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o (EHRIFFSENEEMEERERRTEALE o Safety Thresholds and Best Practices for Extractables and Leachables
SEN ) (ARG LS SER) in Orally inhaled and Nasal Drug Products.8 September 2006, Product

Quality Research Institute.
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o USP <1207> Package integrity evaluation-sterile products

o USP<1207.1> Package integrity testing in the product life cycle-test method selection and validation
o USP<1207.2> Package integrity leak test technologies

o USP<1207.3>Package seal quality test technologies

o ASTM F2338-09 Standard test method for nondestructive detection of leaks in packages by vacuum decay method
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o PDA Technical report No.26 Revised 2008, Sterilizing filtration of liquids

© PDA Technical report No.40, Sterilizing filtration of gases

o PDA Technical report No.66, Application of single-use systems in pharmaceutical manufacturing
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