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LAO  PEOPLE'S  DEMOCRATIC  REPUBLIC

PEACE  INDEPENDENCE  DEMOCRACY  UNITY  PROSPERITY

Ministry of Health

Food and Drug Department

Request  for  importation  of ( Traditional Medicine ( Health Supplement (HS) ( Dietary Supplement ( Food Supplement Product for  registration in  Lao PDR   Form  No 3
I. Applicant Information:

	Name
	

	Address
	

	Telephone
	

	Fax
	

	Contact person
	


II. Manufacturer Information:

	Name
	

	Address
	

	Telephone
	

	Fax
	

	Contact person
	


III. Product Information:

	Brand name
	

	Active ingredients

	Name (Scientific name)
	Qty
	Name(Scientific name)
	Qty

	1
	
	4
	

	2
	
	5
	

	3
	
	6
	

	Inactive ingredients

	Name(Scientific name)
	Qty
	Name(Scientific name)
	Qty

	1
	
	4
	

	2
	
	5
	

	3
	
	6
	

	
	
	
	


	Dosage Form
	

	Storage Condition
	

	Shelf Life
	

	Packing Size
	

	Is in Lao EDL
	       (   Yes                          (      No

	Dispensing category
	       (   OTC                        (      Prescription

	Description
	

	Indication  
	

	 Sise effects
	


IV. Registration Information:

	Country Origin
	

	Registration No.
	

	Date of Registration
	


At…………..Date………

Authorized signature

[image: image2.emf] 

 


CHECLIST OF REQUIREMENTS FOR THE REGISTRATION OF IMPORT 
( Health Supplement (HS) ( Dietary Supplement ( Food Supplement Product Form  No 3

	Item
	PARTICULARS
	Copies

	1
	Letter of Company

	1

	2
	FDD Application Form No. 3

	1

	3
	Application nomination certified by the manufacturer of the product

	1

	4
	Manufacturer Information:

· GMP certificate (issued by the Health Supplement regulatory authority of the manufacturing country)
· Certificate of free sale (From the country of origin issued by the (Health Supplement, Dietary Supplement, Food Supplement ) regulatory authority of the manufacturing country or exporting country)
· The previous of origin certificate of (Health Supplement, Dietary Supplement,  Food Supplement ) registration in Lao PDR
    -       Certificate for Stability Data  stamps by Pharmaceutical industries

· A label and a packaging insert or leaflet 1 sets
	1

1

1

1

1

	5
	Technical Specification:

· Certificate of analysis of active raw material

· Technical specifications of Health Supplement  product

· Certificate of analysis of finished product
· 
	1

1

1

	6
	Sample in market or commercial presentation for laboratory analysis

· 100ml – 200ml / Flagon ( Solution )

· 200  ( Capsule )

· 200  ( Tablet )

· 200g  ( Pomade )
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