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‘ ll M = D ATTESTATION / CERTIFICATE N° 32119 rev. 4
— Délivrée a Paris le 22 mars 2021
GROUPE LNE
Issued in Paris on March 22nd, 2021

ATTESTATION CE / EC CERTIFICATE

Approbation du Systéme Complet d'assurance Qualité/ Approval of full Quality Assurance System
ANNEXE Il excluant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux
ANNEX Il excluding section 4 Directive 93/42/EEC concerning medical devices

Pour les dispositifs de classe lil, un certificat CE de conception est requis
For class lll devices, a EC design certificate is required

tabricant / Manufacturer

GE OEC MEDICAL SYSTEMS, Inc.
384 Wright Brothers Drive
SALT LAKE CITY, UT 84116 UNITED STATES

Q'tégorie du(des) dispositif(s) / Device(s) category

Systéme d'imagerie en radiologie

Medical X-ray imaging systems

Voir document complémentaire GMED / See GMED additional document
n° 38216

GMED atteste qu'a I'examen des résultats figurant dans le rapport référencé P182016, P601194, le systéme d'assurance qualité -
pour la conception, la production et le contréle final - des dispositifs médicaux énumérés ci-dessus est conforme aux exigences

de I'annexe If excluant le point 4 de la Directive 93/42/CEE,

{ED certifies that, on the basis of the results contained in the file referenced P182016, P601194, the quality system - for design,
\ o Wfacturing, and final inspection - of medical devices listed here above complies with the requirements,of the Directive 93/42/EEC, annex

il excluding section 4.

La validité du présent certificat est soumise a une vérification périodique ou imprévue
The validity of the certificate is subject to periodic or unexpected verification

Début de validité /Effective date : March 22nd, 2021 (included)
Valable jusqu'au /Expiry date: May 26th, 2024 (included)

HIEOBCEODATA...

Lionel DREUX

GMED - 32119 rev. 4
Certification Director

Modifie le certificat 32119-3

G.MED * Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siege social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 433700 » gmed.fr



—_— Document complémentaire GMED n° 38216 rev. 0 page1/1
f— GMED additional document n° 38216 rev. 0
| Dossiers / Files N° P182016, P601194

GROUPE LNE Délivréé Paris le 22/03/2021
Issued in Paris on 03/22/2021

Ce document complémentaire GMED n° 38216 rev. 0 atteste de la validité du
certificat CE N° 32119 rev. 4 au regard des informations listées ci-dessous.

This GMED additional document n° 38216 rev. 0 attests to the validity of
EC certificate N° 32119 rev. 4 with regard to the information listed below.

Fabricant / Manufacturer: GE OEC MEDICAL SYSTEMS, Inc.
384 Wright Brothers Drive
SALT LAKE CITY, UT 84116 UNITED STATES

Identification des dispositifs / /dentification of devices

Désignation du dispositif /
Accessoires marqués CE Réf commerciale du dispositif ou code article Classe du DM
Device designation / Device commercial reference or article code MD class
CE marked accessories
OEC Elite b
Systéme d’imagerie en radiologie OEC Elite MiniView
Medical X-ray imaging systems lib
OEC 3D Ib
m Site couvert et Activités / Location and Activities
r
Site / Location Activités / Activities
GE OE? MEDICAL SYSTEMS’ Inc. Conception, fabrication et contréle final
384 Wright Brothers Drive Design, manufacture and final control
SALT LAKE CITY, UT 84116 USA gn,

'GMED| 0459

GMED - 38216 rev. 0 Lionel DREUX
Certification Director

GMED « Société par Actions Simplifiée au capital de 300 000 € « Organisme Notifié/Notified Body n® 0459

Siége social : 1, rue Gaston Boissier - 75015 Paris « Tél. : 01 40 43 37 00 ¢ gmed.fr 720 GMED 0901-4 rev 1 du 15/09/2020

b




Logo GMED, GRUPE LNE

CERTIFIKAT &. 32119 rev. 4
Vydany v Parizi diia 22.03.2021

Certifikat EC
. o systéme zabezpecenia dplnej kvality
PRILOHA 11 s vyhicenim ¢lanku 4 Smernice Rady 93/42/EHS o zdravotnych pomdckach
Pre pomécky triedy III sa vyZzaduje Certifikat ES o skuske dizajnu

Vyrobca:
GE OEC MEDICAL SYSTEMS, Inc.
384 Wright Brothers Drive
SALT LAKE CITY, UT 84116 USA

Kategoria pomdcky(pomécok)

Medicinske RTG zobrazovacie systémy

Dalsie informécie st uvedené v dophitujicom dokumente
¢. 38216

GMED potvrdzuje Ze na zdklade vysledkov obsiahnutych v zlozke ozmacdenej ako P182016,
P601194, systém kvality —pre dizajn, vyrobu a vystupni kontrolu — vyssie uvedenych zdravotnych
pomdcok sphiia poziadavky Smernice 93/42/EHS, Prilohy II s vyli¢enim ¢kinku 4.

Platnost’ tohto certifikatu je predmetom pravidelnej alebo neplanovanej verifikacie.

Platiod:  22.03.2021 (vratane)
Platido:  26.05.2024 (vratane)

Okrithla peciatka s textom:
GMED SAS, GMED Groupe LNE
Citatelny podpis
Lionel DREUX
Riaditel’ pre certifikiciu
GMED —32119rev. 4

GMED - Notifikovany organ ¢.0459
Kontaktné udaje



Logo GMED, GRUPE LNE

Dopliiujici dokument GMED k Certifikatu ¢. 38216 rev. 0 strana 1/1
Zlozky ¢. P182016, P601194
Vydany v Parizi diia 22.03.2021

Tento dopliiujici dokument GMED ¢. 38216 rev. 0 osved¢éuje platnost’
ES Certifikatu ¢. 32119 rev. 4 s ohPadom na nizSie uvedené informacie.

Vyrobea:
GE OEC MEDICAL SYSTEMS, Inc.
384 Wright Brothers Drive
SALT LAKE CITY, UT 84116 USA
Identifikacia zdravotnych pomécok
Oznacenie pomécky / CE oznacené Obchodné meno alebo kéd Trieda MD
prislusenstvo pomécky i
OEC Elite ITb
Medicinske RTG zobrazevacie systémy OEC Elite MiniView 1Ib
OEC 3D Iib
Identifikicia miesta a ¢innosti
(Miesto [ Cinnosti -
GE OEC MEDICAL SYSTEMS, Inc.
384 Wright Brothers Drive Dizajn, vyroba a vystupna kontrola
SALT LAKE CITY, UY 84116 USA o

Okrihla peciatka s textom:

' GMED 0459
GMED - 38216 rev. 0
GMED SAS, GMED Groupe LNE
Citatelny podpis
Lionel DREUX
Riaditel pre certifikaciu

GMED - Notifikovany organ ¢.0459
Kontaktné udaje



PrekladatePska dolozka:

Preklad som vykonala ako uradna prekladatel’ka jazyka anglického, menovana rozhodnutim
Ministerstva spravodlivosti Slovenskej republiky &. 00165/0s/2015/153 zo diia 18.08.2017 a
zapisand v zozname znalcov, tlmocnikov a prekladatefov, ktory vedie Ministerstvo
spravodlivosti Slovenskej republiky v odbore anglicky a slovensky jazyk, ev. €. prekladatel’a
971 333. Prehlasujem, Ye¢ som si vedoma nasledkov vedome nepravdivého prekladu.
Potvrdzujem, Ze preklad stihlasi s textom pripojeného dokumentu.

Prekladatel'sky ukon je zapisany v EDZ pod por. €. 6/2022.
Za prekladatel'sky tikon a vzniknuté ndklady Gétujem na ziklade priloZeného vyuctovania /
pokladniéného-prijmového-deldadu ¢. 5/2022.

Bratislava, 19.01.2022

Translator's clause:

As an official translator for English language, appointed by the Decree of the Ministry of Justice
of the Slovak Republic N° 00165/0s/2015/153 of August 18™ 2017 and listed in the Register
of Experts, Interpreters and Translators maintained by the Ministry of Justice of the Slovak
Republic, discipline Slovak and English languages, translator’s Reg. N° 971 333. 1 hereby
declare to be aware that there are offences related to deliberately producing untrue translation.
I do hereby certify that the foregoing is a true translation of a document hereto annexed.

The translation is registered in the Electronic Diary of Court Experts, Translators, and

Interpreters under N° 6/2022.
The fee and costs incurred are charged in accordance with the invoice/reeeipt N° 5/2022.

Done in Bratislava, this January 19, 2022

. ey /
PhDr. Milica Hrebi¢kova /
Prekladatelka / Translator







