bredent GmbH & Co.KG
Weissenhormer Sir. 2
D-89250 Senden re e| |

September 12, 2023

Extension of the validity of the
MDD certificate and the MDD declarations of conformity

With the confirmation letter in the appendix, the notified body (mdc medical device certification
GmbH) confirms, that the validity of the MDD certificate (according to 93/42/EEC Annex [I {without

4)) is extended until May 26, 2024.

As the validity of the MDD declarations of conformity is linked to the validity of the MDD certificate,
the existing MDD declarations of conformity issued in 2021 will also remain valid until the expiry of

the MDD certificate.

Senden, September 12, 2023
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OIafGIUckf erferal manager

Appendix:
- D10202_C _SX_2023_08_22_Confirmation_letter_sig
- Zertifikat bredent Richtlinie 93_42_EWG Anhang Il englisch
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mdc medical device certification GmbH - Kriegerstr. 6 - 70191 Stuttgart, Germany

bredent GmbH & Co. KG
Herrn Zeiger
Weillenhorner Stralle 2
89250 Senden
Deutschland

Your signs, your letter dated Our signs, our letter dated Phone number Date

KKA-ASC +49 711 253597-289 2023-08-22

Preliminary Confirmation Letter — validity of MDD certificates
Sehr geehrter Herr Zeiger,
mdc medical device certification GmbH (Kriegerstr. 6, 70191 Stuttgart, Germany) has for the manufacturer:

bredent GmbH & Co. KG
Weilkenhorner StralRe 2
89250 Senden
Deutschland
issued the following certificate in accordance with Directive 93/42/EEC:

Certificate | Certificate registration No. | Certification Date of issue Expiry date

25193 D1020200071 Directive 93/42/EEC, Annex I, | 2021-01-01 2023-09-21
excluding 4

25784 D1020200072 Annex V, Section 3 of the EC | 2021-03-04 2023-09-21
Directive 93/42/EEC

These certificates were valid as of 20 March 2023 and have not been withdrawn afterwards. In accordance
with the requirements of Art. 120 (2), second subparagraph, first sentence of Regulation (EU) 2017/745 on
Medical Devices (MDR), last amended by Regulation (EU) 2023/607 the above mentioned certificates shall
remain valid until the date set out in Art 120 (3a) MDR.

This confirmation requires that the manufacturer complies with the requirements laid out in Art. 120 (3c) and
(3d) MDR and will undergo further surveillance according to the rules of mdc medical device certification GmbH.

According to the requirements of Art. 120 (3a) MDR, the prerequisite for placing the concerned devices on the
market is fulfilled until at least 26 May 2024, unless otherwise specified by the authorities or this letter is
replaced by a contrary notification by mdc.

Kind regards,

mdc medical device certification GmbH Katja Karich

22.08.2023
i. A. Katja Karich

(Team Management) .
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medical devica cerlification

1)

EC Certificate

mdc medical device certification GmbH

Notified Body 0483
herewith certifies that

bredent GmbH & Co. KG
WeiRenhorner Strafe 2
89250 Senden

Germany

for the scope

dental products and products for epithetics
{see attachment)

has introduced and applies a

Quality System

for the design, manufacture and final ins'pection‘

The mdc audit has proven that this quality system
meets all requirements according to

Annex |l - excluding Section 4
of the Council Directive 93/42/EEC

of 14 June 1993 concerning medicai devices.

The surveillance will be held as specified in Annex Il, Section 5.

Valid from 2021-01-01
Valid until 2023-09-21
Registration no. D1020200071
Report no. P20-01828-190536
Stuttgart 2020-11-03
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Attachment of the certificate

No. D1020200071 Date 2020-11-03 Page 1 of 1

Product category Product Class Product code
alloys, dental lla 10-077
elastomers, silicone rubber lla 11-394
sScrews lla 16-055
dental porcelains lla 16-187
dental veneer lla 16-336
adhesives, denture lla 16-388
dental, hand instrument, other lla 16-667
restorative materials, dental, crown and bridge [lla 18-723
restorative materials, dental, crown and bridge | llb 168-723

dental products denture base resins lla 16-728
denture base resins, heat-cured lla 16-729
composite rastorative material kits, dental, lla 16-735
heat-cured
dental precision attachment lla 17-113
dental precision attachment Ilb 17-113
teeth, dental prosthesis lla 17-114
denture reliners, soft lla 17-610
prostheses, dental, fixed la 17-841
dentures, partial lla 17-845

products for epithetics | prostheses, maxillofacial lla 13-162
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