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




JEPXKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y JHINPOTIETPOBCBHKINA OBJIACTI

Juinpo, nn.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dIs.gov.ua, Kox €JIPTIOY 37070665

BAUCHOBOK
npo SKiCTh BBE3EHOTO B YKpaiHy JiKapchKOro 3aco0y
31.07.2024 Ne 38641/24/0411
MEJIPOJI

(saitMeHyDaHHs NKAPELKOro 3aC00y 3rifHO 3 peecTpaLiiHuM NOCRITMEHHAM)
TaGeTin no 4 Mr mo 30 Tabherox y daakoui; no 1 dgaakoHy y KapToHHii Kopooui

(dpopma BHNYCKY, A03YBAHHA, B 2KyBaHHA JiKapCLKOTO 3acoby)

Homep peectpaniiisoro nocsinuenns UA/2047/02/01 crpox il peectpauifisoro noceigaenns 01.01.2099

Cepis nixapcekoro sacoby Ne HP4281 KibkicTs BBe3enoro nikapebkore sacoby 6144
Bupo6HHK Téaiizep Iranis C.p.u., ITanis
(safMenyBanus BupoGHHIKa Tikapcbkoro 3acoly, kpaiHa AONOKEHHA)
Baesero B Ykpairy ToBapHcTBO 3 0GMEXKEHOK BUINOBIAATLHICTIO "Ba/IM", inenr. koa:
31816235

(HaliMenypania Ta kox 3a CJIPTIOY opHIEINT 0co6H abo npiseume, iM'A, Mo BarLKoBi
dizuunol ocoGu - niAnpHEMuA, 1T MiCLIEC NPOXKHBAHHS TA peectpauiiinuil HoMep obmikoBOT
KApTKH IIATHHKA 110aTKiB 260 Cepis Ta HOMEp NAcopTa)

Tpotokon isyanshoro koutpoto ia 30.07.2024 Ne 07-01/1940/34.

3a pesyMbTaTaMH /CPABHOTO KOHTPO/O BCTAHOBJICHO, LIO nikapcekuil 3aci6 BBeseHo B YkpaiHy 3
AOTPHMAHHAM BHMOT 32KOHOABCTBA LOKO 3abe3neYeHHA AKOCTi MiKapchKHX 3aco0iB.

B. 0. HauaThHEKA JlepxkaBHol cayx0H 3
MKapChKHX 3acobiB Ta KOHTPOIIO 33
HapKoTHKaMH y JIHiMpOIETpOBCHKIM
obnacti

1 Mapist-BP

/oy ks MEHTIB
OKY MEHTI

Hikiriuesa Oxcana +38(066)345-41-71



Naro™n komnawii Naiizep

Haiizep Itania C.p.a. MEPEKNAL
Jloxanita Mapino aemt Tporro, 63100 Ackani [iceno (Al

Tem, +3% 0736 305111, daxc +39 0736 305263,

Cel iHaT aHania
N¢aitsep Mnoban Cennaid {NFC)

Koz openapary; F000102676

Meapon 4 Mr Tabueria, X230 y daaxoui
Cepix Ne: HP4281
Jlata RUTOTOBICHHS; MoeTeHb 2023
TMpuaaramit go: sepeceHb 2026
OITHC:

Bini rabnerxu aninopatei eninmumol dopuy, 3 Tronernm “MEDROL 4" 2a omory Gowi Ta XpecTonoaiGHo HACiMRot Ha IRmoMy

MOKAZHHK OB  |BMMOI'M CHEHH®IKAIT | PEIVALTAT
RosRimmilt RUTNLL [Bianoeinae anucy Jeianceinae
[nenTufivauic (BEPX) BianoslaHlcTb Yacy yTpUMYB2EHHA NiKiB 3paany Ta
HAAPTHOTO PO3YUHY IBiAnOEiAaE
TnewTaixamia (I9) |Bianceiasicts cnexrpie spaswy Ta crauazpry
IBIAmsip.as
|OnnopinAicTs BMICTY T ra¢ sianoslaatk eumoram Esp.dapm.
< |Bignoai,qae
nopigHeri crionyuenia (BEPX):
- 3aTAMLHA KiNBRICTS He Blable 2.0% 0,5
- ECOKHOT OKPEMO % He Sinwue 0.5% 0,2
eTHANpeHiIonoH (BEPX) [wimatn 380420 4,02
3aransBe Kinsxicrs sepobux Saxtepiit Ilwolr I“‘ Sinbwe niw 10° 0
[ pubdu |ryore JHe Ginowe wix 10° Io
E. coli /r Isla,cvmi BiacyTai
Posuuticsus 3a 30 xp. IHe MeHme Hix 70 101
Q%

Ix cepin ninmopimac Bumoram piwaci ananiraauol coendixanil F 9364UA.
Peecrpaudiine nocalnuenan; UA/2047/02/01
Kitexicrs B copil :

JlaTa sumycky cepil: 13 rpyans 2023

C By a g DS
'f)_l?*\w/"’-illﬂmmc

1ina 1. Wasloas Kapoci 14.12.2023 05:27:006-0500
— " npaaxea: A ABTOp HLOT ACKYMEHTA

enexTpoRaH# nigme
®abio Camuel 14.12.2023 0°7:36:007-0500
npuasns: H saTpeprxyw nel TokyMenT



Odaiizep Iraniy C.p.. NEPEKNAL

Jlokanira Mapisro pens Tponro, 63100 Ackoni ITicero (AIT)
Ten. +39 0736 305111, thaxc +39 0736 305263,
www.pfizer.it

AoroTin Komnawii Naiisep

Mébaidzep TnoBan Cennaii (NFC)

Ceptudukar supobHuka ana cepil

Ana nivapcerore aacoby/fikapceki 3acobu ana kpaH nig MRA a6o PECA

1. HaiimenyBaHHA npenapary:

2. Kpaixa imnopTy:

3. Homep peecTpaliiiHOro NOCBIAYEHHRA
4, flivova pevoBuHa Ta il cuna g

5. flirapcbka popma.

6. Poamip Ta TMN nakyeaHHA

7. Homep cepil Ta poamip capii

8. farta ampobHuurea

9. Dara sakiHveHHA TepmiHy npugaTHocT

10. HasBa Ta micleaHaxoamenHs BUPOSHUKa
{8MPOBHUK, NaKYBANBHMK, KOHTPOME AKOCTI)

11. Homep supobHmaoT AiLeHasii
12. PesyabTaT™ NposegeHHA aHanisy,
13. KomewTapi

14. 3assa npo cepTudikaufic

Meapaon

YxpaiHa

UA/2047/02/01
MetuanpeaHisonod 4 mr

Tabnertku

30 rabneroK y paaxoHi

HP4281 kinekicTb 56,584 yriakoeok
woetens 2023

eepeceHn 2026

Ndaiizep ITania C.p.a.
fokanita Mapino aene Tpoxto
- 63100 Ackoni Nicero (AN), Itanin

aM-22/2023
¥ npuiazageromy ceprvdikati ananisy

Temnepatypa 36epiraHHA: He suwe 25°C.

Llum saceiauyio, Wwo HaseaeHa suwe iHGOPMALIA € YTEHTHYHOI T2 AocroslpHolo. LA napria 6yaa enrotopaeHa,
BK/MOUAIONM MPOUECH NaKYBAHHA, MaPKYBAHHA Ta KOHTPOAIO AKOCTI, Ha BUPOGHKuIN AlnAHUI Ackoni MiceHo y noswiti
sianosigHoct] 4o sumor HBIT micuesux perynaTopHux opraxis T2 cneuudikauii, 3a‘rsepm|(enux ¥ #palHi-imnopTepl.

MNpouecH sBUPOGHULITEA, NAHYBAHHA Ta aHanisy 6yau BUBYEH] Ta BU3HAHI TaKK

15. Npiasuuie Ta nocasa/seanHA 0cobu, AKa BMGaNa A038IA HA BUNYCK C

Pabio Canbsi
YnoeHoeameHa ocoba

16. Nignuc ocobu, Aka BUAANa AO3BIA Ha BUNYCK cepll
EaexTponHMit nignue

EnextpoHHuid nignuc
dabiona Kapoci 14.12.2023 01:52:005-0500
MpMiMHA: A ABTOP LBOrC QOKYMEHTY

A 3aTBep



AEPJKABHA CJAYIKBA 3 JUKAPCbKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npo.. Coitmuunol Haaid, 3, m.Knis, 02099, ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BHUCHOBOK
HPO SIKICTH BBE3CHOT0 B YKpainy Jikapeniore 3acody

01.10.2024 Nt 48976/24/10

MEAPO.1

(HafIMEHYBIHES AiKAPCLROTO 3ac0oGY 3riZHO 3 PCECTPELIAHIM MOCRINYEHHIM)
Tabnerks no 4 mr; 1o 30 rabaerok y diaxoni; no 1 gpaaxkony B kapromuiit Kopobui

(popa eumYCKY, R03YBAHHA, BILY MUKYBAHKN AiKIPCEROND 3aCabY)
Hoatep pecerpaniiinoro noceizuenns UA/2047/02/01 crpox aii peectpaniitroro nocsinuenus 01,01,2099
Cepix nixapeexoro sacoSy Ne LC1193 KinpiicTh w8esenore nikaperiora acofy 768

BupoGik Iatizep Irania C.p.n., Iranis
(naiiMenyBafus 2upoGHNKD AiKAPCEROID 3acofy, Kpailta HOXOIKCHIL)

Breieno B Vipainy CrinnHe yRpaiiChKe-€CTOHCHKE MZHPREMCTRO Y (GopMi TOBAPHCTBA
3 06meskeno1o BiznogpizaabuicTo "Onrinia-®apa, AT, inenr. woa:
21642228

(na]meuyaamm Ta kog 32 CIPTIOY 1opiastunol ocobi abo npisenme, iv's, no GatLkosi diznanol
ocofit - mianpremud, T sicte upokHBAHAN Ta pecctpaummm HOMEp 00aIR0BOT KAPTKR NARTHIK:S
nogatkie aBo cepis Ta HoMep nacopTa)

Mpotoxroa sizyaanuore konrpemo nix 30.09.2024 X2 2916/11,

3a  pesynpraTaMs  AEDKSBHOID KOWTPOKY SCTAHOBAEHO, (O nikapeeknii 3acif seesemo B Yepainy 3

JAOTPHMAHHAM suMor 30K0HOAABCTEE UIOF0 3a0e3NedeHys SKocTi MKAPCRKAX 3ac06i8.

% : @.5/ Biktop CTEGKIBCHKHIA

HTPOAIO) ﬁ/ {ranecy {initinny o npiznsnie)

: 6 :u.p ;ii;g;lro
ELY "”‘E’Wﬂ %




noroTtvn komnadii Mdanzep

CeptudikaT aHanizy

Kon npenapary:

Odaiizep Iranin C.p.n. NEPEKNIAL,
Jloxanita Mapito aems Tponro, 63100 Ackoni Ticeno (AIT)
Ten. +39 0736 305111, ®akc +39 0736 305263,

FO000102676

Menpoa 4 mr raduerxu, Ne30 y draxoni

Cepis Ne: LC1193
JlaTa BUroTOBIEHHS: rpygeHs 2023
Ipuparauii no: nuctonag 2026
OIIHC:
Bimi Tabnetku nanisosansui eninrauoi dopmu, 3 THenennaM “MEDROL 4” wa oznromy Ooui Ta XpecTonoaibHow HaciuKow Ha
iHIoMy
INIOKA3HHK OB BUMOTH CIIEIMPIKALIT PE3YJIbTAT
30BHIILHIA BHTISA Bignosigae onucy Bianosigae
[nentudivauis (BEPX) BinnosigHicTb yacy yTpumyBsaHHa nikis apasky Ta
CTaHAAPTHOMO PO3YMHY Biamosinae

Inenrudiranis (I4) BinnosigHicTs cnekTpis apasky Ta ctaHaapTy

Bionosinae
OnopinmicTs BMicTY MaE€ BiANosigaTH BUMOram Esp.dapm.

Bignosiaze
Cropinseni crionyuernns (BEPX):
- 3aTa/bHA KINBKICTE He Ginbwe 2.0% 0,5
- KOKHOT OKpeMo % He Ginbwe 0.5% 0,2
Metunnpennizsonon (BEPX) mr/Tabn 3.80-4.20 4,07
3arainbua KinbkicTs aepobumx Gakrepiit KYO/r He Binbwe Hix 10° 0
T'pubu KYO/r He Binbwe Hix 107 0
E. coli /r BiACYTHI BigcyTHi
Posunnenna 3a 30 xs. He mene uix 70 90

Q%

Ila cepin Bignosinac Bumoram ailo4oi ananiTuamol cnenndikauii F 9364UA.

Peeetpaniiine mocriguennsa: UA/2047/02/01

Kinekiers B cepii :

113. 594 ynakosxu

Meapon 4 mrtabnetku Ne30 y dpnakoHi UA (MeTunnpegHizonoH 4 mr Tabnetku)

Hata Bunycky cepii: 02 kpitun 2024

€JIEKTPOHNHI niamuc

Hesizepin Tommomini 03.04.2024 09:42:001-

0400
npHuuna: 3 aBTop UBLOro AOKYMeHTY

Onepauii no 3aGe3nevennio axocti
Dabio Cannsi

CNeKTPOHHMA Mmignuc
Pabio Cannei 03.04.2024 12:17:041-0400

npuunna: S sareepKyio ueil fokymenT

Dx.acr  oorg Zg 250024 [

f




Idpaiizep Iramis C.p.. MEPEKNAL
Jlokanita Mapino gens Tponro, 63100 Ackoni [Ticerno (AIT)

Ten. +39 0736 305111, Qaxc +39 0736 305263,
www.pfizer.it

norotun komnarii Ndaizep

Ndaitzep Mob6an Cennait (MIC)
Ceptudukat BMpobHUKa ansa cepii

fnn nikapcekoro sacoby/Nikapceki 3acobu Ana Kpaid nig MRA a6o PECA

1. HalimeHyBaHHA npenapary:

2. KpaiHa imnopty:

3. Homep peecTpaliiitoro noceigvueHHs
4. fitoua peyosura Ta ii cuna aii:

5. Nikapcbka dopma.

6. Poamip Ta TMn nakysaHHs

7. Homep cepii Ta po3mip cepii

8. Nata BMpobHMUTB]

9. laTa 3aKiHyeHHs TePMiHY NPUAATHOCTI

10. Hazga Ta micLe3HaxoAeHHA BUPOBHMKa
(BMPOBHMK, NakyBanbHUK, KOHTPONL AKOCTI)

11. Homep Bupo&HUYOi nileH3ii
12. PeaynbTaTit npoBeaeHHA aHanisy.
13. KomeHTapi

14. 3asBa npo ceptudikaujio

Megpon

YKpaiHa

UA/2047/02/01
MeTtunnpegHizonoH 4 mr
TabneTku

30 TabneToK y dnarowi
LC1193 kinbkicte 113,594 yn
rpygeHs 2023

nnctonap 2026

Neaitzep ITanis C.p.a.
Jlokanita MapiHo gens TpoHTo
- 63100 Ackoni Nicero (AN), ITanis

aM-22/2023
Y npuknageHomy ceptudikaTi ananisy

Temnepatypa 36epiraHHA: He BUwe 25°C.

Lium 3aceiguyto, wo HaseaeHa BuLLe iHbopMmaLif € ayTeHTUYHOO Ta focToBipHoto. La naptis 6yna
BUTOTOB/IRHA, BKAOYAKOYN NPOLLECH NaKYBaHHA, MapKyBaHHA Ta KOHTPOAK AKOCTI, Ha BUMPOBHWYIN ainaHu
Ackoni MNiceHo y NoeHili sianosiaHocTi 4o sumor HBIM MICLLEBNX perynATOpPHUX OpraHie Ta cneundikauin,
3aTBEPAPKEHWX Y KpaiHi-iMnopTepi. Mpoueck BupobHMLTEa, NaKkyBaHHA Ta aHanisy Bynum BMBYEHi Ta BU3HaHI

TakMmu, WO BignosiaaoTts HBM.

15. Mpizeuiie Ta nocaga/3BaHHA 0cobM, AKa BWAANA [03BiN Ha BUNYCK cepii

Pabio Canbsi
¥YnosHoBameHa ocoba

16. Mignuc ocobu, ska Buaana A038iA Ha BUNYCK cepii

EnekTpoHHMIA nianuc

EnekTpoHHMIA nignuc

flesinepia Tommonini 03.04.2024 10:24:031-0400 ®abio Canbei 03.04.2024 12:23:003-0400

MpuuKHa: A aBTOP LbOTO AOKYMEHTY

MpuinHa: 4 3aTBEPAIYIO AAHUH AOKYMEHT




AEPZKABHA CJIVIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIH OBJIACTI

npoB. Critmuunroi Hagii, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
OpPOo AKICTE BBE3€HOI0 B YKpailny JiKapchKOro 3acofy

26.02.2025 Ne 7213/25/10

MEJAPOJL, Taduerkn mo 4mr,
(raiimMenypanns mikapcpkoro sacoBy arineo 3 peecTpamiitiin noceimaenssM)
1o 30 Tabaerox y duiakori; no 1 duiakony B xaprouniii kopo6ui
(thopma BHRYCKY, N03YBAHUA, BiI MAKYBAHHA NiKapChKoro 3acoby)

Homep peectpaniiidoro noceimuenns UA/2047/02/01 erpox aif peectpaniitnoro noceizuenus 01.01.2099

Cepis sikapcexoro sacofy Ne LP9579 Kinekicrs BBezeHOro Nikapeekoro sacoby 2880
BupoGhux "Hdbaitzep Irania C.p.a.", Iranis
(maiivenyBanns BHPOBHNKA TiKapCEKOTO 3acaby, kpaina NOXOIKEHHE)
Baeseno B Vxpaiiy Cninnie ykpaiHchbKo-eCTOHChKE MiANpHeMCeTBo y (opmi ToBapECTBa
3 obmexenoro ignosiganenicTio "OnriMa-@apm, JITX", inenr. xoa:
21642228

(nafimenynani ta kop 3a €PTIOY ropuamndHoi ocodn ado npiasuie, im's, To GaTerOB hizirHOT
oco0H - mianpuemus, T Micue npoxMBaHHA Ta peecTpaliiinuit voMep o6nikoROT KAPTKH NAATHHKA
nogarkie afo cepix ra nomep nacnopra)

IIpotokroa mizyaasnoro kourpomo six 20.02.2025 Ne 0490/6.

3a  pesynsTaTAMH AEPKABHOTO KOHTPOMIO BCTAHOBJGHO, INO JNKApCHKMH  3acil  BBeseno B Vpainy 3

JOTPHMAHHAM BuMOT 30K0HOIABCTER HIOKO 3a0€3NIeUEH AKOCTI JKapCLKHX 3acobiB.

Ontra €PBOMEHKO

078 KGITHONO) (ubimine) (it o apiosinge)




norotun Komnaii MNgahsep

Ndaitzep Iranin C.p.a.
Jloxanita Mapino aens Tporto, 63100 Acxkoni Tliceno (AIT}
Ten. +3% 0736 305111, @axc +39 0736 305263,

NEPEKNAL

www . pfizer.it
Ceprudikar aHanizy
Kon mpemapary: FO00102676
Menpou 4 Mr Taéaerku, No30 y daakoni
Cepis Ne: LP9579
Jlata BUroTOBACHHS: cepneHb 2024
[TpanaTauii no: nnnens 2027
OHHC:
Bini rabnetxu Hamisopanshi eminraanol hopmu, 3 THoHenHsM “MEDROL 47 na opeoMy 60Ul Ta XpecTOMIORIBHOI0 HACI4KOIO Ha
IHIOMY
MOKA3ZHUK OB BHMOT'H CIIEITADIK AT PEIYJBLTAT
S3OBHILIHIE BHrAAR Bianosigae onncy Bianosigae
Lnentudikauiz (BEPX) BianoeigHicTe vacy yrpumysaHHa nikie 3pasKy Ta
CTAHAAPTHOrO PO3UMHY Bignosinac

Lnenmadixauia () BignosigricTe cnextpis spasky Ta CTaHgapTy

Bignosigae
OnuopingicTs BMicTy Ma€ BIANOBIAaTH BUMCTam EBp.Dapm.

Bianosigas
Cropigeeni cnonyyenns (BEPX):
- 3aranbHa KinbKiCTs He Ginbwe 2.0% 0,4

o,
- KOWHO{ OKpemMo % He Ginbwe 0,5% 01
Pozuusennn 3a 30 xs. He meHwe Hix 70 101
Q%

Memunnpeauizonon (BEPX) mr/rabn 3.80-4.20 4,06
3aranena kinexicts aepobunx Baxrepiit KYO/r He Binbwe Hix 107 4]
TCpubn KYO/r He Binbie Hiw 10° 0
E. coli /fr BiACYTHI Bigcyrhi

I cepin siznosinae BHMoranm nirowol anamiTiaior enmenngivanii F9364UA.

Peectpaniitne nocsinuenns: UA/2047/02/01

KinnkicTs B cepii :

115, 382 ynakoBku

Meapon 4 mr Tabnetku Ne30 y ¢nakoHi UA (MeTurnpeanizonoH 4 mr TabneTku)

Harta Bunycky cepii: 24 pepecus 2024

eneKTpoHHHuit minnuc

Pabiona Kapoci 25.09.2024 07:48:017-

0400

apuenHea: S ABTOp NLOTO AOKYMEHTY

Onepauii no 3afesmevenneo nxkocri
@abic Canpsi

eIEKXTPOHHUA Mignmue
Dabio Canbei 25.09.2024 08:40:005-0400

npuunna: 5 zaTeepMxy1o ueit Jokyment

; C1 7€
lan4#0,
140X K7 ﬁ//




Haitzep Iranis C.p.. fIEPEKNAL

norotun Komnanii Niaiizep Jloxanita Mapise nent Tporto, 63100 Ackoni [liceno (ALT)

Ten. +39 0736 305111, daxe +39 0736 305263,
www.pfizer.it

Mdaitsep MnoGan Cennait (Nre)
Ceptudukar BupobHuka gna cepii

Ana nikapceroro 3acoby//likapcoui 3acobu ANA Kpaid nig MRA ato PECA

1. HalfimeHyBaHH~A fipenapary:

2. Kpaina imnopry:

3. Homep peectpaujiinoro nocsizyeHHA
4. Airoua peyosyHa Ta ii cuna Aii:

5. Nikapceka dopma.

6. Poamip 1a Tun nakysanug

7. Homep cepiiTa Po3mip cepii

8. Nata BupobuuLTRa

9. faTa 3akiHYeHHA TEPMIHY NpUaaTHoCT

10. Hassa T1a Micue3HaxooKeHHn BUpobHMKa
{BMPOBHMK, NakYBAALHWK, KOHTPOAL AKOCTI)

11. Homep BUPOGHMYOT niLeHsiT
12. PesynbTaty NpoBeAeHHA aHaniay.
13. KomerTapi

14. 3assa npo ceptUdikaLiio

Menpon

YKkpaina

UA/2047/02/01
MetunnpeaHizoncH 4 mr
TabneTku

30 1abnetor y gpnakoni
LP9579 kinbkicts 115. 382 yn
cepnexs 2024

AuvneHs 2027

Maizep Itania C.p.a.
flokanita Mapino gens TpoOHTO
- 63100 Ackoni NiceHo (AT, [Tania

aM-22/2023
Y npuknageHomy ceptudikati ananisy

TemnepaTypa 36epiraHHs: He suute 25°C.

Lium 3aceiguyio, o Ha BEAEHa eutle indopmalin € ayTeHTUYHOIO T3 A0CToBIpHOW. LA napTia 6yna

BUroTOBARHAE, BRKOYAIOUM npouecu NaKyBaHHA,
Ackoni NiceHo y noswil BiANoBIgHOCTI 40 BMMOT
3aTBEPAMEHNX ¥ KpaiHi-imnopTepi. Mpouecu aup

TakMmu, WO signosigatots HBM.

15, NpizBMwye Ta nocaga/3eanHa ocobu, ska s

Pabio Canbasi
YnoeHoBaMeHa ocoba

MAPKYBAHHA Ta KOHTPOAIO AKOCTI, Ha BUpGEHWYIN ginary)
HBN micuesumx PEryAATOPHMX opraHis Ta cneundikauii,
OBHWUTBA, NaKkyBaHHA Ta aHanizy Bynn BUBYEH| Ta BMIHAHI

A3Na [103BiN Ha BUNYCK cepil

16. Mignuc ocobu, axa BHAaNa A038iN Ha BUNyeK capif

EnexTpoHHmit nianuce
®babiona Kapoci 25.09.2024 07:52:044-0400
Mpu4nna: A asTop Lborg AOKYMEHTY

EnexTpoHHui nignue
®abio Canbai  25.09,2024 08:35:035-0400
MprunHa: s 3aTeepaxyIo AaHWi OOKYMEHT
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