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ES PROHLASENiIi O SHODE

My,

Ecoli Dx, s.r.o.
IC: 10707409
Purkyriova 74/2
110 00 Praha 1
Ceska republika

prohlasujeme na svou vyluénou odpovédnost, Ze nasledujici produkty:

. . < kat.
gislo vyrobek nézev &islo klasifikace
in vitro amplifikagni test nukleavych kyselin pro kvalitativni
detekci a roztiseni DNA/RNA Shigella spp., enteroinvazivnich P tinal iagnosti
1. E.coli (EIEC), Salmonella spp., termofilnich Campytobacter spp., e-Sie;nst:\cute :_n;?R kI: ES3541B IVD diagnostické
adenovird skupiny F a rotavird skupiny A, norovirli genotypu 2 a infections Q souprava
astrovir{ v klinickém materialu
2 in vitro amplifika&ni test nukleovych kyselin pro kvalitativni eSens Borrelia miyamotoi QL E£S3701B IVD diagnosticka
* detekci DNA Borretia miyamotoi v biotogickém materialu PCR kit souprava
in vitro amplifika&ni test nukleovych kyselin pro stanoveni
genetické nachytnosti k rakoving pomoci kvalitativni detekce IVD diagnosticka
3. zarode&nych mutaci (5382insC (rs80357906), 4153delA eSens BRCA1 SNP PCR kit ES42008B i
(rs80357711), 300T>.G (C61G) {528897672) a 185061AG SOUpEave
(rs80357914)) v genu BRCA1 v biologickém materidlu
in vitro amplifika&ni test nukleovych kyselin pro kvatitativni IVD diagnosticka
4. detekci RNA viru krymsko-konzské hemoragické horecky eSens CCHFV QL PCR kit ES3603B
(CCHFV) v Klinickém materialu souprava
by lcltf::kr?/ﬁglbt:s:er::lkrf Eﬁﬁ?n'é”rf:e"i 22‘35“5333,“!"& eSens Corynebacterium IVD diagnosticka
1 ICl .
5 toxiny Corynebacterium diphtheriae a Corynebacterium diphtherlae/tmf genes QL PCR ESSS08A souprava
ulcerans v biologickém materialu kit
6 in vitro amplifika&ni test nukleovych kyselin pro kvalitativni eSens Cryptococcus ES3804A IVD diagnosticka
’ detekci DNA Cryptococcus neoformans v biologickém materialu neoformans QL PCR kit souprava
in vitro amplifika&ni test nukleovych kyselin pro detekci a s L : s L4
7. rozli$eni RNA viru Dengue typ 1-4 v lidském klinickém a pitevnim eSens Dengue v:_rus type Q ES3601B IVD diagnosticka
materiatu PCR kit souprava
in vitro amplifika&ni test nukleovych kyselin pro kvalitativni IVD diagnosticka
8. detekci RNA viru Zaire Ebola (EBOV Zaire) v biologickém eSens EBOV Zaire QL PCR kit ES3604B
materialu souprava
in vitro amplifikagni test nukleovych kyselin pro kvalitativni a IVD diagnosticka
9. kvantitativni detekci DNA viru Epsteina-Barrové (EBV) a DNA eSens EBV/HHV6 QT PCR kit ES3240B
lidského herpes viru typu 6 (HHV6) v Klinickém materisly souprava
in vitro amplifika&ni test nukleovych kyselin pro kvalitativni
10 detekei a rozlideni DNA priijmovych bakterii E.coli (EPEC, ETEC, eSens Escherichioses QL PCR ES3542B IVD diagnosticka
) EIEC (ve spojeni se Shigetla spp.), EHEC a EAgEC) ve vzorcich z kit souprava
Fivotniho prostfedi a klinickém materialu
in vitro amplifika&nl test nukleovych kyselin pro kvalitativni
genotypizaci polymorfismu 20210 G>A (r51799963) v genu pro N IVD diagnostické
1. protrombin (F2) a polymorfismu R534Q G>A (rs6025) v genu pro eSens F2/F5 SNP PCR kit ES4100B souprava
proaccelerin (F5) v biologickém materidlu
in vitro amplifika&ni test nukleovych kyselin pro detekci RNA viru . VD diagnosticka
12. hepatitidy A (HAV) v klinickém materialu eSens HAV QL PCR kit e souprava
12 in vitro amplifika&ni test nukleovych kyselin pro rozti$eni eSens HBV genotype QL PCR ES3112B IVD diagnosticka
: genotypl viru hepatitidy B (HBV) A, B, C a D v klinickém materialu kit souprava
14 in vitro amplifika&ni test nukleovych kyselin pro rozlideni eSens HCV genotype QL PCR ES31228B IVD diagnosticka
. genotypl viru hepatitidy C {HCV) v Klinickém materiélu kit souprava
in vitro amplifika&ni test nukleovych kyselin pro kvalitativni VD diagnosticka
15. detekci RNA viru hepatitidy G (HGV) v klinickém materilu eSens HGV QL PCR kit ES31508 souprava
in vitro amplifika&ni test nukleovych kyselin pro kvantitativni IVD diagnosticka
16. detekci DNA lidského herpesviru typu 7 (lidsky betaherpesvirus eSens HHV7 QT PCR kit ES3207A
7, HHV7) v biologickém materialu souprava
in vitro amplifika&ni test nukleovych kyselin pro kvantitativni I jasnostick
17. detekci DNA lidského herpesviru typu 8 (Human eSens HHVS8 QT PCR kit Esa208a | VD diagnosticka
gammaherpesvirus 8, HHV8) v biologickém materiglu souprava
in vitro amiplifikaéni test nukleovych kyselin pro kvalitativni a
18 kvantitativni detekci a rozlideni DNA lidskych papilomavirdi eSens HPV HR 14 genotype QT ES3083A IVD diagnosticka
* vysokého karcinogenniho rizika (HPV HCR) v biologickém PCR kit, variant 4C souprava
materidlu
in vitro amplifika&ni test nukleovych kyselin pro kvalitativni a H 16/18 gen e VD di tickd
19. kvantitativni detekci a rozli$eni genotyp( 16 a 18 lidského eseng P‘é:.' :C: Kit genotyp ES3082A diagnostic
papilomaviru (HPV) DNA v klinickém materiétu . souprava
in vitro amplifika&ni test nukleovych kyselin pro typizaci . . L
eSens influenzavirus A VD diagnosticka
. i tifikaci & vi fi , H7, Kkutt hvi . 1B
20 (identifikaci) podtypl viru chfipky A H5, H7, HS v kulturdch viru HB5/H7/H9 QL PCR kit ES330 souprava

chfipky a biologické m materidlu
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in vitro amplifika&ni test nukleovych kyselin pro kvalitativni . R L
21. detekci RNA viru chiipky A a identifikaci subtypu HSN1 v eSens Influenza VIr-us FUEIENT ES30098B I¥D digenp<iicke
biologické m materidlu QL PCR kit souprava
in vitro amplifikani test nukleovych kyselin pro detekci mutaci v
29 DNA M.genitalium spojenych s rezistenci k makrolidiim (v eSens M.genitalium ML/FQ ES3009B IVD diagnosticka
’ doméné V genu 23S rRNA) a fluorochinolonim (v QRDR genu resistance QT PCR kit souprava
ParC) ve vzorcich DNA extrahgvanych z biologického materidlu
in vitro amplifikaéni test nukleovych kyselin pro detekci : LA
23. ziskanych genti karbapeneml z KPC a OXA-48-like (OXA-48- a SSSRSEIOR KP.C JOXEIQLIFCE ES4302A VD disgnosticisa
OXA-162-typ) v biologickém materidlu kit souprava
in vitro amplifikaéni test nukleovych kyselin pro kvalitativni
detekci.pl'flzmidové kédoyan)’(ch genﬁ rezistencg‘ mcr-1 ke . IVD diagnostick4
24. kolistinu a markerovych genl enterobakterii (fad eSens MDR MCR-1 QLPCR kit | ES4304A
Enterobacterales) (geny 16S rRNA) ve vzorcich bakteridlnich souprava
kultur ziskanych nasatim biomateridlu
in vitro amplifikanf test nukleovych kyselin pro detekci mutaci v
DNA Mycobacterium tuberculosis (MTC, Mycobacterium
tuberculosis complex), které souviseji s rezistenci na rifampicin IVD diagnosticka
25. (voblasti RRDR a kodonu 572 genu rpoB) a isoniazid (v kodonu eSens MDR MTC QL PCR kit ES33oe souprava
315 genu katG a promotorové oblasti genu inhA), ve vzorcich
DNA ziskanych z biologického materidlu
in vitro amplifika&ni test nukleovych kyselin pro kvalitativni IVD diagnostick4
26. detekci DNA Enterococcus spp. a gentl vanA a vanB ve vzorcich eSens MDR VRE QL PCR kit ES4303A
bakteridlnich kultur ziskanych nasatim biomateriélu souprava
in vitro amplifika&ni test nukleovych kyselin pro kvalitativni a
kvantitativni detekci DNA Staphytococcus aureus citlivého na IVD diagnosticka
27. meticilin a rezistentntho na meticilin a meticitin-rezistentniho eSens MRSA QT PCR kit ES4300A
koaguldza-negativniho Staphylococcus spp. DNA v biologickém Souprava
materislu
Lompiet Myoobacterium bereuloss (T vEema degch eSens Mycobacterium IVD diagnostioks
28. (M.tuberculosis), hovézich (M.bovis) a také vakcinaénich tuberculosm/boylsl BCGQL ES33098 souprava
{M.bovis BCG) kmeni v klinickém materialu PCR kit
in vitro amplifika&ni test nukleovych kyselin pro kvalitativni
detekei DNA vSech druh malarickych plasmodif (Plasmodium eSens Plasmodium IVD diagnosticks
29. spp.) a rozlieni DNA malignich tercidlnich (P.fatciparum) a sp./falciparum/vivax QL PCR ES3640B g
terciadlnich (Pvivax) malarickych patogend v biologickém Kit souprava
materidlu
in vitro amplifika&ni test nukleovych kyselin pro kvalitativni
detekci RNA polioviri a enterovird skupiny C (HEV-C) s IVD diagnosticka
S0 rozligenim poliovirt na kmeny (Sabin 1, Sabin 2, Sabin 3) v eSens Potiovirus QLPCR kit | ES3401B souprava
klinickém materidlu a environmentalnich vzorcich
in vitro amplifika&ni test nukleovych kyselin pro detekcia . .
31. kvantitativni analyzu DNA Streptococcus agalactiae v klinickém aSena Streptococcu_s ES3809A IVD diagnosticka
materialu agalactiae QT PCR kit souprava
32 in vitro amplifika&ni test nukleovych kyselin pro kvantitativni eSens Streptococcus ES3810A IVD diagnostické
) detekei DNA Streptococcus pyogenes v biologickém materialu pyogenes QT PCR kit souprava
invitro ?mplifi!(aénl’test m:lkleovych kyselin pro kviali.tativnl’ IVD diagnostick4
33. detekci RNA viru zépadonilské horeéky (WNV) v klinickém eSens WNV QL PCR kit ES3602B
materialu souprava
34 in vitro amplifikagnf test nukleovych kyselin pro kvalitativni eSens Yellow fever virus QL ES36068 IVD diagnosticka
) detekci RNA viru Zluté zimnice (YFV) v biologickém materiatu PCR kit souprava
in vitro amplifika&ni test nukleovych kyselin pro kvalitativni IVD diagnosticka
35. detekei RNA viru Zika v biologickém materidlu eSens Zlka virus QL PCR kit ES36058 souprava

jsou ve shodé s nasledujicimi EU smérnicemi a nafizenimi vlady CR:

98/79/ES

o diagnostickych prostfedcich in vitro

NV 56/2015 Nafizeni viady o technickych poZadavcich na diagnostické zdravotnické prostfedky in vitro

Pro posouzeni shody byly pouZzity nasledujici normy:

CSN EN I1SO 13485:2016

GSN EN I1SO 14971:2019

Ucely predpist

Datum a misto vydani:
14. 05. 2022, Praha

y' o

Jméno zastupce vyrobce a podpis:

Tomas Hanzlik, jednatel

Zdravotnické prostiedky — Systém managementu kvality - PoZadavky pro

Zdravotnickeé prostfedky - Aplikace fizeni rizika na zdravotnické prostiedky
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EC DECLARATION OF CONFORMITY

We,

Ecoli Dx, s.r.o.
Registration Number: 10707409
Purkyhova 74/2
110 00 Prague 1
Czech Republic

declare under our sole responsibility that the following products:

: catalogue roduct
No. product title g IO R
number classification
in vitro nucleic acid amplification test for qualitative detection
and differentiation of DNA/RNA of Shigella spp., enteroinvasive - . : -
ens Acute in L vDd
1. E.coli (EIEC), Salmonella spp., thermophilic Campylobacter spp., e.S t nstl cu L ;%s::: ES3541B |igtnost|c
group F Adenoviruses and group A Rotaviruses, Norovirus infections Q : !
genotype 2, and Astroviruses in the clinical materiat
2 in vitro nucleic acid amplification test for qualitative detectionof | eSens Borrelia miyamotoi QL ES37018 IVD diagnostic
) Borrelia miyamotoi DNA in the biological material PCR kit kit
in vitro nucleic acid amplification test for determination of
genetic susceptibility to cancer by qualitative detection of IVD diagnostic
3. germline mutations (5382insC (rs80357906), 4153delA eSens BRCA1 SNP PCR kit ES4200B kit
(rs80357711), 300T>G (C61G) (rs28897672) and 185delAG i
(rs80357914)) in the BRCA1 gene in biological material
in vitro nucleic acid amplification test for qualitative detection of IVD diagnostic
4, Crimean-Congo hemorrhagic fever virus (CCHFV) RNA in clinical eSens CCHFV QL PCR kit ES3603B kit
material !
e ciony | Sens Conymebacterium VD diagnosti
n i -
S Corynebacterium diphtheriae and Corynebacterium ulcerans in diphtherlaeltmf genes QL ES3308A kit
the biological material PCR kit
6 in vitro nucleic acid amplification test for qualitative detection of eSens Cryptococcus ES3804A IVD diagnostic
. Cryptococcus neoformans DNA in the biological material neoformans QL PCR kit kit
in vitro nucleic acid amplification test for detection and D . . N
7. differentiation of RNA of Dengue virus type 1-4 in the human eSens Dengue Vl.l'l.ls type QL ES3601B VD dla_gnostlc
e PCR kit kit
clinical
in vitro nucleic acid amplification test for qualitative detection of 5 . IVD diagnostic
8. the Zaire Ebola virus (EBOV Zaire) RNA in the biological material eSens EBOV Zaire QL PCR kit ES36048 kit
in vitro nucleic acid amplification test for qualitative and IVD diagnostic
9. quantitative detection of Epstein-Barr virus (EBV) DNA and eSens EBV/HHV6 QT PCR kit ES3240B it
Human Herpes virus type 6 (HHV6) DNA in clinical material d
in vitro nucleic acid amplification test for qualitative detection
10 and differentiation of diarrheagenic E.coli (EPEC, ETEC, EIEC (in eSens Escherichioses QL ES3542B IVD diagnostic
: conjunction with Shigella spp.), EHEC, and EAGEC) DNAin PCR kit kit
environmental samples and clinical material
in vitro nucleic acid amplification test for qualitative genotyping
the 20210 G>A (rs1799963) potymorphism in prothrombin gene . IVD diagnostic
11. (F2) and R534Q G>A (rs6025) polymorphism in proaccelerin gene eSens F2/F5 SNP PCR kit ES4100B kit
(F5) in biological material
in vitro nucleic acid amplification test for detection of Hepatitis A IVD diagnostic
12. virus (HAV) RNA in clinical material eSens HAV QL PCR kit ES31008 kit
in vitro nucleic acid amplification test for differentiation of : :
13. hepatitis B virus (HBV) genotypes A, B, C and D in the clinical eSens HBV genotype QL PCR ES3112B VD dlagnostlc
- kit kit
material
14 in vitro nucleic acid amplification test for differentiation of eSens HCV genotype QL PCR ES3122B IVD diagnostic
* hepatitis C virus (HCV) genotypes in clinical material kit kit
in vitro nucleic acid amplification test for qualitative detection of IVD diagnostic
15. hepatitis G virus (HGV) RNA in clinical material eSens HGV QL PCR kit ES31508 kit
in vitro nucleic acid amplification test for quantitative detection IVD diagnostic
16. of human herpes virus type 7 (Human betaherpesvirus 7, HHV7) eSens HHV7 QT PCR kit ES3207A kit
DNA in the biotogical material !
in vitro nucleic acid amplification test for quantitative detection IVD diagnostic
17. of human herpes virus type 8 (Human gammaherpesvirus 8, eSens HHV8 QT PCR kit ES3208A kit
HHV8) DNA in the biological material '
in vitro nucleic acid amplification test for qualitative and
18 quantitative detection and differentiation of DNA of human eSens HPV HR 14 genotype ES3083A VD diagnostic
- papillomaviruses of high carcinogenic risk (HPV HCR} in the QT PCR kit, variant 4C kit
biological material
in vitro nucleic acid amplification test for qualitative and . :
en R1
19. quantitative detection and differentiation of genotypes 16 and 18 eSeny Hp‘g: PC:/I:: ES3082A VD dliinostlc
of Human Papillomavirus (HPV) DNA in the clinical material genotype !
in vitro nucleic acid amplification test for typing (identification) of - f :
n nz A VD ti
20. Influenza virus A subtypes H5, H7, H9 in Influenza virus cultures e:: /:;'/‘::;e L : é:uks.'t ES3301B : dliinos ¢
and biological material Q ! i
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invitro nucleic acid amplification test for qualitative detection of " : .
ns Influenz IVD diagnostic
21. Influenza virus A RNA and identifying of HSN1 subtype in the esens uf Pca;:';:s ALFSH ES3009B k'gt
biological material Q !
in vitro nucleic acid amplification test for detection of mutations
in M.genitalium DNA associated with resistance to macrolides (in cears : .
ns M.genitali IVD diagnostic
22. domain V of the 235 rRNA gene) and fluoroquinolones (in QRDR eSe si t ge aT:rg:l k.L:FQ ES3009B kgt
of the ParC gene) in DNA samples extracted from biological resistance Q ! !
material
in vitro nucleic acid amplification test for detection of acquired . .
eSens PCR IVD diagnosti
23. carbapenems genes from KPC and OXA-48-like (OXA-48- and HBH K:F:IOXA QLPC ES4302A ki ostic
OXA-162-type) types in the biological material ) !
in vitro nucleic acid amplification test for qualitative detection of
plasmid-encoded mer-1 colistin resistance genes and marker IVD diagnostic
24, genes of enterobacteria (Enterobacterales order) (16S rRNA eSens MDR MCR-1 QL PCR kit ES4304A kit
genes) in bacterial culture samples obtained by seeding the !
biomaterial
in vitro nucleic acid amplification test for detection of mutations
in Mycobacterium tuberculosis DNA (MTC, Mycobacterium
tuberculosis complex), associated with rifampicin (in RRDR . IVD diagnostic
25. region and codon 572 of rpoB gene) and isoniazid (in codon 315 eSens MDR MTC QL PCR kit ES3306B kit
of katG gene and promoter region of inhA gene) resistance, in
DNA samples extracted from the biological material
in vitro nucleic acid amplification test for qualitative detection of IVD diagnostic
26. DNA of Enterococcus spp. and vanA and vanB gene in bacterial eSens MDR VRE QL PCR kit ES4303A it
culture samples obtained by seeding the biomaterial !
in vitro nucleic acid amplification test for qualitative and
quantitative detection of methicillin-sensitive and methicillin- IVD diagnostic
27. resistant Staphylococcus aureus DNA and methicillin-resistant eSens MRSA QT PCR kit ES4300A it
coagulase-negative Staphylococcus spp. DNA in the biological !
material
DNAOf MyGobacteHum ubarculoss complex (MTG) nciucing |, @518 Mycobactarium D diagnostic
28. the human (M.tuberculosis), the bovine (M.bovis) and also the tuberculomslboymlBCG Q ES33098 kit
vaccine (M.bovis BCG) strains in the clinical material PCR kit
ONA of all mataa plasmodiam species (Fasmodium spp ana |, @50ns Plasmodium VD diagnostic
1 5
29. differentiation of DNA of malignant tertian (P.falciparum) and sp.lfalciparumilvivax QLPCR ES3640B kit
tertian (Pvivax) malaria pathogens in the biological material kit
in vitro nucleic acid amplification test for qualitative detection of
Poliovirus and Enterovirus group C (HEV-C) RNA with Poliovirus - IVD diagnostic
30 differentiation to strains (Sabin 1, Sabin 2, Sabin 3) in clinical eSens Poliovirus QLPCRKit | ES3401B kit
material and environmental samples
in vitro nucleic acid amplification test for detection and eSens Streptococcus IVD diagnostic
31. quantitative analysis of Streptococcus agalactiae DNA in the lacti T PCR kit ES3809A it
clinical material agalactiae Q ! !
32 in vitro nucleic acid amplification test for quantitative detection eSens Streptococcus ES3810A IVD diagnostic
i of Streptococcus pyogenes DNA in the biotogical materiat pyogenes QT PCR kit kit
in vitro nucleic acid amplification test for qualitative detection of IVD diagnostic
33 West Nile virus (WNV) RNA in the clinical material eSens WNV QL PCR kit ES36028 kit
ag in vitro nucleic acid amplification test for qualitative detection of eSens Yellow fever virus QL ES3606B IVD diagnostic
’ Yellow fever virus (YFV) RNA in the biological material PCR kit kit
in vitro nucleic acid amplification test for qualitative detection of IVD diagnostic
35. RNA of Zika virus in the biological materiat eSens Zikavirus QLPCRkit | ES3605B kit

are in conformity with the following EU directives and regulations of the Government of the Czech Republic:

98/79/ES

NV 56/2015

In vitro diagnostic medical devices

The following standards were used for the conformity assessment:

CSN EN I1SO 13485:2016

CSN EN 1SO 14971:2019

Date and place of issue:
14/05/2022, Prague, Czech Republic

&

Manufacturer representative:

Tomas Hanztik

Government Order on Technicatl Requirements for In Vitro Diagnostic Medical Devices

Medical devices - Quality management systems - Requirements for
regulatory purposes
Medical devices - Application of risk management to medical devices




