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Regulating Medicines and Medical Devices






	           Variation to add a new site to a Manufacturer’s Licence 

                  Includes MIA, MS and MIA(IMP) for human use.




	Basic Site Information 


	Licence Number
	     


	MHRA Site Number (If available)
	     


	Site Name

	     



	Site Address 

	     



	DUNS Number


	     
	     
	-
	     
	     
	     
	-
	     
	     
	     
	     


	Company Contact Person

	Title
	     

	First Name(s)
	     

	Surname
	     


	Contact Details

	Telephone
	     

	E-mail
	     

	Mobile
	


	Use of Products at Site


	Are the products for administration to human beings?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	Animal Human Origin Products at Site

	

	Animal Human Origin products are present at this site?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	Site Types
	Add

	Manufacture  
	 FORMCHECKBOX 


	Import
	 FORMCHECKBOX 


	Batch Certification (Not MS Licences)
	 FORMCHECKBOX 


	Assembly and Packaging
	 FORMCHECKBOX 


	Export
	 FORMCHECKBOX 


	QC Testing 
	 FORMCHECKBOX 


	Biological
	 FORMCHECKBOX 


	Storage and Handling (picking of goods)
	 FORMCHECKBOX 


	Other (Please specify)
	 FORMCHECKBOX 


	     


	1.
Manufacturing Operations – Medicinal Products


	Products with Special requirements Not MS Licences

	1.
	B Lactam Antibiotics

	2.
	Other highly sensitising antibiotics

	3.
	Live Cells

	4.
	Pathogenic Organisms (Biosafety Level 3 or 4)

	5.
	Radiopharmaceuticals

	6.
	Ectoparasiticides

	7.
	Other <Please specify>


	1.1
	Sterile Products

	1.1.1
	Aseptically Prepared

(Processing operations for the following dosage forms)
	Add

	1.1.1.1
	Large Volume Liquids
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.1.1.2
	Lyophilisates
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.1.1.3
	Semi-solids
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.1.1.4
	Small volume liquids
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.1.1.5
	Solids and implants
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.1.1.6
	Other aseptically prepared products:
	   FORMCHECKBOX 


	Please Specify
	      


	1.1.2
	Terminally sterilised

(Processing operations for the following dosage forms)
	Add

	1.1.2.1
	Large Volume Liquids
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.1.2.2
	Semi-solids
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.1.2.3
	Small volume liquids
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.1.2.4
	Solids and implants
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.1.2.5
	Other aseptically prepared products:
	   FORMCHECKBOX 


	Please Specify
	      


	1.1.3
	Batch Certification of sterile products only - Not MS Licences
	    FORMCHECKBOX 




	1.2
	Non-Sterile Products
	

	1.2.1
	Non-Sterile Products
(Processing operations for the following dosage forms)
	Add

	1.2.1.1
	Capsule, hard shell
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.2
	Capsule, soft shell
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.3
	Chewing gums
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.4
	Impregnated matrices
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.5
	Liquids for external use
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.6
	Liquids for internal use
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.7
	Medicinal gases
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.8
	Other solid dosage forms
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.9
	Pressurised preparations
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.10
	Radionuclide generators
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.11
	Semi-solids
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.12
	Suppositories
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.13
	Tablets
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.14
	Transdermal patches
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.15
	Intraruminal devices (veterinary only)
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.16
	Veterinary premixes (veterinary only)
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.2.1.17
	Other non-sterile medicinal product
	   FORMCHECKBOX 


	Please Specify
	      


	1.2.2
	Batch Certification of non-sterile products only - Not MS Licences
	    FORMCHECKBOX 



	 Site Activities - Manufacture


	Products with Special requirements Not MS Licences

	1.
	B Lactam Antibiotics

	2.
	Other highly sensitising antibiotics

	3.
	Live Cells

	4.
	Pathogenic Organisms (Biosafety Level 3 or 4)

	5.
	Radiopharmaceuticals

	6.
	Ectoparasiticides

	7.
	Other <Please specify>


	1.3
	Biological medicinal products

	1.3.1
	Biological medicinal products - Manufacture
	Add

	1.3.1.1
	Blood products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.1.2
	Immunological products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.1.3
	Cell therapy products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.1.4
	Gene therapy products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.1.5
	Biotechnology products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.1.6
	Human or Animal extracted products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.1.7
	Tissue engineered products (not applicable)
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.1.8
	Other biological medicinal products
	   FORMCHECKBOX 


	Please Specify
	      

	1.3.2
	Biological medicinal products – Batch certification
	Add

	1.3.2.1
	Blood products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.2.2
	Immunological products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.2.3
	Cell therapy products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.2.4
	Gene therapy products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.2.5
	Biotechnology products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.2.6
	Human or Animal extracted products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.2.7
	Tissue engineered products (not applicable)
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.3.2.8
	Other biological medicinal products
	   FORMCHECKBOX 


	Please Specify
	      


	1.4
	Other products or processing activity

	1.4.1
	Manufacture of:
	Add

	1.4.1.1
	Herbal products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.4.1.2
	Homeopathic products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	1.4.1.3
	Other
	   FORMCHECKBOX 


	Please Specify
	      

	1.4.1.4 
MIA/MIA(IMP)
	Products authorised under regulation 174 (supply in response to 

spread of pathogenic agents etc)
	   FORMCHECKBOX 



	1.4.2
	Sterilisation of active substances/excipients/finished products
	Add

	1.4.2.1
	Filtration
	   FORMCHECKBOX 


	1.4.2.2
	Dry Heat
	   FORMCHECKBOX 


	1.4.2.3
	Moist heat
	   FORMCHECKBOX 


	1.4.2.4
	Chemical
	   FORMCHECKBOX 


	1.4.2.5
	Gamma Irradiation
	   FORMCHECKBOX 


	1.4.2.6
	Electron beam
	   FORMCHECKBOX 


	1.4.2.7
	Other
	   FORMCHECKBOX 


	Please Specify
	      


	1.5
	Packaging

	1.5.1
	Primary Packing
	Add

	1.5.1.1
	Capsules, hard shell
	   FORMCHECKBOX 


	1.5.1.2
	Capsules, soft shell
	   FORMCHECKBOX 


	1.5.1.3
	Chewing gums
	   FORMCHECKBOX 


	1.5.1.4
	Impregnated matrices
	   FORMCHECKBOX 


	1.5.1.5
	Liquids for external use
	   FORMCHECKBOX 


	1.5.1.6
	Liquids for internal use
	   FORMCHECKBOX 


	1.5.1.7
	Medicinal gases
	   FORMCHECKBOX 


	1.5.1.8
	Other solid dosage forms
	   FORMCHECKBOX 


	1.5.1.9
	Pressurised preparations
	   FORMCHECKBOX 


	1.5.1.10
	Radionuclide generators
	   FORMCHECKBOX 


	1.5.1.11
	Semi-solids
	   FORMCHECKBOX 


	1.5.1.12
	Suppositories
	   FORMCHECKBOX 


	1.5.1.13
	Tablets
	   FORMCHECKBOX 


	1.5.1.14
	Transdermal patches
	   FORMCHECKBOX 


	1.5.1.15
	Intraruminal devices (veterinary only)
	   FORMCHECKBOX 


	1.5.1.16
	Veterinary premixes (veterinary only)
	   FORMCHECKBOX 


	1.5.1.17
	Other non-sterile medicinal products
	   FORMCHECKBOX 


	Please Specify
	      

	1.5.2
	Secondary Packing
	   FORMCHECKBOX 



	1.6
	Quality Control Testing - Manufacture
	Add

	1.6.1
	Microbiological: sterility
	   FORMCHECKBOX 


	1.6.2
	Microbiological: non-sterility
	   FORMCHECKBOX 


	1.6.3
	Chemical/Physical
	   FORMCHECKBOX 


	1.6.4
	Biological
	   FORMCHECKBOX 



	Site Activities – Part 2 – Importation 


	Products with Special requirements Not MS Licences

	1.
	B Lactam Antibiotics

	2.
	Other highly sensitising antibiotics

	3.
	Live Cells

	4.
	Pathogenic Organisms (Biosafety Level 3 or 4)

	5.
	Radiopharmaceuticals

	6.
	Ectoparasiticides

	7.
	Other <Please specify>


	2.1
	Quality control testing of imported medicinal products
	Add

	2.1.1
	Microbiological: sterility
	   FORMCHECKBOX 


	2.1.2
	Microbiological: non-sterility
	   FORMCHECKBOX 


	2.1.3
	Chemical/Physical
	   FORMCHECKBOX 


	2.1.4
	Biological
	   FORMCHECKBOX 



	2.2
	Batch certification of imported medicinal products

	2.2.1
	Sterile products
	Add

	2.2.1.1
	Terminally sterilised
	   FORMCHECKBOX 


	2.2.1.2
	Aseptically prepared
	   FORMCHECKBOX 


	2.2.2
	Non-sterile products
	   FORMCHECKBOX 



	2.2.3
	Biological medicinal products – Importation
	Add

	2.2.3.1
	Blood products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	2.2.3.2
	Immunological products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	2.2.3.3
	Cell therapy products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	2.2.3.4
	Gene therapy products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	2.2.3.5
	Biotechnology products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	2.2.3.6
	Human or Animal extracted products
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	2.2.3.7
	Tissue engineered products (not applicable)
	   FORMCHECKBOX 


	Special Requirements
	1 FORMCHECKBOX 

	2 FORMCHECKBOX 

	3 FORMCHECKBOX 

	4 FORMCHECKBOX 

	5 FORMCHECKBOX 

	6 FORMCHECKBOX 

	7.      

	2.2.3.8
	Other biological medicinal products
	   FORMCHECKBOX 


	Please Specify
	      


	2.3
	Other importation activities
	Add

	2.3.1
	Site of physical importation
	   FORMCHECKBOX 


	2.3.2
	Importation of intermediate which undergoes further processing
	   FORMCHECKBOX 


	2.3.3
	Biological Active Substances
	   FORMCHECKBOX 


	2.3.4
	Other
	

	Please Specify
	      

	2.3.5 (MIA 

Only)
	Products authorised under regulation 174 (supply in response to 

spread of pathogenic agents etc)
	   FORMCHECKBOX 



	MIA Only


	4.
	Products to be imported

	4.1
	Are licensed medicinal products from outside the EEA imported 

at this site? 
	Yes
	 FORMCHECKBOX 



	If Yes, please list all licensed products imported from outside the EEA including all EU licensed products.

Note: Unless the Marketing Authorisation has been varied (and approved) to reflect the correct country and site of manufacture and batch certification then this product cannot be added. 


	No.
	PL Number
	Product Name
	Country of origin

	1.
	     
	     
	     

	2.
	     
	     
	     

	3.
	     
	     
	     

	4.
	     
	     
	     

	5.
	     
	     
	     

	6.
	     
	     
	     

	7.
	     
	     
	     

	8.
	     
	     
	     

	9.
	     
	     
	     

	10.
	     
	     
	     

	11.
	     
	     
	     

	12.
	     
	     
	     

	13.
	     
	     
	     

	14.
	     
	     
	     

	15.
	     
	     
	     


	Note: Please provide a copy of confirmation that the relevant centralised Marketing Authorisation has been granted, if not then the product cannot be added. 

	No.
	EU Number
	Product Name

	1.
	     
	     

	2.
	     
	     

	3.
	     
	     

	4.
	     
	     

	5.
	     
	     

	6.
	     
	     

	7.
	     
	     

	8.
	     
	     

	9.
	     
	     

	10.
	     
	     


	MS Only


	5.
	Products to be imported

	5.1
	Are unlicensed medicinal products from outside the EEA imported 

at this site? 
	Yes
	 FORMCHECKBOX 



	Site Activities – Part 3 – Other Information 


	All licence types - MIA, MIA(IMP and MS


	6.
	Letting and/or Accepting Contracts

	Applicant intends to be contract acceptor (i.e. carries out testing partially/wholly for (others)
	  FORMCHECKBOX 


	Applicant intends to be contract acceptor (i.e. manufactures partially/wholly for others)
	  FORMCHECKBOX 


	Applicant intends to be contract giver (i.e. uses external manufacturers for some products)
	  FORMCHECKBOX 


	Applicant intends to be contract giver (i.e. uses external Test houses for some/all testing)
	  FORMCHECKBOX 



	7.
	Other specific processes/activities

	Manufacture and assembly for export
	  FORMCHECKBOX 


	Bulk or partial manufacturing
	  FORMCHECKBOX 


	Assembly of parallel imported products - not MIA(IMP) or MS
	  FORMCHECKBOX 


	Airline Kits - not MIA(IMP)
	  FORMCHECKBOX 


	Assembly for export
	  FORMCHECKBOX 


	Narcotic or psychotropic products (Controlled Substances)
	  FORMCHECKBOX 



	8.
	Other Information

	Storage and Handling
	  FORMCHECKBOX 


	Distribution
	  FORMCHECKBOX 


	Is this site involved in microbiological testing of finished products and/or raw materials?
	  FORMCHECKBOX 


	If none of the above. (Must be Specified)
	  FORMCHECKBOX 


	     

	Stability Testing
	  FORMCHECKBOX 


	Is this site involved in doing finished product testing?
	  FORMCHECKBOX 


	Do you handle medicines which require refrigeration or low temperature storage?
	  FORMCHECKBOX 


	Do you import intermediate products for further processing?
	  FORMCHECKBOX 



	9.
	Further Information for the Inspectorate

	Is this site ready for inspection?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Are you conversant with the Rules and Guidance for Pharmaceutical 
Manufacturer’s and Distributors?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Do you have available the relevant records and procedures?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Are signed technical agreements available for inspection? 
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	10.
	Site Master File

	Have you submitted a Site master File with your application?

(CD ROM or Hard copy)
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	If no, will a Site Master File be available on site during inspection?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	Details of facilities and equipment on site must be included in your Site Master file.


Form 10V                          





helpline: pcl@mhra.gov.uk 
Version 3.0 
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