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Certificate of Conformity

Good Distribution Practice for Medical Devices (GDPMD)

By Royal Charter

This is to certify that: AksesCare Sdn. Bhd.
No. 3A01, Blok G, No. 9,
Jalan 16/11, Phileo Damansara 1,
Petaling Jaya
Selangor
46350
Malaysia

Holds Certificate No: FS 758264

has complied with the Regulatory Requirements of GDPMD as stipulated in MDA/RR No. 1: November
2015 First Revision pursuant to Appendix 4, Third Schedule of Medical Device Regulations 2012

Scope of certification

Local Authorization Representative, Import, Storage, and Handling, Distribution, Warehouse,
Documentation, (including Traceability), Installation, Testing, Commissioning, Maintenance, Calibration of
Medical Devices as listed in Annex 1.

[With Outsourced Transportation, Storage Handling and Warehouse Activities to Third Party Service
Provider]

Special Storage and Handling Condition at 2 Celsius to 8 Celsius for Certain Medical Device.
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For and on behalf of BSI Graeme Tunbridge, Senior Vice President Global Regulatory & Quality
Originally registered: 2021-09-28 Effective Date: 2025-05-25
Latest Revision Date: 2026-02-24 Expiry Date: 2028-05-24
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CAB Registration No : MDA/CAB-005 i i
~making excellence a habit.

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online. .

Printed copies can be validated at www.bsigroup.com/ClientDirectory

This certificate is valid only if provided original copies are in complete set.

Malaysia Headquarters: BSI Services Malaysia, Suite 29.01, Level 29, The Gardens North Tower, Mid Valley City, Lingkaran Syed Putra, 59200 Kuala Lumpur.
Tel: +603 9212 9638.



https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fproducts-and-services%2Fassessment-and-certification%2Fvalidation-and-verification%2F&data=05%7C02%7CMargaret.Yap%40bsigroup.com%7Ca51379c2389442138b5208ddb94d1b4c%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638870463107349195%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=osv3QO0DdNpCi7n83DpX1R6rcfllrYuFjJlYNrcSjcI%3D&reserved=0
http://www.bsigroup.com/ClientDirectory

Certificate No: FS 758264

ANNEX 1 : List of devices dealt with by the establishment -

No. DEVICE CATEGORY
1 04 Electro mechanical medical devices
2 06 In vitro diagnostic devices
3 10 Single-use devices
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