[bookmark: _Toc223523954]Annex II: Application Form for Renewal of Registration of Medicines, Biotherapeutics, Similar Biotherapeutic Products and Human Vaccines
	

	TYPE OF APPLICATION – HUMAN PRODUCT (Renewal)

	MODULE 1: ADMINISTRATIVE INFORMATION

	SECTION 1: PARTICULARS OF THE PRODUCT 

	1.0 Name and address of Applicant

	Company name: 
Address:               
Country:              
Telephone:
E-Mail: 

	

	1.1
	Application Details

	1.1.1
	Type of the medicinal product application 
[bookmark: Check1]New/innovator MA    |_|  
[bookmark: Check2]Generic    MA          |_|     
[bookmark: Check3]Conditional Authorization |_|
[bookmark: Check4]Emergency Use Authorization |_|
[bookmark: Check5]Extension application |_|
[bookmark: Check6]Duplicate license.       |_|
[bookmark: Check11]Renewal      |X|
* If variation has been made, information supporting the changes should be submitted. See variation guidelines for registered medicinal products.   

	1.1.2
	Application Pathway:
I. [bookmark: Check7]National – Full Assessment   |_|
II. [bookmark: Check8]SRA – Abridged   |_|
III. [bookmark: Check9]WHO-PQ – Verification   |_|
IV. [bookmark: Check10]EAC Joint Assessment   |_|
V. [bookmark: Check12]AMRH   |_|


	1.2
	Trade/Proprietary name (proprietary Product name): 


	

	1.3
	Approved / INN / generic name/Active Pharmaceutical Ingredient (API):

	

	1.4 
	Strength of the Active Pharmaceutical Ingredient (API) per unit dosage of the product and specifications of the API:


	

	1.5 
	Dosage form

	1.5.1
	Pharmaceutical Dosage form of the product:

	1.5.2
	Therapeutic Indication (s)::

	1.5.2
	Route(s) of administration (use current list of standard terms - European Pharmacopoeia): 

	1.5.4
	Maximum Daily Dose (MDD) for the Drug Product:

	

	1.6 
	Packing/Pack size of the product: 

	1.6.1
	Pack size:

	1.6.2
	Primary packing materials:

	1.6.3
	Secondary packing materials:

	

	1.7 
	Visual Description of the product

	

	1.8
	Approved Shelf life of the product
 (in months): 

	1.8.1
	Approved shelf life (after reconstitution or dilution): 

	1.8.2
	Approved shelf life (after first opening container): 

	1.8.3
	Approved storage conditions: 	

	1.8.4
	Approved storage conditions after first opening: 

	

	1.9 
	Pharmacotherapeutic group and ATC Code

	1.9.1
	Pharmacotherapeutic group: 

	1.9.2
	ATC Code:

	1.9.3
	If no ATC code has been assigned, please indicate if an application for ATC code has been made: 

	1.9.4
	Approved indication(s) for the product:

	

	1.10
	Legal category

	1.10.1 
	Approved dispensing category/classification:                                                                                                         

	1.10.2 
	For products subject to medical prescription:                                          

	

	1.11 
	Country of origin or country of release: 

	

	1.12 
	Product Marketing Authorisation in the country of origin. 

	[bookmark: CaseACocher74]|_| Authorised  
Country: 
Date of authorisation: 
Proprietary name: 
Authorisation number: 

|_| Refused
Country: Not applicable
Date of refusal (dd-mm-yyyy): 
Reason for Refusal: 
	|_| Withdrawn (by applicant after authorisation)
Country: 
Date of withdrawal (dd-mm-yyyy): 
Proprietary name: 
Reason for withdrawal: 

|_| Suspended/revoked (by competent authority)
Country: Not applicable
date of suspension/revocation (dd-mm-yyyy): 
Reason for suspension/revocation: 

	

	1.12.1
	Registration status from countries with Stringent Regulatory Authorities (SRAs) where applicable:

	

	1.12.2
	Statement on whether an application for the Marketing Authorisation has been previously rejected, withdrawn or repeatedly deferred :


	

	1.12.4
	Certificates of approval of DMF (Drug Master File) by Stringent Regulatory Authority

	1.12.5
	Manufacturing Licence and Product Licence

	

	1.13 
	Name(s) and complete address (es) of the manufacturer(s)

	1.13.1
	Name and complete address(es)of the manufacturer(s) of the FPP, including the finished pharmaceutical product release if different from the manufacturer.        

	Marketing Authorisation Holder:
Company name: 
Address: 
Country:         
Telephone:  
E-Mail: 

Manufactured By:
Company) Name :  
Address                : 
                               
Country               :.
Telephone            : 
Telefax                 : 

If the manufacturer is different to 1.1 above, explain the relationship 


	1.13.2
	Name(s) and complete address (es) of the manufacturer(s) of the active pharmaceutical ingredient                                                                                                         

	
ACTIVE INGREDIENT: 
Company) Name:      
Office Address   :                                
Country             :  
Telephone          : 
Fax                     : 
Contact Person   : 
E-mail                : 

	

	1.14 
	Compliance to Good Manufacturing Practice (GMP) and Good Clinical Practice 

	1.14.1
	Good Manufacturing Practice (GMP) from PPB

	1.14.2
	1.15.2	Good Clinical Practice (GCP) or Good Laboratory Practice (GLP) 

	

	1.15 
	Name and complete address of the Local Technical Representative of Manufacture (for Finished Pharmaceutical Product) 
Company name: 
Address:         
Country:    
Telephone:      
E-Mail:         
If the Local Technical Representative is different to 1.1 above, explain and provide evidence for the relationship:

	1.16
	Name and address (physical and postal) of the Contract Research Organisation(s) where the clinical studies of the product were conducted. (If applicable)
Name:                	
Company name:	
Address:             
Country:             
Telephone:          
Telefax:               
E-Mail:                

	

	1.17
	State the reference/monograph standard such as British Pharmacopeia,  United States Pharmacopeia, Ph. Eur, Japanese Pharmacopeia, In-house monograph etc. used for Finished Medicinal Product. 

	1.18.1
	Specification of active ingredient(s) from API manufacturer (Specification number and Version):

	1.18.2
	Specification of active ingredient(s) from FPP manufacturer (Specification number and Version):

	1.18.3
	Specification of Finished Pharmaceutical Product (Specification number and Version):

	

	1.19
	DECLARATION BY AN APPLICANT

	
	1. I, the undersigned certify that all the information in this form and 
accompanying documentation is correct, complete and true to the best of my
knowledge.
2. I further confirm that the information referred to in my application dossier is 
available for verification during GMP inspection.
3. I also agree that I shall carry out pharmacovigilance to monitor the safety of the 
product in the market and provide safety update reports to the 
National Medicines Regulatory Authority. 
4. I further agree that I am obliged to follow the requirements of Kenya, and
5. Legislations and Regulations which are applicable to medicinal products.

Name:
Position in the company: 
Signature:
Date:	

Official stamp:……………………………..
* Note: If fees have been paid, attach proof of payment 


	





