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T o s s 4 W e R

Prodnct Quality and Dispesition Department : The vm.:;i.ncs division af sangfi-avends Group
QUALITY CONTROL RELEASE
NATIVE PURIFIED FHA

Lot number FA256006
Protein content : 1108.96 ug/m!
SDS-page : Confarms
FHA idenlification : Positive
Clustering activity on Chinese . No cytopathic sffect
Hamsler Qvary cells
Haemaggiutining aclivity 1 1024037 HAU/mg

{HA with cholestero! : 98 % - Conforms

Expiry date | NOVEMBER 2010

GENERAL CONCLUSION : Conforms

Release date : 16.08.2007
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U84-VRAC PERT - Ffn CL2.0020.07.10
This doctmant is intwended for healih swibotity biologival releate purposes only
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3.2.P.6

Certificate of Analysis - Haemophilus Identity Reference
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Product Quality and Disposition Departinent

The vaccines divigien of sannfi-aventis Group

QUALITY CONTROL RELEASE

095 HAEMOPHILUS fype b CONJUGATE VACCINE

Lot number
Conlainers

pH

Phosphorus content

Haemophilus polysaccharide content
Residual moisture

Osmolality

Suerose cantent

Free polysaccharide content
Haemophilus identification

Telanus identification

Bacterial and fungal stedlity

Pyrogens

Date of manufactura : 22.01.2008
EXPIRY DATE : DECEMBER 2010

GENERAL CONCLUSION : Conforms

Release date ; 28.05.2008

096-ce 2. dotI0/06406

: DO020
: Vigls 1 dose

7.06

0.82 pgidose
9.75 ug/doss
0.72%

412 mosmolikg

i 42,66 mgldose L
6.2 % i
Positive
Pasitive
Conforms .

0.45°C - 0.15°C - 0.50°C = 0.80°C
Conforms

Product Quality and Disposition Depariment
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3.2.8.5

Estiandares o Materiales de Referencia - Diftérico
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sanofi pasteur Seccién 3.2.8.5
Toxoide diftérice purificado Estandares o materiales de *@%zcia

Seccidn 3.2.S.5 Estandares o materiales de referencia

Indice
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sanofi pasteur Seccion 3.2.8.5
Toxoide diftérico purificado Estdndares o materiales de Wﬂ
o

Lista de abreviaturas: vea la seccién 2.3 Resumen general de calidad, Introduccion.

En este capitulo se presentan los estdndares o materiales de referencia.

1 Titulo de floculaciéon
El material de referencia es un estandar interno de floculacion (o equivalente) de difteria (toxoide)
calibrado respecto de la referencia de la OMS y almacenado a +5 °C+ 3 °C.

Al final de esta seccidn se proporciona un ejemplo del certificado de analisis (Referencia del
estiandar de floculacién interno).
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sanofi pasteur Seccién 3.2.8.5
Toxoide diftérico purificado Estidndares o materiales erencia
y

2 Contenido de formaldehido libre

Como se describe en la monografia 2.4.18 de la Ph. Eur., edici6n actual, el estdndar de referencia
del formaldehido es una solucién de formaldehido p/p en una conceéntracién del 34,5% al 38,0%
disponible a nivel comercial, almacenada a temperatura ambiente. Esta solucién la suministra un
proveedor externo. Sanofi pasteur puede usar otros proveedores si cuentan con una cualificacién
satisfactoria.

El titulo de la solucién se evalia en el momento de su recepeion (por titulacion idométrica) y se
utiliza el titulo exacto expresado en mg/100 mL utilizando la densidad relativa.

Al final de esta seccion se proporcionan ejemplos del certificado de andlisis (Referencia del
estandar de formaldehido).
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3.2.8.5

Certificate of Analysis - In-House Flocculating Standard Reference - Diftérico
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“ PASTEUR MERIEUX

Sérums & Vaccins

QUALITY CONTROL RELEASE

NAME OF THE PRODUCT :

189 PASTEURISED SADP

Ampoules 10 ml - 10 000 [U 95 PS 295
PRESENTATION : FINAL BULK N® :
August 3, 1995
MANUFACTURING DATE ;
CONTROLS SPECIFICATIONS RESULTS
Appearance Limpid or lightly opalescent, Limpid liquid, very lightly yeilow

Extractable volume measure
Osmolality measure

| pH measure

Protein conteit

Tween 80 content

Sodium content

Albumin research
Extraneous protein research
Bacterial and fungal sterility
test

Diphtheria polency test
Abnormal toxicity test

Pyrogen test (1mi/kg)

Size exclusion chromatography

colouriess to lightly coloured

= 10.0 mi

Between 250 and 460 mOsm/kg
Between 6.0 and 7.0

<17 % (wiv)

< 100 mg/l

Between 2,7 and 4.2 g/l

Main component in y position
Absance or traces of albumin

Proteins exclusively those from
the declared species

Satisfactory

=1 000 IU/ml
Satisfactory

In 3 rabbits £ < 1.15°C
F(abh2=2 85 %

F(ab} =15 %
Polymers and aggregats £ 5 %

10.0-10.3-10.0-10.0-10.0 m!
316 mOsm/kg

6.4

3.7 g/100 mi

51 mg/l

389/l

Absence of albumin

Pass

Satisfactory

1 200 1U/mi

Satisfactory

Negative : 0.70°C / 3 rabbits
F(ab’)2=90.9 %

F(ab’) = 5.8 %
Polymers and aggregats = 0.5 %

ResULT: [ASS

DATE: k Tawope™ 499

1641, AVENUE MARCEL MERIEUX - 59280 MARCY L'ETOILE - TELEPHONE 78 87 32 32 - TELEX 310628 F - FAX (33) 7ae7 e M
S.A. AU CAPITAL DE 1 698 859 000 £ - RLC.5. LYON B 349 505 370 - CODE APE N" 244 &







3.2.5.5

Certificate of Analysis - Formaldehyde Standard Reference - Diftérico

DOMINGUEZ
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Certificate of Analysis

Material : 20913.294
Batch : 06L140015

Formaldéhyde 37 o
Expires end of 11/200g

CHARACTERISTICS SPECIFICATIONS
Titre 34,5 -» 38,0 %
Aspect Liquide limpide incolore

identification A
identification B
ldentification C
Identiication D
Soiutien 8

Aspect de ia solution
Acidits

Méthanol (VIV)
Cendras sulfuriques
Solvants résiduels

" Incolore
Conforme ’
Conforme
Contorme
Conforme
Conforme
Conforme
Conforme

9,0 - 150 %
Max. 0,1 %
Conforme

Wae certify that this bateh conforms to the specifications listed above,

BDL : Below detected limit.

Ingrid Dewolf Head of laboratory - Haasrode

VWR Intermnationai

Document printed on 04/2007

This document has been produced electronically and Is valld without & signature.

ANy

VWR International bvba/spr
Haasrode Research Park Zone 3
Geldenaaksbaan 464

B-3001 Leuven

Tel: + 32 (0)t6 385 011
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QDJSF\G% EQTFUR S.A  SANOF! AQ,TFHR S.4
Page 1 /1







