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FREEDOM OFINFORMATION SUMMARY 

1. GENERAL INFO1~-41A Td 0No 

a . File Number : ANADA 2OC3-229 

b. Sponsor: Meci-phannex, Inc. 
2727 Tho:ripsan Creek Rd 
Pomoaza, CA 51767-1861 

Drug Labeler Code: 054925 

c . Established Name : ~'rentarnicin sulfate, USP, betainethasoiie 
valerate, USP, and clotirimazole, LTSP 

d. Proprietary Name: TRI-OTIC 

e. Dosage Forni : Ointment 

f. How Supplied : 7.5-gram and 11 5-gram tubes 
10-grain, I5-gram, 25-grain', and 215-gram 
plastic bottles 

g. How Dispensed: 

h. Amount of Active Ingredients : Each grain contains gentarrziciri sulfate , 
USP equivalent to ') mg, gentamicin base ; 
betainethasone valerate,LTSP equivalent to 
l mg betaniethasone ; and 10 mg 
clotramazole, USP in a mineral ail-based 
system . 

i . Route of Administration : Topical 

j . Species/Class : Do~_,s 

k. Recommended Dosage : Instill 4 drops (2 drops ~'x-on1 the Z I S g 
bottle) twice- daily into (fie car canal of 
dogs weighing less than '30 Ibs. Instill 8 
drops (4 drops from the 2,15 - bottle) twice 
daily into the ear canal of do~;s weig~linn 
30 lbs . or raiure . 

l . Pharillaeological Category : Antibiotic, ami-inflanzxr7atoa-y, anti-pruritic, 
and andtiunga1 







. : (DPI 

-- -- ,- ,T._ _ _ _ 
ilf'-

~�
VlIC ̀ 

_ - - - - - 
vee~im ~tar~nna . r 

IBBHfAMIC11cpFATRIRP 
e~ 

araems acroclateti 
~ iilNEilWapEYI16NiE 
UqNqGDiRMMm4 

Yachyd4lmatid, ic 
canlal andlor bn 

. U[rOWIM01t) . gentemldn . 
1lwrOwte(MacY E-,h &wn ooabir 0 M" U5P eqaMNeM to . 

,,~y ~ ry,,~i~ 
~~w~n~iw 

6etnma~hasonev~l¢ 
t m~ betameihi 
ciotrfmuole lkiP'. 

. I.wkwl4wr4. eyaiero <ant'inl~v 
WT CDNMTA: 16 

. . . 

9"4, 

. . IVP.... .t~utriN .snYrc ~a~~P~~H seo.awtw...xr . 
sn.w~.aox«.~ 

ACTUAL 
Colors : ( 

F 

NDC 54925-032-45 TRI-OTIC treatment 
1GEfdTA91A1CIN SULFATE, l1SP externa ac 
Bk'V'AMETHASONEVI9l .ERATE, pachycfert 
USPANDCLOTRIMAZQLE, canis1 ar 
USP OINlTMENT) gentarr3icii 
Keep Out of Reach Each gran 

USP equiti of Chiidren 
betarraefha Cqudon: Federal law restricts 

this drv t? use by or on the 
~ 

'~ rri ~ k 
ordero acenaedveterinarian . clotrimaze 
For qtic use in dogs only . system ca 
NET CONTENTS : 15 g bottle carbon gel 

Read accoi 
NAP P..-. . .' 

(NC. 
NA~'~ Pomona, CA 91767 a 

ANADA #200-229 
Approved hy FDA 

Shake we1 

4B~F 
F0~ 

p4F~OV?~~ 



ANADk #200-229, Approved by FDA. 
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Q z (GENTASviICIN SULFATE, USP: to,wx 
BETAMETHlSQNE YAl ERATE, JSP; AND CLOTRiMRZOIE, USP OINTMENTI 

WARNINGS The use of OTQMk3( ointment has been assqciated w;th deafness a partial hearing Inss in e small 
number of sensitive clogs (eg, geriatric) . TIvV hearing defici[ is ewa(ly temporary. if hearing or vestibular dysfunction 
is noted durin the course of treatmen4 discontinue use af OTOh~iAX ointment immediat and flush the ear canal l g e y 

with a rionctotoxic solution thorou hl y g 
Corticostetoids administered to dogs, rabbits, and raderus during pregr+ancy have resulted in deft palate in offspring . 
Other congenital arcmalles including d4ormed forelegs ptwcomeha and anasara have been repated in offs rin , , p g 
of dogs, which received corticosterotds during pregnancy . 
Ginical and experimental data have demonstrated that corcicosteroids administered ov'at(y at parenterzily to animals 
may induce the first stag~ of parturition If used during the last trimester M pregnancy and may precipitate premature 
parturition followed by dystncia fatal death, retained placenta, arc.1 meVitis_ 

PitECAUYIQNS Identification of infecting organisms should be made ei4herby microscopic ratl,smear evaluation 
of the atho enic or aNsm(s) should be determined ria m use or b culture as a ro riate Antibiotic susceptibilit p y g y pp p . y p 

o( this preparation, 
If overgrowth of nwnwsceFtib(e bacteria, Vungl, or yeast's occur. or if hype,rsensiluvity develops, beztm{:ne srotild be 
discontinued and appropriate therapy instituted : 
Administration of recommended doses of QTpMA'X ointment beyond 7 days may result in delayed wound healing . 
Avoid ingestion . Adverse systemic teactiorS have been observed following the aal iryt,+stian of some topical corti 
cost°roid preparations. Patients should be closely observed for the usual signs of adre+kr.orticoid avuQvsage which 
include sodium retention, potassium loss, fluid fetention, might gain, patyQipstla, an0/ar polyuna . Proianged use or 
overdosage may produce adverse irnrriunosuppressive effects. 
Use of cortlcnsteroids, depending on dose. duration, and specific: steroid, may result in endogenous steroid produc- 
tion inhibition following drug withdrawal . In patients esenUy receiving or recently withdrawn from conlicosteroid 

ccrrticostercdstwutd be considered N3 es treatments thera with a ra idl -actin eciall stressful situations , py p y g p y _ 
Before instilling any medication into the ear, examine the external ear canal thoroughly to be certain the tympanic 
membrane is not ruptured in order to avoid the possibility of transrnir,Nng infection to the mWdie ear as waH as dam- 
aging the cochlea or vesdt~ular apparatus from pralonyee ccntaa . 

~ TOXICOLOGY Clinical and safety studies with OTOMAX ointment have shown a wide safety margin at the 
( e PRECAUTIqN51S10E EfFFCT5) d d l i d d l ose n ogs ~ recommen se . e eve 

SIDE EFFECTS 
Geatamidrc While amirwglpmsiUes are absorbed poorly from skin, intoxication may +r_cur wher, am;nogtycosides 

f` are applied topically for prolonged periods of time to large wounds, burns. or any denuded skin, porticteia,riy if there 
is renal Insufficiency. All aminoglycosides have the potential co produce reversible and ureversihie ves ;ibular . 
cochlear, and renal toxicity. 
9etamethasane: Side effects such as SAP and SGf'f enzyme 2levatians, weight loss, anorexia, pu~ydipsia, and 
pn(yuria have occurred following the use of pareeteral or systemic syntiieUc co;ticosteroids in dogs. Jemitiog and 
diarrhea (occasionally bloody) have been ose:ved in dogs and cats . 
Cushing's syndrome in dogs has been reported in a,saation with pi ctonged or tepeatoC steroid thecapy. 
Clatrimaxoie: The following have been reported occasionally in humans in cor,flKtion with the u~l of ciotrimawie 
erythema, stinging, blistering, peeling, edema, pruritus, urticaria, and general in9taUOn of the skin not presew Wore 
therapy. 
DOSAGE AND ADMINISTRATION The wemal ear should t ttnorowply cleared and rdzd befae Ueatmeat . 

.G Remove foreign material, debris, crusted exudates, etc ., with suitable nonirtitaiing solution,, . Exmss;ve fiaic should be 
'; 

: 
dipped from the treatment area . After verifying that die eardrum is Intact instill 4 drop ; from (he 7 ; g and 15 g tube, 
and 15 g and 30 g bottle (2 drops from the 215 9 bokUr) o( OTOMAX oirXmene twice daily into the ear cnqat of dogs r 
weighing less than 30 Ibs. Instill 9 drops from die 7_5 g and 15 g tube, and 15 g and 30 9 battle (4 drops Prom the 

f i hi 30 16 M f i l l i ly into the ear canal o dogs we g ng s a morn. assage externa ear cana care ully 215 g bottle) tw ce da 
after instillation to ensure appropriate disvibutiar, o£ medication . Therapy ~a~id caltinu~ for 7 a~nsec~nive days. 

HOW SUPPLIED OTONIA;Q ointment is available in 7 .5 g (NOG 0061-0387-0-1) and 15 cJ (HOC DOfiI-G3F7-02) tubes 
as well as in 215 g (NDC 0061-0387 -fl3). 30 g (,NDC OQGt-0387 00) and 15 g (N(K 0061-03 1-17) piasGc bottles . 

~ Store between 2°ard 25°C p6° ad Tl`1F~ Stake weli before use wtot using the 215 9 We,. 3i! g kwrtie, a~i 15 ~ botUe 
,: . 
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OTOMAX p1 
126 Min X 152 MM 

F-~cxxnc~ PRO NADA i140$96, Approved by FDA 

t 
V GomaX (GENTAMICIN SULFATE. USP; 
BET M A ETHASONE VALEf2ATF, USP; AND C1 QTRtME,ZJI[. USP piHTMENT) 
VETERINARY 
for Otic Use in Dogs Only 
CAUTION: Federal law restricts this drug 9o use by *(on the order d a iic~sea 
Keep this and all drugs " at the ~each of children, 
DESCRIPTION Each gram of OTOMAX ointment contains gernamicin sulfate . UuP eAuiu 

: base; betamethasone va!erate, llSP equivalent to 1 mg betamethasone ; arid 10 mg c(otrimai 
based system containing a plasticized hydrocarbon gei . 
PHARMACOLOGY 
GeMamieie : Gentamidn suffake is an aminogljcpside :uftibioUc active against a wide vat 
negative and gram-positive bacteria . !n vitro fests have rletermlaed that gentacntcin is 

normal inhibitin rotein s nth i i G6i i g p y es s n suscep e m croorganisms. Specifically, gei}tamtcin 
l i ow ng organisms commonly isolated from canine ears : 57aphylocaccus euraus, ON 
Aseudamonas aenrgirrosa, Proteus spp., am Lscheriehla cofi. 
Beumethasorie: Betamethasone valerate i, a synthetic adrenocorticcid for dermaio*jic 
analog of prednisolone, has a high degree of carticosteroid activity and a slight degree ~ 
activity . BeWmethasorie vaierate, the 1?-vaterate ester of betamethascroe, has been shown 
tory and anupruritic activity in the topical management of taticostero-id-resportsive ntRis e.r 
Topical curticostsroids ran be absorbed from normal, intact skin. Inflammation can irtcrea 
tion . Once absorbed through the skin, topical cartiarsiexoids are handled through phzrmaa 
to systemically administered cdRdtnSteroids . 

- Ciotrimazole: Gotrimaeofe is a Csoasl-spectrum antiftasgaiagent that Is used for the treatr 
caused by various species o( pathogenic derma[ophytes and The east, rimar ti , y p , y ac on o 

R r M dividing and growing organisms . 
In vitro, clotrimazole exhibits hmgis :atrc and fungicidal activity against isotaFes of Tricfnaphy 
menta ro h tes id E h t A M g p y , ermop p y a: oaosum, icrosporum canls, Candida spp ., and M: 
(Pit ros orum caNs) Resistance to cloui t a i y p . m zo e s very fare among the Fungi that cause supe 
In an incuced otitis ezterna infected with 6aalassezia pachyo'ermaUs, 1% clovimazote in d 
effective both mictobiologically and clinically in (arms of reduction of er.udate, odor, and mw 
In stud:es of the mechanism of action, the minimum furgicidal concentration at Ctctrimazola 
cellular phosphorus comFwunQs into the ambient medium with concomitant MiaB.dovm of i 
accelerated potassium efflux- These events heqan rapidly and extensively after addition of tY 
Clotrimazole is very poorly absor6ea following dermal application_ 
Gentamicin-Betamethasone-Ctotrima :ale- By virtue o( its three active ;ng ;edients. 

. . antibacterial, anti. inflammatory, and antifungal activity . 
In component efficacy studies, the compatibility and additive effect of each of the compnnen 
In clinical Field trials, OFOd4AX ointment was effective ¢n the treatment of otitis ertema ass( 
Malasseria pachVderma.is. OTOMAX oiniment rt=,dur_ed discomfort redrress, swe6ling, exWa 
a strong antimkrobial eSfea . 
INDICATIONS OTOMAX ointment is irrSic8te6 for the treatment of canine aculte and chic 
ated with yeast (Malasseiia pach.yc:ermatis, formerly Piryiospozm canisl andlor bacfe'ia sus< 

CONFRAINDiCAFICJNS it hypersensitivity to any of the components occurs, treatmen 
and appropriate therapy instituted ConcOAiitant use of dru s k t i d i 
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for alic use in dogs only. WaG OQ61-C 
IoclieaUOns: OTOMAX0 loencamidn sulfate . 
USP; betamethasone va7erate, USP; and 
cbtrimazole, USP ointment} is indicated for 
the treatment of canine acute and chronic oti- 

, 
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tis extema associated with yeast (Mafassuia (GEtdiAlvlfCiFl SUCFAtF. 
pachydermatis, formerly Pityrosporum tanisj LPSp,gEfAMEiNASCNE 
and/or bacteria susceptible to gentamicin . YALERACE, l1SP ; AND 
Each gram contains : gentamicin sulfate, CdOTRtMAZOLE, USP 

O (X USP equivalent to 3 mg geotamicin base ; 
betamethasone vaierate, USP equivalent to 
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(GENTAPvI 

1 mg betame[hasone: and 10 my clutrfmaroie, 6ETP.PviET 
USP in a mineral oil-based system containing AND CLQI 
a plasticized hydrocarbon gel . For aUc Use in 
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be clipped from the Treatment area . After veri- 
fying that the eardrum i, intact instill 4 drops 
of OTOMAX ointment twice daily into the ear 
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appropriate distribution of meditation . 
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