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TÜV SÜD Product Service GmbH 

Confirmation Letter  
CL 056740 0049 Rev. 00 

 
Reference: 713293693 
 
To whom it may concern, 
 
Confirmation of the status of a formal application, written agreement, and appropriate surveil-
lance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the 
following referenced as MDR) as regards the transitional provisions for certain medical devices 
and in vitro diagnostic medical devices. 
 
With this letter TÜV SÜD Product Service GmbH, designated under MDR and identified by the number 
0123 on NANDO, confirms that we have received a formal application in accordance with Section 4.3, 
first subparagraph of Annex VII of MDR and has signed a written agreement in accordance with Section 
4.3, second subparagraph of Annex VII of MDR with the above stated manufacturer with the following 
SRN Number:  
 
SRN Number: CH-MF-000026124 
 
The devices covered by the formal application and the written agreement mentioned above are identified 
in the Tables below.  

- Table 1 identifies the devices for which an MDR application has been received, written agreement con-
cluded and for which TÜV SÜD Product Service GmbH is also responsible for appropriate surveillance of 
the corresponding devices under the applicable Directive.  

- Table 2 identifies the devices for which an MDR application has been received and a written agreement 
concluded, but TÜV SÜD Product Service GmbH has not yet taken the responsibility for appropriate surveil-
lance of the corresponding devices under the applicable Directive.  

 
If devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42/EEC 
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(MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this 
letter also confirms that  

- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate expiry; or  
- provided evidence that a competent authority of a Member State had granted a derogation or exemption 

from the applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article 
97(1) of the MDR respectively. 

 
The transition timelines in accordance Article 120 (3) of MDR that apply to the devices covered by this 
letter, subject to the manufacturer’s continued compliance to the other conditions specified in Article 120 
(3c) of MDR, are shown below: 

• 26 May 2026 for Class III custom-made implantable devices  
• 31 December 2027 for Class III devices and Class IIb implantable devices (except sutures, staples, dental 

fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors) 
• 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market in sterile 

condition, measuring function 
• 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it 

under MDR (e.g., class I devices that qualify as re-usable surgical instruments) 

 
We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation 
letter according to effort. 

 

For confirmation letter validity see www.tuvsud.com/ps-cert?q=cert:CL 056740 0049 Rev. 00 

 
In case of inquiries please contact medical devices@tuvsud.com. 

 
On behalf of the Notified Body TÜV SÜD Product Service GmbH, 
06.02.2024 
 
TÜV SÜD Product Service GmbH  
Medical and Health Services 

 TÜV SÜD Product Service GmbH  
Medical and Health Services 

Conformity Assessment Responsible (CARE) 
 

Application Reviewer 
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in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 as regards the transitional provisions for certain 
medical devices, in particular with respect to the validity of certificates issued under Council Directive 93/42/EEC on Medical 

Devices (MDD) (Directive Certificates) and the compliance of the devices and us as their legal manufacturer with the conditions 
for the continued placing on the market and putting into service. 

 
NOTICE: Sections bracketed with three plus signs (+++) may not be changed or removed without approval from a Quality 
Director or designee within the Entity and/or function (do not delete the text in this header). 
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Legal Manufacturer Name: Baxter Healthcare SA 

Legal Manufacturer Address: 8010 Zürich, Switzerland   

Legal Manufacturer Single Registration Number (SRN): CH-MF-000026124 

Authorised Representative Name (if applicable): Baxter Deutschland GmbH 

Authorised Representative Address: Edisonstrasse 4 85716 Unterschleissheim, Germany 

Authorised Representative Single Registration Number (SRN): DE-AR-000010308 

Notified Body Name and Address:  

TÜV SÜD Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany  

Notified Body Identification Number: 0123 

MDD Certificate Number: G1 062680 0149 Rev. 00  

Original expiry date as indicated on the MDD Certificate prior to the extension of the validity: 26 
May 2024 

End date of extended validity/transition period 1: 31 December 2028 
1 according to Article 120 3a, as amended by Regulation (EU) 2023/607 (MDR). 

+++ We, as the legal manufacturer declare under our sole responsibility: 

• for the above listed MDD Certificate the conditions for the legal extension of validity as required in Article 120.2 
of the MDR are met and/or 

• the listed device(s) 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: +++ 

This declaration is made on the following basis: 

1. The Directive 93/42/EEC (MDD) certificate(s) covering the listed devices was valid on 26 May 2021.  
 

2. The device(s) continue to comply with Directive 93/42/EEC (MDD)  
 

3. The device does not undergo a significant change in the design and intended purpose from 26 May 2021. 
 

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

5. Post-market surveillance, market surveillance, vigilance, registration of economic operators in accordance with 
Regulation (EU) 2017/745 (MDR) is in place for the device(s) listed.   
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6. A quality management system in accordance with Article 10(9), Regulation (EU) 2017/745 (MDR) is put in 

place by the manufacturer no later than 26 May 2024.   
 

7. A formal application  in accordance with Section 4.3, first subparagraph of Annex VII, Regulation (EU) 2017/745 
(MDR) for conformity assessment has been made to the notified body for the device(s) listed on this declaration 
or has been made in respect of a device intended to substitute a device listed on this declaration, no later than 
26 May 2024 and a signed written agreement is in place in accordance with Section 4.3, second subparagraph 
of Annex VII, Regulation (EU) 2017/745 (MDR) no later than 26 September 2024. 

Product/Trade Name and Product Code or REF. number: Refer to Appendix A 

Device MDR Risk Class: IIa and IIb 

 

Authorised Signatory: 

Name and Title:  

Function  QMR and PRRC 

Place of Issue: Zürich, Switzerland  

Date of Issue:  

Signature: 
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Appendix A: List of medical devices from MDD DoC or PCL 

 

Product Code or REF number Product or Trade Name  

1PC4466T Povidone-lodine MiniCap 

BEPC4129 Locking Titanium PD Catheter Adapter 

BEPC4456 Flexicap Disconnect Cap with Povidone-Iodine Solution 

BEPC4466 MiniCap with Povidone-lodine 

EVPC4456 Flexicap Disconnect Cap with Povidone-Iodine Solution 

HJPC4211 Connection Shield Sys II with Povidone 

PPC4129 Locking Titanium PD Catheter Adapter 

R5C4427 5 Prong Manifold Set (with Luer Connectors) 

R5C4478 HomeChoice Automated PD Set with Cassette and 8-Prong Luers 

R5C4479 HomeChoice Automated PD Set with Cassette and 4-Prong Luers 

R5C4479E HomeChoice Automated PD Set with Cassette and 4-Prong Luers 

R5C4480F 3,65 m Extension Set with Luer-lock Connector 

R5C4482 MiniCap Extended Life PD Transfer Set with Twist Clamp 

R5C4482E MiniCap Extended Life PD Transfer Set with Twist Clamp 

5C4482S MiniCap Extended Life PD Transfer Set with Twist Clamp 

R5C4483 MiniCap Extended Life PD Transfer Set with Twist Clamp - Extra Short 

R5C4484 MiniCap Extended Life PD Transfer Set with Twist Clamp - Extra Long 

R5C8303 HomeChoice Low Recirculation Volume APD Set with Cassette 

SPC4129 Locking Titanium PD Catheter Adapter 

SPC4211 Connection Shield Sys II with Povidone-Iodine Solution 

SPC4456 Flexicap Disconnect Cap with Povidone-Iodine Solution 

SPC4466 MiniCap with Povidone-lodine 

955687 Calcium Line – CA250 

955688 Calcium Line – CA250 

 R5C4479T  HomeChoice Automated PD Set with Cassette and 4-Prong Luers 
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Appendix B: Relationship Between MDD and MDR Codes 

 

MDD product 
Code or REF 

number 

MDD Product or 
Trade Name  

 

MDR Product Code or 
REF Number  

(If the MDR device is a 
substitute2 of the MDD 
device please include 
the word “substitute”) 

MDR Product 
or Trade Name  

 

MDR 
Notified 

Body 

MDR Legal 
Manufacturer 

 R5C4479T  

HomeChoice 
Automated PD 

Set with Cassette 
and 4-Prong 

Luers 

R5C4479E substitute* 

 

 

HomeChoice 
Automated PD 

Set with 
Cassette and 4-

Prong Luers 

TÜV SÜD Baxter Healthcare 
SA 

2 Refers to procedure GQP-09-27 for a definition of substitute device 

*R5C4479E is part of the pre-application EC-R-005-22, R5C4479T is not part of the pre-application EC-R-005-22 so once the MDD extension period 
ends R5C4479T will be substituted by R5C4479E. 

 




