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7.2.1 All ,QuIIty C..,tete- .,Data
....to dItaiIed review by 051, _ ....,. in _Iioa 4.4. ...... ia .....~ in
..NDA suhmiuion to f\a1Iy .......-Itsof. study.

7:L9 A...... Sub....... 1JIcIadIII1 Safety Update

No adclitional safety data weN~

73 SUIIIIIIUY ofSelect_DnI"ReIatecIA*...:Ey_., IDIportut LIJBitatIoDI ofDa.., ... (:........
lefcr to IICtioft 1 for detail&.

.' ADDmONAL CLINICAL ISSVES

LI u.btI ~

In .. ira ~OY~ study, Ciplefloxacm Otic Solution 0.2%
~y fw 1 days dl_ in,...with acute, cotifftaso otitis..... The COIllIIIts of I
.....aIIins UIIit (.nv voIuIM: 0.2' mL) sheukI ht ihltiWiaro1M ...
twiCe My fer MY" _;yL This 1houkI .. the~ dole ...... in 1M ....

U ~Drul""ncdo..

Specific'"~....haY. not·.....~wilhCiplDt10uein Otic So....
0.2%. it *UtiInalsystomic .....,... ofcipmfloxaein. .... potatiaIlor",
~isa ly "U.
8.3 SpecIaI~_

Thepropo.t JaN......PEDIATIUC USE __ is u idtows:

'.' PUGNANCY

T....I'...... JInp..q eta',I.,. C:
A., '. ·1IuiafiaB 1lUdiIt .......pcrfonMd __..·ana 01up to 100...._IV...up to JO mJlkl- have NY 110 nidIiIM .,-.. a NIUIt of
.......iiI. In rHWrs, c (30'" JOO·.. ....,) .._etd p'I"-._
.......... rauldna m loa .... .....,.idIMI of ahortieItt hut 110
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None

, OViItALL ASSUSMUT

,.1 Co.....

Citnfloucift otic solution 0.2% twice daily for 1 days wufound to be non-
idmor to "lppfOved com)1II'ator, ycin sulfate ... polymyxin B sulfate and
h~ _solucioR, fortltc or..4iflUsc otitis·...... in childmt,
-1eIcents, _adults. .
Ciprofloxac•• soIutioIl 6.2% wu effcdiv- apinst the 2 )II!imIry...... pethopas
~"wida..diflUseotitis .....P~""""'_~
tIfiIftI.
CiJ*tt1oxlGiII otic solueioa 0.2% wa well to...... wMn ....inisIIIW1GpieaIIy to elM.....
..........adults with OR.

,.2 .........................., Actio•

....__NY"of"'"-dlclcy-- suhmittcd·ift til. NDA, tlwfolltnrina
..~.......,. ...Mo..IOfIicer.

c Otic Soluaiaft 0.2% is iiMIiute4 for the.........otitis.... in..
liNt ,.Ints, OM y.- .... ohler, clue to susccpdWc'"of'''''''''''.,.".,.......~.....

GiY............widac~inotic products, no.... risk ...........aetivitJ is
RJepIired.

9A LaIt...·...
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I".. INDICATIONS AND t1SAG& __ tM followiftl is prop0S4Dd:

INDICATIONS AND USAGE

Cipro....Otic Solution 0.1% is indicIted for the ......01..... --: '*tis .....·-
- ,due to ....,..tcS1I'aiIIs ofP__JIID1Itl6

.,....,.-~.IIIII' ...
MItIlNI 0fIIur'~C......:

TM oIHwe,...,.."u~,ex«ptdtkte ' .:::-'}k»It thejlnl_....

b(4)

AI..., 0J/IMr'~ Co...,.:

TlilII1Jove MIll.",.", 8houltl #Ie 1WiI«/·MfoIIsw&:

~OCIe .........J%.. fofotlc ... ...,.
NOT roR OfIITJIALMICva. NOT 'ORIMIIALATION.N01' J'OR INJECTION."

U.PUCAtJTIONS soetioJl for GENIItAL suhIIctioII, ...the lottowina add .... SCGOftd
......of..r...........:

Under PMCA1mONS.... for INFORMATION fOil PAtIENTS suhIIctioII, 1M scconcI·
....... should fad:

bl5)
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~---- .=---------------

----

b(5)

b(5)

b{4)

\)(5)

The first uf1M ...........__DOSAGI AND ADMJmS'I'RATION shouW
"~_u~~: .
The IOJutioII should be wannedt It; hoWiIIt1he .-. ill the ....foJ " I m"'" to avoid the bl5)
dizziness... lIIIy.... ftota 1M iMtillatioa ofa culd solutiaft .... die .

The ClJNlCAL STUDDS....of_ "lift, should ... Ift_U follows:
.

CLINICAL STlJDDS

-----~--
.- - ..- ._---------~~-- b(5'
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