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4. ICH Harmonised Tripartite Guideline. Good Manufacturing Practice Guide for Ac-
tive Pharmaceutical Ingredients Q7. : http://www.ich.org/fileadmin/  
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5. ICH Harmonised Tripartite Guideline Comparability Of Biotechnological/Biological 
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: http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/ 
Q5E/Step4/Q5E_Guideline.pdf 
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