for the assessment of the
guality management system

rdin Medical Devi
according to Medica eV|c

2

(EU) 2017/745 Annex //,C

T

—————

——
T e —

T . —

TS S S S e

Single Registration Numbe
Waldhornlestralle 17, 72072°T

oy
U .
-
TR
D
——
—————
_———
——
——
—_—

-

-
—
-
-
B W e
“‘—— ——
-

-
N
-
=
"_’

A0S
————

ALY
i
oy
RN
SN
T
S
“‘“.‘_“__

N
N
——
ey
—
o

A%
N
S
RN
N
g
\‘\

\\
A
NN

TR
N

applies a quality | ol / i? syste //-{;o'- "’}/"(‘.'/"/’?}‘?'/’"" / ‘% e

A\
N
N

\\;\‘
NR
N

N

N\
N
\

N

\
\

EU Certificate HE? / )954-€ 0 Wgr///’

Previous certifica J )-00. issued on 2022-05-20

** * ¥ o Benamt curchDesinated by

* Zentralstelle der Lander §

* !._é * fir Qmund_hf_zi‘lsschnz g

// . 5/ Digitally signed by CORD * == bei af:d'?:i':p:;jﬂk:;d §
1P,/ JOHANNES WIORA * *

" Date: 2024-03-13 17:30:15+01:00 * Yo K BS-MDR-092

DEKRA Certification GmbH, Stuttgart
Notified Body ID number: 0124

DEKRA Certification GmbH * HandwerkstraRe 15 * D-70565 Stuttgart * www.dekra-certification.de/medizinprodukte Page 1 of 2


https://dekra-sign.eu1.adobesign.com/verifier?tx=CBJCHBCAABAACoaUtYFM2lDxuulfjAvm1cyjchn9mxqK

Annex to the EU Certificate no. 509

Following devices/device categories are included in this certificate:

Class llb
EMDN Code: 212010902
Name of the device category: High frequency electrosurgical units

Intended purpose:
The electrosurgical unit with instruments and accessories is designed to deliver high frequ
for cutting, ablation, coagulation of tissue and sealing of vessels. ‘
Name of the device category: Footswitch for High frequency electrosurgical units

Intended purpose:

EMDN Code: 212010903
Name of the device category: Argon electrosurgical units

Intended purpose:
The argon electrosurgical unit with instruments and accessorie
plasma coagulation, devitalization, ablation and for argon
conjunction with a compatible high frequency electrosurg

EMDN Code: K020101

Name of the device category: Mo

Intended purpose:

Monopolar and bipolar single

EMDN Code: 2120106
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The footswitch is int 2 nne i e waterjet surgical-unis-use CUy "/’,}4‘9}%}7; /i%//
EMDN Code: K02040 /

Name of the device categ
Intended purpose: ‘

Argon plasma surgical inst‘ru‘rhent‘s,v forn ¢

Changes to previous certificate: 7 ==
Extension of devices in the MDR device range based on technical documentations and based on submitted
change notifications : 72222
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