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1. NDA 21-918

2. UVlEWfI.: 1

3. nvmw DATE: Sept 3~ 200S

4. REVlBwmt: Milton J. Sl~ Pb.D.

s. PUVlOUS DOCllM&NTS:

rmiMDAfI_
0ritiMI
............. (BI)
AmcncIIwaIt (BZ)
AIMndnIent (BZ)
ArnencnenI (BZ)
AIMndnIent (BL)
AIMndnIent (Be)

6. SUBMiSSION(S) .IINGUVlEWED:

....i••sllll!inll4
~ .. .

MID (BZ)
A (BZ)
......(BZ)
AnI....(BL)
-.-.nt(Be)

..... Jof59

~p*.

Q9..JlJN<o;2OOJ
lJJUL..200s
OJ.AUQ.2.oos
2$-AUG-200S
CJ6.SEP..200'
2O-MAR..2G06
,I-MAl·20Q6

Q=nrRrot-JUN-•.
O).AUo.200S
lS-AOO-*J
fJ6-SEP.21f5
2o.MAR-1OO6
21-MAJl..H86
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7. NAME a ADDUSS OF APPLICANT:

'F; ---~...-=~.~;. ft - ~~::_ J_,

NIIM: Labcntoria SALVAT, S. A..

GaD,"36
AddIas: 68950 IspIupa de IJobNpt

BarQ8bUa,S,AlN
pAREXEL~ 'AlUDCEL Censultin.

~: l""atStrwt
W......... MA02451-1163

TeleplKme: (18J 417-9900

8. DRUG PllODUCT NAME/CODIITYPE:

a) PloprictaryN-.: CCtIuaI
b) Non-Proprictllq NIIme (USAN): CipnJOouciJI Otic Solulion , 02%
e) Cock NamcIM (ONDC only): NtA'
6) CINm.TYJ*S~ Priority (ONDC only):

• Chem. T".: 3New :FemHllaeiOn
• SubMiIlioe PriCJfity: S S."'Rcrview,~~

9. LlGAL BASIS 'Ok SUBMISSION: '05(h)(2)

10. PHARMACOL. CATBGORY:~

11. DOSAGE FORM: Solution

13. ROUTE 01 ADMINISTRAnoN: Topicaloaie

14. RxlOTC DISPINS1ID: .::LJx _OTC
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16. CJII:MICAL NAME, ST!lUcnJRAL FOIWULA, MOLBCtJLAll
fOllMULA, MOLlCtJLAk WEIGHt:

COOH

MoItcuIir FonnuIa: CI,H.-'NJOJ xHCl Ul20,.lecu"MMs: 315.12

17. ULATED/SUPPOItTING DOCUMENTS:

4DMP.
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Iftfonnlden
U...._

sutlIIIi1IId (ftI..
.l.JOOI)
NlA
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A..._
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J ...f
I

HOLDD

HI

III

DATE
_VIEW

COMIUTlf)
\-...~.. tnolr---.6----:--'J3--tAA;.'··;"illll,1"'~M.~·~...~2,~2Clcio-l&06r·llNl~·'i~--I

/
/ 1 MofoiIt 1..__1

DMf
• TYPE

..

I AcdIa coda fGr I)Mf T.....:
I ... DMf......
ot.coda iIIdie* .....DMf..not....... _ fIHews:
%-""'1 DMf
J- filllllty_.......·s...........
4 ~1Ii. ill1ppJic1ti...'-A ilyto ..............
,-DMF..miIlIIII.
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2AcItq.., J.......... or NlA (11l-.is enoup data·in........... tbadn die DMf did
not .... to be rmnt4)

a. oe-.u.....

_ ... ""''''''' :-::t~,'-
t- --. ~";' - .....' .~~....

18. STATUS:

'. ," ';
COHMfSI'OI(:

ULATD
.UV1IWl..~ ....~. .. .

iiR' .
~

....- .
LNC v· .

_ .'w· •...•..

NlA;..QDlr..lIw
NIl.

DATE

O1·AlriJr-~.000A-. .
O1';AIIfj~JOOj

O1·ADrifolOW
NlA
NJA

UVJ&WO

... _.~

$. A'"
AmyL. Ellis
~
H1A
ftJA

SMNYn_,................
~

NlA

NIl.

NlA

19. OJU)ER 0' uvmw (OGD OaIy) N1A
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Ex". Summary SIctioft

The Cbemistry Review for NDA 21-918

DUJ&.~..",

I.· Recoin........

A. ................C...... o.Ap',......,

This'llPlication is~ for an_appmvaltlo (AE) acIioft from ..Chemistry.
MaiRlf........CoRnI paspecdve. .

....................4(h1t-MubtbII>Cca........,~...,or
IUdMue"'MSteps.-IfApproYabIe

0. S-""11 ofCheJDistrJ AaaI ..

A. :tNsutpdu of*DNt·~.) Dnas_"""',),
C~XIlC;in is a syndietk.~1onlI_biotic witIt ,..,...
~ aetiYity. 11is.~ coJllfOUlld Mis inVavaoQlly._I". and topiaUy to"'-av.nety of inf 1kJI'iIMI1--ofICtion of....
thaomquinolona is iMibition 01 eipIofJoucin

~""""ol"""llue"k:""The,...,....-.......
~ipIoftoucin Otic SoIuIioIl 0.1% is a ..... " fiJI oeic UN.

_,..........yialGf~ Ode SoMioa 0.:% *IiYcn·O.2S JIlL
G~h~ceauiV ..... 100.50..of~.iaa__
.,..v.....hc soIUdoIL The iMeli¥c ma-tit:nta ....'"~ ....
for iajeccioft. SocfiUm hycfhJxide l1l4I01 .... acW may be· 10 ,ll
C~ is IIVIiIaWc ,......, ,.. ofl·
eye."... 6-tIuor&-l y 7-(1..~l-qI ylic acicl.
Ita..trial femlula is: CJ1H,afNAeHCWIsO. me.....__ .315.12.

n.. c-'aI Slndaofcipm8oxacinIl~ is:

""0159
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.....to the A..-is d...sniaasdk::.n of. safety dlicMy GJfeiplot1oucin.
SALVAT his ........_ c.... 1tUcty CSMIIIiaI to vaI to~ safety""'yofthe pNJIOIICiIdnaJ pvduct. The NDA is,.....wed ill_Common
TICtIftiGaI Document (CTD)....

The ........... dwnoIIstnIeI6via CMC data ""m.4 in the appliation that this
new~ is JIIOPOIId twv ,..sblltuaoftM" .
~ The manufMturifta·u. all ...... founcl ...-.. widt till om-of
eom,a 1'hIpmposi.~ have belli foRd ......... sui1IhIe fora
quality poduct. However, COI1GCJD over the DCW~ JIIOPOIId ~ntaiMr/""
.....1XisIt. The 0tIiM efDnaa Safety's Division ofMeclication &mrs IIId
Tdii. SUppatt (DMI1'S) ap_ the UII of..pNJIOIICiI LDPE b(4)

-=-"" - Their was" dIis W0UJdhe mi for
.....lorcnl DMETS,.... e-ofsuch...
have alrr., 0CCWN4 with om.JIftMIucts. Thc rnicw to._this and.
~wu nIlGIted that this ••serious saflt)' 1OIICeIft. The saftty _ was
~to" SJOftSlDrv.~ OIl~h"2006~ s.....mtIy,
PAUXEL IntcmatioJIaI (PARlXIL) on behalfof SALVAT, S.A. ....
noU6IcI .... FDA of..·· aIW....-" s,-o'1heir,..ina
NDA. "I'M!IpClIISCW the 0""" liNIG.ld" ,.,educt .
doll ... di........ itMIfftoeal.._ f "" .. - . = y.....,. ftlUtaof b(4)
.-iaistraaion i.e.~ dbpr... SALVAT w.-.. tD .
....~ dai foratio yials; howcwr, the7 haw _wi1hdIawn the
idiaJ pNJIOIICiI pro4uct k...... GiVln .r.ty cenGCmI· whidl oouht
mutt ...., .. aJIPIOV is .........

m. AdJDlalltratiY.

A.......,..'•......,•

..............
0..: Millon J. SIeIn; PIt.D. 0.: April" 10M
CIt'M'''''....Chief: N__a. ScJIIIauC "'0. DIICe:.....MM.,.,: SusIItita ......... M.D. DIlle:

c. cc: S._.S'PM
~

s._1IftKOniIIC
sa..MICIIIm
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