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What is “product” ?

“Drug”, under the Sale of Drugs
Act 1952, “includes any substance,
product or article intended to be
used or capable, or purported or
claimed to be capable, of being
used on humans or any animal,
whether internally or externally, for
a medicinal purpose.

“Medicinal Purpose”, under the Sale
of Drugs Act 1952, means any of the
following purposes:

e alleviating, treating, curing or

preventing a disease or a
pathological condition or
symptoms of a disease;

e diagnosing a disease or
ascertaining the existence,

also known as medicinal product

degree or extent of a

physiological or pathological

The term “Product”, under the Control condition:

of Drugs and Cosmetics Regulations contraception:

1984, Regulation 2 means: « inducing anaesthesia:

e a drug in a dosage unit or e e, mediine
otherwise, for use wholly or mainly . .
_ o preventing, restoring, or
by being administered to one or ) ) )
_ , interfering with, the normal
more human beings or animals for , _ _
. operation of a physiological
a medicinal purpose; or _
. . function;
e a drug to be used as an ingredient

of a preparation for a medicinal v commreling lsesly welgns

purpose e general maintenance or

promotion of health or wellbeing.



How is medicinal
product regulated in
Malaysia?

Control of Drugs and Cosmetics Regulations 1984, Regulation 7(1)

states that:

“Except as otherwise provided in these Regulations, no person

shall manufacture, sell, supply, import, possess or administer any

product unless:

a) the product is a registered product; and

b) the person holds the appropriate licence required and issued

under these Regulations.”

Registration

Any product that fits the definition of
medicinal product requires registration
with the Drug Control Authority (DCA).

For confirmation of product category, you
may apply for product classification.
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website for more information.

License

The following are licenses that may apply:
e Manufacturing License
Wholesale License

Import License

Clinical Trial Import License (CTIL)
Clinical Trial Exemption (CTX)
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