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How to submit this form
1. Complete the form electronically 
2. Print the completed form, include signature and date
3. Prepare large attachments (e.g. stability data, CTD) on USB stick 
4. Submit the printed application form, attachments, product sample and USB stick (as required) to DAIM office

	No
	Dokumentus ne’ebe atu submete tuir Prosedimentu ba prosesu registrasaun produtu Farmaseutikas / Medikamentus (Aimoruk) iha Timor Leste
	Applicant input

	A1
	Application type
	☐ New application
	☐ Renewal of registration
Registration No.      

	A2
	Product type
	☐ Traditional medicine
	☐ Health supplement

	B1
	Proprietary name
	[bookmark: Text1]     

	B2
	INN - name of the active ingredient(s)
	     

	B3
	Strength per dosage unit
	     

	B4
	Dosage form (oral dosage forms only)
	     

	B5
	Proposed indications
	     

	B6
	Proposed shelf life (months) 
	      

	B7
	Proposed storage conditions on product label
	     

	C1
	Importer name
	     

	C2
	Finished product manufacturer name
	     

	C3
	Finished product manufacturer address and country
	     



	
	Attachments for all applications
	
	

	D1
	Formal cover letter addressed to DNFM Director
	☐ Attached

	D2
	Pharmaceutical importer licence certificate and SERVE registration certificate
	☐ Attached

	D3
	Copy of product labels (including product leaflet and/or consumer information, if available)
	☐ Attached

	D4
	Color picture of the product in its standard packaging
	☐ Attached

	D5
	Product monograph containing product description and full formulation
	☐ Attached

	D6
	Evidence of contract between importer and primary distributer
	☐ Attached





	E2
	Is the product approved by one or more of the following agencies/institutions: Indonesia BPOM, Singapore HSA, Thailand FDA, Malaysia NPRA, Australia TGA, European Union EMA, Health Canada, Switzerland SwissMedic, Japan PDMA, US FDA or WHO pre‑qualified?

	
	☐ Yes 
	☐ No

	
	Attachments for Route C: 

	F1
	Certificate of Analysis (CoA) for one or more recent batches
	☐ Attached

	F2
	Free sale certificate for the product
	☐ Attached

	F3
	Declaration of manufacturer compliance with GMP or other relevant manufacturing standards 
	☐ Attached

	F4
	Declaration of compliance with ASEAN guidelines on traditional medicines or health supplements
	☐ Attached



	G1
	Details of pharmacist responsible for importer 
	Name:      
Position:      
Phone number:      
Email address:      

	G2
	Date of submitting the application
	Click to enter a date.
	   G3
	Signature of pharmacist responsible for importer
	Double click below to digitally sign 




NB : -Ministerio da Saude Sei La prosesa pedido registrasaun no sei la fo Autorizasaun atu halo Importasaun wainhira la priense rekizitus dokumentus registrasaun iha Tabela ne’e.
-Baze legal Decreto Lei.No.12/2004: atividade Farmaseutika, Diploma Ministerial No.8/2004: ”Rotulagem e folhetos informativo” husi produtus farmaseutikas i medikamentus, Sirkular. MS.No.11/2017/XII/MS: Autorizasaun atu bele komersializa aimoruk iha Timor Leste
Version 2.1     January 2024
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