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	This document consists of 2 parts, the first one is a general information about the mother company, the second is a manufacturing site master file.  The document should be prepared by the manufacturer.  The information given should be specific and factual.

The site master file is considered as a reference to pre-approval inspection.

Wherever possible, simple plans, outline drawings or schematic layouts should be used.

	Part One

	General Information about the mother company
	

	1- Name of Mother Company
	

	


	2- Main Address
	

	


	3- Year of Foundation




	Other activities besides pharmaceutical manufacturing



	Names and addresses of various working branches

	Inside country of mother company.

	 Name
	 
	 Address

	

	
	


	Outside country of mother company

	 Name
	 
	 Address

	

	
	


	Other companies that cooperate or share activities in drug manufacturing

	a- Names and addresses of these companies
	

	 Name
	 
	 
	 Address

	

	
	
	


	b- What kind of relationship
	

	   


	c- Kindly attach any supportive documents
	

	Note: Organizational structure of  mother company is to be attached

 

	Part Two

	Manufacturing Site Master File
	

	A- General Information

	4- Name of Manufacturing Site
	

	


	5- Address of Manufacturing Site
	

	


	6- Address of plant managements offices




	


	7- Year of Foundation for the plant




	8- Registered Capital in 

	a) Currency of the country of origin

	b) U.S Dollars

	9- Working Annual Capital in 

	a) Currency of the country of origin

	b) U.S Dollars

	10- Annual sales value In

	a) Currency of the country of origin

	b) U.S Dollars

	11- Total Number of employees at the manufacturing site 




	12- Other companies that carry manufacturing contract with the company in its activities in the manufacture of drugs

	a)  Names and addresses of these companies


	 Name
	 
	 Address

	

	
	


	b) What kind of activity does the contract emphasize



	


	c) Kindly attach the open part of the contract

	


	13- Names of pharmaceutical preparations manufactured by the company and their compositions (can be submitted in a separate table)

	


	14- Names of countries where products are marketed (attach supportive documents)



	


	15- What are the references of GMP accredited by you



	


	16- Specify the type of control imposed by the local authorities on your production



	

	Supporting Attachments
	

	1- Organization chart 

	2- Layout of premises 

	3- Brief description of manufacturing operations 

	4- Brief description of the supportive systems (water system , waste treatment, Heating Ventilation Air Conditioning -HVAC- etc…)

	5- Good Manufacturing Practices certificate issued by health authority (Officially authenticated).

	6- Manufacturing license (number and date) issued by health authority Officially authenticated)



	B- Technical Information

	Materials
	

	17- How do you assess and certify your starting material suppliers

	


	18- Name companies that provide you with the active raw materials of products to be registered at Jordan M.O.H

	


	19- Name the manufacturing suppliers for inactive ingredients for the products that will be registered at Jordan M.O.H 

	


	20- Do you have standard operating procedures for handling the following materials:-
	YES
	NO
	

	a- Packaging Materials
	
	

	b- Semi finished products
	
	

	c- Finished Products
	
	

	d- Rejected and Recovered Materials
	
	

	e- Recalled Products form the market
	
	

	f- Returned Products
	
	

	g- Reference Standards
	
	

	h- Reserve Samples
	
	

	i- Waste Materials
	
	

	21- Attach one example (photocopy) of any of the above mentioned sop’s.
	

	Plants
	

	22- What is the designated area in square meters for the following?
	

	a- Processing  (production): ……………………...




	b- Packaging
	

	

	       c-        Storage

	Starting Material (RM) 
	

	

	Finished Products
	

	

	c- Q.C Lab
	

	

	d- Research and development lab  ……………………..




	23- In case the company has penicillins, cephalosporins or hormone products



	a- Indicate if the manufacturing of said products is separated from each other and from other products and how?



	


	b- Regarding the above mentioned article does the separation include the HVAC, water system, storage for raw material and finished products …etc., explain the procedure briefly 



	……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………


	24- Do you have separate retention area within the storage area for the following?
	YES
	NO
	

	a- Unreleased Starting Materials
	
	
	

	b- Unreleased Finished Products
	
	
	

	c- Returned Items
	
	
	

	d- Rejected Materials
	
	
	

	25- If you have any system replacing physical quarantine, give a brief about it:



	


	26- Air classification system (the degree of the cleaning and sterility)
	

	 

	Area
	                      Class
	
	

	· Processing
	 
	

	 Non-sterile Products
	

	

	 Sterile Products
	

	

	· Packaging
	

	

	· Stores
	

	

	27- List down the name and nature of production for all neighboring manufacturing facilities that are within 1 km² space from your Plant. 
	

	……………………………………………………………………………………

	

	28- How old is the premises? Are there any  plant renovations taken place and when? 



	


	Production
	

	29- Specify Production Lines :
	YES
	NO
	

	a- Solid Dosage Form
	
	
	

	b- Semi-Solid Dosage Form
	
	
	

	c- Liquid Dosage Form
	
	
	

	d- Sterile Products   
	
	
	

	e- Aerosols Dosage Form
	
	
	

	30- Name out the separate places in the processing and packaging areas used to carry out other  operations



	

	31- In brief, describe by  using drawings:

-
People flow (in & out the Production areas)
-
Material flow (in & out the production area)
	

	


	32- How the processing areas are microbiologically monitored? And how often?



	a- Sterile areas.
	

	


	b- Non sterile areas.
	

	


	33- Do you have SOPs for handling the following:
	YES
	NO
	

	a- Clearance of Production line
	
	
	

	b- Cleaning of Production equipment
	
	
	

	c- In-process control (during the production)
	
	
	

	d- Reconciliation of raw material and packaging materials
	
	
	

	34- Attach a copy of one of  the above mentioned SOPS.
	

	Equipment
	

	35- List down the name of manufacturing equipment (Production machine) and the name of the manufacturer  (can be submitted separately) 

	36- Briefly describe the following supportive systems:
	

	a- Heating, Ventilation and Air Conditioning (HVAC)
	

	


	b- Water   system(s)
	

	


	c- Waste treatment
	

	


	d- Others:
	

	


	37- List down the instruments used in Q.C laboratory
	

	


	38- List  at least two (photocopy) SOP(s) that are dealing with operating and calibrating each of:



	a- Production Equipment
	

	……………………………………………………………………………………

	b- Q.C Equipment
	

	

	Quality Control
	

	39- Do you have quality control laboratories for:
	YES
	NO

	a- Testing starting material 
	
	
	

	b- In process Control 
	
	
	

	c- Testing finished products
	
	

	40- What type of laboratory tests you perform 
	YES
	NO

	

	a- Physico-chemical
	
	
	

	b- Microbiological
	
	
	

	c- 
	
	
	

	d- Pharmacological 
	
	
	

	e- Others
	
	
	

	41- Is Quality Control department totally independent from the production and other departments? Briefly explain how  decisions of release or rejection of materials and products are taken , and who is the responsible person



	……………………………………………………………………………………

……………………………………………………………………………………

	42- Do you have any contract analysis with external laboratories?
	      YES
	  NO

	43- List the names and addresses of these laboratories pointing out the activity actually being performed by these external laboratories.



	Name
	Address
	Activity

	

	

	


	44- Do you have SOPs for handling the following:
	YES
	NO

	a- Sampling
	
	

	b- Testing
	
	

	c- Releasing Starting and Packaging Materials
	
	

	
	
	 

	d- Finished Products
	
	

	e- Handling reserve samples and reference standards
	
	

	45- Attach photocopy of one of the above mentioned SOPS. 
	

	46- Briefly describe the system followed for stability studies specifying the number of batches tested and the testing frequency



	· Accelerated 
	

	

	· Real Time 
	

	


	· On-Going 
	

	


	47- Who reviews the production record (batch record) and how is that connected to the final release of the  batch ?



	…………………………………………………………………………………..

…………………………………………………………………………………..

………………………………………………………………………………….

…………………………………………………………………………………..

…………………………………………………………………………………..

…………………………………………………………………………………..

…………………………………………………………………………………..

…………………………………………………………………………………..

…………………………………………………………………………………..

…………………………………………………………………………………..

………………………………………………………………………………….

…………………………………………………………………………………

…………………………………………………………………………………

………………………………………………………………………………….

………………………………………………………………………………….

………………………………………………………………………………….

………………………………………………………………………………….

…………………………………………………………………………………

………………………………………………………………………………….



	Personnel
	

	48- List down the number and qualification of all personnel in each department.
	

	a- Production Processing 
	

	…………………………………………………………………………………..

…………………………………………………………………………………...

	b- Production packaging
	

	……………………………………………………………………………………

……………………………………………………………………………………

	c- Warehouses
	

	……………………………………………………………………………………

……………………………………………………………………………………

	d- Q.C 
	

	…………………………………………………………………………………..

…………………………………………………………………………………..

	e- R&D 
	

	
..

……………………………………………………………………………………

……………………………………………………………………………………

	49- List down the names of the following key personnel and their qualifications
	

	No.
	Position
	Name
	Qualification

	1-
	Production Manager


	
	

	2-
	Quality Control Manager


	
	

	3-
	R&D Manager


	
	

	4-
	Quality Assurance Manager
	
	

	50- Describe briefly the health care system you have which guards against the access of unhealthy or contagiously ill people to processing areas and how do you contribute to  the good health of employees?
	

	


	51- Do you have a training plan and for which departments?
	

	


	52- Do you have a training manual in the following area?
	YES
	NO

	a- GMP
	
	

	b- Working (on job)
	
	

	c- Documentation
	
	

	d- Functional (on documents, e.g. SOPs)
	
	

	53- Do you have an ongoing training program? Describe briefly the frequency of such program and what section of employees it covers
	

	


	

	54- Do you keep training records for all employees?
	

	


	Sanitation and Hygiene
	

	55- Describe briefly all the safety measures and clothes that used inside the plant by the employees



	


	56- Is smoking allowed? In which areas?
	

	


	57- List down  at least two SOP's that deal with personnel sanitation (if available) 



	


	58- Do you carry out pre-employment medical check? 
	

	


	59- Do you have any on-going medical check program? If yes describe briefly 
	

	


	60- List down at least two SOP's dealing with cleaning procedures followed in processing and packaging areas
	

	


	61- How do you prevent insects and rodents from entering the manufacturing site?
	

	


	62- What are the procedures used  for  waste disposal?
	

	


	63- List the agents you are using for cleaning the equipment
	

	


	Product Recall/ Complaints
	

	64- Recall Procedures
	

	a- Do you have a documented procedure (SOP) for product recall?


	YES
	NO
	

	


	b- Do you have a product recall record?


	YES
	NO
	

	…………………………………………………………………………………..

	65- What is the position of person(s) in charge of initiating and coordinating a product recall?
	

	


	66- What is the fate of the recalled products?
	

	


	67- Have you ever recalled a product?  If yes, was the recall decision taken by the local  authorities or by your company?
	YES
	NO
	

	


	68- Do you have a documented procedure (SOP) for complaints?
	YES
	NO
	

	


	69- Do you have a complaint record? 
	YES
	NO
	

	70- What is the position of the person(s) in charge of investigation of complaints and further taking action if needed?
	
	
	

	


	Self Inspection
	

	71- Do you perform self inspection? How often?
	YES
	NO
	

	


	72- Who performs the self  inspection?
	

	


	73- Do you have a record for self inspection reports?
	

	


	Documentation
	

	74- Do you have the following functional documents:-
	YES
	NO

	a- Specifications for starting materials
	
	

	b- Specifications for packaging materials
	
	

	c- Test methods for starting materials
	
	

	d- Test methods for packaging materials 
	
	

	e- Specifications for intermediate and bulk products
	
	

	f- Specifications for finished products
	
	

	g- Master Formulae and Processing Procedures
	
	

	h- Master Packaging Procedures
	
	

	i- Batch Processing and Packaging Records
	
	

	j- Standard Operating Procedures for Production Activities? If yes, how many?
	
	

	k- Standard Operating Procedures for Quality Control Activities? If yes, how many?
	
	

	75- Do you have a documentation system for issuing, reviewing and withdrawing documents? 
	YES                    NO

	Validation
	

	76- Do you perform validation on all required methods of analysis? If Yes since when
	YES
	NO
	

	


	77- Do you perform equipment validation (Installation & Operation Qualification)? If yes since when .
	YES
	NO
	

	


	78- Do you perform process validation on the newly developed products? If yes since When?
	YES
	NO
	

	


	79- Do you perform cleaning validation of processing equipment? If yes since when?
	YES
	NO
	

	


	Quality Systems
	

	80- Do you have a certified quality system? If yes submit a copy of certificate.
	YES
	NO

	81- Do you have a quality system manual? If yes please submit a copy .
	YES
	NO

	82- Do you have a quality assurance unit?
	YES
	NO

	Research and Development
	

	83- Do you have research and development laboratories?
	

	


	84- What research activities and trials carried by these laboratories?
	

	


	85- Do you collaborate with hospitals or medical centers for carrying out tests and clinical studies on your products?



	Name
	Address

	

	


	86- Do you collaborate with universities or scientific centers  in research fields, give details?
	

	


	87- What is the budget of R & D (In terms of percentage of annual sales)?     
	

	


	88- Throughout the last ten years, what new inventions were produced by the company?
	

	a- New molecular Entities? 
	

	


	b- Novel Dosage Forms? 
	

	


	c- New analytical methods? 
	

	……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………



	

	89- A-Give the number of patents registered for the company through the last ten years
	

	


	b-Throughout the last ten years, state five patents that were registered for the company?
	

	…………………………………………………………………………………..

……………………………………………………………………………………

………………………………………………………………………………….

…………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

…………………………………………………………………………………….

…………………………………………………………………………………….

……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

……………………………………………………………………………………

…………………………………………………………………………………….

…………………………………………………………………………………….

	I, the undersigned (full name, and title of person responsible for manufacturing company), hereby declare that all the information given above is true and correct, and assume full responsibility for this declaration with all consequences which might arise from false or erroneous information.

	


	Date:


	

	Name of manufacturing company 
	

	


	Company Seal
	

	

	Signature of person responsible for the manufacturing company 
	

	


	Authentication of the official authority that the signature and stamp given above are correct

	

	Legalization of Jordanian embassy or consulate 
	

	

	

	N.B:
Each page of this form should be signed by the person responsible for the manufacturing company


For use of drug Directorate 

FDA - Jordan

	Date of recipient :…………………………….... 
	Order No:……………………………………….. 

	:.................................................... 

	...................................................................................:Pharmacist Name and Signature

	Decision  Of The Technical Committee for controlling drugs:                                     

	…………………………………………………………………………………..

………………………………………………………………………………….

………………………………………………………………………………….

………………………………………………………………………………….

………………………………………………………………………………….

…………………………………………………………………………………

…………………………..……………………………………………………..

…………………………………………………………………………………

…………………………………………………………………………………

…………………………………………………………………………………

………………………………………………………………………………….

	Date: …………………………………………………………………………………………………….



	General Instructions:

	1- 1. This form should be filled by the manufacturer company for:

· The Head Quarter (Holding company)

· The manufacturing site (Plant)
         2. This form must be filled in English and by type writing.

         3. All the attached documents must be numbering and well arrange.

         4. Each page of this form must be signed by the responsible person and sealed by Company seal.

         5. You can use additional papers from your side if you need
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