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1. & % =~ i* (Anchorage elements) : 7 14 £ 5% ¥ 2 (Wire-fixed) ~ 12 4% 47 ¥ 2 (Pin-fixed) ~ /& & i % (Hybrid

coupling) -
2. Afde~ i (1 2 1%)(Bridge elements, bar or rod) : ¥ 4 & f§ ¥ 2](Simple bridge elements)* 4F & 3](Complex
bridge elements) -

3. & & ®B(Connectors) : ¥ 4 % B & & (Articulation) ~ % ¥ 23 £ e7hf & &(Non-adjustable joints) ~ b f 4] &

(Independent control) ~ & & 474/ e & 44 (Multi-pin clamps) ~ 4) 4= = (Pincluster) o

AEEF ?’? B2 7 Am 1 2 4 £ 8 A & 57 (Regulation number) 2 # g% (Identification) :

22558 N300 E- £ 5£2 & BEF HELEE 2 w2 (Single/multiple component metallic bone fixation
appliance and accessories)
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a4 57 N3040 E F AR 2 & BT F 2P (Smooth or threaded metallic bone fixation fastener) @ % %
¥ o F w4+ (External fixation pin) B/ 5%
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« & &4t 2 3.4 (Product description and specification) :
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T~ F 22 % T4 (Safety and performance data) :

®op SR a”ﬁilé‘/@i’aﬁﬁ*é % 4 3 3
A ¥ LA~ ?5 BEMATR Y 2 EBHET > BT & R% |1SO 10993-1:2009/Cor
B2 2Bt FEP A% 4o L E H R R T 74 o (120107 o
EpIEE 1ISO 10993-3:2014(3)
(1) im# % 1 (Cytotoxicity) - IS0 10993-5:2009
N . 1SO 10993-6:2016
(2) B ariE=(Sensitization) - 1SO 10993-10:2010%
12 $ 40 % 235k (3) e £ iRk (Irritation/Intracutaneous) © 1SO 10993-11:2017©
(Biocompatibility test) |(4) %1+ % %4 4 (Acute systemic toxicity) - FDA Guidance (1997)7
(5) & 4 |+ (Subchronic toxicity) -
(6) A #1& |+ (Genotoxicity) -
(7) & » (Implantation) -
(8) M +4 |+ (Chronictoxicity) -
(9) 3% %+ (Carcinogenicity) -
oA SR F e R BRI FEEsx(Sterilization validation) Bz | ik A i AT S E R & A
i3 SAL(Sterlllty assurance level) - ++ 10° 6 AR
2. ;% EFErc 1S017665-1:2006®
(Sterilization 1S011135:2014®
Validation) 1S011137-1:2006/
Amd1:2013%
1S011137-2: 2013™
1S011137-3:2017¢?
(k] 422 B 3721 & (Rigidity (or deflection ) measurement) - FDA Guidance (1997)(7’
3. % BB = & |(Q#F sk (Static failure of the device) - ASTM F1541-17(2017)*
(Mechanical Properties) |(3) & i Rk 5 g 2 245 (Fatigue failure and loosening between
parts) -
bR BAN | EA R FDA Guidance (1997)%
W2 (R d P 2% (D7 5 Fr 8 FEBRPTEH G
= i (Special analysis |(2)# ¢ 12 & S-4p i f B F R B HEMA B
of the ri_sks, and B)& 42 MRI4p % 5 R Z &7 L5326 o
mechanical and/or
animal testing)

I ~ %% < g (References) :
1.1SO 10993-1:2009/Cor 1:2010 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk
management process.

2.1SO 10993-3:2014 Biological evaluation of medical devices -- Part 3: Tests for genotoxicity, carcinogenicity and
reproductive toxicity.

. 1SO 10993-5:2009 Biological evaluation of medical devices -- Part 5: Tests for in vitro cytotoxicity.

. 1SO 10993-6:2016 Biological evaluation of medical devices -- Part 6: Tests for local effects after implantation.

. 1SO 10993-10:2010 Biological evaluation of medical devices -- Part 10: Tests for irritation and skin sensitization.

.1SO 10993-11:2017 Biological evaluation of medical devices -- Part 11: Tests for systemic toxicity.

. FDA Guidance — Reviewers Guidance Checklist for Orthopedic External Fixation Devices (1997).

. 1SO 17665-1:2006 Sterilization of health care products -- Moist heat -- Part 1: Requirements for the development, validation
and routine control of a sterilization process for medical devices.
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http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=55614
http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=36406
http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=36406
http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=40884
http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=36406
http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=56137

9. 1SO 11135:2014 Sterilization of health-care products -- Ethylene oxide -- Requirements for the development, validation and
routine control of a sterilization process for medical devices.

10.1SO 11137-1:2006/Amd 1:2013 Sterilization of health care products -- Radiation -- Part 1: Requirements for development,
validation and routine control of a sterilization process for medical devices.

11.1SO 11137-2:2013 Sterilization of health care products -- Radiation -- Part 2: Establishing the sterilization dose.

12.1SO 11137-3:2017 Sterilization of health care products -- Radiation -- Part 3: Guidance on dosimetric aspects of
development, validation and routine control.

13. ASTM F1541-17(2017) Standard Specification and Test Methods for External Skeletal Fixation Devices.
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