmkeHoro BupobHuka Daiichi Sankyo Co. Ltd.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BiAgnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUIyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkill hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAYyKTY, Lo
BVKOPUCTOBYHOTLCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBuHM (CepTugikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBEHOro
cepTudikaTa BignoBigHoOCTi €Bponeiickkiii hapmakonei Ne
R1-CEP 2013-105 - Rev 00 (3aTBepgxeHo: RO-CEP 2013-
105 - Rev 01) gns gitodoi peyosuHu Olmesartan medoxomil
Bifl BXe 3aTBepAxeHoro BupobHuka Chinoin Pharmaceutical
and Chemical Works Private Co., Ltd, YropwuHa. 3MiHu |
TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BiAnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUNyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYHOTbCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBUHM (CepTugikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudpikata BignoBigHoOCTi €Bponeiickkiii hapmakonei Ne
R1-CEP 2013-105 - Rev 01 gns gito4oi pevoBrHN
Olmesartan medoxomil Bif BXe 3aTBepKeHOro BUpobHMKa
Chinoin Pharmaceutical and Chemical Works Private Co.,
Ltd, YropwuHa. 3miHu | Tuny - 3miHn 3 skocTi. Ceptuddikat
BignoBigHocTI/IE-cepTudbikat BiANOBiAHOCTI EBpONEiChKiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO

cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans

BMXiAHOTO Matepiany/peareHTy/npomikHOro NpoAyKTy, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT

R1-CEP 2013-268-Rev 01 ans gitouoi peyosmHu Olmesartan

peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBepKEHOro BUpo6HuKa. MNMogaHHA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €Bponeiickbkoi hapmakonei Ne
RO-CEP 2013-268-Rev 03 (3atBepmxeHo: RO-CEP 2013-
268-Rev 02) gns gitoyoi pevonHn Olmesartan medoxomil
Bif, BXXe 3aTBepAXeHoro Bupo6Huka Zhejiang Tianyu
Pharmaceutical Co., Ltd. 3miHu | TURY - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l'E-cepTudikar BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOroO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeENChKi thapmakonel: ans
A®I; onsa BUXigHOro mMatepiasy/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (CepTudiikaTt BiAgMnoBIigHOCTI
€Bponelicbkiit hapmakonei) - OHoBIeHWIA cepTudikaT Bif,
yXe 3aTBepKeHoro BUpobHuka. MogaHHA OHOBEHOrO
cepTudikaTy BignoBigHOCTI €Bponeiicbkoi dhapmakonei Ne
R1-CEP 2013-268-Rev 00 (3atBepaxeHo: RO-CEP 2013-
268-Rev 03) ans gitouoi pevosrHn Olmesartan medoxomil
Bif BXe 3aTBeppkeHoro BupobHuka Zhejiang Tianyu
Pharmaceutical Co., Ltd. fk Hacnigok, 3miHa agpecu
BnacHuka CEP (3atBepgkeHo: Jiangkou Development Zone,
Huangyan District, China-318 020 Taizhou, Zhejiang
Province; 3anponoHoBaHo: Jiangkou Development Zone,
Huangyan District, China-318 020 Taizhou City, Zhejiang
Province). 3minu | TMny - 3miHun 3 AkocTi. CepTudikar
BignoBigHocTI/IE-cepTudbikat BiANOBIAHOCTI EBpONEiCHKii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBepKEHOro BUpo6HuKa. MNMogaHHA OHOB/IEHOTO
cepTudpikaTa BignosigHOCTi EBponeiicbkoi dhapmakonei No

medoxomil Big Bxe 3aTBepmkeHoro BupobHuka Zhejiang
Tianyu Pharmaceutical Co., Ltd. Ak Hacnigok, 3mMiHW y
cneundikauii A®I, 30kpema BUlyHEHHS NOKa3HMKa 3
BignoBigHMM MeToaom «Related substances:
Triphenylmethyl chloride». 3miHu | TUNY - 3MiHX 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo [oMyCTUMUX MeX, BU3HAYEHNX Y creuudikauisx Ha

BMKOPWCTOBYIOTbCS Y npoueci BupobHuuTea AP (1ogasaHHsA

A®I, ab0 BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

a60 3aMiHa (3a BUHSATKOM aKTUBHOI pe4YOBMHM 6i0OMNYHOr0
a60 iIMyHO/OrN4YHOro NOXOMKEHHS) nNapamMeTpa cneuudikadii
3 BiNOBIAHNMM METOAOM BUNPOGYBaHHSA 3a pe3ynbTaTamu
AOcnigpKeHb 3 6e3nekn abo SAKOCTi) OHOBJIEHHS NapameTpy
cneundikauii A®l megokcominy onmecapTaHy BUPO6HMKa
N3 ana pomiwok NDMA (NMT 0,03 ppm) Ta NDEA (NMT
0,03 ppm) ans ycix BUpo6Hukis AdI.
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/ME-
cepTudikaT BiAgNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomikHOro NPoAYyKTY, Lo
BVKOPUCTOBYHOTbCS Y BUPOOHULTBI API; 415 [ONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA OHOBIEHOro
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakonei Ne
R1-CEP 2012-398-Rev 01 (3atBepmxeHo: R1-CEP 2012-
398-Rev 00) ans gitovoi pevoBmHN Olmesartan medoxomil
Bifl BXe 3aTBep/AxeHoro BupobHuka Daiichi Sankyo Co. Ltd.
Ak Hacnigok, 3MiHM y cneuudikauii Ta MeTogax
BUNPOOYBaHHA - A0AAETLCA NapameTp «[oMillku» 3
ponyctumoro Mexeto ansa N-HitposogumeTtunamiHy (NDMA)
Ta N-HiTpo3oguetunamivy (NDEA) «He 6inbLu Hix 0,03 ppm»
Ta BiAMNOBIAHUM METOLOM BUNPOOYBaHHSA BiANOBIAHO A0
oHosneHoro CEP.

143.

OJIMETEK
nnoc

TabneTku, BKpUTI
nNiBKOBOIO
060s10HKOI0, 20
mr/25 mr; no 14
Tabnetok y 6nictepi,
no 2 6nictepay
KapTOHHI navu,i

3eHTiBa, K.C.

Yecbka
Pecny6nika

[Oaiui CaHkio
HOpoyn MmM6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MmiHu 3 aKocTi. CepTudikaT BignosigHocTI/I E-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa BignoBiAHOCTI
€sponelicbkin dhapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €BPONENChbKil
hapmakonei) - OHOBMeHWIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudiikaTa BignosigHoCTI EBponelickbkin dhapmakonei Ne
R1-CEP 2004-058 - Rev 02 (3aTBepgxeHo: R1-CEP 2004-
058 - Rev 01) ans gitouoi pevosuHu Hydrochlorothiazide Big
BXe 3aTBepaKeHoro BupobHmka PHARMACEUTICAL
WORKS POLPHARMA S.A. 3miHu | Tvny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€sponelicbkin dhapmakonei/moHorpadii. MogaHHA HOBOro
abo oHoBNeHoro ceptudiikaTa BiANOBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickkiin thapmakonei: ans
A®l; nnsa BMXigHOTO Matepiany/peareHTy/npomikKHOro

3a
peyenmom

UA/17624/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
[0NOMDKHOT pevyoBrHK (cepTudpikat BignoBigHOCTI
€sponeiicbkili hapmakonei) - OHOBNeHNI cepTudikaT Bif,
yXe 3aTBepLKEHOro BUpo6HuKa. MNogaHHsA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €Bponeiickbkoi hapmakonei Ne
R1-CEP 2004-149-Rev 05 (3atBepmxeHo: R1-CEP 2004-
149-Rev 04) gns gitoyoi pevosuHn Hydrochlorothiazide Big,
BXe 3aTBepakeHoro BupobHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD. 3MmiHu | TUnYy - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l'E-cepTudikar BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOroO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeENChKi thapmakonel: ans
A®I; onsa BUXigHOro mMatepiasy/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (CepTudiikaTt BiAgMnoBIigHOCTI
€Bponelicbkiit hapmakonei) - OHoBIeHWIA cepTudikaT Bif,
yXXe 3aTBepAXeHoro BUpobHuKa. MoaaHHSA OHOBEHOTO
cepTudpikaTa BignosigHoCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2012-398-Rev 00 (3atBepaxeHo: RO-CEP 2012-
398-Rev 05 ) ans gitouoi pevosrHu Olmesartan medoxomil
BiJ BXe 3aTBepmkeHoro BupobHuka Daiichi Sankyo Co. Ltd.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BiAgnoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt thapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYHOTLCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBuHM (CepTugikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBEHOro
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakonei Ne
R1-CEP 2013-105 - Rev 00 (3aTBepgxeHo: RO-CEP 2013-
105 - Rev 01) gns gitodoi peyosuHu Olmesartan medoxomil
Bif BXe 3aTBep/AxeHoro BupobHuka Chinoin Pharmaceutical
and Chemical Works Private Co., Ltd, YropwuHa. 3MiHu |
TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BiAnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUNyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYIOTbCS Y BUPOOHULTBI API; AN51 ONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudikata BignoBigHOCTI €Bponelickkivi hapmakonei Ne
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
R1-CEP 2013-105 - Rev 01 gns Aito4oi pevoBrHN

Olmesartan medoxomil Bif BXe 3aTBepKeHOro BUpobHMKa
Chinoin Pharmaceutical and Chemical Works Private Co.,
Ltd, YropwuHa. 3miHu | Tuny - 3MiHn 3 skocTi. Ceptuddikat
BignoBigHoCTI/IE-cepTudbikat BiANOBiAHOCTI EBpONEiChKii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBepKEHOro BUpo6HMKa. MNMogaHHA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €Bponeiickkoi hapmakonei Ne
RO-CEP 2013-268-Rev 03 (3atBepmxeHo: RO-CEP 2013-
268-Rev 02) gns gitoyoi pevonHn Olmesartan medoxomil
Bif, BXXe 3aTBepKeHoro Bupo6Huka Zhejiang Tianyu
Pharmaceutical Co., Ltd. 3MiHu | TURNY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l'E-cepTudikar BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoONeENCHKIn thapmakonel: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIigHOCTI
€Bponelicbkiit hapmakonei) - OHOBIeHWIA cepTudikaT Big,
yXe 3aTBepKeHOoro BUpobHuka. MogaHHA OHOBEHOrO
cepTudikaTy BignoBigHOCTI €Bponeiicbkoi dhapmakonei Ne
R1-CEP 2013-268-Rev 00 (3atBepaxeHo: RO-CEP 2013-
268-Rev 03) ans gitouoi pevosrHn Olmesartan medoxomil
Bif BXe 3aTBeppkeHoro BupobHuka Zhejiang Tianyu
Pharmaceutical Co., Ltd. fk Hacnigok, 3miHa agpecu
BnacHuka CEP (3atBepgkeHo: Jiangkou Development Zone,
Huangyan District, China-318 020 Taizhou, Zhejiang
Province; 3anponoHoBaHo: Jiangkou Development Zone,
Huangyan District, China-318 020 Taizhou City, Zhejiang
Province). 3minu | TMny - 3miHun 3 AkocTi. CepTudikar
BignoBigHocTI/IE-cepTudbikat BiANOBIAHOCTI EBpONEiCHKii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBepKEHOro BUpo6HuKa. MNMogaHHA OHOB/IEHOTO
cepTudpikaTa BignosigHOCTi EBponeiicbkoi dhapmakonei No

R1-CEP 2013-268-Rev 01 ansa gitovoi peyosmHu Olmesartan
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

medoxomil Big Bxe 3aTBepAkeHoro BupobHuka Zhejiang
Tianyu Pharmaceutical Co., Ltd. Ak Hacnigok, 3mMiHW y
cneundikauii A®I, 30kpema BUlyHEHHS NOKasHMKa 3
BignoBigHMM MeToaom «Related substances:
Triphenylmethyl chloride». 3miHu | TUNY - 3MiHX 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y cneuudikauisx Ha
A®I, ab0 BUXigHWA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuuTea A®I (foaasaHHA
a60 3aMiHa (3a BUHSATKOM aKTUBHOI PEYOBMHM 6i00OMNYHOI0
a60 iIMyHO/0r4YHOro NOXOMKEHHS) NapameTpa cnevudikadi
3 BiNOBIAHMM METOAOM BUNPOGYBaHHSA 3a pe3ynbTaTtamu
OOcCnigpKeHb 3 6e3nekn abo AKOCTi) OHOBJIEHHS NapameTpy
cneundikauii A®l megokcominy oniMecapTaHy BUPO6GHMKa
N3 ana pomiwok NDMA (NMT 0,03 ppm) Ta NDEA (NMT
0,03 ppm) ans ycix BUpo6Hukis AdI.
3MiHu | TUnNy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BiAgnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYIOTbCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (CepTugikaT BiANoBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudikata BignoBigHoOCTi €Bponeiickkiii hapmakonei Ne
R1-CEP 2012-398-Rev 01 (3atBepmxeHo: R1-CEP 2012-
398-Rev 00) ans gitovoi pevoBmHN Olmesartan medoxomil
Bifl BXe 3aTBep/AxeHoro BupobHuka Daiichi Sankyo Co. Ltd.
Ak Hacnigok, 3MiHM y cneuudikauii Ta MeTogax
BUNPOOYBaHHA - A0AAETLCA NapameTp «[oMillku» 3
ponyctumoro Mexeto ansa N-HitposogumeTtunamiHy (NDMA)
Ta N-HiTpo3oguetunamivy (NDEA) «He 6inbLu Hix 0,03 ppm»
Ta BiAMNOBIAHUM METOLOM BUNPOOYBaHHSA BiANOBIAHO A0
oHosneHoro CEP.

144.

OJIMETEK
nnoc

TabneTku, BKpUTI
nNiBKOBOIO
060s10HKO0, 40
mr/12,5 wr; no 14
Tabnetok y 6nictepi,
no 2 6nictepay
KapTOHHI navu,i

3eHTiBa, K.C.

Yecbka
Pecny6nika

[Oaiui CaHkio
HOpoyn MmM6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MmiHu 3 aKocTi. CepTudikaT BignosigHocTI/I E-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa BignoBiAHOCTI
€sponelicbkin dhapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BPONENChbKil
hapmakonei) - OHOBMeHWIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudiikaTa BignosigHOCTI EBponelicbkiin dhapmakonei Ne

3a
peyenmom

UA/17624/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

R1-CEP 2004-058 - Rev 02 (3aTBepgxeHo: R1-CEP 2004-
058 - Rev 01) ans gitouoi pevosuHy Hydrochlorothiazide Big
BXe 3aTBepaKeHoro BupobHmka PHARMACEUTICAL
WORKS POLPHARMA S.A. 3miHu | Tvny - 3MiHKM 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA HOBOTO
abo oHoBNeHoro ceptudikaTa BiANOBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii thapmakonei: ans
A®I; onsa BuxigHoro martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLUTBI ADI; ans
[0NOMDKHOT pevyoBrHK (cepTudpikat BignoBigHOCTI
€sponeiicbkiii hapmakonei) - OHOBNeHNI cepTudikaT Bif,
yXe 3aTBepLKEHOro BUpo6HMKa. MNogaHHsA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €Bponeiickkoi hapmakonei Ne
R1-CEP 2004-149-Rev 05 (3atBepgkeHo: R1-CEP 2004-
149-Rev 04) gns gitoyoi pevosuHn Hydrochlorothiazide Big,
BXe 3aTBepaKeHoro BupobHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD. 3MmiHu | TUny - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l'E-cepTudikar BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoONeENCHKIn thapmakonel: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIigHOCTI
€Bponelicbkiit hapmakonei) - OHOBIeHWIA cepTudikaT Big,
yXXe 3aTBepAXeHOro BUpobHyKa. MoaaHHSA OHOBEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2012-398-Rev 00 (3atBepaxeHo: RO-CEP 2012-
398-Rev 05 ) ans gitouoi pevosmHu Olmesartan medoxomil
BiJ BXe 3aTBepmkeHoro BupobHuka Daiichi Sankyo Co. Ltd.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BiAgnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkill hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYHOTLCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBEHOro
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakonei Ne
R1-CEP 2013-105 - Rev 00 (3aTBepgxeHo: RO-CEP 2013-
105 - Rev 01) gns gitodoi peyosuHu Olmesartan medoxomil
Bifl BXe 3aTBep/AxeHoro BupobHuka Chinoin Pharmaceutical
and Chemical Works Private Co., Ltd, YropwuHa. 3MiHu |
TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BiANoBigHOCTI EBponeichkiii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO

cepTugikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAYyKTY, Lo
BVKOPUCTOBYIOTbCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (CepTugikaT BiANoBIAHOCTI EBpONechbkili
hapmakonei) - OHoBMeHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudikaTa BignoBigHoOCTi €Bponeiickkiii hapmakonei Ne
R1-CEP 2013-105 - Rev 01 gns Aito4oi pevoBrHN
Olmesartan medoxomil Bif BXe 3aTBep)KeHOro BUpobHMKa
Chinoin Pharmaceutical and Chemical Works Private Co.,
Ltd, YropwuHa. 3miHu | Tuny - 3MiHn 3 skocTi. Ceptuddikat
BignoBigHoCTI/IE-cepTudbikat BiANOBiAHOCTI EBpONEiiChKiit
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOro Matepiany/peareHTy/npomMikHOro NPoAyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBepKEHOro BUpo6HuKa. MNMogaHHA OHOBIEHOTO
cepTudikaTy BignoBigHOCTI €Bponeiickbkoi hapmakonei Ne
RO-CEP 2013-268-Rev 03 (3atBepmxeHo: RO-CEP 2013-
268-Rev 02) gns gitoyoi pevonHn Olmesartan medoxomil
Bif, BXXe 3aTBepAXeHoro Bupo6Huka Zhejiang Tianyu
Pharmaceutical Co., Ltd. 3MiHu | TURY - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l'E-cepTudikar BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeENChKi thapmakonel: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIigHOCTI
€Bponelicbkiit hapmakonei) - OHOBIeHWIA cepTudikaT Big,
yXe 3aTBepKeHoro BUpobHuka. MogaHHA OHOBEHOrO
cepTudikaTy BignoBigHOCTI €Bponeiicbkoi dhapmakonei Ne
R1-CEP 2013-268-Rev 00 (3atBepaxeHo: RO-CEP 2013-
268-Rev 03) ans gitouoi pevosmHn Olmesartan medoxomil
Bif BXe 3aTBeppkeHoro BupobHuka Zhejiang Tianyu
Pharmaceutical Co., Ltd. fk Hacnigok, 3miHa agpecu
BnacHuka CEP (3atBepgkeHo: Jiangkou Development Zone,
Huangyan District, China-318 020 Taizhou, Zhejiang
Province; 3anponoHoBaHo: Jiangkou Development Zone,
Huangyan District, China-318 020 Taizhou City, Zhejiang
Province). 3minu | TMny - 3miHun 3 AkocTi. CepTudikar
BignoBigHocTI/IE-cepTudbikat BiANOBIAHOCTI EBpONEiCHKii

thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

cepTudikaTa BignoBigHOCTI abo BUyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NPoAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBepKEHOro BUpo6HuKa. MNMogaHHA OHOBIEHOTO
cepTudpikaTa BignosigHOCTi EBponeiicbkoi dhapmakonei No
R1-CEP 2013-268-Rev 01 ans gitouoi peyosmHu Olmesartan
medoxomil Big Bxe 3aTBepmAkeHoro BupobHuka Zhejiang
Tianyu Pharmaceutical Co., Ltd. Ak Hacnigok, 3miHu y
cneundikauii A®I, 30kpema BUyHEHHS NOKasHMKa 3
BignoBigHMM MeToaom «Related substances:
Triphenylmethyl chloride». 3miHu | TUNY - 3MiHX 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y cneuudikauisx Ha
A®I, ab0 BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuuTea AP (fofaasaHHA
a60 3aMiHa (3a BUHSATKOM aKTUBHOI pe4YOBMHM 6i0OMNYHOr0
a60 iIMyHO/OrN4YHOro NOXOMKEHHS) nNapamMeTpa cneuudikadii
3 BiNOBIAHNMM METOAOM BUNPOGYBaHHSA 3a pe3ynbTaTamu
OOCnigpKeHb 3 6e3nekn abo AKOCTi) OHOBJIEHHS NapameTpy
cneundikauii A®l megokcominy onimecapTaHy BUPO6GHMKa
N3 ana pomiwok NDMA (NMT 0,03 ppm) Ta NDEA (NMT
0,03 ppm) ans ycix BUpo6Hukis AdI.
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/ME-
cepTudikaT BiAnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomikHOro NPoAYyKTY, Lo
BMKOPWCTOBYHTLCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakonei Ne
R1-CEP 2012-398-Rev 01 (3atBepmxeHo: R1-CEP 2012-
398-Rev 00) ans gitovoi pevoBmHN Olmesartan medoxomil
Bifl BXe 3aTBep/AxeHoro BupobHuka Daiichi Sankyo Co. Ltd.
Ak Hacnigok, 3MiHM y cneuudikauii Ta MeTogax
BUNPOOYBaHHA - A0AAETLCA NapameTp «[oMillku» 3
ponyctumoro Mexeto ansa N-HitposogumeTtunamiHy (NDMA)
Ta N-HiTpo3oguetunamivy (NDEA) «He 6inbLu Hix 0,03 ppm»
Ta BiAMNOBIAHUM METOLOM BUNPOOYBaHHSA BiANOBIAHO A0
oHosneHoro CEP.

145.

OJIMETEK
nnoc

TabneTku, BKpUTI
nNiBKOBOIO

060/10HKO, 40

3eHTiBa, K.C.

Yecbka
Pecny6nika

[Oaiui CaHkio
HOpoyn MmM6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MmiHu 3 aKocTi. CepTudikaT BignosigHocTI/I E-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.

3a
peyenmom

UA/17624/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

mr/25 wr; no 14
Tabnetok y 6nicrepi,
no 2 6nictepay
KapTOHHI navu,i

MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANoBiAHOCTI abo BUTyYEHHSA cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®I; ansa BuxigHoOro
Marepiany/peareHTy/npoMKHOr0 MPOAYKTY, L0
BVKOPUCTOBYIOTbCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (CepTugikaT BiANoBIAHOCTI EBpONechbkili
hapmakonei) - OHoBMeHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudikaTa BignoBigHoOCTi €Bponeiickkiii hapmakonei Ne
R1-CEP 2004-058 - Rev 02 (3aTBepgxeHo: R1-CEP 2004-
058 - Rev 01) ans gitouoi pevosuHy Hydrochlorothiazide Big
BXe 3aTBepKeHoro BupobHmka PHARMACEUTICAL
WORKS POLPHARMA S.A. 3miHu | Tvny - 3MiHKM 3 AKOCTI.
CepTudpikat BignosigHocTI/lE-cepTudikat BignoBigHOCTI
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA HOBOTO
abo oHoBNeHoro ceptudiikaTa BiANOBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkiin thapmakonei: ans
A®I; onsa BuxigHoro martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLUTBI ADI; ans
[0NOMDKHOT pevyoBrHK (cepTudpikat BignoBigHOCTI
€sponeiicbkili hapmakonei) - OHOBNeHNI cepTudikaT Bif,
yXe 3aTBepKeHOro BUpo6Huka. MNogaHHsA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €Bponeiickbkoi hapmakonei Ne
R1-CEP 2004-149-Rev 05 (3atBepmxeHo: R1-CEP 2004-
149-Rev 04) gns gitoyoi pevosuHn Hydrochlorothiazide Big,
BXe 3aTBepakeHoro BupobHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD. 3MmiHu | TUnYy - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l'E-cepTudikar BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeENChKi thapmakonel: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIigHOCTI
€Bponelicbkiit hapmakonei) - OHOBIeHWIA cepTudikaT Big,
yXXe 3aTBepAXeHoro BUpobHuKa. MoaaHHSA OHOBEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2012-398-Rev 00 (3atBepaxeHo: RO-CEP 2012-
398-Rev 05 ) ans gitouoi pevosrHu Olmesartan medoxomil
BiJ BXe 3aTBepmkeHoro BupobHuka Daiichi Sankyo Co. Ltd.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BiAgnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkill hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTY, Lo
BVKOPUCTOBYHOTLCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI EBponeichbkili
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei Ne
R1-CEP 2013-105 - Rev 00 (3aTBepgxeHo: RO-CEP 2013-
105 - Rev 01) gns gitodoi peyosuHu Olmesartan medoxomil
Bifl BXe 3aTBep/AxeHoro BupobHuka Chinoin Pharmaceutical
and Chemical Works Private Co., Ltd, YropwuHa. 3MiHu |
TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BiAgNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomikHOro NPoAYyKTY, Lo
BVKOPUCTOBYHOTbCS Y BUPOOHULTBI API; 415 [ONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA OHOBIEHOro
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakonei Ne
R1-CEP 2013-105 - Rev 01 gns Aito4oi pevoBrHN
Olmesartan medoxomil Bif BXe 3aTBepKeHOro BUpobHMKa
Chinoin Pharmaceutical and Chemical Works Private Co.,
Ltd, YropwuHa. 3miHu | Tuny - 3MiHn 3 skocTi. Ceptuddikat
BignoBigHoCTI/IE-cepTudbikat BiANOBiAHOCTI EBpONEiChKii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBepKEHOro BUpo6HMKa. MNMogaHHA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €Bponeiickbkoi hapmakonei Ne
RO-CEP 2013-268-Rev 03 (3atBepmxeHo: RO-CEP 2013-
268-Rev 02) gns gitoyoi pevonHn Olmesartan medoxomil
Bif, BXXe 3aTBepAXeHoro Bupo6Huka Zhejiang Tianyu
Pharmaceutical Co., Ltd. 3MiHu | TURNY - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l'E-cepTudikar BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudiikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeENChKi thapmakonel: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIigHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWIA cepTUdikaT Bif,
yXe 3aTBepKeHoro BUpobHuka. MogaHHA OHOBEHOrO
cepTudikaTy BignoBigHOCTI €Bponeiicbkoi dhapmakonei Ne
R1-CEP 2013-268-Rev 00 (3atBepaxeHo: RO-CEP 2013-
268-Rev 03) ans gitovoi pevosrHn Olmesartan medoxomil
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

Bif BXe 3aTBeppkeHoro BupobHuka Zhejiang Tianyu
Pharmaceutical Co., Ltd. fk Hacnigok, 3miHa agpecu
BnacHuka CEP (3atBepgkeHo: Jiangkou Development Zone,
Huangyan District, China-318 020 Taizhou, Zhejiang
Province; 3anponoHoBaHo: Jiangkou Development Zone,
Huangyan District, China-318 020 Taizhou City, Zhejiang
Province). 3minu | TMny - 3miHun 3 AkocTi. CepTudikar
BignoBigHocTI/IE-cepTudbikat BiANOBIAHOCTI EBpONECHKIi
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBigHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOro Matepiany/peareHTy/npomMikHOro NPoAyKTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBepKEHOro BUpo6HMKa. MNMogaHHA OHOB/IEHOTO
cepTudpikaTa BignosigHOCTi EBponeiicbkoi dhapmakonei No
R1-CEP 2013-268-Rev 01 ans gitouoi peyosmHu Olmesartan
medoxomil Big Bxe 3aTBepAkeHoro BupobHuka Zhejiang
Tianyu Pharmaceutical Co., Ltd. Ak Hacnigok, 3mMiHW y
cneundikauii A®I, 30kpema BUlyHEHHS NOKasHMKa 3
BignoBigHMM MeToaom «Related substances:
Triphenylmethyl chloride». 3miHu | TUNY - 3MiHX 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y cneuudikauisx Ha
A®I, ab0 BUXigHWA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuuTea AP (foaasaHHA
a60 3aMiHa (3a BUHSATKOM aKTUBHOI PEYOBMHM 6i00OMNYHOI0
a60 iIMyHO/OrN4YHOro NOXOMKEHHS) nNapamMeTpa cneuudikadii
3 BiNOBIAHNMM METOAOM BUNPOGYBaHHSA 3a pe3ynbTaTamu
OOcnigpKeHb 3 6e3nekn abo SAKOCTi) OHOBJIEHHS NapameTpy
cneundikauii A®l megokcominy onimecapTaHy BUPO6GHMKa
N3 ana pomiwok NDMA (NMT 0,03 ppm) Ta NDEA (NMT
0,03 ppm) ans ycix BUpo6Hukis AdI.
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/ME-
cepTudikaT BiAgnNoBigHOCTI €EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt hapmakonei: ana Adl; ons
BMXigHOrO Matepiany/peareHTy/npomikHOro NPoAYyKTY, Lo
BVKOPUCTOBYIOTbCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (CepTudikaT BiANoOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MNMogaHHA OHOBIEHOro
cepTudikaTa BignoBigHOCTI €Bponeiickkiii hapmakonei Ne
R1-CEP 2012-398-Rev 01 (3atBepmxeHo: R1-CEP 2012-
398-Rev 00) ans gitovoi pevoBmHN Olmesartan medoxomil
Bifl BXe 3aTBep/AxeHoro sBmpobHuka Daiichi Sankyo Co. Ltd.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
Ak Hacnigok, 3MiHM y cneuudikauii Ta MeTogax
BUNPOOYBaHHA - A0AAETLCA NapameTp «[oMillku» 3
ponyctumoro Mexeto ansa N-HitposogumeTtunamiy (NDMA)
Ta N-HiTpo3oguetunamivy (NDEA) «He 6inbLu Hix 0,03 ppm»
Ta BiAMNOBIAHUM METOLOM BUNPOOYBaHHSA BiANOBIAHO A0
oHosneHoro CEP.
146. | OTO®A Kpanni ByLLHi, Na6opaTtopii ®paHuisa dapmacTep ®paHuis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/2690/01/01
pO34uH, 26 Mr/Mn Bywapa AAMIHICTPaTUBHI 3MiHW. BUyyYeHHs1 BUPOOHUYOT AiNbHULL peuenmom
(20000 MO/mn); no Pekopgaarti (BkNtovatoum ginbHuyi gns APl nPOMiKHOTO NPOAYKTY abo
10 mn y doriakoHi; no roTOBOrO JliKapCbKoro 3acoby, AiNbHWL 415 NPOBeAEHHS
1 chnakoHy 3 nakyBaHHs1, BUpOOHYKa, BiNOBiAaIbHOIO 3a BUMYCK Cepiid,
nineTkow y MicLie NPOBeAEHHS KOHTPO/IO cepil) abo nocTavyasibHMKa
KapTOHHIA Kopoo6Li BMXiQHOrO Marepiany, peareHTy abo AONOMiXHOT pEHOBUHN
(AKLL0 3a3HaYeHO Y A0CbE) - BuaaneHHs cy6KOHTPakTHOT
AiNbHULI 3 KOHTPOSKO AKOCTI NPU BUPOBHULTBI NiKapCbKOro
3aco6y - MENICON pharma
147. | OTO®A Kpansi ByLUHi, Nab6opaTopii PpaHuin dapmacTep PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/2690/01/01
pO34nH, 26 Mr/mn Bywapa 3MiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
(20000 MO/mn); no Pekopparti roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpis

10 mn y dhnakoHi; no
1 donakoHy 3
nineTko y
KapTOHHIlA KopooLi

cneumdikauin Ta/abo fonycTMMNX MeX roToBoro
NiKapcbKoro 3acoby (40NOBHEHHS cneuudikauii HoBUM
MOKa3HWKOM 3 BiANOBIAHUM METOL0M BUNPOOYBaHHS) -
OHOBJIEHHS cneumaikaLii nikapcbkoro 3acoby 3 AoAaBaHHAM
[0 cneumndikauii Ha TepMiH NpugaTHOCTI NapameTpy
«KinbkicHe BU3HaYeHHs1 acKOpPBIHOBOI K1C/IOTU» HA OCHOBI
CTaTUCTUYHUX AaHWX AOCNIMKEHHS 6e3 fofaBaHHS
aHanNiTMYHUX METOAMK, OCKITbKU faHi METOANKN BXE € B
MKS$ ansi npoBeAeHHs aHau10rivyHOro BUNpobyBaHHS npun
BUNYCKy, (3aTBepoKeHO: "KilbkicHe BU3HAYeHHS
ackop6iHoBoi kucnotun”, Ha Bunyck: 500 mr (+ 10%
-30%)/100mn; 3anpornoHoBaHo: "KifibkicHe BU3HaYeHHs
ackop6iHOBOI kucnoTn", Ha Bunyck: 500 mr (+ 10%
-30%)/100Mn1; Ha TepMiH npugatHocTi: 500 mr (+ 10% -
30%)/100mn); 3MiHK | TURY - 3MiHK 3 SIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCcbKoro 3acoby.
3miHa napameTpis cneuudikaLiin Ta/abo fonycTMMNX Mex
roTOBOrO JlikapCcbKoro 3acoby (L40oNoBHEHHS cneuudikaLii
HOBWUM MOKAa3HMKOM 3 BiANOBIAHUM METOL0M BUNPOOYBaHHS)
- OHOBJ/IEHHSA cneyucpikauii nikapcbkoro 3acoby 3
[ofaBaHHAM [0 cneuudikauii Ha TepmiH NpuaaTHOCTI
napameTpy «KinbKicHe BU3HaYeHHs Kanito MeTabicynbiTy»
Ha OCHOBI CTATUCTUYHNX AaHUX AOCAIMKEHHSA 6e3
[ofaBaHHA aHauTITUYHWUX MEeTOAMK, OCKI/TbKM faHi MeTOAVKM
BXe € B MKA ana npoBeAeHHs aHaNorivyHoro BUNpo6yBaHHS
npu BUNycKy, (3aTBepakeHo: "KinbkicHe BU3HAYEHHS Kaulito
MeTabicynbiTy", Ha Bunyck: 150 mr (+ 10% - 40%)/100mn;
3anponoHoBaHo: "KifibkicHe BU3HAUYEHHS Kaslito
MeTabicynbdity", Ha Bunyck: 150 mr (+ 10% - 40%)/100mn;
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JliKapcbKo20
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Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ha TepMiH npugatHocTi: 150 mr (+ 10% -90%)/100Mn); 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /liKapCbKOro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo fonycTMMKX MEX roTOBOro
nikapcbKoro 3acoby (4ONOBHEHHS cneuumdikaii HoBUM
NoKasHUKOM 3 BifNOBIAHNM METOAOM BUMPOOYBAHHS) -
OHOBJIEHHSA creumdikauii nikapcbkoro 3acoby 3 JoAaBaHHAM
00 cneumdikauii Ha TepMiH NpuaaTHOCTI NapameTpy
«KinbKicHe BU3HAYEHHS AMHATPItO efeTaTy» Ha OCHOBI
CTaTUCTUYHUX AaHWX AOCNIMKEHHS 6e3 fofaBaHHsA
aHasTITUYHNX METOAVK, OCKINTbKM AaHi METOANKMN BXe € B
MKS$ ans npoBefeHHs aHau10riuHOro BUNpobyBaHHs npu
BUNYCKyY, (3aTBEpOKeHO: "KisibkicHe BU3HAUYEeHHS UHATPIO
efetaty”, Ha Bunyck: 12 mr (£ 10%)/ 100mn;
3anponoHoBaHo: "KisibkicHe BU3Ha4YeHHs aguHaTpito egetary”,
Ha Bunyck: 12 mr (+ 10%)/ 100M/1; Ha TepMiH NPUAATHOCTI:
12 mr (+ 10% -30%)/100mn); 3MiHW | TUNY - 3MiHW 3 SKOCTI.
[OTOBWIA NikapcbkuMii 3aci6. KOHTPOsIb roTOBOrO NikapcbKoro
3acoby. 3miHa napameTpiB cneuudikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOrO NiKapcbKoro 3acoby (40NOBHEHHS
cneuudikaLii HOBVUM NOKA3HWKOM 3 BifMNOBIAH/M METOAOM
BMNPOGYBaHHS) - AONOBHEHHSA creumdikaii Ha BUMycK
nokasHukom "LLLinbHICTL" 3 BiANOBIAHUM METOA0M
BUNPO6YBaHb. 3MiHM | TMNy: 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCcbKoro 3acoby.
3miHa napameTpiB cneuudikaLini Ta/abo fonycTUMNX MeX
rOTOBOrO /liKapCbKOro 3acoby (f0NoBHEHHS cneuudikaLii
HOBMM MOKa3HUKOM 3 BiAMOBIAHNUM METOAOM BUNPOOYBaHHS);
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbknii 3aci6.
KOHTpOsb roToBOro fikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo fonycTMMKX MEX roTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cneuumdikaii HoBUM
NoKasHUKOM 3 BifNOBIAHNM METOAOM BUMPOOYBAHHS) -
[OMNOBHEHHA creumndikayii Ha BUMycK / TepMiH npuaaTHoCTi
nokKasHVkoMm "CynyTHi AOMILLK/" 3 BigNOBIAHUM METOAO0M
BMNpobyBaHb Ha OCHOBI faHuX MoHorpadii EP, Toxicological
risk assesment for impurity;stability data; stress study
(3anponpoHoBaHo: Ha BUNYCK - Bigomi gomiwku (PudamiuuH
B,S 1a O) He 6inbLie 2,5%; 13omep pudamiuyHy (fomilika
RRT 0,77) He 6inbLwe 0,5%; Hesigomi gOMIWKN He GinbLue
2,5%; Ha TepMiH npugaTtHocTi - Bigomi foMiLLku
(PucbamiumH B ,S T1a O) He 6inble 2,5%; 13omep
puchamiuuHy (gomiwka RRT 0,77) He 6inblue 5%; Hesigomi
[OOMILLKM He Binblue 6%)

148.

ODNIOKCALY
H

Tabnetkn no 0,2 r no
10 TabneTtok y
6nictepi, no 1
6nicTepy y nayui 3

MpusatHe
akuioHepHe
TOBapUCTBO

"Jlekxim -

Ykpaina

MpuBaTHe
akujioHepHe
TOBapWCTBO

"Nlekxim -

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny:
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOBGHUUTBI. 3amiHa abo BBeAeHHA 40A4ATKOBOI AiNbHULL
BVMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBHNYOTO

3a
peyerimom

UA/5050/01/01
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Homep
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KapToHy; no 10
Tabnetok y 6nicrepi,
no 50 a6o 100
6nicTepiB y nayui 3
KapTOHY

Xapkis"

Xapkis",
YkpaiHa; MpAT
«TexHoNor»,
Ykpaina

npoLiecy roToBOro NikapCcbKoro 3aco6y (AibHNLSA, Ha SKIi
NpoBoAATLCA 6Y/Ab-5Ki BUPOOHWYI cTagil, 38 BUHATKOM
BUWMYCKY CepilA, KOHTPOJIKO AKOCTi, NEPBUHHOTO Ta BTOPUHHOTO
nakyBaHHs, A1 HECTEPW/TbHUX JTiKapCbKMX 3aco6iB).
CynyTHS 3miHa: 3MiHU 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHA [0AATKOBOI
AiNbHULI BUPOBGHMLTBA A1 YacTUHM abo BCbOro
BMPOBGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AiNbHUUA ANA BTOPUHHOIO NakyBaHHS). 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHM Yy BUPO6HULTBI. 3amiHa
ab0 BBeAEHHA AOAATKOBOI AiNbHULI BUPOBHMLTBA ANA
4acTHM abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby ([iNbHWLSA AN NEPBUHHOTO NaKyBaHHS)
Be/leHHs 10A4aTKOBOro BUPOBHMKa roTOBOr0 Nikapcbkoro
3aco6y OPTOKCALVIH, Tabnetkn no 0,2 r, no 10 TabneTok
y 6nicTepi; no 1 6nicTepy y nauyui 3 kapToHy, no 50 a6o 100
6nicTepiB y Nayui 3 KApTOHY, BIAMNOBIAA/ILHOIO 3a
BMPOGHULITBO, NEPBUHHE Ta BTOPUHHE NakyBaHHs - MpAT
«TexHonor», YkpaiHa. 3miHu | Tuny: 3miHun 3 kocTi. FoToBui
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYIOTLCS BUMYCKY cepil Ta
KOHTPOJII0 SIKOCTi FOTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHNKA, LLO BiAMnoBifae 3a BBE3eHHS Ta/abo
BUMYCK cepii) - Bkntoyatoum KOHTPONb/BMNPOGYBaHHSA cepii.
[opaBaHHsa BupobHuka - MpAT «TexHonor», Ykpaiva, wo
BignoBigae 3a KOHTPob Ta Bunyck cepii 13 OPJIOKCALVIH,
Tabnetkn no 0,2 r, no 10 TabneTok y 6nicTepi; no 1 6nictepy
y mauui 3 kapToHy, no 50 abo 100 6nicTepiB y nauui 3
KapToHy. 3MiHN BHeCeHi B po3inu "BupobHuk" Ta
"MicuesHaxompKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS MOr0 AisIbHOCTI" B iIHCTPYKLO 4719 MEANYHOIO
3aCTOCyBaHHSA Nikapcbkoro 3acoby y 3B"A3Ky 3 BBEAEHHAM
[04aTKOBOT BUPOBGHMYOT AiNbHUL , SIK HACNIAOK - Y TEKCT
MapKyBaHHS YNakOBKW JlikapCbkoro 3acoby.

149.

O®IOKCALI
H-JAPHULA

Tabnetku no 200 wmr,
no 10 TabneTtok y
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauuj

MpAT
"®apmaueBTUYH
a chipma
"fNapHuus"

YkpaiHa

MpAT
"dapmaueBTuyH
a chipma
"fapHuus"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4N MeAMYHOro 3acTOCyBaHHA Ha
nigcTaBi perynspHo OHOB/IIOBAHOIO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6esneku
3aCcTOCyBaHHsI NikapCcbKoro 3acoby B nicnspeecTpauiiiHmii
nepiog, abo sk pe3ynbTart OUiHK/ 3BiTy 3 AOC/IAKEHb,
npoBefeHnX BigMNOBIAHO A0 NAaHy nefiaTpUuHmX
pocnipkeHb (PIP) (3MiHY y3rofi)eHo 3 KOMNeTEHTHUM
YMOBHOB&XEHNM OpraHoM). 3MiHV BHECEHO [0 iHCTPYKL,i
AN MenYHOro 3aCTOCyBaHHSA /liKapCbKoro 3acoby Ao
po3zinis "OcobnmBocCTi 3acTocyBaHHA" Ta "Mo6iYHI peakuii”
BiANOBIAHO 10 OHOBMEHOT iHhopMaLii 3 6e3nekun

3a
peyenmom

UA/1805/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aCTOCyBaHHSA fjil040i Pe4OBUHM NiKapCbKOro 3acoby.
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT AN
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi perynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Mekn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTar OLiHKW 3BITY
3 A4OCnigpKeHb, NPOBEAEHVX BIAMOBIAHO A0 MiaHy
negiatpuyHux gocnigxkeHns (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVM OpraHom). 3MiHV BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby A0 po3gainis "OcobMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTtocyBaHHs Ta fo3un" Ta "MobivHi peakuii”
BiANOBIAHO 0 OHOBNEHOT iHGhopMaLlii 3 6e3neku
3aCTOCyBaHHSA Ajl040i pevyoBUHN NTiKApCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tu MicALIB MiCNs 3aTBEPMAKEHHS.
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepuctui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi perynspHo
OHOB/OBAHOrO 3BITY 3 6e3nekn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo Sk pe3ynbTaT OLiHKM 3BIiTY
3 A0CNigpKeHb, NPOBEAEHVX BIAMNOBIAHO A0 NaaHy
negjatpnyHux gocnigpkeHs (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM OpraHom). 3MiHV BHECEHO
[0 IHCTPYKLIT A48 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3aco6y Ao posainy "MNo6iyHi peakyii" BigNoBIigHO A0
OHOB/EHOT iHthopMaLlii 3 6e3neky 3acTocyBaHHSA Ailoyoi
PeyoBUHM NiKapCbKOoro 3acoby. BBeAeHHS 3MiH NpOTArom 6-
TV MicALIB Nic/1a 3aTBepAKEHHSI

150.

MAKNITAKCE
N-BICTA

KOHLleHTpaT Ans
pO34unHy Ans
iHcpy3iiA, 6 mr/mn, no
5 mn (30 mr) abo no
16,7 mn (100 wr),
abo no 25 mn (150
mr), abo no 43,33
mn (260 mr), abo no
50 mn (300 mr) y
donakoHi; no 1
chnakoHy B
KapPTOHHIi KOpooLii

ToBapucTBo 3
06MexeHo
BignoBiAa/IbHICT
10 «BYCT
DAPMA»

YkpaiHa

AkTasic ITanis
C.n.A.

ITanisa

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHa
3aaBHuKa /13 (MIBI) (BnacHuka peecTpaujiiHoro
nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460):
TepMiH BBEAEHHS 3MiH NpOTAroM 6 micAuis nicns
3aTBEPIKEHHS.

3a
peyenmom

UA/13988/01/01

151.

MAH3ICAl
PANZYGA®

PO34uH ANs iHdy3iit
no 100 mr/mn; no 10

Oktathapma
PapmaueBTuKa

ABCTpist

BUPOBHUK,
BiANoOBigaNbHWI

PdpaHuia/
AscTpisi/

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHM 3 sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax

3a
peyenmom

UA/17142/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
M, 25 Mn po3unHy y | pogykTioHcrec 3a BUPOGHNLTBO HimeuunHa cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAYEHNX Y
thnakoHi, no 1 M.6.X. in-bulk, cneuudikayisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
donakoHy B nepBuHHe npoayKT/peareHT, W0 BUKOPUCTOBYOTLCA Y NpoLeci
KapTOHHI kopo6Lyj; nakyBaHHs, BMpo6HMLTBA ADI (iHWi 3MiHK) - OHOBNEHHS NMIMITIB BMICTY
no 50 mn, 100 mn BUNYCK cepil: 6inka y dopakuii I+11+11 nig yac gocnigkeHHs cTabibHOCTI.
PO3YMHY Y NAALLKAX, Okrachapma, 3areBepmxeHo: 8 - 20 g/L.
no 1 naawui B dpaHLjs; 3anponoHoBaHo: 6 - 34 g/L.
KapTOHHIlA KopooLi BUPOGHUK,
BiANOBIAANbHWIA
3a nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/1b SIKOCTI,
BUNYCK cepil:
OkTadhapma
dPapmaLeBTnka
MpoaykTioHcrec.
M.6.X., ABCTpis;
BMPOGHMUK,
BiAnoBiganbHW
3a BTOPUHHE
nakyBaHHS:
Oktadapma
[eccay 'mM6X,
HimeyunHa
152. | NTAHTEHON niHa HawkipHa, 50 TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/8333/01/01
AEPO30/1b mr/r no 58 r abo 116 "Mikpodpapm" "Mikpodpapm" 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay peyenma
I B KOHTelHepi; no 1 (iHwWi 3miHK). BBEAEHHS a/lbTEPHATNBHOIO TEKCTY
KOHTelHepy y nauuj MapKyBaHHS YNakoBKY/ NiKapCbKOro 3acoby i3 3a3Ha4eHHAM
3 KapTOHY noroTuny AvcTpub'totopa Ha A0AATOK A0 BXe
3aTBEPAKEHOIO TEKCTY MapKyBaHHS
153. | NTAPOKCWUH TabneTkun, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/3184/01/01
NAiBKOBOIO YKPAIHA" Crapt" 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta chapMakoHarnsgy. peyenmom
o6onoHkoto, no 20 3MiHU Y KOPOTKili XapakTepucTuLi NikapCcbKoro 3acoby, TeKCTi
mr; no 10 TabneTok MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acToCyBaHHSA
y 6nicTepi; no 3 abo reHepuyHuX/ribpuaHNx/6ionodibHNX nikapcbkmx 3acobis
6 6nicTepiB y nicns BHeCEHHs Tiel camoi 3MiHU Ha pedhepeHTHWIA npenapar
KapTOHHI nayw,i (3MiHa He NoTpebye HaAaHHS XOAHUX HOBUX AOAATKOBUX
AaHnx) - 3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ginu: "Bsaemogis 3
HLWIMMK NiKapcbKMK 3acobamMu Ta iHWi BUAKW B3aeMogiid",
"Ocob6nmBocTi 3acTocyBaHHA", "M06iYHI peakuii” 3rigHo 3
iHhopmaLieto WoA0 MegnyHOro 3acTocyBaHHs
pecdepeHTHOro nikapcbkoro 3acoby (MAKCUI, TabneTku,
BKPUTi 060/10HKOI0 No 20 Mr). BBeAeHHS 3MiH NpOTAromM 6-Tn
MicsLiB MicNsa 3aTBEPAKEHHSA
154. | NPAMICTAP TabneTkun, BKPUTI d.1.P.M.A. ITanis KOCMO C.M.A. ITanisa BHECEHHS 3MiH [0 peecTpavliiiHux maTtepianis: 3MiHu | Tuny - 3a UA/10837/01/01
NAiBKOBOIO C.n.A. AAMiHICTpaTVBHI 3MiHW. 3MiHA HaiMeHyBaHHA Ta/abo peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

060/10HKO0, M0 600
Mmr o 10 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIlA KopooLi

agpecy MicLs NPOBaKEHHS Ais/IbHOCTI
BWPOGHMKa/iMnopTepa rotToBoro Jikapcbkoro 3acoby,
BK/IOYAI0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKUM BUMYCK cepili) 3MiHa
MOLLUTOBOTO iHAEKCY Ta YTOYHEHHS HANUCaHHA afpecu
BMpo6HuKa /13 KOCMO C.MN.A. BiANOBIAHO 4O OHOB/IEHOIO
BucHOBKy LL0OA0 NiATBEPIKEHHS BIAMNOBIAHOCTI yMOB
BMpo6HULTBA /13 BUMOram HBIM. 3MiH1 BHECEHO B
IHCTPYKLiIO 4151 MeANYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3gin «MicuesHaxomkeHHs BUPOOHMKa Ta agpeca
MiCList NPOBaKEHHSN 10ro Ais/IbHOCTI» 3 BiAMNOBIAHUMM
3MiHaMu y TEKCTi MapKyBaHHS yNakoBKM NikapCbKoro 3acoby.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPKEHHS.

155.

MNPEAHITON®

Kpewm, 0,25 %; no 10
r,a6o30r,abo50r
y Ty6i; no 1 Ty6i B
KapTOHHI navu,i

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micusi NPOBaKEHHS Aisi/IbHOCTi BUPOGHMKA
(BKtOYAKOUN, 38 HEOBXIAHOCTI, MiCLle MPOBEeAEHHSI KOHTPOSIO
SIKOCTi), abo BnacHuka mactep-gpaiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
Marepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI AP (AKLLO 3a3HAYEHO Y
[OCbE Ha NikapCbKnin 3acib) 3a BiACcyTHOCTI cepTucpikata
BiANOBiAHOCTI EBponelickbkil hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIKHOI pEHOBUHU (SKLLO
3a3HayYeHo y A0CbE) 3MiHa Ha3Bu BUPOOHUKa ADI, 6e3 3MiHK
Micus BUpo6HuuTBa 3atBepmxeHo: Crystal Pharma S.A.U.
3anponoHoBaHo: Curia Spain S.A.U. 3MiHu | Tuny - 3miHK 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo €sponencbkoi
thapmakonei, abo iHLWOI HaLioHa/IbHOI hapmakonel fepxasn
€C (3miHa y crneuundikaLisx, nos'a3aHa 3i 3MiHamu B Y,
abo €sponeiickkiin hapmakonei, abo iHLWIA HaLiOHabHIl
thapmakonei gepxasu €C) npusefeHHs Cneundikauii Ad|
npegHikap6aty 3a nokasHUKOM «CynpoBigHi LOMILLKM» Y
BiANOBIAHICTL A0 MoHOrpadii Prednicarbate EP (gogaHHs
Aomiwkm Prednisolone-11-propionate (Imp.G) < 0.15%)

3a
peyenmom

UA/10283/03/01

156.

NMPEAHITON®

XunpHa Masb, 0,25%
no10r,a6o 30,
abo 50 ry Ty6i; no 1
Ty6i B KQPTOHHIlA
nauuj

TOB "MIBE
YKPAIHA"

YkpaiHa

Mi6e Mm6X
ApuHarimitTens

HimeuunHa

BHECEHHS 3MiH [JO peecTpaLiitHux maTepianis: 3miHu | TUny -
AfMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy MicLa NPoBaXeHHS AisNIbHOCTI BUPOGHMKa
(BKOYaKOUM, 38 HEOOXIAHOCTI, MicLe NPOBEAEHHSA KOHTPO/I0
AKOCTI), @60 BnacHuka macTtep-chaina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/NPoOMKHOro NPoAyKTy, L0
3aCTOCOBYKTbCS Y BUPOOHUUTBI ADI (SKLL0 3a3HaYEHO Y

3a
peyenmom

UA/10283/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

[0CbE Ha fikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBiAHOCTI EBponelickkili hapmakonei y 3aTBepakKeHoMy
Aocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEHOBUHM (SKLLIO
3a3Ha4yeHo y J0CbE) 3MiHa Ha3BK BMPOGHMKa AP, 6e3 3MiHK
Micus BUpo6HMUTBa 3aTBepaxeHo: Crystal Pharma S.A.U.
3anponoHosaHo: Curia Spain S.A.U. 3miHu | Tvny - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiAMNOBIAHICTb A0 MoHOrpadii APY abo €Bponeicbkol
thapmakonei, abo iHLWOI HalioHa/TbHOI hapmMakonel fepxasu
€C (3mMiHa y cneuundikauisx, nos'asaHa 3i 3MiHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIi
thapmakonei gepxasu €C) npusefeHHA Cneuudikauii AdI
npegHikapbaTy 3a NokasHMKOM «CynpoBifHi AOMILLKM» Y
BiANOBIAHICTb A0 BUMOr MoHorpadii Prednicarbate EP
(oopaHHA pomiwkm Prednisolone-11-propionate (Imp.G) <
0.15%)

157.

MNPEAHITON®

masb 0,25 %; no 10
r,a6o 30r,a6050r
y Ty6i; no 1 Ty6i B
KapTOHHI navu,i

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy Micusi NPOBaKEHHS Aisi/IbHOCTi BUPOGHMKA
(BKtOYAKOUN, 38 HEOBXiIAHOCTI, MiCLle MPOBEeAEHHSI KOHTPOSIO
5IKOCTi), abo BnacHuka mactep-gpaiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
Marepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI AP (AKLLO 3a3HAYEHO Y
[OCbE Ha NikapCbknin 3acib) 3a BiACyTHOCTI cepTucpikata
BiANOBiAHOCTI EBponelickbkil hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIDKHOI pEHOBUHU (SKLLO
3a3HaYeHo Y A0CbE) 3MiHa Ha3Bu BUPOOHUKa ADI, 6e3 3MiHK
Micus BUpo6HuUTBa 3atBepmxeHo: Crystal Pharma S.A.U.
3anponoHoBaHo: Curia Spain S.A.U. 3MiHX. 3MiHu | Tvny -
3MiHn 3 sxocTi. CepTudpikaT BignosigHocTI/l E-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii PY abo €sponencbkoi
thapmakonei, abo iHLWOI HalioHa/IbHOI dhapmakonel fepxasn
€C (3miHa y crneuundikaLisx, nos'a3aHa 3i 3MiHamu B 1Y,
abo €sponeiicbkiin hapmakonei, abo iHLWIA HaUiOHabHIl
thapmakonei aepxasu €C) npusefeHHs Cneundikauii Ad|
npegHikapb6aty 3a nokasHUMKOM «CynpoBigHi LOMILLKM» Y
BiANOBIAHICTL A0 MoHOrpadii Prednicarbate EP (gogaHHs
nowmiwkm Prednisolone-11-propionate (Imp.G) < 0.15%).

3a
peyenmom

UA/10283/02/01

158.

MPIOPUKC-
TETPA™
KOMBIHOBA
HA
BAKUMHA

niochinizoBaHuii
NOPOLLIOK A/1A
iH’exuil; 1 chnakoH 3
NOPOLLKOM Y
KOMMEKTI 3

nakcoCmitKns
1iH EkcnopT
Nimiteq

Benvka
BputaHis

nakcoCmiTKns
1iH Bionogxikans
C.A.

Benbris

BHECEHHS 3MiH [JO peecTpaLiitHux maTepianis: 3miHu | TUny -
3MiHu 3 sKocCTi. FoTOBMIA NikapCbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HULITBA rOTOBOTO
NikapcbKoro 3acoby, BK/IKOHYAKUM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOOHMLTBI rOTOBOIO /liKapCbKOro

3a
peyenmom

UA/16549/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

onsa
MPO®DINAKT
WKW KOPY,
ENIAEMIYHO
ro
NAPOTUTY,
KPACHYXU
TA BITPSIHOI
BICMN,
XXVBA
ATEHYAOBA
HA

PO34MHHMKOM (BOAA
Ans iH’ekuijin) no 0,5
M (1 gosa) y
nonepegHL0
HarnoBHEHOMY
winpuui (y KOMNAekTi
3 lBOMa rosikamu
abo 6e3 ronok) abo
y amnynax y
BaKyyMHiii
CTepUsbHIl
ynakosui; no 1
BaKyyMHiii
CTEpUSIbHIli ynakoBLi
Y KapTOHHii kopobuyj;
1 donakoH 3
MOPOLLKOM Y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH’ekuijin) no 0,5
M (1 gosa) y
nonepegHL0
HarnoBHEHOMY
LUMPWL Y BaKyyMHIiA
CTepUsbHIl
ynakosLi; no 1
BaKyyMHiA
CTEpUsIbHIli ynakoBLi
Y KapTOHHIli kopoobLLi;
1 donakoH 3
MOPOLLKOM Y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
Ans iH’ekuin) no 0,5
M (1 gosa) B
amnyni y BakyyMHili
CTepUsbHIl
ynakosLi; no 1
BaKyyMHiA
CTEpUsIbHIli ynakoBLi
Y KapTOHHIli kopobui

3aco6y (He3HayHa 3MiHa y npoueci BUpobHULTBA)
PeecTpauis BUKOPUCTaHHA BUXIiLHOI peHOBUHU L-/i3uH
moHorigpoxnopugy (L-Lys HCI/ L-Lysine
monohydrochloride+ HCI 37%) Big komnaHii Ajinomoto, sk
anbTepHaTnBY 3apeecTpoBaHoMy L-ni3uH gurigpoxnopugy
(L-Lys 2HCI/ L-Lysine dihydrochloride), wo
BUKOPUCTOBYETLCA SIK KOMMOHEHT NMOXUBHOMO CepefoBuLLa.

159.

PADT®

PO34MH ANA iH KU,
4 mr/mn; no 1 mn B
amnyni; no 5 amnyn
y 6nictepi; no 1 abo
no 2 6nictepu y
naJyui aéo no 5 abo
10 amnyn y nayui

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocTI/l E-cepTudikar
BiANoOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHs HOBOrO abo OHOBNEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BUNy4YeHHs cepTudikaTta BiANoBIgHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomMiKHOr0 NPOAYKTY, L0

3a
peyerimom

UA/17536/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHA OHOBJ/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-CEP 2013-142 - Rev 00
(3atBepmxeHo: RO-CEP 2013-142 - Rev 00) ans A®l
[ekcameTasoHy HaTpito chocdpaTy Bif BXe 3aTBepKEeHOro
BMpo6HuKa Tianjin Tianyao Pharmaceuticals Co., Ltd.,
Kntaii.

160.

PADOT®

PO34MH ON8 iH KL,
4 mr/mn; no 1 mn B
amnyni; no 5 amnyn
y 6nictepi; no 1 abo
no 2 6nictepn y
nadui aéo no 5 abo
10 amnyn y nayu,i

AT "dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MmiHu Wwoao 6esnekn/eddekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4N MeANYHOro 3aCTOCyBaHHA Ha
nigcTaBi perynspHo OHOB/IIOBAHOIO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6esneku
3aCcTOCyBaHHsI NikapCcbKoro 3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/iAKEHb,
npoBefieHMX BiAMNOBIAHO A0 NAaHy nefiaTpUyHmX
pocnigpkeHb (PIP) (3MiHY y3rofi)XeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHMM OpraHoM) 3MiHV BHECEHI A0 IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y po3ginu
"Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHSA Y nepiog,
BariTHocTi abo rogysaHHs rpyaat", "MobiuHi peakwyii™
BiANOBIAHO A0 OHOBMEHOT iHChopMaL,i 3 6e3neku gjtoyol
peyoBUHW. BBeEHHS 3MiH NPOTArOoM 6-TW MicALUIB nicns
3aTBEPKEHHS

3a
peyenmom

UA/17536/01/01

161.

PUHOMICTN
H®

Kpanni Ha3asibHi,
po3uuH, 0,1 %/0,01
%, no 10 mny
donakoHi 3
KpanenbHuLeto, no 1
chnakoHy B
KapTOHHIi navui

KHBMTIT “ICHA"

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MiHuM Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy

dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3assHuka gns
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BOHA
BiIMiHHA BiJ, yNTOBHOB&XXeHOI 0C06W, BiANOBIAa/IbHOT 3a
3[jificHeHHs1 hapMakoHarsay (BK/IHYaun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
thapmakoHarnisgy) 3miHa ynoBHOBaXEHOT 0CO6OM 3asBHUKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag.

[itoua pepakuis: LemueHko HOpilii Muxalinosuy.
MponoHoBaHa pefakuis: TkayeHko TeTsiHa MNeTpiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsag,. 3MiHa micus
3[iACHEHHS OCHOBHOI AifNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxXoMKeHHs MacTep-thaiina cuctemu
thapmakoHarnsay Ta iioro Homepa.

6e3
peyenma

UA/14095/01/01

162.

PUHOMICTU

Kpansi Ha3asibHi,

KHBMIT "ICHA"

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx martepianis: 3MiHu | Tuny -

6e3

UA/14094/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
H® po3unH, 0,05 %/0,01 3MmiHu woao 6e3nekn/eddeKkTMBHOCTI Ta hapMakoHarisay. peyenma
%; no 10 mny BBegeHHs abo 3MiHM A0 y3araslbHeHUX AaHWUX NPo cucTemy
h1akoHi 3 thapmakoHarnagy (BBefieHHs y3arasibHeHUX AaHuX npo
KpanenbHWULUEeo; No cuctemy hapmakoHarnisgy, 3miHa ynoBHOBaxKeHoT ocobu,
0fHOMY hNakoHy B BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnagy;
KapTOHHIA navui KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 41
3[jiCHEeHHSs hapMakoHarisay B YKpaiHi, SKLLO BOHa
BiIMiHHa BiJ, yNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbLHOT 32
3AilicHeHHs chapMakoHarnaay (BKMUaUy KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHi MacTep-aiina cucrtemu
thapmakoHarnagy) 3MiHa yrnoBHOBaXXeHOT 0CObU 3asBHUKA,
BiAANOBIA&/IbHOI 3a thapmakoHarnsg,
[itoua pepakuis: JemueHnko HOpiii Muxaiinosuy.
MponoHoBaHa pefakuis: TkayeHko TeTsHa MNeTpiBHa. 3MiHa
KOHTaKTHUX SaHMX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag,. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLIe3HaXOKeHHsI MacTep-thaiina cuctemm
cthapmMakoHarssgy Ta oro Homepa.
163. | PO3AKOM Kpansi O4Hi, po3ynH AT "Apaves Monba AT «Afamep Monbwa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/14401/01/01
no 5 mn y dhnakoHi i3 Papma" Papma», Ipeuis 3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
KpanenbHuueto; no 1 Monbwa 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
donakoHy y (BignoBiganbHWiA MapKyBaHHS Ta IHCTPYKLUIT 418 MeAMYHOro 3aCTOCYBaHHS Ha
KapTOHHI Kopoobui 3a BuNyck cepii); nigcTaBi perynspHo OHOB/IIOBAHOIO 3BITY 3 6e3nekn
Padhapm AT, nikapcbKkoro 3acoby, abo gocnimxeHb 3 6esneku
Ipeuis 3aCcTOCyBaHHsI NikapCcbKoro 3acoby B nicnspeecTpaviiiHmii
(BPOGHMLTBO nepiog, abo sk pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/IAKEHb,
"in bulk", npoBefieHMX BigMNOBIAHO A0 NAaHy nefiaTpUyHmX
nepBuHHE i pocnipkeHb (PIP) (iHWi 3MiHM) 3MiHW BHECEHO B IHCTPYKLi0
BTOPWHHE 0151 MEANYHOTO 3aCTOCYBaHHS NikapCbKoro 3acoby Ao
nakyBaHHs1) po3gainy "Mo6iyHi peakuyii" BigMOBIAHO 4O OHOBNEHOI
iHbopmaLii woa0 6e3nekn 3acToCyBaHHA Aito4H0i pevyoBUHN
3rigHo 3 pekomeHgauismm PRAC . TepMiH BBEAEHHS 3MiH
npoTsirom 3 MicsiLiB MicNsi 3aTBEPAKEHHS.
164. | CAHAIMYH PO34MH OpasIbHUIA, HoBapTic ®apma | LUBeiiuapis Oendapm PpaHuis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/3165/03/01
HEOPAN® 100 mr/mn; no 50 mn Al XtoHiHr C.A.C. ALMIHICTPaTMBHI 3MiHWU. ByyeHHss BUPOGHMYOI AinbHUL peyenmom
y thnakoHi; no 1 (Brrovatoum ginbHuui aAns A®l, npoMixXHOro NpoaykTy abo
onakoHy pasom 3 roTOBOro NikapcbKoro 3acoby, AiNbHULi 4715 NPOBEAEHHS
[03yBa/IbHUM nakyBaHHs, BUPOOHYKa, BifnoBiAaNbHOro 3a BUMYCK Cepiid,
KOMMN/IEKTOM Y MicLie NPOBeAEHHS KOHTPOIIO cepil) abo nocTayasibHKa
Kopo6Li 3 KapTOHY BMXIAHOrO MaTepiany, peareHTy abo fOMNOMDKHOI pe4OBUHN
nakyBaslbHOro (AKLLLO 3a3HaYeHO Y A0CbE) BuaaneHHs ainsHkm wo
3[jicHI0E KOHTpOnb akocTi 13 Pharmanalytica SA,
Switzerland. 3aTBepxeHa BUpo6HMYA AiNbHULA, WO
3anmwunack — Delpharm Huningue S.A.S., France, BUkoHye
Ti cami doyHKUIT, L0 BUAyYeHa.
165. | CEPPATA® TabneTkn, BKPUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHa 3a UA/7966/01/01
0060/10HKOH, «[NIE®APM XEJNTXKEP MBT 3as1BHMKA (B/IACHMKA PEECTPALiiHOro NocBig4eHHs) (3rigHo peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KMLLKOBOPO34MHHI NO NT0» NTA, IHais Haka3y MO3 Big 23.07.2015 Ne 460). BBegeHHs 3MiH
10 wr, no 10 a6bo NPOTAroM 6-Tu MicALiB Nicna 3aTBepMKeHHs. 3MiHu | Tuny -
TabneTok y cTpuni, KYCYM 3MiHK Wwoao 6e3nekn/ediekTMBHOCTI Ta hapmMakoHarnsgy.
no 1 ctpuny B XEJNTTXKEP MNBT BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cMcTemMy
KapTOHHIA ynakoBL,i; NTA, IHgia hapmakoHarnsgy (BBefieHHs y3arasibHeHUX gaHux npo
no 10 TabneTtok y cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
cTpuni, no 1 ctpuny BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
B KapPTOHHIl KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
ynakosui, no 10 3[jiCHEeHHsI hapMakoHarnsay B YkpaiHi, AKLL0 BoHA
yMakoBOK y KOpo6Lyj; BiIMiHHA BiJ, yNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOT 3a
no 10 TabneTtok y 3[jificHEeHHs1 hapMakoHarsay (BKIHUYaUn KOHTaKTHI AaHi)
cTpuni, No 3 cTpunu Ta/abo 3MiHW Y po3MilLeHHI MacTep-haiina cucTemm
Y KapTOHHIi thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0cobM 3asBHMKa,
ynakosLi; no 30 BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
Tabnetok y 6nictepi [itoua pegakuisn: Dr. Sanjay Kumar Mishra. MNponoHosaHa
abo ctpuni; no 1 pepakuisi: NpuarMupcbka Tamapa BonogvmupisHa. 3miHa
6nictepy abo KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
CTpUNY y KapTOHHIiA BiZJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnsagy. 3miHa
ynakosui; no 30 MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
TabneTok y cTpuni, 3MiHa MicL,e3HaxoMKeHHs1 MacTep-gpaiina cuctemu
no 5 ctpunis y thapmakoHarnsgy Ta iioro Homepa.
KapPTOHHIi ynakoBLUi
166. | CONNEAYM® racTpopesnCTeHTHi Kaccenna-mep HimeuunHa HaHeCeHHs HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 6e3 UA/15105/01/02
ANs AITEN Kancynu m siki, no 'm6X & Ko. KI NOKPUTTS, PymyHis 3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsgy. peyenma
100 mr no 20 kancyn BTOPVHHE BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
y 6nictepi; no 1 nakyBaHHs, thapmakoHarnsgy (BBefieHHs y3arasibHeHUX gaHux npo
6nictepy B KOHTPO/b SIKOCTI, cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
KapTOHHI kopo6Lyj; BWNYCK Cepil: BiANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnagy;
no 25 kancyny Knoctepcpay KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHuKa 415
6nicTepi; no 2 abo 4 Bepnin T'vM6X, 3[jiCHeHHs hapmMakoHarnsay B YKpaiHi, AKLLO BOHA
6nictepu B HimeuunHa BiIMiHHA BiJ, yNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOT 3a
KapTOHHIlA KOpooLi nepBuHHE 3[jiicHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
nakyBaHHs: Ta/ab0o 3MiHM Yy po3MilLEeHHI MacTep-haiina cuctemm
ApTtecaH ®apma thapmakoHarnsgy) 3miHa KOHTaKTHOI 0CO6U 3asBHNIKA,
'MBX & Ko. K, BignoBigasbHOI 3a hapMakoHarnsag B YkpaiHi. [irova
HimeuunHa pepakuis: Vitkovska Tetiana Vitaliivna. MponoHosaHa
BTOPVHHE pepakuis: lWanka Onena BonognmupisHa. 3MiHa KOHTAKTHUX
nakyBaHHs: [aHnX KOHTaKTHOI 0coby 3asiBHUKa, BIANOBIAa/ILHOT 3a
AptecaH ®apma thapmakoHarnsg B Ykpaii.
vBX & Ko. KT,
HimeuunHa
BTOPVHHE
nakyBaHHS:
ApTtecaH ®apma
MBX & Ko. KT,
HimeyunHa
BMPOBHULITBO

kancyn (6e3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
nokpuTTS) in
bulk:
KataneHt
HimeyunHa
E6epbax Mm6X,
HimeuunHa
BMPOGHMLTBO
Kancyn (6e3
noKpuTTS) in
bulk:
C.K. Csicckarnc
PymyHia C.P.J1.,
PymyHist
167. | CONEAYM® racTpopesnCTeHTHi Kaccenna-mep HimeuuunHa AptecaH ®apma | HimeuunHa/ | BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 6e3 UA/15105/01/01
POPTE Kancysv m siki, no v6X & Ko. KI Mv6X & Ko. KT, PymyHis 3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. peyenma
200 mr no 20 kancyn HimeuunHa BBefeHHs1 ab0 3MiHM 40 y3araslbHEHUX AaHWX NPo cucTemy
y 6nictepi; no 1 (nepBuHHe Ta thapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
6nictepy B BTOPUHHE cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
KapTOHHI kopo6Lyj; nakyBaHHs); BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
no 25 kancyny ApTtecaH ®apma KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHuKa 415
6nicTepi; no 2 abo 4 'MbX & Ko. K, 3[jiCHeHHs hapmMakoHarnsay B YKpaiHi, AKLLO BOHA
6nictepy B HimeuunHa BiIMiHHA BiJ, yNOBHOB&XeEHOI 0c06W, BiANOBIAA/IbHOT 3a
KapTOHHIlA KOpooLi (BTOpUHHE 3[jiicHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
nakyBaHHs); Ta/abo 3MiHM y po3MiLLleHHI MacTep-chaiina cuctemu
KaTtaneHT thapmakoHarnsgy) 3miHa KOHTaKTHOI 0CO6U 3asBHNIKA,
HimeyunHa BignoBigasbHOI 3a hapMakoHarnsag B YkpaiHi. [irova
E6epbax Mv6X, pegakuisi: Vitkovska Tetiana Vitaliivna. NponoHoBaHa
HimeuunHa pepakuis: Lanka OneHa BonogumupiBHa. 3mMiHa KOHTaKTHUX
(BUPOBHULTBO [aHnX KOHTaKTHOI 0coby 3asiBHUKa, BIANOBIAa/ILHOT 3a

kancyn (6e3
nokpuTTS) in
bulk);
Knoctepchpay
BepniH M'vM6X,
HimeuunHa
(HaHaceHHs
NOKpUTTS,
BTOPVHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYyCK cepil);
C.K. Csicckanc
PymyHia C.P.J1.,
PymyHis
(BPOGHMLTBO
kancyn (6e3
NOKpUTTSA) in
bulk)

thapmakoHarnsg B Ykpaii.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
168. | CNIPOHONA Tabnetku no 25 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/0808/01/01
KTOH- no 10 TabneTtok y "®apmMaueBTUYH "®apmaueBTUYH 3MiHu Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy. peuenmom
AAPHMUA KOHTYpHiIlA a thipma a thipma 3MiHa y KOpOTKili XapaKTepuCTuLL NikapcbKoro 3acoby, TeKcTi
YapyHKOBIl "fapHuua" "fapHuusa" MapKyBaHHs Ta iHCTPYKUIiT 4719 MEANYHOrO 3aCTOCYBaHHS Ha
ynakosLi; no 3 nigcTasi perysspHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
KOHTYPHI YapyHKOBI nikapcbKkoro 3acoby, abo gocnimxeHb 3 6esneku
yMakoBKM B mauLi 3aCTOCYBaHHS NiKapCbKoro 3acoby B micnspeecTpauiiimi
nepiog, abo sk pe3ynbTar OLiHKM 3BIiTY 3 AOC/iHKEHb,
npoBefeHnX BiANOBIAHO 40 NNaHy negiaTpuuHmX
pocnigpxeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHVW BHECEHO A0 [HCTpyKUii ans
MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby Ao po3ainy
"B3aemogis 3 iHWMMU SlikapcbkuMK 3acobamu Ta iHLWi BUAN
B3aeMOZii" 1Woao 6e3nekn 3acTocyBaHHS AiU0i PeHOBUHM
BiANOBIAHO [0 pekoMeHaaLii PRAC.
TepmiH BBeA,EHHS 3MiH MPOTAroM 6 micauis nicns
3aTBEPKEHHS.
169. | TASBA/IOK™ Kpanni opasibHi, TOB YkpaiHa NAT YkpaiHa/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny - 6e3 UA/8499/01/01
po34uH; no 50 mn "YHIBEPCA/IbH "Nly6HMchapm”, HimeuunHa 3MiHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikar peyenma
a60 100 mny E ATEHTCTBO YkpaiHa; 4p. BiANoOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
thnakoHi; no 1 "TIPO-®APMA" l'yctas KnsiiH 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
chnakoHy y v6X & Ko. KT, BiANOBIAHICTb A0 MoHOrpadii 4PY abo €Bponeicbkol
KapTOHHI Kopo6Lyj; HimeyunHa thapmakonei, abo iHLWOT HalioHaNbHOI thapmakonei fepxasu
no 100 mny €C (3miHa y cneundikauii HedhapmakoneiHoro A®| ans
chnakoHi; no 2 a6o 3 npuBeaeHHs y BiANOBIAHICTb A0 BUMor DY abo
donakoHn y €Bponelicbkoi hapmakonel, abo iHLWOoT HauioHa/IbHOI
KapTOHHY KOpOOKy i3 thapmakonei gepxasu €C) - [lonomixHa pevoBnHa/BUXigHNI
KapTOHHOIO matepian Ans BUpo6HMLTBa AD| - BHECEHHS 3MiH Y
po34inbHO marepianu peecTpauiiHoro 4ocbe, a came NPUBEAEHHS
BCTaBKOI crneundikavii Ta MeToAiB KOHTPOIO BUXIGHOTO maTtepiany
ans sBupobHunytBa A®I Harigok kBiTku (Calendulae flos) y
BiANOBIAHICTb A0 BUMOT MOHOrpadii €EBponeincbkol
dhapmakonei
170. | TAMICTON® cynosuTopii no KHBMI "ICHA" Ykpaina MpAT "“Jlekxim - YkpaiHa BHECEHHS 3MiH [JO peecTpauiiiHux maTepianis: 3miHu | TUny - 6e3 UA/13948/01/01
0,015r,n0 5 Xapkis" 3MiHu Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay. peyenma

CynosunTopiiB y
6nicTepi; no 1 abo 2
6nictepu B nauuj

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHnX Npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuka gns
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi, AKLL0 BOHA
BiIMiHHA BiJ, yNTOBHOB&XeHOI 0c06y, BiANOBIAa/IbHOI 3a
3[jificHeHHsT hapMakoHarsay (BK/IHYakun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
thapmakoHarniagy) 3miHa yrnoBHOBaXEHOT 0CO6OM 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag.

[itoua pepakuis: LemueHko HOpili Muxalinosuy.
[MponoHoBaHa pefakuis: TkayeHko TeTsiHa MNeTpiBHa. 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOT 0COOU 3asBHUKA,
BiANoBiAa/IbHOT 3a (hapmakoHarnss,. 3MiHa micus
3[jiiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy. 3miHa
MicL,e3HaxoKEHHS MacTep-haiina cuctemm
chapmakoHarnsgy Ta iioro Homepa.

171. | TIBIKEN TabneTkun, BKpUTI BiiB Xenckep Benuka Inakco Icnanis/ BHECEHHS 3MiH 40 peecTpaviiHux matepianis: 3MiHn |l Tuny 3a UA/14146/01/01

N1iBKOBOIO HOK Nimiteq BputaHis Bennkom C.A., Benuka - 3miHM Woao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarsgy. peyenmom

060/10HKO10, M0 50 IcnaHin BpuTaHis 3MiHU Y KOPOTKili XapakTepucTuLji NikapcbKoro 3acoby, TeKCTi

mr; no 30 a6o 90
TabneTok y priakoHi;
no 1 cpnakoHy B
KapTOHHI Kopoobui

(BMpOGHYKK AnA
nakyBaHHSA Ta
BUNYCKy cepii);
nakco
OnepeiiwHc HOK
NimiTen, Benvka
BputaHis
(BUpPOGHWMK
Hepo3dghacoBaHO

T npoaykKuii)

MapKyBaHHS Ta iIHCTPYKLT AN151 MeANYHOro 3aCTOCYBaHHS Y
3B’AA3KY i3 HOBYMU AaHVMU 3 SKOCTi, JAOK/TiHIYHUMMU,
KNiHIYHUMY flaHMK Ta faHuMK 3 dpapMakoHarnsgy - 3MiHu
BHECEHO 0 IHCTPYKL,i 415 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby [0 po3giny "3acTocyBaHHS y nepios
BariTHOCTI ab0 rofyBaHHA rpyaar” (BHECEHHS 404aTKOBUX
3acTepexeHb nigposainm "rogysaHHs rpyaa” Wwoao
BiJlOMOCTEl MPO CekpeTyBaHHA Ail040i PEYOBUHW Y rpyaHe
MOJIOKO Ta NPO HeAoCTaTHICTb iHhopmaLil Wwoao BRAnBy
[it040T PEYOBVHY HA HOBOHaPOKEHWX) BifMNOBIgHO A0
Marepianis peecTpauiiiHoro Aocbe. BBeeHHS 3MiH
NPOTArom 6-Tu MicALiB Nicna 3aTBepaKeHHs. 3MiHu Il Tuny -
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT 4N MeANYHOro 3aCTOCYBaHHA Y
3B'A3KY i3 HOBUMW JaHUMW 3 AKOCTI, AOKNIHIYHUMNU,
KMIHIYHUMW faHMKU Ta JaHuMK 3 dhapMakoHarnsagy - 3miHu
BHECEHO A0 iHCTPYKLT AN MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ainy "3actocyBaHHA y nepios
BariTHOCTi abo rofyBaHHs rpyaa” (BHECEHHS A0AATKOBMX
3acTepexeHb Nigpo3aim "XKiHku gitopogHoro Biky" Ta
"BariTHICTb" L0A0 NOTEHLNHOrO PU3NKY BUHUKHEHHS
[fedhekTiB HepBOBOI TPY6KM) BiANOBIAHO J0 MaTepiasis
peecTpauiiiHoro focbe. BBeAeHHSA 3MiH NPOTAromM 6-Tn
MicAUIB MicnsA 3aTBepKeHHs. 3MiHu || Tuny - 3MiHu Wwozao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3mMiHu y
KOPOTKIili XapakTepucTuL,i NikapCbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLT AN151 MeANYHOro 3aCTOCYBaHHSA Y
3B’AA3KY i3 HOBYMU AaHVMU 3 SKOCTi, JAOK/TiHIYHUMMU,
KNIHIYHUMY flaHMK Ta faHuMK 3 dpapMakoHarnsgy - 3MiHu
BHECEHO 0 IHCTPYKL,i 415 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis "Ocob6nmnBocCTi
3acTocyBaHHA" Ta "Mo6iuHI peakuii” (BHeceHHs iHdhopmaLit
040 Barv Ta MeTabosivHMX NoKasHWKIB) BigNoBIAHO A0
Marepianis peecTpauiiiHoro Aocke. BBeeHHS 3MiH
NPOTArom 6-Tu MicALiB Nicna 3aTBepaKeHHs. 3MiHu Il Tuny -
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT 4N MeANYHOro 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMW flAHUMW 3 AKOCTI, AOKNIHIYHUMWU,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KMIHIYHUMW AaHVMU Ta JaHumy 3 papmakoHarnsgy
3MiHN BHECEHO [0 IHCTPYKLi 418 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3sainy "®apmakonorivHi
B/1aCTMBOCTI" (BHECEHHS HOBUX JaHUX AOCAIMKEHHS)
BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro focke. BBeaeHHs
3MiH NPOTArom 6-TW MiCALIB NiCNA 3aTBEPMAKEHHS.
172. | TPAMALONY | poO34uH NS iH'EKLINA AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/3408/01/01
rAPOXNOPU | 5%, no2mnB 3MiHuM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsay. peuenmom
A amnyni; no 10 amnyn 3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
y nauuj; no 2 mn B MapKyBaHHS Ta iIHCTPYKLT 4719 MeWYHOro 3aCTOCYBaHHA Ha
amnyni; no 5 amnyn nigcTasi perysisipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
y 6nicTepi; no 2 nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
6nictepy B navui 3aCTOCyBaHHS NiKapcbKoro 3acoby B micnspeecTpauiiiui
nepiog, abo sk pe3ynbTar OLiHKM 3BITY 3 JOC/IHKEHb,
npoBefeHnX BigNoBIAHO 40 NNaHy negiaTpuyuHmX
pocnigpxeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNEeTEHTHUM
YNOBHOBaXEHUM OpraHom) 3MiHW BHECEHI [0 IHCTPYKUiT Ans
MeAMNYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3ainis:
"B3aemogis 3 iHWMMU SlikapcbkuMm 3acobamu Ta iHLWi BUAN
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"Mepepo3ysaHHs", "MobiuHi peakwyii” 3rigHoO 3 iHhopMmaLjieo
oo 6e3neku Ajito4oi pevyoBMHU. BBEAEHHSA 3MiH NPOTAroM
6-TW MiCALIB Nic/1a 3aTBEPAKEHHS.
173. | TPAHKBINIAP | Tabnetkn no 0,3 r no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: YTOUHEHHS 6e3 UA/8851/01/01
®IC 10 TabneTok y [0[aTKOBOK [04aTKOBOK peecTpauiiiHoi npoueaypy B Hakasi MO3 YkpaiHu Ne 987 peyenma
6nictepi; no 2 BiANoBiAabHICT BignoBigasibHICT BiA 09.06.2022 npoueci BHECEHHA 3MiH - 3MiHK | TUny -
6nicTepy B navy, 3 10 "IHTEPXIM" 10 "IHTEPXIM" 3MmiHu Wwoao 6esnekn/eddekTMBHOCTI Ta hapmakoHarnsgy.
KapToHy 3MiHU Y KOPOTKili XapakTepucTuLji NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeANYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHNx/6ionodibHNX nikapcbkmx 3acobis
nicns BHeCEHHs Tiel camoi 3MiHU Ha pedhepeHTHWIA npenapar
(3miHa He noTpebye HaflaHHA XOLHWUX HOBMX [0AATKOBUX
AaHuX) - 3MiHU BHECEHi A0 IHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ainm
"apmakonorivyHi BnactusocTi", "34aTHICTb BNAMBATN Ha
LBMAKICTb peakuii Npn kepyBaHHi aBTOTpaHCNOPTOM abo
iHWK1MK mexaHismammn®, "Cnocib 3acTocyBaHHS Ta fo3un’,
"Mepepo3yBaHHA", "T06IYHI peakuii" 3rifHO 3 iHhopmaLiieto
LLIOAO0 MEAMNYHOrO 3aCTOCYBaHHA peddepeHTHOro NikapcbKoro
3acoby (Aganton®, Tabnetku no 300 mr). BBefeHHs 3MiH
nNpoTArom 3-X MicsLiB NicNs 3aTBEPKEHHS.
174. | TPOKCEBA3 kancynu no 300 mr; TOB «TeBa YKkpaina BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasliB: yTOUHEHHS 6e3 UA/3368/02/01
NH® no 10 kancyny YkpaiHa» Pasrpag AT ynakoBKu B Hakasi Ne 707 Big 25.03.2020 B npoueci peyenma
6nicTepi; no 5 abo nepepeecTtpauii. Pegakuis B Hakasi - y KapTOHHIl nayu,.
no 10 6nicTepiB y BipHa pepakuisi - y KApTOHHilA KOPOGLi.
KapTOHHIW Kopooui
175. | YBICTE3VH PO34MH ANA iH'EKLN; 3M foiunans Himeuunna 3M [oiiunang HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3miHu | TRy - 3a UA/10196/01/01
nol7wmny meX m6X 3MiHM 3 siKoCTi. [0TOBMIA Nikapcbknii 3acib. Cnuctema peyenmom




129

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KapTpuaxi; no 50 KOHTelHep/3aKynopoBanbHWii 3aci6 (iHWi 3MiHM) -
KapTpuoxis y OHoBNeHHA p.3.2.P.7 Cuctema
meTanesili 6aHui KOHTelHep/3akynoptoBasibHKiA 3aci6: cneumdikauii
NepBUHHOTO NakKyBaslbHOTO MaTepiasty 3a/mwmnucs 6e3
3MiH, anie 6ynn fofaHi HOBi TEXHIUHI KpecneHHs Ta CoA;
MocunaHHs Ha niTepatypy 3.3.52 — 3.3.62 6ynu BUAANEHI.
Mogynb 2 6y/10 OHOBJ/IEHO BiAMNOBIAHUM YMHOM
176. | YBICTE3VH PO34UH O151 iH'EKLLINA; 3M [JoitunaHg, HimeuunHa 3M [JoiiunaHp, HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/10196/01/02
POPTE nol7mny vM6X 6X 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
KapTpuaxi; no 50 KOHTeliHep/3aKynoptoBanbHWii 3aci6 (iHWi 3MiHK) -
KapTpuoxis y OHoBNeHHA p.3.2.P.7 Cuctema
mMeTanesili 6aHui KOHTelHep/3aKkynoptoBanbHWii 3aci6: cneuudikauii
NepBMHHOTO NakKyBasIbHOTO MaTepiasty 3a/mwmnmcs 6e3
3MiH, ane 6y/n aoAaHi HOBi TEXHIYHI KpecsieHH: Ta COA,
MocunaHHs Ha nitepatypy 3.3.52 — 3.3.62 6ynv BUgANEHI.
Mogynb 2 6y/10 OHOB/IEHO BiAMNOBIAHUM YNHOM
177. | PAHUTAH® renb no 30 r abo no TOB YkpaiHa Kycym Xentxkep IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3mMiHa 6e3 UA/7665/01/01
DACT 100 r y asltoMiHieBiM «[NNIEA®APM MeT 14 3as1BHMKA (B/1aCHMKA PEECTPaLiiHOro NocBig4eHHs) (3rigHo peyernma
abo namiHoBaHii NT0» Haka3y MO3 Big 23.07.2015 Ne 460). BBeieHHsA 3MiH
Ty6i; no 1 1y6i y NPOTAroMm 6-Tu MiCALIB Nicna 3aTBepMKEHHS. 3MiHU | Tuny -
KapTOHHI ynakosL,i 3MmiHu Wwoao 6esnekn/eddekTMBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
thapmakoHarnsgy (BBEAEHHS y3araslbHEHNX AaHWX Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapMakoHarnsay B YKpaiHi, AKLLO BOHa
BiIMiHHA BiJ, yNOBHOB&XEHOI 0C06W, BiANOBIAA/IbLHOI 3a
3[ificCHEHHs1 hapMakoHarsay (BKIHUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM Y po3MilLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0cobuM 3aABHMKa,
BiANOBIAANLHOI 3a 34ilicHeHHsA papmakoHarnsgy. ditoua
pepaxkuis: Dr. Sanjay Kumar Mishra. NMponoHosaHa
pegakuis: Mpusnmupcbka Tamapa BonogmmupisHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAabHOI 3a 34ilicHeHHs thapmakoHarnagy. 3MmiHa
MicLS 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHS1 MacTep-gpaiina cuctemu
hapmakoHarnsgy Ta ioro Homepa.
178. | PAHUTAH® renb in bulk: no 30 r TOB Ykpaina Kycym Xentxkep IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHa - UA/11997/01/01
DACT y NamiHoBaHili Ty6i; «NEAPAPM Met N14 3asBHUKA (BNacHMKa peecTpaLiiHoro nocBigyeHHst) (3rigHo
no 200 Ty6 y NT0» Haka3y MO3 Big 23.07.2015 Ne 460). BBeaeHHs 3MiH
KapTOHHIA ynakoBLi; NPOTAroM 6-Tu MiCALIB Nicna 3aTBepMKEHHsS. 3MiHu | Tuny -
no100ry 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy.

namiHoBaHin Ty6i; no
100 Ty6 y KapTOHHiii
ynakosLi

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHuX npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHoBaXKeHoi ocobu,
Bi4NOBiAa/IbHOI 32 34iCHEHHST hapMaKoHarnsaay;
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3assHuKa gns
3[jiCHEeHHSs1 hapMakoHarsay B YKpaiHi, AKLL0 BoHa
BiIMiHHA Bif, yNOBHOB&XeHOI 0co6y, BiANOBIAa/IbHOI 3a
3pjiicHeHHs hapMakoHarisay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHi MacTep-haiina cucremu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0CO6M 3asiBHMKA,
BIANOBIAA/ILHOI 3a 34ilicHeHHsA dpapmakoHarnsgy. ditoua
pepakuis: Dr. Sanjay Kumar Mishra. NponoHoBaHa
pegakuis: Mpusnmmpcbka Tamapa BonogmmupisHa. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOT 0COOU 3asBHUKA,
BiANOBiAaANbHOI 3a 34ilicHEHHSA thapmakoHarnagy. 3MiHa
Micusa 34iicCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnagy.
3MiHa MicLe3HaxoMKeHHs1 macTep-dhaiina cuctemm
chapmakoHarnsgy Ta iioro Homepa.

179.

®JIEMOKCUH
CONMIOTAB®

TabneTtku, Wwo
AvcnepryoTbes no
125 wmr; no 5
TabneTtok y 6nictepi;
no 4 6nictepu y
KapTOHHIlA KOpooLi

YEMNADAPM
ApuHaiimiTTens
M6X

HimeyunHa

BCi cTagii
BMPOGHMLTBA,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BMUNycK cepii:
AcTtennac
dapma HOpon
B.B.,
HigepnaHay; Bci
cTagji
BMPOGHMLTBA,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI
Ta BUNYyCK cepil:
Xaynt ®apma
NartiHa C.P.N,
ITanisa

HigepnaHgn
/

ITanisa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHa
3asBHUKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). IHCTpyKLisa ons
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby A0MNOBHEHA
po3ginamu "3asBHuK" Ta "MicLe3HaxoMKeHHS 3aABHUKA" Y
3B'AA3KY 3i 3MiHOIO 3aBHMKa Ta SIK HAC/NIAOK - BiANOBIAHI 3MiHU
B TEKCTi MapKyBaHHS yNakoBKU MikapcbKoro 3acoby. 13
IHCTPYKLUIT A9 MeANYHOro 3acTOCYBaHHSA NikapCbKoro
3acoby BUyYeHO iHhopmaLLito NPO KOHTaKTK i3 3annTaHb
LoA0 6e3nekn 3acTocyBaHHS MikapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB Micns 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu 40 y3arasibHEHUX
[AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cO6M, BifNoBiAaNbHOI 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 hapMakoHarnsgy
3asBHUKA A4N19 34iiCHeHHA hapMakoHarnsgy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAaILHOI 3a
3pjiicHeHHs hapMakoHarsay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-aiina cucremu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0CO6M 3asiBHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,.

Litoua pepakuisn: Ralph Nies. NponoHoBaHa pefakuis: Dr.
Juliane Niessen-Erkel. 3miHa KOHTaKTHUX JaHWX
YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,
3MiHa KOHTaKTHOI 0Ccob6Y 3asiBHUKA, BIANOBIAA/ILHOT 3a
thapmakoHarnag B Ykpaii.

[itoua pepakuis: Bipcta Onbra. MponoHoBaHa pefakyis:
BiTkoBCbka TeTsiHa BiTaniiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOI 0CO6M 3asiBHVKA, BignoBigasibHOI 3a
chapmakoHarnag B YkpaiHi. 3MiHa mMicLie3HaxoKeHHs
macTep-haiina cuctemmn chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micus 3[iCHEHHSI OCHOBHOI AiSNIbHOCTI 3

3a
peyerimom

UA/4379/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
dhapmakoHarnsgy.
180. | ®JZIEMOKCWUH | TabneTku, Wwo UEMNADAPM HimeuunHa BCi cTagii HigepnaHnamn BHECEHHS 3MiH [J0 peecTpaLiiiHux mMaTepiasis: 3MiHa 3a UA/4379/01/02
CONMIOTAB® AvcnepryoTbes no ApuHaimiTTenb BMPOGHMLTBA, [ Itania 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo peyenmom
250 mr; no 5 M6X nepBrHHE Ta Hakazy MO3 Big 23.07.2015 Ne 460). IHCTpyKuia ans
Tabnetok y 6nictepi; BTOPWHHE Me[UYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby A0MNoBHEHA
no 4 6nictepu y nakyBaHHs, po3ginamu "3asBHuK" Ta "MicLe3HaxoMKeHHs 3aABHUKa" Y
KapTOHHIA KopoobLi KOHTPO/b AKOCTI 3B'AA3Ky 3i 3MIHOI0 3aBHUKA Ta SK HACNiAOK - BiANOBiAHI 3MiHN
Ta BUMYyCK cepii: B TEKCTi MapKyBaHHS yNakoBKW nikapcbkoro 3acoby. I3
Actennac IHCTPYKLi 418 MEAUYHOro 3aCTOCYyBaHHA NiKapCbKoro
dapma HOpon 3ac06y BUTyYeHO iHhopMaL,ito MPO KOHTaKTW i3 3anuTaHb
B.B., o0 6e3nekn 3acTocyBaHHSA NikapcbKoro 3acoby.
HigepnaHngw; Bei BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
cTagji 3MiHu | TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
BUPOGHMLTBA, thapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3arasibHeHUX
nepBrHHE Ta AaHvx npo cuctemy thapmakoHarnsgy (BBefeHHs
BTOPVHHE y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy, 3miHa
nakyBaHHs, YMOBHOBaXXEHOT 0Cc0o6U, BiANOBiAaNbHOT 3a 34iCHEHHS
KOHTPO/b SKOCTI hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHarsay
Ta BUNyCK cepii: 3asBHVKa AN 34iICHEHHA ddapmakoHarnsgy B YkpaiHi, SKwo
Xaynt ®apma BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
Natina C.P.N, 3[iicHeHHs hapmMakoHarnsay (BKIHYatoun KOHTaKTHI AaHi)
ITanisa Ta/abo 3MiHM y po3MiLLeHHi MacTep-caiina cucrtemu
hapmakoHarnsgy). 3MmiHa ynoBHoBaXKeHOI 0Co6u 3as1BHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,
[itoua pepakuis: Ralph Nies. MponoHoBaHa pegakuisi: Dr.
Juliane Niessen-Erkel. 3MiHa KOHTaKTHUX faHWX
YNOBHOBaXEHOI 0c0o6u, BifnoBiAabHOT 3a hapmMakoHarnsg,
3MiHa KOHTaKTHOT 0CO6U 3asiIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi.
[itoua pepakuin: Bipcta Onbra. MponoHoBaHa pefakuis:
BiTkoBCbka TeTsiHa BiTaniiBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0cOo6¥ 3as1BHVKa, BignoBigabHOI 3a
thapmakoHarnag, B YkpaiHi. 3MiHa micLe3HaxogKeHHs
MacTep-aiina cuctemy papMakoHarsisgy Ta ioro Homepa.
3MiHa Micus 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
181. | ®/IEMOKCWUH | TabneTku, wo UEMNADAPM HimeuunHa BCi cTagii Higepnanamn BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3MiHa 3a UA/4379/01/03
CO/NIOTAB® aucnepryoTbes no ApuHaimiTTens BUPOOHMLTBA, / Itanis 3asBHUKA (BNacHMKa peecTpauiiHoro noceigyeHHst) (3rigHo peuenmom
500 mr; no 5 M6X nepBuHHE Ta Hakazy MO3 Big 23.07.2015 Ne 460). IHCTpyKuia ans
TabneTok y 6nictepi; BTOPVHHE MEAMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby [0MOBHEHA
no 4 6nictepu y nakyBaHHs, po3ginamu "3aaBHuUK" Ta "MicLe3HaxoMKEHHS 3asBHUKA" y

KapTOHHI KopoobLi

KOHTPO/b AKOCTI
Ta BMNYyCK cepil:

3B'A3KY 3i 3MIHOI0 3aBHUKa Ta SK HACNiAOK - BiANOBigHI 3MiHN
B TEKCTi MapKyBaHHS yNakoBKW Nikapcbkoro 3acoby. I3

Actennac IHCTPYKLUIT ANA MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
dapma HOpon 3ac06y BUyYeHO iHhopMmaL,ito MPO KOHTaKTW i3 3anuTaHb
B.B., o0 6e3neky 3acTOCyBaHHS NikapCbKoro 3acoby.
HigepnaHaw; Bci BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAKEHHS.

cTagii 3MiHu | TMNY - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
BMPOGHMLTBA, thapmakoHarnagy. BeegeHHst abo 3mMiHM [0 y3arasibHeHuX
nepBuHHe Ta JaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
BTOPVHHE y3arasibHeHUX faHux nNpo cucTemy dhapmakoHarnsgy, 3mMiHa
nakyBaHHs, YMOBHOB&XeHOT 0cobu, BiANoBiAaNbHOI 3a 34iACHEHHS
KOHTPONb SIKOCTI dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
Ta BMUNycK cepii: 3asBHUKA A4N19 34iiICHEHHA (hapMakoHarnsgy B YKpaiHi, Ko
Xaynt ®apma BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI 0C06M, BiANOBIAA/ILHOI 3a
Narina C.P.N, 3[jiicHEeHHsT hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
ITanis Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0CobM 3asBHMKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg.
[itoua pepakuis: Ralph Nies. MponoHosaHa pegakuis: Dr.
Juliane Niessen-Erkel. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a thapmakoHarnag,
3MiHa KOHTaKTHOT 0CO6U 3asiBHKKA, BifnoBigabHOI 3a
thapmakoHarnag B YkpaiHi.
Litova pepakuis: Bipcta Onbra. MponoHoBaHa pefakLis:
BiTkoBCbka TeTsiHa BiTaniiBHa. 3MiHa KOHTAKTHUX JaHuX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
thapMakoHarnsag B YkpaiHi. 3MiHa MicLe3HaxoKeHHs
MacTep-chalina cuctemu papmakoHarnsgy Ta ihoro Homepa.
3MiHa Micus 34iCHEHHS1 OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.
182. | ®IEMOKCUH | Tabnetku, Wwo YEMNIADAPM Himeuunna BCi cTagii HigepnaHgn BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3mMiHa 3a UA/4379/01/04
CO/NMIOTAB® AvcnepryoTbes no ApuHaiimiTTens BMPOGHMLTBA, [ Itania 3asBHUKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo peyenmom
1000 mr;no 5 meX nepBuHHE Ta Haka3y MO3 Big 23.07.2015 Ne 460). IHCTpyKLis ons
Tabnetok y 6nictepi; BTOPUHHE MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby A0MOBHEHA
no 4 6nictepu y nakyBaHHs, po3ginamu "3asBHuK" Ta "MicLe3HaxoMKeHHS 3aABHUKA" Y

KapTOHHIlA KOpooLi

KOHTPO/b AKOCTI
Ta BMUNycK cepii:
AcTennac
dapma HOpon
B.B.,
HigepnaHay; Bci
cTagji
BMPOGHMLTBA,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI
Ta BUNYyCK cepil:
Xaynt ®apma
Nativa C.P./1,
ITanis

3B'AA3KY 3i 3MiHOIO 3aBHMKa Ta SIK HAC/NIAOK - BiANOBIAHI 3MiHU
B TEKCTi MapKyBaHHS yNakoBKU MikapcbKoro 3acoby. 13
IHCTPYKLUIT A9 MeANYHOro 3acTOCYBaHHSA NikapCbKoro
3acoby BUyYeHO iHhopmaLLito NPO KOHTaKTK i3 3annTaHb
LoA0 6e3nekn 3acTocyBaHHS MiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB Micns 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu 40 y3arasibHEHUX
[AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YMNOBHOB&XeHOT 0CO6M, BifNOBIAaNbHOI 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 hapMakoHarnsgy
3asBHUKA A4N19 34iiCHeHHA hapMakoHarnsgy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAaILHOI 3a
3pjiicHeHHs hapMakoHarsay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina cucremu
hapmakoHarnsigy). 3miHa ynoBHOBaXKeHOI 0CO6M 3asiBHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,.
Litoua pepakuisn: Ralph Nies. NponoHoBaHa pefakuis: Dr.
Juliane Niessen-Erkel. 3miHa KOHTaKTHUX AaHWX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

YyMOBHOBaXeEHOI 0cobu, BignoBiAanbHOT 3a hapmMakoHarnsg,
3MiHa KOHTaKTHOT 0c06M 3asiBHUKA, BiAMnoBifabHOT 3a
thapmakoHarnag B Ykpaii.

[itoua pepakuin: Bipcta Onbra. MponoHoBaHa pefakuis:
BiTkoBcbka TeTsiHa BiTaniiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOI 0CcOb¥ 3asiBHYVKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. 3MiHa mMicLie3HaxoKeHHs
macTep-haiina cuctemmn chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micus 34iACHEHHSA OCHOBHOT AiANIbHOCTI 3
dhapmakoHarnsgy.

183.

DJIOKCIYM®

PO34UH ANs iHQY3il,
5 mr/mn no 100 mny
nnswyi, no 1
NAAWLI B navuj

MAT
"Knismegnpenap
ar"

YkpaiHa

MAT
"Tannucgapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6. KoHTponb
[OOMOMIKHMX peqyoBUH. 3MiHa napameTpiB crneumdikawii
Ta/abo fonycTUMUX MeX A1 AONOMIKHOT peqyoBUHN (iHLUi
3MiHM) BunyyeHHs iHdopmauii Woa0 npoBeaeHHs
BMNpoOyBaHHA AN1A iAeHTUdiIKaLii KOXXHOro TapHOro Micus i3
Creuundpikanii fonomMixHux pevosuH HATPIKO X/10PNA,
HATPIIO FgPOKCWA, XNOPUCTOBOAHEBA KUC/TIOTA
KOHLIEHTPOBAHA

3a
peyenmom

UA/11163/01/01

184.

DOPKAN®

Masb, 3 MKr/r, no 30
raéono 100ry
Ty6ax, no 1 Ty6i B
KapTOHHIA ynakoBL,i

TOB
«TNEJ®APM
nTo»

Ykpaina

KYCYM
XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHa
3asBHUKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BBeieHHsA 3MiH
NPOTArom 6-Tv MiCALIB Nicna 3aTBepMKEHHS. 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/eddekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
thapmakoHarnsgy (BBEAEHHS y3araslbHEHNX AaHWX Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0co6M 3 chapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmMakoHarsay B YKpaiHi, AKLLO BOHa
BiIMiHHA BiJ, yNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 32
3[jiicCHeHHs1 hapMakoHarsay (BKIHUYaUM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM Y po3MilLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0cobuM 3aABHMKa,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy.
[itoua pegakuis: Dr. Sanjay Kumar Mishra. MNponoHosBaHa
pegakuis: Mpusmnmmpcbka Tamapa BonogmmupisHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAaNbHOI 3a 34ilicHeHH:A thapmakoHarnagy. 3MiHa
MicLA 34iACHEHHA OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHS1 MacTep-gpaiina cuctemu
hapmakoHarnsgy Ta ioro Homepa.

3a
peyenmom

UA/0081/02/01

185.

DOPKAN®

Mas3b, 3 MKr/T in bulk:
no 30 ry Ty6i, no
320 Ty6 y KapTOHHiIlA
ynakoBLij

TOB
«FNEAPAPM
NT0»

YkpaiHa

KYCYM
XENTXKEP MBT
nTA

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHa
3asBHUKa (B/1aCHMKa peecTpauiiiHoro nocsig4eHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BBeAeHHs 3MiH
NPOTAroM 6-Tu MiCALIB Nicna 3aTBepKeHHs. 3MiHu | Tuny -
3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy.
BBefieHHs1 ab0 3MiHM A0 y3arasibHEHNX AaHUX NPO CUCTEMY

UA/0082/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHnX npo
cuctemy dhapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHaragy 3asBHuKa 4N
3[jiCHEeHHSs1 hapMakoHarsay B YKpaiHi, AKLL0 BoHa
BiIMiHHA Bif, yNOBHOB&XXeHOI 0C06Y, BiANOBIAa/IbHOI 3a
3[jiicHeHHs hapMakoHarisay (BK/IHYaoUn KOHTaKTHI JaHi)
Ta/abo 3MiHM y pO3MiLLleHHi MacTep-chaiina cucremu
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy.
[Oitova pegakuis: Dr. Sanjay Kumar Mishra. MNponoHoBaHa
pegakuis: Mpusnmmpcbka Tamapa BonogmmupisHa. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBIAaNbHOI 3a 3ilicHEHHA thapmakoHarnagy. 3MiHa
MicLs 3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3 dhapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 macTep-dhaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa.

186.

DOPCAHEK®

TabneTkn, BKPUTI
N1iBKOBOO
060/10HKO10, M0 60
Mr, Mo 7 TabneTok y
6nicTepi, no 1 abo
no 4 6nictepu y
KapTOHHI/ ynakosL,i

TOB
«MNMEAPAPM
NTh»

Ykpaina

KYCYM
XENTXKEP MBT
nTg

IHais

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHa
3asBHUKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BBeeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/A 3aTBEPMKEHHSA. 3MiHu | TNy -
3MmiHun Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHOT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa 41
3[jiCHEeHHs hapMakoHarisay B YKpaiHi, AKLLo BOHa
BiAMIHHA Bif, YNOBHOBaXeHOI 0Cco6W, BiANoBiga/IbHOT 3a
3[iicHeHHs hapmMakoHarnsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi MacTep-aiina cuctemun
hapmakoHarnsgy), 3miHa ynoBHoBaXKeHOI 0Co6u 3asiBHMKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy.
[itoua pegakuis: Dr. Sanjay Kumar Mishra. MNponoHoBaHa
pepakuis: Mpusnmmpcbka Tamapa BonogmmupisHa.
3MiHa KOHTaKTHMX faHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy.
3MiHa Micus 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs macTep-cainna
cucteMmn dpapmakoHarnsgy Ta noro Homepa.

3a
peyerimom

UA/18626/01/01

187.

DOPCAHEK®

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, Mo 90
Mr; Mo 7 TabneTok y
6nictepi, no 1 abo
no 4 6nictepu y
KapTOHHIA ynakoBL,i

TOB
«TNEQ®APM
NT0»

YkpaiHa

KYCYM
XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BBeieHHs 3MiH
NPOTArom 6-Tv MiCALIB Nicna 3aTBepMKEHHS. 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
thapmakoHarnsgy (BBEAEHHS y3araslbHEHNX AaHWX Npo
cucTemy chapmakoHarasgy, 3miHa ynoBHOBaXKEHOI 0cobu,

3a
peyenmom

UA/18626/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3AjiicCHeHHs hapMakoHarnagy B YkpaiHi, KL BOHa

BiIMiHHA BiJ, yNOBHOB&XXeEHOI 0C06W, BiANOBIAA/IbHOT 3a
3[jificHEeHHs1 hapMakoHarsay (BK/IHYaUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
thapmakoHarnsgy), 3miHa ynoBHOBaXKeHOT 0co6M 3asBHMKa,

BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.

[itoua pegakuis: Dr. Sanjay Kumar Mishra. MNponoHosaHa
pegakuis: Mpusnmupcbka Tamapa BonogymupisHa.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6GU 3aABHUKA,

BiNOBIAaIbHOT 3a 34iICHEHHS hapmakoHarnsgy.

3MiHa Micus 34iCHEHHS1 OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLle3HaxomkKeHHs1 MacTep-haiina
cucTeMmn dhapmakoHarnsay Ta ioro Homepa.

188.

DOPCAHEK®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, M0 120
Mr; Mo 7 TabneTok y
6nictepi, no 1 abo
no 4 6nictepn y
KapTOHHIA ynakoBL,i

TOB
«NEA®APM
NTh»

YkpaiHa

KYCYM
XENTXKEP MNBT
nTa

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiiB: 3mMiHa
3asiBHUKA (BNacHMKa peecTpauiiHoro noceigyeHHst) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPMXEHHSA. 3MiHu | Tuny -
3MiHu Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMmakoHarnsgy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, sKLLO BOHaA
BiIMiHHA BiJ, yNOBHOB&XeHOI 0C06y, BiANOBIAa/IbHOI 3a
3[jiicHeHHs hapMakoHarsay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM Yy po3MilLleHHi MacTep-haiina cucremu
hapmakoHarnsgy), 3miHa ynoBHOBaXKeHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy.
[Oitova pegaxkuis: Dr. Sanjay Kumar Mishra. NponoHoBaHa
pegakuis: Mpusnmupcbka Tamapa BonogymupisHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6GU 3aABHUKA,
BiAANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 3[iCHEHHST OCHOBHOI AiSNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxomkeHHs1 MacTep-daiina
cucTeMmn dhapmakoHarnsgy Ta ioro Homepa.

3a
peyenmom

UA/18626/01/03

189.

XAPTUN® -
AM

kancynu no 10 mr/5
Mr, Nno 7 kancyny
6nictepi; no 4
6nictepn abo no 8
6nicTepiB y
KapTOHHIA ynakoBL,i;
no 10 kancyny
6nicTepi; no 3 abo
no 9 6nictepis y
KapTOHHI ynakosL,i

3AT
dapmMaueBTUYHN
1 3aBog ETIC

YropmHa

3AT
dapmaueBTUYHU
i 3aBog ElIC

YropLwmHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny -
3MmiHu 3 gKocTi. CepTudikaT BignosigHocTi/lI E-cepTudiikat
BiANoOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOrO abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikaTta BiANoBIigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BUxigHoro
marepiany/peareHTy/npoMKHOr0 MPOAYKTY, L0
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHoBMeHUIA cepTudiikaT Bif yxe

3a
peyerimom

UA/13635/01/01




136

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aTBepKEHOro BUpo6HMKa. MNMogaHHA OHOBIEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2006-147 - Rev 05 (3atBepaxeHo: R1-CEP 2006-
147 - Rev 04) ansa gitovoi pevyoBuHn Ramipril Big Bxe
3aTBepxeHoro Bupo6Hrka HETERO LABS LIMITED. 3MiHn
| TMNy - 3MiHKW 3 AkocTi. CepTudikat BignosigHocTI/ITE-
cepTuduikaT BigMNoBigHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BigNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/MpoMKHOro NPoAayKTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHUIA cepTuddikarT Bif yxe
3aTBepKeHOro BUpobHyvka. MNMogaHHA OHOBEHOrO
cepTudpikaTa BignosigHOCTI EBponelickbkin dhapmakonei Ne
R1-CEP 2003-026 - Rev 03 (3aTBepxeHo: R1-CEP 2003-
026 - Rev 02) ana gitoyoi peyosuHy Ramipril Big Bxe
3aTBepmxeHoro BupobHnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/lE-
cepTuduikaT BigMNoBigHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTugikaTa BignNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NPoMDKHOro NPoAyKTY, L0
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHWIA cepTuddikarT Bif yxe
3aTBepKeHOro BUpobHyvka. MNMogaHHA OHOBEHOrO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2009-083 - Rev 03 ans gitoyoi pevoBuHM Ramipril
Bif BXe 3aTBepmxeHoro supobHunka AARTI INDUSTRIES
LIMITED. 3minHu | Tny - 3miHun 3 sikocTi. CepTuddikart
BignoBigHocTI/IE-cepTudbikat BiANOBIAHOCTI EBpONEiChKii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOrO Matepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBepKEHOro BUpo6HuKa. MNMogaHHA OHOBIEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2009-083 - Rev 02 (3atBepaxeHo: R1-CEP 2009-
083 - Rev 01) ansa gitovoi peyosrHM Ramipril Big Bxe
3aTBepxeHoro Bupo6Hrka AARTI INDUSTRIES LIMITED

190.

XAPTUN® -

kancysv no 5 mr/10

3AT

YropumHa

3AT

YropwmHa

BHECEHHS 3MiH [10 peecTpavliiHiX maTtepianis: 3MiHu | Tuny -

3a

UA/13636/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
AM Mr no 7 kancyny dapmaLleBTUYHN dapmaleBTUYHN 3MiHu 3 sKocTi. CepTudikaT BignosigHocTI/lI E-cepTudikar peyenmom
6nictepi; no 4 1 3aBog ETIC i 3aBog ElIC BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii.

6nictepn abo no 8
6nictepiB y
KapTOHHIA ynakoBL,i;
no 10 kancyny
6nicTepi; no 3 abo
no 9 6nictepiB y
KapTOHHIiA ynakoBL,i

MogaHHs HOBOro abo OHOBNEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BUNy4YeHHs cepTudikaTta BiANoBIgHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBepKEHOro BUpo6HuKa. MNMogaHHA OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dhapmakonei Ne
R1-CEP 2003-026 - Rev 03 (3atBepaxeHo: R1-CEP 2003-
026 - Rev 02) ans gitovoi peyoBrHM Ramipril Big Bxe
3aTBepxeHoro BupobHka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3MmiHu | Tvny - 3miHun 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHs HOBOro abo OHOBNEHOTO cepTudiikaTa
BiANOBIAHOCTI abo BUNy4YeHHs cepTudikaTta BiANoBIgHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBepKEHOro BUpo6HuKa. MNMogaHHA OHOBIEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin hapmakonei Ne
R1-CEP 2009-083 - Rev 02 (3atBepaxeHo: R1-CEP 2009-
083 - Rev 01) ansa gitovoi peyosrHM Ramipril Big Bxe
3aTBepAxeHoro BupobHuka AARTI INDUSTRIES LIMITED.

3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/lE-

cepTuduikaT BiAMoBigHOCTI EBpoONenchkiii

thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO

cepTugikaTa BigNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NPoMDKHOro NPoAyKTY, L0
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHWIA cepTuddikarT Bif yxe
3aTBepKeHOro BUpobHyvka. MNMogaHHA OHOBEHOTO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2009-083 - Rev 03 ans gitoyoi pevoBuHM Ramipril
Bif BXe 3aTBepmxeHoro supobHunka AARTI INDUSTRIES
LIMITED. 3minHu | Tny - 3miHun 3 sikocTi. CepTuddikart
BignoBigHocTI/IE-cepTudbikat BiANOBiAHOCTI EBpONEiChKiii

thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO

cepTudikaTa BigNoBiAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BMXiAHOTO Matepiany/peareHTy/npomikHOro NpoAyKTy, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBepKEHOro BUpo6HuKa. MNMogaHHA OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponelickbkiin dpapmakonei Ne
R1-CEP 2006-147 - Rev 05 (3atBepaxeHo: R1-CEP 2006-
147 - Rev 04) ansa gitovoi pevyoBuHn Ramipril Big Bxe
3aTBepxeHoro Bupo6Hvka HETERO LABS LIMITED
191. | XINOTEN Tabnetku no 80 mr; TOB YkpaiHa TOB "KYCYM YKpaina BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3MiHu | Tuny - 3a UA/13322/01/03
no 10 Tabnetok y "TNEAPAPM PAPM" 3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
6nictepi; no 3 nTar BMPOBOHULTBI. 3MiHa po3Mmipy cepii (BkYaroum gianasoH
6nictepu B pO3Mipy cepii) roTOBOro NikapcbKoro 3acoby (36iNbLUeHHs A0
KapTOHHI ynakoBL,i; 10 pasiB NOPIBHSAHO i3 3aTBEPAXEHUM PO3MIPOM) BBEAEHHS
no 14 tTabneTtok y [,04aTKOBOro po3Mmipy cepii roToBOro fikapcbkoro 3acoby.
6nictepi; no 2, no 4 3artBepmkeHo: 100 000 Tabnetok 300 000 Tabnetok 500
abo no 6 6nictepiB y 000 Tabnetok 3anponoHoBaHo: 100 000 Tabnetok 300 000
KapTOHHIA ynakoBsL,i Tabnetok 500 000 TabneTok 600 000 TabneToK
192. | LE®TPUNAKC | nopoLuok ass Mictpan Kenitan AHrniA ALC NOB®AP ITanisa BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3miHu | Tuny - 3a UA/18215/01/01
OH-BICTA PO34UHY A5 iH'EKUINA MeHeaXMeHT C.N.A., Itanisa 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarisay. peyenmom
nolr, 1a6o 10 Nimiten (BUPOBHMLTBO BBeneHHs abo 3MiHM A0 y3araslbHEHUX JaHWUX NPO cucTeMy
h/1aKoHIB 3 roTOBOrO thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnX npo
MOPOLLKOM B Nikapcbkoro cuctemy dhapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
KapTOHHIlA KopooLi 3acoby, BuMycK BiAANOBIAA/ILHOI 3a 34iliCHEHH:A (hapmakoHarnsay;
cepii); ALIC KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa A5
OOBDAP 3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLo BoHa
C.N.A., Itanisa BiAMiIHHA Bif, YNOBHOBaXXeHOI 0Cco6w, BignoBigabHOT 3a
(BMPOGHMLTBO 3fiicHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Ta KOHTPO/1b Ta/abo 3MiHM y po3MiLLleHHi MacTep-aiina cuctemu
AKOCTI hapmakoHarnagy) 3MiHa yrnoBHOBaXXeHOT 0CO6M 3asBHUKA,
CTepu/IbLHOT BIANOBIAANLHOI 3a 34ilicHeHHsA papmakoHarnsgy. ditoua
cymiLwi); ALIC pepakuis: CoTHikoBa CsiTnaHa BiktopiBHa. MponoHoBaHa
OOB®AP pepakuis: Cipaxos Irop OnekcaHApoBuY.
C.M.A,, lTania 3MiHa KOHTaKTHMX faHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
(BMpPOGHMLTBO BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy.
Ta KOHTPO/b 3MiHa MicLe3HaxoMKeHHA MacTep-haiina cuctemm
AKOCTI thapmakoHarnsgy Ta iioro Homepa. 3miHa Micus 34iliCHeHHS
cTepusibHoI OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy.
cymiLi);
®PE3EHIYC
KABI iIMCYM
C.p.11, Itanis
(BMPOGHMLTBO
Ta KOHTPO/b
AKOCTI
cTepusibHoI
CyMiLLi)
193. | LE®DTPIAKC NMopoLLUoK AN My6niyne Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH 10 peecTpayiiiHux maTtepianis: 3miHu | TURy - 3a UA/4174/01/01
OH-BX®$3 PO34MHY A5 iH'EKLN akuioHepHe akUioHepHe AAMIHICTpPaTVBHI 3MiHW. BUly4eHHs1 BUPOOHMYOI AifTbHULL peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
no 500 mr, donakoHn TOBapUCTBO TOBapUCTBO (Brrovatoum ginbHuui ans A®l, npoMixXHOro NpoaykTy abo
3 NopoLLKoMm; 1 "HaykoBo- "HaykoBo- roToBOro Nikapcbkoro 3acoby, AiNbHULi 4715 NPOBEAEHHS
h/1aKOH 3 NOPOLLKOM BUPOBHNUNIA BUPOGHNUNIA nakyBaHHs1, BAPOOHWKa, BifNOBIfa/IbHOTO 3a BUMYCK Cepild,
B nauyj; 1 dpiakoH 3 LeHTp LeHTp MicLie NpoBEeAEHHSI KOHTPO/IHO cepii) abo nocTavanbHrKa
NOPOLLKOM Y "BopLyariscbkuii "BopLyariBcbKuii BMXIZHOro MaTepiany, peareHTy abo fOMNOMDKHOI peHOBUHN
KOMMNEKTi 3 Ximiko- XimiKo- (AKLLLO 3a3HAYEHO Y AOCLE). 3MiHN Y peecTpi
pO34YMHHMKOM (Bod4a | dhapmaueBTUYHU hapmauleBTUYHN noctavanbHukis. CynyTHs 3MiHa- 3MiHU 3 sKocTi. AL,
Ans iH'ekuiii) no 5  3aBoa" 1 3aBoa” KoHTponb A®l. 3MiHa y napameTpax cneuudikaii Ta/abo
M/1 B amnyni B navi [ONyCTUMUX MEX, BU3HaYeHuX y cneumdikayisax Ha Adl, abo
3 KAPTOHHOIO BVXiAHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
neperopoaKoto BMKOPVCTOBYIOTbCSA y Npoueci BUpobHULUTBa AD| (BUNYUYEHHS
He3HayHOro nokasHuka AKoCTi (Hanpukiag BUTyYeHHS
3acTapifnioro NokasHvka)).
BunyueHHs Bupo6Hrka A®l «KAUROBINDO PHARMA
LIMITED», IHgis i, Ik Hacnigok, 3miHa B Cneundikauii gns
KOHTpO/0 A®I, a came- BU/Ty4EHO BUMOTU [0 TECTY
«3aNNLLKOBI PO3YMHHUKU» A8 4AHOT0 BUPOGHUKA.
BMPOGHMK, LLIO 3aUIMLLMBCS, BUKOHYE Ti X cami OyHKLT LLO i
BUJTYYEHUIA.
194. | LE®TPIAKC NopoLUoK AN My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/4174/01/02
OH-BX®3 PO3unHYy A5 iH'EKUIA akujioHepHe akujioHepHe ALMIHICTPaTMBHI 3MiHU. ByyyeHHss BUPOGHMYOI AinbHUL peyenmom
no 1000 wr, TOBapUCTBO TOBapUCTBO (Brirovatoum ginbHuui ans A®l, npoMixHOro NpoaykTy abo
onakoHu 3 "HaykoBo- "HaykoBo- roToBOro Nikapcbkoro 3acoby, AiNbHULi 4715 NPOBEAEHHS
nopotukom; 1 BVPOGHWYNIA BMPOGHUUNI nakyBaHHs, BUPOOHYKa, BiANOBIAaNbHOrO 3a BUMYCK CEpiid,
dhnakoH 3 NOPOLLKOM LieHTp LieHTp MicLie NPOBeAEHHS KOHTPOIIO cepil) abo nocTayasibHKa
B nauuj; 1 dpnakoH 3 "BopLuariscbKuii "BopLyariBcbkuii BMXIZHOrO MaTepiany, peareHTy abo AOMNOMDKHOI pe4OBUHN
NMOPOLLKOM Y XimiKO- XimiKO- (AKLLLO 3a3HAYEHO Y AOCHE). 3MiHN Y peecTpi
KOMMEKTI 3 thapmaueBTUYHN hapmaLeBTUYHN noctavanbHukiB. CynyTHs 3MiHa- 3MiHU 3 sKocTi. A,
PO34MHHMKOM (BOgA i 3aBoa" 11 3aBoa” KoHTponb A®l. 3MiHa y napameTpax cneuudikadii Ta/abo
08 iH'ekuin) no 5 OONyCTUMUX MeX, BU3HaYeHuX y cneumdikayisax Ha Adl, abo
mn abo no 10 mn B BVXiAHWIA/NPOMIKHWIA NpoAyKT/peareHT, Wo
amnyni B nayui 3 BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTea A®P| (BUyYeHHS
KapTOHHOIO He3HaYHOro nokasHuka SKoCTi (Hanpukiag BUTyYeHHS
neperopogkoto; 1 3acTapifnoro NokasHKka)).
p1aKoH 3 MOPOLLKOM BunyueHHs Bupo6Hrka A®l «KAUROBINDO PHARMA
y KOMMNEeKTi 3 LIMITED», Ingis i, Ak Hacnigok, 3miHa B Cneumndikauii gns
PO3YNHHNKOM KOHTpoA0 A®I, a came- BU/Ty4EHO BUMOTU [0 TECTY
(nigokainy «3a/IMLLKOBI PO3YMHHWKM» A8 AaHOTO BUPOBHUKA.
rigpoxnopuga, BMPOGHMK, LLIO 3a/IMLLMBCS, BUKOHYE Ti X cami OyHKLT LLO i
PO34MH A8 iH'EKLN, BUTYHYEHUIA.
10 mr/mn) no 3,5 mn
B amnyni B nauui 3
KapTOHHOIO
neperopoako
195. | UWMMNPO®DNIOK | TabneTtku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/16650/01/01
CALUWVH- NNiBKOBOO "ACTPA®APM" "ACTPA®APM" 3MiHM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarsay. peyenmom
ACTPA®APM | o60n0Hko0, No 500 3MiHa y KOpOTKili XxapakTepucTuLi NikapCbKoro 3acoby, TeKCTi

mr no 10 TabneTok y

MapKyBaHHS Ta iIHCTPYKLIT 1151 MeAMYHOro 3aCTOCYBaHHA Ha




140

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
6nicTepi; no 1 nigcTaBi perynsipHo OHOBJ/THOBAHOIO 3BITY 3 6e3nekn
6nictepy B KopobL,i 3 nikapcbKoro 3acoby, abo AocnimxeHb 3 6e3neku
KapToHy 3aCTOCYBaHHSA NiKapcbkoro 3acoby B nicnsipeecTpaviiHvii
nepiog, abo sik pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeeHnX BignoBiAHO A0 NnaHy negiatpuyuHux
pocnigkeHb (PIP) (iHLwi 3MiHW). 3MiHM BHECEHO A0 iHCTPYKLT
ANA MeANYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ainu: "OcobnuBoCTi 3acTocyBaHHA", "To6IYHI peakuji™
BiAANOBIAHO A0 OHOBMEHOI iHChopMaLii 3 6e3neku Ajiroyol
PEYOBUHM.
196. | OHOPM® PO34UH O151 iH'EKLLNA, TOB "tOpis- Ykpaina TOB "HOpis- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/13974/01/01
2,0 mr/mn; no 2 mn Papm” Papm"” 3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsgy. peyenmom

abono4 mny
CKMSHWX amnynax;
no 5 amnyny
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyj
B nauLj 3 KapToHy

3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT AN MeAnYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHNx/6ionodibHNX nikapcbkmx 3acobis
nicns BHeCeHHs Tiel camoi 3MiHU Ha ped)epeHTHWIA npenapar
(3miHa He noTpebye HafaHHA XOLHWUX HOBMX A0AAaTKOBUX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLii 415 MegnyHoro
3aCTOCyBaHHSA Ta KOPOTKOI XapaKTepuUCTUKM NiKapCbKoro
3acoby y po3ginu "B3aemogis 3 iHWMMK NiKapCbKUMU
3acobamu Ta iHWi BUAY B3aemogiin”, "OcobamMBoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaat”, "Cnocié 3actocyBaHHA Ta fo3mn”,
"Mepepo3ysaHHs", "MobiuHi peakwyii” 3rigHoO 3 iHhopMmaLjieo
00 MEANYHOr0 3aCTOCyBaHHA pehepeHTHOro NikapCbKoro
3aco6y (3odopaH™, po3unH Ans iH'ekuild, 2 mr/mn).
BBefeHHs 3MiH NpoTArom 6- T MicAUiB nicns
3aTBEPAKEHHS.

B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOrO 3a0e3nevyeHHsA

IBaH SAABOPHUX
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Aoparok 4
[0 Haka3y MiHicTepcTBa OXOPOHU

3popoB’Aa  YkpaiHu «[po  pepxaBHY
peecTpauiio (nepepeecTpauiio)
NiKapCbKNUX 3aco6iB (MeanuHNX
iMyHOGionoriuHnx npenaparis) Ta

BHECEHHA 3MiH fJo
MaTepianis»
Big 05 cepnHAa 2022 poky Ne 1421

peecTpauiiiHnx

NEPENIK
NIKAPCbKUX 3ACOBIB, AKUM BIAMOB/TIEHO B AEP)I(ABHIVI PE€CTPALI,I'I', I'IEPEPE€CTPALI,I'I' TA BHECEHHA 3MIH A0 PE€CTPALI,II7IHI/IX MATEPIANIB
Ne Ha3ssa dopma sunycky 3asaBHUK Kpaina Bupo6HUK KpaiHa rMiocmasa lMpoyedypa
n/n JNliKapCcbK0O20
3acoby

1. HIOPOKAUHA, PO34MH ANs iH'EKL Mo MaHkKainHg, IHais . IHais 3acigaHHa HEP Ne . - .
500 MKF/MA o 1 MA B ®apma MaHkaiiHg, Papma 23 Big 23.12.2021; BigmoBneHo y pepkaBHili peecTpauii Ha eTani
amnynax, no 4 amnynn Nimites Nimiten 3acipaHns HEP Ne cneujanizoBaHoi ekcnepTv3y BiAMOBIAHO A0 BUCHOBKY

y 6nictepi, no 1
6nicTepy B KapTOHHiIl
ynakosLij

14 Big, 14.07.2022

[JenaptameHTy thapmavLeBTUYHOT AiSNBHOCTI.
MpeacTtaBneHi martepiasin peecTpauiinHoro [0CbE He
MOXYyTb OyTW OLiHEHI $K Taki, WO BiANOBIZAOTbL
BMMOram, BuUKMageHum y pgogatky 5 Ta 6 [lopsagky
NPOBeAEHHSA eKcrnepTM3n MaTtepiasiiB Ha JlikapcbkKi
3acobu, WO nofalTbCA Ha AepxkaBHYy peecTpauitio
(nepepeecTpauilo), a TakoX ekcnepTusu Mmartepianis
NpoO BHECEHHS1 3MiH [0 peecTpauiiHux martepianis
NPOTAroM oii peecTpadiiHoro NOoCBIJYEHHS,
3aTBepMAKeHoro Hakasom MO3 Ykpainu Big 23.07.15 Ne
460.

B.o. I'enepanbHOro gupekropa /lupekropary

(hapMaLieBTUYHOTr0 3a0e3nmeueHHs

Isan 3AZAIBOPHUX
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