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1) WHO Manual of laboratory methods for testing vaccines used in the
WHO expanded Programme on Immunization. (Geneva, WHO, 1997,
Annex1 (WHO/VSQ/97.04))

2) Laboratory biosafety manual, 2nd ed. (revised) (Geneva, WHO, 2003)

3) OECD principles on Good Laboratory Practice(revised 1997). Paris, Organisation
for Economic Co-operation and Development, 1997(ENV/MC/CHEM(98)17)

4) Note for Guidance on Preclinical Pharmacological and Toxicological testing of
Vaccines (EMEA, CPMP/SWP/465/95, June 1998)

5) Guideline on Nonclinical Evaluation of Vaccines (WHO, 2004)

6) Detection of Toxicity to Reproduction for Medicinal Product & Toxicity to
Male Fertility(S5(R2)(ICH, March 1994)

7) Guidance for Industry. Considerations for Developmental Toxicity Studies

for Preventive and Therapeutic Vaccines for Infectious Disease Indications
(FDA, CBER, February 2006)

8) Adjuvants in Vaccines for Human Use(EMEA, CHMP/VEG/134716, January 2005)

9) Guidance for Industry. For the Evaluation of Combination Vaccines for
Preventable Disease (FDA, CBER, 1997)

10) Note for Guidance on Pharmaceutical and Biological Aspects of Combined
Vaccines (EMEA, CPMP/BWP, 1998)
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