A 03308 1 &
Rk 2843 A 30 A
LEEMFRME B

BEAFBEER - EEFERE
( & H & K )

mETHEERESROFBEEEICHT I2REVICO>VT (20 6)

EEGS., EREREORE., ARV ESMOMRGEICET 5 BEE 23
ZD20 23 FE1LEOHTEIZ LY EAFBRENEELED CHET 5 ERE
] CER 1T FREETBEESTRE 1125, DT TEEER] LV0H,) Esx,
EREETRICED D b DODIEH, RECHEHSGICH LLERFHEIZOW L& ES
HERBROBIEEEICET 2RI ICOWT) (B 26 48 11 A 5 BERAR
1105 % 2 FEASBEERALRERM, UT BE&EM 2\ 5,) kR
Liz& ZATY, -

SR, TEES, EFRESOLE. FOERVEEEORESICET 3 EE
F2HED2D VB EIHORATBICIVEEFBRENEELEDTHETIE
WO —EEZWET 2481 (ERL 28 EEAEFBHEESTE 118 8) ok viEE
BETHERBENSEMINZZ L2V, TREO LB BREBHICHEEE
MFBZLELELEOT, EENBREE, BREEELE~DEMEBEN
Wi LET, .

iz, KEHOELZMITEIEAERLERESRAMEEER 556
FRLEEEA DR, —MRHAEA BAERMBELESSARE, —BEEEAKE
ER#S - I VDIESSERUINE VX ABEEREREESRZERER T
ENTBHZLELTVET, :

G

ABHOIELERV 2%, BEBMOUIRIRUL 0L LT, ZH2HEN
+35,




BER 1
BoBER NV a— XBIERITET 5 BF W

(1) EA%HE | | |

ERBIERE 1O WCRET 5 AEREM I/ Vo — 2 RER] 1T, EREA,
ERMESORE, AR OCRSMORRSICET 2 EE% 2 &5 580
HETEE COREIC LY BEFBHRENEE T 5 RETRERIES. TE
ERISREO—RERSS (TR 16 £EASEE ETRE 298 5) JIXE 15
352 BICHET B AEREA /N — AREBL T 5, 2 LIEF O/ V=
— APl b kR E OO R R BIET S BT AT 55 A
NET B, i, B RELEREEITO 20 OBERELET 5 bOIX,
REREOGA LT 5, |

(2) BEEFERB EORSEELZFE TN & EZEFTMEL L EOELE
UTICRTRALREE 2 BEER & OREEFME 1T 5 2 &, £ OBRITI,
BERCEA SN HKSE ((3) EAEHREELR-T-DIZ5| AR
BE—B22R) 2AVWAZ L, REBIFMEICAWVWAMKIL, 43 L bEMD
EMICIR D b O TIEZRL . HBK L 8o BRI 23R —EBAL T & - 8RR
Mizk3bDTHHETE, £, SIEREFMIC OV T, RS2 &5
THAERLEZHEL, BMAESEZHETHER T L,

O BARFTHHE |
HeBREBERAZVa—RBIERICRKD NI o e (F] 21X IS0
15197:2013 [ In vitro diagnostic test systems — Requirements for
blood-glucose monitoring systems for self-testing in managing diabetes
mellitus] @ T[6.2.3 Measurement repeatability] ZZ&HR) ZFEMT 5,

@ HHEHME —
HERER I Va—XBIERTRDND R (F 2 1F IS0
15197:2013 TIn vitro diagnostic test systems‘ — Requirements for
blood-glucose monitoring systems for self-testing in managing diabetes
mellitus] @ [6.2.4 Intermediate measurement precision] ZZ&H) ZFF
95,

@ VAT ADRERHES
BERERNVa—2BERCKD LN D5 HMEE (FI 2T IS0



15197:2013 ['In vitro diagnostic test systems -~ Requirements for
blood-glucose monitoring systems for self-testing in managing diabetes
mellitus] @ [6.3 Systemaccuracy] #&M) ZFET 3,

@ ~< b2V vy MEDOFHE
 HEBRERAINVa—ZAPEBIRD LN D5 HRE (B 21F 10
15197:2013 ['In vitro diagnc)stic test systems — Requirements for
blood-glucose monitoring systems for self-testing in managing diabetes
‘mellitus] @ [6.4.3 Packed cell volume evaluation]| % ZHHR) %EE4
B,

® THYWE . '
BERERA NV a—RBIERICRKRO LN B ERE (F 21X IS0
15197:2013 [In vitro diagnostic test systems — Requirements for
blood-glucose monitoring systems for self-testing in managing diabetes
mellitus| @ 16.4.4 Interference testing] #Z&M) ZFMT 3,

(3) EAREHEELHZ -0 FTELFKRE—E
PRRLEE~OEAICE L, EAEGEECEES T2 2 2HAT 52012

SIATTEELHBFIIUTO LB THY , ERBEHEE~DOEA L RTEIC

X, TNODRBOBERBFRICERGTHZILERTIL, £, ZNH0M

BE~DEEVHER TERWEEIL, BEEHRT A -0ICHEHT M08

BEOZLAMRVLURBRE~OFEE LR T &L T, Eﬁ%ﬁ%ﬁ«@ﬁA
ZTRTIELTED,

O REHFTMDEZT
+ IS0 15197:2013, Invitro diagnostic test systems — Requirements for
blood-glucose monitoring systems for self-testing in managing

diabetes-mellitus

@ Zofh |
» JIS Q 13485, EFRHEBR—mE R TAV FUATA—HEBEHOT-DD
EREIE

+ ISO 13485, Medical devices—Quality management systems—
Requirements for regulatory purposes

- JIS T 14971, BB — Y X/ <3 VA FOERBBR~DEH

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



medical devices ‘

- JIS C 1010-1, JIEA, %U@H%&Uﬁ%ﬁiﬁ@”%%%@f@i—% 15
— KB REIR ,

- IEC 61010-1, Safety requirements for electrical equipment for
measurement, control, and laboratory use — Part 1: General
requirements

- JIS € 1010-2-101, #IE, HIEKOHEEAEIHBOLTEN—F 2 —
10 1% : FEEREE—FNZH HERER )

» TEC 61010—2-101, Safety requirements for electrical equipment for
measurement, control and laboratory use — Part 2-101: Particular
requirements for in vitro diagnostic (IVD) medical equipment



B 2
MEEARFHAF S~ s va=y MIBETZRED

(1) BER%A

EHRBIRE 1 D 10 ITHET 3 [EEAREHRBF e —varva=y b
T, BRL, BRERSORE, AOHEROREMOREEIC B o IERE
2RESHENPOETEHE COREL LV EEAYBRENEETIAGESHE
FIERE B EREEE R O — R EREES CERK 16 FEA S BE 578 298 2)
BIRFE L5 997 ZIZHET HMHRARFHRAF e/ —varazy b T
Bo 12721, FToFR T VAT MIRERXIIRER., ARFHRONSR4E
BRI, AN, DREE BRRUEREZ NS ETHHERE L, BES
BLEEMIRAETHL2LDICRD, £/, BEXIBRFZFOREBIIZEIN
7o E EMREGRE SN ABRA R OERE~NEAT 2 ERBERIEOME
BT 0 SUEFEMEEOCHEAZKRE L T5, 2B, ifha% BOEAAE
FERTUINELHFETIRELETIRETEERIEST. REEEDE
&R e 35, |

(2) BEfFdh B & ORISMLZFMET & EEFHBER & 2 0R%E
UTIECRTAREEE 2 BEFER L OREMFMEITO 2 &, ZOBITIL.
SFmICEA SN RS ((3) BAEMHEMEL M 372015 AR R
BRE—HEZSHR) 2HVDSZ L, BENIIBEORBICRESNZEE RE
1%&'?& SNLBRMEZEOHEIX. BEShD MRT%%’%E@&U\%O)HI?‘F‘
TREMBIELZERL, TOZYMEEZHRT I L,

@ R RIOREREE

RS BEHA T £/ — v a vy MORD b B BRI OWE
W (55 2 KMOMBEHE 7Bl 2 BHAS 2 R OB RM TR
Z) BE3mUATHSZ L 2FHET 5 2 L,

EREERET BIcho TR, UTF (7)) R (1) KFRTHHIESE
CHEREDERE B L, ¥ X7 ASECHERRE T2 LT, BT
(¥) KRTREERLEDLHMEREORLHERT L, 28, 55 1
RONBEREFTTEIFEF—varazy Mooy VO, FEREESHENC A
bYiT, 1 ADEBERICOVT, LREAKICEZEER & REED
ZUPERT L, | |

(7) ERFERZERTIH60ORERE -



B L ICEET &L . EROBREOL ST LEFHFOMBOREE

(1) ZERIEERS S AT 5B OB EHEE
EEENTOFEF — 5 VRBMOME L BB LsT EF— 3 vt
S8 0BRSS |

(V) BREER :
ALERHAIR B ROBEARE, 2R 2ESR L BRABIZEET HRERDT
ERECHERARREIC X 2MHRES '

@ AEFAORNERE (BEFHAZAETLEHEE)

AR ARFHRT S —v a3 ramy MIRD b2 AERRIORIER
E(hbs 2Bt 2EEER L AEEZEHT 5BROBIMESUIFHRRE)
BE PUNTHDILEZFHETDI &,

BIEREEZRETDCH-oTE, UT (7)) BT () TrRTFEHz2EE
WHERENCENZHAMRILL, VAT L2 THERREZIToTZET, T
(V) CrRTREER D GOAEREORAMEZRT I L,

(7) B EERT 5 Ha OREHE |
B LR HEFT L . EROBEOHYT 5 BHOMBORE

() =EHEEEREERT I BAOBIERE
EZEFATOTES —varmg@goge  fHll LT vsr—3 a oxt
%%@ﬁ%@%ﬁ

() BEER | | |
MEIHRE AOBEAEE, 2B 5 ER L BRI BET 5 EERD
R R BT & B AR

(3) EAEMFEELEEZT OIS ATERARE—%
DAEE~OESICEL, EAEGEBRCEST 22 2RPT IO
BIATHREAEERSIUTO LR Th Y, ERAEHEEE~OEE ZRTEIC
. CROOHEBOERFEICEST A LERTIL, £72. ThHOH
BE~DEASNHRATERVEEE., EAEHRT IO ERT IO
BEDORUMR YR E~OEA 27T & T, ERABHEE~OBES
PRI oL LTES, S



+ JIS T 0601-1, EEFEXHEE— %1% %@ﬁé&@%ﬁﬁ BT 5 —

MR EREIE

+ IJEC60601-1, Medical electrical eQuipment —Part 1: General requirements
for basic safety and essential performance ‘

- JIS C 6950-1, il —2at—5F14 . —REREHE

-HSTMMAﬂ‘E%hﬁﬁ“—%1—2%:féﬂ%?é~%%£ﬁ$

— B — EREE R ORR ’

. 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, EFHR—REYR VAV M VATA—REIBHOHDOE
KREH

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

- JIS T 14971, EEHE— )xyvzvx/bmtﬁwﬁmw B

+ JIST 0993-1, ERBBROEMEHTFM—F 1E : VAT RXIRAV S
1 2R B EHE R OB '

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

- JIST 2304, ERKEBY 7 b =T- VT MNI=TIALTHA I ATt
A

- IEC 62304, Medical device software — Software life cycle processes

. IEC'62366, Medical devices — Application of usability engineering to
medical devices



