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---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

JEFFREY B MEDWID
02/07/2011

STEPHEN P MILLER
02/07/2011
I concur - this NDA is recommended for approval from the CMC perspective.

Reference ID: 2902180























Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-50824 ORIG-1 DAVA

PHARMACEUTICA
LS INC

OMEPRAZOLE
25MG/AMOXOCILLIN
500MG/CLARITHROMYCIN
500MG

---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

JEFFREY B MEDWID
07/16/2010

STEPHEN P MILLER
07/16/2010
I concur - from the CMC perspective this NDA is not recommended for approval until issues related
to labeling are resolved



























Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-50824 ORIG-1 DAVA

PHARMACEUTICA
LS INC

OMEPRAZOLE
25MG/AMOXOCILLIN
500MG/CLARITHROMYCIN
500MG

---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

JEFFREY B MEDWID
07/08/2010

STEPHEN P MILLER
07/08/2010
I concur - CMC can not recommend approval until labeling and inspectional issues are resolved.





---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

JEFFREY B MEDWID
08/18/2009

NORMAN R SCHMUFF
08/19/2009




