Appendix No…..to application No…………

INFORMATION ON THE SCOPE OF MANUFACTURING AND THE TYPE OF PRODUCT/PROCESS

Name of manufacturing site:      
Address:      
	A. Medicinal products for human use

or

B. Veterinary medicinal products


	1. Manufacturing operations


	1.1.
	Sterile products 

	
	1.1.1. Asepticaly prepared
1.1.1.1. Large volume liquids
1.1.1.2. Lyophilisates
1.1.1.3. Semi-soilds
1.1.1.4. Small volume liquids
1.1.1.5. Solids and implants
1.1.1.6. Other asepticaly prepared products
1.1.2. Terminally sterilised
1.1.2.1. Large volume liquids
1.1.2.2. Semi-solids
1.1.2.3. Small valume liquids
1.1.2.4. Solids and implants
1.1.2.5. Other terminalny sterilised prepared products
1.1.3. Batch certification

	1.2.
	Non-sterile products

	
	1.2.1. Non-sterile products
1.2.1.1. Capsules, hard shell

1.2.1.2. Capsules, soft shell

1.2.1.3. Chewing gums

1.2.1.4. Impregnated matrices

1.2.1.5. Liquids for external use

1.2.1.6. Liquids for internal use

1.2.1.7. Medicinal gases

1.2.1.8. Other solid dosage forms

1.2.1.9. Pressurized preparations

1.2.1.10. Radionuclide generators

1.2.1.11. Semi-solids

1.2.1.12. Suppositories

1.2.1.13. Tablets

1.2.1.14. Transdermal patches

1.2.1.15. Intraruminal devices

1.2.1.16. Veterinary premixes

1.2.1.17. Other non-sterile medicinal products 
1.2.2. Batch certification


	INFORMATION ON THE SCOPE OF MANUFACTURING AND THE TYPE OF PRODUCT/PROCESS



	1.3.
	Biological medicinal products


1.3.1.4. Gene therapy products 

1.3.1.5. Biotechnology products
1.3.1.6. Human and animals extracted products

1.3.2.4. Gene therapy products 

1.3.2.5. Biotechnology products

1.3.2.6. Human and animals extracted products

	1.3.2.7. Other biological medicinal products 


	


1.4.1.2. Homeopathic products
1.4.1.3. Biologically active starting materials 


1.4.2.1. Filtration
1.4.2.2. Dry heat 

1.4.2.3. Most heat
1.4.2.4. Chemical 

1.4.2.5. Gamma irradiation
1.4.2.6. Electron beam
	1.4.3. Other

	

	INFORMATION ON THE SCOPE OF MANUFACTURING AND THE TYPE OF PRODUCT/PROCESS



	1.5.
	Packaging


	
	1.5.1. Primary packaging
1.5.1.1. Capsules, hard shell

1.5.1.2. Capsules, soft shell

1.5.1.3. Chewing gums

1.5.1.4. Impregnated matrices

1.5.1.5. Liquids for external use

1.5.1.6. Liquids for internal use

1.5.1.7. Medicinal gases

1.5.1.8. Other solid dosage forms

1.5.1.9. Pressurized preparations

1.5.1.10. Radionuclide generators

1.5.1.11. Semi-solids

1.5.1.12. Suppositories

1.5.1.13. Tablets

1.5.1.14. Transdermal patches

1.5.1.15. Intraruminal devices

1.5.1.16. Veterinary premixes

1.5.1.17. Other non-sterile medicinal products 
1.5.2. Secondary packaging



1.6.2. Microbiological: non-sterility
	1.6.3. Chemical-physical 

1.6.4. Biological 

	


Recommendations or explanatory notes on the authorization granted

INFORMATION ON THE SCOPE OF MANUFACTURING AND THE TYPE OF INVESTIGATIONAL MEDCINAL PRODUCT 

	Manufacturing of investigational medicinal products for hunam use 
   Investigational medicinal products phase I, II, III 


	1. Manufacturnig operations 


	1.1.


	Sterile investigational medicinal products
 

	
	1.1.1. Asepticaly prepared

1.1.1.1. Large volume liquids

1.1.1.2. Lyophilisates

1.1.1.3. Semi-soilds

1.1.1.4. Small volume liquids

1.1.1.5. Solids and implants

1.1.1.6. Other asepticaly prepared products

1.1.2. Terminally sterilised

1.1.2.1. Large volume liquids

1.1.2.2. Semi-solids

1.1.2.3. Small valume liquids

1.1.2.4. Solids and implants

1.1.2.5. Other terminalny sterilised prepared products
1.1.3. Batch certification


	1.2.
	Non-sterile investigational medcinal products

	
	1.2.1. Non-sterile products
1.2.1.1. Capsules, hard shell

1.2.1.2. Capsules, soft shell

1.2.1.3. Chewing gums

1.2.1.4. Impregnated matrices

1.2.1.5. Liquids for external use

1.2.1.6. Liquids for internal use

1.2.1.7. Medicinal gases

1.2.1.8. Other solid dosage forms

1.2.1.9. Pressurized preparations

1.2.1.10. Radionuclide generators

1.2.1.11. Semi-solids

1.2.1.12. Suppositories

1.2.1.13. Tablets

1.2.1.14. Transdermal patches

1.2.1.15. Intraruminal devices

1.2.1.16. Veterinary premixes

1.2.1.17. Other non-sterile medicinal products
1.2.2. Batch certification


	INFORMATION ON THE SCOPE OF MANUFACTURING AND THE TYPE OF INVESTIGATIONAL MEDCINAL PRODUCT 



	1.3.
	Biological investigational medicinal products


1.3.1.4. Gene therapy products 

1.3.1.5. Biotechnology products

1.3.1.6. Human and animals extracted products


1.3.2.4. Gene therapy products 

1.3.2.5. Biotechnology products

1.3.2.6. Human and animals extracted products

	1.3.2.7. Other biological medicinal products 


	


1.4.1.2. Homeopathic products

1.4.1.3. Biologically active starting materials 


1.4.2.1. Filtration

1.4.2.2. Dry heat 

1.4.2.3. Most heat

1.4.2.4. Chemical 

1.4.2.5. Gamma irradiation

1.4.2.6. Electron beam

	1.4.3. Other

	

	INFORMATION ON THE SCOPE OF MANUFACTURING AND THE TYPE OF INVESTIGATIONAL MEDCINAL PRODUCT 



	1.5.
	Packaging

	
	1.5.1. Primary packaging
1.5.1.1. Capsules, hard shell

1.5.1.2. Capsules, soft shell

1.5.1.3. Chewing gums

1.5.1.4. Impregnated matrices

1.5.1.5. Liquids for external use

1.5.1.6. Liquids for internal use

1.5.1.7. Medicinal gases

1.5.1.8. Other solid dosage forms

1.5.1.9. Pressurized preparations

1.5.1.10. Radionuclide generators

1.5.1.11. Semi-solids

1.5.1.12. Suppositories

1.5.1.13. Tablets

1.5.1.14. Transdermal patches

1.5.1.15. Intraruminal devices

1.5.1.16. Veterinary premixes

1.5.1.17. Other non-sterile medicinal products 



	
	1.5.2. Secondary packaging


Quality control testing

1.6.2. Microbiological: non-sterility

	1.6.3. Chemical-physical 

1.6.4. Biological

	


Recommendations or explanatory notes on the authorization granted
LIST OF MEDICINAL PRODUCTS MANUFACTRED WITHIN MANUFACTRURING SITE 

(In case of medicinal products for human use and veterinary medicinal products, fulfill the separately for both kind) 
Name of manufacturing site:      
Address:      
	No.
	Name of medicnal product
	Number and expiry date of Marketing Authorisation

	
	
	

	
	
	

	
	
	


	
	
	

	
	
	


LIST OF INVESTIGATIONL MEDICINAL PRODUCTS MANUFACTRED WITHIN MANUFACTRURING SITE 
Name of manufacturing site:      
Address:      
	No.
	Name of investigational medicinal product

	
	

	
	

	
	

	
	

	
	


Stamp and signature of applicant

