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Instruction for Use

Product: Light Handle Cover

The Following information should be read before using this device.

Description:

The Disposable Light Handle Cover is designed for provided for a sterile field for surgeon grip the OR light during procedure. It
is designed for single use and not for re-sterilization.

Preparation:

1. Remove the sleeve containing the Disposable Light Handle Cover from the peel pouch package.

2. Then assembly into OR light handle directly.

3. Dispose Disposable Light Handle Cover.

Cautions/Warnings:

This device was designed, tested and manufactured for single patient use only. Reuse or reprocessing of this device may lead to its
failure and subsequent patient injury. Reprocessing and/or re-sterilization of this device may create the risk of contamination and
patient infection. Do not reuse, reprocess or re-sterilize this device.

Contents sterile unless enclosed package has been opened or damaged. Store at 15°C~25°C.

Dispose used product following local state or federal guidelines.

Federal (U.S.A) law restricts this device to sale, distribution, and use by, or on the order of a physician.
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Notified body: DNV GL Presafe AS, with CE2460

If further information is required, please contact:

I Advanced Medical Design Co., Ltd. E Lotus NL B.V.

4F~5F, No29, Wuquan 5th Rd., Wugu Dist., Koningin Julianaplein 10, 1e Verd, 2595AA,
New Taipei City, 24888 Taiwan R.O.C. The Hague, Netherlands.

TEL: 886-2-22902627 FAX: 886-2-22988501 Tel: +31645171879

Email: sales@amdintl.com.tw Email: peter@lotusnl.com
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