%ﬁ%%%0306001%
R 2143 B 6 H

BFHERREETIER (B B B
=

L 55 B A R
ERBBFEEEE = &

ANTERBESIOEETA T4 12250 T

ERMAROARRFICE LR RS @RI OWCIE, R 1742 B 16 BAHTE
BB 0216001 SEEEEBEREREECHER BN [ERILEO SRS &SR

BB LEETNEEEHIONT) KEVBRVB-TEX L 25 Th B,

Sk, NTERBSORBRHEICE LRI RS EROERODRIL L & birEED
HBEICET 5720, BWADLBOEENA RIL 2L DELDEDT, FIEH
CEBOL, ABHEBICS > TEELTE L), BE THRAZIC LIS HHE
IV LAY A '

BB, KBHOE LB G EAERE., MWIFTHIE A EE D E R A e =
R, IAEREBRELEALAE,. HRXERTIOBFERLS . I VDI E82LE
BR. BM R AR ERERERSEE B R RS R R GRrLE S ks
EhHTEMTBEIL L LTS,

2

1. REEHTA FTA 03, ABBFCE LT R EEHOERODELE & bic
FEORRMICET 2720, HET 2 EAREICTTERSRIIONT, LEAR
FHMEE S 2R T HDOTHEHZ &,

2. REFENARTAF, BREAICBIT 2 RENMAICESEEEDE 2 Fizo\
TRLEBDTH Y, SHROBFLEMOESZIE U THERESh, ®ET&h
DRELDTHDHZ &,

e

- Agﬁ(

o IR

I
i
<o
1o\
O |
e

N




1.

3.

ATBRBEEE Y A RS54

& A

$§§ﬁ4F?4V®ﬁﬁ%@ﬂ\%5%%2%%5@#6%7%&?@ﬁﬁﬁiﬁgi%ﬁkﬁﬁ
EE#%%E%@E%&%\%@Eﬁ%ﬁ&@«%@ﬁ%ﬁ($&ia$@$%@%ﬁ%ﬁ2%%ﬁ%
ﬁ%louTmﬁﬁwag\2.Eﬁﬂﬁﬁ4F74yz1@KE§?5%ﬁﬁ%ﬁ&ébﬁfﬁmT
5bDETH,

H567 % ATHEER (JMDN 2— K : 33704000)

#5685  KREEMRMATIELS (MN=— K : 33717000)

F569 %  ALBRBESEEHzL®—Rk (DN=—F - 35661000)

FE0EF  ANLRRBISIRREE = H—%> kb JMDN=—F - 35666000)

FETLE  2ATHREE (OMN=—F : 36315000)

F620%  ATREEHEBEYE—harF—x2 h VDN 2— K : 33179000)

#6215 ATREIEBEEALRLARNY 2% (DN =—F - 33180000)

BB 4 KA >
ﬁm%@mﬁ%#éﬁﬁaomrm\%ﬁ1@&ﬁﬂmﬁ4Pixy%ﬁﬁebrﬂm¢5:&oﬂ
ﬁ%ﬁ@w%%%%#é%ﬁ%%wﬁﬁﬁ&%%mé%ému\%®§¥@%%%¢5:&0
'$ﬁ4pa4yfm\ﬂﬁm%tor%wéﬁ%itmgﬁ%wﬁfé%@fut<\$ﬁ4F74

'Vfﬁ%%éﬁ%%eﬁ%itﬁ%nui@ﬁ%g%mwr%ﬁ%ﬁa:am%uiz&m:aa%@

Ga. R LIRS0 SRR TRTA D &,

B ERHEIC LM T A Tho T GEEICARRR 2517 7o B AR & B U TS - IR FATE
fn BLALAR, R T, BETEONTNDICHHREN B BB, Z DHFHMEZ DN TR T 2
T, BE. R CRSMOTEI R LGS 2 B4 5 - &

ERBEA~OEA M .
- Bl 2 R EREMEEMT = v 7 ) 2 Mz &S ‘TERBEME~OEAEZHHT B2 L,



B 1
ATHEBE BATEEY A RS54
L SR ‘

REWTEATA K54 1%, UTOREE i3k T, TREL] Lnd,) Z5IRY 5,

1.1 #ﬁ'éib’ﬂ%ﬂ)ﬁﬁﬁié%k’ﬂ%%@ﬂ%%
1.1.1 IS0 21535, Non-active surgical implants - Joint replacement implants - Specific requirementé

for hip—joint replacement implants

MEFNEREIEDORE 5 EORRE
1.2.1 IS0 7206—2, Implants for surgery — Partial and total hip joint prostheses — Part 2: Articulating

—_
[\]

surfaces made of metallic, ceramic and plastics materials

1.2.2 180 7206-4, Implants for surgery — Partial and total hip joint prostheses - Part 4:
Determination of endurance properties of stemmed femoral components

1.2.3 IS0 7206-8, Implants for surgery - Partial and total hip joint prostheses - Part 6:
Determination of endurance properties of head and neck region of stemmed femoral components

.4 IS0 7206-8, Implants for surgery - Partial and total hip joint prostheses - Part 8: Endurance

—
[\]

performance of stemmed femoral components with application of torsion _

1.2.5 IS0 14242-1, Implants for Surgery - Wear of total hip-joint prostheses — Part 1 : Loading
and displacement parameters for wear~testing machines and corresponding environmental
conditions for test

1.2.6 1ISO 14242-2, Imblants for Surgery = Wear of total hip—joint prostheses — Part 2 : Methods
of measurement

1.2.7 ASTM 2345 Standard Test Methods for Determination of Static and Cyclic Fatigue Strength of
Ceramic Modular Femoral Heads

- 1.2.8 ASTM F1820'Standara Test Method for Determining the Axial Disassembly Force of a Modular

» Acetabular Device

1.2.9 R 20 410 A1 8 BT AR 1008001 £ 50 Y77 M MBORBEFIE LR

, Eﬁ%%“%@ﬁ%ﬁﬁtffﬁ&:&ﬁé%ﬂ@%&bw:ov\ﬂ

—
w

W

L3 1 FRLI5 &2 A 13 B EEERS 0213001 2 TEFEMEONE @A) GBI LE R ety
EMRBROEARNE 2 Fico )

1.3.2° JIS T 0993-1 ERRMER0D M2 g3 G -5 1 BB - SR s B

.3 IS0 10993-1~18, Biological evaluation of medical devices - part 1-18

—
[

R
1.4.1 1S0 5832-1, Implants for surgery - Metallic materials - Part 1: Wrought stainless steel

FJ
T

1.4.2 IS0 5832-9, Impiants for surgery ~ Metallic materials - Part 9: Wrought high nitrogen

. stainless steel



.4

A

NN N

>

3  ASTM F138 Séandard'Specification for Wrought 18Chromium—14Nicke1—2.5Molybdenum Stainless
Steel Bar and Wire for Surgical Implants (UNS S31673) ,
4 JIS G 4308 271 L REkE
5 JBG4%5@%EEZ?VVX%W&U%%
6 JIS G 4308 X7 L 2 &Mkt
7 IS0 5832-2, ‘Implants for surgery - Metallic materials - Part 2: ‘Unalloyed titanium
8 IS0 5832~3, Implants for surgery ~ Metallic materials - Part 3: Wrought titanium 6-aluminium
4-vanadium alloy
.9 ASTM F67 Standard Specification for Unalloyed Titanium for Surgical Implant Applications (UNS
R50250, UNS R50400, UNSR50550, UNS R50700)
.10 ASTM F136 Standard Specification for Wrought Titanium-6Aluminum-4Vanadium ELI (Extra Low
Interstitial) Alloy for Surgical Implant Applications (UNS R56401)
.11 ASTM F620 Standard Specification for Alpha Plus Beta Titanium Alloy Forgings for Surgical
Implants ,
.12 ASTM F1341 Standard Specification for Unalloyed Titanium Wire UNS R50250, UNS R50400, UNS
R50550, UNS R50700,for_Surgical Implant Applications
.13 ASTM F1580 Standard Specification for Titanium and Titanium~6 Aluminum~4 Vanadium Alloy
Powders for Coatings of Surgical Implants
.14 ASTM F1108 Standard Specification for Titanium—6A1uminum—4Vanadium Alloy Castings for
Surgical Implants (UNS R56406)
.15 ASTM F1813 Standard Specification for Wrought Titanium -~ 12 Molybdenum -~ 6 Zirconium -
2 Iron Alloy for Surgical Implant (UNS R58120)

4. 16 JIS T 7401-3 #AFlA1 v 7S5 NRAFZ MBI —E3m . 4 6=TNI=TAh 2—=F7 1

— X INE LR
7T JIS T 74016 SABA > 7S50 NEF & oMb —B 68 . 54 5=V 77y 5—Yra=wy
A 3=T NI = KA R
18 JIS H 4650 72 v RUTF- &L &4 —ts
19 JIS H 4670 F# L RUF 2 L &4 —
20 BS 7252 Metallic materials for surgical implants
.21 IS0 5832-4, Implants for surgery — Metallic materials - Part 4: Cobalt-chromium-molybdenum
casting alloy '
.22 IS0 5832-7, Implants for surgery — Metallic materials - Part 7: Forgeable and cold-formed
cobalt—chromium—nickelfmolybdenum—iron alloy
.23 IS0 5832-12, Implants for surgery — Metallic materialé = Part 12: Wrought cobalt—
chromium—molybdenum alloy ' '
- 24 ASTM F75 Standard Specification for Cobalt-28 Chromium-6 Molybdenum Alloy Caétings and
Casting Alloy for Surgical Implants (UNS R30075)

.4.25 ASTM F90 Standard Specification for Wrought Cobalt—ZOChromium-l5Tungsten—10Nickel Alloy for

Surgical Implant Applications (UNS R30605)
.26  ASTM F799 Standard Specification for Cobalt-28 Chromium~6 Molybdenum Alloy Forgings for
Surgical Implants (UNS R31537, R31538, R31539)



.4.27 ASTM F1537 Standard Specification for Wrought Cobalt-28Chromium6Molybdenum Alloys for
Surgical Implants(UNS R31537, UNS R31538, and UNS R31539)

.4.28 ASTM F562 Standard Specification for Wrought 35C0balt—35Nickel—ZOChromium-IOMolybdenum
Alloy for Surgical. Implant Applications (UNS R30035)

-4.29 1S05834-1, Implants for surgery = Ultra~high-molecular-weight polyethylene - Part 1: Powder
form

1.4.30 IS0 5834-2, Implants for surgery - Ultra-high—molecular—weight polyethylene - Part 2:
Moulded forms

.4.31 ASTM F648 Standard Specification for Ultra-High Molecular-Weight'Polyethylene Powder and
Fabricated Form for Surgical Implants

.4.32 ASTM F451 Standard Specification for Acrylic Bone Cement

-4.33 ASTM D788 Standard Classification System for Poly Methyl Methacrylate) ( PMMA ) Molding and
Extrusion Compounds

.4.34 IS0 5833, Implants for surgery — Acrylic resin cements

.4.35 DIN 58834 Implahts for surgery; ultra—high—molecular—weight polyethylene (UHMWPE)—moulding
materials, technical specifications

.4.36 IS0 6474, Implants for surgery - Ceramic materials based on high purity alumina

.1.37 ASTM F1873 Standard Specification for High-Purity Dense Yttria Tetragonal Zirconium Oxide
Polycrystal (Y-TZP) for Surgical Implant Applications

.4.38 ASTM F603 Standard Specification for High—Purity Dense Aluminum Oxide for Surgical Implant
Application

.4.39 ASTM F1185 Standard Specification for Composition of Hydroxylapatite for Surgical Implants

.4.40 IS0 13356, Implants for surgery - Ceramic materials based on yttria-stabilized tetragonal
zirconia(Y-TZP) .

.4.41 ASTM F1088 Standard Specification for Beta-Tricalcium Phosphate for Surgical Implantation

.4.42 IS0 13779, Ihplants for surgery-Hydroxyapatite — Partl: Ceramic hydroxyapatite

.5 BE

.5L%ﬁn$3ﬁ%ﬁﬁﬁ%ﬁ%ﬁ%%%mmr%F%?E&Uﬁmﬁwﬁm%oﬁhﬁmﬁ&®~%
%&E#é&&@ﬁﬁﬂﬁi@%&\Eﬁ%ﬁ%@@%&ﬂ&@%gﬁﬁ(mm@m)K%éﬁ%&
CEROHERVRBEC >N T) H4E &4 BENY F—g L Ese

.52$mwﬁmﬁslaﬁﬁgﬁﬁﬁaﬁ%r:%vyi#%4Fﬁxﬁﬁmxﬁéﬁﬁﬁz%gwwﬁ
BB NZNT)

-5.3.180 10993-7, Biological evaluation of medical devices - Part7: Ethylene oxide sterilization

. EE

1 xﬁﬁﬂmﬁ4P34y?%w5£&%%&®%%®%%u\uTwﬁbﬁ%&

L1 KBEE A R—R o b (KB R T 575 L)
&%ﬁ@%%%ﬁ%?ékwn;kwﬁwuﬁﬁié~¢%ﬁ@itm%vl—w@@:yﬁ~*ybo

L2 AAR-TRET (NTBHEE - A BT v ) _
k%%:yﬁ—*y%@ﬁ%@%ﬁ&%%ﬁé?étbwm(WM)ﬁ&@i@%ﬁﬂ&%%ﬁé?é_



OO M) HEOHD, ATRBESH 2 R—% b,

3 A=R-THER (AILBHEA - T/ 8—Fh v )
ERERALBERAETII L2 BML LEKBRE 20 F—%y NOBEE, -

4 BMATEER
k%%Z?A&X?AAyP%ﬁ“ﬁ&&oT%ﬂ\ﬁﬁmﬁﬁﬁﬁkﬁofmékﬁﬁﬁyﬁ—*y
o -

B AT ANy R ,
&%%@%ﬁ%ﬁ%f%tbtkw%z%A&M&ébﬁfﬁ%#ék%ﬁnyﬁ—*ybo

6 BEHaR—R b (HEBRAa L H#—X b
&%%@%%%ﬁﬁfétbu\EW%%ﬁ(%&M)«@EE(H%%&)%E%abt\mw%
BERITE S a— A EEDL LTS5 b, |

T REBERL YT (HEFRED YY)

BESEIOMEE S REBT 272010, BRANCER T2 HERRAY v 7,

B EEHAIAF— (BERRETAF—)
%%%wﬁﬁ%ﬁﬁ#étbkﬁﬁwtﬁ%féE%%&ﬁwyf&ﬁ&ébﬁfﬁmL«%%@@E
EHERTBEA L TT b, -

9 BRI TA Y= BAEAL PR YT R A
kmﬁz?AKﬁbﬁﬁf‘ﬁtxyhﬁ%@-m#&:&%ammﬁﬁﬁézyﬁ~*ybo

10 FHEN v T AAR—P—

BEEREY v 71T 5 28—k k,

1 BHERRAL y I R— b

_ E%%ﬁ%wyfwﬁﬁ%ﬁ%TéE%Mﬁ%#éﬁ%ﬁ&m:yﬁ—ﬁyh

12 BERAZY 2—
%ﬁ%ﬁﬂ@ﬁﬁ%k%ﬁ%tﬁﬁ?é%ﬁ%%«yP%%ﬁf%xava—(Nﬁ%ﬁﬁd'a'%
BETRLE BERT 5 b, |

13 REBHBRII~y N (ATEBIEER )

AR FRORE 2 BIRT 5 B CHEET 2 REERR = K—k b,

A R=TTT (B, EALRLRNY 2

%?%Vhwﬁﬁ%%mfétbﬁ\k%ﬁitﬁﬁ%&tﬁﬁ#é:yﬁ—*ybo

. Kﬁﬁﬂﬁﬁ%F?4VT%VB&%AI&%%VZ?A@%%@E%M\uTwﬁDT%éo

-1 ANTRxBIgEn (BxBIE i) -
%@%@%%ﬁ@hfﬂ#wﬁikﬂﬁﬁ%ﬁﬁ?é:k%ﬁ%&Lt%yfiybo

2 EANTBIET (BXBIEIST AT
“W%Eﬂv&ém%vl—wﬁf%ém%%bf\&%ﬁ@ﬁ%ﬁﬁ%%@#é:&%ﬁ%kbt

KREE 2R FROEBEALR—R MhbREAL VTS b,

-3 BRI NTRRBAET (A% ESE AT
~W%ﬁﬂ?&ém%vn—»ﬁ?%ém%%bf\kﬁ%@ﬁﬁ%ﬁﬁ?é:&%ﬁ%&bkkw

BAVR—R IDERBAL TS5 b,
ﬁ%:%%%AIﬁ%%%VT?V%M\N4ﬁ—?@itM%/ﬁ—iﬂﬁwfn#®%ﬁ%ﬁi
T3,



3.1.6. EH = H—F b

3.1.5. 2AF LA~ (BT, 54F—)
(NIEEH)
3.1.1. KEEE = R— % h
(KERE 2T 1)
EEAEET)
Rb&E

ATHBEIE O — R e A bR =

2.3 XEﬁﬂﬁﬁ4F§4V?mmehém%®ﬁ%m\uT0ﬁ08?60
2.3. 1 EfEEER
%«@@ﬁuﬁtxy%&ﬁwéﬁgﬁ%w%w%wao%&@@ﬁﬁ%%k#étb@fﬁﬂ@ﬁ
BENTWD b0, RUESERICHE, & 5 LT YA TR E OBRIEE % B - bOERH B,
2.3.2 MBEEER
%A@@EnﬁtﬂyF%ﬁwéﬁiﬁﬁé%w%wﬁo%txybkmﬁﬁﬁﬁmﬁb<w%t}
y%ﬁ&@%k%t%ﬁ%&LT%EM@%%%%%E%@\itm%ﬁmﬂﬁMénTD&mﬁmﬁ

H5, '
2.3.3 FEA
Finite Element Analysis (FEA) DBEHR, ﬁﬁﬁgiﬁﬁﬁﬂ)iﬂﬂlio’(\ AEa—F IalL— g
YTETAb0THS,
2. 3. 4 UNMWPE

Ultra High Molecular Weight Polyethylene (UHMWPE : BELSTFERI=F L) DA TH B,

3. SERAR. ZhEEXIIsHE
BER BRY. ZhEEXUIBIIT THhe BICHE o T BRBIE E BT A - Lin Ly B BARh DR & L
BETD.] T3,

4. BE~OERFHE
K&ﬁﬂﬁﬁ%F§4y@ﬁ%ﬁﬁ@AI&%ﬁmowrmeFmﬁaKomfﬁﬁ#éu@ﬁu
%K&éﬂiﬁmm%u;orﬁ%ﬁﬂﬁ?%5%@m\ﬁ%#éﬁ%%ﬂ%ﬁ#:&vﬁ%m%ﬁ%
EETEDZ bDLT 3,
4.1 WEH, (LERE
| ﬁ%ﬁﬁﬂﬁ%itm%ﬁ%m@&wﬁﬁﬂm;%&ﬁﬁﬂ@%ﬁﬂkké%%&howfﬁmféc



4.2

4.3

4. 3.

4. 3.

4. 3.

4. 3.

4. 3.

ETo, WEE, LFNREC R BE B2 DSBS TRESTEAIL. L0 TRYEEBOMEN >
HET 5,

SR BUTKBER I I AT BRBIFI~ DM HR SN TV B AR ERIE 1 1cF, 3181 108
éhf“&wﬁﬁﬂﬁ%of%%Kﬁ%%&ﬁt%%ituﬁ%ﬁ%ﬁf:&KiU\%ﬁlmﬁéh
TEME L RSO/ ET B2 & vk 3, |

MR e

TRk 15 4 2 A 13 BT ESRERE 0213001 B [ER 0B BA) &R FICLE Ry
EMERBROBANEZHIZO0T) #5212, JIS T 0993-1 HTZIL IS0 109931 (2 ¥EHL L CRHAE 3 5,
&ﬁ\%Kﬁ%%%HtAI%%%«Dﬁ%ﬁﬁ%éhTméﬁﬁﬂéﬁi1K%TQ

Bma £ 0
UTFOEBIZOWTEMET 3,
%K%%%%Hth?A&ﬁﬁébﬁfﬁ%?é%ﬁ&%i%f%ﬁ$%¢5%%itm%ﬁ&ﬁ
M®tbﬁ~%ﬁﬁ$%Té%6M\ﬁm#&%&&Kmufﬁﬁ?éﬁﬁ%E@K&ET%B
%Eﬁwﬂﬁm\ﬂ?%ﬁ%nﬁd%%%ﬁﬂﬁtﬂiLtﬁ%ﬁt#%éitﬁﬁ&@ﬁ%%&ﬁ
FULDBRIEE LT 5, 772 LIHMEER., RBRA LSS BET 5 bOTIEAR,
ﬁﬁ%ﬁ&‘%ﬁ@W#\ﬁ%ﬁi\#47»&&8@%@%@ﬁ‘ﬂ?%mmm%dwfﬁﬁit
m%ﬁ?éoit‘%wﬂﬁmm®§%%%ﬁ%¢éo
1 FIBDSGREMG (F/MB BE R OB f8 ) _
k%%nyﬁ—$&+fﬁﬁﬁ\%%szﬁuiyb%&ﬁ&ébﬁf%%%%ﬁ#é%@ﬂ%ﬁ%
IS0 21635 /el T & W%/ 2534 /BB £ 7212 FEA % L < BZDOMDFEIC LY FET 5, /-,
TORERMORYEIZSVTHBT 3,
2 £ NTRXBAEN DB iE o BEEE A I
éAI%%%VZ?A@%%E&E@%ﬁ%ﬁmowr\Bdm%}mﬁmmomm&Qitm:n
&ﬁ%&ﬁ%ﬁ%ﬁﬂﬂﬂ%dfﬂﬁ#éo#4&»&mmoum&1&wmoMM%2TMWOE%
47»ﬁ%ﬁéhfnéoitm\%A%L<@%@@@ﬁ%ﬂi@ﬁﬁ%ﬁ5:&f\%ﬁ&t@ﬁ
%ﬁ%ﬁ?oit\%wﬁﬁﬁﬁwﬁﬁﬁtowfﬁ%Téo
3 KBEB a2 R—F> kDAL _ , .
BOU%%\BOn%%itﬂ:h&ﬁ%&%&ﬁ%ﬁ%ﬂﬁof\ﬁ@ﬁbﬁﬁ%mﬁéﬁ\&
E%é%b@“o#4?”&@BOU%%&UHWU%%TM&Mﬁ#%?Wﬁ%ﬁéMT“éOi
tu\%A%L<ﬂ%@@@ﬁ%ﬂi@ﬁﬁ%ﬁ5:&f\%ﬁ&&@ﬁ%ﬁ%ﬁfoit\%@%ﬁ
RIEDRLHEIZOWTHEAT S,
4 KEEE =2 R—F o b OBIER OO AL
Iw7m&6itﬁ%h&ﬁ%&ﬁ%ﬁ%ﬁﬁ%mﬁof\k%%37ﬁ~*ybwﬁﬁﬁwﬁﬁwm
mﬁ%ﬂﬁféoitm\%A%L<ﬁ%@@@ﬁ%ﬁ£@ﬂﬁ%ﬁ5:&f‘%ﬁ%&wﬁ%ﬁ%ﬁ
?oit\%DEE%#®§%ﬁnowTﬁ%#éo
5k%%:yﬁ—*y%@%9:—»%%@tb@t?iyﬁ«yP@%é
momwﬂmAﬂmmmsit@:h&@%&ﬁ%ﬁ%ﬁﬁ%&%of\%%%ﬁ@wxuékm%
:yﬁ—*ybm%vz—w%ﬁwtbwtiiy&«yP@ﬁé%ﬁﬁ#éoitm\MABL<&
%@@@ﬁ%ﬁi@?%%ﬁ5:&T\ﬁﬁ%&@@%ﬁ%%foit\%®%ﬁ%#®§¥ﬁtow



THHAT 3,
4&6%%E:yﬁ—*yb®§ﬁ%%é

AMMH&Oitﬁ:h&ﬁ%&ﬁ%ﬂ%ﬁﬁ%K%OT\ﬁ%ﬂﬂyﬁ—*yﬁ%ﬁﬁféﬁyjﬁ
ﬁ&?%%—%ﬁw&%%wﬁé%ﬂﬁ?éoitu\WABL<ﬁ%@m®ﬁ%u;@
&f\%#ﬁkmﬁ%ﬁ%%#oit\%w

FEEEAT 5 =
%E%#@%%ﬁmowfﬁ%Téo
4.3.7 REHEE

AI&@%@%@E%%?%%EKOPT\Bom%ﬂit

ETBLE, UTRMT, UTFICS TS 5288

FINE RERHBIBE/ Tz L v 5
(1)

S TORYUMEETHT S,
WW%(EKH%M)LT%@E(@%)%%&Té&%ﬁ%@é@@ﬂyﬁ—*yF@fﬁﬁé@
a%muT\itmtﬁiy&%zyﬁ—*ybwiﬁﬁémammqu%&
@)%ﬁ%klﬁ@%?%é%ﬁAIﬁE\N%ﬁ~§ﬂAI%@&E\E%M&EEE%%&?%%%
SREEIITET I vy rla Rz

Y MOREHEIE, Ra 0.5 milFThB,
B)k%%%zyﬁ—*yF@%ﬁkEﬁﬁ%%&?é@%ﬁ%WW%%&oiﬁﬂém\hzuma
TTh3,
4.3.8 EREEHDa—F 17
E&EE@@:~?4V¢%th:yﬁ—*ybmowfmﬁﬁﬁmﬁnoﬁ8HHH%&%%%
1mwm%W%%4V7§V#§&®A%$%Péb%ﬁi&%ﬁ%ﬁﬁoﬁﬁﬁﬁmﬁﬁéﬁﬂwm
ﬂwKowTJ%%iﬁm\%&:%E&EB%%ﬁﬂﬁ%éo
4.3.9 Ea—F 1 L roEER TR
:—?4yﬁE%%&éﬁt%@ﬂﬁ%L&wiﬁ%ﬁ¢é
%ﬁ&ﬁmr@%ﬁ%%%%mﬁﬁb\%#%&@%%(&%

mﬁﬁﬁ%%ﬁiézt)¢uz?ﬁﬁ®m\i
4.3.10 118 &

EEEEE A O A TR YL

BRESE, F¥/ L 0RERSE0
LB R TE E % BREHEY 5,

2.1.9~2.1. 12 RTr 2. 1. 14 D BRIV TR 5,
4.4 EEM
%%@&@Mg%k%\fﬁﬁkowfﬂﬁTéotﬁb\%ﬂﬁg%mﬂﬁ?éﬂ%ﬁ%BHTP
DHBEITITIZ DB Y T '

[

5 BEICETsEREE
ﬁ%%?&%éhé%@ﬁ\HTOEE%%tT%wkﬁéo
5.1 @M

PR I IRFEA#E (SAL) w*%ﬁ%#éo

5.2 HBExFLUAFH 4 KN
:%vyﬁ##xPﬁxﬁ%uﬁﬁéﬁgifvyi##JPﬁxﬁﬁwmﬁﬁ@\mow%&n:
ﬁﬁéhtmﬁ%ﬁz&wﬁwkiéoit\

mﬁlmisﬁ315@%%%%3%F1%vyf%ﬁ
4Pﬁxﬁﬁmﬁﬁéﬁﬁﬁxﬁgomgﬁwﬁ&wl

CONT) bBELTELDET 3,
5.3 A%

5.3.1 —kait



TRORR, ERMCER AR R LR AT D BINSR | BEROBARE L5 -
ERTCE, BEORE, Wik, RETICHE L ENBETE D0 L5,

5.3.2 “RafE
—RRRR EEORBL W E R AR O R L IR TE B b0 b,

6. RUMEFHOERIE
6.1 KR
FHLLT 483 A 31 B RS 0331008 & IBERFERICRIT 3 EXEMLEDORROFIE Iz
WTUL BTN IERE 20 45 3 B 28 F AHT EEGRIEES 0328003 7 [ERBBEE~0O N —a— FRROEHKI
DT &:Eﬁb\fiﬁﬂ‘ép

6.2 IfXE S
FHL 1T 3 7 10 B 1) BA%RE 0310001 & ERBRORM TEDTHERIZ 7). YRR 17
%3 A 10 B EARE 0310003 & MERBEEORMN T EORBERIZ ST, BN ERE 17 4E 3
A 10 BT ERRFE 0310004 & T BRI U XEOER LOREEHERIZ S T WCESXE
FELTe i CE 2 BRI R 3,



fiEE (%)
SERME

HEBZUA B A SRR OB )

IS0 21534, Non-active surgical implants-Joint replaceﬁent implants-Particular requirements

IS0 14630, Non-active surgical implants General requirements

FDA GUIDANCE, “Class II Special Controls Guidance Document: Hip Joint Metal/Polymer Constrained
Cemented or Uncemented Prosthesis; Guidance for Industry and FDA”

FDA GUIDANCE (draft), “Guidance Document for Testing Non-Articulating, “Mechanically Locked”
Modular Implant Components”

FDA GUIDANCE (draft), “Guidance Document for the Preparation of Premarket Notifications for Ceramic
Ball Hip Systems” '

FDA GUIDANCE (draft), “Guidance for Industry on the Testing of Métallic Plasma Sprayed Coatings on
Orthopedic Implants to Support Reconsideration of Postmarket Surveillance Requirements”

FDA GUIDANCE(draft), “Guidance Document for Testing Orthopedié Implants with Modified Metallic

Surfaces Apposing Bone or Bone Cement”
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IS0 7206-1, Implants for surgery - Partial and total hip joint prostheses — Part 1: Classification
and designation of dimensions

ISO 13779-1, Implants for surgery — Hydroxyapatite - Part 1: Ceramic hydroxyapatite

ISO 13779-2, Implants for surgery — Hydroxyapatite - Part 2: Coatings of hydroxyapatite

IS0 13779-3, Implants for surgery — Hydroxyapatite - Part 3: Chemical analysis and characterizatibn
of crystallinity and phase purity

ISO 13779-4, Implants for surgery - Hydroxyapatite - Part 4: Determination of coating adhesion
strength _

ASTM F86 Standard Practice for Surface Preparation and Marking of Metaliic Surgical Implants

ASTM F1044 Standard Test Method for Shear Testing of Calcium Phosphate Coatings and Metallic Coatings

ASTM F1147 Standard Test Method for Tension Testing of Calcium Phosphate and Metal Coatings

ASTM F1612 Standard Practice for Cyclic Fatigue Testing of Metallic Stemmed Hip Arthroplasty Femoral
Components with Torsion

ASTM F2009 Standard Test Method for Determining the Axial Disassembly Force of Taper Connections of
Modular Prostheses

ASTM F2068 Standard Specification for Femoral Prostheses — Metallic Implants

ASTM F2033 Standard Specificationvfor Total Hip Joint Prosthesis and Hip Endoprosthesis Bearing
Surfaces Made of Metallic, Ceramic, and Polymeric Materials

IS0 7206-10, Implants for surgery - Partial and total hip-joint prostheses - Part 10: Determination

of resistance to static load of modular femoral heads
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IS0 11135, Medical devices — Validation and routine control of ethylene oxide sterilization

ISO 11137, Sterilization of health care products —— Radiation

IS0 14160, Sterilization of single-use medical devices incorporating materials of animal origin ——
Validation and routine control of sterilization by liquid chemical sterilants

ISO 11607, Packaging for terminally sterilized medical devices

AAMI/FDS-1 TIR 27 Sterilization of health care products - Radiation sterilization —Substantiation
of 25 kGy as a sterilization dose - Method VD max

AAMI TIR 33 Sterilization of health care products - Radiation - Substantiation of a selected
sterilization dose - Method VDmax
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IS0 5832-1, Implants for surgery - Metallic materials ~ Part 1: Wrought stainless steel O 0 @)
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ASTM F67 Standard Specification for Unalloyed Titanium for Surgical Implant Applications (UNS R50250, UNS Rb0400, UNSR50550, UNS R50700)

ASTM F136 Standard Specification for Wrought Titanium-6Aluminum—4Vanadium ELI (Extra Low Interstitial) Alloy for Surgical Implant
Applications (UNS R56401) ‘
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ASTM F620 Standard Specification for Alpha Plus Beta Titanium Alloy Forgings for Surgical Implants

ASTM F1341 Standard Specification for Unalloyed Titanium Wire UNS R50250, UNS R50400, UNS R50550, UNS R50700, for Surgical Implant
Applications
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ASTM F1580 Standard Specification for Titanium and Titanium—6 Aluminum~4 Vanadium Alloy Powders for Coatings of Surgical Implants O

ASTM F1108 Standard Specification for Titanium—6Aluminum~4Vanadium Alloy Castings for Surgical Implants (UNS R56406)
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ASTM F1813 Standard Specification for Wrought Titanium-12 Molybdenum—6 Zirconium-2 Iron Alloy for Surgical Implant (UNS R58120)

BS 7252 Metallic materials for surgical implants. O O

JIS H 4670 F4 U ROFH A4 — o] O




TEC a ~ d DERERICRT,
— REERAA~y R, K075 )

Y 7 &%)
C:TTATHM  d: X0 Kiie—h—, V47 —%)

a B RERR v R—Ro b, oy R—THER, €/ R-FHETE, B TEE, ATENY BB NT TP BT A b AR~

b B (EBFE=LR®—% N, BEEAY 7 REETAF— FEY v SR BSPRAY y 7Y H— b, BERRY Y a—, &AL k-2

STV o AEEFRER>

[‘ Btk - A4

[

IS0 5832-4, Implants for surgery — Metallic materials — Part 4: Cobalt-chromium-molybdenum casting alloy

IS0 5832-7, Implants for surgery —= Metallic materials ~ Part 7: Forgeable and cold—formed cobalt—chromium—nickel—molybdenum—iron alloy

IS0 5832-12, Implants for surgery — Metallic materials ~ Part 12: Wrought cobalt- chromium-molybdenum alloy

ASTM F75 Standard Specification for Cobalt-28 Chromium—6 Molybdenum Alloy Castings and Casting Alloy for Surgical Implants (UNS R30075)

ASTM F90 Standard Specification for Wrought Cobalt-ZOChromium—l5Tungsten—1ONickel Alloy for Surgical Implant Applications (UNS R30605)

ASTM F799 Standard Specification for Cobalt-28 Chromium—6 Molybdenum Alloy Forgings for Surgical Implants (UNS R31537, R31538, R31539)

ASTM F1537 Standard Specification for Wrought Cobalt-28Chromium—6Molybdenum Alloys for Surgical Implants (UNS R31537, UNS R31538, and UNS
R31539)
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R30035)
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ASTM D788 Standard Classification System for Poly Methyl Methacrylate) ( PMMA ) Molding and Extrusion Compounds
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IS0 5834-1, Implants for surgery - Ultra—high—molecular—weight polyethylene — Part 1: Powder form O O
IS0 5834-2, Implants for surgery - Ultra-high-molecular-weight polyethylene - Part 2: Moulded forms Ol O @)
ASTM F648 Standard Specification for Ultra-High-Molecular-Weight Polyethylene Powder and Fabricated Form for Surgical Implants O | O
ASTM F451 Standard Specification for Acrylic Bone Cement 010 O
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ISO 5833, Implants for surgery -—— Acrylic resin cements

DIN 58834 Implants for surgery; ultra—high-molecular-weight polyethylene (UHMWPE) -moulding materials, technical specifications ' O
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ISO 6474, Implants for surgery ~ Ceramic materials based on high’purity alumina ' O O

ASTM F1873 Standard Specification for High—Purity Dense Yttria Tetragonal Zirconium Oxide Polycrystal (Y-TZP) for Surgical Implant O

Applications K

ASTM F1185 Standard Specification for Composition of Hydroxylapatite for Surgical Implants O

ASTM F603 Standard Specification for High-Purity Dense Aluninum Oxide for Surgical Implant Application ‘ O |0

IS0 13356, Implants for surgery - Ceramic materials based on yttria-stabilized tetragonal zirconia(Y-TZP) O
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