CERTIFICATE

This is to cartify that the company

DETAX GmbH

Carl-Zelzs-5trafe 4
76275 Entlingen
Germany

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope of certification:

Design, development, manufacture and distribution of dental impression matérials, S0 relining
materials, materials for temporary crowns and bridges, silicone lacquers, ear impression
materials, ear mould silicones, acrylic ear mould resing, orthopedic casting compounds, dental
cements, universal dental resin.

= AUS [a), BRA; CND, |FM, USA(a, b, c, d)

Throwugh an audit, documented in a report, performed by DOS Medizinprodukte GmbH, it was
verified that the management system fulfilis the requirements of the following standard:

ISO 13485 : 2016

including applicable country-specific regulatory requirements, as indicated below the scope
(full references of abbreviations are listed in the annex)

Certificate registration na. 352715 MDSAPTG

Certificate unigue 1D 170782058
Effective date 2023-05-18
Expiny date 2026-05-17 | MEDICAL DEVICE SINGLE AUDIT PROGRAM
Frankfurt am kiain 20230724

DQ5 Medizinprodukte GmbH /ﬁ

Sigrid undermann Marc Goedecke
Maraging Dwrgchor Prodisct Manager

Auguit-Schang-Sirabe 9, B33 Franklurt am Main,

Tl 45 [2] &9 95427300, mlo-med@digs.de

05 Medizinpredulcts GebH is recognized under the Medical Devices Single Audit Program.

VigIt halgsy v 05 o lendoustomer-gatabase] to validate this cemificane

Thi validicy of thin csrtificats can only ba verifed by e QR-cose. 173

115" o B D



Annex to certificate

Certificate registration No.: 352715 MDSAP16
Certificate unique ID: 170782058

Effective date: 2023-09-18

DETAX GmbH

Carl-Feiss-Siralia 4
TEITS Etthngen

GErmany
Audited site REPs FEI Mo.: site scope and

country-specific requirements
3525
DETAX GmbH Design, development, manufaciure and
Carl-Zeiss-Srrale 4 distribution of dental impression materials,
TE2TS Entlingen soft relining matarials, materials for temporany
Germany crowns and bridges, silicone lacquers, ear

Impression materials, ear mowld silicones,
acrylic ear mowld resins, orthopedic casting
compounds, dental cements, universal dental
resin,

- AUS (a), BRA: CND, PN, USA (a, b, c, d)
REP s FEI Mo.: FODDG3G

This anngx is only valid in connection with the above-mantioned certificate, 2(3



Annex to certificate

Certificate registration No.: 352715 MDSAP16
Certificate unique ID: 170782058

Effective date: 2023-09-18

DETAX GmbH

Carl-Zelss-Srale 4
TELTS Ettlingen
Germanmy

Full raferandes of country-specific reguirements of MOSAP participating Regulatory Authorities

Abbresatian Jurigdictian Refarancs

ALIS Airgiralia [a)  Tmeragsimic Goods (Medical Devioes) Regulations. 2003,
Schedule 3, Part 1 - Full Quality Assursnce Procedure
[B] Therspeutic Goods (Medical Devices) Begulatons D02,
Sohedule 3, Pan 4 - Production Quality Assurance Procedure

BRs Braxl R ANVISA m. BES2072
R ANYISA m 55172087
ROH ANVTSA n 671 300§

CHD Canada Medical Devige Regulations SO8F8- 182 Par i

[Pt PaEar MHELW Ministerial Qrdimgnie Mo, 169 (2004] a5 emended
by MW Ovchinance Mo. 128 (2004}, Articles 4 to B2
Lspdn PAD ACE (a5 applicabla]

LiSA, Urited trapes [#] 21 CFR Part 803
[ay 21 CFR Fart 30&
[} 21 CFR PartBOT
("} 21 CFR Part B30
le] 27 CFR Fart B21

This annex is only valid in connection with the above-mentioned certificate,



