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Fasna MPOAYRTY! TMHACTAT, aiothisisar faa posiiny Aas in exuit 40 M1 {raperoKCHD rarpin), 10
chanxonin 3 alothiaizarom B kapronHii Kopotu

Cepin No:LH1268 Lara apywy ceprudirary: 07-2024
Koa apoayRry FO00146083

Hlaty aupobrnirea. 12-2023

TepmiH AHWABTROCTE 12-2026 Copytdivauis: P1113001003E0

Tect Meton PeayabTat O punmnul Donycrymi paei

CTEpUALHICTS €upon,dapm.T Bignosigac wipnos. Eapon. dapm.
A3842 BHMOTM

Tecty

Basict BOAM Egpon.PDapm. 1,2 % e Biaie 2,09 Ha MOMEHT BUTIVCKY, HE
TAD234 Binbie 5,0% NPOTATON TePMiHY
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Naprin:lA7381
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JEP MEHIOOEKIYPHHT BEALTIS HB

Crop. 324

;} "21 o CEPTHOIKAT AHAAIBYTIAR

Foo {rakom TEANBER MEHIOOEKUYPHET BEABLII)
PERKCBED 12, 2870 IYYPC-CIET-AMARIIC

{panizse (YYPC BEALUBITEA. +372 {013 $90.92.11

Hassa npoayrry: JHHACTAT, AIOGHAIBAT ZASL POSHMAY JA i exuiit 40 Mr (napexorend warpin), 10
dhaakouin 3 siodiaizarom B rapronkil xopotid

Cepin No:LH1268 [laTa Apyry cepTudikaty: 07-2024

Kog npogykry:  FOD0146083

[ata supebunyraa: 12-2023

Tepmin mpngatnoer: 12-2026 Creguwdivaua: PL111001003EU

Dannm 3aC8I0HYI0, WO HaBeseHs Brlle THEOPMALIR € AYTEHTRHOK 1A AOCTOBIPHOID, LA Napia npoaykty 6Hyna BAIOYOBNENS
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Bukopurrara cyboranigin Synd purotosacHay pignosipect ao HBM. Texnonoriunuit NPOLEC, NPOURE YOIRODKW TH# AoKymeHTalis 3
tecrysaHs Gy pupdedi 1a BIAHAHT TAKMMEA, L0 BiNoRIRATE HBTL

Kemabinatii vomepii cepll, KOAY NPOGYRTY, HB3BH cneundinaiuii ra gara ceprsdikaty HANIZY € PEHRPOBAHUMAM 13 POBIARAANITLER AK

camati nomep copridinary ananisy.

Possip cepils 2121 yo.
Pecerpandibisst sosep: UA/2286/01 702

Yrpaing - UA
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Crop. 44 4

Hasna npoaykry: JMHACTAT, Alodiaizar st POSUMRY AaH i et 40 mr {rrapekokend narpio), 10
chankonin 3 alothiaizaTom B RapToHHii Kopobil

Copin No:LH1268 [ata ppysy ceprudikary: 07-2024
Ko npogyRry: FOD0146083

Dava supubuuuras: 12-2023
Tepmik npwaatHoc: 12:2026 Cnewsdirauia: P11110010038U

CEPTHBGIKAT AKOCT

MICUE BUPOBHWLTBA/KOHTPOMG ARGCTE

aus.AeKRapaLio BupoBrnka

Mo SHUEHSI!: AN, AeKNAPaLio Brpobumka

e GMP CEPT. ABD HOMEP B EudraGMP: AVB.ACRASPALTIO BUPOBHUKA

Bei afi Byas BUKOHAHI YNOBHOBIMEHVMX APALIBHIKAMIA NiG KEePIBHULTEOM VROBHOBAKEHO! OLaBN.
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Certificate of‘;ﬁ\naiysis

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: DYNASTAT 40MG 10X VIAL FREEZE-DRIED POWDER FOR SOLUTION FOR
INJECTION (PARECOXIB SODIUM); 10 FLACONS WITH LYOPHILIZATE IN A
CARTON BOX

Batch Number: LH1268

Material Number: FO00146083
Date of Manufacture: 12-2023

Expiration Date:12-2026

Date COA Generated: 07-2024

Specification Name: P111 1001003EU

TEST METHOD RESULT ©UNIT LIMITS
CLARITY AND PH EUR MEETS TEST CONEORMS TO THE
OPALESCENCE CURRENT PH EUR
CONTENT UNIFORMITY TA0238 101 % OF AVG CONFORMS TO THE
MAXIMUM CURRENT PH EUR
CONTENT UNIFORMITY TA0238 99 % OF AVG CONFORMS TO THE
MINIMUM CURRENT PH EUR
SC-65872 TA0242 0.1 % NMT 0.2 % AT TIME
B : OF RELEASE, NMT
0.5 % DURING SHELF
| LIFE
ANY SINGLE UNSPECIFIED  TA0242 0.1 % NMT 0.2 %
DEGRADANT
DEGRADANTS TOTAL TA0242 0.1 % NMT 0.5 % AT TIME
: OF RELEASE, NMT
0.8 % DURING SHELF
LIFE
DESCRIPTION VISUAL MEETS TEST WHITE TO
: OFF-WHITE SOLID IN
A STOPPERED 5 ML
CLEAR GLASS VIAL
(40 MG)
BACTERIAL ENDOTOXINS  PHEUR TA8568 0.1 EUMG NMT 2.9 EUIMG OF
PARECOXIB (FREE
ACID)
IDENTITY BY IR TAT676 POSITIVE SPECTRUM OF

SAMPLE CONFORMS
TO THAT OF
STANDARD

Documentation is

considered PROPRIETARY and is made available for husiness operatlions and review
by employees and regulatory agencies. Distribution fo third parﬁe&tmmezm»rm;aemmmsmmhibned.
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PFIZER VANUFAGTURING BELGIUMNY

PEIZER MANUFACTURING

ELGIUM)

RIJKSWEG 12.

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

Page 2 of 4

Product Name: DYNASTAT 40MG 10X VIA
INJECTION (PARECOXIB &

CARTON BOX

Batch Number: LH1268
Material Number: FO00146083
Date of Manufacture: 12-2023
Expiration Date. 12-2026

ODIUMY); 10 FLACON

£-DRIED POWDER FOR SOLUTION FOR
S WITH LYOPHILIZATE IN A

Date COA Generated: 07-2024

Specification Name: P1111001003EU

LIMITS

GP0366

BATCH: LA7381

TEST | METHOD RESULT UNIT
ASSAY BY HPLC TA0242 98.1 o OF LABEL  95.0TO105.0 % OF
LABEL CLAIM
BARTICLES NLT 10 MCM  PHEUR 35 PARTICONT ~ CONFORMS TO THE
‘ . . CURRENT PH EUR
PARTICLES NLT 25 MCM  PHEUR 1 PART/CONT CONFORMS TO THE
GURRENT PH EUR
BARTICLE CONTAMINATION PH EUR MEETS TEST CONFORMS TO THE
(VISIBLE PARTICLES) CURRENT PH EUR
PH - K TA0241 7.9 7570 8.5
RECONSTITUTION TIME TAO241 3 SEC NMT 60 SECONDS
STERILITY PHEUR TA3842  MEETS TEST CONFORMS TO THE
GURRENT PH EUR
WATER' PHEUR TAO234 1.2 % NMT 2.0 % AT TIME

OF RELEASE, NMT
5.0 % DURING SHELF
LIFE

Documentation is considered PR
by employees and regulatory agen

cies. Distribution to third p

OPRIETARY and is made available for business operations and review

arﬁaﬁ»mﬂkwembmennmmpmhibi\ed.




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
(ALSO KNOWN AS PFIZER MANUFACTURING
BELGIUM) | Page 3 of 4
RIJKSWEG 12 .
2870 PUURS - SINT-AMANDS"
(FORMERLY KNOWN AS PUURS)

% (BELGIUM)

TEL: +32 (0)3890.92.11

Product Name: DYNASTAT 40MG 10X VIAL FREEZE-DRIED POWDER FOR SOLUTION FOR
INJECTION (PARECOXIB SODIUM); 10 FLACONS WITH LYOPHILIZATE IN A
CARTON BOX

Batch Number: LH1268 Date COA Generated: 07-2024
.Material Number: FO0Q146083.

Date of Manufacture; 12-2023 - o

Expiration Date:12-2026 ' o . Specification Name: P1111001003EU

| 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 IMPCRTED,
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: 2121
REGISTRATION NUMBER: UA/2286/01/02

UKRAINE - UA

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

Electronic Signature: AN VERMAELEN Lot Releasn Local Tlmestamp 24~JUL 2024 13:37:12 Server Tlmegtamp:
24-JUL-2024 13 37:03

Documentation is considered PROPRIETARY and |s miade available for business operations and review
by ermnployees and xegu latory agencies. Distribution to third parb&smtmm . prionpermissiorisgohibited.



Certificate of Compliance
Manufacturer's Declaration |

PFIZER MANUFACTURNG BELGIUMNV
pﬁZ@j” (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: DYNASTAT 40MG 10X VIAL FREEZE-DRIED POWDER FOR SOLUTION FOR
INJECTION (PARECOXIB SODIUM); 10 FLACONS WITH LYOPHILIZATE IN A
CARTON BOX

Batch Number: LH1268 = . Date COA Generated: 07-2024.
Material Number: F000146083 '

Date of Manufacture: 12-2023 , : .

Expiration Date:12-2026 v Specification Name: P1 111001003EU

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: AN VERMAELEN Lot Release Local Timestamp: 24-JUL-2024 13:37:12 Server Timestamyp:
24-JUL-2024 13:37:03

Signature QP Delegate

A V . g An Vermaelen ‘
4“ : T 25 Jul 2024 01:51:021-0400

REASON: | approve this document.

HET 28653 056140790 2014 F0AF 6

Documentation is considered PROPRIETARY and is made availabte for business operations and review
by employees and regulalory agencies. Distribution to third panies:mmmmhmpemmmdsq:whibhed.



