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medical devices used in air ambulances
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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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EN 13718-1 : 2008, Medical vehicles and their equipment -Air ambulances -Part 1:
Requirements for medical devices used in air ambulances.
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2-8 EN 737-1, Medical gas pipeline systems - Part 1: Terminal units for compressed
medical gases and vacuum

2-9 EN 980, Symbols for use in the labelling of medical devices

2-10 EN 1041, Information supplied by the manufacturer with medical devices

2-11 EN 13220, Flow-metering devices for connection to terminal units of medical gas

pipeline systems

2-12 IEC 60601 (all parts), Medical electrical equipment

2-13 ISO 407 : 2004, Small medical gas cylinders - Pin-index yoke-type valve
connections

2-14 ISO 10524-1: 2006, Pressure regulators for use with medical gases - Part 1:
Pressure regulators and pressure regulators with flow-metering devices

2-15 ISO 10524-3 : 2005, Pressure regulators for use with medical gases - Part 3:
Pressure regulators integrated with cylinder valves

2-16 ISO 19054 : 2005, Rail systems for supporting medical equipment

2-17 ISO 3795, Road vehicles, and tractors and machinery for agriculture and forestry -
Determination of burning behaviour of interior materials

2-18 ISO 7137, Aircraft - Environmental conditions and test procedures for airborne
equipment

2-19 European Aviation Safety Agency, EASA Part 21: Certification of aircraft and
related products, parts and appliances, and of design and production organisations '
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1- helicopter emergency medical service
2- helicopter intensive care medical service
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1-Interface
2- interoperability
3- powered medical devices
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[12] Council Directive 93/42/EEC of 14 June 1993 covering medical devices (see Annex ZA)
[13] Council Directive 86/188/EEC of 12 May 1986 on the protection of workers from the
risks related to exposure to noise at work
[14] Council Directive 89/391/EEC of 12 June 1989 on the introduction of measures to
encourage improvements in the safety and health of workers at work
[15] Council Directive 90/269/EEC of 29 May 1990 on the minimum health and safety
requirements for the manual handling of loads where there is a risk particularly of back
injury to workers (fourth individualDirective within the meaning of Article 16 (1) of

Directive 89/391/EEC)
[16] Directive 95/28/EC of the European Parliament and of the Council of 24 October 1995
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relating to the burning behaviour of materials used in the interior construction of certain
categories of motor vehicle

[17] EN 737-4, Medical gas pipeline systems - Part 4: Terminal units for anaesthetic gas
scavenging systems

[18] EN 738-4, Pressure regulators for use with medical gases - Part 4: Low-pressure
regulators intended for incorporation into medical equipment

[19] EN 1865, Specifications for stretchers and other patient handling equipment used in
road ambulances

[20] EN 13976-1, Rescue systems - Transportation of incubators - Part 1: Interface
conditions

[21] EN 13976-2, Rescue systems - Transportation of incubators - Part 2: System
requirements

[22] IEC 60068-2-6, Environmental testing - Part 2: Tests - Tests Fc: Vibration (sinusoidal)
(IEC 60068-2- 6:1995 + Corrigendum 1995)

[23] IEC 60068-2-29 : 1987, Basic environmental testing procedures - Part 2: Tests - Test Eb

and guidance: Bump

[24] IEC 60068-2-64, Environmental testing - Part 2: Test methods - Test Fh: Vibration,
broad-band random (digital control) and guidance (IEC 60068-2-64:1993 +

Corrigendum 1993)

[25] ISO 10524-2 : 2005, Pressure regulators for use with medical gases - Part 2:

Manifold and line pressure regulators

[26] U.S. Military standards, MIL-C26482: Connectors, electrical (circular, miniature, quick
disconnect, environment resisting) receptacles and plugs — General specification for MS

standards (publication available at IHS Nordic, Strandvejen 130, DK-2900 Hellerup)

[27] U.S. Military standards, MIL-STD-461B, Electromagnetic Emission and Susceptibility
Requirements for the Control of Electromagnetic Interference

[28] U.S. Military standards, MIL-STD-461C, Control of Electromagnetic Interference

[29] U.S. Military standards, MIL-STD-704B, Aircraft Power Limits

[30] U.S. Military standards, MIL-STD-810C. Environmental Test Methods

[31] U.S. Military standards, MIL-STD-810E, Test methods for determining the
environmental effects on equipment

[32] Joint Aviation Authorities, JAR-FCL Part 4: Flight Crew Licensing (Flight Engineers)
Amendment 3, 1 September 2005, Joint Aviation Regulations

[33] IATA International Air Traffic Association, Dangerous goods regulations, UN 2800 -
A67, Special Provision for sealed lead acid batteries (publication available through THS
Nordic, Strandvejen 130, DK-2900 Hellerup)

[34] Radio Technical Commission for Aeronautics, RTCA DO-160, Radio Technical
Commission for Aeronautics — Environmental conditions and test procedures for
airborne equipment (corresponding to EUROCAE ed-14) (publication available at the
RTCA Secretariat, Suite 500, 1425 K Street, N.W. Washington DC, 20005, USA)

[35] Radio Technical Commission for Aeronautics, RTCA DO-199, Radio Technical
Commission for Aeronautics - Potential interference to aircraft electronic equipment
from devices carried on board (publication available at the RTCA Secretariat, Suite 500,
1425 K Street, N.W. Washington DC, 20005, USA)

[36] The International Special Committee on Radio Interference, CISPR 11, Industrial,
scientific and medical (ISM) radio-frequency equipment - Electromagnetic disturbance
characteristics - Limits and methods of Measurement

[37] European Aviation Safety Agency, JAR/EASA Latest regulation JAR-OPS (Joint
Aviation Regulations- Operational Specifications) 1 Commercial Air Transportation

YA



(Aeroplanes)")

[38] European Aviation Safety Agency, JAR/EASA Latest regulation JAR-OPS (Joint
Aviation Regulations- Operational Specifications), 3 Commercial Air Transportation
(Helicopters)®)

[39] Joint Aviation Authorities, JAR-FCL Part 1: Flight Crew Licensing (Aeroplane)
Amendment 5, 1 March 2006, Joint Aviation Regulations3)

[40] Joint Aviation Authorities, JAR-FCL Part 2: Flight Crew Licensing (Helicopter)
Amendment 3, 1 September 2003, Joint Aviation Regulations4)

[41] Radio Technical Commission for Aeronautics, RTCA DO-160D Environmental
conditions and Test Procedures for Airborne Equipment (1997-07-29))

1- http://www.easa.eu.int/home/index.html

2- http://www.easa.eu.int/home/index.html

3- http://www jaa.nl/publications/publications.html

4- http://www jaa.nl/publications/publications.html

5- http://www.rtca.org/downloads/DEC%202004%20-%2005-01-06.htm# Toc92864029
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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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EN 13718-2 : 2008, Medical vehicles and their equipment - Air ambulances -Part 2:
Operational and technical requirements of air ambulances.
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2-6 EN 143:2000, Respiratory protective devices - Particle filters - Requirements,
testing, marking

2-7 EN 13976-1, Rescue systems - Transportation of incubators - Part 1: Interface
conditions

2-8 EN 13976-2, Rescue systems - Transportation on incubators - Part 2: System
requirements

2-9 ISO 10524 (all parts), Pressure regulators for use with medical gases

2-10 ISO 19054 : 2005 , Rail systems for supporting medical equipment

2-11 ISO 3795:1989, Road vehicles, and tractors and machinery for agriculture and
forestry - Determination ofburning behaviour of interior materials

2-12 European Aviation Safety Agency, EASA Part 21 Certification of aircraft and
related products, parts andappliances, and of design and production organisations*

2-13 European Aviation Safety Agency, EASA CS-23 Certification Specification for
Normal, Utility, Aerobatic andCommuter Category Aeroplanes®

2-14 European Aviation Safety Agency, EASA CS-25 Certification Specification for
Large Aeroplanes®

2-15 European Aviation Safety Agency, EASA CS-27 Certification Specification for
Small Rotorcraft*

2-16 European Aviation Safety Agency, EASA CS-29 Certification Specifications for
Large Rotorcraft*

2-17 Joint Aviation Authorities, JAR-OPS (Joint Aviation Regulations-Operational
Specifications) 3 Commercial AirTransportation (Helicopters) (publication
available at Information Handling Services, Global EngineeringDocuments, 15
Inverness Way East, Englewood, Colorado 80112-5776, USA?
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http://www.easa.eu.int/home/index.html1-
2- http://www.jaa.nl/publications/publications.html
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2- powered medical devices
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and antiseptics
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Skin cleaning and disinfection material
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General anaesthetic
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Local analgesics (N 01 B) and general analgesics (N 02)
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Infusion solutions (B 05 B B), litres
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Resuscitation drugs
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Light rescue tools, set
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Seat belt cutter
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Warning lights
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Fire extinguisher
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Spotlight

EN 340
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Basic protective clothing including
helmets and highvisibility

reflective jacket or Tabard/per
crew member

EN 14605
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Advanced protection wear, given
per crew member
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Life jacket/per crew member

EN 374-1

PRGN EESA CIVRY IO A GO
oo 5l G e gl s olows

Safety/debris gloves, pairs per
crew member
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Safety/flight helmet
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Vomiting bag
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Bed-pan

6‘ ERWW )..,.é)ba‘ 6)5] o> LS)"“'"
Non-glass urine bottle
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Sharps container

Bedding equipment
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Waste box/bag
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Fixed mobile radio transceiver a
and / or portableradio transceiver
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Portable alerting system/per
person. This could beincluded in
the portable radio receiver
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Access to the public telephone
network e.g. via thenormal radio

transmitter or by mobile (cellular)
Telephone
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AS dB(A)

Internal communication between
the medicalpersonnel, the pilots or
driver and the patient(s)

under conditions of high ambient
noise levels, e.g.over 85 dB(A)
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1- http://www.militaryparsi.ir/aviation-industry/world/helicopters/570-helicopter.html
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[14] Council Directive of 12 May 1986 on the protection of workers from the risks related to
exposure to noise at work (86/188/EEC)
[15] Council Directive of 12 June 1989 on the introduction of measures to encourage
improvements in the safety and health of workers at work (89/391/EEC)

[16] Council Directive of 6 February 1970 on the approximation of the laws of the member
states relating to the type approval of motor vehicles and their trailers (70/156/EEC)
[17] Council Directive of 6 February 1970 on the approximation of the laws of the member
states relating to the permissible sound level and the exhaust system of motor vehicles

(70/157/EEC)
[18] Council Directive of 14 June 1993 covering medical devices (93/42/EEC)
[19] Council Directive of 20 December 1996 on marine equipment (96/98/EEC)
[20] EN 3-3, Portable fire extinguishers - Construction, resistance to pressure, mechanical
tests
[21] EN 3-6, Portable fire extinguishers - Part 6: Provisions for the attestation of conformity
of portable fire extinguishers in accordance with EN 3 part 1 to part 5
[22] EN 3-7, Portable fire extinguishers - Part 7: Characteristics, performance requirements
and test methods
[23] EN 3-8, Portable fire extinguishers - Part 8: Additional requirements to EN 3-7 for the
construction, resistance to pressure and mechanical tests for extinguishers with a
maximum allowable pressure equal to or lower than 30 bar
[24] EN 3-9, Portable fire extinguishers - Part 9 : Additional requirements to EN 3-7 for
pressure resistance ofCO, extinguishers
[25] EN 340, Protective clothing - General requirements
[26] EN 374-1, Protective gloves against chemicals and micro-organisms - Part 1:
Terminology and performance requirements
[27] EN 455-1, Medical gloves for single use - Part 1: Requirements and testing for
freedom from holes
[28] EN 455-2, Medical gloves for single use - Part 2: Requirements and testing for
physical properties (including Technical Corrigendum 1:1996)
[29] EN 455-3, Medical gloves for single use - Part 3: Requirements and testing for
biological evaluation
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[30] EN 737-1, Medical gas pipeline systems - Part 1 : Terminal units for compressed
medical gases and vacuum

[31] EN 737-4, Medical gas pipeline systems - Part 4 : Terminal units for anaesthetic gas
scavenging systems

[32] EN 794-3, Lung ventilators - Part 3: Particular requirements for emergency and
transport ventilators

[33] EN 1060-1, Non-invasive sphygmomanometers - Part 1: General requirements

[34] EN 1060-2, Non invasive sphygmomanometers - Part 2: Supplementary requirements for
mechanical sphygmomanometers

[35] EN 1281-2, Anaesthetic and respiratory equipment - Conical connectors - Part 2: Screw-
threaded weight-bearing connectors (1SO 5356-2:1987 modified)

[36] EN 1282-2, Tracheostomy tubes - Part 2: Pedriatic tubes (1SO 5366-3:2001, modified)

[37] EN 1618, Catheters other than intravascular catheters - Test methods for common
properties

[38] EN 1707, Conical fittings with a 6 % (Luer) taper for syringes, needles and certain other
medical equipment - Lock fittings

[39] EN 1782, Tracheal tubes and connectors

[40] EN 1789, Medical vehicles and their equipment - Road ambulances

[41] EN 12181, Oropharyngeal airways

[42] EN 12342, Breathing tubes intended for use with anaesthetic apparatus and ventilators

[43] EN 14605, Protective clothing against liquid chemicals - Performance requirements for
clothing with liquid-tight (Type 3) or spray-tight (Type 4) connections, including items
providing protection to parts of the body only (Types PB [3] and PB [4])

[44] IEC 60601-2-4:2002, Medical electrical equipment Part 2-4: Particular requirements
for the safety of cardiacdefibrillators

[45] IEC 60601-2-24:1998, Medical electrical equipment - Part 2-24: Particular requirements
for the safety of infusion pumps and controllers

[46] IEC 60601-2-27:2005, Medical electrical equipment - Part 2-27: Particular requirements
for the safety, including essential performance, of electrocardiography monitoring
equipment

[47] IEC 60601-2-31:1994, Medical electrical equipment - Part 2-31: Particular requirements

for the safety of external cardiac pacemakers with internal power source

[48] IEC 60601-2- 34:2000, Medical electrical equipment - Part 2-34: Particular requirements
for the safety, including essential performance, of invasive blood pressure monitoring
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equipment
[49] 1SO 407:2004, Small medical gas cylinders - Pin-index yoke-type valve connections
[50] ISO 5356-1:2004, Anaesthetic and respiratory equipment - Conical connectors - Part 1:
Cones and sockets

[51] ISO 5366-1:2000, Anaesthetic and respiratory equipment - Tracheostomy tubes - Part 1:
Tubes and connectors for use in adults

[52] 1SO 6009:1992, Hypodermic needles for single use - Colour coding for identification

[53] ISO 7396-2:2007, Medical gas pipeline systems - Part 2: Anaesthetic gas scavenging
disposal systems

[54] ISO 7886-2:1996, Sterile hypodermic syringes for single-use - Part 2: Syringes for use
with powerdriven syringe pumps

[55] 1SO 10079-2:1999, Medical suction equipment - Part 2: Manually powered suction
equipment

[56] 1SO 10079-3:1999, Medical suction equipment - Part 3: Suction equipment powered

from a vacuum or pressure source
[57] 1SO 11070:1998, Sterile, single-use intravascular catheter introducers

[58] EN ISO 15002:2008, Flow-metering devices for connection to terminal units of medical
gas pipeline systems

[59] EN ISO 21647:2004, Medical electrical equipment - Particular requirements for the
basic safety and essential performance of respiratory gas monitors

[60] ISO 2631-1:1997, Mechanical vibration and shock - Evaluation of human exposure to
whole-body vibration - Part 1: General requirements

[61] 1SO 7137:1995, Aircraft - Environmental conditions and test procedures for airborne
equipment

[62] U.S. Military standards, MIL-C26482: Connectors, electrical (circular, miniature, quick
disconnect,environment resisting) receptacles and plugs — General specification for MS
standards (publication available at IHS Nordic, Strandvejen 130, DK-2900 Hellerup)

[63] Joint Aviation Authorities, JAR-FCL Part 4: Flight Crew Licensing (Flight Engineers)
Amendment 3, 1 September 2005, Joint Aviation Regulations

[64] IATA - International Air Traffic Association, Special Provision A67 for batteries
(publication available through IHS Nordic, Strandvejen 130, DK-2900 Hellerup)

[65] RTCA/DO-160, (Radio Technical Commission for Aeronautics) Environmental
conditions and test procedures for airborne equipment (corresponding to EUROCAE ed-
14) (publication available at the RTCA Secretariat, Suite 500, 1425 K Street, N.W.

Washington DC, 20005, USA)

[66] IMO (International Maritime Organization), Convention on Maritime Search and Rescue
(SAR) (available at International Maritime Organization, 4 Albert Embankment,
London SE1 7SR, UK)

[67] Joint Aviation Authorities, JAR-FCL Part 1: Flight Crew Licensing (Aeroplane)
Amendment 5, 1 March 2006, Joint Aviation Regulations®

[68] Joint Aviation Authorities, JAR-FCL Part 2: Flight Crew Licensing (Helicopter)
Amendment 3, 1 September 2003, Joint Aviation Regulations®

1- http://www.jaa.nl/publications/publications.html
2- http://www.jaa.nl/publications/publications.html
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[69] Joint Aviation Authorities, JAR-OPS (Joint Aviation Regulations-Operational
Specifications) 1 Commercial Air Transportation (Aeroplanes) (publication available at
Information Handling Services, Global Engineering Documents, 15 Inverness Way East,
Englewood, Colorado 80112-5776, USA)*

3- http://www.jaa.nl/publications/publications.html
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