AESCULAP

Konformitatserklarung
Declaration of Conformity

Wir | We,

Aesculap AG
Am Aesculap-Platz
78532 Tuttlingen

GERMANY

SRN:

(wird ergédnzt, sobald verfligbar/will be added as soon as available)

erklaren in alleiniger Verantwortung, dass die folgenden Artikel mit den Anforderungen der
Medizinprodukte-Verordnung (EU) 2017/745 (ibereinstimmen.
declare under our sole responsibility that the following products are in conformity with the requirements of
the Medical Device Regulation (EU) 2017/745.

Siehe angehingte Artikelliste / See attached product list

Die Risikoklasse nach Anhang VIII ist angehédngter Liste zu entnehmen.
Fiir die genannten Artikel wurde ein Konformitatsbewertungsverfahren nach Anhang IX durchgefiihrt.
The risk class according to Annex VIII is mentioned in attached list.
For the attached products a conformity assessment procedure has been carried out according to Annex IX.

Benannte Stelle /| Notified Body:
TUV SUD Product Services GmbH, RidlerstraBe 65, 80339 Miinchen, Germany
Kennnummer [ Identification number 0123

Die Giiltigkeit der Konformitatserklarung entspricht der Geltungsdauer des aktuell gliltigen EG-Zertifikates -
vollstindiges QM-System nach Anhang IX, (EU) 2017/745.
Validity of the Declaration of Conformity corresponds to the currently valid EC certificate - Full QA System,
Annex IX, (EU) 2017/745.

i.V. i.V.
Martin Schiuble Dr. Juliana Vaz Niirnberger
Vice President R&D Director Global Regulatory Affairs
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Zweckbestimmung | Scalpels are used universally in surgical procedures to manipulate organs and / or
Intended Use tissue and [ or vessels and [ or medical accessories.

Basic-UDI-DI: 4039239000000403ZN

Artikelnummer Bezeichnung Risikoklasse
Ref. Number Description Risk Class
BA451R SKALPELL BERGMANN #1 140MM Class |
BA501R SKALPELL #1 GEBALLT Class |
BA503R SKALPELL #3 GEBALLT Class |
BA504R SKALPELL #4 GEBALLT Class |
BA506R SKALPELL #6 GEBALLT Class |
BA507R SKALPELL #7 GEBALLT Class |
BA508R SKALPELL #8 GEBALLT Class |
BA509R SKALPELL #9 GEBALLT Class |
BA514R SKALPELL #14 SPITZ Class |
BB045T SKALPELLGRIFF F.MIKRO KLINGEN 145MM Class |
BB046R SKALPELLGRIFF F.MIKRO KLINGEN 135MM Class |
BB048R SKALPELLGRIFF F.MIKRO KLINGEN 155MM Class |
BBO52R SKALPELLGRIFF CASPAR RUND 180MM Class |
BBO53R SKALPELLGRIFF LANDOLT 4 KT 210MM Class |
BB0O54R SKALPELLGRIFF F.MIKRO KLINGEN 200MM Class |
BBO57R SKALPELLGRIFF LANDOLT RUND 250MM Class |
BBOGOR SKALPELLGRIFF F.MIKRO KLINGEN RUND Class |
BBO63R SKALPELLGRIFF NR.3 RUNDGRIFF 145MM Class |
BB0O68R SKALPELLGRIFF BARRON NR.3 Class |
BBO70R SKALPELLGRIFF NR.3 HANDFORM 155MM Class |
BBO71R SKALPELLGRIFF NR.3 RUND BAJON.F.210MM Class |
BBO73R SKALPELLGRIFF NR.3 125MM Class |
BB074R SKALPELLGRIFF NR.3 CM/INCH GRAD.125MM Class |
BBO75R SKALPELLGRIFF NR.3L 210MM Class |
BB0O77R SKALPELLGRIFF NR.7 160MM Class |
BBO78R SKALPELLGRIFF NR.3 XL Class |
BB0O79R SKALPELLGRIFF NR.3 ABGEW. Class |
BBOSOR SKALPELLGRIFF NR.4 GER. Class |
BB084R SKALPELLGRIFF NR.4 135MM Class |
BBO85R SKALPELLGRIFF NR.4L 215MM Class |
BBO87R SKALPELLGRIFF NR.4 250MM Class |
BB0O8SR SKALPELLGRIFF NR.8 135MM Class |
BBO89R SKALPELLGRIFF NR.9 145MM Class.
BB175R SKALPELLGRIFF NR.3XL GER.250MM Class
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BB176R SKALPELLGRIFF NR.3XL 12°250MM Class |
BB177R SKALPELLGRIFF NR.3XL LI.LHAND 250MM Class |
BB178R SKALPELLGRIFF NR.3XL 25°250MM Class |
DX305R ERGOPLANT MIKROKLINGENHALTER Class |
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