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	        Variation to add a Contract Laboratory site to an existing 

                        Manufacturer’s  Licence/Authorisation 



	Contract Laboratory Site Information 

	

	2.1
	Site Details


	2.1.1
	Site Name

	     
     


	2.1.1.1
	DUNS Number
	     
	     
	-
	     
	     
	     
	-
	     
	     
	     
	     


	2.1.2
	Site Contact Person

	Title
	     

	First Name(s)
	     

	Surname
	     


	2.1.3
	Contact Details

	Telephone
	     

	Mobile
	     

	E-mail
	     

	After-Hours
	     


	2.1.4
	Site Address

	Name of Department


	     

	Building name


	     

	Industrial Complex 


	     

	Unit Number/s


	     

	Street Number


	     

	Street Name


	     

	Town


	     

	County


	     

	Postcode
	     


	Contract Laboratory Site Information


	The licence/authorisation holder has assessed the laboratory as fit for purpose.  
	  FORMCHECKBOX 



	2.2
	Quality Control Testing carried out by the site.


	Finished product testing. Microbiological: Sterility 
	   FORMCHECKBOX 


	Finished product testing. Microbiological: Non-Sterility
	   FORMCHECKBOX 


	Finished product testing. Chemical/Physical 
	    FORMCHECKBOX 


	Finished product testing. Biological 
	    FORMCHECKBOX 


	Stability Testing on finished marketed medicinal products
	    FORMCHECKBOX 


	Environmental monitoring or process simulation (media fill) to support sterile manufacture
	    FORMCHECKBOX 


	Other (Please specify  testing and stage of manufacture)

	     



	N
NOTE:  All  other testing, including raw materials testing, does not require a laboratory to be 

named on a licence or hold a GMP certificate. OTE:  All  other testing, including raw materials testing, does not require a laboratory to be named on a licence or hold a GMP certificate


	2.3
	Letting and/or accepting contracts.


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



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



	Section B: To be completed by the nominated Contract Laboratory


	Confirm there is a written contract/technical agreement is in place.  
	 FORMCHECKBOX 



	I hereby confirm the contract laboratory are aware they have been named and may be subject to inspection by the MHRA, a written contract/technical agreement is in place and the contract laboratory is in agreement and aware of what is expected of them.

To the best of my knowledge and belief the particulars I have provided in Section B of this form are correct, truthful and complete. 



	Signed


	     

	Date
	     

	Print Name


	     
	Job Title
	     

	Company
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