
Indications for use: Gl3C OintmentTM is used in the treatment of canine acute and chronic 
otitis externa associated wi!h yeast (Malasseziapachydematis, formerly Pityrosporum 

canis) and/or bacteria suscecptible to gentamicin. 

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



ANADAZOO-287-E0003,T0004 “ 
Page2 

1. GENERAL INFORMATION: ’ 

a. ANADA Number: 
)I . 

_, 200-287 

b. Sponsor: 

c. Established Name; 

d. Trade/Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active’ 

Phoenix Scientific, Inc. 
3915 S. 4Bth St. Terrace 
St. Joseph, MO 64503 

21 CFR 510.600:’ Labeler Code: 059130 

Gentamicin Sulfate, Betamethasone Valerate 
and Clotrimazole Ointment _ 

GBC OintmentTM 

Ointment 

10 gram and 215 gram plastic bottles 

Rx 

Ingredients: Each gram: 3 mg gentamicin base, 1 mg 
betamethasone and 10 mg clotrimazole, USP 
in mineral oil base system. 

Route of Administration: Topical 

Species: Dogs 

IX. Labeled Dosage 
and Administration: ’ Instill 2” drops of GBC OintmentTM twice 

daily into ear canal of dog s weighing less 
than 30 lbs and 4 drnns nf 

twice daily into the 
weighing 30 Ibs or : 

--- ---- ---r” vI ’ GBC OintmentTM 
ear canal of dogs 
niore. 

. 
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1. Indications for Use: Treatment of canine acute and chronic otitis 
externa associated with yeast (kfalassezia 
pachydermatis, formerly Pityrosporuti 
canis) and/or bacteria susceptible to 
gentamicin 

m. Pharmacological 
Category: Antibacterial, Antifungal 

2. 

3. 

n. Pioneer Product: OtomaxB manufactured by Schering-Plough 
Animal Health (NADA 140-896)” 

Under the provisions of@e”,Federal Food, D& &d.k’k&.iir Ait 

the Generic Animal Drug and Patent T~rrn 
Abbreviated New Animal Dn 
generic version of an approvedune;J’ animal 
animal safety and drug effectiveness 
tissue residue data) are not required for approval of an ANADA”. 

-- . ..a. . . ..AIU V”“llL”bl” ‘ v.4.) CZJ alllGllucu uy 
_ ___- LI * V-/IIa Restoration Act (GADPTRA) of 1988, an 

19 Anplication (ANADA) may be submitted for a 
__ ______-_ drug (pioneer product). New target 
data and human food safety data (other than .- 

Ordinarily the ANADA Sponsor shows the generic product is bioequivalent to 
pioneer, which has been shown to be safe and effective. If bioequivalence is 

the 

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 *“_““, .L/ ,..,,- a”,,.. ‘%.%P7.;. 1 bioequivalence study (55 FR 24645, June-l 8, 1990; Frfth GADPTRA Policy Letter; 
Bioequivalence Guideline, October 2000). 

Based upon the formulation characteristics of the generic nroduct. Phoenix Scientifir 

Inc. was granted a waiver’& May 5, 1997, from the reuu 
bioequivalence study for GBC (kmnent~. The g 
the same active and inactive ingredients in a Simiiarfok$ 
pioneer product, OtomaxQ, the subject of Schering-Plout --------- 
140896 was approved on’ June 9, 1993. / 

HUMAN SAFETY: ’ 

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

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

, 
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AGENCY CONCLUSIONS’: I. 

This Abbreviated New Animal Drug Application (ANADA) filed under s~~+~~* 
bbU”II ,, 5 12(b) of the Federal Food, Drug, and Cosmetic Act sati&ies’the requiren - . 

nents of 
section 5 12(n) of the act and demonstrates that GBC ‘&tmentTM when us ;ed.under its 
proposed conditions of use, is’safe’and effective for its’labeled indi&tio& 

5. Attachments: 

Labeling: Pioneer Labeling for NADA 140-896: ’ 
Otomax@-7.5; 12.5’g; 15g~3Og,‘215g 

t 

Generic Labelin9; for ANA’DA 200-287 

’ (AmTech’s) GBCT”- 10 gram and 2 15 gram bottles 
Insert 

Copies of applicable labels may be obtained by writing to the: 

Food and Drug Administration Freedom of lnfomatian sGff (HEf13*5j -9 ?I / .,. “‘ ,,” 

5600 Fishers Lane 

-‘.’ _ / - 

Rockville, MD 20857 

Or requests may be sent via fax to: (301) 443-1726. 
call (301) 827-6567. 1 

If there are problems sending a fax, 



F-17489143 
NADA #l&l-896 Approv 

base; betamethasone valerate. USP equivalent to 1 mg betamethasone; and IO mg ctotrjmazole, uSp in ; i;i,neral oi,- 
... -ilii~~+~~~ L.,Iitains gentamicrn sulfate, USP equivalent to 3 mo oentamicin 

based system containing a plasticized hydrocarbon gel. 

FEE.RFAAC~LOG’:’ 
Gentsrr;icic: Gentamicin sul 
negative and oram-positive bacteria 

fate is an aminoglycoside antibiotic active against r 
in vitfo tests have determined that gent, 

9 wroe variety ot pathogenic gram 
3mir,n ,~ c-A.*““:.-i~l ~l~~ritit44 inhjbiting normal protein synthesis in susceptible microorganisms Specifically gpn+,,.+- :- --+: . 

lowing organisms commonly isolated from canrne ears. ~raohy/o~n~~,,~ k,,. 

13 ucl~teii~iual ana 8~1s by 

Pseudomonas aerrtninosa, Proteus spp. 
fkimefhasone: Betametha 
analog of prednisolone. has a high deoree of 

Ili~~r~l~~~~~ ID OLLIV~ agarnst the jol. 

, and Escherichia COO. 
or. ,.--IyIyy yWreus, other Sfaphylococcus spp 

sane valerate IS a synthetic adrenocortic aid for dermatolagic use aetamethasone an 
md a slight degree of minera)ocorticoste;ord 
ne, has been shown tc provide anti-infiamma- 
‘-iPSnnnQy otitis externa 

corncosteroid activity s 
activity. Betamethasone valerate, the I?-valerate ester of betemethaso 
tory and antjpruritic activity in the topical management of conicosteroio -I-I,,yIII 
Topical corticosteroids can be absorbed from normal, intact skin tnftammat;on can 
once absorbed through the skm, topical corticosteroids are handler; throllnh ,+ 
SYstemically admmistered corticosteroi 
ciotrim2zt 

ds. 

increase percutaneous absorption. 
.I,-1 .,.,yyy~~ r08drmacokinetrc pathways similar to 

Ihe: C)otrimaZo)e is a broad-spectrum antifungal agent that i 
Caused bv various soecies of pathooenrc dermn:nnhvtoQ 2nd slo3r+r ? 
dividing and orowin~~organisms 

s used for the treatment of dermal Infections 
1-u -88~ I--~~ 1-k primary action of c)otrrmazole rs against 

kho?hyton rub/urn, Trichophyton 
I and Malassezia pachydermatis 
,,,n^^I.-.J’.‘~l 

__L .~~S 

-+ , -  

&a& *‘T-5-7 
/o Vitro, clotr~mazol~exhibits fungistatrc end tungrcidal activity against isolates of 

I ‘“b 
4..- 

mewwhytes~ E@ermophyton floccosum, Microsporum canis Candida SPP. 

ggi&&yz 
&g *&& 

ipitviosPorUm Can/s/ Resistance to ciotrimazole is very rare among (he fungi that cc 
In an induced otitis externa infected with Maalassezja pachydermatjs, 1% clotrim’::: 
effective both mrcrobiologically and clinically rn terms of reduction of exr,date orlo: 
In studies of the mechanrsm of action, the mrnrmum fungicid; 
Ce)lu)ar phosphorus compounds into the ambient medium w:. -1,,--,,, 
accelerated Potassrum efflux These events began raordlv and extr=n&jO 
Clotrimazole is verv ooorly absorbed fol 

r~urtl In me U I UIVIAX vehicle was 
---.-, -““,I and swellino 

rr concentratron of clolrimazoie caused leakage of intra- 
rth rnnromitant breakdown of cellular nucleic acids and 

lowingdermdl application. 
-...- ,.-..Jy after addition of the drug. 

lyaeofe: BY virtue Of its three active Ingredients, OTOMAX ointment has 
trfungal activity, 
.^.:L.l.I , . . . -- 

Gentamicin-estamethasone-elotri 
antibacterial, anti-inflammatory, and an 
In component efficacy studies. the cornpallulllry ana aoartrve eftect of e: 
in c))nrCaifield trials, OTOMAX ointment was effective rn the treatment, 
Ma/assezra Pachydermatis. OTOMAX ointment reduced discomfort, redn, 
a strona antimicrobial effect. 

jch of the components were demonstrated. 
of otitis externa associated with bacteria and 
ess. swelling, exudate, and odor, and exerted 

IAX Ointment is indicated for the treatment of CC-:-- --..I- 
wa pechvdermatis fnrmeriv Pit~/rnrnnn~m nq-:-\ 

GOIL)TrlrillrUl~diil,,,, 11 iiypersenslrivlty to any of the 
and appropriate therapy instituted. Concomitnnf II~P n+ rlrilnr 
use in dogs with known perfo 

Llil”I,,b “LillO anlarria assoc,. 
~. -. .-..; ,.i,~~~~,u,~, C.WJ,OI and/or bacteria susceptible to gentamicin 

ILL. r~ :. 
ComPonents occurs. treatment should be discontinued 

..-... 1-1 u/ Y’vy~ 
ration of eardrums 

known to induce ototoxicity should be avoided. Do not 



(Jg-)[yp\:‘@ 
ii-f I- IGENTAMICIN SULFATE, USP, 

BETAMETHASONE VALERATE. USP. AND CLOTRIMAZOLE, USP OINTMENT) 
‘“‘fiJ.fiNj~Fi’E$ -,,, a_ e use of OTOMAX ointment has been essociated with deafness or partial hearing toss in a sma)) 
number of sensitive dogs leg, geriatrrc). The hea,rmg deficit IS usually temporary. If hearing or vestibular dysfu,,cIlon 
is noted during the course of t:eatment, discontrnue use of OTOMAX ointment immediately and flush the aar cana) 
thoroughly with a nonofotoxic solutron 

_ Corticosteroids administered to dogs, rabbrts, and rodents durino preanancv have resulted in cleft palate in offspring 
’ Other congenital anomalies ln,juding dnimr--~ +--n.lr\rr -h---x-l r ---I’ 

., ,‘ of dogs which received cortrcosteroids I 
I=IVI~WZU IVICIC~~D, ~JIULU~WI~, anti anasarca nave been reported rn offspring 
durinn nregnancy 

j’ Clinice! and experimental data have demons& :d that corkosteroids administered orally or parenterally to anrmals 
may induce the first stage of parturition if used dul II~U LII~ ‘,,L “-- last trimester of pregnancy and may precipitate premature 
parturition followed by dystocia, fetal death, retained place enta, and metritis 
FEECfi-vTIuk!g Identification of infertino oroar horrid be made either by microscopic roll smear evaluatior 
1 UY LUIIW(: as appruprrare Antrorotrc susceptrorirry ot tne 

of this preparation. 
pathogenic organism(s) should be determined prior to use 

if overgrowth of nonsuscep?ible bacteria. fungi, or yeasts occur, or rf hypersensitivity develops, treatment should be 
drscr lntinued and appropriate therapy instituted 
Administration of recommended doses of OTOMAX ointment beyond 7 days may result in delayed wound healing. 
Avoid ingestion Adverse systemic reactions have been observed following the oral ingestion of some tooicaf CDT~,. 

i ’ costeroid preparation! - 
j -2 

s. Patients should be closely observed for the usual srgns of adrenocorticoid overdosage which 
include sodium retentiuli, ~U~~~~IUIII IU: :,.- ^^r^-^:..- /^^ ,s. fluid retention, weight gain, polydipsia, and/or polyuria. Prolonged use or 

_ -_.._-.---: _ .Il..l- overdosage may produce adverse immurrusuppressrve errecrs 
Use of corticosteroids, dependi ng. o.n dose, duration. and specific steroid, may result in endoaenous steroid nmrhir. 
tion inhibition following drug withdrawal in patients presently receivrng or I’ d ~- - r.---” 
treatments, therapy with a raoidlv-actina corticosteroid should be co 

‘ecentlv withdrawn from corticnstamtd 
nsruered m especially stress 

~. ..___._. “,” 
Before instilling any medication into the ear, exam& the: i; 

ful situations 
.._ _ ._ ~.ternal ear . _ canal thoroughly to be certain the tympanic 

membrane is not ruptured in order to avoid the posslblllty ot transmitting infection to the middle ear as we)) as dam- 
aging the cochlea or vestibular apparatus from prolonged contact. 

*~(3x~c~L@GY Clini$ and safety studies with OTOMAX ointment have shown a wide safety margin at the 
recommended dose level m dogs (see PREcnoTrOr\rs/~DEtiFFEGTS). 
mlrlPr.Pl-r-n*b .’ 

w are applred I 
is renal inr, 

31Ldc CITCLI 5 . ,‘ ( , ,~ 1^ . . ..‘., 
Gkn~~iiii’~n~~~~~~~i;iogj~ca~del.~~~ absorbed poori; from sldn, inioxicatron may occur when ammoqlycosrdes 

a- z~ 

epically for prolonged periods of time to large wounds, burns, or any denuded skin. particularly if there 
lufficiency. All aminoglycosides have tha potential to produce reversible and irreversible vestrbular, ..I _^_^a.^..:..1 cochlear, arru renal ~nrcrty. 

Belamethasone: Side effects such as 
poiyuria have occurred fqliotiing the us 
diarrhea (occasionally bloody)‘h-,.- L---- 
Cushing’s syndrome in dogs ha 
Clotrimazole: The following h 
erythema, stinging, b” 
theranv 

SAP and SGPT enzyme elevations, werght loss, anorexra. polydipsia, and 
ie of parenteral or systemic synthetic corticosteroids in dogs. Vomiting and 

rave VWI observed in dogs and cats. 
s been reported rn association with prolonged or repeated steroid therapy. 
rave been reported occasronally in humans in connection with the use of clotrimazole. 

lrstermg, peeling. edema. pruritus, urticaria, and general irritation of the skin not present before 
: -.--r,- I) :. ^ ^,.. .,.I 

nO$AG!! awD~~bp~l~816diSm;~~r~ ‘~The e&nai ear should be thoroughly cleaned and dried before treatment. 
Remove foreign material. debris, crusted exudates, etc., with suitable nonirritating solutions. Excessive hair should be 
clipped from the treatment area. 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 fbs. Instill 8 drops from the 7.5 g and 15 g tube, and 12.5 g and 30 g. bottle (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 rnstrllatron to ensure appropriate distribution of medication. Therapy shouldsi~~~~~~~~~~e days. _ <.^ .--,,.A4.esi:.“. irr..,. ..* 

,,J” 
/~~~~~~~P~~~~~T~~~~ntm,t is available in 7.5 g (NDC0061.0387-01) and 15 g (NDC 6 

as well as in 215 g (NDC 0061~b887-03J: 30.9 (NDC 0061-0387-08) and 12.5$ (NDC 0061-0387-09) 
rO61-0387-02) tubes 

Store between 2”andZYG (35’ and 77°F). Shake well hefore ise &an using the 2% g bottle, B{bott 
plastic bottles. 

March 2000 
le, and 12.5 g trottie. 

El-475845 



ease; Detamethaspne 
%a. USP equivalent to 1 mg ,mo,th.,mn”. ^..A 3” -- A_..~-. 

D H-155245 
JR 
?AlE,USP; " 
,P O'INTME~ 
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For otic use in dogs only. 
: 

Indicafions: OTOMAX@ (gentamicin sulfate 
- ,.- _,- 

USP, betamethasone valerate IJSP, and 
: y~-+i”;T: 

rum nm.mi nil 
,r +,;:, ,: :s:.. 

ciotrlmazole. USP ointment) is indica&d frjr 
,.= -. ,*+ih,., 

tjle treatment Of canine acute and chronic 01;. 
11s axterna associated with yeast (&/assezja 
PacWermatis, formerly Pityrosporum canis) 
and/or bacteria susceptible to gentamicin 

~~~.f)tlHiVltIH,,u,v, 

Each gram contains: gentamicin sum ~~INTMENTI 
VALFRATF IISP AND ~.... ..-, -“, , 

USP equivalent to 3 mg fate, CLOTRIMAZOIE. USP 

betamethasone valerate, U 8 
entamicin b z%eo* 
P equivalent ;ibi 

r-7 t&L---- h OINTMENT) 

mR betamethasone; and IO mg ctotrimazole 
USP 1n.a. mineral oil-based system contam& 
a plastlclzed hydrocarbon gel. USP; 
Dosage and Administration: The ertamal TMENT) 

For otic use in 

ear should be properly cleaned and’dried 
dogs only. 

before trmment. Remove foreign material 
debrrs, crusted exudates, etc., with suitable 
nonirriratmg solutions. Excessive hair should 
be clipped from the treatment area, After veri- 
fYin# that the eardrum is intact. instill 4 drops 

-y-... ,“““‘L, 

‘estrlcts thtsiirain I 

of OTOMAX ointment twice daily into the ear G 
canal of dogs weighing less than 30 lbs instill 
8 $p twice daily into the ear canal of dogs 
welghmg 30 Ibs or more. Massage external 
ear canal carefully after instillation to ensure ’ 
appropriate distribution of medication. 
Therapy should continue for 7 consecutive 
days. Made in Canada 

Read acconipanying 
dlrections carefully. 

I 
/ 

Store between 2” and 25°C 
tm 

/ 

(36” and 77°F). 
( 

c I 
Shake well before use. 

I 

-.y-e..‘H.v\ 

(GEN ITAMlClN 91 II FAfF I 166 4 _--:. ..-, “Y,, 
BETAM;ETHASONE VAiERATE Usp 
AND C~O%ltiAZOlE, USP Olrj,,;,,, 



I I”$%: / I’ rcensed veterinar& p’ “I “IVIHF. ant” 
Into the ear canal r ti dogs weighini 
1%~ than 30 lhs. inStill 8 drops twice 
dajiy !nfo the ear canal of dogs 
wghing 30 Ibs or more. Massage 
eYtPm.4 Pi. Pllrml ca’ef”,,y after 

appropriate dis- 
atron. Therapy 

K~adaccompanying 
~BI dwections carefully. 

Made in Canada. E’Store between 2’ and25OC 

Copyright 0 1993, 1995. 
l36’ and 77°F). 

Schying-Piaugh 
Animal Health Carp., 
U&h. NJ 07083 
All rbhts reserved, ,. 

-....-I L-- .\, .-.._ 
“---‘-7 

_,-: ‘ 
;-i For tic use in dnn.. nn,., 

Scherfng-Rough Animal Health 



..-. -I/. yly, 
‘alerate, USP, and clotri- 
is indicated for tiie treat: 
md chronic otitis externd 

?d with yeast (Malasseziapachyderma: 
arly ~ilyrosPorum canis) and/or bacteria, 
lie to gentamicin 

WCUOW0387.06 

Read accompanying 
directions carefully. 
Store between 2’ and 25"~ 
(36' and 77°F). 
Shake well before use. 

Made in Canada 

’ Copyright 0 1993. 1936, 
Schering-Plough 
Animal Health Corp.. 
Union. NJ 07083 

For otic use in 

/ 

ET 
/ 

\ / 

KWTAMILm ,uLmir, u3r; i,tjH- 
METHiWNE VALERATE. USA ..‘- : HNU 

3 

CLOTRIMAZOLE, USP OINTML,~, i cr. IT! 
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Indications: OTOMAX@ ointment is indicated for the treat- 
ment of canine acute,and chronic otiis externa associated 
with veast [Ma)assezii pachvdtirmatis, formerlv 

; ,,. 

P&ro.sporum canisjandlor bacteriasusceptible to gentam: 
inin 

i 

Each gram contains: gentamicin sulfate, LISP equivalent to 
3 ma dentamicin base: betar--‘----- ..-?---L- InnIl rxwdsone werare, u3r 

‘ne; and 10 mg clotrimazole, 
USP in a mineral oil-based system containing a plasticized 

reatment area. After verifvino that the 
ardrum is intact, instill 2 drops of OTOMAX oik$enttwice 
aily into the ear canal of dogs weighing less than 30 Ibs. 
still 4 drops twice daily into th 

*,. . . 
_------- 

-1 ing 30 Ibs or more. Massage e ,.._...“, “_, -“,,“. ““.“.“.., 
e ear canal ot oogs wergn- 
Ytomal ear ranal PilWfllll\l 

i ,A 
j ,s 

mm. 
. ‘“.,.) 

f. I’ . . . W 1, 
Shake well before use. 

a6er instillation to ensure appropriate distribution of med- 
ij j ication. Therapy should continue for7 consecutive days. 
5: Read irdcomoanvina directions carefullv. 2’ .: _.-- _I ;<-, ,!’ /, !‘) 
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NDC 59130-7X-35 

(GENTAMICIN SULFATE, USPi. 
BETAMETHASONE VALERATI!, USP 
AND CLOTRlM&OLE, USP 
OINTMENT) 

For otic use in dogs only. 
Indications: GBC OintmentTM (Gentamicin Sulfate USP 
Eetamethasone Valerate, USP and Clotrimazoid, USC 
Ointment) ’ . ‘. 
and chroltfc ,nn-,-- . ?rlr!s extei’na assocjated with yeast 

a 
I- 

IS inarcated for the treatment of canine acute .-I_ ~.... I 

w Iwialassezla pachydermatis, formerly Pityrosporum &is) 
-nd/qr bacteria susceptible to gentamicin. 
r’ach gram contains: gentamicin sulfate USP equivalent to 
? .!ng gentamicin base; betamethasone valerate USP 

qulvalent to 1 ,n+rim”-.^l- I It.- mg betamethasone; and 16 mg 
in a mineral oil-based system con- 

5 

Caution: Federal law restricts this drug to use by e 
or on the order of ti Iiksed weteiinarian. C4”ll tIIIaL”Ie, uar 

I ,~ taining a plasticized hydrocarbon gel. 
pad accompanying directions carefully. 

veen 2’ and 25’C 136’ and 77’Fl. 
-..UI.C vwc41 before use. 
800004 

1, MO Exp. Date 

SIZE: _ ,‘1.25 y 3.5 

PAlTERN VARJ’$ISl-i: ;wefer 

COLORS: black 3797 red 

Every effort has been taken to insure the accurac 
z 

proof. However, please check carefully as the final liability rest ‘. with thi 

)r exact size or color breaks. 

plicable regulations on this 
,ustomer. 

Approveci by: -... 



*ions: GBC.WntmentTM (Gentamicin Sulfate, IJS~ 
whasone Valerate, USP and c~otrima~oie, uSP 
ent) [s. indicated for the treatmenr of canine acUte and 
IC OtltlS externa associated rk.:*h %.->$t rnn=,,,..--:- 

-.- --, -.-... .Y ., 
base; betamethasone vaiarara. uSP 

tent to 1 mg batamethasone; and IO mg cfotrimazole, 

hydrocarbon gel. 
UW In a mineral oil-based system containing a plasticized 

Dosage and Administration: The external ear should be 
lY cleaned and dried before treatment. Remove 
material. debris, crusted exudates, etc., with suitable 

non-irrifatlng SohJtions. Excessive hair should be clipped 
from the *Tat”‘--! area. After verifying that the eardrum is 

nstl[J 2 drops of GBC OintmentTM [Gentamicin Sulfate, 
ne Valerate. IISP nei n’-Lrims7nle I IE7? 

-  ..l-..llll,, 

intact, i, 
USP, Betamethaso 
Ointment) twice daily 
less than 30 Ibs. In: 
of dog: 
canal u 

into 
---, --. “II” 

the ear canal 
~-..-. -’ - 

-‘=‘-“*a Ml 4 drops twice daily into t&a ear cana) 
s weighing 30 tbs. or more. Massage external ear 
carefullY after instillation to ensure appropriate 

ANADA200-287, Approved by FDA. 

distributipn of medication. Therapy should continue for 7 ; 

consecutive days. 

Ccption: Federal law resfricfs 
this dru 

. 
to use by or dn the 

mler 0 a licensed wefprinariara. P 

NETCOMTENTS:215g 
Read accompanying directions carefully. 
Store between 2’ and 25’C (36’ and 77-F). 
Shake well before use. 
Boo004 

Manufactured by 
Phoenix Scientific, lnc 
St. Joseph, MO 645oi 

------ -.-.-...-... - ----.._..__ ______ 
Lot No. 

hp. Date 

y,ar,,s 
c UMWlND#: 

(". ,/,_ 1 * " " _. .i_ 4" ,‘.. 
r 

PA~XRNVARNISH: water . . .,\- 

wr Dream. 


