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Aseptic Processing — Updates & Approaches
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PDA Manufacture of Sterile Products
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* Eudralex: The Rules Governing Medicinal Products in the European Union,
Volume 4, EU Guidelines to Good Manufacturing Practice Medicinal
Products for Human and Veterinary Use

* Annex 1: Manufacture of Sterile Medicinal Products
* Nov. 2008 revised on August 2022
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* Guidance for Industry: Sterile Drug Products Produced by Aseptic
Processing — Current Good Manufacturing Practice

* September 2004
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PDA EU GMP Annex 1: Manufacture of Sterile Medicinal Products
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