Jopatok

Ao Hakasy MiHicTepcTBa 0XOPOHU
3A0pOB’A YKpaiHu

Ne

NEPENIK
NIKAPCbKNX 3ACOBIB LLOAO0 AKX NMPOMOHYETbCA BHECEHHA 3MIH 40 PEECTPALINHNX MATEPIA/IIB
Ne n/n Hassa ®opma sunycky (/ikapcbka 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
NliKapcbKo20 ¢hopma, ynakoska) Bionycky peecmpayiliHo2o
3acoby nocsi0YeHHs
1 AKTEMPA® PO34UH ANs iH'eKui, 162 &. XohdomaHH-/15 LLsenuapis Bupo6HuyTtBO HimeuyunHa/ BHECEHHS 3MiH A0 3a UA/13909/02/01
mr/0,9 mn; 4 nonepeaHbLO Pow NTg Hepo3dacoBaHoi LBeliuapia | peecTpauiiiHix maTepianis: | peynmom
HanoBHEHMX Wnpuua NpoaykLii, 3MmiHn Il Tuny - 3MiHK Wwoao
(koxxeH o6’emom 1 mn) y nepBuHHe 6e3nekn/ePeEKTNBHOCTI Ta
KapTOHHI kopobui; 4 nakyBaHHs1, hapmakoHarnsagy. 3miHn y

nonepeaHb0 HaNOBHEHNX
wnpuua (KoxeH o6’emom 1
M/1) Y KaPTOHHIlA KopooL,i

BMNPOBYBaHHA Ha
CTEPW/IbHICTb Ta
6akTepianbHi
€H/JOTOKCUHMW:
BetTep ®apma-
®epTuryHr Mrv6X i
Ko KT,
HimeuunHa,
BunpobyBaHHs Ha
CTEPW/IbHICTb Ta
6akTepianbHi
€H/JOTOKCUHMW:
BetTep ®apma-
®epTuryHr Mrv6X i
Ko KT,
HimeuunHa,
BetTtep ®apma-
®epTuryHr Mvo6X i
Ko KT,
HimeuumnHa,;
Bunpo6yBaHHs
KOHTPOJIHO AKOCTI
(kpim
BMMPOGYBaHHS Ha
CTEPW/ILHICTbL Ta
6akTepianbHi
€HAO0TOKCUHN):
Pow ®apma Arl',
HimeuunHa;
BTopuHHe

KOPOTKIil XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKU,iT
4NA MenNYHoro
3aCTOCYBaHHSA y 3B'AA3KY i3
HOBMMW JAHUMM 3 SKOCTI,
LOKNIHIYHUMM, KNIHIYHUMN
JaHuMn Ta JaHumu 3
thapmakoHarnagy - 3MiHu
BHECEHO [0 IHCTPYKLii AN
MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby ao
po3giny "OcobnmBoCTi
3actocyBaHHsA". BBefeHHA
3MiH NpOTArom 6-Tu
MicauiB nicns
3aTBEPLKEHHS.




Ne n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky (nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina

Bupo6HuUKk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsi0YeHHs1

nakyBaHHs,
BMUMNPOOYBaHHA
KOHTPOJ1t0 SIKOCTi
(kpim
BMMNPOOGYBaHHA Ha
CTEpPUSIbHICTb Ta
6akTepianbHi
€HI0TOKCUHW),
BUNYCK cepil:
&. XohdhmaHH-/15
Pow Jita,
Lsenuapis

AKTEMPA®

PO34rH Ans iH'ekuid, 162
mr/0,9 mn; 4 nonepeaHsL0
HaMoOBHEHUX LNpULa
(koxxeH o6'emom 1 mn) y
KapTOHHIi kopobLi; 4
nonepeaHbLO HaMOBHEHMWX
wnpuua (KoxeH o6’emom 1
MJ1) Y KAPTOHHI KOpoo6Li

®.XohhmaHH-/15
Pouw fitg

LBeiuapis

Bunpo6HMUTBO
Hepo3dacoBaHoi
NPOAYKUIT,
nepBuHHE
nakyBaHHS,
BMNPOOYBaHHSA Ha
CTEPWIbHICTb Ta
6akTepiasibHi
€HOTOKCUHMW:
BetTep ®apma-
®epTuryHr Mv6X i
Ko KT,
HimeuunHa;
BunpobyBaHHs Ha
CTEPWIbHICTb Ta
6akTepiasibHi
€HOTOKCUHMW:
BetTep ®apma-
®epTuryHr Mv6X i
Ko KT,
HimeuunHa;
Bettep ®apma-
®epTuryHr Mrv6X i
Ko KT,
Hime4yunHa,;
Bunpo6yBaHHs
KOHTPOJO AKOCTI
(kpim
BMNPOBYBaHHA Ha
CTEPUNbHICTb Ta
6akTepiabHi
€HO0TOKCUHN):
Pow ®apma Al’,

HimeuunHa/
LLseliyapis

BHECEHHS 3MiH [0

peecTpauiiHux martepianis:

3MiHun | TUnNy - 3MiHK Wwoao
6e3nekun/edeKTMBHOCTI Ta
thapmakoHarnsagy (iHwi
3MiHN) - B TekcT
MapKyBaHHS YNakoBKu
NikapcbKoro 3acoby
[04aTKOBO BHECEHO 3MiHU
BifNOBIAHO [0 NOCTAHOBM
KabiHeTy MiHicTpis
Ykpainn Ne 653 Big 24
nunHa 2019 p. 3 yinto
iMnemeHTauii 2D
KOAyBaHHS Ha yrnakoBkax 3
MEeTOH 3anobiraHHs
thanbcudikauii nikapcbknx
3aco06iB Ta iHLWi NpaBkx
CTOCOBHO HOoMepa cepii /13
Ta AaTu 3aKiHYeHHS
TepMiHy NpuaaTHOCTI.
BBefeHHs1 3MiH NPOTArom
6-Tn MicsliB nicns
3aTBepKeHHs. 3MiHu Il
TMny - 3MiHKU Woa0
6e3neku/edreKTMBHOCTI Ta
thapmakoHarnsagy. 3MiHu y
KOPOTKIill XapakTepucTuui
nikapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT
4NA MeAnyHoro
3aCTOCYBaHHS y 3B'A3KY i3
HOBMMW JAHUMM 3 SKOCTI,

3a
peyenmom

UA/13909/02/01




Ne n/n Ha3ssa dopma sunycky (nikapcbka 3asaBHUK Kpaina Bupo6HuUKk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
JliKapcbKo20 ¢hopma, ynakoska) Bionycky peecmpayiliHo2o
3acoby nocsi0YeHHs1
HimeyunHa; OOKMIHIYHUMMA, KNIHIYHAMN
BTopuHHe JaHuMn Ta JaHumm 3
nakyBaHHS1, thapmakoHarnsagy - 3MiHu
BMNPOOYBaHHS BHECEHO [0 iHCTPYKUii ANns
KOHTPOJIHO AKOCTI MeJMYHOro 3aCTOCYBaHHS
(kpim nikapcbKoro 3acoby ao
BUNpoOGYBaHHA Ha po3giny "Cnoci6
CTEPUNLHICTb Ta 3aCcToCyBaHHA Ta fo3n'".
6akTepianbHi BBeAeHHs 3MiH npoTarom
€HA0TOKCUHN), 6-Tn MicsuiB nicns
BUMYCK cepii: 3aTBepoKEHHSA.
& . XodhcpbmaHH-5
Pow Jta,
LIseliuapis
3. KOMIPHATI / KOHUeHTpaT ansa aucnepcii | Mdaiizep Eiy.Ci.Mi. CLIA Mdpaizep Benbris/ BHECEHHS 3MiH [0 3a UA/18592/01/01
COMIRNATY™ | ons iH'ekuii, 1 dpnakoH KopnopeiiH MeHtodekyypuHr HimeuunHa | peecTpauiiiHux maTepianis: | peyernmom
(0,45 mn) mictuTb 6 403 NO Benbrisa HB, 3MiHK | TUNY - 3MiHK 3
30 wmkr; 195 chakoHiB y Benbris; SIKOCTi. FoTOBMWIA
KapTOHHIi KOpoobL; BalioHTek nikapcbkuii 3acib.
MeHtohekuypuHr KOHTposb rotoBoro
M6X, HimeuyunHa nikapcbkoro 3acoby. 3miHa
y MeToax BunpobyBaHHs
roTOBOIO JiKAPCLKOro
3aco06y (iHLWi 3MiHK Y
MeToAax BUNpobyBaHb
(BkNtOYaOUM 3aMiHy abo
[OMOBHEHHS)) - loaaBaHHsI
LUBMAKOrO TECTY Ha
cTtepunbHicTb (Rapid
sterility test), wo
BMKOHYETBLCA Ha Oi/TbHUL
Pfizer Manufacturing
Belgium NV, go
cneuyudikauii roToBoro
npoaykTy. PepakuiiHi
npasku [0 po3giny
2.3.P.3.1 wopo onepadii,
3a fKi BignosigasnbHa
AinbHnua Wyeth
BioPharma Division of
Wyeth Pharmaceuticals
LLC.
KOMIPHATI / KOHUeHTpaT ansa aucnepcii | Mdaizep Eny.Ci.Mi. CWA Mdpainzep Benbris/ BHECEHHS 3MiH [0 3a UA/18592/01/01
COMIRNATY™ | ans iH'ekuii, 1 donakoH KopnopeiiwH MeHtodekuypuHr HimeuyunHa | peecTpauiliHnx matepianis: | peyernmom
(0,45 mn) mictntb 6 403 NO Benbrisa HB, 3MiHn |l Tuny - 3MiHK 3




Ne n/n Ha3ssa dopma sunycky (nikapcbka 3asaBHUK Kpaina Bupo6HuUKk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
JliKapcbKo20 ¢hopma, ynakoska) Bionycky peecmpayiliHo2o
3acoby nocsi0YeHHs1
30 mkr; 195 chnakoHiB y Bensbris; SKOCTi. FO0TOBMIA
KapTOHHI KOpoOL BarioHTek nikapcbkuii 3aci6.
MeHodekUypuHr MpoeKTHWi NpocTip Ta

M6X, HimeyunHa

nicnspeecTpauinHmii
NPOTOKO/1 yNpaBiHHA
3MiHaMu. BHeceHHs 3MiH
nicns 3aTBepokKeHHs
NPOTOKOY YNpaBAiHHSA
3MiHaMu /19 rOTOBOro
NiKapcbKoro 3acoby -
MNopaHHsA
nicnspeecTpawiiiHoro
NPOTOKO/1Y YNPaBiHHSA
3MiHamMy CTOCOBHO
JofaBaHHA HOBOT AiNbHNL
3 BUPOOHULTBA FOTOBOMO
nikapcbKoro 3acoby.
3anponoHoBaHo: Novartis
Pharma Stein AG,
Schaffhauserstrasse 101,
4332 Stein, Switzerland (fill
and finish, primary and
secondary packing,
KOHTPO/Ib AKOCTi Npn
BUMYCKY 3a NOKa3HUKamu
30BHILLHIl BArNAA,
HEBMAMMI YacTku, pH,
OCMONANbHICTb, 06'EM,
TECTyBaHHS Ha CTOPOHHI
BK/IHOUYEHHS, CTEPUJILHICTB,
6akTepianbHi
€HJI0TOKCUHM, LiNICHICTb
CUCTEMM YNakoBKuM). 3MiHK
Il TMNYy - 3MiHK 3 AKOCTI.
[oToBWIA NiKapCbKnit 3aci6.
MpoekTHWiA NpocTip Ta
nicnspeecTpauinHmii
NPOTOKO/T YNpaBiHHA
3MiHaMu. BHeceHHs 3MiH
nicns 3aTBepoKeHHs
NPOTOKONY YNpaBAiHHSA
3MiHaMu 4nsi roToBOro
NiKapcbKoro 3acoby -
MNopaHHA
nicnspeecTpawjinHoro




Ne n/n Ha3ssa dopma sunycky (nikapcbka 3asaBHUK Kpaina Bupo6HuUKk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
JliKapcbKo20 ¢hopma, ynakoska) Bionycky peecmpayiliHo2o
3acoby nocsi0YeHHs1
NPOTOKONY YNpaBAiHHSA

3MiHamu CTOCOBHO
[04aBaHHsi HOBOT Ai/TbHUL
3 BUPOGHWMLTBA rOTOBOTO
nikapcbKoro 3acoby.
3anpornoHoBaHo: Delpharm
Saint-Remy, Rue de l'lsle,
28380 Saint Remy sur
Avre, France (fill and finish,
primary and secondary
packing, KOHTPO/Ib SKOCTI
npw BMMYCKY 3a
NOKa3HMKaMW 30BHILLIHIl
BUINSA, HEBUAMMI YaCTKMU,
pH, ocMOns/bHICTb, 06'EM,
TECTYBaHHS Ha CTOPOHHI
BK/IIOYEHHSI, CTEPUSIBHICTB,
GakTepiasibHi
€HOO0TOKCUHM, LNICHICTb
CUCTEMM YMAKOBKM).

B.o. l'eHepanbHOro gupekropa Ainpekropary

dapmaL,eBTUUHOrO 3a6€e3ne4YeHHsA

IBaH SAABOPHUX




