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30) ASTM F90-92 : Standard Specification for Wrought Cobalt-Chromium-Tungsten-Nickel Alloy for
Surgical Implant Applications

31y ASTM F799-95 : Standard Specification for Cobalt-28 Chromium-6 Molybdenum Alloy Forgings for
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36)JIS Z 2241: GREAELSREABR S 1

37)ASTM E 8M-98:Test Methods Tension Testing of Metallic Materials

38)ISO7438: Metallic materials — Bend test

39)JIS 2 2248: EBEAIEH T RER 4 ik

40)ASTM E190-92: Test Method for Guided Bend Test for Ductility of Welds

41)ASTM E290-97:Test Method for Bend Testing of Material for Ductility

42)ASTM E855-90:Test Methods for Bend Testing of Metallic Flat Materials for Spring Applications
Involving Static Leading

43)ISO6507-1~3: Hardness test — Vickers test

4NJIS Z2244: B oy h— A IHBR-RBFIE

45)YASTM E92-82:Test Method for Vickers Hardness of Metallic Materials

46)ISO1024: Metallic materials — Hardness test — Rockwell superficial test

4NISO6508: Metallic materials — Hardness test — Rockwell test

ARMIS Z2245: w w7 w o VX HE

49)ASTM E18-97:Test Method for Rockwell Hardness and Rockwell Superficial Hardness of Metallic
Materials

S0)ASTM E10-96:Test Method for Brinell Hardness of Metallic Materials



Bl 3

BT Iy ARIA T MG, B, BEOBVIZL D FOMBICRERENTE
HOT, WMEIZSOWTORIEMHRBIZOVWTIR, +9F0s8sBETL o L.
1) PAIFPETIvrR

RiEE
- s HEREH
B R ISO 6474 ASTM FDA guidance s
F603-83
naEEn ] e
i P e 7 P T3 _
y ZIEATRED 4;T7 ATHR
FEEhiE)
ASTM C20
3 iR 3 = = >3.94
MEEE glem = 3.94 = 3.90 1S 5017
{2 F4ARY
E#E ALO3 % = 99.5 =995 >99.7
BerEBh A, MgO % =03
At R EE -
. Si02+CaO+T A m ) LEE| % =01 ASTM
kiR C573
cSi0p + T AH U & BELY =0.1
DRE
+ MgO, 8i03, Ca0, NapO,
Fep03, TiO2 MgO=02
Si02<0.01
Ca0=0.03
Napy0=0.02
Fez03=0.03
TiO2<0.01
HAmEE
RS e ok RS pm <45 < 7 <5.0 ASTM E112
R pm <26
ISO 6474
EPS T i MP, > — —
Y T gl b A BE a = 250 iSO 3611
bh T MPa - = 400 - ASTM
C674
MR MPa — = — ASTM
380000 C674
B EEEWE kN _ _ >46 1SO 7206-5
\ 1)
IEFLRE: 3 = 0.1 — — ISO 5436
PEEL 7S T mm
1) ARBEIEZIvr4 €73 v 7 OEBICOWTORKETH 3,




2y =TI I usA

FRREE
HERIAHE H fif 150 13356 | ASTM FDA BE VBRI
Drat guidance
AT | SRR
1 FH %P _— »IZw | ATHBIE -
2Lz}
1SO 5017
S BT gem | = 600 | = 6.00 - ASTM C373
ASTM E112
[ #==3il A
ZrOp+HfOnr+Y > 03 >09.0 >99.0
Y203 iﬁ% 4.5-54 4.5-54 ASTM C323
HHO03 =35 =5 ASTM C573
AlrO3 <05 =05
<0.5
Z DO =05
BRAMRES - ASTM E112
WG R R pm = 0.6 < 0.6
n
it > 500 B B IS0 3611,
B \ ISO 13356
T b MPa
R r = 800 > 800 B ASTM C1161,
45 TR EN843-1
ASTM C1198
MR GPa — = 200 —
ASTM C1259-94
B o A HV _ > 1200 _ ASTM C1327-96
i EERETRIE kN - — > 46 SO 7206-5
itHE e - - - -
1) wEI0EEHZ SO THIEEIT D,
2) FRBIITFALITETI vr AERBHETA,




= % i #
EREIEET No. 29
TRE1 24124280

SEERREEEER (R)
LR WP

BEERERLZERFAEHE

BEA 77 MURORBRBIFEIERBNICET 2 Q&AITSNT

k1 2E3 A28 AEEKERS 2 6 SEEFEBESN BEA 7T
FMUSOEBHRBIEIBBEVICOWT] WX —Ho ATEH, ATEED
BEAMOEBHBIZRIBPWERLIEE AT, S, FEMICED
HELEIZOWT, RO LEIRV EED0TEEL IR,

BB, AEKEKOE LA MAEAERESR T ¥ —, HAEREREERE
EHES, EAXERLSBHERES/ N ERSRUERINE PR AGBREER
BHEERLTEMNTLIZEELTND,



A1

Q1. BEAR L DRIEELZRTHEE. #E, Bk, MEEFhFhoxsER D
iz TERARDBEARRM) ZR8E UTHWS Z L XTHED:,
A. TRH[,

Q2. BEBHIZRWT TH—] & TR%F] ZEWSIToTWBER, Foksh
BEic [R%E] ) oh,

A BBERZECIVEFENCRAILLADOLOLRAL S AEESY TFZE
L,

(AR

Q3. BUARERMR L ORSELRTEENC, FEHRHCET2ER L LT I#
FBABRARGE ER—THLH I LR TELEE] LH DM, HEDBERR
BB ERI—EEESI WD T &M,

A. BT Z NN OEMERER O A, BEARS B OFAEEE
RO EF—DREE 09,

Q4. BARERAR L ORSHERTEERIC, EMEHIETAERE LT M4
HbZERRBOMRBKE] Lt H2308, Pk CR%%LIEHST T IV,
A, HEZEEARLOMEZZE L CLERDILZEMNRBRIER 2255
REL, #RBRIERICOWTHARERAR L RBRER2 L, RSHLIT
45k,

Q5. BEARERAR L ORIFEL=TERHT, NI &R & LT 4
MFRRENRBROTA R A B> TEBI NI RBE & H DA,
AEEZRIERL LTE, EOLIREEBERIND DM,

A, BPEERBIZOVWTYHENA FIA VLo TRBEEE L, AHEMNICE
ETHLI LR TEHZRETDOIZ L,

(4R)

Q6. BUARME L ORROEFEIZ. DX S IGERTRIZ I v,
A, BEOHEMENEZEEL, 24RVFEHSZH, EEHTHRL, 20
TR DOEFELIR T2, 2k, Bk, HELBHIERELTWAED, *
DEERRIZET 5 T RfER L ETH B,



(PERE)

Q7. BEAREERELORENL2RTERNC (BEARERE & O#MARERS.
HRRORISMHEIZET I ER) EHoD, BEARGRBICET A, b2 ur%
FHEER LV EBEREE5IH L TEETHZ L IEHEL

A, TBREBHCFESREEERH Y | #O%@EETf\&&ﬁmﬂ 5 dh
EFREHOEMFAT L Z LIFHRETH B,

Q8. BAFRMmA & DMERRE, HEOFBHEICETIERLITIEDOL IR
BEFD,

A FHFEMBOBHELZZEEL, W LERBEHBRZLEL L, BIMKC
ﬁéﬂtﬁ%ﬁﬁ%%f%%&&ﬁ@&%%%ﬁ?éifﬁ%&%Z%ﬂé
ARBRIER ICOWTRE L2 Z W 5,

. PERE D RIS ORI R T RERLE TORm A LE D,
A. JF!E,EIJJ: LT, AR ORBERIZLVIEHMET 5,

(3B > EHE)

Q1l0. BEARERMBAELORSEEZRTERT, TRENA TV 3t A%
AL, BREERBREHE (AMEEOHLLOREFRICLS) THERR L ER
LTHEERETHZ LTIV,

A, THORBEOHHMERICEB O THEELERE XN -NETHUTHEER &
LTRELTELX 22, RBRFEOZAHELFOTHRATLIZ L,

Q1 1. REE2ERT DHRICHIRITIEH 2 D0,
A, EMFERLEEMHRBRICHOWTIE, B5 7FE3A3 1 BEEFEI 155K
BEREEN EELFORE (BA) KEPRFICEL TRETREHABRERD
26, AETERINERBRT — 7 OB T) KU1 0434 3
1 BERER 3 4 9 5EEFTERREN (EEALORE (BA) AR
BELIEHT REEEO S b, ARSI OB TEE X iz £%¥Er
?ﬁ%ﬁ—?‘—ﬁ DEARYMZDWT S | _Ed% B oOREBRER ., ARBERE L <X
WCHET A, GLPEAHEHRICBOTHEINANERH D,

Q1 2. EBAORIETAER L RBKELZ b - TRBEELZ AT LI &8

T%éﬁl

A. fﬁ CHETARRZL, TAREEENDH Y, o OoYRMBRIEE THE)N
+RFMBTE D LD THIHE, BETHKER LEHEBRT — & 2§



LIENTED,

(A A1)

Q1 3. BiARERALL OREEZRTHERE LT, in vitro ERRIRRR
ORI, RBARRALBAE T TL v,

A R LICERO LB, DR ELA T T b 0 WL ERRILE 1,
HICEBBRINDETOHM LT3,

(& BB

Ql4. TD1. MET, FEUEE, 2/ NI bBéE, AT LMD
WTFNPERDETHERBRUBHA 750 MR L HBHD, K2 DERSTD
DEIZHERH DD,

A, FEIZESHERR,

Ql5. M2, (2) I TMEOMMB—ER225EE] LHEB, PO
Eo&EBEchhE, Zo@mimEfishdoh,

A, EREEOSE (FH LU A58, asV NI abLEE, AT LA BE
DLHT, o, GEOFEEFLEZADRVWEHIETOMMRAEREOBIZHEA S5,

(87 2w o ARETED

QLl6. Md2d (2) IZBNT, MEN T SOXITAS TMOMBHREICE
ETHETI v/ ARG LHBET LSS, EM 1 283 28 HEREES 2
6 EHRAETHRERERL BEA 750 MNURDOEAFEHF IR S THRKIZHOW
T) (LT TREm) &), ) UBRSERERGEI N & &1k, ®Em%
DELLOHKRESBT TV,

A, RBROBRVIX, RBHSEHEINZRRATOHRBEHEELTHED,
LB NWE S, WEROBRE TRBAOMEIG 2 S 2 WEa I X @RIz
FHEEE =,

RQL17. MO2{Z TWTFhOBEHEEN v TIERTHRVOMRIZE T2, |
EHADBM, AED v AITHONWTIE, IO 3. IR TERNT LV AR & DIF
SHEARA L THERRBLERT DLWV T &y,

A, FEAIZE DBV ORERERLRNVENSIZ ETHD, —IRAIC, AHE
FEASHIUE, BREBRORBAEICET IEEDRTE2ARTE 50, B
Eho7 (A r—%8F, ) T2 Ti, BEAELE &EE2<FA—T2WEY
FIBAN R RIFEEOERIZT T, BE EOFDN, 2N+ mECEET



TERREETHLLEEZDLND,

Qls8. MD2 (2) & MERRITEST S5 ATKBEEEHE Lbo05, M
BHRABIZE S LTV 5 b O THIUE, BRRABRORBEROBMIILER D,
A, MEHRBE~DEE DL TiE, BMKRRORBEEOFMAOE, TEOHM
(ETERY, BIRSNARIFEOEHZE L ME Lz ETERRAROE,
FTREHETH L,

(% D)

Q19. FBAIIRINTWVASERBABEL, YOLHICLELAFTE
B,

A. HHEANAREBHSZICEEBWESDOEREW U,

Q20. FEMIZEZSTIRFELBIL, BEEERELZZON, HDENIHK
BREFERREL2BD0,

A, —BROICHNBEERRARICEY T LEL LN, FEMIZ W THER
W E RO,

Q21. PHR11ETAIAEHKEF104 35 BRNOFE LIZFIREH T
RWEBRER A 7T MoV, BERBROMABRKEICET S ER O
RHENAMEL INTWAHEBIZFR I TWRWA, SEIOEAN LV EERR
BROPREBRBAE DB NI E D72 DD,

A, BBEBHIRERTWA LS IZ, BEEFEFE 104 3 5@AMTFRIn TR
b‘%ﬂ‘/’( VA7 AV l\%%nn'C&)o"C’bEH?nm‘:O)l—]%ﬁﬁﬂ“’\ IaEng, 'él\@
BIREBAERWNLDIZONTIE, BRERZERINDZ L &5,

Q2 2. MHBRKELELZE LZEBRERA T M2 TEE, T &
BUER A 77 NERAE] CXVEROIZ & L2500,

A, FBRERELE (F7 XAV —BIZLDFZ oS Fax 7y
A MplEa—T 4 IR LD, E—XEE AT T PREICEERSE
b0, ERRAICEZCANV I TLEDA LT EFEASHELLOE) ZHL
O, KBRROBIRWZEEENRY, B 1 1FE7TAIREEEELO
4 3REFTHREFN (ERAEOABHFIIBLEETREHEEHE IO
Ty ORI O5IZLY, FH, BEERRBORBRBEEORGZTET S,



EEEF10435
k1 1E7HO9H

HEHEMRHETER (B) & B
BEEEERLZERFATERERE
ERAROERRBHRFICELEE T REFEHIO>WNT

MIE HIL1.12, 28 EEEE 1841 B, H12.3.31 BEEF 519 B, H12. 4. T EEEE 555 2,
H12.9. 1 EEEF 1024 &, H13.1.23 BEHFEFE 49 2 H13. 3. 28 EFERE 316 =,
H13.7.30 EIERE 1157 B, H13. 10. 5 EEFRFE 1396 5, H13. 12. 14 EEFRE 1657 &

H14.8.30 EIEFHEE0Z30006%

5 B BE I dHm A OTKEE ‘@ﬁﬁw:owﬂm$ﬁ11$7H95E%%%827
FEEEZEFHEEHN ERAROEAERFHFICOWT UTIRERA S0 H )L vmuX
ht&_éf%éﬁn%mﬂ%wﬁﬁwg_OPTiTﬁKiélﬁkLtﬁﬂi@Tﬁﬁi‘

BT ERESR I LIEEFEEREREV 2V,

2P AEFOE L EFMEEAERRSS T4 —HERE, ARAERERBRREGESS
£ B KERE TSERTERER N EESEBERUMIN E D R A B ERBBEEAEERH T
B4 A2 L LTINS,

F1 ARPHFFICHMN TR EBOBRVEUIER EOBE R

1 AZFFBCRMATREEECITOHRTER L Vo) o TiHEEEHEIR 2 L3

WAL B THLD FOMBOEHRNEMER EOEERIZLTO LB LT5,

(D EFE IR ALOBBER U E TOMARREICET 558

7 OEFEXIRROBEIZET IR L LT HEERAEOREORE LERFIAICES
FTOREEFOHEMORES L BRN/EMRCEX D X5 ITRERTVIMICERICR L SZERA
BORBEOBREZ N EEDEEIESRLRBLTRT I &,

A AN BTAERRRICEATAERE LT A AR S EFA B0 T A LE
BEte,) TOFERKN (EABE4, ERERREE, BAFIEOCH ZEH o TIIRAFE,
FEBIERERSHSE) 28T 52 &,

it?7XW_méT6¢“f®E%ﬁEiUkﬁ7XHImwéféE%ﬁﬂ®9%
BSAHINTEBEITH) bORUREESEZA UGB EAMOARICER T 2 HEIE RV &
EADNBODLEDIZOWTIT LT AR IERTHZ &,

- ¥ A AETOMA EOEZRONESHER TS 2 CE IR AES O STy
DF L R Y EE 53 O ERRR
HAEOERIZBWTINE CRAE SN T HTESORERRN(FREEOEE HB4AH
%)

v R AR O OBEIERA R & OB EICET 28R LT SRERHAR O
B RA BEERUERAR L OFEL IIRSHOLER ER EOME ST R U D



BRORIRER S 5B FITIIEN L OUBELRELZFE>THD Y RTRT L,

T FHEFEBEUANAOERAEICBW T EARERAE L o —Hicl+ 5882 LT,
BURRERAR & OFEMBR R 2 ER U BEAREFRHE & OR—E2 ERT 572008
AR SHNTTB T &,

(2) B EREE W NS R ORB HIEICET 288

T HEHFES B O R, AE, #5E) . Z2MiC R0 L 5 TEa (R - HE
& &) (LFNFEEEOEEZ BN 2B 2 ERT B2 &,

A EREMEXIES TFHESEIER LEERHE Ch - T 2 ORME IR AN B ER
HEOHEERLE IR 25613 FEM B UIE Gy O LSS % O BRAY - (L FRE
BEEMT2EREERTE 2 L,

721 ERHOE OB (L FRE BT 2 BRI OBIRWIC oW T, Fk8E1 0 A
2 8 BEHE4 1 I SERBRMARRE R ERAE RIS @A) KRB HFICLELRY
B (L EHROEHENRBOTA NI A4 00 CjesELTHIL,

v ZERESBZEOEEIIIBBI R VBRSO A WIIEEEDHBEOEMIT L DE
BHEERT2 2 &, 7 EEROERIRBIC BT 28R 2T 5 2 &,

T R CRBRFECOWTIL HEEE ORTHEAB, RBFEOSRIRESR, BB &4 OR
EHE FHEEORERICET 2B ERT D & & biT, LIREL EIZOWTERESH
TR EURBRFECE SO CUThAEREICET 288 2T 5 2 &,

B By FEEBRTLILDIZH-T 2y NEADAT Y XRME FOMRUEEMEIC
RESEESEZ 2HBIZOWTIEI 30y MULORREZTZHRTA - L,

F ERNAOBEY BB ERATIEAICH - UL B E LTEOBRBRECERML.
FNEERT L L ORYMITONTHRRDL T &,

(3) RiEMICHET 88

BLICE OREEDP+AHRBIN TV Db OLUADLDITH - T ERICITR I DR
BRUOHEBERE CORFCRB T OIBRFECELTERICET 2EB ATV . FORRICESE2H
UIRRFEGERCEDHMERET S L,

B BEEAERBEICH > UL BBIRIBEFETRE L b O R UK FHREE
OB EITITE D 2FEOREZFOWE RS (BT, RE, B TRGE FERICEE
HERBHBETRE L2 bDIZ2WT BEEER T 6 » A UL ERiE MR IEERER
LM ELSLCET 28R E AT 2 e L ERICHE P ICET RN 5T
WABBAIZIXZORY ThRnZ &,

(4) BEMHELM., EYFRHOE SN, BHRBICET 3Rtz oo ticiE+ 555

7 EBENTEMICET2EENL, ERHACET AR, MERE. EREN. B VERD
HBRECETLIER LTS Z L, 20 6 ORBRGRITAN U Z AU HE U7 RO RS kg
ThHHZ L, £ . BRMIT2EICETARBRICIEL T JIS T1001 (EAER
WEOREBEAN.JIS TO0601—1 (EHEIKRE-—FI1H . LZ2IZET—RHOE
SREE)ES ERE I ET 2 BRI LTI IS T0601—1—28%%25%E
ETHIE,

B EEHOERERSED Y LEKARBEEE (B3 6 EEHRE2348) LoFME
EXAMICEYTILDIEH > UL AT LB oRBREEICR A TESH
BRI ESCBASEFIEOE LA RH L THLELT LV b,

A AMENLREMIZET2EENTRRIE U TARIIHT 28, AL MRSz L 0iER
ENHEFRAEICHKHEL ANDHOT, MBREERE, BRIEERER, PEERER. KRG
RE, SMesyBEAR, MAMHERER, EREEAR, 2B ERR, 2R, 0



HE SRR, BEEERER. BOAAMBRBRSICHTIER LT3 2 &, B, AEaE
EEIZBET 2 ERORBVICOWTIT ER 7HE6 A 2 7 PSS 9 9 B ERESEERE
B [ERARORE @A) ARBFFCLBLEMENRBROTA R4 50T K
U841 0H 2 8 HEMWE 4 1 9 SEFREBMRERERH MERA B ORLE (BA) &

RHEICLERHEAEEN R VEDFORBON A R4 o0 T IRBRTAZ L,

T M5 7THE3A31 BERF3 15 FERERREMTERREORE (HiA) &R
BREFICER L TIRE T ERBRERO O b S ETER SN RBRT — % OFRVICOW T
EOFH10E3A31 REERTEI 49 5ERTERREEHERA L ORI (BA) K
SRR LIRHT <& &80 5 b, AL ORBMER TERM S - £mFeR
T B ORI ONWT N E ST MERERZ2RET 2 2 &,

v HEHRCET AR eMOEEHT RAN S U THREB AT LR IEREIERANS
ERARICUNEL XN HO T, BEBRE IR 53R5% B REAICET 238,
BBOL2~WEHA BRIV, BRESICETIRBEOGR LT E L,

T FOMOEEMICET 2EE L LTI RO E SIS A Lo L LTTHE, THEES,
T e, RREEMRFFAE ., M. ME, K BESEORBRICET &R, 77, BEEAE
BRARIZH o TR RERM OBREORBILL 2 BHETH L,

(5) HEREICEAT 2 EE

BRAREE TERICERASNZHEL2EE L TERBRL2TV, $i1F LW 2508, fEHFIA.
HRELEMITSEREZRATH L,

£ BE, BHECERA SN AHAIAERA RIS T, FHIORE, fFRME. TR
HEEEICETI'BHERMTTAZ L,

(6) ERFRRBR ORBRER BT 2 EE

7 BREREREEL. ERAROBKRRBROERICHE T EE (ERHEGCP) Zi#E5FL.
BENOBEBRREERRESNEZLOTHHZ L,

JEFIEE HET 2ERH EOBE HMESIIISLEDLNALOTHAR FHlL LT,
—ERVEIZ D& 2 # B EOEFEBIIBWTED SN —EREAY b2 430
Bl kL4 n &,

¥ AORFAERAEEGECEBOERNBESDRWEORERH 2G5 ICIEERE
HRERFETI VLD ETA,

A4 RREMRRLOZ ZAVIZESTIEEARIC 2O TERJRRANE LTHEB Z & ICBEFRR
BORBRAICET2EHOBRENRROONI B . AENERN D - TUHROEERM2E
e 2N Y AOEERBROBBREICET AEHUAOERFIZL > TFHAETE 3
BRllH-oTUIZ DR TR b,

7 BEBEHANEZ 1O 7 AIIIEYTIERA RV UL ERRBRORBARIZET
LZEEOEHAVEL SN H0EMEE SNV EDORH AP BRESICES N TURRIE L
TRHEBRKRDOENALDIEFRELIDLEBY THDLH &,

F LB O EERAETHoTH, SEMNEENH - T, Y AOBERN2H
Ptk e YRS OBRKRBRORBIEI BT 2EHUADERHIL L > THHETX 5
BRICH > TUIZDIRD Tz &,

EHIC B LICEBTF O TV RVWERBEE TH-TH  MHERMEOENME, attd
FHE & TR ORRBAE ICE T 2ERDPLE L SNAGEERH LD T, HFEICH
o T FRICERGLERSINET ¥ —SUMERH BSREAY L THETS = L3
BE LT &,

T RREBEHE1OI ZAINCEST2ERARD S LHERMNRICEY TS L0200



T FREREW D OF RRRBROHBRBEI BT 28R L VN Rt 2 1 md
AL EDBMELINDFEENRBHB I L,

4 REBmIR3IT(5)ZFOMOERHLICSVTIEJRAIE L THERRBORBRREIC
B9 H5ERORTEE L2 BEMZOFmO 26 FAC—EOEERREIZ >N T
VELINABBERHDH L,

O HERBABICH-TIT R TETHA26 BEME 1 3 3FERBEERREEE Z228E
BA BN FERALOFERARESZET WAV TIZSR L THERAEOMEHK
BECET2REEEHEE (B) 21EkL. BfT22 L,

2 1m(2) ~ (5) BEONAEICT, RBEERER. RBEHEYEECA, REBEBEAA,

HBREGE2LIRE Li2dnideblzny,

w2 HBROEHS
REBHEOE 20 3 ITAET HRBROBE-LTHRVTAK 2 D &RV LT 5,728 ,50
OS2 R L SERRILCESW O THIUE. LT LE T L DEHEIIRENSEF
ERETFTALEIRD, 5B MBS U INSOEHEORE L XIIH - e ihietsE
DOFIEEIT I,

#3  EERARICETDRMAELZEORB

1 HEFRAROMEZEEOENLER L TITH>HSITBW T UTD (1) RT(2) i2Bif 3
PTG SNABAITIR, UBEEOED /N —T BT ERBEE AT L0, D
B DET I —HoE N URHERTROERBHFLIT H>BIZMOEK BN ER LR
EB2RWa I ERTEBLDET B,

(DIFEPAFE 7 N — T OEERE N LFZERB U OBREBER LB O—(SZEH
OABHLE 72 o - BRI S8 ) 2RI TE 5 2 L RUFOREEEE OBITIZ O & Y3%#EaL
BUSN OB DB NSRRI TN D L2 FONFILEDRIN S EFH THRE SN T
WhHIk,

(2) ABHIBIZEL, (1) KHET A RHFOZLIMEH S NS Z L,

2 HFEEEIN—TOEEOENLFRER IR ITEFRAEORRBHLIT O HE ORI ER
EHRBEEMMER LR HIER LRV HENEORVIZ SN T AERBEONE B D
F—H#OBREIJSCHW SN2 LOTH Y HTEROBREZ L I@ICEEr &2 — L HHRR
Enfonz b,

3 HERARIN—TO—EOENLFNEIRIFERARLOEBHELITORPSTIBET
b, YUMkBEELZIRERANORNG1 O (ERAEOEEELE] Ooxf L3,

P4 ARPHEBORLREE
DHEEZOZMOTHTIE L JICEDILODM KRICLBZZ L ET D,
=l :

R, BFEERITS (B3 6FERE 1L 1 ) RELIZBWVWTED LR TNSHDT,
TS TR T A2 LR SAENOEEHARICOVWTIERTHE1 1 A1 BE
¥%1008SELEREEY ERALO-BHOEFENREICO>VT] (UITIEHEFEL100
8EBEI] £\ D) ORIRICESEHMW TS L, £z, BAMBOBREIIE 2HEND
W LRI T s b,

2 AT
(1) —MRE9£FFT. BERE1 00 SEBHOINRIESETHTIZ L, £ BETH K



K& F23 72 T20MmoOC ), TOODOMERL]. TMUZAE I AR WO BT Y+ 55

S I LORAZREINEE TEY S IN24 245 2 &,

(MR AZERAROMRESICRELY 52 RBEE LOGELRETHIBRNN 2V

DTHY, O EFEAEL LTORMIZESLOTHALZ &,

3 TR, RE R OST AR

EROBRIIZII HBEBREN DL R L0 THANERHRIZIE LD YHERERE O
BUTRET DL, WRIZER, #ER USHEIZ W T BARA), 2o, SMIZ 0 5 m g
H5,

B JERPRUTHEROEFEARIC DWW THERE LTEFORR 2@ T 52 L,
4 JFEREOERR Ay B OV B

R BE R CHERICBS W TER LINE & OXISEHE BB & 7222 L 5 IRk RSy
ROV EZ EREICESE L. ZOHRBEHLMNITE &,

b MBI OB T 2 SRR ORI LTI ORI L A RO AR A Z
L. BEREMEHRBOBRERTT Y 2 &, iz, R =28 0BEFIE, VAV AZORE
ZIZELTHRET A Z &,

5 MEE, FH BH. ZIREITIZNEAR
HEES B OMERE, A B, PEEEEICE L, BUlicitfT 52 &,
6  BRMEFEIIEERFEM

BEFEXIIMEAFEZIEL B> T MBS URBET LEICLY S d BT 5
ZEABRHMSTHERCEBELTETRE L S A THERTRERRCH- UL FOEEDT
WEHE, BRELRE (ER, YR%E2E51,) ¥EHTLZ L,

7 REEHER

HEENA T TR (FEIRASL)ICOVWT REIRLED. 72 —F v — MEIZ
L OB HYLISERTAZ LB BT I v/ AREERERHIC L » TR O
E SRR DMBICH > TITEM 28GR v D IEOMBGER N & kB 5k
ORI H » TIRFEC TR Z STl LB S0 RS AR RS L H > TIHEESED
MBEMIE HEERRAEOHE TEMICKELREELEZ 2 TRIZ DV TIHEEMRICED
SUORBEITO 2 &, ER HAROEETH- THLREBRIZEH&#THZ &,

BE L CTHESRAEFRHEIID > TLER1 0FE3 A3 1 AEEEE 3 4 7 FEETH
MR (REERALONE @A) RRHFICBITIBEICET 2RI 2VT (B
TIER1O0FE3IAI 1 AEREFEILTHFEM EVI)DROC1IOBELTHTHZ &,

8  IFEFIEITE AR

BEOHBFECLLRTEZOREEHET S 2 L SEEETH 20 TR
DETZ2 &7 LEYYRE2ED 3 HERH ARMIT OV TEET 5 Z LA EIZ DT,
BT E—EOEGO TR LT ZE SEENSEZ DERIC L oL ie s
L O RBRIZONTIX, 2O E, £HEFRRTLZ L,

9 R URERTIEM

BB G OMRER ORI 2 WEE (IR DENE ST, ) LFER, A FRRE,
FOMMBERREBRROEOSRBEOHEIZAWSRBAELIEHT I L,

FRICE L T ARERATOE 20D 3ICESEED SNREH-CRER VR NER 9F 1 2
B2 BEREES S S SEEFHBER BN ERALORMEE N ATRFERTIZBIT AR
BRUORBRFEIMOBREIZLSDWTIEL2BEBILERBERYRET D &,

¥ BEEHLTHTENZERBECH > TIT. ERK1O0EIAI1AEEFFE3I 4751
HOFTD 2 OEHEEZTHTHZ &,



10 {HEH

(DREEMNELICED 7 7 ANEYTEHT D L,

Q) UBEHFAROAEEELFEAE L CRMHTHZ L,

(3) TEFRMT) XX TREMT] OWFnhi2 4P R8s L,

WHFREMEEZSHE L BEERNNE2D=0 2 0GB R L THIETHES 0T (58
[Eafth) LEtd#d D o k.

G)EFE 1E3A 1 2AEE2HEISEEEF BE. ETFE_HE AVUNHEEL B
HMIERAN SRR E L R4S bR %y MUBZOER VIO T /DX v MU ITE
FEE10A 1 BEFHEE 2EFERLEE. EFUERRERE. R2BEEL BMIK
FEROEELEEARERE RERESEDO—H 2K EST B3 IEROREITIC OV T D
BEEENRGBEPHETAESIIIFOE S £ LERERIC LV EROFENRHET S
BEICIEZOE R ORHFEEL ETHT D - L,

OFEFEF1IAFECH(FE 1 9FO2FA4HEREVE 2 SEIBWTHERTIHREYEE,)
WCESCARFTE-HETARPEICH - TR EFRH L UEFRNEOBAERHNE 4 s
ROBRIZIVEETHI &,

() PR HETERORTLZLELTABEII. TORBLIRT L L,

B FTHESRLTEMENRAZTHTIZ L,

OFR10FE10A20FEEFEES 1 2 5 EATHBERBN ERARLOAREFESD
EREOHAIZ OV TNIE 3 ARBPHEESOFERICRIER P HETRT L EEED
FBAURAZLETH I L,

(1)1 298 1 BRES 4 5-RERF IS SRFEHFEBRARE RRBEREER
HMIERARLIRLIREEAFEEORNFES IOV TICESE BREAFTEEES
EERMATAEEICIL HERMONGER L L BEEOERIC 28, BIAICE 1 ERAT
HT L,

RE AEBEZORMI TEENREER 2 5L T 558 EREAREZEORKREBER D
AR X RO AEFE LI L MIBICED 280G RREREB EHELEDE LD THY
FORBAFTICOVWTHRBEEOHNE L LTHDELO T,

#5 BEAGHOREFE
1 BREESNEIO (1) 10 (4) THYET5 L0 b TREERRBORILERD 55
ERHBDTEDBEEOEROREIFAIL LTUTOBEETEL DD &,
- E R (Bl ER)
- BREE (5)
- IR CE (F)
- FEWTESE (G C PROEEE . £FB%RICHELIRNE (5) %)
A1 14E1 A 2 8 AEESES 8 5 SR ETHE AN FERN AARBEBRTEEHE
BRROFS| F 2OV T RO KB NESRTEE O [EEHE
RAEE R
- IR (REBAEIR 3 ITHET 558
CZOMBE L D EE
2 EEMREMIT UTOSICEET B L,
(DEMR URBFIEICIET 5 BESIC 517 5 55 AMENRERICET 5 RSB 2
S EES AR ST S TEE T LA THRRRIT 5 2 &,
QERFREBRORBEMBICET 5 E8 & L TR SN BROBIERE BT HRITED S



LisRER B E R VEFIREABO RAZRMNT 5 2 L 2 OMOFHFRIFIZ 20T,
BEEPRADLEIRVR EEERINOEF R L B ICITESHICRETES L)
LT L,

() EOMBE L2 5ERE LT BREARERAROWREN ERAFEOLTEIMLS B
DHBEIIABHFOER (FEFOE L, ARHOREREE . BEEE. BR4ER—%X
%) T LI,

6 Foff

1 ARFE-HEEAEBRFEFICR RSB YR FALH IR ARBE LT HRREL
ﬁ&d@ﬁb%1%%ﬁ#5_&

2 Eﬁ%ﬁ@%ﬁﬂﬁﬁk@ﬂ‘$% WI=h FHERE & L THRETRENEREHO—HE
HARBETRENIONWTLFOEFIZL D YFERE ORISR RO DINENIZ2ER
=y ol _#l%ﬁb’cﬁi&bémé LOTHD,FDOEZFICHOWTIHER12FE3A3 1 HEESE
#5499 5EEEHBERAMERAEORE (@A) ARFHEO—HE LT AR PFESORH
WWZDWT D ERBY THLIDTEEE SNV,

BT BHOWESE

1 RICEIT D EHEREILT S,

BEf6 0OFE6H29HEE2E 1555
EEAEoRlE @A) RRBEFEORBNIZ20T]

TEHT7THE6A27THEMHLIOOF
[EHH B ORGE UTEA QR EF IR LR T R & R oRE VI 20T
VR 104 3H3 1 HEKEE355 %

[EFEAED 7 7 ASERCESHLORE X IMAOARREICE LTI 2B oRE
UWVEIZ DU T

2 $ﬂ10¢12ﬂ11ﬁ@%%%117%ﬂﬁ%ﬁ#ﬁmt/h%®§Lﬁwoﬁ $

WELTOEEER I OWTIH RO TIEHRT7TEG A2 7 HEEE 1 0 0 BERHER

%&ﬁﬁmgﬁﬁﬁ@ﬁLRﬂﬁl@ﬁﬁ$naﬁbﬁﬁT“%gﬁmﬁﬁ“%LOWTJ
WEDZE, 2 TERLIFETHOREEFEE 104 35 TERRAEBOARFFICELEER
FTREFEIZOWTIIZEDHZ L, IZED B,

3 Wkl 1% 1H28REXRESS 5 SHERAEAKERFENMEMEEEROFS X
owTJ¢\UDZT$ﬁ7$6H27E%%%100FE%% SRR EREN TBERAR
ORETEAOEBRFICE LB T REEHORBENFIZOW TP 1 0383 1
A —8 s E2Ete,) OMFEL 2 ER11E7TAIBEERES 2 7T FERLTLRAE
BE TERAEOERBREFICHONVT] ORIFS ] ICEH 5,



=
gﬂ,{l
2

A AR

L] il

— AR 2a R

FRiEE 4

RREEAH T

R H

Wt ' 8 0o R FE

B L-&8
(OEN)

. ERIRE R ROBRRE
UHHENC BT DR
BIZ@Y LA

1
2

CERXIEE R ORE
SHEIZ BT HERRI
3.

FE, SR oENERAE L
D HLEHR TS

4 BEAGEERME : OR—%

o, HEELFERIMEE IO 1. HEN, (LFOME R UHES - FE
IR URBTESIC 2 R R CRBFTIEDORE DRI
B4 A&k 3. B R OREBR TR BT 5 FAME

N REWICET A EE 1. 2EM

—. BRMWET2K., % 1. RAHA. RAWVEMRR, aEiE
BoZe e, HORRIZ R HAR MEETRBREEINEZ LM
HEEMF DMOR 2 (FDfth3ER)

(BT A EE 2. HEREMERER. REMEBER, IR

BB, MALULHER, SEEsFEER
bk, EAMEERR, EEEERAR,
FEGEME R, EERR, WREE
PERER, BIEEMERR, O AMERR
SEMFHRENE (T OMORER)

JRERE TR NCET R

B, EA~VEESRER, MRBEICET
HRBERFRIIT AEEME(FD
i DEAER)

. THAERER, MEAER, MEARSHRE

HERSHME T2 (£ O ORER)

D

. MEREICE A

hREE BT H3EER
AERGTEEBEMAT SRR
ANERE R BT DR

R ORI
CERS

o =lW N =D

[RRRBRORBREARCET &R
HERAROERAREECET5H

EEREHEE ()

£ Ofth

H) (= BEHRSME AYMFRRSNE BERICET 2R EoMoRSEICIET 5 &R
WHOWTIZ IR L-RBREOZ N T 28B4 2O THTr 2 LY TIRREA B L2VE
Eix. (FDfoRER) | ZCHTHILZ &,



pilll it

7 7 ANNLCEE T SERMED 5 b R & UTERKRRO
REAAR R T S ERORE P LELERH RO

UTRT2 L0 ThHho T HERAEICEYTA LD

L
2.

3.
4,
5.

W IERE S

RGBT - (RIEM (TRUI3FE1 A 23 BEERERFE 49 SHETTEFEE BN [RHEHE - &
B OFRGEHFRITHR D TR VIOV T BHR)

WA T L A

SRR EEA

ALHEES ATERUCEERGD > B U TIZHITFS5 L0

BT I AR (ERI12FEIA 8 AEEFE 260 T HEEETHRBERBN BEA 771

B ORRPFIHRIBER NI OWT] {BUF TEHEFEFEL26 B@H) L09H,) B8

ERBEEEL M LSS5 BN THERELELR LI b0

- ERE

- B FRIEA R

R R R BV 0 (EEEELE SBHSHR)
cFHEAL B

6. MEMERMMS (ALHR. ATRE. ALFE, ALFHR)

10.
11.

12.
13.
14.
15.
16.
17.
18.
19.
20.
21.

WEAA 7T MM OEROEI A3 1 BEEE L O S EREREREFRHMENL X
R USRS R ORGE U A OB R HIZEE LR T~ S BRSO AT 2886
ZORF I OWT ) BH)

TERBHEAR

. ATIED S B UTIZ/TH LD

ca—F v (BSFy, aS—F LB RELELD

HRYUF R 7AF T F L (PTFE)BRYEIRI = FLLFL7#L—M(PET)H

DEDTHTENR 4 m 2BLDLOLAND LD
MBS TEAT B A A
AT RO PUTIZ/IT260

-BRICEBT LD
ERREREOC BN THIRICEE TS L0
RIEBIZERHMEETSLO

KB TEBICEE TS LO

e

e 28

Rk

HORH MR 3 & R R

B R SR
BESPE S R

~U Y AR Ay L—F R
R L — AR

oA 7 ANA St I TR
A P I T



22. ARG A IHREE

23, EAAEREEOEREE(ERSFE 10 2 8 AEEE 4 1 8 SEFRBIFRREE M
RSB A A PEE O AR PR IR L BRRBEORB W IZ oW T 12 R)

24, EERESEHRERE

25. RINMHRES 7 ) v 7T 7 LA

26. L—VFHEERVCL—F 277 L—% (E3F8 A 6 HFEEEHER S 1 — 7 [EHFH
BB ERER L — - FREBORET — & OEMRERIZOWTI B

27. R FrEE

28. RNV A(ER9FE I A3 1 HEHRE S 9 FEFERRERRBAIRN L - AR UEH
BRI ORGE T A OFGE B FFIZEE LT~ & BRSO AR BT 2 B BRSO/
FUMZ DT BER)

20, aHF 7 ML AX(ERIFE3A 3 1 HEME S 8 SEREHREREERHM 277 |
Ly AOEGE A OAGE R FHICE L T~ BARRORBHE I BT 5 EEEOR
TNz T ] ZH)

30. FEAARERLFEARZO D L EBROLO

31. BEHEMEHTERLOFE3 A3 1 FEEES 9 FERMIBHERERAIRN L X R UM
BATEORLE T A DA RFEIE VIR R & R RBRARIC AT 2 BRI ORI
2V B8)

32. BHIKEZTERWM

33, FOMOEERECH- T LTIZBITF LD
HEEME R R W T a—T BT T
T T =g AT —F NV AT A
TT VI NI—AT =T N AT b
R BRE LT —F
- fmefEERT 4 HF —

- BieWEWRERIT—T N
- o R RS AR RS AR
- [REBEY
- N TREFER
- NITEIH
AR SRA R ST AUERT R 2 2 A TTHSR Y
-RIERER7 77 b
- ANITHE
HEFRAHMBREE BT A RBEARNSA FTAAT—T I
- RENERE
- BESURIEE
- MEABENSEEE (e—"7%25T.)

» FEHRE A 2R
T ITF ey AR
cHHR LIENES
- Bk
- B TLERERR
cH = k

cAE—V R



IR 2
HEEDOIESE

[BEHIEE 4 2 1)

WEFn3 6 HEEAEEREA 14557y 7 2fllar F—hHE)

B4 S FEAEERE 2 9 8 5T AT &R
(BBF14 541 08 6 HERE 8 6 3 B A TMFEES O FER OEM A A Y MiERIER
BEEEO MW DWW TR UCERTELIR 1 7 AEEE3 73 A LMEEEDO K
EiZ-2nWT ) &)

B4 S EFEAEETFE2 9 9 5 ERAEERZEHE)
(BBfi4 551 0H 6 HERES 6 3 5 ALMEHESOHIE K ORI A A Y MLEEFR
BEEEDO—EWIEIT 2T ) )

YR 1 3EEAFEESRES 498\ AMIER T ¥ 7 b L R

(B4 541 0 A 6 HERFE S 6 3 B8 ALMFEBEEOHERVELCAA Y MREER
EHESO—HHEIZSNT] BR)

FBfM5 b ERERETEL 95 B I AF Y/ MM ERRE SRS v AEHE)

TRt 1 SEEAFBEETE2 6 4 5[ A TR EERETE)

Ftgsi)

BEfn4 948 H14HEEF12885

[F B NBHTEER B OfE R OB BT

FEf5 86 H2 0 HERE4 945

ENREATEREBARRELEICSONT)

BfI5 8FE6H 20 HEKFE4015

DEHAATBIREERORGE (A AFBPHFICEL TOEEFEEREIZONT)

BEfM6 0OFES A1 0RHHEE4895

THRPY Lo RFRGREHEIZ DNV T

BEfn6 1E12H1 1BEE1FE6 25

FR# % DN A TG A ERL IR 2 R BRI OV S AR R OFF A B Z OBV Iz 20
T

TR 3EI A2 S HERER - FEEHEE (91 —1)

MERER IR C TIEB ORR BB IR S BERBORH M2V

FRE3ESH 6 HEHER - FEFEHERK (91 —-7)

[—H— FHFEE OIRBR T — & OEATHRERIC DWW T

VR AFE4 A1 A BFEBER - EEEBERK (92— 8)
MTRRAEEDE | %2R 2 8UEHAEM OB WIZ VT

TR 4F7TH I HERES 155

ERHAEOHRKRREBROZERICT 5 EHEIT O T

TR 4F7H 1 BEEME1 525
EEAROBRRBOERZET 2 ERERBRRPREICIRMT L8201\
TR T7THE3A30RFHER FEEFEK (95—-1)

(% 1 2ERAREFFE 2 BMOHEIC L5 —BHBH T EERBEOLREICES BERAE
BT D IEHIEE 4 2 RiICE-S < REEDOBIRWIZ VT

743 H 30 A EHEMG  FEEEEMSE (95— 2)

(81 2 %EAAERT—RBREPEHRBIEOREILF 5 ER A R RS (A) &8



LEOHREANI DN T

YR 7THE6A 2 7THEMEI IR

EHREARORLE (A ARPFFICLEREMFENREBON A T A4 1020
THL7THEOHA 1 9HEMEE1985

MeEREX EEM EORE Iz 2V T

T 7TE10A230¥EME2465
MESALBFERSER SN AFEAEEHBEOBHR\ I T)
FRRT7HELI2A20HEEESI 275

MEH#H R OERESICEER E LTAWD Y a— VMo ERIZ OV T

YR S8E1I0HA28HEME418%

[ ETRI AE T AR ORGSR A BEERB OBIR DWW T
FERR8ELI0H28HEME4195

(R ORLE @A) ARBPFICNELRDEMN (LEHOECAERFENRBEON A KT 4
22Uy

FRL84E1 08 2 8 HEHER

[ERAEEE RSB ORE LIz o T)

TREOGFEIA3 1 AEEEA4795

M E-CERE S - ZFEAROBKRERT — & OBdRWIZ oW

TR 9FE3IH3 1 BEMES S S

T &0 b L XOBE T A OEGEH IR LI < & KRB OBRBRMAEICRET 5
BEEEOTEWIZONT ]

FREOFEIA3 1 HEMES 95

ERPS L > A R OV R 0 B8 S A OFGR B B LR R & EEERBR OBBRGRIC
B9 5 EREOTIR IOV T

FREOFE3A3 1 BEEEE6 05

B3 F B 0D HOSHHAR B o0 B AR B SR (E ARSI Z B4 5 Bl DU T

k1 0FE3H3 1 HEEEHE3IS 1 &

[FEERIME T ML 2B D ERER AR O B T2V T

TH1 0121 1BEEREE10795

RSB v RSOV T

%1 1E3H30HEERFE3I 99

ML v = Lt IE BRI 2 » b BRSOV T

k1 143831 AEKER6 455

(V7 havd 2 by ARV 7 hard s b AREEHORGE (8 A) ARRFICE
LI REGEEOREEIZ SN T )

Yrk1 1412828 HEXERE 14395

T AT B B OV Tt A i e S B 12D\ T

FrE1 SETHASOBREEREES I 75

[N TR R DB EZEIZ DT

ERE1 3% 7TH3ORERERE1157T5

[N TR 2SR B E DO B &0 S B (@A) ABHFORFEWITONTY

TRt 1 3E10ASHEERFEL109 75
MRAMTAa 27 L AEEOHRTEEIZ-OWT ]

TR 13E10HHERERE1396 5

MRAMER = Z 7 Lo REEORESICHE S BE EA) ABBRFEORIF I OWT]



IR 0216003 &
TERE 17H 2 A 16 H
EHEFEEEEES (B) E B

BEA s BAEEERLE
FETAREEERETTHEER

= PRk Es ORGEIR FEAGEH R BRI BRI E R OFEF iz T

FIERHARORE (BA) ABRPHCY > TIRHETREEHEL LT, FRILELR 28
AfEEESE 8 FEAXEEZLRFETTEMREEN FEEHELERZRESIRL G
FHEROFF &) 1L 0, BAERZERICE &k NEEHEE ) O/ER % FFEHICBEY
LTWAEZATHD, £/, ER14FE 2 B 1 BAEERERE 0201099 ZE4HEEER
RESEHREBRNEERROAREEB T AV~ — T 7= IV F¥ 2 A - (STED)
OFITHZIT AN SN T IC LY, BESIEICE 2 T, ERESANERESLESHICE
WTRET STV D STED DFITHISIT AN Z T CE T 2 AThH 5,

Sk, THOORBEME 2| HEER UM KR UM &H o8 A EREHEO — 82 80E+
B (ERR 14 HEHSE 96 5) (C L AHIEROIEFE (B0 35 FHEES 146 5, LLT 1)
EVH,) KRTAERBEBEOMEEEAREFEECENVT, SO UO—BHAAFRILICE
WEED ZORE~OBEESHERRBT O LICLVEREFEELITO & LIZERBERICKRD
FEELAN O RS E AR BB W T, Y HF IR T 2B OMEDERZRD S L &
Hic, FOBEHEES STED 2> TERTAZ L4 RDDIZEEL, TDOEROFIET
HD [EFSBAREPHFEERTERMEERO T &) 2RO LBIERLZOT, #@T
MOH x, BETEERER L. B EEERE -,

B, REMOT LEBSITEUEAEEREFRFEOBBEER, A AEREGEHEAE
AESLSE, FHXERISBETERES - WD/ RESEZERERURMNE VR A HSW
BLEFHEREESARICEMTA I E L LTS,

F1. BATERRECEANS 27

AT ERMEE L, JERFTEAREE L ERBROSEBIZOVT, HFEEICRMA LZR
BERCRFELELDDLOTH Y FRERITE T 5 HFEENOF X 7RI &
OB OFN ., WH, AR OETSMICET 2 BRI OWT, BK ORI L H
HEMOTE LD AL, P OHRICENTIOTH D, 20X ) ITERE KR
B, FEICHIFHEEICL T, FHRERESOSERLINE T HICS LV BOTH
BRERL2DLOTHD,

Elo, SHEEEOEA L LTERY ARl STED X, EfR#SEAHEERESE2E

1



(Global Harmonization Task Force : GHTF) \ZBW T, [ERMEELRIE - KT+ AE,

UxEFBSEOME, Aot BEEEZRIET2-DICEFOFFT 2 cErETcE
EHTELDOTHY, RBEFBEOFRIIMDPLL T INEFETAILENTVWALDOTHS,

ZOERDO TR X3, BEMEOTDEAN, BHNBEOEMELEZXLLOTHY, i
IV, BRI L - TITEBIEEREBEOSB o L2y, —F, FE T HHMEIC
Lo TITERMEOTHMNEOCEE X BT, FEOREBE SRS L &bz, HiEloE#R
BEMOHBOLEL LR VFMOBEICLEET I LD EEZ LN S,

B, AEOEROFES IR/ TOEBEOERBESRLEEL TERLZbO TR, &
BRHBCHL S THRMADRROONIBEEMEZHEBL TERLEZ VO THI DT, E@RIOE
TSI BT 2EMIEDCHERIZY 2o Tk, ZOERO TS| & 28 E L L, YLEHER
WA EHEHEDIEBIC W TE R B E A ER T 2 Z & SV ETH D,

Eio, FKEHONRERSHEEE, b ERME - SN TERRSEOLERPEEMHEOM
RICET SR8 (CFRR 124212 A 26 AFTERES 1314 SEXRTLREEMN) a8

BT ERFELET O ERERERUEREECEEST 200 L LTHET S ERHES
CHROHBERS DD THDZ &,

F2. —RNEEHEH

1. AEORZXIAATERK A4 L L, FHR, WEARME T3 L,

2. REABTOHRIT, UTIZRTIEFIC#-~TEEDDI DL L, REOHEAE 1 D
EBYETBHI L,
¥, PR, ER 1T H 2 H 16 BTEARE 0216002 SEEARFEED ERE
e DBUEIRFCARHFICONT] BIR 1 OBREHEHAMRBEL TV, BFELZE
FREBOREIIN T, HEFIIBRMTREER LS ZBHOBERIZOWTERTAZ
L,

3. HIBL T, BSIES2KORREZERTHZ L.

4. REOWIZ, P2 O LD BEOBMELSRHE T2 & & bic, A - TIEPHET
EBHH T —HEEXIIER LT —HRBERATEZ L, B TEEESEO B R
BT DL,

5. XeHtRat (design verification) M UNZYM#EE (designvalidation) DEMIZE
T, B ZeicfllE LTET T oRER T, YK RIARSFELEL
TOELORURFEOEZLE (1 ~2 HEE) ZEBT52 L, THRE) KT, 4
KR IHB L ICF0RBR AL, ABREROBELTDRL., SLICLERBREET
HTrZE, ZOBEE, RXEREZTELRETAWEZ L,

6. EHIZH - T, BRHIE S HFEBREPFEENOB LW LR & % B IC X5
L. ELICERHCE S b DL, BMTER L SEBES L ORNEZHARKICTH Z L,

7. RCENC Yo, EEBIEONE L RIRMER & OBEEZH LML, IRMTE RO
BEATCBREOHEICEETEDILIICTIRTH I L,

IO, BEESEFEICHEL, ALIIRMMEHOEERZVES, SIBRSEYE
HT a2z ENEE LY,



8. BEEOTLETITEXLETET, BRI _EEFHOLKRERZWATL T PO ELET
LHZk,

9, EAFBEORE UIARELE, VA R4 S0 0H00, TICESWTERL
TRENENERATEL, TRHEMELTWAEAIZE. FOROERCHEAN N ZY
PEIZOWTHET A &, £, AARTERE (JIS), HEEAELHEE (1S0) RUE
BESERESE (IR0 ZORBIZSPVTLRBOREWETIZ L,

10, BB —E#iX, BEHIEORBMOETIZIBEH TS &,

11, LEEofl, WORICEETDZ L,

(1) TEBEITRELEZAV, FRERA K EHFEEIZTL L, 20K, RAH
Lits. EE50fHTHicbB(ETHI L,

(2) BFEARLTVWREZOLO (12 KA Y MRE) 2HEAL. W+ A2HEH%EIC
Wi, HE, Ty s EEERRVWD L,

(3) W@ THIT. MEHEITY 2 &,

(4) HVRARTRHCLERIBRIZRVERT L &,

(6) WIFEHEE DM TS THMEEZHET S Z &,

(6) WYIZWAEZEMTLIZ L, REHROBEGCREE TS Z k. EMEOKHE
ERTAHZENEE LY,

(M) EROZA MV, TOREDPHBECHBTELSLIICTEHI L,

(8) HMERXFENOLTOEEFIHTIHEG, REOCERESRUCERRZZRE#HTIZ
&

(9) HFEHEENLZOZESIAETERT IHEICE. TORERRTH L,

(10) ERIEOMOES 23 HATHERICR, TOMTE2HABICTIZ L,

(1) X@BEFHLTCRELEEA. FOHOTHXEIER2ORRBICFIHAXMRA & E &
HCERHETHI L,

(12) HHMITOBREZTTHAIE, ST FEEWRL, Yo7 tha X FHE, %
EREZZEOEANLRRHERUCRTERIE, pHSOREMEZEHTIELE, £
o, RECIRUTHMEEEE L bICKB#EE LRI Z L, BITRERZERTE D
BRETEATETHEHANDZ &,

(13) REZ{T-o-2HAEI. REFEZTRL, BERBGICIBURTE S TREKELE
AT BHERALOORRIIE. AL MA AR EEYRLEL LD L,

(14) #HYEIZSLEIZISCTRET L &,



RS
B S tdt e AR 3R R B IR MR BB D F 5 | &

1. ShHOBE

1. 1 dBOWME

A2 DFRRIC KD BB OBMBELLEEMT DL L i, A8 - NEFHRETEDIANT—F
HEXITERAR0 7 —HRMERNT5 2 &,

1. 2 ERXIEEROBHELUREEORME

(1) Tvo, E2T, iR, WrRDIBBOL LICAB LN, AEOEX >N LR
b THL, FOERZIOWHI BRI TEHMBARL, ZOL5ICHREL., 250
SHONRTE, FLTHERMBMIZIIZ O WY T =ML 80ME, Z280 R
A, ZTOESCEFARLDOTH D) LWHIEFATHATEIZZ L,

(2) HiEE GREFERFHOME, REIFERICHETILHEOER, RFBEROFE. R

FTOMEE, RUMOMR., FEBRIZEBITIARHOERE) BT, Witk EiE
DTELDTHLON, BRICEHHATLIZ L,
ZOWE, FROMG Lo LERBEROLE, WA, S8EE, 228, EXIIH
ROMERE, ERMESFEEFMT 2 ECYUEELDZTXTOERBICOWTERT DI &,
Fio, HEBEBRCIBOCHEIC 2o L RUHEAEE LEZHEICE. 2ONE -
BH &S OZEHAEICOWTEBAT LI &,

(3)  FERRIRAER R UNERIR B % B as L 72 e QNS HRRR R R BR » D BRERRBRIZBIT L I
PR Z SR T D 2 &, Ee, BROERBBRIIBTII2BEOHD T L ERDEE
Wi, HESRUFOREEERAT L L,

(4) FARERICEBOTHEIC -l L RUHBEEE LAFEIZIE, 2ONE - Bk
EXRIEOFYUMIIZOWTHAT A Z & (F  HEALEOMER BaeRREBEE, LB
R EBELL BRIER),

(5) WREBREAVRUMERICBITIERBRIIOVTRBR T TOER A 2EREX
WAL LR OBERRERE T I L,

(6) HRIBAROBAITIE, EEHPHR (BN - SEHt, KRPHBE, FE5E) %
EERT B Z &, ek, EESHIZOWTIEG) OFBORERTICANTHLE L AR
VY,

(7) HEEFESLEE RERFR—THX, cx ¥, B, EHENE
ORZDEFRBBEZHEB L THIHEEICE, 20BKREATTE2 L,

1. 3 SEIBITSERRT

(1) SETORA R UERRIFCOWT, B ERAERE LR HHEO

4




EH4, k4 (REE), RER, ERHEWRER, FHOMEM#EE. FHE, X
R, ERFEZCELT, CEARETEHOEREZEMICERE LTRHEHTD
k., BB, BERVHETO L EFLRRICRERT I L,

2y AEOERICENTINE TIZRE I TWARESORERMIZONWT, RES
O, BRERESOEB  —BERE L TRERTEIZ &,

(3 BWAXETERINTWRWESIE, 20oEA*T&TsZ L.

(4) FEICYT--oTiE, LTREFEALHALMTTDZ L,

(5) WAERMEERZCO»S Q) ETORRFECERTDOH~HAITIE. BER
HET52 &, B, FETOIXBEE TR XEARBIDOEREDSH 7o HE ., £aODfE
B ERET 5 EREPRIMICKENLBZ OGN AEELFT LG ORABEICLEDN
o T BT OV TR, ﬂjﬁﬁ%AE%%Eﬁwﬁﬁﬁﬁﬁwﬁﬁ%ﬁ%’T&%

WXFHICLVHET DI L, TOMOFRESORERRIT OV TL, YxELEEE
RWET T ABICIE. FOMEEFBFBRCEET TS L,

(6) BEWC BLERFATARE L TV DME T—HELFERFZITH>HSE. BRICHIT E

AR, TREOBARN L FRICELH®T D 2 &,

2. EAEHFEARER~OBESMH

2.

1. BREAK &

(D) BB N B IACESEEEFBRENED DIEBBHROLE LIT TEFREMH)
EWV9,) ~OBEEEERTEOICHC R EE, HE, £5, BRESREL
&EBITRET B

. 2 EFRERRUEA MR

(1) EAEFOHEBZEFOBESEEHATLI L, BEREFCHEGTIZLEBNATE

tbLﬂﬁ?é%ﬁﬁﬁ%ﬁb<ﬂﬁﬁﬁ%kowfi 4“%@&&0 L4 MR
LHEOEE, 6 ) A7 FORBR, TREIZETAEHSCERINDILOTHDHE,
E$¥#®%ﬁﬁf&h%@ﬁ%@%?ﬁb<ﬁﬁﬁﬁ%# PR SR TV AR
Tk,
BB, BAEE~OEEHEZHATLIBERN LA R R EOZSELHH TS
LEBITFOBEOMABPT L2 &, FOMBE LT AHKE, KSR LVEER
BABHEA~DOBEELERT L7-DIT O RBRAFEEZHHT I L L b, Rl
FoTHLNDIRBHERIC LV EREH~OEEMRIEH CTCELZLEHRATLZ
&,

3. HECETAEH

3.

1 —EH

(1) BEROBERL-EFRLEOEMIZ T, AEPFEZINE ([(EFAEM. 28EIT%

5




F KRB LA L ESMER RN LTS

(2) WAL 2HBELEBRCAESRNEAET CIZES - %muowT\%ﬁigﬁ
hOELEDTLEARTIIG Y TRl T 2,

(3) WEROKE L AT OMBEO R A, ABHEREFOIHR R, #ERUVE
B WM slsiEt s,

(4) ER&EXSHEICH - Tid, BERBZ O BRORE L, ATRHFEEONEK ¥
W, WELCIHEBE ] W@ 68Ed 5,

(5) MABDOHEFIEIZ 2T, RABHFEED TBEFEIEMFIE] Mo il
Do

(6) HEHFFIL P LR, ARPHEOCLHMICTR L 2 — BTN TS
LEERMHT S &,

3. 2 JFEeE

AGRHRGRFICREE L T D TEMESGIERGT S Mo E 2R 5,

3. 3 SiETE

(1) AGEHBEHLRO [ E AR WICERE Lo gas o2 L#lT 5,

(2) EAELL FOMOSEEEEZBEL. RELRE MR TYZBEFLE ORI,
BEMLR VR ELHERTLZOICLEN > TS THLZLZWRATHZ L, ERAD
BUIRBEEERATLOIHREILH - T, THEEATS Z LOREMRYEIZON
Th_BZ &,

Fio, BHERIZBIT SRS - i moKEICHEL L, € L-ABRER THE
Mo+ THD LR LR EHFETRBTZ &,
(3) HUERBHR CTHEREARERIAHEFRELLWEGS. £OEE BN
T+ 5Z &,

3. 4 FrERFERCHEDHIRE

(1) ARFHFFUCBOTHBFELCHDSMEZTRH LB, RKBRPFFED T
EXRIADHIRE) MR L-FHESEIC, £OITRFIERUCADMEO 5%
BUATLI L,

3. 5 HERKR L O

(1) AHuhik, Zitt, WHOBEEIC VT, EiE - FENS, BESICHEEOBEARE
PEIEEE & LB 21TV, TOMEBELREZPLICTER T D Z L, B, ER LOFREIZ2
WTHEEL TR T D &,

(2) HPOBRFEFRESREORBICOWTE, EREMN, &AL ERFESENOA
THEULTWRLDEBIR L, b oWTTESFEITRFORMIEREZ B,
XA TR, R4, AREHEAR, EAEN, BEXEHE, LEIDET, #iE -
FRER, JRArkr, dh LRk, ERFEIBRESEFICOVWT—RRL2FERT I L,

6



W 2B, YHESESROBMEIIS U CEVRER BRI L, -
B, FHE, BRI OV TR T 2HEOBRE +SEET L L,
Rk, BB E LEEROHBERRET 52 L,

(3) @QD—EROERICE > TiL, UTOBREICEET AL,

D ECE RS EEOSEICE, AR - FiE - BHEAROH LWL L O LIFICTEH#
TAHZLE,

2) BHE - BEOKT LTV AL DIC oW TR EERE - FeMiEA 0 LERTH &,

3) RS A H O EBERRR (BEREREED,) 2FEHMLEERICH->TiE, —
MROMERICY D, SRR E UCHEH L-ERBEMS 2R L LR 5 ERE
BORIZREHEL, HEWIIHBEERBROFE L ZORBRICBIT 2 HERTHD
BELEMT DI L,

4. REHERER O HMHEB X HEOBE

4. 1 —fREH

4.

1. 1 R ~DEEES

LR E, BEARGWCEFREHOMEEHERCGRETESAICHA L TRIES
NALOTHAEOHOESEONARZTH L, BOESHFIRMER L L THREMT
TAZE B ACESEICHW T, IS017050-1Confomi ty assessment-Supplier’ s
declaration of conformity— Part 1:General requirement] (Z9f-> T{ERRT 2 2 &2
HE L,

.2 BBORFORLERBOBE

RAEGE~OBESGHERTRLE LTHAICHWEABE~0BE e, 62X
JIS T 0993~1 EFHBROEHZMFEM -5 1 ¥ MR CRERI. JIS T 0601-1
EAESME-F 18 T2l 2 - BRUERFE), KHRCETIEE
Y, ZofoReE BT REE~OEGEIH L, £, BEARAEH~DEASVER
BV TR LERBRE (BERRZRDIEDWVWTRET 5, TOBRITIE, 4.

2. 1UBRIIBWT, BHOFRBEEFHEZRLEDOTEZ LI L,
7035, International Accreditation Forum (IAF) {ZHNEE4 A3 EHENIC X 5 [EBEEH#E
LB O E D ZRB R UK EHBOREHICBET 5 —REREIE (IS0 17025) EADBE
BT TR L X T HER(E (B 24 FEEE 185 8) BT RE I HIZE SR
B (DAF TINLA B 209 ,) B0 7o b YRR~ OB 2RIEIN TV IS
Bit, FOFRHENTVWAIETELIXRNI &,

BRICES L TWABBTL, iR YESEEET Lo, BRRBIZET K
B ERBRENLETH B,

4. 2. 1 HRoLeHEEMNTEHEER




(1) T#EE) LT, B2 EMT 2R8BRIZH>WT, BBRIEH, BB TE, RBEE,
Kk, BRERS 2 —BRE L, RBRILICHEBET®H T L,

Eiz, BFRIZBIT AR - BT OKEICH O L, L -RBEE TReetk
B4 A A SLEN TSR L O THD LM URILE R TRETE 2 &,
(2)  THFE) i, REMEZEMITARBROMEL RHEOLH AL OBFHIIZS>NTE
EETHIL,

5o, REIDIS U T, FEUERERS & ORI L 2 43RS O liE OB T
RUOSESBIz>WTHRET 52 &,
(3) BMVWT, FRRBRILIZABATERORBEEL —BERELL, EHNTHLELICKLE
REEFTETHIL, FOBICIE, 4. 2. 1. 1HUBIEBWT, SROFLEEE
HERLEDTEB LI L,
(4) HRBHEITEIMRYRERLLTHBET LI L,

4. 2. 1. 1 S9N, {LFA9EMHE

IR L LC. EMEENEEIL >V T, REEB &2 0RBEROMME 2 EikT 5,
HADOREIC Y 2> Tk, HRHE OI& S FHESEZICHA LI ERERICH - T,
UTFE8EL L, YSERBROBEZ BB L THRORERIEZRETHZ L,

BB Loy OFFENEFREER L LTOAEIZFR D LD THAHD T, HEME OIS
C. {b8iE,. AR, SR, 7R, MR, WA, WitAME, SR, 65R, &
My, REEEZICSOVWTRRHT L L,

B, R EOHEMLENEE T 3HE OREIZOW T, Blg@EmT 2 THE
BB O AR O BANE 2 5] RO TWEM R OMIE « LFRTRER O A E
A BBBETHI L,

4. 2. 1. 2 BINWEZEMEROERTLE

(1) TEfE LT, ERLEBERNET2ERCE#EMESIHICET 2RRIZH>VWT, &)
BRTEH ., RBFIE, RBRAeM, EWME. RBRHER. EEER. EESS MRl —
BREL, RBRILICHEBETERTDHZ L,

T, BHEAICETARS  EfmSoKEZRL L, EELAAREBEH TERN
YN ONCEREE L BT BT E A L B+ b O TH D Ll LB A
PFECRERT D &,

(2) HUEFREBRCTEEERETIRBLITOAPoBAITE, TOEBLY [§E] I
T 5 &,

(3) T, FRBILICHBRAERUABRGERZ -ERLL, ENTLHLLELIILE
RERYLHITDII L,

4) FRBOTBIZY L -TE, LTOEHIZEETHZ &,
DBAFBBRICEBWTEMRREToAHES IR, TOBRAREREZE&E TS L,
2)JIS T 0601-1 (ERERHEHE—F 15 ZRIIHTL2 -BMERER) T2, 2L
BRI BT ARBRICE U TIX JIS T 0601-1-2 (EFESHEE—FE 15 2l
B 5 —BOERFE-F 2 EHAIE-ERFEEURR) CHET 28RS

8



HWICAELZOWRRIZOWTI, ABELZWEREUEE LA WER TN Y %R
OTMHICOWTREBE TS DL,

4, 2. 1. 3 H£9Eidestt

(1) T#fE) LT, EELE-4AYENTEEICETARRICOVWT, RBRER., AR
Fik, ABREE (BE, P2, (050 i, WEERFHORERRES) ., EHER. &
FEHRWEBTRE L, BRI E TR THZ &,
iz, BEFRICBT 8% - HiTasEOKEICRSL U, ELARBRIAH TARFNE
EHEOTMBLEI O+ HRbOTHD & W LI BILEHE TERTHZ L.
(2) FUESBRTETEET 2RBRE TR ZBEICR, TOEAE RIS 12
ST AL,
(3) T, FRBRIGICHABFTERCHABRREZ —EBRE L, ENTHLELITULE
REBREILMTHI L,
1) FRBROEBIZY T -THE, UTOEHEIZERT D L,
DRBR I ICLELRTRCHMEL LR T AL,
2) b P COBKERICEEL TEHHERT T NORLGHEICONTERTHI L,
NHBBBRICE O TBMRREToBEICIE, FOEBARCERLZLHTDIZ L,
4) L 154 2 A 13 AMTEEER 0213001 HRETERERER [ERHRIORE (W
A) ARRBICLELEHFIRBROERNE 2 FIZ>0 T, BlEENT 2 WE B
O FRIRBEOEARNE 2 H UL EBIH oM - (LENRBOEARNEZ X HIZE
BLZ2VWEBIZOWTHE, SELEVWETRCEE LW ERFE TN SEABRO %Y
HIZ 2V TERTEHZ &,

4. 2. 1. 4 HHEBRICET LM%

(1) (& L LT, ERLEEAERICBET22etoRRICoWT, ABRER, A
Fik, BEREE. EEE, ARER, Bk, BRRS%2MRE2-RKRE L, # R
TR AT DD L,

7, BEESICBT ARE - HREEROKBICRE U, E L-RARE R THREHEBICHE
TAHEEEOFTMBLE» >+ RLOTHD & HM LARILE I TR&T D &,
(2) BUEFSN CHEEEETI2RBETORr>EEICIE, TOEMmE ) I
LT HI L,

(3) WM T., FRBRITEICRBRTE (BE MEFE. FFEUIFFASREZS) kTR
BERE—EREL, ERNTAHL LM EREERTRTIL,

4) HRERBOZBRHICY-TE, UTOEHIEETHZ &,

D EFRERITRA (B 23 FEAESE0S) H4EH20%, ERESEHRESC
wtTARAMEIZOWT HRT L,

) HBEBICB VW TEMRRE T EAICE. ToBBRUTFRETLMTD L,
NENOERER A HBE LT AR CIEDDOHIRBRIZEHLZ2VWRARIZ> VTR, &
HLAWEHECEE LAWVEBRT O YERBROZYEIC >V TERTHZ &,



4. 2. 1. 5 BT eMH

(1) TH#E] & LT, FERLAESBRaticlT 2388ic >0 T, RBRIEH, By
iR, REBRE, HYEME, BEBRER. R, EESEE -BREL, BBRILIIH
BsAmET DT &,

Fiz, BEEARICE T AR - SO KBRS L, 0 L/-RERTE H THEIB R 2
OIS LEP OS2 b D THD LHE L BRAHFETRETH L,

(2) MPEFEBSTERNEM T IRBETbR - EHECE, FoEAE THRE «©
T AHZE,

(3 HFNT, HFRBRITLICEBRSE (MK, BEFE, FREEIHAREEYS) RUR
BERE—TBREL, BN ILLELICHNEREELTRT I L,

4) HFHRBOBEHBICY o, UTOFHIIEETHZ &,
DERABERICBWTGEMRR AT 225610, TOBRBEAUERELRT DL L,
) ERBEIHBOES, JIST0601-1 (EFESMER —F 150 . Z212[+ 5 —frER
BIE) WHETIHBRFBIIAELAVERIIOWTL, FRLA2AVERERUASELL
WERH I NS SRR O Z MM >N TR T 2 L,

4. 2. 1. 6 ZTEMHERUHAKE

(1) [i¥E] & LT, FEi L-REMTMAN (BURHIREE 2 ERBRIC S - T
BHEICEAMELICET2FEREEE,) AT IRBREROBBE LB GIE,
BHYBROBREDERZZFDLBRHETAT I &,

F7-, BRAICBT ARE - TR OKEICHE S U, B L RABRIEE CRENI
B4 5 R MAANELO>T R LD THD LR L RE e TRETDHZ L,
(2) FEWT, £RE (RHRERR, nEEER, SERRS) JLic, BBE&8. NE
R, REFHEOMEE —BERE L, BBHE BBRERCOVWTERNTLH L E LI
ERBEPTH T L,
(3) RBRFEORTEOBULTERT AL,
(4) EMEGFERBRORPTHELLZEAR, ToBrT&HTDH L,
(5) FWELTHEAT Z ERRROERBEIC OV T, TOREHICL IRV
THLERTILZE,

4. 2. 2 HEROMEETEMTOIFER
(1) TS & LT, MREFEMTIRBICOVWT, RBIER., Rk, RBHE.
Effifiek, BREEZL -BRLL, HBRILICERELRTLZ L,
F7o, BRI AR - BT OKEEICH G U, £l URABRIER CHERIZE
TAFMBNEN TS LOTHS LM L RILE TRl T2 2 L,
(2)  THER) i, MEREMTARBOEREPEOME TRk E OBHEIZONTHE
B2IHILE,
EHiz, BEIZISUT, BESRSGE OLRIC L 5 SHERBEOBRE LoME
RO ST L R#ET 5 2 L,

10



(3) HNT, BRABRITLICRBRFERORBHER Y BREL, ERTAL L HICLE
REBRERREEBTHI L,
(4) RBEBREITEIRIVKRILLTHATLHZ &,

4. 2. 3 HBIROPDELZEMITARER
(1) TEE] L UT, P2 BT 2RBAOERBF BT 2R BRIc>\» T, AR
B, RB ok, RV (B - HE), ERHYME, e, RBRER, ERMmaR.
BHETEY—ERLL, BRI HRETRSET L L,

7o, BFRICEITARE - BWHFRoOKEICRS U, £l L-RAREB THfRici
T AFMALE O bOTH 5D &Pl LR s g Cidi+ a2 &,
(2)  TH¥E] . EREFCET ARERBIE O CHRERTA L L bID, PREEAE
i 2HBMOBRRCHEREF BT 2R BOBR L HFEOMEE - R L OBEIZ oW
THEET DL,

Fio, BEIZE UT, BACIESEIE L OB L 5 Y EREROBER Lo E AT
EOR#Iz>WTLRETHZ &,

L, RFOERESR LR UOEEAT 2551, Sl LN,
(3) #FWT, FRBILICHEBHERCRBREREZ—EREL, BEHTHLLOICME
REBBERETDH L,
(4) FBRFERITEZRIVEECLLTHATIZ L,

4. 2. 4 HBHEOEMFELZEMNT 5B
(1) T#4E] & LT, MRFEORTE DRI L 2 HRBRIZSW T, RBEHEE , BT,
ERAGE (B AR, RBER, EHEER,. EBEFSL -RRLL, BRIt
WM 2R L, EHAE EHESOREORLEERT LI &,
i, BRRICBT D RE - BT OKEICH S U, i Lo BRIEE CERTIE
(BT DRI LE O b D TH D LHBT L RIRL fECRElTH 2 L,
2, LEIS U TYHRERBEORNRS L OBEILOWTLERT D L,
L, BEFOERAGELRI CHEEIE, RalleZ LRy,
(2 T, FRABRILICABRGTERVCERERZ-ERL L, ENTD5L L bITHE
REEEREHMTDHI L,
(3) ABRERATZLHROMRMELTHRATI L,

4. 3 BERBROHABRLE

(1) TH¥E) & LT, £/ LBERRICOWT, RROME (BEE, —RERS) .
xtg, EFE, ERAE (R AR, BE - S150HE, #HE, HBREE, (X
M4, BEESSE BREL, MBRILICEREZRLIT DL L bic, UERBEEY
152 &,

(2) BUEREECTEEEET 2HBRFECLVRBREITDR2-T2HBEI0IE, TOR
ML, i L =BRRROLT, SRERBEOLE, AMER LML EY)

11



(CEHIET & 2 &l Uil e DR CRRBT 2 2 &,

4. 3. 1 BRERAEBRE

(1) HFRRILICRBRAE (FBRAM, RBOME, 2B INILHE, RN, I,
R FE, AR, BENE. OFARE, BRE - S5EmEE RUR, SEES: - 6
FUE, JRBRMATEERT, AFTMRA RUHRE, RBRINS) RURBRREOHE Y &
FTLLTELYD, ABEIRNEME RAKLAE, FHFE (A HE) SOREOMRIL,
JEGIBIOWR (LM SUES ., 4T SER ), Pk - BE - 7
2 ha—AgREOEFOEM ENR, BEEER (3. £, A - Sk, BESR,
fE AT EERL., TR, S0ME. EAMM, ERES) . BRI (LEIZRLTO).
REAAE (A, Rl 2B AMICRETS), wRsitlm+s2é, -
O ORI oo TiE, TERRRVFREFRAT L&,

B, RREGISWTIE, KR - FESOBENREEE -BER, TRES - R
RAEORENBEASE —BR. ARG (EF) —BX CEROFEWN, F@. HYEMS
DA hETLWTDH,) FEREKL, TESORBIVRER & LE, FRRSICOVTEY

PEEET AL, BERRERBICOWTE, RREEREMBEETE L, BER
HEHB|BEEEHER BERXRROEEHZ2 7T B ZERREMELSHRZER L, BENETH
TAHIE, BEERTRS AN LNIT, BBELSDIEMNRAIER L, 155
ar &L OFEICOWT, BRI 6 S0, FRTLI L,

(2) HEHBREIToHHBATE, () ORBMITY o T, xRESOEBNEH LERTS
Tk,
(3) EH-ERERMTDHZ &,

4. 3. 2 BEFEBREEOE LY

(1) AtEDELD
A - ERIRFHEDIE - EREELERL, BREERTE 2L,
(2) ZetEoFLd
B RBRAGR O I E# L= 22T 2 RBMELEEN L, mrtilis2 L,

4. 3. 3 #oft

PVEIZE LT, 832 L THETOREABRBEOEHN L& T2 &,

5. )Y

5. 1 IRfXEER)

(D) B E () 2 b CICRERLEZ TR AR T 2,

(2) FRL164E 7 B 20 HFEXREMREED EEEFE _FFHENLHLRE COREIC L
DIRAFBRESEEY 2RETEERES. TEEFRBESRC-BRERES (B1) &
URFEB_RENHEORTICL YV EEFBARNEET HERTEFEERESE (&

12




R) DREATICOWT] (BT 177 2588 £ ),) OFIFIZIBWTRENDS 7T A
SRECIBWT, 77 ANEZAEENZERBRICEYTARBN G Z 7 A Mc o
ENDLEFREHRD D GHEHIAL TBEET I VORVCAERSBRE LEHEAEGOM
MRICHAE T AEREAHEAMIRENEEZONDIMBIZH - T, FicEERIZE
AWM BRI L, AMICBT 5RAXE L EBRIO L, BEEOERE TR
T 5,

(B) VA7 i OfER. I TFECHEEFREZ I EEHITz oW TR, Y A7 okt
TAHMGTHEDHZ EBMBLHICEB|TE L,

(4) HfcE (B) o [ERBEM, DEEX TR 2#BHEATERL. PDEEZEMTS
RBRER, HE2EMAT2RBRER. BERBEBOE LOFICE I, WERNME
RHTH L,

(5) WM XE (B) o HIEFEIERFE] #RELTRR L, EHAFEFEMT
DB A, MR BT IRBRER. BARBEMEOE LOHIZEIE, RERRL
FRRBTHI L,

6) WAXE (B o>b, BE - ZB2, MHER LoEFIZ>WTHEL TR L.
BFHD LI HERERB L OERRBROBRBESCESES REBREERTIZ &,
Fir, VTANIIHEEINSG T A TOEREBRENIC 7 AMICSEIN D ERES
D) HLHIALIZEBEEIT I bORCREGBE UGG EMOBERIZERT5E%
MERHRHIIRE VWL EZEZONA OISV, FEAERECOFERLEOEED
NEGLEE X CTREBMEHHAT L L,

5. 2 FUL(FE)

Y ERMIICAT T 26 SROREBICEL IR REFE(R)ZRERTH L,
FOE, EREREAKRICEHE T EEL, LEICEL, F1RakE, E2RraEgCe
WTHFELPALNIIRD L IICEHTDE L,

6. URZHNN

(1) YEEFREEOV A7 o4rE, JIST 14971 MERESR -V R 7RV AV FOER
BEA~DOFEMA] #BMICL, VAT <RV A L hOFREE R OF O ER R OBE
ETRTEREARMTAZE, £ LFICRTEEIZOWTE, YA Z T4,
MHEEESND VA RHBERLOFAME LB L TZATRETHA I EEHATLHZ
L,

7 Y= F0r b, BARBESHLEEME EOSHEERD S — K ER
DEFBRICET I YV~ FThoT, BREIHRIERBBCEEEOSH 2 F—FLE
te,) OV RZGHEG T A7 BEHELZ, REACEHLZESLZRATSZ
&

A Tof, JIST 14971 #BEIZ LTI AR PRy N e{To iR, B Y
— FBEBRDONIEES, TONY—FRZHTHV R0 EITo72 ) AV BEREE
OFERFRFERICEN LEZEBE2RAT 22 L,

13




7. BEICET A IER

7. 1 BUETREBERRICHETHER

(1) HEEAE (EHRSR A 2R EEROBERICES T 2 HIEEFHEE O RESHE
DHFECRET HEHE (TR 16 FEAFHESE 169 5. LT [EHER GMP 45 &
W) BRE2HCBWTEDD HEEHLE) 25 5.) OANTENLHFHE
EITOETOTRARETII L, B, TSSO W TIEREDMIZHRS EREHEIZ
BETLHOOFIRELED, TOFRFIESEWEDIOBIEEIT> T ARWEEE
U< HEESEMITHA (BT 36 EEAENE 1 5. LT THITHAL &v3.) BIRES
S TH2L0OTHIHAR., TOEHRERSORETRELIEETAZ L, EL, BE
14 &0 11 B1HEICESEE T Terx2—T7 7 A8 20),) 22T -#ER
MR EORGIL, T OWMBGTRREFEORMEFTOEHTELI LR,

(2) IRFHFCICHEEUBICTHTIREIISOWTL, ITRBCBRTERZTHR TS L,
(3) MERMHIZL>TRHEORE, MESEBELRZIMBIZH > T, HiFEEREEOR
B, REMIIRELRFEELEZ A TRICOVWTIIF OSSO EITH 2 L.
(4) BLERRE®RE LT, TR —HEMIETH L oI, KBERFEHFICRE LS
EREROLARBEER, LT HIEAIREERESRREES. MRAREER
HWERREES, RTEHEEF BT AR UBEM, FrIRESES. X
HEERSICOWTERET S,

(5) AEHBRERREAVD & X3, ERTOREHED L ERAH AU e 2 e
15,

(6) UHERMBOELAIRHEITAHFETFOLAHRUFERZRE L, MZBFEE O
Bk RANEFOBELED,) #HATH L,

(1) YUZEFBGOWERBHEELE LTHRBIEDZ43HD L UTRRERGT
DA, TOMEHAOMEFIERVHEREERICOWC ELOFHLER LI BS
i, BIEET A2 LERH DL L,

(8) HRMMEATERMESRE LTARE LJERELRELTWE L0, B M
BHZIT->TWBEHORBIALES, TOBETL 2RI EETICE OB GROR
ERTEEEOLFR, EAEENONEM, MERTEF IFFRVEABES - R
By, REARVCREAZTHTHZ L,

(9) VRF—T 7 ANBEEZ T EREES ORI MEITOWTIL, £ OERKER %
ONTEATNC, ZTORMEIEES - Fricth, BERTOAF - FiE, <A ¥ —7 74
NEEET, BEFNEFRERNEENVAET LIRS b > UL K - &
5 -HFAEABEFGERL, vRE-T 7 ANEGHFTOBEIE, TOERETLZ
&,

E:L{I

.2 REFECETSIEE

(1) HEFRHORETOBRMER2AZEAANF—ra OB ETRE L. BEAATA—F
LOWEFREERE T D L,

14




i, BRRICBT AR%E - B oKEICRS U, 5 U-3BREB THE 2
FTAFMPLEN OO THD N LR E e TRETH &,
(2) BPEOWEN) T3 /B (EKOFET A 1 PEKES | SEEBERE
W TREAYF—a VEEIZOWTY), BEA)F— s VICBT AT FoA
E CERL 943 H 31 AEEME 60 SERERMBRE RN TERHLORTBREE
OWRERBERE ORI BIT D REECOWT] ERR 1045 H 1 HERES 69 SEH
IFEREIRS (ERAROME AN F—ya i@l a8 4 RoA o0y %ic
BELAVWKERIZOWTIL, BELAVWEIIATEE L 2WEmIE N YR o R
UL OWTERHT D 2 &,
(3) DUERRREMEEZERTIBEE. TORMEBORER, B, LEFE, %
ZIZIG U TSE RN+ 2 e oo Y - ZREREROBAN O UELREE 2T
#HTsz kL,

£/, b RERCEBREMEIZOWTE, £FOER (F—X 27 —=07ORE
rale,) DESHEZWALNITHILEED, VA VAL OMOFHEEOCRE TG
TOREXFTARFEAFTEOARAY F—v g VBl T BRI TLR#®TH I L,

7. 3 MHETHICETIER

EEEICETAEHE LT, 7.1 HORETERICTRLEREBEERICOWT, &
EHMN, FIEFELARBL, GO THBEIORRRFZICRE LS E LRk E 0B
WZOWTEAT A Z &,

L

15




BIHE 1
GEMEEO#ER (Format of Summary Technical Documentation)

D#YE
]- Ell:l E CD%%

2 BERIXEIRRORBERVREORR

3 SAEIZBTAERKR

.1 R
L2 HABEM KR OES M EEH (Essential principles and evidence of
conformity)

2. HEAEG L EFRES~DOESY (Essential principles and evidence of conformity)
2
2

3. HEIZET 215H (Device description)
—¥EHR (General information)
BB (Materials)

fh H{t4k (Specificatons)

BT A7 15 R OB 2 A 1

L ER#ESE & O

w
—

W www
Ul b WM

4. AR O UM R TEOME (Summary documents of pre-clinical design
verification and validation)
4. 1 —IEH
(1) HE~DOHEEES
4. 2 BHRoORHOZYMMEROME
4. 2. 1 #ERoLeME2HEM T 258
(1) 9Em), (L FERIRFHE
(2) BREVEL MR VBRI M
(3) EYEMELE
(4) BURBICET a%eH
(6) ML
(6) MK OMHAYE
4. 2. 2 HBROMELBMITIAR
4. 2. 3 ZEXEMTI AR
4. 2. 4 FHFEFREMST AR
4. 3 BEEEEHE (Clinical evidence)
(1) ERIRKFEREAE
(2) BERBEREDOE D
(3) =D
5. XY % (Labelling)
5. 1 HRFE (B) RULORERR
5. 2 F1 ()
6. DAZ45F (Risk analysis)
6. 1 URZGHTERDES
6. 2 BERNF—F
7. BEICBET AEH (Manufacturing infomation)
7. 1 8LETE & RE i
7. 2 PEHEKHE
3 mERH

"\]

16



BIRE 2
LT INE R S

1] )
P — R 14

21 m
R 5% 4

T | BREFESOIER S

HIFHEHA R .

R :

FHEDRY -

E) 7T AWML, FR164ET H 20 HEREmRREN [REEE-RELEND
FLHEEFTORTICLVEAFHRENHBEY 5 mETHERES, FTHERMBSRK
U—ixEF#aS (5R) RUEEEFE_RBNEORTICL Y EATBRESEET
AHREMRTEAREREE (55 OBfTIC20WT] KBTA7FAGHICLAI T A
EREMT D&,

- EEWIZIT, PEEAH, PHEEKSRUHHREOBH 2 MRICEHT S Z L,

17



Special 510(k) for a change in their polymer to another material that has been used in a
legally marketed predicate. Finally, changes in an inactive or secondary ingredient/agent
should be appropriate for review as Special 510(k)s as this should not be considered a
major change to the fundamental scientific technology of the device. For example, a
manufacturer of a urologic catheter could submit a Special 510(k) to add an
antimicrobial coating to the device if the coating has been used on another legally

marketed predicate of the same material.

Device modifications that should be appropriate for review as Special 510(k)s also
include those changes identified below:

a. Energy type
b. Environmental specifications

c. Performance specifications

d. Ergonomics of the patient-user interface
¢. Dimensional specifications

f. Software or firmware

g. Packaging or expiration dating

h. Sterilization

It should be noted that in cases where FDA has issued guidance, established special
controls, or recognized standards that address issues such as device testing or
performance, manufacturers should consider this in their implementation of design
control requirements. For example, if a manufacturer is modifying a contact lens, then
the manufacturer's design control inputs should include the special controls that FDA
has established for this device. Further, if a manufacturer modifies an in vitro diagnostic,
the manufacturer's design inputs should include any recognized clinical standards such
as those developed by the National Committee of Clinical Laboratory Standards
(NCCLS) or a reasonable alternative. Thus, submitters of Special 510(k)s need to be
aware of any relevant guidance documents, special controls, or recognized standards
that apply to their device and that should be addressed by their design control processes.

IIL. Clinical Considerations

FDA recognizes that clinical evaluation may be involved in the validation of the design
of a modified device. Manufacturers are reminded that all clinical investigations must
conform to the applicable regulations, including 21 CFR Parts 812, 50 and 56.
Therefore, collection of clinical data to support a Special 510(k) may require



submission of an investigational device exemptions (IDE) application to FDA. The fact
that a significant risk device investigation was conducted to support any of the activities

listed above, however, does not necessarily preclude the submission of a Special 510(k).

Manufacturers who intend to conduct clinical investigations of a modified device
as part of design validation are encouraged to contact the appropriate ODE review
division before preparing a Special 510(k). When a clinical investigation is necessary
to answer safety and effectiveness questions relating to a particular modification, the
Agency believes that the modification is likely to have gone beyond that which is
suitable for review as a Special 510(k). In contrast, where design validation involves
clinical evaluation intended to ensure that the modified device meets user requirements
as opposed to patient safety and effectiveness or to demonstrate continued conformance
with a special control or recognized standard, FDA believes that the Special 510(k) may
be the appropriate submission.

B. Abbreviated 510(k)

Over the past few years, FDA has been placing greater emphasis on the development of
guidance documents to communicate regulatory and scientific expectations to industry.,
In the 510(k) area, numerous guidance documents exist, while others are under
development for Class I, Class II and preamendments Class I1I devices. With the advent
of Good Guidance Practices, device " pecific guidance documents are developed with
public participation. The main focus of these guidance documents is the identification of
the information recognized as appropriate for marketing authorization. FDA believes
that use of these device-specific guidances may provide an effective means of
streamlining the review of 510(k)s through a reliance on a "summary report" outlining
adherence to relevant guidance documents. A 510(k) submission that conforms with an
FDA guidance document should be easier to prepare and review, thus resulting in a
more expeditious evaluation and clearance of the 510(k).

The SMDA introduced the concept of special controls as a means by which the safety
and effectiveness of Class II devices can be assured. Special controls are defined in
section 513(a)(1)(B) of the Act as those controls, such as performance standards,
postmarket surveillance, patient registries, development and dissemination of guidelines,
recommendations and other appropriate actions that provide reasonable assurance of the
device's safety and effectiveness. As in the case of guidance documents, summary
information that describes how a special control(s) has been used to address a specific

risk or issue should reduce the time and effort to prepare and review 510(k)s.



In addition to device-specific guidance documents (hereinafter referred to as guidance
documents) and special controls, CDRH is committed to recognizing individual
consensus standards. In fact, the FDAMA amended section 514 of the Act to
specifically authorize the Agency to recognize all or part of national and international
standards through publication of a notice in the Federal Register. Recognized standards
could be cited in guidance documents or individual policy statements, or established as
special controls that address specific risks associated with a type of device, IEC
60601-1 1s an example of such a consensus standard. It has broad applicability to many
electromedical devices. FDA's recognition of this standard, combined with modified
review procedures, should streamline the review of many 510(k)s for devices covered
by the standard. Finally, by using accompanying particular standards to adapt a general
standard to a specific device, the 510(k) review process may be further expedited.

Therefore, device manufacturers may choose to submit an Abbreviated 510(k) when: (1)
a guidance documents exists, (2) a special control has been established, or (3) FDA has
recognized a relevant consensus standard.” An Abbreviated 510(k) submission must
include the required elements identified in 21 CFR 807.87. In addition, manufacturers
submitting an Abbreviated 510(k) that relies on a guidance document and/or special
control(s) should include a summary report that describes how the guidance document
and/or special control(s) were used during device development and testing. (See
Attachment 3.) The summary report should include information regarding the
manufacturer's efforts to conform with the guidance document and/or special control(s)
and should outline any deviations. Persons submitting an Abbreviated 510(k) that relies
on a recognized standard should provide the information described in Attachment 3
(except for the summary report) and a declaration of conformity to the recognized
standard. (See Attachment 4.) Such persons should also refer to the Agency's guidance
entitled, "Guidance on the Recognition and Use of Consensus Standards."

In an Abbreviated 510(k), a manufacturer will also have the option of using a third party
to assess conformance with the recognized standard. Under this scenario, the third party
will perform a conformance assessment to the standard for the device manufacturer and
should provide the manufacturer with a statement to this effect. Like a Special 510(k),
the marketing application should include a declaration of conformity signed by the
manufacturer, while the statement from the third party should be maintained in the
DMR pursuant to the Quality System Regulation. Responsibility for conformance with
the recognized standard, however, rests with the manufacturer, not the third party.



The incentive for manufacturers to elect to provide summary reports on the use of
guidance documents and/or special controls or declarations of conformity to recognized
standards will be an expedited review of their submissions. While abbreviated
submissions will compete with traditional 510(k) submissions, it is anticipated that their
review will be more efficient than that of traditional submissions, which tend to be data
intensive. In addition, by allowing ODE reviewers to rely on a manufacturer's summary
report on the use of a guidance document and/or special controls and declarations of
conformity with recognized standards, review resources can be directed at more

complicated issues and thus should expedite the process.

"For a current list of FDA recognized standards, please refer to CDRH's home page at
http://www.fda.gov/cdrh or CDRH's Facts on Demand at 1-800-899-0381.

Conclusion

FDA believes that the New 510(k) Paradigm will provide considerable flexibility for the
medical device industry in demonstrating substantial equivalence in 510(k) submissions.
The principles presented in this guidance document will be implemented through
changes in the administrative processes and do not require changes to either the
premarket notification regulation (21 CFR 807 Subpart E Premarket Notification
Procedures) or to the Act. As experience is gained by the industry in preparing Special
and Abbreviated 510(k)s and by FDA in evaluating these new types of 510(k)
submissions, this guidance document may be updated and revised. CDRH will create
and update a "New 510(k) Paradigm" website on the CDRH home page with
information regarding this guidance as it becomes available. Device manufacturers
should access this website for copies of Special/Abbreviated 510(k) coversheets,

checklists, and additional information regarding implementation of the New Paradigm.

Effective Date: This guidance document is effective March 20, 1998.
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Attachment 2
"Special 510(k): Device Modification"
Content

A Special 510(k): Device Modification should include:

» A coversheet clearly identifying the application as a "Special 510(k): Device
Modification";

» The name of the legally marketed (unmodified) device and the 510(k) number
under which it was cleared®’ ;

o Items required under -07.87, including a description of the modified device and
a comparison to the cleared device, the intended use of the device, and the
proposed labeling for the device;

» A concise summary of the design control activities. FDA may consider the
information generated from these activities to be "appropriate supporting data"
within the meaning of *07.87(g). This summary should include the following:

o An identification of the Risk Analysis method(s) used to assess the
impact of the modification on the device and its components as well as
the results of the analysis;

o Based on the Risk Analysis, an identification of the verification and/or
validation activities required, including methods or tests used and the
acceptance criteria applied; and

o A declaration of conformity with design controls. The declaration of
conformity should include:

1. A statement that, as required by the risk analysis, all verification
and validation activities were performed by the designated
individual(s) and the results demonstrated that the predetermined
acceptance criteria were met; and

2. A statement that the manufacturing facility is in conformance
with the design control procedure requirements as specified in 21
CFR 820.30 and the records are available for review.

** The above two statements should be signed by the designated
individual(s) responsible for those particular activities.



« - Indications for Use enclosure.

% When the legally marketed (unmodified) device is a preamendments device, the
submitter should clearly state that the device is a preamendments device, is legally
marketed, and has not been the subject of premarket notification clearance. (Refer to
"Documentation Required for Preamendments Status” for the procedures for
demonstrating preamendments status. Submitters should maintain this information in
their files.)

7 In cases where the referenced 510(k) was submitted under a different name than that
of the submitter of the Special 510(k), the Agency recommends that a statement to this
effect be included in the Special 510(k) and that the submitter maintain adequate
information demonstrating his legal right to distribute the device.

® If a recent Quality System inspection has resulted in the issuance of a violative
inspection report, the manufacturer should be prepared to describe those corrective

actions taken, if needed, that form the basis for the declaration of conformity.

Attachment 3
""Abbreviated 510(k)"
Content

An Abbreviated 510(k) should include:

» A coversheet clearly identifying the application as an "Abbreviated 510(k)";

o Items required under "07.87, including a description of the device, the intended
use of the device, and the proposed labeling for the device;

» For a submission that relies on a guidance document and/or special control(s), a
summary report that describes how the guidance and/or special control(s) were
used to address the risks associated with the particular device type. (If a
manufacturer elects to use an alternative approach to address a particular risk,
sufficient detail should be provided to justify that approach.);

« For a submission that relies on a recognized standard, a declaration of
conformity to the standard. (The declaration should be submitted in accordance
with Attachment 4.);



» Data/information to address issues not covered by guidance documents, special
controls, and/or recognized standards; and

o Indications for Use enclosure.

Attachment 4
Declaration of Conformity to a Recognized Standard

In preparing a declaration of conformity to recognized standards, manufacturers should
refer to the guidance document entitled, "Guidance on the Recognition and Use of
Consensus Standards." In accordance with this guidance, declarations of conformity to
recognized standards should include the following:

= Anidentification of the applicable recognized consensus standards that were
met;

« A specification, for each consensus standard, that all requirements were met,
except for inapplicable requirements or deviations noted below;

» An identification, for each consensus standard, of any way(s) in which the
standard may have been adapted for application to the device under review, e.g.,
an identification of an alternative series of tests that were performed;

» An identification, for each consensus standard, of any requirements that were
not applicable to the device;

» A specification of any deviations from each applicable standard that were
applied (e.g., deviations from international standards which are necessary to
meet U.S. infrastructure conventions such as the National Electrical Code
{ANSI/NFPA 70));

» A specification of the differences that may exist, if any, between the tested
device and the device to be marketed and a justification of the test results in
these areas of difference; and

e The name and address of any test laboratory or certification body involved in
determining the conformance of the device with the applicable consensus
standards and a reference to any accreditations of those organizations.

Updated 3/20/98
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