Cropinka | 34

MNOANIEP MEHIO®EKYYPUHF BENLIIA HB
(Takox MOAUIEP MEHIOGEKYYPUHI BEMbIIS)
PEMKCBET 12, 2870 NYYPC-CIHT-AMAH/C
(paHiwe NMYYPC BENLIIA)
TEN. +32 (0)3 890.92.11
Cony-Meapo,1, TOPOUIOK TA POIYHHRHEK (BOXA Aas iH'eknil) aas po3unny au in’exuiif o 40 Mr/ma y dpaaxoni tany Act-O-Vial
(xBoemuichuii graxon) No 1 (AKTUBHA PeYOBHHA: METHINPEIRI30J0H HATPIIO CYKUHHAT)

‘ Pﬁzer CEPTU®IKAT AHANI3Y

Homep cepii: NW0748 LlaTta cTBOpeHHA cepTudikaTy: 05-2026
ApTHKYR: FO00044325
Jlata BUpOOHUIITBA: 03-2026
Tepmii 1puaATHOCTI: 02-2028 Cneuudikanis P0116001002EU
TECT MeTo pe3yJIbT. OB JIIMITH
1 1-keTOMETHIINPEAHM3ONOH 2 1-reMiCyKLHHAT <0.1 % e Ginpie 0,2 % npu BUMyCKy Ta HaNpHKIHLI
YEPX TII
17-ne3okcu-21-anbaeria <01 % He 6inbine 0,4 % npy BUMYCKY Ta HANPUKIHLI
YEPX TI1
17-KETOMETUITPEIHI30M0H <0.1 % He Oinbiue 0,2 % NpH BHIYCKY Ta HANPHKIRNI
YEPX TI1
Tposopicts co Bianosizae He Oinblue HiX eraioH nopiBHAHHs H1
Konip po3unny €O Binnosinae He [HTEHCHBHILIE HIXK €TAOH NOpIBHAHEA Y5
(meron IT)
OJHOPIHICT A030BaHHX OJMHHLb €p Binnosinae BiANOB. BuMmoraM €ap.Dapm.
Onuc Bisyansno | Binnosinae

Bin Ginoro xo maibxke Ginoro koneopy stiodimizat
Tpo3opuii Ge3bapBHuit po3unH

Jumep <0.1 % He Ginbe 0,2 % npH BHIYCKY Ta HANPHKIHLI
YEPX TII
bakrepianbni EHAOTOKCHHH Binnosizae Bianos.auMoraM €8p.Papm, (e Ginbiue 0,17
YEPX EO/mr)
Jlo6yBaHuit 06’ em €o Binnosigae BinoB. BuMoram €ap.DapM
MeruanpeatizonoH E Mattox ansaerin <01 % He Ginbie 0,2 % NpH BHIYCKY Ta HANPHKIHLI
YEPX TI1

Jloxyment € BJIACHICTIO Ta goctynuuit a4 3aificuenns GisHec onepauifi, Ta posrnsay cniBpoGITHHKAMHI KOMNaHii Ta perynstopHumu opranamu. [Tepenaua
JAHOTO JOKYMEHTY TPETIit CTOPORi 63 MONepeaHbOr0 Y3ro/keH s 3 HOTO BIACHHKOM 3a60POHEHa.
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‘ CEPTUOIKAT AHANI3Y
y P NOAN3EP MEHIOGEKYYPUHI BENLTISA HB
\ zer (Takox MNOANIEP MEHIOGEKYYPUHI BENbIIS)
PEMKCBET 12, 2870 NYYPC-CIHT-AMAHAC
(pawiwe MYYPC BERbIIS)
TEN. +32 (0)3 890.92.11

Coy-Meapo., HOPOIOK TA POIMUHHMK (BOAA Aas iH'eKuiif) Aas posununy 1us in’ exuiii mo 40 mr/ma y paaxoni Tuny Act-O-Vial
(aBoemuicnuii diakon) Ne 1 (AKTHBHA PeMOBHHA: METHINPEAHI30IOH HATPIIO CYKBHHAT)

Homep cepii: NwW0748 [ata cTBOperHA cepTudikaty: 05-2026
ApTHKYT: F000044325
Jlata BupoGHHLTBA: 03-2026
TepmiH 1pHAATHOCTI: 02-2028 Cneumdikayin P0116001002EY
TECT meToa pesyabT. OB JIMITU
Lnentudikanis MeTHNNIPEAHI30TOHY O .CIIA Tlo3uTuBHA ITo3uTuBHa
Inenrudikauis METHHIPEAHI3OIOHY TlosutuBHa TNosutnBHA
YEPX
HaiiGinblua HeBU3HAYCHA 10MILIKA <0.1 % . o -
He 6inbiue 0,2 % npu BHIYCKY T4 HANPHKIHLI
YEPX
T
Brpara B Maci NpH BUCYLIyBaHHI GP0143 0,2 % ue Oinbiue 2,0 %
KinbkicHuil BMICT METHINIPEAHI30IOHY 40,4 MI/MI 38.0- 42.0 Mr/ma (95 - 105 %)
YEPX
MR 1,0 % e Ginbuwie 3,0 % (npu Bumycky), < 4,4 %
YEPX (HanpuKiHLi TepMiHy IPHIATHOCTI)
MR-17-HS 0,7 % He Ginbme 1,9 % npw BUIYCKy Ta HANPHKIHII
VEPX ™
Yactku = 10 um €p 564 4acToK/ G BiZNOB. BUMoraM €Bp.Qapm.
Yactky >25 um €p 1 4acToK/ 1 sianoB. Bumoram €Bp.Dapm.
pH 76 7.0-8.0
CrepuibHICTb (03] Binnosinae BianoB. BuMoram €Bp.QPapm.
Po34HHHICTL Bi3yaibHO 19 cex He Ginbie 60 cex
Zarajipa KiISKICTb NPOAYKTIB po3nagy 1,7 % He Ginbwe 5,6 % (rpu BuIycky); < 7,3 %
VEPX (HanpUKiHLI TEPMiHY NPHAATHOCTI)
MeTranpeanizonon Z Mattox ansaerin <0.1 % He Ginbine 0,2 % npu BHIYCKY Ta HaNPHIHLL
YEPX T

Jlokyment € BJACHICTIO Ta poctynsuit 14 3ailicuenna Gisdec onepatiif, Ta po3rasity criBpoSiTsnkamMu KoMIMaHii Ta perynaTopHiMi opranamu. [lepeaaqa
AAHOTO JOKYMEHTY TPETiit CTOPOHI Ge3 NonepeaHboro y3roUkeHHS 3 HOro BIacHHKOM 3a60poHeHa.
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CEPTU®IKAT AHANI3Y
- MNOAN3EP MEHIOOEKYYPYHI BENLMISA HB
i Pﬁzer (rakox NOANIEP MEHIOOEKYYPUHT BENLTIS)
PEMKCBET 12, 2870 NYYPC-CIHT-AMAHAC
(paniwe NMYYPC BENBIIA)
TEN. +32 (0)3 890.92.11

Cony-MeaApoJT, IOPOLIOK T4 PO3YHRHUK (BOAA AR in'eKniil) A5 posuuny aas in’ekuidi no 40 mr/mn y paaxoni Tany Act-O-Vial
(aBoemmicuuit paaxon) Ne I (aKTHBHA PeHOBHHA: METHIINPE/IHI30,10H HATPII0 CYKUHHAT)

Homep cepii: NWO0748 [ara cTBopeHHsa cepTUdikaTy: 05-2026
ApPTHKYIL: FO00044325
[ara BupoOHULTBA: 03-2026
‘I'epMIH NIPHAATHOCTL: 02-2028 Creundixauin P0116001002EV
TECT MeTon ] pesyJibT. I OB [ JIMITH

Mapria: NLS08!1

Linm 3acBiAYYI0, L0 HaBeaeHa BuLLe iHPOPMALYis € ayTeHTUUYHOIO Ta AOCTOBIPHOW. Lleit npoayxT 6ys BUroTOBAEHUI (BKAKOMAIOYM NpoLecH
naKyBaHHA Ta MapKyBaHHA) Ta BU3HAHMWI BIAAISIOM KORTPOIIO AKOCTI BULLE3A3HAUEHOTO BUPOBHUYOTO YHACTRY TaKKM, LLIO NOBHICTIO BiANOBIAAE
Bumoram HBI MiCLieBI1X PErYNATOPHUX OPraxis TaBiANoBIAaE cneundikaui, wo 3aTeepaKeHa y KpaiHi-iMnoprepi, AKWO RPEnapaT iIMNOPTYETLCA.
Mpouecy BMpoBHULTBA, NaKyBaHHA Ta aHaNI3y Ha AKICTb By/iM NPOaHaNi308aHi Ta BUSHAHI TAKMMM, L0 BiANOBIAALOTL BUMOTam HBM.
YHiKa/bH1M HOMEPOM LbOTo cepTudikaTy aHaniy € kombiHawlis Homepy cepii, apTukyAy, cneuudikauii Ta aaTh BUnycKy ceptudikaty.

Po3mip napTii: 4964 ynakoBoK
PeecTpalliiiui Homep: UA/2047/01/01
Ykpaina - UA

Bci npoLecy BUKOHYBanuCh KBasihikoBaHMM NEpPCOHAIOM Mia HAarARA0M YNOBHOBAXEHO! ocobu.

EnekTpOHHMIA nignuc WycTin ebpiok
BiamiTKa npo 4ac BUNYCKy cepii: 22 tpasHa 2026 12:08:02
BiamiTia Npo 4ac Ha cepeepi: 22 tpasHa 2026 12:07:58

LlokymeHT € BIACHICTIO Ta SOCTYNHWIA ans 3piiicHeHnn BisHec onepauwii, Ta posraagy CRiBPOBITHMKAMK KOMNaHIT Ta peryNATOPHUMM OpraHamu.
Mepeaaya AaHOTO OKYMEHTY TPETii CTOPOHI 6e3 nonepeHLOro Y3roMKeHHs 3 Horo BAacHWkom 3abopoHeHa.
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CEPTUDIKAT BIANOBIAHOCTI
P NAOAAIEP MEHIOGEKYYPUHT BENBIIA HB
& Zer (takow NOANIEP MEHIO®EKYYPUHF BENBIIA)
PEMIKCBET 12, 2870 NYYPC-CIHT-AMAHAC
(pamiwe MYYPCBESbIIA)
TEN. +32(0)3 890.92.11

CoJly-Meapo.i, HOPOUIOK TA POIMHHHUK (BOAA Aas in'ekuiil) A posumny fst in’exniil mo 40 Mr/ma y duaxori Tuny Act-O-Vial
(nBoemuicuuii pnaxon) Ne | (aKkTHBHA peYOBHHA: METHJINPEHI30/10H HATPi10 CyKINHAT)

Homep cepii: NWO0748 [Oata cTBOpeHHs cepTudikaty: 05-2026
ApTHKYI: FO00044325

Jlata BupoOHHUTBA: 03-2026

TepMmiH NpUAATHOCTI: 02-2028 Cneuudikauia P0116001002EU

CEPTU®DIKAT AKOCT!

BupoBHuK BigNOBIAaNbHUIA 33 BUPOBRULTBO Ta KOHTPOb AKOCTI: ANBUCH AEKAAPALI0 BUpPO6HUKa
Homep nilensii: AnBUCH Aexnapauito supobHuka

Homep GMP ceptudikaty abo nocunanna EudraGMP: auBuCh Aeknapauilo BupobHuKa

BCi IpOLECcH BUKOHYBAMCh KBaNidiKOBaHMM NEPCOHANOM Mif HAFNAAOM YNOBHOBaXeHOT ocobu.

EnexTpoHHuA nignuc Wycrin Jebptok
BiamiTKa Npo Yac BUNYCKy cepii: 22 TpasHAa 2026 12:08:02
BiamiTka npo Yac Ha cepsepi: 22 TpasHa 2026 12:07:58

MianmMc YnoBHOBaXeHoi 0cobu

ari Xeptmanc 22 TpasHa 2026 07:29:043-0400
MpudunHa: 1 3aTBEPAKYIO Lei AOKYMERT

DokymeHT € BIACHICTHO Ta A0CTYnHWit Ana 3ajiiicHeHHa BisHec onepauwiit, Ta posrnsay cniBpobiTHUKAMK KOMNaHIT Ta PEryAsTOPHMMMU OPraHamum.
Mepenaya £aHOMO AOKYMEHTY TPETIN CTOpOoHi 6€3 NonepeiHbOro Y3roMKeHHR 3 HOro BNaCHUKOM 3a6opoHeHa.
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CEPTUGIKAT AHANI3Y
MOAUSEP MEHIO®EKYYPUHI BENLIIA HB

Cropinka 1 34

(takox MOAVNIEP MEHIOOEKYYPUHI BEILIIS)

PEWKCBET 12, 2870 NYYPC-CIHT-AMAHAC
(pariwe MYYPC BENLIIA)
TEN. +32 (0)3 890.92.11

Cosry-Mepo.1, HOPOIOK Ta PO3YHHAMK (BOAA UM in'ekuiil) nig posunny ans in’exuiii no 40 mr/mn y gaakoni Tuny Act-O-Vial
(nBoemnicunii guaxon) Ne 1 (aKTHBHA PeHOBHHA: METHIINPEAHI300H HATPIIO CYKIHAAT)

Homep cepii: NwW0748 Aara cTaoperna ceptudikaty: 05-2026
ApTHKYI: FO00044325
Hara BupoGnuursa: 03-2026
‘Tepmin npuaaTHoCTI: 02-2028 Cneuudikauin P0116001002EU
TECT MeTo] peayJibT. OB JIIMITH
1 l-keroMeTHANpeHH3010H 2 | -remicyKLHHAT <0.1 % He Ginpimie 0,2 % npu BUITYCKY T2 HaNpHKIiHLI
YEPX TI1
17-nesoxcn-21-anbaerin <0.1 % He Ginsiue 0,4 % npy BUNYCKy Ta HAIPHKIHUI
YEPX TI1
17-keTOMETHITIPEAHIZONOH <0.1 % ue Oubiue 0,2 % npu BUMyCKy Ta HANPHKIHLI
YEPX T
Iposopicte €o Binnosinae He Ginblie Hixk eTaroH nopisHAHAA 1
Konip pozuuny €D Bianosinae He IHTEHCHBHIILIE HiX eTaIOH MOpiBHAHHA Y5
(meron IT)
OZRHOPIAHICTH JO30BAHMX OJHHHIIL €O Binnosinae BiAnoB. BuMoram €pp.Dapm.
Onue Bisyansno | Binnosinae
Bin 6inoro xo maibke 6inoro xonsopy niodinizar
TIposopuit 6e3Gapsuuii po3uuH
Humep <01 % He Ginbiue 0,2 % Npu BUNYCKY Ta HANPHKIHII
YEPX TI1
Bakrepianbhi EHnoTOKCHHH Binnosinae Bianos.sumMoram €sp.Papm, (ue Ginbie 0,17
YEPX EO/mr)
HobyBanuii 06’eM [e) Binnosinae Bio, BuMoram €8p. Dapy
Mertunnpeadizonod E Mattox anbaeria <0.1 % He 6inpwe 0,2 % npH BUIYCKY Ta HANPUKIHL
YEPX T

Tloxyment € BIACHICTIO Ta mocTynauit 11ia 3ailicnenns Gissec onepalliif, Ta po3riay cniepoGiTHukaMu kOMNaHI] Ta perynsTopuuMu opranamu. Ilepenaua
JAHOTO IOKYMEHTY TPETil CTOPOHI Ge3 NOoNepeHbOr0 Y3ro/ukeHHs 3 HOro BIIaCHHKOM 3a60pOHEHa.




' Pﬁzer

CEPTUDIKAT AHARNIZY
MOAN3EP MEHIOPEKYYPUHI BENLIIA HB
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(Taxox NOAUIEP MEHIOOEKYYPUHI™ BEIBIIS)

PEVKCBET 12, 2870 MYYPC-CIHT-AMAHAC
(paniwe MYYPC BENbLIIs)

TEJ. +32 (0)3 890.92.11

Coy-meapoJ1, NOPOUIOK TA PO3YHHKAK (BOAA A iH'eKuiit) Ann po3unny Ans in’exuiit mo 40 mr/ma y pnakouni Tuny Act-O-Vial
(nBoemuicnuii paakon) Ne 1 (aKTHBHA peOBHHA: METHINPEAHI300H RATPII0 CYKIBHAT)

Homep cepii: NWO0748 Dara creopeHHa ceptudiraTy: 05-2026
APTHKYIL FO00044325
Jara supoOuuurea; 03-2026
‘I'epmiH npHAAaTHOCTI: 02-2028 Cneuudikauin P0116001002EU
TECT MeToj pe3y.asT. OB JIMITH
[nentudikallis METUIMTPEAHI30IOHY O®.CIIA | TosutusHa [To3utusHa
LneHTH(ikaList METHINPEHI30M0HY IozntuBHa Ho3utnbHa
YEPX
[1aii6inpIna HeBU3HAYEHA JOMillIKA <0.1 % . o .
He Oinbite 0,2 % npH BUNYCKY Ta HANPHKIHLI
YEPX
™
Brpara B Maci 1pH BHCYUIYBaHHi GP0143 0,2 % He 6inpie 2,0 %
KinokicHul BMICT METHIIIPEAHI3010HY 40,4 MF/ME 38.0- 42.0 Mr/ma (95 - 105 %)
YEPX
MR 1,0 % He Ginpe 3,0 % (pH BHIycKy), < 4,4 %
YEPX (HanpHKiHLI TEPMiHy NPUAATHOCTI)
MR-17-HS 0,7 % He Oinbie 1,9 % npy BUMycKy Ta HAOPHKIHLI
YEPX ™m
Yactku > 10 pm €o 564 Y4acToK/¢ BiANOB. BuMoram €Bp.Papm.
Yactkd > 25 pum cP 1 4acToK/ ¢t BiAnoB. BuMoram €pp.Papm.
pH 7,6 7.0-8.0
CrepunbHicTb [3¢) Binnosinae BijtroB. Bumoram €Bp.Papm.
PozunnHicTE BI3yaJIbHO 19 ceK He 6inblue 60 cex
3arayibHa KUIBKICTs NPOAYKTIB po3nany 1,7 % He Ginbwe 5,6 % (mpu BHycky); < 7,3 %
YEPX (HanpHKiHL TEpMiHy IPHAATHOCTI)
mMetuiipe/Hizonon Z Mattox ansaeria <0.1 % e Ginbite 0,2 % Nps BHMYCKY Ta HANPHKIiHII
YEPX TII

Jlokyment € BJIACHICTIO T1a nocTynuuii Ans 3aificHeHHs Gi3Hec onepauiit, Ta po3rnsy cniBpoGiTHUKaMH KOMIIaHii Ta perynsTopHuMu oprasamu. Ilepenaya
[aHOTO AOKYMEHTY TPETil CTOPOHI 6e3 NonepeaHs0ro Y3roDKEHRA 3 HOro BRaCHUKOM 3a60pOHeHa.
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CEPTUOIKAT AHANIZY
NOANZEP MEHIOOEKYYPUHE BEMbIIS HB
@ Pﬁzer (takox NNOANIEP MEHIOGEKYYPUHI BENBFIS)
PEVIKCBET 12, 2870 NYYPC-CIHT-AMAH[IC
(patiwe MYYPC BENbTIS)
TEN. +32 (0)3 890.92.11

Costy-MeapoJy, HOPOIIOK TA POIMHHHHK (BoXa A in'ekuii) Ans po3unny Ans in’exniii mo 40 mr/mia y gaakoni Tuny Act-O-Vial
(nBoemuicuuii guakon) Ne 1 (akTHBHA peYOBHHA: METHINPERHIZ0N0K HATPIIO CYKIAHAT)

Homep cepii: NWOQ0748 [faTa ctaopeHHna ceptudixary: 05-2026
ApTUKYI: FO00044325
Jlara BupoOHULTBA: 03-2026
TepMiH NPUAATHOCTI: 02-2028 Crneumdikauia P0116001002EU
TECT meron | pesymst. | OB | JIMITH

[apris: NL5081

L{MM 3aCBIAMYIO, WO HaseAeHa BUILE IHPOPMALIA € aYTEHTUUHOIO Ta AOCTOBIPHOI. Liei NpoayKT 6yB BUroTOBNEHMI (BK/IIOUaIOUM NPOLECH
faKyBaHHA Ta MaPKYBaHHA) Ta BU3HAHMI BiAAINOM KOHTPOAIO AKOCTI BUILLE3a3HAYEHOTO BUPOBHUHOFO YHAaCTKY TaKM, LLO NOBHICTIO BignoBigae
Bumoram HBM MiclEeBuUX peryNATOpHUX OpraHiB Tasignosinae cneuudikauii, Wo 3aTBEpMKEHa Y KPaiHi-imNopTepi, AKWO NpenapaT iMNopTyeTLCS.
Npouecu BupoBHMLITBE, NaKyBaHHA Ta aHaNi3y Ha AKICTb 6y NPOaHai30BaHi Ta BUSHAHKI TAKMMM, WO BiANOBIAAHOTL Bumoram HBM.
YHIKaIbHUM HOMEPOM Lib0ro cepTudikaTy aHanisy € KomBiHauis Homepy cepii, apTURyy, cneuudikauii Ta 4aTh BUNYCKY cepTudikaty.

Po3amip naprii: 4964 ynakoBOK
PeecTpauiituii Homep: UA/2047/01/01
Ykpaixa - UA

Bci npoueci BUKOHYBaMCh KBaNiGiKOBAHUM NEPCOHaN0M Mifl HArAAAOM YyNOBHOBAXKEHO! ocobu.

ENexTpoHHMIA nianuc WycTin Jebpiok
BigmiTa Npo Yac BUMYCKy cepii: 22 tpasHa 2026 12:08:02
BigmiTKka npo Yac Ha cepsepi: 22 TpasHs 2026 12:07:58

DokymenT € BAACHICTIO Ta pocTynHmit Ana sgiitcHerHs 6iHec onepauiit, Ta posraagy cnigpobiTHYKaMM Komnauil Ta peryfaTopHMmMy OpraHamu.
Mepesada f4aHOro AOKYMEHTY TpeTiit CTOPOHi 6e3 NonepesHboro y3roMmKeHHA 3 Horo Bnackukom 3aboporeHa.



Cropinka 4 3 4
CEPTU®IKAT BIANOBIAHOCTI

P NOAN3EP MEHIODEKYYPUHT BENbIIA HB
zer (takom NMPANZEP MEHIODEKYYPUHT BE/NbLIIA)

PEMKCBES 12, 2870 NYYPC-CIHT-AMAHAC
{paniwe MYYPC BENbLIIA)
TEM. +32(0)3 890.92.11

Cony-Meapo., BOponIoK Ta PO3YHHHEK (BOAA AAA in'ekuii) Ans po3unny Ang in’exuiii no 40 mr/ma y gnaxoni Tumy Act-O-Vial
(aBoemuicnuii duiakon) Ne 1 (aKTHBHA pe4OBHHA: METH/INPEXHI30IOR HATPIIO CYKUHHAT)

Homep cepii: NWO0748 [ata cTrBopeHHA cepTudikaTy: 05-2026
ApTHKYIL F000044325

JlaTa BUpOOHHLTBA: 03-2026

TepMid APUAATHOCTI: 02-2028 Cneundikauis P0116001002EU

CEPTUDIKAT AKOCTI

BupobHWK BiANOBIAaNbHUN 32 BUPOBHNLTBO Ta KOHTPO/Ib AKOCTE: AUBUCH AeKAapaLiio BUpobHuKa
Homep nileHsii: ausmce aeknapauito BUpobHUKa

Homep GMP cepTndixaty abo nocunanna EudraGMP: aueunch aeknapaLio BupobHmnxa

Bci npouecu BUKOHYBanUCh KBaAIGIKOBaHMM NEPCOHANOM NiJ HATNALOM YNOBHOBaXEHOT ocobu.

ENexTpoHHMA nigrnmc Wycrin flebplok
BiamiTKa Npo 4Yac BUNYCKy cepii: 22 TpasuxA 2026 12:08:02
BigmiTka npo yac Ha cepeepi: 22 TpaBHa 2026 12:07:58

Nianuc YnoBHoBax)eHoi 0cobn

¥aHi Xeprmanc 22 TpasHa 2026 07:29:043-0400
MpuuauHa: A 3aTBEPIKYIO LLeW JOKYMEHT

NokymeHT € BIACHICTIO Ta £OCTYNHUIt 41 3aicHeHHn 6i3Hec onepalyi, Ta po3rasay cniBpobiTHUKaMM KOMNaHI Ta PEryASTOPHUMM OpraHamu.
Mepepaya AaHOTO AOKYMEHTY TPeTill CTOpoHi 63 nonepeaHbOro Y3roWKeHHsA 3 HOro BaacHkom 3abopoxeHa.



Certificate of Analysis

@ Pﬁzer

PFIZER MANUFACTURING BELGIUM NV
(ALSO KNOWN AS PFIZER MANUFACTURING
BELGIUM)

RIJKSWEG 12
2870 PUURS - SINT-AMANDS
(FORMERLY KNOWN AS PUURS)
(BELGIUM)
TEL: +32 (0)3890.92.11

Page 1 of 4

Product Name: SOLU-MEDROL 40MG 1X ACT-O-VIAL WITH POWDER AND SOLVENT (WFI) FOR
SOLUTION FOR INJECTION (METHYLPREDNISOLONE SODIUM SUCCINATE)

Batch Number: NW0748

Material Number: F000044325

Date of Manufacture: 03-2026
Expiration Date:02-2028

Date COA Generated: 05-2026

Specification Name: P0116001002EU

TEST METHOD RESULT UNIT LIMITS

11-KMR 21-HS UHPLC <=0.1 % NMT 0.2 % TOR AND
EOSL

17-DESOXY-21-ALDEHYDE ~ UHPLC <=0.1 % NMT 0.4 % TOR AND
EOSL

17-KMR UHPLC <=0.1 % NMT 0.2 % TOR AND
EOSL

CLARITY PH EUR MEETS TEST NMT REFERENCE Il

COLOR OF SOLUTION PH EUR MEETS TEST NMT Y5 (METHOD 1)

UNIFORMITY OF DOSAGE ~ PH EUR MEETS TEST MEETS PH EUR

(UDU) UNITS BY MASS REQUIREMENTS

VARIATION (MV)

DESCRIPTION VISUAL MEETS TEST WHITE TO
OFF-WHITE
CAKE, A CLEAR
COLOURLESS
SOLUTION

DIMER UHPLC <=0.1 % NMT 0.2 % TOR AND
EOSL

BACTERIAL ENDOTOXINS  PH EUR MEETS TEST MEETS PH EUR
REQUIREMENTS
(NMT 0.17 EU/MG)

EXTRACTABLE VOLUME PH EUR MEETS TEST MEETS PH EUR
REQUIREMENTS

E MATTOX ALDEHYDE UHPLC <=0.1 % NMT 0.2 % TOR AND

EOSL

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third partieswitheutprion parmissiersissphibited.




Pﬁzer

Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
(ALSO KNOWN AS PFIZER MANUFACTURING
BELGIUM)

RIJKSWEG 12
2870 PUURS - SINT-AMANDS
(FORMERLY KNOWN AS PUURS)
(BELGIUM)
TEL: +32 (0)3890.92.11

Page 2 of 4

Product Name: SOLU-MEDROL 40MG 1X ACT-O-VIAL WITH POWDER AND SOLVENT (WFI) FOR
SOLUTION FOR INJECTION (METHYLPREDNISOLONE SODIUM SUCCINATE)

Batch Number: NW0748
Material Number: FO00044325
Date of Manufacture: 03-2026
Expiration Date:02-2028

Date COA Generated: 05-2026

Specification Name: P0116001002EU

TEST METHOD RESULT UNIT LIMITS

METHYLPREDNISOLONE UsP POSITIVE POSITIVE

IDENTIFICATION - IR

METHYLPREDNISOLONE UHPLC POSITIVE POSITIVE

IDENTIFICATION - UHPLC

LARGEST UNSPECIFIED UHPLC <=041 % NMT 0.2 % EACH

DEGRADATION PRODUCTS TOR AND EOSL

LOSS ON DRYING GP0143 0.2 % NMT 2.0 %

METHYLPREDNISOLONE UHPLC 40.4 MG/ML 38.0-42.0 MG/ML

ASSAY (95% TO 105%)

MR UHPLC 1.0 % NMT 3.0 % TOR; NMT
4.4 % EOSL

MR 17-HS UHPLC 0.7 % NMT 1.9 % TOR AND
EOSL

PARTICLES NLT 10MCM PH EUR 564 PART/CONT MEETS PH EUR
REQUIREMENTS

PARTICLES NLT 25 MCM PH EUR 1 PART/CONT MEETS PH EUR
REQUIREMENTS

PH POTENTIOMETRIC 7.6 707080

SOLUBILITY VISUAL 19 SEC NMT 60 SECONDS

STERILITY PH EUR MEETS TEST MEETS PH EUR
REQUIREMENTS

TOTAL DEGRADATION UHPLC 1.7 % NMT 5.6 % TOR; NMT

PRODUCTS 7.3 % EOSL

Z MATTOX ALDEHYDE UHPLC <=0.1 % NMT 0.2 % TOR AND

EOSL

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parties witheutprien permissiersisspeohibited.




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
(ALSO KNOWN AS PFIZER MANUFACTURING

BELGIUM) Page 3 of 4
I)/;ZEI' RIJKSWEG 12 o

2870 PUURS - SINT-AMANDS

(FORMERLY KNOWN AS PUURS)

(BELGIUM)
TEL: +32 (0)3890.92.11

Product Name: SOLU-MEDROL 40MG 1X ACT-O-VIAL WITH POWDER AND SOLVENT (WF1) FOR
SOLUTION FOR INJECTION (METHYLPREDNISOLONE SODIUM SUCCINATE)

Batch Number: NW0748 Date COA Generated: 05-2026
Material Number: FO00044325

Date of Manufacture: 03-2026
Expiration Date:02-2028 Specification Name: P0116001002EU

TEST METHOD RESULT UNIT LIMITS

BATCH: NL5081

| 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: 4964 PACKS
REGISTRATION NUMBER: UA/2047/01/01

UKRAINE - UA

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

Electronic Signature: JUSTIN DEBREUCK Lot Release Local Timestamp: 22-MAY-2026 12:08:02 Server
Timestamp: 22-MAY-2026 12:07:58

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parts ithemtsprion pormissiorsisspeohibited.




Certificate of Compliance
Manufacturer’s Declaration

PFIZER MANUFACTURING BELGIUM NV
Pﬁzer {ALSO KNOWN AS PFIZER MANUFACTURING Page 4 of 4

BELGIUM)
RIJKSWEG 12
2870 PUURS - SINT-AMANDS
(FORMERLY KNOWN AS PUURS)
(BELGIUM)
TEL: +32 (0)3890.92.11

Product Name: SOLU-MEDROL 40MG 1X ACT-O-VIAL WITH POWDER AND SOLVENT (WFI) FOR
SOLUTION FOR INJECTION (METHYLPREDNISOLONE SODIUM SUCCINATE)

Batch Number: NW0748 Date COA Generated: 05-2026
Material Number: F000044325

Date of Manufacture: 03-2026
Expiration Date:02-2028 Specification Name: P0116001002EU

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: JUSTIN DEBREUCK Lot Release Local Timestamp: 22-MAY-2026 12:08:02 Server Timestamp:
22-MAY-2026 12:07:58

Signature QP Delegate

Jani Hertmans

Jan I H e rtmans 22 May 2026 07:29:043-0400
REASON: | approve this document.

4957271b-5347-49a1-945b-a56c949e598¢

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parteswitheut«prienpermissisrsisspeshibited.



