HAHNENKRATT

EC KONFORMITATSERKLARUNG
EC Declaration of Conformity

Wir

We
E. HAHNENKRATT GmbH
Benzstr. 19
D-75203 Kdnigsbach-Stein

erkldren in alleiniger Verantwortung, dass die nachfolgend aufgefiihrten Medizin-
produkte der Kiasse I allen Anforderungen der MDR (EU) 2017/745 entsprechen, die
anwendbar sind.

declare in our own responsibility, that the below mentioned medical devices of class I meet all the
provisions of the directive MDR (EU) 2017/745 which apply to it.

Handelsname: Matrizen, Matrizenbander und
Matrizenspanner

Zweck-

bestimmung: Matrizen und Matrizenbénder dienen als Hilfsmittel fir den Einsatz von
Materialien zum Aufbau/Restauration von Zdhnen, sofern die Defekte
vom Zahnrand ausgehen.
Mit den Matrizenspannern werden Matrizen oder Matrizenbdnder so
gespannt, dass diese sich passgenau um den Zahn anlegen.

Trade name: Matrixes, Matrix Bands and Matrix
Retainers

Intended Use: Matrixes and Matrix Bands are used as aids for the application of
materials for the build-up/restoration of teeth, provided that defects
arise from the tooth edge.

The matrix retainers are used to fix the matrixes or matrix bands so
that they fit precisely around the tooth.
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HAHNENKRATT

Produkt-und Handelsname/
Product-and Tradename:

Matrixes
Basis UDI-DI: +-+E206TD02MATRIXZW

Matrizen, microdiinn 0,04 mm, Edelstahl / Matrixes, micro-thin 0,04 mm
stainless steel:

Nystrém: REF 40x1, 40x2, 40x3, 40x4, 40x5, 40x6, 40x7
Ivory: REF 40x11, 40x12, 40x13, 40x14, 40x15, 40x16
Tofflemire: REF 40x101, 40102, 40X103, 40x113
Sigveland: REF 40x150, 40x151

Nystrom: REF 41x1, 41x2, 41x3, 41x4, 41x5, 41x6, 41x7
Ivory: REF 41x11, 41x12, 41x13, 41x14, 41x15, 41x16,
Tofflemire: REF 40x101, 40x102, 41X103, 41x113
Sigveland: REF 41x150, 41x151

Nystréom: REF 42X1, 42x2, 42x3, 42x4, 42x5, 42x6, 42x7
Ivory: REF 42x11, 42x12, 42x13, 42x14, 42x15, 42x16
Tofflemire: REF 40x101, 40x102, 42X103, 42x113
Sigveland: REF 42x150, 42x151

Nystrom: REF 44X1, 44x2, 44x3, 44x4, 44x5, 44x6, 44x7
Ivory: REF 44x11, 44x12, 44x13, 44x14, 44x15, 44x16,
Tofflemire: REF40x101, 40x102, 44X103, 44x113
Siqveland: REF 44x150, 44x151

Matrizen, microdiinn 0,05 mm, Edelstahl / Matrixes, micro-thin 0,05 mm,
stainless steel:

Nystrém: REF 60x1, 60x2, 60x3, 60x4, 60x5, 60x6, 60x7
Ivory: REF 60x11, 60x12, 60x13, 60x14, 60x15, 60x16,
Tofflemire: REF 60x101, 60x102, 60X103, 60x113,
Sigveland: REF 60x150, 60x151

Nystréom: REF 62x1, 62x2, 62x3, 62x4, 62x5, 62x6, 62x7,
Ivory: REF 62x11, 62x12, 62x13, 62x14, 62x15, 62x16,
Tofflemire: REF 62x101, 62x102, 62X103, 62x113,
Sigveland: REF 62x150, 62x151

Nystrom: REF 64x1, 64x2, 64x3, 64x4, 64x5, 64x6, 64x7,
Ivory: REF 64x11, 64x12, 64x13, 64x14, 64x15, 64x16,
Tofflemire: REF 64x101, 64x102, 64X103, 64x113,

Sigveland: REF 64x150, 64x151
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HAHNENKRATT

Matrizenband, microdiinn, Edelstah atrix Bands, micro-thin, stainless
steel:

1-m Rolle /roll of 1m: REF 10134, 10135, 10136, 10137, 10144, 10145,
10146, 10147, 10154, 10155, 10156, 10157

3-m Rolle/roll of 3m: 10334, 10335, 10336, 10337, 10344, 10345, 10346,
10347, 10354, 10355, 10356, 10357

10-m Rolle/roll of 10 m: 10034, 10035, 10036, 10037, 10044, 10045,
10046, 10047, 10054, 10055, 10056, 10057

Matrix Retainers

Basis UDI-DI: ++E206TD02RETAINER3K

Ivory: REF 1, 8x5, 8x6, 8x7, 12

Nystrém: REF 20, 20XI, 20XII
Tofflemire: REF 21, 25

Konformitiitsbewertungsverfahren: Klasse I, MDR Artikel 19, sowie Anhang II + III
Conformity assessment procedure: Class I, MDR Article 19, as well as Annex II + III

Gililtig bis: 05. September 2023
Valid till

DE - 75203 Konigsbach-Stein, 17.03.2022

E. HAHNENKRATT GmbH

Sibylle Schepperheyn
- CEO + PRRC -

E. HAHNENKRATT GmbH
Stand £RjDL .
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