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 I. LIST HARMONIZED STANDARDS  

# Standard Description 

1. 
MDD 93/42/EEC as amended 

by 2007/47/EC 
Medical Device Directive  

2. EN ISO 13485:2016 
Medical Devices – Quality Management Systems requirements for 

regulatory purposes 

3. EN ISO 10993-1:2009  
Biological evaluation of medical devices – Part 1: Evaluation and Testing 

within a Risk Management Process  

4. EN ISO 10993-3:2014 
Biological evaluation of medical devices - Part 3: Test for Genotoxicity, 

carcinogenicity and reproductive toxicity  

5. EN ISO 10993-4:2009                  
Biological evaluation of medical devices - Part 4: Selection of tests for 

interaction with blood 

6. EN ISO 10993-5:2009 
Biological evaluation of medical devices – Part 5: Test for in-vitro 

cytotoxicity and bacterial Endotoxins 

7. 
EN ISO 10993-6:2009 

 

Biological evaluation of medical devices – Part 5: Test for local effect after 

implantation.  

8. 
EN ISO 10993-11:2018 

 

Biological evaluation of medical devices - Part 11: Tests for systemic 

toxicity 

9. 

 

EN ISO 11607-1:2009 

 

Packaging for terminally sterilized medical devices - Part 1: Requirements 

for materials, sterile barrier systems and packaging systems 

10. 

 

EN ISO 11607-2:2006                 

 

Packaging for terminally sterilized medical devices - Part 2: Validation 

requirements for forming, sealing and assembly process.  

11. 

 

EN ISO 11737-1:2006/AC:2009 

 

Sterilization of medical devices – Microbiological methods – Part 1:  

Determination of a population of microorganisms on products  

12. EN ISO 11737-1:2006                   

Sterilization of medical devices – Microbiological methods – Part 2:  Test 

of sterility performed in the definition, validation, and maintenance of a 

sterilization process. 

13. EN ISO 11137-1:2015 

Sterilization of health care products – Radiation 

— Part 1: Requirements for development, validation and routine control 

of sterilization process for medical devices. 

14. EN ISO 11137-2:2015 
Sterilization of health care products - radiation - Part 2: Establishing the 

sterilization dose 

15. EN ISO 14971:2012 Medical Device - Application of risk Management to Medical Devices  

16. 

 

EN ISO 22442-1:2007  

 

Medical devices utilizing animal tissues and their derivatives - Application 

of risk management. 

17. EN ISO 22442-2:2007 
Medical devices utilizing animal tissues and their derivatives - Control on 

sourcing, collection and handling  

18. EN ISO 22442-3:2007 
Medical devices utilizing animal tissues and their derivatives - Validation 

of the elimination and / or inactivation of viruses and TSE agents 

19. EN ISO 15223-1:2016 
Symbols for use in the labeling of medical device. 

 

20. EN 1041:2008 Information supplied by the manufacturer of medical devices. 



            EUCARE PHARMACEUTICALS PRIVATE LIMITED 

          Page 3 of 3 

 

 

 

*Non-harmonized standards have been followed for the domain which does not harmonized standard yet 

available in the published latest official journal. 

 

 

         

21. EN 556-1:2001/AC:2006 

Sterilization of medical devices - Requirements for medical devices to be 

designated "STERILE" - Part 1: Requirements for terminally sterilized 

medical devices 

22. 
EN 62366:2008 

IEC 62366-1:2015 
Medical devices - Application of usability engineering to medical devices  

23. EN ISO 14155: 2011 
Clinical investigation of Medical Devices for Human subject/good clinical 

practices 

 II. OTHER APPLICABLE STANDARDS/GUIDELINES 

24. ISO 10993-10:2010  
Biological evaluation of medical devices - Part 10: Test for Skin 

sensitization and skin irritation. 

25. MEDDEV 2.7.1 rev.4 Guidelines on medical devices - Clinical evaluation. 

26. MEDDEV 2.12-1 rev.8 Guidelines on medical devices -Vigilance System.   

27. MEDDEV 2.12/2 rev.2 Guidelines on medical devices –Post Market Clinical Follow-up studies.  

28. NB-MED 2.12/Rec 1 Post - Market Surveillance (PM) Post Market / production.  

29. 

Indian Pharmacopoeia  

British Pharmacopoeia 

United States Pharmacopeia 

Finished product analysis 

Test for Sterility, Purified water analysis  

30. ISO 14644:2015 Cleanrooms and associated controlled environments  

31. ICH E6(R1) Guideline for Good Clinical practice 

32. ICH E6(R2) Consensus guideline 
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