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Zgodnie z ROZPORZĄDZENIEM IVD (UE) 2017/746 
 
 
                Nazwa producenta: Fa-Tech Diagnostics Europe 

Adres producenta: 't Holland 31, 6921 GX, Duiven, The Netherlands 

SRN (Niepowtarzalny Numer Rejestracyjny): NL-MF-000006058 
 
 

Fa-Tech Diagnostics Europe oświadcza, że wyroby medyczne do diagnostyki in vitro 

wymienione w niniejszej deklaracji są zgodne ze wszystkimi obowiązującymi przepisami 

rozporządzenia Rady (UE) 2017/746 z dnia 5 kwietnia 2017 r. w sprawie wyrobów 

medycznych do diagnostyki in vitro, a zatem są uprawnione do noszenia znaku CE. 
 

Produkt i nazwa 
handlowa 

 
Embedding and Biopsy Cassettes 

Przeznaczenie wyrobu Kasetki zostały zaprojektowane tak, aby bezpiecznie przechowywać 

pobraną tkankę podczas procesu przetwarzania, zatapiania i cięcia w 

celach diagnostycznych. 

Klasyfikacja i 
Zasady klasyfikacji 

 
Klasa A, Reguła 5, Akapit (a) 

Ścieżka oceny 

zgodności 

 
Zgodnie z art. 17 i załącznikiem IV do IVDR 2017/746 

Numer produktu Zgodnie z Załącznikiem 1 (niniejszy dokument) — Informacje o urządzeniu 

Basic UDI-DI 872061519FAT0014Z 

Nomenklatura GMDN 62970, Kasetki histologiczne IVD 
 
Pierwsza data 

wydania CE 

 
2019 

Nazwa i adres 

autoryzowanego 

przedstawiciela 

 
 
NA 

Autoryzowany 
Przedstawiciel SRN 

 
NA 

 

Niniejszym oświadczamy z pełną odpowiedzialnością, że te produkty są zgodne z 

odpowiednimi przepisami rozporządzenia UE IVD 2017/746. 
 

Potwierdzamy, że wymienione w załączniku produkty do diagnostyki in vitro z oznaczeniem 

CE są produkowane w ramach kontrolowanego i zatwierdzonego Systemu Zarządzania 

Jakością, który utrzymuje procedurę nadzoru i czujności po wprowadzeniu do obrotu.  
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             Zgodnie z ROZPORZĄDZENIEM IVD (UE) 2017/746 
 

 

 

Każdy z wymienionych produktów IVD z oznakowaniem CE został zweryfikowany pod 

kątem określonych kryteriów i uznany za zgodny z wymaganiami ogólnymi dotyczącymi 

bezpieczeństwa i działania z załącznika I w UE IVDR 2017/746 przed wprowadzeniem do 

obrotu. 
 
 
 
 
 
 
 
               Zatwierdzone przez                                         Miejsce wydania:  Kalamazoo, US 
 
               Mark Ramser                                                   Data wydania: 13-Maj-2022 
                                                  
               Wiceprezes ds. Jakości i Regulacji                  Wersja: 01 
  
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

            



EU Declaration of Conformity 
Zgodnie z ROZPORZĄDZENIEM IVD (UE) 
2017/746 

Strona 3 z 10 

 

Nazwa formularza 
Deklaracja 
zgodności 

Numer (szablonu) 
formularza 

GL-FRM-27-0003 
Wersja wzoru 

formularza 2.0 

 

 

•    Załącznik 1 – Informacje o wyrobach:: 
 

 
 

Numer produktu 
 

Opis produktu 
110-01-10LM Laser embedding cassettes in taped stacks (white) 

25x40 with hinged lid 
110-02-10LM Laser embedding cassettes in taped stacks (yellow) 25x40 with 

hinged lid 
110-03-1OLM Laser embedding cassettes in taped stacks (blue) 25x40 with 

hinged lid 
110-04-1OLM Laser embedding cassettes in taped stacks (pink) 

25x40 with hinged lid 
110-05-1OLM Laser embedding cassettes in taped stacks (green) 25x40 

with hinged lid 
110-06-1OLM Laser embedding cassettes in taped stacks (orange) 25x40 

with hinged lid 
110-07-1OLM Laser embedding cassettes in taped stacks (grey) 

25x40 with hinged lid 
110-08-1OLM Laser embedding cassettes in taped stacks (aqua) 25x40 with 

hinged lid 
110-09-1OLM Laser embedding cassettes in taped stacks (lilac) 25x40 with 

hinged lid 
110-10-10LM Laser embedding cassettes in taped stacks (beige) 

25x40 with hinged lid 
110-11-10LM Laser embedding cassettes in taped stacks (ochre) 25x40 

with hinged lid 
110-12-10LM Laser embedding cassettes in taped stacks (red) 

25x40 with hinged lid 
115-01-10LM Laser embedding cassettes in taped stacks (white) 25x40 with 

front lid 
115-02-10LM Laser embedding cassettes in taped stacks (yellow) 25x40 

with front lid 
115-03-1OLM Laser embedding cassettes in taped stacks (blue) 

25x40 with front lid 
115-04-1OLM Laser embedding cassettes in taped stacks (pink) 25x40 with 

front lid 
115-05-1OLM Laser embedding cassettes in taped stacks (green) 25x40 

with front lid 
115-06-1OLM Laser embedding cassettes in taped stacks (orange) 

25x40 with front lid 
 
 
 

 E 
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115-07-10LM Laser embedding cassettes in taped stacks (grey) 25x40 with 

front lid 
115-08-1OLM Laser embedding cassettes in taped stacks (aqua) 

25x40 with front lid 
115-09-1OLM Laser embedding cassettes in taped stacks (lilac) 25x40 with 

front lid 
115-10-10LM Laser embedding cassettes in taped stacks (beige) 25x40 

with front lid 
115-11-10LM Laser embedding cassettes in taped stacks (ochre) 25x40 

with front lid 
115-12-10LM Laser embedding cassettes in taped stacks (red) 25x40 with 

front lid 
210-01-1OLM Laser biopsy cassettes in taped stacks (white) 25x40 

with hinged lid 
210-02-10LM Laser biopsy cassettes in taped stacks (yellow) 25x40 with 

hinged lid 
210-03-1OLM Laser biopsy cassettes in taped stacks (blue) 25x40 

with hinged lid 
210-04-1OLM Laser biopsy cassettes in taped stacks (pink) 25x40 with 

hinged lid 
210-05-1OLM Laser biopsy cassettes in taped stacks (green) 25x40 with 

hinged lid 
210-06-1OLM Laser biopsy cassettes in taped stacks (orange) 

25x40 with hinged lid 
210-07-10LM Laser biopsy cassettes in taped stacks (grey) 25x40 with 

hinged lid 
210-08-1OLM Laser biopsy cassettes in taped stacks (aqua) 25x40 with 

hinged lid 
210-09-1OLM Laser biopsy cassettes in taped stacks (lilac) 25x40 

with hinaed lid 
210-10-1OLM Laser biopsy cassettes in taped stacks (beige) 25x40 with 

hinged lid 
210-11-10LM Laser biopsy cassettes in taped stacks (ochre) 25x40 

with hinged lid 
210-12-10LM Laser biopsy cassettes in taped stacks (red) 25x40 with 

hinged lid 
215-01-1OLM Laser biopsy cassettes in taped stacks (white) 25x40 with 

front lid 
215-02-1OLM Laser biopsy cassettes in taped stacks (yellow) 

25x40 with front lid 
215-03-1OLM Laser biopsy cassettes in taped stacks (blue) 25x40 with front 

lid 
215-04-1OLM Laser biopsy cassettes in taped stacks (pink) 25x40 with front 

lid 
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215-05-10LM Laser biopsy cassettes in taped stacks (green) 25x40 

with front lid 
215-06-1OLM Laser biopsy cassettes in taped stacks (orange) 25x40 with 

front lid 
215-07-10LM Laser biopsy cassettes in taped stacks (grey) 25x40 with front 

lid 
215-08-1OLM Laser biopsy cassettes in taped stacks (aqua) 25x40 

with front lid 
215-09-1OLM Laser biopsy cassettes in taped stacks (lilac) 25x40 with front 

lid 
215-10-1OLM Laser biopsy cassettes in taped stacks (beige) 25x40 

with front lid 
215-11-10LM Laser biopsy cassettes in taped stacks (ochre) 25x40 with 

front lid 
215-12-10LM Laser biopsy cassettes in taped stacks (red) 25x40 with front 

lid 
315-01-18LM Laser embedding cassettes in taped stacks (white) 45x40 

without lid (require metal lid) 
315-02-18LM Laser embedding cassettes in taped stacks (yellow) 

45x40 without lid.(require metal lid) 
315-03-18LM Laser embedding cassettes in taped stacks (blue) 45x40 

without lid (require metal lid) 
315-04-18LM Laser embedding cassettes in taped stacks (pink) 

45x40 without lid. (require metal lid) 
315-05-18LM Laser embedding cassettes in taped stacks (green) 45x40 

without lid (require metal lid) 
315-06-18LM Laser embedding cassettes in taped stacks (orange) 45x40 

without lid (require metal lid) 
 

315-07-18LM Laser embedding cassettes in taped stacks (grey) 
45x40 without lid.(re_g_uire metal lid)_ 

315-08-18LM Laser embedding cassettes in taped stacks (aqua) 45x40 
without lid (require metal lid) 

315-09-18LM Laser embedding cassettes in taped stacks (lilac) 45x40 
without lid (require metal lid) 

315-10-18LM Laser embedding cassettes in taped stacks (beige) 
45x40 without lid (require metal lid) 

315-11-18LM Laser embedding cassettes in taped stacks (ochre) 45x40 
without lid (require metal lid) 

315-12-18LM Laser embedding cassettes in taped stacks (red) 
45x40 without lid.(require metal lid) 

FTML315 Metal lid for laser embedding cassettes 315 
815-01-18LM Laser embedding cassettes in taped stacks (white) 45x40 with 

integrated lid 
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815-02-18LM Laser embedding cassettes in taped stacks (yellow) 

45x40 with integrated lid 
815-03-18LM Laser embedding cassettes in taped stacks (blue) 45x40 with 

integrated lid 
815-04-18LM Laser embedding cassettes in taped stacks (pink) 45x40 with 

integrated lid 
815-05-18LM Laser embedding cassettes in taped stacks (green) 

45x40 with integrated lid 
815-06-18LM Laser embedding cassettes in taped stacks (orange) 45x40 

with integrated lid 
815-07-18LM Laser embedding cassettes in taped stacks (grey) 45x40 with 

integrated lid 
815-08-18LM Laser embedding cassettes in taped stacks (aqua) 

45x40 with integrated lid 
815-09-18LM Laser embedding cassettes in taped stacks (lilac) 45x40 with 

integrated lid 
815-10-18LM Laser embedding cassettes in taped stacks (beige) 

45x40 with integrated lid 
815-11-18LM Laser embedding cassettes in taped stacks (ochre) 45x40 

with integrated lid 
815-12-18LM Laser embedding cassettes in taped stacks (red) 45x40 with 

integrated lid 
110-01-10LMI Laser embedding cassettes in stripped stacks (white) 25x40 

with hinged lid 
110-02-1OLMI Laser embedding cassettes in stripped stacks (yellow) 25x40 

with hinged lid 
110-03-10LMI Laser embedding cassettes in stripped stacks (blue) 

25x40 with hinged lid 
110-04-10LMI Laser embedding cassettes in stripped stacks (pink) 25x40 

with hinged lid 
110-05-1OLMI Laser embedding cassettes in stripped stacks 

(green) 25x40 with hinged lid 
110-06-1OLMI Laser embedding cassettes in stripped stacks (orange) 25x40 

with hinged lid 
110-07-10LMI Laser embedding cassettes in stripped stacks (grey) 25x40 

with hinged lid 
110-08-1OLMI Laser embedding cassettes in stripped stacks (aqua) 

25x40 with hinged lid 
110-09-1OLMI Laser embedding cassettes in stripped stacks (lilac) 25x40 

with hinged lid 
110-10-10LMI Laser embedding cassettes in stripped stacks (beige) 25x40 

with hinged lid 
110-11-10LMI Laser embedding cassettes in stripped stacks (ochre) 

25x40 with hinged lid 
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110-12-10LMI Laser embedding cassettes in stripped stacks (red) 25x40 

with hinged lid 
115-01-10LMI Laser embedding cassettes in stripped stacks (white) 

25x40 with front lid 
115-02-10LMI Laser embedding cassettes in stripped stacks (yellow) 25x40 

with front lid 
115-03-10LMI Laser embedding cassettes in stripped stacks (blue) 25x40 

with front lid 
115-04-10LMI Laser embedding cassettes in stripped stacks (pink) 

25x40 with front lid 
115-05-10LMI Laser embedding cassettes in stripped stacks (green) 25x40 

with front lid 
115-06-10LMI Laser embedding cassettes in stripped stacks (orange) 25x40 

with front lid 
115-07-10LMI Laser embedding cassettes in stripped stacks (grey) 

25x40 with front lid 
115-08-10LMI Laser embedding cassettes in stripped stacks (aqua) 25x40 

with front lid 
115-09-1OLMI Laser embedding cassettes in stripped stacks (lilac) 25x40 

with front lid 
115-10-10LMI Laser embedding cassettes in stripped stacks (beige) 

25x40 with front lid 
115-11-10LMI Laser embedding cassettes in stripped stacks (ochre) 25x40 

with front lid 
115-12-10LMI Laser embedding cassettes in stripped stacks (red) 

25x40 with front lid 
210-01-1OLMI Laser biopsy cassettes in stripped stacks (white) 25x40 with 

hinged lid 
210-02-1OLMI Laser biopsy cassettes in stripped stacks (yellow) 25x40 with 

hinged lid 
210-03-1OLMI Laser biopsy cassettes in stripped stacks (blue) 25x40 with 

hinged lid 
210-04-1OLMI Laser biopsy cassettes in stripped stacks (pink) 

25x40 with hinged lid 
210-05-1OLMI Laser biopsy cassettes in stripped stacks (green) 25x40 with 

hinged lid 
210-06-1OLMI Laser biopsy cassettes in stripped stacks (orange) 

25x40 with hinged lid 
210-07-10LMI Laser biopsy cassettes in stripped stacks (grey) 25x40 with 

hinged lid 
210-08-1OLMI Laser biopsy cassettes in stripped stacks (aqua) 25x40 with 

hinged lid 
210-09-1OLMI Laser biopsy cassettes in stripped stacks (lilac) 

25x40 with hinged lid 
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210-10-1OLMI Laser biopsy cassettes in 

hinged lid 
stripped stacks (beige) 25x40 with 

 
n stripped stacks (ochre) 25x40 with 210-11-10LMI Laser biopsy cassettes i 

hinged lid 
210-12-10LMI Laser biopsy cassettes in stripped stacks (red) 25x40 

with hinoed lid 
215-01-10LMI Laser biopsy cassettes in stripped stacks (white) 25x40 with 

front lid 
215-02-1OLMI Laser biopsy cassettes in stripped stacks (yellow) 

25x40 with front lid 
215-03-10LMI Laser biopsy cassettes in stripped stacks (blue) 25x40 with 

front lid 
215-04-1OLMI Laser biopsy cassettes in stripped stacks (pink) 25x40 with 

front lid 
215-05-1OLMI Laser biopsy cassettes in stripped stacks (green) 

25x40 with front lid 
215-06-10LMI Laser biopsy cassettes in stripped stacks (orange) 25x40 with 

front lid 
215-07-10LMI Laser biopsy cassettes in stripped stacks (grey) 25x40 with 

front lid 
215-08-1OLMI Laser biopsy cassettes in stripped stacks (aqua) 

25x40 with front lid 
215-09-1OLMI Laser biopsy cassettes in stripped stacks (lilac) 25x40 with 

front lid 
215-10-1OLMI Laser biopsy cassettes in stripped stacks (beige) 25x40 with 

front lid 
215-11-10LMI Laser biopsy cassettes in stripped stacks (ochre) 

25x40 with front lid 
 

215-12-1OLMI Laser biopsy cassettes in stripped stacks (red) 25x40 with 
front lid 

315-01-18LMI Laser embedding cassettes in stripped stacks (white) 
45x40 without lid'(require metal lid)' 

315-02-18LMI Laser embedding cassettes in stripped stacks (yellow) 45x40 
without lid (require metal lid) 

315-03-18LMI Laser embedding cassettes in stripped stacks (blue) 45x40 
without lid (require metal lid) 

315-04-18LMI Laser embedding cassettes in stripped stacks (pink) 45x40 
without lid(require  metal lid) 

315-05-18LMI Laser embedding cassettes in stripped stacks 
(green) 45x40 without lid (require metal lid) 

 
 

 315-06-18LMI Laser embedding cassettes in stripped stacks (orange)  45x40  
without lid (require metal lid) 

315-07-18LMI Laser embedding cassettes in stripped stacks (grey)  
 without lid'(require metal lid)' 

 

 
 

45x40



Strona 9 z 10 

EU Declaration of Conformity 
Zgodnie z ROZPORZĄDZENIEM IVD (UE) 
2017/746 

 

Nazwa formularza 
Deklaracja 
zgodności 

Numer (szablonu) 
formularza 

GL-FRM-27-0003 
Wersja wzoru 

formularza 2.0 

 

315-08-18LMI Laser embedding cassettes in stripped stacks (aqua) 45x40 
without lid (require metal lid) 

315-09-18LMI Laser embedding cassettes in stripped stacks (lilac) 45x 
without lid (require metal lid) 

0 

315-10-18LMI Laser embedding cassettes in stripped stacks (beige) 
45x40 without lid.(require metal lid)' 

315-11-18LMI Laser embedding cassettes in stripped stacks (ochre) 45x40 
without lid (require metal lid) 

315-12-18LMI Laser embedding cassettes in stripped stacks (red) 45x40 
without lid (require metal lid) 

FTML315 Metal lid for laser embedding cassettes 315 
615-01-1OLMI Bionet cassettes in stripped stacks (white) 25x40 with front lid 
615-02-10LMI Bionet cassettes in stripped stacks (yellow) 25x40 

with front lid 
615-03-10LMI Bionet cassettes in stripped stacks (blue) 25x40 with front lid 
615-04-1OLMI Bionet cassettes in stripped stacks (pink) 25x40 with front lid 
615-05-1OLMI Bionet cassettes in stripped stacks (green) 25x40 

with front lid 
615-06-1OLMI Bionet cassettes in stripped stacks (orange) 25x40 with front 

lid 
615-07-10LMI Bionet cassettes in stripped stacks (grey) 25x40 with front lid 
615-08-10LMI Bionet cassettes in stripped stacks (aqua) 25x40 with 

front lid 
615-09-10LMI Bionet cassettes in stripped stacks (lilac) 25x40 with front lid 
615-10-1OLMI Bionet cassettes in stripped stacks (beige) 25x40 with front lid 
615-11-10LMI Bionet cassettes in stripped stacks (ochre) 25x40 

with front lid 
615-12-10LMI Bionet cassettes in stripped stacks (red) 25x40 with front lid 
815-01-18LMI Laser embedding cassettes in stripped stacks (white) 

45x40 with inteQrated lid 
815-02-18LMI Laser embedding cassettes in stripped stacks (yellow) 45x40 

with inteQrated lid 
815-03-18LMI Laser embedding cassettes in stripped stacks (blue) 45x40 

with inteQrated lid 
815-04-18LMI Laser embedding cassettes in stripped stacks (pink) 45x40 

with inteQrated lid 
815-05-18LMI Laser embedding cassettes in stripped stacks (green) 45x40 

with inteQrated lid 
815-06-18LMI Laser embedding cassettes in stripped stacks 

(orange) 45x40 with integrated lid 
 
 

815-07-18LMI Laser embedding cassettes in stripped stacks (grey) 
45x40 with integrated lid 

 

 
 
 
 
 
 
 4 
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815-08-18LMI Laser embedding cassettes in stripped stacks (aqua) 
45x40 with integrated lid 

815-09-18LMI Laser embedding cassettes in stripped stacks (lilac) 45x40 
with integrated lid 

815-10-18LMI Laser embedding cassettes in stripped stacks (beige) 45x40 
with integrated lid 

815-11-18LMI Laser embedding cassettes in stripped stacks (ochre) 
45x40 with integrated lid 

815-12-18LMI Laser embedding cassettes in stripped stacks (red) 45x40 
with integrated lid 
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