JEPKABHA CIYXFBA 3 JIKAPCBKHX 3ACOEBIB TA KOHTPOUIIO 3A
HAPKOTHUKAMH Y KHIBCBKII OBJIACTI

npos. Ceimaanoi Hanil, 3, m.Kuis, 02099, ten/taxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK
npo AKicTh BBe3eHoro B YKpainy Jikapcokoro 3acoby

29.11.2023 Ne §9087/23/10

MEJPOQJI

(nafimenysaund sikapceokero 3acoby 3rimso 3 peectpauiimin FOCBIREHHAN)
Tabnerxn mo 4 mr; no 30 Tabaerok y ¢uraxoni; mo 1 ¢uraxony B KapTonHiii Kopodui

(thopara BrOycKy, RO3YBAHHE, BHE TAKYBIHHS JIKAPCLKOrD 3ac06Y)

Howmep pecetpauiiinoro nocsiguenns UA/2047/02/01 crpox aif pecerpanitioro nocsizuenns 01.01.2099

Cepin airapcrkoro sacofy Ne HD5517 Kinsxicts Bresenoro aixapceskoro sacofy 3840
Bupobamnk Hdattzep Irania C.p.x., Itania
(HafiseuyBaia BHPOSHHRA MiKapcEROTo 3acoby, Kpaika MOXQDACHES)
Baescro B Vxpainy CrinbHe yKpaiHcEKo-ecTOHCbKe HIIAPHEMCTRO ¥ Gopmi TOBapIcTBa
3.ofmesxenoro BignesizaapnicTio "OnriMa-Oapm, ITH", inent. xox:
21642228

(HaiiMenypauny T ko 32 €IPIIOY 1opnnirHoi ocobn abo Tpiapime, in's, no Gatekori dizmagol
ocolu « mizmpremy, ii micne nposamanna ra peeerpauiiingi Homep obnikerol KAPTKH MWIATHIKD
nofarxie ao cepia T2 HoMep DacmopTa)

HMporokoa eisyansyore xoirpomw vix 27.11.2023 X 3770/16.

3a  pesyneTaTaMit AEPKABHOIO KOMTPOMIG BCTAHOBAEHO, M0 JiKapohKilli  3acif  BBeseHo B Yrpainy 3
AOTPHMIHHAM BUMOT 3aKOHONABCTBA OO 3abe3nedenna skocTi AIKApChRUX 3ac06iB.

Biranitt BOHJAPEHKO

-(liiniany Ta npisskne)




Naiizep Irazis C.p.
Jloxkanita Mapino aent Tponro, 63100 Ackeni Hiceno (AIT)

norotun Komnasii Naiaep

A

MEPEKNAA

Ten. +39 0736 305111, Gakc +39 0736 305263,

www.pfizer.it

Ceptudurar supo6Huka gns cepii

Neaiizep Moban Cennaii {Nrc)

Ana nikapcbkoro 3acoby/Mikapcoki zacobu Ans Kpaih nig MRA ato PECA

1. Halimenysanna npenapary:

2. KpaiHa imnopty:

3. Homep peectpauilinoro NocBig4yeHHn
4. Aiova peyosuka Ta i cuna aji:

5. Nikapcbka dopma.

6. Poamip ta TN nakysaHua

7. Homep cepii Ta poamip cepii

8. lata BupoBHuUTE]

9. Aata 3aKinyeHun TepmiHy NpuaaTHOCTI

10. Hazsa 1a MICUE3HAXOOMEHHA BUPoBHKMKa
(BMPOBHMK, nakyBanbHMK, KOHTPOAL AKOCTI)

11. Homep 81poBHuuoi ninensii
12. Pesynbtatu nposesenns aHanisy.
13. KomeHTapi

14. 3ansa npo cepradikaujio

Megapon

YkpaiHa

UA/2047/02/01

MeTuanpeaHizonoH 4 mr

1abnetim

30 rabnetok y dnakoHi

HD5517 kinbkicTs 107,088 YN3KoBOK
TpaseHn 2023

KBiTeHb 2026

Mdaiizep [Tania C.p.a.
flokanita Mapino gens TpouTo
- 63100 Ackoni MNiceHo (AN), Itania

aM-22/2023
¥ npuknaseHomy ceptudikati aHanizy

Temneparypa 3bepiraHHs; He Buwe 25°C,

Linm 3acBiguyio, wo HaBEAEHa BUile IHpOpMaLin € ayTeHTUYHOIO Ta AocTosipHolo. La napTia 6yna
BUroTOBNEHA, BKAIOYAIOUM NpoLecw MaKyBaHHA Ta KOHTPOAIO AKGCT], Ha BUPOOHUYIN ainsnui Ackoni Miceno y

NOBHIK BignoBiaHOCTI A0 BUMor HBN micuesmx
KpaiHi-imnoprepi. Npouecu BMPOOHUUTBA, naky

BianosigaoTs HRM,

15, Npissuiwe ta necana/asauHs ocoby, AKa BK

Pabio Canbi
YnosHoBameHa ocoba

PETyNATOpHUX opraHie Ta cneumdixa i, 3aTEEPAMEHUX
BaHHA Ta aHanisy yau BuBYeHi Ta BU3HaHI TaKMMK, WO

4313 4,03BiA Ha BUNYCK cepii

16. Nignuc ocobu, ska BUdana A03BiA Ha BUNYCK cepii

Enextponnmit nianuc
®abio Canbai
MpuduHa: 8 3aTeepaKRYI0 AaHW] AOKYMEHT
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M gaitzep Itaznia C.p.. NMEPEKNAL
Joxanita Mapino xens Tporto, 63100 Ackoni [Ticeno (AIT)

Aorotin komnaHii Maiizep Ten. +39 0736 305111, dare +39 0736 305263,

www.pfizer.it
CeptudikaT ananisy

Ndaitsep Mnoban Cennaii (NIC)

Koa npenapary: FO00102676
Meapon 4 mr Tabnerkn, Ne30 y duraxoni

Cepis No: HD5517

Jata BUroToBneHuS: TpaBeHL 2023
Hpugarauit a0 KBiTeHs 2026
OITIC:

Bini TaGnerkn nanisosansyi enimrimmoi (opmu, 3 THcHerHEM “MEDROL 47 Ha onHOMY GO Ta XPeCTono HBHO HACIuKO0 Ha
THINOMY

MOKA3HIIK OB BHMOTH COELUHOIKA LT PE3VIBTAT
30oBHIMHIE BHT LA Bianosiaae onvcy Bianosisae
laenTedikanis (BEPX) BiANOBIAHICTb Yacy YyTDMMYBAHHA niKis 3pasky Ta
CTARABPTHOTO PO3YMHY Bignosigae

Inentrdirauin (11} BiagnoBiaHicTb cnexTpis spasxy Ta cTaK aapTy

Bianosinae
Opuopinnicts BMicTy M3E BiANOBIAATM BUMOram €ap.dapm.

Bianosinae
Criopianeni cnonyusenns (BEPX):
- 3arankHa KinbKICTE He Binble 2.0% 0,6
- KOKHOT OKpeMo % He Binblwe 0.5% 0,2
Merennpeanizonon (BEPX) Mmr/rabn 3.80-4.20 4.06
Jaranena KiteKicTs aepobuix Gakrepii Kyo/r He Binblue Hisk 10° 10
[putu KvO/r He Binsuwe Hix 10° 0
E. coli /r BiACYTHI BiacyTHi
Po3ummenns 3a 30 xa, He menwe Hin 70 108

0%

115 cepin Binnosinae BEMoram givuol apaniTAuEOL cnenndivamit F 9364UA.,
Peecrpaniiine mocsinuennn: UA/2047/02/01

Kinnxicrs B cepii : 107,088 ynakosok

Meapon 4 mr tabnetin Ne30 y dnakoni UA {(MetuanpeaHiaonon 4 mr TabneTkm)

Aara sunycky cepii: 03 numus 2023 Onepanif rro 3a6e3neuennio nxoct
Padio Canei
eNCKTPOHHNIT NignHe CACKTPOHHUE nignuc
®abio Cannpi 04.07.2023 15:09:050-0400 Autecein gi Casepio 04.07.2023 15:10:030-0400

npuunna: f zateepmkyio ucit pokyment npuyunna: i 3aTeepuky0 weli gokyment
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