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	Question 1. 
	Which form do I use to submit an application to import a medicine into Timor-Leste
	· All applications submitted to DNFM should be completed using the DNFM Importer Medicine Application Forms, available on the DNFM website: https://apps.ms.gov.tl/dnfm/dept.php?lan=tet. 
· You can also contact DNFM (daim010920@gmail.com) to request an electronic version of the application form.

	Question 2. 
	What are the required testing conditions for stability data for Timor-Leste?
	· Long-term stability testing of non-refrigerated products for Timor-Leste should be conducted at 
· 30°C ± 2°C/65% RH ± 5% RH (Zone IVa); or 
· 30°C ± 2°C/75% RH ± 5% RH (Zone IVb).
· Long-term testing should be provided for 3 batches of the finished product covering at least 12 months.
· Accelerated stability data should also be provided. For non-refrigerated products, accelerated stability studies should typically be conducted at 40 °C/75% RH for 6 months, covering at least 3 batches of the finished product.
· Further details are available in the ASEAN Guideline on stability study of drug product.

	Question 3. 
	What if the available stability data is for finished product tested under less stressful conditions?
	· If available long-term stability data is based on conditions that are less stressful (e.g. 25 °C/65% RH), DNFM may request:
· a shorter shelf-life than the period covered by long-term data, or
· additional label warning statements, or
· additional stability data.
· Further guidance is available in the ASEAN Guideline on stability study of drug product.

	Question 4. 
	I am unable to get stability data for the finished product, what should I do?
	· From 1 March 2024, all applications for medicine registration using Route A and Route B should include stability data for the finished product. 
· All finished product manufacturers should hold this information about the product and should be able to provide it to you for submission to DNFM.
· If you cannot contact the manufacturer directly, request this data from the distributor or supplier who has contact with the manufacturer.

	Question 5. 
	What evidence do I need that the product is approved in one of the reference agencies or institutions for Route A (Section F1 of the application form)?
	· Evidence of product approval could include:
· an approval letter from a regulatory authority, or 
· public register listing, or 
· registration number and date of registration, or 
· a certificate of registration or Certificate of Pharmaceutical Product (CoPP) from the reference regulatory agency. 
· Manufacturers should hold evidence of product approval in other countries and should be able to provide it to you for submission to DNFM. 
· You should also provide evidence that the product approved by a reference agency is the same as the product proposed for Timor-Leste. This includes evidence that the reference product and the proposed product have:
· same qualitative and quantitative composition, and 
· same strength, and
· same pharmaceutical form, and
· same intended use, and
· same manufacturing site(s). 

	Question 6. 
	I am unable to get evidence that the product is approved in one of the reference agencies or institutions, what should I do?
	· [bookmark: _Hlk152675027]Contact the manufacturer for information about countries where they supply the product. They should maintain records of market authorization for each export market.
· If the manufacturer cannot provide this information, the product may not be approved by any reference agencies. You may proceed using Route B in the importer application form. 

	Question 7. 
	What is a full ASEAN Common Technical Dossier (CTD)?
	· From 1 March 2024, all applications following Route B will require the submission of a full ASEAN CTD. 
· The ASEAN CTD is a standardized format for submitting regulatory documentation. It contains specific information about the finished drug product, including manufacturing process and quality controls. This includes:
· Part I. Table of Contents, Administrative Data and Product Information
· Part II. Quality Document including the Quality Overall Summary and Body of Data
· Part III. Nonclinical Document (as required)
· Part IV. Clinical Document (as required).
· The full ASEAN CTD for each product should typically be available from manufacturers for submitting to regulatory agencies.
· More information about the content and structure of the ASEAN CTD is available at https://asean.org/book/asean-common-technical-dossier/ 
· Applications following Route A do not require the submission of a CTD. 

	Question 8. 
	I cannot access the ASEAN CTD, what should I do?
	· After 1 March 2024, applications that follow Route B should include the ASEAN CTD for the product. This data should typically be available from manufacturers for submitting to regulatory agencies.
· If you cannot provide the ASEAN CTD, DNFM may request that the application is withdrawn. 

	Question 9. 
	If I have evidence that the product is approved in one of the reference agencies (Route A), do I need to provide a GMP certificate, a CoPP or a full ASEAN CTD?
	· If the application follows Route A, you only need to submit attachments for Route A (Attachments F1 and F2). 
· It is important that the evidence provided for international product approval is for the same product being proposed for supply in Timor-Leste.

	Question 10. 
	Do I need to apply to DNFM to import or supply traditional medicines or health supplements?
	· All medicines must be registered with DNFM before they can be lawfully imported, distributed or sold in Timor-Leste. This includes traditional medicines and health supplements.
· Applications for traditional medicines and health supplements can proceed via Route C as outlined in the DNFM Importer Medicine Application Form for Traditional Medicines and Health Supplements, available on the DNFM website: https://apps.ms.gov.tl/dnfm/dept.php?lan=tet.  

	Question 11. [bookmark: _Ref161218701]
	How do I know if a product is a traditional medicine or a health supplement?
	· The ASEAN Guidelines on traditional medicines and health supplements provide the following definitions: 
· “Traditional Medicines” means any medicinal product for human use consisting of active ingredients derived from natural sources (plants, animals and/or minerals) used in the system of traditional practice. It shall not include any sterile preparation, vaccines, any substance derived from human parts, any isolated and characterized chemical substances.
· “Health Supplements” means any product that is used to supplement a diet and to maintain, enhance and improve the healthy function of human body and contains one or more, or a combination of the following:  
a. Vitamins, minerals, amino acids, fatty acids, enzymes, probiotics and other bioactive substances  
b. Substances derived from natural sources, including animal, mineral and botanical materials in the forms of extracts, isolates, concentrates, metabolite 
c. Synthetic sources of ingredients mentioned in (a) and (b) 
· Route C is available for solid oral dosage forms only (e.g. tablets and capsules). Other dosage forms, and sterile preparations such as injections and eye drops must be submitted to DNFM via the pharmaceutical product application routes A or B.
· Health supplements and traditional medicines must not contain any pharmaceutical ingredients, such as steroids. Information on the use of additives and excipients, and their maximum use levels, can be found in ASEAN guidelines on traditional medicines and health supplements.
· Health supplements should not claim or suggest treatment or prevention of any disease, disorder or their related conditions. Traditional medicines may claim to promote the maintenance of health, to relieve symptoms, or prevent or treat a disease, disorder or medical condition in the context of the respective traditional medicine principles and theories only. 
· If you are still unsure whether your product is a pharmaceutical product, or a traditional medicine or a health supplement, you should first consult ASEAN guidelines for Health Supplements and Traditional Medicines (Policy & Guidelines Section 11). You can also contact DNFM (daim010920@gmail.com) to request further advice. 
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