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4) Guideline on non-clinical and clinical development of similar biological medicinal
products containing recombinant human follicle stimulating hormone (r-hFSH)
(EMA CHMP/BMWP/671292/2010)

5) ICH guideline S 6 (R1) Preclinical safety evaluation of biotechnology-derived
pharmaceuticals (EMA/CHMP/ICH/731268/1998)

6) Guideline on immunogenicity assessment of biotechnology-derived therapeutic
proteins (EMEA/CHMP/BMWP/14327/2006)
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