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Product description APOQUEL 5,4MG 2BL 20CPR GROUP?
Product code F000206500

Batch number EC0549

Date of manufacturing 11/12/2019

bxpiry date 11/2021

Destination Country GROU7

USED BULK PRODUCT

Descripti(m APOQUEL 54MG CPRV
Bulk code HO00204736
Batch number DG4004

Fhereby certify that this batch has been manufactured. packed and tested under GMP conditions

in accordance with EC Guide to Good Manu facturing Practices for Medicinal Products, using
current Manufacturing Instructions and Test Instructions.

The documentation of the manufacturing and packaging process and testing is complete and has
been reviewed and approved.

During the course of manufacturing, packaging and testing there were:

() No deviations that may influence the release ol the Products.

() Deviations which may influence the release of the Product. These have been
reviewed and approved in accordance with an established deviation procedure.
() Additional relevant information regarding the quality of Product is attached.

The Product batch conforms with the agreed specifications and can be released for sale.
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Diszpd: PN0810515725 Vevé:DR SZEKELY KFT Erd File név: PN00010618 Egyedi sorszam: PN0000096156 1 masolat
Szallité: Zoetis Hungary Kft. Anyaglap: PN0329/20
Az eredetirdl készult hiteles masolat. Oldal/Lap 2/ L yaglap / c ”E 3 10
Kizarolag a kék tintaval szignalt masolat tekintheté hitelesnek! Nyomtatéas datuma: 2020.10.15 e X Vo.




CERTIFICATE OF ANALYSIS

FO00206500

APOQUEL 54MG 2BL 20CPR GROUP?

Deseriptiun:

Ptizer Halia S.r .t

Localita Marino del Tronto

63100 Ascoli Piceno (AP)

Tel 1390736 305111 Fax 1390736 305263 W pitrer
Societd diretts ¢ coordinata da Plizer Inc

Stabilimento di Ascoli Piceno

Pfizer Global Supply (PGS)

Batch n. RC0549
M date DEC-2019
Exp date NOV-202 1]

White o off-white caplet shaped tablet with AQL single score line and M on both sides,

& mimw e s s e TEST--m-oemeeeee . > U.
APPEARANCE

IDENTITY (UPLC)

UNIFORMITY OF CONTENT /DOSAG UNITS

DISSOLUTION TEST IN 30" Q%
WATER %o
TOTAL DEGRADATION PRODUCT Yo
PI-05232926 MALEATE CONJUGATE %
LACH INDIV UNSP DEGR PRODUCT Y
ASSAY AS FREE BASE Y La

GROUPT Destination: PT-IHU-BG.
The batch meets the current analytical specifications.

Q.0 RELEASED DATE:
16-1U1.-2020
Date: 17-JUL-2020
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.

€= SPRCIFICATION » = »= <-~~RESULT--->

Same as description COMPLIES

EXACT EXACT
COMPLIES COMPLILS
NL.T. 75 COMPLIES
NMT. 7.0 3.1
NMT. 2.0 0.0
NMT. 1.0 0.0
NMT. 1.0 (.0
95.0 - 105.0 98.9
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ReEA Batina n. | 10637
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Vit dsanzo, 71
OGESS Roma  Via Valbondione
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Diszpd: PN0810515725

Vevd:DR SZEKELY KFT Erd

File név:

Sz4a11litd: Zoetis Hungary Kft.
Az eredetirdl készult hiteles masolat.
Kizardlag a kék tintaval szignalt masolat tekinthetd hitelesnek!

Oldal/Lap

Nyomtatas datuma:

PN0O0010618 Egyedi sorszam: PN0000096156
2/ 2 Anyaglap: PN0329/20

2020.10.15

1 masolat
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