
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

MedicalHelium

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

MedicalHelium Cylindersaresuppliedto thefollowing specification:
Helium 99.5%

TheMedicalHelium cylinderspecificationcomplies with thecurrent European
Pharmacopoeiamonograph(2155).

3 PHARMACEUTICAL FORM

Medicinalgas,compressed.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

Becauseof its low densityheliumflows throughanorificemuch moreeasily thenothermedicalgases.

Helium is usedwith a least21%oxygenin thefollowing circumstances:

To assist theflow of oxygeninto thealveoli of patientswith severerespiratory obstruction.

To preventatelectasis

In variousconcentrations,in conjunctionswith air or oxygen, for gas transferlung functiontests.

4.2 Posology and method of administration

Thereis nodistinctiongenerallybetweentheuseof helium in agegroups. In its roleasa carrier for oxygen,heliumis
administeredthroughthelungsby inhalation with 21%or higherconcentrationsof oxygenby maskor endotracheal
tube. Cylindersshouldonly beusedin conjunctionwith medical helium gaspressure regulators,althoughmedical
oxygengaspressureregulatorsmaybeusedon theF-sizeheliumcylinders.

4.3 Contraindications

Not applicable.

4.4 Special warnings and precautions for use

Helium shouldneverbeusedwith lessthan21%oxygen.
Helium wil l diffusethroughrubbertubing.
Careis neededin thehandlinganduseof medical helium gascylinders.
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4.5 Interaction with other medicinal products and other forms of interaction

Not applicable.

4.6 Fertility, pregnancy and lactation

Helium doesnot adversely affectpregnancy and lactation.

4.7 Effects on ability to drive and use machines

Not applicable.

4.8 Undesirable effects

With helium, theonly undesirableeffectwill resultfrom lessthan21%oxygen, beinggivenwith theheliumwhen,
with decreasingoxygen levels,asphyxiawil l result.

Reportingof suspectedadversereactions
Reportingsuspectedadversereactionsafterauthorisationof themedicinalproductis important.It allowscontinued
monitoringof thebenefit/risk balanceof themedicinal product. Healthcareprofessionalsare askedto reportany
suspectedadversereactionsvia HPRA Pharmacovigilance, EarlsfortTerrace, IRL - Dublin 2; Tel: +3531 6764971;
Fax: +3531 6762517. Website:www.hpra.ie; e-mail: medsafety@hpra.ie.

4.9 Overdose

As detailedin section 4.8, Undesirable effects above.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

PharmacotherapeuticGroup:MedicalGas
ATC Code:V03AN03

Thecharacteristics of helium are:
an inert,odourless,colourless gas.

- Molecularweight 4.00
- Boiling point -269˚C (at 1 bar)
- Density 1.169kg/M3 (at 15̊ C)

Helium hasnophysiologicalactivity andwill not supportlife.

5.2 Pharmacokinetic properties

Helium hasa low coefficientof solubility andhigh rate of diffusioncomparedwith nitrogen. It is completelyinert and
non-toxic. Whenheliumreplacesthenitrogen in air, thespecific gravity of theresultanthelium/oxygen(79:21)
mixtureis 341(comparedwith air at1000).This mixtureflowsthroughbronchithreetimesmore easilythenair. In
patientswith respiratoryobstruction,therefore, moreoxygenmay bepresentedto thealveoli for thesameventilatory
effort. Theabsorptionof heliumfrom alveoli is veryslow. Inhalation of helium maybeusedto preventatelectasis.

5.3 Preclinical safety data

Not applicable.
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6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

None.

6.2 Incompatibilities

MedicalHelium is highly dangerouswhenin contactwith oils,gases,tarry substancesandmanyplasticsdueto therisk
of spontaneouscombustionwith highpressuregases.

6.3 Shelf life

1 year

6.4 Special precautions for storage

MedicalHelium cylindersshould be:
• storedundercover,preferablyinside,keptdry andclean, andnot subjectedto extremesof heator coldand

away from stocks of combustiblematerial.
• storedseparately from industrial andothernon-medical cylinders.
• storedto maintainseparationbetweenfull andempty cylinders.
• usedin strict rotationso thatcylinderswith theearliestfil ling date are usedfirst.
• storedseparately from othermedical cylinders within thestore
• F sizecylindersandlargershouldbestored vertically.

Warningnoticesprohibitingsmokingandnakedlightsmustbepostedclearly in thecylinderstorageareaandthe
EmergencyServicesshouldbeadvisedof thelocation of thecylinder store.
Careis neededwhenhandlingandusingMedicalHelium cylinders.

6.5 Nature and contents of container

A summary of MedicalHelium cylinders,their size, capacity andconstruction, typeof valvefittedandvalveoutlet
pressureis detailedbelow:

Cylinders
MedicalHelium CylinderandValveDetails
All cylindersusedfor thesupplyof Medical Heliumaremanufacturedfrom steel with a designworking pressureof at
least137bar(g). Thebodyandshoulderof thecylindersarecolouredbrown.

Cylinder Valves
All MedicalHelium cylindersarefit tedwith valveswith outlet connectionsthatconform to BS341(5/8” BSPF). The
cylindervalvesareconstructedfrom high tensilebrasswith asteel spindle fit tedwith aNylon 6.6 insert.

Cylinder Size Water Capacity
(litres)

Gas Content
(litres)

Valve Outlet
Connection

Cylinder
Pressure bar(g)

F 9.3 1200 BS341 No.3
Top Outlet
fittedwith
MPRdevice

137
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6.6 Special precautions for disposal of a used medicinal product or waste materials derived from
such medicinal product and other handling of the product

Careis needin thehandlinganduse of medicalhelium gas cylinders.Helium is considerablelighter thanair, non-toxic,
inertandwill not supportlife. At highconcentrationsit acts as anasphyxiantby displacementof air. Symptomsof
asphyxiation includerapidandgaspingrespiration, rapidfatigue,nauseaandvomitingandcyanosisandmayleadto
lossof consciousnessanddeathfrom anoxia.Helium should never beinhaled exceptin approvedmixtureswith other
gasesandunderauthorisedcircumstances.

General
All personnelhandling Medical Helium gas cylindersshould have adequateknowledgeof the:

• propertiesof thegas
• correctoperatingproceduresfor thecylinder
• precautionsandactionsto betakenin theeventof anemergency.
•

Preparation for Use
To preparethecylinderfor use:

• removethetamper evidentsealandthevalve outlet protection cap. Ensurethecapis retainedsothatit canbe
refittedafteruse.

• ensurethat anappropriateregulatoris selected for connection to thecylinder.
• ensuretheconnectingfaceon theregulatoris cleanandthesealing washer fitted is in goodcondition.
• connecttheregulator,usingmoderateforceonly andconnectthetubingto theregulator/ flowmeteroutlet.

Only theappropriate regulatorshouldbeusedfor theparticular gasconcerned.
• openthecylindervalveslowly andcheckfor anyleaks

Leaks
Havingconnectedtheregulatoror manifoldyoketo thecylindercheck theconnectionsfor leaks usingthefollowing
procedure:

• Shouldleaksoccurthis will usuallybeevident by a hissingnoise.
• Shoulda leakoccurbetweenthevalveoutlet and theregulatoror manifoldyoke,depressuriseandremovethe

fitting andfi t an approvedsealing washer.
• Reconnectthefitting to thevalvewith moderate forceonly, fitt ing a replacementregulatoror manifold tailpipe

asrequired.
• Sealingor jointing compoundsmustneverbeusedto curea leak.
• Neveruseexcessive forcewhenconnecting equipmentto cylinders.

Use of Cylinders
WhenMedicalHelium cylindersarein useensurethattheyare:

• only usedfor medicinalpurposes
• turnedoff, whennot in use,usingonly moderateforce to closethevalve
• only movedwith theappropriatesizeandtypeof trolley or handlingdevice.
• handledwith careandnot knockedviolently or allowedto fall.
• firmly securedto a suitablecylindersupportwhenin use.
• not usedin thevicinity of personssmokingor nearnakedlights.
•

After use
WhenMedicalHelium cylindersareempty ensurethat:

• thecylindervalve is closedusingmoderateforceonly and thepressurein theregulatoror tailpipereleased.
• thevalveoutlet cap,wherefitted, is replaced
• theemptycylindersareimmediatelyreturned to theempty cylinder storefor returnto BOC.

7 MARKETING AUTHORISATION HOLDER

BOC GasesIrelandLimited
J F KennedyDrive
Bluebell
Dublin 12
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8 MARKETING AUTHORISATION NUMBER

PA0208/008/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:01April 1980

Dateof lastrenewal:01April 2010

10 DATE OF REVISION OF THE TEXT

November2015

11 DOSIMETRY

Not applicable

12 INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS

Not applicable
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