Hacmano Epems npukoctymses k Jydyuemy

AMMYHOXPOMATOINPAPUYECKMUE TECTDI
LECCURATE SARS-COV2 ANTIBODY TEST

HoBasa cmcTeMa No3sonseT NOJ1IYUNTb pe3ysibTart C BbICOKOW TOYHOCTbIO.

15 MUHYT 1 pe3ynbTaTbl yXXe roTosbl!

MuHMMyM oxkmnnaHna 1 97% pesynbTaTtuBHoCcTH!




OINMNUCAHME

LEEEHTIIfZE

SARS-CoV-2

Antibody Test
(colloidal gold immunochromatography)
20 Tests

Habop Ab-tect 2019-nCoV (KonnonaHoe 3010710)
npegHasHauyeH ONnsg KauecTBEHHOro onpeneneHus
IgM n IgG aHTuTEN B KPOBW.

TR

\

\, PEKOMEHOOBAH

V BCEMWPHOU

‘y OPrAHU3ALMEN
3[1PABOOXPAHEHUS

MeauumHckoe niaenve Habop Leccurate™ ana MB[ 3kcnpecc-aHanu3a antuten k SARS-CoV2 1gG / IgM naptua Ne20CG2520X

AMMYHOXPOMATOIPA®UYECKMUE TECTbI HA OCHOBE KOJUJIOUAHOIO 30J10TA

Habop ana TectupoBaHua Ha kopoHasupyc (COVID-19) Leccurate SARS-CoV2 Antibody Test
(colloidal gold immunochromatography) no3sonaeT NPoBecT BbICTPbIA XPOMATOr pahUUecKnin UMMy
HOaHaNM3 ONA KaueCTBeHHOr 0 onpeaeneHna Hanuuua 1ga v IgM-aHTuTen K HoOBOMY KOPOHaBUpyCy
COVID-19 B uenbHOM KPOBW, ChbIBOPOTKE UMK NNa3Me uenoBeka 1 TakimM obpasom, MOXeT UCNoNb30BaT
bCA B KauecTee nomMoum B gnarHocTuke COVID-19 uHdekumn.

[lpegnaraem NpocTon U yaobHbIN TEeCT, YyHUKanbHas MUHW - nabopoTopua. TecTbl MOXeT NpoBoanTb
faxe cpeaHW Mea. NepcoHasn, NO3ToOMY Nerko 1 NPOCTO UHTErpuUpoBaThb ero B CUCTeMy 0bCNyXMBaHUA
KSIMEeHTOB,

TecT pokasan ceoto agpdekTueHocTb 8 CLLUA n EBpone, ero ncnosnb3yroT KpynHenwme MeguumHekme
LeHTpbl: Johns Hopkins Hospital, UCSF Medical Center, Knunuka Maiio (bonee 9 MnH. npoaax c
MapTa 2020 r.).

Bpema ncnonHeHns
15 MuHyT \

BbiasneHue nepebonesmx
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TECT HA AHTUTENA

YPOBEHb AHTUTE
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KOJITOUAHOE 30J10TO-HOPMAJIU3YET PABOTY BOAHO-3NTEKTPOJIMTHOIO OBMEHA.
BoaHO-31ekTpoNUTHbIM BanaHc obecneymBaeTca pasNnUuHbIM U MONEKYNAPHbBIM U
CTPYKTYPaMUKNETOK, KOTOPbIe NOCPeaCTBOM perynaTopHblX MeXaHU3MOB MHTEerpupyroTCa
B eANHYIO CUCTEMY C ApYrMK BUOAaMU ObMeHa 1 PU3NoNornyeckMmMm NpoLeccamMm B cammx
KNeTkax, pasfiMuHblX OpraHax, opraHusmMe B LLenoMm.

METOA NIMMYHOXPOMATOIPA®UYECKOT O AHAJIN3A.
MeTo4, OCHOBaHHbBIM Ha pa3feneHn YacTuL, MeToa0M NAapHOW CBA3KU U peakLum Mexay
aHTUIreHOM M COOTBETCTBYIOWMM eMy aHTUTeNnoM B bronormnyecknx Mmatepuanax.

AHTUTENA BYLYT BbIPABATbIBATbCA NOCNE BUPYCHOW WHBA3UN.
UMMyHornobynuubl M (IgM) ak TBU3NPYIOTCA NEPBLIMU U CNYXAT NepebiMu
NPU3HaKaMm UHMEeKLU,

MmmyHornobynud G (IgG) noasnatoTca No3xe, Bbi3biBan bonee cneunpnueckyto
peakuUuio Ha BUPYC.



MHTEPNPETALU WA PE3YJIbTATOB TECTA

igM u IgG igM iIgG igM u IgG
NONOXUTEJIbHDbIE NOJMIOXKUTEJIbHDbIE NONIOXUTENbHDbIE OTPMLATENbHbIN

HEKOPPEKTHbIW PE3YJIbTAT



NPABUJIA AOPOXHOI' O ABUXEHWA 11PN KOPOHOBUPYCE

[lpocTaa v MHHOPMATUBHAA MHTEpNpeTaumna pe3ynbTaTos TecTa 4Na naumeHTa **
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lgG+/IgM+ Ckopee BCero, Bbl boneete KOPOHaBMPYCHOW MHMeKUMen cerdac.
- 10G-/IgM+ Bbl MOXeTe DblTb MCTOYHUKOM UHMEKLUN A4 APYr X NoLen,
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x* 1nA MHTEPpNpeTauun pe3ynbTaTOB KOHKPETHONO NauneHTa HEODX0AMMO Takxe YUUTBIBATD pe3yneTaTbl NpO4YnX TeCTOB, AdHHbIE aHaMe3a WM KINMHWUECKINX HDC}HBHEHMH bonesxHu,



O KOMMAHUMK

Lepu Medical - 370 Beaywas MeanUMHCKaa KOMNaHna ¢ besynpeyHon penyTtauuven,
cobcTBeHHbIMK pa3paboTkamMn n MexayHapoaHbIMU NaTeHTaMu.

HDD,D,}’KLLMFI BbllyCKaeMan KOMMNaHun exeaHesHo NCNonb3yeTtca BpaydamMii BO BCEM MKPE
N CNAacarT ThICAUN XU3HEN exerogHo.

B cBA3M C naHaeMuen Cunbl KoMnaHuu, Bolnu HanpaseHbl Ha Pewerme oCTPOro BONPOC
a, KOTOPbI KOCHYNCA BCEro Hawero Mupa. Bce paspaboTki Bbinv HanpaseHbl Ha
CO34aHue TOUHbIX TeCToB, C DbICTPbIM Pe3ybTaToM W peakuuen Ha KopoHaBupyCHYH
MHbekumo (COVID-19).
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KoMnaHua 3apernctposana 773 nateHTa B 0bnacTu anarHOC TUPOBaHUA
3abonesaHuii 1 BUO NHXEeHepUn,

bupxesas ctoumocTb okono 10 munnuapaos USD.

3aHumMaeT NTNMAOAVPYRWYH NO3MUKNKD B Kutae u cneynanmnsmpyeTcs Ha
@ DEEDEIEJDTKBX, NPON3BOACTEE W NPOLOaxe BblCOKOTEXHOS10IM MYHOIMO

% KoMnaHuAa bolna ocHosaHa B 1999, Ha gaHHbIM MOMEHT HaCcuYMUTbIBaeT
W kapavonoruueckoro obopyaosaHuA.

V,
g‘@, 32 NOYepHMX KoMNaHun No BCemMy Mupy.,
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iIMeeT COBCTBEHHbIN HayUHO-MCCNegoBaTeIbCKUIA LEHTP
Me OUUMHCKX UHCTPYMEHTOB U MHXEeHEepHbIX TEXHONOM 1A
MHTEPBEHUMOHHOW Kapamonorum v BUPYCONOr Ui,

Ceituac 3aHMMaeT bonbwyk O0NK PbiHKa B KMTae No KOpoHapHbIM
cTeHTaM (25%) 1 OKKNHO3MOHHBbIM YCTpOWCTBaM (55%).
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TOPIOBAA KOMIMAHINA A3WA -
SKCKJIHO3MBHbLIVM AUCTPUBYTOP
NPOOYKUMN HA TEPPUTOPUU PO,

KASAXCTAHA, BENNAPYCKU U APMEHWW

MEXAYHAPOAHAA CETb NPOAAX

[IpopaeTtca B8 80+ cTpaHax u peruoHax.
3 3apybexxHbix (Muvana.

bonee 20 napTHepoB, NPOAaOLINX
NPOAYKUMIO NOA CODCTBEHHOW MapKOW,



Ona toproson komnaHumn A3UA - Lepu Medical pa3zpaboTan 3kCKNO3UBHbIN hopMaT YNakOBKWN, PACCUMTaHHbIA Ha
MHOMBMOYANbHOE MCNOMb30BaHME U BKAKOUAKOWMA T TecT-cnctemMy, CTEPUSbHYHO UMY,

BAPUAHT 1
1 PACTBOP
HA 20 TECTOB

[aHHbi hopMmaT Hanbonee ynobeH ana po3HUYHOW TOProBn.

NMPEAOCTABJIAEMbDLIE MATEPWUAIJIDI

KomnnekTauma Habopa:

TecToBbi HADOP.

by®depHblin pacTBOP akTHUBaTOP.

OaHopasosaa NNacTUKOBas NNeTKa.

JlaHueT (ansa B3aTmA obpa3ua 13 nanbLua).
JIncTok-BkNaabiw C NOAPOBHOM MHCTRYKUWEN,

Bce Heobxoaumoe ona npoeeneHnA TeCta eCTb B KOMIMNJ1eKTe, TeCT He TDEE)’ET OOMOJTIHW
TeJsibHOro ﬂﬁﬂpYﬂﬂBaHHH 1 NONHOCTbIO be3onaceH aona Bawero 300pP0OBbA.

BAPUAHT 2

TpebyeTca npeaBapuTenbHO NpoAe3NHMULNPOBaTb MECTO BATUA 0bpa3ua KpoBu 1 PACTROP
cnupToBON candeTkon Ana nHbekunnm (MoxeT bbiTb NpegocTaBneHa AONOSIHUTENbHO). HA 1 TECT
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NMPUJTOXXEHUE

MHCTPYKUWA MO NPUMEHEHWNKO

F=b =Y

1 Nporpure naney canderxoi 2 Npokonute naney ckapudukatopom (nanyerom) 3

4 JloGapste 3 kannu (npumepno 100 mkn) 5 JloGasste nUNeTKoR 1 KANMIO KPOBK B AYMKY «S», 6
GydepHoro pacTeopa & nyHky «D».

Mpw nomoluw NUNETKM, BXOAAWER B KOMNNEXT,
po3bMmMTE 00pazey kpoeu (1 kanns, 10-15 mxn).
B cnyuae kanunnapHol kporu oTOMpPANOT CTEKa-
UL Kannio. lepxute NUNeTKY BepTHKaNLHO.

Yepea 10-15 MHMHYT MOXHO YBMAETL peIyabiar.
Pe3Ko-nonoMMTENbHLIA Pe3ynbTarT MoXer npo-
ABHTLCA panblue, Yepel 20 MHHYT pesynbraTel
MOFYT CTaTh HETOMHBIMM,



KJIMHUYECKUE UCTIBITAHUA

TecTtbl Leccurate npows,in NoONMHOUEeHHbIe KJIMHUYeCKne n TexHn4yeckmne nccnegoedHmnA

B 2-}”{ HE3dBUCUMbBIX MEXAYHAPOLAHbIX KITMHUKAX.

KnuHnueckon nabopatopum npu LKE PAH

[leknHckon nabopaTopun NO aHanusy MeguUUHCKX M30eNnia

HAC BbIBUPAIOT NMPOPECCHUOHAIJIDbI

TecTbl Leccurate BI::IEJHDEII-GT eeayume MeaMunMHCKNE KJIIMHUKN Poccuun:

leHTpanbHas KnuHuyeckan bonobHmua npn PAH

leHTpanbHaa kKnuHuyeckan bonbHMUa ropoaa HosocnMbumpck

_DC},’,[],B PCTBEHHOE dBTOHOMHOE Y4pexAeHWe 30PpaB00XPaHEHWA CBED,D,HDBC Ko 0bnactu

«CBepanoBckas knuHuyeckas bonbHuua #1>»

MipkyTCcKasa ropoackas KnuHuyeckas bonbHUUa

Ceepanosckas obnactHasa KnuHuueckan bonbHunua Ne'

eHTpanbHbIA MHCTUTYT BOTYNMHOTEepanun 1 akTyanbHOW HesBpoorum, r. Mocksa
leHTp MexancumnnMHapHoOM CToMaToNorum 1 Hesposnoruu, r. Mockea

KNuUHMKa Kpadtseen, r. Mockea

/I Opyrue knuHukn 1 HiAK

GENEPAJILHOE NOCYJIAPCTBEHHOE
BIOJKETHOE YVUYPEXIEHUE 3J[PABOOXPAHEHHWS
[EHTPAJILHA {1 KJIMHUYECKAS
BOJIBHHILIA POCCUMCKOM
AKAJIEMHH HAVK

(LK PAH)

O13biB
B nepuoa ¢ 05.06.2020 no 17.06.2020 B xmuHMKo-gHarHocTHYeckoi nabopatopun LIKE PAH,
NpoBEEHbl HE3ABHCHMBIE NabopaTopHbIE HecnenoBaHKe TecToB Leccurate. «Habop Leccuraterm
ana  HUBJ[ oakenpecc-amanmsa  amtaren Kk SARS-CoV2 IgG / IgM  meromom
nMMyHOXpoMaTorpaduun. [lapriua Noe 20CG2520X», npomssonctsa «Beijing Lepu Medical
Technology Co., Lid. »{«beiimxun Jleny Menuxan Texnonomsn Ko., Jlta»)
A) PesynbTarsl CPABHMTENBHOTO AHAIH3A TECTHPYEMOTO NPOILYKTA H ITANOHHOTO NPOAYKTA:
Pesynbrarel HensiTaHuii 06pasiioB CHIBOPOTKH HA TECTHPYEMOM NPOIYKTE H HA KOHTPOILHOM
MPOAYKTE: KOMPPHIMEHT COBNANEHHA KAK OTPHLATEILHBIX / TONOKHTENBHBIX PE3yILTATOB, TaK
M 00wl Koddduiment copnagenua npesenuaoT 96%, UTO YKA3BIBAET HA BBICOKYIO CTEIEHb
COBMANCHHA ¢ OITANOHHBEIM NpoaykroM. B pelynbratax aHanmmsa Kanmna-nposepkd  OBLIO
A0Ka3aHo, 410 Kanna> 0,8, 4T0 yKa3slBAET HA BhICOKYI) CTENEHbL COBNAAEHMA 0DOMX MET0J0B.
bbu10 Aoka3aHo, 4To obe CHCTEMBI ABNAKTCA SKBHBATICHTHBIMH,
B) PesynpTaThl CTATHCTHYECKOTD aHANM3A MPOLYKTA, TECTHPOBAHHOIO HA PA3IMYHBIX THIAX
KiuHHdeckux  obpasuoe. [lpu wccnenoBanuMm  pesynsTartoB  Henonnsopauus Habopa ans
TeCcTHpoBaHusa Ha aHTHTena SARS-CoV-2 tectupyeMoro npoaykra I8 pasiH4YHBIX THIOB
KIHHHYECKHX 00pa3lioB, MOCTOAHHAA TPOLIEHTHAA JIOJA 10 OTPHUUATEILHLIM /[ TOIOKHTENBHBIM
pesynsTatam cocrasiset 100,0%, a obman noctoarHas npoleHTHaA Jond K coctaenaet 100,0%.
Koadpdmment Kamma = 1,00 (> 0,8) B pesynstarax npoeepxs U ananmsa Kanna ykassisaer Ha
NOHOE COBNAJIEHHE [IBYX METO/IOB H SKBHBAIIEHTHOCTE [IBYX 9THX CHCTEM,
IAKMOYEHUE MECHa:
[lpn anHamMse HCNBITAHWI TECTHPYEMOTO TMPOAYKTA W ITANOHHOTO TPOAYKTA, NOCTOAHHBI
NPOLEHT OTPHUATEILHBIX / NMONOKHTEIBHEIX PE3YILTATOR H NOCTOAHHBIA MPOLEHAT 0b1mx
Pe3yALTATOB NMOATBEDIKIAETCS BHICOKMMM NOKazaTensiMu. bonee TOro, COTJIACHO pPE3yabTaTam
CTATHCTHYECKOr0 aHalM3a, HET 3HAaYAMBIX pasnuudii B pesyibratax oboux TectoB, 4TO
YKA3BIBAET HA TOYHOCTh AMATHOCTHKH M SKBHBAJIEHTHOCTE JIBYX TECTHPYEMBIX cHcTeM. Mewmy
TEM, PE3YILTATHEI HCMOMB3OBAHHA MPOAYKTA JUIA TECTHPOBAHHMA 0Dpaiila CHIBOPOTKH H TUIAIMBI
OIIHOTO H TOTO e NMalHeHTa, NOIHOCTEI0 HAEHTHYHBL
Taxum obpasom, [IKE PAH mokeT pekoMeHI0BATE NMPEACTABICHHOS MEIHILMHCKOE H3ACHHE K
NPHMEHEHHIO I KAYECTREHHOID KIIMHAYECKOr0 aHAM3a Ha Hamwgre antaTen SARS-CoV-2
KpoBH M oDpasuax cChBOPOTKH M TNIasMel TOAEH H  MOMET HCMONL30BATLCA A
BCTIOMOTATEILHOM IMAIHOCTHRM NALMEHTOB, CTPANAIOIINX THERMOHKE, Bhzpanuoi COVID-19.
BospacTHEIX OrpandYeHHil HA MPUMEHEHNE NAHHOTO TECTA HE BLIABICHO,

Ioamucs:
IIpencenatens KoMHCCHH -
3aM. rIaBHOIO Bpaua no HayvHoit pabore 1M.H, [
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