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COViD-19 Antigen Rapid Test is a rapid chromatographic immunoassay for the
qualitative detection of SARS-CoV-2 antigenspresentin human nasopharynx.
Forprofessional in vitro diagnostic use only.

[INTENDED USE]
The COVID-19 Antigen Rapid Test (Nasopharyngeal Swab) is a rapid chromatographic
immunoassay for the qualitative detection of SARS-CoV-2 antigens in nasopharyngeal
swab specimens.

Results are for the detection of SARS-CoV-2 Antigens. An antigen is generally
detectable in upper respiratory specimens during the acute phase of infection. Positive
results indicate the presence of viral antigens, but clinical correlation with patient history
and other diagnostic information is necessary to determine Infection status. Positive
results do not rule out bacterial infection or co-infection with other viruses. The agent
detected may not be the definite cause of disease.

Negative results do not preclude SARS-CoV -2 infection and should not be used as the
sole basis for treatment or patient management decisions. Negative results should be
treated as presumptive and confirmed with a molecular assay, if necessary for patient
management. Negative results should be considered in the context of a patient’s recent
exposures, history and the presence of clinical signs and symptoms consistent with
COVID-19.
The COVID-19 Antigen Rapid Test is intended for use by trained clinical laboratory
personnel.

[SUMMARY]
The novel coronaviruses belong to the p genus. COVID-19 is an acute respiratory
infectious disease. People are generally susceptible. Currently, the patients infected by
the novel coronavirus are the main source of infection; asymptomatic infected people
can also be an infectious source. The main manifestations include fever, fatigue and
dry cough. Nasal congestion, runny nose, sore throat, myalgia and diarrhea are found
inafew cases.

[PRINCIPLE]

The COVID-19 Antigen Rapid Test (Nasopharyngeal Swab) is a qualitative
membrane-based immunoassay for the detection of SARS-CoV-2 Antigens in human
nasopharyngeal swab specimen. SARS-CoV-2 antibody is coated in test line region.
During testing, the specimen reacts with SARS-CoV-2 antibody-coated particles in the
test. The mixture then migrates upward on the membrane by capillary action and reacts
with the SARS-CoV-2 antibody in test line region. If the specimen contains
SARS-CoV-2 Antigens, a colored line will appear in test line region as a result of this. If
the specimen does not contain antigens to SARS-CoV-2. no colored line will appear in
the test line region, indicating a negative result. To serve as a procedural control, a
colored line will always appear in the control line region, indicating that the proper
volume of specimen has been added and membrane wicking has occurred.
[REAGENTS]

The test contains anti-SARS-COV-2 antibody as the capture reagent.
anti-S*"S-COV -2 antibody as the detection reagent. A goat anti-mouse 119G is
employed in the control line system.

[PRECAUTIONS]

1. This package insert must be read completely before performing the test. Failure to
follow directior”™ in package insert may yield inaccurate test results.

For professional in vitro diagnostic use only. Do not use after expiration date.

Do noteat, drink or smoke in the area where the specimens or kits are handled.

Do notuse test ifpouch is damaged.

L SN

Handle all specimens as if they contain infectious agents. Observe established

precautions against microbiological hazards throughout in the collection, handling,

storage, and disposal of patient samples and used kitcontents.

6. Wear protective clotNng such as laboratory coats, disposable gloves and eye
protection when specimens are assayed.

7. Wash hartds thoroughly after handling.

1sed for testing. Too

R Please ensure that an annranriate amount of samnles are |
MEKTPOHHAS KOMUS OOPMAIEHA LIEHTPOM UCTILITAHUH 1 PETHCTPALMI METLMLIMHCKUX M3RE/MM
WUCH 01 LOU HILUE Saiil PIE SIZE 1dy 18aU L0 UEVIALIUN 01 1ESUILS.

[STORAGE AND STABILITY]

Store as packaged in the sealed pouch at room temperature or refrigerated (2-30C).

The test is stable through the expiration date printed on the sealed pouch. The test

must remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the

expiration date. Expire date - 24 moots

[SPECIMEN COLLECTION AND PREPARATION]

Specimen Collection

1. Insert a sterile swab into the nostril of the patient, reaching the surface of the
posterior nasopharynx.

2. Swab over the surface of the posterior nasopharynx.

3. Withdraw the sterile swab from the nasal cavity.

*NOTE; Swabs samples should be tested as soon as possible after collection. If
swabs are not been processed immediately. It should be placed into a dry. sterile,
and tightly sealed plastic tube for storage, based on data generated from influenza
virus, the swab specimen was stable for up to 8 hours at room temperature and 24
hours at 2-87C.

Specimen Preparation

4. Unscrew the cap ofthe specimen collection tube.

5. Insert the swab specimen Into the specimen collection tube. Press against the inner
wall of the tube and stir the swab for approximately 10 seconds while pressing the
swab head against the inner wall of the tube to release the antigens in the collection

tube

o

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

7. Tighten the cap onto the specimen collection tube.

+fim ™ Ufscrew
I m | the cap

*NOTE: The storage of the specimen after extraction is stable for 2 hours at room

temperature or 24 hours at 2-d*C.

[MATERIALS]

M aterials provided
« Testcassettes *Specimen Collection Tubes with Extraction Buffer
* Package Insert
M aterials required but not provided

e Timer « Sterile swab * Workstation

[DIRECTIONS FOR USE]
Allow the test, specimen, extraction buffer to equilibrate to room temperature

(15-30*C) prior to testing.

1.Remove the test cassette from the sealed foil pouch and use it within one hour. Best
results will be obtained if the test is performed immediately after opening foe foil
pouch

2. invert the specimen collection tube and add 3 drops of the extracted specimen
(approx.75pl) to the specimen well(S) and foen start the timer.

3. Waitforthe colored line(s) to appear. Read the resultat 15 minutes. Do not interpret

the result after 20 minutes

3 drops of sample

‘: ; Negative
€ Invalid

A d
M Open the
small cap

[INTERPRETATION OF RESULTS]
(Please refer to the illustration above)

POSITIVE:* Two distinct colored lines appear. One colored line should be in the

control region (C) and another colored line should be In the Test region (T). Positive

result Inthe Test region indicates detection of COVID-19 antigens in the sample.

*NOTE; The intensity of the color in the test line region (T) will vay based on the

amount of COVID-19 antigen present in the sample. So any shade of color in the test

region (T) should be considered positive.

NEGATIVE: One colored line appears in the control region (C). No apparent

colored line appears inthe test line region (T).

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect

procedural techniques are the most likely reasons for control line failure. Review the

procedure and repeat the test with a new test. If foe problem persists, discontinue using
foe test kitimmediately and contact your local distributor.

[QUALITY CONTROL]

Internal Qualitv Control

Internal procedural controls are included in the test. A colored line appearing In the

control region (C) is an interr®l positive procedural control. It confimis sufficient

specimen volume and correct procedural technique. A dear background is an internal

negative procedural control. Ifthe test is working property, the background in the result

area should be white to light pink and not interfere with the ability to read the test result.
External Quality Control

Controls are not induded in this kit. However, in compliance with Good Laboratory

Practice (GLP) positive/negative controls are recommended.”

[LIMITATIONS]

1. The test Procedure and the Interpretation of test Result must be followed dosely
when testing for the presence of SARS-CoV-2 antigens in the human
nasopharyngeal spedmens from suspected individuals. For optimal test
performance, proper sample collection is critical. Failure to follow the procedure
may give Inaccurate results.

2. The COVID-19 Antigen Rapid Test (Nasopharyngeal swab) is for in vitro diagnostic
use only. This test should be used for detection of SARS-CoV-2 Antigens in human
nasopharyngeal spedmens as an aid in the diagnosis of patients with suspected
SARS-CoV-2 infection in conjurrction with dinical presentation and the results of
other laboratory tests. Neither the quantitative value nor the rate of increase in the
concentration of SARS-CoV-2 antigens can be determined by this qualitative test.

3. The COVID-19 Antigen Rapid Test (Nasopharyngeal Swab) will only indicate the
presence of SARS-CoV-2 Antigens in the spedmen and should not be used as the
sole criteria for foe diagnosis of SARS-CoV-2 infections.

4. The results obtained with the test should be considered with other dinical findings
from other laboratory tests and evaluations.

5. If the test result is negative or non-reactive and dinical symptoms persist. It is



molecular diagnostic device to rule out infection in these individuals.

6. The test will show negative results under the following conditions: The titer of the
novel coronavims antigens in the sample is lower than the minimum detection limit
of the test

7. Negative results do not rule out SARS‘CoV-2 infection, particularly in those who
have been in contact vtrith the virus. Follow-up testing virith a molecular diagnostic
should be considered to rule out infection in these individuals.

8. Excess blood or mucin on the swab specimen may interfere with test perfomiance
and may yield a false positive result.

9. The accuracy of the test depends on the quality of the swab sample. False
negatives may result from improper sample collection or storage.

10. Positive results of COVID-19 may be due to infection with non-SARS-CoV-2
coronavirus strains or other interference factors.

IEXPECTED VALUES]

The COVID-19 Antigen Rapid Test (Nasopharyngeal Swab) has been compared with a

leading commercial RT-PCR test. The correlation between these two systems is no less

than 95%.

(PERFORMANCE CHARACTERISTICS]
Sensitivity, Specificity and Accuracy

The COVID-19 Antigen Rapid Test (Nasopharyngeal Swab) has been evaluated with

specimens obtained from the patients. RT-PCR is used as the reference method for the

COVID-19 Antigen Rapid Test (Nasopharyngeal Swab). Specimens were considered

positive if RT-PCR indicated a positive result. Specimens were considered negative if

RT-PCR indicated a negative result.

NasoDharvnaeal Swab Soaclman

RT-PCR
COVID-19 Antigen Rapid Test . . Total
Positive Negative
COVID-19 Positive 17 1 18
Antigen Negative 3 59 62
Total 20 60 80

85.0% (95% Cr: 62.1%*-96.8%)
Relative Specifidty 98.3% (95%CI*: 91.1%~>99.9%)
Accuracy 95.0% (95% Cr: 87.7%-'98.6% )

Relative Sensitivity

~Confidence Intervals
SnacHlIcltv T»»tlng with Variou» Viral Strain»
The COVID-19 Antigen Rapid Test was tested with the following viral strans. No
discernible line at either of the test-line regior®*s was observed at the concentrations
listed:

Test Level
3.16 X 10* TCID50/ml
1.58x10=TCID50/mlI

Description
Adenovirus type 3
Adenovirus type 7
2.45 X 10" LD50/ml
3.16x10°TCID50/ml
1 X 10*TCIDSWmI

Influenza B 3.16x10“TCID50/mI
Human Rhinovirus 2 2.81 X 10*TCID50/ml
1.58x10’TCID50/ml

Human coronavirus 0C43
Influenza A HIN1
Influenza A H3N2

Human Rhinovirus 14

Human Rhinovirus 16 8.89x10“TCID50/ml
Measles 1.58x10*TCID50/ml
Mumps 1.58x10*TCID50/ml

1.58x10'TCID50/nnl
1.58x10"TCID50/ml
8.89x10*TCID50/mIl

TCID50 = Tissue Culture Infectious Dose Is the dilution of virus that under the

Parainfluenza vinjs 2
Parainfluenza virus 3

Respiratory syncytial virus

conditions of the assay can be expected to infect 50% of the culture vessels inoculated.
LD50 = Lethal Dose is the dilution of virus that under the conditions of the assay can be
expected to kill 50% ofthe suckling mice inoculated.

Precision

Intra-Assay & Inter-Assay
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(Nas~"Faryngeal Swab) have been tested using negative, SARS-COV-2 Antigen weal®
and SARS-COV-2 Antigen Strong. Ten replicates of each level were tested each day
for 3 consecutive days. The specimens were correctly identified>99% of ttie time.
Cross-reactivity
The following organisms were tested at 1.0x10* org/ml and all found to be negative
Arcanobacterium Pseudonionas aeruginosa
Candida albicans Staphylococcus aureus subspaureus
Corynebactarium Staphylococcus epidemnkSis
Escherichia coli Streptococcus pneumoniae
Moraxella catarrhalis Streptococcus pygenes
Neisseria lactamica Streptococcus salivarius
Nesseria subllava Streptococcus sp group F
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JoxymenT paipafoTan HA OCHOBE HHCTPYKUHH N0 RPHMEHCHNI MeanuumHckoro sagenusn: «Halop
PEATEHTOD AR HMMYHOXPOMATOIPRAPHYCCKOTO BMANICHNA anTHreHa SARS-COV-2 («COVID-19 Antigen
Rapid Test}» B ofpazuax Maskos u3 HOCO/POTOrNOTKN uenosexa , LOT: COV20090002, COV20090003;
Perncrpaunonnoe yaocrosepenne M )

HucTpyxknus K MeAHIHHCKOMY H3IeJNHIO
«Habop pearenToB 418 HMMYHOXPOMATOrpadgH1ecKOro BhIiBJICHHSE
anTurena SARS-COV-2 («COVID-19 Antigen Rapid Test)» B o6pa3uax
MAa3KO0B H3 HOCO/poToraorka ueaoseka, LOT: COV20090002, COV20090003»

B cocrase:

Tect-kaccera (B HHANBHAYANbHON yNaxopke H3 GONbrH B KOMIUICKTE ¢ ocymmuTeen) - 20 mr. 2.
IpoGupka ¢ Gydepom ana 3xcTparupopanna Guonoruyeckoro oGpasna - 20 mr. 3. Hacaaxa ¢
xanensERnel -20 mrr. 4. MHCTPYKUNA K MEAHIVIHCKOMY H3ASHIO - 1 1T,

Homep n3nenns no karajaory npomssoastens ICOV-502
: . [HASHAYMEHHE)

Habop peareHTOB 418 HMMYHOXPOMATOTpadUHECKOro BuiaBicHHA aHTHreHa SARS-COV-2 («COVID-19

Antigen Rapid Test)» B o6pasuax Ma3kos H3 HOCO/POTOrOTKH wenoseka npeacrasnier cobok sxcmpece-
TECT A KadecTBeHHOro ofnapywenns cneumduueckux amTureHop supyca SARS-CoV-2,

NPUCYTCTBYIOIMX B 0GPa3LAX MA3KOB H3 HOCO/POTOIMIOTKH YENOBEKA METOAOM HMMYHOXPOMATOrpadHm,
B XaYecTBe NPeABaPHTENLHOrO CKPHHHHIOBOTO obcneaoBatua. ToNbko A4 AHATHOCTHKH HH-BHTPO

Toneko WIS NPOGECCHOHATBHOTO H IAGOPATOPHOTO AHATHOCTHYECKOTO HCMOB3OBAHMA.
Hanee Habop, Ha6Op AHATHOCTHYECKONO TECTa
(MOKA3AHHE K MPHMEHEHHIO)]

’ Habop peareuToB Ain BMMYBOXPOMATOTPAPHUECKOrO Bhisnnenus auTHrena SARS-COV-2
(«COVID-19 Antigen Rapid Test)» 3 00paznax Maskos N3 HOCO/POTOT/IOTKH HEJIOBEKA — ITO

IKCTIPECC-TECT VI KAYECTBEHHOrO ofHapyxeHnn cnenndHIeCKHX aHTHreHoB Bupyca SARS-CoV-2,
NPHCYTCTBYIOIIMX B 0GPa3LiaX MA3KOB H3 HOCO/POTOIMIOTKH HENOBEKA METOLOM HMMYHOXPOMATOTpadHH,
B KAYCCTBE MPSABAPHTENBHONO CKPHHHHIOBOTO OGCIEAOBAHNA OT MU ¢ NOAO3PEHHEM Ha HHPEKLHIO

COVID-19 unjpexunio B COHETAHHH ¢ KNHHHY ¢CKOi KAPTHHON W pesyIbTATAME APYTHX AaG0paTOpHBIX
TECTOB.

OTpRUATE/ILHBE Pe3YABTATH TECTa HE HCKMOUAIOT GaKT BO3MOKHONO Hannyna undexuun SARS-CoV-2
H He JO/DXHBI HCTIONB30BATHCA H3OIHPOBAHHO B KAYECTBE OCHOBH AUIA NPHHATHA PELUCHNH B OTHOLICHHY
NEYCHHA HNH TAKTHKH BEACHHA NALMeHTOB. OTPHUATENbHBIE PEIyNSTATH AOKHE PACCMATPUBATECS KAk
MpeANoAaraeMbie H NOATBEPAAATLCR MONCKYATPHBM AHANHIOM, €ClIH TOrO TPeSYIOT CTAHAAPTH BeACHNA
nauneHta. OTpHURTONABHBC PE3YNLTATH CACAYCT PacCMATPHBATL B KOHTCKCTE HCAABHErO KOHTaKTa
MALMEHTa, AHAMHE3a H HAMHYHA KJIHHHYCCKHWX CYOLEKTMBHHIX H 00BexTHBHLIX npossacHul,

coorercrayiomux COVID-19.
HaGop pearemToB s EMMYHOXPOMATOIpadEUCcKoro Bbispienms amTEresa SARS-COV-2
(«COVID-19 Anmtigen Rapid Test)» B ofpainax makos H3 HOCO/PDOTOrAOTKE HEA0BEKR —

3
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npegHasHa4eH A1 MUCMoNb30BaHUA MeAWMUMHCKAM pPaboTHMKOM, MPOLUEALIMM K/MHMKO-abopaTopHoe
006yu4eHme.

[PE3IOME]

HoBble KOpOHaBMPYCbl OTHOCATCS K nnHUKM 6. COVID-19 npeactaBasieT cob0i 0CTpoe pecnmpaTopHoe
MH(EeKLMOHHOe 3ab0neBaHme. JIlo4n, Kak npaBuio, BOCMPUMMYMBLI K AaHHOW MHpeKumn. B HacTosLee
BPEMA OCHOBHbIM  WCTOYHWKOM  WH(EKUMW ABAAKOTCA  NauMeHTbl, WHPULUPOBaHHbIE  HOBbLIM
KOPOHaBMPYCOM. ICTOYHUKOM UHMEKLMN TaK)Ke MOryT 6bITb 6ECCUMNTOMHBIE UHDULMPOBAHHBIE NOAMN.
K OCHOBHbIM NpOsiBNEHMSAIM 3a00/1eBaHNSA OTHOCATCS IMXOpajKa, ObICTpas YTOMISEMOCTb W CyXOM
Kawesnb. B OTAeNbHbIX Cyyasx BCTPEYaroTCs 3a/I0KEHHOCTb HOCa, HAacMOpK, 60/b B ropne, 6o/m B
MbILLLIAX W auapes.

[MPUHLIMN AEVCTBUSA]

Habop peareHTOB A1 MMMYHOXPOMATOrpaMyeckoro BbisB/eHUA aHTureHa SARS-COV-2
(«COYT1>-19 Antigen Rapid Test)» B obpasuax Ma3KoB M3 HOCO/POTOrNIOTKU 4YesioBeKa - 3T0
3KCMpecc-TeCT N8 KayeCTBEHHOr0 O6HapyXXeHWs crneuupuyecknx aHtureHos Bupyca SARS-CoV-2,
MPUCYTCTBYIOLMX B 06pasLiax Ma3KoB 13 HOCO/POTOr/IOTKMN YesioBeKa METOAOM MMMYHOXpoMaTorpagum,
B KauecTBe NpefBapuTe/IbHOr0 CKPUHWUHIOBOro obcnefoBaHus. AHTUTeNna K SARS-CoV-2 HaHeceHbl B
061acT TeCTOBOM /SMHWMKW. BO Bpems TecTupoBaHWs 06pasel, pearvpyeT C 4acTuLaMu, MOKPbITbIMU
aHTuTenamm SARS-CoV-2 Ha TecTe. 3aTeM CMeCb MUrpuMpyeT BBeEpPX MO MeMOpaHe B pesy/bTare
KanunnsapHOro [encTems n pearnpyet ¢ aHTuTenamm K SARS-CoV-2 B 06n1acTu TeCcToBO NMHUA. Ecnn B
obpasel, Maska cofepxatcs aHTureHbl SARS-CoV-2, TO B pe3y/nbTaTe 3T0ro B 06/1aCTi TeCTOBOIN TMHUN
nosiBMTCA LBETHasa nuHuA. Ecnm B o6pasel, Maska He cofepxatcsi aHTureHoB K SARS-CoV-2, T0
OKpaLleHHas IMHUA He MOosSBUTCA B 06/1aCTW TECTOBOW SIMHUW, YKa3blBas Ha OTpULATeNbHbIA pe3ynbTar. B
KayecTBe MpoLeypHOro KOHTPO/ISA B KOHTPO/IbHON NMHUK Beerga byaeT nosBnATLCA LBeTHas nnHuA. Ee
Ha/nyme roBopuT O TOM, YTO Obln A06aBNEeH Hagnexawmii 06beM 06pasua, 1 NPOU30LLNO Haaexalllee
cMaymBaHne MeMopaHbl.

[PEAFEHTbI]

TecT copepKWUT MOHOK/IMHaNbHbIe aHTuTena K SARS-COV-2 B KayecTBe peareHta 3axsara U
MOHOK/IMHaNbHble aHTUTena npotme SARS-COV-2 B KayecTse [ETEKTMPYIOLWMX peareHToB. B
KOHTPO/IbHOM JIMHWW UCMO/b3YHOTCA KO3bW aHTUTeNa K 1gG MbiLm.

[MEPbI MPEAOCTOPOXHOCTV]

1 Mepes NpUMeHeHWeM AMarHoCcTUYecKoro Habopa 06s3arTe/lbHO 03HaKOMbTECH C
VH(opMaLmeld, MPUBEAEHHON B MHCTPYKLUMKW. HecobntogeHne yKa3aHWi, NpUBeAeHHbIX B
Held, MOXXET NPUBECTU K NOJTYYEHUIO HETOYHBIX Pe3y/IbTaToB TecTa.

2. Bce 06pasupl, nonyyeHHble Ans 1abopaTopHOro UCCNefoBaHms, CrefyeT cuiTaTb
MOTEeHLMaNbHO MH(ULMPOBAHHLIMU, U NPY paboTe C HAMMW AOSIXKHbI YYUTbIBATLCA
Tpe6oBaHus CIM 1.3.3118-13 «be3onacHOCTb paboTbl ¢ MMKpoopraHuamamu |-l rpynn
NaToreHHOCTH (onacHocTH)». MeanUMHCKME PaboTHUKM, KOTOPbIE COOGMPAOT UK
TPaHCNOPTMPYIOT KIMHMYECKNE 06pasLbl B 1a60paToputo, AO/MKHBI ObITb 06YYeHbI MPaKTUKe
6e30MacHoOro obpatleHus ¢ bruomaTepmanom, CTporo cobaaaTs Mepbl NPeSOCTOPOXHOCTH 1
NCMonb30BaTh CPeCTBa MHAMBUAYaNbHON 3aLmnTbl (CA3).

3. TonbKo An1s NpogecCMoHaNbHOIo 1 NabopaTOPHOrO ANArHOCTUYECKOTO MCMO/b30BaHMA
3anpeLleHo Mcnonb3oBaTh AMArHOCTUYECKUIA HABOp MOCNe OKOHYaHWS CpOKa rofHOCTH.

4, B mMecTe XpaHeHusi 06pa3LoB My HabOPOB 3amnpeLLeHo ecTb, MUTb WU KypUTb.

5. He 1cnonb3yiiTe TECT NPX HAMYMM NPU3HAKOB MOBPEXAEHNS €10 YNaKOoBKMU.
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6. PaboTta ¢ nobbIM 06pa3LOM [LO/MKHA MPOBOAUTLCA KaK C UH(ULUPOBAHHLIM MaTepUasioM.
Heob6xoaumo cobnofatb YCTaHOB/IEHHbIE MUKPOOMOIOTMYECKNe Mepbl NMPefoCTOPOXXHOCTH
Ha MPOTSHXKEHWM BCero npouecca cbopa, 06paboTKW, XpaHeHMs U yTuamM3auumn 06pasLios,
MO/yYeHHbIX OT NaLMEHTOB, ¥ UCMO/b30BAHHOIO COAEPXXMMOro Habopa.

7. Mpy aHanu3e 06pa3L OB HEOOXOANMO HaAeBaTb 3aLLMTHYHO OAEX/Y, BKNKYas NabopaTopHbIe
Xanarbl, 0HOPa30Bble NepyaTKy 1 CPeACTBa 3alluThI rNas.

8. Mocne paboTbl HEO6XOAMMO TLLATE/IbHO BbIMbITb PYKW.

9. BaxxHO y6eauTbCa, YTO 415 TECTUPOBAHUA UCNOJb3YeTCs LOCTaTOYHO KOMMYeCTBO 06pa3LIoB.
CnuLiKoM 60NbLLOI UAN CAINLLKOM Masioin 06beM MOXET MPUBECTU K OTK/IOHEHWIO
pe3ynbTaTos.

10. BupycHble TpaHcnopTHble cpeabl (VTM) MOryT NOBAMATL HA Pe3ynbTar TecTa, He XpaHuTe

06pasLbl B BUPYCHbIX TPAHCMOPTHBIX Cpefax; u3sedeHHble obpasubl Ans MNLIP-TecToB He
MOryT 6bITb MCMO/b30BaHbI 419 AaHHOTO TecTa.

1. cnonb3oBaHHbIN TECT JO/MKEH ObITb YTUANM3NPOBAH B COOTBETCTBUN C MECTHLIMM
npasunamMu.

12. BnaHOCTb M TeMnepaTypa MOTYT HeXenare/lbHO NOBANATL Ha pe3ynbTarhbl.

[XPAHEHVE 1 CTAB/IbHOCTb]

XpaHWTb B 3aKPbITOM repMeTUYHOM MakeTe U3 (ho/brv NPy KOMHATHO TeMnepaTtype i B
xonoannbHuke (2-30°C). TecT cTabuneH A0 UCTEUEHNS CPOKa FOAHOCTK, YKA3aHHOMO Ha ynakoBKe. TecT
[LO/DKEeH 0CTaBaThCA B repMeTUYHOM NakeTe U3 (DoSbriv O MOMEHTa UCnonb3oBaHna. HE
3SAMOPAXXVBATb. He ncnosb30BaTh NMoc/ie OKOHYaHUA cpoka rofHocTu. CpoK rogHocTu - 24 mecaua.

[CEOP U MOArOTOBLCA OBPA3LIOB]

C6op 06pasLos

1 BBepuTe CTEPU/IbHBIA TaMMOH B HO3APH0 MauyeHTa A0 3afHei NoBEPXHOCTN HOCO/POTOrIOTKM.
2. MpoBeauTe UM Mo CIM3UCTON 0OOMOYUKE.

3. 3BnekuTe CTePUbHBIA TaMMNOH M3 NOMOCTN HOCA.

TpaHCNopTUPOBKA U XpaHeHWe 06pasLoB

icnonb3oBaHHble TaMMOHbI JOKHbI 6bITb NPOTECTUPOBAHbLI KaK MOXKHO CKopee nocne cbopa. Ecnun Het
BO3MOXHOCTW MPOBECTM TECTUPOBAHME Ma3KOB Cpasy, UX CneayeT MOMECTUTb B CYXYH CTEPU/IbHYHO
NIOTHO 3aKPbITYHO NIACTMKOBYH NPOBUPKY Anst XpaHeHms. Obpasel, Ma3ka Oblal CTabuieH B TeveHne 8
4acoB MNPV KOMHATHO TeMnepaType 1 24 yacos npu Temnepatype 2-8°C.

Ecnu TpebyeTcs TpaHCMOPTUPOBKa 06pa3LoB BUPYCHbIMU TPaHCNOPTHbIMK cpegamun (VTM), To VTM He
[LO/KeH cofepXxaTb ryaHUaNHUH (Hanpumep, rmapoxnopua ryaHuamHa u u3oTruoumaHar ryaHuamHa) n
PEKOMEHAYETCS MUHMMa/TbHOE pa3baBnieHne 06pasLa, Tak Kak pa3baB/ieHne MoXKeT NPMBECTM K
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CHUKEHUIO YyBCTBUTE/IbHOCTM TecTa. Korga aTo BO3MOXHO, NyyLle BCero nsberatb YpeamepHoro
pasbas/eHns obpasLa naymeHTa 1 MUAIUAUTPOM UM MeHbLUe. Masku 13 Hoco/poTornioTkn B VTM
cTabunbHbI 40 8 4acoB MPU KOMHATHOM TemnepaTtype 1 24 yaca npu Temnepatype 2-8°C.

[MOArOTOBKA OBPA3LIOB]

[na noAroToBKM 06pa3LLoB TaMMOHOB CliedyeT UCNOb30BaTh TOMLKO NPOBUPKKM ¢ By(epHbIM pacTBOPOM
LN IKCTPaKLUn, BXOAALLME B KOMI/EKT MOCTaBKU.

Mpobupka ¢ BCTPOeHHbIM 6y(epHbIM PacTBOPOM /151 IKCTPaKLIN:
1. OTBUHTUTE KPbILLKY NPOGUPKY C 6yhepoM 4115 IKCTparnpoBaHUs 61MoM0rnyeckmx 06pasLios.

2. BcTaBbTe 06paseL, TamrnoHa B Npo6mpky ¢ 6yepom 11 IKCTparupoBaHus 61onornyeckmx o6pasLios.
MpyXMKUTE TaMMOH K BHYTPEHHEN CTEHKe TPYOKM 1 NepemeLLnBaiiTe ero B TedeHve nprumepHo 10
CeKyH[, OZLHOBPEMEHHO NPYKUMas FON0BKY TaMMOHa K BHYTPEHHeN CTeHKe TPYyOKM, YTOObI
BbICBOGOAMTL aHTUIeHbl M3 06pasLa TaMrMoHa.

3. VI3BNeKMTe TaMnoH, CXuMasi NPo6rpKy no 6okam, YToObl U3B/EYb XKIAKOCTb M3 TaMMOHa.

4. 3aTAHWTE KPbILWKY NPOOGUPKMN AN SKCTPaKLUN.

Ao

OTBUHTUTE
I I I I KTbl WO

MogroToBka o6pasua 41 VIM

Mpw “CNo/b30BaHWUM BUPYCHbLIX TPAHCMOPTHBIX cpef (VTM) BakHO ybeauThbes, YTO TpaHCNopTHas
cpefa, coaepxalllas BUpYC, A0BeAEH 10 KOMHATHOI Temnepatypbl (15-30°C).

Mpn ncnonb30BaHUKM BUPYCHBIX TPAHCMOPTHLIX CPej, BO3bMUTE NUMETKY, nepeHecute 350 MK pacTeopa
o6pasLa 13 TPaHCMOPTHOM cpeabl B NPOOUPKM C SKCTPaKLUMOHHBLIM 6y(hepom, XOpoLLO nepemeLuaiiTe
BCTPSAXMBAHNEM.

+[MPUMEYAHWE: nocne aKCcTpakuuy 06paseL, cTabueH B Te4eHre 2 4acoB NPy KOMHATHOR Temne-
patype nnm 24 yacos npu TemnepaType 2-8 °C.

[COCTAB HABOPA]
B KoMNneKT Habopa BXOAWT:

. TecToBble KacceTbl (B MHAVBMAYaAILHON YNaKOBKe M3 (h0IbIM B KOMMJEKTE ¢ ocyLunTenem) —20
L.

Mpobupka ¢ ytepom 415 IKCTparmpoBaHus 61onormyeckoro obpasya - 20 L.

Hacaaka ¢ kanenbHuLEeR -20 LwT.
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. WVHCTPYKLMS N0 NPUMEHEHWIO MEAULMHCKOTO U3aenus - 1 LuT.
Heobxoammble MaTepuasibl, HO He NMOCTaB/IseMble

e Tailmep . CrepubHble TaMMnoHbl - 20 Wt Paboyvas cTaHuus
[MHCTPYKUUA MO NMPUMEHEHNIO]

Mpexae Yem HavaTb TECTUPOBaHWE, AaiiTe HAbopy AMArHOCTUYECKOrO TecTa AOCTUYb KOMHATHOM
Temnepatypsbl (15-30 °C).

1 3BneKnTE TECT- KAacCeTy 13 repMETUYHOTO NakeTa U3 PO/ 1 UCMOMb3YITe ee B TeUeHNE
O[IHOrO Yaca. Havnyuiume pesynbTaTbl 6yayT NOMyYeHbl, €CIN TECTUPOBaHUE BYAET BbIMOMHEHO Cpasy
e NoC/e BCKPbITYS NakeTa U3 (hosbru.

2. MepeBepHMTE NPOOUPKY AN c6opa 06pa3sLLoB 1 f06aBbTE 3 Kar/im 3KCTparmposaHHOro obpasua
(mpnbnunautensHo 100 MKA) B NyHKY Ans 06pasua 1 3aTeM 3anyCcTuTh TanmMep.

3. JoxanTtecb NOABNEHNS LBETHBIX JIMHWIA. CUnTbIBaHWe pPe3yIbTaToB MPOBOAUTCA Yepe3 15 MUHYT.
MHTepnpeTauusa pe3ynbTaTtoB He A0/HKHa NPOBOAUTLCA nocse 20 MUHYT.

[MHTEPIPETALUNA PE3YJIbTATOB]

CmcM

THE T BO. 1OXBTe/bHbIA
3 Kannsa

3KCTparsipoBaHsioro

o6palua
OTpHATeNbBbI 1

- o/ Y fil

T menelicTaBTebibIA

T 71
I \a/

MOJIOXXUTE/IbHbIN: * TMoABnsloTcA 4Be OTUETNMUBbIE LBETHbIE JIMHUM. OfHa LiBeTHas
NMHWUA JO/MKHA HAXO04MTLCA B KOHTPOAbHOM 06nactu (C), a gpyras LBeTHas MHUSA - B TEETOBOW 061acTy
(T). MonoxutenbHbI pesynbTaT B TECTOBOM 061aCTW yKa3blBaeT Ha 06HapyeHne aHTureHos COVID-19
B obpasue. * MPUMEYAHWE:: nHTeHCMBHOETbL OKpaLLMBaHMA B 061acT TecToBOn nuHun (T) 6yget
BapbMpOBaTLCSA B 3aBMCMMOCTU OT KonmyecTBa aHTUreHa COVID-19, npucyTcTtBytowero B obpasue. B
CBA3N C 3TUM pe3yNbTaT JOHKEH CUATATHCA MOMIOXMUTENbHBIM MPY HAMYMKU IFOBOro OTTEHKA LiBETa B
TecToBOW 06nactu (T).

OTPULATE/NbHbIN: OpHa ugeTHas NMHWA B KOHTPONLHOIA 06nacTy (C). 5e3 BUAMMBIX LIBETHBIX
NMHWUIA NOABUTCA B TeCTOBOM 30He (T).

HEOQENCTBUTE/IbHbIN: KoHTponbHas AvHWS He nosenseTcs. HegocTaTouHblii 06beM 06pasLia
W HeCO6NI0JeHE METOANKN ABNAKOTES Hanbonee BEPOATHLIMU MPUYUHAMU OTCYTETBUS KOHTPO/IbHOWA
NMHUK. TepecMoTpuTe Npasuna NPoBeAeHVs NPoLeaypbl U MOBTOPUTE MaHWUMYNAUUMA C HOBbIM TECTOM.
Ecnn npobnema COXpaHsieTcs, HE WCMOMb3yWTe [AMarHOCTUYECKUA Habop W obpatutech K
YMNO/THOMOYEHHOMY MPEACTaBUTENHO.

[KOHTPOJIb KAUECTBA]
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BHYTpeHHUIA KOHTPO/b KayecTBa

TecT BKOYAET BHYTPEHHMWIA NPOLEAYPHbIA KOHTPO/b. LiBeTHas MHUSA, NOSBASAOLLAACA B KOHTPO/bHOM
obnactn (C), ABNAETCH BHYTPEHHWUM MONOXMUTENbHLIM MPOLEAYPHbIM KOHTPOMIEM. OTO MOATBEPXKAAeT
[0CTaTOMHOCTb 06bema 0bpasua M NPaBWIbHOCTL COBNOAEHNA METOAMKW. [po3payHblii (OH ABNSETCS
BHYTPEHHVM OTpULUaTeNIbHbIM MPOLEAYPHbIM KOHTPONeM. Ecnv TecT npoBefeH npaBuibHO, (IOH B
06nacTu pesynbTaTa AO/MKEH ObiTb GebIM MU CBETN0-PO30BLIM M HE MeLLAaTb CUMTbIBAHWIO pe3ynbTara
TecTa.

BHeLLHWIA KOHTPO/b KayecTBa

MMONOXMTENbHBIA/OTPULATENbHBIA KOHTPO/b KayecTBa He BXOAWT B AMarHOCTUYeCKMin Habop. OaHako B
COOTBETCTBUM C Hag/iexalleli nabopatopHoi nNpakTnkoii (GLP) pekoMeHAyeTcs MCNOMb30BaTb BHELLHWI
KOHTPO/Ib Ka4yecTBa.

[OFPAHUYEHNSA]

1 Mpn TecTMpoBaHWM Ha Hanuume aHTUreHoB SARS-CoV-2 B o06pasuax HOCO/pOTOr/ioTKM
yenoBeka y MWL, C MOAO3PEHMEM Ha MHMEKUMIO A0/MKHA ObITb TLATENbHO COOMKOAEHA Mpoueaypa
TECTUPOBaHUA W NpaBuia WHTepnpeTayunM pesynbTaToB TecTa. 1S AOCTVXKEHWS|  OMTUMabHOM
NPOV3BOANTENBHOCTM TECTMPOBAHUA pPELLAOLLEe 3HAYeHMe WMeeT MpPaBUIbHOCTL CcHopa 06pasLioB.
HecobntoaeHve aToi Npoueaypbl MOXET MPUBECTU K MOTYYEHMIO HETOUHbIX Pe3yNbTaToB.

2. AhheKTUBHOCTL HabOPa OLiEHMBaIACh TOMLKO C UCMO/b30BaHUEM NPOLEAYP, MPeayCMOTPEHHbIX
B UHCTPYKLMM MO NPUMEHEHWNIO MEAULIMHCKOTO U3fenus. BHECEHWE N3MEHEHWIA B 9TU NPOLEAYPbI MOXET
MPUBECTV K W3MEHEHWIO Pe3y/bTaTOB WCMbITaHWs. BupycHble TpaHCmopTHble cpeabl (VTM) moryT
MOBNMSATL Ha pe3y/bTaT TecTa; M3BNeUYeHHble 06pasubl Ans MLP-TeCTOB He MOTFYT 6bIiTb UCMOMb30BaHbI
ANs TecTa.

3. Habop AmarHOCTMYECKOro TecTa MpeAHasHaydeH WCKIUUTENbHO 419 labopaTopHOi
[OMArHOCTMKW. STOT TECT CriefyeT UCMNO/b30BaTh A8 06HapYyXeHNs aHTureHoB SARS-CoV-2 B obpasuax
HOCO/pPOTOr/IOTKN YenoBeKa B KayeCTBe BCMOMOrare/lbHOro MeToja B 00CnefoBaHWMM MauMeHToB C
nogo3peHvieM Ha MHpekumo SARS-CoV-2 B cOYeTaHUU C KIMHWYECKOW KapTUHOM W pe3ynbTaTamut
Apyrux nabopaTopHbIX TeCTOB. C NMOMOLLbIO 3TOM0 KayeCTBEHHOr0 TeCTa He MOryT ObITb OnpeseneHbl H1
KO/INYeCTBEHHOE 3HayYeHue, HM CKOPOCTb YBEeNMYeHUS KOHUeHTpaumn aHtureHos SARS-CoV-2.

4. Habop AMarHoCTMYeCcKOro TecTa rno3BO/AET BbIABUTL TONILKO Hannyme aHtTureHos SARS-CoV-2
B 00pasLie 1 NOTOMY He [O/KEH WCMO/b30BATLCA B KAYECTBE eJMHCTBEHHOIO KpUTEpUA 418 ANarHOCTUKM
nHekumii SARS-CoV-2.

5. Pe3ynbTaTbl, MO/MyYeHHble C MOMOLLBI TeCTa, [AO/MKHbI paccMaTpuBaTbCs B COBOKYMHOCTU C
APYTVMW KNMHUYECKUMI pe3ynibTaTamm ApYrix 1abopaTopHbIX TECTOB W OLIEHOK.

6. Ecnn pesynbTaT TecTa OTPULATENbHbIA WAM COMHUTENbHBIA (OTCYTCTBME peakuuu), OAHAKO
KMHUYECKME CUMNTOMbI COXPaHSKOTCS, PEKOMEHAYETCS MOBTOPHO B3ATb 06pasel, y NayueHTa 4epes
HECKO/IbKO AHel N MPOBECTU MOBTOPHbIVA TECT WM TECT C MOMOLLBIO MONEKYNSPHO-ANArHOCTUYECKOTO
YCTPOWCTBA, YTOObI UCKOUNTD MHPEKLMIO Y NaLyeHTa.

7. TecT NoKaXkeT OTpuLaTe/bHbIE Pe3yNbTaThbl, EC/IN TUTP aHTUreHoB SARS-CoV-2 B 06pasLie HuKe
MUHVMa/IbHOT O Npejena 06HapyXeHNs TecTa.
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8. OTpuuatencHble pesynbTaTbl HE WCKIYaOT (PakT MHGpuumposaHus SARS-CoV-2, 0cobeHHO
KOHTaKTHbIX L. [N8 UCKMOYEHNA MH(EKUMM B TaKOM Clyvyae MOXXET MoTpeb0BaThbCsA Moc/efyoLlee
TECTMPOBaHWE C MOJIEKY/IAPHON AnarHOCTUKOIA.

9. M36bITOUHbIE KONMYECTBA KPOBW WX CNU3N Ha Ma3Ke MOryT nomellatb NpoBEAEHUIO TECTa U
CTaTb I'IpVI‘—IVIHOI?i nony4vyeHna N0XKHOMNO/I0XKUTENBHOIO pe3ynbTaTa.

10. TO4YHOCTb TeCTa 3aBUCUT OT KayecTBa B3ATMA MasKa. JI0)KHOOTpULAaTe IbHbIE Pe3y/ibTaTbl MOrYT
ObITb PE3YNbTATOM HEMpPaBWILHOIO cO0pa UM XpaHeHMst 06PasLoB.

1. MonoxuTtesbHbIe pe3ynbTaTbl TECTA MOMYT BbITh 06YCNOBMEHbI MHULMPOBaHMEM LUITAMMaMU
KOpOHaBmMpyca, He oTHocAwmMmMmMca K SARS-CoV-2, unun gpyrvMm meLarownMm haktopamu.

[OKNOAEMBIE 3HAYEHUA]

Habop peareHTOB 415 UMMYHOXpOMAaTOrpayeckoro BbisiBieHns aHTureHa SARS-COV-2
(«COYT1)-19 Antigen Rapid Test)» B 06pa3Liax Ma3KoB 13 HOCO/POTOrIOTKM YeNl0BEKA CPaBHMBANCS
C paHee CTaBLUUM JOCTYMHbLIM TeCTOM - [MLP B pexxvme peanbHOro spemeHun. Koppensauma mexay sTumm
[IByM#A CMCTeMaMK COCTaBNAeT He MeHee 95%.

[XAPAKTEPUCTUKN PABOTOCIOCOBHOCTI]
UyBCTBUTENBHOCTb, CMELM(UYHOCTb M TOUHOCTb

Habop peareHTOB AN WMMMYHOXpPOMATOrpauyeckoro BbisiBeHUA aHTureHa SARS-COV-2
(«CO\TO-19 Antigen Rapid Test)» B obpasuax Ma3KoB M3 HOCO/POTOrNOTKM 4YenoBeKa Mnpollen
OLIEHKY C WCro/b30BaHWeM 00pa3LioB, MOYYeHHbIX OT MauMeHToB. B KayecTBe pedepeHTHOro Metoja
ANd OnarHocTMyeckoro Habopa wucnonb3yetcd [MLUP B peanbHoOM BpeMeHW. OO6paslbl CUUTAIUCH
NONOXWTENbHbIMK, ecnin Npu MUP B peanbHOM BpeMeHW 6bin MOMyYeH NOMOXUTENbHbIA pe3ynbTat. U
HaobopOoT, 06pa3Lbl CUMTANNCL OTpULATENbHBIMKU, ecin npu TLP B peasbHOM BpeMeHW Obli nosyyeH
OTpuLATE/bHbIN pe3ynbTar.

Habop peareHTOB AnNf MMMYHOXpomaTtorpahuueckoro nLL]p_OT
Zbr:htﬂigj;r?”v::ia;i;miCTV[eKsl)» B o6pa;/|.|ax Masm\)/:%lln; Bcero
HOCO/POTOFNOTKN YenoseKa MonoXxuTtenbHblidi  OTpuULATENbHBbIN
COVID-19 MonoXnTenbHbI 17 1 18
Antigen Rapid
Test OTpuuaTtenbHbIN 3 59 62
Bcero 20 60 80
YyBCTBUTE/IBHOCTb 85,0% (AW 95%*: 62,1-96,8%)
CneynduruHoCTb 98,3% (AW 95%*: 91,1~>99,9%)
TOYHOCTb 95,0% (AW 95%*: 87,7-98,6%)

*[loBepuTe/bHbI NHTEpPBaI

[wnarHocTnyeckas YyBCTBUTE/NIbHOCTb, NONYYeHHas B XOAe NPOBeEHNA KNTNHNYECKUX UCMbITaHWI
Ha TeppuTopumn P®

JnarHoctunyeckas YyBCTBUTENbHOCTL cocTaBuia 96,0% (95% AN: 84.8% - 97.1%).

[unarHocTunyeckyo crneungpuyHoOCTbL Onpegensnn Ha Bbl6OpKe, BKAO4YaBlwen 50 o06pasyos
Ma3K0B M3 HOCOI/NIOTKM YenoBeKa, MOMYUYEHHbIX OT 60/bHbIX ¢ Nofo3peHnem Ha COVID-19, Ho ¢
oTpuuatenbHon peakuyuein Ha Hanmume PHK SARS-CoV-2. Takxe ncnosib3oBanu obpasubl OT
nauneHToB, otpuuartenbHbix no MNUP aHann3y Ha SARS-CoV-2, y KOTOpbIX MOATBEPXAEHO
Hannume BO3GYAUTENE pecnupaTopHbIX WHMEKUMA: BUpycbl rpunna Tuna A un B,

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



pecnupaTopHO-CUHUMUTUANbHbLIA  Bupyc  (PCB), BuMpycbl  naparpunna, pUHOBMPYChI,
ajeHoBupycol, Streptococcus pneumoniae.  Staphylococcus aureus, Corynebacterium,
Escherichia coli.

[unarHocTunyeckas cneungpmnyHocTb Habopa coctaBmuna 96.6% (95% AW: 80.6% - 96.7%).
BAvsHMA NOTeHLMaNbHO NepeKkpecTHO-pearnpyroLLnx Bo3dyauTeneid pecnupaTopHbiX MH(EKL NI
Ha pe3ynbTaTbl TeCTa He 06HapPYXXeHO.

TouHOCTb TecTa cocTasuia 96.3% (95% AW: 88.1% - 97.5%).

OnpefeneHne cneympuUHOCTA € Pa3IMyHbIMK BUPYCHBLIMU LUTaMMaMy

Habop peareHTOB A1 MMMYHOXPOMaToOrpaMyeckoro BbiSiBieHUA aHTureHa SARS-COV-2
(«COYLU-19 Antigen Rapid Test)» B o6pasyax Ma3KoB M3 HOCO/POTOrNIOTKM YenioBeKa MpoLlesn
OLEHKY CO Criefylowymy wrammamm Bupyca. [pu yKasaHHbIX KOHLEHTpauusax He Hab/o[anoch
BUAMMOM JIMHUW HY B 3TUX KOHLEHTpaUnsX:

OnucaHne YpoBeHb TeCTUPOBaHUSA
AfeHosupyc Tmna 3 3,16x 10'TCLU50/Mn
AfeHosupyc Tuna 7 1,58 X 10" TCLUS0/MNT
KopoHosupyc venoseka OC43 2,45 X 10" TCLU50/MN
Bupyc rpmvnna A HIN1 3,16 X 10" TCLIS0/MN
Bupyc rpmnna A H3N2 1x10" TCHO50/M/
Bupyc rpunna B 3,16 X 10" TCros0/Mn
PuHoBupyc yenoseka 2 2,81 X 10" TCLUS0/MN
PuHoBupyc yenoseka 14 1,58 X 10" TCHO50/M/1
PuHoBupyc yenoseka 16 8,89 X 10" TCros0/Mn
Bupyc Kopu 1,58x 10"TCLU50/mn
Bupyc anngemmnyeckoro napoturta 1,58x 10"TCLU50/mn
Bupyc naparpunna 2 1,58 X 10" TCroso/mn
Bupyc naparpunna 3 1,58 X 10® TCIrO50/M/1
PecnupaTopHO-CUHLMTWaNbHbIN BUPYC 8,89 X 10" TCHKO50/MNT

TCID50 = nHuumpytoLwas go3a KynbTypbl TKAHW - 3TO pa3BefeHue BUpYCa, KOTOPOE, Kak 0Xu1aaeTcs, B
YCNOBUAX aHaIM3a MOXeT NHpULMpoBaTb 50% MHOKYNMPOBAaHHbLIX COCYL0B Ky/bTYpbl.

LD50 = netanbHas [03a - 3TO pa3BefeHMe BUPYCa, KOTOPOE B YC/IOBUSX aHanM3a MOXET youTb 50%
MPUBUTBIX MOMIOYHBIX MbILLEN.

Mpeyun3noHHOCTbL
B npepenax aHannsa u mexay aHannsamu

Mpeun3MoHHOCTL Pe3ynbTaToB B Npefesiax aHansa u Mexay aHanmsamu 6blna onpeseneHa ¢ MoMOLLbO
Tpex 06pa3LoB cTaHAapTHOro KoHTponsa COVID-19. Tpu pasnunyHble naptum Habopa peareHToB ANs
NMMYHOXPOMATOrpanueckoro BbifBAeHUA aHTUreHa SARS-COV-2 («COYT)-19 Antigen Rapid
Test)» B 06pa3uax Ma3KoB M3 HOCO/POTOMNIOTKM YeloBeKa Oblav NPOTECTUPOBAHBI C UCMO/b30BAHWEM
oTpULaTenbHOro, cnaboro aHTureHa SARS-COV-2 1 cunbHOro aHtureHa SARS-COV-2. Kaxapblii ieHb B
TeyeHne 3 AHeli NOAPAL TECTUPOBA/IMCb MOBTOPHOCTEA KaXK4oro ypoBHs. O6pasubl 6binv npaBuibHO
NaeHTUMLMpoBaHbl 6osee Yem B 99% cryyaes.

lMepekpecTHaa peakTUBHOCTb

Cnegytowpe opraHnambl TecTupoBanuck npu 1,0x10® opr/mn, 1 Bce OHW 0Ka3anncb OTPULATEIbHLIMU
Npv TeCTUPOBaHUK C NMOMOLLBIO Habopa peareHToB 418 UMMYHOXPOMATOrpauyeckoro BbisiBleHNs
aHTureHa SARS-COV-2 («COVH)-19 Antigen Rapid Test)» B 06pa3iax Ma3kos 13
HOCO/pPOTOr/IOTKY Ye/loBeKa.
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Arcanobacterium Pseudomonas aeruginosa

Candida albicans Staphylococcus aureus subspaureus
Corynebacterium Staphylococcus epidermidis
Escherichia coli Streptococcus pneumoniae
Moraxella catarrhalis Streptococcus pygenes
Neisseria lactamica Streptococcus salivarius
Nesseria subllava Streptococcus sp group F
[YTUNN3ALNA]

NHhopMmaLps cocTaB/ieHa cornacHo AeicTBYHOLLEMY 3aKOHOAATeNbCTBY Pd.

I YTrnnsaums MefvLMHCKOro U3Lenns fOMKHA NPOBOAUTLCSA COMIaCHO AeNCTBYOLWEeMyY
3aKoHogaTenbCTBy. Mpy NCMONb30BaHWUM MEVLIMHCKOIO M3LeNnns 06pasyroTcs 0TX0[bl, KOTOpble
I KacCUULMPYIOTCA N YHUUTOXAKOTCA (YTUNU3MPYIOTCA) Kak; 3NUAeMUON0orMyeckne onacHble 0TXoAb!
(CaHlNwuH 2.1.7.2790-10:knacc b).

Cepwvin TeCcTOB, NPULLIEALLME B HETOAHOCTb, NMapTUM C UCTEKLLMM CPOKOM FOAHOCTHW, NMOANEXAaT
YHUYTOXEHMO B COOTBETCTBUM € CaHlnH 2.1.7.2790-10 Kak oTX0fbl, NpuUHagnexalime Knaccy «A» -

(anuzemuonornyecky 6e3onacHble 0TX0Abl, MPUGINXKEHHbIE MO COCTaBY K TBEPAbIM GbITOBLIM 0TX04aMm),

NtobbIM CcNocoboMm, NpeaoTBPALLAOLLM NMOBTOPHOE MCMO/b30BaHME. Y NaKoBKa rnocse rnojHoro
N3pacxof0BaHns COLEPXKUMOrO, MOLNEXMNT yTUAn3aumum B cootsetctsumm ¢ CaHlluH 2.1.7.2790-10 Kak
OTXO0fbl, MPUHaLNeXaLLme Knaccy «Ax.

YTunmnsnpyiiTe onacHble BELLECTBA UM BUOMOrMYECKI 3arps3HEHHbIE MaTepuabl B COOTBETCTBIM C
NPaKTUKOM, MPUHATON B BalLEM YUPeXAeHWUN. Y TUIN3NpyiiTe Bce MaTepuasibl 6e30MacHbIM U1
npviemsemMbIM 06pa3oM B COOTBETCTBMM C AEACTBYHOLMM HOPMAaTUBHbLIMU TpeboBaHUAMMU B 06/1aCTH
CaHWNTapHO-3NMAEMMONOrMYECKOro 6narononyyms.

[MAPKPOBKA]
Ha KaXxgoi kapTOHHOM KOpPOoOKe yKa3aHo:

Jlorotun, HaMmMeHOBaHWe 1 afpec N3roTOBUTENS
HavmeHOBaHVe 13genns N3roToBUTeNs
MHthopmaupms 06 ynonHOMOYeHHOM npefcTaBuTene B EBponeiickoM coobluecTse
Kog naptum (LOT)

I"pacpmueckre CUMBOSIbI - LUTPUX-KOZ,

3HakK «TonbKo AN invitro guarHoCTUKU»

Ycnosus xpaHeHus

Cpok rogHocTu

3Hak «/cnonb3osaTh 40:»

3HaK «Konm4yecTBo mccnesoBaHni»

VHthopmaums o EBponelickoM COOTBETCTBUM

3HaK «O6paTUTECh K MHCTPYKLIMX MO MPUMEHEHNIO»
3HaK HoMepa o Katasiory npoun3BoauTens

Ha repmeTyHOM nakeTe 13 (hosbry yKasaHo:
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HavmeHoBaHWe MeULMHCKOrO N3Lenns N3roToBuTeNs
HavimeHoBaHWe 1 afpec U3roToBuUTeNs

WNHdopmayms 06 ynonHOMOYEHHOM NpeacTaBuTene B EBpOneitckoM coobLuecTse
NHpopmaLms o eBponeickom CoOTBETCTBUN

Kog naptun (LOT)

3HaK Homepa Mo Katanory npou3BoAMTENA

3HakK «lcnosnb3oBartb Ao:»

KonnyecTBo TecToB

3HakK «3anpeT Ha NOBTOPHOE WCMO/b30BaHMe»

3HaK «MeanLMHCKOe 13fenne aAnsa invitro gnarHoCTUKN»

3HaK «TemMnepaTypHbIil Anana3oH»

3Hak «ObpaTUTECh K MHCTPYKLMM MO NPUMEHEHUIO»

3HaK «He MCnosb30BaTh MOBTOPHO NPV NMOBPEXAEHNUMN YNaKOBKM»

Ha rpynnosoit Kopobke nNpo6ypok ¢ 6ydepHbIM pacTBOPOM /151 3KCTParnposaHus obpasua
yKa3aHo:

* HavmeHoBaHVe KOMNOHeHTa Habopa

* Kog naptum (LOT)

*  3HaK «lcnonb3osars fo:»

*  3HaK «TemnepaTypHbIiA AnanaszoH»

* JloroTun, HaMMeHOBaHWe 1 afpec U3roToBUTENS

»  KonnyectBo Npo6upok ¢ bythepHbIM PacTBOPOM

* O6bem bydepHOro pacteopa A/ 3KCTParnpoBaHns B Kaxoi Npobupke

[BUBINOTPADYS]

1 Westgard JO, Barry PL,Hunt MR, Groth T. A multi-rule Shewhart for quality control in clinical
chemistry. Clinical Chemistry 1981;27:493-501

O603Ha4YeHNss CUMMBO/OB

COoVID-19 Ha3saHne

Ag AMarHoCTNYecKo
ro Tecra
N3roToBUTENA

Components  KoMMOHEHT
KOMM/eKTa
MocTaBKu

[ns MHBUTPO
IVD [MarHoCTUKu

w XpaHnTb Npu
- P Temneparype 2-
30RC
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r n He
MCNoJib30BaTb
npu
NoBPeXAeH!
YNaKOoBKM

MpounssoanTesnb

nJ

L J

ABTOpPU30BaHHbIA NpefcTaBuUTeNb Mo Poccun :

3A0 «HINMNO «<MEAOKAP»

y

-

Copep>kumor
0 AI0CTAaTO4HO
aons
npoBeAeHNs
|'|_
KONMyecTBa
TecToB
O6paTunTech
K
VHCTPYKLMK
no
MPYMEHEHNIO

3akpbiToe AKumoHepHoe O6LecTBO «Haj*HO-MNpon3soacTBeHHOE O6beanHeHNe « MELKAP»
FOpuanyecknii agpec: 140104, MockoBcKas 06nacTb, I. PameHcKoe, yn. Mocksopeukas, 4. 62, kom. 206.

AJpec 3N1eKTPOHHOI No4Tbl: med@medcar.ru

Beb6-cait: https://medcar.ru
TeneoH: +7 (495)540-45-96
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Bcero npoLwumnTo, NpoHymMepoBaHo
n*enneHO neyaTblo
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