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NB:	This form should be completed in conjunction with the GMP Audit Report form (FM_MQL05) for the Core Elements of the cGMP.
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	Manufacturer

	


	Licence No.
	

	Street Address of Facility Audited
	

	Date/s of Audit
	
	Auditor’s Name
	



Specific audit findings
	Key requirements
	Compliance rating
(Please mark)
	Evidence sighted and observations
(Please provide details of observations, documents reviewed, discussions with relevant staff, and any other comments that are relevant to the assessed rating).

	Premixes and supplements
	
	


	Premixes and supplements are made in separate dedicated areas (cGMP A6-001).
	
	Consider in response to Section B – Production, cGMP 724.

	Specific cleaning programs are in place to deal with dust, sticky substances and corrosive materials (cGMP A6-002).
	
	Consider in response to Section B – Buildings and Grounds, MP 5 (1) & (2), cGMP 310-314.

	Effective pest control program in place (cGMP A6-003).
	
	Consider in response to Section B – Buildings and Grounds, MP 5 (2), cGMP 310-314.

	Premises and surroundings designed to minimise tracking of external environmental contaminants into production areas (cGMP A6-004).
	
	Consider in response to Section B – Buildings and Grounds, MP 5 (1) & (2), cGMP 310.

	Premixes and supplements are manufactured only by staff who are clearly identified and trained in GMP (cGMP A6-005).
	
	Consider in response to Section B – Personnel and training, MP4.

	Special attention is paid to preventing microbial contamination of susceptible liquid products (cGMP A6-008).
	
	Consider in response to Section B – Buildings and Grounds, MP 5 (1) & (2)

	Other Premix and Supplements issues.
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Direct-fed Microbials and Enzyme Products.
	
	

	The air supply is designed to minimise contamination (cGMP A6-009).
	
	Consider in response to Section B – Buildings and Grounds, MP 5 (1) & (2)

	Products are manufactured only by staff who are clearly identified, appropriately qualified and/or experienced in manufacture of microbiologicals, and trained in GMP (cGMP A6 0110-011). 
	
	Consider in response to Section B – Personnel and training, MP4.

	The master seed cultures are checked for identity and purity and appropriately labelled and maintained (cGMP A6 012-015).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	The culture liquid is checked for purity at regular intervals and enzyme activity and operating parameters monitored (cGMP A06 017-018).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other Direct-fed Microbial and Enzyme product issues.
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	




Auditor’s Signature:  .............................…………...		Date:  ............…..
______________________________________________________________________________
GPO Box 574 Canberra ACT 2601 Australia
Tel: +61 2 6770 2300 www.apvma.gov.au   
ABN 19 495 043 447
Page 2 of 2
image1.png
. Australian Government

" Australian Pesticides and
‘Veterinary Medicines Authority




