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' - International Organization for Standardization
* - International Electrotechnical Commission
? - International Organization for Legal Metrology (Organization International de Metrologie Legal)
* - Contact Point
> - Codex Alimentarius Commission
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ISO 8871-4 :2006

Elastomeric parts for parenterals and for devices for
pharmaceutical use —

Part4:

Biological requirements and test methods
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2- ISO 11737-1
Sterilization of medical devices -- Microbiological methods -- Part 1:
Determination of a population of microorganisms on products
3- ISO 10993-5
Biological evaluation of medical devices -- Part 5: Tests for in vitro
cytotoxicity
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' _ bioburden

2- cytotoxicity

3- in vitro

4- intracutaneous toxicity
5- systemic toxicity
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1-Limulus amebocyte lysate
2- Depyrogenated glassware/heat stable instruments
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