HAEXK1118815
FER27HE11H18H
FEHERENE B

BAEFBEER - ABREERE
( & B 4 B )

EEERERBBROBEERET 5 RBEVKOVT (£04)

EEL. BEEEBZOLE. AR UCEE2EORERSICET 2 ERE 23
%020 23 B1EOHREICLVEEFBARERENRELED TIRET S EHH
& (B 1T EEAFBHEETE 112 5, DT THEEETR]) Lvwi,) &I,
HEEERCEDIHLODIED, BEEOHFSIE LNELTRIISDWCIIEES
FRE RS DRI AT BT A BV DWW T (SERE 26 £ 11 A 5 BFHTERSR
%% 1105 2 BEAYHEEESLARERS. UT BEBEHI 2V5,) itk
DRLIEEZATT,

Sk, TEER. EFEESESOME. AR UCESMORRESICET 2E/#
E2F£020 BEIHOREICLVEEAFBHRENEELZED TRETIE
PRRER @—%%&E#é#JG%MNEEE%@é NEE 443 F) W VIEE
BEEEREERESHRSEME NI LITHEN, TRRO LB BRRBEHICHTREZE
miazeELELEOT, EENERERF, BREEESE~ORAHMEBEN
Wi LET,

. RBEHOELEZRMITEIEAEEHEFERASEEREER, %&ﬁ
R OR, —EEEA B AEREBELESSESR, KEERME -
VDI%%%E&U&ME9$Z%éEﬁwﬁéééiﬁﬁﬁT%ﬁ#5:a
ELTWET,

L_ll.lll

]

FKBIOIRLEVCG2Z, REBMOJFES LU6 & LT, EAEhENT
Do

271119 |

@
%%a



B 1
MEHRABRIFHHEZFITET 5 BEW

1. GETHERESSOEBEGEOTEH XY
WHERGHIIOW T, 5. MEFRERFHBEAVCYEMALERRE
E =N ‘

2. BREOCHSICEHLTHNEREHR
(1) EA%EH
ETBIRE 1 0L ICRET 2 MEHAERFIER] kU WEHBLE
AR B 11, EEL, EFEERS0OLE, A3 EULZSHEOREREIC
BT EE 2 E&EHMNLE TRETOREILL VEAFFHRENREET
HEETHRERERS. THERESRRO—RERES (IR 16 FEEAFEE
R 298 F) BIRE 15 944 T RO 969 SITHRET 2 W EHFAERFN
BEUCDEHROBREDHRAL TS UUT MEFAERFRESE LW
Hede 2L, THIV 7 Z Az X VEBOBERE T AT A AT TH
BOPIBEZITSbDICRD, £, Tu—T BREZFOEBEORCERS
EEEZERELELET BFRERAZEOLOICES,

(2) BEfESE L OREMEZFMT & EEZHMGERE & 2oEHE

UTIRTHNEREE 2 . BERE ORSHEHEITD = &, 2ORITIT,
BERICEA SN EESE ((3) BERBEAEEEFH- /0I5 Bk
BE—-B22R) 2HAVwWaZ L,

O #HER, FHRABEURTEOERME
(7) HEHSREOHBAISROERS

- BEFERLREFOHNKGHEICKE W, /FBE— FEIZ. WEHAEBKF RS
ZITROLNHHHBR USSR OTERSE Hl2iE, JIS T 0601-2-2:2014
ERESHE—F 225 EXFNE (BRAR) KGO/ BROEM
FZEROEAMEREIZET A2 ENERFEE] © [201.12. 1. 101 HAREDIE
X 22R) RFHMET 5.

() REICETBRT7A—FDORR

YWEHFRAEIFNHEIIRDONIRL2IZETE T A—FOERR Bz
i, JIS T 0601-2-2:2014 TEHESHEE—F 2-2 §f : EXFWE (EKA
A) RO OMBROEBRTZERUOERERICET 2@ EREE] ©



M201.12. 4. 2 ZE2EICEETINNTA—FDRR] 258 2FET5,

@ BRI

(7) fEBhE ik '

fEBE— F&EIc, WEARABRFHSEIIRD b1 5 RBI ARSI
B

(1) BEREREKEE

e — FEIZ, WEFABERFHRESIIROONIEREAEEE (H
ZIX, JIS T 0601-2-2:2014 TEREXEE—F 2-2 & : EXFTE (BER
AR) RUZOHBROEBELRUEREEICET 2ENEREE) 0
[201.12. 1. 103 R A HEEDQERE] #28) #7MmT 5,

@ RHBIR AR

WEHBESERBEICRY LN D FHEREMESR B xiE, JIST
0601-2-2:2014 [EREEMLIE— 22 & : BEAFHR (BEAR) RUE
OME R OEMESR O EAMREIZET 2 @RIEREIE] o 201.8.4.101
AEARERER] 2388 ¥HET 5, |

@ HRAORKE. EHRUEER
(7) HAFEE e
MEGRAESFHRFICROLNDV ARER Y X E OFEZ FHE
+35,

() HEe T A ESEEREE
WMEGRABRFWEREIIRD LD H AERIRN b Offs H A EH X
MESN L 2T FRDEEDRESIT OVTIHMEY B,

(7)) EKRHBHESEREE
MEHABRFHREIC RO O NILE LR T AE AR ESN
Lo BB OB SEDEAZICTOWTEMT 3,

(=) [REMHE
MEHABRFEMBZIC RO LT AEBERECRBOWTRAN WS
L EFHMET B,

® BEREERRVYAOE@ME



VAR AERESBRRICRODONIERRERLE VN X DE@ ML
55,

® RBIERUVEREGRSHEOTH
YMEHRAERFNRE RO LN IBBERVEEFSICIHNT 2 22
(Bl 2, JIS T0601-2-2:2014 [EAEIMEE 5 2258 . EXFiies (8
K[AR) ROEOHBROERZER OCEARERICET 2 ENEREHE] ©
[201.12.2 2—F V7 11 22R) 2FMTD, £, R_0OmDE
ZIOWTHEENIZ ) A2 R A b5 L,

@ THEE

DEHALERARDB[BCRODONDZWERE (XX, JIST
0601-2-2:2014 TERERMESE—F 22 1 : EXFNE (BRAR) KU
DR & D B 2k OEARMERRIC AT 2 ERIEREE 0 [201.8.8.3.103
T T 4 7HBROBERKHERE] 25R) 2T 5.

(3) BEAREGEELET-0I5 AT RESE—% _

WIFEEA~OBESICEAL., EABEGREEIESTAI L 2UATI-HI
BIEFREAHKERUTO LB ThHY, EAEFEE~DHEZ2 TTRIC
. ZHOEORKBOBRERICESTAILETTIE, £, Zho0B
BE~OBEVERATERWVWESIE, BEEZHERTIADIFERT 20
BEODZLYMRVYEHARE~DHESEZ 7T I & T, EXEHEE~DHES
FRTIELTES,

O REWFEOE L :

- JIS T 0601-2-2, EFIERHE—F 2-2 ¥ : ERFiise (BRAR) RUE
DIt B D ERE 2R OEAMEREICET 5 EHEREFH

« IEC 60601-2-2, Medical electrical equipment — Part 2-2: Particular
requirements for the basic safety and essential perforinance of high

frequency surgical equipment and high frequency surgical accessories

@ Zofh _

-+ JIS Q 13485, EFR#R—RE~YRVAV AT A-REIEHOTDDER
FIR

= IS0 13485, Medical devices — Quality management systems — Requirements

for regulatory purposes

- JIST 14971, EEEBR -V A7V A v M OERESE~DOEA



« IS0 14971, Medical devices - Application of risk management to mediéal
devices .

- JIS T 0993-1, EFHERROEMZEFM—F L #: VR IRV A
T R8T 5 IR OB

« IS0 10993-1, Biological evaluation of medical devices —Part 1: Evaluation
and testing within a risk management process

- JIS T 0601-1, EREIMEESE—F 1 ¥ BREZERUERERIZET R
ERHEIH

« JIEC 60601-1, Medical electrical equipment — Part 1: General requirements
for basic safety and essential performance

- JIS T 0601-1-2, EAERKEE—F 12 & : Z2lCBT 5 —MREHERER -
B St — ERFEH K UHR

« JEC 60601-1-2, Medical electrical equipment - Part 1-2 : General
requirements for basic safety and essential performance - Collateral
Standard: Electromagnetic disturbances — Requirements and tests

- IEC/TR 61289, High frequency surgical equipment = Operation and
maintenance

» Premarket Notification [510 (k)] Submissions for Electrosufgical Devices
for General Surgery - Draft Guidance for Industry and Food and Drug
Administration Staff (March 24, 2014)

- EETREE 0609 55 3 B /AT 0600 5 1 B FERL 224E 6 A 9 A, ERENE
AL B— T BREOBEFNICHE S B ERRFIZONT



Bl 2
EERFRE=F (BEERFA—FE2E5L) BT 3HHE N

1.%Fmﬂﬁﬁﬁ“®¥%ﬁimﬁﬁtﬁ

UHEBGLEIC WL, (6. HEMEET=F, fEiTHEGEE oL
T F, RERE= ?)/ﬁ/ZTA\EEA7f Zit& ZEBET =4,
WIERE=F, WMEERT 7 — A, FEMREIEEMALET Y 2—0, L8 -
BEIR E  2— b, MREET Y 2 — AR UOBESENEE S a—N] ¢35,

2. EHEOFAIEL CHEREIHR
(1) BA%E

ERBIEE 106 ICHRETD [HENEEE=F ), HiIFgRdEEs 5
NE=H], [FRERT=F VTV RT L], TBEERFA—F{FE&ZLERE
=%, MEMRE=F |, [EFERTT—5), (RERETEESLEETY 2
=], & - BREYa —, MREHEY2—0) R TEERET
Va—N] i, EER, EFEEEORE. BN EUCESMOEREIZES
FTAERE2LRESENLETEETCOREICLVELEFBIENEBETD
BECTHERER. TEEREBBERVBRERESE (EHRIcEREREHEE
SREE2985) BIRE 1 5FE3365, 53395, 53405, F341F, Fi425, F343
B, o445, FISE, BUERUENBISICRET AMBEET =Y, &
RN EE N oAE=F, REIRT=F VIV XT A, BEENATA—
FEHERE=S, ERRT=F, ERRT 5—h, FEIRAENFESEERD
BEVa—N, DE-BREVa—/, BREHEV 22—V EVEENET
Va— (UT TEEFERE=F (BEENRTFA—FEZE)] £05,) &7
Do L, BREMRET=F | FERE=F YV VI VAT L EBRRE=F
B T T — b REARAEATHE T LEE Y e — b DB RRE Y 2 — b,
MRBRAT Y 22—V RUBEEREETY 2 — VO MERUERE (5 72 55E
FETe,) X, BV a— NV ERERELIEBAOEEARTA—FFELEIE=
F I ETEREAZ e P IS OBFERB EEENIRETHI LD
R 5,

(2) BRFRE L OREEL2FMM & TEFRMER & 20 EHE
UFIERtTHREEZEE 2 BES L ORSEEEMEITY = &, FOEIC
HFMICBEASNOHREE ((3) BAEHFEELHTZT-D1 ﬂﬁT?ﬁﬁ
WE—E22R) 2AVAIL, 28, RIOHEABET CHEATILOIX
RBESNAMRIFEFBRET CHREBITELERL. TOZUMLHERT I L&,



O 77— sk
BEEANTA-ZMNELBRE=FFAE, TBEFEZE I LE=FK
FEROEETMER CED 2 BEKERE (FRERT 7 — 4, EMNET T —
LR URREBMRE - B A7 P AGIBREEZFE T 55606 bET,)
DT T — e (B %X, IEC 60601-2-49 : 2011 lMedical electrical
equipment — Part 2-49: Particular requirements for the basic safety and
essential performance of muitifunction patient monitoring equipment ]
X% 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 inmedical electrical equipment and medical electrical systems)
DOLUTHEZZ2R) 2FHMET 5,
O1IEC 60601-2-49 : 2011
208. 6 ALARM SYSTEMS

OIEC 60601-1-8:2006
1.3. 2 Particular standards
6 ALARM SYSTEMS

@ EEHEEE
TROEFFRABFLZRTLHE. BBFh s OREMNMmET Z &,

(7) LEREHH |
EFEFRE=F (BEEAST7A—FE2ET) RODLNDLERFH Bz
(X, IEC 60601-2-27 : 2011 iMedical electrical equipment - Part 2-27:
Particular requirements for the basic safety and essential performance
of electrocardiographic monitoring equipment| DLATFTEHB ZEMR) ZFF
035, '
O1IEC 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 mcde rejection
201.12. 1. 101. 13 Rejection of pacemaker pulses
201.12.1.101. 15 Heart rate range, accuracy, and QRS detection range



(1) FRREHA
AEFRE=F (BEENRTA-F2E80) KRDLNLZERFHAICONT
PO A H R BE 2 R 5

(7) #iEFHA :

ERBRE=F (EENRT A —F2E0) RO LN FIREFHA (B 21X,
EN T1SO 80601—2-56:2012/1S0 80601-2-56:2009 [ Medical electrical
‘equipment — Part 2-56: Particular requirements for basic safety and
essential performance of clinical thermometers for body temperature
measurement] DML TFHB 25 8K) #i¥i3 5,

OIS0 80601-2-56:2009

201.7.4.3 Unit of measure

201.12.1.101 Additional requirements for accuracy of controls and

instruments

201.101.2 * Laboratory accuracy

(=) FEEfmEFE
HEFEFRE=F (EE/NT7 A —F 2 ET) TR & 25 FEE0 i [EFHA (5]
ZiE, JIS T 1115:2005 I3ERMAEFMEST) Xt IEC 80601-2-30:2013
[Medical electrical equipment - Part 2-30: Particular requirements for
the basic safety and essential performance of automated non—invasive
sphygmomanometers| MLTHE %K) YL ~OFERELERH L1
7EBVWEMT 5, 2B, BEEVELAIEH#EEZE L TWAEE, &RAE
71 (BEHR Y R LAIEHEZA LTV ABEDOAITEE) K2V TIEFEE
B 7 D, BARETIE 300 moHe, FAERARTIX 150 mHg 2272
Wz b k33,
QJIS T 1115:2005 @M ETFMEEH)
5.1 7 7REHNRTDRE
5.2 ERPR%BEREBRIC L A M/ERIEDORE
5.7.3 BHHER

O IEC 80601-2-30:2013 [Medical electrical equipment - Part 2-30:
Particular requirements for the basic safety and essential
performance of automated non—invasive sphygmomancmeters j
201.12. 1. 104 Maximum pressure in normal condition

(#) EfFFBmmEFA (~/ A b YiE)



HEFRT=F (BEART A—FE2E8T) IR b 2GS M 5
B (B %1, 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 ) D LA TFIE
Bx &R 2T s,

OIEC 60601-2-34:2011
201.12.1.101.1 Measurement range, sensitivity, repeatability,

non—-linearity, drift and hysteresis )
201.12. 1, 101. 1 Accuracy of systolic and diastolic pressure

(1) BiifmEFFR(ZOMEBRZRNEEET)
ERFRE=F (EEASTA—FZE0) RO LASBMmERHR (5]
Z X, 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 |QLLTIER 25 MH) %
T 5, L. BREERT S FT7 X F 2 —38 JIS T3323:2008 [
FIFURT o] ICEETHEEIIEREOHLOFEMEITI Z & TH LV,
O1IEC 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

(%) B bRERFHA
EFFRE=F (BERT A —FEZET) KD b b ZELRFEEHA (F
Z X, IS0 80601-2-55:2011 [Medical electrical equipment — Part 2-55:
Particular requirements for the basic safety and essential performance
of respiratory gas monitors] MUATEREZZR) ZFMET 5, 2B, #
A BRT _BRERERY T v Fa—T it 28R L
TR CEMEEZIT S 2 &,
(OIS0 80601-2-55:2011
201.12. 1. 101. 1 General
201.12. 1. 101. 2 DRIFT of MEASUREMENT ACCURACY
201. 7. 4. 3 Unit of measure TR 201.12. 1. 103 Indication of units of
measure for GAS READINGS

(7)) B MEAT A 4 EEE
HAEFRE=F (EERTFA—FE2ED) RO ONDIBEROME T R 5



E (Flz X, IEC 60601-2-23:2011 Medical electrical equipment — Part
2-23: Particular requirements for the basic safety and essential
performance of transcutaneous partial pressure monitoring equipment ]
DUTHEEZEZR) 2, OF VAW EBILERY BRI 282 ViR
LEHB 21T 5, '
O1IEC 60601-2-23:2011

201.12.1.101. 1 Non—linearity and hysteresis

+6 mmHg BN

201.12.1.101. 2 Drift

1 @bV RY 7 ME

201.12.71.101. 3 Response time

RBRAAR LD 2~DWYEZ, XUIEDHEDREDREREE

(&) "N AFAFFTA—FEHA
AREHRE=F (BBERTFA—FEZED) KROLNDE N AFHF T A—

FITHBT D Sp0, BIERE K UNRAERIERE (%) 213, IS0 80601-2-61:2011

Medical electrical equipment —Part 2-61: Particular requirements for
basic safety and essential performance of pulse oximeter equipment]
DLLTEEZ228B) X250 T, XA RFXF VA —FAFAE PGy SR
570 —7DRFRITEE LT, Tu—T7 R EORREITVIEMET S,
ZDINNVAFHYA—FRT AZE, FELFIAAOIREIEDL (R) L8
ARMLD Sa0, & D—EDFEEEERICE-IE Sp0, (FEFZEIBMRMEESREEFIE)
&L BB EREIEERHOTHDZE, 2B, BRI VAL F I A—F
M7 AZ 7 —TIHRFR SR T D FEERE L=, e BT 5
7o —7 RUOREICE—ERDNIT, TR EZABRICEBREINICERL T
HEBELTLEW,

OSp0, Bl ERE

» IS0 80601-2-61:2011
201.12. 1. 101. 1 Specification XiXf+BE FF

ORMBINERE (AERELZELTCVW2HBOARITER)
« IS0 80601-2-61:2011
201.12. 1. 104 pulse rate accuracy

(=) PR
AEFRE=FZ (EENT A—F2ET0) 1Tk b 2 B s (51 21X,
IEC 60601-2-26:2012 [ Medical electrical equipment - Part 2-26:



Particular requirements for the basic safety and essential performance
of electroencephalographs| OLUTHERBXIZL T CTEDLSHEEZSR) %
R i A
(O IEC 60601-2-26:2012

201. 14 PROGRAMMABLE ELECTRICAL MEDICAL SYSTEMS (PEMS)

OWFBOEHRE, HE. RUF v RAVHAOTFH

(%) BARFLHHEE
EBFRE=SF (BEAT7 A —FZ220) KROD LI ZPFRALHHE
FHRN DWW T LR HE S MR E QORIEREZ T 5,

(v) MAEREFHE .
R =S (BEAT A—4 2 80) 10Kk b 5 MEREIK ST
RRRARE (KROB) EIET 5.

(R) HUROBSEEAFIE R

EHERT=S (EET A —8 BED) IORD bR FIRO BRI
oW HTFEE #5HET 5.

OB HE

OkY7h

O i 5 B

(&) EFEOMER @RS 5 .
EREHE=S (BEAT A—F a1 kD bR SEGLAHEIC -
WCHLTIEE 25T 5.

O 030 HY B DN BE X1 VIR B D BT RS

OMiRMEE (RHEEEET 550

(V) EfeLHHE (f v e—F k) 3l
EFEBHRE=F (BEEART A —FE2ET) RO 2ERLMMMHEE (o
VE—HFUR) WZOWTA L E—F o ARMEEZ MM 5,

(7) EiLRtE (RSAIAVFE) FH :
EtERE=F (BEERTA—FZ2E0) KROONIEFRLMALE (3
NV R FFIE) KOWTHERIEDOREEZFET 5,



(F) KENEFHE _

EFRBRE=SF (EBENRFA—FEET) CRKDENIELHHE (%
VAT EEE) ZOWTELTIER 25T 5.
OMEN I EBORERE
OFE 1 ORIERE

(V) = AFHAIBAIEERRE (Fio,) FHE -

EEERE=F (BEENATA—FEET) RDLNDAFHTAXITR
ASEAFRIBE (%X, 1S080601~2-55:2011 Medical electrical equipment
— Part 2-55: Particular requirements for the basic safety and essential
performance of respiratory gas monitors] ML TIEE#38R) %, ks
BRTDAFHARRERDY 7)) v I Fa—T Ty VEERLFE
5 5.

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 TR 201.12. 1. 103 Indication of units of

measure for GAS READINGS

(7) FatiEsti

EERERT=F EENRFA—FEEE) RO LN AFHMER (JIST
0601-2-40:2005 [EFABEGEER - 2-40 38 : HEHRUBRRGEBROR
2IETAENEREE) OLTEE*ZR) 25MmT 5,

OJIS T 0601-2-40:2005

50 HlHHES B OGHAISR DO IERE S

51 ERMBEHAINF 2 — & OFIE

@ EHEIEHEE
(7) ERIZ X 55— 7 A EHE
EFERE=F (BERTA—FE2EL) ITROONIERICLDZF—¥
EEEEBIZOVWTLITIEE Z8HE 7T 5,
OEHRAT VA —7% : SREBFFRUSOUEICH#I BRAT VA —#—
DEAFVIZOWT (FEF 2 5636 B EaixFES H 22 B)
O LB D EREE - BREVET TR L

(1) ERICK 27 —F X508



AEFRE=F (BERTA—FE2E0) EROLNIBRICLET—F
ZEMBICOWTCLTHERAZEMT 2,

OERAT VA —F  BEREBFRAZEOHRECEIERET LA —F—
DOBAR T OWT (38 2 55 636 B JERTES A 22 B)
O LRUADERERS . BEETHETTHIE '

@ BENTA—FEVTHEE

(7) FErEfirtiftag

EFEERE=F (BEARTA—FE2ED) TR LR 3 ERRBHIZOWN
T BRETSEFROEER CRHEFEEFPREELBD L EENICRETHLZ
&R L, EEERBRHOBEZRER T I L,

() EEMRR G .

AFRFRT=F (EENRT A —FEED) KRD LA RERREHIZ OV
T BT 2FERCEREECRHUFEESEFERH L ZENICRETHEI Z
& EERE L, &uuv%iﬁﬁmBT%%mv%Aﬁbt% . REERNRME
DOEMEZRERTHZ &,

(7)) FREMREE - B A7 FAATHERE (BIS HaE

ARFRT=F (EEAT A —FE2ET) IZRD LD FREHERE - ik R
ART FAGHHEBICOWT, BT RTEERRERE L ZENCFETH
5T L EFHETHI &,
QEEG A4 —
OffF#TEE

» XA ARY FF A F v 7 Z(BIS)

Ty g R

- HERA Ty A

CANEBIZVTAA VT v 7 R

(3) EARBEHEELRBLZTEDIIATAESARE %
FRIEEE~OBESICEL, EREHEBIIEATAIZ L2FHATIEDIC

SIAFRERBBERLUTO LBV ThHY, ERABHEE~DEEZ2TTERIC

., TNHDOHRBOEREIRICESTAI 2T IE, £/, Zh b0

BE~DHEEPERTERVEAIX., BE4HRTIdIERTMOB

 BEORYUYBEROCYUSERBE~OBESERT I LT, ERAEHAREE~DES
ERTIELTES,



O FEMFEOZERF

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

« TEC 60601-1-8, Medical elect_rical equipment — Part 1-8: General
requiremen‘té for basic safety and essential performance - Collateral
Standard: General requirements, tests and guidance for alarm systems
in 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

» IS0 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, JERMEFIIEF

« 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 performanc‘e of
invasive blood pressure monitoring equipment

» IS0 80601-2-55, Medical electrical equipment — Part 2-55: Particular
requirements for the basic safety and essential performance of
respiratory gas monitors

» JEC 60601-2-23, Medical electrical equipment — Part 2-23: Particular
requirements for the basic safety and essential performance of
transcutaneous partial pressure monitoring equipment

+ IS0 80601-2-61, Medical electrical equipment — Part 2-61: Particular
requirements for basic safety and essential performance of pulse
oximeter equipment

« JEC 60601-2-26, Medical electrical equipment - Part 2-26: Particular
requirements for the .basic safety and essential performance of
electroencephal ographs '

« JIS T 0601-2-40, EFESEEE— F2-4088 : HEH R UFHRRILEFD
RLCETHENEREE

« JIS T 0601-2-34, EMESHSS— H2-34% - RO NIUELE AlRO%R
2 b BEAMERC BT S BRI EREIE



ANSI/AAMI ECH7, Testing and reporting performance results of cardiac
rhythm and ST segment measurement algorithms

@ ot

- JIST0601-1, ERESESR —F 156 ERTL2R UEREICET 5 —

g ESR=+FIH

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

requirements for basic safety and essential performance

JIS C 6950-1, EMENiTESE—L2M—FI18 : —REREE

- JIST 0601-1-2, EFESHEI—F 1 — 28 . 2T 5 —FERE

H— BRI - EREFERURR

« 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

+ IS0 13485, Medical devices—Quality management systems —Requirements

for regulatory purposes

- JIS Q 13485, EEEBR—ME~X VAV I RATA-HFBRDEDD

EREIR

+ 15014971, Medical devices—Application of risk management to medical

devices

- JIST 14971, EEEB -V R/ <XV A FOEFRBRBR~OEH
» JIST 0993-1, ERBEROEMFEMTFME—F 15 VAR AL NS

B R R D bR U

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

Evaluation and testing within a risk management process



