Dateof Approval: o 28 a0

- ANADA 200-287

Indications for use: GBC Ointment™ is used in the treatment of canine acute and chronic
otitis externa associated Wit;hyeast (Malassezia pachydermatis, formerly Pityrosporum
canis) and/or bacteria suscecptible to gentamicin,

Sponsored by:
Phoenix Scientific, Inc.
St. Joseph, MO 64503
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I. GENERAL INFORMATION:

a ANADA Number

b. Sponsor:

c. Established Nameé

d. Trade/Proprietary Name

e. Dosage Form:
f. How Supplied:
g. How Dispensed:

h. Amount of Active
Ingredients: ‘

i. Route of Administration:

j- Species:

k. Labeled Dosage
and Administration:

200-287

* Phoenix Scientific, Inc.

3915 S. 48" St. Terrace

. St. Joseph, MO 64503
21 CFR 510.600: Labeler Code: 059130~~~

" Gentam1c1n Sulfate Beta:rnethasone Valerate o
- and Clotrimazole Ointment

~ GBC Ointmen™
~ Ointment
10 gram and 215 gram plastic bottles

- Rx

Each gram: 3 mg gentarmcm base, 1 mg
betamethasone and 10 mg clotrlmazole USP
in mineral oil base system.

"LToplcal

Dogs k

_Instill 2 drops of GBC Ointment™ twice

daily into ear canal of dogs weighing less
than 30 Ibs and 4 drops of GBC Ointment™

itwice daﬂy into the ear canal of dogs '

welghmg 30 Ibs or more
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1. Indications for Use: - Treatment of canine acute and chronic otiis
: .. externa associated with yeast (Malassezia
pachydermatis, formerly Pityrosporum =~
canis) and/or bacteria susceptible to
__ gentamicin R

m. Pharmacological =~ e e ity £
Category: Antibacterial, Antifungal
tomax® manufactured by Schering-Plough

n. Pioneer Product: OUtomax® n y SCICTING-l
B Animal Health (NADA 140-896)

2. TARGET ANIMAL SAFETY and DRUG EFFECTIVENESS:

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 drug effectiveness data and human food safety data (other than
~tissue residue data) are not required for approval of an ANADA.

Ordinarily the ANADA Sponsor shows 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 conducting an in vivo o
bioequivalence study (55 FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter;
Bioequivalence Guideline, October 2000). o

Based upon the formulation characteristics of the generic product, Phoenix Scientific,
Inc. was granted a waiver on May 5, 1997, from the requirement of an invivo
bioequivalence study for GBC Ointment™. The generic and pioneer products contain
the same active and inactive ingredients in a similar formulation as the pioneer. The |
pioneer product, Otomax®, the subject of Schering-Plough Animal Health’s NADA
140-896 was approve'd'on; June 9,1993.

This drug s indicated for use only 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 drugf' residues in food were not required for approval of this
NADA. , | o iend e e
Human Warnings are provided on the prodiié't'y”lébél'“a/srfbllowsi

“Keep this and all drugs out of the reach of children.”
“For Otic Use in Dogs Only” '
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This Abbreviated New Ammal Drug Apphcatlon (ANADA) ﬁled under seetlon _ |
512(b) of the Federal Food, Drug, and Cosmetlc Act satisfies the ; requ1rements of

section 512(n) of the act and demonstrates that GBC Omtment’f?" when used under 1ts

proposed conditions of u use is'safe and effectwe for its labe ed ‘mdlcatlons

5. Attachments:

Labeling: Ploneer Labehng for NADA 140 8 6, ‘\ L e
Otomax® 7. 5 12. 5 g, 15g, 30g,

S

? Generic Labeling fb:'r‘ ANADA 2’()0' 287 :

(AmTech’s) GBCTM 10 gram and 21 5 gram bottles
Insert

Copies of applicable labels may be obtalnedbywrltlngto the:

Food and Drug Administration I
Freedom of Information Staff (HFI-35)
5600 Fishers Lane B
‘Rockville, MD 20857

Or requests may be sent v1a fax to: (301) 443 1726 If there are prob’,llemssending é fax,
call (301) 827-6567. , ; ,
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£17489143 o : BROpUCYT HFORREATION
NADA #140-896, Approved by FDA. o o .
o LR 38 senmanon SULFATE Gsp

BETAMETHASONE VALERATE, USP; AND CLOTRIMAZOLE, usp OINTMENT)
VETERINARY . o ‘

For Otic Use'in Dogs Culy

CLAUTIGN: Fedsral lew resuricts this drug fe uss by o on the erder of 2 licen
Keep this and ali drugs out of the reach of children. ‘ :

DESCRIFTION Each gram of OTOMAX ointmént contains gentamicin sulfate, USP equivalent to 3 mg gentamicin
bass; betamethasone valerate, USP equivalent to 1 mg betamethasone: and 10 mg elotrimazole, USP in 4 mineral pil-

~based system containing a pla‘stfci‘)zgq,hyd\rogarbqn gel.

BHARIAACGLOCY

Gentamicin: Gentamicin sulfate is an aminoglycoside antibiotic active against @ wite variety of pathogenic gram-

‘Tiegative and gram-positive bacteria. /n vitrp tests haye determined that gentamicin is bactericidal and acts by

inhibiting narmal protein syathesis in susceptible microorganisms. Specifically, gentamicin is active against the fol-
lowing brganisms commonly isolated from caning ears: Staphylococcus aureus, other Staphylococeus spp.,
FPseudomonas aeruginosa, Proteus spp., and Fscherichia coll

Belamethasgne: Betamethasone valerate is a synthetic adrenocorticoid for dermatologic use. Betamethasone, an
analog of prednisolone. has'a high degree of corticosteroid activity and a slight degree of mineralocorticosterojd
activity. Betamethasone valerate, the 17-valerate ester of betamethasone, has been shown 1o provide anti-inflamma-
tory and antipruritic activity in the topical management of corticosteroid-responsive otitis externa

Topical corticasteroids can be absorhed from normal, intact skin. inflammation can increase percutaneous absorption.
Once absorbed through the skin, topical corticosteroids are handied through pharmacokinetic pathways similar 1o
Systemically administered corticosternids.

Clotrimezole: Clotrimazole is a broad-spectrum antifungal agent that is used for the treatment of dermal infections
caused by various species of pathogenic dermatophytes end yeasts. The primary action of clotrimazole i against
dividing and growing organisms” :

In vitro, clotrimazole exhibits fungistatic ang fungicidal activity against isolates of Trichophyton rubrum, Trichaphyton
mentagrophytes, Epidermophyton flaccosum, Microsporum canis, Candida spp., and Malassezis pachydermatis
{Pityrosporum canis) Resistance to clotrimazole is very rare among the fungi that cause superficial mycoses.

In an induced otitls externa infected with Malassezia pachydermatis, 1% clotrimazole in the OTOMAX vehicle was
effective both microbiologically and clinically in terms of reduction of exudate, odor, and swelling.

In studies of the mechanism of action, the minimym fungicidal concentration of clotrimazole caysed leakage of intra-
cellular phosphorus compounds into the ambient medium with concomitant breakdown of celiular nucleic acids and
accelerated potassium efflux. These events began rapidly and extensively after addition of the drug.

Clotrimazole is very poorly absorbed foltowing dermal application, .
Gentamicin-Betamethasone-ﬁlotrimazo!e: By virtue of its three active ingredients, 0TOMAX ointment has
antibacterial, anti-inflammatory, and antifungal activity.

In component efficacy studies, the compatibility and additive effect of each of the components were demonstrated.

In clinical field trials, OTOMAX ointment was effective in the treatment of otitis externa associated with bacteria and
Malassezia pachydermatis. QTOMAX ointment reduced discomfort, redness, swelling, exudate, and odor, and exerted
a strong antimicrobial effect. B TR B

INDICATIONS 0TOMAX ointment is indicated for the treatment of canine acute and chronic otitis externa associ-
ated with yeast (Malassezia pachydermatis, formerly Pityrosporum canis) and/or bacteria susceptible to gentamicin.

CGNTRAENUWATFUN@ l‘f‘h\/vper‘sensitivity to any of the components accurs, treatment should be discontinued
and appropriate therapy instituted. Concomitant use of drugs known to induce ototoxicity should be avoided. Do not
use in dogs with knawn perforation of eardrums.




Yo mn® '
(Homas L (GENTAMICIN SULFATE, USP:

BETAMETHASONE VALERATE, USP; AND CLOTHIMAZOLE[US‘P OINTMENT)
WALRINGE The use of OTOMAX oiniment has been associated with deaffisss or partial hearing 10ss in a small
number of sensitive dogs (e, geriatric). The hearing deficit is usually temporary. If hearing or vestibutar dysfunction
is noted during the course of treatment, ‘discontinue use of OTOMAX ointment immediately and flush the ear canal
thoroughly with & nonatotexic solution. : i : : : .
. Corticosteraids administered to dogs; rabbits, and rodents during pregnaricy have resulted in cleft palate in offspring
Other congenital anomalies including defarmed forelegs. phocomelia, and anasarca have been reported in offspring
. ;. ~0f dogs which received corticosteroids during pregnancy. L N
@ Clinicel and experimental data have demonstrated that corticosteroids administered orally or perenterally to animals
: may induce the first stage of parturition if used during the last trimester of pregriancy and may precipitate premature
parturition followed by dystacia, fetal death, rétdinad placenta, and metritis,

PREGAUTIONE “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 to 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.
Administration of recommerided doses of QTOMAX ointment beyond 7 days may result in delayed wound healing.
Avoid ingestion. Adverse systemic reactions have Been observed following the oral ingestion of some topical corti-
# tosteroid preparations, Patients should be closely observed for the usual signs of adrenacorticoid averdosage which
St ‘include sodium retention, potassium loss, fluid retention, weight gain, polydipsia, and/or polyuria. Prolonged use or
' overdosage may produce adverse immunosuppressive effects . . :
Use of corticosteroids, depending on dose, duration, and specific steroid, may result in endogenous steroid produc-
tion inhibition following drug withdrawal. in patients presently receiving or recently withdrawn from corticosteroid
treatments, therapy with a rapidly-acting corticosteroid should be considersd in especially siressful situations.
Before instilling any medication into'the ear, examine the ‘external ear cana! 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 as dam-
aging'the cochlea or vestibular apperatus from prolonged cantact. e . - .
TOXICOLOGY Clinical and safety studies with OTOMAX ointment have shown a wide safety margin at the
recommended dose leve! in dogs (see PRECAUTIONS/SIDE EFFECTS).
_Bentamicin: While aminoglycosides are absorbed poorly n, intoxication may occur when aminoglycosides
are applied topically for prolonged periods of time to large wounds, bums, or any denuded skin, particularly if there
is renal insufficiency. All aminoglycosides have the potential to produce reversible and irreversible vestibular,
cochlear, and renal toxicity. - : )

Betamethasone: Side effects such as SAP and SGPT enzyme elevations, weight loss, anorexia, polydipsia, and
.- polyuria have occurred following the use of parenteral or Systemic synthefic corticosteroids-in dogs. Vomiting and
/.. diarrhea (occasionally bioody) have been observed in dogs and cats. ]
v i+ Cushing’s syndrome in'dogs hes been reported in association with prolonged or repeated steroid therapy.

i ‘Clotrimazele: The following have been reported occasionaily in humans in connection with the use of tlotrimazole:

-

S

erythema, stinging, blistering, peeling, edema, pruritus, urticaria, and general irritation of the skin not present before

therapy ' i, A, 7 S e A e T e e TN L S P
DOSAGE AND ADWINISTRATION The external ear should be thoroughly cleaned and dried before treatment.
Remove foreign material, debris, crusted exudates; etc., with suitable noniritating solutions. Excessive hair should be
clipped from the treatment avea. After verifying that the eardrum is intact, instill 4 drops from the 7.5 g and 15 g tube,
and 12.5 g and 30 g bottle {2 drops from the 215 g bottle} of OTOMAX ointment twice daily into the ear canal of dogs
weighing less than 30 Ibs. Instil 8 drops from the 7.5 g and 15 g tube, and 125 g-and 30 g battle {4 drops from the
215 g bottle) twice_daily into the ear canal of dogs weighing 30 Ibs or more. Massage external ear canal carefully
» after instiilation to ensure appropriate distribution of medication. Therapy should contintie for 7 E6§sEtive days.
S HOW SUPPLIED UTOMAX gintment is avaitable in 7.5 g (NDC 0061-0387-01) and 15 g (NDC 0061-0387-02] tubes
¢ - aswell asin 215 4 (NDC 0067-D387-03), 30'g (NDC 0061-0387-08), and 12,59 (NDC 0061-0387-09) plastic bottles.

Store betwveen 2° and 25°C (35° and 77°F). Shake well betore use when using the 215 ¢ bottle, g Hotde, and 12.5 g bottie.

Made in Canada e . ... March 2000 81-475845
Schering-Plough Animal Health Corp., Union, NJ 07083 R . : o
Copyright © 1993, 1996, 1937, Schering-Plough Animal Health. All rights reserved. B-17489143

vB3
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(GENTAMICIN SULFATE,
USP; BETAMETHASONE
VALERATE, USP; AND
DINTMENT)

Kéék'yﬂlutr}fheaéﬁ )
of Children.

ition: Federal law
restricts this drug to use

by or on the order ofa
licensed veterinarian,

drops twice daily for 7 days.

3 Scherrng-PIqUéh
Animal Health

Directions: Apply

Client

itis g £
gm's] and/nr bacteria susceptible to gentamicin, N
Each gram confains: gentamitin sulfaté, USP eqiivaishiio Mg gentamicin
batamethasons Velerate; USP equivalentto 1 etamethasons; and 10 mg
. ing based. system containing-a plasticized hydrocarbon get.
iing diréct carefully. ~ Store bmaur{ 2% and 75°C |

CLOTRIMAZOLE, USP™ " CLOTHIMAZOLE, USP

For otic use.

EUSPA

For otic use in dogs uhly.
Indications: OTOMAX® (genta-

-~ micin sulfate, USP; betamethasone
- valerate, USP; and clotrimazole, ISP

ointment) is indicated for the treat
ment of canine acute and chionic oti-

* 1is externa assogiated with yeast

(Malassezia pachydermatis, formerly
Pityrosporum canis) and/ar bacteria

... susceptible to gentamicin. )
..Each gram contains: gentamicin
sutfate, USP equivalent 10.3 mg
** gentamicin base; betamethasone
-« valerate, USP equivalent to 1 mg

betamethasone; and 10'mg clotrima-
zole, USP in a mineral oil-based
system containing & plasticized

* hydrocarben gel.

Dosage and Administration: The

external gar should be properly

‘cleaned and dried before tréatment.

e i " rzzmRemove foreign material, debris,
dogs only, —-CrUsted exudates, etc., with suitable.

“=noniritating solutions. Excessive hair

should be clipped from the treatrment

area. After verifying that the eardrum -
.18 intact, instill 4 drops of UTOMAX i
. 0intment twice daily into the ear

anal of dogs weighing léss than 30

Ibs. Instill 8 drops twice daily into the

g canal of dogs weighing 30 Ibs or

Made in Canada.
“Copyright © 1993, 1495,
Schering-Plough

Animal Health Corp.,
Union, NJ 07083.

All rights reserved:

17858130 Rev. 3/00
e e

81-155245

ns: DtUPAAX°0i;'1trlien1 i indicated for the treatment of zanine acute and chronic
terna assorigted with yeast {Me ia pachydenmatis, formetly it

more. Massage external ear canal
carefelly after instillation to ensure
appropriate distribution of medica-
tion. Therapy should continue for
7 consecutive days.

Read accompanying

directions carefully.

Store between 2° and 25°C
{36° and 77°F).

il e B R oY
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For ofic use in dogs gnly.

Indications: 0TOMAX® (gentamicin sulfate,
SP; betamethasone valerate, USP; and
clotrimazole, USP ointment) s indicated far
the treatment of canine acute and chronic otj-
tis externa associated with yeast (Malassezig
pachydermatis, formerly Pityrosporum canis)
and/or bacterig susceptible to gentamicin.
Each gram contains: gentamicin sulfate,
USP equivalent to 3 mg gentamicin base’
betamethasone valerate, UgP equivalent to 1
mg betamethasone; and 10 mg clotrimazole,
USP in a mineral ofl-based System containing
a plasticized hydrocarbon gel. :
Dosage and Administration: The extarnal
ear should be properly tleaned and dried’
before treatment. Remove foreign material,

-debris, crusted exudates, 8tc., with suitable:

nonirritating soutions. Excessive hair should _

be clipped from the treatment area, After veri-*

fying that the eardrum js intact, instili 4 drops

of OTOMAX sintment twice daily inte the ear?

canal of dogs weighing less than 30 [hs. Instill ©

8 drops twice daily into the ear canal of dogs

weighing 30 Ibs or more. Massage external

ear canal carefully after instiltation 1o ensure””

-appropriate distiibution. 6f medication.

gherapy should continue for 7 consecutive
ays. .

Read accompanying

directions carefully,

Stare between 2° and 25°¢

(36° and 77°F).

Shake well hiefore use,

. UN3NINID dsn Trozvitony T

_dogs only,

: “Copyright © 1997,

- Animal Health Corp.,

- Union, NJ 07083,
All rights reserved.

- 19864618 Rev. /60

. 81-157042 e
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(BENTAMICIN SULFATE

USP; BETAMETHASONE

VALERATE USP; AND

CLOTRIMAZOLE, USP

GINTMENT)

Otomax®
{GENTAMICIN SULFATE, Uise:

BETAMETHASONE VALERATE, Usp,
AND CLOTRIMAZOLE Usp OFNTMENT)

For otic use in

Keep Out of Reach
of Children,

| Caution: Federal iaw
restricts this drug to use
I by oronthe order of
licehsed veterinarian,

NADA #140-896,
Made in Canada Approved by FOA.

Schering-Plough

Sch:ering—PlougH
o i Animal Health’

Otomax®

(GENTAMICIN SULFATE (8p:

BETAMETHASONE VALERATE, USP;
AND CLOTRIMAZOLE, ('SP OINTMENT)

5

NDC 0051036705 = o

- = = o

® ey H
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{GENTAMICIN SULF\A/\TE,US% .40 ©

BETAMETHASONE VALERATE (5P AN %

CLOTRMAZGLE USP OINTMENT) ) 4 =201

- Kaep Det'of Beash of Chitdron. o =
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For otic use in

dogs only.
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Otomax®
=l (GENTAMICIN‘SULFATE,
USP; BETAMETHASONE
VALERATE‘ USP; AND
CLDTRIM_AZOLE, USP
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Client

Patient

30061

* Directions: Apply . drops twice daily for 7 days.

-0387-0%

NDCOOET-
038703

Otomance
 (GENTAMICIN SULFATE,
“USP: BEFAMETHASONE
VALERATE, USP: AND

OINTMENT) ™

Keep Out of Reach
of Children.

Caution: Federal law
restricts this drug to use
by'or on the order of 2
licensed veterinarian.

| NADA #140-896,
| Approved by FDA,

224 Schering-Plough' -
Animal Health

Otomax:
[BENTAMICIN SULFATE, gP:
BETAMETHASONE VALERATE, Use:
AND CLOTRIMAZOLE, USP OINTMENT]

CLOTRIMAZOLE, USP

Otomax®
(GENT:

FATE

USP: BETAMETHASONE
VALERATE, USP: AND

CLOTRIMAZOLE, USP™
OINTMENT]

i

Fot ofic use in
dogs only.

17850033 Rev. 3/00

i
Marje in Canada.
Copiright © 1993, 1995,
Schering-Plaugh
Aniral Health Corp.,
Union, NJ 07083,
All rights reseryed..
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. For
" indications: OTOMAX® Ointment is inic

*“otitis externa | fale

; and/or bacteriz suseaptible to gentamigin,

: .Esch gram contaits: geftemioin sulfate, USP squival

" sone valerate, USP squj

For otic use in dogs only,
Indications! OTOMAX® (gents-
micin sulfate,”USP:” betamethasane
valerate, USP. and clotrimazole, USP
ointment) is indicated for the treat-
ment of caning acute and chropic
ofitis extema assaciated with yeast
(Malassezia pachydermatis, formerly
Pityrosporum canfs) andfor bacteria
SUsCe)

“Each gfam contains: gentamicin

sulfate, USP equivalent to 3 mg
gentamiein base; betamethasone
valerate, USP equivalent ta 1 mg
betamethasone; and 10 mg clotrima.
zole, USP'in a mineral oil-based sys-
tem containing a plasticized hydro-

 Carbon gel.

Dosage and Administration: The
external ear should be properly
cleafed and dried before treatment.
Remove foreign material, debris.
crusted exudates, étc., With suitable
nonirritating solutions. Excessive
hair should be clipped from the
Ireatment area. After verifying that
the eardrum is intact, instill 4 drops
of OTOMAX oirtment wice daily
into the ear canal of dogs weighing
less than 30 {bs. Instili 8 drops twite
daily into the ear canal of dogs
weighing 30 Ihs or more. Massage
external ear canal carefully after
instillation to ensure appropriate dis-
tribution of medication. Therapy
should continue for 7 consecutive
days.

: R'e;aﬁ;x‘cc/nmpéhi/ihg B

directions carefully, )
Store hetween 2° and 25°¢

{36° and 77°F)

«

otic use in dogs anly,

with yeast {4

atad for the veatment of canine acute and chronic

s, formerly Pity

103 m i

1 canis)

B

al oiltbased System coy

NADA £140-895, Approved by

e

m 10-1 mg bet,
basg ning a plasticized hydrocarbon pel.
. Feed &ccompanying directions carefully.
Made in Canada, o . ped e . See crimp for Lot
Sopyright © 1992, Sckacing-Plough Anime) Health Com., Union, NJ 67083,
Al rights reservad,

] @f@m@}g@mmmwcw SULFATE, Usp:~

" BETAMETHASONE VALERATE. 5P A
Keep Out of Reach of Chitdren,
Caution: Federa) law restricts thi

FDA.

sdmgtobsehyoronmeardar

in base;
ne; and 10 mg clotrimazole, USP

in 8 miner-

Store between 2° and 25°¢ (36° and 77°F),

Ne. and

NDC 0087-0387.03

ND'CLOTRIMAZOLE, USP OINThENT)

Schering-P!ough Animal Health

Exp. Date,

17491228 Rev, 300
1705

81384542

of a licensed veterinarian,
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{ir use in Hogs only. .
#iions; OTOMAX® foentamicin sulfate,

USP cintment] is indicated for the treat-

~ment of caning acute and chronic otitis externs

associated with yeast (Malassezia pachyderma:
tis, formerly Pityrosporum canis) and/or bacteria
susceptible to gentamigin, .
Each gram contains: gentamicin suifate, USP’

Equivalent to 3 mg gentamicin base; betametha-

sone valerate, USP equivalent to 1 mg beta-

methasone; and 10 myg clotrimazole, USP in a.

NIDINYINGD)

484 brﬁame’ihas,one valerate, USP; ang clotri-

minere! oil-based system containing a plasti--
cized hydrocarbon gel.

Dosage and Administration: The external ear
should be thoroughly cleaned and dried before
Iregtment. Remove foreign material, debris,
crusted exudates, etc., with suitable nonirritat-
ing solutions. Excessive hair should be clipped

Otomay®

Otomax® Otomaxe

IBENTAMICIN SULFATE {GENTANTIC TE Usp BENTAMICIN SULFATE,
il e
CLOTRIMAZOLE, USP AND CLOTRIMAZOLE, USP OINTMENT) CLOTRIMAZOLE, USP
OINTRAENT) e CINTHENT)

Kée’p Ouf of Reach
of Chifdren,

For otic use in For otic use'in’

from the treatment area. After verifying that the * dogs only. dogs only.
.. eardrum s intact, instill 4 drops of OTOMAX . e )
* ointment twice daily into the ear canal of dogs Caution: Federal law
weighing less than 30 Ibs. Instil) § drops twice - Testricts this drug to use
daily into the ear canal of dogs weighing 30 Ibs by or on the order of a
or more. Massage external ear canal carefully : licensed veterinarian,
after instiliation to ensure appropriate distriby- ° ‘ o
tion of medication. Therapy should cantinue for |
7 consecutive days. :
Read accompanying
;- directions carefully.
: (Store betwee;n 2° and 25°C
36° and 77°F). : o
i NADA #140-896,
Shake well before use,  Made in Canada . ' Approved by FDA.
© Copyright © 1993, 1995, S
; Sehering-Plough )
Anirnal Health Corp., ]
Union, NJ 07083 o =
Al rights resir:fg.,h.x Scl)ermg—?{qugh
719088417 Rsv. 3701 Animal Health
| 81-16314¢ o A R a2
i e : ’
Otomax®
(GENTAMICIN'SULFATE, USP. BETA- 3
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. : ’IJ
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Indications: DTOMAX® omtment is indicated for the tréat-
.- ment of caning acute and chronic otitis externa associated
" with veast (Malasseziz pachydermatis, formerly
Pityrosporum can/s)and/or bacteria susceptible to gentam-

- iein. .
Each’ gram contains: gentamicin sulfate, USP equwalent o

t@m&%@) 3 mg gI;entamxcm l!)Jaxse bﬁtamethasdone val?rate USIP

! . equivalentto 1'mg betamethasone; and 10 mg clotrimazole,
(G ENTAN”C|N SULFATE : HSdP ina gninere;l oil-based system containing a plasticized

~ 7 hydrocarbon gel.

USP BETAMETHASONE o i Dosage and Administration: The external ear should be

VALERATE USP, AND . thoroughly cleaned and dried hefore treatment. Remove

CLOTR[M AZOLE USP ) " foreign material, debrig, crusted exudates, etc., with suit-

ablé nonirritating solutions. Excessive hair should be
clipped from the treatment area. After verifying that the
i gardrum s intact, instill 2 drops of OTOMAX ointment iwice
* daily into the ear canal of dogs weighing less than 30 Ibs.
Instill 4 drops twice daily into the ear canal of dogs weigh-
£ ing 30 Ibs or more. Massage external ear canal carefully
after instillation to ensure appropriate distribution of med-
ication, ‘Therapy should continue for7 consecutive days.

Read accompanying directions

'OINTIVIENT)

i Store between 2° and 25°C (36°ar
Shake well before use;

tricts this drug to use
by or on the order of a
hcensed veterunarlan‘, , Made

NADA #140 896, Copyright © 1983,
Approved by FDA v e Sehering-Plough

Animal Health Corp., -
Union, NJ 07083.
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il N E Eoch gram contning: pentamicin kiullate USP oguivaiont 10,
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NETCONTENTS:N0p o Soisfemaesn2 and 25T 56" and 77H) ;
T-T—;; 800084 i fo: 1100
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D
. GBCOINTMENT™
. (GENTAMICIN SULFATE, USP
AND CLOTRIMAZOLE,
‘OINTMENT)

usp

BETAMETHASONE VALERATE, USP-

Keep Out of Reach of Children
- Caution: Federal law restricts this drug to use hy
or on the order of a licensed veterinarian,

ANADA 200-287, Approvedby DA,

For otic use in dogs only.
Indications: GBC OQintment™ |
Betamethasone Valerate, US
Ointment) is indicated for the
and chronic otitis . exteina

.and/or bacteria susceptible to g
‘Each gram contains: gentamici

v ... 3 mg gentamicin bage;
equivalent to 1 mg -~
clotrimazole, USP |

- 1aining a plasticized
" Read accom

entamicin.

betamethasone;

hydrocarbon gel.

panying directions carefully.
* Store between 2" and 25'»C (36" and 77°F).

NET CONTENTS: 10 g

Shake well before use:

800004

Gentamicin Sulfate, USP,
P and Clotrimazole, USP
treatment of canine acute
) ‘associated with vyeast
(Malassezia pachydermatis, formerly Pityrosporum canis)

n sulfate USP equivalent to
betamethasone

valerate, USP
and 10 mg

In a mineral oil-based system con-

Jss. 1199

(’

‘CUSTOWIER PROOF

Manufactured by Lot No.
4. Phoenix Scientific, Inc.
St. Joseph, MO 64503 Exp. Date

S

i{ CAREF

Customer: Phoenix Scientific . Lisa
CYREL #: 25317 (ts) Date  g/23/98 10/1/98
LABEL: GBC Ointment 10 grams _
1 sizE: _1.25%x35 P
PATTERN VARNISH: _water - ; géga
COLORs; . black  1797red . ... . .

Approved by:

Fax Proofs are intended for proofing of content and placemen
Every effort has been taken to insure the accuracy and confor ‘
proof. However, please check carefully as the final liability rest - with the customer.

S approved:

e

t only, not for exact size or color breaks.
nance to applicable regulations on this
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NDC 59130-716-36

GEC OINTMERT™
(GENTAMICIN SULFATE, usp,
BETAMETHASDME VALER&TE, Usp
AND CLOTREMAZOLE, Use

OINTRMENT) -
Keep Out of Reach of Children

Caution: Federal law restricts
o use by or on'the

this drug 10 nthe
order of a licensed velerinarian,
. er

5, ANADA 200-287, Approved by FDA.
D NET CONTENTS: 215 4

' For otic use in dogs only.

Betamethasone Valerate,

pachvdermatis, formeriy
bacteria susceptible to gentamicin,

| Each gram containe’ gentamicin sulfate USP equivalent to 3
betamethasone valerate,

my . gentamicin bage;

hydrocarbor gel.”
Desage and Administiation: The external
‘properly cleaned and
foreign material, debris, crusted exudates,

USP, Betarnethasone Valerate,

Qintment) twice daily into_the ear canal of

FRea_d accompanying directions carefully,
Store between 2° and 25C (36" and 77°F).
Shake well before use.

Indications: GBC Ointmgnt™ {Gentamicin Sulfate, USP,

USP and Clotrimazole, USSP
Ointrment) is indicated for the treatment of canine acute and
chronic otitis externs ‘associsted with yeast (Maslassezia

Pityrospérim canis) andfor

ear should be
dried before treatriient, "Remove
elc., with suitable
¢ j =xcessive hair should be clipped
from the treatment ares. After verifying that the eardrum js
intact, instifl 2 drops of GBC Ointment™ {Gentamicin Sulfate,
USP and Clotrimazole, USP

F
&

er
oof,

X Proofs are intended for proofing of content and placement only,
v

. praver,ﬁpl‘ease check carefully as the fina] liability rests with the customer.

Dprbved by:

not for exact size or color breaks.
Y effort has been taken to insure the accuracy and conformance to applicable regulations on this

"800004 » Iss. 11-99
; Manufactured by
Phaenix Scientific, Inc,
St. Joseph, MO 64503
“,“«’44 ““ ~1
e (\"‘5-5‘%§\O\
| : it N NS Py
—______  Tou
CUSTOMER PROOF ¢ CHECK CAREFULLY! RN
'stonggr: ... Phoenix Scientific ; P.O. # _Llisa | ~ B U6
REL# 25316 (TS) ggfﬁ 9/23/98  9/23/98  10/1/98 10/16/98 11/9/99
ITABEL: GBC Ointment 215 grams | UNWIND # 4
‘SIZE: 45" x7° ~
PATTERN VARNISH; Water_ bt L “%_n?%
COLORS: black 1797 red 5
a

kpétgapproved: '




