Hacmano Epems npukoctymses k Jydyuemy

UMMYHOXPOMATOINPAPUYECKMUE TECTDI
LECCURATE SARS-COV2 ANTIBODY TEST

HoBas cucTemMa no3sosiseT NOJ1Iy4Tb pe3ysibTart C BbICOKOW TOUYHOCTbIHO.

15 MUHYT 1 pe3ybTaTbl y>Xe roTosb!!

MuHMyM oxkmnpnaHna 1 97% pesynbTaTtuBHocTH!
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SARS-CoV-2 £
Antibody Test L }9‘\
(celloidal gald immunechramatography) '

20 Tests
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Habop Ab-Tect 2019-nCoV (KonnouaHoe 30n10T10)
npeaHasHaueH ANA KauyecTBeHHOro onpegeneHus
IgM n IgG aHTUTEN B KPOBW.
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PEKOMEH/OBAH
BCEMNPHOW

MenuumHckoe nsnenve Habop Leccurate™ ona MB[ skcnpecc-aHanu3a aHtuten k SARS-CoV2 1gG / IgM naptua Ne20CG2520X

AMMYHOXPOMATOIPAPUYYECKME TECTDbI HA OCHOBE KOJUJIOMAHOIO 30J10TA

Habop ana TectupoBaHna Ha kopoHasupyc (COVID-19) Leccurate SARS-CoV2 Antibody Test
(colloidal gold immunochromatography) no3sonaeTt NpoeecTu BbICTPbIA XpoMaTor paduruecknia
UMMYHOaHaNU3 ANA KauecTBeHHOr o onpeaeneHna Hanuuua 1gG n IgM-aHTuTen K HosoMy
kopoHasupycy COVID-19 B uenbHou KpoBW, CbIBOPOTKE UK Niaasme yesioseka 1 TakumM obpasom,
MOXeT MCNOSMb30BaTbCA B kauecTee nomMolm B gnarHoctuke COVID-19 nHpekumn,

[lpepnaraemM npocTon 1 yaobHbi TeCT, yHUKanbHaa MUHU-NabopoTopuA. [ecTbl MOXET NPOBOANTL
Oaxe cpeaHWi Mea. NepcoHan, No3ToMy Nerko 1 NPoCTo MHTEerpupoBaTh ero B chCcTemMy obCyXBaHMUA
KSIMeHTOB.

TecT pokasan ceoto apdekTueHocTb B CLLUA n EBpone, ero ncnosbsyroT KpynHenwmne MeguumHckme
ueHTpbl: Johns Hopkins Hospital, UCSF Medical Center, KnuHuka Masiio (bonee 9 MAH. npoaax ¢
mapTa 2020 r.).

Bpemsa ucnonHeHus BoiasneHune nepeboneswmnx

15 MUHYT y W UMEIWUX UMMYHUTET
%E_" He TpebyeT 0ONONHUTENBHOMO 2] [okazaHHan uyscTBUTENBHOCTD 97,8%
Y nabopaTopHoro obopynosaHus =10k (867 ucnbitanuia), cneunduuHocts 99%
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TECT HA AHTUTENA @ 1M lgM+ig6  —> | «(lg6 >

YPOBEHb AHTUTE
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KONJNONAHOE 30J710TO HOPMAJTIU3YET PABOTY BOAHO-3NEKTPONMIMTHOIO OBMEHA.
BoaHO-3NekTpoNUTHbIA BanaHc obecneuynsaeTca pa3snuyHbIM U MONEKYNAPHBIM I
CTRPYKTYPaMu KNETOK, KOTOPbIE NOCPeacTBOM PerynaTopHbIX MEXaHU3MOB UHTEr PUPYOTCA
B €AUHYIO CUCTEMY C APYr UMK BuAaMu obmMeHa 1 Gru3nonornyecknmm npoLeccamm B caMmmx
KNeTkax, Pa3fiMyHbiX OpraHax, opraHnu3Me B LIeS oM.

METO4 NMMYHOXPOMATOIPA®UYECKOIO AHAJTU3A.
MeTof, OCHOBaHHbIN Ha pasaeneHum YacTul, MeTOA0M NapHOM CBAZKM U peakLm Mexay
aHTUIEHOM U COOTBETCTBYHOLWNM My aHTUTENOM B Bronornuecknx Matepuanax.

AHTUTEJIA BYLYT BbIPABATbIBATbHCA MOCNE BUPYCHOW UHBA3UMN.
UMMyHornobynuubl M (IgM) ak TUBM3MPYHOTCA NEPBLIMU 1 CAYXaT NepBbiMu
NPW3HaKamMm NHMeKLnA,

UmmyHornobynuubl G (IgG) noasnaeTca Nosxe, Bbi3blBan bonee cneumbunyeckyto

peakLmo Ha BUPYC.



MHTEPINPETAL WA PE3YJIbTATOB TECTA

igM un IgG igM 1gG igM u IgG
NONOXUTENMbHDIE NONOXUTENbHDIE NONOXUTENbHDbIE OTPULLATENbHbIN

HEKOPPEKTHbIW PE3YJIbTAT



NPABUJIA AOPOXHOI' O ABUXEHWA 1PN KOPOHOBUPYCE

[lpocTas n nHMopMaTMBHAA MHTEPNPeTauna pe3yNbTaTos TecTa ANa nauneHTa **
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|lgG+/IgM+  Ckopee Bcero, Bbl 6oneeTe KOPOHaBUPYCHOM MHDEKLel ceiuac.
SARS-CoV-2 IgG-/IgM+  Bbl MOXeTe BbiTb MCTOUHUKOM MHEKLWM ANA APYTrUX NIOAeN.

Ckopee BCero, Bbl He boneeTe B AlaHHbIA MOMEHT, NHo 1CCNenoBaHmne bbino
lgG-/IgM- NpoBeaeHO CAULKOM paHo. Ecnu Bbl Nono3peBaeTe Hanuume MHpekuy,
pEKOMeHOyeTCs 0bpaTUTbCA K Bpady 1 NOBTOPUTL TeCT uepes 5-7 OHe,

aG+/1aM Ckopee BCero, Bbl NepeHecs I KOPOHOBMPYCHYH) MHMEKLMIO
¢ 2 1 HEe MOXeTe bblTb MICTOUHUKOM UHGEKUUN 015 APYrnX NLEN,

* [1nA |lgM B cbiBOpOTKE KPOBWK
** [1nAa nHTepnpeTauuy pesynbTaToB KOHKPEeTHOro NaumeHTa HeobxoamMmMo Takxe yUnTbiBaTb pe3ynbTaTbl NPOYUX TeCTOB, AaHHbIe aHaMHe3a U KNMHWUeCKMX NpoaeneHuii bonesHu.



O KOMIMAHWNK

Lepu Medical - 370 Beaywaa MeanumMHCKasa koMnaHua ¢ besynpeuyHon penyTtauven,
cobcTeeHHbIMU pa3paboTkamMn n MexayHapoaHbIMU NaTeHTaMu.

HDD,EI,}/KLLMFI BbllyCKaeMar KOMMaHn exeaHesHo NCnonb3syercd Bpayd4aMii BO BCeEM MIPE
M CnacaeT TbICAYM XU3HEeW exeroaHo,

B €BA3M C naHaeMuen cunbl KoMnaHum BolNn HanpasneHbl Ha peleHne ocTPoro
BOMNPOCa, KOTOPbIM KOCHYCA BCero Hawero Mmupa. Bce paspaboTkn bblinn HanpasneHb|
Ha Co3aaHue TOYUHbIX TeCTOB, C DbICTPbIM pPe3yNbTaToM K peakumein Ha
KopoHasupycHyto nHgekunto (COVID-19).

KoMnaHua 3apeructposana /73 nateHTa B 0bNnacTt gnar HOC TUPOBaHUA
3abosiesaHUi 1 DMoOUHXeHepun.

bupxesas ctoumocTb okono 10 munnunapaos USD.

% KomMnaHua bbina ocHoBaHa B 1999 roay, Ha AaHHbIA MOMEHT
\"@, HacuMTbiBaeT 52 AoYepHUX KoMNaHum No BCcemMy MUpy.
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3aHMMaeT NUAMPYIOUYO NO3uUKMIO B KuTae 1 cneunanusnpyeTca Ha
pa3paboTkax, NPOU3BOACTEE W NPOAAXKE BbICOKOTEXHOIOMMUHOMO
Kapauvonoruyeckoro obopynoBaHms.

Ceityac 3aHMMaeT bonblwyto NONKO PbiHKa B KMTae Nno KOpoHapHbIM
cTeHTaM (25%) 1 OKKNK3WoHHBIM ycTporcTeaM (55%).
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TOPIrOBAA KOMIMAHNA A3WUA -
3KCKNHO31BHBLIN AUCTPUBY TOP
MPOOYKUMW HA TEPPUTOPUN PO,

KA3AXCTAHA, BEJTAPYCW U APMEHWUU

MEXAYHAPOAHAA CETb NPOAAX

[lpopaeTtca 8 80+ cTpaHax n pernoHax.

3 3apybexHbix purana.

bonee 20 napTHepoB, NpoaaOLLINX
NpPoAYKUMIO Noa COBCTBEHHOW MapKOW,



OnacaunTtecb noanenok w
«cepbix>»> umMnopTepos!

Ha PbIHKE NMOoABUJI0Cb MHOXXeCTBO NoanesioKk Ha 1ecCTbl Leccurate, a
TakK Xe HEOCIJHLI,HEIJ“II::HO BBE3E€HHDbIX TECTOB, NPOAAWNXCA NOo4 Yy XUM

PEFHCTDBLI,HGHHI:I M ydoCcToBepeHunemM.

Toprosas koMmnaHua A3uns asnaeTca oduumanbHbIM AUCTPUbYTOpoM

TectoB Leccurate Ha Tepputopun PO. OdurLimnanbHbIA CanT

npoussoanTena Tectos Lepu medical 8 Poccun Leccurate.ru

B PerncrpaunoHHoOM ya0CTOBEPEHUN B rpade Ha3saHue
TecTa AosHKHO BbITb HAaNUCaHO NOJSIHOe Ha3BaHue
TecTta Leccurate, HoOMep napTun Ha KOpobke AOSHKeH
coBnagaTtb ¢ HOMepoM napTuum B PY.

[NokynanTte TecTbl TONbKO Yy ohuumanbHOro
anctpubyTtopa, nsberante nogaenok, OT 3TOro
MOXeT 3aBMCeTb 340POBbE BalWUX KIINEHTOB.
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| METO10M HMMyROXpoMaTorpadun, napraa: 200G2520X

. Hacrosuiee perdcTpausonioe YIOCTOBEPERHE BRIAHO
- ObmecTno ¢ orpanntesnoi oteercreennoctsi Topropan komnanns Asus"
L0 (000 "TK Ams"), Poccus,

129626, Mocksa, ya. Crapoaiexceenckan, a. 5, nom. 3646

. | Hactommee perscTpauHONHOE YAOCTOBEPEHHE HMEET npmm#nn: na | nﬁm_

| npukasom Pocaapassamzopa ot |5 mwona 2020 roma Ne 61835
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GEAEPAABHAA CAYKBA IO HAAZOPY B COEPE 3APABOOXPAHEHMA
(POCIAPABHAAIOF)

PETHCTPALIHOHHOE YAOCTOBEPEHHE
HA MEAHUHHCROE U34EJIHE

ot 15 moan 2020 rona MNe P3H 2020/11301
Jeiicreurensno o 01 ausaps 2022 r,

Ha meanmunncroe nafgenne
Hatop Leceurate™ ans HBJ ykenpecc-anamna apmwrea k SARS-CoV2 IgG / Ig?

" Beitpsnnr Jeny Meguxkan Texnoaomen Ko., Jra", Kwrai,
Beijing Lepu Medical Technology Co., Ltd., No.37, Chaogian Road, Changping
District, Beijing 102200, China

MecTo NpoMIBGACTEA METHIIHHCKOTD HIIeTHS
Beijing Lepu Medical Technology Co., Ltd., Building 7-1, No.37, Chaogian Road,
Changping District, Beijing, 102200, China

Homep perucrpausontoro gocse Ne PJ1-34547/45832 or 13.07.2020
Ksace noTeHUHATEHOrO PHCKE MPHMEHEHINE METHITHHCKOTO wytenus 20

Kon O6mepoceniickoro knacendukaTopa nPoAyKUMI 10 BHIAM 3KOHOMHYECKOT
AeatensHocTH 21.20,23.110 i

it nprKasom oT 25 aekabpa 2020 roja Ne 12390 0 samene
AOMYIIEHO K obpaieniio Ha TeppuTopin Poccuiickol 'ﬁl'c.q,:;pumm

A.B. Camoilion:




NMPUTOXXEHUE

MHCTPYKUWA MO NPUMEHEHWNKO
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1 Nporpure naney canderxo 2 Npokonute naney ckapudukatopom (nanyerom) 3 Npunomowm NUNETKM, BXOAALLER B KOMINAEKT,
BO2LMMTE 0Opazey kpoen (1 kanna, 10-15 mxn).
B cnyuae kanunnapHoR Kpory oTOMPANOT CTEKA-
oWy Kanmio, [lepxuTe nMNeTKY BepTrKansHo.

4 JloGassre 3 kannm (npumepuo 100 mkn) 5 JloGassre nuneTkoR 1 Kanno KPOBK B AYNHKY « S, 6 Yepea 10-15 MUHYT MOXHO YBMAECTL PeayabTaT.
pacTeopa 8 AyHKy «Ds», Pe3Ko-nonodmMTenbHbIA  peaynbrar Moxer npo-
ABMTLCA paHblue, Yepes 20 MHHYT pesynbraTe

MOTYT CTaTh HETOUHBIMM,



KJIMHUYECKMWE UCIbITAHMUA

TecTbl Leccurate npowsnun NoNHoOUeHHbIE KNMMHNYECKNE U TEXHUYHECKUNE NnccnenoBdHUA

B 2"}’}! HE3dBUCUMbIX MEXAYHAPOOHbLIX KITMHUKAX.

KnuHunueckoin nabopatopum npu UKB PAH

[eknHckor nabopatopum NO aHannly MeauUMHCKAX N3a0ennia

HAC BbIbUPAKOT NMPOPECCUOHAIJIDbI

Tectbl Leccurate BbibupatoT Begywime MeauumMHCKNE KNMHUKN Poccun:

leHTpanbHana knuHudyeckan bonbHuua npy PAH

leHTpanbHana knuHWMUeckaa bonbHMUa ropoaa Hosocubupck

"0Cy[aapCTBeHHOe aBTOHOMHOE yupexaeHue 30paBooxpaHeHns CBepanoBckor obnactu

«CBepanoBckas KNuHnueckas bonbHULa Nol»

MpkyTckas ropoackas knuHudeckaa bonsHuua

Ceepanosckan obnacTHas knuHnueckas bonsHuua Nol

eHTpanbHbIA MHCTUTYT BOTYNIMHOTEPanMn 1 akTyanbHOW HeBposiornum, r. Mockea
leHTp MexancumnnmHapHoM CToMaTosiorn M Heeponoruun, r. Mockea

KnnHuka Kpadteei, r. Mockea

/I apyrne KnuHnku n HAW

GEJIEPAJIBHOE N'OCYIAPCTBEHHOE
BIOJDKETHOE YUPEXJIEHHE 3JIPABOOXPAHEHUS
[IEHTPAJILHA S KIIMHUYECKAS
BOJIBHHLIA POCCHMCKOM
AKAJIEMHH HAVK
(LIKE PAH)

Orikie
B nepuoa ¢ 05.06.2020 mo 17.06.2020 B xmnukoe-aHardocTHyeckoi nabopatopun LIKE PAH,
NpOBENEHB HE3ABHCHMBIE NabopaTopHbLIe Hecnenosatne Tectos Leccuraie. «Habop Leccuraterm
ana  HUBJ[ okenpecc-amanmza  awmaren Kk SARS-CoV2 IgG / IgM  meromom
umMMyHoxpoMatorpadum Ilaprus No 20CG2520X», npowssoactsa «Beijing Lepu Medical
Technology Co., Ltd. »( «beimxun Jleny Menurkan Texnonomsm Ko., JIta.»)
A) PesynsTarsl CPABHMTENBHOTO AHAIH3A TECTHPYEMOIO NPOIYKTA H ITANOHHOTO MPOAYKTA:
PesynbTaThl HCnbiTanHii 00pasiioB CLIBOPOTKH HA TECTHPYEMOM NMPOIYKTE H HA KOHTPOILHOM
npoaykre: Ko3QQHIMEHT coBNaneHHs KAK OTPHLATENbHBIX / NONOKHTENBHBIX PE3YIbTATOB, TAK
M 00wt koadduiment copnanenua npesennaloT 96%, UTO YKAIBLIBACT HA BHICOKYIO CTEIEHb
COBMANCHHA C OSTANOHHBEIM HpoaykroM. B pelynbratax aHanmmsa Kanma-nposepkn  Onio
AoKa3aHo,410 Kanna> 0,8, 410 yKasslBaeT HA BRICOKYIO CTENEHbL COBNAAEHMA 0DOMX METO0B.
Buuto jokazano, 4o obe CHCTEMEI ABNAKOTCA AIKBMBANSHTHRIMH,
B) PesynnTaThl CTATHCTHYECKOrD aHANW3A NPOOYKTA, TECTHPOBAHHOIO HA PAIMYHBIX THIAX
KiHHMdeckux  obpasuor. [lps mccnenoBaHMM  pesynbTarosB  Menonbiosaums Halopa ans
TecTHpoBatus Ha aHTHTena SARS-CoV-21 tectupyeMoro mnpoaykra I pasiH4gHBIX THIOB
KIHHU9eCKHX 00pasios, NOCTOSHHAN MPOLEHTHAA 10/ M0 OTPHLATENLHBIM | TON0KHTENEHEIM
pesyasTatam cocrasiser 100,0%, a obuas nocTosaHAas npoleHTHaA Jond K coctapnsaet 100,0%.
Koapdmment Karma = 1,00 (> 0,8) B pesynstarax nposepxn u ananmsa Kanna ykazssaer Ha
MOAHOE COBIA/ICHUE IBYX METOJOB H SKBHBAJIEHTHOCTD JIBYX ITHX CHCTEM.
Jaxmodenue mecma:
[Tpn awamAse MCNBITAHWI TECTHPYEMOTD MPOAYKTA M ITAJOHHOTO NPOAYKTA, NOCTOAHHLIN
NPOLEHT OTPHUATEILHLIX / MONOMKHTENBHBIX PE3YJILTATOR W NIOCTOAHHBIH MPOLEHT 0bumMX
PE3VALTATOR NONATREMNKIASTCA BRICOKHMMH TMoxKazatensaMd. bonee T0ro, cornacHo pesyibTatam
CTATHCTHYSCKOrO aHA/M3d, HET 3HaYMMBIX pasinumid B pesynsrtatax obomx TecToB, YTO
YKa3hIBAET HA TOYHOCTh JHATHOCTHKH M IKBHBAJIEHTHOCTH [IBYX TECTHpyeMuIx cHcrem. Mexny
TEM, PE3YALTATEI HCNOALIOBAHHA NMPOJAYKTA JUIH TECTHPOBAaHHA 00pasila CHIBOPOTKH H MJa3Mbl
OHOTO H TOTO e NMALHEHTA, NOMHOCTLI) HASHTHYHE
Taxum obpazom, L[Kb PAH Moiker pexoMeHI0BATh MPEACTABIEHHOS MEIHLIMHCKOS H3AEIHE K
NPAMEHEHHIO [INH KAYECTREHHOID KIHHHYMECKOrD AHANKWIA HA HamwgIHe aHTHTen SARS-CoV-2 B
KpoBHM ¥ 0DpasuaXx CBIBOPOTKH W TUIA3MBl  JOAEH MW MOMKET WCMOOIBIOBATHCA JUIA
BCIIOMOTATEILHOM AHAHOCTHRM NALMEHTOB, CTPAAAIOIINX MTHEBMOHKHEH, BeizBannoi COVID-19,
Bo3pacTHEIX OrpaHHYeHH HA MPUMEHCHHE JAHHOTO TECTA HE BRISBICHO,
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