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Changes in Manufacturer/Sponsor Name and/or Product Name
	Administrative Changes - Certification Form for Human, Veterinary, or Disinfectant Drugs 



Reason for Submission:

	 	Company Name Change				Existing DIN(s) must be retained
		Product Name Change2				Existing DIN(s) must be retained
		Company and Product Name Change2		Existing DIN(s) must be retained
	 	Transfer of DIN					Existing DIN(s) must be retained
		Additional Product name2				New DIN(s) must be issued
	 	Merger/Buy-out					 New DIN(s)1 	   Existing DIN(s)
		Licensing Agreement 				 New DIN(s) 	   Existing DIN(s)3
		  						



I, the undersigned, certify that all aspects of the submission pertaining to:

..................................................................................................................................................................
	(Name of Product)
submitted by:

..................................................................................................................................................................
	(Name of Manufacturer/Sponsor)
are identical to;

............................................................................................................................	   ................................
(Name of product, Name of Manufacturer/Sponsor)             [Current DIN(s)]

except for a change in the manufacturer/sponsor's name and/or product name and that 
the product will be manufactured in the same location with identical specifications and procedures.

	For prescription and products obtained or administered through a health professional for human use only:

Please certify below that the location and size of graphics, text and logos on the inner and outer labels and packaging are similar to the product outlined above. Changes to labels or packaging that fall outside of these elements will require the filing of a Labelling Only submission and a clear indication in the cover letter as to the nature of the administrative change.

	I further certify:

 that the location and size of graphics, text and logos on the inner and outer labels and packaging are similar to the product outlined above, or
 that the location and size of graphics, text and logos on the inner and outer labels and packaging are not similar to the product outlined above and this submission is being filed as a Labelling Only submission.




...................................................................................................................     	......................................................
Name of Authorized Signing Official and Title					Authorized Signature


.............................................................................................................     	.....................................................
[bookmark: _GoBack]Company Name and Telephone Number						Date

1. Old DIN(s) should be discontinued by current DIN holder if manufacturers request new DIN(s)
2. Only applicable for Product Name Changes that do NOT require a review.
3. If existing DINs are retained, please clearly list the DINs under this check-box.
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