
0.9% Sodium Chloride Injection, USP 
inFLEBOFLEXandFLEBOFLEXLUERPlasticContainer 

Description 
SodiumChlorideInjection,USPisasterile,nonpyrogenicsolutionforfluid 
andelectrolytereplenishmentinsingledosecontainersforintravenous 
administration.It containsnoantimicrobialagents.ThepHrangesfrom4.5to 
7.0.Composition,osmolarity,andionicconcentrationareshownbelow: 
0.9%SodiumChlorideInjection,USPcontains9g/LSodiumChloride,USP 
(NaCl)withanosmolarityof308mOsmol/L(calc).It contains154mEq/Lsodium 
and154mEq/Lchloride. 
TheFLEBOFLEXandFLEBOFLEXLUERplasticcontainersarefabricatedfrom 
latex-freepolyolefinsorpolypropyleneplasticmaterials.Thesolutioncontact 
materialsdonotcontainPVC,DEHP,orotherplasticizers.Theamountofwater 
thatcanpermeatefrominsidethecontainerintotheoverwrapis insufficient 
toaffectthesolutionsignificantly.Thesuitabilityofthecontainermaterials 
hasbeenestablishedthroughbiologicalevaluations,whichhaveshownthe 
containerspassClassVIU.S.Pharmacopeia(USP)testingforplasticcontainers. 
Thesetestsconfirmthebiologicalsafetyofthecontainersystems. 

ClinicalPharmacology 
So_diumChlorideInjection,USPhasvalueasasourceofwaterandelectrolytes. 
It Iscapableofinducingdiuresisdependingontheclinicalconditionofthe 
patient. 

IndicationsandUsage 
SodiumChlorideInjection,USPisindicatedasasourceofwaterandelectrolytes. 
0.9%SodiumChlorideInjection,USPisalsoindicatedforuseasa priming 
solutioninhemodialysisprocedures. 

Contraindications 
Noneknown. 

Warnings 
Hypersensitivity 
Hypersensitivityandinfusionreactions,includinghypotension,pyrexia,tremor 
chills,urticaria,rash,andpruritushavebeenreportedwith0.9%Sodium ' 
ChlorideInjection,USP. 
Stoptheinfusionimmediatelyif signsorsymptomsofa hypersensitivityreaction 
develop,suchastachycardia,chestpain,dyspneaandflushing.Appropriate 
therapeuticcountermeasuresmustbeinstitutedasclinicallyindicated. 

ElectrolyteImbalances 
FluidOverload 
Dependingonthevolumeandrateofinfusion,andthepatient'sunderlying 
clinicalcondition,theintravenousadministrationofSodiumChlorideInjection, 
USPcancausefluiddisturbancessuchasoverhydration/hypervolemiaand 
congestedstates,includingpulmonarycongestionandedema. 
Avoid0.9%SodiumChlorideInjection,USPinpatientswithoratriskforfluid 
and/orsoluteoverloading.If usecannotbeavoided,monitorfluidbalance, 
electrolyteconcentrations,andacidbasebalance,asneededandespecially 
duringprolongeduse. 
Hyponatremia 
SodiumChlorideInjection,USPmaycausehyponatremia.Hyponatremiacan 
le~dtoacutehyponatremicencephalopathycharacterizedbyheadache,nausea, 
seizures,lethargy,andvomiting.Patientswithbrainedemaareat particularrisk 
ofsevere,irreversibleandlife-threateningbraininjury. 
Theriskofhospital-acquiredhyponatremiaisincreasedinpatientswithcardiac 
orpulmonaryfailure,andinpatientswithnon-osmoticvasopressinrelease 
(includingSIADH)treatedwithhighvolumeofSodiumChlorideInjection,USP. 
Theriskforhyponatremiais increasedinpediatricpatients,elderlypatients, 
postoperativepatients,thosewithpsychogenicpolydipsia,andinpatients 
treatedwithmedicationsthatincreasetheriskofhyponatremia(suchas 
diuretics,certainantiepilepticandpsychotropicmedications).SeeDrug 
Interactions. 
Patientsat increasedriskfordevelopingcomplicationsofhyponatremiasuchas 
hyponatremicencephalopathy,includepediatricpatients,women(inparticular 
pre-menopausalwomen),patientswithhypoxemia,andpatientswithunderlying 
centralnervoussystemdisease.AvoidSodiumChlorideInjection,USPinpatients 
withoratriskforhyponatremia.If usecannotbeavoided,monitorserumsodium 
concentrations. 
Rapidcorrectionofhyponatremiaispotentiallydangerouswithriskofserious 
neurologiccomplications.Brainadaptationsreducingriskofcerebraledema 
makethebrainvulnerableto injurywhenchronichyponatremiaistoorapidly 
corrected,whichisknownasosmoticdemyelinationsyndrome(ODS).Toavoid 
complications,monitorserumsodiumandchlorideconcentrationsfluidstatus 
acid-basebalance,andsignsofneurologiccomplications. ' ' 
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Hypernatremia 
HypernatremiamayoccurwithSodiumChlorideInjection,USP.Conditionsthat 
mayincreasetheriskofhypernatremia,fluidoverloadandedema(central 
andperipheral),includepatientswith:primaryhyperaldosteronism;secondary 
hyperaldosteronismassociatedwith,forexample,hypertension,congestiveheart 
failure,liverdisease(includingcirrhosis),renaldisease(includingrenalartery 
stenosis,nephrosclerosis);andpre-eclampsia. 
~ertainmedicationssuchascorticosteroidsorcorticotropin,mayalsoincrease 
nskofsodiumandfluidretention,seeDrugInteractions. 
AvoidSodiumChlorideInjection,USPinpatientswith,oratriskfor, 
hypernatremia.If usecannotbeavoided,monitorserumsodiumconcentrations. 
Rapidcorrectionofhypernatremiaispotentiallydangerouswithriskofserious 
neurologiccomplications.Excessivelyrapidcorrectionofhypernatremiaisalso 
associatedwitha riskforseriousneurologiccomplicationssuchasosmotic 
demyelinationsyndrome(ODS)withriskofseizuresandcerebraledema. 

Precautions 
PatientswithSevereRenalImpairment 
AdministrationofSodiumChlorideInjection,USPinpatientswithorat riskof 
severerenalimpairment,mayresultinhypernatremiaand/orfluidoverload 
(seeWarnings).AvoidSodiumChlorideInjection,USPin patientswithsevere 
renalimpairmentorconditionsthatmaycausesodiumand/orpotassium 
retention,fluidoverload,oredema.If usecannotbeavoided,monitorpatients 
withsevererenalimpairmentfordevelopmentoftheseadversereactions. 

DrugInteractions 
OtherProductsthatAffectFluidand/orElectrolyteBalance 
AdministrationofSodiumChlorideInjection,USPto patientstreated 
concomitantlywithdrugsassociatedwithsodiumandfluidretentionmay 
increasetheriskofhypernatremiaandvolumeoverload.Avoiduseof 
SodiumChlorideInjection,USPinpatientsreceivingsuchproducts,such 
ascorticosteroidsorcorticotropin.If usecannotbeavoided,monitorserum 
electrolytes,fluidbalanceandacid-basebalance. 
Lithium 
Renalsodiumandlithiumclearancemaybeincreasedduringadministration 
of0.9%SodiumChlorideInjection,USP.Monitorserumlithiumconcentrations 
duringconcomitantuse. 
OtherDrugsthatIncreasetheRiskofHyponatremia 
AdministrationofSodiumChlorideInjection,USPinpatientstreated 
concomitantlywithmedicationsassociatedwithhyponatremiamayincreasethe 
riskofdevelopinghyponatremia. 
AvoiduseofSodiumChlorideInjection,USPinpatientsreceivingproducts,such 
asdiuretics,andcertainantiepilepticandpsychotropicmedications.Drugsthat 
increasethevasopressineffectreducerenalelectrolytefreewaterexcretionand 
mayalsoincreasetheriskofhyponatremiafollowingtreatmentwithintravenous 
fluids.If usecannotbeavoided,monitorserumsodiumconcentrations. 

Pregnancy 
TherearenoadequateandwellcontrolledstudieswithSodiumChloride 
Injection,USPinpregnantwomenandanimalreproductionstudieshavenot 
beenconductedwiththisdrug.Therefore,it isnotknownwhetherSodium 
ChlorideInjection,USPcancausefetalharmwhenadministeredtoa pregnant 
woman.SodiumChlorideInjection,USPshouldbegivenduringpregnancyonlyif 
thepotentialbenefitjustifiesthepotentialrisktothefetus. 

Lactation 
It isnotknownwhetherthisdrugispresentinhumanmilk.Becausemanydrugs 
arepresentinhumanmilk,cautionshouldbeexercisedwhenSodiumChloride 
Injection,USPisadministeredtoa nursingwoman. 

PediatricUse 
TheuseofSodiumChlorideInjection,USPinpediatricpatientsisbasedon 
clinicalpractice.(SeeDosageandAdministration). 
Closelymonitorplasmaelectrolyteconcentrationsinpediatricpatientswhomay 
haveimpairedabilitytoregulatefluidsandelectrolytes.Inverylowbirthweight 
infants,excessiveorrapidadministrationofSodiumChlorideInjection,USPmay 
resultin increasedserumosmolalityandriskofintracerebralhemorrhage. 
Children(includingneonatesandolderchildren)areat increasedrisk 
ofdevelopinghyponatremiaaswellasfordevelopinghyponatremic 
encephalopathy. 
GeriatricUse 
Geriatricpatientsareat increasedriskofdevelopingelectrolyteimbalances. 
SodiumChlorideInjection,USPisknowntobesubstantiallyexcretedbythe 
kidney,andtheriskoftoxicreactionstothisdrugmaybegreaterinpatients 
withimpairedrenalfunction.Therefore,doseselectionforanelderlypatient 
should_becautious,usuallystartingatthelowendofthedosingrange, 
reflectingthegreaterfrequencyofdecreasedhepatic,renal,orcardiacfunction, 
andofconcomitantdiseaseorotherdrugtherapy.Considermonitoringrenal 
functioninelderlypatients. 



AdverseReactions 
Post-MarketingAdverseReactions 
Thefollowingadversereactionshavebeenidentifiedduringpostapprovaluseof 
SodiumChlorideInjection,USP.Becausethesereactionsarereportedvoluntarily 
froma populationofuncertainsize,it isnotalwayspossibleto reliablyestimate 
theirfrequencyorestablishacausalrelationshiptodrugexposure. 
Thefollowingadversereactionshavebeenreportedinthepost-marketing 
experienceduringuseof0.9%SodiumChlorideInjection,USPandincludethe 
following: 
Generaldisordersandadministrationsiteconditions:Infusionsiteerythema, 
injectionsitestreaking,burningsensation,andinfusionsiteurticaria. 
Hypersensitvityreactions:Hypotension,pyrexia,tremor,chills,urticaria,rash, 
andpruritus. 
Metabolismandnutritiondisorders:Hypernatremia,hyponatremia, 
hyperchloremicmetabolicacidosis. 
NervousSystemDisorders:Hyponatremicencephalopathy. 
Ifanadversereactiondoesoccur,discontinuetheinfusion,evaluatethepatient, 
instituteappropriatetherapeuticcountermeasuresandsavetheremainderofthe 
fluidforexaminationif deemednecessary. 

0verdosage 
Excessiveadministrationof0.9%SodiumChlorideInjection,USPcancause 
hypernatremia.HypernatremiacanleadtoCNSmanifestations,including 
seizures,coma,cerebraledemaanddeath. 
ExcessiveadministrationofSodiumChlorideInjection,USPcancausefluid 
overload(whichcanleadtopulmonaryand/orperipheraledema).SeeWarnings 
andAdverseReactions. 
Whenassessinganoverdose,anyadditivesinthesolutionmustalsobe 
considered.Theeffectsofanoverdosemayrequireimmediatemedicalattention 
andtreatment. 
InterventionsincludediscontinuationofSodiumChlorideInjection,USP 
administration,dosereduction,andothermeasuresasindicatedforthespecific 
clinicalconstellation(e.g.,monitoringoffluidbalance,electrolyteconcentrations 
andacidbasebalance). 

DosageandAdministration 
ImportantAdministrationInstructions 
• SodiumChlorideInjection,USPis intendedforintravenousadministration 

usingsterileequipment. 
• Donotconnectflexibleplasticcontainersinseriesinordertoavoidair 

embolismdueto possibleresidualaircontainedintheprimarycontainer. 
• Settheventtotheclosedpositiononaventedintravenousadministrationset 

topreventairembolism. 
• Useadedicatedlinewithoutanyconnectionstoavoidairembolism. 
• Donotpressurizeintravenoussolutionscontainedinflexibleplastic 

containersto increaseflowratesinordertoavoidairembolismdueto 
incompleteevacuationofresidualairinthecontainer. 

• Priorto infusion,visuallyinspectthesolutionforparticulatematter 
anddiscoloration.Thesolutionshouldbeclearandthereshouldbeno 
precipitates.Donotadministerunlesssolutionisclear,andcontaineris 
undamaged. 

DosingInformation 
Thechoiceofproduct,dosage,volume,rate,anddurationofadministration 
isdependentupontheage,weightandclinicalconditionofthepatientand 
concomitanttherapy,andadministrationshouldbedeterminedbyaphysician 
experiencedin intravenousfluidtherapy. 
IntroductionofAdditives 
Additivesmaybeincompatible. 
Evaluatealladditionstotheplasticcontainerforcompatibilityandstabilityof 
theresultingpreparation.Consultwithapharmacist,if available. 
If, intheinformedjudgmentofthephysician,it isdeemedadvisableto introduce 
additives,useaseptictechnique.Mixthoroughlywhenadditiveshavebeen 
introduced.Afteraddition,if thereisadiscolorationand/ortheappearanceof 
precipitates,insolublecomplexesorcrystals,donotuse.Donotstoresolutions 
containingadditives.Discardanyunusedportion. 

HowSupplied 
Theavailablesizesof0.9%SodiumChlorideInjection,USPareshownbelow: 
Size(ml) NOC 
Fleboflexbags: 
50(115unitsinonecarton) 
100(70unitsinonecarton) 
250(28unitsinonecarton) 
500(20unitsinonecarton) 
1000(10unitsinonecarton) 

76297-001-11 
76297-001-21 
76297-001-31 
76297-001-01 
76297-001-41 

FleboflexLuerbags: 
50(90unitsinonecarton) 
100(50unitsinonecarton) 
250(32unitsinonecarton) 
500(24unitsinonecarton) 
1000(10unitsinonecarton) 

76297-001-51 
76297-001-61 
76297-001-71 
76297-001-81 
76297-001-91 

Exposureofpharmaceuticalproductstoheatshouldbeminimized.Avoid 
excessiveheat.It isrecommendedtheproductbestoredat20°to25°C(68°to 
77°F);excursionsarepermittedbetween15°to30°C(59°to86°F).[seeUSP 
ControlledRoomTemperature.]Storeunitinmoisturebarrieroverwrap.Brief 
exposureupto40°C(104°F)doesnotadverselyaffecttheproduct. 

DirectionsforuseofFLEB0FLEXandFLEB0FLEXLUER 
plasticcontainers 
ForInformationonRiskofAirEmbolism- seeDosageandAdministration. 

ToOpen 
Peelofftheoverwrapandremovesolutioncontainer.Visuallyinspectthe 
container.If theoutletportprotectorisdamaged,detached,ornotpresent, 
discardcontainerassolutionpathsterilitymaybeimpaired.Someopacityof 
theplasticduetomoistureabsorptionduringthesterilizationprocessmay 
beobserved.Thisisnormalanddoesnotaffectthesolutionqualityorsafety. 
Theopacitywilldiminishgradually.Checkforminuteleaksbysqueezinginner 
bagfirmly.If leaksarefound,discardsolutionassterilitymaybeimpaired.If 
supplementalmedicationisdesired,followdirectionsbelow. 

PreparationforAdministration 
1. Suspendcontainerfromeyeletsupport. 
2. Fleboflexbags:Removeplasticprotectorfromoutletportatbottomof 

container. 
FleboflexLuerbags:Breakthetwist-offadministrationportbymeansof 
torsion. 

3. Attachadministrationset.Refertocompletedirectionsaccompanyingset. 

ToAddMedication 
Additivesmaybeincompatible. 

Toaddmedicationbeforesolutionadministration 
1. Preparemedicationsite. 
2. Fleboflexbags:Usingsyringewith19to22gaugeneedle,puncture 

resealablemedicationportandinject. 
FleboflexLuerbags:Usingsyringeorvial,connecttotheneedle-free 
medicationportandinject. 

3. Mixsolutionandmedicationthoroughly. 

Toaddmedicationduringsolutionadministration 
1. Closeclampontheset. 
2. Preparemedicationsite. 
3. Fleboflexbags:Usingsyringewith19to22gaugeneedle,puncture 

resealablemedicationportandinject. 
FleboflexLuerbags:Usingsyringeorvial,connecttotheneedle-free 
medicationportandinject. 

4. Removecontainerfromintravenouspoleand/orturntoanuprightposition. 
5. Mixsolutionandmedicationthoroughly. 
6. Returncontainertoin-usepositionandcontinueadministration. 
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