CE INMOVITA

Instructions for
2019-nCoV Ablest
(Colloidal Gold)

INNOVITA (Tangshan) Biological Technology Co.. Ltd.

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM

Product Name
2019-nCoV Ab Test (Colloidal Gold)
Intended Use

The kit is intended for the qualitative detection of IgM and 1gG antibodies against
2019 Novel Coronavirus (2019-nCoV) in human serum/piasma/venous whole blood
specimen. It is only used as a supplementary detection indicator for suspected
nucleic acid negative results or in conjunction with nucleic acid detection in the
diagnosis of suspected cases. It cannot be used as a basis for the diagnosis and
exclusion of COVID-IS. Itis not suitable for general screening.

A positive test result requires further confirmation. A negative test result does not rule
out the possibility of infection.

This product is limited to clinical use and emergency reserve during the COVID-19
epidemic outbreak since December 2019. and cannot be used in the clinic as a
conventional In vitro diagnostic reagent. The test results of this kit are for clinical
reference only. It is recommended to conduct a comprehensive analysis of the
condition based on the patient’s clinical manifestations and other laboratory tests.
Laboratory testing of 2019-nCoV should meet the requirements of the 'Technical
Guidelines for Laboratory Testing of COVID-19 Infection” to do a better biosafety job.

Summary

Coronaviruses (CoV) are a large family of viruses that cause iliness ranging from the
common cold to more severe diseases such as Middle East Respiratory Syndrome
(MERS-CoV) and Severe Acute Respiratory Syndrome (SARS-CoV). 2019-nCoV is a
new strain that has not been previously identified in humans.

Common signs of infection include respiratory symptoms, fever, cough, shortness of
breath and breathing difficulties. In more severe cases, infection can cause
pneumonia, severe acute respiratory syndrome, kidney failure and even death.
Standard recommendations to prevent infection spread include regular hand
v.-ashing. covering moutti and nose w-hen coughing and sneezing, thoroughly cooking
meat and eggs. Avoid close contact -with anyone showing symptoms of respiratory
illness such as coughing and sneezing.

Current estimates of the incubation period range from 1-12.5 days with median
estimates of 5-S days. These estimates -Ail be refined as more data becomes
available. Based on information from other coronavirus diseases, such as MERS
and SARS. the incubation period of 2019-nCoV could be up to 14 days. WHO
recommends that the foliow-up of contacts of confirmed cases is 14 days.

Principle

The kit detects 2019-nCoV IgM and IgG antibodies by immuno-capture method. The
nitrocellulose membrane is coated by mouse-antl human monoclonal IgM antibodies,
mouse-anti human monocional 1gG antibodies, and goat-anti-mouse 1gG antibodies.
The recombinant 2019-nCoV antigen and mouse IgG antibodies are labeled >Aith
colloidal gold as a tracer. After addition of the specimens, if 2019-nCoV IgM
antibodies are present, the antibodies wvrill bind to colloidal gold-coated 2019-nCoV
antigens to form compounds, v.tjich are further captured by pre-coated n*use-antl
human IgM antibodies to form new compounds, and generate purple line fT). If 2019-
nCoV IgG antibodies are present In specimen, the antibodies will bind to colloidal
gold-labeled 2019-nCoV antigens to form compounds, and further form new
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compounds by binding to pre-coated mouse-anti human monoclonal 1gG antibodies,
wtiich give rise to purple line (T). The binding of colloidal gold-labeied mouse IgG
antibodies 'with goat-anti-mouse IgG antibodies "will present purple line, wiiich is used
as the control line(C).

Composition
1.  Sealed foil pouches each containing;
a. One cassette device
b. One desiccant
2. Specimen diluent
3. Instructions for use

storage and Stability

1 Storeat4l'30'C (39.2T~8ST) .

2. Use the test 'Aithin 1 hour after opening the pouch under 60% humidity.

3. See production date and expiration date on label.

Specimen Collection and Handling

Consider any materials of human origin as infectious and handle them using

standard bio-safety procedures.

1. The kit is intended for test only in serum”plasma/venous v."ole blood
specimens.

2. Specimens should be collected by standard protocol.

3. The venous whole blood specimens could be stored at 2T- S°C (3BT-A,BT)
for up to 3 days, and it couldn't be frozen. Venous v.tjole blood specimens can
be anti-coagulated with routine dosage of heparin (S.8-28IU/mL). sodium citrate
(3.8%. equivalent to 129mmoi/L). ethylenediaminetetraacetic acid (EDTA)
14.55mmoL / mL * 0.85 mmol.-mL).

4. The serum or plasma specimen s could be stored at 2°C- ST (36T-46T) for
up to 7 days, and could be frozen at -20T (-4T > for 6 months. The
specimens are repeatedly frozen and thawed no more than 8 times: it should be
the best to test the sample after collection immediately.

5. Prior to testing, bring frozen specimens to room temperature slowly and mix
gently. Specimens containing visible particulate matter should be clarified by
centrifugation before testing.

Test Procedure

1. Allow the test, specimen diluent and/or controls to reach room temperature
IOT'30T (SOT-es'T) prior to testing.

2. Remove the test device from the sealed pouch and use It as soon as
possible.

3. Place the test device on a clean and level surface.
FROM THE TOP OF THE SPECIMEN WELL: Add 20nL venous
v.tjole blood or IOpL seruni'plasma specimen into each specimen well.

5.  FROM THE BOTTOM OF THE SPECIMEN WELL: Add80pLor2ckDpsof
spedm” dluent into each specimen v/ell.

6.  Watt for the colored line{s) to appear. Read results v.-ithin 15 minutes. Do not
read the result after 15 minutes.



A6 20 i-L venous whote
blood or 10 uL senxn’piasma

Add 60t L(or 2 (SDps)
ot specmen dluent

Results Interpretation
IgM Positive; The presence of tv/o purple bands (T and C) Aithin the IgM result
v.indov.' indicates positive for 2019-nCoV IgM antibody.
1gG Positive; The presence of [fo purple bands (T and C) v-ithin the 1gG result
v.indov.' indicates positive for 2019-nCoV IgG antibody.
Negative; Only one purple band appearing at the control line (C) indicates
negative result.
Invalid; If control line (C) fails to appear, no niatter wtiether the T line is visible
or not. the test is invalid. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons f(X control line failure. Review the
procedure and repeat the test with a new test device. If the problem persists,
you should immediately stop using the kit with the same LOT No. and contact
your local distributor.

Negative Invalid

Performance Characteristics
Use the national or enterprise reference controls for testing, and the results meet
the detection requirements of national or enteiprise reference controls.
Test the samples writh a titer of 1;320 at the original concentrations with tfie
2019-nCoV IgM antibody and 2019-nCoV IgG antibody. No hook effect was
observed.
The clinical trial of this product is based on the clear diagnosis / exclusion criteria
of the disease identified in the 'COVID-19 Diagnosis and Treatment Program".
Clinical research v/as conducted in 5 institutions and the total cases v/ere 447.
Using this kit. 110 cases out of 126 clinically confirmed cases are positive, with
the sensitivity of 87.3% {95% CI; 80.40% to 92.0%); 62 cases of clinically
excluded cases are totally negative with the specificity of 100% (95% CI: 94.20%
to 100%).
Avoid using special samples; red background may appear in the hyperlipemia
(triglyceride concentration higher than 25mg."ml). icteric samples (Bilirubin
concentration higher than 0.2mg"mL) and hemolytic specimen (hemoglobin
concentration more than S.Omg.mL). which may affect the test resuilt.
The 2019-nCoV IgM test was also evaluated v.ith samples that are IgM positive for
otiier diseases as listed in ffie folio-wing table. No cross reactivity was obsen/ed.
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Coronavims OC43-kjM

Coronavinjs HKUI-lgM
Coronavirus 229E-k}M

Coronavinjs NL63-IgM
Influenza A virus HIN1 (new tv'pe influenza A virus

HIN1 2009. seasonal kifluenza vinjs HIN1) IgM HIN2-IgM
H5N1-IgM H7N9-IgM
Influenza B vims kjM Respiratory Syncytial Virus IgM
Adeoovims IgM Rhinovims IgM
Enterovims A-lgM EB vims IgM
Measles vims IgM Cytomegalovims IgM
Rotavims IgM Mumps IgM

Parainfluenza vims IgM

Vancella-zoster vims IgM
Chlamydia pneumoniae IgM

kVcopiasma poeumooioe IgM
Coxsackievims group B IgM

The 2019-nCoV IgG test was also evaluated with samples that are 1gG positive
for other diseases as listed in the follov.ing table. No cross reactivity was
observed.

Coronavirus HKUI-1gG

Coronavims NL63-1qG
Mnfluenza A virus HINL (nev/ t>pe influenza A vims
HINI 2009, seasonal influenza vims HIN1) IqgG

H5N1-19G
Influenza B vims 1qG
Aderx)vims 19G

Coronavims OC43-1gG
Coronavims 229E-1qG
H3N2-1gG

H7N9-1qG
Respiratory Syncytial Vims 1gG
Rhirtovirus 19G

Enterovims A-lqG EB vims IgG
“teasles vims 1qG Cvlomegalovims 1qG
Rotavirus 1gG Mumps 19G

Paranfluenza vims 1qgG
Chlamydia pneumoniae 1qG

Varicella-zoster vims 1qG
Ktycoplasma pneunxmiae 1qG
Coxsackievirus group B 1qG

RF. ANA and AMA don't exhibit cross reactivity with the test.

Common antivirals such like Epistine hydrochloride (<4ta'l). Ribavirin (<40mgL).

Interferon  (<200mg/L). Oseltamivir (<30mg/L). Abidd (<40mg/L). Levofloxacin

(<200mg/L). Azitivomydn (<100nr*/L). Ceftriaxone (<4COTgA). Meropenem

(*O0mg.l.} have no interference effect on the detection of this Ict.

9. Systerr»c lupus erythematosus has no interference effect on the detection of this kit.

10. Non-specific IgM antibody (<0.8mg/mL) and non-specific 1gG antibody
(*mg/mL) have no interference effect on the detection of this kit.

11. Heparin, sodium citrate. EDTA and other anticoagulants have no interference
effect on the detection of this kit.

12. The predsion experiments were carried out by different experimenters, at
different times and at different places, and the results met the product
performance requirements.

13. After the specific IgM positive sample was destroyed by p-mercaptoethanol. the
IgM test result v*as negative.

14. After preliminary evaluation, it is basically confirmed that the  clinical

performance of the product can meet the emergency needs of the epidemic. The

product Wl further collect clinical data to confirm the clinical performance of the
product after it is marketed.

© N

1. The kit Is for qualitative detection and auxiliary diagnosis use only.

2. In the early phase of infection, no IgM or IgG antibody will be produced, or the
titer will be very low. thus, negative result will occur. Re-testing will be conducted
in 7-14 days, and the sample that is collected last time will be detected in parallel
during re-testing to confirm whether the serology turns positive or the titer

increases significantly.
3. The reference value of serological antibody detection is limited for the immune-
compromised patients or patients who receive immunosuppressive therapy.
4. IgM antibody positive will occur not only in primary infection, but also in
secondary infection.
1gG antibody positive indicates previous Infection or secondary infection.
The confirmation or exclusion of infection will be combined with the patients
clinical manifestations or other further methods.

1 Use fresh specimens whenever possible.
2. Results after 15 minutes are considered invalid.
3. The product should be used as soon as possible once the foil pouch is open, in

case of long-term exposure to environment.
4. Follov* standard biosafety guidelines for handling and disposal of potential

infective material.

INNOVITA (TANGSHAN) BIOLOGICAL TECHNOLOGY CO.. LTD
J No 699 Juxin Street High-tech IrxJustnal Development Zone. Oian‘an. Hebei-

064400. China.

UNGO Europe BV
I h: | AP Eng]HIF]SLadion 24 1076DE Amsterdam. Netherlands
—————— *— < TEL +31(0)2021 11106

Do not reuse For in vitro diagnostic use only

Stored beh'/een 4-30“C m

Caution |1ot]

Consult instruction for use
Lot number

Use by Contains sufficient for <n> tests

Keep av/ay from sunlight Keep dry

Manufacturer ®

Authorized Representative in the European Community

r]l'l Do not use if package is damaged
lec Terl
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CE Mark

No.; Q/JSRDY373-1.0-05
Effective Date;Mar. 8.2020



COVID-19 Diagnosis and Treatment Program (7th Edition)

1. vERE

(=) Wit &M,

BUBHERREUTHETL EHFAES ¥

3234 K K RT PCR % A 51 B s % & AR B0 I

2 HEEREIAE, P FEYLERRTRF E,

3. A WA A S M A e TG A Hid
B R R VR BT TR LRk B PU TR Y A G L O
T H M RAV LA,

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

Section 5. Diagnosis Criteria

Il. Confirmed Cases

Suspected cases having either one of the following etiology or
serological evidences:
1. Nucleic acid positive by real-time fluorescence RT-PCR;
2. Highly homologous to known SARS-COV-2 by gene sequencing;
3. Specific IgM and IgG antibodies both positive; or
Specific IgG antibody changed from negative to positive; or
Specific IgG antibody increased by at least 4 times in recovery
phase compared to acute phase.



Significance of IgM & IgG

IgM «— IgM+igG —» «—— IgG ——— IgM+igG <«—1gG ——

Initial  peyelopment
infection
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Positive

Negative
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Test Result Reference

1\

Probably in "window period" of infection.

Probably in the early stage of infection, but no 1gG is produced or the IgG concentration does not reach
the lowest limit of detection.

Probably in the advanced stage of infection or recurrent infection.

Active phase of infection. But the human body has developed immunity with persistent IgG antibody
being produced.

Highly probably in the acute stage of infection. At this time, it is necessary to consider cases where the
nucleic acid test result is suspect or the patient has other diseases. Rheumatoid factor has been found

to result In weak positive or positive in IgM.

Probably previous infection. But the body has recovered or the virus has been cleared. 19gG produced by
the immune response maintains for a long time and is still detectable in blood.

Initial infection with very low virus load at early stage; When the viral load Is lower than the lowest
detection limit of nucleic acid, a small amount of IgM was produced, and no IgG was produced; Or
rheumatoid factor positive of the patient resulted in IgM false positive.

The patient has recently been infected and is in the recovery phase. The virus in the body has been
cleared and IgM has not been reduced to the lowest limit of detection; Or the nucleic acid test result is

false negative and the patient is in active phase of infection.
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University Third Hospital
Beijing Friendship Hospital
Beijing Youan Hospital
Beijing Chaoyang Hospital
BeijingArmed PoliceGeneral Hospital
Children's Hospital of Fudan University
Shanghai Xinhua Hospital
, Shanghai Children's Me dical Ce nter
Shanghai Children's Hospital

Henan Provindal Center for Disease Control

Guangdong Provincial Centerfor Disease Control
Sichuan Provincial Centerfor Disease Control
Beijing Centersfor Disease Contro 1

Disease Control Centerof Shanxi Province

Wuhan Tongji Hospital
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VI~

Hubei Provincial Hospital of Integrated Traditional Chinese and Western Medicine

Wuhan Xiehe Hospital

Hubei Provincial Hospital ofTraditional Chinese Medicine
Wuhan Children's Hospital

Wuhan Fangcai Hospital

Beijing Child rerr's Hospital

Capital Institute of Pediatrics

Shanghai Xinhua Hospital

Affiliated Children's Hospital of Fudan University
Shanghai Children's Hospital

Suzhou Children's Hospital

XuzhouChildrerr's Hospital

Tianjin Children's Hospital

Shenyang Children's Hospital

Children's Hospital of Hebei Province



INSIOVITA

VHCTpYKLUM N0 UCMOMb30BAHUIO TeCTa Ha Hannume
aHTUTeNn K KopoHasupycy 2019-nCoV
(Ha ocHOBe KON/IOMAHOIO 30/10Ta)

«NHHOBWTA (TaHwaHb) bronogxukan TekHonoaxu Ko., N1a»
(INNOVITA (Tangshan) Biological Technology Co., Ltd.)
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HasBaHue npoaykta
TecT Ha HanMume aHTUTEN K KopoHasupycy 2019-nCoV (Ha OCHOBE KONIOWAHOTO
30M10Ta)
Mpasuna ncno;lb3oBaHus
Ha6op npefHasHaydeH Ans Ka4eCTBEHHOO onpedeneHus aHtuten IgM u IgG Kk HoBoMy
kopoHasupycy 2019 roga (2019-nCoV) B o6pasuax CbiBOPOTKM/ nnasmbl/ BEHO3HOI
KpOoBM 4enoBeka. OH WNCMONb3yeTCA TONbKO B Ka4ecTBe JOMOMNHNTENLHOMO WHANKATOpa
npu  BbISIBNEHUN MOAO3PUTENbHBIX CNy4YaeB C  OTpULATENbHbIMKA - pesynbTatamu
TECTUPOBAHWNA Ha HYKMEWHOBbIE KMCAOTbl WAM B COYETaHUM C OGHapy>KeHuem
HYKMENHOBbLIX KUCNOT MpW AWarHOCTWKe, MPOBOAVUMON MpW MOAO3PEHUM Ha Hanmune
3a6onesaHns. Ero Henb3s 1cnonb3oBaTh B Ka4ecTBe OCHOBAHUA ANA AMArHOCTUKUA W
UCKNMtOYeHNs nHduumposains COVID-19. OH He NoAX0AMT ANs 06LLEro CKPUHUHTA.
MonoxuTenbHbIA  pesynbTaT TecTa TpebyeT [OMONHUTENbHOTO MOATBEPXAEHUSA.
OTpuLaTenbHbIii pesynbTaT TecTa He MCKI0YaeT BO3MOXHOCTU UH(MLMPOBaHNS.
OTOT NPOAYKT OrpaHu4eH KIMHUYECKUM WCMOMb30BaHWEM W ABNAETCA SKCTPEHHbIM
pe3epBOM BO BpeMs BCMbIWKW anugemun COVID-19 ¢ gekabps 2019 roga, ero Henb3s
CNONb30BaTh B KIMHUKE B Ka4eCTBe 06bIYHOIO AWNanioCTUYECKOro peareHTa in vitro.
PesynbTaThl WCNbITaHWA 3TOro Habopa [(vBeACHbI TONBKO ANS  KAWHUYECKOTO
CNONb30BaHNsA. PeKOMeHAyeTcsi MNpOBECTW KOMMMEKCHbIi aHain3 COCTOSHWA Ha
OCHOBE K/NHUYECKMX NPOABNEHWIi 3a6oneBaHNs y naumeHTa u Apyrux naboparopHbIxX
aHa/m3oB. JlabopaTOpHble UCMbITAHUA Ha KopoHasupyc 2019-nCoV  AOMKHbI
COOTBETCTBOBATb TPEGOBAHNAM «TEeXHUYECKOTO PYKOBOACTBA MO 1aGOpaTOPHbIM
UCMbITaHUAM  WHekumm  COVID-19» pgns  ynydwenus pa6oTel B 06nactu
61o6esonacHoCTL.
06Lwan nHphopmaums
KopoHasupycbl (CoV) npeacTaBnatoT co60ii 06LLIMPHOE CEMEACTBO BUPYCOB, KOTOpbIe
BbI3bIBAIOT 3a60NeBaHNA, HauMHas OT OObIYHOW NpOCTyAbl M 3akaHuuBas Gonee
TAXKENbIMW 3260N1€BaAHNAMU, TAKUMW KaK G6IMKHEBOCTOUHBIA PecnynpaTopHbIi CUHAPOM
(MERS-CoV) ¥ Taxenblii OCTPbIi pecnupatopHblii cuHapom (SARS-CoV). 2019-
nCoV - 370 HOBbIVi LUTAMM, KOTOPbIA paHee He 6bi BbISBNEH Yy NtOAEiA.
O6LWme nNpu3HaKu WHGeKUM BKIOYalOT B ce6 CUMNTOMbI  PECrMpaTopHbIX
3aboneBaHunii, NMXOpafKy, Kallenb, OfbILKY W 3aTpyAHeHHOe AbixaHue. B 6onee
TAXKENbIX CNy4asX WHMEKUNA MOXKET Bbl3BaTb MHEBMOHWIO, TAXENbIA OCTPbIA
pecnmpatopHbIiA CUHAPOM, MOYEUHYHO HEeOCTAaTOYHOCTb 1 JaXe CMepTb.
CraHpapTHble pekoMeHjauum Mo NpefoTBPALLEHUIO PAacnpOCTPaHeHUs UHGbeKLUn
BK/IOYalOT B cebf perynsapHoe .MbiTbe PyK, MPUKpbIBaHWE pTa W HOCa MpU Kaiune u
ynxaHuu, TuiaTenbHOe NPUroToBneHWe Mmaca W aul. CnegyeT u3beraTb TeCHOro
KOHTaKTa C KeM-16o, y KOro nposBAAoTCA CUMNTOMbI PECNMPaTOPHOro 3a6onesaHus,
TaKue Kak Kalleb W YnxaHue.
Tekylime OLUEHKM WHKybaLWOHHOrO nepuoga KonebnioTca oT 1 go 12,5 fAHeid, B
cpegHeM - 0T 5 40 6 fHeii. OTu OLieHKM By YT yTOUHEHbI N0 Mepe NOCTYNAEHNA HOBbIX
[aHHbIX. Ha ocHOBaHWM MH(OPMALMK O APYTUX KOPOHABUPYCHBIX MH(EKLMAX, TaKnxX
kak MERS n SARS, WHKy6auunoHHbI nepuof KopoHasupyca 2019-nCoV moxeT
cocTaBnATe A0 14 paHeil. BO3  pekomeHAyeT HabnofaTb 3a KOHTaKTamu
NOATBEPX/AEHHBIX CNyYaeB 3apaXkeHns B TeueHne 14 aHeit.
MpuHuMn pa6oTbl
C nomoLblo Habopa MOXHO BbISBUTb aHTMTena IgM n 1gG K KopoHasupycy 2019-
nCoV , MeTonoM 3axBaTa aHTWreHa. HwTpouenntonosHas MemGpaHa MOKpbITa
MbILUNHBIMU aHTW-4EN0BEYECKUMI MOHOK/IOHANbHBLIMI aHTUTenamMu IgM, MbILUMHBIMK
aHTU-YEN0BEYECKUMM  MOHOK/IOHANbHBIMKM ~ aHTUTenamMn 1gG M KO3bUMM  aHTK-
MbILUMHBIMW aHTUTeNnamm IgG. PeKOMOMHaHTHbIV aHTUreH 2019-nCoV wn aHtuTena 19gG
MbILUM OTMeYeHbl KOMMOWAHbLIM 30/10TOM B KauecTBe MHAuKaTopa. Mocne fobasneHws
o6pasuoB, ecnu npucyTcTBYOT aHTuTena IgM k 2019-nCoV, aHTutena 6yayT
CBA3LIBATLCA C  MOKPbITBIMWA  KOMMOMAHBLIM  30/10TOM  aHTureHamn 2019-nCoV ¢
06pa3oBaHMeM COEfMHEHWIi, KOTOpble 3aTeM 3axBaTblBalOTCA  lhefBapuTENbHO
BBEAEHHbIMWA MbILWUHLIMWA aHTUTenamn IgM uenoBeka AN 06pasoBaHWA  HOBbIX
COefiMHeHWIA, 1 o6pasytoT nypnypHyo nuHwio (T). Ecnn B obpasue npucyTcTBYOT
aHTuTena 1gG k 2019-nCoV, To 3TW aHTWUTena GYAYT COEAWHATLCA C OTMEYEHHbIMU
KONNOUAHLIM 30M10TOM aHTUreHamu 2019-nCoV ana o6pa3oBaHWA COefUHEHUN, a
Takke 06pa3oBbliBaTb HOBble COEAWHEHWA MNyTeM COeAVHEHWS C MpefBapuTeNbHO
NOKPbITLIMK

MbILUNHBIMA  @HTW-4EN0BEYECKUMI  MOHOK/IOHaNbHbIMW  aHTUTenammn 19G, KoTopble
[aloT Hayano nossneHwto nypnypHoit nuHum (T). Mpy CBA3LIBAHUM OTMEYEHHbIX
KOMNOUAHBIM 30/10TOM MbIWMWHBLIX aHTUTen 1gG ¢ KO3bUMW aHTW-MbIWKHbIMK 1gG
NOABUTCA MyprypHas NIMHWA, KOTOPaa WUCMONb3yeTCA B Ka4ecTBe KOHTPOMbHON NUHUM
©).
Cocras
1 3aneuaraHHble NakeTbl U3 (QONLIY, Kax/blii 13 KOTOPbIX COAEPXKMT:
a. OfHy TeCTOBYIO KacceTy
b. OfVH ocyLunTe b
2. PacTBop Ans o6pasua
3. VIHCTpYKLWA N0 NPUMEHEHWIO
XpaHeHwe 1 cTabubHOCTb
1 XpaHuTb Npu TemnepaType oT natoc 4 ®C~ 30 °C (39,2@F - 86®F).
2. TeCTOBYIO KacceTy Heob6X0AWMO MCMONb30BaTh B TedeHMe 1 4aca nocne BCKPbITUSA
VHAVBUAYIbHOTO NMakeTa npu BnaxHocTu 60%.
3. [laTa U3roTOBNEHMS 1 CPOK FOAHOCTM YKasaHbl Ha STUKETKe.
C6op 1 nogroToska 06pasLos
Jliobble  MaTepuanbl  YeNOBEYECKOTO  MPOMCXOXKAEHMS  HeobXxoauMO  cuMTaTb
VH(EKLMOHHBIMW 11 06paLiaTbCi C HUMWU B COOTBETCTBUM CO CTaHAAPTHLIM MpaBuiam
61o6e3onacHoOCTy.
1. Habop npegHasHaueH Ans TecTUPOBaHUS TOMbKO 06pasLioB CbIBOPOTKW/ Nnasmbl/
LieNbHOV BEHO3HOM KPOBU.
2. O6pasubl AOMKHbI GbITb COBPaHbLI COFNACHO CTaHAAPTHOMY MPOTOKONY.
3. O6pasibl BEHO3HOM KPOBM MOXHO XpaHWTb npu Temnepatype 2°C ~8 ®C (36®F
-46 ®F) 8o 3 AHeR, 1 UX Henb3s 3amopaxmeaTb. O6pasLibl LieNbHOW BEHO3HOW KpoBY
MOryT OblTb aHTMKOArynHpoBaHbl C 06bl4HOW [030i renapuHa (9,8-28 ME/mn),
umtpata Hatpus (3,8%, 3KBMBaNEHTHO 129 MMONbL/N), 3TUNEHAMAMUHTETPAYKCYCHOM
kucnotbl (SATA) (4,55 mmonb/mMn + 0,85 Mmo;n>/mn).
4. O6pasubl CbIBOPOTKM MM NMa3Mbl MOXHO XpaHWTb Npu Temnepatype 2X ~8 °C
(36°F ~46 °F) B TeueHve 8o 7 AHell W 3amopaxuBaTb npu -20 ®C (-4 ®F) B TeueHne 6
mecsLes. O6pasLbl MOXHO MHOTOKPaTHO 3aMOpaXuBaTb 1 pa3MopaXknBaTb He 6onee 8
pas; nydllie BCEro Heme/eHHO TecTMpoBaTb 06paseL| nocne ero c6opa.
5. Mepey TeCTUPOBaHNEM 3aMOPOXKEHHbIE 06pasLibl MefIeHHO A0BOAAT A0 KOMHATHOM
TemnepaTypbl 1 aKKypaTHO nepemelinBaioT. O6pasubl, cojepxalline BUAUMbIE
TBepAble  4aCTWLbl, [JO/MKHbI  OblTb  OYWLEHbI  LEEHTPUGYrMpoBaHNeM  nepej
npoBeAeHneM TeCTUPOBaHUS.
MopafoK NpoBesjeHNs TeCTUPOBaHUA
1 MMepea TecTMpOBaHWEM [OBECTM TECTOBYIO MONOCKY, pacTBop Ans obpasua u/ wum
nccneayemblii Matepuan 4o KOMHaTHoli Temnepatypbl 10 X -30 °C (50 ®F~86°F).
2. W3Bnekute TECTOBYIO KacCeTy W3 WHAMBUAYanbHO 3aneyaTaHHOro naketa u
CNONb3yiiTe ee KaK MOXHO CKopee.
3. MoMecTUTb TeCTOBYIO KaCcCeTy Ha YMCTYHO 1 POBHYHO NMOBEPXHOCTb.
4. [lo6aBbTe 20 MKN LeNbHOM BeHO3HOW KpoBW unn 10 MKn o6pasuya CbiBOPOTKM/
nnasmbl B NYHKY 19 06pasLios.
5. fo6asbTe 80 MK MK 2 Kanaw PacTeop Ans o6pasua B Nnpoby 06pasLios.
6. [lOXXAMTECh NOABNEHWA LBETHOM NMHUKU. OLeHUTe pesynbTaTbl B TeHeHne 15 MUHYT.
He yunTbiBaTb pe3y/bTaT, NONYyYeHHbI cnycTa 15 MUHYT.



WHrepmpelai(ns pesynbTtaToB

[06aBuTh 20 MK/
LieNbHO BEHO3HOM
KpoBM nnn 10 Mkn
CbIBOPOTKM/ NNasmbl

[lo6aBuTb 80 MKN
(nnm 2 Kannm)
pas6asuTens
o6pasua

PesynbTatbl

1 MonoxuTtenbHbll pesynbTat IgM: Hanuuve AByX nypnypHbix nonoc (M u C) B
OKHe pe3ynbTaToB IgM 03HauaeT MONOXMTENbHbIA pe3ynbTaT AN aHTuTena IgM K
2019-nCoV.

2. MonoxuTtenbHblil pesynbTtat IgG; Hanuume Asyx nypnypHbix nonoc (G u C) B
OKHe pe3ynbTaToB IgG 03HauaeT MONOXWTENbHbIA pesynsTaT Ans aHTUTena 1gG K
2019-nCoV.

3. OTpuuaTeNbHbIii pesynbTaT: TONbKO OAHA MypriypHas Monoca Ha KOHTPONbHOM
nnHum (C) 03Ha4aeT oTpULATENbHBIN pe3ynbTar.

4. HepelCTBUTENbHbI pesynbTaT: ecin KOHTponbHaa nuHus (C) He nossnsetcs,
He3aBMCUMO OT TOro, BMAHA /M AMHUA T WM HeT, TO TeCTUpOBaHWe sBMseTCs
HefelicTBUTENbHBIM. HefocTaTouHbI 06beM 06pasLa UK HenpasuibHbIe TEXHONOMUN
BbIMO/IHEHUA ABMAIOTCA Hanbonee BEPOSTHbIMU MPUYMHAMU OTCYTCTBUS KOHTPO/bHON
NHAN. CneflyeT 03HaKOMUTbCS C MOPSAKOM BbIMOMHEHWS 1 NMOBTOPUTL TeCTUpOBaHUe
¢ nomoubto HoBok TeCTOBOio ycTpoiicTBa. Ecim npo6nemMa He ycCTpaHeHa, TO
HEeo6XOAMMO  HeMef/IeHHO MpekpaTUTb  UCMO/b30BaHWe HaGopa W3 napTm ¢
OfIMHaKOBbIM HOMEPOM 1 0GPATUTLCS K MECTHOMY AUCTPUGLIOTOPY.

MonoxuTensHbI OTpuLaTenbHbli HefelicTBUTENbHBI HefelicTBUTENbHBIN

DYHKLMOHaNbHbIE XapaKTepUCTUKM
1 Mcnonb3oBaTb MECTHbIE WM KOPMOPATUBHbLIE KOHTPONbHbIE CPEACTBa; PesynbTaTbl
COOTBETCTBYIOT Tpe6OBaHMAM K OOHapyXEeHW0 MEeCTHbIX WAW  KOPrOpaTUBHbIX
KOHTPO/bHbIX CPEACTB.
2. O6pa3ubl TecTUpyOT TUTPOM 1:320 B MCXOAHBIX KOHLEHTpauuax ¢ aHTutenom IgM
K 2019-nCoV u aHTuTENnoM IgG k 2019-nCoV. Xyk-3thcKT He Habnogancs.
3. KnuHW4eckue WCMbITaHWA 3TOrO MPOAYKTa OCHOBaHbI Ha YeTKUX KpUTepuax
ANarHocTUKW/ UCKNIoYeHNs 3a60neBaHns, yKasaHHbIX B «[lporpamMme AnarHOCTUKA W
neyenns COVID-19». KnuHu4eckue uccnefjoBaHnsi NMpoBOAWUANCL B 5 yUpeXAeHNAX,
oblLee KOAMYeCTBO Cnyvaes 3a6oneBaHus cocTaBuno 447. C MCMNONb30BaHWEM 3TOTO
Habopa pe3ynbTaTbl 110 U3 126 KAMHUYECKW MOATBEPXAEHHbIX CNy4aeB 3a6onesaHus
OKas3aNnCb MONOXMUTENbHBIMU, C YYBCTBUTENBHOCTbIO 87,3% (95% C1: oT 80,40% fo
92,0%); pe3ynbTaTbl 62 KAMHWYECKWN WCKMIOYEHHbIX CNy4YaeB 0Kas3ainCb MOAHOCTbHO
oTpuLaTenbHbIMK €O cneuuduyHocTbio 100% (95% CL: 94,20% ao 100%).
4. CnepyeT usberaTb UCMOMb30BaHNS CreLManbHbIX 06pasLoB: KpacHbIi (hoOH MOXeT
NOABNATLCA NPU TUNEPANNEMUN (KOHLIEHTPpaLMA TPUFNNLEPUAOB Bbile 25 mr/mn), B
XKENTYWHbIX  o06pasuax (KoHUeHTpauus  6unupy6buHa Bbiwe 0,2  Mr/mn) u
reMonmMTUYecKnx o6pasuax (KoHLEeHTpaLma remorno6uHa 6onee 5,0 Mr/mn), 4to MoXxeT
NOBAUATL Ha pe3ynbTar TecTa.
5. TecT Ha IgM Kk KopoHasupycy 2019-nCoV Takxe oLeHMBanu Ha obpastjax, KoTopble
ABAOTCA  IgM-NoONOXNUTENbHBIMA - ANA  ApYrUX 3aboneBaHuil, Kak YyKasaHO B
cnegytoLleii Tabnuue. Hrkakoli nepeKpecTHOM peakTUBHOCTM He Habntoaanoch.
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KopoHasupyc HKUI-IgM
KopoHasupyc NL63-lgM
Bupyc rpnntia Tuna A HINI (HoBbIii Tvn

Koponasupyc OC43-IgM
KopoHrasupyc 229E-IgM

Bupyca rpunna A HIN 12009, Bupyc ce3oHHOro H3N2-IgM
rpunna HIN1) IgM
Bupyc rpunna Tuna A H5NI-IgM H7N9-IgM
Bupyc rpunna tvna B IgM PecnnpartopHO-CUHLMTNANbHBINA
Bupyc IgM

AgpeHosupyc IgM
SHTeposupyc A-IgM
Bupyc kopu IgM
Potasupyc IgM
Bupyc BeTpsHoii ocnbl IgM
Mukonnasma nHesMoHuK IgM
Bupycbl Kokcaku rpynnbl B IgM

Purosupyc IgM
Bupyc dnwreiiH-bappa IgM
Lintomeranosumpyc IgM
MapoTut IgM
Bupyc naparpunna IgM
Xnamuans nHeBMoHUK 1gM

6. TecT Ha Hannume 19G K KopoHasupycy 2019-nCoV Takke OLeHVUBaIN C MOMOLLbIO
06pasLioB, KOTopble SBAANOTCA 1gG-NONOXUTENbHBIMI ANS APYTNX 3a60NeBaHNiA, Kak
yKasaHo B crefytolleii Tabnuue. HWKakoi NepekpecTHOW peakTUBHOCTU  He
Habnoganoch.

KopoHasupyc HKUI-1gG
Kopoxasupyc NL63-1gG
Bupyc rpunna tna A HINI (HoBblIli TMR

Kopoxasupyc OC43-19G
KopoHxasupyc 229E-19G

Bupyca rpunna A HIN 12009, Bupyc Ce30HHOro H3N2-1gG
rpunna HIN1) 1gG
Bupyc rpunna Tuna A H5NI-1gG H7N9-1gG
Bupyc rpunna tuna B 1gG PecnnpaTopHO-CUHLUTUANBHDI
BupyclgG

Agperosupyc 1gG

OHreposupyc A-1gG

Bupyc kopu 1gG
Potasupyc 1gG

PunosupyclgG
Bupyc 3nwTeiin-bappa 19G
Lintomeranosupyc 1gG
MapotuT IgG

Bupyc BeTpsaHoii ocnbl 19G
Mukonnasma nHesmoHun 1gG
Bupycbl Kokcaku rpynnsl B 19gG

Bupyc naparpunna 1gG
Xnamngns nHesmoHumn IpG

7. PeBmatouaHblil  haktop (RF),
AHTUMUTOXOHAPUANbHbIE — aHTUTeNa
PeaKTUBHOCTb C TECTOM.
8. O6blYHble NPOTVUBOBMPYCHbLIE Mpenapatbl, TakMe Kak dnucTuHa rugpoxnopug (<4
mr/n), Pu6asnpuH (<40 mr/n). VHTeptepoH (<2(X) mr/n), OcenbTamueup (<30 mr/n),
Ap6ugon (<40 wr/n), fleBodnokcaynH (<200 mr/n), AUTPOMUUMH (<L(HO Mmr/n),
LlehTpnakcoH (<400 mr/n), MeponeHem (<200 Mr/n), He OKa3blBalOT BAUAHUA Ha
CMOCO6HOCTb BbIABNEHUS C MOMOLLbIO 3TOr0 Habopa.
9. CucTeMHas KpacHas BONYaHKa He 0Ka3blBaeT BMAHWSA Ha CNOCOBHOCTb BbIBNEHUS C
NOMOLLbIO 3TOr0 Habopa.
10. Hecneupmdmyeckoe aHTuTeno IgM (<0,8 mr/mn) n Hecneumduyeckoe aHTuteno 19gG
(<4 wmr'/mn) He OKa3blBalOT BAMAHMA Ha CMOCOGHOCTb BbISIBMEHUS C MOMOLLbIO 3TOr0O
Habopa.
11. FenapwH, uutpat Hatpus, SATA W [pyrve aHTUKOArynsHTbl He OKa3blBalOT
BMVNAHWS Ha CNOCOBHOCTb BbISB/IEHNS C MOMOLLbIO 3TOr0 Habopa.
12. TMpeumn3noHHbIe 3KCMEPUMEHTbI MPOBOAWINCE Pa3HbIMM 3KCMepUMeHTaTtopaMun B
pasHoe BPeMms M B pasHblX MecTax, M pesynbTaTbl COOTBETCTBOBaIM TpeGOBaHMAM K
(DYHKLNOHaNbHBIM XapaKTepuUCTKaM NpoAyKTa.
13. Mocne Toro, Kak cneumduyecknii IgM-nonoxuTenbHbIi 06pasel, 6611 paspyLueH p-
MepKanTo3TaHoMOM, pe3ynbTaT TecTa Ha IgM 6bin OTpULIATENbHBIM.
14. Mocne npefBapuTENbHON OLEHKN B OCHOBHOM MOATBEPXKAAETCS, YTO KIMHUYECKUI
3heKT NPOAYKTa MOXET Y/0BNETBOPUTbL HEOTNOXHbIE MOTPEGHOCTM MPY 3NUAEMUN.
MpopykT Takke OyaeT co6upaTb KAMHUYECKUE [aHHble Ans MOATBEPXAEeHUSA
KMHWYecKoro addekTa NpoAyKTa nocne ero Npoaaxu.
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AHTUTENA K AAepHbIM aHTUreHam (ANA),
(AMA) He nOKa3sblBalOT  MEPEKPECTHYIO

OrpaHnyeHus
1 O3tor Habop npefHasHaueH TOMbKO [N KAYECTBEHHOrO  BbISBNEHWA W
[0NONHUTENbHO ANarHOCTUKM.
2. Ha paHHeii cTagun nHpekumn aHtutena IgM umm 1gG He 6yAyT npoayLmpoBaThes,
nnn TUTp 6yAeT O4eHb HU3KUM, NOITOMY B pesy/nbTaTe ByAeT NonyyeH OTpULATENbHbINA
pe3ynbTar. [MOBTOPHOE TecTMpOBaHWe NPOBOAWTCA uepe3 7-14 paHeld, n o6pased,
KOTOpbI/ Gbln cobGpaH B mocnefHwii pas, 6yaeT o6Hapy>XeH napanienbHO BO Bpems
NOBTOPHOTO ~ TECTUPOBAHMS,  4TOGbI  MOATBEPAWTb, ABMAETCA NA  CEponorus
NONOXWUTENbHOIA, NN TUTP 3HAYNTENLHO YBENNYEHHDBIM.
3. KOHTpONbHOE 3HaueHne 06HapyXeHWs Ceponornyeckmx aHTUTeN OrpaHNyeHo An
NalneHToB € 0CNabneHHbIM WMMYHWTETOM WAM NaLMeHTOB, KOTOPble MOMy4alT
MMMYHOCYNPECCUBHYIO Tepanuio.
4. TlonoXuTeNbHbIA pesynbTaT Ha aHTUTena IgM 6yfeT BbIABNATLCA He TONMBbKO Npu
NepPBUYHOM, HO U NpY BTOPUYHOM 3apaKeHnu.
5. MonoxwuTenbHbIiA pe3ynbTaT Ha aHTUTena IgG ykasblBaeT Ha NpefLLecTBytoLee Unm
BTOPUYHOE 3apaXeHue.

6. TloATBEpPXAEHME WM UCKNIOYEHWE 3apaXeHUA COYETaeTCH C  KAWHWYECKUMN
NposBAeHNAMI 3a601eBaHNA NaLMeHTa UK APYTUMU JONOAHNTENbHBIMA METOANKAMU.
Mepbl NpefoCTOPOXKHOCTN

1. Ncnonb3oBaTb cBEXME 06pa3Libl, KOrga 3T0 BO3MOXHO.

2. Pe3ynbTaTbl CHMTAOTCA HeLieNCTBUTENbHBIMM CMyCTA 15 MUHYT.

3. TecToBYt0 KacceTy CneayeT 1CMob30BaTb Kak MOXHO CKOpee nocne TOro, Kak naket
13 (DONbrY BCKPbIT, M36eras AnNTeNbHOro BO3AENCTBUS OKPYXKatoLLEei cpeabl.

4. Tpu obpalleHnn 1 yTUAN3aumm noTeHUmManbHO ONacHbIX MaTepuancs Heo6Xxoaumo
CnefoBaTh CTaHAAPTHBIM NpaBunam 61obe3onacHoCTH.

«MHHOBUTA (TAHLLUAHb) BMONOXKNKAN
TEKHONOOXW KO., NTA»

Kutaid, 064400, X363li, LisHbaHb, BbICOKOTEXHONOrMYHAsA
NpOMbILLNEHHasA 30Ha pa3suTus, ListocuHb CTpuT, Ne 699

(No. 699 Juxin Street, High-tech Industrial Development Zone,
Qian’an, Hebei, 0644(tO, China)

«CYHIO HOpon b6.B.» (SUNGO Europe B.V.)

Hugepnangbl, Amctepgam, 1076DE, Onumnu CraguoH, 24
(Olympisch Stadion 24, 1076DE Amsterdam, Netherlands)
TEN.:+31 (0)2021 11106

He ncnonb3oBatb TonbKO 4151 ANarHoCTUKN

NOBTOPHO in vitro
XpaHuTb npu CM. UHCTPYKLK 1O
. T Temnepatype 0T 4 0 a1 NPUMEHEHNI0
30
BHumaHvne ||Ot] Homep naptum

CpoK rogHocTn CofiepXXuT JOCTaTOuHO Ang
\% <n>TecToB
XpaHuTb BAaM OT XpaHUTbL B CyXOM MecTe
CO/HEYHbIX Nyyelt

j | Mpou3ssognTens

He ucnonb3oBars, eciu
ynakoBKa NnoBpexzeHa
YnonHoMoueHHbI npeacTasuTens B EBponelickom Cotose

MapKupoBKa B COOTBETCTBUM C TpeGoBaHMAMN EC

Homep: Q/JSRDY 373-1.0-05
[ata BcTynneHus B cuy: 8 mapta 2020 r.



MporpaMmsa ANATHOCTHKH H JieeHuN Koponasupycuoi nudexunun COVID-19 (7 wananne)

Painen 5. Kputrepnii AMATHOCTAKH

Il. MonTecpxacunkic cayuan 3a601c8aHNA

Cnyuau noao3peHua Ha 3a60aeBanNC TPCOYIOT OJIHOTO U3 CACAYIOMMX HITHONOIHUYCCKUX HItH CCPOTOIHYCCKUX A0KA3ATCILCTE.
1. MOAOKHTENBHOTO PE3YNbTATE Ha HYKICHHOBYIO KHCIOTY MeToaoM (ayopecuenumwn RT-PCR B peannom spemes;
2. Bricokoromonornianstit nzsectiomy SARS-COV-2 nyrem ceKBCHHPOBAHUA FEHOB,
3. Monoxwrenbhbiii pe3yabTaT Ha HAUIHYHE cncunPHycckux anTuTea IgM n 12G; unv
TecT Ha cncundnyeckoe auTHTENo 10, HIMCHHBINKIICH C OTPUUATENLHOIO HA TONOKUTCHbHLIA; HITH
cneunduuccroe anrrreno IgG ysennuanwnoch MEHHMYM B 4 pa3a B (ase BOCCTAHORIERHA 110 CPABHCHHIO ¢ OCTPOit $ha3oi.
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3uaunmocts IgM u IgG

IgM <— IgM+IgG —» «——— 1yG ———» IgM+lgG «—1gG —

Initial  pevelopment

infection
Ab Level YpoBeHb aHTHTEN
Latent period Huxybaunonnblit nepuon
Fever Jluxopaaka
(After years) {(Yepes sier)
Reinfection [TosTopHOe HHPHUKMPOBAKUE
Initial infection lNeproHayanbHOC MHGHLIMPOBAHHE
Development Pazputne
Days afier onset JHeH nociie Hayana
Days afier reinfection | Jlkeii nocsie noBTopHoro uHGHUMpoBaHUs
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HyknenHoBas KucnoTa
[MonoXnTtenbHoO

OTpuuatensHo
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IgM

I+

1gG

OnncaHune pe3ynbLTaToB

Pe3ynbTaTbl TecTa Ha HanMYMe HYKNEMHOBON KUCNOTbI N aHTUTEN.

BepoAaTHO, B «CepOHEraTUBHOE OKHO» 3apaXKeHus.

BeposTHO, Ha paHHel cTaguy 3apaxeHus, HO IgG He BbipabaTbiBaeTCs, UM KOHUeHTpauusa 1gG He gocTuraet
HWXHero npejena BbiiBNEHNUA.

BepoATHO, Ha NO34HEN CTaAUN 3apaXKeHUa UAN peLnanBupytoLLeii MHMeKLun.

AKTUBHasa hasa 3apaxeHus. Ho B Tene YyenoBeka NOABUACA UMMYHUTET C BbipabaTbiBaeMblM MOCTOAHHbIM
aHTutenom IgG.

BecbMa BEPOATHO, B OCTPOI CTaAuM 3apakeHus. B aTo BpemMs He06X0AMMO pacCcMOTpeTb cyyvau, Korga
pesynbTaT aHann3a C HYK/IEMHOBOI KUCOTOM ABAAETCA NOAO3PUTENbHbLIM, UM Y NaLMeHTa UMEKTCsA UHble
3aboneBaHus. BbiNo 06HAPYXEHO, YTO PEBMATOWAHbIVA (haKTOp NPUBOAUT K cN1aboMy MONOXKMUTEbHOMY UK
NONIOXUTENbHOMY pe3ynbTaty Ha Hanuuume IgM.

BepoATHO, 6bLI0 NpeflwecTByloWee 3apaxeHue. Ho naumeHT BbI3AOPOBEN, AN BUPYC ObIN YHUUTOXEH. 19G,
BblpabaTbiBaeMblii UMMYHHbIM OTBETOM, COXPAaHSAETCS B TeUeHUe A/INTEeNIbHOr0 BPEMEHU, U €F0 MOXHO
06HapyXunTb B KPOBU.

MepBUYHaA MHMEKLUA C O4YEeHb HU3KOW BUPYCHO Harpy3Koi Ha paHHel cTagun; Korfa BUpyCcHas Harpyska
HWXe, YeM caMblii HU3KUIA Npefen BbISBNEHUS HYKNEMHOBOMN KUCNOTbI, HE60/bLIOe KonuyecTBo IgM 6b1s10
BblpaboTaHo, a 1gG BbIpaboTaHO He 6bIN0; UM MONOXKUTENbHbIA PeBMaTOMAHbLIA PaKTOp nayMeHTa NpuBen K
NOXHOMONOXUTENIbHOMY pe3ynbTaTy Ha Hanmuue IgM.

MaumneHT HefaBHO 6bln 3apaXKeH M HAX04MTCA Ha CTaAuu BbI3LOPOBAEHUA. Bupyc B opraHnsme 6blu
YHUUTOXEH, a ypoBeHb IgM He ObLU CHUXEH [0 CaMOro HU3KOro YPOBHS BbISABNEHMWA; AU pe3ynbTaT TecTa Ha
HYK/MIEMHOBYIO KMC/OTY NIOXKHO OTPULATENbHbIA, Y NALUEHT HAXOAUTCS B aKTUBHOW (ha3e 3apaXKeHus.



LEHTPAJIBHOMY PYKOBOACTBY XY534 U APYTUM TEPPUTOPHAM C AKTHBHLIM

PACIMTPOCTPAHEHHUEM 3MMAAEMHH

Meanuunckoe uenTpanbHoe pykosouctso [2020] Ne 18

THCcLMO 0 MOAYYEHNH TECTA HA RATHMHE AHTHTET K KopoHasnpycy 2019-nCoV

«HunopuTa (Tanwans) buonoxxnkan Teknonomxy Ko., Jita»

Heaaswo Meawnmuckas Opurana LlewtpansHoro pyKkoBOMSWICrO OpraHa nONyuua NOKEPTBOBAHME B pasMepe
50 000 recTos Ha HanHuMe anTHTEN K KopoHaBupycy 2019-nCoV ot Baweh xoMnanun 1 pacnpeaennia HX Mexy
YKa3aHHBIMH GONBHHLIAMH, KOTOPhIE CNIEUHANH3NPYIOTCA Ha NeveHnH naumeHTos ¢ auarnozom COVID-19, nns
JIMATHOCTMKY Ha Hamuuue aHTHTen (CM. npuraraemyio TtaGamuy). Onn nomornu 3ddexTnsno nposecT
KAMHUYECKYIO THATHOCTHKY H NIOBBICHIN (xpPEKTHBHOCTD EYEHHS, a TAKXKE CHIIPANH aKTHBHYIO ponk B Gopebe ¢

snnaemuedl COVID-19,

Bnaronapum Bac 3a snauuTenshyio noanepxxy!

Mpunaraemasn Tabanua: TaGanua pacnpeacnenHa TECTOB HA HANWYHE aHTHTEN K KopoHasupycy 2019-nCoV

Meaunnnckas Gpurana LientpanbHoro pykosoacrsa

11 mapra 2020 r.
Ipuaoxenne
Tabauua pacnpenencHus TECTOB HA HAJIWYKHE aHTHTEN K KopoHasupycy 2019-nCoV
Ne Moay4yawuian opravy3auns Koanvecrso (in1.)
1 O6beantentas GonbHuua, Meanunnckuii konnewx Tynusy, XyaukyHCKni 7000
YHUBEPCUTET HAYKH H TEXHOJOTHH
2 Boasunua Tynusn, Meanummckuii konnex TyHusu, XyauxyHcknit 7 000
YHHBEPCHTET HAYKH N TEXHOJOTHH

3 HapoaHas Sonbanna YXaubCKOro YHHBEPCHTETA 7 000
4 boabunua YxyHnnans npn YXaHbCkOM YHHBEpCHTETE 7 000
5 Mepsas Gonsunua Yxaus 2000
6 Llentpansnas 6onpHuua Yxaus 1 000
7 Tpetsa GonbHUUR Y XaHA 2000
8 Yersepras GonbHuua Yxana 2 000
9 Jerckan Soneruna Yxaus 1 000
10 bonbHHNA TPANHUHOHHON KHTAHCKONH MEAHUMHB Y XaHS 1 000
1] Boasuuua Xanekoy Vxaus 2000
12 Bonsnuua Yyan Yxann 2 000
13 Jlerounan Gonpunua Yxaus 2000
14 Bonpunua L3unbioass Yxaua 2 000
15 bonbhnua KpacHoro Kpecra Yxaus 1 000
16 JleBsTas GonbHHua Yxans 1 000
17 Hapoanas Gonbisuua Jyscuxy 1 000
18 LleHTP NCHXHYECKOTO 3I0POBLA YXaHs 1 000
19 bonbHnua Yayn Yxaun 500
20 Bonbunua Aynxy Yxaua 500

Bcero 50 000
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BOo/IbHULbI, B KOTOPbIX UCMONL3YHOT TeCTbl «/IHHOBUTa» Ha Hann4ne aHTUTEN K KopoHasupycy 2019-nCoV

TpeTbst 60NbHULA NpY [EKUHCKOM Y HUBEPCUTETE

MeknHcKas 6onbHULA «[py>Kbax»
MeknHckas 60nbHMLA KOaHb

MeknHckasa 6onbHMLA YaosH

MekunHCKasa yHMBepcanbHaa 6onbHMLA
BOOPY>KEHHOI Noanumm

[JeTckaa 60nbHULA Npy YHUBepcuteTe ®dyaaHs
bonbHuua CuHbxya LllaHxas

[LeTcKuin meguMuUnHCKMA ueHTp LLaHxas
JeTtckasa 6onbHMUa LLaHxas

LleHTp no 6opbbe ¢ 60/1e3HAMM NPOBUHLUMN X3HAHb
LleHTp no 6opbbe ¢ 6onesHAMU NPOBUHLLUN
NyaHoyH

LleHTp no 6opbbe ¢ 60/1e3HAMM MPOBUHLIAN
CruyaHb

MeknHcknii LieHTp no 6opbbe ¢ 601e3HAMM
LleHTp no 6opbbe ¢ 60M1e3HAMU NPOBUHLNN
LLlaHbcK

BonbHULa TyHU3M YxaHsa
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Xybaiickas ob6nacTHas 60/1bHMLA KOMMIEKCHOW
TPagULMOHHON KMTAiCKOI 1 3anagHOoi MeanLUVHBI
BonbHuua Cuxs YxaHs

Xybaiickas obnacTHas 601bHMLA TPAAULUOHHON
KUTaCKO MeanLMHbI

[JeTckasa 60bHMLA YXaHA

BonbHMUa daHKail YXaHs

JeTtckas 6onbHMUa MNeknHa

CTONMYHbIA UHCTUTYT NeguaTpumn

BonbHuua CuHxya LLlaHxas

[Jetckaa 6onbHMUA Npu ®PynaHbLCKOM YHVBEPCUTETE
Jetckasa 6onbHMuUa LLlaHxas

[JeTckasa 6onbHMLa Cywkoy

[Jetckaa 6onbHULa Crolivkoy

JeTtckasa 60nbHMLA TSAHbLU3WHb
Jetckasa 6onbHMua LLUsHbAH

[JeTckas 60n1bHULA NPOBUHLMK X363
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