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This form is for holders of controlled drug or precursor chemical licences or registrations to apply to the HPRA for their withdrawal. Completed forms should be emailed to 
controlleddrugs@hpra.ie.

Relevant legislation:
· Misuse of Drugs Act 1977 (as amended)
· Misuse of Drugs Regulations 2017 (as amended)
· Regulation (EC) no. 273/2004 (as amended) laying down the rules governing the monitoring of intra-community trade
· Regulation (EC) no. 111/2005 (as amended) laying down rules for the monitoring of trade between the Community and third communities in drug precursors
· Commission delegated Regulation (EU) no 2015/1011 repealing Commission Regulation (EC) no. 1277/2005
· Commission Implementing Regulation (EU) no. 2015/1013
· Any delegated or implementing regulations, or otherwise (as amended) enacted in respect of these regulations

	type of document to be withdrawn 

(Tick as appropriate)

[bookmark: Check1]|_| Annual licence for controlled drugs
|_| Registration for controlled drugs
|_| Annual licence for precursor chemicals
|_| Registration for precursor chemicals

In addition to the above, are you ceasing all controlled drug/precursor chemical operations?
|_| Yes    |_| No


	Applicant details

Legally registered name of annual licence or registration holder:      

Legally registered address of the annual licence or registration holder:      
Eircode:      

Address of licensed or registered premises where operations are conducted (if different from the legally registered address):      
Eircode:      

Annual licence number(s)/registration number(s):      

Name and email address of applicant to whom correspondence should be addressed:      


	reason for withdrawal

|_| Commercial 	
|_| Quality 
|_| Safety issues 
|_| Efficacy issues 
|_| Other 

Please provide a brief overview of the reason for the withdrawal:
     




	RETURN OF WITHDRAWN ANNUAL LICENCES AND/OR REGISTRATIONS

(Annual licences which have expired do not need to be returned)

All relevant valid annual licence(s)/registration(s) must be returned upon completion of withdrawal, once all relevant stock of controlled drugs/precursor chemicals is no longer be held in possession at the licensed/registered premises. For annual licence(s)/registration(s) issued as hard copies, the hard copies must be returned by post to the HPRA.

Please confirm if you are returning hard copies of annual licence(s)/registration(s) with
this application.

|_| Returned  |_| not yet returned 


	Provisions for compliance with conditions of annual licence(s)/registration(s) upon withdrawal

Please provide a description of the provisions in place for ensuring compliance with the conditions of the annual licence(s)/registration(s) upon completion of withdrawal with respect to record-keeping and retention of documentation requirements:
     


	PROVISIONS FOR CONTROLLED DRUG OR PRECURSOR CHEMICAL STOCK prior to completion of withdrawal

Note: the possession of, and other relevant activities involving stock of controlled drugs or precursor chemicals without a valid annual licence or registration, where so required, is unauthorised. The annual licence(s)/registration(s) must not be returned until all relevant stock is no longer held in possession at the licensed/registered premises.

Please provide a description of the provisions in place for the removal, supply, or destruction of any remaining stock of controlled drugs or precursor chemicals prior to the completion of the withdrawal of the annual licence(s)/registration(s):
     

Date on which controlled drug(s)/precursor chemical(s) were last held in possession, or are planned to be last held in possession, at the licensed/registered premises: 
     


	Provisions for information for Quarterly and annual statistical returns

The licensee/registrant is reminded of the requirement to fulfil their obligations of the conditions of their annual licence(s)/registration(s) with respect to the reporting of quarterly and annual statistical returns for controlled drugs and precursor chemicals if requested to do so by the HPRA. The licensee/registrant must ensure that arrangements are in place for the provision of this information upon withdrawal and that a contact is appointed to submit this information upon request.

|_| I confirm that I have understood the above statement. 

Name and email address of person appointed to be contacted in respect of the above: 
     


	provisions for any outstanding fees owed

Please confirm that any outstanding fees owed have been settled, including application fees and inspection fees, as applicable. Fees in respect of controlled drugs are payable to the Department of Health. Fees in respect of precursor chemicals are payable to the HPRA.

|_| 	I confirm that there are no outstanding fees owed in respect of the annual licence(s)/registration(s) being withdrawn.


	declaration

I hereby make application for the above annual licence/registration to be withdrawn in accordance with the proposals given above. I declare that the information provided is correct and that appropriate measures have been put in place to ensure continued compliance of products handled under the annual licence/registration being withdrawn.

Signature of applicant:       				Date:      

Print name:      				Title/position:      
Notes: 
Applications must bear the signature of the applicant. Where the application is on behalf of a limited company, the declaration must be signed by a director or the secretary and, in the case of a partnership, by a partner.





RETURN ADDRESS

Please send an electronic copy of this application to controlleddrugs@hpra.ie. 

Please return hard copies of withdrawn annual licences and registrations to:

Controlled Drugs Licensing Section
Compliance Department
Health Products Regulatory Authority
Kevin O’Malley House
Earlsfort Terrace
Dublin 2
D02 XP77
Tel:  	+353 1 676 4971




[bookmark: QMSDocRefFooter]AUT-F0898-1		2/2
image1.png
HPRA

An tUdarés Rialala Tairgi Slainte
Health Products Regulatory Authority




