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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 086250 0019 Rev. 01

Manufacturer Ningbo Luke Medical Devices Co., Ltd.
Guijiayan, Yangming Road .
315400 Yuyao City, Zhejiang Province

PEOPLE'S REPUBLIC OF CHINA
Product Oropharyngeal Airways,
Category(ies): Suction Reservoirs,

Drainage Bags,

Sterile Surgical Packs,

Nasopharyngeal Airways,

Catheter Fixation Devices,

Spacer for Aerosols, Silicone Loops.
The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with MDD
Annex V. This quality assurance system covers those aspects of manufacture concerned with

securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. It is subject to periodical surveillance. See also notes overleaf.

Report No.: SH19651EXT01

Valid from: 2019-10-28

Valid until: 2024-05-26

Date, 2019-10-28 / / . '
Stefan Preil

Head of Certification/Notified Body
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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions. sterilised systems or procedure packs)

No. G2S 086250 0019 Rev. 01

Praduct Service

Facility(ies): Ningbo Luke Medical Devices Co., Ltd.
- lty( - ) Gujiayan, Yangming Road, 315400 Yuyao City, Zhejiang Province,
PEOPLE'S REPUBLIC OF CHINA

CANACK TECHNOLOGY LTD.

Room 1308-2, Building A, Huaxing Times Square, No. 478
Wensan Road. Xihu District, 310007 Hangzhou City, Zhejiang
Province, PEOPLE'S REPUBLIC OF CHINA
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