EAIKOT729%10%
VERR23FETAH29H

BEENRmE B

A s E A R

R 2 FRBEEDHEIL DT

MBRHEERAREEC OV T, ¥ 1 843 A 3 1 BT ERFEF03310205FE 4%
BEEEELRERD [MRRESRAREE |

BT 3250 SRESHET LT,
T, BTAOL. &

CEDRULTELLEZA, A, BATE

TRROEBY HEAR %@%&Ebibt
ETERAK, BREES~ORAFBELET,

&% FBHMOE Lz MYATEEAERMEFRIESHROREESER. AAERESREE

/\/\A

EALLE. KEEMEE - [ VD IEL2ERUKNE X ABLERBESEEAERE
 BRETEMTAILERLURLET,

1. HEOHE

TRl 7TE2 81 6 BfITEERE02160023 [EEESEORIERFAZESE IOV
Ty WWHRETARKREREL LT, MREGRCETAEELZIROLBYEDLLOT
HBTE,

2. ﬂwn%@@?\@mnu@ﬂi&b\ oW T

AREED EAGH Y ToMKRERSFE CTH- T, HE
DDV TEL, ﬂﬁ]}nﬂj E., AR OE
‘I & &L, %3

FREETEIZEA L2V

iﬁm+ﬁt%@f&5_t%r#§ﬂm
FERNIESEXBEERTOLOTHD I L,

3. BEARSOBAR NN T

BEICAREZZ T TV D MIREBHESRD S b, 4REET 5 RRBEEICHE

L72nb D
SNTIE, ABEECES SEH D DEBEED—

ﬁBTEHﬂ &5 BIRIT O LEIXR N



bDLTHTE, | ‘

BB, ZOBETEWT, Y4B IOV TS EIThN A AR EED— L E RIS,
Tl 742 8 1 6 BRITEATRE02160025 TEEEROMEIRFASRHEEICOWVT]
TR ARBERES L EREEFHES) OBV EALILICEETSI L,

4. BEAEHEEGHET =y 7 )V X FOBRBEWICOWT :
ABEIEDORK 2 IR TEABEHEEETF = v 7 U R FOBRPIZOWTIE, AT
BIEANERMEFRESBAEBIC L 2AREEIIRBW TS, ¥kl 743 A 3 1 B
EAHR03310125 (BEFEERBROEANT = v 7 U 2 Mo T) LREOR
BN TBHZ L, '



NS
IR e A R ALY

EEEE 2 FFE S EN LB THETOREI LY EEFBRENRET 2REFEE

s, SEERESRRU—RERES (Tl 6 FEESBEETE298%F, UT
[0 5 ANEEER] 0V D,) BIRE 187 4 6 BICEET 5 MIKERRICOVT, KO
ERBVAREELED, FR23ETA29ANOEAT S,

I A R AR TR AL v

1. ERA%H
7T AEERORET D MiKEERE T 5,

2. HffEYE
AR LICEET 52 &,

3. AN, ,%ﬁaxm/ﬁ%

ERABER., ZIREIIZNRIE, BIMEREZFIA T2 RFINCRBW T, DFEER
2 I LY AR EN T IRy 2 KR O BREDBRERIC L > TRIET 2D TH
BT &,

4. EREH~OBEEME
B 2 IR T EARESE ifzz&)xhugoﬁgﬁgﬁmwﬁAﬁ%%
BTALDTHAZ &y

5. TOML ' :
fBiE, ERGE. ERESEBEFOERESR L ALDICERDIBEIT OV TL, &
HEAECEE LD LT3, ‘



il
R IR e AR AR A YE T Io 1) D BT A1

1 EH%EHE '
T DU, W%ﬁ#%ﬂ%f%uﬁ?ﬁ RWT, DBRERE VICX Y EFRINE LK
S EAROEBHREDBREICL > TEHETA-DIERA SN MBERERD Y b, BERER
SR AT 5 MIKERRIOERT S,

.2 BIABEK
TR, UITFORKEITERE (BT HEE Lvwo,) 2318735, %%?5%%
BUTORKEELRZLEOBEICIE, XA EORBRELFERTHZ LN TX S,

- JIS T 3250, Mik:ENTER, MIKFENT AIE)BER, MK ACR)BEE &K O hRERER
« [SO 10993-7, Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization
residuals :
-1&17$3B305%ﬁ&ﬁ%%0£wmﬁ;£$&&oamﬁoﬁm%oﬁh%ﬁﬁ&
HERET HEROBITICHIEER. EFERFOMEEERVCALEETE (GMP/
QMQ;% éAﬁvﬁﬁwﬂm&U&%_waé%ma%4ﬁﬁn)7 g VEEERL
T BEANY T — g VEE 2nvD,)
~¥m10$3ﬁ315E%%%3$ﬁ;I?VVﬁ%#4Fﬁxﬁ%K£ﬁ6E%ﬁX%§
DREBOBFNCONT (BUF [BETAREREMEER] &1 5,)
"ER22F10A 1 2AEEEFE 1012825, =2FLoAF A/ RBRECRB T2 REEED
DHFEBEOTR NN OVWT (LT NREAREWFEREREEm] L1 D,)

3 EH
. HFE @m%i H$M%0®3FE%JKi5°

4 MEITCICHBIRECEE
AEBIIERE, PEAENZXFEE, MER— b, OER—FEXY v 7, 50B)ER— L%#
v RO TF 4 THENRLR B,

5 EIMEEREREER
JIST 3250 @ 4.4 TSR] 2L 5,

6 EMFRIERER
JST%%&MJFE%#%féﬁJKiéo

7 PERBICEE T A EREHE
JIST 3250 ™ 4.5 THERessME] 2L B,
R, HiEFEORSEIR. R— ﬁﬁﬁ(ﬁﬁﬁﬁ%ﬁ%aﬁ)@%%wmaéwﬁﬁ%a
LT, JIST3250 I RENTERRIZEYD, LTOREEZHWCEEHEZEM T LD LTS,
JSanaw53miém%ﬁ@$0ﬁm(mmmmmymémﬁ%%uTT%Dwvm
JS T 3250 MAS2WCEBTNT IV, AXYVVRURR-I7ursua7 Y riiids/aero



" SBUVMREOBEWE 0% U T THAHEITIIRSE L AT, 2B BIEICE LTiX. 50, 300, 500
mL/min O MEREWC CRHEEITY> 2 & &35,

8 TEMICETIERFE - ,
%%ﬂﬁ@ﬁ%%#mﬁﬁﬁﬁwﬁﬁ%mﬂ“man@MﬁVﬁ%%@lKi&

9 EEMEORIE _ ‘
BEANYTFT—va VAT REHU EOREICESE, EREOHRENDLZ L,

10 =FLvordxd4 FREICBITABREREE YRR
ZF LA FY A FRE 2T MREMGERL, A TFTonwdFhhr—Fiz@Es LaadnEhs
200,

nq%imﬁaﬁ31HE%%%3$ﬁ;Fi%V/ﬁ#ﬁ%&ﬂxﬁ%:£H6%%ﬁx%
EOREBEBORBEVICONT) OBREIF LIV A RITRBE

ﬁ%ﬁﬂﬁ:&%ﬁxﬁﬁmﬁﬁLﬂﬁumom%yn%SXi h&ﬂ#@@%ﬁ%%
BEEIZRET D, ik, ﬁ%@ﬁ%@@m%ﬁ%ibé s,

2) ISO 10993-7:2008 @ AnnexC @ Table C.1 Cardiopulmonary bypass devices
SWITHEEIC OV TIE, 1S0 10993-7:2008 2B BT 5 &,

1 B
1.1 —&kE3E
—RAKEE. ERINCBOTARCERR VY VA~V EETAERBERARARL . MEHD
BAZEFIETAZ LR TE, BEOREV, BEXIREPFICARHULZETDICRETES
HbDTHDHZ &,

11.2 “kelEE
AT, ﬁ&m BEIREFICAEFRGR - REELBUIRETELHOT
bHHT &, '

12 &R ' :
EKBEILETROONARFREFRIIMA, A, —REERVCZKRBEIZH LT, ENENNST
3250 @ 6.1 [AREDRR], 6.2 EHROERE) kU633 NHEORR] OFEERRTHI &,
L, YHFEFEFE LORBEFEELBEETIHAIIIORY TidiRY, 2B, 1T
HMEINDZHDOETH-> T, BNTHEXEZERTRTHIEBITBWV T, JIST3250 D 6.1 IZHREE
NTWAREBIZERTEIREFEN S b, RIERFEEEORET ABBOFBMN=—F] RO
Moy R&EE] DML, —REECRFTIEIZETELRZRVLD LTS,



RN EAEMEAET =y 7 VX b

F—E —REREE

ol i

BRFEREE N IRSEEEE (LT [RhEiRs e
FE] L)) 1d BB IIIL T
EREESROTEMRRER LT UIR b7
VY, fERRMEDIRRSER SNA5E, B
R SIS B OV TORETHE

DI ER LRI 672
VY, ZOHERITRWT, BERFEEESI
ROEFAHET HFEE YA S ONEFIC

20N,

— BEAXIITRUEAEEEHIIL.
ERSNERFEROTH LA SE
FERCERT 2 faBRE2FmT5 2
Lo

= RIEIC L MBS fERRE R A
BRBRERFIRCHELB LT, 78
BN EITAREA R BRET D 2 L,

= HISICE S fAREDBREEIT T2
BT T D a2 B B TR
SRR ST,) 18D, ETHE
BRVERTHZE,

BRI SN ARENICH S LET S |

e, fERREDEEITEM Laiduidzn |-

A7 EEDPEHE - ERESNT

| WA EERT,

- EREN gﬁﬁ;ﬁ HEOHE REESCEDOHERR
G&&hH ,

B1E ERES ELEMODICERS | BH ESRERZAE T35S | EEESRR A2 AEK
NAZEBREHE ENTHEHDEERL, NEEECESTAZ L2 | AOBEEERUSEETED
LITFRC,) 1T, YERsess0oBER Iz R, HEECBET A4S (ER 164
FERARERURBICRE, E2, KBTS EAESEESE 160 8)

. BEmERORER L, WORHEE
KU ERIT BRI SN EREI X - AN SNTBBIZRESTY | JIST 14971 TERHESE—VY % |.
THEEFERENHESITRBOT, BE0 R EENHE FERINT | 7RI A FOEREER~
FRARIRRER 22 Rabiank 5. #H WBZ L ERT, D]
BFRUOB=F (EREROERICHIE-T
B EDRAERICE B RITTIESIT
fRD,) DRECEEFETIEN2NE
5. WONAER OBRRAET BERIEDRE
EDB, ZOERICE>TEREDEBLNSE
IS U CHETEAEENCHY . B
TRKIEDEBE R 2 DORRSFIRER L 51T
BRETR OSSN CORITHUR R B2V,
o (VRI=FRT AL
B 2% EFRERRORRUREEIRAEE | A RSN HBITESTY | JIST 14971 TEREESR— U X

IRERTA L ROERMSE~
D)




M BRI ES< EREDREEIT-
TR AR T T 8,

(EFRHEZROMERE R URE)

3% ERMENY. BECTEESORR | ®A ERER2AET 27808 | BRBRER AR RER
TOMEEERECE RIS, ER NEEECEET 50 L % | ROMEEEROREEED
BERe LB RETE 5 L HRFH P N | EECETAES (B 64
BEERUREE SR R B, BAFEESE 169 5)

(BUFHDERY) : '

Fadk BUSRTEEESIRE L ERER | BA ESRER AT 380X | EEREBRE TN RAEE
DELDOFAOFFPNCIB O TS AERS NEEBEICHEET I % | ROBGEEERCREEED
B EHERFEEE DR TNIIEST, BH A | BECET RS (TR 164
DEREHTIZRBWTREL D 2BHES AT B4 169 5)

. 2o, BEERGEEEEOBRINEST :
EINTRT SHICHBIT, BRI RSB TY | JIST 149710 [EFUEER— Y X
ROMReE. BENHMERESE LIE= AEENEE - FEINT | 7RV RA L FOERHE~
EORBER O ENTEE BB WAL EFT, DA
DB VEIC L AR ZIT5 Y
DTHSTIR B,

@R URES) .

BH4 EREEI. MERTEESORR | BH ESRIEHZAE T80 | BERIERR OS2k AEE
RONERICOE S T= RO T CHRER ORE NEEECHEATIZ L% | ROMESEE ESHRD
Eh, POBRENFERAECEREN N DA o EHECBET A (B 164
HEITBWT, F0OREROMENMET : BABESE 160 5)

LW E D akGH, BERUEEIN T |

FHUuZ7e b7, RENENTHBITPESTY | JIST 14971: [ESEEE—Y X
R 7 EEHEHE - EEENT | 7 =R T AL F DERMEEA
WhZ L ERT, O] ’
RS NTREOZLE TS | JIST 3250:2011 [MisHHa,
HRIOEST A LaRd, | MEETA (B 1838 mKs

(U8 B R UMK
4.6 fEFLE

(EEEBROFDE ,

F6& ERBEOBRSh-AHMEL, & | B8R Y R GHTEATO, AR | JIST 14971 EH#R—) <
29 ) BREEE LR bOTRTIUDR | BEES B, 7w RVAY S OERIERE~
BV, ' DR

{ERSMEZARFES D722, 58 | JIS T 3250:2011 [iiFHTae,
MENTHEOZYSTHE | BB (%) B3, MK

BICEAT 5 L RFT,

() BERROMIKEE)
4.5. 2 MEFEANT 51088, MK
B M O IIRIRERD 5 D0
R
4.5.3 FR-Z1B% (UFR)
4.5.4 MIFRIFE[FETA ()
=]

4.5.5 ESHE%




FE RERORNEEREE

(ERRER O CFRRIES)

74 BRI EOBEHERMIITIE
s, FERSFEIOEEIZ OV BEITG U,
ROZ-BIZIHBIT DERIC OV THEED D
bhi ke, BERUsESh T WaTh
AR B,

— EHERUWRRIE

T [ERATR L AAERE. M. R
€)1 ¥R =y

= R EREROESES

A

s

SRR SN EEIHE-TY
A7 EEASEHE - RS T
WAHIZ L EIRT,

BAMS NI ROBLT S
EEICEAT T L ERT,

BRSNS TY

| R EIEAEHE - RSN T

WA T L ERT,

B SNIRBROKLETD
HRITEST DI 27T,

BN T Y
2 BENEE B ENT
WBZLERT,

B ESNIRB DL TS
BHRICEAT DI EET7T,

JIST 14971: [Efegea—1 <
TR A NOEEREA
ORI

JIS T 3250:2011 [inikEHTes,
MmENTA (8 B2, K5
(8 BEERONMIAESHES

4.1 HEWrFaett

JIST 14971: TEEFEER—VU R
TR A FDEREIEA~
DA

JIS T 3250:2011 [ijdstrsg,
MRENTA (8 B2, M5
I8 BRI

4.1 HFaRett

JIST 14971: [EfEmR—1U X
IR PR NOERSEEA~
O]

JIS T 3250:2011 TMikHHTas,

mETS OF) 8%, mEs
(R) 1BER R ONMmEENEER)

4.4 RO

4.4.1 SRS

4.4.2 MRS

2. EREEE. TOERABROIST, %
ERESROERE, RERMERICHEDDE
ROBE IR L THERE R OREYE

(U WEESE Lv)H,) BRIET
fERtE 2R/ NRICINZ B X 5 1cakEt, Bl
ROGESN TORITIUESR BT, Eiz,
TEYMIYE S\l B A B, AR
B OMEREREIC DV THRERL DI T
TR B,

B S NT=HEIHESTY
R EEMEHE EfE I T
WABI LERT,

SN RBEOEETD
HEISEST DI L&RT,

JIST 14971: TEfHEE—Y X
TRV A NDEREIEA~
D

JIS T 3250:2011 fiEHTEe,
MRENT5 (8 B8, migs
(8 BERR UM

4.1 APt




3 EFEEsT. BEOERFIEOF THE

ERRiEEE L FIFRER S A BFEEL 9
BIXjEH AL REEIATED L H#E
EUOSEES N TWRITIE R 5T, Fi,
EFEBOARPERELORE THDIEH
B, UEERESRL. YEEERLOETE
BRUEETHERECHES L TRYIRE
EXRFRETH Y, FORRITIR> THHE
EEROMEENHER END X 5. BEHRD
SESh Qi sy,

et

pilat

A0S NI BRI RES C U

Ry EEHFHE - ST
WAZ L ERT,

REENTARITHESTY
Ry EEHFHE - FEShT
W5 EETRT,

JIST 14971: TEMEMEE—) = |
TR A N OERSEA~
D]

JIST 14971: TEREEES— Y =
TR A P OEREEA~
DER

4 EFREENOLIMEENEARERLL
TEF L., UENRERTHAVWLNGE
BIERRICHS L, b, YUHERS
DYERERFEBIT 2 B CAKICERAZ R
THRE. YinEoett, FERUE
ZhitEry, MEZEREBEOERABEMICRED
L. EEICREE ST SR bR,

T

EELEE
2N,

BT olETI

5 ERERL. LTERMED LIS
W 5 WE S RIE TR A TR0
SEATATRERIRY IR & 5 R
ROBEES TR B2V,

BEENZHBRIZE-TY
R N EE - ST
WABZ LERT,

BAMENTHERDOHRETD
HEIGEST DI L &2FT,

JIST 14971: IEREER—V X
7w RXTRA Y N OEFRERA~
DA

JIS T 3250:2011 [MnissHias,
miEFEHTA (8 Bes, miks
VAR A ONIIE 2= ]
4.1 AWryRestt

6 EFREIHT. SEANCEITTRERRY .
. UHERSREARROTORM L T BE

AREICRL LT, BRAICHSEOYHE |

NZ DEFRER~MBAT BEREXITE
DEFERENPOEMTIZLICIDRE
T AR, BB TEA L 58E
RUOSSE XN T huiude b7zu,

BERENTERBIZRE-TY
RN ST
WAZ LEIRT,

JIST 14971 (=R —1 =
7RI X D OEFEIE~
D




(BEEGEEOBIE)

#8E EEMBRUYREREHRORE
THEY, BE. ERERUE=F (EF%
BOFERIZH - > THEZEITHT DR
DEBRERH DEEIRD,) R 2R
BOEBRERD BHEE. T bOfEkRE
. BEAICEITTRERBRY . WENCBRE
MR AL ROZEFEERL R

ErEN TR B2vy,

— BRWERERITTHTL, A BERERZEETOIRAE | BRESRRUENZERER
NIEREOEET 5 L& | MOMEEER CGEEHED
g8 EEETOET (TR 164F

~ RAEFHBrE 5 169 5)
= BEISC, HATOEREREN | FEA WAEMEEA LTHRRTIX
DOWAEYIRHEUIREE, GHEAICE 720N,
ATRIREZRY . EEICERT S L,
= REISL, BE, ERERUEZ | EA BREREEET 2RAS | ERESRR O DEAESE
B8 B EFHER U IR~ DAY NEEBETEET DL % | ROMEERR OREEED
BREMIETHZ &, . EECET 28T (Fk 16 F
JRAETHBRE 4355 169 5)
2 ERMBICEMEEONENASAE | RER | AWSSkOFRIIHE
HTOBHE, BWERAFE, PR MBHANT R IR,
WHEEERL., ZEESHERSNTODR
EEL, fe RRROFEFIECLY.
BRI T Afalit R, RIEAY LR
FHETER LTI b2u, -
3 ERESSCEIAENHEE MRED | RER FFE N ESRDFRE A

AR MAROWE (AT T sk
BE LnD,) 1L MEEE bR

- EDHERBIE U TREZNICERR
VERSNZB» SERSARITIIE
RO, BHERFEEESIL. e MEE
AEBE T RE L =B O FEMICEET B
B IREEL, JEL b ESoBRE D0E,
7. RBRRUBERWOICBWTREDZE S
WERER L. DD, U4 VA EDMORG
RS IR DT, FHSHESHERSNT
WATEER VT, YRERERRORET
BIIBWTEN S DBRENIIREE LE
5 Z iz kW EeHErrER Uirnid
AdSYAAN

%%H&Mfd%%%%ﬂim 5,




4 ERERRICEAEN - MESEOM | NEA b~ EROEBI IR R
M MREOWE CUT e MadcEgs) AR TR,
EWVS,) X BEERAFENDAFIR
T b D TRIFIUTR B2V, BEIRTEEs
23 R —Xiie MEEOWE ORI,
b MESGERMEONEE, R, FEAR U
FNCBNTHRSDOEEMETEEL. H»
D, U A4 IV AEOAMDBRGEER AR D
7o, BUHEIHER SN QB HEE AV
T, SBEREFRSHROBETRICBWTER
5 OBRFIUIREREEZRY ;cﬁéri%:ﬁﬁ

T LT e B, _
5 RIS EOREEICH D T L B E | AEA BRI OB
AU EREEAT. BOeRROEbERE - BHEETIIA,

FEZIC X VIR EIN TS TRER O
B D RH S ERR R ORI EY
ZRORIERHERF CX B & 5 IEkGH BER
UEEESN TSR BV,

6 WEBRMECHRE SRR, B | WA | RASIERRORET 5 | J5T 20200 (REE

FARRARECTHIUENRIND L IR EHRIOEATAZ L ERT, | MiEERA (B 322 miKs
SHROESE SN blav, SE C(B) BRI
FHERORERITED 2 FIRCHE-> T, B : ) 4.2 M
OB IR S RY . BRFES - ‘
NERERTEETH Y, BEREERICE RSN EIEDFZ YT 5 | BEER UM R OMEm &5
> THRENTZBER MREEEDT T HBICEST A 27T, | RAERRSED—R A2 RIET
SERIRREDSHERF S, 20, BERDIART] , HIEROIE TS EXRG, E

BTHB LI ISR TRINFR B, RS OREERRURE

' EHE (GMP,/QMS) 1285
BRROEROBIER UK
1o T &4 EE 4 BN
UF—a Y (TR 1T

13830 H%ﬁm}ﬁ%% 0330001
)

7 BEXIIRR e FERREBIC S S | A BEHSNI-HEDZE T 5 | JIST 3250:2011 T ﬁwﬁ*ﬁaﬁ
T & EFN LT BRI, VD HER ‘ BRKBET DI Land, | WRETA (B B8 hiks
ENTWBEENR TR L 0 B U4 U8 BEESEROMmEERES)
BRI FRORIBIT T B T2 DLER N , 4.2 HEEME
fTonf- EcibExn, KBS CTERE .

SR TWRITUTR B2, SRS NI EEDRLE TS | BEFERORAEOMtmH - |

BHRICGHET DI L &md, | BAERGED—R 2R ES
DERORATICN S ERA, &
PR EOREERR VE
& (GMP/QMS) 1745

EREOERORE R OUWEE
[ZDWT 54 EE 4 BEA
VF—a B (ERR 1T &
3 A 30 B EEEEERRTEEE 0330001

%)




8 WHZMES 2T TR bRV ERESE

WA ERERZEETORAE | BERERE M ZHAEK
X BECEBR ISR TR ST NEEBIHEATAZ L ® | MOREEER O EEED
FUTR B2V, Gy EETRT 28T (TR 16
EA B S5 169 5)
9 JHRFEERSEROTIET. YRS | EA BERE LTSNS
DREREL SROE SFTEOESES BTHB,
HERFT D b OTRITIER B2, HERT
WCIRE & S AR e bV ERES
DL, WEMEROfERRMEZ R/ INRIC | -
2485 X 5 bOTRIFTR bR,
DA DY, WEREREE LIDE
e bOTRITIUTR B2, : ‘
10 [E—EEPEED, BEROYERE | 7~EA B R OB O 5 4k
DOEFOREETIRFESNAHE. THEiL BECTIREIN ABETIIR
BERORTG ~NZ o TEREFNDE B Vv,
TEAL DI LRTIUIR B,
ESEUIERREIC R 2B . ‘

(SRR A DERMEE A IR | A RA SN STY | JIST 14971 (ERESE—V X
(ISR AT CER SN D RA B A7 EENEE EEENT | 79X T AV FOEREEEA~
REEZOITRCOERLEPHIL BETH WA LERT, DEAL
D | BRI B RTER SRR OMEAE A
BRbhRNE 51z LR SR b, @ SBEN SN HR DRSS | JIS T 3250:2011 [HidcsHas,

HEbEINBES, FHLOHBEER L E
BN T D ORISR L TR 2T
\ Uz b7, , y

HREICEAT D &7,

RAShi-EREEaT5
L ERT,

mikFENT A (8) B8, KA
(8) EERROMIRRERS

4.4 BasrE

4.4.6 MikEHEFO LRAR

(O3 e v
EREEE DU CEOTHE

BTONT (ERIT4E3 A 10

B ERFEEE 0310003 B)

T AT B ORE R T
FEBLIOENCR LIRS
BEEIETA A KT 1]
DOEMRRATL LSBT
23 [ERALEOREE) OUETIC
OWT (R 19454 A 27 A%E
B 0427004 B)

| Bo% BRI OVTIL. KOKBIE
T AEREDS, BB OBEENIEREX
BB &N B X 5 ICRERUEE SR
Uiy

—  ERRORFIEICBRE L IR Dfakit:

= AR TR AR D
AR B B fa

BH

PR ST RBBIZRE-TY
A7 EERHEHE - EE ST
WA LETRT,

B SN RESTY

AR EBOHE-EREShT

JIS T 14971: IEEfEMER— Y <
TR A N OEREERA~
DA

JIS T 14971: ERUER—Y <
TR DA N DEERESEA~




WA L ERT,

DB

RSN OZY TS | JIS T3250:2011 [isdies,
BRIKEETAZ&&7T, | MRST5 08 8%, MiKks
(8 BRRR UM IRERES)
4.4 BEBHORRE
4.4.1 SRS
4.4.2 MEERIOEE
= BEOREBCERTICERT S | B4 FANENTRURIZHESTY | JIST 14971: BRI~V =
WD H 5EMEL WEROTTR E DR R EENEE - ERINT | 7R VAL P OERBSEA~
e R BE T A faltE WBZ L ERT, DREA)
M YEPBRAEREERCRAT S | B8 FEANINTHMIZHESTY | JIST 14971 [ERMSE— U %
P ‘ A7 EENFHE - B INT | 7vR VA FDOERESEA~
WBIZ EEIRT, DR
T BRRERESETAfakRi A REEZID % O BTk
AN
AN ORISR DICERER SN | B BRI NIHIEIESTY | JIST 14971 [ERHER—V X
BB S T R A EEREHE BEENT | 7R VAV FOERERE~
EHEETH B faktE NBIZEERT, DA
+ BRSFNIETEATR AR REA. R | REA R UTEE AL B /a8
MRIRLT 2B GIRES LIk TR,
HEORE DR EME T 55 A7 Y
IR B falRtE
2 EFEI. BEOFEAROE—OKE | NEA B R U H &R
REBIZINT, kK HBROfERREL & RBIZRVV T, KU TR
MREICHZ D L OBRFIRUEEINT BTIHEETIIAR,
WRTHUSIE DR, AR 3R ’
FEYHEICEM L CER SND ERER
[ZOWTIE, BLOEEZI- THREFRY
BEE LTI DA,
3 EERMERY. TS TSRO | RER BEDODEREEREDL L
BERESITTEDL IR RIS X TR TE DR TH B,
WO Bz, ’
QRIE SRR 3 A ELRE)
F10% AEEETA T 2ERERL. £ | TER HIERREEZ H T HHERCIX
OFREMENRBEICERLEZELRIT 20N, .
THREESHDHE, HREREEROHER
BHOICRRS L, +o7niErelt. BERU%R
EMEATILY, RETROBEESL O
R BV, EREMEORRR T, B
REEEZIC L > TRENRITNIERD
AN
2 DWRERESRL. TOFEABMITLR | TER BB 2 R I AT

U, BRI R OB SR E S

TIRLy,




T TR, BER OB
N3 &5 IR R OBE Sh TV RTh
B, BEHC B TIL, B, 4
Btk TEREME, SUEYE. BUMERUSERD
FHEROEEIL O R E 7
BRI DRIFER B,

3 DUTAEREISOMERENRBIER UME-

EGBEOERIRFELTOBEE, Zhb
DEIEZ ITRERHITE Y HTH T
WAHEDOBRMEL, SEEEV AT ARE
LTESEES AR 2 B0,

B

| BETIXERRE R R T OB

TR,

4 FIEEE. e=F ) U EBUIRRE
BOBED L, HUHERESOEM BN
WU AFITEERYRBLRD BERET ST
TR B2,

FER

BIEX Ik Eess
TAERE TR,

5 BECRA ST, B
R0 BBt & AR R BT A B L

ERBaOEREICEBBEIND DOTR |

JIUER B,

R

BIESUIRWT X EREL A
I OHEEETIIARY,

(BERBRIX T D B5E)

B115% ERESRE. EOERBRITR-
T, BER ORI O DICEIE 2K EDTK
FRROBHEZHTEZ L. BE. FA
FERUE=E~DOGRERI TR, »
OBEICERT 2 & SREH. BhERUEEE
S THeidhudie b2au,

TEA

B % BT A58 Tt
20N,

2 BEFREESORSRRE I ONT, EBRE
T D FATEDS ISR O BBEHT L S faltt
Z kRS LYl s h D EEDCERBHID
Teiz, FEERADOBN T 2f6E
PRAE U B KD ARSI R AR O BT
BEE IR L IR ENTVEIEEIC
BOTHE, BEAMERZIC L > ThHIETE

B

BE DRI ST R R, |

YRERRL, BBET AT A—F
DB SNDAENTHERENMRESh
5 & O BERUBEE S LT RITIIER
B2,

SRR A RRETT DA TIL

720,

3 EREESN. BENICEEREORNO
& B ARSI R ARDO B % BT 5
HOTHHERTRNTIL, BETGUHE

| FREERTE SEERRUIEROE
]|aAfE L Wiz b,

A

BaRE BT A8 T
QAN




4 ERERNI. BRI LW RS
BERIC L 28E, FREROE=E~0D
PR Z FTRE/ZRR D BT 5 X HRRET RO
BEXNTORITIUTR2 570,

FEA

B BT A8 T
e,

'S5 SRR RN 5 EREROTERER
ElL, BHTOEEROME, BEED
FERBICRT B TR, RUFEA ORI
W IB P O BER OEBREOPER S
[ZOWT, PR EHRAS TR S Tzl
uEiz b,

AR ERA T R T
i;:b \D

6 ERERCHRE RN OEEESY, LB
WISC., ZOERABROCERL LT, B
 DHGRROBRE, BMERR TR —
O (UIRE) AEERUSIETES L
5. RETRCEIEShRITUT B0,

TEA

BRI R 2 H8s
TI7evy,

7 ERERORRE RE T BT R ERES
i BERUEREE OEESROWEE
B/MRICH %, FTEOZMBREERTS
T2, EEREEGIHAMEROEERED
5 L OWRERUEE S OWeiThid
BV,

EH

BT RE FRAT DHERR
TRV,

8 EBEEIHERE R IR AEREES
i B RERE, C—-A0BERUT
FNF—BNIBBITE T, BHRRE—A
DEIRNF—FHEHERCE=F) T
L. D> oflfT& 2 L ORERUEEEN
TUVRIT T2 BV,

R

BESTRE B 21488
TR,

(REBMELEERRRRR X DEUE)

£12% BT SRS TAVATLAENR
LB, VT =T EESD T,
FOERBRICELL, ZHHDVARTA
OFERE, EEER UM HER SN S &
SEEFETWRIT U B, Eit,
TART MC— D ThH RN LIEA,
| ETRIREIIRY . MRS DIRET S
B IR E IR TR 5L 5. B
DRFEAELONTHRIThTR b2
|7 \

NER

BRI ST AENKELZ
HEETIIR Y,

2 WEEREREROEEEOEEN, &
BOERTEEREY T TES, Bt
R E BT D FEBE L LT
AU B30,

B

NEEBIREH T 5T
7?:[(\0




3 SERERESER T, EERBEORE
WESREL RITTHEE, FEICL2ES
AT REL N DR A EH T X T ABNE
SITWNRITIUTR B2,

B

SHEREIRIC BT T DT
[ECAJAN

4 BEOBEERNRTA—ZO—DLbtEE
SHCHETY D ERRNT. BEVECX
BB REREEIC D22 5 REIC
756, TR ERE IS bW AR
WUAT APEBENTWRITEIRD
720,

A

BRPRE/ ST A —FHE=HF
DT,

b ERHERT. BEOERREICZRBNT,
W RS X MO S D IEB 21872
S BNDH BEREOTHOREI A7 %
REH, D OBIRET S & O RERD
BRESH QORI Bv,

B

BRI E o R B
TiXAeuy,

6 BERSERT. BERSWCHECHRETE
BIeDIC, BREAIEIZXT 55372 E
R ZHERFT 2 & 5 ICRETR UM &
WTORITIUTTR B2,

REA

BRHGE &%) 5 C
32uy,

7 ERESEIEERTEESICLVETR
SN2 BV ICIEFITBAHT bR UER
FINTRY ., BEEARVOE—SRRE
IZRWT, BFERRERY X7 2R R
VBIETE D K ORERCEES TN
RFIUTR B, :

R

BBV A7 25T HHEEET
[ RAAN

BRI TR HER)

F1 3% EEEST. BWEER. REEHE
K ONATERER 431 BB 3 A MRS o>
b, BERUEREE#ETS X HRE
CEEE SN TWRITIUT R 6720,

EWEEI, REEMER O
HoaF T 585 TIdRw,

2 EEHERRY. RERAENMEE EoMRED
—DOTHIHEEERE, HCRARCRT
DIRENNGH] D 12 D DOFAHTES LD H
RO LT, EREREENORETS
WRBNZER T D fabRiE % TR a2 R ¥
B BEVKEITERT 5 L 5 RETRUE
BT RITIUR R BAvy,

IREVE AT DM T
Y,

3 ERMERT. HEERARHR EoMsED
—OThHhIHHBAERE, BCRERCRT
DHEZ RO 7= b OEHESCEFEDF
WCRL LT, ERSREArLRETS
HEFICRR T A ekt R, FIREeRRY &b
EAEICMZ D L HREROEEEINT
WRTIUE R B0,

BERAET A TR,




-4 FEAERSBELRTITR6RVER.

X B8y (BRRRCIBCUI—EIREZHE
Fioiorikkd.) ROEDRBEEIL,
BEOERICRT, BIEMICERNEE
WETAZ DRI LTSS
BV,

B FERBENER. T AIIKE
HAXIAKERE UL RZEEXRDO= RV H (BER BLidZEER
I T AR R USRI, #T8E DTRNF I EFT 5
HEDH BT TOfEBMENR TR Z BETIIRY,
bd LS, RERUEEIN THRITH
TRBR,
5 EFEHR0LEZICHNG LT | FER BERAET DEBR TR,

(RN 26T 5 EREERITR A EUE)

B14% BECZINVE—XIWE it
T OEREAHY, BEROERAEDRSE
ERFET 5720, BHEEORER UHESH
TE DX IR RVEEEN T 2T
IR, :

T

TRAVX—XiIE w BE
i Y A TAN

2 ERERICL. ARAESENDH DR
WIEZ = RNX— X E DS & B IE
NFBETHFERNAF SN, =R F—
T E OBHRIED D OfERED =X
NF— Y E DBFERY 7 i & FTRE/ 2 IR

DEAIET O RFERFEL LN TR
Fhudlebievy,

EA

TRV IHE % B
CHET BT,

3 EFEERICIT, SIERRROSRTREROEE
BRI IS CORTUE 2B, B
EIC LB R BRI RN T 545
A B UITFERO T A5 %
WMEOTRIES, ZhbolERis, #8
# (EREBROERICH-> THEEDTS
ROERSICEEL RIETTBAICRY, &
FEbaEte,) LkoT, BRICHETES
HDTRITIUTR B RV,

T

TARAX XA E R BE
IHHE T DR TIIRL Y,

(B CRAEERER SO DEUE)

#15% BORAERREENIIEOEE
EREss CIT TECREERERS &
WI,) 1. FNENOERE IR TR
RERERVEFERENCBELE CEBAHEH
EOERRUBREDOECDREITEE L,
R > CREICBETE D L5 1T®
HEURME SR TORTIUT R S,

EH

HEMREESEIIH ORI
HEEETII 20y,

2 BOREERERSIT. UERESD
Bl v, REEOBER O (iR 1
IBEIIRD,) ROBRERREOMIRICE
i BREE R OfERRNMEE FIRE/ R 0 K84
3 LS ICRRE R UBE XN Wi uE
SV Sd AN

B

HOREMEIECHRE
HEETIT VY,




BHEZARNE) I TETEN TR
S B,

3 ECHREERESSITT. AECTETEE | NEA BOHREHR IECHRE
7eRE, BEIRGTEESIER LI-E O | HEERTITR0Y,
HRET A & %, RN o> THERES '
RELTE A2FIRELED TR RITIUER
BV,
(Bl - BOEIRT A MMRELT D) ~ :

(EFRECIL, EREOIMERUERRORREY | &4 RIS NTHBIZRE-TY | JIST 14971 [EFRERR—V X |
ERL, BEEE - REICTERA. BRER R 7 EERIEE BEENT | 7 =X VAV FOEFBEE~
ERER CERESS A e 0 &R WBZLERT, ' D)

L7 e 2R T A 1 DI LB E R AR
rEnR2TER s, oL £5 A XN OEYS TS | JIS T 3250:2011 [MikHEHTS,
CERCE B LOTRIFERERY, HEICEAT A LaRT, | LSS (D B85 s
(U8 BB R OMmREES
6 TR
BAESh-EBEIORET 5 | EFRESRORMNEOTEHE
L BT, FRIZOWT (FrZ 1743 A 10
A ZEAFEEE 0310003 B)
(MREREAT) A '
165 EFEMEOMERETMEITS 20 | B FRAENT= R TT | BRI OREERGTASIHE
CEESNBTRTOT—F L, EEE —ZPWEENTZZLETR [ oW T E20 1 (Fek 17
(BRI RS TN+HES) £ofh R F2 B 16 BERFEE 0216002
BMRIEADED B & & AIht> TIES £)
NipThEiebrau,
2 ERFRREAIY. EREEROBRIREEROE | ~EA FERRABRE LB L 5 D145
DEHEETBES (T CEEAS B T2V,




