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* X 53 Dr.James P. Keller  : Director of Health Devices Group
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4. AFLITH _
1) IEC 62A/453/CD Medical electrical equipment-Recurrent test and test after repair of medical electrical
equipment ) contents
2)ISO/TC210/SC  ISO/CD2 14971 Medical devices-Application of risk management to medical devices
(Revision of 1SO 14971:2000)
3)1S0121/SC3 D7 O J 5 I
4) Technical Information Report AAMI TIR No.17-1997 Radiation sterilization-Material qualification
5) American National Standard ANSI AAMI EQ 56:1999
Recommended practice for a medical equipment management program
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* Mark N. Melkerson,M.S, : Deputy Director,Division of General,Restorative and Neurological Devices
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Orthopedic Surgeon Orthopedic Devices Branch
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1. shelf life IZDWT
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* shelf life EFHHD
The term or period during which a product remains suitable for the intended use
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4. AFULIZEH#
1) Shelf Life of Medical Devices April 1991
2) Power Point E#} : FDA Perspective:Shelf Life of Medical Devices
3) Guidance for conducting stability testing to support an expiration date labeling claim for medical gloves.
4) Guidance for industry Q1E Evaluation of stability data
5) Guideline for the manufacture in vivo diagnostic products
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