CEPTHBIKAT AHAJHBY
NOAASEP MEHIOOEKYYPUHT BENLIMA HB

NEPEKMAL

PEVIKCBEI 12, B-2870 INYYPC, BENBIA
TEN. +32(0)3 890.92.11 QAKC +32(0)3 889.65.32

Cropinka [ 34

COJY=MEJIPO, n0pomioR T3 PO3UBHIIE A8 DOy 40 i'ensiil o 10006 v hagweni Ne 1y wosuerti s
porunikoy (Senswaonuit crupr (9vr/a), Bos A futexuiin) no 15,6 ma y daaroni Ne
(ARTHBIA PETOBIHAT METHITPEANIION0N HATPHO CYRURKA 1)

Homep cepii:  FY4286 fara crsopentn ceptudikaTy: 05-2022
Apriryn: FO00099838
Jlava supoGingrsa; 11-2021
Tepuin upaarnocri 11-2026 Cneuudiranin POBY80O01002UA
TECT METOL|PE3YA OB 'PAHIIL
| -keroneriempesiinonen 21 TMIEEESA s 0.1 L7 07,
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[ponopicts € Bignos. He Ghsnive wiK CTaged sopisnmia 1
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Bignos, (Meroa 1
OAHOPLAICTH A0BOBIBIX OAHHHL, TMLERSA . "
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Barrepiaibit CHADIORCH M € Bignon. siznon.sraoram Cop.dapa
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' T 201 £0.2 %
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Kianxicuidi saticr Mernaupesuiony | THERSA ripa ) ' .
: (,95-1,05 rp/duason (95-105%)
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Nokyment € BAACHICTIO ta gocrynHuii pna spificHennn BizHec onepauii, Ta posrasay criapoBiTHYREMIM KoMNaHii Ta
pEryHTOPHIMK opranann. Nepesaya 4aHoro JORYMERTY tpetiit croponi Bes NonNepearbOro Yaroakenns 3 Aoro
BAACHUKOM 33B0POHEHA.
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CEPTHWMIKAT AHAJIGY

Cropiuka 2 14

MOANRIEP MEHIOGEKUYPUNT BENLIMA HB NEPEKNAL

PEMKCBEN 12, B-2870 MYYPC, BENLIMA

TEN. +32(0)3 890.92,11 GAKC +32(0)3 889.85.32

COIY-MEJIPOJL, nopotiior 1 PO3HINBENG s pUsaasty s futeruiit o 1000y y pankoni Ne 1y woniesri s
possmnniios (Berrnrronuii cmpr (9Mr/ma), Boja ierniit) no 15,6 ma y daaronl M |
(aRTREIHA PesoBHIRT METHIPEAHI30a0H HATPIIO CY KIHHAT)

Homep cepii:  FY4286 [ara creopenns ceprndikary: 05-2022
Aprikyn FOO0099838
Hara sipobumyraa: 11-2021
Tepsin npisaTrocr: 11-2026 Cneuudikauin PO69S8001002UA
1)
TECT METOXPESYN OB I'PAHHILL
[l MeTHAIPEIRIIOION TAEHESSA Y <7 Y {npn ssaveky); % 4,6 % (manpaxinuitepming
¥ b YORY Hasy Py
09 R ATHOCTY)
MerHAEAHzoa0n F7-resdoykigiar | TAIEISSA Yo )

0,6 % 1.9 %
Hacrrw 2 10 pm i 161 ancToR/ pianos. srsoris Cap.dapa.
Yacren 225 pm [0 1 HaroRi pizuon, nisorav Cap.dapa
pht Horerio 70 B.0

(s
MUTPHYHO 7.5 -5,
Posunmniers BIBYAABIO " 60
He Giapine 60 cex

24 CeK
Crepuasaicrs €

A shanos. susmorast Cap.dapm.

Bignon,
FaraanIul KEILKICTH Ipoyirin postady | TMIESA 6 5 < 4,7 Y (it wyeky); § 7.3 % (nanpusinn
! FEPMIRY IPIHARTIDCTE

sernanpenizonon Z Mattox ansaerin | TMILSA <01 o <02 % (upy pisyexy); < 04 % (nanpusian

o TepAiny APIAATHOCT)

napTin: FNAG74

Doxyment € BAACHICTIO 1a poctynuuit Ana 3AIACHEHHA Bisnec onepauii, Ta poarasgy cnispobitHukamu KomNaHil Ta
PEryARTOPHIMIC OpraHamu. Mepesaua ARHOTO ADKYMEHTY TPeTIM cTopoH] Bea nonepeiHbOro YaroameHHs 3 noro

snacHukom 3aboporena.




CEPTHGIKAT AHAJNIY Cropinka 3 14
MOANSEP MEHIOGEKUYPUHT BENLIA HB NEPEKNAL
PEWMKCBET 12, B-2870 NYYPC, BENLIMA
TERN. +32(0)3 890.92.11 AKC +32(0)3 889.65.32

COXY-MEAPOM, nopou1os 12 pO3UIINENR LIS pOIIHHY A0 ficruii o 10006 v daaroni Ne 1y xovsiexris
: i A > )

poIHHRoM (ferznaoniii cpy (9arr/ma), Boaa an in'cxudii) no 15,6 Ma y Guaroni Ne 1
(ARTHEHA PEUOBHEA METHITNPEAUIION0H HATPIO CYRKIHHAT)

Homep cepll;  FY4286 Jara creopenns ceprudikary: (5-2022
ApTiyin FORO0949838

Hara sapotuunisa: 112021

Tepsmin patnoeTi; 11-2026 Crieyndikatis POBYRCOL0D2UA

Lsm 3acsiauyio, L0 HABeAEeHS BuIle iHGOPMALLIA € aYTEHTUMHOK Ta AocToBipHoo, Leit npoayKT 6ys BUMTOTOBMEHKHA
{BRIIOUAIONM NPOUECH NAKRYBAKHHA Ta MAPKYBAHNA) T8 BUSHAHWA BIAALNIOM KOHTDOMO AKOCT BUEBAIHAUCHONO
BAPOBHMUOTO YHACTRY TAKMM, WO NOBKICTIO pianosinac sumoram HBIM MicUeBAX PeryiaTopHinx oprais Tasignosiaac
cneuudiraull, Wo 3ateepamKens y KpaiHi-imMAoPTEp], AKWO NPENapaT IMNOPTYETLCR. Mpouecy sUPOBHULTEA, NAKYBAHKA T
ananiay Ha AKicTy Bynu NPOAHAHIOBAHI Ta BU3HANT TAKKMK, WO sianosigaoTs sumoram HBIML
VHIKGALHUM HOMEPOM UbOro cepTudirary awanisy € womBinauis Homepy ceplii, apTukyny, cneundikaull Ta 43T BUNYCHY
ceprudinary.

Posmip naprii: 5432 yn.
posumHHBK - Homep cepli: FRE781
Peccrpauitnuii nomep: UA/2047/01/03
Yxpaida - UA

Bei npougcH BUROHYBAINCS KBaNIGIKOBIHUM NEPLOHINIONM g, HACABAOM YOoBROBINEHOT 0CoBN,

ENeKTROHHKK rignmc Wycrin fleGpiok
Bigmitka npo 4ac BUNYCRY cepii 03 tpawun 2022 11:11:22
BinmiTia Npo Yac Ha cepsepi: 03 rpasHa 2022 11:11:16

Dokymeny € BNACHICTIO Ta LOCTYRHWH 447 30iHcHeHHs Bidnec onepauin, Ta posrAsay cniBpoBITHUKAMY ROMMAHIT T
PETYAATORHUMMK OPIIHaMK. Mepesaia AaHaro AoRyMeHTy TPETIN cTopoHi 683 NONEPEdHbOrO Y3roMKeHna 3 woro
pnacHkrKom 3abopoHeHa.




CEPTHOIKAT BIATOBIAHOCTI Cropisga 4 34
NOAAEP MEHIOGEKUYPUHT BENLMA HB NEPEKNAL

PEMKCBET 12, B-2870 NYYPC, BENLIA
TER. +32{0)3 890.92.11 GAKC +32(0)3 889.65.32

COAY-MEAPOJL popomor va po3umitiii JIAst pORiniy ais fterudii o 1000an ¥ daaroni Ne 1y xoMnaexri 3
POSUHHATROM (fersuaonnil cuupys {9>te/nan), Boaa aas ' owudii) no £5,6 ma y Guaxoni N |
(AR TIBHA PEHOBHHAL MCTIIIIPEANT0A0U HATPIIO CYRUHBIAT)

Homep cepil;  FY4286 [lata creopenns cepradikary: 05-2022
APTIRYS: FOO0099838

Jleva pupolnursa 11-2021

Tepain IpUARTHOCTE 11-2026 Creundikadis POGYRO01002UA
CEPTUDIKAT AKOCTH

BupoBHMK BIANOBIAANbHUA 38 BUPOEHWULTEO T8 ROHTPONL AKOCT AMBUCH ABRNApauio snpobhuka
Homep niteHaii: AuBUch ABKABRaUHC eupobrika

Homep GMP ceprudixaty abo nocuaanHa EudraGMP: guaucs fexnapaitho BUpobHUKS

Bei NPOUECH BUROHYBANMCH RBANIPIKOBAHUM NEPCOHBIOM g Harasaom ynosHosamero! ocobu,

EneKTpobHni nignuc Hycrin leBpiox
Binmitra npo 4ac Bunycry cepli; 03 tpaskn 2022 11:11:22
Bigmirka npo vac Ha cepaepi: 03 rpanun 2022 11411:186

Joryment € BAACHICTIO Ta focTynHuit ana saificHenHn Bistec OnEpaLn, Ta PO3rARAY CRiBPOBITHUKAMK KOMIaHIi T8
peryAATopHUNK opranamu. [lepesada Aanoro ADKYMEHTY rpetili croponi 63 NONEPEAHLUID YITOMKEHHA 3 oro
BAACHUKOM 3a60pOoHeHa.




CEPTHGRIKAT AHANSY Cropinka 1 1)
NOAASEP MEHIOOEKUYPUHT BENLIA HB NEPEKNAL
PEWKCBEN 12, B-2870 INYYPC, BENBMA
TEN. +32(0)3 890.92.11 ©AKC +32(0)3 889.65.32

po3umMHHKK (GaxkTepiocraTnyna 8043 AR in'exuin} 0,9% 15,6 MA

Cepin: FR6781 Hata creopenna ceprudikary:
ApTHRYA HO0H203336 04-2022
ara supobuuiutaa: 02-2022
Tepmin npuaaTHocTh: 01-2027 CRELMGIKALLR: PO780028003

TECT PE3YA 0B FPAHHLL
Kiaaxicnnii saicr Sepanaosoro conpry 194 MEMA . ;

8.4 - 104 yrinn
Qunie BiHOB. wpoopa, Hesbapsa plana 3 nerEus sanaxom Seuannonore
CIApPTY

Barreplanbst CHAOTORCHIN BIAKOR, e Binnine 0,5 MOisa
Hobyauuii od’cm Blages, sizmon. movoram Cop.dapa
rerrrsdianis Gensnaonoro CaupTy OB, THOMTHBNR
Hacrmiss possipos 210 srn 224 wacTor gy siznon, BMoras Capbajps
Hacrgn POIMIPpos 225 atxn 2 HaeToR: i pinon. pstoras Copibapy
Crepriannictn Hianon, pianon. sinsoras Cup,dapss, (vae QYEN Crepiuisiing
Naprin: W/

Lipm 33CBiAuY0, WO HABEAEHE BUALLE IRQOPMALIA € BYTEHTUMHOIO T3 pocrosipHoio. s napris Byna surarosnens,
BRADUGIOUH TROUECH MAKYBAHHA T3 KOHTPOMG AKOCT], H3 BRAISHIA erie wupobanuii AinrHu y noaxii signosigrocri Ao
srmor HBIT MicUeBux PEryARTOPHUX OPranis Ta cneumudikauiv, 3aTsepamennx y kpaini-imnoprepi,

Yrpaida - UA
Mpouecy enpoBruuyTea, nakysanns ta ananisy Bynn snadeni ra BUaHaH] TakumMu, WO signosigaoTs MBI

Bei NPOUECH BUKOMYBANNCS KBAAIGIKOSIHUM NEPCONANOM NiJ HATAARDM VIOBHOBAMEHOT 0CobN,

EAeKTPOMHKEA THANKE, Hine Monnexenc
BiAMITKa PO 4ac BUNYCRY cepil 28 Bepesusn 2022 11:35:59
Bigmirka npo vac Ha cepsepl: 28 Bepesun 2022 11:35:51

Dokyment e BRACHICTIO T goctynuui gna sgiichenns bisxec onepail, Ta postasdy cniBpobitikamn komnanlita
PEryATOpHIMI opranamu. Nepeaasa AaHoro AOKYMEHTY TPeTiit CTopoH Be3 NONEPeAHBOTO Y3TOKEHHA 3 HOro
BAACHUKOM QBGODOF!QHB.




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
RIJKSWEG 12

B-2870 PUURS (BELGIUM)
TEL: +32 (0)3 890.92.11

Page 10f 4

FAX: +32 (0)3 889.65.32

Product Name: SOLU-MEDROL 1000MG 1X VIAL+ 15.6ML VIAL POWD AND SOLVENT (BENZYL
ALCOHOL {SMG/ML), WFI) FOR SOL. FOR INJECTION (METHYLPREDNISOLONE
SODIUM SUCCINATE)

Balch Number; FY4286

Material Number: F0O000989838

Date of Manufacture: 11-2021
Expiration Date:11-2026

Date COA Generated: 05-2022

Specification Name: PO698001002UA

TEST METHOD RESULY UNIT LIMITS

11-KMR 21-HS TM1155A <= 0.1 % NMT 0.2 %

17-DESOXY-21-ALDEHYDE ~ TM1158A <= 0.1 %o NMT 0.2 % TOR, NMT
0.5 % EOSL

17-KMR TM1155A <= (3,1 % NMT 0.2 %TOR, NMT
0.3 % EOSL.

CLARITY PHEUR MEETS TEST NMT REFERENCE ll

COLOR OF SOLUTION PH EUR MEETS TEST NMT Y5 {(METHOD Ii)

UNIFORMITY OF DOSAGE ~ TM1155A MEETS TEST MEETS PH EUR

UNITS (UDU) BY CONTENT REQUIREMENTS

UNIFORMITY (CU)

DESCRIPTION VISUAL MEETS TEST WHITE TO
OFF-WHITE CAKE

DIMER TM1155A <= 0.1 Yo NMT 0.2 %

E MATTOX ALDEHYDE TM1155A <= 0.1 % NMT 0.2 % TOR, NMT
0.3 % EOSL

BACTERIAL ENDOTOXINS  PHEUR MEETS TEST MEETS PH EUR
REQUIREMENTS
(NMT 0.17 EUMG) AT
RELEASE ONLY

METHYLPREDNISOLONE usP POSITIVE POSITIVE

IDENTIFICATION - IR

METHYLPREDNISOLONE TM1155A POSITIVE POSITIVE

IDENTIFICATION

LARGEST UNSPECIFIED TM1155A <= 0.1 % NMT 0.2 %

DEGRADATION PRODUCTS

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




Certificate of Analysis

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

Page 2 of 4

Product Name: SOLU-MEDROL 1000MG 1X VIAL* 15.6ML VIAL POWD AND SOLVENT {BENZYL
ALCOHOL (SMGIML), WF1) FOR SOL. FOR INJECTION (METHYLPREDNISOLONE
SODIUNM SUCCINATE)

Batch Number: FY4280 Date COA Generated: 05-2022
Material Number: FO00099838

Date of Manufacture: 11-2021

Expiration Date:11-2026

Specification Name: P0698001002UA

TEST METHOD RESULT UNIT LIMITS

LOSS ON DRYING GP0143 0.5 % NMT 2.0 %

METHYLPREDNISOLONE TM1155A 0.99 GICONT 0.95TO 1.05 G/VIAL

ASSAY (95 % TO 105 %)

MR TM1155A 0.9 % NMT 2.7 % TOR, NMT
4.6 % EOSL

MR 17-HS TM1155A 0.6 %s NMT 1.9 %

PARTICLES >= 10 MCM PHEUR 161 PART/CONT MEETS PH EUR
REQUIREMENTS

PARTICLES »>= 25 MCM PH EUR 1 PART/CONT MEETS PH EUR
REQUIREMENTS

PH POTENTIOMETRIC 7.5 7.07TC 8.0

SOLUBILITY VISUAL 24 SEC NMT 60 SECONDS

STERILITY PHEUR MEETS TEST MEETS PH EUR
REQUIREMENTS

TOTAL DEGRADATION TMT155A 1.6 % NMT 4.7 % TOR, NMT

PRODUCTS 7.3 % EOSL

Z MATTOX ALDEHYDE TM1155A <= 0.1 % NMT 0.2 % TOR, NMT

BATCH: FN4674

0.4 % EOSL

Daocumentation is considered PROPRIETARY and is made available for busingss 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 3 of 4
B.2870 PUURS (BELGIUM)

TEL: +32 (0)3 890.92.11

FAX: +32 (0)3 889.65.32

Product Name: SOLU-MEDROL 1000MG 1X VIAL+ 15.6ML VIAL POWD AND SOLVENT (BENZYL
ALCOHOL (8MG/ML), WFI) FOR SOL. FOR INJECTION {(METHYLPREDNISOLONE
SODIUM SUCCINATE)

Batch Number: FY4286 Date COA Generated: 05-2022
Material Number: F000099838

Date of Manufacture: 11-2021

Expiration Dale:11-2028 Specification Name: P0698001002UA

| 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: 15898 PACKS
DILUENT USED - LOT NUMBER :FR6781
REGISTRATION NUMBER: UA/2047/01/03

UKRAINE - UA

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

Electronic Signature: JUSTIN DEBREUCK Lot Release tocal Timestamp: 03-MAY-2022 11:11:22 Server
Timestamp: 03-MAY-2022 11:11:16

Bocumentation is considered PROPRIETARY and is made avaitable for business operations and review
by employaes and regulatory agencies. Distribution to third parties without prior permissgion is prohibited.



Certificate of Compliance
Manufacturer’'s Declaration

PFIZER MANUFACTURING BELGIUM NV Page 4 of 4
RIJKSWEG 12
B-2870 PUURS (BELGIUM)
TEL: +32 (0)3 880.92.11
FAX: +32 (0)3 889.65.32

Product Name: SOLU-MEDROL 1000MG 1X VIAL+ 15.6ML VIAL POWD AND SOLVENT (BENZYL
ALCOHOL (SMG/ML), WFI) FOR SOL. FOR INJECTION (METHYLPREDNISOLONE
SODIUM SUCCINATE)

Batch Numbern FY4286 Date COA Generated: 05-2022
Material Number: FO00099838

Date of Manufacture: 11-2021

Expiration Date:11-2026 Specification Name: P0698001002UA

CERTIFICATE OF QUALITY

MANUFACTURING / QUALITY CONTROL SITE: See Declaration on Manufacturing Sites
LICENCE NUMBER: Sse 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: JUSTIN DEBREUCK Lot Release Local Timestamp: 03-MAY-2022 11:11:22 Server Timestamg:
03-MAY-2022 11:11:16

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



