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MALAYSIA

AN APPLICATION FOR AN APPROVAL TO ADVERTISE A REGISTERED

MEDICAL DEVICE
In accordance with Medical Device (Advertising) Regulations 2019

ATTESTATION AND DECLARATION

L) e e [Full Name], holder of
Identification Card/ Passport Number.............coiiiiiiiiiiiieienne, , as the applicant
of this advertisement, hereby declare that:

i. This advertisement complies with the Medical Device (Advertising) Regulations
2019 and all claims made are truthful, accurate, and supported by evidence, in
accordance with the Code of Advertisement.

ii. All mandatory disclaimers, cautionary statements, and advisories are included
in the advertisement.

iii. The advertisement is not targeted at prohibited groups (unless justify by supporting
evidence)., such as:
e Children under 12 years old
e Pregnant women
e People with disabilities.

iv. Medical devices intended exclusively for healthcare professional are not
advertised to the public.

v. | acknowledge that providing false or misleading information may result in legal
consequences under the Medical Device (Compounding of Offences) Regulations
2024 [Act 737], including penalties for fraudulent or inaccurate declarations.

vi. | understand that non-compliance with these regulations may lead to rejection of this
application.

vii. The medical device(s) in this advertisement is / are registered under Section 5 of
Act 737.

I, the undersigned, confirm that all information and supporting documents provided in this
application are true, accurate, complete and up to date. | acknowledge that making
false, inaccurate or misleading declarations is an offence under Section 76(1) Act
737, which, upon conviction, this offence is punishable by a fine not exceeding
RM100,000.00, imprisonment for a term not exceeding 2 years, or both penalties.

Signature:

[Applicant’s Full Name]
Date:

Company stamp:




