WU K. 06

niledaiusesiuntsninerdaingdmduayud ,

wuimideuses a5 0603/ Aq3 4

miadeiusesiiugnein

dfventaingia IMOVAX POLIO wwmsndouddundt 2 8/53 (8)
%aamuﬁwﬁmm/@’wﬁmmmqﬂwmﬂ Sanofi Pasteur S.A. Uszmm  France
aoufindnhendwmiuiazans @) - Ussin -
Tneldfubiayana @ usitiagiuainvfedenuautigiv) Yo uautiigu

weituaygm  16/2531

4 v -t « . o, A
SeffFueygm  u3n enluil Unawed shim

: o el ar o o o oo - -
JUMSHART TuhsEn Yuhiendusng Vuaiiayg
M7047-1 30/01/2015 31/12/2017 65,180 1

N 12 LA o 4‘ [ ) 1
fnunmaeandosfudermmunesgugaduSogunnmtunadeuiiuent

mefleds | %}h | QlCK

(qumw}\)gﬁau?)
UndnersaadmIummdsnngansfiey
fnnsamsumuisnnemsaaniuiaiag

e
b

13 sateu 2558




Certificate of Analysis and Compliance

Product Name : POLIOMYELITIS VACCINE (INACTIVATED)

Process Stage : FINAL LOT

Lot Number : M7047
Volume / Quantity : 65 S80PC
Storage Condition : +5°C+/-3°C

Date of Manufacture : 30.JAN.2015

SANOFI PASTEUR wg

Material Number / Code Article : 1010252

Strength / Potency : 10 DOSES

Dosage Form : SUSPENSION FOR INJECTION
Product Presentation : 1 x SML VIALS

Expiry Date : 31.DEC,2017

FINALLOT
Test(s) Acceptance Criteria Result Approval date
EXTRACTABLE VOLUME At least the nominal volume Conforms 13.FEB.2015
By European Pharmacopoeia
pH 6.81t07.5 7.2 12.FEB.2015
By Glass electrode
PROTEIN CONTENT <10 pg/dose 1 pgidose 27.MAR.2015
By Lowry
BACTERIAL AND FUNGAL No microbial growth NO MICROBIAL 23.FEB.2015
STERILITY TEST GROWTH
By Membrane filtration
BACTERIAL ENDOTOXINS < 5 TU/dose <0.25 IU/dose 26.FEB.2015
By LAL
D ANTIGEN ACTIVITY Type Activity 20 to 43 DU/dose 26 DU/dose 15.APR.2015
1 Identity Positive Pasitive
By ELISA
D ANTIGEN ACTIVITY Type Activity 5 to 9 DU/dose 5 DU/dose 15.APR.2015
2 Identity Positive Positive
By ELISA i N
D ANTIGEN ACTIVITY Type | Activity 17 to 36 DU/dose />~ |21 D6dosey 15.APR.2015
3 Identity Positive (.;: / Positive \7,.
By ELISA 7 3t
APPEARANCE Clear, colourless solution withokt Conforms/ ¢ 10.MAR.2015
By Visual inspection particles “\5};\ j\?’:
<
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All or part of the information contained in this document must be treated as the confidential property of sanofi pasteur or its
affiliates. Tt cannot be published or divulged for whatever purpose to unauthorized persons, or third parties, in any form
without the prior written consent of sanofi pasteur.



SANOFI PASTEUR wg

Certificate of Analysis and Compliance

Product Name : POLIOMYELITIS VACCINE (INACTIVATED)

Process Stage : FINAL LOT

Lot Number : M7047 Material Number / Code Article : 1010252

Volume / Quantity : 65 580PC Strength / Potency : 10 DOSES

Storage Condition : +5°C+/-3°C Dosage Form ; SUSPENSION FOR INJECTION
Product Presentation : 1 x 5ML VIALS

Date of Manufacture : 30.JAN.2015 Expiry Date : 31.DEC.2017

MANUFACTURER'S CERTIFICATION
I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured at the
below mentioned site(s) in full compliance with the GMP requirements and with the specifications in the Marketing

Authorization of the importing country.

General Conclusion : Conform

Electronically approved by *:  Name Antoine Peccave
Date  10.MAY.2015 10:07:38

Qualified Person
Product Quality and disposition department

Name and address of Sanofi Pasteur SA
manufacturer : 2, Pont Pasteur

69007 Lyon Cedex 07
Site of production : Sanofi Pasteur S.A.

Parc Industriel Incarville
BP101, 27101 Val de Reuil Cedex
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All or part of the information contained in this document must be treated as the confidential property of sanofi pasteur or its
affiliates. It cannot be published or divulged for whatever purpose to unauthorized persons, or third parties, in any form
without the prior written consent of sanofi pasteur.
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Certificate of Analysis and Compliance
Product Name : POLIOMYELITIS VACCINE (INACTIVATED}

Process Stage : FINAL LOT

Lot Number : M7047 Material Number / Code Article : 1010252

Volume / Quantity : 65 580PC Strength / Potency : 10 DOSES

Storage Condition : +5°C+/-3°C Dosage Form ; SUSPENSION FOR INJECTION
Product Presentation : I x SML VIALS

Date of Manufacture : 30.JAN.2015 Expiry Date : 31.DEC.2017

*: The above electronic signature is legally binding and equivalent to individual's hand written signature as per the GMP and
21 CFR Part 11.
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All or part of the information contained in this document must be treated as the confidential property of sanofi pasteur or its
affiliates. It cannot be published or divulged for whatever purpose to unauthorized persons, or third parties, in any form
without the prior written consent of sanofi pasteur.



