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TŁUMACZENIE Z JĘZYKA ANGIELSKIEGO:  

 
Deklaracja Zgodności 

 
AGFA N.V 

Septestraat 27, 2640 Mortsel, Belgia 
 
oświadcza, że produkt  
 
Nazwa:  NX 
Model / wersja:  3.0 
   4.0   
Zastosowanie:  Radiologia ogólna / mammografia / obrazowanie 

dynamiczne  

jest zgodny z wymogami Dyrektywy 93/42/EEC (Sprzęt medyczny) poprzez 
ustawodawstwo szwedzkie LVFS 2003:11 oraz że dla tego sprzętu Klasy IIa 
zostały zastosowane procedury Aneksu II w celu oznaczenia sprzętu 
oznakowaniem CE.  

Notyfikowaną jednostką zaangażowaną w wyżej określone procedury jest 
Int ertek Semko AB o numerze rejestracyjnym 0413.  

Niniejsza deklaracja wygasa w przypadku wprowadzenia do sprzętu zmian 
niezatwierdzonych na piśmie przez AGFA.  

Niniejsza deklaracja pozostaje ważna przez okres do 5 lat od daty jej podpisania.  

Stanowisko, Podpis, Data  
14-02-2019  

[podpis odręczny nieczytelny]  
Paul Merckx 
Szef ds. Gwarancji Jakości i Spraw Regulacyjnych  
Agfa NV 
 
[Na dolnym marginesie dokumentu nadruk o treści]: 
DoC NX (20190214) 
[oraz nadruk logotypu z nazwą]: AGFA 
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AGFA NV 
Septestraat 27 
BE-2640 Mortsel  
Belgium 
 
2023 June 13 

 
Notified Body Confirmation Letter  

Reference:  4130111178 - CN00004-22 
 

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 
 
This letter confirms that, Intertek Medical Notified Body AB, a Notified Body (NB) designated against 
Regulation (EU) 2017/745 (MDR) and identified by the number 2862 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:  
 
AGFA NV 
Septestraat 27 
BE-2640 Mortsel  
Belgium 
SRN Number: BE-MF-000000571 
 
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 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 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, by the 20 

Mar 2023 for the relevant devices. 
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The transition timelines 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 (as 
amended by (EU) 2023/607), 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 excluding Well-
established technologies (WET - 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 or have a 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) 

 
On behalf of the Notified Body, 
 
 
 
 
Brian Mather 
Certification Manager 
Intertek Medical Notified Body AB 
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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: 
 

Ref Number/ 
Device 
Identification 

Device Name 
Device 
classification  

MDD Certificate 
Reference(s) 

5414904272954YZ CAWO DIGIT A IIa 4130111178 

5414904272954YZ CAWO DIGIT AL IIa 4130111178 

5414904272954YZ CAWO DIGIT B IIa 4130111178 

5414904272954YZ CAWO DIGIT BL IIa 4130111178 

5414904272947Z4 CR MD1.0 GENERAL PLATE IIa 4130111178 

5414904272947Z4 CR MD1.0F GENERAL PLATE IIa 4130111178 

5414904272930YK CR MD4.0R GENERAL PLATE   IIa 4130111178 

5414904272930YK CR MD4.0R GENERAL SR PLATE   IIa 4130111178 

5414904272169Y6 CR MD4.0T PLATE  IIa 4130111178 

5414904272930YK CR MM3.0R PLATE IIa 4130111178 

5414904272169Y6 CR MM3.0T EXTREMITIES PLATE IIa 4130111178 

5414904272169Y6 CR MM3.0T MAMMO PLATE IIa 4130111178 

5414904272930YK CR HD5.0 AEC DETECTOR IIa 4130111178 

5414904272930YK 
CR HD5.0 EXTREMITIES 
DETECTOR IIa 

4130111178 

5414904272930YK CR HD5.0 FLFS DETECTOR IIa 4130111178 

5414904272930YK CR HD5.0 GENERAL DETECTOR  IIa 4130111178 

5414904272930YK 
CR HD5.0 GENERAL SR 
DETECTOR IIa 

4130111178 

5414904272947Z4 CR HD5.0S GENERAL DETECTOR IIa 4130111178 

5414904272930YK CR HM5.0 MAMMO DETECTOR IIa 4130111178 

5414904272947Z4 CR MD1.0 GENERAL SET  IIa 4130111178 

5414904272947Z4 CR MD1.0F GENERAL SET  IIa 4130111178 

5414904272930YK CR MD4.0R FLFS SET  IIa 4130111178 

5414904272930YK CR MD4.0R GENERAL (SR) SET IIa 4130111178 

5414904272169Y6 CR MD4.0T FLFS SET  IIa 4130111178 

5414904272169Y6 CR MD4.0T GENERAL SET  IIa 4130111178 

5414904272930YK CR MM3.0R MAMMO SET  IIa 4130111178 

5414904272169Y6 CR MM3.0T EXTREMITIES SET  IIa 4130111178 

5414904272169Y6 CR MM3.0T MAMMO SET    IIa 4130111178 

5414904272602XX TB-Elev-001 IIb 4130111178 

5414904272602XX TS-Elev -L-001 IIb 4130111178 

5414904272602XX TS-Elev -L-002 IIb 4130111178 

5414904272602XX TS-Elev -R-001 IIb 4130111178 

5414904272602XX TS-Elev -R-002 IIb 4130111178 
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5414904272602XX TS-Fix -L-001 IIb 4130111178 

5414904272602XX TS-Fix -R-001 IIb 4130111178 

5414904272602XX TS-Fix-L-002 IIb 4130111178 

5414904272602XX TS-Fix-R-002 IIb 4130111178 

5414904273012XB Bermedi X-Ray B IIa 4130111178 

5414904273012XB Bermedi X-Ray G IIa 4130111178 

5414904273012XB CEA MA NEW IIa 4130111178 

5414904273012XB CEA MA Plus IIa 4130111178 

5414904273012XB CEA RX Film IIa 4130111178 

5414904273012XB CP-BU M IIa 4130111178 

5414904273012XB CP-BU NEW IIa 4130111178 

5414904273012XB Curix RP1 IIa 4130111178 

5414904273012XB Dentus Ortholux  IIa 4130111178 

5414904273012XB Dentus Ortholux Register IIa 4130111178 

5414904273012XB Mamoray HDR-C Plus IIa 4130111178 

5414904273012XB Mamoray HT IIa 4130111178 

5414904273012XB Ortho CP-G Plus IIa 4130111178 

5414904273012XB Ortho CP-GU IIa 4130111178 

5414904273012XB Ortho CP-GU M IIa 4130111178 

5414904273012XB Primax RTG B IIa 4130111178 

5414904273012XB Primax RTG G IIa 4130111178 

5414904273012XB Primax RTG-B IIa 4130111178 

5414904273012XB Primax RTG-G IIa 4130111178 

5414904273012XB PRIMAX X-MA IIa 4130111178 

5414904273036XR Dentus E-Speed IIa 4130111178 

5414904273036XR Dentus M2 Comfort IIa 4130111178 

5414904273036XR PRIMAX RDX-58 E SOFT IIa 4130111178 

5414904272657YQ DR FLFS External Collimator IIb 4130111178 

5414904272626YD DR 18M IIa 4130111178 

5414904272626YD DR 24M IIa 4130111178 

5414904272855YW DR 100e Analog (TMS 320)  IIb 4130111178 

5414904272855YW DR 100e Analog (TMS 320 R)  IIb 4130111178 

5414904272909YU NX 4.0  IIa 41376838-01 
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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: 
 

Ref Number/ 
Device 
Identification 

Device Name Device 
classification  

MDD Certificate 
Reference(s)  

N/A    

    

 
 
Confirmation Letter Revision History 

Date NB internal reference 
traceable to each 
version of the letter 

Action 
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/Nieczytelny podpis/ 
Na  kolejnych stronach 

 
Tabela zawierające 4 kolumny zawierająca dane i nagłówki : numer referencyjny, identyfikujący system / nazwa systemu, 
urządzenia / klasyfikacja / odwołanie do certyfikatu MDD 
W dalszej części tabela nr 2: wyroby objęte niniejszym pismem, dla których NB nie jest odpowiedzialna za odpowiedni 
nadzór  nad odpodwiednimi wyrobami na mocy obowiązującej dyrektywy. Tabele nie zawierają danych systemów. 
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