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Ph. Eur. Reference Standard - LEAFLET

| BORDETELLA PERTUSSIS MOUSE ANTISERUM BRP batch |

I

Bordetella pertussis mouse antiserum BRP bateh 1 is intended for use in the serologieal
potency assay of acellular pertussis vaceine components according to the Ph. Bur. General
Chapter 2.7.16 Assay of permussis vaccine (acelllar). The BRP consists of (reeze-dried
mouse serum. The BRP is presented in vials with an assigned activity of:

Anti-pertussis toxin 19.5 ELUY per vial
69 ELU per vial
17 ELU per vial

28 ELU per vial

Anti-filamentous haemagglutinin
Anti-pertactin

Anti fimbrial 2 and 3 antigens

STORAGE

Keep vials unopened at= 20 °C. Do not store at lower lemperatures to avoid deterieration of
the rubber stoppers,

USE

. Allow the viat and content to reach room temperature.

. Tap vial gently to eollect material at the botom,

. Using an appropriate syringe reconstitute the reference preparation by injecting 500 nl
of water for infections R or milliQQ water

* Use as soon as possible after reconstitution, Do not freeze or store for subsequent use.
CAUTION

Bordetella pertussis mouse antiserum BRP batch 1 is not appropriate for administration
to humans and/or to animals. This preparation must be handled according to the
appropriate QA system for hiclogical testing laboratories. Please refer to the
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corresponding safety data sheet, which can be downloaded from the internet web site of
the EDQM (htip:/wvww.edgouen) or is delivered upon reguest,
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—“Aventis Pasteur SA

RECORD
B QUALITY CONTROL CERTIFICATE | Page!of2
QUALITY 352 AL2I VACCINE
CONTROL
FILLED PRODUCT APPENDIX
Baich N°: fFagieoz-05 Date of Production: 2+ [ 0& | Z2so
TEST . SPECIFICATION
TESTS REFERENCE. SOP_ SPECIFICATION REFERENCE RESULTS
. Whitish and cloudy Internal p
A sy & ,
Aspect Tochnique AvP | ABC 20080 —— pociomion kad %/
[
HExtractable . Internat A /
Volume F.E 29.17 ABC 20072 >Nominal Volume specification Q féefwa;} ’Qﬁ}
Aluminium Internal N
& umin FE 2513 | ABC20108. | 0,80~ 1,60 mg/m! i 420 LL%{}
Diftheria FE27.1 | ABC20118 Positive S iy
;f:i_cntiﬁcation R Wf‘ J
Tetanus . ABC 20118 S R 4
fdentification FE.27.1 Positive LAt Hf (
b5 : {4
Hacmophilus . o N D s
ldestification FE 271 ABC 20128 Positive { B %}w‘?
Fertuseisr FHA LT '

1 Pertussis 001326 e I 0 .
twoid RE27.0 1 mon2981/06) Positive y Lg}ua,y({c},ﬂ
identification
i ,at:tls B O ——
dontfication FE 271 | ABC20075 Positive Qm;,i iy

0110 s v i
FE 271 | ABC20160 Positive — C e bd b
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—Aventis Pasteur SA REGISTRO
QUALITY CONTROL CERTIFICATE Page2 of 2

QUALITY 352 AL2I VACCINE
CONTROL FILLED PRODUCT APPENDIX
Batch N FAG L 005 - 0% Date of Production : <% / 4/ ﬁ?ﬁ&’f”
TEST \ SPECIFICATION i
TESTS REFERENCE. soP SPECIFICATION | © et cn RESULTS
 Racterial | b epor Ve
o FE 2614 | ABC20037 | For Information (3 o END @"k
© rogens Test PTB37-03 . v
... 100) FE. 268 Lab. TAE Conform FE. { Jbe)/t,?,
Abnormal [-TA.30.303 4
Tomicity F.E 269 Lab. BIOL Conform FE. (/@WM/
Hacterial and FE 261 | ABC20039 | Conform FE. D
Fungal Sterility T (_/cb'vw /?’&j/

APPROVAL OF RESULTS

Tl hatch, complit ity all o dfciipiiadeeud pd AT
S AL2T ZZ&/@KM( wjf’)’\ﬁﬂd{?
; * |

Guality Control Manager: HARTA- L. & PINRERL &
Signature / date ﬁfw . o ry
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La division vaceins du Groupe sanofi-aventis,

Certificate of analysis: Poliomyelitis in-house reference

Batch N°11-07-07 for D-antigen titration

Manufactexing

e Verocell
142th passage for bulk production

o Coneentration of the product on Biomax Peilicon II (trivalent step) on the 11-07-07
e Filiration of concentrated product on Millidisk MCGL on the 11-07-07 and stored at +5°C.
s Filling on the 16.07.07 and stored at +5°C

s Freezing at ~70°C on the 24.07.2007 after controls.

Controls

» D Antigen titer serotype | (parallel lines method) — 1149 UD/ml
D Antigen titer serotype 2 (paraliel lines method) — 269 UD/mj
D Antigen titer serotype 3 (parallel lines method) — 1016 UD/ml

Confidential 06/07/201
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Certificate of Analysis

Material : 23174.233 Cuivre () sulfate pentahydraté AnalaR NORMAPUR

Batch : 10E250018 ’ . Expires end of 04/2015

CHARACTERISTICS SPECIFICATIGNS MEASURED VALUES
Titre ’ 99,0 -> 100,5 % 99,1 %
Insolubilité dans I'eau Max. 50 ppm Max. 50 ppm
N toial {Azote) ' Max. 0 apm Max. 10 ppm
Cl (Chlorure) Max. 8 ppm Max. § ppm
Ca {Calclum) ’ Max. 50 ppm 2 ppm

Fe {Fer)- Max. 30 ppm ' Max. 30 ppm
K {Potassium) ' Max. 10 ppm 1 ppm

Mg (Magnésium) Max. 50 ppm 2 ppm

MNa (Sodium) Max, 50 ppm 3 ppm

Ni (Nickel) Max. 50 ppm Max. 50 ppm
Pt (Plomb) Max. 50 ppm Max. 50 ppm

Zn (Zing) - Max. 0,03 % Max. 0,03 %
We certify that this batch conforms to the specifications listed -above.
BOL : Below detected limit.

Wendy Mathues Mead of laboratory - Haasrede

VWR International

Document printed on 09/2010

This document has been produced electronically and is vafid without a signature.

VWR Intemational bvba/spri

Hagilsrode‘Research Park Zone 3

Geldenazksebaan 464

B-3001 Leuven / .

Tel, + 32 (016 385 011 | Page 1/ 1

DIREBTORA TEGiH

A NIONTEMILOME CHRISTA U};’ SERYT-

DASTENR 8.4,






3.2.P.6

Certificate of Analysis - Diphtheria Identity Reference
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Product Quality and Disposition Depariinen! The vaceines division of synofi-aventis Croup

QUALITY CONTROL RELEASE

PURIFIED DIPHTHERIA TOXOID

Lot number : FAD24245

Protein nitrogen confent t 233 mgiml

Residual formaldehyde content ~ ¢ 1537 pgiml

Toxoid content ;4750 Lifml ;
Antigenic purity . 2038 Lffmg of protein nitrogen
- Baclerial and fungai steriiity ¢ Conforms ?
Specific toxicity : Conforms
liraversibility of toxoid : Conforms

Expiry date : OCTOBER 2002

GENERAL CONCLUSION : Conforms
Release dale @ 17.02.200¢

Product Quality and Disposition Department

ADP,_CC2_HSP.dol20,07.2010 .
Titis dovurnent 18 dntsndied for health zutharity blologsl releass pirposss anly
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Certificate of Analysis - Tetanus Identity Reference
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Product Quality and Disposition Department

e o arm o P T

The vaccines division of sanof"pavcnlrs Croup

QUALITY CONTROL RELEASE

PURIFIED TETANUS TOXOID

Lol number

Protein nitrogen content
Rastdual formaldshyde content
Toxoid content

Antigenic purlty

Baclerial and fungal sterility
Specific toxkcity

Irreversibility of {oxoid

EXPIRY DATE : DECEMBER 2003

GENERAL CONCLUSION : Conforms
Relaase date ; 06.03.2001

ATP FADS2251 CC2d0eita.06.00

-

L

This document is futended fur bealth suthority biologival eslosss patpotus only

: FADG3251

4,32 mg/m}

70,18 po/mi

4725 Lfiml

1094 Lfimg of protein nitrogen
{onforms

Conforms

Conforms

Product Quality and Disposition Dapartmant
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3.2.P.6

Certificate of Analysis - Pertussis Identity (PT) Reference
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Product Quality and Disposition Deparimend The vaccines division nfsmoﬁ -avantis Group

4

QUALITY CONTROL RELEASE

NATIVE PURIFIED PERTUSSIS TOXIN

Lot number FA313027

Pratein content : 1190,50 pg/ml
S[S-page : Conforms
Pertussis toxin identification : Positive

Clusiering activity on Chinese : 204800 CPU/ug of protein
Hamster Ovary cells

Haemagglutining activity 102357 Halllug
{HA with choleslters! : 0 % - Conforms

Expiry date ; JUNE 2012

GENERAL CONCLUSION : Conforms

Release date : 01.10.2008 ~
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3.2.7.6

Certificate of Analysis - Pertussis Identity (FHA) Reference

A

A0RAR MONTEMILONE - CHRISHAN LUt iz
DIRECTRRA TEGi &2 i SERADO
TRMOFTRCSTENR KA Suins 2ARYFHR § b



o



