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Dental handpieces — Dental low-voltage electrical
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Communication aids for blind persons ==
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Meedle-based injection systems for medical use —
Requirements and test methods — Part 1:
Needle—based injection systems
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methods and marking
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Lasers and laser-related equipment —— Test
methods for laser beam parameters — Beam
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Lasers and laser-related equipment — Test
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Urine-absorbing aids == Part 1: Whole-product
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Ophthalmic implants — Intraccular lenses — Part
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methods for laser beam parameters —— Polarization
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Retrieval and analysis of surgical implants — Part

2: Analysis of retrieved metallic surgical implants
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Retrieval and analysis of surgical implants — Part

3: Analysis of retrieved polymeric surgical implants
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Retrieval and analysis of surgical implants — Part
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Pen systems — Part 2: Plunger stoppers for pen—
injectors for medical use
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Pen systems — Part 3: Seals for pen-injectors for
medical use
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Concentrates for haemodialysis and related
therapies
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Water for haemodialysis and related therapies

i 78575 47 B UF B AEE D F=8h DD K

150 13960:2010

IS0 14096-1:2005

|systems — Plasmafilters

Cardiovascular implants and extracorporeal
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quality parameters, standard reference film and
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Non-destructive testing —— Qualification of
radiographic film digitisation systems — Part 2.
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Minimum requirements
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Active implantable medical devices —
Electromagnetic compatibility — EMC test
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resynchronization devices
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subjects — Good clinical practice
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Sterilization of health care products —— Liquid
chemical sterilizing agents for single—use medical
|devices utilizing animal tissues and their
|derivatives == Requirements for characterization,
development, validation and routine control of a
sterilization process for medical devices
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Dentistry —— Polymer-based die materials
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Implants for surgery —— Wear of total hip—joint
prostheses —— Part 1: Loading and displacement
parameters for wear—testing machines and
corresponding environmental conditions for test
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Implants for surgery — Wear of total hip—joint
rostheses — Part 2: Methods of measurement
Implants for surgery — Wear of total hip—joint
prostheses = Part 3: Loading and displacement
parameters for orbital bearing type wear testing

hi and corresponding environmental
conditions for test
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Implants for surgery —— Wear of total knee-joint
prostk —— Part 1: Loading and displacement
parameters for wear—testing machines with load
control and corr di
conditions for test
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rostheses —— Part 2: Methods of measurement
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Implants for surgery — Wear of total knee—joint
prostheses — Part 3: Loading and displacement
parameters for wear—testing machines with
displacement control and corresponding
environmental conditions for test
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Implants for surgery —— Fundamental principles
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Dentistry — Duplicating material
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150 14408:2005

Tracheal tubes designed for laser surgery —
Requirements for marking and accompanying
information
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Ophthalmic optics —— Contact lenses and contact
lens care products —— Fundamental requirements

ISO/TR 14569-1:2007

Dental materials — Guidance on testing of wear —
— Part 1: Wear by toothbrushing

1SO/TS 14569-2:2001

Dental materials — Guidance on testing of wear —
— Part 2: Wear by two— and/or three body contact
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|osteosynthesis —— Particular requirements

Mon-active surgical implants — Implants for
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—— Particular requirements
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|Mon—active surgical implants — General
requirements
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Cleanrooms and associated controlled
environments —— Part 1: Classification of air
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Cleanrooms and associated controlled
environments — Part 2: Specifications for testing
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Cleanrcoms and associated controlled
environments —— Part 3: Test methods
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Cleanrooms and associated controlled
environments — Part 4: Design, construction and
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Cleanrooms and associated controlled
environments —— Part §: Operations
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Cleanrooms and associated controlled
environments == Part 8: Classification of airborne
molecular contamination
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Cleanrooms and associated controlled
environments == Part 9: Classification of surface
cleanliness by particle concentration
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Cleanrooms and associated controlled
|environments —- Biocontamination control —— Part
1: General principles and methods
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Implants for surgery == Active implantable medical
devices — Part 1: General requirements for
safety, marking and for information to be provided
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Implants for surgery —— Active implantable medical
devices — Part 2: Cardiac pacemakers
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Implants for surgery —— Active implantable medical

devices —— Part 4: Implantable infusion pumps
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Implants for surgery == Active implantable medical
devices — Part 5: Circulatory support devices
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Implants for surgery —— Active implantable medical
devices — Part 6: Particular requirements for
active implantable medical devices intended to

treat tachyarrhythmia (including implantable
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Ophthalmic optics — Contact lens care products
== Microbiclogical requir and test methods
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Ophthalmic optics == Contact lens care products
—— Antimicrobial preservative efficacy testing and
guidance on determining discard date
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Dentistry = Implants — Dynamic fatigue test for
endosseous dental implants
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Implants for surgery —— Total knee-joint
prostheses — Part 1. Determination of endurance
properties of knee tibial trays
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Microlens array — Part 1: Vocabulary
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Optics and photonics — Microlens arrays — Part
2: Test methods for wavefront aberrations
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Optics and photonics — Microlens arrays — Part
3: Test methods for optical properties other than
wavefront aberrations
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Optics and photonics — Microlens arrays — Part
4: Test methods for geometrical properties
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Ophthalmic optics == Spectacle lenses ——
Fundamental requirements for uncut finished
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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
Implants for surgery — Two—part addition—cure
silicone elastomers
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Medical devices — Quality management systems —
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|peripheral intravascular catheter: s

Sterile obturators for single use with over-needle
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Compatibility with oxygen
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Ophthalmic instr ts —
requirements and test mathuds - Part 1: General

requirements applicable to all ophthalmic
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requirements and test methods —— Part 2: Light
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Ophthalmic optics and instruments — Optical
devices for enhancing low vision
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Medical infusion bottles — Suspension devices for
iple use — Requirements and test methods

150 15378:20M

Primary packaging materials for medicinal products
—= Particular requirements for the application of
IS0 9001 2003 with reference to Good
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within a risk management process

ISO/TS 15539:2000

A (JSAEFR)
B AR — 5%&9&‘]0)-‘%1‘! *E-=

Eﬂﬂmw—ﬁﬂfﬁﬁ—ﬂﬁﬂﬁiﬁm
H(GMP)D S| FEH31S0 9001:20000 8 F O
EOHOBEERE

EMRBEOEMFURE—)AITRCAE
TotARICHEITLENENFEOREOF

Cardi el e n

5
DROEVTSUF-DERAIRE

ISO/TR 15599:2002
ISO/TR 15599:2002/Cor
1:2003

Digital codification of dental laboratory procedures
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Cardiovascular implants and artificial organs —
Hard-shell cardictomy/venous reservoir systems
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|membrane oxygenation (ECMO)

Cardiovascular implants and artificial organs —
Requirements for single—use tubing packs for
cardiopulmonary bypass and extracorporeal

DRI TS BN TR — s o
NRARDOEETFa—EL T hyTRUES
A A T if(ECMO)

IS0 15747:2010 Plastic s for i MR ENATSAFVIERS
Ophthalmic instruments — Endoilluminators —
IS0 15752:2010 Fundamental requirements and test methods for iggixglgig:igﬁ?ﬂ;;;;mnﬂf

optical radiation safety

IS0 15759:2005

IS0 15798:2010

Medical infusion equipment — Plastics caps with
inserted elastomeric liner for containers
the blow—fill-seal (BFS) process
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devices
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Dentistry — Casting and baseplate waxes
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Sterilization of health care products — Chemical
indicators —— Guidance for selection, use and
interpretation of results
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Washer-disinfectors -— Part 1: General

requirements, terms and definitions and tests
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Washer—disinfectors — Part 2: Requirements and
tests for washer—disinfectors employing thermal
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Washer—disinfectors — Part 3: Requirements and
tests for washer—disinfe s ing thermal

disinfection for human waste containers

1S0O 15883-4:2008

Washer—disinfectors — Part 4;: Requirements and
tests for washer—disinfectors employing chemical
disinfection for thermolabile endoscopes

1S0/T5 15883-5:2005

Washer—disinfectors —— Part 5: Test soils and
methods for demonstrating cleaning efficacy
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Washer—disinfectors == Part 6: Reguirements and
tests for washer—disinfectors employing thermal
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1SO 15912:2006
1SO 15912:2006/Amd

Dentistry —— Casting investments and refractory
die materials
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[SO 16021:2000

Urine—absorbing aids — Basic principles for
evaluation of single~use adult-incontinence—
|absorbing aids from the perspective of users and

SO 18034:2002
1SO 16034:2002/Cor
IS0 16037:2002
ISO 16037:2002/Amd
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Ophthalmic optics —— Specifications for single—
vision ready—-to-wear near— vision spectacles
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Rubber condoms for clinical trials —— Measurement
of physical properties
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1SO 16038:2005

Rubber condoms —— Guidance on the use of ISO
4074 in the quality management of natural rubber
latex condoms
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ISO 16054:2000

Implants for surgery —— Minimum data sets for
surgical implants
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ISO 16059:2007

Dentistry — Required elements for codification
used in data exchange

ISO 16061:2008
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Instrumentation for use in association with non—
active surgical implants — General requirements
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ISO/TR 16142:2006

Medical devices —— Guidance on the selection of
standards in support of recognized essential

principles of safety and performance of medical
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Technical aids for persons with disability —
Environmental control systems for daily living

ISO 16284:2006

Ophthalmic optics —— Information interchange for
ophthalmic optical equipment
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ISO 16391:2002

Aids for ostomy and incontinence — [rrigation
sets —— Requirements and test methods
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1SO 16402:2008

Implants for surgery —— Acrylic resin cement —
Flexural fatigue testing of acrylic resin cements
used in orthopaedics
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1SO 16408:2004

Dentistry —— Oral hygiene products —— Oral rinses
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IS0 16409:2006
ISO 16409:2006/Amd

Dentistry — Oral hygiene products — Manual
interdental brushes
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ISO 16428:2005

Implants for surgery —— Test solutions and
environmental conditions for static and dynamic
corrosion tests on implantable materials and
medical devices
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ISO 16429:2004

Implants for surgery ~— Measurements of open~

circuit potential to assess corrosion behaviour of
metallic implantable materials and medical devices
over extended time periods
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Tracheobronchial tubes —— Sizing and marking
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ISO 16671:2003

Ophthalmic implants — Irrigating solutions for
ophthalmic surgery

1SO 16672:2003
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Ophthalmic implants =~ Ocular endotamponades
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(endotamponades)

1SO 16840~1:2006

Wheelchair seating —— Part 1: Vocabulary,
reference axis convention and measures for body

segments, posture and postural support surfaces

1SO 16840-2:2007

Wheelchair seating —— Part 2: Determination of
physical and mechanical characteristics of devices

intended to manage tissue integrity — Seat
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[SO 16840-3:2006

Wheelchair seating — Part 3: Determination of
static, impact and repetitive load strengths for
postural support devices
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ISO 16840-4:2009

Wheelchair seating —— Part 4: Seating systems for
use in motor vehicles

BV ERE - F48: BB ETHEAT 500
PG RS

ISO 17180-1:2001
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methods for characterizing polymer—based

REARBRHNE - FEEMET R
IRt H ORI E OO DR E— H1

absorbent materials — Part 1: Determination of pH

B : pHD B TE.

TC
TC 106/SC 2

TC 173/5C 3

TC 172/8C 7

TG 157

TC 157

TG 150
TC 106/SC 3

TC 150

TC 210

TC 173
TC 172/8C 7

TC 173/8C 3

TC 150/SC 1

TG 106/SC 7
TC 106/SC 7

TC 150/8C 1

TC 150/SC 1

TC 121/SC 2
TC 172/SC 7

TC 172/SC 7

TC 173/SC 1

TC 173/sC 1

TC173/SC t

TC 173/SC 1

TG 173/SC 3

2012-08-30F£4T(D0J (2012-09-018F M CH L D)

(2012-09-128% S DDB)

EU Harmonised Standards

O =yih_ O BmZ

FDA Recognized Consensus Standards

1SO /IEC stendard MDD AIMD VD (ZBIRERTH) O : I 3hR @ : |0k %
SO 16038:2005 OBGYN/GU o
ENISO 16061:2009 o
(ISO 16061:2008)
JISO/TR 16142:2006 General Ol2]
EN ISO 16201:2006 o

(ISO 16201:2006)




EFBARISORRHE (ICS:11%)

CER2459 A 3B HE)

ARES

ki ki

RIE R T (ISARIBER)

ISO 17190-2:2001

Urine—absorbing aids for incontinence —— Test
methods for characterizing polymer—based
absorbent materials —— Part 2: Determination of
amount of residual monomers

1SO 17190-3:2001
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Urine—absorbing aids for incontinence — Test
methods for characterizing polymer-based
absorbent materials — Part 3: Determination of
particle size distribution by sieve fractionation

ISO 17190-4:2001
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Urine—absorbing aids for incontinence —— Test
methods for characterizing polymer—based
absorbent materials —— Part 4: Determination of
moisture content by mass loss upon heating

1SO 17190-5:2001

REARBFENE - D FERMET HR
I HORMEHEO-ODRBTE—$4
B:mBEOEREHLICEIEREOME

Urine—absorbing aids for incontinence — Test
methods for characterizing polymer—based
absorbent materials —— Part 5: Gravimetric
determination of free swell capacity in saline
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{solution after centrifugation

RERARBIRMBR — B A FEEMET DR
IR B ORI RIE D= DRI E— S
B ABKBEPTOMBBREROERAE

Urine—absorbing aids for incontinence —— Test
methods for characterizing polymer—based
absorbent materials — Part 6: Gravimetric
determination of fluid retention capacity in saline
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Urine—absorbing aids for incontinence —— Test
methods for characterizing polymer—based
absorbent materials —— Part 7: Gravimetric
determination of absorption under pressure
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ISO 17190-8:2001

Urine—absorbing aids for incontinence —— Test
methods for characterizing polymer—based
absorbent materials —— Part 8: Gravimetric
determination of flowrate
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Urine—~absorbing aids for incontinence —— Test
methods for characterizing polymer—based
absorbent materials — Part 9: Gravimetric
determination of density
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Urine—absorbing aids for incontinence ~— Test
methods for characterizing polymer—based
absorbent materials —— Part 10: Determination of
extractable polymer content by potentiometric

ISO 17190-11:2001
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Urine—absorbing aids for incontinence —— Test
methods for characterizing polymer—based
absorbent materials —— Part 11: Determination of

content of respirable particles
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Urine—absorbing aids for incontinence ——
Measurement of airborne respirable polyacrylate
superabsorbent materials —— Determination of dust
in collection cassettes by sodium atomic
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Sleep apnoea breathing therapy — Part 1: Sleep
apnoea breathing therapy equipment
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ISO 17510-2:2007

Sleep apnoea breathing therapy —— Part 2: Masks
and application accessories

ISO 17511:2003
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In vitro diagnostic medical devices —
Measurement of quantities in biological samples ——
Metrological traceability of values assigned to
calibrators and control materials

ISO 17526:2003

Optics and optical instruments —— Lasers and
laser—related equipment —— Lifetime of lasers

ISO 17593:2007
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Clinical laboratory testing and in vitro medical
devices —— Requirements for in vitro monitoring

systems for self-testing of oral anticoagulant
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Sterilization of medical devices — Information to
be provided by the manufacturer for the

processing of resterilizable medical devices
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1SO 17665-1:2006

Sterilization of health care products — Moist heat
— Part 1: Requirements for the development,
validation and routine control of a sterilization
process for medical devices

ISO/TS 17665-2:2009
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Sterilization of health care products —— Moist heat
—— Part 2: Guidance on the application of ISO
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ISO 17853:2011

Wear of implant materials ~~ Polymer and metal
wear particles — Isolation and characterization

AVTSUMTHOBER - EARRURRE
BUF—SER OB

ISO/TR 18112:2006

Clinical laboratory testing and in vitro diagnostic
test systems — In vitro diagnostic medical
devices for professional use ~~ Summary of
regulatory requirements for information supplied by
the manufacturer
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1SO 18113-1:2009

In.vitro diagnostic medical devices —— Information
supplied by the manufacturer (labelling) — Part 1;

Terms, definitions and general requirements

1SO 18113-2:2009

In vitro diagnostic medical devices —— Information
supplied by the manufacturer (labelling) — Part 2:
In_vitro diagnostic reagents for professional use
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1SO 18113-3:2009

In vitro diagnostic medical devices —— Information
supplied by the manufacturer (labelling) — Part 3:
In vitro diagnostic instruments for professional use

ISO 18113-4:2009

In vitro diagnostic medical devices —— Information
supplied by the manufacturer (labelling) ~~ Part 4:
In vitro diagnostic reagents for self-testing

1SO 18113-5:2009

In vitro diagnostic medical devices —— Information
supplied by the manufacturer (labelling) — Part 5:
In vitro diagnostic instruments for self~testing
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In vitro diagnostic medical devices —
Measurement of quantities in biological samples ~-
Metrological traceability of values for catalytic

concentration of enzymes assigned calibrators and

1SO 18192-1:2011
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Implants for surgery —— Wear of total intervertebral
spinal disc prostheses — Part 1: Loading and
displacement parameters for wear testing and
corresponding environmental conditions for test
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1SO 18192-2:2010

Implants for surgery —— Wear of total intervertebral
spinal disc prostheses —— Part 2: Nucleus
replacements
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Ophthalmic optics —— Contact lenses — Part 1:
Vocabulary, classification system and
recommendations for labelling specifications

1SO 18369-2:2006
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Ophthalmic optics —— Contact lenses — Part 2;
Tolerances
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ISO 18369-3:2006

Ophthalmic optics = Contact lenses — Part 3:
Measurement methods

ISO 18369-4:2006
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Ophthalmic optics —— Contact lenses —— Part 4;
Physicochemical properties of contact lens

1SO 18472:2006
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Sterilization of health care products —— Biological
and chemical indicators — Test equipment
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ISO 18777:2005

Transportable liquid oxygen systems for medical
use — Particular requirements
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ISO 18778:2005

Respiratory equipment —— Infant monitors —
Particular requirements

ISO 18779:2005
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Medical devices for conserving oxygen and oxygen
mixtures —— Particular requirements
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ISO/TS 18835:2004

Inhalational anaesthesia systems —— Draw—over
vaporizers and associated equipment

ISO 19001:2002
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In vitro diagnostic medical devices —— Information
supplied by the manufacturer with in vitro
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diagnostic reagents for staining in biology
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IS0 19054:2005

Rail systems for supporting medical equipment
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1SO/TS 19218-1:2011

Medical devices —— Hierarchical coding structure
for adverse events — Part 1: Event—type codes

ISO/TS 19218-2:2012

|Medical devices = Hierarchical coding structure
for adverse events — Part 2: Evaluation codes

ISO/IEC TR 19765:2007

|Information technology = Survey of icons and
|symbols that provide access to functions and
|facilities to improve the use of information

technology products by the elderly and persons

ISO/IEC TR 19766:2007

1S0O/TS 19979:2004
1SO 19980:2012

|Information technology = Guidelines for the
deslgn of |cons and symbols accessible to all

Ophthalmic optics — Contact Ienses == Hygienic

Ophthalmi

instruments — Corneal topographers
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IS0 20072:2009

Aerosol drug delivery device design verification —
Requirements and test methods

IS0 20126:2012

Dentistry — Manual toothbrushes — General
requirements and test methods

IS0 20127:2005

Dentistry — Powered toothbrushes — General
requirements and test methods
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IS0 20160:2006

Implants for surgery — Metallic materials —
Classification of microstructures for alphatbeta
titanium alloy bars

1SO 20776-1:2006
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Clinical laboratory testing and in vitro diagnostic
test systems — Susceptibility testing of infectious
agents and evaluation of performance of
antimicrobial susceptibility test devices — Part 1
Reference method for testing the in vitro activity
of antimicrobial agents against rapidly growing
aerobic bacteria involved in infectious diseases

1SO 20776-2:2007

I1SO 20795-1:2008
SO 20795-1:2008/Cor
1:2009
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Clinical laboratory testing and in vitro diagnostic
test systems —— Susceptibility testing of infectious
agents and evaluation of performance of
antimicrobial susceptibility test devices — Part 2:
Evaluation of performance of antimicrobial
susceptibility test devices
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Dentistry — Base p
base polymers
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ISO 20795-2:2010

ISO/TR 20824:2007

Dentistry — Base polymers — Part 2: Orthodonti

base polymers
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Ophthalmic instruments — Background for light
hazard specification in ophthalmic instrument
standards
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IS0 20857:2010

Sterilization of health care products — Drv heat -
= Requi for the devel t ti

and routine control of a stenllxahon process for
medical devices
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1SO/TS 20993:2006

Biclogical evaluation of medical devices —
Guidance on a risk-management process
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IS0 21171:2006

Medical gloves —— Determination of r

surface powder

IS0 21254-1:2011
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Lasers and laser-related equipment — Test
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Part 1: Definitions and general principles

IS0 21254-2:2011
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Lasers and laser-related equipment —— Test
methods for laser-induced damage threshold —
Part 2: Thresheld determination

ISO 21254-3:2011

RUL—FMEME —L—FI“EoT
BRENLBMOLENE—F28 LEVE
DRI

Lasers and laser-related equipment — Test
methods for laser-induced damage threshold ——
Part 3: Assurance of laser power (energy) handling

L—FRUL—F BB —L—FIT&k>T
BRI SBBOLELE — 38 L—Fi
AT F—) IR VEED O RIE

capabilities

TC
TC121/5C 6

TG 210

TC 210

JTC 1/8C 35

JTC 1/8C 35

TG 172/8C 7
TG 172/8C 7
TC 84

TC 106/SC 7

TC 106/8C 7

TC 150/8C 1

TG 212

TC 212

TG 106/5C 2

TG 106/5C 2

TG 172/8C 7

TG 198

TG 194

TC 45/8C 3

TC 172/SC 9

TG 172/5C 9

TC 172/5C 9

2012-08-30F4TDOJ (2012-09-01B R THAELD)

(2012-09-128% R DDB)

[ EU Harmonised Standards O - B3tk @ IBR® FDA Recognized C Standards

| ISO /IEC standard MDD AIMD IVD AR EET H) [oFF (311 ®:IHiE%

EN SO 19054:2006 o

(IS0 19054:2005)

EN [SO 20776-1:2006 o

(1SO 20776-1:2006)

[EN 1641:2009]
|iso 208572010
AAMI ANSI [SO =
20857:2010 Starlity om
(150 20857:2010)

EN ISO 21171:2006 o

(1SO 21171:2006)
[SO 21254-1:2011 Radiology o]
IS0 21254-2:2011 Radiology o]
1SO 21254-3:2011 Radiology 0




Part 4: Inspection, detection and measurement

1SO 21439:2009

1SO 21530:2004

IS0 21531:2009
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Clinical dosimetry —— Beta radiation sources for
brachytheray
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Dentistry — Materials used for dental equipment
surfaces — Determination of resistance to
chemical disinfectants
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Dentistry == Graphical symbols for dental
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150 21533:2003
ISO 21533:2006/Cor

Dentistry = Reusable cartridge syringes intended
for intraligamentary injections

ISO 21534:2007

IS0 21535:2007

Mon-active surgical implants —— Joint replacement

|implants — Particular requirements

Mon-active surgical implants —— Joint replacement
implants — Specific requirements for hip-joint
replacement implants
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150 21536:2007

MNon-active surgical implants == Joint replacement
implants — Specific requirements for knee—joint

replacement implants

1S0 21606:2007
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Dentistry —— Elastomeric auxiliaries for use in
orthodontics
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IS0 21649:2006

Needle-free injectors for medical use —

Requirements and test methods

150 21671:2006
IS0 21671:2006/Amd
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|Dentistry == Rotary polishers
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ISO 21672-1:2012

Dentistry == Periodontal probes == Part 1: General
requirements
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1S0O 21969:2009

1S0 21987:2009

|medical gas systems

High—pressure flexible connections for use with

ERHALATLIZERT IMETLSER
#il

Ophthalmic optics —— Mounted spectacle lenses
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1SO 22112:2005

Dentistry — Artificial teeth for dental prostheses
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150 22196:2011

M of antibacterial activity on plastics
and other non—porous surfaces
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IS0 22254:2005

Dentistry — Manual toothbrushes — Resistance
of tufted portion to deflection
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ISO/TS 22367:2008
1S0/T5 22367:2008/Cor
1:2009

Medical laboratories — Reduction of error through
risk B t and inual imp! t
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IS0 22374:2005

Dentistry == Dental handpieces —— Electrical-
wered scalers and scaler tips

ISO/TR 22411:2008

Ergonomics data and guidelines for the application
of ISO/IEC Guide 71 to products and services to
address the needs of older persons and persons
with disabilities
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|I50 22413:2010

Transfer sets for pharmaceutical preparations =
Requirements and test methods
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|I50 22442-1:2007

Medical devices utilizing animal tissues and their

derivatives —— Part 1: Application of risk

IS0 22442-2:2007
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Medical devices utilizing animal tissues and their
derivatives — Part 2 Controls on sourcing,
collection and handlin,
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IS0 22442-3:2007

Medical devices utilizing animal tissues and their
derivatives — Part 3: Validation of the elimination
and/or inactivation of viruses and transmissible
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|spongiform encephalopathy (TSE) agents
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ISO/TR 22442-4:2010

IS0 22523:2006

and/or inactivation of transmissible spongiform
encephalopathy (TSE) agents and validation assays
for those processes
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External limb prostheses and external orthoses —
Reguirements and test methods
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Dentistry — Plant area equipment — Part 1:
Suction systems

1S0/TS 22595-2:2008
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Dentistry — Plant area equipment — Part 2:
Compressor systems
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1S0O 22609:2004

Clothing for protection against infectious agents -
- Medical face masks — Test method for
resistance against penetration by synthetic blood
(fixed volume, horizentally projected)

ISO 22610:2006
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Surgical drapes, gowns and clean air suits, used as
|medical devices, for patients, clinical staff and
|equipment — Test method to determine the

IS0 22612:2005

Clothing for protection against infectious agents -
— Test method for resistance to dry microbial
enetration

resistance to wet bacterial penetration | DR &
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IS0 22674:2006

Dentistry == Metallic materials for fixed and
removable restorations and appliances

IS0 22675:2006

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

ISO/TR 22676:2006

Prosthetics — Testing of ankle-foot devices and
foot units — Guidance on the application of the
test loading conditions of IS0 22675 and on the
design of appropriate test equipment

IS0 22794:2007
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Dentistry = Implantable materials for bone filling
and t in oral and illofacial surgery
—— Contents of a technical file

1S0 22803:2004
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Dentistry —— Membrane materials for guided tissue
regeneration in oral and maxillofacial surgery —
Contents of a technical file

1SO/TR 22869:2005

150 22870:2006

implementation of ISO 15189: 2003

Medical laboratories — Guidance on laboratory

Point-of-care testing (POCT) — Requirements for
quality and competence
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IS0 22882:2004

Castors and wheels —— Requirements for castors
for hospital beds

ISO/TS 22911:2005

‘%ﬁ&ﬂ#vl#——-—ﬁ&'*-ﬂ-’ﬂi#—rz?~

Dentistry —— Preclinical evaluation of dental
implant systems —— Animal test methods

ISO/TR 22979:2006

IS0 23317:2007

IS0 23328-1:2003

1S0 23328-2:2002
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Ophthalmic implants — Intraccular lenses —
Guidance on assessment of the need for clinical
investigation of intraccular lens design
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Implants for surgery — In vitro evaluation for
apatite—forming ability of implant materials
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Breathing system filters for anaesthetic and
respiratory use —— Part 1: Salt test method to
assess filtration performance

Breathing system filters for anaesthetic and
respiratory use — Part 2: Non-filtration aspects

1S0O 23409:2011

Male condoms —— Requirements and test methods
for condoms made from synthetic materials

1SO 23500:2011

Guidance for the preparation and guality
management of fluids for haemodialysis and related
therapies
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150 23599:2012

Assistive products for blind and vision-impaired

persons — Tactile walking surface indicators
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IS0 23600:2007

IS0 23640:2011

/ p for p with vision
impairments and persons with vision and hearing
impairments - Acoustic and tactile signals for

edestrian traffic lights
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In vitro diagnostic medical devices — Evaluation of

stability of in vitro diagnostic reagent:

IS0 23747:2007

ISO/TS 23810:2012

|pulmenary function in spentaneously breathing

Anaesthetic and respiratory equipment — Peak
expiratory flow meters for the assessment of
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Cardiovascular implants and artificial organs —
Checklist for preoperative extracorporeal
circulation equipment setup
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IS0 23907:2012

IS0 23908:2011

Sharps injury protection —— Requirements and test

|methods — Sharps containers

Sharps injury protection —— Reguirements and test
methods — Sharps protection features for single~
use hypodermic needles, introducers for catheters
and needles used for blood sampling

1S0O 24013:2006
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Optics and photonics — Lasers and laser—related
equipment —— Measurement of phase retardation
of optical components for polarized laser radiation

1S0 24157:2008

Ophthalmic optics and instruments —— Reporting
aberrations of the human eye
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150 24214:2006

Skin barrier for ostomy aids —— Vocabulary
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1SO/TS 24348:2007

Dentistry = Mercury and alloys for dental
amalgam
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Ophthalmic optics — Spectacle frames — Method
for the simulation of wear and detection of nickel

release from metal and combination spectacle
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Tips for assistive products for walking —
Requirements and test methods = Part 1: Friction
of tips
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IS0 24415-2:2011

Tips for assistive products for walking ——
Requirements and test methods — Part 2:

Durability of tips for crutches
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Ergonomics —— Accessible design —— Auditory
signals for consumer products

IS0 24501:2010

Ergonomics —— Accessible design —— Sound
ressure levels of auditory signals for consumer

1SO 24502:2010

Ergonomics — Accessible design —— Specification
of age-related luminance contrast for coloured 3

150 24503201

Ergonomics — Accessible design —Tactile dots
and bars on consumer products

150 249982008

Plastics laboratory ware — Single—use Petri
dishes for microbiclogical procedures
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IS0 25424:2009

Sterilization of medical d — Low
temperature steam and formaldehyde —
Requirements for development, validation and
routine control of a sterilization process for
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Cardiovascular implants — Endovascular devices -
= Part 1: Endovascular prostheses
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Cardi PRI — Endi |

p devices —
= Part 2: Vascular stents
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ISO 25539-3:2011

Cardiovascular implants —— Endovascular devices -
~ Part 3: Vena cava filters
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Female condoms —— Requirements and test
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