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1'WID No.....M.D.
NDA21·911
CiJn&lfIlCia O.-OIics..-

The appIi.............·i1l tinueiaicID ........ 'ipifiant payments ofoIhIr 1OItI·...
to III invatiplOn iii .. studies lIftd .ity infonMtion as provided by the inY""'" as
defintd in 21 en. $4.2. NoM ef. lisMcl invaUpaon IuMI fiMncial infonMtionto _lose.

5 CLINICAL PHARMACOLOGY

.....Dr. C....~"l'WYiewfor thia section. A JMIIt 011111 summary olhis Inn is
UW~: .

The sponsor buo4 thoifI'.'"ofsystanic~onofcipmtloJcMin foUowiaa
..........of~in.tic.ludon0.2% to.....on lix published..........·of
the ....... cipoftoxMin wu _iRiRnd as ciproffoJulGift ode IOIUIion 0.2%, ciproftoXldn
ode solution O,J%. cipNfIoucift. solutionO.~ OJc~ 0.3%1 ............0.1%
ode suspensioAto..or both W.-. ears. TIIe __ and dosina hquancy'"
beM studies. AIdtoup not'" SIU4ia whoa 1bc blood"""..obtained, it
was ly 1".2 whIn ,.,.... ia the study. Amona fivesut. in
which.. lower 01 wu cidwr $ .10nt'inL, nota hid
~..,....~·otcipleftoxMiafoJJowina....ltiple-dose ·

In"sixth _.~.... .' • " __ ......01.:-"--:" lou-.:-.-.~..-iT, ........ .' GOIIC. opava--- '---.-..-.-
~.f""dIopsofc"""inO.J%I""""""O.I%otic."I ..ioaill'"
arwas 1.55 n...... The .....mwr pl CCIM.............. in this...., is _lew the
low. limit of, fltilalion ill.othtr _is~with tMir r...............
m. this SbIdy IN~"theftndinp in CJfkODmc-(ci~
oeW., ". 0.1%) I.inwlt~hthe._~.~ ,....
~of.~rollewinl~oI4cIropsofCIPROD. . • .

. (tolal doN =0.2' MI., 0.14JIll cipottox.in) was 1.39 (0••) aWmL'" 0.H1 to
3.45 nWmL. ,.__~wen oblllWClwilfrift1'"to 2 lin 011.

Refer to .... , '""_for__led nrvin, m. to Dr. C1aIfIes .....8.' NYiIW. 1'his is.
topiaI procIuct with min.... 1}'SIlIIJiic _W)OM .r........UWldi-. cipo8aac:ift•

. ',.:'.

U bpeIIIn- ......

...flO Dr. CIaarIa 'NView.




