
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

MedicalAi r

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

MedicalAi r cylindersaresuppliedto thefollowingspecification:

OxygenContent20.9%02 ± 0.5%

Nitrogen

TheMedicalAir specificationcomplieswith thecurrent European Pharmacopoeiamonograph(1238).

3 PHARMACEUTICAL FORM

Medicinalgas,compressed.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

MedicalAi r is used:

o As a replacementfor atmosphericair whentheatmosphereis contaminatedby noxiousfumes,vapoursor gases.
o As a powersourcefor pneumaticequipment.
o In ventilatorsandincubatorsto provideuncontaminated andcontrolledair flows.

4.2 Posology and method of administration

Thereis nodistinctionin theuseof medical air between agegroups.
For breathingpurposes, medicalair is administeredby variousmeans,commonly by self-containedor compressedair
linebreathingapparatus.

4.3 Contraindications

Medicalair is contra-indicatedwhenoxygenor othergaseouscombinationsareneeded(airway obstruction,pneumonia
and a myriadof cardio-respiratoryconditions).

4.4 Special warnings and precautions for use

Medicalair shouldneverbegivenif it containslessthan 21%oxygen. Careis neededin thehandlinganduseof
medical air gascylinders.

4.5 Interaction with other medicinal products and other forms of interaction

Not applicable.
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4.6 Fertility, pregnancy and lactation

Medicalair doesnot adversely affectpregnancyandlactation.

4.7 Effects on ability to drive and use machines

Theuseof medicalair doesnot affecttheability to driveor usemachinery.

4.8 Undesirable effects

Not applicable.

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

None applicable.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

PharmacotherapeuticGroup:MedicalGas
ATC Code:V03AN

Thecharacteristics of medical air are:

- Odourless,colourless gas.
- Molecularweight 29.00
- Boiling point -194˚C (at 1 bar)
- Density 1.225kg/m3 (at 15˚C)

Atmosphereair containsapproximately12%oxygen,78%nitrogenand1%argonwith tracecontentsof otherinert
gases(xenon,neon,krypton).
Thenitrogenis absolutely inert, but theoxygenin air is essential to li fe for its cellular respiratoryfunction.

5.2 Pharmacokinetic properties

Underconditionsof normalatmosphericpressure,thepharmacokinetic dataonair, areessentiallythoseof respiration,
oxygencarriageandcellularmetabolism andare inapplicable.

5.3 Preclinical safety data

Not applicable.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

None
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6.2 Incompatibilities

Medicalair is non-flammablebut supportscombustion.It is highly dangerouswhenin contact with oils, gases,tarry
substancesandmanyplastics dueto therisk of spontaneouscombustion with highpressure gases.

6.3 Shelf life

1 year.

6.4 Special precautions for storage

MedicalAi r cylindersshouldbe:
• 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. E sizecylindersandsmallershouldbestored

horizontally.

Warningnoticesprohibitingsmokingandnakedlightsmustbepostedclearly in thecylinderstorageareaandthe
EmergencyServicesshouldbeadvisedof thelocation of thecylinder store.

Careis neededwhenhandlingandusingMedicalAi r cylinders.

6.5 Nature and contents of container

A summary of MedicalAir cylinders,their sizeandconstruction, typeof valvefitted andvalveoutlet pressure is
detailedbelow:

Cylinders
All cylindersusedfor thestorageof Medical Air aremanufactured from high tensilesteelor aluminium.

Thecylindersaredesignedwith workingpressureof at least137bar(g). Thecylindersarecolouredgreywith a black
and whitequarteredshoulder.

Cylindersize GasContent
(litres)

Cylinder
Construction

Valve Outlet ValveOutlet
Pressurebar(g)

AZ 160 Aluminium Pin Index 137
E 640 Steel Pin Index

Thumbwheel
valve

137

F 1280 Steel BS341No.3
TopOutletMPR
Valve

G 3200 Steel BS341No.3
TopOutletMPR
Valve

137

J 6400 Steel SidespindlePin
IndexValve

137
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Cylinder Valves
MedicalAi r cylindersarefi ttedwith valveswith outlet connectionsthatconformto eitherIS0407(pin index)or BS
341 (5/8" BSPF) andarefilled to 137bar(g).
Thesecylindervalvesareconstructedfrom high tensile brasswith asteel spindlefitted with aNylon 6.6 insert.
Cylindersaredesignedto beusedwith anadditionalpressureregulator

Cylinders for use with MRI Scanners
TheAZ MedicalAir cylindershell is manufacturedfrom aluminium and thevalve from high tensilebrassandother
non-magnetic componentsthatarenotattractedby highmagnetic fields.TheAZ MedicalAir cylinder labelcarriesthe
statement‘Suitablefor usewith MRI scanners’ andis theonly packagethatis specifiedassuitablefor usewithin the
vicinity of MRI scanners.

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

All personnelhandling Medical Air cylinders should haveadequateknowledgeof:
• propertiesof thegas
• correctoperatingproceduresfor thecylinder
• precautionsandactionsto betakenin theeventof anemergency.

Preparation for use
To preparethecylinderfor use:

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

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

Only theappropriate regulatorshouldbeusedfor theparticular gasconcerned.
• neveruseexcessiveforcewhenconnectingequipmentto cylinders.
• openthecylindervalveslowly andcheckfor anyleaks.

Leaks
Havingconnectedtheregulatoror manifoldyoketo thecylindercheck the
connectionsfor leaks using thefollowing 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.
• If leak persists,labelcylinderandreturnto BOC

Use of cylinders
WhenMedicalAir 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.

Use of cylinders with MRI scanners
WhenMedicalAir cylindersarerequiredto beused in thevicinity of MRI scanners,theyshouldbetestedwith the
appropriateequipmentto ensure thattheyhave nocomponents thatare attractedby highmagneticfields.
It is recommendedthatonly AZ Medical Air cylinder areusedin thevicinity of MRI scanners.
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After use
WhentheMedicalAir cylindersareempty ensurethat the:

• cylindervalve is closedusingmoderate forceonly andthepressurein theregulatoror tailpipereleased.
• valveoutletcap, wherefitted, is replaced
• emptycylinders areimmediatelyreturnedto an empty cylinder storefor return to BOC.

7 MARKETING AUTHORISATION HOLDER

BOC GasesIrelandLimited
J F KennedyDrive
Bluebell
Dublin 12

8 MARKETING AUTHORISATION NUMBER

PA0208/009/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:27September1985

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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