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Summary of Product Characteristics

1 NAME OF THE VETERINARY MEDICINAL PRODUCT

ACEGON50micrograms/mlsolutionforinjectionforcattle

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Eachmlcontains:

Active substance:

Gonadorelin(asgonadorelinacetate)......50µg

 

Excipients:

Benzylalcohol(E1519)...........................9mg

 

Forthefulllistofexcipients,seesection6.1.

3 PHARMACEUTICAL FORM

Solutionforinjection.

Clear,colourlessoralmostcolourlesssolutionfreefromvisibleparticles.

4 CLINICAL PARTICULARS

4.1 Target Species

Cattle:cows,heifers.

4.2 Indications for use, specifying the target species

Cattle:cowsandheifers.

Treatmentofovarianfollicularcysts.

Inassociationwithartificialinseminationtooptimisethetimeofovulation.

 

Induction and synchronisation of oestrus and ovulation in combination with prostaglandin F2α(PGF2α) with or without 

progesterone as part of Fixed Time Artificial Insemination (FTAI) protocols:

-In cycling cows. To be used in combination with PGF2α or analogue.

-In cycling and non-cycling cows and heifers. To be used in combination with PGF2α or analogue and progesterone 

releasing device. 

4.3 Contraindications

Donotuseinanimalswithknownhypersensitivitytogonadorelinandtoanyexcipient.

Donotuseforshorteningofoestrusduringinfectiousdiseasesandotherrelevantdisorders.

4.4 Special warnings for each target species

Inthetreatmentofcysticovaries,theconditionofovarianfollicularcystsshouldbediagnosedbyrectalpalpationrevealingthe

presenceofpersistingfollicularstructureswithadiameterover2.5cmandshouldbeconfirmedbytheuseofplasmaormilk

progesteroneassay.

Theproductshouldbeadministeredatleast14daysaftercalvingduetotheabsenceofreceptivityofthehypophysisbefore

thattime.

ForinductionandsynchronisationofoestrusandovulationinFixedTimeArtificialInsemination(FTAI)protocols,theproduct

shouldbeadministeredatleast35daysaftercalving.Theresponseofcowsandheiferstosynchronisationprotocolsis

influencedbythephysiologicalstateatthetimeoftreatment.Responsestotreatmentcanvaryeitheracrossherdsoracross

cowswithinherds.However,thepercentageofcowsdisplayingoestruswithinagivenperiodisusuallygreaterthanin

untreatedcowsandthesubsequentlutealphaseisofnormalduration.
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ForprotocolthatonlyincludesPGF2αrecommendedforcyclingcows:Tomaximiseconceptionratesofcowstobetreated,the

ovarianstatusshouldbedeterminedandregularcyclicovarianactivityconfirmed.Optimalresultswillbeachievedinhealthy

normally-cyclingcows.

4.5 Special precautions for use

Special precautions for use in animals

 

Animalsinpoorcondition,whetherfromillness,inadequatenutrition,orotherfactors,mayrespondpoorlytotreatment.

 

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

 

Careshouldbetakenwhenhandlingtheproducttoavoidself-injection.Incaseofaccidentalself-injection,seekmedicaladvice

immediatelyandshowthepackageleafletorthelabeltothephysician.

Careshouldbetakentoavoidskinandeyecontact.Incaseofskincontact,rinseimmediatelyandthoroughlywithwateras

GnRHanaloguescanbeabsorbedthroughtheskin.Incaseofaccidentalcontactwitheyes,rinsethoroughlywithplentyof

water.

 

Theeffectsofaccidentalexposureinpregnantwomenorinwomenwithnormalreproductivecyclesareunknown;thereforeit

isrecommendedthatpregnantwomenshouldnotadministertheproduct,andthatwomenofchild-bearingageshould

administertheproductwithcaution.

 

PeoplewithknownhypersensitivitytoGnRHanalogues,shouldavoidcontactwiththeveterinarymedicinalproduct.

4.6 Adverse reactions (frequency and seriousness)

None.

4.7 Use during pregnancy, lactation or lay

Pregnancy

 

Notapplicable.

 

Lactation

Canbeusedduringlactation.

4.8 Interaction with other medicinal products and other forms of interactions

AsynergisticeffectoccursincaseofcombinedadministrationofFSH.

4.9 Amounts to be administered and administration route

Intramuscularuse.

 

·Treatment of ovarian follicular cysts:100-150microgramsofgonadorelin(asacetate)peranimal(i.e.2–3mloftheproduct

peranimal).Ifnecessary,treatmentcanberepeatedatintervalsof1–2weeks.

·In association with artificial insemination to optimise the time of ovulation, improving the chances that the treated 

cow will become fertile: 100microgramsofgonadorelin(asacetate)peranimal(i.e.2mloftheproductperanimal).Itmust

beadministeredatthesametimeasartificialinseminationand/or12daysafterthis.

 

Thefollowingtimingofinjectionandinseminationshouldbefollowed:

-Injectionshouldbeperformedbetween4and10hoursafteroestrusdetection.

-Anintervalofatleast2hoursbetweentheinjectionofGnRHandartificialinseminationisrecommended.

-Artificialinseminationshouldbecarriedoutinaccordancewiththeusualfieldrecommendations,i.e.,12to24hoursafter

oestrusdetection.
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Induction and synchronisation of oestrus and ovulation in combination with prostaglandin F2α(PGF2α) with or without 

progesterone as part of Fixed Time Artificial Insemination (FTAI) protocols:

 

ThefollowingFTAIprotocolshavebeencommonlyreportedintheliterature:

 

Incyclingcows:

 Day0Inject100microgramsofgonadorelin(asacetate)peranimal(2mloftheproduct)

 Day7InjectPGF2αoranalogue(luteolyticdose)

 Day9Inject100microgramsofgonadorelin(asacetate)peranimal(2mloftheproduct)

 Artificialinsemination16–20hourslater,oratobservedoestrusifsooner.

Alternatively:

 Day0Inject100microgramsofgonadorelin(asacetate)peranimal(2mloftheproduct)

 Day7InjectPGF2αoranalogue(luteolyticdose)

 Artificialinseminationandinjectionof100microgramsofgonadorelin(asacetate)peranimal(2mloftheproduct)

60–72hourslater,oratobservedoestrusifsooner.

Incyclingandnon-cyclingcowsandheifers:

 Insertintravaginalprogesteronereleasingdevicefor7–8days.

 Inject100microgramsofgonadorelin(asacetate)peranimal(2mloftheproduct)atprogesteronedevice

insertion.

 InjectaluteolyticdoseofPGF2αoranalogue24hourspriortodeviceremoval.

 FTAI56hoursafterremovalofthedevice,or

 Inject100microgramsofgonadorelin(asacetate)peranimal(2mloftheproduct)36hoursafterprogesterone

releasingdeviceremovalandFTAI16to20hourslater.

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

Atupto5timestherecommendeddoseandinaregimenextendedfromonetothreedailyadministrations,nomeasurable

signsofeitherlocalorgeneralclinicalintolerancewereobserved.

4.11 Withdrawal period(s)

Meatandoffal:zerodays.

Milk:zerohours.

5 PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

Pharmacotherapeuticgroup:Hypothalamichormones.Gonadotropin-releasinghormones;

ATCvetcode:QH01CA01

5.1 Pharmacodynamic properties

Gonadorelin(asacetate)isasyntheticgonadorelin(“GonadotropinReleasingHormone”GnRH)physiologicallyandchemically

identicaltothenaturalgonadorelinreleasedbythehypothalamusinmammalianspecies.

Gonadorelinstimulatesthesynthesisandreleaseofthepituitarygonadotropins,luteinizinghormone(LH)andfollicle

stimulatinghormone(FSH).Itsactionismediatedbyaspecificplasmamembranereceptor.Only20%GnRHreceptor

occupancyisrequiredtoinduce80%ofthemaximumbiologicalresponse.ThebindingofGnRHtoitsreceptoractivates

proteinkinaseC(PKC)andalsomitogen-activatedproteinkinase(MAPK)cascadeswhichprovideanimportantlinkforthe

transmissionofsignalsfromthecellsurfacetothenucleusallowingsynthesisofthegonadotropinhormones.
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Repeatbreedingmaybeaffectedbymultiplefactors,includingfeedingandhusbandrypractices.Also,oneofthemost

prominentfindingsinrepeatbreedinganimalsisthedelayedandsmallerpreovulatoryLHsurgeleadingtodelayedovulation.

InjectionofGnRHduringoestrusincreasesthespontaneousLHpeakandpreventsdelayinovulationinrepeatbreeding

animals.

5.2 Pharmacokinetic particulars

Absorption

Afterintramuscularadministrationincows,gonadorelinisrapidlyabsorbedfromtheinjectionsite,withaplasmahalf-lifeof

approximately20minutes.

Distribution

AnincreaseinthelevelofLHisdetectedthirtyminutesaftertheadministration,demonstratingfastdistributiontothe

adenohypophysis.

Metabolism

Thecompoundisrapidlymetabolizedintosmallerinactivepeptidesandaminoacids.

Elimination

Themainexcretionrouteisrenal,althoughasignificantproportionisalsoexcretedinexpiredair.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Benzylalcohol(E1519)

Potassiumdihydrogenphosphate

Dipotassiumphosphate

Sodiumchloride

Waterforinjections

6.2 Major incompatibilities

Intheabsenceofcompatibilitystudies,thisveterinarymedicinalproductmustnotbemixedwithotherveterinarymedicinal

products.

6.3 Shelf-life

Shelf-lifeoftheveterinarymedicinalproductaspackagedforsale:18months.

Shelf-lifeafterfirstopeningtheimmediatepackaging:28days.

6.4 Special precautions for storage

Donotstoreabove25ºC.

6.5 Nature and composition of immediate packaging

Material of the primary container

TypeIIcolourlessglassvials(6,20,50and100ml).

TypeIbromobutylstoppers.

 

Pack sizes

Cardboardboxcontaining1glassvialof6,20,50or100mlwitharubberstopperandaluminiumcap.

Cardboardboxwith10glassvialsof6mlwitharubberstopperandaluminiumcap.Notallpacksizesmaybemarketed.
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6.6 Special precautions for the disposal of unused veterinary medicinal products or waste materials derived from the 

use of such products

Anyunusedveterinarymedicinalproductorwastematerialsderivedfromsuchveterinarymedicinalproductsshouldbe

disposedofinaccordancewithlocalrequirements.

7 MARKETING AUTHORISATION HOLDER

LaboratoriosSYVA,S.A.U

Avda.PárracoPabloDíez

49-57León

24010

Spain

8 MARKETING AUTHORISATION NUMBER(S)

VPA10495/004/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateoffirstauthorisation:28February2014

Dateoflastrenewal:01July2016

10 DATE OF REVISION OF THE TEXT

August2018


