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REGULATORY FORM



PHARMACEUTICAL PRODUCTS
PHARMACEUTICAL COMPANY REGISTRATION FORM



REGD-PC-611-23
FEBRUARY 2023










The information in this form may be updated based on scientific and regulatory developments. For the latest version, please refer to our website kmcakrg.org.



	APPLICANT COMPANY (KURDISTAN SUPPLIER)

	General Information

	Name
	

	Address
	

	Email
	

	Website
	

	Contact details
	



	Responsible Pharmacist

	Name  
	

	Address
	

	Email
	

	Contact details
	

	Syndicate registration No. & date
	














	Declaration

	We hereby declare that:
All provided information; data and all attached requirements are true and accurate to the best of our knowledge and believe.  We will inform KMCA about any changes in manufacturing site information mentioned in this form.

	Responsible Pharmacist Signature & Date (by applicant)

	Stamp (by applicant)









	PHARMACEUTICAL COMPANY

	General Information

	Name
	

	Office address
	

	Manufacturing Site Address (If any)
	If you do not have manufacturing activity, comment N/A

	Email
	

	Website
	

	Phone Number
	

	Manufacturing Lines/Activities
	Fill according to the activity you have, Batch certification, Manufacturing activities, Packaging activities, or choose “MAH” only.



	PHARMACEUTICAL COMPANY

	General Information

	01. Is the company owned or belong to other company or group of companies
	☐ Yes
☐ No
	If yes, explain.


	02. Quality Certificates
	☐ ISO
☐ GMP
	Attach a copy of Certificates

	03. Do you have Manufacturing or Packaging Activities? If yes, answer points (4-12) if no, choose N/A.

	☐ Yes
☐ No (N/A)

	04. Flow patterns are available for:
	☐ personnel
☐ raw material
☐ in-process
☐ finished products
☐ waste products
	If not available, explain why?

	05. Patterns are available for:
	☐ airflow       
☐ differential pressure      
☐ clean areas classification
	If not available, explain why?

	06. Facility equipped with heating, ventilation, air conditioning system
	☐ Yes 
☐ No
	if no, explain why?

	07. Beta-lactams, hormones, cytotoxic, highly sensitizing compounds are manufactured in this facility?
	☐ Yes 
☐ No
	If yes, attach list of products.

	08. Separated dedicated areas are available with separated HVAC units?
	☐ Yes 
☐ No
	if no, explain why?

	09. Source of raw materials
	countries

	10. Source of packaging materials
	countries

	11. Warehouse available according to GMP &/or GSP?
	☐ Yes          
☐ No 
☐ Other Standards
	if no, explain why? If Other standards, specify

	12. Key personnel. Fill the table below or attach as a table.

	Title
	Name
	Qualification
	Experience (Yrs.)

	Plant manager
	
	
	

	Qualified responsible person
	
	
	

	Production manager
	
	
	

	Technical manager
	
	
	

	Quality assurance manager
	
	
	

	Others
	
	
	

	Research and Development

	13. Do you have Research and Development activities?
If yes, answer points (14) if no, choose N/A. if outsourced, answer point 15, what type of outsourced activity?

	☐ Yes
☐ No (N/A)
☐ Outsourced

	14. R&D personnel. Fill the table below or attach as a table.

	Name
	Qualification
	Role

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	15. Outsourced R&D Activities

	Fill here or attach as a list

	Quality Control

	16. Do you have Quality Control laboratory?
If yes, answer points (17-21) if no, choose N/A. if outsourced, fill the table in point 20.

	☐ Yes 
☐ No (N/A)
☐ Outsourced

	17. Q.C Personnel. Fill the table below or attach as a table.

	Name
	Qualification
	Role

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	18. Instrumentation for chemical, physical, microbiological tests.
Fill the table below or attach list of instruments

	Name of instruments
	Name of Instruments

	
	

	
	

	
	

	19. Type of tests performed.
Fill the table below or attach list of tests.

	Name of Tests
	Name of tests
	Name of Tests

	
	
	

	
	
	

	
	
	

	20. Outsourced Quality Control Laboratory Activities

	Type of activities
	

	Name of the Laboratory
	

	Address of the Laboratory
	

	Email of the Laboratory
	

	Phone number of the Laboratory
	

	Website (if any)
	

	[bookmark: _GoBack]21. Stability study performed through shelf life of products with proper documentation
	☐ Yes 
☐ No
	if no, explain why?

	Quality Assurance

	22. Is Internal GMP audit for full quality system available?
	☐ Yes 
☐ No
	If yes, attach copy of last audit report. If no, explain why?

	23. Do you have effective deviation control system?
	☐ Yes 
☐ No
	If yes, attach list of deviations for last 2 years with one CAPA report. If no, explain why?

	24. Do you have effective complains & recall system and resources?
	☐ Yes 
☐ No
	If yes, attach list of complains & recall for last 2 years. If no, explain why?










	Declaration

	-We hereby confirm that we attached all the requirements, and the provided information and data are true and accurate to the best of our knowledge and believes.
-We declare that we will not use the KMCA registration form in any advertising or promotional activity.
-We declare that we will inform KMCA about any changes in manufacturing site information mentioned in this form.

	
Qualified Responsible Person Signature and Date:
(by the pharmaceutical company)


	
Stamp:
(by the pharmaceutical company)


	Notes and Explanations

	· All Pages should be sign and stamp by person in charged from the Pharmaceutical Company.
· When explaining deficiencies please use short sentences and statements.
· Please be careful in ticking boxes, unclear or confusing ticks will be refused and leads to registration process delay.
· Submit the filled form, list of products and attachments in hard and soft copy in a format can ease the copy & paste information.
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Kurdistan Regional Government

Council of Ministers

Ministry of Health

Directorate for Control of Import & Manufacture of
Pharmaceutical products and Medical Devices in Kurdistan
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