Annex to certificate

Certificate registration No.: 492576 MP2021
Certificate unique ID: 1000186807

Effective date: 2024-07-06

RUDOLF Medical GmbH + Co. KG

Zollerstrasse 1
78567 Fridingen
Germany

Location

537402

RUDOLF Medical GmbH + Co. KG
Zollerstrasse 1

78567 Fridingen

Germany

537401

RUDOLF Medical GmbH + Co. KG
Tuttlingerstr. 4

78567 Fridingen

Germany

Digitally signed by Ermicev Alexandr
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Reason: MoldSign Signature
Location: Moldova
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Scope

Development, manufacture, sales and service
of reusable surgical instruments,
laparoscopic instruments, resectoscopes,
retractors, endoscopes, suction and irrigation
instruments, osteosynthesis implants, HF
instruments, sterilization containers and
accessories

Manufacture and service of reusable surgical
instruments, laparoscopic instruments,
resectoscopes, retractors, endoscopes, suction
and irrigation instruments, osteosynthesis
implants, HF instruments, sterilization
containers and accessories

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

This is to certify that the company
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Germany
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with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Development, manufacture, sales and service of reusable surgical instruments,
laparoscopic instruments, resectoscopes, retractors, endoscopes, suction and irrigation
instruments, osteosynthesis implants, HF instruments, sterilization containers 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:

EN ISO 13485:2016 / A11 : 2021

ISO 13485 : 2016

Certificate registration no. 492576 MP2021

Certificate unique ID 1000186807
Effective date 2024-07-06
Expiry date 2027-07-05
Frankfurt am Main 2024-07-06

DQS Medizinprodukte GmbH
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Sigrid Uhlemann
Managing Director

August-Schanz-Stralle 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, info-
The validity of the certification can only be verified by the QR-code.
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Deutsche
Akkreditierungsstelle
D-ZM-16021-01-00
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Szymon Kurdyn
Product Manager
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