EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE

Regulation (EU) 2017 /745 on Medical devices
Annex IX Chapters I and 111

certiso
145254-26-03-19

CE Certiso Kft. (NB 2409) certifies, that the following manufacturer’s quality
management system concerning the devices and device categories
meets the relevant requirements of the regulation.

Manufacturer:

KEROX Ipari és Kereskedelmi Kft.

Registered place of
business:

Single registration HU-MF-000031741
number;

2038 Soskiit, Kerox u. 1., Hungary

The certificate covers the devices listed on the following pages.

Sampling was applied during the technical documentation assessment. The
harmonised standards and the common specification were considered during the
assessments referenced below.

This certificate is valid only in case of surveillance audits successfully conducted every
12 months.

This certificate is valid with the following conditions and /or provisions: --

ID number of the relevant reports: 180-CE-230517, 180-M02-230913

CE Certiso
i Orvos- és Kérhaztechnikai
Issue: 1 Ellen6rzd és Tanisité Kft.
Issued: 19 March 2026 H-2092 Budakeszi, Erds u. 101,

First issued: 19 March 2026
Start date of certified status: 19 March 2026

Date of expiry:
18 March 2031
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H-2092 Budakeszi, Erdé utca 101.
Contact.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu
NB identification: 2409



EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE

Regulation (EU) 2017/745 on Medical devices
Annex IX Chapters I and 111

certiso

145254-26-03-19

Devices covered by this certificate:

Identification of Basic :
= EMDN code Model Risk class
the device UDI-DI
5996612CSD0O000UD
High Strength (HS)
5996612CSS0000Z]
High Translucent | 5996612CTD0000US
(HT) 5996612CTS000022
KEROX ZIRCOSTAR® High Translucent s
: Pre:smte.red. Multilayer (HTML) 5996612C1D0000EY
zirconium dioxide
blank Q010699 Ultra High 5996612CUDO00OV7 Ila
Translucent (UHT) | 5996612CUS00002F
Ultra High 5996612C2A0000EC
Translucent
Multilayer (UTML) 5996612C2D0000FD
3D Multilayer
(3DML) 5996612C3S0000LX
Colouring liquid for KEROX Farben 5996612EFA0000P5
staining of dental
Zirconia ceramics KEROX Effekten 5996612EEF0000QF
Certificate revision history:
Issue Date of issue Description of changes
1. 19.03.2026. The first issuance.

CE Certiso
Orvos- és Kérhaztechnikai
Ellenérzs és Tandsité Kit.
H-2092 Budakeszi, Erdé u. 101,
47049-2-13

Issue: 1
Issued: 19 March 2026
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