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Tecm-cucmema peaczeHmoe RealArt™ HPA-Coronavirus LC RT PCR

1. CocTaB

Reagents

015 ucrionib3osaHusi ¢ annapamom LightCycler®

O6o03HayYeHns u
coaepxaHue

Art. No. 5601-01
24 peakuumn

Art. No. 5601-02
48 peakuumn

Art. No. 5601-03
96 peakuumn

Fony6oun:

HPACoronavirus:
LC Master:

2 x12 rns

4 x12 rxns

8 x12 rns

XKentbin:

HPACoronavirus:
LC Mg-Sol:

1 x 400 mkn

1 x 400 mkn

1 x 400 mkn

KpacHbin

HPACoronavirus:
LC QS T=:

1 x 10E4konull Ha
MK

1 x 200 mkn

1 x 200 mkn

1 x 200 mkn

KpacHbin

HPACoronavirus:
LC QS T=:

1 x 10E3 konut Ha
MKI:

1 x 200 mkn

1 x 200 mkn

1 x 200 mkn

KpacHbin

HPACoronavirus:
LC QS 1=

1 x 10E2 Konut Ha
MK

1 x 200 mkn

1 x 200 mkn

1 x 200 mkn

KpacHbin

HPACoronavirus:
LC QS T=:

1 x 10E1 Konut Ha
MK

1 x 200 mkn

1 x 200 mkn

1 x 200 mkn

3eneHbIn

HPACoronavirus:
LC IC=:

1 x 1000 mkn

1 x 1000 mkn

1 x 1000 mkn

Benbin

Boda: (kanubposka
rypP)

1 x 1000 mkn

1 x 1000 mkn

1 x 1000 mkn

QS - cTaHgapT KONMNMYECTBEHHOW OLIEHKU
IC - BHYTPEHHUI KOHTPOIb

LightCyclere - ToproBasi Mapka koMmmaHuu Roche Group TexHonorus LightCyclere NULEH3NpOBaHa

KOMMnaHnKn Roche Diagnostics GmbH. KOMnaHmnen Idaho Technology Inc.

2. XpaHeHue

KomnoHeHTbl Habopa criegyeT xpaHuTb npu Temnepatype -20°C; OHM COXpaHSAT roAHOCTb B
TeYeHWe CpoKka XpaHeHusl, YyKa3aHHOro Ha ynakoBke. [lOBTOpHble pasMoOpaxvBaHUA W
3amopaxuBaHusa (bonee OByx pa3) He PEKOMEHAOYHTCS, MOCKOMbKY CHMXaKT 4YyBCTBUTENLHOCTb
cuctembl. Ecnn TecT-cuctemy nnaHuMpyeTcs MCMNoMb30BaTb TOSIbKO MNEPUOAMYECKN, peareHTbl
pekoMeHAYyeTCs pa3anukBOTUTb U XpaHUTb No YactsaM. Cpok xpaHeHus npu Temnepatype +4°C He
AOJSDKEH NpeBblwaTth NATU YacoB.

3. Heob6xoaumble gononHUTeNbHbIe MaTepuanbl U 06opyaoBaHue
CMeHHble nepyaTku, He obpaboTaHHbIE TanbkoM

Habop ons eelaeneHusa PHK (cm. pasgen 8.1)

®usunonornyeckun pacteop (0.9 % NaCl), cogepxawmi 1% N-aueTmnumcTenH
Munetkn (nepemeHHon emkocTn oT 1 o 20 mkn)

CTtepurbHble HAKOHEYHWKN A58 NUMNETOK, UMeoLLne NponBOaspo30ribHbIA (PUNbTP
BopTtekc

HacTtonbHas ueHTpudyra ¢ syerikamu 4ns peakuMoHHbIX NPOBUPOK eMKOCTbIO 2 MI

ARARRRG
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@ Habop Colour Compensation Set (Roche Diagnostics, Homep no katanory 2 158 850) ans
ycTaHoBKM ycTponctBa Crosstalk Colour Compensation
@ Kanunnsapsl LightCyclere, Roche Diagnostics
@D Oxnagutens LightCyclers, Roche Diagnostics
@D Mpwbop LightCyclere, Roche Diagnostics

4. OCHOBHbIe NPeaoCTOPOXHOCTM Npu npoBeaeHuu MNLP

Wccneposatens fomkeH Bcerga obpallate BHUMaHWe Ha cneayoLlme npeocToOpOXHOCTH:

<D NCNONb30BaTb HAKOHEYHWUKN NUNETOK C (PUNbTPOM

@D XpaHuTb WH(MUMpPOBaHHbIE MaTepuanbl (06pasubl, KOHTPONW, aMMIMKOHbI) OTAENbHO OT
APYrMX peareHToB M A06aBnsATb UX B PEaKLMOHHYIO CMEChb C MOMOLLBIO CrneLumarbHbIX YCTPOUCTB,
XPaHUMbIX OTAENBHO

@D PasmopaxmBaTb BCe KOMMNOHEHTbLI NMPWU KOMHATHOW Temneparype, cobniogas 0CTOPOXHOCTb,
[0 Ha4ana vnccnenosaHus

@D [Mpun pasamopaxmnBaHnn CMeLIMBaTb U LEeHTpUAYrMpoBaTb KOMMOHEHTbI KpaTKOBPEMEHHO

@D PaboTtatb c npenapatamu, Haxogswwmmmnca Ha neay wnu B oxnagutene (Cooling Block),
ObICTpO.

5. UHcpopmauma o Bo3byautene

KopoHaBupychkl, ognH 13 BugoB poga Coronaviridae --- KpynHble, NOKpbITble 060N0YKOM BUPYCHI,
cogepxawue PHK ¢ no3vTMBHOM NOMSIPHOCTLIO, Bbi3blBAlOLLME BbICOKOBUPYIIEHTHbIE 3aboneBaHuns y
Yyenoseka W OOMALUHWUX XUBOTHbIX. VI3BECTHO, 4YTO ANA YenoBeka MaToreHHbl [ABa KOpOHaBupyca,
KoTopble BbI3biBalOT A0 2/3 cnydyaeB OP3, a Takke HO30KOMUamnbHble WHMEKLMN BEPXHUX
AblXaTenbHbIX MyTen Y HeJOHOLLEHHbIX.

CuutaeTcqa, 4TO ewe OAMH HeOaBHO OTKPbITbIA KOPOHaBWpPYC Bbi3biBaeT Tsbkenbin OCTpbIv
PecnupatopHbin  cuHgpoMm (SARS). OpgHako 3TOT BMPYC [0 HaACTOAWEro BpeMEHW He
knaccuduumpoBaH. B nutepaTtype oH nonyyun Ha3BaHWe KOPOHaBMpPYCa, Bbi3bIBaOLLErO MHEBMOHUIO
— Human Pneumonia- Associated Coronavirus (HPA-CoV). Yactb npepgnonaraemoro reHa
nonumepasbl KopoHaBupyca Obina maeHTuguumpoBaHa c¢ nomouwpto MNUP y 6onbHoro SARS B
nHcTUTyTe Tponunyeckon meguuunHel B Mambypre (Bernhard- Nocht-Institute for Tropical Medicine) c
NMOMOLLBIO psaa COTpygHUYaroWmx ¢ HUM nabopatopun. ITO uccnegoBaHUe MOCIYXMIO OCHOBOW
Ansa pa3paboTkn npomblwieHHon TecT cuctemMbl ans MNLUP B peansHOM BpeMeHu, npegHasHayeHHON
ANA  OMarHoCTUKM 9TOro HedaBHO OBHapyXeHHoro kopoHasupyca. [MLP nossonser BbIABUTL
reHeTuyeckui matepuvan HPA-CoV B pasnuyHoM maTtepuane (KpoBW, KanoBbIX Maccax, cekpeTte
AblxaTernbHbIX MyTen, TKaHAX OpraHu3ma).

OueHKa pe3ynbTaTtoB UccrneaoBaHusi

BHumaHue: Cnepynte odmumnanbHbIM pekomMeHaaunam BcemupHom Opranusaumu
3apaBooxpaHeHusa  (BOS3), KOTOpble  MOXHO  HauTu B WHTepHeTe no  agpecy:
http://www.who.int/csr/sars/guidelines/en.

MonoxutenbHble pe3ynbTaTbl UccneaoBaHuUs: [1oNoXuTenNbHbIE pe3ynbTaTbl UCCRefoBaHUS Ha
HPA-CoV cBnaetenbCTBYIOT, 4TO naumeHT nHguymposaH HPA-CoV, gaxe ecnv cumntomoB SARS y
Hero He BbISIBMNEHO.

OTpuuaTtenbHble pe3ynbTaTbl uccnepgoBaHus: OTpuuatenbHble pe3ynbTaTbl UCCNEeAOBaHUS Ha
HPA-CoV He wnckntovatoT SARS. OTpuuaTtensHbin pesynstaT uccnegosaHusa npu Hanudmm SARS
MOXeT BbITb 06YCMNOBIEH CrieayLWwmMMn NPUYNHAMN:

@D Bo Bpems cbopa obpasLoB BUPYC B UccregyemMomM matepuane oTCyTCTBOBar (B HacTosilee
BpeMsi HEM3BECTHO, Ha Kakmx ctagmsax natoreHes nHgekunn HPA-CoV Bnpyc MOXeT ObiTb BbISIBIIEH
B Pa3nuyHbIX TUNax KNMHUYECKOro maTepunana).

N Y 6onbHOro BbIsiBNeHbl cumntoMbl SARS, KoTopble 06ycroBfieHbl LEWCTBMEM APYroro
MHEKLMOHHOIO areHTa.



http://www.who.int/csr/sars/guidelines/en
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6. MpuHuunbl npoBepeHuns MNLP B peanbHOM BpeMeHU

BbisiBneHne naroreHa ¢ nomoulbto [NNLIP ocHoBaHO Ha amnnudukauum onpeaeneHHbIX y4acTKOB
reHoma natoreHa. Mpu MNMUP B peansHoM BpeMeHV NpoayKT aMnnvdukauum BbISBMAIOT C MOMOLLbIO
dnyopecueHTHbIX KpacuTenen. OBbIMHO OHW COEAMHEHbl C ONWUIOHYKNEOTUAHbLIMWU y4YacTKamu,
KOTOpble creunduyeckn CBA3bIBAOTCA C  aMnnuduuupoBaHHbIM  npodyktoMm.  OnpegeneHue
WHTEHCUBHOCTU chriyopecLeHummn no mepe nposegenus MNUP (T.e. B peanbHOM BpeMeHU) no3sonsaeT
BbISIBUTb M KONMYECTBEHHO onpeaenuTb HakonneHwe npoaykrta 6e3 HeobxoaMMOCTWU BCKpbIBaTb
peakLMOoHHYI0 Npobupky nocre Hadvana MuyP.

7. OnucaHue npoaykTa

Tect-cuctema RealArt™ HPA-Coronavirus LC RT PCR Reagents npeacrasnsieT cobou rotoByto ans
NPUMEHeHUs cucTeMy, npegHasHadveHHyo ans soissneHns HPA-CoV ¢ nomowbto MUP, nposBoanmon
Ha annapate LightCycler® (Roche Diagnostics). Habop HPA-Coronavirus LC Master cogepxut
peareHTbl U PepMeHTbl Ansa cneuudundeckon amnnudukaumm ydqactka 92 bp reHoma HPA-CoV, a
TaKkke ONA  HENnocpeACTBEHHOro onpeaeneHve cneumduyeckoro ammnnuvkoHa B KaHane
dnyopecueHumn F1/F2 annapata LightCycler®. Kpome Toro, B TecTt-cuctemy RealArt™ HPA-
Coronavirus LC RT PCR Reagents Bxogut BTOpas reteponiorndyeckas cuctema amnnudukauum,
no3Bosnsilolaa oueHUTb BO3MOXHOe uHrMbuposaHue [ILUP. OHa wucnonb3yetca B KadecTBe
BHyTpeHHero koHTpons (IC), BeisiBnaetca B kaHane cnyopumetrpa F3/Back-F1 v He BnuseT Ha
aHarmmuTtuyeckyro MUP ana BeisenenHns HPA-CoV. Kpome Toro, B Habop BXOAAT BHeLWHWE
nonoxutensHble KoHTponu (HPA-Coronavirus LC QS 1 - 4), koTopble NO3BONSAT OLEHUTb BUPYCHYHO
HarpysKy MHMeKUMOonHHbIM areHToMm. 3a Bbonee noapobHon nHpopmMaLmen obpallantecs K pasgeny

8. NMpoTokon

MpepBapuTenbHbIN 3Tan: Coop, XxpaHeHUe U NepeBO3Ka oOpa3LoB MaTepuana

Mepbl npeaoCcToOpOXHOCTH: Bce oGpa3subl cnegyetr  cuuTtatb noTeHuunanbHoO
MHPULMPOBAHHBLIMM.

BHumaHue: B HacTosiwee Bpems Hanbonee yaobHbIM ONfS UCCreAOBaHUSA MatepuarioMm cyutaroT
MOKPOTY; ONMCaHHble NCCrneaoBaHNsa NpoBedeHsbl ¢ Herl. Mbl pekomeHayem nccnegosath ¢ RealArt™
HPA-Coronavirus LC RT PCR Reagents MOKpOTY.

Wcnbitanna u permctpauuio cuctemsl RealArt™ HPA-Coronavirus LC RT PCR Reagents nposogunu
Ha obpasuax cbiBopoTkW. [Ans apyrnx matepmanos (BAJ1, CMbiBbl M3 HOCOMMOTKKN, Ma3sKku, KanoBble
Maccbl, TKaHU) TeCT-CUCTEMa B HacTosLee BpeMs He yTBepxaeHa. CnegyeT ncnonb3oBaTb TOSbLKO
pekoMeHayeMble Habopbl ANS BblAeNeHUss HYKNenHoBbIX KUCNOT (CM. 8.2).

PekomeHayeTca BHMMATENBHO U3Y4UTb MpaBuna NpUMEHeHWs MaTtepuaroB AN uccnegoBaHus, B
0COBEeHHOCTU NpaBuna Nx NonyyYeHus:, NepeBO3KN U XPaHEHUS.

BHumaHue: Cnepynte oduLmnanbHbLIM pekoMeHaaunam BcemupHon Opranunzauuu
3apaBooxpaHeHnss  (BO3), kotopble  MOxHO Hamtm B WHTepHeTe no  agpecy:
http://www.who.int/csr/sars/guidelines/en.

8.1.1 NMony4yeHne obpasyoB MaTepuana AnAa uccrneaoBaHUsA

Ona nonyyeHus MaskoB uMcCNonb3ynmTe cnegywowee obopyaosaHue: [lpuMeHANTe  TOMbKO
AaKPOHOBbIE, BUCKO3HbIE UMW NacTMKOBbIE (MOKPbITblE anbrMHaTOM Karnbuns), HO He antoMUHUEBbIE
wnaTenu.

He npumeHsnTe antoMmHueBbIe U AepeBsiHHbIE WnaTenu!

8.1.2 XpaHeHue maTtepuana

YyBCTBUTENBHOCTb UCCNEAOBaHUA MOXET CHUXaTbCA NpU XpaHeHun obpasuoB 6onee 12 yacos npwu
Temnepatype 4°C.

MOKpOTY M Ma3km MOXHO MepeBO3UTb B nabopatopuio Ans uccnegoBaHusa npu temnepatype 18-
25°C, ecnu obuwee Bpems XpaHeHUs W NepeBO3KM He MpeBbllaeT oaHoro 4aca. Ecnm cpok
nepeBo3ky B rnlabopaTtopuio NpeBbILaeT OAUH Yac nocne noryvyeHnsa matepuana, marepuan criegyet
nepeBo3nTb B 3aMOPOXEHHOM COCTOSHUM.

8.1.3 NepeBo3ka maTepuana
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O6pasuybl MOKPOTbI M Ma3ku crnegyeT OOCTaBNATb B flabopaTtopuio Kak MOXHO CKopee, COrfacHo
WMHCTPYKUMaM nabopatopun NO nepeBO3Ke 3aMOPOXEeHHOro Matepuana. Matepuwan cnegyet
NnepeBO3nNTb COrMacHO perMoHanbHbIM 1 0BLEeHaUMOoHanbHbIM UHCTPYKUMSAM NO NepeBo3Ke OMacHbIX
Buonorn4yeckmx Matepuaros.
8.2 Boigenenune PHK
Habopbl ana BblgeneHuns PHK npegnaraet psg npoussBogutenen. Obbem matepuana ans
BblaeneHnsa PHK 3aBucut oT ucnonb3dyemoro npotokona. BeigeneHne PHK cnegyetr nposBoauTtb
COrMacHO NHCTPYKUMAM npousBoauntens. PekomeHayeTca ucnonb3oBaHne crneayowmx Habopos aAng
Bblaenenus PHK:

HaGop ansa
O6pas3subl KPOBU U usonsauuu Homep no Noou3BoanTEND MepeHocuuk
CbIBOPOTKM: HYKNEeUHOBbIX KaTanory P A OHK/PKH
KMCInoT
MOKpOTa,
cbiBOopoTKa, BAJ, QlAamp Viral RNA
CMbIBbI 13 Mini Kit (50) 52 904 QIAGEN BXOOUT B Habop
HOCOITOTKU, Mas3sKu
TKaHb RNea?%/OI\)/Ilnl Kit 74 104 QIAGEN He BxoauT B Habop
QlAamp Viral RNA
Kanosble Macchl Mini Kit (50) 51504 QIAGEN He BXoauT B Habop

Mpu ncnonb3oBaHUM B KayecTBe MaTepuarna MOKpPOTbI cneayute crieayrowmm npasunam: [ns
nogrotoskM obpasua cmewante oguHakosble obbembl (1 : 1) matepmana n duspacteopa (0,9%
NaCl), cogepxaliero 1% N-aueTtuncumctemHa (Homep no katanory Sigma No.: A 8199) B npobupke;
Hanpumep, 300 mkn mokpoTel + 300 MKN dmapacTBopa ¢ aueTunuuctemHoMm. Nocne nHkybauum npu
KOMHaTHoW TemnepaTtype B TedeHue 30 MuHyT ans ouvweHns PHK ¢ nomowbio Habopa QlAamp
Viral RNA Mini Kit (QIAGEN) 6epyTt 140 mkn nu3ata v ganee npoBogsaT o6paboTky No NpOTOKONy
BblaeneHnsa PHK supyca.

@n Ecnm B BblbpaHHOM Habope ans wmsonsumm HeT nepeHocuymka HAHK/PHK, k cmecu
MaTepuana u nuaupylowero bydepa AnA BblAeNeHUs HYKNEWHOBbLIX KUCMAOT OT OeCKneToYHbIX
OMonornyecknx Xugkoctem U matepuwana, cogepxaiwiero Hebonbwwoe konuyectso [OHK/PHK,
HacTodaTenbHO pekomeHayetca pobasneHne TPHK (RNA-Homopolymer Poly(A), Amersham
Biosciences) B koHLeHTpauun 10 mkn/mn nusmnpytowero dydepa.

@D Mpn paboTe nNo npoTokonam M3onsuun ¢ UCNONb3OBaHVEM 3TaHoncoaepxawmx dydepos
Ans  npombiBaHMSA nepeqn BblgeneHnem PHK  pekomeHgyetcs npoBecTv  OOMOMHUTENbHOE
UeHTpUdyrupoBaHue Ans yganeHua ocTaTKoB 3TaHona. JTO  NOo3BoOnseT npeforBpaTuTb
nHrmbuposanue lNLP.

@D Tect-cuctemy RealArt™ HPA-Coronavirus LC RT PCR Henb3s ucnonb3oBaTb B COMETaHUN C
MeToAaMu BblAeneHus, BKNIoYaLWwumMmn ncnons3osaHe peHona.

Mpumeyanue: TecT-cuctemy Internal Control of the RealArt™ HPA-Coronavirus LC RT PCR
Reagents MOXHO 1Cnonb3oBaTb HEMNOCPEACTBEHHO BO Bpems npoueaypbl BbigeneHns (cMm. Pasgen
8.3).

8.3 BHyTpeHHMUN KOHTPONbLHLIN Obpasel,

BHyTpeHHMIN KOHTpONb nocTaenseTca B Komnnekte Habopa (HPA-Coronavirus LC IC). 3to
Nno3BONSIET KaK KOHTponupoBaTb npoueaypy BbiaeneHuss PHK, Tak n BbiiBUTb BO3MOXHOe
nHrnomposaHue MNUP. [Jo6aBbTe BHYTpeHHUI KOHTPONb /C K cMecun AN n3onaumm B COOTHOLLEHUMU
0,1 mkn Ha 1 mkn cmecu. Hanpumep, npu ucnonb3oBaHun Habopa QlAamp Viral RNA Mini Kit PHK
BbIMbIBaOT ¢ nomMowbio 60 mkn 6ydepa AE. CnegoBatenbHo, BHavane cregyet obaesutb 6 Mkn
pacteopa /C. Ecnu npoBoauTcs antouus, Hanpumep, ¢ nomowbio 100 mkn, cnegyet nobasuts 10
Mkn. O6bem ncnons3dyemoro /C onpegensieTca Tonbko o6beMoM pacteopa gna anwouun PHK. IC
cnegyet [pobaensatb nocne nepBoro dtana nwm3uca. He ponyckaetca poGasnernve IC
HenocpeacTBEHHO K Bydepy Ans nuanca unm K uccnegyemomy matepuany!

IC ponyckaeTcs NCNonb3oBaTb TOMbKO ANA BbIABEHUA BO3MOXHOro uHrnomposanusa MNMUP. ns
atoro cnegyet gobasutb 0,5 mkn IC n 3 mkn HPA-Coronavirus LC Mg-Sol HenocpeacTBeHHO K 12
mkn pacteopa HPA-Coronavirus LC Master. Ana kaxgon peakumun MNLUP npumeHsaor no 15 mkn
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pactBopa Master Mix, nony4aemoro onucaHHbIM Bble cnocobom u 3atem [obaBnsT 5 Mkn
OYULLIEHHOrO mccnegyemoro matepuwana. Ecnv nposogutcsa nogrotoBka K [LP ans Heckonbkux
obpasuoB, pekomeHayetca yBenuuntb obbem pactBopoB HPA-Coronavirus LC Master, HPA-
Coronavirus LC Mg-Sol, Internal Control B cooTBeTCTBMM C KONU4ecTBOM 06pasLoB (CM. pasaen 8.4).
YBenmuuenne oobeMa pactBopa BeieacTBue aodasneHus [C npu moarotoske k I[P He nMeeT 3HaueHMSL.
quCTBI/ITeJ'IBHOCTI) HCCIICAOBAHUA OT 3TOT'O HEC U3MCHJSCTCA.

8.4 KonnyecTBeHHas oueHKa pe3ynbTaToB UccrnenoBaHus

Mpunaraemble cTaHgapTbl KonudectBeHHon oueHku (HPA-Coronavirus LC QS 1 - 4) 6binu
oTKanuMbpoBaHbl MO cTaHdapTam, npegocTtaBneHHbiM WHcTUTyTOM Pobepta Koxa, bBepnuH,
lepmaHusa. Nx obpabaTbiBaloT aHanormM4yHoO paHee OYULLEHHbIM obpasuam M NPUMEHSIIOT B TeX Xe
obbemax (5 mkn). [Ona nonydeHus ctaHgapTHouW KpuBow Ha annapate LightCycler® cnepyet
ncrnonb3oBaTh Bce 4 cTaHgapTa u ykasatb B Sample Loading Screen, 4To NpMMEHSAIOTCA CTaHOapThl
onpegeneHHon KoOHUEeHTpaumm (CM. pykoBoAacTBo no akcnnyaTtauuu LightCycler® Operator's Manual,
Bepcusa 3.5, rmasa B 2,4, BBog gaHHbIX no obpasuam). [NonyyeHHble onucaHHbIM Bbille crnocobom
CTaHAapTHble KPWMBblE MOXHO WCNONb30BaTb Takke W ANa nocnegylowux uccnegoBaHun, npu
YyCrnoBUW, 4YTO ANA OTAEfNbHbIX OnNpedenieHnn yyuTbiBaeTCs TONMbKO OAMH CTaHdapT B [aHHOW
KOHUEeHTpaunn (BO3MOXHbI MOBTOPHblE U3MepeHud). [na aTtux uenen cnegyet MMMNOPTUPOBaTb
paHee MNOCTPOEHHble CTaHOapTHble KpuBble (CM. pykoBoAcTBO nNo akcrnyataumn LightCycler®
Operator's Manual, Bepcus 3.5, masa B 4.2.5, KonunyecTBeHHble onpegeneHns C MNOMOLLbIO
BHELUHWX CTaHAapTHbIX KpuBbIX). OQHAKO 3TOT METOA KONMYECTBEHHOIO aHanu3a MOXeT NpuBoauTb
K CMELLEHMIO pe3ynbTaToB BCeACTBME HEOQHOPOLHOCTM AaHHbIX pas3nuyHbIX nccnegosanHuin MNLUP.
BHumaHue: CtaHgapTbl KONUYECTBEHHOW OLEHKU ornpedeneHbl B pasMepHocTu "konuu/mkn". Ons
npeobpa3oBaHns MOMYyYEHHbIX C MOMOLLBIO CTaHOAAPTHbLIX KPUBLIX 3HAYEHU B KONUu/mn matepuana
obpasua criegyeT NPUMEHATL NPUBEAEHHYIO HUXe hopmyny:

Pesynbrar (kommm/min)=

Pesynprar (kormmu /Mi) x O0beM 3Jroupyroliero pactsopa (Mi) / OobeM obpasia (M)

MpumeyaHue: PykoBOACTBO MO KOMUYECTBEHHOMY aHanusy c nomMmoubio cuctem RealArt™ u
annapata LightCyclere MOXHO nonydnTb B WHTepHeTe no agpecy www.artus-biotech.com
(TexHn4yeckme npuMeYaHUss NO KONMUYECTBEHHOMY aHanuM3y C NOMOLLI annapara
LightCyclers).

Moaroroeka k MNUP

Y6egutech, 4to oxnagutens (Cooling Block) 1 kanunnsipHble agantepbl (OTHOCSALLMECS K annapary
LightCycleres) npepBapuTenbHO oxnaxgeHbl go +4°C. [lMomectute HeobxoamMmoe KONMM4YecTBO
kanunnspos LightCyclers B apantepbl oxnagutensa (Cooling Block). Y6eguTtecb, 4To Ang Kaxagoro
nccneposaHus MNUP nmeetca kKak MUHUMYM OOWH CTaHAAPT KOSMYECTBEHHbLIN OLEHKU U HE MeHee
OLHOro OTpUuUATENbBHOrO KOHTpons (Bods! Ona kanubposku NLUP). Ana nonyyeHus ctaHOapTHOW
KpvBoW Ansa kaxpgoro uccregosanus MNUP cnegyet ucnonb3oBath npunaraemble K TeCT-CUCTEME
ctaHpaptbl (HPA-Coronavirus LC QS 1 - 4). lNepea KaxabiM ucCnefoBaHMEM BCE peareHTbl
Heobxo4MMO MOMHOCTBLIO Pa3MOpPO3UTb U TWAaTeNbHO nepemellaTb (C NMOMOLLbIO MUNETUPOBHUSA) U
KpaTKoBpeMeHHO LeHTpudyruposatb. Ecnu Internal Control nnaHupyeTca Ncnonb3oBaTb HE TONbKO
ONA BbIABNEeHMA BO3MOXHoro nopasneHus MUP, Ho n ana npoueaypbl Bbigenenwusa PHK, «
cMecu ans msonaumm moxHo aobasutb Internal Control (cm. pasgen 8.2). B atom cnydae cnegyet
NCMosb30BaTh CreayoLLYy0 CXeMy packanbiBaHus (cM. Puc. 1).

KonuyecTtBo obpasuyoB | 1 12
1. NoarotoBka Master HPA-Coronavirus LC 12 MKn 144 mkn
Mix Master
HPA-Coronavirus LC 3 MKn 36 Mkn
Mg-Sol
HPA-Coronavirus LC IC | 0 mkn 0 mkn
O6wui o6LEM 15 mkn 180 mkn
2. MoproToBKa K Master Mix 15 MKn no 15 Mkn Kaxxgbin
nccnegosaHwuio MNMUP O6pasel, 5 MKkn no 5 MK Kaxabin
O6wui o6LEM 20 mkn no 20 MK KaxabIn
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Ecnu nnannpyetca ucnonb3oBaTb IC Tonbko Ans oueHkM uHruouposaHusa MNLUP, ero cneagyer
nobaBnaTb HenocpeacTBeHHO k pactBopy HPA-Coronavirus LC Master. B aTom cnydae cnegyet
MCMoNb30BaTh CreayoLLYy CxeMy packanbiBaHus (cMm. Puc. 2).

Konu4yectBO 06pasuoB | 1 12
1. NogroroBka Master HPA-Coronavirus LC 12 MKn 144 mkn
Mix Master
HPA-Coronavirus LC 3 MKkn 36 MKkn
Mg-Sol
HPA-Coronavirus LC IC 0,5 mkn 6 MKn
O6wmnm ob6Lem 15,5 mkn 186 Mkn
2. NMopgroTtoBKa K Master Mix 15 MKn no 15 MKn Kaxxabin
nccnegosaHuio MNMLUP O6pasel, 5 mkn no 5 MK Kaxabin
O6LwWun obLem 20 Mkn no 20 MK KaxabIn

*VBenuueHne o0bema pactBopa Beienactsue noodasnenus IC npu noaroroske k I[P He umeer 3HaueHUsI.
quCTBVITeJ'IbHOCTb nccrnenooBaHUA OT 3TOMO HE U3AMEeHAeTCA.

C nomouwlbto nuneTkn nepeHecute no 15 mkn pactBopa Master Mix B nnacTuKoBbIn pe3epByap
Kaxgoro kanunnspa. 3atem gobasbTe B Kaxayto npobupky no 5 mkn BblgeneHHon PHK obpasua.
[na NonoXuTensHOro KOHTPOrA crnegyeT UCNonb3oBaTh 5 MK MO KpanHen mMepe OAHOro ctaHgapTa
(HPA-Coronavirus LC QS 1 - 4), ana oTpuyatenbHOro KOHTporist — no 5 mMn BoAbl A5 KanMbpoBku
MUP. 3akponte kanunngapbl. [Ons nepeHoca cMecu M3 NnacTUKOBOrO pesepByapa B Kanunnsp
LUeHTpUdyrupymTe aganTtepbl, COAepXalune Kanunnsapbl, Ha HAaCTONbHOM LeHTpudyre B TedeHne 10
cekyHA ¢ makcumymom obopotos 400 x g (2000 060poTOB B MUHYTY).
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NMpumeHeHue pactBopa Internal Control npu npoueaype 0OYNCTKU

3 ul 3 MKn
Mg-Sol* Mg-Sol
Purification OunctkKa

+ 0.1 pl IC per 1 pl

+ 0.1 mkn IC Ha 1 MKn

Elution Volume

O61bem BbiMbIBaloLeEro pacteopa

5 pl Purified Sample*

5 MKn oumweHHoro obpasua*

15 pl Master Mix*

15 mkn pacTtBopa Master Mix*

Glass Capillary CTeKnsAHHbIN Kanunnsap
LightCyclere LightCyclere
12 pl 12 mkn

RealArtrm Master*

pactBopa RealArtrm Master*

Purification

+ 0.1l IC per 1 i
Elution Volume

'

5 pl Purified Sample*

\

12 ul
- 3-glol* RealArt™
g Master*®

v/

15 pl Master Mix*

/

Glass Capillary

}

LightCycler®

Puc. 1: Cxema koHTpons npouenypbl O4YUCTKA U uHrMbuposaHus MNLIP.

*

OGpaTtute BHMMaHWE, 4YTO pPacTBOPbI

HeoGXxoAMMO MOMHOCTLID MpPOrpeTsb,

nepemMeLlaTtb U KpaTKOBPEMEHHO LIEHTpPUyrmpoBaTts.

TWAaTenbHo
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Ho6aBneHue pactBopa Internal Control k pactBopy RealArt™ Master

3 ul Mg-Sol* 3 mkn Mg-Sol*
Purification OuucTtka
5 pl Purified Sample* 5 MKn oumLLeHHOro obpasua*
15 pl Master Mix* 15 mkn pacTtBopa Master Mix*
Glass Capillary CTeKnAHHbIN Kanunnsap
LightCyclere LightCyclere
12 pl RealArtrm Master* 12 mkn pactBopa RealArtm Master*
15.5 yl Master Mix* 15,5 mkn pactBopa Master Mix*
0.5 ul IC* 0,5 mkn pactBopa IC*
12 pl
3l
” 0.5 pl IC* Real Art™
sk Master*
Purification :
15.5 pl Master Mix*
5 pl Purified Sample* 15 pl Master Mix*
Glass Capillary
LightCycler®

Puc. 2: Cxema koHTponsi uHrnbuposaxus MNLIP.
ObpaTtnte BHMMaHWE, 4YTO pacTBOpbl HEOOXOAMMO MOSTHOCTbKD MNpPOrpeTb, TwWaTesbHO
nepemMeLlaTb N KpaTKOBPEMEHHO LIEeHTpudyrnposaTsb.

*
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MporpammupoBaHue annaparta LightCyclere

Mporpammy nposeneHus [NUP Ha annapate LightCyclere pna onpegpeneHuns PHK HPA-CoV
MOXHO pasfenutb Ha 4 aTana:

O6patHasg TpaHckpunuua PHK (Puc. 3).

HavanbHas aktuBaums pepmerta(Puc. 4).

Amnnudumkauma kOQHK (Puc. 5).

OxnaxgeHue (Puc. 6).

3anporpammunpyinte annapat LightCyclere ans BbIMOMHEHNA 3TUX YEeTbIPEX 3TamnoB, COrfacHo
napameTpamMm, npeactaBneHHbIM Ha pucyHkax 3—6. OcobeHHO BHUMaHue obpaTtute Ha
ycTaHoOBKWU. Analysis Mode, Cycle Program Data, Temperature Targets. Ha wnniocTpaymsx atu
YCTAHOBKM  BbIAENEHbl  XUPHbIMM  paMkamu. 3a  OOMOMHUTENbHOW  MHGOPMaUMen Mo
nporpamMmmupoBaHuio annapaTta LightCyclers 0bpallanTech K pykoBOACTBY NO IKCMNyaTaumu.

Cycle Program Data Analysis Mode NS

—T Cluantification
Qfﬁlﬁﬁjr 1 }ﬂ Melting Curves
emperature | argets

— Target Temperature ("C)

— Incubation Time (hrs:min:sec)

Temperature Transition Rate ("C/ s)
Secondary Target Temperature ('C)

Step Size ('C)
|7 Step Delay (cycles)

rAs:quisition Mode

P000jg0 J3I00 |ai0  [a] NONE '\gﬁ\

Puc. 3: ObpaTtHaga TpaHckpunumsa PHK.



Cycle Program Data

Cycles| 1 g

Clos)

emperature [argets

— Target Temperature ("C)

s EEL

— Incubation Time (hrs:min:sec)
Temperature Transition Rate ("C/ s)
Secondary Target Temperature ('C)

Step Size ('C)
( I—ACC]UISIIIDH hMode

Quantification
Melting Curves

Step DeFa\f (cycles)

10 dpooofin 500 G0 5

Puc. 4: Aktnsauma pepmeHTa.

Cycle Program Data

emperature | argets

— Target Temperature (°C)

=B

&

—Incubation Time (hre:minsec)
Temperature Transition Rate ("C{ )
Secondary Target Temperature ('C)

Step Size (O
|7 [~ Acquisition Mode

Step Delay (cycles)

| NOE 3
=

= ,0 4D
cI - 090

™

Puc. 5: AMnnudmkaums kOHK.

13
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Cycle Program Data

Cycles|| 1] Quantification
5 Melting Curves
Temperature Targets

— Target Temperature ('C)
Incubation Time (hrs:min:sec)
Termperature Transition Rate ('C/ g)
Secondary Target Temperature ("C)

Step Size ('C)
I' Step Delay (cycles)

|—Ach|stn hMode

@l T 00000 500 J50 g NONE |5 @D |

(s

Puc. 6: OxnaxpgeHue.

9. AHanu3 gaHHbIX

MNpn MHOrOLBETHOM aHanuM3e Mexay kaHanamu nyopumeTpa npoucxoauT uHTepdepeHuus. B
nporpaMmmHomM obecneveHnn annapata LightCyclere conepxutca dann Colour Compensation File,
NO3BONAIOLNN CKOMMEHCUPOBaTb 3Ty WHTepdepeHuumto. OTkponTe 3TOT pavin BO Bpems unwu
nocne 3aeepLueHus MNUP, aktnemposae kHonky Choose CCC File vnn Select CC Data. Ecnn cbann
Colour Compensation File He ycTaHOBNEH, CO34anTe ero COrnacHO MHCTPYKUMAM PYKOBOACTBA
no akcnnyaTtauum annaparta LightCycler®. Mocne aktuauun canina Colour Compensation File
pasgenute curHanbsl oT aHanutudeckon MPL ana onpepenenna HPA-CoV (kaHanbl F1/F2) u
KaHanoB BHYTpeHHero koHtpons Internal Control (kaHanbl F3 n F1). Ons konuyecTtBeHHOro
aHanuaa crnegynTe MHCTPYKUuAM nyHkTa 8.3 1 YKazaHuMi No KONMYEeCTBEHHOMY aHanu3y Ha
annapate LightCycler® (Technical Note about quantitation on the LightCycler®
Instrument) Ha cTpaHuue nHTepHeta www.artus-biotech.com

*[Ipu ucrosp30BaHUK NpeAbITyUX Bepcuid (3,3 u Oosee paHHMX) IPOrpaMMHOTO 00eCTIedeHusI KHOTKa
F3/Back-F1 HegocTynHa. B aTom crniyyae ans otobpaxeHnsa BHYTPEHHEro KOHTPONSA ncnonb3ynte kHonky F3/F1.
Bo3moxHbI cneaytowmne pesynbsTrarhbl:

1. CurHan BbisBnsieTca B KaHane dpnyopumetpa F1/F2.

Pe3ynbTaThbl ucCcrieaoBaHUA NonoxuTternbHble: B obpa3ue coaepxutca PHK HPACoV.

B atom cnydae BbiiBneHne curHana B kaHane F3/Back-F1 He3HaunTenbHO, MOCKONbKY BbICOKas HayarbHas

koHueHTpaumsa HPA-CoV RNA (monoxutenbHbin curHan B KaHane F1/F2) moxeT NpuBOAMTbL K CHWXKEHWIO MIU
OTCYTCTBUIO (hryopecLeHUMN BHYTPEHHETO KOHTpons B kaHane F3/Back-F1 (KOHKypeHTHbIe OTHOLLEHUST).

2. B kaHane dnyopumetpa F1/F2 curHan He BbisiBnsieTcAa. B 1O e BpeMsa curHan oT BHYTPEeHHero
KOHTpons B kaHane F3/Back-F1 numeetcs.

B o6pasue He BbisBneHo PHK HPA-CoV. Pe3ynbtaT uccnefoBaHMA MOXHO CUYMTaTb
oTpuuaTeribHbIM.

B cnyuyae otpuuateneHoro pesynetata [NUP Ha HPA-CoV BbiBrieHVME curHana OT BHYTPEHHEro KOHTPOns
UCKIOYaeT BO3MOXHOCTb MHIrMbuposarus MNMLP.

3. Curnan B kanHanax F1/F2 n F3/Back-F1 He BbigBngseTcq.
K amarHocTuyeckomy 3aknro4eHUIo NPUATU HEBO3MOXHO.
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MHdopmauuio 0 nprymHax owmnboK 1 nx yCTpaHEHNN MOXHO HanTu B pasgene 10.
MprMepbl NONOXUTENBHBIX N OTpULaTenbHbIX pe3ynbTtaTtoB MNLP npmuBeaeHbl Ha Puc. 7 n 8.

(=
n= _.‘-\‘: e
- I-Hl-
5_
1 P
- Fé d
B ’(
M-
E: Qs 4
n—-
] Qass3
£
ey .
e as2 . f f
i N
- - _I ' [}
Ei Qs 1 \Jﬁ [ i
o= !
- J i / ll:
= \
- .“'j |
=] f‘ / ;
= | FI A
\ : 'JJ' _J' ".
s = i NTC
=) 1 T L L in L T L IS e .|
f 3 1h 5 Fu | ] L 5 & A5 50
Fris Wt

Puc. 7: Onpegenenve ctaHgapToB konuvecteeHHoro onpeaenenunsa PHK (HPA-Coronavirus LC QS 1-4) B

KaHanax ¢uryopumetpa F1/F2. NTC: oTpuuaTtenbHblin KOHTPOIb, He codepalymin HK.
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0,001 -
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Puc. 8: Onpegenenune BHyTpeHHero koHTpons (IC) B kaHane dpnyopumetpa F3/Back-F1 ogHoBpeMeHHO ¢
amnnudpmkaumen ctaHgapToB konuyecteeHHoro onpepenenus PHK (HPA-Coronavirus LC QS 1 -4). NTC:
oTpuuaTenbHbIN KOHTPOMb, He cogepxatnia AHK.
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10. HeucnpaBHoCTU N MeTOAbI UX YCTPaHEHUA

OTcyTCcTBME CUrHANOB CTaHJAPTOB KonnyecTBeHHoro onpeaenedusa PHK (HPA-Coronavirus LCQS 1-4) B
KaHanax dnyopumeTtpa F1/F2.

@D HesepHoe nporpammupoBaHue annapara LightCyclere.

IToeropure I[P B npaBUIBEHO HACTPOSHHOM armnapare.

CurHan BHyTpeHHero KoHTpons B kaHane F3/Back-F1 conyopumerpa cnabbiv unm
OTCYTCTBYeT; OQHOBPEMEHHO OTCYTCTBYeT curHan B kaHane F1/F2:

@D MNMUP npoBeneHa B yCrioBusiX, He COOTBETCTBYHOLLUMX MPOTOKONY.

IToeropure I[P B npaBUIBEHO HACTPOCHHOM anmnapare.

@D Cnuwkom 4acTble 3amopaxunBaHusa u ottamsaHna peaktusa HPA-Coronavirus LC Master.
@ Peaktns HPA-Coronavirus LC Master xpaHuncs npu tTemnepartype +4°C 6onee natun 4yacos.
YTOYHUTE COOTBETCTBHE YCIOBUM XpaHEHHUs NOJIOKeHUsIM IyHKTa 2. [ToBropure [1LP ¢ HOBBIM peakTHBOM
HPA-Coronavirus LC Master.

@D Cnuwkom YacTble 3amopaxunsaHusa 1 ottamsaHua peaktmsa HPA-Coronavirus LC IC.

@D NHrmboposarwme MLIP.

Yo6enutech, uto mpuMeHsiemMblid Bamu meron Beinenenust PHK cooTBeTcTByeT pekoMeHaarusam (CM. pasiaen
8.1) u crporo cienyiiTe HHCTPYKIUSM U3TOTOBHUTEIISL.

Ecnn y Bac octanuck BOnpoch! UnNu 3aTtpyaHeHUs, CBSHXXMTECH C HaLLen Criy>06om TeXHNYEeCKON
nogaepkku no agpecy techsupport@artus-biotech.com

11. XapakTepucTmku

YyBCTBUTENbLHOCTbL

[na onpegeneHnss 4yBCTBUTENbLHOCTU TecT-cuctembl RealArt™ HPA-Coronavirus LC RT PCR
Reagents 6biro nposefeHo uccregoBaHne cepun passegenun ot 1,56 o 0,0049 HomMMHanNbHOro
KonuyectBa KONWI/MKN  aMniMKOHOB  TpaHckpubuposaHHon PHK  kopoHasupyca HPA c
nocnegywwmm aHanM3oMm C nomolblo TecT-cuctembl RealArt™ HPA-Coronavirus LC RT PCR
Reagents. ViccnepgoBaHue 6bIrio NpoBefeHOo B TeYeHNe TpexX pasfnuyHbIX OHEeW B BOCEMU MOBTOPaXx.
PesynbTathl 661 onpegerneHsl ¢ NOMOLWbLI0 NpodbuT aHanusa. [paduyecknii aHanu3 npeacraBneH
Ha Puc. 9. lNpegen uyBcTBUTENBLHOCTU TecT-cuctembl RealArt™ HPACoronavirus LC RT PCR
Reagents yctonumBo Haxogwuncs Ha yposHe 0,1 konusa/mkn (p=0,05). 310 o03Havaet, 4to 0,1
konusa/mMkn 6yaeT BbisSiBeHa ¢ BepPOATHOCTbIO 95%.

Mpobut ananus: HPA-Coronavirus (LightCyclers)

05% 3
0o0 §
; - i % ;

1.06731 ~ 0.1 copies/pl (95%) og0 §
0704

060§

Proporions

040 F
030§
020§

010 ¥

4 -3 -2 -1 0 1 log (dose)

Puc. 9: YyscTtButeneHocTb MNLP, npoBeaeHHom ¢ nomoLpbto Tect-cuctembl RealArt™ HPA-Coronavirus LC RT
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CneundunyHocTb
CneundunyHocTb TecT-cuctembl RealArt™ HPA-Coronavirus LC RT PCR Reagents B nepByto
ovyepedb M rMaBHbIM 06pa3oM onpefensetTcd BbIbOpoM npavmepoB U Npob, a Takke BblIGOpOM
Hanbonee 3(EKTUBHbLIX YCrOBUA NpoBedeHuUs peakuuu. [Nparimepbl M Npobbl NpoBepsaAnn Ha
Hanuyve romMoriorMn cpean Apyrnux U3BECTHbIX HYKNEOTUAHbIX NocrneaoBaTeribHOCTEN C NMOMOLLbHO
CpaBHUTENbHOIO aHanu3a HykKneoTUAHbIX nocriegoBaTensHocTen. Takum obpasom bbina oueHeHa
BO3MOXHOCTb BbISIBIIEHUS BCEX COOTBETCTBYIOLMUX NOATUMOB U reHoTunoB. CneunduyHocTb bbina
pononHuTenbHo oueHeHa ¢ 30 obpasuamu CbiBOPOTKM, He cogepxawen HPA-CoV. OHu He
BbIl3blBanM curHana co cneuudpudHbiMm gnsa HPA-CoV npanivepamu 1 npobamu, KoTopble
NOCTaBnAKTCA C [aHHOW TecT-cucteMon. [ns onpegeneHnsa cneunduyHoCcTU TeCcT-CUCTEMbI
RealArt™ HPA-Coronavirus LC RT PCR Reagents bbina oueHeHa nepekpectHas peakTUBHOCTb C
6rnuskopoacTBeHHbIMN  Buaamn cemenctBa Coronaviridae 4enoBeka (KOHTporbHas rpynna B
cnegyoLlen Tabnuue).

HPA-CoV IC (F3/Back-

(F1/F2) F1)
HCoV OC 43 ATCC (kopoHaBupyc yenoseka OC 43) - +

HCoV OC 229 ATCC (kopoHaBupyc Yenoseka OC 229) -

HCoV OC 1 ATCC (kopoHaBupyc Yenoseka OC 1) -

HCoV OC 164 ATCC (kopoHaBupyc Yenoseka OC 164) -

IBV Beaudelle (Bupyc nHdpekumoHHoro bpoHxuta ntuy Beaudelle) -

BCV 212 (6b1unin CoV 212) -

TGEV Perdue (Bupyc TpaHCMUCCUBHOIO racTpoaHTepuTa cBuHern Perdue) -

TGEV Pur 46 C 188 (Bupyc TpaHCMMUCCMBHOIO raCTPO3HTEPUTA CBUHEW

Pur)

KoHTponbHas rpynna

+ 4|4+ + ]+

To4yHOCTb U3MepeHUun

[laHHble 0 TOYHOCTU U3MEPEHNS C MOMOLLBbIO TecT-cucteMbl RealArt™ HPA-Coronavirus LC RT PCR
Reagents ©binv nony4veHbl nytTemM onpegeneHns obwero pasbpoca pe3ynbTaTtoB UCCNeLOBaHUS.
O6waa ancnepcns COCTOUT U3 BHYTPEHHEW M3MEHYMBOCTW pesynbTatoB (4ns ogHoro obpasua),
M3MEHYMBOCTN  MeXAy WUuccrnegoBaHusMn (T.e.  MeXay MHOXECTBEHHbIMW  pesynbTaTamu
nccrnegoBaHuK, NPoOBeAEHHbIX Ha psige annapatoB OAHOMO TuMa pasfiMyHbIMKU crneumanucTtamm) u
N3MEHYMBOCTU MeEXAY cepusamMu (T.e. MeXay MHOXEeCTBEHHbIMW pe3ynbTaTaMy UCCreaoBaHumn,
NPOBEAEHHbIX C Pa3fnMYHbIMN CepUsiMU peareHToB). MNMonyyYeHHble faHHble Oblnyv UCNoNb30BaHbl 4N
onpegeneHns CTaHOApTHOrO OTKMOHEHUs, gucnepcun K koadpduumeHtTa Bapuauum ans
cneunguyeckmx n BHYTPEHHUX KOHTPOSEN.

HaHHble no HPA-CoV nonyyann C MNOMOLWbBI CTaHAAPTOB KOSIMYECTBEHHONO onpeneneHus
HauMeHbLUMX KoHueHTpauun (QS 4, 10 konun/mkn). WccnegoBaHue npoBOAUNU MPU BOCbMU
pennukaunax QS4. OnpeageneHve BHYTPEHHEN M3MEHYMBOCTM NPOBOAUIIN B pamMKax UccreaoBaHus
Ha ogHon cepumn peareHToB. OnpefeneHne NU3MEHYMBOCTU MeEXAy CepusiMv NpoBOAUNM NyTeM
nccrnegoBaHus ¢ NOMOLLLIO OLHOM CEPUM peareHToOB TpeMsi crneunanucTamun, UCnonb3yowmmMmmn Tpu
pasnuyHbIX annapaTta ogHoro Tuna. OnpegeneHne M3MEHYMBOCTU MEXAY CepusMu NpoBOAUNU C
NMOMOLLLbIO UCCNEeLOBaHUS Ha TPEX CepUsX peareHToB. Pe3ynbTaThbl OLEHKM TOYHOCTU onpeaeneHns
HPA-CoV npegctaBneHbl B Tabnuue Hwke. CornacHo 3TMM pesynbTataMm, MakcumarnbHas
M3MEHYMBOCTb Mexay ABymMsa obpasuamMu ogHOM KOHueHTpauuu ansa onpegeneHuns HPA-CoV
coctasnaetr 16,7%, Ans onpegeneHns BHyTpeHHero koHTpona 3,26%. Bce wuccneposaHus
oueHuBanu C nomowb anropytMa aHanuda Second Derivate Maximum Method (cmoTpum
PYKOBOACTBO N0 3KcnnyaTaumu annapara LightCyclere).
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HPA-CoV Crannapthoe U3meHuYnBOCTHL Koacpcpuument
OTKINOHEeHue n3mMeH4YMBOCTHM [%)]
BHyTpeHHsAA
n3meH4neocTb: HPA CoV 1.01 3.0 9.09
LCQS 4
BHyTpeHHAA
U3MEHYMBOCTb: 0.06 0.01 0.21
BHYTpEeHHUI KOHTpONb
M3MeHUYnBOCTL MeXay
nccnegoBaHusamn: HPA 2,11 4,46 16,43
CoVLC QS 4
M3MeHYnBOCTL Mexay
nccrneaoBaHUAMM: 0,34 0,12 1,21
BHYTpEeHHUIN KOHTpONb
M3MeHuYnBOCTb Mexay
cepuamu: HPA CoV LC 1,93 3,73 13,43
QS 4
M3MeH4YnBOCTL Mexay
cepusimn: BHyTpeHHUIM 1,25 1,56 4,36
KOHTPOIb
O6was gucnepcus: HPA
CoV LC QS 4 2,14 4,56 16,72
OO6Lwas gucnepcusi:
BHYTpeHHUI KOHTpONb 0,92 0,84 3,26

HapexHocTb

OueHKa CTOMKOCTU pe3yribTaToB MO3BOMNSAET OLEHUTb OBLLYI0 YacTOTYy HEBEPHbIX pe3ynbTaToB
nccnegoBaHus ¢ NoMoLLbio TecT-cucteMbl RealArt™ HPA-Coronavirus LC RT PCR Reagents. B 30
o6pa3uoB cbiBOpOTKK (He cogepxaller HPA-CoV) 6bin gobasneH pactBop koHTponbHon PHK HPA-
CoV B konuyectse 0,3 konun/MKn (KOHLEHTpaumMs, BTPOE NpeBbILaoLas npegen
YyBCTBUTENbHOCTHN). [ocne BbigeneHnsa ¢ noMoLlblo Habopa peareHToB QlAamp Viral RNA Mini Kit
(QIAGEN; cm. pasgen 8.1) atn obpasupbl aHanuanpoBanu B Tect-cucteme RealArt™ HPA-
Coronavirus LC RT PCR Reagents.

[ns Bcex obpasuoB HPA-CoV yacTtoTa noxHbIx peakumi coctasuna 0%.

Kpome Toro, ¢ nomoLLblo o4ncTkn 1 aHanm3a 30 o6pa3LoB CbiIBOPOTKK, He cogepxawen HPA-CoV,
OLleHMBanNn CTONKOCTb BHYTpeHHero KoHTpons. Obwasn Yactota NoxHbIX peakuymn coctasmna 0%.
NHrmbuposaHue He 6bino BbiBNEHO. Taknm o6pa3om, CTOMKOCTb pe3ynbTaToB N5 TECT-CUCTEMBbI
RealArt™ HPACoronavirus LC RT PCR Reagents coctaBuna 99%.

BocnpousBoamMmocTb

CooTBeTCTBME ATOMY KPUTEPUD AOCTUIAETCA NOCTOSIHHBIM Y4acTUEM B KBanM@UKaLMOHHbIX
nporpaMmmax, No3BONSAIOLLNX PErYIISPHO OLeHMBaTb 3PPEKTUBHOCTb TECT-cCUCTEMbI RealArt™
HPACoronavirus LC RT PCR Reagents n conoctaButb ee C pe3ynbtatamu Ans Apyrux TeCT-CUCTEM.
OunarHocTtuyeckoe 3HauyeHue

B HacToswee BpeMs NpoBOAUTCS pAL KITMHUYECKUX UCTIbITAHUI TecT-cuctembl RealArt™ HPA-
Coronavirus LC RT PCR Reagents.

12. OrpaHn4yeHnsa UCNONb30BaHNA TeCT-CUCTEMbI

@ Bce peareHTbl MOryT 6bITb MICNOMb30BaHbI TONBKO A5 ANArHOCTUYECKUX MCCneaoBaHun in
vitro.

@ TecT-cucTemMon MOXeT NMosib30BaTbCs TOSLKO cneunanbHO 06yYeHHbIV NepcoHan n TONbKO
ANs QuarHocTnyeckmx nccnegosanum in vitro (EN375).

N Heobxoavmo cobntogeHne npoTokona UCnofb30BaHUs TECT-CUCTEMBI.

@ Cnepyet obpaliaTb BHUMaHWE Ha CPOKM rO4HOCTWN peareHTOB, YKa3aHHble Ha ynakoBKe TeCT-
CUCTEMbI U Ha BCEX €€ KOMMOHeHTax. He ncnonb3ynte NpoCpoYEeHHbIE peareHThl.



13. OnncaHne CUMBOJbHbIX 0003Ha4YeHUM
Vicnonb3oBaTb C MOMOLLbIO

Kog cepuu

MponsBoauTenb

Homep no katanory

Mpeaensl TemnepaTypbl UCNONb30BaAHMS

CtaHgapT KONMYecTBEHHOIO onpeaeneHus
BHYTpeHHWI KOHTPOb

artus GmbH | Koénigstr. 4a | 22767 Hamburg | Germany
TenedoH:: +49 - 40 - 41 36 47-00 | Pakc: +49 - 40 - 41 36 47-10
E-mail: info@artus-biotech.com | Webpage: www.artus-biotech.com

artus Biotech USA, Inc. | China Basin Landing |185 Berry Street | Suite 6400
San Francisco | CA 94107 | USA

TenedoH:: +1 -415-512 7887 | dakc: +1 -415 - 5127884

E-mail: info-USA@artus-biotech.com

artus Malaysia Sdn. Bhd. | Level 13 | Wisma E & C | No. 2 Lorong Dungun Kiri
Damansara Heights | 50490 Kuala Lumpur | Malaysia

TenedoH:: +603 - 2094 5170 | dakc: +603 - 2094 5171

E-mail: info-asia@artus-biotech.com
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