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

09.02.2026 Ne 4804/26/10

EJIIKBIC

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
TabJIeTKH, BKPHUTi ILTiBKOBOI0 000/10HK010, 10 5 Mr; 110 20 Tabierok y 6Jaicrepi; mo 3 6aicrepu
y navui 3 KapToHy

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

Howmep peecrpauiitnoro nocsigaerns UA/13699/01/02 ctpoxk nii peectpauiitnoro noceinuenns 01.01.2099

Cepis nikapeskoro 3acoby Ne NG4910 Kinekicts BBe3eHOro sikapeskoro 3acody 720
Bupo6HuK Iaizep Mentodexaypunr Hoiranens 'm6X, Himeuunna
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHCbKO-eCTOHChKe MANPHEMCTBO Y (opMi 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 Micie NpoKHUBaHHS Ta peecTpaliiiHuii Homep o0ikoBOT KapTKH MIIATHHKA
nojaTkiB abo cepis Ta HOMep nacrnopTa)

Iporoxou Bisyansnoro xonrpouao six 09.02.2026 Ne 0248/5.

3a pesyneTaTaMM JIep:KABHOTO KOHTPOIMIO BCTAaHOBJIEHO, INO JiKapchkuii 3aci6 BeeseHo B VYkpainy 3

JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA OO 3a0e3MeueHH AKOCTI IIKapChKHX 3aC00iB.

_ Omera EPBOMEHKO

(minrmac) {iHuiamH T8 npisnMie)

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

ds property of this POF for maore information.



NOARIEP MEHIOBEKHY PHHT JOWMARHA TMEX
Mycranbaaas 1

79108 dpatiGypr im Bpaticray

Himewynna

W Pfizer
MEPEKNAL

CEPTHOIKAT AHANIZY

EntikBic, TaG/1eTKH, BKPHTI IIIBKOBOIO 060J/I0HKOK, 110 5 Mr (0 20 Ta6/eTox B 6aicTepi, no 3 6aicrepuy
KapTOHHIM Kopobui)

Marepian N&: FO00066149

Cepin No: NG4910

Homep nocuaanHs Ha crietbikauiio: ans. Hinkde
Jlata supoGuuursa: 04.08.2025

Tepmin npuaarsocrh: 31.07.2028

BuxiaHuii aom: MW3470 - H000021714

TECT TPAHHII METO/ PesysibTaTH
Nocunarig Ha criegudikauiio |- - H000012199-04
Onuc Paoxesi, oRansHi, ABOANYKAI TAGAETKY, RKPHT] Bisya/sbHHH signosigae
niBKOROK 060AOHKOK), 3 rpaRiloBaHHAM «894» 3
oaHoro Goky Ta «5» 3 iHmoro,
lnenTudicauis - 14 CnekTp 3pa3ka BIANOBIAAE CEKTPY apaaka 250460(S) signosigae
nopiBHAHHA 5315A (G)/I4
nenTudmiaiin - BEPX Yac yTpUMyLRAHHA TONOBHOTO THKY HA 95011145(S) Bignosifae
XpoMarorpami apaska sianosigae yacy BEPX
YTPHUMYBAHHS Ha XPOMATOTpaMi CTaHAapTy
Kinbkicre suanadenns - BEPX  [95,0-105,0% i 3ansenoi Kisbkocti (4,75- 95011145(S) 98,6 %
5,25Mr/mna 5 mr) BEPX
QAHOPIAHICTb A030BAHUX BiAnoB. BUMOFaM Jlilo4oro suaanHs £ap.dapm./ ®.|Esp.bapm./ . BiAnosijae
OfIMHHI(L, 0AHOpPiARICT BMicTy {CHIA/ An.d. CllA/ And.,
95011145(S)
356X (G) BEPX
poanaganHs Enp.dapm./ d,
ClIA/ find.,
0121(G)
Peayanrar e Binnie 10 xB Bianosigae
K-Tb OAMHH L 5 H/3
4ac pasnafaHHs . 8xn
ageci Ha Inacke ung Riavinui Plizer GmbH ({ipaitacp Metngexaypine Hofvaciu THEX)

Gyao yvineHo i no woro ninone nx Tihaitsep Mentoperuypinr dotuacsn MGX !}:‘rp\ﬁmre-rrc dpafiGypr Mycnaanass 179090 dpalifypr
ingexey T agpeci ligpaacp Lol 'MBX 11C BIANBOG 3A MICUE INAXDLKEIL
WHPOGHITKA 000 MaE GYAh-1rKl HACALKH 1R IMICT 03HOAY HA BHPOGHHILTHO 't cepmdikar HBN.

Buaasio: Capa Sinfcp
Lets Gym 3

Hara: 27 aucrottaun 2025 13:00:03
1 € nistertn Gea dpiasrrioro mianmcy




S P/?Zer

CEPTHOIKAT BIANOBIAHOCTI

NOAHIEP MEHIOOEKYY PHHT JOAYNEHA TMEX
Mycranhaann 1

79108 dpai6ypr IM Bpakcray

Himeyunna

Eniksic, Ta61eTky, BKPUTI NiBKOBOI0 060/10HKO10, 10 5 Mr (110 20 Ta6aeToK B 6aicTepi, no 3 6aicrepuy

KapTOoHHIi Kopo6iui)

Kpaina npuanavenns: Yipaina

Marepiaa No: FO00066 149
Cepin Ne: NG4910

Hara supobunnrnn: 04.08.2025
TepMin npuaariocti: 31.07.2028

K-rt BripoGaeHa: 46188 yi

Java Bunycky: 27.11.2028
Peectpauiitue nocsiavenns Not UA/13699/01/02
Haanpa gilouoi pevosuay: anikcabau

Tuir yoaxkoBkst: BaicTep

Aixapcska opMma: TabACTKH, BKPHTI TAIBKOBOIO 0BOAOHKOIO

Hasen, anpecu Ta HoMepu aitcH3ill aan Beix giastok no BIPOSHIMUTEY Ta KOHTPOAIO stkocTi Rpenaparty:

Mepaiiaep Mentodrexuypunr Jolivaenn M'M6X, Mycsaabaaas , 79108 dpnitbypr I Bpaitcray

Himerotuna

DE_BW_01_MIA_2025_0079;
MikpoGionoriuna yucroTa:

-3arannHuii amicr aepobrum Gaktepii, Meton Erp.bapm. 2.6.12; rpanuul - He Ginbuie 103KYO/r;
-Aaraabuuit aMict apbraxis, metoa Eap.dapm. 2.6.12; rpanutli - He Ginbure IOZKYO/r;

- E.coli - MmeToa €pp.dapm. 2.6.13; rpanuui - siacytnis 1r.

Lle TectyBaHHA He NPOBOAMTELCA Ha KOXHINH cepii; BiANOBiAae BUMOraM npy TectyBaHHi. SKio B cepTrdikaTi aHanisy He

nKalani PEIYAbLTATH N0 JaHOMY TECTY, Le 0IHAYaE, U0 TeCTYBAHHA He NPORDAUINCH,

Ceprudikar skocri
Opranas Oxoponn 3aopon's Yrpainu

TAPAHTIRHWIA TUCT

A, Tok, xTo niAnUcanca HHKue, yosHoBaKeHa ocoba Tlpatizep Metadexuypunr Joitunena PM6X, Mycranbaans 1, 79108
GpaiiGypr 1M Bpaticray (HiMeuuuna), niaTaepaxyio, o faHui npoaykT 6ys suroToanenuit A puHKy Yrpaiuu.
Mu rapanTyemo aKicTh LbOro IPOAYKTY Ta Te, WO BiH GyR BUrOTOBACH K RIANOBIAHO A0 npasua Hanexwoi BupoGuuyol

MpakTykm, B peayabTari Yoro Gya Bunymenui BianoBiaHui CepTudikar ananiay.

Risasta: Capa 3inbep
Uett ceprachinnT Gyn sreHeponamil citcremor | ¢ ilcmsin Ge3 dhiswenoro miamicy

Hara: 27 ancronaan 2025 13:00:03



1OARIEP MEHIO®EKUYPHHT OHUNEHA TMEX

s

ot N Mycoanbaans 1

o Plizer 79108 GpaiGypr 1M Bpakicray
HiMewynna

Uit cepTHANKAT HE MOXKE GyTH BiATBOPEHUH i npuaHAYCHHIL TIABKY AR PCIYAATOPHUX oprauis Vrpaiuu.

Llum 3acBiftyio, Lo HaBeACHa BRUE iscpopmaltist € AyTEHTHUHOW Ta nocrosipioto, s maptis TPOAYKTY Byaa
BHFOTOBACHA, BKAIOHAIOHH CTaLl TaKyBaiHs /MapRyBRHHA TA KOHTPOAIO SAKOCTi, HA NPHBEACHOMY BHIUE BUpOBHULLTE
(ax) B oBHilk pianonianocti 1o BuMor HBIT MicleBUX PEryAaTOpHUX opranis Ta ia cnewd: i
gpaili HpPH3HAYeHIA. Buxopucrana cyGeramiis Gyana pHroTOBACHA Y pignonianocri ao HBIL. Texnoaorimii Ipouec,
TPOLEC YNIAKOBKH TA JIOKyMEHTALs 3 TECTYRARHS Byan BHRUEH] TA AuanaHi TaKuM, o RignosigaoTs HBIT MomanBi
HacALIKY, BixxHAenns a6o poabixitocti 6yA0 MOroARENI0.

, 3PCECT] B

Harcatiis ajtecii 1a IomToBHi ileKe pupobitol giabim Pfizer Manufacturing Deutschland GmbH (Idattaep
Meriodieruypynr JlofuacHn M6X)

Gyao aMilneno i 1o nLora pinome six INepatisep Menioekuypuir Toiuaenn I'6X Berpibuurerre dpaitbypr MycnoALRaAL
179090 dpaibypr

BUNPaBACHHSH TOLITOBOTO HACKCY Ta HanycaHHs anpecy BipotHuka IMakacp Mentothexaypunr ol aeHa ™™BX He
BIANBAC 112 MICKE 31AX0KEINS Brpobinika a6o mac Syab-AKi HACAAKI 13 aMicT L03B0AY HA BHPOBITHIITBO it
ceprudixar HBIL

TapTis Gy/1a BUAYLEHA Y TOBHOBAKEHOIO 0co6olo.

BunyuieHo! Mepsim 'papa
JlaTa BHIYCKY: 27 aucranana 2025 12:30:29
Liett ceprudiixar 6yB sresepopaiiit cHCTEMOIO i ¢ pittcrum Bea disiurore mianucy

Busnto: Capn 3iMGep Tnva: 27 Anctoniaan 2025 13:00:03
{1ef copTHdikaT By Srchieponil cieTomoro | ¢ uficiins 63 dpizistiona ulauicy



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

F o P ze r MOOSWALDALLEE 1
78108 FREIBURG IM BREISGAU, GERMANY

Certificate of Analysis
Material Number: F000066149
Description: ELIQUIS 5mg TFC 3x20 BLS UA
Batch: NG4910
Specifications Reference See below
Number;
Manufacture Date: 04-Aug-2025
Expiration Date: 31-Jul-2028

Source Lots; MW3470 - H000021714

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

The speliing and ZIP cods of the manufacturer Pfizer Manufacturing Deutschland GmbH was changed and formerly
known as

Pfizer Manufacturing Deutschland GmbH

Betriebastaette Freiburg

Mooswaldaliee 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: SARAH ZIMBER Date of Issue:  27-Nov-2025 13:00:03

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

Page2of &5



9 Pﬁzer

Material Number:
Description:
Destinations:

Batch:

Manufacture Date:
Expiration Date:
Quantity Manufactured:
Date of Release:
Reglstration Number:
API Name:

Package Type:
Dosage Type:

Certificate of Compliance

F0000661498
ELIQUIS 5mg TFC 3x20 BLS UA
Ukralne

NG4910
04-Aug-2026
31-Jul-2028

46188 Each
27-Nov-2025
UA/13698/01/02
Apixaban

Blister

Film Coated Tablets

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

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

Pfizer Manufacturing Deutschland GmbH, Mooswaldallee 1, 79108 Frelburg Im Brelsgau, Germany; DE_BW_01_MIA_202

5_0079;

Issued By: SARAH ZIMBER

This certificate was creatad by a validated system and Is valld without manual signature.

Page3of 6

Date of issue:  27-Nov-2025 13:00:03



o PFIZER MANUFACTURING
DEUTSCHLAND GMBH

i
) J P zer MOOSWALDALLEE 1
79108 FREIBURG IM BREISGAU, GERMANY

Certificate of Compliance

Dosage form: film-coated tablet

Microbiological testing: total aerobic microbtal 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. 10* 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.

Coertfficate of Quality
To the Health Authorities of Ukralne

GUARANTEE LETTER

|, the undersigned, qualified person for the Pfizer Manufacturing Deutschland GmbH, Mooswaldallee 1, 78108 Freiburg Im
Breisgau, Germany confirm that this product was manufactured for the Ukrainian market.

Wae guarantee the quallty 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.

| hereby certify that all the manufacturing stages, including packaging / labeling and quality control, of this batch of
finished product have been carrled 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
analysls 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 Qualilfied Person.

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

Pfizer Manufacturing Deutschland GmbH

Betriebsstaette Frelburg

Mooswaldalles 1

79090 Frelburg

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.

lasued By: SARAH ZIMBER Date of Issue: 27-Nov-2026 13:00:03

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

Paged of 5



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

&
v P Ze r MOOSWALDALLEE 1
76108 FREIBURG IM BREISGAU, GERMANY

Certificate of Compliance
Dispositioned By: Meryam Grara
Disposition Date: 27-Nov-2025 12:30:29

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

signature.

lssued By: SARAH ZIMBER Date of lseue:  27-Nov-2026 13:00:03

This certificate was created by a validated system and Is valld without manual signature.

Pageabof 5





http://www.tcpdf.org

