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ISO YYéAe Y. .Y Medical devices - Quality management systems -
Requirements for regulatory purposes
ISO Yéaviiy.wy Medical devices - Application of risk management to

medical devices

ISO Y£Yoo )Y ¥

Clinical investigation of medical devices for human
subjects - Part ): General requirements

ISO YéVoo Y. Y. ¥

Clinical investigation of medical devices for human
subjects - Part ¥: Clinical investigation plans

ISO YoeYYoe:Yuun
+ AT g

Nomenclature - Specification for a nomenclature
system for medical devices for the purpose of
regulatory data exchange

ISO Y+3ayy Y.y

Biological evaluation of medical devices - Part :
Evaluation and testing

ISO )+ 4aY.r:X. .y

Biological evaluation of medical devices - Part ¥: Tests
for genotoxicity, carcinogenicity and reproductive
toxicity

ISO VY +44Y-£:¥. .Y
+ ALY

Biological evaluation of medical devices - Part ¢:
Selection of tests for interactions with blood

ISO Y-44¥-e:1444

Biological evaluation of medical devices - Part °: Tests
for in vitro cytotoxicity

ISO ) .44Y.1:Y..v

Biological evaluation of medical devices - Part 1: Tests
for local effects after implantation

ISO Y-437-4:1444

Biological evaluation of medical devices - Part 4:
Framework for identification and quantification of
potential degradation products

ISO )+ 48y )oYy
+ AT

Biological evaluation of medical devices - Part )+:
Tests for irritation and delayed-type hypersensitivity

ISO Y+94Y)) Y. %

Biological evaluation of medical devices - Part '):
Tests for systemic toxicity

ISO Y347 Y:Y. ot

Biological evaluation of medical devices - Part 'Y:
Sample preparation and reference materials

ISO Y- 43Y) 71444

Biological evaluation of medical devices - Part '¥:
Identification and quantification of degradation
products from polymeric medical devices

ISO Y+ 49Y )€Yy

Biological evaluation of medical devices - Part V¢:
Identification and quantification of degradation
products from ceramics
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ISO Y-:4av.ve:... | Biological evaluation of medical devices - Part ‘e:

Identification and quantification of degradation
products from metals and alloys

ISO Y-44v.)1:)44y

Biological evaluation of medical devices - Part V1:
Toxicokinetic study design for degradation products
and leachables

ISO Y- 93Y)V:Y. .Y

Biological evaluation of medical devices - Part 'V:
Establishment of allowable limits for leachable
substances

ISO Y+44Y ) A:Y 0

Biological evaluation of medical devices - Part YA:
Chemical characterization of materials

ISO VYoo y:Y. .y

Sterilization of health care products - Ethylene oxide -
Part V: Requirements for development, validation and
routine control of a sterilization process for medical
devices

ISO YIVFVY Yt

Sterilization of health care products - Radiation - Part
V: Requirements for development, validation and
routine control of a sterilization process for medical
devices

ISO YIVVFV_Y.Y. ot

Sterilization of health care products - Radiation - Part
Y: Establishing the sterilization dose

ISO YV VFAY: Y1

Sterilization of health care products - Biological
indicators - Part Y: Biological indicators for ethylene
oxide sterilization processes

ISO YIIYAY: Y.

Sterilization of health care products - Biological
indicators - Part ¥: Biological indicators for moist heat
sterilization processes

o

ISO VYV €+ Yo

Sterilization of health care products - Chemical
indicators - Part ': General requirements

ISO YV VE+Y Yooy

Sterilization of health care products - Chemical
indicators - Part ¥: Class Y indicator systems for use
in the Bowie and Dick-type steam penetration test

ISO Ve v oY Natural latex rubber condoms - Requirements and
test methods

ISIORAMCHERE Anaesthetic and respiratory equipment - Vocabulary

ISO even vt Anaesthetic and respiratory equipment - Conical

connectors - Part Y: Cones and sockets

ISO oFoi_y:¥. .1

Anaesthetic and respiratory equipment - Conical
connectors - Part Y: Screw-threaded weight-bearing
connectors

ISO ovit-1:Y. .. Anaesthetic and respiratory equipment -
Tracheostomy tubes - Part ): Tubes and connectors
for use in adults

ISO oAé:Yee0 Cardiovascular implants - Cardiac valve prostheses

ISO vyaviy..n Neurosurgical implants - Sterile, single-use

hydrocephalus shunts and components

ISO YY3A:)44A

Cardiovascular implants - Tubular vascular prostheses

ISO YFYi:X. .y

Anaesthetic and respiratory equipment -
Laryngoscopes for tracheal intubation

ISO Y¥aT):Y. .y

Medical gas pipeline systems - Part : Pipeline
systems for compressed medical gases and vacuum

ISO YFat.Y:Y..v

Medical gas pipeline systems - Part Y: Anaesthetic gas
scavenging disposal systems

ISO VEYa:Y..Y

Copper-bearing intra-uterine contraceptive devices -
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Requirements, tests

ISO YAATY:Y. .0

Sterile hypodermic syringes for single use - Part ¥:
Auto-disable syringes for fixed-dose immunization

ISO VAAT_£:Y 4%

Sterile hypodermic syringes for single use - Part ¢:
Syringes with re-use prevention feature

ISO AYAe:Y . uY

Respiratory tract humidifiers for medical use -
Particular requirements for respiratory humidification
systems

ISO Ared:yaan

Oxygen concentrators for medical use - Safety
requirements

ISO AeYi_g:Y .V

Infusion equipment for medical use - Part ¢: Infusion
sets for single use, gravity feed

ISO AAYS.Y:Y..Y

Inhalational anaesthesia systems - Part Y: Anaesthetic
breathing systems

ISO AAYo.Y:Y..Y

Inhalational anaesthesia systems - Part ¥: Transfer
and receiving systems of active anaesthetic gas
scavenging systems

ISO AATo_£: Y.t

Inhalational anaesthesia systems - Part ¢: Anaesthetic
vapour delivery devices

ISO AATo oY ¢

Inhalational anaesthesia systems - Part °:
Anaesthesia ventilators

ISO 4¥7.0): Y. e

Anaesthetic and respiratory equipment - Heat and
moisture exchangers (HMEs) for humidifying respired
gases in humans - Part Y: HMEs for use with
minimum tidal volumes of Yo: ml

ISO 4¥T.Y:Y+ o)

Anaesthetic and respiratory equipment - Heat and
moisture exchangers (HMEs) for humidifying respired
gases in humans - Part Y: HMEs for use with
tracheostomized patients having minimum tidal
volumes of Ye. ml

ISO AV IT:Y. .Y

Neurosurgical implants - Self-closing intracranial
aneurysm clips

ISO 44Y4:Y..0

Medical electrical equipment - Particular requirements
for the basic safety and essential performance of
pulse oximeter equipment for medical use

ISO ). Va-):1444

Medical suction equipment - Part V: Electrically
powered suction equipment - Safety requirements

ISO V. +Va.v:1444

Medical suction equipment - Part Y: Manually powered
suction equipment

ISO V- +Vva.T:1444

Medical suction equipment - Part ¥: Suction
equipment powered from vacuum or pressure source

ISO ) -TYAY. .1

Prosthetics - Structural testing of lower-limb
prostheses - Requirements and test methods

ISO Y:oY£):Y

Pressure regulators for use with medical gases - Part
V: Pressure regulators and pressure regulators with
flow-metering devices

ISO Y0¥ Y:Yuuo

Pressure regulators for use with medical gases - Part
Y: Manifold and line pressure regulators

ISO Y0¥ Y:Yuuo

Pressure regulators for use with medical gases - Part
¥: Pressure regulators integrated with cylinder valves

ISO )-ore:¥.

Hoists for the transfer of disabled persons -
Requirements and test methods

ISO Y.e00.1:1441
+ A):Va44 4

Sterile, single-use intravascular catheters - Part \:
General requirements
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AY:Yoot

ISO Y tey vyt Lung ventilators for medical use - Particular
requirements for basic safety and essential
performance - Part Y: Home care ventilators for
ventilator-dependent patients

ISO Y tey_g:ve ey Lung ventilators - Part ¢: Particular requirements for
operator-powered resuscitators
ISO Y ter iyt Lung ventilators for medical use - Particular

requirements for basic safety and essential
performance - Part 1: Home-care ventilatory support
devices

ISO YVYaviy. .t Medical supply units

P
s

ISO MY Tevaaye Packaging for terminally sterilized medical devices -
Part ': Requirements for materials, sterile barrier

systems and packaging systems

4
—

ISO Y 1ev-Y: Packaging for terminally sterilized medical devices -
Part Y: Validation requirements for forming, sealing

and assembly processes

P
—

ISO MIVYV-Y:Ye . Sterilization of medical devices - Microbiological
methods - Part \: Determination of a population of

microorganisms on products

ISO WM .-x:¥..v | lasers and laser-related equipment - Test method
and classification for the laser-resistance of surgical
drapes and/or patient-protective covers - Part ¥:
Secondary ignition

ISO "vava.ax..1 | Ophthalmic implants - Intraocular lenses - Part A:
Fundamental requirements

ISO Madey..y Optics and optical instruments - Lasers and laser-
related equipment - Determination of laser resistance
of tracheal tube shafts

ISIOREARTIRE Sterilization of single-use medical devices
incorporating materials of animal origin - Validation
and routine control of sterilization by liquid chemical

sterilants

ISO YéirAiYuue Tracheal tubes designed for laser surgery -
Requirements for marking and accompanying
information

ISO Yeove:Y. .Y Ophthalmic optics - Contact lenses and contact lens
care products - Fundamental requirements

ISO Y£1+ 71394 Non-active surgical implants - Implants for
Osteosynthesis - Particular requirements

ISO YET.V:Y .y Non-active surgical implants - Mammary implants -
Particular requirements

ISO Yé1Ye:Y .o Non-active surgical implants - General requirements

ISO YEAAY WY Ophthalmic optics - Spectacle lenses - Fundamental

requirements for uncut finished lenses

ISO Y£4YV:Y. Sterilization of health care products - General
requirements for characterization of a sterilizing agent
and the development, validation and routine control
of a sterilization process for medical devices

ISO Yo )Y ot Anaesthetic and respiratory equipment - Compatibility
with oxygen

ISO Ye.+¢-:¥++7 | Ophthalmic instruments - Fundamental requirements
and test methods - Part \: General requirements
applicable to all ophthalmic instruments
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ISO Yovev:y.. ¥ Plastics containers for intravenous injection

ISO YOAAY:Y..Y

Chemical indicators - Guidance on the selection, use,
and interpretation of results

ISO YOAAY-Y:Y. %

Washer-disinfectors - Part ': General requirements,
terms and definitions and tests

ISO YOAAY-Y:Y %

Washer-disinfectors - Part Y: Requirements and tests
for washer-disinfectors employing thermal disinfection
for surgical instruments, anaesthetic equipment,
bowls, dishes, receivers, utensils, glassware, etc.

ISO YOAAY-Y:Y. 1

Washer-disinfectors - Part ¥: Requirements and tests
for washer-disinfectors employing thermal disinfection
for human waste containers

ISO V1Y )Y

Technical aids for disabled persons - Environmental
control systems for daily living

ISO YYoY e )Y aoY

Sleep apnoea breathing therapy - Part ): Sleep
apnoea breathing therapy devices

ISO Vo .Y Y oy

Sleep apnoea breathing therapy - Part Y: Masks and
application accessories

ISO YV1ie:Yeot

Sterilization of medical devices - Information to be
provided by the manufacturer for the processing of
resterilizable medical devices

ISO YYite):Y. .

Sterilization of health care products - Moist heat -
Part Y: Requirements for the development, validation
and routine control of a sterilization process for
medical devices

ISO YAYYY:Y. .0

Transportable liquid oxygen systems for medical use -
Particular requirements

ISO YAYYA:Y. .0

Respiratory equipment - Infant monitors - Particular
requirements

ISO YAYVA:Y e Medical devices for conserving oxygen and oxygen
mixtures - Particular requirements

ISO Yda.0£:¥. 01 Rail systems for supporting medical equipment

ISO YVIviiy..n Medical gloves - Determination of removable surface
powder

ISO YYove:x..v Non-active surgical implants - Joint replacement
implants - Particular requirements

ISO YYeve:Y..v Non-active surgical implants - Joint replacement
implants - Specific requirements for hip-joint
replacement implants

ISO YYoya:Y..v Non-active surgical implants - Joint replacement
implants - Specific requirements for knee-joint
replacement implants

ISO Y 1eviyet Medical electrical equipment - Particular requirements
for the basic safety and essential performance of
respiratory gas monitors

ISO Y 1éa:v.n Needle-free injectors for medical use - Requirements
and test methods

ISO YYata:y..n High-pressure flexible connections for use with

medical gas systems

ISO YYoYy:¥..1

External limb prostheses and external orthoses -
Requirements and test methods

ISO YY) «:Y. %

Surgical drapes, gowns and clean air suits, used as
medical devices, for patients, clinical staff and
equipment - Test method to determine the resistance
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to wet bacterial penetration
ISO YY1IY:Y. .0 Clothing for protection against infectious agents -

Test method for resistance to dry microbial
penetration

ISO YYive:¥..1

Prosthetics - Testing of ankle-foot devices and foot
units - Requirements and test methods

ISO YTVEVY..y

Anaesthetic and respiratory equipment - Peak
expiratory flow meters for the assessment of
pulmonary function in spontaneously breathing
humans

ISO Yvisraae Instruments for surgery, scalpels with detachable
blades, fitting dimensions

EN A«:Y 0¥ Graphical symbols for use in the labelling of medical
devices

EN Y+ £):)49A Information supplied by the manufacturer with
medical devices

EN YAe:Y..% Sterilization - Steam sterilizers - Large sterilizers

EN Yve:Y. ) Information supplied by the manufacturer with in
vitro diagnostic reagents for professional use

EN YY1:Y. .y Information supplied by the manufacturer with in
vitro diagnostic reagents for self-testing

EN 001 ;Y. Medical gloves for single use - Part Y: Requirements
and testing for freedom from holes

EN feo.Y:Y.u. Medical gloves for single use - Part Y: Requirements

and testing for physical properties (including
Technical Corrigendum Y:)441)

EN foo_¥:Y..1

Medical gloves for single use - Part ¥: Requirements
and testing for biological evaluation

EN oe7-y:Y« )
+ AC:Y. 1

Sterilization of medical devices - Requirements for
medical devices to be designated "STERILE" - Part \:
Requirements for terminally sterilized medical devices

EN co1.Y:Y. ¥

Sterilization of medical devices - Requirements for
medical devices to be designated "STERILE" - Part Y:
Requirements for aseptically processed medical
devices

EN e3):Y. ) Instructions for use for in vitro diagnostic instruments
for professional use
EN eaY:Y..v Instructions for use for in vitro diagnostic instruments

for self-testing

EN YFVo1:)44A

Medical gas pipeline systems - Part \: Terminal units
for compressed medical gases and vacuum

EN Y¥V_£:149A

Medical gas pipeline systems - Part ¢: Terminal units
for anaesthetic gas scavenging systems

EN Y¥A_£:Y49A

Pressure regulators for use with medical gases - Part

+ AV Y ¢: Low-pressure regulators intended for incorporation
into medical equipment

EN vY4:144A Low-pressure hose assemblies for use with medical

+ AV:Y Y gases

EN Ya:.1:144y
+ AT

Lung ventilators - Part ): Particular requirements for
critical care ventilators

EN Va£_¥:149A
+ A):Yeeo

Lung ventilators - Part ¥: Particular requirements for
emergency and transport ventilators

EN Y+1.-):1440

Non-invasive sphygmomanometers - Part V: General
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requirements

EN )+1..Y:1440

Non-invasive sphygmomanometers - Part Y:
Supplementary requirements for mechanical
sphygmomanometers

EN )-T..¥:1aav

Non-invasive sphygmomanometers - Part ¥:

+ A):Yeeo Supplementary requirements for electro-mechanical
blood pressure measuring systems
EN Y+te-g:¥e g Non-invasive sphygmomanometers - Part ¢: Test

procedures to determine the overall system accuracy
of automated non-invasive sphygmomanometers

EN Y -AQ-¥:Y+ ot

Transportable gas cylinders - Gas cylinder
identification (excluding LPG) - Part ¥: Colour coding

EN YYA.Y:Y44Y
+ AV:Yeon

Agent specific filling systems for anaesthetic
vaporizers - Part ): Rectangular keyed filling systems

EN YYAY_Y:Y..0

Tracheostomy tubes - Part Y: Paediatric tubes (ISO
oYaiY:¥Y. Y, modified)

EN Y£YY:Vday

Sterilizers for medical purposes - Ethylene oxide
sterilizers - Requirements and test methods

EN Y1)A: v 44y

Catheters other than intravascular catheters - Test
methods for common properties

EN Y1v4:Y.. ¢

Dentistry - Medical devices for dentistry - Instruments

EN Y1€+:Yent Dentistry - Medical devices for dentistry - Equipment
EN Y)Yt Dentistry - Medical devices for dentistry - Materials
EN YT€Y:Y. g Dentistry - Medical devices for dentistry - Dental

implants

EN YV.v:144%

Conical fittings with a % % (Luer) taper for syringes,
needles and certain other medical equipment - Lock
fittings

EN YVAY:144A

Tracheal tubes and connectors

EN YAY.:Y.:0

Anaesthetic reservoir bags (ISO oY1Y:Y. .. modified)

EN YA10:1444

Specifications for stretchers and other patient
handling equipment used in road ambulances

EN YaVe:Yeon Adjustable beds for disabled persons - Requirements
+ A):Y.eo and test methods
EN Y9Ae:1 444 Walking aids - General requirements and test

methods

EN VY. T-Y:1444A

Non active surgical implants - Particular requirements
for cardiac and vascular implants - Part Y: Vascular
prostheses including cardiac valve conduits

EN VY« 171494

Non active surgical implants - Particular requirements
for cardiac and vascular implants - Part ¥:
Endovascular devices

EN VY )1):149A

Instrumentation to be used in association with non-
active surgical implants - General requirements

EN YY)IAY:1444

Technical aids for disabled persons - General
requirements and test methods

EN YYYYY:1444
+ AVY

In vitro diagnostic medical devices - Culture media for
microbiology - Performance criteria for culture media

EN YYY£Y:144A

Breathing tubes intended for use with anaesthetic
apparatus and ventilators

EN YY££Y) Yoo,

Animal tissues and their derivatives utilized in the
manufacture of medical devices - Part Y: Analysis and
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management of risk

EN YY£€Y-Y:Y 0w Animal tissues and their derivatives utilized in the
manufacture of medical devices - Part Y: Controls on
sourcing, collection and handling

EN YY£EY-V:Y. Animal tissues and their derivatives utilized in the
manufacture of medical devices - Part ¥: Validation of
the elimination and/or inactivation of viruses and
transmissible agents

EN YY&Ver:Yeu. Clinical thermometers - Part ): Metallic liquid-in-glass
thermometers with maximum device

EN YY£V.Y:Youo Clinical thermometers - Part Y: Phase change type
(dot matrix) thermometers

EN VYV y:Y.uo Clinical thermometers - Part ¥: Performance of
compact electrical thermometers (non-predictive and
predictive) with maximum device

EN YYEVe_£:Yeun Clinical thermometers - Part ¢: Performance of

electrical thermometers for continuous measurement

EN YY£Veo:Youv

Clinical thermometers - Part ¢: Performance of infra-
red ear thermometers (with maximum device)

EN ISO VYAV« Y. ¢

Ophthalmic optics - Spectacle frames - Requirements

+ AC:Y. .0 and test methods (ISO YYAY.:Y.. )

EN YWY &Y Connections for gas sampling tubes to anaesthetic
and respiratory equipment

EN ¥+ Te:¥ent Small steam sterilizers

EN YFYY. 1444

Flow-metering devices for connection to terminal
units of medical gas pipeline systems

EN YFYYA Y. o)

Breathing system filters for anaesthetic and
respiratory use - Part ): Salt test method to assess
filtration performance

EN YFFYAY:Y. oY
+ AT

Breathing system filters for anaesthetic and
respiratory use - Part Y: Non-filtration aspects

EN YFo&é VYooV

Respiratory therapy equipment - Part Y: Nebulizing
systems and their components

EN YYo&e_Y:YuuY

Respiratory therapy equipment - Part Y: Tubing and
connectors

EN YYoée ¥:You)

Respiratory therapy equipment - Part ¥: Air
entrainment devices

EN YYIYe-Yo ¥

Chemical disinfectants and antiseptics - Quantitative
suspension test for the evaluation of fungicidal
activity of chemical disinfectants for instruments used
in the medical area - Test method and requirements
(phase Y, step V)

EN YYVYALY Yoy

Air, water and difficult terrain ambulances - Part :
Medical device interface requirements for the
continuity of patient care

EN YFYYT) YooY

Test methods for primary wound dressings - Part V:
Aspects of absorbency

EN YFVYYI_Y:Y. oY

Test methods for primary wound dressings - Part Y:
Moisture vapour transmission rate of permeable film
dressings

EN YTYYV:Y.uy

Chemical disinfectants and antiseptics - Quantitative
suspension test for the evaluation of bactericidal
activity of chemical disinfectants for instruments used
in the medical area - Test method and requirements
(phase Y, step V)
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EN YYvae.yv:y. .Y Surgical drapes, gowns and clean air suits, used as
medical devices, for patients, clinical staff and
equipment - Part V: General requirements for
manufacturers, processors and products

EN YYvaoe.y:¥Y..¢ Surgical drapes, gowns and clean air suits, used as
medical devices for patients, clinical staff and
equipment - Part Y: Test methods

EN YYvde.y:¥..1 Surgical drapes, gowns and clean air suits, used as
medical devices for patients, clinical staff and
equipment - Part ¥: Performance requirements and
performance levels

EN YYAYE: Y. € Sterilization of medical devices - Aseptic processing of
liguid medical devices - Requirements

EN YYATY:Y. .Y Concentrates for haemodialysis and related therapies

EN YYavioy:y..v Rescue systems - Transportation of incubators - Part

V: Interface conditions

EN YYaviy:y..y Rescue systems - Transportation of incubators - Part
Y: System requirements

EN Y& va:Y..y Non-active medical devices - Performance
requirements and test methods for absorbent cotton
gauze and absorbent cotton and viscose gauze

EN Y& Ay oY Sterilizers for medical purposes - Low temperature
steam and formaldehyde sterilizers - Requirements
and testing

<\ IEARRHEEE Non active surgical implants - Particular requirements

for cardiac and vascular implants - Specific
requirements for arterial stents

EN YeVEA:Y o Chemical disinfectants and antiseptics - Quantitative
suspension test for the evaluation of mycobactericidal
activity of chemical disinfectants in the medical area
including instrument disinfectants - Test methods and
requirements (phase Y, step )

EN Yeety:v. 1 Chemical disinfectants and antiseptics - Quantitative
carrier test for the evaluation of bactericidal activity
for instruments used in the medical area - Test
method and requirements (phase Y, step Y)

EN Yeev:y..1 Chemical disinfectants and antiseptics - Quantitative
carrier test for the evaluation of fungicidal or
yeasticidal activity for instruments used in the
medical area - Test method and requirements (phase

Y, step ¥)
EN YEIAT: Y00 Surgical masks - Requirements and test methods
EN Yeavy:y. 1 Pressure vessels for human occupancy (PVHO) -

Multi-place pressure chamber systems for hyperbaric
therapy - Performance, safety requirements and
testing

EN YogY&:v .y Sterilization of medical devices - Low temperature
steam and formaldehyde - Requirements for
development, validation and routine control of a
sterilization process for medical devices

EN Y.ea:1194Y Conical fittings with a % (Luer) taper for syringes,
+ A):aay needles and certain other medical equipment - Part V:
General requirements (ISO °4¢-):134A%)

IEC 17030 9AA Medical electrical equipment - Part \: General
+ AV + requirements for safety
AY:1440
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IEC 1+3) VY.« | Medical electrical equipment - Part '-): General
requirements for safety - Collateral standard: Safety
requirements for medical electrical systems

IEC 1«1V )-Y:Y. ) | Medical electrical equipment - Part '-Y: General
requirements for safety - Collateral standard:
Electromagnetic compatibility - Requirements and
tests

IEC 1+1) ).y 44¢ | Medical electrical equipment - Part V: General
requirements for safety - ¥. Collateral standard:
General requirements for radiation protection in
diagnostic X-ray equipment

IEC 1+1)-)-£:1494% | Medical electrical equipment - Part '-¢: General
+ A):vaa requirements for safety - Collateral standard:
Programmable electrical medical systems

IEC 1+3yy-ye & | Medical electrical equipment - Part )-1: General
requirements for safety - Collateral standard:
Usability

IEC 1«1V -A:Y ..o | Medical electrical equipment - Part '-1: General
requirements for safety - Collateral standard: Alarm

IEC 1+1:)-¥-):V44A | Medical electrical equipment - Part Y-): Particular
+ AT requirements for the safety of electron accelerators in
the range of ¥ MeV to ¢+ MeV

IEC 1+1.)-¥-Y:V44A | Medical electrical equipment - Part Y-Y: Particular
requirements for the safety of high frequency surgical

equipment

IEC 1+7)-Y-¥:149) | Medical electrical equipment - Part Y: Particular

+ A 294 requirements for the safety of short-wave therapy
equipment

IEC 1+3)-Y-£:Y..¥ | Medical electrical equipment - Part Y-¢: Particular
requirements for the safety of cardiac defibrillators

IEC 1+%)-Y-e:Y... | Medical electrical equipment - Part Y-¢: Particular
requirements for the safety of ultrasonic
physiotherapy equipment

IEC 1+1.)-Y.v: 494 | Medical electrical equipment - Part Y-V: Particular
requirements for the safety of high-voltage
generators of diagnostic X-ray generators

IEC 1+7)-Y-A:V4AY | Medical electrical equipment - Part Y: Particular
+ Ar:aay requirements for the safety of therapeutic X-ray
equipment operating in the range '+ kV to Y MV

IEC 1+714)-Y-4:144% | Medical electrical equipment - Part Y: Particular
requirements for the safety of patient contact
dosemeters used in radiotherapy with electrically
connected radiation detectors

IEC 7+ Medical electrical equipment - Part Y-\+: Particular
VeV AAY requirements for the safety of nerve and muscle
+ AT stimulators
IEC 1+ -Ye Medical electrical equipment - Part Y-\): Particular
AARAR RN requirements for the safety of gamma beam therapy
+ ATt equipment
IEC 1)y Medical electrical equipment - Part Y-\1: Particular
AARARET requirements for the safety of haemodialysis,
haemodiafiltration and haemofiltration equipment
IEC 7+ Medical electrical equipment - Part Y: Particular
AARRT requirements for the safety of remote-controlled
+ AY At automatically-driven gamma-ray after-loading
equipment
IEC 1ete).y. Medical electrical equipment - Part Y-\V: Particular
Vit requirements for the safety of automatically-

controlled brachytherapy afterloading equipment




ool SLI L Kialen slas sl co ,eé

5 . . a R R - %
0 ylow olgs M 9wl | ol &,

IEC 1+7e)-Ye Medical electrical equipment - Part Y: Particular

AARER requirements for the safety of endoscopic equipment

+ AV:Yeon

IEC 1eteh.y. Medical electrical equipment - Part ¥: Particular

ARHREE requirements for the safety of baby incubators

+ A):Y4a

IEC 7+ Medical electrical equipment - Part Y: Particular

Yeras. requirements for the safety of transport incubators

AY:1447

IEC 1+7)-Ye Medical electrical equipment - Part Y: Particular

ARFAR AL requirements for the safety of infant radiant warmers

+ A):Y4a

IEC 1+ =Y. Medical electrical equipment - Part Y: Particular

YY:V440 requirements for the safety of diagnostic and
therapeutic laser equipment

IEC 7+ Medical electrical equipment - Part Y-¥Y¥: Particular

AAFARER requirements for the safety, including essential
performance, of transcutaneous partial pressure
monitoring equipment

IEC 1eteh.y. Medical electrical equipment - Part ¥-Y¢: Particular

Y994 requirements for the safety of infusion pumps and
controllers

IEC 7+ Medical electrical equipment - Part Y-Ye: Particular

Yoryaay requirements for the safety of electrocardiographs

+ A):Y444

IEC 7+7)-Ye Medical electrical equipment - Part Y-Y1: Particular

ARRARER requirements for the safety of electroencephalographs

IEC 1+7)-Y- Medical electrical equipment - Part Y: Particular

ARAAR AT requirements for the safety of electrocardiographic
monitoring equipment

IEC 1)y Medical electrical equipment - Part Y-YV: Particular

ANAAREL requirements for the safety, including essential
performance, of electrocardiographic monitoring
equipment

IEC 1+ Medical electrical equipment - Part Y: Particular

YA 44y requirements for the safety of X-ray source
assemblies and X-ray tube assemblies for medical
diagnosis

IEC 7+ -Y- Medical electrical equipment - Part Y-Y4: Particular

Y4:1444 requirements for the safety of radiotherapy simulators

IEC 7+ Medical electrical equipment - Part Y-Y+: Particular

AKHRERE requirements for the safety, including essential
performance, of automatic cycling non-invasive blood
pressure monitoring equipment

IEC 7+e)y. Medical electrical equipment - Part Y-¥): Particular

ARFARRE requirements for the safety of external cardiac

+ AV A9 pacemakers with internal power source

IEC 1+7)-Y- Medical electrical equipment - Part Y: Particular

ARARARRE requirements for the safety of associated equipment
of X-ray equipment

IEC 1+ Medical electrical equipment - Part Y-YY: Particular

AARARER requirements for the safety of magnetic resonance

+ A):Y.eo equipment for medical diagnosis

IEC 7+ Medical electrical equipment - Part Y-Y¢: Particular

ARRAERK requirements for the safety, including essential
performance, of invasive blood pressure monitoring
equipment

IEC 1ete).y. Medical electrical equipment - Part ¥: Particular

vo.144%

requirements for the safety of blankets, pads and
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mattresses, intended for heating in medical use

IEC 7+ Medical electrical equipment - Part Y: Particular

yaaay requirements for the safety of equipment for
extracorporeally induced lithotripsy

IEC 1)y Medical electrical equipment - Part Y-YV: Particular

AASAREN requirements for the safety of ultrasonic medical

+ AVGYE 4+ diagnostic and monitoring equipment

AY:Y..0

IEC 1eteh.y. Medical electrical equipment - Part Y-¥A: Particular

AHRER requirements for the safety of electrically operated

+ AV 444 hospital beds

IEC 1)y Medical electrical equipment - Part Y-¥4: Particular

T4:1444 requirements for the safety of peritoneal dialysis
equipment

IEC 1)y Medical electrical equipment - Part ¥-¢.: Particular

£4199A requirements for the safety of electromyographs and
evoked response equipment

IEC 1eteh.y. Medical electrical equipment - Part ¥-£): Particular

£1:Yeen requirements for the safety of surgical luminaires and
luminaires for diagnosis

IEC 1+ -Ye Medical electrical equipment - Part Y-¢Y: Particular

ARAERE requirements for the safety of X-ray equipment for
interventional procedures

IEC 1)y Medical electrical equipment - Part Y-£¢: Particular

£6:Y00) requirements for the safety of X-ray equipment for

+ AV:YeY computed tomography

IEC 1eteh.y. Medical electrical equipment - Part Y-¢e: Particular

£o:Ye ) requirements for the safety of mammographic X-ray
equipment and mammographic stereotactic devices

IEC 1)y Medical electrical equipment - Part Y-£1: Particular

£1:149A requirements for the safety of operating tables

IEC 7+ Medical electrical equipment - Part Y-¢V: Particular

VYo requirements for the safety, including essential
performance, of ambulatory electrocardiographic
systems

IEC 1eteh.y. Medical electrical equipment - Part Y-£4: Particular

€Y. requirements for the safety of multifunction patient
monitoring equipment

IEC 7+ -Y- Medical electrical equipment - Part Y-¢-: Particular

Ou:Yeun requirements for the safety of infant phototherapy
equipment

IEC 1)y Medical electrical equipment - Part Y-¢): Particular

AR

requirements for safety, including essential
performance, of recording and analysing single
channel and multichannel electrocardiographs

IEC %) YA 144y

Hearing aids - Part 'V: Electromagnetic compatibility
(EMC)

IEC o) AT Yt

Electroacoustics - Hearing aids - Part 'Y
Electromagnetic compatibility (EMC)

IEC 1+oY¥Y:)444

Determination of the permanent filtration of X-ray
tube assemblies

IEC TeoAe:Yeen Medical electrical equipment - Dose area product
meters

IEC 7+7YV:iYeu) Diagnostic X-ray imaging equipment - Characteristics
of general purpose and mammographic anti-scatter
grids

IEC 1e180.1:Ye ) Electroacoustics - Audiological equipment - Part V:

Pure-tone audiometers

-3 -
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IEC 1-%¢o.Y:)44y

Audiometers - Part Y: Equipment for speech
audiometry

IEC 1+1¢o.y:V44¢

Audiometers - Part ¥: Auditory test signals of short
duration for audiometric and neuro-otological
purposes

IEC " +1¢o_£:194¢

Audiometers - Part ¢: Equipment for extended high-
frequency audiometry

IEC 7YYYv:144%
+ ALY

Radiotherapy equipment - Coordinates, movements
and scales

IEC S)YYY_roy:1444

Evaluation and routine testing in medical imaging
departments - Part ¥-): Acceptance tests - Imaging
performance of X-ray equipment for radiographic and
radioscopic systems

IEC TVYYY_roé:Y..s

Evaluation and routine testing in medical imaging
departments - Part v-¢: Acceptance tests - Imaging
performance of dental X-ray equipment

IEC SVIvT:Y. .Y

Medical electrical equipment - Dosimetric instruments
used for non-invasive measurement of X-ray tube
voltage in diagnostic radiology

IEC 1Y AY:Y.os

Medical electrical equipment - Requirements for the
safety of radiotherapy treatment planning systems

IEC TYYY )Yy

Medical electrical equipment - Characteristics of
digital X-ray imaging devices - Part ): Determination
of the detective quantum efficiency

AAMI BFY:Y: ¥

Blood transfusion micro-filters

AAMI BPYY: Y.

Blood pressure transducers

AAMI BPY:: Y. Y

Liquid barrier performance and classification of
protective apparel and drapes intended for use in
health care facilities

AAMI ECYY:Ya9)

Diagnostic electrocardiographic devices

AAMI ECIY:Y..

Disposable ECG electrodes

AAMI ECYY:)aaY

Cardiac monitors, heart rate meters, and alarms

AAMI ECYA: Y494

Ambulatory electrocardiographs

AAMI ECev:)44e

ECG cables and leadwires

AAMI ECev:Y4a4A

Testing and Reporting Performance Results of Cardiac
Rhythm and ST-Segment Measurement Algorithms

AAMI DFY:)441

Cardiac Defibrillator Devices

AAMI DFT4:)487

Automatic External Defibrillators and Remote-Control
Defibrillators

AAMI HEY£:Y+ )

Human factors design process for medical devices

AAMI HFVA:Y 1)

Electrosurgical devices

AAMI IDo¢: Y..o0

Enteral feeding set adapters and connectors

AAMI TI¥R:Y. ¢

Medical electrical equipment - Part ¥: Particular
requirements for safety of baby incubators

AAMI IIeY: Y. ¢

Medical electrical equipment - Part Y: Particular
requirements for safety of transport incubators

AAMI NSYA:

Intracranial pressure monitoring

AAMI RDY1: Yeeo

Hemodialyzers

AAMI RDYY: Y..0

Hemodialyzer blood tubing

AAMI RDIY:Y. )

Water treatment equipment for hemodialysis
applications

AAMI SP4:144¢

Non-automated sphygmomanometers

-y -
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AAMI SPY+: Y. Y Manual, electronic or automated
sphygmomanometers
AAMI STA:Y+ ) Hospital steam sterilizers

AAMI STY¢:Y..0 Automatic, general purpose ethylene oxide sterilizers
and ethylene oxide sterilant sources intended for use
in health care facilities, Yed.

AAMI STYe:Y..v Safe handling and biological decontamination of
reusable medical devices in health care facilities and
in nonclinical settings

AAMI STé+:Y. ¢ Table-top dry heat (heated air) sterilization and

sterility assurance in dental and medical facilities,
Yed.

AAMI ST¢Y: Y..o | Ethylene Oxide Sterilization in Health Care Facilities:
Safety and Effectiveness

—
XS

AAMI STo+:vV.. Dry heat (heated air) sterilizers

AAMI STee:Y..Y Table-top steam sterilizers, Yed.

AAMI STeA:Y..0 Chemical sterilization and high-level disinfection in
health care facilities
AAMI STIY:Y.¥ Sterilization of health care products - Requirements

for the development, validation and routine control of
an industrial sterilization process for medical devices -
Dry heat

AAMI STI1:v447 Sterilization of health care products - Chemical
indicators - Part Y: Indicators for air removal test
sheets and packs

AAMI STAV:Y..¥ Sterilization of health care products - Requirements
for products labeled 'sterile' ‘st edition

AAMI STVYY:Y. ) Bacterial endotoxins - Test methodologies, routine
monitoring, and alternatives to batch testing
AAMI STYV:Y. .1 Containment devices for reusable medical device

sterilization

AAMI STVAa:Y. .1 Comprehensive guide to steam sterilization and
sterility assurance in health care facilities

AAMI STAY Y. ¢ Sterilization of medical devices - Information to be
provided by the manufacturer for the processing of
resterilizable devices

-\Y -



