JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

12.02.2026 Ne 5462/26/10

EJIIKBIC

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
Ta0JIeTKH, BKPUTI IJIIBKOBOI0 000/10HK 010, 110 2,5 mr;no 20 Tabaerok y daicrepi; mo 1
OJicTepy y maumi 3 KapToHY

(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsigaenns UA/13699/01/01 ctpoxk nii peectpauiitnoro noceiguenns 01.01.2099

Cepis nikapeskoro 3acoby Ne NE3784 Kinekicts BBe3eHOro nikapeskoro 3acody 3373
Bupo6HuK Iaizep Mentodexaypunr Hoiranens 'm6X, Himeuunna
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHCbKO-eCTOHChKe MiANPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BignosinaasnicTio "OnriMa-®apm, JIT/A", inenr. xon:
21642228

(naiimenyBanns Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npiseuie, im'a, o 6aTekoBi (izHyHOT
ocobw - minpremns, i Miclie NpoKHUBaHHS Ta peecTpaniiiHuii HoMep 00IiKOBOT KapTKH MIIATHHKA
nojaTkiB abo cepis Ta HOMep nacrnopTa)

Iporoxou Bisyansnoro xonrpouo six 11.02.2026 Ne 0299/10.

3a pesyneTaTaMM JIep:KABHOTO KOHTPOIMIO BCTAaHOBJIEHO, INO JiKapchkuii 3aci6 BeeseHo B VYkpainy 3
JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA IOA0 3abe3MedeH A AKOCTI iKapchKHX 3aco0iB.

_ Omera EPBOMEHKO

(minrmac) {iHuiamH T8 npisnMie)

TRIAL MODE - a valid license will remove this message. See

ds property of this POF for maore information.
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HEPEKJIAL

Enikpic, TabneTxu, axpuri naizkosok 0600HKo0, N0 2,5 Mr (1 6aicrep no 20 TaéneTok)

Koa npoaykry No: FO00066148
Cepis Ne: NE3784

THonmep cocundikauii: g, N
Aata wupoGrunrsa: 03.06.2025
Tepmik npwaarrocti: 31052028

oxiyni naprii: MK7584 - H000021713

CEPTH®IKAT AHANIZY

NHARIEP MEBIDOERNYEHAL JIORUAEN/L TMEX

Mycuanuant, §

79108 dpafGypr Iu Gpaticray, Hisicunina

TECT FPAIKLL METOA PesyanraTi
locknanig na cnetiglkanivo . - H000012199-04
omnsc HowTi, kpyeai, AynonyKai TABRETKH, BXPUTI i i i
oGonoiknie, 3 rpasilosanits «893» 3 ofHoere Goky Ta «2
1/2» ~ % Inatoro,
laenTrlxauls anikcaban - 14 CNeKTp apaaka MATOWIAAEC CHEKTPY Apaska NoPIHRANHA 250460(5) wlanoslpae
5315A (G)
14-NNBR
IpenTidnxais anikcabme - BEPX Hac yTpusyngainis raansore Riky 1ta XpoMaTorpaMi 95011145(5)  |viannuigac
APAIKA uiANDIZAC HACY YTRRMYBANS 163 xpoMaTorpami |BERX
cTanaapty
Kinuxiche mtanavenin - BEPX 95,0-105,0% nin sannaenoi klavkoet! (2,37-2,628r /518 [95011145(5)  [97.4%
2,5 Mr) BEPX
QANAPIARICTS Z030RAHUX OTURHEL nignon. sEMoraM gliovora nranns Espbaps/ &, CUIA/  [€sp.dapu./ &, [nignonigae
Qanopinicts saicty BEPX Ansb, CLIA/ Ain,
95011145(8)
356X (G)
BEPX
Poanajantz Enp.Dapm./ b,
Peayanrar He Gibie 10 38 CHiA/ fnd, aijuioninae
K-Th NHKOPHCTAHKX 3PAAKin . 0121(G) H/3
uac posnagInIn 5x1

CepTiiliat seetepouatio saniansaitols encTemolo | sl € aditerin Ges dlawuoro nignucy

aneci a
amlieno | 0 toro nipome Ak

[1gaiiaep Memoderypine dofiunena 'méX

BerpiGmrerte hpaiitype
Myceannaans 1
79090 dpaiifypr

nieft fugexe Alawgnul Pzer N D

land Gmhbi {Npasiaep

Buipansenia somToxnra naekcy

anpeci y
BUPOGHHKA A60 MAE G-Ik HACAHAKH Ha IMICT RBABOAY HA RIPOOHILTEO Wi ceprudiicrr HBI1,

Ngaitacp Meniod

hexnyp JDoliwneny THGX) Gyno

Jlofiunenn FMOX e amanias #a micie anaxopxenms

P
Caprusix

Rinacra-Teapriva Crerywellt
areepnaRo uaslAcmaNOK GETeMON | Bl € ZillcHIn Gen divpikor Iazcy

TH mwicrn

B v prot Uy wan i G/



1OARIED MENIODERYYPRHT AORYAEIATMEX
Mycuanuant §
79108 BpafiGypr i pacray, lisewinmia

CEPTHOIKAT BIANOBIZHOCTI

Enikuic, Ta6neTKu, BKPAT NAIBKOBOI 06osIoHKOwW, To 2,5 MF (10 20 TabreTox 8 6xicrep, no 1 6alcrepy y Kaprounli
xopo6ui)
Kpaina npuanasennn: Yepaina

Kon ripoaykTy: FO00066148

Cepiss No: NE3784

Dara mpobistursn: 03.06.2025

Tepuin npuaaTHocTi: 31.05.2028

K-To nstoyutena: 74210 yn

Hara muuyeky: 18.11.2025

Pecerpanitne nocsianesms Na: UA/13699/01 /0L

Hladka tisotrel pettonstit: anikcuGar

Tun ynaKonx: Gaictep

Aikapenka hopsa: TABACTKIE, BEPIT HAIBKOBOLO 060ANITKOI0

Hoait, AAPECt Ta H0MEPM Alzenalt zan 3elx LAIIOK 10 YIPOBIHLTDY T0 KOHTPOAID AKOCT] IpEIOpATY:

Batnyex cepil: lpattacp ypane sz TMOX, M 1

79108 dpaftGypr I Bpatteray, HiMesrina;

OF,_BW_01_8A_2025_0070;

MixpoS6iosoritka wnecroTa:

aranniit sMIeT acpoiums BaxTeplit, Merod Eup.dap, 2.6.12; rpankil ~ te Giatue 10"KYO/:';
aaran ki et gpingokin, Merogt Expabaps, 2,6.12; rpansi ~ ne Glabute lO’KyO/r;

« E.coll - MeTop Cup.daps, 2,6.13; Fpansiud - sigeyrii v 1 e

[e TecTyBat He BPOBOAHTSEA 1a kowili cepli; vianonigac vuMoram epi Tectybalt. Slikmo 1 copTidikaTi aaniiy ve ukanaNi peaYALTATH B
AQIOMY TECTY, UE 0RAUAT, U0 TECTYBANNE 1te APOBOAKAOCE.

CepTudikat sxkocth
Opranas Oxopoku 3opos's Ypainu

FAPAHTIANUR IHCT

51, Toit, XTo NiAmHCaBCs MHKSe, yrostosakena ocofa Hdaitiep Memogexuypuar doitwaena 'ueX, Mycraangans 1,
79108 dpakiGypr I Bpaiicray, HiMesussia, NiATIEpAKYI0, W10 Akt ppoAyKT 6yt wrnTosaeniti At pistky Yrpaiau,

M3t rapaHTyeN0 AKICTL 46T TPOAYKTY Ta Te, 1o kil Gys BUraTOWAEHK i, 1o npanka Ha I i TIpaxTsixa, & peayantarl
yora Gyn sinyneruii pigtoniunit Cepritdikat ananlzy,
Thiaano: Tioaetn-Teopritn Cremiedt TR arcranons 2025 14:59 33

CeprudilKAT AreREPOIAIO RAALAOIINGID CHETCMOI0 | 191E € AICHI 663 i awrntore Hlkmey



(0ANZED MERIOGEIYPRIE AORSUIEHA IAEX
Mycuanugan, 1

R, 79100 dpaiGype In Bpaftcray, Rixewunna
, .
& Pfizet

Ueit cepridpikaT we Moxe GYTH RIATBOPEHIIN | TpRIRacuItl TIAhKH JAR PETYARTOPHIX oprasin Yrpaimir,

Ll sacuizsyio, 1o shuLe i is ¢ ny T p Ll RAPTISt (POAYKTY BYAR BHIDTOBACII, BXAIOSALOMH CTALT
Ta sKaeTE, 180 mte i (ox) 18 towHill i 0 smor HBIE micucenix
PerYARTOpHIX opranin T i i R KpniHi N . st Gyas AT
i i i 2o HBIT, Te: i nponee, TPellec YIUKOBKY Ta JOKYMEHTAILT 5 TCCTYBANHA GYAH BUNICHI TA MISHaHT TAXHAMMR, 110
vianouizatote HBIL Moxanni iacaiks, b, abo i i 6yao
Haourcanis nacen na uotarosuil jisicke sy T tiautsig Plizer M ing L GmbH {Mait: YT
Loitaacitz TNBX) Byao amitieno i 20 usorn nione sk
[gsntisep Mewiodetorypinie doticaciy FMGX
Berpifinrerte GputtGypr
Mycunaavaass 1
70090 dpoitbypr
iHgeKey T aapecit ny Mepustsep qiexy il TMGX He pranmae wa Micue

i P!
IHAXGAACERHS HPOGHIIE 060 MAE BYThestii HACALAICH W@ SMICT JIDIROAY 1t WHPOGHHITKO i cepritdpitcar HRIT,

Bunyugeno: Mapkyc Bpaitrsayar
JRara moyeky: 18.11.2025 12:20:49
Coprndiikat 3rercpoRINO BANIIIOBANOIO CHCTEMOI0 | Hi € plitcHim Gea diauunoro ey

Tinann Thaneta-Troprira Grerynets TH AkcTornAe 2025 145933
COpTIIKAT SrCnEpANIID RASTAMINEI0 CHETENRME | 1N ¢ AUfleIm Gea dhizisTo Higaney






PFIZER MANUFACTURING
DEUTSCHLAND GMBH

b P Ze r MOOSWALDALLEE 1
79108 FREIBURG IM BREISGAU, GERMANY

Certificate of Analysis
Material Number: F000066148
Description: ELIQUIS 2.5mg TFC 1x20 BLS UA
Batch: NE3784
Specifications Reference See below
Number:
Manufacture Date: 03-Jun-2025
Expiration Date: 31-May-2028
Source Lots: MK7584 - H000021713
Test Specification Test Method Result
Specification reference - - H000012199-04
Description Yellow, round, biconvex fim Visual Conforms

coated tablets with "893"
debossed on one side and "2

%" on the other side

Identification Apixaban IR The spectrum of the sample 250460(S), 5315A(G) Conforms
conforms to the reference /IR (ATR)
spectrum

Identification Apixaban HPLC The retention time of the 95011145(S) / HPLC Conforms

major peak in the sample
chromatogram corresponds
to that in the standard

chromatogram
Assay Apixaban 95.0 - 105.0% of label (2.37 - 95011145(S) / HPLC 97.4 %
2.62 mg/ decl. 2.5 mg)
Uniformity of dosage units, Content Complies with harmonized USP-NF 2 Ph. Eur. Pass
uniformity requirements (USP / Ph. Eur. 2 JP, 95011145(8),
1 JP) 356X(G) / HPLC
Disintegration USP-NF & Ph. Eur.
2 JP, 0121(G)
Result NMT 10 min Conforms
Amount of units used - N/A
Disintegration time - 5 min
Issued By: Violeta-Ghiorghita Steguweit Date of [ssue: 18-Nov-2025 14:59:33

This certificate was created by a validated system and is valid without manual signature.
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PFIZER MANUFACTURING
DEUTSCHLAND GMBH

B P Ze r MOOSWALDALLEE 1
79108 FREIBURG IM BREISGAU, GERMANY

Certificate of Analysis
Material Number: F000066148
Description: ELIQUIS 2.5mg TFC 1x20 BLS UA
Batch: NE3784
Specifications Reference See below
Number:
Manufacture Date: 03-Jun-2025
Expiration Date: 31-May-2028

Source Lots: MK7584 - H000021713

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.

Issued By: Violeta-Ghiorghita Steguweit Date of Issue:  18-Nov-2025 14:59:33

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

Page2of 5



PFIZER MANUFACTURING
DEUTSCHLAND GMBH
MOOSWALDALLEE 1
79108 FREIBURG IM BREISGAU, GERMANY

= Pﬁzer

Material Number:
Description:
Destinations:

Batch:

Manufacture Date:
Expiration Date:
Quantity Manufactured:
Date of Release:
Registration Number:
APl Name:

Package Type:
Dosage Type:

Name, address and number of manufacturing authorization licenses of all manufacturing and quality control sites:

Pfizer Manufacturing Deutschiand GmbH, Mooswaldallee 1, 79108 Freiburg Im Breisgau, Germany; DE_BW_01_MIA_202

5_0079,

Certificate of Compliance

F000066148
ELIQUIS 2.5mg TFC 1x20 BLS UA
Ukraine
NE3784
03-Jun-2025
31-May-2028
74210 Each
18-Nov-2025
UA/13699/01/01
Apixaban
Blister

Film Coated Tablets

Issued By: Violeta-Ghiorghita Steguweit

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

Page 3 of §

18-Nov-2025 14:59:33



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

J. . 4 Pﬁ Ze r MOOSWALDALLEE 1

79108 FREIBURG IM BREISGAU, GERMANY

Certificate of Compliance

Dosage form: film-coated tablet

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.

1 hereby certify that all 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 Authorisation(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 Qualified Person.

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.

Issued By: Violeta-Ghiorghita Steguweit Date of lssue: 18-Nov-2025 14:59:33

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

Page 4 of 5



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

)2 P Ze r MOOSWALDALLEE 1
' 79108 FREIBURG IM BREISGAU, GERMANY

Certificate of Compliance
Dispositioned By: MARKUS BREITHAUPT
Disposition Date: 18-Nov-2025 12:20:49

This certificate was created by a validated system and is valid without manual

signature,

Issued By: Violeta-Ghiorghita Steguweit Date of Issue: 18-Nov-2025 14:59:33

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

Page 5 of 5
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