
Naurif®
Granisetron Hydrochloride

COMPOS ITION:
Naurif® Injection:Each1mlNaurif® injectioncontainsGranisetron1mgasGranisetron
HydrochlorideINN.
Naurif® Tablet:EachNaurif® tabletcontainsGranisetron1mgasGranisetron
HydrochlorideINN.

PHARMACOLOGY:
Granisetronisaselective5-hydroxytryptamine3(5-HT3)receptorantagonistwithno
affinityforotherserotoninreceptors,including5-HT1;5HT1A;5-HT1B/C;5-HT2;5-
HT4;fora1,a2,orbadrenoceptors;dopamine(D2);histamine(H1);benzodiazepine;
picrotoxin;oropioidreceptors.

INDICATION AND US E:
Naurif ®Injection is indicated for:
Thepreventionofnauseaandvomitingassociatedwithinitialandrepeatcoursesof
emetogeniccancerchemotherapy,therapyincludinghighdosecisplatin.Theprevention
andtreatmentofpostoperativenauseaandvomiting.
Naurif® Tablet is indicated for :
Nauseaandvomitingassociatedwithinitialandrepeatcoursesofemetogeniccancer
therapy,includinghighdoseofcisplatin.Nauseaandvomitingassociatedwithradiation,
includingtotalbodyirradiationandfractionatedabdominalradiation.

DOS AGE AND ADMINIS TRATION:
Naurif ® Injection :
ChemotherapyInducedNauseaandVomiting:
Adults: TherecommendeddosageforNaurif® Injectionis10mcg/kgadministered
intravenouslywithin30minutesbeforeinitiationofchemotherapy,andonlyonthe
day(s)chemotherapyisgiven.Naurif® Injectionmaybeadministeredintravenously
eitherundilutedover30seconds,ordilutedwith0.9%SodiumChlorideor5%Dextrose
andinfusedover5minutes.Asageneralprecaution,Naurif® Injectionshouldnotbe
mixedinsolutionwithotherdrugs.
Paediatric Patients:
Therecommendeddoseinpaediatricpatients2to16yearsofageis10mcg/kg.
Paediatricpatientsunder2yearsofagehavenotbeenstudied.
Geriatric Patients, Renal Failure Patients or Hepatically Impaired Patients:
Nodosageadjustmentisrequired.
TreatmentofPostoperativeNauseaandVomiting:
Adults: Therecommendeddosageforpreventionofpostoperativenauseaandvomitingis,
asingledoseof1mgofNaurif®shouldbedilutedto5mlandadministeredasaslow
intravenousinjection(over30seconds).Administrationshouldbecompletedpriorto



inductionofanesthesia.Therecommendeddosageforthetreatmentofnauseaand
vomitingaftersurgeryis1mgofNaurif®undiluted,administeredintravenouslyover
30seconds.
Paediatric Patients:SafetyandeffectivenessofNaurif® Injectionhavenotbeen
establishedinpaediatricpatientsforthepreventionortreatmentofpostoperativenausea
orvomiting.
Geriatric patients, Renal Failure Patients or Hepatically Impaired Patients:
Nodosageadjustmentisrequired.

Naurif ® Tablet :
Emetogenicchemotherapy:Therecommendedadultdosageoforalgranisetronis2mg
oncedailyor1mgtwicedaily.Inthe2mgonce-dailyregimen,two1mgtabletsare
givenuptoonehourbeforechemotherapy.Inthe1mgtwice-dailyregimen,thefirst1
mgtabletisgivenuptoonehourbeforechemotherapy,andthesecondtablet,12hours
afterthefirst.Eitherregimenisadministeredonlyonthedays(s)chemotherapyisgiven.
UseintheElderly,RenalFailurePatientsorHepaticallyImpairedPatients:Nodosage
adjustmentisrequired.Radiation(eithertotalbodyirradiationorfractionatedabdominal
radiation):Therecommendedadultdosageoforalgranisetronis2mgoncedaily.Two1
mgtabletsaretakenwithinonehourofirradiation.Paediatric use: Thereisno
experiencewithoralgranisetroninthepreventionofradiationinducednauseaand
vomitinginpaediatricpatients.

CONTRAINDICATION:
Granisetroniscontraindicatedinpatientswithknownhypersensitivitytogranisetron.

SIDE-EFFECTS :
Headache,constipation,asthenia,diarrhea,abdominalpain,dyspepsia,nauseaand
vomiting,dizziness,insomnia,anxiety.

DRUG INTERACTIONS :
GranisetrondoesnotinduceorinhibitthecytochromeP-450drug-metabolizingenzyme
system.AsgranisetronismetabolizedbyhepaticcytochromeP-450drugmetabolizing
enzymes,inducersorinhibitorsoftheseenzymesmaychangetheclearanceandthehalf-
lifeofgranisetron.

US E IN PREGNANCY:
PregnancycategoryB.Noevidenceofimpairedfertilityorharmtotheanimalfetushave
beenfound.However,thisdrugmaybeusedinpregnancyonlyifclearlyneeded.

US E IN NURSING MOTHER:
Itisnotknownwhethergranisetronisexcretedinhumanmilk.Socautionshouldbe
exercisedwhengranisetronisadministeredtoanursingmother.

PAEDIATRIC US E:
Safetyandeffectivenessofgranisetroninpaediatricpatientsunder2yearshavenotbeen
established.



GERIATRIC US E:
Efficacyandsafetyweremaintainedwithincreasingage.

STORAGE CONDITION:
Naurif ® Injection:Storeatacool&dryplace,protectedfromlight.
Naurif ® Tablet:Storeatacool&dryplace,protectedfromlight&moisture.

HOW SUPPLIED:
Naurif ® Injection: Eachboxcontains1x5ÕsNaurif®injectioninblisterpack.
Naurif ® Tablet:Eachboxcontains2x10'sNaurif®tabletsinAlu-Alublisterpack.


