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Summary of Product Characteristics

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

MedicalAir cylindersaresuppliedto thefollowing speifi caion:

OxygenConent20.9%0, + 0.3%
Nitroger

TheMedical Air specfication complieswith the current Europea Phamampoeiamonograph1238).
3PHARMACEUTICAL FORM

Medicinalgas,compessed.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications
MedicalAir is used:
o] As areplacementor atmospheri@ir whenthe atmospheres contamnated by noxiousfumes, vapoursor gases.

o] As apowersouicefor pneumaticequipment
o] In ventiatorsandincubatorgo provideunconaminated andcontroled air flows.

4.2 Posology and method of administration

Thereis nodistinctionin the useof medical air betwe@ agegroups.

For breathingpurposs, medicalair is admhnisteredby variousmeanscomnonly by self-cortainedor compresseair
line breathingapparatus.

4.3 Contraindications

Medicalair is conta-indicatedwhenoxygenor othergaseougsombinaionsarenealed(airway obstuction,pneumoni:
and a myriadof cardioregiratory conditions).

4.4 Special warnings and precautions for use

Medicalair shouldneverbegivenif it contanslessthan 21%oxygen. Careis neededn thehandlinganduseof
medcal air gascylinders

4.5 Interaction with other medicinal productsand other forms of interaction

Not applicable
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4.6 Fertility, pregnancy and lactation

Medicalair doesnot adversly affectpregnancyandlaciation.

4.7 Effects on ability to drive and use machines

Theuseof medral air doesnot affectthe ability to drive or usemachnery.
4.8 Undesirable effects

Not applicable

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
sugpectedadversaeactionsvia HPRA Pharnacovigilance EarlsfortTerrae, IRL - Dublin 2; Tel: +3531 6764971,
Fax: +3531 6762517 Webste: www@hpra.ie e-mail: medsafet@hpra.ie

4.9 Overdose

None applicable

5SPHARMACOLOGICAL PROPERTIES
5.1 Phar macodynamic properties

PharmacotherapeutiGroup:Medical Gas
ATC Code:VO3AN

Thechamacteistics of medical air are:

- Odourlessgolourles gas.

- Molecularweight 29.00
- Boiling point -194°C (at1 bar)
- Density 1.225kgm3 (at 15°C)

Atmospherair containsapproxinately 12% oxygen,78% nitrogenand1% argonwith tracecontentsf otherinert
gases(xeron, neon krypton).

Thenitrogenis absoutely inert, butthe oxygenin air is essatial to life for its cellular respiatoryfunction.

5.2 Phar macokinetic properties

Under corditionsof normalatmospheripressurethe pharmaokineic daaon air, areessentiallythoseof respiration,
oxygencarriageandcellularmetaboilsm andare inappicable.

5.3 Preclinical safety data
Not applicable
6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

None
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6.2 ncompatibilities

Medicalair is nonflammablebut supportscombustionlt is highly dangeouswhenin contact with oils, gasestarry
substancesndmanyplagics dueto therisk of spontaneuscombuston with high pressue gases.

6.3 Shelf life

lyear.

6.4 Special precautionsfor storage

MedicalAir cylindersshouldbe:
» storedundercover,preferablyinside, keptdry and clean, andnot subjectedto extremesof heator cold and
away from stodks 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

F sizecylindersandlargershould be stored vertically. E sizecylindersand smallershould be stored
horizontally.

Warningnoticesprohibitingsmokingandnakedli ghtsmustbe postedclearly in the cylinderstorageareaandthe
EmegencyServiceshouldbe advisedof thelocaion of thecylinder store.

Careis neededvhenhandlingandusingMedical Air cylinders.
6.5 Nature and contents of container

A summay of Medical Air cylinders,their sizeandconstrution, type of valvefitted andvalve outiet pressue is
detailedbelow:

Cylindersize GasContent Cylinder Valve Outler Valve Outlet
(litres) Constructior Pressurébar(Q)
AZ 16C Aluminium Pin Index 137
E 64C Sted Pin Index 137
Thumbwheel
valve
F 128C Sted BS341No.2
Top OutletMPR
Valve
G 320C Sted BS341No.2 137
Top OutletMPR
Valve
J 640C Sted Sidespindk Pin 137
IndexValve
Cylinders

All cylindersusedfor the storageof Medical Air are manufactured from high tensile steelor aluminium.

Thecylindersaredesgnedwith working pressuref atleastl37bar(g). Thecylindersare colouredgreywith a black
and white quareredshoulder.
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Cylinder Valves

MedicalAir cylindersarefittedwith valves with outlet connectionsthatconformto eitherlS0407 (pin index)or BS
341 (5/8" BSPF) andarefilled to 137bar(g).

Thesecylindervalvesarecongructedfrom high tensik brasswith a stee spindlefitted with a Nylon 6.6insert.
Cylindersaredesgnedto be usedwith anaddtional pressureaegulabor

Cylindersfor use with MRI Scanners

The AZ Medical Air cylindershellis manufacturedfrom aluminium and the valve from high tensilebrassandother
non-magneic componentghatarenotattracedby high magnéic fields. The AZ Medical Air cylinder labelcariesthe
statement Suitablefor usewith MRI scannes andis theonly padkagethatis specifiedassuitablefor usewithin the
vicinity of MRI scanners

6.6 Special precautionsfor disposal of a used medicinal product or waste materialsderived from
such medicinal product and other handling of the product

All persomel handing Medical Air cylinders shoutl haveadequateknowledgeof:
» propertesof thegas
e correctoperatingoroceduesfor thecylinder
* precautionandactionsto betakenin theeventof anemegency.
Preparation for use
To preparghecylinderfor use:
* removethetamper evidentsealandthe valve outlet protecion cap. Ensurethe capis retainedsothatit canbe
refittedafteruse.
* enwretha anappropriateMedical Air reguhbtoris selected for connedion to thecylinder.
* ensretheconnectingaceonthereguhtoris cleanandthe seaing washe fitted is in goodcondition.
» connectheregulatorusingmoderatdorce only andconnectthetubingto theregulator/ flowmeteroutlet.
Only theappropria¢ regulatorshouldbe usedfor the particular gasconcened.
* neveruseexcessivdorcewhenconneting equipmentto cylinders.
» openthecylindervalve slowy andcheckfor anyleaks.
Leaks
Having conneceédtheregulatoror manifoldyoketo thecylindercheck the
connectionsfor leaks usng thefollowing procedure
* Shouldleaksoccurthiswill usuallybeevident by a hissingnoise.
* Shouldaleakoccurbetweenthevalve outlet and theregulatoror manifold yoke,depessuriseandremovethe
fitting andfit an approvedseaing wadher.
» Reconnecthefitting to the valvewith moderag force only, fitting areplacementegulatoror manifold tailpipe
asrequired
* Sealingor jointing conpoundsmustneverbeusedto curealeak.
* If le&k persists]abelcylinderandreturnto BOC

Use of cylinders
WhenMedicalAir cylindersarein useensurehattheyare:
» only usedfor medicinalpurposes.
turnedoff, whennotin use,usingonly modeateforce to closethevalve
only movedwith theappropriatesizeandtype of trolley or handlng device.
handledwith careandnot knockedviolently or allowedto fall.
firmly securedo asuitablecylindersupportwhenin use.
notusedin thevicinity of peronssmokingor near nakedlights.

Use of cylinderswith MRI scanners

WhenMedicalAir cylindersarerequiredto beuse in thevicinity of MRI sa@annerstheyshouldbetestedwith the
appropriae equipmento ensue thatthey have no componerg thatare atraded by high magnetidields.

It is recommendethatonly AZ Medicd Air cylinde areusedin thevicinity of MRI scanners.
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After use

Whenthe Medical Air cylindersareenpty ensurehd the
» cylindervalveis closedusingmoderae force only andthe pressuren theregulatoror tailpipereleased.
» valveoutletcep, wherefitted, is replacd
* emptycylindasareimmediatelyreturnedto an empty cylinder storefor retun to BOC.

7T MARKETING AUTHORISATION HOLDER

BOC GasedrelandLimited

JF KennedyDrive

Bluebell
Dublin 12

8 MARKETING AUTHORISATION NUMBER

PA0208/0®/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Dateof first authorisation:27 Sepember1985

Dateof lastrenewal:01 April 2010

10 DATE OF REVISION OF THE TEXT

November201¢

11 DOSIMETRY

Not applicable

12 INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS

Not applicabl
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