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Medicines & Healthcare products
Regulatory Agency
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COMPLIANCE ASSESSMENT DECLARATION
Please complete and return this form to the Inspector by email at least 14 days prior to the date of the inspection name@mhra.gov.uk 
	Company name 
	

	Licence holders name 
	

	Licence number/site number 
	

	Full address of site

including Post Code 
	

	Responsible Person
	

	Telephone no.
	

	Email
	


Changes

List any changes in processes, facilities, equipment and personnel since the last MHRA inspection.
Have there been any key organisational changes or any significant change in total personnel numbers (permanent and/or part time)? If so, please give details.
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Is your WDA accurate and up to date in relation to the company name, address, licenced activities and personnel? If not please ensure a variation is submitted immediately to correct any inaccuracies at https://pclportal.mhra.gov.uk/  
Please detail any other licences held for this site, e.g. MHRA, Controlled Drugs, VMD, pharmacy registration.
	


Please state the date of your most recent self-inspection of this site:
How many deviations, CAPA and Change Control and have been raised in the last 12 months?
	DEVIATIONS:
CAPA:

CHANGE CONTROLs:




IT
Please provide details of any new or modified IT or computerised systems that relate to wholesale distribution.

Please confirm that computerised system owners and personnel with administrator-
level access will be made available for the inspection:

Business model.

Please provide brief details of the current company business model for wholesale of medicinal products.


DECLARATION BY RESPONSIBLE PERSON

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

  
	Signed:
	
	
	Date:
	

	
	
	
	
	

	Name:
	
	
	
	 Responsible Person (RP)

	(BLOCK CAPITALS)

RP number:  ________________________
	
	
	


  RRRRRRRRP
The signatory shall take all reasonable precautions and exercise all due diligence, to ensure that any information he/she provides to the MHRA, is not false or misleading in any material particular, in accordance with relevant UK Regulations which make it an offence to provide false and misleading information.



























