APPLICATION FORM TO IMPORT INVESTIGATIONAL PRODUCTS FOR CLINICAL TRIAL USE 
A. TRIAL
	A.1. 
	Full name of the trial:      

	A.2. 
	Trial protocol (if available):      

	A.3. 
	Name, surname of responsible investigator (if for a multi-center trial, provide the name and surname of the coordinator):      


B. DISTRIBUTION OF INVESTIGATIONAL PRODUCT(S) TO BE USED IN CLINICAL TRIALS 
	B.1. Names of Sites 
	B.2. Name, Surname of Person to Accept Delivery 
	B.3. Quantity of Investigational Product to be Delivered 

	     
	     
	     

	     
	     
	     


C. DATA AND DOCUMENTS REGARDING THE APPLICANT 
	C.1. 
	A copy of the signed authorization certificate of a contract research organization instead of the sponsor available? 
	Yes      FORMCHECKBOX 

No       FORMCHECKBOX 



D. MINISTERIAL AUTHORIZATION
	D.1. 
	A copy of the original letter of authorization from the Ministry available (if issued conditionally, a copy of the Ministry confirmation letter that the condition has been satisfied)? 
	Yes      FORMCHECKBOX 

No       FORMCHECKBOX 



E. PROFORMA INVOICE CONTENT 
	E.1. 
	Indicates the batch number(s) of product(s) to be imported with the quantity to be imported of each batch?
	Yes      FORMCHECKBOX 

No       FORMCHECKBOX 


	E.2. 
	Issued in two signed copies with pages numbered by the issuing firm or the firm applying for an importation permit 
	Yes      FORMCHECKBOX 

No       FORMCHECKBOX 



F. APPLICATION FEE
	F.1. 
	Original and a photocopy of the receipt of fee payment available?
	Yes      FORMCHECKBOX 

No       FORMCHECKBOX 



G. BLOOD DERIVATIVES
	G.1. 
	Where products derived from blood are used in a pharmaceutical clinical trial, the original copy of an “apostil stamped” document is available, issued by the manufacturer indicating that the product is safe from the Creutzfeld Jacob (CJ) or any suspicion of it and that no donor had the aforesaid disease?
	Yes      FORMCHECKBOX 

No       FORMCHECKBOX 



H. OTHER DOCUMENTS
The documents mentioned in this section should be included in the dossier in the same order they are listed below.
	H.1. 
	A copy of Ministerial letter of authorization 

	H.2. 
	The authorization certificate, if available (the original copy of the import authorization certificate for initial application, or photocopies in subsequent applications) 

	H.3. 
	Proforma invoice (in two affirmed copies) for the investigational product(s) 

	H.4. 
	The original and a photocopy of the receipt of application fee payment

	H.5. 
	Where products derived from blood are used in a pharmaceutical clinical trial, the original copy of an “apostil stamped” document, issued by the manufacturer indicating that the product is safe from the Creutzfeld Jacob (CJ) or any suspicion of it and that no donor had the aforesaid disease  

	H.6.
	Use of preparations containing controlled substances (narcotic and/or psychotropic substance) in a pharmaceutical clinical trial is subject to permission of our General Directorate’s Branch Directorate for Research of Narcotic and Psychotropic Substances   


I. SIGNATURE OF APPLICANT 
	I.1.
	I herewith confirm that:

	
	● all information submitted in the application are true and accurate; and

● the investigational product(s) are manufactured according to GMP.

	I.2.
	APPLICANT FOR MINISTERIAL AUTHORIZATION 

	I.2.1.
	Date :      

	I.2.2.
	Signature:      

	I.2.3.
	Name and Surname (print):      

	I.2.4.
	Name of Organization/Institution:      

	I.2.5.
	Contact Details:      


PAGE  
1
Import Application Form

15.05.2009 Version No:1


