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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/or1 

• 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 B.Braun Melsungen AG 

Manufacturer address and contact details 

Carl-Braun-Str. 1, 34212 Melsungen, 
Germany            
Contact Person: Dr. Henning Schlicht, Head 
of Regulatory Affairs, Email: 
henning.schlicht@bbraun.com 

Single Registration Number (SRN) (if available) DE-MF-000000201 

 

Authorised Representative name (if applicable)  n/a 

Authorised Representative address and contact details n/a 

Single Registration Number (SRN) (if available) n/a 

 

  

 
1
 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not 

require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which 
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body. 

 

Document No.:  ConfEU2023-607_G10 V03   -  Version: 3.0  -  Document ID: VS-DF-002428   Print Date - Gedruckt am:  2024-10-10  22:07
(CET)

Effective

Effective



  
  

 

 

 

 

 

 

 

 

 

 

Page 2 of 15 

 

 

 

Notified body name (if applicable) TÜV SÜD Product Service GmbH ☐ See attached schedule 

Notified body number (if applicable) CE0123 ☐ See attached schedule 

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

G1 012974 0608 Rev. 00 ☐ See attached schedule 

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

2024-05-26  

☐ See attached schedule 

End date of extended 
validity/transition period 

2028-12-31 ☐ See attached schedule 

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/or2 

• 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. 

Choose applicable statements:  

☐ 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 

 
2
 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not 

require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which 
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body 
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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) 

Choose one of the following statements only if a derogation per Article 59(1) or a requirement 

per Article 97(1) has been granted by a Competent Authority: 

☐ 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 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:  

Choose one applicable statement: 

☒ Formal application(s) to the notified body in accordance with Section 4.3, first subpara-

graph of Annex VII MDR for conformity assessment has/have been made or will be 

made/submitted by us to a notified body no later than 26 May 2024 for the device(s) 

listed in the attached schedule or its/their substitute(s) and signed written agreement(s) 

is/will be in place in accordance with Section 4.3, second subparagraph of Annex VII 

MDR before 26 September 2024.  

☐ 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. 

➢ Upclassified devices  

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the 

involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 

2021 and for which the conformity assessment procedure pursuant to this Regulation requires the 

involvement of a notified body: 

Choose one applicable statement:  
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☐  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) 

Choose one applicable statement: 

☐ 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. 

 

Signed for and on behalf of the manufacturer: 

 Quality Management Regulatory Affairs 

Full Company Name B.Braun Melsungen AG B.Braun Melsungen AG 

Location & Date Berlin, 2024-05-22 Berlin, 2024-05-22 

Signature See electronic signature See electronic signature 

Print Name Dr. Susanne Vogelbein Dr. Henning Schlicht 

Title Head of QM Head of RA 

Contact Details (at least 

email) 

susanne.vogelbein@bbraun.com henning.schlicht@bbraun.com 

Version of document V03  

Document No.:  ConfEU2023-607_G10 V03   -  Version: 3.0  -  Document ID: VS-DF-002428   Print Date - Gedruckt am:  2024-10-10  22:08
(CET)

Effective

Effective



  
  

 

 

 

 

 

 

 

 

 

 

Page 5 of 15 

 

 

 

Document No.:  ConfEU2023-607_G10 V03   -  Version: 3.0  -  Document ID: VS-DF-002428   Print Date - Gedruckt am:  2024-10-10  22:08
(CET)

Effective

Effective



  
  

 

 

 

 

 

 

 

 

 

 

Page 6 of 15 

 

 

Schedule of Devices  

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

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

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

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

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

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

End date of 
extended 
validity / 
transition 
period 

Substitute 
Device(s)  
(if applicable) 

Angiodyn High Pressure Tubes 
5011507 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5011515 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5011523 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5011531 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5011938 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5011957 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5011965 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5011973 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5014824 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5014875 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5016002 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018200 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

 
3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined 

above) 
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5018218 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018233 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018580 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018864 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5218088 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

Unique Kissing BiBalloon Adapter 

5014760 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

Combitrans/Angiotrans 

5200011 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5200181 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5214040 

5200182 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5215454 

5200183 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5215050 

5200756 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5200830 

5200757 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202507 

5200758 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202620 

5200759 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202604 

5200830 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5200849 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5201152 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5202507 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5202604 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5202614 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5202617 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5202620 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 
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5203660 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5206994 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5207167 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5211247 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5212391 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5213505 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5215454 

5213516 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5215050 

5213527 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5214040 

5216200 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5201152-1 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5201152 

5202507-0 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202507 

5202604-1 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202604 

5202620-1 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202620 

5311010 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202620 

5311325 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5215050 

5312020 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202604 

5313030 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202604 

5318575 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5206994 

5318762 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5201152 

5318766 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5200849 

5318767 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5201152 

5318768 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5200849 

5318771 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5201152 

5318776 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5207167 

5319289 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202620 

5319290 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5202604 
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5319295 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5215454 

5319300 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5215050 

5319305 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5201152 

5319771 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5200849 

5019505 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5200359 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5200411 

5213940 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5200411 

Inflation Device 

5028901 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

Arteriofix 

5206316 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5206324 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5206332 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5206359 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5206345 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

Arteriofix V 

5206364 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5206363 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5206362 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5206361 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

Angiodyn Syringes 

5010120 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5010142 

5010142 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 
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5011990 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5010142 

5014866 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5018998 

5017469 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5018998 

5018991 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018992 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018993 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018996 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018997 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018998 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5019004 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5019006 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5019013 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5019016 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

Angiodyn Manifolds and Stopcocks 

5010575 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5010576 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5010577 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5010579 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5016131 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5011406 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5011407 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5011404 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5012074 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5012112 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5012759 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 
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5012813 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5012155 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5012163 

5012163 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5015569 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5019506 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5200411 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5212871 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018161 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5018170 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

Angiodyn Contrast Saver 

5010551 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5010557 

5010552 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5010557 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5010559 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5014001 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5019715 

Angiodyn Guidewires 

5050472 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5050529 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5053535 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

Y-Connectors 

5010434 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5019602 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5022693 

5021596 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 
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5021693 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5020743 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5022693 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5024103 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5022693 

5017826 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5022693 

Intradyn Tear-Away 

5010848 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5010849 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5010851 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5210313 

5210313 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5210593 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5210321 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5210330 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5210348 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5214297 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5210585 

5210585 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5014882 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5014883 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5014884 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5211869 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5210313 

5211870 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5010848 

5212537 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5210348 

5214698 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5210330 

5214699 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5210593 
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Intradyn Venous 

5209749 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5209757 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5209765 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5210615 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5210062 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5209749 

5210070 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5209757 

5210089 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5209765 

5210950 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5210100 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5210097 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5210178 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5150020 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5150021 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

Combidyn Pressure Tubes 

5201272 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5201281 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5201337 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5201345 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5204950 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5204995 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5205239 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5210577 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5214993 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

Document No.:  ConfEU2023-607_G10 V03   -  Version: 3.0  -  Document ID: VS-DF-002428   Print Date - Gedruckt am:  2024-10-10  22:08 (CET)

Effective

Effective



  
  

 

 

 

 

 

 

 

 

 

 

Page 14 of 15 

 

 

5215019 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5215027 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5215035 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5215043 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5215264 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5218598 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5204941 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5204976 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5204984 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5204992 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5205000 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5205018 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5205026 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5205034 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5205042 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5205050 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5205255 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5205263 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5205271 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5208000 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5208020 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5208080 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5208090 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5208599 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5211280 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 
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Puncture Needles 

5013606 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5013862 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

5208505 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 n/a 

PTCA Kits 

5028550 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5021693 

5028902 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5028901 

5028904 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5014760 

5028905 G1 012974 0608 Rev. 00 2024-05-26 TÜV Süd CE0123 TÜV Süd CE0123 2028-12-31 5028901 

 

      

Change History 

Version Date Description of Change 

01 2024-04-25 Initial Version 

02 2024-05-07 NB Number on p2 corrected to CE0123 

03 2024-05-22 Certificate Revision No. added 
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