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ANADA ZOO-287 

TRIPLEMAX 
(gentamicin sulfate, USP, betamethasone valerate, USP, and clotrimazole, USP 

Ointment) 

For otic use in dogs only 

TRIPLEMAX is indicated for the treatment of canine acute and chronic otitis 
externa associated with yeast (MaZasseziapachyderma& formerly 

Pityruspmun canis) and/or bacteria susceptible to gentamicin. 

Sponsored by: 

Phoenix Scientific, Inc. 



1. GENERAL INFORMATION 

a. File Number: 

b. Sponsor: 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j. Species/Class: 

k. Recommended Dosage: 

ANADA 200-287 

Phoenix Scientific, Inc. 
3915 S. 48” St. Terrace 
St. Joseph, MO 64503 

Drug Labeler Code: 059130 

Gentamicin sulfate, USP; betamethasone 
valerate, USP; and clotrimazole, USP 

TRIPLEMAX (gentamicin sulfate, USP; 
betamethasone valerate, USP; and 
clotrimazole, USP Ointment) 

Ointment 

I O-gram, 20-gram and 2 15”gram plastic 
bottles. 

Rx 

Each gram of TRIPLEMAX (gentamicin 
sulfate, USP; betamethasone valerate, USP; 
and clotrimazole, USP, ointment) contains 
gentamicin sulfate USP equivalent to 3 rng 
gentamicin base; betamethasone valerate, 
USP equivalent to 1 mg betamethasone; 
and 10 mg clotrimazole, USP in a mineral 
oil based system containing a plasticized 
hydrocarbon gel. 

Topical 

Dogs 

Instill 2 drops of TRIPLEMAX twice daily 
to the ear canal of dogs weighing less than 
30 lbs. Instill 4 drops twice daily into the 
ear canal of dogs weighing 30 lbs or more. 
Therapy should continue for 7 consecutive 
days. 



1. Pharmacological Category: 

m. Indications: 

n. Pioneer Product: 

o. Effect of Supplement: 
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Antibacterial, anti-inflammatory, and 
antifungal. 

TRIPLEMAX is indicated for the treatment 
of canine acute and chronic otitis externa 
associated with yeast (Malassezia 
pachydermatis, formerly Pityrosporum 
canis) and/or bacteria susceptible to 
gentamicin. 

OTOMAX Ointment; gentamicin sulfate, 
USP; betamethasone valerate, USP; and 
clotrimazole, USP; NADA 140-896; 
Schering-Plough Animal Health Corp. 

This supplement provides for an additional 
package size, 20-gram, fill in a 30 mL 
bottle. The bottle will be the same LDPE 
as the approved 15 mL bottle, and the plug, 
dropper and cap will be the exact same 
closure as the approved package. 

2. TARGETANIMAL SAFETYAND DRUG EFFECTIKENESS: 

Under the provisions of the Federal Food, Drug and Cosmetic Act, as amended by the 
Generic Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an 
Abbreviated New Animal Drug Application (ANADA) may be submitted for a generic * 
version of an approved new animal drug (pioneer product). New target animal safety and 
effectiveness data and human food safety data (other than tissue residue data) are not 
required for approval of an ANADA. 

Ordinarily, the ANADA sponsor is required to show that the generic product is 
bioequivalent to the pioneer, which has been shown to be safe and effective. If 
bioequivalence is demonstrated through a clinical endpoint study, then a tissue residue 
study to establish the withdrawal time for the generic product should also be conducted. 
For certain dosage forms, the agency will grant a waiver from the requirement of an in vivo 
bioequivalence study. (55 FR 24645, June l&1990; Fifth GADPTRA Policy Letter; 
Bioequivalence Guideline, October 9,2002). 

Based on the formulation characteristics of the generic product, Phoenix Scientific, Inc., 
was granted a waiver from the requirements for an irz vivo bioequivaience study for the 
generic product TRIPLEMAX (gentamicin sulfate, USP; betamethasone valerate, USP; and 
Clotrimazole, USP Ointment). The generic product is administered as an ointment, 
contains the same active ingredient in the same concentration and dosage form as the 
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pioneer product, and contains no inactive ingredients that may significantly affect the 
absorption of the active ingredient. The pioneer product OTOTMAX (gentamicin sulfate, 
USP; betamethasone valerate, USP; and clotrimazole, USP Ointment), the subject of 
Schering-Plough Animal Health Corp., NADA 140-896, was approved on June 9, 1993. 

3. HUMANSAFETY: 

This drug is intended for use in dogs, which are non-food animals. Because this new 
animal drug is not intended for use in food-producing animals, data on human safety 
pertaining to drug residues in food were not required for approval of this ANADA. 

Human Warnings are provided on the product label as follows: “For Otic Use in Dogs 
Only. Keep this and all drugs out of reach of children.” 

4. AGENCY CONCLUSIONS: 

This ANADA submitted under section 512(b)(2) of the Federal Food, Drug, and Cosmetic 
Act satisfies the requirements of section 5 12(n) of the Act and demonstrates that 
TRIPLEMAX (gentamicin sulfate, USP; betamethasone valerate, USP; and clotrimazole, 
USP Ointment), when used under its proposed conditions of use, is safe and effective for its 
labeled indications. 

5. ATTACHMENTS: 

Facsimile generic labeling and currently approved pioneer labeling are attached as follows: 

Generic Labeling for ANADA 200-287: 

TRIPLEMAX (gentamicin sulfate, USP; betamethasone valerate, USP; and clotrimazole, 
USP Ointment); 

20 gram bottle label 
Package insert 

Pioneer Labeling for NADA 140-896: 

OTOMAX (gentamicin sulfate, USP; betamethasone valerate, USP; and clotrimazole, USP 
Ointment); 

Package insert 
15 gram bottle label 
15 gram bottle individual carton 
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TripleMax” 
(GENTAhWN SULFATE, USP, 
BET-NE VALERATE 
AND CLOTRIMAZOLE, USP 
OINTMENT) 

For 0th use indogs only. 
Indications: friplehlax’M (Gentamicin Sulfate, USP, 
Betamethasone Valerate, USP and ‘Qotrimazole, USP 
Ointment) is indicated for the treatment of canine acute 
and chrqnic dtitis externa as+cieted with yeast 
(Malassezta pachydamatis, formeity pitvrosporum canis) 
and/or bacteria susceptible to gentamicin. 
Each gram contains: gantamicin sulfae USP equivalent to 
3 mg gentamiciri base; betameth$stine valerate, USP 
equivalent to 1 rrQ betameth&sone; and 10 mg 
ctotrimazole, USP in a mineraf o&based system con- 
taining a plasticized hydrocarbon gef. 
Read accompanyfng directicms car&u!l 
Store between, I’and 25% 136’ and 77 4 
plke4weil before Use. 

1. 

IS% 4-04 
Manufactured by 

Phoenix Scientific, Inc. 
St. Joseph, MO 64593 
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eMax’” 
(GENTAMICIN SULFATE, USP, BETAMETHASONE VALERATE, USP AND CLOTRIMAZOLE, USP OINTMENT) 
VETERINARY 
For O tic Use in Dogs Only 
CAUTION: Federal law restricts this drug to use by or on the order .of a licensed veterinarian. 
Keep this and all drugs out of the reach,of children. 
DESCRlPTiON: Each gram of TripleMax TM (Gentamicin Sulfate, LISP, Betamethasone Valerate, USP, 
Clotrimazole, USP Ointment) contains gentamicin sulfate USP equivalent to 3 mg gentamicin base; betamethasone 
valerate, USP equivalent to 1 mg betamethasone; and IO mg clotrimazole, USP in a mineral oil based system 
containing a plasticized hydrocarbon gel. 
PHARNIACOLOGY: 
Gentamiein: Gentamicin sulfate is an aminoglycoside antibiotic active against a wide variety of pathogenic 
negatrye and gram-posrtrve bacteria: In w&u tests have determmed that entamicin 
mhrbrt!ng normal protern synthesis In susceptible mrcroorganisms. 9 

is bactericidal and acts 

followmg organisms common1 
Speci tcalfy, gentamicin is active against 

Pseudomonas aeruginosa, Pro ! 
wofated from canme ears: S&&J&COCCWS a-ureas, other Staphylococcus 

BUS spp., and Escherichia co/i. 
Betamethasone: Betamethasone valerate is a synthetic adrenocorticoid for dermatologic use. Betamethasone, 
analog of prednisolone, has a high degree of corticosteroid activity and a slight degree of mineralocorticosteroid 
activity. Betamethasone valerate, the 17-valerate ester of betamethasone, has been shown to provide 
inflammatory and anti-pruritic activity in the topical management of corticosteroid-responsive otitis externa. 
Topical corticosteroids can be absorbed from normal, intact skin. Inflammation can increase percutaneous absorp- 
tion. Once absorbed through the skin, toprcal corticosteroids are handled through pharmacokinetic pathways 
similar to systemically administered corticosteroids. 
Clotrimazole: Clotrimazole is a broad-spectrum antifungal a 
caused by various species of pathogenic dermatophytes an 1 

ent that is used for the treatment of dermal infections 

dividing and growing organisms. 
yeasts. The primary action of clotrimazole is against 

In vifro, clotrimazole exhtbits fungistatic and fun 
mentagrophytes, Epidermophyiun fluccosum, E 

icidal activity against isolates of Tricho@yf~n rub&m, Trichophyt’on 
icrosporum canis, Gandida spp., and &lassezia pachydermatis 

(Pityrospurum canis). Resistance to clotrimazole is very rare among the fungi that cause superficial mycoses. 
In an induced otitis externa infected with lGla/assezia pachyderm&, 1% clotrimazole in the Gentamrcin Sulfate, 
Betamethasone Valerate, USP and Clotrimazote, USP Ointment vehicle was effective both microbiologically 
ciinically in terms of reduction of exudate odor,and swelling. 
In studres of the mechanism of action, the mrnimum fungicidal concentration of clotrimazoie caused leakage of 
cellular phosphorus compounds into the ambient medium with concomitant breakdown of cellular nucleic acids 
accelerated potassium efflux. These events began rapidly and extensively after addition of the drug. Clotrimazole 
very poorly absorbed following dermai application. 
Gentamicin-Betamethasone-Clatrimazole: By virtue of its three active ingredients, TripleMaxN has antibacterial, 
inflammatory, and antifungal activity. 
In component efficacy studies, the compatibility and additive effect of each of the components were demonstrated. 
In clinical field trials, Gentamicin Sulfate, USP, Betamethasone Valerate, USP end Clotrimazole, USP Ointment 
effective in the treatment of otitis externa associated with bacteria and Malassezia pachydermatis. Gentamicin 
Sulfate, USP, Betamethasone Valerate, USP and Clotrimazole, USP Ointment reduced discomfort, redness, swelling, 
exudate, and odor and exerted a strong antimicrobial effect. 
INDICATIONS: TripleMaxTM is indicated for the treatment of canine acute and chronic otitis externa associated 
with yeast (Malassezia pachydermat&, formerly Pityrusporum canis) and/or bacteria susceptible to gentamicin. 
CONTRAINDICATIONS: If hypersensitivity to any of the components occurs, treatment should be discontinued 
and appropriate therapy instituted. Concomrtant use of drugs known to induce ototoxicity should be avoided. 
not use in dogs with known perforation of eardrums. 



WARNINGS: The use of TripieMaxTM has been associated with deafness or 
of sensitive dogs (eg. geriatric). The hearing deficit is usually temporary, I P 

artiai hearing loss in a small number 

noted during the course of treatment, discontinue use of TripleMaxTM 
hearing or vestibular dysfunction 

thoroughly with a non-ototoxic solution. 
immediately and flush the ear 

Corticosteroids administered to dogs! rabb.its, and rodents during pregnancy have resulted in cleft palate 
offs 
in o a 

ring. Other congenital anomaires rnciudrng deformed forelegs, phocomeiia, and anasarca have been reported 
sprrng of dogs which received corticosteroids durrng pregnancy. 

Clinical and experrmental data have demonstrated that cortrcosteroids administered orally or parenteraily 
animals may Induce the frrst stage of parturrtron If used during the last trrmester of pregnancy and may precipitate 
premature parturition followed by dystocia, fetal death, retained placenta, and metritis. 
PRECAUTIONS: Identification of infecting organisms should be made either by microscopic roll smear evaluation 
or by culture as appropriate. Antibiotic susceptibility of the pathogenic organism(s) should be determined prior 
use of this preparation. 
If overgrowth of nonsusceptible bacteria, fungi, or yeasts occur, or if hypersensitivity develops, treatment should 
be discontinued and appropriate therapy instituted. 
Admrn!stratron of recommended doses of TripleMaxTM be ond 
Avord in 
costeroi % 

estron. Adverse systemic reactions have been o 3; 
7 days may resu(t in delayed wound healing. 

served foiiowrng the oral ingestion of some toprcai corti- 
preparations. Patiants should be closely observed for the usual si ins. of adrenocorticoid overdosage 

whrch include sodium retention, potassium loss, fluid retentton, weight gain, po ydtpsia, and/or poiyuria. Prolonged 9 
use or overdosage may 
Use of co$costeroids, 8 

reduce adverse immunosuppressive effects. 
ependin 

4 tion inhibition following drug wit 
on dose, duration, and specific steroid, may result in endogenous steroid produc- 
drawal. In patients-present1 receivin or recently withdrawn from corticosteroid 

treatments, therapy with a rapidly acting cortrcosterord shoul d -% be cons1 ered in especially stressful situations. 
Before instilling any medicatron 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 transmitting infection to the middle ear as well 
damaging the cochlea or vestibular apparatus from prolonged contact. 
TOXICOLOGY: Clinical and safet studies with Gentamicin Sulfate, USP, -%etamethasone Valerate, USP 
Clotrimazoie, USP Ointment have s x 
PRECAlJTIONS/SI DE EFFECTS). 

own a wide safety margin at the recommended dose level in dogs 

SIDE EFFECTS: 
Gentamicin: While aminogl 

Y 
cosides are absorbed poorly from skin, intoxication may occur when aminogiycosides 

are applied to icaliy for pro onged periods of time to large wounds, burns, or any denuded skin; particularly if 
is renal P insu ficiency. All aminoglycosides 
cochiear, and renal toxicity. 

have the potential to produce reversible and irreverSibie vestibular, 

Betamethasone: Side effects such as SAP and SGPT enzyme elevations, weight loss, anorexia, pol 
J poiyuria have occurred following the use of parenterai or systemic synthetic coiticosteroids in dogs. 

dips& 

diarrhea (occasionally bloody) have been observed in dogs and cats. 
omiting 

Cushing’s syndrome in dogs has been reported with association with prolonged or repeated steroid therapy. 
Clotrimazole: The following have been reported occasionally in humans in connection with the use of clotrimazole: 
erythema, stinging, blistering, peeling, edema, pruritus, urticaria, and general irritation of the skin not present 
before therapy. 
DOSAGE AhJD ADMINISTRATION: The external ear should be thoroughly cleaned and dried before treatment. 
Remove foreign material, debris, crusted exudates, etc., with suitable non-rrritating solutions Excessive hair should 
be clipped from the treatment area:. After veri in 
into the ear canal of dogs weighing less than ?% 0 I 

that eardrum is intact, instill 2 drops of TripleMax”” twice 
s. 

30 ibs. or more. Massa 
Instill 4 drops twice daily into the ear canal of dogs weighing 

medication. Therap shou d continue for 7 consecutive days. P 
e external ear canal carefully after instillation to ensure appropriate distribution 

HOW SUPPLIED: ?ripieMaxTM (Gentamicin Sulfate, USP, Betamethasone Valerate, USP, and Clotrimazole, 
Ointment} is available in 10 gram, 20 gram and 215 gram plastic bodies. 
Store between 2” and 25°C (36’ and 77°F). Shake well before 
800004 Rev. 4-04 

Manufactured by 
Phoenix Scientific, Inc. 
St. Joseph, MO 64503 



Otomax@ (GENTAMICIN SULFATE, USP. 
BETAMETHASONF VALEHATE. USP: AND CLOTflIMAZOLE. USP OINTMENT) 
WARNINGS The use of OTOMAX omtment has been associated wrth deafness or partial hearing loss in a small 
number of sensrtrve dogs leg. gerratric) The hearing deficit is usually temporary If heanng orveshbular dysfunction 
IS noted during the course of treatment, discontinue use of OTGMAX mntment rmmediately and ffosh the ear canal 
thoroughly with 8 nonototoxrc solution. 
Corticosteroids admmrstered to dogs, rabbits, and rodents during pregnancy have resulted tn cfeft palate m  offsprmg 
Other conoenital anomalies incfudma deformed foreleas. ohocomelia. and anasarca have been reported in offsprmg 
of dogs whrch recervedcorticosteroi& durmq pregnancy.. 
Chnlcal and experimental data have demonstrated that cortrcosterolds admmmtered orally or parenterally to animals 
may Induce the frrst stage of parturition if used during the fast trimester of pregnancy and may precmnate premature 
parturition followed by dystocia. fetal death, retained placenta, andhetrrtis 
PRECAUTIONS ldenbfication of infecting organisms should be made either by mmroscopie roli smear evaluatron 
or by culture as appropriate. Antibiotic susceptibility of the pathogenic organismls) should be detetmmed prior to use 
of this preparation 
If overgrowth of nonsuscepttble bacteria, fungi, or yeasts occur. or rf hypersensitivity develops, treatment should be 
drscontinued and appropriate therapy instrtuted. 
Adminrstratron of recommended doses of OTOMAX ointment beyond 7 days may result m  delayed wound heahng 
Avord ingestion Adverse systemtc reactions have been observed fol lowmg the oral ingestion of Some topical coni- 
costeroid preparations. Patcents should be closely observed for the usual signs of adrenocortrcuid overdosage which 
include sodium retention, potassium loss, fluid retention, weight gain, polydrpsra, and/or poiyurm Prolonged use or 
overdosage may produce edverse immunosuppressive effects 
Use of corticosteroids. depending on dose, duration. and specific steroid, may result m  endogenous steroro produc- 
bon inhibition following drug withdrawal. In patients presently receiving or recently withdrawn from cortrcosterord 
treatments, therapy with a raprdly-acting corticesteroid should be considered in espedally stressful situations. 
Before instilling any medication into the ear, examine the extemaf 881 canal thoroughly to be certain the tympancc 
membrane is not ruptured m  order to avoid the possibihty of transmitttng infection to the middle ear as well as dam 
aging the cochlea 01 veslibular apparatus fmm prolonged contact 
TOXICOLOGY Ctmrcal and safety studies with OTOMAX ointment have shown a wid8 safety margm at the 
recommended dose level indogs (see PRECAUTIONS/SIDE EFFECTSI. 
SIDE EFFECTS 
Gentamicin: While aminoglycosides a1e absorbed poorly from skin, intoxicatron may occur when ammoglycosides 
are 8$ied topically for prolonged pen& of t ime to large wounds, burns. or any denuded skin, particularly If there 
IS renal insufficiency. All aminoglycosides have the potential to produce reversible and irreversible vestrbular. 
cochlear. and renal toxicity. 
Betamethasone: Side effects such as SAP and SGPT enzyme etevations. wetght loss. anoremia. polydipsia. and 
polyurra have occurred following the us8 of parenterat or systemic synthetic corticosterotds m  dogs Vomiting and 
dmrrhea (occasionally bloody) have been observed in dogs andcats. 
Gushing’s syndrome in dogs has been reported in association with prolonged 01 repeated SterQid therapy. 
Clotrlmazole: The following have bee0 reported occastonally in humans in connection wtth the use of clotrimazole 
erythema. stinging, blistermg. peeling, edema, pruritus, ufticaria. and general initation of the skm not present before 
therapy. 
DOSAGE AND ADMINISTRATION The external eer should, be thoroughly cleaned and dried before treatment 
Remove foreign material, debris, crusted exudates. etc., with suitable nonirritating solutions. Excessrve hair should be 
clipped from the treatment area. After verifyring that the eardrum is intact, instill 4drops fromthe ?.5 g and 75 g tube. 
and 12.5 g and 30 g bottle (2 drops from the 215 g bottle) of OTOMAX omtment twice daily into the ear canal of dogs 
wetghing less than 30 Ibs. Instill 6 drops from the 7.5 g and 15 g tube, and 12.5 g and 30 g bottle (4 drops from the 
215 9 bottle) twice daily into the ear canal of dogs weighing SO lbs or more. Massage external ear canal carefully 
after instillation to ensure appqrfatedistribution of medi&atian. Therapy should continue for? consecubve days 
HOW SUPPMEU OTOMAX ointment is available m  7.5 g (NOCflLI610367-01) 8fld 15 g (NDC 6061-0367-02) tubes 
as well as in 215 ff INDC f%tY-G367-03), 36 g (NOG 0661~7-66), and $2.59 INDC 6661-0367-09)plastic bottles 
StoFabe(wear2a~2SC(360ad~wellbs(Dnrsss~u*ng;hen5gkrctle,9llboPde,sndlz.sgbo(rle 
Made in canada. M8rdl239o 
Schwi .Ploylh Animal Health Carp , Union, NJ~07083 
Copyrig t6 1393.1B3B. 1997. ScheringPlough Anrmal Health All rights reserved “a 
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PRODUCT INFORMATION 

VETERINARY 
For Otie Use in Dogs Only 
CAUTION: Federal law restricts tbis drug to use by or on  the order af a  l icensed veterinarian, 
Keep this and all drugs out of the reach of children. 
DESCRlPTlON Each gram of OTOMAX ointment contams gentamrcm sulfate, USP aqutvalent to 3  mg  gantamrcrn 
base; betamethasone valerate. USP equrvalent to 1  mg  betamethasone, and 10  mg  ciotnmazole, USP in a  mineral orl- 
based system containing a  plastrcized hydrocarbon gel 
PHARMACOLOOY 
Gentamicin: Eentammin sulfate is an  amino&aside anttbrotic actrva aaamst a  wide variety of pathogenic gram- 
negative and gram-posit ive bacteria. In virr6 &Ys have determined f&t gentamicin is bactericidal and acts by 
inhibitina normal orotain svnthesrs m  susceotrble microoraanisms. Soectficallv. aentamicin is active aaamst the fol- 
towmg organcsms commonly isolated from canma aa& Sraphviocbccus’avreo, other Sraph&occus spp 
Pseudomonas aeruginosa. Proteus spp.. and fschericfiia co/i 
Getamethasene: Betamethasone va4erate is a  synthetic adrenocorucoid for dermatologrc use Betamethasone. an  
analog of pradnisolone, has a  high degree of corticosteroid activrty and a.slight degree of minefalocorttcosterord 
activity. Befamethasone valerate. the 17.valerate ester of beIamethasona. has bsen shown to provrde antr-inflamma- 
tory and antipruritic activity in the topical management  of corticosteroidresponsive otitis extema 
Topical cortrcosteroids can be  absorbed from normal. intact skm. inflamioation can increase percutaneous absorptron 
Once absorbed through the skm. topical cortmosteroids are handled through pharmacokinetrc pathways similar lo 
systemically admmmtered corticosterords 
Clotrimarole: Clotnmazole rs a  broad-spectrum antifungal’agent that IS used for the treatment of dermal infectcons 

- caused by varrous species of pathogenic dermatophytes and yeasts The primary action of clotrimazole IS agemst 

- 
drvrding and growing orgamsms 

izz 
In vitro. clotrimezole exhibits fungmtatic and fungiodal activity against,isolates of 7%rophy?oo rubrum, E~chophyton 
mentagrophytes. Epidermophvton f loccosum, Microsporum canis. C&ndrda spp.. and lwalassezra pachvdermatrs 
fr%yrosperum cams/. Resistance to ctotrimazole is very rare among the fung4 that cause superfieral mycoses. 

- In an  induced otrtrs axterna infected with Malessezia pachydermat& 1% dotrtmarole in the OTOMAX vehrcle was 
- effective both mrcrobiologically and clinically in terms of reduction of exudate: odor, and swel4ing 

In studies of the mechamsm of action, the min imum fungicidal conceniration of clotrimazole caused leakage of mtra- 
cellular phosphorus compounds into the ambient m e d m m  wrth conc&itant breakdown of cellu4ar nucletc acrds and 
accelerated potassrum efflux. These events began rapidly and extensivsly after addit ion of the drug. 
Ciotrrmazole IS very poorly absorbed following dermal applicatron. 
Gentamicin-Betamsthasnne-Clotrfmazok By vutue of rts three actrve ingredients. OTOMAX omtfnent has 
antrbacterral. antr~inflammatory. and antifungal activrty. 
In component  efficacy studres, the compatibil ity and addit ive effect of each of the components were demonstrated 
In clinical field trials. OTOMAX ointment was effectrve in the treatment of atitrs extema associated with bacteria and 
Malessez~epachydermahs. OTOMAX omtment reduced discomfort, redness. swelling. exudate, and odor, a&exerted 
a  strong antimicrobial effect. 
INDICATlONS OTOMAX aintmeqt is Indicated for the treatment of canine acute and c&ronlc otttis externa assocr. 
ated with yeast Mlassezia pechydermatis,‘formerfy PirVrosporom oak4 and/or bacteria suscaptrble to gentamicin. 

CONTRAINDICATIONS If hypersensitivity to any of the components occurs, treatment should be  discontmued 
end appropriate therapy instituted Concomitant use of drugs known to induce ototoxrcrty should be  avoided. Do not 
use m  dogs with known perforatron of eardrums. 
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Feroticuae indogs only. 
Indications: OTOMAX*(genta- 
micin s&ate, USE betamefhasone 
valsrata use and ckItrimaMls. USP 
ointmentl is indicated for the treat- 

2 

&ENTAMlGlN SljLFATF 

LKee OufefReech 
/ ef&dree. 

J.ikensed veterinarian. 

Sciwiri&lough 
Animal k!eafth 

max” 
I@NTAMICINSULFATE. 
iJSP:BETAMffHASONE 
VALEt?ATE,USp;AND 
CtQTFlXv!AZOLE,USP 
MNTMENT) 

For 4th use in 
dztgs only. 

rmmt of ‘canine acute and chronic 
otitis exbma asixkted V&h yeast 
(Ma/awiap foimerly 
fk jmpmm mid an&f bacteria 
smble to gentamtm. 
Each#mtnwWainr: @mlamicin 
sulfate,. t jSP equivalent to 3 mg 
gentamwn base: betanwthasone 
valerate. f&P aquivalantlo I mg 
batammhasone:arrd 10 clouima- 
mie, U3P in amineral oil ?a sed sw 
tam containing e plastic.W hydm- 
aheel 
Doasgeand Mndni:The 
external ear should be properly 
cleaned and drii More treatment 
Remove fofeign material. debris. 
crusted exudates. me, v&b alitahle 

of 0TGW.X ointment twice daily 
intotheee neIofd+gSwghi~ 
lestf!an30 ll%lnstilH?drqBtsice T 
darly into the ear canal of dogs 
weighi 30 fbs or mom Massage 
extarna ear canal carefully after “B 
instillMktntoersure~dis- 
trfbution of mediiatfon. Therapy 
shoi~ki continue for 7 cwtsecutive 
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Made in Canada 
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