
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

MedicalOxygen/CarbonDioxidemixtures.

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

MedicalOxygen/CarbonDioxideMixturescylinders are suppliedto thefollowing specifications:

Chemical Composition:
Oxygen95.0%+/- 0.5%
CarbonDioxide5.0%+/-0.5%

Thespecificationaboveis themost commonly usedmixture.
Therearevariousother mixturesasfollows:

Oxygen98% CarbonDioxide2%
Oxygen97% CarbonDioxide3%
Oxygen90% CarbonDioxide10%
Oxygen80% CarbonDioxide20%

TheMedicalOxygenspecificationcomplieswith thecurrentEuropean Pharmacopoeiamonograph(0417)and the
CarbonDioxidespecificationcomplieswith thecurrent European
Pharmacopoeiamonograph(0375)

3 PHARMACEUTICAL FORM

Medicinalgas,compressed.

4 CLINICAL PARTICULARS

4.1 Therapeutic Indications

1. In bloodgasanalysis.
2. For usein theoxygenatorduringextracorporeal circulation.

4.2 Posology and method of administration

As appropriate.

4.3 Contraindications

Not applicable.

4.4 Special warnings and precautions for use

Theproductshouldbeusedunderthedirection of appropriately trained personnel.

Wherethepatient hasbeenexposedto agentswhicharetoxic to thelungs,suchasParaquat,theuseof additional
oxygensuchaswithin Medical Oxygen/CarbonDioxidemixturesshould beavoided.
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4.5 Interaction with other medicinal products and other forms of interaction

Theuseof higherlevelsof oxygencanincreasetherisk of pulmonarytoxicity in patientswhohavebeenadministered
Bleomycin,AmiodaroneandNitrofurantoin or similarantibiotics. In thesecasesMedicalOxygen/Carbondioxide
mixturesshouldbeadministeredwith cautionandat levels 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 canoccurasmanifestedby:
retrolenticularfibroplasia in prematureinfantsexposed to oxygenconcentrationsgreater than40%.

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

retrosternalsorenessassociatedwith coughing andbreathing difficul ties, made worseby smoking andexposureto cold
air after breathingpureoxygen
at atmosphericpressurefor severalhours.

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

Not applicable.

5 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

PharmacotherapeuticGroup:MedicalGas
ATC Code:V03AN02,V03AN01

Thecharacteristics of nitrousoxideare:-

Oderless, colourlessgas.
Modular weight: 32.00
Boiling point: -183.1̊C (at 1bar)
Density: 1.335kg/m3(at 15̊ C)

Oxygenis presentin theatmosphereat 21%and is an absolutenecessityfor life.
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Thecharacteristics of CarbonDioxide are:-

Odourless,colourlessgas.
Modular weight: 44.00
Boiling point: - 78.5̊C (at 1bar)
Density: 1.872kg/m3(at 15̊ C)

5.2 Pharmacokinetic properties

Not applicable.

5.3 Preclinical safety data

Not applicable.

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

None.

6.2 Incompatibilities

WhereasOxygenvigorouslysupportcombustion,CarbonDioxide isan asphyxiantat highconcentration.

Oxygen/CarbonDioxidemixturesshouldbetreated asOxygen.Oxygenis non-flammablebut stronglysupports
combustion(includingsomematerialswhichdonot normally burnin air). It is highly dangerouswhenin contact with
oils, greases,tarrysubstancesandmanyplastics dueto therisk of spontaneouscombustionwith highpressuregases.

Oxygen/CarbonDioxidemedicalgasmixturesshould not beusedwith adrenergic substancessuchasadrenaline.

6.3 Shelf life

1 year.

6.4 Special precautions for storage

MedicalOxygen/CarbonDioxideGasMixture cylinders shouldbe:
• 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

Warningnoticesprohibitingsmokingandnakedlightsmustbepostedclearly in thecylinderstorageareaandthe
EmergencyServicesshouldbeadvisedof thelocation of thecylinder store.

Careis neededwhenhandlingandusingMedicalOxygen/CarbonDioxideGas Mixture cylinders.
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6.5 Nature and contents of container

A summary of MedicalOxygen/CarbonDioxide GasMixture cylinders, their sizeandconstructionandtypeof valve
fittedaredetailedbelow:

Cylinders
All cylindersusedfor thesupplyof Medical Oxygen/CarbonDioxideGas Mixturesare manufacturedfrom high tensile
steelanddesignedwith aworkingpressureof at least 137bar(g). Thecylinders haveablackbodywith agreyand
whitequarteredshoulder.

Cylinder Valves
MedicalOxygen/CarbonDioxideGasMixture cylinders are fittedwith valveswith outletconnectionsthatconform to
BS341 (5/8" BSPF). Thecylindervalvesareconstructedfrom high tensilebrasswith a steelspindle fitted with a
Nylon6.6 insert. Thesecylindersaredesigned to beused with anadditional pressureregulator.

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 Oxygen/CarbonDioxideGasMixturecylindersshouldhaveadequateknowledge:

� propertiesof thegas
� correctoperating proceduresfor thecylinder
� precautions andactionsto betakenin theeventof anemergency.

Preparation for Use
To preparethecylinderfor use:

� remove the tamperevidentsealandthevalveoutlet protection cap. Ensurethecapis retainedsothatit canbe
refittedafteruse

� ensure thebatchlabelfittedto thecylinderis not removedor discarded
� ensure thatanappropriateregulatoris selected for connection to thecylinder.
� ensure theconnecting faceon theregulatoris cleanand thesealing washerfittedis in goodcondition.
� connecttheregulator,usingmoderateforce only andconnectthetubingto theregulator/ flowmeteroutlet.Only

theappropriate regulatorshouldbeusedfor theparticular gasconcerned.
� openthecylindervalveslowly andcheckfor anyleaks.

Leaks
Havingconnectedtheregulatoror manifoldyoketo thecylindercheck theconnectionsfor leaks usingthefollowing
procedure:

� Should leaksoccurthis will usually beevident by ahissingnoise.
� Should a leakoccurbetweenthevalveoutlet and theregulatoror manifoldyoke,depressurise andremovethe

fitting andfit anapprovedsealing washer.Reconnect thefitt ing to thevalvewith moderateforceonly, fitting a
replacementregulatoror manifold tailpipeasrequired.

� Sealingor jointingcompoundsmustneverbeusedto curea leak.
� If leakpersists,labelcylinderandreturnto BOC

CylinderSize GasContentLit res Cylinder
Construction

ValveOutlet Valve
Construction

F 1360 Steel BS341No.3Top
outlet MPR valve

Brass

G 3400 Steel BS341No. 3 Top
outlet MPR valve

Brass

J 6800 Steel BS341No. 3 Top
outlet MPR valve

Brass

Health Products Regulatory Authority

______________________________________________________________________________________________________________________

Date Printed 13/09/2016 CRN 2181152 page number: 4



Use of Cylinders
WhenMedicalOxygen/CarbonDioxideGasMixturecylindersarein useensurethattheyare:

� only usedfor medicinalpurposes.
� turnedoff, whennot in use,usingonly moderateforceto closethevalve
� only movedwith theappropriatesizeandtypeof trolleyor handlingdevice.
� handledwith careand not knockedviolently or allowed to fall.
� firmly securedto a suitable cylindersupportwhenin use
� not allowedto haveanymarkings,labels or batch labels obscured or removed
� not usedin the vicinity of personssmokingor near nakedlights.

After use
WhentheMedicalOxygen/CarbonDioxideGas Mixture cylindersareempty
ensure thatthe:

� cylinder valveis closedusingmoderateforceonly andthepressurein theregulatoror tailpipereleased.
� valveoutletcap,wherefitted, is replaced
� empty cylindersareimmediatelyreturnedto an empty cylinder storagearea for returnto BOC.

7 MARKETING AUTHORISATION HOLDER

BOC GasesIrelandLimited
J F KennedyDrive
Bluebell
Dublin 12

8 MARKETING AUTHORISATION NUMBER

PA0208/004/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:27September1985

Dateof lastrenewal:01April 2010

10 DATE OF REVISION OF THE TEXT

September2016

11 DOSIMETRY

Not applicable

12 INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS

Not applicable
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