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Certificate

The Certification Body of
TOV Rheinland LGA Products GmbH

P

TOVRheinland

hereby certifies that the organzation

Shenzhen Shimai Medical
E(ﬁipment Co., Ltd.

East, Floor 5, Building B5, area B, Yinlong industri
No.292 Shenshan Road, Baolong Street
Lonqqan District
518116 Shenzhen

P.R. China

has established and apphes a quality management system for medical devices
for the following scope:

Manufacture and Distribution of
Digital Color Doppler Diagnostic Scanners with
Electronic Transducers.

Proof has been furnished that the requirements specified in
EN ISO 13485:2016
are fulfiled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-03-02
Centificate Registration No.: SX 60145724 0001
An audit was performed. Report No.: 17054666 002

This Certificate is valid unti 2022-11-26
Certification Body
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EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60145723 0001
Report No.: 17054666 002

Manufacturer: Shenzhen Shimai Medical
Equipment Co., Ltd.
East, Floor 5, Building B5, area B, Yinlong industrial city
No0.292 Shenshan Road, Baolong Street
Longgang District
518116 Shenzhen

P.R. China

Products: Digital Color Doppler Diagnostic Scanners with Blectronic
Transducers.

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
boonmetfortholiaudproducu.Thoabownmndmhcmhauubhbodmdlpplbnawdny
assurance system, which Is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For piacing on the market of class ilb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Il s required.

Effective Date: 2020-03-02

Date: 2020-03-02

TOV Rheinland LGA Products GmbH - TillystraBe-2"=*80431 Niirnberg
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
conceming medical devices with the identification number 0197.
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