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Part 2-66: Particular requirements for the basic safety and
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201.107 FEXILBEOHRIFDONT—FIZET 5ERE
WKL, HOETHEZBREZBEAITHEL TWAHE () 234 L2,

201,117 BAEOBRERVMO/NF— FIZEAT 5EE

ﬁ*FWOﬁizw% OREEIRIC L Bk, FE, NIIRAKCETASETERVNYRY T
@m %@t BHRIOITZ & A EOERFEEN YT, EENTEIE, BFEIIRETH D,

201.1227 ME#B|/O1—FEY T4

ek s, mAOMEAREICE TN TS ME 88 L ik 5 L, MEROI—FEY T oMlEiTIE
WICIRERITH D, TEEBEBBEOTIN Z ZITHZENTWDED, U LAWEALH S, A—FFEF YT
4199 TV ORR, T FEREMRE SN TH XU,

201.137 ME #E DO ERRER USERE

BRHIRNY—F, kK, ROBIZ L A2N\F—ERL 00 (HEEAA O 201.8 % 11201.11 25HK),
BRIO Z OFERICE ENDERFHOL S [FTiLY L,

201.13.2.11" EEREESHS CTHERT S ME #i0 L R O E

JEFENE R O\ mBe R I FE SR AT 32 2 & 2 B 97 5 BB (53 2 BORFIHIE, 2 OfEBIK IS
EZ/NAN

201.147  FRYISITILERKREARAIV AT L (PEMS)

ek n, wHlOE AN ThS MEBER LR L2158, BERICI - TAELIVRIDES E—
ﬁbf,ﬁm$@y7bwm7i%iwik&%®fiﬁ<,@%é@&&%ﬁwoﬁﬁmm,ﬁmﬁﬁ
¥ IEC 60601-1-4 TiX72 <, JIST2304 ZiifHl L C& 7z, BIUEZOT 7T u—F RS, #@YITH5 &
FE STV A 728, AJIS T2304 O ZRFIHAERNKE, b T 5 & X ITBAOT 7 a—FITH0E 5
e BE 26N,

201.157 /ME #BDEE

TRANTF—F, k5, ROBENF—ERRnizo (HEE AA @ 201.8 1020111 Z2&H), @HIO
COBRICEENDERFIEODOZL XY LRV,

201.161 ME YR T A

HAIO Z DS, ﬁ%ﬁvkvA@@@@%ﬁﬁ@ T AICITAEETES B2 o, €
HVIZ, VAT LAOETOMEIZOWTHE, ZOMFEBIFEOME A OESL TR, Z OHDORS 72
HoBTF & Lz,
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CD

EHIMA

FDA

LED

ME

NSH

NWIP

OSHA

PEMS

RECD

fft/EE BB
(%)

S5
(=f=]=]

ZE A% (Committee Draft, IEC SCEDIRAE)

RN AR T34 (European Hearing Instrument Manufacturers Association)
KERMERSE (Food and Drug Administration)

RIH A A — K (light emitting diode)

=HES (medical electrical)

bR EFE 2 (Nordic Cooperation on Disability)

FHEREH EHEE (New Work Item Proposal, TEC SCE DR AE)

KE 55 #2225 4)T  (Occupational Safety and Health Administration)
a7 NVERER Y AT A (programmable electrical medical system)

EH B 7F 7 (real ear to coupler difference)
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ftiEE CC
(B%)
EARERE

ZOERIBE DO EREEBRS S LICRER, ZhbooERICBIT2E&ERRE~ 2 CEITERINT
WDHERVITHS ZLICREL, BEEEIL, TOYRIIRTDAD M TORRITHS T, BEXiEREL
FR LN B OMEE LT 2 hEE b,
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fftiEE DD
(%)
ME 25 0D B R L 1%

RGN, JIST0601-1-2 |27 > CRERZIT 9, Wb RO H, YRIPIRD A M2 X - TEF
fli g%,

b1z, BB S BEEB O I 2 =F (12O T, TEC60118-13 (ANSIC63.19 |2 5HE) |
HEINTWHERFHAZBEHT 2,

% DD.101 |2, RF =3 v o a U oORBRICE T 2 #IESR O F57E O E 258 Al RE 22 Bk O 2 7,

R DDA —ERICEASNARE RFBH TSI v a VIZBETI2BHEOHREH

B = DAV T BRI GE ] T RE 2R A AR OMERR ORI
EIESS O RF itf—=3 v 3> | CISPR 11, Group 1, Class B JIS C 5512:9999 (2 L 2 FI{&7H%
RUED BT

BLEERIT, WHOBEYRRBHORTLEERFEL ZRLETLHZEALE LY, ] DDA02 |, FHEE
BOBETORBRFTC K OBEBRERICHTHERFE, WRICKIEED A 2 2 =7 A EREEHEZTEDDH =D
WZBBIZTHZ ENR[RER B TH B,

ZOBNE, HERESIORR S NEREFTIE R, WAL, YRIIRDA DRI FANORFHEIZL > T
B %
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Big BB~V AT TEREE | BB OISO R 2D R RE D 22\ W IR O
W54 I2=F 4 FRE BEHE R B ARMEREZR S IE
AR L~ L
FEXKE |2 b) ° WMPESRIL, HbT 5 LA
SHERL~UL 4 FIEREORKD | ETORBKRL~L: | 250D ETD,
Befif . =8 kV FRIET, OSPLI0 % | HFBEXIMEBE DO &THE |a) ABL~L 2 =2—¥F—0
KA £2kV, *4kV, | 10 dB BLETFIF725% | %12, 90 dB AJJRF BefE72 L THEIA
£8kV LU E15kV TE DOH LR 6 Befih . £4kV B
dB UL EHEIML T KA 4KV
BV, LULd
TFIZOWTEF[b) RBRLL 3 2—F—D
KT 5, BeiE (FHEERR O T EN 2 &)
IZ K- THEIA
Bl S 6 kV
ALY +2kV, +4kV
K O+8kV
P A EIRJE | 30 A/m JIS C 5512:9999 {2 | 9 @
WO | 50 Hz X% 60 Hz X BAFIEHAEOR | ik IRILprvr : FHHIIE T O 4K
(PFMF) (JIS C 61000-4-8 (= & | HEDFR T L~UL)ys HFA RIS %R U7
5 ER) E23 55 dB LA F T iuda b
720N,
Eo RKBRL~ULIZOWTIE, JIS C 61000-4-2 25,
EY O HAOLLOEMERHTE 2 L5127 5729, OSPLIOE, HERETD OSPLI0 LY, 472< L% 10dB
KRB EIITHRET D,
E9 HBESMEORBENE TAL 0 IBITHTHH LNV EZHIET S,
EO HIRIL, ABILE,
EO  (BUR RF 7 ¢ —/L RO#E& L AR L EIC B9 5 R EA B EE SR\ IR,
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S Xk

JIS C 61000-4-2 TR 2L — 27 4-2 F ¢ Gkl S ONAE BN — s EXMEA 2 =2 =7 ¢ AR
ERD KPS EESBLKS TIL, IEC 61000-4-2, Electromagnetic compatibility (EMC)— Part 4-2: Testing and
measurement techniques — Electrostatic discharge immunity test % 52# L T\ 5,
JIS C 61000-4-8  FERMI AL — 27 4-8 F5 + GklR M ONAIE Bl — BRI B B Rt A X = =7 ¢ 5kl
SRR S EEEREKS TlE, IEC 61000-4-8, Electromagnetic compatibility (EMC)— Part 4-8: Testing and
measurement techniques —Power frequency magnetic field immunity test Z Fi# L T\ %,
JIS T 1201-1:2020 G A BERE — 55 130 « ME ) A K ONE E IR A L 2 B e
ERD MG EESHUES T, IEC 60645-1:2017, Electroacoustics — Audiometric equipment +— Part.: Bquipment
for pure-tone and speech audiometry % F2# L TV 5,
JIST 62366-1:2022 [EHMEZR— 5 1 58 : 2a—V VT 4 =V =7 U 7 O ERME~O# ]

JISC1509-1 EHEREE Y7 R~ A—% (BREH) — 81 E 4Lk

JIST 60601-1-6:2023 I T i UkRs — 5 1:6 1l : JEMEZ 22 R OEAMEREIC BT 5 AR ZLR S — R :

JIS 7. 8000-8:2022 & K ONHENT — 55 8 #  HEE
IR A EREIRRS T, ISO/FDIS 80000-8:2019 Z 5k L TV 5728, AT S1172.1S0 80000-8:2020 D

IEC 60118-4, Electroacoustics —Hearingaids—Part 4: Induction-loop systems for hearing aid purposes — System
performance requirements

IEC 60318-5:2006, Electroacoustics = Simulators of human head and ear — Part 5: 2 cm?® coupler for the
measurement of hearing aids and earphones coupled to the ear by means of ear inserts

IEC 60601-1-4, Medical electrical equipment—Part 1-4: General requirements for safety —Collateral Standard:
Programmable electrical medical systems

S¥EE IEC 60601-1-4:1996 & ONF D Amendment 1:1999 1%, FBEIESNTWA, 2B, ZOHKORRE

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

TEC 62489-1:2010+AMD1:2014+AMD2:2017, Electroacoustics — Audio-frequency induction loop systems for
assisted hearing —Part 1: Methods of measuring and specifying the performance of system components

ISO/TR 25417:2007, Acoustics —Definitions of basic quantities and terms

ANSI C63.19, American national standards methods of measurement of compatibility between wireless
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communications devices and hearing aids

CISPR 11, Industrial, scientific and medical equipment —Radio-frequency disturbance characteristics — Limits and
methods of measurement

Directive 2003/10/EC of the European Parliament and of the Council of 6 February 2003 on the minimum health
and safety requirements regarding the exposure of workers to the risks arising from physical agents (noise)

European Medical Device Directive 93/42/EEC

FDA guidance 21 CFR 801.420, Title 21 —Food and drugs, Chapter I —Food and drug administration department
of health and human services, Subchapter H—Maedical devices, Part 801 —Labeling, Subpart H— Special
requirements for specific devices, Sec. 801.420 Hearing aid devices: professional and patient labeling
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COERRETRNSEE LE-RAEDESI

T LT EF LTS HEE T
HiEE
v | B9 58H (INTENDED USE) JIS T 0601-1:2017, 3.44
ERESEE, ME #4588 (MEDICAL ELECTRICAL EQUIPMENT, ME EQUIPMENT) | JIS T 0601-1:2017, 3.63
ERAESRYRFL, ME ¥ RF L (MEDICAL ELECTRICAL SYSTEM, ME | JIST 0601-1:2017, 3.64
SYSTEM)
% | KAKER (PERMANENTLY INSTALLED) JIS T.0601-1:2017, . 3.84
ATEEER (CREEPAGE DISTANCE) . JIS T 0601-1:2017, ,3.19
B | BELAJ, SPL, L, (SOUND PRESSURE LEVEL, SPL, L) 201.3.204
7> | 4% (ENCLOSURE) . JIS T.0601-1:2017, . 3.26
BARA5 /38— (ACCESS COVER) JIS T 0601-1:2017, 3.1
FXE B (TYPE TEST) JIST 0601-1:2017, 3.135
X4 % (MODEL OR TYPE REFERENCE) JIS T 0601-1:2017, 3.66
#%& (PATIENT) 201.3.76
BEHEREETR (PATIENT AUXILIARY CURRENT) JIS T 0601-1:2017, 3.77
BERBNER (PATIENT LEAKAGE CURRENT) JIS T 0601-1:2017, 3.80
x| ¥/ \Y— K (MECHANICAL HAZARD) JIS T 0601-1:2017, 3.61
fEiatkEE (HAZARDOUS SITUATION) JIS T 0601-1:2017, 3.40
HpEZR S (BASIC SAFETY) JIS T 0601-1:2017, 3.10
#EEiEH (FUNCTIONAL CONNECTION) JIS T 0601-1:2017, 3.33
EA{4RE (ESSENTIAL PERFORMANCE) JIS T 0601-1:2017, 3.27
90 dB AKWRAHAEEL A, OSPLI0_(QUTPUT SPLFOR 90 dB INPUT SPL, . | 201.3.205
OSPLY0) .
< | ZEFAiERE (AIR CLEARANCE) JIS T 0601-1:2017, .3.5
Z | BEEYES (COMPONENT WITH HIGH-INTEGRITY CHARACTERISTICS) . JIS T 0601-1:2017, .3.17
& | $Y—ERESB (SERVICE PERSONNEL) 201.3.113
Y—FEARZy b (THERMOSTAT) JIST 0601-1:2017, 3.126
L | EE#E4E#EE (PRIMARY. OPERATING FUNCTION) JIS T 62366-1:2022, 3.11
ESAHAE_(SIGNAL INPUT/QUTPUT PART) JIST 0601-1:2017, 3.115
| EEHRE (NORMALCONDITION) JIS T 0601-1:2017, 3.70
EEAZMHERA (NORMAL USE) JIS T 0601-1:2017, 3.71
SiiE%#E (MANUFACTURER) JIS T 0601-1:2017, 3.55
{EfATREER S (ACCESSIBLE PART) JIS T 0601-1:2017, 3.2
$EfEFR - (TOUCH CURRENT) JIST 0601-1:2017, 3.129
% | ##4%%F (OPERATOR) 201.3.73
#%5ER. (APPLIED PART) JIST 0601-1:2017, 3.8
- | B—#EREE (SINGLE FAULT CONDITION) JIS T 0601-1:2017, 3.116
T | BIR (M) (SUPPLY MAINS) JIST 0601-1:2017, 3.120
TR (MAINS PART) JIS T 0601-1:2017, 3.49
72 | REREIR (M) (INTERNALLY POWERED) JIS T 0601-1:2017, 3.46
2 | ZE##& (DOUBLE INSULATION) . JIS T 0601-1:2017, .3.23
i | NY—F (HAZARD) JIS T 0601-1:2017, 3.39
O | BBERES (TYPE B APPLIED PART) 201.3.132
5 | 249 TA2T#% 90 dB ANRAMABEL AN, 749 T 4.7 % OSPLIO0 | 201.3.206
__(FITTED QUTPUT SPL FOR 90 dB INPUT SPL, . FITTED OSPL90)..
MtE& (ACCESSORY) JIS T 0601-1:2017, 3.3
HE3E (ACCOMPANYING DOCUMENT) JIS T 0601-1:2017, 3.4
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EFR LT HE EFRLTODEKE LD
HiEdE

5 | 7A€ A (PROCESS) JIS T 0601-1:2017, 3.89

1Z | IR—ALANJA T 7HIEE (HOME HEALTHCARE ENVIRONMENT) IEC 60601-1-11:2015, 3.1

REFE (MEANS OF PROTECTION) | JIS T 0601-1:2017, .3.60

REEER (PROTECTIVE EARTH CONNECTION) JIS T 0601-1:2017, .3.94

BREEMIR (PROTECTIVE EARTH CONDUCTOR) . JIS T 0601-1:2017, .3.93
#EE2S (HEARING AID) 201.3.202
IR AT (HEARING SYSTEM, HEARING AID SYSTEM) 201.3.203
#HEEREEMER (HEARING AID PROFESSIONAL) 201.3.201

® | BABICE X% (CLEARLY LEGIBLE) JIS T 0601-1:2017, 315

H | IWHER (LEAKAGE CURRENT) JIS T.0601-1:2017, 3.47

@ | A—Y¥EY T+ (USABILITY) JIST 0601-1:2017, 3.136

A—H4EYT4IT2P=7 1) >4 (USABILITY ENGINEERING) JIST 0601-1:2017, 3.137

& | $AIWBEM (EXPECTED SERVICE LIFE) JIS T 0601-1:2017, 3.28

) 1JX¥ (RISK) JIST 0601-1:2017, 3.102

NRIT7ERF 2k (RISK ASSESSMENT) JIST0601-1:2017, 3.104

DRI G (RISK ANALYSIS) . JIST0601-1:2017,.3.103

YRYPIRTD A F (RISK MANAGEMENT) JIST 0601-1:2017, 3.107

YRYIFZTAU FT 74 ) (RISK MANAGEMENT FILE) JIS T 0601-1:2017, 3.108

| EE/EE) GEER) (CONTINUOUS OPERATION) JIS T 0601-1:2017, 3.18
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BN S ISEBEUAR S 2 W BUEE B IBENA Z BN L TV,
R HGEBR A ORENA IR EZZFE LT\ 5,

EER 2 JIS &S EEEE & OIS ORE DO ERFHl O OB R E, KRIZRT,

MOD : &G EFEBE 2 EIE L TV D,

ffiEE JA
(%)
JIS & X ERRIE & D* TR
JIS T 0601-2-66 IEC 60601-2-66:2019, (MOD)
a) JISOfE | b) XIGEEE | ¢ LI | d) JIS EXSEERM E OB ERONE | e) JIS & XFISEER
4%5 B D St LD K OERH Bk DB
&9 % 1 il R 54
SHES % D%
201.1.1 201.1.1 Bn BN RF LT B0, R~V AF TR | EEW NS
557 OFBHEBM LT, DI, B3,
DY RLFT LT D0, “WIERR” OB AB
L7,
WA & LT, WA ATRE A “HifERR L&
DbHDIZET DR BN LT,
201.3.201 201.3.201 Bn BN T EH0, “MHEZRD” 28N Uiz, | 3258 72 5 i i 22
iz,
201.3.205 201.3.205 ZEFE - BN | xG E R TOHGEREY e HEEICEE L | EE M e e =
oo FT2, BRO—HETER L &L TRt Lz, | £Zixlen,
201.3.206 201.3.206 I SIS E RS COMRREE B 2 AFEICAEE L | EE R EINZE
7=, Bid7eu,
201.5.7 201.5.7 I BN | HFEO MR D70, RUSEEREKS TO | 5 E B % 0 R
“ME HE#a” % S N OHHIESS S 27 A7 12 | MO W ET I &
EEHz -RLE LT, RERrT 5,
F, MEEZROMNEMICIE, W RTLERICEE Y
LWbDLH 57D “IZ0ES” 2B
L7z,
201.7.1.1 201.7.1.1 B HEBEE THLZ L2 T <3570, | EEM IR E
“GRER)” OFRFLAEIBIM LT, LKL, HixRuw,
201.7.1.2 201.7.1.2 W SHRERRHIFE D “be legible” 1%, WAITOEFRE | F i B BB D Ik
ToH 5 “CLEARLY LEGIBLE” k[RlFEE 72 L, | MO WETIZ M T &
FOELRED “FARICR 2D ORBEHW=, | RERT 5,
201.7.9.1 201.7.9.1 BE)I BREOESNC LS, WIS EMZELAVD | P E O FEF O
Hopffgai ek, BURERAEDIAOSCEIZ L > TR | O, SHSEBSES~
L TH W BEOREZBMLE, DOREZIIITHRN,
201.7.9.245 |201.7.9.2.15 B JRE “V R OfFE—MEK D12, “ZRTE | ks EBERE O K
RV EBINULI-ERLE Lz, LIRS, WoOLETICmITE
AR T D,
201.8.1 201.8.1 B CRELBIEINDT OBWRELGNYLT LT | S E B O R
B2, “(ZRTERVWIZRZF20nWEEZ | MoWiTiIcH i &
5,)” L OB EEMLT, HAERRT 5,
201.9.102 201.9.102 B HERHE DN T LT, “BHEICK | EE 2T ZE
57 LoFREEBMLE, B3,
FER1 BT OO FAEOEKE, WRITRT,
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