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Specificatii tehnice (F4.1)

cromatografic

. Solutie pentru tratarea probei: 25 flacoane /

ambalaj.
5. Capac tub: 25 buciti / pachet.

Numdrul .
e 21036403 Data: 25.02.2021 Alternativa nr.:
licitatiei: o
Denumirea
o Covid — 19, Ag Test rapid : Pagina: 1 din 1
licitatiei: » A8 p Lot g
Denumirea bunurilor Modelul Specificarea tehnica deplind Specificarea tehnicd deplind propusé de cétre Standarde de
Cod CPV . .. R . Tara de origine| Produ-ciitorul solicitati de ciitre autoritatea p p prop .
si/sau a serviciilor articolului ~ ofertant referinti
contractanta
1 2 3 4 5 6 7 8
Bunuri/Servicii:
Test casete, de diagnostic specific la Ag Covid
bazat pe principiu imunologic cromatografic.
Impachetare 25 teste in kit. Kit-ul include totul
) ) necesar pentru prelevarea si efectuarea testului:
Covid — 19. As T SARS-CoV-2 Wuhan Test casete, de diagnostic 1. Reactiv de testare: 1 test / punga.
OVI . k ‘t . . - by \‘ 31 i > ]. - . & a ‘. 5
3310000-1 apid gies Antigen Rapid China Unscience | ¥ eclhc la. Ag Cov l.d bazalpe | Desicant: 1 bucata / pung, silicagel.
rapt test Biotechnology principiu imunologic 3. Tampon: 25 buciti / pachet.
4

Semnat:

Ofertantul: LC.S. "BIAMEDIX IMPEX” S.R.L.

Numele, Prenumele:

Savga Cristina

In calitate de: Reprezentant vanzari

Adresa: _mun. Chisinau, str. 31 august 108/2




Specificatii de pret (F4.2)
[Acest tabel va fi completat de cdtre ofertant in coloanele 5,6,7,8, iar de cdtre autoritatea contractantd — in coloanele
1,2,3,4,9]

Alternativa nr.:

Numarul licitatiei: 21036403 Data: 25.02.2021
Denumirea licitatiei: Covid — 19, Ag Test rapid Lot: Pagina: 1din1
Cod CPV De““mire:ei’v“i‘c‘;;ﬁ"r si/sau a d?xl:;t:ja (;::’e: Pret ‘f;‘,ffi‘; (fard Pret,;f’\lfgr (€U} G uma fara TVA| Suma cu TVA | Termenul de livrare/ prestare
1 2 3 5 6 7 8 9 10
3310000-1 |Covid 19, Ag Test Rapid buc 500 108.00 116.64 54 000.00 58 320.00
TOTAL 54 000.00 58 320.00
Semnat: ’f e Numele, Prenumele: Savga Cristina In calitate de: Reprezentant vanzari

7
Ofertantul: LC.S. "DIAMEDIX IMPEX” S,R.L.  Adresa: mun. Chisinau, str. 31 august 108/2
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) SCIENCE

SARS-CoV-2 Antigen Rapid Test Kit

Product pame: SARS-CoV-2 Antigen Rapid Test Kit (Colloidal gold
Immunoassay)

Catalogue No: CoV2Ag-25

Packing specification: 25T/kit

INTENDED USE

This product is used for in vitro qualitative detection of novel coronavirus
(SARS-CoV-2) antigen in human oropharyngeal swabs, nasal swabs and
nasopharyngeal swabs.

This product is used under medical institutions only.

The SARS-CoV-2 is a new type of coronavirus and named by the World
Health Organization. The SARS-CoV-2 has spread all over the world. It
causes viral pneumonia with fever, fatigue, dry cough and sore throat as the
main manifestations. The severe cases of viral pneumonia caused by it
manifested as dyspnea, decreased blood oxygen saturation, and rapid
development of acute respiratory distress syndrome, septic shock, ete. In
serious cases, metabolic acidosis and coagulation dysfunction are difficult
to be treated, which directly affect life and health.

TEST PRINCIPLE

This kit adopts the sandwich method and the technical principle of
colloidal gold immunochromatography to qualitative determine the
SARS-CoV-2 antigen. During the test, the sample is dropped into the
sample well, and chromatography Is performed under the capillary effect.
The SARS-CoV-2 antigen in the sample combined with the colloidal
gold-labeled SARS-CoV-2 monoclonal antibody I, and then spread to the
test area. It is captured by another coated antibody (SARS-CoV-2
monoclonal antibody 11}, to form a complex and gather in the test area (T
tine). The quality control area is coated with the goat anti-mouse antibody,
and the colloidal gold-labeled antibody is captured to form a complex and
aggregate in the quality control area (C line). If the C line does not show
color, it indicates that the result is invalid, and this sample needs to be
tested again.

MAIN UOMPONENTS

1. Test reagent: | test/pouch.

2. Desiceant: | piece/pouch, silica gel.

3. 8wab: 25 pieces/pack.

4.8ample treatment solution: 25 vials/pack.
5. Tube eap: 25 pieces/pack.

STORAGE AND STABILITY
The test reagent is stored at 2°C-30°C, and the validity period is tentatively

set for 18 months. See the label for the production date and expiration date.

SAMPLE REQUIREMENTS

2) Oropharyngeal swab: The head of the person is slightly tilted, with
mouth wide open, exposing the pharyngeal tonsils on both sides. Use
the swab to gently wipe the tonsils on both sides for at least 3 times,
and then wipe the posterior pharyngeal wall up and down at least 3
times.

b} Nasal swab: Prior to collecting the nasal swab, the patient should be
instructed to blow their nose. Carefully insert the swab into the nostrit
with the most secretion under visual inspection. Using gentle rotation,
push the swab until resistance is met at the level of the turbinates (less
than one inch into the nostril), and rotate the swab against the nasal
wall several times and then remove it from the nostril.

¢) Nasopharyngeal swab: Carefully insert the swab into the nostril with
the most secretion under visual inspection. Keep the swab near the
septum floor of the nose while gently pushing the swab into the
posterior nasopharynx. Rotate the swab several times then remove 1t
from the nasopharynx (in case of reflex cough, stop for | minute).

SAMPLE PREPARATION

a) Uncover the sealing membrane of the sample treatment solution.

b) Put the swab into sampling tube, make sure the swab soaked in the
solution. Rotate and squeeze the swab on the wall and bottom of the
tube 10 times, squeeze the swab tip along the inner wall of the sample
tube to keep solution in the tube as much as possible.

¢) Remove the swab and cover the tube cap. It is recommended to test
immediately after sample collection and processing. If the test cannot
be performed timely, the processed samples can be stored at 2-8°C for
48h.

TEST PROCEDURE

Before use, please read the instructions carefully and operate in strict

accordance with the instructions:

a)} Bring the pouch fo room temperature before use.

b) Take out the cassette, put it on a horizontal table.

c) Add 3 drops of the processed sample vertically into the sample well
and start the timer,

d} Observe the result after 18 minutes, the result 1
minutes, read results after 30 minutes is mvah. -

0

Wi $he

EELICA

> el

# Oropharyngeal swab

T

@ hagal swak
@ Nusopharyngeal swab

T3]

NOTE: This figure is only used as a reference

INTERPRETATHON OF RERULTS

1. Positive: Both the detection line (T line) and the quality control line
(C line) appear colors.

2. Negative: The test line (T line) does not appear color, only the
quality control line (C line) appears color.

3. Invalid: The quality control line (C line) does not appear color,
which means that the test is invalid and the test should be repeated.

D BARS-GoV-2 SARGCaV-2 BARZ-Lo¥-2 BARE-CoV-2
Auntigen : Antlyy Btigén
i, fEE

C o C o c
T2 T T
Positive Megstive invalid tvatid

NOTE: This figure is only used as a reference.
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LEMITATIONS . a) Cross-reaction: There was no cross-reaction when the concentration of the Arbidol S00ng/m!
i Lt ie Hative fe i vitre dis . eritial cross-reactive substance i o v is elow:

a) Thiskitisa qtna!ztatfvc tcgt -forlm vitro dmgngs.ls’. S potential cross-reactive substance is lower than the value listed belo Levotloxacin 200p/mL
b) Due to methodological limitations, the sensitivity of this kit is lower Cross-reactive substance Concentration JU— o
than that of PCR. Therefore, more attention should be paid to the e plomye bE

X o X . . Staphylococeus aureus 3 x 10* PFU/mil g 1000ue/m!
negative results of this experiment, and a comprehensive judgment Ceftriaxone pglmt
should be combined with other test results. It is recommended that the Streptococcus pneumoniae 2 x 10" PFUAnL, Meropenem 10pg/mL
suspe : 2 i eic acid testi i i *TCIDs/
su lpc‘cwd n:i‘;uit}s be »supplen}u.ned \:mth mzcluc acid testing or virus Measles virus 1 x 10° TCTDs/mL Tobramycin Joug/ml.
isolation and culture in vitro for com‘l‘mlamon. v A Mumps virus | x 16° TCIDg/mL, e oy (AR |t

¢) Unreasonable sampling, transportation and handling, or low virus B— Antinyolear antibody (ANA) -
. . . . jirus ty 5 x 10* TCIDsy/mL o . .
content i the sample will lead to false negative results. Adenovirus type 3 X e/ Anti-mitochondrial antibody  (AMA) $0U/mL.
d) The test results of this reagent are for clinical reference only and Mycoplasma pneumoniae 2% 10" PRU/mk, Mouse 12G 1000pg/mL

cannot be used as the only basis for clinical diagnosis. The tester
should conduct a comprehensive evaluation based on the patient's
chnical manifestations and other laboratory test results.

PERFORMANCE
1. Pasttive coincidence rate: 8 national positive references (P1-P8) dituted
1:10 for testing, and the results should all be positive.
2. Negative coincidence rate: 20 national negative references (N} -N20) for
testing, the results should all be negative (Negative references include
Staphylococcus  aureus, Streptococcus pneumoniae, measles  virus,
mumps  virus, adenovirus  type 3, Mycoplasma pneumoniae,
parainfluenza virus type 2, metapneumovirus, coronavirus OC43,
coronavirus 229E, Bacillus parapertussis . Type B influenza virus
Victoria line, Type B influenza virus Y line, Type A influenza virus
HINI, Type A influenza virus H3N2, Avian influenza virus H7N9, Avian
influenza  virus H3NI, Epstein-Barr virus, Enterovirus CAI6,
Rhinovirus).
Limit of detection: Use the 1.OD national reference S to dilute into three
samples of 1400 (S1), 1:800 (S2), and 1:1600 (83), repeat the
determination 3 times, of which S1 are all positive, S3 are all negative,
and S2 results can be positive or negative.
The LOD was determined as the lowest virus concentration that was
detected = 95% of the time(i.e., concentration at which at least 19 out
of 20 replicates tested positive). SARS-CoV-2 Antigen Rapid Test Kit
LOD concentration chosen was 5X 10* TCIDsy/mL. also confirmed as
1.6 X 10 PFU/mL.

w

4. Repeatability: Apply with the national reference R, dilute it into 1:10 (R1)

and 1:100 (R2) repeatable samples of both high and low concentrations.
Repeatedly test 10 times, all the results are positive, and the color
rendition of the same concentration is uniform without difference.

S.1Inter-batch difference: Change the detection conditions. detect 3 batches
of kits with 2 repeatable samples, repeat 10 times for each batch, all the
results are positive, and the color rendition of the same concentration is
uniform without difference

6. Specificity analysis:

Parainfluenza virus type 2

5 x 10* TCIDsy/mL.

Metapneumovirus

5 x 10° TCIDse/ml.

Coronavirus OC43

2 x 10" TCIDsw/ml.

Coronavirus 229E

1 x 10 TCIDso/mlL

Bacillus parapertussis

5% 10* PFU/mL

Type B nfluenza virus Victoria line

2 x {O°TCIDw/mL

Type B influenza virus Y line

2 x 10° TCIDso/mL

7.Hook effect: Within the titer range of clinically positive samples, the test

result does not show a hook effect.

8. Chinical performance;

Serval studies using 341 direct oropharyngeal swabs or nasopharyngeal
swabs was performed. The samples were sequentially enrolled from 3
locations and tested fresh. The SARS-CoV-2 Antigen Rapid Test Kit
(CoV2Ag-25) was compared to the RT-PCR assay and the test results

are listed below:

Type A influenza virus HIN|

5 % 10° TCIDso/ml.

Type A influenza virus HAN2

1 x 10° TCIDso/mL

Avian influenza virus H7N9

1 x 10° TCIDso/mlL

Avian influenza virus H5N1

1 x 10° TCIDsy/mL

Epstein barr virus

1 x 10° TCIDsofrol

Enterovirus CA16

1 % 10° TCIDso/mi.

Rhinovirus

5 x 10° TCIDsw/ml.

Pos by PCR Neg by PCR Total
Pos by CoV2Ag-25 1058 i 106
Neg by CoV2Ag-25 4 231 233
Total 109 232 341
Positive Coincidence Rate 96.33%
99.57%

Negative Coincidence Rate

byThere was no interference when the

inter

concentration of the potential
alue listed below:

Sensitivity 96.330% (95%CH: 90.870%, 98.991%)

Specificity 99.569% (95%CI: 97.622%, 99.989%)

fering substance is lower than the v
Interfering Substance Concentration
Mucin 100pg/mL

Positive Predictive Value 99.057% (95%C1:93.690%, 99.866%)

Whole Blood

5% (viv)

98.298% (95%C195.665%, 99.343%)

Negative Predictive Value

Biotin 100pg/ml.
Histamine dihydrochloride 1G0pg/mL
IFN-a 200pg/ml
Zaamivir 400pg/ml
Ribavirin 1000pg/mi
Oseltamivir 500pg/mi.
Paramivir 300ug/mi.
Lopinavir 10pg/ml.
Ritonavir 1000pg/mi

The test results of oropharyngeal swabs, nasal swabs and nasopharyngeal
swabs from 50 subjects are compared. The results show that the
consistent detection rate between oropharyngeal swabs, nasal swabs and
nasopharyngeal swabs is 100% (95%Cl: -100%, 100%).
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109 positive samples ¢t values were analyzed, cotncidence rates as follows:

23-25 21 21 100%
26-29 37 37 100%
30-33 47 45 95 74%
34-35 4 2 0%

341 samples were analyzed, POSTIVE coincidence rates by age as follows:

Age Amount POS by POS by Clj)?isc?dl(:;ic
= PCR CoV2Ag-25
Rate
0-20 67 19 19 100%
21-60 195 65 63 96.92%
61-90 79 25 24 96%

341 samples were analyzed, POSTIVE coincidence rates by symptom

onset days as follows:

Days onset Amount POS by P(?S by - L{)(fi):j;‘;ie
PCR CoV2Ag-25 Rate

[ 42 8 7 87.5%

2 51 6 S 83.33%

3 57 i 1 100%

4 64 23 21 91.3%

5 60 23 23 100%

6 31 18 18 100%

7 36 20 20 100%
NOTES

L This kitis for in-vitro diagnostic, it is recommended to use by
professionals. Please read the instruction carefully before test, and
should operate in strict accordance with the instruction. Different batches
of reagents and treatment solution should not be mixed.

2.Sample collection, storage and testing should be in strict accordance
with the novel Coronavirus related testing technical guide and biosafety
guide etc; the remaining sample disposal solution, swabs, test cassette
and all wastes must be disposed of in accordance with laboratory
biosatety requirements.

3.0t is recommended to use ethyl 'elhcr, 75% ethanol, chlorine-containing
disinfectant, peracetic acid, chloroform and other solvents to soak the
waste generated during the detection process, inactivate the virus, and
treat the waste as the infectious material.

4.The test cassette is ready to use, valid within 1 hour after opening, and
the test cassette cannot be reused.

5.The test results of this kit are for clinical reference only. Diagnosis
should be made after comprehensive judgment with the clinical
symptoms, signs, medical history and other laboratory examination
results of the patient.

BASIC INFORMATION
GLOSSARY OF SYMBOLS

Symbel | Meaning Symbol | Meaning
WD In vitro diagnostic X‘mt Temperature

medical device ¢ Limitation
Manufacturer g Use by date

Consult instructions
for use

(1]
Ce

A

Date of Manufacture

Meet the requirements
of EC Directive
98/79/EC

Do not reuse

=AEN 3

Batch code Caution

=
&
e

M Wuhan UNscience Biotechnology Co., Ltd.

Address: Building B18, 2nd Phase of Biomedical Park, #3858 GaoXin Road,
Donghu Hi-Tech Development, Wuhan, Hubei, PR. China

Tel: 86-27-87385093

E-mail: support(@unscience.cn

CMC Medical Devices & Drugs S.L
Address: C/Horacio Lengo N° 18 CP 29006, Malaga-Spain
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Version: A5.2 Date Adopted: 2020-12-01
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