Ramcova dohoda €. 2202125238 Z

l. Zmluvné strany

1.1 Objednavatel:
Obchodné meno: Zilinsky samospravny kraj
Sidlo: Komenského 48, 01109 Zilina, Slovenska republika
ICO: 37808427
DIC: 2021626695
IC DPH:
Bankové spojenie: IBAN: SK9581800000007000503697
Telefén: +421415032111
1.2 Dodavatel:

Obchodné meno:

Vostok Tehno Med Slovakia s. r. o.

Sidlo: Karadzi¢ova 8A, 82108 Bratislava, Slovenska republika
ICO: 45597481

DIC: 2023050348

IC DPH: SK2023050348

Telefén: 0917329226

Il. Predmet zmluvy

2.1 VSeobecna Specifikacia predmetu Zmluvy:

Nazov: Antigénové testy - slinové

Klucove slova: Covid 19, rychlotest, antigénovy test

CPV: 33141625-7 - Diagnostické supravy; 60000000-8 - Dopravné sluzby (bez prepravy odpadu)
Druhly: Tovar; Sluzba

2.2 Funkéna a technicka $pecifikacia predmetu Zmluvy:

Polozka ¢. 1: Antigénovy samotest slinovy

UPOZORNENIE - vzhladom na nové podmienky elektronického trhoviska- PoZzaduje sa predlozit funkéna a technicka
Specifikacia preukazujuca splnenie minimalnych pozadovanych parametrov predmetu zakazky s uvedenim presnych nazvov
(obchodnych znagiek) nacenenych vyrobkov ako VLASTNY NAVRH PLNENIA ZAKAZKY v ramci kontraktadnej ponuky. Tato
priloha bude tvorit neoddelitelnt su€ast zmluvy a bez vloZenia vlastného navrhu vratane pozadovanych priloh nie je mozné
tuto povinnu prilohu odsuhlasit v stanovenej lehote 3 pracovnych dni.

certifikovany rychlotest na kvalitativnhu detekciu antigénov nového koronavirusu - zo vzorky slin

imunochromatograficky test vyhodnocovany bez pristroja

vysledky - vyhodnotenie vzorky do 20 min

citlivost min. 92%

spolahlivost min. 98%

Sada musi obsahovat minimalne : testovacie zariadenie, skimavku s uzaverom, buffer, pohar ( pevny alebo skladaci) na
odber slin, pipetu, navod na pouzitie

Expiracia v ¢ase dodania min. 9 mesiacov

certifikovany a schvaleny na dovoz a predaj v Slovenskej republike, resp. v ramci Eurdpskej Unie a vyhovuje platnym
medzinarodnym normam STN a vSeobecne zavaznym predpisom
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23 Osobitné poziadavky na pinenie:

Nazov

Vratane dopravy na miesto plnenia

Pozaduje sa predloZzit rozpis sadzby DPH a ceny s DPH alebo bez DPH, ktora ako udaj v zmluve chyba v pripade plnenia
zahffajuce rézne sadzby DPH do 7 dni od uzavretia zmluvy

Novy, doposial nepouzity tovar

Pozaduje sa predlozenie technickych listov preukazujucich splnenie minimalnych pozadovanych parametrov predmetu
zakazky s uvedenim presnych nazvov (obchodnych znaciek) nacenenych vyrobkov do 5 dni od uzavretia zmluvy.

Pozaduje sa predloZit funk¢na a technicka Specifikacia preukazujica splnenie minimalnych pozadovanych parametrov
predmetu zakazky s uvedenim presnych nazvov (obchodnych znaciek) nacenenych vyrobkov ako VLASTNY NAVRH
PLNENIA ZAKAZKY v ramci kontraktacnej ponuky. Tato priloha bude tvorit neoddelitelnu sucast zmluvy a bez vloZenia
vlastného navrhu vratane pozadovanych priloh nie je mozné tuto povinnu prilohu odsuhlasit v stanovenej lehote 3 pracovnych
dni.

Uplynutim 3 pracovnych dni od uzavretia Zmluvy dochadza v pripade neodsuhlasenia Vlastného navrhu plnenia zakazky k
automatickému ukon&eniu Zmluvy, kedZe uplynutie tejto lehoty ma ucinky odstupenia od zmluvy Objednavatelom.

Pri Ramcovej dohode - lehota plnenia pre Dodavatela od doruéenia Ciastkovej vyzvy na plnenie od Objednavatela - do 7 dni

Ak je Dodavatel identifikovany pre DPH v inom Clenskom State EU a tovar bude do SR prepraveny z iného &lenského $tatu
EU, tento Dodavatel nebude pri plneni Zmluvy fakturovat DPH. Vo svojej Kontraktacnej ponuke v§ak musi uviest prislusnu
sadzbu a vySku DPH podla zakona €. 222/2004 Z.z. a cenu vratane DPH. Objednavatel nie je zdanitefnou osobou a v tomto
pripade je/bude registrovany pre DPH podla § 7 zakona &. 222/2004 Z.z. a bude povinny odviest DPH v SR podla zakona €.
222/2004 Z.z..

PoZzaduje sa predlozit podrobny aktualizovany rozpocet do 5 dni od uzavretia zmluvy

Pri R&mcovej dohode - mnoZstvo pinenia na zaklade jednotlivej Ciastkovej vyzvy Objednavatela.

Predmet pinenia musi spifiat véetky technické vlastnosti uvedené v technickej $pecifikacii, spiiat deklarované technické
parametre v predlozenom certifikate.

Dodavatel vyhlasuje, ze ak mu zakon €. 315/2016 Z.z. o registri partnerov verejného sektora a 0 zmene a doplneni niektorych
zakonov (dalej len ,,ZoRPVS") uklada povinnost byt zapisany v registri partnerov verejného sektora (dalej len ,,register) ako
partner verejného sektora, splfia tuto zakonnu povinnost.

Dodavatel tiez vyhlasuje , Ze v pripade, ak bude plnit predmet plnenia tejto zmluvy prostrednictvom subdodavatelov, ktori
maju povinnost zapisovat sa do registra v zmysle ZoRPVS, Ze tito budu v ¢ase uzavretia alebo v €ase pouzitia takéhoto
subdodavatela v registri zapisani. V pripade, ak po€as platnosti tejto zmluvy déjde k pravoplatnému vymazu subdodavatela z
registra, je Dodavatel povinny okamzite ukoncit’ pinenie tejto zmluvy prostrednictvom takéhoto subdodavatefla.

Objednavatel si vyhradzuje pravo na poskytnutie bezplatnych funkénych vzoriek plnenia: :Vzorka 1 bal testov, predlozenie
prospektovej dokumentacie v slovenskom alebo &eskom jazyku , ktora musi spifiat’ véetky technické a funkéné vlastnosti
uvedené v technickej Specifikacii. Termin dodania vzoriek a prospektovej dokumentacie je do 5 pracovnych dni od uc€innosti
zmluvy v pracovnych dnioch v ¢ase od 7,00 hod. do 15:00 hod.

Dodavatel potvrdzuje, Ze sa pred uzavretim tejto Zmluvy riadne oboznamil s Technickou Specifikaciou predmetu zakazky a
Osobitymi podmienkami pre plnenie predmetu zakazky.

Zmluvu mozno ukongit dohodou oboch zmluvnych stran

Objednavatel m6ze odstupit od zmluvy pre podstatné poruSenie zmluvy dodavatelom za:a) nedodrzanie terminu dodania
tovaru dohodnutého v zmluve, resp. v objednavke

b) dodanie predmetu zmluvy, ktory nezodpoveda vlastnostiam, akosti, technickym poziadavkdm a mnozstve dohodnutych v
zmluve

c) neodovzda doklady, ktoré su potrebné na prevzatie a na uzivanie tovaru a ostatné podstatné porusenia zmluvy , ktoré
upravuju aktualne ustanovenia Obchodnych podmienok trhoviska

d) Podla ustanoveni Obchodného zakonnika mdze predavajuci odstupit od zmluvy pre podstatné porusenie zmluvy upravené
v tejto zmluve a ustanoveniach Obchodného zakonnika

e) odstupenim od zmluvy z dévodov a za podmienok uvedenych v aktualnych V8eobecnych zmluvnych podmienkach OPET-u
a podla ustanoveni Obchodného zakonnika

f) ak je dodavatel v €ase plnenia zmluvy zaradeny do Zoznamu s kvalifikovanymi negativnymi referenciami (black list)
trhoviska. V pripade nedodrzania ktorejkolvek poziadavky objednavatela uvedenej v tomto opisnom formulari sa bude
povazovat za podstatné poruSenie zmluvnych povinnosti dodavatela, pricom objednavatef :

- ukonéi s dodavatelom zmluvny vztah v stlade s OPET z dévodu, Ze dodavatel podstatne porusil svoje povinnosti

- méze vystavit dodavatefovi negativnu referenciu v EKS,
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- moze vystavit dodavatelovi negativnu referenciu pre Urad pre verejné obstaravanie, v ktorej objednavatel dradu pre verejné
obstaravanie oznami, Ze doslo k pred€asnému ukonc€eniu zmluvného vztahu z dévodu podstatného poru$enia povinnosti
dodavatelom

Pri R&mcovej dohode - periodicita zasielania Ciastkovych vyziev na plnenie Objednavatelom po&as platnosti Ra&mcovej
dohody - najviac 1x mesacne

Minimalny odber pri jednej objednavke 1000 ks

2.4 Prilohy opisného formulara Zmluvy:

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:
Stat: Slovenska republika
Kraj: Zilinsky
Okres: Zilina
Obec: Zilina
Ulica: Komenského 48

3.2 Cas / lehota platnosti ramcovej dohody v mesiacoch:
12

3.3 Maximalne Objednavatelom pozadovatelné mnozstvo/rozsah zmluvného plnenia ramcovej dohody:

Jednotka: kpl
Poiavdova.né maximalne 1,0000
mnozstvo:

3.4 Tato zmluva ma charakter ramcovej dohody. Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju
Obchodnymi podmienkami elektronického trhoviska verzia 3.7, u€inna zo dna 2.8.2021 , ktoré tvoria neoddelitelnu
prilohu tejto Zmluvy.

IV. Zmluvna cena
41 Celkova maximalna cena plnenia podla ramcovej dohody bez DPH: 3 045,45 EUR
4.2 Sadzba DPH: 10,00
4.3 Celkova maximalna cena plnenia podfa ramcovej dohody vratane DPH: 3 350,00 EUR

V. Zaverec¢né ustanovenia

51 Tato Zmluva bola uzavreta automatizovanym spésobom v ramci Elektronického kontraktaéného systému a v zmysle
Obchodnych podmienok elektronického trhoviska verzia 3.7, G¢inna zo dfia 02.08.2021, ktoré tvoria jej prilohu €. 1.

5.2 Téato Zmluva nadobuda platnost diiom jej uzavretia a U€innost za podmienok definovanych v Obchodnych
podmienkach elektronického trhoviska uvedenych v bode 5.1 tejto zmluvy.

5.3 Tato Zmluva vratane jej priloh predstavuje Uplnd dohodu zmluvnych stran o jej predmete. VedlajSie dohody k tejto
zmluve neexistuju.

5.4 Tato Zmluva je vyhotovena v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmliv Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri zmlav trhoviska.

5.5 Tuto Zmluvu bude mozné menit’ a dopliat za podmienok stanovenych prislu§nymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a ¢islovaneho dodatku podpisaného oboma zmluvnymi stranami.
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5.6 Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronického trhoviska verzia 3.7, u¢inna zo dia 02.08.2021,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 2202125238

V Bratislave, drna 17.01.2022 11:38:01

Objednavatel:
Zilinsky samospravny kraj
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:

Vostok Tehno Med Slovakia s. r. o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 2202125238

Zakazka

Identifikator 7202125238

Nazov zakazky Antigénové testy - slinové

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/318995
Dodavatel

Obchodny nazov Vostok Tehno Med Slovakia s. r. o.

ICO 45597481

Sidlo Karadzi¢ova 8A, Bratislava, 82108, Slovenska republika
Datum a Cas predlozZenia 14.1.2022 11:58:09

Hash obsahu navrhu pinenia nF1AjoRY8awzruJCk8YMv2+bgpxtYqTV6xBBcgPOw1A=

Dodavatelom uvedeny popis viastného navrhu plnenia:
2.000 ks jednorazove antigenove testy zo slin na covid19 na samotestovanie

Prilohy:

CE CERTIFICATE AgRapidTestKit - 26.05.22 - EN.pdf
V-Check 2019-nCoV Ag Saliva Rapid Test Kit - EN.pdf
CE SalivaTestKit - EN.pdf








According the in vitro Diagnostic Medical Device Directive 98/79/EC

Manufacturer:

Address:

European
Representative:

Product Name:

Cat. No.:

IVDD Classification:

Applied Common
Specifications/
Standards:

Conformity assessment
procedure:

Notified Body
(if consulted):

Guangzhou Decheng Biotechnology Co.,LTD

Room 218, Building 2, No.68,Nanxiang Road,Science City,
Huangpu District, 510000,Guangzhou P.R.China

CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N° 18, CP 29006,Malaga, Spain

2019-nCoV Ag Saliva Rapid Test Kit
(Immunochromatography)

0619C4X001 0619C4X005 0619C4X010
0619C4X015 0619C4X020

e o e e e e e e e Y

S

Other, for professional use

EN ISO 18113-1:2011
EN ISO 15223-1:2016
EN ISO 14971:2012
EN 23640:2015

EN ISO 13485: 2016

EN ISO 18113-2:2011
EN 13641:2002
EN 62366 :2008
EN 13612:2002

Annex lll, excluding 6

Not Applicable

Technical documentation demonstrating compliance
is kept by the manufacturer and can be made available by the authorized representative in Europe.

This declaration of conformity is issued under the sole responsibility of the manufacturer that that the
above product(s) meet(s) the provisions of the European Directive 98/79/EC for

in vitro Diagnostic Medical Devices.

Signature: | df 'l;"-.r. AT BN\ Place:Guangzhou
;:.._ .il}‘.l.é;.?( ".\.‘__'-. \_:5
Position:General i_‘lﬁén‘ag&f—-g{{i.itn E=1T § Date:2020.11.21
8 a8 .’, . I:.'
\7* 4
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ESNAS

Reg. No. 575/P-051

Notified body 2854 | SKTC-180
b s bgs. s.r.o.
u Studentska 12, 911 01

The Trust. We Make. Trencin | Slovakia

www.bgsgroup.eu
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EC Certificate IVDD 21 041 0104

EC Design-Examination Certificate

Directive 98/79/EC on In Vitro Diagnostic Medical Devices
Annex Ill section 6 (Devices for self-testing)

Guangzhou Decheng

Certificate holder: Biotechnology Co., Ltd

Room 218 and Room 212, Building 2, No.
68, Nanxiang 1% Road, Science City,
Huangpu District, Guangzhou, Guangdong,
510663, P.R. China

Related audit report: -

Other facility(ies): -

The certificate was issued with respect to the following scope:
V-chek 2019-nCoV Ag Rapid Test Kit (Immunochromatography)

This certificate is effective from 22 October 2021 until 26 May 2022 and remains valid
subject to execution of regular examinations and continuous compliance.
Initial version of the certificate was effective from 22 October 2021.

Certification has been authorized by

@\’ Digitally
/")) signed by
Radovan Macaj

Radovan Macaj
Head of Notified body

bgs.
Certified In Vitro diagnostic
medical device

bgs issued the certificate on the basis of performed examination in accordance with Council Directive 98/79/EC, Slovak government

decree No. 569/2001 Coll. of Laws and-EN ISO/IEC 17065:2012. Notified Body has performed an examination of the design dossier

relating to the device in accordance with Annex 1l section 6 of the directive and found that the design of the device conforms to the
requirements laid down by Annex Ill. Please see also notes overleaf if any.

CENB-01 ver. 1.0 Page 1 of 2
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Notified body 2854 | SKTC-180
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Additional information on certification
under 98/79/EC Annex lll section 6

Related to certificate number:

IVDD 21 041 0104

Description of product(s) within the certification scope:

V-chek 2019-nCoV Ag Rapid Test Kit is used for the in vitro qualitative detection of 2019-nCoV
antigen. It is an immunochromatography sandwich assay, and intended to detect 2019- nCoV N-
protein antigen in human nasal (NS) swab specimens. The kit can be used for individuals with or
without symptoms or other epidemiological reasons to suspect COVID-19 infection.

Types/Categories/Models: 1 test per box, 5 tests per box, 25 tests per box
(0685C2X001, 0685C2X005, 0685C2X025)

Classification: Devices for self-testing

The manufacturer has a duty to submit to the Notified body testing
Validity conditions: results as per established procedure of each manufactured batch
prior its releasing.

This certificate is effective from 22 October 2021 until 26 May 2022 and remains valid
subject to execution of regular examinations and continuous compliance.
Initial version of the certificate was effective from 22 October 2021.

bgs.
Certified In Vitro diagnostic
medical device

bgs issued the certificate on the basis of performed examination in accordance with Council Directive 98/79/EC, Slovak government

decree No. 569/2001 Coll. of Laws and-EN ISO/IEC 17065:2012. Notified Body has performed an examination of the design dossier

relating to the device in accordance with Annex 1l section 6 of the directive and found that the design of the device conforms to the
requirements laid down by Annex Ill. Please see also notes overleaf if any.

CENB-01 ver. 1.0 Page 2 of 2
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DC-IN-0619C01 Ver 1.3

2019-nCoV Ag Saliva Rapid Test Kit

(Immunochromatography)

Catalog Number:
0619C4X001 0619C4X005 0619C4X010 0619C4X015 0619C4X020

INTENDED USE

The Test Kit is a lateral flow immunoassay intended for the qualitative detection of
nucleocapsid protein antigen from 2019-nCoV in saliva specimens directly collected from
individuals who are suspected of COVID-19 by their healthcare provider within the first 7 days
of symptom onset.

Results are for the identification of 2019-nCoV nucleocapsid protein antigen. Positive results
indicate the presence of viral antigens, but clinical correlation with patient history and other
diagnostic information is necessary to determine infection status. Positive results do not rule
out bacterial infection or co-infection with other viruses. The agent detected may not be the
definite cause of disease.

Negative results should be treated as presumptive, and do not rule out 2019-nCoV infection
and should not be used as the sole basis for treatment or patient management decisions,
including infection control decisions. Negative results should be considered in the context of
a patient's recent exposures, history, and the presence of clinical signs and symptoms
consistent with COVID-19, and confirmed with a molecular assay, if necessary, for patient
management.

The Test Kit is intended for use by trained clinical laboratory personnel specifically instructed
and trained in vitro diagnostic procedures.

SUMMARY AND EXPLANATION

The novel coronaviruses belong to the B genus. COVID-19 is an acute respiratory infectious
disease. People are generally susceptible. Currently, the patients infected by the novel
coronavirus are the main source of infection; asymptomatic infected people can also be an
infectious source. Based on the current epidemiological investigation, the incubation period is
1 to 14 days, mostly 3 to 7 days. The main manifestations include fever, fatigue and dry
cough. Nasal congestion, runny nose, sore throat, myalgia and diarrhea are found in a few
cases.

PRINCIPLE OF THE TEST

This reagent uses double-antibody sandwich to legally detect the antigen of novel
coronavirus (2019-nCoV) in saliva samples. During detection, the gold labeled
anti-2019-nCoV monoclonal antibody in the labeling pad binds to the 2019-nCoV antigen in

MATERIALS AND COMPONENTS

Materials provided with the test kits

Specifications | o19¢ | 0s19¢ | 0819C | 0s19C | 0619C
. 4X001 4X005 | 4X010 | 4X015 | 4X020
Ingredients
Cassette 1 5 10 15 20
Saliva collector 1 5 10 15 20
Buffer with tube 1 5 10 15 20
Instructions for 1 1 1 1 1
use
Quick Reference NA 1 1 1 1

Instructions

Note: The components in different batches of the kit cannot be mixed.

\Materials required but not provided
1. Timer

STORAGE AND STABILITY

1. Store the Test Kit as packaged between 2-30°C.

2. The Test Kit is stable until the expiration date printed on the outer packing, the product will
be expired after 24 months.

3. Do not use beyond the expiration date.

4. Do not freeze any contents of the test.

5. The Test Kit must remain in the sealed pouch until use.

SAMPLE REQUIREMENTS

1. The saliva should be gently spitted in to oval mouth of the saliva collector.
2. Do not eat, drink or smoke prior to the test for at least 30 minutes.

3. The samples should be used as soon as possible after collected.

4. Samples should not be inactivated.

TEST PROCEDURE

4. Remove the saliva collector.
5. Close the dripper cup and tighten it.
6. Shake the tube at least 10 times, make sure the saliva mixes well with sample buffer.

7. Break the dripper head.
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Test Procedure

Before test, please read the instruction manual.
1. Take the sample buffer and test cassette to equilibrate to room temperature.

N
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2. Unpack the aluminum foil bag, place the test cassette horizontally on the table and mark it.

3. Add 80pL (3 drops) of the processed sample to the sample well, and timed. Recommended
to use a pipette to take buffer/samples to reduce deviations.

4. As the test begins to work, the purple color move across the result window in the center of
the test device.

5. Wait for 10 minutes and read the results.

Positive Result:
If both C and T lines are visible within 10 minutes, the test result is positive and valid.

Negative Result:

If test area (T line) has no color and the control area displays a colored line, the result is
negative and valid.

Invalid Result:

The test result is invalid if a colored line does not form in the control region. The sample must
be re-tested, using a new Test Kit.

Positive Negative Invalid

LIMITATIONS

1. The result of the Test Kit should not be taken as a confirmed diagnosis, for clinical reference
only. Judgement should be made along with RT-PCR results, clinical symptoms,
epidemiological information and further clinical data.

2. Test Kit performance depends on the amount of virus (antigen) in the sample and may or
may not correlate with viral culture results performed on the same sample.

3. The Test Kit must be equilibrated to room temperature (18 C~26 C) before used, otherwise
the results may be incorrect.

4. A negative test result may occur if the level of antigen in a sample is below the detection
limit of the test.

5. Failure to follow the Test Procedure may adversely affect test performance and/or
invalidate the test result.

6. React less than 10 minutes may lead a false negative result; React more than 10 minutes
may lead a false positive result.

7. Positive test results do not rule out co-infections with other pathogens.

8. Negative test results are not intended to rule in other viral or bacterial infections.

9. Negative results should be treated as presumptive and confirmed with a molecular assay.
10. Clinical performance was evaluated with fresh samples.

11. Users should test specimens as quickly as possible after specimen collection.

PERFORMANCE CHARACTERISTIC

2019-nCoV Ag Saliva Comparative RT-PCR Test Result
Rapid Test Kit Positive Negative
(Immunochromatography) ® 2 Total
Detected Positive 115 2 "7
Detected Negative 6 135 141
Total 121 137 258

The performance of Test Kit with positive results stratified by the comparative method cycle
threshold (Ct) counts were collected and assessed to better understand the correlation of
assay performance to the cycle threshold, As presented in the table below, the positive
agreement of the Test Kit is higher with samples of a Ct count <25.

Comparative RT-PCR Method

2019-nCoV Ag Saliva Rapid (Positive by Ct Value)
Test Kit
(Immunochromatography) Positive Positive

(Ct<=25) (Ct>25)
Detected Positive 95 20
Total 96 25
Positive agreement 98.95% 80.00%

2. Limit of Detection

The experimental results show that for the virus culture concentration above 100 TCID,/mL,
the positive rate of detection is greater than or equal to 95%. For the virus culture
concentration of 50 TCID, /mL and below, the positive rate of detection is lower than 95%. So,
the limit of detection of the Test Kit is 100 TCID,/mL.

3. Cross-reactivity

Cross-reactivity of the Test Kit was evaluated. The results showed no cross reactivity with the
following specimen.

No. Specimen type Conc.

1 HCoV-HKU1 10° TCIDso/mL

the sample to form a complex, and the reaction complex moves forward along the 2 Staphylococcus aureus 106 CFU / mL
nitrocellulose membrane under the action of chromatography, it is captured by the s le P . 1. Clinical Verificati phy
anti-2019-nCoV monoclonal antibody pre-coated by the detection zone (T) on the ample Frocessing: - Clinical Verification 6
nitrocellulose membrane, and finally a red color reaction line is formed in the T zone. If the 1. Take out the buffer tube, open the dripper cap. INTERPRETATION OF TEST RESULTS The performance of Test Kit was established with 242 sample collected from symptomatic 3 Streplococcus pyogenes 10°CRU/mL
sample does not contain 2019-nCoV antigen, a red color reaction line cannot be formed in the 2. Gently turn the saliva collector and tighten it onto the buffer tube. . _ . X patients, who with symptoms onset within 7 days. 4 Measles virus 105 TCIDso/mL
T zone. Regardless of whether the sample to be tested contains 2019-nCoV antigen, a red 3. Spit saliva into the oval mouth of the saliva collector, make the saliva flow into the tube This product can only perform qualitative analysis on the detection object. Sensitivity: 95.04% (115/121), 95% CI (89.60,97.71) *
reaction line will always form in the quality control area (C). completely until to 1000uL marker line. Specificity: 98.54% (135/137), 95% Cl (94.83, 99.60).
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5 Paramyxovirus parotitis 10° TCIDso/mL.
6 Adenovirus 3 10° TCIDso/mL
7 Mycoplasma pneumoniae 108 CFU / mL

8 Parainfluenza virus 2 10° TCIDso/mL
9 Human Metapneumovirus (hMPV) 10° TCIDso/mL
10 Human coronavirus OC43 10° TCIDso/mL
1" Human coronavirus 229E 10° TCIDso/mL
12 Human coronavirus NL63 10* TCIDso/mL
13 MERS-Coronavirus EMC/2012 10* TCIDso/mL.
14 Bordetella parapertussia 108 CFU / mL

15 Influenza B (Victoria strain) 10° TCIDso/mL
16 Influenza B (Y strain) 10° TCIDso/mL.
17 Influenza A (H1N1 2009) 10° TCIDso/mL
18 Influenza A (H3N2) 10° TCIDso/mL
19 Avian influenza virus (H7N9) 10° TCIDso/mL.
20 Avian influenza virus (H5N1) 10° TCIDso/mL
21 Epstein-Barr virus 10° TCIDso/mL
22 Enterovirus CA16 10° TCIDso/mL.
23 Rhinovirus 10° TCIDso/mL
24 Respiratory syncytial virus 10° TCIDso/mL
25 Streptococcus pneumoniae 108 CFU / mL

26 Candida albicans 108 CFU/ mL

27 Chlamydia pneumoniae 10% CFU / mL

28 Bordetella pertussis 10% CFU / mL

29 Pneumocystis jirovecii 108 CFU / mL
30 Mycobacterium tuberculosis 108 CFU / mL
31 Legionella pneumophila 108 CFU / mL
4. Interference Substances
The test results do not be interfered with the substance at the following concentration:
No. Interference substances Conc.
1 Whole Blood 4%
2 Ibuprofen 1mg / mL
3 | Tetracycline 3ug /mL
4 | Chloramphenicol 3ug / mL
5 Erythromycin 3ug /mL
6 Tobramycin 5%
7 Throat spray (Menthol) 15%
8 Mupirocin 10mg/mL
9 Throat lozenge (Menthol) 1.5mg/mL
10 | Tamiflu (Oseltamivir) Smg/mL.
11 Naphthoxoline hydrochloride nasal drops 15%
12 Mucin 0.50%
13 Fisherman's Friend 1.5mg/mL
14 Compound Benzocain Gel 1.5mg/mL
15 Cromoglycate 15%
16 | Sinex (Phenylephrine Hydrochloride) 15%
17 | Afrin (Oxymetazoline) 15%
18 | Fluticasone propionate spray 15%
5. Precision

1. Test 10 replicates of negative and positive by using the reference materials of enterprises.
The negative agreement and the positive agreement were 100%.

2. Test three different lots kits including positive and negative reference materials of
enterprises. The negative results and the positive results were 100%.

6. Hook Effect
The Test Kit was tested up to 1.6 x 10° TCID, /ml of heat-inactivated 2019-nCoV strain and no
high-dose effect was observed.

PRECAUTIONS

1. For in vitro diagnostic use.

2. Use appropriate precautions in the collection, handling, storage, and disposal of patient
samples and used test contents.

3. Use of Nitrile, Latex (or equivalent) gloves is recommended when handling patient
samples.

4. Do not reuse the used test kit or saliva collector.

5. Should never open the foil pouch of the Test Kit exposing it to the ambient environment
until the Test Kit is ready for immediate use.

6. Discard and do not use any damaged or dropped Test Kit or material.

7. Inadequate or inappropriate sample collection, storage, and transport may vyield false test
results.

8. Sample collection and handling procedures require specific training and guidance.

9. To obtain accurate results, do not use visually bloody or overly viscous samples.

10. To obtain accurate results, an opened and exposed Test Kit should not be used.

11. Testing should be performed in an area with adequate ventilation.

12. Wear suitable protective clothing, gloves, and eye/face protection when handling the
contents of this test.

13. Wash hands thoroughly after handling.

KEY TO SYMBOLS USED
Materials Included Saliva Collector
Date of
Test Card d] Manufacturer

Instructions

for Use Do Not Reuse

Ci It Instructi
onsult Instructions Catalogue Number

For Use
30°C o, N Keep away from
Tc,i’ Store at 2°C~30°C 74N Sornont
E Expiration Date W Tests per Kit
In Vitro Diagnostic
“ Manufacturer Medical Device
Lot Number Keep Dry

D g Bi y Co., LTD
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TEL:+86-020-82557192
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