
NDA....'.tory,..·....
•• 1

NDA REGtrLATORYJ1LING REVIEW
(laclwdkrlM_ of.....MeMIIIIl

NDA #I 21·918 SUpple&Mat, NA

ProprMtaryName: CI11t.AXAL
IstaIiJIiIW Name: Ciprotloucilloeie soIutioIl
S~O.2%

AppliGaat SALVAT, 8.A.
ApDt for Applieailt (ifappliea81e): Auoa Gfoup

Date ofAppIicatioIl: J1Ulo 9, 200$
Date ofRoeeipt J\me 9,.,
Date cl$Ct started after UN: NA
DMtofJUial M..... A.upIt 1,200'
filiDa·O* Aupst 8, 200'
............Date: 0Ct0W 31,2001
AGtiea GoU DItc (optioDIl): April 30, 2009
AI AetioaDMe: April 6. 2006

Type ofOri'" NDA:
AND(if.,.....)

Type of"''''''':

(b)(I) Cl
(b)(l) (]

(b)(2) X

(lJ)(2) CJ
NOTE:
(1) qyou htIw qtlalitnu"w"" tIN"'ktIIkm UII JOJ(IJ)(l) or j05(b)(2) tIJII'IkGIitI". s.ee

..,..A. ..4.",...eIIIf I!Je eillwr" (b)(J) 0' II (b)(2) """8$ofwlietJw,. orlfbItII ND.,4
wtU" (b)(J) 01' II (lJ)(2j. q 1M appIiaIIIon til" ejJkaq""'''tU II (b)(lj, co""""'" II.

p []
' ...iuioa........to.' 0

s Xo
3

....c~
a-1i'laliaioD...withdIaWtI?
C__Claaiicalioll: (loU•.)
0tMr (mpUa, arc, etc.)

YES X NOD
U..' .. 8.... PaW [] ( ) 0

W ( ·btaIdl) X

NOD: 1/_ND..4 b" JIJS(6)(1)~-,..,..",M1ItIt,.,,,1- iIt~011. j(Jj(1J)(2)
..""".,. (He" 7011. U F. Onw «JIfIfmt M • ..,./_u.,~by~..
U..F.$ll#iIt tIN 0JIb 01 ..,JWiJ:y ..,U"""""Io,."..,.t- if: (1)'"
Jl"fHl-I~ ilttlw .J(IJ)(J) appIiaIIIon U IIMW"""'''''' or(1).""'"""""uw·
httlifJIIJIMftw"..-..."..,.."",..M1""."$«IIM j(JJ(IJ). 6xdrtpla tJ/a ...",."".,,/tw II

l14e"..."..,~ 11"'''''''''''''11'''''''''''''''.,....__~Mlelt. 17»
,*,.,.10....if."""'u~"..,irttlINtIMfor" ..u,.~lIN""""i
IN't'lJOMI,....,...."".,~ .... .",...,./tJr..pnItlwt~ lit 1M tIJII1IkwIIM.



NDA......INY FiliqIteYiew

"'21lIt'II.,,.dlJI~. belt•.,..~_."o_~q'you 1W4ouU*"itI"'nei..uw
ifliteWli~u~.II1WW~ftw IIl1.N,pl__ COItIGCI. Uur F.:l1qJf.

• Is theN any S-yaror 3-yar oxelulivity on this aetiwmoicty ill .., IpJJIOVC4 (b)(I) Qf (b)(2)
appliea&ioo1 YES 0 NO X
It,.,....

Not« Iftltc..undIr rm.w is a S05(b)(2), this iIIue will be __1I31d ill dIWI ia .,,-1Ii]( B.
• Docs ..haw OJPhadnaa exel-mty forb .... iDdil:..1 YES 0 NO X

NODVIS 0

If,., is tile dNsCODlidlNdto be......drua llCCOIdiaa·to 1M......defiaitieaof_
[21 CFIl316.3(b)(13)]?

•

VIS 0 NO X

YES 0 NO 0
YES X NO 0

YES X NO 0

YES X NO 0

• :00.....s••.,........~veia*x?
Ifao,.,.

Ifyea, eouaIt· thlt DiNct«, Division ofRepllloly Policy II, omc. of....bltay Poliey (IIFD-001).

• Is thlt ."lic..atr..1IJy· the~ Jatearity Po1iey (AlP)?
If)"ll, apIaiIc

• llya, .... OCIDMPQbeta notified oftbe sulJmisIioa1

• W..form3J6h_lucWwith.~sip'we?
1f tIlea............U~...........

• S9hmini_ ·~·..,21CFlt314.~
If'DO, apIaia:

• -'_1.1, or 3 below (eM aot·iacIUdo ...e.... cOIItat of.......p8rtiaI .......submi__).

1. ThiI~ia.,.,.NDA YlSX

Does1M eNDA, follow 1MpiciIIIDw?
(hap:J/www••p/ccllrlauiillllcef2jS3fiiLl.pdf) YlSD NOD
1I.. tNDA,aD .........

3. 1'IUa ..,....is.eC'1'D NDA. nsO



J
•

•
•
.•

••
•
•
•
•

•
•

•

Ij
'

jl
i

J."
Ii

I
I

11j
"I·.

"
j

i..
~·1·

...fl
ll
~i
.·
.'
I.

=In.
..

I
~r.

·1
..~

I·.:
::c

If
t1

'1
.f>

'
i

~-
i.

i
a

'1
if

t]
l.

I
i.

1iI1
:

If
I

.
I

;,
~t
;

I
_

..
~

..
i

~
~

...
~

s
~

1
'_

.._
nI

n
_.1

1.1
.1

II!:
··I

i..
~.i
~.
H!

I rl

11
1 1..:I

t
*

.~
r

••
.

'I··'
t

f
Jr

!
.

l:
I.

t!
ll

!
I
.

I
•

I
I
.

,
.

.
~

~

'I..
·I

};
ri

llI
I

:1'
i.

Ir~
~

t
f·~

~l
i~

'i
·I.··~.

··
'J~

r
..
~

.
S

'
.S

'
..

I
..•

:a
..

.
I.!.
~

I
.g

I'
I:

,.
:

~
li

s
"

~

I
"g

I
..

..
..
111

.
•

..
-

-~
lii

:1
1"

1:
-.

-
...

.
A

;
}
.'I

f.
..

,.
i

!..
~I..

.1.,
I

.
I...

1
1 .•'

d.
..

..
f
~
I

..
II

.
2

.
It

·
I

~
I.

~
l
~

~
I

i
t

I
If

}<
.

..
..

n
r

:.
~I·

a.
lI

I.
~

fI·
I.

s'
f
.
.

,
.

E
i

..
I.

.
I

(")
I
·

.
I

r

i·
If

r·
I..1

I..
.1'

I·p
I.,

.~'
I~

!
-~

w
r

I
t

a'
.

Ill
:

·1·1
·

1'
1.

...
f

1
....

I
·

..
f

.I
.

'....
ro
~

I'
.
"
W

1

><
.••

m>
<

f..
t>

c
~

>C
~~

>c
rlt

~.·
c.

ii
1:1

><
s

.~.
~
:
I

m
('

.
0

..
II.

...1""
01

.
_

~.
..

I'
~
1
.
1
'

><
~.
.

I
!

i
l
.

I.
l

r
.

i
~

:f
lt

i...
i
tI:

i
0

i~
f

i.·.
J~

.t
~...

1:~
~

,I...·
><

I
0

0
0

~
O
l

0
0

1;
'0

(]
~I'

·
><



NDA.........,'iJiq·Jtmew•..-4

•

•

NO 0

NO X

va X••

•

If"wu ...~Cantat ofLaWiDa submittocJ ill SPL r...t?
IfDO, nquat ill 74-daJ lettet.

!fax, for all Dew NDAlfefticacy suppI.... submiUecl 011 Or .... 6I30I06:
W.. tho '1_._ ill'LIt fonut? VIS X

NO 0

NO 0
1f1lO, W.....ordlRorRl bcfoN tho......wu NCeiwclor ill the
__i 1 IfbcfoJe, wlIItistlao oftbl : -

· If"aU (PI, PPI. MtidGuido; cartoa-a jmmedjeteeoeaa_....).....--at.ed to
DDMAC? VIS X NO 0

• lib, tnMIe __ <lIl4aU!aWma>~ked to OSFJDMITS? YES X NO CJ

• If"MedGuidc fIIlIIJor PPl(plu PI) COIIIU1tcd to ODIII>_CS?
MIA X YES 0 NO 0

Ria lfMa,IJDa PJ8a_lted te OSPJIO? WA- X YES 0 NO D• ' .

•

• YES 0
NOD
NO 0

• NOD
Ormlm

• DWapplicaa _.,.. uduIiaIlfGr &tII.PIP
If.. dW..'ticaII pp,.?
IfM toEA OPS?

v...flI4IJOO6

".., VIS X NO

~YIS 8 NO
YES NO



NDA....Ir'! f) filial........'
• EstU..-.r BvahIIUa...... (DIl) submitted to DMPQ?

• CouuWto Microbio1oaY T_?

YES X NO 0
YES X NO 0

JeffT....
DlaiMa.ata
De8iM Miller

A1TACHMENT

MDIO 01' PILING MEETING

DATE: Auplt23.200S

NDAI#: 21..'18

DROO NAMES: CetJual (ciprofloxaeia otie ~balioIl), O.~,4

APPUCANT: SALVAT. SA

BACKGIlOUND: This NDA.. sabaiUad•• $OS(bX2)~Aam. 9. 200'. Aa appmvable Mtioa was
taka.OIl April 6. 2006 bIcau.. ofGOIICft NPI6II the vial daip!hatit_be UIII inhaIMioD
so1utieIL 1111 SpoeIerl'llUbmitted....,&iatioa _October 31. 2001.

A1TENDBES: __Sonth. S....Samenta, FNdaic--.Robert 0sterberJ,~ LiD, Chris
Kadoorie. V.......J~ Jua Vidra, C..... Itoaap;e. Peter Codane, JoJIaAlcQDder. Amy litis.
Miltoa$"..'De1abell VaIIfpiI. .
AttadMIaa..complete ,: Wiley Cbamhed. Kltie t.-siI. FrIIlGCI
LeSaM. Wuu.110'" Miltoa MIll SUllBita Stm._

~Qra"" ei1wm.
~M""': WiUilm....1oba~
Statiltical: CJafta Kadoorie
Pbanuaeoloar: AJAyEllis
Slatistiealp~ NA
ChaiIIIy: MiltoD,SIoIa
Ia~AJ'TTIm.t(ifMld8cJ,): NA
BiopItatD~ . CIIIdIs Itoaap;e
Mic:r0bi01olJ; ItflIiIity. DI8iII Min.
MiarobioIoIr; QIWcaJ (_...,·iaobiIlpRl.... cWy): Pecer Coctcne
DSJ: ........n........,PNject......
OIlIer CcJaIuIts:
Dl)MAC:
DMBPA:
MieJo.StaiIity.

,. ,... ....... or....tnn."'?
If · .

YIS X NO 0

CLINICAL PILE X UPUU TO PILB 0



NDA........DlYF... Jmew....'
• C1iBioIl_ audit(s) DIICI-.I?

If-. apJaia:
• AcMaory cOlDlllit*~. DIOde4?

x
YES. dIH iflcaowD _

NOD
NOX

UFUSI TO FILE 0
UFUSB TO FILE a
UJlUSE TO FILE 0

0 NO X

RmJSI TO FILl (]

a NO x

JlSlt1SI TOFU 0
YES X NO 8YBS X NO

VIS X NO 0

flU X

FILl X

NlA X

NlA 0 Fn.B X

NlA 0 FILE X

JlLE X

N1A 0

• GLP..MedId?

CLINICAL MICltOBIOLOOY

• JsteNitbmllll(s) Neely fer iatpectioa?

• ....JIftJCIud?
If,.,wu~~fcJr\lllWltioeof"i"';.?

• Iftile appIicatioa. iI....hy the AlP, 11M the diviJioamllde a~ ntprdiq
wMtMr or DOt &1l~ to tM AD shouW be ..... to JI'ftIIit NYicw baeIl ClIlIllOdical
MeeIIity orpuWie he*A• 1 .

YlSO NOD

PHAIMACOLOOYIfOX

STATISnCS

BIOPIlARMACIU11CS

• Biop1IanIL study site macfitII(.) ....?
YES

EL1iC1'ItONIC StJBMJSSION:
AAy«em.u:

UGULATOJ.Y CONCLUSIONSlDBPICIENCII$:
(lWerto 11 Cl'R3N.1'.(d).r", r )

o 'I'M...,tiaIiaa illIIUIVitablo for B.';•.wIay.

X The appIieeticIa.. its'" be~_iad." TIiIappIiaticJa
WI" to be .able few filiDI, .

X He filiDaiuMlMw" ich'eiW

o 'ilina--Ie ......._.,NId ",Da, 74. Lilt (.....):
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NDA......aory ..........
~I

eli.... appHeatioIl (or cedier~); _ the appliGEhis_ CODdu6fed all ofits OWl!

studies _lppNva1 ofthe mrp; or obtaiatd·.ript to ........ it dHs not own.
For ...... iftho"pw.. for aMW irMMltioIl AND.hiit-..., we would likely
...... eliDical cfti..,. data aad prodiaicaI safety data to appIOvc tM tqher.dose.' If the
apptiaJd provided tit. ctTectiv_ data, but Iud to rely 011 a di listecl drua. or a new
..,.of. fNYiousIy cite4listed cInat. to suppoJt the safety of" dole; die supp.....
wovklbe • SO$(bX2),

(2) n.."ne.t relies fOr approval of"suppl_t 011 pubIiabId....thIt is based on
da thI& tho ."tic:ant doa DOt own Of' have. daht to..... Ifpublishecllit.... is
cited iat'-."....... is DOt I*IIIIIY for approval, tile iIldlIiioa of..literature will
DOt, ill_If, make tile suppJ.- • SOJ<bX2) ..,,__ or

(3) The app1icaat is relyial....y data they do DOt OWD or to which they .. not have rilbt of".eace.
Ifyou havo quations about wI1edlcr .. applicItion is a SOS(bXl) or SOS(lt)(2) appliaticm, consult
with 70'11' ODI'I Office ofR.eplatory PoliCy lIpl"UIfttativc.



App NDA........., ....
Qg fer"')(2) AppIIca....

NOOVIS X1. Docs the appIiaIiGa refeNDce a1iltlddl'q(appIOYCMlcRt>?

If "N•• ..8Idpto~· 3.

2. Namt oflisledtlnal(s) ..&nDcod by tM..... (if.y)ad NDNANDA '(.): CipID, NDA 19--537,
Cipro He, NOA 20-105, ..CipIoda, NDA 21·537

NOXo

3. Is thisappl~ fora dNa thatia. -oItr1D&ibio&ic (u _aiWiII i...........
the 1997 mAMA prvvisioas? (Certaia aDIi&Mtics~DOt eDtitlocl to HI&C.w ..-listiDaad
exolusivity.."')

If"r.....,10 quutitm 7,

4. Is this IppliatioIlfora~orlrio~pmduct?
YBS a NO X

5. nepuJPOIO oCtile below (........ $ to 6) is to ..... if.... is IIIappIOYCMl_.
".,.. _ is t'JI' very siaU1ar to the prodIJct propotecl for apprcwaI thIt ahoUIbe rdtsaceclu
a listod dNaia"p_"applicIDa

o NOX

(,.... ·'.5 i ~ dIK (1) CCIIIIaiiifl. "m ef"'icI'."I"__"'~i. ..,".._ or"",,,,,,,-..y,Of.iIl" of...1,.. _- ,...,.. ...
rtIiduIiI-_...,~.that ·idiIMicel ofdie'" diatowr.. i 'I ltical...
~ (2)_8OtalO...Iri!y iIIMti_,,~"(J)- ce fI' Of............'1 dol"""', ..,._purity, I.....,.., ....
____Ii..,;.1 jii........,.. ~fIIlII.(21 CR'20.1(c»

(tt) ra a.' _ tioII.. YES 0
wIiida",~ ..,IiNliDII \'II?

NOD

NOO
I/..r.· .. (e). liM..",. ' J_~ ID qttaIiM '"

l/ ..N.... IO (c)1bI.""'~ t .. ymv ODE) o.JII-of~ PtJIIq
,.",.1IIIfiIIw.
.....rlU&ic............):



NDA ......"C'y'iIiaI....,.to

NOD
(,.........'d ........ jRJ............. idIadcaI atic..." lNt

_DIG, ~."_""'.""'''' •• '''lIIDtsaltor product
~__....dill idJlCilll ........,nMc......,1 or-odlir ..,Iie rtss lardoficllllllity,
......~._purity, iDl=WiaIJlOIIfDJ- ---."lietlde, ..",d·· 'I a-

................ (21 CfIU20.1(d) ~"'1brma_ wiIhia _ by •
...................~ :bIIiu..._ClI JIftl wIIea wida
i••,d_ • rt ',"Il-Nl_ b-eJe&iona of __.aiw >

(fUNo. ;'10 (tI) lkip 10~ 7. 0tIterwU-. IIMWUJIG"I(/J tIItd (c)).

~> Ja ,nMIlaltautive apfI'GWd., iadicatiae va X . NO 0
_ "'<'J)(2) ....-- is ~?

(0) Is dill tpproW4~aItAnICiw(l)cW. the IiItied"1)1 VIS X NO 0
Ifur. "10 (c). prtJeadlo quuJioIt 7.

Nom: 1/....b WIiDI'e I1tIm OMpIttJI~ til,..".".,. IIJ'IN'fIWId, COIUfIlI)It1W ODE'" 0jJU:e of
.1legrIlIIItWY PoIiq~.~ if• ."..,-,...",...-.JQ/~en rej.-enc«J.

gUN•• "16 (e), lUI.~~I)_ COJIItM:fyow OD6'$ OJIbo/....."PoIiq
,..,....,.••~Io~7.

NODxVIS

7. (.) Daa_appIieatioR R1y 011 publisW 1iteratuN.. IF) to suppciJlt tIIe.Pc; II.dllPPft"al ofthe dnII·
pIOduca (i... is eM puNished liMntuIe DIGIII.ry "eM..,roftl)?

If "No, .._to fII&JIitHt. I. 0tMrwUe. tI1IrMrJkII1(1f).

00.-..,01-_ 1itGnture ific( _»)IRMIlIct?Notedtatif
,.. ... .".c.wiJI" fetulmait ~,. ...~ _I2. Va

s. DnlriM a)~ diiI(b)(2) UD I.(_ wrhia...Ii--.· icaIiea,otiIia .,.. ".. r..cMqeiD....-...~..,_to~ . nePNpa••d 1 ~. a·JonrCGIICliIIItI\Itioaof
.....ia ...... iDa....~of.....

, 01 ." owI__ YD. 0
......,••A.NDA? (NcnIIIly,JDA..,. NDAI
(Me 2. CJIl 3:"'101(4)(9».

NOX

10..........k..,..dMfM...of ..,........ YES (J
....................aotiYCiap .,iI ...
..............01 ·II1II01 (RLD)?
(S.314J4<'Xl). Ifya,...,......,bt c. ....
21 CIa 31".101(<<9». .

V""fil4lJOM

NOX




