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Preklad

z anglického do slovenského jazyka

Prekladatel’:

Zadavatel’:

Cislo spisu (objednavky):

Preklad cislo

Predmet prekladu:

Podet stran prekladane;j listiny/ pocet
stran prekladu:

Pocet odovzdanych vyhotoveni:

PhDr. Olga Kralovi¢ova

Messer Medical Home Care Slovakia
s.r.o., Piest’anska 12, 915 01 Noveé
Mesto nad Vahom

23/2022
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EC Certificate

EU Quality Management System " . ®
REGULATION (EU) 2017/745 on Medical Devices, Annex IX Chapter |, TUVRheinland

Section 2 and 3 and Chapter lli

Registration No.:

Manufacturer:

EUDAMED Single
Registration No.:

Products:

Authorised
representative(s):

Certificate history
Revision:
0

HZ 2214580-1

GE Medical Systems
Information Technologies, Inc.
9900 Innovation Drive

Wauwatosa, Wi 53226
USA

N/A

Class lla- Z120503 ELECTROCARDIOGRAPHS

Class llb -Z120302 VITAL SIGNS MONITORING INSTRUMENTS

GE Medical Systems SCS
283 Rue de la Miniere, 78530 BUC

France
| Description: ' Issue date:
Initial [ 2020-11-17

The Notified Body hereby declares that the requirements of Annex X, Chapter |, Section 2 and 3 of the
REGULATION (EU) 2017/745 have been met for the listed products. The above named manufacturer
has established and applies a quality management system, which is subject to periodic surveillance,
defined by Annex IX, Chapter |, Section 3 of the aforementioned regulation. The requirements of Annex
IX, Chapter Il are fulfilled. If class |l devices or class Ilb implantable devices referred to in the second
subparagraph of Article 52(4) are covered by this certificate an EU technical documentation assessment
certificate according to Chapter Ii, Section 4.9 is required before placing them on the market.

Report No.:
Effective date:

Expiry date:

Issue date:

234158038-30
2020-11-17
2025-10-30
2020-11-17

TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to REGULATION (EU) 2017/745 concerning
medical devices with the identification number 0197
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ES Certifikat

s5ystém manaimentu kvality EU \
Nariadenie (EU) 2017/745 o Zdravotnickych pomadckach, Priloha IX Kapitola |, TUVRhei
Dddiel 2 a 3 a Kapitola Il & einland

Registracné Cislo: HZ 2214580-1

Vyrobca: GE Medical Systems
Information Technologies, Inc.
9900 Innovation Drive
Wauwatosa, WI, 53226

USA
Jednotné registracné
¢islo EUDAMED: nehodi sa
\/yrobky: Trieda lla — 2120503 Elektrokardiografy

y

Trieda Ilb —Z120302 Monitorovacie pristroje vitalnych funkcii

Autorizovany
zastupca: GE Medical Systems SCS
283 Rue de la Miniere, 78530 BUC

Francuzsko

Historia certifikitu

| Revizia Opis_ | Datum vydania

0 x " | prvotny ' 17.11.2020

re uvedené produkty splnené. Hore spomenuty vyrobca zaviedol a aplikuje systém manazmentu kvality, ktory je
predmetom pravidelného dohladu, definovaného v Prilohe IX, Kapitole I, Sekcii 3 hore spomenutého nariadenia.
Poziadavky Prilohy IX, Kapitoly Ill st splnené. Ak s implantovatelné pomdocky triedy 1l alebo Ilb, o ktorych sa hovori
v pododseku Cldnku 52(4), zahrnuté pod tento certifikat, je potrebny EU Certifikat posidenia technickej
dokumentacie podla Kapitoly |1, Sekcie 4.9 predtym, ako je takato pomocka umiestnena na trh.

f\lotifikovan? organ tymto vyhlasuje, e poZiadavky Prilohy IX, Kapitoly |, Sekcie 2 a 3 Nariadenia (EU) 2017/745 boli
P

Cislo spravy: 234158038-30
Datum ucinnosti: 17.11.2020
Datum exspiracie: 30.10.2025
Datum vydania: 17.11.2020

TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH je Notifikovany organ, podla Nariadenia EU 2017/745 vztahujlceho sa
na zdravotnicke pomocky, s identifikacnym cislom 0197.



Dolu podpisana Ol'ga Kralovi¢ova som vypracovala preklad ako prekladatel’ka pre jazyk
anglicky zapisand v zozname znalcov, tlmoé¢nikov a prekladatelov, ktory vedie
~ =17

213,

Ministerstvo spravodlivosti Slovenskej republiky, eviden¢né ¢islo prekladatel’a: 970
Preklad je zapisany v denniku pod poradovym ¢&islom 23/2022.

Preklad suhlasi s prekladanou listinou.

Diia 1.3.2022

[, Ol'ga Kralovicova, hereinafter undersigned, made the translation as

English language registered in the list of experts, interpreters and transla
Ministry of Justice of the Slovak Republic, registration number of the translats
The translation is registered in the translator’s journal under No. 23/202

The translation corresponds to the translated document.

Dated March 1, 2022




