SRBHEFEEE 0327004 5
YE%2 14382 7H

TEETREEEER (B) & B

EASBEERA LR
A T L A

% F AR R ORI AR SR B IR M ERRIC IS LB S HIE T o C

FEEVE (BPFn 35 HEIEERE 145 B, LJLT &l &9,) 14 FROEE 19 02 O
HRIEICED < ERESORERFFAGREFHICOWTIL, TR 17E2 A 16 BHiTERess
0216002 FEFKEMFHEEMD (& DFJI%%%%@%LE&AE( FEZOVTY, 1Tk D 20BN
PEMEN TN & Z5ThS, FREACIV T, BSIRFTRBEREICIL. RN
MAT, TMTERMIEZRETAZ L L LTRY, FOHRMER R OUREEHEE D /R
WZDOWTIE R 1T 4R 2 A 16 AAHITERAHERE 0216001 BERESRETEHEEEME
PRI ORLEGEARFHBIRE LEETREFHIOWT) AT, TAGRHSEEEED
A1 &V D,) RUSERL 17462 A 16 B AHT SRAHISEE 0216003 SEFUASEAUHEEE
A [ERESORIEREAGE F R ERMTERMIEER DTS 12T CLF. MRS
FHEEEE] L)) KXV RENTWB L ZATHS,

Eff, EEFEORE(E RS 720, PCALEIRFORRE 2T T 5 EREeR L ks,
D515 hRE SR K OMERE S SEERIIC RIS Th 5 L3R HIL AR REBHESRIC ST,
U AR OEREE & ORISEMORSREIT I Z e b o TRREESITH 2 & (R
FEEHR) L L, %@ﬁéx_ﬁ}imﬁ B EICRMT T & ER OO R OER EDEE A
ZEDIZDT, #HTHOL, BB TEARE, BEIREBESIBES ZEEE =0,
=N E&ED”%%%%@%L_E&A% REIC DWW, HEOM, #ERTDEY &3 528,
SHBINTERHERIZE L CHRRET 5 FEL LTS,

VT, REENC LY R 20 4E 3 A 31 BAHTERAKETEE 0331001 BEA AL ERA R,
R PR R I H R Bl TS OB IR AT R B E O IRME R O
TNTONWT Y 1 TBEET A, .

fm”fs FBROF UM TEBIE AN ER G ERISSR A RER EKE%%%%%%

HES, 7EAKER LSENERES - IVD /NEEBAZEER. BN URX A ESS
RS EE ST a%&z@%{f%ﬁ%nu&%&%@%ﬁ/\ﬁ%ﬁ‘@%f EffTEZ L Lﬂ\é




5]

1 ASBIOEAEEH _

PORRERLE L s, AR, PR DRROMERESHERNC RS TH 5 ERH
22 (BFERER) RDEL4 %1@&0%6@i0u&19m@2%11_§0
 BLEIREARBEBE R LT, IhbildhoTL HRBHE %ﬁgﬁLﬁ@%3
LH7, KLﬂK%OWT%LWAﬂ£$ @%ﬁéﬂ%@ﬁ?é &,

Tl %%Eﬁ%ﬁ@o% ACREMENEESN TR, ZHICHEETDHH DR
5%Lwﬁﬂ% FHoh o T, %%Ek@ YRk 17 £ 4 A 1 BRITESERESE
0401003 SEAS @éEﬁﬁmﬁgﬁﬁﬁﬁEﬁ%%%ﬁﬁﬂiﬁLﬁFﬂ AEEYE
AdA 0L UTHE SN EREROMERFEARRHBERTEMERICE LEE
FREFIFIZOWT] IZEBbDTHEIDT, SOTHH LR D,

2. RAEROERNE ZTT
B RERHSRT ST 5 b0 b L TCHEE S A ELEIREAGRHR BRI~ & &
k. EEssnsERERA{keE (Global Harmonization Task Force : GHTR)IZI\
TSN TWBY< Y — - F7 =)L+ F¥=2 2> MSTED) ORI HE > TIRET 5
;&k?é BB, ZOBSICBOTIE. BRRCRTEEE R /ER T 5 Z SIFE LR
L. RS RS I T A BTSRRI TR ORICIRA T 5T H, R’
Hﬁﬂ®$%hﬁﬁ?é%ﬁf%W?MT%%Lixﬁw:&o
¥ ASEAISEOREEOERMSEAEE L THER L b0 T2 <, BEERTER
i%ma;ﬁﬁﬁﬂééﬂé&%ﬁﬁbfﬁmLL%@T%%@T BRI DERERRC
18 B LSRR S E ORISR OERIC S 7 > T, ABREZBEIC LoD, B
Eﬁ%%ﬁ%%@%@ﬁﬁﬁLOPTﬁ@kWﬁ?élbo '
3. —ROEESEE X
1. BROKE SIZARTIERMA 4% A, HOcmgTso e e L, FalL E
FRlET528, £, BIZBLTOITDZ L,
0.  WRIEBOSEORHEIT. BERIL LTI 0L L L, B LtEﬁ%ﬁ@
‘ KM U, RS RERER 2RO CERT S 2 &,
3. %ﬁ@&(ﬁﬁ@%ﬁ)u%ﬁ—%%%%ﬁb\ﬁwfﬁﬁﬁﬂAW@E&%$
WHIoH2 L,
4. EEICYToTE, BRHIE S EEBR L BE SELADZE M UFEIR & % BFE
CZKRIL, &6 ;I%HL%O < Holk, ERRRMNER L BER & ORB| 2 Bk
Z9AZ &,
5. EHEOTEITTE AT, BRTEROMMOES YEBIET AHAIC en
REFEOTBEFT LT AR EOFELZHELD I &,
6. LEoM, RORBETDHI L, |
(1) TEXAPETRHLERAW, 2, RiIR LK BEEEXITTHI L, TOR,
HHLEE., BEOMTAICLEETSHI L, :



(2) EEEERT VAR SOLOEEAL, MRTETFOVTI, HE, I
Uy T EERWDZ &,

(3) WEIAREMCRBNTHIT. WEZITOZ L

(4)ﬁbﬁﬁm%_z%k%AL@Dﬁﬁ¢é &o

(5) BIEEZEOHEILLTEMZIR T &,

(6) ELWEHTHBEZFERTLZ &, %;ﬁm@%Ahi&%¢5 &, BEERD
BEZZTDZENREE LYY,

(7)) EEOZA FIVIE, FONERFRECHETEX A L5 RbOITH T &,

(8) MERZEENLZFOEERIATIEE. FEOS AESRUHEHERER
HIHZ L, '

(9) HEZEZNLZFOEEIATPEMHTISEINE. COERHT LI L

(10) YEERIALTES LSS, FOEO TRXIARSORRIZEIAXEEE
FLOTEH L, UETRERSTTDH L,

(1 1) FEHRRORBRE LT THET iﬁ@ﬁﬁ%ﬂhﬂ,%/fwﬁ4xiﬁmﬁ
e e D AR B R OESET B, pESOMEREREZTEHT ST
Lok MEICSUCAKEEEL & HICKHEEE LR L HRENTHE R &
BRCXAESITTERRETHEAVD Z &,

(12) BEFT-HEEIE. MEFEERL, ARRERI iﬁmﬁﬁﬁfﬁ Ek¥E
EFRTTHI L, BT D b ODOHEITIE ﬁ%%Mzé&&ﬁ@ﬁﬂ%%
LBz &,

(13) FEMELLEICR U TRET 22 &,

w . KEBICBY AEEEE

1. &b B OBRE

1. 1 ABEOHE

(1) BE2 cpE R B OMESFITA L, ik, SME - TEDHER TE O T
BB YR T —EIRWIC NI, BRGSO B IMTE
LThB ERTHT DI L TELIAR,

(2) RSB, BEEME S, RIEEOLIMIICTER L —BEEINIRRE TS T
LOBHETETA L,

1. 2 REBROBE

1. 2. 1 =7

HIEE 5 B DSEREHBESE Sh- BBl DWW CHIRICEIE T D 2 &
(1) s E LS, FRAFESSERNICRSTHS & B SBUARERBES (8
BOBELHVED,) (IR —RHREEREAORILEERIIR D & L BIT
MBS ED LD RER, B, BERICB TS ENFbDTHDDEFLH




THZ L,

(2) THEAIZEEL Tk, BAGRERSSROMAROREZICLER L. BFigm A & BAR
RS L TR DAy BATF. S &n),) @%%&:ob\fnaém“é_ko

(3) EazE HOBASRERESE L A—0b o (BF162 49 A 21 BAHTERE 821 B
A ERERA [EEGEORIERGE. fﬂﬂ R O E RLEAGROBRANIZD
W IZ L BB (Wb b /L THE) ARBHBEEEEEENOE 4. 30 (3)
CHET B IEERE (oS R %) UIFEEHERITOBREIC LD
FZEOEMBIOEE R ¥, BHEER B A ERSSRIC R U CRBROEIN L Z B
THLDTRWESIZIL. TOEETEHTHZ L, o

(4) BEICBIEIEAREZ RS L C\W5 5B O—HEFARBFEOHEICH > T, BEK
20 HOENICBIT A REASORARN S FIRICREET 5 Z &,

1.2.2‘ﬂﬂytfb

5585 DR LR B R DR LB FE D B 13 o o T L3RI\ i
K%ﬁ#é:ko '

1.2.2.1 FREHIAFE O »
(1) BE 11.2.1 EF =& b TR LEEROERR, BESICESNT, BiER
DFEHLRE EHEFS) & L0 X IICEDO), BUARERBSR L DETE

FNCHAT S Z &, ,

(2) BBNCEELCid. MR E OREHIEL ED BIC Y- TEE L U BRARERE
ORI £ L >, B B ORI R DA R AR
#HIoHo L, |

(3) BUARERME & DEMTONTIL, BETE U TRIRT 5 UIES OB E
BIETTRI 72 L CRHEHICERT 5 L.

(4) s E BB EREROY U TRBROZERILZ BRI 2 b O TRVEEITIL,
- FOBEEEETH L,

1.2.2.2 BREHIARE ED HICHTe> THER LIZHE ,

(1) EAEEEEOREHE TSNS 2EDBIYE-T, VAZTRIAY MO
ENDLHEUTEERD BRI FORNBR LRI T L2 L, HiC, BARE
MR L DESIC L B E. BAOE, BEM~OEEPREENDIHEIL. EDOR
KRR R OB E R B R SSTNANNL R ey Yt oltet: - UlEBEE L E T
&, S

(2) EEMEOHFEDOTDIZSHR ULEEUIHFRER DY | TNEREHMIRIED
BAITIE. FOELHDECRRETIZ L,

(3) HEES H BSPAGRE SRS Lﬁbf%&@%ﬁm%mlTé%mfﬁw%éf%
ST, YRIZRTUA Y NOBED HE LB MRV BRIITOER U
DEH A EICEET 5 &, |




1. 2. 3 BUKREREE L OZ5OME

DT D% A, BARERER (EROBEbbhb.) & OHBET ., FEThLE
SEOESHERMEICRA LR LU CERE T 22 L, 2B, 1.222 CHrEZLZEHET
B8, DR AIIEL, RAMETEET A DICEEL Ebhé%&é INFRITED B
.

%123mﬁ®%ﬁkLt%%ﬁ@%%%&$%%ﬁk®%ﬁlﬁféﬁﬁ

(E1) HEEmE BER R e EHCETOER (&
' 2)

—RRAIAL TR

IR5e4

SftA

T

AFEAR

fEF BRI, Z06E
IR

i

| R

JERFH

..................

E1 : T AEBICOWTHE, B Eﬁ%ﬁ&@% >R &6&9%%&%5%
CMTHEEBIZ, TORBFEBNREERTDHZ &,
B2 EZEHICETAERIC OV, BEERRRER# SR L A—ChoEnik [EZakL] &
SET D2 L TELIEZRVE, ESVRHSEDIT OV T EFMRREREZTS =
b '

1. 2. 4 ZESIRIREIRIER RS HERGRSEROBEL O
(R ERESR ORI

BT T1. 2. 3 BIAGEREAL OESOBE] CHEC LI-BRARERMESE L
SEINT OV, A, ERE. PtE. SRR UMENEENCESTHY ., WE. B
MR OB ERFE RSN TNA L RS Z & AREE LTI YW TEIRICTET5 =
&, :
7ok, AT 4. 2HSRORFMIEL O UMEREROME ] IZBWTREET I NED
5b, BEEAGREREEEEE DEMTOVWTORIBERDA %2 BN U CTERICESRT5HDT
HHZ L, ‘
(1) T1. 2. 2 &Ear&7 b © 11222 REHHELZEDBHICY - TEEL

FEE| CESX | RAMEOREDTDICHE U EBOKREL LT, ST AR
HEENRELNTWAZLETERTAZ L,




(2) MEDEE S BBAICL. BE S LT CREEERT A 2 L,
(3) BRRGRESRMEE X O EEM RS LGS 5 IC L Tl & U BEARE

L EMERICOVWTIE, FOERER. RRASEBETL L,

(4) BARERERE L ORENRFSHEOFTMICYS 72 T, %7 LHEBRIC L AR5
ERDBHO TR . AFTE DEROFMIE TAEA - RIEHIC RER R RIS
RFEMECE AT H o Tid, TOFMERRELHATH L TELIIRNI &,

(5) BRASRERRMSIL L OESWELEDR EREEMOH M E2ERT LD THS
BEIIE, EOHETHMEMELNTVWAZ EEBITH L (BB, T4
BESRIEEIT [ 4. 2HIR0OREHRIE R OSSR OME | CRERT 5 2 L.,

(6) #Ee LT, REHMEER O UMRHERORR, $mma®)xym%ﬂm:%%%,
DY AT LRELSBRBLOTIIRNWZ E2FRATHZ L,

(7»%& . BEEREREEE 2, BELESRREEREBRICHN T L, TbhER

E%%%&%E%kﬂ%f%é Lk, Tﬁ@®~@@ﬁ ICESWTERIC

@ﬁ#é L, :

O #iE - FEATARERLSE L BENCRSTh o

@ FERFENFENCRETHS 2 L, Thbh, Bk EICEEOBREFIES 2R
&, (EFEOAL, EARRERTR, RENEENICRASTHL I L,

@ FEREN, PREUIESBRRE RS L FENICASTHL Z L.

@ 1. 2. SEAREREIE L DESOHE] THLNZ LT-BAGIERER L O
SELSWRE, AR R EE 52X NS D THD 2 &N, PATRERE
BORE, AR OEEMEOEMT L 2o T RN, HAEICET 2R ERE D
I E BRSSO S 72 » T—IREICER Sh TV A RBR @AV =Rk
(JIS T 0993 IZHEHL U 7= ALt R &R <) RUMKRRBREIR,) £
DO L VRIS Z &,

1. 3 AECBTBERRR ,

(1) PEREMEICBOTER SN TWAERESETHHEAITIT. TEREAEC
BT AHERARIUCOWTRE TS Z &, BARTH- T, MALETHERAINLTH
IRWEAIZIR, FOHEBEEETIZ L, .

(2) Bz, B4, EEECBITS) BEA, FrRr0RIzONT, RERXEZAW
Tﬁﬁuﬂﬁﬁégko

(3) SETOERICROTINE CIZHE STV O RESEDREBRILUIZOVT, RE
EOFEE, BEFESOMRL—ERE L TRERETHIZ L,

(4) TEICUZ-TiE, FEFEALTHALNICTDHZ L, o

(5) HMEEHERBICEHEEIERODH 20T, BEERETH L, &I
I EEH OO EEEE TR A U IR T@&m#%ot%A-éﬁ@F@:Lﬁié%ﬁ
HEAHEXTEOIC R X\ & E X SN A BEEARAS ORAFEECEEN b o125
DUVTHE, HNATBIEAEBRS ERESRRSEOFE X VA 7 Ml _ﬁ‘%@oz‘)x
WZ3CEIC ibﬁ&?é L., FOMOTREASDIARIUTOVTIEL, é&éﬂ%&
T AR, TORESHERICUETTHZ &,




2. EAEM L EAEE~OEAM

2. 1 sRHAK—E o
FREIRE 41 5558 8 THOMEIZ & W EAFBRENED DEREERORELE (Fpk 17 £E
AEBEEERE 122 5) (BUT, [EREM] L0 9,) ~OBWEMEE TR T2 DITAVW 5%
—E5, HEl £5 FEERRLL L LICRERTAZ L,

2. 2 HAREMR ONEE ML -

EARBEOEE & LI F DA @%ﬁ%fa*a‘gxgﬁ AT B L BB S
T DIZRIFT B RBRAEES L IR RITOVTIL, 4. BREHREER U MERERST
CEOWE], (6. YRAZHHOREE]. (7. SEICET 3R SEDHINELOT
 BHBDT, RETHH, BAEAEOIER Z L IZF0RBRGEES LIIBEBRBREN S ZITE.
HINTNBIVRTZ &, _

B, EAREE~OTEA AT S 72 DI AV - B R QLY 5 B sg 5, B
B L DORUMEEHRETE L L BICFOBEAMEDHAT R L, T, BE LT HHK.
BIEERNRVEA, BRI~ OB AR T 5 72 0IT 5 BRI OV T EOF RS -
ZEMTD L & bIC, BONTRBERIC L ) EREE~OBEAESHA TE 52 L &R
& ,

3. HESRICEE T AEH

MBI BT 5 B T OREBIC OV Ry 5 = & AR E— M A B AR b TI.
UTOEBED S b, ERICHEET DMNERERIZOWTORERT D I L TEXRRNT
&

3. 1 JEHE
m$mamrﬁﬁﬂxa%m%mj@h%mfﬁmfa_mga@m%@@ﬁﬁﬂ
Esﬁﬂ‘éf*%ﬁ#%ﬂ R S N

3. 2 mBfE: _

(1) %ﬁ%ﬁ BE LT DM - A, PRRERMIEDS B AT X AR
FEO MEARR MICRE LT W T HEHREL B ORE., AR %
EMETRIRT B DINEI > THE T LEBFTA 22, EPSDOTE Y Inik
FEMT BRI Ho T, ThE AT L oRE SR DV TR B
L,

(2) BUARERMSS L OFEWRRISEMEZ A L-BROFMEER © > b, &EERICR

 EBLRWEERS G, TOBEHRETEHTHIZ &,

(3) FHLIOPARERER CEFERENR L RIEIELRE LRVEE, ZOHEBE

45z,




3. 3 MERHERUAETHIN

7?<a’35l35 B0 I EUIHE? ;dJ@‘iFﬁJ WETHE LI25mE. OB EROEIHIE
ol Efr%a?ﬁﬁ)ﬁ‘ 5Tk,

3. 4%@ﬁ@%ﬁ@ﬁ% BB 1R

SRR BV CHET AIZIEEL 2V OO0, FhE OMAAR ;Eéﬁ“éf%&ﬁ%m:tna
%ﬁ“é 213, ERESHEEOEES., (SRS OBk BARICTERYT 5
z&,

4. BRI U SRR ORE

4. 1 —iEHR

4. 1. 1 FE~OHEEES

wern B8, EAREAT N BRSO RS EE E VHE FERAOES L TRIES
BbDTHEENEDEESEONARTH L, WML, 2B, HRESEIIOVT
iZ. IS017050-1 [Conformity assessment-Supplier's declaration of conformlty Part
1:General requirement] {ZHE> CTIERRT A Z ENEELYY,

HOEEEIE. YRTEROMICRAT TS, ﬁﬁ%ﬂ@%%_%ﬁﬁéﬁﬁ
THWTHTHELIRARN,

4. 2 HEsOR ﬁﬁﬁ?ﬁ&()‘“‘%%ﬁ%‘%@wﬁig

FREE R, B 1A% B RS HREE I OSLA MERESE D 72 DI M L TSR DMERE R O £t A B

Hé%ﬁ%@ﬁ%uowf\UTkiD%@Kﬁﬁfélko ' ,

(1) T¥E] L LT, BEREITRDREHREER O SRR D 7 DI LT ERE R
Vet 2 BT ARBREICOWT, HEBRER., REBGE. %%F% EHEREER
CERERE R —ERE L, BRI LICER TR T L.

(2):&6@%%@5E\$%&Eﬂﬁk R, 2hEe. PIRE ORI TEE

SREFREE L HEMICAS TH D 2 L EFHMET 5 72OIAT o T RBRIZ OV TR,
—Eﬁwkm%ﬁﬁﬁ&%@ambwéia EETH L,

(3) FREMRIER USRI, z?t%ﬁﬁhiéﬁ&%kﬁé%wfi&< AF
& BIEROMETAIRA - RIS EEI R RS TETE AEAITH o T
FOIEREELATA L TELIIRNI L, T1. 2. 3BARERMRL
DELFOE|] O [£R1.2.3 § SRR L Ui BAGRERUSIS L B3 E L 0y
IR AR Zic kY, HELEIHARERIESRLF—Tho LRl L
WTEBERIZOWTIE, F—Thd I &R ZBICHIT 5 Z & TELI XA
Z &, : '

(4) JELIERHEEE CREERT SRR EITORD S IEEITITEOEBZ THIE] 125
#HIrZ L, ‘ -




(5) FWT, BRI LIz, ARGERURBRRER L2 —ER L LTENT S L L bin
BERBRETHT DL, FRRT L DERBEEEEL U TOO~®IR LEDT
ZELINTNZE, RBRBRIITEABYKSELTHETS - B

(6) BHRBRILD (5) DFREIT. KRR L ICRH LZ7=TCTEETAHTH LWL,
Eé LTENTE 280 e—BER R TH LU,

(7) RBRREEL. YRTERORICRAT AR TH., PEEOERE W5
R THELI 2R,

O W, (LR
WERY, (LFRIEEIC OV T, BRETEE &%@%%ﬁf*%@ﬁ%%naﬁfréo HE D
R EICH o T, BERE OS2 9B L CENRER 28ET5 0 L,
BRI IR AR 2 ISR LT BB 5o Tl BRA R D S s
B & UTAREIZERD b DO TH D DT, YEAB ORI U (LSS SRR
SO, BRI, BURL DR, AR, TREE, &FA. W, REtkmsico
WCRIET A 2 &,
2B, ERAPEIOMEER, (LREAOMEIZET 3TEE OREIC OV T, ek 19 45
8 A 31 BAHTERAMSESE 0831002 BIEA B ERA N Rt S I e
- EEEEN TERAR ORISR KR R S DT A Y - (LR T OV
BROEFNE 2 IO &, HRESIRICOWTIIER 21 481 B 5 BAHTERAH
ZE5 0105001 BE i?‘?@bé‘Eﬁﬁmﬁ%ﬁmf?&;ﬁ@%%%ﬁ%ﬁiﬁﬁﬂ Rl es
WROBEEIRFEARRE K USRI 58 N B B R E S MG o O ERRY - LEGRE
HDEARIE 2 FF 12T %7’33%&3‘5 zk,

© BRWR MR BRI ST

BRAZEMEICET 2B LTIk JIS T 0601-1 (Eﬁﬁéﬁﬁ%ﬁ% %11“‘[5 zr
ST 5 —RAVEREE) Hi2, Fo, BREFEIMECET AR LTI JIS T
0601-1-2 (EFESMHER—5 155 : XRIHT 2 — RIS EE 45 2 8 « BRI
HE—FREER ORER) [THET 2RBFIEICA T LRVRBRIC O T, A% L
WEIFTROEE LRV NS SRR O RS IC SN TS 5 = &, Ak, th
PO BRI VL MR OB T 2 HE OREIC OV TIE, TR 21 48 1
A 5 BAHTEEAHESREEE 0105001 BEAEEEE l:%%ﬁ%ﬁ‘@&!:%%%ﬁﬁﬁ
EREA ERER O BLEIR AR 55 & USRaE RO E R BRI ST E O
WERRY - (LERIRE D EARGE 2 Flzon T 7&»73%2:@“5 zk, '

@ EWrERZREN
AEER L LTI, BB, et IC 50 fE. %5 i Ty L
JIS T 0993(EEARHERR D AW HERIFHE — B 140 : MR USRER & OSERL 15 Ezﬁ
13 B A1) EERFEES 0213001 75‘}— E%@é‘Eﬁﬁunﬁ%ﬁmﬁﬁgﬁﬁﬁﬁﬁLﬁF =
RARORE (BA) AR BHBICLEREMHRROBANE 2 FIconT) %
BELTHIE, £Tm, ﬁﬂﬁﬂ (ZOWTIE, SRR 19 4E 8 B 31 HfHsRamssss




%mmzﬁfi HEE ER AN AT TR E R R S A (R e
RGeS R RN E R YRR - m%mﬁvéw%ma%@gxm%zﬁ_om
T] 285LT5HZ L,

@ BERICEET et
REHEL LT, ik, BIETE, FPRES ﬁﬁﬁ%%%%?:k :
ERIEEITARA (F8F0 23 FEEAETH 50 73) 54 BE 2 WE, ERESERE

FCRTHEE IOV THRT L

@EIJO)EF&%@T%&#%%@ EDDHHRBITEE L ARVRBRIT OV TI,
BB LBVEFTRUEE L2V BRI N SERROZ LI OV TREBT 5 2 &,

©® BRHYR et
HEGIEL LT, BiE. BIEFE, FFAEXRPRRESEZ T2 L
ERERHEROSEE. JIST0601-1 (EAESER 5 18 : K25k
FREIE) FIC, Eo. BRSBTS RBICE LTI JIS T 0601-1-2 (B
EXMRR—55 130 BB 5 —RAVEREE -5 2 8 . ERAM I R EER
URER) ICHET HRBFTEICEB L 2WHBIT OV T, /\iﬁu@u\@)ﬁ&(}A\ﬁc
LZRWE I N YRR O LI OWCRERT 5 2 &0

C)ﬁﬁi&vmmﬁ
ﬁ%ﬁﬁ@ﬁ&ﬁ%ﬁ%h&oTﬁ&ﬁ%hi5H§%ku@?é%ﬁ%&@;
STBFE. ERROBREDEL 2 EHEELTHMT D&,

HEr (RHMAGRER, IERER, wERE) Jlic, #BhE. BRgs, JE
EH, %f@ﬁ@%%%—%%t#éba%hwﬁ%ﬁ&@ E@@%%ﬁﬁ?é_
L.

EHURERBROB T CHETHIHEAIL EK 20 £ 9 A 5 BT RAHSEE 0905001

EEAYEE ERA AT SR E SR EEER [EREROa LIS

DT L BEMRERITOVT] OED3ICEB L, |

HBELUERTSZ &bmﬁwzﬁﬁﬁ;owfi'%@wﬁ K BTN

f%*&?é P
‘5.?&UV¢
5. 1%ﬁi%($)

REFBEOHEEMIRST LT SERITOWT, BARERESROARME L&t
L. E&éﬁ@b&é%A I, TOEBEZHRICHATDLZ L,

6. VAIZ<TRIAV |

R uﬁbfiméﬂt)27vX/f/Fpowf FOMELTHTH L,
- EOREITIE, BEEED @giﬂiﬂ MCEEES S Mg & LT REHEES




o7& ITX-oT, JIS T 14971 TEFRMEER—V X7 vV AV FOERMER~OHEA ]
XTI DRI TH 5 15014971 “Medical devices—Application of risk management
to medical devices” 75:7%*3@ LTEBINFEY R RV A NOWEEBFATEHDOTH
S8, HEEE (BHERIERE) ISR CTEONEERHEL, BIOEREMADI L bE
Ebﬁﬁhi&Bﬁw:

6. 1 URIRI A NOEHIRI
)XﬁV?/%/F®£M%&U%%Ltﬂ%%?§?é &

6. 1. 1 URZ<XVAL POMBEH |
YRIvXDA L FOERECBNT, S0 & D BB OB EINTY 27 <5
VAV MEEIMTONT DM, FEARERAWTRELBRICEEH T2 L,

‘a 1. 2 URI<=RI A NOEIRIL _ ,
YRZRDAL MY LEE @B) 28 T313h, VRIwXTAY MBI
DEBEED L DEMERIUT DN, FE AV CHIRICTERT 5 2 &0

16. 2 e LFOEBERHEL - AF—F
$%%E;%5)Z7VZ/%/FkkwffétwﬁE@EJXﬁwﬁﬁﬁ%% Eifa
LS IEIC W CRIRIC R T 5 = &

6. 2. 1 BE&REDORIEERD NP —F

(1)$§§ BICBREMEDH B P — K GELOEBREIEIAED b DR ETr,) ThHoT,
F‘ @E%’@J’é EDOREXNR EDHIEERD NI Y — FRHDEEITIE, BiE

— RIZHRD U A7 KT OREER, ROMEREACIIENE LT Y 2 7 RS EIc -

mf%%ﬁ%%ﬁmf%@ﬂ%ﬁ?é:&o'

(2) ENOREEESETH T, REBIRFICERICEREYT 2 T ARBamERNBHEn
TWERITIE, U AT W4T 5 ICBR U CHEBAI R SN Y — RE BT
B ENERETH B, REERBICEEET 2 BANRH SN HE, SEAET
REF - BE SN EREROBESEICh o T, BRCHREHAROY 27 <X DR
¥ MBFET LTWBEREICINT, B TAEDEELTOMENEL D LICHE
BEiaZ e,
TDO%E, MEREES CUIBLEEER) 2. REFRFCERSNEZY 27 <X
VAV MOREFRELREE 2, MIERBREITO L L BT, EROFRERLEEWT
FONEEBRIRETHZ &,

6. 2. 2 )Xﬁﬁﬁi"tﬂ%@fﬂ:%

(1) ERFTBAZERIC mbt)xﬁvz/x/b_kwf URIFORR, URZD
IRRHEBRSNETH D LHMT LTe P — REEET S & & bic, [ERIEB O E#N
BROEDFERIZONT, REREEZMOTIRCERT 228, VAZOHICR




WO LT O FE T 5 bO TR, U X7 FEZELT 13
BTEHRNWIRT ] E¥|J[%ﬁéhfc/\ﬁ5— RIckt LC. #DERE SN - EREss

HEHTALDOTHAT L,
(2) VARZ a2y ha—AORR, ERBEENEY RZIZOWTCHERFRTHS LT Lz
SHEER LEEH T &,

(3) 1. 2. 2 &tz &S b BN T, BAR E%%%%%a@%ﬁ HNY—
F%ﬁﬁb\UX&@ﬁﬁ%ﬁ%%ﬁbk%@kcmf%ﬁﬁkﬂﬁb\%@ﬁﬁ
EBOBRELENTH & L bic, BEREm GRE) 0Bz2HRTH L,
(T4.2 HEROBEHRIER O SRR OBE] I[SFEBOBEERTI L THLY)

7.%ﬁt%%5mﬁ

7. 1 BEFECETHIER

BEERESROEES, TROBRELEHRIT DL,

(1) REEHOBREDRILE 255/ F— 3 VOIS ERR L, WE AT A—5%
DPEFEETERTHZ &, ‘

(2) I%V/ﬁ%%4bﬁzw@%mwfwémaw%fﬁ:%%i?V/ﬁ%ﬁ4b
BERBRERZTESHTHIZ &,

(3) EEMHRIIAKYE (SAL) TR 50 OBESMIC CE A EESERUBRETT L
VAR A FEERBROSRREEL DL D%, YR TEROMTRAT 5
HTh, TTERORRBITHRMAT AN TH LV,

7. 2 REEHIZETAER

(1) RESHEICETAESRE LT, BiEHLE ORETRIZBWTEE SN D ZAKRE.
| TEMNBEIOVT, TOMERTERTSCL,
(2) ZHUTEELTIL, %%K%%ﬁWT WEER, BEEN, FIERMELHAL, &
WTHERZ I mazﬁ*btmaﬁ%e@%@komfﬁﬁﬁé Lo
(3) ﬁ%&%ﬁﬁ%ﬁéﬁ&)éiﬁ/m X, BEERT S LTSI TEH LTS L,

ZOM T HERD

BRA~OHEEESE, RBREE, BEMERIDKE (SAL) 28R TS DOREEZMT
T3 EESESICOVT, RHEBIOFIRARE T, REIZIY £ L0 THRIT 256
X, BEEREMTL L BIZAREERITTHONP LT RETH T L,

5. HERERORESE

EEERE L THEE—RDE L RT3 2 L, Z DA DERIORE
JFEIE LTUTOEFETELDDHT L,

O HERTARHEE ()

@ ™MIER—FR

@ WITER B LY ERLIZEED




@ ZotiBELRLER

6. ZTOM . ,

(1) AREFEEEEBENOTOEITROE 4 EBEECHESTHERER %
[ 6 ERSE R OVEGREMEIE &5 B RS ) 1TE8D B,

(2) WRSEERMORLOSE 1H ERAECESTHbOL LTHEBTHERE
28 b [EREREEER OERRERICES T b0 L LTHRET S ERER] 2K

L b3,

(3)  WHEL214E6 A 30 BETOREBICH o TIL., ARRSEESEERN R OWRTES
SR L 0 B SN IRTER S R RHT 5 Z L TELX A AN &,



illji|

BTSRRI O

1 S E O
. 2 REBRORE
3 SMEICBT AERRI

. FEAREE & EAE A~ DOE A

2. 1 2REKR—E
2. 2 FEAREMKOEAE ML

. BEERICEE T DIF®

3. 1 FE#E

3. 2 @mAEMER

3. 3 MBTEROELHIR

3. 4 FOMoOEROMRCET 3188

. BREHRAER U M MERERB IR OBER

4. 1 —fiE®R

4. 2 HSEDRREHRIER UM MREROIEE

Loy vT

5. 1 RiCE ()

. YRIZRIA B

6. 1 VRI=RXTRAL FOERRIL
6. 2 B2 EOEBEZHLINAYP—F

. Bl A s

7. 1 BEFECETOE®R
7. 2 WEEBICETOIER




 BR2

R oM E
1 o il
: — B4 W
2| & W
R % A&
3 5 R

7
4 FA B F

5 R EE, RIEESUIER

7| BMEREERAE

) 7 T ASERIE. R 16427 A 20 H RHISRA T 0720022 BEEAMBEEMEE
RS T AEREENLEEEE CORETLIVE EFHBRENEET D RETEERE
58 DR EEHna Ty (N RERIEDE (5T ROSEEIES _RENHOREICL Y E
HE B S A IS EIRSFE EERERS (BR) ORETIcoVT) (PR 1T 43
A 11 BT ERAZESE 0311006 TR THIE, ) WWRITDHIITAGRECLD T T R

T O &
- B, BEEEA B, B —ﬂxéﬁ%ﬁ@ ZUEOUALITETDHZ &




