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* IEC 60601-1:2012, 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

*IEC 60601-2-22:2012, Medical electrical equipment - Part 2-22: Particular requirements for basic safety and
essential performance of surgical, cosmetic, therapeutic and diagnostic laser equipment

+ IEC 60825-1:2014, Safety of laser products - Part 1: Equipment classification and requirements

+ ISO 10942:2006, Ophthalmic instruments — Direct ophthalmoscopes

+ 1SO 10943:2011, Ophthalmic instruments — Indirect ophthalmoscopes
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434 VE—hA 2 F—1 7
IEC 60825-104.41Z X %,

435 v==2T7 vy B
IEC 60601-2-220201.11.8.10112 & %,

43.6 HEZ L A HIE
IEC 60825-104.5/2 % %,

4.3.7 ST A R
IEC 60601-2-220>201.10.4.d) )2 Ue) 1= X %,

438 E—LTv v v HF
IEC 60825-1D4.81Z X %,

439 7T AT~
IEC 60825-1D5.17755.6F T2 LD, 7272 L, HAGEERGLIE, JISC 680207172577 Tz
K5,

43.10 BHH Z~v
IEC 60601-2-220201.7.2.101.b)IZ L 5, 7272 L. HAGEZCIE. JISC 680207812k %,

43.11 L—YEEcx T 5EE
IEC 60825-1D5.80 5511 F TIZ Xk D, 7272 L, AAGEEGLIEL. JISC 6802007.9/057.13F T

&5,

43.12 B2IEILAA vF
IEC 60601-2-220201.12.4.4.10112 % 5.,

4313 VT 4 AL v F
IEC 60601-2-2200201.10.4.g)I1" & %,

4314 7 v N AA v F
IEC 60601-2-22201.8.10.4.10112 X A,
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HEK (CW) &1 5,

463 L—VRIRNE

TROFHPHAEEZ 2N bD LT 5,
1B DO E 488 nm, 514nm, 521 nm. 531 nm. 532 nm. 561 nm,
(FEE) 568 nm, 575~680 nm¥X /% 788~ 828 nm

FR¥E DR R 450~ 700 nm

k. FRMR, BAERT. V- PEEARORRG 2RI 5 L,
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D20 %DOHFFHNTH H Z L,

4.6.5 I KT RV —EE N O KXY — 55
R RN O RN —EEN R L &L DR TONRT —EE (Wem?) %
LT DI,

4.6.6 MGIREH] (BEERFRE) KOV E— FE—R
HAODISH ERVINGIALH TR ETD S B, ST D50 %z 2 TW DR 2 IE T 5,
RREMEICKT DREMAS, £10 %DOHEPHANTH D Z &, 72720, 0.1 BARmOH AL, £50 %D
HHENTHLZ L, £72. VE—FE—FMHX OGN TWDIGE, EORIERRHIL, H10sr
LERONONH ERDETO IS, EEHIIDS50 %% Flal> T 2R Z|IET 5, e
WP DREMEA, £10 %DOHIFANTHDH Z &, 72720, 0.1 BREOGEIX. £50 %D EiFHN
ThoHI L, b, FEHORERALZTET S Z &,
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THATHoTH L= ORIECHENH - U b b, /2, E—A T vy v Z D
RO R RIZE L CIT EBEICH 2 H1T DRI L0 12 & Sl
AT LN SN2 b 2ns &,

4611 T YN AT A
T UNY AT LT, RRETHEIPH, BTSSR, B SUIINEIRTE 7 1 /L2 OFSRED M 2
HNTWDEGE, TNENOMEEER (4.6.4, 4.6.5X134.6.70°54.6.10F T) #iifil= L, EFHO
BIENES THLZ LA BHIC LV R CE D T &,

4.6.12 DAt
ERELSADIER T, MEREM VL MEIZEET 2B cMiE s L TRESNTWA HDIZD
WTCIE, IR IR T D7D EEITH Z &,

4.7 IR L — A E 7 e —
FUNY S AT MCHRRA L — SRR 7 5 — 7 BRI L — Y IR R 5 7
T —TWEENDEHE DFIXAEX X H AT A XX XX X 528459 H o1 HA I SR 5
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1. 3@ %P
7 7 RGPS TNHUE S D IRB L — YOLBEEEE 7 e — 7 R ONRE A L —

HBEELRER A A7 n—7 LT D,

2. BffruE
BFE LIS 352 &,

3. M BRIXIIZNR
ST H B SOIZh AT, IRBHH L —YOeEE L E IR L. L — Y OBYER 2
LT, IRREDIEEE, FlAIX, MB - A% - BRI - BRADLEERICHV 2 O TH

Z R

4. FEARZEFA~OBEENE
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2 BIRHKK
:@%Ei?ﬁ@ﬁ%ﬂiﬁﬁ(quﬁ%%Jkwﬁo)%%mﬁéoﬁﬁﬁéﬁ%%ﬁ
DOFIREEE L %L EOBAITIE, A UIANE OB E LT 2 LN TE 5,

- JIS C 6802:2014, L — 5L D724 Hue

< JIS T 0993-1:2012, [EPREZFOEMFRIEHME—26 15 : UV A7 <XV A 2 b 7at R8T 55
K OGiRER

- JIS T 3209:2011, J&EE 7 AL
+ IS0 9626:20162001, Stainless steel needle tubing for the manufacture of medical devices -- Requirements

and test methods

-%ﬁ%mm%&y$ﬁﬁﬁmﬂﬁiz%% SOUH SCEOFTEEEHOLIEIZ DWW T

Qs 4 L. S Ef
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VIS T 0993-11Z L B1ED, WICKD
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M RN F—OBYWER T AR A B T2 Z & &2 9,

32 u—7
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DT T — LFERE (F 2 1E. IEC 60601-2-49 : 2011 [Medical electrical
equipment — Part 2-49: Particular requirements for the basic safety and
essential performance of multifunction patient monitoring equipment |
N I% IEC 60601-1-8:2006 [Medical electrical equipment - Part 1-8:
General requirements for basic safety and essential performance -
Collateral Standard: General requirements, tests and guidance for alarm
systems in medical electrical equipment and medical electrical systems]
DOLUUTHEHAZZM) ZaHlid 5,

OIEC 60601-2-49 : 2011

208. 6ALARM SYSTEMS

OTIEC 60601-1-8:2006
1. 3.2 Particular standards
6 ALARM SYSTEMS
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IX. IEC 60601-2-27 : 2011 [Medical electrical equipment — Part 2-27:
Particular requirements for the basic safety and essential performance
of electrocardiographic monitoring equipment| DOLLFIEH ZSM) % 2L

ERAR
OIEC 60601-2-27 : 2011

201.12.1.101.1 Accuracy of signal reproduction
201.12.1.101. 2 Input dynamic range and differential offset voltage
201.12.1.101. 3 Input impedance
201.12.1.101. 10 Common mode rejection
201.12.1.101. 13 Rejection of pacemaker pulses
201.12.1.101. 15 Heart rate range, accuracy, and QRS detection range
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OIS0 80601-2-56:2009
201.7.4.3 Unit of measure
201.12.1.101 Additional requirements for accuracy of controls and
instruments
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OIEC 80601-2-30:2013 [Medical electrical equipment - Part 2-30:

Particular requirements for the basic safety and essential

performance of automated non—invasive sphygmomanometers |

201.12.1.104 Maximum pressure in normal condition
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(] 21X, IEC 60601-2-34:2011 [Medical electrical equipment - Part 2-

34: Particular requirements for the basic safety and essential
performance of invasive blood pressure monitoring equipment|DLL FIEH

M) ZiHnT 5,

OIEC 60601-2-34:2011
201.12.1.101. 1 Measurement range, sensitivity, repeatability, non-—

linearity, drift and hysteresis
201.12.1.101. 12 Accuracy of systolic and diastolic pressure
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X, IEC 60601-2-34:2011 [Medical electrical equipment — Part 2-34:
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OIEC 60601-2-34:2011

201.12.1.101. 1 Measurement range, sensitivity, repeatability, non-—

linearity, drift and hysteresis
201.12. 1. 101. 2 Accuracy of systolic and diastolic pressure
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ERXT D RILRFBRERY 7Y I Fa—T T Y R LTREE
TRl 21T 5 Z &,

OIS0 80601-2-55:2011

201.12.1.101. 1 General
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201.12.1.101. 2 DRIFT of MEASUREMENT ACCURACY
201.7.4.3 Unit of measure M TX201.12.1.103 Indication of units of
measure for GAS READINGS
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£ (21X, IEC 60601-2-23:2011 [Medical electrical equipment — Part
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Medical electrical equipment — Part 2-61: Particular requirements
for basic safety and essential performance of pulse oximeter
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« ISO 80601-2-61:2011
201.12.1.104 pulse rate accuracy
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X, IEC 60601-2-26:2012 Medical electrical equipment - Part 2-26:
Particular requirements for the basic safety and essential
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201. 14 PROGRAMMABLE ELECTRICAL MEDICAL SYSTEMS (PEMS)
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ANZFEFIRE (B 21X, 1SO 80601-2-55:2011 [Medical electrical
equipment — Part 2-55: Particular requirements for the basic safety
and essential performance of respiratory gas monitors| DOLLTNHEH%Z%
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OIS0 80601-2-55:2011
201.12.1.101. 1 General
201.12.1.101. 2 DRIFT of MEASUREMENT ACCURACY
201.12.1.101.3 MEASUREMENT ACCURACY of GAS READINGS for gas
mixtures
201.7.4.3 Unit of measure M TF201.12.1.103 Indication of units of
measure for GAS READINGS
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B Z ARl s T ) 2 X TEC 60601-2-40 :2016 FMedical

electrical equipment — Part 2-40: Particular requirements for the
basic safety and essential performance of electromyographs and evoked
response equipment| OLLFNHEHEZZSM) ZiHHT 5,
OJIS T 0601-2-40:2005
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201.12. 1 Accuracy of controls and instruments

201.12.4.103 Limitation of electrical stimulator output parameters
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AIRTIELTED,

@© RIFEMEFHEOE 275

« IEC 60601-2-49, Medical electrical equipment - Part 2-49:
Particular requirements for the basic safety and essential
performance of multifunction patient monitoring equipment

« IEC 60601-1-8, Medical electrical equipment — Part 1-8: General
requirements for basic safety and essential performance -
Collateral Standard: General requirements, tests and guidance for
alarm systems 1in medical electrical equipment and medical
electrical systems

« IEC 60601-2-27, Medical electrical equipment - Part 2-27:
Particular requirements for the basic safety and essential
performance of electrocardiographic monitoring equipment

« ISO 80601-2-56, Medical electrical equipment - Part 2-56:
Particular requirements for basic safety and essential performance
of clinical thermometers for body temperature measurement

+ JIS T 1115, F@ i =8 7 1= 5

« IEC 80601-2-30, Medical electrical equipment - Part 2-30:
Particular requirements for the basic safety and essential
performance of automated non—invasive sphygmomanometers

« IEC 60601-2-34, Medical electrical equipment - Part 2-34:
Particular requirements for the basic safety and essential
performance of invasive blood pressure monitoring equipment

« ISO 80601-2-55, Medical electrical equipment - Part 2-55:
Particular requirements for the basic safety and essential

performance of respiratory gas monitors
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IEC 60601-2-23, Medical electrical equipment - Part 2-23:
Particular requirements for the basic safety and essential
performance of transcutaneous partial pressure monitoring equipment
ISO 80601-2-61, Medical electrical equipment - Part 2-61:
Particular requirements for basic safety and essential performance
of pulse oximeter equipment

IEC 60601-2-26, Medical electrical equipment - Part 2-26:
Particular requirements for the basic safety and essential

performance of electroencephalographs

Zea |z BH 4 Z fE o e s T
S g 7

Q/“—IJJ

« IEC 60601-2-40, Medical electrical equipment — Part 2-40: Particular

requirements for the basic safety and essential performance of

electromyographs and evoked response equipment

. JTTQ T 0601=2-34
To—T \SA~ =

A/”L\b -

BN

« IEC 60601-2-34, Medical electrical equipment — Part 2-34: Particular

requirements for the basic safety and essential performance of

invasive blood pressure monitoring equipment

ANSI/AAMI EC57, Testing and reporting performance results of

cardiac rhythm and ST segment measurement algorithms

< DAl

< JIS T 0601-1, EMESHEIE—5 15 L2k OEAMEREICEE+ 25 —

TR

i 2SR I

« IEC 60601-1, Medical electrical equipment - Part 1: General

requirements for basic safety and essential performance

« JIS G 6050—1  fESRELAepl Bl e Al e 1 . L S T

N4 Iy H IR I VT TRATH A /IJ s L= | PN
- JIS C 62368-1, A —TF 44 « 74, HE®LOERGEHEITEL—5 150 -
22 M BER ETE
- JIS T 0601-1-2, EHESHEIL—F 1 — 25 : Leb o7 puaganshe oy

L SRS SR 7 4 O AR B 2 AR Bk SR
BRI E — R EE R O

-« IEC 60601-1-2, Medical electrical equipment—Part 1-2 : General

requirements for basic safety and essential performance—Collateral

Standard: Electromagnetic disturbances—Requirements and tests
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ISO 13485, Medical devices — Quality management systems —
Requirements for regulatory purposes

-+ JIS Q 13485, EFMEES —ME~ AT A Y I AT A-HHIBRIOTZHO
FOREIH

« ISO 14971, Medical devices—Application of risk management to

medical devices
A=}

- JIS T 14971, EEHEZR—V A7 v XV A N OEREER~OEH

» JIS T 0993-1, EFIEASOEDFHRM—25 158 : U AT ~x A bT
1 2T L R & OFRER

« ISO 10993-1, Biological evaluation of medical devices—Part 1:

Evaluation and testing within a risk management process
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