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*k1  Guidance for Industry. Sterile drug products produced by aseptic processing— Current Good Manufacturing Practice. U.S. Department of Health and Human Services

Food and Drug Administration (2004) .

%2 EU guidelines for Good Manufacturing Practice for medicinal products for human and veterinary use. Annex 1 Manufacture of sterile medicinal products (2008) .
*3 EU guidelines for Good Manufacturing Practice for medicinal products for human and veterinary use. Annex 2 Manufacture of biological active substances

and medicinal products for human use (2012) .
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