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CERTIFICATE

This is to certify that the company

REDA Instrumente GmbH

Gansdcker 34

78532 Tuttlingen Digitally signed by Iarovoi Petru
Germany Date: 2024.10.03 16:52:10 EEST

Reason: MoldSign Signature
Location: Moldova

has implemented and maintains a Quality Management System.

Scope:

Manufacture Development and distribution of non-sterile surgical instruments, sterilization
containers, ENT, dental, neuro- and ophthalmology instruments as well as non-sterile active and
inactive medical products for endoscopy, orthopedics, HF electrodes and accessories.

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:

DIN EN ISO 13485 : 2016 + AC : 2017-07
EN ISO 13485 : 2016 + AC: 2018
ISO 13485 : 2016

Certificate registration no. 070894 MP2016

Certificate unique ID 1000158850
Effective date 2024-05-17 (( DAKKS
Deutsche
Expiry date 2027-05-16 Akkreditierungsstelle
D-ZM-16021-01-00
Frankfurt am Main 2024-05-13

DQS Medizinprodukte GmbH

7 At rcec S Kty

Sigrid Uhlemann Szymon Kurdyn
Managing Director Product Manager

August-Schanz-StralRe 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, info-med@dgs.de

The validity of this certificate can only be verified by the QR-code.
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EU Quality Management
Certificate

This is to certify that the company

REDA Instrumente GmbH

Gansacker 34
78532 Tuttlingen
Germany

SRN: DE-MF-000005592

has established, implemented and maintains a Quality Management System in accordance with

Annex IX, Chapter I and III of the Regulation (EU) 2017/745

Conformity Assessment based on a Quality Management System and on Assessment of
Technical Documentation

for the device categories and products listed in the Annex of this certificate.

For placing of devices of class IIa, IIb or III listed in the Annex on the market, an additional
certificate according to Annex IX, Chapter II is required.

Certificate registration no. 070894 MDR2017Q

Certificate ID 170782209 T L "o
Effective date 2023-03-10 *~ ELGQ '}

Expiry date 2028-03-09 ol e BS-MDR-094
Frankfurt am Main, 2023-03-10

DQS Medizinprodukte GmbH

7 it tecea— Nidodd bR 3Kty

Sigrid Uhlemann Michael Bothe Szymon Kurdyn
Managing Director Head of Certification Body Head of Certification Body
(active medical devices) (non-active medical devices)

Accredited Body: DQS Medizinprodukte GmbH, August-Schanz-Str. 21, 60433 Frankfurt am Main

DQS Medizinprodukte GmbH is a Notified Body according to Regulation (EU) 2017/745

of the Council concerning medical devices with the Identification Number 0297.

The validity of this certificate can only be verified by the QR-code. 1 / 2
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Annex to EU Quality Management Certificate
SRN of Manufacturer:DE-MF-000005592
Certificate ID: 170782209

Device categories covered by this certificate:

Device category: MDN 1208 - Non-active non-implantable instruments

Risk classification: Ir

Intended purpose: Instruments and accessories are intended for multiple use and can
be used individually for surgical use, or used as a component in a
surgical set

Examinations and tests performed:
070894_A210346MED_01 dated 2023-01-27

Further conditions for or limitations to the validity of the certificate:

The manufacturer’s quality management system is subject to periodic surveillance in accordance
with Annex IX, Chapter 1, Section 3.

In the case of reusable surgical instruments, the involvement of the Notified Body in the
conformity assessment procedure is limited to the aspects related to reuse, in particular cleaning,
disinfection, sterilization, maintenance and functional testing, as well as the related instructions
for use.

Reference to previous certificates:

Revision Date of Issue Certificate-ID Description of change
n/a n/a n/a n/a

This annex is only valid in connection with the above-mentioned certificate. 2/2
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