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- ISO 14630, - Non-active surgical implants - General requirements -
- IS0 14602, Non-active surgical implants for Osteosynthesis - Particular rehuir'ements
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ASTM F366, Standard Specification for Fixation Pins or Wires
ASTM F382, Standard Specifi cation and Test Methods for Metallic Bone Plates ,
ASTM F543, Standard Specification and Test Methods for Metallic Medical Bone Screws
ASTM F1541, Standard Specification and Test Methods for External Skeletal Fixation Devices
ASTM E8, Test Methods Tension of Metallic Materials
ASTM E8M, Test Methods Tension of Metallic Materials
JIST 0312, &EWEHESHROMITARSE
JIST 0313, @ BB BEAH A1 OFEREh 35 ik
JIS 2.2248, ®IREEHE TR 1E e
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ISO 11135, Medical devices- Vahdatlon and rout control of ethylene ox:de sterilization
ISO 11137, Sterilization of health care products -- ‘Radiation
ISO 10993-7, Biological evaluation of medical devices -- Part 7: Ethylene oxide sterilization residuals
ISO 14169, Ste/rilyizat‘ion of single-use medical devices incorporating mhte rials of animal origin --
Validation and routine control of sterilization by liquid chemical sterilants
ISO 11607, Packaging for terminally sterilized medical devices
AAMVUFDS-1 TIR27, Sterilization of health care products -Radiation sterilization - Substannatlon of
25 kGy as a sterilization dose - Method VD max
AAMI TIR 33, Sterilization of health care products—Rédia’tion - Substantiation of a selected sterilization
dose — Method VD max i
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+ IS0 13485, Medical devices - Quality management systéms - Requiremenfs for regulatory\purposes
© OERK 16 FEATBES %m9%fE$%%&UW%”%mE£m®@ EEFHRRCHEERD
BT 585
JIST 14971, [EFEHEE— )x&v#/x/bmgﬁ%%mwﬁ%




Al 1

ARNBRERE & LT’(ﬁ%ﬁ 2 X 7 B A
(ERk 21 4F 8 A BE, ERI RIS N-EMEHEE)

R EL

SRR BE LR
F4 - JISH4670, F4# U RUF & o Eh—#
1 <180 5832-2, Implants for surgery - Metallic materials - Part 2 : Unalloyed titanium.
* ASTM F 67, Standard Specification for Unalloyed Titanium for Surgical Implant
Applications(UNS R50250, UNS R50400, UNS R50550, UNS R50700)
F 4B + 1SO 5832-3, Implants for surgery - Metallic materials - Part 3 : Wrought titanium
6-aluminium 4-vanadium alloy.
- I1SO 5832-11, Implants for surgery - Metallic materials - Part 11 : Wrought titanium
6-aluminium 7-niobium alloy.
- ASTM F136, Standard Specification for Wrought Titanium-6 Aluminum-4 Vanadium
- ELI (Extra Low Interstitial) Alloy for Surgical lniplant Applications (UNS R56401)
*ASTM F1472, Standard Speciﬁcation for Wrought Titanium -6Aluminum -4Vanadium
Alloy for Surgical Implant Applications (UNS R56400)
BRI - JISG 4303, AT L AHikE

- JIS G 4308, AT L GRS )
- JISG 4309, AT L ARG

- JISG 4315, WRIEEH R T > L 28
- JISG 4314, FRHAT v L 2SI

- 1SO 5832-1, Implants for surgery - Metallic materials - Part 1 :  Wrought stainless

steel.
+ 1ISO 7153-1, Surgical instruments -- Metallic materials -~ Part |: Stainless steel

. ASTM F138,  Standard Specification for Wrought 18 Chromium-14 Nicke)-2.5
Molybdenum Stainless Steel Bar and Wire for Surgical Implants (UNS S31673)




4,

"6:—&0

G A THIHT S B S L W% T E L Eo B S A DT IR TS o

EREM OB

HNEERR VR OENEERT L — NEEHA K51 o

3
AEETA KT - OBREIRIT, KEEE 2 £H STEPLEH THE T
REDRET 2 0B E R RS, FEERMBR O—RERHS (TR 16

I L 0 S A
A S SRS

mS%}%i%lmuTwﬁﬁwikuz.&Wﬂ%ﬁ%P?%yzlnﬁiféﬁﬁ%%maﬁ

b¥ERTLLOIERT S,
%586 5 (ANEEARAL L (MN =— K : 16077003)
587 5 (ANEERARY (JMDN ==— K : 16101003)
#5895 (ANEERT > b (JMDN =— K : 32847003)
59 5 KNEEMRZL—F (JMDN 22— K : 35241003)
Fe03E AKNEEHY v v (JMDN =— K : 36198003)

BRI A K54 - .
P RBRIC 3% 4 5 5 EESRHEARIC SV Ti, BIE 1SR AR 7 A K 5

i+ 2 &, A O— 8% G0ET 55RO VB B AC I,
KA A ETA T, TS %75 TS s UL % BRET 5 o)

Lo TOHE, A LEBBREORYMELBRIT S &,

A &BEL LT
= DZEMEE BRI+

Tk, KHA R
LlAELLZ WS

705, WEHIHIC 3224 5 PESRBEAR C db > C b BEICRIR & 321 7o FERRIAAS & Pole U THi - IR
B, OJRURPEL, B BERR. AT IE. BISEH RO ORISR H D BE I, o HBMIC
COOVWTEEIREHE TV B AR O ORI LS SR A RN T 5 - &,

IR 2 AR RARBERVET = v 7 Y R MOESWTEAEE~OMA

Q&A | |
B 3 ICATEN A NFA 2 &M L7 EGBHGEIZB 5 Q&A 2R T,

“W%%ﬂﬁf%:&






