Medical Devices Regulation (EU) 2017/745 Annex IX

EU Quality Management System Certificate /“%

Chapter | and Il (Class lla, llb and lll Devices)

UDEM
Certificate Number: M.2022.MDR.1005
Manufacturer Name : BPR Swiss GmbH
Manufacturer Address : Weslstrasse 16, 3672 Oberdiessbach, Switzerdand
Single registration number-SRN : CH-MF-000018810
Authorised Representative Name : Managementsysteme Seiler, Klaus Seiler,
(if applicable) SRN: DE-AR-000016442

Authorised Representative Address  : Managementsysteme Seiler Klaus Seiler Zum Saibling 3
D-88662 Uberlingen / Bodensee Germany

Product Scope : See the product list on the following page(s).

Based on the conformity assessment for the abovementioned manufacturer's quality
management system in accordance with (EU) 2017/745 Medical Devices Regulation Annex [X
Chapter | and Chapter lll, UDEM Adriatic d.o.o. hereby declares that the requirements of Annex X
(Chapter | and Chapter lll) of the Regulation (EU) 2017/745 have been met for the listed products in this
cerfificate.

The manufacturer has establshed, documented and implemented a guality management system,
which s subject fo periodic surveillance assessments by UDEM Adriatic d.o.o. according to Annex IX
Chapter | Section 3 of the aforementioned Regulation.

The report referenced below summarizes the result of assessments/examinaiions and includes reference
to relevart CS, hamnonized standards and test reports.

For Class Il and Class llb implantable devices refered fo in the second subparagraph of Aricle 52(4) of
Regulation (EU) 2017/745, covered by this cerlificate, an EU Technical Documentafion Assessment
Cerfificate & required before placing them on the market.

Report Number : MDR.1055 UDEM Adriatic d.o.o.
Date of Issue : 28/07/2022 General Manager
Recerlification Date

Reissue Date/No

Date of Expiry 1 2707 12027

if any, Previous Cerlificate(s) No: NA

UDEM Adriatic d.o.o. is a Nofified Body (Identification no 2696) under (EU) 2017/745 Medical

Devices Regulation.
Address: Radnicka cesla 54/ R3 lagreb- Croalia
E-Mail: info@udemadriatic.com Web: www.udemadriatic.com
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EU Quality Management System Certificate

Medical Devices Regulation (EU) 2017/745 Annex IX
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Chapter | and il (Class lla, llb and Il Devices)

Certificate Number: M.2022.MDR.1005
PRODUCT LIST COVERED BY THE CERTIFICATE
I ; . —_— . —
PRODUCT RISK EMDN ' | INTENDED |
NAME BASIC UDs-0l CLASS | CODE MOBEE | THEE | PURPOSE
! DEMTA-BOY 202,
5
DEMTA-PORT 303,
DEMNTA-PRO,
" COMBI-PORT
PREMILIN
SMART-PORT
SMART-PORT The devices are
| CESHABI. transportable
Transportable EASY-PORT 303 dental treatment
R | 764018502 00001 LS | | 112110101 NA DERIACAR] units and serve
a
freatment 303/404 for the general
" DEMNTA-CART
Lariits CLNIC ambulant and
COMBCART stationary dental
CLINIC, treatment
| P3-CART
DEMNTA-VAC
| MIMIMAX-VAC
MASTER-VAC
. |
i
1' PRO-VAC, {
SUPER-PORT |

Conditions for or limitations to the : NA
validity of this certificate

UDEM Adriatic d.o.o. is a Nofified Body (identification no 2696) under (EU) 2017/745 Medical
Devices Regulation.

Address: Radnicka cesia 54/ R3 Lagreb- Croatia
E-Mail: info@udemadratic.com Web: www, udemadriafic.com
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EU Quality Management System Certificate r’i

Medical Devices Regulation (EU) 2017/745 Annex IX /

Chapter | and lll (Class lia, IIb and Ill Devices) &
UDEM

Cerificate Number: M.2022.MDR.1005

L CERTIFICATE HISTORY ]
Rev. No. Rev. Date Description of Revision |I
00 | 28/07 /2022 o Initial Certification

o - = rcama—

UDEM Adriatic d.o.o. is a Nofified Body (identification no 2496) under (EU) 2017/745 Medical
Devices Regulation.

Address: Radnicka cesta 54/ B3 Zagreb- Croatia

E-Mail: info@udemadriatic.com Web: www. udemadriatic.com
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