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ANNEX I - Variations 
 

Description Ref. No 

SIDA-VISC 1.0% Sodium Hyaluronate Ophthalmic Solution (1,0 ml) 10000 

SIDA-VISC 1.4% Sodium Hyaluronate Ophthalmic Solution (1,0 ml) 10005 

SIDA-VISC 1.6% Sodium Hyaluronate Ophthalmic Solution (1,0 ml) 10006 

SIDA-VISC 1.8% Sodium Hyaluronate Ophthalmic Solution (1,0 ml) 10002 

SIDA-VISC 2.0% Sodium Hyaluronate Ophthalmic Solution (1,0 ml) 10009 

SIDA-VISC 3.0% Sodium Hyaluronate Ophthalmic Solution (1,0 ml) 10007 

SIDA-VISC 1.0% Sodium Hyaluronate Ophthalmic Solution (1,5 ml) 10010 

SIDA-VISC 1.4% Sodium Hyaluronate Ophthalmic Solution (1,5 ml) 10014 

SIDA-VISC 1.6% Sodium Hyaluronate Ophthalmic Solution (1,5 ml) 10016 

SIDA-VISC 1.8% Sodium Hyaluronate Ophthalmic Solution (1,5 ml) 10018 

SIDA-VISC 3.0% Sodium Hyaluronate Ophthalmic Solution (1,5 ml) 10030 

Supralon 1.0% Sodium Hyaluronate Ophthalmic Solution 10000 

Supralon 3.0% Sodium Hyaluronate Ophthalmic Solution 10007 
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ANNEX II – Applied Standards 
 

Standard Number Title 

EN ISO 9001:2015 Quality Management Systems-Requirements 

EN ISO 13485:2016/AC: 
2018  

Medical devices - Quality management systems - 
Requirements for regulatory purposes 

EN ISO 14971:2019  
Medical devices - Application of risk management to medical 
devices 

ISO 24971:2020 Medical devices — Guidance on the application of ISO 14971 

EN ISO 11607-1:2020 
Packaging for terminally sterilized medical devices -Part 1: 
Requirements for materials, sterile barrier systems and 
packaging systems 

EN ISO 11607-2:2020 
Packaging for terminally sterilized medical devices - Part 2: 
Validation requirements for forming, sealing and assembly 
processes 

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

EN ISO 11737-2:2020 
Sterilization of medical devices - Microbiological methods - 
Part 2: Tests of sterility performed in the definition, validation 
and maintenance of a sterilization process 

EN 62366-1:2015/A1:2020 
Medical devices - Application of usability engineering to 
medical devices  

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, Tests for In 
vitro Cytotoxicity  

EN ISO 10993-10:2021 
Biological evaluation of medical devices – Part 10: Tests for 
irritation and delayed-type hypersensitivity 

EN ISO 10993-13:2010 
Biological evaluation of medical devices — Part 13: 
Identification and quantification of degradation products from 
polymeric medical devices 

EN ISO 10993-18:2020 
Biological evaluation of medical devices – Part 18: Chemical 
characterization of materials 

EN ISO 15223-1:2021  
Medical devices - Symbols to be used with medical device 
labels, labelling and information to be supplied - Part 1: 
General requirements  

ISO 20417:2021  Information supplied by the manufacturer of medical devices 

EN ISO 15798:2022 Ophthalmic implants – Ophthalmic viscosurgical devices 

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

ISO 14644-1:2015 
Cleanrooms and associated controlled environments — Part 
1: Classification of air cleanliness by particle concentration 

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 

ISO 14644-3:2019 
Clean rooms and associated controlled environments - Test 
methods 

ISO 14644-4:2022 
Clean rooms and associated control environments - Design, 
construction and start - up 

EN ISO 17665-1:2006 
Sterilization of health care products- Moist heat - 
Requirements for the development validation & routine control 
of sterilization process for medical device 

EP/USP European Pharmacopeia, United states of pharmacopoeia 

 


