
~WAT PRARMA LIMITeD 
Attn I Yo%'. Abhishll'k J~in 
Director 
~12, Industrial AreA No. J 
t>it.hatapu.r. t>ist - .Dh4r 
Pithatllpur ~ 454 774, lNOlA 

()ear Sir!MAdata: 

Food ",,& Drug Adrnio''Straoon 
Rockville MO 208S7 

AUG -2 ~ 

Th~ Food dnd Dru9 Admin~B~atjon ackno~lQdgeS reeQ~pl of th4 followinq Oruq 
KAntor File (O~FI sUbmission: 

DXY !iumbor Aselqllodl1751$ Date of Sub~issioDt J1:Ine 26, 200,( 
DKf" Type!; IV 
~itl. of Sub~i~sion: Empty Hard Gelatin Capsulez ag roanu£~cturQd iA Pith~pur, 
InCih 
Roldor of Su~mi66ion' Erawat ?herma Limited 
Submitted by: Er~w4t. pharma Li.mited 
A.aeDt(&): None 

Ai. sub9oque~t correspondence to th~ D~~ should be identifiec ~ith tho 
inforQAtion AS provided Above. Sub~ss~onn to the n~F should bo forwarded in 
dupHc.:tte. 

l'our OM.' will I>e revie,,-ed only in connection with the New Druq Applications, 
iilibrcviate<i New Drug Applications, Investigational New Dru9 AppliceI'tions or any 
m\fs it is intended to support. 

The hold~r of the OMF ~& reapon$ib c for complianoe With tne Requlatio~ ~itlc 21 
C~d of Fed~ral Regulations ?a~ Jl~.~20 as in erpr~ted in ~the Guideline fer 
Dr~9 Mast~r r~le8H (U€W iDA) 79-30~ 2 J . 'hi$ 1n.or~ i on CAn he found a-
............. fda.90v/oder/gl,lidAlloo/:.rtelex.htla. 'l"h~s includes adhering to the statement of 
til" oommitment and p.t;oviding the FDA with the follow.l!l<J: 

.. an annual list of all ind.iviciu{')ls and firms aut.horized to mal~e re!crence t.o 
the Om' and identification of /lny perty whose autho:rhllt.ion (tAS been 
withdra~ni 

an lUlIlual updatlt of the DMF or a stft-eement: that the OM!" .relMins 
cllrrent{whiche'\le.r is Il)?propriate); and 

att;.o:ndm.(;\~1t:S \t.~hich incorporot..e any changes in the DM.? Pa.rties at.ti;horiz0C t:.o 
!>~£cren(le the ;)HF should be notified of the changes before impleroG;ntation. 

Si.~ccrely, ~ 
At, .p ) 

;()A c:tI\.OV\..?( . 
Shaxon L. Browncwcll 
Tcchl1ical Information 5pecilll. ist 
Drug Master Pile Liaison 
Office of Information Management 
Records Management Te~ 

CClChron 
OHio' 17515 Orig. ,Dup. 
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