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1-GMP manual, Good Manufacturing
Practice and implementation, 12- sterile
production. Anita Maas, Barbara peither,
Thomas peither. December 2007, verl.3.
2-Validation of Aseptic Drug Powder Filling
Process, Technical Report No.6. PDA
3-Validation of pharmaceutical processes,
third edition. James agalloco, Frederick j.
Carleton. 2008
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pharmaceutical. Health products and food
Branch Inspectorate Guide, May 2001- April
2003.

5-Guidance for Industry, Sterile drug
products produced by aseptic processing —
Current Good Manufacturing practice. U.S.
Department of Health and human Services,
FDA, CDER, CBER, ORA. September 2004.
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