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2 ~ Guidance on Medical Device Patient Labeling; Final Guidance for Industry and FDA Reviewers
Document issued on: April 19, 2001
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Product, FDA / CBER, Mar. 1999

4 ~ Guideline for the Manufacture of In Vitro Diagnostic Products, FDA / CDRH, Jan. 1994

5 ~ Requirement for Immunoassay Kits, WHO Technical Report Series, N0.658, 1981. p.206-242

6 ~ Commission decision of 7 May 2002 on common technical specifications for in vitro-diagnostic
medical devices, European communities 2002/364/EC

7 ~ Essential Principles of Safety and Performance of Medical Devices The Global Harmonization
Task Force Date: May 20, 2005

8 ~ Essential Principles of Safety and Performance of Medical Devices (including In Vitro
Diagnostic Devices) Study Group 1 of the Global Harmonization Task Force October 14, 2002

9 -~ Directive 98/79/EC of The European Parliament and of The Council of 27 October 1998 on in
vitro diagnostic medical devices
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2009/108/EC
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