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Request for a Certificate of GMP Compliance under the Australia-EC MRA 

FORM: FM_MQL39



This application form must be completed by any APVMA-licensed manufacturer requesting a Certificate of GMP Compliance of a Manufacturer issued under the provisions of the Mutual Recognition Agreement Between the EC and Australia (EC-MRA).  

Under the current terms of this Agreement, the TGA is the official inspection service, but the APVMA is responsible for issuing the Certificate. The APVMA acts as the co-ordinator of the process.

If your facility is inspected* by the TGA (ie you hold a full TGA licence), please complete Section A only. 

This form is available on the APVMA’s Web site. 
Send the completed and signed form (and any attachments):
BY POST TO:
Director, MQL
Australian Pesticides and Veterinary Medicines Authority (APVMA)
GPO Box 3262
SYDNEY  NSW  2001
			BY EMAIL TO: MLS@apvma.gov.au
			

After receipt of the application form, the APVMA will complete the TGA’s online application form on behalf of the applicant. The information requested is the information necessary for the APVMA to complete the TGA’s online application form. 

Please note the TGA have requested that inspection requests be submitted at least 6 months before an inspection is required to allow sufficient time for the inspection to be scheduled in their system. The inspection date will be set by the TGA.  The APVMA requests that you provide information regarding your preferred month for the inspection for the TGA’s information, however, the date will be set by the TGA based on inspector availability.

Supporting documents (outlined below) must be attached to this form. You will be asked to forward another copy of these documents to the TGA after your request is received.

Include any other manufacturers or laboratories involved in any step of manufacture of the product(s), including analysis and testing.

After the APVMA has submitted the application to the TGA, the TGA will contact the applicant to make further arrangements, including payment for the audit.

For further information please contact:

Phone:	(02) 6770 2300
Email:	     MLS@apvma.gov.au

Please submit this form well in advance of the requirement date for the certificate.
* Note: TGA uses the term ‘inspection’ instead of audit

	Section A – Request for a Certificate


	Company requesting certificate 

	Company name
	


	Postal address

	


	Primary contact for certificate request

	Name

	

	Phone

	

	Fax

	

	Email

	

	Details to be included on certificate (repeat for additional manufacturers/laboratories)

	Manufacturing site to be included on certificate

	Company name of APVMA licence holder

	


	APVMA licence number

	

	Street address 
of manufacturing site
	



	Product/s to be included on certificate (repeat for additional products)

	APVMA Product Number:

	Product Name: 



	Where the product to be inspected is not registered in Australia – provide details of closely similar products covered by the APVMA licence:




	Dosage form 

	


	Sterility 
(please circle)

	sterile                          non-sterile                       both sterile & non-sterile


	Manufacturing class
(please circle)

	multiple steps &/or products                     single step &/or single product


	Manufacturing steps 

	


	

	Has a TGA audit occurred at this site within the last 2 years?

	Yes - has an MRA certificate been issued to you for this inspection? 
	Yes – go to section B
	No - complete the following two rows 

No   -  complete Section B 


	Date of last TGA audit

	

	Copy of TGA inspection report 

	(delete as appropriate) Attached to this form / submitted previously / to be submitted in confidence to the APVMA by the manufacturer


	□  Manufacturer’s letter of support attached (if a different company).

The letter must include support for the release of information and audit date on the certificate.




	Section B – Request for a TGA inspection (repeat for additional manufacturers/laboratories etc)


	Manufacturing site 

	Request details

	Reason for inspection
(include full details)
	



	Preferred month 
for inspection – Please note, while the TGA undertake to accommodate your request, the actual date of the inspection will be based on inspector availability.

	

	Company details


	Company Name

	



	Postal Address

	



	Street address 
of manufacturing site
	




	Primary company contact for inspection


	Name

	

	Phone
	

	Fax
	

	Mobile
	

	Email
	

	Supporting documents attached


	Site Master File, Quality Manual or Technical Master File

	One (1) copy must be attached to this form. The APVMA will advise when another copy must be sent to the TGA.


	Person in charge of Quality Assurance


	Name

	

	Resume

	One (1) copy must be attached to this form. The APVMA will advise when another copy must be sent to the TGA.


	Person in charge of Production


	Name

	

	Resume 

	One (1) copy must be attached to this form. The APVMA will advise when another copy must be sent to the TGA.


	Person authorised for release for supply


	Name

	

	Resume 

	One (1) copy must be attached to this form. The APVMA will advise when another copy must be sent to the TGA.



Applicant’s Declaration:  In signing this form I am authorising the APVMA to release relevant information to the TGA for the purposes of this inspection.

Signature of Applicant:  …………………………………………...	Date:  ……………………..

Name of Applicant:    ……………………………………………


Privacy
The collection of personal information by the Australian Pesticides and Veterinary Medicines Authority (APVMA) in relation to this form is for the purpose of assisting the APVMA to perform its functions under the Agricultural and Veterinary Chemicals (Administration) Act 1992 and related legislation, including for the purpose of processing your request.

Personal information collected by the APVMA will be managed in accordance with the Privacy Act 1988.

The APVMA will provide personal information collected in relation to this form to the Therapeutic Goods Administration (TGA) to enable that agency to assist the APVMA with your request including by conducting an inspection of relevant premises if necessary.

More information about the way in which the TGA manages personal information is available at:  https://www.tga.gov.au/privacy 

 More information about the way in which the APVMA manages personal information, including its Privacy Statement, is available at https://apvma.gov.au/node/3207 



	
	APVMA USE ONLY
	

	
	PROGRESS / REJECT Application:
TGA online application completed:
	Signed:………………………   date:…………..
Signed:………………………   date:…………..

	
	Documentation forwarded to TGA:
	Signed:………………………   date:…………..
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