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@ilaxoSm‘rth Kline

Country

Customer
{Thailand) Ltd

:Thailand

:338, GLAXQSMITHKLINE

Batch number AMJRC231AA

Order $7100009906/000100
CERTIFICATE OF ANALYSIS
Manufacturer GlaxoSmithKline Biologicals Rixenshrt - Belgium
Vaccine PRIORIX
Strain Combined Measles, Mumps and Rubelly vaccine(live)

Quantity 81,600 X 1 dose(s)
Expiry May 2013
Date of manufacture June 2011
Comments
Marle PONCELET
QA Manager Refease & Submission
GlaxoSmittKline Biojogicals
[
P 1c Sarlet
uvalified Person
Responsible Pharmphcist
QA Director
GSK Bioclogicals Bplgium
21/03’/ lou
GlaxoSmithKline Biologicals SA RPM Nivellgs 0440.872.918
- T.V.A. : BE{440.872.918
Rue de I'Institut, 89 Tel. +32 (0) 2 656 81 11
B - 1330 Rixensart Fax. +32 (0) 2 656 80 00
Belgium www.gsk-bio.com




GlaxoSmithKline

Country :Thailand
Customer :338, GLAXPSMITHKLINE
(Thailand) Ltd
Order :710000990p/000110
CERTIFICATE OF ANALYSIS
Manufacturer GlaxoSmithKline Biologicals Rixensart - Belgium
Vaccine PRIORIX
Strain Combined Measles, Mumps and Rubellp vaccine (live)
Batch number AMJRCZ231AA
Quantity 200 X 1 dose(s)
Expiry May 2013
Date of manufacture June 2011
Comments
Miarie PONCELET
is5ion
Manager P.e\eta & Subrmiss
14 Biotopicels
M=
Jo-
‘ ified Person
Responsible Pharmacist
QA Director
GSK Biologicals Belgium
12 o8 /ot
7T 7
GlaxoSmithKline Biologicals SA RPM Nivellgs 0440.872.918
I.V.A. : BE|0440 872918
Rue de I'Institut, 89 Tel. +32 (0) 2 656 81 11 Deutsche Bank AG
B - 1330 Rixensart Fax. +32 (0) 2 656 80 00 USD : IBAN :
Belgium www.gsk-bio.com BE76826004666695
EUR : JBAN :




GlaxoSmithKline

Country Thailand

Customer 338, GLAXOSMITHKLINE
(Thailapd) Ltd

Order 7100009906/000060

E CERTIFICATE OF ANALYSIS H

MANUFACTURER
DILUENT

BATCH NUMBER
QUANTITY-

EXPIRY DATE

DATE OF MANUFACTUI';!E

COMMENTS

GlaxoSmithKline Biologicals S.A

: GlaxoSmithKline Biologicals Rixensart - Belgium
DILUENT FOR PRIORIX VACCINE
: AD0O6B066BA
: 39,700 x 1 dose(s)
: October 2015 -
November 2010

P QNCELET

Marig ‘
g Supmissio”

elease
ine Biologicals

QA Maraget

it Sarlet
Qualified Person
Responsible Pharmjacist
QA Director
GSK Biologicals Belgium

}j /0z? /ZOM

Rue de L'Institut, 89
B - 1330 Rixensart
Belgium

RPM Nivelles 0440.872.918
T.V.A. : BE.044p 872 618
Banque : 271-05%18333-94

Tel :+32 (0) 2 656 81 11
Fax :+32 (D) 2 656 80 00
www . gsk-bio.com




GlaxoSmithKline

Country Thaitahd

Customer 338, GLAXOSMITHKLINE
(Thaillnd) Ltd

Order 7100009906/000050

! CERTIFICATE OF ANALYSIS I

MANUFACTURER

DILUENT

BATCH NUMBER

. QUANTITY

EXPIRY DATE

DATE OF MANUFACTURE

COMMENTS

GlaxoSmithKline Biclogicals §.A

GlaxoSmithKline Biologicals Rix¢nsart - Belgium
: DILUENT FOR PRIORIX VACCINE
: ADUOGBO67AA
: 51,300 x 1 dose(s)
: October 2015

: November 2010

Marie ONCELET

igase & Submission

dina Biologica!s

(>

QA Manager A

yP 2. ric
—Qualified Person
Responsible Pharmacist
QA Director

GSK Biologicals Bglgium

ﬂ/og 2oy

. Rue de L'Institut, 89
B - 1330 Rixensart
Belgium

Tel :+32 (0) 2 656 81 11
Fax :+32 (0} 2 656 80 00
www.gsk-bio.com

RPM Nivelies 0340.872.918
T.V.A. : BE.044D.872.918
Banque : 271-0518333-94




daxoSmithKline

GlaxosmithKline Biologicals SA
Rue de I'Institut, 89

8-1330 Rixensart

Befgique

Tel. +32{(0) 2656 81 1t
Fakx +32{0) 2 656 80 00
www.gsk-bio.com

STATEMENT

I herewith certify that Pricrix (Combined Measles, Mumps and Rubella vaccine)
batch nr. '
AMIRC231A (filling lof)
was used to manufacture the batch Priorix (Combined Measles, Mumps and
Rubella vaccine) batch nr.

AMJRC231AA (packaging lof).

The attached release ceriificate is applicable for the shipped goods.

-Alain RENGLET
QA Release

Order Documents
GlaxoSmithKline Biologicals

For QA Rele Department,
GSK Biologicals Belgium

August 2011

TvA BY 0440 372 918

RPM Mivelles 0440 872 1B

Banque: Fortis Genval 271-0518333-94




Biological Standardisation
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Contact Genevidve Waetedoos
tel.: +32-2-642.53.59
faxc +32-2.842.52.10
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CERTIFICATE FOR THE RELETK?%?PRIOR!X VACCINE

Lot n® AMJRC231AA expiry date : May 2013 of PRIORIX VACCINE, trivald
Mumps and Rubella vaccine, produced by GlaxoSmithKline Biologicals
BELGIUM) whose number appears on the labels of the final containers, meets
requirements (national requirements are those of the WHO and the

YgMAYCONCE

nt Measles,
[Rixensart -
all national
European

-Pharmacopoeia} and Part A of the WHO Requirements for Biologicals Substances N° 47

(Requirements for Measies, Mumps and Rubella Vaccine and combined vaccis

This product is manufactured and. controlled in accordance with the requireme

je (live)).

nts for good

manufacturing practices 1 and the guidetines for national authorities on quality agsurance for

biological products 2,
As a minimum, this certificate is based on examination of the production protocol

f

I
The Chief of the Nationaliéontrol Laborato
e

S R—

]

Geneviéve Wagterloos, M(Sc.
Head, Biological Standardisation Divisior;

‘Good manufacluring practices for pharmaceutical producls. in: WHO Expert Committee on Specifications fod
Preparations. 32nd Report. Geneva, World Health Organization, 1992 (WHO Technical Report Series, N'823))
manufacturing praclices for biological products. In: WHO- Expert Committee on Biclogical Stendardization
Geneva, World Health Organization, 1992 (WHO Technical Report Series, N*823); Angex 1.

25 wHO Expert Committee on Biological Standardization. 42nd Report, Geneva, World Health Organizat]
Technical Report Seres, N°823), Annex 1.

Phamaceutical
Annex 1; Good
42nd Report

pri, 1992 (WHO

Rue Juliette Wytsmanstraat, 14, 1050 Brussels, Belgium, Tel.: +32-2-842.5111, Fax; +32-2-642.60.01
Website: hitp:/fwaw. wiv-isp be

be
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CERTIFICATE OF ANALYSIS
COVER PAGE

@!axof:mithklim

PRODUCT :

DILUENT - WATER FOR INJECTION - (AMPOULES)

BATCH NUMBER :
AD06B066B

Alain RE GLET
QA Release <
der Documents

G\ag‘:SmithKﬁne Biologicals




PAGE 01 FROM 02

SUMMARY PAGE
Batch number : ADO6B066B

CERTIFICATE OF ANALYSIS

ClaxoSmithKline

PRODUCT :
DILUENT - WATER FOR INJECTION - (AMPOULES)
BATCH STATUS : PASS: Inspection Lot Conform
Made by Marie-Frangoise RADELET on 17.01.2011 at 09:24
TEST SPECIFICATION RESULT
FINAL CONTAINER
DESCRIPTION OF THE LIQUID Clear, colourless liquid, free from visible PASS
particles.
DESCRIPTION OF THE AMPOULES Colourless, sealed (AQL 0.40), free from intemnal PASS
(AQL 1.00) and external {AQL 2.50) stains.
Printing legibility {AQL 0.00}), if printed.
DIMENSIONS OF THE AMPOULES Between 45 and 49 mm for 1 dose. PASS
ACIDITY OR ALKALINITY BY Not more than 0.1 ml 0.01N NaOH or not more than ~ PASS
COLORIMETRY 0.15 ml ¢.AN HCI/20 ml.
VOLUME Between 0.6 and 6.8 ml for | dose. 0.7 ml
CHLORIDES BY PRECIPITATION Not more than 0.5 ppm. <0.5 ppm
SULPHATES BY PRECIPITATION Not detectable on 16 ml. PASS
AMMONIUM SALTS BY COLORIMETRY Not more than 0.20 ppm, (.20 ppm
CALCIUM AND MAGNESIHIM BY Not detectable on 100 ml. PASS
COLORIMETRY
OXIDISABLE SUBSTANCES BY Passes the test with KMnO4. PASS
COLORIMETRY
RESIDUE ON EVAPORATION Not more than 4 mg per 100 ml. 2 mg/100 ml
PARTICLE COUNT Not more than 6000 particles >= 10 pm and not PASS
more than 600 particles >= 25 um per ampoule.
STERILITY TEST FTM BY MEMBRANE Absence of growth. PASS
FIETRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 20-25°C)
ENDOTOXIN CONTENT BY GEL CLOT Not more than 0.25 LU per ml. <0.06 LU./ml
METHOD
CONDUCTIVITY Not more than 25 pS per cm. 14 uS/em




CERTIFICATE OF ANALYSIS

SUMMARY PAGE ClaxoSmithKline
Batch number : ADO6B066B
PAGE 02 FROM 02
TEST SPECIFICATION RESULT
MANUAL BREAK TEST AQL 0.40 Impossibility to be broken. 0
MANUAL BREAK TEST AQL 0.15 Ampoules breaking with spikes, splinters, pieces 0
of glass.
MANUAL BREAK TEST AQL 0.00 Shattering of the glass. 0
RECONSTITUTION TEST Passes the test. PASS




CERTIFICATE OF ANALYSIS
COVER PAGE : GlaxoSmithKline

PAGE 01 FROM 01

PRODUCT :
DILUENT - WATER FOR INJECTION - (AMPOULES)

BATCH NUMBER :
ADO6BO67A

Alain RENGL]
QA Release€

Order Documents

GlaxoSmithKline Biologicals
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SUMMARY PAGE
Batch number : ADQ6B067A

CERTIFICATE OF ANALYSIS

ClaxoSmithiling

PRODUCT :
DILUENT - WATER FOR INJECTION - (AMPQULES)
BATCH STATUS : PASS: Inspection Lot Conform
Made by Marie-Francoise RADELET on 08.02.2011 at 15:09
TEST SPECIFICATION RESULT
FINAL CONTAINER
DESCRIPTION OF THE LIQUID Clear, colourless liquid, free from visible PASS
particles.
DESCRIPTION OF THE AMPOULES Colourless, sealed (AQL 0.40), free from internal PASS
(AQL 1.00) and external (AQL 2.50) stains.
Printing legibility (AQL 0.00), if printed.
DIMENSIONS OF THE AMPOULES Between 45 and 49 mm for 1 dose. PASS
ACIDITY OR ALKALINITY BY Not more than 0.1 m] 0.01N NaGH or not more than ~ PASS
COLORIMIETRY 0.15 ml 0.01N HCL/20 ml.
VOLUME Between 0.6 and 0.8 ml for 1 dose. 0.7 ml
CHLORJDES BY PRECIPITATION Not more than 0.5 ppm. <0.5 ppm
SULPHATES BY PRECIPITATION Not detectable on 10 ml, PASS
AMMONIUM SALTS BY COLORIMETRY Not more than 0.20 ppm. <(.20 ppm
CALCIUM AND MAGNESIUM BY Not detectable on 100 ml. PASS
COLORIMETRY
OXIDISABLE SUBSTANCES BY Passes the test with KMn(G4. PASS
COLORIMETRY
RESIDUE ON EVAPORATION Not more than 4 mg per 100 ml. 2 mg/100 ml
PARTICLE COUNT Not more than 6000 particles >= 10 pm and not PASS
more than 600 particles >= 25 um per ampoule.
STERILITY TEST FTM BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 20-25°C)
ENDCTOXIN CONTENT BY GEL CLOT Not more than 0.25 T.U per ml. <0.06 LU./ml
METHOD
CONDUCTIVITY Not more than 25 pS per cm. 14 uS/cm




CERTIFICATE OF ANALYSIS

SUMMARY PAGE ClaxoSmithKline
Batch number : ADO6B067A
PAGE 02 FROM 02
TEST SPECIFICATION RESULT
MANUAL BREAK TEST AQL 0.40 Impossibility to be broken. 0
MANUAL BREAK TEST AQL 0.15 Ampoules breaking with spikes, splinters, pieces 0
of glass.
MANUAL BREAK TEST AQL 0.00 Shattering of the glass. 0
RECONSTITUTION TEST Passes the test. PASS




COVER PAGE
PAGE 01 FROM 01

CERTIFICATE OF ANALYSIS g
ClaxoSmithKIine

PRODUCT :
COMBINED MEASLES (SCHWARZ), MUMPS (RIT4385), RUBELLA (
ATTENUATED VACCINE - FINAL CONTAINER

RA27/3) LIVE.

Alain RENGLET
QA Relkase
Order Documents
GlaxeSmithKline Biologicals




CERTIFICATE OF ANALYSIS

SUMMARY PAGE ClaxoSmithikline
Buatch number : AMJRC231

PAGE 01 FROM 01

PRODUCT :
COMBINED MEASLES (SCHWARZ),MUMPS (RIT4385),RUBELLA (RA2713) LIVE ATTENUATED
VACCINE

BATCHSTATUS : PASS: Inspection Lot Conform
Made by Marie-Frangoise RADELET on 01.04.2011 at 11:14

TEST SPECIFICATION RESULT
FINAL BULK
STERILITY TEST FTM BY MEMBRANE Absence of growth. PASS

FILTRATION (AT 30-35°C)

STERILITY TEST TSB BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 20-25°C)

BOVINE SERUM ALBUMIN CONTENT BY Not more than 50.0 ng per dose (0.5 ml). <12.5 ng/d
ELISA
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SUMMARY PAGE
Baitch number : AMJRC231A4

CERTIFICATE OF ANALYSIS -

GlaxoSmithKline

PRODUCT :

COMBINED MEASLES (SCHWARZ), MUMPS (RIT4385), RUBELLA (RA27

VACCINE - FINAL CONTAINER

BATCH STATUS :

PASS: Inspection Lot Conform

Made by Chantale Lekain on 22.06.2011 at 14:41

POTENCY DATE : 28.03.2011
TEST SPECIFICATION RESULT
FINAL CONTAINER
DESCRIPTION Whitish to slightly pink coloured cake or powder PASS
contained in a glass vial sealed with a rabber
stopper. Afier reconstitution with the diluent :
clear peach to fuchsia pink coloured solution.
MOISTURE CONTENT BY Not more than 2.5 %. 0.8%
THERMOGRAVIMETRY
STERILITY TEST FTM BY MEMBRANE Absence of growth. PASS
FILTRATION {AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 20-25°C)
IDENTITY MEASLES VIRUS BY Positive. POSITIVE
SERONEUTRALISATION
IDENTITY MUMPS VIRUS BY Positive. POSITIVE
SERONEUTRALISATION
IDENTITY RUBELLA VIRUS BY Positive. POSITIVE
SERONEUTRALISATION
POTENCY MEASLES VIRUS BY CELL Not less 3.5 Log CCID50 per dose. 4.0 Log CCIDS0/(

CULTURE TITRATION

POTENCY MUMPS VIRUS BY CELL
CULTURE TITRATION

Not less 4.3 Log CCID50 per dose.

4.8 Log CCID50/d

POTENCY RUBELLA VIRUS BY CELL
CULTURE TITRATION

Not less 3.5 Log CCHDS0 per dose.

4.0 Log CCID50/d

POTENCY MEASLES VIRUS BY CELL
CULTURE TITRATION (AGED 7 DAYS AT
37°C)

Not less than 3.0 Log CCIDS0 per dose.
The virus concentration is not more than 1.0 Log

lower than the initial value.

3.3 Log CCID50/d

POTENCY MUMPS VIRUS BY CELL
CULTURE TITRATION (AGED 7 DAYS AT
37°C)

Not less than 3.7 Log CCID50 per dose.
The virus concentration is not more than 1.0 Log

lower than the initial value.

4.2 Log CCIDS0/d

/3) LIVE ATTENUATED




CERTIFICATE OF ANALYSIS

SUMMARY PAGE ClaxoSmithKline
Batch number : AMJRC231A4

PAGE 02 FROM 02
TEST SPECIFICATION RESULT
POTENCY RUBELLA VIRUS BY CELL Not less than 3.0 Log CCID50 per dose. 3.9 Log CCID504d
CULTURE TITRATION (AGED 7 DAYS AT The virus concentration is not more than 1.0 Log
37°C) lower than the initial vatue.
NEOMYCIN SULPHATE CONTENT BY Not more than 25 pg per dose. <25 pg/d
RADIAL DIFFUSION

pH Between 6.9 and 7.7. 7.5
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@ laxoSmithkline

Country

Customer

Order

:Thailand

: 338, GLAXOCS
(Thailand) Ltd

$7100008308/

CERTIFICATE OF ANALYSIS

Manufacturer

Vaccine

Strain

Batch number

Quantity

Expiry

Date of manufacture

Comments

MITHRLINE

H00150

GlaxoSmithKline Biologicals Rixensajt - Belgium

PRICRIX

Combined Measles, Mumps and Rubella

AMJRC232AA

84,800 X 1

May 2013

June 2011

dose ()

Qualified Persocon
Responsible Pharm
QA birector

GSK Biologicals B

oo

QA Manes®!

warie
Releds

oevasmIT

—_

vaccine (live)

pONGELET

e & Subrn'\ss'\on

 iologlce’®

helist

Elgium

EUR : IBAN

GlaxoSmithKline Biologicals SA RPM Nivellgs 0440.872.918
T.V.A TBE440872.918

Rue de I'Institut, 89 Tel. 432 (0) 2656 81 11 Deutsche Bapk AG

B - 1330 Rixensart Fax. 432 {0) 2 656 80 00 USD:IBAN:

Belgium www.gsk-bio.com BE76826004666095




GlaxoSmithKline

Country : Thailapd
Customer 1 338,

GLAXOQSMITHKLINE
Thailagd Ltd

Order : 7100009908/000030

“ CERTIFICATE OF ANALYSIS 'l

MANUFACTURER : GlaxoSmithKline Biologicals Rixensart - Belgium
DILUENT : DILUENT FOR PRIORIX VACCINE
BATCH NUMBER : ADO6BO8I9AA
QUANTITY : 116.400 x 1 dose
EXPIRY DATE : January 2016
DATE OF MANUFACTURE : February 2011 cRET
wetie pOY rissio®
ot P-a\easf B S
2Q" . oacas

COMMENTS . Amang\aj.os‘“.\\h\ﬂ\ﬂe giood

ualified Person
Responsible Pharmacis
QA Director
GSK Biologicals Belgium

_nfaof 20

~r

GlaxoSmithKline Biologicals S.A

Rue de L'institut, 89 Tel :+32 (0} 2 656 81 11 RPM Nivelles 0440.8f2.918
B - 1330 Rixensarnt Fax :+32 (0) 2 656 80 00 T.V.A. D BE.0440.874.918
Beigium www.gsk-bio.com Bangque : 271-0518333-94




oSmithKline

GlaxpSmithKline Biologicals SA
Rue de {'Institut, 89

B-1330 Rixensart

Belgipiue

Tel. $32(0) 265681 11
Fax 132 (0) 2 656 80 00
wiwwtgsk-bio.com

STATEMENT

Priorix (Combined Meastes, Mumps and Rubelia vaccine] batch nr.

AMJIRC232A (filling lot)
was used to manufacture the batch Priorix {Combined Measles, Mumps|and

Rubella vaccine) batch nr.

AMJRC232AA (packaging lof).

The attached release certificate is applicable for the shipped goods.

Vanessa DE CUYPER
QA Release

For QA Release Department,

GSK Biologicals Belgium

Octlober 2011

\ Tva BE 440 872 918
RPM Nidelles 0440 872 918

\ Banque] Fortis Genval 271051333354
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Lot n® AMJRC232AA expiry date : May 2013 of PRIORIX VACCINE, trivalent
Mumps and Rubella vaccine, produced by GlaxoSmithKline _Biologicals (R
BELGIUM) whose number appears ¢n the labels of the final containers, meets a
requirements (national requirements are those of the WHO and the
Pharmacopoeia) and Part A of the WHO Requiréments for Biologicals Substan
(Requirements for Measles, Mumps and Rubella Vaceine and combined vaccine

This product is manufactured and controlled in accordance with the requirementy

manufacturing practices 1 and the guidelines for national authorities on quality ass

biological products 2.

As a miniroum, this certificate is based on examination of the production protocol.
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Preparations. 32nd Report, Geneva, World Health Organization, 1992 (WHO Technical Report Series, N°823}, A

manufaciuting practices for biological products. In; WHOQ Expert Committee on Biological Standardization.
Geneva, Werld Health Qrganization, 1992 (WHO Technical Reponl Series, N"823), Annex 1.
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PAGE 01 FROM 02

CERTIFICATE OF ANALYSIS .

SUMMARY PAGE
Barch number : ADOGBO8SA

ChxoSmithKkline

PRODUCT :

DILUENT - WATER FOR INJECTION - (AMPOULES})

BATCH STATUS ;

PASS: Inspection Lot Conform

Made by Marie-Frangoiss RADELET on 24.03.2011 at 11:11

TEST

SPECIFICATION

RESULT

FINAL CONTAINER

DESCRIPTION OF THE LiQUID Clear, colourless liquid, fiee from visible PASS
particles,
DESCRIPTICN OF THE AMPQULES Colourless, sealed (AQL (.40}, frec from internal PASS
{AQL 1.00) and exicrnal (AQL 2.50) stains.
Printing legibility (AQL 0.00}, if printed.
DIMENSIONS OF THE AMPOULES Between 45 and 49 oun for T dase. PASS
ACIDITY OR ALKALINITY BY Not more than 0.F m} 0.0IN NaCH or not more than PASS:
COLORIMETRY 0.15 ol 0.0INHCY20 ml.
VOLUME Between 0.6 and 0.8 ml for 1 dose. 0.7 mi
CHLORIDES BY PRECIPITATION Not more than 0.5 ppra. <03 ppm
SULPHATES BY PRECIPITATION Not detectable on 10 ml, PASS
AMMONIUM SALTS BY COLORIMETRY Not more than 0.20 ppm. <{.20 ppm
CALCIUM AND MAGNESIUM BY Not detectable on 100 ml. PASS
COLORIMETRY
OXIDISABLE SUBSTANCES BY Passes the test with KMnO4, PAXS
COLORIMETRY
RESIDUE ON EVAPORATION Not more than 4 mg per 100 ml, 3 mg/100 ml
PARTICLE COUNT Nat more than 600Q particles >= 10 pm and not PASS
more than 600 particles >= 25 pm per ampeale.
STERILITY TEST FTM BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 20-25°C)
ENDOTOXIN CONTENT BY GEL CLOT Mot more than 0.25 1.U per m). <406 LU fm]
METHOD
14 pSfem

CONDUCTIVITY

Not more 1han 25 pS per cm.
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CERTIFICATE OF ANALYSIS X

SUMMARY PAGE
Batch number : ADGEBG89A

proSmithkline

TEST SPECIFICATION RESULT
MANUAL BREAK TEST AQL 0.4¢ Impossibility to be broken. 0
MANUAL BREAK TEST AQL0.15 Ampoules breaking with spikes, splinters, picces L
of glass,
MANUAL BREAK TEST AQL 0.00 Shastering of the glass. 0
PASS

RECONSTITUTION TEST

Passes the test




COVER PAGE

|axoSmithKline

CERTIFICATE OF ANALYSIS @
g

PAGE 0! FROM 01

PRODUCT : ,
COMBINED MEASLES (SCHWARZ),MUMPS (RIT4385),RUBELLA (RA27/3) LIVE
ATTENUATED VACCINE - FINAL CONTAINER

Coptified Trge Copy

BATCH NUMBER :
AMJIRC232A . =1 —
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CERTIFICATE OF ANALYSIS @
ClaxoSmithKiine

SUMMARY PAGE
Batch number : AMJRC232

PAGE 01 FROM 0}

PRODUCT :
COMBINED MEASLES (SCHWARZ) MUMPS (RIT4385),RUBELLA (RA27/3) LIYE ATTENUATED
VACCINE

BATCH STATUS : PASS: Inspection Lot Conform
Made by Chantale ekain on 29.03.2011 at 11:30

TEST SPECIFICATION RESULT
FINAL BULK
STERILITY TEST FTM BY MEMBRANE Absence of growth, PASS

FILTRATION (AT 30-35°C})

STERILITY TEST TSB BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 20-25°C)

BOVINE SERUM ALBUMIN CONTENT BY Not mere than 50.0 ng per dose (0.5 m}. <12.5 pg/d
ELISA




PAGE 01 FROM 02

CERTIFICATE OF ANALYSIS -

SUMMARY PAGE
Bateh number : AMJIRC2324

ClaxcSmithKling

PRODUCT :

COMBINED MEASLES (SCHWARZ),MUMPS (RIT4385),RUBELLA (RA27/3) LIy

YACCINE - FINAL CONTAINER
BATCH STATUS : PASS: Inspection Lot Conform
Made by Marie-Frangoise RADELET on 27.04.2011 at 11:29

POTENCY DATE : 01.04.2011

'E ATTENUATED

TEST SPECIFICATION RESULT
FINAL CONTAINER
DESCRIPTEON Whitish 20 slightly pink coloured cake or powder PASS
contzined in a glass vial sealed with a robber
stopper. After reconstitution with the diluent ;
clcar peach to fuchsia pink coloured solution.
MCISTURE CONTENT BY Not riore than 2,5 %. 09%
THERMOGRAVIMETRY
STERILITY TEST FTM BY MEMERANE Absence of growth, PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growih. PASS
FILTRATION (AT 20-25°C)
IDENTITY MEASLES VIRUS-BY Positive. POSITIVE
SERONEUTRALISATION
IDENTITY MUMPS VIRUS BY Posilive, PGSITIVE
SERONEUTRALISATION
IDENTITY RUBELLA VIRUS BY Positive. POSITIVE

SERONEUTRALISATION

POTENCY MEASLES VIRUS BY CELL
CULTURE TITRATION

Not Iess 3.5 Log CCIDSO per dose.

3.9 Log CCIDS0/d

POTENCY MUMPS VIRUS BY CELL
CULTURE TITRATION

Noi less 4.3 Log CCID50 per dose.

4.8 Log CCIDS0/d

POTENCY RUBELLA VIRUS BY CELL
CULTURE TITRATION

Mot less 3.5 Log CCIDS0 per dose.

4.0 Log CCID50/d

POTENCY MEASLES VIRUS BY CEEL

CULTURE TITRATICN (AGED 7 DAYS AT

37°C)

The virus concentration is not more than 1.0 Log

lower than the inital value.

0.4 Log CCID50/d

POTENCY MUMPS VIRUS BY CELL

CULTURE TITRATION (AGED 7 DAYS AT

37°0)

The virus concentration is not more than 1.0 Log

lower than the inifial value.

9.0 Log CCIDS04
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CERTIFICATE OF ANALYSIS 3

SUMMARY PAGE
Batch number : AMJRC2324

LlaxoSmithkline

TEST

SPECIFICATION

RESULT

POTENCY RUBELLA VIRUS BY CELL
CULTURE TITRATION (AGED 7 DAYS AT
37°C)

The virus concentration is not more than 1.0 Log

fower than the initia! value.

0.0 Log CCIN50/d

NEOMYCIN SULPHATE CONTENT BY
RADIAL DIFFUSION

Not more than 25 pg per dose.

<25 pgid

pH

Between 6.9 and 7.7.

7.6
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Country :Thailand

Customer :338, GLAXOSMITHKLINE
(Thailand) Ltd

Crder :7100009908/000130

CERTIFICATE OF ANALYSIS
Manufacturer .GlaxoSmithKline Biologicals Rixensajyt — Belgium
Vaccine PRIORIX
Strain Combined Méasles, Mumps and Rubella |vaccine{1live)|
Batch number AMJRCZ233AA
Cuantity 82,500 X 1° docse(s)
Expiry May 2013

Date of manufacture June 2011

Comments
Marie PONGELET
0A Manager Relegse & Submission
GlaxoSmithKliga Blologicals
>
fe-
Qualified Person
Responsible Pharmapist
QA Director
GSK Biologicals Bellgium
PALI
GlaxoSmithKline Biologicals SA RPM Nivelleqd 0440.872.918
VA BEUEFI 872918
Rue de l'nstitut, 89 Tel. +32(0}2 656 81 11 Deutsche Bank AG
B - 1330 Rixensart Fax, +32 (0) 2 656 80 00 USD : IBAN
Belgium www.gsk-bio.com BE76826004466695

EUR : IBAN
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ClaxoSmithKlina

Country ¢ Thailtand
Customer 338,

GLAXOSMITHKLINE

ThaiId Ltd
Order : 7100009908/000030

v

E CERTIFICATE OF ANALYSIS ||

MANUFACTURER
DILUENT

BATCH NUMBER
QUANTITY

EXPIRY DATE

DATE OF MANUFACTURE

COMMENTS

GlaxoSmithKiine Biologicais S.A

GlaxoSmithKline Biologicals Rixengart - Belgium
DILUENT FOR PRIORIX VACCINE
AD06B08SAA

116.400 x 1 dose

January 2016

2l

February 2011 '
Vi PO &Subm'\ss‘c’n

Re\@
QA Nlanage" - ! 9'19‘99“:3\5

ualified Person
Responsible Pharmacift
QA Director
GSK Biologicals Belgidm

Rue de L'!l}stitut, 89 Tel :+32 {0) 28656 81 11 RPM Nivelles 0440.8F2.918
B - 1330 Rixensart Fax :+32 (0} 2 656 80 00 T.V.A. 1 BE.0440.87d.918
Belgium wiww.gsk-ble.com Bangue : 271-0518393-04




GlaxoSmithKline

Country Thailgnd

Customer 338,
GLAXODSMITHKLINE
Thaila[nd Ltd

Order : 7100009908/000040

| CERTIFICATE OF ANALYSIS ]

MANUFACTURER

DILUENT

BATCH NUMBER

QUANTITY

EXPIRY DATE

DATE OF MANUFACTURE

COMMENTS

GlaxoSmithKline Biclogicals S.A

Glaxo8mithKline Biologicals Rixensgart - Belgium

DILUENT FOR PRIORIX VACCINE
ADOBBUGBAA
49,400 x 1 dose

October 2015

Matie PONCEFET
November 2010 &
OA Managet Release

Y IEPERT
GlaxoSm‘umK'.’me wiofonica

Qualified Person
Responsible Pharmacist
QA Director
GSK Biologicals Belgiyim

/m/,w/ZO’V?

Rue de L'Instjtut, 88
B - 1330 Rixensart
Belgium

Tel .+32 ({0) 2 6586 81 11
Fax :+32 (0) 2 656 80 00
www.gsk-bio.com

RPM Nivelles 0440.872.918
T.V.A_: BE.0440.87P.918
Bangque : 271-0518333-94

S ubmission
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taxoSmithKiine

Country : Thailand
Customer 338,

GLAXDSMITHKLINE
Thaiignd Ltd

Order  71000p9908/000060

ﬂ CERTIFICATE OF ANALYSIS ]I

MANUFACTURER

DILUENT

BATCH NUMBER

QUANTITY

EXPIRY DATE

DATE OF MANUFACTURE

COMMENTS

GlaxoSmithKline Biologicals Rixensart - Belgium

DILUENT FOR PRIORIX VACCINE
1 ADOGBO0OSSAA

50.900 x 1 dose

October 2015

November 2010

I_L‘

Marie PONCEY

’ 3 Bupmission
ager Release

QA Manag s

Glax osm“hmine Blokpg

Qualified Person
Responsible Pharmacist

QA Director

GSK 7iolo icals Belgipm
GlaxoSmithKiing Biologlcals 5.A
Rue de L'Institut, 89 Tel :+32 (0) 2 656 81 11 RPM Nivelles 0440.572.918
B - 1330 Rixensart Fax :+32 (0) 2 656 80 00 T.V.A, | BE.0440.872.918

Belglum

www.gsk-bio.com Banque : 271-0518333-94




xoSmithKline

GlaxpSmithKiine Bioiogicals SA
Rue ge I'tnstitut, 89

8-1330 Rixensart

Belgifjue

Tel. 432 {0} 2 656 81 11
Fax 432 (0} 2 656 80 00
wwwigsk-bio.com

STATEMENT

Priorix {Combined Measles, Mumps and Rubella vaccine} batch nr.
AMIRC233A (filling lof)

was used to manuiacture the batch Priorix (Combined Measles, Mumps nd
Rubella vaccine) batch nr.

AMIRC233AA (packaging lof).

The attached release cerlificate is applicable for the shipped goods.

Vanessa DE CUYPER
QA Release

wosmithKline Biologicals

For QA Release Department,

GSK Biologicals Belgium

October 2011

TVA DE DJ40 BT2 348

RPM iNiveles 0440 872 218

" Banque: Jortis Genvat 271-0518333-94
—_—
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CERTIFICATE FOR THE RELEASE OF PRIORIX VACCINE

Lot n® AMJRC233AA expiry date : May 2013 of PRIORIX VACCINE, trivalent Measles,
Mumps and Rubella vaccine, produced by GlaxoSmithKiine Biologicals (Rikensart -
BELGIUM) whose nimber appears on the labels of the final containers, meets alil national
requirements (national requirements are those of the WHO and the Huropean
Pharmacopoeia} and Part A of the WHO Requirements for Biologicals Substanges N° 47
{Requirements for Measles, Mumps and Rubella Vaccine and combined vaccine §iva)).

This product is manufactured and controlied in accordance with the requirements|for gooed
manufacturin"g practices 1 and the guidelines for national autherities on guality asstrance for

biological products 2.

As a minimum, this-certificate is based on examination of the production protocol.

3 dr
Al Qef 145y ‘
Vanessa DE CUYPER i~

Glagrsdrﬁigh?(ggggggg cals Head, Biological Standardisation Division

QA Release Geneviéve Wae&riooe:, M. &c,,

1Good manufacturing practices for pharmaceutical products. In: WHO Expert Commitlee on Specifications for Phimaceutical
Preparations, 32nd Report. Gensva, Werld Health Crganization, 1852 (WHO Technical Repoit Series, N°823), Angex 1 ; Good
manufacturing praclices for biological products. In: WHO Expert Committee on Biclogical Standardization. 4Pnd Report,
Geneva, World Heallh Organization, 1892 (WHOQ Technical Report Series, N°823), Annex 1.

in: WHO Expert Committee on Biological Standardization. 42nd Report.  Geneva, World Health Organizatior, 1892 (WHO
Technical Repor Series, N°823), Annex 1.

Ruse Juliette Wytsinanstraat, 14, 1050 Brussels, Belgiurn, Tel: +32-2-642.51.11, Fax +32-2-842.50.01
Website; Mip:feaww.wiv-isp.be
L 2
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CERTIFICATE OF ANALYSIS i

A SUMMARY PAGE QlaxoSmithkline
Batch number : AD06B08YA
PAGE 01 FROM €2
PRODUCT : .
DILUENT - WATER FOR INJECTION - (AMPOULES)
BATCHSTATUS : PASS: Inspection Lot Conform
Made by Marie-Frangoise RADELET on 24.03.2011 at 11:11
TEST SPECIFICATION RESULIT
FINAL CONTAINER
DESCRIPTION OF THE LIQUID Clear, colourless liquid, free from visible PASS
particles.
DESCRIFTION OF THE AMPOULES Colousless, sealed {AQL 0.40), free from internal PASS
(AQL 1,00} and external {AQL 2.50) stains.
Prnting legibility (AQL 0.00), if printed.
DIMENSIONS OF THE AMPOULES Between 45 and 49 mm for 1 dose. PASS
ACIDITY OR ALKALINITY BY Not more than ¢.1 m] .01N NaOH or not ot than  PASS
COLORIMETRY G.15 ml 0.0tN HCL20 ml.
VOLUME Between 0.6 and 0.8 ml for 1 dose. 0.7ml
CHLORIDES BY PRECIPITATION Not more than 0.5 ppm. <05 ppm
SULPHATES BY PRECIPITATION HNot detectable on 16 mi, PASS
AMMONIUM SALTS BY COLORIMETRY Not more than 6.20 ppm. <020 ppmn
CALCIUM AND MAGNESIUM BY Not detectable on 100 ml PASS
COLORIMETRY
OXIDISABLE SUBSTANCES BY Passes the test with KMn04, PASS
COLORIMETRY
RESIDUE ON EVAPORATION Not more than 4 mg per 100 mL 3 mg/I00 mi
PARTICLE COUNT Mot more than 6000 particles >= 10 ym and not PASS
’ more than 600 patticles >=25 pym per ampoule.
STERILITY TEST FTM BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE - Absence of growth, PASS
FILTRATION (AT 20-25°C)
ENDOTOXIN CONTENT BY GEL CLOT Not more than 0,25 LU per ml. <0.06 L. /mi
METHOD
CONDUCTIVITY 14 puSicm

Not more than 25 pS per cm.




CERTIFICATE OF ANALYSIS

[ ]
@Gam&nithmine

SUMMARY PAGE
Batch number : ADOEB039A
PAGE 02 FROM 02
TEST SPECIFICATION RESULT
MANUAL BR.EAK TEST AQL (.40 Impossibility to be broken, 0
MANUAL BREAK TEST AQL 0.15 Ampoules breaking with spikes, splintcrs, picees 0
of gtass,
MANUAL BREAK TEST AQL 0.00 Shattering of the glass. 4]
RECONSTITUTION TEST Passes the test. PASS
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CERTIFICATE OF ANALYSIS

COVER PAGE
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@ laxeSmithiline

PRODYUCT -

DILUENT - WATER FOR INJECTION - (AMPOULES)

BATCH NIIMBER :
ADO6B068A
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CERTIFICATE OF ANALYSIS :

SUMMARY PAGE GlaxoSmithkline
Batch number : ADOEB068A
PAGE 01 FROM 02
PRODUCT :
DILUENT - WATER FOR INJECTION - (AMPOULES)
BATCH STATUS : PASS: Inspection Lot Conform
Made by Marie-Frangoise RADELET on 17.01.2011 at 09:35
TEST SPECIFICATION RESULY
FINAL CONTAINER
DESCRIPTION OF THE LIQUID Clear, cotourless liquid, free from visible PASS
parlicles.
DESCRIPTION OF THE AMPOULES Colourless, sealed {AQL 0.40), free from internzl PAéS
(AQL 1.040) and external (AQL 2.50) stains.
Printing legibility (ACQL 0.00), if printed.
DIMENSIONS OF THE AMPOULES Between 45 and 49 mm for I dosc. PASS
ACIDITY OR ALKALINTTY BY Nat more than 0,1 m] 0:01N NaOH or pot more than ~ PASS
COLORIMETRY 0.15 mi 0.01N HCI/20 mL
YOLUME Between 0.6.and 0.8 mi for 1 dose. 0.7 mi
CHLORIDES BY PRECIPITATION ot more than 0.5 ppen. <05 ppm
SULPHATES BY PRECIPITATION Not detectable on 10 ml. PASS
AMMONRIM SALTS BY COLORIMETRY Not more than 0.20 ppm. <0.20 ppm.
CALCIUM AND MAGNESITUM BY Mot detectable on 100 mi. PASS
COLORIMETRY
OXIDISABLE SUBSTANCES BY Passes the test with KMnO4, PASS
COLORIMETRY
RESIDUE ON EVAPORATION Mot more thao 4 mg per 100 mi. 4 mpg/100 ml
PARTICLE COUNT Not more than 6000 particles >= [ um and not PASS
more thapn 600 particles >= 25 pm per ampoule.
STERILITY TEST FTM BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 20-25°C)
ENDOTOXIN CONTENT BY GEL CLOT Not more than 0.25 LU per ml, <0.06 L.U./ml
METHOD
CONDUCTIVITY Not more than 25 uS per cm, 16 uS/cm




axoSmithiline

e}

SUMMARY PAGE

CERTIFICATE OF ANALYSIS @
Batch number : ADOGBO68A

PAGE 02 FROM 02
TEST SPECIFICATION RESULT
MANUAL BREAK TEST AQL 0.40 Impassitility 1o be broken. ¢
MANUAL BREAK TEST AQL 0.15 Ampoules breaking with spikes, splinters, pleces 0
of glass,
MANUAL BREAK TEST AQL 0.G0 Shattering of the glass. 0

RECONSTITUTION TEST Passes the test. PASS




COVER PAGE
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CERTIFICATE OF ANALYSIS @
q

PAGE 01 FROM 01

PRODUCT :
DILUENT - WATER FOR INJECTION - (AMPOULES)

BATCH NUMBER :
ADO6B0GYA Certified True Copy

ek doi
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CERTIFICATE OF ANALYSIS

)
SUMMARY PAGE GiaxoSrithkline
Batch number : ADGSB0O694
PAGE 01 FROM 02
PRODUCT
DILUENT - WATER FOR INJECTION - (AMPOULES)
BATCH STATUS : PASS: Inspection Lot Conform
Made by Chantale Lekain on 15.02.2011 at 09:46
TEST SPECIFICATION RESULT
FINAL CONTAINER
DESCRIPTION OF 'I—‘HE LIQUID Clear, colourless liquid, free from visible PASS
patticles,
DESCRIFTION OF THE AMPOULES Colouriess, sealed (AQL (.40), free from intenal PASS
(AQL 1.00) and external (AQL. 2.50} stains,
Printing legivility (AQL 0.00), if printed.
DIMENSIONS OF THE AMPOULES Between 45 and 49 mm for 1 dose. PASS
ACIDITY OR ALKALINITY BY Not more than §.I ml 0.01N NaCQH or not more than ~ PASS
COLORIMETRY 0.15 ml 0.01N HCI/20 ml,
YOLUME Between 0.6 and 0.8 ml for ¢ dose. 07 ml
CHLORIDES BY PRECIPITATION Not morz than 0.5 ppm. <0.5 ppm
SULPHATES BY PRECIPITATION Not detectable on 10 ml. PASS
AMMONIUM SALTS BY COLORIMETRY Mot more than 020 ppm. <0.20 ppm
CALCIUM AND MAGNESIUM 3Y Not detectable on 100 ml, PASS
COLORIMETRY
" OXIDISABLE SUBSTANCES BY Passes the test with KMnO4. PASS
COLORIMETRY
. RESIDUE ON EVAPORATION Not more than 4 mg per 100 ml, 4 mg/100 mt
PARTICLE COUNT Mot more than 6000 particles >= 10 ym and not PASS
more than 600 particles >= 25 um per ampoule.
STERILITY TEST FTM BY MEMBRANE Abscnce of growth, PASS
FILTRATION (AT 30-35°C)
. STERILITY TEST TSB BY MEMBRANE Absence of growh. PASS
FILTRATION (AT 20-25°C)
ENDOTOXIN CONTENT BY GEL CLOT Not more than 0.25 LU per ml. <0.06 LU /ml
METHOD
CONDUCTIVITY Not more than 25 pS per em. 16 pSlem




CERTIFICATE OF ANALYSIS

[ )
@ laxoSmithikiina

. SUMMARY PAGE
Baich number ; ADOGB069A
PAGE 02 FROM 02
TEST SPECIFICATION RESULT
MANUAL BREAK TEST AQL 0.40 Impossibility to be broken. 0
MANUAL BREAK TEST AQLD.I5 Ampoules breaking with spikes, splinters, pieces 0
of glass,
MANUAL BREAK TEST AQL 0.04 Shattering of the glass. 1]
RECONSTITUTION TEST Passes the test. PASS




COVER PAGE taxoSmithKline

CERTIFICATE OF ANALYSIS @
q

PAGE 01 FROM 01

PRODUCT :
COMBINED MEASLES (SCHWARZ), MUMPS (RIT4385), RUBELLA (RA27/3) LIVE
ATTENUATED VACCINE - FINAL CONTAINER

BATCH NUMRER : Certified Jrue Copy
AMJIRC233A

-

M| e o

Vanessa DE CUYPER
QA Reldase
Order Dociiments
GlaxoSmithKling Biologicals




SUMMARY PAGE

S ‘ CERTIFICATE OF ANALYSIS @
ClaxoSmithkline
Batch number : AMJIRC233

PAGE 01 FROM 01

PRODUCT : .
COMBINED MEASLES (SCHWARZ),MUMPS (RIT4385),RUBELLA (RA27/3} LIME ATTENUATED

VACCINE
BATCH STATUS : PASS: Inspection Lot Conform
Made by Marie-Frangoise RADELET cn 30,03.201 1 at 09:47

TEST SPECIFICATION REsUHT
FINAL BULK
STERILITY TEST FTM BY MEMBRANE Absence of growth. PASS
FILTRATION {AT 36-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 20-25°C)
BOVINE SERUM ALBUMIN CONTENT BY Not more than 50.0 ng per dose (0.5 ml}, <12.5 ng/d

ELISA




PAGE 31 FROM 02

CERTIFICATE OF ANALYSIS g

SUMMARY PAGE
Batch number : AMJIRC2334

[laxoSmithklino

PRODUCT :
COMBINED MEASLES {(SCHWARZ), MUMPS (R1T4385), RUBELLA (RA27/3) LIVE ATTENUATED
YACCINE - FINAL CONTAINER
BATCH STATUS : PASS: Inspection Lot Conform
Made by Chantale Lekain on 22.06.2011 at 14:42
POTENCY DATE : 01.04.2011
TEST SPECIFICATION RESULT

FINAL CONTAINER

DESCRIPTION ‘Whitish te slightly pink coloured cake or powder PASS
containcd in a glass vial scaled with a rubber
stopper, After reconstitution with the diluent @
clear peach to fuchsia pink coloured soluticn,
MOISTURE CONTENT BY Not more than 2.5 %. 0.7%
THERMOGRAVIMETRY
STERILITY TEST FI'M BY MEMBRANE Absence of growth. PASS
FILTRATICN {AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Ahsonce of growth, PASS
FILTRATION (AT 20-25°C)
IDENTITY MEASLES VIRUS BY Pasitive, POSITIVE
SERONEUTRALISATION
IDENTITY MUMPS VIRUS BY Fositive. POSITIVE
SERONEUTRALISATION
IDENTITY RUBELLA VIRUS BY Positive. POSTTIVE

SERONEUTRALISATION

POTENCY MEASLES VIRUS BY CELL
CULTURE TITRATION

Not tess 3.5 Log CCIDS0 per dose.

3.8 Log CCIDS0/

POTENCY MUMPS VIRUS BY CELL
CULTURE TITRATION

Mot 1ess 4.3 Fog QCIDS0 per dose.

4.9 Log CCID30/d

POTENCY RUBELLA VIRUS BY CELL
CULYURE TITRATION

Not less 3.5 Log CCIDSQ per dose,

4.0 Log CCID50/d

POTENCY MEASLES VIRUS BY CELL
CULTURE TITRATION (AGED 7 PAYS AT
37°C)

Not less than 3.0 Log CCIDS50 per dase,
The virus concentration is not more thae 1.0 Log
Jower than the initial value.

3.4 Log CCID50/d

POTENCY MUMPS VIRUS BY CELL
CULTURE TITRATICN (AGED 7 DAYS AT
3770

Not less than 3.7 Log CCID50 per dose.
The virus concentration is not more than 1.0 Log

lower than the inital value.

4.5 Log CCID50/M




PAGE 02 FROM 02

CERTIFICATE OF ANALYSIS ,

SUMMARY PAGE
Bateh number : AMIRC233A4

[laxoSmithKline

TEST

SPECIFICATION

RESULT

POTENCY RUBELLA VIRUS BY CELL
CULTURE TITRATION {AGED 7 DAYS AT
37°C)

Not less than 3.0 Log CCIDSO per dase,
The virus concentration is not more than 1.0 Log

lower than the initial vahe.

3.9 Log CCID50/d

NEOMYCIN SULPHATE CONTENT BY Not more than 25 pg per dose. <25 ugp/d
RADIAL DIFFUSION
pH Between 6.9 and 7.7. 1.6




lock,

vc;taxosmithmine

Country :Thailand

Customer :338, GLAXOSMITHKLINE

{Thailand) Ltd

Crder :7100008508/p00170

CERTIFICATE OF ANALYSIS

Manufacturer

Vaccine

Strain

Batch number

Quantity

Expiry

Date of manufacture June 2011

Comments

GlaxoSmithKline Biologicals Rixensanfqt - Belgium

PRIORIX

Combined Measles, Mumps and Rubella [vaccine(live}

AMJRCZ35AA

84,500 X 1 desel(s)

May 2013

MNEPONCB

b
QA Manage* Releas?
gritnKina B

Giax0

Responsible Pharmafist
QA Director
GSK Biologicals Bellgium

Sifro 204

GlaxoSmithKline Biologicals SA

RPM Nivelleq 0440.872.918

Rue de 'Institut, 89
B - 1330 Rixensart
Belgium

Tel. +32 (0) 2 656 81 11
Fax, +32 (0) 2 656 80 00

www.gsk-bio.com

'V A :BEOR40.872.91%
Deutsche Bank AG

USD : IBAN
BE76826004466695
EUR :IBAN




GlaxoSmithKline

Country Thailapd

Customer 338,
GLAXQOSMITHKLINE
Thailapd Ltd

Order 7100049908/000070

CERTIFICATE OF ANALYSIS !I

MANUFACTURER

DILUENT

BATCH NUMBER

QUANTITY

EXPIRY DATE

DATE OF MANUFACTURE

COMMENTS

GlaxgSmithKline Biologicals §.A

GlaxoSmithKline Biologicals Rixengart - Belgium

DILUENT FOR PRICRIX VACCINE |
AD0OG6B0O70BA

50.800 x 1 dose

Qctober 2015

November 2010

Maric PONCELET

(A Manager Release & 5

ric Sarlet
Qualified Person

Responsible Pharmac

QA Director

GiaxoSmithKiine Biologh

bmission

bals

GSK Biologicals Belgium

e[ 20

Rue de L'lnstitut, 89
B - 1330 Rixensart
Belgium

Tel :+32 (0) 2 656 81 11
Fax :+32 (0) 2 856 80 QO
www.gsk-bio.com

RPM Nivelles 0440
T.V.A_: BE.C440.872.918
Banque : 271-3518

B872.918

33-94




GlaxoSmithKline

Country : Thailand
Customer t 338,
GLAXDSMITHKLINE

Thaiidnd Ltd

Order : 71000p9808/000090

” CERTIFICATE OF ANALYSIS "

MANUFACTURER ! GlaxoSmithKline Biologicals Rixensgart - Beigium
DILUENT : DILUENT FOR PRIQRIX VACCINE

BATCH N;JMBER : ADO6BO68CA

QUANTITY : 36.400 x 1 dose

EXPIRY DATE : October 2015

DATE OF MANUFACTURE : November 2010

COMMENTS

Eric Sarlet

Qualified Person
Responsible Pharmacist
QA Director
GSK Biologicals Belgipm

GlaxoSmithKiine Biologicals $.A

Rue de L'Institut, 89 Tel 1432 (0) 2 656 81 11 RPM Nivelles 0440.872.918
B - 1330 Rixensart Fax :+32 (0) 2 655 80 00 T.V.A.: BE.0440.87R.918
Belgium www.gsk-bio.com Banque : 271-0518333-94




Glaxoj
Rue d{
B-133(
Belgig

Tel. +]

Fax +]
STATEMENT '
Priorix {Combined Measles, Mumps and Rubella vaccine) batch nr.
AMJIRC235A (filling o)
was used to manufacture the baich Priorix {Combined Measles, Mumps

Rubella vaccine) batch nr.
AMJIRC235AA (packaging lof).

The attached release cerfificate is applicable for the shipped goods.

Vanessa DE CUYPER
N QA Release
Order Documents
xoSmithKline Biologicals

For QA Release Department,

GSK Biologicals Belgivm

QOctober 2011

TVA BE
RPM Nit

Bangue

: G!axoSmithKline

EmithKline Biologicals SA
Institut, B9

Rixensart

Lie

2 (0) 2 656 81 11
2(0) 2656 80 00
sk-bio.com

ind

p4Q B¥2 318
elles 040 872 218

Fortis Genval 271-0518333-94




Certitied Trus Copy

M

Vanessa D gé??ER‘""

Biological Standardisation

IPH/ /. 2/€5

Order Documents n
. . X G Wi ioos, M. S¢.,
GlaxoSmithKline Biclogicals enevieve Vvaeterioos

Contact Genevligve Waelerloos
1o).; +32-2-642.53.39
fax; +32-2-642.52.18
Secreloniat Pascale Prévédelio

Wy, emai: genevieve waslerksos@wiv-isp.be
W

13 5Ep, 781

CERTIFICATE FOR THE RELEASE OF PRIORIX VACCINE

Lot n® AMJRC235AA expiry date : May 2013 of PRIORIX VACCINE, trivalent Measles,

Mumps and Rubella vaccine, produced by GlaxoSmithKline Biologicals (Ri
BELGIUM) whose number appears on the labels of the final containers, meets all

ensarl -
national

requirements (national requirements are those of the WHO and the Huropean
Pharmacopoeia) and Part A of the WHO Requirements for Biologicals Substancps N° 47

{Requirements for Measles, Mumps and Rubella Vaccine and combined vaccine (

This product is manufactured and controlled in eccardance with the requirements

ive)).

for good

manufacturing practices 1 and the guidelines for national authorities on quality assufance for

biotogical products 2.
As a minimum,-this certificate is based on examinalion-of the production protocol.

The Chief of the National Control Laborato

——————

QA Release

Head, Biological Standardisation Division

1Go0d manufacluring pracfices for pharmaceutical products. In; WHO Exped Commitiee on Specifications for Ph
Preparations. 32nd Report. Geneva, World Health Organization, 1992 (WHO Technical Report Series, N°823). An
manufactudng practices for biclogical products. In: WHO Expert Committes on Biclegical Standardization, 4
Geneva, Word Health Qrganization, 1992 (WHO Technical Report Series, N°B23), Annex 1.

2in: WHO Expert Committee on Biologicat Standardization. 42nd Report. Geneva, World Health Organization,
Technical Report Series, N"823), Annex 1.

hrrnacaytical
ex 1 ; Goaod
Prd Repart.

1992 (WHO

Rue Julietle Wytsmanstraat, 14, 1050 Brussels, Belgium, Tel.: +32-2-842.51.11, Fax: +32-2-642.50.01
Website! htip/fwvanw. wiv-isp.be

be




roSmithKline

GlaxdSmithKiine Biologicals SA
Rue de 'Institut, 89

B-133¢ Rixensart

Belgigue

Tel. +22(0) 2656 81 11

Fax +J2 (0) 2 656 80 0O

www. gsk-bio.com

GENEALOGICAL TREE

T
S

HARVEST g HARVEST
MEASLES BULK & RUBELLA BULK

ARUBAHA(33

RUBELLA BULK
VACCINE

MUMPS BULK
VACCINE

AMUJAVAZCA ARUBAVAD13

FINAL BULK

AMJRC235

FINAL CONTAINER &

AMJRC235A

TVA BE (440 B72 918

RPM Nivelles 0340 872 918
Banque: Rortis Genval 271-0518333.54
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[axoSmithkline

PRODUCT :

DILUENT - WATER FOR INJECTION - (AMPOULES)

BATCH NUMBER :
ADO6B0O70B

Certified TH

e Copy

—
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Vanessa DE
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Order Doc
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PAGE 0] FROM 02

CERTIFICATE OF ANALYSIS .

SUMMARY PAGE
Baich namber : ADO6BO70B

EcoSmithkline

PRODUCT :

DILUENT - WATER FOR INJECTION - (AMPOULES)

BATCH STATUS :

PASS: Inspection Lot Conform

Made by Marie-Frangoise RADELET on 15.02.2011 at 10:18

TEST

SPECIFICATION

RESUL

FINAL CONTAINER

DESCRIPTION OF THE LIQUID Clear, colourtess liquid, free from visible PASS
particles.
DESCRIPTION GF THE AMPOULES Celoudess, sealed {AQL 0.40), free from interna) PASS
{AQI. 1.00) and external {AQL 2.50) staips.
FPrinting fegibility (AQL 0.00), if pricted.
DIMENSIONS QF THE AMPOULES Between 45 and 49 mum for | dose, PASS
ACIDITY OR ALKALINITY BY . " Not more than 0.1 ml ©.01N NaOH or vot more then ~ PASS
COLORIMETRY" 0.15 ml 0.0INHCY20 mL
YOLUME Betweea 0.6 and 0.8 ml for 1 dose. 0.7 ml
CHLORIDES BY PRECIPITATICN Not more than 0.5 ppra. <0.5 ppm
SULPHATES BY PRECIPITATION Not detectable on 10 ml, PASS
AMMONIUM SALTS BY COLORIMETRY Not more thaa 0.20 ppm. <0.20 ppm
CALCFUM AND MAGNESIUM BY Not detectable on 100 ml. PASS
COLORIMETRY
OXIDISABLE SUBSTANCES BY Passes the test with KMnO4, PASS
COLORIMETRY
RESIDUE ON EVAPORATION Not mare than 4 mg per 10¢ ml. 2 mg/100 ml
PARTICLE COUNT Not merc than 6000 particles >= 10 pim and not PASS
more than 600 particles >= 25 pm per ampoute.
STERILLITY TEST FTM BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of prowih. PASS
FILTRATION (AT 20-25°C)
ENDOTOXIN CONTENT BY GEL CLOT Not more thaa 0.25 LU per ml. <0.06 LU./m}
METHOD
CONDUCTIVITY Not mare than 25 p$ per cm. 14 uSfcm




axoSmithiline

CERTIFICATE OF ANALYSIS @
¢

SUMMARY PAGE
Batch number : ADGCBO70OB

PAGE 02 FROM 02
TEST SPECIFICATION ’ RESULIr
MANUAL BREAK TEST AQL 0.40 Impossibility 16 be broken. 0
MANUAL BREAK TEST AQL 0.15 Ampoules breaking with spikes, splinters, picces 0
of glass.
MANUAL BREAK TEST AQL 0.00 Shattering of the glass. )

RECONSTITUTION TEST Passcs the tost, PASS
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CERTIFICATE OF ANALYSIS @

COVER PAGE

)

pSmithkline

PRODIUCT :

DILUENT - WATER FOR INJECTION - (AMPOULES)

BATCH NUMBER :
ADO6B(68C

Certitied True Copy

B¥alled

Vanessa DE
QA Relé

Order Doc
GlaxoSmithKling

=Py

Q|

CUYPER
base
Iments
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PAGE 01 FROM (2

CERTIFICATE OF ANALYSIS @

SUMMARY PAGE
Batch number : ADGGBOGEC

axoSmithKline

PRODUCT :

DILUENT - WATER FOR INJECTION - (AMPOULES)

BATCH STATUS :

PASS: Inspection Lot Conform

Made by Marie-Frangoise RADELET on 17.01.2011 at 0%:37

TEST

SPECIFICATION

RESULT

FINAL CONTAINER

DESCRIPTION OF THE LIQUID Clear, colourless biguid, free foom visibie PASS
patticles.
DESCRIPTION OF THE AMPOULES Colourless, sealed {AQL 0,40}, free from internal PASS
(AQL 1.00} and external (AQL 2.50) stains.
Printing legibility {AQL £.00), if printed,
DIMENSIONS OF THE AMPOULES Between 45 and 49 mm for 1 dosc. PASS
ACIDITY OR ALKALINITY BY Not more than 0.1 m1 0.08N WaOH or not more than ~ PASS
COLORIMETRY 0.15 ml 0.0IN HCL/20 mi.
VOLUME Between 0.6 and 0.8 ml for 1 dose. 0.7 mt
CHLORIDES BY PRECIPITATION Wot more thai .5 ppm. <0.5 ppm
SULPHATES BY PRECIPITATION Mot detectable on 10 ml. PASS
AMMONRIM SALTS BY COLORIMETRY Not more than 0.20 ppm. <().20 ppra
CALCIUM AND MAGNESIUM BY Not detectable an 100 ml. PASS
COLORIMETRY
OXIDISABLE SUBSTANCES BY Passes the test with KivnO4. PASS
COLORIMETRY
RESIDUE ON EVAPORATION Not more than 4 mg per £00 ml, 4 mg/i00 mi
PARTICLE COUNT Mot more than 6000 particies >= 10 um and not PASS
more than 600 particles >= 25 pm per ampoule.
STERILITY TEST FTM BY MEMBRANE Absence of growlh PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 20-25°C)
ENDOTOXIN CONTENT BY GEL CLOT Not mere than 0.25 LU per ml, <0.06 1.U./m]
METHOD
CONDUCTIVITY Not mare than 25 uS per cm. 16 Sicm




CERTIFICATE OF ANALYSIS

SUMMARY PAGE ChaxoSmithkiing
Batch number : ADQ6B068C
PAGE 02 FROM 02
TEST SPECIEICATION RESULT
MANUAL BREAK TEST AQL 0.40 [mpossibility 10 be broken. 0
MANUAL BREAKX TEST AQL 0.15 Armpeules breaking with spikes, splinters, pisces 0
of glass.
MANUAL BREAK TEST AQL 0.00 Shattering of the plass. 0
RECONSTITUTION TEST Passas the test. PASS
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laxosmithKline

ERODUCT :

COMBINED MEASLES (SCHWARZ), MUMPS (RIT4385), RUBELLA (R
ATTENUATED VACCINE - FINAL CONTAINER

M27/3) LIVE

BATCH NIUMBER :
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CERTIFICATE OF ANALYSIS @
g

SUMMARY PAGE
Batch number : AMJIRC235

axosmithkline

PAGE 01 FROM (1

PRODUCT : :
COMBINED MEASLES (SCHWARZ) MUMPS (RIT4385),RUBELLA (RA27/3) LIVE ATTENUATED
VACCINE
BATCH STATUS : PASS: Inspection Lot Conform
Made by Marie-Frangoise RADELET on 31.03.2011 at 10:17
TEST SPECIFICATION RESULY
FINAL BULK
STERILITY TEST FI'M BY MEMBRANE Absence of growih. PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 20-25°C)
BOVINE SERUM ALBUMIN CONTENT BY Not more than 50.¢ ng per dose (0.5 mi). <12.5ng/d

ELISA




PAGE (1 FROM 02

CERTIFICATE OF ANALYSIS "

SUMMARY PAGE
Batch number : AMIRC235A4

taxoSmithkline

PRODUCT : :
COMBINED MEASLES (SCHWARZ), MUMPS (RIT4385), RUBELLA (RA27/3) LIVE ATTENUATED
VACCINE - FINAL CONTAINER
BATCH STATUS : PASS: Inspection Lot Conform
Made by Marie-Frangoise RADELET on 23.06.2011 at 13:24
POTENCY DATE : (1.04.2011
TEST SPECIFICATION RESUHT
FINAL CONTAINER
DESCRIPTION Whitish to slightly pink coloured cake or powder PASS
contained in a glass vial sealed with a rubber
stopper. After reconstitution with the diluent ;
clear peach to fuchsia pink coloured soiation.
MOISTURE CONTENT BY Mot more than 2.5 %. L0 %
THERMOGRAYIMETRY
STERILITY TEST FTM BY MEMBRANE Abscnce of growth. PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth. PASS
FILTRATIGN {AT 20-25°C)
IDENTITY MEASLES VIRUS BY Positive. POSITIVE
SERONEUTRALISATION
IDENTITY MUMPS VIRUS BY Positive. POSITIVE
SERONEUTRALISATION
IDENTITY RUBELLA VIRUS BY Positive. POSITIVE

SERONEUTRALISATION

POTENCY MEASLES VIRUS BY CELL
CULTURE TITRATICN

Mot less 3.5 Log CCIDS0 per dose.

3.7 Log CCID30/

POTENCY MUMPS YIRUS BY CELL
CULTURE TITRATION

Not less 4.3 Log CCID30 per dose.

4.8 Log CCIDS0/d

POTENCY RUBELLA VIRUS BY CELL
CULTURE TITRATION

Not less 3,5 Log CCID50 per dose.

3.9 Log CCID50/d

POTENCY MEASLES VIRUS BY CELL
CULTURE TITRATION (AGED 7 DAYS AT
37°C)

Not less than 3.3 Log CCIDS0 par dese:
The virus concentration is not more than 1.0 Leg

tower than the initial vatue,

3.3 Log CCID50/4

POTENCY MUMPS VIRUS BY CELL
CULTURE TITRATION (AGED 7 DAYS AT
37°Cy

Not less than 3.7 Log CCID3{ per dose.
The virus ¢oncentration is not more thao 1.0 Log

lower than the initial value,

4.0 Log CCID50/d




CERTIFICATE OF ANALYSIS

SUMMARY PAGE
Batch number : AMJRC2354

PAGE 02 FROM 02

FaxosSmithkline

TEST SPECIFICATION RESULT
POTENCY RUBELLA VIRUS BY CELL Nat less than 3.0 Log CCIDS0 per dose, 3.8 Log CCID50/
CULTURE TITRATION (AGED 7 DAYS AT The virus concentration is not more than 1.0 Log
17°0) lower than the initial value,
NEOMYCIN SULPHATE CONTENT BY Not more than 25 ug per dose. <25 ng/d
RADIAL DIFFUSION

pH Between 6,9 and 7.7. 1.6




L)
@SlaxoSmith Kline

Country :Thailand
Customer :338,1 GLAXOSMITHKLINE
{Thailand) Ltd
Order :7100009908/p00210
CERTIFICATE OF ANALYSIS
Manufacturer GlaxoSmithKline Biclogicals Rixensanqgt - Belgium
Vaccine . PRICRIX
Strain Combined Measles, Mumps and Rubella vaccine(live)
Batch number AMJRCZ237AA
Quantity 84,500 X 1 dose(s;}
Expiry May 2013

Date of manufacture June 2011

Comments
Marie PONCELET
(A Manager Release]& Subrmission
GlaxoSmilnKiin Hiolegicals
fo.
Qualified Person
Responsible Pharmag¢ist
QA Director
GSK Bioclogicals Belgium
M / Lo [ 2ol
GlaxoSmithKline Biologicals SA RPM Nivelles 0440.872.918
) T.V.A. : BE.0O440.872.91%
Rue de I'Institut, 89 Tel. +32 (0) 2 656 81 11 Deutsche Banl AG
B - 1330 Rixensart Fax. +32 (0) 2 656 80 00 USD :IBAN:
Belgium www.gsk-bio.com BE768260046$6695

EUR : IBAN :




GlaxoSmithKline

Country ;' Thailpnd
Customer ¢ 338,

GLANOSMITHKLINE
Thailand Ltd

Order I 7100005908/000050

MANUFACTURER

DILUENT

BATCH NUMBER

QUANTITY

EXPIRY DATE

DATE OF MANUFACTURE

COMMENTS

GlaxoSmith¥line Biologicais 8.A

7 CERTIFICATE OF ANALYSIS "

GlaxoSmithKline Biologic#ls Rixensart - Belgium

DILUENT FOR PRIORIX VA:CCINE
: ADOBBOBSEBA

50.300 x 1 dose

October 2015

November 2010

Marle PONCELET

QA Mareges Release & Submissian

GlaxoSmithKline Blo bgicals

MJ\
Po‘ fc’(/

" Qualified Person
Responsible Pharmacist
QA Director
GSK Biologicals Belgitm

M e [2om

[

Rue de L'nstitut, 89
B - 1330 Rixensart
Belgium

Tel :+32 (0) 2 656 81 11 RPM Nivelles 0440.8472.918
Fax 1+32 (0) 2 656 80 00 T.V.A. : BE.0440.873.918
www.gsk-bio.com Banque ; 271-0518333-94




GlaxoSmithKiine

Country : Thailahd

Customer : 338,
GLAXQSMITHKLINE
Thailand Ltd

Order : 710000P908/000060

_ CERTIFICATE OF ANALYSIS !I

MANUFACTURER : GlaxoSmithKline Biologicals Rixensprt - Belgium
DILUENT : DILUENT FOR PRIORIX VACCINE

BATCH NUMBER : ADOGBOGSAA

QUANTITY : 50.800 x 1 dose

EXPIRY DATE : October 2015

DATE OF MANUFACTURE : November 2010
warie PONCELET

jgsion
 Rolgase & JubT™

COMMENTS : QA Manage

\clopicals
G\amSmsmKl‘ma giolopical

Qualified Person
Responsible Pharmacipt

QA Director

GSK E)io!o icals Belgitim
GlaxeSmithKline Biologicals $.A
Rue de L'institut, 89 Tel 1+32 (0) 2 656 81 11 RPM Nivelles 0440 572.918
B - 1330 Rixensarl Fax :+32 (0) 2 656 B0 00 TV.A : BE.0440.87p.918

Belgium www.gsk-bio. com Banque : 271-0518333-94




Glaxo
Rue dg
8-1330
8elgiq

Tel, +3
Fax +3
WAL

STATEMENT

Priorix (Combined Measles, Mumps and Rubella vaccing) batch nr.
AMJRC237A (filling lof)

wass used tao manufacture the batch Priorix (Combined ‘Measles, Mumps
Rubella vaccine] batch nr.

AMJRC237AA (packaging lot).

The attached release certificate is applicable for the shipped goods.

sa DE CUYPER
QA Release

Order Documents
GlaxcSmithKline Biologicais

For QA Relegase Department,

GSK Biologicals Belgium

QOctober 2011

TVA AE
RPM Ni
i Banque.

SmithKline

Emithkline Biologicals SA
{institut, 89

Rixensart

e

2(0) 265681 1
2 (0) 2 656 BO 00
sk-bio.com

sfale

440 872 518
elles 0340 672 918

Fortis Genval 271-0518333-94




Contacl: Genevigve Waetericos
T ted,: +32.2-642.53.39
7 fak; +32-2.642.52.10
2 Secrelariat: Pascale Prévedeko
e-mail: ggnevieve weeledogs@iwivsp be

e Shas iy

D,
A0 1%&_; AY CONCERI]

i

-pif, gnw 2
W

Biological Standardisation
13 5EP. 2811

WPH! v/ 2/7¢5

7

—

Lot n* AMJRC23TAA expiry date : May 2013 of PRIORIX VACCINE, trivalent Measles,
Mumps and Rubella vaccine, produced by GlaxoSmithKline Biologicals (Riyensart -
BELGIUM) whose number appears on the labels of the final containers, meets all jnational
requirements (pational requirements are those of the WHO and the E
Pharmacopoeia) and Part A of the WHO Requirements for Biologicals Substanc

(Requirements for Measies, Mumps and Rubella Vaccine and combined vaccine (lve)).
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‘This product is manufactured and controlled in actordance with the requirements
manufacturing practices 1 and the guidelines for. national authorities on quality assu

biological products 2.

As a minimum, this cerdificate is based on examination of the preduction protocol,

Certifiad True Copy

The Chief of the National Control Labora gry

PTG Nai -
Vanessa DE CUYPER \
QA Release Geneviéve Waetérloos, M. Sc.,
Order Documents Head, Biological Standardisation Division

GlaxoSmithKline Biologicals
fGood mznufaciuring practices for pharmaceutical products, In: WHO -Expert Commitiee on Specifications for Phgrmaceulical
Preparations. 32nd Report. Geneva, World Health Organization, 1992 (WHO Technical Report Series, N*823), Anrjex 1 ; Good
manufacturing practices for biological products. In: WHO Expert Commitiee on Biological Standardization. 4End Report.
Geneva, World Heallh Organization, 1992 (WHO Technical Report Series, N°823), Annsx 1.

Zjn: WHO Expert Commitiee on Biological Standardization. 42nd Report. Geneve, Woild Health Organization, 992 (WHO
Technical Report Series, N*B23), Aonex 1.
Rue Juliette Wytsmanstraat, 14, 1050 Brussels, Belgium, Tel.: +32-2-642.51.11, Fax: +32-2-642.50.01
Website: http:lfanw, wiv-isp.be
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. PRODUCT
DILUENT - WATER FOR INJECTION - (AMPOULES)
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CERTIFICATE OF ANALYSIS

»
SUMMARY PAGE JaxcSmithkline
Barch number : ADOGBOGSB
PAGE 01 FROM 02
PRODUCT
DILUENT - WATER FOR INJECTION - (AMPOULES)
BATCH STATUS ; PASS: Inspection Lot Conform
Made by Mare-Frangoise RADELET on 17.01,201] at 10:(5
TEST SPECIFICATION RESULIT
FINAL CONTAINER
DESCRIPTION OF THE LIQUID Clear, colourlcss liquid, free from visible PASS
particles.
DESCRIPTION OF THE AMPQULES Colourless, sealed (AQL 0.40), free from ipternal PASS
(AQL 1.00) and external (AQL 2.50) stains.
Printing legibility (AQL (.00}, if printcd.
DIMENSIONS OF THE AMPOULES Between 45 and 49 mum for 1 dosc. PASS
ACIDITY OR ALKALINITY BY Not more than 0.1 ml 0.01N NaOH or not more than ~ PASS
COLORIMETRY 0.15 m] 0.01N HCL20 ml.
VOLUME Between 9.6 and 0.8 ml for 1 dosc. 0.7 ml
CHELORIDES BY PRECIPITATION Not more than 0.5 ppm. <0.5 ppm
SULPHATES BY PRECIPITATION Hot detecable oa 10 ml. PASS
AMMONIUM SALTS BY COLORIMETRY Naot more than 0,20 ppm. <0,20 ppm
CALCIUM AND MAGNESIUM BY Not detectable on 100 ml. PASS
COLORIMETRY
OXIDISABLE SUBSTANCES BY Passes the test with KMnO4d, PASS
COLORIMETRY
RESIDUE ON EVAPORATION Not rnore than 4 mg per 100 ml. 4 mg/160 ml
PARTICLE COUNT Not more than 6000 particles >= 10 um and not PASS
more than 600 particles >= 25 pm per ampoule.
STERILITY TEST FTM BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 20-25°C)
ENDOTOXIN CONTENT BY GEL CLOT Not more than 0.25 LU per ml. <0.06 .U Smi
METHOD
CONDUCTIVITY Not more than 25 15 per cm. 16 15/em




CERTIFICATE OF ANALYSIS "

SUMMARY PAGE
Batch number : ADO6BO68B

o

nxoSiithKkline

PAGE 02 FROM 02

l TEST SPECIFICATION RESULT

MANUAL BREAK TEST AQL 0.40 Impossibility te be broken. 0

MANUAL BREAK TEST AQL 0,15 Ampoules breaking with spikes, splinters, picces 0
of glass.

MANUAL BREAK TEST AQL 0.00 Shatteriog of the glass. o]

RECONSTITUTION TEST Passes the tost. PASS
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PRODUCT -
DILUENT - WATER FOR INJECTION - (AMPOULES)

ADO6B06YA Certified True Copy
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"CERTIFICATE OF ANALYSIS

[]
SUMMARY PAGE GlakoSmithiline
Batch number : ADOEB069A
PAGE (01 FROM 02
PRODUCT :
DILUENT - WATER FOR INJECTION - (AMPOULES)
BATCH STATUS : PASS: Inspection Lot Conform
Made by Chantale Lekajn on 15.62.2011 at 09:46
TEST SPECIFICATION RESULT
FINAL CONTAINER
DESCRIPTION OF T-'HE LIQUID Clear, colourless liquid, free from visible PASS
particles.
DESCRIPTION OF THE AMPOULES Colourless, sealed (AQL ©.40}, free from internal PASS
{AQL 1.00) and cxternal (AQL 2.5C) stains.
Pristing legibility (AQL 0.00), if printed.
DIMENSIONS OF THE AMPOULES Retween 45 and 49 mm for 1 dose, PASSE
ACIDITY OR ALKJ}LH\HTY BY Not morc than 0.1 m] 0.0:N NaOH ot not more than ~ PASS
COLORIMETRY 0.15 ml 0.01N HCH20 ml
VOLUME Betweea 0.6 and 0.8 ml for 1 dose. 0.7 ml
CHLORIDES BY-PRECIPITATION Not more than 0.5 ppm. <5 ppm
SULPHATES BY PRECIPITATION Not delectable on 10 mi. PASS
AMMONTUM SALTS BY COLORIMETRY Not more thaa 0.20 ppm. <(0.20 ppm
CALCIUM AND MAGNESIUM BY Not detectable on 100 ml. PASS
COLORIMETRY
OXIDISABLE SUBSTANCES BY Passes the test with KivinO4, PASS
COLORIMETRY
RESIDUE ON EVAPORATION Not more than 4 mg per 108 ml. 4 mg/ 100 ml
PARTICLE COUNT Not more then 6000 particles >= 10 prn and not PASS
more than 600 particles >= 25 um per ampaule.
STERILITY TEST FTM BY MEMBRANE Abscnce of growtb. PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 20-25°C)
ENDOTOXIN CONTENT BY GEL CLOT Not more than 9.25 LU per ml. <0.06 1.U fml
METHOD
Mot more than 25 pS per em, 16 pSfem

CONDUCTIVITY




CERTIFICATE OF ANALYSIS

L]
SUMMARY PAGE ClhxoSmithkiine
Batch number ; ADG6BO6IA
PAGE 02 FROM 02
TEST SYECIFICATION RESULT
MANUAL BREAK TEST AQL 0.40 Impaosstbility to be broken, Q
MANUAL BREAK TEST AQL 0.15 Ampoules breaking with spikes, splinters, pieces 0
of glass,
MANUAL BREAK TEST AQL Q.00 Shattering of the glass. 1]
PASS .

RECONSTITUTION TEST

Passcs the test.




CERTIFICATE OF ANALYSIS

COVER PAGE
PAGE 01 FROM 01

®
@Gamﬁmith}(line

PRODUCT :

COMBINED MEASLES (SCHWARZ), MUMPS (RIT4385), RUBELLA (RA27/3) LIVE
ATTENUATED VACCINE - FINAL CONTAINER

BATCH NUMBER :
AMJIRC237A

odt

ified True Copy
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CERTIFICATE OF ANALYSIS
SUMMARY PAGE

Barch number : AMIRC237

PAGE 01 FROM 01

*
@JlaxoSmimKline

PRODUCT :
COMBINED MEASLES (SCHWARZ),MUMPS {RIT4385),RUBELLA (RA27/3) LIME ATTENUATED
VACCINE
BATCHSTATUS : PASS: Inspection Lot Conform
Made by Marie-Frangoise RADELET on 31.03.2011 at 10:35
TEST SPECIFICATION RESURT
FINAL BULK
STERILITY TEST ¥TM BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth, PASS
FILTRATION (AT 20-25°C)
BOVINE SERUM ALBUMIN CONTENT BY Not more than 50.0 ng per dose (0.5 mi). <12.5ngMd

ELISA




PAGE 0] FROM G2

CERTIFICATE OF ANALYSIS {8

SUMMARY PAGE
Batch number : AMJIRC2374

GlaxcSmithline

PRODUCT - .
COMBINED MEASLES (SCHWARZ), MUMPS (RIT4385), RUBELLA (RA27/3) LIVE ATTENUATED
VACCINE - FINAL CONTAINER
BATCHSTATUS : PASS: [nspection Lot Conform
Made by Marie-Frangoise RADELET on 21.06.2011 at 10:51
POTENCY DATE : 07.04.2011
TEST SPECIFICATION RESUYT
FINAL CONTAINER
DESCRIPTION Whitish to slightly pink eoloured cake or powder PASS
conlained in a glass vial sealed with a rubber
sloppet. After reconstitution with the diluent
cicar peach to fuchsia pink coloured solution.
MOISTURE CONTENT BY Not more than 2.5 %. 1.0%
THERMOGRAYVIMETRY
STERILITY TEST FTM BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 30-35°C)
STERILITY TEST TSB BY MEMBRANE Absence of growth. PASS
FILTRATION (AT 20.25°C)
IDENTITY MEASLES VIRUS BY Positive, POSITIVE
SERONEUTRALISATION
IDENTITY MUMPS VIRUS BY Positive. POSITIVE
SERONEUTRALISATION
IDENTITY RUBELLA VIRUS BY Positive. POSITIVE

SERONEUTRALISATION

POTENCY MEASLES VIRUS BY CELL
CULTURE TITRATION

Not Tess 3.5 Log CCIDS50 per dose.

3.9 Log CCID50/d

POTENCY MUMPS VIRUS BY CELL
CULTURE TITRATION

Mot tess 4.3 Log CCIDS0 per dose.

4.8 Log CCID50/d

POTENCY RUBELLA VIRUS BY CELL
CULTURE TITRATION

Not Jess 3.5 Log CCIT50 per dose.

4,0 Log CCID50/d

POTENCY MEASLES VIRUS BY CELL
CULTURE TITRATION (AGED 7 DAYS AT
37°C)

Mot less than 3.0 Log CCID50 per dose,
The virus concentration is not more than 1.0 Log

Jower than the initial value.

3.6 Log CCID50/d

POTENCY MUMPS VIRUS BY CELL
CULTURE TITRATION (AGED 7 DAYS AT
37°C)

Mot less than 3 7 Log CCID50 per dose,
The virus concentration is not more than 1.0 Log
fower than the initial value,

4.2 Log CCID50/d




CERTIFICATE OF ANALYSIS "

SUMMARY PAGE GlaxcSmithkline
Batch number ; AMJRC237A4

PAGE 02 FROM 02
TEST SPECIFICATION ' RESULT
POTENCY RUBELLA VIRUS BY CELL Not less than 3,0 Log CCIDS0 per dose. 4.0 Log CCID50/d
CULTURE TITRATION (AGED 7T DAYS AT The virus concentration is pot more than 1.0 Log
37°C) lower than the initial value.
NEOMYCIN SULPHATE CONTENT BY MNol mors than 25 pp per dose, <25 pg/d
RADIAL DIFFUSION

pH Between 6.9 and 7.7. 7.6
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concentration i not more than 1.0 log lower

than the mitial value.
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Fomsf Priorix fomn iy Measles Mumps and Rubella|Vaccine
JUATSHAR AMIRC23TAA 71U 150X 0,5 ml
F{{)Ham GlaxeSmithKline Biological 5.a., Belgium Fé“ﬁlﬂ'i'tzﬁ ﬁ?ﬁ}ﬁltﬂgﬂi‘ﬁﬁﬁﬂﬁﬂﬁ‘u (ikzmeting) dida
Tusda June 2011 Junuaey  May 2013
Fawnedaesn L] wiimh M aiinnauda O suq
Juswauna 2b gaimu 2554
WNInTEN FTinaw RIS NodATIz
{dentity test
-Meastes Seroncutralization on Vero cell Positive Pass
-Mumps Scroneutralization on Vero cell Positive Pass
-Rubella Sel’cneuiraiiz.a{.ii:m on RK-13 cell Positive Pass
Poleney test
~Measles Microtitration assay on Vero celi Not less than 3.5 log CCID, /dose Pass
“Mumps | Microtitration assay on Vero celi Not less than 4.3 log CCID,_fdose Pass
-Rubelia Microtifration assay on RK-13 cell Not less than 3.5 log CCID, /dose Pass
Stability test
-Measles Microtitration assay on Vero cell Not less than 3.0 l()gCC]DSde-;;cl. .th_c virus Pass
concentration is not more than 1.0 log lower
than Lhe initial value.
-Mumps Microtitration assay on Vero cell Not less than 3.7 logCCID,/dose. The virus Pass
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Fomsan Priorix %ﬂﬁ‘lﬂ'ﬁg Measles Mumps and Rubglla Vaccine
TUMIRES AMIRCZITAA T 150.X°0.5 mi
- i e < -~ -~ 3w
Ardn GiaxoSmithKline Biological s.a., Belgium  gadinswyt  vitvundn Taaiinlady (dszineing) $iin
Juwie Junc 2011 AUNLABY  May2013
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dnmmzdeae L] adied V1 siineanda 1 #us
TUSWNUHD 2p HAAN 2554
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Stability test
-Rubella Microtitration assay on RK-13 cell Not less than 3.0 IogCCIDﬂ)fdosc. The virug Pass
coneentration is not more than 1.0 log loweq than
the initial value.
Appearance test Visual inspcction Whitish to slightiy pink coloured cake or ppwder Pass
contained in a glass vial'sealed with.a rubber
stopper. After réconstitution with the dilutipn; Clear
peach lo fuchsia pink coloured solution.
Moisture content Karl Fisher’s method NMT 2.5% Pass
Sterility Direct inoculation No growth Pass
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fasosos 4124 Fuiitudant 22 WgAdn fou 2554
aaduil 4% unsau 2555 Fufinsndinsied 28 HOATN U 2554
MINUEYTATIZY 0354-000800 | |
Sen1sm Priorix g‘i’ﬁ)’ﬁ 1’3qu; "Meastes Mumps and Rubcllp Vaccine
FUMTHAR AMIJRC232AA 1M 150 X 0.5 tal
KHan GlaxoSmithKline Biological s.a., Belgium  faenasizd  uS¥nundnlwaiinladu lrumelng Sida
Tupdn Junc 2011 Junupery  May 2013
Faunzsnotne L] it M siiananite 1 s
Fusoang &9 unTIAY 2555
NeMIHATIN B ElL e IDUINATEIY Hednaie
Identity test .
~-Measles Seroneutralization on Vero cell Positive Pass
-Mumps Seroneutralization on Vero cell Positive i Pass
-Rubella Seroneutralization on RK-13 cell Positive Pass
Potency test _
-Mcaslcr: Microtitration assay on Vero cell | Not less than. 3.5 log CCID; fdose Pass
~Mumps Microtitration assay on Vero cell Mot less than 4.3 log CCID, /dose Pass
-Rubella Microtitration assay on RK-13 cell Not less thasi 3.5 log CCID, /dose Pass
Stability test
. -Measles Microtitration assay on Vero cel] | Notless than 3.0 logCCID_ /dose. The virus Pass
concentration is not more than .0 log lower
than the initial value, . |
-Mumps Microtilration assay on Vero cell Not less than 3.7 logCCID/dese. The virus Pass
_ concentration is not move than 1.0 log lower
than the initiat value,
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“5}6ﬂﬁ M Priorix éﬂﬁ]ﬁ'ty Measles Mumps and Rubefla Vaccine
JUNTIHDR AMIRC23ZAA $mu 150 X.0.5 ml
gﬂﬁﬂ GlaxoSmithKline Biological s.a., Belgium ﬁéxﬁLﬂin’ Wundinirainliadu alszinaing) $ira
Turan June 2011 Tunueely  May:2013
Snumedode L] siimh M il O duq
Fuswamna 1% unsmm 2555
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Stability test
~Rubella -Microtifration assay on RK-13 cell - Not less than 3.0 logCCID,/dose. The virus Pass
congcentration is not more than 1.0 log lower|than
the initial value.
Appearance test Visual inspection - Whitish to slightly pink colouréd cake or pgwder Pass
: contained in.z glasy vial scaled with a rubbet
stopper. Aller reconstitution with the dilutidn; Clear
peach to fuchsia pink coloured solution.
Moisture content Karl Fisher’s mcthod "NMT 2.5% Pass
Sterility Direel inoculation No growth Pass
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asiuf {1 w2555 i’uﬁm:ﬁmﬂzﬁ 28 wt}ﬂ?lewu_ 2554
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‘T}am_ﬁﬁ*’l Priorix %ﬂﬁ 1ﬁ'i§ Measles Mumps and Rubsila Vaccine
JUMSHTN AMIRC233AA UMY 150 X .5 ml
Auda GlaxoSmithKline Biological s.a., Belgiom  §eimsied  uisinundnTaaiinlndul@szmeng f1in
Tunan June 2011 Tunuaey May 2013
Shumsdaetne [ wilenh V1 afinmaudy [ B
Funwnuwa |} mwieu 2555
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Identity test
-Measies Seroneutralization on Vero cell Positive Pass
-Mumps Scmneuttaiizatio.n on Vero cell Positive _ Pass
-Rubelia Seroneutralization on RK-13 cell Positive Pass
Potency. test
~Measles' Microtitration assay on Vero cell Not less than 3.5 log CCID,/dose Pass
-Mumps Micm-titr‘ation. ‘assay on Vero cell -Not less than 4.3 log CCID/dose Pass
-Rubelia Microfitration assay on RK-13 cell Not less than 3.5 log CCID/dose Pass
Stability test
 -Mcasles. Microtitration assay on Vero cell Not less than 3.0 logCCID, /dose. The virus Pass
concentration is nof more than I.G']pg lower|
than the initial value,
“Mumps Miérotitfa‘tion assay on Vero cell Not less than 3.7 iogCCIDm/dosé, The virus Pass
concentration is not more than 1.0 log lower]
than the initial value.
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Fonisf Priorix ‘%Bmﬁt’g Measles Mumps and Rupella Vaccine
FUAIHDA AMIRC233AA U 150 X 0.5 mi
Fiﬁaw GlaxoSmithKline Biological s.a., Belgium ﬂ'ﬁﬁiﬂi’ixﬁ' wdnundnlaaiinladk (szmalng $ida
Tuwin June 2011 Funuaely  May 2013
Sovadaeie [ aflmh V1 wiiawautia [ 8uq
Furwama |} wmen 2555
s inset FEhanziriianta RIS IM eI
Stabil.ity tcst-. -
-Rubella Microtitration assay on RK-13 cell Not less than 3.0 logCCID,/dose, The virgs Pass
concentration is not move than 1.0 log lowpr than
the initial value.
Appearance test: Visual inspection Whitish to slightly pink coloured cake or powder ‘Pass
contained in a glass vial sealed with a rubber
stopper. After reconstitution with the ditufion; Clear
peach to fuchsia pink coloured solution.
Moisture content Karl Fisher’s method NMT 2.5% | Pass
Sterility Direct inoculation No growth Pass
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Jarmsfh Priorix Forri (Y Measles Mumps snd Rubellp Vaceine
JumEHis AMIRCZ35AA R 150 X 0.5 mi
Andn GlaxoSmithKline Biological s.a., Belgium  feta3ina s WS Taaiintndu (szmalng $1a
Sunda June 2011 fuvuaeiy  May 2013
Srumedede L wilmh M ailanani (1 -8uq
Susrwensa 3 wnginy 2555
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Tdentity test
-Measles Séroneutralization on Vero cell Positive Pass
~Munips Seroncutralization on Vero cell Positive _ Pass
-Rubelia Scmncutralizatioﬁ on RK-13 ecll Posilive Pass
Potency test
-Measles Microtitration assay on Vero cell Not less than 3.5 log CCEby/do_sc Pass
~Mumps Microtitration assay on Vero cell Nat less than 4.3 log CCID, /dose Pass
-Rubella Microtitration assay-on-RK-13 ecll Not less than 3.5 log CCID,/dose Pass
Stability test
-Measles Microtitration assay on Yero cell Not less than 3.0 logCCID /dose. The virus Pass
concentration is not more than 1.0 log lower
than the initial value.
~Mumps Microtitration assay on Vero cell Not less that 3.7 logCCID, fdose. The virus Pass
concentration is not more than 1.0 log lower
than the iniiigi value.
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‘ld;'ﬂﬂ Ly Priovix %Bﬂ'lﬁm Measles Mumps and Rubflfa Vaccine
FATORHRL AMIRC235AA LT 150X 0.5 ml.
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Stakility test
-Rubeila Microtitration assay on RK-13 cell Not less than 3.0 logCCID,/dose. The virus Pass.

concentration is npt niore than 1.0 log lowef than

the initial value.

Appearance tesi Visual inspection Whitish to slightly pink coloured cake or ppwder Pass
contained in a glass vial sealed with a rubbge
stopper. After reconstilution with the ditutipn; Clear

peach to tuchsia pink coloured solution..

Moisture content Kart Fisher's mcthod NMT 2.5% Pass

Sterility Direct inoculation No growth Pass
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%ami?ﬁ Priorix E]ﬂ}@ff‘!‘ﬁ‘ﬂg Measles Mumps and Rubelip Vaccine
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Identity test o
-Measles Seroneuiralization on Vere cell Pasitive Pass
-Mumps Seronsutralization on Vero cell Positive Pass
.-R'ubeila Seroncutralization on RK-13 cell Positive Pass
Potency fest |
-Moaskes Migrotitration assay on Vero cell Not less than 3.5 log CCID /dose: Pass
-Mumps Microtitration assay on Vero cell Not less than 4.3 log CCID, fdose Pass
-Rubella Microtitration assay on RK-13 ccl Not less than 3.5 log CCID /dose Pass
Stability test
-Measles Microtitration assay on Vero cell Not less than 3.0 logCCID, /dose. The virus Pass
coneentration is not more than 1.0 log lower
than the initial value.
-Mumps Microtitration assay on Vero cell Not tess than 3.7 logCCID, /dose. The virus Pass
concentration is not more than 1.0 log lower
than the initial value.
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Stability test
~Rubella ‘Microtitration assay on RK-13 ceil Not Iess than 3.0 logCCID, /dose. The virus Pass
concentration is not miore than 1.0 log lower than
the initial value,
Appearance fest Visual inspection Whitish to slightly pink coloured cake or ppwder Pass
coftiained in a glass vial scalcd with a rubbey
stopper, After reconstitution with the difutipn; Clear
peach to fuchsia pink coloured solution.
Maoisture content Kali Fishér's method NMT 2.5% . Pass
—S;crifity | Direct inoculation No growth Pass
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Fenith Priorix %ﬂmﬁ'fg Measles Mumps and Rubella Vaccine
JURTINDA AMIRC237AA U 150 X 0.5 ml
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Id_'entﬁf test
-M.casie's Seroneutralization on Vero cell. Positive Pass
-Mumps Seroneutralization on Vero cell. Positive Pass
-Rubella Seroneutralization on RK-13 celi Positive "~ Pass
Potency test
-Measles Microtitration assay on Vero cell Not less than 3.5 log CCID,/dose: Pass
-Mumps Microtitration assay on Vero cell Not lgss than 4.3 log CCID, /dose Pass
-Rubella Microtitration assay on RK-13 cell Not less than 3.5 log CCID, /dose Pass
Stability fost |
~-Measles Microtitration assay on Vero cell | Not less than 3.0 logCCID,/dose. The virus Pass
concentration is not more than 1.0 log lower
than the initial value,
-Mumps- Microtitration assay on Vero cell Not less than 3.7 logCCID, /dose. The virus Pass
concentration is not more than 1.0 log lower
than the initial value,
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Fonrsm Priorix %ﬂff'iﬂi;g Measlcs Mumps and Rybella Vaccine
JUATIHER AMJIRC237AA d1uu 150 X 0.5 ml
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Stability test
-Rubella Microtitration assay.on RK-13 cell Not less than 3.0 logCCID, /dose. The vijus Pass
concentration is-not more than 1.0 log lower than
| the initial value.
Appearance test Visual tnspection Whitish-to slightly pink coloured cake or|powder Pass
contained in a glass vial sealed with a rubber
stopper. After reconstitution with the dilytion; Clear
_peach to fuchsia pink coloured solution,
Moisture content Karl Fisher’s method NMT 2.5% Pass
Sterility Direct inoculation -No growth Pass
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