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Intended use . . . X L

The SARS-CoV-2 Rapid Antigen Test is a rapid chromatographic immunoassay for the
qualitative detection of specific antigens of SARS-CoV-2 present in the human nasopharynx.
This test is intended to detect antigen from the SARS-CoV-2 virus in individuals suspected of
COVID-19. This product is strictly intended for professional use in laboratory and Point of Care
environments.

Summary

Coronaviruses can cause a variety of acute and chronic diseases. Common signs of a person
infected with a coronavirus include respiratory symptoms, fever, cough, shortness of breath, and
dyspnea. In more severe cases, infection can cause pneumonia, severe acute respiratory
syndrome, kidney failure, and even death. The 2019 new coronavirus, or SARS-CoV-2, was
discovered due to Wuhan viral pneumonia cases in 2019 and a pandemic was declared by the
World Health Organization on March 11, 2020. WHO confirmed that COVID-19 can cause colds
and more serious diseases such as severe acute respiratory syndrome (SARS).

Test principle

The SARS-CoV-2 Rapid Antigen Test has two pre-coated lines: A “C” Control line and a “T” Test
line on the surface of the nitrocellulose membrane. Both the control line and test line in the result
window are not visible before applying any samples. Mouse monoclonal anti-SARS-CoV-2
antibody is coated on the test line region and mouse monoclonal anti-Chicken IgY antibody is
coated on the control line region. Mouse monoclonal anti-SARS-CoV-2 antibody conjugated with
color particles are used as detectors for the SARS-CoV-2 antigen device. During the test, the
SARS-CoV-2 antigen in the sample interacts with monoclonal anti-SARS-CoV-2 antibody
conjugated with color particles making an antigen-antibody color particle complex. This complex
migrates on the membrane via capillary action to the test line, where it is captured by the mouse
monoclonal anti-SARS-CoV-2 antibody. A colored test line becomes visible in the result window
if anti-SARS-CoV-2 antigens are present in the sample. The intensity of the colored test line
varies depending upon the amount of anti-SARS-CoV-2 antigen present in the sample.

Note: Even if the test line is very faint or not uniform the test result should be interpreted as a
positive result. If anti-SARS-CoV-2 antigens are not present in the sample, no color appears in
the test line. The control line is used for procedural control, and always appears if the test result
is valid. If no control line is visible the test result should be considered as invalid.

Reagents

= mAb anti-COVID19 antibody

= mAb anti-Chicken IgY

= mAb anti-COVID-19 antibody-gold conjugate

= Purified chicken IgY-gold conjugate

Precautions and warnings

= Do not re-use the test kit.

Do not use the test kit if the pouch is damaged or the seal is broken.

Do not use the extraction buffer tube of a different lot.

Do not smoke, drink or eat while handling sample.

Wear personal protective equipment, such as gloves and lab coats when handling kit
reagents. Wash hands thoroughly after the tests are done.

Clean up spills thoroughly using an appropriate disinfectant.

Handle all samples as if they contain infectious agents.

Observe established precautions against microbiological hazards throughout testing
procedures.

Dispose all samples and materials used to perform the test as biohazardous waste.
Laboratory chemical and biohazardous wastes must be handled and discarded in accordance
with all local, state, and national regulations.

Desiccant in foil pouch is to absorb moisture and keep humidity from affecting products. If the
desiccant status indicator changes from yellow to green, the test device in the pouch should
be discarded.

Storage and stability ) : ) . . .
Store the kit at 2-30 °C / 36-86 °F out of direct sunlight. Kit materials are stable until the expiry
date printed on the outer box. Do not freeze the kit.

Materials provided

Test device (individually in a foil pouch with desiccant)

Extraction buffer tube

Nozzle cap

Sterile swab

Film (can be attached to the test device when performing outdoor testing)

Instructions for use

Quick Reference Guide

Materials required (but not provided)

= Timer

Test prep and sample collecti

Careﬂ]l\y read the instructions for using the SARS-CoV-2 Rapid Antigen Test. Please also see

the enclosed Quick Reference Guide (with illustrations) before performing a test.

Preparing for a test

1. Check the expiry date on the back of the foil pouch. Do not use the test, if the expiry date has
passed.

2. Open the foil pouch and remove the test device and the desiccant package. Use the test
immediatedly after opening the pouch.

3. Ensure that the test device is undamaged and that the desiccant status indicator shows valid
(yellow).

4. Perform a QC as required according to the Instructions for Use of the QC material.

Collecting a sample (Nasopharyngeal swab)

1. To collect a nasopharyngeal swab sample, insert a sterile swab into the nostril of the patient,
reaching the surface of the posterior nasopharynx.

2. Using gentle rotation, push the swab until resistance is met at the level of the turbinate.

3. Rotate the swab a few times against the nasopharyngeal wall.

4. Remove the swab from the nostril carefully.

5. Insert the swab into the provided extraction buffer tube. While squeezing the buffer tube, stir
the swab more than 5 times.

6. Remove the swab while squeezing the sides of the tube to extract the liquid from the swab.

7. Press the nozzle cap tightly onto the tube.

8. The sample should be tested as soon as possible after collection.

9. Samples may be stored at room temperature for up to 1 hour or at 2-8 °C/ 36-46 °F for up to
4 hours prior to testing.

Preparing a sample from viral transport media
Prepare a sample from a viral transport medium as shown in the QRG illustration.

Recommended storage condition
2°Cto8°C 25°C

12 hours 8 hours

Viral transport medium (VTM)

Recommended VTMs?)

] ] Recommended storage condition Virus/ Strain Concentration Results Potential interfering substance Concentration Results MU 1AL CLC ChMHerve 3a COVID-19. Tos NPoayKT e NpepHagHadeH 3a npogecnonanta
Viral transport medium (VTM) _ _ _ Bacteria/ ynoTpe6a B N1abopaTopHyt YCrIoBIA 1 [0 NIEFNIOTO Ha BOHUA.
2°Cto8°C 25°C Parasite Nasal sprays or drops Eesnome 6 i
. N N L u i i 0 OpOHaBMpycUTe Morar fia NPUUMHAT PasniHN OCTPU U XPOHWUYHU 3a00NABAHWA. Hau-yectute
) Mo g s sort o (VT el oo B B VT SXTOTOO [ NES | [TeoSmehive Penyesie] S | rc apoAmbyo ok Bsae oo i, S
and can lead to erroneous or invalid results. Several minutes will be required to bring a cold Type 39 1.5 X 106 TCIDsy/ml NEG Afrin Nasal Spray (Oxymetazoline) 10 % (viv) NEG Temneparypa, kawnuua, 3afyx i AucrHen. Mpu no-Texky cnyyav MHQEKLMATE MOXe fa
SamDle o room {emperature g q 9 - 0 MPUYMHY HEBMOHUA, TEXBK OCTBP PECTIMPATOPEH CMHAPOM, 6bBPeYHa HEAOCTaTBYHOCT U AOpH
pl perature. Type 59 4X 105 TCIDsg/ml NEG Saline Nasal Spray 10 % (viv) NEG cmbpT. KopoHaspyceT ot 2019 r. (unn SARS-CoV-2) 6ewwe OTKpUT Mopamy Cllyuau Ha BupycHa
" " Y NHEBMOHMA B YxaH nped 2019 r., u CeeToBHaTa 3apaBHa OpraH13auma 06ABK NaHaemua Ha 11
a) Only use the following VTMs: Copan UTM™ Universal Transport Media, BD™ Universal Viral Type 79 1.5 X 108 TCIDsg/ml NEG Homeopathic allergy relief medicine mapt 2020 r. C30 n(?TB'pr:M, ye COVID-19 Mr»«e;1 Ea I'IpI/NEHM Hac‘rL:AHKM " no-cepﬂoswl
Transport, STANDARD™ Transport Medium. Adenovirus Type 89 4 X105 TCIDgml NEG Homeopathic Zicam Allergy Relief Nasal Gel 5% (vIv) NEG 3200NIABaHYIA, KATO TEXbK OCTBP PECTMpaTopeH cHEpoM (SARS).
Test procedure n My Ha TecTa
1. Apply 3 drops of extracted sample to the specimen well of the test device. Type 119 4 X 10° TCIDso/ml NEG Sodium (?romoglycate . 20 mg/ml NEG BypauAT Tect aa }?HTW’EH Ha SARS-gPV-Z Rapid Amigen_l_]:est 1IMa [18€ NpefBapuUTeNHO
2. Read th test result at 16-30 minutes. _ Type 169 4X10° TCIDgomi NEG Olopatadine Hyarocioride 10 mg/m! NEG EMTHOUETYMORHET MEMBDGlE. KOHTPOMWATa MM W TGCTORATA AR & 1DOG0pELE ¢
A\Do not read test results after 30 minutes. It may give false results. Type 239 4 X105 TCIDagml NEG Anti-viral drugs PEyIITaTU He Ce BIDKOAT NPSay MPUAraHeTo Ha MPo6i. Mullie MOHOKTOHaIHO
. . " . — aHTU-SARS-CoV-2 aHTUTANO NOKpUBa 30HaTa Ha TECTOBATA JMHUA, & MULLE MOHOKNIOHANHO
He:dlnlg az‘:_ interpreting ':15”:‘5' o of e result window 0 show fhat th fest s worki Type 559 4X 108 TCIDs/ml NEG Zanamivir (Influenza) 5 mg/ml NEG aHTU-MIMNELIKO |GY aHTUTANO NOKPUBA PETVIOHA HA KOHTPONHATA fIMHYA. ML MOHOKTIOHATTHO
- colored line appears In the top section of the result window to show that the test Is working o aHT-SARS-CoV-2 AHTWUTANO, KOHHOrMPaHO C LIBETHW YacTuLM, Ce U3non3ea Kato AETEKTOP 3a
properly. This line is the control line (C). Even if the control line is faint or not uniform, the test HIN1 Denver” 3 X 10° TCIDsy/ml NEG Oseltamivi (Influenza) 10 mg/mi NEG nenTara Ha SARS-CoV-2 antren. Mo Bpeme Ha TecTa anTurenT Ha SARS-CoV-2 B npobara
should be considered to be performed properly. If no control ling is visible the test result H1N1 WS/33" 3 X 105 TCIDsg/ml NEG Artemether-lumefantrine (Malaria) 50 M NEG 5;@”3??6%:2 CE;"V?K*LoEgmi’;i?g;:Izhsgﬁﬁ;gﬁglfuigﬁwﬂgb;‘::f'}"g;:g;mﬁin”
should be considered as invalid. ) ! ) Influenza A HINT Pdm-09" 3X 105 TCIDgymI NEG Doxycycline hyclate (Malaria) 70 yM NEG WHrpUpa Mo Kan):/IJ'IRpeH b, BbPXY MEMBPAHATA KM TECTOBATA IMHHA, KLIETO CE yNaBA OT
= Incase of a positive result, a colored line appears in the lower section of the result window. — Quinine (Malara) o NEG ML MOHOKITOHAHO aKTu-SARS-CoV-2 anTuTAno. B niposopewia 3a peaynTar ce svxfia UseTHa
This line is the test line of the SARS-CoV-2 antigen (T). Even if the test line is very faint or not H1N1 New Caledonia” 3 X 10° TCIDsy/ml NEG H TECTOBA NMHUA, aKO B Npobara uma HannuHn SARS-CoV-2 aHTUreHW. VIHTEHaUTETLT Ha
uniform the test result should be interpreted as a positive result. HINT New Jersey 3X 105 TCIDgymI NEG Lamivudine (Retroviral medication) 1 mg/ml NEG Iﬁl;%:?;as ;ﬁc;o::ogg:;m Bapvpa B 3aBMCMMOCT OT KonuecTBoTo SARS-CoV-2 aHTureH,
Qc —— -

. : - " : ; f Nevada/03/2011" 3X 105 TCIDey/ml NEG Ribavirin (HCV) 1 mg/ml NEG 3abenexka: [lopn ako Tectoata MHUA € MHOTO Bnefa Ui He e eHOPOJHa, Pe3ynTarLT ot
fg%‘}{‘ﬁ,’,gk%?ﬁ"é%”\,%gﬂsénxg %%%ﬂgﬁaéges?gfgﬁégﬁmr‘JI s avalatle separately from Foche ! 5/ - TecTa TpAGBA Ml Ce ThIKyBa KaTo nonoxuteneH. AKo B npobara Hama SARS-CoV-2 aHTurenm,
Limitati ' - Influenza B B/Lee/doN 2.5 X 104 TCIDsy/mI NEG Daclatasvir (HCV) 1 mg/mi NEG Torasa TeCTOBaTa NIMHYA HE Ce OLBETABA. KOHTPONHATA IMHIA Ce M3MON3sa 3a npoLedypeH

imitations . TR KOHTPON ¥ BUHArY Ce MOABABA, AKO PE3yNTaTLT OT TECTa € BanMaeH. AKO He Ce BuKaa
= The test procedure, precautions and interpretation of results for this test must be followed BTaiwan/2/62" 3 X 10° TCIDgoml NEG i Anti-inflammatory medication KOHTPONHa NUHUA, PE3YNTATLT OT TeCTa TPAGBA f1a Ce CYATa 3a HEBANMIEH.
strictly when testing. Respiratory Type AD 3 X 10° TCIDsg/ml NEG Acetaminophen 200 M NEG PeakTueu
= The test should be used for the detection of SARS-CoV-2 antigen in human nasopharyngeal syncytial virus Acetylsalicylic acid 37mM NEG = mAb aHt-COVID19 aHtuano
swab samples. Respirator Type b 3X 105 TCIDsy/ml NEG = mAb aHTr-nunewko IgY
= This is a qualitative test, therefore quantitative values of SARS-CoV-2 antigen concentration Syngwi;ﬂ viyrus s o lbuprofen 25mM NEG = mAb aHT-COVID-19 aHTUTANO-3NaTEH KOHtoraT
cannot be determined. - Antibiotic = [peuncTeH nunewwky IgY-anateH KoHtorar
-oh) 4
= The immune response cannot be assessed with this test and needs other testing methods. Legionell Bloomington-2" 5 X 10° cellsimi NEG Mubiroch 70 ma/mi NEG MpennasHi Mepky U NpeaynpexaeHns
= The test result should not be used as a sole basis for treatment or patient management pﬁgll?r?lgp?lila Los Angeles-1" 5X 104 cells/ml NEG upirocin mg/m * He wanol TECTOBUA KMT MIOBTOPHO.
decisions, and should .belz con§|dered in the context of ﬁhe patlgnt‘s recent exposures, history 82A3105" 5 X 10° cells/ml NEG Tobramycin 5 pg/ml NEG = He v3nonaBaiiTe TECTOBMA KWT, aKo OMaKOBKATa & NOBPEMEHa UM MeUaThT e CUymeH.
and 1he_presence of clinical signs and symptc_)ms cons_lsten? with COVII?-1 9. ! - . Erythromycin 81.6 M NEG = He u3nonagaiite ekcTpakuMoHHa GydepHa enpyseTka Ha apyra napTva.
= A negative result may occur if the concentration of antigen in a sample is below the detection K 5 X 10* cells/ml NEG i i * [1a He ce nywLw, nve M e, OKATO Ce 60pasH ¢ poHTe.
iﬂ?gsﬁféiffnréiL']emsﬁgﬁ'fhfiiscé’tﬁi’fféﬁﬁ?@ffﬁ -'Q"fé’i?-ﬁf'i'nﬂhfhff?éebi negee Erdman’ 5 X10¢ cells/ml NEG Gproflorach so2u NEG * HoceTe MMHM NpeaNasH# CEriCTea, KATO PLKaBHLIA U NaBOPaTOpHa NPECTATKA, KOTaTo
U imi oIty -LOV= Iniection, u Mycobacterium 60pasvTe C peakTUBMTE OT KUTa. /I3MuiiTe waTtenHo pbLeTe cv ClIeR NPUKNoYBaHe Ha
confirmed by viral culture or a molecular assay or ELISA, if necessary for patient tulynerculosis HNg78) 5X10° cells/ml NEG b) Results from interference testing with SARS-CoV-2 positive samples: Teé)ma eTe. P u P A
management. o ) CDC1551) 5 X 10* cells/ml NEG Potential interfering substance Concentration Viral strain | Res- = TIpu pagviBare NOUMCTBAIITE [OBPE C NOXODALL AE3MHBEKTAHT.
* Positive test resuits do not rule ot co-infections with other pathogens. H37RV) 5 X 10° cells/ml NEG level uits” = Paborere ¢ BCHYKY NPOBM KATO C MOTEHUMATHO ChTbPXKALLIM MHDEKUMOBHM AreHTH
= Positive test results do not differentiate between SARS-CoV-2 and SARS-CoV. ' Respiratory samples = (CnasBaifTe yCTaHOBEHWTE NPEANasHin MepKi CPeLLy MUKPOBHONOrYHY Jm— Bpeme
= Negative test results are not intended to rule in or rule out other coronavirus infection. 4752-98 [Mha)ryland 5 X 10* cells/ml NEG m - e - s T SRS 555 Ha NPOLTypUTe 33 TeCTBaHe
i D1)6B-17] ucin: bovine submaxillary gland, type |- m - " .
Specific performance data (1) ! W gland typ ke CoV-2 = V3xBbpRAiiTE BCUUKW NPO6M 1 MATEpUany, V3N0N3BaHK 3a U3BbPLUBAHE Ha TECTa, KaTo
%I]inical eyqluatfior? SARS-CoV-2 Ranid Anfiaen Test fo rapid detection of SARS-CoV-2 g;’:ﬁgg;?“s 178 [Poland 23F-16]" 5 X 10% cells/ml NEG Blood (human) EDTA anticoagulated 5% (i) cuttured | POS 61ONOrMUHM OTNAIBLM. JTaGOPATOPHMUTE XUMAYECKY 1 BUOMOTMUHO ONACHY OTNARbLM TPAGBa
e sensitivity of the -CoV-2 Rapid Antigen Test for rapid detection of -CoV- — virus media
antigen was established in prospective, randomized, single blinded studies conducted during the 262 [CIP 104340]") 5 X 10% cells/ml NEG Biotin 100 pg/ml o) POS fa ce oGpgéoTaaT V1 VSXBLPIIAT B CLOTBGTCTENE C BCUNKA MECTHH, BPX@BHA 1 HAUMOHANHM
SARS-CoV-2 pandemic in Brazil and India. A total of 115 positive samples were tested using the Slovakia 14-10M [29055] | 5 X 10° cells/m NEG pasnopenbu.
SARS-CoV-2 Rapid Antigen Test. These samples consisted of nasopharyngeal swabs from Nasal sprays or drops * ViacywmrendT B onakoBkara oT oMo Cnyxv 3a abcopbupare Ha Bnarara 1 npeanassa
symptomatic and asymptomatic patients. The specificity of the SARS-CoV-2 Rapid Antigen Test Streptococcus Typing strain T1 [NCIB 5X 10* cells/ml NEG - NPOMIYKTUTE OT HEMHOTO BANAHME. AKO MHOMKATOPBT 32 CLCTOAHMETO Ha U3CYLIMTENs
was tested using 311 negative samples. The sensitivity and specificity of the SARS-CoV-2 pyrogens 1¥g41g, SF 130]"'[ Neo-Synephrine (Phenylephrine) 10% (vi) %’2582 POS MIPOMEHM LIBETA C/t OT XBAT Ha 3ENEH, TECT NeHTATA B ONakoBKaTa TPAGBA 1a Ce MBKEBbPIM.
?22?5222igtie\?it.lv-ezlsvlv’ist:i%?c’?tr)"ared 1o commercalzed molecar asses Mutant 22° 5 X 10 cells/ml NEG Affin Nasal Spray (Oxymetazoline) 10% (M) -C“““'eg. i g::g::::aﬁ: KI;:T‘;H%J 2-30 °C paneye 0T NpAKa CTbHYeBa CBeTNMHa. Matepuanute Ha kuTa
oV 1 At 7 virus media - .
The SARS-CoV-2 Rapid Antigen Test showed 96.52 % of sensmv:(y: ;nd 99.68 % of specificity. Mycoplasma FH strain of Eaton Agent | 5 X 10° cells/ml NEG Saline Nasal Spray 10% (viv) o) POS Ca CTabUHY 10 CPOK Ha FORHOCT, OTNeYaTaH Ha BbHIIHATA ONakoBKa. He 3ampasasaliTe kTa.
neumoniae NCTC 10119]"
_ _ P [ ! Homeopathic allergy relief medicine Ocurypenu matepuani
Positive Negative Total M129-B7 5 X 10¢ cells/ml NEG __ ! . = TecT neHTa (B UHOMBMRYanHa (GONMEBa ONAKOBKa C UacywiTen)
Posiive T ] ™ Pocied Tuman rasal 1A A NEG Homeopathic Zicam Allergy Relief Nasal Gel | 5 % (v/v) %A(\)SSZ POS = EKCTpaKLuoHHa 6ycbepHa enpyBeTka
SARS-CoV-2 i Sodium Cromoglycate 20 mg/ml POS * Kanauka Ha prosara
Rapid Antigen Negative 4 310 314 wes Omogyears ¢ iilured * Crepnes TaMon
Test Total 115 311 226 2298) 1X10% cells/ml NEG Olopatadine Hydrochloride 10 mg/ml 0 FOS = Qunm (MOXe na ce NoCTaBM BLPXY TECT NIEHTATa NPy M3BLPLUBAHE Ha TECTOBE Ha OTKPHTO)
Sensitivity 96.52 % (111/115, 95 % C1 91.33-99.04 %) Coronavirus oces! 1 X107 celsim! NEG Anti-viral drugs E:;Eﬁ“ﬁ:f;i}g&?“’a
) 4 o
Specificity 99.68 % (310311, 95 % C| 98.22-99.99 %) - NL63 S X 104 °‘::"S/ "3 NEg Zanamivir (Influenza) 5m/ml POS | MaTepHani (He ca ocrypenv)
MERS Coronavirus | Florida /USA-2_Saudi 4 X104 TCIDsy/ml NE Vi = Taiime
Analytical performance Arabia_2014) Oseliamiv (nfenze) 10mgm Fos I'Ionr:rosxa Ha TecTa u cbbupane Ha npo6u
1. Limit of detection (LoD): Human Meta- Peru2-2002) 1X 105 cells/ml NEG Artemether-lumefantrine (Malaria) 50 M saps- | FOS TpOYETETE BHNMATENHO MHCTDYKLIMMTE 32 YNOTPe6a 3a 6bp3NA TECT Ha aHTUIEH Ha
The study used the “SARS-CoV-2 (2019-nCOV) NCCP 43326/2020/Korea’ strain. The titer of pneumo virus 3 Doxycycline hyclate (Malaria) 70 pM Cov2  [POS SARS-CoV-2 Rapid Antigen Test. Monia, BUXTE 1 IPUNOXEHOTO KPATKO CrIPaBoUHo
cultured virus was confirmed by PCR. The cell is inactivated and spiked into a nasopharyngeal (Type B1) — - cultured PBKOBOCTBO (C WMIOCTPALIMM), Mpet fia USBLPLLMTE TecT.
swab sample. The LoD is 3.12 x 1022 TCIDgy/ml. Foman e 1020030 X el NEG Quinine (Malaria) 150 pM virus gnema POS MoproTeAHe 3a TecT
- - o o
2019-nCoV Strain Tested: NCCP 43326/2020 / Korea pneumovirus 16 Lamivudine (Retroviral medication) 1 mg/ml POS 1. MpoBepeTe cpoka Ha ropHoCT Ha rbpba Ha ponvesarta onakoska. He u3nonasaiite Tecta, ako
CPOKBT Ha FOJHOCT € U3TEKbII.
Stock 2019-nCoV Titer: 1 X 1052 TCIDsy/ml (Type A1) g . Ribavirin (HCV) 1 mg/ml 1 mg/mi POS 2. OTBOpeTe (hoNMeBaTa ONaKOBKa 1 M3BAfiETe TECT-NEHTATA U ONaKOBKATa C MaCYLIMTeN.
T ETERETRRET 7 7 7 7 7 7 Type 1 1 X10° cells/ml NEG Dadlatasvir (HCV) Tmg/mi POS VanonasaiiTe TecTa BeHara ceql OTBAPAHE Ha ONaKoBKaTa.
Dilution | 10 100 | 200 |400 | 800 1600 | 3200 | 6400 | 1280- | 2560- Type 2 1 X 108 cells/ml NEG — —— 3. YBeperTe ce, e TECT NIeHTaTa He € NOBPEeAEeHa 1 Ye Ha MHAMKATOpa 3a CbCTOAHUETO Ha
0 0 Parainfluenzavirus T3 X ool \EG Anti-inflammatory medication U3CYLIMTENA & OCOYEHO, Ye € BATMIHO (KBITO).
X |1X 15X 25X 1125 |625 |312 |156 | 78X |39X ype celisim Acetaminophen 200 uM SARS- POS 4. Vssupuuete KK cbrnacHo uanckaHMATa B MHCTPYKLMUTE 3a ynotpeba Ha matepuana 3a KK.
Cor_]cebn- 1052 | 1042 | 10%2 | 10%2 | X X X X 1012 | 1012 Type 4/A) 1 X105 cells/ml NEG — CoV-2 B! Ha npob6a (Hasodap TamnoH)
tration®) 32 202 22 202 Acetylsalicylic acid 3.7mM cultured | POS
1032 | 10 1022 [ 102 Rhinovirus A16 N/AD 1 X 105 cells/ml NEG virus media 1. 3a B3emMaHe Ha npoba HasodhapuHreaneH TamnoH NocTaBeTe CTEPUEH TaMrMoH B Ho3opaTa
Callrate | 100- | 100- | 100- | 100% [ 100% | 100% [ 100% [ 0% [0% | 0% Ibuprofen 25mM o) POS Ha NMaLMeHTa, AOCTUraiikv MOBBPXHOCTTA Ha 3AHUA HA30hAPHHKC.
o) % % % (5/5) | (5/5) | (5/5) |(5/5) |(0/5) | (0/5) | (0/5) e) BEI / inactivated virus 1 2. HatucHeTe TaMnoHa ¢ BHUAMATENHO BbPTEHE, 0KATO YCeTUTe CbNPOTUBNEHME Ha HUBOTO Ha
©®) (5/5) | (5/5) | (5/5) Antibiotic cnupankara KocT.
f) Bionote / recombinant protein — 3.3
Calate |NA |NA [NA [NA~ [NA [ 100% | 100% | 0% |NA | NA o) Korea Bank for Pathogenic Viruses  ve Mupirocin 10 mg/ml sARs. | POS . 3aBbpTeTe TAMNOHa HAKONKO MbTU KbM Hado(hapuHreanHara creHa.
@0 ggo/z. (20/2- | (0/20) anki Tobramyain 5 gl CoV-2  [PoS 4. Vi3BageTe TamnoHa BHVMATENHO OT Ho3Apara. )
) 0) h) ATCC / live virus . cultured 5. MocTaseTe TaMnoHa B NPeRoCTaBeHaTa exkcTpakLnoHHa 6ycepHa enpysetka. CTuckaikin
Lowest concentration with uniform positivity per parameter: 3.12 X 1022 TCIDsy/ml i) Yonsei Univ. / inactivated and filter Erythromycin 81.6 M wruso)medla POS 6ycepHata enpyBeTka, pasGbpKaiTe TaMMOHa Han 5 MLTU.
Ciprofloxacin 31 M POS 6. Vi3BaneTe TamnoHa karto CTvckaTte CTEHUTE Ha enpyBeTKaTa, 3a a U3BNeYeTe TEYHOCTTA OT

Limit of Detection (LoD) per virus strain: 3.12 X 1022 TCIDsy/ml

b) in dilution tested TCIDsy/ml
c) of 5 replicates
d) of 20 replicates near cut-off

2. Cross-reactivity:
There was no cross-reaction with potential cross-reactive substances except SARS coronavirus.
Cross-reactivity testing with SARS-CoV-2 negative samples:

Virus/ Strain Concentration Results
Bacteria/

Parasite

SARS Coronavirus | Urbanie) 3.5 ug/ml POS
MERS Coronavirus | Jeddah_1_2013" 10 pg/ml NEG

j) to represent diverse microbial flora in the human respiratory tract

k) Bionote / Normal pooled human nasal wash from healthy employees
SD biosensor / Normal pooled human nasal wash from healthy employees
1) Zeptomatrix / inactivated

Note: Human coronavirus HKU1 has not been tested. The % identity of the nucleocapsid protein
sequence between HKU1 and SARS-CoV-2 is below 35 %.

3. Endogenous / exogenous interference substances studies:

There was no interference on the test result from potentially interfering substances listed below.
SARS-CoV-2 positive and negative samples were tested.

a) Results from interference testing with SARS-CoV-2 negative samples:

Potential interfering substance | Concentration Results
Respiratory samples

Mucin: bovine submaxillary gland, type I-S 100 pg/ml NEG

Blood (human), EDTA anticoagulated 5% (viv) NEG

Biotin 100 pg/ml NEG

m) in multiples of LoD

n) detected X/3

0) 1/800 dilution (1.25 X 1032 TCIDs¢/ml)
4. High-dose hook effect:

SARS-CoV-2 cultured virus was spiked into sample. SARS-CoV-2 cultured virus did not show
hook-effect at 1 X 1062 TCIDsy/ml.

A point (period/stop) is always used in this Method Sheet as the decimal separator to mark the
border between the integral and the fractional parts of a decimal numeral. Separators for
thousands are not used.

Bunrapcku

I'IgenuaaHaueHue

SARS-CoV-2 Rapid Antigen Test e 6bp3 xpomarorpadckit MMyHOMOrMUeH aHanua 3a
KauecTBEHO OTKpUBaHE Ha CrieLMduuHN aHTureH Ha SARS-CoV-2, HannyHN B YOBELLKMA
HasodapuHKe. To3u TECT € NpeaHa3HayeH 3a OTKpUBaHe Ha aHTureH Ha upyca SARS-CoV-2

TamnoHa.

. anTVICHeTe NTLTHO Kanaykara Ha Aro3ara KbM enpyseTkara.

Mpobara TpAGBA Aa Ce TeCTBA BL3MOXHO Hal-CKOpO crea CbbupaHeTo.

. MpobuTe morat na ce CbxpaHABaT Npu CTaitHa Temneparypa oo 1 yac unu npu 2-8 °C 3a no
4 yaca npeau TecTBaxe.

© o ~

MoaroToBka Ha npo6a OT BUPYCHa TpaHCNopTHa cpena
MpuroTBeTe Mpoba OT BUPYCHA TPAHCMOPTHA CPEAa, KAKTO € NOKA3AHO Ha UMIKCTpaLMATa B
KpaTkoTo CnpaBoYHO PbLKOBOACTBO.

MpenopbuuTenHo ycnosue 3a
BupycHa TpaHcnopTHa cpeaa (BTC) ChXpaHeHue
2°Cpo8°C 25°C
MpenopwunrenHu BTC?) 12 yaca 8 vaca

(@ Koraro n3nonasare supycHa TpaHcnopTHa cpena (BTC), e BaxHo aa ce ocvrypu
3aTonnAHe 0 cTaitHa Temneparypa Ha BTC, cuabpxalua npo6ara. OxnageHuTe npobu He ce
pa3syBaT NpaBUHO W MorarT fia I0BEAIaT 10 FPELLHY Ui HeBaNMAHY peaynTati. 3a Aa
[OCTUrHe CTyaleHaTa npoba A0 CTaitHa TeMneparypa Lue ca HEOBXOUMI HAKOMKO MUHYTA.
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a) Manonagaiite camo cneghute BTC: Copan UTM™ Universal Transport Media, BD™
Universal Viral Transport, STANDARD™ Transport Medium.

Mpouenypa Ha TecTa

1. HaHecerte 3 kanku u3eneyeHa npoba BbPXy AMKaTa 3a Npobu Ha TeCT NeHTaTa.

2. Otuerete pesynTara ot Tecta cnef 15-30 MuHyTH.

/\He otuuraiite pesyntati ot Tecta cne 30 MuHyTI. ToBa MOXe Aa A0BeAe A0 haniumsu
pesynraru.

OTunTaHe U TbIKyBaHe Ha pesynTaTture:

* B ropHara yacT Ha npo3opeLia 3a pesynTara ce nokaasa OLiBETEHa JIMHUA 3 NOCOYBAHE, Ye
TECTLT GYHKUMOHMPA NPABUNHO. Tadu NuHUA e KoHTponHata nuHua (C). Hopu ako
KOHTPONHATa NMHUA € MHOTO bneaa uni He e eNHOPOHa, TeCTLT TPABBA f1a Ce ThilkyBa KaTo
NpaBuIHO U3BBPLLEH. AKO HE Ce BINKAA KOHTPOMHA NIMHIA, PE3yNTaThT OT TecTa TPAGBA Aa ce
CuMTa 33 HEBANMEH.

B cnyyait Ha nonoxuTeneH pesynTar, B 0fHaTa YacT Ha Npo3opeLia C peaynTaTu ce NoABABa
LBeTHa NuHUA. Tadn IMHUA e TecToBaTa MHUA Ha aHTUreHa Ha SARS-CoV-2 (T). dopu ako
TecToBara fIMHUA € MHOro 6Mefia Uiy He e eaHOPOHa, PesynTarsT OT TecTa TPAGBA Aa ce
ThIKYBA KaTo NONOXWTENEH.

KK

KOHTpOMeH KuT, BKMIOUBALL MONIOXMTENHA 11 OTPULIATENHA KOHTPONA Ha KauecTBoTo, Ce
npegnara otaento ot Roche (STANDARD™ COVID-19 Ag Control, SD Biosensor).
OrpaHuyeHua

TecToBara npoLiefypa, NPennasH1Te Mepky 1 ThIKYBAHETO Ha PE3yNTaTUTe OT To3M TecT
TpAGBa Aa ce Cnassar CTPUKTHO My TecTBaHe.

TecTsT TpAGBa a Ce M3MON3Ba 3a OTKpUBaHe Ha aHTureH Ha SARS-CoV-2 B yoBeLLki npobu
Ha30(hapuHreaneH TamnoH.

ToBa e KayecTBeH TeCT, CNefloBaTeNHo He MoraT fia Ce ONPEnenaT KONMYECTBEHM CTOMHOCT
Ha KOHLieHTpauma Ha aHTureH Ha SARS-CoV-2.

To3u TECT He MOXe f1a OLIeHABA MMYHEH OTrOBOP 1 Ca HEOBXoaUMM IpYru MeToaM 3a
TecTBaHe.

PesynTarsT 0T TecTa He TpAGBA 1a Ce M3NON3Ba KaTo eANHCTBEHA OCHOBA 3a NeyeHme uin
pelleHA 3a KOHTPON Ha NauveHTa 1 TpABBa Aa ce Pasrnexna B KOHTEKCTa Ha nocneaHuTe
€KCTIO3ULIN Ha MaLMeHTa, aHaMHe3aTa W HaNMYMETO Ha KIMHUYHM MPUSHALIA U CUMMTOMM,
cvoteeTcTBalm Ha COVID-19.

OtpuuaTeneH pesyntar Moxe f1a Bb3HUKHE, @Ko KOHLIEHTPALWMATa Ha aHTUreH B npobara e
NOf rpaHMLIaTa Ha OTKpUBaHe Ha TecTa Uin ako npobata e cbbpaHa ik TpaHCmopTUpaHa
HenpasunHo. CneaoBaTenHo OTpULIATENHIUAT PE3yNTaT OT TeCTa He eNMMUHUPa BEPOATHOCTTA
oT HdekunA cbc SARS-CoV-2 1 3a KOHTPON Ha NaLMeHTa TpAGBa Aa ce NOTBLPAYN Yped
BMPYCHa KynTypa Ui MonekynapeH aHanua unu ELISA, ako e Heobxoaumo.
TMonoXuTenHUTE Pe3ynTaTii OT TecTa He U3KMKOUBAT KO-MH(EKLMM C [pYri MaToreHm.
[onoXuTENHUTE PedynTaTi OT TeCTa He NPaBAT pasnuka Mexay TAx SARS-CoV-2 u
SARS-CoV.

OTpuLiaTenHm1Te pesynTary oT TecTa He ca NpenHa3HaueHu fa BKIKoYaT uin fa uakrouar
pyra KOpoHaBUPYCHa MHbeKLMA.

Cneundmunn faHHu 3a pabotaTa Ha TecTa

KnunuyHa oueHka

YyscTeuTenHoctta Ha SARS-CoV-2 Rapid Antigen Test 3a 61p30 OTKpuBaHe Ha aHTUreH Ha
SARS-CoV-2 e ycTaHoBEHa B MPOCMEKTUBHM, PaHAOMM3IPaHK, EAMHUYHY CRIeN NPOyYBaHKA,
nposefeHu no Bpeme Ha naHaemmaATa ot SARS-CoV-2 B bpaswnmna v UHana. O6wio

115 nonoxwTenHn npobu ca TecTsaHy ¢ nomowuta Ha Tecta SARS-CoV-2 Rapid Antigen Test.
Teav Npobu ce CbCTOAT OT HA30(APUHreanHY TaMMOHM OT CUMMTOMATUYHY Y aCMITTOMATUYHN
nauvenTn. CneunduyroctTa Ha SARS-CoV-2 Rapid Antigen Test e TecTsaHa ¢ nomolTa Ha
311 oTpuLaTenHy Npo6u. YyBCTBUTENHOCTTA 1 CrIELMdUIHOCTTA Ha GLP3MAT TECT 3a AHTUTeH Ha
SARS-CoV-2 Rapid Antigen Test ca cpaHeHI C pa3npocTpaHeH B Thprosckara Mpexa
MONEKYNAPEH aHanusa.

YyBCTBUTENHOCT ¥ CNELMGUYHOCT Ha TecTa

SARS-CoV-2 Rapid Antigen Test nokaasa 96.52 % 4yBCTBUTENHOCT 1 99.68 % cneumMduuHoCT.

PCR
MonoxutenHu | OTpuuaTenHu O6uo
SARS-CoV-2 Monoxwrentn 1 1 112
Rapid Antigen Otpuuarentn 4 310 314
Test 06uo 115 31 226
UyBcTBUTENHOCT 96.52 % (111/115, 95 % Cl 91.33-99.04 %)
Cneundmunoct 99.68 % (310/311, 95 % Cl 98.22-99.99 %)

AHaNUTUYHU XapaKTePUCTUKU

1. FpaHuua Ha oTKpuBaHe (LoD):

B npoyusaHeTo ce uanonasa wamet ,SARS-CoV-2 (2019-nCOV) NCCP 43326/2020/Korea”“.
TUTLPBT Ha KynTvBMpaHuA BIPYC e noTebpaeH ¢ PCR. Knetkara e uHakTviBupana v e nobasexa
M3BECTHA KOHLIEHTPaLMA B Npoba HadogapuHreaneH TamnoH. LoD e 3.12 x 1022 TCIDsy/mL.

TectBaH wam 2019-nCoV: NCCP 43326/2020 / Korea

BynboHeH TuTBP 2019-nCoV: 1 X 1062 TCIDse/mL

Pagpe- | 1/ 1/ 1/ 1/ 1/ 1/ 1/ 1/ 1/ 1/
xpaqe | 10 100 | 200 |400 |800 |1600 |3200 [6400 | 12800 | 25600

Kowu- | 1X [1X |5X |25X 125 |6256 |312 |156 |78X (39X
entpa- | 10%2 [ 10%2 | 1032 | 10%2 X X X 1012 | 10'2
Lusd) 10%2 | 1022 | 1022 | 1022

Kne- | 100 | 100 [100 |100% | 100% | 100% | 100% | 0% | 0% 0%
ThuHa | % % % (5/5) | (6/5) | (6/5) | (5/5) | (0/5) | (0/5) |(0/5)
E:T)aJBKa (5/5) | (5/5) | (5/5)

50

Kne- |NA [NA [NA |NA NA 100% | 100% | 0% NA NA

ThuHa (20/ | (20/ | (0/20)
cTaBka 20) 20)
(20
Hait-HUCKa KOHLIEHTpaUmA ¢ TeNHOCT MO nap bp: 3.12 X 1022

TCIDse/mL

'paHuua Ha oTKpuBaHe (LoD) no BupyceH wam: 3.12 X 1022 TCIDsy/mL

g:ﬂ:;uwl LWam KoHuenTpauua Pesyntatn MoTeHuManHo MHTEpdepUpalLo BelecTso KoHuentpauua Pesyntatn m Reference number / PeyepeHTeH Homep
Mapaant Hasannu cnpeitose uny Kanku
Tun 19 3X 105 TCIDsy/mL OTP. HeocuxedpuH (peHnnedput) 10 % (v/v) QOTP. Batch code / Kog Ha napmga
Tun 39 1.5 X 108 TCIDsy/mL OTP. AdpuH cnpeii 3a HOC (OKCUMETA30MMH) 10 % (v/v) OTP.
) 5 ConeH HasarneH cnpeit 10 % (VAv, OTP.
Tun 54 4 X105 TCIDso/mL OTP. P L) IVD in vitro diagnostic medical device / MeauumHcko uanenve 3a uH BUTPO
Tvn 79 1.5 X 108 TCIDsy/mL OTP. TU4HO NIeKapCTBo 3a Ha anepruu | | [AMarHocTvka
Tun 89 4 X 105 TCIDsg/mL OTP. XoMeonaTuyeH HasaneH ren 3a obnekyasaxe Ha 5% (viv) OTP.
Anetospyc un o/ anepruv Zicam This product fulfills the requirements of the European Directive 98/79/EC /
Tun 119 4 X 10° TCIDso/mL OTP. HaTpues kpovorkaT 20 mgimL oTP c E To3) NponyKT OTroBapA Ha M3MCKBAHWATA Ha eBponeiickaTa [upekTvsa
9 5 ) 98/79/EQ
Tun 18 4X10° TCIDsom OTP. OnonaraauH Xuapoxnopua 10 mg/mL OTP.
Tun 239 4 X 10% TCIDse/mL TP. i
un 23 05 TCIDsy/m 0 AHTMBHDYCHU NeKapCTBa Caution / BHumatne
9) 5 f f 5
Ty 55 4 X 10° TCIDgy/mL OTP. BaHammeup (rpun) 5mg/mL OTP.
H1N1 Denver?) 3 X105 TCIDsy/mL OTP. sermanenp () TomgL oTP
FANT WS/33" 3X 105 TCIDagimL oTP. . Consult instructions for use / BuxTe uHCTpyKLMMTE 3a ynotpeba
’ ApTemeTep-nymedaHTpuH (Manapus) 50 uM OTP.
Infl A HIN1 Pdm-09" X 105 TCIDsy/mL TP.
niuenza m-09 ; 8 X10° TCIDsofm 0 [loKCUUMKNMH XMKnaT (Manapus) 70 uM OTP.
H1N1 New Caledonia” | 3 X 10° TCIDsy/mL OTP. Ko (varap) 50 TP, W Contains sufficient for <n> tests / [locTaTbueH 3a < n > Tecta
HIN1 New J ") 3 X105 TCIDso/mL OTP.
v ersez o/ n YIOVH (PETPOBMPYCHO NEKAPCTBO) 1 mg/mL OTP.
5
Nevada/03/2011 3 X 10° TCIDgomL OTP. Puasnpn (HCV) TmgimL OTP. g Use-by date / Manonssaitre no nata
Infl B B/Lee/40" 2.5 X 10* TCIDso/ml OTP.
niuenza ° /M Naknaracsup (HCV) 1 mg/mL OTP.
BTaiwan/2/62 8 X10° TCIDy/mL OTP. MpoTMBOBBL3NANUTENHO NEKAPCTBO
Pecnupatopen Type AT 3X10° TCIDgmL oTP. Temperature limit / TemnepatypHy orpaHnyenmsa
CUHLITUATIEH BUDYC AuetamuHodeH 200 uM OTP.
PecnvpatopeH Type b 3 X 105 TCIDsy/mL OTP. AueTuncaniuunosa KucenuHa 3.7mM OTP. Al st . hich . b J
CUHUMTUANEH BUPYC nalyzers/Instruments on which reagents can be use:
- V6ynpogen 25mM OTP. SYSTEM AHanusatopu/anapaty, B KOUTO MOrarT ia Ce 13rlonasar peakTisiTe
Bloomington-2" 5 X 10* kneTku/mL OTP. AHTHONOTHK
tﬁgmg% ia Los Angeles-1" 5 X 104 knetku/mL OTP. Wymepoun 10 mgimL oTP. GT'N Global Trade Item Number / no6aneH TbproBcky apTukyneH HoMep
82A3105" 5 X 10* knetkw/mL OTP. TobpamiumH 5 pg/mL oTP.
W 5 X 10° kneTkwmL oTP. Eommomn 576 o7 @ Do not re-use / [1a He ce 1anonasa nosTopHO
e Erdman) 5 X 10 knetkw/mL OTP. Lnpodrokcauh 302 M oTP.
kobakTepuanHa ) ]
Tybepkynosa HNg78 5 X10° knerkuiml OTP. by P SARS-CoV. . Unique Device Identifier / YHukane uneTudmkatop Ha ycTponcTsoro
CDC1551) 5 X 10¢ kneTkmL OTP. ) Peayntatyt oT TecTBaHe Ha MHTEP(EPEHLNA C MONOKMUTENHN 3a -CoV-2 npobu:
- n ¢ ewecTso | KoHueHTpal Hugo Ha Pe-
HaTRY 5 X 10° knemaimL OTP. © HHTepd PeneeTR0 | FORLEHTRALMR | Cpycen | symma-
475298 [Maryland 5 X 10" knetkwimL oTP. wau ™ _ _
(D1)6B-17]" PecnupatopH¥ npo6u @ Do not use if package is damaged / [la He ce u3nonasa, ako e HapyLueHa
LienIocTTa Ha onakoBKara
g;fﬁr?gr?igcus 178 [Poland 23F-16]") 5 X 10¢ knetkw/mL OTP. MyLIH: roBexmm cy6MakcunapHy xrneai, Tun | 100 pg/mL SARS- | non.
262 [CIP 104340]" 5 X 10* kneTku/mL OTP. :;S oo, €07 s s |50 Ky;%om\é-mzpa- o Date of manufacturing / [lata Ha npoussoacTeo
Slovakia 14-107 [29055] | 5 X 10° knerkwimL OTP. P (uoBelka), HTUKoarynipa b (v Ha BYpyCHa :
o)
Streptococcus Typing strain T1 [NCIB | 5 X 10 kneTku/mL OTP. BuotH 100 pg/m. cpena non.
pyrogens 11841, SF 130" Hasanuu cnpeitoe unu Kanku Manufacturer / Mpoussoauten
Mutant 227 5 X 10* knetkw/mL OTP. HeocuHedpuH ((GeHunedput) 10 % (VIv) SARS- | mon.
- CoV-2
Mycoplasma FH strain of Eaton Agent | 5 X 10* knetku/mL OTP. AQGPWH CrIpeii 3 HOC (OKCUMETAROMMH) 10 % (V) Kym%awpa— non. | !
e~ eep away from sunlight / MageTe OT CTbHYEBA CBETMHA
pneumoniae [NCTC 10119]" _ . v BUpycHa /\./\ Ki f light / N
M12-B7 5 X 107 kel oTP. Gonet Hacare crpe 10% () cpenas | MO 2NN
CbopHa yoelka NAY NA OTP. TU4HO pCcTBO 323 Ha anepruv . K ductdry/
) Ry
HasanHa npomueka’ Xomeonatuyen HasaneH ren sa obnekyasate | 5 % (v/v) SARS- non. eep product dry / llpwxre nponykTa K cyxo
229E) 1 X 10*5 knetkw/mL OTP. Ha anepruu Zicam CoV-2
Koporasmpyc E] TX 105 knerkwmL oTP. Harpues kpomornukar 20 mg/mL 2 snpyora | O
NL63) 1 X 10% knetkw/mL OTP. OnonataavH Xuopoxnopua 10 mg/mL cpena non. Additions, deletions or changes are indicated by a change bar in the margin.
MERS kopoHasupyc | Florida /USA‘-’Zfsaudi 4 X 10* TCIDso/mL OTP. AHTMBMpYCHY NekapcTBa
Arabia_2014 BaHammsup (rpun) 5 mg/mL non. c E
-2002)
:gTsaer%}gBMOBM Peru2-2002 1 X 105 kneTku/mL OTP. Osermamusup (rpun) 10 mgimL oM.
pyc 3 SD BIOSENSOR
(Tn B1 -
( ) Aprenmetep-nymedaHTpuH (uanaps) S0uM SARS- non. Head office: C-4th&5th, 16, Deogyeong-daero 1556beon-gil, Yeongtong-gu,
:gE:r%?BMOBMpyC 1A10-2003) 1X10° knerkwmL QTP. JIOKCULMKIMH XUKnar (Manapua) 70 uM CoV-2 nor. M Suwon-si, Gyeonggi-do, 16690 REPUBLIC OF KOREA
KynvB#pa- Manufacturing site: 74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu,
16 (n A) Xark (wenapus) 1504 it ron. Cheongju-si, Chungcheongbuk-do, 28161 REPUBLIC OF KOREA
Type 19 1 X 108 knetku/mL OTP. NamuBynnH (PETPOBIPYCHO NeKapcTso) 1 mg/mL non. www.sdbiosensor.com
NapauHdnyeHua Type 2 1 X 108 knetku/mL OTP. PubasupuH (HCV) 1 mg/ml 1 mg/mL non. Distribut.ion byf )
BUpYC Type 3) 1 X 10 knetkw/mL OTP. Naxnatacsup (HCV) 1 mg/mL non. Roche D;?gnosucs GmbH, Sandhofer Strasse 116, D-68305 Mannheim
www.roche.com
Type 4/A 1 X 10 knetkw/mL QTP. Mpor PCTBO Roche order number: 09327592
PuHosupyc A16 N/A) 1 X 108 knetkw/mL OTP. AueTamnHodeH 200 M %/3532 non. Authorized lRepresentative
AueTuncanuumMnosa KucenuHa 3.7mM KynTvBpa- non. MT Promedt Consulting GmbH Altenhofstrasse 80 66386 St. Ingbert Germany
) BEI/ sauapan supyc 76 S5 WaBApYCHa [Tiom Phone : +49 6894 581020, Fax : +49 6894 581021
) Bionote / peKOMGMHaHTEH NpoTenH yrpoden o m cpepa :
) Korea Bank for Pathogenic Viruses / xus AHTMBMOTHK
_h) ATCC_ / )K_”B Bupyc Mynupounn 10 mg/mL SARS- non.
f) Yonsei Univ. / nHakTBMpaH 1 duntpupaH Tobpammun 5 pgimL CoV-2 Tion.
j) 3a na npefcTasnABa pasHooBpasHa MUKPOBHa Bropa YOBELLKIA PECTIMPATOPEH TpakT KynTMBMpa-
X EpuTpomuumt 81.6 UM Ha upycHa | MO
k) Bionote / HopmanHa copHa JoBeluka Ha3anHa NpoMuBKa OT 3ApaBi CAYXUTen cpena ®
SD biosensor / Hopmanka c60pHa YoBelLka HadanHa NpOM1BKa OT 3APaBH CRyXUTent Linpodnokcaumn 31uM non.

b) B TectBaHoTO paspexpaate TCIDsy/mL
c) ot 5 konua
d) ot 20 konmA 61130 Ao cut-off

2. KpbcTocaHa peakTBHOCT:
Hama KpbCTOCaHa PeakTUBHOCT C MOTEHUMANHO KPBbCTOCAHO peakTUBHU BELEeCTBa, OCBEH SARS

1) ZeptoMetrix / uHakTvBUpaH

3abenexka: YoseLuku kopoHasupyc HKU1 He € TecTBaH. % WIEHTUYHOCT Ha
HyKneokancuaHara npotenHosa nocnenosarenHoct mexay HKU1 u SARS-CoV-2 e nog 35 %.

3. MiacnenBaHuA Ha eHOOTeHHM / eK30TeHHN MHTephEepUpaLUy BellecTBa:

Hama nHTepdepeHLnA ¢ pesynTarta oT TeCTa OT NOTEHLMANHO UHTepdepupalLnTe BELLECTBa,
136poeHu no-pony. TecTBaHu ca nonoXuTenHy 1 otpularenti 3a SARS-CoV-2 npo6u.

a) Pesyntam o1 TecTBaHe Ha UHTEpdEpeHLMA ¢ oTpuLiatenti 3a SARS-CoV-2 npobu:

KOPOHABMpYC.
TecTBaHe Ha KpbCTOCaHa PEAKTUBHOCT C oTpuLiaTentm npobu SARS-CoV-2: MNoTeHumanHo uHTepdepupalLo BewecTso KoHueHTpauua Pesyntatn
Bupyc/ Llam KoHueHTpauusa Pesyntatu Pecnupatophy npo6u
Bakrepuu/
Mapaaut MyuuH: roBexau cybmakcunapHu xnesu, Tun |-S 100 pg/mL OTP.
SARS kopoHasupyc | Urbani® 3.5 ug/mlL. non. KpwbB (yosewka), EDTA aHTvkoarynupaHa 5% (v/v) OTP.
MERS kopoxasvpyc | Jeddah_1_2013" 10 pg/mL OTP. BuoTvH 100 pg/mL. OTP.

m) B kpaTHi Ha LoD
n) otkputn X/3
0) 1/800 paspexnaHe (1.25 X 1032 TCIDso/mL)

4. Bucokono3os "hook" edekr:
SARS-CoV-2 kyntvsupaH BUpyC e fobaseH B npobata. SARS-CoV-2 kynTvBNpaHUAT BUPYC He
nokassa "hook™edekT npu 1 X 1052 TCIDsy/mL.

B Ta3u n1cToBKa KaTo AeceTUyeH pasaenuTen BUHaru ce U3non3ea Touka 3a MapkupaHe Ha
rpaHvuata mexay uHterpanHara v J:lpOGHaTa 4acT B IeCETUYHITE YnCna. an Xunagure He ce
uanonaear pasfenureni.

/Symbols / Cumsonu
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