EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

Triton Electronic Systems Ltd.
12/5 Sibirskiy Trakt str.
620100 Ekaterinburg
Russian Federation

for the scope

Intensive Care Ventilators and Patient Monitors
(see attachment)

has introduced and applies a

Quality System

for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex Il — excluding Section 4
of the Council Directive 93/42/EEC

of 14 June 1993 concerning medical devices.

The surveillance will be held as specified in Annex Il, Section 5.

Valid from 2020-11-20
Valid until 2022-01-15
Registration no. D1237200014
Report no. P20-00552-173464
Stuttgart 2020-11-20

JT&C

Head of Certification Body

medical device certification
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Digitally signed by Turcanu Stefan
mdc medical device ce%ﬁﬁ%’t% 2:10:38 EEST
son: MoldSign Signature

Kriegerstra L
D-70191 Stuttgart, (O&3gaYloldova

Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de




Attachment of the certificate
No. D1237200014 Date 2020-11-20 Page 1 of 1
Product category Product Class
Intensive Care Ventilators Zisline MV200 IIb
Zisline MV300
Patient monitor MGA-06 IIb
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Head of Certification Body

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de
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