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APPLICATION FOR VARIATION TO A REGISTERED PHARMACEUTICAL PRODUCT (HUMAN AND VETERINARY)

(Please complete each section of this application form electronically as a word document AND   as a scanned signed PDF file.  To be submitted as one original hard-copy and one electronic copy (in   Ms –Word and PDF version on a CD-Rom)
CONFIDENTIAL
(Effective from 2nd May 2016)
THE REGISTRAR
PPB OFFICES,

LENANA ROAD,

DRUG REGISTRATION DEPARTMENT,

P.O. BOX 27663-00506,

NAIROBI.

Fax: 2713431

Telephone: Nairobi 2716905/6; 3562107

Mobile: 0720 608811; 0733 884411

WEBSITE: www.pharmacyboardkenya.org


For Inquiries email: drugreg@pharmacyboardkenya.org, info@pharmacyboardkenya.org
	Application Number (VAR No.)
	

	Date of submission of the dossier 
	

	Name of the 1st Evaluator
	
	Signature

	Name of the 2nd Evaluator
	
	Signature

	Date of 1st evaluation
	

	Date of 2nd Evaluation
	

	Number of files received 
	

	CONCLUSION OF THE ASSESSMENT

APPROVED (no outstanding issues)
QUERY RAISED (Indicate the sections where query is raised)

REJECTED (indicate the sec(s) that led to the rejection)

(Please delete which does not apply)
	


1. Applicant  details

	Information required(Particulars of the applicant)
	Information to be filled by the Applicant

	a) Name and Business Address of the Marketing Authorization Holder(MAH)
	Company) Name: 

Address: 

Country: 

Telephone: 

Telefax: 

E-Mail: 

	b)Name and complete address of the Local Technical Representative of Manufacturer( if  Applicable  or different from section (a) above  )
	Company name:
    

Address: 
PPB File Number: 
Telephone: 
Telefax: 
E-Mail: 


1.1 Product Details 
	Information required( Product Details)
	Information to be filled by the Applicant

	a) Trade Name of the product,  Product registration number, 
Product retention number , Active pharmaceutical ingredient (s) etc
Note: Product retention number is not applicable(N/A) for a product registered the same year  during which the variation is applied 
	Trade Name of the product: 

Product registration number:
Product retention number(N/A for products registered within the same year: 
Active pharmaceutical ingredient ((s) (API) : 

Strength of the API(s):
Dosage form: e.g. Tablet

Registered Shelf Life:

Registered Batch Size(s): 

Registered Pack Size(s)

 


1.1 Variation type: (tick all applicable options)

                    Notification                                     



  
                    Minor variation  
 

                     Major variation 
1.2 Grouping of variations


       Single variation

                              Grouped variations
2.  Variation title and Summary of the proposed changes
2.1. Variation title(s) and Variation type Number (s):
Indicate the variation title e.g. Change of Batch size of the finished pharmaceutical product. For multiple variations (grouped variations), indicate all the titles of the variation as per PPB Variation guideline.
2.2  Summarry of the proposed changes
Provide a summary of the proposed changes as indicated in the table below. For Multiple variations(Grouped Variations), reproduce this section
	Current  Details 
	 Proposed  Details (change)

	
	


2. 3 
Reason for Change(s) 
 Provide reason(s) and justification for the requested changes 
3.  Documentation required to be provided
3.1 Mandatory documents applicable for every variation (tick all applicable options)
The following documentation   SHALL be provided   for each variation requested
	Name of the Document to be Submitted  
	 Applicant to tick all applicable options, if the document is provided

	 Copy of Pharmacy and Poisons Board Initial registration certificate of the product 
	


	Copy of Pharmacy and Poisons   Retention certificate of the product
	

	Copy of cGMP from PPB for the Manufacturing site/  Evidence for payment for GMP
	



3.2 Mandatory specific documents required to fulfil the condition set for a specific variation 
 Provide in the table below the supportive documentation   as described (listed) in the Pharmacy and Poisons Board variation Guideline.  For multiple variations (grouped variations), reproduce this table 

	Name of the Document(s) to be Submitted  
	 Applicant to tick all applicable options, if the document is provided

	Refer to Pharmacy and Poisons Board Variation Guideline to indicate the specific document
	



4. Declaration

I declare that:

1. I, the undersigned certify that all the information in this application 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 is available for verification during GMP inspection.

3. I also agree that the undersigned will continue to carry out pharmacovigelance to monitor the safety of the product in the market and provide safety update reports  in accordance  with PPB requirements 

4. I also agree that I am obliged to follow the requirements of the Pharmacy and Poisons Act, which are related to pharmaceutical products.

5. I also consent to the processing of information provided for by the Pharmacy and Poisons Board. 
6.  I hereby confirm that fees will be paid/have been paid as provided for in the Pharmacy and Poisons Board Drug Registration Guideline.
Name: …………………………………………………………………..……………………………..
Position in the company (Title/ Designation):…………………………………………………………
Signature: …………………………………………………………………………….………………..
Date:…………………………………………………………………………………………………….

Official stamp:
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