
sertiso QUALITY MANAGEMENT
SYSTEM CERTIFICATE

Certificate number: 1 4 5 L7 9'2L'L2'L4

Name of certified organisation:

UTAS Technologies s.r.o

Headquarters:

1 Stavitelska str., Bratislava 83104, Slovakia

Scope:

Design, production, sales and service of active medical devices used in
the intensive care

CE Certiso Kft. certifies that the quality management system applied by the
organisation above meets the requirements of the following standard on

the listed scope:

MSZ EN ISO 13485 
=2OL6(Iso L3485=2016)

CE Certiso
Orvos. 6s K6rh{ztechnikal
Ellen6z6 6s Tanrisitd Kft

Issue: 2
Issued: 04 lanuary 2022
First issued: l-4 December 202I
Start date of certified status: 14 Decemb er 20'J,B

Expires:

13 December 2O24

CE Certiso Kft.
H-2092 Budakeszi, Erd6 utca 101.
Tel.: +36 23 BB0 830 / info@cecertiso.hu / www.cecertiso.hu

/res^:2311704e'2-13
Val;6/PAPP, dr.

General Manager
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UTAS Technologies s.r.o.

Manufacturer:

Product:

l, Stovitelsko St.

83104 Brotislovo

Slovokio

REG: 48 146 480

VAT: SK2120093382
Iel.: +421220 620001

to Council Directive 93l42lEEC of lfiJune 1993 concerning medical devices

DECLARATION OF CONFORMITY

UTAS Technologies s.r.o..
Stavitel'ska, 1, Bratislava, Slovakia,831 04

LUNG VENTILATORS UVENT.S

models UVENT-A.S. UVENT.T-S. UVENT.M.S

classification: class ll b, according to fre Rule 10, Annex lX of the MDD

Gonformity assessment route: Annex ll, Clause 3

We, the Manufacturer, herewith declare that the stated medical devices to be in compliance with requirements of Council
Directive 93l42lEEC of 14 June 1993 concerning medical devices and Directive 20A7A7lEC of the European Parliament
and of the council of 5 September 2007 . All supporting documentation is retained at the premises of the manufacturer

This Declaration applies to the lung ventilaton with serial numbers starting fom Ns V,300.17001.0001

Standards applied: EN 60601-1-2:2015',
EN 60601-1-8:2007:
EN 80601-2-12:2012;
EN 1041:2008;
ISO 1522$1:2016
EN ISO 13485:2016.

Notified Body: CERTISO

H-2092 Budakeszi, [:rdo utca 101., HUNGARY

C €,*,
144941-19-06-18

ldentification number:

EC Certificate:

Date of issue:

Expiry date:

Signature:

0 con sove the

EN 60601-1:2015:
EN 60601-1-6:2010;
EN 60601-249:2011i:
EN 794-3:1998;

EN 62366:2008;
EN ISO 14971:2012:
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