
Summary of Product Characteristics

1 NAME OF THE VETERINARY MEDICINAL PRODUCT

Nelio 2.5mgTablet for Cats

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Active substance:
Benazeprilhydrochloride................................2.5mg
Excipients:
For thefull list of excipients,seesection6.1.

3 PHARMACEUTICAL FORM

Tablet
Oblongscoredbeigetablet,divisible into halves.

4 CLINICAL PARTICULARS

4.1 Target Species

Cats.

4.2 Indications for use, specifying the target species

Cats:
Reductionof proteinuria associatedwith chronickidney disease.

4.3 Contraindications

Do not usein caseof hypersensitivity to theactivesubstanceor to any of theexcipients.
Do not usein casesof hypotension,hypovolaemia, hyponatraemiaor acute renal failure.
Do not usein casesof cardiacoutputfailuredueto aortic or pulmonarystenosis.
Do not useduringpregnancyor lactation(section4.7).

4.4 Special warnings for each target species

None.
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4.5 Special precautions for use

i) Special precautions for use in animals
Efficacyandsafety of benazepril havenot beenestablished in cats of weight lessthan2.5kg

No evidenceof renaltoxicity to theveterinarymedicinalproducthasbeenobservedin catsduringclinical trials,
however,asis routinein casesof chronic kidneydisease, it is recommendedto monitorplasmacreatinine,ureaand
erythrocytecountsduringtherapy.
Theefficacyandsafetyof theproducthasnotbeenestablishedin catsbelow 2.5kg bodyweight.

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

In caseof accidental oral ingestion, seekmedical advice immediately andshowthis label to thephysician.
Pregnantwomenshouldtakespecialcareto avoid accidental oralexposure,becauseangiotensinconvertingenzyme
(ACE) inhibitorshavebeenfoundto affect theunbornchild duringpregnancy in humans.

4.6 Adverse reactions (frequency and seriousness)

In catswith chronic kidneydisease,theproductmay increaseplasmacreatinineconcentrationsat thestart of therapy.A
moderateincreasein plasmacreatinineconcentrationsfollowing administrationof ACE inhibitorsis compatible with
thereductionin glomerularhypertension inducedby theseagents,and therefore is notnecessarily a reasonto stop
therapyin theabsenceof othersigns.
Theproductmayincreasefoodconsumption andbodyweightin cats.Emesis,anorexia,dehydration,lethargyand
diarrhoeahavebeenreportedin rareoccasionsin cats.

4.7 Use during pregnancy, lactation or lay

Do not useduringpregnancyor lactation. Thesafety of theproducthasnot beenestablishedin breeding,pregnantor
lactating cats.Benazeprilreducedovary/ oviduct weightsin catswhenadministereddaily at 10 mg / kg for 52weeks.
Embryotoxic effects(foetalurinarytractmalformation)wereseenin trialswith laboratoryanimals(rats)at maternally
nontoxicdoses.

4.8 Interaction with other medicinal products and other forms of interaction

In humans,thecombination of ACE inhibitorsandNon-SteroidalAnti-InflammatoryDrugs(NSAIDs) canleadto
reducedanti-hypertensiveefficacyor impaired renal function.Thecombination of theproductandotheranti-
hypertensiveagents(e.g.calciumchannelblockers,β-blockersor diuretics), anaestheticsor sedativesmay lead to
additive hypotensiveeffects. Therefore,concurrentuseof NSAIDsor othermedicationswith ahypotensiveeffect
should beconsideredwith care.Renalfunctionandsignsof hypotension(lethargy, weaknessetc)shouldbemonitored
closelyandtreated asnecessary.Interactionswith potassiumpreserving diuretics like spironolactone,triamtereneor
amiloridecannotberuledout. It is recommendedto monitorplasma potassiumlevelswhenusingtheproductin
combinationwith a potassium sparingdiuretic becauseof therisk of hyperkalaemia.
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4.9 Amounts to be administered and administration route

Theproductshouldbegivenorally oncedaily, with or withoutfood.Thedurationof treatmentis unlimited.
Theproducttablets areflavouredandaretakenvoluntarily by mostcats.

Cats:
Theproductshouldbeadministeredorally at aminimumdoseof 0.5mg (range0.5- 1.0)benazeprilhydrochloride/kg
bodyweight oncedaily accordingto thefollowing table:

In caseof useof half tablets: Puttheremaining half of thetablet back into theblisterpocketanduse for thenext
administration.

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

Theproductreducederythrocytecountsin normal cats whendosedat 10mg/kg bodyweightoncedaily for 12months
but this effectwasnot observedat therecommendeddoseduringclinical trials in cats.
Transientreversiblehypotensionmayoccurin casesof accidental overdose.Therapy shouldconsist of intravenous
infusionwith warmisotonic saline.

4.11 Withdrawal Period(s)

Not applicable.

5 PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

Pharmacotherapeuticgroup:Cardiovascularsystem, ACE Inhibitor, Benazepril.
ATCvetcode:QC09AA07

5.1 Pharmacodynamic properties

Benazeprilhydrochlorideis a prodrughydrolysedin vivo to its active metabolite,benazeprilat.
Benazeprilatis ahighly potentandselectiveinhibitor of ACE, thuspreventing theconversionof inactiveangiotensinI
to activeangiotensinII andtherebyalso reducingsynthesisof aldosterone.Therefore,it blockseffectsmediatedby
angiotensinII andaldosterone,includingvasoconstriction of both arteriesandveins,retentionof sodiumandwaterby
thekidneyandremodelling effects(includingpathological cardiac hypertrophyanddegenerative renalchanges).
Theproductcauseslong-lastinginhibition of plasma ACE activi ty in cats,with more than95% inhibition at peak
effect andsignificantactivity (>90% in cats)persisting 24hoursafterdosing.
In catswith experimentalrenalinsufficiency,theproduct normalized theelevatedglomerular capillary pressureand
reducedthe systemic bloodpressure.
Reductionin glomerularhypertensionmayretard theprogressionof kidneydiseaseby inhibition of furtherdamageto
thekidneys.Placebocontrolledclinical field studiesin cats with chronickidneydisease(CKD) havedemonstratedthat
theproductsignificantlyreducedlevelsof urineproteinandurineprotein to creatinineratio (UPC); this effect is
probablymediatedvia reducedglomerularhypertensionandbeneficial effects on theglomerularbasementmembrane.
No effectof theproductonsurvival in catswith CKD hasbeen shown,but theproductincreasedtheappetiteof the
cats,particularly in moreadvancedcases.

Catweight (kg) Number of tablets

2.5- 5 1

> 5 - 10 2

Health Products Regulatory Authority

______________________________________________________________________________________________________________________

Date Printed 28/04/2017 CRN 7026314 page number: 3



5.2 Pharmacokinetic properties

Afteroraladministrationof benazeprilhydrochloride,peak levels of benazepril are attainedrapidly (Tmax2 hours in
cats) anddeclinequickly astheactivesubstanceis partially metabolisedby liver enzymesto benazeprilat.Thesystemic
bioavailability is incompletedueto incomplete absorption (<30% in cats)andfirst passmetabolism.
In cats,peakbenazeprilatconcentrations(Cmaxof 110.0ng/ml after adoseof 0.65mg/kgbenazeprilhydrochloride)
areachievedwith aTmaxof 1 hourandhalf.
Benazeprilatconcentrationsdeclinebiphasically: theinitial fast phase(t1/2 = 2.4hoursin cats)representselimination
of freedrug,while theterminalphase(1/2 = 29hoursin cats) reflects thereleaseof benazeprilat thatwasboundto
ACE,mainly in thetissues.
Benazeprilandbenazeprilatareextensively boundto plasmaproteins(85 - 90%), andin tissuesarefoundmainly in
theliver andkidney.
Repeatedadministrationof theproductleadsto slight bioaccumulation of benazeprilat (R = 1.36in cats with 0.5
mg/kg), steadystatebeingachievedwithin a few days.
Benazeprilatis excreted85% via thebiliary and15% via theurinaryroute in cats.Theclearanceof benazeprilatis not
affectedin cats with impairedrenalfunctionand thereforenoadjustment of theproductdoseis required in casesof
renal insufficiency.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Pig liver flavour
Yeast
Lactosemonohydrate
Croscarmellosesodium
Anhydrouscolloidal silica
Hydrogenatedcastor oil
Microcrystalline cellulose

6.2 Incompatibilities

Not known.

6.3 Shelf-life

Shelf -life of theveterinarymedicinalproductas packagedfor sale: 2 years.
Shelf -life of divisionsof thetablets: 24hours.

6.4 Special precautions for storage

Do not storeabove25 ˚C.
Storein original package.
Any part-usedtabletshouldbereturnedto theopenedblisterandusedwithin 24hours.

6.5 Nature and composition of immediate packaging

Aluminium/Aluminiumheat-sealedblisterpack10 tablets perstrip.
Box with 1 strip of 10 tablets
Box with 2 stripsof 10 tablets
Box with 5 stripsof 10 tablets
Box with 10 stripsof 10 tablets
Box with 14 stripsof 10 tablets
Box with 18 stripsof 10 tablets
Not all packsizesmaybemarketed.
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6.6 Special precautions for the disposal of unused veterinary medicinal products or waste materials

Any unusedveterinary medicinalproductor wastematerials derived from suchveterinary medicinal productsshouldbe
disposedof in accordancewith local requirements.

7 MARKETING AUTHORISATION HOLDER

CevaSantéAnimale,
10, avenuedeLa Ballastière,
33500Libourne,
France.

8 MARKETING AUTHORISATION NUMBER(S)

VPA 10815/031/002

9 DATE OF THE FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:11th November2016

10 DATE OF REVISION OF THE TEXT
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