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	to the Regulatory Managers of

Roche Affiliates or

Representative Offices




	

	Basel, 23 August 2013

	T2013-0396:
TAMIFLU( (oseltamivir phosphate) Capsules 75mg
T2013-0397:
TAMIFLU( (oseltamivir phosphate) Capsules 30 and 45mg
· Extension of shelf life from 7 to 10 years for the final drug product (B.II.f.1.b.4, Type II)

	

	


Dear Madam or Sir, 

We would like to inform you with regards to the above mentioned changes concerning TAMIFLU (oseltamivir phosphate) Capsules 75 mg, 45 mg and 30 mg.
· Based on real-time stability data and a statistical analysis of available stability data, Roche proposes to extend the shelf life of the final drug products from 7 to 10 years
In order to facilitate your submission preparation at the country level you find a table of content including all documentation needed for the submission enclosed to this communication. A detailed description of the change as well as its justification is provided in a “Rationale for the Change” document. 

The change will be implemented only after approval by the local Health Authority.

We consider the enclosed documentation complete for submission to your authorities. However, you may reduce the enclosed documentation according to the requirements of your local authorities. 
If you have any questions or if you need additional information or documents, please contact me at PTR, Roche Basel (daniel.streich@roche.com).

For our follow-up, I kindly ask you to complete and return the attached questionnaire by the date indicated, and to inform me as soon as the changes are approved.
Thank you for your kind support with this change.

	Sincerely,
	

	F. Hoffmann-La Roche Ltd
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	Dr. Daniel Streich,

Pharma Technical Regulatory
	


cc (without enclosures): 
C. Popp, PDR




M. Herrero, PTSO




Dr. T. Wittmer, PTSC


Dr. P. Fakitsas, PTQ



Dr. D. Streich, PTR


Dr. A. Romero, PTR


  \* MERGEFORMAT 
	
	
	
	

	F. Hoffmann-La Roche Ltd


	CH-4070 Basel
	Pharma Global Technical Operations, Pharma Technical Regulatory

Bldg/Room 49/3.090
	Tel. +41-61-687 54 47

Fax +41-61-688 15 78
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