Document Submission Form to Get Initial Decision for New Molecular Entity from Medicines Evaluation Committee (MEC)
Reference Number: ……………………………………………………………………………………………………………………..
· To be filled by the applicant

1. Product name – Generic: ……………………………………………………………………………………………………………..
Product name – Brand: ………………………………………………………………………………………………………………..
2. Dosage form/s: …………………………………………………………………………………………………………………………….
3. Strength/s: ………………………………………………………………………………………………………………………………….. 
4. [bookmark: _GoBack]Name of the manufacturer and country: ……………………………………………………………………………………..
5. Name of the local agent: ……………………………………………………………………………………………………………..
6. Price per unit (LKR)
7. Documents to be submitted (All documents are mandatory for foreign drug products and documents with * are mandatory for the local drug products)
· To be filled by the accepting officer
	No.
	Document
	Availability

	
	
	Yes
	No

	1 
	Copy of COPP to prove the registration status in country of origin 
	
	

	2 
	Registration status of the molecule in NMRA reference countries*
	
	

	3 
	Copies of registration certificates to prove the registration status of the same product in foreign countries 
	
	

	4 
	Documentary evidence for post marketing details in the country of origin (Minimum for 2years)
	
	

	5 
	Public assessment report from a reference country where it is registered or Periodic safety update report for the same product
	
	

	6 
	Product information leaflet*
	
	

	7 
	Summary of Product Characteristics (SmPC) of the same drug product*
	
	

	8 
	Declaration from the manufacturer that the patent for the product is expired*
	
	

	9 
	Declaration from the manufacturer for availability of a Bioequivalence study report conducted with the original product or clinical trial data for the same product
	
	

	10 
	Letter of Authorization from the Manufacturer
	
	

	11 
	Copy of Company Profile approval  letter/ GMP certificate or report
	
	



Accepting Officer: …………………………… 			Date of submission: ………………………………………
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