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Diphtheria, tetanus, pertussis (acellular, component),
hepatitis B (rDNA),poliomyelitis (inactivated) and Haemophilus
influenzae type b conjugate vaccine (adsorbed} lot n° 54313 (clinical batch) 277180
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Diphtheria, tetanus, pertussis (aceliular, component),
hepatitis B (rDNA),poliomyelitis (inactivated) and Haemophiius
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influenzae type b con;ugate vaccine {adsorbed) iot n° S4313 (clinical batch) 28/180
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I i
WORKING SEED LOT WORKING SEED LOT
FA220626 FA220628
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TOXIN FA317471
FA297798

ADSORBED PURIFIED
PERTUSSIS TOXOID

FA326717

352_CC3_SP[_AE.dot /19.09.11

ADSORBED FHA
FA344108

PRODUCTION FLOW SHEET

/ 1%
HOXA(VA ONTERHLONE {‘HH!QTR{J\ ﬂ”‘"‘UE?

DHAELTORA TE s
SONCE] PASTRIIA §

SAAE PAQTFHR S.A.






Produst Quality and Disposition Depariment The vaccings division ﬁsm‘ﬁ;ﬁm@ﬁ%

Diphtheria, tetanus, pertussis (acellular, component),
hepatitis B (rDNA),poliomyelitis (inactivated) and Haemophilus
influenzae type b conjugate vaccine {adsorbed) lot n° S4313 (clinical batch) 28/180
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BORDETELLA PERTUSSIS

Strain : Bordetella pertussis 1591

STRAIN
Name : Pillemer 134
Origin : Dr N.W. Preston
University of Manchester
England
Received 1 07.03.69
Institut Mérieux number (1M 1591
BORDETELLA PERTUSSIS
Master seed lot n°030598B
Strain D IM 1591
Preparation date - 03.05.98
Release date :16.10.98
CONTROLS
Purity
Identification
- Morphology

- Growth characteristics
-  Biochemical characteristics
- Antigenic characteristics
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Diphtheria, tetanus, pertussis (acellular, component),
hepatitis B (rDNA),poliomyelitis (inactivated) and Haemophilus
influenzae type b conjugate vaccine (adsorbed) lot n® $4313 (clinical batch) 30180
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BORDETELLA PERTUSSIS

Working seed lot n° FA220626

Master seed Iot : 0305988
Preparation date : 30.09.05
Release date - 07.12.05

CONTROLS

Purity

Identification

- Morphology

- Growth characteristics

- Biochemical characteristics
- Antigenic characteristics

The tests results show that working seed lot has the same characteristics as the master seed lot.
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Produet Quality and Dispesition Department.

Diphtheria, tetanus, pertussis (acellular, component),
hepatitis B (rDNA),poliemyelitis (mactlvated) and Haemophalus
influenzae type b conjugate vaccine (adsorbed) lot n° S4313 (clinical batch)
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BORDETELLA PERTUSSIS
Working seed lot n° FA220628

: 0305988
:07.10.05
1 28.12.05

Master seed lot
Preparation date
Release date

CONTROLS

Purity

Identification

- Morphology

- ' Growth characteristics

- Biochemical characteristics
- Antigenic characteristics

The tests results show that working seed lot has the same characteristics as the master seed lot.
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Product Quality and Disposition Department

Diphtheria, tetanus, pertussis (acellular, component),
hepatitis B {rDNA),poliomyelitis (inactivated) and Haemophilus
influenzae type b conjugate vaccine (adsorbed) lot n® $4313 (clinical hatch) 32/180
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Strain

Working seed lot number

Bordetella pertussis harvest

Lot n° FA2977986

11591
: FA220626

Date of reconstitution of working seed lot ampoules: 11.01.08

Medium used

Temperature incubation

Harvest
Date of inoculation
Date of harvest
Volume

CONTROLS
Bacterial purity

Method
Result

Strain

Working seed lot number

: 88-8AT
:36°C +/-1°C

- 16.01.08
:18.01.08
: 1234 liters

: Gram staining
: Gram negative bacilli

Bordetella pertussis harvest

Lot n® FA315222

11591
: FA220628

Date of reconstitution of working seed lot ampoules: 20.06.08

Medium used

Temperature incubation

Harvest
Date of inoculation
Date of harvest
Volume

CONTROLS

Bacterlal purity
Method
Result
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Diphtheria, tetanus, pertussis (aceliular, component),
hepatitis B {rDNA),poliomyelitis (inactivated)} and Haemophilus
influenzae type b conjugate vaccine (adsorbed) lot n® $4313 (clinical batch) 33180
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NATIVE PURIFIED PERTUSSIS TOXIN

TESTS SPECIFICATIONS
PROTEIN CONTENT For calculation
|sps-PAGE Electrophoresis profile comparable to the
profile of the reference (5 bands between 30
and 14 kDa)
PERTUSSIS TOXIN IDENTIFICATION Positive

CLUSTERING ACTIVITY ON CHO CELLS Cytopathic activity (CPU/ug of protein) > lower
confidence limit (P = 0.95) of cytopathic
activity of the reference.

HAEMAGGLUTINATING ACTIVITY 20 000 — 500 000 HAU/mg of protein
IHA with cholesterol ; < 20 %
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