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HaszHaueHune

QlAstat-Dx Respiratory SARS-CoV-2 Panel — 3710 TecT-cuctema [Afii Ka4e€CTBEHHOro
aHanuaa, npegHasHadyeHHasa Ansa aHanmaa maskos u3 Hocornotku (Nasopharyngeal Swab,
NPS) Ha npegmeT NpUCYTCTBUSI HYKIEMHOBLIX KMCMNOT BUpPYcoB unun baktepui. QlAstat-Dx
Respiratory SARS-CoV-2 Panel paccuntaHa Ha paboTy kak C CyxMMu Maskamu, Tak u ¢
Xvugkumy  obpasuamu B TpaHCMOpTHOM cpefe. JTa TecT-cucTema paccyvMTaHa Ha
ucnonb3oBaHue B codetaHun ¢ QlAstat-Dx Analyzer 1.0 B pamkax KOMNAEKCHON npoueaypbl
BblOENEHUS HYKIEMHOBBIX KMCMOT U OOHapy>XeHUs aHanMToB MEeTOLOM MYIbTUMNMIEKCHOTO
aHanuasa real-time RT-PCR.

Tect-cuctema QlAstat-Dx Respiratory SARS-CoV-2 Panel cnyxuT ans obHapyxeHus
SARS-CoV-2 1 21 pononHuTenbHOro natoreHa (Bupyca rpunna A, Bupyca rpunna A
noatnna H1N1/2009, supyca rpunna A noatuna H1, Bupyca rpunna A nogtun H3, Bupyca
rpunna B, kopoHaBupyca 229E, kopoHasupyca HKU1, kopoHaBupyca NL63, kopoHaBupyca
0OC43, Bupyca naparpunna 1, Bupyca naparpunna 2, Bupyca naparpunna 3, Bupyca
naparpunna 4, pecnupaTtopHo-CUHLUMUTMAaNLHOro Bupyca A/B, meTanHeBMOBMpYCa YenoBeka
A/B, apeHoBupyca, 6okaBupyca, puHoBupyca/aHTepoBupyca*, Mycoplasma pneumoniae,
Legionella pneumophila n Bordetella pertussis).

PesynbtaThl, mony4veHHble ¢ nomoubio QIAstat-Dx Respiratory SARS-CoV-2 Panel,
Heo6X0aUMO UHTEPNPETUPOBATL B KOHTEKCTE BCEX 3HAYMMbIX KOMMOHEHTOB KIMUHUYECKOW U

nabopaTopHOW KapTUHbI.

QlAstat-Dx Respiratory SARS-CoV-2 Panel npegHasHaveHa TonbKo Ans NpodeccnoHansHoro
NpYMEHEHNs N He MOAXOAWT AN CaMOCTOSATENbHOrO MpOoBeAeHUs npoueaypbl aHanmsa

naunueHToM.
[ns anarHocTuky in vitro.

* Tect-cuctema QlAstat-Dx® Respiratory SARS-CoV-2 Panel croco6Ha oGHapyXuBaTh 9HTEPOBUPYC U PUHOBUPYC,
HO He anddepeHunpyeT ux.
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KpaTtkoe onuncaHue

Onucanue QIlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge

QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge — 3To 04HOpa30oBO€ YCTPOMWCTBO,
BbIMOSIHEHHOE M3  NacTMacChbl, KOTOpPOe MO3BONSET  MPOBOAMTb  MOMHOCTbLIO
aBTOMaTM3NPOBaHHbIe  Mpouedypbl  MOSEKYNSIDHOTO  aHanuM3a  Ans  BbisBIEHUs
B03byamTenen pecnnpatopHbix 3abonesaHnin. OCHOBHblE DYHKLMOHArbHbIE OCOBEHHOCTH
QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge: npurogHocTb Ans aHanusa Cyxux
MasKoB M3 AbixatenbHbix nytein (Copan® FLOQSwabs®, Ne no kat. 503CS01) v Xuakux
06pa3sLoB B TPAaHCMOPTHOW cpefe, Hanuyve B repMeTUYHbIX pe3epByapax npeaBapuTenbHO
3arpyeHHbIX peareHToB AN aHanu3a, bnarogapsi KoTopbiM obecneynBaeTcs NOMHOCTHIO
aBTOMaTnyeckoe BbIMOMNHEHWE npouedypbl 6e3 ydactusi onepatopa. Bce onepauwu

noaroToBkKM N aHanu3sa r|po6 BbINOJTHAKTCA BHYTPU KapTpumka.

QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge npeasaputensHoO 3anpasneH BcemMu
peareHTamu, HeoOXOOUMbIMU ANsi BbIMOMHEHUS LUKMa aHanmsa OT Hayana [o KoHua.
WMcknioyaeTca Kak KOHTaKT nonb3oBatens C peareHtamu, Tak W HeobXxoaMMOCTb
BbINOMHEHNSA Kakux-nnbo mMaHunynsuminm ¢ HuMu. Bo Bpems npoueaypbl aHanuaa paboTa ¢
peareHTamu OCYLLECTBISAETCS BHYTPM KapTpuaxa B aHanutudeckom mopyne QlAstat-Dx
Analyzer 1.0 nHeBmaTtuyecku MeToAOM MuKpodprionamkn, 6e3 HenocpeacTBEHHOro
KOHTakTa peareHToB ¢ npusogamun. QlAstat-Dx Analyzer 1.0 ocHalweH BO3AYLUHbIMU
unbTpammn 4NA NOCTyNarLWEero BHTPb M BbIXOOSALLENO HAPYXY BO3AyXxa, 4To obecneynBaeT
OONONHUTENBHYIO 3aWnTy OKpyxarwLlen cpedbl. o 3aBeplieHun npoueaypbl aHanusa
KapTPUIDK MOCTOSIHHO OCTaeTCd repMeTMYHO 3akpbiTbiM, Ornarogaps Yemy 3HauuTenbHO

nosbllaeTca 6€30nacHOCTb ero ytunmsaumn.

MHoroaTanHbIi Npouecc aHanusa aBTOMAaTUYECKW BLINOMHAETCA BHYTPU KapTpuaxa.
MpoGbl M XMAKOCTM MEepeMeLLalnTcs 4Yepe3 MnepexonHyl KaMepy B HyXHble MecTa

NHEBMaTUYeCKUM cnocobom — noa AaBrieHneM.
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Mocne yctaHoBku QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge ¢ npo6on B QlAstat-Dx

Analyzer 1.0 aBTOMaTMYECKM BBINOSHAKOTCSA cnenyuime atanbl aHanmaa:

e PecycneHavpoBaHue BHYTPEHHEro KOHTPOns
® JlusnpoBaHve KNeToK MeXaHUYeCKUMY U/UNM XMMUYECKUMU CPEACTBAMM
® BbigeneHue HyKIenHOBbLIX KUCIOT C MOMOLLbIO MeMGpaHsbl

e CwmeluBaHMe o4YnNLLLEHHON HyKJ'IeMHOBOIZ KUCIOTbI C ﬂMO(bMHMSMpOBaHHbIMM

peareHTamu mactep-MuKca

® [lepeHocC 3afaHHbIX anuKBOT antoata/mMacTep-MUKCa B PasnnyHble peakuoHHbIe
Kamepsbl

e [IpoBegeHue aHanMsa METOAOM MyfbTUNMEKCHOro aHanuaa real-time RT-PCR B
KaXK4oW peakLMOoHHOW Kamepe.

MpuMeuanue. MNoBbiLEHNE YPOBHS hryopecLieHLUm, ykasbiBatoLlee Ha oGHapyXeHue

LeneBoro aHanurta, (ouKCMpyeTcs HENOCPeACTBEHHO B KaXOOW peakUMOHHOW Kamepe.

OcHoBHoW nopT

-

s

MopT Ans Ma3skos A

UJTpVIX-KO,D, Ana oTcnexXnBaHnaA

e

Puc. 1. YcTpoiicTBO 1 oCHOBHbIEe ¢hyHKLMOHaNbHLIE KoMNoHeHTbl QlAstat-Dx Respiratory SARS-CoV-2 Panel
Cartridge.
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Hdoopmauma o natoreHax

OcTpble pecnvpaTopHble MHEKLUN MOTYT ObiTb BbI3BaHbI LUIMPOKNM CMEKTPOM NaToreHos,
B TOM yucne 6akrepmsMu 1 BUpycamu, u 06bI4HO UMEIT TPYOHOPa3NMYMMble KIIMHUYECKME
CYMNTOMbI U NPOsiBNEHNS. BbICTpoe 1 ToOYHOEe BbISIBNIEHNE NOTEHLMansHOro Bo3odyamTens
(Bo3byauTeneit) 3aboneBaHnsi NOMOraeT CBOEBPEMEHHO MPUHUMATb PELUEHUS O NIeYeHUun,
rocnuTanu3aumm, MHPEKLMOHHOM KOHTPOIE, a Takke O BO3MOXXHOCTM BbIXOAa NauueHTa Ha
paboTy 1 BO30OHOBMNEHUS €ro KOHTakTa ¢ cemben. Kpome Toro, 310 MOXeT B 3HaUYUTENbHOMN
Mepe cnocobcTBoBaTh ONTUMM3ALMM CTpaTErMM UCMONb30BaHUA aHTUOMOTUMKOB 1 APYrnx

BaXHbIX NHULMATUB B obnactu 34paBOOXpPaHEeHnA.

QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge — 3TO 0OHOPa3oBbIN KapTPUOK,
KOTOPbIA COAEPXUT BCE peareHTbl, HeoOXoAuMbIe ANSA BbIAENEHUSA HYKNEMHOBbLIX KMCMOT,
amnMUKaLmmn HyKNenHOBbIX KUCMOT 1 0BHapyxeHus 22 6akTepuin 1 BUPYCOB (a TakkKe Ux
noatunos), B Tom yncne SARS-CoV-2*, BbI3bIBAKOLWMX pecnupaTopHble cuMnToMbl. Ans
aHanusa TpebyloTca manbin obbem npob u MMHMMYM pabodero BpemeHw. PesynbTaTbl
[OCTYNHbI NpubNManTensHO Yepes yac.

MepeyeHb NaToreHoB, KOTOPbIE NMO3BOMSET BLIABNATL W uaeHTUdULMpoBaTe QlAstat-Dx
Respiratory SARS-CoV-2 Panel, npegctaeneH B Tabn. 1 (Ha cnepytoLen cTpaHmue).

* Lleneson wramm SARS-CoV-2 B TecT-cucteme QlAstat-Dx Respiratory SARS-CoV-2 Panel 6bin paspabotaH
nytem conoctaeneHusi 6onee yem 170 reHOMHbIX NocrefoBaTenbHOCTE, MMELLMXCS B 06LLe0CTyNHbIX 6a3ax
AaHHbIX 13 Bupyca SARS-CoV-2, npuaHaHHOro Bo3byautenemM BCMbILKM BUPYCHON NHeBMOoHuK (COVID-19),
BO3HMKLLEW B ropode YxaHb npoBuHUuun Xy6an, Kutan. O6bektammu aHanusa ¢ nomowbto witamma SARS-CoV-2 B
[aHHOW TecT-cucTeMe SBNATCA 2 reHa BupycHoro reHoma (nonureH ORF1b (reH RdARp) v rexsl E),
o6HapyxuBaeMble B aHanorMyHoMm kaHane ryopecLeHLni.
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Ta6nuua 1. NaToreHsbl, BbisBNAeMble ¢ nomolbio QlAstat-Dx Respiratory SARS-CoV-2 Panel

MatoreH

Bupyc rpunna A

Bupyc rpunna A, nogtvn H1N1/2009
Bupyc rpunna A nogTtuna H1
Bupyc rpunna A noatuna H3
Bwupyc rpunna B

KopoHaBupyc 229E

KoponaBupyc HKU1
Koponasupyc NL63
KopoHasupyc OC43
SARS-CoV-2

Bupyc naparpunna 1

Bupyc naparpunna 2

Bupyc naparpvnna 3

Bupyc naparpunna 4
PecnupatopHo-cuHUUTHanbHbI BUpyc A/B
MeTanHeBmoBUpyc YenoBeka A/B
ApneHoBupyc

Bokasupyc
PuHoBupyc/aHTepoBUpYC
Mycoplasma pneumoniae
Legionella pneumophila

Bordetella pertussis

Knacc (Tun reHoma)
OpTomukcosupyc (PHK)
OpTomukcosupyc (PHK)
OpTtomukcosupyc (PHK)
Optomukcosupyc (PHK)
OpTomukcosupyc (PHK)
Koponasupyc (PHK)
Koponasupyc (PHK)
KopoHasupyc (PHK)
Koponasupyc (PHK)
Koponasupyc (PHK)
Mapamukcosupyc (PHK)
Mapamukcosupyc (PHK)
Mapamwukcosupyc (PHK)
Mapamwukcosupyc (PHK)
Mapamukcosupyc (PHK)
Mapamukcosupyc (PHK)
Apnenosupyc (OHK)
Mapsosupyc (OHK)
MukopHasumpyc (PHK)
Bakrepus (OHK)
Bakrepus (OHK)
Bakrepus (AHK)

Mpumeuanue. Tect-cuctema QlAstat-Dx Respiratory SARS-CoV-2 Panel cnocobHa o6HapyxvBaTb S3HTEpOBUPYC U

PUHOBMPYC, HO HE ANPADEPEHLMPYET KX.
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[MpuHUMN NpoBeaeHUs NpoLeaypb!

OnucaHue npouecca

OunarHoctnyeckue nabopaTopHble uccnegoBaHus ¢ ucnons3oBaHnem QlAstat-Dx Respiratory
SARS-CoV-2 Panel BbinonHsatotca Ha QIAstat-Dx Analyzer 1.0. Bce atanbl nogrotoBku u
aHanusa npob BbinonHsAoTcs aHanusaTtopom QlAstat-Dx Analyzer 1.0 aBTomaTuyecku. Mpo6bl
cobuparotcs 1 nomewaotca B QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge

BPYYHY!0, B 3aBUCUMOCTU OT TMNa Npobbl BO3MOXHbI CrieaytoLme BapuaHTbl:

BapwuaHT 1: NomelieHne maska B NOPT 4S9 Ma3KoB — MpPU UCMOMNb30BaHUN I'Ip06bl B Buae

cyxoro maska (puc. 2).

Puc. 2. MomeweHne npo6bl B BuAe Cyxoro Ma3ka B NOpT ANsi Ma3KoB.
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BapwmaHT 2. BHeceHue »xuokoro obpasua B TpaHCMOPTHOW cpede B OCHOBHOW MOpT

OCYLLIECTBIAETCA C MOMOLLbIO NUNETKM Ans NepeHoca MaTtepuana (puc. 3).

Puc. 3. BHeceHue xuakoro obpasua B TPaHCNOPTHOW cpeAe B OCHOBHOWM MOpPT.
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3abop npobbl 1 3arpy3ka KapTpuoxa

3abop npob n nx nocnegyowee nomelleHne B QlAstat-Dx Respiratory SARS-CoV-2 Panel
Cartridge [OMmkHbI OCYLLECTBNATLCS MepcoHanoM, obyveHHbiM GesonacHon paboTte c

BGuonornyeckumm npobamm.
Ota npoueaypa BbINOMHAETCS NONb30BaTENEM Y COCTOUT U3 CrieyoLux 3Tanos:

1. Cobupaetcsa npoba B BUAE Maska 13 HOCOTTOTKMN.

2. Masok 13 HOCOIMOTKM NMOMELLAaeTCs B TPAHCMOPTHYIO cpeay TONbKo B TOM cCriyyae, ecnuv
MCMONb3yeTCst XnaKnin obpasel, B TpaHCMOPTHOW cpeae.

3. CeepgeHus o npobe 3anuckiBatoTcs BpyyHyto Ha QlAstat-Dx Respiratory SARS-CoV-2

Panel Cartridge, nn6o k Hemy npukpennsieTcs aTukeTka ¢ nHpopmaumei o npobe.
4. Tlpoba nomeliaetcs B QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge Bpy4Hyto.

O Tpoba B Buge cyxoro maska: Npoba B BMAE Maska M3 HOCOINOTKU MOMeLLaeTcs B
nopt Ans maskos QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.

O Xupkwmih obpasel B TpaHcnopTHow cpeae: 300 Mkn npobbl nepeHocuTcs B
ocHosHou nopT QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge ¢ nomouisto
O[iHOW U3 NUMETOK ANs nepeHoca MaTepuana, BXOAALWMX B KOMMIEKT NOCTaBKU.
BAXHO! MNpw 3arpyske xuakoro obpasua B TpaHCNOPTHON cpeae nonb3oBaTernb
BbINOMHAET BU3yarnbHY NPOBEPKY Yepes3 OKHO AN MPoBEepPKN Npoodbl (CM.
UINMOCTPaUno HMxXe) — HeobxoammMo ybeauTbes, YTO Xuakum obpasel, 3arpyxeH
(puc. 4, cnepytowias ctpaHuua).
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b

Puc. 4. OKkHO NnpoBepku NPo6bI (CUHAA cTpenka).

5. B QlAstat-Dx Analyzer 1.0 ckaHupytoTcs WITpMX-kog npobbl 1 wtpmx-kog QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge.

6. QIlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge yctaHaBnuBaetcs B QlAstat-Dx
Analyzer 1.0.

7. Ha QlAstat-Dx Analyzer 1.0 3anyckaeTcs npoueaypa aHanvasa.
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MoaroToBka Npobbl, amnnudurkaumsa n geTekumsa HyKNenHoBbIX
Kucnot

BbligeneHue, amnnmpmxaum N aeTekuma HyKnemHoBbIX KUCMOT B npo6e OCyLeCTBNATCA

aBTomaTtudeckn QlAstat-Dx Analyzer 1.0.

1. Xwupgkas npoba roMoreHM3npyeTcs, U KNeTkn nuanpytoTcst B kamepe nusmnca QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge, KOTOpbIi OCHaLLLEH BbICOKOCKOPOCTHLIM
pPOTOPOM.

2. HykneuHoBble KMCNOTbI BbIAENSHOTCS U3 NMM3NPOBaAHHOM NPOOLI NyTEM CBA3bIBAHMSA Ha
KpeMHe3emHon membpaHe B kamepe ouncTkm QlAstat-Dx Respiratory SARS-CoV-2
Panel Cartridge B npucyTCTBMM XaOTPOMHbIX COMNENn 1 cnupTa.

3. BblaeneHHble HYKINENHOBbIE KUCTOThI AMNOMPYIOTCA N3 MeMBpaHbl B KaMepe O4YUCTKM U
CMeLnBaloTCs ¢ nMounusnpoBaHHbIMn peareHTamu ans MNLUP B kamepe ans cyxmx
peareHToB QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.

4. Cwmecb npobbl u peareHToB ans MNLP BHocutcs B kamepbl ans MUP QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge, copepxalune npeaHasHa4YeHHble
crneumarnsbHO Anst KOHKPETHOro aHanmsa NModunmanpoBaHHbIe NpanMepbl U 30HAbI.

5. B QlAstat-Dx Analyzer 1.0 cosgatoTca onTumanbHble TemnepaTypHble yCnosust Ans
3 PEKTMBHOIO NPOBEAEHMSA MyNbTUNIEKCHOro aHanuaa real-time RT-PCR u
BbINOSHAKTCA B peanbHOM BpeMEHU N3MepeHnst ypoBHs priyopecLieHLmMn ans
NOCTPOEHUS KPMBBIX aMnnndukaumm.

6. lNporpammHoe obecneyeHne QlAstat-Dx Analyzer 1.0 uHTepnpeTupyeT pesynbTaThbl

aHanusa v COCTOsIHME KOHTPONewn npouecca 1 BbigaeT oTyeT 06 aHanuse.
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MaTepI/IaJ'IbI, BXOoAdALLMe B KOMIMJIEKT NMOCTaBKU

Komnnekrauus Habopa

QlAstat-Dx Respiratory SARS-CoV-2 Panel

Ne no karanory 691214
KonuuyectBo npouenyp aHanusa 6
QIlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge* 6
Transfer pipettes (MuneTkn ans nepeHoca matepuana)’ 6

*

6 KapTpuaXel B HAVBUAYaNbHOW yNakoBKe, COAEPXalLLMX BCe peareHTbl, Heo6xoanMble 4nsi NoAroToBkK nNpob n
npoBeAeHns MynbTUMINEKCHOro aHanuaa real-time RT-PCR, a Takke BHYTPEHHWI KOHTPOSb.

T 6 nunetok Ans nepeHoca Matepuana B UHAMBUAYANbHON YMAKOBKE, NMPeAHa3HauYeHHbIX Arsi BHECEHUS XMAKOM
npo6bl B QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.
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Heobxoanmble maTepuarnsl, He BXoasLve B
KOMIMMEKT NoCTaBKu

Tect-cuctema QlAstat-Dx Respiratory SARS-CoV-2 Panel npegHasHadeHa Ans
ucnonb3oBaHns B coyeTaHun ¢ QlAstat-Dx Analyzer 1.0. MNepeg Havanom npoueaypbl

aHanusa ybegutechb B Hanuuuy cnegyroLLero:

® QlAstat-Dx Analyzer 1.0 (kak MUHUMYM OAMH pabounii MOAYSb U OONH aHANUTUYECKUI

MoAyrnb) C NporpaMmHbIM obecnedeHnem Bepcun 1.2 unu 6onee nosgHeln Bepcun®

® Pykosodcmeo nonb3osamens QlAstat-Dx Analyzer 1.0 (ans npumeHeHwus ¢
nporpaMmMHbiM obecneyeHnem Bepcumn 1.2 unu 6onee nosgHew Bepcum)
® Haubonee ceexwuii hann onpeneneHust tect-cuctemol QlAstat-Dx gns pecnupatopHon

naHes, yCTaHOBIEHHbIN Ha pabounit Moayrb.

* B kayecTBe anbTepHaTusbl npubopam QlAstat-Dx Analyzer 1.0 MoxHo ucnosnb3osaTb npuéopsbl DiagCORE®
Analyzer c nporpammHbiM obecnedennem QlAstat-Dx Bepcun 1.2 unu 6onee nosgHen sepcum.

WHcTpykuma no npumerenuto QlAstat-Dx Respiratory SARS CoV-2 Panel (pykosoactso) 03/2020 15



[penynpexxaeHnsa n Mepbl NPeaoCTOPOXKHOCTY

[ns anarHoctuky in vitro.

QlAstat-Dx Respiratory SARS-CoV-2 Panel npegHasHadyeHa Ans WUCMNOMb30BaHWS

npodeccroHanbHbIMK nabopaHtamu, obyveHHbIMK paboTe ¢ QlAstat-Dx Analyzer 1.0.

NHbopmaumsa no TexHuke 6e3onacHoCTn

Mpu paboTe ¢ xuMuUyeckMMKU BellecTBaMu 06SA3aTENbHO HafeBaWTe COOTBETCTBYHLLME
XanaT, O[HOpa30Bble MepyaTkM U 3alUUTHbIE OYKW. [OMONHUTENbHY WHGOpMaLMIO
CM. B COOTBETCTBYHOLUMX nacnopTax 6e3onacHocTu (MB). Ona kaxgoro Habopa QIAGEN
M KaXJ0ro KOMMoHeHTa Habopa MX MOXHO HalTW, MPOCMOTPETb M pacnevataTb Ha Beb-

cavite no agpecy www.qiagen.com/safety, rae oHu pasmelleHsl B oopmate PDF.

Bcerga mncnonb3ynte Hagnexaiwive cpeactsa WUHAMBMAOYarnbHOW 3allMTbl, B TOM 4ucne
O[HOpa3oBble HeoMnyapeHHble nepyaTku, nabopaTopHbI XanaT W 3alWuUTHbIE OYKM.
3awuuianTe Koxy, rnasa n cnu3ucTtble 060noykn. Hacto meHsanTe nepyatku npu padoTe ¢
npobamu.

Ob6pawaritecs co BceMn npobamu, UCMONb3OBaHHLIMU KapTpumkaMu U nunetTkamu Ans
nepeHoca martepwuana Tak, Kak ecnv 6bl OHM GbinM CNOCOGHbLI NepeHoCcUTbL Bo3byauTenei
WHdekuun. Bcerga  npuHuUmanTe  Mepbl  NPeOOCTOPOXHOCTM,  OMUCaHHble B
COOTBETCTBYIOLUMX PYKOBOACTBaX, Takux Kak Protection of Laboratory Workers from
Occupationally Acquired Infections; Approved Guidelines (M29) Clinical and Laboratory
Standards Institute® (CLSI), u OpyrMx COOTBETCTBYIOLIMX [OKYMEHTOB, BbiMyCKaeMbIX
crneayLwmMm opraHm3aumsiMu:

® OSHA® — Occupational Safety and Health Administration (CLLA)
® ACGIH® — American Conference of Government Industrial Hygienists (CLUA)

® COSHH — Control of Substances Hazardous to Health (Benuko6puTtanus)
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http://www.qiagen.com/safety

CobniogariTe npaBuna TexHukn 6e3onacHocTu npu paboTte ¢ BGuonornyeckumy npobamu,
OelcTByOlWMe B BaweM ydpexaeHun. YTunuanpynte npobbl, QlAstat-Dx Respiratory
SARS-CoV-2 Panel Cartridges u nuneTkn ans nepeHoca maTtepuana B COOTBETCTBUU C

OEencTByOLWLMMN HopMaTUBaMu.

QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge — 3TO 3akpbiToe OAHOPasoBOE
YCTPONCTBO, KOTOPOE COAEPXWUT BCE peareHTbl, Heobxoaumble ANA NOAroTOBKM Mpob u
nNpoBeAeHns MyrbTUNNekcHoro aHanuaa real-time RT-PCR B QlAstat-Dx Analyzer 1.0. He
ncnonb3yinTe QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge nocne ncreyeHus cpoka
rogHOCTW, a TaKkKe MPW HanuinM NPU3HaKoB MOBPEXOEHUSA UMW NpoTeYdek. YTUnuanpymTe
MCMOSIb30BaHHbIE U NOBPEXAEHHble KapTpuaXM ¢ cobnogeHnem BCex rocy4apCTBEHHbIX,
permoHarnbHbIX M MECTHbIX HOPMaTUBOB U 3aKOHOB B obnactu 34paBOOXpaHeHus W

©e30nacHOCTW.

Cobntogarite ctaHgapTHble nabopaTopHble NpaBuna nogaepXaHus 4YMcToTel B paboyen
30HE W 3alMTbl NOCNEeAHEN OT NOCTOPOHHUX BellecTB. COOTBETCTBYIOLME PEKOMEHAALMM
cM. B Takux nybnukaumsx, kak Biosafety in Microbiological and Biomedical Laboratories
LEHTPOB KOHTpONst W npodunakTuky 3aboneBaHuin  HauuMoHanbHbIX  MHCTUTYTOB
3npaBooxpaHeHus CLUA (www.cdc.gov/od/ohs/biosfty/biosfty.htm).

Cnepytolme 3asBneHns ob onacHbix dakTopax M Mepax NpedoCTOPOXHOCTU OTHOCATCSH
K komnoHeHTaMm QlAstat-Dx Respiratory SARS-CoV-2 Panel.
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QIlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge

&

Conepxur: 3TUNOBbLIN CnupT, ryaHuauHimapoxnopua,
ryaHUOYHTVOUMaHarT, N30MpPONUIIOBbIA cnupT, npoTenHasy K,
t-okTuncpeHokennonmaTokcmataHon. OnacHo! JlerkoBocnnamexsitowpmecs
XuakocTe M napbl. OnacHo npu npornatbiBaHn U BabixaHuU. MoxeT
NpeacTaBnsiTb ONACHOCTb NMPU KOHTaKTe C KOXel. BbisbiBaeT Tskenble
OXOM KOXW 1 noBpexaeHust mas. MNpy BObIXaHWM MOXET BbI3blBaTb
anneprvio, MNposiBNEHNS acTMbl UNW 3aTpygHeHus AbixaHus. MoxeT
BbI3bIBaTb COHMMBOCTb WNM TONOBOKPYXeHue. HaHocuT Bpen BoaHOW
drope 1 hayHe ¢ AnuTENbHBIMM HEGNAroNPUATHLIMA NOCNELACTBUSIMM.
Mpy koHTaKTe C KMCNOoTamy BbICBOOOXOAETCS BbICOKOTOKCUYHBIN ras.
OkasblBaeT pasbefatollee AelCTBUE Ha AbixaTtenbHble nyTv. depxatb
BAANM OT  WCTOYHMKOB  TEMna/MCKp/OTKPLITOrO  MraMeHW/ropsymx
MOBEPXHOCTEMN. He KypUTb. He ponyckawnTe BAbIXaHUA
nbinn/abiMa/rasa/aspo3onsi/napoe/pacnbineHHoro pacteopa. Hagesavite
COOTBETCTBYIOLLYIO 3aLUMTHYIO OOeXay, nepyaTky M CpeacTBa 3allumThbl
ana rmas/muua. Vcnonb3ynte cpeactea 3alyThbl AbIXaTeNbHbIX MyTEn.
MPU MOMAOAHUN B ITMASBA: NpomMbiBaTe NPOTOYHOM BOAOW B TEUYEHME
HECKOMbKMX MUHYT. CHATb KOHTaKTHbIE NMUH3bI, €CN OHWU UMEIOTCH U eCnin
9T0 nerko cgenatb. Bcnyyae Bo3gencTBMS wMnv NOJO3peHUs Ha
Bo3feiicTBue: HemeaneHHo oBpatutbes B TOKCUKOOMMYECKAN
LIEHTP wnu k Bpady. BbiHeCTV nocTpafaBLUero Ha CBEXWIN BO3OyX W
obecneunTs eMy cBOOOAY AbIXaHMsI.
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XpaHeHue peareHToB 1 obpalleHmne ¢ HUMU

XpaHute TecT-cuctembl QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge B cyxom u
YNCTOM MecTe Mpu KoMHaTHow Temnepatype (15-25 °C). He ussnekante QIlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridges u nunetku ans nepeHoca martepuana u3
WHAMBYAYaNbHOW yNakoBKM A0 hakTUYECKOro ncnonb3oBaHns. B atux ycnosusx QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridges MOXHO XpaHUTb 4O AaTbl UCTEYEHUS CPoOKa
roAHOCTW, HanevYaTaHHON Ha MHAMBWAYaNbHON ynakoBke. [laTa nctevyeHus cpoka rogqHoCcTu
Takke BKMo4veHa B wTpux-kog Ha QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge u
cunTbiBaetcs QIAstat-Dx Analyzer 1.0 npwu ycTtaHoBke kapTpuaxa B npubop Ang
npoBefeHNs aHanusa.

Ob6palleHune ¢ obpasuamu, Ux XpaHeHne U
NoAroToBKa

3360[) Ma3KoB 13 HOCOITIOTKU U o6pau4eHme C HAMW OO0J1KHbI OCYLECTBIATLCA B NopsAnke,
pekoMeHO4OoBaHHOM npou3soaunTeneM.

PekomeHayeMble ycnoBusi xpaHeHust ans obpasuos B Buge NPS (Ma3koB M3 HOCOrNoOTKM),
pecycneHanpoBaHHbIX B yHMBEpcanoHoW TpaHcnopTHonm cpegde (Universal Transport
Medium, UTM), onuckiBaloTCa HKeE:

® XpaHeHue Npu KOMHaTHOW TemnepaTtype — He 6onee 4 yacos npu 15-25 °C

® XpaHeHue B xonoaunbH1ke — He bonee 3 aHew npy 2-8 °C

® XpaHeHue B MOPO3UIbHOM kamepe — He 6onee 30 gHew npy Temnepatype ot —15 go —25 ‘C
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[Mopsigok paboThl

BHYTpeHHUIN KOHTPONb

QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge cogepXuT BHYTPEHHUIN KOHTPOIb
NMOJIHOrO NpoLiecca — CTaHA4apPTU3MPOBaHHbIN bakTepuodar MS2. baktepnodar MS2 — ato
BUpYC € ogHoueno4vevHon PHK, KOTopbIn coaepXuTcs B KapTpuaxe B BbICYLLEHHOM BUAE U
pasBoAuTCA Mocre 3arpys3kyn npobbl. 3TOT MaTepuan, BbINOMHAWMUA  YHKLMIO
BHYTPEHHEro KOHTPOMS, NO3BONSET NPOBEPUTL BCE 3Tarbl MpoLecca aHanunsa, B TOM Yucne
pecycneHanpoBaHne/roMoreHn3aumio Npobel, MM3NC, BbIAENEHWEe HYKIMEeWHOBBLIX KUCHOT,

obpaTHyto TpaHckpunuuio 1 nposegenHue MNLUP.

MonoXuTenbHbIA curHan Anst BHYTPEHHEro KOHTPOMs MokasbiBaeT, 4TO Bce 3Tanbl
obpaboTku, BeinonHaemon QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge, npoLunu

ycneLwHo.

OTpMLlaTeﬂbeIVI CuUrHan pgna BHYTPEHHEero KOHTPONA He OTMeHAeT MNOJIOXUTENbHbIX
pe3ynbTatoB B OTHOLUEHUN BbIABIIEHHbIX U M,D,eHTVICbVILI,VIpOBaHHbIX aHannuToB, OAHaKo
Jenaet HedewcTBUTENbHbIMU BCE oTpuuaTtenbHble pe3ynbTaTbl aHanuaa. I'IoaTomy, B
Cny4ae ecnu curHan BHyYTpeHHero KOHTpon4 OTpI/ILI,aTeﬂbeIVI, npouenypy aHanuaa cnegyet

NMOBTOPUTb.
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MpoTtokon: MNpobbl B BUAE CyXnx Mas3koB

C6op, TpaHCnopTUpOBKa N XpaHeHne npob

Cobepute ma3ku 13 HocornoTkn ¢ nomoubto Copan FLOQSwabs (Ne no kat. 503CS01) B

COOTBETCTBUU C pekoMeHOaunamun npon3soanTena.

YcTtaHoBka npobbl B QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge

1. Bckpovite ynakosky QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge ¢ nomoLubo
60p0o3A0K Ans OTPbIBa, KOTOPble PACNONOXeHbl HA GOKOBbLIX CTOPOHaX YNakoBku (puc. 5).
BAXHO! Mocne BckpbITUSA ynakoBky Npoby crieqyeT BBeCT BHYTpb QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge u 3arpysuts B QlAstat-Dx Analyzer 1.0 B

TeyeHne 120 MUHYT.

Puc. 5. BckpbiTue QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.
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2. PoctaHbTe QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge n3 ynakosku u

pacnosoxuTe ero Tak, YTobbl LUTPMX-KOA Ha 3TUKeTKe Bbin obpalleH K Bam.
3anuwuTe Ha QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge cBegeHusi o npo6e
BPYYHYIO UKW cHabauTe KapTpuax STUKeTKON ¢ uHdopmaumen o npobe. Ybeamtecs,

4YTO 3TUKETKA pacronaraeTcs Haanexatimm obpasom u He MeLlaeT OTKPbIBAHUIO
KpbILLKKM (puC. 6).

Puc. 6. Paamewienune nicgopmaumnm o npobe Ha QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.

22

WHcTpykuma no npumerenuto QlAstat-Dx Respiratory SARS CoV-2 Panel (pykosoactso) 03/2020



4. OTKpONTE KPbILLKY OTCeka Ans npob nopTa Ans MaskoB Ha neeoi ctopoHe QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge (puc. 7).

Puc. 7. OTKpbIBaHWe KpPbILIKK OTCEKa AN Npo6 nopTa Ans MasKoB.

5. BcraBbTe ma3ok B QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge, npogsuras
€ro BHYTPb [0 TeX Nop, Noka To4ka OTIoMa He COBMECTUTCS C BXOAHBIM OTBEPCTUEM

(T. e. po ynopa) (puc. 8).

Puc. 8. YctaHoBka ma3ka B QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.
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6. CnomainTe cTepxeHb TaMMoHa C Ma3koM B TOYKEe OTfIOMa, Tak YToObl OCTanbHas YacTb
TamnoHa octanack B QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge (puc. 9).

Puc. 9. PasnambiBaHue CTepXHsl TaMnoHa.

7. TInoTHo (£o Lienyka) 3aKpoinTe KpbILLKY oTceka Ans npo6 nopTa Ans Mmaskos (puc. 10).

BAXHO! Nocne nometleHns npobel B QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge
KapTpuax Heobxoammo yctaHoBuTb B QlAstat-Dx Analyzer 1.0 B TeueHue 90 MUHyT.

Puc. 10. 3aKkpbiTHe KpbILKX OTCeKa ANA Npo6 nopTa Ansi Ma3KoB.
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3anyck QlAstat-Dx Analyzer 1.0

8. Bkniouute QlAstat-Dx Analyzer 1.0, HaxaB Ha KHOMKY BKIIOYEHUS/BbIKMIOYEHNS Ha
nepegHen naHenu npubopa.
MpumeyaHue. BeiknovaTenb NUTaHNA Ha 3agHEW CTOPOHE aHanMTUYECKOro Moayns
DomkeH ObITb ycTaHoBMNEH B nonoxexue «I». MHankatopel coctosiHus QlAstat-Dx
Analyzer 1.0 3aropaTcs CMUHUM CBETOM.

9. [oxantecb 0TOOpaxeHNs rMaBHOro 3KpaHa,— MOMMUMO 3TOro, MHAUKATOPbI COCTOSIHNSA
QlAstat-Dx Analyzer 1.0 4omXHbI 3aropeTbCs 3eneHbIM CBETOM 1 nepectaTb MuraTb.

10. BeinonHute BxoA B cuctemy Ha QlAstat-Dx Analyzer 1.0, BBeast Ms nonb3oBaTensi 1
napone.
Mpumeyvanue. Ecnu BrntoveHa onuus User Access Control (KoHTponb goctyna
nonb3oBarernei), oTobpasutcs akpaH Login (Bxoa B cuctemy). Ecnu onumsa User
Access Control (KoHTponb goctyna nonb3oBaTtenen) OTKMIoYeHa, TO BBOA UMEHU
nonb3oBaTens/napons He noTpebyeTcs n 0Tobpa3nTCcs rMaBHbIN 3KPaH.

11. Ecnu Ha QlAstat-Dx Analyzer 1.0 He ycTaHOBNEHO nporpammHoe obecneyeHune ans
havina onpeaeneHns TeCT-CUCTEMbI, BbINOMHUTE UHCTPYKLMKU NO €ro yCTaHoBKe nepes
npoBegeHMem aHanusa (CM. JONONHMTENbHY uHdopMauuio B pasgene «lpunoxeHune

A: YcTaHoBka danna onpegeneHns Tect-cuctemol», cTp. 86).

BbinonHeHne aHanusa

12. Haxxmute kHonky Run Test (BeinonHuTe aHanua) B BEpXHEM NPaBOM YIIy CEHCOPHOro
akpaHa QlAstat-Dx Analyzer 1.0.

13. Mpu nony4eHnn COOTBETCTBYHOLLLENO 3anpoca OTCKaHUPYNTe NAEHTUDUKALMOHHbIN
LITpMX-KoA Npobbl Ha Npobe B Buae Ma3ka 13 HOCOrnoTky (HaxoauTcsa Ha bnnctepHomn
ynakoBKe Ma3ka) Unu OTCKaHUpYNTe WTPUX-Ko4 ¢ uHdopmaumei o npobe,
pacnonoxeHHbi Ha QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge (cm. atan 3),
C MOMOLLIbIO BCTPOEHHOIO CKaHepa LUTPUX-KoAoB Ha nepeaHen ctopoHe QlAstat-Dx
Analyzer 1.0 (puc. 11, crnepytowasi cTpaHuua).
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14.

MpumeyaHue. MoxHO Takke BBECTU UAEHTUDUKATOP NPOOLI C MOMOLLBI BUPTYaribHOW
KnaBMaTypbl HA CEHCOPHOM 3KpaHe, Bblopas none Sample ID (ID npoObl).
MpumeyaHue. B 3aBUCMMOCTMN OT BblGpaHHOM KOHMUIypaLmm CUCTEMbI Ha 3TOM dTane
MOXeT noTpeboBaTbCA BBECTU MAEHTUMKATOP NaumeHTa.

Mpumeyanue. NHcTpykumm ot QlAstat-Dx Analyzer 1.0 otobpaxatoTcs Ha naHenm

WHCTPYKLMNA B HUXKHEN YaCcTu CEHCOPHOro aKpaHa.

Puc. 11. CkaHmpoBaHue MaeHTU(PUKALMOHHOrO WTPUX-Koaa Npoodbil.

IMpu nonyyeHn COOTBETCTBYHOLLIETO 3anpoca OTCKaHUpYITe LTprX-koa Ha QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge, koTopblili nnaHnpyeTcst Ucnonb3oeath (puc. 12,
cniegytowas ctpanmua). Mo wrpux-kogy kaptpumka QlAstat-Dx Analyzer 1.0 aBTomatudecku
ornpeLernsieT, Kakon aHarnms HeobxoayMo BbIMOIHUTD.

Mpumeyanue. QlAstat-Dx Analyzer 1.0 He npuHumaeT QlAstat-Dx Respiratory SARS-CoV-2
Panel Cartridges ¢ MCTEKLLMM CPOKOM FOAHOCTM, UCMOSb30BaHHbIE KAPTPUDKY, @ Takke
KapTPUIKK, NpeaHa3HayYeHHbIe Ans METOAVK aHam3a, He NpedyCMOTPEHHbIX KOHApUrypaumen
npvbopa. B Takux cnyyasx otobpaxaertcs coobrieHne o6 owwmbke n QlAstat-Dx Respiratory
SARS-CoV-2 Panel Cartridge oTknoHsieTcst. JononHMTensHy MHhopMaLmio 06 yCTaHoBKe

METOAUK aHanu3a cM. B pykosodcmee rosis3o8amerns QlAstat-Dx Analyzer 1.0.
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Puc. 12. CkaHupoBaHue wrpux-koaa Ha QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.

15. BbibepuTe HyxHbI TN Npobbl B cnucke (puc. 13).

administrator Run Test Module 1

14:43 2017-03-30

Ul administrator

Resp Panel
TEST DATA SAMPLE TYPE
Sample ID
2430362 g Swab -
Assay Type UTM

RP SARS-Co v

Sample Type

Cancel
Select Sample Type

Puc. 13. Bbi6op Tuna npo6bl.
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16. Otobpasutcs akpaH Confirm (MoateepaunTs). MNpocmMoTpuTe BBEAEHHbIE AAHHBIE U
BHeCUTe HeobxoAnMbIe N3MeHeHNs!, BbIGNpPas HA CEHCOPHOM 3KpaHe HyXHble Nons 1
pefakTupys OaHHbIe.

17. Korga Bce oTobpaxaeMble AaHHble OyayT BepHbl, Haxmute Confirm (MopteepamnTh).
Mpy HeoBx0QMMOCTM BbIGEPUTE HY>KHOE NONe U OTPeaakTUpyNTe ero CogepPXnMoe unm
HaxmMuTe Cancel (OTmeHa), 4TobObl OTMEHWTE aHanus (puc. 14).

adeministrator Run Test Module 1 1201 20200311

Il administratos
RP SARS-CoV-2

TEST DATA

12344 v

RP SARS-Co ~ @

uTM -

Cancel
Modiile 1 | Confirm TEST DATA or click any field to edit

Puc. 14. NoaTBepXxaeHve BBeAEHHbIX AaHHbIX.

18. Y6egutech, 4To 06€ KpbILLKN OTCEKOB ArA Npob — nopTa Ans MaskoB M OCHOBHOTO
nopta QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge — 3akpbiTbl. Korga
BXOZHOW nopT Ansg kapTpuaxa Ha QlAstat-Dx Analyzer 1.0 aBToMatu4eckm oTkpoeTcs,
BcTaBbTe Tyaa QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge, Tak 4tobbl
LITpUX-KOA, 6bin obpalleH BNeBo, a peakLuMoHHble Kamepbl — BHU3 (puc. 15,
cnegyowias cTpaHuua).

Mpumeyanue. QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge HeT
HeobxogumocTu 3ageuratb B QlAstat-Dx Analyzer 1.0. NMpaBunbHO nomectTuTe ero Bo
BXOAHOW nopT Ang kaptpuaxa, n QlAstat-Dx Analyzer 1.0 aBTomaTnyecku 3aaBuHeT

KapTPUOK B aHaNUTU4ECKUn Moaynb.
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19.

QlAstarDx AnalyZe’

Puc. 15. YcraHoBka QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge B QlAstat-Dx Analyzer 1.0.

Mpu obHapyxeHun QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge QIAstat-Dx
Analyzer 1.0 aBTOMaTUYECKWN 3aKPOET KPLILLKY BXOOAHOTO NopTa Ans KapTpuaxa u
HayHeT uMKn aHanusa. [ns 3anycka uukna He TpebytoTcs 4oNonNHUTeNbHblE AeACTBUS
CO CTOPOHbI oneparopa.

MpumeyaHue. QlAstat-Dx Analyzer 1.0 He npuHumaeT QlAstat-Dx Respiratory
SARS-CoV-2 Panel Cartridge, OTNUYHbIA OT UCNONB3YEMOrO 1 OTCKAaHMPOBAHHOIO Ha
aTane NoAroTOBKM K Npoueaype aHanusa. B cnyyae ycTaHOBKM He TOro KapTpuaka,
KOTOPBIN ObIN OTCKaHNPOBaH, BblgaeTcs coobLieHne 06 owmnbke n KapTpumK
aBTOMATUYECKN BbIABUraeTCs HapyXy.

Mpumeyanue. [lo 3T0ro MOMeHTa NpoLeaypy aHanmaa MOXHO OTMEHUTb HaaTnem
kHonku Cancel (OTMeHa) B IpaBOM HMXHEM Yrny CEHCOPHOro aKpaHa.
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20

21.

MpumeyaHue. B 3aBUCMMOCTM OT KOHpUIrypauum cuctemol OT oneparopa MoxeT
notpeboBaTbLCA NOBTOPHLIMA BBOA NApOIis NONb30oBaTens AN 3anycka npoueaypbl
aHanusa.

MpumeyaHue. Ecnv Bo BXO4HOW NOPT NS kapTpuaxa He OyaeTt nomelleH QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge, kpbliLlka BXOQHOIO nopTa aBToMaTUYeCKu
3akpoeTcs Yepes3 30 cekyHa. Ecnn aTo npomnsonaeT, NOBTOpUTE NpoLeaypy HaunHas ¢
wara 16.

. Bo Bpemsi BLINOMHEHNA aHanM3a ocTaBLUeecs BpeMsl Npoueaypbl oTobpaxkaeTtcs Ha

CEHCOPHOM 3KpaHe.
Mo 3aBepLueHnM Npoueaypbl aHanm3a oTobpasnTcs akpaH Eject (U3Bneub) (puc. 16,
crneayoLlas cTpaHuLa) U B CTPOKE COCTOSIHUS MoAyns oTobpasuTcs pesynsTat

aHanmsa — OguH U3 cneaywuwmx BapuaHToB:

O TEST COMPLETED (AHAIMN3 3ABEPLLEH) — AHanua ycnewHo BbINOMHEH
O TEST FAILED (CBEOW AHANN3A) — B xoe aHanuaa BO3HWKNa olumbka
O TEST CANCELED (AHANN3 OTMEHEH) — AHann3 oTMeHeH nonb3oBaTenem

BAXHO! Ecnu BbINONHWUTL aHanu3 He yaanocb, cM. B pasaene «[louck n yctpaHeHue
HeuncnpaBHOCTeW» pykogodcmea ronb3osamerns QlAstat-Dx Analyzer 1.0 BO3MOXHbIe

NPUYMHBI CO0S U MHCTPYKLUK NO AanbHEWLLMM OENCTBUAM.
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administrator Run Test Module 1 1207 20200311

administrator
RP SARS-CoV-2

TEST DATA

12344

RP SARS-CoV-2 e

UTM™

Cancel
Madule 1 | Test Completed - Remove Cartridge

Puc. 16. SkpaH «Eject» (U3Bneub).

22. Haxxvute ‘& Eject (M3Bneyb) Ha ceHCopHOM aKkpaHe, 4Tobbl 13Bnedb QlAstat-Dx Respiratory
SARS-CoV-2 Panel Cartridge, 1 ytununaumpyiite ero ¢ Guonorm4ecku onacHsIM1M oTXodamu ¢
COBMoAeHNEM BCEX roCyAapCTBEHHbIX, PETMOHAbHBIX M MECTHBIX HOPMAaTVIBOB M 3aKOHOB B
obnacTu 3gpaBooxpaHeHus u 6e3onacHocTy. Korga BXogHoW NopT Anst KapTpumka
OTKPOETCA U KapTpuoK OyaeT BolaBUHYT Hapy»xy, QlAstat-Dx Respiratory SARS-CoV-2 Panel
Cartridge crniegyeT ussneds. Ecnm kapTpumx He ByaeT nssneyeH B TeveHne 30 cekyHA, OH
OyneT aBTOMaTMyeCkn 3aaBuHyYT obpaTHo B QlAstat-Dx Analyzer 1.0 1 KpblLLKa BXOZHOMO
ropTa Ans kapTpuaka 3akpoeTtcs. Ecnm ato npomsongeT, HaxmuTte Eject (M3eneyb), 4ToOb!
CHOBa OTKPbITb KPbILLKY BXOQHOMO KOpTa A8 KapTpuoka, 1 3aTem U3BMeKnTe KapTpuax.

BAXHO! Vcnonb3osaHHble QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge
HeobxoaMmo yaansiTb B 0TxoApl. [TOBTOPHOE MCMonb30BaHWe KapTpumKen Ans npoueayp
aHanm3a, BbINOfHEHWE KOTOPbIX BbINo HA4aTo, @ 3aTeM OTMEHEHO OrNepaTopoM, a TaKkke
Takux, Npu paboTe ¢ KOTopbIMK Bbina BbisiBNeHa OLLMOKa, HEBO3MOXHO.

23.Mocne nssneveHusi QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge otobpasuTcs
akpaH Summary (CBogHble AaHHbIe) ¢ pedynbTaTtamu. MogpobHee cMm. B
pasgene «MHTepnpeTaums pe3ynbTaToB» Ha cTp. 44. UTo6bl 3anyCcTuTb Apyryto
npoueaypy aHanuaa, HaxmuTte Run Test (BbinonHuTe aHanus).

MpumeyaHue. NogpoGHee 06 ucnonssoaHum QlAstat-Dx Analyzer 1.0 cm. B
pykosodcmee nonb3osamerns QlAstat-Dx Analyzer 1.0.
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MpoTokon: Xugkue obpasupbl B TPAaHCNOPTHOW cpeae

C6op, TpaHCnopTUpOBKa N XpaHeHne npob

CoGepMTe I'Ip06bl B BuMAEe Ma3KOB M3 HOCOITIOTKM B COOTBETCTBUU C peKkomMeHOdaunamu

npon3BoAnTENs TaMnoHOB M nomecTuTe masok B UTM.

YcTtaHoBka npobbl B QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge

1. Bckponte ynakosky QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge ¢ nomoLusto
60po340K ANS OTPbIBA, KOTOPbIE PACMONOXeHbl HA BOKOBbLIX CTOPOHAX YNAKOBKK (puc. 17).
BAXHO! NMocne BckpbITMA ynakoBku npoby cnepyet BBecTn BHYTPb QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge n 3arpysuts B QlAstat-Dx Analyzer 1.0 B

TeyeHne 120 MUHYT.

Puc. 17. BeckpbiTne QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.
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2. PoctaHbTe QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge n3 ynakosku u
pacnonoxuTe ero Tak, YTobbl LUTPUX-KOA Ha 3TuKeTKe Bbin obpalleH Kk Bam.

3. BanuwuTte Ha QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge cBeaeHusi o npobe
BPYYHYIO UK cHabauTe KapTpUAK 3TUKETKON ¢ MHdopmaumen o npobe. Ybeantecs,
YTO 3TUKETKa pacnornaraeTcs Hagnexalwmm obpa3om 1 He MeLLaeT OTKPbIBaHMIO
KpbILLKK (puc. 18).

Puc. 18. Pasmelnenne nucopmaumm o npo6e Ha QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.

4. OTKpONTE KpbILLKY OTCeka Ans Nnpob OCHOBHOro nopTa Ha nepefHer ctopoHe QlAstat-
Dx Respiratory SARS-CoV-2 Panel Cartridge (puc. 19).

Puc. 19. OTKpbiBaHMe KpbILWKA OTCEKa Ansi Npo6 0OCHOBHOrO nopra.
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OtkpownTte npobupky ¢ npoboii, nognexatien aHanuay. C NoOMOLLbIO NUNeTKV ANs
nepeHoca MaTepuarna, BXOAsILLEeN B KOMMIEKT NOCTaBKKN, HabepuTe XnaKocTb 40
TpeTben NUHUM HanonHeHus Ha nuneTke (T. e. 300 mkn) (puc. 20).

BAXHO! Cobntogainte oCTOPOXHOCTb BO U3bexxaHne nonagaHus Bo3ayxa B MUMNETKy.
Ecnu B ka4yecTBe TpaHCNOPTHOW Cpeabl UCMONb3yeTCs yHMBepcanoHasa TpaHCnopTHast
cpena Copan UTM®, cobniofainte 0CTOPOXXHOCTb BO M3bexaHue acnmpauum 3epeH,
coaepxalumxcsi B npobupke. Ecnv B nuneTky nonan BO34yX Unv 3epHa, OCTOPOXHO

BbINYCTUTE XMAKOCTb U3 NUMNETKM 0GpaTHO B NPOBMPKY ¢ Npoboi u cHoBa HaGepuTe.

Puc. 20. 3a6op npo6bl B NUNeTKy Ans nepeHoca MaTtepuana, BXoAslWyr B KOMMIEKT NOCTaBKU.

OcTtopoxHo nepeHecute 300 mkn Npobbl B ocHoBHOM nopT QlAstat-Dx Respiratory
SARS-CoV-2 Panel Cartridge ¢ noMoLLblo BXOASILLEN B KOMIMIIEKT O4HOPA30BOM

nunNeTkn ana nepeHoca matepuana (puc. 21, cnegyiowas cTpaHiua).
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Puc. 21. NMepeHoc npo6bl B ocHoBHoM nopT QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.

7. TINoTHO (JO Lenyka) 3aKpomnTe KPbILLKY OTceka Anst npob ocHOBHOro nopta (puc. 22).

Puc. 22. 3aKkpbITHe KpbILWKKM OTCEKa Ans NPo6 OCHOBHOrO nopra.
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8. MocmoTpuTte B okHO Ans npoBepku Npobbl QlAstat-Dx Respiratory SARS-CoV-2 Panel
Cartridge n ybegutecb, 4to npoba 3arpyxeHa (puc. 23).
BAXHO! Nocne nomeLueHus npobel B QlAstat-Dx Respiratory SARS-CoV-2 Panel
Cartridge kapTpuox Heobxoammo yctaHoButb B QlAstat-Dx Analyzer 1.0 B TeyeHne

90 MUHYT.

Puc. 23. OkHO npoBepku Npobbl (CUHASA CTperka).

3anyck QlAstat-Dx Analyzer 1.0

9. Bknounte QlAstat-Dx Analyzer 1.0, HaxaB Ha KHOMKY BKITHOYEHMWSA/BBIKITIOYEHUS Ha
nepegHen naHenv npubopa.
MpumeyaHue. BrikntovaTenb NUTaHUSA Ha 3aHER CTOPOHE aHanMTUYECKOro Moayns
OOJKEH ObITb YCTaHOBMEH B nonoxexue «l». MHankaTopbl coctoaHusa QlAstat-Dx
Analyzer 1.0 3aropATcs CUHUM CBETOM.

10. JoxanTtecb 0TOOpaxeH s FMaBHOFO 3KpaHa,— NOMKUMO 3TOr0, MHAMKATOPbI COCTOSIHUS

QIlAstat-Dx Analyzer 1.0 gomkHbI 3aropeTbCs 3efleHbIM CBETOM M nepecTaTb MUraThb.
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11. BeinonHute Bxof B cuctemy Ha QlAstat-Dx Analyzer 1.0, BBeas ums nonb3oBaTens u
naporns.
MpumeyvaHue. Ecnu BknoyeHa onums User Access Control (KoHTponbe goctyna
nonb3oBarenei), oTobpasutcs akpaH Login (Bxoa B cuctemy). Ecnu onumsa User
Access Control (KoHTponb goctyna nonb3oBaTenen) OTKMIoYeHa, T0 BBOA MMEHU

nonb3oBaTens/napons He NoTpebyeTcs U 0TOOPa3nNTCS FMaBHbINA 3KPaH.

12. Ecnu Ha QlAstat-Dx Analyzer 1.0 He ycTaHOBNEHO nporpammHoe obecneyeHune ans
havina onpeaeneHns TeCT-CUCTEMbI, BbINOMHUTE UHCTPYKLMKU NO €ro yCTaHoBKe nepes
npoBefeHneM aHanusa (CM. JOMONHUTENBHY MHdOopMaLuio B pasaerne «[punoxeHue
A: YcTaHoBKa danna onpegeneHnst TecT-cuctemol», cTp. 86).

BbinonHeHne aHanusa

13. HaxxmuTe kHomky Run Test (BbINonMHWTL aHanua) B BEpXHEM MPaBOM YTy CEHCOPHOro
akpaHa QlAstat-Dx Analyzer 1.0.

14. Tpwn nony4eHnn COOTBETCTBYHOLLLErO 3anpoca OTCKaHUPYNTe NAEHTUMUNKALMOHHbIN
LWTpUX-KoA4 Npobbl Ha coaepxallen npoby npobupke ¢ UTM nnu oTckaHUpyrTe LTPUX-
Ko ¢ uHdopmauumer ob obpasue, pacnonoxeHHoin Ha QlAstat-Dx Respiratory
SARS-CoV-2 Panel Cartridge (cm. atan 3), ¢ NOMOLLbIO BCTPOEHHOIO CKaHepa LUTpuX-
kogoB Ha nepegHen ctopoHe QlAstat-Dx Analyzer 1.0 (puc. 24).

MpumeyaHune. MoxHO Takxke BBECTU nAeHTUDUKATOP NPO6bl C MOMOLLLI0 BUPTYarbHON
KnaBuaTypbl Ha CEHCOPHOM 3KpaHe, Bbibpas none Sample ID (ID npobbi).
MpumeyaHue. B 3aBMCUMOCTM OT BbIOPaAHHOWM KOH(UIypaLumm CUCTEMbI HA 3TOM aTane
MOXeT noTpeboBaTbCA BBECTU MAEHTUMUKATOP NaumneHTa.

Mpumeyvanune. NHcTpykumm ot QlAstat-Dx Analyzer 1.0 otoGpaxaroTca Ha naHenu

MHCTPYKLMIA B HKHEN YacTV CEHCOPHOTO 3KpaHa.
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15.

| (\‘?‘] st Ox Arc

Puc. 24. CkaHnpoBaHue naeHTU(PMKaLMOHHOrO WTPUX-Koaa Nnpoodbl.

Mpwy nony4eHnn cooTBETCTBYIOLLErO 3anpoca OTCkaHUpynTe WTpux-koa Ha QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge, kOTOpbIV NaHUPyeTCst UCNONb30BaThb
(puc. 25). Mo wrpwux-koay kapTpuoka QlAstat-Dx Analyzer 1.0 aBTomaTnyecku
onpegensieT, Kakon aHann3 Heo6xoAMMO BbIMOSHUTb.

Mpumeuanue. QlAstat-Dx Analyzer 1.0 He npuHumaeT QlAstat-Dx Respiratory
SARS-CoV-2 Panel Cartridges ¢ UCTEKLUMM CPOKOM rOAHOCTM, UCNOMNb30BaHHbIE
KapTpumxK, a Takke KapTpumKv, NpeaHasHa4YeHHble Ans MeTOAMK aHanuaa, He
npeaycMOTPEHHbIX KOHdUrypaumen npubopa. B Takux cnyyvasx otobpaxaetcs
coobueHne o6 ownbke n QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge
OTKMoHsieTCA. [lononHuTenbHy nHdopmMauuio o6 ycTaHoOBKe METOAMK aHanu3a cm. B

pykosodcmee nonb3osamerns QlAstat-Dx Analyzer 1.0.

38

WHcTpykumsa no npumeHeHuto QlAstat-Dx Respiratory SARS CoV-2 Panel (pykosoactso) 03/2020



Puc. 25. CkanupoBaHue wTpux-koaa Ha QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.

16. BbibepuTe Hy>XHbI TN Npobbl B cnvcke (puc. 26).

admiregtrator Fun Test Module 1 20:68 20190213
Ul administrator N ) :f:.
.’1 Available wJ Available T Available
TEST DATA SAMPLE TYPE

12345 -

Cancel
Select Sample Type

Puc. 26. Bbi6op Tuna npo6bl.

17. Otobpasutcs akpaH Confirm (MoaTeepanTs). NMpocMoTpUTE BBEAEHHBLIE AAHHbLIE U

BHeCuUTe HeO6X0,El,VIMbIe N3MEeHeHuA, Bbl6l/|paﬂ Ha CEHCOPHOM 3KpaHe HYXHble Nnosnda u

penakTupys AaHHble.
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18. Korga Bce oToGpaxaemble AaHHble OyayT BepHbl, HaxmuTte Confirm (MopTBepanTs).
Mpy HeobxoaNMOCTM BbIBGEPUTE HY>KHOE NONe 1 OTPeAaKTMPYNTE ero CoaepXrmMoe unm
HaxxmuTe Cancel (OTmeHa), 4To6bl OTMEHUTL aHanus (puc. 27).

administrator Fun Test Module 1 1444 20170330

B
1 Ul administrator
Resp Panel

TEST DATA

2430362 v

Cancel
Maodule 1 | Confirm Test Data or click any field to edit

Puc. 27. NoaTBepxAaeHUe BBeAEHHbIX AAHHbIX.

19. Y6egutech, 4To 06€ KpbILLKM OTCEKOB A Npob — nopTa Ans MaskoB M OCHOBHOTO
nopta QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge — 3akpbITbl. Koraa
BXOAHOW NopT Ans kapTpumxka Ha QlAstat-Dx Analyzer 1.0 aBTomatuyeckm oTkpoeTcs,
BcTaBbTe Tyaa QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge, Tak 4Tobbl
WITpUX-Kkopa, 6bin obpalleH BNeBo, a peakUMoHHbIe KaMepbl — BHU3 (puc. 28).
Mpumeyanue. QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge HeT
HeobxoaumocTn 3aasuratb B QlAstat-Dx Analyzer 1.0. MpaBunbHO noMecTuTe ero Bo
BXOAHOW nopT Ang kaptpuaxa, n QlAstat-Dx Analyzer 1.0 aBTomaTnyecku 3aaBuHeT

KapTpUOK B aHaANUTUYECKUn Moaynb.
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QIAGEN

o QlAstatDx Analyzef

Puc. 28. YcraHoBka QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge B QlAstat-Dx Analyzer 1.0.

20. Mpu obHapyxeHnn QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge QlAstat-Dx
Analyzer 1.0 aBTOMaTUYECKN 3aKPOET KPbILLKY BXOAHOIO NopTa AN KapTpuaka u
HayHeT uMKn aHanusa. [ins 3anycka uukna He TpebytoTca AoNoNHMTENbHbIE AECTBUS
CO CTOPOHBI onepaTopa.

MpumeyaHue. QlAstat-Dx Analyzer 1.0 He npuHumaeT QlAstat-Dx Respiratory
SARS-CoV-2 Panel Cartridge, OTRUYHbIA OT UCNONb3YEeMOro 1 OTCKaHMPOBAHHOIO Ha
3Tane NoAroTOBKM K Mpoueaype aHanunsa. B cnyyae ycTtaHOBKM He TOro KapTpuaka,
KOTOPbIV ObIST OTCKaHMPOBAH, BblAaeTcs coobLieHne 06 owmnbke 1 KapTpUoXK
aBTOMaTUYECKN BbIABUraeTCs HapyXy.

MpumeyaHue. [1o 3TOro MOMEHTa NpoLeaypy aHanMsa MOXXHO OTMEHUTb HaXaTuem
kHonku Cancel (OTMeHa) B TpaBOM HMXKHEM Yrny CEHCOPHOro aKpaHa.
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21.

22.

MpumeyaHue. B 3aBUCMMOCTY OT KOHGMIypaLmMm CUCTEMBI OT orepaTopa MOXET
notpeboBaTLCA MOBTOPHbIV BBOA, Naporis NoNb3oBaTens Ans 3anycka Npoueaypbl aHanmsa.
MpumeyaHue. Ecniv Bo BXo4HOM NOPT ANs KapTpuoyka He 6yaeT nometlleH QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge, kpblilLka BXOAHOMO NopTa aBTOMaTU4eCKn
3akpoetcs Yepes 30 cekyHA. Ecnv aTo NnponsonaeT, NoBTOpuTE NPOLIEAYPY HauYMHas ¢

wara 17.

Bo BpeMms BbINOMNHEHWS aHanmn3a ocTaBLUeecs Bpems npouenypbl oTobpaxkaeTcs Ha
CEHCOPHOM 3KpaHe.

Mo 3aBepLUeHun Npouedypbl aHanusa otobpasnTcst akpaH Eject (M3Bneub) (puc. 29,
crneayloLlas cTpaHvLua) n B CTPOKE COCTOSIHUSA MoAyns otobpasuTcsa pedynbTar

aHanum3a — ogunH 13 cneayruwmnx BapuaHToB:

O TEST COMPLETED (AHAJTN3 SABEPLUEH) — AHanu3a ycneLuHo BbINOMnHeH
O TEST FAILED (CBOW AHAJT3A) — B xofe aHanuaa Bo3HWKNa olumbka
O TEST CANCELED (AHAITIN3 OTMEHEH) — AHanus oTMeHeH nonb3oBaTtenemM

BAXHO! Ecnu BbiNnonHUTbL aHann3 He yaanoch, M. B pasgene «llonck u yctpaHeHue
HeuncnpaBHOCTeW» pykosodcmea nonb3osamers QlAstat-Dx Analyzer 1.0 BO3MOXHbIe

NPUYMHBI C60S1 U MHCTPYKLMM NO AanbHEWLLUM JENCTBUSIM.

administrator Run Test Module 1 1207 20200311

| administrator
RP SARS-CoV-2

TEST DATA

12344

RP SARS-CoV-2 @

UTM™

Cancel
Module 1 Test Completed - Remove Cartridge

Puc. 29. JkpaH «Eject» (U3Bneub).
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23. Haxmute ‘& Eject (U13Bneyb) Ha ceHCOpHOM aKpaHe, 4Tobbl 3eneds QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridge, n yTunmaunpyinTte ero ¢ Guonormyecku
onacHbIMK 0TXo4amu ¢ cobnogeHnem Bcex rocyapCTBEHHbIX, PpervMoHarnbHbIX 1
MeCTHbIX HOPMAaTUBOB 1 3aKOHOB B 06n1acTy 3gpaBooxpaHeHus n 6esonacHoctu. Koraa
BXOZHOW NOPT ANS KapTpuaka OTKPOEeTCH U KapTpuak ByaeT BbIABUHYT Hapyxy,
QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge cnenyet nseneys. Ecnu
KapTpuax He ByaeT nasnedeH B TedeHue 30 cekyHa, oH ByaeT aBToMaTnyecku
3aaBuHyT obpatHo B QlAstat-Dx Analyzer 1.0 v KpbllKa BXOAHOroO nopTa Ans
KapTpuaxa 3akpoetcs. Ecnv aTo nponsonaeT, HaxmuTe Eject (M3Bneys), 4Tobbl cHoBa

OTKPbITb KPbILLUKY BXOOHOIO KOpTa AndA KapTpuaoXa, n 3ateM U3BJIEKUTE KapTPpUX.

BAXHO! cnonb3osaHHble QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge
HeobxoauMo yaansTe B 0TxoAabl. [OBTOPHOE MCMONb30BaHNe KapTpuKe Ans npoueayp
aHanu3a, BbINorHeHne KOTopbix BbINo Ha4aTo, a 3aTeM OTMEHEHO ONepaTopoM, a Takke

Takux, npn pa60Te C KOTOpPbIMU Obina BbisiBrieHa oLnbka, HEBO3MOXHO.

24.Mocne n3sneyeHus QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge otobpasutcs
akpaH Summary (CBoaHble AaHHble) ¢ pe3ynbTtaTamu. MogpobHee cm. B
pasgene «VHTepnpeTaums pesynbTaToB» Ha cTp. 44. UTo6bl 3anycTuTb Apyryto
npoueaypy aHanuaa, HaxmuTe Run Test (BbinonHuTb aHanua).
Mpumeyanue. NogpobHee 06 ucnonssosaHum QlAstat-Dx Analyzer 1.0 cm. B

pykosodcmee rnonb3osamerns QIAstat-Dx Analyzer 1.0.
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NHTepnpeTauus pesynbstaTtoB

MpocmoTp pesynbTaToB

QlAstat-Dx Analyzer 1.0 aBToMaTU4eCKN MHTEPNPETUPYET N COXPaHUT pe3ynbTaTbl aHanu3aa.
Mocne mnsBneyeHuns QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge aBTOMaTnyecku

otobpasnTcsa akpaH Summary (CBoaHble JaHHbIe) ¢ pesynbtatamu (puc. 30).

administrator Summary 122

]
| Available
Run Test

TEST DATA QlAstat-Dx® Respiratory SARS-CoV-2 Panel
400290548

’ © saRscov2 e
Assay Ty View
RP SARS-CoV-2 Results

None

UTM . @

© saRs-cov2 Options

)

o Log Qut
I Print Report [E] save eport

Puc. 30. NMpumep akpaHa «Summary» (CBoAHble AaHHble) C pe3ynbTaTamMu: Ha NneBow naHenu — «Test Data»
(CBepeHus 06 aHanu3e), Ha OCHOBHOM naHenn — «Summary» (CBoAHble AaHHbIe) aHanu3a.

B ocHoBHOM 4acTu 9KpaHa AnAa 0T06pa)KeHI/Iﬂ pe3ynbTatoB MCNONb3YKTCA LBeTOBasA

KOAnpoBKa U CMMBOJ1bI U 0To6pa>+<ar0Tc;| cnegywowine Tpu cnucka:

® B nepsowm cnucke, nog 3aronoekom «Detected» (OBHapyxeHo), oTobpaxatoTcst
AaHHble 060 Bcex obHapyKeHHbIX B Npobe 1 naeHTMdMLMPOBaHHbLIX NaToreHax, —
Ha3BaHWe Kax[oro Takoro naToreHa BbIBOAUTCS Ha 3KpaH B KpAacHOM LBeTe, 1 nepeq
HUM oTobpaxaeTcs 3HaK +)

® Bropas obnacTb cnucka, nog 3aronoskom «Equivocal» (HeonpeaeneHHbin pesynbTar),
He ucnonb3ayeTtcs. Kateropus pesynbtatoB «Equivocal» (HeonpeaeneHHblin pesynbTar)
Henpumenuma Kk QlAstat-Dx Respiratory SARS-CoV-2 Panel. Moatomy cnncok

«Equivocal» (HeonpeneneHHbIi pe3ynbTaT) Bceraa Gyaet nycTbiM.
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® TpeTun cnuncok, noa 3aronoskom «Tested» (BknoyeHo B aHanu3), — 370 nepeyeHb
BCEX NMaTOreHoB, aHanuanpyemMbix B npobe. HazBaHna obHapyxeHHbIX B Mpobe un
MOEHTMULMPOBaHHBIX NAaTOreHoB 0TOBPaXalTCs B KPAaCHOM LBeTe, U nepes HUMK
oToBpakaeTcsa 3HaK 0 HasBaHusa naTtoreHoB, BKMIOYEHHbIX B @aHanu3, HO He
obHapy>xeHHbIX B 06pa3sue, oTobpaxaloTcsa B 3eNeHOM LBeTe, U nepes HUMn

0To6pa>KaeTcs| 3HaK

MpumeyaHue. O6HapyxeHHble B Npobe 1 naeHTuduLMpoBaHHbIe NaToreHsl oTobpaxarTcs

kak B cnucke «Detected» (O6HapyxeHo), Tak u B cnuncke «Tested» (BkntoyeHo B aHanus).

Ecnun ananua He yganochk ycnewHo BbINOMHWUTL, 0Tobpasutcs cooblieHne «Failed» (Cbon)

C COOTBETCTBYHOLLMM KOLOM OLUNGKN.
B neBowu yactu akpaHa otobpaxatotca cneayowwme Test Data (CBegeHus o6 aHanu3se):

e Sample ID (ID npobbi)
® Assay Type (Tun TecT-cucTembl)

e Sample Type (Tvn npo6sbil)

Hanuune OocTtyna K 4oNONTHNTENIbHbIM AaHHbIM 06 aHanuse 3aBuUcUT OT npas, MMerLmnxca
y onepartopa. Takune gaHHbIe MOXHO MPOCMOTPETb Ha BKNaAdKaxX, OTKPbIBA€MbIX B HWXKHEN

YyacTu aKpaHa (Hanp., KpuBble amnnudurkaumm n noapobHele ceBeaeHus o6 aHanuae).

OT4yeT C AaHHbIMM aHanu3a MOXHO 9KCnopTMpoBaTb Ha BHewHuin USB-Hakonutensb.
BcraBbTe USB-Hakonutens B oguH 13 noptoB USB QlAstat-Dx Analyzer 1.0 n Haxmute
KHOMKy Save Report (CoxpaHWTb OTHYET) Ha HWXHEN NaHenu 3KkpaHa. Takon OTYeT MOXHO
3KcnopTupoBaTh No3xe B nboe Bpems, BoibpaB HyXHbIN aHanu3 B cnucke View Results

(MpocmoTp pe3ynbTaTtoB).

OTyeT Takke MOXHO OTNPaBMTb Ha MPUHTEpP, HaxaB KHomnKy Print Report (MevaTb oTyeTa)

Ha HWXHEW NaHenn akpaHa.

WHcTpykumsa no npumeHeHuto QlAstat-Dx Respiratory SARS CoV-2 Panel (pykosoactso) 03/2020 45



MpocMoTp KpmBbIX amnnndumkaumm

Ons npocMoTpa KpMBbIX aMrIJ'IM(*)MKaLI,I/II/I 06Hapy)KeHHbIX B Xode aHanmsa naTtoreHoB

HaXXMUTE Ha BKIaaKy L Amplification Curves (Kpusble amnnudpmkauun) (puc. 31).

administrator Ampiification Curves 11:23 20200311

b= asTTisa i1
—| Available °

Run Test
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Results.
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i . Options
Influenza A @
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Log Out

PATHOGENS

P Print Report B save epont

Puc. 31. 3kpaH «Amplification Curves» (KpuBble amnnudukaumnn) (Bknagka PATHOGENS (MATOrEHbI)).

CneBa OTO6pa)KaeTCF| no,u,po6Ha9| WHOpMaLMa O natoreHax, BKMOYEHHbLIX B aHanus, u

KOHTPONSX, a B LLEHTPe — KpUBblE aMnnndmKaLmu.

Mpumeyanue. Ecnn Ha QlAstat-Dx Analyzer 1.0 BkntoyeHa onumsa User Access Control
(KonTponb pgoctyna nonb3osaTtenen), To akpaH Amplification Curves (Kpusble

aMI'IJ'IVI(*JVIKaLIMVI) AOCTYNEeH TONbKO onepaTtopamM C COOTBETCTBYHOLLMMU NpaBaMun AOCTyna.

HaxwmuTe Ha Bknagky PATHOGENS (MATOIEHbI) cnesa, 4Tobbl BeIBECTY Ha 3KpaH rpadmkm,
COOTBETCTBYIOLUME NaTOreHaM, BKMIOYEHHbIM B aHanmus. YT1obbl BbIOpaTb naToreHsl,
oTobpaxkaeMble Ha rpacduvke amnnudukaumm, HaXMUTE Ha Ha3BaHWS HYXXHbIX MaTOreHoB.
MoxHO BbIGpaTh OAMH MaTOreH, HECKOMbKO NaTOreHOB WIW HU OHOrO matoreHa. Kaxxgomy
natoreHy B CrMCKe BbiOpaHHbIX MNpUCBaMBaeTCs LBET, COOTBETCTBYIOWMIA  KPUBON

aMnnmdukaumm ong aToro naToreHa. HeBblﬁpaHHble naToreHbl OTO6pa)KaIOTCF| B CEpOoM LBEeTE.

Moo HasBaHMeM Kaxgoro naTtoreHa OT06pa)Ka}0TCﬂ COOTBEeTCTBYyHOWNEe 3Ha4YeHUA Cru

dnyopecueHunn B KoHevHon Touke (Endpoint Fluorescence, EP).
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HaxmuTte Ha Bknagky CONTROLS (KOHTPOJIN) cnesa, 4Tobbl NPOCMOTPETH KOHTPOMNU Ha
rpacpuke amnnudukaumn. Ytobbl BoIGpaTh KOHTPOMb UMM OTMEHUTL ero BblIbop, HaXMKTe

Ha Kpyr psaoM C ero HassaHuem (puc. 32).

adeninistrator Amplification Curves 11:24 20200311

] Available °

Run Test

CONTROLS [ ]
[T Z el | View
] | Results
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:. ,/ Options
@ o =@
| O]
v .

— Log Out

k) Print Report |§| Save Report

Puc. 32. 3kpaH «Amplification Curves» (KpuBble amnnucukaumnm) (Bknagka CONTROLS (KOHTPOIIN)).

Ha rpadwmke amnnudukauum oTobpaxaloTcsi KpuBble ANsi BbIOpPaHHLIX NATOTEHOB MNN
KOHTponen. [1ns nepekntoveHns Mexay fiorapudmMmyeckon 1 NMMHEHOM WwKanamm Ha ocu Y
ucnonb3ynTe kHomku Lin (JluHennas) u Log (Jlorapudpmudeckas) B HUXKHEM NEBOM yriy

rpaduka.

LWkanbl no ocsim X n'Y perynupytoTcsi C NMOMOLLbIO ® cvhunx CeneKTopoB, PACNONOXEHHbIX
Ha KaXgowv ocun. YaepxuBas CUHMMN CENEKTOP HaxaTbiM, MEPEeMECTUTE ero B Hy>XHOe MecTo
Ha ocn. YTobbl BEPHYTLCA K 3HAYEHUSIM MO YMONYaHWIO, NepemMecTMTe CUHUIN CereKTop B

TOYKY Ha4Yana KoopaunHar.
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MpocmoTp NoapobHbIX cBeaeHun 06 aHannse

Haxmute El Test Details (MoapobHble cBefeHns 06 aHann3e) Ha NaHeny MeHIo BKNaZoK B

HWKHEN YacTM CEHCOPHOro aKpaHa, YTOObI NPOCMOTPETb bonee I'IOJJ,pOGHbIe cBegeHna o

pesynbTaTax. [pokpyTUTE CTpaHMLy BHU3, YHTOObI MPOCMOTPETb OTYET NOMHOCTLIO.

B ueHTpe akpaHa oToGpaxatoTcs cneaytolime nogpobHele ceeaeHms o6 aHanuse (puc. 33,

cneayoulas cTpaHuua):
e User ID (ID nonbsosarens)

® Cartridge SN (CepuiiHbIi HOMep KapTpuaxa) (CepUHbLIN HOMEP)
® Cartridge Expiration Date (Cpok rogHOCTM kapTpuaka)
® Module SN (CepuitHbIn HoMep MoayNns) (CEpUNHBIN HOMEP)

® Test Status (CoctosiHne aHanmsa) (Completed (3aBeplueH), Failed (C6on) unu
Canceled by operator (OTmeHeH onepaTopom))

® Error Code (Kog owwmbkn) (ecnv npumMeHnmo)

® Test Start Date and Time ([aTta 1 Bpemsi Hayana aHanusa)
® Test Execution Time (Bpemsi BbinoOnHeHWsi aHanmsa)

® Assay Name (Mima TecT-cuctemsl)

® TestID (ID aHanuza)

® Test Result (PesynbtaT aHanusa):

O Positive (MonoxutenbHbIR) (B criyvyae ecnu obHapyxeH/MaeHTumumMpoBaH xoTs

6bl OAMH pecnupaTopHbI NAToreH)

O Negative (OTpuuaTtenbHbIi) (ECnn pecnmpaTopHble NaToreHbl He 0OHapPYKeHbI)

O HepencrButenbHo

® CnnCcoK aHanuToB, BKIMIOYEHHbLIX B aHanu3 ¢ 3HadeHusamu Cr 1 cnyopecuLeHumm B

KOHEYHOM TOYKE B Cny4ae Hann4ma nonoXuTenbHOro curHana

® BHYTPEHHUIA KOHTPOb CO 3Ha4yeHusiMu Ct 1 cbrlyopecLeHLMN B KOHEYHO TOYKe
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administrator Test Details 11:25 2020-0311
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Puc. 33. NMpumep akpaHa Test Data (CBegeHus o6 aHanuse) Ha neBow naHenu u Test Details (Moapo6Hble

cBefeHuUs 06 aHanu3e) Ha OCHOBHOMW NaHenu.

MpocMoTp pe3ynbTaToB NPeALLECTBYIOLLMX NpoLeayp aHanusa

Ons npocMoTpa pesynbTaToB NpEeALIecTBYIOLUX MNpoledyp aHanusa, COXPaHEeHHbIX B

XpaHunuie pesysibTaToB, HAXMUTE @ view Results (MpocMoTp pe3ynbTaToB) Ha NaHenu

rnaBHOro MeHIo (puc. 34).

- -~ o =
administrator Test Aesults 11:27 20200311
—| Available °

Run Test
@ sample 1D Assay Operator D Mod  Date/Time tesult
Abuser 2020-03-03 1428 @) pos e
AD0610518 AP SARS-CoV-2  labuser 2020-03-03 1426 @ neg View

Results

540228 RP administrator 202003021959 @ pos
141 RP administrator 2020-03-02 1957 @) pos @
Options

1 f ninistra 31 @ po

AP 2019-nCoV abiuiser 2020-02-26 2034 @ neg
K < Page 16 of 121 > N @
Log Out

G Print Report E] save repont D search

Puc. 34. Mpumep akpaHa «View Results» (MpocmoTp pesynbTaToB).
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s kaxQoro BbINOMHEHHOTO aHanu3aa AOoCTynHa creaytoLas uHgopmauus (puc. 35):

e Sample ID (ID npobbi)

® Assay (TecT-cuctema) (ums TecT-cuctemol: «RP» — ang pecnupaTtopHon naHenu)
® Operator ID (ID onepatopa)

® Mod (Mopg) (aHanuMTu4eckuini MoayIb, Ha KOTOPOM BbIMOJSTHANCS aHanu3)

e Date/Time (JaTta/Bpems) (aata 1 Bpems 3aBepLUeHUs aHanusa)

® Result (PesynbTaT) (MCcxoa aHanusa: positive [pos] (mnonoxuTenbHbIn), negative [neg]

(oTpuuaTensHeIn), failed [fail] (c6on) nmm successful [suc] (ycnewHo))

MpumeyaHue. Ecnn Ha QlAstat-Dx Analyzer 1.0 BkntoyeHa onumsa User Access Control
(KoHTponb goctyna nons3osartenen), To AaHHbIE, K KOTOPLIM Y NOMb3oBaTenNs HeT AOCTyna,

CKpbIBAKOTCA U BMECTO HUX OTO6pa)KaI'OTC$| 3BE€3404KMN.

Bbibepute oguH unn Gonee pes3ynbTaToB aHanusa HaxaTWMeM Ha cepbiA KPYr crieBa oT
naeHTudukatopa npobul. Pagom ¢ BblibpaHHbIMK pesynbTaTaMu OTOBpPasnTCs ranouka.
YT06bI OTMEHUTL BLIGOP pe3ynbTaToB aHanu3a, HaXXMUTe Ha 3Ty ranoyky. BeibpaTtb Becb
CMNCOK pe3ynbTaToB MOXHO HaxaTheMm Ha o KPYr C ranio4komn B BepxHeWn cTpoke (puc. 35).

administrator Test Results 11:27 20200311
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Puc. 35. Mpumep BbIGOpa pe3ynbTaToB aHanu3a Ha 3kpaHe «View Results» (MpocmoTtp pe3ynbTaToB).
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HaxxMuTe Ha CTpOKy pe3ynbTaToB aHanuaa B Nio6om mMecTe, YToObl NPOCMOTPETb pesynbTaTt

KOHKpPEeTHOro aHanumsa.

Haxmute Ha 3aronosok ctonbua (Hanp., Sample ID (ID npo6ebl)), 4TO6bI OTCOPTUPOBATL
CNNCOK B BOCXOASILLEM WM HUCXOASLLEM NOPSiAKE MO COOTBETCTBYIOLLEMY napameTpy.
Cnncok MoXHO OTCOPTUPOBATL TOMBKO MO OAHOMY CTONOLY 3a OAMH pas.

B cton6bue Result (Pe3ynbtaT) oTobpaxaeTcs pe3ynbTaT Kaxaoro aHanmaa (tabn. 2).

Ta6bnuua 2. OnucaHua pe3ynbLTaToB aHanu3a

Ucxon PesynbTar OnucaHue
Positive e o0s Kak MUHUMYM Ans 0gHOrO naToreHa NoslyyeH NonoXuTenbHbIA
(MonoxuTenbHbIit) P pesynbTat
Negative - MaTtoreHoB He 0BHapyxeHo
(OTpuuaTenbHbIin) 9

i ) bINOMHUTL aHANW3 He yAanock, NOCKOSIbKY BO3HWKIIA OWwmnbka nnm
Failed fail B 6
(C6on) aHanu3 6bin 0OTMeHeH nonb3oBaTtenemM
Successful ° PesynbTaT aHanusa nonoXuTenbHbln MMB0 oTpuUaTenbHbIA, HO Y
(YcnewHo) S nonb3oBaTens HeT NpaB AOCTyNa Ans NPOCMOTpa pe3ynbTaToB

Y6egutecb, uto Kk QlAstat-Dx Analyzer 1.0 nogkniyeH NPUHTEP U YTO YCTaAHOBMEH
Hagnexawwu gpansep. Haxwmwute Print Report (NeyaTb oTtyeta), 4tobbl HanevaTaTb

oT4eT(bl) 0 BbIOpaHHOM pe3ynbTaTe (pesynbraTax).

Haxmute Save Report (CoxpaHuTb OTYeT), YToBbl COXpaHUTb OT4YeT(bl) O BbIOpaHHOM

pesynbTtaTe (pesynbraTtax) B hopmate PDF Ha BHewHem USB-HakonuTene.

Beibepute TN oTyeTa: «List of Tests» (Cnucok aHanu3os) unu «Test Reports» (OTyeTbl 06

aHanusax).

Haxmute Search (Mowck), 4ToObl BINOMHUTL MOUCK pe3ynbTaToB aHanusa no Sample 1D
(ID npoGbl), Assay (Tect-cuctema) n Operator ID (ID onepatopa). BeeguTte wnckomyto
nocrnefoBaTenbHOCTb CUMBOJSIOB C NMOMOLLbIO BUPTYanbHOW KnaeuaTtypbl U Haxmute Enter
(BBog), 4To6bl HayaTb nouck. B obnactu pe3ynbTaTtoB noucka 0TobpassTcsa TOMbKO 3anucuy,

cogepXxatline MCKoMyro nocnenoBsaTesfibHOCTb CUMBOJIOB.
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Ecnu Kk cnucky pesynbTaToB NpuMeHeH UnbTp, TO MOMCK GyaeT MPUMEHEH TOMbKO K

OTOUINBTPOBAHHOMY CTUCKY.

YpepxuBante HaxaTblM 3aronoBok ctonbua, 4Ttobbl MpPUMEHUTb (ULTP Ha OCHOBE
COOTBETCTBYIOLLEro napameTpa. [ns HekoTopbix mapameTpos, Takux kak Sample ID (ID
npobbl), oTOGpaxkaeTcs BupTyanbHas KnaBuaTypa, MO3BONSAOWAS BBECTM WCKOMYIO

nocnenoBaTenibHOCTb CMMBOSIOB B KayecTBe punbTpa.

Ona gpyrux napameTtpoB, Hanpumep Assay (TecT-cuctema), OTKpbIBaeTCs AnManorosoe
OKHO C NepeyHeM Ha3BaHMWIN TECT-CUCTEM, COXpPaHEHHbIX B XpaHunuiie. Beibepute ogHy nnm
bonee TecT-cucteMm, 4TOObI HaMTW TONMbKO Te Mpouedypbl aHanusa, Kotopble 6binn

BbIMOSMHEHbI C MUCMNOMb30BaHNEM 3TUX CUCTEM.
Cumon T criea oT 3arornoBka cTonbLa nokasbiBaeT, YTO PUNbTP Mo 3TOMY CTONGLY aKTUBEH.
YT06bI yOpaTh chuneTp, HaXXMMTe Remove Filter (Y6paTb hunbTp) Ha NnaHeny NoAMEHIO.

OkcnopT pesynbTaTtoB Ha USB-HakonuTenb

Ha niobon Bknagke akpaHa View Results (MpocmoTp pe3ynbtaTtoB) BbibepuTe onumio Save
Report (CoxpaHunTb OT4eT), 4TOObl 3KCMOPTUPOBATb U COXPaHWTbL KOMUKO Pe3ynbTaToB
aHanusa B ¢opmate PDF Ha USB-Hakonutene. USB-mopT HaxoouTcs Ha nepegHewn

ctopoHe QlAstat-Dx Analyzer 1.0.

MNeyaTb pesynbTaTtos

Y6egutech, uto Kk QlAstat-Dx Analyzer 1.0 nogkniyeH MNPUHTEP U YTO YCTaAHOBMEH
Hagnexawwui gpansep. Haxmute Print Report ([Mevatb oTyeTa), 4TOObI OTNPABUTL KOMMWIO

pe3ynbTaToB aHann3a Ha NpUuHTep.
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NHTepnpeTauusa pesynbTaToB

PesynbTaT B OTHOLLEHWM TOrO UMM MHOTO MUKPOOPraHuaMa — Bo3byanTens pecnupaTopHOu
VMHMEKLMN UHTEPNPETUPYETCH Kak MOMOXUTENbHbLIN, €Cnn pesyrnbTaT COOTBETCTBYHOLLETO
MUP-aHanu3a sBnseTcs MOMNOXWTENMbHbIM. VICKNioyeHWe cocTaenseT BUpyC rpunna A.
Ananus Ha supyc rpunna A B QlAstat-Dx Respiratory SARS-CoV-2 Panel npegnonaraet
oOHapyxeHne Bupyca rpunna A, a Takke Bupyca rpunna A nogtuna H1N1/2009, supyca
roynna A nogtuna H1 unu Bupyca rpunna A nogtuna H3. 3710 o3HavaeT, B 4acTHOCTH,

cnepywliee:

® Ecnu Ha TecT-cucteme QlAstat-Dx Respiratory SARS-CoV-2 Panel obHapyxwvBaeTcs
Ce30HHbIN WTamm Bupyca rpunna A H1, To reHepupytoTcs 1 0TobpaxatTcs Ha aKkpaHe
QlAstat-Dx Analyzer 1.0 cnegytowme asa curHana: oguH — Ans Bupyca rpynna A n

elwe oanH — ang wramma H1.

® Ecnu Ha TecT-cucteme QlAstat-Dx Respiratory SARS-CoV-2 Panel obHapyxwvBaeTcs
Ce30HHbIN WwTamm Bupyca rpunna A H3, To reHepupytoTcs 1 0TobpaxatloTcs Ha aKkpaHe
QlAstat-Dx Analyzer 1.0 cnegytowme ABa curHana: oguH — Ans Bupyca rpynna A n

ele oanH — anga wramma H3.

® Ecnu obHapyxuBaeTcsa naHgemMuyeckuin wtamm supyca rpunna A/H1N1/2009, To
reHepupytoTcs 1 otobpaxatoTcst Ha akpaHe QlAstat-Dx Analyzer 1.0 cnegytowime asa

curHana: oavH — ans supyca rpunna A u ewe ogmH — ans H1N1/2009.

Ona nwo6oro gpyroro nartoreHa, obHapyxuBaemoro ¢ nomouibio QlAstat-Dx Respiratory
SARS-CoV-2 Panel, B cniyyae ecnu 3TOT naTtoreH npucyTcTBYeT B npobe, reHepupyetcs

TOJIbKO OAWH CUrHan.
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I/IHTeprlpeTau,vm pe3ynbTaTtoB AlA BHYTPEHHEro KOHTpOsiA

PesynbTaTbl ANst BHYTPEHHETO KOHTPONS criedyeT MHTepnpeTpoBaTb CornacHo Tabn. 3.

Ta6bnuua 3. UHTepnpeTauus pe3ynbLTaToB AN BHYTPEHHEro KOHTpons

PesynbTart ansa

BHYTpPEHHero

KOHTponA MosicHeHue OewncTBue

Passed (MpoiaeHo)  BHyTpeHHWUIA KOHTPOIb Livkn BbinonHeH ycnelwHo. Bee pesynbTatsl

aMnnUULMPOBaH YCMELLHO NpoBepeHbl U MOTyT BbITb BKIMOYEHbI B OTHET. s

obHapyeHHbIX MaToreHoB B OTHeTe yka3blBaeTcst
pesynbTaT «MOMNOXUTENbHBIAY, A1t HEOGHAPYXKEHHbBIX
— pe3ynbTaT «oTpuLaTenbHbIN».

Failed (C6oit) AHanus BHyTpeHHero OGHapyxeHHbI NaToreH (0bHapy>XeHHble NaToreHbl) ¢

KOHTpons aan cbon NONOXUTENbHLIM Pe3ynbTaToOM BKIHOYAIOTCS B OTYET,
0ofHaKo BCe oTpuuaTenbHble pe3ynbTaThl (aHan3
BbIMOSHEH, HO NaToreH[bl] He BbIABNEH[bI])
HeOenCTBUTENbHBI.

BbinonHute npoueaypy aHanusa noBTOPHO, UCMONb3Yst
HoBbIl QlAstat-Dx Respiratory SARS-CoV-2 Panel
Cartridge.
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KoHTporsib KadecTBa

B pamkax cepTudumumpoBaHHoi no ISO cucTembl ynpaBneHus KavyecTBOM KOMMaHUu
QIAGEN kaxpgas naptusa QlAstat-Dx Respiratory SARS-CoV-2 Panel npoxoanT nposepky
Ha COOTBETCTBME OnpedeNieHHbIM napameTpam B LUenax obecneveHns crtabunbHOro
KavecTBa NpoayKumm.

OrpaHnyeHus

® PesynbTaThl, nonyveHHble ¢ nomoulbio QlAstat-Dx Respiratory SARS-CoV-2 Panel, He
npefHasHavalTCcsa Ans UCnonb30BaHUS B Ka4eCTBE €AMHCTBEHHOIO OCHOBaHWA Ans
NOCTAHOBKM AMarHo3a, HasHavYeHNs NedYeHns N NPUHATUA APYTUX PELLUEHWN,
KacaroLLMXCcs BEAEHUS NaLneHTOoB.

® [Ipu nonoxuTenbHbIX pedynbTaTax aHanvaa He UCKI4aeTcss O4HOBPEMEHHOe
MHMUMPOBaHUE MUKPOOPraHn3mMamm, He BkntodeHHbIMU B QlAstat-Dx Respiratory
SARS-CoV-2 Panel. ObHapyeHHbI BO30yAUTENb MOXET HE SIBMATHCS OCHOBHOM
npuunHowu 3aboneBaHus.

e [pu oTpuuaTenbHbIX pe3dynbTaTtax NMHEKUNS BEPXHUX OblXaTeNbHbIX MyTeW He
ucknoyaeTcs. [laHHas TecT-cuctema He No3BonsieT 06HapyxvBaTb BCEX
BO30yauTenen ocTpbiX pecnupaTopHbIX UHAEKUUIA, U B HEKOTOPBIX KITUHUYECKUX
YCMOBUSAX YyBCTBUTENBHOCTb UCNOMNb3YyeMOro MeToaa MOXeT OTnmyaTbCs OT
yKa3aHHOW Ha MHCTPYKUMUW-BKIagpblLLe.

e [lpu oTpuuaTtensHOM pesyrnbTaTe aHanuaa, nposeaeHHoro ¢ nomoLlbio QlAstat-Dx
Respiratory SARS-CoV-2 Panel, He uckntoyaeTcsa MHEKUMOHHasi npupoaa
Habntogaemoro cuHgpoma. OTpuuaTenbHble pesynbTaTel aHanmaa MoryT 6biTe
06ycnoBneHbl HECKOMbKUMUK hakTopaMm 1 UX COYETaAHUSIMU, B TOM YuMCIe
HenpasuIbHbIM obpalleHnemM ¢ npobamu; BapmabensHOCTLIO MOCNeaoBaTeNbHOCTEN
HYKMENHOBbIX KUCMOT, ABMSIOLLMXCS LieneBbIMW ANS AaHHOro aHanv3aa;
MHULMPOBaAHMEM MUKPOOPraHM3MamMu, He BKIKOYEHHbIMU B AaHHbIA aHanus;
NPUCYTCTBMEM BKITHOYEHHbBIX B @aHan“3 MMKpOOPraHM3MOoB B KONUYECTBaxX HWXKe npeaena
0o6HapyXeHust 4Nnst AaHHOW TECT-CUCTEMBI, a Takke NPUMEHEHNEM ONpPeaeneHHbIX
NekapCTBEHHbIX MpenapaToB 1 ApYrMx CPEACTB, a Takke MeTO40B Tepanuu.
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® QlAstat-Dx Respiratory SARS-CoV-2 Panel He npegHa3HadeHa ans aHanuaa npoo,
OT/INMYHBIX OT YKa3aHHbIX B HACTOSILLIEN MHCTPYKLUK NO NpuMeHeHuto. Paboune
XapaKTepPUCTUKN TECT-CUCTEMbI OLIEHMBANMChb TOMNBbKO C UCMONb3oBaHnem npob B Buae
Ma3KoB U3 HOCOMMOTKN, COBPaHHbIX B TPAHCMOPTHYHO Cpeay, KOTopble Bbiny nomnyyeHsl
y 1L, C OCTPOW pecnupaTopHON CUMNTOMAaTUKOWN.

® Tect-cuctema QlAstat-Dx Respiratory SARS-CoV-2 Panel npegHasHayeHa ansi
MCMOMb30BaHNs B YCMOBUSAX COOMIOAEHNSA CTaHOapTOB KayecTBa B OTHOLUEHNN
BbISIBNIEHMSI MMKPOOPraHM3MOB, UX CEPONOrMYeCcKOro TUNMPOBaHNS U/unu onpegenexHus
YYBCTBUTENBHOCTU K aHTUMWKPOGHBLIM NpenapaTtam B Criyyasix, koraa 3To NpUMEHUMO.

® PesynbTaThl, Nony4eHHble ¢ nomoLbio QlAstat-Dx Respiratory SARS-CoV-2 Panel,
OOMXHbI UHTEPNPETUPOBATLCS KBANMULMPOBAHHBIMU MEANLIMHCKUMU
crneumnanucTaMm B KOHTEKCTE BCEX 3HAYMMbIX KOMMOHEHTOB KIMUHUYECKOW 1
nabopaTopHON 1 ANUAEMMUONOTMYECKON KapTUHBI.

® QlAstat-Dx Respiratory SARS-CoV-2 Panel MoxHO ncnonb3soBatb Tonbko ¢ QlAstat-Dx
Analyzer 1.0.*

® QlAstat-Dx Respiratory SARS-CoV-2 Panel — 3710 TecT-cuctema ansi kKa4eCcTBEHHOro
aHanu3a. OHa He No3BoNsieT onpeaensiTb KONMMYECTBEHHOE coaepKaHne
06HapyXeHHbIX MUKPOOPraHW3MOB.

® HyknevHoBbIe KUCINOTbI BUPYCOB M GakTepuii MOryT NpofosixaTb CyLLecTBOBaTh in Vivo,
Jaxe ecnv MUKPOOPraHU3M HEXU3HECTIOCOBEH M He BbI3biBAET MH(PEKLMOHHOE
nopaxeHue. O6HapyeHue LieneBsoro mapkepa He 03Ha4yaeT, YTO COOTBETCTBYIOLLUIA
MMKPOOPraHu3am siBnsieTcst Bo3GyAMTeNeM MHAEKLMM UM Bbi3biBaeT HabniogaeMble
KMUHWUYECKME CUMMTOMBI.

® [Ina oBGHapyXeHUs1 HYKNEWHOBbIX KUCMOT BUPYCOB 1 BakTepuii HeobxoanMbl
npasuIbHbIA c6op NPo6, Hagnexallee obpalleHne ¢ HUMK, a Takke UX NpaBUbHbIE
TpaHCNOpPTUPOBKa, XpaHeHue u 3arpyska B QlAstat-Dx Respiratory SARS-CoV-2 Panel
Cartridge. HenpaBunbHble aeiicTBuUsi B Xoae Noboro 13 BhilleykasaHHbIX NPoLeccoB
MOTYT NMPVBECTU K NOJYYEHNIO HEBEPHLIX PE3YNbTATOB, B TOM YuCre
TIOXXHOMOMNOXMTENBHBIX Y NOXHOOTPULATENBHBbIX.

* B kavecTBe anbTepHaTuBbl Npubopam QlAstat-Dx Analyzer 1.0 MoxHo ncnonb3oBaTth npubopbl DiagCORE
Analyzer c nporpammHbiM obecneyernem QlAstat-Dx Bepcun 1.2 unu 6onee nosgHen sepcum.
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® YyBCTBUTENMBLHOCTbL U CNELUEDUYHOCTb aHanNM3a NPUMEHUTENBHO K KOHKPETHbLIM
MUWKPOOpraHM3mMam 1 ko BCEM MUKPOOPraHn3mamM B COBOKYMHOCTU SIBMSILOTCA
06bEKTMBHBIMU NOKasaTeNAMM NPOU3BOAUTENBHOCTU TOW UMW UHOW TECT-CUCTEMbI U HE
BapbUpyHOTCS B 3aBUCMMOCTU OT PacnpoCTPaHEHHOCTU Kakunx-rinbo MUKPOOpraHM3MoB.
B npoTMBOMNONOXHOCTL 3TOMY, Kak oTpuLaTernbHas, Tak U NonoxuTernsHas
NPOrHoCTUYeCKas 3HaYMMOCTb pe3yfibTaTa aHanvaa 3aBUCUT OT PacripoCTPaHEHHOCTH
3aboneBaHua/Mukpoopranmama. CriegyeT yuuTbiBaTh, YTo Bonee Bbicokast
pacnpoCTpaHEHHOCTb FOBOPUT B MOMb3Y MOMOXUTENBHON NPOrHOCTUYECKOW
3HaYMMOCTU pesynbTaTa aHanuaa, Toraa kak 6onee HM3kasi pacrnpoCTPaHEHHOCTb
rOBOPUT B MOMb3Y OTPULLATENBHON NPOrHOCTUYECKOWM 3HAUYMMOCTHY pe3yrbTaTta.
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Paboune xapaKkTepucTmkm

Tect-cuctema  QlAstat-Dx  Respiratory SARS-CoV-2 Panel (Neno kaT. 691214)
paspaboTtaHa nyTem BBoAa uenesoro wramma SARS-CoV-2 B OTAENbHY0 pPeakLnOoHHYO
kamepy TecT-cuctembl QlAstat-Dx Respiratory Panel (Ne no kat. 691211) 6e3 uameHeHusi
ocTarbHbIX LieneBblIX LUTaMMOB. VI3BECTHO, Y4TO NpoLEecChl MPUroToBreHns npobel n RT-gPCR
B kaptpuaxe QIlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge obwue ans Bcex
LeneBbiX MUKpoOOpraHnamoB. B gaHHOM kapTpugke nyn npob n cmecb chepmeHToB MLP B
paBHbIX JONSX pacnpeaerneHbl B KaXaylo peakuMoHHyo kamepy. B pesynbtate atoro n/mnm
B pesynbraTe Hanumuus kKnuHndecknx npod SARS-CoV-2 onpefeneHHble nccneaoBaHus,
NpeAcTaBreHHbIe HUXe, He Obinn BbINOMHEHbI UMW BOCNPOM3BEAEHbI C UCMONb30BaHMEM
QlAstat-Dx Respiratory SARS-CoV-2 Panel.

KnnHunyeckasa appekTMBHOCTb

KnuHudeckas acpdekTnBHOCTb Lienesoro wramma SARS-CoV-2

KnuHnyecknii aHanmus ¢ npMMeHeHneM umeBlLuxcA B 6ase obpasuoB B BMAE Ma3koB U3
HOCOINOTKM B TPAHCMOPTHOW cpefde npoBoaunu B redebHOM  yypexaeHnun [Mapwxa
(PpaHums). PesynbtaThl aHanm3a npob ¢ noMolbio TecT-cuctembl QlAstat-Dx Respiratory
SARS-CoV-2 Panel, cpaBHuBanu ¢ pesynbTtaTaMmu, NOMyYeHHbIMU B UCCREA0BaTENbCKUX
LleHTpax MeTogoM (MeTofamu), NpefyCMOTPEHHbIM(M) CTaHAapTOM OKa3aHWUs MEOWLIMHCKOW
nomowm (Standard of Care, SOC) (pabouni npouecc Corman et al., paspaboTaHHbIn B
WHcTnTyTE BUMpyconorun, yHuBepcuTeTckon knuHuke Charité, BepnuH, 1 ogobpeHHbIn
BcemupHon opraHm3aumei sagpasooxpaHenus (BO3)).

B o6uen cnoxHocTn 6bino npoaHanuavMpoBaHo 16 npo6 NPS. lMpoueHT coBnageHusi no
nonoxutensHbiM pedynbTatam (Positive Percent Agreement, PPA%) u npoueHT
coBnageHnss no otpuuatenbHelM pesynoTatam (Negative Percent Agreement, NPA%)

BbIYMCIIANY C LEeNbio U3MEPEHUS COBNaaeHusa Mexay 2 metogamm (tabn. 4).
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Tabnuua 4. QlAstat-Dx Respiratory SARS-CoV-2 Panel

Mpo6bI B BUAE Ma3KoB U3 HOCOTNOTKMU Corman et al. Pabouun npouecc
MonoxuTtenbHbIN OTpuuaTenbHbINA
QIAstat-Dx Respiratory ~ MonoxutensHeli 11 0
SARS-CoV-2 Panel Result  OrpuyarensHsbiit 0 5
PPA% NPA%
100 % 100 %

CyliecTBeHHas KnuHnyeckasi apeKTMBHOCTL Obinia AOCTUIHYTa C NUCMNOMb30BaHNEM TECT-
cuctembl QlAstat-Dx Respiratory Panel (Ne no kat. 691211), koTopasi He CoaepXuT WTaMmma
SARS-CoV-2, M faHHble N0 KAWMHWYEeCKONn 3(PdEKTUBHOCTM HUXKE, 3a WCKIOYEeHUEM

coaepxallnx ocobyto 0TMETKY, Obinv NOMyYeHbl C UCMONb30BaHUEM 3TOW TECT-CUCTEMBI.

KnuHuyeckas adppektmHocTb QlAstat-Dx Respiratory Panel

Pabouve xapaktepuctukm Tect-cuctembl QlAstat-Dx Respiratory Panel (He cogepxaiiein
wtamMm SARS-CoV-2) oueHMBanM B paMkax MHOMOLEHTPOBOrO  KIUHUYECKOro
nccregoBaHnsa. Paboyne xapakTepyCcTUKM OLEHMBANUCh Kak MPUMEHUTENBHO K Ma3kam u3
HOCOrNOTKU B YHMBEpCarnbHOW TpaHcnopTHou cpede (Universal Transport Medium, UTM),
Tak U NPYMEHUTENBHO K CyxuM Ma3kam m3 Hocornotku (FLOQSwabs, Copan, Ne no kat.
503CS01) (SWAB). B nocnegHem crniydae nocne 3abopa obpasua Mas3ok BBOAAT
HenocpencteeHHo B QlAstat-Dx Respiratory Panel Cartridge, muHya atan nepeHoca B
XUOKy cpefny. OTOT MeToh aHanu3a obnagaet GonbluyMM noTeHumanom obecneyeHus
G6e3onacHon u GesowmnboyHon obpaboTkn Npob, ocobeHHO Mpu AMarHOCTUKE B MecTe

ne4vyeHnd nauneHTa.

Mo pgusaliHy [JaHHoe wWccnefoBaHWe O6biNo  HabnofaTernbHbIM WM MPOCMNEKTUBHO-
peTpocnekTuBHbIM. MccrnenoBanuck ocTaslwmMecs npobbl, MOMyYeHHble Y MauueHToB C
npu3HakaMnm ¥ CUMMTOMamm OCTPON PECnuMpaTopHON WHGeKuMWU. MccrnenosaTenbckum
LieHTpaM, y4acTBOBaBLUVM B UCCINEL0BaHUK, GbiNo NpeanMcaHo NPOBOAUTL aHarnm3 CBEeXMX
W/ 3aMOPOXKEHHbBIX KIMHUYECKUX MPOB COrnacHo MPOTOKOMY, @ Takke WHCTPYKUMAM,
npegHasHa4YeHHbIM A5 KOHKPETHOrO LieHTpa.
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B vccnepoBaHum npuHsinu ydactne 3 (Tpu) 60nbHUYHBIX NnaGopaTopuu, pacronoXeHHbIX B
KoneHrareHe (OaHus), BoHHe (Tepmanus) u Mapwxe (PpaHuust). PesynbTaTbl aHanusa npob ¢
ucronb3oBaHnem QlAstat-Dx Respiratory Panel cpaBHyBanuch ¢ pesynbTatamu, NonyYyeHHbIMN
B MCCnegoBaTenbCKMX LeHTpax MeTodom (MeTogamu), npegycMOTPeHHbIM(M) cTaHO4apToM
oKaszaHua MeguumHckon nomowm (Standard of Care, SOC), a Takke psgoM  Opyrmx
YTBEPXAEHHbIX U AOCTYMHbIX Ha PbIHKE MOMEKYNSAPHbIX MEeTOAOB. Takow noaxod Mo3Bonsn
nony4yaTtb pe3yrnbTaTbl s NaToreHoB, He 0bHapyxmnBaembix MeTogamm SOC, n/unu paspeLlaTb
HECOOTBETCTBMSA MOSTyYEHHbIX Pe3ynbTaTOB Ha 3akmiounTenbHoOM atane. Pesynbrarthl,
nony4eHHble HemnocpeacTBeHHO C nomollbio TecT-cucTembl QlAstat-Dx Respiratory Panel,
CPaBHMBANMCb C AaHHLIMU, MOMyYeHHbIMU Ha TecT-cucTemax FilmArray® Respiratory Panel 1.7
1 2, a Takke Allplex® Respiratory Panel.

B nccnepoaHue GbIno BKMHOYEHO B 0OLLEN CITOXHOCTM 578 B3ATbIX Y MALMEHTOB KIMHUYECKNX
npo6 B UTM. 1 (ogHa) npoba 6Gbina ucknodeHa 13 aHanmsa us-3a owmbku pacnpeneneHus
Mexay rpynnamu, npeaHasHayeHHbIMM Anst uccrieioBaHms ¢ noMoLsto cuctembl QlAstat-Dx m
mMeTodamu cpaBHeHus. [nsa 7 (cemun) u3 577 npob npomsoLuen cbon npu HayanbHOM aHanmae, B
CBSsI31 C YEM MokasaTerb ycnexa npu HavyanbHoM aHanuae coctasun 98,8 %.

MokasaTtenb cboeB BKMOYAET YpoBEHb COOEB A BHYTPEHHErO KOHTPOMS, KOTOPbIA COCTaBuU
0,17 % (1/577). Ona 2 (aByx) npo6 He ydanocb MPOBECTU MOBTOPHbIA aHanu3 u3-3a
HeJoCTaToOYHOro ocTasLLerocsi obbema npobbl. [ins Npobbl, NPy HaYanbHOM aHanuse KOTopoWn
BO3HUK COON BHYTPEHHEro KOHTPOns, pesynbrar Obin MomyyYeH ycrewHo npu MOBTOPHOM
aHanuse.

Ons 15 (nAatHaguaTn) pesynbTaToB C OGHapyXeHMeM NaTOreHOB He YAanochb paspeLunTb
HECOOTBETCTBUA WK3-3a OTcyTCTBUSI pesynbTata SOC (10 pesynbtatoB) nvbo oTCyTCTBUS
pesynbTaTta, MOMy4YeHHOr0o METOAOM paspeLleHns HecooTBeTcTBUM (5 pesynbTaToB). ITO
NpVBENO K MCKIIOYEHUIO 13 nccnegosaHns 2 npob. OctanbHble Hepaspelumble pesynbTaThl
Oblnn Nony4YeHbl Ans Npob; B KOTOPbLIX ObINO 0OHAPYKEHO MO HECKOMNbKY NaToreHoB (Mpobbl ¢
co4deTaHHOW nHdeKumnen).

KnuHuueckas  4yBCTBWUTENbHOCTb, WM MPOLEHTHbI  MOKasaTenb  COBMageHus Mo
nonoxuTenbHbiM pesdynbTatam (Positive Percent Agreement, PPA), paccuutbiBanacb no
dopmyrne: 100 % x (TP/TP + FN]). ictuHHo nonoxutenbHbin pesynbTtat (True Positive, TP)
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03Ha4aeT, YTo NOSIOKUTENbHBIV pe3ynbTaT AN MUKPOOpraHMama Obin nomnyyeH Kak ¢ MOMOLLIbIO
QlAstat-Dx Respiratory Panel, Tak n ¢ ucnonb3oBaHnem Metoga (MeTOOOB) CpaBHEHMWS, a
noxHootpuuatenbHbli (False Negative, FN) — uto pesynbTar, nonyyeHHbin Ha QlAstat-Dx
Respiratory Panel, 6bin oTpyuaTenbHbIM, Toraa kak npy UCNosfib30BaHUN METOAO0B CPaBHEHMS!
pesynbTaTtel ObiNM  MOMNOXUTENbHLIMU.  CneundUYHOCTb, WU MPOLEHT COBMAAEHWS MO
oTpuuatensHbiM pesynbtatam (Negative Percent Agreement, NPA), paccuutbiBanacb no
dopmyrne: 100 % x (TN/[TN + FP]). ictnHHO oTpuuaTensHbin pedynbTaT (True Negative, TN)
03HayaeT, YTo OTpMUaTeNbHbIA pesynbTaT nonyyeH kak ¢ nomolpto QlAstat-Dx Respiratory
Panel, Tak 1 npu MCNONbL30BaHMN METOAA CPaBHEHWS, A JTOXXHOMOMOXWUTENbHBIA pesynbTaTt
(False Positive, FP) o3HauaeT, uto pesynbTart, nony4deHHbin Ha QlAstat-Dx Respiratory Panel,
Obln  NOMOXUTEMbHBIM, a pesynbTaTtbl, KOTOpble [Aanu MeToabl CpaBHeHUsi, Obinu
oTpuLaTenbHbIMK. [Ina pacyeTa KIMHUYECKON CneLMUYHOCT NPUMEHNTENBHO K OTAEMbHBIM
naToreHam MCromnb30Banach BCsi COBOKYMHOCTb MOMyYeHHbIX Pe3ynbTaToB 3a BbIYETOM MCTUHHO
MOMNOXWTENbHBIX W JIOXHOMONMOXUTENBHBIX A1 COOTBETCTBYIOLLErO MMKpoopraHuama. [Ans
Ka)KOOM TOYEYHOM OLIEHKM pacCyMTbIBanCst TOYHbIM OMHOMMArbHBLIA OBYCTOPOHHUIA 95 %
[OBEpUTENbHBI MHTEPBAr.

Ons aHanmsa ObINO [JOCTYNHO B O6OLWWen crnoxHocTn 698 pesdynbtaTtoB.* PacueT obLwen
KIMUHUYECKOW YyBCTBUTENBLHOCTU, M PPA, Gbin Bo3moxeH no 475 pesynbtatam. O6uias
KnnHn4yeckas cneumdmyHocTb, unu NPA, paccunteiBanacs no 190 nonHOCTb0 oTpuuaTenbHbIM
npo6am.

B o6wwen cnoxHoctn Ha QlAstat-Dx Respiratory Panel nonyveHo 462 CTUHHO NONOXWUTENbHBIX
n 204 UICTUHHO OTpuUaTenbHbIX pesynbTata, a Tawke 13 noxHooTpuuaTenbHbIX 1
17 NOXXHOMOMNOXUTENbHBIX Pe3ynbTaToB.

B Tabn. 5 nokasaHbl KMMHMYECKas YyBCTBUTENBHOCTb (NMPOLIEHTHbI NoKa3aTernb CoBNaaeHns no
NONOXWTENbHBIM pesynbTaTtam) U KMMH1YecKas CneumguyHOCTb (Mu NPOLIEHTHBIV MokasaTerb
COBMafieHust Mo oTpuuaTenbHbIM pesynbtatam) ¢ 95 % aoBepuTenbHbIMKM MHTEpBanaMu Ans
QIlAstat-Dx Respiratory Panel.

* MeTogamu cpaBHeHusl B uccrnegyemMbix npobax 6bino obHapyxeHo 7 natoreHoB Chlamydophila pneumoniae. Bce
9TW naToreHbl ObINM NpaBunbHO onpeaeneHsl ¢ nomowbio QlAstat-Dx Respiratory Panel, ogHako Ha Hux He
pacnpocTpaHsieTcs faHHasi Mmapkvposka CE, 1 NoaTomy Ans HKX nokasaTerb YyBCTBUTENbHOCTU He yKa3biBaeTCsl.
OpHako 3T 7 pe3ynbTaToB BKMIOYEHb! B pacyeT CneunduUyHOCTY A8 OTAEMNbHbIX NaTOrEHOB NaHenu.

WHcTpykuus no npumerexunio QlAstat-Dx Respiratory SARS CoV-2 Panel (pykosoacteo) 03/2020 61



Ta6bnuua 5. laHHble o pabounx xapaktepuctukax QlAstat-Dx Respiratory Panel

TP/(TP+FN) YyBctButenn- 95 % OU

TN/(TN+FP) Cneundonuy 95 % AU

HocTb/PPA HocTb/NPA
OGLMii nokasaTens 462/475 97,3% 95,4 % —98,4 % 187/190 98,4 % 95,5 % —99,5%
Bupycbi
AneHowupyc 35/36 97,2 % 85,8% —99,5% 659/662 99,5 % 98,7 % —99,8 %
BokaBupyc 4/4 100 % 51,0% —100 % 693/694 99,9 % 99,2 % — 100 %
Koponasupyc 229E 4/5 80,0 % 37,6 % —-96,4% 693/693 100 % 99,4 % — 100 %
Koponasupyc HKU1 8/8 100 % 67,6 % —100 % 690/690 100 % 99,4 % — 100 %
Koponasupyc OC43 10/10 100 % 72,2%-100% 688/688 100 % 99,4 % — 100 %
Koponasupyc NL63 22/24 91,7 % 74,2% —-97,7% 674/674 100 % 99,4 % — 100 %
PuHoBvpyc YenoBeka/  56/59 94,9 % 86,1 % —98,3% 629/639 98,4 % 97,1%-99,1 %
OHTepoByMpyC YenoBeka
MeTtanHeBMOBYpPYC 22/22 100 % 851%—100% 676/676 100 % 99,4 % — 100 %
YeroBeka
Bupyc rpynna AH3N2  36/36 100 % 90,4 % —100% 662/662 100 % 99,4 % — 100 %
Bupyc rpunna A HIN1 29/29 100 % 88,3% —100% 669/669 100 % 99,4 % — 100 %
Buipyc rpunna A, 11/12 91,7 % 64,5% —98,5% 688/688 100 % 99,4 % — 100 %
wramm H1-2009
(naHoemuyeckmin)
Bupyc rpynna B 55/56 98,2 % 90,6 % —99,7 % 642/642 100 % 99,4 % — 100 %
Bupyc naparpvnna 1 19/19 100 % 83,2% —100% 696/696 100 % 99,5 % — 100 %
(PIV1)
Bwupyc naparpunna 2 3/3 100 % 43,8% —100% 695/695 100 % 99,5 % — 100 %
(PIV2)
Bupyc naparpvnna 3 9/9 100 % 70,1%—100% 689/689 100 % 99,4 % — 100 %
(PIV3)
Bwupyc naparpvnna 4 5/6 83,3 % 43,6 % —97,0% 691/692 99,9 % 99,2 % — 100 %
(PIV 4)
PecnupatopHo- 100/103 97,1 % 91,8% —99,0 % 595/595 100 % 99,4 % — 100 %
CUHLMTUArbHBIN BUPYC
Bakrepun
Bordetella pertussis 29/29 100 % 88,3%—100% 693/693 100 % 99,4 % — 100 %
Mycoplasma 21/21 100 % 84,5%—100% 676/677 99,8 % 99,2 % — 100 %
pneumoniae
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Mpumeyanue. [Ina Legionella pneumophila He 6bino NonyyYeHo pe3ynbTaToB, NPUTOAHbLIX
ANA OUEHKW, MOCKOMNbKY B paMKax WCCnefoBaHus 3TOT naToreH Obin OBHapyxeH B
HebomblIMX KonmyecTBax (2 criydass oOOHapyXeHus), a Takke W3-3a OTCYyTCTBUSA

pe3ynbTaTtoB, NONMy4YEeHHbIX METOA4aMN CpaBHEHUA.

MpumeyaHue. Pe3ynbTaThl, OTpaxawLmne pabovme xapakTepucTukn YyBCTBUTENBHOCTU U
crneundunyHocTn Ans Bupyca naparpvnna 1 (17 u3 19 pesyneTartoB), a Takke anga Bordetella
pertussis (24 w3 29 pesynbTaToB), BKMNIOYAKT pe3ynbTaTbl W3 NPEALIECTBYHOLLErO
uccnenoBaHus (MccrnepoBaHne TecT-cuctembl DiagCORE® [HblHelwHee HasBaHue —
QIAstat-Dx] Respiratory Panel). 3ta coBokynHOCTb AaHHbIX AOCTOBEPHO OTpaxaeT pabouve
XapakTepUCTUKN [AONS1 yKa3aHHbIX MaTOreHoB, MOCKOMbKY Mexay 2 WccneaoBaHUsMu
OTCYTCTBOBaNN pasnuyms no AnsanHy n Kakum-nnbo uHbIM napameTpam. 3a UCKMIYEHNEM
pacyeTa nokasaTenen YyBCTBMTENMbHOCTM U CNeuuu4HOCTM [Ans  BbllleyKa3aHHbIX
MWKPOOPraHU3MoB, 3TW pesynbTaTbl B Konuyectse 41 He BXoaaT B 698 pesynbTatos,
MCMNONb30BaHHbIX A1 pacyeTa cneuuduYHOCTM NPUMEHUTENBHO K OCTaBLUMMCH NaToreHam,

oxBaTtbiBaeMbIM TecT-cuctemon QlAstat-Dx Respiratory Panel.

B o6wem c nomowpto TecT-cuctembl QIAstat-Dx Respiratory Panel 6bino nonydeHo
228 pesynbTaToB aHanu3a MukpoopraHuamos, 101 13 KOTOpbIX — MOMNOXUTENbHbIE. JTO
coctaBnset 26,3 % oT obuiero KonuMyectBa MNOMNOXUTENbHbIX ObpasuoB (101/385). 82
(Bocembaecat ase) npobbl ObiNv UHMWMUMPOBaAHLI ABYMs naToreHamu, 15 — Tpewms;
ocTanbHble Npobbl C coveTaHHON UHAEKLMEN Obiny nHrumpoBaHbl 4 (3 Npobbl) unu Gonee

natoreHamu (B 1 npo6e 6b1no 06HapyxeHo 7 NaToreHoB).

O6pasubl B BUAE CyXMX Ma3koB

B obwei cnoxHoct 448 knnHnyecknx npod ObIno nccrnegoBaHo Ofist OLEHKU CrocoBHOCTU
CUCTEMbI BbINOMHATL aHanNM3 Cyxmx MaskoB, a TaKKe OLEHKM KIMHUYECKON 3¢pheKTMBHOCTM
npo® B BMAe Cyxux MasKkoB, BBOAMMbIX HerocpeacTtBeHHO B QlAstat-Dx Respiratory Panel
Cartridge. 310 wuccnegoBaHue npoBoaunocb B 2 M3 3 MCCRedoBaTenbCKMX LIEHTPOB,
y4yacTBOBaBLUMX B oueHKke addpekTmBHOCTM obOpasuoB B UTM. 3agada 3aknoyanacb B

[oKasaTenbCTBE SKBMBANEHTHOCTY paboumnx XxapakTepucTyk Cyxux maskos 1 obpasuos B UTM.
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OOvH  KNUHUYECKUn uccneaoBaTeNbCKU LIEHTP 3anpocun U MOMyyun paspelleHue
akcnepTHoro coBeTa opranmsauum (Institutional Review Board, IRB) Ha BkntoveHue
naumeHToB B 3Ty 4YacTb uccrnegoBaHus. [laumeHTbl, AaBlwime corracve Ha yyactue B
nccrnenoBaHum, NpegocTaBum Mo 2 Maska 3 HoOCOrMOTKM (NMoA, O4HOMY M3 KaXX4on HO3apw).
OpouH masok nepeHocunca B UTM, a gpyron Beoauncs HenocpeactBeHHo B QlAstat-Dx
Respiratory Panel Cartridge. Takum obpa3om B uccregoBaHue 6Obino BknoyeHo 98
(aeBsaHoOCTO Bocemb) Npob B BuAe maskos. C Lenblo yBennueHns Konnyectsa pesynstaToB
ONS CyXMX Mas3KoB, a Takke C LeNnbl BKMIOYEHUS B MCCNeOOBaHME CyXMX MasKoB BCEX
natoreHoB, oxBaTbiBaeMbix QlAstat-Dx Respiratory Panel, 8 UTM 6bino nomelleHo elle
350 ma3koB. [ockonbKy nocre Norpy>XeHus B XXUAKY0 Cpeay KaXabl TaMNoH yaepXusaeT
npubnuamtensHo 0,1 Mn xugkoctn, 2 (ABa) TamnoHa c Maskamu norpyxanu B UTM
ogHoBpeMeHHO u 3aTem BBoaunu B QlAstat-Dx Respiratory Panel Cartridge. Ons Bcex
obpa3uoB B Buae Mas3KoB METOL CPaBHEHWS 3aknyancs B OAHOBPEMEHHOM aHanuse
obpasua B UTM.

Onsa kaxgoro natoreHa QlAstat-Dx Respiratory Panel nmenock He meHee 5 pe3ynbTaToB no
cyxum maskam. VcknioyeHue coctaBunu Bupyc naparpunna 4 u Legionella pneumophila,

ONA KOTOPbIX UMEerocCh NnLlb 3n2 pes3ynbTaTta, COOTBETCTBEHHO.

KnuHunuyeckass dyBcTBUTENbHOCTb, M PPA, paccuntbiBanacb no d¢opmyne: 100 % x
(TP/[TP + FN]). NicTnHHO nonoxuTenbHbI pedynbTat (True Positive, TP) o3HavaeT, 4TO
NONOXUTENbHbIM pe3ynbTaT AN onpeAeneHHoro MUKpoopraHnama 6bin nomnyyveH kak no
cyxoMmy masky, Tak n no obpasuy B UTM, a noxHooTpuuatensHeii (False Negative, FN) —
4YTO pesynbTaT, MOMyYeHHbIW NO CyXoMy Masky, Obln oTpuuaTenbHbIM, TOrAa Kak npuv
ncnonb3oBaHun obpasua B UTM pesynbTtat 6bin nonoxutensHbiM. CneundunyHocTb (Mnm
NPA) paccuuTbiBanacek no cdopmyne: 100 % x (TN/[TN + FP]). UctuHHO oTpuuaTenbHbIv
pe3ynbtaT (True Negative, TN) o3Ha4aeT, 4To oTpuLaTENbHbIA pe3ynbTaT NofyyYeH kak no
CyxoMy Ma3Ky, Tak M no obpasuy B UTM, a noxHononoxutenbHbli pesynbtaT (False
Positive, FP) o3HavaeT, 4TO pe3ynbTaTt, MOMyYeHHbIW MO CYXOMy MasKy, Obin
NONOXWUTENbHBIM, TOFA4A Kak pe3ynbTaT, NofyYeHHbln npyu aHanuse obpasua B UTM, 6bin
oTpuuaTenbHbIM. [N KaXO4on TOYEUYHOW OLeHKM paccyMTbiBancCst TOUHbIA GUHOMMaNbHbLIN

OBYCTOPOHHMIN 95 % JoBepuUTENbHBIA MHTEPBA.
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Mo Bcem cyxum Maskam [Anst aHanu3a Obino  JOCTYNHO B OOLWEN  CRoXHOCTH
440 pesynbTaTtoB. PacyeT obwen KnuHM4Yeckon uyyBcTBUTENbHOCTM (M PPA) 6bin
BO3MOXeH No 244 pesynbrtatam. O6was knuHudeckas cneunduyHoctb (unn NPA)
paccuntbiBanacbk no 196 pesynbtatam. B obLien cnoxHOCTM AN CyxXMx MasKkoB MOsyyYeH
241 NCTMHHO nonoXuTenbHbln U 188 UCTUHHO OTpuUATENbHBLIX pPe3ynbTaToB, a Takke

3 NoxHooTpULUAaTENbHbLIX U 8 NOXHOMOMOXNTENbHBLIX PE3yNbTaToB.

Mockonbky nccnegoBanacbk ogHa v Ta e npoba, Ma3ok, NOTPYXEHHbIA B XUAKYI0 cpeay,
MOXHO cyuMTaTb Hauboree 3HaAYUMbIM A1 OLEHKU 3KBMBANEHTHOCTM  pabouymx
XapaKTepuCTUK cyxoro maska u npobel B UTM. AHanua cyxoro maska npegnonaraet B3sTue
2 npo6 y 04HOro 1 TOro Xe naumeHTa, U, HECMOTPSA Ha NapHOCTb NPO6, MPU NCMOMNB30BaHWUN
Takoro metoda BO3MOXHa cuctemaTtmyeckas owmnbka. Kpome Toro, nockonsky 3abop maskos
N3 HOCOTMOTKMN NMPUYUHSAET HEKOTOPbIA AUCKOMAOPT NauMeHTy, pesynbTaThbl, NoflyYyaemble

Onsi 2 MaskoB, B3ATbIX MO odyepenun, MOryT pasnnyaTbCa.

Mo Bcem Ma3kam, Norpy>kaBLUMMCS B XXUAKYH cpefy, Ans aHanu3a 6bino 4oCcTynHo B obuei
cnoxHoctn 337 pesynbTtatoB. PacyeTt obLiewn knuHnyeckon YyscteuTensHocTn (unu PPA)
6bin Bo3aMoxxeH no 178 pesynbratam. OOuwas knuHuyeckasa crneunduyHocTs (Mnu NPA)
paccuntbiBanack no 159 pesynbtatam. B obLueln cnoxxHOCTK Ans MasKoB, NorpyxasBLUnXcs
B XXUAOKYI0 cpeqy, nonyyeHo 177 NCTUHHO NONOXUTENbHBIX U 156 UCTUHHO OTpULATENbHBIX

pes3ynbTaToB, a Takke 1 NoXHooTpuUaTenbHbIA U 3 NOXHONOMNOXUTENbHLIX pe3ynbTaTa.
B T1abn.6 nokasaHbl XapakKTepuUCTUKW YyBCTBUTENbHOCTU M cneundmyHocTn QlAstat-Dx
Respiratory Panel ¢ 95 % gosepuTtensHbIM1 nHTEpBanamun Ans obpasLoB B BUAE CyXMX Ma3KOB.

Ta6nuua 6. laHHbIe 0 pa6ounx xapakTepucTukax QlAstat-Dx Respiratory SARS-CoV-2 Panel gna o6pasuoB
B BUAE CyXUX Ma3KoB

TP/(TP+FN) YyBctButenn- 95 % AU TN/(TN+FP)  Cneuudomy 95 % OU
HocTb/PPA HocTb/NPA
Bce cyxue masku 241/244 98,8 % 96,4 % —99,6 % 188/196 95,9 % 92,2%—-979%
Masku, norpyxxaslmecss 177/178 99,4 % 96,9 % —99,9 % 156/159 98,1 % 94,6 % —99,4 %
B XWAKYIO cpeay

WHcTpykumsa no npumeHeHuto QlAstat-Dx Respiratory SARS CoV-2 Panel (pykosoactso) 03/2020 65



3aknoveHune

B pamkax atoro maclitabHOro MHOrOLIEHTPOBOIO WMCCIeA0BaHWs CTaBuach 3agava OLeHUTb
pabouvre xapaktepucTukmn obpasua B UTM, a Taike aKkBMBaNEHTHOCTb paboumx XxapakTepucTuk
cyxoro maska 1 obpasua B UTM Ha TecT-cucteme QlAstat-Dx Respiratory Panel.

CornacHo nonyyYeHHbIM AaHHbIM, 06LWas KNMHUYeckas YyBCTBUTENbHOCTb AnA obpasua B
UTM coctaBnsier 97,3% (95% [ON 954 % —98,4%). O6was «knuHu4eckas
4yyBCTBUTENBHOCTL NO 190 NOMHOCTLIO OTpULaTenbHbIM Npobam coctasuna 98,4 % (95 %
AN 95,5 % — 99,5 %).

CornacHo nonyyeHHbIM AaHHbIM, obLlast KMMHUYeckas YyBCTBUTENbHOCTL ANns obpasua B
BUAe cyxoro maska coctaensieT 98,8 % (95 % [OU 96,4 % — 99,6 %). Obwasn knnHnyeckas
YyBCTBUTENBLHOCTb ANsi obpasua B Buae cyxoro Maska coctaBuna 959 % (95 % N
92,2 % — 97,9 %).

PesynbtaThl mMccnegoBaHus AN CyxvMX MasKkoB MOATBEPAMIM BO3MOXHOCTb aHanmsa
Ma3koB, nomellaembix HenocpeactBeHHo B QlAstat-Dx Respiratory Panel Cartridges B
cyxom Buge. Bbino obHapyxeHo, 4To obpasubl B BUAE CyxvMx MasKoB XapaKTepu3yloTcs
BbICOKUM YPOBHEM COBMajeHUsi pe3ynbTatoB C pe3ynbTatamm ans  obpasuos,
MOrpy)XaBLUMXCS B XUAOKYI0 cpeny. OTO AEMOHCTPMpPYET OOLMA nokasatesnb COBMNadeHus
pe3ynbTaToB, Nony4YeHHbIX Ansa obpasuos B UTM u 06pa3uoB, norpyxaBLUMECS B XUOKYHO
cpeay, a MMeHHo 98,5 % (95 % AN 97 % — 99,5 %).
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AHannTU4eckme xapakTepucTmku

YyBcTBMTENBHOCTL (Mpeaen obHapyXeHus)

YyBcTBUTENBbHOCTL aHanusa, unu npegen obHapyxenus ([0), onpepensietca Kak
HaMMmeHblLasi KOHUEeHTpauus, npu KoTopoh Ans 295 % wuccnegyembix npob ypaetcs

Nony41Tb NONOXUTESNbHBIN pe3dynbTaT aHanuaa.

MO ansa kaxgoro aHanwuta onpeaensncsi ¢ UCNonb3oBaHWEM cneunanbHO NogobpaHHbIX
LWITAMMOB*, NPEeACTaBMSAWMX OTAeNbHble NaToreHbl, KOTOpble MOXHO OBHapyXwWTb C
nomolubto QlAstat-Dx Respiratory SARS-CoV-2 Panel. B cmogenvpoBaHHylo maTtpuuy
npobbl NPS (kynbTnBupoBaHHbIe kneTkun Yyenoseka B Copan UTM) BHocuncsa 1 (oguH) unm

Bonee naToreHoB, nocne Yyero cmecb nccnegosanacs B 20 NOBTOPHOCTSX.

B Tabn. 7 npeacrtaeneHbl oTaenbHble 3HaveHus MO ana kaxaoro LieneBoro natoreHa.

Ta6bnuua 7. 3Hayenus MO, nonyyeHHble ANA pa3HbIX LieNieBbIX WTAMMOB BO36yauTenen pecnupaTropHbIX
MHdeKkunn npu npoeBeaeHnn aHanusa Ha QlAstat-Dx Respiratory SARS-CoV-2 Panel

MatoreH Lramm UcTouHUuK KoHueHTpauusa [NokasaTtenb
oGHapyxeHusa

Bupyc rpunna A A/Hbto-[xepcun/8/76 ATCC® VR-897 28,1 CEIDso/Mmn 20/20

HIN1 A/BprcBeH/59/07 ZeptoMetrix® 0810244CFHI 0,04 UNMfso/mn  19/20

A/HoBasi KanenoHnus/20/99  ZeptoMetrix 0810036CFHI 4,6 LiNAso/mn 19/20

Bupyc rpunna A A/Buprununa/ATCC6/2012 ATCC VR-1811 0,4 BOE/mn 19/20
H3N2 A/BuckoHcmH/67/2005 ZeptoMetrix 0810252CFHI 2,5 LiNAso/mn 20/20
AllMopt-Yanmepc/1/73 ATCC VR-810 791,1 CEIDso/mn  20/20
Bupyc rpunna A,  A/Buprunna/ATCC1/2009 ATCC VR-1736 2,6 BOE/mn 20/20
nH(;_p,L\]Tr/goog AlcrHolHbI0-Mopk/03/2009  ZeptoMetrix 0810249CFHI 14,1 UNQso/mn 20/20
Bupyc rpunna B B/Buprunua/ATCC5/2012 ATCC VR-1807 0,08 BOE/mn 20/20
B/FL/04/06 ATCC VR-1804 34,8 CEIDso/mn  19/20
B/TanBaHb/2/62 ATCC VR-295 28,1 CEIDso/Mn  20/20

(CM. npoagomxeHue Ha criegytoLen CTpaHMue).

* ns onpeaenexus MO aHanuToB k LieneBoMy LWTammy SARS-CoV-2, BHECEHHBIX B KIMHUYECKUIA OTpULIATENbHbIN
MaTpuKC, B CBA3W C OrpaHUyeHHbIM 06beMOM BbipaLLEHHOrO BHpYCa UCMOSb30Bany CUHTETMYeCkuin matepuan (gBlock).
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(MpoponxeHune Tabn. 7)

MaToreH Lrtamm UcTouHUuK KoHueHTpauusa [okasartenb
oGHapyxeHus
KopoHaBwupyc 229E - ATCC VR-740 0,3 LiMNAso/mn 20/20
KopoHasupyc OC43 - ATCC-1558 0,1 LiNAso/mn 20/20
KopoHaswupyc NL63 - ZeptoMetrix 0810228CFHI 0,01 LMAso/mn  20/20
Koponasupyc HKU1 - ZeptoMetrix NATRVP-IDI  1/300* 19/20
SARS-CoV-2 - IDT (gBlock) 500 Konui/Mn 19/20
Bupyc naparpunna 1 C35 ATCC VR-94 23,4 UNAso/mn  20/20
(PIV 1)
Bupyc naparpunna 2 Greer ATCC VR-92 5,0 LUNAso/mn 19/20
(PIV 2)
Bwupyc naparpunna 3 C 243 ATCC VR-93 15,8 UNAso/mn  20/20
(PIV 3)
Bupyc naparpunna 4 M-25 ATCC VR-1378 2,8 LiNAso/mn 20/20
(PIV 4)
PecnupatopHo- A2 ATCC VR-1540 2,8 LiNAso/mn 20/20
CUHLUUTUANBHBIN
BUpyc A
PecnupaTopHo- 9320 ATCC VR-955 0,02 UnAso/mn  20/20
CUHLMTNANbHBIN
Bupyc B
MeTanHeBMoBUpYyC Mepy6-2003 (Tun B2) ZeptoMetrix 0810159CFHI 1,1 LiMNAso/mn 19/20
YernoBeka
hMPV-16, IA10-2003 ZeptoMetrix 0810161CFHI 3,0 LM Oso/mn 20/20
GB (apeHosupyc B3) ATCC VR-3 50,0 UMAso/mn  20/20
RI-67 (apeHoBupyc E4) ATCC VR-1572 15,8 UNMAso/mn  20/20
Adenoid 75 ATCC VR-5 5,0 LiNAso/mn 20/20
(apeHoBupyc C5)
ApeHoBupyc
Adenoid 71 ATCC VR-1 5,0 LiNAso/mn 19/20
(apeHoBupyc C1)
ApeHosupyc C2 ATCC VR-846 28,1 UNAso/mn 20/20
ApeHosupyc C6 ATCC VR-6 505,6 LINOso/mn  20/20
Bokasumpyc KnuHuyeckas npoba - >1,0 konuu/mn 20/20

* OTHOCUTESIbHOE Pa3BefeHNe OT UCXOQHON KOHLUEHTpaLMN.

(CM. npoagomkeHue Ha criegylollen cTpaHuLe)
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(MpoponxeHune Tabn. 7)

MatoreH Liramm UcTouHuK KoHueHTpauua [okasatenb
oGHapyxeHusa

OHTEPOBUPYC /US/IL/14-18952 ATCC VR-1824 50,0 UMOso/Mn  19/20

(aHTeposupyc D68)

3xosupyc 6 (D-1 (Cox)) ATCC VR-241 0,001 LiNdso/mn ~ 19/20
PuHoBupyc 1059 (pvHoBupyc B14)  ATCC VR-284 28,1 UNAdso/mn  20/20

HGP (puHoBupyc A2) ATCC VR-482 0,3 LiNAso/mn 19/20

11757 (puHoBupyc A16) ATCC VR-283 8,9 LiNMAso/mn 20/20

Tun 1A ATCC VR-1559 5,0 LiMNAso/mn 20/20
Mycoplasma M129-B7 ATCC 29342 0,1 KOE/mn 20/20
pneumoniae
Legionella CAl ATCC 700711 >0,01 KOE/mn 20/20
pneumophila
Bordetella pertussis 1028 ATCC BAA-2707 >0,001 KOE/mn  20/20

A639 ZeptoMetrix NATRVP-IDI 1/10000* 19/20

* OTHOCUTENbHOE pasBeaeHNe OT UCXOAHON KOHLEHTPaLMK.

HapgeXHoCTb TecT-cucTemsl

HagexHocTb pa60TbI TeCcT-CUCTEeMbl OLeHMBanacb nytemM aHanusa gyHKLWOHUPOBAHUS

BHYTPEHHEro KOHTpOnA npu uccnegoBaHUnM KIMHUYECKUX ﬂp06 B Bunage Ma3KoB W3

HocornoTku. C nomoubio QlAstat-Dx Respiratory Panel 6bino uccnenosaxo 30 (TpuguaTtb)

OoTAeNIbHbIX ﬂp06 B BuAe Ma3KoB U3 HOCOITOTKKN, OTpuuaTeslbHbIX N0 BCEM onpeaendaeMbimM

naTtoreHam.

[nsa Bcex uccnenoBaHHbIX NPo6 Gbin NONyYeH NONOXUTENbHbIV pe3ynbTaT U NOATBEPXAEHa

HaOeXHOCTb paboTbl BHYTPEHHEro koHTpora QlAstat-Dx Respiratory Panel.
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OKCKIMIO3MBHOCTb (@aHanUTU4eckas cneungmnyHocTb)

VMccnegoBaHue 3KCKIHO3MBHOCTW, NPOBOAMBLUEECS MeTOAaMu BMPTyanbHOro aHanusa u
aHanu3a in vitro, ©ObINO HaueneHo Ha OUEHKY aHanuTMYecKon CcneumduyHoOCTH
NPUMEHUTENBHO K pecrnmpaTopHbIM NaToreHam M MUKpOOpraHu3mam, He OTHOCSLLMMCS K
dnope AbixaTernbHbIX NyTen, KOTOpble He OXBaTblBAlOTCHA AAHHOW TecT-cucteMon. B umx
YMCMO BXOAMMM MUKPOOPraHu3Mmbl, CBS3aHHble C OXBaTblBAEMbIMU pPECMMPATOPHOW
naHesnblo, HO OTMMYHbIE OT HUX, @ TaKkKe Takue, KOTOpble MOMMM MPUCYTCTBOBATbL B
obpasuax, cobpaHHbIX y Leneson nonynsauun. OTobpaHHble MUKPOOPraHM3Mbl KIMHUYECKN
3HauYMMbl (KONOHU3MPYIOT BEPXHUE OblxaTenbHble MyTU UMW BbI3bIBAOT PECMNUPaTOpHbIE
CUMMTOMbI), SABMSIOTCA  TUMUYHLIMW  NPEeACTaBUTENAMU  MUKPOQIIOPbl  KOXM UK
nabopaTopHbIMK  3arpsA3HUTENSAMU  NMOO  ABNSAKOTCA  MUKPOOraHM3mamu, B HOpMe

NPUCYTCTBYIOLLUMMM Y 3HAYUTENBHOW YaCcTU NOMNYsLUN.

MoproToBka npoO6 BbLINOMHANACE METOOAOM BHECEHUS MOTEHLUManbHO MNepeKpecTHo-
pearvpyoLmMx MUKPOOPraHNM3MOB B CMOZENMPOBaHHY mMaTtpuuy npob B Buae mMaskoB M3
HOCOIMNOTKM B Haubonbluei BO3MOXHOW KOHLEHTpauuu ucxogs u3 obwero obbema
GromMacchl MUKPOOPraHUMamoB: npeanodtuTensHo 10° LiMOso/Mn — Ans LenesbiX BUPYCOB,

106 KOE/mMn — gns ueneBbix GakTepuii.

OnpegeneHHbIi  ypoBeHb MNepeKpecTHOro pearvpoBaHuMs C¢ BugoM Bordetella 6bin
CMpPOrHo3MpoBaH Npu NpeaBapuTeNbHOM aHanm3e HyKNneoTUAHbIX NocnefoBaTeNbHOCTEN U
Habntogancs npu BbICOKMX KOHUeHTpauusix Bordetella holmesii B uccnegyemom matepuarne.
MepekpecTHoro pearnpoBaHua ¢ Bordetella bronchiseptica n Bordetella parapertussis B
BbICOKMX KOHLEHTPaLMAX BbISIBNEHO He 6bino. Lieneson reH, KoTopbl ncnons3osancs Ans
obHapyxeHusi Bordetella pertussis (nepemelualolnicss BCTPOEHHbIA 3MIEMEHT reHoma
1S481),— 3TO TpaHCMO30H, NPUCYTCTBYIOLLMI Takxe y Apyrux Buaos Bordetella. B tabn. 8

npencTtaBfieH nepevyeHb NpoaHannn3npoBaHHbIX MAaTOreHoB.
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Ta6bnuua 8. NepeyeHb NAaTOreHOB, UCMOJNb3yeMbIX AN OLIEHKU aHanuTM4Yeckon cneumumyHocTn

Tun

Baktepun

Bupychbl

Mpu6bI

MatoreH

Bordetella bronchiseptica
Bordetella holmesii
Bordetella parapertussis
Chlamydia trachomatis
Enterobacter aerogenes
Escherichia coli (0157)
Haemophilus influenzae
Klebsiella oxytoca
Klebsiella pneumoniae
Lactobacillus acidophilus
Moraxella catarrhalis
Mycoplasma genitalium
Mycoplasma hominis
Neisseria elongata
Neisseria gonorrhoeae
Neisseria meningitidis
Pseudomonas aeruginosa
Serratia marcescens
Staphylococcus aureus
Staphylococcus epidermidis
Stenotrophomonas maltophilia
Streptococcus agalactiae
Streptococcus pneumoniae
Streptococcus pyogenes
Streptococcus salivarus

LinTomeranosupyc

Bupyc OnwreitHa—Bbapp

Buipyc npocToro reprneca nepsoro tuna
Buipyc npocTtoro reprneca BToporo Tuna
Bupyc kopu

Bupyc anugemuyeckoro napotuta
Aspergillus fumigatus

Candida albicans

Cryptococcus neoformans

[1ns Bcex naToreHoB, BKMOYEHHbIX B aHanu3, obin nony4yeH OTpMLI,aTeﬂbeIIZ pes3ynbTar, npu

3TOM HU OOWMH MUKPOOPraHvW3M, aHanuaupyeMblid ¢ ucnonb3oBaHuem naHenu QlAstat-Dx

Respiratory SARS-CoV-2 Panel, He npoaemMoHCTpypoBan nNepekpecTHON peakTUBHOCTU

(nckntoyeHne coctaeuna Bordetella holmesii — cM. MHpopmauuio Bbiwe).
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[ns Bcex AnsaniHOB npanMepoB/30HAOB, BKMoUeHHbIX B QlAstat-Dx Respiratory SARS-CoV-2
Panel, 6bin npoBeaeH BUPTyarbHbIA aHanm3, NoaTBEPAMBLLNIA CrieLMUYHOCTL amnnudukaumm

1 0BHapyXeHWs LeneBbIX MUKPOOPraH13MoB 6e3 NepekpecTHOro pearmpoBaHust.

MpumeHnTenbHO K LenesoMy wtammy SARS-CoV-2 6bino npoaHannanpoBaHo in vitro nvib
orpaHu4eHHoe 4mcno mukpoopraHnamos (Haemophilus influenzae, Streptococcus pyogenes,
Chlamydophila pneumoniae, Streptococcus pneumoniae, Mycobacterium tuberculosis,
kopoHasupyc EBPC (MERS), kopoHasupyc TOPC (SARS)). NepeKkpecTHON peakTMBHOCTU
npu aHanmae Kak in silico, Tak 1 in vitro, ¢ NPUMEHEHNEM KaknX-TIMBO KIMMHUYECKN 3HAUYMMbIX
naTtoreHoB  (KOMOHW3MPYIOLUX  BEPXHWE  ObIXaTenbHble MNyTM WM Bbi3blBAOLLMX
pecnupaTopHble CUMMTOMbI), @ TakKe TUMUYHBLIX NpeacTaBUTENEN MUKPOMIOPbI KOXW WUIn
nabopaTtopHbIX 3arpsa3HUTenen NnMbo M1KPOOpPraHN3MoB, He Habnganock.

MHKNO3MBHOCTL (aHanuMTu4eckass peakTMBHOCTb)*

Llenb npoBeeHHOTo WCCreaoBaHUsl MHKIIO3UBHOCTU: aHanvM3 TOYHOCTM onpeneneHust
METOOOM psiga LTaMMOB, MPEACTaBNsIOWMX FeHeTu4eckoe pasHoobpasve Kaxzaoro
LieNneBoro MUKpOOpPraHuama, MpUCYTCTBYIOLLEro Ha PecnMpaToOpHOM MaHenu («WTaMMOB
MHKIIO3MBHOCTUY»). B nccnenoBaHue Gbinu BKMIOYEHb! WTAMMbI MHKIO3VBHOCTM AN BCEX
aHanuToB, SBNSOWMECS NPEACcTaBUTENSMU BUOOB/TUMOB Pa3fUYHbIX MUKPOOPraHW3MOB
(HanpuMep, AnanasoH LWTaMMOB BMpyca rpunna A, BbiAeNeHHbIX B pasHbiX reorpaduyeckmnx
pervoHax W B pasHble KaneHgapHble rogdbl). B Tabn. 9 (Ha cnepyiowei cTpaHuue)
npeacTaBneH nepeyvyeHb PecnupaTopHbiX MaTOreHOB, aHanuMavpyembix B OaHHOM

nccnegoBaHun.

* He npumeHumo k uenesomy wrammy SARS-CoV-2 B CBSi3n C NPUCYTCTBMEM OAHOIO LUTaMMa Ha MOMEHT UCCREAOoBaHNS.
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Ta6bnuua 9. I'Iepequb naToreHoB, UCNOJIb3yeMbIX OANA OLUEeHKU aHanuTnyeckomn peakTUBHOCTU

AlcrHoHbi0-Mopk/03/2009
H1N1/Hoto-Mopk/02/09
B/Buprutns/ATCC5/2012

MatoreH MoaTtun/Cepotun Lramm UcTouHUuK
A/PR/8/34 ATCC VR-1469
HIN1 A/Hbto-[xepcwn/8/76 ATCC VR-897
A/BpucbeH/59/07 ZeptoMetrix 0810244CFHI
A/HoBas KanenoHus/20/99 ZeptoMetrix 0810036CFHI
A/BupruHna/ATCC6/2012 ATCC VR-1811
A/BuckoHcuH/67/2005 ZeptoMetrix 0810252CFHI
Bupyc rpunna A H3N2 Al/lopT-Yanmepc/1/73 ATCC VR-810
A/Buktopusi/3/75 ATCC VR-822
A/BpucbeH/10/07 ZeptoMetrix NATRVP-IDI
A/Buprunna/ATCC2/2009 ATCC VR-1737
A/BupruHna/ATCC3/2009 ATCC VR-1738
H1N1 (nangemuyeckuin) A/BupruHns/ATCC1/2009 ATCC VR-1736

ZeptoMetrix 0810249CFHI
ZeptoMetrix NATRVP-IDI
ATCC VR-1807

B/FL/04/06 ATCC VR-1804
B/TaiBaHb/2/62 ATCC VR-295
Bupyc rpunna B HepoctyneH
B/Manama/45/90 ZeptoMetrix NATFLUB-ERCM
B/®nopwaal/02/06 ZeptoMetrix 810037CFHI
B/MapuneHa/1/59 ATCC VR-296
HepocTyneH ATCC VR-740
KopoHaBupyc 229E  HepoctyneH
HepocTyneH ZeptoMetrix NATRVP-IDI
HepoctyneH ATCC-1558
KopoHaBupyc OC43 HepoctyneH HepoctyneH ZeptoMetrix 0810024CFHI
HepocTyneH ZeptoMetrix NATRVP-IDI
HepocTyneH ZeptoMetrix 0810228CFHI
KoponaBupyc NL63 HepoctyneH
HepocTyneH ZeptoMetrix NATRVP-IDI
KopoHaBupyc HKU1 HepoctyneH HepocTyneH ZeptoMetrix NATRVP-IDI

(CM. npopomkeHue Ha cneaytolleit cTpaHuLe)
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(MpoponxeHne Tabn. 9)

MatoreH MoaTtun/Cepotun Lramm UcTouHUuK
C35 ATCC VR-94
Bupyc naparpunna 1 HepoctyneH H/n ZeptoMetrix NATPARA1-ST
H/n ZeptoMetrix NATRVP-IDI
Greer ATCC VR-92
Bupyc naparpunna 2 HepgoctyneH HepoctyneH ZeptoMetrix 0810015CFHI
HepocTyneH ZeptoMetrix NATRVP-IDI
C 243 ATCC VR-93
Bupyc naparpunna 3 HepoctyneH HepocTyneH ZeptoMetrix NATPARA3-ST
HepocTyneH ZeptoMetrix NATRVP-IDI
A M-25 ATCC VR-1378
Bupyc naparpunna 4 b CH 19503 ATCC VR-1377
HepocTyneH ZeptoMetrix NATRVP-IDI
A2 ATCC VR-1540
RSV A HepoctyneH Long ATCC VR-26
HepocTyneH ZeptoMetrix NATRVP-IDI
9320 ATCC VR-955
18537 ATCC VR-1580
RSV S WV/14617/85 ATCC VR-1400
HepocTyneH ZeptoMetrix NATRSVB-ST
Bl Mepy2-2002 ZeptoMetrix 0810156CFHI
Bl 1A18-2003 ZeptoMetrix 0810162CFH
B1 Mepy3-2003 ZeptoMetrix 0810158CFHI
MeranHesmosmpyc B2 Mepy6-2003 ZeptoMetrix 0810159CFHI
"enoseka B2 Mepy1-2002 ZeptoMetrix 0810157CFHI
Al hMPV-16, IA10-2003 ZeptoMetrix 0810161CFHI
Al 1A3-2002 ZeptoMetrix 0810160CFHI
A2 1A14-2003 ZeptoMetrix 0810163CFH
(CM. npoagomxeHue Ha criegylollen cTpaHuue)
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(MpoponxeHne Tabn. 9)

MatoreH MoaTtun/Cepotun Lramm UcTouHUuK

B21 AV-1645 [128] ATCC VR-256

B7 Gomen ATCC VR-7
ApeHoBupyc B

B3 GB ATCC VR-3

B3 HepocTyneH ZeptoMetrix NATADV3-ST

C1 Adenoid 71 ATCC VR-1

Cc2 HepocTyneH ATCC VR-846
ApeHoBupyc C

C5 Adenoid 75 ATCC VR-5

C6 HepoctyneH ATCC VR-6
ApeHoBupyc E E4 RI-67 ATCC VR-1572

HepoctyneH ZeptoMetrix 0601178NTS
BokaBupyc HepoctyneH
HepoctyneH ZeptoMetrix MB-004

OHTepoBupyc A EV-A71 EV-A71 ZeptoMetrix 0810236CFHI

E-11 Gregory ATCC VR-41

E-30 Bastianni ATCC VR-1660

CV-A9 Griggs ATCC VR-1311

CV-B1 Conn-5 ATCC VR-28
AHTepoBupyc B

CV-B2 Oraro-1 ATCC VR-29

CV-B3 Nancy ATCC VR-30

E-17 CHHE-29 ATCC VR-47

Hepoctynen Oxosupyc 6 (D-1 (Cox)) ATCC VR-241
SHTepoBupyc C CV-A21 Kuykendall [V-024-001-012] ATCC VR-850

D68 US/IL/14-18952 ATCC VR-1824
AHTeposupyc D

EV-D68 US/MO/14-18947 ATCC VR-1823

(CM. npoagomxeHue Ha criegylollen cTpaHuue)
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(MpoponxeHne Tabn. 9)

18323 [NCTC 10739]

MatoreH MoaTtun/Cepotun Lramm UcTouHUuK
Al HepocTyneH ZeptoMetrix NATRVP-IDI
1A HepocTyneH ATCC VR-1559
A2 HGP ATCC VR-482
PuHoBupyc A
Al6 11757 ATCC VR-283
HRV-1B B632 ATCC VR-1645
HRV-A39 209 ATCC VR-340
PuHoBupyc B B14 1059 ATCC VR-284
1 Pl 1428 ATCC 29085
Hepoctynen M129 ZeptoMetrix
NATMPN(M129)-ERCM
M. pneumoniae
HepoctyneH M129-B7 ATCC 29342
HepoctyneH LLramm FH areHta UTtoHa ATCC 15531
[NCTC 10119]
CA1l ATCC 700711
Legionella pneumophila, ATCC 43703
noasua,
L. pneumophila HenocTynex Pneumophila/169-MN-H
HepoctyneH ZeptoMetrix 0601645NTS
Moaeug Pneumophila/ ATCC 33152
Philadelphia-1
1028 ATCC BAA-2707
B. pertussis HepoctyneH A639 ZeptoMetrix NATRVP-IDI

ATCC 9797

[ns BCex BKMOYEHHbIX B aHanmM3 NaToOreHoB B ncenegyemblxX KOHUEHTpaunax Oblnn

nony4YeHbl NONIOXUTENbHbIE pe3yribTaTbl.
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CoueTaHHble MHdEKUNN

Bbino npoBefeHo nccnefoBaHe coveTaHHbIX MHAEKLUIA C Lienblo NPOBEPKN BO3MOXHOCTU
obHapyxeHus Heckonbkux aHanutoB QlAstat-Dx Respiratory SARS-CoV-2 Panel,

NpUCYTCTBYIOLMX B 0gHOM npobe B BMAE Ma3ka 13 HOCOrMOTKM.

BbICOKME 1 H13KME KOHLEHTPaLMM PasnnyHbIX MUKPOOPraHN3MOB COYETaNn1Ch B O4HOW Npobe.
Mon6op MUKPOOPraHM3mMoB  OCYLLEeCTBASANCA ucxoast u3 UX  3HAYMMOCTW,
pacnpocTpaHeHHOCTH, a Takke C y4eToM KoHCTpykumn QlAstat-Dx Respiratory SARS-CoV-2

Panel Cartridge (pacnpegeneHns o6beKTOB aHanM3a no peakunoHHbIM Kamepam).

AHanuTbl BBOAWMUCHL B CMOAENMPOBaHHY0 MaTpuuy Npob NPS (kynbTMBMPOBaHHbIE KNeTKn
yenoseka B UTM) B Bbicokmx (B 50 pas npeBbiwatowimx koHueHTpaumio MO) u HU3kux
(B 5 pa3 npeBblwatowmx KoHueHTpaumio [10) KOoHUeHTpauuax W uccnegoBanucb B
pasnuyHblx coyeTaHusax. B Tabn. 10 npeactaBneHbl KOMOUHALMN COYETaHHbIX UHAEKLNIA,

aHanusnpyemblx B JaHHOM UCCliegoBaHUN.

Ta6nuua 10. NepeyeHb aHaNM3UpyeMbIX KOMOUHALMIA COYeTaHHbIX MHMEKUUn

MaToreHsbl Wramm KoHueHTpauusa
Bupyc rpunna A/H3N2 A/Buprnnuna/ATCC6/2012 50x MO
ApeHoBupyc C5 Adenoid 75 5x MO
Bupyc rpunna A/H3N2 A/Buprununs/ATCC6/2012 5x MO
ApeHoBupyc C5 Adenoid 75 50x NO
Bupyc naparpunna 3 C243 50x MO
Bupyc rpunna A/H1N1/2009 Helo-Mopk/03/09 5x MO
Bupyc naparpunna 3 C243 5x MO
Bupyc rpunna A/H1N1/2009 Hito-Mopk/03/09 50x MO
PecnupaTopHoO-CUHUUTHUANbHbIN BUPYC A A2 50x MO
Bupyc rpunna B B/FL/04/06 5x MO
PecnupaTtopHo-CMHLUMUTHUaNbHbINA BUPYC A A2 5x MO
Bupyc rpunna B B/FL/04/06 50x MO
ApeHoBupyc C5 Adenoid 75 50x MO
PuHoBupyc B, Tun HRV-B14 1059 5x MO
ApeHoBupyc C5 Adenoid 75 5x MO
PuHoBupyc B, Tun HRV-B14 1059 50x NO

(CM. npoagomxeHue Ha criegylollen cTpaHuue)
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(MpopomxeHune Tabn. 10)

MaToreHsb! Wramm KoHueHTpauusa
PecnupaTopHo-CUHUUTHUANbHbIN BUPYC A A2 50x MO
PuHosupyc B, Tun HRV-B14 1059 5x MO
PecnupaTtopHoO-CUHUMTHANbHbIN BUPYC A A2 5x MO
PuHoBupyc B, Tun HRV-B14 1059 50x NO
PecnupaTtopHo-cMHUMUTHUanNbHbIN BUpYyC B 9320 50x MO
BokaBupyc HepoctyneH 5x MO
PecnupaTtopHo-CUHUUTHUaNbHbIN BUpyc B 9320 5x MO
BokaBupyc HepoctyneH 50x MO
KopoHaBupyc OC43 HepoctyneH 50x MO
PuHosupyc B, Tun HRV-B14 1059 5x MO
KoponaBupyc OC43 HepoctyneH 5x MO
PuHoBupyc B, Tun HRV-B14 1059 50x MO
MeTanHeBMOBMpYC Yenoseka B2 Mepy6-2003 50x MO
Bupyc naparpunna 1 C-35 5x MO
MeTtanHeBMOBMpYC Yenoseka B2 Mepy6-2003 5x MO
Bupyc naparpunna 1 C-35 50x NO
KopoHaBupyc 229E HepoctyneH 50x MO
PecnupaTopHo-CUHUUTHUANbHbIN BUPYC A A2 5x MO
KopoHaBupyc 229E HepoctyneH 5x MO
PecnupaTtopHo-CMHUMUTHUaNbHbINA BUpPYC A A2 50x MO
PecnupaTtopHo-CUHUUTHUaNbHbIN BUpYyc B 9320 50x MO
KoponaBupyc NL63 HepoctyneH 5x MO
PecnupaTtopHo-cMHUMUTHUaNbHbIV BUpYyC B 9320 5x MO
KopoHasupyc NL63 Hepoctynen 50x NO

[ns Bcex coyeTaHHbIX MHdI)eKLI,I/IIZ, B OTHOLLEHUN KOTOPbIX npoBoAUIICA aHalus, Obin
nony4yeH NOSTOXUTENBHbIN pe3ynbTat NPUMEHUTENTIbHO K COYeTaHUAM OBYyX NaTOreHoB B
HU3KNX N BbICOKMUX KOHLEHTpauunax. BnusiHua Ha pes3ynbTaTbl aHann3a He Ha6J'IIO,ElaﬂOCb B

CBSI3M C NMPUCYTCTBMEM COMYTCTBYIOLLMX MH(EKLUIM.
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WHTepepupytowme BellecTea

B aToM nccnegoBaHum oueHMBanoch BrvsiHWE NoTeHUManbsHO MHTepdepunpyoLLmnx BeLLecTs
Ha kayecTBO paboTbl QlAstat-Dx Respiratory Panel. K nHtepdepupytolmm oTHoCATCA Kak
3HAOreHHble, TaK N 9K30reHHble BeLeCcTBa, KOTOpble B HOPME MPUCYTCTBYIOT B HOCOIMMOTKe

unu moryT nonacTb B 06pasubl NPS npu c6ope obpasua, COOTBETCTBEHHO.

Ona aHanuM3a Ha uWHTepdepupylomMe BellecTBa Mcronb3oBanacb BblGopka npob,
OXBaTbIBatoLLlasi BCe pecnmpaTopHbIe NaToreHbl, BKIMOYEHHbIE B NaHenb. HTepdepupytoLme
BellecTBa BHOCUNUCbL B OTOOpaHHble NpoObl B KOHLUEHTPaLUSAX, 3aBeAOMO NpPeBbILIALLIMX
BEPOSATHYIO KOHLEHTPALMIO B MCXOQHOM MaTepuarie maska M3 Hocornotkn. OTobpaHHble
npobbl — Kak ¢ AoGaBneHneM NoTeHUMansHoro MHrMbuTopa, Tak 1 6e3 Hero — nogsepranuch
aHanusy C Uenbl MPsiMOro CpaBHEHUS KOHKPEeTHbIX npob6. Kpome Toro, moteHuuanbHble

MHMMBUTOPLI 406aBNANNCL B OTpULI@TENbHbIE NO NaTtoreHam npoobbl.

Hn gna opgHoro u3 ncecnegyembix BelwecTtB He ObINO BLISIBIIEHO WUHTepdepeHLmn ¢

BHYTPEHHUM KOHTpOJ1IeM 1N natoreHamMmn, BHeCeHHbIMN B KOM6VIHVIpOBaHHyI'O Flp06y.

B tabn.11, 12 n 13 (HMxe W Ha cnegywllen CTpaHuue) npeacTaBleHbl 3HaYeHUs
KOHLIEHTpaumn mnHTepdepupyowmx BeLecTs, KoTopble uccrnegosanuck ans QlAstat-Dx
Respiratory Panel.

Ta6bnuua 11. Uccneayembie 3HAOreHHbIe BewecTBa

BewectBO KoHueHTpauusa
leHomHas [AHK yenoseka 50 Hr/MKn
LlenbHas kpoBb YenoBeka 10 % olo
MyuwmH yenoseka 0,5 % olo
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Ta6bnuua 12. Uccneayembie KOHKYpPUPYHOLLME MUKPOOPraHU3Mbl

MukpoopraHuam (MCTOUYHMK)

Staphylococcus aureus

(ATCC CRM-6538)

Streptococcus pneumoniae

(ATCC 6303)

Haemophilus influenzae

(ATCC 49766)

Candida albicans

(ATCC CRM-10231)

Bupyc npocToro reprneca nepsoro Tuna

(ATCC VR-1789)

Lintomeranosupyc yenoseka
(ATCC NATCMV-0005)

KoHueHTpauusa

1,70E+08 KOE/mn

1,25E+07 KOE/mn

6,20E+08 KOE/mn

1,00E+06 KOE/mn

1,60E+07 LiMOso/Mn

2,0E+04 LNOso/mn

Ta6bnuua 13. Uccneayembie 3K30reHHble BellecTBa

BewectBO KoHueHTpauusa
Utabon® 10 % olo
HasanbHbIl cnpeli (TpoTMBO3acToNHOE CpeCcTBO)
Rhinomer® 10 % olo
HasanbHbIli cnpeli (pacTBOpbl CONEHOM BOAbI)
TobpamuumH 6 mr/mn
MynupoumnH 2,5 % m/o
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CnepoBow nepeHoc

WccneposaHne nepeHoca NpPOBOAUMOCH C  LEMbH  OLUEHKM puUcka MNepeKkpecTHOro
3arpsisHeHUst Mexay cnegylowymy Apyr 3a ApYrom LMKnamu aHanuaa npy ucnonb3oBaHum
QlAstat-Dx Respiratory SARS-CoV-2 Panel Ha QlAstat-Dx Analyzer 1.0.

Ha ogHom n Tom xe QlAstat-Dx Analyzer 1.0 npoBoguncsa aHanma npob cMogenupoBaHHOW

maTtpuubl NPS, ¢ YepegoBaHMeM BbICOKOMOMOXUTENbHBIX U OTpULaTENbHbLIX NPO6.

Oddekt nepeHoca wmaTepuana oT npegbigywimx npob Ha QlAstat-Dx Respiratory
SARS-CoV-2 Panel He Habntopancs.

BocnpowussogmMmocTb

C uenblo gokasaTenbCTBa BOCMPOM3BOAMMOCTU pPe3ynbTaToB, NOMy4YaeMbiX C MOMOLLbHO
QIlAstat-Dx Respiratory Panel Ha QlAstat-Dx Analyzer 1.0, npoBoguncsa aHanva cneuyanbHO
nopgobpaHHbIX NPob, cogepXKalumx aHanuTbl B HU3KMX KoHUeHTpaumsax (3x MO n 1x MNO), a
Tawke oTpuuatenbHbix npob. MNpobbl uccnegoBanuce B NapanmernbHbIX aHanusax ¢
ncnonb3oBaHneM pasHbix napTun QlAstat-Dx Respiratory Panel Cartridges. AHanu3bl Takke

BbINOMHANMCHL Ha pa3Hbix QlAstat-Dx Analyzers 1.0 pa3HbiMu onepaTopamu B pa3Hble LHU.

MccnegoBaHnss BOCNPOM3BOAMMOCTM WM MOBTOPSIEMOCTW OKasblBalOT BO3OeNCTBME Ha
ueneso wrtamm SARS-CoV-2 Takum >xe obpasom, kak W Ha [pyrue uenesble
MUKpPOOpraHuambl, NpoBepeHHbIe B TecT-cucteme QlAstat-Dx Respiratory Panel.

Tabnuua 14. Cnmucok pecnMpaTopHbIX NaTOreHoB, UCCEeA0BaBLLMXCSA C Lenbio NPOBepKU BOCNPOU3BOAUMOCTH
pe3ynbTaTtoB

MaroreH LWramm

Bwupyc rpunna A H1 A/Hbto-[xepcun/8/76

Bupyc rpunna A H3 A/Buprunns/ATCC6/2012
Bupyc rpunna A H1IN1 pdm AlcBuHolHbI0-Mopk/03/2009
Bupyc rpunna B B/FL/04/06

KopoHasupyc 229E HepoctyneH

KopoHasupyc OC43 Hepoctynen

Koponasupyc NL63 HepoctyneH

(CM. npoagomxeHue Ha criegylollen cTpaHuue)
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(MpopomxeHune Tabn. 14)

MatoreH

Koponasupyc HKU1
Bupyc naparpunna 1
Bupyc naparpvnna 2
Bupyc naparpunna 3
Bupyc naparpunna 4a
PuHoBwupyc
OHTepoBupyc
AneHosupyc

RSV B

hMPV

Bokasupyc

Mycoplasma pneumoniae
Chlamydophila pneumoniae
Legionella pneumophila

Bordetella pertussis

LWramm

HepoctyneH

C35
Greer
C 243
M-25
Al6

JUS/IL/14-18952 (aHTepoBupyc D68)

RI-67 (apeHoBupyc E4)

9320

Mepy6-2003 (Tvn B2)

KnuHuuyeckas npoba

M129-B7 (tvn 1)

TW183
CAl1
1028

Ta6bnuua 15. Kpatkue cBeaeHusi 0 nokasaTensax CoBnageHus rno nonoxuTenbHbiM/oTpuuaTenbHbIM

pe3ynbTaTtam, Nony4eHHbIX NPU NpoBepKe BOCNPOU3IBOAUMOCTU

% coBnageHus ¢

Oxupaembin Mokasarenb oXugaembim
KoHueHTpauums MaToreH pesynbTar o6HapyXeHuss pe3ynbTaTom
Bupyc rpunna A H1* MonoxwutenbHbii  20/20 100 %
Koporasupyc HKU1 MonoxwuTtenbHbii  20/20 100 %
Mo PIV-2 MonoxwuteneHbit ~ 20/20 100 %
RSVB MonoxwuTtenbHbin ~ 20/20 100 %
Bupyc rpunna A H1* MonoxwutenbHbii  20/20 100 %
Koporasupyc HKU1 MonoxwutenbHbii  19/20 95 %
no PIV-2 MonoxwuTtenbHbin ~ 19/20 95 %
RSVB MonoxwuTtenbHbin ~ 20/20 100 %

*

MokasaTens oBGHapyXeHWUsi OTHOCUTCS kK 06OMM aHanuTam, Bupycam rpunna A n H1.

(Cm. npopomxeHue Ha cneaytolleil cTpaHuLe)
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(MpopomxeHune Tabn. 15)

% coBnageHus c

Oxunpaembin MNokasartenb oXupaeMbim
KoHueHTpauus MaroreH pesynbTar oGHapyXeHUsA pe3ynbTaToM
Bupyc rpunna A H1* OTpuuatenbHbin - 80/80 100 %
. Koponaeupyc HKU1 OtpuuatenbHbin  80/80 100 %
OTpuuaTenbHbINA N
PIV-2 OtpuuatenbHbin - 80/80 100 %
RSVB OTpuuatenbHbin - 80/80 100 %
3x nNo Bokasunpyc MonoxutenbHbii  20/20 100 %
1x MO BokaBvpyc MonoxutenbHbii  20/20 100 %
OTpuuatenbHbin  BokaBupyc OTtpuuatenbHbin -~ 80/80 100 %
3xMno Bwupyc rpunna B MonoxwurtenbHbii  20/20 100 %
KoponaBupyc 229E MonoxwutenbHbii  20/20 100 %
PIV-4a MonoxutenbHbii  20/20 100 %
OHTeposupyc D68 MonoxwurtenbHbii ~ 20/20 100 %
hMPV B2 MonoxutenbHbii ~ 20/20 100 %
B. pertussis MonoxwutenbHbii  20/20 100 %
Bupyc rpunna B MonoxwutenbHbii ~ 19/20 95 %
KopoHasupyc 229E MonoxwutensHbii  20/20 100 %
1x No PIV-4a MonoxwutenbHbii ~ 20/20 100 %
X
OHTeposupyc D68 MonoxwutenbHbii ~ 19/20 95 %
hMPV B2 MonoxwurtenbHbii ~ 19/20 95 %
B. pertussis MonoxwutenbHbii ~ 20/20 100 %
Bupyc rpunna B OTpuuatenbHbin -~ 80/80 100 %
KopoHaBupyc 229E OtpuuatenbHbin -~ 80/80 100 %
PIV-4a OtpuuatenbHbin - 80/80 100 %
OTpuuaTenbHbIA
OHTeposupyc D68 OTpuuatenbHbin - 80/80 100 %
hMPV B2 OtpuuatenbHbin  80/80 100 %
B. pertussis OtpuuatenbHbin - 80/80 100 %

* [Noka3aTtenb o6HapyxeHusi OTHOCUTCSA k 06oMm aHanuTam, Bupycam rpunna A n H1.

(CM. npoagomkeHue Ha criegylollen cTpaHuue)
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(MpopomxeHune Tabn. 15)

% coBnageHus c

Oxunpaembin Mokasarenb oXuaaeMbim
KoHueHTpauusa MNaroreH pesynbTar OGHapyXeHUs pe3ynbTaToMm
Bupyc rpunna HIN1 (pdm)"  MonoxutensHbii 20/20 100 %
KoponaBupyc OC43 MonoxutenbHbIN 20/20 100 %
3xNo PIV-3 MonoxutenbHbIn 20/20 100 %
PuHoBupyc A16 MonoxutenbHbIN 20/20 100 %
M. pneumoniae MonoxuTtenbHbIN 20/20 100 %
Bupyc rpunna H1IN1 (pdm)t  MonoxutenbHbiin 20/20 100 %
Koponasupyc OC43 MonoxutenbHbIn 20/20 100 %
1x NO PIV-3 MonoxutenbHbIN 20/20 100 %
PuHoBupyc A16 MonoxutenbHbIN 20/20 100 %
M. pneumoniae MonoxutenbHbIN 20/20 100 %
Bupyc rpunna HIN1 (pdm)"  OTpuuatensHbii 80/80 100 %
KopoHasupyc OC43 OTpuuatenbHbIi 80/80 100 %
OTpuuartenbHbin  PIV-3 OTpuvuaTenbHbIn 80/80 100 %
PuHosupyc A16 OTpuvuatenbHbIi 80/80 100 %
M. pneumoniae OTpuvuatenbHbIn 80/80 100 %
Bupyc rpunna A H3* [onoXxuTensbHbIn 20/20 100 %
Koponasupyc NL63 [onoXxuTensbHbIn 20/20 100 %
3x MNo PIV-1 MonoxutenbHbIN 20/20 100 %
Apexosupyc E4 MonoxutenbHbIn 20/20 100 %
L. pneumophila MonoxutenbHbIn 20/20 100 %
Bupyc rpunna A H3* [onoxutensHbIn 19/20 95 %
Koponasupyc NL63 [onoxutensHbIn 20/20 100 %
1x NO PIV-1 MonoxutenbHbIn 20/20 100 %
Apexosupyc E4 MonoxutenbHbIn 20/20 100 %
L. pneumophila MonoxutenbHbIN 20/20 100 %
Bupyc rpunna A H3* OTpuuaTenbHbIn 80/80 100 %
Koponaswupyc NL63 OTpuuaTenbHbIn 80/80 100 %
OTpuuarenbHbin  PIV-1 OTpuuaTenbHbIn 80/80 100 %
ApeHosupyc E4 OTpuuaTenbHbIn 80/80 100 %
L. pneumophila OTpuuatenbHbin 80/80 100 %

o

MokazaTenb o6HapyxeHWs OTHocUTCSt K 060MM aHanuTam, Bupycam rpunna A n H1/naHgemmyeckui.
MokasaTenb obHapyxeHWst oTHocUTCst kK 06ouM aHanuTam, Bupycam rpunna A n H3.
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Oxvpaembli pesynbTaT Obll nonyyeH Ans Bcex wuccnegyemblx npob (coBnageHue
95-100 %), 4TO CcBMAETENbLCTBYEeT O BOCMPOWM3BOAMMOCTU pesynbTaToB, MOflyYaemblX C
nomolubio QlAstat-Dx Respiratory Panel.

lMpoBepka Ha BocCMpou3BOAUMOCTb nokasana, 4to QIAstat-Dx Respiratory Panel,
paboTatowiasn Ha QlAstat-Dx Analyzer 1.0 xapakTepu3yeTcs BbICOKOW BOCNPON3BOAMMOCTbLIO
pes3ynbTaToB aHanusa npv aHanuse ogHVX 1 TexX e Npob B HECKOMNbKUX LMKNaXx, B pasHble
OHW 1 pasHbIMK onepatopamMu € ucnonb3oBaHneM pasHbix QlAstat-Dx Analyzers 1.0 n
Heckonbkunx naptuii QlAstat-Dx Respiratory Panel Cartridges.

CrabunbHocTb Npob

WccnepnoBaHne cTabrnbHOCTM MPOBOAMIOCH C LIENbio aHanM3a yCrnoBuii XpaHeHWs KIMHUYECKUX
npob, noanexawmx aHanu3y ¢ nomowbio QlAstat-Dx Respiratory SARS-CoV-2 Panel. B
cMoaenupoBaHHyto matpuuy npo6 NPS (kynbTvBUpoBaHHbIE KreTku Yenoseka B Copan UTM)
BHOCMIICA MaTtepuan KynbTypbl BUPYCa Un BakTepum B HA3KOW KOHLeHTpaumn (Hanp., 3x MO).

C uenbto NpoBepky NPobbl XPaHWUNUCL B CEAYIOLLMX YCIOBUSIX:

® ot 15 go 25 °C B TeyeHue 4 yacos,
® 012 o 8 °C B TeueHue 3 cyToK,
® o071 -15 go —25 °C B TeyeHue 30 cyToK,

® o170 g0 -80 °C B TeyeHue 30 cyToOK.

Bce natoreHbl ycrneLwHo oGHapyXuBanuick nNpy XxpaHeHun npoG npy pasHbIX TemnepaTypax
M B TeyeHMe pasHbiX MEepUOAOB BPEMEHW, YTO CBUAETENbCTBYeT O COXpaHeHuu

CcTabunbHOCTH r|p06 B YKa3aHHbIX YCITOBUAX XpaHEHUA B YKa3aHHbIE CPOKW.

WcecnepgoBaHuin ctabunbHocTv Npob otaensHo ans wramma SARS-CoV-2 He npoBoauvnv.
OpHako aHanma ctabunbHOCT 06pasLoB NPOBOAUNN C MPUMEHEHNEM KOpOHaBupyca 229E,
HKU1, OC43 1 NL63, natoreHoB ogHoro noacemMencTea. B cBa3n ¢ xpaHeHnem npob nepen
aHanM3oM B YCIMOBWSX, YKasaHHbIX Bbille, BNUSHUS Ha paboyne XapaKTepucTUKUM He

Habnioganocs.
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[MpunoxxeHna

MpunoxeHne A: YcTaHoBKa danna onpegeneHunst TeCT-CUCTEMbI

daiin onpegenenuss Tect-cuctembl Ans QlAstat-Dx Respiratory SARS-CoV-2 Panel
Heobxoaumo yctaHoBUTb Ha QIAstat-Dx Analyzer 1.0 go npoBefeHuss aHanus3a cC
ucnonb3oBaHneMm kapTpumaken QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge.

Mpumeyanue. Mpu kaxxgom BbiNnycke HOBOWM Bepcun TecT-cucteMbl QlAstat-Dx Respiratory
SARS-CoV-2 Panel HeobxoanMo ycTaHaBnmBaTh HOBbIN chaiin onpeaeneHns TeCT-CUCTeMbI
ansa QlAstat-Dx Respiratory SARS-CoV-2 Panel go nposefeHus aHanmsa.

Mpumeyanue. Ckayatb pannbl onpefeneHns TecT-CUCTEMbI MOXHO Ha Beb-canTe
www.qiagen.com. [o ycrtaHoBks Ha QIlAstat-Dx Analyzer 1.0 dcann onpegenexHus
TecT-cuctembl (Tun cpanna .asy) Heobxogumo coxpaHutb Ha USB-Hakonutene. USB-

HakonuTesnb OOMKeH ObITb 0ThopMaTUpoBaH ans gannoson cuctemol FAT32.

[na umnopTta AaHHbIX HOBLIX TecT-cuctem ¢ USB-HakonuTens Ha QlAstat-Dx Analyzer 1.0

HeoGX0AMMO BhIMOMHATL Crieaytolme AencTBus:

1. BcrtaBbTe USB-HakonuTenb ¢ dpannom onpeaeneHnsi TeCT-CMCTeMbl B OAWH U3
USB-noptoB Ha QlAstat-Dx Analyzer 1.0.

2. HaxmuTte kHonky Options (Onuun) n BeibepuTe NnyHKT Assay Management
(YnpaBeneHue TecT-cuctemamu). B obnactv cogepxmmoro Ha gucnnee otobpasutcs
akpaH «Assay Management» (Ynpasnexue tecT-cuctemamm) (puc. 36, cnegyrowias

cTpaHuua).
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administrator

—| Available

AVAILABLE ASSAYS

RP SARS-CoV-2 >

E— Import

Assay MGMT

RP SARS-CoV-2

Assay Active :B

04053228038849

QlAstat-Dx® Respirat..

1.0
LIS assay name >

5

[E] save

cancel

g

11338 20200311

Run Test

View
Results

©

Options

®

Log Out

Puc. 36. dkpaH «Assay Management» (YnpaBneHue TecT-cuctemamm).

Haxxmute Ha nuktorpammy Import (MMnopT) B HKHEM NEBOM YrNy dKpaHa.

USB-Hakonutens.

5. OTOGpasuTcs AnanoroBoe OKHO NOATBEPXKAEHUS 3arpy3ku dparna.

6. MoxeTt OT06pa3VITbCF| [ManoroBoe OKHO NOATBEPXKAEHUSA 3aMeHbl TEKYLLEN BEpPCUM

HoBOW. HaxxmuTte yes (ga), 4ToObl MPON3BECTU 3aMEHY.

BbibepuTte cooTBETCTBYIOLWMIA TECT-CUCTEME (halin, KOTOPbIN HY>XXHO MMNOPTMPOBaTL C

7. [Onsa akTuBauum TecT-cucTeMbl HEOGX0AMMO BbIGPaTb MyHKT Assay Active (TecT-cuctema

akTmBHa) (puc. 37).

adeministrator

] Available

AVAILABLE ASSAYS

RP SARS-CoV-2 >

E- Import

Assay MGMT

RP SARS-CoV-2
Assay Active €L
04053228038849
QlAstat-Dx® Respirat.

1.0

LIS assay name >

E Save

() cancel

11:38 2020-03-11

Run Test

©

View
Results

©

Options

)

Log Out

Puc. 37. AKTuBMpOBaHUE TECT-CUCTEMBI.
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8.

YT106bl Ha3HAYMTb aKTUBHYIO TECT-CUCTEMY NOSMbL30BATENIO, HAXXMUTE Ha KHOMKY
Options (Onuun), a 3ateMm — Ha kHonky User Management (YnpaBneHue TecT-
cuctemamu). BelbepuTte nonb3oBatens, KOTOPOMy Heob6XxoAUMO AaTh paspeLleHne Ha
paboTy ¢ TecT-cuctemoin. 3atem Bblbepute Assign Assays (HasHaunTb TecT-
cuctemsl) B obnactu «User Options» (Onuun Ansa nons3osartenen). AKTMBUPYNTe
Assay (TecT-cuctemy) n Haxmute kHornky Save (CoxpaHuTsb) (puc. 38).

sdmnatratar Lot MGAET 0926 20154340

i (>

Run Test
USER USER OFTIONS ASSAYS

sdminigtrator -] RP SARS-Co &

labuger b e

View
technician > Results

User Active - § @

Assign user profile 2 Qptions

Assign Assays >

Log Out

2P aaquser [E] s () cancel

Puc. 38. HasHayeHne aKTUBHOIN TeCT-CUCTEMBI.
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MpunoxeHne B: CnoBapb TEPMUHOB

KpuBasa amnnudmkaumm — rpacduyeckoe npefctaBneHne AaHHbIX 06 amnnudukauum B
Xo4e MynbTUNMAEeKCHOro aHanu3aa real-time RT-PCR.

AnanuTtnyecknn moaynb (Analytical Module, AM) — OCHOBHOW annapaTtHblii MOAYMb
QlAstat-Dx Analyzer 1.0, o6ecneunBatowuii BeinonHeHve npouenyp aHanmsa Ha QlAstat-Dx
Respiratory SARS-CoV-2 Panel Cartridges. 310T Mogynb ynpasnsetcs pabounm mogynem. K
ofHomy paboyemy MOAYIH0 MOXHO NOAKMIOUNTL HECKONBKO aHaNMTUYECKMX MOAYIEN.
QlAstat-Dx Analyzer 1.0: QlAstat-Dx Analyzer 1.0 coctounTt 13 paboyero u aHanMTUYECKoro
mogynen. Pabouuin mMogynb COAEpXUT anemMeHTbl, obecneyvBalolme CoeauHeHvne C
aHanuTuyeckuMm moaynem, u obecneumBaeT B3avMogencTBue nonb3oBatens ¢ QlAstat-Dx
Analyzer 1.0. AHanuTnyeckuin MoOynb coaepXuT obopyaoBaHMe U MporpammHoe
obecneyeHve Ana NpoBeAeHUs Npoueayp aHanusa n uccnefoBaHns npoo.

QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge: BbINOnHEHHOe U3 nnacTtmacchl
aBTOHOMHOE OHOPa30BOe YCTPOWCTBO, 3arnpaBrieHHOe BCEMU peareHTamun, Heo6xoaMMbIMM
ONnst MONHOCTBI0 aBTOMAaTUMYECKOrO BbINMOMHEHUS BCEX 3TaroB Mpoueayp MOMEKynspHOro
aHanusa Aans obHapyXeHust pecnMpaTopHbIX MaToreHoB.

MHCTpYKUMA NO NPUMEHEHNIO — JOKYMEHT, COAEPXaLLMA UHCTPYKLUK NO MPUMEHEHWIO.
OcHoBHoOM nopT — nopT Ha QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge, kyaa
nomMeLLarTcs xuakme obpasupbl B TPAHCNOPTHONM cpeae.

HykneuHoBble Kucnotbl — 6rononNMMeEpbl, WM MUKPOCKOMMYECKUe BuomMonekyrbl,
cocTosiLUME M3 HYKMNeoTUAOB, KOTOpble SBMATCA MOHOMEpaMuM M COCTOSAT M3 Tpex
KOMMOHEHTOB: 5-yrnepoaHoro caxapa, docdaTHOM rpynnbl U a30TUCTOrO OCHOBAHUSI.
Pa6ouunit mopynb (Operational Module, OM) cneumnanbHbIn annapatHbii 6nok QlAstat-Dx
Analyzer 1.0, «koTopbin obGecneunBaeT nonb3oBaTenbCkUi UWHTepdenc pana 14
aHanutuyecknx mogdynen (Analytical Module, AM).

MUP — nonvmepasHas uenHas peakuus.

OT — ob6paTHas TpaHcKpunuums.

Mopt ana ma3koB — nopT Ha QIAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge, kyoa
MOMELLLATCS CyXune Masku.

Monb3oBaTtenb — nuvuo, ucnone3yowee QlAstat-Dx Analyzer 1.0/QlAstat-Dx Respiratory
SARS-CoV-2 Panel Cartridge no HazHayeHu1o.
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I'IpvmomeHme C: otkas ot npegocraBlieHNA rapaHTvu7|

KOMMAHUA QIAGEN HE MNPUHUMAET HA CEBA HUKAKUX OBA3ATENLCTB U
OTKA3BIBAETCA OT BCEX 3AABMEHHBLIX M NMOOPA3YMEBAEMbLIX FTAPAHTUN B
OTHOWEHWN UCNOJNb3OBAHNA QlAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge,
B TOM UUCNE OBA3SATENLCTB W TAPAHTUN, KACAIOLWMXCA TOBAPHOIO
COCTOSAHMA, NPUrOOHOCTW ANA ONPEAENEHHOW LIENN, A TAKXKE HAPYLLEHNS
KAKNX-NUBO MATEHTHbIX, ABTOPCKKMX NMPAB n MHbIX MPAB
WHTENNEKTYAJIbHOW COBCTBEHHOCTW B MIOBEOM PEMMOHE MWPA, 3A
NCKMKOYEHVEM OBA3ATENBLCTB U FTAPAHTUN, 3AABIEHHBLIX B MONOXEHUAX U
YCNOBUAX TMPOOAXN QIAGEN [ONA QlAstat-Dx Respiratory SARS-CoV-2 Panel
Cartridge.
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O003Ha4yeHusd

B Tabnuvue Hke onucbiBaTCA CUMBOIbI, KOTOpPbIE MOTryT BCTpe4YaTbCA Ha MapKMpoBKe U1

B HACTOSILLEM [OKYMEHTE.

<N> Copepxut peareHTbl Ans <N> peakummn

Cpok rogHocTn

i

Mapenne MeQUUMHCKOrO HasHaueH sl 4ns AUarHOCTUKM in Vitro
Homep no katanory

LO Homep napTum

Homep maTepuana (Hanp., Ha MapKMpOBKE KOMMOHEHTa)
MpyMeHeHne ANs BEPXHUX AblXaTenbHbIX NyTel

R — peaakums pyKOBOACTBA, N — HOMeEP peaakumm

OrpaHuyeHve no TemnepaType
M3rotosutenb

CM. MHCTPYKUMIO NO NPUMEHEHNIO
BHumaHwme!

MapkupoBka esponenckoro cootsetcTeusi CE
CepuitHbIi HoMep

He ucnonb3oBaTb NOBTOPHO

[
|II‘\

OB SR O

Bawmuwats ot npAMOro CofiHe4YyHoro ceeta

He ucnonb3oBaTtb, ecnu ynakoBKa nospexaeHa

GTIN Ino6anbHbIN NAEHTUMUKALMOHHBIN HOMEP eaMHWLIbI ToBapa
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NHdopmauna ona 3akasa

MpoaykT Komnnekrauusn Ne no karanory
QlAstat-Dx Respiratory  [Ansa 6 npoueayp aHanusa: 6 QlAstat-Dx 691214
SARS-CoV-2 Panel Respiratory SARS-CoV-2 Panel

Cartridges B uHanBuayanbHOM yrnakoBKe
n 6 NNeTok Ans nepeHoca MaTepuana B
WHAOVBWOYaNbHOW yrNakoBKe.

ConyTcTByloWwMe NpoAyKTbl

QlAstat-Dx Analyzer 1.0 1 QlAstat-Dx Analytical Module, 9002824
1 QIlAstat-Dx Operational Module n
CBsi3aHHble C HUMK obopyaoBaHue U
nporpaMMHoe oGecneyeHve ans
MOJIEKyNSPHON ANarHOCTUKK C
NCMOSb30BaHNEM KapTPUIKEN AN TecT-
cuctembl QlAstat-Dx

CBexyo MHOpMaUMIo O NULEH3MSAX, a Takke 3asaBrneHusa o6 oTkaze 00 OTBETCTBEHHOCTU
NPUMEHNUTENBHO K KOHKPETHBLIM NPOAYKTaM CM. B COOTBETCTBYIOLLEM PYKOBOZCTBE K Habopy
QIAGEN wunu pykoBoacTtBe nonb3oBatens. C pykoBoactBamm k Habopam QIAGEN wu
pPYKOBOACTBaMM MONb30BATENsS MOXHO O3HAKOMUTbLCA Ha Beb-cavite no apgpecy
www.giagen.com. VIx Takke MOXHO 3akasaTb Yyepe3 TexHudeckyo cnyxoy QIAGEN wunu

pervoHansHoro gucTpubbsloTopa.
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cTopusa nameHeHns AoOKyMeHTa

OaTta N3meHeHus

Pepakumns 1 [NepBbIi BbIMYCK.
03/2020

Orp: cor AnA QlAstat-Dx Respiratory SARS-CoV-2 Panel
Mcnonb3osakue HacTosLero n3aenusa o3HavaeT cornacue nokynartens unu nonb3oBaTens n3fenusa co cnegyowmnmmn yecrnosusamm.

1. MSF[S"IVIG MOXHO MCNONb30BaTh UCKNIOYMTENBHO B COOTBETCTBUN C NPOTOKONAMWU, NpunaraemMbIiMn K U3AENnt0, N HacToAWMM pyKOBOACTBOM, NPUYEM TONMbKO
C KOMMOHEHTaMW, KOoTopble BXOAAT B cocTaB Habopa. Komnanus QIAGEN He npefocTaBnsieT MUEH3NM B pamkax CBOE MHTENNEeKTyanbHo COBCTBEHHOCTH
Ha ucnonb3oBaxHue nnu D6beIJVIHeHVIe npunaraemblX KOMNOHEHTOB HacTosALWero Haﬁopa c nio6biMn KOMMOHEHTamn, He BXOAsWNMN B HaCTDﬂLLlVIVI HaGDP. 3a
WUCKNoYeHeM crny4vaes, ONUCaHHbIX B NPOTOKONax, NpunaraemMblX K U3genuio, 4aHHOM pykoBOACTBE U AONONHUTENbHbBIX NPOTOKONAaxX, AOCTYNHbIX N0 agpecy
www.giagen.com. HekoTopble 13 Takux A0NONMHMTENbHBIX NPOTOKONOB NPeAoCTaBneHs! Nonb3osaTensamu Npoaykunm komnadun QIAGEN ans
nonb3oBatenen npoaykumun komnanum QIAGEN. Takue npoTokonbl He Gkl BCECTOPOHHE NPOBEPEHb! UM ONTUMM3MPOBaHbI koMnaHuen QIAGEN.
Komnanus QIAGEN He rapaHTMpyeT ux nNpaBuUnbHOCTY, @ TaKKe HE rapaHTUPYET TOro, Y4TO OHU HE HapyLUalT NpaB TPETbUX NuLL.

2. Kpome ouumansHo 3asBneHHbIx nuueHauin, komnandust QIAGEN He npepoctaBnsieT HUKakvux rapaHTUiA TOro, Y4TO JaHHbIin HaBop u/unu ero ncnonb3oBaHue
He HapyLaloT NpaB TPETbUX NN,

3. [aHHblin HaBop 1 ero KOMMOHEHTbI NIMLIEH3VMPOBaHbI ANA OJHOPa30BOro MCMOMb30BaHUA U HE NoANexXaT NOBTOPHOMY WCMOMNb30BaHMIO, Nepeaernke unn

nepenpoaaxe.
4. Komnanus QIAGEN npsimo oTkasbiBaeTcs OT BCeX NPOYMX NIMUEH3MIA, 3asBNEHHbIX UMK NOAPa3yMeBaeMbIX, KPOMe TeX, O KOTOPbIX 3a8BNeHO OhnLmanbHo.
5. Tokynaterb 1 Nofnk3oBaTesb AaHHOTO HaGopa COrNalLaloTCsi He COBEPLIATL 1 HE ONYCKaTb COBEPLUEHNS APYTMMI IUL@AMI Kakux-Ninbo AeiCTBMiA, KoTopble

MOTyT NPMBECTM K NIO6bIM AEACTBUSIM, 3anpeLleHHbIM Bbille, unu criocobeteoBaTh M. Komnanus QIAGEN moxeT TpeboBaTb UCNONMHEHUS 3anpeTos,
MPEeyCMOTPEHHBIX HACTOSILMM OrPaHNYEHHbBIM MMLIEH3NOHHBIM COrnalLeHreM, B cyaeGHOM Nopsiike B Nnio6OM Cyae 1 NomnyyaTk BO3MELLEHNUS BCEX
MOHECEHHBIX €10 CTIEACTBEHHBIX 1 CYAEGHBIX U3AEPXKEK, BKIOYAS CTOMMOCTL OPUANYECKMX YCITYT, MO MI0GOMY UCKY, HAanpaBneHHOMY Ha UCTONHEHe
HaCTOSALLEr0 OrPaHNYEHHOTO NINLIEH3MOHHOTO COTMALLEHNS UMK MI0GOro U3 CBOUX NPaB Ha UHTEMNNEKTyanbHYI0 COGCTBEHHOCTb, CBA3AHHBIX C HAGOPOM W/unn
€r0 KOMMOHEHTaMMU.

AKTyarnbHble YCIIoBUS NMLIEH3MM CM. Ha BeG-caiiTe No agpecy www.diagen.com.

TosapHble 3Hakn: QIAGEN®, Sample to Insight®, QlAstat-Dx, DiagCORE® (QIAGEN Group); ACGIH® (American Conference of Government Industrial Hygienists, Inc.);
ATCC® (American Type Culture Collection); Copan®, FLOQSwabs®, UTM® (Copan ltalia S.P.A.); Clinical and Laboratory Standards Institute® (Clinical Laboratory and
Standards Institute, Inc.); OSHA® (Occupational Safety and Health Administration, U.S. Dept. of Labor); FilmArray® (BioFire Diagnostics, LLC); Allplex® (Seegene, Inc.);
Rhinomer® (Novartis Consumer Health, S.A); Utabon® (Uriach Consumer Healthcare, S.L.); ZeptoMetrix® (ZeptoMetrix Corporation). Micnonb3yemble B HacTosLLEM
[IOKYMEHTE 3apEercTpUpOBaHHbIE HAMMEHOBAHMS!, TOBAPHBIE 3HAKM 1 T. ., 1ae HE OTMEYEHHBIE CeLManbHO Kak TakoBbIE, HE [JOMKHbI PAacCMaTpUBATLCS Kak He
3alLMLLEHHBIE 3aKOHOIATENBCTBOM.

03/2020 HB-2773-001 © QIAGEN, 2020 r. Bce npaBa 3alUMLLEHbI.

94 WHcTpykuma no npumerenuto QlAstat-Dx Respiratory SARS CoV-2 Panel (pykosoactso) 03/2020


http://www.qiagen.com/
http://www.qiagen.com/

[nsa 3akasa: www.giagen.com/shop | TexHudeckas nogaepxka: support.giagen.com | Be6-caiT: www.giagen.com

HB-2773-001 03/2020


http://www.qiagen.com/shop
http://support.qiagen.com/
http://www.qiagen.com/

	Назначение
	Краткое описание
	Описание QIAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge

	Информация о патогенах
	Принцип проведения процедуры
	Описание процесса
	Забор пробы и загрузка картриджа
	Подготовка пробы, амплификация и детекция нуклеиновых кислот

	Материалы, входящие в комплект поставки
	Комплектация набора

	Необходимые материалы, не входящие в комплект поставки
	Предупреждения и меры предосторожности
	Информация по технике безопасности

	Хранение реагентов и обращение с ними
	Обращение с образцами, их хранение и подготовка
	Порядок работы
	Внутренний контроль
	Протокол: Пробы в виде сухих мазков
	Сбор, транспортировка и хранение проб
	Установка пробы в QIAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge
	Запуск QIAstat-Dx Analyzer 1.0
	Выполнение анализа

	Протокол: Жидкие образцы в транспортной среде
	Сбор, транспортировка и хранение проб
	Установка пробы в QIAstat-Dx Respiratory SARS-CoV-2 Panel Cartridge
	Запуск QIAstat-Dx Analyzer 1.0
	Выполнение анализа


	Интерпретация результатов
	Просмотр результатов
	Просмотр кривых амплификации
	Просмотр подробных сведений об анализе
	Просмотр результатов предшествующих процедур анализа
	Экспорт результатов на USB-накопитель
	Печать результатов

	Интерпретация результатов
	Интерпретация результатов для внутреннего контроля

	Контроль качества
	Ограничения
	Рабочие характеристики
	Клиническая эффективность
	Клиническая эффективность целевого штамма SARS-CoV-2
	Клиническая эффективность QIAstat-Dx Respiratory Panel
	Образцы в виде сухих мазков
	Заключение

	Аналитические характеристики
	Чувствительность (предел обнаружения)
	Надежность тест-системы
	Эксклюзивность (аналитическая специфичность)
	Инклюзивность (аналитическая реактивность)6F
	Сочетанные инфекции
	Интерферирующие вещества
	Следовой перенос
	Воспроизводимость
	Стабильность проб


	Приложения
	Приложение A: Установка файла определения тест-системы
	Приложение В: Словарь терминов
	Приложение C: отказ от предоставления гарантий

	Литература
	Обозначения
	Информация для заказа
	История изменения документа

