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1. Good Manufacturing Practice for Pharmaceutical Products (Amended
in 2010) SDA Order #79, Order by Ministry of Health of the People's
Republic of China , February 12, 2011

2. "Draft Guidance for Industry and FDA Staff - Processing/Reprocessing
Medical Devices in Health Care Settings: Validation Methods and
Labeling"; http://www.fda.gov/MedicalDevices/DeviceRegulationandG
uidance/GuidanceDocuments/ucm252999.htm .

3. AAMI TIR30:2011, A compendium of processes, materials, test
methods, and acceptance criteria for cleaning reusable medical devices.

4. Broad, J. and B. Kanegsberg, "Putting Cleaning Protocols to the Test,"
Controlled Environments Magazine, July/August 2012.

5. ASTM WK32535 Collaboration New Standard - Establishing Limit
Values for Residues on Single use Implants

6. ISO-10993-17:2002, Biological evaluation of medical devices - Part
17: Establishment of allowable limits for leachable substances.

7. ASTM WK33660 Collaboration New Standard - Standard guide for
validating clean lines for medical devices.

8. ASTM WK31799 New Guide for Designing Medical Devices for
Cleanability
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