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[11]EU GMP Annex 1: Manufacture of Sterile Medicinal Products ( kX
M e )

[12]JFDA CFR 210 Current Good Manufacturing Practice in
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Manufacturing, Processing, Packing, or Holding of Drugs; General ( 3 [E &
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[13]FDA CFR 211 Current Good Manufacturing Practice for Finished
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[14]1SO  14644:2015 Cleanrooms and associated controlled
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