JEP)KABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHITTPOIIETPOBCBKIHA OBJIACTI

Juinpo, mn.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dis.dp@dls.gov.ua, Kog €/IPTIOY 37070665

BUCHOBOK
Npo SAKiCTHL BBe3¢HOro B YKpainy JiKapcbKoro 3acoo0y
10.02.2025 Ne 6226/25/0411
COJIY-MEJPO.I

(HaliMeHyBaHHS JlikapchKoro 3acoly 3rifHO 3 peecTpauiifHUM NOCBITYEHHAM)
NOPONIOK T2 PO3YHHHHK JJIA PO3uHHY 14 in’exuii mo S00 mr, 1 ¢paaxon 3 nopomxom Ta 1
(p1axoH 3 po3uHHHHKOM (cnHPT Oen3uiioBuii (9 Mr/mi), Boaa A in'exuii), no 7,8 ma y
KAPTOHHIH KopoOui

(dopma BunycKy, 103yBaHHS, BUA NaKyBaHHA Jlikapcbkoro 3acoby)

Howmep peecrpanitinoro nocsizuenns UA/2047/01/04 crpok aii peecrpauitinoro nocsiayenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne FY3355 KinekicTs BBe3eHOIO Hikapcbkoro 3acoby 384
BupoGHuK I1daitsep Mentodexuypunr bensris HB, Benbris
(naliMeHyBaHHs BUpDOOHHMKa JikapchKOro 3acoby, KpaiHa MOXOMKEHHS)
Baeseno B Ykpainy Tosapucrso 3 o6MexeHol0 Binnosixaabuictio "Ba/IM", inenr. kon:
31816235

(uatiMenyBaHHs Ta Koz 3a €JIPTIOY topuanaHoi oco6u aGo npisBuILe, iM's, 10 6aTHKOBI
¢i3uuHOl 0c06H - mixnpuemud, ii MicLie MPOXXHBAHHA Ta peecTpauiiHuii Homep 0671ikoBOT
KapTKH IUIaTHUKA NoAaTkKiB abo cepis Ta HOMEp Hacrnopra)

Mpotokon Bisyannnoro konrposmo Bin 07.02.2025 e 03-01/245/23.

3a pe3ynbTaTaMH JAEPXXaBHOTO KOHTPOJNIO BCTAHOBJIEHO, INO JiKapchkuii 3aci6 BBe3eHO B VYKpaiHy 3
JOTPHMAHHAM BHMOT 3aKOHOAABCTBA LIOO 3a36€3MEYCHHA AKOCTI JIikapChKHX 3aC006iB.

T.B.0. HauanbHHKA J[epkaBHOT C1yx6H 3

JMKapChKHX 3ac00iB Ta KOHTPOJIIO 33
p ; TPOJIiO 32 Slna IPATAH
HapKOTHKaMHu y IIHIHpOIICTpOBCLKlI/I
obiacTi
(nocanoBa oco6a o : (ﬁin/ c) (iniuiany Ta npizBuILE)

~ s \
10KY MEHTIB )

’

HikitiueBa Okcana +38(066)345-41-71



CEPTH®IKAT AHAJIBY
NOANIEP MEHIO®EKYYPUHT BENLIMA HB

Cropinka | 34

NEPEKNAQL

PEWKCBET 12, B-2870 NYYPC, BENLIMA
TE. +32(0)3 890.92.11 ®AKC +32(0)3 889.65.32

COTY-MEAPOJL, 10pOmoK 13 POIMHRINK I8 po3winy L in'oxuiit 500 mr, | uiakon 3 nopowsos + |
daraxkon 3 posunnunxom 7,8 wu)
(AKTHBHA PEHOBHNE: METHANPEARII0N00 HATPIIO CYRKUNNAT)

Homep cepiic  FY335S Aara crsopenHn ceprudirary: 04-2022
ApPTHEYD: FOD0039834
Hara sapobunuraa; 08-2021
Tepmin upnaarnocri 08-2026 Cneundikauia PO758001004UA
TECT METOL|PE3YN OB I'PAHHIL
1 -kevomerimpennnsonon 21- TMHISSA $0.1 % .
g (BLEPX) <0.2%
FEMICYKIMHAT
17-acwken-2 1 -anwaeria Tq\!;lLll::)A s0.1 % < 0.2 % npu sunycky, < 0,5% nanprkinii repminy
) APHARTHOCT]
1 7-RETOMCTHIPE AN 130CIO! TMIISSA 0. ) " i .
e (BEPX) $0 * 0.2 % npn siuryeky, < 0.3% nanpukimi repminy
HpHAATHOCTY
TNposopicTs €D |Bianos. He Binme 4Dk eTanon nopisnsims [§
FaGapsacuns co He HTeHCHBRITIE HIX cTaton sabapiienis Y S(meron
Bianos, )
QuoplanicTs 10I0BIHHX OLHGILL, € o Cun.0
omopimicTs sMicry Bianos. BUINOB.BIMOTaM Cap, Qaps
Onue Biavaien |Bignos. Bia Ginoro a0 saiike §inoro kaasopy aioiniiar
Jmernmpeanizonon 2 | -cykuunar TMUISSA 50.1 % )
{BEPX) <02 %
Menmpemizonon E Mattox anbaeria | TMISSA | <0, % <0.2 % npu punycxy, < 0,3% nanpuxioui repsiny
HBERY HPUAITHOCT]
Baxrepianbhi eRAOTOKCHHI Co si.mos. pvoras Cap.@apm we Giawne 0,17 EQ:wr
Bianos. AHUIC 1TPH BHITYCKY
Laenrudikanin sersumpeaizosony 4 & ClIA
NO3HTHBRA
nosuTus.
4 ¥ y 1 TMEISSA
Tnewtw MCTHIANPEARTIONONY ey |nosrus. T
HaiiSinsa nepiamatena aomika TMHISSA % oo
{BEPX) 0.0 $02%
Brpara 8 maci 1nps BHCYWyRanni GPO143 0,1 % ne Ginpne 2,0
e BT ST - TMIISSA . 475- 525 mr/a
Kinsxicouil syicr Merwmpeanisoaony (BEPX) 501 Mrica (95-105%)

Aokyment € BACHICTIO va poctynwuia gan 3niiicHennsa Gisnec onepauii, 1a poarnsgy cniepo6iTHukamm Komnawii 1a
perynaTopHumu opraHamu. Nepenasa AaHoro AOKYMENTY TReTiV CTOPOH 683 NonepeaHLOro y3roAMeHH 3 Horo
BNACHNKOM 3360pOHEHa.

- =1
dlRa \‘L'f\,/



CEPTHOIKAT AHAJIZY Cropinka 234
NOANIEP MEHIO®EKYYPUHI BENLIIA HB NEPEKNAQ
PEVKCBET 12, B-2870 NYYPC, BENLIIA
TEN. +32(0)3 890.92.11 ®AKC +32(0)3 889.65.32

COJTY-MEAPOJL, n0pomok 1a poIasunsi L posunny Las in'exuiii 500 mr, 1 quiaxon 3 nopomros + 1
$aaxon 3 posunnunkom 7,8 ma)
(ARTHBHA PEHOBHNA: METHHIPEANIZ0I01 HATPIIO CYRUHNAT)

Homep cepii:  FY3355 fata creopenHn ceprudikary: 04-2022
Apruxyst FO00099834
Jara supobunursa: 07-2021
Tepmin npuaaTHocTi: 08-2026 Cneundikauia P0758001004UA
TECT METOJ |PEIYN OB I'PAHHIU
Binuunit serwin peauizosion TMIIS5A % =29 % (npy sHnycky): < 4.6 % (HaupuKinui
(BERX) 0,9 TCPMIRY OPHANTHOCTT)
Merwmpeanizonon 1 7-remicykimnar | TMIISSA G )
(BEPX) 0.7 <19%
Hacren 2 10 pm (a0} 15§ wactokidn sianon, simoras Cap.dapar.
Yactkn > 25 pym cP 2 wacTok/da BLANOR. BHMOraM Cap.apas.
Posunniicrs BIBYLIBRO 19 cex ne Gimue 60 cex
pH florenttie
MCTPHAIHO 7.4 1880
Crepwmnicrs (] .
. BG0N. BIMoras Cap.Papw.
Bignos.
3aranbha KUILKICTL mpoaykTis pomady | TMIISSA i7 % < 5.1 % (npu Binycky); < 7.3 % (wanpuine
(BEPX) ’ TEPMIHY NPIASTHOCT)
serimpenniionon Z Mattax aibieria Tt;:"p?.‘ <0.1 % 0.2 % npu aunycry, < 0.4% nanpukin repminy
(BER : HpWAETHOCTI
napria: FG7446

LRoxkyment € BAACHICTIO 1a goctynuuit 4na 3aiicHenHa BisHec onepauis, 1a po3rnnRAyY CRiBPOBITHUKAMIK KOMNaHIT T3
perynaTopHumu opraramu. Nepeaaua AaHOro AOKYMEHTY TPETIA CTOPOHi 623 NONepeaHLOro YIroQKeHHs 3 Horo
8nacHuKom 3a60poHena.




CEPTH®OIKAT AHAJIZY Cropiuxa 314
@ NOAASEP MEHIOOEKUYPUHI BENLIMA HB NMEPEKNAQ

PEWKCBES 12, B-2870 NYYPC, BENbIA
TEN. +32(0)3 890.92.11 ®AKC +32(0)3 889.65.32

COTY-MEIPO/L, nopomox va posMirnuk L1 pozunny aas in'exuiii S00 mr, 1 duiaxou 3 nopomxkom + 1
$aaron 3 posuHuREOM 7,8 M)
(akTHBHA peloBnA: MeTHINIPENI0N0H HATPIIO CYKIMNAT)

Homep cepii:  FY3355 [ata cTBOpeHHR ceprudikary: 04-2022
Aprikyn: FO00099834

Hara supoSuiirsa: 08-2021

TepMin npiaarHocTi: 08-2026 Cneundirauin P0758001004UA

Unm 3acainuyio, wio Hasegena suuie IHGOpMaUis € ayTEHTUMHOIO T3 AoCTOoBIpHOW. Liel npoaykT Bys Burotosnenmnit
(BRMOYAIOUM NPOUECH NIKYBAHHS T3 MAPKYBAHHA) T3 BUIHAHWI BIARINOM KOHTPOMO AKOCTI BUULE333HIHEHOrO
B8MPOBHNYOro YHacTRY TaKUM, WO NOBHICTIO Bignoeiaae Bumoram HBIM micuesux perynsTopHux oprasis Tasianosigae
cneumndikauii, Wo 3aTeepAREN] Y KPAIHI-IMNOPTEPI, AKWLO NPeNnapar iMNopTyeTbeA. Npouecy BUPOBRUYTBA, NaKYBaAHHA
Ta ananizy ua axicrs Hynn NPOAHANIIOBAHI T3 BU3HAHI TAKMMM, LIO BIANOBIAAIOTL BUmoram HBN,
YHIKa/IbHIMM HOMEPOM UBOTO CePTHPIKATY aHaNI3y € komBiHauin Homepy cepil, apTukyay, cneundikauii Ta 4atw sunycxy
ceprudikary.

Poamip naprii: 15521 yn.
PO3UMHHKUK - HOMep cepii: FR6785
Peecrpauiiinuit Homep: UA/2047/01/04
Ykpaiva - UA

Bei npouecy BUKOHYBAANCH KBANIGIKOBAHUM NEPCOHANOM N HATNRZOM YNOBHOBAKEHOT 0CO6H,

Enexrpornui nignuc Tana ®epmioner
Biamitka npo yac sunycky cepii: 26 xpiTHA 2022 16:11:57
Bigmirtka npo uac Ha cepeepi: 26 «kaitHa 2022 16:11:49

Bokyment € BNACHICTIO 1a goctynuuit anm 3ailicenHa Gisnec onepauiii, Ta po3rasgy crispo&iTHUKamu Komnanii Ta
perynsTopHumu oprasamn. lNepenaya 4aHoro AOKYMEHTY TPETiv CTOPOHi 663 nonepeaHsboro y3roAKeRHs 3 Horo
BAACHUKOM 3a60pOHEHa.

i
10KY MEHTIB




CEPTH®IKAT BUITOBLAHOCTI Cropinka 414
NOAASEP MEHIO®EKUYPUHI BENLIIA HB MEPEKNAL
PEWKCBET 12, B-2870 NYYPC, BENbIIA
TEN. +32(0)3 880.92.11 ®AKC +32(0)3 889.65.32

COTY-MEAPOJL, nopomox ta posasunux 3 posunny s in'ceniii 500 Mo, | daaxon 3 nopomxov + |
duraxon 3 posununukos 7,8 sa)
(AKTHERHA PEHOBNEA: METIINPEANRIINION HATPII0 CYyRIMNAT)

Homep cepii:  FY3355 [Lara creopeqHa ceprndikary: 04-2022
Aprusyn: FO00099834

Hirea supobunursa: 08-2021

TepMin npHAaTHOCTI: 08-2026 Creuumdirayin P0758001004UA
CEPTUDIKAT AKOCTI

BupobHuk sinnosinanbruii 33 BUPOGHULTBO T3 KOHTPONL AKOCTI: AUBUCH AEKNAPALIO BUPOBHUKA
Homep niuensil: anBuch feKknapauio snpobHrka
Homep nocunanun EudraGMP: ansuce Aexnapayio supobHuka

Bci npouecn BMKOHYBANNCL KBANIDIKOBIHUM NEPCOHINOM NIA HANAZOM YNIOBHOBANEHOT 0CO6U,

ENexTpornni nignnc Tans Gepmionen
Biamitka npo uac sunycky cepii: 26 xBitHA 2022 16:11:57
Biamitka npo yac Ha cepsepi: 26 kBiTHa 2022 16:11:49

Aoxyment € BNACHICTIO Ta aoctyntuil ann 3aificHenun 6isnec onepauiii, Ta poarangy CRiBpoBiTHUKamm Komnanii Ta
PETYARTOPHUMU OpraHamu. TTepenada faHOro AOKYMENTY TPETIN CTOPOH 623 NONepeaAHbOro YIrOAKEHHA 3 HOro
BN3CHUKOM 3a60poHeHa.

\ o
TOKYMEHTIB
JIOKYMEH




CEPTHOIKAT AHAJH3Y Cropinka 131
NOANSEP MEHIO®EKUYPUHI BENLIIS HB MEPEKNAL
PEVKCBET 12, B-2870 NYYPC, BENLIA
TEN. +32(0)3 890.92.11 ®AKC +32(0)3 889.65.32

po3untHnk (BaxrepiocraTtuna Boaa Ans iH'ekuln) 0,9%

Cepin: FRG6785 Aata cTBopeHHn ceprudikaty:
ApTukyn: H000203343 04.2022
Jfara supobruyrea: 02-2022
Tepmin npuaarHocri: 01-2027 CNEUMNDIKALIA: PO7800230031

TECT PEIVJI OB FPAHHIIL
Kimnkicundt gsicr Gensunosoro enupry |94 ME )

8.0 103 mriv
Onse BiANOB. NPO3opa, Se30aprHA PLAUIHA 3 ACTKIM Tanaxosm GCHINA0BOI0
cHUpTY

HoGynanugi 06 em BUUIOR. BLHIOB. BUMOraM Cap.dapm,
Lnewrndrikanis GenzHAOBOIO CHHpTY BOIHTHE, HOIHIHBHA
Hacrinku poasipos 2 10 sxx 26 wacTOR/ 1 sianos, susoras Cap.dapy
HacTinki posmipom 225 MK 0 HacTok/ i wianos. susoras Cep.daps
Crepiimnicrs BULNOB. BUINOB. BHMOTaM €rp.Dapm. (Mac Byt crepiibinm)
Naprin: H/Q

Lium 3aceiauyio, wo Hasenena suwe IHGOPMaUIn € ayTeHTUUHOK Ta AOCTOBIPHOK. LiA napria Byna surorosnena,
BR/IOHAIOMM NPOUECH NIKYBAHHA T3 KOKTPOMKD AKOCTI, H3 BHA3AHIA BUWLE BMPOBRUUIN AinaHUi y nosxik signosiarocTi Ao
Bumor HBIM micuesux perynsTopHmx opranie 1a cneuudikauiia, 3aTsepakennx y kpaivi-imnoprepi.

Yrpaina - UA
fpouecy BUPOGHULTBA, NAKYBIHHA Ta aHaNi3y Bynu BuBYEHI Ta BU3HANI TakMMK, WO BlANOBIAaIOTL HBM.

Bel npoueck BUKOHYBANUCH KBANIGIKOBAHWM NEPCOHANOM NiA HATNRAOM YNOBHOBAKEHOT 0CO6H.

Enextponuuit nignuc: Hinc Monnexenc
Bigmitka npo wac Bunycky cepii: 07 wsitHa 2022 13:41:04
Bigmitka npo vac Ha cepeepi: 07 xgiThs 2022 13:40:56

Hoxyment € BNACHICTIO Ta goctynhuit ana 3aiicHenHA Gianec onepauii, Ta po3rnsgy cnispobiTHUKaMmu KOMNaHii Ta
perynropHummu opraHamu, Nepepada 4aHoro [OKYMENTY TPETIN CTOPOHI 683 NoNepeaHboro Y3roAMeHHA 3 Horo
8N3CHMKOM 3360poHena.




Plizer Manufacturing Belgium NV
Rijksweg 12

B-2870 Puurs

Tel+323 89092 11

Fax+32 3 889 65 32

Bepcin:05 a
Hara:28 xaitas 2020

IOEKJIAPAILS BUPOFHHKA

HMaruit nokymenr € npulthsteEM mogo Bcix MEJMTHAX M[penaparis, AKi NPOXONATH yoi eranu
BHTOTOBIICHHA (BHIOTOBNEHHSI, NAKYBaHHA, KOHTPOIS AKOCTi, BHIIYCK cepii) ma 3aBoxi Haiizep
Memrotexaypunr Bensria HB (Pfizer Manufacturing Belgium NV),

Iatisep Memodexuypunr Bensria HB(Pfizer Manufacturing Belgium NV),
Petixcrer 12, 2870 Iyypc, Bemsris,

Homep rrinensii:
277H (nixaperxd 3acobn ana mopeis)
277V (serepumaphi nikapeski 3ac06H)

Ceprudikar nanexnol BupoGEmIO; npakruxe (GMP):

Jlixapceki 3acobu mug mopedi
BE/GMP/2017/001 acentnuna sona HiBuig (30HM HaNOBHERHA BCenTHUHMX 3acoGiE, MOPH3MIbHA
cymika, inrepdeiic, openaa 1, operna 2)

BE/GMP/2020/009 acenruana sora Iliezens (3Baxcysarms, opMyBanus, soma OIMPALiB,BHAYBaHH-
HaIIOBHEHHA-3alIAI0BANH)

BE/GMP/2016/082: O6naguasss ans Bakimy, (S2F2) 3ona

BE/GMP/2017/095: Focus Area — 30ma KapYPHIDKiB

BE/GMP/2018/074: Bropuxne NaKyBaHR4, cknax (Pelfikcser 20)

BE/GMP/2018/071: TecTyranns KOHTPOIIO AKOCTI, IPHMIIICHHA

Berepunapyi mixapcskd saco6u
BE/GMP/2017/002: acentuuna 3oua ITisrig (30Hu HaTOBHENAA BeenTHIHAX 3a006is, MOpH3IIbHA
CyIKa, inTepdeiic, operaa 1, operaa 2)

BE/GMP/2020/010: acerrriana 3ona Iispens (3paxysanns, Gopmysans, 30ma DIIPHILB, BATYBaNHA-
HanobpReHHA-3anal0BaHAA)BE/GMP/2017/096: Focus Area

BE/GMP/2018/075: Bropusre nakypannd, cknag (Pefixcser 20)

BE/GMP/2018/072: Tectysanna KOHTPOJIIO AKOCTI, IPUMITCHH

<EnexTponmit mizuc>

Codi Hemyiir
Hupexrop onepauititoro sigainy 3 KOHTPOITIO SKOCT]

/ JOKY MEHTIB

’
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