
M E D I C A L D E V I C E S C H A N G E
C O N F I R M A T I O N F O R M

The validity of the Change Confirmation Form expires when the validity period of related EC

Certificate/s expires. The Change Confirmation Form alone has no function.

Company Name

Company Address

Related Directive

Definition of Change

: Bactiguard (South East Asia) Sdn. Bhd.

: 308 b, Jalan Perindustrian Bukit Minyak 18, Penang Science Park,
14100, Penang Malaysia

: 93/42/EEC Medical Devices Directive

: Company name has been changed to Bactiguard
(South East Asia) Sdn. Bhd.

Company Name

Company Address

Related Directive

Definition of Change

UDEM declares that the mentioned changes have been confirm
non-significant changes according to MDR Article 120-3 and MDCG 2020-3 with (JQ£
this Change Confirmation Form. This form has been prepared to be shared with
authorities or third parties upon request.

Report Number
Issue Date

Revision Date

Number of Related Certificate : M.2020.106.13752

Revision Number

MD.3404
30.12.2021
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