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Komb6uHupoBaHHbIi akcnpecc-tect GenSureTM Ha aHTureH COVID-19 u rpunn
rpynn Au B

KoM6K1HMpOBaHHbIW 3KCNpecc-TecT — 3T0 UMMYHOXpOMaTorpaduyeckmii aHanus, NpefHa3HauYeHHbIN 45
OHOBPEMEHHOr0 Ka4yeCTBEHHOrO BbiSiBNeHns u guddepeHumaumm aHtureHos SARS-CoV-2, Bupyca

rpunna A u Bupyca rpunna B B 06pa3uax Ma3koB U3 HOCA MW HOCOFNOTKM, MPU NMOA03PEHUSX
pecnupaTopHbIX BUPYCHbIX MHDEKLMH, xapakTepHbix ang COVID-19 u/unu Bupycos rpunna. KnuHnyeckue
MPU3HAKM U CUMMATOMbI PECIMPATOPHbLIX BUPYCHbIX MHeKUMI Bcneactsue SARS-CoV-2 u Bupycamu rpunna
MOTYT BbITb CXOXMUMMU.

MonoxuTenbHble pe3ybTaTbl CBUAETENLCTBYIOT O HAIMYUM BUPYCHbIX aHTUFEHOB, HO HE UCK/TIOYAOT
BaKTepuanbHy0 MHGEKLMIO, UK CMELIAHHYIO C APYTMMU BUPYCaMu MHGbEKLMIO.

OTpuuaTenbHble pe3ynbTaTthl He UCKOYatoT nHdekumn SARS-CoV-2, Bupyca rpunna A v / unu Bupyca
rpunna B, v He [OMKHbI UCMONb30BaTbCS B KAYECTBE €AMHCTBEHHOrO OCHOBAHMUSA 419 AUArHOCTUKU, TEYEHUS],
Wnu AanbHelwero BeaeHUs naumeHTa. OTpuLaTesibHble pe3ynbTaTthl AOMXKHbI ObiTb B KOMBUHALMK

C KNMHUYECKUM HabntogeHneM, uctopueit 60n1e3HU NaumMenTa, v / unm asnnaeMmMonornyeckoin nHdopmaumen.

TecT He NOAXOAMT ANS BbISBNEHUS BUpYycCa rpunna C.

PerncrpaumnoHHoe ynoctoBepeHue PocagpaBHaasopa: &#8470;P3H 2022/18910 ot 24 Hosbps 2022 ropa.

Knunuueckas acppekTuBHOCTL

CovID-19

* YyBCTBMTENBHOCTb Ha aHTMreH COVID-19 cocrasnset 98,95 % (95 % ON= 96,27 % ~ 99,87 %).
* CneumopuyHocTb coctasnsieT 100,00 % (95 % M= 98,97 % ~ 100,00 %).

* O6wmit koapduumeHT coBnasexuns coctaBnset 99,64 % (95 % N = 98,69 % ~ 99,96 %).
Bupyc rpunna A

* YyBCTBMTENBHOCTb Ha rpunn A coctasnsieT 98,51 % (95 % N: 94,71 % ~ 99,82 %).

* CneumduyHocTb coctasnset 99,02 % (95 % AN: 96,50 % ~ 99,88 %).

* 06wmit koadpduumeHT coBnaseHuns coctasnset 98,82 % (95 % ON: 97,00 % ~ 99,68 %).
Bupyc rpunna B

* YyBCTBMTENBHOCTb Ha rpunn B coctasnsieT 98,44 % (95 % ON: 94,47 % ~ 99,81 %).

* CneumopuyHocTb coctasnset 100,00 % (95 % [ON: 98,21 % ~ 100,00 %).
* O6wmit koadpduumeHT coBnasenuns coctasnget 99,40 % (95 % ON: 97,84 % ~ 99,93 %).

CocraB Habopa
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Basn

* TecT-KacceTa.

* [pobupka s obpasua ¢ bydepom.
* 30HA angs 3abopa obpasua.

* MIHCTpyKUMS.

Kak npoBoAuUTb TeCTUpOBaHue
Moxanyicra, BHUMATENbHO NPOYTUTE MHCTPYKLMIO NEPEes MPUMEHEHUEM.
Habop ons TecTUpoBaHwWs LOMKEH 6bITb KOMHATHOM TEMMNEPATYPbI.

* M3BNeKuTe TeCT-KaCcCceTy U3 YNaKOBOYHOIO NaKeTa C peareHTaMu 1 Ucnonb3yiite eé B TeyeHue 1 yaca.

* Bo3bMuTe 06paseL, M3 HOCOTNOTKM UK Hoca (M3 06enx Hozapeit). CBexecobpaHHble 06pasLbl U3 HoCa

M HOCOT/IOTKM XeNaTeNbHO NPOTECTUPOBATL KaK MOXHO CKOpEe.

* CHUMUTE KONMAYoK € Npobupku ang 06pabotku 0b6pasua. byabTe 0CTOPOXHbI, YTOObI HE MPOAUTD
XUIAKOCTb M3 MPOBUPKM.

* BcTaBbTe 30HA, B pobUpKy Ans 06paboTku 1 NorpysnTe ero B XXUAKOCTb He MeHee YeM Ha 15 cekyHz,
cnens 3a TeM, 4To6bl He BbIMIECHYTb COAEPXUMOe M3 NPoBUPKU. OCTOPOXKHO NMOAHUMUTE 30H[, BBEPX U BHU3
HECKOJbKO pa3. 3aTeM WM3BNEKUTE 30H[, HaAABNMBAS HA CTEHKM NPOBUPKM U BPaLLas 30HA0M, YTOObI
U3BNeYb XWUAKOCTb U3 30HAA.

* [110THO NpWMXMUTE NPUKPENNEHHBIN KONMAaYoK K Npobupke ans 06paboTkm obpasua.

* M3BneKuTe TeCT-KacceTy U3 repMeTUYHOro naketa.

* [epeBepHuTe NpobUpKy Ans 06paboTkn 06pasua U, yaepxnBas eé B BePTUKaIbHOM MONOXEHUH,
MeAJIeHHO NepeHecuTe 3 Kanau B KaXayr JIyHKY TecT-kacceTbl. MocTapaiTecs usbexarb 06pazoBaHus
My3bIpPbKOB.

* Pe3ynbTat 6yaet rotoB cTporo Yepe3 10 MuHyT nocne nobasneHns obpasua. Moxanyiicra, He oLeHuBanTe
pe3ynbTaTbl Yepe3 20 MUHYT.

MHTepnpetauus pesynbtaToB

MonoxuTenbHblit pe3ynbTaT. KpacHas NMHKUS NOSBASETCS HA IMHUM KOHTPONS KadecTBa (MnHMs C) v AnHUK
obHapyxeHus (nuuua T u (unm) A u (unwm) B), HE3aBUCUMO OT MHTEHCUBHOCTU JIMHUW.

OTpuuaTenbHblit pe3ynbTaT. TONbKO IMHUS KOHTPONS KadecTBa (MnHMs C) NOKa3biBAaET BUAUMYH KPACHYO
NNHWUIO, @ IMHUA 0BHapyxenus (T, A n B nnHKg) He NnokasbiBaeT KPaCHY NMHUIO.

HepeiictBuTenbHbIM pesynbtat. Ha anHum KoHTpons kadectsa (nvHus C) He oToBpaXkaeTcs KpacHas MHKS,
4TO YKa3blBaeT Ha CHOI. ITO MOXKeET BbITb CBS3AHO C HENPABWABHOM 3KCMyaTaLMen UK C TeM, YTO
TecT-KacceTa HefleCTBUTENbHA U HE MOXET BbiTb MCNONb30BaHa. BO3MOXHO, NpUAETCS UCMONb30BaTh
LLpYTyto KacceTy.

OTpuuaTesnbHble pe3ynbTaTbl He AOMKHbI UCMOb30BATHCS B KAa4YeCTBE eMHCTBEHHOW OCHOBBI. [ns
MOCTaHOBKM AMArHO3a, Ha3HaYeHUs NeYeHus Unu Apyrux peLleHnin B OTHOWEHUM BEAEHUS NALUEHTOB.
OTpuuaTenbHble pe3ynbTaThl AOMKHbI ObITb 06beAMHEHbI C AAHHBIMU KIIMHUYECKMX HABMIOAEHWIA, UCTOpUEN
6one3Hu naumeHTa u / uamn aNULEeMMUoNorndeckom MHGopmaumen.

XapakrepucTuku

BpeHna GenSure Biotech Inc
CrpaHa 6peHaa Kurait

OTpacnu [ns noma

CTpaHa npou3BoACTBa Kurait
DOuckneiimep:

Mpon3BOAUTENb MOXET U3MEHWUTb LIBET, BHELLHWI BUA, U XapaKTEPUCTUKM ToBapa 6e3 AOMONHUTENbHOTO
yBeAOMJIEHHS], MO3TOMY pasMeLLeHHbIE Ha HALIEM CaiiTe XapaKTepUCTUKK U hoTorpadum sSBAsOTCS
CMpaBOYHbIMU. Mbl CTapaeMcs NOALEPXKMBATb ONUCAHUS B aKTyaslbHOM COCTOSHUM U 06HOBASIEM
uHbOPMALMIO MO Mepe NoNyyeHus e€ oT NPOU3BOAUTENEN.
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