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[1] GB 4234.1 4MEMEANY) &JEAE 15 BoE AN
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(3] GB 4234.3 AMEMEAY) &J@AEL 3380 HBusik-6- 4164

(4] GB 4234.4 AMRHEANY) &JEMEL F4i0: HEH-HB-HES

[5] GB 4234.7 AMRHEANY) SEMEL BTE: nEAA I LR -5 -85 4
(6] GB 4234.9 SMEHEAANY) &EMEL M Bl mEA N

(7] GB 4234.12 AMEMEANYY @Ak 12355 s -#%-HA &

(8] GB 23102 #MEHMEAY) &JEAEL Ti-6A1-TNb A &0 44

[9] YY/T 0294.1 ARSI PHEL SB35y SJ@A k)

[10] YY/T 0466.1-2023 EEJ7#sbE M THIIE R EE SR/ S  F1E0: BHZK
[11] YY/T 0640-2016 JCIRAMEHEANYY i FEoR

[12] YY/T 1474-2016 BT 28b8 ] FH % T A0S BT 48 bl i B

[13] TISO 4957 Tool steels

[14] ISO 5832-5 Implants for surgery — Metallic materials — Part 5: Wrought
cobalt—chromium—tungsten—nickel alloy
[15] ISO 5832-6 Implants for surgery — Metallic materials — Part 6: Wrought

cobalt—nickel-chromium—molybdenum alloy

[16] ISO 5832-14 Implants for surgery — Metallic materials — Part 14: Wrought titanium
15-molybdenum 5-zirconium 3—aluminium alloy

[17] ISO 7000:2012 Graphical symbols for use on equipment — Registered symbols

[18] 1ISO 13004 Sterilization of health care products — Radiation — Substantiation of
selected sterilization dose: Method VD,,”

[19] ISO/TR 14283 Implants for surgery — Essential principles of safety and performance

[20] ISO 14708-1 Implants for surgery — Active implantable medical devices — Part 1:
General requirements for safety marking and for information to be provided by the
manufacturer

[21] ISO/TR 20416 Medical devices — Post—market surveillance for manufacturers

[22] IEC 60068-2-27 Environmental testing — Part 2-27: Tests — Test Ea and guidance:
Shock

[23] IEC 60068-2-31 Environmental testing — Part 2-31: Tests — Test Ec: Rough handling
shocks, primarily for equipment—type specimens

[24] TEC 60068-2-47 Environmental testing — Part 2-47: Test — Mounting of specimens for
vibration, impact and similar dynamic tests

[25] IEC 62366-1Medical devices — Part 1: Application of usability engineering to medical
devices

[26] IEC 62570 Standard practice for marking medical devices and other items for safety
in the magnetic resonance environment

[27] ASTM A276/A276M Standard Specification for Stainless Steel Bars and Shapes

[28] ASTM A314 Standard Specification for Stainless Steel Billets and Bars for Forging

[29] ASTM A564/A564M Standard specification for Hot—Rolled and Cold-Finished
Age-Hardening Stainless Steel Bars and Shapes

[30] ASTM B221 Standard Specification for Aluminum and Aluminum-Alloy Extruded Bars, Rods,
Wire, Profiles, and Tubes

[31] ASTM D4169 Standard Practice for Performance Testing of Shipping Containers and
Systems
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[32] ASTM D7386 Standard Practice for Performance Testing of Packages for Single Parcel
Delivery Systems

[33] ASTMF136 Standard Specification for Wrought Titanium—6Aluminum—4Vanadium ELI (Extra
Low Interstitial) Alloy for Surgical Implant Applications (UNS R56401)

[34] ASTM F138 Standard Specification for Wrought 18Chromium-14Nickel-2.5Molybdenum
Stainless Steel Bar and Wire for Surgical Implants (UNS S31673)

[35] ASTM F899 Standard Specification for Wrought Stainless Steels for Surgical
Instruments

[36] ASTM F2052 Standard Test Method for Measurement of Magnetically Induced Displacement
Force on Medical Devices in the Magnetic Resonance Environment

[37] ASTM F2063 Standard Specification for Wrought Nickel-Titanium Shape Memory Alloys
for Medical Devices and Surgical Implants

[38] ASTM F2213 Standard Test Method for Measurement of Magnetically Induced Torque on
Medical Devices in the Magnetic Resonance Environment

[39] ASTM F2503 Standard Practice for Marking Medical Devices and Other Items for Safety
in the Magnetic Resonance Environment

[40] ISTA 3A Packaged—products for parcel delivery system shipments 70kg (150 1bs) or less

[41] MEDDEV 2. 12-1, Medical Devices: Guidance document, Guidelines on a medical devices
vigilance system Available at
<https://ec. europa. eu/health/sites/health/files/md sector/docs/md guidance meddev
s. pdf>

[42] US Food and Drug Administration (FDA) final rule, Use of Symbols in Labeling, June
15, 2016
Available at:
https://www. fda. gov/MedicalDevices/DeviceRegulationandGuidance/Overview/Devicelab
eling/ucmb55598. htm)

11


https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/DeviceLabeling/ucm555598.htm)
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/DeviceLabeling/ucm555598.htm)

	前言
	1　范围
	2　规范性引用文件
	3　术语和定义
	4　预期性能
	5　设计属性
	6　材料的选择
	7　设计评估
	7.1　总则
	7.2　临床前评价
	7.3　临床评价
	7.4　上市后监督

	8　制造
	9　灭菌
	9.1　无菌状态提供的器械
	9.2　非无菌状态提供器械
	9.3　可再灭菌的器械

	10　包装
	10.1　防止运输、贮存和搬运过程中的损坏
	10.2　运输、贮存和搬运过程中的无菌保持

	11　制造商提供的信息
	11.1　总则
	11.2　器械上的标记
	11.3　标签
	11.4　使用说明书
	11.5　具有测量功能的仪器的附加信息

	附录A（资料性）典型无源外科植入物联用器械应用示例及已认可的用于制造器械的材料
	A.1　总则
	A.2　材料
	A.2.1　不锈钢
	A.2.2　钴/铬合金
	A.2.3　钛/钛合金
	A.2.4　铝合金
	A.2.5　聚合物


	参考文献

