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Uvod / COVID-19 / Prehled testii k diagnostice onemocnéni covid-19

Prehled testl k diagnostice onemocnéni covid-19

Statni ustav pro kontrolu Ié€iv eviduje prostrednictvim Registru zdravotnickych prostiedkii (RZPRO) vS§echny
diagnostické zdravotnické prostredky in vitro (IVD) uvedené na trh vyrobci a zplnomocnénymi zastupci
usazenymi na uzemi Ceské republiky, u nichz byla splnéna oznamovaci povinnost podanim zadosti o tzv.
notifikaci do RZPRO podle ustanoveni § 31 zakona €. 268/2014 Sb. o diagnostickych zdravotnickych
prostiedcich in vitro (ZolVD) pro IVD.

Distributofi a dovozci diagnostickych ZP in vitro nemaji povinnost dle § 33 odst. 5 ZolVD notifikovat diagnostické ZP
rizikové tfidy IVD ostatni, mezi které patfi veSkeré testy k diagnostice onemocnéni covid-19, které jsou uréeny pro
profesionalni pouziti zdravotnickym pracovnikem.

IVD urcené k sebetestovani (domaci pouziti) maji povinnost notifikovat vSechny hospodarské subjekty. Z toho
vyplyva, Ze ve verejné ¢asti RZPRO lze dohledat veskeré notifikované IVD testy éeskych vyrobcu (pro profesionalni i
domaci pouziti), avSak pouze IVD testy urcené k sebetestovani (tzv. IVDst) dodavané na trh distributory a

dovozci.

Zverejnény prehled testl uréenych pro sebetestovani by mél slouzit k rychlé orientaci a snadnéjsimu
vyhledani detaill k jednotlivym testim ve vefejné &asti RZPRO. Tento prehled bude SUKL pravidelné

aktualizovat.

Pozn: Tabulka obsahuje notifikace provedené konkrétnim hospoddrskym subjektem, tzn. Ze identicky
prostredek IVD se muze ve vyse uvedeném seznamu vyskytnout opakované, jelikozZ je na cesky trh
uvdden / dodavan vice subjekty.

Upozorfiujeme, Ze Ustav nerozhoduje o tom, které testy a v jakém reZimu budou zdravotnimi
pojist'ovnami proplaceny. NiZze uvedena tabulka tedy neobsahuje seznam hrazenych antigennich testu,
ale seznam test(, které jsou urcené k sebetestovani a jiz byly Ustavu prostfednictvim RZPRO

evwvys

nebo Ministerstvo zdravotnictvi CR.

i Evidencni | | ; Rizikova
Nazev .. Nazev vyrobce ..
Cislo trida
SARS-CoV-2 Antigen Self Test Nasal 990067 SD Biosensor, Inc. IVDst.
ANTIGENNI RYCHLOTEST SARS-COV-2 ANTIGEN TEST Xiamen Boson Biotech Co,
CARD 991860 Ltd. IVDst.

HANGZHOU ALLTEST

Antigenni rychlotest SARS-CoV-2 (Nosni vytér) 992687 BIOTECH CO., LTD. IVDst.
Xiamen Boson Biotech Co,

Rapid SARS-Cov-2 Antigen Test Card 996143 Ltd. IVDst.
HANGZHOU ALLTEST

SARS CoV-2 Antigen Rapid Test (Nasal Swab) 997170 BIOTECH CO., LTD. IVDst.

Abbott Rapid Diagnostics
Panbio™ SELF-TEST COVID-19 Antigen 997488 Jena GmbH IVDst.
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DIAQUICK 998632 ACON Biotech (Hangzhou) | IVDst.
Co., Ltd.
ACON Biotech (Hangzhou)

Flowflex 998683 Co.,Ltd. IVDst.
Wuhan EasyDiagnosis

COVID-19 (SARS-CoV-2) Antigen Test Kit 999504 Biomedicine Co., Ltd IVDst.

COVID-19 Antigen RYCHLOTEST COVID-19-CHECK-1

Antigen® Ref. 200074-4 1000010 | VEDA.LAB IVDst.

Rapid COVID-19 Antigen Self-Test 1001507 | Healgen Scientific Limited IVDst.

ANTIGENNI RYCHLOTEST SARS-COV-2 ANTIGEN TEST Xiamen Boson Biotech Co,

CARD 1005284 | Ltd. [VDst.

SARS-CoV-2 Antigen Test Kit (Colloidal Gold) 1006447 | Genrui Biotech Inc. IVDst.

SARS-CoV-2 Antigen Rapid Test Kits for Self-testing (Colloidal Beijing Lepu Medical

Gold Immunochromatography) 1006957 | Technology Co., Ltd. IVDst.

Biosynex autotest COVID-19 1008741 | BIOSYNEX SWISS SA IVDst.
HANGZHOU ALLTEST

COVID-19 Rychly Antigenni Test (Oralni Tekutina) 1018237 | BIOTECH CO., LTD. IVDst.
Nanjing Vazyme Medical

Souprava pro detekci antigenu SARS-CoV-2 1020521 | Technology Co. Ltd IVDst.
Zhuhai Lituo Biotechnology

COVID19 Antigen Detection Kit (Colloidal Gold) 1022543 | Co., Ltd. IVDst.

SARS-CoV-2 Sady antigennich rychlotest( pro samotestovani Beijing Lepu Medical

(Imunochromatografie s koloidnim zlatem) 1025410 | Technology Co., Ltd. IVDst.
Xiamen AmonMed

AmonMed Covid-19 antigenni test ze slin 1ks 1025445 | Biotechnology Co., Ltd. IVDst.
Hangzhou Sejoy Electronics

SARS-CoV-2 Antigen Rapid Test Cassette 1026421 | & Instruments Co.,Ltd. IVDst.
Assure Tech. (Hangzhou)

ECOTEST COVID-19 Antigen Rapid Test Device 1026747 | Co., Ltd. IVDst.
Assure Tech. (Hangzhou)

ECOTEST COVID-19 Antigen Saliva Test 1026771 Co., Ltd. IVDst.
Xiamen Boson Biotech Co,

RAPID SARS-COV-2 ANTIGEN TEST CARD 1026819 | Ltd. IVDst.

Sada na detekci antigenu téZkého akutniho respiracniho

syndromu koronavirus 2 (SARS-CoV-2) (na bazi koloidniho Nanjing Vazyme Medical

zlata) 1026827 | Technology Co. Ltd IVDst.

SARS-CoV-2 Sady antigennich rychlotestl pro samotestovani Beijing Lepu Medical

(Imunochromatografie s koloidnim zlatem) 1026894 | Technology Co., Ltd. IVDst.
ACON Biotech (Hangzhou)

Flowflex Rychly test na antigen SARS-CoV-2 (Vlastni testovani) | 1026915 | Co.,Ltd IVDst.
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Rapid SARS-CoV-2 Antigen Test Card 1026923 | MP Biomedicals Germany IVDst.
GmbH

SARS-CoV-2 Antigen Rapid Test Kits for Self-testing (Colloidal Beijing Lepu Medical

Gold Immunochromatography) 1027125 | Technology Co., Ltd. IVDst.
HANGZHOU ALLTEST

SARS-CoV-2 Antigen Rapid Test (Nasal Swab) 1027133 | BIOTECH CO., LTD. IVDst.
Hangzhou Singclean

SINGCLEAN COVID-19 Test Kit (Colloidal Gold Method) 1027141 Medical Products Co., Ltd. | IVDst.

NADAL® COVID-19 Ag Test 1027184 | nal von minden GmbH [VDst.

Singclean® COVID-19 testovaci sada (metoda koloidniho Hangzhou Singclean

Zlata) 1027299 | Medical Products Co., Ltd. | IVDst.
Assure Tech. (Hangzhou)

ECOTEST COVID-19 Antigen Nasal Test Kit 1027328 | Co., Ltd. IVDst.
ACON Biotech (Hangzhou)

Flowflex Rychly test na antigen SARS-CoV-2 (Vlastni testovani) | 1027387 | Co.,Ltd IVDst.
Guangzhou Decheng

2019 nCoV Ag Rapid Test Kit (Immunochromatography) 1027459 | Biotechnology Co., LTD IVDst.
Xiamen AmonMed

COVID-19 Antigen Rapid Test Kit (Colloidal Gold) 1027678 | Biotechnology Co., Ltd. IVDst.
Hangzhou Singclean

Singclean Testovaci sada pro COVID-19 Sebetestovani 1027766 | Medical Products Co., Ltd IVDst.

ANTIGENNI RYCHLOTEST SARS-COV-2 SamoTest Boson Xiamen Boson Biotech Co,

Biotech 1027782 | Ltd. IVDst.
ANHUI DEEPBLUE
MEDICAL TECHNOLOGY

Test antigenu COVID-19 (SARS-CoV-2) Deepblue Medical 1027803 | CO.,LTD IVDst.
VivaChek Biotech

VivaDiag Pro SARS-CoV-2 Ag Rapid Test 1028013 | (Hangzhou) Co., Ltd. IVDst.
VivaChek Biotech

Verino Pro SARS-CoV-2 Ag Rapid Test 1028136 | (Hangzhou) Co., Ltd. IVDst.
Jiangsu Medomics Medical

SARS-CoV-2 Antigen Test Kit (LFIA) 1028187 | Technology Co., Ltd. IVDst.

Singclean® COVID-19 testovaci sada (metoda koloidniho Hangzhou Singclean

zlata) 1028558 | Medical Products Co., Ltd. | IVDst.

NADAL® COVID-19 Ag Test 1028646 | nal von minden GmbH IVDst.

NADAL® COVID-19 Ag Test 1028689 | nal von minden GmbH IVDst.
Wuhan EasyDiagnosis

COVID-19 (SARS-CoV-2) Antigen Test Kit 1028881 Biomedicine Co., Ltd IVDst.
HANGZHOU ALLTEST

COVID-19 Antigen Rapid Test (Oral Fluid) 1028929 |BIOTECH CO., LTD. IVDst.
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VivaDiag Pro SARS-CoV-2 Ag Rapid Test 1029040 | VivaChek Biotech IVDst.
(Hangzhou) Co., Ltd.

Testovaci sada antigenu COVID-19 (SARS-CoV-2) Wuhan EasyDiagnosis

EasyDiagnosis 1029980 | Biomedicine Co., Ltd IVDst.
New Gene (Hangzhou)

Souprava pro detekci antigenu COVID-19 - nosni vytér 1030009 | Bioengineering Co., Ltd. IVDst.

Rychly test antigenu COVID-19 (koloidni zlato) / nosni vytér Anbio (Xiamen)

ANBIO 1030025 | Biotechnology Co.,Ltd IVDst.
VivaCheck Biotech

Verino® Pro SARS-CoV- 2 Ag Rapid Test 1030228 | (Hanzghou) Co.,Ltd. IVDst.

2019-nCoV Ag Saliva Rapid Test Card Guangzhou Decheng

(Immunochromatography) 1030375 | Biotechnology Co., LTD IVDst.
Safecare

COVID-19 Antigen Rapid Test Kit (Swab) for Self-Testing 1030594 | Biotech(Hangzhou) Co., Ltd | IVDst.
Anbio (Xiamen)

Rychly test antigenu COVID-19 (koloidni zlato) / sliny Anbio 1030607 | Biotechnology Co.,Ltd. IVDst.

SARS-CoV-2 Antigen Rapid Test Kits for Self-testing (Colloidal Beijing Lepu Medical

Gold Immunochromatography) 1030615 | Technology Co., Ltd. IVDst.
Beijing Hotgen Biotech Co.,

CORONAVIRUS (2019 -nCQV) 1030922 | Ltd IVDst.
VivaChek Biotech

VivaDiag Pro SARS-CoV-2 Ag Rapid Test 1031028 | (Hangzhou) Co.,Ltd. IVDst.
HANGZHOU ALLTEST

Antigenni rychlotest SARS-CoV-2 (Nosni vytér) 1031618 | BIOTECH CO., LTD. IVDst.
Hangzhou Biotest Biotech

COVID-19 Antigen Rapid Test Cassette(Nasal Swab) 1031650 | Co.LTD IVDst.

SARS-CoV-2 Antigen Rapid Test Kits for Self-testing (Colloidal Beijing Lepu Medical

Gold Immunochromatography) 1031714 | Technology Co., Ltd. [VDst.
HANGZHOU ALLTEST

COVID-19 Rychly Antigenni Test (Oralni Tekutina) 1031781 BIOTECH CO., LTD. IVDst.
VivaChek Biotech

VivaDiag TM SARS-CoV-2 Ag Rapid Test VCD05 1031845 | (Hangzhou) Co., Ltd. IVDst.

NADAL® COVID-19 Ag Test 1032370 | nal von minden GmbH IVDst.

SARS-CoV-2 Antigen Test (Colloidal Gold Method) 1033322 | Sansure Biotech Inc. IVDst.
Hangzhou Alltest Biotech

AllTest COVID-19 Antigenni Rychlotest (Saliva) 1033680 | Co., Ltd IVDst.
Hangzhou Alltest Biotech

AllTest COVID-19 Antigenni Rychlotest (Nasal) 1033736 | Co., Lid IVDst.

SARS-CoV-2 Sady antigennich rychlotest( pro samotestovani Beijing Lepu Medical

(Imunochromatografie s kolidnim zlatem) 1035045 | Technology Co., Ltd. IVDst.
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GeneFinder COVID-19 Ag Self Test 1035264 | OSANG Healthcare Co., Ltd | IVDst.
VivaChek Biotech

VivaDiag Pro SARS-CoV-2 Ag Rapid Test 1035651 (Hangzhou) Co., Ltd. IVDst.
New Gene (Hangzhou)

Souprava pro detekci antigenu COVID-19 - nosni vytér 1035758 | Bioengineering Co., Ltd. IVDst.
VivaChek Biotech

VivaDiag Pro SARS-CoV-2 Ag Rapid Test 1036160 | (Hangzhou) Co., Ltd. IVDst.

COVID-19 Antigen Testovaci sada (dry color latex Lansion Biotechnology Co.,

imunoanalyza) 1036224 | Ltd. [VDst.
VivaChek Biotech

SARS-COV-2-AG Rychly test 1036275 | (Hangzhou) Co., Ltd. IVDst.

SGTi-flex COVID-19 Ag self test 1036320 | Sugentech, Inc. IVDst.
Hangzhou Sejoy Electronics

SARS-CoV-2 Antigen Rapid Test Cassette Nasal Swab 1036574 | & Instruments Co.,Ltd. IVDst.
New Gene (Hangzhou)

COVID-19 Antigen Detection Kit -Nasal Swab 1036582 | Bioengineering Co., Ltd IVDst.

OnSite Covid-19 Ag Self Test 1036742 | CTK Biotech, Inc. IVDst.
New Gene (Hangzhou)

COVID-19 Antigen Detection Kit - Nasal Swab 1036785 | Bioengineering Co., Ltd IVDst.
HANGZHOU ALLTEST

Antigenni rychlotest SARS-CoV-2 (Nosni vytér) 1036902 | BIOTECH CO., LTD. IVDst.
VivaChek Biotech

VivaDiag Pro SARS-CoV-2 Ag Rapid Test 1036953 | (Hangzhou) Co., Ltd. IVDst.
Safecare
Biotech(Hangzhou) Co.,

COVID-19 Antigen Rapid Test Kit (Swab) 1036988 | Ltd. IVDst.
VivaChek Biotech

Rychly test VivaDiag TMPro SARSCoV-2 Ag 1036996 | (Hangzhou) Co., Ltd IVDst.

1037067 Hangzhau Singclean

Singclean Covid - 19 Test Kit (Colloidal Gold Method) Medical Products Co., Ltd. | IVDst.
Beijing Lepu Medical

SARS-CoV-2 Sady antigennich rychlotestl pro samotestovani 1037702 | Technology Co., Ltd. IVDst.
VivaChek Biotech

Verino Pro SARS-CoV-2 Ag Rapid test 1037876 | (Hangzhou) Co., Ltd. IVDst.
Hangzhou Singclean

Covid-19 vytérova testovaci sada (metoda koloidniho zlata) 1037884 | Medical Products Co., Ltd. | IVDst.

17. ledna 2022
Odbor zdravotnickych prostredku
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OPERACNI PROGRAM  PODPORUJEME
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