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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 543428

Issued To: Research and Production Company
“Monitor* Limited
104a Krasnokursantskaya Str
Rostov-on-Don
344068
Russian Federation

Number Device Name | Intended purpose per IFU

Class lib

MD 1302 Patient Monitors The patient monitor is intended to allow direct

MDS 7010 diagnosis or monitoring of vital physiological
processes.

Class lla

MD 1302 Electrocardiographs, spirometers NA for class lla devices.

MDS 7010 and ECG Holter.

First Issued: 2008-11-27 Date: 2019-02-18 Expiry Date: 2023-11-26
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Validity of this certificate is corl<carHl on the quaity system being maintained to the requirements of the Directive as cfemonstrated through the reqtired
suveilance activities of tie Notiied Body. This approval excludes al products designed and/or manufactured by a third patty on behalf of the company
named on this certificate, rxitess specifically agreed with BSI.

This certificate was issued electronkaly and is bound by the condWons of the contract

Information and Contact 35| Say Building, John M. Keynespwn 9, 1066 EP The Tel: # 31 20 346 0780
BSI Group The in The under 33264284
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