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Chemlstry Review Data Sheet
1. NDA 21..918

2. REVIEW #: 2

3. REVIEW DATE: March 17,2009

4. UVIEWER: Milton J. sk>aft, Ph.D.

S. PQVIOUS DOCUMENTS:_..~
on.-.
~(BZ)

Anlendmcnt (BZ)
AIMndment (DZ)
Amendment (BL)
Anlendmcnt· (DC)

6. SUBMISSION(S) BEING REVIEWED:......,.....
~(AZ)

~(BZ).

~(U)

~(lJC)
~(IC)

7. NAME. ADDItESS OF APPLICANT:

~­OJ-JUN.2OOJ
03·AUQ..l.
2J..AUQ..1OOS
06-SIt·200'
2O-MA.It-l006
2~·2006

••IN>EC.2OOI
.j.JAN-"
29-JAHoaot
02~.2CJOt

NIme: ~ia SALVAT, S. A..

Gd,3O-16
A....: 01950 • .,u.._UotnpI

....... SPAIN
ANSON.,.,

~.s.......: 11460 N. Mlridl. Stnet, S*150
C.-.I,IN46O»

Telephone: (311) S69-9SCIO
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8. DRUG PRODUCT NAMElCODWfYPE:

a) ProPriobar)' N..: C.....
b) Non-Proprialfy N-.(USAN): Ciprofloxaeia Otic Solulicm , 02%
c) Code NanoI' (ONDC only): N/A
eI) ChaD. TypelSulJlnission Priority (ONDC only):

• Chcm. Type: 3 New Formulation
• SubmissioII Priclrity: S StIIIdIrd Review, sw.auliidly equiYlltftt

9. LIOAL BASIS FOR. SUBMISSION: '05(ttX2)

10. PHARMACOL. CATEGORY: Anti"-...

11. DOSAGE FORM: SoIutien

13. R.OUTI OF ADMINISTRATION: TopicIl_

14. RxlOTC DISPENSED: ..i.Rx

I e ~ {'--"I."I- _ANI-~.,I lUll ........ t"Y1UI'l evCTR~.
4 •. N'UiWI'4j!'&Ii't?ft''!?VliW~t''''''''':_-~

. . . ·.sPOtS......- o.,a•••d .

}I. Net. SPOTS -
16. CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR

FORMULA, MOLECULAK WEIGHT:
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Me."Fonauta: CI1HlaFN3OJ.tICW¥>Mo"'''Mus: 31S.12

17. RELATED/SUPPORTING DOCUMENTS:

HOLDIR CODE!

b(4)

I AcIioIa.cocMs ferDMP Tal*:
I ... OW......
0IbIr indi••·.......DMF _110I...... toPows:
2-T)pIl DMJ3---........., .....
4-.-'I J 0 .. III_Uelli.'-A......., ......
6-0Nf...,•., .
1-0IIIr( -e..1.1-,
1Aill '••NtA (ThIN Ii DMf 6t
.............utel)

&00.DMI...dI:

...,ot31
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18. STAnJS:

,;; , ......... '"
>;,.:1 ~ .. _4'

.f

COffSttt ..,~ 'C
UlATD UCOMMJNI)ATION

WI

.'

DATa

. - :.

19. ORDER. OF REVIIW (001) OftIy) NlA
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Tlte Chemistry Review for NDA 21-918

A. R........_c........AppNnIIIItJ

11iia ."Iiadoa is..nIGOIIIIMftdId· for MlIppIOvallGtioII hnId11 Chemistry.
MIIml....... _Connl paspcaive. ~overall"'"
.........ion hilt Oftice ofColftpn.a is stiR,....... AIIhou overall
_ .....~w.aiv·.()90.A..2.' fartho
sita was suhmitlld..COIftJdIdoa·JI'ftdinI. R.,.Me .. ClOIIIInIIl$S ..Quality
MienJ I'fticw is also ,.......

................. ,.... .. (PaIt-M8UdiIa)C..........~aatJJ•
...M.s.....S~ IIAppNqfJIe
lWA

D. S•...,.fC......,As.......-

A. DacrtpdM .,...........1) ............n(s)

C~is.~tluamIui_loMaatiItiadc with............
• __... activity. It is...u.e....iaIlCCl is inUavC8OUSly."".1IId topic;IIly to tnrat. vuMt, ofiafJ 11it....,..ofMtioa ofthe
~1oMs is -bidon of iIl ,..., cipRlfloxacrin
iiIIaMtI .... synthailof irIL Tht,.., .......
Cipfen.-. 0ti8 SokaciaIloa is • stili for otic use•
...........v..of~QicSohdiaa'~""02l..L
e.....ia.~.......CUO , ift._..,
..........w-hl.1uIioIL 1"hI ••IIIM •••11.011 and WIMt
.............,... ..,.., lO 'tt
C....... isavai1llM ~_H'"'' "'0'1-
.1apnwI- 6-....1•.....,. ,..(1 iayI)-,.. u ...ytic.id.
............... is: C"Ht~NIJ(); 315.11



o
,.

Itl
ll'

~I
if

f
IJi

i!l
!i

It
11

If
!!

fil
l

..
I•.1.1

1 .1-1
r.~.
~
.
h

I
'..1..

,1...
A

.'
'
.

'
.
,
.
(

..
..

.I
·t

I.
'.,

.-...
Ii

·
.
.
.

I
~
.

[
.
.
.
,I

i
r
tf

,_
,

'1
tJ·

Jh
!

tf
l.

lI
l!

l!
IJl

!;I
:

Jl
..

.-

~
...

...
f

..
.ti

l.
,(.

;
~r

'
11

11'
1·

.1
·.
F

.
[>

-
i.a.

.
-,>

..t
~

.
~

f~
1'

,.,1
.

I
'·

.

'~l
lli

rli
!i

l'lll
'11

ir
iIi

(
..~i1

i.11
..

~.
~I
!

_,
~

-.
1~
1~

1
._

-

n-"
1.

1
.U

~'
ij

i"
·

h
t-

,
i
'

•
.

..
.

I.
•.

.
a'

.
I

c
r e

r::
r
~ -



b(4)

b(4)

b(4)

Oft April 6,1006, FDA issueQ 1ft approv8lc ... for this JIftKIuGt. Tho aaacy
~ that the vial eoafipntion be"led10 preveat .,...w for this produet
to be mistaken for uoeher", Additionally, .... sponsor -
- ,be chan.. to 14-count pouches, one • ., oanaponds

to 1 day. (14 vi"'). SALVAT IlOW proposes • unique confipratioa desi for ode
vials. Several new batches ofpoduca w...-tictuNd..,...._stability in •
new villi confipmadon aM pIC...(l4-couftt), -1udiha.'phpioi8n _pie
,... (2--GOUDt pouch). The-, fer bodl .... LDPE vial prbury,..and the
foil over-wrIIp pouch ranains the ...... the IIlIIteriaIs used for theon'" submissioa
~ The spoIIIOr~ the.~fiadsize' -_.,...~-.--------

Tbe~ovaaIIsize oftile vial ........ in the--_ ... -_ .. ", ---------------------- ./.
1fo\WV., the foil peueh his been :-=--' to accommocIlIte tho addedvials. The
miauta ofthe S...._ 13, 2006 meetina with SALVAT reflects .... diIGussion of
dlo new vial confipntion. The NSpOIISCI proricW to s quadans ....
Oft satistaetory stability results for the proposed 2 pmduct shelflif ..
.-isad"lin,_prwviously submiItecL The sponsor ' '

, - - -j suItnli1fod. incomplete
ItIUbntission oftbis NDA~ II,~with 4 stability...to suppoIt
the pIOpOSOclshelflife ofthe MW vial drut product A..,.,ofO'NIIeIIhip
of"NJ>A _k to SALVAT was oorresponded to Apacy ia OCt 10,2001.
SALVAT, provided in this IateIC.....istion (31-oct-2OOI) stability..oathNe
studia ($ batches, G _ .._ F__>ofthe contIiMr G10suN system. 1'ht
.......... for ...batvIa upto36, 1~ 3 .......
.......v••)'. S1IIrility test results ill two .,..S
lJIrGhea, Gbate...have by spoasor. 1'hIIccerrwtioM invelve the
._of.,---

AppInftdy, stUdies did not
... into~ the wllft conteat of ....
...."1.~ conadon &ctor. A 1M spa the cerrwtioM to the
..... alcaladons do RCIC sIIbiIity _ ..,...GGlIIIDI*d'S weN

~lothe a.o tw precIuc1...i...... lo
_We... toss, wiCIt .., I"",--wil
~ 10 tho sponsor. SALVAT to. with ........
cdIriOft at -=- This wu tGuact w justifIcItiorL SALVAT
..... ,. '~ _ b(4)
~-::--.--=" 011 the filii .,.,., ......

....ityCGMitiOD for pICk toCClllfinn .....
rouainIlftCIIIitClrint is ..,.. "he IIIIliIi&y .
......_ 6t ., ., ' ••Iia. 1'Iw·IlCW iIId
...................., Mia.._-a......................................,. tk.-,.l' sWfti... of
36..._~..........(ls-c·~forthe l6



_~~~,.·;:--C-IPU-·;.----.'f.......BV~¥VJEW--~--:;"'-i··.-.. .-:~.~l:_
Eueuti•• S-BWY s.tioft

........... and61ft01ld1s 1G8-..,••1I SlUility tors bItdMs ( ~(4)
II ....1ona-temI- 611l011Chs .......... SIIlHlity updlttd fOr the G~ha (14­
vial,., pouch},'" 6 ...........__.-611lO11dts .........sIIIWIity .... for
... , .._ (l4-vill,. pouoIl). A l ........apiry __• is""" rer..ph".._pie conf1....,... (2-vial per poucIl), ...Oft 12 mondllont­term_6 months 8CCI'-"-,,1tIbiIiIy data for physic_ ..,Ie....
eoafipRdon.

The _f'ilcturin. sites have not all boIIl found~.. witIl the ot1lce ofCom,t... IMpection oftwo sites is onaoin. with antiel"" SIIis&ctory results.

m. Aclmtolstnth'e

................
a-tist Mi_ J. st-. Ph.D. DItc: MIIdt». 2009
o-illryBlue.. Chief. NonMa It. SdMnuff, Ph.D. Dato:

, PmjcGt Mula«: SUIIftka~M~D. n-
. c. cc:

s..ataSIPM
MoIediMNlMO
SclantuftNICIIdC
Sa..MICla
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