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Konformitatserklarung

Gemal EU-Verordnung 2017/745 MDR

Carl Martin GmbH

Neuenkamper StraRe 80-86

42657 Solingen
Germany

SRN: DE-MF-000005066

erklart in alleiniger Verantwortung, dass die folgenden Produktgruppen, auf die sich diese
Konformitatserklarung bezieht, unter Beachtung der EU 2017/745 MDR und der daraus
resultierenden regulatorischen Anforderungen hergestellt wurden:

Produktgruppe Gruppen.-Nr. Risikoklasse | Basis-UDI-DI

und Regel
Zahnzangen 001 Ir (Regel 6) ++ECMSBUDIO016L
Mund- / Wangen- / 006 Ir (Regel 6) ++ECMSBUDIO066W
Lippenhalter / Mundsperrer
Zungenspatel / 007 Ir (Regel 6) ++ECMSBUDIO076Y
Zungenzangen
Wurzelheber / 008 Ir (Regel 6) ++ECMSBUDI00872
Syndesmotome /
Drehmeil3el / Periotome
Chirurgische / Anatomische | 015 Ir (Regel 6) ++ECMSBUDI0156X
Pinzetten
Scheren 022 Ir (Regel 6) ++ECMSBUDI0226U
Skalpelle / 027 Ir (Regel 6) ++ECMSBUDI02776
Skalpellklingenhalter
Scaler / Kiretten 031 Ir (Regel 6) ++ECMSBUDI0316V
Endodontieinstrumente 034 Ir (Regel 6) ++ECMSBUDI03473
Parodontalsonden 035 Ir (Regel 6) ++ECMSBUDI03575
Excavatoren 038 Ir (Regel 6) ++ECMSBUDI0387B
Tamponstopfer / 040 Ir (Regel 6) ++ECMSBUDI0406W
Watterollenhalter
Wundhaken 042 Ir (Regel 6) ++ECMSBUDI04272
Scharfe Loffel 043 Ir (Regel 6) ++ECMSBUDI04374
Nadelhalter 045 Ir (Regel 6) ++ECMSBUDI04578
Korn- / Tupferzange / 058 Ir (Regel 6) ++ECMSBUDI0587H
Tuchklemmen
Hohlmeil3elzangen / 059 Ir (Regel 6) ++ECMSBUDI0597K
Gewebezangen
Fistel-/Myrthenblattsonden | 060 Ir (Regel 6) ++ECMSBUDI06074
Flach- / Hohlmeiel / 062 Ir (Regel 6) ++ECMSBUDI06278
Osteotome / Sinutome
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Knochenschaber 063 Ir (Regel 6) ++ECMSBUDI0637A
/Knochenfeilen /

Gingivalrandschrager

Spritzen 064 Ir (Regel 6) ++ECMSBUDI0647C
Tunnelierungsinstrumente 071 Ir (Regel 6) ++ECMSBUDI07179
Raspatorien / Papillenheber | 072 Ir (Regel 6) ++ECMSBUDIO727B
Sinusliftelevatoren / 074 Ir (Regel 6) ++ECMSBUDI0747F
Membraninstrumente

Knochenmaterilinstrumente | 080 Ir (Regel 6) ++ECMSBUDIO807A
Arterienklemme / 085 Ir (Regel 6) ++ECMSBUDIO857L
Blutstillungsmeilel

Benannte Stelle und Kennnummer:
TUV Rheinland LGA Products GmbH (0197), TillystraBe 2, 90431 Nirnberg

Durchgefiihrtes Konformitatsbewertungsverfahren:
MDR Anhang IX Kapitel |

EU-Zertifikat:

Registration No.: HZ 1594091-1
Report No.: 1206333-10

Giiltig ab: 29.06.2026
Giiltig bis: 31.12.2028

Solingen, 29.06.2026

//77%

Peter Hglz’kne?:ht .
Geschéftsfuhrer
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According to EU Regulation 2017/745 MDR

Carl Martin GmbH

Neuenkamper StraRe 80-86

42657 Solingen
Germany

SRN: DE-MF-000005066

Declaration of Conformity

declares under sole responsibility that the following product groups, to which this
declaration of conformity relates, have been manufactured in compliance with the EU
Regulation 2017/745 MDR and the resulting regulatory requirements:

Product Group Group No. Risk Class Basic-UDI-DI

and Rule
Extraction forceps 001 Ir (Rule 6) ++ECMSBUDI0016L
Mouth- / cheek- / lip 006 Ir (Rule 6) ++ECMSBUDI0066W
retractor / mouth gag
Tongue depressors / tongue | 007 Ir (Rule 6) ++ECMSBUDI0O076Y
forceps
Root elevator / 008 Ir (Rule 6) ++ECMSBUDI00872
syndesmotome / lathe
chisel / periotome
Tissue forceps 015 Ir (Rule 6) ++ECMSBUDI0156X
Scissors 022 Ir (Rule 6) ++ECMSBUDI0226U
Scalpels / scalpel blade 027 Ir (Rule 6) ++ECMSBUDI02776
holders
Scaler / curettes 031 Ir (Rule 6) ++ECMSBUDI0316V
Endodontic instruments 034 Ir (Rule 6) ++ECMSBUDI03473
Periodontal probes 035 Ir (Rule 6) ++ECMSBUDI03575
Excavators 038 Ir (Rule 6) ++ECMSBUDI0387B
Tongue depressors / cotton | 040 Ir (Rule 6) ++ECMSBUDI0406W
roll holders
Tissue retractors 042 Ir (Rule 6) ++ECMSBUDI04272
Bone curettes 043 Ir (Rule 6) ++ECMSBUDI04374
Needle holder 045 Ir (Rule 6) ++ECMSBUDI04578
Dressing and sponge 058 Ir (Rule 6) ++ECMSBUDI0587H
forceps / Towel clips
Bone rongeur forceps / 059 Ir (Rule 6) ++ECMSBUDI0597K
tissue nipper
Antrum probes 060 Ir (Rule 6) ++ECMSBUDI06074
Chisels / gouges / 062 Ir (Rule 6) ++ECMSBUDI06278
osteotomes / sinutomes
Bone scraper / bone files/ | 063 Ir (Rule 6) ++ECMSBUDI0637A
gingival margin trimmer
Syringes 064 Ir (Rule 6) ++ECMSBUDI0647C
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Tunneling instruments 071 Ir (Rule 6) ++ECMSBUDI07179
Periosteal elevators / papilla | 072 Ir (Rule 6) ++ECMSBUDI0727B
elevator

Sinus-lifting instruments / 074 Ir (Rule 6) ++ECMSBUDIO747F
membrane instruments

Bone material instruments | 080 Ir (Rule 6) ++ECMSBUDIO807A
Hemostatic forceps / 085 Ir (Rule 6) ++ECMSBUDI0857L
hemostatic chisel

Notified Body and number:
TUV Rheinland LGA Products GmbH (0197), TillystraBe 2, 90431 Niirnberg

Conformity assessment based on:
MDR Annex IX chapter |

EU Certificate:
Registration No.: HZ 1594091-1
Report No.: 1206333-10

Valid from: 29.06.2026
Valid to: 31.12.2028

Solingen, 29.06.2026
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Peter Holzknecht ~

Managing Director
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