_S Polmed.de

Vertretung und Repréisentanz,

Annex 1: List of devices produced « Medicom MTD Ltd »
registered in German (BfArM- DMIDS) with CE marking

Medicom MTD Ltd

68, Frunze str., Taganrog, Russia, 347900
Phones: +7 (8634) 62-62-42

Fax: +7 (8634) 61-54-05 (24 howrs)
e-mail: qualitv@medicom-mtd. com
www: hittp -www medic om-mitd. com

Name Notified body/ Nomenclature term UMDNS Class Form Registration Certificate Date of first | Registration Exp. date
English Certificate No. English / German Code number number Ne. registration date
Exp. date DMIDS DMIDS (No. of by DMIDS DMIDS
document)
DMIDS
1. | CEREBRAL FUNCTION MONITOR 00272826 DE/CA37/POL0O47A2
"ENCEPHALAN-CFM™ EEG Monitars, Telemetric / : changed by changed by - i Cr
EEG-MONITOR,TELEMETRISCH | !>72 [ T2 | 50313360 | DEcAsopoOLOa7Az | 00102579 | 2011-03-23 | 2019-02-25
2. | ELECTROENCEPHALOGRAPH - RECORDER
COMPUTERIZED PORTABLE
"ENCEPHALAN-EEGR-19/26"
Models:
S NI AN BB 1 AT 00272824 | DE/CA37/POLO42A3
3) "ENCEPHALAN-EEGR-19/26" AT-Video Recorders, Long-Term, EEG/ changed by changed by
4) '"ENCEPHALAN-EEGR-19/26" AT-FSG REKORDER, LANGZEIT-, EEG 12389 fLa 00313369 DE/CAS9/POLO42A3 00063244 | 200RUGIL. | 0190225
5) "ENCEPHALAN-EEGR-19/26" AT-PSG-Video
6) "ENCEPHALAN-EEGR-19/26" AT-PSG-Video-POLY
7) modification "Mini" "ENCEPHALAN-EEGR- 19/26" AT-Mini 2797/
8)  modification “Mni* "ENCEPHALAN-FEGR-19/26" AT-Mini-Video CE 538571
9)  modification “Mmni* “ENCEPHALAN-FEGR-19/26" AT-SOMNO until
10) modification "Mini" “ENCEPHALAN-FEGR-19/26" AT-SOMNO-Video 2023-09-02 2023-09-02
3. | PSYCHOPHYSIOLOGICAL TELEMETRIC SYSTEM i
"REHACOR-T" 00272825 DE/CA3T/POLO44AS
Madels: Biofeedback Systems/ o changed by changed by - . 201 0.07-25
1) “Rehacor T version “Milnl® BIOFEEDBACKSYSTEM 16396 | Ta | "s0s13369 | DRICASoPOLOMAs | 00063246 | 20080811 | 2019.02:23
2) “Rehacor-T" version “Micro™
4. | NEUROMYOANALYZER NMA-4-01 "NEUROMY AN" P R —
Models:
1) NMA-4-01 "Neuromyan” modification 01 (2 charmels) EMG Monitars, Telemetric / P changed by changed by . 5 .9 0775
2) NMA-4-01 "Neuromyani” modification 02 (4 channels) EMG-MONITORTELEMETRISCH | 13720 | T2 | 65313366 | DEcAsopoLosodz | 00123918 [ 2015-01-29 | 2019-02-25
3) NMA-4-01 "Newromyan" modification 03 (5 charmels)
5. | SLEEP SIGNALS RECORDER "ApnOx" 00272829 DE/CA37/POLOS0A2
Models: changed by changed by
2 s Polysomnographs / 17-458 Ha i gaies i 00129279 | 2015-06-11 | 2019-02-25
3 ::::;:-lll;ll RO TS OMOICRAT 00313369 DE/CAS9/POL030A2
Polmed. de, Beata Rozwadowska
- EC REP Fichtenstr. 124, 90763 Fiwth
Gemmany email: info@polmed.de

Made on the basis of an Extract from the database www. dundide ("German Medical Device Information and Database System” (DMIDS)




_S Polmed.de

Vertretung und Repréisentanz

Certificate
Of Marketing Authorization of Medical Product

within Germany, the member states of the European Union
and the other states having a contractual agreement with the Furopean Economic Area

Nr. 00063244

Issued on the basis of the Declaration of conformity and registration taking into account Article 11 of Regulation (EU) 2017/745 (MDE) on Medical Devices
and Medical Device Iimplementing Act (MPDG)

Ausgestellt auf Grund der Konformititserklimng und Registrienung unter Berficksichtigung
der Verordnung (EU) 201 7/74 5(MDR) Artikel 11 iber Medizinprodukte und Med zinprodukterecht -Durchftlvungsgesetz (MPDG)

Manufacturer / Hersteller Medicom MTD Ltd
68, Frunze str
Rostov Region
Taganrog 347900 RUSSIA
www.medicom-mtd.com

Product name / Produkt Electroencephalograph - recorder computerized
portable"ENCEPHALAN-EEGR-19/26"

Models:

1. ,ENCEPHALAN - EEGR — 19/26" T

2. ,ENCEPHALAN - EEGR — 19/26" AT

3. ,ENCEPHALAN - EEGR - 18/26" AT —Video

4. [ENCEPHALAN - EEGR - 19/26" AT —PSG

5. ,ENCEPHALAN - EEGR —19/28" AT — PSG - Video

6. ,ENCEPHALAN - EEGR —19/26" AT — PSG - Video POLY

7. modification ‘Mini* ENCEPHALAN — EEGR - 19/26" AT — Mini

8. modification "Mini" ENCEPHALAN — EEGR — 19/26" AT — Mini — Video

9. modification "Mini* .ENCEPHALAN — EEGR — 19/26" AT — SOMNO

10. modification "Mini* ,ENCEPHALAN — EEGR — 19/26" AT — SOMNO - Video

Registration number / Registriemummer DE/CA59/POL042A3

Notified body/ Benannte Stelle 2797
Certificate number(s)/ Bescheinigung(en) CE 538571
Classification / Klassifizierung Class il a
Nomenclature code / Nomenklaturcode 12-389

Nomenclature term/Nomenklaturbezeichnung Recorders, Long-Term, EEG/
REKORDER, LANGZEIT-, EEG

Registration date : 2019-02-25 Valid to : 2023-09-02
Registrierdatum Giiltig bis
First Registration : 2008-09-11
Erstregistrierung
Represented in the EC by: Date: October 06, 2021
e
Polmed.de Beata Rozwadowska
Fichtenstr. 12A, 90763 Fiurth, Germany
email: info@polmed.de
Polmed.de

Tel: +49 911 93163967

Valid with the Extract from the database www.dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www. dimdi de (Deutsches Medizinprodukte-Informations- und Datenbank system (DMIDS))



_S Polmed.de

Vertretung und Repréisentanz

Certificate

Of Marketing Authorization of Medical Product

within Germany, the member states of the European Union
and the other states having a contractual agreement with the Furopean Economic Area

Nr. 00063246

Izsued on the basis of the Declaration of conformity and registration taking into account Article 11 of Regulation (EU) 2017/745 (MDR) on Medical Devices
and Medical Device Implementing Act (MPDG)

Ausgestellt auf Grund der Konformititserklamng und Registrierung unter Bericksichtigung
der Verordnung (EU) 201 7/74 5(MDR) Astikel 11 iiber Medizinprodukte und Med zinprodukterecht -Durchflwungsgesetz (MPDG)

Manufacturer / Hersteller Medicom MTD Ltd

68, Frunze str

Rostov Region

Taganrog 347900 RUSSIA
www.m edicom-mtd.com

Product name / Produkt Psychophysiological Telemetric System

"REHACOR-T"

Models:

1. "Rehacor-T" version Mini*
2. "Rehacor-T" version Micro®

Registration mumber / Registriernummer DE/CA59/POL044A5

Notified body/ Benannte Stelle 2797

Certificate number(s)/ Bescheinigung(en) CE 538571

Classification / Klassifizierung Class Il a

Nomenclature code / Nomenklaturcode 10-396

Nomenclature term/Nomenklaturbezeichnung Biofeedback Systems/

BIOFEEDBACKSYSTEM
Registration date : 2019-02-25 Valid to : 2023-09-02
Registrierdatum Giiltig bis
First Registration : 2008-09-11 *‘95‘
Erstregistrierung 'TT
. & Polmed.de
Represented in the EC by: = Date: October 06, 2021
%, e

Polmed.de Beata Rozwadowska A4
Fichtenstr. 12A, 90763 Fiurth, Germany
email: info@polmed.de Polined. de

Tel: +49 911 93163967

Valid with the Extract from the database www.dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit -Auszug aus der Datenbank www. dimdi de (Deutsches Medizinprodukte-Informations- und Datenb ank system (DMIDS))




_S Polmed.de

Vertretung und Repréisentanz

Certificate
Of Marketing Authorization of Medical Product

within Germany, the member states of the European Union
and the other states having a contractual agreement with the Furopean Economic Area

Nr. 00102579

Izsued on the basis of the Declaration of conformity and registration taking into account Article 11 of Regulation (EU) 2017/745 (MDR) on Medical Devices
and Medical Device Implementing Act (MPDG)

Ausgestellt auf Grund der Konformititserklamng und Registrierung unter Bericksichtigung
der Verordnung (EU) 201 7/74 5(MDR) Astikel 11 iiber Medizinprodukte und Med zinprodukterecht -Durchflwungsgesetz (MPDG)

Medicom MTD Ltd

68, Frunze str

Rostov Region

Taganrog 347900 RUSSIA
www.m edicom-mtd.com

Manufacturer / Hersteller

Product name / Produkt CEREBRAL FUNCTION MONITOR

"ENCEPHALAN-CFM”
Registration number / Registriernummer DE/CA59/POL047A2
Notified body/ Benannte Stelle 2797
Certificate numb er(s)/ Bescheinigung(en) CE 538571
Classification / Klassifizierung Class Il a
Nomenclature code / Nomenklaturcode 15-719

EEG Monitors, Telemetric /
EEG-MONITOR, TELEMETRISCH

Nomenclature term/Nomenklaturbezeichnung

Registration date : 2019-02-25 Valid to : 2023-09-02

Registrierdatum Gltig bis

First Registration : 2011-03-23

Erstregistriening

Represented in the EC by: Date: October 06, 2021
e

Polmed.de Beata Rozwadowska

Fichtenstr. 12A, 90763 Fiurth, Germany

email: info@polmed.de PalnEide

Tel: +49 911 93163967

Valid with the Extract from the database www. dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit Auszug aus der Datenbank www.dundi de (Deutsches Medizinprodukte-Informations- und Datenbank system (DMIDS))



_S Polmed.de

Vertretung und Repréisentanz

Certificate
Of Marketing Authorization of Medical Product

within Germany, the member states of the European Union
and the other states having a contractual agreement with the Furopean Economic Area

Nr. 00125918

Izsued on the basis of the Declaration of conformity and registration taking into account Article 11 of Regulation (EU) 2017/745 (MDR) on Medical Devices
and Medical Device Implementing Act (MPDG)

Ausgestellt auf Grund der Konformititserklamng und Registrierung unter Bericksichtigung
der Verordnung (EU) 201 7/74 5(MDR) Astikel 11 iiber Medizinprodukte und Med zinprodukterecht -Durchflwungsgesetz (MPDG)

Manufacturer / Hersteller

Product name / Produkt

Registration nunber / Registriemummer
Notified body/ Benannte Stelle
Certificate number(s)/ Bescheinigung(en)
Classification / Klassifizierung
Nomenclature code / Nomenklaturcode

Nomenclature term/Nomenklaturbezeichnung

Registration date : 2019-02-25

Registrierdatum

First Registration : 2015-01-29
Erstregistrierung

Represented in the EC by:

Polmed.de Beata Rozwadowska
Fichtenstr. 12A, 90763 Firth, Germany

email: info@polmed.de
Tel: +49 911 93163967

Medicom MTD Ltd

68, Frunze str

Rostov Region

Taganrog 347900 RUSSIA
www.m edicom-mtd.com

Neuromyoanalyzer NMA- 4- 01 "NEUROMYAN"

Models:

1. NMA-4-01 "Neuromyan" modification 01 (2 channels)
2. NMA-4-01 "Neuromyan” modification 02 (4 channels)
3. NMA-4-01 "Neuromyan" modification 03 (5 channels)

DE/CA59/POL049A2
2797

CE 538571
Class |l a
15-720

EMG - Monitors, Telemetric
EMG - MONITOR, TELEMETRISCH

Valid to : 2023-09-02
Giiltig bis
Date: October 06, 2021
i
Polmed.de

Valid with the Extract from the database www.dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www. dimdi de (Deutsches Medizinprodukte-Informations- und Datenbank system (DMIDS))



_S Polmed.de

Vertretung und Repréisentanz

Certificate
Of Marketing Authorization of Medical Product

within Germany, the member states of the European Union
and the other states having a contractual agreement with the Furopean Economic Area

Nr. 00129279

Izsued on the basis of the Declaration of conformity and registration taking into account Article 11 of Regulation (EU) 2017/745 (MDR) on Medical Devices
and Medical Device Implementing Act (MPDG)

Ausgestellt auf Grund der Konformititserklamng und Registrierung unter Bericksichtigung
der Verordnung (EU) 201 7/74 5(MDR) Astikel 11 iiber Medizinprodukte und Med zinprodukterecht -Durchflwungsgesetz (MPDG)

Manufacturer / Hersteller Medicom MTD Ltd

68, Frunze str

Rostov Region

Taganrog 347900 RUSSIA
www.m edicom-mtd.com

Product name / Produkt SLEEP SIGNALS RECORDER "ApnOx"
Models:
1. "ApnOx-04*
2. "ApnOx-10"
Registration number / Registriernummer DE/CA59/POL050A2
Notified body/ Benannte Stelle 2797
Certificate numb er(s)/ Bescheinigung(en) CE 538571
Clagsification / Klassifizierung Class Il a
Nomenclature code / Nomenklaturcode 17- 458
Nomenclature term/Nomenklaturbezeichnung Polysomnographs /
POLYSOMNOGRAPH
Registration date : 2019-02-25 Valid to : 2023-09-02
Registrierdatum Giiltig bis
First Registration : 2015-06-11
Erstregistrierung
Represented in the EC by: Date: October 06, 2021
Polmed.de Beata Rozwadowska
Fichtenstr. 12A, 90763 Fiirth, Germany
email: info{@polmed.de TR

Tel: +49 911 93163967

Valid with the Extract from the database www. dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www. dindi de (Deutsches Medizinprodukte-Informations- und Datenb ank system (DMIDS))



