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1. GENERAL INFORMATION

a. FﬂeNumber o

b Sponsor

etamethasone :
mazole USP L

c ‘ E’SfébﬁShéd'Name:
d. 'Propnetary Name::",}?”
e Dosage Form ‘
f-.f'rHOw:Supphedr & e
g How Blspensed

h. Amount of Actlve Ingredlents

al cul-based .

i ,Rdute;g.f Admini{'stratiph‘:‘ o
j. ‘S‘peciéstClas's:' -

k. Recommended Dosage:

I Pharmacological Category:
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m. Indications: e For the treatment of canine aQute and

n. Pioneer Product: !

SR W l:betametha;son
clotrimazole,
i Schenng~P}o

0. Effect of Supplemem':;

'mstead of the ex;stmg.LDPE or’HI’)PE i
e c{'fused in other sizes. A

Ammal Drug Apphcatlon (AN
animal drug (pioneer product)‘
safety data (other than tissue res

v Ordlnanly, the ANADA | sponso
pioneer, which has been shown
demonstrated through aclini
the withdrawal time for the gene

~ forms, the agency will granta w
study. (55 FR 24645, June 18, «1; ;
Gmdelme October 9, 2002)

product TRI—OTIC (gentamlc
clotnmazole USP) Ointment.
~ contains the same active mgrech

- pioneer pmduct and contains no inact i _'alntly affect the ;
absorption of the active ingredie (gentamlcln sulfate,
USP, betamethasone valerate, the subject of

‘ Schenng~Plough Ammal Heaith ory ADA 140~896 was approved mi June9 1993 b
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3. H UMAN SAFE T Y
, ThlS drug is mtended for use in o gs, wh:ch are nonﬁ» Sl Because thlS new
animal drug is not intended for use it ' 1 on uman safety
pertammg to drug remdues in food w s ANADA
‘Human Warmngs are prov1d” dc '

ep Out of Reach of
Children” and “For otic use. m’ ZS ¢ 2 o P

4 AGENCYCONCI;USIONS:;:fs»;f'f: e

‘effectlve for 1ts labeiéd inda

5 ATTA CHMENTS*

Facsnmle genenc labehng and currently approved plonc

¢ attached as
,follows Er

jGenenc Labelm' for ANADA 200 “229
~ TRI-OTIC Omtment ' o
15 gbottle label -

Package Insert

1 5 g carton

Pioneer Labelm for NADf .

OTOMAX Omtmen e

15 g bottle label
Package Insert
15 g carton
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PLEASE RETURN THIS COLOR PROOF U

‘used. oniy 1o inspect the Iayout
i and color: ‘Separation. It is not
print color or-quality of the. actual printed -
ort is made to do the job nght the first
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'al'!wofk and/or to reproof is c;harged e\xtra o




ensed veterinarian.

- hydrocarbbn gel.

; PHARMACOLQGY'
i in: - Géntami

int use of drugs Known .
Do not use in dogs with

Codn wtro, c!o(nmazo
against jsolatesiof T
: mentagmphytes.
“eanls; Oand/das

) amdng (he fuﬁgx tha!
“fn-an induced ofitis extettia: ifee

c
RE e hasone~clotr§mazole
pachya’eﬂnatfs. 1% dommazole heg, amlciw T T

r¢anat thoyoughly witha




s,

©trimester of pregn oy j d me
loﬂowedbydys&ocia. 4

PRECAUTIONS: ldemiﬂcatlon of i
made enhefbymlomoopio rolb sy
splbiity

‘Before Instillin
. ‘earcanal tharoughiy ¢ tobe
“. riptured in order 10 A\
10 the middie ear as weli 85
apparatus from pro!mge -con

- TOXICOLOGY:
‘suffate USP, Betamegh
USP oinunant have sho de; ;
tsoommended dose level in; kgs (see ;

) EFEGTS) i :
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‘coctilear, and renaf toxjcity
" Betamethasane: Side off
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Shake well b




