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EMEBRIECHH (R4 A3R ) European Norm (CENELEC) W 2012-09-25 2012-08-305647DOJ (2012-09-018 5 TH D) (2012-09-12B 5 ODB)
|__EU Harmonised Standards O : B #iki_ @: IBkR% FDA Recognized Consensus Standards.
BEES LT i i (RIBIR) c Reference Date Title 1SO /IEC standard MDD AIMD VD (2B id:)) O Bifif ©: 1B %
Medical electrical equipment - Part 1-8: TRy EN 60601-1-8:2007 2007-07-31 |Medical electrical equipment - Part 1-8: EN 60601-1-8:2007 [¢]}} IEC 60601-1-8 Ed. 1 General
ERAERMSE -8 KRR RV
General requirements for basic safety and | 3¢ 7t Ran s 2 R SRR General requirements for basic safety and (IEC 60601-1-8:2006) (2013-06-30)
IEC 60601-1-8 |essential performance ~ Collateral Standard: | g %o oo ie ne’s i e x5 4 | TC 62A essential performance - Collateral Standard: | -+ o [EN 60601-1-8:2007/ AC:2010
Ed. 2.0:2006 General requirements, tests and guidance for | s sgs = 2% ™ W e B R A General requirements, tests and guidance for IEC 60601-1-8 Ed. 2:2006~ |General o
alarm systems in medical electrical by alarm systems in medical electrical equipment 10
i and medical electrical systems and medical electrical systems
1EG 60501-1-0 [Gonoral reromonts o baic soetyand | ETREME K 1-015: AR | e rmarts o bk sty aed [
Ed. 1.0:2007 essential performance - Collateral Standard: | g ety sdyd oty essential performance ~ Collateral Standard:
|Requirements for envir : Requirements for envir
Medical electrical equipment - Part 1-10: ey EN 60601-1-10:2008 2008-04-24 |Medical electrical equipment — Part 1-10; EN 60601-1-10:2008 o [fEC 60601-1-10 Ed. 1.0:2007 General Ols]
1EG 60601-110 | General reauirements for basic safety and ﬁgéf?ﬁ?%l&”ﬁ“;ﬁf_ﬁﬁv Qanral regulremenits for basie safaty'and (IEC 60601-1-10:2007)
PR essential performance - Colateral Standard: | ™ Taerme ) ” “ruiane omaze gy | T 62A essential performance — Collateral Standard: | GLC/TC 62
“ L Requirements for the development of BERER - Requirements for the development of
physiologic closed-loop controllers i closed-loop controllers
Medical electrical equipment - Part 1-11; e an EN 60601-1-11:2010 2010-06-04 |Medical electrical equipment — Part 1-11: EN 60601-1-11:2010 o[1] [iEC 60601-1-11 Edition General ol
IEC 60601-1-11 | General requirements for basic safety and 5212%!;:?21 &'}*ﬁﬁf_ﬁﬁu eneral requirements for basic safety and (IEC 60601-1-11:2010) 1.0:2010
Ed. 1.0:2010 - essential performance — Collateral Standard: AL REALZ S 7ERBCHATIER | TC 62A essential performance ~ Collateral standard: GLG/TC 62 IEC 60601-1-11 (First
IEC 60601-1-11 |Requirements for medical electrical RAMERUEARRS A5 L2 45 Requirements for medical electrical equipment edition - 2010) April
Ed. 1.0 Cor.1:2011 |equipment and medical electrical systems | g5 re PR and medical electrical systems used in the 2011/Cor 1
used in the home healthcare environment home healthcare environment
(EC 60601 17SER | Medical electrical equipment ~ AL PARTS | EARi5 —F < TOH TG 62A
B - EN 60601-2-1:1998 1998-08-14 [Medical electrical equipment — Part 2-1: EN 60601-2-1:1988 ® EC 60601-2-1(1998) Radiology ®
I y::';:'l;':i:l"f:r:::’(‘;";:;“mi‘;"s‘lf ey |ERREHE %211 MeV~50 EN 60601-2- 2002-06-07 | Particular requirements for the safety of (IEC 60601-2-1:1998) [Amendment 1: 2002
Ed. 3.0:2000 wrid sss6iitial poriorimance of slectron Y |MeVOBEO BT MEEBOLEES | TC 62C [1:1998/A1:2002 electron accelerators in the range of 1 MeV to| CLC/TC 62|EN 60601-2-1:1998/ A1:2002
accelerators in the range 1 MeV to 50 Mey | % U IEREDH BERBIN 50 MeV (IEC 60601-2-1:1998/ A1:2002) 12%% 626:1—2—1 Edition 3.0  |Radiology (o}
EN 60601-2-2:2009 2009-05-20 |Medical electrical equipment — Part 2-2: EN 60601-2-2:2009 or |iEC 60601-2-2 2006 GPS/GH ®
o dieaialaciicnl wEiliormatit = Bart EN 60601-2- 2011-10-14 Particular requirements for the basic safety (IEC 60601-2-2:2009) [EC 60601-2-2- 2006 OBGYN/GU (2013-06-30)
IEG 606012 | 2rticular requirements for the basio safety |/ TR % 2-28): WA HMA Tl :nd esns!mw:l ;B#:rm;n:'ahb;rmgh ks ] IEC 60601-2-2 Edition 50  |GPS/GH o
: and essential performance of high frequency #RRUMARINEAMBKSORRE | TC 62D SrEian Squipmankianc. EiEreANCY UKl eregeie? 5 R,
Ed. 5.0:2009 ! . ; accessories 2009-02 OBGYN/GU
surgical equipment and high frequency 2RUEFEREOHEERER AAMI ANSI [EC 60601-2—
surgical accessories
2:2009
(IEC 60601-2-2:2009)
Medical electrical equipment — Part 2-3: FEN——T EN 60601-2-3:1993 1993-04-22 [Medical electrical equipment — Part 2: EN 60601-2-3:1993 OO
IEC 60601-2-3  |Particular requirements for the basic safety gi:;zguiigﬁég&’g}gg TG 62p |EN 60601-2- 1998-11-06 [Particular requirements for the safety of cLe/TC 62 (EC 60601-2-3:1991)
Ed. 3.0:2012 and essential performance of short-wave | 3:1993/A1:1998 short-wave therapy equipment EN 60601-2-3:1993/ A1:1988
therapy (IEC 6060 993/ Amd.1:1988)
IEC 60601-2-4 |Medical-electrical-cquipment ~ Part 24 EN 60601-2-4:2003 2003-01-31 |Medical electrical equipment — Part 2-4: [EN 60601-2-4:2003 o[
£d2.0:2002 Rarticuk for-the-afety-of Particular requirements for the safety of (IEC 60601-2-4:2002)
cardiac-defibrillators cardiac defibrillators
TC 62D GCLC/TC 62
IEC 60601-2-4  |Medical electrical equipment - Part 2-4: ERAESRE — W45 TR ERD EN 60601-2-4:2011 2011-08-19 |Medical electrical equipment — Part 2—4:
Ed. 3.0:2010 Particular requirements for the basic safety |E&HX2RUBKIEMEICMT HHEER articular requirements for the basic safety
and essential performance of cardiac B and essential performance of cardiac
Madical slsctrical squipient = Part 2-6: EN 60601-2-5:2000 2000-12-19 |Medical electrical equipment - Part 2-5; |EN 60601-2-5:2000 o[1] [EC 60601-2-5:2000) Radiology ®
IEC 60601-2-5  |Particular requirements for the basic safety R A — 258 T R EM Particular requirements for the safety of (IEC 60601-2-5:2000) (2013-06-30)
Ed. 3.0:200! h ; HEMBORRRLRUERMEMROKE | TC 620 ultrasonic physiotherapy equipment CLC/TC 62|
. 3.0:2009 and essential performance of ultrasonic ERER O TS Bt |l
hysiotherapy equipment MEd iR aciolgy o
P |2009-07
Medical electrical equipment — Part 2-6:
IEC 60601-2-6  |Particular requirements for the basic safety |BEFIR S — W2 T Y OEAMN
TC 62D
Ed. 2.0:2012 and essential performance of microwave BORLEOHEIRER
therapy
Medical electrical equipment — Part 2-7: ERR R W27 B AR EN 60601-2-7:1998 [e){)] |iEC 60601-2-7 (1998) Radiology 8]
IEC 60601-2-7  |Partioular requirements for the safety of |ae e 2lu sa g st gt passimse | 1 628 (IEC 60601-2-7:1998)
Ed. 2.0:1998 high-voltage generators of diagnostic X-ray | ziy
s
Medical electrical equipment — Part 2-8: ki EN 60601-2-8:1997 1997-09-08 [Medical electrical equipment — Part 2: [EN 60601-2-8:1997 o[ [EC 60601-2-8(1999-04) | Radiology ®
IEC 60601-2-8  |Particular requirements for basic safety and | Eor RLSK 838 — H2-81: i fERGIEAS 10 EN 60601-2- 1997-09-09 |Particular requirements for the safety of (1EC 60601-2-8:1987)
Ed. 202010 essential performance of therapeutic X-ray |, 2v2) MYDBMMXMBRORMR | TC62C |5 1097/n1.1997 therapeutic X-ray equipment operating in the | C-C/ 1€ S2JEN 60601-2-8:1997/ A1:1997
e operating in the range 10 kV to 1_| = XU BHFIEREDHRERER ) ) range 10 kV to | MV (IEC 60601-2-8:1987/ A1:1997)
o |Medical electrical equipment - Part 2-10: e EN 60601-2-10:2000 2000-11-13 | Medical electrical equipment - Part 2-10: [EN 60601-2-10:2000 oI [EC 60601-2-10 Neur ®
s % |Particular reauirements for the basic safety S‘ug:gﬁaiél}’f&iﬁ?ﬂ“ 16 62p |EN 80601-2- 2001-11-09 [Particular requirements for the safety of nerve| o\ 1 go|IEC 60601-2-10:1987 1987/Amendment 1 2001
= and essential performance of nerve and = 10:2000/A1:2001 and muscle stimulators EN 60601-2-10:2000/ A1:2001
muscle s (IEC 60601-2-10:1987/ A1:2001)
IEC 60801211 [y o1 o\octrical equipment — Part 2: EN 60601-2-11:1997 1997-09-30 [Medical electrical equipment — Part 2-11: EN 60601-2-11:1997 o] [iEC 60601-2-11 Radiology [¢)
Ed. 2.0:1997 " y ERT SR — W2 A THUA MRS EN 60601-2- 2004-09-21 [Particular requirements for the safety of (IEC 60601-2-11:1997) (1997)(2004)
IEC 60601-2-11 _[Partieular requirements for the cafety of | gy 54 (45 e R IR TC 62C 111.1997/A1:2004 gamma beam therapy equipment CLG/TC 821eN 60601-2-11:1997/ A1:2004
Amd.1 Ed.2.0:2004 |82 beam therapy equipment (IEC 60601-2-11:1997/ Amd.1:2004)
(60 00001212 |Medoal eiecticat saupment ~ Par 2-12 |5 I SbRE — B2~ 125, BALTL— EN 60601-2-12:2006 2006-06-28 |Medical electrical equipment - Part 2-12: EN 60601-2-12:2006 o] EC 60601-2-122001-10) |Anesthesia o[i]
p [Rarticular requirements for-the safety of lung |#MHERITBF S TR RFIA~EE | TC 62D Particular requirements for the safety of lung | CLC/TC 62|(IEC 60601-2-12:2001)
Ed-2.0:2004 5 e ) Sql S
Crit FRAFL—F ventilators - Critical care ventilators
Wil slactiiosl osiiman Part 218 EN 60601-2-13:2006 2006-06-28 |Medical electrical equipment - Part 2-13: [EN 60601-2-13:2006 ol [EC 60601-2-13(2003-05) | Anesthesia o[i]
! : T EN 60601-2- 007-03-16 |Particular requirements for the safety and (IEC 60601-2-13:2003) (2013-06-30)
IEC 60601-2-13 | Particular requirements for the safety and | FIB iM% — 2~ 1380 B> 2T L | 16 601 |13.2006/A1:2007 essential performance of anaesthetic systems | GLC/TC 62|EN 60601-2-13:2006/ A1:2007
Ed. 3.1:2009 essential performance of anaesthetic OREMERVEREREOHEERER (IEC 60601-2-13:2003/ A1:2006) |EC 60601-2-13 Edition 3.1 |Anesthesia o
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EMBRIECH (FRE24%E9 B3AMTE) European Norm (CENELEC) M3 A :2012-09-25 2012-08-30547M0J (2012-09-018 R CHMAEELD) (2012-09-128 5 MDB)
EU Harmonised Standards O : B #ili__ @ IBR% DA Recognized Consensus Standards
MHES H& HH 2 B (RIBIR) Tc Reforence Date Title 1SO /IEC standard MDD AIMD IvD O: Bifik ®: BiF%
EN 60601-2-16:1998 1998-04-09 |Medical electrical equipment — Part 2-16: [EN 60601-2-16:1998 o] OBGYN/GU ®
Particular requirements for the safety of (IEC 60601-2-16:1998) (2013-06-30)
IECB0B01=2m18 |\, oo\ 1 trical equipment — Part 2-16: haemodialysis, haemodiafiltration and EN 60601-2-16:1998/ AC:1999
b, s |Particular reauirements for basic safety and |EE RS2 — 21645 MEAT, A SISl e aipmeny o T S Eden 9,07, foBAYN/GL O
ol essential performance of haemodialysis, BEMEUMASBRBORRE L RU| TC 62D GLC/TG 62 T
Ed-3.0-Cor.1:2008 il EALE DR E BRI IEC 60601-2-16 (Third
IEC 60601-2-16 [ 1o5mee M o =0 edition ~ 2008)/Cor 1
Ed. 4.0:2012 Sqpmen AAMI ANSI 1SO 60601-2-
16:2008
(IEC 60601-2-16:2008)
Medical electrical equipment - Part 2-17: SIS " EN 60601-2-17:2004 2004-04-06 [Medical electrical equipment - Part 2-17: EN 60601-2-17:2004 ol [EC 60601-2-17 (2004) Radiology [9)
IEC 60601-2-17 |Particular requirements for the safety of E‘éf;ﬁﬂguﬁ?ﬂ@iﬁ%ﬁ Tohae articular requirements for the safety of Lo/ TG 62| (EC 60601-2-17:2004)
Ed. 2.0:2004 :;t::rr‘r:t(;:nu‘lly-c?ntmllud brachytherapy OHEERED e M ytherapy
EN 60601-2-18:1996 1996-09-30 |Medical electrical equipment - Part 2: EN 60601-2-18:1996 o] IEC 60601-2-18:1996 Dental/ENT o]
Medical electrical equipment ~ Part 2-18: EN 60601-2— 2000-12-22 |Particular requirements for the safety of (IEC 60601-2-18:1996) [EC 60601-2-18 (1996) OBGYN/GU (2013-06-13)
IEC 60601-2-18 |Particular requirements for the basic safety |28 — M2 1840 : IRMIL I D 18:1996/A1:2000 endoscopic equipment EN 60601-2-18:1996/ A1:2000 Amendment 1 2000
TC 62D GLC/TC 62
Ed. 3.0:2009 and essential performance of endoscopic LRRERUBAEMEO T ZEREIR (IEC 60601-2-18:1996/ A1:2000)
equipment IEC 60601-2-18 Edition 3.0 |Dental/ENT o
2009-08 OBGYN/GU
EN 60601-2-19:2009 2009-05-20 |Medical electrical equipment - Part 2-19: IEC 60601-2-19:2009 O+ IEC 60601-2-19 1996- GPS/GH ®
EN 60601-2— 2011-10-14 | Particular requirements for the basic safety 10/Amd 1 (2013-06-30)
IEC 60601-2-19  Medical electrical equipment — Part 2-19: Ao s 19:2009/A11:2011 and essential performance of infant incubators
Ed. 2.0:2009 Particular requirements for the basic safety ﬁ:igguﬁﬁ&ﬁ@? T T AAMI ANSI IEC 60601-2-  |GPS/GH o)
IEC 60601-2-19  [and essential performance of infant W 19:2009
Ed. 2.0 Cor.1:2012 [incubators (IEC 60601-2-19:2009)
IEC 60601-2-19 (Second
edition — 2009)/Cor 1
EN 60601-2-20:2009 2009-11-26 |Medical electrical equipment - Part 2-20; EN 60601-2-20:2009 O[]+ IEC 60601-2-20 1996 GPS/GH )
EN 60601-2- 2011-10-14 |Particular requirements for the basic safety (IEC 60601-2-20:2009) IEC 60601-2-20:1996/Amd 1 (2013-06-30)
IEC 60601-2-20  [Medical electrical equipment ~ Part 2-20: 20:2009/A11:2011 and essential performance of infant transport
Ed. 2.0:2009 Particular requirements for the basic safety | S 3% — #2-2080: WX RWRO | 11 6op incubators CLC/TC 62, AAMI ANSI IEC 60601-2-  |GPS/GH e}
IEC 60601-2-20 |and essential performance of infant transport | #H# % & R U B A LD # 52 TR B 20:2009
Ed. 2.0 Cor.1:2012 [incubators (IEC 60601-2-20:200)
IEC 60601-2-20 (Second
edtion - 2009)/Cor 1
EN 60601-2-21:2009 2009-05-20 |Medical electrical equipment - Part 2-21: EN 60601-2-21:2009 of1] IEC 60601-2-21:1996/Amd |GPS/GH 0]
EN 60601-2- 2011-10-14 |Particular requirements for the basic safety (IEC 60601-2-21:2009) 1:2000 (2013-06-30)
21:2009/A11:2011 and essential performance of infant radiant AAMI ANSI IEC 60601-2-21
Medical electrical equipment — Part 2-21: A N warmers and 60601-2-21 Amendment
IEC 60601-2-21 |Particular requirements for the basic safety 5?_‘3_"”3"‘:; é'ﬂ&i’éggﬁ d s - 1:2000
Ed. 2.0:2009 and essential performance of infant radiant EERER
warmers IEC 60601-2-21 GPS/GH ()
AAMI ANSI IEC 606012~
21:2009
(IEC 60601-2-21:2009)
eifcs) slectitalieait e EN 60601-2-22:1996 1996-01-08 |Medical electrical equipment — Part 2: EN 60601-2-22:1996 o] [EC 60601-2-22 (1995) Radiology ®
| —— P’“'.“,““”“ °°“'t°";°"‘b .“1’ o and | ERESRE — B2-2200 AH, XEA Particular requirements for the safety of (IEC 60601-2-22:1995) (2013-06-30)
E4 302007 |ossontialporformance of surioal sosmotie, |14k BUBMAL VB0 k#%2 | 1070 iBeioes aid harApeutelsser
30 d i | IEC 60601-2-22 Third Radiol
therapautic and diagnostic laser equipment | U IEHEIBT SR ER WM Eilion 200508 Aty o
Medical electrical equipment - Part 2-23: TR, EN 60601-2-23:2000 2000-03-15 |Medical electrical equipment — Part 2-23: EN 60601-2-23:2000 o[1] |IEC 60601-2-23 Edition 3.0 |Anesthesia [¢)
[EC 60601-2-23 |Particular roquirements for the basic safety | e i A iah — H2-23f0 {2553 EE 4 Particular requirements for the safety, (GEC 60601-2-23:1999) 2011-02
Ed.3.0:2011 and essential performance of transcutaneous g:gigﬁg&uxx&m-mmﬁ poieay including essential performance, of e
partial pressure monitoring equi transcut partial pressure monitoring
324 |Medical electrical equipment -~ Part 2-24: | /RSt a% — Hi2-2480: RAEA R EN 60601-2-24:1998 1998-04-14 [Medical electrical equipment - Part 2-24: EN 60601-2-24:1998 Ol1]
IEC 60601 Particular requirements for the safety of | 7R UAYFO—5NR LMD EERE| TC 620 articular requirements for the safety of GLC/TG 62|(IEC 60601-2-24:1998)
Ed. 7.0:1998 infusion pumps and controllers. M infusion pumps and controllers
1EG-60601-2-25 EN 60601-2-25:1995 1995-11-30 [Medical electrical equipment ~ Part 2-25: EN 60601-2-25:1995 o] IEC 60601-2-25 Amendment [Card ®[1][3]
Ed-1.0:1903 Medical electrical equipment — Part 2-25: EN 60601-2- 1999-06-03 | Particular requirements for the safety of (IEC 60601-2-25:1993) 1(1999)
IEC-60601-2~25 |Particular requirements for the basic safety |BEFMSi#% —2-2540: DRI OB | [ o, [25:1995/A1:1999 electrocardiographs CLC/TG g2fEN 80601-2-25:1995/A1:1999
Amd.1-Ed.1.0:1996 |and essential performance of RERUEFMEREDHEERER (IEC 60601-2-25:1993/A1:1999)
IEC 60601-2-25 |electrocardiographs
Ed. 2.0:2011
Medical electrical equipment - Part 2-26: - EN 60601-2-26:2003 2003-07-31 |Medical electrical equipment - Part 2-26: EN 60601-2-26:2003 e[+
IEC 60601-2-26 : ° B P TR S BE 28 — 92260 Dai BT D M RE S0l
Particul ts for the safety of CLC/TC 62|UEC 60601-2-26:2002)
Ed. 3.0:2012 ::;t;csus!::\é:?:::fr:;::i::r:;m basic safety ReRURRNEEICIT B 2 ERET TC 62D articular requlrsme: Z for the safety of
EN 60601-2-27:2006 2006-04-05 [Medical electrical equipment - Part 2-27: EN 60601-2-27:2006 o] IEC 60601-2-27: (2005-08) |Card O3]
Particular requirements for the safety, (IEC 60601-2-27:2005) (2013-06-30)
IEC 60601-2-27 [Medical electrical equipment - Part 2-27: o including essential performance, of EN 60601-2-27:2006/ AC:2006
Ed. 302011 Particular reauirements for the basic safoty ﬁggéggugigéﬂﬁ:}%‘gﬁ% a0 eloctrocardiographic monitoring equipment | o o o IEC 60601-2-27 Edtin 30 |ourd o1
IEC 60601-2-27 |and essential performance of FREL
Ed. 3.0 Cor.1:2012 |electrocardiographic monitoring equipment ;k;\%l‘A‘NSI 1SO 60601-2-
GEC 60601-2-27.2011)
IEC60601-2-28 |Medical-slectrical-squipment ~Rart 2 EN 60601-2-28:1993 1993-05-28 Medical electrical equipment — Part 2: EN 60601-2-26:1993 o] [EC 60601-2-28: 1993 Radiology ®
0d1.0:1903 Partioular-requirements-for-the-safety-of X~ Particular requirements for the safety of X~ (IEC 60601-2-28:1993) (2013-03- (2013-06-30)
ray-cource-assemblies-and-X-ray-tube ray source assemblies and X-ray tube 31)
accemblies-for-medical-diagnosic assemblies for medical diagnosis IEC 60601-2-28:2010 IEC 60601-2-28 Edition 2.0 |Radiology ]
TC 628 GLC/TG 62|(IEC 60601-2-28:2010) o1l 2010-03
IEC 60601-2-28 [Medical electrical equipment — Part 2-28: ERE SRR — 522880 : ERBH O EN 60601-2-28:2010 2010-05-07 | Medical electrical equipment ~ Part 2-28:
Ed. 2.0:2010 Particular requirements for the basic safety |$HOXHEHEEORER S RUEKRIEMR Particular requirements for the basic safety
and essential performance of X-ray tube OFEFRET and essential performance of X-ray tube




E AR R RIECHIHE (FR244E9B3ABITE) European Norm (CENELEC) B3 B :2012-09-25 2012-08-30F4TM0J (2012-09-015 A THMLED) (2012-09-12B% S DDB)
|_EU Harmonised Standards O : B #fki @ : IBER% FDA Recognized Consensus Standards
& T (EHBR) TC Reforence Date Title 1S0 /IEC standard MDD AIMD VD (RBIEEETE) 1 A
ig— s S e
el looricnl Pert2t: EN 60601-2-29:2008 2008-11-28 |Medical electrical equipment — Part 2-29; EN 60601-2-29:2008 T TEC 606 9 (1999) Radhology
e M nteicd e e et atory | ERSIE — H2-2980 AT EN 60601-2- 2011-10-14 | Particular requirements for the basic safety (IEC 60601-2-29:2008) (2013-06-30)
1EC B0601-2-29  |Partioular requirements for the basic safety |3 | _oq ez o KIERDH | TC 62C |29:2008/A11:2011 and essential performance of radiotherapy | GLG/TC 62
Ed. 3.0:2008 and essential performance of radiotherapy | o RO e e g0801-2:48 o 501 | Ridibiony o
simulators Fse
Medioal olootrioal-cquipment —Part 2-30 EN 60601-2-30:2000 2000-05-18 | Medical electrical equipment — Part 2-30; EN 60601-2-30:2000 o
- Part for-the-safet Particular requirements for the safety, (IEC 60601-2-30:1999)
e - hud tiak-p  automat TC 62D including essential performance, of automatic | CLC/TC 62|
[t oyoling-ron~invasive-blood-pressure cycling non-invasive blood pressure monitoring
TECO0O0I-251 |y it auctrical squipment — Part 2-31; EN 60601-2-31:2008 2008-07-25 [Medical electrical equipment - Part 2-31: [Ene0601-2-37:1095 o [TEC 60601-2-31 Edition 2.1 |Card O]
Ed. 2022008 " c - : RV, ' EN 60601-2- 2011-08-12 |Particular requirements for the basic safety GEC-60601-2-31:1994) 2011-09
IEC 60601-2-31 | Partioular requirements for the basic safety |ESFIRLST 38 — %2-314: EVRLRE 31:2008/A1:2011 and essential performance of external cardiac EN 60601-2-31:199/ A1:1908
Amd:1 Ed.2,0:0017|#d sssential performanceof sxtatnal 2AMORA— 2L NDERRLERY | TC 620 pacemakers with internal power source OLC/TC 82140 §0601-2-31:1984/-A1:1998)
IEC 60601-2-31 ::LT:: pacemakers with internal power HAEREOH BERBEMR
Ed. 2.1:2011
i = EN 60601-2-32:1994 [e]i] [EC 60601-2-32 1984 Radiol [9)
£ §0801-2-92 zladncull electrical aqu\pn;enth Parftf B L - I-(IZG el 0] adiology
Ed. 1.0:1994 articular requlremnr:tsf )O(I' the sai Q y of Dfﬁﬁwﬁﬂ!*'ﬂ e
of X-ray
EC 60601233 [Medicat oleotrical Part-2-33 EN 60601-2-33:2002 2002-10-08 |Medical electrical equipment — Part 2-33: EN 60601-2-33:2002 OS] 1EC 60601-2-33 (2008) ed _|Radiology Q0]
2.0:2002 P for-the-safety-of EN 60601-2— 2005-11-30 | Particular requirements for the safety of (IEC 60601-2-33:2002) 22 (2013-06-20)
JEC-60601-2-33~ for-medical 33:2002/A1:2005 2008-03-05 | magnetic resonance equipment for medical EN 60601-2-33:2002/ A1:2005
am1-6d20:2005 | diagnosic EN 60601-2- diagnosis (IEC 60601-2-33:2002/ A1:2005) IEC 60601-2-33 Edition 3.0 | Radiology o[
IEG-60601-2-33~ 33:2002/A2:2008 EN 60601-2-33:2002/ A2:2008 2010-03
am2-6d2.0:2007 TC 628 CLC/TG 62|UEC 60601-2-33:2002/ A2:2007)
EN 60601-2-33:2010 2010-10-15 [Medical electrical equipment - Part 2-33: EN 60601-2-33:2002/ A2:2008/AC:2008
1EC 60601-2-33  Medical electrical equipment ~ Part 2-33: W — H2-338: EMBHAD EN 60601-2- 2011-10-14 | Particular requirements for the basic safety
Ed. 3.0:2010 Particular requirements for the basic safety MR&I@&‘?Q&U&*&!&@#E 33:2010/A11:2011 and essential performance of magnetic
IEC 60601-2-33 |and essential performance of magnetic BERER resonance equipment for medical diagnosis
Ed. 30 Cor.1:2012 for medical diagnosis
Medical slectrical equipment ~ Part 2-34: | o g s e o mapre e EN 60601-2-34:2000 2000-12-19 |Medical electrical equipment — Part 2-34: [iEC 60601-2-34:2000 O] [TEC 60601-2-34 (2000-10) |Card Q&)
IEC 60601-2-34 |Particular requirements for the safety, i Particular requirements for the safety, L6/ TG 62 TEC 60601-2-34:2000)
Ed. 302011 including essential performance, of invasive amg"’l!’”ﬁ*&gtﬁg&‘”ﬁg Tgi62h including essential performance, of invasive | °-C/TC 82
blood pressure monitoring equipment FREW blood pressure monitoring
Medioal-electrical ~Part EN 60601-2-35:1996 1996-12-13 | Medical electrical equipment - Part 2: EN 60601-2-35:1996 O]
Rartioularrequirementsfor-the safety-of Particular requirements for the safety of (IEC 60601-2-35:1996)
IEC-60604=2- Dlankets pade-and mattesses ntended o) TG 62D blankets, pads and mattresses, intended for CLC/TC 62
35:1996 heating in-medicak-use heating in medical use
IEC 80601-2-35/27{7(2009-10-20)
Medical electrical equipment - Part 2: e EN 60601-2-36:1997 1997-05-07 |Medical electrical equipment — Part 2: EN 60601-2-36:1997 [e]}] 1EC 60601-2-36 (1997) OBGYN/GU [e)
[EC/80801-2-36; b 1eular-requiraments for the safety'of ;E)’f:f)zgmgéﬂggg;ﬁﬁg TG 62D Particulaf regiiirements for the asfety of oLe/TG 62|EC 60601-2-36:1997)
[ equipment for extracorporeally induced = ipment for extracorporeally induced
) 237, [EN 60601-2-37:2008 2008-01-31 |Medical electrical equipment ~ Part 2-37: [FEC 6o601-2-372007 [e]i}] IEC 60601-2-37 (2004) Radiology 0
Modical slectrical equbment - Part 237 |Emmsmimn—wo-ori: aa pEmp EN 60601-2- 2011-10-14|Particular requirements for the basic safety (2005) Amendment 2 (2013-06-30)
IEC 60601-2-37  |Particular requirements for the basic safety |uzp /cgesniuse o B U ANE | TC 628 |37:2008/A11:2011 and essential performance of ultrasonic CLC/TC 62|
/0200 and sasentiatiperirmanceror bitraconic OB EERER medical diagnostic and monitoring equipment IEC 60601-2-37 Edition 2.0 |Radiology e]
medical diagnostic and monitoring equipment S0
TEC 60601-2-  |Modioal olectrioal equipmont ~Part 2-38. EN 60601-2-36:1996 1996-12-16 |Medical electrical equipment — Part 2-38: EN 60601-2-38:1996 O] IEC 60601-2-08 1996/ GPS/GH Q0]
381086 Rartioular-requirements-for-the-safety-of 1 620 [EN 60601-2- 2000-03-20 | Particular requirements for the safety of 6LG/TG 62| GEC 60601-2-38:1996) Amendment 1:1999 (2013-06-30)
IEC 606012~ |elootrically-operated-hospitat bedslEC-60601- 38:1996/A1:2000 electrically operated hospital beds EN 80601-2-28:1996/ A1:2000
38:1996/A1:1898 |2-521257(2009-12-14) IEC 60601-2-38:1996/ )
Modical electrical squipment ~ Part 2-39: | op eoiune g o ooy e EN 60601-2-39:2008 2008-04-24 |Medical electrical equipment ~ Part 2-39: [N 60601-2-39:2008 oln
IEC 60601-2-39  |Particular requirements for basic safety and |(>id RS RATRERRRRIRT | o [EN 60601-2- 2011-10-14 |Particular requirements for basio safety and |\ o . ,[(EC 60601-2-39:2007)
Ed. 202007 essential performance of peritoneal dialysis |23 h 39:2008/A11:2011 essential performance of peritoneal dialysis
Medical electrical equipment — Part 2-40: EN 60601-2-40:1998 1998-04-14 [Medical electrical equipment — Part 2-40: EN 60601-2-40:1998 OI1]
EC 60601-2-40  [Particular requirements for the safety of | EE MRS —%2-4080: B RUH | 16 oo Particular requirements for the safety of 6LG/TG 62] (EC B0601-2-40:1998)
Ed. 1.0:1998 electromyographs and evoked response RERCHBORMEDHEERER electromyographs and evoked response
JEC 60601-2-43 [Medical electrical equipment - Part 243 EN 60601-2-41:2000 Z000-06-14 [Wedioal slectioa scuomart. - Fart -41: EN S000T-2-412000 <zo1.2[qo
61.0:2000 Particular requirements for the safety of X- articular requirements for the safety o -2- ) -10-
ray equipment for interventional procedures surgical luminaires and luminaires for diagnosis I 31
; : CLC/TC 62 Bl
IEC 60601-2-41 |Medical electrical equipment - Part 2-41: | EEFM 38 — Bi2-41 80 mimamm R | 1€ 620 Medical electrical equipment ~ Part 2-41: (IEC 60601-2-41:2009) ol
Ed. 2.0:2009 Particular requirements for the basic safety |RUBHOIZHORBBAORERS EN 60601-2-41:2009 2009-12-23 | Particular requirements for basic safety and
and essential performance of surgical RUEKEMROHZERER EN 60601-2- 2011-10-14 | essential performance of surgical luminaires
luminaires and luminaires for diagnosis 41:2009/A11:2011 and luminaires for diagnosis ‘
JEC 60601-2-43 |Medioat-electrical-equipment ~Rart 2-43: EN 60601-2-43:2000 2000-12-19 |Medical electrical equipment — Part 2-43: EN 60601-2-43:2000 O] 1EC 60601-2-43 — Ed 10 |Radiology O
641.0:2000 foty-of Particular requirements for the safety of X~ (IEC 60601-2-43:2000) (2013-05- (2013-06-30)
y # o ray equipment for interventional procedures 31) . °
EN 60601-2-43:2010 IEC 60601-2-43 - Ed. 20 |Radiology
IEC 60601-2-43 | Medical electrical equipment  Part 2-43: | B F %8 S48 — % 2-4388: 1> <> oa | 1€ %8 |en 60601-2-43:2010 2010-06-11 | Medical electrical equipment - Part 2-43: | °*¢/T€ 62| qEc s0601-2-43:2010) o 2010-03
Ed. 2.0:2010 Particular requirements for the basic safety |3 JLALEBD-HDXBEBOBREL R Particular requirements for basic safety and
and essential performance of X-ray URFRIEREDH R ERER essential performance of X-ray equipment for
for interventional procedures interventional procedures _
EN 60601-2-44:2009 2009-05-20 |Medical electrical equipment — Part 2-44: EN 60601-2-44:2009 O] 1EC 60601-2-44 (2002-11) |Radiology O
IEG BUB01-2-44 ) EN 60601-2- 2011-10-14 |Particular requirements for the basic safety (IEC 60601-2-44:2000) (2013-06-30)
Ed. 002008 Medical electrical equipment - Part 2-44: | gy srygas g0 448 2t 2 — S 44:2009/A11:2011 and essential performance of X-ray equipment )
IEC 60601-2-44 | Particular requirements for the basic safety | g ip g mxsaie e ) %2 B UR AL | TC 628 for computed tomography CLG/TG 62 IEC 60601-2-44 Edition 30 |Radiology °
Ed. 3.0 Cor.1:2010 |and essential performance of X-ray HEDH EEREH 2009-02
IEC 60601-2-44 or graphy IEC 60601-2-44 (Third
Amd.1 Ed. 3.0:2012 edition - 2009)/Cor 1
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IEC-60601-2-45 | Medioal-olectrioal Part 2-45. EN 60601-2-45:2001 2001-07-30 |Medical electrical equipment - Part 2-45: EN 6060 01 o [EC 60601-2-45 Ed. 2.0, Radiology
0d2.0:2004 Rartioular-req for-the-safety-of Particular requirements for the safety of (IEC 60601-2-45:2001) (2001) (2013-06-30)
phio-X= d | mammographic X-ray equipment and
P de mammographic stereotactic devices IEC 60601-2-45 Edition 3.0 |Radiology o]
TC 628 GLC/TG 62 2011-02
IEC 60601-2-45 |Medical electrical equipment — Part 2-45: =R SRR — 24540 : LIS X EN 60601-2-45:2011 2011-03-18 [Medical electrical equipment ~ Part 2-45:
Ed. 3.0:2011 Particular requirements for basic safety and [BMRUEMABREEBEORREL LR Particular requirements for the basic safety
essential performance of mammographic X- U A NED ¥ E ERE and essential performance of mammographic
ray equipment and mammomagraphic X-ray equipment and mammographic
stereotactic devices stereotactic devices
IEC-60601-2-46 |Medical-electrical-equipment ~ Part 2-46; EN 60601-2-46:1998 1998-08-14 [Medical electrical equipment - Part 2-46: [EN 60601-2-46:1998 o[1]
0d1.0:1908 Rarticular-requirements-for-the-safety-of articular requirements for the safety of (IEC 60601-2-46:1998)
oporating tables operating tables
TC 62D CLC/TC 62
IEC 60601-2-46  [Medical electrical equipment — Part 2-46: ERR SR — H2-46F: FHADER EN 60601-2-46:2011 2011-08-19 |Medical electrical equipment ~ Part 2-46:
Ed. 2.0:2010 Particular requirements for basic safety and (R2R UEAMAEICM T 2 EERBER Particular requirements for the basic safety
essential performance of operating tables and essential performance of operating tables
1EC 60601-2-47 |Medical electrical equipment — Part 2-47: ; EN 60601-2-47:2001 2001-10-26 |Medical electrical equipment — Part 2-47: [EN 60601-2-47:2001 o[+
¢ EFR SR — 56 2-47H0: BE D Wt 5 -
Ed. 30200} y Particular requirements for the basic safety SAFLOBREL R URAERIZMT | TC 620 Particular requirements for the safety, cLG/TG g2 IEC 60601-2-47:2001)
IEC 60601-2-47 |and essential performance of ambulatory SHEERER including essential performance, of ambulatory
Ed. 2.0:2012 electrocardiographic systems electrocardiographic systems
Medical electrical equipment - Part 2-49: EN 60601-2-49:2001 2001-10-26 |Medical electrical equipment — Part 2-49: [EN 60601-2-49:2001 o]
IEC 60601-2-49  |Particular requirements for the basic safety 5";#%52?2;:}){“*1%?%?’% TC 620 Particular requirements for the safety of CLG/TC 62 (IEC 60601-2-49:2001)
Ed. 2.0:2011 and essential performance of multifunction BEERRR multifunction patient monitoring equipment
patient monitoring I
- : B "y EN 60601-2-50:2009 2009-05-20 |Medical electrical equipment - Part 2-50: |EN 60601-2-50:2009 o] [/EC 60601250 Edion 20 [GPS /G 0
1;0;3_(52%1092 50 :,‘:r"“;:'h’r"'::lfr‘:r;:‘;;‘;";:;“thei:";: SZ?‘;W B S — 25080 AL R O EN 60601-2- 2011-10-14 | Particular requirements for the basic safety (IEC 60601-2-50:2009) 2009-03
[EC 60601-2-50 AEMBOBRELRUBAKMEAEDH | TC 62D [50:2009/A11:2011 and essential performance of infant CLC/TC 62| [AAMI ANSI IEC 60601-2-
and essential performance of infant
Ed. 2.0 Cor.1:2010 apy. s SEZREI phototherapy equipment 0:2009
: i (IEC 60601-2-50:2009)
Medicat slootrical-squipment —Part 2-51 EN 60601-2-51:2003 2003-07-31 |Medical electrical equipment - Part 2-51: [EN 60601-2-51:2003) o]
te-forcafetyinoluding WaECR Particular requirements for safety, including (IEC 60601-2-51:2003)
1EC-60601-2-51 osoential suetsemunve oEroerbnE AR E AR —R2-515 W e B essential performance, of recording and
E£d.1.0:2003 do-channel-and Y332 L RHOBALUSHMD | TC 62 single channel and multichannel OLC/TC 62
AR DE S LE S EOEE AR 3
electrocardiographs electrocardiographs
IEC 0601-2-251=#{7(2011-10-19)
IEC 60601252 {10 o1 alectrical equipment - Part 2-52: | BE FT S 428 — H52-5285: BEAEI < ol EN 60601-2-5222010 2010-04-09 [Medical electrical equipment — Part 2-52: EN 60601-2- o] [EC 60601-2-52 Edition 1.0 |GPS/GH ®
Ed. 1.0:2009 Partioular requnementa for the basie safety | QMRS R FEEFAEOHEZERE | T 62p |EN 60601-2 2011-04-01 |Particular requirements for basic safety and |\ . ¢, [IEC 60601~ 009) 2009-12
IEC 60601-2-52 b Y 52:2010/AC:2011 essential performance of medical beds EN 60601-2-52: zom/ AC:2011
E4.1.0 Cor1:2010 |2nd essential performance of medical beds |31
IEC 60601-2-54 EN 60601-2-54:2009 2009-09-18 |Medical electrical equipment - Part 2-54: EN 60601-2-54:2009 o] IEC 60601-2-54 Edition 1.0 |Radiology ®
Ed. 1.0:2009 Medical electrical equipment — Part 2-54: e , Particular requirements for the basic safety (IEC 60601-2-54:2009) 2009-06
IEC 60601-2-54 |Particular requirements for the basic safety gg;a:%’x:;;'g‘i}:ggég TC 628 and essential performance of X-ray equipment [ o\ v+ 6.
Ed. 1.0 Cor.1:2010 |and essential performance of X-ray HEERET for radiography and radioscopy
IEC 60601-2-54 [equipment for radiography and radioscopy
Ed. 1.0 Cor.2:2011
i i = ~57: 1-2-57:2011 11-04-0 i - ~57: ~2-57 Editi |
Partioda ve et for th basie safory |ERSIN-H2-5781: 4% BT el il el or 350 bk sty i e 10 Radelesy =
IEC 60601-2-57 a il meh F non-laser ligh EMEUER/ ERAROIL—F IR TC 76 d tial perf ¥ nom-laser light
Ed. 1.0:2011 and essential performance of non-laser light FMBOERES R UK FEEORE and essential performance of non-laser ligl
o source equlpmnnt intended for therapeutic, BRER source equipment intended for therapeutic,
monitoring and monitoring and tic/aesthetic
= -1 1-3-1: 1996-12-1 - -1
P sl T T ) IO e ] = ot
Ed. 1.0:1996 transcutaneous oxygen and carbon dioxide | gy g transcutaneous oxygen and carbon dioxide
partial pressure monitoring artial pressure monitoring equipment
EN 60613:1990 1990-12-06 |Electrical, thermal and loading characteri
IEC 60613 Ed.  [Electrical and loading characteristics of X~  |EMBHOIHOXBETTIOR | 14 con 3;::\':::‘ aisHe N-rayitibies fof miedical SLOTE
3.0:2010 ray tube assemblies for medical diagnosis FRUABHHE EN 60613:2010 2010-04-16
|Electrical and loading characteristics of X-ray
Diagnostic X-ray imaging equipment — " o " EN 60627:2001 2001-11-12 | Diagnostic X-ray imaging equipment — EN 60627:2001 ol
12582%%6‘27 Ed |Gharacteristics of general purpose and gzaﬁ%ﬁf}wﬂf&”’m”*” TC 628 Characteristics of general purpose and cLe/Te 62|GEC 60627:2001)
. mammographic anti-scatter grids ic anti-scatter grids
IEC 60645-1 Ed hoctroacoust\cs - Audiometric equlpmant - I$i!# R — W E TG 29 |EN 60645-1:2001 2001-10-24 |Electroacoustics ~ Audiological eauipment ~ | o/ 1 29| O[]
3.0:2012 Part 1: Equipment for pure-tone audi —5 Part 1: Pure-tone
IEC 60645-2 Ed. |Audiometers — Part 2: Equipment for speabh 7r—~‘):r)< S—W2H IBEREAME | 1,9 [EN 60645-2:1997 1997-01-24 [Audiometers — Part 2: Equipment for speech |\ /16 29 oml
1.0:1993 v audiometry
IEC 60645-3 Ed. |Electr - |REREE WA WA AN | [,y [EN 60645-3:2007 2007—07—20’? T ics — A i - loLeste 29 [e])]
2.0:2007 Part 3: Test slxnais of short durntlun BRERRES Part 3: Test signals of short duratmn
Audiometers —PRart4 Equipment for o]
IEC-60845-4:1984 TC 29 (IEC 60645-4:1994)
150 60645~ || i&n(zmz 02-16)
(PR : ics — ic - |RFEEF RN - WA BT EN 60645-5:2005 2005-01-07 |Electr stics — Audi -
- Pm 5: Instruments for the measurement of |#AVE—422/FRIBVAOMEDT | TC 29 Part 5: Instruments for the msasuremsnt of |CLC/TG 29
E0E aural acoustic i HOEH2E 1—’—”"" ""um'c d
Electr - A ic - EN 60645-6:2010 2010-01-08 |Electr = Audiometric -
1EC 60645-6 Bd. |51+ 6: Instruments for the measurement of l**'* Em‘“ WoH-HER | 15y Part 6: Instruments for the measurement of | GLC/TC 29| ;
1.0:2009 % e omiiasionn B0 ME fiintin P
- Electroacoustics — Audiometric equipment — o = ) " EN 60645-7:2010 2010-01-08 |Electr - Audi -
1EC o004977 Ed- IPart 7: Instruments for the measurement of g;gg;%g#:“ BTE IR | 16 9 Part 7: Instruments for the measurement of | GLG/TG 29
- auditory brainstem responses auditory brainstem responses
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1EC 60731 Modical electrical-equipment ~ Docimeters [EN 60731:1997 1997-10-17 [Medical electrical equipment — Dosimeters with 02 Radiology
6d2.0:1907 with-ionization-chamberc-as-used-in EN 60731:1997/A1:2002  |2002-09-13 [ionization chambers as used in radiotherapy 0!
IEC-60731-am}  |radiotherapy
£d2.0:2002 TC 62C [EN 60731:2012 Medical electrical equipment ~ Dosimeters with| CLC/TC 62
2012-04-06 |ionization chambers as used in radiotherapy
IEC 60731 Ed. Medical electrical equipment - Dosimeters | EEFI TR M — AT HALE TAL A 14
3.0:2011 with ionization chambers as used in ALEERoLHEH
IEC/TR 60788 Ed. [Medical electrical equipment — Glossary of
N ERRAME - ERFAAEORESR | TC62
2.0:2004 defined terms
IEC 60789 Ed.  |Medical electrical equipment — EN 60789:2005 2005-12-01 [Medical electrical equipment — Characteristics
3.0:2005 Characteristics and test conditions of ERRS SR -RIBEEBORERY | 060 and test conditions of radionuclide imaging GLC/TC 62
IEC 60789 Ed. 3.0 |radionuclide imaging devices — Anger type &Y —Anger31 THUTHAS devices — Anger type gamma cameras
Cor.1:2009 gamma cameras
Determination of the maximum symmetrical 5 EN 60806:2004 2004-06-03 | Determination of the maximum symmetrical EC 60806 (R1984) Radiology [¢)
IEC 60806 d. | diation field from a rotating anode X-ray | = R M ADERBEZXXRENSOB | 1 g5 radiation field from a rotating anode X-ray | GLC/TC 62
10:1984 tube for medical diagnosis AHBBHREORE tube for medical diagnosis
Analysis techniques for system reliability — |, _ — b o EN 60812:2006 2006/5/17|Analysis techniques for system reliability — IEC 60812 Second edition | General [¢)
IEC B0B12Ed. | procedure for failure mode and effects 22T LNBEORHT L~ BME—F | 1o q4 Procedure for failure mode and effects GLG/TC 56 2006-01
202008 analysis (FMEA) BB FMEAD T analysis (FMEA)
IEC 60825-1 Ed. EN 60825-1:2007 2007-10-17 | Safety of laser products — Part I: Equipment IEC 60825-1 (2007) Second |Radiology O
2.0:2007 Safety of laser products — Part 1: Equipment |L—FRBNRLHE—FIH: WBROH | 4 56 classification and requirements 6LG/TC 76 Edition
IEC 60825-1 Ed. |classification and requirements MBRUERER IEC 60825-1 (Second edition
2.0 Gor.1:2008 - 2007)/Cor 1
\EG 50825 1ISHITT Intnrprctaf»;r; ;h;a: ~ Safety of laser BB~ L—FHRORSE—H1 | 1o oo [Eg Og(;)s/zlf;: l(Sacond edition |Radiology [¢)
Ed. 2.0:2009 :nd mluiummts' -SR0S MRUERER
[Interpretation sheet 2 - Safety of laser ) [EC 60825-1 Ed. 2.0 Radiology [¢)
IEC 60825-1ISH 12 . ¥ BB —h2—L—FEEORSME— K1
g [products ~ Part 1: Equipment classification TC 76 (2007)/1SH 2
Ed. 2.0:2011 arid recUIrEeritE R0 SMRUERER
IEC/TR 60825-8 [Safety of laser products - Part 8: Guidelines |L— ¥ BMO K S{E —MBA:L—FE— | 1076
Ed. 006 for the safe use of laser beams on humans _|ADANDELEROIESH
IEC/TR 60854 Ed. [Methods of measuring the performance of | &8 &/ SJL A R 4T Wi b 38 OO T HESAI 5
TC 87
1.0:1986 ultrasonic pulse-echo di ipment | #73%
1EC/TR 60878 Ed. | Graphical symbols for electrical equipment in &
2.0:2003 medical practice ERI-RLSRARMARES TRE2A
Guidelines for administrative, medical and R
1 ERBARBRUVERABIVATLANOR
IEC/TR 60930 Ed. | nursing staff concerned with the safe use of | & tm - s (0B 1B 2 8y 1230 | TC 62A
2.0:2008 medical electrical equipment and medical |7y
electrical systems
i - Medi E 2007-12-0 ] i i = Medical
IEOSOSTBEL (e ton acourators - Functons | EFREBE - ERRFARE R | 000 [T e seeblaatine: P cLo/TG 82
iy performance characteristics performance characteristics
Medical electrical equipment — Medical _ w
s oraao 277 4 Lelectron accelerators - Guidelines for :g;égg mggl??ﬂii&l #® | 10620
% fi | per nce characteristics
Safety requirements for electrical equipment | - - EN 61010-2-101:2002 2002-11-15 |Safety requirements for electrical equipment EN 61010-2-101:2002 ®
IEC 61010-2- |for measurement, control and laboratory use | L1t FIHIRUBEE AR S #RD R for measurement, control, and laboratory use - (IEC 61010-2-101:2002 Modified)
. . S0 (ESREI—H2-1015): AV E OB TC 66 > CLC/TC 66,
101:2002 - Part 2-101: Particular requirements for in (VD)ERBBOREERER Part 2-101: Particular requirements for in vitro|
vitro d (IVD) medical diagnostic (IVD) medical
IEC 61145 Ed. Calibration and usage of ionization chamber |#%iBFFEDT=HDA A LEL AT LD TC 45 IEC 61145 (1992-05) Radiology [e)
1.0:1992 systems for assay of radionuclides WAL B Ui
IEC 61167 Ed. [ o foretiy it h EN 61157:2007 2007-11-07 |Standard means for the reporting of the
2.0:2007 e e G BRI R O F W NEWE acoustic output of medical diagnostic ,
[ 61157 Ed. 20 |acoustic output of medical diagnostic TR ORETE TC 87 fteasprlreifmrant CLC/TC 87,
- “* |uttrasonic equipment =
en Cor.1:2008 | IL
IEC 61168 Ed.  |Radiotherapy simulators — Functional ot s EN 61168:1994 1994-02-22 | Radiotherapy simulators — Functional IEC 61168:1993 Radiology o
1.0:1993 per characteristics BUTHBES Sa L5 —IEIE IR | TC 620 performance characteristics OLe/TC 62
IEC/TS 61170 Ed. I Py sir - Guidelines for BB SAL—F—BIERIERE | o0
1 functional performance ch isti DiEst
Ultrasonics - Dental descaler systems — s g _wpe EN 61205:1994 1994-01-21 |Ultrasonics - Dental descaler systems -
o Sta S B IMeasurement and declaration of the output aﬂgg&gi‘;;x" THEE-HARE | 4 Measurement and declaration of the output | GLG/TC 87
[ characteristics characteristics
1EC-61217 Radiot¥ —~Coordi EN 61217:1996 1996-09-05 Py ~Ci ates, EN 61217:1996 o[ IEC 61217 (2008) ed 1.2 Radiology ®[i][2]
0d1-0:1906 movements-and-coales EN 61217:1996/ A1:2001  |2001-02-22 |movements and scales (IEC 61217:1996)
IEC-61217-ami EN 61217:1996/ A2:2008 |2008-02-22 EN 61217:1996/ A1:2001
©d1.0:2000 (IEC 61217:1996/ A1:2000)
IEC-61217-am2 EN 61217:2012 EN 61217:1996/ A2:2008
0d1.0:2007 (IEC 61217:1996/ A2:2007)
e 620 2012-04-13 | Radiotherapy equipment - Goordinates, LLGATGE2
IEC 61217 Ed. Radiotherapy equipment — Coordinates, B HCE MR — R BRMRURT— movements and scales EN 61217:2012
202011 movements and scales n (IEC 61217:2011
o
IEC/TS 61223-1 |Evaluation and routine testing in medical ERA AUV THORERUEMEER | [
Ed. 1.0:1993 imaging departments — Part 1: General — 1 ER: — AR
IEC/TS 61223-2— |EValuation and routing testing in medical BERA A=V B0 ER U EN R R
1 Ed. 10:1989 imaging departments — Part 2-1: Constancy |—#2-188:-{EAKRBR— T L LTO TC 62B
i tests — Film processors v
EN 61223-2-4:1994 1994-06-09 [Evaluation and routine testing in medical
imaging departments — Part 2-4: Constancy | CLG/TC 62
tests - Hard copy cameras
EN 61223-2-5:1994 1994-06-09 |Evaluation and routine testing in medical
imaging departments — Part 2-5: Constancy CLC/TC 62|

tests — Image display devices
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i ng i i ™ N 61223-2-6:2007 ~05- luation and routine testing in medical IEC 61223-2-6 Second R
o izzs 1 oo o st by |EBLA—vzygonanygmmm | R O W S R e °
ik geb ] Yo |- E2-en EAMRB —aVEa—58 | TC 628 ) ; CLC/TC 62
Ed. 2.0:2006 tests Imaging performance of computed BRI 15 B XM tests ~ Imaging performance of computed
tomography X-ray equi = tomography X-ray equij
Evaluation and routine testing in medical EN 61223-3-2:2008 2008-07-25 |Evaluation and routine testing in medical EC 61223-3-2 (2007) Radiology [e)
F BER A A—T2 5 50 5T B UFSE W R
IEC 61223-3-2  |imaging departments — Part 3-2: Acceptance | e 7" i imaging departments - Part 3-2: Acceptance
Ed. 2.0:2007 tosts — Imaging performance of %fgyz;ﬂ.):guau AEXHBBAOA | TC 628 tests ~ Imaging performance of mammographic | -/ 7€ 62
phic X-ray equi X-ray equi
Evakiation-and routine testing in-medioal EN 61223-3-3:1996 1996-12-19 | Evaluation and routine testing in medical
IEC-61223-3-3  [imoging dep Part-3-3 imaging departments — Part 3-3: Acceptance
01.0:1996 t06tsn Imaging performance-of X~ray TeieaE tests - Imaging performance of X-ray S-caices
digital 2 ipment for digital subtraction angiography
IEC 61223-3-4 | Evaluation and routine testing in medical BE A A—22 4 R0 B B UFSE M LR EN 61223-3-4:2000 2000-09-07 [Evaluation and routine testing in medical IEC 61223-3-4 First edition |Radiology [¢}
Ed. 1.0:2000 imaging departments — Part 3-4: Acceptance | — #3-440 : UL — BT F AXHIBO | TC 628 imaging departments — Part 3-4: Acceptance | CLC/TC 62| 2000-03
i tests — Imaging performance of dental X-ray |{A—> 4 e tests — Imaging performance of dental X-ray
e - ; : : - =E o i e - TR — :
L 1ot [t oo o -5 Romanes BBz poman e | (VOSSO R ket ot e gl Sl °
IEC 61223-3-5 |tests - Imaging performance of computed [ 1au eatuneey 3™ o0 7 tests — Imaging performance of computed IEC 61223-3-5 (First edition
Ed. 1.0 Cor.1:2006 |tomography X-ray equi tomography X-ray - 2004)/Cor 1
Guidelines for the development and use of = — .
EOATRAIZRRE, madicalsectios suipmant adications Eggggggﬁtéaiﬂmﬁm TG 62A
_ Medical electrical equipment — o » EN 61262-1:1994 1994-09-02 [Medical electrical equipment - Characteristics
IEG 612621 Ed. Characteristics of electro-optical X-ray =R Iﬁﬁ%ﬁaﬂxﬂﬁ#ﬁ’:‘“ TC 62B of electro-optical X-ray image intensifiers = | CLC/TC 62
101804 image intensifiers - Part 1; Determination of | ¥ PHHE—W1#: ANiKH 1 XDiR%E Part 1: Determination of the entrance field
Medical electrical equipment - = g EN 61262-2:1994 1994-09-02 [Medical electrical equipment - Characteristics
IEC 61262-2 Bd. | o aracteristics of electro-optical X-ray EARSMN- RALPOXRELE 5 605 of electro-optical X-ray image intensifiers - | GLC/TC 62
LR image i - Part 2 Determination of | 8 » &~ H2#: RARMMRE Part 2: Determination of the conversion factor
Medical electrical equipment — ” » EN 61262-3:1994 1994-09-02 [Medical electrical equipment - Characteristics
. B S 28 — R RO X 1 e g Sharacterist]
IEC 61262-3 Ed. | Characteristics of electro-optical X-ray EOH - Bolh BEATRUREIE | TC 628 of electro-optical X-ray image intensifiers 656
1.0:1994 image intensifiers - Part 3: Determination of |y "ty 7oy o Part 3: Determination of the luminance
the | distribution and | distribution and lumi non-uniformity
Medical electrical equipment — e 5 EN 61262-4:1994 1994-09-09 Medical electrical equipment — Characteristics
IEC 61262-4 Ed. |Gy ocreristios of elactro-optical X-ray | /i Mo — RMAKLWXMELEM | 1 o5 of electro-optical X-ray image intensifiers - | GLG/TC 62
L0195 image intensifiers - Part 4: Determination of | B > 11t — W4 14— RADRE Part 4: Determination of the image distortion
Medical electrical equipment — EN 61262-5:1994 1994-09-09 [Medical electrical equipment - Characteristics
IEC 61262-5 Ed. |Characteristics of electro-optical X-ray AR T - WIS OXBE | o oon of electro-optical X-ray image intensifiers = |\ 1 6|
1.0:1994 image intensifiers — Part 5: Determination of | ¥ D%t — H540: RIGE FHEDRE Part 5: Determination of the detective
the detective quantum effici quantum effici
Medical electrical equipment - e v EN 61262-6:1994 1994-09-02 [Medical electrical equipment — Characteristics
IEC 61262-6 Ed. |Characteristics of electro-optical X-ray 5g%§9§eaﬂfﬁgiﬁﬁﬁﬁ — of electro-optical X-ray image intensifiers = [ o . o
1.0:1994 image intensifiers ~ Part 6: Datermination of [gs ey 7'y : Part 6: Determination of the contrast ratio and
the contrast ratio and veiling glare index veiling glare index
Medical electrical equipment — EN 61262-7:1995 1995-11-24 [Medical electrical equipment - Characteristics
IEC 61262-7 Ed. |Characteristics of electro-optical X-ray E AR SR — WAKFOXRBAAEN | o oo of electro-optical X-ray image intensifiers = | & 1 69
1.0:1995 image intensifiers — Part 7: Determination of | D %{E — M7 TMIBTHAED R E Part 7: Determination of the modulation
the modulation transfer function transfer function
Ultrasonics ~ Hand-held probe Doppler foetal - g | EN 61266:1995 1995-04-10 [Ultrasonics — Hand-held probe Doppler foetal
[ECiB1266 B heartbeat detectors — Performance ﬂ:‘& FHERTA—TEVTS—MR | 104 heartbeat detectors - Performance cLC/TC 87
ikl requirements and methods of measurement DE B requirements and methods of measurement
Medical diagnostic X-ray equipment — 7 e EN 61267:2006 2006-01-27 |Medical diagnostic X-ray equipment —
IEC 61267 Ed. [, diation conditions for use in the %}?Sﬂﬁg&*“ BEOREISEAT | 16 620 Radiation conditions for use in the GLC/TC 62
202006 determination of characteristics determination of characteristics
IEC/TR 61288-1 |Cardiac defibrillators — Cardiac defibrillator— _
-E=4— : TC 62A
Ed 10:1993 monitors - Part 1: Operation MEREN-E=5— 14 I
IEC/TR 61288-2 |Cardiac defibrillators — Cardiac defibrillators— =
-E=4— : TC 62A
Ed.10:1993 monitors - Part 2: EMBER-£=5—W2M: R
IEC/TR-61280~1 |High-froquoncy-curgioaoquipment—Partt: | ooy e cimnn oo me I
Ed1.0:1994 Operation
IEC/TR-61280-2 |High-frequency-curgioa-oauipment —Rart2: | o pici = iwns  seous oo SO
Ed. 1.0:1994 M: 5
IEC/TR 61289 Ed. [High frequency surgical equipment — B E AR — R R U TG 620
1.0:2011 Operation and .
Medical electrical equipment — Radionuclide e _ EN 61303:1995 1995-01-09 [Medical electrical equipment — Radionuclide [iEC 61303 (1994-10) Radiology [9)
11Eg]t;1)3403 Ed | calibrators - Particular methods for Efgéggmfgxgg: IV | 16620 calibrators — Particular methods for describing | GLC/TC 62
- describing performance = erformance
Electrical equipment for measurement, E 2 = EN 61326-2-6:2006 2006-05-05 | Electrical equipment for measurement, control EN 61326-2-6:2006 ®
IEC 61326-2-6  |control and laboratory use — EMC BN H8RULRARO RS and laboratory use - EMC requirements - Part (IEC 61326-2-6:2005
- - EMCEERIIR -52-640: 45 BRI -| TC 65A 2-8: Particul R e~ In vits CLC/TC 62
Ed. 2.0:2012 requirements — Part 2-6: Particular A2E FOBIRIVD)E R 5 Eac] mlc(\;\;[r’)reaugerr;sn %= Invitro:
requirements — In vitro (VD) iagnosti medical
Protective devices against diagnostic medical — _ EN 61331-1:2002 2002-04-23 [Protective devices against diagnostic medical
TECB1031=1 Ed |00 e e temination. of BEAEAXHISHT DRERE BT | 1 4p X-radiation ~ Part 1: Determination of GLC/TC 62
10:1994 R b O RIEHEDRE ion properties of materials
IEC 61331-2 Ed. |Protective devices against diagnostic medical |15 FEE FIXHIS T % BRI — %2 TG 628 |EN 61331-2:2002 2002-04-23 |Protective devices against diagnostic medical | o 1 65|
1.0:1994 X-radiation — Part 2: Protective glass plates |#fi: {R {55 R 1R X-radiation — Part 2: Protscdtlva glass plu;es |
Protective devices against diagnostic medical = EN 61331-3:1999 1999-01-20 [Protective devices against diagnostic medical
IEC 61331-3 Ed. ||/ 2% ke oo ng;rr;mmga clothing and ?mimn?é(:;ﬁgg§§§=_xa TC 628 X-radiation — Part 3: Protective clothing and | CLC/TC 62
101088 protective devices for gonads p: protective devices for gonads
Ultrasonics — Real-time pulse—echo systems 1 o
IEG/TS 01380 £ 7007 L v dutormie portomanee AR BT LS LI U ATZ 2T | 1o gy
- - - B 3 1391-1:2006 2006-10-26 [Utt ics — Pulse-ech - Part 1: IEC 61391-1 First edition | Radiolo Ofl2]
61301-1 Ed. [Tocnmensos fo sntbroting spatiar | [HEREINREMR A B8 e Tochniies for calbretig opstil - 2006-07 *
o i |[TRSIEIES Tk o8 BIAEhE seati BEUPES AT LRUSAT LARSH | TC 87 5 ; |oLe/Tcer
1.0:2006 measurement systems and measurement of |y uy i 7% 5 ol ] measurement systems and measurement of




EEARBAfRIECH (ERL2459A3BMTE) European Norm (CENELEC) WA :2012-09-25 2012-08-30%17 D 0J (2012-09-018 A THIHEHD) (2012-09-12B R DDB)
EUt d Standards _ O: ##fili  @:IBIR% FDA Recognized Consensus Standards
PEES bR i & B (RIBIR) TC Reference Date Title 1SO /IEC standard MDD AIMD IVD ERMERTH) O: B
Ultrasonics — Pulse-echo scanners - Part 2: RE— VAR AF T —H 280 EN 61391-2:2010 2010-04-23 |Ultrasonics — Pulse-echo scanners - Part 2: IEC 61391-2 Edition 1.0 Radiolo; ¢
IEC 61391-2 Ed : v &Y
1.02010 " |Measurement of maximum depth of BXREFRSRUBBY1+3IvILY | TC 8T Measurement of maximum depth of CLC/TC 87| 2010-01
- and local dynamic range DME and local dynamic range
IEC 61674 Ed.  |Medical electrical equipment - Dosimeters 2. " EN 61674:1997 1997-11-28 [Medical electrical equipment - Dosimeters with IEC 61674(1997)(2002) Radiology [9)
101997 with ionization chambers and/or semi- ff}?;&ggfggg /‘txffg;é To 620 |EN 81674:1987/ A1:2002  |2002-09-26 | onization chambers and/or semi-conductor | 5\ &1 6>
IEC 61674 Amd.1 |conductor detectors as used in X-ray detectors as used in X-ray diagnostic imaging
eyt
Ed. 1.0:2002 i ic imaging
1EC 61675-TEd [o v clide imaging devices - EN 61675-1:1998 1998-02-23 | Radionuclide imaging devices — Characteristics
1.1:2008 Characteristics and test conditions — Part 1: | B IEMIMEIRSE — e RUBRS | [ o) [EN 61675-1:1998/ A1:2008 [2008-07-17 [and test conditions ~ Part 1: Positron emission| .\ o . g
IEC 61675-1 § ” H—EE: ROrA B ES S50 tomographs
Amd.1 Ed. 1.0:2008 Positron emission tomographs
1EC 61675-2 EN 61675-2:1998 1998-02-23 [Radionuclide imaging devices — Characteristics
9 Radionuclide imaging devices — B REEREE SR URRE 5 g 02— = 4
;:E’gd's“g;’s_"zoégm Characteristics and test conditions — Part 2: | — 5288 li— L FMAFaEa—4l | TC s2c |EN 61675-2:1998/A1:2005 12005-02-08 20E 19t iz':":::smp““rz'hs‘"‘“ photen 161 6/76 62
e Single photon emission computed tomographs | B ¥ patarfionGKrph
[EC 61675-3 E4. | Radionuclide imaging devices - BRI E R E R URRE EN 61675-3:1998 1998-04-22 |Radionuclide imaging devices — Characteristics
101998 " |Characteristics and test conditions — Part 3: |#f —$3#8: HoThASER—RETHEL | TC 62C and test conditions — Part 3: Gamma camera | CLG/TC 62,
= Gamma camera based wholebody imaging | B EI{§#3 2T /s based imaging systems
IEC 61676 Amd.1 |Medical electrical equipment — Dosimetric _ o EN 61676:2002 2002-12-17 |Medical electrical equipment - Dosimetric EN 61676:2002 [e)T)]
Ed. 1.0:2008 instruments used for non-invasive B i | 1 62 |EN §1676:2002/A1:2009  |2009-04-02 | nstruments used for non-nvasive oLo/T 6] TEC 61676:2002)
IEC 61676 Ed. measurement of X-ray tube voltage in = measurement of X-ray tube voltage in EN 61676:2000/ A1:2009
1.1:2009 radiology = radiology (IEC 61676:2002/ A1:2008)
Ultrasonics - Physiotherapy systems - Field er T EN 61689:2007 2007-11-07 |Ultrasonics — Physiotherapy systems — Field IEC 61689:2007 Radiology [¢)
IEC 61689 Ed. | . ifications and methods of measurement | b8 i —MIEAtE — MIRMEH 05 MHz| 1¢ o, specifications and methods of measurement in | GLC/TC 87
2.0:2007 ~5 MHz ) BUR - #0 B OR300
v in the frequency range 0,5 MHz to 5 MHz i the frequency range 0.5 MHz to 5 MHz
IEC 61846 Ed.  |Ultrasonics - Pressure pulse lithotripters - ,_ o EN 61846:1998 1998-04-22 [Ultrasonics - Pressure pulse lithotripters - IEC 61846 First edition OBGYN/GU @)
1011998 Characteristics of fields BER-EN/OZBER-RAHE | TCH istics of fields OLcATC8Y 1998-04
Uttrasonics — Surgical systems — M e Py EN 61847:1998 1998-02-24 [Ultrasonics — Surgical systems — Measurement IEC 61847: 1998 Radiology [®)
1EO SIAHTE | Measurement and declaration of the basic g;ﬁugﬁ/ AT L-EFHNBED| 164 and declaration of the basic output CLC/TC 87
- output characteristics o characteristics
Medical electrical equipment - Digital imaging s .
[EG/ TR 81852 Ed. | 4nd communications in medicine (DICOM) ~ :gg&'f_’mﬁfggggi”&“‘ TC 626
- objects “
11533_‘/;:751359 Ed. S:::nnn.s for radiotherapy treatment rooms [y .oy o i i w8 e 505t 0> ST T 635
IEC/TS 61895 Ed. |Ultrasonics ~ Pulsed Doppler diagnostic BEE—/LARFYTS—BE AT L
TC 87
1.0:1999 systems — Test procedures to determine —EREERD DI D DRI iE l:
Medical electrical equipment — Radiation dose IEC PAS 61910-1 First Radiology (9}
IEC/PAS 61910-1 ol ERR RS — O HRE - X iti B
i abengr documentation - Part 1: Equipment for WERRUEMAOSE TC 628 Edition 2007-07
radiography and
IEC/TR 61948-1  [Nuclear medicine instrumentation - Routine [#XEEF T —E MBI — R 145 BWH | 1 50
Ed. 1.0:2001 tests ~ Part I: Radiation counting systems gu;ﬁ;\;‘!ﬂ EHEE R
_, |Nuclear medicine instrumentation — Routine 3 ~ —W2R-UF
EC/TR 819482 | tosts - Part 2: Scintillation cameras and | — /3/71)‘—‘)&!} SUYLEFRMX | TC 620
it single photon emission
IEC/TR 61948-3 |[Nuclear medicine instrt ~ Routine | ﬁE#HE EMW& W3 BEF
TC 620
Ed. 1.0:2005 tests — Part 3: Positron emission tomographs | JU4 15 f
IEC/TR 61948-4 [Nuclear medicine instrumentation - Routine &E#!Hi EME!& WA B | 16 600
Ed. 1.0:2006 tests - Part 4: calibrators HIERIES
1EC 62083 Modical-ek ! —R EN 62083:2001 2001-02-12 |Medical electrical equipment — Requirements EN 62083:2001 o] IEC 62083 Edition 2.0 2009~ |Radiology [9)
©41.0:2000 for-the-safety-of radiotherapy-treatment for the safety of radiotherapy treatment (IEC 62083:2000) (2012-10- 09
planning-systems planning systems 31)
TC 62C GLC/TC 62|EN 62083:2009
IEC 62083 Ed. Medical electrical equipment — Requirements liﬁ‘lmlu B HAERESRT A EN 62083:2009 2009-12-11 |Medical electrical equipment ~ Requirements (IEC 62083:2009) ol
2.0:2009 for the safety of radiotherapy treatment NDREERE: for the safety of radiotherapy treatment
planning systems planning systems
1EC 62127-TEd. [0 oo Hycrophones - Part 1: EN 62127-1:2007 2007-10-05 |Ultrasonics — Hydrophones — Part 1:
115%2320172741 £ |Measurement and characterization of medical ggg%a;‘;;ajig;&éﬁﬂﬁﬂﬁ TC 87 r;:‘:):’:;l’;‘l d:":p“:’:;‘:;’:f“"" of medical ¢\ 6/ 87]
10 Cor.1:2008 | ultrasonic fields up to 40 MHz
Medical electrical equipment — EN 62220-1:2004 2004-01-14 [Medical electrical equipment — Characteristics EN 62220-1:2004 [)i)] IEC 622201 Edition 1.0 Radiology [9)
IEC 62220-1 Ed. [Characteristics of digital X-ray imaging ERBRMBE—TOAIVIRRAA— | o0 of digital X-ray imaging devices - Part 1: cLo/TG 62| (EC 62220-1:2003) (2003-10)
1.0:2003 devices — Part 1: Determination of the SUURE - RHBTHEOME Determination of the detective quantum
detective quantum effici }_ i
Medical electrical equipment — EFR SR — FUAL TR A— EN 62220-1-2:2007 2007-09-20 |Medical electrical equipment — Characteristics EN 62220-1-2:2007 Ol IEC 62220-1-2 Edition 1.0 | Radiology @)
IEC 62220-1-2  [Characteristics of digital X-ray imaging vzditlwm% #1280 B 79| TC 628 of digital X-ray imaging devices ~ Part 1-2: | o o [(IEC 62220-1-2:2007) (2007-06)
Ed. 1.0:2007 devices — Part 1-2: Determination of the HOWE— BB CERT DR Determination of the detective quantum
detective quantum — Detectors ici — Detectors used in hy
Medical electrical equipment — . — EN 62220-1-3:2008 2008-09-03 |Medical eloctrical equipment — Characteristios EN 62220-1-3:2008 [9)i)] IEC 62220-1-3 Edition 1.0 |Radiology O
IEC 62220-1-3  |Characteristics of digital X-ray imaging E?;g:‘?mfaﬁ‘:ﬁf;g%ém TC 628 of digital X-ray imaging devices — Part 1-3: cLe/TC g2f IEC 62220-1-3:2008) (2008-06)
Ed. 1.0:2008 devices ~ Part 1-3: Determination of the = R T Determination of the detective quantum
detective quantum - Dotectors |~ MBIV TISHAT SRtk iciency - Detectors used in dynamic imaging
IEC/TR 62266 Ed. [Medical electrical equipment - Guidelines for [ %2 — BATHUAMICH 12 16 826
1.0:2002 of DICOM in radiotherapy DICOMD i D 1 &t
IEC 62274 Ed. Medical nlectncal equipment — Safety of ERBLMYE - BNHAMBRORE | [ 5,0 [EN 62274:2005 2005-06-15 [Medical electrical equipment - Safety of CLG/TC 62 [iEC 62274 First Edition Radiology [¢)
1.0:2005 record and verify systems HRURITY AT L radiotherapy record and verify systems 5-05
Consldermons of unaddressed safety o " _
o pao 2298 4 | acpects in the second edition of IEC 60601-1 I;%%ﬁg;g’:ég;%;ggx“ % | 10620
e and proposals for new requirements
EN 62304:2006 2006-07-12 [Medical device software - Software life-cycle EN 62304:2006 Ofl1] orl Q) [iEC 62304 First edition Software [9)
IEC 62304 Ed.  [Medical device software - Software life cycle |EESHEBY IR LT —YIITT 54T | 1000 processes Lo/ TG 62| (EC 62304:2006) 2006-05
1.0:2006 processes HAoNLTakR EN 62304:2006/ AC:2008 Z\AMX ANSI [EC ?2304:2006
IEC 62304:2006:
LEC/TS 62306 Ed, |Ultrasonics — Field characterisation - Test  [HH &~ 3B ORI (7 —BHERE
1.0:2006 " |objects for determining temperature BEOSHOAELAOMEDTHO | TC87
- elevation in di ultrasound fields REBx®H




EE B RIECH (F R 244E9 A 3R HE) European Norm (CENELEG) M3 H:2012-09-25 2012-08-30F 17D 0J (2012-09-018§ 1 THY D) (2012-09-12B% 5 ODB)
EU Harmonised Standards _ O: ¥l @: [BAE% FDA Recognized Consensus Standards
bk et PR wﬁag(ﬁﬂm) TC Reference Date Title 1SO /IEC standard MDD AIMD VD BT E) O : Bk ® . |B %
IEC/TR 62348 Ed. |Mapping between the clauses of the third  |IEC 60601-10) %3 I 98B | ¢ g2 r— — —— —t
1.0:2006 edition of IEC 606011 and the 1988 edition |Hfi&MD < v
Medical electrical equipment - Recurrent EN 62353:2008 2008-01-25 |Medical electrical equipment — Recurrent test
IEC 62353 Ed. : N ERARSMS - ERTINBORER h
Tooto0 test and test after repair of medical electricall g 1 <hemm st 7 & res TG 62A and test atftar repair of medical electrical GLC/TC 62
IEC/TR 62354 Ed. | General testing procedures for medical - TC62A
2.0:2009 electrical equipment
1EC-62350 id-ok —Tost EN 62359:2005 2005-10-14 |Ultrasonics — Field characterization — Test [EC 62359 Edition 2.0 2010~ |Radiology [¢)
0d1-0:2006 methods-for-the-determination-of thermal-and, methods for the determination of thermal and 10-10
mechanical-indices-related-to-medical mechanical indices related to medical IEC 62359 (Second edition
diagnostic-ultrasonic-fields diagnostic ultrasonic fields 2010) March 2011/Cor 1
TC 87 CLG/TC 87,
IEC 62359 Ed. Ultrasonics ~ Field characterization ~ Test  [RBE if — F i DL — EM B IR F EN 62359:2011 2011-02-11 |Ultrasonics - Field characterization ~ Test
2.0:2010 methods for the determination of thermal and |8 (53 BF (=B 3% B B U O T 3 D methods for the determination of thermal and
IEC 62359 Ed. 2.0 [mechanical indices related to medical WE DT OB & mechanical indices related to medical
Cor.1:2011 diagnostic ultrasonic fields diagnostic ultrasonic fields
- g P EN 62366:2008 2008-01-25 |Medical devices — Application of usability EN 62366:2008 oMl [9) [EC 62366:2007 General Of2]
o _ —E
[ECSRAGEd. - [Medualdavizes —iApblEation aFlkatiley Egg_“?, st YEUTA | 10620 engineering to medical devices oLe/TG 62|(EC 62366:2007) AAMI ANSI [EC 62366:2007
0 engineering to medical devices = 40 62880007
IEG/TS 62462 Ed. [Utrasonics - Quiput Test = Guido for the |yt —th UMK — B REMIEIE | [0 o)
1.0:2007 vy VAT LORFDFE|
systems
B Magnetic resonance equipment for medical - EN 62464-1:2007 2007-05-04 |Magnetic resonance equipment for medical
IEC 62464-1 Bd. | /ing — Part 1: Determination of essential | =i MRS AMAE — K180 £% | 0 q5p imaging - Part 1: Determination of essential | CLG/TC 62
102001 image quality BRI/ 545 DME image quality parameters
Magnetic resonance equipment for medical EN 62464-2:2011 2011-02-11 |Magnetic resonance equipment for medical
IEC 62464-2 Ed. | o0 ¢ " oty N {9 P S e ol 1 — 352380/ <UL 5 e » e ;
02010 imaging Part 2: Classification riteria for | 2L R0 bl i TC 628 .mgamgmﬁ:n 2: Classification criteria for CLC/TC 62|
1EC 62471 Ed Photobiological safety of lamps and lamp SVTRUSVTVATLORERFMR| 1, 44 [EN 624712008 2008-09-12 | Photobiological safety of lamps and lamp BLE/TE 78 IEC 62471 First edition Radiology Ol2]
1.0:2006 systems 2t systems 2006-07
Medical electrical equipment - Dosimetric T o
IEC 62467-1 E4[mwuments o vsod m achyivarapy - Por |[SERSME - TRBEETHR TS|
1.0:2009 1: Instruments based on well-type ionization ESCHE - & =
chambers
Photobiological safety of lamps and lamp = S
IEC/TR 62471-2 |systems - Part 2: Guidance on manufacturing| ;Tg};gfﬁ’ ;ﬂj i;gg%izigf G
" h ! #:
Ed. 1.0:2009 requirements relating to non-laser optical
aafity 2H0OF3
Medical electrical equipment - Exposure = S EN 62494-1:2008 2008-11-19 [Medical electrical equipment - Exposure index [iEC 62494-1 Edition 1.0 Radiology [5)
IEC 62494-1 Ed. [index of digital X-ray imaging systems — Part fggz:gﬁgj ::’;ﬁfgﬁé; 1628 of digital X-ray imaging systems ~ Part 1: CLG/TG 62 (2008-08)
1.0:2008 1: Definitions and requirements for general |5 7cas gy : Definitions and requirements for general
d h radiography
Ultrasonics — Real-time pulse—echo scanners [BBE i — ") 7 )L AA Lu/LATO—RAF v
IEC/TS 62558 Ed, |~ Phantom with cylindrical, artificial cysts in | 3-—Fiffifis, HIRMAAMILICH H M DI
102011 " |tissue-mimicking material and method for AT EMELDT7URLRRITRAR | TC 87
= evaluation and periodic testing of 3D~ B HE(VDR)D3IDS i OO §FIll 77 i B U2
distributions of void ratio (VDR) |#5tE%
[IEC 625631 Ed. |Medical electrical equipment — Medical image | B 8 5 e 38 — B FA M. B om o A7 L — TG 628 |EN 62563-1:2010 2010-03-05 |Medical electrical equipment - Medical image | ) o 11 62 IEC 62563-1: Radiology [e]
1.0:2009 display systems — Part 1: Eval methods | % 1 # - §{f 77 % display systems ~ Part 1: Evaluation methods
Requirements for measurement standards for
IEC/TR 62649 Ed. remer . 58 AR S MECHITU)E 1 00 3 52 e
(it z.::c.::ensny therapeutic ultrasound (HITU) | 24t 0% b TC 87
IEC/TR 62653 Ed, | Guideline ":'s::f:o‘:""“"““ timedion] MBEENTERIEASROERBBOR | 1 oo
1.0:2012 2RFOIES
|G 800011 Ed._|APPlication of risk management for [T— EMEBESTITRVRT—I~DYRY EN 80001-1:2011 2011-03-18 |Application of risk management for IT-
10:2010 * [networks incorporating medical devices — TAROAVOBA —HHD: W, BER| TC 62A networks incorporating medical devices -~ Part | CLC/TC 62|
o Part 1: Roles, responsibilities and activities | U5E) 1: Roles, responsibilities and activities
[EC/TR 800012 | Application of risk management for IT- ERMBE ST AT — I ~D RS
) networks incorporating medical devices - [ St TRT i) B,
0T Part 2-1: Step by step risk management of | 77782 2V S TE TR TS
medical IT-networks ~ Pratical applications | &%+ 7 = g™ 7 b ey
and examples
Application of risk management for IT— EMBBESTITRIET—I~DYRY
|EG/TR 800012 |networks incorporating medical devices ~ IADAVPOBA — 8 2-280: AR
2 Ed. 10:2012 Part 2-2: Guidance for the disclosure and  |DtFaYF(—=—X, YRIRUEE | TC 62A
5 communication of medical device security  |HODEMMRR VIS =r—2av ik
needs, risks and controls it
IEG/TR 800012 | Application of risk management for IT- EMBBEZCITRIET—HI~DYRY
3 Ed. 10:2012 networks incorporating medical devices — THROA DM — H2-3E: MBA UL | TC 62A
£ Part 2-3: Guidance for wireless networks T—IDF5
Medical device software - Part 1: Guidance
IEC/TR 800021 . BB I T — H1H: EAR Y
Ed. 1.0:2009 9n the applation of IS0 14971 to medical | 51527 A0S0 14971 DBAOFS | 1° A
IEC 80601-2-30 | Medical electrical oquipment — Part 2-30: | o cciune 00 soat. el EN 80601-2-30:2010 2010-08-10 |Medical electrical equipment - Part 2-30: :&4&@%] IEC 80601-2-  |Card o]
Ed. 1.0:2009 Particular requirements for the basic safety BELRUREMREOREE TG 62D Particular requirements for the basic safety GLC/TC 62 :.
IEC 80601-2-30 [and essential performance of automated %ﬁg‘ & and essential performance of automated non- (IEC 80601-2-30:2009
[ T inrAM:NT I ] Part 2-35 EN 80601-2-35:2009 [+ [TEC 80601-2-35 Edition 20 |GPS/GH [¢)
Medical electrical equipment - Part 2-35: ey EN 80601-2-35:2009 2009-12-11 [Medical electrical equipment - Part 2-35: —2-35: 0 ~2-35 Edition 2.
IEC 80601 2-35 | particular requirements for the basic safoty Eﬁlﬂ!ﬁf&{:z ;sgﬂg:g}ﬂgiﬂ’% EN 80601-2- 2011-10-14 | Particular requirements for the basic safety (EC 80601-2-35:2009) 2009-10
Ed 20:2009 |, 4 essential performance of heating devices | A mm&f R UHits| TC 62D [35:2000/A11:2011 and essential performance of heating devices | CLG/TC 62 IEC 80601-2-35 (Second
IEC 80601-2-35 i blankets, pads and mattresses and 23 ﬁ%mm ,fl”’ using blankets, pads and mattresses and edition - 2009)/Cor 1
Ed. 20 Cor-1:2012 ;-1 onded for heating in medical use D EER intended for heating in medical use
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(Notices)

NOTICES FROM EUROPEAN UNION INSTITUTIONS, BODIES, OFFICES AND
AGENCIES

EUROPEAN COMMISSION

Commission communication in the framework of the implementation of the Council Directive
90/385/EEC of 20 June 1990 on the approximation of the laws of the Member States relating to

active implantable medical devices

(Text with EEA relevance)

(Publication of titles and references of harmonised standards under the directive)

(2013/C 22/01)

Reference and title of the harmonised standard

Reference of superseded

Date of cessation of
presumption of conformity

ESO () (and reference document) First publication O] standard of superseded standard
Note 1
1) @ 3 “ (%)

CEN EN 556-1:2001 31.7.2002 EN 556:1994 + Date expired
Sterilization of medical devices - Requirements for medical Al1:1998 (30.4.2002)
devices to be designated ‘STERILE' - Part 1: Requirements Note 2.1
for terminally sterilized medical devices
EN 556-1:2001/AC:2006 15.11.2006

CEN EN 556-2:2003 9.8.2007
Sterilization of medical devices - Requirements for medical
devices to be designated ‘STERILE' - Part 2: Requirements
for aseptically processed medical devices

CEN EN 1041:2008 19.2.2009 EN 1041:1998 Date expired
Information supplied by the manufacturer of medical devices Note 2.1 (31.8.2011)

CEN EN I1SO 10993-1:2009 2.12.2009 EN ISO 10993- Date expired
Biological evaluation of medical devices - Part 1: Evaluation 1:2009 (21.3.2010)
and testing within a risk management process (ISO 10993- Note 2.1
1:2009)
EN ISO 10993-1:2009/AC:2010 18.1.2011

CEN EN ISO 10993-4:2009 2.12.2009 EN ISO 10993- Date expired
Biological evaluation of medical devices - Part 4: Selection of 4:2002 (21.3.2010)
tests for interactions with blood (ISO 10993-4:2002, Note 2.1
including Amd 1:2006)

CEN EN ISO 10993-5:2009 2.12.2009 EN ISO 10993- Date expired

Biological evaluation of medical devices - Part 5: Tests for in
vitro cytotoxicity (ISO 10993-5:2009)

5:1999
Note 2.1

(31.12.2009)
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CEN EN ISO 10993-6:2009 2.12.2009 EN ISO 10993- Date expired
Biological evaluation of medical devices - Part 6: Tests for 6:2007 (21.3.2010)
local effects after implantation (ISO 10993-6:2007) Note 2.1

CEN EN 1SO 10993-7:2008 7.7.2010
Biological evaluation of medical devices - Part 7: Ethylene
oxide sterilization residuals (ISO 10993-7:2008)
EN ISO 10993-7:2008/AC:2009 7.7.2010

CEN EN ISO 10993-9:2009 2.12.2009 EN ISO 10993- Date expired
Biological evaluation of medical devices - Part 9: Framework 9:2009 (21.3.2010)
for identification and quantification of potential degradation Note 2.1
products (ISO 10993-9:2009)

CEN EN 1SO 10993-11:2009 2.12.2009 EN ISO 10993- Date expired
Biological evaluation of medical devices - Part 11: Tests for 11:2006 (21.3.2010)
systemic toxicity (ISO 10993-11:2006) Note 2.1

CEN EN ISO 10993-12:2012 This is the first EN ISO 10993- 31.1.2013
Biological evaluation of medical devices - Part 12: Sample publication 12:2009
preparation and reference materials (ISO 10993-12:2012) Note 2.1

CEN EN ISO 10993-13:2010 18.1.2011 EN ISO 10993- Date expired
Biological evaluation of medical devices - Part 13: Identifi- 13:2009 (31.12.2010)
cation and quantification of degradation products from Note 2.1
polymeric medical devices (ISO 10993-13:2010)

CEN EN ISO 10993-16:2010 7.7.2010 EN ISO 10993- Date expired
Biological evaluation of medical devices - Part 16: Toxi- 16:2009 (31.8.2010)
cokinetic study design for degradation products and leachables Note 2.1
(ISO 10993-16:2010)

CEN EN ISO 10993-17:2009 2.12.2009 EN ISO 10993- Date expired
Biological evaluation of medical devices - Part 17: Estab- 17:2002 (21.3.2010)
lishment of allowable limits for leachable substances (ISO Note 2.1
10993-17:2002)

CEN EN ISO 10993-18:2009 2.12.2009 EN ISO 10993- Date expired
Biological evaluation of medical devices - Part 18: Chemical 18:2005 (21.3.2010)
characterization of materials (ISO 10993-18:2005) Note 2.1

CEN EN ISO 11135-1:2007 9.8.2007 EN 550:1994 Date expired
Sterilization of health care products - Ethylene oxide - Part 1: Note 2.1 (31.5.2010)
Requirements for development, validation and routine control
of a sterilization process for medical devices (ISO 11135-
1:2007)

CEN EN ISO 11137-1:2006 7.9.2006 EN 552:1994 Date expired
Sterilization of health care products - Radiation - Part 1: Note 2.1 (30.4.2009)

Requirements for development, validation and routine
control of a sterilization process for medical devices (ISO
11137-1:2006)
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CEN EN ISO 11137-2:2012 30.8.2012 EN ISO 11137- Date expired
Sterilization of health care products - Radiation - Part 2: 2:2007 (30.9.2012)
Establishing the sterilization dose (ISO 11137-2:2012) Note 2.1

CEN EN ISO 11138-2:2009 2.12.2009 EN ISO 11138- Date expired
Sterilization of health care products - Biological indicators - 2:2006 (21.3.2010)
Part 2: Biological indicators for ethylene oxide sterilization Note 2.1
processes (ISO 11138-2:2006)

CEN EN ISO 11138-3:2009 2.12.2009 EN ISO 11138- Date expired
Sterilization of health care products - Biological indicators - 3:2006 (21.3.2010)
Part 3: Biological indicators for moist heat sterilization Note 2.1
processes (ISO 11138-3:2006)

CEN EN ISO 11140-1:2009 2.12.2009 EN ISO 11140- Date expired
Sterilization of health care products - Chemical indicators - 1:2005 (21.3.2010)
Part 1: General requirements (ISO 11140-1:2005) Note 2.1

CEN EN ISO 11607-1:2009 2.12.2009 EN ISO 11607- Date expired
Packaging for terminally sterilized medical devices - Part 1: 1:2006 (21.3.2010)
Requirements for materials, sterile barrier systems and Note 2.1
packaging systems (ISO 11607-1:2006)

CEN EN ISO 11737-1:2006 7.9.2006 EN 1174-2:1996 Date expired
Sterilization of medical devices - Microbiological methods - EN 1174-1:1996 (31.10.2006)
Part 1: Determination of a population of microorganisms on EN 1174-3:1996
products (ISO 11737-1:2006) Note 2.1
EN ISO 11737-1:2006/AC:2009 2.12.2009

CEN EN ISO 11737-2:2009 7.7.2010
Sterilization of medical devices - Microbiological methods -
Part 2: Tests of sterility performed in the definition, validation
and maintenance of a sterilization process (ISO 11737-
2:2009)

CEN EN ISO 13408-1:2011 19.8.2011 EN 13824:2004 Date expired
Aseptic processing of health care products - Part 1: General Note 2.1 (31.12.2011)
requirements (ISO 13408-1:2008)

CEN EN 1SO 13408-2:2011 19.8.2011 EN 13824:2004 Date expired
Aseptic processing of health care products - Part 2: Filtration Note 2.1 (31.12.2011)
(ISO 13408-2:2003)

CEN EN ISO 13408-3:2011 19.8.2011 EN 13824:2004 Date expired
Aseptic processing of health care products - Part 3: Lyophil- Note 2.1 (31.12.2011)
ization (ISO 13408-3:2006)

CEN EN ISO 13408-4:2011 19.8.2011 EN 13824:2004 Date expired
Aseptic processing of health care products - Part 4: Clean-in- Note 2.1 (31.12.2011)
place technologies (ISO 13408-4:2005)

CEN EN ISO 13408-5:2011 19.8.2011 EN 13824:2004 Date expired
Aseptic processing of health care products - Part 5: Steril- Note 2.1 (31.12.2011)
ization in place (ISO 13408-5:2006)

CEN EN ISO 13408-6:2011 19.8.2011 EN 13824:2004 Date expired

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

Note 2.1

(31.12.2011)
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CEN EN ISO 13485:2012 30.8.2012 EN ISO 13485:2003 Date expired
Medical devices - Quality management systems - Note 2.1 (30.8.2012)
Requirements for regulatory purposes (ISO 13485:2003)

EN ISO 13485:2012/AC:2012 30.8.2012

CEN EN ISO 14155:2011 27.4.2012 EN ISO 14155:2011 Date expired
Clinical investigation of medical devices for human subjects - Note 2.1 (30.4.2012)
Good clinical practice (ISO 14155:2011)

CEN EN ISO 14937:2009 7.7.2010 EN ISO 14937:2000 Date expired
Sterilization of health care products - General requirements Note 2.1 (21.3.2010)
for characterization of a sterilizing agent and the devel-
opment, validation and routine control of a sterilization
process for medical devices (ISO 14937:2009)

CEN EN ISO 14971:2012 30.8.2012 EN ISO 14971:2009 Date expired
Medical devices - Application of risk management to medical Note 2.1 (30.8.2012)
devices (ISO 14971:2007, Corrected version 2007-10-01)

CEN EN ISO 17665-1:2006 15.11.2006 EN 554:1994 Date expired
Sterilization of health care products - Moist heat - Part 1: Note 2.1 (31.8.2009)
Requirements for the development, validation and routine
control of a sterilization process for medical devices (ISO
17665-1:2006)

CEN EN 45502-1:1997 27.8.1998
Active implantable medical devices - Part 1: General
requirements for safety, marking and information to be
provided by the manufacturer

CEN EN 45502-2-1:2004 24.6.2005
Active implantable medical devices - Part 2-1: Particular
requirements for active implantable medical devices intended
to treat bradyarrhythmia (cardiac pacemakers)

CEN EN 45502-2-3:2010 7.7.2010
Active implantable medical devices - Part 2-3: Particular
requirements for cochlear and auditory brainstem implant
systems

Cenelec EN 45502-1:1997 27.8.1998
Active implantable medical devices - Part 1: General
requirements for safety, marking and information to be
provided by the manufacturer (¥)

Cenelec EN 45502-2-1:2003 8.7.2004
Active implantable medical devices - Part 2-1: Particular
requirements for active implantable medical devices intended
to treat bradyarrhythmia (cardiac pacemakers) ()

Cenelec EN 45502-2-2:2008 27.11.2008
Active implantable medical devices - Part 2-2: Particular
requirements for active implantable medical devices intended
to treat tachyarrhythmia (includes implantable defibril-
lators) (*)

EN 45502-2-2:2008/AC:2009 18.1.2011
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Cenelec

EN 45502-2-3:2010 18.1.2011
Active implantable medical devices - Part 2-3: Particular
requirements for cochlear and auditory brainstem implant
systems (*)

Cenelec

Note 2.1

EN 60601-1:2006 27.11.2008 EN 60601-1:1990 Date expired
Medical electrical equipment - Part 1: General requirements + A1:1993 (1.6.2012)

for basic safety and essential performance + A2:1995
IEC 60601-1:2005 (*) + A13:1996

EN 60601-1:2006_/AC:2010 18.1.2011

.

Cenelec

EN 60601-1-6:2010 18.1.2011
Medical electrical equipment - Part 1-6: General requirements
for basic safety and essential performance - Collateral
standard: Usability

IEC 60601-1-6:2010 (%)

Cenelec

EN 62304:2006 27.11.2008
Medical device software - Software life-cycle processes
IEC 62304:2006 (¥)

EN 62304:2006/{AC:2008 18.1.2011

() ESO: European Standards Organisation:
~ CEN: Avenue Marnix 17, 1000 Bruxelles/Brussel, BELGIQUE/BELGIE, Tel. +32 25500811; fax +32 25500819 (http://www.cen.cu)
— Cenelec: Avenue Marnix 17, 1000 Bruxelles/Brussel, BELGIQUE/BELGIE, Tel. +32 25196871; fax +32 25196919 (http://www.cenelec.eu)
— ETSL 650 route des Lucioles, 06921 Sophia Antipolis, FRANCE, Tel. +33 492944200; fax +33 493654716 (http://www.etsi.eu)

(*) This European Standard does not necessarily cover the requirements introduced by Directive 200747 [EC.

Note 1:

Note 2.1:

Note 2.2:

Note 2.3:

Note 3:

NOTE:

Generally the date of cessation of presumption of conformity will be the date of withdrawal
(dow)), set by the European Standardisation Organisation, but attention of users of these
standards is drawn to the fact that in certain exceptional cases this can be otherwise.

The new (or amended) standard has the same scope as the superseded standard. On the date
stated, the superseded standard ceases to give presumption of conformity with the essential
requirements of the directive.

The new standard has a broader scope than the superseded standard. On the date stated the
superseded standard ceases to give presumption of conformity with the essential requirements of
the directive.

The new standard has a narrower scope than the superseded standard. On the date stated the
(partially) superseded standard ceases to give presumption of conformity with the essential
requirements of the directive for those products that fall within the scope of the new
standard. Presumption of conformity with the essential requirements of the directive for
products that still fall within the scope of the (partially) superseded standard, but that do not
fall within the scope of the new standard, is unaffected.

In case of amendments, the referenced standard is EN CCCCC:YYYY, its previous amendments, if
any, and the new, quoted amendment. The superseded standard therefore consists of EN
CCCCC:YYYY and its previous amendments, if any, but without the new quoted amendment.
On the date stated, the superseded standard ceases to give presumption of conformity with the
essential requirements of the directive.

— Any information concerning the availability of the standards can be obtained either from the European
Standardisation Organisations or from the national standardisation bodies of which the list is annexed to
the Directive 98/34/EC of the European Parliament and Council amended by the Directive 98/48/EC.
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— Harmonised standards are adopted by the European Standardisation Organisations in English (CEN and
Cenelec also publish in French and German). Subsequently, the titles of the harmonised standards are
translated into all other required official languages of the European Union by the National Standards
Bodies. The European Commission is not responsible for the correctness of the titles which have been
presented for publication in the Official Journal.

— Publication of the references in the Official Journal of the European Union does not imply that the
standards are available in all the Community languages.

— This list replaces all the previous lists published in the Official Journal of the European Union. The
Commission ensures the updating of this list.

— More information about harmonised standards on the Internet at

http:/[ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/ndex_en.htm
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Commission communication in the framework of the implementation of the Council Directive
93/42[EEC of 14 June 1993 concerning medical devices

(Text with EEA relevance)

(Publication of titles and references of harmonised standards under the directive)
(2013/C 22/02)

ESO (Y)

Reference and title of the harmonised standard (and reference

First publication O]

Reference of superseded

Date of cessation of
presumption of conformity of

document) standard superseded standard
Note 1
1 @ ©) ) ()

CEN EN 285:2006+A2:2009 2.12.2009 EN 285:2006+A1:2008 Date expired
Sterilization - Steam sterilizers - Large sterilizers Note 2.1 (21.3.2010)

CEN EN 455-1:2000 30.9.2005 EN 455-1:1993 Date expired
Medical gloves for single use - Part 1: Requirements and Note 2.1 (30.4.2001)
testing for freedom from holes

CEN EN 455-3:2006 9.8.2007 EN 455-3:1999 Date expired
Medical gloves for single use - Part 3: Requirements and Note 2.1 (30.6.2007)
testing for biological evaluation

CEN EN 455-4:2009 7.7.2010
Medical gloves for single use - Part 4: Requirements and
testing for shelf life determination

CEN EN 556-1:2001 31.7.2002 EN 556:1994 + A1:1998 Date expired
Sterilization of medical devices - Requirements for medical Note 2.1 (30.4.2002)
devices to be designated ‘STERILE’ - Part 1: Requirements
for terminally sterilized medical devices
EN 556-1:2001/AC:2006 15.11.2006

CEN EN 556-2:2003 9.8.2007
Sterilization of medical devices - Requirements for medical
devices to be designated ‘STERILE' - Part 2: Requirements
for aseptically processed medical devices

CEN EN 794-3:1998+A2:2009 7.7.2010 EN 794-3:1998 Date expired
Lung ventilators - Part 3: Particular requirements for Note 2.1 (21.3.2010)
emergency and transport ventilators

CEN EN 1041:2008 19.2.2009 EN 1041:1998 Date expired
Information supplied by the manufacturer of medical Note 2.1 (31.8.2011)
devices

CEN EN 1060-3:1997+A2:2009 7.7.2010 EN 1060-3:1997 Date expired
Non-invasive sphygmomanometers - Part 3: Supple- Note 2.1 (31.5.2010)
mentary requirements for electro-mechanical blood
pressure measuring systems

CEN | EN 1060-4:2004 30.9.2005
Non-invasive sphygmomanometers - Part 4: Test
procedures to determine the overall system accuracy of
automated non-invasive sphygmomanometers

CEN | EN 1282-2:2005+A1:2009 7.7.2010 EN 1282-2:2005 Date expired
Tracheostomy tubes - Part 2: Paediatric tubes (ISO 5366- Note 2.1 (21.3.2010)
3:2001, modified)

CEN EN 1422:1997+A1:2009 2.12.2009 EN 1422:1997 Date expired

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

Note 2.1

(21.3.2010)
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CEN EN 1618:1997 9.5.1998
Catheters other than intravascular catheters - Test methods
for common properties
CEN EN 1639:2009 7.7.2010 EN 1639:2004 Date expired
Dentistry - Medical devices for dentistry - Instruments Note 2.1 (30.4.2010)
CEN EN 1640:2009 7.7.2010 EN 1640:2004 Date expired
Dentistry - Medical devices for dentistry - Equipment Note 2.1 (30.4.2010)
CEN EN 1641:2009 7.7.2010 EN 1641:2004 Date expired
Dentistry - Medical devices for dentistry - Materials Note 2.1 (30.4.2010)
CEN EN 1642:2011 27.4.2012 EN 1642:2009 Date expired
Dentistry - Medical devices for dentistry - Dental implants Note 2.1 (30.4.2012)
CEN EN 1707:1996 17.5.1997
Conical fittings with a 6 % (Luer) taper for syringes,
needles and certain other medical equipment - Lock
fittings
CEN EN 1782:1998+A1:2009 7.7.2010 EN 1782:1998 Date expired
Tracheal tubes and connectors Note 2.1 (21.3.2010)
CEN EN 1789:2007+A1:2010 18.1.2011
Medical vehicles and their equipment - Road ambulances :
CEN EN 1820:2005+A1:2009 7.7.2010 EN 1820:2005 Date expired
Anaesthetic reservoir bags (ISO 5362:2000, modified) Note 2.1 (21.3.2010)
CEN EN 1865-3:2012 30.8.2012 EN 1865:1999 Date expired
Patient handling equipment used in road ambulances - Part Note 2.1 (31.12.2012)
3: Heavy duty stretcher
CEN EN 1865-4:2012 30.8.2012 EN 1865:1999 Date expired
Patient handling equipment used in road ambulances - Part Note 2.1 (31.10.2012)
4: Foldable patient transfer chair
CEN EN 1865-5:2012 30.8.2012 EN 1865:1999 Date expired
Patient handling equipment used in road ambulances - Part Note 2.1 (31.12.2012)
5: Stretcher support
CEN EN 1985:1998 10.8.1999

Walking aids - General requirements and test 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

EN ISO 3826-2:2008

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

19.2.2009

CEN

EN ISO 3826-3:2007

Plastics collapsible containers for human blood and blood
components - Part 3: Blood bag systems with integrated
features (ISO 3826-3:2006)

27.2.2008

CEN

EN 1SO 4074:2002
Natural latex rubber condoms - Requirements and test
methods (ISO 4074:2002)

31.7.2002

EN 600:1996
Note 2.1

Date expired
(31.8.2005)
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EN ISO 4074:2002/AC:2008 2.12.2009

CEN EN ISO 4135:2001 31.7.2002 EN ISO 4135:1996 Date expired
Anaesthetic and respiratory equipment - Vocabulary (ISO Note 2.1 (28.2.2002)
4135:2001)

CEN EN ISO 5356-1:2004 30.9.2005 EN 1281-1:1997 Date expired
Anaesthetic and respiratory equipment - Conical Note 2.1 (30.11.2004)
connectors - Part 1: Cones and sockets (ISO 5356-1:2004)

CEN EN ISO 5356-2:2007 9.11.2007 EN 1281-2:1995 Date expired
Anaesthetic and respiratory equipment - Conical Note 2.1 (29.2.2008)
connectors - Part 2: Screw-threaded weight-bearing
connectors (ISO 5356-2:2006)

CEN EN ISO 5359:2008 23.7.2008 EN 739:1998 Date expired
Low-pressure hose assemblies for use with medical gases Note 2.1 (30.6.2010)
(ISO 5359:2008)

EN ISO 5359:2008/A1:2011 30.8.2012 Note 3 Date expired
(30.6.2012)

CEN EN ISO 5360:2009 2.12.2009 EN ISO 5360:2007 Date expired
Anaesthetic vaporizers - Agent-specific filling systems (ISO Note 2.1 (21.3.2010)
5360:2006)

CEN EN ISO 5366-1:2009 2.12.2009 EN ISO 5366-1:2004 Date expired
Anaesthetic and respiratory equipment - Tracheostomy Note 2.1 (21.3.2010)
tubes - Part 1: Tubes and connectors for use in adults
(ISO 5366-1:2000)

CEN EN ISO 5840:2009 2.12.2009 EN ISO 5840:2005 Date expired
Cardiovascular implants - Cardiac valve prostheses (ISO Note 2.1 (21.3.2010)
5840:2005)

CEN EN ISO 7197:2009 2.12.2009 EN ISO 7197:2006 Date expired
Neurosurgical implants - Sterile, single-use hydrocephalus Note 2.1 (21.3.2010)
shunts and components (ISO 7197:2006, including Cor
1:2007)

CEN EN ISO 7376:2009 2.12.2009 EN ISO 7376:2009 Date expired
Anaesthetic and respiratory equipment - Laryngoscopes for Note 2.1 (21.3.2010)
tracheal intubation (ISO 7376:2009)

CEN EN ISO 7396-1:2007 9.8.2007 EN 737-3:1998 Date expired
Medical gas pipeline systems - Part 1: Pipeline systems for Note 2.1 (30.4.2009)
compressed medical gases and vacuum (ISO 7396-1:2007)

EN ISO 7396-1:2007/A1:2010 7.7.2010 Note 3 Date expired
(31.7.2010)
EN ISO 7396-1:2007/A2:2010 7.7.2010 Note 3 Date expired
(31.8.2010)

CEN EN ISO 7396-2:2007 9.8.2007 EN 737-2:1998 Date expired
Medical gas pipeline systems - Part 2: Anaesthetic gas Note 2.1 (30.4.2009)
scavenging disposal systems (ISO 7396-2:2007)

CEN EN ISO 7886-3:2009 7.7.2010 EN ISO 7886-3:2005 Date expired
Sterile hypodermic syringes for single use - Part 3: Auto- Note 2.1 (21.3.2010)
disable syringes for fixed-dose immunization (ISO 7886-

3:2005)
CEN EN ISO 7886-4:2009 7.7.2010 EN ISO 7886-4:2006 Date expired

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

Note 2.1

(21.3.2010)
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CEN EN ISO 8185:2009 2.12.2009 EN 1SO 8185:2007 Date expired
Respiratory tract humidifiers for medical use - Particular Note 2.1 (21.3.2010)
requirements for respiratory humidification systems (ISO
8185:2007)

CEN EN ISO 8359:2009 2.12.2009 EN ISO 8359:1996 Date expired
Oxygen concentrators for medical use - Safety Note 2.1 (21.3.2010)
requirements (ISO 8359:1996)

CEN EN I1SO 8835-2:2009 2.12.2009 EN 1SO 8835-2:2007 Date expired
Inhalational anaesthesia systems - Part 2: Anaesthetic Note 2.1 (21.3.2010)
breathing systems (ISO 8835-2:2007)

CEN EN ISO 8835-3:2009 2.12.2009 EN ISO 8835-3:2007 Date expired
Inhalational anaesthesia systenis - Part 3: Transfer and Note 2.1 (21.3.2010)
receiving systems of active anaesthetic gas scavenging
systems (ISO 8835-3:2007)

EN ISO 8835-3:2009/A1:2010 13.5.2011 Note 3 Date expired
(30.4.2011)

CEN EN ISO 8835-4:2009 2.12.2009 EN 1SO 8835-4:2004 Date expired
Inhalational anaesthesia systems - Part 4: Anaesthetic Note 2.1 (21.3.2010)
vapour delivery devices (ISO 8835-4:2004)

CEN EN ISO 8835-5:2009 2.12.2009 EN ISO 8835-5:2004 Date expired
Inhalational anaesthesia systems - Part 5: Anaesthetic Note 2.1 (21.3.2010)
ventilators (ISO 8835-5:2004)

CEN EN ISO 9170-1:2008 19.2.2009 EN 737-1:1998 Date expired
Terminal units for medical gas pipeline systems - Part 1: Note 2.1 (31.7.2010)
Terminal units for use with compressed medical gases and
vacuum (ISO 9170-1:2008)

CEN EN ISO 9170-2:2008 19.2.2009 EN 737-4:1998 Date expired
Terminal units for medical gas pipeline systems - Part 2: Note 2.1 (31.7.2010)
Terminal units for anaesthetic gas scavenging systems (ISO
9170-2:2008)

CEN EN ISO 9360-1:2009 2.12.2009 EN ISO 9360-1:2000 Date expired
Anaesthetic and respiratory equipment - Heat and Note 2.1 (21.3.2010)
moisture exchangers (HMEs) for humidifying respired
gases in humans - Part 1: HMEs for use with minimum
tidal volumes of 250 ml (ISO 9360-1:2000)

CEN EN ISO 9360-2:2009 2.12.2009 EN ISO 9360-2:2002 Date expired
Anaesthetic and respiratory equipment - Heat and Note 2.1 (21.3.2010)
moisture exchangers (HMEs) for humidifying respired
gases in humans - Part 2: HMEs for use with tracheos-
tomized patients having minimum tidal volumes of
250 ml (ISO 9360-2:2001)

CEN EN ISO 9713:2009 2.12.2009 EN 1SO 9713:2004 Date expired
Neurosurgical implants - Self-closing intracranial aneurysm Note 2.1 (21.3.2010)
clips (ISO 9713:2002)

CEN EN ISO 10079-1:2009 2.12.2009 EN 1SO 10079-1:1999 Date expired
Medical suction equipment - Part 1: Electrically powered Note 2.1 (21.3.2010)
suction equipment - Safety requirements (ISO 10079-

1:1999)

CEN EN 1SO 10079-2:2009 2.12.2009 EN ISO 10079-2:1999 Date expired
Medical suction equipment - Part 2: Manually powered Note 2.1 (21.3.2010)
suction equipment (ISO 10079-2:1999)
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CEN EN ISO 10079-3:2009 2.12.2009 EN ISO 10079-3:1999 Date expired
Medical suction equipment - Part 3: Suction equipment Note 2.1 (21.3.2010)
powered from a vacuum or pressure source (ISO 10079-
3:1999)
CEN EN I1SO 10328:2006 9.8.2007

Prosthetics - Structural testing of lower-limb prostheses -
Requirements and test methods (ISO 10328:2006)

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 EN ISO 10524-1:2006 2.6.2006 EN 738-1:1997 Date expired
Pressure regulators for use with medical gases - Part 1: Note 2.1 (31.10.2008)
Pressure regulators and pressure regulators with flow-
metering devices (ISO 10524-1:2006)

CEN EN ISO 10524-2:2006 7.6.2009 EN 738-2:1998 Date expired
Pressure regulators for use with medical gases - Part 2: Note 2.1 (31.10.2008)
Manifold and line pressure regulators (ISO 10524-2:2005)

CEN EN ISO 10524-3:2006 7.9.2006 EN 738-3:1998 Date expired
Pressure regulators for use with medical gases - Part 3: Note 2.1 (31.10.2008)
Pressure regulators integrated with cylinder valves (ISO
10524-3:2005)

CEN EN ISO 10524-4:2008 23.7.2008 EN 738-4:1998 Date expired
Pressure regulators for use with medical gases - Part 4: Note 2.1 (30.6.2010)
Low-pressure regulators (ISO 10524-4:2008)

CEN EN ISO 10535:2006 9.8.2007 EN ISO 10535:1998 Date expired

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

Note 2.1

(30.6.2007)

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 EN ISO 10555-1:2009 2.12.2009 EN ISO 10555-1:1996 Date expired
Sterile, single-use intravascular catheters - Part 1: General Note 2.1 (21.3.2010)
requirements (ISO 10555-1:1995, including Amd 1:1999
and Amd 2:2004)

CEN EN ISO 10651-2:2009 2.12.2009 EN ISO 10651-2:2004 Date expired
Lung ventilators for medical use - Particular requirements Note 2.1 (21.3.2010)
for basic safety and essential performance - Part 2: Home
care ventilators for ventilator-dependent patients (ISO
10651-2:2004)

CEN EN ISO 10651-4:2009 2.12.2009 EN ISO 10651-4:2002 Date expired

" | Lung ventilators - Part 4: Particular requirements for Note 2.1 (21.3.2010)
operator-powered resuscitators (ISO 10651-4:2002)

CEN EN ISO 10651-6:2009 2.12.2009 EN ISO 10651-6:2004 Date expired
Lung ventilators for medical use - Particular requirements Note 2.1 (21.3.2010)
for basic safety and essential performance - Part 6: Home-
care ventilatory support devices (ISO 10651-6:2004)

CEN EN ISO 10993-1:2009 2.12.2009 EN ISO 10993-1:2009 Date expired

Biological evaluation of medical devices - Part 1:
Evaluation and testing within a risk management process
(ISO 10993-1:2009)

Note 2.1

(21.3.2010)




