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1. Introduction

C {o inotie solution) 0.2-% is ._Io;· {••.d...~G........

c quiJIoleM~•• EIdt -leW ~ dIItvtrs O.1J JIlL of
.....~.to 6.$0..ofcifJfOl.leueia; oumtDt J'IOfJOIOd.........viIilIs 14 Ii......
.........,.,foil pouoh per .....

C~"iDyitte_yity""~~"""'tI~.....n. _ofGipmtloulia ".,..with..1IIlJIM0NA.....
whioIl is fOr tile synthais of" DNA. 4ftclop
..................1"'01', ...

AcUtlOdtis is otthl..., ..--.,........
.....of is ty W _ ,..•••
1)111"."'. ofotidt aia(- clil,_fiJIt) ( hili.............,.-.1). .
c. , efeipro 0.2ft i.willi kOl ....
.., o O.3% widl....., ...., .......
NJ)A21-'I.,. ..,,... lIim '.XZ)of....
fOaCAct.As.'.. 00(2) &_ 18 RM9s
,._.......of__ __CipIo·HCOdc(~ IoricIc_
h,....,....•••lp•••I )1IId~· (Gi,U"-u% .'''o..%)
...OIieSUIII JIRW- UIM I , As ....
~....·for lilyis pli...



Ali ...vaIi......Nft DIu, (IND) .,,1ieItioft ferCi~ Otic SeIutioa 0.2% wu
...wd ia A,nI2--604. NDA 21..9llwal by ellfttenlll&iaMl AlIev....__
scctien SOS (lJX2) ofthe FDAC Act on Juao t••, Int8matiaMlRMiy._ appIOYaWc
letter April', 2006. which __..boforw.. Ipflicldon could tic IlpJIfOftd, must
suIilmit a W GOfttiauration, stability iftfonnation-fer .... new yial, ..., carton
and Buod OIl .... initiel product.....of'.. _
yi*. by _review _the PftJCIuet dkl BOt 4istirtpWa itscMhm
similar USlClfor a1temIIiI of~ i... llIbulizerr..........,...s.

ROllA""'. aI ,..formod a systcmItic miew of antimiaobial--., fOr AOE IS put of -
a mu11idiscipIi-.y.8V~ elbaicll pideliM aate4 by the~MIdcD)'
of~""'J..d"Neck.....' ' (AAQ.HNSF). "....-.. identify
reIcYaM~ GOfttrOU. trials (Refs) _ dtriY-.........,.cstbMta of..siP by
statistWUy peel fiom siMilar _ .. Doaeriftive~ ofJO f!IIIdomiud &rials
ioel.... in data sec IN SUIIlIMrizediD tho V..ofptlbticatioa ....
froml'" eo 2005. with '0% ofstudies,.. 1994 ancI25% in~ or ....

b(4)
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11(4)

--------.,.- -"'. _.-
T.J ..

In _..- ftOIMIU ·~ IChitvod
CCIII 01 eRn" for AOE It3 CO 4 cays, 7 to 10.~.. 14 to••". QuinoIona
used ..the........,. weN ot1oMcia(lstu4Y),~'"(3). .,........
COIUiMd with (2) orh~ (I).

mthe pRe ~..... IIld...... IIItimicIolNaI ...1GhieYtdcom, cure"" for AOiat 7 days. Most SNdIa-. ....
bl_ oflow~ ,.fonned teiIct. ~sta0i4 in die
m• ..,.WONe lto~c......iw' ...., ac.
~. .

C c~~ OGCWwitlt-.ei...ic vsM6iotiG, ys.........
_ _~ yl pIu W ....
...,.. ,... iDoi of cliaieat.,...
willa __..10 tS%.1.ioJoIIc ""-y.' of visit. Quinoa.a ....sJiPdy................,....~.......
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~.~ ~." ~ ~.~.~-_.-<_._-_._"""--::~~-i

r-~=t1tIiIli::!'~~:Iitlli'J---i r::======:=::===="--=._ --+-:'~=.~.._. rr5>----f.

(......y) f..-- ,of'" cIIinl)widI ..UD.of
NMT -::-:.••unit is...."'. -
- [If' - ...... ' _-,...10

.U

The."a. 11M..............Division NIy.. its_in.. ofsafety for ....ioIasly .......
odeCJ~~ '" support......NJ)A, SIeIiaa .$<")(2)of_
F""oeI, Drua- C•••Act. TheIe., ...
c.........__.... in ... U.s• ....., ..e..He Ode Suspl.a. (02%
~_1"-~ 1IIJPIO¥Id .-...> aMI CIpIuctIx Ode
Su.sp__(o.J%~IIId 0.1%__Ed [1 '.8.........·ClIIiIiI .......

. ..........widtlJ1llP.-.ay....).

SALVAT MMe_.._.,. ofe.'"a .Gift~ ocrtiEIltie
cIIIa ·I _ .....,..........w.t ...................
1n ~i$_· foI......acic ......,....,....D.........

of c JIfID is."·. J)inillLL A4iIIitia"'11.~""'-
...IU .......
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CliaiAI Study CIPROT ltv 031A 02 was a,......, ev....,..,.indId~ stucly
.peeI to COftfinn the hypoChesis that cipmftoMeia 0.1% was at .... ascliniully .
etrectinas~yeiaI5111"''' Polymyxin IS SuIfiItc HycIJoeortisone Ode 5.ehdiM(PNH).
PNH had~'''1'''' batlt._of diflUae otitis ..... ill children,ado....., .....
A total of630 ,iii WCN rIIIdQIaizcd, 311 to" e itouP and 312 to dtc PNH
poup. 'I'M eliJtieaI i to ... (CrtT)~ iatc 31 in the ciplefloucin
...... 309 in PNH'-p. ApproxilMJlly 22% ofJllli••ICS.in'" tratIMtIt.., w..
aGIucW hm e~pIt...-ol (CPP)__nlti ,.. pIOIOClOl (MPP)
populations. Ottly,...· for whom ....qu ~ availlblt weN included
hi ....Mm" MPP popUIItio&u. .

~.,..,.. I" t(t) - ataIaI Cue

Clinical Cure 81'"ofall ...diIIieal· and oeonhearaolwd
(I)'mptoIII of0) It Visit 4. AIChouIIl-,.... Clinical CURl ..u....ofall
duw dinicalli (pIia; (..DEIUCO OrO) at Visit·4), Visit 4tIIbs,...~9'" 1 day 0'......'. Ods is.~ .If
limitlld~;,E~16"aftIrdiapelis_ 9days"'~""- JIIOVi*
...ilityto _., ........ notha¥••j~
....iB....ity A 1ft_..alUIIioA wta the.....,. -'Point ofCHaQI C..
II ViJit 3 (bd.otT OIly 8-10 orwithia 2 days ofad,.~).

fC......(%).,....... T........ __•••_,,,lI,,_ '""~ ~)

~ ..tS%CI.

~oi'-"·:

CIBicIIC...

s. ~c...

'24' .
113("")

44(17.1)

• J'

243
t.,(tcM)

J1(D.J)

-.- ? . ".

iihah,jiW
C1iItic*C..

S t ....C....c..

N. PIF~)...........
~..... ..

(N-.JJI) ,........',li-··.···
2M ('1%> tD'(~

51 (16.0) ..('t.•)

'fIr1 ••III .
(JNII "'tll )
....·a

4.. (.16,.1) .



•
As noted ahovCt Ciproibucift danon.... suptriority to PNH a the..ofn__. This."y is not lost It evaluatiou.

S-,.. pnvious~ in tM previous v.ofcipIoftoxacill for. varittyGf
indkt&iou suppottci,.. 0*~ fcJr 0dti$......sifttl. aWitioftai
cliftical trial his belli~ to support".,pI"'.
CIbIicaIMil""'"-IdIatifIcatIo bia.......-..,

III Clinical Study CIPIlOT nv 03 IA 02, theM~ ,.-PtotoGoi (MPP),.....1. 1, ill elGh~ IIOUP (10% _12% olm. Clinical Per-Protocol
[CPr] popu rore~ IIKl poIyJayxiftBI~ hy4locortilOlW [PNtQ pupa
rapec;tin.y) hid It pa&taopa It..........".~~... isoWMtfionl
•~ of (11% in tile ciplOtt.-• ...,_l9%ift tfac PNH 1ftMIP)•
..QrpI.~lIIIIWlIwas itofated hill 13%of"'" ill the ciplQftoaein II"NP _11% in
the PNH group.

The pctIUft of infected with~~_S.--ria tho Mm.........
wao sintilar to iathe MPP p0IMII'"

A'"l~",,_sensitivity of.......ofS.,.,.~ i1#IIfPIlurt
to. SCMdard·ptftCl:oflldiotics upcIII Cliaiaal.. , ....,. ......1..... b(4)
(CLSI)"""'" Vitek TM~ .icrotitIr IIII1ddkio1L
........ ......,. the -wtivityof..- criplOtJoueia '
_i.......i...., for Chis study (dw eipndt __>to d MIC

ofcipfefto_dil.for TheIl MICJO _MIC90
ot.ftoxacift,. S IIIIIWU"'~~,.

...... MlCso _MICge ofciJaf1oxleiR shown in 1Ilc below w«c..
eli..... in MIC isotIta hID iIl1he ..., ·fJom
.... in.. PNH f.~~m.MIC.of~was

O.t2N'mL" the·MIC,o wu 0•• JlWIIIL For.r .......MIC" ..,G.2j ......
.....Mtc.wul ...m....

I.,.....,'D' CfP Vilit 1 1.1 ,...._ '_.1'1'
.......iI I.t ~'IIi "'i••'I••~'"Vitk)
....¥Wt ..




