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Healthcare

MEDICAL HIGH PRESSURE REGULATORS

MEDISELECT® Il
MEDIREG® li

MEDISELECT®

Regulator with flow selector
Rotating pressure gauge which allows convenient reading
¢ 360° swivelling outlet — it enables better orientation of
the nasal cannula or oxygen mask towards the patient
(preventing from twisting)
Innovative self centering flow setting device with continuous
flow between settings. In the unlikely event of indent
mechanism failure, the patient will still be supplied by
medicinal gas
Lateral and frontal reading of fl ow settings
e Higher number of flow disc holes increases treatment
options. Extra flow setting of 25 I/min on the traditional
15 I/min variant, allows use in resuscitation
* The additional 7 I/min is intended for nebulization

MEDIREG®

¢ Regulator with pressure outlet, constantly adjusted flow or
with flowmeter
¢ Rotating pressure gauge which allows convenient reading.
¢ Ergonomic and streamlined design
¢ Easy cleaning surface s
o Compact and user friendl mﬂ"‘
3
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THE ADVANTAGES OF MEDISELECT® ||

Rotating pressure gauge which Continuous flow between settings,
allows convenient reading - in the unlikely event of mechanism

failure

360° Uy e

Two windows - frontal and lateral
allow very good visibility of set values

360° swivelling outlet allows
wider use of positioning

THE ADVANTAGES OF MEDIREG® |l

Rotating pressure gauge which allows

convenient reading

Low weight Space saving gauge
Ergonomic
Compact




TECHNICAL DATA

Gas: O,, Air, N0, CO,, O,/N,0

Inlet pressure range: Up to 300 bar

Nominal outlet pressure: 4 bar
Oto2lpm 0;0,1;0,2;0,3;0,4;0,5;0,6;0,7;0,8;1;1,5;2
0to 3Ipm 0, 1/64,1/32,1/16,1/8,1/4,1/2, 3/4,1,15, 2, 3

Flow ranges*:
0to6lpm 0;0,25;0,5:0751;1,5;2;2,5;3:4;5:6
0to 25 Ipm 0:1,2:3:4;5,6;7:9;12;15;25

Inlet connection: According to national standards

Outlet connection: 9/16 UNF, M12x1,25, G3/8, G1/4 with hose nipple

Body material: Nickel-plated brass

Control knob: Polyamide

O-rings: EPDM

Filter: Sintered bronze

Gauge cover: TPE (thermoplastic elastomer)

Complies with Medical Devices Directive 93/42/EEC

Regulatory status: Complies with EN ISO 10524-1 (Pressure regulators for use with medical gases)

Complies with EN 1789 (Medical vehicles and their equipment - Road ambulances)

Classification: Class llb

Manufacturer: GCE, s.ro, Zizkova 381, 583 81 Chotébot, CZ

* Flowrates expressed at 23°C and 101,3 kPa

FLOW CURVE FOR OXYGEN (P2 = 4 BAR)

Flow curves
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GCR2 mediline

Security in action

MEAWNLINHCKWE PEAYKTOP BbICOKOTO
NABINEHNA

MEDISELECT® I
MEDIREG® I

BbIMYCK 1/2016

MEDISELECT®

Perynatop faBneHus n pacxoga.

[MOBOPOTHBI MaHOMETP NO3BOJAET NIErKO KOHTPONMPOBaTb
NaBneHue rasa B 6anioHe.

MoBOPOTHbIN Ha 360° BbIXOAHOW LITYLIEP NO3BOAET Nyylle
MOACOEANHUTD KaHIoNIO 1Y MacKy (Mo3BonAeT NpefoTBpaTuThb
CKpyuMBaHUe TPYyOOUKN)

HoBoe camoLeHTpupytoLieecs yCTPOMNCTBO perynaTopa pacxoaa
C NNaBHbIM PACXOAOM B MOMOXKEHNN MeXY OTAENbHbIMM
3HauyeHnAMU. B ciyyae noBpexaeHna mexaHn3ma He NPoncxoguT
OCTaHOBKa NnopAauv MeAnLMHCKOrO rasa.

npOCTOTa KOHTPOJ1IA HAaCTPOEHHbIX 3HaYeHun pacxofa rasa —
nepegHee n 6oKoBOE KOHTPOJIbHOE OKOLUKO.

Bonbluoii AranasoH pacxofoB yBENNYMBAET UNCIIO CNOCO60B
npumeHeHuA. 3HayeHne 25 1/M1UH. MoXeT 1cnonb3oBaTtbcA
[NA peaHUMaLny, a 3HayeHve 7 N/MUH. NpeAHa3HauyeHo Ana
Hebynu3sauun

MEDIREG®

PenyKUMOHHDBI KnanaH ¢ npefyCcTaHOBMIEHHbIM JaBNeHneM Ha
BbIxoe.

MoBOPOTHbLIN MAHOMETP NMO3BONIAET NIErKO KOHTPONNPOBATH
nNaBfieHue rasa B GannoHe.

MoBOPOTHbIN Ha 360° BbIBOA MOTOKa NO3BONAET NyyLue
NOACOEAUHNTD KaHIoMo UM Macky (Mo3BonAeT NpeAoTBpaTUTb
CKpyurBaHue Tpyb6ouKkn).




MPWEMYLLECTBA MEDISELECT® I

nOBOpOTH bIfi MaHOMETP No3BoNAET

JIErKO KOHTPOJNIMPOBATL AaBNeHe AR MnaBHOCTb NOTOKA B NOSIOXKEHWM
rasa B 6annoxe. G ) Mexay OTAeNIbHbIMY 3HaYeHMAMMU.

B cnyuae noBpexaeHns MexaHn3mMa
nogaya MeAULIMHCKOrO rasa He
npekpaliaercs.

} MpocToTa KOHTPONA HAaCTPOEHHbIX
BbiBOA NOTOKA C NOBOPOTOM 9
360° oBecreumnBacT 3HayeHu pacxofa rasa - nepefgHee u
Ha 60KOBOE OKOHLIe A4S CUNTbIBAHNA

yno6Hoe noacoeuHeHve

MPUEMYILECTBA MEDIREG® Il

MOBOPOTHbIi MAHOMETP MO3BONAET NErko
KOHTPONMPOBAaTb AaBneHVe ra3a B 6annoHe

BbiBOA NoToKa ¢ MOBOpOTOM Ha 360°
obecneunBaet yobHoe nofcoeanHeHe

JNerkun

DProHOMUYeCKni KomnakTHbI MaHOMETP

KomnakTHbIN



TEXHWYECKA UHOOPMALINA 0 MEDISELECT® Il W MEDIREG® Il

FLOW CURVE FOR OXYGEN (P2 =4BAR)

BbixogHoe faBneHue p2 [6ap]

6.0

0 50

100 150 200 250

Pacxop rasa Q [n/muH]

TEXHUYECKWE JAHHBIE
la3:

BxofHoe faBneHue:
BbixofHoe faBneHue:
[nanasoHbl pacxoga*:
o1 0 o 2 n/MunH:

ot 0 8o 6 n/MuH:

o1 0 go 25 n/MuH:
BxofHoe coepnHeHue:
BbixogHoe coepnHeHve:
Marepuan kopnyca:
Pyuka ynpaBneHus:
KonbLeBble 3aXKnMbl:
OunbTp:

Kopnyc nHankatopa gaBneHus:

CooTBeTCTBME HOPMaM 1 AVPEKTVBaM:

Knaccndpukauus:

*Pacxop npn 23°Cu 101,3 klMa

02, Bo3pyx, NZO, COZ, OZ/ NZO
o 300 6ap
3,6-5,56ap

0/0,1/0,2/03/04/05/06/0,7/08/1/1,5/2
0/0,25/05/0,75/1/1,5/2/25/3/4/5/6
0/1/2/3/4/5/6/7/9/12/15/25

B cooTtBeTCTBUYM C HaLl. cCTaHAapTaMu

9/16 UNF, M12x1,25, G3/8, G1/4 + Hunnenb pykasa
HukennpoBaHHasa naTyHb

Monnamng

STUNEH-NPONUNEHOBBIN Kayuyk

CneyéHHasn 6poH3a

TepmonnacTyHbIN KayuyK

CootsetctyeT [npektuse 93/42/EEC 0 MeANLIMHCKNX N3OeNnAX
CootsetctyeT EN ISO 10524-1

CootetctByeT EN 1789

MpownsBegeHo B cootrBeTcTBMM € EN ISO 9001 11 EN ISO 13485
Knacc llb



GCE Group - ofjHa U3 NAUPYIOLMX KOMMNaHWUii B Mype B cdepe 060pyAoBaHMsA Af1A Fa30BOro KOHTPONA.

[maBHbI oduc pacnonaraetcs B Manbme (LLIBeuns), a fBa OCHOBHbIX CHabGXeHUYeCKrX nofgpasaeneHus
- B EBpone n Azun. XongumHr ynpasnseT 15 fouYepHMI KOMMNaHUAMY MO BCEMY MUPY U ABNAETCA
paboTopatenem gns 6onee yem 900 yenoBek.

GCE Group paboTaeT B UeTbipex pas3fiMuHbIX HanpaBieHnAX — 060pyaoBaHVEe 47151 CBApPKU U Pe3KK,
NPOMbILLNIEHHOE, MEAULMHCKOE 060pyAOBaHe 1 060pyAoBaHME AN YNCTbIX ra3oB. B HacTosAwee
BpPEeMsA acCOPTUMEHT NPOAYKLMM KOMMNaHUW BKiloYaeT B cebs 60MbLLOe KOIMYeCTBO HaMMEHOBaHWIA:
OT NPOCTENLLINX PEryNATOPOB AaBMEHWS, Fa30CBapPOYHOro 1 razopesatesibHoro 0bopynoBaHus

[0 C/TOKHENLWNX CUCTeM NoLauv ra3oB ANsA NPUMEHEHWs B 34PaBOOXPAHEHNN 1 B TPOU3BOACTBE
3/1EKTPOHHbIX KOMMOHEHTOB.

000 “IT'CE Kpacc”
194100, r. CaHkT-MNeTepbypr, yn. KaHTemnposckas, 12A
129343, MocKBa, yn. Ypxymckas, 4. 4
BecnnaTtHbIn HOmep: 8-800-5000-423,
e-mail: officespb@gcegroup.com
www.gcegroup.com
russia.gcegroup.com

cce

Gas Control Equipment

ApTt.N 735100001060. M3aaHune 1/2016. KomnaHua octaBnseT 3a CO60 NpaBo BHeCEHUA U3MeHeHuii 6e3 npeaBapuTenbHoro ysegomnerus. 010316kk © GCE 2016



DNV

EC CERTIFICATE

Full Quality Assurance System

Certificabe Mo - Pioject Mo, Wiahd Lhrrd:

108012 T-CE-CIE-NA-PZ Rev 50 PRJC-189056-2005-FRC-CZE 27 hiay 2074

This iz to certify that the quality system of:

GCE, s.r.o.

ZiZkova 361,583 01 Chotébof, Czech Republic

For design, production and final product inspection/testing of:
MEDICAL DEVICES FOR USE WITH MEDICAL GASES

Hag been assessed with respect fo:

The conformity assessment procedure described in Annex Il
excluding section 4 of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply
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DNV

MANAGEMENT SYSTEM
CERTIFICATE

Corifioate me: Inia conilicasion dane -l
2H254 3-20 B-AD-CIS-HA-PE i1 May 2018 033y 2021 — 11 May 2024

Thiz i= to certfy that the management system of

GCE Group AB

Murmansgatan 126, 212 25, Malmad, Sweaden
and the sites as mantioned in the appendix accompanying this certificabe

haz been found to conform to the Quality Management System standard:
ISO 13485:2016

Thizs cerificate is valid for the following scope:

Des=ign, production, sales, distribution and service of medical gas equipment and devices
for usage of medical gases.

Plaos and date For B isEd g officn.
Hewik, 14 January 2022 D P roduct Assarande AS
. Veriiasvesen 1, 1363 Hovik, Noreay
o i F o 5 .'_
lOI Clule Quoteten [D¥2
RCFAECEAN
ACCHETNTATION Ceclk Gusssan Torp
Blanagemess Rephesaiatag
MSY5 018 "

Lach o hifiemed of coraronn me el out n Be Cariouion Agresrmasil ey iesded s Certfosis nesls
ACTREDITED LIMIT. DAY Profud Asssnnce A%, Verfissvises 3 T3EY Hidk, Ry - TEL: #4787 47 39 D8 wawodrm.com



DNV-GL

EC CERTIFICATE

Full Quality Assurance System

Certificate No.: Project No.: Valid Until:
10401-2017-CE-CZS-NA-PS Rev. 5.0 PRIC-189266-2009-PRC-CZE 27 May 2024

This is to certify that the quality system of:

GCE s.r.o.

Zizkova 381,583 01 Chotébo¥, Czech Republic

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

MEDICAL DEVICES FOR USE WITH MEDICAL GASES

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, 15 September 2020 DNV GL PRESAFE AS

Notified Body No.: 2460

/ \ (9 f
' 0 I (Larheae Widad

NORWEGIAN Cathrine Wisbech
ACCREDITATION

The certificate is digitally verified by blockchain
technology. For more info, see

www.dnvgl.com/assurance/certificates-in-the-

blockchain.html

PROD 021

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.
NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA .

Page 1 of 4
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DNV-GL

Certificate No.: Project No.: Valid Until:
10401-2017-CE-CZS-NA-PS Rev. 5.0 PRJC-189266-2009-PRC-CZE 27 May 2024
Jurisdiction

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
Supersedes DNV GL (NB0434) certificate No. 73547-2010-

0.0 CE-CZS-NA 7.0 following transfer of notified body function to [2017-11-01
DNV Nemko Presafe AS (NB2460)

1.0 Correction pagination 2018-07-11
Scope extension - added new variants of Pressure regulators

2.0 integrated with cylinder valves 2018-08-22
- MediVital A and MediVital E

3.0 Re-certification 2020-03-30

4.0 Scope Extension - added new models in Bold

High Pressure Regulators, model MEDITEC

2020-09-11
Flow-metering devices, model MediFlowTec
As listed in the List of Models dated 11-09-2020
5.0 Removing models — Gas Switch, Gas Alarm
C44, Gas Alarm G4, Gas Alarm MC7701, Gas Alarm 2020-09-15

Touch, as per List of Models dated 14-09-2020

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA .

Page 2 of 4



DNV-GL

Certificate No.:
10401-2017-CE-CZS-NA-PS Rev. 5.0

Project No.:
PRJC-189266-2009-P

Products covered by this Certificate:

Valid Until:

RC-CZE 27 May 2024

Product Description Product Name

Class

selectors)
Humidifiers
Low pressure hoses

Medical devices for use with

Medical Gases System)

regulators)
Demand Valve
Gas Saver

Flow-metering devices (Ball flow meters, Flow

Low pressure regulators
Terminal Unit (for Anesthetic Gas Scavenging

Suction equipment (Suction ejectors, Vacuum

IIa

Pressure regulators
valves

Cylinder valves
High Pressure Regu
Terminal Unit
Ambulance Panel

Medical devices for use with
Medical Gases

Resuscitator

Central gas supply system

Adjustable regulators

integrated with cylinder

lators
IIb

The complete list of devices is filed with the Notified

Sites covered by this certificate

Body

Site Name

Address

GCE s.r.o.

Zizkova 381, 583 01 Chotébot, Czech Republic

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Hgvik, Norway -

Registered Enterprise No: NO 997 067 401 MVA .
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DNV-GL

Certificate No.: Project No.: Valid Until:
10401-2017-CE-CZS-NA-PS Rev. 5.0 PRJC-189266-2009-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.

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

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

B 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.

B 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:

B Changes in the quality system affecting production.
B 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 declaration of
conformity and legally affix the CE mark followed by the Notified Body identification number of Presafe.

End of Certificate

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Hgvik, Norway - Registered Enterprise No: NO 997 067 401 MVA .
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