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KEVnv R Mvarxx 
Ammm L. xoAc We are counsel to Banner Pharrnacaps Iic ., on whose behalf we filed the SANDRA KvztiuucH, N.D . 
sTMIEN J LIEB above-referenced Citizen Petition, which was docket¢d an October 28; 2006 . 

acoUU$d 
A.Tzo~ s. S~o~ We have just received the comments on the Petition by Bue & Beardsley, 
BARBARA z. MoRRimY counsel for RanYraxy Laboratories, Inc. These comments 'A,ere docketed on 
RoSERTE . co~~ February 28, 2006 (a Ii~Yk has not vet appeared on FDA ' s xvebsite) . 

. . DEENA LEYY WEQVHOU9E . . . .. . . . . . . . . 

nARREN M. smoN This is to advise that hanner will file d Supplement to this Citizen Dam A. ZwntLY 
PEARL zING LM sIEw Petition, replying to Raribax>>'s comments: 
JOYCE W Lux 

~ ~c ~. It is respectfully requested that no decision be naade on Banner's Petition 
NATHAN D . WERER until FDA has reviewed and evaluated Banner's Supplement . The Supplement SAmuEL R ,,,~~ will be submitted ~~-ell before April 28, 2006, the 180-day period for FDA to rule 
H. SARAH PARK on the Petition under 21 C.F .aZ. § 10.3G(e) (2) . 
Scow A. CLARK J - 
THOMAS E PAESSON . . .. 
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SEAN E . RYDEe 

" 

JE110VEx CHrnvc 
JOHN S . GOETZ Charles ,9 . Raczbic;heck CHm D. Sum 
Twma a. rrEYAw,u.x CJR: Bav 
KmExtY J: McGRnw 
7nsn E.BAvE&wni'* 

CG : Charles ~ ~~ 7 ~ Ttl~ti' ~Ttl~ti' ~ DESOantc L. Lv, PH.D . .. ,: . . , 
FsnivcwusLanEroi.n-DuBn Director, FDA Division of Over-the-Counter Drug Products (HFD-560) 
Peun. A . Lsvx 
Arrrorno PAracEOxeiou 
ANTHONY D. Musnmo Elizabeth H. Dickinson, Esq, 
n"`'m HERMAN FDA Office of Chief Counsel (GCF_ l ) Vim FRANKS 
*Admitted to a Bar 
other tLen New York 

,~.,.~. 
f y~,, 

t 
~~ ~~F' 

CALIFORNIA OFFWK 
4660 LA JOLLA t'rVLAr,t : FIR. Sur~~F; 350 S,~N Dfi,;~:a : CA 921`M2 

l `~~1 : (E~~3) ?.~~ . . :_~000 FAA: (8 .~8) ?4~1-5 1)OI 




