EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

bredent GmbH & Co. KG
WeiRenhorner StraRe 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 inspection.

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

Annex Il — excluding Section 4
of the Council Directive 93/42/EEC

of 14 June 1993 concerning medical devices.

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

Valid from 2018-09-21
Valid until 2023-09-21
Registration no. D1020200068
Report no. P18-00548-130004
Stuttgart 2018-09-21
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Attachment of the certificate
No. D1020200068 Date 2018-09-21 Page 1 of 1

Product category Product Class Product code
alloys, dental lla 10-077
elastomers, silicone rubber lla 11-394
screws lla 16-055
dental porcelains lla 16-187
matrix bands, dental lla 16-195
dental veneer Ha 16-336
adhesives, denture lla 16-388
dental, hand instrument, other lla 16-667
restorative materials, dental, crown and bridge lla 16-723
restorative materials, dental, crown and bridge iIb 16-723

dental products denture base resins lla 16-728
denture base resins, heat-cured lla 16-729
composite restorative material kits, lla 16-735
dental, heat-cured
dental precision attachment lla 17-113
dental precision attachment lib 17-113
teeth, dental prosthesis lla 17-114
denture reliners, soft lla 17-610
prostheses, dental, fixed lla 17-841
dentures, partial lla 17-845
Dentaclean impression and denture disinfectant |llb 17-920

products for epithetics | prostheses, maxillofacial lla 13-162
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mdc medical device certification GmbH
Kriegerstral3e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de




