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KOMEPLIMHA NPONO3ULLIA

TOB «CMAPTYM MEJIKAJI» € eKCKII03UBHUM JHUCTPUO TOTOPOM BITHH3HSHOTO BUPOOHHKA
MEIMYHUX TOBApiB MiJl TOProBoro Mapkoro Medicalspan Ta nponoHye po3risiHyTH KOMEpUiHHY MPOMo3uiio
BiJl HAIIOl KoMMaHii Ha Habopu WBWUAKUX TECTIB ANA AiarHOCTUKU aHTUreHy KopoHasipycy SARS-CoV-2,
BUpoBHULTBA KomnaHii SD BIOSENSOR, INC. (MisaeHHa Kopes) Standart [-Q COVID-19 Ag Home test :

HaGip excripec-TecTiB Ha HasgBHicTh aHTUreHy Standart 6250rpH/ynakoBka
I-Q COVID-19 Ag Home test xomnanii «SD
BIOSENSOR, INC.». 25 wr

0VID-19 Ag

& SD BIOSENSOR

Tect STANDARD i-Q COVID-19 Ag Home Test AnA BU3HAYEHHA aHTUreHy - Lie WBUAKUIA XxpomaTorpadivHuni
IMYHONOTIYHUIM  aHani3 Ana AKICHOro BUABNEHHA cneuudiyHux CTPYKTYpHUX aHTuredis SARS-CoV-2 B
HaszodapuHreanbHomy abo HazaNbHOMY MasKax.

Tecru Standart I-Q COVID-19 Ag Home test .

* 1.3apeecTpoBaHi B YKpaiHi 3riiHO 3 YUHHOIO 3aKOHOAABCTBA
*  2.MaloTh AeKknapauito Npo BiANOBIAHICTL MeAUYHUX BUPODHIB BUMOram TEXHIYHOTO pernameHTy
*  3.BHeceHi 40 PeecTpy ocib BigNoBiAanbHUX 33 BBEAEHHA MeAUYHUX BUPOBIB, aKTUBHUX MeAUYHUX
8UpP0O6IB, AKI IMNNAHTYIOTb, Ta MEAUYHUX BUPOBIB ANA AiarHOCTUKM in vitro B 0bir
« 4. BepudikosaHi nabopartopieto Llentpy rpomagcsroro 3popos’s abo obnacium naboparopHum
yeHtpom MO3 Yrpainn
¢ 5.BianosifatoTb MeAUKO-TeXHIYHI BUMOoram 3rigHo Hakaly MiHicTepcTsa 0XOpoHU 340po8 s YKpaitu
8in 17.11.2020 Ne 2665
*  6.MpusHadeHi Ak AN NpodecinHOro BUKOPUCTAHHA TaK i ANA CAMOKOHTPOIO.
«  7.MpocTi y BUKOPUCTaHHI Ta NnepesbaqatoTb MiHIMaNbHY KinbKicTb onepatin.




Turn apasry

-~ HazodapurreanbHuit Maszok abo HazanbHUM Ma3oK

lMepesaru TecTy Ha aHTUreH

- EpekTuBHicTb: Npoueaypa TeCTyBaHHA BUMarae MiHiManbHoI niAroToBKY Ta He notpebye Hiakoro

obnagHaHHs 48 TeCTYBaHHA.

-~ Hagivnicrs: Bin moxe 3abe3neuntin Yitkmi pesynbrar npotarom 15-30 xsunuu ta mae s6yaosanuil

KOHTPOAL NPOLEAYPU.

- Micue nposepenna: moxe 3abe3neuntt WBUAKI pesyabTaTh NPY CKPUHIHTOBUX BOCAIIKEHHAX

XapakTepUCTUKHU

Kniniuni 3HauenHs

Uyrmsicts - 94.94% (75/79), (95% CI: 87.54% - 98.60%) .

Crrergramners - 100% (217/217), (95% CI: 98.31% - 100%)

lHTeprperauin oTpUMaHUX pesynbraris

HepitcHui

Herarusuuii MosurusHui
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