JIEPXJIIKCITY)KBA
NEPKABHA CJIYKBA 3 JIKAPCHbKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHUKAMM Y KHIBCHKINH OBJIACTI

npocnekT Banepis Jlo6aHoBebkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SIKICTHL BBE3€HOr0 B YKpaiHy JIiKapchbKOro 3acody

02.12.2020 Ne 64680/20/10

CEPMIOH®

(HaiiMEHYBaHHA NiKapchKOTO 3aco0y 3rifHO 3 peecTpaliiHHM MOCBIAYEHHAM)
JiopiaizaT Aas po3uHHY A1 iH'ekuiii mo 4 mr; 1 drakoH 3 nopomkom Ta no 1 ammy.i 3
PO3YHHHHKOM (HATPiI0 XJOpH, 0eH32JIKOHII0 XJIOpHI, BOAA 1A iH’€KLil) B KapTOHHiH
Kopo6ui; mo 4 KapToHHI KOPoOKH, YIaKOBaHi pa3oM B KAPTOHHY KOPOOKY

(hopma BHNYCKY, 103YBaHH:A, BH/l AKYBaHHA JliKapcekoro 3acofy)

Homep peectpauiiioro noceinuenns UA/5183/02/01 crpoxk nii peectpauiitroro mocsimuenns 01.01.2099

Cepis nikapcekoro 3acoby Ne EC0844 KinbkicTh BBE3€HOr0 JlikapchKoro 3aco0y 24
BupoGHuk I1aiizep Menrodexuypunr bensris HB, benbris
(nafiMeHyBaHHS BHPOOHHKA JliKapeeKoro 3acoby, KpaiHa NOXOKEHHS)
Beesero B Ykpainy CniibHe yKpaiHChKO-€CTOHChKeE MANPHEMCTBO Y GopMi TOBapHCTBA
3 o0MesxeHO0I0 BignoBizaiabHicTio "OnTiMa-®apm, JIT/', inent. kon:
21642228

(HaimeHyBanus Ta ko 3a €JIPTIOY ropuantHoi ocobu abo npisuiLe, iM'a, no 6atbkoei BizHyHOT
0COOH - MANPHEMLA, 1T MiCLie MPOKHBAHHS Ta peecTpauiiiHii HoMep 061iKOBOT KAPTKH NIaTHUKA
NoAaTkiB abo cepif Ta HOMEP nacnopra)

IpoTokon BisyansHoro koutpomo Bia 25.11.2020 Ne 4124/9.

3a pesyabTaTaMH /epiKaBHOTO KOHTPONMIO BCTAHOBJEHO, IO JiKapchkWii 3aci6 BBeseHo B VYkpaiHy 3

JOTPHMAHHSIM BUMOT 3aKOHOJABCTBA OO 3a0e3MNeYeHHs AKOCTI IKapChKHX 3aco0iB.
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CEPTH®IKAT AHAJIZY s S
@ NOAMZEP MEHIOGEKYYPUHT BENbBIIS HB NEPEKNAZ

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

CEPMIOH® 4 mr mas in’ckuiit (riodinizosanuii nopowok y uiakonax) 1 durakon 3 mopoinkoM Ta 1 AMIYaa 3 POIMHHINKOM ¥ KAPTO NI
wopobui; 4 kaprouui KOPOBHKN, YNAKOBAHI PA30M ¥ KAPTONHY rkopoGxy (HineproJin)

Homep cepii: EC0844 [larta cTBopeHHsA cepTudikaTy: 09-2020
APTHKY. FOD00S8760
JlaTa BHpoOHHUTEA: 04-2020
Tepmin MpuUaaTHOCTI 04-2024 Cneuungikauis P1800001001EV
TECT METOM pe3yanT. 0B TIMITH
Kinskicse rusnauetis (BEPX) - % sin saasnenoi MA4321XX 100 Y% Bin
KITBKOCTI {CD-31217) 3aABNEHOT 95 - 105% BiJL 38881, KUIBKOCTI
K-Ti
KinbkicHe susuasgetus (BEPX) Hineproms MA4321XX 4 M/ 3.8 - 42 mr/jnaxos
(CD-31217)
BaxkrepialbHi €HI0TOKCHHER €rp../D.CIIA <10 EU/Mr menie, nisk 10 EU/Mr
IpozopicTr Cep.D. BILMOBINAE TTposopuii po3ami
3abapenenicTs Eap.d. BIAMORINAC He NepeBHlLye 3a0apRieHH CTaN0HHOTO
pozuuny B9
Onue BizyannHuii BLANOBIAC Beabapeal cxagHI (IAKOHH, WO MICTATE
KOHTpPOJIb nopycTHii, 0inuil niodinizar
lacutudixauia (BEPX) MA4321XX T1o3MTHBIIO 4ac YTpUMAHKEA TIKY 3pasky Takuil sk i ana
(CD-31217) poBoHoro cTanIapTy
Yactku > 10 pm €ep.D. 159 yacTor/§a He Ginbiue 6000 uactox/gn
Yactkn >25 um Cap.D. 0 qacTor/ ne Ginpuie 600 vactok/{n
pH Eap.d. 38 3.5-4,5
Jlomiukn MA4321XX 0,5 % e Ginswe 1.0%
I-numernanineproiin (BEPX) (CD-31217) o
SKHOT i T e il 6
Koxuoi nerinomoi nominks okpemo (BEPX) MA4321XX 0,1 "o e Ginbine 0,5% xoscHol
(CD-31217)
3arankuuii pmict jomiwok (BEPX) MA4321XX Y
(CD-31217) He 6inioe 3,0%
1,2
CrepuiipHicTb Cap.D. BLANOBINAE
cTepUIIkHUH
OnHOpiAHICTb I030BAHAX OHIHLE Onnopiauicts BIAMORBINAE
macu - €sp. .
MA4321XX Bianorigae cnenpdikanii
(CD-31217)
Bona (K. @i Crp.®. % .
ona (K. dimep) €ep.® os ° ne 6inswe 4,0%

Cepiz DW2859

Jlokynment e BJIACHICTIO Ta aoctyniinii juis 3MiACHCHHS Gistiec onepatii, Ta posrnsay cnippobiTHHIAMK KOMNAHIT TA PErYNATOPHIME OPraHayH. Mepenaua aasoro
JIoKyMEHTY TpeTlii cropori 6e3 MONepe/iHEOro y3TOMKEHHA 3 HOro BJIACHHUKOM 3a00poHENA.
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CEPTHOIKAT AHAJIIZY Cropinka 233
MNOANIEP MEHIOOEKYYPUHI BENLIA HB NEPEKNAJ
PEWMKCBEN 12, B-2870 NYYPC, BENbIA
TEN. +32(0)3 860.92.11 PAKC +32(0)3 889.65.32

Lmm 3aceiauyio, Wo HaBeaeHa BuLLe iHbOpMaUina € 2yTEHTUYHO Ta AOCTOBIPHOH. Llel NpoayKT BYB BUroTOBAEHMWIA (BKAIOYAKYM NPOLECH NaKyBaHHA
Ta MapKyBaHHA) T3 BU3HaHKA BiAAINOM KOHTPOIO AKOCTI BULLLE333H3YEHOr0 BUPOBHUHOrO YHACTKY TaKuM, Lo nosHicTio Bianosigae sumoram HBM
MICLEBUX PEryNSTOPHUX OPraHis Tasignosigae cneumdikalyi, W0 33TBepAKeHa Y KpaiHi-BupobHuKosi abo kpaldi-imnopTepi, AKWO npenapat
imnopryersca abo y cneuudikauil AocnigKyBaroro npoaykTy. Mpouecy BMPOBHMLTEA, NAKyBaHHA Ta aHaniay Ha Akicrs Byau npoaHanizoeaHi Ta BU3HaHi
TaKMMK, WO BiANOBIAaI0TE Bumoram HBT.

YHIKaNbHUM HOMEpPOM Lbero cepTidikary aHanisy € kombinauia Homepy cepii, apTukyny, cneundikayii 1a 4aTi BUNYCKY ceprudikaty.

Poamip naprii: 4044 ynakoBKK
PeecTpalliituii Homep: UA/5183/02/01

Homep cepii po3unHKKKa DA1743
YKpaina - UA

Bci Npougck BUKOHYBaNKCh KBanidikoBaHUM NepcoHanom nig Harnaaom ynosHoBaMeHol ocobu.

EnexTpoRHWIA nignuc NopeH Bangepxepted
BiamiTka npo yac Bunycky cepii: 07 sepecHs 2020 12:12:55
BigmiTKa Npo Yac Ha cepsepi: 07 BepecHa 2020 12:12:37

DokymenT € BNACHICTHO T2 AocTynHWiA Ans 3pjiiicHeHHn BizHec onepaljii, Ta posrasay cnispoBITHUKAMM KOMNAHIT T peryNATCPHUMM OpraHamm.
Mepenada AaHOMO JOKYMEHTY TReTIH cToponi 63 nonepeaHLOro Y3rof)eHHa 3 ioro BnacHukom 3abopoHeHa.




CEPTH®IKAT BIANOBIOAHOCTI Cropinka 333
MNPAN3EP MEHIO®EKYYPUHI BENBIA HB NEPEKNAL
PEWMKCBET 12, B-2870 NYYPC, BENbIIA
TEJ. +32(0)3 890.92.11 GAKC +32(0)3 889.65.32

CEPMIOH® 4 mr s in’ekuiii (riopinizopannii nopowok y ¢aaxkonax) 1 graxon 3 moporxkom ra | aMOyIa 3 PO3UHNIMIEOM Y KAPTOHRI
KopoBuLi; 4 kapTonni KopoGKN, ynaroBani palom y Kapronny ropobxy (Hiueprosmiun)

Homep cepii: EC0844 [aTa cTBopeHHA cepTudikary: 09-2020
ApPTHKYT FOO0098760

Jlata BUpOSHULTBA: 04-2020

TepMiH NPUAATHOCTI: 04-2024 Crieumdikauia P1800001001EU

CEPTU®IKAT AKOCTI

BupoBHUK 8iaN08iAaNbHMIA 33 BUPOGHULITBO T2 KOHTPOAL AKOCTI: AMBUCH fAeknapauio BupobHuKa
Homep niueHsii: AWBuch ASKNAPaLIIc BUpOBHUKa

Homep GMP cepTudikaty abo nocmnarka EudraGMP: gnence Aeknapauio BUpoBHMKa

BCi NpoLecH BUKOHYBanUch KBaniDiKoBaHWM NEPCOHAN0M Nij HArNALOM YNOBHOBEKEHOI 0cobu.

EnexkTpoHHUIA nianuc NopeH Bangepxep
BigmiTKa Npo 4ac BUNYCKy cepii: 07 sepecka 2020 12:12:55
BiamiTka Npo Yac Ha cepeepl: 07 sepecHs 2020 12:12:37

OorymenT € BNACHICTIO Ta goctynkuii Ans 3aiiicheqHa GisHec onepa Ui, Ta po3raaay cnispoGiTHMKAMK KOMNAKIT Ta PErYAATOPHUMM OpraHamu.
Mepenaya AaHOIS ACKYMEHTY TPETIH CTOPOHT Be3 NonepeaHboro y3roAKeHHA 3 ioro BnacHUKom 3aBopoHeEHa.




CEPTU®DGIKAT BIATMOBITHOCTI
NSANSEP MEHIOGEKUYPUHI BENLIIA HB MNEPEKNAL
PEWKCBET 12, B-2870 NYYPC, BENLIA
TEN. +32(0)3 890.92.11 GAKC +32(0)3 889.65.32

POIUHHHUAK IS CEPMIOIY (amnyau no 4 ya)

Homep cepii MNMyypc: DA1743 [aTa cTEOpeHHA cepTudikaTy: 02-2020

APpPTHKYIL HO00203221
Jlata BupoGuuuTDa: 10.2018
Tepmin NPUAATHOCTI: 09.2024 Cneuwdikauis P1810003001!
TECT pe3yanT. oB JIIMITH
0.16 — 0.22 mr/amnyny, wo Bignosiaae 80— 110% sig
Xnopua, BeH3ankoRiio (KON0pOMETEUIHWE meToa) 0,2|mr/amn 3anBned. Kiaskocti
Mpe3opicib signosigas NPO30pWIA PO34YKH
KonboposicTs BiANOBIfAE He nepesuwy. 3aBapeaeHicTb eTancHy BS
baKTepiancHi eHA0TOKCUHU <1 EU/mn He Binbwe 10 EU/mA
Nobyeaemuin ob'em 4,2 [mn He MeHLe HOMIHANLHOro
lneHTudikayis A X10puay No3VTHBHO NO3NTHBHG
laeHTudikauis A Hatpir NoO3WTHWBHO NO3UTUBHO
laeHtudikauia B Xnopuay NO3UTUBHO NoO3WTUBHO
|aeHTMeiKaLjis B Hatpio NO3UTUBHO NO3UTUBHO
laenTudirkauia 6eH3anKoHI0 X10pua NO3UTUBHO NO3UTUBHO
Yactkn =10 pm 245 |uactok/dn gignosigae unHHoi Bumoram €ep.0.
Yactky >25 pum 5|yactok/dn BigNCBIA2E YMHHOI Bumoram Esp.@.
pH 6,7 5,5-7,0
KinbKiCHE BU3HAYEHHA HATPID XA0puay 34,4 |mrfamn 32,3-35,7 mr/amn (95 - 105% eig 3aa81. Kinbkocti)
CTepunbHICTb signosigae CTEepUAbHO

Cepin- N/A

Ll 33CBIAYYIO, IO HABEAEHA BMILE IHHCPMALIA € aYTEHTUYHO T3 aoctosipHoto. Lia cepis Gyna BUroToBneHa (Br1H04aI04M NPOLECH NakyaaHHA Ta
MapKyBaHHA) Ta BU3HARWIA BiAAIN0M KOHTPOAIC AKOCTI BULLE@3a3HAYeHoro BUPOGHMYOTO YHACTKY TaKMM, WO NOBHICTIO BiANOBIASE BUMOram HBN
MICLLEBUX PEMYASTOPHUX OPTaHIB Ta BIANOBIAZE cneumbikaLlii, 1o 2aTBepAKeHa KpaiHi-iMnopTepi- Ykpaii. [Tpoueck BUPOGHMLTEA, NaKyBaHHA T3
aHanisy Ha akicTb Bynu NpoaHanizoBaHi Ta BU3HAHI TAKUMM, WO BIANOBiAaoTL BumMoram HBI.

BCi NPOLECH BUKOHYBANWCE KB2NIiKOBIHUM NEPCOHANCM nif, HarNANOM YNOBHOBAXKEHOT 0coby.

EnekTpoHHwi nignuc Tom Hiirepe  BigmiTka npo 4ac BUNYCKY cepii: 21 ciuna 2020 14:46:50
BigmiTka npo 4ac Ha cepsepi: 21 ciyHa 2020 14:46:43

[LokymeHT € BNACHICTHO Ta goctynBui ans 3ailicHeHHA BizHec cnepalii, Ta pesraagy cnispobiTHUKamu KoMNakii Ta peryIaTopHUMAN OpraHamu.
Mepenaya AaHOT0 ACKYMEHTY TPETiH CTOPOHI $e3 NONepeaHLOro Y3roAKeHHA 3 HOro BAACHUKOM 3abopoHeHa.




Pfizer Manufacturing Belgium NV
Rijksveg 12
B-2870 Puurs

Tel+32 3 890 92 11
Fax+32 3 889 65 32

Bepcis:05
Jara:28 ksitas 2020

JEKJIAPAITISA BUPOBHHKA

Januii AOKYMEHT € NPHAHATHUM LIOAO BCIX MEIMUHMX Mpenaparie, fki IPOXOAATH yci eramnu
BHWTOTORNEHHS (BWTOTOBJEHHS, MAKyBaHHsi, KOHTPONb skocTi, Bunyck cepii) Ha 3aBoai [ldaisep
Memtodekuypunr Bensris HB (Pfizer Manufacturing Belgium NV).

Mdaiisep Menodekuypunr benbris HB(Pfizer Manufacturing Belgium NV),
Peiikeser 12, 2870 ITyypc, Benbris.

Homep niuensii:
277H (mixapceki 3acobu ans niozeii)
277V (BeTepuHapHi JikapcLKi 3aco01)

Ceprudikar HanesxkHoi BupobHuuol npaxtuku (GMP):

Jlikapehbki 3acobu s nojiei

BE/GMP/2017/001 acenTtiusa 3oHa [TiBHiu (30HM HANMOBHEHHs BCENTMYHMX 3aco0iB, MOpU3MIbHA
cyinka, intepdeiic, opeHna 1, openaa 2)

BE/GMP/2020/009 acenruuna 3oHa Ilieaens (3sascyBaHHs, (QOpMyBaHHS, 30Ha LINpPULIB,BHyBaHHs-
HAMNOBHEHHA-3AMNAKBAHHS )

BE/GMP/2016/082: O6naananus ans Bakuuy, (S2F2) 3ona

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

BE/GMP/2018/074: Bropunte nakysanus, cknaa (Peiikeser 20)

BE/GMP/2018/071: TecTyBanH:A KOHTPONFO AKOCTI, NPUMILLEHHS

Berepunapsi Jikapceki 3acobu

BE/GMP/2017/002: acenTuyna 3oxa [TiBHi4 (30HU HAMNOBHEHHS BCENTHUHHUX 3ac00iB, MOpPU3HTIBHA
cyuika, inTepdeiic, openaa 1, openja 2)

BE/GMP/2020/010: acentutsa 3ona ITiBaeHs (3Bacy BaHHst, (JOPMYBaHHS, 30Ha IUNPULIB,BU/Y BAHHS-
HaMmoBHeHHs-3anaoeanHa)BE/GMP/2017/096: Focus Area

BE/GMP/2018/075: BropunHe nakysaHus, cknaj (Peitkcser 20)

BE/GMP/2018/072: TecTyBaHHs KOHTPOJIO SKOCTI, PUMILLEH HA

<EnextpoHHuii miguc>

Codi Henyit
JupekTop onepalifHoro BiAAiLy 3 KOHTPOIIO AKOCTI
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