








طلب تعديل رخصة التسويق 

Application for Variation to a Marketing Authorization




	Reference No: NA

	Registration No: 








1 . This application concerns:
[image: ]
[image: ]

2
2
Human Drug	                    ○ Herbal Product	                                       ○ Veterinary Drug
○ New Drug	                    ○ Health Product	                                       ○ New Drug
☑ Generic (Multisource)		                                                    ○ Generic (Multisource)
○ Biological		                                                                              ○ Biological
   ○ Biological		                                                                              ○ Biological
   ○ Biosimilar		                                                                              ○ Biosimilar
   ○ Blood product		                                                                 ○ Blood product
   ○ Vaccine		                                                                              ○ Vaccine
   ○ Others (please specify):	                                     ○ Others (please specify): 
○ Radiopharmaceutical	





















	Trade Name:
	

	Active ingredient(s):
	

	Dosage form:
	

	Strength/unit:
	

	Package size(s):
	







	Route of administration:
	
	

	Administration device:
	
	

	Primary packaging:
	
	

	Secondary packaging:
	
	

	Approved shelf life:
	
	

	Approved storage conditions:
	
	

	Reference Pharmacopoeia:
	
	

	Marketing Authorization Holder:
	
	

	Manufacturer(s):
	
	

	Name
	Activity
	City
	Country

	
	
	
	

	
	
	
	

	
	
	
	

	API Manufacturer(s):
	
	

	Name
	Activity
	City
	Country

	
	
	
	

	
	
	
	

	
	
	
	

	Marketing Authorization Holder in KSA (Agent):
	
	


2. Type of the variation:    ☐Type IA
☐Type IB 
☐Type II

3. Type(s) of variation(s):
☐Copy of the relevant page(s) from the Variation Guidelines for this/these change(s) is attached and the relevant boxes for conditions and documentation.[image: ]
[image: ] Variations included in this application:
	Number and title of variation, as per the GCC guidelines for the variation requirements
	Procedure Type
	Date of
Implementation1

	
	
	

	

	
	



1 Date of implementation of Type IA variation should be specified if this variation is implemented prior GHC approval





· Precise scope and background for change (Include a description and background of al/ the proposed changes with its proposed classification)
	Current[footnoteRef:1] [footnoteRef:2] [1:  Specify the precise present and proposed wording or specification, including dossier section number(s) at the lowest possible level]  [2:  For SPC, labeling and package leaflet changes, underline or highlight the changed words presented in the table above or provide as a separate Annex] 

	Proposed2ß

	
	

	
	





Declaration:
I hereby certify that the submitted application for the above Marketing Authorization(s) to be varied in accordance with the proposals given above. I declare that (Please tick the appropriate declarations):
[image: ] The submitted information is true and accurate
Ü There are no other changes than those identified in this application (except for those addressed in other variations submitted in parallel);[image: ]
[image: ]Where applicable, all conditions as set for the variation(s) concerned are fulfilled;

Company Director/CEO: 
Signature:
Date:
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