CERTIFICATE

This is to certify that the company

Gunter Bissinger Medizintechnik GmbH

Hans-Theisen-Str. 1
79331 Teningen
Germany

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Design, manufacturing, repair and distribution of surgical devices (RF-surgical unit Compact
Coagulator 8070, sterile / non-sterile bipolar and monopolar

instruments, and accessories for electrosurgery) and of non-active medical devices (Uterine
manipulator, surgical instruments of class I)

Manufacturing and repair of surgical instruments, conventional and CNC-production of
machined parts and threads, laser welding, plastic coating for medical devices

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was
verified that the management system fulfills the requirements of the following standard:

EN ISO 13485 : 2012 + AC : 2012

Certificate registration no. 003171 MP2012
Certificate unique 1D 170669354

Effective date 2017-03-27 (( DAKKS

Deutsch{a
Expiry date 2020-03.26 SR
Frankfurt am Main 2017-03-27

DQS Medizinprodukte GmbH

G 1 /N

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

Accredited Body: DQS Medizinprodukte GmbH, August-Schanz-Str. 21, 60433 Frankfurt a. M., Germany 1/2

410.22 Version 2.0



Annex to certificate

Certificate registration No.: 003171 MP2012
Certificate unique ID: 170669354

Effective date: 2017-03-27

Gunter Bissinger Medizintechnik GmbH

Hans-Theisen-Str. 1
79331 Teningen
Germany

Location

Gunter Bissinger Medizintechnik GmbH
Hans-Theisen-Str. 1

79331 Teningen

Germany

IBISMED Medizintechnik GmbH
Im Camisch 40

07768 Kahla

Germany

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

Scope

Design, manufacturing, repair and distribution
of surgical devices

(RF-surgical unit Compact Coagulator 8070,
sterile / non-sterile bipolar and monopolar
instruments, and accessories for
electrosurgery) and of non-active medical
devices (Uterine

manipulator, surgical instruments of class I)

Manufacturing and repair of surgical
instruments, conventional and CNC-
production of

machined parts and threads, laser welding,
plastic coating for medical devices.
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