JEPKABHA CHYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJItO 3A
HAPKOTUKAMU Y KWIBCBKIN OBJIACTI

npok. Ceitsmynoi Haaii, 3, M.Kuis, 02099, tei/paxce: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €EAPITIOY 37078774

BUCHOBOK
NMpo AKICTEL BBe3EHOT0 B YKpainy ikapenKoro 3acofy

29.11.2024 Ne 61277/24/106

KAPAYPA®

(HaliMCHYBaHIA JTiKapchKoro 3acoy, 3TN0 3 PecCTPaliiinM MoCRiAuCHITAM)
TabseTiy 10 4 mr, 1o 10 tabierex y Gaicrepi; no 3 Guicrepu B kapToiuiti yH2Kosui

(hopma BHITYCKY, JI03yBAHHS, BHJL ITAKYBaHHSA JTIKAPCLKOTO 3acoby)

Homep peeerpauiiinoro nocsixuenus UA/5972/01/03 eTpoKk piti pecerpauiitnoro nocsiucis 01.01:2099

Cepis nixapcnkoro 3acoby Ne 1.V 9964 Kimskicth BBe3cnoro nikapenkoro sacofy 160
Bupotiuk [paizep Mentopexuypunr okuneng I'm6X, Himcuunia

(naitmenynanns sHpoSHKa jtikapebkoro 3acoBy, kpaiHa HoXowkeHs)

Breseno B Yipaiiy Crinsne ykpaincoo-ecTonceske mimpueMceTso y Gopmi ToBapucTea
3 00MeKeH 010 BIUTOBIAAILHICTIO "Onrima-Papm, TT", izewrr. kou:
21642228

(raitmeriypanus Ta kog 3a €UPTIOV roprananol ocobk aGo npiserIC. iM'A, 10 Oarbkori diznaHoi
0co6H - mianpuemiLs, i Miclie IPOXMUBARKA Ta peecTpattiitHuii HOMep 0BNiKOBOT KAPTKH MiaTHITKA
HojaTkis abo cepisi Ta HOMep Nacriopra)

poroxoir sizyansnoro Kkontponio six 22.1 1.2024 N 3677/3.

3a  pesynbTaTaMM  JICPRABHOTO  KONTPOJIO  BCTANORAEHO, 110 Aikapebkuit  3aci6  meezeno B Ypainy 3

JOTPHMAHHAM BUMOI 3aKOHOAABCTRA LIOAO 3a0earicHeHHs AKOCTI JKAPCEKUX 3aC0BIB.

\.?‘,’Ei:") .




[Tepexknapg

«, TIOAV3EP MEHIO®EKYYPHHT 05.09.2004
o JOUYIEH/ TMBX .
w P ﬁzer MYCBAJIbAATD 1 CgopironsHe:
79108 GPAUBYPT IM BPAACTAY CECI/Tb WA KAPJT

HIMEYYHMHA Cropinka 13 4

CeptudikaT aHaJis

KAPAYPA®, Ta6eTku o 4 mr Ne10x3 y6aicrepax

Mpusnavenna: Yxpaina

Homep marepiany: F620512470 Cepis Ne: LM9964
JaTta Bupo6uuuTtsa: 11/06/2024 Tepmin npugaTHocTi: 01/06/2029
AnaniThvyHa npoueaypa: H000154404-05
Tecr MeTopa Honycrumi mexi PesysibTaT
OITHC (1 2.02) 12.02 Ta6aeTkH 6isioro Koabopy, poMGonozibHi, BignORiAaE
PesysawTaT ABOOMYKJI, 3 AiHi€I0 po3oMy Ta KoAoM «CN 4» 3
oZHoro 6oxy Ta 3 oroturnomM «Pfizer» 3 iHmoro
6oky
IAEHTU®IKALLA JJOKCA303UHY / TIIX
(1E=375) Bignosixae BuMoram tec i i
PeayanTar [2.373 / TIIX s Pt TY BiAnOBiZAE
12.379 / BEPX Yac yTpHMyBaHHA OCHOBHOTO Nika Ha signosigae

IAEHTUDIKALTA ME3UJIATY
NMPOTHBOIOHY / BEPX (12.379)
PesyskTat

XpoMmaTorpami BUNpo6yBaHOTO PO3YUHY
NOBMHHO BIANOBIJATH Yacy YTPUMyBaHHs
OCHOBHOTO IiKa Ha XpoOMaTorpaMi po3uuHy
MOPiBHAHHSA NIPH 0JIHAKOBUX YMOBaX

xpomaTtorpadyBaHHs

KIJIbKICHE BUBHAYEHHSA
JIOKCA303HHY / BEPX (D 135.041)
(CepeaHe 3HaYeHHs s 10 TabieTok D 135.041 / BEPX Cepe/lHe 3Ha4YeHHR AN 10 TaG/eTOK CTAHOBUTL 99
CTaHOBUTL) 95-105% Biz 3asB/IEHOTO BMiCTY
PesysnwTaT
JAOMIIIKH / BEPX {D 135.6)
KOXXEH BU3BHAYEHHWH TA
CMELUPIYHUN ITIPOLYKT PO3MALY:
UK-28,805 .

D 135.6 / BEPX < 1,0 % o BiAHOWIEHHIO 0 JOKCA303UHY <0,1
PesysibTar
UK-2,249 .

D 135.6 / BEPX < 1,0 % no BiJHOUIEHHIO 10 AOKCA303UHY <0,1
PesyanTar
KOXXEH HEBU3HAYEHHWH IPOAYKT
PO3NIALY .

D 135.6 / BEPX < 0,5 % no BiJHOWEHHIO 0 AOKCA303UHY <0,1
PesynbTar
3ATAJIBHA KIJIBKICTB

D 135.6 / BEPX < 1,5 % no BijHOWEHHIO 0 AOKCA303HHY <0,1
PesysanTaT

JIOTHU (W 1.0

BMICT.ED ( ) W 1.0 6,0 % MakcuMyM 4,4
PesyabTar
PO3YMHEHHS (D 27.21) D2g2Ly ¥
PesynbTar nicas 45 x8: Q=70% Bignosigae
CepeaHe 3HaAUEHHSA . - 98
Minimym ' - 97
Makcumym - 98
CTanzapTHe BIAXUJEHHA - 0,5
Cragia & 1

JIOKYMEHT PO3MJISAAETLCA AK BAACHICTL Ta GYB CTBOPEHNI AN onepanii GidHecy Ta A% neperasfy NpauiBHUKAMHU Ta NpeiICTABHUKAMK PEryJaTOPHUX Opranis,
PoanoBclopkeHs TpeTiM cTopoHaM 6e3 J03B0AY 3a60POHEHD. ,

/SK«*’ Qey M ‘ﬂf?f
/e L. wZC&L

emaedcs060 lnenTudixauniituuii Homep cneundikauii: 117978375 im'a LICRDE6P



MdAU3EP MEHIOGEKYYPUHT
AOUYNEHA IMBX
MYCBAJIbAAJIb 1

79108 GPAUBYPT IM BPARCIAY

HIMEYYUHA

05-09-2024
CdopmoBaHo:

CECIJIb WIJA KAPJ
CropiHka 23 4

CepTudikar aHaxisy

KAPAYPA®, Ta6aeTku no 4 mr Ne10x3 y6icTrepax

IpuaHaveHHs - YKpaiHa

Homep maTtepiany: F620512470
Jara Bupo6uuyrsa: 11/06/2024

Cepia Ne: LM9964

Tepmin npuaarHocti: 01/06/2029
AnanitTuuna npoueaypa: H000154404-05

Tect MeToa, Jonycrumi mexi PesyabTaT
OJIHOPIZIHICTb JO30BAHUX OAWHULb

OJIHOPIZAHICTb BMICTY . )

PesysibTat €sp. ®apm. 1. 2.9.40/ Bianosigac sumoram €sp. Papm. Bignosifae
Cepe/iHe 3HaYeHHA U 3.04 - 99,4
MiniMym - 97,9
MaxkcumyMm - 100,7
Crapgis - 1
KoediuieHT BigxuaeHHs - 1,0
OAHOPIAHICTb MACH €sp. PapmM. . 2.9.5 Bianosigae sumoram €sp. Gapm. Bignosisae
-[TIOJIOBUHKA TABJETKH

PesyJsibTaT

TEOPETWUYHA BAT'A TABJIETKH AP 240 Mr 240
PesyaeTat

CepTudikat aHanisy 6yB CTBOpPEHHIi BalilOBaHOIO CUCTEMOIO nic/s cxBasleHHs KepiBHUKOM BiAiNy KOHTpOJIIO sikocTi i € AificHuii 6es

nignucy.

HanucaHHs afpecH Ta TOWTOBOTO iHAeKcy BUpoGHHKa I daiizep Memtodexuypunr Jotiunens I'm6X 6ysio aMiHeHo Ta paHile Bijome AK

Taiizep MeHtodpekaypunr Joitunena 'm6X
Berpi6urerTe Opaitbypr

Mycganbaans 1

79090 dpaiibypr

BunpasjieHHs OUITOBOTO iHAEKCY Ta HalKcaHHA aipecH BUpo6HuKa Maitzep MeHwbexkuypunr JoHuien I'M6X He BOJIMBAE HA
MicuesHaxoMKeHHs BUpo6HUYol AiNIbHULI Ta He BIUIMBAE HA BMicT BUpOGHMYO] JlineH3il Ta ceptudixkaty HBIL

JIOKYMEHT PoarnAfaETLCS SK BAACKICTD Ta GyB cTROpenuit Ana onepaniit 6ianecy Ta Aas teperasy NPauiBHUKAMU Ta NPEACTABHUKAMAU DETYAATOPHUX oprais.

PosnosclofykenHs TpeTiM cTopoHaM 6e3 fo3sosty 3a6opoteno.

emaedcs060 {nenTudlkxauiiinuit Homep cneundixauii: 117978375 iM'a LICRDEGP




MOANSEP MEHIO®EKUYPHHT 05-09-2024
JIOMUJIEH I'MBX

% = Pﬁler MYCBA/IbA/D 1 Chiepuazano:

79108 GPAUBYPT IM BPANCIAY CECLIb LLIJA KAPJI

HIMEYYUHA Cropiuka 334

Ceptudikar BignoBiavocri

KAPJAYPA®, Ta6s1eTku no 4 mr N2e10x3 y6Jicrepax

MpusHayeHHs - Ykpaina

Marepian Ne: F620512470

Cepia Ne: LM9964

JaTa BupoGHMLTBA: 11/06/2024

TepmiH npugaTHoCTI: 01/06/2029

Buxia: 10300 yn.

JaTa BUNYCKY: 05/09/2024

Buxiani cepil: LH2245
Peecrpauiifine nmocBiguenns Ne: UA/5972/01/03
Haszsa gitoyol pe4yoBuHMU: JOKCa303MHY Me3naaT
Tun yrakoBku: Gaicrep

Hazewu, agpecu Ta HoMepH JsiilleHziit g1 BCiX ZiABHULL N0 BUPOGHHUUTBY Ta KOHTPOJHO AKOCTI JiKapcbKOro 3acoby:
Noaitzep Menodexaypunr Johuneny 'M6X, MycBaabgais 1, 79108 dpait6ypr Im Bpaiicray, HiMeuunna
DE_BW_01_MIA_2024_0007

Mikpo6iosioriyna uucrora:
-3araJibHa KiJIbKICTh aepo6HUX MiKpoopraHiamis, MeTos EBp. Papm. 2.6.12, rpanulli - He 6inbuwe 10 3 KYO/r;
-3araibHa KiIbKICTb Apiu/kiB/nuticusaBy, MeToy EBp. ®apm. 2.6.12, rpanuni - He Giabue 10 2 KYO /r;

-cneyivni Mikpoopraniamy, E.coli - meTos €sp. Papm. 2.6.13, rpanuni — BigcyTHi/T.
Ue TecTyBaHHS He NPOBOAUTLCA Ha KOXKHIH cepil; BiAnosigae BuMoram npu TectysanHi. Akwo B cepTudikaTi aHaniay He BKasaHi
pesyabTaTH Mo AaHOMY TECTy, le 03HAYAE, IO TECTYBAaHHSA HE NPOBOAMAOCH,

CeptudikaT sxocTi

Opranam Oxoponu 3/10poB's YkpaiHu
TAPAHTIAHUH JIMCT

fl, To#, XTo niAnKcaBcA HMXKYe, yNOBHOBaXKeHa ocoba daitzep Mentodexuypunr Joitunens 'M6X, Mycsanbgaib 1, 79108 dpait6ypr
Im Bpaiicray, Himeuunna, niaTBepXKyI0, 10 JaHWH NPOAYKT GYB BUIOTOBAEHUI ANg PUHKY YKpaiHH.

Mu rapaHTyeMo AKIiCTb UbOT'O NPOAYKTY Ta Te, L0 BiH 6yB BUrOTOBJIEHWI BiAnoBiAHO Ao npaBua HanexHol Bupo6Huyoi [pakTHky, B
pesysbTaTi yoro 6yB BUNyuleHui BignosigHuit CepTudikar ananizy,

Ue# cepTndikaT He Moxe 6yTH BIATBOPEHUI | NPU3HAYEH U TILKY A/ PETYASTOPHUX OpraHiB YkpaiHu,

Llnm sacBiguyto, o HaBeZeHa BULLe iIHPOPMaLlis € ayTEHTUYHOIO Ta JOCTOBIpHOW. Lis napTis npoAykTy 6y/1a BUrOTOBJIEHA,
BKJIIO4al0M¥ cTafil nakyBanHs/MapKyBaHHS Ta KOHTPOJIIO SKOCTI, Ha pUBeAEHOMY BULle BUPOGHHUITEI (ax) B NMOBHIN BiANOBiAHOCTI
Ao BuMor HBII MicueBrx pery/sTOpHHUX OpraHis Ta i3 cniennikalisaMy, 3apeecTpOBaHHMH B KpaiHi nprusHavyeHHA. Bukopucrana
cy6cranuia 6y/1a BUuroTosseHay Bignosianocri go HBII. TexHosoriunmii npouec, npouec ynakoBKH Ta JOKyMeHTallis 3 TEeCTYyBaHHs:
6y BUBYeHI Ta BUSHaHI TaKUMHU, 110 BignoBigawTs HBI1. Moxausi HacaigkH, BigXuaeHHs abo po3bixkHocTi 6ys10 MOroAXeHo.

Cepis 6yJsa BUMyllleHa YIIOBHOBaXKEHOI 0COGOI0.
Lie#t cepTudikaT 6y10 cTBOpEHO BaMiIOBAHOK CHCTEMOO Ta BiH € AilicHWM Ge3 pydHoro nignucy.
Enexrponunit nianuc: Xaxsin lsapy Micuesa BigMiTKa wWo4o AaTH BUNYcKy cepii: 05 BepecHa 2024 10:31:24

To3nauka yacy Ha cepBepi: 05 BepecHs1 2024 10:31:20

HAoKyMeHT PO3rIsAaEThes AK BAACHICTL Ta GyB CTBOPEHUHM A1 onepauiii GiHecy Ta And neperasy NpayiBHUKaMH Ta NPEACTAaBRUKAMK PErYASTOPHUX OPraHis,
Poanoacio>keHHA TpeTiM cToporaM 6e3 40380y 3a60pOHEHO.

emaedcs060 inenrudlaniitnuit vomep cneundlixauii: 117978375 iM'st LICRDEGP




MPAN3EP MEHIOGEKUYYPUHT 05-09-2024

) JOUYNEHA I'MBX . .
L P rer MYCBAJIbAAD 1 $opmoBaHo:

79108 GPANBYPT IM BPANCTAY CECI/Ib WIJA KAPJS
HIMEYYWHA CtopiHka 4 3 4

HanucaHHs afpecH Ta MOITOBOro iHAeKCy Bupo6HUKa [Ndaiisep MeHOpeKUyPUHT Jotiuneng 'mM6X 6yJ10 3MiHeHO Ta paHilte BiZloMe AK
Maitacp MenwoekuyprHr JoidneHs I'M6X

Berpiburrerte Ppaiibypr

Mycpanbganb 1

79090 Ppaiibypr

BunpaB/eHHs NOUITOBOTO (HAEKCY Ta HallMCaHHA afpect BUpo6uuKa [1paiizep MeHtodgeKkuypHHT Joitunenp 'M6X He BIIHBAE HA
Micle3HAX0PKeHHs BUPOBHMUOT AiNbHULI Ta He BIUIKBAE HA sMicT BUpoBHUYOI JiteHsii Ta cepTudikaTy HBIL

JloxkyMeHT po3rNAAAETLCA AK BAACHICTL Ta Gy® cTropeHuit 1aa onepauiit 6lanecy Ta Ana nepernaany ApariBHUKAMK TA MPEACTABHUKAMU PETYAATOPHUX opratia.
Posnosclogxe s TpeTiM cTopoHam 6e3 fo3sosy 3a6opoHeHo.

emaedcs060 inenTudixauiitnuit Homep cneunndikauii: 117978375 im'st LICRDE6P




GERMANY

PFIZER MANUFACTURING
DEUTSCHLAND, GMBH
MOOSWALDALLEE 1

79108 FREIBURG IM BREISGAU

05-SEP-2024

Generated By:
CECILE SCHIDA KARL;
Page 1 of 5

Certificate of Analysis
CARDURA 4mg TAB 3x10 BLS UA

Destination:

F620512470
11-JUN-2024

Material No.:
Manufacturing Date:

Ukraine

Batch No.: LM9964
Expiry Date:01-JUN-2029
Analytical Procedure: H000154404-05

Test Method Limit Result
APPEARANCE (I 2.02)
Result I 2.02 White, rhombus, shaped, conforms
biconvex tablets with
break score and code CN
4 on one side and Pfizer
logo on the other side
IDENTITY
DOXAZOSIN / TLC (I 2.373)
Result I 2.373 / TLC Meets test conforms
MESYLATE
COUNTERION / HPLC
(I 2.379)
Result I 2.379 / HPLC Shows an HPLC peak with conforms
the same retention time
and response as the
mesylate peak from a
reference sample of
doxazosin mesylate when
both are chromatographed
sequentially
ASSAY
DOXAZOSIN /
HPLC (D 135.041)
(Average of 10 individual
tablets)
Result D 135.041 / Average of 10 individual 99
HPLC tablets is in the range of

IMPURITIES / HPLC

(D 135.6)

EACH IDENTIFIED

AND SPECIFIED
DEGRADATION PRODUCTS

UK-28,805
Result D 135.6 / HPLC
UK-2,249
Result D 135.6 / HPLC

95 -~ 105 % of label claim

<= 1.0 % calculated with < 0.1
respect to doxazosin

<= 1.0 % calculated with < 0.1
respect to doxazosin

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.
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PFIZER MANUFACTURING
DEUTSCHLAND GMBH

MOOSWALDALLEE 1
79108 FREIBURG IM BREISGAU
GERMANY

05-SEP-2024.
Generated By:

CECILE SCHIDA KARL,

Page 2 of 5

Certificate of Analysis

CARDURA 4mg TAB 3x10 BLS UA

Material No.: F620512470

Destination: Ukraine

Manufacturing Date: 11-JUN-2024

Batch No.: LM9964
Expiry Date:01-JUN-2029

Analytical Procedure: H000154404-05

Test Method Limit Result

EACH INDIVIDUAL

UNIDENTIFIED DEGRADATION

PRODUCTS

Result D 135.6 HPLC <= 0.5 % calculated with < 0.1

respect to doxazosin

SUM OF DEGRADATION

PRODUCTS

Result D 135.6 HPLC <= 1.5 % calculated with < 0.1

respect to doxazosin

MOISTURE CONTENT (W 1.0)

Result w 1.0 6.0% Maximum 4.4

DISSOLUTION (D 27.21)

Result D 27.21 uv after 45 minutes: Q = 70 conforms

Average D 27.21 uv - 28

Min. D 27.21 uv - 97

Max. D 27.21 uv - 98

Standard Deviation D 27.21 uv - 0.5

Stage D 27.21 uv - 1

UNIFORMITY OF DOSAGE UNITS

CONTENT UNIFORMITY

Result Ph.Eur. 2.9.40 Meets Ph. Eur. conforns
/ U 3.04 requirements

Average Ph.Eur. 2.9.40 - 99.4
/ U 3.04

Min. Ph.Eur. 2.9.40 - 97.9
/ U 3.04

Max . Ph.Eur. 2.9.40 - 100.7
/ U 3.04

Stage Ph.Eur. 2.9.40 - 1
/ U 3.04

Coefficient of Variation Ph.Eur. 2.9.40 - 1.0

UNIFORMITY OF MASS -

OF HALF TABLET -

/ U 3.04

Documentation is considered PROPRIETARY and is made available for business operations and review by employees and

regulatory agencies. Distxibution to third parties without prior permission is prohibited.

Node: emaedcs060
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PFIZER MANUFACTURING 05-SEP-2024
DEUTSCHLAND GMBH Generated By:
MOOSWALDALLEE 1 CECILE SCHIDA KARL!

79108 FREIBURG IM BREISGAU Page 3 of 5§
GERMANY |

Certificate of Analysis

CARDURA 4mg TAB 3x10 BLS UA

Destination: Ukraine

Material No.: F620512470 Batch No.: LM9964
Manufacturing Date: 11-JUN-2024 Expiry Date:01-JUN-2029
Analytical Procedure: H000154404-05
Test Method Limit Result
Result PH. EUR. 2.9.5 Meets Ph. Eur. conforms
requirements
THEORETICAL WEIGHT OF
TABLET
Result AP 240 mg 240

The Certificate of Analysis was created by a validated system upon Head of Quality
Control approval and is valid without signature.

The spelling and ZIP code of the manufacturer Pfizer Manufacturing Deutschland GmbH
was changed and formerly known as

Pfizer Manufacturing Deutschland GmbH

Betriebsstaette Freiburg

Mooswaldallee 1

79090 Freiburg

The correction of the ZIP code and spelling of the address of the manufacturer
Pfizer Manufacturing Deutschland GmbH does not affect the localization of the
manufacturing site or have any implications on the content of the manufacturing
authorization and GMP certificate.

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.
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PFIZER MANUFACTURING 05-SEP-2024
DEUTSCHLAND GMBH Generated By:

gg'v;ggggﬂ MOOSWALDALLEE 1 - CECILE SCHIDA KARL
{ 79108 FREIBURG IM BREISGAU Page 4 of 5:
v GERMANY

Certificate of Compliance

CARDURA 4mg TAB 3x10 BLS UA

Destination: Ukraine

Material No.: F620512470

Batch No.: LM2964
Manufacluring Date: 11-JUN-2024
Expiry Date: 01-JUN-2029

Yield: 10300 EA

Date of Release: 05-SEP-2024
Source Lots: LH2245
Registration No.: UA/5972/01/03

APl Name: Doxazosin mesylate
Package Type: Blister

. Name, address and number of manufacturing authorization license of manufacturing and quality control site:

) Pfiz‘érvManufacturing Deutschland GmbH, Mooswaldallee 1, 79108 Freiburg Im Breisgau, Germany;
DE_BW_01_MIA_2024_0007

Microbiological testing: total aerobic microbial count (TAMC), method: Ph. Eur. 2.6.12, limit: max. 10° CFU/ g; total
combined yeast mould count (TYMC), method: Ph. Eur. 2.6.12, limit; max. 102 CFU/ g; specified microorganisms E.
coli, method: Ph. Eur. 2.6.13, limit: Absent/g.

This testing is not performed routinely, meets when tested. If no results are listed on the CoA, testing was not
performed.

Certificate of Quality
To the Health Authorities of Ukraine

GUARANTEE LETTER

I, the undersigned, qualified person for the Pfizer Manufacturing Deutschland GmbH, Mooswaldallee 1, 79108
Freiburg Im Breisgau, Germany confirm that this product was manufactured for the Ukrainian market.

We guarantee the quality of this product was manufactured according to the rules of Good Manufacturing Practice
and the appropriate Certificate of Analysis was issued.

This certificate may not be reproduced and is solely destined to the Governmental Authorities of Ukraine.

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.
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PFIZER MANUFACTURING 05-SEP-2024 .

DEUTSCHLAND GMBH I Ganerated By: |
MCOSWALDALLEE 1 / CECILE SCHIDA KARL
79108 FREIBURG Ty BREISGAU Page 5 of 5.

GERMANY

I hereby certify that al| the manufacturing stages, including packaging / labeling and quality control, of this batch
of finished product have been carried out in full compliance with the GMP requirements of the EU and with the
requirements of the Marketing Authorization(s) of the destination country/countries. The above information is
authentic and accurate. The corresponding active ingredient was manufactured in compliance with GMP. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. Any
investigations, deviations and discrepancies have been approved.

This batch has been released by a Gualified Person.

This certificate was Created by a validated system and is valid without manual signature.

Electroni‘c'Signéture: Jacqt.‘lelinelschwérz Lot Rélease Local Timestémp: O5-SEP;2024 10:31:24 Server
Timestamp: 05-SEP-2024 10:31:20

formerly known as

Pfizer Manufacturing Deutschland GmbH
Betriebsstaette Freiburg

Mooswaldallee 1

79090 Freiburg -

perations and review by employess and

UK ati i -onsidered PROPRIETARY and ig made available for business o ns.
Docurentation is consi ere d o ot

regulatory agencies. Distribution to third parties without pricr permission
Instarce Namz: LICRDE:D
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