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Product Status Change Request Form


This form should be completed by sponsors to request a change in registration situation.
Please email this form to Medsafeapplications@health.govt.nz

	Medicine: 

[bookmark: Text26][bookmark: Text25]Trade name:          
[bookmark: Text24]Dose form:          
[bookmark: Text23]Strength(s):          
Sponsor:          
	File No:

[bookmark: Text2]TT50-     





We request that the registration situation for the above product(s) be changed: 

From:      					To:      

The last regulatory activity for this product was on      

The product was last distributed in New Zealand on      
[bookmark: _GoBack]
Please tick the appropriate boxes, enter any required details and sign the declaration.

To update the registration situation to consent given I declare that:
[bookmark: Check2]|_|	The quality, safety and efficacy information registered with Medsafe is up to date
|_| 	The datasheet dated                         is up to date and consistent with the innovator datasheet
[bookmark: Check6]|_|	Any Change Medicine Notifications requested by Medsafe have been provided 
|_|	Medsafe holds a current GMP certificate for all required manufacturing, testing and packing sites
NB: If the regulatory file is not up to date, a Changed Medicine Notification is required to be submitted and have consent granted before the product can be distributed in New Zealand. If Medsafe does not hold a current GMP certificate for all required manufacturing, testing and packing sites, this should be provided with this form.	

To update the registration situation to not available/approval lapsed I declare that:
All product has been depleted from the market			Yes |_|			No |_|
NB: The registration situation can only be updated to approval lapsed once all product has been depleted from the market.
	   Reason for data sheet to remain on Medsafe website: ______________________________




Data sheet to remain on the Medsafe website 			Yes |_|			No |_|				



[bookmark: Text4]Signature:	_________________________________________	Date:      
				(Sponsor or authorised agent)

	Name:
	Phone:
	E-mail:

	     
	     
	     




