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Summary of Product Characteristics

1NAME OF THE MEDICINAL PRODUCT
MedicalOxygenCarbonDioxide mixtures.
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

MedicalOxygen/CarbonDioxide Mixturescylinders are suppliedto the following specifications:
Chemica Conpostion:

Oxygen95.0% +/- 0.5%

Carbon Dioxide 5.0%+/-0.5%

Thespeciication abtoveis the mog comnonly usedmixture.
Therearevariousotha mixturesasfollows:

Oxygen98% CarbonDioxide 2%

Oxygen97% CarbonDioxide 3%

Oxygen90% CarbonDioxide 10%

Oxygen80% CarbonDioxide 20%

TheMedical Oxygenspecificaton conplieswith the currentEuropea Phamacopoeianonographi{0417)and the

Carbon Dioxide specificationconplieswith the current Europea
Phamacopoea monograpi0375)

3PHARMACEUTICAL FORM
Medicinalgas,compessed.

4 CLINICAL PARTICULARS
4.1 Therapeutic I ndications

1 In bloodgasanalyss.
2. For usein the oxygenatoduring extracorporel circulation.

4.2 Posology and method of administration
As appropriag.

4.3 Contraindications

Not applicable

4.4 Special warnings and precautions for use

Theproductshouldbe usedunderthediredion of approprigely trained personnel.

Wherethe paient hasbeenexposedo agens which aretoxic to the lungs,suchasPamlquatthe use of additional
oxygensuchaswithin Medical OxygenCarbonDioxide mixturesshoutl beavaded
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4.5 Interaction with other medicinal productsand other forms of interaction

Theuseof higherlevelsof oxygencanincreaseherisk of pulmonarytoxicity in patientswho havebeenadministered
Bleomycin,AmiodaroneandNitrofurantoin or similar anibiotics. In thesecasedMedical Oxygen/Carbordioxide
mixturesshouldbe adminigeredwith cautonandatlevek keptaslow aspossible.

4.6 Fertility, pregnancy and lactation

Not applicable

4.7 Effects on ability to drive and use machines
Not applicable

4.8 Undesirable effects

Oxygentoxicity canoccurasmanifestedy:
retrolenticularfibroplaga in prematurenfantsexpose to oxygenconentraionsgreate than40%

central nervoussystemstoxicity including dizziness,convulsionsand lossof corsciousessafter only 2-3 hours of
exposureto pureoxygenat 2 or more
aimosphees,e.g.sportsanddeepseadiving.

retrosternalsorenessassociateavith coughing andbreahing difficulties, made worseby smding andexposureo cold
air after breathng pureoxygen
at atmosyeric pressurdor severahours.

Reportingof suspecte@ddverseaeactions

Reportingsuspecte@dverseaeactionsafterauthorisaton of the medicinal productis important.It allowscortinued
monitoring of the bendit/risk balanceof the medidgnal 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

Not applicable

5PHARMACOLOGICAL PROPERTIES
5.1 Phar macodynamic properties

PharmacotherapeutiGroup: Medical Gas
ATC Code:VO3ANO02,VO3ANO1

Thechamcteistics of nitrousoxideare-

Oderlesscolourlessgas

Moduar weight: 32.00
Boiling point: -183.1C (at 1bar)
Density: 1.335kg/m3at 15°C)

Oxygenis presentin the atmospherat 21% and is an absolutenecessityor life.
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Thechamacteaistics of CarbonDioxide are-

Odourless,colourlessgas.

Moddar weight: 44.00
Boiling point: - 78.5C (at1bar)
Density: 1.872kg/m3at 15°C)

5.2 Phar macokinetic properties

Not applicable

5.3 Preclinical safety data

Not applicable

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

None.

6.2 Incompatibilities

WhereasOxygenvigorouslysupportcombustionCarbonDioxide is an asphyxiantt high conentration.
Oxygen/CarborDioxide mixturesshouldbe treatel asOxygen.Oxygenis nonflammablebut stronglysuppots
combustion(includingsomematerialswhich do not normaly burnin air). It is highly dangerousvhenin contact with
oils, greasestarry subsancesandmanyplastics dueto therisk of spontaneuscombustionwith high pressuregases.
Oxygen/CarborDioxide medicalgasmixturesshoutl not be usedwith adrenergc substancesuchasadrenaline.

6.3 Shelf life

lyear.
6.4 Special precautionsfor storage

MedicalOxygenCarbonDioxide GasMixture cylinders shouldbe:
» 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

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

Careis neededvhenhandlingandusingMedical Oxygen/CarbonDioxide Gas Mixture cylinders,
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6.5 Nature and contents of container

A summay of Medical Oxygen/Carbomioxide GasMixture cylinders, their sizeandconstuctionandtype of valve
fittedaredetailedbelow:

CylinderSize GasContentLitres | Cylinder Valve Outlet Valve
Constructon Constuctior
F 136C Stee BS341No.3Top | Bras:
outlet MPR valve
G 340C Stee BS341No.3Top | Bras:
outlet MPR valve
J 6800 Steéd BS341No.3Top | Brass
outlet MPR valve

Cylinders

All cylindersusedfor the supply of Medicd Oxygen/CarbonDioxide Gas Mixturesare manufcturedrom hightensile
steelanddesignedvith aworking pressire of atleast 137 bar(g). Thecylinders havea blackbodywith agrey and
white quareredshoulder.

Cylinder Valves

MedicalOxygenCarbonDioxide GasMixture cylinders are fitted with valveswith outletconnectionshatconfom to
BS341(5/8" BSPF). Thecylindervalvesare construcedfrom high tensilebrasswith a steelspindk fitted with a
Nylon 6.6insert Thesecylindersaredesigne to be usad with anaddtiond pressireregulator

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 OxygenCarbonDioxide GasMixture cylindersshould have adequaté&nowledge:

e propertiesof thegas
e correctoperaing proceduregor thecylinder
¢ precautios andactionsto betakenin the eventof anemegency.

Preparation for Use
To preparghecylinderfor use:

o remove the tamper evidentsealandthevalve outlet protecion cap. Ensurethe capis retainedsothatit canbe
refittedafteruse

ensue thebatchlabelfittedto the cylinderis notremovedor discarded

ensuethatanappropriateegulatoris selected for connecton to the cylinder.

ensue theconnectiig faceon theregulatoris cleanand the seaing washeffittedis in goodcondition.
connecttheregulator,using moderatgorce only and connecthetubingto theregulator/ flowmeteroutlet. Only
the appropria¢ reguator shouldbe usedfor the paricular gasconcened.

o openthecylindervalve slowly andcheckfor anyleaks.

Leaks
Having connectédtheregulatoror manifoldyoketo the cylindercheck the connectiongor leaks usingthe following
procedure:

o Shoud leaksoccurthis will usually be evident by a hissingnoise.

o Shoud aleakoccurbetweenthevalve outlet and theregulatoror manifold yoke,depessurie andremovethe
fitting andfit anapprovedseaing washer.Reconnet thefitting to the valve with modeateforceonly, fitting a
replacementregulatoror manifold tailpipeasrequired.

¢ Sealingor jointing compoundsnustneverbe usedto curealeak.

o If leakpersists]abelcylinderandreturnto BOC
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Use of Cylinders
WhenMedicalOxygen/Carbomioxide GasMixturecylindersarein useensurehattheyare:

only usedfor medicinalpurpo®s.

turnedoff, whennotin use,usingonly modeateforceto closethevalve

only movedwith the appropriatesize andtype of trolley or handlng device.
handledwith careand notknockedviolently or allowed to fall.

firmly securedo a suitabk cylindersupportwhenin use

not allowedto haveany markings,labek or batd labds obscurée or removed
not usedin the vicinity of personsmokingor near nakedlights.

After use
Whenthe Medical Oxygen/CarborDioxide Gas Mixture cylindersare enpty
ensure thatthe:
¢ cylindervalveis closedusingmoderatdorce only andthe pressuren theregulatoror tailpipereleased.
o valveoutletcap,wherefitted, is replaced
o empty cylindersareimmediatelyreturnedto an empy cylinder storagearea for returnto BOC.
7MARKETING 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 Sepemberl1985

Dateof lastrenewal:01 April 2010

10 DATE OF REVISION OF THE TEXT

SeptembeR016

11 DOSIMETRY

Not applicable

12 INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS

Not applicabl
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