AytoanTutena Kk SARS-CoV (knacca IgG)
UHCcTpyKuunsa no nposeaeHnio MOA

Tect-cuctema |CybeTpat aHTUTEN Knacc ummyHo- Cy6cTpat dopmart
rnoGynunHoOB
lMnawka c psgamu
El 2601-9601 G SARS-CoV IgG s4eek, MOKPbITbIMU 96 x 01 (96)
aHTUreHamm
MpuHUMNbI nposBeaeHus nccrnenoBaHus: TecT-cuctema npegHasHavyeHa ans

NonyKonnM4eCcTBEHHOro nabopaTtopHOro onpeaeneHns YyenoBeyecknx aHtTuten knacca IgG k SARS-
CoV B cbiBopoTKe nnu nnasme kposu metogoMm MOA. B KoMNnekT TecT-cuctembl BXOAAT MiaLLKu
ANa  MUKPOTUTPOBaHUS, coepXawme 8 psigoB OTAEnNseMblX SYeeK, COAepXalluMx peareHT,
NoKpbITbI aHTUTENamm kK SARS-CoV. Ha nepBom aTane peakumm passegeHHble obpasLbl niasmbl
U1 CbIBOPOTKM KPOBM NaumeHTa MHKyoMpytoT B nnawke. Ecnu B o6pasuax cogepXuTcst aHTUreH, ¢
HUM CBS3bIBAIOTCA crneumdunydeckue aHTutena knacca IgG (a takke IgA n IgM). [ina BbisBNEHWS
CBSA3aBLUMXCA aHTUTEN NPOBOAAT BTOPOW 3Tan peakuun —- nHkybaumo aHtuten k IgG yenoseka,
MOKPbITbIX aHTUTeNnamum (PepMeHTHbIA KOHbBbIOraT), KOTOpble MOryT 3anyckaTb peakuumio
OKpalLMBaHus.

KomMmnnekT TecT-cucremsi:
KoMnoHeHT Liset dopmart Cumson

1. MMnawka c A4enkamm
NOKpbITUE aHTUreHamu: No 12 paaoB syeek
B KaXXJou nnaLlke B KaxaoMm psagy — 12x8 STRIPS.
coaepXxntca 8 otaensemMbix S4eeK rotToBbIX
K MCMONb30BaHM1IO

2. KannbpoBoOYHbIM pacTBOp

(IgG, yenoBeyeckuit), roToBbIN K TEMHO" | 4 x 2.0 mn .CAL
KpacHbI

NCNOMNb30BaHWUIO

3. lMonoxuTenbHbIN KOHTPOIb
(IgG, yenoBeueckuit), rOTOBbIN K ronybon | 1x2.0mn | .POS CONTROL.
MCNOMNb30BaHUIO

4. OTpuuaTenbHbIA KOHTPONb
(IgG, 4enoBeueckuin), FOTOBbIN K 3eneHoin | 1x2.0mn | .NEG CONTROL.
NCNOMNb30BaHUIO

5. ®epMeHTHbIN KOHbloraT
aHTuTena k IgG yenoseka (Kponuybu),

MeYeHble NepoKkcnaason, roToBbIN ANs KpacHbIN 1x12mn -CONJUGATE.

NpPUMEHEHNs

6. By(bepup.nﬂ o6paboTkn obpasua CBETNO- | 4 400 mn | SAMPLEBUFFER.
roTOBbIV AN NPUMEHEHNS ronybon

7. Bydep ana npombiBaHUusA 6ecuBeTHbIA 1 X 100 MA WASHBUFFER
10X KOHUEeHTpaT 10x.

8. XpomoreH / pacTBop cybecTpaTa
TMB/H20,, roToBbIN ANs TPUMEHEHUSA

9. PactBOp ANA npepbiBaHUA peakuuun
0,5 M cepHas kucnota, rotoBasi 4ns OoecueTHbit| 1 x 12 mn |.STOP SOLUTION.
NpPUMEHEHNS

10. MHCTPYKUMA K TecT-cucteme — 1 6yknet

OecuBeTHbI| 1 X 12 Mn .SUBSTRATE.




11. NMpoToKOoN € KOHTPOSIbHbLIMU
— 1 npoTtokon
3Ha4YeHUAMU
12. 3awuTHana conbra — 3 nucta
.LOT. Cepus TemnepaTypa XpaHeHust
IVD. NccnepoBaHue In vitro ncnonb3oBaTh 40 (Mpy yCnosum
COXPaHHOCTM YNaKOBKW)

XpaHeHue n obecneyeHme COxXpaHHOCTU: TecT-cMcTeEMA [OIDKHA XPaHUTLCA Mpu TemnepaType
oT +2°C po +8°C. He 3amopaxuBaTb.

Mpn yCnoBUM COXPaHHOCTM YNaKOBKM BCE KOMMOHEHTbl TECT-CUCTEMbI COXPaHSItOT FOAHOCTb B
TeYeHne YKa3aHHOro CpoKa XpaHeHWs.

YTUnusauma UCnosfib30BaHHbIX pacxogHbix MaTepuanoB: OO0pasubl KPOBM U CbIBOPOTKU
naumeHTa, KannmbpoBOYHbIE PACTBOPbLI, KOHTPOSIbHbIE PAcTBOpPLI, PsSAbl SYEeeK nocre MHKybaumm
cnenyeT obpabaTbiBaTb kak WMHMEKUMOHHLIM MaTepuan. Bce pacTBopbl cnegyeTt yTvnmnsoBaTb
cornacHo oduumanbHbIM MHCTPYKLMSIM.

NoarotoBka n obecnevyeHume COXpPaHHOCTU peareHToB

NMpumevaHue: [lepen wucnonb3oBaHMEM Bce peareHTbl crnegyeT OCTaBUTb MPU  KOMHAaTHOWM
Temnepatype (o1 +18°C pgo +25°C) B TeuyeHune okorno 30 MuHyT. ECnm HmMxe He ykaszaHO WHOe,
nocrne nepBOro MWCMOMb30BaHUA CPOK FOOHOCTU peareHTOB COOTBETCTBYET YKa3aHHOMY Ha
ynakoBke npu XpaHeHun npu Temnepatype ot +2°C pgo +8°C u obecnevyeHwn 3awuTbl OT
3arpsA3HeHus.

TepmocTaT criegyeT HacTpouTb Ha TemnepaTtypy 37°+ 1°C.

— flyenkn, NOKpbITbIe aHTUreHamu: [OTOBblI ANs NpUMeHeHna HagopBute 3anedyaTbiBaeMyto
3aLlUMTHYIO YNaKOBKY MMallKy B Yrosike Bbllle 3aXuMaroLlen 3acTexkn. He oTkpbiBanTe nnaLuky
A0 NporpeBaHnsa A0 KOMHATHOW TemnepaTypbl BO usbexaHne 3anoTeBaHUs OTAENbHbIX SYEeeK.
[Mocne YaCTUYHOro MUCrNonNb30BaHUA HEMEONEHHO 3aKpoMTe OCTaBLUMECS PSdbl A4eeK 3aLUTHON
YyNakoBKOW U MMOTHO 3aXXMUTE HaXOOSLENCA Ha HeW 3acCTeXKoW (He ydansanTe MeLloyvek C
BnaronornotTuTenem).

[Mocne nepBOro BCKPbITUA 3alUMTHOW YMNAKOBKW [OMYCKAeTCH XpaHeHue s4eek, NOKPbITbIX
aHTUreHoM, B CyxOM MecTe 1 npu Temnepartype ot +2°C go +8°C He meHee 4 mecsiLeB.

— KannbpoBOYHLIN U KOHTPOSbHble pacTBopbl: [0TOBbl AN npumeHeHus. [lepen
NCMonb30BaHMEM peareHTbl cnegyeT TwaTtenbHO nepeMeLuarhb.

— ®epMeHTHbIM KOHblOrar: [0ToB ANnd npumeHeHus. lepen mcnonb3oBaHWEM (PEPMEHTHbLIN
KOHblOrat criegyeT TwaTenbHo nepemeLlaTb.

— Bydep ansa obpaboTku obpasua: (0TOB ANA NPUMEHEHMS.

— Bycdep Ana npombiBaHuA: Oydep OnA NpoMbIBaHUs  npeactaBnser  cobown
KOHUeHTpupoBaHHbin B 10 pa3 pactBop. Ecnn B KOHUEHTpuMpoBaHHOM Oydepe npowusowna
Kpuctannuaauus, nepeq passegeHveM cnepyet nogorpets ero go 37°C u TwarenbHO
nepemeLwwaTtb. Heobxogumoe anga paboTbl KONMYECTBO pacTBopa crneayet 3abpatb n3 ByTbinu ¢
MOMOLLIbIO YMCTON NUMNETKN N pa3BeCTU OEUOHU3NPOBAHHOW UK AUCTUNNMpoBaHHON Bogon (1
06BbEMHYI0 YacTb peareHTa — 9 YacTaMu ANCTUNNIMPOBAHHON BOAbI).

Hanpumep, ana 1 nnawku: 5 Mn KoHUeHTpaTa nntoc 45 mn Boabl.

"OAHOCTb FOTOBOrO AN MCNONb30BaHUA pa3BefeHHoro 6ydepa Anst NpOMbIBaHUSI COXPaHAETCH
B TeueHue 1 mecsaua npu xpaHeHum npu Temnepatype ot +2°C go +8°C u cobniogeHmm npasun
XpaHeHus.

— XpomoreH / pactBop cybcTtparta: [0TOB Ons npumeHeHus. ByTbinb crnegyet 3akpbiBaTb
HeMeaneHHo nocrne WUCMonb30BaHUs, MOCKOIbKY €e COAEpXUMOe YYBCTBUTENbHO K CBETY.
XpomoreH / pacTtBop cybcTpata npu UCNONb30BaHUM [J0SKeH ObiTb npo3padvHbiM. He



ncnonb3ynTe pacTBop, eCriv oH Npuobpen ronybon uBeT.
— PacTtBOp ans npepbiBaHUA peakuuu: [0TOB AN NPUMEHEHMS.

Mpepnoctepexenune: OtcytctBne HBsAg, aHtuten k HCV, BUY-1 n BUY-2 B MCnonb30oBaHHbIX
KOHTPOSIbHbIX CbIBOPOTKaxX NokasaHo C UCMNOSb30BaHMEM MeTO40B MMMYHOEPMEHTHOrO aHanusa
N HenpsMon wuMMyHodnyopecueHunn. Tem He MeHee, BCe MaTepuanbl crnegyet cyuTaTtbh
noTeHUManbHO NHULMPOBaHHbIMK 1 0BpabaTbiBaTb C OCTOPOXHOCTLIO. PAa peareHTOB cogepxar
TOKCUYECKOE BeLLEeCTBO a3ug HaTpus. CnegyeT usberatb X NonagaHns Ha KOXY.

NMoarotoBka n obecneyeHne COXpaHHOCTHU
oOpa3uoB KPOBM NALMNEHTOB

O6pasubl NnasmMmbl U CbIBOPOTKM KpoBM: CbIBOPOTKA KPOBW YerioBeka WMnu nrasma KpoBsM,
obpaboTaHHas SOTA, renapnHOM NN LUTPATOM.

O6ecneyeHune coxpaHHocTu: Obpasubl Ans uccnegoBaHusa criegyeT XpaHuTb Npu TemnepaType
oT +2°C po +8°C He bonee 14 cyToK.

PasBeneHHble 06pasLbl crieqyeT MHKYOMpoBaTh B TedeHne 1 pabodero gHs.

PasBeneHune obpasuoB: O6pasubl Nnasmbl UK CbIBOPOTKM KPOBU MALMUEHTOB pPa3BoOaAT
Oydepom ansa obpaboTku obpasuos B oTHoweHun 1: 101. Hanpumep: passect 10 MKIT CbIBOPOTKM
1,0 mn Bycbepa ansa o6paboTkm o6pasLoB 1 TwaTeNbLHO NnepemMellaTb (cneynanbHble NMNETKN aAng
nepemMeLlBaHns B KOMMIEKT HE BXOAAT).

MpumeyvaHune: KanmbpoBOYHbIA U KOHTPOSbHbLIE PacTBOPbI NOCTaBMSAKTCA B pa3BeLeHHOM Buae,
rOTOBbIMW K MCMOSb30BaHWIO; UX Pa3BOAUTL HE cneayer.

UHKybauums

WHkyOGauus obpasuyoB [lepeHecute 100 MK KanNnMBGPOBOYHOrO pacTBOpa, NONOXUTENBHBIN U
nnasmMbl U CbIBOPOTKU OTpULATENbHbIA KOHTPONKU NMbo passeaeHHble 06pasLbl Nnasmbl Unv

KPOBM: CblBOPOTKM MNaumMeHTa B OTAENbHble SYENKM Ha nNnawke B
(1. aran) COOTBETCTBUN C NPOTOKOMNOM packKarblBaHUS.

Ana py4yHon obpaboTkm sueek NOKPonTe NnaLlKy, NOArOTOBAEHHYIO K
nccnenoBaHuio, 3awuTHOW onbron. MNpu nHKYGauum € MOMOLLbLIO
aBTOMaTM3MPOBaAHHOIO npoleccopa cnegymte pekoMeHZaunam ero
N3roTOBUTESSI B OTHOLLEHUM repMeTu3aLnm nnatlex.

NHkybupyrte 60 MuHyT npu Temnepartype 37°C * 1°C.

MpombiBaHue: PydyHoe: Ypanute 3awWwuTHYO (POnbry, ONOpPOXHUTE SYEnKU, 3aTem
TpexkpaTHO npomonTe wux c nomowbio 300 mkn (Ha kaxpgoe
npomMbiBaHWe) pasBegeHHoro bydepa ansa npoMbiBaHUS.
ABToMmaTtudeckoe: [MpomonTte svenkn 3 pasa ¢ nomowibto 400 mkn
pa3BefeHHOro pacTeopa Ansi NPoMbIBaHMSA (YyCTaHOBKA NPOrpaMmbl:
Hanpumep, onga annapata TECAN Columbus Washer Bknouute
pexum “Overflow Modus”).

Bydep ana npombiBaHMA MHKYOUPYMTE B KaXOOMW Nnawike B TeYeHune
30—60 cekyHO Ha KaxOdbl LMK MNPOMbIBAHUS, 3aTEM OMNOPOXHUTE
nnawkun. [locne npombIBaHUSA (PYy4HOrO WM  aBTOMAaTUYECKOrO)
TWAaTenNbHO yaanuTe OCTaBLUYHOCS XWAKOCTb U3 NALKM C MOMOLLbO
npomMokaTenbHon Gymarn, HaknoHMB OTBEPCTUS AYeeK BHWU3, YTOObI
yaanutb octaTtkn bydepa.

Mpumeyanune: CoxpaHsaLwasca B sYelKax nocre MNpOMbIBaHUS




UHkyOauuns

KOHBbLIraToMm:
(2. aran)

MpombiBaHuUe:

UHkyOauuns

cybecTpaTom:
(3. aran)

MpepbiBaHWe peakUnu:

NU3mepeHue:

xuakocTb (> 10 Mkn) MOXeT B3aumopgencTBoBaTb C cybcTpaTtoMm u
Bbl3blBaTb CHWXEHMEe mnokasaTtens aKCTUHKUuW. HepocTtaTtoyHoe
npoMblBaHWe  (Hanpumep, MeHee 3  UMKNOB  NPOMbIBAHUSA,
HegocTaTouYHbI 06bem Bydepa Ons NpPoMbIBaHWS, HeJOCTaTOYHOEe
BpeMS NPOMbIBaAHWSA) MOXET MPMBECTM K 3aBblLLUEHUIO MoKasaTtens
SKCTUHKUMMN.

C nomowbto nuneTkn BHecnte no 100 MK OE€PMEHTHOrO KOHbIOraTa
(aHTuTen k IgG YenoBeka, MeYEHbIX MEPOKCMAA30M) B KAXKAYIO SYENKY
nnaLKu.

Ana py4yHor ob6paboTkm sueek NOKPonTe NnaLlKy, NOArOTOBAEHHYIO K
nccneaoBaHuio, HOBbIM NIMCTOM 3alMTHON dhonbrn. Mpu nHkyGaumm ¢
NOMOLLLIO aBTOMaTU3MPOBAHHOIO npoueccopa cnepyvrte
pekoMeHOauuaM ero W3rotoBuUTENs B OTHOLUEHUM repMeTmsauunu
nnaLiex.

NHkybupyinte 60 MuHyT npu Temnepartype 37°C * 1°C.

Yoanute 3awuTHYO dornbry U OrnopoXxHUTe nnawku. Npomonte unx,
KaK OrnvcaHo BbiLLE.

C nomMowplo nunNeTkM BHecUTe B Kaxayw svenky no 100 mkn
XpomoreHa / pacTtBopa cybcTpata. [lokponTe HOBbIM JIUCTOM
3aWNTHON ponbrn 1 MHKYOMpynTe 15 MWUHYT Npu KOMHaTHOWM
Temnepartype (oT +18°C po 25°C), He Ha cBeTy!

Yoanute 3ainTHY0 orbry 1 ¢ NOMOLLbIO nuneTkn BHecute 100 Mk
pacTBopa ONs NPepbiBaHUSA peakuun B Kaxayl SYeriky B TOM Xe
nopsgke M C TOM K€ CKOPOCTbHO, YTO U MPU BHECEHUM XpOMoreHa /
pacTtBopa cybcTpara.

doTomMeTpUyeckoe U3MepeHue VHTEHCUBHOCTM OKpacku cnegyet
NpoBOAUTL Ha ANUHe BONHbI 450 HM 1 Npu AnNuvHE ONOPHOW BOSHbI
620-650 Hm B TeyeHme 30 MMHYT nocne gob6aBneHUs pacTBopa
ANns npepbiBaHUA peakuuu. [lepeg npoBeAeHWEM UN3MEHEHUS
cnerka B3bonTanMTe nnawky, 4Tobbl 0GecneuynTtb paBHOMEpPHOE
pacnpegeneHue pacteopa.

MpoTokon packanbiBaHUS

1

2

3 4 5 6 | 7] 8] 9 |10]11]12

C

P6

P14 | P22

pos.

P7

P15 | P23

neg.

P8

P16 | P24

P1

P9

P17

P2

P10

P18

P3

P11

P19

P4

P12

P 20

I OMMmMoO m>

P5

P13

P 21

Bbilwe npuBeaeH nNpuUMeEpHbI MPOTOKOMN packanbiBaHUs AN NONYKONMYECTBEHHOMO aHanuaa
aHTUTen Ha 24 obpasua (P1 — 24) nna3mbl NN CbIBOPOTKMN KPOBMW.



KannbposouHbii pacteop (C), nonoxutenbHbin (pos.) n oTpuuaTenbHbii (Neg.) KOHTPOSbHble
pacTBoOpbl, a Takke obpasubl MrasMbl WX CbIBOPOTKU KPOBWU MauMEHTOB NoMeLlann Kaxabin B
oTaenbHy A4verky. HagexHocts MOA MOXHO NOBLICUTb, €CNU UCCreaoBaHue Kaxaoro obpasua
NPOBOANTL ABYKPATHO.

OTgenbHble S4enkn MOXHO OTnambiBaTb OT Nrawku. OTO NO3BONSET NPUBECTUN pacxon cybcTpaTa
B COOTBETCTBME C KONMMYECTBOM McCcneayembix obpasLoB, N TeEM CaMbiM MUHUMU3MPOBATbL pacxos
peareHToB.

MonoxuTenbHble N oTpuuaTenbHble KOHTPOMW MO3BOMAKT B KaYyeCTBE BHYTPEHHEro KOHTPONs
NPOBEPUTb HAAEXHOCTb pesynbTaToB MCCnedoBaHus. WX cnegyeT MCnonb3oBaTb MpU KaXaom
nccrnegoBaHum.

PacueTt pe3ynbTaToB UccrnegoBaHus

EUROIMMUN pekomeHaoyeTcd B KavyecTBe BepXHero npegena YpoOBHS 3KCTUHKUMM AOns
HENHULMPOBAHHBIX ML, UCMOSb30BaTh NoKa3aTerb IKCTUHKLUUN KarMbpOBOYHON CbIBOPOTKM.
MonykonunyecTBeHHbIN aHanu3: Pe3ynbTaTtbl MOXHO OLEHUTb NOMYKONMYECTBEHHO, paccynTas
OTHOLLEHMEe nokasaTens 3KCTUHKUUM KOHTPONbHOW UM uccrnegyemoun nnasmbl UM CbIBOPOTKU K
nokasaTento kannbpoBOYHOM CbIBOPOTKU. PacyeT npoBoasaT no cregytoLlen gopmyne:

Komnanuns EUROIMMUN pekomeHayeT oueHMBaTb pe3ynbTaThl Crieayowmm obpasom:

OKCTUHKLMA KOHTPONBLHON UNM UccrneayeMomn CbiIBOPOTKMU

— = OTHOwWweHue
OKCTUHKLMAKANNOPOBOYHOMN CbIBOPOTKM
OTHoweHue < 1.0: oTpuuaTtenbHbIN
OTtHoweHue ot 1.0 no <1.5: norpaHn4HbIN
OTHoweHue 1.5: NONOXUTENbHbIN

PesynbTaT aOns CbIBOPOTOK C oOTHoweHnem 1,0—-1,5 cnegyeT cuuTtaTb norpaHuyHbIiM. Mol
pekoMeHayeM MOBTOPHO uWcCcreaoBaTb 3TU  CbIBOPOTKM C  MOMOLUBIO  APYrMX TeCT-CUCTEM,
HanpumMep, HenpsMmon nmmyHodpnyopecueHuun (IIFT) nnn MUP. Kpome Toro, cneayeT nposeputb
cobnoaeHne npotokona TutposaHusa. (EUROIMMUN anti-SARS-CoV IIFT, Hanpumep, HOMep no
katanory: Fl 2601-1005; EUROIMMUN RT-PCR ansi HenocpeacTtseHHoro BbisiBrieHnss SARS-CoV,
Hanpumep, Homep no katanory: Ml 2601-9601)

[na NnoBTOpPHbLIX onpeaeneHni cnegyet 6paTtb cpegHee 3HavyeHne pesynbTaToB. Ecnu pesynbtathl
ABYX UccnegoBaHumM 3Ha4YMTENBHO pasnuyaroTcs, obpasel, Hy>KHO uccneaoBaTtb NOBTOPHO.

[na ycTtaHOBneHWa OuarHo3a BO BCEX Cry4vasx crieqyer, KpOMe CEepoSsiorMYeckuX, Yy4uTbiBaTb
KNUHUYECKNE AaHHbIE.

NMoka3aTtenu TecT-cCUCTEMbI

KanubpoBka: ockonbKy CbiBOPOTKM C aHTUTenamu knacca IgG npotns SARSCoV, nonyyusLien
MexXayHapodHoe npusHaHue, He CyllecTByeT, pesynbTaTbl MPUBOAATCA B BUAE OTHOLUEHUS,
KOTOpOE MO3BOMNSET OLEHUTb KOHLUEHTPaLUWO aHTUTeN.

Anga kaxgon rpynnbl NPOBeAEHHbIX UCCNeaoBaHWA NnokasaTenu 3KCTUHKLMK N KanubpoBOYHOM
CbIBOPOTKM, MOMOXUTENbHbLIX M OTpUUATENbHbLIX KOHTPOMNEN AOSPKHbI HAxXoouTbCA B npegenax,
yKa3aHHbIX A5 COOTBETCTBYIOLLEN Cepun TecT-cuctemMbl. [1poTOKON C ykaszaHWeM 9TUX npenenos
npunaraetca. Ecnv nokasatenu ANsS KOHTPOJSibHbIX CbIBOPOTOK HE [OOCTUTHYTbI, pe3ynbTaThbl
ncernenoBaHns MOryT OKasaTbCsl NOXHbIMU, U UCCrieoBaHne crieayeT NoBTOPUTb.

AKTUBHOCTb WCMNOSIb30BAHHOIO ()epMeHTa 3aBUCUT OT TemnepaTtypbl, NMO3TOMYy B OTCYTCTBUE



NHKy6aLuMm B TepMocTaTe MOryT ObiTb MOMyYeHbl pasnuyHble nokasaTenu 3KCTUHKUUU. Yem Bhblille
TemnepaTtypa BO Bpemsi MHKyGaLumn ¢ cybcTpaTtoM, TEM BbIlLE OKaXKETCS NoKa3aTernb 3KCTUHKLNN.
AHanornyHble pasnuuusi HabngalTcs Takke AN BpeMeHu npoBedeHus peakumu. OpHako
KanubpoBOYHbIE PacTBOpPbl Takke MoABeprarTcs 3TMM  BO3OEWCTBMSIM, MO3TOMY WX
NCNONb30BaHME MO3BONSIET B 3HAYMTENbHOW Mepe KOMMEHCUMpoBaTb 3TWM BO3OEUCTBUS MpuU
pacyeTe pe3ynbTaToB.

AHTUreH: B TecT-cucteme wucnonb3oBaH aHTUreH nu3ata Bupyca SARS-CoV, oOu4MLLEHHbIN
ynbTpaueHTpugyrnpoBaHmem ¢ aKcTpakumen pgetepreHtom. OH  OGbin NpUroToBreH B
coTpyaHunyecTtse ¢ UHCTUTYTOM PobepTta Koxa, BepnuH, Nepmanuna. Usonat supyca 6bin nobesHo
npegoctasneH WHctutytom MeanuuHckon Bupyconoruun, YHusepcuteT WoranHHa BonbgraHra
eTe, ®paHkdypT, 'epmaHus.

AHTUreH 6bin MHAaKTUBMPOBAH BbLICOKOW TeMMepaTypon U ramma-usnyvyeHmeM. OpeKkTUBHOCTb
WMHaKTMBaLUKN NpoBepeHa C NOMOLLBIO KYNbTUBMPOBAHUS, NPU KOTOPOM POCTa HE BbISBIEHO.

HebGnaronpusatHoe Bo3gencTBue: HebnaronpuaTHOro BO3QeWCTBUS HE OblNO OTMEYEHO mnpu
remonuae 4o KoHueHTpaumm remornobuHa 10 mr/mn u npu xXentyxe A0 KOHUEHTpaumm bunmpybuHa
0,4 mr/mn.

BocnpousBoagumocTb pe3ynbtaTtoB: BoCcnpon3sBogMMOCTb pesynbTaToB UCCregoBaHUA U3yyanm
no koadpdpuuneHty Bapuauumn (KB) pesynbTaToB, MOMAYYEHHbIX HA Pa3NU4YHbIX TOYKaX
KannbpoBOYHOW KPUBOW, ANst BHYTPEHHUX M BHELLIHUX KOHTPOSEN Npu UccrnefoBaHnmn 3 CbIBOPOTOK.
Ona BHYTpeHHUX KoHTponenm npu 20 wuccnegoBaHUAX M ANS BHELWHWX KOHTporen npu 4
ncenenoBaHusix, NPoBeAEHHbIX B TeHeHne 6 pasnuyHbiX AHewn, nony4deHbl cnegyowme KB:

CneuncdpmyHocTb M npegen.l

YPOBHA 3KCTUHKUMM C

Bapuayusi 0nsi eHympeHHUx KOoHmpoJieu, Bapuauus 0nst aHewWHUX KOHmMposnedu,
n=20 n=4*6

CpenHee KB CpegHee KB

CbiBOpOTKa 3Ha4yeHue (%) CbiBOpoOTKa 3Ha4yeHue (%)
(OTHOWeHuME) ° (OTHOWeHME) °

1 1.3 7.5 1 1.3 5.7

2 4.0 5.9 2 3.8 4.7

1 71 3.7 3 7.2 3.5

NOMOLLBbIO TECT-CUCTEMDbI

nmmyHocpepmeHTHoro aHanuda EUROIMMUN ELISA 6binn uccnegoBaHbl 06pasLbl CbiIBOPOTKM 92
naumMeHToB C UHMeKLMen opyrummn Bupycamum B Bbicokom Tutpe. B 90 obpasuax (97,8%) aHtutena
k SARS-CoV He BbisiBrieHbl (oTHoweHve < 1,0), B 1 obpasue (1,1%) aHtutena k SARS-CoV
oKasanucb Ha norpaHu4yHom yposHe (oTHoweHwne 1,0—1,5), n B 1 obpasue (1,1%) aHTUTENna K
SARS-CoV 6binu nonoxutenbHbiMK (OTHOWweHue >1,5).

YpoBeHb aHTUTENn kK SARS-CoV wnccnegosanu ¢ nomowbio EUROIMMUN ELISA B aByx rpynnax
KNMUHUYECKN 300pPOBbLIX OOHOPOB KpoBu (HemueB, n=402; kutanues, n=97). B 400 obGpa3suax
(99,5%) kpoBu pgoHopoB-HeMueB aHTUTena kK SARS-CoV He BbisiBneHbl (oTHoweHue < 1,0), B 1
obpasue (0,25%) kpoBn poHopa-Hemua aHTuTena k SARS-CoV okaszanncb Ha MOrpaHU4yHOM
ypoBHe (oTHoweHne 1,0—1,5), n B 1 obpasue (0,25%) kpoBn goHopa-Hemua aHTuTena Kk SARS-
CoV 6binn nonoxuteneHbiMu (OTHowweHMe >1,5). Bo Bcex 97 obpasuax KpoBu AOHOPOB-KUTaNLEB
pe3ynbTaTbl UCCNegoBaHUs ObiNn OTpULATENbHBIMMU.

KnuHuyeckaa 4yBCcTBUTENbHOCTb: CbIBOPOTKY KpoBM 34 NAUMEHTOB C  KITMHUYECKM
anarHoctmpoBaHHbiM SARS wuccnegosanu ¢ nomowpto TecT-cuctem EUROIMMUN: TMUP ¢



obpaTHOM TpaHCKpMnTasoun, Henpsimon nmmyHodnyopecueHuuu (IIFT) n UOA. Obpasupbl nonyyanu
yepe3d 1-54 cyTok nocne pas3BUTUSA KIUHUYECKUX NposiBneHuin. Bce cbiBOpoTkM OT 34 G0OMbHbIX
SARS (100%) okasanuce nonoxuteneHbiMun npu [UP ¢ obpatHon TpaHcKkpunTa3on wunu
nccnegoBaHUM aHTUTEN.

M3 12 naumeHTOB, KIMHUYECKNE NPOABNEHNNA Y KOTOPLIX pas3BunncbL MeHee, yem 3a 10 cyTok Ao
nccnepoBaHus, pesynbtathl MNLP 661y nonoxutensHbl B 12 cnyyasx, a pesynstathl [IFT n MOA —
— B 2 cny4yasx.

N3 22 nauuweHToB, 3aboneBlwmnx 3a 10 n Gonee cyTok JO uccrnenoBaHud, pesynbtaTel MDA Ha
Hannune aHtTuten Kk SARS-CoV okasanucb nonoxuTtensHbiMy B 21 cnydae (95,4%). PesynbTaThl
ana 18 o06pasyoB CbIBOPOTKM ObINM  NpU3HaHbl NONOXUTENbHbIMKM, Ans 3 obpasyoB —
norpaHU4HbIMK, NO3TOMY 3TW CbIBOPOTKU criegyeT uccnegosaTb apyrumu metogamu. [Npu IIFT
pe3ynbTaTtbl Ans Bcex 21 CbIBOPOTOK ObinNn npuaHaHbl nonoxutensHeiMu. MNpu MUP ¢ obpatHom
TPaHCKPUNTa30M NONoOXnUTENbHasA peakumnst otMedeHa anga 10 ceiBOpoTok. OTAEenbHbIE ChIBOPOTKYU,
AN KOTOpbIX onpegerieHne aHtuTen 6bino HeaEKTUBHBIM, OKa3anucb NONOXKUTESNbHBIMU NPK
ncnonb3osaHuu MNLP ¢ obpaTHON TpaHCKPMNTa30M.

CneundunyHOCTb U YYBCTBUTENBHOCTL: YyBCTBUTENLHOCTL M cneundundHocTs [IFT n NPA
cosnanu B 100% cny4aes.

MoapobHble AaHHbIE UCCneoBaHWsA NpUBeLEHbI B Tabnuue HuXKe.

AHTtuTena k SARS-CoV IIFT (IgG)
n=34 EUROIMMUN
NONOXUTENbHbIN | OTpULaTeNbHbIN
Antutena k SARS- |nonoxuTennHbIil 20 0
CoV UDA (IgG) -
EUROIMMUN norpaHNYHbIN 3 0
oTpuuaTtesnbHbIN 0 11

PGSyJ'IbTaTbI Ona TpexX CbIBOPOTOK Obinn NpU3HaHbl NOrpaHU4HbIMK, NO3TOMY MNpPU pacyeTe
YYBCTBUTEJTIbHOCTU U CI'IeLl,VICbVI‘-IHOCTI/I MX HEe y4uTbiBanu.

Jlntepartypa

Hanbonee ceexasa nHdopmaumsa no KnnHndeckomy 3HadeHnto SARS-CoV, obpaboTke ob6pasuoB u
pacxoAHbIX MaTepwuanos, 3NMAEMUONONMN U ONArHOCTMKE MOXeT ObiTb nonydeHa ¢ MHTepHeT-
cTpaHuy, uHctutyta PobGepta Koxa (www.rki.de), BcemupHon OpraHusaumm 3gpaBooxpaHeHust
(www.who.int), LleHtpoB no lMpodunaktmke n KoHtponto 3a 3abonesaemoctbio CLIA, AtnaHTta

(www.cdc.gov).

O cnyyasax nogo3peHua Ha SARS crnegyet coobuwaTte B cootBeTcTBYOWMN LeHTp BOS3 (agpeca
cMm.: http://www.who.int/csr/sars/testing/en/)



http://www.rki.de
http://www.who.int
http://www.cdc.gov
http://www.who.int/csr/sars/testing/en/

