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Habip Tect-cmMyxxok STANDARD Q COVID-19 Ag

AN BU3HAYEHHSA aHTUIreHYy KOPOHaBipycCy

BYAb JIACKA, YBAXHO MPOUYUTANTE IHCTPYKLLIIO MEPES TECTYBAHHAM

NiArotoBKA

YBaXHO nepeuunTanTe iHCTPYKLUito 3
BUKOpUCTaHHS TecT-cMyxok STANDARD
Q COVID-19 Ag Anst BU3HaYeHHs
aHTWUreHy KOpoHasBipycy

OTPUMAHHA 3PA3KY

[HasodapunrianbHuii 3oHa]

[MOMICTiTb CTEPUNBHUI TAMMOH B Hi3apto
nauieHTa, JOX04A4YM A0 NOBEPXHi 3aAHbOI
YaCTMHU HOCOIMOTKM. MNpoBeaiTe 30HAOM
OeKinbka pa3 no Crn3oBin. ButarHite
CTEpUnbHWUIA TaMNOH 3 HOCOBOT MOPOXHUHM.

[3pasok 3 TpaHcnopTHOro cepeaosuwal

BukopucToBytoum mikponineTku, 36epiTb
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MepeBipTe TepMiH NpUAaTHOCTI Ha
3BOPOTHOMY 6oL iHAMBIAYanbHOI ynakoBKu.
He BUKOPUCTOBYINTE TECT-CMYXKY, SKLLO
TepMiH NPUAAaTHOCTI CNIMHYB.
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BctaBTe 30HO 3 HasodapuHrianbHUM
3pa3koM B MpobGipky Ans eKcTparyBaHHs.
[MoKpyTiTb TAMNOH NPUHANMHI N'ATb pasiB.

LLinbHO HafiHbTE KOBMAYoOK Ha

KOMMNOHEHTWN HABOPY

JCOVID-19 Ag Te

EED s’

TecT-cMmy»KKa B dnakoH 3
iHOMBIAyanbHiIlM eKCTparyymm
yrnaKoBL;i 3 6ydepHUM
norsiMHa4yem BoJsiorn pO34MHOM

BigkpuiiTe iHaMBIAyanbHy ynakoBKy 3 dOnbrnt i nepesipTe TECT-CMYXKY

Ta MornmuHay nonoru, siki 3anakoBaHi B L0 iHAMBIAyanbHY yNakoBKy.

STANDARD Q

' COVID-19Ag Test

STANDARD”

<lHamMBigyanbHa ynakoBka>

Bupanite TamnoH, HaTtuckaiuM Ha 6oku
npo6ipku, Wo6 BUYaBUTK PiaMHY 3 30HAY

AHAI3 3PA3KY

HaHeciTb 3 kpanni BUny4eHoro 3pasky B

CovID-19
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AN XKosTuii: LincHun
3eneHuii: HepincHum

<Mornnxay sBonorun>

E LLinbHO HagiHbTe KoBMayok Ha Npobipky.
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Mpouutante pesynstaTty Yepes 15-30

XBUINMUH

350 wmkn  3pasky 3 npobipku npoGipky BiKHO Ansi 3pa3Ky TECT-CMYKKM.
TPaHCMOPTHUM cepenosuLLEM Ta ’
3MillanTe 3pasok 3 eKCTPaKUiiHUM
Gycdepom.
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Ag Mo3nTneHMIM HeratusHui

1. Y BEpPXHili YaCTUHI BikHa 3 pe3ynbTaTamMy NOBUHHA 3’ABUTKUCA KOJIbOPOBA NiHif, AKA BKA3Y€E HA Te, LLO TECT NPaLLoE HaNIeXHUM YUHOM. Lis niHis € KOHTponbHOtO NiHieto (C).

2. ipyra KonbopoBa NiHif, WO MOXe 3’ABUTUCA B HVXKHI YaCTUHI BikHA 3 pe3ynibTaTamu, € TeCTOBOI JiHi€to (T), Aka MOXe CBiAUYMUTU NPO HaABHICTb B 3pa3Ky aHTUreHy SARS-CoV-2.

HepincHun

/a \

3uuTaifTe pe3ynLTaT
Yepes 15-30 XBUANH.
He 3unTyiite pesynbratn

nicns 3aBepileHHA 30 XBUNUH.

15-30 xB

* He 3unTtyliTe pe3ynbTaTh TecTy Yyepe3 30
XBWWH. Lle MOXxe AaTn NOMUIKOBI
pe3ynbTaTu.

3. HaBiTb AKWW,0 KOHTPOJIbHA NiHiA abo TecToBa NiHis cnabko 3abapeneHi abo HEPIBHOMIPHI*, TECT CNig, BBAXATU BUKOHAHWUM HaJIEXXHUM YMHOM | pe3y/bTaT BUMPODBYBaHHSA C/if iHTepnpeTyBaTy AK NO3UTUBHUIA pe3ynbTar.**
* MO3UTUBHI pe3ynbTaTH CNif, CAiBCTaBUTU 3 KAiHIYHOIO iCTOpi€lo Ta iHIWWMMUY JaHUMU, WO € Y Nikaps.

** HaABHiCTb ByAb-AKOi NiHil HE3a1€XHO BiZ TOro, HacKiibku c1abko BOHa BUPaXKeHa, BBAXXAETbCA NO3UTUBHUM PEe3y/IbTaTOM.



NOACHEHHA TA PE3IOME

MpoTusipycHi Nikn

[Bcryn] . 100% | 100% | 100% | 100% | 100% 80% 0% 0% 0% 3anamisip (Fpun) 5 Mr/Mn HETAT

KopoHasipyc - ue noswTueHo cnpamosaHuii oaHonawuiorosuii PHK-sipyc 3 obonowkoio Aiametpom Bipcotok Busnauenta 5| (s/5) | (5/5) | (5/5) | (5/5) | (5/5) (4/5) (075) (0/5) (0/5) o — 0 HETAT

npubnusHo ia 80 Ko 120 WM. Vloro rexeTwuHuii Matepian € Haitbinbwum 3 ycix sipycis PHK i € saxnusum 1] censTamisip (Tpun) Mr/un

natoreHoMm 6aratbox CBifiCbKMX TBAPUH, AOMAWHIX TBAPUH Ta 3aXBOPIOBAHHAM NIOAMHU. BiH Moxe B'MDT‘{K BUSHAUEHHA NA NA NA NA 100% 56% 0% NA NA ApTemeTp-ntomepanTpuH (Manapis) 50 MkM HEFAT

BMKAVIKATV PI3HOMAHITHI FOCTPI Ta XPOHIYHI 3aXBOPIOBAHHA. [0 3arafbHUX O3HaK NIOAMHW, 3apaxeHoi 20 pennikauiii no6ausy (20/20) | (14/20) | (0/20) [LOKCHUKATHOBMWA riknaT (Manapia) 70 MKM HETAT
i i i i NiHii po3pusy

KOPOHABIPYCOM, HaNeXaTb PeCnipaTopHi CUMNTOMM, /1MXOMAHKA, Kawers Ta 3aAyxy. Y 6inbl TAKKMX , Xiri (manspis) 150 uxM HETAT

BUNaAkax iHMEKLiA MOXe CTIPUYMHUTH MHEBMOHIlO, BAXKUA rOCTPUA PecripaTopHuii CUHAPOM, HUPKOBY Haiimenwa - —

HeJOCTATHICTb | HaBiTb cMepTb. Hoeuit kopowasipyc 2019 poky, abo «SARS-CoV-2 (COVID-19)», 6bys KOHUEHTpaLin 3 1.25X 1032 TCID5/ml NamisypwH (peposipycHi npenapati) 1 Mr/mn HETAT

BUABNEHMI Yepe3 BUMAAKM BIpyCHOI MHEBMOHIT B M. YxaHb y 2019 poui Ta byB Ha3saHuii BcecsiTHbOW0 piBHOMipHOIO PubasipuH (Tenatnt C) 1 mr/mn HETAT

Opranizauieto  OXopoHu 3n.opo_s i _12 ciua 2020_p0Ky._ BOO3 niaTsepanna, wo CO\_/ID—I9 Moxe Ha aHaniT Laknatacaip (Fenatut C) 1 ar/wn HEFAT

CNPUYUHUTY 3aCTYAY, BAU3bKOCXIAHHUIA KOPOHABIPYCHMIA pecnipaTopHuit curapom (MERS) Ta 6inbl cepito3Hi Meska BusBnenHs (MB) 22 -

3aXBOPIOBAHHA, Taki AK TAXKMI roCTpuit pecnipatopHuit curapom (TFPC). Lieit Haip KopucHnit 4 fopatkosa ana wramy Bipycy 1.25X 104 TCID50/ml Mpotusananbhi 3acobn

AiarHoCTMKa KOPOHaBipyCHOT iH(eKLii. Pe3ynbTaTh TeCTyBaHHA € NUWe KNiHIYHUMU AOBIAKAMM i He MOXYTb AueTamiHodeH 199 MkM HETAT

BUKOPUCTOBYBATUCA AK OCHOBA ANA NIATBEPAKEHHS aDO BUKNIOYEHHA BUMAZKIB. . R . -

P Y P 2. MepexpecHa peakTuBHICTb: He Byno nepexpecHoi peakLiii 3 NOTeHLIHMMU NepexpecHo pearylounmm AueTuncaniyunosa kucnota 3,62 mMkM HETAT
[Nepep6auysane Bukopucranus] peyoBuHamy, kpim TTPC-kopoHasipyc. 16ynpoden 2,425 MKM HEFAT
TecT-cmyxkin STANDARD Q COVID-19 Ag - ue WBMAKUA XpomaTorpaciyHuii iMyHONoriyHMiA aHanis ana Bipyc/ AHTUBIOTMKM
AKICHOTO BMABNEHHA CMeundiuHnX aHTurenis Ao SARS-CoV-2, npucyTHiX B HocOrnoTui MoAnnu. Leit Tect Bakrepin/ LWiramn [Osxepeno/Tun 3pasky KoHuentpauia | Pesynbtar = 10 Mr/mn HEFAT
NPU3HAYEHWI NULE MeAUYHUM NPALLIBHUKAM Ta N1abopaTopiam SK AOMOMiXHMUI 3acib ANd paHHbOI AiarHOCTUKN Mapasur ynipounH
indekuii SARS-CoV-2 y naujieHTa 3 kniHiyHUMU cumntomami indekwii SARS-CoV-2. . Lleli TecT npusHadenmit TasKui FocTpui 3.5 M/ o3UT TobpamiunH 5 MKr/mMn HETAT
And npomec?ﬁuoro BUKOPUCTAHHA ANA RiarHocTuku iq vitro (nos_a‘opraHizmom) i npmHa_ueHMﬁ AK LOMOMKHMIA Pec-nipaTopHMﬁ Urbani BEI/iHaKTMBOBaHMI BipyC ’ EpUTpOMiLmMH 81,6 MkM HETAT
3z_iC|6 INS BiarHOCTUKN THOeKLi S_ARS—CoV—Z ¥ NaUienTa 3 KAIHIYHUMA CUMATOMaMY iHbekwii SARS—COV—Z: KOpOHaBIpyCHUii CUHApOM LAnpodnokcaumh 30,2 MkM HETAT
BiH 3abe3neyye nuwe NOYaTKOBMA Pe3yNbTaT CKPUHIHF-TECTY. [1A OTPUMAHHA MiATBEPAKEHHS HafABHOCTI BAM3bKOCXIAHMUIA
; : : i Jeddah_1 2013 N o M 10 MKn/mn HEFAT
indekuii SARS-CoV-2, cnig 3acTocyBaTit anbTepHaTUBHI METOAM AiarHOCTUKY. KOPOHaBipyCHMUii L Blonute/pekomélHaHTHMM

i i nporeix PeYOBMHa, WO NOTEHLHO MOXe PiBeHb BipycHOro wram:
pecnipaTopHUin CUHAPOM L U A Py y
[NpuHumn TectyBaHHA] — < saBaKaTh KoHueHTpauis (kpaTHo 80 MB) PesynbTatn
T STANDARD COVID-19 A . . Tun 1 BaHK naToreHHux Bipycis 3X10 HETAT
€CT-CMYXKH AR .__Q - g ANA BU3HAYEHHA AHTUTEHY KOPOHaBipycy MaioTb Agi Kopei / wusmi TCIDsg/m e e
nonepeAHbO HaHeceHi NiHii - KOHTPONbHY Niito "C", TecToBY MiHilo "T" Ha NOBEPXHi HITPOLLENIONO3HOI - - 3 . .
MeMBpaHu. Sk KOHTPONbHY TaK i TECTOBY NiHii HE BUAHO Y BikHi pe3ynbTaTiB 4O HAHECEHH Byab-AKuX Tun 3 HaujoransHa HoneKua 15X10 HEFAT MyumH: BenuKa nigwenenHa 3anosa 100 mkr/mn KynbTusosae BipycHe nosuT
3paskiB. Muwayi MOHOKNOHaNbHI aHTM- SARS-CoV-2 aHTUTINAG HaHeceHi Ha AiNAHKY TecToBoi NiHii Ta KY/IbTYpu naTorewis / i TCID5g/ml BeNNKOI poratoi xyaobu, Tun I-S cepenoBuwwa SARS-
MULWAYi MOHOKNOHANbHI aHTU-KypAaYi IgY aHTWTINa, HaHeceHi Ha AINAHKY KOHTPOAbHOI AiHii. Muwi Tuns BaHk naToreHHux sipycis 4%10° HEFAT KpoOB NI0AMHY 3 aHTUKOAryNAHTOM 5% (B/B) CoV-2 3 po3sefieHH M
MOHOKNIOHaNbHi ~ aHTU-  SARS-COV-2 ~ aWTuTina, KOW'IOrOBaHi 3  KOMbOPOBMMM — YacTUHKaMM, Kopei / suBmit TCID5/ml EATA 1/800 (1,25 * 1032 nosut
BUKOPUCTOBYKTHCA AK AETEKTOPU ANA TeCT-CMYKKM ANA BU3HAYEHHA aHTureHy SARS-CoV-2. Mia vac - 3 - TCIDso / mn)
i 8 Tun7 bBaHk natoreHHux sipycis 1.5X10 HETAT BioTuH 100
BUNpobyBaHHa aHTureH SARS-CoV-2 y 3pasky B3aEMOAIE 3 MOHOKNOHANbHUM aHTUTINOM aHTU-SARS- mn Kopei / xwwi TCIDsg/ml MKF/MA1 nosunt
CoV-2 1gG, KOH'IOroBaHMM 3 KONbOPOBMMYU YaCTUHKAMM, WO POBUTL 3abapeneHnit KOMNNEKC YaCTUHOK — 5 G Hocosi cnpei a6o kpanni
AHTUTEH-aHTUTINO. Lleit KoMNaeKc Mirpye no MeMbpaHi 3a 4ONOMOroi0 Al KANiNSPHUX CUA A0 TECTOBOT AgeHosipyc mnsg Sa“K”aTO_fEHHMX sipycis 4X10 HEFAT . .
NiHii, Ae BiH By/Ae 3aXONAEHUI MUAWAYUM MOHOKIOHAMLHUM PEKOMBIHAHTHUM 6inkom aHTU-COVID-19 Kopei / xuBuit TCIDsg/ml Heocuredput (pewinedpun) 10% (8/8) KyneTusosaHe BipycHe nosnTt
19G. Y Bikni pesynbTatis byae BUAHO BiONETOBMIA TECTOBY NiHil, AKIWLO B 3pasKy NPUCYTHI AHTUrEHU 4O Tun 11 BaHK NaToreHHuX sipycis 4%10° HETAT AdpuH Ha3anbHuUiA cpeit 10% (8/8) cepenosua SARS- HoMT
COVID-19. InTeHCMBHICTb ioneToBO TecToBOI NiHii byAe 3MiHIOBATUCA B 3aNeXHOCTI Bif KinbKOCTi Kopei / usuit TCID5/ml (OKCUMETa30MiH) C?\//gég(l:ogzefig?gm
aHTureHy COVID-19, wo npucyTHil Y 3pasky. Akwo aHturedy COVID-19 B 3pasky HeMmae, TO TecTosa w18 BaHK naToreHHWX Bipyci X100 HETAT ConboBuit cnpeit Ana Hoca 10% (8/e) TCIDS’o /) HoMT
NiHis He 3a6apBUTbCA. KOHTPONbHA NiHIA BUKOPUCTOBYETHCA ANA MPOLEAYPHOTO KOHTPOMK i MOBUHHA un Kopei / wureuti TCIDsg/ml
3aBXAM 3'ABNATUCA, AKILO NPOLLeAypa TeCTYBaHHA BUKOHAHA HANEXHUM YNHOM. 5 3 TomeonaTuuHi niku Big, aneprii
Tun 23 BaHk naToreHHux sipycis 4X10 HETAT r — % K -
[KomnHenTy Ha6opy] Kopei / sismi TCIDsg/ml OMeonaTuuRi renb Ans % (B/B) YNbTUBOBAHE BipyCHe no3uT
A . . . ) — g no3basneHHs B4 aneprii Zicam cepeaoBuwa SARS-
(D TecT-cMyxKa (TecToBHiA BUPI6), KOXHA B iHAMBIAYaNbHIl yNakoswi 3 NOrAnHayeM BONOTY Tun 55 BaHK natoreHHux sipycis 4% 10 HETAT - - CoV-2 3 pO3BEAEHHAM
: ) o . M KpoMornikaT HaTpito 20 Mr/mn PO3BEA no3unT
(2) Npobipka 3 excTparyiouum bydepHum posunHom (3) GinbTPyIOUMil KOBNAYOK ANS HaHECeHHS Kopei / vsuii TCID5p/ml 1/800 (1,25 * 1032
(@ CrepunbHuit HazodapuHrianshuii 30H4 () IHCTPYKLIS 3 BUKOPUCTaHHS HIN1 Denver ATCC / suteuit sipyc 3X105TCIDgg/ml | HETAT Ononaraau riapoxnopua 10 Mr/mn TCIDso / mMn) no3uT
3BEPIFTAHHS HABOPY TA CTABUIbHICTb HINL W33 ATCC/wuonisipye | 3X105TaDsg/m | HETAT fipommelpycH Al

. R . . . ’ N o - . 3aHamisip (Tpun 5 Mr/mn
36epiraiite Habip npu KiMHaTHil Temnepatypi, 2-30°C/36-86°F, noaani BiA NOTPANASHHA MPAMUX COHIYHUX 6 A HINL Pdm-09 ATCC / suawii 8ipyc 3X109TCIDsg/ml | HEAT p.(.p ) ! nosnT
npoMeHie. KOMNOHEHTM HaBopy € CTabinbHUMU A0 AATH 3aKIHYEHHA TepMiHy NPUAATHOCTI, WO BKA3AHUI Ha ipyc rpuny HINT M 5 HErAT OcenbTamisip (Tpun) 10 Mr/mn KynsTugosane sipycHe no3nT
kopobui. He 3aMopoxyiite HaBip. New Caledonia ATCC / swuit sipyc 3X10° TCID5/ml ApTemeTp-nioMedaHTpuH (Manspis) 50 MKM cepenosuiya SARS- no3ut

" o " CoV-2 3 po3BefieHHaM [ -~
HIN1 3X10°
MOMEPEMXEHHSA TA 3AMOBDKHI 3AX0U Newjerse Ao |l | weraT oo ar e B 1/s00 (1,25 12 10T
jersey 50/ XiHiH (Manspis) 150 MkM TCIDso / mn) nosnTt

;. :esmxopmmsylf'remmsm! Hag!p nompHo. ) Nevada/03/2011 ATCC / usmit sipyc 3% 105 TCIDg/ml HEFAT JlamiByAuH (DeTpoBipycHi npenapath) 1 mr/ma no3uT
. He BKOpMCTOBYVTE TeCTOBWI Habip, AKLLLO iHAVBIAYa/IbHA YMaKOBKA MOLUKOZKEH. 7 -
3. He B1KOpHCTOBYATE ByhepHIIA PO3UMH 3 HLLOTO JIOTY TECT—CMY)KOK. Bipyc rpuny B B/Lee/40 ATCC / suBwit sipyc TZC'T[))MO | HETAT Pubasipun .(re"aTMT 9 1 ar/un nosut
4. He nanits, He MIATe Ta He BKTe iz, YaC OTPUMAHHA 3Da3Ky. s0/m [Maknatacsip (Tenatut C) 1 ™r/ma nosuT
5. HociTs 320064 iHAWiAlyanHOrO 3aXUCTY, Taki K yKaBy i1 T2 iaGOpaTOpHi xanar ipy poboTi 3 peakTisa Habopy. B/Taiwan/2/62 ATCC / uewit sipyc 3X105TCIDgg/ml | HETAT eI e

PeTerIbHO BUMMITe pyKy NICTA NPOBEAEHHA TeCTiB. PecnipaTopHo- n n
6. PeTenbHO NpubupaitTe BiXOMM, BUKOPUCTOBYIOHM BIAMOBIAHMI AE3iHADikykouMiA 3acib. - Tun A ATCC / svsmit sipyc 3X105TCIDgg/ml |  HETAT AuetamiHogeH 199 mkM KynbTusosate BipycHe no3unT
7. ToBoasTeCH 3 yciMa 3paskaMit TaK, HIBY BOHY MICTATS iHceKLLiiHX XapaKTep. - AueTuncaniuunosa KkucnoTa 3,62 MkM cepeaosuwia SARS- no3uT
8. [LoTpuMyiTeCh BCTAHOBNIEHIX 3aXOAB Beniexn npi Mikpobionori4Hiii HebeareLj MPOTAFOM MPOLIAYPM TECTYBaHHS. PecnipatopHo- Tun B ATCC / suteul sipyc 3X105TCDsg/ml | HEFAT  l6ynpoden 2.425 M C?Vgég (I:OSZGE?B?QM
9. YwisyiiTe BCi 3pa3ki1 Ta MaTepiani, Aki BUKOPCTOBYB/WACh /1 POBEZIEHHS! BIMPOGyBaHHS, Ak GIoNIorHO HebesreyHi ChHUMTIaNbHIV BipyC / TCIDs, Jwn) ' no3unT

Biaxoa. JlaboparopHi xiMiyHo Ta bionoriyHo Hebe3neyHi Biaxoay NoBUHHI 06POB/IBATCA Ta YTWIBYBATUCA BIANOBIAHO Bloomington-2 ATCC / usuit sipyc 5X 104 cells/ml HETAT 5 50 [ ML

i i AHTMGiOTUKIN
O MICLIEBIX, AEPKABHIX Ta HaLIIOHANBHIX HOPM. ) ) Legionella pneumophila Los Angeles-1 ATCC / mu8mit sipyc 5X 104 cells/ml HETAT - -

10. TMormMHay BONIOMY B iHAVBIZYa/IbHIA YTAKOBLY 3aXVLLAE NPOAYKTY BiZ NOTPAMIAHHS BONOMU. SIKLLO Kparka Ha yrakoBLy MynipounH 10 Mr/mn KynbTuBOBaHe BipycHe nosunT
BOJIOrOMOI/IMHaY 3MIHKOE CBilA KO 3 )KOBTOTO Ha 3e/1eHMI, TECT-CMY)KY 3 LIl YNIakoBKM CTif, BUKUHYTU. 82A3105 ATCC / usuit sipyc 5% 104 cells/ml HETAT Tobpamiuh 5 ke /v cepenosuiia SARS- 7[1031”
X 4 cells/ml HEFAT - 6 CoV-2 3 po3BefieHHIM ———
5X 10% cells/m| EpuTpoMiLmH 81,6 MkM 1/800 (1,25 * 1032 nosunT
Erd 4
OTPUMAHHS TA NIATOTOBKA 3PA3KY romen isepoeroncei/ | SX10tcelsiml_|| HETAT - Humpognoxcauny 202w 10000 /) nosuT
1. OTpuMaitTe Ha3otapeHrianbHui MasoK, A4 LOro NOMICTITb CTePUIbHII 30HA B HI3APIO NALIEHTA, AOXOARUM A0 NOBEPXHI Vlycobacterium tuberculosis HN878 iHaKTBOBaHMIl Ta 5% 104 cells/ml HEFAT
33/1HbO YACTUHM HOCOTNOTKM. . ) ) o ) €DC1551 singinbTposaHuit 5x10%cells/ml | HETAT 4. EcbeKT raky 3 BUCOKOIO 403010 KyNbTHBOBAHMIA Bipyc SARS-CoV-2 noMiweHnii y 3pasok. KynbTuosawii
2. 3§p.onomqro»o nerkoro obepTanHa HaTUCKAVTE Ha TaMOH, NOKM He BIAUYETe Orip 32/AHbO! CTIHKI HOCOBOT PaKOBIHH. e 7 CeaT Bipyc SARS-CoV/-2 He BUABAAE eheKTy raka npy KoHueHTpawi 1 * 1062 TCIDso / Mn
3. KInhKapallBO?ePHlTbTaMI'IO.HTo.pKalO‘mChCI'IHOKHOCOI'HOTKI/I. 5X 10" cells/ml ey P T sy
4. 0BepexHO BUMITb 30HZ 3 Hi3Api. 4752-98 ATCC / uBui Bipyc " (TCID50 / mn)
5. 3pasok cnig TecTysaTit AKOMOra WBAWE nica 360py. [Maryland (D1)68-17] 5X 107 cells/mi HETAT Be3 po3sencHHs TX 1052 nosuT
6. 3paskyt MOXyTb 36epiraTica npv KiMHaTHili TeMnepatypi A0 1 roavHm abo npu Temnepatypi 2-8° C / 36-46 °F 40 4 roau 178 [Poland 23F-16] ATCC / susmit sipyc 5%10% cells/ml HETAT 110 X105 no3uT
nepe/, noyaTkoM NPoLEAypU TECTYBaHHS. Streptococcus pneumonia o
262 [CIP 104340] ATCC / ugwii sipyc 5% 10% cells/ml HEFAT 1/100 1X1042 nosut
[TpancnopTHe cepeposue] Slovakia 14-10 ATCC / uewit sipyc sx10%cells/mi HEFAT 1/200 5X 1032 no3ut
cells/m SARS-CoV-2 NCCP 43326/2020 / Kopes
. VM) PekomeH/108aHi yMOBY 36epiranHs [29055] KymsTHsosate cepe/nosmu;/e P 1/400 2.5X 1032 no3uTt
Py cep Typing strain T1 ATCC / ugwii sipyc 32
2°C to 8°C 25°C Streptococcus pyrogens [NCIyB 115841 o 130] 5X 10% cells/m HETAT IHaKTUBOBAHOFO BipyCy 1/800 1.25X10 no3uT
BipycHe TpaHcnopTHe cepeposulie Copan 12 ropuH 8 ropvH '22 ] — 1/1600 6.12 X102 Mno3uT
i Mutant KMBUIA BipyC 4
UtT™m — = ; 5X 10% cells/ml HETAT 1/3200 3.06X 1022 HETAT
Py P | P roavH roavH FH strain of Eat ATCC / suBuit Bipyc
Mycoplasma pneumoniae strain of aton Py 5% 104 cells/ml HETAT 1/6400 1.53X10%2 HEFAT
FA TpaHcnopTHe cepeaoBuiLe 12 ropuH 8 ropuH Agent[NCTC10119] 1/12800 7.1X10'2 HEFAT
ASAN PHARM VYHiBepcasnbHe TpaHCNOPTHE 12 ropuH 8 roanH M129-B7 ATCC / uBmit Bipyc 5x 104 cells/ml HETAT .
GDL Korea YHiBepcanbHe TpaHCMNOpTHe 12 ropnH 8 roanH 06'eMHe NPOMMBAHHA .
BioHoyT / HopmanbHe OEM EXEHHA TECTy
L= HOCY NIOANHN = ANA NA 3MMBAHHA HOCA Y 3A0POBHX NA . . . .
Remel MicroTest M4RT 12 ropuH 8 roguH npeACTaBNeHHA ~ npaujsnukie HETAT 1. Tpouepypa TecTyBaHHA, 3axoAu be3neku Ta iHTepnpeTaLis pe3ybTaTis LibOro TECTYBaHHA NOBUHHI CYBOPO
. pi3HOMaHITHUX MiKpOGiB y CA Biocercop / HopmanbHe [0TPUMYBATHCA.
[) BukopucToByloun BipyCHe TpaHCMopTHe cepeAosyiue (VJ'M), ELuED AMXaNIbHUX WAAXAX 3M““"2;:jgi;’g§°p°ﬂ”x 2. Le# TecT NoBMHEH BMKOPUCTOBYBAaTUCA ANA BMABAEHHS aHTUreHy SARS-COV-2 y HasodapeHrianbHux
nepeKoHaTnCh, Wo VTM, WO MiCTUTb 3pa3ok, byae HarpiTuii Ao KIMHaTHD! TOAMHN 3pa3Kax (Masok 3 HOCOTOTK) MOAMHM.
TEICIEERU: MONE SEEL (3 [l MPECIALD (EEET (R [ 3 Hi KinbkicHe 3HaueHHs, Hi piBeHb KOHLEHTpaLii aHTUreHy SARS-CoV-2 He MOXHa BU3HAUUTH 33 ONOMOrOH0
MOXYTb MPU3BECTU 4O MOMUAKOBUX abo HeBipHUX pe3ynbTatis. [ns 229E Zeptomatrix / weaxmsrmii | 1x10%5TCIDgg/ml | HETAT ’ ; PHIP UenTpay Y A
MPUMITKA [OBEAEHHA XONOAHOI Npobu A0 KiMHaTHOI TemmepaTypu 3Haz0BuUTLCS - - UbOr0 AKICHOTO TECTy.
KiJibKa XBU/IUH. Coronavirus 0ca3 Zeptomatrix / HeakTMBHM 1X10° TCIDgp/ml | HEFAT 4. HepoTpumaHHA mpouesypy TeCTyBaHHA Ta iHTEpRpeTalia pesy/bTaTiB BUMPOOYBaHb MOXe HEraTMBHO
NL63 Zeptomatrix / HeakTHUii 1X104TCDsg/ml |  HETAT BIAMHYTH Ha pesy/bTaTt BMUNpoByBaHb Ta / abo AaTn XubHi pesynbTaTy.
XAPAKTEPMCTMKM T— 5. HeraTMBHWi pe3ynbTaT TecTy MOXe BMHUKHYTY, AKLLO PiBEHb EKCTPAroBaHOro aHTUreHy B 3pasky HUXue
P A MERS-Coronavirus Fcl a/bU A-Zo_lzu ' Zeptomatrix / HeakTBHMI 4x10% TCIDsg/ml | HEFAT YyTAMBOCTI TeCTy abo AKLLO OTPMMAHHIA 3pa30K HU3BKOT AKOCTI.
[KniHiuni pocnipkeHHs] rabia_ 6. [1na 6inblOi TOYHOrO BM3HAYeHHA IMYHHOrO CTaTycy PEKOMEHAO0BaHO AO0AATKOBI Momanbli TectTn 3
Yyramsictb  Tect-cmyok STANDARD Q COVID-19 Ag anA BU3HAYEHHA aHTUreHy KOPOHaBipycy ANA WBMAKOrO TlioacbKuit BIKOPUCTAHHAM iHLLUX 1a6OPATOPHIX METOAB.
BUABNEHHA aHTUreHy SARS-CoV-2 6yau oTpuMaHi B MPOCMEKTUBHOMY, EAMHOMY IHCTUTYTI, paHA0Mi30BaHOMY, MeTanHesmoBipyc (hMPV) Peru2-2002 Zeptomatrix / HeakTMBHMIt 1X10° TCIDeo/ml | HEFAT . . ) - L
0AHOCAINOBOMY AOCAIZKEHHI, AKe NpoBeAeHe Ha BUNpobyBanbHOMY MaiiaaHuMKy B bpasunii Ta IHAIT npoTarom 3 Type B1 50/ 7 Pe3yanaTM~aHan|3m HEOBXIAHO POSTARAATH 3 IHIMMA K”'HN,H”M” AaHUMA, U0 AOFW”H' /NIKapAM. .
naHgemiyHoi cutyauyii SARS-COV-2 2020 poky. 3aranom 115 npocnekTusHUX 0cobuHM Byau npoTecToBaHi 3a - 8. HeraTugHw/i pe3y/ibTaT MOXKE BUHUKHYTH, AKLLO KOHLEHTPALA aHTUreHy abo aHTMTiNA B 3pasky HUKYE Mexi
nonomoroto TecT-cmykku STANDARD Q COVID-19 Ag anA BU3HauYeHHA aHTMreHy kopoHasipycy COVID-19. L Tioacokuit ) . BUAB/IEHHA TeCTy abo AKLLO 3pa3ok byB 3ibpaHuii abo TpaHCMOPTOBaHMIA HENPaBUIbHO, TOMY HEraTUBHU
3pa3ki CKNafAanMCA 3 Ma3kiB HOCOrNIOTKM Y NaLyienTiB i3 cumnTomatukoro. MpoayktueHictb Tecty STANDARD Q mertanHesmosipyc (hMPV) 1A10-2003 Zeptomatrix / HeakTMBHuiA 1X10°TCIDg/ml | HETAT Pe3yNbTaT TeCTy He BUKAIOYAE MOXAUBOCTI 3apameHHa SARS-COV-2 , i Mae 6yTi NiATBEPAXEHO BIpyCHOI
COVID-19 Ag nopisHioBanM 3 KOMepLja/i30BaHUM MOJIEKYNAPHUM aHani3om. CreundiuHicTb TecT-cmMyKoK 16 Type Al :
k KyNIbTypoto abo MoneKynapHUM aHanizom abo IBA.
STANDARD Q COVID-19 Ag ans BU3HaueHHs aHTUreHy KopoHasipycy byna npoTectoBaHa BUKOpUCTOBYouM 311 - " S N X e )
HETaTUBH 3pa3ki. UyTAMBICTb Ta cewniunicTy TecT-cmyxok STANDARD Q COVID-19 Ag Ann BM3HaveHHA Tun1 Zeptomatrix / HeakTMBHMI 1X10° TCIDgg/ml | HEFAT 9. |'|03MTI/1BH'I pesynbTati Tecry He Bwkmoqam HaRBHOCTI Cyl‘lyTP!bOI’O IH¢IKyBaH.Hﬂ IHI.IJMI.VM 36y,q,rmn<aw.
aHTUreHy KOpOHaBipycy byna NopiBHAHA 3 KOMEPLIHUMM MONEKYAAPHIMM aHaNi3amu. Tun 2 Zeptomatrix / HeakTuaHUit 1X105TCIDsg/ml |  HETAT 10. (F:Ie\r/amsm Pe3ynbTaTi TecTiB He MPU3HAYeHi ANA BUPILEHHA iHWMX KOPOHaBIPYCHUX iHdeKuiil, Kpim SARS-
Naparpun - - oV.
[YyTnuBictb Ta cneyndiunicts Tecty] Tun 3 Zeptomatrix / Heaktvsruii | 1X10° TCIDgg/ml | HETAT 11. Y piteii nepioa BuaineHHA Bipycy opraHisMom 3a3suyaii BiaByBaeTbCA AOBLLE, HiX Y OPOCAM, y Pe3yabTaTi
Tun 4A Zeptomatrix / HeakTBHMI 1X10° TCIDgg/ml | HETAT 40r0 YYTAVBICTb TECTY ANA AiTei Ta AOPOCAUX MOXKE BiAPISHATUCA.
Tect-cmykku STANDARD Q COVID-19 Ag anA BM3HAUYEHHA aHTUreHy KOPOHaBipycy nokasanu Zeptomatri/ - S
R . i eptomatrix / HeaKTMBHM I
yyTamsictb 96,52% Ta cneuudivnicTb 99,68% Putosipyc A16 N/A P 1X10°TCDsg/mi | HEFAT
Tabn.1 CymapHi 3HaueHHsa uytamsocTi TecT-cmykn STANDARD Q COVID-19 Ag Ans BM3HAUEHHA aHTUTeHy * Mioacbknit kopoHasipyc HKUT He nepesipaBca. BiACOTOK % iZ@HTUYHOCTI NOCAIAOBHOCTI HykneokancuaHoro binka mix HKU1 J'"TEPATyPA
KOpOHaBipycy B NopisHsAHHI 3 M/IP giarHocTukow Ta SARS-CoV-2 meHwe 35%. S o . o . . .
1. KniiuHe nikysaHHa Baxkoi dopmu [PBI npu nigo3pi Ha HOBY KOpoHaBipycHY iHdeKLito (nCoV). Tumyacose
PCR 3. [ocni, 'in pdepeHLii 3 60Ky eHg / peyosuH: He 6yno BUABNEHO BNAKB AOMILLOK, WO KepisHMLTBO. BO03.2020
Mo3nTUBHMIA HeratusHunit Bcboro NépepaxoBaHl HUKYe. 2. [liarHocTuuHe BUSBNEHHS KOpOHaBipycy Yxaka 2019 8 peanbHomy yaci meTogom RT-PCR. 2020
MO3UTUBHMI 111 1 112 3. [liarHOCTMKa Ta NiKyBaHHA NHEBMOHii, CPUYMHEHOT HOBUM KOPOHaBipyCcom (MpobHa Bepcis 4) HawioHanbHa Komicis 3
STANDARD Q HeratvgHuit 4 310 314 Pe40BMHa, L0 NOTEHLiIHO MOXe KoHueHTpauis PesynbTat OXOPOHH 380p0B'A. 2020 pik
COVID-19 Ag Test
Bevoro 115 311 426 L - SD BIOSENSOR, INC. CA1 GIOCEHCOP, IHK.,
Yyrausicts 96.52% (111/115, 95% Cl 91.33% - 99.04%) (ATEERTEIETEELT] Head office TonosHui odic:
CrewydiuHicTb 99.68% (310/311, 95% 98.22% - 99.99%) MyLH: BeAKa NiLLeNenHa 3a103a BEAUKOT 100 mKr/mn HEFAT C-4th&5th, 16, Deogyeong-daero 1556beon-gil, C-4&5 Mosepx, 16, [leorbeHr-gaepo,
- 4 - - poraroi xya06H, Tun I- Yeongtong-gu, Suwon-si, Gyeonggi-do, 16690, 15566€0H-rin, EOHTOHT-ri, CyBOH-Ci,
- REPUBLIC OF KOREA KboHri-go, 16690, Kopes
K| EATA 5% HEFAT
AHANITUYHA TOYHICTb PoB TOAMHY 3 aHTHKOATyRHTOM EA % (e/o) Manufacturing Site BpoBHui noTysHoci
. ) N BioTH 100 mkr/mn HEFAT 74, Osongsaengmyeong 4-ro, Osong-eup, 74, OcoHrcaeHrm'eHr 4-po, OCoHr-eyn,
1. Mesa sussnenHs (MB): Y gocaigeHHi 6o BukopucTaHo wram "SARS-CoV-2 (2019-nCOV) NCCP N - N . i
i R K N Hocosi cnpei a6o kpansi Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, XeHA0K-Ty, YXOHAXKY-Ci, YXYHUXOH-
43326/2020/Kopes". TUTp KyNbTUBOBAHOTO Bipycy NiATBEPAKYBaAM 3a gonomoroto MNP, KnituHa iHakTMBOBaHa . - 28161, REPUBLIC OF KOREA Mykro, 28161, Kopest
| HaHOCUTBCA B Ha30haPMHTiaNbHuii 3pa3ok. MB craHoBMTb 1,25 X 103,2 TCID50 / ma. Heacuedpu (peninedpun) 10% (8/s) HETAT www.sdbiosensor.com
Tectysanus wramy 2019- NCCP 43326/2020 / Korea AdpUH Ha3aNbHUI cnpeit (OKcuMeTasonix) 10% (8/8) HETAT Vi i np.e,_, BEC
nCoV Conbosuit cnpeit Ans Hoca 10% (8/s) HETAT MT Promedt Consulting GmbH 123COV3ML4R2
o . Altenhofstrasse 80 66386 St. Ingbert Germany 202
Crok 2019-nCoV Tutp 1X 1062 TCIDgg /ml FomeonatuuHi niku Big aneprii Phone: +49 6894 581020, Fax: +49 6894 581021 [Hata nepernaay:2020.07
Po3geseHHs 1/10 | 1/100 | 1/200 | 1/400 | 1/800 | 1/1600 1/3200 1/6400 | 1/12800 FomeonaTtnyHuit renb ans no3basaeHHA Big 5% (8/8) HEFAT Y # npe, B YKpaiHi: (
aneprii Zicam 4/ TOB «MEAAIB»
KoHueHTpaujin 8 X X SX | 25X | 1.25X 6.12 3.06 X 153X 71X Kpomornikar Hatpiio 20 mr/mn HETAT Appeca: 03143, m. Kwis, Byn. MeTposnoridna, 6
3.2 3.2 2.2 2.2 1.2 N Ten. (044) 290-22-21 0-800-50-40-80
poO3BeAECHOMY PO3UMHY | 105.2| 104.2| 103.2| 10 10 X102:2 10 10 10 OnonataguH rigpoxnopus, 10 mr/mn HETAT N . N
www.meddiv.com.ua info@meddiv.com.ua
(TCID 50/mn)
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Homep 3a MeanuHuin Bupi6 O3HaoOMIEHHA 3 MicTUTb fOCTaTHBO YBara Mpumitka He BMKopucTOBYBaTH TemnepaTypHe Bukopuctatn Homep 3HaK BignosigHocTi Bupo6HUK Jata Tpumatite bepertu Big, He 3HakK
KaTasorom ANA AiarHOCTUKMN iHCTpyKUiaMK ana ana (n-) NOBTOPHO obmeeHHA no naprtii OCHOBHUM BUMOram BWrOTOBNEHHA BUpi6 B COHAYHUX BMKOPUCTOBYIATE, BignosigHoCTi
in vitro 33CTOCOBYBAHHA BMNpo6oBYyBaHb Avpektus €C i CyXOMy MicCTi npomeHis AKLLO ynaKoBKa TEXHIYHUM
rapMOHiBOBaHMM NOWwKoAXeHa pernameHTam

cTaHgaptam €C



