EC CERTIFICATE

Full Quality Assurance System

Certificate No.: Project No.: Valid Until;
1000312812-PA-NA-CZE rev.1.0 PRIC-600254-2019-PRC-CZE 27 May 2024

This is to certify that the quality system of:

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

For design, production and final product inspection/testing of:

RESPIRATORY GAS MONITORING DEVICES

Has been assessed with respect to:

THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN
ANNEX II EXCLUDING SECTION 4 OF COUNCIL DIRECTIVE
93/42/EEC ON MEDICAL DEVICES, AS AMENDED

and found to comply.

Further details of the product(s) and conditions for certification are given overleaf,

Place and date: For:
Hgvik, 04 January 2021 DNV GL PRESAFE AS
P ——

Py SSan

€ is digitally verified by blockchain
. For more info, see

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Fai

re to comply may render this Certificate invalid.
NOTIFIED BOGY: DNV GL PRESAFE AS, Veritssvelen 2, N-1363 Hovik, Neoway - Registered

2 Enterprise No: NO 997 067 401 MvAa |,
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DNV:-GL

Certificate No,:
1000312812-PA-NA-CZE rev.1.0

Jurisdiction

Project No.: Valid Until:
PRIC-600254-2019-PRC~CZE 27 May 2024

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om Medisinsk Utstyr”
by the Norwegian Ministry of Health and Care Services.

Certificate history:

Revision Description Issue Date
0.0 Original Certificate 08 September 2020
1.0 Extension in scope - new product AMG-06 added 04 January 2021

Products covered by this Certificate:

Product Description Product Name Class

Malnstrean GO 2 Eansdl with Mainstream CO2 sensor TESM.506001

RS Airway adapter adult/pediatric TESM.706020 IIb
Airway adapter pediatric/neonatal TESM.706021

Multigas Analyzer Multigas Analyzer AMG-06 TESM.943129.002 IIa

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site Name

Address

/w’ ..'

LME L“"‘!ér 2D

Triton Electronic Systems Ltd

EU Representative

Wladimir Wollert, Otto-Selzerstrale 16, D-97340, Marktbreit, Germany

Sibirskiy Trakt str. 12/5, 620100, E,I(at,grd "a‘
Russian Federation 1\». “J%OMEDCOM

,x

NOTIFIED BODY: DNV GL PRES

I AS, Veritagvel

en 3, N-1363 Hovik, Norway - Registered Enterprise No: NGO 997 067 401 MVA |
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DNV-GL

Certificate No.: Project No.: Valid Until:
1000312812-PA-NA-CZE rev.1.0 PRIC-600254-2019-PRC-CZE 27 May 2024

Terms and conditions

The certificate is subject to the following terms and conditions:

# Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his
product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective
products.

% The certificate is only valid for the products and/or manufacturing premises listed above.

# The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold
it so that it remains adequate and efficient.

# The Manufacturer shall inform Presafe of any intended updating of the quality system and Presafe will
assess the changes and decide if the certificate remains valid.

% Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the
quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay unannounced
visits.

The following may render this Certificate invalid:
# Changes in the quality system affecting production.
# Periodical audits not held within the allowed time window.

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC declagafi@n
conformity and legally affix the CE mark followed by the Notified Body identification numpef

End of Certificate Q) QO

NQTIFIED BOOY: DNV GL PRESAFE AS, Veritasvelen 3, N-1353 Hovik, Norway - Registered Enterprise No: NO 997 067 401 MVA |
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I r e a to n Oduunanbubiin npepcrasurens 8 Mongose OO0 Pomenkom .

MynbTurasosbin aHanmnsatop AMG-06
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Oduunanbhbiit npegcraButens B Mongose OO0 Pomenkom

MynbTurazossiin aHanusatop AMI™-06 npeaHasHaueH Ans U3MEpeHus cneayroLmnx napameTpos:;

» FICO, un EtCO, KoHUEHTpauuio B 6GOKOBOM NOTOKE

KOHUEHTpaUns aHeCTETUKOB (AX) BO BbIXaeMbIX U BbifibIxaeMblx razax: usodnypat (I1so), cesonypaH (Sev),
necdnypax (Des).
* Yacrora gbixanua (Y1), uHaekc MAK, anHos, aTMocepHoe aaBneHue,

Obwue napameTpsl

pynnel nauneHToB Bapocnsle, et ot 3 net 1 cTapule
Aucnnen | 5-A0UMOBBI LIBETHOW CEHCOPHBIA TFT-gucnnen i
Mertoa namepeHus B , HeaucnepcnonHeii nidpakpackbit (NDIR) _
Mavepsemplerasel | CO2, Sevoflurane, Isoflurane, Desflurane ;
Wamepsiemble napameTpbi FiCO2, FIDES, FilSO, FiSEV,
EtCO2, EtDES, EtISO, EtSEV, YacToTa ablxaHus
(RSP)
MuHumanbHas anbeeonspHas koHueHTpaums (MAC)
Auvana3oH uamepeHuit
CO2 | 0-15.0 Vol% or kPa (paspelieHue 0.1)
DES | 0-17.0 Vol% (paspetueHne0.1)
ISO | 0-5.0 Vol% (paspeluerne0.1)
SEV | 0-7.0 Vol% (paspeweHue 0.1) o
TouHOCTb
CO2 | (043% + 8% yposHa ra3a)
DES | (0.2% + 15% ypoBHs rasa)
ISO | (0.2% + 15% ypoBHs rasa)
SEV | (0.2% + 15% yposHs rasa) )
HuanasoH pacxoga uamepsiemoro rasa 50-250 ml/min
To4yHocTb £10 ml/min (or £10% B 3aBUCMMOCTY OT TOrO, YTO Gonblue)
_OtobpaxeHue 3aperncTpupoBaHHbIX NapameTpos Liudbposoi, rpacmueckun
Lindposont gucnneit CO2, KOHUEHTPALUM aHEeCTETUKOB
["padhnyecknit gucnnei CO2, KOHUEHTPALUN aHEeCTETUKOB )
_Bpems otknuka B 25sec
_Buanasol YacToTe! AbixaHus 0 - 160 BAox0B B MUHyTY (BPM) } ]
| CurHanusaums Visual and audible B .
Bpems pasorpesa ISO accuracy within 45 s (warming-up time)
Full accuracy within 10 min (in normal mode)
MutaHue ot ceTtu 100-240V, 50/60 Hz
BerpoenHsln akkymynsTop 2000 mA*h, Ni-Mh, up to 2h of operation
TpeHabl 72h -
["abaputhbl 170 x 155 x 135 mm
| BEC 1.5 kg
Paboyas NOBEPXHOCTbL YCTPONCTBO NOPTATUBHOE, 870 MOXHO PA3MECTUTL Ha pabouen nosepxHocTU
UM NOABECUTH W 3aKPENUTL Ha nodown NOBEPXHOCTU PALOM C NALUEHTOM,
PerMCTpMpyeMble OaHHbIe NauneHTa BOSF)PJCT, Hoh‘ BGC,—DOCT, Aarta nocTynneHua, anarHo3 npu
NOCTYNNEHUN, KINUHNYECKUIA ANarHo3, npumMmeyaHua
Aabiki o |mMwWoxectBO
CraHaapTsl PaspaboTtaH B COOTBETCTBUM ¢ TReBOBAHUSMY
MDD 93/42/EEC, EN ISO 80601-2-55, EN.8f %
G 60601-1-
Kanu6poska NmeeTca B Hanuuum 'y 4 R
YCTPONCTBO UMEET (DYHKLIMIO aBTOM
) _Kannbposkn Hyna.
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