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1. WHO Guidelines on nonclinical evaluation of vaccines.WHO Technical Report
Series, No. 927, Annex 1.

2. WHO Guidelines on the quality, safety and efficacy of biotherapeutic protein products
prepared by recombinant DNA technology .WHO Technical Report Series, No. 987

J/Annex 4

3. WHO Guideline on evaluation of similar biotherapeutic product (SBPs)
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