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SUMMARYOFPRODUCTCHARACTERISTICS

1.NAMEOFTHEMEDICINALPRODUCT

Harivite0.6mg/ml

2.QUALITATIVEANDQUANTITATIVECOMPOSITION

Eachtabletcontains VitA…………..4000I.µ Vit.B2……………..0.4mg

VitB………….1mg Vit.B6……………..0.5mg

Excipients:AlsoContains Sugar Vit.C……………...2.5mg

Vit.D3……………400I.µ

Forafulllistofexcipients,seesection6.1 Nicotinamide…….5mg

3.PHARMACEUTICAL/FOM

Syrup

Yellowcolouredliquid

4.CLINICALPARTICULARS

4.1TherapeuticIndications

HariviteMultivitaminDropsisadietarysupplement,indicatedforthepreventionand

treatmentoflossofappetiteandanyconditionthatmayleadtothedepletionof

vitaminsofthebody.Hariviteisindicatedforlossofappetiteandpooreatinghabits.

Anorexia after a brief illness. Patient experiencing loss of appetite during

convalescencefollowingsurgeryorafteranymajorillness.

4.2PosologyandMethodofAdministration

Posology

StandardDosage

From Oto5months,0.3ml(Approx.fivedropsdaily),from 6monthsto2years0.6ml

(Approx.10dropsdaily)orasdirectedbytheDoctor.Useamedicationmeasuring

devicetocarefullymeasuretheprescribeddose.Donotuseahouseholdspoon.

DuringofTreatment

Thedurationoftreatmentshouldbe30days.

MethodofAdministration

HariviteSyrupisfororaladministrationwithorwithoutfood.

4.3.Contraindications

Contraindicationinpatientsknowntobehypersensitivitytoanyofitscomponentsand
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in patients with hypervitaminosis. Hypersensitivity: Undiagnosed anemias,

hemochromatosis,Wilson’sdisease,pre-existinghypervitaminosis.

4.4Specialwarningsandprecautionsforuse

Cautions;

Adultpreparationsmaycontainironatamountsnotsuitableforchildren:Severeiron

toxicitymayoccur.

UsecautioninsevershepticorrenalimpairmentsRDAvaluesarenotrequiredamounts

butrecommendeddailyallowancesofcertainnutrients.Someproductsmaycontain

phenylalanine,whichiscontraindicatedinphenylketonuria.

 Avoidtakingsimilarvitaminsupplementstogethertoavoidvitaminoverdose

whichmayresultinseriouslifethreateningsideeffect.

 Use ofsaltsubstitute in the dietshould stopped ofthe multivitamin

supplementscontainhighamountofpotassium.

4.5Interactionwithothermedicinalproductsandotherformsofinteraction

PharmacokineticInteraction

Hariviteentersthebloodstream,whereitdistributestotheperipheralcompartment,

equilibratingrapidlywithplasma,redbloodcells,liverandkidneyandmoreslowlywith

adiposetissue,muscleandskin.Thelatterslowlyredistributionisresponsibleforthe

longterminalhalf-lifeofdrugsandvitamins.

Themostcommonlyreportedundesirableeffectsareconstipation,darkstools,Nausea,

vomiting,Abdominalpain.

Somepeoplemayhaveafeelingoflightheadedness,sleepy,blurredeyesightora

changeinthinkingclearly.Avoidtasksoractionsthatcallforbeingalertorhaveclear

eyesightuntilyouseehowthisdrugswork.Stomachpain,drymouthmaybereported

unexpectedexcitementmayrarelyhappen.

5.PHARMACEUTICALPARTICULARS

5.1.ListofExcipients

MethylParaben

5.2Incompatibilities

Notapplicable

5.3.Shelflife
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2years

5.4SpecialPrecautionsforstorage

Storeinacoolplacebelow300Candawayfrom children.

5.5Natureandcontentsofcontainer

15mlglassbottleinamonocartonalongwithdropperassembly&packinsert.

5.6Specialprecautionsfordisposal

Nospecialrequirements

6.ManufacturingPremises

A.C.DRUGSLIMITED

PlotC5/C6OldAirportRoad

Emene,Enugu

EnuguState,Nigeria.

7.Manufacturingpremisesauthorizationnumber

Enu2023db0d0a

8.DateofFirstAuthorization/RenewaloftheAuthorization

Dateoffirstauthorization

Dateoflastrenewal

9.Dateofrevisionoftext


