HEABERE 0216003 5
TRt 175 2 H 16 H
TEERFREETER B & B

X TR S FAW
FEYRREREBEETRER

B SO 0 B Y B TR R R S R R B R0 F A & 0T

%Lﬁ%ﬁ@%a(%A)ﬁ%$ﬁhﬁtof%mﬁ&é%ﬁkbfgﬁﬁlﬁﬁ1ﬁ%
ANMEEES 85 SEAYNEERSRSESERERN [FERH AR HEERMAEEY
BIEROFS S| 1T XY, FEEREERECE Lok TR OfFme RS ICHE
LTCWBEZATHY, £/, ERLI4E2 B 1 A EEERE 0201000 EE A HEEERE
FEEERREEL (EABEOERRFERIT AV~ — T =hA F¥a 22 b (STED)
DRIFHZIF ANICONT) LY, FEEEICE 2 C, EfSREEREaamics
WTRE SN TS STED ORITHE T ANEIToTE & 25 THD, |

SRp. DAL OBBAME 2, IR ORI R U D 5ot A SRR 0 — 88 % M
B (A 14 SR 96 B) 10 X 2 BE M o BEE Ik (13F0 35 FiRME 145 B, DU [ik)
EVyI.) BT EREROMSEIGTREEEICBV T, bbb BT LI
B TEW. %@g@m@ﬁAw%méfé*&*i@ﬁ%%ﬁ%ﬁaaut@ﬁ%%m%aﬁ
LS OB IR ARBRIIOWT, BEREICRNT ARNOBEDERERD B L & b
uw%wﬁﬂmﬁ%ﬂm R TR B 2 A RDB L& L, TDERDFIETHD
[ERM R HERT BN OTS X | 2RO LB AR LEOT, @Tﬁ@
DA, BETREGEERICH L. BaFEEEE -,

feds, ABAOE LA MUTEEAERLERBEASKRBEER . AREELEEGE
EHESRR. £RAEETARFEREE VD MERAEERRUNONE VX 2 B2
HOERMBERSLRICENTAIE L LT,

<

1. WTEHREOCEANE S

MTERMEE L, Ml ARBE L EREESO2ERICOWT, BRI LT LICE
BRI B@EEREL D200 THY . ARBRIZE Y ABRBEHEOEZ 2 HRoMWRi &
DERBOFIL, BE, AOHRUESECETAEAICOWT, R O EME IEYLE
FEERMOR LR AL, NEPSBRICENTILOTHDS, ORI ITERENEE
ﬁﬁﬁxﬁﬁmﬁhéﬂ%%M£of\$%@ﬁ%%®%¢@%%ﬁ?ém%tbﬁ®fi
EHREBE B LDTHES, _

it\%@%ﬂﬁgw%ﬁktfﬁwlnESWHA@%@%%ﬁ@%%%k%%



{Global Harmonization Task Force : GHTF) 2B\ T, EHESELELE - e AF M, Y
RERRSOMLE, AN, LU RETLEDICEFORE T ORI TELBOICE &
B0 THY, REPFEOFTEI»OLT IR TLEENTHELDTHES,

IOEROFS &, B EEORREX, TRANEOEELERSLOTHY, Zhiz

HEEHEICE o TIHEREEREREOABLo— L2, —F., FETHHMEC
b o TITEFHEE ORREANEOBME T, FEORELAHLNAD L &bz, BHOER
BRMOLELER EZVHMOBELRIILFETILOLEEZ LD,

7B, AEOEROFSXIIHTEOREOERESRTEE U TERLELO TR, &
RHPEICH T > TIRMABRRD LN IER SR THERB L TERLEZLOTHIOT, EBHOE
TSI B T AESEDERIC S > T, ZOEROFFEEBE L L, UBREHEES
m%%@ﬁ@mﬁa:omfﬁ%ﬁﬁﬂﬁ%%ﬁﬁfé EMPETHD,

T, RBROXNBR LI SRE L, v bEfkiE - %ﬂ%ﬁ}ﬁi[ﬁ%m%@un’ﬁ&()&éﬁ@
MEGRICREET 5188 (ERL 124 12 B 26 HITEERSE B4 SEELZSR/REEN FlIHT 5
BUEREFRIC T A EATEE S BT 2B, WEBEFEE., RRERES R CEERE
MET5 tE>®J: LCHETOSEFESRICRIPHELZR O THD Z L,

% 2. —BRBEETEHE

1. AEOKEINBATERE AL L, I?E!J EoEIEL ! P PR &

2. naﬁ’iWaUD%fiﬁ AP R4 IBCiE->TE & b‘bZa Hok L, ﬁﬁid}%’%ﬁﬁ%ﬁw& 17
BV ETHIE,

s, BE 1R, $&Nﬁwﬁzﬁaﬁﬁﬁ%ﬁmmwzﬁﬁﬁﬁmﬁ&ﬁ@FE%&
BORLERFABRFIIONT R 1 OB SR HOBEL TWAR, BELELE
RS DRI «JTS.L\ REEICIRAT @B S ATHOERIZ YW TERT A 2
&,

3. EFEBLTO, EEEESR0BREZEE TSI &, _

4, #EOWIZ, B2 OB L0 B EOBERERET S L EbiT, S8 - TEERRER T
X 5N T —BEHEI SRR T —HRBE RT3 2 b, BV TEEEESEO B kE
na‘%’é‘é L,

5. EEMEEEE (design verlflcatlon) B (design validation) @EMIZEH

Thk, Bl E0BElE LT TRE 0E2%,. YSESIRA AHBREeESEL
T@i&b&@@%ﬁ®%%U~zﬁﬁ§)%%ﬁ?é:&[%%JK%PT\%ﬁ

SIARABBI LI FORE I, MBEROBELTE L. SHIINEREREE
%Z?‘é Lo TOEE, ENEHETELTTRANE I L,

6. EHITE o ThL, BRHCE S EEBREBFETMOBE LV U & 28I
L. é%’gﬂmﬁd<%®i\mﬁgﬁkigﬁﬂkwﬁﬁ%%%h?éh&o

7. EERIT T o T, EAHEEONE & BIRMAEE S OBEELSE LT L, BTER O
MEATICRENOBEICBETE LT RTAZ L,

I, BEESERICHEL., SLICRMENOERISWIES, BIHEELZT
WEDLZEREE LV,



8.

E@@%ﬁ@?%%ﬁﬁ@ﬁ\£%T&%$@®ﬁﬁ%ﬁ%%%TétEwﬁ&%%f

?Q'):—&O

. EEBEEORE U EREE, 4RI/ VEORALOE, FRIEESWTERL

kﬁﬁ@%m%%%b\:ﬂEEWEeré%Qﬂi FORARUOBHE I RY
I OWTHARET A5 2 &, £z, BATERE (JIS). ERESEESE (1S0) RUNEE
BAERSE (IRC) 0B ICSVTHLEHORBEWETD &

10. BE—ERX, FEEBEORKOBRICERT I &,

11
(1) TEAEFRELERWV. itﬂLuﬁém<%%£% YLl L, OB, R

LREOM, RORICEETS L,

HLES, FHOMTHCLEETD L, |

(2) TEFERPTVREIOLO (1 2484V MEE) 2EAL. BT 8FECo
W, EE, vy 2 EERRAVS L,

(3) BYLEATICBWTHAT, WEHETY Z &,

(4) PORHIHILERBECROERTI L,

(6) WEMFORMETITLTHMEZHERTL L,

6) WORFENABELEAT S L, FCHROBAICIIEET S &, HMROKHE
BEILIEREELL,

() RROYA ML, TOREIERICHIETE L L5 0T 528,

(& @ﬁ%@%# %®ii%%¢é%A BREOEMESRUCERREEZTRT D Z
3:0

) @ﬁ%ﬁ%ﬁ&%@iiﬂ%ﬁf@%?é%A . TOFTRERETDL L,

10) WEHEEOMOES ESIHTABAITE. FOBSERECTI L,

- (1D I@i%’%i)ﬂb’(%ﬁﬁbfc%ﬁx%mgU)TiféX%i%[iﬁ}@ﬁif%il%IFﬁIﬁ%%i&: :

OTEETHZ L,
(12) MR OBREZ TTBEICE, MFFERIRL, $o Ay X, EHE, 1=
EREZOEKNSFHIHBRUCRERHE, pEEORERELERHTH L, =
o MBS U CAEEE S L B ICREREE LRI DL, BFERER R TR A8
BIETEAETREANA Tk, :
(13) BEEToBEL, REFELTL, AELAESILEN2EE THERELE
RTAHIE, BEITRALOOBRITIE, HBRENL B R LENRLEEE ST L,
(14) FHERZVLECECTERETL D L,

(%) dERERE
FH21E 3R 27 BT ERELE 0327004 5
Vri23% 1 H 31 Bft BEEFKOISIEL1E



| B
PSSR AGR S HER TR ERO R & |

1. & EORE

1.1 HREOEE

B2 OESUIC IV RBEOMBERET S L bic, AB - TEIR TR SN T-F
BOUSHER 20 7 - AR IR T 5 2 8 |

|

1. 2 REXIEROEHR UHEREORE |

(1) Twyo, FOC, R, WhRAREOL SICERE L, BBOEZ 0Tk
TH DA THEDM, TOHIIVIHUTHMSERL, OIS EHEL, 250
HHORTERE, FLUTERNIZED 5037 —F L HN0F0E, ZetEriiR
EN, ZOEI3CERRLOTHD, ] EWHIERATHATZ L, .

(2) i@ (REFERFHEOBRE. RHWRICHET S XEOER. REHROEE. &
FOMIE, RUMEOHER, BEBRICBITARHOEE) CBWT, WK ELE
BT ERLDTHDON, BEIBRATIZE, |
TOB. BRBONRE B EFRBROSE, FAK. SEE B2, PRI
R HERE, FAMES AT ECHEL R TS TOHEBII D WTERERETSE &,
Tz, BEAEBEBWTHECIR I LEUHEZER LEEEILR, £0RE -
R &SSO RYEIZONTEHRETA L,

(3) FEEERABRE OTEAHER & HG U e R QN SRR AR SR e b BRI IR L7
BRI A RRT AL, &7, BUOERBRICRBITIBEOED T L R84
Wi, HEARCEOREEEFRPATL &,

(4) BRBRIIBWTHEEIC I RUSHE*EE LIBESICi., £0ORE - #i
LRSS OREMIZOWTRET A B BARECERBAeRIRRE, SEMT
Bip ERE LU RRAGE). . J

(5) E¥EIRIER U EHMRRIIBIT SERRIISWTEBA VR TOEAR 5 2EREN
WES LB OBRRERET I &,

(6)  JERPAROHEEITIL, (EE5BE (B - 2ES. ARBERE, EEsH) %

PERET D &, 728, (BESRIZ W TR G) OBREOEBRFIC AN THELE 2

VY, ‘

(7) BIFEERBS LS - BEER— TN, =00, BT, #H 0%
DRI HEFRBBREEBL TV AEAIIL, TOEREATETEZ &,

1. 3 SERITAEBRR

(1) SETOFEMECERRREZ ST, BAERHESR CERRE M ERED

4



Ha, ks (FEE) . RAEA. EARKREA. SROEMEEL. FHEM, ZHEEX
R, ERFESCHALT, TELRTEFOEREENC-—HRE LTE&T S
ik, R, BERTRFEFOL I LERICREES AL,

2y AEOCERILBVWTED nirhﬁﬁénrwér @%ﬁ&ﬁuowf FES

O, BRAERESOERE—ERL LTERTL L,

(3) EALETHEAHINTWRVWESIZIE, TolEBYERTHIZ L,

(4) IR TiE, BTHEEA LWL TE &,

(5) IAEBHEEEREIC D) M6 Q) E TOERTEIEEDH - 84101, HEH
EFH L, B, FHTPOTEE CRINERRTORERH--BA. £HOMRE
BICERET 2 ERESERICKRE VWL EZ DR ABEELFRAORESREICEEN
@on%A_owri WAATEIE ANE RS ERSBEARBOREFREICT AL

CXBICLVBETAI L, FOMOREASOREARILICOWNTIL., MR
%&JT&%wi\%@%ﬁ%ﬁ?ﬁh&ﬂ#é_&o |

(6) BLICBUSIRFREEREL OV HEE T HEERELT O BaE. BRCRT5

EHDRIL, FREAORARRLEBICERTA L, |

| 2. HAEM L EAE~OBAE

(2.1 zwmp—% | o |
) % 41 &% 3 Ric B2 MERBAENED 5 ERAROEE LT TEAEE

EWVD ) ~OEFEERTILODICHGCERE-BEE, R, €5 HABEFSa Ll
wEET 5, '

(2. 2 EXEHRUHAEER |
() EAEEOAREICTOEAMERAT L, EAERCEST S 2 L2 3
T3 RAT 2RBRRES L HIRBERIIOV TR, 4 RHRIRTRY
WHETEOCHEE. 6 Y ASSWOME, 7HECHTIBRSCERILDI LD
ThHEN, BABGOEHEE T LI ORBEEAES L BRBERN S D cmi s
NTWBEDRT I L,
i, WABEGE~OBAELTAT SRER LSS RCEEDO R SE £ 5T 5
LELICTOBEAMEERAT S I L, TOMBE LB, BRSSO EAE.
HABEA~OBES LTI T 5720107 RBRAEEERBET DL L b0, 2RI E
S TELNARBERIC LY EATEE~OBEAENEH TX 22 L 2BAT5 L,

N

(3.1 —wwm |
(1) BBOEBEHLAFERLOERIWT, ABHEEVE FREM. T




B RSB LA ESEE R R RRNEL TS, -
@)ﬁﬁk&%$%£%$&wﬁﬁﬁﬁgﬁﬁwmﬁﬁ-%&womf\mﬁﬁ%%
: DEREOTHANETICSbE TRE TS, '
@)%%@%&@&U%%ﬂ@%%wﬁﬁ%\%%$%%®%ﬁr%ﬁ‘%ﬁ&wﬁ

W SR 5,

() ERESERICIH- T, BMEREL SO REBOREEL ARBHEE Jﬁfﬁ

ok, WERUEE MHrLERT 2, ,

(5) MBOBEFEICONT, RERHEEO TBEFEUMERFE M omny

50
(6) MBI/ A 5B, KR T TS I B L e — IR TR LS T B
Ma&mwféga
3. 2 FHE |

AGBHHEICRSL C0D TEMRUIE RS MORRNEZETDT 5,

3.3 BEHE |

(1) AERFEEHFTOHRO TREOER RoRE LDEBSBoMRE ST 5,

(2) EREM, TOMOBREELEE X BE L& B R TUREER B OB IME,
HEERTRHALZRET 2OIBEP TG THL L ERAT D 2 & EAAD
EOREEARET AR ho T, FAREAT S 2 EORSAZ SIS
Tik~5HZ &, . . _

i, BERRAIIBITAEE - BRSO KEIZEBL L, REL-HBIEE THE

: MmO THD EHE LR E S TEET 2 &

(3) FEEFRSSE CEERENRLZSHERZRELRVEE, TOEM LRILIZOV
THEATDZ &,

3.4 ERFEROHEDNM | N
1) EREHE B B ER A AR LR L Ba, RROAED [y
HOUTAPENE) MORRLEEER BB, FOREAIEROE SRR Y S
EHBTAIL, | -

(5. 5 mUERRE L Dl |
() AHE. Rolk, MAEOBESIC -\ C. HiE - BES. RAICEDOEARE

FOEER L H ATV, FOMBRARZPLICERTA - L, 2B, ERLOFRKICS
WThEBLTRETH L,

(2)  HEOBEFERESE L OB Wik, FREN, RAME. EAFESrLL
THEULTWALORBRRL, INSIZ DN TTEIETEFORM CES S Hu,
—ARXRSETR, R4, AREEEA B, EARN, PREIUTAR, LEIST. M -
A, FAEL SBER ANEIBEGRS I 2w TR ERT 2 2 L,



HBr DIEE i, SR EREES ORIEITIE L’Cl%’fjﬁttfﬁﬁ FBIRT L&, - H
H, FEE REIRICOVWTIREBRT2HEORELTFEET S L&,
e, EBARE LLERORMSERATII L,

(3 (@) O—BEEROMERIZ é‘lf_c‘fi LT oWECBETH L,

1)3‘@&[%%1#%‘%%@#(@%’}‘ . AR - BBEE - JEiFA BC’D%LL\%OM%NEK%?E@-
THIL, ' '

O EEA BHIEORT LTS LS WTIEEES - BEEAR bERTA &,

wﬁﬁﬁﬁ%%wtﬁ&%%ﬁﬁ(gﬁﬁﬁ%ﬁﬂ)%%mLR%A WhoTit, —&
FOMERITYST ) . USSR L UTHA L ERSRE R L L TR 5 Ees
&m&ﬁb\W%%mmw&%%ﬁﬁ®@ﬁb%®ﬁ&M%ﬁéﬁ%%#?%éa
ERETAE, ' :

4. & %iﬁnE)&U P IERERS U OB

4. 1 —MtEm | | }

| 4.

1. 1 m-nEiE= | | |

LR A 2, B O BB ISR R VR AR BRI CEA LTRSS
NHLOTHBEDHEEEFOAELEML, ACHEBIIRAIER & L THREH

TETE, 2B, B2 EEEIZ- VLTI, IS017050-1 [Confomity assessment-Supplier’ s
- declaration of conformity~ Part 1 : General requirement] IZff- TYERLT A 2 L#s

HBE Ly,

2 RGOS R ORE T ]

EABEGE~OESEEZR TR UTRACHAWZHEE~OEEHE, #ld

©JIS T 0093-1 [EERESBO AN FMTIN — B L FEERUMBR, JIS-T 0601-1

IEAESEE-F 18 T2l T5 B0 EREE ), AR CET &2
M, TOMDERIECHETIE~OMAEER L, Fin, BEREF~OEA R
WIZEBWTRLIERES BEREBREZER) K20 TERT S, OB

2. 1B T, BROTELMBEFELZRLEZOTEFLIhAEZV L L,
72¥., International Accreditation Forum (IAF) B4 2R CEEI L 2ERE

FEE DT D 5 RBRITR CRIEMBORNICET 5 — R EREE (150 17025) H4

OREZZ TS L T LREEE (Mo 24 FIE3RE 185 5) Her x%lfﬁh
ESCBE (UUT TNA BE 200 5,) 220 DS A~ OB 2 R
NTWLIEER., TOERBSh TSI ETELIZ RN, :

BRICES LT OBETH, S 20RFLEFET001, BRERCET K
ROUTRERBRESLE CH D,

4.

2. 1 MBORAMEEMNT SRR |



() THEE) & UC, a2 BT 2RBRIC oW T, REBEE . R, HEREEE,
KMEMERY, BEEEE4LERL L, BRIV ICERyR&E I8,

Eio, HEFRICRIT SRS - BUREBOKBEICE G L, Bl U-RBREB TRt
BT 5 EMALEP TSR LD THD LM LIRRE T TERTAZ L.
(2 T i, RN EMTARROBRL BHORBTEL OBEIC >N T
BETDHIE,

EHiZ, BEILELT, ﬁUEﬁ%ﬁemm@&&&ﬁ R AR OFRR BT BT
TRUEHIZOWTLERT S I &,
(3) VT, FEBRILICHBFELUCRBERL -EER L L, BRTHLELICLE
REREEETL L, FOBICIE. 4. 2. 1. 1UBIIBNT, ZHOETLEES
HARLEDTEEL Shiznwo &,
(4) MBEREITEIRYRRMLLTHRAT DL Z L,

4. 2. 1. 1 pE. (LEMORE |

%%&u<%%mm %%E_ﬁWTﬁﬁ@ék%@%ﬁﬁ%@%%%ﬁﬁT%
THEOREICE o T, EEMEUIES TR S IS L BRI b o T,
ur%%%kb UBERBEOFEL TOEE L CEIRHEERET S I L,

BA A ORERERSS L LTOREIRL b0 THH DT, Bk
D\m%%ﬁ\%%&w\%%ﬁﬂ‘ﬁ%%%\ﬂﬁ\%ﬁfﬁ&&\ﬁg\é%\f
WY, BEEESIISVTERT A &, :
- ipis, HEMTE OB E BT A TEE OREIC OV T, ARREEDT S [
BB O EMEHRBROEANE 2 5] RO [HERMEOWE - (W2HNRBROLENS

 xF) RBELTARIE, ‘

4. 2. 1. 2 BRORSHROEREE |
(1) T#E) 2 LT, EELEERNELER OB BT 38RIC>0 T, &
SRUEE, BB, BRI, HUEE, ﬁﬁ#%;%%%ﬁ\ﬁﬂ%%%%%@&m
T s L. MBI ICEMEERT S,

F i, BERICEIT AR - SO OAKECIE S U, L REBEE TERM
Al U ERER ST 12 B3 B A B E o+ 5372 6 DT B & RINT L IR
BEECRETA T b ,

2) EEESRBECREERETIMBRETORN-EAIE, TOBRE THE)
BHTDEI L, S .

(@) VT, EMRTLCHRBTBERORBER Y —BRY L, BT L L b IE
RRERERERTHIIE,

(1) BRBOTEICNS T, UTFOBEINET S
DHRBEBIC BV CGENRRETT - 5410, %wﬁm&U“ﬂ%ﬁ%¢é Eo
ZUBT%MI(%@bﬁ%% B1E By R ERER) 5, £

BRI T ARBRICE LTI JIS T 0601-1-2 (ERESHME-F 18 . 24
s &%EK%@ 52 - BRI - EOREH R USER) T SRR

8



FIEZSEL2ZVRRBRICOWTIE, 8B LAAVWEFTRUSE LB RO MR
EBORRMEIZSWTEETSD L,

(4. 2. 1. 3 AqFHRet |

) TEEE LT, EMLAMFHEeErETRBICONT, RBEE, K&
ik, REAGE (B, BE. 1050 . FEASTHRERRS) . EEER. E8E
Baosh SR L. RBROLIOEBYEETO DL,

F70, BRI SR - BFEEBO KBS L, EH L RBIER TARRNRS
HOTERNE LD+ 6 DTHD L HIF LRI A TRET 5 2 8,

) BPEFRETEREEET SRBETDEr - LB AT, %@@m%f%%Ja
BETBHL,

(3) BT, SRR CRBRIERURBREEL —BR S L, BEHTAL L LICLE
RESFERTLIIL,

(4) BRBROBHICY--> T, DFOFECEETE &,
DRB T LS ERFT RO ME R RR T k.
2 PTOBKERICEE L TBHERTTADOREEI O>VWTERTH &,
3) ERERICE VGBI AT B, FORBRUTELERTE &,
)RR 1545 2 B 13 BATEEES 0213001 BHNEHBERES EHA RO (&
A) EREHICLHEREMFORROEFNE L F IOV T, BIRELDT D ERH
B OAESFRIRBR O B AE 2 UL EE A OB - (L EMRR O EANE X Fic
Aﬁb&wﬁﬁuowfijﬁL&w%ﬁ&UAﬁL&wﬁﬁﬁU WUEBhER DT
B ONWTRETHZ &,

4. 2. 1. 4 BORBUCBEIT2RESM ‘ |
O TRE U<, R LR ET 55 Al OB ov . RERER, R
| & MERGME, HUE. MBREER. EEER. FRELSIERL-EREL. RBT
R ERRT A,
it‘%ﬁﬁ 15 BRI - IO K TR L. T L BRI H CHOHA
T BEEHOTERBEDND>HIR LD TH D & HIT L Bia e TR a0 k.
2) ELESBECETERTIRRETHEN o BEI0E, TOBME RIE KR
 wmTAIE,
(3) BT, SRR L ICRBHIE (R, WEHE, FERXIERES) RUHE
GREA—HERL L, ERNTALLDULEREREERTAL L,
@) HRBROFBBIC A>T, STOFEEETHIL,
) EFENTEA] (R 03 EEASSE 50 5) 05 4 B0 2 . ERIEIERES
S B EA I N T HERT D &,
DERBRIIBOTBMRBE T B, TOBRRERPTHRTA T &,
N ENOERSEY R L TAEBIEDOHARBICARLAVRBRIISNTHE, &
LA OVEFT R R E L7\ B I NS SRR D S S IC W TERT A T &




4 2. 1. 5 memze B
(1) TG X LT, B LSRN ESEICET 55800 C, RBUER. AR5
B, RERAE, BWEE, RBRER., ERER. EHESSr BRI, RRILICH
Bra#Tss L.

Fio, BERICRT AEE - BITEEOKEIC RS U, B Lo RBE B TERR S
PEDFEHALED LB DO THD LU LRI TRBT 5 &, '
@) FEEFRRE CEREERT ARB LD L BA I, TOBEhE R i

#HIaozeL, : '

(3) T, HRETLICRBSE (R RWEFE, FAEUITARES) RURR
REE-ERE L, EOTHELDICLEREREERT S L, |

(4) FRBOBFIE->TE, UTOFREEETHZ &,
DBRERICBD TEMRB LT - LB AL, TOMARUERLERT S L,
2) EFIESMBOES, JIST0601-1 (EAETMEE -5 11 . Ea T 3 —RaEsk
FE) CHAETARBHECEHELAVRRICON T, AR LAVEFRRFEELA
WERE I UM MR O RS s oV TRET S &

4. 2. 1. 6 REMRURAML
(1) TR &L T, R LI R I RO RIRE v BRI B o T,
B L AHESCET 2 FEEEER,) WY 5 RBRE R OMBR R,
RYBOBREOLTLEDEREERTII L,

Tio. BRERIZET AR - BHTABOKEIZRS L, £ L7-HB0E B TR BRI
B 5 AR LESOHS2 b D TH D LYl LRI HE TRBT 5 2 L,
(2) BT, HRB (RYRERR. MERR. WERRE) Tl BREE. WE
HE, SEHMOBIEE—BERE L, RBAE, RBERICOVWTENTSL EbI0Y
EREREERTHZ L, |
(3) HBAFHEOBEORILLERT S &, :
@) BHRERROBTCRELLZSON. TOEEERTHI L,
() FAMAL CTHEMAT LI & BMROERBRICOWTIL, ZOREIC L BEICO»
THERTHIL,

(4. 2. 2 BBOMELEMNT MR | 1
(1) T&EE L LT, MEZEATARBRICHOVC, RBER, ABRHE RBEE,
EifER, BEELSEL-ERL L. RROLICERFRERT AL,
Fio . REEAICBT AR - HIFEBOKIECES L, Ei L2 RREE TS
TAFERLED D3R B D THS LU LB e TRBTA 2 L,
(2) TR . R EMT ARBROBRLAFEOS R L OBV T HER
AL, | | |
XHID, SEITSUT, ELERBS - O8N L A UEEEEEOBREK FosEA
FTRUEEIZ>WTHRERTA L, ’

10



(3) #WT, FHBILIIFERFERUVEBERFRRZ -ERL L, BT L ELITLER
BRETEMT DI L, '
(4) PBRERIDTELRINFRLLUTHRATLI L,

4. 2. 3 BBOPEZEMT SRS I
(1) THME] 2 LT, PRE2EMTARBRECERBFICET 2RI OVT, RBE
B, BB, EAGE (R BE). ERNE, SRS, RBReR, EERR
ERESEY—ERE L, RRULCHISERBRTA L,

E7, BEERICRIT AR - BB OAKMEIC R S L, B L RBIE B THRRICH
TAFERUENOF /R L OTHS LI L BRI e TERT A,

@ RIS SR, FEEFCET ARMBRICOVTLERT S L LT, MEXEN
B BROR R L CIERMIFICI T 5 MROMR L RIS & ORI OV T
BIHI L, |

T, MEOR LT, BEEREE L LB kBN SR AR B R DR 1
B USEBIz DT HERT 52 8,

L. BEOEFRE LA LHESET 5 B4R, BREELR,
(3) VT, ERBILCRRFERURBEREY—BEL L, BOTH L & LIDLER
EEVTHETHIL, '
(a) aﬁm%ifééﬁﬁlﬁﬁbfﬁﬁTé k,

4. 2. 4 BBOEASRIBRTIRR I

(1) TRIE] LT, ERFEOBRTEORIE 2 ARBRIZOVT, ﬁﬁﬁa RER A,

ERGE (B - HE), RRER, BEER EREE%L-ERIL. BRI

WM R ER L. RS ERRSOREORLSEET AL,
Fie, BEEICET R  BIFEEOKECBS U, EfE L-RBEE CER %
T A EERALED O LD THS LW LRI AR TRET A D &,
2B, LBESLTYHERSERORAR L OEEII DWW T LEETA L,
=L, BEOERFEEFE LSS, RREELAR,

(2) BT, FRESLERBFERURBERL —BRL L, ERTA L LIS E

REEYRHTIOL,

(3) %ﬁ#%if%é@@lﬁktfﬁ%#é L,

4. 3 BERBOMNBEE - |
(1) TEFE; LT, BELABERRRICOWT, RBOMEE (HhakiEi, —ARMaE%) .
wg. O EEFE (B BR) . RE - BEEE, SN, BRI, KE
A, BHEREL--ERLL BBRIL Jﬁffﬁ%% 2T S L e bhin, LERESREY
152 &,
(2) BUEFEZETHEERTLIHRBRIFECLLVERLTLRb-THBEI0E, 20H
CHREEML, ERUCBERKRBROL T, MBREFREOLE, AR UL SMEEEY

11



R TCE S L HET LA RELE S TRRT O L,

(4. 3. 1 mremum |
(1) BRRICCRBRAE GRBEMN, RBOBHE, MERIRENE, BRI EE, ER,
(R, AR, B, SR, RE - BEEE RO, FRM5N: - PRI
Y RERIMEEM, RERRLRUMRY, KBNS RURBREEOHNR: — &R L
LUE R0, MESRRENE, WAL R (A AR SOREORML., FHE
RONER (MM SEAR, FOE M SEss%E), dik - B]E - 7o hao—
NS OEFIORS F IR, BEER (MR, . AR - Ak FRA. ERATER
B EAHARD. SO0HE. SR, SER%). BRENT MEISLT)., RBEE (5
Pk, REMICET IR EMICERRT D). SREPERT L, ZhbOREICY
froTik, WEERBO REFER T &,

B, FABICONTE. BB FASOEENRIEL Sk, FRETH R
gﬁmﬁﬁ%%%ﬁﬁﬂﬁﬁ\ﬁﬁﬁ{ﬁﬁ}mﬁﬁ(ﬁ&@ﬁﬂ\&ﬁ\@éiﬁ%m

S AL RERET S, SEERL. FESORILNR L AE, BRSO W TERNER
5D L, BERERBCOVWTL, BRUBEREERELE-EH. BRREMR
LB ERR UL R T EY R ERREEEBR A ER L. EREERT S 2 &,
FELFES - BUASRbE, RBSL 80 EFRE R L, HRES & oBE
SNT, EFOHEbED, BETHIE,

(2)  HERBREToBEINE, (VOREICY > T, SRESOBRREH LT 2
Tk, -

(3) EF—ERFHEATIIL,

| 4. 3. 2 WARBRROELD - ]
(1) AEEDE LD |
SRR - R THA D — RS LI L. R A TS 2
(2) ZEMoEd
BRI OB L e RS BT A B A BN L R e RS b D L,

4. 3.3 %o |
ES LT, 25 L LD CORKRRILED BN % 28T 5 = &,

5. IYLY '_. |

5.1 wHAE B |

() WXE (B) 75 O BRI E =T B 0T 5.

() TH 16T A 20 DHERARREINS HEERE - EEERNOHERE CORE
(o & D IR S K B AT T RS RERRIE, T RIS U RIS REE (5
) R OSE R 4 RO REL & 0 A SR AR S SR IR

12



B (55 OBEfTCoWwTy (BT 127 A58 v ),) ORIRCBWTR
ERBH7FASEIIBNT, 75 ANVICAESNIERBBICSTARBYTCY
SAMCYEENLEFEBO S LBALNEIBELTTO bORUTFESHE LS
BEAORERICERS T BRI REVWEE X DNARBILH > THL, #i2
B kﬁé%ﬁiﬁéﬁﬁb AR ARMAEE KBRHO L, BEEO
EREwt s,

(3) VA SHFEOBR, RICECAEFES R IEEz o0 TiE, VA Zow
TAHHRTHDZ EBbMA L) I dTs &,

(4) EAXE (E) o FEHEMN, 2REEEHE) 2B CREs8 L. e EMTS
HBER, HEPEMTI2EBER, BEFREEOZ L OEIESE, BERLE
HETHE,

(5) %ﬁi%(%)@?&ﬁﬁ&iiﬁﬁﬁ&)%@@#T?ﬁb ﬁ%ﬁ%%%ﬁﬁ
BRBRGEE MR BT ARBREE, BERBEEOE L HBICESE, BERL

REETA L,

6) WATE () 05b, BE-HE WOWHEHEOREICSWTHREATREL.
FEEET L EEARBRROBEERBRORBEICESE BRERLEEH TS L,
o, Z7ANICHGRENDITNTOERBRIECC 7 T AMCSE S5 BRI
DY HEBARNITEBEZIT ) bORUREEBRE L ESEAO/RRBRICEE T 25K

PHEREHHIIRE VWS ZZ BN DI 2T, ERAERECOER FOTED
CNAGLESE X CRERLETRT LI,

5. 2 (% i . - ]

|
HZEFBRIC AT 5B 6 SRORERIZHXTEFRE 2RRTH L,
OB, EREEAKICERSTIFRSL, LEIRL, %1&@% F 2 WaEFICR
ﬁ?%%ﬁbﬁgﬁkﬁéiﬂ ERTA T &,

6. UAToHT

(1) ¥ %ﬁ%%@Jz&%ﬁ% JIS T 14971 TEEHEEE -V ARV ALV FOE
FRBA~OHER] #BRUCL. URZwXUA L N OENEERE OERER O
ERRTEBBEATA S L, $, BTFICRTEEICOWTI, ) A2 DHficg i
b, MEBEINS YRS ABEEOF AL LB L TSATETHD T L FHBET
Ik,

T AT RO L, BEEFBESHLEESE EDORSERD b T R R
DEFEBRIIET AT — FTho T, HHILESERERICBEELDH D F—F
LELe,) DY AT BRI T~ Y R/ BHEE LS. FHRCEY LB 2R3
Hok,

A 7@@ JIS T 14971 &#&#EC LT)X&??/f/%%ﬁotF% BERAp Y

BRO NS, FONYF— RT3 275 R T 7= U A7 SRS
@%ﬁ%ﬁ%ﬁugﬁat%ﬂ%mﬁféza |

13



|

7. BIBEICBET AES

|

7.1 ST MSERRICET 55 [

(1) 1EHSE (EFRERVGABIAREROEETNICE T 2MEERE VLEE
BOJECET HE%E (PR 16 FREFHESE 160 5, LT EFRBACMPESR]
EViH,) B2RB2EHIZBWIEDD EIRRE) 28 9.) OF AR TN
%ﬁ%ﬁ5§f®1ﬁ%ﬁ@?é:ko&ﬁ\%ﬁ%%%momfﬁﬁwﬁm%éﬁﬁ
FHICESTAHOOFEELED . FOFBEECESEBEDROBILE{T - T2
WS U< HEEFEEETHR GER 6 EBEASE 1 B, DT UETHEAL & v H )

BIRESICHETAILOTHAGA R, FOEEBAESORETELRR T L, = .
FL, BB U EO N F1IHEIIESSRE QUTF =28 —T 74 ABEF) L)
EEITIEETSEORET. FOBRBASOREFORETELE LR,

@) TERPECCEREGICNTIREC SV TH TRBCREHAZER TS &,
(3) RERMIZL > TREORE., WHERRZLGEICH > Tk, PHEFESEOR
B, BB KERPBLYELATRICOVWTIRF OREEEORHETS = &,

C(4) SOEMEHE®E LT, IR o—-HERSTA L O, ABHEE DR LN

BB T BEEE . BN TIEAREERSENEEE . MaaRSER
BEBLEE  RRSMEEECRT 3R UPES, A IREER, FAX
R R AT DT B ,

(5) SMERBRMERRE A L X ElTAREEE L ERABLOFIEM RS
+5H,

(6) MELRBOELABRHET o mEEROLHRUFEMLTH L URHEHL O
BIE (AR OBELED.) 2BEYLIE, o

() SHERSBROMRSRELEEL LTRES YD D M55 L LTRRSIET
BEE, T OBRMBOEEFERCHERERE LW T EROEE L A4 554
. BIRERTALERHD b, | ‘

(8) MEREABETERESE S L TREE L ERTARAL O L0, 80 itk B
BHEF > TWB LORMABALEES, F OB &R EHIC T ORA 5RO
EIRFEEE O&FF, T 5 EEFOFES, BERFEFISEROVKRES - B
52, WEARURBLEEHTHI L,

8) <=RAY—T 7 ANBRETTHERBEOMNESZIIONTI, ZOBRTSE
RTHEPNC. FORMEEES - P, SEFROATR - T, v X877 A
NEEE S RS RS S £ BT A A b o TIXHTRS - 3%
B EERRERBL, v A =T 7 A ABRBREPOSAIL, TOEEHT S
k.

o mEsEC T e ‘ |

(1) BEFFOREDRIRLZA{ZATF -2 a OB ETRE L IRE ST A —F%
OEEEEEREETA D L,

14



Fie. EREAICEIT AR IO KIEICIR S L. i L7 REE B T
F B MBS E 45725 0Tl B &M LR fe TR+ 5 = L,

(2) FPAEOCBENVT—ia AEREMHKIETA | AEEEE | BERBEREER

M IREAY T =g VEECOWTY), BEAY TV VIZETAHA KT A >
% (CFr 94 3 A 31 HEEE 60 SERMSBHEREED EFEAROKFRERO
HARERFEORIMCETAEBIIOWT L R I0ES A 1 BEERF 60 BERE
EREkRm (BEERAOWRE N 7 —2a VCBT 200 KO AL 0001 Bioh
FLRORABRIZOWTI, Aﬁbﬁw%%&UAﬁL@wﬂﬁmU BERBROEY
D CE#ETA - &,

TABZE,

EreN t%&@ﬁ%%ﬁﬁﬁuowrm %@ﬁﬁ(bfwxﬁj—:/ﬁmmﬁ
Y&, OEUEERHOMNITA L EEED, VA M AEOMOBFEKOEYE TR T
COREXIIARELFTEDAY F g VBT ARBIC YN T L ERT AT &,

(3 vIHEEREMEEZERTIEGE. TORMEBORER. B, %ﬁ%& W
RS U TSE ERHC BT A WM D0 SE - BEMRROBANL LELEHL R

7.

3 MEERICETAER

|

REERCETAEEE LT, 7. 1 HORE LRI Cn L RARR LoV T, B
HEER, FIEWELHHL, %Wfﬁﬁwu% VRS ’%ﬁbﬁmﬁﬁﬁkmﬁé
WDOWTRIBHT S 2 &,

15



B 1 ‘ :
BEMEE OM#RL (Format of Summary Technical Documentation)

D HeFE

1. &k

B oDk

1. 1 SHBEOHEHE

1. 2 EEXEBREROBHRUHBORE
1. 3 AECHTAERRE

0. EAEHFEAEE~OEAEY (Essential principles and evidence of conformity)
2. 1 RER—E ' ‘
2. 2 HEEFEHEIUSESHEIL (Essential principles and evidence of
conformity)

3. HERICET AEH (Device description)

2

3. 1 —#%FH (General information)
3. 2 JFEHE Materials)

3. 3 B (Specifications)

3. 4 FRFERUCHESER

3. 5 HLERHESR S OHE

4. BHRIEUZEEERTIEOHEE (Sumnary documents of pre-clinical design
verification and validation)
4. 1 —EER
(1) BBR~OHEGEE ,
4. 2 HBEOFRFORYEHREOCHTE
4. 2. 1 BEOEEMPEMTIER
1) 4 ERAY, {LSRO%RE :
(2) AR 2 R OB REN L
(3) =M e
(4) i BT A el
OF i 1ok
(6) L e M B UALE
4. 2. 2 HEoEREEMTIHE
4. 2. 3 HherEMST LR
4. 2. 4 FHEEZEMT A HER
4. 3 BEERFEM (Clinical evidence)
(1) B AR AL
(2 ERABREDE LD
3y F Ok
5., 5194 {(Labelling) .
5. 1 HAXE () ROEORES
5. 2 FUL ()
6. U AZ4H5HF (Risk analysis)
6. 1 VRIS EBDEH
6. 2 BEERNP—FR
7. #hE - a3 AEH (Manufacturing infomation)
7. 1 SUEETE L08R
7. 2 BHEFE
7. 3 HEFER

16



B 2
mOR o o=

SE%EH"J
o X R R
6|8 & R H

T | BREFEXIIERF

REBEH A :

H
2
i
P

FrATE O

) -7 7 RAEEE. ¥ 164 TH 20 BNEEELARSN TRFEEE L£FEFEND
BLEETOREICLLIVBEATERENEET2REETHERES, TRERBER
U—mrEERSE (5R) RUEFEE T EENHEORE LV EESBXEREET
LREERTEEEMAERE (57 0BT 20T KBTI ASEICLS 7T 2
AR L&,

CEEMIE. FEERR, BEESRUEREORPAERCI®HT AT L,

.17



