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           Annex 5
To the p. 3.2 of the 

Order of (recognition) certification of the 

manufacturing sites of the medicinal products
	APPROVED 

Head of the State Service of the medicinal products and devices of medical purpose 

_____________________ (first, second name)

(signature)                         Stamp
	CONFIRMED 

Manager of the company _________________

(position, name of the company)

______________________(first, second name)

(signature)                         Stamp  


Dossier

of the manufacturing site
1. General information.

1.1. Brief description of the company (firm, site), including details of its parent and subsidiary companiesand key information that characterize manufacturing operations. 
1.2. Description of the manufacturing operations for medicinal products as recognized and approved in the manufacturing authorization issued by the Competent Authority in the site’s own country.  

1.3. Description of any other manufacturing processes that are performed on the site.

1.4. Name and address of the site, including telephone and fax that are available 24/7. 
1.5. List of the forms and names of the products that are being manufactured on the site, including registration numbers (for finished products). List of all highly toxicological and dangerous substances that are being used in the work process, including description or references to the documented way of their manufacture. 
1.6. Description with a scheme of the site (size (dimensions), place of situation, and close surrounding). 
1.7. Number of employees at manufacture, quality control, storage and logistics. 

1.8. Information about usage of contract organisations and third parties for analytical or other services for the manufacture or quality control.    
1.9. Brief description of the quality management system of the company, that takes responsibility for manufacturing process. 
2. Employees.

2.1. Summary of the  quality assurance system, including manufacture and quality control.  

2.2. List of the senior managers and responsible persons with qualification, experience and responsibilities mentioned. 
2.3. General and brief information regarding conducting of the protocols of trainings.  
2.4. Summary of Health and Safety in the Workplace arrangements.  

2.5. Requirements for clothing and personal hygiene for staff involved in product handling operations.  
3. Facilities and equipment.

Facilities.

3.1. Brief plan and/or description of the manufacturing zones, including dimensions (engineering drawings are not requested).   
3.2. Type of the building (zone) and furnish. 
3.3. Brief description of the fan (ventilation) systems with more detailed description for critical zones with potential risk of air contamination (preferably schemes). Provide the rooms classification for manufacture of the sterile medicinal products. 
3.4. Special zones for work with highly-toxicological, dangerous substances.  
3.5. Brief description of the water preparation systems (preferably schemes), including sanitary cleaning. 

3.6. Description of the systems in place to prevent contamination of the rooms and a list of the relevant documentation on procedures pertaining to its control.  
Equipment.

3.7. Brief description of the main equipment that is used in technological process and assurance laboratories (list is not required).  

3.8. Description of the planned prophylactic service of the equipment and systems of it’s documentation.  
3.9. Qualification and calibration, including creating a protocols.  

Processes of the validation of the computerized systems.  
Sanitaria.

3.10. Presence of the normative documentation (specifications) and methods of the cleaning of the manufacturing zones and equipment. 

4. Documentation.
4.1. Events of research (preparation), revision and distribution of the necessary documentation for manufacture. 

4.2. Other types of documentation regarding quality of the medicinal products, that is not mentioned in other paragraphs (ex. – microbiological control of the air and water). 

5. Technological process.

5.1. Short description of the technological processes with important parameters mentioned (preferably – in tables and schemes as appendixes with chronology).  
5.2. Events (processes) regarding work with incoming raw materials, package materials, bulk and finished products, including samples, quarantine, issue of the approvals for use, storage and distribution. 

5.3. Events (process) regarding rejected (spoiled) products or raw materials. 

5.4. Brief description of the general policy of the validation of processes. 

6. Quality control.

6.1. Description of the quality assurance system and activities of quality control department. 

6.2. Methods of issue of the approvals for sale (distribution) of the finished products. 

7. Contract manufacture and analysis.

7.1. Description of the methods of estimation of the executives (manufacturers by contract) for GMP conformity. 
8. Distribution, reclamations and call-back of the products.

8.1. Events (processes) of the distribution and system of its documentation. 
8.2. Events (processes, methods) regarding handling of customer complaints about products. 

8.3. Events (processes) for call-back of the products. 

9. Self inspection.

9.1. Brief description of the system of self inspection. 
Authorized quality manager (position)                (signature)                     (first and second name) 
                                                                             (stamp) 

Authorized manager at manufacture (position)           (signature)               (first and second name) 
                                                                                        (stamp) 
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