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PFIZER MANUFACTUR!NG
DEUTSCHLAND GMBH
MOOSWALDALLEE ¢
79108 FREIBURG i BREISGAY, GERMANY

Pﬁzer

Certificate of Analysis
Matorial Number: FO0D024193
Description; ELIQuIs Smg FCT 6x10 BLS UA
Batch: LN8243
Specifications Referenca Sae bolow
Number:
Manufacturs Date: 03-Daw-2023
Expiration Date: 01-Dec-2026
Source Lots; HR1337 . HO00021714
Test Specification Teost Mothod Rogutt
Specification teforance - - HO00012198-04
Description Pink, oval shaped, biconvex Visual Conforms
film coated tablets with 894~
debossed on one side and "5
* an the other side
ldentification Apixaban IR The spsctrum of the sample 250460(S), 5315A(6) Conforms
conforms fo the reference /IR (ATR)
spectrum
Identification Apixabary HPLC The retention time of the 85011145(8) / HPLC Conforms
major peak in the sampis
chromatogram corresponds
to that In the standard
chromatogram
Assay Apixaban 95.0 - 105.0% of labol (4,75 95011145(8) ) HPLC 88.8%
5.25 my | daci. 5 mg)
Uniformity of dosage units, Content Complles with harmonized USP-NF # Ph. Eur. Pass
uniformity requirements (USP / Ph. Eur, ¢ JP, 95011145(8),
1 4P) 356X(G) / HPLC
7 min
. 10 minutes USP-NF & Ph. Eur,
Disintegration 4JP, 0121(G)
Ph, Eur. 2.6.12, <100 CFU/g
icrobial Count / $ 1000 CFUIg
T::'C"*’”b‘“ M 250387(S), B450A(G)
-
Ph. Eur. 2.6.12 <100 CFUfg
Total Yeasts and Moulds Count / $ 100 CFU/My Bl !

TYMC

250387(8), 5450A(G)

Duto of lssue:  23-Aug-2024 11:06:39
tesued By, Nathalle Wylenzok
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PFIZER MANUFACTURING

DEUTSCHLAND GMBH
P[; Ze" MOOSWALDALLEE 1

79108 FREIBURG 1M BREISGAL, GERMANY

Certificate of Analysis

Material Numben FOO0D24193

Description: ELIQUIS 5mg FCT 6x10 BLS UA

Batch: LNB243

Spacifications Referonce Sew below

Number;

Manufacture Date; 03-Dec-2023

Expiration Date: 01-Dec-2026

Sourcs Lots: HR1337 - HO00021714

Tost Specification Tost Mothod Result
Test for Specified Micro-organisms: Absentin1g Ph, Eur. 2.6.13, Conforms

Escharichia coli 250387(8), 5450A(G)

The Cerlificate of Analysis was created by & validated system upon Head of Quality Controt approval and s valid without
signature,

The spelling and 2IP cods of the manufacturer Plizer Manufacturing Deutschiang GmibH was changed and formerly
known as

Pfizer Manufacturing Deutschiand GmbH

Botriobastaatto Fraiburg

Moaswaldalien 1

78080 Froibury

The comection of the ZIp code and spelling of the address of the manufacturer Pfizar Manufactuting Deutschiang GmbH
does not affect the localization of the manufacturing site or have any implications on the content of the manutacturing
authorization and GMP certificate,

tssuod By, Nathalio Wylerizok Dain of lssuo:  23-Aup-2024 11:06:39
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PFIZER MANUFACTURING

DEUTSCHLAND GiaH
P Ze r MOOSWALDALLEE 1

79108 FREIBURG 1M BREISGAL, GERMANY

Certificate of Compliance

Matorial Number: FO00024193
Description; ELIQUIS smg et 6x10 BLS UA
Destinations: Ukraing
Batch: LNB243
Manufacture Date: 03-Deac-2023
Expiration Date: 01-Dec-2028
Quantity Manufactured: 20718 Bach
Date of Release: 23-Aug-2024
Registration Numbar: UA/13899/01/02
AP| Name: Apixaban
Package Type: Blister
Dosags Typa: Film Coated Tablets
Dato of Issuo:  23-Aug2024 110639
tesuad By: Nathusie Wylsnzok

Mcmmmwwammwmmwsnmwwwa
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PFIZER MANUFACTURING

DEUTSCHLAND GMBH
Pﬁ Ze r MOOSWALDALLEE 1

79108 FREIBURG IM BREISGAL, GERMANY

Certificate of Compliance
Name, address and number of rmanufacturing authorization license of manufacturing and quality control site:

Plizer Manufacturing Deutschiand GmbH, Mooswaldallee 1, 76108 Freiburg Im Breisgau, Germany; DE_BW_01,_MIA_202
4_0007

Microbloioglcal testing: total serobic microblal count {TAMC), method: Ph. Eur. 2.8.12, limit: max, 10° CEU/ 9; total
combined yeast mould count {TYMC), methed: Ph. Eur, 2.8.12, limit: max. 10% CFU/ @ specified microorganisms E. ool
mathod: Ph, Eur. 2,613, limit: Absent/s 3

This testing Is not performed routinely, meets when testsd. if no tesults are listed on the CoA, testing was not performed.

Certificate of Quality
To the Health Authorities of Ukraing

GUARANTEE LETTER

1, the undersigned, qualiied person for the Pizer Manufacturing Deutschland GmbH, Mooswaldaliee 1, 79108 Frolburg Im
Brelsgau, Germany sonfirm that this product was manufactured Jor the Ukrainian market.

Wa guarantee the quality of this product wag manufactured according to the rules of Good Manutacturing Practice and tha
appropriate Certificate of Analysis was lssued.

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

tosued By, Nathuio Wyleruok Dute of Issun: 23-A-2024 11:06:39
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PFIZER MANUFACTURING

DEUTSCHLAND GMBH
' l)/;ze r MOOSWALDALLEE 1

79108 FREIBURG IM SREISGAL, GERMANY

Certificate of Compliance

I hetaby certify that alt tha manufactuning stages, including packaging / labeling and quality control, of this batch of
finished product have been carried oyt In full compliance with the GMP requiraments 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 raviawed and found to be In compliance with GMP, Any investigations, deviations and
discrepancies have been approved.

This batch has beon roleased by & Qualified Parson,

The spelling and ZIP code of the manufacturer Pizor Manufacturing Deutschland GmbH was changed and formerty
known as

Piizer Manufacturing Deutschiand Gmbh

Betriabsstastte Frelburg

Mooswaldalioo {

78080 Freiburg

The correction of the ZIP code and spelling of the address of the manufacturer Pfizer Manufacturing Deutschiand GmbH
does not affect the locatization of the manufactudng sHe or have any implications on tha content of the manufacturing
authorization and GMP cerificate,

Dispositioned By THOMAS MULLER
Disposition Date; 23-Aug-2024 10:32:26
This cartificate was created by & validated system and is valid without manual
signature.
tesued By: Neathudie Wytenzok Dute of Issuer  23-Aug-2024 11:06:39
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