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EC Certificate
Full Quality Assurance System

A DNV GL COMPANY

Certificate No.: Project No.: Valid Until: \/

10001-2017-CE-KOR-NA-PS Rev. 4.0 PRJC-51732-2008-MSL-KOR 27 May 2024

This is to certify that the quality system of:

GENORAY Co., Ltd.

(Sangdaewon-dong, Byucksan Technopia), 512, 560, Dunchon-daero, Jungwon-
gu, Seongnam-si, Gyeonggi-do, Korea

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

X-ray Systems

Has been assessed with respect to:

The conformity assessment procedure described in Annex |i
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 overeaf.

Flace and Date: For:
Hevik, 11 June 2019 2 DNV GL PRESAFE AS
‘O ' [cne Tlotpus
NORWEGIAN Tone Elise Kolpus
ACCREDITATION
PROD 021
Notified Body No.: 2460 The Certificate has been digitally signed.

See www.presafe. convdigital_signalures for more info
Natice: The Certificate is subject to terms and conditions as set out inthe Certification Agreement. Failure to comply may render this Cerlificate irvalid.

DNV GL PRESAFE AS - Veritasveien 3, N-1363 Hev ik, Norway - Registered Enterprise No: NO 897 067 401 MVA Page 1 of 2



EC Certificate

Full Quality Assurance System

Certificate No.: Project No.: Valid Until: \/

10001-2017-CE-KOR-NA-PS Rev. 4.0 PRJC-51732-2008-MSL-KOR 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
Original NB 0434 Certificate No. 54283-2009-CE-KOR-NA 2017-01-25
Rev.11.0
Transfer to NB 2460
0.0 New model added_OSCAR 2017-06-08
Model deletion_MX-300, VOLUX 9, VOLUX 21, VOLUX 21C
Scope extension_new model (PORT-X V) added, e
10 lnew brand name (PORT-X Il NEW) added 2015,080°
20 Alias model added and model deletion of PACS 2018-08-03
3.0 Editorial change 2018-12-10
Re-Certification
el Alias model added and model deletion (in bold) “Aa30e-11
Products covered by this Certificate:
Product Description Product Name Class
PORT-X Il (EZX-60, ZEN-PX2),
Portable X-ray system PORT-X Il (ZEN-PX3, PORT-X Il NEW), llb

PORT-X V (ZEN-PX4)

ZEN-2090 Pro (ZEN-CX2090, ZEN-2090 Turbo),
ZEN-5000, ZEN-7000 (ZEN-CX3090), b
OSCAR 15, OSCAR (OSCAR Prime/Classic)

Fluoroscope X-ray system

Digital Panoramic X-ray

system PAPAYA (GDP-1) | lib
Digital Panoramic&
Cephalometric X-ray system PAPAYA Plus (GDP-1C, VOLUX 29) b
Mammographic X-ray
Svstom MX-600 llo
DNV GL PRESAFE AS - Veritasveien 3, N-1363 Hav ik, Norway - Registered Enterprise No: NO 997 067 401 MVA Page 2 of 4




EC Certificate
Full Quality Assurance System

Certificate No.: Project No.: Valid Untit \/

A DNV GL COMPANY

10001-2017-CE-KOR-NA-PS Rev. 4.0 PRJC-51732-2008-MSL-KOR 27 May 2024

Diagnostic computed PAPAYA 3D Plus (PAPAYA 3D Plus Premium,
tomography limited view VOLUX 55) b
field X-ray system PAPAYA 3D (PAPAYA 3D Premium)

Digital Mammographic X-ray

System DMX-600 llo
Intraoral Imaging System PortView (GIX-1) lla

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Site Name Address
GENORAY Co.. Ltd (Sangdaewon-dong, Byucksan Technopia), 512, 560, Dunchon-
B daero, Jungwon-gu, Seongnam-si, Gyeonggi-do, Korea

EU Representative
Obelis s.a. Boulevard Général Wahis 53, 1030 Brussels, BELGIUM
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EC Certificate

Full Quality Assurance System

Certificate No.: Project No.: Valid Untit: \/

10001-2017-CE-KOR-NA-PS Rev. 4.0 PRJC-51732-2008-MSL-KOR 27 May 2024

A DNV GL COMPANY

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.

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

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

= 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.

= 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:
= Changes inthe quality system affecting production.
= 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
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Toto je preklad z anglického do slovenského jazyka.

Logo Presafe

A DNV GL
COMPANY
] ES OSVEDCENIE
SYSTEM ZABEZPECENIA UPLNEJ KVALITY
Osvedéenie &.: C. projektu: Platnost’
10001-2017-CE-KOR-NA-PS Rev.4.0 PRJC-51732-2008-MSL-KOR 27.maja 2024

Tymto osvedéujeme, ze systém riadenia kvality spolo¢nosti:
GENORAY Co., Ltd.

(Sangdaewon-dong, Byucksan Technopia), 512, 560, Dunchon-daero, Jungwon-gu,
Seongnam-si, Gyeonggi-do, Kérea

vztahujlci sa na dizajn, vyrobu a kontrolu/testovanie hotovych vyrobkov

Réntgenovych systémov

bol vyhodnoteny v sllade s
postupom na posudzovanie zhody popisanym v Prilohe Il, s vynimkou odseku 4
smernice Rady 93/42/EHS o zdravotnickych poméckach, v zneni neskorsich predpisov

a bolo zistené, ze je v zhode.

Dalsie podrobnosti o produkte(-och) a podmienkach certifikacie sl uvedené na druhej strane.

Miesto a datum Logo Pre:
NORWEGIAN DNV GL PRESAFE AS
Hevik, 11. juna 2019 ACCREDITATION necitatelny podpis
PROD 021 Tone Kolpus

Notifikovany organ €.:
2460 Osved&enie bolo podpisane digitalne.
Pre viac informacii pozrite
www.presafe.com/digital_signatures

Pozor: Toto osveddenie podlieha podmienkam uvedenym v Dohode o certifikacii. NedodrZanie tychto
podmienok méze sposobit neplatnost tohto Osvedéenia.

DNV GL PRESAFE AS Veritasveien 3, N-1363 Havik, Norsko C. registrovanej spolo&nosti: NO 997 067 401 MVA
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Toto je preklad z anglického do slovenského jazyka.

Logo Presafe

A DNV GL
COMPANY
, ES OSVEDCENIE
SYSTEM ZABEZPECENIA UPLNEJ KVALITY
Osvedéenie &.: C. projektu: Platnost:

10001-2017-CE-KOR-NA-PS Rev.4.0  PRJC-51732-2008-MSL-KOR  27. maja 2024

Jurisdikcia

Aplikacia smernice Rady 93/42/EHS zo dha 14. jina 1993, prijata pod nazvom ,Forskrift for Medisinsk
Utstyr* nérskym Ministerstvom zdravotnictva a zdravotnej starostlivosti.

Histéria osvedé&enia

() Revizia Popis Datum vydania
Original NB 0434 Osvedcenia €. 54283-2009-CE-KOR-NA 25.1.2017
Rev.11.0
0.0 Presun na NB 2460 8.6.2017

Pridany novy model_OSCAR
Vymazanie modelu_MX-300, VOLUX 9, VOLUX 21,

VOLUX 21C
1.0 Pridané rozsirenie rozsahu nového modelu (PORT-X V), 942018
pridany novy nazov znacky (PORT-X Il NEW)
2.0 Pridany model Alias a vymaz modelu PACS 3.8.2018
3.0 Edi¢na zmena 10.12.2018
4.0 Re-certifikacia
Pridany model Alias avymaz modelu (hrubym 11.6.2019
pismom)

Produkty, na ktoré sa toto Osvedéenie vztahuje:

Popis produktu Nazov produktu Trieda

Prenosny réntgenovy system PORT-X Il (EZX-680, ZEN-PX2), Ib
PORT-X Il (ZEN-PX3, PORT-X Il NEW),
PORT-X IV (ZEN-PX4)

Rontgenovy fluorescencny systéem ZEN-2090 Pro (ZEN-CX2090), ZEN-2090 Turbo), lIb
ZEN-5000, ZEN-7000 (ZEN-CX3090),
OSCAR 15, OSCAR (OSCAR Prime/Classic)

Digitalny panoramaticky | PAPAYA (GDP-1) b
rontgenovy system
Digitalny panoramaticky a PAPAYA Plus (GDP-1C, VOLUX 29) IIb
cefalometricky rontgenovy system
Mamograficky réntgenovy systém | MX-600 ]s)
DNV GL PRESAFE AS Veritasveien 3, N-1363 Hevik, Norske  C. registrovanej spolo€nosti: NO 997 067 401 MVA
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Toto je preklad z anglického do slovenského jazyka.

Logo Presafe

A DNV GL
COMPANY
’ ES OSVEDCENIE
SYSTEM ZABEZPECENIA UPLNEJ KVALITY
Osvedéenie &. C. projektu: Platnost:

10001-2017-CE-KOR-NA-PS Rev.4.0 PRJC-51732-2008-MSL-KOR 27. maja 2024

Diagnosticky pocitatovy | PAPAYA 3D Plus (PAPAYA 3D Plus Premium, llb
tomograficky pristroj réntgenového | VOLUX 55)
systému s obmedzenym pohladom | PAPAYA 3D (PAPAYA 3D Premium)

Digitalny mamograficky réntgenovy | DMX-600 lib
system
Intraoralny zobrazovaci systém PortView (GIX-1) lla

Uplny zoznam pomécok vyplini notifikovany organ.

Zavody, na ktoré sa toto Osvedé&enie vzt'ahuje

Nazov zavodu Adresa
GENORAY Co., Ltd. (Sangdaewon-dong, Byucksan Technopia), 512, 560, Dunchon-daero,
Jungwon-gu, Seongnam-si, Gyeonggi-do, Kérea

EU zastupca:

Obelis s.a., Boulevard Général Wahis 53, 1030, Brusel, BELGICKO

DNV GL PRESAFE AS Veritasveien 3, N-1363 Hevik, Norsko €. registrovanej spoloénosti: NO 997 067 401 MVA
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Toto je preklad z anglického do slovenského jazyka.

Logo Presafe

A DNV GL
COMPANY
, ES OSVEDCENIE
SYSTEM ZABEZPECENIA UPLNEJ KVALITY
Osvedéenie .. C. projektu: Platnost:

10001-2017-CE-KOR-NA-PS Rev.4.0 PRJC-51732-2008-MSL-KOR 27. maja 2024

Podmienky:

Na toto Osved&enie sa vztahuju nasledovné podmienky:

» KaZdy vyrobca (pre presnu definiciu pozrite smernicu 2001/95/ES) je zodpovedny za $kodu
spdsobent zavadou jeho produktu(-ov) v stlade so smernicou 85/374/EHS, v zneni neskorsich
predpisov, ktora upravuje zodpovednost za zavadné produkty.

Toto Osvedcenie plati len pre produkty a/alebo vyrobné zavody uvedené vyssie.
Vyrobca je povinny plnit povinnosti, ktord mu vyplyvaji zo schvaleného systému kvality,
a udrZiavat' tento systém tak, aby bol adekvéatny a Géinny.

¢ Vyrobca bude informovat miestnu pobo¢ku DNV o akejkolvek zamy&lanej aktualizacii systému
kvality a DNV zhodnoti zmeny a rozhodne, i zostava Osvedéenie aj nadalej v platnosti.

» Budu sa vykonavat pravidelné audity s cielom overit, ¢i vyrobca zachovava a aplikuje systém
kvality, pricom spolognost’' DNV si vyhradzuje pravo vykonat nechlasené nahodné navstevy
alebo neohlasené navstevy na zaklade podozrenia.

Toto Osvedcenie méze stratit’ platnost’ v nasledovnych pripadoch:
e Zmeny v systéme kvality, ktoré maju vplyv na vyrobu
¢ Nie su vykonavané pravidelné audity v ramci povoleného ¢asového priestoru.
Vyhlasenie o zhode a oznacenie produktu
Po splneni podmienok uvedenych vyssie méze vyrobca vystavit vyhlasenie o zhode ES a pravoplatne

oznacit svoje produkty zna¢kou CE, po ktorej bude uvedené identifikacné &islo notifikovaného organu
Presafe.

KONIEC OSVEDCENIA

DNV GL PRESAFE AS Veritasveien 3, N-1363 Havik, Norsko C. registrovanej spoloénosti: NO 997 067 401 MVA
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PREKLADATELSKA DOLOZKA

Preklad som vypracovala ako prekladatel’ka zapisand v zozname znalcov, tlmoé&nikov a prekladatelov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk — anglicky jazyk, evidencné
¢islo prekladatel’ky 971183. .

Preklad je v denniku zapisany pod ¢islom 7 5 2 / 2o f 9

Preklad sihlasi s prekladanou listinou. /

Vyhlasujem, Ze som si vedoma nasledkov vedome nepravdivého prekladu.

VNitrediia Z0 ¢ . ,Zy/?

TRANSLATOR'S CLAUSE

[ produced the above translation as a translator 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 registration number 971183.

This translation act is registered in the Translator’s Diary under the No. 35 3 / 2o/ ?

This translation agrees with the presented original instrument. ‘

I hereby declare that [ am aware of consequences of knowingly untrue translation.

InNittaon St 20, ,Zy/?

#

e et D

odtlacok uradnej pediatky b Megr. Natélia Klemanova
tradna peciatka / official stamp Prekladatelka / Translator






