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My,

Ecoli Dx, s.r.o0.
16: 10707409
Purkyriova 74/2
110 00 Praha 1

Ceska republika

prohlaujeme na svou vyluénou odpovédnost, ze nasledujici produkty:

gislo vyrohek nazev _k’at. klasifikace
cislo
1 In vitro amplifika&ni test nukleovych kyselin pro kvalitativni eSens Trichonomas ES3002A IVD diagnosticka
: detekci DNA Trichonomas vaginalis v klinickém materiélu vaginalis QL PCR kit souprava
2 In vitro amplifikagni test nukleovych kyselin pro kvalitativni eSens Ureaplasma sp. QL ES3007A IVD diagnosticka
: detekci DNA druhti Ureaplasma v klinickém materiélu PCR kit souprava
In vitro amplifikagni test nukleovych kyselin pro kvantitativni eSens Gardnerella VD diagnosticks
3. detekci DNA Gardnerella vaginalis a Lactobacillus species vaginalis/ Lactobacillus ES3043A soug rava
v Klinickém materiélu sp. QT PCRKit P
In vitro .amplmkacm test nukleovych kyselin pro kvanm?tlvm eSens Florocenosis/ IVD diagnosticka
4. detekci DNA Ureaplasma parvum, Ureaplasma urealyticum ) ES3045A
e R L. Mycoplasmas QT PCR kit souprava
a Mycoplasma hominis v klinickém materilu
5 In vitro amplifika&ni test nukleovych kyselin pro kvantitativni eSens Florocenosis/ ES3046A IVD diagnosticka
. detekci DNA hub rodu Candida v klinickém materialu Candida QT PCR kit souprava
In vitro amplifika&ni test nukleovych kyselin pro kvantitativni . . .
6. detekci DNA Enterobacteriaceae, Staphylococcus spp. a eSens Florocenos|§l ES3047A VD diagnosticka
e P N Aerobes QT PCR kit souprava
Streptococcus spp. v klinickém materialu
In vitro ampilifika&ni test nukleovych kyselin pro kvalitativni eSens Ureaplasma/ VD diagnosticka
7. detekci DNA Ureaplasma/ M.genitalium/ M.hominis M.genitalium/ M.hominis | ES3048A soug rava
v klinickém materiélu QL PCR kit P
In vitro amplifika&ni test nukleovych kyselin pro kvalitativni . "
8. detekci DNA N.gonorrhoeae/ M.genitalium v klinickém eSens N.gonorrhoeae/ | poq 0, | VD diagnostickd
iz M.genitatlium QL PCR kit souprava
materialu
In vitro amplifikaéni test nukleovych kyselin pro kvalitativni eSens N.gonorrhoeae/ VD diagnostickd
9. detekci DNA N.gonorrhoeae/ M.genitalium/ Tvaginalis M.genitalium/ T.vaginalis ES3050A soug ava
v klinickém materialu QL PCR kit P
In vitro amplifika&ni test nukleovych kyselin pro kvalitativni vzv - IVD diagnosticka
10 detekei DNA viru Varicella-Zoster v klinickém materidlu eSens QLPCRKkit ES32026 souprava
In vitro amplifika&ni test nukleovych kyselin pro kvantitativni . VD diagnosticka
" detekci DNA viru Epsteina-Barrové v klinickém materialu eSens EBV QT PCR kit ES3203A souprava
e e g | oSome Brdtet
12. o o g A p . g' pertussis/ bronchiseptica/ | ES3300A g
patogen( zplisobujicich pertusi, parapertusi, a infekce arapertussis QL PCR kit souprava
Bordetella bronchiseptica v klinickém materiélu parap
In vitro amplifikaéni test nukleovych kyselin pro kvalitativni eSens ARVI screen QL PCR IVD diagnostickd
13. . e A ¥ = ES3304A
detekci respiraénich vird v klinickém materialu kit souprava
In vitro amplifikaéni test nukleovych kyselin pro kvalitativni VD diagnostickd
14. detekci DNA MTC (Mycobacterium tuberculosis complex) eSens MTC QL PCR kit ES3305B soug rava
v klinickém materialu P
In vitro amplifika&ni test nukleovych kyselin pro kvalitativni eSens Enterovirus QL PCR IVD diagnosticka
15. . . . Y 5 ES3400B
detekci RNA lidskych enterovird kit souprava
In vitro amplifika&ni test nukleovych kyselin pro kvantitativni eSens Listeria IVD diagnostickd
16. detekci DNA Listeria monocytogenenes v klinickém monocytogenenes QT PCR | ES3402B 8
= souprava
materialu kit
In vitro amplifika&ni test nukteovych kyselin pro kvantitativni . IVD diagnosticka
17. detekci DNA viru JCV a BKV v klinickém materiélu eSens JCV/ BKVQTPCRKit | ES3441A souprava
18 In vitro amplifikaé&ni test nukleovych kyselin pro kvalitativni eSens Helicobacter pylori ES3501B IVD diagnosticka
: detekci DNA Helicobacter pylori v klinickém materidlu QL PCR kit souprava
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In vitro amplifikaéni test nukleovych kyselin pro kvalitativn/ . . B
19. detekci 16S rRNA Borrelia burgdorferi sensu lato v klinickém eSens Borrelia bur.gdorferi ES3700B VD diagnosticks
. sl QL PCR kit souprava
materiéiu
In vitro amplifikaéni test nukleovych kyselin pro kvalitativni . IVD diagnosticka
20. detekci RNA viru kli§tové encefalitidy v klinickém materislu eSens TBEV QL PCR kit ES3702A souprava
In vitro amplifikaéni test nukleovych kyselin pro kvalitativni eSens TBEV/ Borrelia/ VD diagnostickd
21. detekci RNA viru druhii TBEV, Borrelia, Anaplasma, Ehrlichia Anaplasma/ Ehrlichia QL ES3740A g
. . souprava
v klinickém materialu PCR kit
22 In vitro amplifikaéni test nukleovych kyselin pro kvantitativni eSens Parvovirus B19 QT ES3801B IVD diagnosticka
: detekci DNA parvoviru B19 v klinickém materidtu PCR kit souprava
23 In vitro amplifika&ni test nukleovych kyselin pro kvalitativni eSens Pneumocystis ES3803B IVD diagnosticka
i detekci DNA Pneumocystis jirovecii v klinickém materialu jirovecii QL PCR kit souprava
In vitro amplifikagni test nukleovych kyselin pro kvalitativni . ) . s
24. detekci DNA vegetativnich a kryptogamickych forem Bacillus eSens Bacillus anthracis ES3806B IVD diagnosticka
. D A QL PCR kit souprava
anthracis v klinickém materidlu
25 In vitro amplifika&ni test nukleovych kyselin pro kvalitativni eSens Brucella sp. QL PCR ES3807B IVD diagnosticka
: detekci DNA druhd Brucella v klinickém materiglu kit souprava
In vitro amplifikaéni test nukleovych kyselin pro kvalitativni R ; i
26. detekci 165 RNA patogennich druhti Leptospira v klinickém eSans Lepto?plra QLPCR ES3808B VD diagnosticka
M kit souprava
materialu
In vitro amplifika€ni test nukleovych kyselin pro kvantitativni IVD diagnostickd
27. MRNA chimeérického genu ber-abl a mRNA genu abl v eSens BCR-ABL QT PCR kit | ES4201B 8
g . souprava
klinickém materiélu
In vitro amplifikagni test nukleovych kyselin pro detekci . i
28. ziskanych genl karbapenemd tidy metalo-B-laktaméz, typl eheng MDF:(::IBL QLPCR ES4301A IVD:;ig';::;'Cka
IMP, VIM a NDM, v klinickém materidlu P

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

98/79/ES

NV 56/2015

prostfedky in vitro

o diagnostickych prostiedcich in vitro
Narizenivlady o technickych poZadavcich na diagnostické zdravotnické

Pro posouzeni shody byly pouZity nasledujici normy:

CSN EN ISO 13485:2016

CSN EN ISO 14971:2019

PoZadavky pro Gcely pfedpisti

prostredky

Datum a misto vydani:
13. 05. 2022, Praha

A
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Zdravotnické prostiedky — Systém managementu kvality -

Zdravotnické prostfedky - Aplikace fizeni rizika na zdravotnické

(-’_'__,,___....

Jméno zastupce vyrobce a podpis:
Tomas Hanzlik, jednatel
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EC DECLARATION OF CONFORMITY

We,

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

declare under our sole responsibility that the following products:

No. product title catalogue prc')c!uct_
number classification
1 In vitro nucleic acid amplification test for qualitative eSens Trichonomas ES3002A VD
: detection of Trichonomas vaginalis DNA in clinical material vaginalis QL PCR kit diagnostic kit
5 In vitro nucleic acid amplification test for qualitative eSens Ureaplasma sp. QL ES3007A VD
) detection of Ureaplasma species DNA in clinical material PCR kit diagnostic kit
In vitro nucleic acid amplification test for the quantitative eSens Gardnerella VD
3. detection of Gardnerella vaginalis and Lactobacillus species vaginalis/ Lactobacillus sp. ES3043A diagnostic kit
DNA in clinical material QT PCR kit g
In vitro nucleic acid amplification test for the quantitative .
4 detection of Ureaplasma parvum, Ureaplasma urealyticum €sefiyForocSrgsis/ ES3045A VD
and Mycoplasma hominis DNA in clinical material Mycoplasmas QT PCR kit dlagnostic kit
5 In vitro nucleic acid amplification test for the quantitative eSens Florocenosis/ ES3046A WD
: detection of Candida DNA in clinical material Candida QT PCR kit diagnostic kit
In vitro nucleic acid amplification test for the quantitative eSens Florocenosis/ D
6. detection of Enterobacteriaceae, Staphylococcus spp. and . ES3047A R S
S N Aerobes QT PCR kit diagnostic kit
Streptococcus spp. DNA in clinical material
In vitro nucleic acid amplification test for the qualitative eSens Ureaplasma/ VD
7. detection of Ureaplasma/ M.genitalium/ M.hominis DNAin M.genitalium/ M.hominis QL ES3048A R =
. i . diagnostic kit
clinical material PCR kit
In vitro nucteic acid amplification test for the qualitative
- - - o eSens N.gonorrhoeae/ IvD
8. detection of N.gonorrhoeae/ M.genltallum DNA in clinical M.genitatium QL PCR kit ES3049A diagnostic kit
i material
In vitro nuctleic acid amplification test for qualitative eSens N.gonorrhoeae/ VD
9. detection of N.gonorrhoeae/ M.genitalium/ Tvaginalis DNAin | M.genitalium/ T.vaginalis QL ES3050A . L
S - . diagnostic kit
clinical material PCR kit |
In vitro nucleic acid amplification test for qualitative . IVD
o detection of Varicella-Zoster virus DNA in clinical material eSens VZV QL PCR kit ESd2025 diagnostic kit
In vitro nucleic acid amplification test for quantitative . IVD
it detection of Epstein-Barr virus DNA in ctinical material eSens EBV QT PCR kit ES3203A diagnostic kit
In wtr_o nucleic acid gmpllflcatlon test for. t'he qualitative eSens Bordetella pertussis/
detection and resolution of genome-specific fragments of ) VD
12. . . . bronchiseptica/ ES3300A . .
pathogens causing Pertussis, Parapertussis, and Bordetella . N diagnostic kit
. e AT N parapertussis QL PCR kit
bronchiseptica infection in clinical material
In vitro nucleic acid amplification test for quatitative eSens ARVI screen QL PCR IVD
13. R . . e ) z ES3304A . L
detection of respiratory viruses in clinical material kit diagnostic kit
In vitro nucleic acid amplification test for gualitative VD
14, detection of MTC (Mycobacterium tuberculosis complex) eSens MTC QL PCR kit ES3305B . .
o ] diagnostic kit
DNA in clinical material
15 In vitro nucleic acid amplification test for the qualitative eSens Enterovirus QL PCR ES3400B IVD
: detection of human enterovirus RNA kit diagnostic kit
. . eSens Listeria
In vitro nucleic acid amplification test for the quantitative IvD
16. detection of Listeria monocytogenes DNA in clinical material monocytoge:i:nes QTPCR ES3402B diagnostic kit
In vitro nucleic acid amplification test for the quantitative N IVD
17. detection of JCV and BKV DNA in clinical material SSBnEACY/ BRY QT FOR ES3441A diagnostic kit
18 In vitro nucleic acid amplification test for the qualitative eSens Helicobacter pylori ES3501B VD
i detection of Helicobacter pylori DNA in clinical material QL PCR kit diagnostic kit
In vitro nucleic acid amplification test for the qualitative :
19. detection of 16S rRNA of Borrelia burgdorferi sensu lato in eSens Borrelia bur_gdorfen st ES3700B . ND. .
. . QL PCR kit diagnostic kit
clinical material
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In vitro nucleic acid amplification test for the qualitative VD
20. detection of tick-borne encephalitis virus RNA in clinical eSens TBEV QL PCR kit ES3702A . -
. diagnostic kit
material
Invitro nucleic acid amplification test for qualitative eSens TBEV/ Borrelia/ VD
21. | detection of TBEV, Borrelia, Anaplasma, Ehrlichia virus RNA in Anaplasma/ Ehrlichia QL ES3740A . s
. . N diagnostic kit
clinical material PCR kit
23 In vitro nucleic acid amplification test for the quantitative eSens Parvovirus B19 QT ES3801B VD
: detection of parvovirus B19 DNA in clinical material PCR kit diagnostic kit
23 In vitro nucleic acid amplification test for qualitative eSens Pneumocystis E£S3803B VD
) detection of Pneumocystis jirovecii DNA in clinical material jirovecii QL PCR kit diagnastic kit
In vitro nucleic acid amplification test for the qualitative B .
24, detection of Bacillus anthracis vegetative and cryptogamic eSens Bacillus a_nthracls QL ES3806B . IVD. .
L . PCR kit diagnostic kit
DNA in clinical material
25 In vitro nucleic acid amplification test for the qualitative eSens Brucella sp. QL PCR ES3807B IVD
) detection of Brucella species DNA in clinical material kit diagnostic kit
Invitro nucleic acid amplification test for the qualitative VD
26. detection of 165 RNA of pathogenic Leptospira species in eSens Leptospira QL PCR kit ES3808B , L
. . diagnostic kit
clinical material
In vitro nucleic acid amplification test for quantitative mRNA VD
27. detection of chimeric ber-abl gene and abl gene mRNA in eSens BCR-ABL QT PCR kit ES42018 diagnostic kit
clinical materiat g
In vitro nucleic acid amplification test for the detection of D
28. acquired genes of the carbapenem class of metallo-B- eSens MDR MBL QL PCR kit ES4301A diagnostic kit

lactamases, IMP, VIM and NDM types, in clinical material

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

Government Order on Technical Requirements for In Vitro
Diagnostic Medical Devices

The following standards were used for the conformity assessment;

CSN EN ISO 13485:2016

CSN EN ISO 14971:2019

Medical devices - Quality management systems -

Requirements for regulatory purposes

medical devices

Date and place of issue:
13/05/2022, Prague, Czech Republic

Medical devices -

Application of risk management to
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Manufacturer representative:
Tomas Hanzlik




