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  Katowice, 15.02.2024

Notified Body Confirmation Letter 
Reference: 1/24

To whom it may concern

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in 
the framework of 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.

(EU) 2017/745 (MDR) and identified by the number 2274 on NANDO, has 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 following manufacturer: 

MEDISEPT Sp. z o. o. 
Ludwika Spiessa 4
20-270 Lublin
Poland
SRN: PL-MF-000032562

The devices covered by the formal application and the written agreement mentioned above are identified in 
the Table 1. Table 1 identifies the devices for which an MDR application has been received, written agreement 
concluded and for which the NB 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 the NB has not yet taken the responsibility for appropriate surveillance 
of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, 
this letter also confirms that the manufacturer 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 97(1) of the MDR by the 20 Mar 2023 for the relevant devices.

The transition timelines that apply 
compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU) 2023/607) is 31 
December 2028.
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On behalf of the Notified Body,

Jowita Dyrda
Deputy Head of the Notifed Body No. 2274 for Medical Devices

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate 
surveillance of the corresponding devices under the applicable Directive:

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

MDR Device 
classification (as 
proposed by the 
manufacturer 
and verified at 
the pre-
application 
stage)

If the MDR device is a 
substitute device, 
identification of the 
corresponding 
MDD/AIMDD device 

MDD/AIMDD Certificate 
Reference(s) of the 
devices under MDR 
application, and the NB 
Identification

Dr. Mayer KeraSept
Effective Pulver
Viruton Pulver
Viruton Pre
Dr. Mayer Ezo-Forte
Viruton Forte
BLUE CLEAN for 
intruments
Dr. Mayer Ezo-Extreme
Effective Instru Extra
InsSept Extra
Viruton Extra
Dr. Mayer Roth
Dril Safe
Effective Rotary
Viruton Bohr

Class IIb 
Class IIb
Class IIb 
Class IIb
Class IIb 
Class IIb
Class IIb 
Class IIb
Class IIb 
Class IIb
Class IIb 
Class IIb
Class IIb 
Class IIb
Class IIb
Class IIb

N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

Certificate: 
TNP/MDD/0306/4125/2020
NB: 2274

Velox Wipes NA
Alfi Wipes
Effective Wipes
Velox Wipes
Alsu Wipes
Velox Top AF neutral
Velox Top AF grapefruit
DeviSept Spray Tea tonic
Dr. Mayer Green Tonic
Effective Spray tea tonic
Medi Spray tea tonic
Velodes Silk
Velox Spray tea tonic
BLUE CLEAN for surfaces 
neutral
Dr. Mayer Green Neutral
Medi Spray neutral
Velox Spray neutral

Class IIa
Class IIa
Class Iia
Class IIa
Class IIa
Class IIa
Class IIa
Class IIa
Class IIa 
Class IIa
Class IIa
Class Iia
Class IIa
Class IIa
Class IIa
Class IIa

N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

Certificate: 
TNP/MDD/0306/4125/2020
NB: 2274
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Device name or Basic 
UDI-DI (under MDR 
application)

MDR Device 
classification (as 
proposed by the 
manufacturer 
and verified at 
the pre-
application 
stage)

If the MDR device is a 
substitute device, 
identification of the 
corresponding 
MDD/AIMDD device 

MDD/AIMDD Certificate 
Reference(s) of the 
devices under MDR 
application, and the NB 
Identification

Velox Duo Wipes
Alfi Foam Extra
Effective Sensitive Foam
Velox Foam Extra
Dr. Mayer Aspi-Clear
Effective Suck NF
Quatrodes Unit NF
Quatrodes One
Quatrodes Forte
4-Des Extra
Quatrodes Extra
MEDISEPT Wipes for 
disinfecting hands and 
surfaces
FrontER Etis-Sept
Velox Oxy ETA

Class IIa
Class IIa
Class IIa
Class IIa
Class IIa
Class IIa
Class IIa
Class IIa 
Class IIa
Class IIa
Class IIa
Class IIa
Class IIa
Class IIa

Velox Duo Vipes Tea Tonic
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate 
surveillance of the corresponding devices under the applicable Directive:

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

MDR Device 
classification (as 
proposed by the 
manufacturer 
and verified at 
the pre-
application 
stage)

If the MDR device is a 
substitute device, 
identification of the 
corresponding 
MDD/AIMDD device 

MDD/AIMDD Certificate 
Reference(s) of the 
devices under MDR 
application, and the NB 
Identification

N/A N/A N/A N/A

Confirmation Letter Revision History

Date NB internal reference 
traceable to each 
version of the letter

Action

15.02.2024 Version 1 Initial issue
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