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Summary of Product Characteristics

1 NAME OF THE VETERINARY MEDICINAL PRODUCT

Taurador5mg/mlPour-onSolutionforCattle

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Eachmlcontains:

 

Active substance: 

Doramectin 5mg

Excipient(s): 

BrilliantblueFCF(E133) 0.007mg

Forthefulllistofexcipients,seesection6.1.

3 PHARMACEUTICAL FORM

Pour-onSolution

Apaleblue,clearsolution

4 CLINICAL PARTICULARS

4.1 Target Species

Cattle

4.2 Indications for use, specifying the target species

Fortreatmentofgastrointestinalroundworms,lungworms,eyeworms,warbles,suckingandbitinglice,mangemitesand

hornflyincattle.

 

Gastrointestinal roundworms(adultsandfourthstagelarvae)

Ostertagia ostertagi (inc.inhibitedlarvae)

O. lyrata1

Haemonchus placei

Trichostrongylus axei

T. colubriformis

Cooperia oncophora

C. punctata1

C. surnabada1 (syn. mcmasteri)

Bunostomum phlebotomum1

Oesophagostomum radiatum

Trichuris spp1

1adults

 

Lungworms(adultsandfourthstagelarvae)

Dictyocaulus viviparus

Eyeworms (adults)

Thelazia spp

Warbles(parasiticstages)

Hypoderma bovis, H. lineatum

Biting lice

Damalinia (Bovicola) bovis

Sucking lice

Haematopinus eurystemus,

Linognathus vituli, 

Solenopotes capillatus
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Mange mites

Psoroptes bovis,

Sarcoptes scabiei,

Chorioptes bovis

Horn fly

Haematobia irritans

 

Duration of activity

 

Theveterinaryproductprotectscattleagainstinfectionorre-infectionwiththefollowingparasitesfortheperiodsindicated.

 

Theveterinaryproductalsocontrolshornflies(Haematobia irritans)foratleast42daysaftertreatment.

4.3 Contraindications

Theproducthasbeenformulatedfortopicalapplicationspecificallyforcattle.Itshouldnotbeadministeredtootherspeciesas

severeadversereactions,includingfatalities,mayoccur.Seesection4.5i.

 

Donotuseincasesofhypersensitivitytotheactivesubstanceortoanyoftheexcipients.

4.4 Special warnings for each target species

Forexternaluseonly.

 

Careshouldbetakentoavoidthefollowingpracticesbecausetheyincreasetheriskofdevelopmentofresistanceandcould

ultimatelyresultinineffectivetherapy:

-toofrequentandrepeateduseofanthelminticsfromthesameclass,overanextendedperiodoftime.

-underdosing,whichmaybeduetounderestimationofbodyweight,misadministrationoftheproduct,orlackofcalibration

ofadosingdevice(ifany).

 

Resistancetodoramectinandotheravermectinshasbeenreportedingastro-intestinalnematodes,especiallyCooperia 

oncophera andOstertagia ostertagi,incattle. Therefore,theuseofthisproductshouldbebasedonlocal(regional,farm)

epidemiologicalinformationaboutsusceptibilityofthetargetnematodesandrecommendationsonhowtolimitfurther

selectionforresistancetoanthelmintics.

Suspectedclinicalcasesofresistancetoanthelminticsshouldbefurtherinvestigatedusingappropriatetests(e.g.faecalegg

countreductiontest).Wheretheresultsofthetest(s)stronglysuggestresistancetoaparticularanthelmintic,ananthelmintic

belongingtoadifferentpharmacologicalclassandhavingadifferentmodeofactionshouldbeused.

 

Donotapplytoareasofskinthatarecontaminatedwithmudormanure.

 

Therapeuticefficacyforinternalandexternalparasitesisnotaffectedbyheavyrainfall(2cmin1hour)eitherbefore(20

minutes)orafter(20and40minutes)treatment.Theinfluenceofextremeweatherconditionsonefficacyisunknown.



HealthProductsRegulatoryAuthority

12April2019 CRN0090J7 Page3of5

4.5 Special precautions for use

i. Special precautions for use in animals.

 

Avermectinsmaynotbewelltoleratedinallnon-targetspecies.Casesofintolerancewithfataloutcomehavebeenreportedin

dogs,especiallyCollies,oldEnglishSheepdogsandrelatedbreedsorcrosses,andalsoinchelonia(turtlesandtortoises).Care

shouldbetakentoavoidingestionofspilledproductoraccesstocontainersbytheseotherspecies.

 

ToavoidsecondaryreactionsduetodeathofHypodermalarvaeintheoesophagusorthespine,itisrecommendedto

administertheveterinaryproductattheendoftheperiodofwarbleflyactivityandbeforethelarvaereachtheirrestingsites.

Consultyourveterinarysurgeononthecorrecttimingoftreatment.

 

ii. Special precautions to be taken by the person administering the veterinary medicinal product to animals.

 

Personswithknownhypersensitivitytotheactivesubstanceshouldavoidcontactwiththeproduct.Donotsmokeoreatwhile

handlingtheproduct.Washhandsafteruse.Theveterinaryproductmaybeirritatingtohumanskinandeyesandusersshould

becarefulnottoapplyittothemselvesortootherpersons.Operatorsshouldwearrubberglovesandbootswithawaterproof

coatwhenapplyingtheproduct.Protectiveclothingshouldbewashedafteruse.Ifaccidentalskincontactoccurs,washthe

affectedareaimmediatelywithsoapandwater.Ifaccidentaleyeexposureoccurs,flushtheeyesimmediatelywithwaterand

getmedicalattention.Useonlyinwellventilatedareasoroutdoors.

 

HighlyFlammable-Keepawayfromheat,sparks,openflameorothersourcesofignition.

 

iii. Other precautions

 

Doramectinisverytoxictodungfaunaandaquaticorganismsandmayaccumulateinsediments.

Therisktoaquaticecosystemsanddungfaunacanbereducedbyavoidingtoofrequentandrepeateduseofdoramectin(and

productsofthesameanthelminticclass)incattleandsheep.

Therisktoaquaticecosystemswillbefurtherreducedbykeepingtreatedcattleawayfromwaterbodiesfortwotofiveweeks

aftertreatment.

4.6 Adverse reactions (frequency and seriousness)

Inrarecases(morethan1butlessthan10animalsin10,000animalstreated)smallskinlesionsmayoccurattheadministration

site.

4.7 Use during pregnancy, lactation or lay

Donotuseinnon-lactatingdairycows,includingpregnantheifers,within60dayspriortocalving.

4.8 Interaction with other medicinal products and other forms of interactions

Noneknown.

4.9 Amounts to be administered and administration route

Fortopicaluse:pour-onapplication

Asingletreatmentof500µgofdoramectin/kgbodyweightequivalentto1mlofproductper10kgbodyweight,applied

topicallyalongthemid-lineofthebackinanarrowstripbetweenthewithersandtailhead.

 

Toensureadministrationofacorrectdose,bodyweightshouldbedeterminedasaccuratelyaspossible;accuracyofthedosing

deviceshouldbechecked.

 

Ifanimalsaretobetreatedcollectivelyratherthanindividually,theyshouldbegroupedaccordingtotheirbodyweightand

dosedaccordingly,inordertoavoidunder-andover-dosing.
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4.10 Overdose (symptoms, emergency procedures, antidotes), if necessary

Overdosesupto5timesthelabelrecommendeddoseresultedinnoclinicalsignsthatcouldbeattributedtotreatmentwith

doramectin.

4.11 Withdrawal period(s)

Meatandoffal:35days.

 

Notpermittedforuseinlactatinganimalsproducingmilkforhumanconsumption.Donotuseinpregnantcowsorheifers,

whichareintendedtoproducemilkforhumanconsumption,within2months(60days)ofexpectedparturition.

5 PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

Pharmacotherapeuticgroup:AntiparasiticProductsInsecticidesandRepellents/Endectocides

ATCvetCode:QP54AA03

5.1 Pharmacodynamic properties

Doramectinisafermentation-derivedantiparasiticagent,whichbelongstotheavermectinclass,andiscloselyrelated

structurallytoivermectin.Bothcompoundsshareawidespectrumofantiparasiticactivityandproduceasimilarparalysisin

nematodesandparasiticarthropods.Whilstitisnotpossibletoassignasinglemodeofactiontotheavermectins,itislikely

thattheentireseriesshareacommonmechanism.Inparasiticorganismstheeffectismediatedthroughaspecific

avermectin-bindingsite.Thephysiologicalresponsetoavermectinbindingisanincreaseinmembranepermeabilitytochloride

ions.Ininvertebratenervoustissueaninfluxofchlorideionsintotheexcitatorymotorneuroneinnematodesormusclecellof

arthropodsresultsinhyperpolarisationandtheeliminationofsignaltransmissionwithresultingparalysis.

5.2 Pharmacokinetic particulars

Maximumplasmaconcentrationofdoramectinoccursincattleapproximately9daysaftertopicaladministrationofthe

veterinaryproduct.An(apparent)eliminationhalf-lifeofaround10daysresultsinsustaineddoramectinconcentrations,which

protectanimalsfromparasiticinfectionandre-infectionforextendedperiodsfollowingtreatment.

 

5.3  Environmental properties

 

Doramectinisverytoxictoaquaticorganisms.

Likeothermacrocycliclactones,doramectinhasthepotentialtoadverselyaffectnon-targetorganisms.Followingtreatment,

excretionofpotentiallytoxiclevelsofdoramectinmaytakeplaceoveraperiodofseveralweeks.Faecescontainingdoramectin

excretedontopasturebytreatedanimalsmayreducetheabundanceofdungfeedingorganisms,whichmayimpactonthe

dungdegradation.

Doramectinisverytoxictoaquaticorganismsandmayaccumulateinsediments.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

BrilliantblueFCF(E133)

CetearylOctanoate

Isopropylalcohol

PurifiedWater

Trolamine
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6.2 Major incompatibilities

Noneknown.

6.3 Shelf-life

Shelflifeoftheveterinarymedicinalproductaspackagedforsale:3years.

Shelflifeafterfirstopeningtheimmediatepackaging:3months.

6.4 Special precautions for storage

Protectfromlight.

Donotrefrigerate.

Storeintightlyclosedoriginalcontainer.

6.5 Nature and composition of immediate packaging

Theveterinaryproductwillbesuppliedin:

 250mLand1Lstandardhighdensitypolyethylenebottleswith28mmpolypropylene/highdensitypolyethylene

caps. 

 1L,2.5Land5Lwhiteflatbottomedheavydutyhighdensitypolyethyleneback-packswith38mmwhite

polypropyleneeasypeelcaps. 

 10Land20LwhitehighdensitypolyethyleneJerrycanswithhighdensitypolyethylenecaps.

Notallpacksizesmaybemarketed.

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

use of such products

Extremelydangerousforfishandaquaticlife.Donotcontaminateponds,waterwaysorditcheswiththeproductorused

container.

Anyunusedveterinarymedicinalproductorwastematerialsderivedfromsuchveterinarymedicinalproductshouldbe

disposedofinaccordancewithlocalrequirements.

7 MARKETING AUTHORISATION HOLDER

NorbrookLaboratories(Ireland)Limited

RossmoreIndustrialEstate

Monaghan

Ireland

8 MARKETING AUTHORISATION NUMBER(S)

VPA22664/111/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateoffirstauthorisation:29thNovember2013

Dateoflatestrenewal:29thNovember2018

10 DATE OF REVISION OF THE TEXT

January2019


