Page 3

MFWS)WMWMMmWMW(ﬂHMMW)
Note: If Neonate includes premsture infants, list minimum and meximum age in ‘gestational age” (in weeks).
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Are the indicated age ranges (sbove) based on Tanner Stage? X Neo; [] Yes.

Reeson(s) for partisl waiver (check reason comresponding to the category checked above, and attach a brief
justification):

# Notfeasible:
X Necessary studies wouid be impossibie or highly impracticable because:
]  Disease/oondition does not exist in chikiren
X Too few children with disease/condition to study
[0  Other(e.g., patients geographically dispersed): ___
*  Not meaningful therapeutic benefit:

; G mmmwawmmmmmmm
patients in this/these pediatric subpopulation(s) AND is not ikely 1o be used in a substantiel number of
pedistric patierts in this/these pediatric subpapulation(s). :

1 ineffective or unsafe:
0 Emmawmmmumanamw(mrm
are partislly waived on this ground, this informetion must be included in the lsbeling.)
[ Evidencs strangly suggests thet product would be ineffective in all pediatric subpopulations (Nole: i
studies are pertielly walved on this ground, this informetion must be included in: the labeling. )
] Evidence strongly suggests thet product would be ineffective and unsafe in all pediatric subpopulations
(Note: ¥ siudies are partislly weived on this ground, this informetion must be inchuded in the labeling.)

4 Formulation falled:

'O Applicant can demonstrate that ressonable stlempts to produce s pediatric formulstion necessary for
thisthese pediatric subpopuistion(s) have falled. (Nole: A pertiel weiver on ihis ground mey goly cover
the pediatric subpopulstion(s) requiring thet formxsation. An applicant seeking & pertial waiver on this
ground must submit documentation detaiing why & pediatric forrmulation caennet be developed. This
subemission wit be posied on FDA's weballe ¥ waiver is grented.)

X Justification atteched.

Fer thaee pediairic subpopulations for which studies have not been waived, there must be mmm
study plans thet have been deferred (If 30, praceed to Sections C and compiete the PeRC Pediatric Plan
Tempilete); (2} submitted studies thet have been completed (¥ so, proceed o Section U and complete the
PeRC Pedistric Assessment form); (3] addiionsl studies in other age groups that are not needed becsuse the
drug /s approprisiely labeled i one or more pedistric subpopulstions (F so, proceed fo Section E); sndfor (4)
additional studies in other age groups that are not needed becsuse efficacy is being exirapciated (if so,
proceed fo Section F). Nole thet more than ane of these options mey apply for this indicatien to cover gif of the

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDRR PMHS VIA EMALL (sderamin@iiiadie.se) OR AT 301-796-0700.
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Are the indicated age ranges (sbove) based on weight (g7 CINe: (] Yes.
Are the indicated age ranges (above) based on Tanner Stage? ] No; [] Yes.
* Other Reason:

mmmmmummmm wamuumdmam;

i studies are deferred, on an anruial basis applicant must submit information detailing the progress mede in
the studies ar, if ne progress hes been made, evidence and documentation thet such studies will be
d with due diigence and at the eariieet possible time. This requirement should be communicated to
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_ markating commiiment.

¥ all of the pedistvic subpopulstions have been cavered through pertial weivers and deferrals, Pedialric Page is

complels and should be signed. i not, complete the rest of the Pedistric Page as applicable.

I¥ THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMES VIA EMALL (clarasshe@iinbisom) OR AT 301-796.0700.
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Population iniedenam m PeRC Pediatric Assessment form
O | Neonats _wk_mo. | wk m  Yes[) Ne ]
X | Other §§ 1oyr mm, | vesx Ne J
T3 [ other [owrme [y _mo | veaJ No J
J | omer y_mo. | _w._mo | YeaOJ Ne (]
a ’Aum oyr | 16yr. 11me. | Yes [ No ]
mmmwmma(wm)mwmm(w X No; (] Yes.
Are the indicated age ranges (above) based on Tanner Stage? X No; [] Yes. ,
Note: If there are no further pedistric subpopulations 10 cover based on pertisl weivers, deferrals sndfor
completed studies, Pedietric Page is complete and should be signed. l!not,mmndelmhm
Page as applicable.
1
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mmwmmmem)munwump DNo:EJYu.
Are the indicated age ranges (above) based on Tanner Stage?  [J No; [ Yes.

i ol pedistric subpopuiations heve been covered based on partial waivers, deferrsis, completed studies, and/or
oxisting appropriste labeling, this Pedistric Pege is complete snd should be signed. If not; complete the rest of
the Pedietric Page s applicable.

on F: Exirag

Nots: mmmummmmmmhmmm
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product sre sufliciently similer between the refevrence populetion and the pediatric subpopulation for which
informetion will be exirapolated. Extrapolstion of efficacy from studies in adults and/ar other chiidren usually
requires supplemeniation with other informetion abtained from the target pediatric subpopulation, such as

¥ THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMES VIA EMALL (cderamin@inhincey) OR AT 301-796-0700.
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Are the indicated age ranges (sbove) based onweight (kg)? X Ne:[JYes.
Ase the indicated age ranges (sbove) based on Tanner Stage? X No; [] Yes.

infazymddauslnganoqudconmm mmmm«amgm
concentration. _

Note: If exirapolating date from either adult or pedietric studies; a description of the scientific deta supporting
the extrapolation must be included in any periinent reviews for the applicetion.

- i there are additionsl indications, please compiete the attachment for esch one of those indicstions.
Otherwise, mmmnmwmuwmmma&«m«
appropriste after clearance by PeRC.

This page was completed by:

IF THERE ARE QUESTIONS, PLEASE CONTACT THE CDER PMNS VIA EMALL (sdunmindiinbhesm) OR AT 301-796-4700.
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Frances LeSane
4/27/2009 02:49:45 PM



Cipeofioxacia Otic Sohution 02% S "~ Laborstories SALVAT, S.A.
Module 1, Debament Cartification L —_ NDA21-913

Debarment Certiﬁ@ﬁén .'
Laboratories SALVAT, S.A. hereby certifics that it did. not and will not use in say
capacity the services of any person debarred under section 306 of the Federal Food, Drug

andCosmehcAetmeomecﬁonm&thsNemegAppﬁeaﬁonforCnpmﬂomeﬂe
Solution 0.2%. '

Comum

Date;  May 4, 2o°F D 16 /‘fﬂu( Zol

Jordi Julve Alberto Grignold, Ph.D.

Jordi Julve Alberte Grignole, Ph.D.

Chief Operating Officer Corporate V.P. and General Manager
Laboratories SALVAT, S.A. Drug Development Consulting
Gall, 30-36 | PAREXEL International

08950 Esplugues de Liobregat 195 West Street

Barcelona, Spain Waitham, MA 02451-1163

Telephone: +34-933.946.412 Telephone: 781-434-9900
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{ ‘ DEPARTMENT OF HEALTH & HUMAN SERVICES
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NDA 21-918

PROPRIETARY NAME REQUEST
- CONDITIONALLY ACCEPTABLE
Laboratorios SALVAT, S.A.
ATTENTION: Jokn Worzalla
¢/o Anson Group
14460 N. Meridian Street, Suite 150
Camnel, IN 46032

Please refer to your New Drug Application (NDA) dated June 9, 2005, received June 9, 2005,
mwmmﬂb)ofﬁeFMPMDm&méCMMmCmﬂomn
Otic Solution, 0.2%.

We also refer to your Janusry 15, 2009, correspondence, received January 16, 2009, requesting
review of your proposed proprietary name, Cetraxal. We have completed our review of the
proposed proprietary name, Cetraxal, and have concluded that it is acceptable.

If apy of the proposed product characteristics as stated in your January 15, 2009, submission are

Mm»mﬂdﬁtmmmmmmmu
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proprictary name review process, call Maricne Hammer, Regulatory Project Manager in the
Office of Surveillance and Epidemiology, at (301) 796-0757. For any other information

regarding this application contact Susmita Samanta, Regulatory Project Manager in the Division
ofm-lnfmad Dphthalmology Products, at 301-796-0803.

Sincerely,
{See appended electronic signature page}

Wiley Chambers, MD

Acting Director

Division of Anti-Infective and Ophthalmology Products
Office of Antimicrobial Products

Center for Drug Evaluation and Resesrch
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Wiley Chambers
4/9/2009 09:44:40 AM



DSI CONSULT: Request for Clinical Inspections

. Date: August 30, 2005
" To: Mathew Thomas, M.D/HFD-47
From: Susmita Samants, Regulatory Project Maneger, HFD-520
Subject: Reguest for Clinical Inspections
NDA 21-918
Parexel International

Ciprofloxain Otic Solution 0.2%

As discussed with you, the following protocols/sites essential for approval have been identified
for inspection. These sites are listed in order of priority.

M oS
umber of
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Acuts otitis externe {03102 | Carmicheet, CA 2
. CIPRO’I‘ lzo,GwyGoldsen ..
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Note: International inspection requests or requests for five or more inspections
mmﬂwaleommmwmmmm,
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Concurrence: (if necessary)

mm,mr&.wrmm
Nasim Moledina, M.D., Medical Reviewer
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.....................

Prances LeSane .
8/31/2005 03:53:09 PM





