Request for confirmation of GMP status
for the manufacture of a dietary supplement containing folic acid with a daily dose of more than 300 mcg
NOTES:


· This form should be completed and signed by the dietary supplement supplier.
· A new request must be submitted if there is to be a change to any of the product or manufacturer details shown on this form.

· The completed form should be sent to




Manager, Compliance Management 




Medsafe




P O Box 5013




WELLINGTON 6145
· A copy of this form and a confirmation certificate will be sent to the supplier when the GMP status for the manufacture of the product has been confirmed. If the GMP status cannot be confirmed Medsafe will contact the supplier to discuss the reason(s) for this. 
Section 1:

DIETARY SUPPLEMENT SUPPLIER DETAILS

	Company/business name:



	Postal address:



	Details of person submitting this request:
Name:                                                                         Phone:

Designation:                                                               Fax:                                              
                                                                                     Email:     
          


Section 2:

PRODUCT DETAILS
	Trade name:

(as it appears on the product label)


	Dose form:

(e.g. tablet, capsule)


	Folic acid content:

(concentration or amount per tablet/capsule)


	Dosage instructions:

(taken from product label)


	Maximum daily dose of folic acid:
(being greater than 300mcg but not greater than 500mcg)


	Name of manufacturer of product:



	Street address of manufacturing site:



	Release for supply is performed by:
 FORMCHECKBOX 

the manufacturer named above, or
(select applicable option)










 FORMCHECKBOX 

other party: 






Section 3:
DOCUMENTATION SUBMITTED WITH THIS REQUEST 
(Please tick the appropriate boxes)
	
	Licence to Manufacture Medicines issued by Medsafe

	
	Licence to Manufacture Therapeutic Goods issued by TGA

	
	GMP Certificate issued by Medsafe

	
	GMP Certificate issued by another recognised regulator that is less than 3 years old

	
	Finished product specification 

(NOTE: For a tablet that is not a chewable, effervescent, dispersible or modified-release tablet or a capsule that is not a soft or modified-release capsule, the finished product specification must include a dissolution test for folic acid which either meets the requirements of the USP monograph for folic acid tablets (where there is a single active ingredient) OR the USP requirements for folic acid in chapter <2040> Disintegration and Dissolution of Dietary Supplements (where there are multiple active ingredients) OR meets the requirements for products containing folic acid specified in TG078)


Section 4:

SUPPLIER’S DECLARATION

I declare that:

· The information provided in this form is correct; and

· The requirement to include a dissolution test in the finished product specification for the dietary supplement that meets TGO78 / USP requirements for products containing folic acid:
(please tick appropriate boxes)

 FORMCHECKBOX 

is met and only batches of product which have passed the dissolution test specified in the finished product specification will be supplied in New Zealand
or
 FORMCHECKBOX 
 
does not apply to the dietary supplement because:

Reason:
	

	


Signature: 
 Date:
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