GENONE- gentamicin sulfate spray
MWI

GenOne" Spray

(Gentamicin Sulfate, USP With Betamethasone Valerate, USP)
Topical

Veterinary

For Topical Use in Dogs Only

CAUTION:

Federal law restricts this drug to use by or on the order of a licensed veterinarian.
Not for Use in Humans
Keep Out of Reach of Children.

DESCRIPTION:

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 veterinary 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 veterinary contains not less than 500 micrograms of gentamicin base
per miligram.

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.1-2
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 McKenzie,3 et al.



This human bioassay technigue 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.

WARNING:

Clinical and experimental data have demonstrated that corticosteroids administered
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 congential anomalies including deformed
forelegs, phocomelia, and anasarca have been reported in offspring of dogs that
received corticosteroids during pregnancy.

INDICATIONS:

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

Keep Out of Reach of Children.

CONTRAINDICATIONS:

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

DOSAGE AND ADMINISTRATION:

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 GenOne™ Spray.

TOXICITY:

GenOne™ Spray was well-tolerated in an 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 corticosteroid 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.

Cushing’s 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 use
of this preparation. Use of topical antibiotics may permit overgrowth of nonsusceptible
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 parenteral 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 systemic 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 overdosage that include sodium retention, potassium loss, fluid
retension, weight gains, polydipsia, and/or polyuria. Prolonged use or overdosage may
produce adverse immunosuppressive effects.

CONTACT INFORMATION:

To report suspected adverse events, for technical assistance or to obtain a copy of the
Safety Data Sheet (SDS), contact First Priority, Inc. at (800) 650-4899 or
www.prioritycare.com. 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 bottles containing 60 mL, 120 mL and 240 mL of GenOne™ Spray
Store upright between 2° and 30°C (36° and 86°F).

REFERENCES:
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Quantity: 72 Bottles GenOne Topical Spray
(6 inner cases x 12 bottles, 60 mL each)
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CAUTION: Fedieral law restricts Mis drug to use by or on B order of & leensed velerisarian.
DESCRIPTIORE Each mL contains: gentamicn sultate, ISP equivalent bo 05T mg gentamicin bass, betamethasons valerals, USF equivalent
10 0254 g betamettasmne, 163 my eyl slcohel, propylese ghesl, melhyiparaben and procyiparaben as pressrvatives, purifisd
wisiher 1.5 Hydmochloc aeid may be added 1o sdjest pH.
CHEMIETRY: Gartamicin k2 misdune of amisogiycoside antbictics derved e the fermentaBion of Micomanospa popurea Gentamicin
aillats velerinary b & misture of sufste cats of the sathiolics produced in e Tementation The aats ane waakly scidh: and frealy
anluble in water
Gerftaricn sulfsle veleriary contsng st less han 500 macogrems of gantamics base per miligram,
Betamethasons valerals ks 2 synthelic gucoooricoid
PHARMAGOLOGY: Gentamicin, & broad-spectrum astibiotic, 1. bighly efecive topical treatment Tor bactertal infections of the skis
hﬂumhhﬂhﬁﬂinmmum gram-negatve beciers isofated from domestc snimals.
Specificaly, gentamicn i active sgaisst the ollowisg organisms alated from canine siin: Abaigenss sp. Clmbacfersp,, Aahsbila
m.m“:mmm-WMm..mm.MMEWq.,ﬁ

Betamethisors: valarale smengad from infeesive reseanch a3 fe most prombsey of some 50 pewly syiesizad comizalenids in B
expeilimental rodel deeribed by Mckenze, "o &, This B Biasey lahegoe s been found rdiaie tor svauatng the vassoesticke
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Betamethasons valerabe in veberinary medicing has been shown bo provids anti-inflammatory and anfigruritic acivly in the topical
anagement of coriietesal-fesonsive et sapemical lesioes in dogs.

WARNING: CEnical and esperimental dals have demonsirabed that corticosterids admisistered orally or paremberaly o snimais may
induce the first stage of pariurition whes administersd daring the last trimester of pregrancy and may precipitaie premature parturition
Soilorwed by Syetine, Setal death, retained placents, and metnts.

Addtiorally, coricostenids adeministered 1o doga, rabbits, and rodents dering pragnascy have produced deft paate. Other corgenitsl
anomaies including deformed lorelags, phocomela, and anssama heve been reporied in offepring of doge that recelved corticostencids
iy pregrancy.

INDECATIONS: For the treatmesnt of infected supsrficial kesions in dogs caused by bactara susceptitle o gentamicn,

e Dot of Reach of Chifdren.

CONTRAINDHCATIONS: If Inypersenstivity o any of the components ocewrs, dscontioue treatmesd and it appeopetshs herapy.
DOSAGE AND ADMINISTRATION: Pricr {0 frestmest, remove sxcessive hair and clean the lesion and afacent srea Hold bottle upright
3% 6 Inches o B lesion sod depress Hie sprayer Bead teice. Administer 2 ko 4 Bmes daiy lor 7 daya.

Each deprosson of B sprayer head deivers 0.7 mL of Gendne™ Spray

TOXICITY: GenDee™ Spray wias wel-lokerated in s abraded sin study i dogs. Mo eatmet-related eeongcs changss i the skin
e alesrved
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SIDE BFFECTS: Sile affects such & SAP el SGPT silzyime sevabions, weight s, anorsis, pooplipess, s polyus P ooiumed oy
pfelilera] o systamic e ol synllietc coicosatests b goga. Vormiting and disimhes (oocasionaly bosdy) have besn dteared @ dog.
Cushing's syndeume in doges has been reparted in associston with proleged o repested stercid Terapy.

PRECAUTROMS: Artibiotic suscepEbility of B pathogesic arganismis) shoud be detemmined prior bo use of this preparation. Uss of
topical antibietics may permit overgrowt of onsuscepdhile bacterta, fongi, or yeasts. i this cocurs, treatment should b= stiuted with
bt apploprise agests & Fdicated.

Adminiziraton of recommensded doss Beyond 7 days may resdl in delayed wousd healing, Animals trasted knger than 7 deys should
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Avoid ingesstion. Dral or parenens wse of corlicoslesnids, depanding on doss, deralion, s specific shemid may reset in inhibition of
idogeiogs stk production fekomwing dnsy wittdrawal,

In patients preseniy fecshving of recantly witkdrawn Trom sysisenic corticosiercid reatments, Berapy with & rapidly actisg corticostercid
shiouldl be corsidered in especialy stresshd shiations

H ingestion should ccour, palients should be cloesly nbssrved Tor e useal signe of sdrenocoricold overtossgs Bal include sodium
retaedBon, polssium ks, Nid relssBon, weight geins, poiydipsia, andir polyeria. Prolonged uss of ovendosage may producs adverss
immundrsuperessive effects.

CONTACT INFORMATION:
To eport suspectad adverss events, lor tachwiesl assietance of o atitin & copy of the Salaty Dats Shest (305), contact First Printy,
Inc. =f (B0} ES0-4590 o wiww, prioritye-ars com._ For additional infomition about averss drug sxpersnce reportisg for snimsl drogs,
contact FDW f 1-B28-FOA-VETS or hitfp:www.his gowepoetanimalse

HOW SUPPLIED: Pastic spray botties contaising 60 mil_ 120 miL and 240 mL af Gendne™ Spesy

Shore upright betwesn 2° and 30°C (36° and 86°F).
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GENONE

gentamicin sulfate spray

Product Information
Product Type PRESCRIPTION ANIMAL DRUG Item Code (Source) NDC:13985-566

Route of Administration TOPICAL

Active Ingredient/Active Moiety

. Basis of
Ingredient Nam trength

gredie ame Strength Streng
GENTAMICIN SULFATE (UNII: 8X7386QRLV) (GENTAMICIN - UNI:T6Z9V48IKG) GENTAMICIN Oi'noigg 2”_
BETAMETHASONE VALERATE (UNII: 9IFASXM7R2) (BETAMETHASONE - 0.0352 g
UNII:9842X06Q6M) BETAMETHASONE 57700 mL
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:13985-566-60 12 in 1 CASE
1 60 mL in 1 BOTTLE, SPRAY
2 NDC:13985-566-12 12 in 1 CASE
2 120 mL in 1 BOTTLE, SPRAY
3 NDC:13985-566-24 12 in 1 CASE
3 240 mL in 1 BOTTLE, SPRAY

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANADA ANADA200415 09/26/2023

Labeler - vwi (019926120)

Establishment
Name Address ID/FEI Business Operations
FIRST PRIORITY INCORPORATED 179925722 manufacture

Revised: 9/2023 MW
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