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Abstract: Traditional Chinese medicines (TCMs) are well accepted and widely applied in Malaysia. There is a comprehensive and
complete system of laws and regulations with respect to the registration and administration of drug in Malaysia including documents
as the guidance of registration application. TCMs are often registered as natural products or health supplements in the Malaysia. The
registration materials need to be prepared in accordance with the ASEAN Common Technical Dossier (ACTD) format, which will
undergo full review or abridged review by National Pharmaceutical Regulatory Agency (NPRA). After evaluation approval, a
Product Registration Number (PRN) valid for five years will be issued. Based on the practice of registration, the key points in
product application are summarized: first, the ingredients of the TCM formula should be applicable, then the applicant should submit
the documents of chemistry, manufacturing, and control such as product process, specification information and stability studies that
meet the regulatory requirements of Malaysia, as well as the evidence of efficacy and safety, such as clinical study reports, Meta-
analysis and internationally recognized monographs related to products, and administrative documents issued by institutions
accredited in Malaysia. In addition to being registered as traditional medicines under the category of natural products which claims
the traditional use of the product, TCMs may also be registered as natural products with therapeutic claim. Multiple evidences such

as clinical research reports, academic papers, pharmacopoeia monographs and medical books can help support the safety and
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efficacy of the products. With the growing international recognition of TCMs, this article aims to help more TCM products to be

registered and approved in Malaysia by introducing the registration process of TCM products in Malaysia and relevant experience,

and help promote the internationalization of TCMs.
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Fig.1 Registration category of medicinal products in Malaysia
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Fig. 2 Evaluation procedure of traditional Chinese medicines in Malaysia
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