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	1.   Veterinary Medicinal Product

	1.1 Name of the Pharmaceutical Product (Brand Name) :



	1.1 Proprietary name: 



	1.2 Rwanda FDA registration Number: 



	1.2   Main indication

Species:

Disease: 

	2.  Dosage Form:

	3.  Packing/Pack Size :

	4. Visual Description of the Product :

	5.   Type of change(s) (State which type of Variation):

	5.1 Variation type: (tick all applicable options)


                    Annual notification (AN)                                   Immediate notification (IN)




                    Minor variation (Vmin)
 

       Major variation (Vmaj)

5.2 Grouping of variations


                  Single variation

                              Grouped variations




	6. Other Information

	6.1 Other Application(s) 
(Please provide brief information on any ongoing variation or other variation(s) submitted in parallel, or renewal application(s), or line-extension(s)):



	6.2. Scope (Please specify scope of the change(s) in a concise way):



	6.3 Background for change & Justification for Consequential change(s) (If applicable) Please give brief background explanation for the proposed change(s) to your marketing authorization as well as a justification in case of consequential change(s):



	6.4 Present status of the product
(Please specify precise present wording or specification)
	Proposed changes on the product 
(Please specify precise proposed wording or specification)

	
	

	In the case of changes to the Summary of Product Characteristics (SPC) and/or package leaflet, enclose a copy of the current SPC clearly marked to show the differences (new text and deleted text) between the proposed new version and the current text, previous version or reference text.

	7. Details of applicant (Must be the holder of the marketing authorization/registration certificate

	Name:

Business Address:

Postal Address:

Country:

Phone:                                               Email:

	8. Details of Local Technical Representative (Local Agent)

	Name:

Business Address:

Postal Address:

Country:

Phone:                                               Email:

	Declaration of the Applicant:

I hereby submit an application for the above Marketing Authorization to be varied in accordance with the proposals given above. 

I declare that (Please tick the appropriate declarations):

☐There are no other changes than those identified in this application (except for those addressed in other variations submitted in parallel; such parallel variations have to be specified under ‘Other Application(s)’);

☐Where applicable, Variation fees have been paid;

☐Change will be implemented from: Next production run/next printing

Name:

Qualification:

Position in the company:

Signature:

Date:                                                            Official stamp:


Appendix 2: Examples of changes that make a new application necessary

	Description of change
	Conditions to be fulfilled
	Documentation required
	Reporting type

	1. Change of the API to a different API

2. Inclusion of an additional API to a multicomponent product

3. Removal of one API from a multicomponent product

4. Change in the dose/strength of one or more APIs

5. Change from an immediate-release product to an extended or delayed-release dosage form or vice versa

6. Change in dosage form 

7. Changes in the route of administration
	None
	1
	New application

	Conditions to be fulfilled

	None

	Documentation required

	Documents in fulfillment of the requirements outlined in Rwanda FDA Guidelines on 
Submission of Documentation for Registration of Veterinary Medicines 


Appendix 3: Changes to excipients
	Excipient
	Percent excipient (w/w) out of total target dosage form core weight

	Filler
	±5.0



	Disintegrant

· Starch

· Other


	±3.0

±1.0



	Binder


	±0.5



	Lubricant

· Ca or Mg Stearate

· Other


	±0.25

±1.0



	Glidant

· Talc

· Other
	±1.0

±0.1


Includes Level 1 allowable limits according to the USFDA SUPAC1 guidelines. Level 2 allowable limits are twice the values of level 1.

Scale-up and post approval changes for modified release formulations (SUPAC-MR) and Scale-up and post approval changes for immediate release formulations (SUPAC-IR)

These percentages are based on the assumption that the API in the FPP is formulated to 100.0% of label/potency. The total additive effect of all excipient changes should be not more than 5.0% relative to the target dosage form weight (e.g. in a product consisting of API, lactose, microcrystalline cellulose and magnesium stearate, the lactose increases by 2.5% and microcrystalline cellulose decreases by 2.5%). 
If an excipient serves multiple functions (e.g. microcrystalline cellulose as filler and as a disintegrant), then the most conservative recommended range should be applied (e.g. ±1.0% for microcrystalline cellulose should be applied in this example). If a wider range is proposed, scientific justification and supporting data should be provided to demonstrate that the wider range will not affect the other function of the excipient.
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