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Accreditation Field : Medical Devices Quality Management System

The accreditation covers the following scopes:

Main Technical Area(s) Technical Area(s)

. . ) Non-active implants
Non-Active Medical Devices

General non-active, non-implantable medical devices

Active Medical Devices

(Non-Implantable) Monitoring devices

Ethylene oxide gas sterilization (EOG)

Sterilization Method for

Medical Devices Radiation sterilization (e.g. gamma, x-ray, electron beam)

Sterilization method other than specified above

Devicgs_lncorporg_ting / Medical devices incorporating medicinal substances
Utilizing Specific - X . ) .
Substances / Technologies Medical devices utilizing tissues of animal origin

Supplementary criteria for certification = SAC CT 18 - SAC Criteria for Certification Bodies

bodies: (Medical Devices - Quality Management Systems)

Standard used for certification: ISO 13485:2016 Medical devices - Quality
management systems — Requirements for regulatory
purposes

Foreign location with key activities: Nil

Country where certificates are issued: Singapore

The SAC Programme is managed by Enterprise Singapore
230 Victoria Street, #09-00 Bugis Junction Office Tower, Singapore 188024 Tel: +65 6278 6666 Fax: +65 6659 0640
www.sac-accreditation.gov.sg



