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Summary of Product Characteristics

1NAME OF THE VETERINARY MEDICINAL PRODUCT
Nelio 2.5mg Tablet for Cats

2 QUALITATIVE AND QUANTITATIVE COMPOSITION
Active substance:

Benazeprihydrochloride...............c.cceeeee. 2.5mg

Excipients:

For thefull list of excipients,seesection6.1.

3PHARMACEUTICAL FORM

Tablet
Oblongscoredbeigetablet, divisible into halves.

4 CLINICAL PARTICULARS

4.1 Target Species

Cats.

4.2 Indicationsfor use, specifying the target species

Cats:
Reductionof proteinura as®ciatedwith chronickidney disease.

4.3 Contraindications

Do not usein caseof hypersensitiity to the activesubstaceor to any of theexcipients.
Do not usein casef hypotensionhypovolemia hyponatramiaor acue rend failure.
Do not usein caseof cardiacoutputfailure dueto aortic or pulmonarystenoss.

Do not useduring pregnancyor lactation(section 4.7).

4.4 Special warningsfor each target species

None.
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4.5 Special precautionsfor use

i) Special precautionsfor usein animals
Efficacy andsafey of benazeptihavenot beenestabished in cas of weight lessthan2.5kg

No evidenceof renaltoxicity to the veterinarymedicinal producthasbeenobservedn catsduring clinical trials,
however,asis routinein casef chronc kidneydiseae it is recmmaeandedto monitor plasmacreatinineureaand
erythrogyte countsduringtherapy.

Theefficacyandsafetyof the producthasnot beenestdlishedin catsbelow 2.5kg bodyweight.

i) Special precautionsto betaken by the person administering the veterinary medicinal product to animals
Washhandsafteruse.

In caseof accidendl oralingegion, seekmedical advice immediaely andshowthis labd to the physician.
Pregnantvomenshouldtakespecialcareto avoid acadental oral exposurebecausangiotensirconvertingenzyme
(ACE) inhibitorshavebeenfoundto affed theunbornchild during pregnacy in humans.

4.6 Adver sereactions (frequency and seriousness)

In catswith chront kidneydiseasethe productmay increaseplasmacredinine concentrabnsatthe start of therapy A
moderateincreasean plagnacreathine concentationsfollowing administration of ACE inhibitorsis compatibé with
thereductionin glomerubr hypertensininducedby theseagens, and therdore is not necessaly areasonto stop
therapyin theabsencef othersigns.

Theproductmayincreasdood consimption andbodyweightin cats. Emesis,anoexia,dehydration)ethargyand
diarrhoea havebeenreportedn rare occasionsn cds.

4.7 Use during pregnancy, lactation or lay

Do not useduring pregnancyor lactation The sdety of the producthas not beenestablishedn breeding pregnanbr
lactaing cats. Benazeprireducedovary/ ovidud weightsin catswhenadmnistereddaly at10 mg/ kg for 52 weeks.
Embryotoxt effects(foetal urinarytractmafformation) wereseenin trials with laboratoryanimals(rats)at maternaly
nontoxicdoses.

4.8 Interaction with other medicinal productsand other forms of interaction

In humansthe conbinaion of ACE inhibitorsandNon-Steoidal Anti-InflammatoryDrugs(NSAIDs) canleadto
reducedanti-hypertensiveefficacy or impared rend function. The combindion of the productandotheranti
hypertensiveagentqe.g.calkcium channeblockers B-blockersor diuretics), anaestheticer sedaitves may lead to
additive hypotensivesffects Therefore concurrenuseof NSAIDs or othermedicationswith a hypotensivesffect
should be consderedwith care.Renalfunction andsignsof hypotensior(lethagy, weaknes®tc) shouldbe monitored
closelyandtreatel asnecesary.Interactionswith potassiumpreseaving diuretics like spironolactonetriamteeneor
amiloride cannotberuledout. It is reconmendedo monitor plasma potassiumlevelswhenusingthe productin
combinationwith a potassum sparingdiureic becaiseof therisk of hyperkdaemia.
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4.9 Amountsto be administered and administration route

Theproductshouldbe givenoraly oncedaily, with or withoutfood. The duration of treatmenis unlimited.
Theproducttables areflavouredandaretakenvoluntaily by mostcats.

Cats:
Theproductshouldbe administeredrally at aminimumdoseof 0.5mg (range0.5- 1.0) benazeprihydrochloride/kg
body weight oncedaily accordingto the following table:

Catweight (kg) Numbe of tablets
25-5 1
>5-10 2

In caseof useof half tablets Putthe remaning half of thetablet back into theblister pocketanduse for the next
administration.

4.10 Overdose (symptoms, emer gency procedur es, antidotes), if necessary

Theproductreducederythrocytecountsin normd cats whendosedat 10 mgkg bodyweightoncedally for 12 months
but this effectwasnot observedat therecomnendeddoseduringclinical trialsin cats.
Transientreversiblehypotensbin mayoccurin case®f acdadentd overdoseThergy shouldconsst of intravenous
infusionwith warmisotonic saline.

4.11 Withdrawal Period(s)
Not applicable
5PHARMACOLOGICAL or IMMUNOLOGICAL PROPERTIES

Pharmacotherapeutigroup:Cardiovasalar systen, ACE Inhibitor, Benazpril.
ATCvetcode: QCOAA07

5.1 Phar macodynamic properties

Benazeprihydrochlorideis a prodrughydrolysedin vivo to its active metabolite, benaeprilat.

Benazeprilats a highly potentandselectiveinhibitor of ACE, thuspreventing the conversiorof inactiveangiotensin
to activeangiotensirll andtherebyalso reduchg synthesis of aldosterone.Therebre,it blockseffectsmediatedby
angiotensinll andaldosteroneincludingvasoconstrition of both arteriesandveins,retentionof sodiumandwaterby
thekidneyandremodding effects(including pathological cardiac hypertophyanddegenerate renalchanges).
Theproductcausedong-lastinginhibition of plasma ACE acivity in cats, with more than95 % inhibition at peak
effect andsignificantactivity (>90% in cats)persstng 24 hoursafterdosing.

In catswith expermentalrenalinsufficiency,the produd normalzed the elevatedglomeular capillary pressureand
reducedthe systenic bloodpressure.

Reductionin glomerubr hypertensiormayretard the progressiorof kidneydiseasdy inhibition of furtherdamageo
thekidneys. Placebacontrolledclinical field studiesin cas with chronickidneydiseas€CKD) havedemonstatedthat
the productsignificantlyreducedevelsof urine protein and urine proten to creatinineratio (UPC); this effed is
probablymediatedvia reducedylomewular hypertensiorand benefigal effeds onthe glomewular basementmembrane.
No effectof the producton survival in catswith CKD hasbeen shown,butthe productincreagdthe appetiteof the
cats, particulrly in moreadvancedases
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5.2 Phar macokinetic properties

After oraladministratiorof benazeprihydrochlorde, pe& levek of benazeril are attainedrapidly (Tmax2 hoursin
cats) anddeclinequickly astheactivesubstanceis partally metaboliedby liver enzymego benaeprilat. The systemic
bioavailablity isincompletedueto incomplde absorpton (<30% in cats)andfirst passmetabolism.

In cats,peakbenazeprilatoncentrabns (Cmaxof 110.0ng/ml after adoseof 0.65mg/kgbenazeprihydrochlorde)
are achievedvith aTmaxof 1 hourandhdf.

Benazeprilatoncentrabnsdeclinebiphasicaly: theinitial fast phasgtl/2 = 2.4 hoursin cats)representglimination
of freedrug,while theterminalphasg1/2 = 29 hoursin cas) reflects thereleaseof benazeptat thatwasboundto
ACE, mainly in thetissues.

Benazepriindbenazeprilaareextensiely boundto plasma protens (85 - 90 %), andin tissuesarefoundmainly in
theliver andkidney.

Repeatechdmnistration of the productleadso slight bioaccunulation of benaepilat (R = 1.36in caswith 0.5
mg/kg), steadystae beingachievedwithin afew days.

Benazeprilats excreted5 % via the biliary and15 % via the urinaryroute in cats.The cleaan of benazeprilats not
affectedin cat with impairedrenalfunctionand thereforeno adjustmaent of the productdoseis required in caseof
renal insufficiency.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Pig liver flavour

Yeast
Lactosemonohydrate
Croscarmdbsesodium
Anhydrouscolloidal silica
Hydrogenatedaasor oil
Microcrystaline cellulose

6.2 Incompatibilities
Not known

6.3 Shelf-life

Shdf-life of theveterinarymedicinalproductas padkagedfor sale 2 yeas.
Shdf-life of divisionsof thetables: 24 hours.

6.4 Special precautionsfor storage

Do not stare above25°C.
Storein original package.
Any partusedtabletshouldbereturnedo the openedlisterandusedwithin 24 hours.

6.5 Nature and composition of immediate packaging

Aluminium/Aluminiumheatsealedvlister pack10 tablets perstrip.
Box with 1 strip of 10tablets

Box with 2 stripsof 10tablets

Box with 5 stripsof 10tablets

Box with 10 stripsof 10tablets

Box with 14 stripsof 10tablets

Box with 18 stripsof 10tablets

Not all packsizesmaybemarketec
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6.6 Special precautionsfor the disposal of unused veterinary medicinal productsor waste materials

Any unusedveterinaly medicinalproductor wast materids derived from suchveterinay medicind productsshouldbe
disposedof in accordancewith local requrements.

7MARKETING AUTHORISATION HOLDER
CevaSantéAnimale,
10, avenuede La Ballastere,

33500Libourne,
France.

8 MARKETING AUTHORISATION NUMBER(S)

VPA 10815031/002
9 DATE OF THE FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Dateof first auhorisation:11" November2016

10 DATE OF REVISION OF THE TEXT
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