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PRACTICE FOR MEDICINAL PRODUCTS ANNEXES:
Annex 1 - Manufacture of sterile medicinal products
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1) IS0 11138-1 (2006): Sterilization of health care
products-Biological indicators-Partl: General
requirements

2) 180 11137-2 (2013): Sterilization of health care
products-Radiation-Part2: Establishing the sterilization
dose

3 IS0./ASTM 51261 (2013)° Practice for calibration of
routine dosimetry systems for radiation processing

4) 180 11140-1 {2014): Sterilization of health care
products-Chemical indicators-Partl: General
requirements

5) USP 38 (2015) <55> BIOLOGICAL INDICATORS-
RESISTANCE PERFORMANCE TESTS '



