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

Reg.-No. 44 232 151681 

□ See attached schedule 

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

2024-02-18 

□ See attached schedule 

End date of extended validity/transition period 
2028-12-31 

□ See attached schedule 

 

We, as the manufacturer declare under our sole responsibility: 

 for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the 
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or2 

 the listed device(s) in the attached schedule  

 and we as their manufacturer are in compliance with the conditions listed in Article 120.3c of the 
MDR for continued placing on the market and putting into service, 

namely by fulfilling the following conditions: 

 

 Directive Certificate(s) as listed above or in the attached schedule 

 Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were 
valid on 26 May 2021 and have not been withdrawn afterwards. 

 Expired/expires after 20 March 2023:  

 Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of 
Annex VII MDR for conformity assessment has/have been made or will be made/submitted by us 
to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule or 
its/their substitute(s) and signed written agreement(s) is in place in accordance with Section 4.3, 
second subparagraph of Annex VII MDR before 26 September 2024.  

 
 Quality Management System (QMS) 

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

 Device(s) as listed in the attached schedule 

 The device(s) continue to comply with the AIMDD or MDD. 
 There are no significant changes in the design and intended purpose.  

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

 

  

 
2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not 
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which 
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body 
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Schedule of Devices  

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

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

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

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

Notified Body 
name and 
number that 
issued the 
Directive 
Certificate  

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

End date of 
extended validity / 
transition period 

Substitute 
Device(s) 

Disinfector and 
Washer / WD 200 

Reg.-No. 44 232 
151681 

2024-02-18 TÜV NORD CERT 
GmbH 

No. 0044 

TÜV NORD CERT 
GmbH 

No. 0044 

2028-12-31 N/A 

Disinfector and 
Washer / WD 290 

Reg.-No. 44 232 
151681 

2024-02-18 TÜV NORD CERT 
GmbH 

No. 0044 

TÜV NORD CERT 
GmbH 

No. 0044 

2028-12-31 N/A 

Disinfector and 
Washer / WD 290 IQ 

Reg.-No. 44 232 
151681 

2024-02-18 TÜV NORD CERT 
GmbH 

No. 0044 

TÜV NORD CERT 
GmbH 

No. 0044 

2028-12-31 N/A 

Disinfector and 
Washer / WD 390 

Reg.-No. 44 232 
151681 

2024-02-18 TÜV NORD CERT 
GmbH 

No. 0044 

TÜV NORD CERT 
GmbH 

No. 0044 

2028-12-31 N/A 

Disinfector and 
Washer / WD 425 

Reg.-No. 44 232 
151681 

2024-02-18 TÜV NORD CERT 
GmbH 

No. 0044 

TÜV NORD CERT 
GmbH 

No. 0044 

2028-12-31 N/A 

Disinfector and 
Washer / WD 430 

Reg.-No. 44 232 
151681 

2024-02-18 TÜV NORD CERT 
GmbH 

No. 0044 

TÜV NORD CERT 
GmbH 

No. 0044 

2028-12-31 N/A 

Disinfector and 
Washer / WD 750 

Reg.-No. 44 232 
151681 

2024-02-18 TÜV NORD CERT 
GmbH 

No. 0044 

TÜV NORD CERT 
GmbH 

No. 0044 

2028-12-31 N/A 

3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined 
above) 
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Disinfector and 
Washer / CS 750 

Reg.-No. 44 232 
151681 

2024-02-18 TÜV NORD CERT 
GmbH 

No. 0044 

TÜV NORD CERT 
GmbH 

No. 0044 

2028-12-31 N/A 

Sterilizing Unit, 
Steam / MST-V 

Reg.-No. 44 232 
151681 

2024-02-18 TÜV NORD CERT 
GmbH 

No. 0044 

TÜV NORD CERT 
GmbH 

No. 0044 

2028-12-31 N/A 

Sterilizing Unit, 
Steam / MST-H 

Reg.-No. 44 232 
151681 

2024-02-18 TÜV NORD CERT 
GmbH 

No. 0044 

TÜV NORD CERT 
GmbH 

No. 0044 

2028-12-31 N/A 
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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 

Disinfector and 
Washer 

CS 750 Class IIa N/A 44232151681 

Disinfector and 
Washer 

WD 750 Class IIb N/A 44232151681 

Disinfector and 
Washer 

WD 390 Class IIb N/A 44232151681 

Washing- and 
disinfection 
machine  

WD 290 IQ Class IIb N/A 44232151681 

Washing- and 
disinfection 
machine 

WD 290 Class IIb N/A 44232151681 

Washing- and 
disinfection 
machine 

WD 200 Class IIb N/A 44232151681 

Endoscope 
washer/disinfector 

WD 425 Class IIb N/A 44232151681 

Endoscope 
washer/disinfector 

WD 430 Class IIb N/A 44232151681 

Sterilizing unit, 
Steam 

MST-H Class IIb N/A 44232151681 

Sterilizing unit, 
Steam 

MST-V Class IIb N/A 44232151681 

 

 

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 

2023/12/29 Rev. 0 Initial issue 

 

 

 

 

 







/vertimas iš anglų k./ 

CE sertifikatas 

Direktyva 93/42/EEC, II priedas išskyrus (4) 

Visiška kokybės užtikrinimo sistema 

Berlin Cert 
Prof- und Zertifizierstelle for Medizintprodukte GmbH 

Patvirtina, kad        LISCHKA 
Lischka GmbH - 
Boxberger gatvė 19, 12681 Berlinas, Vokietija 

įdiegė ir naudoja kokybės užtikrinimo sistemą tokiai taikymo sričiai: 

Dezinfekavimo prietaisų kūrimas, gamyba ir galutinis patikrinimas, įskaitant 
priedai (žr. priedą) 

Auditas pagal MDD 93142/EEB II priedą (ataskaita Nr. B-1S-079-S) patvirtino, kad 
MOD 93/42/EEB II priedo reikalavimai buvo įvykdyti. Gamintojas turi būti periodiškai 
tikrinamas notifikuotos įstaigos pagal MDD 93/42/EEB 11 priedo 5 straipsnio 
reikalavimus. Gamintojui leidžiama naudoti šį sertifikatą savo atitikties deklaracijos 
procese. 

Gamintojui leidžiama ženklinti CE ženklą ant aukščiau paminėtų gaminių kartu su 
identifikavimo Nr. 0633. 

Išduota:        2020-01-06 
Galioja nuo: 2020-01-06 /antspaudas ir parašas/ 
Galioja iki:    2024-05-26 

23 p.d.















Berlin 21.03.2019 

Subject: Display of Ao Value 

To whom it may concern, 

 We hereby confirm that the A0 Value set on all our devices (Ao-60 or higher) is visible on the display. 
As follows: 

As soon as the temperature passes 80°C 
(or more if set differently), the devices 
start displaying the current A0 value. As 
per this picture, A0 value is at that 
moment of disinfection A0-10. 
Temperature keeps increasing A0 value 
keeps increasing in parallel. 

Value A0-60 is reached. Then recooling 
starts. 

Once the recooling is done and program 
finished, a message will display that the 
A0 value set (in this case (A0-60) was 
reached. This message will stay 
displayed until someone opens the door 
to remove the goods.  

13 p.d.

Šarūnė Bugelevičienė
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