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Dear Dr. <JripoIe:

PI-. rdrr 10 your.Jwlo 9,.' DeW drul appIieatioa (NDA) .........t to 5O$(bX2) of
die , ..... ,_DNte"eo.etie Aet forCETllAXAL (citatloxaeiD otic ) O.2¥..

w. aUiaewledplW. of,...~ ....JWy 13, A.... 3 aDd A 24, Sept__6-.S,...,.31, MaId 20, _March 21, 2006.

We complIWeurrmcwof"'~••-dI6\ _it ovab........ tIUI applicaCioD
..y he ••zen'" hew.ver. J!IIMl1lilUlt submit .,. stelriIity iIIfolillalioa for the
MW viaI_., appIieUIe ---laMlias ...

Ia~ Gopiea of ~ .....lIti.al1IIIl&Cria1I ...,.....to \1M for
tIba SuhlitaU pIUJM:I iadidw.-t-lIp.....DOt'" prill&. Scad..GfIIY to
the DiviticJeofAaei-JafoGtiveIft4-OpIdItaIme.~"two copies of.......~
JMteriaIs ...... pICk...__ diRetly to: .

Di¥iIioft·ofDluaMa-..Ad¥CI'tiIUiI. ...C.....--.lIf'l)..42
Feo4...~.~
sat'iI1Ien Laac
Rockville, MD201'1

W'itbiB 10 days date efthillettcr, JOU aN ,.....10 tIIis Ipptil:....QDtifyus ofywr
iatIIIt ID file or foUow OMof,.......CIftia 21 CAl J'l-tllO.II,.de DOt
fbIlow..of_ will coaaiCJIr J"W-,of,..,•••• rcquat to ••'raw tbo
............21CPltJ14.'5. Aay lOaJI 1iIttd. w.
will BOt JIIUCiIIIaJIlIRWNpIy••-.;or-.a wiD ·miew clock"~..all
ddcic............lllfd

U1ICIIr 21 en314.10J(4}.,..,............,.... tel ceafenacc" Diviaioaof
A1Iti-Iafective..~"....to __ wIIIt 10............

,appIklti• ..y" ."..ve4.



NDA21-918

"2
The..pl'O(;kaet may IIOt belopUymark~uatil yovhave beG· aotificd in writiat t1Iat tIIia
.,,1-' is 8JipftWed.
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