HOLOGIC® Aptima™ SARS-CoV-2

Aptima™ SARS-CoV-2 Assay (Panther™ System)

[lns ncnonb3oBaHusa Npu gnarHocTuke in vitro.
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O6was nHdopmaums Aptima™ SARS-CoV-2

O6wasa nHgpopmaumns

Ha3HauyeHue

Aptima™ SARS-CoV-2 — 370 TecT-cuctema ans OUarHoCTuKKM in vitro, OCHOBaHHas Ha MeToae
aMnnMduKkaLmm HyKNeMHOBON KUCNOTbl U NpeaHasHavYeHHasa aAng Ka4eCTBEHHOro 0GHapyXeHns
PHK Bupyca SARS-CoV-2, BbIAENEHHOINO U OYULLIEHHOTO M3 00pasLoB, B3ATbIX METOAOM Maska
13 HocornoTku (nasopharyngeal, NP), nonoctn Hoca, cpegHei HOCOBOW pakOBUHbLI U POTOMNOTKM
(oropharyngeal, OP), cmbiBa unu acnuparta u3 HOCOrNOTKW, acnupaTa 13 nonoctu Hoca nubo
CIIOHbI Y NNL, COOTBETCTBYHOLMNX KITMHUYECKUM U (MNKN) SNNOEMUOSNTOTMYECKUM KPUTEPUAM
COVID-19, Bkno4as nuuy ¢ OTCYTCTBMEM CMMMNTOMOB UM APYTMX NPUYMH 418 NOL03PEHUS Ha
Hanuune nHdpekumm COVID-19.

OTOT TecT Takke npegHasHayeH Ans KONMYECTBEHHOro onpeaeneHnst HyKNenHoBOn KUCNOThI
SARS-CoV-2 B nyne obpa3suos, cogepxallen 4o 5 nHameuayanbHbix obpasLoB Ma3KkoB 13
BEPXHUX AblXaTenbHbIX NyTen (T.e. Ma3kn U3 HOCOMNOTKM, CO CpeHEen HOCOBOW PakoBMHbI UMK U3
POTOINOTKN), FAe Kaxabin obpasel, 3abupaeTcss MegpaboTHMKOM MM No4 ero HabniogeHuewm, ¢
Mcnonb3oBaHMEM MHAMBUAOYamNbHbLIX (ONAKoOHOB, coaepKallumMx TPaHCMOPTHY cpeay.
OTpuuaTtenbHble pe3ynbTaTbl TECTUPOBAHUA Myrna He crieayeT pacueHuBaTh Kak
OKOHYaTersbHble. Ecnn KnnHM4eckMe npuaHakm M CUMNTOMbI NaLMEHTa HE COrnacylTes C
oTpuUaTenbHbIM pe3ynbTaToM U ecnun pesynbTaTbl HEOOXOAMMbI ANst OKa3aHUs MOMOLLM
naumeHTy, crieqyeT paccMOTPeTb BapuaHT MHAMBUAYaNbHOro TectupoBaHusi. Obpasubl 13 Nynos
C MONOXUTENbHLIM UM HEOQENCTBUTENbHLIM pe3ynbTaToM creayeT TecTupoBaTb
MHAMBMAYanNbHO, Npexae Yem coobwartb pesynbtar. O6pasubl C HASKUMU 3HAYEHUSMWN BUPYCHOM
Harpysku mMoryT 6bITb He OOHapyxeHbl B nynax obpasyoB BBMAY MEHbLUEN YyBCTBUTENbHOCTH
TecTMpoBaHusa nynos. MNpn coobLieHnn MeguuMHCKOMY paboTHMKY pesynbTaTta TeCTMPOBaHUSA
KOHKPETHbIX MauMeHTOB, Ybh 00pasubl Obinn 06beanHeHbl B Nyribl, criegyet ynoMsiHyTb 00
obbeamHeHnn obpasuoB B Nysbl NPy TECTUPOBAHUMN.

PesynbTaTbl aHanu3a npegHasHaveHbl Anga naeHtudgukaumm PHK Bupyca SARS-CoV-2. PHK
SARS-CoV-2 0bbl4HO OGHapyxmnBaeTca B obpasuax U3 BepxXHUX AblXxaTeNbHbIX NyTeNn B OCTPON
dase nHdekummn. NMonoxnTenbHble pesynbTaTbl ABMASATCA CcBUAeTeNbCTBOM Hanuuua PHK
SARS-CoV-2; ansa onpegenexHns cratyca MHOULMPOBAHHOCTM NauMeHTa HeobXoaMMO OLIEHUTb
KINMHUYECKYI0 KOPPEenAumio 3Toro pesynbTarta ¢ aHaMHe30M NnaumeHTa 1 Opyror AnMarHoCTUYECKON
nHcopmaumnen. MNMonoxmTensHble pe3ynbTaTbl HE UCKNIOYAKOT HaNU4Ma GakTepuanbHON
WHPEKUUN NN KOMHAPEKLMN C APYTMMU BUPYCaMMW.

OTpuuartenbHble pesynbTaTbl HE UCKITYaT HanmMunsa nHgekummn SARS-CoV-2 1 He OOMKHBbI
NCMNonb30BaTbCA B KA4eCTBE €OUHCTBEHHOIO OCHOBAHWS AS1S MPUHSITUS PELLEHWIA O BEOEHUM
naumeHToB. OTpuuaTenbHble pesyrnbTaTbl AOMKHbI OLEHMBATLCS COBMECTHO C pesynbTatamu
KNUHMYECKOro HabnaeHns, aHaMHe30oM naumeHTa u aNnaemMmoriornyeckon nHdopmaumen.

AHanuna Aptima SARS-CoV-2 assay Ha cuctemax Panther™ u Panther Fusion™ npegHasHadeH
ANS UCNOMb30BaHWUA COTPYAHMKaMU KNMHUYECKUX nabopaTtopuin, npoweawnmmn cneunanbHbIn
WHCTPYKTax 1 obydeHne pabote Ha cuctemax Panther n Panther Fusion n BbinonHeHuio
AnarHoCTMYecknx npoueayp in vitro.
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Pestome n XapaKktTepuctukKka tTeCct-cuctemMmbli

KopoHaBupycbl - KpynHOe CEMENCTBO BUPYCOB, CMOCOOHbLIX Bbi3biBaTb 3ab0neBaHns XMBOTHbIX
N yenoBeka. VMI3BeCTHO, YTO HEKOTOpble KOPOHaBMPYChI BbI3bIBAOT pecnupaTtopHble MHAEKUMU
yenoseka, OT NPOCTYAHbIX OO Gonee Tsxenbix 3abonesaHui, HaNpuMmep, GrIMKHEBOCTOYHOO
pecnupaTtopHoro cuHgpoma (MERS) nnu tsxkenoro octporo pecnmnpatopHoro cuHgpoma (TOPC).
HepaBHO OTKpbIThIV KOpOoHaBupyc SARS-CoV-2 Bbi3biBaeT acCoUUMMPOBAHHOE KOPOHABUPYCHOE
3aboneBaHmne COVID-19. BT10T HOBLINM BUPYC 1 3aboneBaHne He ObiNM M3BECTHbI 4O Hadana
BCMbIWKM B YxaHe, Kutan B aekabpe 2019 r."

Haunbonee yacteiMm cumntomamm COVID-19 aBnsioTca nuxopagka, yToMNSeMoCTb U CyXon
Kawenb. ¥ HeKoTOpbIX NauneHToB MOryT ObiTb lomoTa 1 60nu, 3anoXeHHOCTb HOCa, HAaCMOpPK,
0onb B ropnie, BO3HUKLWAA noTepsd 06OHAHNA nnu BKyca, unu aunaped. 3T CUMMNTOMbl OObIYHO
HOCAT NErkuin xapakTep M HaynHalTCs NocTeneHHo. HekoTopble niogn 3apaxaroTcsi, HO
CMMMTOMbI 3a60MNeBaHNS y HUX He pa3BMBalOTCH, @ CaMOYyBCTBUE He yxyawaeTcsa. JT0
3aboneBaHMe MOXeT pacnpoCTPaHATLCA NOCPEACTBOM PECNMPATOPHbIX Kanesnb, NoCTynaoLwmx
13 ablxaTenbHbIX MNyTen Npu Kawne unm YnxaHmm MHPMUMPOBAHHOTO YenoBeka. JTK Kannm MoryT
nonactb B POT MUK HOC MOAEN, HaXoA4ALWMXCst NOBNN30CTU, NN UX MOXHO BOOXHYTb.2 QTN Kannu
Takke MOryT ocefaTb Ha npegMeTax U NOBEPXHOCTSX BOKPYr 6onbHOro yernoseka. [pyrve noau
MoryT nHdpmumnpoatbcst SARS-CoV-2, NpUMKOCHYBLUUCH K 3TUM NpeaMeTam Ui NOBEPXHOCTSAM, a
3aTeM K CBOMM rnasam, HOCy WUnu pry.

Bupyc, BbisbiBatowmn COVID-19, 3apaxaeT nogen 1 fnerko pacnpoCcTpaHAeTcs OT YerioBeka K
yenoseky.3 C 11 mapta 2020 r. BcemunpHaga opraHmsaums sgpaBooxpaHeHunss (BO3) obbsasuna
Benbiwky COVID-19 nangemmnen.+5

MpuHUMNbLI MeTOAA

AHanna Aptima SARS-CoV-2 assay o6beguHAeT MeToabl 3axBaTa MULLEHWN, TPaHCKPUMLIMOHHO-
onocpegoBaHHyto amnnudukauuio (TMA) n aBonHon kKnHetudeckun aHanus (DKA).

O6pasubl cobupalrT N NEPEHOCAT B COOTBETCTBYHOLLME TPAHCMOPTHbIE NPOOMpPKM AN 0OpasLoB.
TpaHCnopTHbIM pacTBOp B 3aTUX Npobupkax BbicBoboxaaeT PHK-muweHb 1 3awmwiaet ee ot
pasnoxeHus npu xpaHeHuu. MNpu BeinonHeHun aHanusa Aptima SARS-CoV-2 assay B
nabopatopun mosnekynbl PHK-MuweHn BbiaensaoT n3 06pasuoB ¢ MOMOLLbI OMIOMEPOB,
3axBaTblBAlOLNX MULLEHU, C UCMOMb30BAHUEM MarHUTHbIX MUKpOYacTuu. 3axBaTbiBatoLime
Onuromepbl cogepxaTt nocreaoBaTenbHOCTU, KOMMNEMEHTapHble onpeaerneHHbIM obrnactam
MOJIEKYN-MULLEHEN, a TaKkKe nocrnegoBaTeNnibHOCTbL OCTATKOB Ae30KcMadeHo3nHa. [ns kaxaoomn
MULLEHM MUCNONb3YIOT OTAENbHbIN 3axBaTbiBaloWMn onuromep. Bo Bpems cragum rubpugunsaumm
obnacTtu 3axBaTbiBalOLLMX ONMIOMEPOB, crneunduyHble K KOHKPETHbLIM NOCNeaoBaTeNbHOCTSM,
CBA3bIBAOTCA C 3TUMM 0OnacTs MM MOnekyn-MueHen. 3ateM KOMMNEKC «3axBaTbiBaOLLMM
ONMromMep - MULLEHbY» BbIAENSAOT U3 pacTBopa MNyTEM CHWXeHUS TemnepaTypbl peakunmoHHON
CMeCu 00 KOMHaTHOIO YPOBHSA. OTO CHWDKEHWE TeMnepaTypbl NO3BONSET NPOM3onTN rmbpramsaumm
Mexay Ae30KCnaaeHO3MHOBOW 06nacTbio 3axBaTbiBalOLLEro onMromepa n Mosnekynamm
NoNMAE30KCUTUMUANHA, KOTOPble KOBaNeHTHO CBs3aHbl C MarHUTHbIMK YacTuuamu. Mukpodactuupl,
copepxalume 3axBavyeHHble MOMEKYSbl-MULLIEHN, COOMPAtOT Ha CTEHKE peakLMOHHOM Npobupkun ¢
NCnonb30BaHMEM MarHUTOB, a HaAOCALOYHYH XKUAKOCTb acnUpUpyoT. YacTuubl NpoMbIBaOT A5
yAaneHus ocTaTovHOro mMatpukca obpasua, KOTopbii MOXET codepXaTb MHIIMOUTOPbI peakumm
amnnudukaumun. lNocne 3aBeplUeHUsa 3TanoB 3axBaTta MULWEHN MOXHO BbIMOMHATb
aMmnnudukaunio obpasuoB.
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AHanua amnnMmKaLmMm MULLEHN OCHOBAH Ha CNOCOBHOCTN KOMMNSIEMEHTaPHbIX ONIMIOHYKIEOTUAHBIX
npanmMepoB K crneundunyeckomy OTXKUTY N BO3MOXHOCTN dhepMeHTaTUBHOW amnnndukaumm
HYKNeoTUAHbIX Lenen-muweHen. TecT-cuctema Aptima SARS-CoV-2 assay obecneunBaet
pennukauuio cneunduyecknx obnacten PHK Bupyca SARS-CoV-2. O6HapyxeHue
nocrnegoBaTtenbHOCTEN NpoAdykTa amnnudpukaumm PHK (amMnnnkoHOB) NpoM3BOAUTCH METOLOM
rmbpmnamnsaumm HyKNenHoBbIX KNCNoT. OQHOLENOYEYHbIE XEMUTIOMUHECLEHTHbIE HYKNEOTUAHbIE
30HAbl, YHUKamNbHbIE U KOMMNNIEMEHTapHble 06acTaAM KaXXaoro aMnivkoHa-MULWEHN U aMMMKOHa
BHYTpeHHero koHTpons (BK), MeTat Monekynamm pasnuyHbiX CNOXHbIX adupoB akpuamHus (AE).
3oHabl, MeyveHble AE, 06beanHATCA ¢ aMniMKOHaMn ¢ o6pasoBaHneM CTabunbHbIX rMMOpnOoB.
PeareHT BbligeneHusa otaensieT rmubpmnansoBaHHble 30HAbI OT HErMOpPMAM30BaHHbIX, UCKNOYas
obpasoBaHue curHana 3a cyeT HernbpmamnsoBaHHbIX 30HAOB. Ha atane obHapyxeHus cBeT,
n3ny4yaembli MeYeHbIMU TMOPUAN30BAHHBIMU MOMEKYNaMN, N3MEPSAIOT Kak (DOTOHHbIE CUrHasbI
Ha NIOMUHOMETPE U PETMCTPUPYIOT B OTHOCUTENbHbLIX CcBETOBbIX eanHuuax (RLU). B DKA
pasnnynsa KMHETUYECKMX NPOdUien MeYeHbIX 30HA0B NO3BONSAT AnddepeHUMpoBaTb CUrHanmM.
KnHetnyeckne npodounu nonyyaroT U3 pesynbTaTtoB U3MepeHUn Bbixoga dOTOHOB B nNepuon
CUMTbIBaHMS aTana obHapyxeHus. Peakums oBHapy>XeHUst XeMUNIOMUHECLEHTHOroO curHana BK
XapaktepmsyeTcsl odeHb ObICTPOM KMHETUMKON U OTHOCUTCS K «OblCTpo3aTyxarowemy»
KMHeTu4eckoMy Tuny. Peakunsi obHapyxxeHns xemunioMmHecueHTHoro curHana SARS-CoV-2
ABNSAETCH CpaBHUTENbHO 6onee MeaneHHOM U OTHOCUTCH K «MedfieHHO3aTyxalLweMy»
KMHEeTU4eckoMy Tuny. PedynbTaTbl aHannsa onpeaenstoT no noporoBOMy 3HaYeHuto, y4nTbiBas
obulee 3HayeHne RLU u TMn KMHETUYECKOWM KPUBOW.

B ananuse Aptima SARS-CoV-2 assay BbinosnHseTca amnnndukaums 1 obHapyXeHne OByx
KOHCepBaTMBHLIX pernoHoB reHa ORF1ab B ogHowm peakumn, ¢ OGHUM TUMNOM KUHETUKM
«MefsieHHo3aTyxaluwero curdanay. [Isa permoHa He guddepeHumpyoTes, amnnundukaums
noboro n3 HMX unn obonx NpMBeaeT K NONYYEHUIO CUrHana, U3MepsiEMOro B OTHOCUTESbHbIX
ceeToBbIX eamHuuax (RLU). PesynbTaTbl aHanu3a onpegenstoT no noporoBoMy 3HayeHuto,
yuuTbiBasa obuwee 3HayeHne RLU 1 TMN KMHETUYECKON KPUBOW.

I'Ipe,qynpex(,quMﬂ n Mepbl NpPpeaoCTOPOXHOCTU

A. [na ucnonb3oBaHusa Npu guarHocTuke in vitro. BHAMaTENbHO NpOYTUTE BECb NUCTOK-BKNaabIL
n Panther/Panther Fusion System Operator’s Manual (pykoBogcTBO onepatopa CUCTEMbI
Panther/Panther Fusion).

B. 31K npoueaypbl OOMMKEH BbINOMHSATL TONbKO NEepCoHar, NonyyYyBLUNA COOTBETCTBYHOLLYHO
NoOAroTOBKY MO NPUMEHEHUI0 AaHHOro aHanm3a U 06paLleHunto ¢ NoTeHUManbHO
NHULUMPOBaHHBIMI MaTepuanamn. B cnyyae pasnuBa HeMeAneHHO BbINOSHUTE
Ae3nHdeKUmMto, creays COOTBETCTBYIOLIMM METOAUKAM, NPUHSATBIM B YYPEXOEHUN.

C. Cnepyet obpawartbcsa n obpabatbiBatb Bce 06pasubl Kak MHPULMPOBAHHbIE, C
cobntogeHnem nabopatopHoOM NPaKkTUKK 1 Npoueayp, NONMOXEHHbIX B OCHOBY Haanexaiien
MUKpobuonormyeckon npaktnkm un npoueayp (GMPP). Cm. BpeMeHHble pekoMeHgaumm
BcemupHon opraHmsaumm 3goposbs (BO3) no Guonornveckon 6esonacHoCcT npu
KOopoHaBMpycHoM 3aboneBaHumn (COVID-19). https://www.who.int/publications/i/item/
laboratory-biosafety-guidance-related-to-coronavirus-disease-(covid-19).
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D. O6pasubl MoryT 6bITb MHULMPOBAHHBIMKU. pK BbINOMTHEHMM 3TOrO aHanu3a NpUMeHsnTe
o0LWenprHATLIE MEPbLI NPEOCTOPOXHOCTU. [upekTopom nabopatopum OOSMKHbI ObITb
yTBEpPXAEeHbl Hagnexawmne metoabl obpalleHma n ytunusaumm. K BbINOMHEHUIO 3TON
ANarHoCcTMYeCcKon npoueaypbl MoXeT OblTb AONYLEH TOMBbKO NepcoHar, UMerLni
AOCTaTOYHYI0 MOArOTOBKY AN paboTbl C MHMLMPOBAHHBIMU MaTepranamm.b

E. lNpu nogospeHun Ha nHpekuno SARS-CoV-2 Ha ocHOBaHWUM OENCTBYHOLLUX KpUTEpUes
KITMHWUYECKOTO CKPUHWHIA, PEKOMEHAO0BaHHbLIX OpraHamMu O6LLEeCTBEHHOIO 34paBOOXpPaHEHNs,
oT6op 0bpa3uoB crneayeT BbINOMHATL C COBNIOAEHUEM COOTBETCTBYIOLLMX Mep
NPeoCTOPOXHOCTU MO KOHTPOSIKO pacnpoCTpaHeHUss NH(EKUUA.

Mcnonb3ayinTe TOMbKO NMOCTaBSAEMYIO UK yKasaHHY0 O4HOPAa30BYH0 fTabopaTopHylo nocyay.

G. lpu otbope obpa3suos 1 paboTe ¢ obpasuamn OT NnL, C NOAO3PEHNEM HA UHAEKLMIO
SARS-CoV-2 ncnonb3ynte COOTBETCTBYIOLLUME CPeacTBa MHAMBMAYANbHOW 3alUUThI,
onvcaHHble BO BPEMEHHOM PYKOBOACTBE MO Gmonornyeckon 6esonacHocTy B nabopatopumsix
npu obpaweHumn n paboTe ¢ obpasyamm, acCoLUMPOBaHHLIMU C HOBLIM KOpOHaBupycom-2019
(2019-nCoV) CDC.

H. TNpu pabote c obpasuammn n peakTmBaMm UCNONb3yNTe OOQHOPA30Bble HEOMyAPEHHbIE
nepyaTku, CpeacTBa 3awmThl Ma3 u nabopartopHble xanaTtbl. TwartenbHO MOMTE PyKM nocre
paboTbl ¢ 06pasuamMm N peakTMBamMu.

. YTmnmsmpyVlTe BCE Martepuarnbl, KOHTaKTupoBaBLUNE C o6pa3u,aM|/| N peaktmBamu, B
COOTBETCTBUN C ﬂ,eVICTByI'OLLI,I/IMI/l HauMOHallbHbIMU, MeXOYHAapOOHbIMU N pEermoHaribHbIMU
npasunamMmun.

J. [atbl ncteyeHus cpoka rogHocTu, npmBedeHHble Ha npobupkax Panther Fusion Specimen
Lysis Tubes, npobupkax Hologic Specimen Lysis Tubes, komnnekte Aptima Multitest
Collection Kit, komnnekte Aptima Unisex Swab Specimen Collection Kit, komnnekre Aptima
Specimen Transfer Kit n komnnekte Hologic Direct Load Capture Cap Collection Kit,
OTHOCSITCS1 K MOMEHTY nepeHoca obpasua B NpobupKy, a He K MOMEHTY aHanusa obpasua.
O6pasubl, cobpaHHble/NepeHeceHHble B Noboe BpeMs OO 3TOW AaTbl UCTEYEHMSI CpoKa
rO4HOCTWN, NOAXOAAT ANA aHanu3a, Npu yCroBUW, YTO UX TPaHCMOPTMPOBKA U XpaHeHue
OCYLLIECTBNANNCL B COOTBETCTBMM C OTHOCALLMMCSI K HUM JIMCTKOM-BKNagpIleM, faxe ecnv
3TOT CPOK rOAHOCTU UCTEK.

K. TMpu TpaHcnopTupoBKe obpasuoB cobniogante Hagnexalme ycroBus XpaHeHus, 4Tobbl
obecneunTb nx uenoctHocTb. CTabunbHOCTL 06pa3LoB B YCIOBUSX TPAaHCMOPTMPOBKN,
OTNNYHBIX OT PEKOMEHAOBaHHbIX, HE OLEeHMBanu.

L. AHanua oGpasua CrntoHbl, KOTOPLIN XPaHWUSCSA C HapyLIEHMEM yKa3aHHbIX YCNOBUN, MOXET
npuBecTn K 6ornee BbICOKOMY PUCKY MOMYyYEeHUS HEBEPHOro pesynbTraTa.

M. WN3berante nepekpecTHOro 3arps3HeHnsa Ha atanax obpaboTkn obpasuoB. Obpasubl MoryT
cogepXaTb Ypes3Bbl4aiHO BbICOKME KOHLEHTpaUMn BMpyca Wnu ApYyrnx opraHu3mos.
Y6eanTech, YTO KOHTENHEPLI A 0Opa3LoB He COMpuKacakTcst Apyr C APYroM, U YyTUNN3NPYInTe
NCNONb30BaHHbIE MaTepuanbl, HE MPOHOCA UX HaA OTKPbITbIMW KOHTENMHepamu. MeHsanTe
nepyaTkn Npu CONPUKOCHOBEHUN C 06pasLoMm.

N. He MCHOHb3yl7'ITe peakTuBbl U KOHTPOJIbHbIE MaTepuarbl nocre ncrte4eHnsa Cpoka rogHoCTH.
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O. XpaHuTe KOMNOHEeHTbI HAabopa ANs aHanM3a B PEKOMEHAOBAHHbIX YCNOBUSIX. [LONONMHUTENBHYO
NMHGOpMaLMIo cM. B pasgene « TpebosaHusi K XpaHEeHUI0 peakmueos U 0bpauweHU0 ¢ HUMU»
(cTpaHuua 6), a Takke B pasgene «lIpouedypa aHanu3a Ha cucmeme Panther» (cTpanuua 16).

P. He cmewuBanTe peakTuBbl UNKW XNOKOCTU ONA aHanu3a. He gosanpaBnante eMKOCTu
C peakTMBaMu WUNN XUOKOCTSIMK; cuctema Panther npoBepsieT ypoBeHb peakTUBOB.

He ponyckainte 3arpsi3HeHUs peakTMBOB MUKPOOPraHn3Mamun u puboHykneasamm.

R. He ucnonbayiite B npubope martepuar, KOTOpbIA MOXET cogepxaTb TUoLumMaHaTt ryaHngnHus
unu niobble matepuansl, cogepxaline ryaHuavH. B codetaHum ¢ rmnoxnopuTom HaTpus
MOryT 06pa3oBbIiBaTbCA BbICOKOPEAKTUBHbLIE N (UNTN) TOKCUYHbIE COEONHEHMS.

S. HekoTopble peakTvBbl B 3TOM Habope MapkMpOBaHbl CMMBOIAMU pycka U 6Ge30MnacHOCTM.

MpumeyvaHue. HdopmupoBaHne o6 onacHOCTM OTpaxaeT Knaccudukauuio no nacnopram
6esonacHocTtu Bewects (SDS) EC. MHdopmupoBaHMe 06 onacHOCTU, OTHOCSLLEECs K Ballemy
pernoHy, cM. B SDS ansa koHkpeTHoro pernoHa B bubnuoteke SDS Ha www.hologicsds.com.

PeareHT BblaeneHusa

BOPHAST KUCJIOTA 1-5 %
OCTOPOXHO

H315 — BbI3bIBaET pasgpaxeHne Koxu

PeareHT 3axBaTa MULLUEHU
3ATA 1-5%
rvgrPokcug nutusi, MOHOrMgrPAT 1-5%

H412 — BpegHO Ans BOAHbIX OPraHM3MOB C AOSITOCPOYHBIMU MOCNEeACTBUSMU
H402 — BpenHO Ans BOAHbIX OPraHN3MoB

TpeboBaHuA K XpaHEeHUIO N obpalleH o C peakTUuBaMum
A. Cnegytoume peaktnBbl cTabunbHbl Npu Temnepatype 2 °C—8 °C (xpaHeHue B XONogusibHUKe):
PeareHT gnsa amnnudukaumm Aptima SARS-CoV-2
depmeHTHbIM peakTuB Aptima SARS-CoV-2
3oHpgoBbI peareHT Aptima SARS-CoV-2
BHyTpeHHuI koHTponb Aptima SARS-CoV-2
MonoxutenbHbin KoHTporb Aptima SARS-CoV-2
OTtpumuatenbHbii KoHTponb Aptima SARS-CoV-2

B. Cnegyowme peaktnBbl cTabunbHbl Nnpu Temnepatype 2 °C-30 °C:
PactBop ans passegeHust peareHTa ans amnnudpukaumm Aptima SARS-CoV-2
PactBop ansa passeaeHust depmeHTHOro peaktnea Aptima SARS-CoV-2
PactBop ans passegeHusi 30HOOBOro peareHta Aptima SARS-CoV-2
PeareHT BblgeneHuns Aptima SARS-CoV-2
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C.

K.

Criegyowime peaktmBbl cTabunbHbl Npyu Temnepartype 15 °C-30 °C (xpaHeHune npwu
KOMHaTHOW Temneparype):

PeareHT 3axBaTta muweHn Aptima SARS-CoV-2
MpombiBatowmin pacteop Aptima
Bydep ans npurotoeneHust pacteopa AeakTuBaumm Aptima

MacnsaHbin peaktne Aptima

Pabouunii peareHT 3axeata muwenHn (WTCR) ctabuneHn B TedeHne 30 gHen npu xpaHeHun npu
Temneparype 15 °C-30 °C. He oxnaxgaTtb.

lMocne pasBeneHus oepMeHTHbIM peakTus, peareHT Ans amnnamukaumm n 30H40BbIN
peareHT cTabunbHbl B TeyeHne 30 aHen Npu xpaHeHun npu Temnepartype 2 °C-8 °C.

YTUnnsnpymnTe Bce HENCMNONb30BaHHbIE pa3BedeHHble peakTBbl U WTCR yepes 30 gHen nnu
nocne McTedeHus cpoka rogHOCTU OCHOBHOW Cepun, B 3aBUCUMOCTU OT TOrO, Kakoe U3 3TuX
COObITUI HaCcTyNUT paHbLUe.

KoHTponbHble MaTepuanbl CTabunbHbl 40 AaTthbl, YKa3aHHOM Ha doriakoHax.
BHyTpu cuctembl Panther peaktnBbl COXpaHsoT cTabunbHOCTL B TedeHne 120 yacos.

30HO0BbIV peareHT U pasBedeHHbIN 30HAOBbIM peareHT ABMSITCA CBETOYYBCTBUTENBbHBIMU.
XpaHuTe peakTuBbl B 3aLLMLLEHHOM OT CBETa MecTe. YKasaHHasi CTabunbHOCTb pasBedeHHbIX
pacTBOPOB OCHOBaHa Ha pesyrnbkraTtax akcrnepumMmeHTta ¢ 12-4acoBbiM Bo3aencTenem AByx 60-BT
NMIOMUHECLIEHTHBIX Namn Ha pasBefeHHbIN 30HO0BLIN peareHT ¢ paccTtoaHusa 17 aonmMos (43 cm)
npu Temnepatype meHee 30 °C. BosgencTBme cBeTa Ha pacTBOPEHHbIA 30HAOBLIN peareHT
crnegyeT orpaHuMyMBaTh COOTBETCTBYHOLLMM YPOBHEM.

Mpwn HarpeBaHWM OO KOMHATHOM TemnepaTypbl HEKOTOPbIE KOHTPOSbHbIE NPOBUPKM MOryT
BbIMMSAAETb MYTHBIMW UNWN codepkalwmmMmm ocagok. MyTHOCTb MM 0Cafiok B KOHTPOSbHbIX
mMaTepuanax He BNUSIOT Ha 3KCMSyaTauMOHHbIE XapaKTEPUCTUKN KOHTPOSIbHOrO mMatepuana.
KoHTponbHble MaTepuranbl MOXHO MCMNOMb30BaTb HE3ABUCMMO OT TOrO, MPO3pPaYvHbIe OHW UMK
MYyTHble/codepxaT ocagok. Ecnun xenaTtenbHO MCnonb3oBaTb NPO3payvHble KOHTPOIbHbIE
mMaTepumarnbl, MOXHO YCKOpUTb contobununsaumio, MHKyoupysa nx npu temneparype sonmau
BEpPXHeW rpaHuubl AnanasoHa koMHatHon TemnepaTypsl (15 °C-30 °C).

He 3amopaxuBaiTe peakTUBbI.

OT160p M XpaHeHUue obpasuoB

O6pasubl — 3TO KNUHWYECKUIA MaTepurar, NoMyyYeHHbIn OT nauueHTa 1 NOMELLEHHbIA B
COOTBETCTBYIOLLYIO TPAHCMOPTHYIO cuctemy. K yncny obpasuos, NpurogHblx Ana aHanusa Aptima
SARS-CoV-2 assay 0THOCATCA Masku M3 HOCOINOTKM, MOMIOCTU HOCA, CPegHEN HOCOBOW PaKOBUHbI
n poTornoTkn, obpasubl CMbiBa UNKM acnuparta U3 HOCOrnoTku, NMbo acnuparta u3 Hoca B
TpaHcnopTHon cpege ansa supycos (VTM/UTM), dusmonornyeckom pacteope, Xuakon cpege
Amueca nnu TpaHcnopTHow cpege ansa obpasuos (STM). Kpome TOro, crnoHa MOXeT ObiTb
cobpaHa Ansa ncnonb3oBaHWs B aHanuse.

Mpo6bl — 06N TEPMUH 4Na onucaHus Noboro matepuana, noanexallero aHanmay B cucteme
Panther, Bkntoyas obpasupl, NoMeLLeHHble B Npobupky anga nuanca obpasuos Panther Fusion,
npobupky ans nusmca obpasuyos Hologic ¢ TBepaon KpbILWKOW, NPOBUPKY NS TPaHCNOPTUPOBKM
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obpasuos Aptima, npobupky anst TpaHcnoptuposku Aptima Multitest, npobupky Hologic Direct
Load Capture C KpbILKOW U KOMMNSEKTbI ANsi KOHTPOS.

lNpumeyaHue. Obpawalimecb co ecemu obpasuamu mak, kak 6ydmo oHuU codepxxam
rnomeHyuanbHO UHUUUpyrWUx 803bydumenel. Cobnodalime obwenpuHsmeie Mepbl
rpedocmopOoXHOCMU.

lMpumevaHue. bydbme ocmopoxHbI, YMobbl He O0rycmumb NepPeKPecmHO20 3agpsA3HeHUs
npu obpabomke obpasyos. Hanpumep, ymunusupytime UCrofb308aHHbIU Mamepuar, He
MPOHOCST €20 Hal OMKPbIMbIMU MPobUpKamu.

O160p OOpasua MeToaoM mas3ka

Coop

Co6op

BbinonHute ot6op 06pa3uLoB METOAOM Ma3KOB M3 HOCOFMOTKW, MOMOCTA HOCA M POTOrMOTKK, B
COOTBETCTBUM CO CTaHOAPTHOW METOAMKOW, C MCNOMb30BaHWEM NOMM3UPHBIX, BUCKO3HBLIX UK
HENINOHOBLIX TaMMNOHOB. HezameanmTensHo nomectute obpasey Ha TamnoHe B 3 mi VTM wnu
UTM. Kpome Toro, obpasel, Ha TamrnoHe MOXHO MEPEHOCUTb B DU3MONIOrMYECKOM pPacTBOpE,
xuakon cpege Ammeca mnu STM. [Insg ot6opa npob Mas3koB M3 POTOrMOTKM M MOMOCTU Hoca
MOXHO MCNOMb30BaTb MHOrOMYHKLUMOHAmbHbIA KOMMNEKT Ans cbopa ob6pa3uoB B BUAE Ma3KoB
Aptima Multitest Swab Specimen Collection Kit n komnnekt Hologic Direct Load Capture Cap
Collection Kit. [Ina ot6opa npo6 MaskoB 13 pOTOrNOTKM M NOMOCTU HOCa NpeAHa3Ha4YeH KOMMEKT
ansi cbopa obpasuoB Hologic Direct Load Capture Cap Collection Kit - CLASSIQSwab. [Ons
oTbopa nNpob Ma3koB U3 CpegHEN HOCOBOW PaKOBMHbLI M HOCOIMOTKM NpedHa3Ha4YeH KOMMNIEKT Ans
cbopa obpasuos Hologic Direct Load Capture Cap Collection Kit - FLOQSwab.

Mocne cbopa obpasupl, cobpaHHbie B VTM/UTM, MOXHO XpaHuTb npu Temnepatype 2 °C-8 °C
no 96 Yacoe nepen nepeHocomM B npobupky Specimen Lysis Tube nnu B TpaHCNopTHbIE
nNpobupkKn, Kak onncaHo HWxe B pasgene «O6paboTka obpasuar». OcTasLumiicd obbem
obpasua MOXHO XpaHuTb Npu TemnepaTtype <-70 °C.

Mocne cbopa, obpasubl B npobupkax Aptima Multitest Tube n Hologic Direct Load Capture Cap
Tube MoxHO XpaHuTb npu TemnepaType 2 °C-30 °C go 6 gHen.

lMpumeyvaHue. Npobel, nomeweHHbIe 8 npobupku Aptima Multitest u Hologic Direct Load
Capture ¢ KpbiwkoU, peKkomMeHOyemcsi XpaHumb 8 8epMmuKasibHOM MOfIOXEeHUU Ha
wmamuee. Ha kaxdol npobupke dormkHa b6bimb ycmaHos/1eHa KpbilKa.

obpa3uoB MeTooOM CMbIBa UMM acnupauum U3 HOCOrMOTKU, NMOO acnupauum U3 Hoca

CobGepute 06pasubl CMbIBa UK acnuparta U3 HOCOrMoTKKU, NMMbOo acnvpara 13 Hoca B COOTBETCTBUM
CO CTaHAAPTHLIMWU METOoAMKaMMU.

006pas3uoB CIIOHDbI

Cobepute 1 +/- 0,2 MmN crnoHbI B CTaHAAPTHYHO NpoOupKy ons coopa ¢ otmeTkon 1 mn. Jante
yKkaszaHue naumeHTam cobuvpaTtb CMtOHY M NPOKPyYMBaTh €e B MOMOCTU pTa B TEYEHME HE MeHee
30 cekyHa, npexae 4Yem ChnoHyTb B NPobupky anst cbopa. CobpaHHy CrOHY MOXHO XPaHUTb
npu Temnepartype 15 °C-30 °C go 12 yacos nepen gobasneHnem 4 +/- 0,4 Mn MUHUManNbLHOM
Heobxoaumon cpegpl (Minimum Essential Media, MEM) anst pas6aBneHns n nepemMeLlnBaHus
obpasua crnitoHbl. O6pasubl, pazbaBneHHble ¢ nomoLbto MEM, MOXHO XpaHWUTb Npu Temnepartype
15 °C-30 °C po 2 yacoB nepen nepeHocoMm 500 mkn pa3baBneHHOW CrtoHblI B NpobupKy Specimen
Lysis Tube nnn B TpaHcnopTHbIE NPOOMPKM, Kak onucaHo Hke B pasaene «ObpaboTtka obpasuay.
O6paboTaHHble 06pasLbl MOXHO XpaHuTb Npu Temnepatype 2 °C-30 °C go 6 gHew.
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OGpaboTka ob6pa3ua

3akpbITbI pabounit npouecc ¢ NpMMeHeHuem nporpammHoro obecnevyeHua Aptima SARS-
CoV-2 Assay Software

O6pabomka obpa3uya ¢ ucrnosib3ogaHuem npobupku Panther Fusion Specimen Lysis Tube

A. Tepepn ucnbiTaHnem Ha cucteme Panther nepenecute 500 MkI1 cobpaHHoro obpasua* B
npobupky Panther Fusion Specimen Lysis Tube.

*NMpumeyaHue. Npu aHanuse 3aMopoxxeHHo20 obpasua rneped obpabomkoli ocmasbme
obpasey 00 docmuxeHUss KOMHamHoU memMnepamypsbl.

O6pabomka npo6 c ucnonb3oeaHuem npobupku Aptima Specimen Transfer Tube

A. Tlepep ucnbiTaHnem Ha cucteme Panther nepeHecute 1 mn cobpaHHoro obpasua* B
npobupky Aptima Specimen Transfer Tube **.

*NMpumeyaHue. lNpu aHanuse 3aMopoxeHHo20 obpa3ya neped obpabomkol ocmagbme
obpasey 00 docmuxeHUs1 KOMHamHouU memMrepamypsbl.

**MpumeydaHue. Jlubo MOXHO ucronb3oeams Ho8y npPobupky Aptima Multitest Tube
unu Aptima Unisex Tube.
B. lnotHo 3akynopbte npobupky Aptima Specimen Transfer Tube.

C. AkkypaTHO nepesepHuTe Npobupky 2—-3 pasa 4na NOnHOro nepemMelumBaHns obpasua.

O6pabomka npo6, cobpaHHbIX ¢ NoMowbio Komniekma Aptima Multitest Collection Kit

A. Tlocne nomelleHna cobpaHHoro obpasua® B npobupky Aptima Multitest Tube ¢ nomolybio
komnnekta Aptima Multitest Collection Kit, gononHutensHas obpaboTka He TpebyeTcs.

*NMpumeyarue. lNpu aHanuse 3amopoxeHHo20 obpa3sya neped obpabomkol ocmagbme
obpasey 00 GocCmuXXeHUs1 KOMHamHouU memmnepamypsbl.

OTKpbITbLIN paboyuni Npouecc ¢ NpUMeHeHneM nporpamMMHoro oéecneyeHus Aptima
SARS-CoV-2 Assay Software

O6pabomka obpa3ya ¢ ucrnosib3ogaHuem npobupku Panther Fusion Specimen Lysis Tube

A. CHumuTe KpbiwKy ¢ npobupkn Panther Fusion Specimen Lysis Tube ¢ npoHuuaemowm
KpbILWKON. MpOHULAEMYIO KPbILLKY MOXHO COXpPaHWUTb, MO0 MCnonb3oBaTb BMECTO HEe Ha
cnegyowemM atane TBEPAYI KPbILLKY.

B. lNepen ucnbitaHnem Ha Panther system nepeHecute 500 mkJT ob6pasua B
cneumanuanpoBaHHyto npobupky Panther Fusion Specimen Lysis Tube, ¢ npoHuuaemon
KPbILLKOW UIN 3aMEHSIOLEN ee TBEPAOWN KPbILLKOW.

C. [Onsa Toro 4toObl M3bexaTb KOHTaKTa C BEPXHEN YacTbio NPOBUPKK, OcnabbTe KPbILKY U
nomecTuTe npodbupky ¢ obpasyom B WwTaTMB Angd obpasuos.

D. CHumuTe 1 BbIOpOCLTE KpbILKY. YTOOBI HE AONYCTUTL 3arpsi3HEHUs], HEMb3s UCMOMb30BaTb
3TU KPbIWKM B MobbIX OpyrMX wWTatueax ¢ obpasuamu unm npobupkax ansi oopasLos.
OcmoTpute npobupky ¢ obpasuom. Ecnn B npobupke npucyTCTBYIOT My3blpbkW, OCTOPOXHO
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E.

yoanute ux (Hanpvmep, C NMOMOLLbI0 KOHYMKA CTEPUIbHOrO TaMmnoHa UM aHanormyHoro
MeToaa).

lMpumeyvaHue. Ecnu He yGanumpb ry3bIpPbKU, 3MO MOXem oenusme Ha 0bpabomky
Mamepuarna u npusecmu K HeOOCMOBEPHbLIM pe3yribmamanm.

Momectute WTaTUB ANs 06pa3UoB B AepxaTenb LuTaTuBa 1 3arpysuTe ero B npubop.

O6pabomka obpa3sya ¢ ucrnosib3ogaHuem npobupku Specimen Lysis Tube komnaHuu
Hologic ¢ meepdol Kpbiwkol

A

F.

CHumMMTE KpbILKY ¢ Npobupkn Specimen Lysis Tube komnaHum Hologic ¢ TBepaon KpbILKOW U
He BblbpacbiBanTe ee.

Mepen ncnbiTaHnem Ha Panther system nepeHecute 500 mkJ1 o6pasua B npobupky Hologic
Specimen Lysis Tube ¢ TBepaon KpbILWKON.

Heobxoammo 3akynoputb NPOGUPKY 1 akkypaTHO NepeBepHyTb Tpu pasa, YTobbl obecneunTb
MHaKTUBALMIO BUPYCa U TOMOrEHHbIN COCTaB CMECH.

[Ons Toro 4tobbl M3bexaTb KOHTaKTa C BEPXHEN 4YacTbio NPOBUpKK, ocnabbTe KpbILKY U
nomectuTe Npobupky ¢ obpas3uom B LWITaTMB AN 06pasLoB.

CHuMUTE 1 BbIGpPOCHLTE KPbILKY. YTOObI HE JONYCTUTL 3arpsi3HEHUs], HEMNb3S NCMNONb30BaTb
3TU KPbIWKK B NOObIX ApyrMx wratueax ¢ obpasuammu unm npobupkax gnsi odpasuos.
OcmoTpute Npobupky ¢ obpasuom. Ecnn B npobupke npucyTCTBYIOT Ny3blPbKN, OCTOPOXHO
yoanute ux (Hanpvmep, C NMOMOLLbI0 KOHYMKA CTEPUIIBHOrO TaMmnoHa UMM aHanormyHoro
MeToaa).

MpumeyvaHue. Ecnu He yOanume ry3bipbKU, 3MO MOXem oesusimb Ha 06pabomky
Mamepuara u npueecmu K HeO0CMOBEPHbLIM pe3yibmamanm.

MomecTuTe wTaTnB AnA 06pa3Ll,OB B AepXaTelb WTaTtnBa U 3arpy3nTte ero B an60p.

O6pabomka obpa3uya e crsiy4yae e2o 83simusi Habopom Hologic Direct Load Capture Cap
Collection Kit

A

B.

Mocne nomeleHns cobpaHHoro obpasua* B npobupky Hologic Direct Load Capture Cap
HWKaKoW AoMNonHUTENbLHON ob6paboTkn He TpebyeTcs.

*MpumeyaHue. lNpu aHanuse 3aMopoXeHHO20 obpa3sua neped obpabomkoli ocmasbme
obpasey 00 docmuxXeHuUsi KOMHamHou memrepamypail.

[ns Toro 4tobbl M3bexaTb KOHTaKTa C BEPXHEN YacTbio NPOBUpKM, ocnabbTe KpbILKY K
nomectute npodbupky ¢ ob6pasyom B LWTaTMB AN 06pasLoB.

CHMMUTE 1 BbIOPOCLTE KPbILLKY U TaMnoH. YToObl He JONYyCTUTbL 3arpA3HEeHUs], Hemnb3s
MCMNonb30BaTb 3TW KPbILWKX B NOOLIX Apyrux wrtaTtMeax ¢ obpasuamu unu npobupkax ans
obpasuoB. OcmoTpuTe Npodbupky ¢ obpasuyom. Ecrnn B npoburpke npuUCyTCTBYHOT NY3bIPbKY,
OCTOPOXHO yAanuTe Ux (Hanpumep, C NOMOLLBK KOHYMKA CTEPWUSIBHOrO TaMnoHa UIu
aHanornyHoro meTtoaa).

lMpumeyvaHue. Ecriu mamroH He 3axeamursics KpbIWKOU, 3akpolme rpobupKy KpbiLKOU,
umobbl ybedumbcs, YmMOo maMrioH 3axeadeH U yoaneH u3 rpobupku. Mpobupku Direct Load
Capture Cap, colepxxauwue mamrioH, Henb3s 3azpyxame 6 cucmemy Panther System.
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lMpumeyaHue. Ecnu He yOanumb ny3bipbKU, 3MO MOXem roenusime Ha obpabomky
Mamepuana u npuesecmu K HeOOCmMOBEPHbLIM pe3ysibmamam.

D. MNomecTtute WTtatMB Ans 06pa3uUoB B AepXaTenb LTaTUBa U 3arpysute ero B npubop.

O6pabomka npo6, cobpaHHbIX C NoMowbo Kommekma Aptima Multitest Collection Kit

A. WN3yunte n cnegynte MHCTPYKUMAM Anst pabotbl ¢ npobupkamMu ans nuauca obpasuoB
Panther Fusion (aTtan A) unu Hologic ¢ TBepaon Kpbiwkoun (atan A).

B. lMepen npoeeaeHnem mcnbitTaHust B cucteme Panther go6aeste 500 Mk npobbl N3 Npobupku
Aptima Multitest B npobupky ansa nusmca obpasuos Panther Fusion unun Hologic B
COOTBETCTBMM C YKa3aHUsIMU, NpuMBedeHHbIMU B pasgenax o6 obpaboTtke npob.

XpaHeHue npob

A. Tpobbl, Haxogswmecs Ha 6opTy cuctembl Panther, MOXHO apxmMBmMpoBaTh Anst JONONHUTENBHOIO
aHanuaa, BbIMNofHAeMoro B 6ornee nosgHee BpeMs.

B. XpaHeHne npob oo unu nocne aHanuaa

1. O6pasubl B npobupkax Aptima Multitest Tube, Aptima Specimen Tube, Hologic Direct
Load Capture Cap Tube unu Specimen Lysis Tube 0omKkHblI XpaHUTLCS B BEPTMKANbHOM
MONOXEHUN B LUTATMBE NPU Crieayowmnx yYCnoBusX.

* [pun 2 °C-30 °C o 6 gHen

2. [po6bl AOMKHBI ObITh 3aKPbITbl HOBOM M YUCTOM NIIACTMAacCOBOM MAEHKOM MU dOrbrow.

3. Ecnu npoaHanusnpoBaHHble Npobbl HEO6X0OMMO 3aMOPO3UTb U NEpPeBe3TU, CHUMUTE
NpoHULaeMble KOMnaykn U 3akponTte npobupkn ¢ obpasuamm HOBbIMU HEMNPOHMLAEMbIMU
konnaykamu. Ecnm nocne aHanusa Heobxoguma otnpaska npob B Apyroe MecTo,
HeobxooMMOo noadepXkmBaTth ykasaHHble TeMnepaTtypbl. [lepea cHaTMeM Konnadka
HeobxoauMOo LeHTpMdyrmpoBaTb TPaHCMOPTHbIE NPobupkn ¢ ob6pasuamn B TeYeHune
5 MynHyT npn 420 eanHnuax oTHoCUTENbHOrO LieHTpobexHoro yckopeHust (RCF), 4yToGbl
NepeHecTn BCHO KUOKOCTb B HWXKHIOW YacTb npobupku. M3berante obpasoBaHus GpbI3r u
NnepekpecTHOro 3arps3HeHus.

TpaHcnopTMpoBKa o6pa3LoB

XpaHute obpasubl B YCNoBusiX, ONUCaHHbIX B pasgene «Ombop u xpaHeHue obpa3yose» Ha
CTpaHuua 7.

lMpumeyaHue. Ob6pa3sybl OO/KHbI 1OCMAassimMbCsS 8 COOMeemcmauU ¢ rMNPUMeHUMbIMU
HayUOHasbHbIMU, MEXOYHapPOOHbIMU U pe2UOHasIbHbIMU MPaHCMoOPMHbIMU HOPMamueHbIMU U
rnpaeosbiMu mpebosaHUsIMU.

O6beanHeHne o6pa3LoB B Nyn - onpegeneHme noaxoasien crparermm ans
BHeAPEHUA N MOHUTOPUHra

Mpn paccmoTpeHnn BapuaHTa obbeamHeHns obpasuoB B nyn, nabopaTtopun cregyeTt NpoBeCTU
OLEHKUN MPUEMIIEMOCTM 3TON CTpaTErMmM, UCXOAOS M3 YaCTOTbl MOJNOXUTENbHBIX Pe3ynbTaToB B
obcneayemon nonynsaumm n 3deEKTMBHOCTM pabodero npouecca obbeanHeHus B nyn.
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NMoaroTroBka obpasuoB Ans o6bLeAnHEHUs B Nyn

MepeuncneHHble HXe 0bpasupl, B3ATble U3 BEPXHUX AblXaTeNbHbIX NyTEeN, BanMaMpoBaHbl A1
ucrnonb3oBaHna ¢ Tect-Habopom Aptima SARS-CoV-2 1 moryT ObITb nccnegoBaHbl €
npMMeHeHnem obbeanHeHnsa B nyn o6pasuoB M3 HOCOMNOTKM, POTOrMOTKN, CPeaHE HOCOBOW
pPaKoOBWHbI U C Ha3anbHOrO TaMnoHa, NepeHeceHHbIX B TPAHCMOPTHYO cpeay obpasua (STM).
Kaxxabii nyn obpasuoB JOMKEH COCTOATb M3 0bpasuoB, NPUroTOBEHHLIX B Ynctom STM.
PekomeHayembin pabounin npouecc 06beanHeHnst B Nyn NpeacTaBieH HUXE.

O6pas3ubl cnegyet cobpatb B Npobupku ana cobopa, cogepxawme 2,9 mn STM

UHcmpykyuu no npuzomoesieHUro obpa3sua 0Onsi o6pasyoe, 06LeOUHEHHbIX 8 Myl
HernocpedcmeeHHO 8 munoeol npPobupke

Mpn obbeanHeHnn B nyn obpasuos, cobpaHHblx B 2,9 Mn STM nyTem nepeHoca OTAENbHbIX
0bpasLoB HENOCPEACTBEHHO B MYCTYH NPOOMpPKY B COOTBETCTBMM CO cneundukaunsamm B
Pykosodcmee nonb3oeamerns cucmems! Panther unu Panther Fusion BbINONHWTE creayoLyto
npouenypy.

A. Bo3bmuTE NycTyro NpobupKy, COBMECTMMYIO ¢ cuctemon Panther.

Onpepenute Tpebyembii 06beM Kaxgon npobbl B 3aBMCUMOCTM OT oObema nyna. [pobbl,
NnoMeLLeHHble B NpobMpKy C TpaHCNOpTHOM cpenon (2,9 mn), He TpebyoT pa3BeaeHus
aHanoruyHon cpefon nepeq uccnegoBaHUEM.

lMpumedaHue. PekomeHdyembili KOMBUHUPOBaHHbIU 06beM Kaxdo20 omdoernsHo20 obpasua
3asucum om pasmepos ucrosib3yemol rnpobupku. lNpedcmasumerns Hologic moxem
npedocmasumb pekoMeHdayuu no MUuHUMarbHbIM mpebogaHusiM K 0b6bemy ripu obpabomke
8 cucmeme Panther.

C. lMepea npoBeaeHne nccrnegosaHust B cucteme Panther, ocTopoxHO nepeHecuTte
paccyMTaHHbIN 00BbEM KaKAoro OTAenbHOro obpasua ns npobupok, cogepxawmx 2,9 M
STM B nycTyto Npobupky.

D. Y6eauTtecb B paBHOMEPHOCTU CMELLUMBaAHWUS KaXdoro noaroTaBnMBaemMoro nyna obpasuos.

E. CoxpaHuTe oTaenbHble 06pasupbl Ans AOMONMHUTENBLHONO UCCNELOBaHNUs, €CNN OHO
notpebyeTcs.
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Aptima™ SARS-CoV-2 CucrtemaPanther

Cuctema Panther

Hwxe nepeuncneHbl peaktuBbl Ana aHanusa Aptima SARS-CoV-2 assay Ha cucteme Panther.
Kpome TOro, psgom ¢ HasBaHMEM peakTUBa yKa3aHbl CUMBOMblI MOEHTUMMKaLUMN peakTuBea.

lNMpepnocrtaBnsieMble peakTUBbI U MaTepuanbl
HabGop ana aHanusa Aptima SARS-CoV-2 PRD-06419

250 TecTtoB (2 kOpobKK)

Kopo6ka Aptima SARS-CoV-2 ana xpaHeHus1 B xonoaunbHuUkKe (kopobka 1 3 2)
(xpaHuTb Nnpu Temnepartype ot 2 °C oo 8 °C no nony4eHum)

KonuyectBo
CumBon  KomnoHeHT Habop Ha
250 TectoB
A PeareHT gnsa amnnudukauymm Aptima SARS-CoV-2 1 donakoH
HeuHgeKyUOHHbIe HYKIIeUHO8bIE KUC/I0MbI, 8bICYUIEHHbIE 8 ByghepHOM
pacmeope, codepxawem <5 % HanonHumers.
E ®PepmMeHTHbIN peakTuB Aptima SARS-CoV-2 1 donakoH
ObpamHas mpaHckpurnma3sa u PHK-rnonumepa3sa, 8biCyueHHbIe 8
bygpepHom pacmeope HEPES, codepxawem <10 % HarnonHumerns.
P 3oHaoBbIN peareHT Aptima SARS-CoV-2 1 donakoH
HeuHgbekyuoHHbie xemuriromuHecyeHmHsie [JHK-30HObI, 8biCyweHHbIe 8
cykyuHamHom bychepHom pacmeope, codepxauiem <5 % demepeeHma.
IC BHyTpeHHMI1 KOHTponb Aptima SARS-CoV-2 1 donakoH

Kopo6ka Aptima SARS-CoV-2 ansa xpaHeHUs Npu KOMHaTHOM Temnepartype (kopobka 2 us 2)
(xpaHuTb Nnpu Temnepartype 15 °C go 30 °C go nonyyeHus)

KonuyectBso
CumBon  KomnoHeHT HaGop Ha
250 TecToB
AR PacTtBop ansa pa3BeaeHus peareHTa ana amnnucdpukauum Aptima 1x27,7mn
SARS-CoV-2
BoOHbIl pacmeop, codepxauuli KOHcep8aHMmMbI.
ER PacTBop Ans pa3BeaeHus hoepmeHTHOro peaktusa Aptima SARS-CoV-2 1 x 11,1 mn
BygepHbiti pacmeop HEPES, codepxxawuli MO8EepXHOCMHO-aKmugHoe
8ewecmeo U afuyepuH.
PR PactBop ans passegeHus 3oHaoBoro peareHta Aptima SARS-CoV-2 1 x 35,4 mn
CykuuHamHbIl 6yghepHbIl pacmeop, codepxawulti <5 % demepzeHma.
S PeareHT BbigeneHusa Aptima SARS-CoV-2 1x 108 mn

600 MM 6opamHbIl 6ycbepHbIl pacmeop, codepxaljuli MO8epPXHOCMHO-
aKmugHoe s8eu,ecmeo.
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CucTtema Panther Aptima™ SARS-CoV-2

Kopo6ka Aptima SARS-CoV-2 ons xpaHeHusi NpM KOMHaTHOW TeMmnepaTtype (kopobka 2 us 2)

(npodosmxeHue)
KonuyectBo
Cumson KomnoHeHT Hab6op Ha
250 TecToB
TCR PeareHT 3axBaTa MmuweHn Aptima SARS-CoV-2 1 x 54 mn
BycpepHnbili conesoli pacmeop, codepxawuli meepdyro ¢hasy u
3axeamablgaroujue oru2oMepbi.
BTynku ansa passegeHus 3
JIncT WTpmux-KkogoB OCHOBHOM cepum 1 nuer

Heob6xoanmbie maTtepuanbl, npuodbpeTaemMblie OTAENbHO

lpumeyvaHue. Mamepuarbi, nocmasnsembie komnaHuel Hologic, ¢ npugeedeHHbIMU HOMepaMu 10 Kamariogy,

eCJ/lu He yKa3aHO UHoe.

Cuctema Panther

KomnnekT xunakocten ansa aHanusa Aptima
(Mpombisarowjuti pacmeop Aptima, 6ychep 0nisi pusomoeneHus pacmeopa deakmuesayuu
Aptima u macnsaHbil peakmus Aptima).
Habop onsa asTomatmndeckoro obHapyxeHus Aptima Auto Detect
MHoronpo6upoyHbie 6noku (MTU)
Habop nakeToB ans ytunmaauumn Panther
Uexon eMKkocTu ang ytunusaumm Panther

Wnun Habop ans eeinonHeHus uuknoe Panther Run Kit

codepxum MTU, nakembl ng ymunusayuu, 4exsibl emkocmeli 05151 ymunusayuu,
JKudKkocmu 071l aHanu3sa u Mamepuarbl O a8MoMamu4ecko20 06HapyXeHUs

HakoHeuyHukun (1000 MKr) ¢ punsTPOM, YyBCTBUTENBHBbIE K XXUOKOCTH,
NpoBOAsLLIME, OQHOPA30Bble

ACCOPTUMEHT U3Aenuii MOXET BapbUpPOBaTLCA B 3aBUCUMOCTU OT
pervioHa. [Ina nonyyeHust MHpopmaLuum o Hanu4unum onpeneneHHbIX
N3Oenuin CBSPKUTECh C MECTHBLIM AUCTPUOBLIOTOPOM

Habop ¢ KoHTponbHbIMM MaTepuanammu Aptima SARS-CoV-2

PC — nonoxumernbHbIl kKoHmposb Aptima SARS-CoV-2. HeuHGheKUUOHHbIe HyKImeUuHo8bie
Kucromsl 8 6ychepHom pacmeope, codepxauiem <5 % HaronHumerns.
Konuwyecmeo 5 x 1,7 mn

NC — ompuuamernbHbili KoHmposnb Aptima SARS-CoV-2. bygepHbili pacmeop,
codepxawuli <5 % demepeeHma. Konuyecmeo 5 x 1,7 mn

MHorodyHKLMOHanNbHbIN KOMNNEKT Ans cbopa ob6pa3LoB Ha OCHOBE
maskoB Aptima Multitest Swab Specimen Collection Kit

Hologic Direct Load Capture Cap Collection Kit - CLASSIQSwabs
Hologic Direct Load Capture Cap Collection Kit - FLOQSwabs

Homep no karanory Ne

303095
303014 (1000 TecTos)

303013 (1000 TecTos)
104772-02

902731

504405

303096 (5000 TecTos)

901121 (10612513 Tecan)
903031 (10612513 Tecan)

MME-04134
(30180117 Tecan)

MME-04128
PRD-06420

PRD-03546

PRD-06951
PRD-06952
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Aptima™ SARS-CoV-2 CucrtemaPanther

Homep no katanory Ne

KomnnekT anst nepeHoca obpasua Aptima Specimen Transfer Kit 301154C

KomnnekT anst nepeHoca obpasua Aptima Specimen Transfer Kit - PRD-05110
C BO3MOXXHOCTbIO neyvaTtu

KomnnekT ans cbopa obpasLoB Ha ocHoBe maskoB Aptima Unisex Swab 301041
Specimen Collection Kit ans aHOoLepBMKanbHbIX Y MY>KCKUX YpeTpanbHbIX
Ma3KoB

Mpobupkn Panther Fusion ons nuanca obpasuoe Panther Fusion Specimen PRD-04339
Lysis Tubes, 100/naket

npobupka ¢ npoHuuaembiM Konnadkom, cooepxawas 0,71 mn STM

Mpobupkn ans nusmca obpasuoB Hologic Specimen Lysis Tube, PRD-06554
100 kaxpas
npobupka ¢ 3aguHYUBaOWUMCS KonrmadkoMm, codepxauwast 0,71 mn STM

Pacteop runoxnopwuta Hatpus, oT 5 % 8o 7 % (ot 0,7 M go 1,0 M) —
OpHopasoBble nNepyaTtku —
CMeHHble HenpoHMuaeMble Kornadku 504415

Kpbiwka Hologic Solid Cap gns ucnonb3oBaHusa ¢ PRD-06951* PRD-07028
n PRD-06952*, 100 wT. B Nakete
* OdHopa3sosas Kpbiwka 0nsi Hologic Direct Load Capture Cap (PRD-06951
u PRD-06952) nocrne mecmuposgaHusi 8 pamkax pabodezo npouecca 6e3 KpbIlKu
CmeHHble konnaykn ansg Habopos Ha 250 TecToB —
Pacmeopsbi Onisi pazeedeHusi peazeHma 019 amruchukayuu

u 30H008020 peazeHma CL0041 (100 konnaykos)
Pacmeop 0ns passedeHus hepMeHmMHO20 peakmuea 501616 (100 konna4kos)
PeazeHm TCR u peaceHm ebideneHusi CL0040 (100 konnaykos)

JdononHutenbHble MaTepuanbl

Homep no karanory Ne

Yeunutene OeNCTBUA rMnoxnopuTa ang uictku Hologic 302101
019 noscedHesHOU Yucmku rosepxHocmeli u obopydosaHusi

BcTpsixuBatenb ans npobupok —
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CucTtema Panther Aptima™ SARS-CoV-2

Mpouenypa aHann3a Ha cucteme Panther System

lMpumeyvaHue. [ononHumernbHy UHGOopMayuo o rnpouedypax cMm. 8 pykogoocmee
onepamopa Panther/Panther System.

A. TlogrotoBka pabo4ei 30HbI

Ouuctute paboune NOBEPXHOCTU, HA KOTOPbLIX OydeT Npou3BOANTLCS MOArOTOBKA PEAKTUBOB
1 npob. MNpoTpute pabodne NOBEPXHOCTM PACTBOPOM FMMOXIIOPUTA HATPUSi C KOHLEHTpaLUNEN
ot 2,5 % po 3,5 % (ot 0,35 M go 0,5 M). OcTtaBbTe pacTBop rMnoxnoputa HaTpusi B KOHTaKTe
C MOBEPXHOCTSIMU HEe MeHee YyeM Ha 1 MWHYTY, a 3aTeM npomMonTe Bogon. He gonyckante
BbICbIXaHWNs1 pacTBOpa rMnoxmnoputa HaTpus. HakponTe NOBEpPXHOCTb CTOMa, Ha KOTOPOM
OyOoyT roToBUTLCS peakTUBbl M NPOObl, YNCTBIM TMIPOCKOMMYECKMM MOKPLITUEM ANS
nabopaTopHbIX CTOMNOB Ha MNacTMacCoBOW OCHOBE.

B. PasBeageHne peakTtMBoB / NOAroTOBKa HOBOro Habopa

lMpumeyvaHue. PasgedeHue peakmueo8 He0bxod0uMO 8binosHUMb 0o Havana nobbix pabom ¢
cucmemoli Panther System.

1. [ns pa3BegeHusa peareHTa ans amnnudukaumm, pepMeHTHOro peaktmuea U 30HO0BOMO
peareHTa coeguHuTe (PrnakoH NMOMUNN3NPOBAHHOIO peakTnea C (PrakoHOM pacTBopa
Onsa passegeHusi. Ecnv pacTBopbl Anst pa3BeaeHns XpaHUMchb B XONOAUNMbHUKE, nepen
NCNonb30BaHNEM OOXANTECH, MOKa OHW HarperlTcs OO KOMHATHOW TemnepaTtypbl.

a. I'Io,u.6ep|/|Te OnAa Kaxaoro pacrtesopa anld pa3BegeHud COOTBeTCTBleLLI,VIIZ
J'II/IO(*)I/IJ'II/ISVIpOBaHHbIIZ peareHT. I'Ipe»q:l,e 4YeM BCTaBNATb BTYIKY ONA pa3BedeHNA,
y6ep,|/|Ter, YTO paCTBOp AJA pa3BeaeHnd U peaktuB MMerT coBnajarLllmne LBeTa
OTUKETOK.

b. lMpoBepbTe HOMEpa cepuii Ha NNCTE LITPUX-Koga OCHOBHOM cepum, YToObl ybeamTbes,
YTO COMOCTaBMEHbl Haanexawme peakTuBbl.

c. OTtkponTe rnakoH ¢ NIMOPUIN3MPOBAHHBIM PEAKTUBOM U MISIOTHO BCTaBLTE KOHeL,
BTYNKN ONs1 pa3BedeHNs C HAacevkon B OTBEPCTUE cpnakoHa (pucyHok 1, war 1).

d. OTKkponTe COOTBETCTBYHLIMIA PACTBOP ASNS pa3BedeHUs U NofoXuTe Kornayok Ha
YNCTYH0, HAKPbITYIO paboyyro NOBEPXHOCTb.

e. YaoepxuBasi onakoH C pacTBOPOM ANA pa3BedeHUs Ha CTore, NNoTHO BCTaBbTe
OPYron KoHeL, BTYNKW AN pa3BefeHus B oTBepcTue priakoHa (pucyHok 1, war 2).

f. MepnneHHO nepeBepHUTE coeauHeHHble ¢orakoHbl. [o3BoNLTE PacTBOPY CTeYb U3 ero
dniakoHa B CTEKNSAHHbIA brnakoH (pUcyHok 1, war 3).

g. TwaTtenbHO nepemelLanTe CoaepXMMOe CTEKISIHHOro chrakoHa nyTemM ero BpallieHus
(pycyHok 1, war 4).

h. TlogoxguTe, noka NMOUNN3NPOBaHHLIA PeaKTUB HE PacTBOPUTCS, 3aTeM CHOBa
nepeBepHUTE cobpaHHblie riakoHbl, yaepxmBas ux nog yrnom 45°, 4ytobbl cBECTU K
MUHMMYMY oBpa3oBaHue MeHbl (pUcyHok 1, war 5). MNo3BonkTe BCEN XUAKOCTU CTeYb
o6paTHO B MfacTMaccoBblvi (ONaKoH.

i.  YTnnusupyinte maHxeTy Ans pa3baBneHus 1 CTEKNAHHbIA dnakoH (pUCyHOK 1, war 6).

j.  CHoBa 3akponTe nracTMaccoBbli akoH KOmnnavykoM. 3anunte nHuumnansi
oneparopa v AaTty pas3BefeHUs Ha STUKETKe (PUCYHOK 1, war 7).

K. YTunusmpyinte maHxeTy Ans pasbaBneHus n CTEKNAHHbIA dnakoH (pucyHok 1, war 8).
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Aptima™ SARS-CoV-2 CucrtemaPanther

BapwuaHT: [JonyckaeTrca AOMNONHUTENbHOE NepemellrBaHMe peareHTa ans
amnnudukaumm, epMEHTHOrO peakTnBa U 30HAOBOrO peareHTa Ha BCTpaxuBaTene
Anga npobupok. PeakTuBbl MOXHO nepemMeLllnBaTb, NOMECTUB 3aKyNOPEHHbIN
nnacTmMaccoBbin onakoH Ha BCTpAXMBATENb AN NPOBUPOK, HACTpoeHHbIN Ha 20 06/MUH
(MK 9KBMBANEHTHbINM NoKasaTerb), KaK MUHUMYM Ha 5 MUHYT.

lpedynpexdeHue! N3bezalime obpa3oeaHusi neHbl npu passedeHuu peakmuesos. leHa
Hapywaem ornpedesieHue yposHsi 8 cucmeme Panther System.

lNpedynpexderue! [Jna docmuxxeHusi oxxudaembix pe3yribmamos aHanu3a Heobxodumo
obecriequmb muwiamernibHOE rnepemewusaHue aHaaumu4yeckux peakmueos.

H’1 w ™ 3 . '\f4 =~

g

PucyHok 1. [Ipouecc soccmaHoeneHusi 05s1 cucmembl Panther System

"y

2. TlogrotoBbTe pabouni peareHT 3axsata muwweHn (WTCR):

a.

f.

g.

Monbepute COOTBETCTBYHOLIME Napbl PNIAKOHOB peareHTa 3axeaTa MULLEHU U
BHYTpeHHero koHTpons (IC).

lMpoBepLTEe HOMEPA CEPUIN PEAKTUBOB B TAbnumue LUTPUX-KOOQOB OCHOBHOW CepuK, YTOObI
y6eouTbCs, Y4TO B Napbl COCTaBMeHbl COOTBETCTBYIOLLME PEaKTMBbI U3 KOMMEKTa.

OTkpoliTe hriakoH C peareHTOM 3axBaTa MULLEHM U NOMOXWUTE KOMMNAYoK Ha YNCTYHO,
HaKpbITYl0 paboyyto NOBEPXHOCTb.

OTkponTe briakoH ¢ BHYTpeHHUM KoHTponem (IC) 1 BbinerTe BCe ero cogepXxumMoe BO
dnakoH C peareHToM 3axBaTa muweHn. Ckopee Bcero, BO (prakoHe C BHYTPEHHUM
KoHTponem (IC) octaHeTca HEBONbLLOE KOMMYECTBO XUOKOCTMU.

3akponTe KonnaykoM chriakoH C peareHToM 3axBaTa MULLEHM N OCTOPOXHO pacKpyTUte
pacTBop, 4YToObI NepemeLlaTb cogepxmmoe. N3berante obpa3oBaHnsi NEHLI HA 9TOM JTare.

3anuwunTe Ha 3TUKETKE MHMUManbl onepaTopa M TekyLuyo AaTty.

YTunusmpynte nakoH 1 Konnavok BHyTpeHHero koHTpons (IC).

3. [llogroToBbTe peareHT BblAeneHus

a.

b.

MpoBepbTE HOMEP CepUM Ha (orakoHe C peareHToM, YTobbl Yy6eanuTbes, YTO OH
COBMaJaeT C HOMEPOM CEepuUM Ha NUCTE LUTPUX-KOAOB OCHOBHOW CEpPUM.

3anuwnTte Ha 3TUKETKE MHULMAnNLI onepartopa " TeKyLllyr aarty.
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CucTtema Panther Aptima™ SARS-CoV-2

MpumeyaHue. TwamesnsHO nepemewusalime 6ce pPeakmusbl, OCMOPOXHO repeeopadusasl ux,
npexode Yem 3azpyxamb Ux 8 cucmemy. M3beaalime obpasosaHusi reHbl Mpu rnepesopadueaHull
peakmueos.

C. lNogrotoBka NpeaBapuTeribHO pa3BefdeHHbIX PeakTUBOB

1. PaHee pa3BefeHHble peareHT ansa aMmnnndukaunmn, EepMEHTHbIA peakTuB N 30HO0BbLIN
peareHT OOMmKHbI HarpeTbes A0 KoMHaTHOM Temnepatypsl (15 °C—-30 °C) oo Havana aHanusa.

BapuaHT: PeakTBbl MOXHO AOBECTM OO KOMHATHOW TemnepaTypbl, MOMECTUB
pasBedeHHbIN peareHT Ans amnnnukaunm, epMeHTHbIA peakTuB 1 30HAO0BbIA peareHT
Ha BCTpsixuBaTtenb A58 NPobupok, HacTpoeHHbIn Ha 20 06/MUH (MM SKBMBANEHTHbLIN
nokasaresnb), Kak MUHUMYM Ha 25 MUHYT.

2. Ecnu pasBegeHHbIN 30HOO0BLINM peareHT CoaepXnT 0CafloK, KOTOPbIN HE pacTBOPSIETCS Npu
KOMHaTHOW TemnepaTtype, HarpenTe 3akyrnopeHHbl ¢riakoH OO TemnepaTypsbl, He
npesbiwatoLwen 62 °C, Ha 1-2 MuHyTbl. [locne aToro atana HarpeBaHWsa 30HAOBLIN
peareHT MOXXHO MCNONb30BaTh Aa)ke Mpu Hanu4MmM ocTaTovHOro ocagka. Nepen 3arpyskon
B CUCTEMY nepemMellanTe 30HAO0BbIA peareHT nyTemM nepesopaynBaHuns, cobniogas
OCTOPOXXHOCTb BO M3bexaHne obGpasoBaHus MeEHbI.

3. TwaTtenbHO nepemellMBanTe Kaxablll peareHT, OCTOPOXHO nepeBopavnBas, npexae vYem
3arpysuTb ero B cuctemy. M3berante obpasoBaHnsi NeHbl NpU NepeBopaynBaHn peakTUBOB.
OT0T atan He TpebyeTcs nNpu 3arpy3ke peakTMBOB B CMCTEMY HEMOCPEACTBEHHO Mocne
nepemMeLllnBaHnsa Ha BCTpAXuBaTtene Ansa npobupok.

4. He ponueainTte peakTusbl BO ¢hriakoHbl. PnakoHbl ¢ ONMTbIMK peakTvBammn OyaoyT Ono3HaHbI
N OTKNOHeHbl cuctemon Panther System.

5. [Ana docmuxeHusi oxudaeMbix pesyribmamos aHanusa Heobxodumo obecriedums
mujameribHoOe nepeMewiugaHue aHanumu4yeckux peakmueos.

D. O6paboTtka npob ¢ ucnonb3oBaHMeM Npobupkn anga nuamca obpasuoe Panther Fusion Specimen
Lysis Tube nnn npobupkn Aptima Specimen Transfer Tube

lMpumedaHue. Neped 3azpy3kol obpasuyos e cucmemy Panther ebirioriHume nod2omoeky
obpasyoe 8 coomeemcmeuu ¢ UHCMpyKyusamu rno obpabomke obpasyoes 8 pasdene «Ombop
U xpaHeHue obpasuosy.

1. TpoBepbTe Npobupkn ¢ npobamu, Npexage 4Yem sarpyxaTtb Ux B wratue. Ecnv npobupka
C Npobown cooepXXmT My3blpbKN UM OOBEM XMAKOCTN MeHee OObLIYHOro, akKypaTHO
NOCTy4YnTE NO AHY NPOOUPKKM, YTODOLI COOEPKMMOE CTEKINO Ha OHO.

IMpumeyvaHue. [pu ucrnone3oeaHuu rpob, nepemeweHHbIX 8 npobupky Panther Fusion Specimen
Lysis Tube unu 8 npobupky Aptima Specimen Transfer Tube, ymobel usbexampb owubKu
obpabomku, ybedumecb 8 docmamodyHocmu obbema obpasuya, dobasriseMozo 8 rpobupky.
lpu dobasneHuu 8 npobupky docmamoy4yHO20 Kofludecmea cobpaHHo20 obpasua,
rony4eHHo2o obbema xeamum O1s1 8bINONHEeHUsT 3 8bi0eieHUl HyKIeuHo8oU KUCIOMAI.

E. O6paboTka npob ¢ ncnonb3oBaHnem nNpobupkn anst nusmca obpasuoe Hologic

1. TNoarotoBbTe NPOOLI B COOTBETCTBMM C UHCTPYKUMUSIMU, NpeAcTaBneHHbIMY B pasgerne
«Bssmue u xpaHeHue obpasuos».

lMpumeyvaHue. [pu ucrionb3osaHuu npobupku dnsa nusuca obpasuos Hologic ybedumecs,
4Ymo 835m npasursibHbIl 06beM rnpobki, Ymobbi npedomepamume oWUbKU rpu obpabomke.
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Aptima™ SARS-CoV-2 CucrtemaPanther

lMpumeyaHue. O6vem npobei, cobpaHHOU 8 npobupke dns nusuca obpasuos Hologic (PRD-
06554), domkeH bbimb docmamoyHbiM O nposedeHusi 2 ripouedyp ebidenieHus
HYKreuHoeou KUcC/1omaoil.

lMpumeyaHue. lNpu ucnonb3o0eaHuU Mpo2pamMmMHo20 obecriedeHusl Ot aHanu3a OmKPbIMbIX
npobupok 8 mecm-Habope Aptima SARS-CoV-2 neped 3azspy3kol e cucmemy Panther
CHUMUME KPbIWKY C Mof0XumesibHolU U ompuyamesibHOU KOHMPOIIbHbIX rpo6.

F. ToarotoBka cuctemsl

1. HacTponTe cuctemy B COOTBETCTBUMN C MHCTPYKUUSMU B pykogoOcmee oriepamopa
cucmewmnbl Panther/Panther Fusion n 3amevyaHusi omHocumensHo memoduku. YoeauTech, 4To
NCNonb3yTCA WTaTUBbI AN peakTMBOB COOTBETCTBYIOLLEro pa3mepa u agantepbl TCR.

2. 3arpysute npobbl.

3ameyaHMsA OTHOCUTENbHO MEeTOAUKU
A. KoHTponu

1. [Ona Hagnexawen paboTbl ¢ NnporpamMHbiM obecnedeHnem Aptima Assay ans cuctemsbl
Panther system Tpebyetca ogHa napa KOHTPOsbHbIX 06pa3uoB. MONOXUTENbHbIN K
oTpuuatensHbln KoHTponn Aptima SARS-CoV-2 MoxHO 3arpyxaTb B noboe nonoxeHune
LTatmBa uUnm Ha Nyt JOPOXKKY oTaeneHus npob cuctembl Panther system. MNunetuposanne
06pa3suoB HaAYHETCS B Criyyae BbINOMHEHUSA O4HOMO U3 CreayoLwmx ABYX YCIOBUNA:

a. B HacToswee Bpemsi cuctema obpabaTtbiBaeT napy KOHTponen.
b. B cucteme 3aperncTpmpoBaHbl JENCTBUTENbHbIE pe3ynbTaTbl ANA KOHTPONEN.

2. Tlocne nunetnpoBaHus N 06paboTKn NPOOMPOK C KOHTPOMSAMU C MOMOLLbIO CrEeUManbHOro
Habopa peareHTOB MOXHO 3anyckaTb aHanu3 obpasuoB NaLMEHTOB C NOMOLLbIO
CBSAA3aHHOro Habopa B TeyeHune 24 4acoB, 3a UCKMIOYEHUEM Crieaylowmnx cry4vaes:

a. KOHTposbHble pesynbTaTbl HEAENCTBUTENBHDI.
b. CeasaHHbIi Habop peakTMBOB aHanusa yganeH M3 CUCTEMbI.
c. [lpeBblleH npegen cTabMnNbHOCTU CBA3AHHOIO Habopa peakTMBOB aHanuaa.

3. Kaxpayto npobupky ¢ KoHTpornieM Aptima MOXHO npoaHanuanpoBaTb oauH pas. MonbITkuM
NOBTOPHOIO NUMNETUPOBAHUSA U3 NPOBMPKM MOTYT MPUBECTM K oLIMBKam oGpaboTKu.

4. TuneTtvpoBaHue o6pasLOB NMaLMEHTOB HAYMHAETCS B CryyYae BbINOMHEHUS OOHOMo W3
criefyoLmx ABYX YCrNOBUNA:
a. B cucTteme 3apeructpupoBaHbl OEACTBUTENbHbIE Pe3ynbTaTthl AN KOHTPONEN.

b. B HacToswee BpeMsi cuctema obpabaTtbiBaeT napy KOHTponen.

B. TemnepaTtypa
3a KoMHaTHylo TemnepaTtypy npuHMMaetcst Temnepatypa ot 15 °C go 30 °C.

C. lMygpa ons nep4yartok

Kak 1 B noGol cucteme peakTMBOB, U3OLITOK NyApbl HA HEKOTOPbIX NepYaTkax MOXeT BbI3BaTb
3arpsisHeHne OTKPbITbIX NPOGUPOK. PekoMeHayeTcst Ucrnosib3oBaTbh HEONYAPEHHbIE MepyaTku.
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KoHTponb kayecTBa Aptima™ SARS-CoV-2

D. JlTabopaTtopHbit NPOTOKONT MOHUTOPMHIA KOHTamuHaumm cuctemel Panther System

CywectByeT 60nblUOE KONMYECTBO (PAKTOPOB, Cneundurieckmx Ans KOHKPETHbIX nabopatopun,
KOTOpble MOryT NpMBOAUTL K KOHTaMuHauuun. K Takum daktopam OTHOCATCS, B TOM uucne,
obbem aHanms3oe, paboymii Npouecc, pacnpoCTpaHEHHOCTb 3aboneBaHusa u gpyras
AeaTenbHOCTb B nabopartopun. 3Tu hakTopbl cnegyeT NpMHUMaTb BO BHUMaHWE Mpu
YCTaHOBIIEHUWN YACTOTbl MOHUTOPWHIA KOHTaMUHaUMK. VIHTepBarnbl MOHUTOPWHIA KOHTaMUHaLUn
crnegyeT ycTaHaBnMBaTb Ha OCHOBAHMM MPAKTUKM U METOAMK paboTbl Kaxaon nabopatopuu.

[nsi MOHUTOPUHra KOHTaMMHaLUMK B TabopaTopun MOXHO BbIMOMNHATL CNEAYIOLLYIO Npoueaypy
¢ ucrnonb3oBaHmeM komnriekta Aptima Unisex Swab Specimen Collection Kit for Endocervical
and Male Urethral (komnnekt ons cbopa obpasLoB Ha OCHOBE Ma3KOB M3 KaHarna LUenku
MaTKN UK MOYeuncnyckaTenbHOro KaHana y myxdunH Aptima):

1. MapkupyiTe TpaHCMOpPTHbIE NPOOUPKM C Ma3KkamMu YMcriamu, COOTBETCTBYHOLLMMMU
nposepsieMbiM obnacTsam.

2. Wsenekute Tyndep ons otbopa obpasua (Tyndep ¢ CUHUM CTEPXKHEM U 3€SIEHBbIM TEKCTOM)
13 ynakoBKK, CMOYMTE TaMMOH TPaHCNOPTHOM cpedon angd obpasuos (STM) u BbinonHuTe
Ma30K ¢ 0603Ha4YeHHON 00nacTy KPYroBbIM ABMXKEHUEM.

3. HewmegneHHo BcTaBbTe Tyndep B TPAHCMOPTHYHO NPOOUpPKY.

4. AKKypaTHO nepenomute ctepkeHb Tyndepa no obo3Ha4eHHOM NMHUK pasnoma; cobnoganTe
OCTOPOXHOCTb BO M3bexaHue pas3bpbl3rMBaHUs COAEPKUMOTO.

5. TnoTHO 3akynopbTe TPaHCMOPTHY NPOOMPKY C TaMMOHOM.
6. [oBTOPHO BbINOMNHWTE 3Tanbl 2 - 5 A4Na Kaxgon obnacTtn, ¢ KOTOPOW crieayeT B3siTb Ma3ok.

E. lNpu nonyyeHnn nonoXxmntenbHbIX pesynsTaTtoB CM. pasaen «MHmepripemauusi pesynbmamosy.
[Ons nonyvyeHust 4ONONHUTENBHON MHPOPMaLUN O MOHUTOPUHIE KOHTaMUHaLMK NSl CUCTEMbI
Panther system ob6patutecb B cnyx0y TexHuyeckon nogaepxku Hologic.

KOHTpO.ﬂ b Ka4decCcTBa

Cuctema Panther system MOXeT 0603Ha4YnTb UMK aHann3a unn pes3ynbTatbl A4 o6pa3u,a KakK
HedenCTBUTENbHbIE npn BO3HNKHOBEHUU npo6neM C BbIMNOJIHEHNEM aHalnuni3a. O6p83Ll,bl Cc
He4enCTBUTENbHbLIMK pe3ynbTatamu HeobxoaMmo npoaHanmn3npoBaTb NOBTOPHO.

OTpuuaTenbHbIN U NOSTIOXUTESNIbHLIN KOHTPONN

[na nony4yeHnsa AOCTOBEPHbIX pe3ynbTaToB HEO6XoOMMO NPOTECTUPOBaTb HABOP KOHTPOMEeN

aHanuaa. Kaxablh pas npu 3arpy3ke HOBOro KOMnriekta B cucremy Panther nnu npu ncreyeHmm
CcpoKa rogHoOCTW TeKyLiero Habopa AeNCTBUTENbHbIX KOHTPONENn HEO6X0AMMO BbINOMHUTL aHaNu3
oTpyLaTENBHOrO N NOMOXUTENBHOrO KOHTPOSbHLIX MaTepmnanos Ans aHanusa B 04HOM MOBTOPHOCTMU.

Cuctema Panther HacTpoeHa Tak, YTo oHa TpebyeT BbINOSIHEHUS aHanm3a KOHTPOSen C MHTepBarom,
3a4aHHbIM agMMHUCTPATOPOM U He npeBbiwawmnm 24 yaca. [NporpaMmmHoe obecneyeHne
cuctembl Panther npegynpexaaet onepatopa npy HEOGXOAMMOCTM BbINOMHEHUSA aHanm3a
KOHTPONEN 1 He 3anyckaeT HOBble aHanu3bl 40 3arpy3ku U Havana o6paboTKM KOHTPOSbHbIX
MaTepuanos gns aHanusa.

Bo Bpemsi 06paboTku KpUTepmnmn NPUEMIIEMOCTU KOHTPOSbHbLIX MaTepuarnoB Afs aHanmsa
aBTOMAaTMYECKMN NPOBEPSAIOTCA NporpamMmmMHbIM obecnedveHnem cuctemol Panther. [Ins nonyyeHus
OencTBUTErNbHbIX pe3ynbTaToB KOHTPOSbHbIE MaTepuansl ANd aHanuaa OOMKHbl MPOUTU ceputo
NpoBepoK, BbINOMHAEMbIX cuctemon Panther.
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Aptima™ SARS-CoV-2 WHTepnpeTauus pesynbLTaToB

Ecnu KoHTponbHble MaTepuanbl ANs aHanu3a npoLuny BCce NPOBEPKNU, OHU CHUTAIOTCS
AENCTBUTENbHLIMU B TEYEHME MHTEpPBarna BpeMeHU, 3adaHHOro agMuHucTpaTopom. Mo
NCTeYEeHUN 3TOro BpemeHn cuctema Panther cuntaet, 4TO CpOK roAHOCTW KOHTPOMS aHanusa
ncTek, n TpebyeT BbINOMHUTL LMK C HOBbIM HAaBOPOM KOHTPOSbHbIX MaTepuanoB Afs aHanuMs3a
nepeg 3anyckom Nodbix HOBbIX Mpoo.

Ecnu kakon-nnbo 13 KOHTPOMbHbIX MaTtepuanoB And aHanu3a He NPoOXO4MT NPOBEpPKX, cuctema
Panther aBTomaTtnyeckn oobsaenseT Npobbl, HA KOTOpLIE PaAcCMNpPOCTPaHWUIIOCL Ero AENCTBUE,
HeaencTBMTENbHbIMU, U TpebyeT aHanm3a HOBOro Habopa KOHTPOSbHLIX MaTtepuanos Ang
aHanusa nepeg 3anyckom fbbix HOBbIX NpPo6.

BHyTpeHHU KOHTpPONb

BHyTpeHHWIn KOHTpOnb AobaensioT K kaxgon npobe ¢ wTCR. Bo Bpems o6paboTku nporpammHoe
obecrneyeHne cnctembl Panther aBTomaTn4eckn NpoBepseT KPUTEPUM NPUEMITEMOCTM BHYTPEHHETO
KoHTpond. OBGHapyXeHne BHYTPEHHENO KOHTponsl B npobax, nonoxmntenbHbix no SARS-CoV-2,
He TpebyeTcsa. BHyTpeHHUI KOHTPONb AOMKEH obHapyXnBaTbCs BO BCcex npobax, oTpuuatenbHbIX
no muweHam SARS-CoV-2; obpasubl, He COOTBETCTBYIOLLNE ITOMY KPUTEPUIO, PETUCTPUPYIOTCA
Kak HegencTeutenbHble. Kaxabin obpasey, ¢ pesynbTatoM «HegeNCTBUTENbHbINY HEOOX0AMMO
npoaHanuanpoBaTb NOBTOPHO.

MporpammHoe obecneyeHne cuctembl Panther npegHasHayeHo Ans To4HOM BepudmKauum
npoLueccoB, Koraa npoueaypbl BbIMOMAHSOTCA B COOTBETCTBUM C MHCTPYKUUAMU, COAEepKaLLMMUCS
B J@HHOM JNNCTKe-BKNagbiwe n B pykogodcmee ornepamopa cucmembl Panther/Panther Fusion.

WHTepnpeTauma pesynsraToB
Cucrtema Panther aBTomaTtnyecku onpenendet pesynbTaTtbl aHanM3a np06 N KOHTPOIbHbLIX O6pa3L|,OB.
Pe3yanaT aHanusa MoxeT OblTb oTpuuatenbHbIM, NONOXUTENbHbIM U He,EleVICTBVITeﬂbeIM.

B Ta6n|/|u,e 1 nokasaHbl BO3MOXHble pe3ynbTaTtbl, 3apermcCTpupoBaHHbie B Xo4e DEeNCTBUTENBLHOO
LUnKna aHann3a, BMecTte C I/IHTepI'IpeTaLI,I/IGIZ pe3ynbTaToBs.

Tabnuuya 1: UHmepnpemayus pesysbmama

Pesynsrat SARS-CoV-2 Pesynbrat BK UHTepnpeTtauus
OTpuuaTenbHbIn JencTBntenbHbIN SARS-CoV-2 He oBHapyXeH.
MONOXUTENBbHbIN JencTenTenbHbIN SARS-CoV-2 obHapyxeH.

HepencteutensHbli. Mpousowna
HepencreutensHbln HepenctButenbHbIn owmbKa npu nonyyYeHum pesyneraTra;
BbIMOSTHUTE aHann3 Npodbl MOBTOPHO.

MpumevaHne. OGHapyxeHne BHYTPEHHEro KOHTpons B npobax, nonoxutenbHbix no SARS-CoV-2, He TpebyeTtcs.
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OrpaHuyeHus Aptima™ SARS-CoV-2

MHTepnpeTauus pe3ynbTaTtoB UccneaoBaHusi nyna obpasuoB

OTpuuaTtenbHbIn: OTpuuaTenbHble pesynbTaThl TECTUPOBaHUA Nyna obpasuoB He cnegyeT
pacueHnBaTb Kak OKOH4YaTenbHble. Ecnun kKnuHnyYeckne npusHakm n CUMNTOMbI NaLMeHTa He
cornacyrTcs ¢ oTpuuaTenbHbIM pe3ynbTatoM U pe3ynbTaTbl HEOOX0AMMbI AN OKa3aHus
MOMOLLM NaUMEHTY, cneayeT pacCMOTPETb BapuaHT MHAMBUAYANbHOIO TECTUPOBAHUS.
O6beanHeHne obpasuoB B Nynbl crieayeT UCnonb3oBaTtb B criydae Nniobbix obpasuos, ans
KOTOpbIX coobLlanncb oTpuuaTternbHble pesynbTaThbl.

MNonoxutenbHbIi: O6pa3subl C NONOXUTENbHLIM Pe3ynbTaToOM UCCefoBaHNA B Nyne cnegyet
TECTMPOBaTb MHAMBUAYANbHO, Npexae Yem cooblaTs pesdynbTtat. Obpasubl C HU3KUMM
3HaYEeHNAMWU BUPYCHOW Harpysku MoryT ObiTb He OGHapyXeHbl B nynax obpasuoe BBMAY
MEHbLLEN YyBCTBUTENBHOCTU TECTMPOBAHUS MYIIOB.

HepenctButenbHbIn: O6Gpasubl ¢ HEAENCTBUTENBHBIM Pe3yNbTaToOM MCCIeAoBaHUsA cnegyet
TecTMpoBaTb MHAMBUAYaNbHO, Npexae Yem coobwatb pesynbtat. OgHAKo B Criyyasx
HeAeNCTBUTENBHOMO NPOXoAa, NOBTOPHOE TECTMPOBaHME Nyna obpasuoB MOXET ObiTb
LenecoobpasHbiM, B 3aBUCUMOCTM OT paboyero npouecca nabopatopum n TpebyemMoro BpemeHu
nonyyYeHns pesynbTaTos.

OrpaHunyeHus

A. Vicnonb3oBaHve 3TOro aHanusa paspellaeTcsl TONbKO NepcoHany, npoleawemMy obyyeHve
BbINOMHEHWIO AaHHONM npoueaypbl. HecobniogeHne aTMX MHCTPYKLMIA MOXKET NMPUBECTU K
NOMy4YeHN0 HEBEPHbIX Pe3yrnbTaToB.

B. HapexHocTb pesynbrata 3aBMCUT OT NPaBUITbHOCTU OTOOpa, TPaHCNOPTUPOBKMN, XPaHEHNS U
o6paboTkn o6pasLoB.

C. Wsberante KoHTamMuHauuu, cobnogasl npaBuna Haanexailen nabopaTtopHOM NPaKkTUKU U
METOOMK, YKa3aHHbIX B JaHHOM JNMCTKe-BKNagbile.

D. MNonoxutenbHbI pe3ynbTaT 03HadYaeT obHapyXeHne HYKNENHOBOW KUCMOTbI
COOTBETCTBYIOLLEro BMpyca. HyknenHosas kucrnota MOXeT NpUCyTCTBOBaTb, AaXe ecnv
BMPYC YK€ HEXM3HeCrnocobeH.

E. Ncnonb3oBaHue aHanuia Aptima SARS-CoV-2 gnga ckpuHuHra obien 6eccnmnToMHOM
nonynsiuMmM npeaHasHa4veHo Ansi UCMNONb30BaHUSA B KAYeCTBE YacTu nriaHa MHAEKLUOHHOIO
KOHTPONS, KOTOPbIA MOXET BKMNOYaTb AOMNOMNHUTENbHbIE NPOdMNAKTUYECKME MEPbI, Takue Kak
3apaHee onpeaeneHHbIN NiaH CEPUAHOro TECTUPOBAHUS UMM HanpaBrneHHOe TECTUPOBaHME
ML C BbICOKMM ypoBHEM pucka. OTpuuartenbHble pe3ynbTaTthl CregyeT paccmaTpuBaTh Kak
npeanoNioXUTENbHbIE U HE UCKMYaLWmMe BO3MOXHOCTb MHULMPOBAHUS B HACTosLLEE
Bpems nnu B Gyayliem, NoflydeHHOro B pesynbtarte nepegavm nHdekumnn B coobLlectse nnm
npu Opyrux koHTakTax. OTpuuatenbHble pe3ynbTaTthl criegyeT paccMaTpuBaTbh B KOHTEKCTE
HeJaBHNX KOHTAKTOB YENOBEKA, UCTOPUN BONE3HN U HaNMMYUS KNUHUYECKNX NMPU3HAKOB U
cMMmnTomMoB, cooTeeTcTByowmx COVID-19.

F. BeccumnToMHble nuua, MHduumpoBaHHble COVID-19, MoryT He BblAeNATb AOCTATOYHO
BMpYyCca ANA OOCTUXEHUs rpedena YyBCTBUTENbHOCTU aHanuaa, Yto gaet
NnoXHooTpuuaTenbHbIA pesynbTar.

G. lMpu oTCYyTCTBMM CMMNTOMOB TPYAHO OMpeaenuTb, bbinn nu obcnegoBaHbl 6ecCcMMNTOMHBIE
nvua CrmvwKOM Mo3gHO MW CAULWLKOM paHo. Takum obpa3om, oTpuuaTtenbHble pesynbTaThbl Y
6eccMMNTOMHbIX NUL, MOTYT BKMOYATb NUL, KOTOPble OblIM NPOTECTMPOBaHbI CIIULLIKOM pPaHO
N MOryT CTaTb NONOXUTENbHbIMU NO3XKE, NUL, KOTOpble OblNM NPOTECTUPOBAHbLI CIMLLKOM
no3gHO M MOryT MMETb CEpoNiorMyeckne aokasaTenbCTBa HaNMuns MHekumMm, nnu nuu,
KOTOpbl€ HUKOr4a He Obinn MHULMPOBAHbI.
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Aptima”‘ SARS-CoV-2 Ananutuueckne XapaKTepucTukm Tect-cuctembl Panther SARS-CoV-2 Assay

H. Paspeluaetcsi Mcnonb3oBaTth CreaytoLlmne TUnbl BUPYCHbIX TpaHcnopTHbIX cpeq (VTM) /
yHMBepcanbHbIX TpaHcnopTHbIX cpeq (UTM):

. Habopbl Remel MicroTest M4, M4RT, M5 unu M6;
*  yHMBepcanbHas TpaHcnopTHasa cpega Copan;
*  yHMBepcarbHas TpaHCnopTHas cpena ans supycos BD.

lMpumeyaHue. He ucrnionb3ylime cpedy, codepxawyro eyaHuduH muoyuaHam usnu
nobbie mamepuarel, codepxauwue ayaHuduH.

AHanuTuyeckue xapakrepuctmuku tect-cuctemol Panther SARS-CoV-2 Assay

AHanunTu4yeckas YYBCTBUTEJIbHOCTb

AHanuTuyeckasi YyBCTBUTENBHOCTL (Mpeden obHapyxeHus, LoD) TecT-cuctembl Aptima SARS-CoV-2
assay 6blna onpegeneHa MeToO4OM UCTbITaHMA nocreaoBaTenbHbiX pa3daBneHnin 06beANHEHHbIX
oTpuuaTenbHbIX KIMMHUYECKMX 06pasLioB, NOMy4YEeHHbIX METOAOM Ma3ska M3 HOCOMNOTKN ¢ fobaBKon
WHaKTUBMPOBAHHOIO KyrbTuBUpoBaHHOro supyca SARS-CoV-2 (USA-WA1/2020; BEI Resources;
NR-52281). Mo gecaTb NOBTOPHOCTEN KaXK4oOro nocnegoBaTenibHOro pasbaeneHns obpasua
aHanMsMpoBarnu ¢ UCMNosib30BaHMEM ABYX NTOTOB PeaKkTMBOB aHanm3a Ha AByx cuctemax Panther.
Beino onpepeneHo, 4to BenuunHa LoD B nccnegyemom obpasue coctasnset 0,01 TCIDgg/mn.
OTOT pesynbTaTt noaTBepXAeH aHann3oMm 20 4ONONMHUTENbHbIX NMOBTOPHOCTEN C peakTMBamm
aHanusa oaHoro nota. YpoBeHb LoD noaTtBepxaeH B aHanu3ax ¢ UCNoNb3oBaHWEM TaKUX cpen
Ons noMeLleHna TaMnoHa, Kak (pmnsnonorndecknin pacteop, xugkaa cpega Amuveca um
TpaHcnopTHasa cpega ans obpasuos (STM).

AHarnornyHo paspaboTtaHHOe uccregoBaHune GbifIo NPOBEAEHO ANA ONpeAeneHns aHanMTUYeCcKon
YyBCTBUTENBHOCTM aHanuaa Aptima SARS-CoV-2 ¢ ncnonb3oBaHmem o6pasuoB crtoHbl. B
06beanHeHHbIe B Myn oTpuuaTenbHble KnMHnYeckue obpasupbl 406aBnsann MHaKTUBMPOBAHHbIN
KynbTMBUPOBaHHbIA BUpyc SARS-CoV-2 (USA-WA1/2020; BEI Resources: NR-52281). bbino
onpeaeneHo, 4to BenuunHa LoD B nccnegyemom obpasue coctasnset 0,01 TCIDgp/Mn, uTto
cooTBeTcTBYeT koHueHTpaumn 0,13 TCIDgg/Mn B cobpaHHoM obpasue CritoHbl.

AHanuTudeckasa 4YyBCTBUTENBHOCTb TecT-cuctembl Aptima SARS-CoV-2 oueHuBanacbh
AOMNOMNHUTENBHO C UCMONb30BaHNEM 3TANOHHOIO Matepuana oT Tpex KOMMEpPYECKUX
nocTaBLuKoB. MNMocnegoBaTenbHble pa3BeaeHNs 3TanoHHOro Matepuana obinm caenanel B STM,
n 20 nnn 6onee KOMUI Ha KaXXaAOM ypoBHE Obinn NPOTECTUPOBAHbI C UCMOMb30BaHNEM KaXaowm
13 OBYX Cepuin peareHToB B ABYX cucTteMmax Panther. OTanoHHble MaTepuansl U caMble HU3KME
YPOBHUW pa3BefeHus, npusoasiume K = 95 %-My oGHapyXeHuto, nepedncreHsl B Tabnuue 2.

Tabnuua 2: AHanumuyeckasi oueHKa 4y8cmeumeribHOCMU KOMMEPYEeCKO20 3marioHHO20 Mamepuarna

STanoHHbIN AHanuTnyeckas
MocTaBLWUK HasBaHue MaTepuan Ne Cepus Ne YYBCTBUTENILHOCTb
ZeptoMetrix ROHTRPOMBSARS-COV-2 \ \r5ARS(COV2)-ERC 324332 83 konuu/m
External Run
OTanoHHbIN Matepuarn .
SeraCare AccuPlex SARS-Cov-2 0505-0126 10483977 83 konui/mn
Tounass  CTaHpapTHeIfi o6pasel COV019 20033001 83 KonMi/MT

JunarHocTuka SARS-CoV-2
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AHanuTnyeckue xapakTtepucTmMku Tect-cuctembl Panther SARS-CoV-2 Assay Aptima”” SARS-CoV-2

AHanuTnyeckas YyBCTBUTENIbHOCTb B paboyem npouecce ¢ UCnosib3oBaHUeM NpooupKu
Aptima Specimen Transfer Tube

OnpepeneHHbIN YpoBEHb aHANMUTUYECKOW YyBCTBUTENBbHOCTY (Npeaen obHapyxenus) 0,01 TCIDgg/Mn
TecT-cuctembl Aptima SARS-CoV-2 assay Obin noareepxgeH B paboyem npouecce ¢
noarotoBskon obpasuoB B npobupke Aptima Specimen Transfer tube. [na noarsepxaeHns
NCMOonb30Bann MHaKTUBMPOBAHHbLIN KyNbTUBMPOBaHHbIN BUpyc SARS-CoV-2 (USA-QA1/2020;
BEI Resources; NR-52281), BHeCEHHLIN B OTpULATENbHbBIA KIMMHUYECKUIA Ma30K U3 HOCOITOTKMY,
13MONOrMYECKUn pacTBop, XUAKY0 cpedy AMMeca U TPaHCNOPTHYKO cpedy Ans obpasuos
(STM), 1 BbinonHMB aHanu3 B 20 NOBTOPHOCTSAX C OOHUM JFIOTOM peakTuBoB (Tabnuua 3).

Tabnuua 3: lNodmeepxdeHue LoD e paboyem npoyecce ¢ ucronb3o8aHuem rnpobupku Aptima Specimen

Transfer
KonuuectBO KonuyectBo CraHpapTHoe
Lenb Matpuua AencTBU- NONoXuTernb- % YcpeAHeHHbIW  OTKINOHeHue
TenbHbIX HbIX NONOXUTENbH. kRLU kRLU %KB
Masok 13
HOCOrOTKM 20 20 100 % 1063 61 5,8 %
MHaKT”B"'PO' ST™M 20 20 100 % 1064 116 10,9 %
BaHHbI
BUpYC dursnonornieckui o 1102
SARS-CoV-2 pacTBop 20 20 100 % 60 54 %
HKuaas cpepa 20 20 100 % 1101 51
Awmneca 4,7 %

AHanutu4yeckas PeaKTUBHOCTb

AHanuTU4ecKyto peakTMBHOCTb TecT-cuctemMbl Aptima SARS-CoV-2 assay onpeaensanm in silico,
n3yyas B3aMMoOenCTBME CUCTEMbl OfIUFTOMEPOB, CBA3bIBAOLWNX MULLEHU, NPpanMepoB
aMmnnuukaumm n getekTnpyrowmnx soHaos ¢ 9896 nocneposatenbHocTaMu SARS-CoV-2,
OOCTYMHbIMU B reHeTudeckux 6asax gaHHbix NCBI u GISAID. 3 oueHkn Obinu nCKNoYeHbl Bce
nocrneaoBaTenbHOCTM C NPONyckaMu U HEOAHO3HAYHbIMM AaHHLIMU, NOCMEe 3TOr0 AS1S OLEHKM
nepBor obnactu MuweHM aHanmsa octanock 9879 nocrnegoBaTenbHOCTEN, a AN BTOPOW
obnactn muwenn aHanusa — 9880 nocnepgoBaTtenbHocTen. OueHka in silico
npogemoHcTpupoBana 100 % romMonorMyHoOCTb ONIMFOMEPOB aHanNUTUYECKOW CUCTEMbI K 06enm
mMuweHam B 9749 (98,5 %) oueHeHHbIX nocneposaternbHocTsaX U 100 % romMmonorM4HocTb
ONMUrOMEPOB aHaNUTUYECKON CUCTEMbI XOTS Obl K OAHOM MULLEHN BO BCEX

9896 nocnegoartenbHocTAX. Cpean OueHEHHbIX NOCneaoBaTENbHOCTEN HE HALWOCh HU OOHOWN,
B KOTOPOW NpOSIBASANCL Obl OLWMOKM cnapyBaHus ¢ NPOrHO3MpyeMbliM HapyLUEHNMEM CBSA3bIBaHMWS
UMM aHanNUTUYECKMX XapaKTEPUCTUK MO 060UM MULLIEHSIM.

AHanuTun4yeckasn CneLIVI(bVI‘-IHOCTb n Meuwawulee BrinvsHne MMKpoopraHm3moB

AHanuTtudeckasn cneundunyHocTb TecT-cuctembl Aptima SARS-CoV-2 assay Gbina oueHeHa B
akcnepumeHTe ¢ 30 BUOaMM MUKPOOPraHM3MOB, BXOAALLMMU B YMCIIO YaCcTO BCTpevatoLmnxcs
NaToreHoB AbIXaTerNlbHOW CUCTEMbI MK BNNM3KOPOACTBEHHbIX BMAOB (Tabnuua 4). SKCnepuMeHThI
¢ GakTepusMU NPOBOAUMK NPK KoHUEeHTpaumsax 108 KOE/Mn, a akcnepuMeHTbl ¢ BUpycamu npu
10° TCIDgo/M11, 32 HECKOMBKUMU YKa3aHHBIMU UCKITHOYEHUAMU. DKCEPUMEHTbI C
MUKpOOpPraHnamMamm npoBoAvNN B NPUCYTCTBUN N B OTCYTCTBUN J0OABKM MHAKTUBMPOBAHHOMO
Bupyca SARS-CoV-2 B koHueHTpaumn 3x LoD. AHanuTtudeckasa cneyndudHoOCTb TeCT-CUCTEMBI
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Aptima SARS-CoV-2 assay coctasuna 100 %, Np1M3HaKoB MeLLatoLEero BIINSHUS CO CTOPOHbI
MUKPOOPraHn3MoB He 0BHapy>XeHO.

MoMUMO MchbITaHMA C MUKpOOpraHMamamu, Obina npoBeneHa oueHka in silico ana naydeHns
cneundmrYHOCTN aHanmn3a B OTHOLLEHUN MUKPOOPraHM3MOB, NepPeYncneHHbIX B Tabnuue 4.
OueHka in silico He BbisiBUa BEPOATHOMN MEPEKPECTHOW PEeakTUBHOCTU C ntobon n3

112 n3y4yeHHbIX nocnegoeaTenbHocTeN 3 6a3bl GenBank.

Tabnuua 4: AHanumuyeckasi crneyuguUYHOCMb U Mewarouee 8/ussHUe MUKpoop2aHU3Mo8 aHanu3a Aptima

SARS-CoV-2

MukpoopraHusm

KoHueHTpauusa

MukpoopraHMam

KoHueHTpauusa

KopoHasupyc yenoseka 229E

1E + 5 TCIDggp/Mmn

Bupyc naparpunna 1

1E + 5 TCIDgg/mn

KopoHaswupyc yenoseka OC43

1E + 5 TCIDsp/Mn

Bupyc naparpunna 2

1E + 5 TCIDsg/Mn

Koponasupyc yenoseka HKU1'

1E + 6 konumi/mn

Bupyc naparpunna 3

1E + 5 TCIDgg/mn

KopoHaswupyc 4Yenoseka NL63

1E + 4 TCIDgo/Mn

Bupyc naparpunna 4

1E + 3 TCIDgo/Mn

KopoHaBupyc SARS'

1E + 6 konuia/mn

Mpunn A

1E + 5 TCIDsp/Mn

KopoHaBnpyc MERS

1E + 4 TCIDggp/Mmn

punn B

2E + 3 TCIDgo/Mn

ApeHoBuupyc (B yactHocTh, C1 Ad. 71)

1E + 5 TCIDgo/Mn

OHTepoBupyc (B YacTHocTu, EV6G8)

1E + 5 TCIDgo/Mn

MeTanHeBmoBupyc Yyenoseka (hMPV)

1E + 6 TCIDso/Mn1

PuHoBupyc

1E + 4 TCIDsgp/Mn

PecnvpaTopHO-CUHUNTNANBHBIN
BUPYC

1E + 5 TCIDsp/Mn

Legionella pneumophila

1E + 6 KOE/mn

Chlamydia pneumoniae

1E + 6 ME/mn

Mycobacterium tuberculosis

1E + 6 TCIDgo/Mn

Haemophilus influenzae

1E + 6 KOE/mn

Streptococcus pneumoniae

1E + 6 KOE/mn

Bordetella pertussis

1E + 6 KOE/mn

Streptococcus pyogenes

1E + 6 KOE/mn

Pneumocystis jirovecii (PJP)

1E + 6 sgepHbIX
reHomMoB/MI

Streptococcus salivarius

1E + 6 KOE/mn

Candida albicans

1E + 6 KOE/mn

Mycoplasma pneumoniae

1E + 6 KOE/mn

Staphylococcus epidermidis

1E + 6 KOE/mn

Pseudomonas aeruginosa

1E + 6 KOE/mn

O6paseLl 13 06beMHEHHbLIX CMbIBOB
13 MoNocTu Hoca noaen? — ons
ompaxkeHusi MHo2006pa3susi
MUKPOBHOU ¢briopbl ObixameribHbIX
nymedl yerogeka

H/T

! KynbTUBMPOBaHHbIE BUPYChI 1 MOSTHOFEHOMHbIE OUYMLLEHHBIE HYKIEWHOBBIE KUCIOTLI KOpoHaBMpyca Yenoseka HKU1 1 kopoHasupyca
SARS 6bInn HegoCTyNHbI Ans NpuobpeTeHns. B akcnepumeHTax No oueHke NepekpecTHOM PeakTUBHOCTU U MeLUaoLero BrnsiHUst
MWKPOOPraHM3MOB WCMOMb30Banu TpaHcnMpoBaHHbIe in vitro pervoHbl reHa ORF1ab kopoHaBupycoB HKU1 n SARS, koTtopble

ABNAKTCA MULLIEHbIO B aHanuse.

2 BMeCTO oLieHKM oBpaslia U3 06beaMHEeHHbIX CMbIBOB U3 MOSIOCTW Hoca fodei Bbin BbINOHEH 3KCrepuMeHT ¢ 30 oTaerbHLIMM
oTpuuaTenbHBIMA KIMHUYECKUMI 06pa3LaMy MaskoB U3 HOCOFMOTKW, OTpaxatoLmMMm MHoroobpasne MUMKpoGHoI dhnopbl

AblXaTenbHbIX nyTe17| vyenoBeka.

KnuHnyeckne xapakrepucTmkm

KnuHunuyeckue xapaktepuctukm tect-cuctemol Aptima SARS-CoV-2 assay oueHnBanu, cpaBHMBas
ero ¢ Tect-cuctemon Panther Fusion SARS-CoV-2 assay (Hologic, Inc.) Ha naHenn ocTtaTo4HbIX
KnMHu4yecknx obpasuos. OcTaTouHble KnMHU4eckne obpasLbl Matepuana u3 HOCOTrfOTKN,
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NPUMEHSIBLUMECS B 3TOM 3KcnepumeHTe, 6binm nonyyeHsl B CLUA oT nauMeHToB ¢ 0GbEKTUBHBIMU
N CyOBbEKTUBHLIMU NMPU3HAKaMUN MHDEKLUN AbIXaTenbHbIX MyTEN.

B tabnuue 5 npeacraBneHbl BENMYUHBI NPOLEHTa COBNaAeHUs NOMNOXUTENbHbBIX pe3yrbTaToB
(Positive Percent Agreement, PPA) 1 npoueHTa coBnageHus otpuuartenbHbix pesyrbtatoB (Negative
Percent Agreement, NPA), BbluMCrEHHbIE OTHOCUTENBHO pesyrnbTaTa 3TanoHHOro aHanusa Panther
Fusion. AHanns Aptima SARS-CoV-2 assay npogeMOHCTpMpOBan CoBNageHne NoMnoXUTeNbHbIX
pesynbTatoB B 100 % u coBnageHue oTpuuatenbHbiX pesynstatoB B 98,2 % cnyvaes.

B kauecTtBe npuemnembix o6pasLoB A8 UCMbITAHUSA NPU BUPYCHOW MHAEKUMM AblXaTeNbHbIX
nyTen paccMaTpuBalTCS CMbIBbl U acnmMpaT U3 HOCOrMOTKKU, acnupaTt 13 nofiocT! Hoca, Masku 13
MonocTn Hoca N cpefHen HOCOBOW pakoBUHbI. OgHako crneumduryeckme KIMHUYeCKne
XapaKkTepucTukmn tect-cucteMbl Aptima SARS-CoV-2 assay Mo OTHOLIEHWUIO K 3TUM TuUMam
obpa3LoB He paccMaTpuBanucs.

Tabnuua 5: KnuHu4eckoe cosnadeHue pesynbmamoes aHanu3a Aptima SARS-CoV-2

Tect-cucrema Panther Fusion SARS-CoV-2 Assay

MonoxuTenbHbIN OTpuuarenbHbin
Tect-cuctema Aptima MonoxutenbHbIn 50 1
SARS-CoV-2 Assay OTpuuaTenbHbIN 0 54

MpoueHT coBnageHnsa nonoxuTenbHbIX pesynbtatos: (95 % AWN) 100 % (92,9-100 %)
MpoueHT coBnageHnsa oTpuuaTenbHbIX pe3ynbtaTtoB: (95 % [OW) 98,2 % (90,4-99,7 %)
O6wmi npoueHT coBnagenus: (95 % ON) 99,0 % (94,8-99,8 %)

KnuHuyeckue XapaKTepUCTUKN C nNaHenbo NOoAroToBJIEHHbIX O6p33LI,OB

KnnHnyeckne xapaktepucTukm tect-cuctembl Aptima SARS-CoV-2 assay B paboyem npouecce ¢
obpaboTkon obpasua B npodbupke Aptima Specimen Transfer tube oueHnBann B skCNepUMeHTe C
naHenblo NOAroTOBMNEHHbIX 06pa3uoB. [ns aToro uccrnenoBaHnsa naHenb 115 octatoyHbIx
KnuHmnyecknx obpasLoB maTepuana M3 HOCOrNOTKM aHanuanpoBanu B pabo4vmx npoueccax ¢
obpaboTkon obpasuos B npobupkax Panther Fusion Specimen Lysis Tube (Specimen Lysis
Tube) n B npobupkax Aptima Specimen Transfer tube. Bce obpasubl, NpMeHSABLUMECS B 3TOM
akcnepumeHTe, 6bin nonyyveHsbl B CLUA oT naumeHToB ¢ O6BbEKTMBHBIMU U CYOBHEKTUBHLIMM
npusHakaMmn nHdpekumn abixaTenbHblix nyTen. MaHenb Bkrtovyana 65 SARS-CoV-2
nonoxurenbHblix 1 50 SARS-CoV-2 oTpuuaTtenbHbix 06pa3uos. B uncno 65 nonoxuntenbHbIX
obpasuoB Bxoannu 40 ¢ koHueHTpaumsmn 0,5-2x LoD un 25 ¢ koHueHTpaumsammn 3—5x LoD, oHu
OblNM NPUroTOBMEHbI C UCNONB30BAHMEM B Ka4eCTBE MULLEHN MHAKTUBUPOBAHHOMO
KynbTuBmuposaHHoro supyca SARS-CoV-2 (USA-QA1/2020; BEI Resources; NR-52281).

BenuuuHbl npoueHTa coBnageHnsa nonoxuTtenbHbIX pesynbtaToB (PPA) 1 npoueHTa coBnageHus
oTpuuartenbHbix pesynbtatoB (NPA) npu ncnonb3oBaHun AByx paboymnx npoueccoB o6paboTku
06pa3sLoB BbIMUCIIANM OTHOCUTENBHO OXMAAEMbIX pe3ynbTaToB AMs NOArOTOBNEHHOW NaHenu.
lMonyyeHHble BENMYUHBI NpedcTaBneHbl B Tabnuue 6 ana npobupok Aptima Specimen Transfer
Tube n B Tabnuue 7 ana npobupok Specimen Lysis Tube. Kak nokasaHo B Tabnuue 8,
XapaKTePUCTUKN OBHapY>XeHUA AN MNOAroTOBMEHHbLIX 06pa3LoB BLIYUCIIANM C YY4ETOM
KOHUEeHTpauun muweHn. Oba paboumx npouecca obpaboTkn obpasLoB NPOAEMOHCTPMPOBANU
100 % coBnageHue pe3ynbTaToOB Ha UCMOMb30BAHHOW B 3KCNEPUMEHTE NaHesnu.
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Tabnuya 6: Pesynbmamsi paboyez2o npouyecca ¢ npobupkamu Aptima Specimen Transfer Tube &
CcpasHeHuUU ¢ oxudaemMbIMU pesyibmamamu

Oxuaaembin pe3ynbraT

MonoxunTenbHbin OTpuuatenbHblii Bcero
PesynkraT npouecca ¢ MonoxuTensHbIn 65 0 65
Aptima Specimen Transfer OTpuLaTenbHbIi 0 50 50
Bcero 65 50 115

O6wwun npoueHT coBnageHus: 100 % (96,8—100 %)
CoBnagenust nonoxutenbHbix pesynstatos: 100 % (94,4-100 %)
CosnageHus otpuuartenbHblx pesynbtaTtoB: 100 % (92,9-100 %)

Tabrnuya 7: Pe3ynbmamsi paboyezo ripoyecca ¢ npobupkamu Specimen Lysis Tube 8 cpagHeHuUU ¢
oxudaeMbIMU pe3ynbmamamu

Oxunpgaembin pesynbrat

MonoxutenbHbin  OTpuuaTenbHbINA Bcero
PesynbTaT npouecca ¢ MonoxurensHbIn 65 0 65
Specimen Lysis Tube OTpuuaTenbHbiit 0 50 50
Bcero 65 50 115

O6wwun npoueHT coBnageHus: 100 % (96,8—-100 %)
CoBnageHuna nonoxuternbHblx pesynbtaTos: 100 % (94,4—100 %)
CoBnageHuna otpuuatensHblx pesyrnbTtaTtoB: 100 % (92,9-100 %)

Tabnuya 8: Xapakmepucmuku obHapyXeHusi ¢ UCrob308aHueM no02omoesieHHbIX 06pa3y08 Ma3Kkoe U3

HOocoeJ/TomKu
Pa6ouui npouecc o6paboTku ¢ Aptima Pa6ouui npouecc o6paboTkmu ¢ Specimen
Specimen Transfer Lysis Tube
LleneBas n n % Coeanee CTtaHpapTHoe n n % Cpeanee CraHpapTHoe
KkoHueHTpa- [HewnctBu- MMonoxwu- Monoxwu- iRT.U otknoHenne %KB [OeinctBu- [Monoxu- [Monoxmu- iRT.U oTknoHenue %KB
umns TeNbHbIN TeNbHbIN TenbHbIN kRLU TeNnbHbIN TeNbHbIN TeNbHbIN kRLU

Otpuua- g, 0 0 299 97 32 50 0 0 300 93 3.1
TenbHbIN

0,5x LoD 10 10 100 1050 208,5 19,9 10 10 100 1153 113,0 9,8
1,0x LoD 10 10 100 1176 102,1 8,7 10 10 100 1205 24,3 2,0
1,5x LoD 10 10 100 1222 31,6 2,6 10 10 100 1223 21,9 1,8
2,0x LoD 10 10 100 1225 22,6 1,8 10 10 100 1237 26,0 2,1
3,0x LoD 10 10 100 1228 13,6 1,1 10 10 100 1215 25,5 2,1
4,0x LoD 5 5 100 1238 16,7 14 5 5 100 1212 12,5 1,0
5,0x LoD 10 10 100 1237 18,2 1,5 10 10 100 1246 28,3 2,3
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KnuHnyeckas nponsBoAUTENbHOCTb B Clly4yae MoSIoXUTeNbHbIX 0Opa3LoB C eCTeCTBEHHbIM
MH(pMLUMpoBaHMEM

KnnHnyeckue xapaktepucTukm Tect-cuctembl Aptima SARS-CoV-2 assay B paboyem npouecce ¢
obpaboTkon obpasuos B npobupkax Aptima Specimen Transfer tube cpaBHMBanM ¢ KMMHUYECKUMUN
Xapaktepuctmkamu Tect-cuctem Aptima n Panther Fusion SARS-CoV-2 assay B pabodem npouecce
¢ npobupkamn Specimen Lysis Tube. [Jns atoro akcnepumeHTa noarotoBunu 15 yHMKanbHbIX,
nonoxutenbHbix No SARS-CoV-2 06pasuoB MasKoB M3 HOCOIMOTKK, KOTopble obpabaTbiBanu ¢
MCnonb3oBaHWEM ABYX CpaBHMBaeMblx pabounx npoueccos. [onoxutenbHasa peakums npob Ha
SARS-CoV-2 6bina onpegeneHa paHee C UCMNONb30BaHMEM MOJIEKYNISPHOrO aHanmaa,
paspaboTaHHOro He npegnpuaTnem Hologic.

Mpu ncnonb3oBaHUM B Ka4ecTBe aTanoHa pesynbratoB TecT-cucteMbl Panther Fusion SARS-CoV-2
assay u pabouyero npouecca ¢ npobupkamm Specimen Lysis Tube yactota coBnageHus
MONOXUTESNbHbIX Pe3yrbTaToB NP MUCNONb30BaHMM paboymx npoueccoB ¢ npobupkammn Aptima
Specimen Transfer Tube n ¢ npobupkamn Specimen Lysis Tube B TecT-cucteme Aptima
SARS-CoV-2 Assay coctaBsuna 97,5 % (87,1-99,6 %) n 100 % (91,0-100 %) cooTBETCTBEHHO.
Mpu cpaBHEHMM pe3ynbTaToB, MNONy4YeHHbIX B paboyeM npouecce ¢ npobupkamm Aptima
Specimen Transfer Tube 1 B paboyem npouecce ¢ npobupkamm Specimen Lysis Tube, YacTtoTa
COBMageHusi NoONOXNUTENbHLIX pesynbTtaTtoB coctasuna 95,0 % (83,5-98,6 %).

KnuHnyeckasi npousBoaUTENbLHOCTbL C 06pasLaMu CroHbI

KnuHnyeckas npounsBogntenbHOCTb aHanmsa Aptima SARS-CoV-2 ¢ o6pasuamn CritoHbl
oLeHMBanacb B cpaBHeHUM ¢ obpasuamm MaskoB M3 HocornoTkm y 303 naumneHToB,
nccnegyembix ogHospemeHHo. Cpeaun 303 nauyuneHtoB 160 (52,8 %) umenu nerkve CMMNTOMbI U
143 (47,2 %) He nmenn cUMNTOMOB HA MOMEHT NpoBeAeHuns aHanusa. B Tabnuue 9
NpeAcTaBrieHbl BENUYMHbI NPOLEHTa COBMageHNsa NonoXMTENbHbIX pe3ynbTtatoB (Positive
Percent Agreement, PPA) n npoueHTa coBnageHus otpuuatenbHblx pesdynbtatoB (Negative
Percent Agreement, NPA) ans o6pasuoB CrtoHbl, BbIYUCIIEHHbIE OTHOCUMTENBHO pesynbTaTa
3TanoHHOro aHanuaa obpasuoB MaskoB 13 HocornoTku. AHanma Aptima SARS-CoV-2
NPOAEMOHCTPMPOBan CoBnageHne nonoxuTenbHbIX pesynbtatoB B 87,0 % u coBnageHue
oTpuuaTenbHbiX pe3ynbTatoB B 99,2 % cnyyaeB mexgy Tunammn obpasuos.

Tabnuya 9. Knurnuyeckoe cosnadeHue aHanusa Aptima SARS-CoV-2 mexdy obpa3uamu CritoHbI U
Ma3K08 U3 HOCO2I0mKU

Ma30K n3 HoOCOornoTku

[NonoxuTenbHbIn OTpuuatenbHbli
[NonoxntenbHbIn 47 2
CnioHa -
OTpuuarenbHbii 7 245

MpumeyaHue. 2 obpasLoB UMeENU HeaeuCTBUTENbHbIE pe3ynbTaThl.

MpoueHT coBnageHnsa nonoxutensHblix pesynbtaTtos: (95 % OW) 87,0 % (83,0-96,0 %)
MpoueHT coBnageHns otpuuaTenbHbIX pesynbtaTtoB: (95 % OW) 99,2 % (97,1-99,9 %)

KnuHunyeckas npou3BoanTernibHOCTb Yy 6ecCMMNTOMHBIX NUL,

KnuHuyeckas npounssoantensHocTb aHanmsa Aptima SARS-CoV-2 y nuuy 6e3 npusHakos u
CYMMTOMOB pecnMpaTopHOn MHAdeKUMM (6eCCMMNTOMHbIX L) OLueHUBanacb B CPaBHEHUN C
MonekynspHbeiM aHannsom EUA. Bbinu oueHeHbl NpOCNeKkTMBHO cobpaHHble o6pasLbl Ma3koB U3
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HocornoTku naumeHToB n3 CLUA, B Tom vncne 45 o6pasuos, nonoxmntenbHbix Ha SARS-CoV-2, 1
315 obpasuos, oTpuuatenbHbix Ha SARS-CoV-2, ¢ Mcrnonb30BaHMEM CPaBHUTENBHOIO aHanuaa
EUA. 3HaueHus PPA n NPA 6binn paccumMTaHbl OTHOCUTENBHO pe3yribTaTOB CPaBHUTENbHOMO
aHanunsa EUA. 3HadeHna PPA n NPA ana aHanusa Aptima SARS-CoV-2 y 6eCcCMMNTOMHbIX L
coctaenanu 100 % n 96,5 %, cooTBETCTBEHHO, Kak nokasaHo B Tabnuue 10.

Tabnuuya 10. KnuHuyeckoe coernadeHue aHanusa 0b6pasyoe Ma3ko8 U3 HoCo2/10mKuU y 6ecCuMnmOMHbIX

nayueHmos.
Ananus EUA
MonoxuTenbHbIN OTpuuarenbHbli
AHanus Aptima SARS- MonoxuTenbHbIi 45 11
CoV-2 OTpuLaTenbHbINn 0 304

MpoueHT coBnageHuns nonoxutenoHbix pesynstatoB (PPA): 100 % (92,1-100 %)
MpoueHT coBnageHuns otpuuarteneHbix pesynetatoB (NPA): 96,5 % (93,9-98,0 %)

LWecTb (6) n3 11 obpas3uoB MaskoB M3 HOCOMMOTKN C FIOXKHOMOMNOXUTENbHBIMU pe3yrbTaTamMu
ObiNn NOATBEPXAEHbI KaK NOMOXUTENbHbIE MOCME NOBTOPHOIO MCCrefoBaHMs C NOMOLLbIO
cpaBHuTenbHoro aHanmsa EUA. 3HaueHusa Ct ansa atnx 6 obpasuyoB Haxogunuch B gnanasoHe ot
35,5 po 38,9, 4To cBMAOETENLCTBYET O HU3KOW BUPYCHOM Harpyske.

KnuHunyeckaa npousBoanTenbHOCTb Npu 06beanHeHUM B nyn 4o 5 o6pasuyoB Ao
nccnegoBaHuA

KnnHnyeckas nponsBoanMTenbHOCTb TecT-Habopa Aptima SARS-CoV-2 oueHuBanach B nynax
BKIMOYaBLIMX A0 5 obpasuos. [nga uenen nccnegoBaHusa nsyvanucb nyrbl pasmepomM B 5
06pasuyoB, B KOTOPbIX NPUCYTCTBOBANN KakK MOMOXUTENbHbIE, TaK U OTpuuaTesnbHble 06pasupl.
Kaxxabli nonoxuntenbHbl Nyn obpasyoB COCTOSAN U3 OOHOMO MOMOXMTENbHOro obpasua u
ocTarnbHbIX OoTpuuaTenbHbIX obpasuos. OTpuuatenbHble Nynbl 06pasLoB COCTOANN TOMNbKO U3
oTpuuaTtenbHbIXx 06pasuoB. B pamkax nccnegosaHms udydanmce 50 NonoXntenbHbIX U

20 oTpuuatenbHbiX NynoB obpasuos. [onoxuntenbHble 06pasubl, UCMOSNb30BaHHbIE B
nccneaoBaHUM, OXBaTbiBaNM OOCTYMHbIA ONpeaeneHnto Ananas3oH TeCT-CUCTEMbI U BKIKOYanu B
cebsa 20 % nonoxutenbHbIX 06pa3LOB C HN3KON BUPYCHOW Harpy3kon. OTbop obpasuoB ons
nccneaoBaHUs KIMHUYECKON NPOM3BOAUTENBHOCTN 06beaMHEHNsT B My NPOBOAUIICS MCXOAS M3
pesynbTaToB Ct, nonydeHHbIX ¢ noMoLbio TecT-cuctembl Panther Fusion SARS-CoV-2. Tect-
cuctema Panther Fusion SARS-CoV-2 ucnonb3oBanacbk ¢ AaHHOW LEeNbio, NOCKOSbKY TecT
cuctembl Panther Fusion SARS-CoV-2 n Aptima SARS-CoV-2 nmenn oguHakoBble YPOBHM
onpegeneHna (LoD) npu oueHkM ¢ nomoLlbto pedepeHTHor naHenu FDA (T.e. 600 NDU/mn).
MonoxuTtenbHble 06pasLbl C HU3KON BMPYCHOW Harpy3KOM, BKMOYEHHbIE B MccnegoBaHue, 6binm
onpepeneHbl Kak obpasubl co 3HavyeHnem Ct B npegenax 1-2 Ct ot LoD Tect-cuctembl Panther
Fusion SARS-CoV-2. Kak o6beanHeHHble, Tak U oTAenbHble 06pa3subl nccnegoBanuch C
nomoLlbto TecT-cuctembl Aptima SARS-CoV-2.

B Tabnuue Tabnunua 11 npegctaBneHbl BENUYMHBI MPOLIEHTa COBMAaAEHUsT MONMOXUTENBbHbIX
pesynbTaToB (Positive Percent Agreement, PPA) 1 npoueHTa coBnageHusi oTpuuaTenbHbIX
pesynstatoB (Negative Percent Agreement, NPA), BblYMCNEHHbIE OTHOCUTEIBLHO OXMAAEMOro
(vHaouBMayanbHoOro) pesynbtaTta. Bce nccnegoBaHHble nonoxutenbHble obpasubl ganu
NONoOXnTenbHbIM pedynbTat B nyne. Nockonbky 3HadeHns KRLU TecT-cuctemsl Aptima He
COOTBETCTBOBAaNW LieNeBOW KOHLEHTpauuu, aHanMa curHana v aHanua 4yBCTBUTENbHOCTH in
silico He npoBoANNUCH.
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Tabnuuya 11: CoenadeHue omaAernbHbIX U 06beOUHEHHbIX 8 Mys1 06pa3los npu pasmepe nyna, pagHom 5

PesynbraT otaenbHoOro obpasua

[NonoxutenbHbIn OTpuuarenbHbli Bcero
Pesynetat nyna  [lonoxutenbHbii 50 0 50
u3 5 o6pasuoB OTpuLaTenbHblii 0 20 20
Bcero 50 20 70

O6wwun npoueHT coBnageHus: 100 % (94,8-100,0 %)
CoBnageHus nonoxutenbHblx pesynetaTtoB: 100 % (92,9-100,0 %)
CoBnageHus oTpuuatenbHbix pesynbTtatoB: 100 % (83,9-100,0 %)

KnuHnyeckasi nponmsBoauTenbLHOCTbL NpU o6beauHeHMU B nyn Ao 5 o6pasuyos
6ecCUMNTOMHbLIX NaLMeHTOB A0 uccreaoBaHus

KnuHunyeckas npoussoamTenbHOCTb aHanm3a Aptima SARS-CoV-2 oueHuBanack B nynax
o6pasLoB, BKNoYaBLIMX 06pasupbl, cobpaHHble y 6eCCUMNTOMHbIX NaumMeHToB. lNMynbl pasmepom go
5 06pasuoB OLEHMBANUChL Kak C NOMOXUTENbHBIMU, Tak U C oTpuuaTenbHbiMM obpasuammn oT
6eccMMnNTOMHbIX NauneHToB. Kaxabli NoNoXuTenbHbIN Nyn o6pasuoB COCTOAN U3 OOHOrO
NONOXUTENbHOrO 0bpasua u ocTanbHbIX oTpulaTenbHbIX obpasuoB. OTpuuartensHble Nynbl
06pasLoB COCTOSANM TOMNBbKO M3 OTpuUaTenbHbIX 0bpasuoB. [ins pasmepa nyna, paBHOM Tpem,
ObINKN oueHeHbl 32 NONMOXUTENbHBLIX U 32 OoTpuuaTenbHbIX Nyra obpasuos. [ns pasmepa nyna,
paBHOM 4YeTbipeM, Obinn oueHeHbl 36 NoNOXUTENbHBLIX 1 31 oTpUUaTenbHbIX Nyna obpasuos. Ans
pasmepa nysna, paBHOM NSTKU, Obinn oueHeHbl 36 nonoxnteneHbix 1 30 oTpuuaTenbHbIX Nyna
o6pasuoB. MNonoxutenbHble 06pasubl, MCNONMb30BaHHbIE B UCCNeLOBaHUN, OXBaTbiBaNM
OOCTYMHbIVA onpefeneHnio AnanasoH aHanuaa, U Kaxapli pasmep nyna Bkntodan B cebs 25 %
NONOXNTENBHBIX 00pa3L 0B C HU3KOW BMPYCHOW Harpyskon. OT6op obpasLoB Ans nccrnegoBaHus
KNMHUYECKOW NPOM3BOANTENBHOCTM NPOBOAMICS nUcxoaa 3 pesynbtatoB Ct, NonyyYeHHbIX C
nomoLbto Tect-cuctembl Panther Fusion SARS-CoV-2. Tect-cuctema Panther Fusion SARS-CoV-2
ncnonb3oBanachb ¢ AaHHOW Lenbto, NOCKONbKy TecT-cuctembl Panther Fusion SARS-CoV-2 u
Aptima SARS-CoV-2 nvenun ognHakoBbie ypoBHM onpegenerns (LoD) npu oueHke C NOMOLLIbHO
pedepeHTHOM naHenn FDA (T.e. 600 NDU/mn). MNonoxuTenbHble 06pasupbl C HU3KOW BUPYCHOM
HarpysKkon, BKMOYEHHbIE B UccnegoBaHue, Obinu onpeaerneHbl kak obpasubl co 3HaveHnem Ct B
npegenax 1-2 Ct ot LoD Tect-cuctembl Panther Fusion SARS-CoV-2. Kak 00beauHeHHble, Tak K
oTaenbHble obpasLbl UccneaoBanmcb C NOMOLLbIO TecT-cuctembl Aptima SARS-CoV-2.

B tabnuvue 12, tabnuue 13 n Tabnuue 14 npeactaBneHbl BENMYUHBI NMPOLEHTa COBMageHus
nonoxutenesHblX pesynbtatoB (Positive Percent Agreement, PPA) n npoueHTa coBnageHus
oTpuuatenbHblx pesynbtatoB (Negative Percent Agreement, NPA), BblMMCNIEHHbIE OTHOCUTENBHO
oXugaemoro (MHOMBMAOyanbHOro) pesynbTara s KaXgoro oueHeHHoro pasmepa nyna. Mpu
pasmepe nyna, paBHOM TpeM, OOUH U3 BOCbMM 00pasL0B, OLEHEHHbIX C LeNeBON KOHLEHTpaUMeN,
paBHOM unm 6rn3kon K 3HayeHuto LoD aHanuaa, gan nHamBugyanbHbI NONOXUTENbHbBIN pesynbTar,
HO He ObIn oOHapyXeH Kak YacTb Nyna obpasuoB. Mpu pasmepe nyrna, paBHOM YETbIPEM, BCE
OLEHEHHbIE NONOXMTENbHbIE 06pa3sLbl Aanu NONOXUTENbHLIN pe3yrbTaT Npy aHanuse ¢
obbeamHeHvem B nyn. Npu pasamepe nyna, paBHOM NATU, NSATb U3 AEBATU 00pasLOB, OLEHEHHbIX C
LieneBon KOHLUEHTpaLUNEn, paBHOM Unn 6nm3kon K 3HadeHuto LoD aHanunsa, ganv nHameuayanbHbii
NONOXUTENbHBIA pe3ynbTaT, HO He Oblnn obHapyXeHbl Kak YacTb nyna obpasuos. [NockonbKy
3Ha4eHusa KRLU TecT-cnctembl Aptima He COOTBETCTBOBanNM LeNeBon KOHLEeHTpauun, aHanua
curHana u aHanmsa YyBCTBUTENbHOCTU in Silico He NPOBOAUNUCS.
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Tabnuya 12. CosnadeHue omaoesnbHbiX U 06beOUHEHHbIX 8 1y 06pa3y,08 beccumMnmoMHbIX NayueHmos

npu pasmepe nyna, pagHom 3

P93y11 bTaT oTAEeJNIbHOIo 06pa3ua

[NonoxuTenbHbIn OTpuuatenbHbli Bcero
Pesynurat nyna  [10M0XUTeNbHbIA 31 0 31
u3 3 o6pasuos OTpuuaTenbHbIn 1 32 33
Bcero 32 32 64

OO6wwun npoueHT coBnageHus: 98,4 % (91,7-99,7 %)
CoBnageHnsa nonoxutenbHblx pesynbTaToB: 96,9 % (84,3-99,4 %)
CosnageHus otpuuartenbHblx pesynbtaTtoB: 100 % (89,3—100 %)

Tabnuua 13. CosnadeHue omaoesibHbIX U 06beOUHEHHbIX 8 r1y/1 0bpa3y,08 beccuMnmMoMHbIX NayueHmos

npu pasmepe nyna, pagHom 4

Pe3ynbraT otaenbHoro obpasua

[NonoxutenbHbIn OTpuuartenbHbii Bcero
Pesynbrart nyna  [10M0XUTeNbHbIi 36 0 36
U3 4 o6pasLioB OTpuuaTenbHbIi 0 31 31
Bcero 36 31 67

O6wwun npoueHT coBnageHus: 100 % (94,6—100 %)
CoBnageHuna nonoxuternbHblx pesdynbtaTos: 100 % (90,4—-100 %)
CosnageHuna otpuuartensHblx pesyrnbTtaTtoB: 100 % (89,0-100 %)

Tabnuya 14. CosnadeHue omaoesnbHbiX U 06beOUHEHHbIX 8 1y 0bpa3y,08 6eccumMnmMOMHbIX NayueHmos

npu pasvepe ryna, pagHom 5

P93y11 bTaT oTAEJSIbHOIo 06pa3ua

MonoxuTenbHbIN OTpuuartenbHbin Bcero
Pesynbrat nyna  [10M0OXUTeNbHbIA 31 0 31
u3 5 obpasuos OTpuuaTenbHbIn 5 30 35
Bcero 36 30 66

OO6wwun npoueHT coBnageHus: 92,4 % (83,5-96,7 %)
CoBnageHus nonoxutenbHbIX pesynstatos: 86,1 % (71,3-93,9 %)
CosnageHus otpuuatenbHblx pesynbtaTtoB: 100 % (88,6—100 %)
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Cnucok nuTepartypbl Aptima™ SARS-CoV-2

Cnucok nutepartypbl

1. BcemupHas opraHuM3auus 3gpaBooxpaHeHus. Bonpockl n oTBeThl No kopoHasupycam (COVID-19). 9 mapta 2020 r. Be6-cTpaHuua
BcemupHoli opraHusauum 3gpaBooxpaHeHust https://iwww.who.int/news-room/g-a-detail/g-a-coronaviruses. [lata goctyna 10 mapta 2020 r.

2.  UeHTpbl No KOHTponi u npodunakTuke 3adoneBaHui. https://www.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/how-covid-
spreads.html. JocTynHo ¢ 17 nioHs 2020 r.

3. LUeHTpbl No KOHTpOMO M NpodunakTuke 3abonesaHuin. KopoHasnpycHoe 3abonesaHne-2019-(COVID-19) B CLUA. lata o6HoBNEHUS
10 mapTta 2020 r. Beb-cTpaHuua LieHTpoB no KOHTPOro 1 npocdmnaktTuke 3aboneBaHnmn
https://www.cdc.gov/coronavirus/2019-ncov/cases-in-us.html. ata goctyna 10 mapta 2020 r.

4. LeHTpbI NO KOHTpPONIO U NpodunakTuke 3adboneBaHum. VIHbopmaLmsi o KopoHaBUpycHOM 3aboneBaHnn-2019 ana noespok. MocnegHuii
nepecmMoTp CTpaHuubl BbinonHeH 8 Mapta 2020 r. Beb-cTpaHuua LleHTpoB no KOHTponio U npodunaktuke 3abonesaHuin https:/
www.cdc.gov/coronavirus/2019-ncov/travelers/index.html. Jata goctyna 10 mapta 2020 r.

5.  LeHTpbl No KOHTpon U npodunakTuke 3aéoneBaHui. CeogHas MHopMaums 0 cUTyauum ¢ KOpoHaBUPYCHbIM 3aboneBaHnem-2019
(COVID-19). Oata obHoBnenns 9 mapta 2020 r. Beb-ctpaHuua LleHTpoB no koHTponio u npodunakTvke 3abonesanui https:/
www.cdc.gov/coronavirus/2019-ncov/summary.html. Jata goctyna 10 mapta 2020 r.

6. WMHCTUTYT KNUHNYECKUX M NabopaTopHbIX cTaHpapToB. [JokymeHT M29 3awmTa nabopatopHbIXx paboTHNKOB OT MHAMLMPOBAHNS Ha
paboyem mecTe. Beb-cTpanuua CLSI https://clsi.org/standards/products/microbiology/documents/m29/. [lata goctyna ceHTsabpb 2017 1.
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