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TUV SUD (MALAYSIA) SDN BHD
NO. 18 JALAN ASTAKA, U8/82 BUKIT JELUTONG
40150 SHAH ALAM

/ AUTHORITY SELANGOR DARUL EHSAN, MALAYSIA
H A5 | TEL: +603-7859 8822 FAX: +603-7859 8824
Tel: (+603) 8230 0332/0356 Person Responsible:-
Portal: www.mda.gov.my DR. VINCENT LAM CHEE CHOONG
Email: cabregistration@mda.gov.my [vincent.lam@tuv-sud.my]

Contact Person:-

Validity MDA/CAB-001: 21/11/2016 - 20/11/2019 MR. YEONG MUN WAI

[mun-wai.yeong@tuv-sud.my]

SCOPE OF REGISTRATION

Conformity Assessment of Quality Management System (QMS)

(1) GDPMD Good Distribution Practice for Medical Devices

2) 1ISO 13485 Quality Management Systems for Medical Devices — Requirements for Regulatory Purpose
Conformity Assessment of Medical Device Technical Areas

(3) MD 0101 Non-active devices for anesthesia, emergency and intensive care

(4) MD 0102 Non-active devices for injection, infusion, transfusion and dialysis

(5) MD 0103 Non-active orthopaedic and rehabilitation devices

(6) MD 0104 Non-active medical devices with measuring function

(7 MD 0105 Non-active ophthalmologic devices

(8) MD 0106 Non-active instruments

(9) MD 0107 Contraceptive medical devices

(10) MD 0108 Non-active medical devices for disinfecting, cleaning, rinsing

(11) MD 0109 Non-active devices for in vitro fertilization (IVF) and assisted reproductive technologies (ART)

(12) MD 0301 Bandages and wound dressings

(13) MD 0303 Other medical devices for wound care

(14) MD 0402 Dental materials

(15) MDS 7005 Medical devices referencing the Directive 89/686/EEC on personal protective equipment (PPE)

Conformity Assessment of Medical Device Technical Areas

(16)

[VERIFICATION | Conformity Assessment by Way of Verification
Section 10(1), Medical Device Act 2012 (Act 737) and Regulation 8, Medical Device Regulation 2012



