~ CEPTHOIKAT AHAJIIRY
MGAN3EP MEHKO®EKYYPUHI BENBIA HE
PEWKCBET 12, 2870 NYYPC (BENLTINA}.
TEN. +32 (0)3 890.92.11 ®AKC +32 (0)3.889.65.32

- Cropinkal 34
NEPEKNAL,

@Pﬁzer

Haspa npoayxry: COY-MEJPOJL, HOpomoK Ta po3aHHIHK (B0ia AR in'exuiit) ann posdsay nna v’ cxuii
0o 125Mr/2mn y paaroui Tnny Act-O-Vial (nsoemuicanii gankon) Ne 1 {AKTHBHA pcYOBHAA:
METH/UIPENHII0.TOH BATPIN0 CYKUUHAT)

‘Howmep cepii: HI5013.
-Aptukyn: FOO0099708 )
HAata srpoSuuarsa; 06-2023

Aata popmyBaHHa ceptudikaty: 09-2023

‘Tepmin npupathocti: $6-2025 Cneumdikauin PO191001010EU
TECT merol | pesyast.| OB JIMITH
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BaxTepianbHi eHAOTOKCHHY 0] Mac Bianes suMoram €ep.Dapm ( He Hinpue 0,17
Bionce MO/Mr nuwe npu eunycky)
Hobysanuit 06'em Co Bignos Ma€ BIAnOB.BuMoram €ap, Papm




HorymenT & BAACHICTIO Ta moctynAnii Asia 3piAcHenHa Biskec onepauii, Ta posrangy cnispoBiTHUKaMKU KOMNAHIT T2
PETYAATOPHWMH OpraHamy. MNepenava AaHOT0 ACKYMERTY TpeTiit cTopoHi 623 NoNepeaRLOre Y3roaMeHHA 3 HOre BAACHHKO M

@ Pfizer

3abopoHeHa.
CEPTUDIKAT AHAJIIRY

MGANIEP MERIOGEKYYPUHE BENBMS HB:

PEWKCBET 12, B-2870 MYYPC, BENbMS

TEN. +32 (0)3 890.92.11 GAKC +32 (0)3 889.65.32

Cropinka 2 34
MEPEKNAL

‘Hazsa npoayxerys COJIY-ME/POJI, nopourox Ta' posaamumg Juist posusy ana i’ excniti o 1254/ 2mn y
paaxoni Tury Act-0-Vial (nBoemBicunii puaxon) N 1 (AKTHBHA PCUOBHHA: METHIIMPEAHIZONO0H HAT Piko

Howep cepii: HI5013
Aprukyn: F000099708
Jara supobHuuTEa: 06-2023

CYKMHHAT)

Hata popmyBaHHa ceptudikaty: - 09-2023

_Tepmis npumatHocti: 06-2025 Cneungikays P0191001010EU
TECT meron | pesyasr.| OB JIMITH
I —
.ﬂEI—l‘THd)lB:'.ElLUH TM1155A Nosutnse: NO3UTHBHA
METHINPENHIZONOHY a
Haitbinswa nesmsnavena %
L}
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: e I i) - o - q [ :
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MeTunnpeanizonon 17- % <200
FeMicyKUHHAT TMIL155A 0.3 <20%
Hactkn > 10 pm € 1447  |uactox/ M€ BLATORB.BumoraM C5p, Dapm
Yactkn =25 ym £b 33 tn MaE BIANOB. BUMoraMm €ap. Mapm
pH 7.6 7.0-8.0
CTEPWIBHICTD € Bianos Ma€ BIANOB.BHMOTaM €ep.Dapm
3ﬂl"a.IIEH‘£zl KiABKICTE TM1155A 08 o < 35,6 % {npu Bnrrxycrcy);_ﬂ 8,3 %_(Hanpmciﬂui
OPOAYKTIB po3najy TEpMIHY NPHAATHOCTI)

HokymeHT € BJIACHICTIO Ta adcTynniii ans apiiicHenHn GisHec onepaii, 18 posraagy criBipo6iTHitkami komnanii Ta
PEYARATOPHUMK OpraHamu. Nepenada AaHOro JOKYMEHTY TReTil Croponi a3 NONEePesHLOre Yaro4MeHHA 3 Moro

BA2CHMKOM 33D0poHeHa.




CEPTU®IKAT AHANIRY Cropinka3 s 4
| 5 ~ NOANIEP MEHIOGEKYYPUHI BEfLIIS HE- NEPEKNAL
( .Pﬁzer PEWKCBEL" 12, 2870 NYYPC, BENbLIA
| TEJ. +32 (0)3 890.92.11 GAKC +32 (0)3 889.65.32

Hazsa npoaykry: COJTY-MENPOJI, nopow ok TA POITHHHAK 1A PO3YNHY ANA il €Kit o 125MT/ 2 ¥
prakoni THny Act-O-Vial (aBoemuicamit daaxorn) Ne 1 (AKTHBHA DeYOBHNA: METHANPEARIZ0I0H HATPII0

CYKLIHNAT)

Homep cepii- HI5013 Aata popmysdHHA ceprudiraTy: 09-2023
ApTtukyn: FO00099708
Hata BupoGruLITRS: {}6-"202'3'_
Tepmin npunataocti: 06-2025 Creundikauid PO191001010EU

T TECT “merox | peymst.] OB | JIIMITH
Me enuizonor Z Mattox %

HUHIPEAHISONOR *t™iissa | =01 ’ <08 %
AnEASCI I B

MapTin; HE2653

Lim 3acBindyio, Wwo Ha BefieHa BULLE indOpMaLA € aYTeHTMYHOIO Ta AOCTOBIPHOID. Lis napTia EyNa BUroToOBARHE,
EKAIO4204M NPOLRCK NAKYBAHHA/MAPKYBAHHA Ta KOHTPOAID SKOCTI, Ha BKa3aHil BMLLE BUPOOHMYIN ginAaHui y NOBHIN
-8iAnoBIAHOCTI 40 BUMOT HBI MicLeBux PETYARTOPHUX OpraHiB Ta cneuvdikaLii, 3aTRepasKeHux y KpaiHi-imnoprepi.
[Mpouecn BUpoGHUMUTES, NakySaHHA Ta aHanizy Synu BUBYLHI Ta BHM3HAHI Takumu, WO BianoeiaatoTe HBM. Kombinauia

HOMEDY capii, apTnryny, cneuudikauii Ta paTn konm ©yB CTROPEHKH CepTUdIKAT BBAKAETLCR YHIKQ/IbHOK Ta €
HOMepOM CepTHdiKkaTy aHanizy.
Posmip cepiit 11791 ynakoBok
PeecTpauinte noceiguents Ne UA/2047/01/02
YKpaiHa - UA

Bei npaliech BUKCHYBANMCH KBAIGIKOBA HAM NEPCORaNOM NI HaTAAOM YROBHGBIKEHGT OCoBir.

EnexTponmii mignuc; Wopic Biccepc
JIoRanbHMI vac npy BUNycky cepii’ 28 BepecHAa 2023 14:30:57
Hac eunycry cepii Ha cepaepi 28 BepecHA 2023 14:30:51

LoxkymenT € BJIACHICTIO Ta pocryriHinit Ania saifickeriig Bishee onepauii, Ta posrasgy cniepoBITHUKAMU KGMAEKIT T3
PETYAATORHUMK apraHamy. Nepeaada AaHOTO A0KYMEHTY TpeTtiid crtopoHi 6e3 nonepeaHLoro YAroOMeHHA 3 Horo
BAACHMKOM 3abopoueHa.




CEPTH®IKAT BIAITOBIIHOCTI

HEKJIAPALIX BUPOBHHKA -Cropinka 43 4
. P i ne  TOAN3EP MEHIOGEKYYPWHI BENLIA HB. TIEPEKIIAA
ZEI"  peikcBEr 12, 2870 YYPC, BERBIIS

TEJ). +32(0)3 890.92.11 ®AKC +32{0)3 889.65.32

Hazsa npoayity: COJIY-MEJPOJL, nopoumiok Ta po3auuHAK AJAg POITHEY ANA iR’ exuiii mo 125Mr/2vr ¥
purakoni Tany Act-O-Vial (xsoesmicHnii guiakon) Ne 1 (akTHBHA PEUOBHHA: METHINPEINIZ0A0H HATPIIO

CYKOHHAT)
Howmep cepii: HIS013 AaTta hopmyBaHHa ceprmdikaty: 09-2023
Aprakyn: FOO0099708
Hara supoGunurea: 06-2023
Tepmin npunatHocTi: 06-2025. Creundikauin P0191001010EU

CEPTHdIKAT AKOCTI

BHPoBHUK BigoBina NbHUIA 32 BUPOBHULTBEO Ta KOHTPOAL AKOCTI: AMBKCH Aeknapauito eMpabHuKa
Homep niueHsiT: Anancs Aekaapauin sBupobHnka

Homep GMP ceptudikaty abo nocunanna EudraGMP: auBvch geknapauilo BUpoBHMKa

BCi NpoLecH BUKOHYBANNCE HBANIBIKOBAHUM NEPCOHAABM NiL, HATAAROM VrOBHOBAKEHGT GCOBH.

EnekTpoHmit nignuc: WMopic Biccepc
NIOKaNbHUMA Yac NpK BURYCKY capil 28 Bepechs 2023 .14:30:57
Hac eunycky cepii Ha cepaepi 2B BepecHa 2023 14:30:51

Mignvc YNOBHOBAKEHOT 0Cobi

CeBactbrH flacHenc 29.09.2023 02:59:022-0400
MpianHa: A 3aTBERAMYIO Ul NOKYMEHT

Ookyment & BJIACHICTIO Ta gocTynHuit gia spiiichering GizHec oriepaliiv, T poIriALy cniBpOBITHAKAMM KOMMAHIT Ta
PEYAATORHUMU OpraHamu. lMepeaada AaHOO QOKYMEHTY TPeTIH CTOPOH] Be3 NonepeaHboro yarogKeHHs 3 Horo
BAACHUKOM 3afopoHena.




