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Certificate of Anafysis

Pﬁzef‘

PEIZER MANUFACTURING BELGIUM NV
(ALSO KNOWN AS PFIZER MANUFACTURING
BELGIUM)

RIKSWEG 12
2870 PUURS ~ SINT-AMANDS
(FORMERLY KNOWN AS PUURS)
(BELGIUM)

TEL: +32 (0)3890.92.11

Page 1 0of 4

Product Name: SOLU-MEDROL 125MG/2ML 1X ACT-O-VIAL WITH POWDER AND SOLVENT (WFI)
FOR SOLUTION FOR INJECTION (METHYLPREDNISOLONE SODIUM SUCCINATE)

Batch Number: LK8517

Material Number: FO00089708
Date of Manufacture: 04-2024

Expiration Date;04-2026

Date COA Generated: 07-2024

Specification Name: P0191001010EU

TEST METHOD RESULT UNIT LIMITS

11-KMR 21-HS TM1155A - <= 0.1 % NMT 0.2 %

17-DESOXY-21-ALDEHYDE  TM1155A <= 0.1 . % NMT 1.5 %

17-KMR TM1155A <= 0.1 % NMT 0.6 %

CLARITY PHEUR MEETS TEST NMT REFERENCE |}

COLOR IN SOLUTION PH EUR MEETS TEST © NMT Y5

DESCRIPTION VISUAL MEETS TEST WHITE TO
OFF-WHITE CAKE, A
CLEAR COLORLESS
SOLUTION

DIMER TM1155A <= .1 % NMT 0.2 %

E MATTOX ALDEHYDE TM1155A <= (.1 % NMT 0.5 %

BACTERIAL ENDOTOXINS  PHEUR MEETS TEST MEETS PH EUR
REQUIREMENTS
(NMT 0.17 EU/MG) AT
RELEASE ONLY

EXTRACTABLE VOLUME PH EUR MEETS TEST MEETS PH EUR

' REQUIREMENTS AT

RELEASE ONLY

IDENTIFICATION TM1155A POSITIVE POSITIVE

METHYLPREDNISOLONE ' o

LARGEST UNSPECIFIED TM1155A <= 0.1 o NIAT 0.2 % EACH

DEGRADATION PRODUCTS

LOSS ON DRYING GP0143 0.2 % NMT 2.0 %

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to thicd partaswdthostprnmpennessiondsgro hibited .
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PFIZER MANUFACTURING BELGIUM NV
(ALSO KNOWN AS PFIZER MANUFACTURING
BELGIUM)

RIJKSWEG 12 _
2870 PUURS - SINT-AMANDS

(BELGIUM)

| TEL: +32 (0)3890.92.11

(FORMERLY KNOWN AS PUURS)

:

i

i

Page 2 of 4

Produc,t Name: SOLU-MEDROL 125MG/2ML 1X ACT-O-VIAL WITH POWDER AND SOLVENT (WF1)
FOR SOLUTION FOR INJECTION (METHYLPREDNISOLONE SODIUM SUCCINATE)

Batch Number: LK8517
Material Number: FO0008%708
' Date of Manufacture: 04-2024

Expiration Date:04-2026

Date COA Generated: 07-2024

" specification Name; P0191001010EU

RESULT

TEST METHOD UNIT LIMITS

UNIFORMITY OF DOSAGE — PHEUR MEETS TEST MEETS PH EUR

UNITS (UDU) BY MASS REQUIREMENTS

VARIATION (MV)

METHYLPREDNISOLONE ~ TM1155A 123 MGI2N 119 TO 131 MG/2ML

ASSAY (95 % TO 105 %)

MR TM1155A 0.6 7 NMT 3.0 % TOR, NMT
4.6 % EOSL

MR 17-HS TM1155A 0.4 % " NMT 2.0 %

PARTICLES >= 10 MCM PH EUR 1925 PART/CONT MEETS PH EUR

' ‘ REQUIREMENTS

PARTICLES = 25 MCM PH EUR 14 PART/CONT MEETS PH EUR
REQUIREMENTS

PH POTENTIOMETRIC 7.5 7.0 TO 8.0

STERILITY PH EUR MEETS TEST MEETS PH EUR
REQUIREMENTS

TOTAL DEGRADATION TM1155A 1.0 % NMT 5.8 % TOR, NMT

PRODUCTS 8.3 % EOSL

Z MATTOX ALDEHYDE TM1155A <= 0.1 % NMT 0.8 %

BATCH: LG4820

Documentation is considered PROPRIETARY and is made avallable for husiness operations and review
by employess and regulatory agencies. Distribution to third parteswithoolprnepenassiondspnohibited.



Certificate of Analysis

PFIZER MANUFAGTURING BELGIUM NV
(ALSO KNOWN AS PFIZER MANUFACTURING

'y
pI s o | ‘ - BELGIUM) ‘ 5 Pace 3of4 . - -
Qﬁz@f ; . RIJKSWEG 12 - 9o

2870 PUURS — SINT-AMANDS
(FORMERLY KNCWN AS PUURS)
(BELGIUM)

TEL: +32 (0)3890.92.11

Product Name: SOLU-MEDROL 125MG/2ML. 1X ACT-O-VIAL WITH PFOWDER AND SOLVENT (WF1)
FOR SOLUTION FOR INJECTION (METHYLPREDNISOLONE SODIUM SUCCINATE)

Batch Number: LK8517 Dale COA Generated: 07-2024
Material Number: FGO0099708
Date of Manufacture: 04-2024 ‘ _

* Expiration Date:04-2026 . ' Sbeciﬁcation "Nama: P0O191001010EU

| 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 IMPORTED,
OR IN THE FILE OF SPECIFICATIONS FOR THE STUDIED MEDICINAL PRODUCT. THE RECORDS OF
MANUFACTURE, PACKING, AND TESTING HAVE BEEN REV}EWED 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: 17982
REGISTRATION NUMBER: UA2047/01/02

UKRAINE - UA

ALL ACTIVITIES ARF PERFORMED BY OUALlFiED PEOPLE, UNDER THL SUPERVISION. OF THE QUALIFIED PERSON.

Electronic Signature: Helena Van Ranst Lot Release Local Timestamp: 16 JUL-2024 14: 29 21 Server E'lmestamp:
16- JUL 20”4142916 . .

Documentation is considered PROFRIETARY and is made avallable for business operations and review
- by employees and regulatory agencies. Distribution fo third' partaswihostprionpennissiondsprohibited.



“Certificate of Compliance
Manufactu&er s Declaration

" PFiZER MANUFACTUWNU BELGIUM NY
By | (ALSOKNOWN AS PFIZER MANUFACTURING |- ,
pﬁl@!‘ ( BELGIUM) : Page 4 of 4
| RIKSWEG 12 '
2870 PUURS — SINT-AMANDS
(FORMERLY KNOWN AS PUURS)
(BELGIUM)
TEL: +32 (0)3890.92.11

Product Name: SOLU-MEDROL 125MG/2ML 1X ACT-O-VIAL WITH POWDER AND SOLVENT (WFI)
FOR SOLUTION FOR INJECTION (METHYLPREDNISOLONE SODIUM SUCCINATE)

Batch Number: LK8517 Date COA Generated: 07-2024
Material Nurhber: FO00099708

Date of Manufacture: 04-2024 _ _
Expiration Date:04-2026 ' ‘ : » ' Speciﬁcat’ion Name: P0191001010EU

CERTIFICATE Ofé QUALITY

MANUFACTURING / QUALITY CONTROL SITE: See Declaration on Mahufacturing 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 THF—' SUPERVISION OF THE QUALIFIED
PERSON. ’

Electronic Signature: Helena Van Ranst Lot Release Local Timestanmp: 16~ JUL 2024 14:29: 21 Server Timestamp:
16-JUL- 2024 14:29:16

Signature QP delegate

Honnsh DohHLALY e mamsmnees

17 Jul 2024 02:59:039-0400
REASON: | approve this document.

feral 334 B 2Rk ABR Y F3 70k Fadehidcda Fo%5

Documentation s considered PROPRIETARY and is made available for busingss operations and review
by employees and regulatory agencies. Distribution to third parteswithootarivrpenmissiondsprohibited.



