B AEFBREPEELED TRET DERSES (P 17 EREFBEERE 1125) HIRE1D 9
EARHEBEE T =y 7 VR (HEREA I Va — AR EHELE)

BB —RREER
L~ e e
AR g i £ D 7 W L O R
(%)
g PR OB DI S | i SR & A BN S | PR O

NDHZ ERHE SN TN D EDZERRL,
LURIA U, )1, ke B Sz
BEFSER OHIETIE N, Fo, MBETS
U, Heffgal ORaA L, WONHE
KOSz T-E X S I L -
THEEFE SR T, B0
RARIEER O 2AAR 070N 15 |
F CYRLIEHREER O A B LRI
AT DY H o T ML AR
EETHEVBRD, UITFEC, ) KOS =3
CYRLE RSO FHI T 7o > TS0
RIS B2 S DB IRD, SHIUERIZR
TR, ) DL REAE T2 L7k
5. WO OB AT D fafRikooR:
FES, FOMIC L - THREDHBSNLH
FAMHZ L GIFRCE 28NIZH D, &
TRYEDAHE KOV DR DI ATREZR K H 1T
BEIPVAON Ry AN QRA Sy gV E AN SYAAY

NIHEEET 52L&
ZNE

PR ST BUSICES T
A 7 E BN - S ST
WA Z L ETRT,

S ORGEEE L ONYE BB
HUE B 28 (R 16 4F
JEAE B 169 B

JIST 14971: [EEE&I— U A
IR A N DEREERA
DI |

(VAT=RIAR)

B4 RO OSE AR LS
B FeHEA XSS (UL T TR
B L)L, BOESMI S LR
TR D M2 R L2 1T AU B
VY, fERRPEDIRIEDS LR S LD G, b
BRFEEE S IBSEE DN TOR T DG
WD TR SALARIHNIC D LTS
SRR el [y et = 8 A OAN B gV s AR
VY, ZOBEARITHRNT, BUERGEERET
IROEFA T HHRE A YE5%E B ONEFAZ
eV, falRMEO R S L2 udze s
200,

— BT R USDfaE AL,
B ENTAERTER ORI LS 258
i L R~ B fE bt 233 5 =
s

= ATAICE D RS v fERE A A

M7 REt R O E 2@ U T, A2

BN IATRIREZIRY FRETHZ &,
A1 D ARk OBR E A1 T 72

1 ]

FREN S NI B IES T
A 7 RE NG - I ST
WD Z & AR,

JIST 14971: [EEE#s— D A
T3 A N DEREEE~
D)




P\TRATT 2D falsetiA i U 7eb e et
(ERIEE AT, )ICEYD, AR
FATAMREZR VIS5 Z &,
M0 25 A S < fEREDbREE T -
TR TFRAT T Dtttz 32 &,

(=IO MHHE S OWSHE)

=gk EEREN L. REUEEE SO | FORIAH 2 053 50N S | Rk M ORI 2 A = 3
T OMEREA R CE R T IUT e T, R NI-FHE AT 5 2 &% | OREE LR OV EEO
Rl LCOMREERETE D Lotk AT FHE BT 280 (AR 1642
OME S i iuI et 7a0, JE AT 169 7)

(B S AN SO A EARD

e RERTESEE S RE LT e | A BRI 2 05T 258 S | PEIFRER R ORI =38
DRSO TR RANT NIEFME AT D 2 L | ShORBEE BN NS LD
S PS5 O G e A 1S Z e BT 28T CEARL 164F
ST, WEOERGEO T CREL 5 568 JEAETHBA S 169 5)
s, Do, BERGEEE EDORRC
Mo THENARSFESNIIAIT, s PN SN HIRICHESTY | JIST 14971 TS — U A
DOFMEROMREIL, B, BHFELROE= AN T ST | 7~ R A 2 DR~
FONERFR O 25 T A5 B b W5 ZEERT, D3
2 DREEE VR L DI 2 1T D
DT> T 2HAR0Y,

(s L OYRAESS)

Fhge AR BEREES SO | #A PORIAH 2 053 50N S | ik M ORI 2 = 3
T OWEHRIHE 154410 F Gl OV NI-FHME AT D 2 & | ORGSR ONEEER O
S, OB SN GETHERSh N TP 28T (kK 1647
T TN T, FORME R OMHEIME T JE ARG BE T ER 169 5)
LK okt Gk OveE STy v
BECIECANZARS NS HUBICHES T | JIST 14971 TPiii— Y %

A7 EHANEHE s Eii ST | 7~ R P A v b OEFRER~
Wb EERT, DI
(=IO AL
HRGe ERERROBERTDU I TN 2 2 & 28 | 1A U A7 ST 2T B4 ER | JIS T 14971 [[=p#%eaR— U A

TELETOERMEL O EATE,
EFSO T, BERIC LT RIREZRY
RS AL, YL RO Bl S TA%)
ML LT AT AR TE D O TR
AU B 720,

WREES %,

% 2RI D 72002, 5%
WA AEE A LT D
Z LB,

I3 A N DERER~
DI |

IROFHIEE B 12OV TJEAESS
BrEER - AR R RS
TEDHFEEIZ VR 5 =
&

H N8

H [

AT LD RES

~~ £ Uy MEDH
TE

Ol v W N —




Sfs — S

o E R M OREESREIA

(PR RIS

B EEEERT A ElOBEIZ DN
T, ML, IROBFAZHET HFHIC
DOUWTHEE DN BT, 3 ROEE
SNTWARITIUT R B7evy,

—  FMEMROVRIRRIE

= PR AR MR OIS O
] O A

= BEEE, BERENORS

3 ]

AN

i ]

PRSI IES T
A7 E NG - I S AT
WhHZ EEIRT,

RO SIVIZHIRR DR%4 T %
HAHEETHZ Land,

A=A, AR O¥ANR & D
A G U 7op2s Clds
Uy,

PN SN HRRAZIES T
A RE NG I X AT
W5HZ EERT,

RO SIVIZBIRR DRZ4 T %
HADHEETHZ L2,

JIST 14971: [EEEIR—1T X
IR YA N OEFREEE~
D

JIS C 1010-1:2014 TRIEM,
AR R Ol F e e
DM 13— FREERE
TH |

9 KOBRZIRDN VKT 2 1%
i

10 A s ORI OVHEME

JIST 14971: [EHESR—1T X
TR A DR~
D

JIS C 1010-1:2014 [AEH,
AR B Ok =S F R A
DM 15— FRESRE
TH |

8 M A N L AIZx3 B it
P

2 MTHEERSE (B DR ORI S
LT ENEIE STV EFEER O 5
B NOEIRNIESEHSND Z LD
HOEW), PIFFEIT, N SEIST,
BRI A AR & WA ) O
WrookiGel 70 2M) CESIER, A, AN,
WEMEEET, ) L OMOREAIZED
EUHMHEDIK T AZRE L., GO
SIVTWARITIUTZR B72Vy,

RIS NI IESTY
A7 E BN - S S AT
WAHZ EEIRT,

JIST 14971: [EEHHEER—1 X
Ve o SVF ANDILS) -3 SN
D

3 [EEREENE. TOMHBRIIST., Mk
R OlE, PR OS5 5%
ORI U TG ) O E e
CLF TEGEss:) Lo, ) B RETE
[ e A N | P W Y s o 051774
WE SN QR ITUI e b9, F72, 15
YL S8 C g 2 AR AR, B,
OMEBEE (2D CTHEE AL T

RIEH

THYE K ORI &
DIERRIED & 2 TlE7e
U,




FAUTZR B7auy,

4 [EEEERE. R O FIEOS LR | A SN HRITHESTY | JIST 149710 TEERGASR— U A

e & RIRFCBEH S E X3 A EFNEHE - FHES T | 7~ F T A L D OEFRERS A~
A L BETOHCE D X ) kG R O WHZ EEIRT, DO
SIVTUVRITFIUT BT, 7o, R
OFEENEIETOERE-CTH Y, MidlE | RN RIS OR G- A EIX LT B
PRI, iR L OGRS K OB FRTIHR,
T HRYECH S LGl 503 HET
HY. TORRIN-> YRR M
REDNERIS LD L O, BEHRUELES T
W ZRIT AT 720,

5 [EEHEERND DWE A VR EFRE L | R EHME A T AR CIX
TEA L, YEn B c AV o bl AN

BIIEHGEY L, Do, YLl
OMREEMBIT 2 BB CAMERITIER 2 &
ETA. YRERES Y E A
To, VDM, SWEKOWEREL, YR
SR OEH BRI G L, EEITREES
AZRITIUT 2 720,

6 [ERSEAN L MR DI
IR T 2903 I E I fERRb s S ER RIS
FATRMREZRBRY | UKD & 2 3Gt
K OBEEES VTR AU R B7avy, FRHT
FEONE, BRFVE OISR AT D
B VA E =R 1Y SYAN DY AV G
720N,

wEH (%
To58)

P ST HASIZIE-TY
A E BRG] SHES 40T
WA Z & AR,

RIS TR D% 5
HACHEAETHZ Lamnd,

JIST 14971: [EEFHEER—1 A
Ve SV5 VANDILS) -3 SN
D

JIS C 1010-1:2014 TRIEM,
TR B OB =R F FE A 2
DL 13— FREERE
TH |

10 A s OIRETREE R OVHEME:
11 FRIGER S5 — R
K9 DR

7 EFHEANT YRR E R OYED
HEOE T2 EHERBIC RS LT, BRI
B LREOYEINE DEFREIR~NRIAT D
fERRME %2 DR BRI 5 2
LR VRAT A faliE . AERICIHT
AIREZRIRY | HEUNARCE DX ORkEt &k
(08 Ry AN QA VB CANZYANAN

P ST RSICHES TV
ARG BN HE - I S AT
WA Z & AR,

I SRR DREN T
HACHETHZ L2,

JIST 14971: [EEFEER— U A
Vase SV5 NI )=0i TN
DI )

JIS C 1010-1:2014 [IEA,
R B OGRR =S FH R U
DM 18—k
TH |

10 eSO TR N OVHEWE
11 JARISER T2~ — Rz
K9 D LRt

(A EREOIE)

YA PR3 VO AR Ik
TREE, B, T RO = (k=
SRR OO TN 24 7= o TG D fERR DS
HOHFIRD, LN Z OFRITHBW TR T, )
VR DIRGOfERRIERH DA, Z b
Ofafittz . AR E TR RY | i
UNBREUHRET 2 L5, OKEE5




& U CEREFS LTI AUT B0,
— BN ERGTH L,

= RERISC, M TROERREER) DO
AWMU 3R 2, BRI IS TRTREZR
IRV, BT 5 &

= MEIST, B, EHE RO =
K D IEFERE 2 U TR IR~ DI A G Y%
Biikd5Z &,

i ]

P ST IE-TY
A EEE G SHES 40T
WA Z & AR,

I SRR DR%4 5
HACHEAETHZ Land,

A Z BN LT Tl
}Cﬁ 1/ \O

PHI ST HAS I IE-TY
A BN G - SRS 40T
W5 Z EERT,

RIS AT B - R D%
TOHHHICHGT DI L%
ﬂ——\‘—a—o

JIST 14971: [EEHHEER—1 A
TR S DR~
D

JISC 1010-2-101:2013 [{IE,
HillAE Az OMfFes F R s
F2AME— 2-101 ek
FIa— RO R A

5 T L OCE

JIST 14971: TEE#EER—1 &
TR Y A S DR~
D

ESFRE R OTRA SCE O
FEOUIEIZ AU T (GEA%E 1002
8 6410 H 2 H)

JISC 1010-2-101:2013 [HIE,
HillfE S OiF5E s s D
Z2AME— 2-101 B4 EELR
HI—AIN2WTHE A

5 R L OE

2 RS AGA N B kO
ik, AR O (LA T B ARG |
EWVI IR, ERLE R IGHREE O
HANTIE U CERE AR B R NG R X
FUTZEI)) GBI SR T U R H7uy,
BLEIRTEER L, EMHIGRERE A B
L 7B JFPEH 2R3 15 A PRRE L
B SISO, A7, BRI O
WNTINT, BE, T KOS =T
KD EMR L, 2o, A
TV A DM DBGMIHRIFIAR RO T8 %
UMEDHER SIUCUND EE VT, Y%
FEFRE AR O BIE TRIZRBWLCEILD DR
EXIIREHEZKD Z Lk 2eette
Welf- L7 tudre 70y, 72720, otk
#ETH> T, MRS DA NVAZED
DGR IER DN b D XU TN
B OBRER L < IIREHIZ X 0 HEREAME
T2 HDITONTE, ZORY Ty,

RO VR I TR
LR YN W AQ ETAUAN




3 [EEEHCHAGA TN NESROM
ik, MR OWrE CLT Te b Hlehamkes
EWVH ) N, YR ATENS AT S
T2 bDOTRTIUT D70, ST
23 R —U3 b AR OFIR,
b NSRRI, 7, RN OHY
WNTIRNT, BE, B KOS =T
R D o E R L, Do, A
IV AZE DM DBGHRITIAR RO T8, %
UMEDHER SIUCWND EE VT, Y%
FESRAE RO BLE TRV TENL D DR
EXIREEKD Z Lok et s
fefR L7 iUz By, 72720, Zobimk
ETHH> T, RIS A NAZED
DGR FARD LI & D XTE N
HOBRER L < IIREHIZ X 0 HEREAME
T2 HDITONTUL, ZORY Ty,

NI

& NHBROFUESUIA EL 2
LYV gl QAR

4 BEERTEEE L, R CHAAE
AT AR GRS (AR RO
FKOWIEAN D, ) DU {fE. 3Bk
O NZRNT, B, S RO =
FNTKES 2 Fai/ 2 VAR L, DD,
0 A I AR OV DA RGP A e 5
DIz, DGR IV TS FiEE
W, YR asOISE TRV TE
D OBRE IR L ZX D Z &2 XD
LEVEEMR LTI b7, 7272
L. OWEEEToHh- T, Y= 0
A IV AE DAMD GRS EL 72 &
DTN S OBREE L IFNHEic X
D MHEIME 92 HDIZHONTE, ZOfR
D T7pu,

PRI RO R AT
EAA NG IR

5 FEEMFIRRBICH D = LA
s LT e 3. Akoake i OSEiR T
FENZ L0 AR S AT SOl K O
B DR ML DR | 22 )
FHORAER HEFFC& 5 X O1Ci%EE, sk
OISV VRITIUZ R B0,

Rl 7o BN “FHOIRABIC &
DGR TR,

6 JRERIECHATS NDERSAN T,
DR AIRE CTh D EEN R SND K %
FHROMEE SR UT R B 70y, YRR
PSR O T U PR HE- T,
ORFESUIBRER 72 SR RY | oS
TR TCIECHY | BEEUEES X
> THR S Ut R OPRE S0 FC
IEIRREDSHERFS L, 2D, FHEERDSARAT
HECH DI TSI TRFIUT 2 B2y,

TEENIRAE CHYff S D KRR
TRy,

7 WRE SR A R & B
T LEFOR LIEREAE, AN SHER,

AT

IR IR G/ E o)
IRTEIZH DI TIEZRV




SIVTW D E0 72 51T 0 B 3R
B A FHRABI Z 9 5 T2 O DOALERN
1T - L s, HEITLTT
SITWRITIUT 2 B0,

SR 1 b RV DR AV AN AN LS 5 I ST PR 2 HE S 72 T AU 78
L, YN EEES N RRE ClbE Sl UWEEER Tl
TR B0,

9 FERH IR T T, YRR | ] FEFHRMZIREE 2 < 7211
DB Z P & SR E D FTEDIRGE % (ERANCYANR . QA AN
MEFFI 2B OTRITIUTZR D 720, AT
VIR 2 HE S 72 T U7 B 7RO RS
DEEEE, WEEHGROfREA ey N
MZA35 X 9720 OTRTUFR B,

ZOGEOTEET, WREFIEZEE LT
)72 b O TRITFITR B 720,

10 [A—3UIHEERLES, P KOS | A D M OB T DT T DR
DT ORRE TS DA, T RECHRIE S D Tl
TEENR YT ~UZ K > TERZEND XA [N
T &5 X2 Lgidiudiebrany,

(i FHERER 263~ D BCUE)

ISR ERRAERDN, MhooEREA (N2 | ARSI BUEIHESTY | JIST 149710 PERAER— U A
Wr R EESES Z O DOLEE S L O S LD A A EHE s EES T | 7 ~ R AL OB~
B, Ui & R SR WD ZEETRT, D3
(ZHEFTSHL, Ao, URZBIHIC L 0 4idE
WA K OV MRZ B E OMERED MR D PN ST BIRE DR%4 T % | 1S0 15197:2013 Tn vitro
RN E DI LU B, HERIZEE T 52 & %051, | diagnostic test systems ——

Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus]
5. 2 Protection against
electric shock

2 AFEOYFEOM FORIFREIE, R | TSN HREIHESTY | JIST 14971: TSR —V %

FEEH IR 2 SCETF ORGA LL
IR EL GEHESRICRW T T SeEsE
LWV TR ESCWRITRUE R B
AN

A 7 E NG I X AT
WAHZ EEIRT,

I S TR DR%4 5
HAHEET D Lamnd,

J =Y A MO~
DA

IS0 15197:2013 TIn vitro
diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus|
7 Information supplied by the
manufacturer

JIS C 1010-1:2014 THIEH,
B KOS BRes F AR s
DL 13—k =
IH |




RSN EEECEE TS
Z L EIRT,

5 TR O

[ SR s DR SCE DR
FEOUIEIZ AU NT (A% 1002
85 6410 4 2 H)

3 EREINL BHEDMRET SO | PN ST BRI HES T Y | JIST 14971: TSR — VU A
T ADFEE DT ¥ OBEAGH TR AN AV EEDGHE - SRS VT | 7w T A L N OEFERR~
FEA SR OV, ANl e WA EERT, Dt |
AU D fEMEZ 5/ NRIZI 2 Hivd
£ 9. BERORES UL IUT RS RN ST BIRR DR% 4% | JIS € 1010-1:2014 FRJEH,
720N, HAIOES 52 L2y, | il M O B < s
DL 1 AERE
IH |
6 JEEEITxT DR
1 ARITERE T 5 — Ry
ﬁ?é%é
13 Ay (B) AR, AW
W), JEFEROYEE 63 Dk
4  [EREINT. FOMFIC N > THRE,

il M O%F =3 (ISR O I 247

> TIROFE- BT DD & 5 1T

FRZD, NTAE U DIROE-FITHT 2 falRbE

75‘5 BRI N RIS HE S 1D

TR KOG SR T U B

AN

IR O TR B 7 | S NTHRACHE ST Y | JIST 149710 TR —y =

15 E D fakRE AN ST | 7 ~ 1P A hOEFRE R~
W5 Z L ERT, D |
PN S BIRE DRE4 S % | 1S0 15197:2013 Tn vitro
HEHICHAS 952 %77, | diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus]
5. 3 Protection against
mechanical hazards
5. 5 Resistance to heat
= ERESOR K SNER BRI | A PN ST BRI HES T Y | JIST 14971: TSR — VU A

2 NF TR, AREIR KO D]
BRI ALIR] U 7oil o feditt

A GBS GHE - FEfEE AT
W5HZ EEIRT,

RIS TR D% 7%
HADHEE D2 a7,

U IR AL PO~
D)

1S0 15197:2013 TIn vitro
diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus]




= IBEOIREECTHEH Bk 2 ATRENE
DD FEER WERK OH A L DlRRHGEH
(2 BT AfE:

W EFEOMASRIOT T, BE S
H, BIASUITA LTS 28
(Z BHES DfaRlE

EI =2/ NVR T3 =B/ NP s -
5L OITRAL 9 2 TFHHCBIET 515
Rt

W DMBSRIC R R AT D AR
M

i
VA
J

£ BRI ZREE D AR

I\ BFFESUTTERRE DT OIT@ R S5
DR AR S TARINEIT I =S &R
A Dfaktt

o RSTEUTRAEAVN AIREZR5 6 . AR
AT 2% 6 SUTRAER L < 3HEO
BB ORI M T 2587 SIS 4T
% fekrtt:

3 ]

wWH (ftho
A=A
EOFHT 5

s

i ]

PN SN IES T
A7 RE BN - S S AT
WAHZ EEIRT,

PR ST RESICE ST
A BN G - SERES AT
WA Z L AR,

P ST HES T
A B NG ST
WA Z & AR,

PHI SRS I IE-TY
A NG - S S AT
W5HZ EERT,

RIS TR DR%E 5
HAIOES 52 L 2T,

PN SN IE- T
A7 RE BN - S S AT
WAHZ EERT,

PR SRS HES T
A E NG - RS 40T
WA Z L AR,

I SRR DRENE T D
HAIOES 52 LamrT,

PN ST IE- T
A7 E BN - S S AT
WAHZ EEIRT,

RIS TR D% 75
HAICHEE S 52 LAd,

4. 4 Ergonomics and human

factors

JIST 14971: [EERHEER—1 X
T 3T A MOE RS~
D

JIST 14971: [EREEIR—1T X
T XA NOERRE R~
D

JIST 14971: [EEEEER— U A
T XY A SOER SRR~
D)

JIST 14971: TEE#EER—1 A
7= A MO~
D

JISC 1010-1:2014 MEM,
A R USRI F U
DZEEME—5 1 5 — SR
TH |

11 FARITEERT 2= Rz
K9 D LR

JIST 14971: [EHEER— U =
T 3T A MOE RS~
D)

JIST 14971: TEE#EEES—1 &
T XA SOER SRR~
D

1S0 15197:2013 [1n vitro
diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus]
5. 4 Electromagnetic
compatibility

JIST 14971: [EHEER— U R
T RY A MOE RS~
D

JIS C 1010-1:2014 TALER,
Hill 4 FH M OSiRes FH EE e




DLV 18— LR

TH |
5 FKms MOSE

5 BERFEINL. 1EE O KO0l | i N ST BIREIHES T Y | JIST 14971: T3 — VU A
BB TN C, KIS TR Of G 2 F A 7R PEANEHE s ST | 7 =R YA FOE R~
INREEIZHN 2. % X OB R OME S T W5 EERT, DI
WRITIUTZR G20, ATERIEIE S 3AEE
FEIE & & b ShD (Chbo) PN ST BIRE DRZE4 T % | 1S0 15197:2013 Tn vitro
BIOEZEL, XIohoowmg e Hisn HRIZHEET5HZ L %7~d, | diagnostic test systems ——
HYaaate, ) ENERIITWDE Requirements for
PRSI ZOUWTL, M DDIEEE A TR b1ood—glucose monitoring
FH R OGS L Zeidudze 70, systems for self-testing in

managing diabetes mellitus]
5.7 Protection against
liberated gases, explosion
and implosion

6 DERRRIL BT O T T | RSV BURICE-C U | JIST 14971 TR — U 2

OIS, WOV 2 Y EFFHI FHESIT | 7~ F A NS~
fiTE %X HREIROEEESh TVl W5 Z LAY DI
AT B0,

7 RS, T OB ORI | RN SRR HES T Y | JIST 14971: TEE#RSIR—V A
HEREHIITE D LOIEGEIRURIES A EHDNGHE - FRESIVT | 7 R A S DESRERR~
I TOZRTIUIIRB 720, WD EERT, DI

GHIE U 32 el a3 5 B

sk TERRE 2 A7 DR L O | PN ST BRI HES T Y | JIST 14971: TSR — U A
W FH e (B O IR D2 WAl S A7 DS EHE s X AUT | 7 =R T AL hOE R~
5’&ﬁﬁ%&éﬂf®é[ﬁ%ﬁ%w W5 EERT, DI
Do N, ERLEFEER OSBRI
L. %@ﬁﬂimﬁo&m%ﬁ%_%dw éﬁéﬂtﬁﬁﬁiﬁﬁé IS0 15197:2013 [In vitro
T, Ho7e b, RN OZENEHT HBIOEE T 52 &%, | diagnostic test systems ——
5 X5, BEHROMEE JHUTU VR UEe Requirements for
BN, EREEORR L, BhERTEEE S b1ood—glucose monitoring
2 Ko URSH 2T UT R B0y, systems for self-testing in

managing diabetes mellitus|
5 Safety and reliability
testing

6 Analytical performnce
evaluation

2 %ﬁ%%%@\ﬁ@ﬁﬂimﬁwﬁm% i PN ST BIRE DRZ4$ % | 1S0 15197:2013 Tn vitro

TFHEIFEDNT, EOMEEIMEH BIIZA
95 K912, 3REHROSEE Sl 7L
AU B7evy, BRFHT NS, R,
RRENE, TEMEMEL AR BB LOWERE (R
PR OFEEZ ST, ) IOV EER O
BRI O K O R S ) 7oy B %
H ORI 700, £, ToMRE T
BNEIRFESE T ED R IET D Uikl as
DAL UM FIFANIZ 30U THER?
SNRF TR B,

HAIOES 52 LamrwT,

diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus]
5 Safety and reliability
testing

6 Analytical performance
evaluation




3 HTRERRSE DO MEREDSBUER S I IAR Y | 16 PN ST BIRE DR%4 S % | 1S0 15197:2013 Tn vitro
BEOERICKEL TODEE. 2D o HEIOEATHZ L%~ | diagnostic test systems ——
B IEEREICRHIV Y THRTnD Requirements for
ORI, TR T RE7 A U8 2l e b1ood—glucose monitoring
ES IR OREEYE % VO CTRRAE S systems for self-testing in
R IUTR B 720, managing diabetes mellitus]

4. 2 Metrological
traceability

4 WEEE, e=F ) o 8EE O IEeRE | EH RN ST BRI HES T Y | JIST 14971: TEEsRR— 1 A
EORRKY 1L, YA O H A A ZEBSGHE s EE ST | 7~ R AL hOEFHERR~
IR U, NHIZAI 728U ORGSRl Wb ZEERT, D
AUFZR B0,

A ST BUE D495 | 10 15197:2013 [Tn vitro

EHICEAS 952 %77, | diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus]
4. 4 Ergonomics and human
factors

5 HEcIFHI NIV, FIRER | A N ST BIREIHES T Y | JIST 14971: TS8R — VU A
QIR R ey ahituy i 107Nz A Vi U NN A7 REPEHEHE] s FEHESAVT | 7~ R A 2 N OEFREER~
R OB TR SN D O TR W5 EERT, DI |
TR By,

RN SRR DR% 4% | JIS € 1010-1:2014 FRJEH,
HAIDHAET5Z Land, | il & OSSR A AR
DM 1 5B AER
IH |
5 FoR M USHE

SRR X3 B

Ft—4 BEFEEG O aind, ) | REH ERE Y SR RAY G Y

(I, COMMBRICR T, 1RO 7200,
DT DI E 72K ED RO B 210
Tz L7, B HER O =3 (&
PRREER O I 72 > CHHR % O fE
Bt 8 2 FIR D, HE/NHEIZIB A
Co )OS, SIS Tr]
REZIR VU AR 5 &K o | ikat i
T OVEIEE S CURITIUEZ2 5 720,

2 NERRSHT. OB BEMIORST, | ANEH AL TSt SRy S QS
AIEFOT-0DIZ, HIETKEDBEHRROIL AN

T awhiTn b7, BE HHELOE
= OINTREEREE ORI Y 7o TR
PAROERREN B DEIBRD, ) ~Dfish
BROEEDS, ARSI TRIREZR Vb
K2 & 5, 5%Eh EEROwEEST
W2 HUE B0y,




3 EREEROBSRHENC N T, R
ZOH FAVE DS EHROBREHILE S fa bt
% A% & HE S D RFEDERE B D
T2, BEEFAE ORI R o fiE
DMV U 2 K HED RIE S IR R O
DR IN D L OREI SN TV DS A
BT MEIMERHFIC L > CHEI &
5&9:§#énfwﬁﬁniﬁ%ﬁw
WIS L, BRET 2R T A —4
DFFR SI DN THBWEDMRGE S
% X O RGET L OMEE STt iuiEe
5720,

NI

4 [EREEDS, BEEIREOB T BHLHK
YES VT 7RG U B /K HED AT
ST IO A B3 235A121%
W 2 TR B9~ 5 T2 SO DR AR S TS
TR | AEIZ S TRTRE IR Y B
L CUWVRITFIUTZR B 720,

5 rNTEEREEE. FRETT 2 MR R &
OS2 A BRI C A TRTREZRBR 0 i@ Ui
FEN 3T X D 8L 5, iEIROSLES
AUTWRIFIUTR B 720,

6 [EEEANE B L0 RS RT
BERIC & D8, EHER O =F~D
%ﬁ% AHRNC LT RIREZRBRY AR5

IRREH L OMEE S WU S
&wo

7 HERRRA BRSTT D ERRER O B
L, BT GHROMNE, BE RO
R T 2P TR, B o IRE
AEONHE R OE OfERRMEOHER 71k
WZDNT, FHMIVR A SFOR S QRS
U eSSV

ANt

8 MU G Dk L. AEE
ANZIATRIREZRRR Y . 2O H RIS
Lf\%%ﬁém%ﬁ®%%\%M?%&
ORI — 5547 MU SR % 285 K OVl
HTEH& 9, RELRUREE ST IUS
ST AN

AN

9 BRI A BRI 2 I R
%, BE N OB O EREE R OgEE
B INRITI A, FrEDZHE B% 3815
7o, GG ST NE B % D
% X9 BGET RO STt iuidze
YA

AN

10 FEREHEHR 2 N 2 1R
T, BEHTAEE, v 20fEED
TR — WO URRR e —
ADZH N X —AEERICE=H2 Y

TR A R 3 DR Tl
fﬁb \O

TR A B9 D0 Tl
720N,

AR i SR Y G
AN

TR A IR 3 DR Tl
20,

TR A IR 3 DR Tl
720N,
TEREURRR A HR3 D ik
TIX7Ru,
TEREURRR A HR3 D ik
NG ECAAN
TRBEHURR A BRI D i
TR0,




7L, ol £ % KOG R OdES
A TORITIUFIRB 7R,

(70 7T I Ze N iR SR D BlE)

Bt s I rERGWERgES (&
U3 e B/ VN s el Wt > 4 B e
BT DR ERE BT, ATRIC, )
%, ZOEHBIICIRL L, VAT LD
BIVE, (SHEMER OMHED SR S D K 9%
ST RTFIUT R B, 2, VA
T WD THOMEENE LTS, Mk
WD A U RTREE SO A fileitia . &
PRAIC T RTHEZRRE 0 BRE IR T &
% &9, WU FENGELLIVTY VRIT
ECANSVAAN

PR SRS HES T
A EENGHE - FEfES 40T
WA Z LAY,

JIST 14971: TEE#E#S—1 &
Vase S5 AN =7 TN
D

2 Tar T LW EREEZHCOWNT
%, BHOBIMIFES BPREOT A 7 A
v, VAT=RIPA L MEN Ykl
FER 2 ) | CENE S5 72D O O
FRAED EEZRE L, EOMER OMEREC
DIV TORFENFENM TR
SYANAR

P ST HSIZIE-TY
A E B G SHES 4T
WA Z & AR,

PRSI HRICEET D
Z LB

JIST 14971: [EEHHEER—1 A
Ve SVF RNDILS) -3 SN
D

JIS T 2304:2012 [[EEREGEE Y
VANEYE A ANy EY S
A TV AT akr R

(RE BRI MO ZRET R RRER A T Hft S [

Pe O DR

[ O it S 12 VR 5 s W =L DAL P
FEAH T O CHBEEIRE LT85, 4
AR A2 U5 FIREMED B Dl %
BB TRTREZR IR W U hRE %
R CE 5 L9, @EeFED%E UHiuT
W ZRIT AT 720,

i ]

PRSI IES T
A RE NG I X AT
WA Z & AR,

RS NTHIE ORI T2
HECHEAT 5 LETT,

JIST 14971: [EHESR—1T X
Vet SVF IVANDILS- 3 ==
D3

JIS C 1010-1:2014 [AEH,
R R Ok =S A Uk
DM 15— FRESRE
TH |

6. 4 ARV RETB,

6.5 H—ifRIREOS5 08
N OLRGHETE:

2 PENEIFERIS BSOS, H
B ORI EE R FIET e B
SR A HIRI % FEAE L BT UV
FIUFTR B7RY,

AN

VNN N e P ]
1957 AR QRN
Uy,

3 IMBEIERSG T, ISR S O
(R T 6, 1FEIC LD E S
AR RREZ 1 DY DB AT LD PR
SITWZRTIUTZR BIRVY,

NI H]

BRI R E D24
PR R RS TR
U,

4 BEOER T A—2D—DL LAE
=2 FR T DRI, BEIVET X
I XEREE /A B T DR N HAREEIC B -
T, TR TS H2 it 708
W AT AMEfE S TORITIUL R
2200,

NI

BRR/NT R — R =2
by NG AN




5 PRSI 1 OHEREICRWT, | RN SHVTHUEITAIES T Y | JIST 14971: TSGR — U A
YRLIEE A S At DR OIFE) 2 $H 70 A7 REPEHEHE] s FEHESAVT | 7 =R T AL NOER R~
D BEND & 2 BRI TVEDRAY 27 WD EERT, DI
Z BB FL TRIREZRBR VAR 2 & 9.
mﬂ}()@%ﬁéhﬂ VRTIUFIR BIR Y, FUNS NI B D% 9% | 1S0 15197:2013 n vitro

IEH EETAHZ LA ~T, | diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus)|
5. 4 Electromagnetic
compatibility

6 Efﬁ%%%%&i B S RE TR ECE | @ PO SV RS TAE->TY | JIST 14971 TR — U X
oyt olteN Eﬁfﬁé’JW (2R D372 P E A7 EBEGHE] SEHESIVT | 7 v RV A Y hOERRERR~
Eﬁﬁﬂfrﬁzm‘éﬁa% F O NTRRGEH RO = W5 EERT, DI
N TOZRITIUITZRB 720,

PN ST BIRE DR%4 T % | 1S0 15197:2013 n vitro

HAEIZEETAZ L2 ~7, | diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus]
5. 4 Electromagnetic
compatibility

7 R SRR E ORI | PN SN B DR%2E 95 | JIS € 1010-1:2014 THIEH,
el é“IEﬁ WZHEHT B, KOPRT SH, 7 HAIOES D2 L2y, | HilfEH A O%RE FHE < 4s

IEHEOMHSGIE T X SAEREE DM 10— TR
*OT S FEDFEE LTOIRRE O S TH |
DYV, B, HER O = 6. 4 FEARRI LT
(EERREE AR AN Y7 - TIEFERI R 6.5 H—HIEIRREDSA DB
THRBEIDDHHFIMRD, ) HMEFEAIC INOURaETFE:
EET DB TN AR FETrRE R [R
DRAIETE LD, BEHROEEE ShvTn
A DY gV ECAN SRS

(B AR a2t DB

UG ERREANE. BWERSL, AZEE | RN SRR HES T Y | JIST 14971: TEERSER—V A
PNAOTIE UG NtatE SN VAT (E i Sy vl A7 AN EHE s I AT | 7 ~ R AL O~
O, B, KOS =& (EREERD W5 EERT, D

N 272 - TSRO fElRIED 8 5 &1
[R5, UFZORITBWTCREL, )Zi#
T2 X ORGEHROEIE STV AU
ASVAAN

RN STV B DR%4 T %
IEH JEETH LA,

1S0 15197:2013 TIn vitro
diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus]
5. 3 Protection against
mechanical hazards




2 MBI, ATERAY SRR R
PRSI, HBEE L I3 EOIRHISE
K92 faRind 25-512%, ZOftlig
Bhild 57280, w7 A0 A AT
AUTWRITFIUTR S 720,

i ]

PRSI IES T
R 7 E NG FH X AT
WhHZ EEIRT,

RO STV B DR%4 T %
HAIDHEETHZ AT,

JIST 14971: [EEEIR—1U X
T 3T A SO RS~
D

1S0 15197:2013 TIn vitro
diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus)|
5. 3 Protection against

mechanical hazards

3 PEFREAR IR MIER EoMERED
—OTHLGREIRE | FRIFEIR T
2 BB D 7= 8D DOEARTHEAEEAT O
TR E LT ERESA R DRET D
IREN A S bRt 2 S FIR 3247 ]
REZRBR Y i BIRY VKHECIIZ 5D K9
AR OELES I TORITFIUTR By,

wH %4
To50)

P ST HES T
A E BN I S AT
WA ZEERT,

JIST 14971: [EEFEER— U A
Vs SVF VRNPILS -3 Z I
D

4 [EREE L HESREDMIER EoMsED
—OTHLIGAEIRE . FRIRAIRZIT
B HEEAIH O 72 3 DOFATEACBET O F:
MRS LT, EERERE RO RAETD
MESIHIR T B faltt 2, AEICSA TR
REZRIR Y i HIRV VKHEICHI 2. 5 & 9 7%
K O & QU VR ITAUE R B 720,

wH G%4
T H5H)

P ST RESICHES T
A E BN G - SRS 40T
WA Z & AR,

I SRR DREN T
HAIOES 52 L 2T,

JIST 14971: [EEFEEER—V A
T XY A S DR~
D

JIS € 1010-1:2014 [,
HRE B OV = F TR i 2
DEEME—E 1 B FRESRE
IH |

12. 5 KR OSSR

5 FERE XIS =FHEMEL 2T U e
BI7RUVER A I L <I329E
KDL I T D R e O
fEE L. ATHEMED 32 2 COfalED e s
FRUIZENz D & 9, BEH R USbES T
W ZRIT AT 720,

i ]

I SRR D% T
HAIOES 52 L 2T,

JIS C 1010-1:2014 TRIZEF,
HIRE B OV = F TR A 2
DM 18R
IH |

6. 10 FFEFR~OEHG M Ol
DT DL,

6. 11 BRI HOBH

6 RN HHRDOIEEH R
5 2 EDRE SN T D RFER Iy O
FEDEBRMEI DN T, BRI TRIRER
[0 B BARV VKHE I 2 B & 9 %3
K QM & QU VRITAUEZ R B 720,

3 ]

PRSI IES T
A E NG I ST
WhHZ EERT,

JIST 14971: [EEEIR—1T X
Vs SVF RNPILS -3 Z I
D

7 [EEEGD O BRGNS Z DT
& D8R0y EIXWIN A 13— E TR 24
FrooinaR<, ) RO OEIEIL,
HWEOMRIZIBNT, B ERRE
T D Z LDRWE Y I LTS
SYAAN

i ]

I SRR D% T
HAIGHES T2 Z & &Y,

JIS C 1010-1:2014 [RIEF,
I R OGRBR == R A 2
DEEME— 1 56— Bk
TH |

9. 2 HEERN DA KIROBERR X
IR

(= =T 2G5 RS T3 D)

BTk BEC= R —IE A
LSRRI S e PN AON ) LRk e

AT

TRV I % B
(SRR AN ESARS




ZURRET 5720, B EORER OMERF)S
TE IO BEIROIRIES TR T
T2B70y,

2 [EFHERNIE, AR SRAD BH DA
WIE/ 2T R L — I DA% B LE
I FELET HFENEfESIL, =¥ —
TSI OBHRIRD S OfERR D T3
IV DARFEH 72 i & rTRE 72 [R

D BEIET 2 )72 FEGE U DAL TR
AU B0,

NI

TRV IE % B
P Sl A EeAAN

3 RN, HHEEE OSSR Ras ORE
SR SRR SV CUVRITIURZR B 700,
VRIS B R & IR R~ 555
G BUWIEEX TR T A—2 %
HEANTORTGA. ZNHOERIL,
B (EREEROE 8 7= » TRE DLEE
R OVRRE | 2% AT AICIRY | R
FHate, N~ T BEHITFRTED
H O T/RFIUT 2B 720,

TRV NIWE & BE
(ST D Tl

(AR DM 2 2 & 2 L7 s S DR

BHRgk BREAEMERTAZ LR
LT Ehdan (B0 5B, BHoM
Ay T H CPEEER ST Ofth
DZ DRI Y 72 B2 H R 2 2403
LbALRWEMERTHZ 2 EKL
TebDzWD, LLFFRIC, &, Y%k
BEEROBE & D3RI ATREZ 2 EeRE M OB
AN AR UAS DR O Hfr K U8R
BEOZA DB TS L, o~ G
IEICHEMET & 5 L9 ICREH R OGS S
TWF U b,

i

RIS NI IE- T
A7 E BN - S S AT
WAHZ EERT,

EnEN- A OEE TS
Z L ERT,

JIST 14971: [EHEER— U R
XA N DOEFRERS A~
D

R AR DOURGT SCE DR
FEDUCIEIZ DT (GRAFE 1002
8RR 264£10 A 2 H)

2 —EHENSEHT L Z EEEM L
= e AR 0 Rl A SN TN
i (Rt A FH 3 2 4% R B L2 BR
Do ) MORRERE RO ST~ T, il
FHE 3RE 92 falitt: 2 B BRI ST
ATREZRBR Y RIS 5 KL O ICEkEH R OVE
SITWARITIUT R B2y,

PR ST RESICHE- T
A BRG] - SRS AT
WA Z L AR,

RSN EECEE TS
Z L EIRT,

JIST 14971: TEE#E#ES—1 &
J 3T A N DOERME~
D)

AR DURGT SCE DR
FEDOUCELZ T (AT 1002
%85 26410 A 2 H)

3 —EHENSEHT A EEEM L
IR OWTIL, BERICFATAIRE R
FRY ., BEERTEEESENER Uiz &9 1%
RET 5 Z & A RRECE IR
TE O TRIVRTIUTR S 720,

i ]

RS NIZHRITHESTY
A RE PN - SFEhaE 41T
W5HZ EEIRT,

RSN EEOEET D
Z L EIRT,

JIST 14971: TEE#EER—1 &
I3V A N DERA~
D

ESR R OTRA SCE O
FEOUIEIZ AU NT (SEA%E 1002
85 64210 A 2 H)

(IRASCERH S L D A~ OB

b WERTEEATET. ERka) R
ERIE SHDBNC, B DR 2B
ERAE LA R vy AN TS

RIS NI IE- T
A7 E BN - S S AT
WhHZ EERT,

JIST 14971: [EEHHEER—1 A
T 3T A SO~
D




SR OUMISGERAC L0 . BEETe s
. BRIMEITER O OMRE AR
2 12D BTN . D A (B
fECE 5 & JITRHEL 22T UT7R By,

RO SIVIZBIRR DRZE T %
HAIOES 52 L 2T,

RN S VTR - B
THHAIGEGET D L&
ZNE

1S0 15197:2013 [1n vitro
diagnostic test systems ——
Requirements for
blood—glucose monitoring
systems for self-testing in
managing diabetes mellitus]
7 Information supplied by the
manufacturer

JIS C 1010-1:2014 TR,
AN R ORI s
DZEME—5 15— AR
TH |

5 FR L UOSCE

I SRR s DU SCE DR
FEDUCELZ U NT (GEAFE 1002
8RR 264510 A 2 H)

[ifEAR 2L a—2%
k@ W EOREE] OET
IZoNT CEAZIEE 0029003
B 1649 H 29 H)

i 25 b B e L OVE
MUAFRRAT 27 L a— 2% |~
(73— ARiKEFERTED
) bRl ey ) U
X U EFERT D bO) 0
KRN HOWT (BB
0207001 5/ FEE LR
0207005 7% FRR17T4E2 H TH)

MHERERERN AR D (o
HEE] OUGTHRREIZOWT

(HERZEHEE 0907001 72 Fpk
19£9HT7H)

B CUEHE SR BT D HIE
FPA AR R I B DFETREE T
£2% B RO T GRA
ZEFEE 1031002 5,/ HAHETE
%5 1031002 23R 20410 A
31 H)

KR T PR AR 2 TR S
DUGTITHOUNT EREBZZE 1117
5515/ SR LILTER 1 5
SRk 234E 11 A 17 H)




li% SRR A FAV - IR AIE
VA DI L OMAS
ZWTHIESE AR D [ Eo
R OUGETIZOWT R
S 0121 55 2 5 /SRR
072145 2 23Rk 27T4E 7 H 21
ED

(PEREFHIA OVRASAER)

BHNE EREEROMRETHL 21T O 72
IZE SN DT TOTF—HZ 1T, EK,
PR ARE DIE, A MR ORI DRfE
PRI D 1B (3 Fn =+ R E A
WU+F75) & DHBHRERDED D & 25
WA TG SHVRITHUTZR B 720,

RSN - TT
—H PRS2 L aoR
‘j—o

R D LS AR SRR 35
\ZONWT 5520 1 RIKK GRE
112075 8B Rk 264E 11 A
20 H)

2 BRASBND, PREEROBRRIR O
DIHEN BT 47 O - BRI A 518
BRHE AN THTEN 20N
ESANEYANRS

FRAGRER 2 L B & 3 DA
TIE7RVY,

3 EFHERNL KOS IIEDD
HODIINN, R ORGSR E RO
K OGRBROSSE DRI Z BT HE 4 (K
ARG S B =15 R OESE
mh, EZEHANG, PR, RS OF
AR IR L DRGSR TR 2 R B DKL
2B 28 CRR N RA 7B E
BE TR DE, YRR
I U TR & X5 BREiE e O — 4
ZOMOFLERT I 0 HRFEII R S v/
FAUTZe By,

wH G%4
To858)

R SN > T
—H PRS2 L aR
—g—O

RN ST I TE > T
i END 2L ART,

PR R ORISR TR O A
R OGRBR D i D FEHE 2 B 9
HEE Ok 17 AEEA
S RE)

RS, REEESML, (PR,
R M OVFAE e i
DREERGE% 2 A PO H Y
2B 28 n (Fk 16 R4
A 135 5)




