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Gentamicin Sulfate With Betamethasone Valerate TOPICAL SPRAY

GENTAMICIN SULFATE WITH

BETAMETHASONE VALERATE TOPICAL SPRAY
CAUTION: Federal law restricts this drug to use by or on the
order of a licensed veterinarian.

Veterinary

For Topical Use in Dogs Only

Not for Use in Humans

Keep Out of Reach of Children

Each mL contains: gentamicin sulfate, USP equivalent
to 0.57 mg gentamicin base, betamethasone valerate,
USP equivalent to 0.284 mg betamethasone, 163 mg
isopropyl alcohol, propylene glycol, methylparaben and
propylparaben as preservatives, purified water q.s.
Hydrochloric acid may be added to adjust pH.

CHEMISTRY

Gentamicin is a mixture of aminoglycoside antibiotics derived from the fermentation

of Micromonospora purpurea. Gentamicin sulfate is a mixture of sulfate salts of the
antibiotics produced in this fermentation. The salts are weakly acidic and freely soluble in
water.

Gentamicin sulfate contains not less than 500 micrograms of gentamicin base per
milligram.

Betamethasone valerate is a synthetic glucocorticoid.
PHARMACOLOGY

Gentamicin, a broad-spectrum antibiotic, is a highly effective topical treatment for
bacterial infections of the skin. In vitro, gentamicin is bactericidal against a wide variety
of gram-positive and gram-negative bacteria isolated from domestic animals.-2
Specifically, gentamicin is active against the following organisms isolated from canine
skin: Alcaligenes sp., Citrobacter sp., Klebsiella sp., Pseudomonas aeruginosa, indole-
positive and negative Proteus sp., Escherichia coli, Enterobacter sp., Staphylococcus sp.,
and Streptococcus sp.

Betamethasone valerate emerged from intensive research as the most promising of
some 50 newly synthesized corticosteroids in the experimental model described by
McKenzie3, et al. This human bioassay technique has been found reliable for evaluating
the vasoconstrictor properties of new topical corticosteroids and is useful in predicting
clinical efficacy.

Betamethasone valerate in veterinary medicine has been shown to provide anti-
inflammatory and antipruritic activity in the topical management of corticosteroid-
responsive infected superficial lesions in dogs.



WARNINGS

Clinical and experimental data have demonstrated that corticosteriods administrated
orally or parenterally to animals may induce the first stage of parturition when
administered during the last trimester of pregnancy and may precipitate premature
parturition followed by dystocia, fetal death, retained placenta, and metritis.

Additionally, corticosteroids administered to dogs, rabbits and rodents during pregnancy
have produced cleft palate. Other congenital abnormalities including deformed forelegs,
phocomelia, and anasarca have been reported in offspring of dogs which received
corticosteroids during pregnancy.

INDICATIONS

For the treatment of infected superficial lesions in dogs caused by bacteria susceptible
to gentamicin.

CONTRAINDICATIONS

If hypersensitivity to any of the components occurs, discontinue treatment and institute
appropriate therapy.

DOSAGE AND ADMINISTRATION
FOR TOPICAL USE IN DOGS ONLY

Prior to treatment, remove excessive hair and clean the lesion and adjacent area. Hold
bottle upright 3 to 6 inches from the lesion and depress the sprayer head twice.
Administer 2 to 4 times daily for 7 days.

Each depression of the sprayer head delivers 0.7 mL of Gentamicin sulfate, USP with
betamethasone valerate, USP.

TOXICITY

Gentamicin Sulfate with betamethasone valerate topical spray was well tolerated in a
abraded skin study in dogs. No treatment-related toxicological changes in the skin were
observed.

Systemic effects directly related to treatment were confined to histological changes in
the adrenals, liver and kidney and to organ-to-body weight ratios of adrenals. All were
dose related, were typical for or not unexpected with corticosteroids therapy, and were
considered reversible with cessation of treatment.

SIDE EFFECTS

Side effects such as SAP and SGPT enzyme elevations, weight loss, anorexia, polydipsia,
and polyuria have occurred following parenteral or systemic use of synthetic
corticosteroids in dogs. Vomiting and diarrhea (occasionally bloody) have been observed
in dogs.



Cushings syndrome in dogs has been reported in association with prolonged or
repeated steroid therapy.

PRECAUTIONS

Antibiotic susceptibility of the pathogenic organism(s) should be determined prior to the
use of this preparation. Use of topical antibiotics may permit overgrowth of non-
susceptible bacteria, fungi, or yeasts. If this occurs, treatment should be instituted with
other appropriate agents as indicated.

Administration of recommended dose beyond 7 days may result in delayed wound
healing. Animals treated longer than 7 days should be monitored closely.

Avoid ingestion. Oral or parental use of corticosteroids depending on dose, duration,
and specific steroid may result in inhibition of endogenous steroid production following
drug withdrawal.

In patients presently receiving or recently withdrawn from system corticosteroid
treatments, therapy with a rapidly acting corticosteroid should be considered in
especially stressful situations.

If ingestion should occur, patients should be closely observed for the usual signs of
adrenocorticoid overdose which includes sodium retention, potassium loss, fluid
retention, weight gains, polydipsia, and/or polyuria. Prolonged use or overdose may
produce adverse immmunosuppressive effects.

CONTACT INFORATION

To report suspected adverse events, for technical assistance or to obtain a copy of the
Safety Data sheet (SDS), contact Sparhawk Laboratories Inc at 1-800-255-6388 or 1-
913-888-7500. For additional information about adverse drug experience reporting for
animal drugs, contact FDA at 1-888-FDA-VETS or http://www.fda.gov/reportanimalae

HOW SUPPLIED
Plastic spray bottle containing 60 mL, 120 mL, or 240 mL of Gentamicin Topical Spray.

Store upright between 20°-25°C (68°-77°F), excursions permitted between 15° and 30°
(between 59° and 86°F).

TAKE TIME OBSERVE LABEL DIRECTIONS.
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Not for Use in Humans
KEEP OUT OF REACH OF CHILDREN

CAUTION: Federal law restricts this drug to use
by or on the order of a licensed veterinarian.

NET CONTENTS: 240 mL

Lot No. Exp. Date

Each mL conlains: gentamicin sulfate, USP equivalent
fo 0.57 myg gentamicin base, hetamethasone valerate,
USP equivalent to 0.284 mg betamethasone, 163 myg
isopropyl alcohol, propylene glycol, methylparaben and
propylparaben as preservatives, purified water g.s.
Hydrochlonc acid may be added to adjust pH.
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head 2 to 4 times daily for 7 days.

Read accompanying directions carefully.
Store upright betvieen 20°-25°C (68°-77°F),

excursions permitted betwieen 15° and 30°C (betvreen
59 and 86°F).

wene LT e

Approved by FDA under ANADA # 200-416
Reorder #077517 = 10

Questions? (855) 724-3461 ———Tav
-1
Distributed by: ="
Covetrus® North America |
400 Metro Place Morth I
Dublin, OH 43017 O
covelrus.com p—
5

GC-077517-L-02 _;
G-4357-03 o0

REY: 0325 -

OPEN
HERE




HOW SUPPLIED: Plastic spray bottle containing 60 miL,
120 mL, or 240 ml of Gentamicin Sulfate with
Betamethasone Valerate Topical Spray.

Store upright between 20°-25°C 68°-777F), excursions
permittad behween 15 and 30°C between 59° and 86°F),
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Each mL contaims: gentamicin sullate, USP equivalent
lo 0.57 my gentamicin base, belamethasone valerate,
USP equivalent lo 0.284 mg belamethasone, 163 mg
sopropyl acohol, propylene glycol, methylparaben and
propylparaben as preservatives, purified water 4.5
Hydrochloric acid may be added to adjust pH.

FOR TOPICAL USE IN DOGS ONLY

USUAL DOSE: Two depressions of the sprayer
head 2 to 4 imes daly for 7 days.

Read accompanying direclions carciully.
Store upright belween 20°-255C (687 /1),

excursions permitted betvreen 15° and 30°C ibetween
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GENTAMICIN SULFATE WITH
BETAMETHASONE VALERATE TOPICAL SPRAY

CAUTION: Federal law restricls this drug o use by or on the
order of a licensed velerinarian,

Yeterinary

For Topical Use in Dogs Only
Mol for Use in Humans
Keep Oul of Reach of Children

DESCRIPTION: Each mil contains: gentamicin sulfake, USP
equivalent to .57 mg gertamicin base, betamethasone
valerate equivalent to 0.284 my betamethasone, 163 mg
isopropyl alcohol, propylene glyeol, methylparaben and
propylparaben as preservatives, purified water .5,
Hydrochloric ackd may be added to adjust pH.

CHEMISTRY: Centamicin is a mixture of aminoglyeoside
antibiotics derved from the fermentation of
ticromanogpora purpured Gentamicin sulale & a midure
of sulfale salts of the antibiolics produced in this
fermentation, The salts are weakly acidic and freely soluble
nwaler

Gentarnicin sulfale contaims nol less tan 500 micrograns
of gentarmicin bese per milligram.

Betamethasone valerate is a synihetic glusocorbooid.
PHARMACOLOGY: Genfamicin, a broad-spectrum ankibiotic,

is a highly effective topical treatment for baclerial infections
of the skin. In vito, gentamicin is bactericidal against a

wide variety of gram-pesitive and gram-negative bactena
isolated fr &n dgmestgoa;li nal&‘?%pecii{aliy, gentamicin
i active agairst the Tollowing organsies isolated from
camne skin: Alcafgenes sp., Ciabacter sp., Kebsielfa sp.,
Pseudpmonas asruginosa, indole- positive and negative
Froteus sp., Eschenciia cof, enterobaclersp.,
Staphyiococcus sp., and Streplococous sp.

Befamethasone valerate emerged from intensive research
as the most promising of some 50 nearly synthes ized
cotticosteroids in the experimental model described by
McKenzie®, et al. This human bicassay technique has been
found refiable for evaluating the vasoGorstrictor properties
of new topical corticosterokts and & useful i predicling
clinical efficacy.

Betamethasone valerate in velerinary medicine has been
shown b provide antipruritic activity in the lopical
management of corlicoseroid- resporsive infecled
superlicial ksions in dogs.

WARNING: Chmcal and expermental data have
demonstrated that corticosteroids adminsirated
orally or parenterally to animals may induce the
first stage of parturition when administered during
the: last trimester of pregnancy and may
precipitate premature parturition followed by
dyatoria, fetal death, refaned placenta, and

Additionally, corticosteroids administered to dogs,
rabbits, and rodents during pregnancy have
produced clefl palate. Dther congenital

abnor makites, meluding deformed lorelegs,
phocormelia, and anasarca have been reported in
offspring of dogs which received cortcosternids

duning pregnancy.

INDICATIONS: For the treatment of infected supetficial
lesiors in dogs cawsed by bacleria susceplible Lo
gentarmicin.

CONTRAINDIGATIONS: If hypersensitivity to any of the
components oceurs, discontinue treatment and institute:

approprate therapy.

DOSAGE AND ADMINISTRATION: Prior t trieatment,
remoue excessive hair and clean the lesion and acjacent
area. Hold botte upright 3 to & inches from the lesion and
depress the sprayer head twice. Adminster 2 to 4 times
daily for 7 days.

Each depression of the sprayer head delivers 0.7 miL of
Gentamicin Sulfate with Betamethasone Valerale Topical
Spray.

TOXICITY: Genfamicin sulfate with belamethasone valerate
topical spray was well tolerated in an abraded skin study in
s, No treatment-related toxicological changes in the
skin were observed.

Systemic effects directly related lo treatment were confined
lo histological changes in the adenals, liver, and kidney
and to mg-m—bcdy yeeight ratios of adrenals. All were
dose-relaled, were typical for or not unexpected with
corticostervids merape;. and were comsidered reversible
with cessation of reatment.

SIDE EFFECTS: Side effects such az SAP and SGPT enzyme
elevabons, weight loss, anorexa, polydipzia, and polyuria
hawve oocurred following parenteral or systemic usa of
synthetic corticosteroids in dogs, Vormiing and diarrhea
foccasionally bloody) have been observed in dogs.

Cushing's syndrome in dogs has been reported in
association with prolonged or repeated steroid therapy.

PRECAUTIONS: Antibiotic susceptibility of the p i
orgarmsmish should be delermined pnor 1o the use of this
preparation. Use of opical anibioliés meny permil
overgrowth of non-susceplible bactena, fungl, or yeastks. I
this coeurs, treatment shoukd be instituled with Ul:]i.‘-l’
approprate agents as indicated.

Adminstration of recommended dose beyond 7 days may
result in defayed wound healing. Animals treated longer
than 7 days shoukd be monitored closely.

Aol ingestion. Oral or parental use of corticosteroids,
depenchng on dose, duration, and specific steroid, may
result in inhibition of endogenous steroid production
following drug withdrawal.

In patients presentl; receiving or recently with-

drawn from systemic coricosteroid treatments, therapy
with a rapicy acting corticosteroid should be considered in
especialy stressiul situations.

I ingestion should oceur, patients should be closely
obeserved for the wsual signs of adenccorticoid overdose,
which include sodium retention, potassum loss, fud
relenbon, weight gams, polydipsia, and‘or polyuria.
Prolonged wse or overdose may produce adverse
immuncsuppressive effects.

CONTACT INFORMATION: To report suspectad adverse
events, for iechnical assstance or o obtain a copy of the
Safety Data sheet (SDS), contact Sparhawk Laboratones Inc
at 1-800-255-6388 or 1-913-888- 7500. For additional
information about acdverse dng experience reporting for
animal drgs, contact FDA at 1-888-FUA-VETS ar
hittp:/fwrvn. fida.gov/reportanimalae

GENTAMICIN SULFATE

gentamicin sulfate spray

Product Information




Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:11695-7009

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
GENTAMICIN SULFATE (UNII: 8X7386QRLV) (GENTAMICIN - 0.57 mg
UNIL: T6Z 9V48IKG) GENTAMICIN in 1 mL
BETAMETHASONE VALERATE (UNII: 9IFASXM7R2) (BETAMETHASONE - BETAMETHASONE 0.284 mg
UNII:9842X06Q6M) VALERATE in1mL
Packaging
# Iltem Code Package Description Marketing Start Date Marketing End Date

1 NDC:11695-7009-1 60 mL in 1 BOTTLE, SPRAY
2 NDC:11695-7009-2 120 mL in 1 BOTTLE, SPRAY
3 NDC:11695-7009-3 240 mL in 1 BOTTLE, SPRAY

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANADA ANADA200416 08/31/2022

Labeler - covetrus North America (603750329)
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