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Pre-clinical Testing Guidance for Optical Coherence Tomography Ophthalmoscope
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IEC 60601-1: 2005/AMD1: 2012/COR 1: 2014 Corrigendum 1 - Amendment 1 - Medical electrical
equipment - Part 1: General requirements for basic safety and essential performance.
ISO 15004-1: 2006 Ophthalmic instruments - Fundamental requirements and test methods -- Part 1:
General requirements applicable to all ophthalmic instruments.
IEC 60601-1-2: 2014 Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral Standard: Electromagnetic disturbances - Requirements and
tests.
ISO 16971: 2015 ophthalmic instruments - Optical coherence tomograph for the posterior segment of
the human eye.
ISO 15004-2: 2007 Ophthalmic instruments - Fundamental requirements and test methods -- Part 2:
Light hazard protection.
IEC 60825-1: 2014 Safety of laser products - Part 1: Equipment classification and requirements.
IEC 62471: 2006 Photobiological safety of lamps and lamp systems.
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	一、 本基準適用之醫療器材範圍(Scope) 本檢測基準僅限於技術特點為光學同調斷層掃瞄儀(Optical coherence tomography，簡稱OCT)之眼底鏡，不適用雷射掃描(Scanning laser)、直接(Direct)以及間接(Indirect)眼底鏡。OCT眼底鏡利用光源干涉量測術(Optical interferometric measurement technique)以及組織對光源的散射程度的不同，藉以重建眼底影像。 本檢測基準不適用眼底鏡除成像外其它特殊功能（如：影...
	二、 本基準適用醫療器材之衛生福利部公告分類分級品項(Regulation number)及其鑑別(Identification)
	三、 產品敘述及規格(Product description and Specification)
	四、 安全性及功能性試驗資料(Safety and Performance data)
	五、 參考文獻(References)



