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TOB «MEJAIB», B 0cobi ,qnpcx'f'opa Bitkoseekoro JI.M.. Bucmosmoe Bam cBoo nopary Ta
NPONOHYE /10 yBar"w HAOOPH MIBHAKHX TECTIB JUIS JUAlHOCTHKH aHTHIeHy KopoHasipycy SARS-CoV-2,
BUPOOHUITBa KoMnanil S BIOSENSOR, INC. (ITiBzeuna Kopes) STANDARD i-Q COVID-19 Ag
Home Test

STANDARD Q
l COVID-19 Ag Tecr STANDARD i-Q COVID-19 Ag Home Test 15 BU3HA4eHHS AHTHUIECHY

- U€ UBHAKHH XpoMaTorpadiyeuil iMyHONOriYHMHA amamis s
AKICHOTO BUSBJICHHS CHEUHDIYHHX CTPYKTYPHUX aHTUreHiB SARS-
CoV-2 B HasopapuHurearsHomy abo Ha3aTbHOMY Ma3Kax.
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COVID-19 Ag
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HIBHAKI TeCTH /IS BHIHAYCHHS AHTHIEHY KOPOHA Bipycy, BHpoOHMITBA KOMNanil ey ;é
R

SD BIOSENSOR, INC. 6y.u nmepmuMu B cBiti Bm3nani Beecpitunoio Oprauizauicio World Healt
Oxoponn _310pos’s ta BHeceni g0 Cnucoxy BOO3 s €KCTPCHOI0 BUKOPHCTAHHSA IS Organizatio
JUarHOCTHKH in Vitro 3 BHSBICHHS SARS-CoV-2

Teern STANDARD i-Q COVID-19 Ag Home Test:

V' 3apeectpoBani 8 VKpaini 3riHO 3 YMHHOIO 3aKOHOIABCTBA

v MaioTh I¢K1apaliio Npo BiIOBIIHICTE Me/IHYHKX BHPOGIB BAMOTaM TeXHIYHOTO peraamMeHTy

v' Bueceni 10 Peectpy 0cif BIiANOBINAMBHUX 33 BBEICHHS MEIHYHMX BUPOGIB, AKTHBHUX
MEAHYHUX BHPOOIB. SKI IMIIAHTYIOTH, T4 MEIHYHUX BUPOGIB /Ui JIArHOCTHKE in Vitro B o6ir

v' Bepudikosani naGoparopicio  Ilentpy rpomaacskoro sgopos’a  abo o6.aacHuM
aabopatopuum nenrTpom MO3 Vipainu

V' BIANOBINAIOTH MEIMKO-TEXHIYHI BHMOTaM 31 HO Haxasy MinictepcTBa 0X0poHu 310poB’s
Yxpainu 3ix 17.11.2020 No 2665

v' [lpusHadeni sik st npodeciiHoro BUKOPHCTAHHS TaK 1 /U1A CAMOKOHTPOTIO.

v Ilpocti y BHKOPHCTaHHI Ta MepeAdaYatoTh MiHIMANbHY KiIbKICTh oreparii.

Tun spasky
- Hazodapunrearbumuit Mazok abo HasanbHuH Ma3ok

[lepeBaru recty Ha anTHT€eH

- EQexTHBHICTH: IPOLICL YDA TECTYBAHHS BUMArae MiHIMaIbHOT IIFOTOBKH Ta He NOTpebye HIsSKOro
obnajHaHHs 1% [€CTyBaliHs.

- Hapifnicrs: Bin moxe 3abesneunty wiTkuit pesynprar nporarom 15-30 xBuims Ta Mae BOyoBanui
KOHTPOJIb MTPOLETYPH.

- Micue npoBeeHHs: MCKe 3a0e31eUNTH LIBUKI PE3YILTATH [IPH CKPUHIHIOBUX JOCTIAKEHHAX

Iaocu

[TiaxoanTs et rectysanus 6is
nalieHTa

y [Tpocre BUKOpHCTAHHS PearenTi roToBi 10 BHKOPHCTAHHS

KimnatHa Temneparypa 30epiranss

ITpocta npoueaypa recrysanns 6e3
JOATKOBOIO PO3KANyBaHHS

UIBuaki pe3yinsTaTu npoTarom 13
XBH/IMH




XapaKkTepHCITuKH

Koiniuni snavenns
Yyramsicrs - 94.94% (75719), (950, ¢} &7 54%; - 08 6(%) .
Crewnivnicrs - 100% (217/217), (93% CI: 98.31% - 100%)

Inrepuperanis oTpuvanux pesyabraris
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Bapricre meuaxux recris STANDARD i-Q COVID-19 Ag Home Test cranosurs:

¢ Ha6ip vecriB STANDARD i-Q COVID-19 Ag Test o151 BA3HAYCHHS AHTHI€HY KOpOHAaBIipycy
25 wrr. — 3 625 rpu/ynakoBka npu ymosi 3akynisii Bix 1 1o 100 ynakosok

¢ HaGip recriB STANDARD i-Q COVID-19 Ag Test a1 BU3HAYEHHS aHTHIeHY KOPOHABIpYCY
25 wrr. — 3 500 rpu/ynaxoska npyu ymosi sakynisii sig 101 xo 250 ynakoBok

* HaGip recriB STANDARD i-Q COVID-19 Ag Test 115 BuIHAYEHHS AHTHTEHY KOPOHABIPYCY
25 mr. - 3 375 rpu/ynakoska npu ymoBi sakynisii Bix 251 10 500 ynakosok

¢ Habip recris STANDARD i-Q COVID-1) Ag Test 115 BU3HAYEHHS aHTHIeHY KOPORABipycy
25 wr. - 3 250 rpu/ynakoska |lM~§'S«i§m?W_iB:Ii 8ix 1000 ynakosox
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