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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 538571

Issued To: Medicom MTD Ltd
99 Petrovskaya Str
Taganrog, Rostov Region
347900
Russian Federation

In respect of:

The manufacture of equipment for EEG/EMG/EP studies, long term Video EEG Monitoring,
Cerebral Function Monitoring, PSG/Sleep Diagnostics, neurophysiological,
psychophysiological and psychological studies, and equipment for biofeedback training and
rehabilitation.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

g‘ ﬁ;_ (

Pietro Foschi - Strategic Delivery Director

First Issued: 03 September 2008 Date: 05 January 2015 Expiry Date: 02 September 2018
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 538571
Date: 05 January 2015
Issued To: Medicom MTD Ltd

99 Petrovskaya Str
Taganrog, Rostov Region
347900

Russian Federation

Subcontractor: Service(s) supplied

Polmed.de EU Representative
Vertretung und Reprasentanz

Dipl.-oec Boguslaw Karcz

Steindcker 5

Aichwald

73773

Germany
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



bsi.
EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 538571
Date: 05 January 2015
Issued To: Medicom MTD Ltd

99 Petrovskaya Str
Taganrog, Rostov Region
347900

Russian Federation

Date SELRIES Action
Number

03 September 2008 | 7218012 First Issue

21 February 2011 7604149 Extention to scope changed from The manufacture of EEG
equipment and Biofeedback psychophysiological rehabilitation
devices to The manufacture of equipment for EEG/EP studies,
long term Video EEG Monitoring, Cerebral Function Monitoring,
PSG/Sleep Diagnostics, neurophysiological, psychophysiological
and psychological studies, and equipment for biofeedback
training and rehabilitation.

28 Jun 2013 7985407 Certificate renewal and addition of Polmed.de as EU
representative.

05 January 2015 8269950 Extension to scope to include equipment for EMG studies
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



