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Manufacturer's Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 äs
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in
particular with respect to

. the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive
Certificates) and/or1

. the compliance of the devices and us äs their manufacturer with the conctitions for the continued
placing on the market and putting into service

Manufacturer name

Manufacturer address and contact details

Single Registration Number (SRN) (if available)

RUDOLF Medical GmbH + Co. KG

Zollerstrasse 1
78567 Fridingen an der Donau
Germany
Contact:

Ayfer Bektas, RA Manager & Deputy PRRC
prrc@mdolf-med.com
+49 7463 9956-52

DE-MF-000005515

Authorised Representative name (if applicable) Not applicable

Authorised Repräsentative address and contact details Not applicable

Single Registration Number (SRN) (if available) Not applicable

Notified body name (if applicable)

DQS Medizinprodukte GmbH
August-Schanz-Straße 21
60433 Frankfurt am Main

Germany
D See also attached schedule

Notified body number (ifapplicable)

Directive Certificate number(s)

0297

492576 MR2

D See also attached schedule

1 The first condition is not applicable in case of devices for which the confomiity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of confbrmity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body.

RUDOLF Medical GmbH + Co. KG
Zolleretr. 1, 78567 Fridingen, Germany

USt.-ID.Nr. (VAT ID No.): DE194017986
Amtsgericht (District Court) Stuttgart: HRA 450920

Tel. :+4974639956-0, Fax+49 7463 9956-56 Steuernummer (Tax ID No. ): 21083/01109
sales@rudolf-med.com, www.rudolf-med.com

Persönlich haftender Gesellschafter: RUDOLF GmbH
(Personally Liable Partner: RUDOLF GmbH)
Amtsgericht (District Court) Stuttgart: HRB 749104
Sitz der Gesellschaft (Headquarters): Fridingen, Germany
Geschäftsführer (Managing Director): Ulrich Rudolf



rUOOLF
BECAUSE WE GARE

to which this confirmation is made (if applicable)

Original expiry date äs indicated on the Directive
Certificate prior to the extension of the validity (if
applicable)

End date of extended validity/transition period

2023-11-20

a See also attached schedule

a See also attached schedule

December31st, 2028

o See also attached schedule

We, äs the manufacturer declare under our sole responsibility:

. for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the
conditions for the legal extension ofvalidity äs required in Article 120.2 ofthe MDR are met and2

. the listed device(s) in the attached schedule and we äs their manufacturer are in compliance with
the conditions listed in Article 120. 3e ofthe MDR for continued placing on the market and putting
into Service,

namely by fulfilling the following conditions:

> Directive Certificate(s) äs listed above or in the attached schedule

. Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021 and have not been withdrawn afterwards.

Choose applicable Statements:

B Expired betöre 20 March 2023:

B-BefeF Q the originol date of expiry äs indicated on the Directivo Certificate(s), we and the

notified body have signed written agreement(s) in accordance with Soction '1. 3, second
cubparagraph of Annex VII to this Regulation for the conformity accoccmGnt(s) in respect
of the device(s) covered by the expirod certificate(s) or in respect of o dovice(s) intended
to substitute that/those device(s), or

B_A-Gempetent Authority has granted a derogation from tho applicablc conformity OGGOGS
mont procodure in accordance with Article 59(1) MDR (may be provided upon roquost), or

Q_A-Gempotent Authority has requirod tho manufooturor, in accordance with Artiole 97(1)
MDR, to carry out the applicable conformity assossment procedure (may be provided upon

Choose one of the following statomente only if a derogation per Article 50(1) or a requirement
perArtiolo 07(1) hos boon granted by a Competent Authority:

O-Penwal application(s) to the notified body in accordance with Seotion 1. 3, first subpara-
graph of Annex VII MDR for conformity assessmont has/have beon mado or will be
made/Gubmitted by us to a notified body no tater than 26 May 202/1 for tho dovice(s)-ltsteet
in the attached schodule or its/their substitute(s) and signed written agroomont(s) is/will be

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body

RUDOLF Medical GmbH + Co. KG
Zollerstr. 1, 78567 Fridingen, Germany
Tel. : +49 7463 9956-0. Fax +49 7463 9956-56

sales@rudolf-med. com. www. mdolf-med. com

USt. -ID.Nr. (VAT ID No. ): DE194017988
Amtsgericht (District Court) Stuttgart: HRA 450920
SteuemummerfTax ID No. ): 21083/01109

Persönlich haftender Gesellschafter: RUDOLF GmbH
(Personally Liable Partner: RUDOLF GmbH)
Amtsgericht (District Court) Stuttgart: HRB 749104
Sitz der Gesellschaft (Headquarters): Fridingen, Germany
Geschäftsführer (Managing Director): Ulrich Rudolf
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in place in accordance with Sßction 4.3, second subparograph of Annex VII MDR before
26 September 202/1.

0-We-do not intent to lodgo an application for conformity acGOSGmcnt by 26 May 2024, there
fore the transition poriod will cnd on 26 May 202/1.

Expired/expires after20 March 2023:

Choose one applicable Statement:

Formal application(s) to the notified body in accordance with Section 4. 3, first subpara-
graph of Annex VII MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be
in place in accordance with Section 4.3, second subparagraph of Annex VII MDR before
26 September 2024.

0_We-4o not intent to lodge an application for conformity aGsessment by 26 May 202'1, there-
fore the transition period will end an 26 May 202'1.

> Upclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May
2021 and for which the conformity assessment procedure pursuant to this Regulation requires the
involvement of a notified body:

Choose one applicable Statement:

^ Formal application(s) to the notified body in accordance with Section 43 first subparagraph of
Annex VII MDR for conformity assessment has/have been made or will be made/submitted by
us to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule
or its/their substitutes and signed written agreement(s) is/will be in place in accordance with
Section 4.3, second subparagraph of Annex VII MDR before 26 September 2024.

0_-We-äo not intent to lodgo an application for confomnity assessment by 26 Moy 202/1, therefore
tho transition period will end on 26 May 2021.

> Quality Management System (QMS)

Choose one applicable Statement:

Q_A-QMS in accordance with Artioto 10(9) MDR will be put in ploco by no latorthan 26 Moy 202/l.
/^ A QMS in accordance with Article 10(9) MDR is in place.
0-A-netified body hao ioouod the attached certificato for tho MDR compliant QMS.

> Device(s) äs listed in the attached schedule

. The device(s) continue to comply with the AIMDD or MDD.

. There are no significant changes in the design and intended purpose.

. The device(s) do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.

RUDOLF Medical GmbH + Co. KG
Zollerstr. 1, 78567 Fridingen, Germany
Tel. : +49 7463 9956-0, Fax +49 7463 9956-56
sales@rudolf-med.com, www.njdolf-med.com

USt. -ID-Nr. (VAT ID No. ): DE194017986
Amtsgericht (District Court) Stuttgart: HRA 450920
Steuernummer(Tax ID No.): 21083/01109

Persönlich haftender Gesellschafter: RUDOLF GmbH
(Personally Liable Partner: RUDOLF GmbH)
Amtsgericht (Dlstrict Court) Stuttgart: HRB 749104
Site der Gesellschaft (Headquarters): Fridingen, Germany
Geschäftsführer (Managing Director): Ulrich Rudolf
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Signed for and on behalf of the manufacturer:

Füll Company Name: RUDOLF Medical GmbH + Co. KG

Location & Date: Fridingen an der Donau, 2025-07-28

Signature, Print Name, Title: Ayfer Bektas, RA Manager, Deputy PRRC
UOOLF

RUDOLF Madlcd GmbH + Co. KQ
78567 Fridhifn, Gwnany

( Tel, +4< 740 »»-O

www.iudrtl-nNd-c0"'

Contact Details (at least email): prrc@rudolf-med. com

RUDOLF Medical GmbH + Co. KG
Zollerstr. 1, 78567 Fridingen, Germany
Tel. : +49 7463 9956-0, Fax +49 7463 9956-56
sales@rudolf-med.com. www.rudolf-med.com

USt. -ID-Nr. (VAT ID No. ): DE194017986
Amtsgericht (District Court) Stuttgart: HRA 450920
Steuernummer (Tax ID No.): 21083/01 109

Persönlich haftender Gesellschafter: RUDOLF GmbH
(Personally Liable Partner: RUDOLF GmbH)
Amtsgericht (District Court) StuHgart: HRB 749104
Sitz der Gesellschaft (Headquarters): Fhdingen, Gemnany
Geschäftsführer (Managlng Director): Ulrich Rudolf
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RUDOLF Medical GmbH + Co. KG 
Zollerstr. 1, 78567 Fridingen, Germany 
Tel.: +49 7463 9956-0, Fax +49 7463 9956-56 
sales@rudolf-med.com, www.rudolf-med.com 

USt.-ID-Nr. (VAT ID No.): DE194017986 
Amtsgericht (District Court) Stuttgart: HRA 450920 
Steuernummer (Tax ID No.): 21083/01109 

Persönlich haftender Gesellschafter: RUDOLF GmbH 
(Personally Liable Partner: RUDOLF GmbH) 
Amtsgericht (District Court) Stuttgart: HRB 749104 
Sitz der Gesellschaft (Headquarters): Fridingen, Germany 
Geschäftsführer (Managing Director): Ulrich Rudolf 

 

 
Schedule of Devices  
 
The above Manufacturer’s Declaration is valid for the following devices: 
 

Identification of 
the device(s)3  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive 
Certificate 
number(s)  
to which this 
confirmation is 
made  
(if applicable) 

Original expiry 
date as indicated 
on the Directive 
Certificate (s) 
prior to the 
extension of the 
validity  
(if applicable) 

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  
(if applicable) 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  
(if applicable) 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

Bone pins and 
wires 

492576 MR2 2023-11-20 DQS 
Medizinprodukte 
GmbH 
0297 

DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Electrodes bipolar 492576 MR2 2023-11-20 DQS 
Medizinprodukte 
GmbH 
0297 

DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Electrodes 
monopolar 

492576 MR2 2023-11-20 DQS 
Medizinprodukte 
GmbH 
0297 

DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

MIS instruments 
bipolar 

492576 MR2 2023-11-20 DQS 
Medizinprodukte 
GmbH 
0297 

DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

MIS instruments 
monopolar 

492576 MR2 2023-11-20 DQS 
Medizinprodukte 
GmbH 
0297 

DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Resectoscopes 492576 MR2 2023-11-20 DQS 
Medizinprodukte 
GmbH 
0297 

DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

 
3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above) 
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RUDOLF Medical GmbH + Co. KG 
Zollerstr. 1, 78567 Fridingen, Germany 
Tel.: +49 7463 9956-0, Fax +49 7463 9956-56 
sales@rudolf-med.com, www.rudolf-med.com 

USt.-ID-Nr. (VAT ID No.): DE194017986 
Amtsgericht (District Court) Stuttgart: HRA 450920 
Steuernummer (Tax ID No.): 21083/01109 

Persönlich haftender Gesellschafter: RUDOLF GmbH 
(Personally Liable Partner: RUDOLF GmbH) 
Amtsgericht (District Court) Stuttgart: HRB 749104 
Sitz der Gesellschaft (Headquarters): Fridingen, Germany 
Geschäftsführer (Managing Director): Ulrich Rudolf 

 

Identification of 
the device(s)3  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive 
Certificate 
number(s)  
to which this 
confirmation is 
made  
(if applicable) 

Original expiry 
date as indicated 
on the Directive 
Certificate (s) 
prior to the 
extension of the 
validity  
(if applicable) 

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  
(if applicable) 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  
(if applicable) 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

Endo sheath 
systems 

492576 MR2 2023-11-20 DQS 
Medizinprodukte 
GmbH 
0297 

DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Suction and 
irrigation 
instruments 

492576 MR2 2023-11-20 DQS 
Medizinprodukte 
GmbH 
0297 

DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Retractor self-
retaining 

492576 MR2 2023-11-20 DQS 
Medizinprodukte 
GmbH 
0297 

DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Endoscopes 492576 MR2 2023-11-20 DQS 
Medizinprodukte 
GmbH 
0297 

DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 
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RUDOLF Medical GmbH + Co. KG 
Zollerstr. 1, 78567 Fridingen, Germany 
Tel.: +49 7463 9956-0, Fax +49 7463 9956-56 
sales@rudolf-med.com, www.rudolf-med.com 

USt.-ID-Nr. (VAT ID No.): DE194017986 
Amtsgericht (District Court) Stuttgart: HRA 450920 
Steuernummer (Tax ID No.): 21083/01109 

Persönlich haftender Gesellschafter: RUDOLF GmbH 
(Personally Liable Partner: RUDOLF GmbH) 
Amtsgericht (District Court) Stuttgart: HRB 749104 
Sitz der Gesellschaft (Headquarters): Fridingen, Germany 
Geschäftsführer (Managing Director): Ulrich Rudolf 

 

Devices covered by the transitional period for which the conformity assessment procedure pursuant to MDD did not require the involvement of a 
notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the conformity assessment procedure pursuant 
to this Regulation requires the involvement of a notified body 

Identification of 
the device(s)4  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive 
Certificate 
number(s)  
to which this 
confirmation is 
made  
(if applicable) 

Original expiry 
date as indicated 
on the Directive 
Certificate (s) 
prior to the 
extension of the 
validity  
(if applicable) 

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  
(if applicable) 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  
(if applicable) 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

Chisels 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Clamps 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Curettes 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Elevators 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Endo Instruments 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Trocar Spikes And 
Obturators 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Files And Rasps n/a n/a n/a DQS 2028-12-31 n/a 

 
4 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above) 
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RUDOLF Medical GmbH + Co. KG 
Zollerstr. 1, 78567 Fridingen, Germany 
Tel.: +49 7463 9956-0, Fax +49 7463 9956-56 
sales@rudolf-med.com, www.rudolf-med.com 

USt.-ID-Nr. (VAT ID No.): DE194017986 
Amtsgericht (District Court) Stuttgart: HRA 450920 
Steuernummer (Tax ID No.): 21083/01109 

Persönlich haftender Gesellschafter: RUDOLF GmbH 
(Personally Liable Partner: RUDOLF GmbH) 
Amtsgericht (District Court) Stuttgart: HRB 749104 
Sitz der Gesellschaft (Headquarters): Fridingen, Germany 
Geschäftsführer (Managing Director): Ulrich Rudolf 

 

Identification of 
the device(s)4  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive 
Certificate 
number(s)  
to which this 
confirmation is 
made  
(if applicable) 

Original expiry 
date as indicated 
on the Directive 
Certificate (s) 
prior to the 
extension of the 
validity  
(if applicable) 

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  
(if applicable) 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  
(if applicable) 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

Medizinprodukte 
GmbH 
0297 

Forceps 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Hooks And Picks 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Mallets 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Manual Surgical 
Rotary Handpieces 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Mouth Gags 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Snares 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Needle Holders 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 
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RUDOLF Medical GmbH + Co. KG 
Zollerstr. 1, 78567 Fridingen, Germany 
Tel.: +49 7463 9956-0, Fax +49 7463 9956-56 
sales@rudolf-med.com, www.rudolf-med.com 

USt.-ID-Nr. (VAT ID No.): DE194017986 
Amtsgericht (District Court) Stuttgart: HRA 450920 
Steuernummer (Tax ID No.): 21083/01109 

Persönlich haftender Gesellschafter: RUDOLF GmbH 
(Personally Liable Partner: RUDOLF GmbH) 
Amtsgericht (District Court) Stuttgart: HRB 749104 
Sitz der Gesellschaft (Headquarters): Fridingen, Germany 
Geschäftsführer (Managing Director): Ulrich Rudolf 

 

Identification of 
the device(s)4  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive 
Certificate 
number(s)  
to which this 
confirmation is 
made  
(if applicable) 

Original expiry 
date as indicated 
on the Directive 
Certificate (s) 
prior to the 
extension of the 
validity  
(if applicable) 

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  
(if applicable) 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  
(if applicable) 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

Pliers 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Probes And 
Dilators 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Punches 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Retractors Hand-
Held 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Saws, Surgical 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Scalpel And 
Knives, Reusable 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Scissors 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Shears And 
Cutters 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 

2028-12-31 n/a 
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RUDOLF Medical GmbH + Co. KG 
Zollerstr. 1, 78567 Fridingen, Germany 
Tel.: +49 7463 9956-0, Fax +49 7463 9956-56 
sales@rudolf-med.com, www.rudolf-med.com 

USt.-ID-Nr. (VAT ID No.): DE194017986 
Amtsgericht (District Court) Stuttgart: HRA 450920 
Steuernummer (Tax ID No.): 21083/01109 

Persönlich haftender Gesellschafter: RUDOLF GmbH 
(Personally Liable Partner: RUDOLF GmbH) 
Amtsgericht (District Court) Stuttgart: HRB 749104 
Sitz der Gesellschaft (Headquarters): Fridingen, Germany 
Geschäftsführer (Managing Director): Ulrich Rudolf 

 

Identification of 
the device(s)4  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive 
Certificate 
number(s)  
to which this 
confirmation is 
made  
(if applicable) 

Original expiry 
date as indicated 
on the Directive 
Certificate (s) 
prior to the 
extension of the 
validity  
(if applicable) 

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  
(if applicable) 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  
(if applicable) 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

0297 

Spatulas 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Speculums 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 

Urethrotomes 

n/a n/a n/a DQS 
Medizinprodukte 
GmbH 
0297 

2028-12-31 n/a 
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