o
F e
i

TR

WEROT 20842
FHOE T IR B

T2 3ETHA29H

: :’_._._. E—

EAESBEERALEE

Mg EAT . MR IR E N OMin sl 23 AR GR AR HE D W BT DV T
IR LIR N

MEOEHT IR B i i 1B e AR R o ST, Fﬁ17E4EIE
RO AAGR R |
‘-*{:i:l/ A .

17 3B F FE 0401040 SR A T R SRR S R @A NdoFEdT ey, MEIT IRk
RHESNEZ &

LD LB Y

A A
EARE

WERORLTEREZA, &M%, BARLERK THAT 3250
HRREAESRIELE LT, BTeo L

FRAGREE, BEREE S ~D BT ISHEVE T

ks, RBAMOE L EMIATEEAEEDERESEOEBEER, AARERSREE

B, KEERME - 1 3

B THEMNT A EBLURZET

. AAERIS,
I VD EESSRIUBMN YA ARSERBEERSER

. WEOWNE

=i

(1)%%%@ﬁfk%?éﬁﬂﬂﬁﬁ®%ﬁquT

B 1icmd THHEETES. MRS R L O R iR 5 O 8GE N se AR B 2
ﬁﬂf«%%%ﬁ%@ﬁ%ﬁm
D b, B

BT 2 EROBRNAAREORMA] I%eT 5 b
WDWTE, BRABRREICE T 2BRORN AR LT O THA D L,
¥, BB 20 TOBEENRR, Mk AR 8 A OVl iR 25 o) S5 il 55 R R
IR & R RSB O E I BT 5

Ve Ty R,

(2) MuEENTREOARELEIT SN T

B9 5 E RO RN D LB REE OWEHAB O
W)

ERE1 72 H 16 BNHESEFEE216002F f[:ﬁ?B&HEODEQMEE&;LiR“urhpﬁ e

WRET AAREREE LT, MEENS, MEETERSRE IR EiRE



BT AREELBWSIDEBYEDLIHDTHL I L,

2, ERIEREOREE G OTF 20T
AEREED [HEAE 30T 5 AR, MBETIREES R RS TH
. MIAKREEISES LAV SO oW T, EilcHE, AR O LeERn+
b O THDH I EERTERMBN SN &0k, SEEBNCESSEFERITOL
DTHDHT L,

3. BEAGRS OB ST

B KA AT 1 T WD A USRI, BT IR AN O LEIRER O O b, SRKIE
S B AR A LN b Ol S T, AR ES 38 5 e ORBFHO—
A E R MRIT O LB LT HT L,

B, T OO T, MR E W TSR i B RER R O S T R
TR 7R 16 R EARE0216002% [EFREOREIERBH IOV T
CR B RRARR L (RBEETHEE) OBEVERIZLEEETHI L,

4. BEREHEGHET = v 27 A POBHFEOIZ-2WT .

AEREIE OB 2 1R RAREESUT = v 7 U A FOBERVIC DWW TRE, M7
Trvh A SR G E R S X A ARB IRV TS, ¥Rkl THE3A S 1AM
A REFE0331012F THEEEHERBROBMAMT =y 7 VA MI2WT] L EEOR
BT HoE,




Wl 1

MAFEAT AR, AGE IR K U i e o RO IR v KRR RH IR AT
A& AR ORBRUIRIC B Y 5 RO B R E O

Mg FE e, IEENTTER L CiERESE (LT TRETaE £v)d,) o
TR AT AGER R IR X AR O R - B DR QIR M DWW THEBLT

DERBY ET5H,
WICFES T A REBEAGR B (REETH AL EAGRENFEL ST, ) OBSITE

R BR OB EE I BT 2 EROBTMHLNER N &,
(1) —MNAMRFE—CTHDS &
(2) FBEEM OFELDBRBD GNDHEE
(3) MRERHEDRFENR D LN DSES
7GRS L D IRSME R
A KREEDERE, 7VTF=r VPBRRPCE I B,02 V757 2 (.

WENT . MR RE SR O%EE)

Y OMMERICE A TATS v, ARV Y, RUB~Srasar ) XA s

U DL DWERE (gaETIERgs. mMERREOBE)

O (84 OB BRI OMERERER H 5 BE T OEE, #l2i3m

"
i

WHRB-2oal/nFY s 7T wA)

(2) DFELEHE & i, BEAGRRH OFAT GRMEOBE) UL (—mLE
AGRWEEOES) HENE &g LT, BEEhERFO R U~ — A4y
B R Y = —HSABERA BB DR SV CRAEARSY B0 5%, 1%
BAE SRR ORI OV TEBAZ RO AT OB 5, %R
PRI ORI E L Lisy,

FIE L, HICIR R RO, BSOS M 5T D HEO TP B AR
SNAHHEEIIRE L Risdizwn,

(3) DF%AE & 13, BEAGRR B OF—IRERES (RIS b at,) i
W & LC, JTS T 3260 bR S/l 3 0 MR 2 Feig 4 2, e o
[ EEHASR N CREANE B RO MR LI To L BY ©ha,

1) s R
JIS T 3250 4.5.3 iCJ 5B (UFR} (nl/hr/muttg) 3EVHS 25%
LLIFCHY, a0, JIS T 3250 4.5.1 L ARE, 7 Vv7Fov RO s
SVB,DI VT T ADBNR LT, UV 7 VT T ADEGD 15
UFCHAHEAIHEREE BT, Bl sothomigd: LCTmigRi s, 37
a7 )y UT T RERWSEGILE DEVD 20%LL FTE LIRS
RN S R,

2) MEENTIE R
MEHBHTRROBERIZANZ, JIS T 3250 4.5.2 L ATAT I, 4R Y



VEORB 2 su s uT ) N j&mL/®$éwHﬁ®mem%i
TCHh AR & BT,

Il 3= RBE

FARGREAET 3B JIS T 3250 4. 5. 3 12 L AFEAHEIRZ (UFR) (mL/hr/mnHg)
DIEH 2% FCHY . 2o, JIST32504.5. 210 8DT7 V71, AR
Vo ROB 2 rmsnd k40 v e ot s O REOE S 50k
T ChOHEITIIREE Ry, -




B 2

T, IBRETTIRR S K I EIREZ ORISR TR P I I BT
CTE R ORISR B 5 B ORM S RE R BE 0
R R D B MO T

21 WRRBORBREC T 2 @B ORI BETH 5 SRR RER O BRAE
DTN CELE 2R OEFIICoWTC

(1) FFBIEHER IMRERE O VT CREMEDEED R VRE

MEAGRAE (B EEOSE) XN (—SEEAGRPFOEE) OBEA
FRACRIEEME DS TR DAL WIE ST LI T O & B Y ORG ARG % FhE L F ST
FEF A A o RO IR R B O R AR B T A GRS METh 5,

T ORI 1 TERE LM IC RIS DR b, B SR RS589
LAV EIZIL, W B OZEMEAFHMEY 5, FHBc M oo ThE, RHI2
MRk LA £, & BRERILL EARR L L, & 2 BRI OBO LR BA R
RO M (BEFNC>E 1 RIOFETHE() 2@EEL, JUR7 4% &
Hlgt LB D,

A HBRERAN DD b HRERHEC FIEEDER D LR BT
HIEf N B DOYERRSRE 2 FHE 5, YRR 2SI L3 & 5 I 8 DA il 2 il
AL TR E R AN D ORRE L, I 7 - Tik, JRE 2 fgk e
O, £ EPILLEESSEE L, & L BOMEMAOMICA 1 [EWEGERHE A JE 5

Do
B2 MR OWERNEIC B 5 BRI OIS OB EREIC O T

(1) HBHER K OWERRRAE R SR8 D DR WES
PEAGES B (A OBG) XS (—REEARRFORS) HENR
W IRSEPERSTRD DILRVWVEATL, FEe B O R Ut 2 FHh T 5 7ol
WEETRIERIR, MRS OBIERIL, ERIT e S 2B D RO TR 6|
BN 2 WEsk LA L C. & T REBIL LA S 2 L, 1oy AL FRER U E M08
BRATO L TRIA LM END,



RIS 3
AT, LR IR RS B ORI s AR A

IR 0 & 5 I BB 7 I COREIC LV EASMKREIETE Y & e

RS TR R R OV ERERS (PR 1 6 A MAE R 2 9 85, BT
[ 5 2 AS8EME R E 0D ,) IIFRE1ET 1 1 BCHE T 2P ErMdEEs, 5712
R AR, 7 4 1 BICRETANRIRRGRUE T 5 3 BT
2 M EFAT GRS ST, RO LBV RBEEL D, T2 347 H 2 9 A b
R4 5,

TR, BT i R O R A KGR A

1. 3
75 ARG T 5 2R ANETRR, B ETG ieiR R O
BB Ch - ¢, MiEIT e, HEATIRR S B M i O R EHoRA
A FHCIRATT & R SR ORIB AR BE S 5 E R O WM B RBEOHPE (BIH
1) ICEadLI L,

2. e
B LICEET 52 &,

3. {EAHEAY. P aghE :
R E M, AR, B AR R URREE L KT L
FEE A & L, REEIC L - CTHRPICETE Lizk, REWE Y RETLHHDOTH
HIk,

4, BAEF~OE G :
DG 2 W BAERHAMT = v 7 ) A Mo S S BAREE~OW A IEE &
PIHHDTHDHI &, |

5. O
REYE . T, MRS NMEOERES LN BRSERICOVWTHL K
HEIIES LD ET D,




Al 1
MFFHTRS. MIHHTIERRE R Ol EIA A RILIEIC 61T 2 iy 1

1 HRAEE |
D OBAT, B E TR A DRSNS L ST LA kL R & -
CHPCIE Uik, R A B 5 b B S 2 MBS, AT B R Ui i
B CUT TREEHEE] £\ 9,) 05 b, HEh s ORSWEHT 5 MBS EAT
éD

2 BlRRUE
T ORI TROBEIERE QT THE%E 2vi,) 23T, sIATOHRSERTED
WS & AL EOEAIIL, RFRUIANEDREESLER T LTk 5,

« IS T 3250, MiE&EiTas, MEHGENT ACRNRES, M SRR K O =

+ ISO 8637:2004, Cardiovascular implants and atificial organs - Haemodialysers, haemodiafiliers,
haemofilters and haemoconcenirators '

- IS T 0993-1, [EHA B4R —55 1 86 « FAh R OBER

- IS0 10993-4, Biological evaluation of medical devices — Part 4: Selection of tests for interactions with
blood '

+ ISO 10993-7, Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residunals

- ISO 10993-11, Biological evaluation of medical devices — Part 11: Tests for systemic toxicity

+ 150 594-2, Conical fittings with 6 % (Lure) taper for syringes, needles and certain other medical
equipment — Part 2: Lock fitlings

+ JIST 0307, [EHEMER —EIRIERRD T~ 0, TN UV ROPHS ShOBRICAV 2 RS
PR 1 5422 H 1 3 BIERAERE 0213000 5, NERMAAORRE iA) AL ER4EM PR
EURBOIEARNE 2 Heo0T CIT [EMFRZEWRROEANEZ L] L ),)
CPRE 1 74E3 A 3 0 AIRREHSEHN 0330001 5, [EEERER UMM R UM o A BRSO
— A WIS DR ORMATICN 5 R3E M, [ERERSORSE R E NGEEE (GMP,/QMS) i
HRAOERROCEROMER CSBEICOWT $F4 5 B4 PWEAY T —2a 8 CUT g
AU F—rg HERE] L D,)

cERL1 04E3 A 3 1 BEREE 353 5, [oF Lud®dg FAARBEICIY HBBY ARED
IREERE DB NCOWT) (BUF DRV A REREEEM] £ 5,)

2 2451 081 2 BERHFE 101282 5, = F LAY FEEC BT SIRERES 0N
BIREOHFMNCOWT (BT THERBWTAIREER] &0 5.)

3 E#H
AFEOEZRIL, IS T 3250 2285, L. S OmERmC R o s
60

3.1 Mgl (blood compartment}
FAUBERO MK A i, PEATBHICE VT, PERERU~y 4 —HOFEL ST,



32 # V75 A (Clearance)
BATRERY 7 U IR E Rl R E SN B OR,

33 B (convection)
TS b U A, A ARSUGIIRE I L 5 EERE T LB E 0B E),

3.4 BT (dialysate; dialysing fluid)
B T MAENTEE L & &, MR ORERT, IR & 28T 2 T b O,

3.5 BT (dialysate compartment)
I ATER I AT IR AR O BATI & i 57,

3.6 i5tk (diffusion)
PR AENC S B EEREE A L i E O,

3.7 B (filtrate) '
HEVRRERN o0 [ A AENE & o T & HEB R T L CaE SRR OB AT AR SO I R By
R,

3.8 MEHETIERE (haemodiafilter)
MGENEIRE B0 & 2.

3.9 MmiEHEHTIRIB (haemodiafiliration) :
MR A A USRS &R & A R AT, E e, MG A AOATE & OB L o TR DIl
WhOBE AL RIET S T ntE A,
HE R, CoFaw AERKEED,

3.10 fniEEHT2% (haemodialyser)
ST % BAD &1 DR,

3.1 IfiEENT (haemodialysis)
FEBEA N LI & o TRE QLR OBERHMEE BIET S 0k A,
2 EE., DoTuERRRKEES,

312 MiEiEEEE (hacmofilter)
RS A B8 & A,

3.13 fejkiEiE (haemofiliration)
B AN LIER L A A IR & OB RIC L - TREOMET OEETHEE &
F+a7ukA,
BE Ay, To7al AR ED,




3.14 o (labeling)
FEL, FRL, BFEESUIB TSN IERDOEDE VD,
— ERISER OB R OBEIC A TR S = b D,
— BRI RAHEH SN TV L O TR FRAINCEERT A b o, IMI3CE, HHRAELD
BURERAAE, 2K L, WEENEEE R,

3.15 5DV RS (sieving coefficient)
FIRE RO L RO R —BEORE,

3.16 BERIEAZE (iransmembrane pressure) (LT TMP &5 ,)
MR L TA L DIESZE,
6% FEAMICE, T8 TMP i RIKROWThATHh 5,
— IEEAT ARSI ML RE R TEREE . MEERlo AR - OIS R OEMNEY & BT
RE ORI & D2,
— IR, RO AL - Dz 2 FE D OB L IEEE S & 0E,

4 MEEOBR - 8
ARIIAER, PIRBOGITE, MR — b, B My v 7 BIEA MRy v T
W T 4w THEPDRD,

5 BRI R ,

TS T3250 (MIEHATA MAGEAT A ()RS, LK A (R)RER & L IBRER) © 4.4 THEROEE)
B,

6 EMEEEREIE
JIS T 3250 (MnigaBtres, Mgt A0E)1ERs, IR A GEass B RS @ 4.1 [EH2ME
) XKD,

7 MERBIZ YD ELRWIR
JS T 3250 (HUREAT 28 MIBSEAT 2 (RS, i ACENDEE A DML IEMESS) O 4.5 THERERME
kD,

8 WEMICEEY 5 ERPIE
AL O BB A NBOEAT 3G DR RET S 7oic, IS T 3250 (IiEEATHE, k%
BT 2 ()RR, A 5 (IRRBLR R CILRRER) 0 4.6 TEEABIEY (255,

9 EEEORTE
MEE /U 7 g VEE) TS e RS EOREC IS BEEOBREFRS 2 L,

10 =F LA S04 FIRE BT SRS iR

TF LA XY A FREEAT o M ERER RS UTOowWThdh—FoEe Ladhidie b
by,



1)$ﬁ10$3ﬁ31ﬁﬁ%%ﬁ3ﬂﬁgF:fbyﬁ%ﬁ4Fﬁ%m%tﬁﬁéﬁ%ﬁX%§
DRFEEO AR M OWT ] OENESOBRBETF Lo AF A FTARE

SEA ST IEIY. TERR ) A YRR EELESIE OISO 10993-7:1995 Nk ik FE o EERHES L
BEICHET D, F, WERMSOMESEEEEDHT L,

2) ISO 10993-7:2008 @ Annex C @ Table C.1 blood purification devices (hemodialysers)
AW AEEIC-OWV T, IS0 10993-7:2008 2 25D Z &,

11 8%
11,1 —¥kaE ‘ _
—ANE . FRNI AR AR R — AR AT A BTN MAEBORAELL
FAZLNTE, BEOR, %, REPCATHREFENURETELLOTHLZ L,

112 —RAE
“yeamsERL, BB, s, REhicAERS R R EESEIICRETELLOTHL D
&,

12 FoR

TR B A HREICINE. . A, —REERCTRALECH LT IS T 3250 (i
M%%,qu?&‘iﬁﬁ5(?5%)&@%%,@?&6(?ﬁ)@%&&ﬁﬂ?&?&%ﬁ%&) @ 6.1 [ZRmFR], 6.2 TksOREaI%E)
BR63 MAE DR OFEAPHERTLH &, BEL, WOFENEHE FORSFEHLEET LS
BT oY TR, .

12.1 AAE DT
B ABRBOSCER ) 1 IROOEEIE A FE0R LA huiE e B,
) BOEIRREE OL4FR

b) fRFEH

o) BUEAFEEE ORE T DY EG ORI F
d) ry NEFE

&) METHIE, MRk ERKONS M
1) FK TMP

o) R (Flid, YYYY-MM,)

hy BESTE

D) FEARIEORT

122 —REE GEYigRoRAa%)
s (E/aLE I EAERE L, ROFEE FF LRTHIER B2V,
a) BUEHRFEREE DA TR CERTEH
b} BE5E4
o) BEIRFEEE OME T HRBEROWR2—F
dy @ hEE
o) HEEM: & IERBMEOFTR, WO=ZDOREMED D,




- AEOPEFENBEEShTVWD,
< EAOFR (AR OB PEEISh T3,
DT T BEE S hTnWA, :
f) B E
g) SRR (3120, YYYY-MM,)
h) B RS OFR
iy “fE AN IRA L E A RO O, UIRSONEDTHR
j) UF =y hua—J3ERLETHAE0RE (YT 554)

123 ZwasE (9458
A5 RIS, OBEER RS U B,
a) BUiERFEHEE ORI T
b) WFE4, PAMOBAR TSRO PICHD LR TO DS REORE
c) BUSIRFEEE ORE T SR LMBOMM 2 — ¥
dy 7= FEE
e) IREE R IERBMCh D B DT
) B R URRICE T A8 - 5
g) TEAHE (Bl YYYY-MM, )



k2

MEHENTR, mEBEREE ChRIERSE  EAREGET =7 VA b

H—E —EREE

ok fﬁﬁgg EAOHE RECEORR
(8%

B4 S EhEMODICERS | B BRIEF 2857 2504 S | B R UMK 20 R
NAZERHME ENTNEHOERRS, ni-RECEATH I L | A0S EHEECRETED
PAFRIL,) b, MiiEddisosp s Y KW BRI AAS (CFEE 16
BRI R ORI, o, MBI EA A E 169 5)

U, Sl oA L, WONEE _

BOSE A2 B ShicEHEIC L - NSNS TY | JIST 14971 TERHESR—1 A
THEEFEA S AR, BED AL EEASEE - EESNT | 7R DA v [ OERER~
FEARREER O RER BN 5 | WAL EERT, DI

ERVEE (EFROERIZSI-T

BB OREe PRI R IIETERI

M5, mEasellfEd R Lk

5. ORI OBz gE4 T B RO

FEAS, FOREN Lo TEREOB LA

BT UTHRE TR B8N HY . @

B ERE R DR ORI a2 91T )

SRR OBRES L TORITE R By,

(DRI=RZA )
FoL RO R CREECH O RNE | B BEE N> TY | JIST 149710 VERRMIR— U A

FRAcEEE g R (LT TREGRRTTH

HE Ld,) b, BRIl LT

R O R R L AR AU B2

VY, fERREOERNER XN HHEE, BE

PRI AEI OV CORET DR

BMEAERR S L DRI H B & T S

A XS kR Ll 6

VY, TOEEWINT, BEIRTIEE S

DB BB H BT A MA- B ORI

R, EREOBEC A Ui b

ZqTAN

— BEETT R LELAERHSAIL,
B ENI R ERGTRLESRE
R T AR AFMET 5 =
&,

ST R L0 R S faRR e R
RGBSRt R SR E L T, 63
IS TR RIRD R T B T L,

= TR E O R OREE T
BT DO S BT B
(EEEpE ASte,) 1240, FETEHE
IRV ST &,

AL EENEE IS T
WAHI & ERT,

J e A S OE R~
OiEA |




O T S T e,
e R

(EFRIER OPERE R UYAE)

B34 ERMIEL. OEGREESFORR | HEA FLRIEE 2 RETARMS | ERUEERR UVRA 2o =28
AL RIE CE RITIT 2 b, B NEEEOEET A Lk | SOEEEROREEED
Mgl UCoOMRER R/ CE D KOG T, IR 2 (Bl 16 4E
BhER VRS2SR B R, A SRS 169 B)

(BT _

A% BEERREESARE L RS | 5 EREEZAETHRANS | ERUERE M2 EER
OBETHDFR ORI T HFZEREE NIEEETESTH 2 & & | SORESE R OREEED
SMEIRE R GO~ T, BE w7, FHUEBET 284 (AL 16 4F
OEREMETIZIRNTREL S 2AWES BT RE R 169 7)

i, Ao, BERRSEERS ORI T ‘
TN RS NTIEEIT, ERRRORE AN oIS Y | JIST 14971 TESHES— VU %
FOWERERY, BEEIERES L= R EHDEE - FREINT | 7R VRV O RS
FOMBER e BT HEREEL 5 WBI L EFT, DI
7 ARSI L DBV T B b
D TH->TIIR B,

(s O E%)

Bo4& ERUARI. IhERTERESORT | EH BERERZOETHRME | Eeiie i UMk 52107 R =k
B ONEERIZOE o o Sb O F O R R NEEBOEST A & | MOEEFNE DRSO
Eh, SoBERShIEREETEREH Y, HIERRT 2w (FR 164
ToABARW BT, TORRER UMEREIMET [EASBAE S 160 &)

LAV L H5REE, BERUEEEsh e
e s, REENT BT TY | JIST 14971 ERGESS - =
AL EEAHE  FESWT | 730 A o~
. WB I ERT, DI |
PSR DY T 5 | JIS T 3250:2011 THnibsnag
HRIGHEAYT B L 2md, | MEEA GF) 8B5S miks
() IBARR UM ERS
4.6 fHEHSAR
(WS OATIME

W6tk EFEESOBRINIASER, & | UAZ STV, (B3 % | JIS T 149710 TERHERR—1 2
05 ARESE FE SO TR BEEt 5, U 3P A v N OEFELEA
EYAIRN O )

(MR ARRE T ST 30k, 38 | JIS T3250:2011 Tl #5723,

HENBHEOHS T HH
AdEEd 5o LEmT,

MEENT S () 1Ba, s
() BE R U iR
4.5, 1 MR ETTR R O 5

P AuastD s V7T w2

4.5. 2 T HiERg, migA
Wzs K OUERAERROD.5 50
4.5.3 (RS (UFR)

4.5. 4 MEREEFETA (E)
]

4, 5.5 [ERE




FOE R ROREEREE

(2 FRHBR A b SRS

B EREEET. ATEOBEML R
D>, RN E TV T, MBIE L,
RO 2 EIZ SV TEEN A
s BT, SBRHEVSEE SO
VAR TR,

— TR

= BEEAEE S AR, ABRE, R
Uik OROESHE

= OFRE. BERAUESES

B

ptii|

sz AR >y
A7 EEEEE - ST
WAL ERT,

BHE NI EHEORYTD
HRHOBRG T DI L BIRT,

eSS NI FUBIHE->TY
27 SR - B ST
WAL LERT,

SN RBOEYETD
ERIDESTA L L ERT,

BE oI T Y
A RG] - EHE ST
WA EERT,

BRHENIFWROEETD
HRCEST I LB

JIST 14971 [PEEis#es—1U R
P A O ERER
A

JIS T 3250:2011 Tiigidehiss,
MFEHENTA Q) 1B, s
() TRERR ORISR
4.t Rt

TIS T 14971 TEERSHEE:— 1 A
7RI A b DERERR
i)

JIS T 3250:2011 Mi#@iras,
M~ GE) Ees, M5
() B R O LIRS )
4.1 AWt

JIS T 14971: [EEEEER— VU =
P02 D B~
O

JIS T 3250:2011 TIHEENTES,
MFHENTA () B, mfE»
(8) WER N DiRERR)
4.4 BERHRE

4.4. 1 RIS

4.4, 2 FROWEIE

2 ERESNI. TOEMBAICRL, 4
EFSeR R, REROEIIED2E
EUOBECH U TBMER R EDE
(BAF EYemEs L9,y BRIET
frllt A B/ NIRIC D2 B &0 5 WEkEt, Bl
B s oviiudie b, ik,
TEY BT e AR, BRI
e CMEREE I DD CHEEMN bR T
PR B,

A

BEEINTIRIEIZIES TV
A ERASEE - R X T
WAL L ERT,

BH SNIHERORETD
HBOHEET 5 L ETY,

JIS T 14971: (EREEE—V &
77 R A b OEREEE~
CnE A

JIS T 3250:2011 [inikdstiss,
MFEHET S () B, g5
() 1B O RS
4.1 EFrie et




3 ERUSSE. EREOBREIROT Y
C RS b WA SN D &ML M
XN A LA TR B L B
EOBGES N OWRITHUEAR 6F, Eie,
ERHERORARPERSEORECHD S
A MEEREIN, SR RO
BFROBET 5 ZMIZRE LGB R

EMTRECHY | ORI > C 43

R OMAESEE A & 5, REHEDR
BHEX WO AUE B A,

i

BEhir B gty
AL EHEHSEE - i X T
WAL E R,

BE S BRIt > T
A7 BRI S T
WHZLETRT,

TIS T 14971 TERRMEEE -1 &
TR AL O EFEEE A~
DR

JIST 14971 TERS— ) =
TR A S OEG R~
DE)

4 EFESRESH SMERVERERE L
TEA L. SRR TRV b B
FREEMMIERY L, v, HikERuds
OHEEE T 2 HCAKIIERZ R
EHEE, Sihgodett, WERUE
i, SR EREROER BOIEL
L. EECBIEEE N B4,

B

ERELEZERTOHRTIE
2,

5 [EATHEENY. MEEREI SR
TRH B 8 0 RIS R A S BRAGIT
EITIRERIRY | NIRRT S K HaRE
RUERES TR B,

A

PBEIE NI BRIt T Y
AT EHMEHE - ST
WA T E R,

ATy SIRa gl i =) AU A B
HAWEET DI LETT,

JIST 14971 TEfese— U =
TRV A DETHER A~
DE)

JIS T 3250: 2011 Tifjsirss,
MAEFEATAS OF) BEs, fis |
() AR UMM REe )
4.1 S e

6 EREERSIT, SENICEITRRELERY |
W AR B AR EORATL A
BB G LT, 8380 b 2EomE
DE DEFHEE~BAT B faWtk Xl -+
OEFHS ORI A Slo L D 3E
T HEREE, WOICERTE B K55G
RO SO e e B,

R T Y
A AN ST
WAZEERT,

JIST 14971 [[EHEE— 1) =
A S SEE R N T
D)




(IS DR IE)

B8 EFRMERCSHERESROMNS
TR, B, EHERUEDE (SR
BOERIZH I o TE =BT HE
DIEFER BB BHECIRSE,) 4T AR
IMOERMER B BEE. T b Okt
. BIRANC AT ATERAAIR Y | LI Rk
iR 9. WOBBEEEL TR
B T s e AR,

— B EERCTRL,

T OB, A TOERERND
OB UIRE T, AEAGCE
FTRIERZRERY | EUNCEREIT D &,

= EIRT, B EHEATED
BT & B EREIR IR~ OB
R EMIETB I &,

EH

A

T

BLRIER R T DR
niEECHEe T b
Y

WA A BN LT RO
T2V,

HRIAE 2 UE Y DS
AIEMOEST O L ®
Y

5 Ee ke B MBS 2 R 58
SR OELEEI R EERO
HEIECRAT D5 S (PR 164
R 438 169 5

R B MRS e FH R 3R
TOELEEBE NN EE R
EHEC AT AR S (EE 16 &

BTG SHE 160 5)

2 BRI A RO EHASAE
WO BEES, IR AFE, PG
WA EIR L, YNSRI TVAR
Etl, Re FERRCHEBTFIRICL D,
FEY B A falatE g, SIS DR
FTEE LT i,

e

A= e o0 BEEE S Ed AR 4
FHAAIL SRR Cid i,

3 EFEESRICEsAEREHEE bRED
FRAE, AR OME (BT [FFt b
B 2V9,) B, Y4EEPEe sk
oA RIS CTEBRESZNICEEE
VEEFR &7 B s BRI rh s
pbiey, BRERGEEESI, FFe Flk
MESTER Lo FEMCEET S
ERARE L, JEb hsicairon,
{RAE, FER R O Mo TRz
HEFER L, DxD, U A VAL OANDRG
MRS T, SRS NT
WABHEE T, MR REER O T
BT BOWTEN S OBETEELE
5 Lok b Eer iR LAl
A oY AN AN

FoE

FEE b RO
ERA AN TR,

4 [EREERICHAAENTE PEEOH
i AR UNE (BAT Tt b isichafess)
) i, EEARAFEPBAF SN
Lol B, ShERTEY
sk R | HROWE OBR,
b AR OMIE, {717, PR U

A

= EE) LA Ee R X
HEAHANT SRR TR,




BN BWTREOESMEFHIEL, »
D, U A N ATE OO R R 5D
Todh, HEMITERSH T B EE A
T, MEERSROME TR B CRR
LOREGINEH L EE Y, Zetdm
R LA R sy,

5 ORIk B A L AR
R U7 BEARsERY, R R
FEN L DR SN SRR R MR
T B I M B B DR A i
SERRIEA MRS T B 5O ICREh BER
UV &L TR e B,

ekt

R A s R BRI
DHRR TR,

6 BERETHN ISR,
ARTREEECHHEER R AN L5 R
FERECEEE ShAsihiE e B, YEE
BRSO TS IEEYY R R - T, A
OIHEIBRE AR ShRVERY | FRFEE
AR R CHE ChY |, BhERmREEI L
S THIR SRR CHRE &GO T ¢
SERRROSHERF S, DD, FHETRASE]
BECHD L 2l En TR B0y,

A

WIS NI HREOME TS
HAKEGT 5T LEmTd,

A hic BRSNS
HBWHEETHZ L &7 T,

JIS T 3250:2011 Tiniedinss,
MRS () e, migs
(%) IEAR R O e as)

4.2 WEEE

SKERIRR ORI B DMEM 3o
WAERBEO—S AP WY
DUAROMATIC LD MR, B
SRS OREEEL ORE
EH (CMP/QMS) %5
BREROEROBER Ot
oW T 854 EE 4 S
YF o HE (S 1T R
3 H 30 AFERBERRZEHS 0330001

=)

17 BESIRER AR R B B
I EEFOR U ERRSEHT, SR
ROV BEE R TR L0 BRE U
2B PRI T B B
Tohde Fefhgdh, VBT U CmkE
SOV IE R B,

pll

RSN HEORYS T D
HACHEAY D & &m T,

S EEOHYT 5
HEICEAT 52 LExRT,

T3S 1325002081 [ dniesdtes,
BT A (R s, migs
() Ste R O rin e ae

4,2 MEEME

TEHEER O K Uit i 3>
WA ENFRED— & WY
DIFROIATICNE D BIES, [
PGS OMEERR URE
BH (GMP,/QMS) 1445
BE R UETR OS] & R Ut

W B4 BEE 4 BN |

UF—ira VM (g 17 4
3 A 30 AEEAEBRIEES 0330001

)




VIEEE AR AR CHEA SNDIRA . i
RESHITTOREASD R 22 TH
D | & E R XL A TR R o RS
Brbhha vk Sic Lisihide b,
HEDENDEE, A LEORREELE
HERTT 5 SCEICIRR U Cishvizit
IR B2, p

AN EEINT
WHT & &RY,

RSB OZY TS
THRACEESS Do LT,

WX EEOEST S
& EET,

8 RBEEEXTNE L ERERS | EA SORIE A A RET DR E | EREE R UMRS 2 ] B 3K
i, HETCER SRR TS S e NEEBOEST 22 ¢ % | ROMEEHERONEEED
SR 6720, Y, HIEZ A5 S (T 16 4E
B THEE SR 169 5)
9 FEREERSSROAREY, MEEREAS | NEN BE G LT S h o
OREEWEE SRV E I IEDHEEEEE WThs,
M 2 b O TR R B2V, AT
R R S A T A e B A PE A
OEEEVY, BRI fElEME R NI
WARRED &b OTRThide bl
T O eOAEER, WEIERER LR
iz b o TR Bz,
10 [A-—3ridapiuss, wEs OSHRHE | @R T e USRI O il 7 IR
DEFORETHIEINAEE, ME, FECRRFE S h A e Cl
BEER (RTG ~Z L o CFRRENA KR Y,
TED L Linidhiudiabien,
(ROES R BRI DAl
(ERHARN  MOENRESS X U | H BRENT RIS TY | JIST 14971: TERRIER— U 2

PR A b O E PR~
il

JIS T 3250:2011 TiMidoHEHTEE,
MmEETS (8) Mg, mik>
(8) EEs R O )

4. 4 HERAYRE

4. 4.3 MiEsETER, MEBOEHTS
HER R UL SRR Mk )
RSy

4. 4.4 MiEBITERR U iEE
T oRRR OESTIR TS
4,45 M HidEs o HHERANHE
i e '

EREROBMIEORERE
BEZOWT (R ITE3 A 10
HSEAIEES 0310003 )




BEOd BEREEEHCOVTIE, ROSEE
VAR, AEERD ORI ERE D
EREND L S ICRE R U Xl
Hudie b :

— B E LT E O

= OIS TRTTRR A R D O R
MBI A B B faliit

= IREORECERPICERT S TR
D5 LFEAME, ER N A L OR
IRpE PR B 2 it

MU A RESRE RS BT B flR
14

T R RERT Dfakatt

75 WFREMETER O SITEEER S
BAMODBEFHBES S I RS\ AT T E S
CHE B fakRid

+ PRSFIUEIE SRR G A,
MEST S IRES L <l
U OHRE DB ENME T 2 Ea R Y
AT D fEiE

T

i

TR

]

BHS NI BRI TY
A EERGHE B ST
WED L ERT,

BAENTBRIHE-TY
AT EEEE - EE ST
WABI EERT,

RSN HIEDOHET B
HEWEST 5 E%5T,

%ﬂénﬁﬁ%mﬁﬁfv
A7 RS E - E ST
WAL LRRT,

HaEh i BTy
A T ST
WAL & ERT,

Wik B 4R 5 MR T
AR

RS NI ARH > C )
A2 YRR EH AT
VBT ERTRT,

PRSE M P XEIE AN B i o
ENZEAAN

JIS T 14971: TEEHREE 1) =
TR AL O ERRS~
O §

JIST 14571 TEgHes ) =
TTRD A b DE RS~
OTEM]

JIS T 3250:2011 [u#dimss
MEFET A GR) B, ks
(B8) RER R OM RS )
4. 4 BRI S

4.4.1 £ E

4. 4. 2 Mgl

JIS T14971: TEFHgE—1 =
VAT AL DEFERA~
i)

JIST 14971 TiEfRisE— 1
A S G Ny <5 TN
DHEF)

JIST 14971 TEgsHE—1) =
TRV A NO BRI~
a3

2 EREINY. EEOERR Ol
IRERZRWT, RIS PRIl & 5
ANREECHIZ 2 &2 9 SRt RO ShC
WA BV, AR E R
FERMYE R LR S B e
EDUNTHE, ATER A Ao TEREH RN
B LT BV,

EST]

SR P R OV BBk
RER VT, S s &
BT THE A,

3 EFHERRL. TS TOFEERORET N
B BFBTEDL LD ICRHRORE S
A CWRITFNEIR B,

3 PR

EHOEREEERD L U
THBCE AR TH B,




(R SRR RE IR g D ArRE)

#1 0% MEEEE 4oL, € | AR RIEHRED B4 D T
DA R RE L ERER R T A,

TR B LIS, MiERROEN
HENCRES L, oo b, HERUY%
EHEAETLL D, BHECEEEESL T
IR e Gy, eI, Al
IRFr s Lo RS AT b

U .

2 B REEERL, COMH BRI | SER BUTIBsE R AT DR
L, 3R ORI A s B3 NG AN
T, -HoriziFiet, BERCEFEEZEL
A LD KEFECGEEXNTWARIITR
WA A, BN BT o T, UL,

FPE, TERERE, AR, BERERCEEERD
TR e BEAR UM AR TR SRR S
HEA R B,

3 DB HERESSOMEENEIESR NIXE | R W AR R R A AR
P O ARIELTODES, o CidAavy,

OB TER IR EICRIY B THhT
WAEOM G, SEEHRT ARTE
[Ty Py R A A ST AAN

4 BIEESE, To & U B IERTE | FE AlE T EEE A
B0 By L, YHEREROERABRIC T ORI TR,

I U, AMTZRY iR LEkGh S et
ER bR,

5 EECERBANEI-OWTE, FIERR | A BOE BRI
BB AR A s — R B R AR L T MRS G,
ERSEOFRAZSEEINh S LO TR '

B,

(RT3 B 5

w114 EREET. toERBMICH- | AEA AR A BRAT AEER TR
T, TEIRR UMD T ¥ Bk B /AN
HOBA RT3 2 Lied, BE, FH
B R U A~ ORI ASS A, A
NIRRT B & 95k, ERUEE
S TORREIER B,

2 EEHROFSRHA ST, BELE | ANEA Bt % BT 28885 T
FOF S BIRRORBREITH S IR LAURN

FLEA B S AECERBAO
FbiT, S ORI EE
P54 U5 A HEO PR AR RIAR O T R
RRHEEID LIRS TOHIEAIC
BT, BESEREI Lo ThligTE
B LR H s N ORI R G,
YR AT, AT ARIET A—F
OEBEINHAEN THREIMRESh
A& AR ORGE Eh Ty
B,




3 EREERD, BTEICEEREORNhO
& D WHRUIAR RO B #RE B 5
LOTHLBEITB T, HEIS UE
HWE IR TE DRBEART IR
a5 L ORI by,

PR

TR A RS AR TR
2,

4 ERRARY, BRI LRV
HERRIC L ABRE, BHRERVESE~0
MR R REAR IR D B 5 L O R RO
Bl SR IUE B 2,

A

R R B R Gl
FARY I

5 IhEHERE RS b EFS S ORI
FNTiY, BT S EROME, BERD
R BT, BEHOhIEE
WO HER R OB OO
KW, BRI S T i)
e bian,

A

TR & R AR T
vy,

6 BEEAGTIRE T S ERONT, Y
WU, EOER BB E LT, BS
BRROBE, BT RE U X—
wan (RidiE) 2EERUHIHCE S X
5, BEHRUBEESh e B,

TR R R TR S AR
Ti2v,

7 EREESHRE BT SR R AT
FL SR OB RE OBMH RO g
B/NRICHN 2, B BRE w5
o, MSREESUIH NE R OB E Y
DI REFFR RIS S CW il
LW,

R

TERER R 2 AR B
CHAR,

8 EHEHIRERE BT AR SRR
i, BATERE, U AORER O
FAR—IOIHECTE L, R E— 2
OEFNF—BHEHEIET=F Y oY
L, oflfllCE 2 L5t RUMESh
TWprhudre Heus,

T

BRI A B 5
TR,

(REBP B R o3 S

WL 2% BF 0TS AATF AN
LzERlEdy, Y7 b7 25T,
FOFEHABECHL L, Thbmy AT s
OBEME, [FIEMER ORI TR SIS X
CORREFEh TR By, E e,
AT B TSRS LIRS,
EATAMRE/ZIR Y | M LIRET B fE
Rtk A RN bR IR CE B 1Y,
B FERHEL N THRITER S 2
b,

T

B a7 AP L
AT,

2 PRSEIRERSRROBLEFORE, A
BOEENERRERE T TR, Bt
R HBI 5 FERIE L b Qi
FuLiebiney,

AwE

S R ae
A




3 SEFEERRE T, EENEEOES

WCERERE RETIRG, FEICLOEN
HepaREE R AN W DEH AT LD
RVt uE R R S,

Al

SRR R pEER T

PR,

4 HBEOCEF F A—LD—2L EEE

S HWFERT D ERERY, BN
I EE S REREIC OB DRI
FelA . TR AERBE S S
AT AREE SN THRTNERS
7R,

EH

T A—H g
AR T,

5 ST, EFOERREIROT,
WS FRSRR oD B L D VEE) B8 A
RN OB D BT Y OREY A7 %
BHEH, DB TRRCT S & S RRE RO
Bhd X TR B,

FEREROLSE BT DR
TEAEVY,

6 FERERY. BRIShIAHTIRETE
DI, BREATE N4 D153 e
ROTIME 2005 &0 9 IR R DM &
AT B,

A

MR 252 i) DA T
(ERAUAN

7 ERERSRERTERSIL L VRS
XNz & BYICIERICEMT O RO
SFENTEY, EEEAROR HERE
IS T, IBRAO B U AL R TR
DL TE D X SR RURE S hCw
FebbE R 7R,

AH

BIEY R 7 2RV WA T
FAR,

o o TN )

181 34 Eatdend, SWEER. T
B OVATERERS> 12 BEEE 4 2 RO fis itk s
b, BERUSRELZETS LIRER
UE shOuigihgdie B,

A

RS, AR (Al ED

A S B U eI

2 IERHEY, RESRAES R EoOMED
— O TCHBEEFERE, BRI
B IRENINE O 7o 8 OFHHESRCBEF O
RS LT, [EREERE A bRETS
B R T 5 fEBRIE S TR ERRIR D
b BV ZE RS 2 L9 BET R U
EEN TR AR,

i

IREVE SEAE T DR Tl
by,

3 BRI, EERAEN R EOMRE
— o THEEEERE, FreRERCBY
B HEE NGO 7o @ OBEARER B RO
FCERS LT, EREREENLEETD
MEEITHER S D faRRE A, RTREAZER Y Brb
EAkHEIZ B X ORI RUBEIN T
WRITIE R B AR,

I

HhERATHHE TRV,




4 [EHEEREEL 2R B 0ER. | TEH
A EAERE LS B ERD TR :
IR SR R USSR, AR

fHRFRER, A AKE
H GHEERD #F L 3mER,
O FR—YBIT g+ 5

WD H 5T A TOERUER RN L HECIia,

LG LD, RERUEEESh COhisith

W7 B,

5 EFEERD Y LRSI A Z L OT | A BERAT A TER,

DRy (BRI P TEiRE A b
B ol etkd.) RUE ORI,
WO FICIV T, BRI BRI
WETBHZ E@nL o Uil
B,

(RN — B HE T 5 EREARC TS B 5UE)

Bl4% BECCRIAR-XRWELH | REm
T DERMENT, BERUEHEORS
BIRIET ST, (HERORIERUHERTN
T 5L OWMARURES L TWTh
{R B0,

EARLR— L IE R BE
AT AR T,

2 EREEHTIY., FRBESENOHLFR | NEH
WIE/ = R X E Ot 2
SIS DFRMNEM S, -
LB OMFEIED b OfER B O 5
N — R D IBIER R % TR 2 R
VIS BRI AR FERAE LR TOR
ARz AR,

AR R B
T BT

3 EREEHIIL, HEER U REROEE | ER
PEIREICRE T i hudie oy,
TR BRI T BRI ERT 58
B BB ESGITEE 8T A &
HEMICT TGS, Jhoofsgy, 8
F (EREROERChE > TEEORS
BUEREIC L RITTEEICRD, A
Fhale) lLEoT, BHCHEMTES
HOTRTIUTIR B,

TR T b g
EC{_#%@‘%’J%‘Z%%'G@?&L Y

(H ERAEE RS T Sl

$1 5% BOREEREEIE o | A
EREr (T [EOAREERSSRG &
VALY L ERAAhOERE SRR e
T R OSRER ON R R AR U8 B
BHORHTRE BB O TRE L.,
I - THTERBMECE B & AR
B UEE S TR B,

B DR T T
MR Crian,

2 BOAEEREERESIY. WiERER | A
Hegf e, SRfRDEeR b (g 4
FEEEITIR A, ) BOSEREORICE
b R PR O fE gt & W BER B 0 RS
5 EOICREF R GEE SO R
L2V AN

B ORI E T
B2 CI3en,




EEE=NE) I TETER TN
(A SYAIIAN

3 HACHRAEEEEISIIE, AEMICATEE | SEH H O AR T DR
G, EHEIRTmEEENER L- X S L R G EA AN
HpET Ao %, RS - THEER
WREE C % D FIEEZ 5 ClniRiT il
B,
(Rhg3s - BLERRFEEE RIS 2HH)
(MBI, R OIRR ORERRE % | A SN HBIZHE-CY | JIST 14971 ER#EE— U 2
ZRL, REEEE - WEOTES A, Bek ALY EHATHE BIEN T | 7 <3P A M OER
i FAYE B OV R S R R D WABZ L ERT, DTN
Lo R 2 iR T B o I EE R R '
fEhizcr Iz bavy, ORHRE B BN SN HRIE ORI TS | JIST 3250:2011 Tinifishiag,
CHRCE Db OTRIFUIESRY, WECGEST DT bamT, | M s () B, hiks
G AR A R
6 Fm
P ENCEENEST 5 | ERERORNEomaE
Z LR FEZOWT CER 17823 B 10
HIEATEEE 0310003 5)
{(M4-REETAT)
165 ERUESOHMEITEET 57D | #EH WS B - OF | BRSSO RLERFEARBE
WL EN D TTOT—# |, FEEk —FRNE AN EERIZONT B2 01 (3 LY
(HEF=A- eS0T HS) ot £ £ 2 A 16 HIERIEEE 0216002
BIRIEROEDD & 2 A - TINE S D)
PARAN T AR kA ST AN
2 EEEEEENL, ERMERROBRSSROER | THER R BR T il b 3 D HRR
OHEE T DET (ER-CEEESE TR,




