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APPLICABLE STANDARDS 

 
 

Standard: Title: 
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 

EN 868-2:2017 Packaging for terminally sterilized medical devices. Sterilization wrap. 
Requirements and test methods. 

EN 1041:2013 Information supplied by the manufacturer of medical devices  
EN 1422:2014 Sterilizers for medical purposes — Ethylene oxide sterilizers — Requirements 

and test methods 
EN ISO 10555-1:2013/ Amd 1:2017 Intravascular catheters – Sterile and single-use catheters – Part 1: General 

requirements 
EN ISO 10555-4:2013 Intravascular catheters - Sterile and single-use catheters Part 4: Balloon 

dilatation catheters 
EN ISO 10993-1:2018 Biological evaluation of medical devices — Part 1: Evaluation and testing within a 

risk management process 
EN ISO 10993-3:2014 Biological evaluation of medical devices — Part 3: Tests for genotoxicity, 

carcinogenicity and reproductive toxicity 
EN ISO 10993-5:2009  Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity 
EN ISO 10993-6:2016  Biological evaluation of medical devices — Part 6: Tests for local effects after 

implantation  
EN ISO 10993-7:2008/ Amd 1:2019  Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization 

residuals  
EN ISO 10993-10:2013 Biological evaluation of medical devices — Part 10: Tests for irritation and skin 

sensitization 
EN ISO 10993-11:2017 Biological evaluation of medical devices — Part 11: Tests for systemic toxicity 
EN ISO 10993-12:2012 Biological evaluation of medical devices — Part 12: Sample preparation and 

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

materials 
EN ISO 11135:2014 Sterilization of health-care products — Ethylene oxide — Requirements for the 

development, validation and routine control of a sterilization process for medical 
devices 

ISO 11138-1:2017 Sterilization of health care products — Biological indicators — Part 1: General 
requirements 

EN ISO 11138-2:2017 Sterilization of health care products — Biological indicators — Part 2: Biological 
indicators for ethylene oxide sterilization processes 

EN ISO 11607-1:2019 Packaging for terminally sterilized medical devices — Part 1: Requirements for 
materials, sterile barrier systems and packaging systems 

EN ISO 11607-2:2019 Packaging for terminally sterilized medical devices — Part 2: Validation 
requirements for forming, sealing and assembly processes 

EN ISO 11737-1:2018 Sterilization of medical devices — Microbiological methods — Part 1: 
Determination of a population of microorganisms on products 

EN ISO 12417-1:2015 Cardiovascular extracorporeal systems – Vascular device-drug combination 
products – Part 1: General requirements 

EN ISO 13408-1:2018/ Amd 1:2013 Aseptic processing of health care products — Part 1: General requirements 
PN 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 
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Standard: Title: 
EN ISO 14630:2012 Non-active surgical implants — General requirements 
EN ISO 14644-1:2015 Cleanrooms and associated controlled environments -- Part 1: Classification of 

air cleanliness by particle concentration 
EN ISO 14644-2:2015 Cleanrooms and associated controlled environments -- Part 2: Monitoring to 

provide evidence of cleanroom performance related to air cleanliness by particle 
concentration 

EN ISO 14644-3:2019 Cleanrooms and associated controlled environments — Part 3: Test methods 
EN ISO 14698-1:2003 Cleanrooms and associated controlled environments -Biocontamination control - 

Part 1: General principles and methods 
EN ISO 14698-2:2003 Cleanrooms and associated controlled environments -Biocontamination control - 

Part 2: Evaluation and interpretation of biocontamination data 
EN ISO 14971:2019 Medical devices -- Application of risk management to medical devices 
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/IEC 17050-1:2010 Conformity assessment -- Supplier's declaration of conformity -- Part 1: General 

requirements 
EN 20594-1:1993/AC:1996 Conical fittings with a 6 % (Luer) taper for syringes, needles and certain other 

medical equipment — Part 1: General requirements 
Ph.Eur. current edition,<1794> Paclitaxel 
Ph.Eur. current edition,<1149> Shellac 
Ph.Eur. current edition, <General 
Methods, 2.6.1>                    
Ph.Eur. current edition, <General 
Methods, 2.6.14> 

Sterility  
 
Bacterial Endotoxins (LAL) 

ISTA 2A Packaged-Products weighing 150 lb (68 kg) or Less  
ASTM F1980-07 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical 

Devices 
ASTM F1886/ F1886M - 09 Standard Test Method for Determining Integrity of Seals for Flexible Packaging 

by Visual Inspection 
ASTM F88 / F88M - 09 Standard Test Method for Seal Strength of Flexible Barrier Materials 
ASTM F1929 – 15 Standard Test Method for Detecting Seal Leaks in Porous Medical Packaging by 

Dye Penetration 
ASTM F2096 – 11 Standard Test Method for Detecting Gross Leaks in Packaging by Internal 

Pressurization (Bubble Test) 
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