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Harmonized Standard 
The following harmonized standard is applied to the essential requirement. 
The all content shall be updated, according to the 93/42/EEC (2007/47/EC) 

 EN 1041:2008 Information supplied by the manufacturer of medical devices 
 EN 13726-1:2002 Test methods for primary wound dressings-Part 1: Aspects of absorbency  
 EN ISO 10993-1:2018 Biological evaluation of medical devices-Part 1: Evaluation and testing 

within a risk management process 
 EN ISO 10993-5: 2009 Biological evaluation of medical devices-Part 5: Test for in vitro 

cytotoxicity 
 EN ISO 10993-10:2010 Biological evaluation of medical devices Part 10: Tests for irritation and 

skin sensitization 
 EN ISO 10993-11:2018 Biological evaluation of medical devices Part 11: Tests for systemic 

toxicity 
 EN ISO 11137-1:2015 Sterilization of health care products-Radiation-Part 1: Requirements for 

development, validation and routine control of a sterilization process for medical devices 
 EN ISO11137-2:2015 Sterilization of health care products-Radiation –Part 2: Establishing the 

sterilization dose 
 EN ISO 11607-1:2009 Packaging for Terminally Sterilized Medical Devices-Part 1 : Requirements 

for materials, sterile barrier systems and packaging systems 
 EN ISO 11607-2:2006 Packaging for terminally sterilized medical devices — Part 2: Validation 

requirements for forming, sealing and assembly processes 
 EN ISO 11737-1:2006 Sterilization of medical devices-Microbiological methods-Part 1: 

Determination of a population of microorganisms on products 
 EN ISO 11737-2:2009 Sterilization of medical devices –Microbiological methods-Part 2: Tests of 

sterility performed in the definition, validation and maintenance of a sterilization process 
 EN ISO 13485:2016 Medical devices- Quality management systems-Requirements for regulatory  

Purposes 
 EN ISO 14155:2011 Clinical investigation of medical devices for human subjects — Good clinical 

practice 
 EN ISO 14971:2012 Medical devices-Application of risk management to medical devices 
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 EN ISO 15223-1:2016 Medical devices-Symbols to be used with medical device labels, labelling 
and information to be supplied-Part 1: General requirements 

 EN ISO 22442-1:2015 Medical devices utilizing animal tissues and their derivatives -- Part 1: 
Application of risk management 

 EN ISO 22442-2: 2015 Medical devices utilizing animal tissues and their derivatives – Part 2: 
Controls on sourcing, collection and handling. 

 EN ISO 22442-3:2007 Medical devices utilizing animal tissues and their derivatives -- Part 3: 
Validation of the elimination and/or inactivation of viruses and transmissible spongiform 
encephalopathy (TSE) agents 
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Non-Harmonized Standard 

 ASTM F88-15 Standard Test Method for Seal Strength of Flexible Barrier Materials 
 ASTM F756-17 Standard Practice for Assessment of Hemolytic Properties of Materials 
 ASTM F1929-15 Standard Test Method for Detecting Seal Leaks in Porous Medical Packaging by 

Dye Penetration 
 ASTM F1980-16 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical 

Devices 
 IEC 62366-1:2015 Medical devices - Application of usability engineering to medical device 
 IEC 62366-2:2016 Medical devices — Part 2: Guidance on the application of usability engineering 

to medical devices 
 ISO 9073-18:2007 Textiles-Test methods for nonwovens—Part 18: Determination of breaking 

Strength and elongation of nonwoven materials using the grab tensile test 
 ISO 10993-2:2006 Biological evaluation of medical devices Part 2: Animal welfare requirements 
 ISO 10993-12:2012 Biological evaluation of medical devices Part 12: Sample preparation and 

reference materials 
 ISO 10993-18:2020 Biological evaluation of medical devices — Part 18: Chemical characterization 

of medical device materials within a risk management process 
 ISO 14644-1:2015 Cleanrooms and associated controlled environments 
 ISTA 3A:2018 Packaged-Product Test 
 MEDDEV 2.7/1 rev. 4 Clinical evaluation: Guide for manufacturers and notified bodies 
 MEDDEV 2.12/1 rev.8 Market surveillance 
 USP <151> Pyrogenicity Test (the rabbit pyrogen test) 
 USP <467> Residual Solvents: Ethanol 
 USP Official Monographs/Chitosan 

 




