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ICONTEC

National Standardization Agency of Colombia, authorized
under national decree.

At the directorate of standardization, we have more than 200 technical
committees on various sectors.

Technical committee Chairman ISO 

Medical devices INVIMA P – TC 210

Hospital sterilization 3M Colombia P – TC 198

Hospital disinfectants Johnson & Johnson -

Health Biotechnology Javeriana University P – TC 276

Patient Safety Mayor Mederi Hospital -

Health management Country Clinic -

Health Informatics Del Valle University O – TC 215

Clinical laboratories Antioquia University P – TC 212

Stakeholder diversity – and
multilaterality in policy needs
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Technical standardization process
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Technical standards for medical devices and health technologies

According to the sector needs:
- Feasibility
- External / internal
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More than 400 technical standards
published within the MEDICAL
DEVICES framework.
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Contribution to Colombian regulation

Medical
devices Identical international

adoptions

Participation in ISO TC
210/276/212

Government – industry
– academy interaction
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Mechanical 
ventilators INVIMA - MINSALUD

Point of 
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Testing
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MEDICAL DEVICES

STANDARD TITLE

NTC 5427:2017 Clinical analysis. Reagents for use in in vitro diagnostics. 
Conservation of the cold chain and conditions of temperature, 
storage, transport and distribution.

NTC 6169:2016 Reagents for in vitro diagnosis. Evaluation of the stability of 
reagents for in vitro diagnostics g

NTC 6097:2014 Elimination or reduction of the risk of infection related to in vitro 
diagnostic reagents

NTC 1733:2020 Surgical masks. Requirements and test methods

NTC 6436 Standardized specification for the performance of materials used 
in medical masks

NTC 6435 Standard practice for respiratory protection

NTC-ISO 14155:2020 Clinical research of medical devices for human subjects. Good 
clinical practice

NTC-ISO 14971:2020 Medical devices. Applying Risk Management to Medical Devices

NTC-ISO 13485 Medical devices. Quality management. Requirements for 
regulatory purposes

Standards available to the community:

Below are the rules that ICONTEC shares with 
the community to support the management of 
the crisis generated by COVID-19
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Thank You!
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