EAMEE03060012
FrL 213 A 6 H

BEHMERRELEZES (B & B

FE%@%E%@mE%E‘ﬂ@
EJ?%%%%ET*E B

ANIEBEIOBEENA T4 izonT

ERE R D AR WICER LIS _EEEHZ Wik, Rk 17482 5 16 BAF T

BHEFEE 0216001 BEA SR E ikl rE O ERERBN [ERERORIYSIREAD
$%K%L%ET&%$EuomTJ WEVRVF->TERLZATHB,
AR ANTRRESEF DA RICBR LI T REEBOERODELE & bitEED
TURIZET 5720, %ﬁ@&%@%ﬁﬁ%F?%/%&@i&bh@f‘TE%E
WCEED L, EAREFIZY 5 T?%f%é:ﬁ‘éio ETBRAZE I LI HEE
RV T,

B, KEBHMOE L2 { M FELRE. @jﬁﬁ$AE%WE§%%@ HigEE
R, AXRERBRELEALAE, FRXEE TS EfKiLs . I VD/NEEEE
- BE. &Mt/%x%AE%%“é%%éé%&@%?&ﬁﬁ%ﬁ%%%%@ﬁ%%
EHTEMTEZLE LTS,

B

1. AFENA KT V3, RBEHECE LR TS EROMERODEL L b & e
FEOREICET S . ﬁm#éﬁ%ﬁﬁurftﬁﬁ%;owf W7
FEERERTTLOCTHE - &,

2.K%Eﬁ%Pi%Vﬁ\ﬁﬁﬁmxﬁéﬂi%ﬂ%m%ﬁéﬁﬁwﬁifmow
TRLEDBDTH Y, SHEOBEEROESEIS U THEEE S, KTAN
BRELDOTHB T L,




3.

ANTBEEEETA K54

3 A B

FEETA R OERHEEIT, BEEFE 2 £FESENLFE TEHEITOREIC LI EEFBHRE
HET I mETEERER. TEEREERV -REREE (TK 16 EEE£FHEETRE 298 3) 7l
KELOUTOMEDS b, 2. FIFHETA NI/ 2. 1 BILEET IR ERAEDE TERT
5bDET B, '

56675  ALEER (JMDN =— N : 33704000)

568 5  REEHEEATREE (JMDN=—F : 33717000)

#5695  ALEBESHEEBH=VR—%F2 bk (WDN=—F : 35661000)

B570% ATHRBIEIKREEE = R—F bk (JMDN =— R : 35666000)

$571 % £ ATIKESE (JMDN =—F : 36315000)

F6205  ALKREBSHEEHAVFR— bR R—%2 b (JDN =— F : 33179000)

#6218 ATBRESHBEEALFLARY 2 & (N =—F : 33180000)

BAREEEY A KT A >

ERSEICE YT HHBII OV TIL, B OBWREY A N5/ o 38EL LTEETB L,
HEE O—BE2EETHHARNOEMHEY VB HBAICIE. TORUMELHATI L,

EHA KT 4 TR, FHEIC S > TRV DREE I EEERET D bOTIIRL, VA R4
YOI RS L ST TN EORBE LAV TIMELTTY Z L HELX ARV I L, 20
Be, EALCREEORYUMERETI L, | ‘

i, RIS T A EB Tho THEICEAREY T /- EREMEES & B L Ol - JEI8 . AR
f AR, BRI, BEFEOWTIUNCTERER D 3 BAITIE. ZOFHRMIC OV BN
70, SE., BPERORSMEOTECE L LERERERIET 5 2 &,

ERBH~0WA .
B 2 IO R BB AT = v 7 U R MCESVTEABE~OHA L RET 52 L,



BIHE 1
. ATREBE SAFEELT A K5 A >
1. BB

BEFETUES A KT 405, UTOSME-IZERE CUIF, S L15,) »3A+5,

—
—

FEREENBUANEL FBHE A R 2R DR IR &
1. 1.1 IS0 21635, Non-active surgical implants - Joint replacement implants — Specific requirements

for hip-joint replacement implants
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1.2.1 1S07206-2, Implants for surgery —Partial and total hip joint prostheses — Part 2: Articulating
surfaces made of metallic, ceramic and plastics materials

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

1.2.4 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 I : Loading
and displacement parameters for wear—testing machines and correspoﬁding environmental
conditions for test

1.2.6 IS0 14242-2, Implants 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 ‘ A

1.2.8 ASTM F1820 Standard Test Method for Determining the Axial Disassembly Force of a Modular
Acetabular Device
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1.4.1 ISO 5832-1, Implants for surgery - Metallic materials — Part 1: Wrought stainless steel
1.4.2 ISO 6832-9, Implants for surgery — Metallic materials — Part 9: Wrought high nitrogen

'stainless steel



1.4.3  ASTM F138 Standard Specification for Wrought 18Chromium-14Nickel-2.5Molybdenum Stainless
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Steel Bar and Wire for Surgical Implants (UNS‘831673)
4 JIS G 4303 A7 L AEHiE
5 JIS G 4305 WREIER T > b A SR & USAH:
6 JIS G 4308 AT L REfkH
7 ISO 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 FLI (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

R60550, 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 Titapium—GAluminum—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)
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19 JIS H 4670 FEZ LV REUFF L A44—

.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-nickel-molybdenum—iron alloy

.23 IS0 5832-12, Implants for surgery — Metallic materials — Part 12: Wrought cobalt-

chromium—molybdenum alloy

.24 ASTM F75 Standard Specification for Cobalt-28 Chromium—6 Molybdenum Alloy Castings and

Casting Alloy for Surgical Implants(UNS R30075)

.26 ASTM F90 Standard Specification for Wrought Cobalt-20Chromium-15Tungsten—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~28Chromium—-6Molybdenum Alloys for
Surgical Implants(UNS R31537, UNS R31538, and UNS R31539)

.4.28 ASTM F562 Standard Specification for Wrought 35Cobalt-35Nickel-20Chromium—10Molybdenum
Alloy for Surgical Implant Applications (UNS R30035)

.4.29 IS05834-1, Implants for surgery - Ultra—high-molecular-weight polyethylene - Part 1: Powder
form

'1.4.30 ISO 5834-2, Implants for surgery ~ Ultra-high-molecular-weight pplyethylene - Part 25
Moulded forms

.4.31 ASTM F648 Standard Specification for Ultra*Hiéh 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 Implants for surgery; ultra-high-molecular-weight polyethylene (UHMWPE)-moulding
materials, technical specifications

.4.36 IS0 6474,_Imp1ants for surgery — Ceramic materials based on high purity alumina

.4.37 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 Suréical 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
21rcon1a(Y ~TZP)

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

.4.42 IS0 13779, Implants for surgery-Hydroxyapatite ~ Partl: Ceramic hydroxyapatite
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IS0 21534, Non-active surgical implants—Joint replacement 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 Metallic 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 _

IS0 13779-1, Implants for surgery - Hydroxyapétite =~ Part 1: Ceramic hydroxyapatite

150 13779-2, Implants for surgery — Hydroxyapatite - Part 2: Coatings of hydroxyapatite

IS0 13779—3, Implants for surgery ~ Hydroxyapatite — Part 3: Chemical analysis and characterization

‘ of cfyétallinity and phase purity

IS0 13779-4, Implants for surgery — Hydroxyapatite — Part 4: betermination of coating adhesion
strength . ‘

ASTM F86 Standard Practice for Surface Preparation and Marking of Metallic 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 Specification for 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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ISO 11135, Medical devices —— Validation and routine control of ethylene oxide sterilization

ISO 11137, Sterilization of health care products —— Radiation

ISO 14160, Sterilization of single—use medical devices incorporating materials of animal origin —
Validation and routine control of sterilization by liquid chemical ;terilants

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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