c € REF |130219015M: 100 tectos

MAGLUMI  2019-nCoV IgG (CLIA)

HA3SHAYEHUE

[aHHbIi Habop NpejHa3Ha4yeH AnNs Ka4eCTBEHHOro onpeaeneHus IgM k HOBOW KopoHaBupycHoM uHgekuun (2019-nCoV IgM) B chiBOpOTKE U
nnasMe KpoBW YesnioBeka METOAOM WMMYHOXEMUNMKOMUHECLEHTHOro aHanu3a in vitro ¢ Mcnonb3oBaHUEM MOMHOCTLIO aBTOMAaTUYECKOro
VMMYHOXEMUMIOMUHECLIEHTHOrO aHanusartopa cepuu MAGLUMI (8 T. 4. Maglumi 600/800/1000/1000 Plus/2000/2000 Plus/4000/4000 Plus).

KPATKOE ONMUCAHUE U NOACHEHUE NPUHLUUMA AHAJTU3A

Hosblin kopoHasupyc (2019-nCoV), oTHocswwMincs K poay GerakopoHaBupycoB, Bbi3Ban 3NUAEMUIO OCTPOro PecrnupaTopHOro CUHApoma Yy
HaceneHua YxaHu1. Y Hero umeertcs obonoyka, 4acTuubl Kpyrnble UNU OBaNbHble, 4acTo NOoNUMopdHble, AuameTpoM 60 ~ 140 Hm. Ero
reHeTUYEeCKUe XapakTepUCTUKK 3Ha4YUTENbHO oTnuyatoTes ot SARSr-CoV u MERSr-CoV. TeKyLuge WCCres0BaHusi NoKasbIBaloT, YTo OH Bonee
YyeM Ha 85% romonoruyeH SARS-nogo06HOMY kopoHaBUpycy neTyuux Meiweit (bat-SL-CoVZC45) “.

2019-nCoV B OCHOBHOM nepeaaeTcs BO3AYyLUHO-KanenbHbIM U_KOHTaKTHbIM NyTeM. MaBHbIMU UCTOYHUKAMU 3apaXeHUst SBNSIOTCA NaUUEHTbL! C
NMHEBMOHUEN, BbI3BaHHOW HOBOW KOPOHaBUPYCHOW UHMeKLUei z
WccneposaHus nokasanu, YTO CbIBOPOTKE KPOBU nauueHToB obHapyxwusatotest IgM u 1gG k supy% . Mocne uHcpuumposarus 2019-nCoV, ero
aHTUreH CTUMYNUPYEeT MOosIBNIeHUe COOTBETCTBYIOWUX aHTuTen B KpoBu. M3 Hux IgM k 2019-nCoV nosensetcs paHblie, B GonblMHCTBE
cnyyaes yepe3 3-5 AHeil NOCNe NOABNEHUS CUMMTOMOB®, NOCNE Yero TUTP IgM k 2019-nCoV cHwxaeTcs, a Ing Kk 2019-nCoV cTpemMuTensbHo
pacTteT. TuTp IgG BO Bpems tasbl BbI3A0OPOBNEHUA Bo3pacTaeT B 4 U Gonee pa3 no cpaBHEHUIO C OCTPO Gha3oin”.

OT0T Habop npeaHa3Ha4YeH ANs BCNOMOraTenbHoW AuarHocTuku uHgekumm 2019-nCoV.

7 sanBaps 2020 BO3 Hassana supyc 2019-nCoV, oduumanbHoe HassaHue 6blno 03By4EHO MeXAayHapoAHLIM KOMUTETOM MO TaKCOHOMUU
supycos (ICTV) 11 ¢espans 2020: KopoHaBupycC 2, Bbi3biBaIOLLUIA TSHKENBIA OCTPbIA pecnupaTopHbId cuHApoM (SARS-CoV-2). B 3TOT Xe AeHb
reHepaanuﬁC%wpexTop BO3 Teapoc AaxaHom [ebpeiiecyc ob6bsiBUN, 4TO NMHEBMOHWS, Bbi3BaHHas SARS-CoV-2, oduuuansHo byaer
HasbiBaTbest "COVID-19".

NMPUHLUWUIM NMPOBEAEHUA AHATTU3A

Tect MAGLUMI 2019-nCoV IgG (CLIA) npeacrasnsieT cobort HenpsiMoit XeMUNIOMUHECLIEHTHbIA UMMYHOHanus.

Pa3ssenexHbIt 0bpasel, 6ydep U MarHUTHbIE MUKPOYACTULLI, MOKPbITbIE PEKOMOUHAHTHBIM aHTureHoMm 2019-nCoV TaTensHo CMELLMBAIOTCA U
UHKYBUpYoTCA, (DOPMUPYS UMMYHOKOMMNEKChl. [locne npeuunuTauMu B MarHUTHOM MoMe CynepHaTaHT yAansieTcs, W MPOBOAUTCA LMKM
npombiBk4. 3ateMm pobaensetca Mmetka ABEIl, MeueHHas aHTuUTenamu k uenoseuyeckoMy I1gG, u uHKyBupyeTcs Ans opMUpoBaHUSA
MMMyHOKoMMnecos. Mocne npeuunuTauuu B MarHUTHOM Mone CynepHaTaHT yAansieTcA, U NpoBOAUTCA elle OAWH LWKN NpombiBkW. [anee
nobasnsaetca Starter 1+2 Ans vHUUMAUMM peakuuu XeMUNIOMUHECUEHUWU. CBETOBOM curHan uaMepsieTcs (OTOYMHOXUTENEM B Buae
OTHOCUTENbHBIX CBETOBbLIX €AUHUL (RLUS), KONWYeCTBO KOTOPbIX NPONOPLMOHaNbHO KoHUueHTpauuv IgG k 2019-nCoV B obpasue.

COCTAB HAEOPA

lNocTaBnAeMbId MaTepuan

3

100 TecTos
HopnoHsHT SorT (REF: 130219015M)
IMarHUTHLIE MUKPOYACTULLI I\P/lgrsug;r&bé% Méﬂé;}\oqNaacmL(x:b qg/o; 'bITbIe pekoMOUHaHTHbIM aHTureHoM 2019-nCoV, 25mn
Hu3kuu kanubparop 2019-nCoV IgG, PBS Bydep, ECA, NaN;(<0.1%). 1.0mn
Bbicokui kanubpartop 2019-nCoV IgG, PBS bydep, ECA, NaN3(<0.1%). 1.0 mn
Bydep NaCl, BCA, NaN3(<0.1%). 23.5mn
AHTUTENa K YyenoseyeckoMy IgG, mevenHble ABEI, Tris-HCI 6ydep, MbiwuHble IgG,
MeTka ARE) ko3bM 19G.5CA, NaN3 (<0.1%). s
TunroenT PBS bydep, BTA, NaN3(<0.T%]). 23.5 Mn
(OTpuuaTentHbIX KoHTpons | PBS bydep, BCA, NaN; (<0.T%). T.0mn
onoXuTenbHblK KOHTponk| Z0T9-NCOV Ig5G, PBS bydep, bUA, NaN; (<U.T%). T0mMn

Bce peareHTbl roToBbl K UCMONb30BaHUIO.
Heo6xoaumbie Marepuanbl, He BXo4silue B KOMMIEeKT NOCTaBku

Cepusa MAGLUML
Reacfion Module REF: 630003
Starter 1+2 REF: 130299004M;130299012M; 130299027M
Wash Concentrate REF: 130299005M
Light Check REF: 130299006M
Reaction Cu REF: 130105000101
Maglumi 60! REF: 23020018
Maglumi 800 REF: 23020003
Maglumi 1000 REF: 23020009
Maglumi 2000 REF: 23020006
Maglumi 2000 Plus REF: 23020007
Maglumi 4000 REF: 23020014
Maglumi 4000 Plus REF: 23020037
MAGLUMI X8 REF: 010101008801
Biolumi 8000 REF: 23010001
[ocTtynHo ans 3akasa y Shenzhen New Industries Biomedical Engineering Co., Ltd. (SNIBE) unu ynonHoMo4eHHOro npeacTaButens.
KAITUBEPOBKA

MpocnexveaemMocTb: AaHHbIA METOA CTaHAAPTU3UPOBAH NO BHyTPeHHel pedepeHcHoi cybetaHuun SNIBE.
TecTupoBaHue creuuanbHbIX KanubpaTopos NO3BONSET NOACTPOUTL 3aAaHHYI0 MacTep-KpUBYlo Mo MoNyYeHHbIM 3HaveHusam RLU. Pesynbrathl
onpeAensalTca C MOMOLbI0 creuuduyHoi Ans npubopa kanuBpPOBOYHOW KPUBOW, ANA CO3AEHUA KOTOPOM WCMONb3yeTcs ABYXTOYEYHas
npoeaypa kanubposkn U MacTep-kpusas Habopa (10 Toyek), cuuTbiBaemas u3 RFID-mMeTku Ha peareHTe.
MepekanubpoBka pekOMEHAYETCSA B CNEAYIOLLUX CnyYasix:

« [Mocne cMeHbl noTta pearexTa unu Starter 1+2.

o EXeHenenbHO W/unu npu Ucnonb3oBaHuu HOBoro Habopa.

o [locne cepsUCHOro 06CNYXUBAHUS.

o B cnyyae, ecnu KOHTPONU BLIXOAAT 33 NPeAEnbl OXUAAEMOro AUana3oHa.

KOHTPOI1b KAHECTBA

Cobniopaite TpeboBaHUSA roCyaapCTBEHHbIX HOPMATUBHBIX A0KYMEHTOB UMW akKpeAUTaLMOHHbIE TPeB0BaHUA K YacToTe NPOBEAEHUS KOHTPONSI.
BHYTpEHHWI KOHTPONb NpeAHa3Ha4YeH ANs UCNoNb3oBaHWs Tonbko ¢ cuctemort MAGLUMI. MHCTpyKUMIO MO UCNONb30BaHUIO U Lienesble 3HaYeHUs
cM. B 2019-nCoV IgG Quality Control Information. Pe3ynbTaThl OLEHUBAKOTCSH UCXOAR U3 UCMONb3yeMbIX CTaHAAPTOB U NEPCOHanNbHbIX 3HaHUIA.
[eTanbHyto MHGOpPMaLUIO MO BBOAY AaHHbIX KOHTPOMNS Ka4ECTBa CM. B PyKOBOACTBE MO 3KCMyaTauuu NonNHOCTbI0 aBTOMaTU3UPOBaHHbIX
UMMYHOXEMUMIOMUHECLIEHTHBIX aHanusaTopos cepuu MAGLUMI.
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Ans koHTpona acdekTusHoCcTH CUCTEMbI HEOOX0AMMO MCnonb3oBaTH MaTepuansl Ans KOHTpons kayecTsa (NonoxuTensHbIii 1 OTpuUaTenbHs AHe
kOHTpornu). Mpu paGote co Bcemu o6pasuamu, ucnonbayembimu ANA KOHTPONs kayecTsa, HeobXxoaumo cobniofat Te xe Mmepe H
NPEAOCTOPOXHOCTH, YTO M Ans npo6, NONYYEHHBLIX y naUMeHToB. YAOBNETBOPUTENLHBIA ypoBEHS abdekTUBHOCTM AocTuraertcs, korg W
MONYYeHHbIe 3HAYEHUS KOHLEHTpaLwu BelecTsa, onpeaensemoro npu aHanuae, Haxo4aTcs B AonyCTUMOM Auana3oHe KOHTpons npuGopa unu Ans
NPeAenax AuanasoHa, ycTaHOBNEHHOro B nabopaTopuu B cooTBETCTBUM BHYTPeHHel npouesypoit koHTpons kadecTsa, Ecnu peaynsrtar MV
KoHTpons kauecTea He cooTBETCTBYIOT OXUAAEMBIM SHAYEHUAM UMK BHAYEHUAM, YCTAHOBNEHHBIM B nabopatopuu, He coobyalite o pesynbtata O

B aTom cnyvae sbinonkute yKasaHHble Huxe gelicTeus: O
» Ybeaurecs, yto CPOK rOAHOCTU MaTepuanos He ucTek. o B
 Y6eauTecs, YTo BbINONHANUCH Heobxogumbie npoueaypbl TexobenyxusaHus. o P
o YBeautecs, 4To aHanua BbINOMHANCS B COOTBETCTBUM C VHCTPYKLWe No ucnonb3osaHuio, KC
e loBTOpUTE aHanus co CBeXWUMM obpasuamu ans KOHTpons kayecrsa. o P
o [pu HeobxoaumocTu obpaTtutecs 3a noMoLbio K MECTHOMy nposaiinepy TexHuyecKoil NOAAEPXKU unu AaucTpubeiotopam. KO
OTBOP NMPOE U NPOBONOArOTOBKA o Qi

e [ina aHanusa 2019-nCoV IgG (CLIA) MCNonbayTca cbisopoTka unu Nnasma. CblBopoTka BknoyaeT 06pasubl, cobpaHHble B CTaHaapTHe * E¢
npo6ooT6opHbie NpoGMpKW, NpoGupku ¢ pasjensiowum renem u NpoGUpKM ¢ NpokoarynsHTom ANs UHepTHoro pasgeneHus. Ansa o6pasye®
TA.
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py npobooTt6ope u npoGonoarotoske. B COOTBETCTBUU C "PykoBOACTBOM N0 AuarHoctuke pac
NeveHnio HOBOW KopoHaBMpyCHo VHpEKUMK", BbINYLUEHHBIM B Kutae, nepes aHanuaom AOMKHa NpoBoAWTLES Tennosas MHaKTUBaLM Ana
00pa3LioB B TeyeHue 30 MUHYT npu 56°C, nu60 no MecTHbIM roCyAapCTBEHHbIM TpeBGoBaHUsM, Mac
He ucnoneayiite 06pasLbl ¢ CUNbHLIM remMonusom. Har

a
Mposepsiite Hanuume nysbipeit B o6pasuax. Yaansiite Ny3blpu nepes aHanuaom. Ucnonbayiite HoBbIN VHCTDYMEHT Ans yaanexus nysbipei UHT(

Kaxaom obpasue ans npeaoTspalyeHms KPOCC-KOHTaMUHaLmu. Pea)
o Obpasuwi 6es pasaenstoulero rens, kneTok u CryCTka XpaHaTcs 3 gHs npu 2-8°, e O1
e Ans pnutensHoro XpaHeHUa 3aMopoabTe 06pasubl npu -20°C unu Hwke®. Usberarite MHOroKkpaTHoii 3amoposku u OTTauBaHus. Mocn o Mg
Pa3smoposku o6pasubl Heobxoaumo TWaTensHo nepemeLuars., » Pe
¢ ANA ONTUManbHOro peaynbTaTa B o6pasuax 40mKHbI OTCYTCTBOBATL (hUBPUH, 3PUTPOLMTSI U APYyrve YacTuubl. Takue o6pasus MOryT aasar pe
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Marepuanos. Mpobbl 40mkHbI MEepeckinaThbes B 3aMopoxeHHoM COCTOSIHUM,
» Obvem obpasua ang 0AHOro aHanuaa coctasnset 10 mkn.

NPEAYNPEXAEHWUA U MEPbI NPEAOCTOPOXHOCTU

. m’R’ Ana avarHocTukm in vitro.

Mepbi 6esonacHocTy

e BHUMAHMUE: 310t NPOAYKT TpebyeT obpalueHus ¢ Henoseyeckumu obpasuamu. PekomeHayetcs paccMatpusath Bech Guonoruyeckuii marepuan
NOMyYeHHBbIA OT NauueHTos, NOTEHLMansHo 3apasHbiM, 1 obpallaTbes ¢ HUM B cootseTcTBuM ¢ 29 CFR 1910.1030 MpodeccuonaniHbIi KOHTaKT (
navoreHamu, nepeaaroLmucs €pe3 kposb. MNpu paGoTe ¢ dakTveckn unu MPEANONOKUTENBHO MHDULMPOBAHHLIMY Matepuanamu, Heobxoaumc
cobnioaats TpebosaHms 2-ro YPOBHA Guonoryeckoit GezonacHocTy N1 Apyrux COOTBETCTBYHOLLIX NPaKTU4eCKIX MeToA08 BUoNOrMYecKos 3aWUTLI,

o Bee obpasusl, peareqtor 1 Marepuansl, ucnonb3oBaHHbIe Npu  aHanuse, cyuTaloTcs MOTEHUMANBHO  KOHTAMUHUPOBAHHBIMY W [NOMKHB

UHTe
YTUNU3MPOBATLCA B COOTBETCTBUM C MECTHLIMU TpeBosaHuaMu GesonacHocTy, lsa ¢
* MpoaykT conepxur asua HaTpus. YTunusupyiire YNaKoBKy U COAEPXUMOE B COOTBETCTBUM ¢ MECTHbIMU TpeBoBaHusMU. sele
« [Macnopt 6e3onacHocTu AOCTyneH o sanpocy.

Meps1 npenocTopoxHocTy NPy o6palueHun ¢ marepuanamu

XPAHEHUE U CTABUNBHOCTL

o XpaHuTsb npu 2-8°C. He 3amopaxuBsarThb,

» XpaHuTb BepTUkansHo Ans obecneveHus npasunsHoro NepemMeLlLnBaHus MarHuTHbIX MUKpoYacTuL.
» Bepeus ot conHua.

s U3yyeHue cpoka cTabunbHocTu NpoAonxaercs, cneayoLyve AaHHbIe 0CHOBaHbI Ha aHAMOrUYHbIX npoaykrax:
CrabunbhocTs peareHTa

SaKpbITEIA Npu 2-8°C Lo uctevenns CpoKa roaHoCTH
OTKPLITBIV Npyt 2-8°C 6 Heaenb
Ha Oopty 4 Heaenu

o [Ing obecneyeHus MakcumansHoro kayectsa pekoMeHayeTca nomewlars OTKpbIThIE Hasopbl B X0NoAuUnbHUK B KOHUe pabouerg AHs

noPAQoOK NPOBEOEHUSA AHAJTU3A

Moaroroska pearentos

* [ocraHbTe Habop u3 KOpoBKu 1 uccneayitte Ha Hanuune NpoTeyek. B cnyvae obHapyxeHus NPOTEYKN HeMeANEHHO casxUTECs - MECTHEM
AUCTPUBLIOTOPOM. AkKypaTHo BCKpOWiTe Habop.

* OTkpoute ABEPL 30HbI peareHTos; aa Py4Ky nogHecute HaGop RFID-meTkoii K RFID-ckaHepy (Ha 2c); paspacrcs CUTHaN, oo 3eywosoi curHan
03Ha4aeT yCreLHoe CYUTLIBAHME METKY.

 [epxa Habop BEPTUKanNLHO, NOMecTUTE ero B CBOGOAHYI0 NoauLmio ans peareHTos.

o [poBepsTe, oTobpasunacs nu MHbopMaLms o Habope B nporpammHom obecneyeHuu, ecnu HET, nosTopure NpeablayLse ware

* lMepemelurBaHme MarHUTHBLIX 1acTuu NpoucxoauT asToMaTuyecky Npu ycneLwwHoii yctaHoBke Habopa Ha 6opr, rapaHTUDYS Dasmomescros
Pecycnexavposanme yactuu nepeg aHanuaom.

Kanu6poska

» Haxmure kHonky <Calibration> w1 <Batch Calibration>, yTo6, NPOBECTU KanuBposky; AONONHUTENBHYIO MHDOPMAaLIEE . 2 pywosoacTee
nonb3osarens B8 pasgene Kanu6poska.
 lNposegure pexanubposky cornacHo PekoMeHaauusM B aaHHoI VHCTPYKLUMUM.

KoHTponk kayecrsa Kpocg
e [InA ycTpaHeHus PY4HbIX OLLIMBOK NpU BBOAE AaHHBIX KOHTPONSi MOXHO Ucnonb3osaTs WITPUX-KOABI KOHTDONSH w3 =200p2 sawnews Ux Ha Ons B

Npobupku Ansi TecTUpoBaHus,

* TwatensHo cnepyiite NPOLEAYpe NpoBeAeHMs BHyTpeHHero KOHTpons.

* B cnyuae, ecnv nonbaosatens ne MCNonb3yeT npeanaraemsle Hakneiku co LWUTPUX-Kopamu Ans nonowsmenssors = STEMLETEmRH0T0 KOHTPONS,
KOHTPONU HyXHO HasHauuTL BpyYHyio,

* VHdopMaumio o HasHayeHuu KoHTponeri cm. B pykosoacTae nonb3osarens s Pasnene BuyTpessusi xosmpons meec=s
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13 obpasya
i3HaubTe 06pasLibl 30He 06pasLos MpOrpaMMHoro obecneyeHus u HaxmuTe KHOMKy <Start> Ans BbinonHeHus TECTUPOBAHUS,
I(hopMaLMio 0 HasHayeHuu 06pa3uos cMm. B PykoBoACTBe nonb3osatens pasaene MeHio HasHayeHus 06pasLios.

obecneyeHusn kayectsa “ccnepoBanuii cTporo cneayire ﬁkoaoacmy MOnb30BaTeNs NONHOCTbLIO ABTOMATUYECKUX
YHOXEMUMIOMUHECLIEHTHBIX aHanusatopos cepuu MAGLUMI.

>AHUYEHUSA

OT TECT NpeaHasHayeH ANs uccneaosaHus EAUHUYHBIX oGpaauoa, He ANs NynupoBaHHbIxX oﬁpaauoa.
IKTepuansHas KOHTaMuHaums un MHOrokparHbie 3aM0po3Ka-oTTauBaHue MOryT NoBNUATL Ha pesynbTar.

KPETHOMY naumeHTy.
BYNbTaThl TECTa HE A0MKHBI paccMaTpueathes kak ocHoBaHue MOCTaHOBKY UNK UCKMIOYeHUs AnarHosa MHEBMOHUM, BbI3BaHHOM HOBOI
DOHABUPYCHOI UHChEKLMEN, HO ToMbKO Kak AOMNOMHEeHWe K aHanu3am Ha HYKNEUHOBbIe KUCNOTLI BUpyCa,

1A NOBbILLIEHUA YyBCTBUTENBHOCTY aHanusa pekomeHayercs TECTUpOBaHUe B KOMBUHaLMK ¢ IgM Kk 2019-nCoV.

/M pesynbTatsl TecTa Ha IgG k 2019-nCoV HE COOTBETCTBYIOT KIUHUYECKOMN KapTuHe, cneayet nposectu AononHuTensHoe TectUposakme,
TUMbILLMHBIE YenoBeyeck1e aHTUTena MOryT BNUSTL Ha pesynbTar WMMyHoaHanusa.

SYNbTAThI

ieT pesynkTaTos

M3aTop aBTOMaTUMECKN paccyuTbIBaET KOHUEHTpauuio B kaxaom 0BpasLie ¢ nomoLysio KPUBOW, nonyueHHoi nytem 2-TOYEYHOI KanuUGpoBKu
eP-kpUBON. PesynbTarsl Bhipakatotcs g AU/mL. Cwm. PykosoacTso Nonb3oBaTens NonHoOCTkLIo aBTOMaTUYeCcKoro UMMYHOXEMUNIOMUHECLIEHTHOO
v3aropa cepun MAGLUMI.

’PNperauus pesynbraros

MbTatbl pacyeta pedepeHcHoro AuanasoHa ¢ ucnonb3osaHuem Tecra Ha IgM k 2019-nCoV B Kurae:

PULATenNbHbIA: pesynsTaT MeHee 1.00 AU/mL (<1.00 AU/mL) cuutaetcs oTpULaTenbHbIM,

NOXUTENbHbLIA: pesynbTar PasHbI unu Gonee 1.00 AU/mL (21.00 AU/mL) cuuraetcs NONOXUTENbHBIM.,

3ynbTaTel MOryT OTNMYaThes B PasHbix naGopatopusx wus-aa NonynsunMoHHo  BapuabensHocTy. Kaxgoii naGoparopuu
XOMEHAYyeTCs yCTaHOBUTL CBOIA PetepeHcHbIi AnanasoH.

504YUE XAPAKTEPUCTUKU
oCTh
CTb TecTa Ha IgG k 2019-nCoV onpeaensnack B cootsercTauu ¢ CLS| EP5-A3. 2 koHTpons u 3 Myna CbIBOPOTOK C pa3Hoii KOHUeHTpauuen

MTa aHanuauposanuce B Aybre Ha Tpex npuGopax B Teyenue 5 gHel, 3 3anycka B AeHb, OAWH 0T ANS Kaxaoro 3anycka 1 2 nosTopa B 3anycke.
bTaThl NPeACTaBneHb B Tabnuue Hipke:

CxoaumocTb | Mexay notamu Mexay aHamu Mexay npu6opamu Bocnpouseog.
6pasey | CpaMay. |\ L o0 3D 3D 3D ) *l
(AUmL) (AUmL) | %CV | (AUmL) | %CV (AUmL) [ %CV | (AUimL) | %CV (AU)/mL %CV
NQC 0.293 90 0.024 NA 0.005 NA 0.008 NA 0.023 NA 0.035 NA
PQC 3.915 90 0.199 5.08 0.069 1.76 0.032 0.82 0.265 6.77 0.340 8.68
S1 0.491 90 0.043 NA 0.015 NA 0.004 NA 0.013 NA 0.047 NA
S2 3.486 90 0.212 6.08 0.060 1.72 0.050 1.43 0.071 2.04 0.237 6.80
S3 9.807 90 0.159 1.62 0.122 1.24 0.082 0.84 0.639 6.52 0.675 6.88
cbepeHyus

Opasiia ChIBOPOTKM (NonoXxuTensbHbIN u OTPULIaTENbHBIA) BbiN MPOTECTUPOBAHB! ¢ SHAOr€HHBIMU U 3K30reHHbIMU UHTEpdepupyioLLMMu
TBaMu1. PeaynbTathl npeacTasneHs! s Tabnuue Huxe:

MHTepcbepupymmee BellecTso Her VHTepepeHuum a0
Bunupy6un 40 mg/dL
Tpurnuuepuab 1000 mg/dL
emorno6ux 2000 mg/dL
PeBMaTtouaHwiii ¢hakTop 1500 1U/mL
AMA 1:64(titer)
HAMA 30 ng/mL
Obuwwmit IgG 1600 mg/dL
O6wwmit IgM 280 mg/dL
UHTepdepoH a 1500 U/mL
Pu6asupun 90 mg/dL
Ocenstamusup 1.0 mg/dL
lesodbnokcauun 1.776 mg/dL
A3uUTpoMuLuH 1.201 mg/dL
LledTpuakcoH HaTpus 81.03 mg/dL
Meponexem 80.15 mg/dL
ToBpamuuumn 2.4 mg/dL
Ovdberrmapamusa rMapoxnopua 4.5 mg/dL
Okcumetasonuw 2.5 mg/dL
Xnopua Hatpus 45 mg/dL
Beknomerason 2.5 mg/dL
[ekcamerazon 18 mg/dL
TpuaMumHonowxa aueramug 5.5 mg/dL
Byaecownun 3.2 mg/dL
MomeTason 2.5 mg/dL
®nyTukazona nponuoHar 2.5 mg/dL

dKTUBHOCTL

NEHUA NOTeHUUanbHbIX MEPEKPeCTHbIX peakuui Gbino NposeAeHo uccneaosaHue KpoCc-peakTUBHoCTU TecTa 2019-nCoV IgG (CLIA).
"5l PEACTaBNEHbI B TabnuLe Huxe.
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AHTWTENA K BUpPYCY rpunna Tuna A 17 0
AHTWUTENa K BUPYCY rpunna Tuna B 19 0
AHTUTENA K BUPYCY Naparpunna 23 0
AxTuTena k PCB 7 0
AHTUTENA K aAeHoBUpYyCY 9 0
EBV NA IgG 10 0
EBV VCA IgG - 0
EBV VCA IgM 6 0 \
AHTUTENA K BUpYCY KOpUY 2 0
CMV IgG 6 0
CMV IgM 2 0
AxTuTena k Varicella zoster 2 0
M.Pneumonia 1gG 3 0
M.Pneumonia IgM 4 0
Chlamydia pneumoniae IgG 3 0
Chlamydia pneumoniae IgM 3 0
Monilia albican 1 0
ANA 6 0
2019-nCoV IgG 6 0
Bcero 133 0
YyBCTBUTENBLHOCTL
UyBCTBUTENBHOCTb TECTA Onpeaensnacs no oGpasuam ¢ NoATBEPKAEHHbIM HOBLIM KOPOHABUPYCOM. KnuHuyeckas YyBCTBUTENbHOCTbL TECTa Ha
IgG k 2019-nCoV cocrasuna 91 21%. MpW ucnonb3oBaHuM KomGuHauuu TecToB Ha IgM u 1IgG k 2019-nCoV AawuarHocTuyeckas
uyBCTBUTENBHOCTb cocTaBuna 95.60%.
K 6 2019-nCoV IgG (CLIA) 2019-nCoV IgM (CLIA)+2019-nCoV IgG (CLIA)

SR Guedlno N Monoxwr. %4yBCTBUT. N MonoxwT. %4yBCTBUT.
MoaTBEPXAEHHbIE -
NONONMT. 06pa3Libi 91 83 91.21% 91 87 95.60%

CneuudpuyHOCTL
CneuudmuHOCTb Onpeaensnace no ofpasuam ¢ HEeKOpOHaBUPYCHOW UHeKUUen, HopMarbHbIM obpasuaM M uHTepdepupyowmM obpasuam.
KnuHudeckas cneumcuyHocTb TecTa Ha IgG 2019-nCoV coctaeuna 97.33%. Mpu UCnonb3oBaHWM KoMBUHaLMK TecToB Ha IgM u IgG k 2019-
nCoV auarHocTuyeckas cneumgmuyHocTb coctasuna 96.00%.
K 6 2019-nCoV IgG(CLIA) 2019-nCoV IgM (CLIA)+2019-nCoV IgG (CLIA)
o (¢]
ks el e N OTtpuuar. %Cneuunduy. N OTtpuuar. %Cneunduy.
Otpuuat. obpasupbl 750 730 97.33% 750 720 96.00%
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