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. Flow chart for Seed lot Technigques
Seed lot technique

Lyophilized culture
Take kppipful of hrophilized culture and inoculate ot 2C0OM for bacterial
and fungal FTGM for anasrcbic organism
{Considering this transfer as one passage) ———{Passage 1)
ATCC Culture
Passage 0 Stock Culture  Working Culture ——————— [Fassage )

Working Cultures l_l_l
Passage 2 _
Stock Culbure ‘Working Culiure——————| passage3)

.
. '

5 Replicates

Stock Culfurs Wieing Culmrg--mmeeeeeeeeee 4 passage 4)
Stock Cultures 1
Passage 1 Stck Colome Worling Col R
SReplicates OeCK Luiimre  VDrnking Lniure T AT ES5EgE )
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Seed lot system

. >=—

Master seed

1st passage

From each ampoule of master
seed, many aliquots of working

seed are prepared.
Working seed @ @ a a a a a @ aa
2nd passage
From each aliquot of working
seed, one batch of vaccine is
prepared consisting of many
doses of vaccine.
Vaccine @ @ |

ﬂ_

From each vial of vaccine,
many chickens can be
vaccinated.

Vaccination
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[original material |

( virus cultu@

individual
virus suspension

( mix )

Firus suspcnsionJ

Y

(& )Ew f{Ae

vaccine strain
<L;I medium
cell culture

animal

—— tests: bacterial contamination
exogenous virus
contamination

tests:
bacterial contamination

remove cells
(by purification and
filtration etc.}

exogenous virus
contamination

staining

identification

v

I bulk |

X

neuro toxicity
virus concentration
markers

dilution, mix,
stabilizer

J tests: staining

7 lb = — bacterial contamination
inal bu - virus concentration
toxicity

(aliquoting H lyophilise )
¥

aliquots =— tests: bacterial contamination
potency
moisture
safety
< all products

( packing )
;

final products | == label check

&
( shipping )

Fig. 3.2 Production of live viral vaccing
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COMPLIANCE STATEMENT

This study was conducted as to comply with OECD Principles of Good Laboratory Practice

These study data have been reviewed by the Sponsor, who certifies that the results reported herein are
consistent with and supported by the study raw data.
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