110£5% 1p { 37

“ios BREHETZ L HETR B REAR S FE

C.H & TR&E D.4 & %
A&T LA | BRSSIER REAE 13 i (2 )R . >
Device Classification | Guidance for : . 2.5 % 2HCRkI)EER
name number pre-clinical Essential performance (vertical) General Safety (horizontal) standards
: standards
testing
L RAR J.2910 AR 1. 1SO 80601-2-56:2017/Amd 1: 2018 1. EC 60601-1:2005+Amd 1:2012 Medical
# TeAk TR R A Medical electrical equipment - Part 2- Electrical Equipment — Part 1: General
(Infrared ear bi:3 56: Particular requirements for basic Requirements for basic Safety and Essential
thermometer) safety and essential performance of Performance ; %
clinical thermometers for body 2. IEC 60601-1-2:2014 Medical electrical
temperature measurement ; Equipment - Part 1-2: General requirements
2. ASTM E1965 - 98(2009) Standard for basic safety and ssential performance —
Specification for Infrared Collateral Standard: Electromagnetic
Thermometers for Intermittent disturbances — Requirements and tests ; %
Determination of Patient 3. A& A RBEFEIN - (4rdFEE R E)
Temperature ; & ISO 10993-1:2018 Biological evaluation of
3.¢ F=3 WK 7% % CNS 15042 & ¥k medical devices - Part 1: Evaluation and
ERES AL SRS CSUE ) 3 i testing within a risk management process
(2007)
L RIER J.2910 & 1. 1SO 80601-2-56:2017/Amd 1: 2018 1. IEC 60601-1:2005+Amd 1:2012 Medical
# (Infrared Medical electrical equipment - Part 2- Electrical Equipment — Part 1: General
Forehead 56: Particular requirements for basic Requirements for basic Safety and Essential
thermometer) safety and essential performance of Performance ; %
clinical thermometers for body 2. IEC 60601-1-2:2014 Medical electrical
temperature measurement ; Equipment - Part 1-2: General requirements
2. ASTM E1965 - 98(2009) for basic safety and essential performance —
Standard Specification for Infrared Collateral Standard: Electromagnetic
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Thermometers for Intermittent
Determination of Patient
Temperature ; &

3.7 EF3 WK 7I& % CNS 15042 7 ¥k
R 2R -‘ﬁ P8 2 vt amglg et
(2007)

disturbances — Requirements and tests ; %

A S A RIS (e T R R %)

ISO 10993-1:2018 Biological evaluation of
medical devices - Part 1: Evaluation and
testing within a risk management process

T Rt J.2910 Tk 7+ R 1. ASTM E 1112 Standard Specification . IEC 60601-1:2005+Amd 1:2012 Medical
(Clinical T TRE R for Electronic Thermometer for Electrical Equipment — Part 1: General
electronic AR Intermittent Determination of Patient Requirements for basic Safety and Essential
thermometer) Temperature (2018) ; = Performance ; %
2. 1SO 80601-2-56:2017/Amd 1: 2018 . IEC 60601-1-2:2014 Medical electrical
Medical electrical equipment - Part 2- Equipment - Part 1-2: General requirements
56: Particular requirements for basic for basic safety and essential performance —
safety and essential performance of Collateral Standard: Electromagnetic
clinical thermometers for body disturbances — Requirements and tests ; %
temperature measurement ; & LA B A BRI (oifE HEE E)
3.¢ 3 ® K 7% CNS 15043 fF ¢ ISO 10993-1:2018 Biological evaluation of
iRl —ﬁ‘ Rz 73N et medical devices - Part 1: Evaluation and
(2007) testing within a risk management process
bt B FE 1.4370 bt HET EN 13795-1:2019 Surgical clothing and . 1SO 10993-1:2018 Biological evaluation of
" (Surgical Tebk w0 R R A drapes - Requirements and test methods - medical devices - Part 1: Evaluation and
drape) # Part 1: Surgical drapes and gowns testing within a risk management process ;

z

. 3 {7 = FFE 2 (Sterilization validation) (2

% +L)Fx % SAL (Sterility assurance level)-|:
3+10°; 2

. E s E4 Y 2 % 0 ANSI/AAMI ST65

Processing of reusable surgical textiles for
use in health care facilities (2008/R2018),
section 6-Laundry processing
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recommendations and section 7-Inspection,
testing, and maintenance of laundered
textiles

s} 7T;L e e
(surgical
gowns)

1.4040

E-D

EN 13795-1:2019 Surgical clothing and
drapes - Requirements and test methods -
Part 1: Surgical drapes and gowns

. 1SO 10993-1:2018 Biological evaluation of

medical devices - Part 1: Evaluation and

testing within a risk management process ;
z

. 32 {7 » FFe 2z (Sterilization validation) (%

% +1)Fx % SAL (Sterility assurance level)-|
3+10°; 2

.E s 24 2 % 0 ANSI/AAMI ST65

Processing of reusable surgical textiles for
use in health care facilities (2008/R2018),
section 6-Laundry processing
recommendations and section 7-Inspection,
testing, and maintenance of laundered
textiles

U S a4
(Surgical
lamp)

1.4580

oh A i T
Ji b R AR

IEC 60601-2-41:2009+Amd 1:
2013Medical electrical equipment - Part
2-41: Particular requirements for the
basic safety and essential performance of
surgical luminaires and luminaires for
diagnosis

. IEC 60601-1:2005+Amd 1:2012 Medical

Electrical Equipment — Part 1: General
Requirements for basic Safety and Essential
Performance ; %

. IEC 60601-1-2:2014 Medical electrical

Equipment - Part 1-2: General requirements
for basic safety and essential performance —
Collateral Standard: Electromagnetic
disturbances —Requirements and tests

FrE(R =
R E)
(Static
Electric

0.0001

FTE(R =i
K B) Tk o iR
AR

JIS T 2003:2018 Electric therapy
apparatus for home use

. IEC 60601-1:2005+Amd 1:2012 Medical

Electrical Equipment — Part 1. General
Requirements for basic Safety and
Essential Performance ; %
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Therapy

Apparatus)

2. IEC 60601-1-2:2014 Medical electrical
Equipment - Part 1-2: General
requirements for basic safety and essential
performance — Collateral Standard:
Electromagnetic disturbances —
Requirements and tests

b (e

0.5500 it REGH R

JIS T 0601-2-203:2015 Medical electrical

1. IEC 60601-1:2005+Amd 1:2012 Medical

K B) ®) §=4 7 iRE | equipment - Part 2-203: Particular Electrical Equipment — Part 1: General

(Infrared AR requirements for the basic safety and Requirements for basic Safety and Essential

Lamp essential performance of infrared therapy Performance ; %

(therapy equipment 2. IEC 60601-1-2:2014 Medical electrical

apparatus)) Equipment - Part 1-2: General
requirements for basic safety and essential
performance — Collateral Standard:
Electromagnetic disturbances —
Requirements and tests

R R AFREARR A 2 UEHBL RS S TR —

1. EO# f- I1SO 11135:2014 Sterilization of health-care products -- Ethylene oxide -- Requirements for the development, validation and

routine control of a sterilization process for medical devices
5 #+7% - 1ISO 11137-1:2015 Sterilization of health care products- Radiation - Part 1: Requirements for development, validation and
routine control of a sterilization process for medical devices # 1SO 11137-2:2015 Sterilization of health care products- Radiation -
Part 2: Establishing the sterilization dose 2 1SO 11137-3:2017 Sterilization of health care products- Radiation - Part 3Guidance on

dosimetric aspects

B EUR F)- 1SO 17665-1:2006 Sterilization of health care products -- Moist heat -- Part 1: Requirements for the development,

validation and routine control of a sterilization process for medical devices
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