
 CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

22-175Orig1s000 
 
 

PHARMACOLOGY REVIEW(S) 



N22175  Pancrecarb (pancrelipase) Delayed-Release Capsules 
 
 From A. Jacobs, AD  
 Aug 25, 2009 
 
I concur that there are no outstanding pharm/tox issues. 
 
 I concur that the pregnancy category should be C. I noted that the sponsor’s proposed 
labeling does not list a pregnancy category. 



Linked Applications Submission
Type/Number Sponsor Name Drug Name / Subject

-------------------- -------------------- -------------------- ------------------------------------------
NDA 22175 ORIG 1 DIGESTIVE CARE

INC
PANCRECARB

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

ABIGAIL ABBY C C JACOBS
08/25/2009
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