MODEL 0I-01SA-SP ENGLISH

GeneFinder™
COVID-19 Ag Plus Rapid Test

For in vitro diagnostics use only.
For professional use only.

(Precautions for roducts)

1] Store the product at 2-30°C in its sealed pou:
2] If stored at 2-8°C, keep it at 18-30"C for 30 e iaterons opening the product before use.
3) Open the pouch immediately before inspection and place the cassette on a clean, flat Surfa:
4] Use within 15 minutes of opening the package to prevent the cassette from being exposed to moisture.

5] Avoid any foreign substances contsminating the sample inlet and measuring wi

611 there is evidence of microbial contamination or excessive turnidity in the exiraction buffer tube, discard it and contact custome service.
7] Do not mix any contents from other products inte this product box.

8] Do not move the cassette during the test.

« for handling specimens)

JIThis peedicein entyumed for {esting humen nascpharyngeal swab specimens.

2] Incorrect specimen collect rage, and transport may yield inaccurate test results.

3] Wear personal Protective eauipmont snd o posable gloves when working with samples and rea:

nts in order to prevent any infection or

Please follow the instructions carefully when performing the test.

INTENDED USE
The GeneFinder’™ COVID-19 Ag Plus Repid Test is & lateral flow immunochromatographic assay intended for the qualitative detection of antigen from
SARS-CoV-2 in nasopharyngeal or nasal swab specimens directly collected, or nasopharyngeal swab collected in transport media, from individuals
suspected of COVID-19 by their healthcare provider within seven deys of symptom onset.

INTRODUCTION & PRINCIPLE
The GeneFinder™ COVID-19 Ag Plus Raynd 1'..- is based on s lateral flow immunoassay. The cassette contains membranes which are pre-coated
i protei on the test Ancther rotein
antibodies are bound to colloidsl gald When the sample is loaded to the sample inlet, SARS-CoV-2 antibodies, thet were conjugated with collordet gold
igen ere formed and travel up the strip. The complexes will be captured by costed antibodies on the
rrvemmbsrene:-nd ther thie s Wil forra & Vietns 1ed e, T presence of SARS-CoV-2 antigen will be indicated by a visible red test line in T-marked
position on side of the result window. The control (C] line eppears in each result window when sample has flowed through the strip. The control line
is used as & procedural control. The control line should always appear if the test procedure is performed properly and the reagents are working as

=
=" il

Extraction buffer tube

COMPONENTS

Il

Test cessette Tube filter cap

Peper stand pecimen sampling swab
anr nesopharyngeal test]

Positive control sweb Negative control swab

- Materials required, but not provided: timer and biohazard waste contain
read the <EXTERNAL QUALITY section for d using the
- This product can be used both d nasal swab
Reference No. FBE0072 / FBEO0S7S / F / FBEO0S91 / FBE0O579 recommend to use for nasopharyngeal test because it includes sampling swab for
nasopharyngeal specimen.

swab.

4) After the inspection, clean your hands and disinfect them with d

5] Decontas and dispose of all samples, product, and potentially contaminated materials as if they were infectious waste, in a bichazard waste
container.

(Precautions for- )

1] It is not possible se SARS-CoV-2 m(eehm only with the result of this product, final decisions must be interpreted together with other clinical

inforrmation and resulta of RT-PCR by phys

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

EA false-negative test result may occur if the level of viral antigen in a ssmple is below the detection limit of the festor if the sample wes caliected or
transported improperly; therefore, s negative test result does not eliminate the possibility of SARS-CoV-2 infect

41 Thie product determines the presence of SARS-CoV-2 antigens, and the strength of the test line and the Concentration of SARS-CoV.

antigens are

51 Momociiasal artibodies iy il t detact o datict with 1658 sensitivity, SARS-CoV-2 viruses that have undergone minor amino acid changes in the
target epitope region.

4] This product cannot distinguish between SARS-CoV and SARS-CoV-2 infections.

7] Compared with the RT-PCR results, this product may have a lower sensitivity in samples taken after & days from the symptom o

8) Semples taken eight deys sfier symptom onset appear are Likely to be negative because the amount of sntigens decresses dependmg on the duration
of the disease.

9] Reading test results earlier than 15 minutes or later than 20 minutes from adding the sample may yield erroneous results. Check the results from 15
minutes to 20 minutes.

10) To obtain the most sensitive results, directly test patient specimens without transport media.

11) Use of transport media other than those described in the menual may result in incorrect results.

12) Samples stored in & nucleic acid-only transport medi APT) cannot be used.

13) Clinical performance was cvaluated with frosen samples st performance may be di

15) Positive and negative predictive values are highly a.p.nuem on prevalence s Positive test results are more likely to represent false-positive

results during periods of little/no isease s low. test results are more likely when prevalence
of disease caused by SARS-CoV-2 s high.
16) The performance of this test has not been evaluated for use in patients without signs and symptoms of y infection and p may
differ in asymptomatic individuals.
vsmmu: CHARACTERISTIC
Clinical nce
The gerinrvn-rv:e of the GancFlnderw COVID-19 Ag Plus Rapid Test was i with 603 P! swabs. ively collected, and
enrolled from individual Wwho tested with 8 RT-PCR method for SARS-CoV-2 infection, . All =pecimens within & pre-specified date range were

selected and then sequentially tested i
nasopharyngeal swabs.

@ blinded fashion. The performance of the GeneFinder'™ COVID-19 Ag Plus Rapid Test compared to RT-PCR for

3 RT-PCR
-  Postive g Negative otat
Positive 145 1 166
GaneFinder™ COVID-19 Ag Pius Rapid Test Negative s = 457
Totat 151 52 o

Sensitivity: 96.03% (95% CI 91.55 - 98.53) Specificity: 99.78% (95% Cl: 98.77 - 99.94)

Limit of detection (Lol
The LoD is 0.75 x 10° Tcn:,,/mL_ The study used "2019-nCoV/Hong Keong/VM20001061/2020" strain. The titer of cultured virus was confirmed by TCIDs,
assay.

Reference No. | ~ FeEOOSTZ  FeE0es7® FBE00S9T FBED0S79
o uEons e e T T T 3 strain 2019-nCoV/Hang Kong/VM20001061/2020
Test cassette 25 10 25 0 Stock ter. 3.16 X 104 TCIDw/mL
Extroction buffer tube = o = © Cone. (TCiDw/mL) 2.00x10° 1.50x10° 075%10° 0382 10" 0.19x10°
e fitter cap 2 o = o Accuracy 100% 100% 100% 1% o%
‘Specimen sampling sweb [For nasophayrmgeal test! 25 10 25 10 LoD 0.75 X 10° TCIDw/mL
Positive control swab 1 1 ] o
Negative control sweb 7 1 o o Siese remctiun) o e GeneFinder™ COVID-19 Ag Plus Rapid Test was evaluated by testing a panel of high prevalence respiratory pathogens that could
VID-19 Ag Plus Rapid Test. Each organism and virus was tested in triplicate. The final concentration of
Papecsnd 1 il i i <ach organism is documented in the following table.
SToRAGE P e T e [—
* The shelf life is up to 24 months et 2-30°C Human coronawrus 2298 1.00 X 10° TCIDw/mL Negatrve
Do not freeze the product or store it above 30°C.
Human coronewirss 0C43 1.26 X 10° TCIDw/mL Negative
SPECIMEN COLLECTION AND PREPARATION Humen coronawrus NL63 1.00.X 10* TCID /L Negatve
- Specimens should be collected and handled in a standard manner according to health authority guidelines. s 257X 10 iDL oottt
- Specimens should be tested as soon as possible after collection. -
- Inedequate specimen collection, handling, and/or transport mey yield a false negative result; therefore, training in specimen collection is highly Sdenovumtyel J4B0080 MEDwAL Diepatim
recommended for accurate test results. Adenovrus tyed 3,80 X 10° TCID /L Negatve
+If specimens are stored in & transport medium, the availeble transport mediums are as follows. P —rmE e
o 3.80 X 10° TOID /L e
= = PV 27 Type A2 0 TCID/ Negan
s == e Parntiuenza virss 1 5.12X10° TCID /L. Negate
Cunical Virus Transport Mediurn (CTM) utm-o018 Noble Bicsciences, Inc Purericenm 2 OO0 fEIDML Neuas
e s R Paraintiuenza vinus 3 257X 10° TCIDw/mL Negative
= e =z P Parainfivenza wrus 42 3.80X 10° TCIDw/mL Negatre
. Paraintivenza virus 45 1.00 X 10° TCIDw/mL Negative
itis not used immediately after collecting specimen, it can be stored and used as shown below.
[— 4800 ngHA/mL Negative
2 Recommended storage condition S 4034 Mauesire Sfeguties
: Temperature e Enterovirus 1.00.X 10° TCIDw/mL Negative
e proE— Respiratory syncytial wirus A 1.00 X 10° TCIDw/mL Negate
Nasorharyhoeat st r e Respiratory syncytial s & 1.00 X 10° TCIDw/mL Negatve
=g e Rinovrus 1.00 X 10° TCIDg/mL Negative
e T MERS-coronavirus 1,00 10° TCID/mL Negotve
NeSGHRTgeewal T T S ot e Sove i Streptococcus preumonise 262 1.00X 10 CFU/mL Negatrve
o e Legionelia pneumophits. 1.00X 10* CRU/mL Negatrve
Candida aibicans. 1,00 X 10° CFU/mL Negative
TEST PROCEDURE Streptococcus pyogenes 1.00 X 10° CFU/mL Negatve
(For nasopharyngeal swab) Mycoplasma pneumoniae 1.00X 10* CFU/mL Negative
Hasmophius influsnzas type & 1,00 X 10° CFU/mL Negative
Human e KUY
(recombinan: ful-length nucleocapsic protein] e Seoire

Insert a specimen sampling swab
into nasopharynx,
2nd collect the specimens.

Squeeze out the swab Place the tube filter cap  Apply 4 drops vertically
by squeezing with tube. of the solution into the
the extraction buffer tube sample inlet.

with your fingers'to extract Read in 15-20 minutes.
mple collected.

sampling swab in the
extraction buffer tube.
more than 10

(For specimens in transport media)

Prepare & nasopheryngeal sample Teke 3504L of the Mix the specimen Place the tube filter cap  Apply 4 drops vertically
in viral/universal transport media. specimen from the with the extraction buffer. ~ with tube. of the solution into the
If you stored it in the refrigerator, transport media with sample inlet.

it must be at room temperature micropip: Read in 15-20 minutes.
INTERPRETATION OF RESULTS

30 minutes before testing.
c c s c c
T T T ¥ 5

Negstive Positive Invatid

1] A colored band will appear at the C line [control line] of the result window to show that the test is working property.

2] Red bands appear at both C and T line[Control and test line). The antigen of the COVID-19 virus is present in the sample.
* The presence of any line no matter how faint the result is considered positive.

* Positive results should be considered in conjunction with the clinical history and other dats available.

* A strong positive specimen may cause the control line to appear blurred, but the reading of the results is not affected.

)
<0

QUALITY CONTROL Control swab)
External positive and negative control swabs are supplied in the kit and should be tested using the same procedure as used for patient specimens.
The positive control sweb contains recombinant protein as SARS-CoV-2 antigen.
The control swabs are specit and to ensure performance of the GeneFinder™ COVID-19 Ag Plus Rapid Test, and are
used to verify the user’s ability to property perform the test and interpret the results. The positive control swab will produce a positive test result, and
has been manufactured to produce & visible test line. The negative control sweb will produce a negative test result.

If the correct control results are not obtsined, do not perform patient test or report patient results.
Contact technical support before testing patient specimens.

for Positive / i swab

Nzg:nm cnmro\ swab  Positive Kosstnsi st

B B

1) Stir the control swab in the extraction buffer tube more than 10 times.
2) Follow steps 2-4 of the test procedure for nasopharyngeal swab.
*Caution: Control use only.

Do not use the positive or negative control swab for specimen collection.

'WARNING AND PRECAUTIONS
(Beneral Precautions) QANT
1] For professional and in vitro diagnostic use only. SNAITWRT
2] Do not re-use any contents in the product. aR
3] Do not use if any content package is demaged.

4] Follow the instructions for use carefully. If there is not followed, the reliability of the test results cannot be gueranteed.
51 Do not use the product beyond the labeled expiry date. A man

4] Do not arbitrarily disassemble or alter the product. 1 52 Alyal
7] Perform the test in a clean environment free of conta

Perunctpanua MU B Poca;[pa&ﬁ Pe |
www.nevacert.ru | info@nevacert.ru

There was no for potential i ing
low or high results.

listed below. However, abnormally high concentration in sample may cause inaccurately

Interterance substances Interferance substances Resatt
Mucin Negative
Whole blood lanticoagiuant. K2-EDTA) Negatve
Whole blood (Anticoagluant. K3-EDTA) s A Negative
Endogencus ‘Wnole biood LAnticoagluant. Li-Heparin] 5% Negative
Whol blood [Anticoagluant. Na-Citrate] 5% Al Negative
Whole blood (Anticoagiuant. Na-Heparin) % ) Negatve
Human serum atbumin soma/mL Negative
Prenyiephrine hydrochioride 15% WAl Negative
Sodium chioride (ue., NeitMed] 5% v Negative
OTC Nasal (Grop, Get, Spray)
Oymetazotine 15% Negative
Cromotyn 15% (Al Negative
Fluticasone Propionate S A Negative
Budesonide 315 ma/mi_ Negative
OTC Homeopathic Nassi Spray Dexamethasone 0.25 mg/mL_ Negatve
Zincurn gluconium lie. Zicar] 5% (] Negative
Aot 10% A Negative
Antioiotic, Nazal Ointrent Mupirocin 5 ma/mL_ Negative
Anti-bacteral, syemic Tobremycin 10 ug/mL Negatve
Anti-infiammatory medication Acetysaliopic sed 562 mmollL Negative
Zanarmm 5 ma/mi_ Negatie
Tamifiu (Osettamivir Phosphate] 25 ma/mi Negative
Throat Lozenge MenthoUBenzocaine 1-sma/mL Negative
Sore Throat Phenct Spray Fhenot 15% il Negative

-dose hook effect
GeneFinder™ COVID-19 Ag Plus Repid Test was tested up to 0.75 x mﬁ'cln,,/m. of hest-inactivated SARS-CoV-2 strain, which is a concentration
of 100 times the limit of detection (LoD). No high-dose hook effect was observed.

ters for Disease Control d 1 html
ing-Lou Yang, Xian-Guang Wang, et al., A ia outbreak. iated with a new of probable bat origin.
Nature. 2020 Mar;579(7798): 270-273
symBoL
Symbol Description = o Description
c € This product ulis the requiramants of Diractive 98/79/EC on Authorisd representative in the.
in vitro Diagnostic medical European community.

Consutt instructions for use. Do not re-use.

Use by date. Caution, consult accompanying documents.

In vitro diagnostic medical device. Manufacturer.

Batch code. Temperature limitation.

A~RP9

Catatogue number. Contains sufficient for <0 tests.

Manufacture

Co., Ltd. 132,

6 . Korea (14040) www.osanghc.com ({3
Obelis S.A. Bd. General Wl

. Anyang.
53, 1030 Brussels, Belgium  Tels ~(3212.732.59.50 Faxs +132) 2.732.60,03 E-Mall: reaienetis.net

for sterile swabs is as below.

‘Specimen sampling swab

ol Nobe Bi Inc. 13-50, Si i, 2 2 . 18521 Korea Te!
MT Promedt Consulting GMBH Altenhofstr. 80, 66386 St. Ingbert, GERMANY Tel: +49-6894 581020

FAINC. 10-5 . g-myeon, Sejong-si, 30068, South KOREA www.facompany.co

ke
R MT Promm Consnnmg GmbH Altenhofstrasse 80, 66386 St, Ingbert, Germany www.mt-procons.com

Lesean N




GeneFinder™

COVID-19 Ag Plus Rapid Test

For in vitro diagnostics use only.
For professional use only.

Please follow the instructions carefully when performing the test.

INTENDED USE

The GeneFinder™ COVID-19 Ag Plus Rapid Test is a lateral flow immunochromatographic assay intended for the qualitative detection of antigen from
SARS-CoV-2 in nasopharyngeal or nasal swab specimens directly collected, or nasopharyngeal swab collected in transport media, from individuals
suspected of COVID-19 by their healthcare provider within eight days of symptom anset.

INTRODUCTION & PRINCIPLE

The GeneFinder™ COVID-19 Ag Plus Rapid Test is based on a lateral flow immunoassay. The cassette contains membranes which are pre-coated
with RS-CoV-2 protein on the test line. Another \RS-CoV-2 protein

antibodies are bound to colloidal gold. When the sample is loaded to the sample inlet, SAR ibodies, that were with colloidal gold
nano-particles, and SARS-CoV-2 antigen complexes are formed and travel up the strip. The complexes will be captured by coated antibodies on the
membrane, and then the line will form a visible red line. The presence of SARS-CoV-2 antigen will be indicated by a visible red test line in T-marked
position on side of the result window. The control (C) line appears in each result window when sample has flowed through the strip. The control line
is used as a procedural control. The control line should always appear if the test procedure is performed properly and the reagents are working as
intended.

COMPONENTS

il

Extraction buffer tube

Instructions for use Test cassette

Tube filter cap
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Paper stand Specimen sampling swab Positive control swab

(For nasal test]

Negative control swab

- Materials required, but not provided: timer and biohazard waste container
- Please read the <EXTERNAL QUALITY CONTROL> section ror instruction and purposes of using the Positive/Negative control swab.

for handus
1) This product is only used for testing human nasal swab specimens.
2) Incorrect specimen collection, storage, and transport may yield inaccuratg te<t
3] Wear personal protective equipment and disposable gloves when wgrking

contamination. ¢

i

4) After the inspection, clean your hands and disinfect them with di ke %%

5) Decontaminate and dispose of all samples, product, and potentially contaminated materials s f they were infectious waste, n 3 RS
container.

6] This product is available for transport medium from only which nasopharyngeal swab is extracted.

(Precautions for result interpretation]

1) It is not possible to diagnose SARS-CoV-2 infection only with the result of this product, final decisions must be interpreted together with other clinica
information and results of RT-PCR by physician.

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

3] A false-negative test result may occur if the level of viral antigen in a sample is below the detection limit of the test or if the sample was collected or
iransported improperly; tharefore, a negative test result doss ot eliminate the possibility of SARS-CoV-2 infection.

4] This product the presence of antigens, and the strength of the test line and the concentration of SARS-CoV-2 antigens are
irrelevant.

5] Monoclonal antibodies may fail to detect or detect with less sensitivity, SARS-CoV-2 viruses that have undergone minor amino acid changes in the
target epitope region.

6] This product cannot distinguish between SARS-CoV and SARS-CoV-2 infections.

7) Reading test results earlier than 15 minutes or later than 20 minutes from adding the sample may yield erroneous results. Check the results from 1%
minutes to 20 minutes.

8] Samples stored in a transport medium cannot be used.

9] Clinical performance was evaluated with frozen samples, and test performance may be different with fresh samples.

10) Negative test results are not intended to rule out other non-SARS-CoV-2 viral or bacterial infections.

11) Positive and negative predictive values are highly dependent on prevalence rates. Positive test results are more likely to represent false-positive

results during periods of little/no y disease is low. gative test results are more likely when prevalence
of disease caused by SARS-CoV-2 is high.
12] The performance of this test has not been evaluated for use in patients without signs and of respiratory infection and pe may

differ in asymptomatic individuals.

PPERFORMANCE CHARACTERISTIC

Clinical performance

The performance of the GeneFinder™ COVID-19 Ag Plus Rapid Test was established with 170 direct nasal swabs prospectively collected and enrollec
from individuals who tested with a RT-PCR method for SARS-CoV-2 infection. The performance of the GeneFinder™ COVID-19 Ag Plus Rapid Tes
compared to RT-PCR for nasopharyngeal swabs.

RT-PCR
Positive Negative Total
Positive &5 o &5
GeneFinder™ COVID-19 Ag Plus
Negative 5 100 105
Rapid Test
Total 70 100 170

Positive Percent Agreement (PPA): 92.86% (95% Cl: 84.34% - 96.91%]
Negative Percent Agreement (NPA): 100.00% [95% Cl: 96.30% - 100.00%]

Limit of detection (LoD)
The LoD is 0.75 x 10° TCIDg/mL. The study used “2019-nCoV/Hong Kong/VM20001061/2020" strain. The titer of cultured virus was canfirmed
by TCIDy assay.

- This product can be used both for nasopharyngeal and
No. 7 to use for nasal test because it includes sampling swab for nasal specimen. e 019 -nCoV N iens Kong/VMZ0001081 2620
Reference No.. FBE00S77 FBE00592 peckcier 316210 TCIDu/ml:
instructions for use. T T Conc. (TCID.o/mL] 3.00x 10° 150 10° 7.50x 10° 375%10° 1.88 %107
Test cassette 2 = Accuracy 100% 100% 100% 444% 0%
Extraction buffer tube 25 25 LoD 7.50 x 10° TCID./mL
Tube fiter cap 25 25
Specimen sampling swab (For nasal test] 25 25 Cross-reaciivity
Positive control swab 1 o Cross-reactivity of the GeneFinder™ COVID-19 Ag Plus Rapid Test was evaluated by testing a panel of high prevalence respiratory pathogens that could
e - = potentially cross-react with the GeneFinder™ COVID-19 Ag Plus Rapid Test. Each organism and virus were tested in triplicate. The final concentration

Paper stand 1 1

of each organism is documented in the following table.

Potentiat cross-reactant Concentration Cross-rasctivity
STORAGE Human corenavirus 2298 1.00X 10" TCIDL/mL Negative
- The shelf life is up to 24 months at 2-30°C Human coronawus 043 126 X10° TCID,/mL Negative
- Do not freeze the product or store it above 30°C. ik s T S
'SPECIMEN COLLECTION AND PREPARATION Adsoiveustype 2E7N IO/t Degathe
- Specimens should be collected and handled in a standard manner according to health authority guidelines. Adenavirus type2 115X 10° TCIDw/mL. Negative
- Specimens should be tested s soon as possible after collection. o ) ) e T U (s
- Inadequate specimen collection, handling, and/or transport may yield a false negative result; therefore, training in specimen collection is highly
recommended for accurate test results. L it 2 atpest ATCI i Negative
- If it is not used immediately after collecting specimen, it can be stored and used as shown below. hMPV 27 Type AZ 3.80X 10° TCID/mL Negative
Parainfluenza virus 1 9.12 X 10° TCIDyw/mL. Negative
Recommended storage condition
Parainfiuenzs virus 2 100X 10° TCID /L Negative
Temperature Time.
Parsinfluenza virus 3 257X 10° TCID,/mL Negative
-70"C Not available i =
arainfivenza virs X 10° TCID./mL —
Nasal swab e PP Paraintt < 380X 10° TCID./ Negati
Parainfluenza virus 4b 1.00 X 10° TCIDw/mL Negative
15-25"C 1 hour ol -
Influenza A 4800 ngHA/ML Negative
influenza 8 4096 HAunits/mL Negative
TEST PROCEDURE
Enteravirus 1.00X 10° TCIDy/mL Negative
Respiratory syncytist virus A 1.00 X 10° TCIDw/mL Negative
Respiratory syncytial virus 8 1.00X 10" TCID./mL Negatve
Rhinavirus. 1.00 X 10° TCIDw/mL Negative
Insert the entire soft tip of the swab into a nostril (usually '/2 to MERS coronavirus 1.00X10° TCID,/mL Negative
3 p =
/s cfamineh) You do ot nead to ga desper. - Streptococcus peumoniae 262 1.00X 10° CFU/mL Negative
Circle around the nostril 5 times while maintaining contact with
the inside wall of the nostril. Using the same swab, repeat this Legionella pneumophila 1.00 X 10° CFU/mL. Negative
collection process in the other nostril. =T PR et
SWAB BOTH NOSTRILS carefully as shown.
Streptacaccus pyogenes 1,00 10* GFU/mL Negatve
.
Mycoplasma pneumoniae 1.00 X 10* CFU/mL. Negative
Haemophilus influenzae type b 1.00 X 10* CFU/mL. Negative

S

Stir the specimen sampling swab
in the extraction buffer tube more
than 10 times.

Squeeze out the swab by squeezing
the extraction buffer tube with
your fingers to extract all sample
collected.

Place the tube filter cap with tube.  Apply 4 drops vertically of
the solution into the sample inlet.

Read in 15~20 minutes.

INTERPRETATION OF RESULTS

-
c »lec c c c »le
T T T T T T T
Positive Invalid

1] A colored band will appear at the C line (control line), of the result window to show that the test is working property.
2] Red bands appear at both C and T line(Control and test line). The antigen of the COVID-19 virus is present in the sample.
* The presence of any line no matter how faint the result is considered positive.

* Positive results should be considered in canjunction with the clinical history and other data available.

* A strong positive specimen may cause the control line to appear blurred, but the reading of the results is not affected.

)

Negative

EXTERNAL QUALITY CONTROL (Pasitive/Negative Control swab]

External positive and negative control swabs are supplied in the kit and should be tested using the same procedure as used for patient specimens. The
positive control swab contains recombinant protein as SARS-CoV-2 antigen.

The control swabs are and to ensure performance of the GeneFinder™ COVID-19 Ag Plus Rapid Test, and are
used to verify the user’s ability to properly perform the test and interpret the results. The positive control swab will produce a positive test result, and
has been manufactured to produce a visible test line. The negative control swab will produce a negative test result.

If the correct control results are not obtained, do not perform patient test or report patient results.
Contact technical support before testing patient specimens.

Procedure for Positive / Negative control swab Negative controlswab  Positive control swab
result result

1) Stir the control swab in the extraction buffer tube more than 10 times. T T
2] Follow steps 2-4 of the test procedure for nasal swab.

*Caution: Control use only.
Do not use the pasitive or negative control swab for specimen collection.

'WARNING AND PRECAUTIONS

(General Precautions)

1) For professional and in vitro diagnostic use only.
2) Do not re-use any contents in the product.

3) Do not use if any content package is damaged.
4] Follow the instructions for use carefully. If there is not followed, the reliability of the test RsulCl’rqutMu'rfn}e!dr

5] Do not use the product beyond the labeled expiry date.
&) Do not arbitrarily disassemble or alter the product.
7) Perform the test in a clean environment free of contaminants.

(Precautions for handling products]

1] Store the product at 2-30°C in its sealed pouch.

2] If stored at 2-8°C, keep it at 18-30"C for 30 minutes before opening the product before use.
3] Open the pouch immediately before inspection and place the cassette on a clean, flat surface.
4] Use within 15 minutes of opening the package to prevent the cassette from being exposed to maisture.

51 Avoid any foreign substances contaminating the sample inlet and measuring window. Agsy.apa‘m co;éa Gy SQ,;!OOI dC 1 40& ﬁem‘r‘v

6] If there is evidence of microbial contamination or excessive turbidity in the extraction buffer tube}
7] Do not mix any from other ucts Mnsﬁroplcl box.
81D not move the 0C3[paBHAA30pe

www.nevacert.ru | info@nevacert.ru

There was no interference for potential interfering substances listed below. However,

y high in sample may
tow or high results.
Interterence substances Concantration Resott
Mucin 1 mg/mi Negatve
Endogenous.
Whole blood 5% Negative
Phenylephrine 7.5% Negative
Nasal Spray or arops Sodium chlaride 5% Negative
Oxymetazoline 10 pg/mt Negative
Fluticasone Propionate 0.5% Negative
Homeopathic Nasal Spray Budesonide 3.15 mg/mL Negative
Dexamethasone 0.25 mg/mL Negative
Antibiotic, Nasal ointment Mupirocin 0.6 mg/mL Negative
Antibiotic. systemic Tobramyein 10 pg/mL Negative
Anti-inflemmatory medication Acetyisalioyic acid 0.5 ma/mL Negative
Zanamivic 5 mg/mL Negatve
Anti-viral drugs

Osettamivir Phosphate 1 mg/mL Negative

High-dose hook effect
The GeneFinder™ COVID-19 Ag Plus Rapid Test was tested up to 0.75 x 10° TCIDso/mL of heat-inactivated SARS-CoV-2 strain, which is 2 concentration
of 100 times the limit of detection (LoD). No high-dose hook effect was observed.

REFERENCE
- Centers for Disease Control and i 4 i 1 htmt
- Peng Zhou, Xing-Lou Yang, g Wang, et al, A

Nature. 2020 Mar;579(7798): 270-273

outbreak with a new of probable bat origin.
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2 Use by date.

ToT Batch code.

Description Symbol. Description

This product fulfills the requirements of Directive
98/79/EC on in vitro Diagnostic medical device.

Authorisd representative in the European
community.

Consult instructions for use. Do not re-use.

Caution, consult sccompanying documents.

In vitro diagnostic medical device. Manufacturer.

Temperature limitation.

Catalogue number.

, C@jo

Manufacturer

OSANG Heal Co., Ltd. 132, . D gi-do, Korea (14040) www.osanghc.com ce

D = lis’S.A. Bd. General Wahis 53, 1030 Brussels, Belgium Tels +(32) 2.732.59.5 Fax: +(32]2.732.60.03 E-Mails mail@obelis.net
“tshiriéturer 3nd Adthorized representative information for sterile swabs is as below.

Contains sufficient for <n> tests.

\\\L\

‘\or\&\\ w\(f\:k“\%w

~

Sp‘dmm sampling swab
Zhejiang Gongdong Medical Tchnology Co., Ltd. No.10 Beiyuan Ave., Huangyan, 318020 Taizhou, Zhejiang, People’s Republic of China Cé€
E-mail: info@chinagongdong.com 0122
rnational Holding corp. GmbH Ei . Germany Tel 13175
FAINC. 10-5 i . Sejong-si, 30068, South KOREA www.facompany.co.kr Cé€
Ta +82-44-862-9134 E-mail: fa@facompany.co.kr 163¢
MT Promedt Consulting BmbH Altenhofstrasse 80, 66386 St, Ingbert, Germany www.mt-procons.com
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Moaens OI-01SA-SP PYC

GeneFinder
GeneFinderTM COVID-19 Ag Plus Rapid Test (HazanbHbIi)

ToabKo 20w ANATHOCTHKL in vitro, Tonsko 475 NPOdECCIORANLHOrO HCHONEIOBINHS

nnﬂﬂ;lyﬂﬂﬂ. BHHMATENbIO CACAYTITE UHCTPyxUsIaM MAPI BLINDAHCHHN TecTa.

HCINOJIb30BAHHE

GeneFinderT™M COVID-19 Ag Plus Rapid Test (Ha3anbHbii) npeacrasnser co6oii uMmyHoxpomatorpadHUeckuii aHanH3 60KoBOro noToka,
npeanasHayennbiil A8 ka4eCTBEHHOTO Bbisnehns aHTHrena SARS-CoV-2 8 06pa3uax HOCOrNOTOYHOrO MAH Ha3aNbHOIO Ma3ka, cOGpaHHbIX
HENOCPCACTBEHHO, MW HOCOTJIOTOMHOrO Ma3ka, COOpaHHOro B TPaHCMOPTHOH cpezc, Y nuu ¢ noxo3penuem Ha COVID-19 wx neuawium
BPA4OM B TCUEHHE BOCHMII AHCH 110CNE NOSAB/IEHHA CHMIITOMOB.

BBEJEHHE H NMPHHIHN JEACTBHA

GeneFinderTM COVID-19 Ag Plus Rapid Test (Hazanenelii) ocHosan Ha uMMmyHodepmeHTHOM aHanu3e Gokosoro noroka. B kaccete
colepskarcs McMOpanbl, NpeaBapHTENbHO NOKPLITHIE MOHOKIOHANbHBIMH aHTHTENaMH K HyKneokancHAHOMY 6enky antu-SARS-CoV-2 Ha
TecToBol nonoce. Jipyrue MOHOKNOHIbHbIE aHTHTENA K Geaky Hykncokaticnaa anTH-SARS-CoV-2 ces3aHbl ¢ konnonaHeiM 3on0toM. Koraa
obpascit 3arpy»xaetcs BO BXOAHOE OTBCpctHe ans obpasua ¢opmupytotcs komnnckchl aHTUTen SARS-CoV-2, KOHBIOrHPOBAHHBIX C
HAHOYACTHLIAMK KONJOMAHOrO 30n0ta, ¥ anTHreHa SARS-CoV-2, kotopuie ncpemelmnaiotcs Bsepx no nonocke. Koanaekcwl Gyayr
ynaBnHBaTLCA HAHECEHHBIMY HAa MemOpaHy anTuTenamu, nocace yero obpasyerca BuauMas kpacHas auHua. O Hanwuun aHtureHa SARS-CoV-2
Oyner CBuAETENbCTBOBATL BHANMAA KpacHas TecToBas Mitus B T-06pa3HOM 110NOkEHWH Ha OOKOBOI CTOPOHE pE3yNbTATHBHOTO OKHA.
Koniponbhas nuuns (C) 108BNSCTCS B KakAOM OKHE PE3yAbTaToB, Korda obpaseu MpOXOAMT 4epe3 nonocky. KoHTponbHas nuHuMA
HCNONB3YEeTCS B KAUeCTBC KOMTPONsA npoucaypbl. KouTponbHas nuHNS 10mKHA NOSABASTHCA BCEraa, €CNH MpouUeaypa TECTHPOBAHMSA
BLINOTHCHA MPaBHALHO H peareHThbl paboTaloT BEPHO.

B KOMMACKT BXOAAT

COMPONENTS

== =
CreeFores

COVID=19 R Plus Rapid Tes =

Huctpykums Tecrosas kaccera I1pobispka-Gydep Konnauok npo6upku

or

0O®O
OO0
OO0
0®ee®

®09®®
0e®e®

[NonowurensHelit OTpHuaTenbHbif
(St R ¢ Tawion ans 3aGopa KONTPO:IbHEIF Ma30K KOHTPONbHBbIF Ma30K

Bymasnas no/ctska ananu3os (ana
Ha3IbLIIOro TeCTa)

HeoB6x0aHMBIC, HO HE BXOAAIIME B KOMNJIEKT MATCPHAIbI: TAKMEP H KOHTEAHED A GHONOrHYCCKH ONaCHBIX OTXOR0B

- [Mowayiicta, 03HakoMbTeCh ¢ pazacniom <BHELLIHWIT KOHTPOAb KAYECTBA> ana nonyucHus MHCTPYKUMH W Ueael HCMO/b30BAHHA
NOMOKH FENbHOrO/OTPHLATEIBHOIO KOHTPOSIbHOFO TaMMNOHA.

- Ranuelfi 1pOAYKT MOKHO MCHONL30BATE KAK /UIA B3STHA 0GPa3LIOB H3 10COIIOTKH, TaK W M3 HOCa,

- Homep IFBE00577 / FBE00392 pekomeHAYeTCS HMCMOAB3OBATH JUIS HAa3anbHOro TECTA, MOCKObKY OH BKJIOYAET B CeOs TaMnoH AnA B3ATHA
obpaztia 113 Hoca.

Hownep ccunxi. ' FBEQ0577 FBE00592
HUCTPYKIHA 110 NPHMCHCHIIO 1 |

TectoBas KacceTa 5 25
Dxcrpakustosinas Gydepuas 1pybra 25 25
Kpbiwka 1py6uaroro ¢nuistpa 25 25
Tawnon ana  B3ATHA  O6pasua (A1 5 25
Ha3anbHOro TCCTa)

T10A0AHTENbHbI KOHTPOAbHLIA TaMNOK | 0
OrpHuatenbHblil KOKTPOILHLIR Malok | 0
MMonctaska ans Gymaru | |

Xpanenne

« Cpok roaHocru coctagnser 50 24 mecaues npit Temnepatype 2-30°C
= He 3amopaxiBaiite NpomyKT i HE XpaHITC €10 Npu Temneparype ebiue 30°C,

CBOP 11 MOArOTOBKA OBPA3UOB

+ O6pa3sust a0nKHL Gbrre cobpanbl 4 00patoTaHb CTaHABPTHIM 0OPA3OM B COOTBETCTBMI C PYKOBOAALINAI (IPIHHILINANMI OPraNOs 3PaBOOXPAN e iIN

+ OBpasubt n0sKHbI BbITL 51POY CCTHPOBAILI KAX MOKHO CkOpee nocnc cbapa

« Henpasnnsutii c60p 06pasuioe, 0SpPALICHIE C HItMIE /NN TPANCHOPTNPOBKA MOCYT NPHBECTH K NOKHOOTPHUATCABHOMY PE3ynbTary; MOITOMY ANA NONYNENIIA TONMHBIX PE3y.abT4TOB
MCNBITAHNI HACTOATENLKO PCKOMEHAYETCH HIYHHTDL KaK UENATL JaHHbIN TeCT
Ecinis oM ste ncroablyerca cpasy nocnc c6opa 06pasua, cro MOxNO XPaHHTD it HCAONBLIOBATL, KAK NOKATAN0 HIKE

Pe yenonua

Tesneparypa Bpestx

- T He aocTynes
Maok 10 neca 2-8C 4 uscn

13 -23°C =

Perncrpamist MU 8 Pocsipasragzope
www.nevacert.ru | info@nevacert.ru



[lpoueaypa TecTi poBaHsis
5 BcTaBuTe MArkHit KOHYHK B HO3Apt0 (00b14HO OT Y2 L0 % AtoiiMa).

Bam HC 11ykHO yrnyonaTsca.

O6seiTe BOKpYr HO3APH 5 pa3, Kacasch BHYTPEHHEH CTEHKH

HO34pH. Mcnesb3ys TOT ke TamMnoH, MOBTOPHTE ITOT MNpouecc

cbopa B apyroi Ho3Aape.

OcTopouto Bo3bMHTE TecT H3 OBEHX HO3JIPEM, kak nokasaxo

Ha pUCYHKC
3.
e
Nepesewaitte tasmmon Ans oT60pa  BbukMiTe TaMOOH, CAABJHBAR MANBUAMK 3axpoﬁ're NpobKpKy KpbILLKOH BueciTe 4 Kannit pacrsopa BO BX0AHOE
npob 8 npobupxc ¢ Oydepom Gonee 10 npoBupxy, 4TOOL! i13BNeYs Bect cOBpaMHbLIf orseperie A ofpasua,  Cunmure
pa3 obpascu noka3ania yepes 15~20 MunyT.
HHTEPHPETALHSA PE3VILTATOBR
| >|C |- b|C b|C
»lc
, > T b7 b|T Ml nle
> |1 (T LR
OTpuuaTebHbIH [TonoxHTENbHBI i OTpHLATE N bHbI

1.LIBeTHas nosnoca nosBuTcs B cTpoke C (KOHTpOJIbHAs CTPOKA) OKHA pe3ybTaToOB, YTOObI MOKA3aTh, YTO TECT paboUHiA.
2.KpacHble MoaockH MoABAAOTCA Kak Ha NMHUKM C, Tak U Ha AMHUK T (KOHTpoNbHAs U TecToBas JHHWM). B obpasue
npucyTcTByeT aHTHreH Bupyca COVID-19.

*Hannuue no60i NUHAK, HE3ABUCHMO OT TOr0, HACKOJbKO cnabbiM OyAET pe3ynbTaT, CYUTAETCA MONOKHUTENbHBIM.
*[TonoxHTENbHbIE PE3YbTATbI CIEAYET paCCMaTPHBATh B COYETAHUH C UCTOpPHEH OONE3HH W APYIMMH HMEIOLIMMHCS
NaHHBIMH.

*CunbHbIH NONOXKHUTENbHBIH 0Opa3eLt MOXET MPUBECTH K pa3MbITHIO KOHTPOJIbHOH TIMHHUH, HO 3TO HE MOBMSET Ha
pe3ybTar.

BHELWIHHWHW KOHTPOJIb KAYECTBA (M010:HTeNbHbIH/OTpHUATENbHbIH KOHTPOJIbHbIH TAMNOH)

BHewH1e N0N0XKHUTENbHBIE H OTPULIATENbHBIE KOHTPOJIbHbIE MA3KH MOCTABAAIOTCA B KOMIMIEKTE W A0JXKHbI ObITh
MCMONB30BaTbCA TaK e, KaK M 06pa3ubl NauMeHTOB. [1010XKHTENbHBIH KOHTPOIbHBIH MA30K COAEPXKHUT PEKOMOHHAHTHbI i
6enok B kauectBe aHTUreHa SARS-CoV-2.

KoHTpoJibHble Ma3kW crieudanbHo paspaboTaHbl M M3rotoBieHsl ans obecneyenus sddektuBHocTH GeneFinderTM
COVID-19 Ag Plus Rapid Test (HazanbHblH) M HCMONB3YIOTCA NS MPOBEPKH MPABHIBHOCTH BbIMOJHEHUS TECT H
HHTEpMpeTaury pe3yabTaToB. [10N10KHUTENbHbI KOHTPOJbHbIH TaMMOH NACT MOJOXMTENbHbIH pe3yabTaT TecTa M Obln
H3TOTOBJIEH ANA MOJYYEHHs BMAMMOM TecTOBOM JHMHMH. OTpHUUATENbHbIA KOHTPOJbHbIH Ma3oK AacT OTpHUATENbHbIH
pe3yabTaT TecTa.

Ecny npaBunbHble pe3yabTaThl KOHTPOJsS HE MOJY4EHbl, HE MOKa3biBaHTE TECT MaUMEHTY W He coollaiTte o emy
pe3ynbTatbl. O6paTHTECh B Cyx 0y TEXHHYECKOH MOALEPKKH Nepea TECTUPOBAHHEM 06pa3LOB NaLIMEHTOB.

4 ™
\
i
 en ::
i z’ o »|C
i
x10 p(T NE;
e O1prustensiuin Monoxwrenvaii
J £OTPAAOIO u'.;u PRAYNHI AT XONTPONLAOIO PEIYNBIAT KONTPONWHKOrS
[ e o

1) MMepeseLiaiiTe KOHTPONBHBIH TAMMOH B NPOGHpPKe ¢ IKCTpakUHOHHbIM Oydepom Gonee 10 pas.

2) Buinonnute wark 2-4 npoueaypbl TECTHPOBAHHMS Ma3Ka M3 HOCA.

* Buusanue: Mcnonb3yiiTe ToNbKO ANl KOHTPOJISI.

He nenoab3yiiTe No0KHTENbHBIH HIAH OTPHLUATENbHbIH KOHTPOJIbLHbII TaMNOH Ansi cbopa o6pa3ios.

Perucrpaung MH B Pocappasragzope
www.nevacert.ru | info@nevacert.ru




OBWHE MEPBI NPEAOCTOPOXHOCTH

1)Tonbko ans NpopeccHoHanbHOro HCMONb30BaHMA M IMATHOCTHKH in vitro.

2)He ucnonb3yitTe NOBTOPHO kakoe-nub0 coaepu1MMOoe NpoayKTa.

3)He HCNOoJb30BaTh NPH NOBPEKAEHHH YNMAKOBKH.

4)BHuMaTenbHO cnenyidTe MHCTPYKUMAM MO NPHUMEHEHHIO. B nNpOTHBHOM ciyyae HaAEXHOCTb pe3y/bTaToB
TECTHPOBAHHUA HE MOXET ObITb rapaHTHpOBaHa.

5)He ncnonb3yiTe NpoAYKT Mocne UCTEUEHHs YKa3aHHOro Cpoka FOAHOCTH.

6)He pazbupaiite n He MeHANTE M3aeNHe NMPOU3BOJILHO.

7)[1poBeanTe aHanM3 B YUCTOM cpede, 6e3 3arpA3HAIOLLMX BELLECTB.

(Mepbl npeaocTOpOKHOCTH NPH OBpaLkeHiH € MPOAYKTaMH)

1,Xpanute npoaykt npu temnepatype 2-30°C B 3arie4aTaHHOM MaKeTe.

2.Ilpn xpaHenuu npu temneparype 2-8 © C nepxurte ero npu temneparype 18-30 © C B Teuenne 30 MHuHYT,
NpEXAE YEM OTKPbIBATb M31EJHE NEPEN HCMOAb30BAHHEM.

3.0TKpo#Te NaKeT HeMoCPEeACTBEHHO Mepea OCMOTPOM H MOJIOXKHUTE KacCETY HAa YUCTYIO POBHYIO MOBEPXHOCTb.

4.Hcnonb3yiite B TeyeHHe |5 MHUHYT mocne BCKPbITHA YNaKOBKH, 4TOObl KacceTa He rmoaBepranach BO3AEHCTBHIO

BJ1aru.

5.HU3beraiite nonanaHua NOCTOPOHHMX BELLECTB HA BXOJHOE OTBEPCTHE U B H3MEPHTENLHOE OKHO.

6.Ecnun B npobupke ¢ 3KCTpakUMOHHBIM Oy(epoM UMEIOTCA MPHU3HAKKM MUKPOOHOrO 3arpA3HEHHA WM Ype3MEPHOH
MYTHOCTH, BbIOpOCbTE ee W 0OpaTHTeCh B OTAEN 00CNYHKHUBAHUA KIHEHTOB.

7.He cMewnBaiTe COAEPXKUMOE APYTHX MPOAYKTOB C 3TOH KOPOOKOH ANd MPOAYKTOB.

8.He nepemetuaiite kacceTy BO BpeMs TecTa.

(Mepbl npeaocTOpOKHOCTH NpH oOpatleHHH ¢ oOpa3uami)

1)

2)

6)

3TOT NpOAYKT MCMONb3YETCA TONABKO AN TECTHPOBAHWA 00pa3LOB Ma3KOB H3 HOCA YeJIOBeKa.
HenpaBunbHelit cOOp, XpaHEHWe W TpaHCMOPTHpPOBka 0OpasLOB MOIYT MPHBECTH K HETOYHbIM
pe3yabTaTaM MCMbITAHHH.

Ipn pabote ¢ obpa3uamMu 1 peareHTaMH HaaeBalTe CpeACTBA MHAMBHAYalbHOM 3alUMThl W OAHOPA30Bble
nepyaTky, 4ToObl NPeAOTBPATUTL NI0OYI0 MHEKLMIO UK 3arpa3HEHHE.

[Tocne ocMoTpa BEIMOHTE pyKH M MPOAE3MHULMPYHTE WX AE3MHPHUUHMPYIOLLUM CPEACTBOM.
O6e33apaxuBaiiTe W yTHAM3UPYHTE Bce 00Opa3Libl, MPOAYKT W MOTEHLHANbHO 3arpA3HEHHbIE MaTepHabl,
KaK ecin Obl OHW OblNM WHEKUMOHHBIMHW OTXOJAMH, B KOHTeHHepe ans OHONOrMYeCkH OMacHbIX
OTXO/10B.

OTOT MpPOAYKT AOCTYMEH TONbKO MU TPAHCMOPTHOH Cpelbl, M3 KOTOpOH H3BNEKAETCs Ma3oK M3
HOCOTJIOTKH.

|Mepbl npeaocTopokHOCTH NPH pacuii$pPOBKe pe3y ibTATOB)

1) HeBo3moxHo anarHoctHpoBaTh SARS-CoV-2 Tonbko ¢ MOMOLIBKO AAHHOTO NPOAYKTa, OKOHYATENbHbIE

pELEHNA N0MKHBI ObITh MPUHATBI Bpa4OM BMECTE C APYroit KAMHHUYeCKoH HHOpMaLMeH U pe3yabTaTaMH
OT-IILIP.

[TonoxurenbHble pe3ybTaThl AHANM30B HE HMCKJIOYAIOT COMYTCTBYIOLWMX HWHPEKUMH C ApYrHMH
MaToreHamHu.

JloxxHOOTpHUATENbHBIH pE3yabTaT TECTa MOXET BO3HWKHYTb, €CJM YPOBEHb BHPYCHOrO aHTHreHa B
obpasue Huxe npeaena obHapyxeHHA TecTa WAM ecnn obpaseu Obin cobpaH MM TPaHCMOPTHPOBAaH
HEMpaBWBHO; CNEN0BAaTENbHO, OTPHUATENbHBIH pE3yNbTaT TeCTa HE HWCKIIOYAET BO3MOXCHOCTH
3apaxeHna SARS-CoV-2.

Peructpamug MU B Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru




4) DTOT nMpoaykT onpenenseT Hanuune aHTUreHoB SARS-CoV-2, a cuna TecToBOH NMHUK M KOHLEHTpaUMs
aHTUreHoB SARS-CoV-2 He UMeIoT 3HaYeHHs.

5) MoHoknOHaNbHblE  A@HTUTENAa MOFYT He OOHapykuBaTb WAW  OOHapyXuBaTb C  MEHblUEH
4yBCTBUTENbHOCTLIO BUpycbl SARS-CoV-2, koTopble nperepnenu He3HaYUTENbHblE aMHUHOKHUCIOTHbIE
M3MEHEHHUs B 00/1aCTH ANUTONA-MHLUEHH.

6) OTOT NpoayKT He pa3nuuaeT MHPekunn SARS-CoV n SARS-CoV-2.

7) CuuTbiBaHHWE PE3yNbTaTOB TECTA paHEE, YEM 4epe3 15 MHUHYT MnM nodxe, yem uyepe3 20 MUHYT nmocne
nobaBneHns obpa3la, MOXeT NpPUBECTH K OWNOOYHbIM pe3ynbrataM. [1poBepaiite pesynsrarhl oT 15 1o
20 MUHYT.

8) OO0pasubl, XpaHALLMECS B TPAHCMIOPTHOM cpele, HE MOryT ObITb HCMOB30BaHbI.

9) KinHuyeckue noka3aTeNyd OUEHUBAINUCL C HMCMOJb30BAHWEM 3aMOPOXEHHbIX 00pa3LoB, a pe3ynbTaTbl
TECTUPOBAHHA MOTYT OT/IHYATbCA CO CBEXHMMHU 00pasuamu.

10) OrtpuuarenbHble pe3ynbTatbl TeCTa He MNpelHa3HauyeHbl [ HMCKIIOYEHHA OPYrMX BHUPYCHbIX HIH
GaxkTepuanbHbIX HHOEKUNH, He cBA3aHHbIX ¢ SARS-CoV-2.

11) TlonoxuTenbHble M OTPULATENbHbIE NPOrHOCTHYECKUE 3HAYEHHUA B 3HAYMUTENBHOH CTENEHH 3ABMCAT OT
nokaszarefned pacnpocTpaHEHHOCTH. [TonoXUTENbHbIE pe3ynbTaThl TECTOB € OoJbluel BEPOATHOCTbIO
OynyT npeacraBnsTb co0OH J0XKHONONOXKUTENbHbIE pE3yNbTaThl B NEPHOAbl HW3KOH akTHBHOCTH SARS-
CoV-2 unu ee OTCYTCTBMSA, KOra pacnpoCTpaHEHHOCTb 3aboneBaHns HeBenuka. JIoxHOOTpHUATENbHbIE
pesynbTaThl TeCTa 60s1€e BEPOATHBI, KOraa pacnpocTpaHeHHOCTb 3aboneBaHus, Bbi3BaHHOro SARS-CoV-
2, BbICOKa.

12) DddekTUBHOCTb ITOro Tecta He OLUEHHBanach [/ MCMOAb30BaHUA Yy NauMeHTOB Oe3 MpHU3HaKoB M
CHMMNTOMOB PECMMPATOPHONH MHOEKLMH, N pe3yNbTaTbl MOTYT OTJIMYATLCA Y GECCHMNTOMHbIX NIOAEH.

XAPAKTEPUCTHUKA SODPEKTUBHOCTHU
Kannnueckasn abdexTHBHOCTD

DdodextusHocTh GeneFinder TM COVID-19 Ag Plus Rapid Test (HasanbHbiii) 6bina yctanoBneHa Ha 170 npambix
HasanbHbIX MasKax, NpeNBapMTENbHO COOpaHHbIX M 3aperMCTPUPOBAHHBIX Y JIML, KOTOpblE TECTHPOBANMCh
metonom OT-TLP Ha undekunto SARS-CoV-2. GeneFinder TM COVID-19 Ag Plus Rapid Test (Ha3anbHbiit) no
cpaBHeHHI0 ¢ OT-TILIP nna Ma3koB M3 HOCOTNIOTKH.

RT-PCR
flono. OTpuit. Utoro
GeneFinderTM COVID-19 | [Tonox. 65 0 65
Ag Plus Rapid Test | Otpuu. 5 100 105
(Ha3anbHbIi) Hroro 70 100 170

[TonoxurtensHoe npoueHTHoe cooTBeTcTBHE (PPA): 92,86% (95% CI: 84, 34%- 96,91%)
OtpuuatenbHoe npoueHTHoe cootsetcTBUe (NPA): 100,00% (95% CI: 96,30% - 100,00%)

ITopor yyBcTBUHTEALHOCTH [LOD]

LoD coctasaser 0,75 x 10° TCIC50/mn. B wuccnemosaHuu wucrons3osancs wramm  “2019-
nCoV/T'onkour/VM20001061/2020”. Tutp KynbTHBHPYEMOro Bupyca Obil MOATBEPHKAEH aHaJM30M

TCIDsp.

I Tama 2019-nCoV/I'ottkoHr/VM20001061/2020

TiTp 3anaca 3,16 x 10 ° TCID so/Mn

Konu. (TCID.50/mn) 3,00x10° 1,50 x 10° 7.50 x 10° 3,75 x1,88x10°
TouHOCTD 100% 100% 100% 44.4% 0%

LoD 7.50 x 10 * TCID s;/Mn

flepexpecTHas peakTHBHOCTb

IlepexpectHas peaktuBHocTh  GeneFinder TM COVID-19 Ag Plus Rapid Test (HazanbHblii) oueHUBanach nyTem
TECTUPOBAHWA TIpyMNMnbl PECNUPaTOPHbIX MAaTOr€HOB C BbICOKOH pacnpOCTPaHEHHOCTbIO, KOTOpblE MOIIH
noTeHUManbHo nepekpecTHo pearupoBath ¢ GeneFinderTM COVID-19 Ag Plus Rapid Test (HazanbHbiit).
Kaxnblii opraHM3M W BHpYC TECTHpPOBaIMCb TpH pasa. KOHeuHass KOHUEHTpauMs KaXIOro OpraHusma
npencTaBieHa B cienyiowei Tabnuue.
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TlepekpecTHas peakTHBHOCTL

figrerunatsHelii nepeKkpecTHblii peareHT  KoHueHTpauus
1,00 X 10 " TCID so/sn

YeaoBeyec kil kopoHasipyc 229E Otpuu.
Yeaoseucckiil koponasipyc OC43 1.26 X 10> TCID so/mint Orpuut.
Yeaoseyeckitii koporasnpyc NL63 1,00 X 10 ¥ TCID sp/sin OTpHuL.
Aacwosupyc |-ro Tna 2,57 X 10° TCID sy/sin Orpuu.
AXFHOBHpYC 2-r0 THNA 1.15 X 10° TCIDS o/sn Otpuu.
AJCHOBHPYC 3-10 THNA 3,80 X 10 * TCID50/sn Orpuu.
AJenoBHpYC S-ro TiNa 3.39 X 10° TCID50/sn Orpuut.
hMPV 27 Tun A2 3.80 X 10 TCID50/ma Otpsiue..
Bupyc naparpunna | 9.12 X " TCID50/sn Orpuul..
Bupyc naparpunna 2 01,00 X 10° TCID50/Mn Orpuu..
Bupyc naparpinna 3 257 X mTClDS[/.\m Otpuu..
Bupyc naparpiunna 4a 3,80 X 10 * TCIDS0/mn Otpuut,
Bupyc naparpunna 4b 01,00 X 10 °* TCID50/mn Orpuu..
punn A 4800 sr HA/Mn OTpHiL..
Fpwmn B 4096 HA en/mn Orpiu..
SHTepoBHpYC 1,00 X 10° TCIDS o/sn OrpiL.
PecnipatopHo-cHHUMTHANbH.IN BHPYC A 01,00 X 10 ° TCID50/sn Otpiu.
PecnupatopHo-cHHI THANLHLIA Bupyc B 01,00 X 10 ° TCID50/Mn Otphu.
Punosrpyc 01,00 X 10 * TCID50/stn Otpuu.
MERS -koponasipyc 01,00 X 10 " TCID50/x O1puu.
Sweptococcus pneumoniac 262 1,00 X 10 * KOE/mn Otpuu.
Legionella pneumophila 1,00 X 10° KOE/mn O1puu.
Candida albicans 1,00 X 10* KOE/mn Orpmu,
Streptococcus pyogenes 1,00 X 10 ® KOE/mn Otpuu.
Mycoplasma pneumoniac 1,00 X 10 ® KOE/Mn Otpuu.
Haemophilus influcnzae Tin b 1,00 X 10° KOE/mn Orpuit.

HAOTeHHbIe/IK30reHHble HHTephepeHUHOHHble BelLlecTBa
lMoTeHUManbHbIX MHTEPGEPUPYIOWMX BELLUECTB, MEPEUMUCNEHHbIX HUKE, He O0OHapyxeHo. OfHako, aHOPMaJbHO

BbICOKAasAs KOHUEHTpauus B 06pa3ue MOXET NPHUBECTH K HETOHYHbIM HU3KHM HJIU BbICOKHM pE3ybTaTaM.

WHrepdepupviowne sewecrsa KoHuerntauua Pesysprar
3HAOTEHHbIN MyumuH 1 mr/mn OTpUuUaTeNbHLIN
LlenbHan Kposb 5% OTpHruaTenbHbIi
HasanbHbIN cNpei uam kanam DeHnnsdpuH 7.5% OTprUaTENbHBIN
Xnopua Hatpua 5% OTpruaTenbHbin
OKCMMET330/1H 10 mKr/mn OrpruaTtenbHblt
fomeonaTn4ecKuit Ha3anbHbIW Cnpen NponuoHat ®nyTrKa3oHa 0.5% OrpuuarenvHbiv
ByaecoHua 3,15 mr/mn OTpuruatensHoin
JlekcameTa3oH 0,25 mr/mn OTtpuuatenbHbin
AHTU6MOTHK, Ha3anbHan mMasb MynupoumnH 0,6 mr/mn OTpHULATENbHBIN
AHTHEHMOTUXK, CUCTEMHBIN TobpamuumnH 10 mkr/mn OTpULATENbHDBIN
MpPOTMBOBOCNANMUTENbHBIW NpenapaTt AUETUNCINNUMNOBAA KUCNOTA 0,5mr/mMn OT1pruaTenbHbI
NpoTHBOBHPYCHOE CPeACTBO 3aHamueup S mr/ma OTpHUATENbHDbIN
Ocenbvtamusunp Pocear 1mr/mn OTpruarenbHbIn

Xyr-3hdeKT ¢ BbICOKOH 1030H

GeneFinderTM COVID-19 Ag Plus Rapid Test (Ha3anbHblit) Gbl1 IPOTECTHPOBAH B KOHUEH Tpauuu 10 0,75 x 10°
TCID s¢/MN TepMOMHAKTHBHPOBaHHOro wtamma SARS-CoV-2, 4To npeacrasaseT codoi koHueHtpaumio B 100
pas3 npesblWatoWHii nopor 4yscteutenbHocTH (LoD). Xyk- 3ddexTa B BLICOKUX H03ax HE 0OHapy»KeHO.

Ccblakn
» LleHtpbl Mo koHTpoato M npodunaktuke 3adonesanuit (2020] https://www.cdc.gov/coronavirus/2019-

ncov/index.html

m [I34 Yxkoy, Cun-Jly SH, Canb-I'yan Ban u ap., Benblwka nHeBMOHMH, CBA3aHHAA C HOBbIM KOPOHABHPYCOM
BEPOATHOIO MPOUCXOXAEHHA NeTy4ux Mblwwei. Nature. 2020 MapT;579(7798]: 270-273




CHMBO 3nauenne CHMBOJI 3Hadyenie

3JTOT NpOayKT v bl
COO%BCTCTByeT :ne(;‘r::HgMonﬂHH .
TpeOOBaHUAM PEACTaBHUTEJIb B
upekTHBbl 98/79/EC o0 EC | REP EBporefickoM
MEAHLUKHCKOM
AWarHOCTHYECKOM coobluecTse
YCTPO#CTBE in Vvitro.
— 1o O3nakombTeCh c TemnepaTypHble
| 1 [ HHCTPYKUHE#H Y OrpaHHYEHHUA
—_— 101530 BaTes
i Hcnoab3oBaTh 20 He MCIONb30BATh

MOBTOpPHO

_ Meawussickudit  nmpubop BHumanue,
VD 19 AMArHOCTHKH in Vitro 03HaKOMbTECh (©

npujara€MbIMH

NOKYMEHTaMH.
B | Koa naptuu [1pousBoauTens
i
LOT |
Ne B xaranore ConepxHuT MHOpMaLHio,

REF W HeoOxoaumy0 ans <n>

TECTOB.
IIpoussoauTens:

ml  OSANG Healthcare Co., Ltd. 132, Anyangcheondong-ro, Dongan-gu, Anyang-si, Gyeonggi-do,
Korea (14040) www.osanghc.com

[EcTrer] ObelisS.A. Bd. General Wahis 53, 1030 Brussels, Belgium C €
Ten.: +(32] 2.732.59.54 ®axc: +(32] 2.732.60.03 JnexrpoHHas noura: mail@obelis.net

Hudopmauus o npoussoauTesie ¥ €ro YMNOJHOMOYEHHOM MPEACTABHUTENE CTEPUIbHBIX TaMIOHOB
NpyBEIEHA HHXKE.

Tamnon pns or6opa npob obpasua

ml Zhejiang Gongdong Medical Tchnology Co., Ltd. No.10 Beiyuan Ave., Huangyan, 318020
Taizhou, Zhejiang, People's Republic of China C€
Ten.: +86-576-84115678 DnextponHas nouta: info@chinagongdong.com 0123

[EcTrer] Shanghai International Holding corp. GmbH Eiffestrasse80, 20537Hamburg, Germany Tel:
+49-40-2513175

m FA INC. 10-5 Myeonghaksandanseo-ro, Yeondong-myeon, Sejong-si, 30068, South KOREA
www.facompany.co.kr Ten.: +82-44-862-9134 E-mail: fa@facompany.co.kr
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[Eele=] MT Promedt Consulting GmbH Altenhofstrasse 80, 66386 St, Ingbert, Germany www.mt-
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GeneFinder™

COVID-19 Ag Plus Rapid Test

"ar in vitre diagnostics use only.
or professional use only.

Haase follow the instructions carefully when performing the test.

NTENDED USE

Fhe GeneFinder™ COVID-1% Ag Mus Rapid Teat is & lateral flow immunachromatagraphic assay i intended for the gualitetive detection af antigen trom
LARS-Ca¥-2 in nasopl or ranal swab directly coliscted, ar nasepharyngeal swab collected in transport media, from Indriduats
spacted o1 COVIL-19 by their healthcar previder within sight days of syrmptam ansel.

NTRODUCTION & PRINCIPLE

The GeneFinder™ cr.Mn 1% Ag Plus Rapid Tent i baned an a lateral fiow immunossasy. The o
with SARS-Col id protein on the test line. Ancthar o peet
antibodies are hound te callsidal gold, Wien the sample is leaded to the samale inlet, SARS-Cel that were with eellaical gold
~ano-particien, snd SARS-CeV-2 antigen comalazen ars farmed and travel up the strip. Tha comalexus will be captured by coatad antibodies an the
marmbrane, and than the Line will form 3 visible red line, The prosence of SARS-Co-2 antigan will be ind-cated by 2 vinible ned tast Lita in T-marked

etta contains membranes which are gra-coated

rostian an side of the reauly windew. The contral IC] Lne appears in gach result window when sample has flowed through the strip, The eantral ine
5 used as o procedural cantral. The control Une should shwiys appear IF the test procedurs is perfermnad properly and the reagents am working as
ntended,

]
=

Test cassetie

Extraction butfer tube Tube filter cap

@@3@@
Hd
00000
00800

Baper stand Specimen samgling swal

|Far nasal test]

Pagitive control swak Negative contral swab

- Materaln reguirnd, bist net provided: imer and biohezard waste contalner
- Plense read the <EXTERNAL GUALITY CONTROL> section for instruction and purpases of using the Positive/Megative cantrol swib.
3 can and nasal swab

for handiing ]
11 This praduct is anly wsed tor testing human nessl swab specimens.
2} Incorreet spacimen eollection, storage, and transpart may yield inaccurs
3] Wear perscnal protective equiprment sne disposable gloves when
cantaminatian,

4} After the inspection, clean your hands and disinfect therm with
5} Dueentaminate and dispase ot all samgles, product, and potentislly contaminated matorials 23 It they wee Infactious e T LR
container.

] This product is swsilsble fer FANSHOT Mmedium from anly which Aascoharyngeal swa is axtractod,

[Pracautions for result interpratation]

1] 11 b= not possible ta dingrese SARS-CaV2 infectian aaly with the result of this product, final i t b Interps gt
infarmatien and resutts of RT-PCR by physisian,

2] Pasitive test results do Aot rule eut ea-infectians with cthar pathagens,

3] A false-negative tast resuit may accur if the level of viral sntigen in 8 sample is below the detectian Limit of (e test ar if the sample wans caliested o)
trannported improperly; tharefare, a negative leat fesilt 2oes not climinate the passibility of SARS-CaV-2 infection.

4] This praduct detarmings the prosence of SARS-CaV-Z antigens, and the strength of the test line and the cancentration ef SARS-CoV-2 antigens as
irrelevant.

8| Monacional antibodies miy

3 ta detect or detect with luss sansitivity, SARS-CoV-2 viruses Lhal have Undergone minor aming acid changes in

tmrget spitape Fegien,
41 This product cannot distinguish betwren SARS-Ca¥ and SARS-Cal-2 infectians.
ing est resulis earlier than o Later than fruem wdding L sample My yieis scranecus results. Check the resulis from 1

minutes to 20 minutes.
B) Samples stored in = transpart medium cannot be used.
4] Glinical perfarmancs was evaluated with frozen sAmales, ane 1t periormance may be different with fresh samples

10] Negative 195t results are not intended te fuls eut Bther non-SARS-Cov-1 virsl er bacterial infections.
11| Pasitive and negative predictive volues are highty dependent gn prevelence rates. Postive tost results are mare likely 1o represent falso-pasdne
results during periads af [Mleine ety disease tow, Fal gatlve Lest resul mare likety whn pravilencs

of disease caused by SARS-CoV-2 is high.
12] Tha perermance of this test has not Seen svaluated for use in patients withou! signs and symptams of respiratary infection end performance may
difler in asymatematic indnvidsal

PERFORMANCE CHARACTERISTIC

Clinicsl parformance

The parfarmance of the GeneFinder™ COVID-19 Ag Plus Rapid Tast wis established with 170 diract nanal swabs prespectively collected and anralle:
fram indridials whe tested with o RT-PCR mathod far SARS-CaV.2 infactian. The parfarmance af the GeneFinder™ COVID-19 Ag Plus Rapid Tes
carmpared ta RT-PCA for nasopharyngenl mwats.

RT-PCR
Positive Negative Total
Pasitive 45 o pry
GanaFindar™ COVID-19 Ag Flus
Nagative 4 5
Rapiu Test L i
Tatal 78 100 8

Pasitive Percent Agraemant [FRAL: 92,84% [95% Ol B2 34% - 96.91%]
Megative Farcent Agreemant (NPAl- 100,00% [95% C1: 94.30% - 100.00%|

Limit of detection [LoD]
The LoD i 0.75 & 10° TCI0wmL. The sludy used “2015-nCaV/Heng Kong/VM2E001061/20207 strasn. Tne titer of culs
by TCIO, snsay.

reg wrus wus confirmed

FEEQOSTT / te use for nasal it imelud for nasal spacimen. roere TS mC s Fana ACCaNoa 2
Ruference Ho. FREQOSTT FREOISTE St Hhar 316 %10 Tl imL
Inerructons for use 1 1 Conc. [TCID,fmL] 200107 150t T50 % 107 175107 188 x 10"
— B 25 Accuracy 0 100% "o Y [
SRl = = LoD 2,50 10F TCIDLmL
Tuta Niler ez 7 )
Specimen Lampling mess For resel feat) 25 2%

Bestive coremi swat

Cress-re
Crass-reactivity af the GeneFindur™ COVO-17 Ag Plus Rapid Test wes svaluated by testing @ panet of high prevalencs respirsiory pashogens that couss

rre——— = . pal iy with the = COVID- 19 Ag Plus Regid Test. Each organism and wirss wers lestd in triplicate. The final concentratan
o each organism is docurnented in the following tatle,
Pz sams [ ]
Fatantis: cras—wartam Comteniation Craterasciiey
STaLRGE aurmian carenmerus TI9E 100X 12" TEHDimL Fragatr
- The shelf Uit is up ta 24 manths a1 2-30°C Hurnae eoraines OCA1 134 19 TEIDWAmL Fagaine
. De rat freeze the procust ar stare it abave 30°C. s e T —— P
COLLECTION io P — 237 00 TCiDwiL [
- Spacimens shauld be collacted and handled in 2 stancard mannar acesrding 1o health autharity guidelines, Aderererin Tyed 195 ¥ 807 TEIDwmL. g
. Spmeirnens shauld be tested an aaen as possiole aMer callecting, o e T e
- Inadwquata specimen caliection, handling. and/er transport may yisld » falsa negative resuly; theretare, tmining in sascimen caltectian Is nighty =
rmcarmmended for accurate test ranults. Adsnaarun e i e Neginia
C it in st used immedistely sfter callacting saecimen, i can be stares and used 35 shown Beiow, MY 2T Tywe 3 380 % 10" TOD [
Fargintivenss s 1 .12 % 1 TED i Hegather
Recomrmendad storage condition
Parsintlusras wrus 3 100X 10 L e
Tt Hieg
Barsinfluna wrus 3 2mxe rew
e 10 TET L Hagat
- —— — [ — 39531 TR AL Hagaire
[— 4 08 16 T L [
18 -28C [
tiuens & 800 g Hagative
Infiuseaa 2 408 M [
Frreraerus 100 14 TaithwimL et
L — 1,00 10 TEIDwimL gt
Fesziratary syverl veus B 1,00 % AT TEIDmL tieqacne.
[o— 1,00 10° TEIe Hrguie
Irisert the entirs wefl Tip af the Swal into 3 nosiril lusuntly Vi 1o MERScorimarus +.50 2 V0 TEID Heguis
34, o4 an Inch.! You da not need ta ge deepar,
. L Srrvgiacncous preumpeiee 367 50 % 10 Colim Hegaties.
Cirele arsund the nastril 5 timen whils muinteinng cantact with v et
tha irside wall of the nostriL Using the samu swab, repest this Lagieneiza snaumaphia 100 2 SFL Hgative
collectian process in the ather nostril i T —— e
SWAB BOTH NOSTRILS carsfully as shown.
Sirapiacoceus pregenes 2,20 % 10* SFuimL Hagaine
3. Hiyoeplmmrres prasurmasis 1T SFLmL prev
[ —— .00 % 10 SrLmL [

Stir tha specimen sampling swah
in the oxtraction buffar tube mene
than 10 times.

Snusne aut the swab by squeezing
the exirnction kubfar tube with
yaur fingers to extract all samala
callucted.

Flace the tuba filter cap with fuse,

€ e © c [
T T T T Es
Magative Pasitive It

11 & cotornd band will appear 31 the © tine lcartrsl linel, 01 the result window 10 shew Uat 1Ne (28t 15 working progerty.
2| Red bands appear &t Bath € and T linelControl and twat Ling], The antigen of tha COVID-15 virug iS present (n the sample,
ex hiew faint the result in consigered pasitive.
d in eanjunction with the slnicul histary and other data available.
= & mirang pasitive specimen may cause the santral line 10 appear Burred, but the reading of the resulis in not affected,

Apply 4 draps varticaliy af
she solutian ints the sample Inlet.
Reau in 16-20 minutis,

INTERPRETATIGN OF RESULTS

-0
4 n

EXTERMAL QUALITY CONTROL [Positive/Megathes Control swab]

External posame and regative control swans are supplied in the kit and should be fested wsing 178 same procedure 2 used far petien: sascimens. The
pasitive contral swad centaens racombinant protein as SARS-Cov-2 sniger.,
The control swabs are and 12 ensure perfor ¢ the = COVID-19 Ag Plus Rapid Test, and are
wused ta verty the ussr's abilty 1o property parfaren the 185t and interpres the results. Tha pesitive contral swab wil producs & pesitive test result. and
has been manutaetursd 1o prodice 2 visiale test line. The negative control mwab will praduce @ negative fest resuls.

i the correct contral rasulis are not abtained, de not perfarm patient tesl or feSert patiant resulis.
Contact techricsl support before testing patient spesimens.

gty ol swal

Mwgative control swab
result

E: E:

Positive cantral swal
rFasult

1) star mwens in utte e than 10 trmes.
23 Fallow steps 2-4 of the lest procedure far nasal swab,

=Caution: Contrel use anly.

Do not use tha pesitive or negative cantrol swab for specimen collection.

WARNING AND PRECAUTIONS

Denaral Precautions!

1] For prefessionsl and in vitro dagrostic use only.

2] Do not re-use any contents in the groduct.

31 De nat use If any content packag is damaged.

4] Fedlow the instructions for ues carefully. o there is nat followed, the rellability of the test res
51 Do ot use the product beyant the labeled expiry date.

&1 Do not arbltrarity dissssemble or alter the pracuct,

71 Pertarm the te tree ot

{Precautions for handling preductsl
1! Stare the product sl 2-30°C in is sealed pauch.

2 1t stored st 2-8°C, keep it 81 18-30"C far 30 minutes bafore opening the preduct bufars use.
31 Goen the pouch immedistely betcrs inspection and place the cossette on o clesn, Ml surface.

4] Use within 15 minutes gfonening the Rcksgs 1o @revent the cassetie from bwing wxpesed to malsiure.
8] Avoid mry foruign subs contaminsting the sa 81 30 mensuring windew,
&1 1 there o wvidwncs of

71 0o nat i wiy contents SO At feed
8| Do not mave the cesse)

aﬁtpw]ﬁﬂb@newmeﬂlu

There wes na interference for potential interering sutsances lisied belaw. However,
Lo ar high rsults,

azsrtarance suhatances Cancemration
Fucin 1 mgimL
Erdogenoa
Whata slosa e
Freryiapheine [
Piamal Spory o dreps Sadim chicride =
Coeprarazaing 0t
Framonsone Fregiznate e
Momesnathe Sasal Gpray Busesonss .16 gl
[— o7mmahmL
Arsiatie, Masal aissmnt [ 0.6 gt
actibatie, wrleme Tabumyein 10 gL
[ — Acwrpamicpc wod o2 maimL
Tanuemi B mgimL
Aeniaret drugs
Costirmrar Shzsshate 1 gk

High-dase hook sffact
The GeneFindar™ COVID-19 Ag Plus Ranid Test was testud up ta 0,75 % 10° TCID,,/mi of hast-insctivated SARS-CoV-2 strain, which i
of 100 tirmes the limit of deteetion (LoDl Mo high-fase hook effect wis observed.

& eaneentration

REFEREWCE
+ Canters for Disease Contral & f2 narril
+ Pang Zhau, Xing-Low Yans. Wang, et al. A pr ia gutbreak wath & of probable bat orgin.
Mature. 2020 MurSTHTTSE]: T70-Z72
sYMBOL
Symbal Description Dencription
c € This product Tulhiis the reguiremunts of Directve Autharisd representative in the Eurcpean
FBTSIEC e in vitro Diagnostic medicsl devies, carmmunity,

Consult instructions for use. Da nol re-use.

Lm&“‘“ . B, General Wahis 53, 1030 Srussels, S-Iqwm Tal: +[32] Z.TILEY. 64 !m =321 2,732.60.03 E-Mall: mai@obelis.net

B elbang sl Greonggi-do 14088,

Use by cate, Ca

. conaull eecampanying docurments.

In vitra diagrestic medical device. Munufecturar,

Batch code, Temperature Limitation.

di~|L[>e E i

Caontains sufficient far <n> Lesis,

Moo

. Maran (140400 www.osanghe,cam

(@ Lesy c\'\(,\\

€o., L1 132, qu, Anyang-sl.

Fer drd &itharized reprasentative information for steriln swabs is 8 Delow,
’pleim sampling swab
mal Znejiang nnumnu Medicat Tehnolagy Ca., Lid, No.10 Beiyuan Ave., Husngyan, 318020 Taizheu, Zhejiang, People's Republic of China

CE

E-mail: infal@chinsgangeang.com 0z
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Monens OI-01SA-SP
GeneFinderTM COVID-19 Ag Plus Rapid Test

TonabKo NJI HCHOJIB30BAHUS B AHATHOCTHKE in vitro.

Toubko 11 NpodecCHOHATLHOT0 HCII0Ib30BAHHS .

[IpH BBINOAHEHUM TECTA YETKO CEAYHTE HHCTPYKLMAM.

ITPUMEHEHHE

GeneFinderTM COVID-19 Ag Plus Rapid Test npeacrasaser cofoi MMMyHOXpoMaTorpaduueckuit
aHanu3 GOKOBOro NOTOKa, MpeHa3HaYeHHbIH /1 KAYECTBEHHOrO BblsB/IeHNs aHTUreHa SARS-CoV-2 B
00pasuax HOCOTJIOTOYHOTO MM HAa3alIbHOrO Maska, COGPaHHBIX HATIPAMYIO, HIIM HOCOrIOTOYHOIO Maska,
coOpaHHOro B TPAHCTIOPTHOM cpeje, y il ¢ nofo3peruem Ha COVID-19 ux neuauinm Bpadom B
TeYeHHe BOCbMH JIHEH nociie MosBAeH!s CHMIITOMOB.

ONMCAHHUE U IPAHIINATI

GeneFinderTM COVID-19 Ag Plus Rapid Test ocHoBan Ha MMMyHOMEPMEHTHOM aHaW3e GOKOBOTO
notoka. Kaccera conepxur memOpaHbl, MpeABAPUTESILHO MOKPBIThIE MOHOK/IOHATBHBIMH aHTHTENAMH K
HyKJIeOKancuaHomy Oesky aHTH-SARS-CoV-2 Ha TecToBO# MHKK. JIpyrie MOHOKIOHAIbHbIE aHTHTENA
Kk Oenky Hykieokancuaa aHTH-SARS-CoV-2 cessaHel ¢ KOMTOMIHBIM 3070ToM. Korma ofpasen
3arpy’aeTca BO BXOJHOE OTBepcTHe s oOpasua, anturena SARS-CoV-2, KOHBIOTMpOBaHHBIE ¢
HaHOYaCTHLAMM  KOJUIOMJHOrO 30710Ta, M KoMmnaekchl aHTHreHa SARS-CoV-2 obpasyiorca wu
MEepEMELIAIOTCS BBEPX MO MOJIOCKE. ITH KOMMIEKCH OyayT y/iaBiuBaThCs HAaHECCHHBIMM Ha MeMOpaHy
aHTHUTEJIaMH, MOC/Ie Yero Ha noJioce obpasyercs Buaumas kpacHas AuHUs. O Haauyuu aHTureHa SARS-
CoV-2 Gyner cBUAETENbCTBOBATL BMAMMAs KpacHas TeCTOBas nosocka B obnacth T cGoKy OT OkHa
pesy/ipTaToB. KoHTponbHas snnus (C) nossisercs B KaKaA0M OKHE Pe3yJ/ibTaToB, KOraa Mmpoba MpoXoauT
uepes nosiocky. KOHTposibHAs JIMHMA WCMONb3YeTCs B KaueCTBE KOHTPOMs npouemypbl. KoHTponsHas
JIHHUS I0IDKHA MOABJIATECA BCEr/la, eC/iM Mpoueaypa TeCTHPOBAHMS BHIMOMHEHA [PABHIBHO M PEAreHTbI
paboTaroT Kak MoaokKeHo.

B KOMILIEKT BXOJAT

== =

| GenuFingar

=

TectoBan kaccera TpoGupka-Gydep Konna4ok npobupks
|
i —— — —— —T
|
Tamnou ana
o _ anaﬂmo:-'( j;ﬁolja TToaoKuTENEHBIIT OtpuuarenbHeif
YMa@KHAS N0ACTABKA : pil KOHTDOMbHBII MA30K KOHTPOJIBHBI MA30K

Ha3aTEHOTO TecTa)

-Heobxonumble, HO He MpeaOCTaBNsSEMble MATEPHANIBI: YaChl U KOHTEHHep st GUOJIOrHYECKH OMAaCHBIX
OTXOA0B

- Tlpouture pasnen <BHEILIHWM KOHTPOJIb KAYECTBA> ans MOJTyYeHHs WHCTPYKIIHH H Liefei
UCTIONBE30BAHMS T10/107KUTEIbHOIO/OTPULIATENBHOTO KOHTPOJIBHOIO Ma3Ka.

- OTOT NPOYKT MOKHO MCMOB30BaTh KAK A/ B3ATHA Ma3Kka M3 HOCOIJIOTKHM, TaK M [UIS B3ATHS MasKka U3
HoCA.
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- Homepa no cesuike FBE00572 / FBE00578 / FBE00591 / FBEQOS79 pekoMeHyeTcst MCMOIB30BATh 1A
aHaAM3a Ma3Ka M3 HOCOIJIOTKM, TOCKOJNbKY B KOMIUIEKT BXOJMT TAaMMNOH [l B3ATHa obpasua us3

HOCOI'JIOTKH.

Homep ccbinku. FBE00572 FBE00578 FBE00591 FBE00579
WHCTPYKLMA No 1 1 1 1
NPUMEHEHUIO
TecToBas KacceTa 25 10 25 10
JKcTpakumoHHans BydepHan Tpybka 25 10 25 10
Kpeiwka ¢ douneTpom 1 TpyGKow 25 10 25 10
TamnoH 4na B3ATUS oBpasua (ansA TecTa us 25 10 25 10
HOCOFNOTKK)

MonoXWTenbHbIR KOHTPOMLHbIA TaMNOH 1 1 0 0
OTpuuaTenbHbIA KOHTPONBHLIA TAMNOH 1 1 0 0
Moacraska 1 1 1 1
DymaxHas

XPAHEHUE

- Cpok xpaHeHus 10 24 mecsues npu temneparype 2-30°C
- He 3amopakuBaiiTe NpoyKT ¥ He XpaHuTe ero npu Temnepartype Boiwe 30°C.

3ABOP U IOAT'OTOBKA OBPA3IIOB

- 3a6op 1 06paboTKy 06pasLoB cleayeT NPOBOANTH CTAHAAPTHBIM 0GPa30OM B COOTBETCTBHMHM C
peKOMEHAALMAMU OPraHOB 3/1paBOOXPAHEHHUS.

- O6pasiibl AOKHBI OBITH HCCIIE0BAHBI MO BO3MOYKHOCTH Cpasy nocie zabopa.

- HenpaBuibHsii 3a60p, 06paGoTka W/uim nepeHocka 06pasLioB MOTYT AaTh JIOKHOOTPHLATEIbHBIA
pe3yJ/IbTAT, 03TOMY AJ1sl MOJLy4EHHs TOUHBIX PE3y/IbTaTOB TECTA PEKOMEHAYETCs MPOHTH oby4eHue rno
npoueaype 3abopa oOpasuos.

- Ecniu o6pasisl XpaHaTcst B TPAHCTIOPTHOM ¢pee, A0CTYTHBIMUA TPAHCIIOPTHBIMU CPEaMH SBJIAIOTCSA

clleyIoLIHe.

Hponykr. ... . | Kan.Ne IlponsBoanTeab
UTM-RT 330C COPAN Diagnostics
TpaHcriopTHas cpea AJis UTM-001B Noble Biosciences, Inc
kauHu4eckux Bupycos (CTM)

IVD tpancnopTHas cpeaa V1000 IVDLAB Co., Ltd.
TpancnoprHas cpeaa ASAN (IT) | AM608-10 ASAN Pharm.Co.,Ltd

Eciu OH He HCronb3yeTes cpasy nocie 3abopa o6pasua, OH MOJKET XPaHUTbCS M HCMOJIb30BATHCH, Kak
MoKa3aHo HHXKe.

e PeKkoMeH/IyeMble YCI0BUS XpaHeHHs!

Temmeparypa Bpemst

-18°C He noaxoaut
HazodapunranbHbli Ma3ok 2-8°C 4 Jaca

15-25'C 1 vac
HazodapuHraipHbIM Ma30K U -18°C 3amopo3nThb 1 Cpasy BbiBPOCUTb
TpaHCIOopTHas cpela 2-8°C 12 yacos

15-25°C 8 yacos
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MPOLEIYPA MPOBEAEHHS TECTA
(1as ma3Ka H3 HOCOIJIOTKH)

Fe reieey ps 4
Kpriupcit ¢ TpyEiod PACTEORA RO YCHROR
oTeepomee Ans ofpasus.

CREMTR ERLIRTAT.
o i w@pes 15~20 mukyT.
e ] TRSSCNODTRCS ODESS
D § T 30 ey ICEAOU B0 MRS DOCMNETIN

Pacmudposka pe3y1sTaToB

’N—] =7 =) L
p=tic o
|| fe]r -1

Orpuuatenshbiii 2=~ TTonokuTenbHbIH L=

—J) =~ HepeiicTBUTENBHBIH

1) LiseTHas nosnoca mossuTcsA Ha JMHWKM C (KOHTpOJIbHAS JIMHMA) OKHA Pe3yJbTaToB, YTOOBI MOKa3aTh,
yTO TecT paboTaer.

2) KpacHble nosiocel nosestores Ha o0enx nuHuax C u T (koHTposibHAs U TecTOBasA JMHMH). AHTHIEH
supyca COVID-19 npucyrctsyer B obpasLie.

* Hanuuue J000M JIMHHM, HE3aBHCMMO OT TOrO, HACKONBKO CJa0bli pesy/bTaT, CHMTAeTCA
MOJIOKUTEIBHBIM.

* TonoxuTeNbHBIE Pe3yJIbTAThl CJEAYET pacCMaTpHBaTh B COYETAHHH C MCTOpHEH Gone3sHH W ApyruMH
MMEIOILIMMHCS AaHHBIMH.

* [lpu sApKO BBIPAXKEHHOM TMOJIOKHMTEABHOM pe3yJibTaTe KOHTPOJbHAsA JIMHHMA MOMKET BBIMIAAETh
PasMbITON, HO HA MHTEPIPETALIMIO PE3Y/IbTATOB 3TO HE BIIMSET.

BHemHHI KOHTPOJIb KayecTBAa (I0/I0KHTEAbHbIH/OTPHIATEIbHBLIH KOHTPOJIbHBIA Ma30K)

BHeIIHHWE MOMIOKUTENbHBIN M OTPULATENbHBIA KOHTPONBHBIE Ma3sKW [OCTaBAAKOTCA B KOMIUIEKTE H
A07%HbI ObITh NPOTECTUPOBAHBI MO TOM K€ TEXHOJIOIMHU, KOTOpas UCMOIb3yeTes A/ aHaau3a oOpasLos
natyeHTa. [10f0KHUTE/bHBIM KOHTPO/BHbIM Ma30K COAEPIKMT PEKOMOMHAHTHBIA O€NOK B KavyecTBe
antureHa SARS-CoV-2.

KouTposibHblE Ma3ku CHELHanbHO paspaboTaHbl W U3rOTOBJIEHBI A obecrnieueHns IPPEKTUBHOCTH
GeneFinderTM COVID-19 Ag Plus Rapid Test u ucrmonb3yioTcs [/ MNPOBEPKH COCOOHOCTH
nosb30BaTeNls MPAaBWIBHO BBIMOMHATL TeCT M pacluddpoBaTh pesynbTarbl. [ToN0OKUTENbHBIN
KOHTPOILHEIA TAMITOH JAET MOJIOKUTENBHbINA Pe3yabTaT TeCcTa U U3rOTOBJIEH TakkM 00pasoM, YToOEI Ha
Hem Oblna BUAHA JMHUS TecTa, OTpUIATebHbIH KOHTPOJIbHbIA TAMIOH 1a€T OTPULATE/bHbBIH PE3y/bTaT
TecTa.

Ecau npasuiibHbIE PE3Y/IbTAaThl KOHTPOIIS HE MOJTYYEHbl, HE NPOBOMTE TECTHPOBAHKE MALMEHTA K HE cooliualite o
€ro pe3yJbTaTax.
[Nepea TecTupoBaHueM Mpob NaLMeHTOB 0OPATUTECH B CITYKOY TEXHHUECKOH MOJLIEPIKKH.
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l'lpoue,l_vpa B3ATHA I'IO.I'IOH{'HTBJ'[bHOTOf"OTpH].laTeJ'II:HOFD KOHTPOJILHOTO Ma3Kka

1) MMepemeruatitTe KOHTPONBHBIA Ma30k B MPOOUPKE ¢ PaCTBOPOM 3KCTPAKLHOHHOTO Gydepa
Oonee 10 pas.
2) Beinonuute waru 2-4 npolefypb! TECTHPOBAHNA Ma3Ka U3 HOCOTJIOTKH.

* Baumanue: Tonbko mans kouTtpons. He uWcmonb3yiTe MONOKHTENBHBINH  HITH
OTPHULATE/bHBIH KOHTPOIBHEIH Ma3ok s c6opa o6pasiios.

o
URPRNATCN = = e e e THo mmememmme —o oo o2 com = ) IBHBIH MA30K
)| C b |C
T 4 1)

OBUIHUE MEPBI [TPEAOCTOPOXKHOCTH

1)Toabko o npodeccHOHaIBHOrO HCIOIB30BAHUA W IMATHOCTHKM in Vitro.
2)He ucnone3yiite MOBTOPHO Kakoe-11ub0 comepRUMoe MpoayKTa.

3)He ucnosb30BaTh MpH MOBPEXKACHHH YIAKOBKH.

4)BHUMATENBHO Cie/TyiiTe MHCTPYKLIMAM 110 MPUMEHEHUIO. B NPOTHBHOM Clly4ae HaAeKHOCTb Pe3ybTaTOB
TECTHPOBAHMA He MOXKeT OBITh rapaHTHPOBAHA.

5)He ucnonb3yiite NpoAyKT MOC/IE UCTEUEHHS YKa3aHHOIO CPOKa FOAHOCTH.
6)He pazbupaiiTe U He MeHsATE U3/e/IHe MPOU3BOJIBLHO.

7)IposenuTe aHanu3 B YUCTOH cpeae, 6e3 3arpA3HAIOLIMX BELLECTB,

(Mepb! npeaoCcTOPORHOCTH NPH 00paALLEHHH C MPOAYKTAMH)
1. XpanuTte NpoayKT NpH Temnepatype 2-30°C B 3aneyaTtaHHOM NakeTe.

2.Ipu xpaHenuu npyu temnepatype 2-8 ° C nepxwute ero npu temmeparype 18-30 © C B Teuenue 30 MUHYT, npesxne
HEM OTEDBIBATH M3EJIME Nepel UCTNOIb30BaAHHUEM.

3.07%poiiTe NaKeT HEMOCPECTBEHHO Mepe]l OCMOTPOM H MOJI0XKHTE KaCCeTy Ha YKHCTYI0 POBHYHO [IOBEPXHOCT.

< Hicnoas3yiite B TeueHHe |5 MHHYT M0C/IE BCKPLITHA YMAKOBKH, YTOObI KAacceTa He MOJABEpPrajach BO3AeHCTBHIO
BAArH.

5.HM30eraiiTe nonagaHus NOCTOPOHHMX BELIECTB HA BXOOHOE OTBEPCTHE H B HIMEPHUTEIbHOE OKHO.

6.Ecau 8 npoOupKe ¢ SKCTPAKLMOHHLIM Oy (hepoM UMEIoTes NpU3HAKY MUKPOOHOrO 3arpsA3HeH s MK Ype3MepHOit
MVTHOCTH. BbIOpOCHTE €€ M 0OpaTHTech B OT/eN O0CTYKHBAHUS KIIMEHTOB,

7.He cvewnBaiiTe CoAepKHMOE APYTUX NMPOLYKTOB C 3TOH KOpoOKOH A1d NPOLYKTOB.

8.He nepememaiite kacceTy BO Bpems TecTa.
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(Mepbl MPea0CTOPOXKHOCTH NpH o0palleHdH ¢ obpasuamu)

1) 3TOT NpOAYKT MCIOJIL3YETCA TOJBKO [ TECTHPOBAHKA 00Pa3 0B Ma3KOB H3 HOCOTJIOTKH YeJI0BeKa.

2) HenpasuibHslii cOop, XpaHeHHe U TPAHCTIOPTUPOBKA 08pa3LIOB MOTYT NMPUBECTH K HETOYHBIM PE3YIbTATAM
MCIBITAHHIA.

3) [Ilpu pabore c ofpa3uamMy U peareHTaM{ HaJeBaiTe Cpe/IcTBA HHAMBHAYAJILHOMN 3allUThI H OJIHOPAa30BhIE
nepyaTky, 4ToObl MPeAOTBPATHTL M00YI0 HH(EKLHMIO UM 3arpA3HEeHHE.

4) Tlocne ocMoTpa BEIMOHTE PYKH U NMPOAe3UHGUUUPYHTE UX Ae3UHOUUMPYIOLMM CPEACTBOM,

5) O0ezzapaxuBaiiTe 0 yTUIU3HPY#HTE Bee 06pasLibl, MPOAYKT U MOTEHLHAIBHO 3arpA3HEHHbBIC MATePHAIIBI,
Kak eciu Obl oHY ObLIM HHQEKUHOHHBIMH OTX0AaMHU, B KOHTEiHepe A1 OMONOrHYeCKH ONacHbIX OTXOM0B.

(Mepb! npeaoCTOPOKHOCTH NPH HHTEPNIPETAIIHH Pe3Y/JILTATOB)

1) Heeo3moxHo puarHoctupoBath HHpekuuro SARS-CoV-2 Toneko no pesynbratam JaHHOroO
NPOAYKTa, OKOHYATE/IbHbIE PeLIeHUs JO/KHBI ObITh OMpe/ie/ieHbl BPaUOM BMECTE C APYrod KIMHHYECKOH
undopmaumei u pesynsratamu RT-PCR. . _

2) TonoxuTeNIbHbIE Pe3yJIbTaThl TECTa HE MCKIIOHAIOT HAMUYME COMYTCTBYIOLWX HHOEKIMH C APYrUMH

BO30YAUTENAMMU.

3) JlokHOOTpHLATE bHBINM PE3y/IbTaT T€CTa MOXKET BOZHMKHYTh, €CIM YPOBEHb BHPYCHOIO aHTUreHa B

obpasue HWKe npenena obHapyxeHus TecTa WM eciu obpasell Obl1 coOpaH WM TPAHCIOPTUPOBAH
eHaIeKaKUM 00pa3oM; MOITOMY OTPULATENIbHBIA pEe3y/lbTaT TECTa HE HWCKIIFOYAeT BO3MOMKHOCTH

zapakeHus SARS-CoV-2.
4) JlauHblil MPoAyKT omnpenenseT Hanuuue antureHos SARS-CoV-2, npu aTOoM cuna TECTOBOM JIMHUH H
KoHLeHTpauus aHTureHoB SARS-CoV-2 He UMEIOT 3HaYeHHU.
5) MOHOK/IOHa/IbHBIE @HTHTEJIA MOTYT HE OOHapYKUTb WM OOHApYKHUTb C MEHBILIEH YyBCTBUTEIBHOCTHIO
Bupychl SARS-CoV-2, koTOpble noABeprivch HE3HAUYMTEIbHBIM AMHHOKHCIOTHBIM H3MEHEHUSIM B
ueneBoii obaacTu anuTona.
6) anHbIi POYKT HEe MOXKeT pasiudaTh HHPeKLHH SARS-CoV u SARS-CoV-2.
7) Tlo cpashenuto ¢ pesyabrataMd RT-PCR, naHHbIA MPOLYKT MOJKET HMMETh 00/iee HH3KYIO
4yYBCTBUTE/ILHOCTD B 0Opasiiax, B3ATEIX Mocne § AHel oT Hauana CHMITOMOB.
8) OO6pasupl, B3sTbie uepe3 8 JHel mocne TMOABNEHMA CHUMITOMOB, CKopee Bcero, OyayT
OTpHLATENbHbIMH, TMOCKOJIbKY  KOJHMYECTBO  AHTHIEHOB  YMEHBLIAETCs B 3aBUCHMOCTH  OT
NpPOAOIKHTENBHOCTH 3ab0N1eBaHHA.
9) INposepka pe3ynbTaToB TecTa paHee 15 MUHYT uan nosaHee 20 MUHYT nocsie BHeceHMs obpasua
MOKET /1aTh OLIMOOYHBIE pe3ysbTaThl. [IpoBepsiite pesyabTaThl OT 15 MHHYT 10 20 MUHYT.
10) Jlns nosydeHus: HauOosiee YyBCTBMTEJBHBIX Pe3Y/IbTATOB [POBOAMTE MPAMOE TECTHPOBAHHE
00pa3LoB naiyeHTa 0€3 TpaHCMOPTHBIX CPEI.
11) Wcnonb30BaHKe TPAHCTIOPTHBIX CPel, OTJIMYHBIX OT OMMCAHHBIX B PYKOBOJCTBE, MOXKET MPUBECTH K
HEBEPHBIM pe3y/bTaTaM.
12) OG6pasupbl, XpaHWBILKECS B TPAHCIOPTHOM Cpele, CoAepsKalled TOJMBbKO HYKJIEHHOBBIE KHCIIOTHI
(NAPT), ucnonb30BaTh HENb3s.
13) Kaunnueckue nokasaresiv OblIM OLIEHEHBI HA 3aMOPOXKEHHbIX 00pasliax, v MoKa3aTesd TeCTa MOryT
OTMYATBECS OT TAKOBBIX HA CBEXHMX 00pasuax.
14) OrpuuartenbHble Pe3yNbTaTbl TeCTa HE MPEAHA3HAYEHbI 18 WCKIIOYEHHs APYTHX BHPYCHBIX HIH
GaxTepuaibHbIX MHOEKIMH, He cBa3aHHbIX ¢ SARS-CoV-2.
15) lNonoxkurenbHas W OTpUUATENIbHAS TPOTHOCTHYECKAs LIEHHOCTb CHJIBHO 3aBMCAT OT YPOBHs
pacnpoCTPaHEHHOCTH,
[loa0xuTENbHBIE PE3Y/IbTaThl TECTA Yallle BCero ABISIOTCS JI0AKHOMOI0KHMTEIbHEIMH B MEPUOABI HU3KOH
axtusHocTH SARS-CoV-2 wiM ee OTCYTCTBMS, KOIJla pacrpoCTpaHeHHOCTh 3abojieBaHUs HH3Kas.
JloEHOOTpHLATENIBHBIE  pe3yJbTaThl TecTa Oosiee BEPOATHLI MPH  BLICOKOW pacrnpoCTPaHeHHOCTH
sabonesanus, BbizaHHOro SARS-CoV-2.

16) hdEeKTUBHOCTL JAHHOIO TECTAa HE OLIGHUBAIACH /UIS MCIIO/b30BAHUA y NaLMEHTOB 6e3 NPU3HAKOB 1
CHMITOMOB PECNUPATOPHOM MHGEKLMH, H Pe3yJIbTaThl MOIYT OTJIHYATLCA Yy MoAeH ¢ 6ECCHMNTOMHbBIM
TCCTOM.

XAPAKTEPUCTHKA D@PEKTUBHOCTH
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Cammmseckas sddextusHocts GeneFinderTM COVID-19 Ag Plus Rapid Test Obina ycraHoBneHa Ha

oczose 199 MPOCTEKTHBHO cOGPaHHBIX Ma3KOB W3 HOCOIJIOTKH, MOMYHEHHBIX OT OTAC/LHBIX MALMCHTOB,
cotopste TectupoBanuch Merogom RT-PCR Ha nHpekunio SARS-CoV-2. Bee oOpasupl B 3apaHee
OnpedeneHHOM AManasoHe JaT ObuiM OTOOpaHbI M 3aTeM MOC/EA0BATENLHO MPOTCCTHPOBAHBI CIICIILIM
wetozom. Jddextusrocts GeneFinderTM COVID-19 Ag Plus Rapid Test no cpasrenuio ¢ RT-PCR ws
Ma3K0B H3 HOCOIJIOTKH.

RT-PCR . .
. : | Honox. . | Ogpan Hroro
GeneFinderTM COVID-19 | [Monox. 145 1 146
Ag Plus Rapid Test OrpHLL. 6 451 457
Hroro 151 452 603

UygcreuTenbHOCTh: 96,03% (95% CI: 91,55- 98,53)
CrewmduunocTs: 99,78% (95% CIL: 98,77 - 99,96)
Iopor ayBcTBHTEAbHOCTH (LoD)

LoD cocrapnser 0,75 x 107 TCIDsy/ma. B uccnenoBanud  MCMOJb30BaNCs  LITAMM "2019-
nCoV/Toukonr/VM20001061/2020". Tutp KyJIbTHBMPOBAHHOrO BMpyca Obil MOATBEPIKICH aHATH3OM

TCIDsp.
HramMm 2019-nCoV/Tonkour/VM20001061/2020
Tutp 3anaca 3,16 x 10 ° TCID sy/mn
Konn. (TCID,50/mu) 3,00x10° 1,50x 10° 0,75x 10° 0,38 0,19x10°
TO9HOCTD - ____100% 100% 100% 0%
LoD = - 0,75 x 10 ° TCID sp/mn

[TepexpecTHas peaKTHBHOCTh

TepekpectHas peaktuBHocTh  GeneFinderTM COVID-19 Ag Plus Rapid Test ouneHuBanach mMyTeMm
TECTMPOBAHMS FPYIIbl PECUPATOPHBIX MAaTOrEHOB C BbICOKOW pAcNpOCTPAaHCHHOCTHIO, KOTOPEIC MOTH
NOTeHUMANBHO repekpecTHo pearuposaTh ¢ GeneFinderTM COVID-19 Ag Plus Rapid Test. Kaxnastit
OpraHW3M M BUPYC TECTHPOBANMChL Tpy pasa. KoHedHas KOHUEHTpauus KakAOro opraHHIMa MpelcTaBieHa B
caeayiouleit Tabauue.

TloTesunaisHbli NEPEKDECTHEIH PEATEHT KonueHTpauus [lepekpecTHas pe
UenoBeucckuil Koponasupyc 229E 1.00 X 10° TCID50/mL OrpuiL

9zsoseuccriit koponasupye OC43 1.26 X 10° TCID30/mL Orpui.

YeaoseyeckHil koponasupyc NL63 1.00 X 10° TCID30/mL OtpHLL.
AxcsoBHpYC |-ro THRA 2.57 X 10° TCID50/mL OTpuL’
AzenoBHpYC 2-I0 THNA 1.15 X 10° TCID50/mL OrpuiL
AZcHOBHDYC 3-r0 THNA 3.80 X 10° TCID50/mL OtpHLL
A 3cH0BHDYC 5-T0 THNA 3.39 X 10° TCID50/mL Otpwit..
BMPY 27 Tun A2 3.80 X 10° TCID50/mL OrpHLL..
Bwupyc naparpunna | 9.12 X 10° TCID50/mL OTtpHiL.
Bapyc naparpunna 2 1.00 X 10° TCID50/mL OTpuuL.
Bupyc naparpanna 3 2.57 X 10°TCID50/mL OTpHLL.
Bupyc naparpunna 4a 3.80 X 10° TCIDS0/mL OtpuLL
Bupyc naparpunna 4b 1.00 X 10° TCID50/mL OTpuu.
Tpann A 4800 ngHA/mL OTpHiL.
Fpunn B 4096 HAen/mMn OTtpuuL.
STCPOBHPYC 1.00 X 10° TCID50/mL OtpHiL.
BeCnHpATOPHO-CHHUMTHANLHBIA BHPYC A 1.00 X 10° TCID50/mL OTpuL.
P CTHDETOPHO-CHHLMTHANBHLIA BHPYC B 1.00 X 10° TCIDS0/mL Orpuu.
Pmn0sHDYT 1.00 X 10° TCID50/mL OrpuL,
MERS-x0pOHaBHPYC 1.00 X 10° TCID50/mL OrpulL,
Strentococcus pneumoniae 262 1.00 X 10* CFU/mL OTpuu.
L ezionella pneumophila 1.00 X 10° CFU/mL OtpHiL,
ida albicans 1.00 X 10° CFU/mL OtpHLL
Streptococcus pyogenes 1.00 X 10° CFU/mL OTpuL
\fycoplasma pneumoniac 1.00 X 10°CFU/mL OrpHLL,
Haemophilus influenzae THn b 1.00 X 10° CFU/mL Otpuit
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1 pg/mL O1puLL.

Sesoscuccxuil koponasupyc HKUI
peEOMOMHAHTHBIH NMONTHOPAZMEPHBIA
SVEICOKANCHAHbIH 0e10K)

Ju10reHHbIe/IK30TeHHbIE HHTepdepeHIIHOHHbIE BELlleCTBA
[loTesuHanbHBIX HHTEP(EPUPYIOLLMX BELLECTB, IEPEUHCIICHHBIX HIkKe, He 0OHapykeHo. OaHako, aHOpMalbHO
ss1COKas KOHLIEHTDALMA B 00pasLie MOXKET MPUBECTH K HETOUHBIM HU3KHM HJIH BLICOKMM pe3ylibTaTaM.

T - PR
3HAOTEeHHbIA MyumH 0,5%(w/v) OTpuuarentHbii
LienbHan KpoBb (AHTukoarynAHT: K2-EDTA) 5% (v/v) OTpUuaTEbHBIA
LensHan kpoBs (AHTuKoaryaaHT: K3-EDTA) 5%(viv) OTpUUaTENbHLIR
LlenbHan kpoBb|AHTHKOarynAHT: Li-TenapuH) 5%(v/v) OTpHUaTeNbHbINA
LlenbHas Kpoeb (AHTukoarynaHT: Na-Uutpar)  5%(viv) OTp1uarTenbHbIi
LlesibHan KpoBb (AHTMKOAryAAHT: Na-fenapuH) 5%(viv) OTpULATENbHBIH
AnbBYMMH YENOBEKA CbIBOPOTOHHbIA 60 mr/ma OTpMuUaTeNLHbIA
Hz3znsHui (Hanau, rens, cnpe) PeHun3dprUH rHaApoXA0pHA 15%(v/v) OTpMuarensHbIi
Xnopug HaTpua 5% wiv) OTpuuarentsHeli
OKCUMETA30NMH 15%(viv) OTpUuaTesbHbIRA
Kpomonux 15%(v/v) OTpuuartentHbli
TomeonaTHYSCKUMI HaZanbHbli cnper MponuoHat PAyTUKAZOHa 5%(viv) OTtpuLaTenbHbli
BynecoHua 3.15 mMr/mn OTpMUATENbHBIH
llexkcamerasoH 0.25 mr/vn OTpuuaTentHbii
TAOKOHMI UMHKE 5%(v/v) OTpMuaTENbHBIH
Anxanon 10% (viv) OTpUuaTENbHbIA
A=TOMOTHK, Ha3anbHaA Masb MynupoLmH 5 mr/mn OTpuyaTtenbHblit
AHTHOMOTHE, CUCTEMHDIH TobpamuuuH 10 Mkr/mn OTpULaTeNbHbIA
MpoTHMBOBOCNANMTEbHBIA Npenapart ALETHMACANULWAOBAA KNCAOTE 3,62 Mmonb/n OTpMUaTENBHbIA
MpoTMBOBMPYCHOE CPRACTBO 3aHamuBMp 5 mr/Mn OTpuuaTenbHbIA
Tamudmio (OcensTamusup Pocdar) 2,5 mr/mn OTprLATeNbHBIA
MacTtunku ana ropna MewnTon/6eH3okanH 1,5 Mr/ma OTpuuaTenbHbli
Cnpe# deHon o1 60nu B ropne PerHon 15% (viv) OTpULaTe/IbHbIA

Xyk-2¢(heKT ¢ BLICOKO# 10300

GeneFinderTM COVID-19 Ag Plus Rapid Test 6611 poTecTHPOBAH B KOHLEHTpaLKH 10 0,75 X 10° TCID s¢/mn
TepPMOHHAKTHBHPOBaHHOTO WwTaMMa SARS-CoV-2, 4To npejicTaBaseT Co00H KOHUEHTPALUIO B 100 pas
npesbLAtoLIHi nopor yyBcTBUTENLHOCTH (LOD). Xyk- s(eKTa B BLICOKUX [03aX He 00HAPYKEHO.
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TECTOB,
IIpomssoanTeas:

= OSANG Healthcare Co., Ltd. 132, Anyangcheondong-ro, Dongan-gu, Anyang-si, Gyeonggi-do, '
Korea (14040) www.osanghc.com
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ObelisS.A. Bd. General Wahis 53, 1030 Brussels, Belgium C€
Tea: +(32] 2.732.59.54 ®akce: +(32] 2.732.60.03 OnekTpoHHas noyra: mail@obelis.net

H=00pMals 0 NPOU3BOMIMTENE H €r0 YTOMHOMOUYEHHOM [PeCTABUTENTE CTEPHJILHBIX TAMITOHOB

NPHBEICHA HUKE.

Masox 113 3a60pa o6pasuos

C€

= Noble Biosciences, Inc. 13-50, Sinbaek-gil, Jeongnam-myeon, Hwaseongsi, Gyeonggi-do, 18521 5505
Korea Ten: +82-31-291-0044

==/ B PHARMA GMBH Max-Planck Str.39a D-50858, K&ln, Germany Ten: 49 (0) 2234 988
1521

= FA INC. 10-5 Myeonghaksandanseo-ro, Yeondong-myeon, Sejong-si, 30068, South KOREA
www.facompany.co.kr Ten.: +82-44-862-9134 E-mail: fa@facompany.co.kr

== MT Promedt Consulting GmbH Altenhofstrasse 80, 66386 St, Ingbert, Germany

Www.mt-procons.com
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