INSTRUCTION FOR USE
The kit of “2019-nCoV IgG/IgM Rapid Test Cassette” for quaiitative membrane-based
immunoassay for the detection of IgG and igM antibodies to 2019 in whoie blood, serum or
plasma specimen
LOT: NCP20070003, NCP20070004
Test-cassette - 25; buffer, LOT 20070525 -1 ; droppers - 25; instruction for use -1

NAME OF DIAGNOSTIC DEVICE

The kit of "2019-nCoV IgG/IgM Rapid Test Cassette" for qualitative membrane-based
immunoassay for the detection of I1gG and IgM antibodies to 2019 in whole blood, serum or
plasma specimen, LOT: NCP20070003, NCP20070004

Test-cassette - 25; buffer-1; droppers - 25; instruction for use - 1

Short tittle: "2019-nCoV IgG/IgM Rapid Test Cassette (whole blood, serum or plasma
specimen)”, diagnostic device, kit.

INTENDED USE/PURPOSE

The kit of "2019-nCoV IgG/IgM Rapid Test Cassette for qualitative membrane-based
immunoassay for the detection of igG and IgM antibodies to 2019-nCoV in whole blood,
serum or plasma specimen - is a qualitative membrane-based immunoassay for the
detection of IgG and IgM antibodies to 2019-nCoV in whole blood (finger and venous),
serum or plasma specimen.

The diagnostic device is intendedfor single use

For clinical laboratory diagnostics in vitro

FUNCTIONAL PURPOSE
It is used as an auxiliary tool in the diagnosis of primary and secondary coronavirus infection

SCOPE
Clinical laboratory diagnostics

POTENTIAL CUSTOMER
Clinical and diagnostic laboratories,
institutions

laboratory divisions of medical and preventive

PROFESSIONAL LEVEL OF POTENTIAL CUSTOMER
Only for professional In vitro diagnostics by properly qualified medical staff. Medical staff are
obliged to work with gloves on

PROPOSED CUNACAL USED

fflsuspected infection with SARS-COV-2 coronavirus (earlier name 2019-nCoV), when common
symptoms occur and contact with an infected person

fflto detect COVID-19 virus infection in an asymptomatic course of the disease

COUNTERINDICATIONS

ElExpiration date

ISLoss of sealing

dimproper storage and transportation conditions

BIf used in accordance with the instructions for use there are no contraindications

POTENTIAL SIDE EFFECTS
There are no side effects associated with the use of a diagnostic device

GENERAL PROPERTIES

The kit is meant to be used for the study of 25 samples and is intended for use in healthcare
institutions

Time for analysis : 10 minutes

STERILIZATION

Non-sterile

The supplied medical device is not intended for user sterilization or other applicable
microbiological control

SOFTWARE
Not applicable

M "3REKTPORHAA OMMA OQOPMAEHA LIEHTPOM UCMbITAHH 1 PErMCTPAuMM MEQULMHCKIX H3BENWIA
Not require maintenance and cannot be repai

Test cassette is aflat white quadrate plate with an immunochromatographic test strip
inside. The test cassette is packed in a sealed foil moisture-proof pouch, which
contains a package with adsorbent granules. A bottle of buffer solution contains 3 mi
of buffer solution. Pipettes for transferring a single-use sample are Packed in a zip-
bag. Test cassettes, a bottle of buffer solution, pipettes and instructions for use are
Packed in a consumer cardboard box. One set is designed to perform 25 rapid
analyses.

Note:

* One sealed aluminum foil pouch includes 1test cassette and a desiccant;

» The product contains no materials that come into direct or indirect contact with
the body of the patient and the personnei using the product, when meeting the
requirements of the operating documentation (instructions for use);

« The composition of the product no medicinai products and pharmaceutical
substances

MATERIALS REQUIRED BUT NOT PROVIDED

. Specimen collection containers

. Scarifiers

. Centrifuge (for plasma only)

. Lancets (for fingerstick whole blood only)
. Timer

. Capillary tubes (for fingerstick whole blood only)
. Pipette

. Disposable gloves

. Alcohol pad

SUMMARY

The novel coronaviruses belong to the P genus. COVID-19 is an acute respiratory
infectious disease. People are generally susceptible by SARS-CoV-2 (2019-nCoV).
Currently, the patients infected by the novel coronavirus SARS-CoV-2 (2019-nCoV)
are the main source of infection; asymptomatic infected people can also be an
infectious source. Based on the current epidemiological investigation, the
incubation period is 1to 14 days, mostly 3 to 7 days. The main manifestations
include fever, fatigue and dry cough. Nasal congestion, runny nose, sore throat,
myalgia and diarrhea are found in a few cases.

TEST PRINCIPAL

This test consists of two components, an IgG component and an IgM component.
In the 1gG component, anti-human IgG is coated in IgG test line region. During
testing, the specimen reacts with 2019-nCoV antigen-coated particles in the test
cassette. The mixture then migrates upward on the membrane
chromatographically by capillary action and reacts with the anti-human IgG in 1gG
test line region, if the specimen contains IgG antibodies to 2019-nCoV. A colored
line will appear in IgG test line region as a result of this. Similarly, anti-human IgM
is coated in IgM test line region and if specimen contains IgM antibodies to 2019-
nCoV, the conjugate-specimen complex reacts with anti-human IgM. A colored line
appears in IgM test line region as a result.

Therefore, if the specimen contains 2019-nCoV IgG antibodies, a colored line will
appear in IgG test line region. If the specimen contains 2019-nCoV IgM antibodies,
acolored line will appear in IgM test line region. If the specimen does not contain
2019-nCoV antibodies, no colored line will appear in either of the test line regions,
indicating a negative resuK. 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.

PRECAUTIONS

1. This instructions must be read completely before performing the test. Failure to
follow directions in instructions may yield inaccurate test results.

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

. Do not eat, drink or smoke in the area where the specimens or kits are handled.

. Do not use test if sealed foil pouch is damaged.

. Handle all specimens as if they contain infectious agents.

. Observe established precautions against microbiological hazards throughout all
procedures and follow the standard procedures for proper disposal of specimens.
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when specimens are assayed.

8. Please ensure that an appropriate amount of samples are used for testing. Too much or
too little sample size may lead to deviation of results.

9. The used test should be discarded according to local regulations.

10. Humidity and temperature can adversely affect results.

SPECIMEN COLLECTION AND PREPARATION

The kit of "2019-nCoV IgG/IgM Rapid Test Cassette" for qualitative membrane-based
immunoassay for the detection of IgG and IgM antibodies to 2019 in whole blood, serum
or plasma specimen can be performed using whole blood, serum and plasma specimen.

Both Fingerstick Whole Blood and Venipuncture Whole Blood can be used

*To collect Fingerstick Whole Blood specimens:

*Wash the patient's hand with soap and warm water or clean with an alcohol swab. Allow
to dry.

*Massage the hand without touching the puncture site by rubbing down the hand
towards the fingertip ofthe middle or ring finger

« Puncture the skin with a sterile lancet. Wipe away the first sign of blood.

*Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over
the puncture site.

*Add the Fingerstick Whole Blood specimen to the test by using a capillary tube;

*Touch the end ofthe capillary tube to the blood until filled to approximately 20pL Avoid
air bubbles.

Serum

*Separate the serum or plasma from blood as soon as possible to avoid hemolysis. Only
clear, non-hemolyzed specimens can be used.

*Testing should be performed immediately after specimen collection. Do not leave the
specimens at room temperature for prolonged periods. Serum and plasma specimens
may be stored at 2-8'C for up to 7 days, for long term storage, serum/plasma specimens
should be kept below -20°C.

Whole blood collected by venipuncture

*Whole blood collected by venipuncture should be stored at 2-8*C if the test is to be run
within 2 days of collection. Do not freeze whole blood specimens. Whole blood collected
by fingerstick should be tested immediately.

*Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen and
thawed repeatedly.

«If specimens are to be shipped, they should be packed in compliance with local
regulations covering the transportation of etiologic agents.

« EDTA K2, Heparin sodium. Citrate sodium and Oxalate potassium can be used as
anti- coagulants. >

DIRECTIONS FOR USE

Bring tests, specimens, buffer, and/or controls to room temperature (15-30*C) before
use

1. Bring the sealed foil pouch to room temperature before opening. Remove the test
cassette from the sealed foil pouch and use it within one hour.

2. Place the test cassette on a clean and level surface.

For Serum or Plasma Specimens:

*To use a dropper; Hold the dropper vertically, draw the specimen up to the Fill Line
(approximately 10pl), and transfer the specimen to the sample well of the test cassette,
then add 2 drops of buffer (approximately 80ul) and start the timer. Avoid trapping air
bubbles in the specimen well.

*To use a pipette: To transfer IOpl of specimen to the sample well of the test cassette,
then add 2 drops of buffer (approximately 80 pi) and start the timer.

For Venipuncture Whoie Blood specimen:

*To use a dropper: Hold the dropper vertically, draw the specimen about 1 cm above the
fill line and transfer 1 full drop (approx. 20pL) of specimen to the sample well(S). Then add
2 drops of buffer (approximately 80 pL) and start the timer.

*To use a pipette: To transfer 20 pL of whole blood to the specimen well(S), then add 2
drops of buffer (approximately 80 pL), and start the timer.

For Fingerstick Whole Blood specimen:

*To use a dropper; Hold the dropper vertically, draw the specimen about 1 cm above the
fill line and transfer 1 full drop (approx. 20pL) of specimen to the sample well(S). Then add
2 drops of buffer (approximately 80 pL) and start the timer.

*To use a capillary tube: Fill the capillary tube and transfer approximately 20pL of
fingerstick whole blood specimen to the specimen well (S) of test cassette, then add 2
drops of buffer (approximately 80 pL) and start the timer. See lllustration below.

*Wait for the colored line(s) to appear. The test result should be read at 10 minutes. Do
not interpret the result after 20 minutes.

Note: It is suggested not to use the buffer, beyond 6 months after opening the vial care
sites.
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INTERPRETATION OF RESULTS

IgG POSITIVE:* Two colored lines appear. One colored line should always appear in the control
line region (C) and another line should be in the IgG line region.

IgM POSITIVE:* Two colored lines appear. One colored line should always appear in the control
line region (C) and another line should be in the IgM line region.

1gG and IgM POSITIVE:* Three colored lines appear. One colored line should always appear in
the control line region (C) and two test lines should be in the IgG line region and IgM line
region.

+NOTE: The intensity of the color in the test line regions may vary depending on the
concentration of 2019-nCoV antibodies present in the specimen. Therefore, any shade of color
in the test line region should be considered positive.

NEGATIVE; One colored line appears in the control line region (C). No line appears in the IgG
region and IgM region.

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 the problem persists, discontinue using the test kit immediately and
contact your local distributor.

QUALITY CONTROL

A procedural control is included in the test. A colored line appearing in the control line region
(C) is considered an internal procedural control. It confirms sufficient specimen volume,
adequate membrane wicking and correct procedural technique.

Control standards are not supplied with this kit; however, it is recommended that positive and
negative controls be tested as a good laboratory practice to confirm the test procedure and to
verify proper test performance.

LIMITATIONS

1. The test Procedure and the Interpretation of test Result must be followed closely when
testing for the presence of SARS-CoV-2 virus specific antibodies in the serum, plasma or whole
blood specimen from individual subjects. For optimal test performance, proper sample
collection is critical. Failure to follow the procedure may give inaccurate results.

2. The test result will only indicate the presence of IgG and IgM antibodies to SARS-CoV-2 in the
specimen and should not be used as the sole criteria for the diagnosis of SARS-CoV-2 infections.
B.Positive results can be associated with both the current strain of coronavirus and other
previously identified types of coronavirus, such as HKUI, NL63, OC43,229E.

4. This kit of reagents is screening and is recommended for laboratory diagnostics of COVID-19.
The results obtained with the test should be considered with other clinical findings from other
laboratory tests and evaluations.

5. The Kit of "2019-nCoV IgG/IgM Rapid Test Cassette" for qualitative membrane-based
immunoassay for the detection of IgG and IgM antibodies to 2019 in whole blood, serum or
plasma specimen is for in vitro diagnostic use only. This test should be used for detection of IgG
and IgM antibody to SARS- CoV-2 in whole finger and venous blood, serum or plasma
specimens as an aid in the diagnosis of patients with suspected SARS-CoV-2 infection in
conjunction with clinical presentation and the results of other laboratory tests. Neither the
quantitative value nor the rate of increase in the concentration of IgG or IgM antibodies to
2019-nCoV can be determined by this qualitative test.

6.If the test result is negative or non-reactive and clinical symptoms persist. It is recommended
to resample the patient a few days later or test with a molecular diagnostic device to rule out
infection in these individuals.

7.The hematocrit level of the whole blood can affect the test results. Hematocrit level needs to
be between 25% and 65% for accurate results.

S.The test will show negative results under the following conditions: The titer of the novel
coronavirus antibodies in the sample is lower than the minimum detection limit of the test, or
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antibody utilized in the test, or the novel coronavirus antibody has not appeared at the time of

AnpferToTto inform aboutthe status of COVID-19.

IONotfor checking blood donations.

Il.In the early infection, anti-SARS-COV-2 antibodies concentrations may be below
detectable level. Therefore it is not recommended to use the test in early diagnosis of
COVID-19.

12. The continued presence or absence of antibodies cannot be used to determine the
success or failure oftherapy.

13. Results from immunosuppressed patients should be interpreted with caution.

14. Atthis time, it is unknown how long IgM or IgG antibodies may persist following
infection.

PERFORMANCE CHARACTERISTICS
Performance of IgG Specimen
Relative sensitivity; 100% (95%CI*:
(95%CI*; 89.4%~99.9%);

Accuracy: 98.6% (95%CI*: 92.3%~99.96%).
Performance of IgM specimen
Relative sensitivity: 85.0% (95%CI*:
(95%Ci*: 86.3%~99.5%);

Accuracy: 92.9% (95%CI*: 84.1%~97.6%).

86.0%~100%); Relative specificity: 98.0%

' Confidence Intervals

62.1%~96.8%); Relative specificity: 96.0%

' Confidence Intervals

CROSS REACTIVITY

There was no cross-reartion with Anti-influenza A virus, anti-influenza B virus, anti-
Adenovirus, Anti-Measles, HAMA, RF, non-specific 1gG, non-specific IgM, anti-EV71,
anti-Parainfluenza virus, anti-RSV, HBsAg, anti-Syphilis, anti-H. Pylori, anti-HIV and
anti-HCV positive specimens at 10 and 20 minutes.

INTERFERING SUBSTANCES

I00mg/dL  Triglyceride, 1000mg/dL hemoglobin, 20mg/dL Ascorbic Acid,
15mmol/L Total cholesterol, 60mg/dL Bilirubin conjugated, 60mg/dl Bilirubin
unconjugated, 2000mg/dl human Albumin, Img/ml anti-E.coli, Img/m| human IgG
antibody, Img/ml human IgM antibody, 40mg/L Ribavirin, 30mg/L Oseltamivir,
200mg/L Levofloxacin, 100mg/L Azitromycin and 250mg/L Cefuroxime Axetilhave
indicated no interference to the performance of The kit of "2019-nCoV IgG/igM
Rapid Test Cassette" for qualitative membrane-based immunoassay for the
detection of IgG and IgM antibodies to 2019 in whole blood, serum or plasma.

EXPIRATION DATE
The kit is stable for 24 months from the date of manufacture.
The expired kit is not applicable.

STORAGE, STABILITY, TRANSPORTAOON

Store the test at 2-30*C.

DO NOT FREEZEI

Humidity: below 70 %

Keep away from sunrays

The kit is stable for 24 months from the date of manufacture, (not confirmed by
real-time research). The buffer is stable for 180 days after the first opening.

Use the test cassette for no more than one hour after opening the sealed foil
pouches at 15-30*C.

Increased humidity and temperature may adversely affect the test result.

The test cassette from a damaged sealed foil pouch is not suitable for tests.

Keep the kit out ofthe reach of children'|

It should be transported In the original packaging that protects the product from
external influences, on all types of covered transport and In covered vehicles in
accordance with the transport regulations applicable to this type of transport at a
temperature of +2 to +30*C for the entire shelf life.

During loading and unloading operations and transportation, you must strictly
comply with the requirements of the handling marks applied on the packaging and
transport containers.

Itis not recommended to use the buffer 6 months after opening the bottle.

requirements of international standards Directive 98/79/EC, ISO 13485.

On issues related to quality and handling The kit of "2019-nCoV igG/IgM Rapid Test
Cassette" for qualitative membrane-based immunoassay for the detection of IgG and
IgM antibodies to 2019 in whole blood, serum or plasma specimen please contact;
Closed Joint Stock Company «Scientific Production Association «MEDCAR», Moscow
region, Ramenskoye, st. Moskvoretskaya, d. 62, room. 206

Tel: +7 (495)540-45-96. Email: medig)medcar.ru. https://medcar.ru/

The manufacturer of diagnostic device

Hangzhou AllTest Biotech Co., Ltd. 550, Yinhai Street,
Technologic Development Area,- 310018, ZJ, P.R. China.
Information about authorized representative in the territory of the Russian Federation
Closed Joint Stock Company «Scientific Production Association «sMEDCAR»

Moscow region, Ramenskoye, st. Moskvoretskaya, d. 62, room. 206. Tel: +7 (495)540-45-
96. Email: med@medcar.ru. https://medcar.ru/

RECOVERY

Disposal must be made in accordance with local waste management regulations.
Contaminated packaging must be disposed of in the same manner as the product.
Non-Contaminated packaging materials may be recycled. Contact your local service
providers for further informations.
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|/|HCprKLI,l/Iﬂ No NpUMeHeHNo
MeaANnLUWUHCKOro niaenna
«Habop peareHToB «3kcnpecc-TecT kacceta 2019-nCoV 1gG/IgM»
ANA Ka4eCTBEHHOro UMMyHOXpoMaTorpaduyeckoro aHanunsa Ans BbiBAEHUA
aHTuTen IgG v 14M k HOBOI KOpOHaBUpPYyCcHO nHpekynn 2019-nCoV B obpasue
LeNbHOW KpOBMW, CbIBOPOTKN WM Nnasmbl, kKog naptuii (LOT):

NCP20070003, NCP20070004»,

B cocTaBe: 1 TecT-kacceTa - 25 wT. 2. Bycdhep 3 mn, koa napTuii (LOT): 2CkO70525 -1 wr. 3. MuneTka - 25 wWwr.

4.  WHCTPYKUMS NO MPUMEHEeHUIo -1 wr.

HA3BAHUE

Ha6op peareHToB «3kcnpecc-TecT kacceta 2019-nCoV IgG/IgM* ans Ka4eCTBEHHOr0 UMMYHOXpOMa-
TorpathMyeckoro aHanu3a 415 BbIABIEHNs aHTuTen IgG u 1AM K HOBOW KOPOHABUPYCHOI UHpeKLUK
2019-nCoV B 06pasie LenbHO KpoBM, CbIBOPOTKM UM NNasmel, kog naptuii (LOT): NCP20070003,
NCP20070004

B coctaBe: 1 TecT-kacceTa - 25 wr. 2. bycep 3 mn - 1wr. 3. MuneTka - 25 wr. 4. MHCTpyKLyus no
npuMeHeHuio -1 wr.

[Nanee - aKcnpecc-Tea, nsaenue, Ha6op.

HA3HAYEHWE

HaGop peareHToB «3kcnpecc-TecT kacceta 2019-nCoV IgG/IgM» Ans Ka4ecTBEHHOTO UMMYyHOXpoMa-
Torpacuyeckoro aHanusa s BbiBNEHUs aHTUTeN IgG 1 1AM K HOBOI KOPOHABUPYCHO WHheKLuK
2019-rrCoV B 06pasue LenbHO KPoBK, CbIBOPOTKM WU MNa3Mbl - NpeAcTaBnsieT cO60i KaueCTBEHHbIN
MMMyHOXpomatorpaduueckuit aHanus (MXA) ans BbiseneHus aHtuten IgG v 1M K HOBOW KOpOHaBU-
pycHoit nHekunn 2019-nCoV B 06pasue LenbHOW KanunaspHoOil 1 BEHO3HOW KPOBU, CbIBOPOTKU WK
nnaswmbl.

AAnA 0AHOKPATHOro NpUMeHeHna Habopa No HasHa4YeHuio.

[ins knuHnyeckoil NnabopaTopHO AUArHOCTHKM in Vitro.

OYHKUMNOHANNbHOE HA3BHAYEHMWE Wcnonb3yeTca kak BcnomoraTtesisHoe CpefCcTBO B ANArHo-
CTUKe NepBUYHON 1 BTOPUYHOI KOPOHABMPYCHOI MHeKunn.

OBJIACTb NMPUMEHEHWA Knunnueckas na6opaTopHas fuarHocTtuka.

noTeHunanbHbI i NoTpe6utens KNMHMKO-AMArHoCTUYECKNe Na6opaTopumn, NaGopaTopHbie
nogpasgenernst neve6Ho-NPoNNaKkTUYECKUX yUPeXAeHUii.

MPO®ECCUOHA/BbHbI YPOBEHb MOTEHUWAIbHbBIX MONb30BATE/EMN

Tonbko Ans NpoeccuoHanbHON AMAarHoCTUKM in Vitro MeanepcoHanom ¢ Haanexaulei ksanudukaum-
eil. MeguunHcknii nepconan o6asaH paboTaTb B nepyaTkax.

MNOKA3AHUA K MPUMEHEHWIO

* noAo3peHne Ha UHuymposaHne kopoHasupycom SARS-COV-2 (6onee paHHee HasBaHue 2019-
NnCoV), Npu NOSIBNIEHNN 06LNUX CUMMTOMOB U KOHTAKTOM C UH(ULNPOBAHHBIM YEN0BEKOM:

* ANSi BbISABNEHUS| BUPYCHOW WH(ekyun COVID-19 npn 6ecCMMNTOMHOM T€YeHUU 3a6oneBaHus.

NMPOTUBOMOKA3AHUA

* VicTeKinii cpok rogHoCTU Tecta

* HapyweHa ynakoska usgenus

« HeHagnexatye ycnoBns XpaHeHUs n TpaHCNOPTUPOBaHUs.

« Mpyn ncnonb3oBaHMM B COOTBETCTBUM C UHCTPYKLUWEA NO NPUMEHEHNI0 NPOTUBONOKa3aHWi HeT.

BO3MOXHbIE MOBOYHbIE ,D,EI7ICTBI/IFI Mpy “cnonb3oBaHUn cneynanbHO-06yYeHHbIM nep-
COHa/IOM 1 C y4eTOM MPUMEHEHWUs N0 Ha3HaYeHNIo N06OYHbIe AeiiCTBUA He BbiAB/EHbI.

OCHOBHbIE MOTPEBUTE/IbCKNE XAPAKTEPUCTUNKIN

HaGop paccuutaH Ha uccneposaHue 25 06pasLoB 1 npefHasHayeH An8 UCNONb30BaHUA B yupexae-
HUSIX 34PaBOOXPaHEHNS.

Bpemsa nposegeHuns aHanusa: 10 MUHYT.
METOAblI CTEPUNN3ALUNN N3LENUNA Usgenue ve TpebyeT cTepunnsauuu.

NMPOrPAMMHOE OBECMEYEHUE PABOTbI U3AENNA OtcytcTayet

TEXHUYECKOE OBCNY)XVUBAHUWE N PEMOHT U3AENNA

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

KoMI"PRTHOCTb Ha6opa:
* TecT-kacceta - 25 wT « MuneTka - 25 wr * bycep 3 M -1 wWT * VIHCTPYKLMS NO NPUMEHEHMWI0 -1 WwT

OnucaHve;

TecT-kacceTa npefcTaBnseT co60i NAOCKWIA NNaHWeT NPAMOYrofbHOW (hopMbl 6en0ro yseta c UMMYy-
HoxpomaTorpaduyeckoii TeCT-N0N0CKOI BHYTPW. TecT-kacceTa ynakoBaHa B repMeTUYHO 3anasiHHblii
hONbLIMPOBaHHbLIA BNarocToikuii NakeT, B KOTOPbIA BNOXEHA ynakoBKa C afCop6eHT-rpaHynamm.
®dnakoH ¢ 6ydepom coaepxunT 3 mn 6ychepHoro pactsopa. MuneTtkn s Ans nepeHoca o6pasya
0/}HOPA30BOT0 NPUMEHEHUS yNaKoBaHbl B 3uN-nakeT. TecT-kacceTbl, (PNakoH ¢ GyhepHbIM pacTBopom,
NUNEeTKM U MHCTPYKUNA MO NPUMEHEHMNIO yNakKoBaHbl B MOTPEBGUTENLCKYIO KOPOBKY U3 kapToHa. OAnH
Ha6op paccunTaH Ha BbIMONHEHNE 25 IKCNPecc-aHann3oB.

MpumeyaHue:

* BO/IHY repMeTUyHYI0 yNakoBKy 13 h0NIbIMPOBAHHOTO aNloMUHUS BXOANT 1TecT-kacceTa v ocylumTenb.
« B cocTase u3fenus OTCYTCTBYIOT Marepuasbl, BCTynawujue B Henocpe/ACcTBeHHbI nm onocpeno-
BaHHbI/ KOHTAKT C OPraHM3MOM NalueHTa 1 NepcoHana, UCnonb3ylulero saenue, Npn BoINOTHEHUN
Tpe6oBaHuii 3KCNyaTaluMoOHHO OKyMeHTaunn (MHCTPYKLNS MO NPUMEHEHWIO).

« BcoctaBe u3jjenns oTCyTCTBYIOT 1eKapCTBEHHbIE CpeAcTBa U hapmalesTuyeckne cybcTaHLuu.

AOMNONHUTENbHbIA MEPEYEHb MATEPVAJIOB, KOTOPBLIE TPEBYIOTCA A/1A MPOBE-
JAEHNA TECTUPOBAHUA (HE COOEPXATCA B HABOPE MEAVNLMHCKOIO U3AENNA)
« Mpo6upku ans c6opa o6pasyos (B nabopatopum)

« CkapudmkaTopbl (TONbKo AN 3a6opa LenbHoi KpoBM 13 nanbua)

* LleHTpudbyra (Tonbko Ans nnasmbl) * JlaHUeTb! (TONbKO ANSA LeNbHO KpoBM U3 nanbLla)

* Yackl unn Taiimep « )CanunnspHble TPyGkU (TONLKO A4NA LLeNbHOR KPOBU W3 nanbua)

« MuneTka aBTomaTtnyeckas * Mepyatkm 0gHoOpa3oBbie » CandeTkm CNMpToBbIe

PEATEHTbI, NCMNO/Ib3YEMbIE B TECT-KACCETE

PeareHT

AHTUTENa MbIlWK K 1qG Yenoseka

AHTUTENna mbiwn Kk IgM yenoseka

1q9G Mbiwn

AHTUTena ko3bl K IgG Mbiwn

PeKoMBUHaHTHbI aHTUreH 2019-nCoV (N-npoTewnH)

DyHKLUNA

3axsaTblBalow il peareHT
3axBaTbiBaloOWNii peareHT

Ans peakunm ¢ KOHTPONLHON NUHUENR
KOHTpO/‘IbHaH NuHna
[leTekTupytownii peareHt

KPATKAA UH®OPMALINSA

HoBble KOpoHaBMpyCbl OTHOCUTCA K NMHUKM Beta-CoV B. COVID-19 - 3T0 0CTpoe pecnupaTtopHoe WUH-
thekunoHHoe 3a6onesaHne. Kak npasuno, o BOCAPUUMUMBLI K HOBOW KOPOHOBUPYCHON MHEKLMN
SARS-CoV-2 (2019-nCoV). B HacTosAllee BpeMA NauneHTbl, NHPULMPOBAHHbIE HOBO KOPOHABUPYCHOW
nHekymneit SARS-CoV-2 (2019-nCoV), ABNAIOTCA CKHOBHbIM UCTOYHUKOM UHEKLUU; 6ecCUMNTOMHbIE
MHMDMLMPOBaHHbIE NIIAMN TakkKe MOTyT GbiTb MCTOYHMKOM MHEKLMM. MO JaHHbIM Tekyliero anuae-
MWONOrMYECKOro UCCNEA0BaHMS, NHKYGaLMOHHBI Nepuos cocTasnseT oT 140 14 iHell, B OCHOBHOM
0T 340 7 AHEli. K OCHOBHbIM NPOSIBNEHUSIM OTHOCATCS NINXOPAZKa, YCTanoCTb U CyXoii Kawenb. Takke
YCTaHOB/EHO, Y4TO CPeAN NEpPBbIX CUMNTOMOB MOTYT GbiThb FO/IOBHbIE GONN, KPOBOXapKaHbe, Anapes,
TOWHOTA, PBOTA, y4allleHHoe cepaletuerme.

MPUHLUMN AENCTBUA

TecT COCTONT 13 [1BYX KOMMOHEHTOB: KOMMOHEHT IgG Kk aHTuTenam IgG 1 KOMNOHeHT 14M K aHTuTenam
1AM. B komnoHeHTe 1gG B 06nacTi TeCTOBOM NUHUK «IgG* HaHeceHbl aHTUTeNna Mblwn K IgG yenoseka.
Bo Bpems TecTupoBaHusa ob6pasel, pearvpyeT ¢ yacTuyamMn, NOKPbNbIMKU aHTUreHom 2019-nCOV Ha
TecT-kacceTe. 3aTeM CMecb MUTPUpYeT XxpomaTorpadmyeckn BBepx no Mmem6paHe noj geicresnem
KanunnsapHoro adhekta 1 pearupyeT ¢ aHTUTENaMN MbIWK K IgG yenoseka B 061acTu TECTOBOW NUHUN
«G», ecnu o6pasel, coaepxuT aHtutena IgG k 2019-nCOV. 8 pesynbTate 3TOro B 061aCTU TECTOBOMN
NUHUKM «G» NOABNAETCS LBETHAA NNHUSA. AHANOMMYHO, aHTUTeNa MblluK K 1AM YenoBeka HaHeceHsb!

Ha 06N1acTb TECTOBON NNHUU «M», 1 ecnu o6pasel, coaepxuT aHtutena 1M k 2019-nCOV, komnnekc
KOHBlOraT-06pasel pearnpyer ¢ aHTuTeNamu 1aM yenoseka. B pesynbTate B 06/1aCTV TECTOBO SIMHUM
«M» NosBNAETCS LBETHAS IMHNA.

MoaTomy, ecnn o6pasel, cogepxuT aHTutena IgG k 2019-nCOV, B 061acT TeCTOBOW MHUN «G* NOSBUT-
CA UBeTHas NMHNA. Ecnm o6pasel| coAepXuUT aHTutena 1aM k 2019-nCOV, To LBETHAs NUHNA NOABUTCS
B 061acTu TeCTOBOW NUHUM «M». Ecnim o6pasel, He coAepXuT aHTuten Kk 2019-nCOV, Hu B 0AHOI 13
o6nacTeil TeCTOBOM NNHNN («G», «M») He MOABUTCS L{BETHAA NIMHNSA, YTO yKasblBaeT Ha OTpULATEbHBIN
pesynbTar. B 061acTb KOHTPOILHOI NMMHNN «C» HAHECEHbI aHTUTENA KO3bl K IgG Mbiln. BHYTpeHHWA
KOHTPO/Ib KauyecTBa NpoLe/ypbl aHann3a BKNIOYEH B TECT. LiBeTHas IMHUA, nosBAsioLasca B o6nactu
KOHTPONSA (Q, ABNAETCA BHYTPEHHUM KOHTPONEM MpoLeAypbl aHannsa. Ee Hanuune nogTeepxaaeT
BHECEHMNe [J0CTaTOuHOro 06bEMA NPOGLI 1 NPaBUNLHOCTL METOANKN BbINOSIHEHUA aHanu3a.

MEPbI MPEAOCTOPOXHOCTHU

1 OTU MHCTPYKLMM JO/KHBI GbITb MOMHOCTbIO NPOYUTaHLI Nepe/ BbINONHeHeM Tecta. Heco6ogeHue
yKasaHuil B NHCTPYKLUAX MOXET NPUBECTU K HETOUHBIM pPe3y/bTaTam UCHbITaHMWIA.

2. Tonbko Ans NpoheccnoHanbHoi ANarHocTuky in vitro. He ncnonb3oBaTh NOCAe UCTEYEHUSI CpOKa
rogHocCTHn.

3. He ewbTe, He neiiTe u He KypuTe B MecTax pa6oTsl ¢ o6pasuamMu uav Habopamu.

4. He ucnonbayitTe TeCT Npu NOBPEXAEHUN YNAKOBKU.

5. O6palyaiitecb co Bcemn o6pasyamu, kak ¢ cogepxalyumm HgekyMoHHble areHTsl. Cobnioaainte
YCTaHOB/NIEHHbIE Mepbl NPEeAOCTOPOXHOCTU B OTHOWEHUN MVIKpDﬁI/IOﬂOI'VI‘-IECKVIX onacHocTeil B xoae
TecTUpOBaHWs 1 cneayiTe CTaHAAPTHLIM NpoLeaypamM KOPPEKTHOTo pasmelyeHus 06pasLos.

6. HageBaiiTe 3alMTHYI0 OAexAay, Takylo Kak nabopaTopHbIii xanat, o4HOpa3oBbIe nepyaTku u cpej-
cTBa 3aluTbl rnas, npu paboTte ¢ o6pasyamu.

60NbWOW MAN CANWIKOM Manblii 06beM 0BpasLa MOXeT NPMBECTU K OTKNOHEHWIO PeTyNbLTaTos'
8. MIcnoNb30BaHHbIe TECTbI JOMKHbBI YTUNM3NPOBATLCA B COOTBETCTBUM C TpeGoBaHNAMM
Canlnnh2.1.7.2790-10.

9. BnaxHocTb 1 Temnepartypa MOryT HexenaTe/lbHO NOBAUATL Ha pe3y/bTaTbl.

CBOP 1 MOArOTOBKA OBEPA3LIOB

Ha6op peareHToB «3kcnpecc-TecT kacceTa 2019-nCoV IgG/IgM» ana ka4eCTBEHHOr0O UMMYHOXpoMa-
Torpacpuyeckoro aHannsa Ans BbiABNEHUsS aHTUTeN IgG 1 1AM K HOBOI KOPOHABUPYCHOI MHpeKLN
2019-nCoV B o6pasLe LenbHOW KpOBU, CbIBOPOTKM MW Mia3Mbl MOXET UCNOMb30BaTbCs ANA o6pas-
U0B Lie/IbHOW KanuNNAPHON N BEHO3HOI KPOBM, CbIBOPOTKIA MW NNa3Mbl.

LlenbHan kanunnapHas KpoBb;

. I‘IpoBech nauyneHTy rmrneHy pyk, o4UCcTuUTe KOXy CMUPTOBLIM TAMNOHOM. ,qaﬁTe KOXe€ BbICOXHYTb.
« Momaccupyiite pyky, nsberas Mecta NyHKLMKW, pacTupasi KOXY BHU3 N0 HanpasBneHnio K KOHUNKY
cpeaHero nan 6e3bIMAHHOTO nansuya.

* BbINOMHUTE NYHKLUIO KOXMN CTEPUNbHbIM cCkapuukaTopom. BolTpuTe nepsble cnefpl KPOBU.

* AKKypaTHO nomaccupyiite pyky oT 3ansicTbs 40 NafoHu, 4TO6GbI Ha MecTe nNpokona o6pasoBanach
oKkpyrnas kanns Kposu. MpukacaikTecb KOHLLOM KanunnsipHoii Tpy6ku K kanse KpoBu, Noka OHa He
3anonHUTCs NpumMepHo Ao 20 mMkA. W36eraiite o6pasoBaHuns Ny3bipbKoB BO3AyXa.

* lo6aBbTe o6pasel| LeNbHON KanuNNspHON KPOBK Ha KacceTy C NOMOLLbIO KAaNUANAPHONR TPyGKU.
 LlenbHas KpoBb, 0TO6paHHan 13 nasnbua, A0/KHA HEMEANEHHO BbiTb NpoTecTupoBaHa. He 3amopa-
)uBaiTe 06pasubl LLeNbHOW KPOBU.

LienbHaa BeHO3HasA KPOBb;

« LienbHas KpoBb, COGpaHHasl C NOMOLLbIO BEHOMYHKLUN, A0/KHA XPaHUTLCS Npu Temnepatype 2-8'C,
ecnu TecT GyAeT NpoBefeH B TeyeHne 2 AHeil nocne c6opa. O6pasLbl JO/HKHbI JOCTUYL KOMHATHO
TemnepaTtypbl Nepej TeCTUPOBaHNEM.

CbIBOpOTKa ¥ nnasma;

« OTfenuTE ChIBOPOTKY MW NMNA3My OT KPOBU Kak MOXHO ckopee Ans npeAoTBpalleHus remonmsa.
Vicnonb3yiiTe TONbKO NPO3payHble HEreMoN3NPOBaHHbIE 06pasLibl.

« TecTupoBaHne 4OMKHO GbITh BEINOJHEHO Cpasy nocsie c6opa 06pasuoB. He octasnsiite 06pasiibl
npu KOMHaTHO TemnepaType B TeYeHWe ANNTENbHOTO BPEMEHU.

» O6pasubl CLIBOPOTKM 1 MIa3Mbl MOTYT XPaHUTLCA Npyu Temnepatype 2-8“C 4o 7 AHE, npu AnuTens-
HOM XpaHeHWn o6pasLibl CbIBOPOTKMA/NNa3Mbl [O/MKHbI XPAHUTLCA NpK TemnepaTtype He Bbiwe -20°C.
3amMOopoXeHHbIe 06pasLibl CeAlyeT NOMHOCTbI0 PAa3MOPO3UThL 1 TLATENIbHO NepeMelaTh 40 Havana
TecTupoBaHus. O6paslbl He Cre/lyeT MHOTOKPATHO 3aMOpaxnBaTh 1 PasMopaxneatb.

« Mpy HEO6XOAMMOCTN TPAHCMOPTUPOBKN 06PA3LL0B OHIN [O/KHBI BbITh yNakoBaHbl B COOTBETCTBUM
C PernoHanbHbIM 3aKOHOAATENbCTBOM, PEryNPYIOLLUMIA TPAHCMOPTUPOBKY 3TUONOMMUYECKMX areHTOB.
« B kauecTBe aHTUKoarynsHTta Ans c6opa obpasya MoryT 6bnb ucnonb3osarbl ITA K2, HaTpus rena-
PWH, HATPWUA LUUTPAT U Kanus okcanar.

PYKOBO/CTBO MO NCMO/Ib3OBAHWIO

Mepep Hauanom TecTupoBaHus, 06 |{asely, 6ydep 1 KOHTPONbHbLIE 06pasLbl (MpU HanUuuw)
AOMKHbI OCTUYb KOMHATHOM Temnepatypbl (15-30°C).

1 N3BnekuTe TecT-kacceTy U3 repMeTUYHOI (hONbIMPOBAHHOI yNakoBKM U NCMONb3YiiTe ee B TeYeHne
0AiHOTO Yaca nocne BCkpbnus. Hannyudwue pesynbtatbl GyAyT NOMyYEHbI, €CNW TECT BbINOHAETCA cpasy
nocne oTKpbITUA fepMeTMHHOﬁ CpO/'Il:WIpOBaHHOﬁ ynakoBku.

2. MomecTuTe KacceTy Ha YUCTYI0 M POBHYIO NOBEPXHOCTb.

Ans 06pasL0B CbIBOPOTKM UM MAa3Mbl:

« Mpn NCNONBL30BAHUN NUNETKU: AepXUTe NUNETKY BepTUKabHO, HabepuTe o6pase 40 NUHUM Ha-
nonHexus (Npu6nnsutenbHo 10 MKN) 1 nepeHecuTe B NYHKY Anst o6pasua (5), 3aTem gobasbTe 2 Kanim
6ychep (Npnbnn3nTEeNbHO 80 MKN) U BKAKUKUTE Talimep.

« Mpyn Ncnonb3oBaHUN aBTOMAaTMYECKO NuneTku: nepeHecute 10 MKA o6pasua B NyHKY Ans o6pasua
(5), 3aTem go6asbTe 2 kannu Gycepa (Npu6M3nuTensHO 80 MK) U BKIOUMTE Taiimep.

[ns 06pasyoB LenbHOM BEHO3HOI KPOBU:

« Mpu UCNONbL30BAHUM MUNETKN: AePXUTE NUNETKy BEPTUKaNbHO, HabepuTe o6pasel, 3 NPoGUpKN
NPUMEPHO Ha 1CM BbIlE IMHUN HANONHEHUsA W NepeHecnTe 1 NonHylo Kannw (NpubnnsntensHo 20
mMkn) o6pasua B NyHKy Ana o6pasua (5). 3atem go6asbTe 2 kannu Gydepa (Nnpn6an3nTensHo 80 MKn) n
BKNlOUMTE Taiimep.

« Mpu MCNONbL30BaHMM ABTOMATMYECKOI NUNETKN: NnepeHecuTe 20 MK LeNbHOM KPOBU B NYHKY ANs
o6pa3sua (S), 3atem fobaBbTe 2 kannn Gycepa (NpubnunsnTensHo 80 MKN) 1 BKIOYMTe Taiimep.

[ina 06pasLoB LeNbHO KanuanspHOi KpoBu;

« Mpu UCNONL30BAHUM KAMUNNAPHOI TPYBKU( HE BXOAUT B COCTAB KOMMIEKTA): HANOHUTE Kanunnsp-
Hylo TPY6Ky 13 nanbua n nepeHecnTe Npu6AN3NTENbHO 20 MK 06pasua LiebHOM KanunnspHoi KpoBu
B NIYHKY Ana o6pasua (5) Ha TecT-kacceTe, 3aTem lob6aBbTe 2 kannu bycepa (Npu6an3nTensHo 80 Mkn)
v BKNlouuTE Talimep.

CM. PUCYHOK HUXeE.

3. loXAUTECh NOSIBNEHUS LBETHLIX NUHWIA. IHTepnpeTupyiiTe peaynbTar YepesB 10 MUHYT. He
MHTEpNpeTUpyiTe pesynbTar yepes 20 MUHYT n Gonee.

I'Ipmmeqauwe; He peKkomeHAyeTCsi UCnonb3oBaTh Bydep N0 UCTeUEHUN 6 MecALEeB Nocne OTKPbITUS
hnakoHa.



OTpUMTLLLLMBF
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WHTEPNPETALWVA PE3Y/IbTATOB

19G NONOXKUTENBHbIN*: Mossnsiotcs ABe LBETHbIE NMHUM. OfHA LBETHAst IMHUS BCErAa AOKHA
nosBAATLCA B 0671aCTU KOHTPONIbHOW NnHuKM (C), a Apyras MHUA B 06nactn nuuum IgG (G).

IgM NONOXUTENBHbIN*: MosensioTcs ABe LBETHbIE IMHUM. OfHA LBETHAS IMHUS BCErAa A0/KHA
nosBNATbCA B 061acTU KOHTPONbHON NuHuK (C), agpyraa nuHua B o6naan nuuum IgM (M).

19G n IgM MNONOXUTENBbHbIN*: MosiensioTes Tpu UBETHbIE NUHAK. OAHA UBETHAS NIMHUA BCeraa
AOMKHA NOABNATLCA B 061aCTU KOHTPONLHON NuHKUK (C), a apyras NuHUA B 06nacTn AnHun IgM (M)

W nunaum IgG (G).

‘MPUMEYAHWE: NHTEHCMBHOCTL LiBeTa B 061aCTW TECTOBOI NIMHUN MOXET BapblpOBaThLCA B 3aBUCUMO-
CTM OT KOHLEHTpauumu aHTuten 2019-nCoV, npucyTcTBylounx B o6pasiie. Moatomy N060oi OTTEHOK
uBeTa B 06/1aCTU TECTOBOW NIMHUM CNE/YET CYNTATL NOMOXKNTENbHBIM PE3YNbTaTOM.

OTPULIATE/IbHbIN: oaHa useTHas nuHus nosiBAsieTcsl 8 06N1aCTU KOHTPO/IbHOW MMHMK (Q. B o6nactn
19G (G) u IgM (M) NMHUK He NOABASAOTCS.

HEOENCTBUTE/IbHbI: koHTponsHas nunus He noseiseTcs. HeaocTaTouHbIii 06beM 06pasta uim
HEKOPPEKTHble MeToAbl NpoueAypsl SBASITCA Hanbonee BEPOATHBIMU NPUYMHAMMW OTCYTCTBUS KOH-
TpOl‘IbHOﬁ NVHUK. I'IpoBepb're ycnosus npoueaypbsl 1 NOBTOpUTE €€ C NOMOLW b0 HOBOrO TECT KacceThbl.
Ecmm npo6nema ocTaeTcsi, HeMe/ANeHHO NpekpaTuTe UCNOoMb30BaHWe TECTOBOTO HaGopa 1 06paTuTech K
MeCTHOMY ANCTPUGbLIOTOPY.

KOHTPO/Ib KAYECTBA

TecT-KkacceTa BK/loYaeT BHYTPEHHWI KOHTPONL Npoueaypsbl. LiBeTHas nnHus, nosensiowascs B obnactu
KOHTpoNs (Q, ABNAETCA BHYTPEHHUM MpoLuefypPHbIM KOHTPONeM. [laHHas NUHUS NoATBepxXaaeT
[J'OCTBTOHHHﬁ o6bem oﬁpaaua, Hajanexauee kanunispHoe BcacbiBaHne Ha MeMSpaHe N KOPPEKTHOCTb
TexXHUKNn npoBeaeHns Tecta.

KOHTpDJ‘IbeIe OGDHSL[I:I He NnocTaB/IATCA C ITUM KOMMIEKTOM, OfHAKO pekomeHayeTca, 4TOGbl KOH-
TponbHble 06pasLbl UCNONL30BANUCH ANt NPOBEPKN C MONOXUTENbHLIM W OTPULATENbHLIM KOHTPONEM
B KayecTBe Hagnexauieii nabopaTopHoii NPakTUKM AN NOATBEPXAEHNUS Npoueaypbl TECTUPOBAaHNS U
Bepudmkauun Hagnexaueit ahhekTUBHOCTM TecTa.

OrPAHUYEHNA

1 Tpu TeCTUPOBAHUM Ha HaNUuMe cneyutuiecknx aHTuTen K Bupycy SARS-CoV-2 B CblBOpOTKe, Nnasme
Wnu 06pasie LeNbHON KPOBU OTAENbHBIX UCTILITYEMbIX HEOBXOANMO BHUMATE/ILHO CIEAUTh 3a NpoLe-
Aypoii TeCTUpPOBaHUA W MHTepnpeTaumeli pesynbTara Tecta. [11s JOCTUXEHNS ONTUMaNbHOI NPON3Bo-
[MTENLHOCTM MCNbITaHMIA pelalollee 3HauyeHne uMeeT NpaBnbHbLIA 0T60p NPo6. HecobnoaeHne 3Toi
npoLeaypbl MOXeT NPUBECTU K HETOUHLIM pe3ynbTatam.

2. PesynbTaTbl TECTMPOBAHUA Ha aHTUTENa He [0/KHbI NCMO/b30BaTLCA B KAYECTBE €/IMHCTBEHHOIO OCHO-

BaHNA A1A NOATBEPXAEHUA UM UCKNIOUEHNS UHULNPOBaHUA SARS-COV-2 nnn Ans MHOPMNPOBaHNA
0 cTaTyce uHchekumu. B cnyuae, eciim pesynbTaThl TECTUPOBAHUA OTPULATENbHBIE, & KMHUYECKMEe CUMNTO-
Mbl COXpaHATCS, HE06X0ANMO NPOBECTU AONO/HUTENbHOE NOBTOPHOE TeCTUPOBaHNE C UCMNONb30BAHU-
eM Apyrnx MeTofoB. OTpULATENbHbIA Pe3ynbTar He UCKI0YaeT BO3MOXHOCTU 3apaxenusi COVID-19.

3. TonoxutensHsle pesynbTaTbl MOTYT 6biTh CBA3aHbI Kak C TEKYLLIMM USAaMMOM KOpPOHaBUpyca, Tak 1 ¢
APYTMMU paHee BbIABMEHHbIMU TUMAaMK KOpoHaBupyca, Takumu kak HKLL, NL63, OC43, 229E.

4. "OT HaGoOp peareHToB ABNSETCA CKPUHWHIOBLIM 1 PEKOMEH/0BAH A/15 Na6oPaTOPHOI ANArHOCTUKN
COVID-19. Kak 1 BO BCex AnanioCTUYECKNX TecTax, NoMyyeHHbIe PesynbTaTbl JO/KHbI PACCMaTPUBATLCS
BMecTe C ApYroil knnHu4eckoii nHchopmauvein, AOCTyNHOI Bpavy.

3.Habop peareHToB «3Kcnpecc-TecT kacceTa 2019-nCoV 1gG/IgM» ana ka4ecTBEHHOr0 MMMYHOXPO-
maTorpac”hyeckoro aHanusa Ans BbisiBfeHUA aHTuTen IgG v IgM K HOBO# KOpoO! b

BHWeli NHdekynii-komLigHTpalina amruten obin.

0BHs.. M03TOMY HE pekOMeHAYEeTCs NCMNOoNb30BaTh TECT B paHHell guarHocTuke COVID-19i
12.  TOCTOAHHOE HaNN4MEe UM OTCYTCTBUE aHTUTEN B TeYeHUe NPOJOIKUTENILHOTO BDEMEHN HE MOXeT
6bITb NCNO/IL30BAHO AN ONPeAeNeHns ycnexa uan Heyaaun Tepanuu.

13, PesynbTaThl leYeHNs NaLNEHTOB C UMMYHOCYNpeccueii cneayeT UHTepPNPeTUPoOBaTh C 0CTOPOXKHOCTbIO.

14. B HacTosillee BpeMs HEeM3BECTHO, Kak J0/1ro TUTp aHtuten IgM nnn IgG MoXeT coxpaHaTbCs nocne
3apaxeHus.

NMOKABATE/NIN 3P PEKTUBHOCTW

SdhBKTMBHOCTL 06pasua IgG

OTHOCUTENbHAA YyBCTBUTENbHOCTL: 100% (AW 95%*: 86,0-100%)
OTHocuTenbHas cneundunyHocTb: 98,0% (AU 95%*: 89,4-99,9%)
TouHocTb: 98,6% (AW 95%*: 92,3-99,96%) * [loBepuTenbHbI UHTepBan
AhhBKTMBHOCTL 06pasua IgM

OTHOCUTE/IbHAs YyBCTBUTENLHOCTL: 85,0% L 95%*: 62,1-96,8%)
OTHOCUTEeNbHasA cneunduyHocTb: 96,0% LU 95%*: 86,3-99,5%)
TouHoCTb: 92,9% LN 95%*: 84,1-97,6%) * [loBepuTenbHbIi UHTepBan
JlnarHoctuyeckas UYyBCTBUTE/IbHOCTb, NOJTyYEHHAs B XO/e NPOBeAeHUs KNIMHNYECKUX UCMbI-
TaHwuit Ha Tepputopun PP:

[AvnarHocTnyeckas 4yBCTBUTENILHOCTb Habopa peareHToB:
- Ans o6pasuyos, B3ATbIX Yepe3 4-10 aHeii - 100,0%
- Ans 06paslo., B3ATbIX No3xe 10 gHell - 100,0%

[JvarHocTuueckas cneundunyHocTb Habopa peareHTos 100,0%

MexcepuiiHas BOCMPOU3BOANMOCTb 99%.

MepekpecTHas peakTMBHOCTb: HaGop peareHTOB NPOLWEN UCMbITAHNS C UCNONb30BAHNEM MOMOXU-
TeNbHbIX 06PA3LOB C COAEPKAHNEM aHTUTEN K BUpYCY Mpunny A, aHTuTen BUpycy rpunna b, aHtutena
a/JleHOBUPYCY, AHTUTEN K KOPU, aHTUTEN YeNoBeKa K aHTUTeNlaM MbIlM, PEBMATOUAHBIM (DaKTOpOM,
Hecneunduyeckum 1gG, Hecneyndnieckum IgM, antuten EV71, aHtuten k MaparpunnosHomy supycy,
aHTuTen k PCB, HBsAg, aHTuTen k cucmnucy, aHtuten npu H. Pylofi, aHtuten npu BLY n aHTuten npu
renatut C-nosnTNBHLIMU 06pasLamMu. PesynbTaTbl He NOkasanu NepekpPecTHol cneyuthniHoCTy.
NHTepchepupytoive BelecTsa: Cneayiolwme coeauHeHNs Gbin NPOTECTUPOBAHbI C UCMOb30-
BaHWeM Habopa peareHToB. VIHTepepnpyoLwmnx peakyuii He Ha6noAaN0CL B NpUCYTCTBUN: 100Mr/an
Tpurnunuepua 1000 mr/an Femorno6uH, 20mr/an Ackop6uHoBas kucnota, 15 Mmons/n O6uwuii xonecre-
PUH, 60 Mr/an KoHbIOrMpoBaHHbI 6UAPYGuH, 60 Mr/gn HekoHbOTMpoBaHHbIN 6UNMpY6KH, 2000 mr/an
AnbbymuHa Yenoseka, 1mr/mn AHTU-E. coli, IMr/mn AnTutena yenoseka IgG, 1mr/Mn AHTUTENa Yenoseka
IgM, 40 mr/n Pu6asupuH, 30 mr/n Ocenstamusup, 200 mr/n fleBodpnokcaynd, 100mMr/n A3UTPOMULIMH 1
250 mr/n LiedhypoKcm akceTun B CbIBOPOTKE U LiENbHOI| KPOBW.

CPOK FTOAHOCTW Cpok rogHocTi Habopa - 24 mMecsiya ¢ AaTbl NPOU3BOACTBA.
HaGop ¢ UCTEKIWUM CPOKOM FO/JHOCTV NPUMEHEHUIO HE MOANIEXNT.

XPAHEHUWE, CTABU/IbHOCTb n TPAHCMNOPTUPOBAHWE

XpaHuTb npu Temneparype +2 go +30*C. HE 3AMOPAXIIBATb!

BnaxHocTb: Hike 70%. XpaHUTb BAAM OT CONMHEUHbIX Tyyeil.

CpoK rogHoCTW Habopa - 24 mecsua ¢ gatbl nponssoAcTea.{He NOATBEPXKAEHO B peasibHOM BpeMeHu).

Mocne nepeoro BCKpbITUS thnakoHa ¢ GycepHbIM pacTBOPOM, OH ocTaeTcs ctabuneH B TeyeHne 180 AHeid.

Mocne BCKPbITUS repMeTUYHON (hObIMPOBAHHOMN YNaKOBKN TECT-KACCETbI AONYCKAETCS XPaH!Tb Npu
TemnepaTtype oT 15 40 30 OC He 60nee 14aca. MoBbILEHHAA BNAXHOCTb 1 TeMnepaTtypa MoryT He6naro-
NPUATHO CKa3aTbCsl Ha pesy/bTaTe TECTUPOBaHUA.

TecT-kacceTa U3 NOBPEX/AEHHOW repMeTUUHOI (ONLIMPOBAHHOI YNaKoBKM He NPUTOAHa ANs NpoBeae-
HUSA aHanusa.

Ha6op xpaHuTb B HeOCTYNHOM ANs feTeil mecTe!

CnefyeT nepeBo3nTb B OPUTMHANLHOI yNakoBKe NPON3BOANTENS, 3alMLLaloLLel NPOAYKL MO OT

pycHoi nHd

2019-nCoV B o6pa3sLe LenbHO KPOBU, CbIBOPOTKM WK NAa3Mbl NpeAHa3HauYeH TONbKO ANS ANArHOCTUKU
in vitro. laHHblil Ha6op cneayeT MCNONb30BaTh A/1A BbIABNEHWUS aHTUTeN IgG 1 IgM k SARS-CoV-2. B
o6pasuax LefbHoi KanunnsipHoit 1 BEHO3HOM KPOBM, CbIBOPOTKM WA Nna3mbl. C NOMOLLbIO AAHHOTO Ka-
YECTBEHHOrO TeCTa HEBO3MOXHO ONPEAENNTL KONNYECTBEHHOE 3HAYEHUE UM TEMN POCTA KOHLLEHTpaLuu
aHtuTen IgG unn IgM k SARS-CoV-2.

6.Ecnm pesynbTaT Tecta oTpuLaTe IbHbIN, & KIMHUYECKe CUMMTOMbI He UCYe3aloT, PeKOMEH10BaHo
[0NONHUTE/IbHOE TECTUPOBAHMUE C MOMOLLbIO APYTUX KANHUYECKMX METOA0B. OTpuULaTENbHbIN pesynbTar B
no6oe BpeMsi He UCKNOYaeT BO3MOXHOCTb MHMLpoBaHus SARS-CoV-2.

Y.YpoBeHb reMaTokpuTa B LieNIbHON KpOBI MOXET NOBNUSATL HA Pe3y/bTaT aHanusa. s nonyyeHus
TOYHOrO pesysibTara ypoBeHb reMaTokpuTa fJO/KeH COCTaB/iATh OT 25 0 65%.

8.9Kcnpecc-TecT MoXJaT nokasaTh OTPULATENbHbIN Pe3yNbTaT Npu CReayioLnX YCNOBUSX: TUTP HOBbIX
aHTUTeN K KOPOHABMPYCY HOBOTO TUNa B 0GpasLe HIoke MUHMMANbHOTO npejena 0GHapyXeHus Tecta
WM aHTUTENa K KOPOHaBUPYCY HOBOTO TUMa elye He BbIPaboTaNMCh Ha MOMEHT B3ATUs 06pasua (6eccum-
nTomHas crtagus).
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X BO3/AENCTBMIA, HA BCEX BUAAX KPbMOTO TPAHCMOPTA B KPbITbIX TPAHCNOPTHLIX CPEACTBAX B COOT-
BETCTBMM C NPaBUNAMMU NEPEBO30K, AeCTBYIOLUMI Ha TPAHCNIOPTE AAHHOTO BUAA NpW Temnepatype ot
+2 no +30*C B TeyeHue BCEro cpoka roHoCTu.

Mpu NpoBejeHNN NOTPY30UHO-PaA3IPY30UHbIX PABOT 1 TPAHCTIOPTUPOBAHUM CeJyeT CTPOTO BbINOHATL
Tpe6oBaHUA MaHUNYNALMOHHbLIX 3HAKOB, HAHECEHHBIX HA yNakoBke U TPAHCMOPTHOI Tape.

FAPAHTUIHBIE OBA3ATE/NIbCTBA

Mpou3BOACTBO UMeeT CepTUULIMPOBAHHYIO Ha COOTBETCTBIE TPeGOBaHMAM MeXAYHapOAHbLIX CTaHaap-
TOB [inpekTuBe 98/79/EC, IS 013485 cuctemy meHeaXMeHTa kauyecTea.

Mo Bonpocam, kacawLuxcs kayecTsa 1 obpalyeHus Ha6opa peareHToB «3Kcnpecc-TecT kacceta 2019-
nCoV 17/1aM» Ans Ka4eCTBEHHOr0 MMMYHOXPOMATOrpachnyeckoro aHanusa Ans BbisSBNAEHWUS aHTUTeN
19G 1 IgM Kk HOBOI# KOpOHaBUpPYCHOI MHbekyun 2019-nCoV B 06pasue LeNbHO KpoBU, CbIBOPOTKN NN
nnasmsl, cnefyeT obpalwaTtbca no agpecy: 3akpbiToe AkLnoHepHoe O6uecTBo «Hay4yHo-Mponssoa-
cTBeHHoe O6beanHenne «MEJKALH, 3A0 «HMO «MEJKAP», 140104, MockoBckasi o6nacTb, I. PameH-
ocoe, yn. Mocksopeukas, 4 62, kom. 206. Ten.: +7 (495)540-45-96, rfed@medcar.ru

OpraHusayus - n3rotoButens XaHuxoy OnnTect buotex Ko, 1T[ (Hangzhou AllTest Biotech Co., LTD.)

«HMO «ME[K/IP»)7m b104, MockoBckas 06nacTb, r. Paménckoe, yn. M ocksopBsLkaa " 6?!Tom oe'Ten!l
+7 (495)54075-96, Email: med@medcar.ru, httpsy/medcar.nV

YTUNUIAENSA

NHpopmaumsa coctaBneHa cornacHo AeicTeylollemMy 3akoHoJaTeNlbecTey Pd.

YbakoBKy yTUN13npyioT B Mecta c6opa 6bM10BOT0 Mycopa.

YT1unusaumio Ha6opos, UCNO/b30BaHHbIX B MH(EKLMOHHOM OTAENEHNM MeAuLmMHeKoro /IMY. OcyulecT-
BNSAKT B NopsAjke, npegycMoTpeHHom CanluH 2.1.72790-10, knacc b.

MAPKWUPOBKA

Ha kaxa0i kapTOHHOW Kopo6ke ykasaHo:

* 10roTma HamMmeHoBaHue n ajpec U3rotToBuTesis « HAaMMeHoBaHWe n3genua u3roTosuTens

' nHopmauuns 06 ynoNIHOMOYEHHbI npeacTasnTens B EBponeiickom coobuiectse * kog napTtuu (LOT)
. rpa(hmqeckme CUMBO/IbI - WITPUX-KOA ¢ 3HAK «Tonbko ANA ANaTOCTUKU UH BUTPO»

* YCNIOBUSA XpPaHeHUs * CPOK roAHOCTKN ¢ 3HAK «MCNOMb30BaTb A0:» * 3HAK «KO/INYeCTBO MCCHEAOBBHMﬁ>>
* nHthopmaumsi 0 EBponeickomM CoOTBETCTBUM ¢ 3HAK «O6BPaTUTECH K MHCTPYKL MW MO NMPUMEHEHUIO»

* 3HaK HOMepa No KaTasory NpousBoAUTENs

Ha repmeTuyHoOI (hoNbIMpoBaHHOM ynakoBke yKasaHo:

* HauMeHOoBaHue MegUUMHCKOro n3aesima U3rotoBuTena « HaMMeHoBaHue u agpec nu3rotoBuTens

* nHhopmauusi 06 ynoNHOMOYEHHbIN NpeacTaBuTens B EBponelickom coobuiectse

* uHdopmauusi o EBponeiickom cooTBeTCTBUM * koA naptum (LOT)

« 3HaK HOMEp MO KaTasory NPON3BOANTENS * 3HAK «MCMONb30BATb 40» * KOMMYECTBO TECTOB

* 3HaK «3anpeT Ha NOBTOPHOE NPUMEHEHUE» * 3HaK «MeANLMHCKOe U3enue Ans in vitro 4uaTocTukn»
* 3HaK «TeMnepaTyprlVl AvanasoH» ¢ 3HaK «Oﬁpa‘rmecb K MHCTPYKUMKN MO NPUMEHEHUIO»

* 3HaK «He nucnonb3oBaTb npu ﬂDBpe)K,EleHHOﬁ ynakoBke»

Ha chnakoHe 6ychepa ykasaHo:

* HanmeHoBaHue koMrioHeHTa Ha6opa ¢ kog naptuu (LOT) » HanmeHoBaHWe KOMNOHEHTa HaGopa

* 3HaK «Mcnonb3oBath A0» * 3HaK «TeMnepaTypHblii AnanasoH» * 06bEM

2019-nCoV IgG/IgM

> HasBanne HaumeHoBaHue
Rapid Test Cassette ANarHocTNYecKoro 2019-nCoV buffer KOMMOHeHTa
(Whmep?;z%d;)semm/ TecTa u3roToBuTENs Ha6opa
KOMMoHeHT MepanymHckoe
Components KoMnnekTa rw nsgenuve ansa
nocraskn AMarriocTukM in vitro

3HaK cooTBeTCTBUSA Homep
C € TpeGoBaHuAM REF no karanory
Avpektus EC npoussBoAnTens
Cogepxumoro
AocTaTo4HO Ans Howmep
V nposegeHus LOT cepun

n-KkonnyecTsa TeCToB

O6partuTech k
MHCTPYKLWN No
nNpUMEHEHNI0

Wcnonb3osaTtb 40

YNoNHOMOYEHHbI

npeAcTasutens XpaHnTh Tect
EC REP N3roToBUTENA B npu Temnepatype
EBponeiickom +2 fo +30%
coobuiectse
3anpet
Ha NoBTOPHOE H d
npuMeHeHus |
He ncnonb3osatb a
npu NoBpexaeHnu ALL orotun
ynakoBkm TEST usrotoButens
BUBNVOTPAGUA
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YNosHOMOUEHHBIN NpeacTaBUTe b
V3roTOBUTENIS MEANLIMHCKOTO U3feNnsi:

3A0 «HMO «MEJKAP»

Agpec: 140104, Poccus, MockoBckas o6nacTb,

r. PameHckoe, yn. MocksopeLkas, [ 62, kom. 206;
Cavir www.medcar.nj, Ten.: +7 (495)540-45-96
MpeteH3un npuHumatoTes e-mail: med@medcar.ru

MpousBogutens: «XaHuxoy OnnTect Buotex
Ko, /MA.» (Hangzhou AllTest Biotech Co, LTD.)
Appec: ynuua WHbxaii, 550, paiioH aKoHOMUKYe-
CKOTO M TEXHONOMMYECKOro pasBuTUs XaHuxoy,
Xanuxoy -310018, Kutaiickas HapogHas
Pecny6nuka (*S50. Yinhai Street Hangzhou
Economics Tecbriologlcal Development Area
Hangzhou - 310018, P. R. China)



Bcero npowwnto, NpoHymMepoBaHo
N KpeneHo neyvaTbio

I eHepasbHbI AVPEKTO]
noanuceb Mopobey, C.J1.
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