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ToBapucTBo 3 00MeKEeHO010 Bi/INOBIIAILHICTIO «Tosmen Ykpaina», B oco0i /upexTopa

SIKyHbKiHA Ceprisa Cepriiiosuta, pHCIIOBIIIOE BaM cBOIO roBary Ta MPOIIOHYE /10 yBaru Habopy IIBUAKUX

TecTiB JUlsl JIarHOCTUKK aHTUTCHY KOpOHaBipyCY SARS-CoV-2, BUPOOHHITBA xommnanii SD BIOSENSOR,

INC. (TliBnenna Kopes) STANDARD i-Q COVID-19 Ag Home test
STANDARD Q
l coViD-19 Ag Tect STANDARD i-Q COVID-19 Ag Home Test u1si BUSHAICHHA aHTUICHY

- e WIBUAKWA xpomaTorpanqunﬁ iMyHOJIOTTUHH ananiz Ui SKICHOrO
BUABICHHS  CrieunbidHAX CTPYKTYPHHX auturenie  SARS-CoV-2 B
nazodapuHrealbHoOMy 460 Ha3aIbHOMY Ma3Kax.

et [suaki TecTw s BH3HAUCHHS AHTHIeHy KopoHa  Bipycy,
BHPOOHHULTBA xomnanii SD BIOSENSOR, INC. 0yan nepumiMvMH B cpiti Bm3nani BcecBiTHBOIO
Opranizauiclo OXOpoHH 310poB st TA gHeceHl 10 CrnMCOKY BOO3 juisi €KCTPEHOr0 BUKOPUCTAHH 21
iarHOCTHKH in Vitro 3 BUSBJICHHA SARS-CoV-2

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

v 3apeecTpoBaHi B VkpaiHi 3riAHO 3 YAHHOTO 3aKOHOJIaBCTBA

v MaroTb JeK/1apauito npo Bi/OBIAHICT MEAMIHHX Bupo0iB BUMOraM TEXHIUHOTO PErjJaMeHTy

v Bueceni 1o Peectpy oci0 BiJMOBiZAIbHNX 32 BBCACHHA MEJMYHUX BHUPOOIB, AKTHBHHMX
MeIMUHUX BUPOOIB, qKi IMIUIAHTYIOTh, T2 MEIMIHAX BUPOOIB sl UATHOCTHKA in vitro B 00IT

v Bepudikosati naGoparopicto  LleHTPY rpoMaacbKoro snopos’st  abo 00IacCHUM
1260paATOPHUM HEHTPOM MO73 Ykpaiuu

v BiamnosinawTh MEIMKO-TEXHIYHI BHUMOTaM srizgo Hakasy MiHicTepcTBa OXOPOHH 3JI0pOB’4
Vkpainn Bin 17.1 1.2020 Ne 2665

v IlpusHaueHi K Ui npogeciiHoro BUKOpPUCTAHHA TaK i U1 CAMOKOHTPOJIIO.

v’ Ilpoctiy BUKOPUCTaHHI Ta nepe1doavatroTh MiHiMaIbHY KUTBKICTD onepati.

Tun 3pasKy
- HasodbapuHreaibHii Ma3oK a6o Ha3a/lbHUH MA30K

[epesaru TecTy Ha AHTUICH
- EexTuBHICTH IPOLCAYPA TecTyBaHHs BUMArae MiHIMaJIBHOT MATOTOBKH Ta HE noTpedye HIAKOTo

obnaIHAHHS /U1 TECTYBAHHA.

- HaniitnicTs: Bl MOKC sabGe3nednTy JITKUK pesyibTat pporsirom 15-30 XBuMH Ta Mae BOY/10BaHHH
KOHTPOJIb MPOLICYPH.

- Micie mpoBe/IcHHsI: MOXKC 3aGe3reunTH MIBAIKI pe3y ibTaTH IPH CKPUHIHTOBHX JIOCITIKCHHAX

[Liocu
[T/ IXOAUTD 118 TecTyBaHHs ous . ;
. ’ KimHarHa Temneparypa 30epiraHHs
naiicHTa
v [lpocte BUKOPUCTAHH PeareHTy TOTOBI 10 BUKOPHCTAHHA

TpocTa npoueypa TecTyBatHA oe3
JI0IaTKOBOTO PO3KaryBaHHs

& [LIBK/Ki pe3yabTaTh NpoTATOM 15
= 1> XBHJIMH
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XapakTepucTHKH

KJiniuHi 3HA4eHHA
Yy TIHBICTD - 04.94%, (75/79). (95% CI: 87 54%, - 98.60%) .
CrientnivHICT - 100% (217/217)~ (95(,)/() CI: 98.31% - 100%)

InTepnpeTaiisi OTPUMAHUX pesy.abTaTiB

Hendiicnni

HerarnBuui IHo3suTuBHUR

TeCT
[Mpoueaypa
HA3AJIbHUI MA3OK
3abip 3pasKy 3 HOCOBHMX Ma3yX pamienTa  3MilIyBaHH 3PasKy TecTyBaHHs 3pasKy Ta
3 excrpakuiiinnm Gydepom OTpuMaHHS Pe3y IbTaTy MPOTATOM 15-30
XBUITHH
{ x10
T\ bJ ok + . {
Nae ./ 2 A
| i Read in
15 mins
HA3O®APUHIEATBH U MA3OK
3abip 3pa3Ky 3 HOCOBHX ma3yx panienTa  3MilIYBaHHA 3pasKy TecTyBaHHs 3pa3Ky Ta
3 excrpakiiinny oydepom OTpuMaHHA Pe3yIbTaTy MpoTAroM 15-30
XBHJIAH
more than | x10
10 seconds : l i |
- ™
3 i% ke k 4
AU | ~,,
f ) 1t . ﬁ;(\uw»\;{x»% 5
Read in
15 mins

BapTicTh LWIBHIKHX TeCTiB STANDARD i-Q COVID-19 Ag Home Test craHOBUTH:

o Ha6ip tectisB STANDARD i-Q COVID-19 Ag Test s BU3HA4YCHHA aHTUreHy KOpOHaBipycy 25 WT.
— 6250 rpu/ynakoBKa




