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	Gulf Health Council
	DRUG REGISTRATION
	



إستمارة طلب رخصة تسويق مستحضر صيدلاني
(الأدوية الجديدة والجنيسة والحيوية والمشعة)



    




Application form for Marketing Authorization of
Pharmaceutical Product
New Drugs, Generics (Multisource), Biologicals and
Radiopharmaceuticals
	OThis application form is used to apply for a Marketing Authorization of a medicinal product for human use submitted to the Gulf Cooperation Council – Drug Registration (GCC-DR).
A separate application form should be filled in and submitted for each strength, dosage form, pack and flavor.
	يتم تعبئة  هذه الاستمارة وتقديمها إلى التسجيل المركزي لدول مجلس التعاون الخليجي. كطلب للحصول على رخصة لتسويق مستحضر صيدلاني للاستخدام البشري.
 يجب تقديم طلب منفصل لكل تركيز وشكل صيدلاني وعبوة ونكهة.




The following sections should be completed where appropriate.

This application concerns:

	 
  	 

	 
 		 					
												


1.1 APPLICANT'S FULL NAME AND ADDRESS

· Applicant Name:
· Address:
· Line 1:
· Line 2:
· Zip Code:
· City:
· Country:
· Tel.
· Fax:
· E-mail:
· Commercial Registration (CR) number of the applicant:  
1.1.1 CONTACT PERSON INFORMATION:

· Name:
· Address:
· Zip Code:
· Country:
· Tel.
· mobile:
· Fax:
· E-mail:


1.2 MARKETING AUTHORIZATION HOLDER/CONTACT PERSON(S)/COMPANY DETAILS
1.2.1 Proposed Marketing Authorization Holder/person legally responsible for placing the product on the market in GCC
	· Company Name:
	 
	
	

	Contact Person Details: 
	
	

	· Title:
	 
	
	

	· First name:
	 
	
	

	· Middle name:
	 
	
	

	· Surname:
	 
	
	

	· Address:
	 
	
	

	· Line 1:
	 
	
	

	· Line 2:
	 
	
	

	· Postal/Zip code:
· City
	 
	
	

	· Country:
	 
	
	

	· Phone:
· Mobile :
· Fax
	 
	
	

	· E-Mail:



	 
	
	


1.2.2 Person/Company authorized for communication in GCC on behalf of the applicant:
	Company Name:
	 
	
	

	Person Details: 
	
	

	Title:
	 
	
	

	First name:
	 
	
	

	Middle name:
	 
	
	

	Family/last name:
	 
	
	

	Address:
	 
	
	

	Line 1:
	 
	
	

	Line 2:
	 
	
	

	Postal/Zip code:
	 
	City :
	

	Country:
	 
	
	

	Phone:
	 
	Fax :
	

	E-Mail:
	 
	


	


1.2.3 Person qualified for Pharmacovigilance (QPPV) in the GCC states (if applicable):
	Title:
	 
	
	

	First name:
	 
	
	

	Middle name:
	 
	
	

	Surname name:
Company name :
	 
	
	

	Address:
	 
	
	

	Line 1:
	 
	
	

	Line 2:
	 
	
	

	Postal/Zip code:
	 
	City :
	

	Phone:
	 
	Fax :
	

	E-Mail:

	 
	
	


 INFORMATION FOR THE product

2.1 Is this product under-licensed? |_| Yes |_|No 

For under-licensed manufactured product, do you have a manufacturing authorization from the marketing authorization holder?
			

	Name of the manufacturer
	Address
	Phone
	Fax
	Activity
	Is it GMP certified?
	Certifying Authority
	Date of certification (dd/mm/yyyy)

	
	
	
	
	
	Yes
	No
	
	

	
	
	
	
	
	|_|
	|_|
	
	

	
	
	
	
	
	|_|
	|_|
	
	



2.2 Certificate of a Pharmaceutical Product (CPP):

[bookmark: Check16][bookmark: Check17]Do you have a CPP?	|_| Yes |_| No

[bookmark: Check18][bookmark: Check19]If not, do you have a marketing authorization (or free sales) certificate from the country of origin (COO)?		 					|_| Yes |_| No


2.3 Product information (submitted for registration):

· Proposed Trade name: 
· Manufacturer name:
· Manufacturing site:
· City:
· Country:
· International Non-proprietary name (INN):
· Strength:
· Product unit: 
· Dosage form: 
· Indications:
· Pack size(s):
· Volume (if liquid) :
· Route of administration :
· Administration device (if applicable) :
· Proposed shelf life:
· Proposed shelf life after first opening container (if applicable): 
· Proposed shelf life after reconstitution or dilution (if applicable): 
· Proposed storage conditions: 
· Proposed storage conditions after first opening (if applicable):
· Description of Primary packaging material:
· Description of Secondary packaging material :
· Is this product registered in the Country of Origin?    ( |_| Yes  |_|  No), If no explain the reason______________________
____________________________________________________________________________________________________________________________________________________________________________________________________________
· Product name in Country of Origin
· Product license number: 
· Product license date:
· Is the product marketed in the Country of Origin?    ( |_| Yes  |_|  No), If no explain the reason______________________
____________________________________________________________________________________________________________________________________________________________________________________________________________   

· Pharmacotherapeutic group: (Please use current ATC code)

	ATC Code
	Group

	
	

	
	


· Class of the product according to ATC Classification System:
· List the active substance(s) and the excipient(s):
 	 

	Name of the active substance(s)
	Operator*
	Quantity
	Unit
	Quantity
	Unit
	Reference/Monograph standard

	
	
	
	 
	
	 
	



	Name of the excipient(s)
	Operator*
	Quantity
	Unit
	Quantity
	Unit
	Reference/Monograph standard

	
	
	
	
	
	
	


*Quantiity Operator: (equal to, less than, more than, less than or equal to, more than or equal to, equivalent to, approximately equal to, range)

	Release specification

	Reference number:
	

	Approval date:
	


· Clinical particulars
· Indications:
· Posology:
· Contraindications:
· Special warnings and precautions for use:
· Interaction with other medicinal products and other forms of interaction:
· Fertility, Pregnancy and lactation:
· Effects on ability to drive and use machines:
· Undesirable effects:
· Overdose:
·  pharmacological properties (medicines only)
· Pharmacodynamic properties:
· Pharmacokinetic properties:
· Preclinical safety data:
· pharmaceutical particulars
· Incompatibilities:
· Special precaution for storage:
· Nature and contents of container:
· Special precautions for disposal: 

 MANUFACTURER DETAILS 
3.1 FOR PRODUCT SUBMITTED FOR GCC-DR REGISTRATION
3.1.1 Active Pharmaceutical Ingredient (API) Manufacturer:

	Name  of the manufacturer
	Name of the ingredient
	Address
	Phone
	Fax
	Activity
	Is it GMP certified
	Certifying Authority
	Date of certification (dd/mm/yyyy)

	
	
	
	
	
	
	Yes
	No
	
	

	
	
	
	
	
	
	|_|
	|_|
	
	


3.1.2 Excipients manufacturer:

	Name  of the manufacturer
	Name of the excipient
	Address
	Phone
	Fax
	Activity
	Is it GMP certified
	Certifying Authority
	Date of certification (dd/mm/yyyy)

	
	
	
	
	
	
	Yes
	No
	
	

	
	
	
	
	
	
	|_|
	|_|
	
	



3.1.3 The site responsible for (MANUFACTURING):
· Name:
· Address: 
· Postal/Zip code: 
· City: 
· Tel:
· Fax:
· E-mail:
· Country: 
· Date of authorization in its country(dd/mm/yyyy):
· Reference number for the product Certifying Authority: 
· Expiration date of GCC registration:
· Do you have a valid inspection report from the Ministry of Health (MoH) or GCC-DR in the past 5 years?
|_| Yes |_| No 
· What is the appropriate time for the visit?


3.1.4 The site responsible for (PRIMARY PACKAGING):
· Name: 
· Address: 
· Postal/Zip code: 
· City: 
· Tel:
· Fax:
· E-mail:
· Country: 
· Date of authorization in its country(dd/mm/yyyy):
· Reference number for the product Certifying Authority: 
· Expiration date of GCC registration:
· Do you have a valid inspection report from the Ministry of Health (MoH) or GCC-DR in the past 5 years?
|_| Yes |_| No 
· What is the appropriate time for the visit?

3.1.5 The site responsible for (SECONDARY PACKAGING):
· Name:
· Address: 
· Postal/Zip code: 
· City: 
· Tel:
· Fax:
· E-mail:
· Country: 
· Date of authorization in its country(dd/mm/yyyy):
· Reference number for the product Certifying Authority: 
· Expiration date of GCC registration:
· Do you have a valid inspection report from the Ministry of Health (MoH) or GCC-DR in the past 5 years?
|_| Yes |_| No 
· What is the appropriate time for the visit?

3.1.6 The site responsible for (BATCH RELEASE):

· Name: 
· Address: 
· Postal/Zip code: 
· City: 
· Tel:
· Fax:
· E-mail:
· Country: 
· Date of authorization in its country(dd/mm/yyyy):
· Reference number for the product Certifying Authority: 
· Expiration date of GCC registration:
· Do you have a valid inspection report from the Ministry of Health (MoH) or GCC-DR in the past 5 years?
|_| Yes |_|No 
· What is the appropriate time for the visit?

3.1.7 The (MARKETING AUTHORIZATION HOLDER):

· Name: 
· Address: 
· Postal/Zip code: 
· City: 
· Tel:
· Fax:
· E-mail:
· Country: 
· Date of authorization in its country(dd/mm/yyyy):
· Reference number for the product Certifying Authority: 
· Expiration date of GCC registration:
· Do you have a valid inspection report from the Ministry of Health (MoH) or GCC-DR in the past 5 years?
|_| Yes |_|No 
· What is the appropriate time for the visit?

1. BIOEQUIVALENCE STUDIES (THIS PART IS APPLICABLE ONLY FOR GENERIC (MULTISOURCE) PRODUCTS):

4.1 Reference Product Information:
· Trade name: 
· International Non-proprietary name (INN):
· Product strength:
· Product unit: 
· Dosage form: 
· Manufacturer:
· Marketing Authorization Holder: 

4.2 Test Product Information:
· Trade name: 
· International Non-proprietary name (INN):
· Product strength:
· Product unit: 
· Dosage form: 
· Manufacturer:
· Marketing Authorization Holder: 
· Bio batch nature and size:
4.3   Bio-centre (CRO) information
4.3.1	CLINICAL PART:
· Name:
· Address: 
· Postal/Zip code: 
· City: 
· Tel:
· Fax:
· Country: 
4.3.2	BIOANALYTICAL PART: 
· Name:
· Address: 
· Postal/Zip code: 
· City: 
· Tel:
· Fax:
· Country: 

4.3.3 STATISTICAL PART: 
· Name:
· Address: 
· Postal/Zip code: 
· City: 
· Tel:
· Fax:
· Country: 



[image: A logo of a group of flags
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Gulf Cooperation Council – Drug Registration 						Page 6 of 25
Declaration on content of materials of animal source:

List and specify any material of animal source contained in any component of the product, if applicable):

	Material
	Animal
	Animal Part
	Free from BSE/TSE

	
	
	
	|_|

	
	
	
	|_|


Please note that any pork content has to be clearly specified.
It should be noted that all material used must be free from BSE/TSE. If a certificate confirming that the product is free from BSE/TSE is available, it should be provided.


pediatric development program 

Is there a pediatric development program for this medicinal product? 

[bookmark: Check23]|_| Yes 	|_| No

If yes, please indicate the relevant section(s) in the dossier:
	





LEGAL STATUS

7.1 Proposed dispensing/classification
|_| Subject to medical prescription
|_| Not Subject to medical prescription

7.2 Product Subject to medical prescription
|_| Product on prescription which may be renewed (if applicable)
|_| Product on prescription which may not be renewed (if applicable)
|_| Product on special prescription
|_| Product on restricted prescription

7.3 Supply for products not subject to medical prescription
|_| Supply through pharmacies only
|_| Supply through non-pharmacy outlets and pharmacies (if applicable)

7.4 Promotion for products not subject to medical prescription
|_| Promotion to health care professionals only
|_| Promotion to general public and health care professionals


sRegistration Details
Tick the appropriate box and fill the information.

|_|	Authorized
List all countries where the product is authorized for marketing, please list Gulf States (if applicable) first:

	Country
	Trade name
	Product strength
	Product unit
	Dosage form
	Marketing authorization holder
	Date of authorization (dd/mm/yyyy)

	
	
	
	
	
	
	



|_|	Pending
List all countries where the product application is pending:
	Country
	Trade name
	Product strength
	Product unit
	Dosage form
	Date of submission
(dd/mm/yyyy)

	
	
	
	
	
	



|_|	Refused
List all countries where the product has been refused for marketing:
	Country
	Trade name
	Product strength
	Product unit
	Dosage form
	Reason for refusal
	Date of refusal
(dd/mm/yyyy)

	---
	--
	--
	
	--
	--
	--




|_|	Withdrawn (by applicant after authorization)
List all countries where the product has been withdrawn after authorization:
	Country
	Trade name
	Product strength
	Product unit
	Dosage form
	Date of withdrawal
(dd/mm/yyyy)
	Reason of withdrawal

	--
	--
	--
	
	--
	--
	--



|_|	Suspended/revoked (by competent authority)

List all countries where the product has been suspended or revoked:
	Country
	Trade name
	Product strength
	Product unit
	Dosage form
	Date of suspension/revocation
(dd/mm/yyyy)
	Reason of suspension/revocation

	--
	--
	--
	
	--
	--
	--



Note:
The traceability of human pharmaceutical products requires a GS1 DataMatrix to be placed on all pharmaceutical packs.
Once the product is approved, GHC recommends (if available) to provide a Data Matrix and Information on Braille outside of the package. (Please refer to the GHC guidelines for Data Matrix, Braille for more information).

Declaration:

I hereby certify that the submitted information is true and accurate and changes will not be made until they are approved by the GCC-DR.


Title:


Name:


Signature:


Date:


Company Stamp:
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