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Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT
MedicalHelium
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

MedicalHelium Cylindersaresuppliedto the following specfication:
Helium 99.5%

TheMedicalHelium cylinder specificaton complies with the current Europen
Pharmacopoea monograph(2155).

3PHARMACEUTICAL FORM
Medicinalgas,compessed.
4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

Becausef its low densityheliumflows throughan orifice much moreeasily thenothermedicalgases.

Heliumis usedwith aleast21% oxygenin thefollowing circumstanes:

To assst theflow of oxygeninto thealveoli of patientswith severerespirabry obstruction.

To preventatekeciasis

In variousconcentrationsn conunctionswith air or oxygen, for gas transfedung functiontests.

4.2 Posology and method of administration

Thereis no distinctiongenerallybetweerthe useof hdium in agegroups. In its role asa cariier for oxygen,heliumis
administeredthroughthe lungsby inhalaton with 21%or higherconentrdionsof oxygenby maskor endotracheal

tube. Cylindersshouldonly beusedin conjunctionwith medical hdium gaspressue reguldors,althoughmedical
oxygengaspressurgegulatols maybeusedonthe F-sizeheliumcylinders.

4.3 Contraindications
Not applicable
4.4 Special warnings and precautions for use

Helium shouldneverbe usedwith lessthan21% oxygen.
Heliumwill diffusethroughrubbertubing.
Careis neededn thehandlinganduseof medical hdium gascylinders.
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4.5 Interaction with other medicinal productsand other forms of interaction
Not applicable

4.6 Fertility, pregnancy and lactation

Helium doesnot advesely affect pregnang and lactation.

4.7 Effects on ability to drive and use machines

Not applicable

4.8 Undesir able effects

With helium the only undesiableeffectwill resultfrom lessthan21% oxygen, beinggivenwith the heliumwhen,
with decreasig oxygen levels,asphyxiawil | reault.

Reportingof suspecte@dversaeactions

Reportingsuspecte@adversaeactionsafterauthorisaton of the medicinal productis important.It allowscortinued
monitoring of the bendit/risk balanceof the medianal produd. Heathcae professionalsre askedo reportany
sugpectedadverseeactionsvia HPRA Pharnacovigilance EarlsfortTerrag, IRL - Dublin 2; Tel: +3531 6764971
Fax: +3531 6762517 Webste: www.hpra.ie e-mail: medsafet@hpra.ie

4.9 Overdose

As detailedin section 4.8, Undesirable effects above
5SPHARMACOLOGICAL PROPERTIES
5.1 Phar macodynamic properties

PhamacotherapeutiGroup:Medical Gas
ATC Code:VO3ANO3

Thechamcteistics of helium are:
an inert, odourkess,colourles gas.

- Molecularweight 4.00
- Boiling point -269°C (at1 bar)
- Density 1.169kgM3 (at15°C)

Helium hasno physiologicalactivity andwill notsupportlife.

5.2 Phar macokinetic properties

Helium hasa low coefficientof solubility andhigh rate of diffusion comparedwith nitrogen. It is completelyinertand
non-toxic. Whenheliumreplaceghenitrogen in air, the specifc gravity of theresultantheium/oxygen(79:21)
mixtureis 341 (comparedvith air at 1000).This mixture flowsthroughbronchithreetimesmore easilythenair. In

patientswith respratory obstuction,therebre, more oxygenmay be presenédto the alveolifor the sameventilaory
effort. Theabsorptiorof heliumfrom alveol is very slow. Inhadation of heium maybe usedto 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 dangerousvhenin contactwith oils, gasestarry substanceandmanyplasticsdueto therisk
of spontareouscombustionwith high pressureyases.

6.3 Shelf life
lyear
6.4 Special precautionsfor storage

MedicalHelium cylindersshout be:

» storedundercover,preferablyinside, keptdry and clean, andnot subjectedto extremesof heator cold and
awgy from stoks of combustiblematerid.
storedseparatly from indudrial andothernon-medical cylinders.
storedto maintain separatiorbetweerfull andempty cylinders.
usedin strict rotationso thatcylinderswith the eariestfil ling date are usedfirst.
storedseparatly from othermedical cylinders within the store

* Fsizecylindersandlargershouldbe stored vertically.
Warningnoticesprohibitingsmokingandnakedlightsmustbe postedclearly in thecylinderstorageareaandthe
EmegencyServicesshouldbe advisedof thelocaion of thecylinder store.
Careis neededvhenhandlingandusingMedicalHelium cylinders.

6.5 Nature and contents of container

A summay of MedicalHelium cylinders,their size capaity and construcion, type of valvefitted andvalve outlet
pressuras detiledbelow:

Cylinder Size | Water Capacity | GasContent | Valve Outlet Cylinder
(litres) (litres) Connection Pressur e bar (g)
F 9.3 1200 BS 341 No.2 137
Top Outlet
fitted with
MPRdevice

Cylinders

MedicalHelium CylinderandValve Defails

All cylindersusedfor the supply of Medicd Helium aremanufactiredfrom steel with a designworking pressuref at
leastl37bar(g). Thebodyandshoulderof thecylindersarecolouredbrown.

Cylinder Valves
All Medical Helium cylindersarefitted with valveswith outlet connectonsthatconformto BS 341 (5/8° BSPF). The
cylindervalvesarecongructedfrom high tensilebrasswith a steel spindk fittedwith a Nylon 6.6insert
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6.6 Special precautionsfor disposal of a used medicinal product or waste materialsderived from
such medicinal product and other handling of the product

Careis needin the handlinganduse of medical helium gas cylinders.Heliumis considerabldighter thanair, non-toxic,
inertandwill not supportife. At high concentrationsit acts as anasphyxiantby displa@mentof air. Symptomsof
asphyxiaion includerapidandgaspingrespiraion, rapidfatigue, nausea andvomiting andcyanoss andmay leadto
lossof consciousnesanddeathfrom anoxia. Helium shoutl never beinhalel exceptin approvedmixtureswith other
gasesand underauthorisedcircumstances.

General
All persomel handing Medical Helium gas cylindersshoutl have adeguateknowledgeof the:
» propertesof thegas
e correctoperatingoroceduesfor thecylinder
* precautionandactionsto betakenin theeventof anemegency.
Preparation for Use
To preparehecylinderfor use:
* removethetamper evidentsealandthevalve outlet protecion cap. Ensurethe capis retainedsothatit canbe
refittedafteruse.
* engsiretha anappropriateegulators selected for connecion to thecylinder.
* engretheconnectingaceonthereguhtoris cleanandthe seaing washe fitted is in goodcondition.
» connectheregulatorusingmoderatdorce only andconnectthetubingto theregulator/ flowmeteroutlet.
Only theappropria¢ regulatorshouldbe usedfor the particular gasconcened.
» openthecylindervalve slomy andcheckfor anyleaks
Leaks
Having conneceédtheregulatoror manifoldyoketo the cylindercheck the connectiongor leaks usingthe following
procedure:
* Shouldleaksoccurthiswill usuallybeevident by a hissingnoise.
Shouldaleakoccurbetweenthe valve outlet and theregulator or manifold yoke,depessuriseandremovethe
fitting andfit an approvedseaing wadher.
Reconnecthefitting to thevalvewith moderag force only, fitting areplacementegulatoror manifold tailpipe
asrequired
Sealingor jointing compoundsmustneverbe usedto curealeak.
Never useexceswe forcewhenconnecing equipnentto cylinders.

Use of Cylinders
WhenMedicalHelium cylindersarein useensurehattheyare
» only usedfor medicinalpurposes
turnedoff, whennotin use,usingonly modeateforce to closethevalve
only movedwith theappropriatesizeandtype of trolley or handling device.
handledwith careandnot knockedviolently or allowedto fall.
firmly securedo a suitablecylindersupportwhenin use.
notusedin thevicinity of peronssmokingor near nakedlights.

After use

WhenMedicalHelium cylindersareempt ensurethat:
» thecylindervaveis closedusingmoderatdorce only and the pressurein theregulatoror tailpipereleased.
» thevalveoutlet cap,wherefitted, isreplaced
» theemptycylindersareimmediatelyreturnel to the empty cylinder storefor returnto BOC.

7MARKETING AUTHORISATION HOLDER

BOC GasedrelandLimited
JF KennedyDrive
Bluekell

Dublin 12
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8 MARKETING AUTHORISATION NUMBER

PA0208/0@/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Dateof first authorisation:01 April 1980

Dateof lastrenewal:01 April 2010

10 DATE OF REVISION OF THE TEXT

November201¢

11 DOSIMETRY

Not applicable

12 INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS

Not applicable
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