
EC-CERTIFICATE 
(Full quality assurance system) 

This is to certify that the company 

REDA Instrumente GmbH 
Gansacker 34 
78532 Tuttlingen 
Germany 

has implemented and maintains a full quality assurance system which applies to the products 
at every stage from design to final controls. 

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

Annex II - excluding Section 4 of Council Directive 93/42/EEC 
concerning medical devices 
with respect to the following medical devices: 

Traumatological Implants and Instruments for HF-Surgery, Endoscopes and accessories 
according annex. 

The manufacturer is subject to surveillance according to Annex II, Section 5. The C E marking 
with the Notified Body Identification Number (0297) may be affixed on the devices listed in the 
certificate. An E C Design Examination Certificate according to Annex II, Section 4 is required 
for class III devices covered by this certificate. The certificate is in the case of class l(s) devices 
(l(s) = class I products placed on the market in sterile conditions) limited to the aspects of 
manufacture concerned with securing and maintaining sterile conditions. The certificate is in 
the case of class l(m) devices (l(m) = class I devices with a measuring function) limited to the 
aspects of manufacture concerned with the conformity of the products with the metrological 
requirements. 

Certificate registration no. 070894 MR2 

Certificate unique ID 170742825 

Effective date 2019-03-18 

Expiry date 2023-05-07 

Frankfurt am Main 2019-03-18 

D Q S Medizinprodukte GmbH 

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

August-ScJianz-Strafie 21, 60433 Franl<furt am IVIain, 
Tel. +49 (0) 69 95427-300, medical.devices^dqs-med.de 

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC 
concerning medical devices with the Identification Number 0297. 1 / 2 



Annex to certificate 
Certificate registration No.: 070894 IVIR2 
Certificate unique ID: 170742825 
Effective date: 2019-03-18 

REDA Instrumente GmbH 
Gansacker 34 
78532 Tuttlingen 
Gemnany 

Device family Device UMDNS Class 

Traumatological Implants 

Instrumente for HF-surgery 

Endoscopes and accessories 

Bone screws 16-101 lib 
Bone wires 16-104 lib 

Monopolary and Bipolary 
HF-Electrode 16-860 lib 
HF-Adapters 11-494 Mb 
Electrode Holders 11-497 lib 
Electrodes active, foot controlled 16-206 lib 

Endoscopes 11-274 lla 
Laparoscope 12-291 lla 
Thoracoscope 14-047 lla 
Cystoscope 17-145 lla 
Uretorenoscope 17-690 lla 
Nephroscope 15-290 lla 
Arthroscope 10-198 lla 

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



This is to certify that the company 

REDA Instrumente GmbH 
Gansacker 34 
78532 Tuttlingen 
Germany 

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 as 
well as non-sterile implants for traumatology. 

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 : 2016 
ISO 13485 : 2016 

Certificate registration no. 070894 MP2016 

Certificate unique ID 170775706 

Effective date 2021-05-17 DAkkS 
Deutsche 

Expiry date 2024-05-16 Akkreditierungsstelle 
D-ZM-16021-01-00 

Frankfurt am Main 2021-04-30 

DQS Medizinprodukte GmbH 

Sigrid Uhlemann 
Managing Director 

Dr. Thomas Feldmann 
Head of Certification Body 

August-Schanz-Strafie 21, 60433 Frankfurt am Main, 
Tel. +49 (0) 69 95427-300, medical.devices@.dqs-med.de 





The Giobai Language of Business 

2019 
Participation in the 
global G S l system 

G S l Germany hereby confirms 
that the company 

REDA Instrumente GmbH 

Tuttlingen 

is part of the global G S l System with the 
Global Location Number (GLN): 

40 63058 00000 8 

The GLN ensures the uniqueness of the licensee and 
entitles him to use the G S l Standards in all 
business processes. 

G S l Identification Standards: 
GTIN (Global Trade Item Number), 
SSCC (Serial Shipping Container Code), etc. 

G S l Data Carrier Standards: 
EAN-13, G S l - 1 2 8 , G S l DataMatrix, etc. 

G S l Communication Standards: 
EANCOM®, G S l XML, EPCIS, etc. 

The G S l Standards comply, among other things, 
with the following international rules: ISO 9735, 
ISO/ IEC 15418, ISO/ IEC 15459, ISO/ IEC 18000-3, 
ISO/ IEC 18000-6. The G S l Codes also meet 
symbology standards of ISO, EN and DIN. 

Therefore, the optimum conditions required for the 
seamless cross-company, transnational and 
industry-wide exchange of data and goods along 
the value chain are met. 

G S l Germany - as a member of the international 
G S l community - represents the worldwide 
applicable G S l Standards for the German market. 

Cologne, 21/01/2019 

Thomas Fell 
G S l Germany GmbH 
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Materialspezifikationen nach DIN 96298-1und -2 / EN ISO 7153-1 

Material Composition according to DIN 96298-1und -2 / EN ISO 7153-1 

Materiale Specifica di DIN 96298-1und -2 / EN ISO 7153-1 

F_50_Materialspezifikationen-rev04 Rev.04 ersetzt: 03 Freigabe 01.02.2017 

STRUMENTI 

Instruments 

MATERIALE 

Material 

DIN 

EN 10088-1 

DUREZZA 

Hardness Rockwell 

Pinza emostatica 

Forceps 

X15Crl3 

X20Cr13 

X5CrN 189 

XSCrNMO 1810 

1.4024 

1.4021 

1.4301 

1.4401 

 

40-48 HRC 

42-50 HRC 

>=185 HV10 

>= 185 HV10 

 

Forbici 

Scissors 

X38CrMO V 15 

X45CMo V 15 

X20CrI3 

X5CrNMO 1810 

1.4117 

1.4116 

1.4021 

1.4401 

 

50-58 HRC  

50-58 HRC  

42-50 HRC  

>=250 HV 10 

 

Portaghi 

Needle holders 

XI5Cr13 

X2OCr13 

X5CrNMO 1810 

1.4024 

1.4021 

1.4401 

 

40-48 HRC 

42-50 HRC  

>=250 HV10 

 

Pinze/forbici per ossa 

Bone forceps and bone scissors 

X40 Cr 13  

X35 CrMoV 15 

X45 CrMoV 15 

 

1.4034 

1.4117 

1.4116 

 

50-58 HRC 

50-58 HRC 

50-58 HRC 

 

Bisturi 

Scalpel handles 

Inox steel S 50-58 HRC 

 

Divaricatori 

Retractos 

X5CrNMO 1810 

X15Cr13 

X15Cr 13 

1.4401 

1.4024 

1.4021 

 

>=185 HV10 

40-48 HRC 

42-50 HRC 

 

Pinze per dissezione 

Ligature Condactors 

X 12CrNS 18 8 

X15Cr 13 

X2OCr 13 

1.4305 

1.4024 

1.4021 

>=185 HV10 

40-48 NRC 

42-50 HRC 

Curette/Curette per ossa 

tagliente 

Curettes / bone curettes cutting 

G-X35 CrMo 17 

X40 Cr13  

X38 CrMoV 15 

X45 CrMoV 15 

1.4122  

1.4034  

1.4117 

1.4116 

 

50-58 HRC 

50-58 HRC 

50-58 HRC 

50-58 HRC 

Pinze per estrazione 

Extraction forceps 

X20 Cr13 1.4021 

 

42-50 HRC 

 

Leva per ossa 

Bone levers 

X40 Cr13 

X38 CrMoV 15 

X45 CrMoV 15 

1.4034 

1.4117 

1.4116 

50-58 HRC 

50-58 HRC 

50-58 HRC 
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