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* A planned set of controls for microorganisms, endotoxin/pyrogen and particles,
derived from current product and process understanding that assures process
performance and product quality.
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*  “The controls can include parameters and attributes related to active substance,
excipient and drug product materials and components, facility and equipment
operating conditions, in-process controls, finished product specifications, and the
associated methods and frequency of monitoring and control.
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EU GMP Annex 1 <Manufacture of Sterile Medicinal Products>

PIC/S GMP Annex 1 <Manufacture of Sterile Medicinal Products>

PDA TR90 <Contamination Control Strategy Development in Pharmaceutical
Manufacturing>

ECA <How to Develop and Document a Contamination Control Strategy> Version 2.0
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