53

CEPTUDIKAT ALIAJIIZY Cropinka 13 4
@ NMANSEP MEHIOOEKYYPUHI BENLIA HB NEPEKNAQ
PEWKCBET 12, B-2870 NYYPC, BENbIIA

TEN. +32(0)3 890.92.11 ®AKC +32(0}3 889.65.32

Cory-MeaposI, NOPOmoK TA PO3UHENIK IS POFIINY A4 i’ ekuiii mo 40 mr/yn y daakoni Tuuy Act-O-Vial (asocvuricnii gpaaxon) Ne 1
(AKTHBHA PEHOBHNA: METIIIPEIHIZOM0N NATPII0 cyKUNNAT)

Homep cepii: ENO501 Jara cTBOpeHHA cepThdikaTy: 01-2021
ApPTHIYN: FO00099704
Iara supobuunraa: 08-2020
Tepmil npUAATHOCTI! 08-2022 Cneumdixauia P0115002002UA
TECT METO PE3VIIBT, OB TIMITH
< T 1 i SA 0
| 1-keTomeTHINpe/HI3070H 2 | -reMicyKIMHEAT TMII55A <01 Yo i BT D%
BEPX
3 i — 5 < 9 - <
17-ne3oken-2 1 -anberin TMII55A <0.] % 6 Ginpiiie 1.5%
BEPX
e . i T 5 o,
1 7-KeTOME THIIIPE/IHIZ 0101 IMII35A <0.1 Yo e Binpie 0,6 %
BEPX
Hpdiopic g Blioene He Ginsie vk eranon nopisasinis 11
Knnip ponoy e Blanosine He [1ETEHCHRIIIIE HIK CTAIOH MOpiBHAHEA Y5
Omue Bizyansno | Bianosijae I Ipo3zopuii Ge36aprunii posuny, Bijg 6ioro j1o
Maibke BLIoro KoJsopy odiaizar
o THi ¢ 2 5 A ) |
JlumeTunnpe #Hi3onoH 2 [-cykimHar TMI1155A <0.1 % e Ginsue 0,2 %
BEPX
AT =3 7 2 g st < 0,
Mernianpesonos E Mattox anmsieryg TMlﬁl 55A 0.1 Yo e BB U5 Y%
BEPX
Ennoroxcuim [&o} Biarosijiae sinston sHMora Cap. Papy
Hobyeanuit 06’ em coh Bianosijac RinrioR. aumoTam Cap. dapw

Jloxyment € BJIACHICTIO Ta noctynnuit jum 3aiiichenns Giziec onepauiii, Ta poarnsiy enispobiTHnxamu komnaxil Ta perymatopnimu opranam, llepenava
FAKOTO JIOKYMEHTY TPETif CTOPOKI 63 NONCpe/IHE0ro y3re/pretna 3 foro aracHukoM 3afoponcHa.

2305 tpz/

Jr. w0y 2557




NMMANSEP MEHKO®EKHYPUHI BENLIMA HB

CEPTU®IKAT AHAJIZY

Cropinka 2 3 4
NEPEKNAL

PEWKCBET 12, B-2870 IYYPC, BENbLIIA
TEN. +32(0)3 890.82.11 ®AKC +32(0)3 889.65.32

Coury-MeapoJt, TOPOOK Ta DOIIMININK IS POIMHEY AN i’ exuiii 10 40 sr/mg ¥ faakoni Tuny Act-O-Vial (1ocvmicnnit uraxon) Ne 1
(aKTUBHA PEUOBHNA: METHINPEINIZ0N0N HATPIIO CYKUMNAT)

[Oara creopernn ceptudiraty:

Homep cepii: ENO501 01-2021
ApPTHKYIL FO00095704
Jlara BupoGuuirrsa: 08-2020
‘Tepmin npupaTHoCTi: 09-2022 Cneumndikauja PC115002002UA
TECT MeTol PesyJILT, OB JHMITH
Inerrrudixanis Meruanpemzonony TMIIS5A | TMosurunng [TozuTuria
BEPX
HaitOineina HerualaueHa jomimxa TMII155A <0.1 % He 6imsme 0,2 %
BEPX
Brpara B Macl npu BUCYmIYBALIHI GPO143 0.4 Yo He ouisme 2,0 %
OsmopimHicTs 030RauX OMEALE Co Binnosisac Bijnes. suMoram Cep. dapu,
Kinnkichuit smict MetunnpeHizonony TMI155A 40,2 MU/ ML 38.0-42.0 mr/vn
BEPX
Binsnuit meTuanpeanizonon TMI1155A L2 % ne Ginowe 3,0 % (upu sunycky); < 4.6 %
BEPX (HaNpUKINIL TepMinyY HIPHAATHOCTI)
MeTunpentizonon 17-remicyxiuar TMIL55A 0,7 % e usine 2.0 %
BEPX
Hactkn > 10 pm €D 421 HacTOK/ BijuIoB, BuMorav €sp. apm.
Hactkn > 25 um o 2 qacTok/ (i BIANOB. BUMoraM €np. Gapm.
pH 76 7.0-8.0
CrepuinHicTs eh Biuosiace BiUIOB. BUMoram Crp. Dapm.
3araibHa KimLKICTs TPONYKTIE PO3NALY TMI155A 1,9 % e Ginsme 5,6 % (upw sunycky); <8,3 %
BEPX (HanpHKil TepMily NPHAATHOCTI)
MCTHIMNpenHI3onon 7 Mattox aisjerit TMI1155A <0.1 % He Ouib1IC (.8
BEPX

Horyment € BIIACHICTIO Ta noctynuuii ans 3niiicuenns Giznec onepauiit, Ta pe3ryay ciispoGiTiMKaMI KOMIAHIT TA PEIYINTOPHHMI OPramami, [Tepenaua
JAHOTO JIOKYMCITY TPETIH CTOPONT Ge3 MONEPeiNBOro Y3roikei i 3 HOro BACHUKOM 3a60pCHEIA.




CEPTH®DIKAT AHAJI3Y Cropinka 334
NeANIEP MEHIO®EKYYPUHI BENLIIA HB MEPEKNAQ
PEWKCBET 12, B-2870 MNYYPC, BENbI 1A
TEN. +32(0)3 890.92.11 ©®AKC +32(0)3 889.65.32

CoJuty-Me/ipoJ1, NOPOMOK Ta PO3UHHHIK JUISL PO3uuuy Anst in’ekniii no 40 sur/yn y duaxoni tnny Act-O-Vial (asocmuricunii gaaxon) No [
(AKTHBHA PCYOBHNAT METIINPEARI30/101 HATPIIO CYKIHNAT)

Homep cepii: ENO501 AaTta cTBOpeHHs cepTHdiKaTy: 01-2021
ApPTURYI: FO00059704
Jlara supobuMITRBA: 09-2020
Tepmin upuiaTIOCTI: 08-2022 Cneyndirauin P0O115002002UA
TECT L METO/L | PeIILT. ] OB l JUIMITH

Tapris: EF7897

Llum 3aCBig4ylo, WO HaseAeHa BULLE iHOPMaLLiA € 3yTEHTHYHOK Ta A0CTOBIPHOK. Liei npoaykT Bys BUroToBNEHUI (BKNKYAKYM NpoLecK
NaKyBaHHA Ta MApPKYBaHHA) Ta BU3HAHWIA Bi 44IN0M KOHTPOAIO AKOCTI BM LLE333HAYEHOTo BUROBHMYOro y4acTKy TakMM, O NOBHICTIC BI4NOBIAAE
sumoram HBIM micLesux perynaATopHUX OpraHis Tasigncsigae cneumdikalii, Wo 3aTBEpAXKeHa y KpaiHi-imnopTepi, AKLWO npenapaT iMNopTYETbCA.
MNpouecy BUpOBHULITBE, NakyBEHHA Ta aHa i3y Ha AKICTb ByaAu NPOaHanizoBaHi Ta BU3HAHI TakUmK, WO BiANOBigacTh BUMoram HBIM.
YHiKanbHUM HOMEpOM LbOro cepTudikaTy aHanizy € kombiHauis Homepy cepil, apTURYNY, cneuudikauii Ta gaTr BUNycKy cepTudikaty.

Po3mip naprii: 31635 ynakosox
Peectpauiftnii Homep: UA/2047/01/01
YKpaida - UA

BcCi NnpcLecH BUKOHYBAAMCH KBANI(PiKOBAHWM NePCoHaNom Nig HarNAA0M YNOBHOBAXEHCT 0C0ObMU.

EnexTpoHHWA nignuc HepoeH [HK
BiamiTKa Npo 4ac BUNycKy cepii: 22 ciyHA 2021 12:12:53
BiamiTka npo 4yac Ha cepsepi: 22 ciyHa 2021 '12:12:49

AokymeHT € BJIACHICTIO Ta 40CTYNHWIA AnAa 3ailicHeHHA Gi3Hec onepauii, Ta posrasay cniBpoBiTHUMKaMK kKomnaHil Ta peryfATOPHUMK OpTaHa MK,
Nepeaada 4aHOMO AOKYMEHTY TpeTid CTOpOHI 5e3 NnonepeaHboro Y3roAMeHHA 3 Horo BaacHukom 3abopoHeHa.




CEPTH®IKAT BLUNOBIAHOCTI Cropinka 4 3 4
NOAWSEP MEHIO®EKHYPUHI BENLIIA HB MEPEKNAL
PEWKCBET 12, B-2870 NMYYPC, BENbIR
TEN. +32(0)3 890.92.11 ®AKC +32(0)3 889.65.32
Coay-Meapon, HOPOIIOK Ta POZIHIHNK IS PO3IHHY ANA i’ ckntiii no 40 a/mn y aaxoni Ty Act-O-Vial (apocmuicnuii aakon) Ne |
(AKTUBHA PEMOBUIIAT METIHIPCANIIOI0N NATPIIO CYKIIHAT)

Homep cepii: ENO501 [ara cTeopeHHA ceptudikaTy: 01-2021
ApTHKYI: " FODO099704

Hara supoOHUUTRA: 09-2020

Tepmin upuIaTHOCTI: 08-2022 Cneyudikauia PC115002002UA

CEPTUDIKAT AKOCTI

BMPOBHKK BIANOBIAGNLHWIA 33 BUPODHWLLTBO T8 KOHTPOAL AKOCTI: AMBUCh ACKNAPa U0 BUPOBHMKA
Homep niueHsii: AMBKUCHL AeKknapauilc BupobHuka

Homep GMP cepmudikaty abo nocunanHa EudraGMP: gusuce Aeknapauiio BupobHuKa

BCi npoueck BUKOHYBanKUCE KBaNiQiKOBEHMM NEPCOHAN0M Mij HAMAALOM YIOBHOBAMOHO! 0COBM.

EnexkTpoHKMIA nignue HepoeH 1k
BiamiTKka npo 4ac aunycry cepii: 22 ciyHa 2021 12:12:53
BiamiTka npo yac Ha cepsepi: 22 civHa 2021 '12:12:45

HAoxrymenr e BAACHICTIO Ta aocTynHuit ana 3aiAcHEHHn Bi3Hec cnepauiid, Ta po3rasay cnispoBiTHMKamMU KOMNAHIT Ta PEryaaTopHUMKU OpraHamu.
Mepegava 4aHOTO AOKYMEHTY TPETIN CTOPOHI 6e3 nonepeAHbOro Y3roAMeHHs 3 HOro snacHUKom 3abopoHexa.




Pfizer Manufacturing Belgum NV
Rijksweg 12

B-2870 Puurs

Tel+323 89092 11

Fax+32 3 889 65 32

Bepcis:05
Hara:28 ksitas 2020

JAEKJTAPALLL BUPOEHUKA

Hannii 10KyMeHT € NPUAHATHHM LOAO BCIX MCMYHMX Mpenaparis, aki NPOXOAATh YCI eTarnu
BUIOTOBJICHHs (BHIOTOBJIEHHS, MAKYBaHHs, KOHTPOJIb SKOCTI, BMIYyCK cepii) Ha 3aBofi Idaiizep
Mentogexaypunr Benpris HB (Pfizer Manufacturing Belgium NV).

[daizep Menodexuypunr bensris HB(Pfizer Manufacturing Belgium NV),
Peiikeser 12, 2870 IMyypc, Benbris.

Homep ninensii:
277H (nikapenki 3acobu anis jmoaei)
277V (BerepuHapHi nikapehki 3aco6u)

Ceprudikar nanexiol BupobHHUOT npaktuku (GMP):

Jikapebki 3acobu jins niopeit

BE/GMP/2017/001 acentuuna 3ona IliBHiY (30HM HATIOBHEHHS BCENTHYHUX 3ac00iB, MOPH3MJILHA
cyluka, intepdeiic, openaa 1, openaa 2)

BE/GMP/2020/009 acentuuna sona [lieaens (3saxcyranns, GopMmyBaHis, 30Ha IMPULIEB,BHTYBAH HA-
HAIIOBHEHHS -3aM1al0BaHH )

BE/GMP/2016/082: O6nagnanns A1s BakumH, (S2F2) 30Ha

BE/GMP/2017/095: Focus Area — 30Ha kapTpuukis

BE/GMP/2018/074: Bropunue nakyeaunsl, cknaj (Peiikeser 20)

BE/GMP/2018/071: TecTyBaHHS KOHTPOMO SKOCTI, [1pMMI LUGHHS

Berepunapui nikapceki 3acobu

BE/GMP/2017/002: acentuuna 30na ITiBHiY (30HM HANOBHEHHS BCENTHHHMX 3aCO0IB, MOPH3MJIbHA
cyuwika, inTepéeiic, openza 1, openja 2)

BE/GMP/2020/010: acennuna 3oua [Tiaens (3saxysanns, GopMyBaHns, 30Ha LWITNPHLIR,BH/(YBAHHA-
HanoBHeHHA-3anaopanns )BE/GMP/2017/096: Focus Area

BE/GMP/2018/075: Broprmte nakysauus, ckian (Peiikeser 20)

BE/GMP/2018/072: TecTyBaHHs KOHTPOMIO SKOCTI, HPHMiLLEHHS

<EnexkTpoHHMI migHc>

Codi Jlemyiir
JlupexTop onepauiifHoro Biffiny 3 KOHTPONIO SKOCTI




Y

N

JEPXIIIKCJIVKBA
AEPKABHA CJIYKBA 3 JIKAPCEKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIIi OBJIACTI

npocnext Banepis Jlo6atoscskoro, 51, u. Kuis, 03110, Ten/dpaxc: (044) 363-06-50
E-mail; dIs.ko@dIs.gov.ua,https:/fwww.dls.aov.ua. Kon €IPTIOY 37078774

BHCHOBOK
Npo AKICTh BBE3eHOro B Yxpainy aikapcskoro 3ac00y

30.03.2021 Ne 14778/21/10

COJIY-MEZIPO.JI
(HaliMeHyBaHHA nikapcrkoro 3acoBy srisHo 3 peectpauifinmm NOCBIIYCHHSAM)

TIOPOIIOK Ta POIIMHHHAK 418 POIYHHY 115 in’excniii mo 40 mr/ma; 1 baaxon Tany Act-0-Vial
(aBoemuicHuMit paakon) 3 TOPOMIKOM T2 PO3YHHHHKOM (BOJA /15 in'exniif) mo 1 ma y
KapToHHIi#H Kopo6ui
(dopma Bunycky, AO3YBAaHHA, BHI NMAKYBAHHS JiIKaPCHKOro 3acoby)

Howmep peectpaiitioro noceimaenns UA/2047/01/01 CTPOK il peecTpaniiinoro nocsimyenns 01.01.2099

Cepis nikapcskoro saco6y Ne EN0501 Kinskicts BBesenoro nikapcskoro 3acofy 460
Bupo6ank I¢aitsep Menrodexuypunr Benbris HB, Benbris
(HaliMeRyBanns BupoGHNIKa JikapcEkoro 3acoby, kpaina MOXOIKEHH)
Beeseno B Vipainy Cuinble ykpaincbko-ecTonchKe miANpHEMCTBO y popmi ToBapucTBa
3 00MexkeHO00 BiqnoBinaabLHicTIO "OnTtimMa-®apm, JITX", izenr. kox:
21642228

(HalimenyBauus Ta kon 3a €JIPTIOY FOPHIMYHOT 0co6H aGo npiseue, iM's, No GaTsroR] (hiznunol
0co6H - nianpuemus, i micue NpOMHBAHHA Ta peecTpauiiinuit HoMep o6aikoBoOT KapTKH NIaTHuKa
: noaarkie ao cepis Ta Homep nacnopra)

IpoTokon sisyansuoro konrpomo iz 26.03.2021 N 091 0/4.

3a pesyneTatamm aepikasHOro KOHTPOJIO  BCTAHOBNEHO, IO JiKADCHKHH 3aci6 BBE3€HO B Vkpainy 3
AOTPHMAHHSIM BHMOT 3aKOHOJABCTBA MO0 3a0esnedeHns AKOCTi TikapchKuX 3acobis.

o8 g _:: MILH I, ) .
fdBHO1 C) 4pChKHX 3aco0iB
HOJFO 3am a) ‘,y Kuiscpkiit %/ 3y6apeBa H. B.

(mianmc) (iniuiany Ta npizeume)



JIEPYKJIIKCITYKBA
TIEPJKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KHUIBCHKIA OBJACTI

npocnekt Banepis JloGaHoBcbKOTO, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.kcn@dls..gmf.ua.httns:r’;’\\rww.dls.izcw.ug1 Koa €/IPTIOY 37078774

BUCHOBOK
npo AKicTh BBE3eHOro B Ykpainy JiKapcbKOro 3acoly

14.01.2021 Ne 73839/21/10

COJIY-MEJIPOJI

(HaiMeHyBaHHA NIKapcbKOro 3aco0y 3riaAHo 3 peecTpauifinuM NOCBIAMEHHAM)
[I0POIIOK TA POYHHHHK /LISl PO3HHHY L in’ exuiii mo 40 mr/mu; 1 gpaakon TaIy Act-O-Vial
(nBoeMHICHHI ¢.1aK0H) 3 MOPOMKOM Ta PO34HHHHKOM (Boaa s in'ekuiit) mo 1 may
KapToHHiil KopoOui

(popma BUNYCKY, A03YBaHHA, BHI MaKyBaHHs JiKapceKOro 3acoby)

Homep peecTpaLifiHOro nocBiateHHs UA/2047/01/01 ctpok aii peecTpauifiHOro nocsia4eHHA 01.01.2099

Cepis nikapcbkoro 3aco0y Ne EK3955 KinbKicTb BBE3EHOTO NiKapebkoro 3aco0y 2496
BupoGH#K [Taiizep MeHIO(QeKIypHHT Benbria HB, benbris
(HaiiMeHyBaHHS BUPOOHUKA nikapeskoro 3aco0y, KpaiHa NOXOKEHHA)
BaeseHo B YikpaiHy CriiibHe yKpaTHCHKO-eCTOHChKE NANPHEMCTBO Y ¢dopmi ToBapuCTBA
3 00MeEKeHOoI0 BiANOBIIAILHICTIO "Onrima-PapmMm, JIT/1", inent. Koa:
21642228

(HaiiMeHyBaHHA Ta KO 38 €JIPTIOY topuau4Hoi ocobn abo npizeuuLe, iM'a, 1o Garbkosi (iznunol
ocoBH - nianpremus, i Micue NpoAUBAHKA T& peecTpautifinni HOMEpP o61iKOBOT KApTKH NJIaTHHKA
noaaTkis abo cepis Ta HOMEp nacropra)

[poToKO Bi3yaabHOIO KOHTPO.IIO BiA 04.01.2021 N2 4707/8.

Ja pesy/ibTaTaMH AEPKABHOTO  KOHTPOMO BCTAHOBNEHO, WO JiKapcbkuit 3acid BBE3CHO B Ykpainy 3

AOTPUMAHHSIM simor 3AKOHOJLABCTBA 100 3a0e3neteHHs ;pcoc*ri nikapebKux 3acobis.
\

Onexciii COIIO,E[PAVI

AnuMe) (iniuianu Ta npizsuuie)




L

CEPTHOIKAT AHANI3Y Cropinka 1 3 4
@ . MOANIEP MEHIO®EKYYPUHT BENbLIIS HB NEPEKNAQL
PEMKCBET 12, B-2870 NYYPC, BENbIIsA

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

Couy-meapoa, nopommc TA POITHHHAIK ANS PO3UHHY A in’exuiit no 40 mr/ma y guiaxoni Tumy Act-O-le (aBoemuicHnii pnakon) Ne 1
(AKTHBHA PEYOBMHA: METH/INPEAHIZ0NOH HATPIIO CYKILMHAT)

Homep cepii: EK3955 [aTa cTeopeHHA cepTudikaTy: 11-2020
ApTHKYN: FO00099704
JlaTa BupoOHHLITRA: 09-2020
Tepmin mpuaaruoeTi; 09-2022 : Creyudikauin P0115002001UA
TECT MeTod pe3ynbT. OB JIMITH
11-keromeTunnpeany3onon 21 -reMicyKuuHaT TMI155A <0.1 % He Gitsmme 0.2 %
BEPX -
17-ne3oken-21-anbuerin TMI1155A s0.1 % ’ 5
BEPX He Ginbime 1,5 %
17-KeTOMETHIIIPEARIZONOH TMIIS55A <0.1 % . 2
BEPX He Gimsiue 0,6 %
Tposopicrs e Bigicsiazs He Oinbie Hixe eTanon nopisxanya 11l
Konip pogsmmy L Binnosinae He {HTEHCHBHILLE HiK €TanoH nopisHAHua Y5
Onuc BizyaneHo | Bianosinae ITposopuit Gesbapeunit posuun. Bin 6inoro ao
Malbice Ginoro konsopy niodinizar
JlumeTunnpennizonon 21-cyKunHar TMIL55A 0.1 % e Blinume 62/9
BEPX A
Metnnnpennizonou E Mattox aneaerin TM1155A <0.1 % -
BEPX i
EnpoToxcHHH €D Bingnosinae BiZmoB. BuMOram €ap.dapy
JlobyBanuii 06’ em (3l Binnosigae i trios, pmoram Cap.dap

Noxyment € BIACHICTIO ta noctynuuit ans aaificuenns 6isnec onepauii, Ta posrnsay cniBpobiTHHKAMHA KomMnaHii Ta perynaTopusmu opranamu. Iepenasa
DaHOTO IOKYMEHTY TPeTiii CTOpOHI 623 Nonepennsero yaremKeHHS 3 fi0ro BIachuKoM 3a60poHeHa,

. // 077 %/ 1711 JOA0




CEPTUGIKAT AHAJI3Y Cropinka 2 3 4
MPANSEP MEHIOGEKYYPUHT BENLIISA HB MEPEKNAL

PEWKCBET 12, B-2870 YYPC, BEMNbI IS

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

Couy-meapot, NOPOLIOK TA POIUMHNMK LT PO3UKHY AIA ik’ eKuiil no 40 Mr/mn y dnaxoni Tamy Act-O-Vial (a1oemHicHuii (nakon) Ne 1
(AKTHBHA PeYOBHIA: METHNDEAHI30/I0H HATPIIO CYKUMHAT)

Homep cepii: EK3955 HaTta cTeopeHHa cepTudikary: 11-2020
ApTHKyn: FO00099704
Jara pupoOuuurea: - 09-2020
Tepmin npugarHocTi; 09-2022 CneyudikaLia P0115002001UA
TECT MeTon |  pesyant. OB JIMITH
LuenTndikatis METUANIPEAHI30NOHY TMIL155A | [TosuTueHa IMo3uTrBHA
BEPX
HaiiGinpa sepuzHauena AoMimKa TMI1155A <0.1 % He Oineine 0,2 %
BEPX
BTpara B Maci npH BHCYIIYBAHHI GP0143 04 % se 6inbie 2,0 %
OAHOPIIHICTD Z030BaHKHX OJHHHLE €d Bianosinae BiANOB. BUMoram €sp.dapm.
KinbxicHuil BMiCT METHIAMPENHI30I0HY TMI1155A 40,2 Mr/Mn 38.0- 42.0 Mr/mn
BEPX
BinpHuit MeTRINpeaHizoNnoH * | TMI1155A 1,2 % He Oinsme 3,0 % (npu Bumycky); < 4,6 %
BEPX (HanpHKiHLi TepMiHY NPUAATHOCTI)
MeTnimnpenHizonoH 17-reMicykuunat TMI1155A 0,7 % He Oinbuie 2.0 %
BEPX
Yactew > 10 um €d 421 4acTOK/ ¢ BiAnos. Bumoram €8p.dapm,
Yacku =25 um (3(0] 2 4acTok/dn BiANoB. BuMoram €8p.dapm,
pH : 7.6 7.0-8.0
CrepuibHiCTh €D Bixnopinae BiANOB. BUMOram €sp.dapm,
JaranbHa KinbKiCTh MPOAYKTIE po3nany TMI1155A L9 % He Outewe 5,6 % (mpH BUMycky); < 8,3 %
BEPX (HanpuKiHLi TepMiHY NpUAATHOCTI)
METHANpEHIzonon Z Mattox aneneria TM1155A <0.1 % He Ginsue 0.8
BEPX

Hoxywment € BJIACHICTIO Ta noctynuuii ana 3xificHenna Gi3xec onepauifi, Ta po3rnszy cnispoGiTHHKAMHM KOMNaHIT Ta PErynaTOpHHMH opraxamy. [lepenaua
' N2HOTO NOKYMEHTY TpeTii cTopoHi 6e3 nonepekbOro y3roLKeHHA 3 fioro siiacuukom 3abopoHeHa.




CEPTH®IKAT AHAJII3Y Cropinka 33 4
MN®AN3EP MEHIO®EKYYPUHT BENLIIA HB MNEPEKNAL
PEWKCBET 12, B-2870 NYYPC, BENLIIA
TEN. +32(0)3 890.92.11 ®AKC +32(0)3 889.65.32
Cony-meapost, MOPOIWOK Ta PO3YHHHHK IS PO3UMHY Ans in’ekuiit o 40 mr/ma y duakoni Tuny Act-O-Vial (nBoemHicHUi duakon) Ne 1
(AKTHBHA peHOBHHA: METHJINIPEAHI30/101 HATPIIO CYKIHHAT)

Homep cepii: EK3955 Jara ctBopenHA cepTudikaTy: 11-2020
ApTHKYI: FO0Q0S9704
Jara BupobHuLTRA; 09-2020
TepMiH npuAATHOCTI: 09-2022 Cneuudikauin P0115002001UA
TECT METOI | Pe3yJIBT. l 0B [ JIIMITH

Mapris: EF7897

Lium 3acBiguyto, wo HaseaeHa BULLe iHGOPMALiA € AYTEHTUUHOK Ta A0CTOBIPHOK. Liel npoayxT Bye BUroTOBAEHWI (BRAKIUYAIOYM NPOLLECH
NaKyBaHHA Ta MaPKYBaHHA) Ta BU3HAHKH BiAAIIOM KOHTPO/I0 AKOCTI BULLE3a3HA4YEHOTrO BUPOGHUYOTO YUACTKY TaKUM, WO NOBKICTIO BiANoBiAae
sumoram HBIM micueBux perynaTopHUX opraHis Tasignosigae cneuudikalii, Wo 3aTsepaxeHa y Kpaidi-imnoprepi, AKWLO NpenapaT iMnopTyeThCA.
MNpouecn eMpoBHULTEA, NaKyBaHHA Ta aHa/i3y Ha ARicTe Gynu NpoaHani3oBaHi Ta BU3HaHI TakMMK, W BignosigaloTe sumoram HBIM.
YHiKaAbHMM HOMEPOM LBOro cepTudikaTy aHanizy € kombiHauia Homepy cepii, apTUKyAy, cneundikauii Ta AaTv sunycky cepTudikaTy.

Poamip naprii: 20616 ynakoBoK
PeccTpaujitHuin Homep: UA/2047/01/01
Ykpaina - UA

Bci NpouecH BUKOHYBaAUCE KeanidiKoBaHWM NepCcoHanom nig HarNa4o0Mm yNnoBHOBAMEHOT 0CobU.

EnekTpoHHMIA nianuc HepoeH vk
BigmiTka npo 4ac BUnNycKy cepii: 25 naucTonaga 2020 14:29:41
BigmiTka npo yac Ha cepsepi: 25 nuctonaga 2020 '14:29:36

Joryment € BIACHICTIO Ta goctynHmnid gns 3aidcHeHHA BisHec onepaliii, Ta po3raagy cniBpobiTHMKamMy KOMNaHii Ta peryiATOPHUMKM OpraHamu.
MNepenayua gaHoro QOKYMEHTY TpeTii cTopoHi 6e3 nonepeAHLOTO Y3roAMeHHA 3 Horo BnacHukom sabopoHeHa.




CEPTHOIKAT BIATIOBIIHOCTI Cropinka 43 4
MOANIEP MEHIO®EKYYPWHI BENLIIA HB NEPEKNAL
PEWKCBET 12, B-2870 NYYPC, BENbIIA
TEN. +32(0)3 890.92.11 ®AKC +32(0)3 889.65.32

Cony-Meapo:, nopowoK Ta PO3YHHHHUK LTS POIIHHY Ana in’exuiii no 40 mr/ma y dnakoni THIy Act-O-Vial (aBoemuicunii dnaxon) Ne 1
(AKTHBHA PEYOBHHA: METHINPEAHI0I0H HATPIIO CYKUHHAT)

Homep cepii: EK3955 [laTa crBopeHHa cepTudikary: 11-2020
ApTHKYN: FOO0095704

Jara BupoOHHLTRE: 09-2020

TepMiH NPUAATHOCTI: 09-2022 Cneuudikauia P0115002001UA

CEPTUOIKAT AKOCTI

BupobHuk 8iAN0BiAaAbHUIA 32 BUPOBHULTBO Ta KOHTPOL AKOCTI: AMBMCH AeKNapaLyilo BUpOBHUKa
Homep niueHsii: gusuch gexnapauiio BUpobHMka

Homep GMP ceptudikaty abo nocunanta EudraGMP: auench gexknapauiio supobHUKa

Bci npoueck BrKOHYBanUCh KBanidikoBaHUM NEPCOHANOM Mg HArNA40M YNOBHOBAMEHO! 0CO6HK.

EnexTpoHHUi nignuc HepoeH Auk
BigmiTka npo yac sunycky cepii: 25 auctonaga 2020 14:29:41
BiamiTKa npo yac Ha cepsepi: 25 nucronaga 2020 '14:29:36

DokrymeHT e BACHICTHO Ta gocTynHuid ans 3ailicHeHHs 6i3Hec onepauiii, Ta posraay cnispoBiTHUKamMKM KoMNaHii Ta peryiATOpPHUMY OpraHamH.
Nepegaya gaHOro AokyMeHTY TPeTil cTopoHi 6e3 NonepeaHboro yaro4KeHHa 3 oro BAaCHUKOM 3a60poHeHa.




Pfizer Manufacturing Belgium NV
Rijksweg 12
B-2870 Puurs

Tel+323 89092 11
Fax+32 3 889 6532

Bepcin:05
Hata:28 keitna 2020

JEKJTAPALLSL BUPOBHHUKA

Jlanuii JOKyMEHT € NpUAHATHUM LIOAO BCiX MEJMUHMX Mpenapartis, sKi MPOXOAATh yci eTamy
BUIOTOBNEHHS (BUIOTOBJICHHS, MAKYyBAHHS, KOHTPONb SKOCTI, Bumyck cepii) wa sasoaui Ilgaiizep
Memiodexuypuur Bensris HB (Pfizer Manufacturing Belgium NV).

IMdaiizep Mentodexuypunur bensris HB(Pfizer Manufacturing Belgium NV),
Pejixcser 12, 2870 [Myypc, Benbris.

Howmep nitewsii:
277H (nikapenki 3aco0u ans nojei)
277V (BeTepuHAPHi NikapchbKi 3ac00u)

Ceprudikar sanexuoi Bupodnnuoi npaktikyu (GMP):

JlikapchKi 3aco0u AU NtoaekH

BE/GMP/2017/001 acentuuna 3ona ITiBHiu (30HM HANOBHEHHS BCENTMUHMX 3acO0IB, MOpU3MILHA
cyluka, inTep@eiic, openza 1, openaa 2)

BE/GMP/2020/009 acenTuuHa 30Ha [liBaeHb (3BXyBaHHs, (JOPMYBAHHSA, 30HA LUTIPULLIB,BUAYBAHHA-
HATIOBHEHHA-3aMAlOBAHH)

BE/GMP/2016/082: O6naananus anst sakuuH, (S2F2) 3oHa

BE/GMP/2017/095: Focus Area — 30Ha KapTpUJUKiB

BE/GMP/2018/074: Bropunue nakysauus, cknaj (Peiikcser 20)

BE/GMP/2018/071: TecTyBaHHA KOHTPOIIO AKOCTi, NPUMILIEHHS

BerepunapHi nikapchbki 3acobu

BE/GMP/2017/002; acentuuna 3ona [TiBHiu (30HM HANOBHEHHs BCENTHUHMX 3ac00iB, MOPH3HIBHA
cyuika, intepdeiic, operna 1, openja 2)

BE/GMP/2020/010: acentuuna 30Ha [TiBfeHs (3BasyBanHs, QOpMyBaHHA, 30HA LWTPUILIB, BUAYBaHHs-
HanosHeHHs-3anatoBanHn)BE/GMP/2017/096: Focus Area

BE/GMP/2018/075: Bropunne nakysanus, ckiaj (Peiikcser 20)

BE/GMP/2018/072; TecTyBaHHA KOHTPOMO AKOCTI, MPUMILLEH H

<EnexTpoHHUH miauc>

Cogi HenyHr
JlupekTop onepauiiHoro Biiiny 3 KOHTPOJIO AKOCTI
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