DIRUI INDUSTRIAL CO., LTD.

IDENTIFIKACE PRODUKTU- REAGENCIE TRIDA A- EC ZASTUPCE JE SUNGO Europe B.V.

ES PROHLASENI O SHODE (Pieklad anglického originalu)

Rodina vyrobki

, Nazev vyrobku Zakladni UDI-DI EMDN Registracni ¢islo
Nazev
CS-Anti-bakterialni Cistici prostredek bez fosforu| 69257945W01019099R04Y W01019099 NL-CA002-2022-67053
CS-Alkalicky detergent 69257945W01019099R04Y W01019099 NL-CA002-2022-67054
Chemické ¢inidlo CS-ISE ¢istici prostiedek 69257945 W01010399R02C W01010399 NL-CA002-2022-67056
Redidlo ISE 69257945W01010399R02C W01010399 NL-CA002-2022-67055
CS-kysely detergent 69422022W0101909901ROVA W01019099 NL-CA002-2024-81079
Cistici prostredek 69257945W0103010105ROLU W0103010105 NL-CA002-2022-67057
B-Z Cleanser 69257945W0103010105ROLU W0103010105 NL-CA002-2022-67058
Cisti¢ sond (BCC-3000) 69257945W0103010105ROLU W0103010105 NL-CA002-2022-67059
Redidlo 69257945W0103010105ROLU W0103010105 NL-CA002-2022-67060
Hematologie
BF Detergent 69257945W0103010105R0LU W0103010105 NL-CA002-2022-67061
Reagencie
BF-Diluent 69257945W0103010105ROLU W0103010105 NL-CA002-2022-67062
BF-5D fedidlo 69257945W0103010105ROLU W0103010105 NL-CA002-2022-67070
BCC-3D Diluent 69257945W0103010105ROLU W0103010105 NL-CA002-2022-67064
Cisti¢ sond I 69257945W0103010105ROLU W0103010105 NL-CA002-2022-67065
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Cistic sond 69257945W0103010105ROLU | W0103010105 | NL-CA002-2022-67066
BF-5D-1 fedidlo 69257945W0103010105ROLU | W0103010105 | NL-CA002-2022-67067
BF-RD Diluent 69257945W0103010105SROLU | W0103010105 | NL-CA002-2022-67068
BF-WFF Barvivo 69257945W0103010199ROPF | W0103010199 | NL-CA002-2022-67121
BF-RF Dye 69257945W0103010199ROPF | W0103010199 | NL-CA002-2022-67122
BF-WNF Dye 69257945W0103010199ROPF | W0103010199 | NL-CA002-2022-67123
BCC-3000 &istici prostredek 69257945W0103010105ROLU | W01 03010105 | NL-CA002-2022-67069
Redidlo (BCC-3000) 69257945W0103010105ROLU | W0103010105 | NL-CA002-2022-67071
BF-CS Lyse 69422022W010301010514R07X | W0103010105 | NL-CA002-2024-79484
BF-SLS-II Lyse 69422022W010301010512R07TM | W0103010105 | T-CA002-2024-79434
BF-WFL Lyse 69422022W010301010510R07B | W0103010105 | NL-CA002-2024-79484
BF-WNL Lyse 69422022W010301010511R07G | W0103010105 | TV-CA002-2024-79434
BF-FDO Lyse 69422022W010301010502R07E | W0103010105 | NNL-CA002-2024-79484
BE-FDT Lyse 69422022W010301010503R07TK | W0103010105 | VL-CA002-2024-79484
BF-FDOI Lyse 69422022W010301010505R07V | W01 03010105 | NL-CA002-2024-79484

69422022W010301010506R082 | W0103010105 | NL-CA002-2024-79484

BF-FDTI Lyse
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NL-CA002-2024-79484

Reagencie pro
analyzu moc¢i

BF-SLS-I Lyse 69422022W010301010504R07Q | W0103010105
BCC-3D Lyse 69422022W010301010507R087 | W0103010105 | T-CA002-2024-79484
BF-FBH Lyse 69422022W010301010508R08C | W01 03010105 NL-CA002-2024-79484
BF-CRP Lyse 69422022W010301010509R08H | W0103010105 NL-CA002-2024-79484
Lyse(BCC-3600) 69422022W010301010501R079 | W0103010105 | NL-CA002-2024-79484
Lyse(BCC-3000) 69422022W010301010513R07S | W0103010105 | TNL-CA002-2024-79484
Cistici kapalina pro analyzator mo¢i fady H pro

69257945W0101060299R0QZ WO0101060299 NL-CA002-2022-67072
Refraktometr a turbidimetr
Cistici kapalina (koncentrovany typ) 69257945W0101060299R0QZ W0101060299 NL-CA002-2022-67073
Reagencni fedidlo pro analyzator mocového 69257945W010106020302ROFD | W010106020302 NL-CA002-2022-67096
sedimentu
P1ast’ na reagencii pro analyzator mocového 69257945W010106020302ROFD | W010106020302 | NL-CA002-2022-67097
sedimentu
Plast’ 69257945W010106020302ROFD | W010106020302 | NL-CA002-2022-67098
Hybridni plast’ pro analyzu mo¢i fady FUS 11 69257945W010106020302ROFD | W010106020302 | NL-CA002-2022-67099
Detergent pro analyzu mo¢ového sedimentu 69257945W0101060299R0QZ W0101060299 NL-CA002-2022-67101
Jednorazova zkumavka na mo¢ 69257945W05010202R0ZQ W05010202 NL-CA002-2022-67102
Cistici kapalina IT (koncentrovany typ) 69257945W0101060299R0QZ W0101060299 NL-CA002-2022-67100
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Chemiluminiscencéni
imunoanalyticka

¢inidla

Alkalicka spoustéci ¢inidla

69257945W01029099R05H

W01029099

NL-CA002-2022-67103

Kysela spoustéci ¢inidla

69257945W01029099R05H

W01029099

NL-CA002-2022-67104

Koncentrovany promyvaci pufr

69257945W01029003R02L

W01029003

NL-CA002-2022-67105

Cinidlo pro piediipravu vzorki

69257945W01029003R02L

W01029003

NL-CA002-2022-67106

Uvolnovac¢ folata v RBC

69257945W01029003R02L

W01029003

NL-CA002-2022-67107

Pufr na promyvani sond

69257945W01029099R05H

W01029099

NL-CA002-2022-67108

Roztok pro kondicionovani sondy

69257945W01029099R05H

W01029099

NL-CA002-2022-67111

Redidlo pro vzorky

69257945W01029003R02L

W01029003

NL-CA002-2022-67119

Reagencie pro
analyzu

vaginalnich sekret

Detergent pro analyzu vaginalnich sekretti

69257945W01019099R04Y

W01019099

NL-CA002-2022-67112

Kapalina pro konzervaci bun¢k

69257945W01019099R04Y

W01019099

NL-CA002-2022-67113

FE Dye

69257945W01030702R0ZM

W01030702

NL-CA002-2022-67116

FE Laminarni kapalina

69257945W01019099R04Y

W01019099

NL-CA002-2022-67114

Jednorazovy vzorkovac

69257945W05019099R07U

W05019099

NL-CA002-2022-67115

Reagencie pro srazeni

krve

Automaticky analyzator krevni srazlivosti

Detergent |

69257945W0103020999R0SQ

W0103020999

NL-CA002-2022-67117

Automaticky analyzator krevni srazlivosti

Detergent 11

69257945W0103020999R0SQ

W0103020999

NL-CA002-2022-67118

Redidlo pro vzorky

69257945W0103020903ROPT

W0103020903

NL-CA002-2022-67120
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SkuPi;ZZVijbkﬁ Nazev produktu Zikladni UDI-DI EMDN Registracni ¢islo
H-100 69257945W020101020102D0B3 | W020101020102 | NL-CA002-2023-75374
HC-300 69257945W020101020102D0B3 | W020101020102 | NL-CA002-2023-75374
H-500 69257945W020101020102D0B3 | W020101020102 | NL-CA002-2023-75374
Analyzator moci
H-800 69257945W020101020103D0OB8 | W020101020103 | NL-CA002-2023-75374
H-1600 69257945W020101020103D0B8 | W020101020103 | NL-CA002-2023-75374
H-1800 69257945W020101020103D0B8 | W020101020103 | NL-CA002-2024-79485
Poloautomaticky
DR-7000D 69257945W0201010101DOJF W0201010101 NL-CA002-2022-68043
Chemicky analyzator
CS-T240 69257945W0201010101DOJF W0201010101 NL-CA002-2022-68044
CS-300B 69257945W0201010101DOJF W0201010101 NL-CA002-2022-72961
CS-T180 69257945W0201010101DOJF W0201010101 NL-CA002-2022-72962
Automaticky CS-T240P1us 69257945W0201010101DOJF W0201010101 NL-CA002-2022-72963
chemicky analyzator | CS-400 69257945W0201010101DOJF W0201010101 NL-CA002-2022-72964
CS-480 69257945W0201010101DOJF W0201010101 NL-CA002-2022-72965
CS-680 69257945W0201010102D0OJL W0201010102 NL-CA002-2022-72966
CS-1200 69257945W0201010102D0JL W0201010102 NL-CA002-2022-72967
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Zpracovatel sklicek

CS-1300B 69257945W0201010103D0JR W0201010103 NL-CA002-2022-72968
CS-1600 69257945W0201010103D0OJR W0201010103 NL-CA002-2022-72969
CS-2000 69257945W0201010104D0OJW W0201010104 NL-CA002-2022-72970
CS-20001 69257945W0201010104D0OJW W0201010104 NL-CA002-2022-72971
CS-600B 69257945W0201010102D0JL W0201010102 NL-CA002-2022-72972
CS-1300A 69257945W0201010103D0OJR W0201010103 NL-CA002-2024-79486
CM-180 69257945W0201020102D0KS5 W0201020102 NL-CA002-2022-68040
Chemiluminiscen¢ni | CM-320 69257945W0201020104DOKF W0201020104 NL-CA002-2022-68041
imunoanalyzator CM-320i 69257945W0201020103D0KA W0201020103 NL-CA002-2022-68042
CM-640i 69257945W0201020103D0KA W0201020103 NL-CA002-2022-73342
CM-640 69257945W0201020104DOKF W0201020104 NL-CA002-2022-73341
BCA-1000 69257945W0202020102D0KU W0202020102 NL-CA002-2022-68045
Automaticky
BCA-2000 69257945W0202020102DOKU W0202020102 NL-CA002-2023-77944
analyzator krevni
Slivosti BCA-3000 69257945W0202020102D0KU W0202020102 NL-CA002-2022-68046
- BCA-4000 69257945W0202020102D0KU W0202020102 NL-CA002-2022-73340
Automatizovany
hematologicky natér | BSP-800 69257945W0202059002D0QR W0202059002 NL-CA002-2022-68047
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LA-60 69257945W02060101DOYE W02060101 NL-CA002-2022-68051
Systém pro

LA-60SE 69257945W02060101DOYE W02060101 NL-CA002-2024-78888
zpracovani vzorkil

LA-90 69257945W02060101DOYE W02060101 NL-CA002-2024-78888

IDENTIFIKACE PRODUKTU- REAGENCIE TRIDA C- EC ZASTUPCE JE EMERGO EUROPE B.V.

R"d“l‘:‘,vy“’bk“ Zkratk Nézev v§robku Zakladni UDI-DI EMDN Registraéni &islo
azev
a
Detekce volného prostatického specifického
Chemiluminiscenéni | f-PSA | antigenu 69422022W010203011401R07S | W0102030114 | NL-CA002-2022-67103
imunoanalytické Kit (chemiluminiscenéni imunoanalyza)
&inidlo Detekce celkového prostatického
t-PSA | specifického antigenu 69422022W010203011301R07F | W0102030113 | NL-CA002-2022-67104
Kit (chemiluminiscen¢ni imunoanalyza)

VYROBCE
Nézev spolecnosti Adresa Zastupce vedeni SRN
DIRUI INDUSTRIAL CO., LTD. 95 Yunhe Street New & High Tech.
Development Zone Changchun, Zhang Haitao CN-MF-000001891
Jilin 130012 Cinsk4 lidov4
republika
AUTORIZOVANY ZASTUPCE ‘
Nazev spolecnosti Adresa SRN
SUNGO Europe B.V. Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan den IJssel, Nizozemsko. NL-AR-000000247
Emergo Europe B.V. Westervoortsedijk 60, 6827 AT Arnhem Nizozemsko NL-AR-000000116
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POSOUZEN{ SHODY |

Vyrobek Zarizeni
Cesta ke shodé
Kategorie Klasifikace esta ke shode

Natizeni Evropského parlamentu a Rady (EU) 2017/746: Pravidlo 5 pism. a) - Vyrobky pro obecné laboratorni
pouziti, prislusenstvi, které nema kritické vlastnosti, pufrovaci roztoky, promyvaci roztoky a obecna kultivaéni média
a histologicka barviva, které vyrobce urcil tak, aby byly vhodné pro diagnostické postupy in vitro tykajici se

Ttida: A konkrétniho vysetien.

Reagencie
Natizeni Evropského parlamentu a Rady (EU) 2017/746: Pravidlo 5 pism. ¢) - Nadoby na vzorky
THda: C Natizeni Evropského parlamentu a Rady(EU) 2017/746: Pravidlo 3 pism. h) - Prostfedky urcené k pouziti pfi
nda: screeningu, diagnostice nebo ur¢ovani stadia rakoviny
v - Natizeni Evropského parlamentu a Rady (EU) 2017/746: Pravidlo 5 pism. b) - Pomiicky urcené vyrobcem specialné
Pristroj Trida: 1: A K i . o L
pouziti pro diagnostické postupy in vitro

PouzZitelné normy

EN ISO 20417: 2021

EN ISO 15223-1:2021

ENISO 18113-1:2011

ENISO 18113-2:2011

EN ISO 14971:2019/A11:2021
EN ISO 13485:2016/A11:2021
EN ISO 17511:2021

EN ISO 20916:2024
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Posouzeni shody
Shoda ur¢eného vyrobku s nafizenim o diagnostickych zdravotnickych prostedcich in vitro (EU) 2017/746 byl posouzen vydanim EU prohlaseni o shodé

podle ¢lanku 17 po vypracovani technické dokumentace uvedené v ptilohach II a II1.

Prohléseni
Spolecnost DIRUI INDUSTRIAL CO., LTD. timto prohlasuje, Ze vySe uvedené vyrobky splituji ustanoveni natizeni Evropského parlamentu (EU)

2017/746; a EU prohlaseni o shodé¢ je vydano na vyhradni odpovédnost vyrobce.

Zastupce vedeni spolecnosti: Zhang Haitao

Pozice: Zastupce generalniho feditele Podpis:

Datum: 14. dubna 2025



