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AA MERIT 205

European Declaration of Conformity
to the Medical Device Directive, 93/42/EEC

Manufacturer: Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan, Utah 84095 USA

EU Representative: Merit Medical Ireland, Ltd.
Parkmore Business Park West
Galway, Ireland

Product(s)/Product | Classification | Classification Rule GMDN | GMDN description
Category(ies) per Annex IX, MDD | Code
Multiplex Ila Rule 11 62393 | Orthopedic Cement
Controllers dispensing controller
MetaSTAR IIb Rule 9 57972 | Radio-frequency Ablation

| Generators System

Model(s) / Device(s)

Catalog / Model Numbers: For Catalog Number listing refer to electronically generated Oracle

CE Mark Report
Conformity/Assessment Route: Annex I, Section 3.2 of EC Directive 93/42/EEC

We declare that the above mentioned products meet the provisions of the Council Directive 93/42/EEC for medical
devices. This declaration is supported by the Quality System Certificate No. FM 534441 issued originally 05

September 2008 by BSI Management Systems. All supporting documentation is retained at the premises of the
manufacturer.

Notified Body: BSI

Notified Body Number 2797
EC Certificate(s): CE541900
Date of Issue: 03 October 2008

Signature: é Date: [¥ w W 29| 9
Glenn Norton
Vice President, Regulatory Affairs
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AA MERIT/EDCAL

Europske vyhlasenie o zhode
podl’a smernice 93/42/EHS o zdravotnickych pomdckach

Vyrobca: Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan, Utah 84095 USA

Zastupca v EU Merit Medical Ireland, Ltd.

Parkmore Business Park West

Galway, Irsko
Vyrobok(-y)/ Klasifikdcia Klasifikatné pravidlo  [Kéd Opis GMDN
Kategéria(-ie) vyrobkov podl’a prilohy IX, MDD /GMDN
Regulatory Ila Pravidlo 11 62393 |Regulator davkovania
Multiplex ortopedického cementu
Generator IIb Pravidlo 9 57972 [Radiofrekvencny ablatny
MetaSTAR systém

Model(-y)/Pomdcka(-y)

Katalogové ¢islo/¢islo modelu: Zoznam katalégovych &isel najdete v elektronicky generovanej sprave Oracle
CE Mark Report (Sprava Oracle o oznacovani znackou CE)

Postup posudzovania zhody: Priloha II, oddiel 3.2 smernice ES 93/42/EHS

Vyhlasujeme, Ze vy§Sie uvedené vyrobky spiﬁajﬁ ustanovenia smernice Rady 93/42/EHS o zdravotnickych poméckach. Toto
vyhlasenie je podporené osvedéenim o schvaleni systému kvality &. FM 534441 vydanym povodne spolo¢nost'ou BSI
Management Systems diia 5. septembra 2008. V3etka podporna dokumentacia je uloZena v priestoroch vyrobeu.

Notifikovany organ: BSI
Notifikovany organ ¢islo 2797
Osved¢enie(-ia) ES: CE541900
Datum vystavenia: 3. oktébra 2008
Podpis: necitatelny podpis Datum: /8. marca 2019
Glenn Norton

viceprezident pre regulaéné zaleZitosti
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PREKLADATELSKA DOLOZKA

Preklad som vypracovala ako prekladatel’ka zapisana v zozname znalcov, tlmo¢nikov a
prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore
slovensky jazyk — anglicky jazyk, evidencné &islo prekladatela 970866.

Preklad je v denniku zapisany pod &islom R Y-

Preklad sthlasi s predkladanou listinou. Vyhlasujem, Ze som si vedoma nasledkov vedome
nepravdivého prekladu.
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podpis prekladatel’a

TRANSLATOR'S CLAUSE:

I have translated the source document as a translator registered in the List of Experts,
Interpreters and Translators maintained by the Ministry of Justice of the Slovak Republic, in
the field Slovak - English Translations, under Translator’s Reg. No. 970866.

Y4 ?J i
The translation is registered in the Translator’s Diary under PUMBET <.l

Hereby 1 confirm that this is a true and correct translation of the attached document.
I declare that I am aware of the liability for knowingly providing a false translation.
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translator’s sig;/l ture
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Done at Bratislava, on ...






