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Summary of Product Characteristics

1 NAME OF THE VETERINARY MEDICINAL PRODUCT

EQUESTORALGEL,18.92mg/g,oralgelforhorsesandponies

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Eachgcontains: 

 

Active substance: 

Moxidectin 18.92mg

 

Excipients qsp: 

BenzylAlcohol(E1519) 37.84mg

DisodiumEdetate 0.24mg

 

Forafulllistofexcipients,seesection6.1

3 PHARMACEUTICAL FORM

OralGel.

YellowGel.

4 CLINICAL PARTICULARS

4.1 Target Species

Horsesandponies.

4.2 Indications for use, specifying the target species

Theveterinarymedicinalproductisindicatedfortreatmentofinfectionscausedbymoxidectinsensitivestrainsof:

 

-Largestrongyles:

×Strongylus vulgaris (adultsandarterialstages)

×Strongylus edentatus (adultsandvisceralstages)

×Triodontophorus brevicauda (adults)

×Triodontophorus serratus (adults)

×Triodontophorus tenuicollis (adults)

 

-Smallstrongyles(adultsandintraluminallarvalstages):

×Cyathostomum spp.

×Cylicocyclus spp.

×Cylicostephanus spp.

×Cylicodontophorus spp.

×Gyalocephalus spp.

-Ascarids:

×Parascaris equorum (adultandlarvalstages)

 

-Otherspecies:

×Oxyuris equi (adultandlarvalstages)

×Habronema muscae (adults)

×Gasterophilus intestinalis (L2,L3)

×Gasterophilus nasalis (L2,L3)

× Strongyloides westeri (adults)

×Trichostrongylus axei
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Theveterinarymedicinalproducthasapersistentefficacyoftwoweeksagainstsmallstrongyles.Theexcretionofsmall

strongyleseggsissuppressedfor90days.

 

Theveterinarymedicinalproductiseffectiveagainst(developing)intramucosalL4stagesofsmallstrongyles.At8weeksafter

treatment,early(hypobiotic)EL3stagesofsmallstrongylesareeliminated.

4.3 Contraindications

Donotadministertoyoungfoalslessthan4months.

Donotadministerincaseofknownhypersensitivitytotheactiveingredientortoanyothermilbemycinsandtoanyother

ingredientsoftheveterinarymedicinalproduct.

4.4 Special warnings for each target species

None.

4.5 Special precautions for use

Special precautions for use in animals

 

Toavoidoverdosing,careshouldbetakentoaccuratelydosefoals,especiallylowbodyweightfoalsorponyfoals.

Donotusethesamesyringetotreatmorethanoneanimalunlesshorsesarerunningtogetherorindirectcontactwitheach

otherinthesamepremises.Equesthasbeenformulatedspecificallyforuseinhorsesonly.Dogsorcatsmaybeadversely

affectedbytheconcentrationofmoxidectininthisveterinarymedicinalproductiftheyareallowedtoingestspilledpasteor

haveaccesstousedsyringes.Neurologicalsigns(suchasataxia,muscletremorandconvulsions)anddigestiveclinicalsigns

(suchashypersalivation)wererecorded.

 

Special precautions to be taken by the person administering the product to the animals

 

Avoiddirectcontactwithskinandeyes.

Theuseofprotectiveglovesisrecommended.

Washhandsoranyexposedareaafteruse.

Donotsmoke,drinkoreatwhilehandlingtheveterinarymedicinalproduct.

Intheeventofeyecontact,flushtheeyewithcopiousamountsofcleanwaterandseekmedicaladvice.

 

Other precautions regarding impact on the environment 

 

Moxidectinfulfilsthecriteriafora(very)persistent,bioaccumulativeandtoxic(PBT)substance;therefore,exposureofthe

environmenttomoxidectinmustbelimitedtotheextentpossible.Treatmentsshouldbeadministeredonlywhennecessary

andshouldbebasedonfaecaleggcountsorevaluationoftheriskofinfestationattheanimaland/orherdlevel.Inorderto

reducetheemissionofmoxidectintosurfacewaterandbasedontheexcretionprofileofmoxidectinwhenadministeredasthe

oralformulationtohorses,treatedanimalsshouldnothaveaccesstowatercoursesduringthefirstweekaftertreatment.

 

Likeothermacrocycliclactones,moxidectinhasthepotentialtoadverselyaffectnon-targetorganisms:

Faecescontainingmoxidectinexcretedontopasturebytreatedanimalsmaytemporarilyreducetheabundanceofdung

feedingorganisms.Followingtreatmentofhorseswiththeproduct,levelsofmoxidectinthatarepotentiallytoxictodung

beetlesandfliesmaybeexcretedoveraperiodofmorethan1weekandmaydecreasedungfaunaabundance.

Moxidectinisinherentlytoxictoaquaticorganismsincludingfish.Theproductshouldbeusedonlyaccordingtothelabel

instructions.

4.6 Adverse reactions (frequency and seriousness)

Ataxia,depression,abdominalpain,muscletremor,flaccidlowerlipandswellingofthemuzzlecouldbeobservedonveryrare

occasionsinyounganimals. Theseadverseeffectsareusuallytransientanddisappearspontaneouslyinmostcases.

 

Thefrequencyofadversereactionsisdefinedusingthefollowingconvention:

-verycommon(morethan1in10animalstreateddisplayingadversereaction(s))
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-common(morethan1butlessthan10animalsin100animalstreated)

-uncommon(morethan1butlessthan10animalsin1,000animalstreated)

-rare(morethan1butlessthan10animalsin10,000animalstreated)

-veryrare(lessthan1animalin10,000animalstreated,includingisolatedreports).

4.7 Use during pregnancy, lactation or lay

Theveterinarymedicinalproducthasbeenshowntobesafeforuseinpregnantandlactatingmares.

4.8 Interaction with other medicinal products and other forms of interactions

Noneknown.

4.9 Amounts to be administered and administration route

Asingleoraldoseof400µgmoxidectin/kgbodyweightusingthecalibratedsyringe. 

Beforethefirstdose,holdthesyringewiththecappedendpointingtotheleftandsothatyoucanseetheweight

measurementsandtickmarks(smallblacklines).Setthesyringetozerobymovingthedialringsotheleftsideissetatthefirst

fullblackmarkanddepresstheplunger,safelydiscardinganypastethatisexpelled.

Todosetheproduct,holdthesyringeaspreviouslydescribed.Eachtickmarkrelatesto25kgofbodyweightandto10mg

moxidectin.Turnthedialringuntiltheleftsideoftheringlinesupwiththeweightoftheanimal.

 

Useofascaleorweighttapeisrecommendedtoensureaccuratedosing.

 

Asinglesyringetreatsa700kghorse.

4.10 Overdose (symptoms, emergency procedures, antidotes), if necessary

Adversereactionsmayoccurat2timestherecommendeddoseinfoalsand3timestherecommendeddoseinadults.The

symptomsaredepression,inappetance,ataxiaandflaccidlowerlipinthe8to24hoursfollowingtreatment.Symptomsof

moxidectinoverdosearethesameasthoseobservedinveryrareoccasionsattherecommendeddosage.Inaddition,

hypothermiaandlackofappetitemayoccur.Thereisnospecificantidote.

4.11 Withdrawal period(s)

Meatandoffal:32days.

5 PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

Pharmacotherapeuticgroup:Endectocides(milbemycins)

ATCVetcode:QP54AB02

5.1 Pharmacodynamic properties

Moxidectinisaparasiticideactiveagainstawiderangeofinternalandexternalparasitesandisasecondgeneration

macrocycliclactoneofthemilbemycinfamily.MoxidectininteractswithGABAandglutamategatedchloridechannels.Thenet

effectistoopenthechloridechannelsonthepostsynapticjunctiontoallowtheinflowofchlorideionsandinducean

irreversiblerestingstate.Thisresultsinflaccidparalysisandeventualdeathofparasitesexposedtothedrug.

 

Theveterinarymedicinalproductiseffectiveagainstbenzimidazoleresistantstrainsofcyathostomes.

5.2 Pharmacokinetic particulars

Moxidectinisabsorbedfollowingoraladministrationwithmaximumbloodconcentrationsbeingachieved8hourspost

application.

Bioavailabilitybytheoralrouteis40%.Thedrugisdistributedthroughoutthebodytissuesbutduetoitslipophilicityitis

selectivelyconcentratedinthefat.

Theeliminationhalflifeis28days.
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Moxidectinundergoespartialbiotransformationbyhydroxylationinthebodyandtheonlysignificantrouteofexcretionisthe

faeces.

 

5.3 Environmental properties

Moxidectinfulfilsthecriteriafora(very)persistent,bioaccumulativeandtoxic(PBT)substance.Inparticular,inacuteand

chronictoxicitystudieswithalgae,crustaceansandfish,moxidectinshowedtoxicitytotheseorganisms,yieldingthefollowing

endpoints:

 Organism EC50 NOEC

Algae S. capricornutum >86.9μg/l 86.9μg/l

Crustaceans(Waterfleas)
Daphnia magna (acute) 0.0302μg/l 0.011μg/l

Daphnia magna (reproduction) 0.0031μg/l 0.010μg/l

Fish

O. mykiss 0.160μg/l Notdetermined

L. macrochirus 0.620μg/l 0.52μg/l

P. promelas (earlylifestages) Notapplicable 0.0032μg/l

  Cyprinus carpio 0.11μg/l Notdetermined

EC50:theconcentrationwhichresultsin50%ofthetestspeciesindividualsbeingadverselyaffected,i.e.bothmortalityand

sub-lethaleffects.

NOEC:theconcentrationinthestudyatwhichnoeffectsareobserved.

 

Thisimpliesthatwhenallowingmoxidectintoenterwaterbodies,thismayhaveasevereandlastingimpactonaquaticlife.To

mitigatethisrisk,allprecautionsforuseanddisposalmustbeadheredto.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Benzylalcohol(E1519)

Disodiumedetate

Poloxamer407

Simethicone

Sodiumphosphatedibasic

Sodiumdihydrogenphosphate

Propyleneglycol

Polysorbate80

Water 

6.2 Major incompatibilities

Noneknown 

6.3 Shelf-life

Shelf-lifeoftheveterinarymedicinalproductaspackagedforsale:2years.

Shelf-lifeafterfirstopeningtheimmediatepackaging:6months. 

6.4 Special precautions for storage

Storebelow25°C.

6.5 Nature and composition of immediate packaging

Highdensitypolyethylenesyringecontaining14.8gofgelwithagraduatedplungerwithalowdensitypolyethylenepistonand

cappackedasfollows:

 Boxcontainingonesyringe.
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 Boxcontaining10individuallyboxedsyringes,

 Boxcontaining20syringes.

Notallpacksizesmaybemarketed.

6.6 Special precautions for the disposal of unused veterinary medicinal products or waste materials derived from the 

use of such products

Anyunusedveterinarymedicinalproductorwastematerialderivedfromsuchveterinarymedicinalproductsshouldbe

disposedofinaccordancewithlocalrequirements.Donotcontaminatewatercourseswiththeproduct.

Theproductistoxicforfishandaquaticorganisms. 

7 MARKETING AUTHORISATION HOLDER

ZoetisBelgiumS.A.

2ndFloor,Building10

CherrywoodBusinessPark,Loughlinstown

CoDublin

Ireland

8 MARKETING AUTHORISATION NUMBER(S)

VPA10387/025/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateoffirstauthorisation:05February1999

Dateoflastrenewal:30April2008

10 DATE OF REVISION OF THE TEXT

April2019


