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Manufacturer’s Declaration  

 

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as 

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 

• the compliance of the devices and us as their manufacturer with the conditions for the continued 

placing on the market and putting into service 

 

Manufacturer name Cook Ireland Limited 

Manufacturer address and contact details 
 

O’Halloran Road, 

National Technology Park, 

Limerick, 

Ireland. 

Single Registration Number (SRN)  IE-MF-000001530 

 

Notified body name  TÜV SÜD Product Service GmbH     

Notified body number  0123 

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

G1 033038 0037 REV 00  

Original expiry date as indicated on the Directive 
Certificate prior to the extension of the validity  

26 May 2024 

End date of extended validity/transition period 31 December 2027 

 

We, as 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 of validity as required in Article 120.2 of the MDR are met and 
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• the listed device(s) in the attached schedule and we as their manufacturer are in compliance with 

the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting 

into service, 

namely by fulfilling the following conditions: 

 

➢ Directive Certificate(s) as 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valid on 26 May 2021 and have not been withdrawn afterwards. 

• Expired before 20 March 2023: ☐ 

• Before the original date of expiry as indicated on the Directive Certificate(s), we and the 

notified body have signed written agreement(s) in accordance with Section 4.3, second 

subparagraph of Annex VII to this Regulation for the conformity assessment(s) in respect 

of the device(s) covered by the expired certificate(s) or in respect of a device(s) intended 

to substitute that/those device(s), or ☐ 

• A Competent Authority has granted a derogation from the applicable conformity assess-

ment procedure in accordance with Article 59(1) MDR (may be provided upon request), or 

☐ 

• A Competent Authority has required the manufacturer, in accordance with Article 97(1) 

MDR, to carry out the applicable conformity assessment procedure (may be provided upon 

request) ☐ 

• 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. ☐ 

• We do not intent to lodge an application for conformity assessment by 26 May 2024, there-

fore the transition period will end on 26 May 2024. ☐ 

• Expired/expires after 20 March 2023: ☒ 

• 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. ☒ 

• We do not intent to lodge an application for conformity assessment by 26 May 2024, there-

fore the transition period will end on 26 May 2024. ☐ 



 
 

Page 3 of 155 

 

 

➢ 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: ☐ 

• Formal application(s) to the notified body in accordance with Section 4.3, 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. ☐ 

• We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore 

the transition period will end on 26 May 2024. ☐ 

➢ Quality Management System (QMS)  

• A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024. 

☐ 

• A QMS in accordance with Article 10(9) MDR is in place. ☒ 

• A notified body has issued the attached certificate for the MDR-compliant QMS. ☒ 

➢ Device(s) as 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. ☒ 
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Signed for and on behalf of the manufacturer: 

 Egan                                                                                                                              

Director, Regulatory Affairs 

 

MDR Agreement Date: 12-April-2021 

Full Company Name: Cook Ireland Limited 

Location & Date: O’Halloran Road, 

National Technology Park, 

Limerick, 

Ireland. 

 

Feb-2024
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Schedule of Devices  
 
The above Manufacturer’s Declaration is valid for the following devices: 
 

Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GEPD-3-3 G1 033038 0037 
REV 00 R 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-4 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-5 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-6 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-7 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-8 G1 033038 0 037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-9 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

 
1 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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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GEPD-3-10 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-11 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-12 G1 033038 003 REV 
00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-13 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-14 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-3-15 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-2 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-4 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GEPD-5-5 G1 033038 0037 
REV 00  

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-6 G1 033038 0037 
REV 00 Rev 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-13 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GEPD-5-14 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GEPD-7-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-13 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-14 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-7-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-8.5-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-8.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-8.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GEPD-8.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-8.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-10-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-10-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-10-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-10-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-10-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-11.5-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GEPD-11.5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-11.5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GEPD-11.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-5-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPDS-5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-7-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-7-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-7-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPDS-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSO-3-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-13 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSO-3-14 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-3-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-4-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-4-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-4-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-4-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 



 
 

Page 15 of 155 

 

 

Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSO-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-13 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSO-5-14 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-5-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-6-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-6-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-6-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-6-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-6-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-6-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSO-6-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSO-7-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-13 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-14 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-7-20 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-8.5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSO-8.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-8.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-8.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-8.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-8.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-10-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-10-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-10-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-10-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSO-10-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-10-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-10-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-11.5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-11.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-11.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-11.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-11.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSOS-5-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-5-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-7-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSOS-7-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-7-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-7-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-7-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-7-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-10-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-10-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

JPWS-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-10-14 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-10-16 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-10-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-10-20 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-10-22 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-8.5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-8.5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-8.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

JPWS-8.5-14 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-8.5-16 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-8.5-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-8.5-20 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

JPWS-8.5-22 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-4-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-4-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-4-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-4-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

SPSOF-4-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-4-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-4-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-4-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-2.5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

SPSOF-5-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-6-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

SPSOF-6-2.5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-6-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-6-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-6-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-6-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-6-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-6-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-2.5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

SPSOF-7-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

SPSOF-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-16 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-7-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-8.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-8.5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-8.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-10-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-10-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

SPSOF-10-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-10-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-10-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-10-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-10-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOF-10-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOS-3-4-N G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOS-3-6-N G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

SPSOS-3-8-N G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOS-3-10-N G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOS-3-12-N G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOS-3-18-N G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOS-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOS-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOS-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOS-7-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

SPSOS-7-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZEPDF-5-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-5-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-5-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZEPDF-7-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-7-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-7-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-7-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-7-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-7-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-7-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDF-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZEPDF-7-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDS-5-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDS-5-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDS-5-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDS-5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDS-5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDS-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDS-7-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDS-7-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZEPDS-7-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDS-7-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEPDS-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-5-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-5-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-5-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZPSOF-5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-7-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-7-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-7-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZPSOF-7-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-7-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-7-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOF-7-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOS-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOS-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOS-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOS-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZPSOS-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOS-7-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOS-7-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOS-7-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOS-7-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOS-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZPSOS-7-25-NP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-SF-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-SF-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

GPSO-SF-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-SF-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSO-SF-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-SF-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-SF-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-SF-5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-SF-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

GPSOS-SF-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZVT7-35-80-14-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZVT7-35-80-14-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZVT7-35-80-14-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZVT7-35-80-16-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZVT7-35-80-16-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZVT7-35-80-16-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZVT7-35-120-14-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZVT7-35-120-14-
10.0 

G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZVT7-35-120-14-
14.0 

G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZVT7-35-120-16-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZVT7-35-120-16-
10.0 

G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZVT7-35-120-16-
14.0 

G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-10-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-10-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-10-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-10-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-8.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-8.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

OACL-8.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-8.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-8.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-7-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-7-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-7-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-11.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

OACL-11.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-11.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-11.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OACL-11.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-8.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-8.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-8.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-8.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-8.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

OATS-10-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-10-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-10-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-10-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-11.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-11.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-11.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

OATS-11.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

OATS-11.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSS-10-1-RB G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSS-10-3-RB  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSS-10-4-RB  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSS-10-5-RB  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSS-10-7-RB  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSS-10-9-RB  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSS-10-10-RB G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSS-10-12-RB G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZSS-10-15-RB G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-10-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-10-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-10-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-10-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-10-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-10-11  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-10-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-10-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CHBS-11.5-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-11.5-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-11.5-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-11.5-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-11.5-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-11.5-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-7-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-7-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-7-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CHBS-7-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-7-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-7-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-7-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-7-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-8.5-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-8.5-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-8.5-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBS-8.5-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CHBS-8.5-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CHBSO-10-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-10-18  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-11.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-11.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-11.5-8  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-11.5-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-11.5-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CHBSO-11.5-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-11.5-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-11.5-18  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-7-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-7-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-7-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-7-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-7-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-7-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CHBSO-7-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-7-18  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-8.5-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-8.5-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-8.5-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-8.5-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-8.5-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-8.5-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CHBSO-8.5-18  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLBS-10-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-8  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-11  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLBS-10-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-13  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-14  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-16  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-17  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-10-18  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLBS-11.5-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-8  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-11  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-13  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-14  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLBS-11.5-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-16  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-17  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-11.5-18  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-5-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-5-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-5-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-5-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLBS-7-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-8  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-11  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLBS-7-13  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-14  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-16  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-17  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-7-18  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLBS-8.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-8  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-11  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-13  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-14  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLBS-8.5-16 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-17 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLBS-8.5-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-5-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-5-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-5-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-5-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-5-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-5-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLSO-7-2  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-8  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLSO-7-11  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-13  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-14  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-16  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-17 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-19 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLSO-7-20 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-7-21 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-8  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLSO-8.5-11  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-13  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-14  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-16 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-17  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-8.5-20 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLSO-10-2  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-8  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLSO-10-11  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-13  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-14  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-16  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-17  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-18  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-19  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLSO-10-20  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-10-21  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLSO-11.5-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-13  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-14  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-16 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-17 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-11.5-20 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

PBS-7-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-7-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-7-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-8.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-8.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-8.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-8.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

PBS-8.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-10-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-10-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-10-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-10-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-11.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-11.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-11.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

PBS-11.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

PBS-11.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-10-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-10-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-10-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-10-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-10-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-10-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-10-11  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

TTSO-10-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-10-13                               G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-10-14                               G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-10-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-11.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-11.5-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-11.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-11.5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-11.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

TTSO-11.5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-11.5-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-11.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-11.5-13 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-11.5-14 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-11.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-8.5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-8.5-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-8.5-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

TTSO-8.5-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-8.5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-8.5-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-8.5-11 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-8.5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-8.5-13 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-8.5-14 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

TTSO-8.5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-10-2  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZEBD-10-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-10-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-10-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-10-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-10-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-10-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-10-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-10-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZEBD-10-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-5-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-5-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-5-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZEBD-6-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-6-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-6-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-6-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-2 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZEBD-7-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-8  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-7-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-8-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-8-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZEBD-8-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-8-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZEBD-8-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-10-2  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-10-3  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-10-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-10-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-10-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-10-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZSO-10-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-10-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-10-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-10-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-10-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-5-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-5-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-5-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-5-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZSO-5-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-5-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-5-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-5-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-6-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-6-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-6-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-6-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-7-3 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZSO-7-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-7-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-7-6  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-7-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-7-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-7-12  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-7-15  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-7-16 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZSO-7-18 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-8-4  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-8-5  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-8-7  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-8-9  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-8-10  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-8-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZSO-8-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-SF-7-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

CLSO-SF-7-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-SF-7-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-SF-7-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-SF-7-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-SF-10-5 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-SF-10-7 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-SF-10-9 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-SF-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

CLSO-SF-10-15 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-125-5-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-5-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-5-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-5-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-5-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-5-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-5-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-5-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-6-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-125-6-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-6-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-6-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-6-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-6-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-6-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-6-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-7-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-7-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-125-7-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-7-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-7-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-7-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-7-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-7-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-8-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-8-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-8-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 



 
 

Page 88 of 155 

 

 

Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-125-8-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-8-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-8-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-8-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-8-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-9-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-9-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-9-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-9-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-125-9-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-9-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-9-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-9-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-10-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-10-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-10-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-10-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-10-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-125-10-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-10-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-10-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-5-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-5-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-5-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-5-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-5-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-5-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-80-5-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-5-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-6-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-6-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-6-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-6-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-6-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-6-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-6-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-80-6-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-7-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-7-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-7-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-7-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-7-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-7-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-7-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-7-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-80-8-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-8-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-8-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-8-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-8-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-8-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-8-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-8-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-9-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-80-9-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-9-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-9-6.0  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-9-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-9-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-9-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-9-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-10-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-10-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 



 
 

Page 95 of 155 

 

 

Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-80-10-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-10-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-10-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-10-10.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-10-12.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-10-14.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-5-17.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-5-20.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-6-17.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-80-6-20.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-7-17.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-7-20.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-8-17.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-80-8-20.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-5-17.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-5-20.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-6-17.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-6-20.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZFV6-125-7-17.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-7-20.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-8-17.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZFV6-125-8-20.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-8-9-4-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-8-9-6-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-8-9-8-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-8-9-10-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-10-11-4-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

EVO-10-11-6-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-10-11-8-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-10-11-10-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-4-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-4-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-4-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-4-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-4-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-5-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV5-80-5-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-5-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-5-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-5-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-6-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-6-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-6-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-6-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-6-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV5-80-7-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-7-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-7-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-7-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-7-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-8-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-8-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-8-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-8-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV5-80-8-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-9-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-9-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-9-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-9-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-9-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-10-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-10-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-10-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV5-80-10-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-80-10-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-4-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-4-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-4-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-4-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-4-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-5-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-5-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV5-125-5-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-5-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-5-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-6-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-6-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-6-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-6-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-6-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-7-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV5-125-7-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-7-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-7-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-7-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-8-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-8-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-8-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-8-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-8-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV5-125-9-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-9-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-9-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-9-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-9-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-10-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-10-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-10-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV5-125-10-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV5-125-10-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-5-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-5-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-5-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-5-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-5-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-6-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-6-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-6-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV6-80-6-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-6-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-7-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-7-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-7-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-7-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-7-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-8-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-8-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV6-80-8-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-8-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-8-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-9-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-9-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-9-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-9-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-9-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-10-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV6-80-10-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-10-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-10-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-10-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-12-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-12-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-12-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-12-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-14-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV6-80-14-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-14-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-80-14-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-5-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-5-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-5-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-5-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-5-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-6-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV6-125-6-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-6-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-6-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-6-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-7-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-7-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-7-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-7-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-7-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV6-125-8-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-8-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-8-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-8-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-8-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-9-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-9-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-9-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-9-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV6-125-9-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-10-2.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-10-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-10-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-10-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-10-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-12-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-12-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-12-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIV6-125-12-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-14-3.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-14-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-14-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIV6-125-14-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-10-11-4-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-10-11-6-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-10-11-8-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-8-9-6-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

EVO-FC-8-9-8-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-PC-10-11-4-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-PC-10-11-6-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-PC-10-11-8-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-PC-8-9-6-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-PC-8-9-8-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

RMS-060012-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

RMS-060014-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

RMS-060016-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

RMS-060018-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

RMS-060020-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

RMS-060022-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

RMS-060024-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

RMS-060026-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

RMS-060028-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

RMS-060030-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-20-25-10-E G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-20-25-12.5-E G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

EVO-20-25-15-E G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-20-25-8-E G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-18-23-10-E G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-18-23-12-E G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-18-23-8-E G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-20-25-10-E G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-20-25-12-E G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-20-25-8-E G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-6-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIB6-40-6-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-6-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-8-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-8-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-8-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-9-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-9-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-9-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-10-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZIB6-40-10-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-10-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-12-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-12-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-12-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-14-4.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-14-6.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZIB6-40-14-8.0 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-22-27-12-D G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

EVO-22-27-6-D G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-22-27-9-D G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-10-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-10-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-10-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-10-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-10-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-6-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-6-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

ZILBS-635-6-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-6-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-6-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-8-10 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-8-12 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-8-4 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-8-6 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

ZILBS-635-8-8 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-25-30-10-C G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

EVO-25-30-6-C G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-25-30-8-C  G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-R-18-23-
10-E 

G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-R-18-23-
12-E 

G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-R-18-23-8-
E 

G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-R-20-25-
10-E 

G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-R-20-25-
12-E 

G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

EVO-FC-R-20-25-8-
E 

G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-500 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

UFI-500-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-500-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-500-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-500-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-522 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-522-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-522-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-524 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-524-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

UFI-524-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-526 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-526-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-526-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-528 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-528-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-528-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-530 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-600 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

UFI-600-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-600-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-600-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-600-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-622 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-622-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-622-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-622-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-624 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

UFI-624-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-624-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-624-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-626 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-626-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-626-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-626-P G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-626-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-626-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

UFI-628 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-628-P G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-628-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-628-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-630 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-700 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-700-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-700-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-700-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

UFI-700-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-722 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-722-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-722-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-724 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-724-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-724-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-724-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-726 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

UFI-726-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-726-P G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-726-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-726-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-728 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-728-P G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-728-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-728-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-822 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

UFI-822-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-824 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-824-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-826 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-826-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-828 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

UFI-828-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-500 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-500-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-500-B-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-500-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-500-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-500-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-512 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-512-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-512-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-512-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-514 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 



 
 

Page 132 of 155 

 

 

Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-514-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-516 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-516-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-518 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-520 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-520-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-520-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-520-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-520-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-522 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-522-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-522-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-522-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-522-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-522-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-524 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-524-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-524-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-524-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-524-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-524-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-526 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-526-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-526-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-526-CE-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-526-CE-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-526-CE-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-526-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-526-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-526-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-526-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-528 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-528-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-528-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-528-CE-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-528-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-528-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-528-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-530 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-530-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-530-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-530-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-530-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-600 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-600-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-600-B-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-600-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-600-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-600-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-600-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-600-RPC-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-600-R-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-600-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-612 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-614 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-614-RPC-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-616 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-616-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-618 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-620 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-620-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-620-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-620-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-620-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-622 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-622-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-622-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-622-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-622-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-622-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-622-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-624 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 



 
 

Page 140 of 155 

 

 

Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-624-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-624-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-624-CE-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-624-CE-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-624-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-624-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-624-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-624-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-624-RPC-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-624-R-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-624-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-CE-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-CE-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-CE-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-CE-RPC-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-626-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-RPC-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-R-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-626-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-628-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628-CE-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628-CE-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628-LP-PD G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628-RPC-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-628-R-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-628-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-630 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-630-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-630-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-630-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-630-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-700 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-700-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-700-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-700-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-700-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-700-RPC-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-700-R-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-712 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-714 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-716 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-716-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 



 
 

Page 146 of 155 

 

 

Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-718 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-718-P G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-720 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-720-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-720-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-720-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-720-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-722 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-722-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-722-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-722-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-722-P G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-722-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-722-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-724 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-724-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-724-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-724-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-724-P G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-724-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-724-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-724-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-724-RPC-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-724-R-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-726-CE-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726-CE-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726-P G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726-RPC-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-726-R-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-728 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-CE-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-CE-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-LP-PD G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-P G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-728-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-RPC-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-RPC-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-R-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-728-T G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-730 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-730-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-730-LP G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-730-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-730-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-800 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-800-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-800-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-800-R-P G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-800-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-822 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-822-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-822-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-822-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-824 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-824-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-824-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-824-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-824-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-826 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-826-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-826-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-826-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-826-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-828 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-828-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-828-CE G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-828-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-828-RPC G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-830 G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 

USI-830-B G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
0123 

TÜV SÜD Product 
Service GmbH    
0123 

31 December 2027 N/A 
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Identification of the 
device(s)1  
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

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

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

Notified Body 
name and number 
that issued the 
Directive 
Certificate  
 

Notified Body 
name and number 
where the MDR 
application was 
lodged/contract 
signed  
 

End date of 
extended validity / 
transition period 

Substitute 
Device(s)  
(if applicable) 

USI-830-R G1 033038 0037 
REV 00 

26 May 2024 TÜV SÜD Product 
Service GmbH    
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Certificate
No. Q5 015692 0507 Rev. 01
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: P. J. Dahlhausen & Co. GmbH
Emil-Hoffmann-Str. 53
50996 Köln
GERMANY

Facility(ies): P. J. Dahlhausen & Co. GmbH
Emil-Hoffmann-Str. 53, 50996 Köln, GERMANY

See Scope of Certificate

Certification Mark:

 
Scope of Certificate: Design and development, manufacturing and

distribution of Non-active, Non-implantable medical 
devices for anaesthesia, emergency and intensive care
Design and development, manufacturing and distribution of 
Non-active sterile autological blood transfusion systems, 
Non-active blood collection systems, gas insufflation sets,
Heidelberg extension, infusion controllers, infusion 
connectors, transfer spikes, sterile dermal biopsy punch, 
safety scalpel, scalpel, blades for scalpels, skin staplers

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 015692 0507 Rev. 01  

Report No.: 713260456 _CNQ5

Valid from: 2023-01-27
Valid until: 2026-01-26

Date, 2023-01-27 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20015692%200507%20Rev.%2001%C2%A0


Sertifikatas 
Nr. Q5 015692 0507 Rev. 01 

 

Sertifikato turėtojas: P. J. Dahlhausen & Co. GmbH 
Emil-Hoffmann-Str. 53 
50996 Köln 
VOKIETIJA 

 

Padalinys(-iai): P. J. Dahlhausen & Co. GmbH 
Emil-Hoffmann-Str. 53, 50996 Köln, VOKIETIJA 

 

 

Sertifikavimo 
Ženklas: 

Žr. Sertifikato apimtį 

 
 
 
 
 
 
 

Sertifikato apimtis:  

 
Projektavimas ir plėtra, gamyba ir paskirstymas Neaktyvūs, Neimplantuojamų 
medicinos anestezijos, skubios ir intensyvios slaugos prietaisaų, Neaktyvių sterilių 
automatinių kraujo perpylimo sistemų, Neaktyvių kraujo paėmimo sistemų, dujų 
įpūtimo rinkinių, Heidelbergo prailginimo, infuzijos valdiklių, infuzijos jungčių, 
perpylimo smaigalių, gamyba ir platinimas biopsijos perforatorius, apsauginis 
skalpelis, skalpelis, peiliukai skalpeliams, odos segtukai 

 
Taikytas standartas(-ai): EN ISO 13485:2016 

Medicinos prietaisai – Kokybės 
valdymo sistemos – 
Reikalavimai reguliavimo tikslais  
(ISO 13485:2016) 
DIN EN ISO 13485:2016 

 
TÜV SÜD Product Service GmbH sertifikavimo įstaiga patvirtina, kad aukščiau minėta įmonė 
sukūrė ir palaiko kokybės vadybos sistemą, atitinkančią išvardinto (-ų) standarto (-ų) 
reikalavimus. Turi būti laikomasi visų taikomų TÜV SÜD grupės bandymų ir sertifikavimo 
reglamento reikalavimų. Išsamią informaciją ir sertifikato galiojimą rasite adresu 
www.tuvsud.com/ps-cert?q=cert:Q5 015692 0507 Rev. 01 

 

Pranešimo Nr.: 713260456 _CNQ5 

Galioja nuo: 2023-01-27 

Galioja iki: 2026-01-26 

 
 
 
 /parašas/ 

Data, 2023-01-27         Christoph Dicks 
Sertifikavimo / Notifikuotosios įstaigos vadovas 
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TÜV SÜD Product Service GmbH • Sertifikavimo įstaiga • Ridlerstraße 65 • 80339 Miunchenas • Vokietija 



HAGMED Sp. z o.o. sp. k.
Tomaszowska 3 2, 9 6-200 Rawa Mazowiecka; POLAND
tel. +48 468144429
1a1. + 48 46 814 48 05
e-mail: info@hagmed.com
www.hagmed.com

DECLARATION OF CONFORMITY

HACMED Sp. z o.o. sp. k., manufacturer of single use medical devices declares that below listed proquc$,
manufactured by the company, are produced in accordance with Directive 93/42|EEC, lntemational Standard
EN ISO 13485:2016 and Act of20 May 2010, "Medical Devices", Journal of Laws No. 107, pos. 679.

The company declares, that all processes related to design, production and quality control are performed
and supervised in accordance with Annex II ofDirective 93/42/EEC.

List of surgical, invasive medical devices, Class IIa, Rule 6, classified in accordance with Annex IX
of Directive 93/42/EEC. ECzu-UMDNS code: l0-714 i l8-650.

Embolectomv catheters:

I . Single lumen catheters (with latex balloon):

EM280; EM380; EM480i EM580; EM680; EM780; EM880; EM980; EMl080:
8M260; EM360; EM460; EM560; EM660; EM760;
8M240; EM340; EM440; EM540; EM640; EM740; EM840; EM940; EMl040;

2. Single lumen, irrigation catheters (without balloon):

EP380; 8P480; EP580; EP680; EP780; EP880; EP980; EPl080;

3. Double lumen catheters (with latex balloon):

ED8480; EDB580; ED8680; EDB780;
EDC340; EDC440; EDC540; EDC640; EDC740:.
EDC380; EDC480; EDC580; EDC680; EDC780;
EDC3 I 20; EDC4I20; EDC5 I 20; EDC6 1 20; EDCT't20

HAGMED Sp. z o.o. sp. k., is authorized to place CE mark on above listed products on basis ofthe certificate:

Fulf Quality Assurance System, in accordance with Annex II, excluding section 4, Directive 93142/EEC,
certificate number: EC No. 1434-MDD-05312019

The certificate was issued by Polish Centre for Testing and Certification, notified body using the number 1434.

Applied harmonized standards:

EN ISO 10555-l:2013; EN ISO 10555-4:2013; EN tSO 7886-l:2018; EN ISO BO36g-7:ZOni
EN 556-l:2001; EN ISO I I137-l:2015; EN ISO | | t37 -2:2015; EN ISO I I137-3:2017; EN tSO 11737-t:2}t8i
EN ISO I1737-2:2009; EN tSO 10993-l:2009; EN tSO 10993-4:2017; EN ISO 10993-5:2009;
EN ISO 10993-10:2013; EN ISO 10993-ll:2018; EN ISO t4644-t:2015; EN ISO 14644-2:2015:
EN ISO 14644-3:2005; EN ISO 14698-l:2003; EN ISO 14698-2:2003: EN ISO tt60.t-r:2017.,
EN ISO 11607-2:2017; EN 868-5:2009; EN 868-9:2009; EN l04l:2008+4 l:2013; EN ISO 15223-l:2016;
EN ISO 14971:2012.

Rawa Maz., 15.04.2019


