
 

  

 TÜV SÜD Product Service GmbH· Ridlerstr. 65 · 80339 Munich · Germany 

Registered Office: Munich 

Trade Register Munich HRB 85 742 

UniCredit Bank AG · BIC HYVEDEMMXXX 

IBAN DE13 7002 0270 0048 8522 11 

VAT ID No. DE129484267 

Information pursuant to § 2 [1] DL-InfoV 

(Germany) at tuvsud.com/imprint 

Supervisory Board: 

Holger Lindner (Chairman) 

Board of Management: 

Walter Reithmaier (CEO) 

Patrick van Welij 

TÜV SÜD Product Service GmbH 

Certification Body for Medical Devices 

Ridlerstr. 65 

80339 Munich 

Germany 

tuvsud.com/ps 

Hotline: +49 89 50084-747 

 

 

 

 
Fresenius Kabi AG 
Else-Kröner-Str. 1 
61352 Bad Homburg 
 

TÜV SÜD Product Service GmbH 

Confirmation Letter  

 

CL 037258 0044 Rev. 00 

 

Reference: 713186567 | 713198383 

 

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: DE-MF-000009273 

 

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 037258 0044 Rev. 00 

 

In case of inquiries please contact medical_devices@tuvsud.com. 

 

On behalf of the Notified Body TÜV SÜD Product Service GmbH, 

2024-03-15 

 

TÜV SÜD Product Service GmbH  

Medical and Health Services 

 

 TÜV SÜD Product Service GmbH  

Medical and Health Services 

 

Deepak Kumar 

Conformity Assessment Responsible (CARE) 

 

 Franziska Eckert 

Application Reviewer 

 

  

http://www.tuvsud.com/ps-cert?q=cert:CL%20037258%200044%20Rev.%2000
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Table 1: Devices covered by this letter and for which TÜV SÜD Product Service GmbH is also re-

sponsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective: 

 

Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

Bags / Freka® Mix Bag and Accessories 

Basic UDI - 

42502737NIV50711s000000C9 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Enteral Feeding Tubes Transnasal / Freka® Feeding 

Tubes and Accessories 

Basic UDI-  

42502737NEN60512a000000JW 

 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00. , 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

Enteral Feeding Tubes percutaneous / Freka® Intestinal 

Tubes 

Basic UDI-  

42502737NEN60122b000000GJ 

 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00. , 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Enteral Feeding Tubes Percutaneous_Accessories / Enteral 

percutaneous feeding tube dressing sets and acces-

sories 

Basic UDI –  

42502737NEN60131s000000RP 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

IV Extension Lines 

Basic UDI -  

42502737NIV50212a000000WN 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ N/A 

 

or  

 

☒ Certification 

as follows: 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

G1 047402 

0083 Rev. 00. , 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Infusion Sets Pressure 

Basic UDI -  

42502737NIV50112a000000VR 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Stopcock Systems 

Basic UDI –  

42502737NIV50512a000000ZD 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ N/A 

 

or  

 

☐ Identification 

of the 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

corresponding 

device under 

MDD/AIMDD 

Individual Article 

number: 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Syringes / Injectomat®-syringes 

Basic UDI - 42502737NIV50412a000000YG 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Transfusion Sets 

Basic UDI –  

42502737NIV50312a000000XK 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

Individual Article 

number: 

 

authority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Urological tubes / Transfer sets and accessories 

Basic UDI –  

42502737NUR70112a000000B6 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Transfer Devices (including Extra-Spikes) 

Basic UDI -  

42502737NIV50611s000000BC 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class III implant-

able custom-made-

device 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Infusion Sets Gravity / Secondary infusion lines 

Basic UDI –  

42502737NIV50011s0000005W 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Enteral Feeding Syringes_Accessories / Freka® Connect 

and Cap ENFit™/ProNeo 

Basic UDI –  

42502737NEN60621s000000VH 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class Iib / Class 

Iib implantable (ex-

empted) 

☐ Class Iia 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

Evidence #2; 

CA# 

Enteral Feeding Syringe and Accessories / Freka® Con-

nect ENFit/ProNeo 

Basic UDI –  

42502737NEN60612a000000KT 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Check Valves / Back Check Valves 

Basic UDI –  

42502737NIV50912a00000054 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Enteral Giving Sets and Accessories 

Basic UDI –  

☐ Class III  ☒ N/A 

 

☒ Certification 

as follows: 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

42502737NEN60312a000000H4 ☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Urine Drainage Tubes /  

Endoskopy Drainage Tube 

Basic UDI - 42502737NUR70121s000000LU 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Enteral Giving Sets and Accessories 

Basic UDI –  

42502737NEN60321s000000SS 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ N/A 

 

or  

 

☐ Identification 

of the 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

corresponding 

device under 

MDD/AIMDD 

Individual Article 

number: 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Adapters Urology / 

Bladder Syringe Filling Set 

Care-Lock® Adaptor 

Spike Adaptor 

Care-Lock® Injection-site Adaptor 

Basic UDI -  

42502737NUR70121s000000LU 

42502737NUR70211s000000M2 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Cannula Systems / Ambix cannulas 

Basic UDI –  

42502737NIV51122a000000XF 

42502737NIV51112a000000WQ 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

Individual Article 

number: 

 

authority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Urine Drainage Bags and System / 

Nephrostomy Drainage Bag 

Basic UDI - 42502737NUR70121s000000LU 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Filters 

Basic UDI –  

42502737NIV51012a000000VT 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class III implant-

able custom-made-

device 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Percutaneous Tubes Replacement Sets and Accessories / 

Freka® Buttons and Belly Buttons 

Basic UDI –  

42502737NEN60212b000000GQ 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Surgery / 

Endo Apron 

PERINEAL DRAPE 

Basic UDI –  

42502737NUR70121s000000LU 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

Evidence #2; 

CA# 

Percutaneous Tubes Replacement Sets and Accessories / 

Freka® Button Extension set and accessories 

Basic UDI –  

42502737NEN60221s000000RV 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Port Systems (Accessories) / Ambix Introcath® Plus 

Basic UDI -  

42502737NIV51222a000000YC 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Subcutaneous Cannulas / Therastick® 

Basic UDI –  

☐ Class III  ☒ N/A 

 

☒ Certification 

as follows: 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

42502737NIV51312a000000YJ ☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Caps / Injection, combination and closing caps 

Basic UDI - 42502737NIV50811s000000D6 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Enteral Feeding Products ProNeo / ProNeo Extension an 

Feeding tubes 

Basic UDI -  

42502737NEN60412a000000HZ 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ N/A 

 

or  

 

☐ Identification 

of the 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

corresponding 

device under 

MDD/AIMDD 

Individual Article 

number: 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Enteral Feeding Products ProNeo 

Basic UDI - 42502737NEN60421s000000TP 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Urological Tubes / 

Transfer Sets 

Basic UDI –  

42502737NUR70121s000000LU 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

☒ Certification 

as follows: 

G2S 047402 

0084 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

Individual Article 

number: 

 

authority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Agilia SP – Pump 

Basic UDI - 4052682AIV01012bCF000ACG 

 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Agilia MRI Guard 

Basic UDI - 4052682AND33012bCF0000YF 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class III implant-

able custom-made-

device 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Agilia ProNeo 

Basic UDI - 4052682AEN01012aCF000AU8 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Agilia VP – Pump 

Basic UDI - 4052682AIV02012bCF000ADF 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

Evidence #2; 

CA#  

Amika – Pump & Software 

Basic UDI -  

4052682AEN04012aCF000AX5 

4052682AND2201IIbSD0000G5 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Amika+ – Pump & Software 

Basic UDI - 4052682AEN04012aCF000AX5 

4052682AND2201IIbSD0000G5 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Drop Sensor 

Basic UDI - 4052682AND37012bHF00006F 

☐ Class III  ☒ N/A 

 

☒ Certification 

as follows: 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Exelia SP – Pump 

Basic UDI - 4052682AIV01012bCF000ACG 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Exelia VP – Pump 

Basic UDI - 4052682AIV02012bCF000ADF 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ N/A 

 

or  

 

☐ Identification 

of the 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

corresponding 

device under 

MDD/AIMDD 

Individual Article 

number: 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

LINK+ - Agilia 

Basic UDI - 4052682AND31012bCF0000WH 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☒ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Ambix Nova – Pump & Software 

Basic UDI - 4052682AIV02012bCF000ADF, 

4052682AND2201IIbSD0000G5 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

Individual Article 

number: 

 

authority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

INfusia Syringe Pump 

Basic UDI –  

4052682AIV02012bCF000ADF 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

INfusia Infusion Pump  

Basic UDI - 4052682AIV02012bCF000ADF 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class III implant-

able custom-made-

device 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Agilia Partner 

Basic UDI - 4052682AND22012bSD000048 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Exelia Partner 

Basic UDI - 4052682AND22012bSD000048 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

Evidence #2; 

CA#  

Exelia Drop Sensor 

Basic UDI - 4052682AND37012bHF00006F 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Exelia Combox 

Basic UDI - 4052682AND36012bCF00003F 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Exelia Therapy Manager 

Basic UDI - 4052682AND35012bCF00002G 

☐ Class III  ☒ N/A 

 

☒ Certification 

as follows: 



Page 25 of 40 

 

Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Exelia Link 

Basic UDI - 4052682AND31012bCF0000WH 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Exelia ComAdaptor 

Basic UDI - 4052682AND11012bHF0000W8 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ N/A 

 

or  

 

☐ Identification 

of the 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

corresponding 

device under 

MDD/AIMDD 

Individual Article 

number: 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Vigilant Software Suite 

Basic UDI - 4052682AND21012bSD000039 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Vigilant Sentinel 

Basic UDI –  

4052682AND21012bSD000039 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

Individual Article 

number: 

 

authority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Vigilant Master Med 

Basic UDI –  

4052682AND21012bSD000039 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Agilia Vigilant Drug’Lib 

Basic UDI –  

4052682AND21012bSF00003X 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0083 Rev. 00., 

NB# 0123 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class III implant-

able custom-made-

device 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

AmiCORE Apheresis System 

Basic UDI-  

081002044ApheresisAndCSZU 

 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Aurora Plasmapheresis System 

Basic UDI –  

081002044ApheresisAndCSZU 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

Evidence #2; 

CA#  

COM.TEC  

Basic UDI -  

081002044ApheresisAndCSZU 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class Iib / Class 

Iib implantable (ex-

empted) 

☐ Class Iia 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

COM.TEC advance 

Basic UDI –  

081002044ApheresisAndCSZU 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Amicus Separator 

Basic UDI –  

☐ Class III ☒ N/A 

 

☒ Certification 

as follows: 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

081002044ApheresisAndCSZU 

 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Phelix Photoactivation Device 

Basic UDI –  

081002044Photopheresis3Y 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Amicus ECP Apheresis Kits 

Basic UDI –  

081002044KitApheresisCSVZ 

 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ N/A 

 

or  

 

☐ Identification 

of the 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

corresponding 

device under 

MDD/AIMDD 

Individual Article 

number: 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

BioR flex 

Basic UDI –  

081002044Filters002L6 

 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

BioR 02 plus 

Basic UDI –  

081002044Filters002L6 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

Individual Article 

number: 

 

authority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

BioP 10 plus 

Basic UDI –  

081002044Filters002L6 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

BioP flex 

Basic UDI –  

081002044Filters002L6 

 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class III implant-

able custom-made-

device 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

CATSmart 

Basic UDI –  

081002044AutotransfusXD 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

CompoGuard Basic/ Data/ Complete 

Basic UDI –  

081002044CompoGuardSR 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☒ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

Evidence #2; 

CA# 

Disposables for Autotransfusion / Autotransfusion sets 

and accessories 

Basic UDI –  

081002044KitAutoTransY8 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Disposables for Autotransfusion / Vacuum lines, adapt-

ers, cap sets and waste bags for autotransfusion 

Basic UDI –  

081002044KitAutoTrans1s47 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☐ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☒ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G2S 047402 

0085 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

AmiCORE Apheresis Kits  

Basic UDI –  

☐ Class III  ☒ N/A 

 

☒ Certification 

as follows: 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

081002044KitApheresisCSVZ ☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Amicus Apheresis Kits – Functionally Closed System and 

Exchange Kits  

Basic UDI –  

081002044KitApheresisCSVZ 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Disposables for Apheresis and Cell Separation 

Basic UDI –  

081002044KitApheresisCSVZ 

 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ N/A 

 

or  

 

☐ Identification 

of the 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

corresponding 

device under 

MDD/AIMDD 

Individual Article 

number: 

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Plasmacell-C Disposable Sets 

Basic UDI –  

081002044KitApheresisCSVZ 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

PlasmaLink Bottle 

Basic UDI-  

081002044KitApheresisCSVZ 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

Individual Article 

number: 

 

authority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Transfer Packs 

(Plasma) 

Basic UDI –  

081002044KitApheresisCSVZ 

 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Transfer Sets incl. Accessories / Compoflex and Compos-

top transfer sets and accessories 

Basic UDI –  

081002044TransferBagsGT 

 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

☐ Class III implant-

able custom-made-

device 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 

Transfer Packs/Sets 

(Whole Blood) / Compoflex and Compostop transfer 

sets and accessories 

Basic UDI –  

081002044TransferBagsGT 

☐ Class III  

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA#  

Cell Separation System / LOVO Med Cell Processing Dis-

posables Kit with Bag Access 

Basic UDI -  

081002044KitLOVOMedYP 

 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  
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Device name or Basic UDI-DI (under MDR application) MDR Device clas-

sification (as pro-

posed by the man-

ufacturer and veri-

fied during appli-

cation review) 

If the MDR de-

vice is a sub-

stitute device, 

identification 

of the corre-

sponding 

MDD/AIMDD 

device  

MDD/AIMDD 

Certificate Ref-

erence(s) of 

the devices un-

der MDR appli-

cation, and the 

NB Identifica-

tion 

Evidence #2; 

CA# 

Blood Donation Systems and Accessories – Dry / Com-

poflex - Empty 

Basic UDI –  

081002044BloodDonIIbTC 

☐ Class III 

☐ Class IIb implant-

able (non-ex-

empted) 

☒ Class IIb / Class 

IIb implantable (ex-

empted) 

☐ Class IIa 

☐ Class I devices 

in sterile condition 

☐ Class I devices 

with measuring 

function 

☐ Class III implant-

able custom-made-

device 

☒ N/A 

 

or  

 

☐ Identification 

of the corre-

sponding device 

under 

MDD/AIMDD 

Individual Article 

number: 

☒ Certification 

as follows: 

G1 047402 

0082 Rev. 00., 

NB# 0123  

 

or 

 

☐ Evidence that 

a competent au-

thority of a 

Member State 

had granted 

acc. MDR, 

Art.59 (1) or 

Art.97 (1) 

Evidence #1; 

CA#  

Evidence #2; 

CA# 
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Table 2: Devices covered by this letter and for which TÜV SÜD Product Service GmbH is NOT re-

sponsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective: 

 

Device name or Basic UDI-DI 

(under MDR application) 

MDR Device classifica-

tion (as proposed by 

the manufacturer and 

verified during applica-

tion review) 

If the MDR device is a sub-

stitute device, identification 

of the corresponding 

MDD/AIMDD device  

MDD/AIMDD Certificate 

Reference(s) of the devices 

under MDR application, 

and the NB Identification 

Not applicable ☒ N/A ☒ N/A ☒ N/A 
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