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	نموذج طلب الأولوية في تسجيل المستحضر  

Request for Priority Review Designation


	All fields are mandatory
	جميع الحقول إلزامية


	Request for Priority Review Designation



	1. Name of the company
	

	2. Trade name
	

	3. Active ingredient(s)
	

	4. Dosage form
	

	5. Strength/unit
	

	6. Drug type
	 FORMCHECKBOX 
 New drug
 FORMCHECKBOX 
 Biologic
 FORMCHECKBOX 
 Radiopharmaceutical

	7. Requested criteria for designation
	 FORMCHECKBOX 
 To treat a serious or life threatening condition.
 FORMCHECKBOX 
 To address unmet medical need.

 FORMCHECKBOX 
 Falls under SFDA’s exempted drug list.

	8. Proposed justification for requesting priority review
	

	9. List of document(s) attached to support the request
	


2
Version 2 - 10/7/2018

