Declaration of Conformity
Konformitatserkldarung

BECAUSE WE CARE

We / Wir
RUDOLF Medical GmbH + CO. KG

Zollerstrasse 1
78567 Fridingen
Germany

SRN: DE-MF-000005515

declare under our sole responsibility that the erkldren in alleiniger Verantwortung, dass die unten

following products aufgefihrten Artikel
~ Basic UDI-DI Deviee CEMON | Risk
I L " I i sle oS _ | Class
| 4049356TD-200GY | Endoscopes | 212029009 2a

See attached device list. / Siehe angehéngte Artikelliste.
with the intended purpose / mit der Zweckbestimmung

Endoskope sind vorgesehen zur Beleuchtung und

Endoscopes are intended to illuminate and
Visualisierung innerer anatomischer Strukturen bei

visualize inner anatomic structures during

diagnostic and surgical procedures.

Indications:

Laparoscopes are used for the visual
examination and for performing minimally
invasive surgery in the abdominal cavity.
ENT endoscopes (Otoscopes, Sinuscopes)
are used for the visual examination and
diagnosis of diseases in the ear, nose, and
throat areas.

Cystoscopes are used for the visual
examination and diagnosis of diseases of
the urinary bladder and urethra, whereby
the endoscope is mounted to a shaft
system.

Hysteroscopes are used for the visual
examination and diagnosis of diseases of
the uterus, whereby the endoscope is
mounted to a shaft system.

Arthroscopes are used for the visual
examination and diagnosis of diseases at a
joint.

Uretero-renoscopes are used for the visual
examination and diagnosis of diseases of
the ureter and kidney. The working channel
of the endoscope enables additional
procedures with flexible and semi-rigid

diagnostischen und chirurgischen Eingriffen.

Indikationen:

« Laparoskope dienen der visuellen Untersuchung und
Durchfiihrung minimalinvasiver Operationen in der
Bauchhdéhle.

e HNO-Endoskope (Otoskope, Sinuskope) dienen der
visuellen Untersuchung und Diagnose von
Erkrankungen im Hals-, Nasen- und Ohrenbereich.

e Zystoskope dienen der visuellen Untersuchung und
Diagnose von Erkrankungen der Harnblase und der
Harnrohre, wobei das Endoskop mit einem
Schaftsystem montiert wird.

e Hysteroskope dienen der visuellen Untersuchung und
Diagnose von Erkrankungen der Gebarmutter, wobei
das Endoskop mit einem Schaftsystem montiert wird.

e Arthroskope dienen der visuellen Untersuchung und
Diagnose von Erkrankungen innerhalb eines Gelenks.

¢ Uretero-Renoskope dienen der visuellen Untersuchung
und Diagnose von Erkrankungen des Harnleiters und
der Niere. Der Arbeitskanal des Endoskops ermdglicht
zusétzliche Verfahren mit flexiblen und halbstarren
Instrumenten.
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BECAUSE WE CARE

Declaration of Conformity

Konformitatserkldrung

are in conformity with the requirements of the

Medical Device Regulation (EU)
2017/745 Annex IX with
Chapters | and lll, and Section 4

Notified Body: DQS
Identification No: 0297
DQS Medizinprodukte GmbH
August-Schanz-Strasse 21
60433 Frankfurt am Main
Germany

The validity of the Declaration of Conformity
corresponds to the current valid EC certificate —
Full QA System, Annex IX of (EU) 2017/745.

mit den folgenden Anforderungen iibereinstimmen.

Medizinprodukte-Verordnung (EU) 2017/745
Anhang IX mit
Kapitel I, Ill und Abschnitt 4

Benannte Stelle: DQS
Kennnummer: 0297

DQS Medizinprodukte GmbH
August-Schanz-Strasse 21
60433 Frankfurt am Main
Germany

Die Giiltigkeit der Konformitétserkldrung entspricht der
Geltungsdauer des aktuell giiltigen EG-Zertifikates —
vollsténdiges QM-System nach Anhang IX der (EU)

2017/745.
Name: i. V. Ayfer Bektas
Function: PRRC
7
A rTUDOLF
e / = A g UDOLE Medical GmbH + Co. KG
Signature: 3 ( E i { Q/& 1(02355? Fridingen, Germany
{ [ Tel. +49 7463 9956-0
\ sales@rudotf-med.com
_ — . audoif=med.com
Date of issue: 2025-04-01
Place of issue:  Fridingen, Germany
Annexes
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s Product Standards and Guidances
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rTUDOLF 20240215
TD-200 - endoscopes
REF Item Description GTIN GMDN-No GMDN-Term rule MDR class MDR | TD_NO | IFU Supplier

AT127.030 :‘R;HROSDDPE' AUTOCLAVABLE 2.7 MM, 30" WLIID | 4 10as625035 34856 Rigid arthroseope, reusable 7 Hla TD-200 | 243 INMOVIEW GMEH
ARTHROSCOPE, AUTOCLAVABLE 4.0 MM, 0°, WL 175

ATLA0000 | 404935625943 34856 Rigid arthroscope, reussble 7 lla TD-200 | 243 INMOVIEW GMEH

AT140030 :‘R;HROE HOFE, AUTOCLAVABEE 8.0 MINL D WL LTS 404935625944 34856 Rigid arthroscope, reusable 7 [} TD-200 | 243 INMOVIEW GMBH

AT140070 :‘ﬁ;HmsmPE' AUTOCLAVABLE 8.0 MM.TOVWLLTS | 4030625040 34856 Rigid arthroscope, reusable 7 Hla TD-200 | 243 INNOVIEW GMBH

EN127-000 g:{::::{pot:nmocmmsm, #2.7 MNLDIRECTION 404935611062 44928 Otoscopa, endoscopic 7 Hla TD-200 | 243 INMOVIEW GMEH

EN127-030 g‘;ﬁ:ﬁ?;ﬁﬂﬁo&mmsu. 2 L7 I ON AM935611063 44429 Otoscope, endoscopic 7 [[F] TR-200 | 243 INNOVIEW GMBH

EN127-100 g:‘té‘:ﬁg,ﬁwm LAVABLE, @ 2.7 MM, DIRECTION 44935604361 37180 Rigie! sinoscope 7 lla TO-200 | 243 | INNOVIEW GMBH

EN127-130 g:lg;c“?f;%:wmc LAVABLE @127 MM.DIRECTION AME356(M3A62 37180 Rigid sinnscope 7 lla TD-200 | 243 INNOVIEW GMBH

IN AUTOCLAVA .7 MM, DI N
EN127-170 ;F 3?:“?2%, LTOCLAVABLE, §:2.7 MM.DIRECTIO A04935604363 37180 Rigid sinoscope 7 ([} TO-200 | 243 INNOVIEW GMBH
| % M,DI F

EN140-000 :;::lvsgop EAUTRCLAVABLE @4 MMIDIRECTIGN.O 4D4935604367 37180 Rigiel sinoscops 7 lla TD-200 | 243 INNOVIEW GMBH

EN140-030 \sr:a::rs:;)fmumcm\mu, P4 MMDIRECTIONOF | 11 15c604368 37180 Rigiel sinoscops 7 Hla TD-200 | 243 INNOVIEW GMEBH

EN140-045 i:’:&f? EAUTOCLAVABLE, @ 4 MM DIRECTIONOF | 0scch350 37180 Rigie sinoscops 7 fla TD-200 | 243 INMOVIEW GMEH

EN140-070 :;:;fgfuumcmvmu, @ MMOIRECTIONGF | 11052604370 37180 Rigiel sinoscops 7 lla TD-200 | 243 INMOVIEW GMBH
OTOSCOPEAUTOCLAVABLE, @ 4 MM,DIRECTION OF )

EN140-100 BV ki d iy A4835611064 44925 Oloscope, endescopic 7 lla TD-200 | 243 INNOVIEW GMBH

P 4

EN140-130 g;?:ig, EAUTOCLAVABLE, @ 4 MM,DIRECTION OF AME35611065 44928 Otoscope, endoscopic 7 lla TO-200 | 243 INNOVIEW GMBH
URETERO-RENOSCOPE, AUTOCLAVABLE SEMIRIGID, ¢

EU107-012 6.0/7,5FR, WL 430MM, 12° WITH LATERAL OFFSET AMY35646620 3Ti1z2 Rigid ureterorenoscepe 7 lla TD-200 | 243 INNOVIEW GMBH
EYEPIECE
URETERC-RENOSCOPE, AUTOCLAVABLE SEMIRIGID, @ =

5 4

EU107-212 6.0/7,5FR, WL A30MN, 12° WITH LATERAL EYEPIECE AMEI5646808 312 Rigid ureterorenoscope 7 [[F] TR-200 | 243 INNOVIEW GhBH
URETERCG-RENQSCOPE, AUTCCLAVABLE SEMIRIGID,

EUL09-012  |8/9,8FR 12" WLA30MM, WITH LATERAL OFFSET 404935601904 37112 Rigid ureterarenascope 7 fla TD-200 | 243 INMOVIEW GMEH
EYEPIECE
URETERO-REMOSCOPE, AUTOCLAVABLE SEMIRIGID,

EUL0S212 | oce oo i 4300, WITH LATERAL EVEPIECE 404935601596 37112 Rigid ureterorencscope 7 ila TD-200 | 243 INNOVIEW GMBEH
URETERC-RENOSCOPE, AUTOCLAVABLE

EU111-012  |SEMIRIGID,B.5/11.5FR, 12", WLA3OMM, WITH AD4035628826 37112 Rigid uraterorenascope Ei fla TD-200 | 243 INNOVIEW GMEH
LATERAL OFFSET EYEPIECE

Tampiate: Rav. f Creation dats | Valk from
010801 3038 /10012024
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rTUDOLF 20240215
e ey TD-200 - endoscopes
REF Item Description GTIN GMDN-No GMDN-Term rule MDR class MDR | TD_NO | IFU Supplier

URETERC-REMOSCOPE, AUTOCLAVAELE

EU111-212 D,8.5 /11.5FR. ,12°, WLAIOMM, WITH 404935628828 37112 Rigid ureterorencscope 7 Hla TD-200 | 243 INNOVIEW GMBH
LATERAL EYERIECE
CYSTDSCOPEAUTOCLAVABLE, 2.7 MM,0" WORKING

EU127-000 | o 404935622648 17145 Rigid cystoscape 7 Hla TD-200 | 243 INNOVIEW GMEBH

fuiz7.an  |CYSTOSCOPEAUTOCLAVABLE, 27 MM3DTWORKING| 10 105cacas 17145 Rigid cystoscope 7 Hla TD-200 | 243 INMOVIEW GMBH
LENGTH 302 MM
CYSTOSCOPE, AUTOCLAVABLE 2,5 MM,0°, WL 302

Eulzsooo | 5 404935622654 17145 Rigid oystoscope 7 Hla TD-200 | 243 INNOWVIEW GMBH

EW125-030 :‘Y:: HFCOPE AUTOCLAYABLE 2. MM, 307 WL 302 404935622655 17145 Rigid oystoscape 7 Hla TD-200 | 243 INNOVIEW GMBH

EU140-000 :.‘Y;' OSCOPE, AUTOCLAVABLE 4,0 MM 0", WL 302 A4935622657 17145 Rigid oystoscope 7 lla TD-200 | 243 INNOVIEW GMBH

v =
EV140-012 ; :11 CSCOPE AUTOLLAVABLE S.0BM.12 W, 302 24935622658 17145 Rigid cystoscope 7 lla TD-200 | 243 INNOVIEW GMBH
¥ TOCLAV)

EL140-030 :":: USCOPE ATOCLAVBLERD VM 20 WL 02 AD4035622659 17145 Rigidl oystoseape 7 fla TD-200 | 243 INNOVIEW GMEH

EL140-070 E‘Y:: OSCOPE; ALTOCLAVABLE 4,0 MM.70° W 302 404935622660 17145 Rigidl cystaseape 7 lla TD-200 | 243 INMOVIEW GMEH
HYSTEROSCOPE, SEMIRIGID, AUTOCLAVABLE 2,0 :

GY120:000 | oo i 260 404935618017 36628 Rigid fibreoptic hysteroscope 7 lla TD-200 | 243 INNOVIEW GMEBH

GY120-030 HYST'EII?SCOPE, SEMIRIGI, AUTECLAVARLE, 2.0 AD4935618018 36628 Rigid fibreaptic hysteroseope 7 fla TD-200 | 243 INMOVIEW GMEH
MM, 30°, WL 260 MM
HYSTEROSCOPE, AUTOCLAVABLE 2,7 MM,0° WL 202

ev1z7-000 |0 Ap4335618019 36628 Rigic fibreoptic hysteroscope 7 Hla TD-200 | 243 INMOVIEW GMBH

GY127-030 ;';:E:‘USCOPE' AUTORLAVABLE L7 WML 0L 404335618020 36628 fiigic fibreoptic hysteroscope 7 fla TD-200 | 243 INNOVIEW GMBH

GY127-070 :‘:‘FRUWPE'AUTOC LARABLE L./ MM, WL 302 404935618021 36628 Figid fibreoptic hysteroscopa 7 tla TD-200 | 243 INNOWVIEW GMBH

GY125-000 :Y:FRUSWPE' AUTOCLAVABLEZOMMOSWLIR | fidsseisnie 36628 figid fibreoptic hysteroscope 7 Hla TD-200 | 243 INMOVIEW GMBH
HYSTEROSCOPE, AUTOCLAVABLE 2,9 MM,30°, WL 302 .

Grize0s0 | 404935618023 36628 Rigid fibreoptic hysteroscope 7 lla TD-200 | 243 INNOVIEW GMBH

T WABLE 4,0 MM,0",

GY140-000 ;Y:mepf’ AUTOCLAVABLE S.0MMOSWL3DZ | 11035618025 36628 Rigid fibreoptic hysteroscope 7 e TD-200 | 243 INNOVIEW GMBH
HYSTEROSCOPE, AUTOCLAVABLE 4,0 MM,12°,WL 302

Gruan01z |0 ’ ! i 404935618026 36628 Rigid fibreoptic hysteroscope 7 fla TD-200 | 243 INNOVIEW GMBH

GY140-030 :?:mepi' AUTOCLAVABLE 3,0MMADTWLI02) 1 hagassimnay 36628 Rigie! fibreaptic hysteroseope 7 fla TD-200 | 243 INNOVIEW GMEH
HYSTEROSCOPE, AUTOCLAVABLE 4,0 MM, 70°,WL 302

Grucom | ¥ 404935618028 36628 Rigiel fibreoptic hysteroscope 7 fla TD-200 | 243 INMOVIEW GMEH
LAPARDSCOPE, AUTOCLAVABLE @ 10.0 MM, 0%, WL =

LP100-000 |5 " ok READY 404935615854 12391 Rigid optical laparoscope 7 lla TD-200 | 243 INMOVIEW GMEBH
LAPARDSCOPE, AUTOCLAVABLE @ 10.0 MM,30°, WL B

LPL00030 |0 2k ReaDy 404935615855 12391 Rigid optical laparoscope 7 fla TD-200 | 243 INMOVIEW GMEH
LAPARDSCOPE, AUTOCLAVABLE @ 10,0 MM,A5° WL S

LP100-045 404335615856 12391 Rigid al | 7 1 TD-200 | 243 INMOVIEW GMBH
340 MM, 4K READY gi opticalflaparoscope ¢

Tampiate: Rav. f Creation dats | Valk from
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rTUDOLF 2024-02-15
TD-200 - endoscopes
REF Item Description GTIN GMDN-No GMDN-Term rule MDR class MDR | TD_NO | IFU Supplier

LP105-000 ::AMRS‘SCDPE AUTOCLAVABLE @ J0ONMMG WL AD4935615857 12291 Il'gid optical lapar nscope 7 lla TD-200 | 243 INNOVIEW GMBH
LAPARCSCOPE, AUTOCLAVABLE @ 10.0 MM, 30° WL oo

LP105-030 225 MM 404935615858 12291 Rigid optical laparoscope 7 [[E] TD-200 | 243 INNOWVIEW GMBH

LP105-045 ;..:;A':S‘SCOFE ALTOC| RVARIE BA0.0MMS WL 404935615855 12291 Figidl optical laparoscope r ila TD-200 | 243 INNOVIEW GMBH

LP150-000 :;N:gi;i;? AUTOCLEVABLE @ 5.0 M0 WL 300 404535615860 12291 Rigicl optical laparoscope 7 Hla TD-200 | 243 INNOVIEW GMBH
LAPARDSCOPE, AUTOCLAVABLE @ 5.0 MM, 30°,WL o =

LP150-030 404935615861 12391 Rigid al | i I TD-200 | 243 INNOVIEW GMBH
300 MM, 4K READY i 2
ENDD-PLASTIC ENDOSCOPE, @ 10 MM, 30°, WL

PSI00030 | oo 4 404935646949 12291 Rigid nptical lapas nscope 7 ila TDA00 | 243 | INNOVIEW GMBH

PS105.030  [ENDO-PLASTIC ENDOSCOPE, 5 MM,30°,WL175MM | - 404935646950 12291 Rigid pptical laparnscope kd la TO200 | 243 | INNOVIEW GMBH

RZOI0000  |PROTECTION SHIELD F.OPT.UP TO SMM 404935627302 65703 = ST e 7 lla TO200 | 243 |  INNOVIEW GMBH

cover, reusable

RZ100-000 _|ENDOSCOPE ADAPTOR STORZ 404935627813 46113 Endoscopic light source adaptor 7 la TD-200 | 243 | INNOVIEW GMBH

RT100-010 ENDOSCOPE-ADAPTOR WOLF AD4G35627214 46113 Em:lascoglc Isht source adagtn( 7 Ila TD-200 | 243 INNOVIEW GMBH
SPARE PART PART VALVE HOLDER FOR AXIAL

RZ200-202 WORKING CHANNEL ON URS, SPARE PART FOR ALL AD4935647918 37112 Rigid uretarorenoscope 7 lla TD-200 | 243 INNOVIEW GMBH
URS
GUIDE ADAFTER F. LITHOTRIPSY HANDLE

UR300-000 {LTHOC ) AN4935627112 37112 Rigid uraterorenoscope 7 la TD-200 | 462 INNOVIEW GMBH

UR300-050 SILIEGHE AUTOM, VALYE [DUCKBELL].ﬂi,SMM. FOR 404935625340 37112 Rigid ureterorenascope 7 s TD-200 | 243 INNOVIEW GRMBH
URETERO-RENOSCOFE, (5 PCS./PACKAGE

Tampiate: Rav. f Creation dats | Valk from
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BECAUSE WE CARE

Product Standards and Guidances

1 Overview

TD No and Name

TD-200 endoscopes

(arthroscope, hysteroscope, cystoscope, otoscope, sinuscope, uretero-
renoscope, laparoscope)

Basic UDI-DI

4049356 TD-200GY

Manufacturer

RUDOLF Medical GmbH + Co. KG
Zollerstrasse 1

78567 Fridingen an der Donau, Germany
www.rudolf-med.com
sales@rudolf-med.com

EMDN No. and Term

Z12029009 LAPAROSCOPES

Name / No. Description Issue date

DIN EN ISO 13485 Medical devices - Quality management systems - Requirements for | 2021-12
regulatory purposes

DIN EN ISO 14971 Mec.ilcal devices - Application of risk management to medical | 2022-04
devices

DIN 96298-3 Medical instruments - Terms, measuring methods and tests - Part 3: | 2017-10
Tests

DIN EN 62366-1 Med!cal de\flces - Part 1. Application of usability engineering to | 2021-08
medical devices

DIN EN 10088-1 Stainless steels - Part 1: List of stainless steels 2024-04

DIN EN I1SO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation and | 2021-05
testing within a risk management process

DIN EN ISO 10993-5 Biological evaluation of medical devices - Part 5: Tests for in vitro | 2009-10
cytotoxicity

DIN EN I1SO 10993-10 Biological evaluation of medical devices - Part 10: Tests for skin | 2023-04
sensitization

ISO 10993-11 Biological evaluation of medical devices - Part 11: Tests for systemic | 2017-09
toxicity

DIN EN ISO 10993-12 Biological evaluation of medical devices- Part12: Sample | 2021-08
preparation and reference materials

DIN EN I1SO 10993-18 Biological evaluation of medical devices- Part 18; Chemical | 2023-11
characterization of medical device materials within a risk
management process

DIN EN ISO 10993-23 Biological evaluation of medical devices - Part 23: Tests for irritation | 2021-10

DIN EN I1SO 11737-1 Sterilization of health care products - Microbiological methods — | 2021-10

Part 1: Determination of a population of microorganisms on products

Rev. | Template Date
A/ 2025-01-24

DCR
01658

Template valid from
2025-01-27

Template number
F1542

Page
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BECAUSE WE CARE

Product Standards and Guidances

Name / No. Description Issue date
Medical devices - Symbols to be used with medical device labels, | 2022-02
DIN EN ISO 15223-1 labelling and information to be supplied - Part 1: General
requirements
Processing of health care products - Information to be provided by | 2021-11
DIN EN ISO 17664-1 the medical device manufacturer for the processing of medical
devices - Part 1: Critical and semi-critical medical devices
Processing of health care products - Information to be provided by | 2024-04
DIN EN ISO 17664-2 the medical device manufacturer for the processing of medical
devices - Part 2: Non-critical medical devices
DIN EN ISO 17665 Sterilization of health care products - Moist heat - Requirements for | 2024-09
the development, validation and routine control of a sterilization
process for medical devices
DIN EN I1SO 20417 Medical devices — Information to be supplied by manufacturer 2022-03
DIN EN I1SO 7153-1 Surgical instruments - Materials - Part 1: Metals 2017-02
MDCG 2018-1rev. 4 MDCG 2018-1 Rev.4 Guidance on BASIC UDI-DI and changes to | April 2021
UDI-DI
MDCG 2019-15 rev. 1 Guidance notes for manufacturers of class | medical devices Dec. 2019
MDCG 2019-5 Registration of legacy devices in EUDAMED April 2019
MDCG 2020-5 CI|r.1|.caI Evgluaton - Equivalence A guide for manufacturers and | April 2020
notified bodies
Regulation (EU) 2017/745: Clinical evidence needed for medical | April 2020
MDCG 2020-6 devices previously CE marked under Directives 93/42/EEC or
90/385/EEC
MDCG 2020-8 Guidance on PMCF evaluation report template April 2020
MDCG 2020-7 Guidance on PMCF plan template April 2020
MDCG 2021-19 Guidance note integration of the UDI within an organisation’s quality | July 2021
management system
MDCG 2021-24 Guidance on classification of medical devices Oct. 2021
MDCG 2021-25 Rev. 1 Regulation (EU) 2017/745 - application of MDR requirements to | Oct. 2024
‘legacy devices’ and to devices placed on the market prior to 26 May
2021 in accordance with Directives 90/385/EEC or 93/42/EEC
; Guidance on periodic safety update report (PSUR) according to | Dec. 2022
MDCG 2022-21 regulation (EU) 2017/745 (MDR)
MDCG 2023-3 Questions and Answers on vigilance terms and concepts as outlined | Feb. 2023
in the Regulation (EU) 2017/745 on medical devices
MEDDEYV 2.7.1 Rev Clinical Evaluation: A Guide for Manufacturers and Notified Bodies | 2016-07
Rev 4
Directive 2011/65/EU RoHS 2011
ISO 8600-1 Endotherapy devices. Eyepiece cap and light guide connector 2015-10
Rev. | Template Date Template valid from Template number DCR Page

A/ 2025-01-24

2025-01-27

F1542 01658 20f 4




BECAUSE WE CARE

Product Standards and Guidances

Name / No. Description Issue date
Endoscopes - Medical endoscopes and endotherapy devices —
ISO 8600-3 Part 3: Determination of field of view and direction of view of | 2019-08
endoscopes with optics
y Endoscopes - Medical endoscopes and endotherapy devices — i
IS0 86004 Part 4. Determination of maximum width of insertion portion 201409
ISO/TS 18339 Endotherapy devices. Eyepiece cap and light guide connector 2015-11
DIN EN 60601-2-18 Medlca! electrical eqmpmept - Part 2-18: Particular rquweme:nts for 2016-10
the basic safety and essential performance of endoscopic equipment
Rev. | Template Date Template valid from Template number DCR Page
A 1202501-24 2025-01-27 F1542 01658 3of4




BECAUSE WE CARE

Product Standards and Guidances

2 Document History

‘ Revision (E’a\t‘\a’Y_MM_DD) Author Description

' Moving the product standards and guidances into this separate
A 01.04.2025 Ayfer Bektas document. The list is no longer embedded in the

‘ | corresponding documents but attached to them.

Rev. | Template Date
A/ 2025-01-24

Template valid from Template number DCR
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