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ClaxoSmithKlins

Country 2 Thailsng

Customer A38, CLAXOSMITHELINEG
Thailand Lid

Order : FOGIOEIRTRIQN0 000

C%Eﬁ’ift! zH 0? RILEL LA‘%},

P RSP RA

o

MANUPACTURER T QlaxeSmithiline Rinlogieals Wixensuvt - Belgiva
VACCINE DOPRIORIX

STRAIN © Combined feasies, Munps and Rubella Yacelne (lve)
BATCH NUMBER i ABICEZ4GA

QUANTITY v 20,940 CMB x 1 dosce(s)

20,940 PCIKC X 1 CMB X 1 dose(s)

EXPIRY DATE o January 2018

DATE OF MANUFACTURE : February 2016
(hg.ns3diny duana)

3 ol (o s
COMMENTS ¢ Diluent batch number = DTI.l‘i.ﬁs‘sﬂ%m‘zﬁﬂuﬂmﬂﬁvﬂﬂw

[ hereby confirm that this betch has been manufactured and conirolled in compliance with the ¢GMP
regulations wnd in acsordance with the local regulatory requirements of (he receiving market, This includes
that, for any materials derived from ruminants {(bovine, ovine, eaprine) used in the manufacture andfor
formulation of the balch of product specified above, all msasures have becn taken to demonstrate compliance
with Directive 2001/83/EC and amending Dircctives 2003/63/EC and 2004/27/EC.

.c;
(Warina GUZMAN MONFERRER g fivde Suctat

1 etric] Pharmacist Qualified Pecson
inciustrial P Q4. Director

» GSK Biologiculs
i 6 S‘E? zmﬁ Rue de PInstiiut §%
s 1330 Rixensuart
Belgium

QAR rkase

Y




Page 1 a4

i,

""\\
V VJ\M REd v VEelotiney
%‘1;452. a8

&
e 3*

~ISp
WIV
Biglogical Standerdisatio:

03 Sep, 7n15

9 e ’{
R TTER 1
BHE F8. 20 5 it

CERTIFICATE FOR THE RELEASE OF PRIORIX VACCINE

The fallowing lof.  AB9CE2464  of PRIORIX vaceine, (rivalent five allenuated
Measles, Mumps and Rubella vaccine, produced by GlaxeSmithiKine Biologicals
{Rixensart - BELGIUM), whosa number appears on the labels of the final containers,
complies with the relevant specifeations in the Belglan registration flle and Parf A of
the WHO Reguiramenis for Measfes, Mumps and Rubeifa vaceinas and combinad
vaceing (Live)t.

This productis manufaciured and controlled in accordance with the requirements for
Good Manufacturing Practices for Pharmaceulical Products: Main Frinciples?®, Good
Manufzeluring Fractices for Bivlogivel Products® and Guidelines for Independent Lot
Release of Vaccines by Regulatory Authorities ',

As a miniraum, this cedificate is hased on examination of the summary profocat of
manufacturing and control,

No. of rateased

Final Lot Ho. containers Expiry date
in this final jof.
ABGCEZ46A 20,844 January 2018
Components:

ANMJROZEBA (ABEFE246A)
DT11184A

Vaccine (filing tof No.)
Diluent lot No.

- Type of packaging * wial - pmpuld
~ Number of dosas pec cail peck + 1 dosg

(N.n33dm  duana)
The Chief of the National Co trol Ldbc‘d‘”ﬁ mgwumﬂ@mm
F

ot e 2 38

S Bl
Geneviéve Weagterloos, M. $c.,

Head, Biological Standardisation U

WHO Technlcal Report Serlaz, No, 840, 1684, Anna 3
“WriQ Technlcal Ropor Serfes, No, BE6, 2014, Annox 2
WHO Techalcul Repod Serias, Ho, 800, 2018, Amox 2
“WrQ Technlcal Repor Serfos, Ne. 878, 2013, Annex 2

MATHIAS JANSSEN
VACCINE RESPONSIBLE
HATIONAL CONTROL LABORATORY

Ruo Julfotie Wylsreutstmal, 14, 1050 Brugvels, Belgluny, Tel: +32-2-342.57.31, Fu +32-2-642,50.01
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PRODUCT
DILUENT - WATER FOR INJECTION - (AMPOULES)
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CERTIFICATE OF ANALYSES
SUMMARY PAGE
Badoh wpinher : RELIG

Glavoindithline
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PROBUCT :

DILUTENT - WATER FOR INIECTION - (AMPOULES)
BATCH STATUS PASS: tnspection Lot Conformn

Made by Chadale Lekain on 07 10.20135 at 10:10

TRET SERCIFICATION RESULY
ok AACRI &
FINAL CONTAINER
BESCRIPTION OF THE LIQUED L, colonsless liquid, Guee rom visible PASS
purlicies,
VOLUME Between 0,48 znd 3,8 ml o | dose. 0.6 mi
RECONSTITUTION TEST "asses tie tnst. PASS

IDENTITY SQDIUM BY PRECIFITATION Megalive. MNEGATIVE

(OgLnstin duans)
& Mak 40 d b s
naENIEim AU A




TTCERTIFIGATE OF AMALYSIS

CELFPHARM
- Rue Paul Langevin
HEE BPg0241
A7172 Chantbeay fas Tonis

P I3 TTED0BES

N e

Desciiption : Waler For injoction {WF &rp d
Hem p" 0 6017761

Balch MU DT1H16

Hales balcly N™ @ NI

Cuslomer | GLAXOSMITHEKLINE BI0LOGICALS Sa
Cusiomer fem 14 0000100402

Tesis

Appearance
Calorless, slear liguid

Acidity wl‘th ,MQH 0,011

Alkaiinily wilh HCH 0010

Ammanivm

Calcium and Magnesium
Mol detaclahle on 100ml

Chipdides
Conduglivity [2.2.38]
Mitrates

Residue on evaporation

(ny.nssiing Auann)
;e fam Kbam
ndnsginnimigianys

Oridisable substances
Pink color

Sulphates
Mot duleclable on 10ml

Siedlity tesl |2.6.1] : Caseln soybean madium
Absence ol mlcrobial growih in the cuiture medium

Stedlily test [2.6.11; Thicaglycolzle mediym
Absence of microbial growlh In the culiure medium

Bacterial endotoxin tesi {2.6. 14]- tU Quanti

Bacterial endotoxin test [2.6.14] - resuli

Particles counling [2.9.19] : particlas>=10pm

Specifications

Passes lesi

01 ml
ainE m
“08 ppm

Passes lesl

405 ppm
£25 uSperom-1
S22 ppm

E

5 0.004

Pagses tasl

Passes lesi

Passes lest

Passes {osd

20,25 EUlml
Passes lest

<6000 Paricles/conlainer

tdanufaciuring dale - 2/05,2015
Euplry dale 1 D57 2020

Malhod : MPF 826-1 ad. 2 003

Hassas texd

0.7 i
0.00 ml
<8 ppm

Passes lest

<0.4G ppm

15 1S perem-1
<02 ppm
0.003 %

Passes lest

Passes tast

Passes {est

Passes test

0.03 EU/ml

Passes lest

W

{2
L

i¥s

W

W

A3

1%

41 Particles/conlainar

Paiticles counting (2.9.13] ; particles>=25m % 60O Particlas/coniainer 1 Padiclesfconlainer v
Printed date : 02 f 08/ 2015 Page 112
By : sysleme

t,:,‘p
= :5'&5

A



TCERTIFIGATE OF ANALYSIS

e Paul Langoevia
. BPR0Z4d

7 D4, T1H004848

A AU Chambiay les Tours .
Desoription  Water For Injection (WF Aanp 1
Herp b® 2 5017761 Manuiacturing dafe ; 2906/2018
Balch 6°; DTG Expiry datg ¢ 98 L2020
Sales balch N” : WA
Cuslomer ; GLAKOSMITHILINE BIOLOGICALS 8A Muihod 1 MPF 026-1 2d, 2 003
Cuslomer ilear W 0000100402
Aecepied Mygityen Caroline
Chselily Agsurancs ey
0210872015 - 14:23 i
This cadiicats of enalysis was nroduced by & closed electronic dalz procsssing system and lherefore bears no sigoature
i
P
b
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N
(hgLnssdine duana)
o~ - S ot L
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Prinled dale : 02708 £ 2015
By : systeme
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COVER PAGE
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PRODIICT :
COMBINED MEASLES (SCHWARZ), MUMPS (RIT4385), RUBELLA (RA27/3) LIVE
ATTENUATED VACCINE - FINAL CONTAINER

Ed ! Ly 3

AMIRIDZO8A. Cerlified True Copy

(ngy.nIsling duena)
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CERTIFICATE OF ANALYVSES
SUMMARY PAGE
Beiel nunthor : AMIRDIGY
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PAGE 01 PROM 0L

PRODUCT ¢
COMBINED MEASLES (SCHWARZLMURMPE (RITA385)L RUBELLA {RAZ73) LIVE ATTENUATED
VACCINE

BAWCH STATUE - PASS: Tnspeztion Lot Confonn
Made by MaricJrancoise RADELET o [2.03.2015 2t 1 119

TESY BPECIFICATION ; RESULY

FINAL BULK

STERILITY TEST FTM BY MEMERANSE Absence of growih, PASS
FILTRATION (AT 30-35°C)

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

BQVINE SERUM ALRUMIN CONMNTENT 8Y Net oo than 50.0 5g per dose (6.5 ml), <Zx0ughl
ELISA

(ne.nssein fuana)
w TR B T
infynsgimhnd§iians
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PAGE G FRONM 02

FROmIC
COMBINED MEASLES (SCHWARD), MUMPS (RIT4385}, RUBELLA(RAZTS Tw IVE ATTENUATED
VACCINE - FINAL CONTAINRKIR

Mude by Chantale Le

PASS: lnspection Lol Coulonn

7012

leaier ons 37 016 at 9115

SPRCUAIT A N

RESULT

FINAL CONTAINER

DESCRIFTION Whitish to slightly pink colourad cake or povater PASS
eontained in a gloss vial soaled with 2 rubbey

stapper. After peeoastitution with ihe diluent @

clear peach o fischsia pink coloured volution,
WATER CONTENT BY sKARL FISCHER Wolmere thar 2.5 %, .29
STERILITY TEST FTM BY MEMBRANE Abzence of grovah, PASS
FILTRATION (AT 30-35°C)
STERILITY TEST T8 B8Y MEMBRANE Absesce of grovsh. PASS
FIUTRATION (AT 20-25Cy
IDENTITY MEASLES VIRUS BY Pasitive. PGSITIVE AT
SERONEUTRALISATION
(DENTITY MUMPS VIRUS BY Pasitive, POSTWVE
SERONEUTRALISATION Y i )

{r SLO55000% @’ rf{g}g‘;)
: — — HULAAIIG
IDENTITY RUBELLA VIRUS BY Postlive. POSITIVE 4
nfsnTgimhadfians

SERONEUTRALISATION

POTENCY MEASLES VIRUS BY CELL
CULTURE TITRATION

Mot fess thin 3.5 Log CCINSO per dose,

4.2 Leg CCIOSMA

POTENCY MUMPS VIRUS BY CELL
CULTURE TITRATION

Not less than 4,3 Log CCIRS0 per duse.

4.9 Lop, CCL5%4

POTENCY RUBELLA VIRUS BY CELL
CULTURE TITRATION

ISet Jegs thas 3.5 Lag CCIHIS0 per dose,

3.9 Log CCIDSM/

POTENCY MEASLES VIRUS BY CELL
CULTURE TITRATION (AGED 7 DAYS AT
70

Nat fess than 3.0 Log CCIDEQ per dose.
Tl vitus concentration is not move then 1.0 Log

fower than the inftiaf value,

2.3 Log CCIDS0/

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

Net legs than 3.7 Lag CCIRSO per dese.
The virus consstilation is not more than 1.0 Log

lower i the isitial value,

4.2 Lag CCIDSH/d
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PAGE 02 PROM 02

TERT SPRCITIOATION RESLLT
POTENCY RUBELLA VIRUS BY CELL Mot fesg than 3.0 Lag CCHI30 por dose. 3.9 Log CONIZN
CULTURE TURATION {AGED T DAYS AT The virns concentration is not ez e L0 Log
EVA®) Toswr thon e Enitind walue
NEOMYCIN SULFHATE CONTERNT BY Pol morn thae 25 jig pur doge, 2% pedd

RADIAL DIFFUSION

i

pH Hetwenn 6.8 und 05 7.

(ney.n3adin1 Auana)
) ol g s
ndsns i mlfuans



