Ceprudikar akocri

NOAN3EP MEHIOGEKYYPUHT BEALIIA HB MEPEK/IAZL
PEMKCBET 12, B-2870 NYYPC (BENbIA)
TEN. +32(0)3 890.92.11 BAKC +32(0)3 889.65.32

DENO-NPOBEPA®, cycneHsia ann in'ekwiif , 150 mr/mn no 1 mn y ¢pnakoni Nel
(akTMBHa pe4yoBHMHA: MeAPOKCHNPOTECTEPOHY ALIETaT)

Cepin Ne: FM0558 Data apyky ceptudikary: 10-2021

Kopa npoaykry: FO00099816

JOarta supobHuurea: 10-2020

Tepmin npugaTHocri: 10-2025 Cneuymdikauia: P0740001003EU

NMoxka3HuMKK AKoCTi Metopg |Pe3ynb'ra'r OpuHML monymui Mexi

Po3mip YacTok meHwe 10 mkm|GP0210/GP0208 |Bignosigae HEe MeHLWe 75%
BMMOram TecTy

Po3amip 4acTok meHwe 20 GP0210/GP0208 |Bignosigae He meHLLe 99%

MKM BMMOram Tecty

pH Espon. dapm. 6,2 3.0-7.0

CrepunbHictb Espon. dapm. Bianosigae BigNOBigae BUMoram
BMMOram Tecty €sp.dapm.

3aranbHa KineKicte npoaykTis [TM-8548A 0.3 % Big 3anen. |He Ginbwe 0,7%

posnaay K-CTi

MapTia: EK2503

Lium 3acsiguyio, Wo HaBeaeHa ByLLe iHpopMaLia € ayTEHTUYHOIO Ta A0CTOBipHOID. Lia napTia Gyna
BUTOTOB/IEHA, BK/IIOYAI0UYKM NPOLECH NaKyBaHHA/MapKyBaHHA Ta KOHTPOAIO AKOCTI, HA BKa3aHii Buwe
BUpoBHWYINA AinaHL y NnoBHil BignosigHocTi A0 Bumor HBIM micuesnx perynaTopHMxX opraHie Ta cneuudikadii,
3aTBepAKeHMX Y KpalHi-imnoprepi: YkpaiHa — UA. Mpouecu BMpo6HMUTBA, NaKyBaHHA Ta aHanisy 6ynu BuBYEHi
Ta BU3HaHI TaKMMM, WO BignosigawoTe HBM.

YHiKanbHUM HOMEPOM Lboro cepTudikaTy aHanisy € KombiHauis Homepy cepil, apTukyay, cneundikauii Ta
AaTv BUNYCKy cepTudikaTy.

KinbKicTb NpoAyKTy B cepii: 3494 yn.

PeectpauiiiHe nocsiguyeHHa Ne UA/11244/01/01

Ykpaina -UA

Bci npouecy BUKOHYBaAUCh KBanipiKoBaHMM NEPCOHaNOM Nig HAarNAL0M YNOBHOBaXeHOoT 0cobu.

EnekTpoHHuiA nignuc: Jlisa Nondgier BigmiTka npo yac BunycKy cepii: 13-10-2021 15:29:08 Biamitka cepsepy:
13-10-2021 15:29:04

JoxymeHt € BIACHICTIO Ta aoctynHmii ana 3giicHeqHa Bisnec onepauwjiii, Ta po3rasay cnispoGiTHMKAMMK KOMNAHIT Ta PETYNATOPHUMM OPraH3MM.
Mepepa4a aanoro AOKYMeHTY TpeTid croponi 6e3 nonepeaHbOro y3rompreHHa 3 Horo anacHukom safoponexa.




Ceprudikar axocri

NOAA3EP MEHIODEKYYPUHT BENbIIA HB
PEWKCBET 12, B-2870 NYYPC (BE/IbI1A)
TEN. +32(0)3 890.92.11 GAKC +32(0)3 889.65.32

MEPEKNAL,

JAENO-NMPOBEPA®, cycneHnsin gnn in'exuiii , 150 mr/mn no 1 mn y pnaxoni Nel
(akTMBHa peuoBMHa: MEAPOKCMNPOrecTepoHy auerar)
Cepis No: FM0558 Nata apyky ceptupikaty: 10-2021
Kopg, npoaykry: F000099816

Data eupobuuurea: 10-2020
Tepmin npuaaTHocTi: 10-2025 Cneundikauia: P0740001003EU

BupobHULUTBO/KOHTPONL AKOCTI: [IMB. Aeknapauio BUpobHuka

Homep niuensii: [lMe. geknapayiio BupobHuKa
GMP ceptudikaT 4yu Homep nocunaHHa EudraGMP: ius. geknapauio BUpobHUKa

Bci npouecu BUKOHYBANUCh KBanigiKoBaHUM NEPCOHANOM Nig HATNAL0M YNOBHOBAMEHOT 0cobU.

EnekTpoHHuMiA nignuc: Jlisa Nonagier BigamiTka npo yac Bunycky cepii: 13-10-2021 15:29:08 Bigmitka cepsepy:
13-10-2021 15:29:04

Jokyment € BNMACHICTIO Ta aoctynHmid ana 3niicHenHn Giavec onepaujiid, Ta poaraaay cnispoBiTHMKamMM nouml_«'ﬂ‘fn« i

Mepepaaya AaHOND AOKYMEHTY TPETIi CTOpoHi 6e3 nonepeaHbOro y3rom 3 HOTO BNACHMKEE zabopowena.], /




Pfizer Manufacturing Belgium NV
Rijksweg 12
B-2870 Puurs

Teh 323 89092 11
Fax +32 3 889 65 32

Bepcis:05
JHata:28 ksitan 2020

JIEKJIAPALIISI BHPOBHUKA

Januii NOKyMEHT € TpHHHATHMM NIOJO BCIX MEJWYHHX TPEnapariB, fKi NpPOXOASThE yCi eram
BHTOTOBJIICHHA (BHTOTOBIICHHA, ITaKyBaHHA, KOHTPONb fKOCTI, BHITyCK cepii) Ha 3aBomi Ildatizep
Menrodexaypunr bensris HB (Pfizer Manufacturing Belgium NV).

Ijaitzep Memodexaypunr bensris HB(Pfizer Manufacturing Belgium NV),
Peiixcrer 12, 2870 ITyypc, benrria.

Howmep ninensii:
277H (nikapceki 3acobn Juis moyeit)
277V (BerepunapHi JiKapchKi 3aco6H)

CeprrdikxaT Hanexsoi BHpobHHI0i npakTHxy (GMP):

Jlikapceki 3acobu s moaei

BE/GMP/2017/001 acentwana 3oma IliBHi9 (30HM HAMOBHEHHS BCENTHYHMX 3aco0lB, MOpPH3WIbHA
cymika, inTepdeiic, openza 1, openna 2)

BE/GMP/2020/009 acenrwana 3oma IliBjienn (3BaxcyBanHs, (JOpMyBaHHS, 30HA INNPHINE,BHYBaHH-
HaroOBHEHHA-3aNIaI0BAHHA)

BE/GMP/2016/082: O6nagnansa qus sakuyH, (S2F2) 3oma

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

BE/GMP/2018/074: Bropusse nakyBanHs, cknaz (Peiixcrer 20)

BE/GMP/2018/071: TecTyBanHs KOHTPOIIO AKOCTI, PUMIIICHHSA

BeTepuHapHi TiKapchKi 3aco0n

BE/GMP/2017/002: acenrrrana 3ona ITiBHiq (30HH HAMOBHEHHA BCEIITHIHAX 3aC00IB, MOpH3HIBHA
cymxka, intepdeiic, openna 1, openia 2)

BE/GMP/2020/010: acenTrana 3ona Ilisaens (3saxysanns, popMyBaHHs, 30Ha IINPHIiB,BH/yBaHHA-
HanoBHeHHS-3anaeaHng ) BE/GMP/2017/096: Focus Area

BE/GMP/2018/075: Bropunse nakyBanHs, cknaz (Peiikcrer 20)

BE/GMP/2018/072: TecTyBanHs KOHTPOIIO AKOCTI, PHMIIICHHA

<EneKTpoHHHH i auc>

Codi Jenyitr e S
JlapexTop onepariifHoro BifyiiJly 3 KOHTPOJIO AKOCTI B




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
RIJKSWEG 12
B-2870 PUURS (BELGIUM)
TEL: +32 (0)3 890.92.11
FAX: +32 (0)3 889.65.32

Page 10of3

Product Name: DEPO-PROVERA SUSPENSION FOR INJECTION 150MG/ML 1X1ML IN A VIAL
(MEDROXYPROGESTERONE ACETATE); 1 ML OF SUSPENSION IN A FLACON, 1
FLACON IN A CARTON BOX

Batch Number: FM0558
Material Number: FO00099816
Date of Manufacture: 10-2020
Expiration Date:10-2025

Date COA Generated: 10-2021

Specification Name: P0740001003EU

TEST METHOD RESULT UNIT LIMITS

ASSAY TM-8548A 153.9 MG/ML 142.5TO 157.5

MEDROXYPROGESTERONE MG/ML (95.0% TO

ACETATE 105.0% OF LABEL
CLAIM)

UNIFORMITY OF DOSAGE ~ PH EUR MEETS TEST MEETS PH EUR

UNITS BY CONTENT REQUIREMENTS

UNIFORMITY

DESCRIPTION VISUAL MEETS TEST WHITE SUSPENSION

BACTERIAL ENDOTOXINS ~ PH EUR MEETS TEST NOT MORE THAN 2.3
EU/MG AT RELEASE

EXTRACTABLE VOLUME  PHEUR MEETS TEST MEETS PH EUR
REQUIREMENTS

IDENTIFICATION usP POSITIVE POSITIVE

MEDROXYPROGESTERONE

ACETATE (IR)

IDENTIFICATION TM-8548A POSITIVE POSITIVE

MEDROXYPROGESTERONE

ACETATE (HPLC)

LARGEST UNSPECIFIED ~ TM-8548A 0.2 % NOT MORE THAN 0.2

DEGRADANT IMPURITY %

MEDROXYPROGESTERONE TM-8548A 0.1 % NOT MORE THAN 0.7
%

PARTICLE SIZE LESS THAN GP0210/GP0208 ~ MEETS TEST ~NGIT LESS THAN 75

10 MICRONS T % N\

PARTICLE SIZE LESS THAN GP0210/GP0208  MEETS TEST OT LESS THAN 99

20 MICRONS i e

PH PH EUR 6.2 ‘S0T078)/

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parties without prior permission is prohibited.




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
RIJKSWEG 12 Page 2 of 3
B-2870 PUURS (BELGIUM)

TEL: +32 (0)3 890.92.11

FAX: +32 (0)3 889.65.32

Product Name: DEPO-PROVERA SUSPENSION FOR INJECTION 150MG/ML 1X1ML IN A VIAL
(MEDROXYPROGESTERONE ACETATE); 1 ML OF SUSPENSION IN A FLACON, 1
FLACON IN A CARTON BOX

Batch Number: FM0558 Date COA Generated: 10-2021
Material Number: FO00099816

Date of Manufacture: 10-2020

Expiration Date:10-2025 Specification Name: P0O740001003EU
TEST METHOD RESULT UNIT LIMITS
STERILITY PH EUR MEETS TEST MEETS PH EUR
REQUIREMENTS
TOTAL DEGRADATION TM-8548A 0.3 % NOT MORE THAN 0.7
PRODUCTS %

BATCH: EK2503

I HEREBY CERTIFY THAT THE FOREGOING INFORMATION IS TRUSTWORTHY AND ACCURATE. THIS
PRODUCT BATCH WAS MANUFACTURED (INCLUDING ITS PACKING/LABELING) AND SUBJECTED
TO QUALITY CONTROL AT THE AFOREMENTIONED SITE IN FULL COMPLIANCE WITH THE GMP
REQUIREMENTS ESTABLISHED BY THE LOCAL REGULATORY BODY, AS WELL AS IN ACCORDANCE WITH
THE SPECIFICATIONS CONTAINED IN THE REGISTRATION FILE OR MARKETING AUTHORIZATION OF
THE MANUFACTURING COUNTRY OR IMPORTING COUNTRY, IF THE PRODUCT HAS BEEN IMPORTED,
OR IN THE FILE OF SPECIFICATIONS FOR THE STUDIED MEDICINAL PRODUCT. THE RECORDS OF
MANUFACTURE, PACKING, AND TESTING HAVE BEEN REVIEWED AND GMP COMPLIANCE ESTABLISHED.

THE COMBINATION OF THE PUURS LOT NUMBER, ITEMNUMBER, SPECIFICATION NAME AND DATE
THE COA IS GENERATED ARE CONSIDERED AS THE UNIQUE NUMBER OF CERTIFICATE OF ANALYSE.

BATCH SIZE: 3494 PACKS

REGISTRATION NUMBER: UA/11244/01/01

UKRAINE - UA

Electronic Signature: LISA POLFLIET Lot Release Local Timestamp: 13-OCT-2021 1
13-OCT-2021 15:29:04

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parties without prior permission is prohibited.



Certificate of Compliance
Manufacturer’s Declaration

PFIZER MANUFACTURING BELGIUM NV Page 3 of 3
RIJKSWEG 12
B-2870 PUURS (BELGIUM)
TEL: +32 (0)3 890.92.11
FAX: +32 (0)3 889.65.32

Product Name: DEPO-PROVERA SUSPENSION FOR INJECTION 150MG/ML 1X1ML IN A VIAL

(MEDROXYPROGESTERONE ACETATE); 1 ML OF SUSPENSION IN A FLACON, 1
FLACON IN A CARTON BOX

Batch Number: FM0558 Date COA Generated: 10-2021
Material Number: FO00099816

Date of Manufacture: 10-2020
Expiration Date:10-2025 Specification Name: P0740001003EU

CERTIFICATE OF QUALITY

MANUFACTURING / QUALITY CONTROL SITE: See Declaration on Manufacturing Sites
LICENCE NUMBER: See Declaration on Manufacturing Sites
GMP CERT. OR REFERENCE NUMBER IN EudraGMP: See Declaration on Manufacturing Sites

ALL ACTIVITIES ARE PERFORMED BY QUALIFIED PEOPLE, UNDER THE SUPERVISION OF THE QUALIFIED
PERSON.

Electronic Signature: LISA POLFLIET Lot Release Local Timestamp: 13-OCT-2021 15:29:08 Server Timestamp:
13-0OCT-2021 15:29:04

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parties without prior permission is prohibited.



Version: 05
Date issued: 28 April 2020

Pfizer Manufacturing Belginm NV
Rijksweg 12

2870 Puurs

tel +32 389092 11

fax +32 3 889 65 32

DECLARATION ON MANUFACTURING SITE

This statement is applicable for all medicinal products where all manufacturing activities
(manufacture, packaging, Quality Control, batch release) are performed by Pfizer
Manufacturing Belgium NV.

Pfizer Manufacturing Belgium NV, Rijksweg 12, 2870 Puurs, Belgium

Licence number:

277 H (human products)
277 V (veterinary products)

GMP Cert. or Reference Number in EudraGMP:

Human products
BE/GMP/2017/001:

BE/GMP/2020/009:

BE/GMP/2016/082:
BE/GMP/2017/095:
BE/GMP/2018/074:
BE/GMP/2018/071:

Veterinary products
BE/GMP/2017/002:

BE/GMP/2020/010:
BE/GMP/2017/096:

BE/GMP/2018/075:
BE/GMP/2018/072:

Sofie Depuydt 2sap202015:10055-0400 Vi
REASON: | approve this document.
e8b99ace-d7f6-4ab3-b79b-d082ad452508

Sofie Depuydt

Aseptic Area North (incl. Aseptic Filling lines, Freeze Dryers and
Suspension formulation), Interface, Lease 1, Lease 2

Aseptic Area South (incl. Weighing Center, Formulation, Syringe Plant
and Blow Fill Seal)

Vaccin Facility, Small Scale Fill Finish (S2F2) Area

Focus Area - Flexible Cartridge Center

Secondary Packaging, Warehouse (Rijksweg 20)

Quality Control Testing, Utilities

Aseptic Area North (incl. Aseptic Filling lines, Freeze Dryers and
Suspension formulation), Interface, Lease 1, Lease 2

Aseptic Area South (incl. Weighing Center, Formulation, Syringe Plant
and Blow Fill Seal)

Focus Area

Secondary Packaging, Warehouse (Rijksweg 20)

Quality Control Testing, Utilities

Director Quality Operations N\

1 Facsimile of Original Digital Signature

DocUUID : 396c64¢1-5tac-4407-aTf-efcdf70d2032



Ceprudikar akocri

NOAAIEP MEHIOGEKYYPUHT BE/LIIA HB
PEMKCBET 12, B-2870 NYYPC (BE/NbIIA)
TEN. +32(0)3 890.92.11 BAKC +32(0)3 889.65.32

MEPEKNAL,

DAENO-NMPOBEPA®, cycneHsia ann in'ekuiii , 150 mr/mn no 1 mn y pnaxoni Nel
(akTMBHa peuoBMHA: MEAPOKCMNPOrecTEPOHY aLleTar)

Cepis No: FM0558

Data apyky ceptudikaty: 10-2021

Koa npoaykry: FO00099816

Data supobuuurea: 10-2020

Tepmin npuaaTtHocTi: 10-2025 Cneymdirauia: P0740001003EU

TOKa3HMKK AKOCTI Metop [PesynbTar OamHMui I!Qonycmui mexi

OaHopiAHICTL A030BaHKUX Espon. dapm. Bianosipae BiANOBIfAE BUMOram

oauHUUD (32 oAHOpIgHICTIO BUMOram Tecty Eep.dPapm.

BMICTY)

MepapoKcunporecrepoH TM-8548A |0.1 % Big, 3anB.. [He 6inbwe 0.7%

(npoaykT posnaay) K-CTi

Onuc BisyanbHo Bignosipae Bignos. Tecty: CycneHsis
BMMOram TecTy 6inoro Konbopy

BaKTepianbHi eHAOTOKCMHKM  |EBpon. Papm. Bianosigae He Ginbwe 2,3 EQ/mr nig 4ac
BMMOram TecTy penisy

06’em, LWLO BUTATAETLCA Espon. dapm. Bianosigae BigNOBIifa€E BUMOram
BMMOram Tecty €sp.Papm.

laeHTUIKaLiA @&, CLLA MNo3uTneHoO Mo3UTUBHO.

MeapOKCUNpPOrecTepoHy

aueTtaTy 14

lgeHTudikauin TM-8548A MosutueHo Mo3uTueHO.

MeAPOKCUNPOrecTePoHy

aueTarty BEPX

Haii6inbwmit npoayxr TM-8548A 0,2% Big, 3an8n. |He Ginbwe 0.2%

po3naay, Kpim K-CTi

MeApoKCUnporecTe-poHy

Bmicr TM-8548A 153,9|mr/mn 142.5 - 157.5 mr/mn (95,0%-

MeapoKcunporecTtepoHy 105,0% Big, 3aABNEHOT K-Ti)

aueTarty

JokymeHT € BMTACHICTIO Ta aocTynHmii gna 3giicHenHn GisHec onepawjid, Ta posrasay cnispobiTHUKaMMW KOMNAHT ‘!‘-i p“(wm‘ropuum ﬁmva&'n

Mepepaaua AAHON0 AOKYMEHTY TPETiA CTopoHi Ge3 nonepeaHbOro Y3roAKeHHa 3 HOro nnacnuwm 3p00poreds: -,




JIEPKITIKCITYXXBA
JIEPKABHA CJIYKBA 3 JIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM
Y JHINTPONMETPOBCHKIN OBJIACTI

Huinpo, nn.CoGopua,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPI1IOY 37070665

BUCHOBOK
Npo SIKICTH BBE3€HOr0 B Y KpaiHy JiKapchLKOro 3acody

18.01.2022 Ne 1186/22/04

JIEITO-ITPOBEPA®

(HaiMenysanis JiKapehbkoro 3acoby 3riiHO 3 peccTpallifHUM MOCBMCHIAM)
cycnensist s in’ ek, 150 mr/mn no 1 mur y aaxoni ; no 1 gurakony B KapToHHIH
KOpoOIL

((hopma BHITYCKY, JA03yBANNA, B NAKYBaHHA AiKapChKOTo 3aco0y)
Homep peecrpauiiinoro nocsinuenns UA/11244/01/01 crpok aii peectpauiitnoro nocsinuenns 01.01.2099
Cepis nikapebkoro 3aco6y Ne FM0558 KinbkicTh BBeseHoro nikapebkoro 3acody 10

Bupotnk [Idaiizep Mentopexuypuur benbris HB, Benbris

(HaitMeHyBaHHS BUpoGHHKa Jlikapebkoro 3acoly, KpaiHa [OXOUKeHHS )

Beeseno B Yikpainy Tosapucrso 3 odOMexenow Binnosinaasuicro "Benta JIT/", inent.
xon: 21947206

(naimenysanns Ta ko 3a C/APIIOY wopuanunoi ocobu abo npizeuiie, im's, 1o GaTkkosi
rizngnoT 0colbu - miupuemus, Tl MiCLe NPOKHUBAHHS Ta PeecTpallidini nomep obiikosoi
KapTKH MUIATHHKA 10AaTkKis abo cepis Ta HoMep nacnopra)

Iporokon Bisyansroro kourposmio sia 17.01.2022 Ne 07-01/55/1.

3a pesysbTaramu  AEPIKABHOrO  KOHTPONO BCTAHOBAEHO, WO JiKapebkuii 3acid  BBezeno B Ykpainy 3
AOTPHMAHHSAM BHMOI 3aKOHOAABCTBA 110710 3a0e3neuents AKOCTi JiKapehkux 3acobis.

Hauanbuux JepxaBHoi ciyx0u 3
JHKapChbKUX 3aco0iB Ta KOHTPOJIO 34 ;

i ] TROYIR 29 I0nis OBYAPEHKO
HapKoOTHKaMu y JIHINponeTpoBehKiit
oOmacri

Caitnana bouapuikosa +38(066)345-41-71
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