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APPLICATION FORM

 Authorization of Medicine Bioavailability/Bioequivalence Centers 
Application Type
          New Application                        Renewal (License no.: …………….......)

General information:
	01- Centre Information

	Centre Name:- 



	Centre Address:-



	Tel. No.

	Fax No.

	Website:-

E. mail Address:-



	Inspections from Health Authorities IN THE LAST 5 YEARS (letters, certificate & reports Should be attached to the application form ): 

USFDA         EU        WHO        PMDA              Others        (specify)………….


	02 - ACTIVITIES  CARRIED OUT / OUTSOURCED

	CLINICAL PHASE
	ANALYTICAL PHASE
	STATISTICAL PHASE

	O
	C
	
	O
	C
	
	O
	C
	

	
	
	Clinical Analysis Laboratory
	
	
	Analytical Assays
	
	
	Statistical Analyses

	
	
	Hospitals/Clinics
	
	
	Pharmacokinetic Analyses
	
	
	


O – OUTSOURCED

C – CARRIED OUT
	2.1- CLINICAL PHASE ( Hospitals /Clinics For Hospitalization  )

	Centre Name:- 



	Centre Address:-



	Tel. No.

	Fax No.

	Website:-

E. mail Address:-




	2.2- CLINICAL PHASE (Clinical Analysis Laboratory)

	Centre Name:- 



	Centre Address:-



	Tel. No.

	Fax No.

	Website:-

E. mail Address:-




	2.3- ANALYTICAL PHASE ( Analytical Assays )

	Center Name:- 



	Center Address:-



	Tel. No.

	Fax No.

	Website:-

E. mail Address:-


	2.4- STATISTICAL PHASE ( Statistical Analyses )

	Center Name:- 



	Center Address:-



	Tel. No.

	Fax No.

	Website:-

E. mail Address:-


	 03 – other  Information

	Total area of the Center : 

	Operational capacity (studies/month) : 

	Total area of the analytical laboratory : 

	Total area of the Clinical Analyses laboratory : 

	Number of technicians per unit of the Clinical Analysis Laboratory ( Hematology, Biochemistry, etc.) : 

	Average number of tests carried out per month by the clinical analysis laboratory : 

	Area available for hospitalization of subjects : 

	Number of beds available for hospitalization of  subjects : 

	Number of technicians involved in the clinical phase : 

	Number of technicians involved in the analytical phase : 

	Filling instructions:  the fields in item 03 refer to information regarding the various phases, regardless of the phases to be carried out by the Center itself or by third parties.




.I HEREBY DECLARE THAT ALL THE INFORMATION PROVIDED HERE ARE TRUE, AND I SHALL FOLLOW GCC GUIDELINES AND REGULATIONS FOR BIOEQUIVELANCE CENTERS

__________________________   
           ____/____/______

_________________________________

           (dd)/(mm)/(yyyy)

Place



         Date


Legal Representative of the Center

            Name & Signature
      NECESSARY DOCUMENTS 

	04 – DOCUMENTS TO BE SUBMITTED TO GCC EXECUTIVE OFFICE ALONG WITH THIS APPLICATION FORM 

	Document 01 - Application Form.
Document 02 – CRO Master File According to the WHO Guidelines for the preparation of a contract research organization master file technical report. 

Document 03 – Copy of the license for registration / Renewal  at the country of origin;

Document 04 – List of inspection certificates, letters or reports.
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