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IEC 60601-1-9, Medical electrical equipment—Part 1-9: General requirements for basic safety and essential
performance — Collateral Standard: Requirements for environmentally conscious design

IEC 60601-1-10, Medical electrical equipment—Part 1-10: General requirements for basic safety and essential
performance — Collateral Standard: Requirements for the development of physiologic closed-loop controllers
International Commission on Radiation Units and Measurements (ICRU). ICRU Report 85a: Fundamental
quantities and units for ionizing radiation (revised). Journal of the ICRU, 11(1), Oxford University. Press:
Oxford, UK, 2011

BTV

International Commission on Radiological Protection (ICRP) Publication 116:2010..Conversion Coefficients
for Radiological Protection Quantities for External Radiation Exposures. ICRP Publication 116, Ann. ICRP
40(2-5)

JIS T 62667:2020 = I fE X — R AR IR A E — YRR FIE

IEC 60601-2-11:2013, Medical electrical equipment— Part 2-11: Particular requirements for the basic safety
and essential performance of gamma beam therapy equipment

ISO/IEC 80079-34:2018, Explosive atmospheres —Part 34: Application of quality management systems for
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TAIELZ ISOCENTRE JIS 7, 4005:2012, 10558
TAIE ) 9D ISOCENTRIC JIS Z 4005:2012;,. 10559
7I)r—A %A APPLICATOR CARRIAGE 201.3.201
—HkXAxvY=2Y UNIFORM SCANNING 2013.242

£3a1=F4 IMMUNITY JIS T.0601-1-2:2018, 3.8

ERESME. ME #5%

MEDICAL ELECTRICAL EQUIPMENT,
ME EQUIPMENT

JIST 0601-1:2017, 3.63

ERERVRATLA, ME VR

MEDICAL ELECTRICAL SYSTEM,

JIST 0601-1:2017, 3.64

T L ME SYSTEM

AV —AYH INTERLOCK JIS Z 4005:2012, 10523
KARER PERMANENTLY INSTALLED JIS T 0601-1:2017, 3.84
X # X-RADIATION JIS 7 4005:2012, 10893
Isydav EMISSION JIS T 0601-1-2:2018, 3.4
s ENCLOSURE JIS T 0601-1:2017, 3.26
BFaEf-YIRIL¥— ENERGY PER NUCLEON 201.3.211

6 GANTRY JIS Z 4705:2015, 201.3.206
BB TYPE TEST 201.3.241

B PATIENT JIS T 0601-1:2017, 3.76
BARE PATIENT ENVIRONMENT JIS T.0601-1:2017, .3.79
BEMNBROEE PATIENT POSITIONER 201.3.225
BEMBEROEEXRIR PATIENT POSITIONER TOP 201.3.226
BEaYA—4 APERTURE JIS T 62667:2020, 3.3
TERXiE CONTROLLED AREA JIS 7 4005:2012, 10199
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B LICHEE (kR
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BESER EQUIPMENT REFERENCE POINT (ERP)  201.3.212

BiEH TECHNICAL DOCUMENTATION 201.3.238

ERTE BASIC SAFETY JIS T 0601-1:2017, 3.10
BED, JMELE SPECIFIC JIS Z.4005:2012, 11094
EXERE ESSENTIAL PERFORMANCE JIS T 0601-1:2017,.3.27
RARE ABSORBED DOSE JIS Z 4005:2012, 10003
RIRIRE R ABSORBED DOSE RATE JIS Z:4005:2012, 10004
BA4> LIGHT ION 201.3.218

R SR ER SITE TEST 201.3.237

IR TOOL JIS T 0601-1:2017, 3.127

DFFRELHIE, NRMW

NOMINAL RANGE MODULATION
WIDTH (NRMW)

JIST 62667:2020, 3.30

EHISTRIS LENEEE

PRE-PROGRAMMED MOVEMENTS

201.3.228

EED, HELE

SPECIFIED

JIS Z.4005:2012, 11096

BARELE AMBIENT DOSE EQUIVALENT, H*(10) JIS Z 4705:2015, 201.3.201
FREE=FRATL PRIMARY DOSE MONITORING SYSTEM  JIS Z 4005:2012, 10834
FRIBEE SR PRIMARY/SECONDARY DOSE 201.3.229
MONITORING COMBINATION

w5 T RE READY STATE JIS 7 4005:2012, 10964
R PREPARATORY STATE JIS Z 4005:2012, 10832
FRE USER 201.3.243

LsED) IRRADIATION JIS 7 4005:2012, 10549
BH#ET TERMINATION OF IRRADIATION 201.3.239

HR S iR INTERRUPTION OF IRRADIATION 201.3.216

BHAy K RADIATION HEAD 201.3.232

B 5 B T 3 BEAM LIMITING DEVICE (BLD) JIS Z 4005:2012, 10115
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B LICHEE (AAGH)

B LICHEE (kR
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BAGFBRESATA BEAM LIMITING SYSTEM (BLS) JIS Z.4005:2012, 10116

RS-k IRRADIATION FIELD SIZE JIS Z 4005:2012, 10551

TREEET S8 REDUNDANT DOSE MONITORING 201.3.235
COMBINATION

IRRB T ER INFORMATION TECHNOLOGY JIS T 0601-1-2:2018, | 3.10
EQUIPMENT (ITE)

RERE DEPTH DOSE JIS Z.4005:2012, 10247

A¥x¥Y=VJE—F SCANNING MODE 201.3.236

FlEE2 4~ CONTROLLING TIMER 201.3.206

EEIRE NORMAL CONDITION JIS T 0601-1:2017, 3.70

EHEGHER NORMAL USE TEC 60050-871:2018, 871-04-

22

REXE MANUFACTURER JIS T 0601-1:2023, 3.55

BEEHM RESPONSIBLE ORGANIZATION JIS T 0601-1:2017, 3.101

A RTRERME ACCESSIBLE'SURFACE JIS Z 4005:2012, 10014

AR REER S ACCESSIBLE PART JIS T 0601-1:2017, 3.2

EMER TOUCH CURRENT JIS T 0601-1:2017, 3.129

RERHY QUALITY FACTOR, Q 201.3.231

RELE DOSE EQUIVALENT JIS Z 4005:2012, 10285

REE=FVATA DOSE MONITORING SYSTEM 201.3.210

REE=41=v DOSE MONITOR UNIT 201.3.207

REE=-F1=-v IF DOSE MONITOR UNIT RATE 201.3.208

RET=421=v FEE=4 DOSEMONITOR UNIT RATE 201.3.209

DRT L MONITORING SYSTEM

BEE OPERATOR JIS T 0601-1:2017, 3.73

5 APPLIED PART JIS T 0601-1:2017, 3.8

KRR STAND-BY STATE JIS Z 4005:2012, 11112
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B LICHEE (kR
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H—EKE SINGLE FAULT CONDITION JIS T 0601-1:2017, 3.116
b=t -3 TREATMENT IEC 60601-2-11:2013,
201.3.228

ARE TREATMENT ROOM JIS Z 4005:2012, 11210
SRR A TREATMENT CONTROL PANEL (TCP) JIS Z 4005:2012, 11205
ARER TREATMENT VOLUME JIS Z 4005:2012;. 11212
EE (5 RATED (Value) JIS T 0601-1:2017, 3.97
BR (BH) SUPPLY MAINS JIS T.0601-1:2017, 3.120
BRE MAINS PART JIS T 0601-1:2023, 3.49

BF(A—DUJ%E

ELECTRIC IMAGING DEVICE

JIS Z.4705:2015, 201.3.204

BHNE ELECTROMAGNETIC DISTURBANCE JIS T 0601-1-2:2018, 3.3
BRI R IONIZING RADIATION JIS Z.4005:2012, 10547
EBMRHRE TRANSMISSION DETECTOR 201.3.240

WikEAE, SEASHE INSTRUCTIONS FOR USE JIS Z.4005:2012, 10513
N—FDAx HARD<WIRED 201.3.215

INAT—F PASSWORD JIS 7. 4705:2015, 201.3.214
+E [£] 18 FWHM JIS Z 4005:2012, 10427
E—LF—T429 BEAM GATING 201.3.204
E—LT—T4VIEE BEAM GATING SIGNAL 201.3.205
E=LI7SYIXE=4 BEAM FLUX MONITOR 201.3.203
E—LI7NIVASME=S BEAM FLUENCE DISTRIBUTION 201.3.202

MONITOR

SERHE LIGHT FIELD JIS 7 4005:2012, 10583
RIZZ AR RANGE MODULATION DEVICE (RMD)  201.3.233

=R DISPLAY JIS Z 4005:2012, 10278
RHGERD TARGET VOLUME JIS Z 4005:2012, 11146
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T 0601-2-64 : 9999 (IEC 60601-2-64 : 2025)

B LICHEE (AAGH)

B LR (ER)

High - EFE U fEipT

EVNEF7Y S BUILD UP JIS Z 4005:2012, 10138
J7Y LA PHANTOM JIS Z 4005:2012, 10804
Bl A T 5 4R NON-PRIMARY RADIATION 201.3.224

BIREE=-2 AT LA

SECONDARY DOSE MONITORING
SYSTEM

JIS Z.4005:2012, 11040

i /=R G ACCESSORY JIS T 0601-1:2017, 3.3
WEER ACCOMPANYING DOCUMENTATION JIST 62366-1:2022, 3.2
7599 R FLUX 201.3.214

JILIVR FLUENCE 201.3.213

OS5 TLVEFY TR PROGRAMMABLE ELECTRONIC JIS T 0601-1:2017, 3.91
T L SUBSYSTEM (PESS)

TR 53T ITLRELEHK— PROGRAMMABLE RANGE 201.3.230

a0 MODULATED PORTAL (PRMP)

ERAXY=2Y MODULATED SCANNING 201.3.223

stO RADIATION APERTURE JIS 7 4005:2012, 10894
KSR RADIATION JIS Z.4005:2012, 10893
BRI RADIATION SOURCE JIS Z.4005:2012, 10914
BSHREHH3R RADIATION DETECTOR JIS Z 4005:2012, 10898
BSHRBHE RADIATION FIELD JIS Z 4005:2012, 10903
BEHRAR RADIOTHERAPY JIS Z.4005:2012, 10946
BAHRDIESR RADIATION TYPE JIS Z 4005:2012, 10918
BEHRE—L RADIATION BEAM JIS Z 4005:2012, 10895
W R £ — Ly RADIATION BEAM AXIS JIS 7 4005:2012, 10896
ey RADIOACTIVITY JIS Z 4005:2012, 10924
R—2 PORTAL 201.3.227

RERMR PROTECTIVE EARTH CONDUCTOR JIS T 0601-1:2017, 3.93
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T 0601-2-64 : 9999 (IEC 60601-2-64 : 2025)

B LICHEE (kR

High - EFE U fEipT

R PROTECTIVE EARTH CONNECTION JIS T.0601-1:2023, 3.94
INFEYT MULTIPLE SOCKET-OUTLET JIS T 0601-1:2017, 3.67
FERE QUALIFIED PERSON JIS Z 4705:2015, 201.3.217
FERSEE INDUCED RADIOACTIVITY JIS Z 4005:2012, 10495
WA Rh AR LATERAL SPREADING DEVICE (LSD) 201.3.217
T R0 i P FA EXPECTED SERVICE LIFE JIS T 0601-1:2023, 3.28
JZILERA L REAL TIME IEC 60050-872:2022, 872-05-
03

YRI5 RISK ANALYSIS JIS T 0601-1:2023, 3.103
JRYIFZ DAV bk RISK MANAGEMENT JIS T 0601-1:2023, 3.107
PLF#R LIGHT ION BEAM 201.3.219
RFR7 T r—4 LIGHT ION BEAM/APPLICATOR 201.3.220
AFRABRT L LIGHT ION BEAM DISTRIBUTION 201.3.221

SYSTEM
ALFREE LIGHT ION RANGE 201.3.222
LYo T4 RANGE SHIFTER 201.3.234

9 “INTERLOCK” MiR:E & LT JIS Z.4005:2012 D 10523 Tlx “A v Zm vz L LTWEHR, =
OFETIE A E—mvr” L LT,
I “TARGET VOLUME” DOFRFEE LT JIS Z 4005:2012 @ 11146 TIE “HEAIRFE" L LTV H A,
Z OB TIT EERIRRET & LT,
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