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Industrial, scientific and medical (ISM) radio-frequency equipment -

1 CISPR 11 AMD 2-2006 N S Electromagnetic disturbance characteristics - Limits and methods of
HOME £ SR 2 o
measurement; Amendment 2
Industrial, scientific and medical (ISM) radio-frequency equipment -
Electromagnetic disturbance characteristics - Limits and methods of
T RV FFRIEE (ISM) RS AES FER T oA e SRR mea.surement / N<?te: This document and its §eparate arr)enfments
2 CISPR 11-2003 T AR S T S AR A TR continue to be valid together with the consolidated version * To be
B i " replaced by CISPR/B/418/CDV (2006-12), CISPR/B/434/CD (2007-07),
CISPR/B/435/CDV (2007-07), CISPR/B/440/CDV (2007-08, t). * To be
amended bv CISPR/B/324/FEDIS (2004-02). CISPR/B/394/EDIS (2006-03).
3 CISPR 28-1997 Tl REFFIETIRE(ISM). EfRESEAITUSEIRERMAY [Industrial, scientific and medical equipment (ISM) - Guidelines for emission
{EEEB YRR levels within the bands designated by the ITU
IEC 60336 Corrigendum Medical electrical equipment - X-ray tube assemblies for medical diagnosis
4 9 EFRE i BT IS MG B A A B (LGP UL = A5 2
1-2006 - Characteristics of focal spots; Corrigendum 1
5 [EC 60336-2005 B REiaE E U X B R Medical ele.ctrlcal equipment - X-ray tube assemblies for medical diagnosis
- Characteristics of focal spots
6 [EC 60364-7-710-2002 BRI SIRNE 57 - 71080 RGBTV ER B Electrlca.l |nsta|lat|on§ of bU|Id|'ngs Par.t 7-710: Requirements for special
SBER installations or locations; Medical locations
. IEC 60601-1 Corrigendum | EfYEBS &% E1HD EARLTLAMA—RER AR |Medical electrical equipment - Part 1: General requirements for basic safety
1-2006 ixl and essential performance; Corrigendum 1
IEC 60601-1 Medical electrical equipment - Part 1: General requirements for basic safet
8 : EFSRE Sl EARS MBS —RER ; auip i Y
Interpretation Sheet 1- and essential performance
9 IEC 60601-1 EFBRIRE F1SD BEALRSMEA N ERAENKARE |Medical electrical equipment - Part 1: General requirements for basic safety
Interpretation Sheet 2-  |;5E2 and essential performance - Interpretation sheet 2
Medical electrical equipment - Part 1-11: General requirements for basic
10 |IEC 60601-1-11-2010 EFBRRIRE.E1- 1150 BEALR S E TN —MREK M | safety and essential performance - Collateral standard: Requirements for
BiVEREMEAETRSRENETBSERN medical electrical equipment and medical electrical systems used in the
home healthcare environment
11 |tec 60601-1-4-1996 EfFESIRE S50 ReN—RENR 4T WRIRAETERF |Medical electrical equipment - Part 1: General requirements for safety - 4.
EHNBESETFRR Collateral standard: Programmable electrical medical systems
IZT-FHEE R5% B 1-4580 —RESHMER FHTHRETRE |Medical electrical equipment - Part 1-4: General requirements for safety -
12 IEC 60601-1-4-2000 . .
SEFRES Collateral standard: Programmable electrical medical systems
Medical electrical equipment - Part 1-8: General requirements for basic
13 |IEC 60601-1-8-2006 ERBESIRE $1-8Y HALRSMEAMEEAERK 4R |safety and essential performance - Collateral standard: General
NVEETBSRENETRSARPEREFN— requirements, tests and guidance for alarm systems in medical electrical
equipment and medical electrical systems
Medical electrical equipment - Part 1-9: General requirements for basic
14 IEC 60601-1-9-2007 E/TNRE 1080 EAR LSSt —RER M safety and essentialqpe’:formance - Collateral Standqard: Requirements for
BIREIMERIRIRTHIERK : ; )
environmentally conscious design
IEC 60601-2-13 Edition Medical electrical equipment - Part 2-13: Particular requirements for the
15 EFBRE 52 3RS B RAR S MIRHER N a
3.1-2009 safety of anaesthetic systems
ErESIRE. £52- 188D NHREIREHEA LT M EEMHER |Medical electrical equipment - Part 2-18: Particular requirements for basic
16 IEC 60601-2-18-2009 . X .
4ETRESKR safety and essential performance of endoscopic equipment
Medical electrical equipment - Part 2-22: Particular requirements for basic
17 IEC 60601-2-22-2007 ETNRE B2-2250 00 BE. IATISHARCER safety and essentialqpe’:formance of surgical, cosmeticc,1 therapeutic and
BFEARSEAMEEASIRERK di - :
iagnostic laser equipment
18 |IEC 60601-2-28-2010 ERRRIRE.F2- 2850 EF ISR XA EREIEALZL |Medical electrical equipment - Part 2-28: Particular requirements for basic
SREARMRERIEHREK safety and essential performance of X-ray tube assemblies for medical
19 |IEC 60601-2-29-2008 EfFRRIRE.F2- 2980 a7 i AEIBSIIE AL £FNEE |Medical electrical equipment - Part 2-29: Particular requirements for the
MBS RESK basic safety and essential performance of radiotherapy simulators
N . . Medical electrical equipment - Part 2-33: Particular requirements for the
EFRE SIS $2-3380 EF I RREHRS S EARS | e e ;
20 IEC 60601-2-33-2010 o basic safety and essential performance of magnetic resonance equipment
FEAMRERAARER S )
for medical diagnosis
Medical electrical equipment - Part 2-37: Particular requirements for the
21 IEC 60601-2-37-2007 E/rniReE B2 37H D BERE NI EIEA basic safety and essqenfial performance of ultrasonic rr?edical diagnostic and
REMERMERERRFERK o )
monitoring equipment
2 [EC 60601-2-41-2009 ETESIRE . 52-415 0 12k FF AT EREARZL 2 |Medical electrical equipment - Part 2-41: Particular requirements for basic
FIEA MRS R ESK safety and essential performance of surgical luminaires and luminaires for
B e o enmE ErESIRE. §52-5088 058 Lyt HIRENEALZ LR E |Medical electrical equipment - Part 2-50: Particular requirements for the
BRI EK basic safety and essential performance of infant phototherapy equipment
ETESIRE.52- 5250 ERRRINEAZ SR EAMAELR [Medical electrical equipment - Part 2-52: Particular requirements for basic
24 IEC 60601-2-52-2009 N . .
VEREK safety and essential performance of medical beds
25 IEC 60601-2-8-1987 iR 2 AT FXGT S A St S BT R Medical eIeancaI equipment. Part 2 : Particular requirements for the safety
of therapeutic X-ray generators
%6 IEC 60613-2010 B P X S S B R SRR E s e Zlizcc:’trr]i;::zilsand loading characteristics of X-ray tube assemblies for medical
57 |TEC60789 Corrigendum | EfFBESIRE HEIERERSEBIFEINRICEM 488 Medical electrical equipment - Characteristics and test conditions of
1-2009 NS5 EeRBHEH EHRRL radionuclide imaging devices - Anger type gamma cameras; Corrigendum
Determination of the maximum symmetrical radiation field from a rotatin
28  |IEC 60806-1984 B2 HTHERE PR XS B R AR FRIBSTIARTNE T symm 9
anode X-ray tube for medical diagnosis
N N - N - Safety requirements for electrical equipment for measurement, control and
e, I =ABSIRENTEER 52-040580:4b ) ) -
29 IEC 61010-2-040-2005 : Ty laboratory use - Part 2-040: Particular requirements for sterilizers and
BETF I ARERE S HSRIARER v red )
washer-disinfectors used to treat medical materials
N N - N . Safety requirements for electrical equipment for measurement, control and
WE, L= ABSIRENREER 52-101585:58 ) ) S . A
30 IEC 61010-2-101-2002 s N laboratory use - Part 2-101: Particular requirements for in vitro diagnostic
WEISHT(VD) BRI HER y ‘ 1 £
(IVD) medical equipment
IEC 61157 Corrigendum Standard means for the reporting of the acoustic output of medical
31 9 EF RSN E R E AR [T o e reporting ot ¢ i
1-2008 diagnostic ultrasonic equipment; Corrigendum 1
Standard means for the reporting of the acoustic output of medical
32 |IEC 61157-2007 ET SRR S R IR SR TR . . " the reporting P
diagnostic ultrasonic equipment
i s e o NN Evaluation and routine testing in medical imaging departments - Part 3-5:
33 e GHAPEE-S BE/7 AR{SERT JROTPINFIRALENE 523 SEE0 30 natie TR Acceptance tests - Imagin gerformance of cc?mgutez tomography X-ra
Cortigendum 1-2006 | MT/EiBE/XEY 4G ORRIRIEAE BIR eptance tests - ‘maging p P graphy A-ray
equipment; Corrigendum 1
- Electrical equipment for measurement, control and laboratory use, control
-2- = oy
34 16 GHEPI A6 'UE IS E RIS REREEEMOZR 552-6 and laboratory use - EMC requirements - Part 2-6: Particular requirements

Corrigendum 1-2007

D ASTRER ARIMSHT(IVD) BT IR AR L

- In-vitro diagnostic (IVD) medical equipment; Corrigendum 1
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M, EHFNIe=RESIRE BHRAIEER 552-6505:

Electrical equipment for measurement, control and laboratory use, control

35 IEC 61326-2-6-2005 and laboratory use - EMC requirements - Part 2-6: Particular requirements
BHER TRERMATSH (IVD)ETiE ooty use a : q
- In-vitro diagnostic (IVD) medical equipment
N . . Safety of power transformers, power supply units and similar - Part 2-15:
36 IEC 61558-2-15-1999 EEDEE%?‘ FRRERRAIREIRS R2- 1580 BT Particyularﬁequirements for isoIF;ting tragspﬂ))/rmers for the supply of medical
FrteE MR R ERR A IAEK locations
- IEC 61676 Edition 1.1- E SRS RSP X S BB R EENER | Medical electrical equipment - Dosimetric instruments used for non-
2009 ;,AJIEN%% invasive measurement of X-ray tube voltage in diagnostic radiology
38 IEC 62127-1 Corrigendum |#BEiRZ.KITEE. 551500 SAR/NF40 MHZETT#BARSA  |Ultrasonics - Hydrophones - Part 1: Measurement and characterization of
1-2008 E’J,AJ;%D%E.&?&EDBEI medical ultrasonic fields up to 40 MHz; Corrigendum 1
Medical electrical equipment - Characteristics of digital X-ray imagin
39 IEC 62220-1-2-2007 E/TRRE B XSEURREATAL B 125 (R R devices - Part 1-2: getSrmination of the detective c?uantum t}a,fficiegncf—
FRERAGNE XS LN E LIRS )
Detectors used in mammoaraphy
Medical electrical equipment - Characteristics of digital X-ray imagin
40 IEC 62220-1-3-2008 E/TRRE B XSS EATRE S1- 35 SRR devices - Part 1-3: getSrmination of the detective c?uantum t}a,fficiegncf—
FRERATTE ISR FRERNES ) L
Detectors used in dynamic imaaing
41 |IEC 62274-2005 EFBSIRE BT ACRIERANE S Medical electrical equipment - Safety of radiotheraphy record and verify
42 |IEC 62304-2006 BT SR AR R S it i Medical device software - Software life cycle processes
3 [EC 62353-2007 ErmSRE Era S s ER AR e Medical electrical equ.ipment - Recurrent test and test after repair of
medical electrical equipment
44 |IEC 62359-2006 BN A R S ESRTHBE IR XAIAFININGEE |Ultrasonics - Field characterization - Test methods for the determination of
iR oYy thermal and mechanical indices related to medical diagnostic ultrasonic
45  |IEC 62366-2007 Efrig% ETigE R TR Medical devices - Application of usability engineering to medical devices
5 A g Magnetic resonance equipment for medical imaging - Part 1:
46 |IEC 62464-1-2007 B SR HRAE B1H5 NSRS gnetie e i ; e
Determination of essential image quality parameters
47 |IEC 62494-1-2008 EfFEESIRE S XSG R SR R 551564 BAX |Medical electrical equipment - Exposure index of digital X-ray imaging
FHERRIEARIE AIZEK systems - Part 1. Definition and requirements of general radiography
28 [EC 62563-1-2009 ErmSies EXER SRR SIS Medlca! electrical equipment - Medical image display systems - Part 1:
Evaluation methods
29 |IEC 80601-2-30-2009 ErESIRE. $52-3085 BN ER MENRIHE AR |Medical electrical equipment - Part 2-30: Particular requirements for basic
SREARMBERIEHREK safety and essential performance of automated non-invasive
Medical electrical equipment - Part 2-35: Particular requirements for the
50 IEC 80601-2-35-2009 E/rRaRE 52355 AT IIRATER sl R R basic safety and essqenfial performance of heating dev?ces using blankets,
IR EE AT MR EAMREANFESE ; S "
pads and mattresses and intended for heating in medical use
Medical electrical equipment - Part 2-58: Particular requirements for basic
51 IEC 80601-2-58-2008 BE/re R B2 S8H IREI F A R INAR IR BIRA safety and essentialqpe’:formance of lens removal devicj:es and vitrectomy
IR B R AL SN EEMRRRTAER . R
devices for ophthalmic surgery
T L e T L e A A
Corrigendum 1-2009 E$}‘z$ﬂ]§$f§£ Fﬁ%ﬁﬁk@? v p X . 9 9rap
febrile temperature screening; Corrigendum 1
Medical electrical equipment - Part 2-59: Particular requirements for basic
53  |IEC 80601-2-59-2008 EfTRRE 2- SR AR RIME BRI EREIC RN safety and essentialqpe’:formance of screening thermoc:;raphs for human
EARSMEAMRERRHREK ) B
febrile temperature screening
fitebd] HR4S BB i i i - iati q _ B
54 |IEC/PAS 61910-1-2007 BT ABRSIRE EIRR B 13RS ST ERERIST LB Megilcal electrical (quwpment Rad|§t|on dose documentation - Part 1:
ARig% Equipment for radiography and radioscopy
55  |IEC/TR 60788-2004 EfrBSiReE. EXHARE TR Medical electrical equipment - Glossary of defined terms
56  |IEC/TR 60878-2003 ErETBESIEENERES Graphical symbols for electrical equipment in medical practice
ER, By, PEARZLHERETESIREMETESER |Guidelines for administrative, medical, and nursing staff concerned with the
57 IEC/TR 60930-2008 o . . . - .
FFRIEE safe use of medical electrical equipment and medical electrical systems
58 [EC/TR 61258-2008 SRR T S A Guideli‘nes for the Fjevelopment and use of medical electrical equipment
educational materials
59 IEC/TR 61948-1-2001 HESGE S S15 B ES Nucle.ar medicine instrumentation - Routine tests - Part 1: Radiation
counting systems
60 IEC/TR 61948-2-2001 ZETIRE BN 552800 | INERENSEYEF&5TiT |Nuclear medicine instrumentation - Routine tests - Part 2: Scintillation
BT XEEERTERRE cameras and single photon emission computed tomography imaging
61 IEC/TR 61948-3-2005 G BT 55355 ER T NuFIeér medicine instrumentation - Routine tests - Part 3: Positron
emission tomographs
62 IEC/TR 61948-4-2006 GERIRE BT S T R illji([:)k::tror:;edlune instrumentation - Routine tests - Part 4: Radionuclide
63 IEC/TR 62266-2002 S84 R £ DICOMAYSTIISRS :\;sziol;:ra]!?:alz:;\:/tncal equipment - Guidelines for implementation of DICOM in
64 IEC/TR 62354-2009 EFBESIEEN— AR INE General testing procedures for medical electrical equipment
3oAZ 1, Ay o A2 1, 0 T n - = —
65  |IEC/TR 80002-1-2009 %ﬁuﬁi}\{-’tﬁlnﬂﬁj BT EFREMHRISO 14971 M Medlca! dewceAsoftware Part 1: Guidance on the application of ISO 14971
bi=iea] to medical device software
66 1SO 10079-1-1999 ErRaIeE S1EmRaIeE e sR Mec‘ilcal suction eqmpme-nt - Part 1: Electrically powered suction
equipment - Safety requirements
67 1SO 10079-2-1999 EFRSIESE F250 FaIR3iRE Medical suction equipment - Part 2: Manually powered suction equipment
68 1SO 10079-3-1999 ErRaIeE B3 ENEENRRA S Medical suction equipment - Part 3: Suction equipment powered from a
vacuum or pressure source
69  |ISO 10524-4-2008 EFrSBRED AT S450 REAT S Pressure regulators for use with medical gases - Part 4: Low-pressure
70 [15010993-1 Technical  |EFeSAEITE S185 NI EIBIFERARISAIEE. |Biological evaluation of medical devices - Part 1: Evaluation and testing
Corrigendum 1-2010 FABNRERL within a risk management process; Technical Corrigendum 1
EfFEEMAVEI TN B 1o EXEEIRIZANATENS  |Biological evaluation of medical devices - Part 1: Evaluation and testing
71 ISO 10993-1-2009 e L .
iRe within a risk management process
1SO 10993-10 AMD 1- . ——— o N e Biological evaluation of medical devices - Part 10: Tests for irritation and
72 B MAVAEYNTRE 5510580 RS S EEL T BUER e 9 L
2006 delayed-type hypersensitivity; Amendment 1
73 1SO 10993-10-2002 B S AT 55108043 T S BT e Biological evaluation of mgdlcal devices - Part 10: Tests for irritation and
delayed-type hypersensitivity
74 [1SO 10993-11-2006 T SRMAEYDEATAN S L 18R - SR BR S RIS Biological evaluation of medical devices - Part 11: Tests for systemic
Biological evaluation of medical devices - Part 12: Sample preparation and
75  |ISO 10993-12-2007 BT RO 128D R EIEESE referfnce materials AR
ET’%%WE’JEE%—?—W»HH SB35 BREYIETT S8 IR | Biological evaluation of medical devices - Part 13: Identification and
76 ISO 10993-13-2010 e L. X . . .
YESE quantification of degradation products from polymeric medical devices
ET‘%&WE’JEE%_}LH” 14505 : FIEIERIATRBIFIE |Biological evaluation of medical devices - Part 14: Identification and
77 ISO 10993-14-2001 e L. X .
% quantification of degradation products from ceramics
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ETEmAIENFIRN S50 SR S A SR IR

Biological evaluation of medical devices - Part 15: Identification and

8 150 10993-15-2000 SE quantification of degradation products from metals and alloys
79 |10 10093-16-2010 BETT B AV AE ST 55 163B4 PR ARF= RN IS B4R E4 |Biological evaluation of medical devices - Part 16: Toxicokinetic study
HAFEHRARIZIT design for degradation products and leachables
N P, . .. |Biological evaluation of medical devices - Part 17: Establishment of
80 I1SO 10993-17-2002 ETTREAYEMITE SB1 7809 R YR IFREAYHE .
allowable limits for leachable substances
81 1SO 10993-18-2005 -SSR 551 850 I S Blologlca! evz':1luat|on of rr?edlcal devices - Part 18: Chemical
characterization of materials
82  |ISO 10993-2-2006 BT ES A SN . 58 28R BRI K Biological evaluation of medical devices - Part 2: Animal welfare
BT eSAVAEYITRE S350 e S 1. BUEMMEESE |Biological evaluation of medical devices - Part 3: Tests for genotoxicity,
83 I1SO 10993-3-2003 . . L ] -
A3 carcinogenicity and reproductive toxicity
84 1SO 10993-4 AMD 1-2006 | S-S b AsMTa 554884y 5 MBI E/ERAEIEAE Elologlc.al eval.ua'ﬂon of medical devices - Part 4: Selection of tests for
interactions with blood
85 1SO 10993-4-2002 S AT S5 4R 5 MR E e R e Elologlc.al eval.ua'ﬂon of medical devices - Part 4: Selection of test for
interactions with blood
86  |ISO 10993-5-2009 BT SR MBI ETAN S SRR AR MR S A iR Biological evaluation of medical devices - Part 5: Tests for in vitro
87 ISO }0993»7 Technical S MIESTA ST E e TR Z e K L B S ] Biolf).gica.l evalu.ation'of medjcal deviFes - Part 7: Ethylene oxide
Corrigendum 1-2009 sterilization residuals; Technical Corrigendum 1
88 1SO 10993-7-2008 E S AEEST, 75 e REEEE f:z:ﬁs;ctai(l)svi:izzzlr; of medical devices - Part 7: Ethylene oxide
29 1SO 11073-90101-2008 REERZ A RIFRETEEERE 5590101885 2 Hr{YES. |Health informatics - Point-of-care medical device communication - Part
RS EFIAe 90101: Analytical instruments - Point-of-care test
DA R R IR 7S S 1 e S R Sterilization of health car.e products - Ethylene oxide - Pa.r.t 1:‘ReqU|rements
90 ISO 11135-1-2007 | Tt 4 for development, validation and routine control of a sterilization process
 BRARIEREHIRER . ;
for medical devices
(R S R B S L SR R 7 Sterilization of he.alth. care produgts - Radiation - ParF .l: R'equirements for
91 ISO 11137-1-2006 . oy development, validation and routine control of a sterilization process for
A FIEMEHIRER h B
medical devices
a0 1SO 11138-1-2006 (R R AT S 1 — B f;z:lilrzear:;):t;)f health care products - Biological indicators - Part 1: General
B R R EL e . 5 258 ME DI K ERIAEY | Sterilization of health care products - Biological indicators - Part 2:
93 ISO 11138-2-2006 — X e T . A
bicanil Biological indicators for ethylene oxide sterilization processes
TR KR Y E T~ 5838 B R B ARSEYIE R [ Sterilization of health care products - Biological indicators - Part 3:
94 ISO 11138-3-2006 . AT . i
I Biological indicators for moist heat sterilization processes
B R R E e es. B4R FHREMERSEY | Sterilization of health care products - Biological indicators - Part 4:
95 ISO 11138-4-2006 — . AT S
I5~E8 Biological indicators for dry heat sterilization processes
% 1SO 11138-5-2006 BT R KR Y E ~es. 5B SEP D B SANERES A | Sterilization of health care products - Biological indicators - Part 5:
KERNEREYIETEE Biological indicators for low-temperature steam and formaldehyde
1SO 11737-1 Technical iR O A S L8RS 7= RS Stenllza.non. of medical deV|Fes - M|§rob|o|og|.cal methods - Part 1 ‘
97 . N Determination of a population of microorganisms on products; Technical
Corrigendum 1-2007 ARENR1 .
Corrigendum 1
BTSRRI & B 18D T B YIREERYM [ Sterilization of medical devices - Microbiological methods - Part 1:
98 ISO 11737-1-2006 - L R . .
E Determination of a population of microorganisms on products
. S N oy .. |Sterilizati f medical devices - Microbiological methods - Part 2: Tests of
MRIMEP TR TR Lo '
sterilization process
PIMBRIAL TS MREERASR SIS ARESTS |Ergonomics of the thermal environment - Medical supervision of
100 |ISO 12894-2001 T .
= individuals exposed to extreme hot or cold environments
101  |ISO 13408-1-2008 EFREF BN EEINT B0 —REXK Aseptic processing of health care products - Part 1: General requirements
102 [ISO 13408-2-2003 BT M- FR TR IN T 5 230 8 Aseptic processing of health care products - Part 2: Filtration
ISO 13485 Technical e PR, i m Medical devices - Quality management systems - Requirements for
103 : EfFREtl R EERAR EEARINER RARRIREL . . )
Corrigendum 1-2009 requlatory purposes; Technical Corrigendum 1
104 |1S0 13485-2003 e SRR SRR ER Medical devices - Quality management systems - Requirements for
requlatory purposes
105 |1SO 13606-1-2008 s TR S e S 1 Sy Health informatics - Electronic health record communication - Part 1:
Reference model
106|150 13606-2-2008 s TR S S50 B HATS Health |nfo'rmat|cs - Electror.u‘c hgalth record communication - Part 2:
Archetype interchange specification
107 |1s0 13606-3-2009 (s TR SRS 38 S E RS S Health informatics - Electronic h?alth record communication - Part 3:
Reference archetypes and term lists
108 |1SO 13606-5-2010 (s F TR B DSBS S5 S Health |nform‘aF|cs - Electronic health record communication - Part 5:
Interface specification
109 |1S0 14155-1-2003 BRSNS B 155 — B Clinical |nvesF|gat|on of medical devices for human subjects - Part 1:
General requirements
110|150 14155-2-2003 EaSn AR EHGREE B 25 RE e Cl!n!cal !nvest!gat!on of medical devices for human subjects - Part 2:
Clinical investigation plants
111 |ISO 14160-1998 ERRIACEREFIT SIEIIREHERNE—RIEERE  |Sterilization of single-use medical devices incorporating materials of
res BT REAIFATD E R EE animal origin - Validation and routine control of sterilization by liquid
112|150 14161-2009 (R ST A Y IEE (R I A Stenllzatpn of health c-are produFts - Biological indicators - Guidance for
the selection, use and interpretation of results
. ., . . |Implants f - Active implantabl dical devices - Part 1: G |
s s |READSNSAGTER SIms e, HEANE | o S AT meniale e LG
ERAERN—AREK '
manufacturer
114|150 14708-2-2005 RN S ETT BN AR 528 s erif:;i::; surgery - Active implantable medical devices - Part 2: Cardiac
115|150 14708-4-2008 RN S BTN B4 AN Implants for furg?ry - Active implantable medical devices - Part 4:
Implantable infusion pumps
116 |150 14708-5-2010 RN S BTN B 55 B Implants for surgery - Actlve implantable medical devices - Part 5:
Circulatory support devices
N . . v |IMplants f - Active implantabl dical devices - Part 6:
117 |ISO 14708-6-2010 ?I‘ﬂﬁ)\%.ﬁ;}ﬁﬁﬁﬁ)\l?ﬁ%ﬁ:.%ﬁﬂﬁ:ﬁﬁﬂ%ﬁﬁ&@ﬁu Pna]ftiizlasr (r)er(:l:Ji:Zrenr)e/nts ?ol:/ zclg]vpe ?;:Ia:t:klje I::]edii::cz:viceasrintended to
AR (AT ETER EREAET RN L S _
treat tachyarrhythmia (including implantable defibrillators)
o= S N Sterilization of health care products - General requirements for
[=kyw2 S =E | i) Shls == p3 &
118 |ISO 14937-2009 {%Ezuufﬁ.ﬁﬁﬁmﬁﬁﬁsmﬁﬁﬁ&*E:ﬁsfi%ﬂﬁﬁ%ﬁ& characterization of a sterilizing agent and the development, validation and
IER ERESIR—AREESK . P ) )
routine control of a sterilization process for medical devices
119 |ISO 14971-2007 ErEE ErEENREIENNE Medical devices - Application of risk management to medical devices
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120|150 15002-2008 B S S R R B R R RS ;Iic;vevl—irr]r;e::tr;%sevices for connection to terminal units of medical gas
1 5o 15193.2000 SN S AR R R R NSRS In vi?ro d!agnos'ti.c medical‘devices - Measurement of quantitigs in samples
a v of biological origin - Requirements for content and presentation of
ENEEAIGA
reference measurement procedures
NS MR S AR R R A ESE AT In vi?ro d!agnos'ti.c medical‘ devices - Measu'r'ement of quantities.in samples
122 |I1SO 15194-2009 e of biological origin - Requirements for certified reference materials and the
PASCHHINEER content of supporting documentation
I PRSE3 =25 AR MR EE IR 5. RIS RIESCAYRF B & | Clinical laboratory medicine - In vitro diagnostic medical devices -
123  |ISO 15198-2004 7 I .
EHIER Validation of user quality control procedures by the manufacturer
e FELE T . - — - - - y -
1 _[s01525 o 2o SR SRR, BIFRIRUGTER T |Vl deres ook o e ey il e b AT
3 5 7\5 = = ;j\’_ ~EI7 = '% = 5 - z = = = ; =
125  |ISO 15223 AMD 2-2004 ErTesim. BT ET SRS, (FiRCiHRESRNRS. 185 Med!cal dewcgs Symbols tg be used with medical device labels, labelling
142 and information to be supplied; Amendment 2
Efreat AT EFEmires. fRoREMSENFES 815 |Medical devices - Symbols to be used with medical device labels, labelling
126 ]IS0 15223-1 AMD 1-2008 P —RERAEKEL and information to be supplied - Part 1: General requirements;
127 |1s0 15223-1-2007 BEfrestn. AT ETSmics. (FRciRESEMNAS.81 [Medical devices - Symbols to be used with medical device labels, labelling
BB —AREK and information to be supplied - Part 1: General requirements
- . - = Medical devices - Symbols to b d with medical device labels, labelling,
128 |ISO 15223-2-2010 Eﬁ%gmﬁﬁ?lzﬁ%gmhﬁ: (RIRCTIRHERFTS 552 anz ;r:?orr:\a”tciz; to{)ne] sﬁéplci)ede— uPsaert \ZN ISyr:l?oIlfiaevetle;l::rieant?;l:ct?orl\ng
B FFSHIBIE. fHEFIitE I
and validation
129 |1s0 15225-2010 Erios FR R E e R (l;/;itailzfrluciz\:lrzes - Quality management - Medical device nomenclature
130 |1sO 16428-2005 SMEENY. TN RFIEEST SSmAvER A IZNAEMiRie A (Implants for surgery - Test solutions and environmental conditions for
RIS RFBMESRAG static and dynamic corrosion tests on implantable materials and medical
SRHEAY S BT B S S e Implaths for surgery - Measur‘en"\ents of open»circgit potential '.co asses's
131 |ISO 16429-2004 | vty corrosion behaviour of metallic implantable materials and medical devices
FRMTERER AT ; )
over extended time periods
132|150 17090-1-2008 s AT RS REH S 1 ST A ?:::;2;::2::;?:: - Public key infrastructure - Part 1: Overview of digital
EFER2 ATFZPEMIZHE. SB35 IAEETEVAMIRIEER |Health informatics - Public key infrastructure - Part 3: Policy management
133 1150 17090-3-2008 =18 of certification authority
=}
ROMORT B A AR AR R R R S IrT vitrq diagnostic medical de\(ices - Meaﬁl{rement of quar?tities in
134 |ISO 17511-2003 1 ey biological samples - Metrological traceability of values assigned to
BRI ERRIE . ’
calibrators and control materials
135 |10 17593-2007 I PRSC3E =M F A NET P 2E . D BRFUSR ;A7 EAMK | Clinical laboratory testing and in vitro medical devices - Requirements for
SR FHIE K in vitro monitoring systems for self-testing of oral anticoagulant therapy
136 |10 17664-2004 Efr SSmATES it ES E S EIT B AR |Sterilization of medical devices - Information to be provided by the
8 manufacturer for the processing of resterilizable medical devices
157 150 1766512006 (R S R R S L S . 5 tSr:enllzanon of health. car.e products —'M0|st heat - Part l:. Beq}urements for
-1- | it e development, validation and routine control of a sterilization process
WRALEHIIER for medical devices
138 [ISO 18104-2003 EFEEFEASEABEANGS Health informatics - Integration of a reference terminology model for
139 |1SO 18113-1-2009 RINSHAEETT S5, BERS IR BB B (%) B1EHAE.  |In vitro diagnostic medical devices - Information supplied by the
ENFI—HREER manufacturer (labelling) - Part 1: Terms, definitions and general
140|150 18113-2-2009 RGNS T B8 F SRR S B (RE) 528895\  |In vitro diagnostic medical devices - Information supplied by the
RAHARIMS R manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
141 |1s0 18113-3-2009 RGNS TR T B8 FERIRIMS B (RE) 58385 L LA  |In vitro diagnostic medical devices - Information supplied by the
RIMZHTINES manufacturer (labelling) - Part 3: In vitro diagnostic instruments for
142 |1S0 18113-4-2009 RGNS EE T B8 . F SRR S B (RE) 554884 :BA  |In vitro diagnostic medical devices - Information supplied by the
{RIMZHRR manufacturer (labelling) - Part 4: In vitro diagnostic reagents for self-
143|150 18113-5-2009 RGNS T B8 . F SRR SR (RE) 55889 EA  |In vitro diagnostic medical devices - Information supplied by the
RINZHTINEE manufacturer (labelling) - Part 5: In vitro diagnostic instruments for self-
RONSUR A AT R RS R RSP IrT wtrq diagnostic medical de\(lces - Meas-lfrement of quantities |r.1
144 |ISO 18153-2003 o N L biological samples - Metrological traceability of values for catalytic
IREB R LIRE BT R IR . f . ;
concentration of enzymes assigned calibrators and control materials
145 |1s0 18779-2005 S S E S R ARG BHER Z:ili(r::;d;\ges for conserving oxygen and oxygen mixtures - Particular
ErEE ERAN SN REE RSN HFAAX |Health informatics - Clinical analyser interfaces to laboratory information
146 |ISO 18812-2003 S
14 systems - Use profiles
147 |10 19001-2002 LI RIZHIET RS YA =IZHRAFIE= /518 |In vitro diagnostic medical devices - Information supplied by the
HHER manufacturer with in vitro diagnostic reagents for staining in biology
148 [1SO 19054-2005 EfrigEiniANERS Rail systems for supporting medical equipment
149  [1SO 21171-2006 ErEAFE aBREmARNE Medical gloves - Determination of removable surface powder
150  [ISO 21549-5-2008 ErERE BAET REUE 5555 1RBIER Health informatics - Patient healthcard data - Part 5: Identification data
151  [ISO 21549-6-2008 ErERE BAET REUE 5630 ETRER Health informatics - Patient healthcard data - Part 6: Administrative data
152 ISO 21647 Technical ErBESIRE WRSENSENEAL LI EEMEANSHE |Medical electrical equipment - Particular requirements for the basic safety
Corrigendum 1-2005 SKIABNRL and essential performance of respiratory gas monitors; Technical
ErHESIRE WRSENSENEALZSINEEMEANSHE |Medical electrical equipment - Particular requirements for the basic safety
153 |ISO 21647-2004 . . R
K and essential performance of respiratory gas monitors
154  [1SO 21969-2009 SETFARRG—EERNSERIEERE High-pressure flexible connections for use with medical gas systems
155|150 22442-1-2007 0 PR L A S 1504 KU S ER R Med{cal AdewcesA utilizing animal tissues and their derivatives - Part 1:
Application of risk management
B R S ) B0 A X - - - - : T :
156 |10 22449-2-2007 ETiRE FsBA R EATAEY 552800 FREH]. REM  |Medical devices ufullzmg ammal tissues anq their derivatives - Part 2
pist:] Controls on sourcing, collection and handling
- - RN Medical devices utilizing animal tissues and their derivatives - Part 3:
S 4a40 7 AN o= 2 SME4
157 |ISO 22442-3-2007 ﬁggﬁiﬁ%ﬂ?ﬁ%@%&ggﬁ;ﬁﬁﬁﬁ*mﬁ%ﬁ@% Validat?or? of the elimination and/or inactivation of viruses and
transmissible spongiform encephalopathy (TSE) agents
Spse e S A . .. |Clothing for protection against infectious agents - Medical face masks -
3 | &M EANRIE TS =
158 |ISO 22609-2004 1§%ﬁﬁiﬂjﬁjﬂﬁ'l§ﬁﬁg'm/&,‘m'/ﬁﬁmﬂ"ﬁ'ﬂlﬂme Test method for resistance against penetration by synthetic blood (fixed
R IKF5ESY) 9 p y sy
i > volume, horizontally projected)
seng N . Sterilization of medical devices - Low temperature steam and
RN EE (R SE: Sl GEIT 3
159  |ISO 25424-2009 Eﬁ%ﬁbﬂﬁg,ﬁs.f&mmrﬁﬂﬂa@.Eﬁ%ﬁm,ﬁslf%ﬁﬁfﬂﬂ'&}\ formaldehyde - Requirements for development, validation and routine
IEFN B B iEHEK S : )
control of a sterilization process for medical devices
BIRIENET S BN O EETREE AIRERESSER |Space systems - Programme management - Quality assurance
160 |ISO 27186-2010 e .
&5 RIFIARER requirements

#
~
=
=




ISOEE ST 47 £ (ISO medical standards)

161 [ISO 28620-2010 Efrig e eI E S AR Medical devices - Non-electrically driven portable infusion devices
FESTEE. LR EABETSRMN6%(B/R)AHERAESL 58158  |Conical fittings with a 6 % (Luer) taper for syringes, needles and certain

162 |ISO 594-1-1986 X N N
S —RREK other medical equipment; Part 1 : General requirements

163|150 594-2-1998 FESTEE. LR EAMBET S0 6%(B/R)AHERAESL 58258  |Conical fittings with 6% (Luer) taper for syringes, needles and certain other
oiEEEsL medical equipment - Part 2: Lock fittings

Medical gas pipeline systems - Part 1: Pipeline systems for compressed

12 |kse s com s ERSHEERA SIS ERENERSAESHAZER |medical gases and vacuum - Amendment 1: Requirements for terminal
KU L R TR EE TR T AMAZE B TNE units for vacuum fitted on medical supply units with operator-adjustable

portions and connected to the pipeline throuah flexible hoses

165  |ISO 7405-2008 TR IR ET SR A IES R Dentistry - Evaluation of biocompatibility of medical devices used in

N N - Medical electrical equipment - Part 2-56: Particular requirements for basic
= _CEIZRLN- SE IS N=1 4

166  |ISO 80601-2-56-2009 Eﬁ%ﬁﬁ%.ﬁz SCRST AREN BRI IR RS safety and essential performance of clinical thermometers for body

FEZEMRATHRER
temperature measurement

167  |1SO 8600-2-2002 FEEFNNHUEE BT NN F R 552800 7S & |Optics and optical instruments - Medical endoscopes and endoscopic
PERGHIRIAER accessories - Part 2: Particular requirements for rigid bronchoscopes

168 |ISO 9626 AMD 1-2001 S BT R BRI R XL iﬁl:rizs;:;etel needle tubing for the manufacture of medical devices;

169 |ISO 9626-1991 LS EFBRANTREINE Stainless steel needle tubing for manufacture of medical devices

17 R HL7FR /2. SRR A FEE T IS R F203E 329 | Data Exchange Standards - Health Level Seven Version 2.5 - An application

0 |ISO/HL7 27931-2009 . . " q
RIFRtHY protocol for electronic data exchange in healthcare environments
. - N i Guide to the development and inclusion of safety aspects in International
- = 4 RVEETS .
171  [ISO/IEC Guide 63-1999  |EfF#EZ LA ENFRFANEITRESERE Standards for medical devices
172 IZSO%{‘IEEE 11073-10101- R s E B S 101015 RIS I1-|0ela(l)t; Eior;?:;;::u—r:omt—of—care medical device communication - Part
I EEE 11073-10201- 5 g o Health inf ics - Point-of- ical i ication - P
173 250(321 073-1020 R I S S10201555 st 10e;0t1~ goz::::t;;iormzlgz:mfgzlmedlca device communication - Part
o ISO/IEEE 11073-10471-  |[{fE(EEZ FOBRIMSET(POC) EfTiZ&E(S. 8510471865 |Health informatics - Point-of-care medical device communication - Part
2010 s R VA O W oS =R 5 9k 10471: Device specialization - Independant living activity hub
175 |ISO/IEEE 11073-20101- (REEES RENETRSES 5520101885 R %68 & | Health informatics - Point-of care medical device communications - Part
2004 PN i 20101: Application profiles; Base standard
176 ISO/IEEE 11073-30200- |fZER(EEZ FEIENETIRSIE(E. 5530200285 & #H0ER.B | Health informatics - Point-of-care medical device communications - Part
2004 YR 30200: Transport profile; Cable connected
- ISO/IEEE 11073-30300-  |{EZEHEREZ FRoSHQNIET IR EIEE 5530300585 &40 ER.£L | Health informatics - Point-of-care medical device communications - Part
2004 Flvvs3 30300: Transport profile; Infrared wireless
5 N — Health informatics - Information security management for remote
SEE. EERE 24 ER% - ; ) . .

178  |ISO/TR 11633-1-2009 %Eglgﬁ?ggfgmﬁfgg BT AP maintenance of medical devices and medical information systems - Part 1:
SRS - Requirements and risk analysis
ErBESIRE MG EETTREERAARANE. THEME |Medical electrical equipment - Deployment, implementation and

179 |ISO/TR 13154-2009 = X o R o . . .
{EigR operational guidelines for indentifying febrile humans using a screening

y Medical devices - Quality mangement systems - Guidance on the
L % N =
180 |ISO/TR 14969-2004 EfF S RESEESISO 13485-20038 FHiSR application of ISO 13485; 2003
T pures ¥ SZRLN-ANGTD i ics - ili -

181  |ISO/TR 16056-1-2004 Efj@%q-m&lﬁﬁ%ﬁ%ﬂlﬂl?ﬁﬂ%&ﬁﬁﬁa MBS |Health mformatl'CS Interop'er'a'bmty of telehealth systems and networks

FIEX Part 1: Introduction and definitions
=gk g Zx r AN R es - AR _

182 |ISO/TR 16056-2-2004 EF R Im2ET REHIME IR ERNE 52585 5L |Health mforrﬁatncs Interoperability of telehealth systems and networks
3 Part 2: Real-time systems
Efr et BT St SRS AR R RNINEC ErR %R |Medical devices - Guidance on the selection of standards in support of

183 |ISO/TR 16142-2006 = . . i A
ig/ recognized essential principles of safety and performance of medical

184  |ISO/TR 21089-2004 EFEEZ AEHRAIREERR Health informatics - Trusted end-to-end information flows

Health informatics - Use of mobile wireless communication and computing
185  |ISO/TR 21730-2007 EF e AR a R B AT E RN #EEXT [technology in healthcare facilities - Recommendations for electromagnetic
EFR R BRI A KBRS TINEE) compatibility (management of unintentional electromagnetic interference)
with medical devices
o . Health informatics - Business requirements for an international coding
- =R A N R > 0.9

186  |ISO/TR 25257-2009 BERERF ETrmER BRI SEK T e e e
EriREIEYITE 1950 ARIIBH . TS |Biological evaluation of medical devices - Part 19: Physico-chemical,

187 |ISO/TS 10993-19-2006 R morphological and topographical characterization of materials

. T == =res, ; ; : : P Princi

188 |ISO/TS 10993-20-2006 Eﬁlﬁ%@i%ﬁﬁ%%%ﬂb.Eﬁ&ﬁﬂ@%&‘_a%—?—ﬁtguag Blolpglcal evall{at|on of mejdlcal devnc'es ParF 20: Principles and methods
RUFI7SE for immunotoxicology testing of medical devices

189 |ISO/TS 11073-92001- BERERE EFEIASR. 559200188 Smis N Health informatics - Medical waveform format - Part 92001: Encoding rules

190 |ISO/TS 16058-2004 EFEEZ InEEIRANZEERYE Health informatics - Interoperability of telelearning systems

191 |ISO/TS 18308-2004 Efr RS2 BARHIRREHREK Health informatics - Requirements for an electronic health record

192  |ISO/TS 19218-2005 785 AR MR RIS ER Medical devices - Coding structure for adverse event type and cause
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