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{ Publication of titles and references of harmenised standards under Lnion harmonization legislation)

ESO(l)  Reference and title of the First Reference of D“t? of
| standard - publication  superseded standard cessation of

(and reference document) 0J Pl“ﬂllll;l'lﬁﬂll
0

i - conformity
of
superseded |
standard
Note |

CEN | EN 285:2006+A2:2009 02/12/2009 ﬁﬁ-ﬁﬁihﬁ_ﬂﬂﬂ““ﬂi 214032010

Sterilization - Steam sterilizers

Note 2.1 | |
- Large sterilizers Sess |

CEN | EN455-1:2000 30/09/2005 EN 455-1:1993 30/04/2001

' Medical gloves for single use -
Part 1: Requirements and
testing for freedom from hoeles

Mote 2.1

(CEN | EN 455-2:2009+42:2013 16/052014 EN 455- 3111012014
CEN  EN 455-2:2009 e O

. Medical gloves for single use -
. Part 2: Requirements and

. p ; : Nate 2.1
; testing for physical properties e -
CEN | EN 455-3:2006 19/08/2007 EN 455-3:1999 30/06/2007
Medical gloves for single use - | Note 2.1
Part 3: Requirements and O
testing for biological
evaluation

CEN | EN 455-4:200% 07/07/2010 |

Medical gloves for single use -
Part 4: Requirements and
testing for shelf life
determination
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CEN | EN 556-1:2001 31/07/2002 EN 556:1994 + 30/04/2002

Sterilization of medical AR |

devices - Requirements for
' medical devices to he
designated "STERILE" - Part
1: Requirements for
terminally sterilized medical
 devices
|EN 556-1:2001/AC:2006 15/11/2006
CEN KN 556-2:2003 (19/08/2007
Sterilization of medical
devices - Requirements for
medical devices to be
designated "STERILE" - Part
2: Requirements for

aseptically processed medical
devices

Note 2.1

CEN N 794-3:1998+42:2000 07072010 |  EN794-3:1998 | 215032010
' Lung ventilators - Part 3:
Particular requirements for
‘emergency and transport
ventilators

Note2.1

g CEN | EN 980:2008 N 23/07/2008 EN 980:2003 31052010

Svmbhols for use in the

* . Note 2.1
labelling of medical devices

CEN | EN 1041:2008 19/02/2009 EN 1041:1998 31/08/2011

Information supplied by the
manufacturer of medical
| devices

Mote 2.1
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'CEN  EN 1060-3:1997+42:2009 o707/2000  EN 1060-3:1997 31052010

. | Mon-invasive

i sphygmomanometers - Part 3:
; Supplementary requirements
for electro-mechanical blood
pressure measuring systems

CEN EN 1060-4:2004 30/09/2005
MNon-invasive
sphygmomanometers - Part 4:
Test procedures to determine
the overall system accuracy of
antomated non-invasive
sphygmomanometers !

CEN |ENISO 1135-4:2011 170472012 | ENISO 1135-4:2010 | 3950412012

Transfusion equipment for
medical use - Part 4:

g Transfusion sets for single use
| (IS0 1135-4:2011)

CEN | EN 1282-2:2005+A1:2009 07/07/2010

Tracheostomy tubes - Part 2:
Pacdiatric tubes (150 5366-
3:2001, modified)

CEN | EN 1422:1997+A1:2009 02/12/2009 EN 1422:1997 21/03/2010

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

CEMN . EN 1618:1997 09/05/1998
Cathetlers other than
intravascular catheters - Test
methods for common
properties

Note 2.1

MNote 2.1

" EN 1282-2:2005 21/03/2010

Note 2.1

Moie 2.1
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CEN  EN 1639:2009 - 07/07/2010 EN 1639:2004 30/04/2010
' Dentistry - Medical devices for | Note 2.1
. dentistry - Instruments A | |
CEN  EN 1640:2009 070072000 | EN1640:2004 304040010
Dentistry - Medical devices for Note 2.1
‘dentistry - Equipment S
CEN |EN 1641:2009 07/07/2010 EN 1641:2004 30/04/2010
Dentistry - Medical devices for Note 2.1
dentistry - Materials Ry
CEN | EN 1642:2011 2704/2012 EN 1642:2009 30/04/2012
Dentistry - Medical devices for
dentistry - Dental implants el
CEN EN 1707:1996 17/05/1997
Conical fittings with a 6 %
(Luer) taper for syringes,
needles and certain other
medical equipment - Lock
fittings
CEN | EN 1782:1998+A1:2009 07/07/2010 EN 1782:1998 21/03/2010
Tracheal tubes and -:unnect?rr_j_ — Note 2.1
CEN | EN 1789:2007+A1:2010 180172011
Medical vehicles and their
equipment - Road ambulances
CEN | EN 1820:2005+A1:2009 07/07/2010 EN 1820:2005 21/03/2010
Amnuaesthetic reservoir bags
(IS0 5362:2000, modified) Note 2.1 |
CEN | EN 1865-3:2012 30/08/2012 EN 156511999 31/12/2012
Patient handling equipment
used in road ambulances - Note 2:1
Part 3: Heavy duty stretcher
e
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CEN | EN 1865-4:2012 30/08/2012 RRE1BES R 31/10/2012
' P'Hi'il.‘:l.'lt handling equipment Note 2.1
| used in road ambulances -
| Part 4: Foldable patient
transfer chair
CEN  EN 1865-5:2012 30/08/2012 EN 1865:1999 31/12/2012
Patiept handling equipment Note 2.1
used in road ambulances - _ |
Part 5: Stretcher support '
CEN EN 1985:1998 10/08/1999
Walking aids - General
requirements and test i
methods
This standard still needs to be amended to take into account the requirements introduced by
Directive 2007/47/EC. The amended standard will be published by CEN as soon as possible.
Manufacturers are advised to check whether all relevant Essential Requirements of the

amended directive are appropriately covered. |

CEN  ENISO 3826-2:2008

Plastics collapsible containers
for human blood and blood
components - Part 2:
Graphical symbaols for use on
labels and instruction leaflets
(TS0 3826-2:2008)

CEN EN ISO 3826-3:2007

Plastics collapsible containers
for human blood and blood
components = Part 3: Blood
hag systems with integrated
features (IS0 3826-3:2(06)
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CEN | ENISO 4074:2002 3uoT00z - EN600:19% 310812005
Natural latex rubber condoms 5 Note 2.1
- Requirements and test SR
-methods (1SO 4074:2002)
(EN ISO 4074:2002/AC:2008  02/12/2009
CEN . EN 1SO 4135:2001 3072002 UNISOAISSA996 | 95032002
| Anaesthetic and respiratory ;
- equipment - Vocabulary (ISO 2ote 2l
| 4135:2001)
CEN  EN ISO 5359:2008 23/07/2008 EN 739:1998 30/06/2010
Low-pressure hose assemblics | Note 2.1
for use with medical gases SR
(IS0 5359:2008) |
'EN IS0 5359:2008/A1:2011  30/08/2012 Note 3 304062012
CEN  EN ISO 5360:2009 02122000 ENISOS360:2007 | 2940372010
- Anaesthetic vaporizers - .
. Note 2.
- Agent-specific filling systems Note 2.1
(IS0 5360:2006) .
CEN  ENISO 5366-1:2009 L 02/12/2000  ENISO5366-1:2004 | 21/93/2010
Ana'esthelic and respiratory | Note 2.1
equipment - Tracheostomy 5 E—
| tubes - Part 1z Tubes and
| connectors for use in adults
(ISO 5366-1:2000) .
CEN | EN ISO 5840:2009 02122000 ENISOS840:2005 | 219312010
 Cardiovascular implants - ' ' -
Cardiac valve prostheses (ISO) NoteZ,1
58440:2005)
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CEN  |EN1SO 7197:2009 02/12/2009 | ENISO 7197:2006 | 33/03/2010
Neurosurgical implants - Note 2.1
Sterile, single-use A,
hydrocephalus shunts and
compuonents (IS0 7197:2H6,
including Cor 1:2007)
CEN | ENISO 7376:2009 02/12/2000 | ENISO7376:2009 | 2150312010
Anaesthetic and respiratory
equipment - Laryngoscopes Sofe il
for tracheal intubation (150
: 7376:2009)
CEN  |EN IS0 7396-1:2007 09/08/2007 ENT737-3:1998 1 30/04/2009
' Medical gas pipeline systems - Note 2.1 !
Part 1: Pipeline systems for S ’
compressed medical gases and
vacuum (150 7396-1:2007)
EN IS0 7396-1:2007/A1:2010 | 07/07/2010 Note 3 31/07/2010
_ EN [SO 7396-1:2007/A2:2010 | 07/07/2010 Note 3 31/08/2010
'CEN | ENISO 7396-2:2007 09/08/2007 EN 737-2:1998 30/04/2009
‘Medical gas pipeline systems -
Part 2: Anaesthetic gas Note2.]
scavenging disposal systems | !
{150 T396-2:2007) ' |
(CEN  EN ISO 7886-3:2009 07072010 | ENISO 7886-3:2005 | 240932010
' sterile hvpodermic syringes
for single use - Part 3;: Auto- ot zl
‘disable syringes for lixed-dose
immunization (IS0 7886- 5
3:2005) |
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CEN ISO 7886-4:2009

Sterile hypodermic syringes
for single use - Part 4:
Syringes with re-use
prevention feature (150 7886-
4:2006)

CEN

EN ISO B185:2009

Respiratory tract humidiliers
for medical use - Particular
requirements for respiratory
humidification syvstems (ISO
8185:2007)

CEN

EN ISO 8359:2009

Oxygen concentrators for
medical use - Safety
requirements (IS 8359:1996)

07/07/2010

| 02112/2000

02/12/2009

Note 2.1

 EN ISO 8185:2007

Note 2.1

21/03/2010

EN IS0 8359:1996

te 2.1

217032010

EN ISO 8359:2009/A1:2012

16/0172015

Mote 3

. —

31/01/2013

CEN

CEN

EN IS0 8835-2:2009

Inhalational anaesthesia
systems - Part 2: Anaesthetic
breathing systems (ISO 8835-
2:207)

Inhalational anaesthesia
systems - Part 3: Transfer and
receiving systems ol active
anaesthetic gas scavenging
systems (150 8835-3:2007)

EN ISO 8835-3:2009

02/12/2009

EN 150 §835-2:2007

MNote 2.1

21/0312010 |

02/12/2009

EN IS0 8835-3:2007

Note 2.1

21/032010 |

EN IS0 B835-3:2009/A1:2010

13057211 1

MNuote 3

C 30/04/2011
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'CEN  |EN IS0 8835-4:2009 | 02/12/2009 | EN ISO 8835-4:2004 | 21/03/2010
Inhalational anacsthesia ; _ Note 2.1 !
systems - Part 4: Anaesthetic | E—
vapour delivery deviees (ISO i |
§835-4:2004)
CEN |ENISO 8835-5:2009 02/12/2009 | ENISO8835-5:2004 | 2132010
Inhalational anaesthesia Note 2.1
systems - Part 5: Anaesthetic S

[ ventilators (IS0 8835-5:2004)
CEN | ENISO 9170-1:2008 19/02/2009 EN 737-1:1998 31/07/2010

CTerminal units for medical gas

 pipeline systems - Part 1:

| Terminal units for use with

compressed medical gases and |
vacuum (ISO 9170-1:2008)

'CEN  EN ISO 9170-2:2008 19/02/2009 EN 737-4:1998 372010 |

i Terminal units for medical gas
pipeline systems - Part 2:

' Terminal units for anaesthetic

| gaus scavenging systems (ISO

5 9170-2:2008)

(CEN | ENTSO 9360-1:2009 | 0271212009 | ENISO9360-1:2000 | 214372010

| | Anaesthetic and respivatory |
equipment - Heat and - ;
moisture ¢xchangers (HMEs) ! |
for humidifving respired gases
in humans - Part 1: HMEs for
use with minimum tidal

, volumes of 250 ml (IS0 9360-

i 1:20010)

Mote 2.1

Note 2.1 i

MNote 2.1
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CEN | EN ISO 9360-2:2009 L 02/1202009 } EN IS0 9360-2:2002 | 23/03/2010 |
| Anaesthetic and respiratory : I Note 2.1

' equipment - Heat and

| moisture exchangers (HMEs) |
| for humidifying respired gases |
' in humans - Part 2: HMEs for |
| use with trachesstomized

i patients having minimum tidal
'volumes of 250 ml (150 9360-

12:2001)
CEN  ENISO 9713:2009 C0znzizony | ENISOSTIS2004 1 29432010
Neurosurgical implants - Self- Note 2.1

elosing intracranial aneurysm
cllps (I ED ‘_'1'713 ZHUE}

CEN  EN ISO 10079-1:2009 pz/1z/2000 - ENTSO 10079-1:1999 | 21032010

Medical suction equipment -
Part 1: Electrically powered
suction equipment - Safety
requirements (ISO 10079-

1:1999)

CEN | EN ISO 10079-2:2009 Coznzzony | ENISO 10079-2:1999 1 210312010

| Medical suction equipment - | ;

| :\ "
| Part 2: Manually powered ote 2.1
suction equipment (IS0

10079-2: 1999}

CEN  ENISO 10079-3:2009 n/12/2000 ENISO 10079-3:1999 | 51432010

Medical Sur!mn eq IEIPIIJEIH - Note 2.1
| Part 3: Suction equipment

powered from a vacuum or
| pressure source (150 10079-
1 3:1999)

Note 2.1
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'ENISO 10328:2006

Prosthetics - Structural testing |

of lower-limb prostheses -
Requirements and test
ml:lhud'i (Hﬂ l{l"!-iﬁ 2006)

| I}WHBIZ!] 07

[]lrut]u 2007/47/EC. The amended standard will be published by CEN as soon as possible.
Manulacturers are advised to check whether all relevant Essential Requirements of the
| amunded dlrﬂrtlw arc appmprlatel‘v mwred

CEN | ENISO 10524-1:2006 L 02/06/2006  ENT738-1:1997 31/102008
| Prl::ssurc regulators for use : .
| with medical gases - Pare 1: ! Seleld
Pressure regulators and i
pressure regulators with flow-
rmetering deviees (ISO 10524
1:2006)
CEN | ENISO 10524-2:2006 07/06/2009 EN 738-2:1998 31/10/2008
Pressure regulators for use .
with medical gases - Part 2: Netedd
Manifold and line pressure |
_ regulators (IS0 11]524 -2:2005)
—— ] e, . .
CEN | EN ISO 10524-3:2006 07/09/2006 EN 738-3:1998 31/10/2008
Pressure regulators for use :
| with medical gases - Part 3: Row 2t
| Pressure regulators integrated
[ with eylinder valves (ISO
10524-3:2005) |
'CEN  |EN ISO 10524-4:2008 23/M07/2008 EN 738-4:1998 30/06/2010
FP'ressure regulators for use Note 2.1

with medical gases - Part 4:
Low-pressure regulators (150
I 10524-4:2008)
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'CEN  EN IS0 10535:2006 09/08/2007 = ENISO 10535:1998 | 334612007 |

CEN

{CEN

-
CEN

14:2002)

Hoists for the transfer of
disabled persons -
Requirements and test
methods (ISO 10535:2006)

Note 2.1

This standard still needs to be amended to take inte account the requirements introduced by
Directive 2007/47/EC. The amended standard will be published by CEN as soon as possible.
Manuflacturers are advised to check whether all relevant Fesential Requirements of the

amended directive are appropriatcly covered.

LEN ISO 10555-1:2009

 Sterile, single-use

intravascular catheters - Part
1: General requirements (ISO
10555-1:1995, including Amad

02/12/2000 | ENISO 10555-1:1996 | 5140312010

i Note 2.1

EN ISO 10651-2:2009

10651-2:2004)

g

EN I50 10651-4:2009

nperator-powered

1:1999 and Amd 2:2004) |
021272009 | ENISO 10651-2:2004 | 510032010 |
Lung ventilators far medical Note 2.1
use - Particular requirements E— E |
for basic safety and essential
performance - Part 2: Home
care ventilators for ventilator-
dependent patients (IS0
02/12/200% | ENISO10651-4:2002 | 519372010
Lung ventilators - Part 4: Note 2.1
Particular requirements for SRS
resuscitators (150 10651-
EIVIPITT! KT | ST

B e
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CEN

EN l&-ﬂ' 10651-6:2009

- Lung ventilators for medical
-use - Particular requirements
for basic safety and essential
performance - Part 6: Home-
cure ventilatory support
devices (ISO 10651-6:2004)

CEN

HZIIEHH{!.‘?

- EN ISO 10651-6:2004

Note 2.1

?-1(03."2010

EN IS0 10993-1:2009

Eiological evaluation of
medical devices - Part 1:
Evaluation and testing within
4 risk management process
[lﬁ(} 1[!993 I 2(][!9]

02/12/2009

EN ISO 1099312009

Note 2.1

21/03/2010

EN ]Sﬂ 1I}9'}3-
L2200 AC: 2010

18/01/2011

CEN

EN ISO 10993-3:2014 (new)

Biological evaluation of
medical devices - Part 3: Tests
for genotoxicity,
carcinogeniecity and
reproductive toxicity (IS0
10993-3:2014)

This is the |

first
publication

CEN IS0 10993-2:2009

MNaote 2.1

31/12/2015

CEN

CEN

EN IS0 101993-4:2(M19

Biological evaluation of
medical devices - Parl 4:
Sclection of tests for
interactions with blood (150
10993-4:2002, including Amd
1: Zﬂ{lﬁ]

02/12/2009

EN IS0 10993-4:2002

Note 2.1

21/03/2010

EN IS0 10993-5:2000

Biological evaluation of
medical devices - Part 5: Tests
for in vitro eytotoxicity (ISO
10993-5:200%)

02/12/2009

ENISO 10993-5:1999

Note 2.1

31/12/2009
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CEN | ENISO 10993-6:2009 02/12/2009 | ENISO 10993:6:2007 31 /032010

Biological evaluation of
'medical devices - Part 6: Tests
for local effects after ! !
implantation (150 10993- ?
6:2007)

CEN Fh ISO 10993-7:2008 - 19/02/2009

' Biological evaluation of
medical devices - Part 7: '
Ethylene oxide sterilization
residuals (ISC 10993-7:2008)

EN ISO 10993- 07/07/2010
7:2008/AC:2009

CEN  |EN ISO 10993-9:2009 02/12/2009 | ENISO 10993-9:2009 | 510032010

Riological evaluation of
medical devices - Part 9:
Framework for identification
and quantification of potential
| degradation products (ISO

g 10993-9:2009)

'CEN | ENISO 10993-11:2009 02/12/2009  ENISO H0993-11:2006 | 240372010

Biological evaluation of
medical devices - Part 11
Tests for systemic toxicity
(IS0 10993-11:2006)

CEN  EN ISO 10993-12:2012 240112013 | ENTSO 10993-12:2009 319172013

Biolegical evaluation of
'medical devices - Part 12; !
| Sample preparation and '
reference materials (ISO
| 10993-12:2012)

Mopte 2.1

MNote 2.1

MNote 2.1

Note 2.1
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L‘EN

JL...I:I E‘\h

. G5k osles

[ EN IS0 10993-13:2010

' Biological evaluation of
'medical devices - Part 13:
 Identification and

| quantification of degradation
products from polymeric
medical devices (150 10993-
13:2010)

CEN

EN IS0 II}W'S 14: 2[]1]9

Biological evaluation of

medical devices - Part 14:

Identification and

| quantification of degradation

| products from ceramics (1SO
1[]9':'3 ldl lliﬂ]}

e

18012011 ENISO 10993-13:2009 | 33,1212010

Mote 2.1

02/12/200% EN l"'JL'fll]_'y'iﬂ-lnﬂZm]-l_i 310322010
Note 2.1

EN 150 10993-15:2004

Biological evaluation of
medical devices - Part 15:
Identification and

- quantification of degradation
' products from metals and
Lalloys (ISO 10993-15:2000)

'CEN

CEN

16:20140)

EN 1SO 10993-16:2010

Riological evaluation of
medical devices - Part 16:

Toxicokinetic study design for

degradation products and
leachables (IS0 10993.

'EN ISO 10993-17:2009
| Biological evaluation of

02122009 | ENISO 10993-15:2000 | 210372010

Note 2.1

| 07072010 | EN 1SO 10993-16:2009 37 08/2010

Note 2.1

02/12/2009 | ENISO 10993-17:2002 | 31,03/2010

| medical devices - Part 17: Note 2.1
| Establishment of allowable
| imits for leachable substances |
|(ISU 10993-17: EI]'[IE} | .
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CEN

slsel g )l

I

DJI.n.I:I
53 ol

EN IS0 10993-18:2009

Biological evaluation of

medical devices - PPart 15:
| Chemical characterization of
materials (150 TWY3-18:2005)

02122000  EN ISO 10993-18:2005

2114032010

Note 2.1

ENISO 11135-1:2007

Sterilization of health care
products - Ethylene oxide -
Part 1: Requirements for
development, validation and
routine contral of a
sterilization process for
medical devices (180 11135-
1:2007)

CEN

19/08/2007

EN ISO 11137-1:2006

Sterilization of health care
products - Radiation - Part 1:
Requirements for
development, validation and
routine control of a
sterilization process for
medical devices (IS0 11137-
1:2006)

ENISO 11137-1:2006/41:2013

ENISO 11137-2:2013

 Sterilization of health care

products - Radiation - Part 2:
Establishing the sterilization
dose (150 11137-2:2013)

070972006

EN 550:1994

 EN 552:199

31/05/2010

Note 2.1

30/04/2009

Mote 2.1

161052014

160572014 | ENISO 11137-2:2012

Note 3 31172014

30/11/2014

Note 2.1
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CEN  |ENISO 11138-2:2009 02/12/200% | ENISO 11138-2:2006 | 21032010

Sterilization of health care
products - Biological
indicators - Part 2: Biological
indicators for ethylene oxide
sterilization processes (ISO

| 11138-2:2016)

CEN | EN ISO 11138-3:2009 02/12/2009 | ENTSO 11138-3:2006 | 21/03/2010

Sterilization of health care
products - Bivlogical
indicators - Part 3; Biological
indicators for moist heat
sterilization processes (ISO . |
11138-3:21M16) !

Moie 2.1

Note 2.1

CEN | ENISO 11140-1:2000

Sterilization of health care

' products - Chemical
indicators - Part 1: General
 requirements (ISO 11140-

MNote 2.1

; 1:2005)
!.__ —— - S p— .
'CEN  EN ISO 11140-3:2009 02/12/2009 | ENISO 11140-3:2007 210372010
| |
! Sterilization of health care Note 2.1 '
products - Chemical .
indicators - Part 3: Class 2
| indicator systems for use in
- the Bowie and Dick-type
| steam penetration test (150
i 11140-3:2007, including Cor
1 1:2007) _
!—._.. it el - e e - = T
'CEN  |ENISO 11197:2009 02122009 | ENISO 111972004 | 3193/2010
Medieal supply units (ISO
11197:2004) Nofe 2.1
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\CEN  |EN ISO 11607-1:2009 02/1272009 | ENISO 11607-1:2006 | 35032010 |
Packaging for terminally 5
sterilized medical devices -
Part 1: Requirements for
materials, sterile barrier
systems and packaging
systems (ISO 11607-1:2006)

CEN |ENISO 11607-2:2006 07/09/2006

Packaging for terminally
sterilized medical devices -
Part 2: Validation
requirements for forming,
sealing and assembly
processes (IS0 11607-2:2006)

CEN | EN IS0 11737-1:2006 07092006 | EN 11742:1996 | 317102006
Sterilization of medical EN 1174-1:1996
EN 1174-3:1996

'deviees - Microbiological
~methads - Part 1:

. I:lll’.'ha'l'll:lltm.lil:m+ of a population Note 2.1

i of microorganisms on

products (15O 11737-1:2006)

EN IS0 11737- 02/12/2009

Note 2.1

L I[H]ﬁ."!&.{ .II}[IEI'
CEN ;EI\ IS{} 11737—2 2009 07/07/2010

Sterilization of medical
‘devices - Microbiological
tmethods - Parit 2: Tests of
 sterility performed in the
definition, validation and
| maintenance of a sterilization
process (150 11737-2:2009) |
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CEN  ENISO 11810-1:2009 021122009

Lasers and laser-related
equipment - Test method and
classification for the laser

| resistance of surgical drapes
and/or patieni protective
covers - PPart 1: Primary
ignition and penetration (IS0
11810-1:2005)

CEN |ENISO 11810-2:2009 02/12/2000 | ENISO 11810-2:2007 | 21/03/2010

Lasers and laser-related

equipment - Test method and Bl
classification for the laser-
resistance of surgical drapes
and/or patient-protective
covers - Part 2: Secondary
ignition (ISO 11810-2:2007)
CEN  |ENISO 11979-8:2009 02/12/2009  ENISO11979-8:2006 210372010
Ophthalmiec implants - Note 2.1

EIntraacuIar lenses - PPart 8:
Fundamental requirements

(IS0 11979-8:2006)
CEN  ENTSO 11990-1:2014 (new)  Lhisis the
Lasers and laser-related flﬁ.f
publication

equipment - Determination of
aser resistance of tracheal
tubes - Part 1: Tracheal tube
| shaft (ISO 11990-1:2011)

CEN  |EN ISO 11990-2:2014 (new) M
irst

publication

Lasers and laser-related
equipment - Determination of
‘ laser resistance of tracheal

. tubes - Part 2: Tracheal tube

i cuffs (IS0 11990-2:2010)
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CEN  |EN 12006-2:1998+ A [:2009 02/12/2000 |  EN 12006-2:1998 21032010 |

Non active surgical implants -
Particular requirements for
cardiac and vascular implants
- Part 2: Yascular prostheses
including cardiac valve
conduits

MNote 2.1

CEN | EN 12006-3:1998+A1:2009 02/12/2009 EN12006-3:1998 | 21/0312010

Non active surgical implants -
Particalar requirements for
cardiac and vascular implants

Note 2.1

CEN | EN 12183:2009 07/07/2010

Manual wheelchairs -
Requirements and test
: methods

'CEN  EN 12184:2009 07/07/2010
: Electrically powered !
wheelchairs, scooters and their

chargers - Requirements and
| test methads

CEN | EN 12342:1998+A1:2009 - 07/07/2010 EN 12342:1998 21/03/2010

Breathing tubes intended for |

. 2 Note 2.1
(use with anaesthetic apparatus —
and ventilators

CEN | EN 12470-1:2000+A1:2009 02122000 | EN12470-1:2000 | 5400302010
f Clinical thermometers - Part .
! 1: Metallic liquid-in-glass Rote 2.1
thermometers with maximum
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'CEN

EN I24Tﬂ-2 2ﬂ[|[l+A1 lell]!?
Clinical thermometers - Part
2: Phase change type (dot
matn:.‘p thermmneters

CEN

'CEN

Thts standard still needs to be amended to take into account Iht: n:qulreml:nts mtruduu:d by
Directive 2007/47/EC. The amended standard will he published hy CEN as soon as possihle.
| Manufacturers are advised to check whether all relevant Essential Requirements of the
amended directive are appmprmtﬂh covered.

CEN

'CEN

EN 12470-3:2000+A1:2009

| Clinical thermometers - Part

3: Performance of compact

| electrical thermometers (non-
predictive and predictive) with
maximum :levu.e

QU-WI-13

1 ) S5l el

lﬂ 1272009

02/12/2009

EN 12470-2:2000

Note 2.1

-
{21/03/2010

CEN 12470-3:2000

MNote 2.1

2170372000

EN 124?0—4 ZII][I[HAI 2009

Clinical thermometers - Part
4: Performance of electrical

| thermometers for continuous
measurcment

'EN 12470-5:2003

| Clinical thermometers - Part
55: Performance of infra-red
i ear thermometers {(with
maxmlum devtce}

N2/12/2009

EN 12470-4:2000

Note 2.1

O07/11/2003

2170372010

EN ISO 12870:2004

EN ISO 12870:2009 02/12/2009 21003220010
 Ophthalmic optics - Spectacle Note 2.1
frames - Requirements and —_—
il:l:cst methuda {lbU lIH‘?lJ 2004)
| EN 13060:2014 (new) This is the EN 31/12/2015
_5 Il st terili , first 13060:2004-+A2:2010
| Small steam sterilizers ] ublication
| S Note 2.1 .
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CEN |ENI1SO 13408-1:2011 19/08/2011 EN 13824:2004 31/12/2011

i Aseptic processing of health .

E care products - Part 1: Note 2.1 |

! General requirements (150 |

; 13408-1:2008) ;

! EN ISO 13408-1:2011/A1:2013 | 16/05/2014 Note 3 3071172014

CEN | ENISO 13408-2:2011 19/08/2011 EN 13824:2004 31/12/2011
Aseptic processing of health

; ~care products - Part 2: Refe sl
| Filtration {ISO 13408-2:2003)
'CEN  EN ISO 13408-3:2011 19082011 ENI138242004 331905
‘ Aseptic processing of health !
(care products - Part 3: A
Lyophilization (IS0 13408-
3:20006)
(CEN | ENISO 13408-4:2011 19/08/2011 | EN13824:2004 3111272011
i, Aseptic processing of health !
| care products - Part 4: Clean- e
f in-place technologies (ISO
[ 13408-4:2005)

CEN |ENISO 13408-5:2011 19/08/2011 EN 13824:2004 W21 |
Aseptic processing of health |
care products - Part 5: Dot

i Sterilization in place (ISO

| 13408-5:2006)

| S S TS S TS N TR e, N FIREATEE S TR A ML L ACLIREEN L.
CEN  |EN IS0 13408-6:2011 19/08/2011 |  EN13824:2004 31/12/2011

Aseptic processing of health
care products - *ari 6:
Isolator systems (ISO 13408-
6:2005)

Note 2.1 |
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CEN | ENISO 13485:2012 30082012 | ENISO13485:2003 4 34/08/2012
Medical dencesrh - Quality Note 2.4
management systems - A
Requirements for regulatory

purposes (IS0 13485:2003) | |
EN IS0 13485:2012/AC:2012 | 30/08/2012 | |

CEN  EN 13544-1:2007+A1:2009 07072010 | ENI13544-1:2007  3y/32010
Respiratory therapy
(equipment - Part 1:
'Nebulizing systems and their

Note 2.1

CEN  EN 13544-2:2002+A1:2009  0707/2010 | EN13544-2:2002 | 24493/2010

' Respiratory therapy
equipment - Part 2: Tubing
cand connectors

Nopte 2.1

CEN | EN 13544-3:2001+A1:2009 07/07/2010 EN 13544-3:2001 21/03/2010

Respiratory therapy , |
equipment - Part 3: Air Note 2.1
cntrainment devices

CEN | EN 13624:2003 30/092005 |

Chemical disinfectants and
antiseptics - Quantitative |
suspension test for the !
evaluation of fungicidal 3
activity of chemieal
disinfectants for instruments
used in the medical area - Test
method and requirements
(phase 2, step 1)
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CEN |EN 13718-1:2008 19/02/2009 EN 13718-1:2002 28/02/2009

Medical vehicles and their
equipment - Air ambulances -
Part 1: Requirements for
medical deviees used in air
ambulances

Note 2.1

CEN | EN 13718-2:2015 (new) This is the

first
publication

Medical vehicles and their
equipment - Air ambulances -
Part 2: Operational and
technical requirements for air
‘ambulances

'CEN | EN 13726-1:2002 27/03/2003
Test methods for primary .

~wound dressings - 'art 1: I

- Aspeets of absorbency ’

CEN 13726-1:2002/AC:2003 02/12/2009

CEN | EN 13726-2:2002 | 27/03/2003

Test methods for primary
waound dressings - Part 2:
Muoisture vapour transmission
rate of permeable film
dressings

CEN |EN13727:2012 30/08/2012 EN 13727:2003 30/11/2012

Chemical disinfectants and
antiseptics - Quantitative
suspension test for the
evaluation of bactericidal
activity in the medical area -
Test method and requirements
{phase 2, step 1)

MNote 2.1
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CEN | EN 13867:2002+A1:2009 02/12/2009 EN 13867:2002 21/03/2010

Concentrates for
haemodialysis and related
therapies

CEN | EN 13976-1:2011 | 19ms2011 EN 13976-1:2003 30/11,2011

Rescue systems -
Transportation of incubators -
Part 1: Interface conditions

MNoie 2.1

Note 2.1

CEN | EN 13976-2:2011 19082011 | EN13976-2:2003 | 30110011

Rescue systems -
Transportation of incubators -
Part 2: System requirements

CEN | EN 14079:2003 30/09/2005

MNon-active medical devices -
Performance requirements
‘and test methods for
‘absorbent cotton gauze and
absorbent cotton and viscose
gnuze

——— A LOEE T NS S, U

CEN  EN 14139:2010 18/01/2011
Ophthalmic opties -
Specifications for ready-to-
wear spectacles

CEN  ENISO 14155:2011 27042012 ENISO 141552011 | 30/9412012

Clinical investigation of

| medical devices for human

' subjects - Good clinical |
practice (IS0 14155:2011) |

Mote 2.1

Note 2.1
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(CEN | EN 14180:2003+A2:2009 070772010 EN i z:fm:zmﬁj
|

Sterilizers for medical
purpases - Low temperature
steam and formaldchyde
sterilizers - Requirements and
testing

CEN EN 14348:2005 30/09/2005
'Chemical disinfectants and |

. antiseptics - Quantitative ' .
| -suspension test for the '

evaluation of mycohactericidal
~activity of chemieal
‘disinfectants in the medical
arca including instrument
disinfectants - Test methods
and requirements (phase 2,
step 1)

14180:2003+41:2009 |

Note 2.1

CEN |ENISO 14408:2000 | 02122009 | ENTSO 14408:2005 | »3/032010

Tracheal tubes designed for
laser surgery - Requirements
for marking and
accompanying information
(IS0 14408:2005)

CEN EN 14561:2006 15/11/2006

Chemical disinfectants and
antisepties - Quantitative
carrier test for the evaluation
of bactericidal activity for
instruments used in the
medical area - Test method
and requirements (phase 2,

Note 2.1

step 2)
\ o g :"f edaiS Al
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CEN | EN 14562:2006 15/11/2006

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 2, step 2)

CEN | EN 14563:2008 19/02/2009

Chemical disinfectants and
antiseptics - Quantitative
carrier test for the evaluation
of myeobactericidal or
tuberculocidal activity of
| chemical disinfectants used for
instruments in the medical !
“area - Test method and
requirements (phase 2, step 2)

CEN |ENISO 14602:2011 2742012 ENTSO 14602:2000 | 300940012

Non-active surgical implanis -
Implants for ostensynthesis -
Particular requirements (150
i 14602:2010)

CEN |ENISO 14607:200 02122009 | ENISO 14607:2007 | 215032010

Non-active surgical implants - )
Mammary implants - NotEad
Particular requirements (150
14607:2007)

'CEN | EN ISO 14630:2009 02/12/2000 | ENISO 14630:2008 | 2103/2010
| Non-active surgical implants -

Mote 2.1

! MNote 2.1

General requirements (150 : '
14630:2008) . J
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CEN | EN 14683:2005 12/06/2006 |

Surgical masks -
Requirements and test
methods

CEN | EN ISO 14889:2009 02/12/2000 | ENISO 14889:2003 | 31032010

Ophthalmic optics - Spectacle
lenses - Fundamental
requirements for uncut
finished lenses (ISO
14889:2003)

CEN EXN 14931:2006 15/11/2006
Pressure vessels for human
occupancy (PYHO) - Multi-
 place pressure chamber
'systems for hyperbaric
 therapy - Performance, safety ,
requirements and testing ,

CEN  EN ISO 14937:2009 07072010 | ENTSO 149372000 | 39/0412010

 Sterilization of health care
 products - General

| requirements for
characterization of a
sterilizing agent and the

| development, validation and
roufine controel of a
sterilization process for
medical devices (IS0
14937:2004)

Note 2.1

CEN |ENISO 14971:2012 3082012 | ENISO 14971:2009 | 30/082012

Medical devices - Application
of risk management to medical
devices (150 14971:2007,
Corrected version 2007-10-01)

Note 2.1
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CEN  |ENISO 15001:2011 27/04/2012 | ENISO IS001:2010 | 35.404/2012

Anaesthetic and respiratory
equipment - Compatibility
with oxvgen (ISO 15001:2010)

CEN |EN ISO 15002:2008 19/02/2009 EN 13220:1998 31/07/2010
Flow-metering devices for

Dote2.1

connection to terminal units of Aol
medical gas pipeline systems

_ (IS0 15002:2008)

CEN  |ENISO 15004-1:2009 02/12/2009 | ENISO 15004-1:2006 | 27932010
Ophthalmic instruments - Note 2.1

Fundamental requirements
‘and test methods - Part I:
General requirements
applicable to all ophthalmic ,
Cinstruments (ISO 15004- ,
1:2006) ' ’

CEN , EN IS0 15747:2011
' Plastic containers for

intravenous injections (ISO
15747:2010)

CEN EN IS0 15798:2010 070772010

Ophthalmic implants - 1
Ophthalmie viscosurgical
devices (ISO 15798:2010)

CEN |ENISO 15883-1:2009 02/12/2009 | ENISO 15883-1:2006 | 2119312010

Washer-disinfectors - Part 1:
General requirements, terms
and definitions and tests (IS0
15883-1:2006)

Camdanrz | ENISO 15747:2010 30/04/2012

| Note 2.1

Maote 2.1
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CEN

CEN

EN ISO 15883-2:2009
Washer-disinfectors - Part 2:
Requirements and tests for
washer-disinfectors emploving
thermal disinfection for
surgical instruments,
anaesthetic equipment, bowls,
dishes. reccivers, utensils,
glassware, etc. (ISO 15883-
2:2006)

EN IS0 15883-3:2009

‘Washer-disinfeetors - Part 3:
'Requirements and tests for
washer-disinfectors employing
thermal disinfection for

02/12/2009

' human waste containers (ISO |

| 15883-3:20006)

CEN

EN ISO 15883-4:2000

Washer-disinfectors - Part 4;
Requirements and tests for
washer-disinfectors employing
chemical disinfection for
thermolabile endoscopes (150
15883-4:2008)

02/12/2000 | EN ISO 15883-2:2006

EN IS0 15883-3:2006

21/03/2010
DNote 2.1

210572010

0122000 | EN 1SO 15883-4:2008

EN 15986:2011
Symbal for use in the labelling
of medical devices -
Reguirements for labelling of
medical devices containing
phthalates

130572011

21/03/2010

Note 2.1
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CEN |ENISO 16061:200% 07/07/2010 | ENISO16061:2008 | 54022010

Instrumentation for use in

association with non-active

surgical implants - General
requirements (ISO
16061:2008, Correeted version
2009-03-15)

CEN  |ENISO 16201:2006 19/02/20049

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

(ISO 16201:2006)

CEN  ENISO 17510-1:2009 02/12/2009 | ENTSO 17510-1:2007 3193201
: Sleep apnoea breathing

Nate 2.1

therapy - I'art 1: Sleep apnoea b Ll
breathing therapy equipment |
(ISO 17510-1:2007) . .
CEN  EN IS0 17510-2:2009 02/12.2009 | ENTSO17510-2:2007 | 24 93/2010
 Sleep apnoea breathing | Note 2.1

= therapy - Part 2;: Masks and
a pplication accessories (150
| 17510-2:2007)

CEN EEN IS0 17664:2004 30092005

| Sterilization of medical i '
devices - Information to be
provided by the manufacturer
for the processing of

resterilizable medical devices
L (ISO 17664:2004)
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CEN EN IS0 17665-1:2006

Sterilization of health care
products - Moist heat - Part 1:
Requirements for the
development, validation and
routine contral of a
sterilization process for
medical devices (1SO 17665-
1:2006)

ENISO 18777:2009

Transpartable liguid oxygen
systems for medical use -

Particular requirements (IS0
L 18777:2005)

15/11/2006

CEN 02/12/2009

EN 554:1994

Note 2.1

- ENISO 18777:2005 | 34/03/2010

31/08/20090

MNote 2.1

EN IS0 18778:2009 02/12/2009

Respiratory eguipment -
Infant monitors - Particular

' requirements (ISO
18778:2005)

CENISO 18779:2005

Medical devices for conserving
(oxygen and oxygen mixtures -
Particular requirements (ISO
18779:2005)

CEN 30/09/2005 |

EN IS0 18778:2005

21/03/2010

MNote 2.1

' EN IS0 19054:20006 EN

| Rail systems for supporting
medical equipment (IS0
| 19054:2005)

CEN | 07/09/2006
i i

12218:1998 30/06/2008

Note 2.1
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CEN | EN 20594-1:1993 18/11/1995

(Luer) taper for syringes,
needles and certain other
medical equipment - Part 1:
General requirements (ISO

i Conical fittings with a 6%
|

594-1:1986)
EN 11]594- 11993/41:1997 mmmgw Note 3 | 31/05/1998
E"I I{ISD‘#- 1993!&{'.' 19‘96 I}ZJ'IZII'LIIH
'CEN TEN IS0 21534:2009 02122000 ENISO21S34:2007  2y;3p0mn
'  Non-active surgical implants - Note 2.1
“Juint replacement implants - ShEaL
Particular requirements (1SQ
21534:2007)
CEN  EN ISO 21535:2009 021212009 | ENTSO 215352007 | 319312010
- MNon-active surgical implants - |
Joint replacement implants - Sote 2]
Specific requirements for hip-
joint replacement implants
(IS0 21535:2007)
CEN | ENISO 21536:2009 0271212009  ENISO21536:2007 | 5532010
Non-active surgical implants - Note 2.1

Joint replacement implants -
f Specific requirements for

' knee-joint replacement
mtplant:-. {IQD 21536:2007)

CEN | ENISO 21649:2009 a7/072010 | ENTSO 2164922006 | 2949372010

Needle-free injectors for
medical use - Requirements
and test methods (IS0
21649:2006)

MNate 2.1
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CEN  |EN IS0 21969:2009 07/07/2010 | ENISOZ1969:2006 | 31/052010
High-pressure flexible
connections for use with Do ll
medical gas systems (1SO
_ 21969:2009)
ECEN EN IS0 219387:2009 0772010 I
Ophthalmic optics - Mounted
spectacle lenses (ISO
21987:2009)
CEN | ENISO 22442-1:2007 27022008 | EN12442-1:2000  30/96/2008
' Medical devices utilizing ;
“animal tissues and their Noteld
derivalives - Part 1:
- Application of risk
' management (1SO 22442-
1:2007) |
CEN | EN ISO 22442-2:2007 27/02/2008  ENI12442-2:2000 | 399672008
Medical devices utilizing y
animal lissues and their Note 3.1
derivatives - Part 2: Controls

on sourcing, collection and
handling (IS0 22442-2:2007)

CEN | ENISO 22442-3:2007 2022008 | EN12442-3:2000 | 30/0612008

Medical devices utilizing
animal tissues and their
derivatives - Part 3;
Validation of the elimination
and/or inactivation of viruses
and transmissible spongiform
encephalopathy (T5E) agents
(1SO 22442-3:2007)

Note 2.1
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Fxternal limb prostheses and
external orthoses -

Requirements and test [ .
methods (ISO 22523:2006) | |

CEN |EN ISO 22523:2006 09/08/2007 | BN 12523:1999 30/04/2007
‘ Note 2.1

e

Thls standard still needs to Im amended to take into account the r{:qmrements mtmduced by
Directive 2007/47/EC. The amended standard will be published by CEN as soon as possible.
Manuflacturers are advised to cheek whether all relevant Essential Requirements of the
amended tllrcnhw are apprupnately II:-D"I-"'EI*'I:{I

CEN | EN IS0 22675:2006 09082007 |

Prosthetics - Testing of ankle- | !

foot devices and foot units - :
; Requirements and test .
i methads (IS0 22675:2006) . ;

This standard shll needs to be amended to tnkt: inte naceount the mqmrcmcms mtrudut:ed by
Directive 207/47/EC, The amended standard will be published by CEN as spon as possihle.
'Manufacturers are advised to check whether all relevant Essential Requirements of the
amrnded directive are appmprl:ﬂtch covered.

CEN | EN IS0 23328-1:2008 19/02/2000 | N 13328-1:2000 | 3019012008
Breathing system filters for .
| - h 2
| anaesthetic and respiratory Rote 2.1 !
use - Part 1: Salt test method
to assess filtration
performance (150 23328-
|1:2003)
- - .--f — - ——— s [ i
CEN | ENI1SO 23328.2:2000 |02/122009 | ENISO 23328-2:2008 | 21/03/2010
' Breathing system filters for | Note 2.1
anaesthetic and respiratory | EE—
' use - Part 2: Non-filtration :
aspects (150 23328-2:2002) '
3 ‘f,_-r%ﬁ'u'é:-ﬁnﬂ:u. .
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CEN

CEN

! & N30 0l

EN 180 23747:2009
Anaesthetic and respiratory
equipment - Peak expiratory
flow meters for the assessment
of pulimonary function in
spontancously breathing
humans (150 23747:2007)

02/12/2009

EN ISO 23747:2007  21/03/2010

Note 2.1

EN IS0 25539-1:2009

' Cardiovascular implants -

| Endovascular devices - Part 1: |
' Endovascular prostheses (ISQ) |
25539-1:2003 including Amd
1:2005)

12/12/2009

CENTSO 25539-1:2008 | 217032010
EN 12006-
J:19984+A1:2009

Note 2.1

EN IS0 25539-
2009 AC:2011

30/08/2012

EN IS0 25539-2:2009

Cardiovascular implants -
Endovascular devices - Part 2:
Vascular stents (IS0 25539-
2:2008)

EN ISO 25539-
2:2000/AC:2011

CEN

EN 1SO 26782:2000

Anaesthetic and respiratory
equipment - Spirometers
intended for the measurement
of time forced expired volumes
in humans (150 26782:2009)

EN 150 26782:2009/AC: 2009

02/12/2009

300872012 |

EN SO 25539-2:2008 | 257032010
EN 12006-
3 1998+A12009

_I‘ﬁ'ﬂle 2.1

07/07/2010

070772010
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CEN | EN 27740:1992 18/11/1995 |

Instruments for surgery, |
scalpels with detachable
blades, fitting dimensions
(ISO 7740:1985)

EN 27740:1992/A1:1997 10/08/1999 Note 3 31/05/1998
EN 27740:1992/AC: 1996 02/12/2009

CEN  EN ISO 81060-1:2012 30/08/2012 EN1060- 31052015
! L 2:1995+A1:2000

EN 1060-
1:1995+A2:2009

| Nun-invasive
(sphygmomanometers - Part 1:
Requirements and test
methads for non-automated

| measurement type (ISO

! 31060-1:2007)

Cenelec | EN 60118-13:2008 1901/2006 | ENGOTIS-13:1997 | 41022008

Electroacousties - Hearing !

aids — Part 13: Hote 2.1 "
Electromagnetic compatibility i
[Er‘l{:)€=71'ﬁ p=l" "}

Note 2,1

(*): This European Standard does not necessarily cover the requirements introduced by
Directive 2007/47/EC.

Cenelee | EN 600522:1949 14/1172001

Determination of the |
permanent filtration of X-ray ! i
tube assemblies<=""" p="""> !

(") This European Standard does not necessarily cover the requirements introduced by
D¥irective 2007/47/EC.
Cenelec | EN 60580:2000
Medical electrical equipment -

. Dose arca product |
meters<="" p="""> |

13/12/2002
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{*] T hlﬂ European hlundnrd does not nrrrsaarih COVEr tlle requirements introduced hv
D:reciwc 2007/47/EC.
Cenelec | EN 60601-1:2006 27/11/2008 | EN60601-1:1990%+ | g1062012
. Al1:1993# +
Medical electrical equipment -
Part 1: General requirements E A H'i;l!}l:’ii:?iﬁ;-: 9934
for basic safety and essential L A2:1995
7 L L} - H
Prrilessan e T patie | EN 60601-1-4: 19964 +
| A1:1999
EN 60601-1-1:2001
!
[ — Note 2.1 N
F". 60601-1 ZMI&!AC 2010 18/01/2011
EN 60601-1:2006/A1:2013 | 16/05/2014 Note 3 31/12/2017

1EC 60601- I Zﬂﬂﬁfﬁl 2!]12

I_mmv.... -

Addendum to Note 1 ﬂlll:l Note 3 coneerning dates of cessal':mn ul presumption of conformity
when applying EN 60601-1:2006. The date of cessation of presumption of conformity when
applying EN 60601-1:2006 is 31/12/2017. However the Annex ZZ to EN 60601-1:2006 ceases
to specify the presumption of conformily with the Essential Requirements of Directive
D3/42/EEC on 31/12/2115. As from (11/01/2016, only the clauses and sub-clauses of EN 60601-
 1:2006 corresponding to the clauses and sub-clauses referred to in Annex ZZ to EN 60601-
1:22006/A1:2013 provide presumption of conformity with the Essential Requirements of
Dlrecme 93.’42.-"EEE tn thc cxtcnt ml:ln‘:an:l:l in the Annex ZZ to EN 60601-1: Zﬂ[iﬁfAl 2013,

| 1ama001

EN ljl]ﬁ[ll 1 1 Z[H]l

Medical electrical equipment -
Part 1-1: General
requirements for safely -
Collateral standard: Safety
requirements for mediecal

electrical sy stems<="" p=

Cenelec

LLLLE

EN60601-1-1:1993 | g1/112003 |
+ A111906
Note 2.1

i {(*): This European Standard dm:s not ncccﬂsarlh cover the r-equlremtnls mtmduwd by

Dll‘ﬂ‘fn e 2007/47/ I:LL

s |
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{Cenclcc EN 60601-1-2:2007 F 2’?;’1]20“3 EN 60601-1-2: ZDIJI | ﬁlr’ﬂﬂa’lﬂ!!
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EN ﬁ'[lﬁﬂl 1 2 Zﬂﬂ?fﬂﬁ 2[]1!] IHE{IIHHH

Medical clectrical equipment -
Part 1-2: General
requirements for basic safety
and essential performance -

| Collateral standard:

| Electromagnetic compatibility
|- chuirements and tests<=""

+ A1:20006

Cenelec

Cenelec |

EN 00601-1-3:2008

R Ihm European Standard does not nccessarll\’ cover lhe requirements introduced by
| DMirective 2[!1]?;4?;‘[ C.

' Medical electrical equipment -

Part 1-3: General :
requirements for basic safety ;
and essential performance -
Collateral Standard:
Radiation protection in
diagnostic X-ray
cuipment<=""" p—””}

i

27112008 ¢ ENOOGOL-1-3:1994 | 4446062012
Note 2.1

EN ﬁl}ﬁl}I l»'! IIII]RMF ZlfllllilI lﬂ.n'l]lﬂﬂl]

EN 60601-1-4:1996 08/11/1997

Medical electrical equipment -
Part 1-4: General
requirements for safety -
Collateral standard:

i Programmable electrical

' mcdu:al 3}stem5{“"" p="">

E\ 60601-1-4:1996/A1:1999 {lﬁf’llflﬂ!?'?
TEC 60601-1-4:1996/A41:1999

Noie 3

{*): This Euru[u:an "":t.im].lrd does not neceszarily cover the requirements introduced h}
Directive 2007/47/EC,

i
01/12/2002 1




s gl D

B b BRI
e R | e e R U
w3 390
i o |
i g log pleg Ol papmd Fonlen sl lailie) Cod Ol
syl gyl b | QuU-wi-13 0 ylad
sl 56 1 Sl esled

(*): This European Standard does not necessarily cover the requirements introduced hy
| Directive 1““‘?!’47.@{'

P S A . —

|Leuelﬂ EN 60601-1-6:2010 18/01/2011 | EN60601-1-6:2007 | (1/04/2013

Medical electrical equipment -
Part 1-6: General
requirements for basic safety
and essential performance -
Collateral standard:

i [Jﬂahlllh*i—" " p—“"}

|
!
|

( *) This Eurnpean Standard dnm not necessarily cover the requirements mtmduced by
Ihrective 2007/47/EC,

Cenelec EN 60601-1-8:2007 27112008 | ENG60601-1-8:2004 | o1 612012
: + A1:20006

Medical electrieal equipment -
|  Part 1-8: General
' requirements for basic safety
‘and essential performance -
Collateral Standard: General
| requirements, tests and |
‘ guidance for alarm systems in |
medical electrical equipment
and medical electrical
sV memsﬂ—"“ |1==“r ">

EN 60601- 1-8 2007/AC:2010 | 18/01/2011

Note 2.1

(*): This European Standard does not necessarily cover the requirements introduced by
Directive 2007/47/EC,
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EN 60601-1-10:2008 27/11/.2008

Cenelec

Medical electrieal equipment -
Part 1-10: General
requirements for basic safety
and essential performance -
Collateral Standard:
Requirements for the
development of physiologic
closed-loop controllers<=""
p_“"}

Cenelee

Cenelec

{used in the home healtheare
'enwrunmentﬂ—"" p="">

!F.'-N 60601-2-1:1998

(*)z This European ‘}tandard dnes not necessarily cover the requirements introduced by
Directive 2007/47/ELC.

EN 60601-1-11:2010

Medical electrical equipment -
Part 1-11: General
requirements for basic safety
and essential performance -
Collateral standard:
Requirements for medical
electrical equipment and
medical electrical systems

18/01/2011

14/11/2001

( *} Thls European bmndnrd does not ntceqiarlly cover the rr:qulremuta 1ntmduced by
Directive 2007/47T/EC.

1yl gy lagr]

Medical electrical equipment - I

Part 2-1: Particular

requirements for the safety of

clectron accelerators in the

range of 1 MeV to 50

Mf"?{="" FHH}

EN 60601-2-1:1998/A1:2002 13/12/2002 Note 3 01/06/2005

TEC 600601-2-1:1998/A1:2002

- | -

S v s
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(*): This European Standard does not necessarily cover the requirements introduced by .
DlruLtl'.L 2007/47/EC. I

Cenelee EN 60601-2-2:2009 07072000 EN60601-2-2:2007 | g4404/2012

Medical clectrical equipment - 1
| Part 2-2: Particular Xote 221
| requirements for the basic
 safety and essential
' performance of high
frequency surgical equipment |
and high frequency surgical |
accessories<="" p=""> |

= DR Y

(*)z This European Standard does not necessahh COVEr the requirements introduced by
Dlrl:mlre Z{IDTMWILL

.Ctnele:c EMN 60601-2-3 1993 18/11/1995
1 Medical electrical equipment -
|
|

e e e amar ey

Part 2: Particular

| requirements for the safety of
i short-wave therapy

' tqulpmuntﬁ—”” p-

e —— e it

EN 60601-2-3:1993/A1:1998 | 18/11/1995 Note 3 01/07/2001
IEC 60601-2-3:1991/A1:1998

R e AL PRI L, = |

Il ThlS European Standard does not necessarily cover the requirements mtrnl.‘llll:l:l‘l hy
DII’t‘ﬂI‘I’E IUI}TM"’IFF

e ———— T S e ek aloiei

Cenelec | EN 60601-2-4: Z.'UI}S lw!lﬂﬂﬂﬂ%

' Medical electrical cquipment -
- Part 2-4: Particular
requirements for the safety of
cardiac defibrillators<=""

i p=ll

[*} Thls Eurﬂpcan Standard does not necessarily cover the requirements introduced by
| Diirective 2007/47/EC.

e B i i, e

JL AL )
—————

S Slegsle s il g ;E'T:Huﬂh J e




s

et e (w)

o BT T

.'r!:~:1;_r-:‘-ﬂl LA R

Cemslgad nly ke il w
" i el ’
5 olog jlog o g Slods (gl ilias! Conad oy
Pl gy u )l QU-WI-13 3 slanis
sessl b 1 & 35 3l o jlaus
= — - - r iy -
Cenelec EN 60601-2-5:2000 13/12/2002 |

‘Medical electrical equipment - |
' Part 2-5: Particular

| requirements for the safety of
ultrasonic physiotherapy

‘ equlpmentﬂ-“" p-“"} i

1 S |

: (*): This European Standard dues not necessarily cover the rt.qmrl:mcnts mtruduoed by
Directive Z{II]?I 4'TIE{,

Cenelec | EN G[i(il]l 2- ﬂ.lﬂﬂ? 14/11/2001

Medical electrical equipment -
Part 2: Particular
requirements for the safety of
therapeutic X-ray equipment
operaling in the range 10 kV
to | MVY<="" p="">

EN 60601-2-8:1997/A1:1997 | 14/11/2001 Nute 3 11/07/1998
IEC 60601-2-8:1987/A1:1997

(*): This European Standard ﬂues not necessarily cover the requirements introduced by
Dlrecln'e 200747/EC.

C'Eﬂelec IE\’ ﬁﬂﬁﬂ]-l-]ﬂ 2000 13/12/2002

! Medical electrical equipment -

5 Part 2-10: Particular
requirements for the safety of |

‘merve and muscle |

| st:mulatumﬂ— " p=""3*

IEI'- 60601-2-10:2000/A1:2001  13/12/2002 Note 3 01/11/2004
'IF( ﬁm.m -2-10:1987/AL: 2001 |

(*): This Eumpean litarularr_l does not necessarily cover the requirements introduced hv
| Directive 2IN7/47/EC.
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Cenelec EN 60601-2-11:1997 09/10/1999 |

Medical eleetrical equipment -
Part 2-11: Particular

' requirements for the safety of
gamma beam therapy
equipmeni*¢="" pmmr} i

EN 60601-2-11:1997/A1:2004
LEC {tll'ﬁllll-.?.-ll 1997/A1:2004

09/10/1999 | Note 3 01/09/2007

(*)e Thls European Standard does not necessarily cover the rcqulremr:nts |11trﬂduced by
Directive 2007/47/F.C.

Cenelec | EN 60601-2-12-2006 22/12/2007 |

Medical electrical equipment -
Part 2-12: PParticular
requirements for the safety of
lung ventilators - Critical care
ventl]ntnm-i—"" p=""=

{*]* This Eurupean Standard does not necessarily cover the reqmrements mtroduced by
Directive E{I[I'TMTIEC

‘Cenelee | EN 60601-2-13:2006 22/12/2007
Medical electrical equipment - ’
Part 2-13: Particular
requirements for the safety

‘and essential performance of

‘anaesthetic systems<="""
]}_1l 1l}

'EN I‘ill]i‘ii]l-! 13 IﬂﬂﬁIAI 2007 | 22/12/2007 Note 3 01/03/2010
IEC (i'I}ﬁI}l-I-H 2003/A1:2006

(*} Thls Eurﬂpean Standard does not necessarily cover the requirements intraduccd by
Directive Z007/47/EC.
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Cenelee EN 'ﬁuﬁﬂl-z lﬁ 1998 /101999 | |

‘Medical electrical equipment - |
| Part 2-16: Particular '
' requirements for the safety of

" hacmodialysis,
haemodiafiltration and
hacmofiltration

| tquipment-f-'m“" p="">

E"I ﬁﬂﬁﬂl-l 16:1998/AC:1999 IR0 1/2011

' {"‘} This Eumpean Slamlard does not necessarily cover the reqmrements introduced by
Directive 2007/47/EC.

Cenelec | EN 60601-2-17:2004 os/1122005 | EN60601-2-17:1996 | oy4032007
+ A1:1996

Medical electrical equipment -
Part 2-17: Particular
requirements for the safety of
automatically-controlled
brachytherapy afterloading
E{I ul-pment{_'” L] ] p_l‘fl‘!}

(*): This European Standard does not ncccsanri]} cover ﬂu: requlrements mtmduced by
Directive 2007/47/EC,

Note 2.1

Cenelee | EN 60601-2-18:1996 0910199 |

Medical clectrical equipment -
Part 2: Particular
requirements for the safety of
endoscopic equipment<="""
P=" Iu}

EN 60601-2-18:1996/A1:2000 | 09/10/1999 Note 3 01/08/2003
{IEC 60601-2-18:1996/A1:2000

(*): This European Standard does not nwmarily cover the requlrements introduced by
Directive 2007/47/EC.
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Cenelee  EN 60601-2-19:2009 07072010 | EN60601-2-19:1996 | 01042012
. . i + Al:1994
Medical electrical equipment -
| Part 2-19: Particular -
Note 2.1

| requirements for the basic

| safety and essential

| performance of infant
mmlbnmrs-:"*"“ p=""=

(*): Ilus European '-“-Iundnrd does not ncwssarll:. cover llw r'E[IIJlrI:IIIEI‘Jl‘i ||1tr||ducﬂ:l by
Ulﬂ:chw ZHH?MWEC

— |

Cenelee | EN 60G01-2-20:2009 18/01/2011 | EN60601-2-20:1996 | 7992012

; Medical electrical equipment -
' PPart 2-20: Particular
requirements for the basic

| salety and essential

| performance of infant i
lrun:-jpllrt incubators<=""

P= | |

MNaote 2.1 !

{*) This Furopcan Stnndard does not necessarily cover the I‘eql.llﬂ!ml:[lh introduced by
Directive Zﬂ[}TMTIE(

c..ncl.:.:[rw 60601-2-21:2009 070772010 | EN ﬁ"ﬁ“"?f;_ﬂ-‘”" 010472012
+ A1:1996

'Medical clectrical equipment -
Part 2-21: Particular
requirements for the basic _
sufety and essential i
performance of infant radiant |

| “’H]‘I‘I’lﬂr‘i‘:="" P—TI"}

! Note 2.1
|

(*) Thls European Standard dues not necessnrllv COvVer the requirements mlmduced by
Dlrﬂ.tn e 2M7ATEC.

[EI]E[EC | ENM 60601-2- 23 199& 1 7/05/1997 |

Medical electrical equipment -
Part 2: Particular
requirements for the safety of
diagnostic and therapeutic
laser equipment<="" p="""

| \ i :..l......f et ot — — 3‘.:3"'.1::1.., .
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| (*): This European Standard does not necessarily cover the requirements introduced by
U'lrEl:lnE ZBUTMT}TF

Cenelee EN 60601-2-23:2000 12001 ENGO6D1-2-23:1997 1 gyan172002

Medical electrical equipment -
Part 2-23: Particular
| requirements for the safety,
 including essential
| performance, of
 transcutancous partial
| pressure monitoring :
|cqmpment*:"“" p=""= :

Note 2.1

S

{""I This European Standard does not nectssanh cover the requirements introduced by
| Directive 2007/47/EC,

Cenelec | EN 60601-2-24:1998 'l];f_lllﬂ?ﬂ?

Medical electrical equipment -
Part 2-24: Particular
requirements for the safety of
infusion pumps and
controllers<="" p=""> !

i
— —— ! SRS L FIESrry:

"} Thls Euaropean "jtandard does m:-i necessarily cover lhe I'I‘.‘qulri:ml'.'llt!i introduced hy
Directive 2007/47/LC.

Cenelec | EN 60601-2-25:1995 1705/1997

| Medical electrical equipment -

Part 2-25: Particolar
requirements for the safety of
electrocardiographs<="""

|

|

! 1III
i Lin

i

|

'EN 60601-2-25:1995/A1:1999 | 13/12/2002 Hated 01/05/2002
IEC 60601-2-25:1993/A1:1999

P PR oy M L G -
| (*): This I'urﬂpcan Standﬂrd does not necessarily cover the requirements introduced h'-.
Directive 2007/47/EC.
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Cenelec | EN 60601-2-26:2003 os/11/2005 | EN60601-2-26:1994 | 9/03/2006

Medical electrieal equipment -
Part 2-26: Particular
requirements for the safety of
electroencephalographs==""

p_l'rrr

Naote 2.1

Directive 2007/47/EC.

EN 60601-2-27:2006

Medical eleetrical equipment -
Part 2-27: Particular
requirements for the safety,
including essential
performance, of
electrocardiographic

' monitoring equipment<=""
p_" "}

Cenelec

{(*): This European Standard does not necessarily cover ﬂ:lc requ;rements mtmduced by

26/07/2006

R

EN 60601-2-27:19%4 | (1/11/2008

Note 2.1

EN I’i[lﬁﬂl 2 2? I'l]l]{ifAC 2006

Directive 3“']'?1'471’].(,

'EN 60601-2- 28 Il]l{l

Medical electrical equipment -
Part 2-28: Particular
requirements for the hasic
safety and essential
performance of X-ray tube
assemblies for medical
diagnosis<="" p=""=>

Cenelee |

Directive 2007/47/EC,

1[ ﬂ.l.ufi..-.i:.ﬂ.l

O : )
.E.:L-:'-* s 8 e slee

180172011

18)"[!1!2[]1 l

["‘} This European Standard does not ncms&art]_‘f cover the requirements mlmduted by |

(*): This European Standard does not necessarily cover the requirements introduced by

|

EN 60601-2-28:1993 DLA42003

Note 2.1
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Cenelec | EN 60601-2-20:2008 (5/072000 | EN 60601-2-29:1999 o1 12001 |

| Medical cleetrical equipment -
Paﬂ2 29: Particular

| rﬁqulrementn for the basic
safety and essential
performance of radiotherapy
simulators<=""" p="">

MNote 2.1

[ } This Eurepean Standard &ncﬂ not necessarily cover tht‘ requirements lntmdul:ed b}'
Dlrectne 2007/4T/EC.

Cenclee | EN 60601-2-30:2000 14112000 EN ﬁﬁ5ﬂ1-2-3“=19@3_:35@&5&5 ‘
| [

g | Medical electrical equipment -

| = Part 2-30: Particular |
requirements for the safety,
including essential _
performance, of automatic ,
cyeling non-invasive blood

, pressure monitoring

E Eqmpmenf{—"" P_”H:.__

Note 2.1

(*): This European Standard does not necessarily cover ﬂm rcqulremmm |11tmduced by
Directive 2007/47/EC,

I(,EnEIH:JFN 60601-2-33:2002 15/10/2003 | EN60601-2-33:1995 | 45970005
Medical elecirical equipment - b
| = Part 2-33: Particular Note 2.1
requirements for the safety of | e
mugnetic resonance
equipment for medical
diagnosis=="" p=""": i
EN 60601-2-33:2002/A1:2005 | 27/07/2006 Note 3 COL/11/2008 |
| IEC 60601-2-33:2002/A1: Zﬂﬂ‘n : '
:h\ o0601-2-33:2002/A2:2008 ETIIIFEGM Note 3 01/02/211
HEC 60601-2-33: 2(!“2-".#1 2007
'EN 60601-2- JGMHFEGIZ
A3:2002/A2:2008/AC:2008
| o g N o eanSagl
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{ } lhls European Standard does not necessarily cover the n:qulremuuts mtrm]uu:d hy
Dll"LLtl‘l e Zﬂﬂ'?MTIF Il"'

Cenelec | EN 60601-2-34:2000 15102003 | EN6D6D1-2-34:1995 401112003

Medical electrical equipment -
Part 2-34: Particular
requirements for the safety,

including essential

performance, of invasive blood
pressure monitoring
equipment<=""" ]1—”"}

MNote 2.1

| ( } ]‘hl-e European Standard does nnt necessarily cover the requirements introduced by
i Dlrecmf 201]'?;'47;’E£

| Cenelec| EN 60601-2-36:1997 19/100/1999 | |

Medical electrical equipment -
Part 2: Particular

' requirements for the safety of
| equipment [or

| extracorporeally induced

' llthutrlps*trﬂ:" " p-""

{(*): This Europcan ﬁtandarﬂ dﬂes not necessarily cover the requirements ml:ruduced by
Dlrutne EI}'I]TMWE,{L

 safety and essential
performance of ultrasonic
| medieal diagnostic and

| monitoring equipment<=

| I:’_lll'l

| Cenelec | EN 60601-2-37:2008 27/11/2008 | EN60601-2-37:2001 | g1/10/2010
! + A1:2005
| Medical electrical equipment - + A2:2005 |
! Part 2-37: Particular B i
! requirements for the hasic Note 2.1
|

|

!

]
; A 1
| (*): This European B’lﬂndnrd d[!*."i nuot necessarily cover lht roqulrcmi:nts introduced hy
| Dl]’lﬂ.t“ﬂ lll 07 /47/EC.
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Cenelec | EN 60601-2-39:2008 27112008 | ENGDGD1-2-39:1999 43001

Medical electrical equipment -
Part 2-39: Particular
requirements for basic safety

i and essential performance of
peritoneal dialysis
jﬁquipmcntﬂ:"" p=""">

Mote 2.1 i .

' (*): This European Standard does not necessarily cover the requirements introduced by
Directive 2007/47/EC.
Cenelee EN 60601-2-40:1998 09/10/1999
Medical electrical equipment - i
 Part 2-40: Particalar i
requirements for the safety of
‘electromyographs and evoked |

 response equipment<=""
| .p=1| e

rrrem o

(*): This European Standard does not necessarily cover the requirements introdueed by
Directive 2007/47/EC.

 Cenelec | EN 60601-2-41:2009 18012011 | EN60601-2-41:2000 | p1/11/2012

Medical electrical equipment -
Part 2-41: Particular
requirements for basic safety
and essential performance of

. surgical luminaires and

‘ luminaires for diagnosis==""
p=lr1'lrlr}

Note 2.1

E

{(*): This European Standard does not necessarily cover the requirements introduced by
Directive 2007/47/EC,
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| Cenelec| EN 60601-2-43:2010 18012011 EN 60601-2-43:2000 | 1062013

' Medical electrical equipment -

' Part 2-43: Particular
requirements for basic safety
(and essential performance of

- X-ray equipment for

| interventional i
prﬂf{‘{iurﬂﬁ'{:”” I.:.—...H"} i

;__..____._ P

Noie 2.1

{*): This European Standard does not necessarily cover ﬂm rcqmrcmnnts mtruduccd In

Directive 2007/47/EC.
| Cenelec | EN 60601-2-44:2009 a7/072010 | EN ﬁﬂﬁﬂ-;ﬁmﬂl
; + A1:2003
! Medical electrical equipment -
| Part 2-44: Particular .
: Note 2.1

requirements for the basic
safety and essential
performance of X-ray
equipment for computed
tumngrnphy*‘#"" p=n+1:_

01/05/2012

Directive 2007/47/EC.
'rmuﬂ 'EN 60601 z_ﬁ mm

; Medical electrical equipment -
! |- Part 2-45: Particular

' requirements for the safety of
| mammographic X-ray
equipment and
mammuographic stereotactic
dﬂlcﬂs{_"“ p_IIII ?

14/1172001

EN 60601-2-45:1998

MNaote 2.1

{(*): This European Standard does not necessarily cover the requirements intrnduced by

01/07/2004

. [*] Thm Furnpcnn Standard dncs not necessarily cover the requirements introduced by

| Directive 2007/47/EC.,
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Cenelec | EN ﬁl.lﬁl.ll-l.-’lﬁ 1998 l-’lfllﬂ-{l[ll |

Medical electrical equipment -
- Part 2-46: Particular
requirements for the safety of
operating tables<=""" p=""=

{*): This European Standard does not necessarily cover the requirements introduced by
Directive 2007/47/EC.

Cenelee | EN 61]61]]-2-47 Z{HH 13/12/2002

Medical electrical equipment -
Part 2-47: Particular
requirements for the safety,

! including cssential

! performance, of ambulatory

| electrocardiographic

; systemsﬁ"" " p‘“""'f

[ |f *): This Eurepean Standard du-las m}t nwcssarlly cover the requlremems mm}duca[l h}!
' I}mm.m e 2007/47/EC.

CEI:[E]EE E’\ Eﬂl’iﬂ]-l-49 Iﬂ{ll 13/12/2002

; Medical electrical equipment -
| Part 2-49: Particular
'requirements for the safely of
multifunction patient
monitoring equipment<=""

! F=||||>

{(*}: This European Standard does not necessarily cover the requirements introduced by
Directive 2007/47/EC.

Cenelec EN 60601-2-50:2009 n?mmnm EN 60601-2-50:2002 | o1/95/2012
' Medical electrical equipment - | :
| Part 2-50: Particular ! Note 2]

requirements for the hasic
safety and essential |
performance of infant |
phototherapy equipment<="" |
|
1
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(*) Ilns Eumpean Standard does not neuessarﬂy COver thc requirements mtruducﬂ] by
D:recm e 2000774 'H]' l

[ ene!ﬂ. N I.EI.II'J[II-Z 41 2I][H 24/06/2004

Medical electrical equipment - |
i Part 2-51: Particular
' requirements for safety,
including essential
performance, of recording and .
analysing single channel and | ‘
| multichannel | |
electrocardiographs<="" ' '
p_ﬂ‘lh_\.‘ ‘

[*} ]“h;s Kuropean ‘standarﬂ lli-l.'l(:!- not neneasarlh cOver the requimments introduced by
Dlrectlw 2007/, =fr':'.n'E{‘

EN 1970:2000# +
AL:2005
EN 60601-2-38:1996#
+ A1:2000

EN 60601-2-52 2{I]|]

Medical electrieal equipment -

| Part 2-52: Particular
requirements for basic safety
and essential performance of

- medical beds (IEC 60601-2- |
i 52 Il]{l?}

| EN ﬁl}ﬁlll 2.52; zmm,«r 2011

| {*] This Eumpean Standard does not necessarily cover the requlreml:nts introduced by

| Cenelec| ' 13/052011 01/06/2012

W!HS}EI]IZ

| Dlrectwe 200 7:"-17;'EC

Ecnclec EN 60601 2-54:2000 C18/01/2011

Medical electrical equipment -
Part 2-54: Particular
requirements for the basic
safety and essential
performance of X-ray ‘
|

‘equipment for radiography
'and radmsmpy{—' " p=ttits

- Y A

EN 60601-2-2 :1995“ ! 01/08/2012
EN 60601-2-32:1994
N 60601-2-7:1998
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(*): This European Standard does not necessarily cover the requirements introduced by
Direetive 2007/47/EC.

Cenelec | EN 60627:2001 131272002

Diagnostic X-ray imaging
equipment - Characteristics of
general purpose and |
mammographic anti-scatter

LLALL

grids==""' p=""

|EN 60627:3 2001/AC:2002 180012011 |

{*j This European Standar{l does not necessarily cover the requirements introduced by
Directive 2007/47/EC,

Cenelec | EN 60645-1:2001 13/12/2002 EN 60645-1:1994 - 0171012004

Elu:trum:uustics - Audiological Note 2.1 I
equipment - Part I: Pure-tone s———

audinmeters<=""" p—"”?

i

: (*): This Kuropean Standard does not necessarily cover the requirements introduced hy
Dirvective 2007/47/EL.

Cenelec EN 60645-2:1997 17/05/1997

Audiometers - Part 2:
Equipment for speech
auﬂmmttr} <=1 p=t

(*} This European Slandard does not necessarily cover the regquirements intmduc{:d by
Directive 2007/47/EC. I

Cenelec| EN 60645-3:2007 tions | EN 6064531995 g106n2010

E]m;truauuustiﬁ - Audiometric | : Note 2.1
equipment - Part 3: Test | I ohdei
signals of short duration<=""

P=|||r:, |

\2 This European Standard does not necessarily cover the requirements introduced by
|

directive ZI}UTH?J'EC
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Cenelec BN 60645-4:1995 | 23/08/19%6 ‘
Aundiometers - Part 4: |

: Equipment for extended high-
! frequency audiometry<=""

| (*): This European Standard does not necessarily cover the requirements introduced by
Directive 2007/47/EC.

' Cenelec |EN 61217:2012 30/08/2012 EN 61217:19%6 11/01/2015
| + A1:2001

+ A2:2008

: Radiotherapy equipment -
i Coordinates, movements and
’ ﬂﬂﬂ]ﬂ.‘g"” .p='ll'll:.,

Cenelec | EN 61676:2002 15/10/2003 |

Medical electrical equipment - :
Dosimetric instruments used i
for non-invasive measurement
of X-ray tube voltage in
diagnostic radiology<="""

|
i
P=m+} |
|
1

EN 61676:2002/A1:2009 072010 Noted 01/03/2012

IEC 61676:2002/A1:2008

i{*}: This European Standard does not necessarily cover the requirements introduced by
Directive 2007/47/EC.

;Ccneiec -EN.EZHES:E{}[H 18/01/2011 EN 62083:2001 0112012

Medical electrical equipment -
. Requirements for the safety of
; radiotherapy treatment

' planning systems<="" p=""">

| PPN, r AN 30 S S
| (*): This European Standard does not necessarily cover the requirements introduced by
 Directive 2007/47/EC,

Note 2.1
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' Cenelec | EN 62220-1:2004 240612004

; Medical electrical equipment - | 5
: Characteristics of digital X-

ray imaging devices - Part 1:
Determination of the detective |

quantum efliciency<="" '

| Medical clectrical equipment -

| Charscteristics of digital X-

| ray imaging devices - Part 1-2:

| | Determination of the detective

i !quantum efficiency - Detectors
‘used in mammography<=""

I 1711
(p=""=

e

E p_ll ll}_
(*): This Enropean Standard does not naces&arﬂy cover the rcqmremcnts introduced by
Directive 2007/47/EC,
| Cenelec EN 62220-1-2:2007 271172008

(*): This European Standard does not necessarily cover the requirements lnn'oduwd h}'

Directive 2007/47/EC,

Cenelee | EN 62220-1-3:2008 15072009

Medical electrical equipment -
Characteristics of digital X-

ray imaging devices - Part 1-3:
Determination of the detective
quantum efficiency - Detectors
used in dvnamic imaging=="""

Ty
{*): This European Standard does not necessarily cover the requirements introduced by
 Directive 2007/47/EC.
Cenelec | EN 62304:2006 2711172008

Medical device software -
Software life-cycle
processes<=""" p="""> |
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| EN 62304:2006/AC:2008 ' 18/01/2011

[ (*) Thls European Standard dues unt ncccssari.ly cover the reqmrementa 1ntmduned hy
| Directive ZH{II'?M"!L(,

| Cenelee lf.."\i 62366:2008 27112008
Medical devices - Application
. of usability engineering to
i rmu]!Lal devices<="" p=""}

(*): This Eumpean Standard does not nectasarih cover the requirements miruduced by
Directive 2007/47/ELC.

Cenelec | N 80601-2-35:2000 180172011 ‘ EN 60601-2-35:199% | g1/112012 |

Medical electrical equipment - .
| Part 2-35: Partlculaqr ’ ! Notc 2.1
requirements for the basic
safety and essential 5 : |
performance of heating | ! '
‘devices using blankets, pads ‘
'and mattresses and intended
for heating in medical
use=="" p:'*”;—

(*): This European Standard does not necessarily cover the requirements introduced by
[hn:clwe Z[Iﬂ?.u"ﬂﬂd.rﬂ

EN 80601-2-58:2009 07/0772010 |
Medical electrical equipment - ‘

Cen elec

Part 2-58: Particular
requirements for the basic |
safetv and essential

performance of lens removal
devices and vitrectomy devices |

for Upht]lﬂ]mi{! surgcr-!,:{_,u " |
P—"IF:} |

I e R e — A
' l hw Eurupuan Standaw:l does not necessarily cover the reqmrcmcntq introduced by
| :rcctwe ZIF[ITMT."T‘I."
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' Cenelec | EN 80601-2-59:2009 18012011 | i

| Medical electrical equipment - .
Part 2-59: Particular |
requirements for the basic
salely and essential

! performance of screening
; thermugraphs for human
febrile temperature
sereening=="" p=""=>

{*): This European Standard dnts not necessarily cover the requirements introduced by
Directive 2007/47/EC.
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