
	IV. PRODUCT INFORMATION

	1. 
	Name of Product/ Trade Name
	    

	
	Name of manufacturer
	     

	
	Active pharmaceutical ingredients
	Format: Ingredient1 – strength; Ingredient2 – strength; etc

      

	
	Inactive ingredients
	Format: Ingredient1 – strength; Ingredient2 – strength; etc

     

	
	Indicate if product has any of the following
	 FORMCHECKBOX 
 Certificate of Suitability to the European Pharmacopoeia (CEP)

 FORMCHECKBOX 
 CEP in our possession

      Certificate No.      
 FORMCHECKBOX 
 Drug Master File (DMF)

        FORMCHECKBOX 
 Full or open part of the DMF in our possession

        FORMCHECKBOX 
 Full or open part of the DMF in possession of manufacturer

      Country registered:      
      Registration No.      

	2.
	Generic / INN
	     

	
	Dosage form
	     

	
	Pack Size
	     

	
	Primary Packaging
	     

	
	Description
	Color 
	     

	
	
	Shape 
	     

	
	
	Size 
	     

	
	
	Coating 
	     

	3. 
	Regulatory status in country of origin
	 FORMCHECKBOX 
 Registered and routinely manufactured and marketed

      License No.:      
      Date of registration:      
 FORMCHECKBOX 
 Registered but not currently marketed

      License No.:      
      Date of registration:      
 FORMCHECKBOX 
 Registered but for EXORT only

      License No.:      
      Date registered:      
 FORMCHECKBOX 
 Not registered

	4.
	Countries where product is registered
	Format: Country1; Country2; Country3

     

	5.
	Certificate of Pharmaceutical Product According to WHO Certification Scheme (WHO Technical Report Series No. 863

www. Who.int/medicines/team/qsm/certifscheme.htlm
	 FORMCHECKBOX 
 The certificate of pharmaceutical product (based on the last format recommended by WHO

 FORMCHECKBOX 
 Certificate cannot be obtained from the National Drug Regulatory Authority

	6
	Are all production processes validated?
	 FORMDROPDOWN 


	7.
	Do you use an approved manufacturing formula and processing instructions?
	 FORMDROPDOWN 


	8.
	Finished product specification
	 FORMCHECKBOX 
 CP Edition

 FORMCHECKBOX 
 BP

 FORMCHECKBOX 
 USP

 FORMCHECKBOX 
 CP

 FORMCHECKBOX 
 JP

	
	Are you willing to provide necessary information (analytical methods) for the tests to be replicated by another control laboratory?
	 FORMDROPDOWN 


	9.
	Limits in % for the assay in active ingredients?
	 FORMCHECKBOX 
 95-105%

 FORMCHECKBOX 
 90-110%

Other      

	
	Additional specifications to those in the pharmacopoeia
	     

	10.
	Stability test data available
	 FORMDROPDOWN 


	
	Type and conditions of satisfactory testing (without significant change)
	 FORMCHECKBOX 
 Accelerated testing

 FORMCHECKBOX 
 40° / 75% RH / 6 months

 FORMCHECKBOX 
 In the same packaging as marketed

 FORMCHECKBOX 
 In another packaging

 FORMCHECKBOX 
 Real time testing

Other      

	
	Temperature
	 FORMCHECKBOX 
 Ambient

 FORMCHECKBOX 
 25° C

 FORMCHECKBOX 
 30° C

Other      

	
	Relative humidity
	 FORMCHECKBOX 
 45%

 FORMCHECKBOX 
 60%

 FORMCHECKBOX 
 70%

 FORMCHECKBOX 
 Not controlled

Other      

	
	Period of time
	 FORMCHECKBOX 
 1 year

 FORMCHECKBOX 
 2 years

 FORMCHECKBOX 
 3 years

Other      
 FORMCHECKBOX 
 In the same packaging as marketed

 FORMCHECKBOX 
 In another packaging

	
	Shelf life
	 FORMCHECKBOX 
 2 years

 FORMCHECKBOX 
 3 years

 FORMCHECKBOX 
 4 years

 FORMCHECKBOX 
 5 years

Others      

	
	Storage conditions
	     

	
	Package insert
	 FORMDROPDOWN 


	11.
	Therapeutic Equivalence
	 FORMCHECKBOX 
 Bioequivalence study

        Year:     
        Institution & country where study was done:              

        Reference:      
        Reference sourced from:      
        No. of volunteers:      

	
	
	 FORMCHECKBOX 
 Clinical study

        Year:     
         Institution & country where study was done:      
        Study design:      
        Sample size:      
        Study objective:      
        Results:      

	12.
	Dissolution tests
	Method:      
Results:      

	13.
	Normal batch size
	     



