HAZK]1 1188515
EFk27#211H818H
B ERFRENE B

REFBEEE - EEHEERERE
( & H % K )

= B B R AR DR

ullll

EBIZETAREWNICHONWT (FD4)

EEL, EEERSEORE., AR OZSEORIREICET 5 EEE 23
D20 23 F1HOHEIZ LV EAFBHRENELELED TIHET 5 EEE
#r] (ERL 17T FRAFEBEERE 1125, LT MEEER) 21)H,) IKESx,
ERERIZEDALODIED, BREOBESICHE LSLELREHIZOWCIXIEES
B E RIS ORI RAYEICE T A B OIZoOWT ) (ERR 26 £ 11 A 5 BfHTERA
3 1105 F 2 FEAFBEEERLBEREMN, UT TREBH 2vwH,) Itk
DWRLIZEZATE,

Sk, TEEG, ERERSEOLE., AMERORZEEORESICET 5 1EE
B235&020 WBE1IEOHBILIVEAFHRENEELZED THETAE
B O—IMERET D) (B 27T EEAFBEETE 43 8) ICLViBE
SEEFHERBRSBEMNINTZZ LIV, TREO LB BEBRMIHIERLE
m#&*&&bibt@f\%%W%%Hﬁ\%%$¥%%awﬁﬂ%%ﬁm
Wiz LET,

e ﬁ@ﬂ@%L%@iﬁﬁ%k[%mcﬁwﬁ%éﬁﬁﬁiﬁ %ﬂﬁ
WAL DR, —BAREAN P AEFMBELESLLE, FEERES
VD TESXSERUBRMN E Y R A HEE B %é%éaﬁ%(%ﬁ#é:&
ELTWVWET,

G

ﬁ@ﬂ@%%l&@Z%\%E@ﬂ@%%5&06kbf\%ﬂ%hEMT
Do

.ﬂ~

32<3Uﬁﬁm'




BIH 1
VG A ERFINSEICET 2 Bk

1. BETEEREEOXEGHBOTHEK Y
| UHEBHHEICOVW L, 5. MEFAEIFNEROWEIHLERE
BaeE] &9 5,

2. EEOEAICHEL CHLEREE
(1) &M%

ASRAIEE 1 05 ICHET S [MEABERFIEE KO MEHRALE
FEEER A 3. ERL, EREEREOME. FOERUREEOHERE
B ABEE 0 &8 s EMNLE THE CORAEIR I VELAFHRENEET
HEESHERES, FTHERESREO—REREES CER 16 FEATEE
HSRE 298 B) BIEE 155 944 B RO 969 BICHET 2B HHAERFIM
SR OWEGRLERESRE L T2 T MEFRAERFREE L0
9a)e EIEL, TNAALT FA=IZ LV HEBOBEBRFT VI H AT TH
HBOEIEZIT bOIWBRD, $7-. 7Tu—7HRITEDOERBHR OERS
EEEELIEET, BBEREFRFEDLDIIRD,

(2) BEFERA L ORSEEZFMET & T EFMER & 0L

UTFIRTHNAEZEE 2 BEL S ORSENMEIT S 2 &, T OB,
BERICERINIREE ((3) BEAREHEELZTR- 372 DIZ5 | HFTRER R
ME—EEZZR) ZHAVWL T L,

O #H#EZE., FHUSRAUE RO EMEME

(7)) e K& OFHEIZR O EfE S

B & FZEO AR ICE VT, fEEe— NEIC, WEFHAER TS
RO LN AHIEE K OERIZEEOERE S (Fl2iX, JIS T 0601-2-2:2014
[EFRESHER—FE 228 : EX T (BEXAR) ROVEDOHE O EAE
o OB ARSI BT A BRI REIE] » 201.12.1. 101 HAREDE
X 2R 2T 5,

() REZET DT A—F DRT

WEHAERFRRFIIRO N LREICET 537 A—F OFRT (Fiz
(£, JIS T 0601-2-2:2014 IEAEIMEE -5 2-2 M : EX P (BEXA
2) BROE OWE GO EREZ 2R CEAERICET 2 ENZEREH] O



[201.12. 4. 2 B 2MIZEEST DT A —ZDERR) »5R) M+ 5,
@ w&E e

(7) {EBhE TS

VEBHE— R, WE G BRIk b B EBE I % 344
50

(1) &EREEEEE

FEE— FEIZ, WEHHAERFIRRE RO O NIBEREFKRETE (F
ZIE, JIS T 0601-2-2:2014 TEFESHEEIE -5 22 ¥ : EXFHE (X
A R) ROE DM E SO ERER 2R O EARMEREIZET 2 EREREE) ©
[201.12. . 103 X K AWEEDOILERE ] #58) M1 5,

@ xR EE AR AR .

WEHFHEKIFINGFITRD N D M BREFMER (Fl2iE, JIST
0601-2-2:2014 TEHESHELE—F 22 ¥ : EXKFHEE (BEKAR) ROZ
DR ft DERE L & R O EEAMEREICBE 3 5 HEBIEREE] © 201.8.4.101
SR ERER] 258 2FMT 5,

@ TADORE, EARCKEMSE

(7)) T AiREH R

WEGH ERFIBREICRD BN DT AFERON AFRE ORE & 3
ERAE

(1) ey X ESEEHMEE
VB ESIFNEREIIRD b E T AMEIEN S O F R EH T
HEN LI B EDEEDRAEZIZHOWCEET 5,

(V) R E F Bt |
DEGRBRFHBEICRD BN D TRk R AMH A A E S X ES
b 72 o TR A DBE ORI OV TIHET 5,

(=) [

WENR EEERREITRD 5N DA APERIEC BN TRARZ NS
v & TS 5,

- ® BEEERKOTZADOE®EME



W) B R AVE R REEN R 2R D & A B AR E R L O 2 OE @ Z
{ﬁﬁj‘éo

® ?@W&U &ﬁ%%mw&ﬁ
YEHAESFERBREITRD N AREBERVEERSIIIT2LEM
(B %X, JIST06012-2:2014 ERESHI—F 221 : EXFiTe (B
BAR) ROZE OWE GO EMEL SR OEAMIRICET 2 EFEREE] O
[201.12.2 =—HF Y F 4| 288) 2F0MET 2, iz, R UXO]YE
ZICOWTHEENZY AT wX VAL MBI,

@ W%F

ZHALBRESGRSECRDONIWMERE (Fl 2. JIS T
om1zzmmftm%%%ﬁ %22% EXFires (BRAR) KO%E
DB D e 2 OVEAMERE I B3 5 BRI ZERk=EE 0 1201.8.8.3.103
7o T 4 7HBROBEKMEL] ¥R ZFHMEYT D,

(B)EKE#EE%ﬁtft DIZHHRE R B E—E
T RE~DOBEICEA L, EARBEAHEBICHEET HZ L 2T 272D
%%T%&ﬁ%%iMT@kk@f%D\%ﬁ%@%ﬁu@ﬁ%%%?%m
ﬁ\:n%wﬁﬁwgﬁgﬁmﬁ—ﬁé’&%%ﬁzkoik\:n%wﬁ
BE~DEE DR TERVEGE EEHERTHIOIHERT 2MOH
oS XTI AT ﬁ%%«@%A%T¢ LT, BEARAEHEEA~DOHE
BRI IEHLTED,

O ESEEFMOEZT

- JIS T 060122, EFEXHERHR—F 22 1 EXFHE (EXAR) RUZT
Dt B b DERE L 2 OEAMEREIC B 2 (@RI B R EIH

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

frequency surgical equipment and high frequency surgical accessories

@ ZFofh

- JIS Q 13485, EEMER—HERX ALY M AT A—HEIERNORHOER
B

« ISO 13485, Medical devices — Quality management systems — Requirements

for regulatory purposes

-JBTlMH EREER— Y A7 vV A FOERES~DEM



» ISO 14971, Medical devices — Application of risk management to medical
devices

- JIS T 0993-1, ERM&GHDEMFHIFHME—F 1 H: VAI<=x VA
T 22 BT 5 FHl & ORER

» IS0 10993-1, Biological evaluation of medical devices —Part 1: Evaluation
and testing withina risk management process

- JIS T 0601-1, EMESHE—H 1 8 : ERZEROEARMEEICET 5 &
BEREIH

+ IEC 60601-1, Medical electrical equipment. — Part 1: General requirements
for basic safety and essential performance

+ JIS T 0601-1-2, EAEXHEEE 5 1-2 ¥ BRI 5 —RAgEREHE—
BB W S ME — SR ETE I OVRER

+ 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

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

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

- FRLFE 0609 55 3 5 /FAMIE 0609 F 1 5 AL 2246 H 9 H, BEXFHER
M SA R—=T BBOIAR IR D B ERBREIZONT



Bl 2
AEERT=F (BENTA—FE2EL) CHY 2EBHEW

1. BECHEREROEGHEOTEHXS

WS aSIHIC OV T, (6. MBMEEE =&, BiTlEdEer o
Fo X, RERE=FY L IFVRAT A, BERTFA—ZFELEEET=H,
WP =X | IR T 5 — b, RERBITEEMSLET Y 2—1, LE -
MEORE Y o — /b, FRIRHME Y 2 — VR UOBEENTEEY 2 —/V] &T5,

2. EEOBEAICHEL COVEREE
(1) A%
ERIFE1O6IHET D THEBEET=4 ), I#EitledEtr 7
NE=Z |, [RERE=FZ VI AT L], TBEERTA—Z{FELHEEE
=&, MEERE=F |, [MEERT 5—5h), [ RERETSEMAOEETY 2
—v). LB TV 2 —)b), RRMmEY 2 —v] RO TERENET
Va—) 1%, BEY, EEERSEORE. AR TEEMEOAEICE
FTAHERE2LESENLETEHETCOREICLVEEFBRENTEET S
EEEE RS, TEHERRBR O RERRS (TRIFELETBEES
TREE2985) BIUFEE 15533675, 3395, H3405. 3415, F342E. F343
B H344E, E345E, HEIME R OEIB0FIHET DMIIREET =7, &
Wigef &2 b orTE=F RERETE=FY VTV AT L, BEENRNT A—
FIESERE=Z, BERT=F, BERT T —5 REARGEATEREN O
BT 0 —, ,D'él@?. R £ 2—)b, IR TE Y 2 — VR VDBEENTEE
Ta— UT TEREFRE=F (EERTA—FEET)] &WI,) &7
Do 2L, FBMEE =% TERET=F VT IRAT L, BERET=H,
R 7 T — b, RENREITEEMA OEET Y 2 — b DE - FFREY 2 —/L,
FREEM T 20— VR OEENET Y 2 — VO MR OWRE (R 972 Hee
ET,) 13, BV a2V ERER LEBAEOEENRIA—FHELEIE=
2 IRNTHSREN X B P I LE =X OBFEML A EEEMICRAETHL LD
WZBR B,

(2) BELE L ORSEEHEFMT & FEFMEE & D&%
LTFIORTHEEZE 2 BEER & ORISEMIEMEIT O 2 &, TOBRICE,
FELICER SN HESE ((3) BEAREHEELHIZT7-0OIZ5 | AR
BE—EEZER) 2HAVDZ L, B, RIOFERRET THEMAT SO,
HESNAREABRET CHRERIELELL., TORLEMEZERT L &,



© 77— ,tEe

BEARTA-SEEZEBE =R, BTN EE L P ILE=4K
EROEEFMER CED 2 EEFERE (FBIRT 7— 4, BERT T —
AR ORRBHRE « A7 b ASHHREE B T2 54T 5 bET,)
DT T —LBERE (B 21X, 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 |
XX 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 |
DLTHEEZZR) 275 2,
OTIEC 60601-2-49 : 2011

208. 6 ALARM SYSTEMS

OIEC 60601-1-8:2006
1. 3. 2 Particular standards
6 ALARM SYSTEMS

© AATEWmEHHeE
TROEKRFHREEELZE T 256, BFML ORSEIMEEZITY 2 &,

(7) LEREFH
EEFRE=F (BEERTA—FEEL) RO LN LERGHH (Bl x
1. IEC 60601-2-27 : 2011 Medical electrical equipment — Part 2-27:
Particular requirements for the basic safety and essential performance
of electrocardiographic monitoring equipment| DL TFIEH &) % 3F
i %,
OIEC 60601-2-27 : 2011
201.12.1.101. 1 Accuracy of signal reproduction
201.12.1.101. 2 Input dynamic rénge 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



() DRIREE
AEFRET=F (EENT A — 5’5:&@) WSRO B D FFREFHANZ DN T
IR e RS 2 BRI S 5. ‘

() {RIEEHA
ERRERE =2 (BEAT A —F 28D IR0 b5 REFHE (B 243,
“EN ISO 80601-2-56:2012/IS0 80601-2-56:2009 [ Medical electrical
equipment — Part 2-56: Particular requirements for basic safety and
essential perfbrmance of clinical thermometers for body temperature
measurement] DULTEE %5 H) £3EHT 2,
(O1S0 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

(=) FEBLMm L ERR
 EEERT=X (BEAT A EET) RO b D B M ERHE (]
ZIE, JIS T 1115:2005 TFEEMAEFMEF] Xid IEC 80601-2-30:2013
[Medical electrical equipment - Part 2-30: Particular requirements for
the basic safety and essential pefformance of automated non—-invasive
sphygmomanometers] MLATHEE Z5H) #YUZHE~DOERZEMLIZD
T EBCIHET 5, 725, BB R LBIERELZE LTV EBA, BRE
5 (BER VIR LEIEBEZA L CWABEEOAIZEA) IZ>WTIEFEME
ek 7 NEAS. BRI TIE 300 mtg, HiAVR AR TIE 150 milg Z 8 Z 72
WwWZ e edo, '

OJIS T 1115:2005 TFHBRMAEFMEF]

5.1 1 7 NIESNFRRDBRE

5.2 BRARVERERRBRIZ & 2 MERE DRRZE

5.7.3 BEHHER

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 sphygmomanometers |

201.12. 1. 104 Maximum pressure in normal condition

() e R e F-H (l\/)‘ NURES



AERBFRE=F (EENT A —F2ETe) Ok b A EiIEE M E5
#l (BIZIX, 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 TFIH
HZZMHR) #3075,

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

(F) B EEFHR (£ OMAeBRENE LS &)
EEERET=F (BERTA—FE2ET) (TR LN AB MM EFHE (5]
ZIZ. 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 |OLLTIEE #&HB) %
T %, 7272 L. B2 BT D N T AT 2 — 03 JIS T 3323:2008 1JE
FTURT 2—Y ] ICEETHEERIEREOLOFTMEITH Z & TH L,
O1IEC 60601-2-34:2011
201.12.1.101.1 Measurement range, sensitivity, vrepeatability,
non-linearity, drift and hysteresis
201.12. 1 101. 2 Accuracy of systolic and vdiastolic'pressure

(%) ZER{LRIEEE
AEFERE=F (BEENTA—F2ET) 10RO b b 2B LRFEEH (F
Z 4. IS0 80601-2-55:2011 [Medical electrical equipment — Part 2-55:
Particular requirements for the basic safety and essential performance
of respiratory gas monitors] DL TFIEE #2KB) 2FHd 5, 2B, #
EABRT S BLRBERER YL 7Y/ F a— T ikt oY L
TIRRE CTRHME 21T 5 Z &,
- (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 & TN201.12.1. 103 Indication of units of

measure for GAS READINGS

(7) RREMHEHT 25 EFHA
ERFRT=F (BE AT A—F2E51) RO N DREMIET 255



£ (Bl ziX. IEC 60601—2—2352011 [Medical electrical equipment — Part
9-23: Particular requirements for the basic safety and essential
performance of transcutaneous partial pressure monitoring equipment |
DUTEAZBME) &, M ASHEEICHERE BT 547 ¥ 2k
LRl 24T D, '
O1IEC 60601-2-23:2011

201.12.1.101. 1 Non—linearity and hysteresis

+6 mmHg CLAN

201.12. 1. 101. 2 Drift

1 BEHEVDORY 7 ME

201.12. 1. 101. 3 Response time

HBRA R 106 2~08 0B x| XIiLE O DR SERFH

() 7RV ARFHTA—ZEHH

AERERE=F (BEATA—Z2al) IKROOND /AT A—
ZIZH1T B Sp0, BIEREEE K OWRFA SR EREE (1 213, IS0 80601-2-61:2011

[Medical electrical equipment —Part 2-61: Particular requirements for
basic safety and essential performance of pulse oximeter equipment|]
DUTHEB2ZHR) IO\ T, WL ATX U A—FRT A Z 22 ERT
A7 —T ORFERICEE LT, Fu—T L REORRETVIMEEZTT ),
ZDORVAFAF VAL AT AL RELFRIBOIREEROL (R) L8
ARILD Sa0, & D—EDAEBIEIMRIZE S & Sp0, (REEAVENRMLES R EaFNE)
ELRBBEEREIEDILOTHHZ L, BB, BRIV AS T A—H
T A% & 70— 7 IO T 5 F R A Bl Lo, B E BT 5
7Tu—T RORERIZE—ER DL, 7T A F ERERICEEERANIIER L T
AREBELTHLEW, ' |
OSp0, HIFEREE

+ IS0 80601-2-61:2011
201.12. 1. 101. 1 Specification XIifFEE FF

ORM\EREREE (R#iEE2F LTV H B OAITERH)
- IS0 80601-2-61:2011
201.12.1. 104 pulse rate accuracy

(=) RRz Bt
ARERT=F (BE AT A —F &) 10RO b A R R (Fl 21X,
TEC 60601-2-26:2012 [ Medical electrical equipment - Part 2-26:



Particular requirements for the basic safety and essential performance
of electroencephalographs] MLTEA XIILUTCEDIEAZE2M]R) %
MY 5,
O1IEC 60601-2-26:2012

201. 14 PROGRAMMABLE ELECTRICAL MEDICAL SYSTEMS (PEMS)

OW R DOEMRME, ME. ROF ¥ RAHOFH

(V) BERALHEHERA
ERFHRET=F (BERTA-F2E80) TROONIBFRALHEE
AN WL HESUT MR E OB ER E 2 363 5.

(v) MEEEFR
ERERT=F (BE AT A—F2E8T) ITKD N2 MIKIEEIZ DOV T
RRTFERE (KMEOR) ZFHET 5,

(R) FRURiLES SR B0 B B

ERERE=F (EERTA—FEED) IR N IHIROEREHTE
(CDOWT BLNIE B 284 5,

OHIERE

OKRYZHk

O i 2 IR

(v) #HeeombE E@RE) &

ERFEHRT=F (EEARTA—F2E80) RO b DEFLHHEIZD
WTLLTIERE 23 MY 5,

O Do H B O TE A BE ST MR o R TE RS BE
OIEMERE (KR ZH T 558)

(V) EFOHEE (o E—F o xik) 5l
EERFRE=F (EBNTA—F%2ET) IRkDOLNIERKROBHEE (o
VE—HUR) W OWNWTA A AR E A MG A,

(#) EfeLmtE (SR D 21K FHEl
ERFRE=F (BEBEATA—Z%2E0) [IROON2EROHAELE (OX
v RT3 ZIE) W OWTHLERIE DR E 2743 2,



(7)) KENEEFHE
ARERE=F (EBERTA—ZEE) | *b%ﬂé HEFtOAEE (8
NA T EE) WCHOWTLLITEE 23T 5,
O & X ITHEDORIERE
OF H OBIERE

(¥) wNFHAGIBRAXREREE (Fi0,)

ARERE=F (EENRTA—F2ET) ITROONDNVTF U AR
AT EE (B z 11X, 1S080601-2-55:2011 IMedical electrical equipment
— Part 2-55: Particular requirements for the basic safety and essential
performance of respiratory gas monitors] DLLTIHEZZR) %, Bt
BEXTHAFHABEROY 7Y 7 F a—7 Xidt ¥ 28k LT
9%,

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 K TF201.12.1.103 Indication of units of

measure for GAS READINGS

(7) fostiEstil
AEERERT = (EERTA—FEED) RO LN D MR (JIST
0601-2-40:2005 [EHEBEHEEE—F 240 5 : HEF AR OBERNIGHEROR
2 BT A EBEREE | OLLTHEEZ2K) 2Fhd 5,
OJIS T 0601-2-40:2005
50 il 8125 & OFHHI 2R D IERE <
1 BRI 1737 A —Z OHFIR

@ EAREEHER
(7) ERIZE DT — 7 A58
EEERE=F (BEATA—F52E5L) KROONIERICLET—X
EEHEEICOWTLITIEE 28T 5,
OEERT VA —%  ERERFRFUNSEOWEICHIERAT LA —F—
DB HOWT (5 2 55 636 5 R cES A 22 H)
O Lt LS D EREE  BREEETFTE L

() EHRIZL DT — 2 X(EHHEE



EERFEHRT=F (BEERATA—FZ2E8D) ICRODONIZERICEL ST —4
ZIEHARIZOW T TEE 233 5,
OERHAT VA —4%  BREERHAREOREICEI EBEEAT L A —F—
DEAF NN T (FEFE 2 5 636 5 S5 A 22 H)
O EFELS D ERGERE - BRIEEZBFT 5 L

@ BE T A — FRETHRE

(77) TR AR s aE

ARFRET=F (BEATA—Z2E8T) [ORD b D EERBRHIC OV
T RS D EFROEE L R HFESEFMLE L EENCRSTH B 2
EEFHmL. EIFRREHOBEL#ERT DT &,

(1) REENRER HRE
ERFEHRE=F (BEATA—Z2ET) [TRD DD REMRBRHIZ OV
TR D ABIROEE R O R E S EFRE & EENCR%ETH B2
LERIHE L. RUUESRAER D b FEIKME S 2 AN LB, RENRR H
DEEZTERRT D Z &,

(7)) BREMREE - BN A7 MVASHTHERE (BIS HEAE

ERBFRE=F (EERTA—FE2ET) TR S5 FREEEE - ki <
7 MVSHTHEERIC DWW T, T RTEE BB B & REMICE% Th
HTEERFEETH &,
OEEG & 4 — /v
Offr R~IE B

« RA AT NF A T v 7 A (BIS)

By g E

- HEXA T I A

cANEEIFVTA4A VT VI A

(3) EATHEERE T DI AT Hks—g

WA AEA~OBEAICE L, EAEHEEIEASTSZ L EHBATLEDIC
BIATREAEBEIIUTO LBY ThY | EAEEEE~DEE % =TI
., TNOOHRBOERFRIIEESTAZ LRt e, £/-, 2 b0H
BE~OBEEDHRCTERVEAIL, EEE2HRT 5D ERT 5o
BEOR YR Y FHBE~OBEEE T2 & T, EAEHEE~DEL
ERTIELTED, »



@

E S FMmDE 2 5
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

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, JEBMXEFIMEE
- TEC 80601-2-30, Medical electrical equipment - Part 2-30: Particular

requirements for the basic safety and essential performance of

automated non—invasive sphygmomanometers

- 1EC 60601—2—34, Medical electrical equipment — Part 2-34: Particular

requirements for the basic safety and essential performance 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

« 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

- IS0 80601-2-61, Medical electrical equipment — Part 2-61: Particular

requirements for basic safety and essential performance of pulse

oximeter equipment

» TEC 60601-2-26, Medical electrical equipment - ‘Part 2—26; Particular

requirements for the basic safety and essential performance of

electroencephalographs

- JIS T 0601-2-40, EHEXHEE— E2-40%0 : HEE K UFHER UHEDRO

ZRI BT D EBEREE

CJIS T 0601-2-34, [EFIEAHEE — 550-3430 - Blm =t R RS 0%

4 & FEAMEREIZ B¢ 5 E I ZSREIR



- ANSI/AAMI EC57, Testing and reporting performance results of cardiac
rhythm and ST segment measurement algorithms

@ o

- JIST 0601-1, EAEXHEE—5 1510 « BTk OEARMREICET 5 —
fix BLSR I

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

- JIS C 6950-1, 1M EAfFas— 2 &M—H18  —REREE

- JIST0601-1-2, EAERHH—F 1 — 2% : Z2IKET 2 —RHERE
H — BRI M — ERFE 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

+ IS0 13485, Médical devices—Quality management systems—Requirements
for regulatory purposes -

- JIS Q 13485, EFHEB—ME R VAV MV RAT A-HEIBEHOLZDOD
BIRETH

+ IS0 14971, Medical devices—Application of risk management to medical
devices , _

» JIST 14971, BRI -V X7 v X VA b OERES~OHEH

- JIST0993-1, EFREHZOEMFRRHME—F 18 : VAR A NS
B RICR T D EHE & OFER

. IS0 10993-1, Biological evaluation of medical devices —Part 1:

Evaluation and testing within a risk management process



