	Libyan National Transitional Council
Libyan Government
Ministry Of Health
Pharmacy Department
	Form No.: LY/MOH/001/012

	
	For official use only

	
	Application No.:

	Part I         
	General Information
	

	
	
	Date of Submission:       \       \       \

                                   DD        MM     YY



	 Applicant Information

	 Name of Applicant:

*manufacturer 

*Contract manufacturer 

*Distributor
	Responsible Person:

	 Telephone No.:
	Facsimile No.:

	 E-Mail No.:
	Web site:

	Applicant Address:
	Authorised Agent Name and Address:

	Registration / Licence No.  of Applicant:


	

	Application type:

 (New Application                            (   Prolongation of Application    

	No. of Manufacturing Authorisation:  _______________ Date of receipt:       \     \     \

                                                                                                                    DD    MM     YY

	Name and Address of the Manufacturing plant to be authorised:

	Type of Submission:

( Original Application          ( Amendment to Pending Application         ( Resubmission 

	Number of Volumes submitted: ___________________

Title of Volumes submitted:

1.

2.

3.

4.

	Cross references

	National Authorities

	International Authorities



	Membership in National Organisations



	Membership in International Organisations



	Other References

	Activities: (Check all that apply)

( API Manufacturer                                           ( Excipient Manufacturer     
( Generic Manufacturer                                    ( Contract Manufacturer      
(  Blood Products Manufacturer                       ( Dietary Manufacturer               

( Medical Appliance Manufacturer                   ( R&D Company    
( Radiopharmaceutical Manufacturer               ( Sterile Manufacturer
( Sera or Vaccines Manufacturer

( Others (Please specify)




	This application contains the following items:

	
	
	Volume
	Page

	
	1. Index
	
	

	
	2. Companie’s History
	
	

	
	3. Certified Annual Financial Audited Report (Last 2 years)
	
	

	
	4. Site Map (1:500)
	
	

	
	5. Plant Layout  (1:100)
	
	

	
	6. Personnel Flow Diagram (1:100)
	
	

	
	7. Material Flow Diagram (1:100)
	
	

	
	8. Hygiene Zone Concept (1:100)
	
	

	
	9. Organisation Chart
	
	

	
	10. Key-Personnel Curriculum Vitae
	
	

	
	11. List of Main Equipment's Plant
	
	

	
	12. List of Main Equipment's QC Laboratory
	
	

	
	13. List of Main Equipment's IPC
	
	

	
	14. Sample Batch Documentation
	
	

	
	15. Validation Master Plan
	
	

	
	16. Validation Report
	
	

	
	17. Certificates of Cross References
	
	

	
	18. Range of Pharmaceuticals 
	
	

	
	19. QMS Information
	
	

	
	20. Record Keeping System
	
	

	
	21. Description of Ventilation System
	
	

	
	22. Preventive Maintenance System
	
	

	
	23. Layout for Storage area indicating quarantine zone (1:100)
	
	

	
	24. Storing System
	
	

	
	25. Others (Please specify)
	
	

	In case that item is not checked please give explanation.




	This application is accompanied by the following form sheets: (Check all that apply)

	
	1. Documentation 
	Volume
	Page

	
	2. Personnel
	
	

	
	3. Production
	
	

	
	4. Storing
	
	

	
	5. Maintenance
	
	

	
	6. Quality Control
	
	

	
	7. Blood products 
	
	

	
	8. API
	
	

	
	9. Sterile 
	
	

	
	10. Dietary
	
	

	
	11. Radiopharmaceuticals
	
	

	
	12. Authorisation
	
	

	CERTIFICATION

I agree to have received decree no.           covering the Regulations concerning Pharmaceuticals in Libya. I have read and understood it fully. If this application is approved, I agree to comply with all applicable laws and regulations that apply for the approved applications.

I understood that I have to pay a fee as per the applicable regulations for the filing of the application and for the First Inspection. I agree to a regular inspection every 3 years, if the application is approved and to pay the applicable fees.

I agree to grant during the presence of inspectors access to all rooms and documents as required by the inspectors and undertake to fully support their activities.

I agree that the fees will be non refundable and in case application is not approved I have to file a new application. 

Warning: a wilfully false statement is a criminal offence.

	Signature of responsible Official or Agent   
	Name and Title (to be typed)

	Place
	Date

	For official use only
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