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CERTIFICATE of COMPLIANCE
Effective date: 2018-05-02

Customer: _ICU Medical BV

Tel: 8621-57776677

Fax: 8621-57775300

www. amsino.com
E-mail:amsino@amsino.com

P.O. number: 2921
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This is to certify that the manufacturing process of the above listed device is in compliance with Amsino’s DMR and relevant
procedures, and in compliance with the applicable requirements of FDA QSR 820, ISO 13485:2016, and MDD 93/42 EEC amended
by 2007/47/EC. Products have been inspected and met customer product standards and related applicable harmonized standards:

B RARAZEKER R, KESRPARE NI & 1S011135: 2014 K.
For devices sterilized by EtO, the sterilization process and routine control is in compliance with ISO11135 2014

O FABRBEEG, K AR M4 1S011137-2:2013 ER.

For devices sterilized by irradiation, the validated sterilization process and routine control is in complhance with

1SO11137-2:2013

O K.

Non-sterile.
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The DHR (Device History Records) of the above listed devices are maintained at Amsino Medical (Shanghai) Co., Ltd.
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