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1．＿NAME OFTHE MEDICINAL PRODUCT  

叫〟om⑳10mg／mI，SOlutionforinjectionorinfusion  

2．QUALIWIVEANDQUANTrTAJIVECOMPOSITION  
OxycodonehYdrochJoridelOmg／mI（equivaJentto9mg／m（oxycodone）   

ForexcIPjents，SeeSectjon6．1  

3．PHARMACEUTICALFORM  

SoJutjonforinjectionorinfusion．  

4．CuNICALPARTICULARS  

4．1Therapeuticindications  

Forthetreatmentofmoderatetoseverepaininpatjentswithcancerand   

POSt－OPerativepain．Forthetreatmentofseverepainrequjringtheuseofa  
虞rongopioid．  

4．2Pos010gyand汀帽thodofadministration  

尺OUIeof∂加ゎ肋ぬ〃：   

Subcutaneousinjectjonorinfusion   

IntravenbuSjnjectionorinfusion．   

Po50吻′：   

ThedoseshouJdbeadjustedaccordingtotheseveHtYOfpain，thetotaI  
COnditionofthepatientandpreviousorconcurrentmedication．   

Adu／boyerユβ′e∂侶：   

ThefoIJowjngstartingdosesarerecommended．Agradualjncreasein dose  
maYberequiredifanaIgesiaisinadequateorifpainseverityincreases．   

j．v．（BoJusl：DiJutetolmg／mIinO．9％saline；5％dextroseorwaterfor  
jnjections．AdminjsterabolusdoseofltolOmgslowIYOVerl－2mjnutes．   

Dosesshouldnotbeadministeredmorefrequentlythanevery4hours．   

i㈹：DiJutetolmg／mljnO．9％saJine，5％dextroseorwaterfor  
injections．Astartingdoseof2mg／hourisrecommended．   

j．v．（PC吐D‖utetolmg／mlinO．9％sa＝ne，5％dextroseorwaterfor  
injections．BoIusdosesofO．03mg／kgshouldbeadministeredwitha mjnirnum  
lock－Outtime of5mjnutes．  
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S．⊂．（B吐出：UseaslOmg／mIconcentration．Astartingdoseof5mgis  

recommended，rePeatedat4－hourIyintervalsasrequired．   

S．C湖fusion）：D‖uteinO．9％saline，5％dextroseorwaterforinjectionsif  
required．Astartingdoseof7．5mg／dayisrecommendedinopioidnaTve  
Patients，titratinggraduaIlyaccordingtosymptomcontroJ．Cancerpatients  
transferringfromoraloxYCOdonemayrequiremuch higherdoses（Seebelow）．   

丁ね〃S鹿†わ∩タp∂打e〃bbe亡〝eenO帽／∂ndp∂／℃∩亡eJ甘／0ズγCOdone：   

Thedoseshouldbebasedonthefo‖owing ratio：2mgofora［oxycodoneis  
equjvalenttolmgofparenteraJoxycodone．Itmustbeemphasisedthatthis  
isaguidetothedoserequired．Inter－Patientvariabilityrequiresthateach  
PatientiscarefuHytit「atedtotheappropriatedose．   

日de〟′：：   

ElderlypatientsshouIdbetreatedwithcautjon，The10WeStdoseshouIdbe  
administeredwithcarefultitrationtopaincontrol．   

ね鵬〃b〝／帥Jで〃∂／∂ndわe卵血沈叩融ⅦeJ賠   

Patientswith miIdtomoderaterenaJimpairmentand／Ormildhepatic  
impairmentshou暮dbetreatedwithcaution・The10WeStdoseshouldbegiven  
Withcarefultitrationtopaincontro［．   

C仙北仇訂＝〟山erJβγe∂′S：   

Therearenodata ontheuseof叫〃omlnjectioninpatientsunder18  
yea「SOfage・   

（應e〟l〃0〃一爪∂／ゆ∩∂扉p∂／〃：   

Opioidsarenotfirst－＝netherapyforchronicnon－malignantpain，nOrarethey  
recommendedastheonlYtreatment．TYPeSOfchronicpainwhich havebeen  
Shownt：ObeaIJeviated bYStrOngOPioidsinc暮udechronicosteoarthriticpain  
andintervertebraIdjscdisease，The needforcontinuedtreatmentin non－  

malignantpainshouJdbeassessedatregularintervals   

Cess∂fわ〃Of納e帽pγ：   

Whenapatientnolongerrequirestherapywithoxycodone，itmaybe  
advisabletotaperthedosegradualIytopreventsymptomsofwithdrawal．  

4．3Contraindications  迦  

OxYNominje⊂tioniscontraindicatedinpatientswithknownhYPerSenSitivity  
tooxycodoneoranyoftheotherconstituents，Orinanysituationwhere  
OPioidsarecontraindicated；reSPiratorYdepression；headinjurY；Paralytic  
ileus；aCuteabdomen；Chronicobstructiveair’WaYSdisease；COrPU）monale；  
Chronicbronchialasthma；hypercarbia；mOderatetoseverehepatjc  
impaiment；SeVererena＝mpairment（Creatinineclearance＜10ml／min）；  
ChronlCCOnStipation；COnCUrrentadministrationofmonoamineoxidase  
jnhibitorsorwithjn2weeksofdiscontinuationoftheiruse；PregnanCy．  
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4．4SpeciaIwarningsandprecaLJtionsforus  

Themajorriskofopioidexcessisrespiratorydepression．Aswjtha＝opjoids，a  
reductionindosagemaybeadvisableinhYPOthyroidism．Usewithcautionin  
Patientswjthraisedintra⊂ranjarpressure，hYPOtenSjon，hYPOVOJaemia，tOXic  

PSyChoses，diseasesofthebjljarytract，inflammatorYboweJdisorders，  
PrOStatichYPertrOPhY，adrenocorticaJjnsufficiencY，aCUtealcoho＝sm，deJirium  
tremens，PanCreatjtis，ChronicrenaIandhepatjcdiseaseorseverepulmonary  

diseaseanddebiJitated，eIder．Yandinfjrm patients．岬nTIinjection  

Shouldnotbeusedwherethereisapossib”ityofparalytici［eusoccurring．  
ShouIdparaIYticiJeusbesuspectedoroccurduringuse，岬minjectjon  

ShouIdbediscontinuedimmediately．   

ThepatientmaydeveloptoJerancetooxycodonewlthchronicuseandrequjre  
PrOgreSSivelyhigherdosestomaintainpajncontrol．Thepatientmaydeve10P  
PhYSicaJdependence，inwhichcaseanabstinencesYndromemaYbeseen  
fo‖owingabruptcessation．   

ForappropriatepatientswhosufFerwithchronicnon－maJignantpain，OPiojds  
ShourdbeusedaspartofacomprehensivetreatmentprogrammeinvoIving  
OthermedicatjonsandtreatmentmodaIities．Acrucjalpartoftheassessment  
Ofapatjentwithchronjcnon－ma】ignantpalnisthepatjent’saddictionand  
Substanceabusehistory．叩〝けinjectionshouJdbeusedwithpartjcu（ar  
CareinpatientswithahistoryofaJcohor．anddrugabuse．   

Ifopioidtreatmentisconsideredappropriatefdrthepatjent，thenthemain  
aimoftreatmentisnottominimisethedoseofopioidbutrathertoachievea  
dosewhjchprovidesadequatepainreIiefwithamjnjmumofsideefFects．  
Theremustbefrequentcontactbetweenphysicianandpatientsothatdosage  
aqjustmentscanbemade．ItjsstronglyrecommendedthatthephYSjcian  
definestreatmentoutcomesinaccordancewithpainmanagementguideIjnes．  
ThephysicjanandpatjentcanthenagreetodiscontjnuetreatmentJfthese  
Objectivesarenotmet．   

OxYCOdonehasanabuseJjab川tysjmiJartootherstrongopiojdsandshouldbe  
usedwithcautionjnopioid－dependentpatients．OxYCOdonemaYbeiought  
andabused．bYPeOP］ewjthJatentormanifestaddictiondisorders．   

Aswithotheropjoids，jnfantswhoareborntodependentmothersmayexhjbjt  
Wjthdrawalsymptomsandmayhaverespiratorydepressionatbirth．  

4・5InteractionwjthothermedicjnaIproductsandother  
fbrmsofintera（：tion  鹿   

ThereisanenhancedCNSdepressantefFectwithdrugssuchastranqu‖isers，  

anaesthetjcs，hypnotjcs，anti－depressants，Sedatives′Phenothiazines，  
neuroIepticdrugs，aJcohoJ，Otheropioids．mus⊂lere［axantsand  
antihypertensives．Monoamineoxidaseinhibitorsareknowntointeractwith  
narcoticana［gesjcs′PrOducingCNSex⊂jtationordepressionwithhypertensive  
O「hypotensivec「isis．   

OxycodonejsmetaboJisedjnpartviatheCYP2D6andCYP3A4pathwaYS．  
WhiJethesepathwaysmaYbebJockedbyavarietyofdrugs，SUChbJockade  
hasnotyetbeenshowntobeofclinica［sjgnificancewiththisagent．  

4．6Pregnancyandlactation  
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TheeffectofoxYCOdonein humanreproductionhasnotbeenadequateIy  
Studied．Nostudiesonferti＝tYOrthepost－natarefFectsofjntrauterine  

exposurehavebeencarriedout．However，Studiesinratsandrabbitswithoral  
dosesofoxYCOdoneequivaIentto3and47timesanaduJtdoseof160  
mg／day，reSPeCtively，didnotrevea］evidenceofharmtothefoetusdueto  
OXyCOdone．Worminjectionisnotrecommendedforuseinp「egnancyno「  
duringIabour．Infantsbo「ntomotherswhohavereceivedopjoidsduring  
PregnanCyShouldbemonitoredforrespiratorYdepression．   

OxycodonemaybesecretedinbreastmiJkandmaycauserespiratorY  
depressioninthenewborn．OxYCOdoneshouldthereforenotbeusedinbreasト  
feedingmothers．  

4．7∈付e⊂bonabilitYtOdriveand usema⊂hines  

OxycodonemaymodifYPatients’reactionstoavarYingextentdependingon  
thedosageandindividualsusceptibi］ity．Thereforepatientsshouldnotdriveor  
OPeratemaChinery，ifaffected・  

4．8UndesirabIee作ects  

AdversedrugreactionsaretYPicaJoffuJlopioidagonists・ToJeranceand  
dependencemayoccur（SeeToIeranceandDependence，be10W）・Constipation  
maybepreventedwjthanappropriateJaxative・Ifnauseaorvomitingare  
troublesome，OXyCOdonemaYbecombinedwithanantiemeti⊂．   

Common（incidenceof≧1％）anduncommon（incidenceof≦1％）adverse  
drugreactionstooxycodonearelistedinthetablebe10W・  

80dYSyさtモm   Co叩mOn   Un亡OmmOn   

Gastrointestinal   Constipation   Bitia「yspasm  

Nausea   Dysphagja  

Vomiting   E「UCtation  

D「ymouth   Flatulence  

Ano「exia   Gastrointesl：jnaldjsorders  

DYSPePSia   Ileus  

AbdominaIpajn   Tastepen／erSion  

－5－   



ヽ  

Diarrhoea   Gastritis  

Hiccups  

Central Nervous Headache   Ve「tigo  

System  

Confusion   Hal山cinations  

Asthenia   Disorientation  

Faintness   Moodchanges  

Dizziness   Restlessness  

Sedation   Agltation  

Å∩×ie吋   Depression  

Abnormaldreams   T「emor  

Nen／0USneSS   Withdrawalsyndrome  

Insomnia   Amnesja  

Thought  Hypoaesthesia  
abnorma＝tjes  

Drowsiness   Hypertonia   
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Twitching   Hypotonia  

Malaise  

Pa「aesthesia  

Speechdisorder  

Eupho「ia  

Dyspho「ia  

Seizure  

Visionabnormalities  

Genitourinary  Urinaryretention  

Uretericspasm  

Impotence  

Amenorrhoea  

DecreasedIibido   

－7－   



＼  

Cardiovascuは「   0托hostati⊂  Patpitations  
hypotension  

Supraventrjcular  
t∂Chyca「dia  

Hypotension  

Syncope  

Vasodilation  

Metabo轟icand  Dehyd「ation  

NutritionaI  

Oedema  

PeripheraJoedema  

Thirst  

RespiratorY   B「0nChospasm   0ve「dosemayp「oduce  
respiratorydepression  

Dyspnoea  

Decreased cough 
refIex  
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Dermatological   Rash   D丹Skin  

P「Uritus   Exfo］jativedermatitis  

U「tica「ia  

General   Sweating   Facialflushing  

Chi11s   Miosjs  

AFlergicreaction  

Fever  

Anaphylaxis   

Tbね√∂〃Ce∂〃dβ印eJ†d如ce：   

ThepatientmaydeveIoptolerancetothedrugwithchronicuseand require  
PrOgreSSjverYhigherdosestomaintainpaincontro［．Prolongeduseof  
叫〃ominjectionmayleadtophysicaIdependenceandawithdrawaJ  
SyndromemaYOCCurUPOnabruptcessationoftherapy．Whenapatientno  
IongerrequirestherapYWithoxYCOdone，itmaybeadvisabIetotaperthedose  
graduaJlytopreventsYmPtOmSOfwjthdrawaJ．Theopioidabstinenceor  
WithdrawalsyndromeischaracterisedbysomeoraI10fthefollowing：  
restJessness，1acrimatjon，rhinorrhoea，yaWning．perspiration，ChiIIs，myaJgia  
andmYdriasjs．Othersymptomsa（somaydevelop，incJuding：jrritability，  
anxiety，backache，jointpain，Weakness，abdominalcramps，insomnia，  
nausea，anOreXia，VOmiting，diarrhoea，Orincreased bJoodpressure，  
resplratOryrateOrheartrate．   

Thedevelopmentofpsycho［ogicaldependence（addiction）toopiojdanalgesics  
inproperlymanagedpatientswithpainhasbeenreportedtoberare．  
However，dataarenotava‖abletoestablishthetrueincidenceof  
PSyChoIogica［dependence（addiction）inchronicpainpatients．   

叫〃orminjectionshouldbeusedwithparticularcareinpatientswitha  
historYOfalcoholanddrugabuse，  
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4．90verdose  義  

S′mpわm50′oye／ゼロs∂タe   

SignsofoxYCOdonetoxicitYandoverdosagearepin－POintpupils，reSPjratory  
depression，hypotensionandhalIucinatjons．Nauseaandvomitingarecommon  
inJessseverecase5．Non－CardjacpuJmonaryoedemaandrhabdomyo［YSisare  
ParticurarJycommonafterintravenousinjectionofopiojdana］gesics．  
CircuJatorYfa‖ureandsomnolenceprogressjngtostupororcoma，Skeletal  
musc暮efJaccidity，bradycardiaanddeathmayoccurinmoreseverecases，   

TheefFectsofoverdosagewillbepotentiatedbythesimuJtaneousingestionof  
a［coholorotherpsYChotropicdrugs   

Tナe∂加Te〃亡0′ove／db5∂タe   

Primaryatt：entionshouJdbegiventotheestabljshmentofapatentairwaYand  
jnstftutionof’assisted orcontroJJed vent‖ation．   

Inthecaseofmassiveoverdosage，administernaJoxoneintravenousIy（0．4to  
2rngforanaduJtandO．01mg／kgbodyweightfbrchildren）jfthepatientisina  
COmaOrreSPiratorydepressionispresent．Repeatthedoseat2minute  
inter，VaJsifthereisnoresponse．Ifrepeateddosesarerequiredthenan  
infusionof60％oftheinjtialdoseperhourisausefulstartingpojnt．A  
SOlut［onoflOmgmadeupjn50mldextrosew川produce200micrograms／ml  
forjnfusionusinganIVpump（doseadjustedtothec［inicalresponse）．  
Infusionsarenotasubstjtuteforfrequentrevjewofthepatient’sclinicalstate．   

IntramuscuIarnaloxoneisanaltemative jntheeventthatIVaccessisnot  
POSSjble．AsthedurationofactionofnaJoxoneisrelativelyshort，thepatient  
mustbecarefufIymonitoreduntilspontaneousrespirationisre＝ab］yre－  
estabJished・NaIoxoneisaOmPetitiveantagonistandlargedoses（4mg）may  
berequiredinseriousIYPOISOnedpatients．   

ForJesssevereoverdosage，administernaIoxoneO．2mgintravenousJy  
fo＝owedbYincrementsofO．1mgeverY2minutesifrequired．   

Thepatientshourdbeobservedforatleast6hoursafterthelastdoseof  
naIoxone．   

Na［oxoneshouJdnotbeadmjnisteredintheabsenceofc＝nica‖YSign折Cant  
respiratoryor⊂irculatorYdepressjonse⊂Ondarytooxycodoneoverdosage．  
NaJoxoneshourdbeadministeredcautious（ytopersonswhoareknown，Or  
SuSPeCted，tObephysicaI［YdependentonoxYCOdone．Insuchcases，anabrupt  
OrCOmPJetereversa［ofopioidefFectsmayprecipjtatepainandanacute  
WjthdrawaIsYndrome．  

5．PHARMACOLOGICAL PROPERTIES  

5．1Pharma⊂Odynamicproperties  

Pharmacotherapeuticgroup：NaturalopiumaIkaloids   

ATCcode：NO2AAO5   

OxycodoneisafulIopioidagonistwithnoantagonistproDerties．Ithasan  
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affinityforkappa，mUanddeltaopioidreceptorsinthebrainandspinalcord・  
OxycodoneissimiIartomorphineinitsaction・ThetherapeuticefFectismainJy  
ana［gesic，anXioIYtic，antitussiveandsedative・   

Opioidsmayinfluencethehypothalami⊂－PituitarY－adrena10rgOnadalaxes・  
Somechangesthatcanbeseenin⊂ludeanincreaseinserumprolactinand  
decreasesinpJasmacortisolandtestosterone．Clinica［sYmPtOmSmaYbe  
manifestfromthesehormonaIchanges．   

Invitrvandanimalstudiesindicatevariouseffectsofnatura10Pioids．suchas  
morphine，OnCOmPOnentSOftheimmunesystem；thecrjnicalsignificanceof  
thesefjndingsjsunknown．Whetheroxycodone，aSemisyntheticopioid，has  
immunofogICaJefFectssimilartomorphineisunknown．  

5暮2Pharmacokineticproperties  
Pharmacok拍eticstudiesinhealthYSubjectsdemonstratedanequivalent  
availabiIityofoxycodonefrom叫〃orminjectionwhenadministeredbYthe  
intravenousandsubcutaneousroutes．asasingtebolusdoseoracontinuous  
infusion over8hours．   

Folrowingabsorption，OXyCOdoneisdjstributedthroughouttheentjrebody・  
Approximately45％isboundtoplasmaprotein・Itismetabo［isedintheliver  
toproducenoroxycodone，OXYmOrPhoneandvariousconjugatedglucuronides■  
TheanaIgesiceffectsofthemetabo＝tesare⊂linicallyinsignifi⊂ant・   

TheactivedruganditsmetaboIitesareexcretedinbothurineandfaeces■   

TheplasmaconcentrationsofoxYCOdoneareonlyminima”yaffectedbYagel  
being15％greaterinelderlyascomparedtoyoungsubje⊂tS・   

FemaIesubjectshave，OnaVerage，PIasmaoxycodoneconcentrationsupto  
25％higherthanmafesonabodyweightadjustedbasis・   

ThedrugpenetratestheplacentaandcanbefoundjnbreastmiIk・   

Whencomparedtonormalsub3ects′Patientswithmildtoseverehepatjc  
dysfunctionmayhavehigherpJasmaconcentrationsofoxYCOdoneand  
noroxycodone，andtowerplasmaconcentrationsofoxYmOrPhone・TheremaY  
beanincreaseinthee＝minationhaIf－1ifeofoxycodoneandthismaybe  
accompaniedbyanincreaseindrugeffects・   

WhencomparedtonormaIsubjects，Patientswithmildtosevererenal  
dysfunctionmayhavehigherpJasmaconcentrationsofoxycodoneandits  
metabo＝tes．Theremaybeanincreaseintheeliminationhalf－Iifeof  
oxycodoneandthismaYbeaccompaniedbyanincreaseindrugeffects・  

5．3Pre（：lini⊂alsafetYdata  

Oxycodonewasnotmutagenicinthefollowingassays：AmesSaLmone‖aand  
E．Colitestwithandwithoutmetabolicactivationatdosesofupto5000mg′  
chromosoma［aberrationtestinhumanlymphocYteS（intheabsenceof  
metabo綽icactivationandwitha⊂tivationafter48hoursofexposure）atdoses  
ofupto1500mg／m［，andintheinvivobonemarrowmjcronucleusassayin  
mj⊂e（atp［asmaleve［sofupto48mg／m（）・Mutagenicresultsoccurredinthe  
PreSenCeOfmetaboJicactivationinthehumanchromosomaIaberrationtest  
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（atgreaterthanorequatto1250mg／ml）at24butnot48hoursofexposure  
andinthernouselymphomaassayatdosesof50mg／mIorgreaterwith  
metaboIica⊂tivationandat400mg／mIorgreaterwithoutmetabo（ic  
ad：ivation．Thedatafromthesetestsjndicatethatthegenotoxic「iskto  
humansmaYbeconsideredJow．   

StudiesofoxycodoneinanjmaJstoevaluateitscarcjnogenicpotentialhave  
notbeenconductedowingtotheJengthofcIinicalexperjencewiththedrug  
SUbstance．  

6．PHARMACEUTICALPARTICULARS  

6．1Listofexcipients  

Citric acld monohydrate 

Sodjum cjtrate  

Sod山m chto「ide   

HydrochJorjcacid，diJute   

Sodium hydroxide   

Waterforinjections  

6．2Int：OmPatibitities  

Thismedicina］produd：muStnOtbemjxedwithothermedicinalproducts  
exceptthosementionedinsection6．6，   

CYC‖zineatconcentratjonsof3mg／mlorJess．whenmixedwith坤m  
jnjection，eitherundiJutedordilutedwithwaterforinjections，Showsnosjgn  
Ofprecipitationoveraperiodof24hoursstorageatroomtemperature．  
PrecjpitationhasbeenshowntooccurinmjxtureswithO小b仰injectjonat  
CyCJizineconcentrationsgreaterthan3mg／mlorwhend‖utedwithO．9％  
SaJjne．ItisrecommendedthatwaterforinjectionsbeusedasadiJuentwhen  
CyClizineandoxycodonehYdrochIorideareco－administeredeither  
intravenous（yorsubcutaneouslyasaninfusion．   

Pro⊂hJorperazineischemicaIlyincompatibJewith叫〃ominjection．  

6．3Sh8げIife  

3yearsunopened．   

Afteropeninguseimmediately．   

Forfurtherjnformation seeSection6．6．  

6．4Spe⊂ialpre⊂autionsfbrstorage  

Nospeciarprecautionsforstorageprjortoopening．   

Forfurtherinformationonuseafte「OPeningseeSection6．6．  
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6．5Natureandcontentsofcontajner  

ClearglassampouJes：1mIand2ml．   

Packsize：5ampoules．  

hand暮ing 胤  6，6SpeciaJprecautjonsfordjsposalandother  

TheinjectionshouIdbegivenimmediatelYafteropeningtheampoule．Once  
OPened．anyunusedportionshouldbedjscarded，ChemicalandphysicaIin－  
usestabi［ityhasbeendemonstratedfor24hoursatroomtemperatureL   

Fromamicrobiologica（pojntofview，theproductshouldbeusedimmediate（y・  
Ifnotusedimmediate［y，in－uSeStOragetimesandconditionspriortouseare  
theresponsibi＝tyoftheuse「andwouIdnorma‖ynotbe）ongerthan24hours  
at2to80cIUnlessreconstitution（diIution，etChastakenptaceincontrolled  
andvalidatedasepticconditions．   

OxYNorminjectionhasbeenshowntobecompatiblewiththefoIIowing  
d「ugs：   

HYOSCinebutylbromide   

Hyoscinehydrobromide  

Dexamethasone sodium phosphate 

Haloperidot   

Mjdazolam hydrochloride   

Metoc（opramidehydrochJoride   

Levomepromazjnehydrochloride   

伽γ〃om7injection，Undi［utedord‖utedtolmg／mlwjthO．9％w／VSaline，  
5％w／Vdextroseorwaterforinje⊂tions，isphYSicallyandchemica”YStable  
Whenincontactwithrepresentativebrandsofpo［ypropYleneorpoIYCarbonate  
SYringesIPOJYethyleneorPVCtubing／andPVCorEVAinfusionbags，OVera24  
hourperiodatroomtemperature．   

Theinjection，WhetherundiJutedordiIutedtolmg／mlintheinfusionfluids  
USedinthesestudiesandcontainedinthevariousassemblies．doesnotneed  
tobeprotectedfromlight．   

InappropriatehandlingoftheundilutedsoIutionafteropeningoftheorlginal  
ampoule，OrOfthedilutedsolutionsmaycompromisethesteri（ityofthe  
P「Oduct．  
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SUPPORTINGINFORMATION  

FIatientZnformation LeafIet：  
0×yNormlOmg／mlsoJutionforinjectjonorinfusion   

AlternatjveformatPIL；  
VleWX－P‡L匝ewwindo岬）  
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