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PACKAGELEAFLET:INFORMATIONFORTHEUSER

Zoledronicacid4mg/5mlconcentrateforsolutionforinfusion
Zoledronicacid

Readallofthisleafletcarefullybeforeyouaregiventhismedicinebecauseit
containsimportantinformationforyou.
- Keepthisleaflet.Youmayneedtoreaditagain.
- Ifyouhaveanyfurtherquestions,askyourdoctor,pharmacistornurse.
- Ifyougetanysideeffects,talktoyourdoctor,pharmacistornurse.Thisincludesany

possiblesideeffectsnotlistedinthisleaflet.Seesection4.

Whatisinthisleaflet
1. WhatZoledronicacidisandwhatitisusedfor
2. WhatyouneedtoknowbeforeyouaregivenZoledronicacid
3. HowtouseZoledronicacid
4. Possiblesideeffects

5. HowtostoreZoledronicacid
6. Contentsofthepackandotherinformation

1. WhatZoledronicacidisandwhatitisusedfor

TheactivesubstanceinZoledronicacidiszoledronicacid,whichbelongstoagroupof
substancescalledbisphosphonates.Zoledronicacidworksbyattachingitselftothebone
andslowingdowntherateofbonechange.Itisused:
● Topreventbonecomplications,e.g.fractures,inadultpatientswithbonemetastases

(spreadofcancerfrom primarysitetothebone).
● Toreducetheamountofcalcium inthebloodinadultpatientswhereitistoohighdue

tothepresenceofatumour.Tumourscanacceleratenormalbonechangeinsucha
waythatthereleaseofcalcium from boneisincreased.Thisconditionisknownas
tumour-inducedhypercalcaemia(TIH).

2.WhatyouneedtoknowbeforeyouaregivenZoledronicacid

Followcarefullyallinstructionsgiventoyoubyyourdoctor.

YourdoctorwillcarryoutbloodtestsbeforeyoustarttreatmentwithZoledronicacidandwill
checkyourresponsetotreatmentatregularintervals.

YoushouldnotbegivenZoledronicacid:
- ifyouarebreast-feeding.
- ifyouareallergictozoledronicacid,anotherbisphosphonate(thegroupofsubstances

towhichZoledronicacidbelongs),oranyoftheotheringredientsofthismedicine
(listedinsection6).

Warningsandprecautions
TalktoyourdoctorbeforeyouaregivenZoledronicacid:
- ifyouhaveorhavehadakidneyproblem.

- ifyouhaveorhavehadpain,swellingornumbnessofthejaw,afeelingofheavinessin

thejaworlooseningofatooth.Yourdoctormayrecommendadentalexamination

beforeyoustarttreatmentwithZoledronicacid.

- ifyouarehavingdentaltreatmentorareduetoundergodentalsurgery,tellyourdentist

thatyouarebeingtreatedwithZoledronicacidandinform yourdoctoraboutyour
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dentaltreatment.

WhilebeingtreatedwithZoledronicacid,youshouldmaintaingoodoralhygiene(including
regularteethbrushing)andreceiveroutinedentalcheck-ups.

Contactyourdoctoranddentistimmediatelyifyouexperienceanyproblemswithyourmouth
orteethsuchaslooseteeth,painorswelling,ornon-healingofsoresordischarge,asthese
couldbesignsofaconditioncalledosteonecrosisofthejaw.

Patientswhoareundergoingchemotherapyand/orradiotherapy,whoaretakingsteroids,
whoareundergoingdentalsurgery,whodonotreceiveroutinedentalcare,whohavegum
disease,whoaresmokers,orwhowerepreviouslytreatedwithabisphosphonate(usedto
treatorpreventbonedisorders)mayhaveahigherriskofdevelopingosteonecrosisofthe
jaw.

Reducedlevelsofcalcium intheblood(hypocalcaemia),sometimesleadingtomuscle
cramps,dryskin,burningsensation,havebeenreportedinpatientstreatedwithZoledronic
acid.Irregularheartbeat(cardiacarrhythmia),seizures,spasm andtwitching(tetany)have
beenreportedassecondarytoseverehypocalcaemia.Insomeinstancesthehypocalcaemia
maybelife-threatening.Ifanyoftheseapplytoyou,tellyourdoctorstraightaway.Ifyou
havepre-existinghypocalcaemia,itmustbecorrectedbeforeinitiatingthefirstdoseof
Zoledronicacid.Youwillbegivenadequatecalcium andvitaminDsupplements.

Patientsaged65yearsandover
Zoledronicacidcanbegiventopeopleaged65yearsandover.Thereisnoevidenceto
suggestthatanyextraprecautionsareneeded.

Childrenandadolescents
Zoledronicacidisnotrecommendedforuseinadolescentsandchildrenbelowtheageof18
years.

OthermedicinesandZoledronicacid
Tellyourdoctorifyouaretaking,haverecentlytakenormighttakeanyothermedicines.Itis
especiallyimportantthatyoutellyourdoctorifyouarealsotaking:

- Aminoglycosides(medicinesusedtotreatsevereinfections),calcitonin(atypeof

medicineusedtotreatpost-menopausalosteoporosisandhypercalcaemia),loop

diuretics(atypeofmedicinetotreathighbloodpressureoroedema)orothercalcium

-loweringmedicines,sincethecombinationofthesewithbisphosphonatesmay

causethecalcium levelinthebloodtobecometoolow.

- Thalidomide(amedicineusedtotreatacertaintypeofbloodcancerinvolvingthe

bone)oranyothermedicineswhichmayharm yourkidneys.

- Othermedicinesthatalsocontainzoledronicacidandareusedtotreatosteoporosis
andothernon-cancerdiseasesofthebone,oranyotherbisphosphonate,sincethe
combinedeffectsofthesemedicinestakentogetherwithZoledronicacidare
unknown.

- Anti-angiogenicmedicines(usedtotreatcancer),sincethecombinationofthesewith
Zoledronicacidhasbeenassociatedwithanincreasedriskofosteonecrosisofthe
jaw(ONJ).

Pregnancyandbreast-feeding

YoushouldnotbegivenZoledronicacidifyouarepregnant.Tellyourdoctorifyouareor
thinkthatyoumaybepregnant.
YoumustnotbegivenZoledronicacidifyouarebreast-feeding.
Askyourdoctorforadvicebeforetakinganymedicinewhileyouarepregnantorbreast-
feeding.
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Drivingandusingmachines
TherehavebeenveryrarecasesofdrowsinessandsleepinesswiththeuseofZoledronic
acid.Youshouldthereforebecarefulwhendriving,usingmachineryorperformingother
tasksthatneedfullattention.

Zoledronicacidcontainssodium

Thismedicinecontainslessthan1mmolsodium (23mg)pervial,thatistosayessentially

“sodium-free”.IfyourdoctorusesasolutionofcommonsalttodiluteZoledronicacid,the

doseofsodium receivedwouldbelarger.

3.HowtouseZoledronicacid

- Zoledronicacidmustonlybegivenbyhealthcareprofessionalstrainedinadministering
bisphosphonatesintravenously,i.e.throughavein.

- Yourdoctorwillrecommendthatyoudrinkenoughwaterbeforeeachtreatmenttohelp
preventdehydration.

- Carefullyfollowalltheotherinstructionsgiventoyoubyyourdoctor,pharmacistor
nurse.

HowmuchZoledronicacidisgiven
- Theusualsingledosegivenis4mg.
- Ifyouhaveakidneyproblem,yourdoctorwillgiveyoualowerdosedependingonthe

severityofyourkidneyproblem.

HowoftenZoledronicacidisgiven
- Ifyouarebeingtreatedforthepreventionofbonecomplicationsduetobone

metastases,youwillbegivenoneinfusionofZoledronicacideverythreetofourweeks.
- Ifyouarebeingtreatedtoreducetheamountofcalcium inyourblood,youwill

normallyonlybegivenoneinfusionofZoledronicacid.

HowZoledronicacidisgiven
- Zoledronicacidisgivenasadrip(infusion)intoaveinwhichshouldtakeatleast15

minutesandshouldbeadministeredasasingleintravenoussolutioninaseparate
infusionline.

Patientswhosebloodcalcium levelsarenottoohighwillalsobeprescribedcalcium and
vitaminDsupplementstobetakeneachday.

IfyouaregivenmoreZoledronicacidthanyoushouldbe
Ifyouhavereceiveddoseshigherthanthoserecommended,youmustbecarefullymonitored
byyourdoctor.Thisisbecauseyoumaydevelopserum electrolyteabnormalities(e.g.
abnormallevelsofcalcium,phosphorusandmagnesium)and/orchangesinkidneyfunction,
includingseverekidneyimpairment.Ifyourlevelofcalcium fallstoolow,youmayhavetobe
givensupplementalcalcium byinfusion.

4.Possiblesideeffects

Likeallmedicines,thismedicinecancausesideeffects,althoughnoteverybodygetsthem.
Themostcommononesareusuallymildandwillprobablydisappearafterashorttime.

Tellyourdoctoraboutanyofthefollowingserioussideeffectsstraightaway:
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Common(mayaffectupto1in10people):
- Severekidneyimpairment(willnormallybedeterminedbyyourdoctorwithcertain

specificbloodtests).
- Lowlevelofcalcium intheblood.

Uncommon(mayaffectupto1in100people):
- Paininthemouth,teethand/orjaw,swellingornon-healingsoresinsidethemouthor

jaw,discharge,numbnessorafeelingofheavinessinthejaw,orlooseningofatooth.
Thesecouldbesignsofbonedamageinthejaw(osteonecrosis).Tellyourdoctorand
dentistimmediatelyifyouexperiencesuchsymptomswhilebeingtreatedwith
Zoledronicacidorafterstoppingtreatment.

- Irregularheartrhythm (atrialfibrillation)hasbeenseeninpatientsreceivingzoledronic
acidforpostmenopausalosteoporosis.Itiscurrentlyunclearwhetherzoledronicacid
causesthisirregularheartrhythm butyoushouldreportittoyourdoctorifyou
experiencesuchsymptomsafteryouhavereceivedzoledronicacid.

- Severeallergicreaction:shortnessofbreath,swellingmainlyofthefaceandthroat.

Rare(mayaffectupto1in1,000people):

- Asaconsequenceoflowcalcium values:irregularheartbeat(cardiacarrhythmia;
secondarytohypocalcaemia).

- AkidneyfunctiondisordercalledFanconisyndrome(willnormallybedeterminedby
yourdoctorwithcertainurinetests).

Veryrare(mayaffectupto1in10,000people):
- Asaconsequenceoflowcalcium values:seizures,numbnessandtetany(secondaryto

hypocalcaemia).
- Talktoyourdoctorifyouhaveearpain,dischargefrom theear,and/oranearinfection.

Thesecouldbesignsofbonedamageintheear.
- Osteonecrosishasalsoveryrarelybeenseenoccurringwithotherbonesthanthejaw,

especiallythehiporthigh.Tellyourdoctorimmediatelyifyouexperiencesymptoms
suchasnewonsetorworseningofaches,painorstiffnesswhilebeingtreatedwith
Zoledronicacidorafterstoppingtreatment.

Tellyourdoctoraboutanyofthefollowingsideeffectsassoonaspossible:

Verycommon(mayaffectmorethan1in10people):
- Lowlevelofphosphateintheblood.

Common(mayaffectupto1in10people):
- Headacheandaflu-likesyndromeconsistingoffever,fatigue,weakness,drowsiness,

chillsandbone,jointand/ormuscleache.Inmostcasesnospecifictreatmentis
requiredandthesymptomsdisappearafterashorttime(coupleofhoursordays).

- Gastrointestinalreactionssuchasnauseaandvomitingaswellaslossofappetite.
- Conjunctivitis.
- Lowlevelofredbloodcells(anaemia).

Uncommon(mayaffectupto1in100people):
- Hypersensitivityreactions.
- Lowbloodpressure.
- Chestpain.
- Skinreactions(rednessandswelling)attheinfusionsite,rash,itching.
- Highbloodpressure,shortnessofbreath,dizziness,anxiety,sleepdisturbances,taste

disturbances,trembling,tinglingornumbnessofthehandsorfeet,diarrhoea,
constipation,abdominalpain,drymouth.

- Lowcountsofwhitebloodcellsandbloodplatelets.
- Lowlevelofmagnesium andpotassium intheblood.Yourdoctorwillmonitorthisand
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takeanynecessarymeasures.
- Weightincrease.
- Increasedsweating.
- Sleepiness.
- Blurredvision,tearingoftheeye,eyesensitivitytolight.
- Suddencoldnesswithfainting,limpnessorcollapse.
- Difficultyinbreathingwithwheezingorcoughing.
- Urticaria.

Rare(mayaffectupto1in1,000people):
- Slowheartbeat.
- Confusion.
- Unusualfractureofthethighboneparticularlyinpatientsonlong-term treatmentfor

osteoporosismayoccurrarely.Contactyourdoctorifyouexperiencepain,weakness
ordiscomfortinyourthigh,hiporgroinasthismaybeanearlyindicationofapossible
fractureofthethighbone.

- Interstitiallungdisease(inflammationofthetissuearoundtheairsacksofthelungs).
- Flu-likesymptomsincludingarthritisandjointswelling.
- Painfulrednessand/orswellingoftheeye.

Veryrare(mayaffectupto1in10,000people):
- Faintingduetolowbloodpressure.
- Severebone,jointand/ormusclepain,occasionallyincapacitating.

Reportingofsideeffects
Ifyougetanysideeffects,talktoyourdoctor,pharmacistornurse.Thisincludesany
possiblesideeffectsnotlistedinthisleaflet.Youcanalsoreportsideeffectsdirectlyviathe
yellowCardSchemeat:www.mhra.gov.uk/yellowcard.Byreportingsideeffectsyoucanhelp
providemoreinformationonthesafetyofthismedicine.

5. HowtostoreZoledronicacid

Keepthismedicineoutofthesightandreachofchildren.

Donotusethismedicineaftertheexpirydatewhichisstatedonthelabelandcarton
afterEXP.

6. Contentsofthepackandotherinformation

WhatZoledronicacidcontains
- Theactivesubstanceiszoledronicacid.Onevialcontains4mgzoledronicacid,

correspondingto4.264mgzoledronicacidmonohydrate.
- Theotheringredientsaremannitol,sodium citrate,waterforinjections.

WhatZoledronicacidlookslikeandthecontentsofthepack
Zoledronicacidissuppliedasaliquidconcentrateinavial.Onevialcontains4mgof
zoledronicacid.

Eachpackcontainsthevialwithconcentrate.Zoledronicacidissuppliedasunitpacks
containing1vial.

MarketingAuthorisationHolder
SeacrossPharmaceuticalsLtd
BedfordBusinessCentre
61-63StPetersStreet
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BedfordMK402PR
UK
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Manufacturer
SeacrossPharmaceuticalsLtd
Stanmoreplace
HowardRoad
StanmoreHA71BT
UK

Thisleafletwaslastrevisedin:11/2021

--------------------------------------------------------------------------------------------------------
Thefollowinginformationisintendedforhealthcareprofessionalsonly:

HowtoprepareandadministerZoledronicacid
- Toprepareaninfusionsolutioncontaining4mgzoledronicacid,furtherdilutethe

Zoledronicacidconcentrate(5.0ml)with100mlofcalcium-freeorotherdivalent
cation-freeinfusionsolution.IfalowerdoseofZoledronicacidisrequired,first
withdrawtheappropriatevolumeasindicatedbelowandthendiluteitfurtherwith100
mlofinfusionsolution.Toavoidpotentialincompatibilities,theinfusionsolutionused
fordilutionmustbeeither0.9%w/vsodium chlorideor5%w/vglucosesolution.

DonotmixZoledronicacidconcentratewithcalcium-containingorotherdivalent
cation-containingsolutionssuchaslactatedRinger’ssolution.

InstructionsforpreparingreduceddosesofZoledronicacid:
Withdrawtheappropriatevolumeoftheliquidconcentrate,asfollows:
- 4.4mlfor3.5mgdose
- 4.1mlfor3.3mgdose
- 3.8mlfor3.0mgdose

- Forsingleuseonly.Anyunusedsolutionshouldbediscarded.Onlyclearsolutionfree
from particlesanddiscolourationshouldbeused.Aseptictechniquesmustbefollowed
duringthepreparationoftheinfusion.

- Chemicalandphysicalin-usestabilityafterdilutionhasbeendemonstratedfor30
hoursat2-8°Cand25°C.From amicrobiologicalpointofview,thedilutedsolutionfor
infusionshouldbeusedimmediately.Ifnotusedimmediately,in-usestoragetimesand
conditionspriortousearetheresponsibilityoftheuserandwouldnormallynotbe
longerthan24hoursat2°C–8°C.Therefrigeratedsolutionshouldthenbeequilibrated
toroom temperaturepriortoadministration.

- Thesolutioncontainingzoledronicacidisgivenasasingle15-minuteintravenous
infusioninaseparateinfusionline.Thehydrationstatusofpatientsmustbeassessed
priortoandfollowingadministrationofZoledronicacidtoensurethattheyare
adequatelyhydrated.

- Studieswithseveraltypesofinfusionlinesmadefrom polyvinylchloride,polyethylene
andpolypropyleneshowednoincompatibilitywithZoledronicacid.

- SincenodataareavailableonthecompatibilityofZoledronicacidwithother
intravenouslyadministeredsubstances,Zoledronicacidmustnotbemixedwithother
medications/substancesandshouldalwaysbegiventhroughaseparateinfusionline.

HowtostoreZoledronicacid

- KeepZoledronicacidoutofthesightandreachofchildren.
- DonotuseZoledronicacidaftertheexpirydatestatedonthepack.
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- Theunopenedvialdoesnotrequireanyspecialstorageconditions.
- ThedilutedZoledronicacidinfusionsolutionshouldbeusedimmediatelyinorderto

avoidmicrobialcontamination.


