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EXECUTIVE SUMMARY

Ciproftoxaein is. flllOlVquinolonc apnt with spccInn anti...... activity. The
....idII action ofciproflo,.in results hill iMlrfcr... with the aIJYIM DNA
tyr&tI, which is needed for the synthesis of_taiaI DNA. Cipnlfto..hu hcaa

. shown to he ctrce&ivc apiASt pethopns coommonly identified with otitis.... (0£),
incJudills~a~ and Sttlpltylococcra tIII1"aI.

Due to their .... spccInn oflftthctarial _vity. fJuoroquinolonn .. incNII.yof
idrat in the topical tnatmont ofcommon tar infections. Top_ fcmnuIa&ioMcontain., eipoftoxacin in comltina&ion~.~ and daarnethaono
(CIPIlOO£Xe) have been approvodin the US for the ......0101.

The AJlfJIicant .....its a NDA for Ciprono.. Otic SoIU$ion 0.2% in acccmtanec with
SocIion $OJ(bX2) ofdle federal Food, Dn&t. and Cosmetic Aet. 1JIc JIIOPOSOd..
product GOIIIiIts of. sinal' active i...... ciprof1oxacin bytkodtloride, devoid ofany
~ compo.... CiplOtloueiAOde Solution 0.2% is a __ otic soludoft in
unit ... vials JIIOPOSOd for the twiGe cWIy ofO£.

The AppIie_ bas~ ill Yit1'o lAd eli"- withc~..to CftIuete
its~ activity. 'In the CoN and SlY....of. published studMs, tile JIIIhopns
Ul0CiMM with OE have been idadt1cd... when tatcd,~ IUlCeptibiIity to
eipro While tbI Appliqat clidnot c ill Yitro~ity......of
....cr isolates ofS. aweruOf P. a they di4 subInit lUl\'oiIlIMc...
froM SENTRY. TRUST and TSN within five yean. It should he noted
..........from the litaatUrc 0It SUINJlIiIIiIitJ ofSo IlII1ft6..P.~ to
e~ is notahundant.

A --11IIGbof. FOCUS ...... by dNa Jtcyiewer (J6 MarcI!J20(6) yieIc*I data
~ sUKCptitnlity to eiJl'Of1oxa&iIt a.y IJodt So .,..,.P.~.
n.c buccI on the ..., ..,," crillria....isW fer die~ use
of~iit. ~biJitytoe~" So.,..,· .$1.1% of
total.... tN-63.664) iA2005 to n~3%of"''''<N-__ ill 2...
~tociproftoucin inP _2 of1Otlll .....
(N=6U'l J) in 2005 to 64.1%"'total fN-JJ~ in 2006. 10
c in.S. .",."••IUd,...37.7%.0'" ...... (H-n.9D) ia2_ to
3U%or "1. (N-2I94) in 2OG6. a..ill_.10 ciJlIufIo" ..1'.~
••••d"21.1% oftd81 iseIata ~19,2t1) .. 200510 29.4% eflDlll _1"11
(N-1''7J)'' 2G06. The ch ift"1,__and...... to........ ialJoth_i 2G05 WtNCMIf--to20G6.

ttowfttr:, ..........,_1t06d8a..C,.,.ll. 10 1M..."",idIet ill..ARM
...........- i SSTh,~"""'in$. p.
..,." MIO~ in.t _
26.$%01 ill..(SENTRy ....) 18 3U%of (fOCUS cr.)
ill 2G06. Raiat _ to c.iprofteuein ..,.~milled 20.4% 0'''''''
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