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REF 423834 <D
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VIDAS® SARS-COV-2 IgG (9COG)

Habop peareHToB «VIDAS SARS-COV-2 IgG (9COG)» AN kauyecTBEHHOro onpegeneHns nmmyHornobynuHos knacca G (IgG) k wrammy
SARS-CoV-2 kopoHaBupyca B CbIBOPOTKE WM Naa3me KpoBW YesioBeka MeTo4oM MMMYHO(EepPMEHTHOro h/lyopecLeHTHOro

aHaM3a Ha aHanusatopax MMMyHonornyeckux cemeictea VIDAS (panee no Tekcty Ha6op VIDAS SARS-COV-2 IgG,

VIDAS SARS-COV-2 IgG, VIDAS 9COG, 9COGQG). IVD

HA3HAUEHNE

Ha6op VIDAS SARS-COV-2 IgG (9COG) npefgHa3HayeH [/ Ka4eCTBEHHOr0 aBTOMaTu3vpoOBaHHOro onpegeneHus
nmmyHornobynuHa G (IgG), cneuunduyHoro ana SARS-CoV-2, B CbIBOPOTKE MM Nia3Me KpoBW YenoBeka (NMUTui-
renapvH) MeTogoM WMMYHOMEPMEHTHOro doyopecueHTHoro aHanmsa (Enzyme Linked Fluorescent Assay, ELFA) ¢
NOMOLLIO aHaIM3aTopoB MMMYHOornyeckmx cemerictea VIDAS.

3T0T aHaNn3 nNpefHasHavyeH A5 NpUMeHeHnsl B Ka4ecTBe CpefcTBa A5 onpeaeneHns npellecTBOBaBLIEro KOHTakKTa ¢
BO36yAMTENIEM U MHPULMPOBAHMS, a Takke Ha/muus cneundgmrueckoro MMMYHHOTO OTBeTa aHTUTen knacca IgG K
SARS-CoV-2.

KPATKOE OMMUCAHUVE

HoBbIli KOpOHaBMPYC, Bbi3blBAOLWNA OCTPbLIA pecnupaTopHbIin guctpecc cuHgpom (SARS-CoV-2), — 3TO HOBbIl
Betacoronavirus, o6HapyXeHHbIn B Kutae B gekabpe 2019 roga v Bbi3BaBLWNA MEXAYHAPOAHYIO BCMbILWKY

pecnupaTopHoro 3aboseBaHns, Ha3biBAaeMOro MHAEKLMEN, BbI3BAHHOM HOBbIM KOPOHaBMpycoMm SARS-CoV-2. BonesHb MOXeT
npoTekaTb kak B (hopMe caMokynupytouierocs 3a6oseBaHns AbixaTesibHbIX NyTER Nerkoro TeYeHus, Tak u B TXenon dopme,
OC/IOXHEHUSI KOTOPOI MOTYT BKOYATb TSAXE/YH0 MPOrpPeccupyroLLyto MHEBMOHMIO, NONIMOPraHHY HeA0CTaTOYHOCTb
ncmepTb. 1

Cepornoruyeckme uccnefoBaHuns, No3BosOLMe BbISBUTb B KPOBK cneumdnyeckne MMMYHOTN06yvHbI, ABAAIOTCA ewe O4HUM
NoAXOA0M A/151 BbISIBNIEHUS NNL, KOHTAKTMPOBaBLUKUX C BO36yauTenem SARS-CoV-2, B OMNOJ/IHEHNE K U3MEPEHUIO BUPYCHOW
Harpy3ku (Hanpumep, MLP) B o6pa3uax 13 AbiXxaTeNbHbIX NyTER.2

[JevictButensHo, y 6onbwnHcTBa naumeHTos ¢ COVID-19 B TeyeHue AecaTn AHell 0T MOMEHTa NPOSBIEHUSs CUMNTOMOB UK
no3xe Habl0AanCca UMMYHHbI 0TBeT.3 OH xapakTepusyeTcs paHHUM MOBbILEHeM UMMYHoOrno6ynvHos Tuna M (IgM), nocne
yero cnefoBasio NoBbileHne nmmMmyHornobynnHos tuna G (19G).4

Kpome Toro, peakuusi CbiIBOPOTOUHOM HeTpanusauum v KynbTUBMPOBaHWE BUpYCA NPOAEMOHCTPUPOBASM NPUCYTCTBUE

HENTPasIM3yIoLLMX aHTUTES, YTO KOPPenupoBasio ¢ npucytcTemem IgG, pacnosHatolero Spike-6enku 1 6eku Hykneokancuaa
SARS-CoV-2.5

nPMHUMN
BocHOBe 3TOro aHa/IMTUYECKOro MeToAa /IeXMT codyeTaHne 2-CTyneH4aToro MMMyHOepMeHTHOro aHanunsa tuna
«C3HABWY» C (DMHasbHbIM h/TlyopecLeHTHbIM geTekTupoBaHnem (ELFA).

OpfHopa3oBbIi HakoHeYHK SPR (HocuTenb TBepAon asbl) paboTaeT O4HOBPEMEHHO Kak TBepgas hasa u kak
nMneTupytoLlee YyCTPONCTBO. PeareHTbl, HEO6X0AUMbIE /1S aHa/IM3a, roTOBbl K UCMOb30BaHNIO Y HAXOASATCA B 3anevaTaHHbIX
0HOPa30BbIX CTpUMax.

Bce aTanbl aHanunsa BbINOAHATCA NPUO0OPOM aBTOMaTMyeckn. PeakumoHHaa cMechb LMpKynpyeT B HakoHeuHuke SPR
HECKOJIbKO pas.

Mocne atana pasBefeHns obpasua nmmyHornobynnH G (IgG) SARS-CoV-2 3axBaTbiBaeTCd PEKOMOUHAHTHBIM
aHTureHom SARS-CoV-2, HaHeCEeHHbIM Ha BHYTPEHHIOK MOBEPXHOCTb CTEHKN HakoHeuyHnka SPR. HecBA3aHHbIE KOMMOHEHTbI
YOANAI0TCA Ha aTanax OTMbIBKW.

Ha BTopom aTane cneuuduyeckuM MeToaoM o6HapyxeHus IgG siBnsieTcs Ucnosib3oBaHve aHtutena K IgG yenoseka,
MEUEHHOT0 LWeToYHOl (hochaTasoil. HecBa3aHHble KOMNOHEHTbI YAANsATCA Ha 3Tanax OTMbIBKY.

Ha 3aknounTenbHOM aTane onpegesieHns cyoctpat (4-meTun-ymbennudgepun dgocdar) LUpKympyeT B HaKOHEeYHMKax
SPR. Mpy 3TOM hepMEHT, coaepXalniics B KOHbIOraTe, KaTasim3nmpyeT rmaposms cyberpaTta ¢ obpasoBaHneM
donyopecuupytoLero npogykra (4-metun-ymbennudepoHa), oiyopecueHums KoToporo naMmepseTcsa npu AsMHe BOJIHbI
450 HMm.

MHTEHCUBHOCTbL (DTyOpeCLEHLIMU NPONOPLIMOHASIbHA YPOBHIO aHTUTEN B 06pasLie.

Mo OKOHYaHMM aHasIM3a NPUGoP aBTOMATMUYECKU PACCUMThbIBAET pe3y/bTaThl M0 CTaHAAPTY S1, COXpaHEHHOMY B €ro
namsTy, 1 NoslydaeT TeCTOBOe 3HaueHue.

lMocne 3Toro pesynbTaTbl MOTYT 6bITb pacnevaTaHbi.
COCTAB HABOPA (60 TECTOB)

Crpunbi*3) (9COG) STR [0TOBbI K NICNO/Ib30BaHUIO.
60 wTyK

bioMerieux SA pycckuii -1
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HakoHeuHukn SPR
(9COG)
(@2yn. x 30 wr.)

CraHpgapt
KasIMbPOBOYHbIIA*6)
(9COG)

1cbnakoH x 0,5 mn
(OKvaKMIA)

KoHTposb
NONOXUTESTbHbIA*6)
(9COG)

1dpnakoH x 0,5 mn

(OKvaKMIA)

KoHTtponb
oTpULaTEbHLIN*6)

1dpnakoH x 0,5 mn

(>KvpKuiA)

SPR

S1

Cc1

Cc2
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[0TOBbI K MCMO/Ib30BaHMIO.
Ha BHYTpeHHI00 NMOBEPXHOCTb HakoHeuYHUka SPR (HocuTenb TBepaoit
(pasbl) HAHECEH PEKOMOMHaHTHbI aHTUreH SARS-CoV-2.

[OTOB K MCMNO/Ib30BaHUIO.

Bydep, cogepxatymnini rymMaHn3mpoBaHHOe peKOMOUHAHTHOE aHTUTeno
knacca IgG k SARS-CoV-2 + cTabunnsatop XUBOTHOTO NPOUCXOXAEHMA +
KOHCEepBaHTHI.

[JonycTumsblii gnanasoH B AaHHbIXx MLE ykasaH B pasgene «Relative Fluorescence Value» (OTHocu-
TenbHaa BenuynHa pnyopecueHyun) («Standard (S1) RFV Range» (Aunana3oH RFV ctaHgapTa S1))-

[0TOB K NCMNO/Ib30BaHUIO.

Bydep, cogepxalinii ryMaHn3MpoBaHHOe PEKOMOUHAHTHOE aHTUTesno
knacca 1gG Kk SARS-CoV-2 + ctabunusatop XXMBOTHOIO MPOUCXOXAEHUA +
KOHCEepBaHTHI.

B paHHbIX MLE ykasaH gonycTumsblii Anana3oH B Buae nHaekca («Control C1 (+) Test
Value Range» («[nanasoH TECTOBbIX 3HAYEHWI 4719 MONOXUTENBHOTO KOHTPONsA Cl»)).

FOTOB K MCMO/Ib30BAHMIO.
Bydep + cTabunn3aTop XMBOTHOMO MPOUCXOXKAEHMS + KOHCEPBaHTbI.

B gaHHbIX MLE yka3aH gonycTuMblii AnanasoH B Buge nHaekca («Control C2
Test Value Range» («[jnanasoH TECTOBbIX 3HAYEHU A4NA KOHTponsa C2»)).

CneundrKaLm ¢ OCHOBHbIMU JaHHbIMU 3aBOACKMX YCTAHOBOK A/1S1 KA/IMGPOBKM aHasiM3a: WTPUX-Ko4 ¢ AaHHbIMU MLE
(BBOZ [AHHBIX NAPTUM) HamevyaTaH Ha 3TUKETKE YMaKOBKU.

1 VHCTPYKUMSI MO MPUMEHEHWIO, KOTOPYH MOXHO 3arpy3uTb c calita www.biomerieux.com/techlib

a OMNMACHO
P351 + P338

MPEAYNPEXOEHUE $

9 nPEp,ynPE»(p,EHMEq)

O603HauyeHne onNacHoCTu
« EUH208: ConepXut 2-mMmeTun-4-130TnmasoninH-3-oH rugpoxnopus. MoxeT Bbi3blBaTb asifiepruiyeckyro peakumio.
e H317: MNpu KOHTaKTE C KOXell MOXET BbI3blBaTb a/l/IEPTMYECKYI0 PeaKLuio.

» H318: MNpwu nonagaHun B rnasa Bbi3blBaeT HeobpaTUMble NOCNEACTBUS.

Mepbl NPefo0CTOPOXHOCTH
« P261: N3beratb BAbIxaHMs Nblan/gbiMalraza/TymaHa/napos/asapo3oneil.
« P280: Monb3oBaTbCA 3alUTHBIMK NepyaTKkaMn/3alinTHOM ofexaoi/cpeacTeamMmm 3awmTbl rnas/nuya.
e P302 + P352: MNPV NONALAHNN HA KOXXY: MpombITb 601bLLMM KOTMYECTBOM BOAbI C MbIJIOM.
* P305 + P351 + P338: MNPV MOMNALAHW B IMA3A: 0CTOPOXHO NPOMbITb r/1a3a BOAOK B TEYEHME HECKOMbKUX
MUHYT. CHATb KOHTAKTHbIE SINH3bI, €C/IN Bbl MOJIb3YeTEeCb UMW W €C/IN 3TO JIETKO cAenaTb. Mpofo/XmTb NpombiBaHue

rnas.

EUH208 / H317 / H318 / P261 / P280 / P302 + P352 / P305 +

EUH208 / H317 / P261 / P280 / P302 + P352

L0oNoNHUTENIbHYI0 UHDopMaLMIo CM. B nacnopTe 6e30nacHOCTU.

HakoHeuHuk SPR

HakoHeuHuk SPR mapkupoBaH kogom «9COG».

JoctaHbTe Heo6xo,c|,|/|M0e KOJINYECTBO HakOHeYyHnKoB SPR 13 nakeTa u TwiaTesibHO CHOBa ero 3aKp017|Te.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CTpvn ¢ peakTuBamu

Crpun cocTouT 13 10 NYHOK, 3anedyaTaHHbIX MapKMPOBAHHOW MOJIOCKON M3 hosibr. Ha 3TMKETKe yKasaH LUTPUX-KOZ,
coaepxawmii HopMaLmMio 0 Kofe aHanv3a, HoMepe NapTuM Habopa ¥ CPOKe roAHOCTU. dosibra Hag NepBoit NYHKOI
nepchopmpoBaHa 15t BHeceHusi o6pasua. MocnefHsist iyHka Kakoro cTpuna ¢ peakTuBaMu sIBAsieTCs KIoBeTol Ans

CUNTbIBAHUS| DNIYOPUMETPUUECKOTO pesy/bTaTa. JIYHKM B LEHTPasIbHOM YacTu cTpuna cofepXar pa3/iniHbie peakTusbl,
HeobXoayMble A1 aHanm3a.

OnwucaHve ctpuna 9COG

CTpvin cofepXuT AnaTaHonaMuH 1 HaTpus asug. CM. 0603HaYeHNst ONacHOCTU «H» 1 Mepbl NPeLOCTOPOXHOCTU «Px»,
nepeynciieHHble Bbiwe.(d)

JNlyHka PeareHTbl
1 JlyHka gnsa o6pasua: BHecute 100 MKN cTaHfapTa, KOHTpONsA uam obpasua.
2 PacTtBopuTenb ansa obpasua: 6ydep + geTepreHT + ctabuim3arop XMBOTHOMO
NPOUCXOXAEHNA + KOHCEPBAHT.
3-4-5 MpombIBOYHbIN Bydhep: 6ycep + AeTepreHT + KOHCEPBAHT.
6 KoHbloraT: MOHOK/IOHa/IbHbIE aHTUTeNa Mol K IgG YenoBeka, MeyeHble LLe04HOoM
ochaTasoii + cTabuansaTop XMBOTHOTO MPONCXOXKAEHNSA + KOHCEPBAHT.
7-8 MpoMbIBOYHBLIN Bychep: Bydep + AeTEpPreHT + KOHCEPBaHT.
9 MycTas nyHka
10 KioBeTa Ans cunTbiBaHus, cogepxalaa cybocrpar: 4-metunymbennudepundgocdar

(0,6 MMONb/N) + KOHCEPBAHT.

HEOBXOAVMbIE PACXOAHbIE MATEPUVANBI N APYTVE MATEPWAJIbI, HE BK/TKOYEHHBLIE B HABOP
« OaHoOpas3oBble NUNETKN U (M) MUKPONUMNETKN HYXKHOro o6bema.
« OpHOpa3oBble NepyaTky 6e3 Tasbka.

* TMoNHbIN CMMCOK PacxofHbIX MaTepranoB 1 APYrX MaTepuanoB ykasaH B PyKOBOACTBE MOSb30BaTeNs aHam3artopa.
e AHanusatopbl mMMmyHonornyeckune cemeiictea VIDAS: VIDAS, mini VIDAS unu VIDAS 3 (ganee no TEKCTY aHanm3aTop, Npuéop).

NMPEAOCTEPEXEHNA N MEPbI MPEOOCTOPOXHOCTU

TonbKO ANA AMarHoCTUKKM in vitro.

TonbKo ANns NpotecCMoHaIbHOI0 NCNOMb30BaHNSA KBaIMPULUMPOBAHHbLIM NEePCOHAaNIOM B K/TMHNYECKOMN

nabopaTtopuun.

[JaHHbIli HAbop He CoAepXUT BellecTBa YeN0BEeYEeCKOro NPONCXOXAEHMS.

» [laHHbIA HA60P COAEPXMUT BeLLecTBa XUBOTHOMO MPOUCXOXAEHUSA. CepTudukaT NPOUCXOXAEHUS UMK caHUTapHOro
COCTOSIHMSA XMBOTHbIX HE rapaHTUPYeT NOMIHOCTbIO OTCYTCTBUSA TPAHCMUCCUBHBIX NATOr€HHbIX areHToB. MoaTomy
pekomeHAyeTca obpawartbCcsa ¢ AaHHbIMU NPOAYKTaMU Kak C MOTeHUMa bHbIM UCTOYHUKOM MHAIEKL MU, TO eCTb C
cobngeHnem cTaHgapTHbIX Mep 6e3onacHOCTM (He npornatbiBaTb U He BAbIXaTb).

¢ He ncnonbayiite HakoHeYHMKN SPR, ecnu nakeT NOBPeXAeH UMM OTKeeHa 0603HaYeHHas NYHKTMPOM Haknelika Ha
HakoHeyHuKe SPR.

* He ncnonb3ayiiTe cTpunbl C BUANMbBIMW NOBPEXAEHMAMUN (NOBpexaeHa onbra uanm nnacTukoBas YacTb).

* 3anpeuiaeTcs UCnosib30BaTb ABHO UCMOPYEHHbIE KOMMOHEHTHI.

* He ncnonb3yiiTe peakTvBbl NOCME OKOHYAaHWA CPOKa rOAHOCTU, YKa3aHHOro Ha aTUKeTKe KOPOGKW.

* He cmeluvBaiiTe peaktusbl (M O4HOPA30Bble pacxofHble MaTepuasbl) U3 pasnyHbIX NapTUii.

* PeareHTbl Ans aHanmsos VIDAS 9COG npegHa3HayeHbl TOJIbKO A/19 UCNOMb30BaHUA C aHam3aTtopaMm MMMYHO0MMYeCKUMMn
cemelictBa VIDAS.

* Vicnonb3yiite nepuyatku 6e3 Tasibka, MOCKO/IbKY NpU NPOBeAEeHNN onpeaeneHHbIX TeCTOB METO40M
MMMYHOEPMEHTHOIO aHasm3a Tasibk MOXET CTaTb NMPUYMHOW MOJTyHEHUS] HEBEPHbIX Pe3ysibTaToB.

» PeakTuBbl Habopa cogepxaT HaTpus asuf, KOTopblli MOXET BCTyNnaTb B peakuuio ¢ Meabio UK CBUHLOM B
BOZIONPOBO/HbIX Tpy6ax 1 06pa3oBbiBaTb B3pbiBYATbIE a3nibl MeTa//10B. Ecnm xungkoctu, cogepxalime asug
HaTpusa, CIMBAIOTCA B KaHa/M3aLmio, Heo6xoANMO NPOMbIBaTh OTBOJ, B KaHaNM3auuio BO nsbexaHne HakonieHus.

¢ O3HaKoOMbTeCb C NpPMBEAEHHbIMY Bbille 0603HAYEHUAMMN ONacHOCTU «U» 1 MepamMun NpefoCTOPOXHOCTU «P».

e [ponnTble XMAKOCTU HEOOBXOAMMO TLLATE/IbHO BbITUPATL NOC/e 06PaboTKN XUAKAM MOKOLWMM CPeACTBOM UK

pacTBOpoM ObITOBOro OT6€E/IMBATENSA C COAEPXKAHUEM HATPUA TMNOX/10pUTa B KOHLEHTpauuu He meHee 0,5 %.

MHdopmauuio 06 o6paboTke B c/lydae NposMBOB Ha aHanu3aTop Win B aHanmsaTope CMOTpUTE B PyKOBOACTBE

nonb3oBartens. He aBToknasupyiite pacTBopbl, coaepxalime oT6ennsartesb.

CnepfyeT perynsipHO NpoBoAnTbL 06CnyXMBaHne n obessapaxuBaHue aHanmsaropa (npoueaypbl npodrnakTmyeckoro

06CNyXMBaHNA 1 06CNYXMBAHMA CO CTOPOHbI NOMb30BaTENSA CM. B PYKOBOACTBE M0/1b30BaTENS).
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YCNoBUA XPAHEHWA
e XpaHuTe Habop npu Temnepatype +2 °C/+8 °C.
¢ He 3amopaxunBaiiTe peakTuBbl.
« XpaHuTe BCe HENCNONb30BaHHble peareHTbl Npu TemnepaTtype oT +2 no +8 °C.

« MMocne BCKpbITUA Habopa NpoBepbTe LEesIoCTHOCTb Y FTepMEeTUYHOCTb NakeToB C HakoHeYHukamn SPR. He
MCNosb3yiTe HakoHeYHKn SPR, ecnn ynakoBka nospexjeHa.

¢ YTO6bI COXpaHUTb CTabUIbHOCTb HAaKOHEYHNKOB SPR, TwaTte/ibHO 3aKpolTe nakeT ¢ HAKOHEeYHUKamMun
1 BNaronornoTutenemM nocse UCcrnosb3oBaHNA U BepHUTE BeCb Habop Ha XpaHeHue npu Temnepatype +2 °C/
+8 °C.

e [py XpaHeHUn B PEKOMEHAOBAHHbIX YCI0BMAX BCE KOMMNOHEHTbI ByAyT COXpaHATb CTabuNbHOCTb A0 UCTEYEHUs
CpokKa rofHOCTU, YKa3aHHOro Ha 3TUKeTKe KOPOOKM.

OBPA3LIbI

T o6pasua n cnocob cbopa
CbIBOpOTKA MM Mia3Ma KPOBY YesloBeKa (UTuiA-renapuH)
MprveyaHue: Pe3ynbTaThl, NOMYy4YEHHbIE C UCMONb30BaHNEM NPOGUPOK ANS B3ATUSE KPOBM OT Pa3/INUHbIX

I'IpOVI3BO,EI.VITe}'IEI7I, MOTyT OT/IN4aTbCA B 3aBUCMMOCTM OT UCMNMOJ/Ib30BaHHbLIX MaTtepunasioB n ,q06aBOK. HekoTopble I'IpO6VIpKVI
MOIyT coiepXXaTb BelleCcTBa, KOTOpblie MOTyT NOB/INATb Ha pe3y/ibTaTbl NCNbITaHWIA.

Turnbl NPO6UPOK, NpoLlealine BannaaLmo
* MN1acTUKoBasi NPo6uUpka ¢ NMMTUR-renapuHoMm;

* nnacTtukoeas npo6|/|pKa C aKTuBaTOpOM CBEPTbIBAHUA;

MpoBepKy 1cnosib3yemblx NPO6UPOK 4719 06pa3LoB onpefesieHHoro Tuna 4o/ikKHa NpoBoAnTb nadopartopus. Mpu
MCMOMb30BaHWK cnegyiite pekoMeHaaumsaM Nnpon3BoanTens.

MoarotoBka 06pas3yoB

[Heicteytowas Bepcus gokymenta WHO/DIL/LAB/99.1 coaepXuT pekomeHgaumn, Kacaruimecs nogroToBku obpasuos. 6

Mpv Ucnoib3oBaHUM NPOGUPOK A5 06pa3LoB CefyiTe peKoMeH4aunsaM U3roTOBUTENs NPOGUPOK.

MpeaHanuTuyecknii aTan, BKIOYaOWMii NoAroToBKy 06pa3L0B KPOBY, SBMAETCS OYEHb BAXHLIM LLUATOM NpU NpoBeAeHun
MEAMLMHCKX aHann30B. B COOTBETCTBUM € TPEGOBAHUAMM Hagnexallei 1abopaTopHOil NPakTUKU, OTBETCTBEHHOCTL 3a
npoBeAeHMe 3TOr0 aTana IeXnT Ha pykoBoauTesne naéopatopun.

HegoctaTouHoe Bpemsi (pOPMUPOBAHUSA CTyCTKa MOXET NMPUBECTU K 06pa3oBaHunio MBpUHA C MUKPOCTYCTKaMU, KOTOpble
He BUAHbI HEBOOPYXEHHbLIM [M1a30M. B npucyTcTBUmM pubprHa, 3pUTPOLIUTOB UMM B3BELLEHHbIX YacTuL, MOTYT 6biTb
MosyyYeHbl OLLIMBOYHbIE Pe3yibTaThl.

O6pasupl, cogepxatine ombpuH / CTpOMY 3pUTPOLMTOB CepyeT LeHTpudyrnposaTb nepes uccnenosaHvem.

Moy paboTe ¢ obpasuamu CbiIBOPOTKM nepes ueHTpudyrmpoBaHmeMm Heob6xoammo yb6eauTbCca B TOM, YTO CryCTOK
chopMrpoBaH MOMTHOCTbIO. B HeKOTopbIx 06pa3uax, 0CO6eHHO OT NauveHTOB, NOyYarLMX aHTUKOAryISHTHYO UK
TPOMGOIUTUYECKYIO Tepanuio, (POPMUPOBAHUE CTYCTKA MOXET OblTb 60/1€e€e A/IUTENbHbIM.

MoaroTtoBka 3aMOpPOXEHHbIX 06pa3LuoB

Mocre pasmopaxuBaHusi 1 0 UccnefoBaHnsa obpasubl Heob6xoaMmMo nepemellatsb. MNepemMeluainTe ¢ NOMOLLbIO
BVXPEBO/ Mellanky Tuna BopTekc. MNpu Heo6xoAMMOCTY nNepes NpoBefeHNEeM aHaM3a MOXHO 0UYNCTUTbL 06pasLbl OT
npuvecein nytem LeHTpudyrnpoanmsa (20 muHyT npyu 2000 g nam 10 muHyT npy 3900 g).

CrabunbHoCTb 06pasua

O6pasLbl MOXXHO XpPaHUTbL B 3aKpbITbiX NEPBUYHBLIX Npo6UpKax npu Temnepatype +18 °C/+25 °C go 6 yacoB unu npu
Temneparype ot +2 °C/+8 °C B TeYeHue ABYX AHel nocne anankBoTupoBaHus. Mpu HeobxoammMocTn 6onee AnMTenbHOro
XpaHeHUs CbIBOPOTKY MM Naa3my KpOBM CrieAyeT 3aMopaxusartb npy temnepartype -19 °C/-31 °C.

Om 06pasupbl MOTYT XpaHUTbCA B TedeHne 12 mecsueB npu Temnepatype -19 °C/-31 °C, c npoBegeHneM He 6onee Tpex
LMK/IOB 3aMOpaxnsaHus/oTTansaHns.

dakTopbl MHTEPepeHLNM, CBA3aHHble ¢ 06pasyom

He pekoMeHayeTca MCnonb3oBaTb 06pasLbl C NpU3HaKkamu remMonnsa, MNEMUN UM NKTePUYHOCTU. ECnm BO3MOXHO,
npoviseBeavTe NOBTOPHOE B3ATME 06pasua.

Qw pasgen «PABOYME XAPAKTEPUNCTUKWM — nccnepgoBaHue BewecTB, CNOCOOHbIX OKa3aTb BJ/IMAHME HA
pesynbTar aHasin3a», B KOTOPOM NMpuBeAeHbl NPOTECTUPOBAHHbIE COeAUHEHMS.

VMHCTPYKUWA MO NPUMEHEHUIO

bioMerieux SA pycckuii - 4
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



VIDAS® SARS-COV-2 IgG (9C0G)

056171 - 02 - 2020-06 -ru

[m nonyyeHns nogpo6HoOM MHhopMaLmmn cM. pykOBOACTBO NOJb30BaTensa npnéopa.

CunTbiBaHMe faHHbIX NpoTokosia aHanusa VIDAS PTC (Protocol Test Change) un gaHHbIX MLE

M nepBOM BbINO/IHEHNW aHasIn3a
CrnomMoLLbi0 BHELLHEro ckaHepa LUTPUX-KOA0B aHanm3atopa oTckaHupyite wtpux-koabl (PTC n MLE) B cnegytoliem

MNopsizKe:

1

OTCKaHuMpyiiTe cOOTBETCTBYOLWME WTPUX-Koabl PTC, KOTOpble MOXHO 3arpy3uTb C calita www.biomerieux.com/
techlib. 310 cunTbIBaHWE NO3BONUT NepefaTb AaHHble npoTokosia aHanm3a VIDAS PTC B nporpaMmHoe obecneyeHve
npubopa 415 ero 06HOBEHMS.

OTckaHupyiiTe gaHHble MLE ¢ aTukeTKn Kopobku.

v OTKPbLITUM HOBOI NapTUX PeakTMBOB
Mepen nepBbIM NPOBeAEHMEM aHanm3a Heo6XxoArMO OTCKaHMpoBaTh AaHHble MLE Ha 3TukeTke KOpOO6KM C MOMOLL b0
BHELLHEro ckaHepa LUTPUX-KOA40B aHanmsaTopa.

MpumMeuyaHvie: BBOA AaHHbIX NapTMM HEO6XOAUMO NPOBOAUTL OAUH pas ANs KaxAol napTum peakTMBOB.

B3aBucvmocTu oT aHanu3atopa, faHHble MLE MOXHO BBECTV BPYYHYIO UM aBTOMAaTU4eckn (CM. pyKOBOACTBO
nonb3oBaresnsi).

KannbpoBka
KannbpoBky ¢ ncrnonb3oBaHMeM cTaHapTa, BXOASLLEro B cocTaB Habopa, He06XxoAMMO NPOBOAUTL AN
Kakioli HOBOI NapTuM peareHTOB Nnocsie BBOAA AaHHbIX MLE, a 3aTeM Kaxfble 28 AHEl.

JaHHasi onepauus KOMMNEHCUPYET BO3MOXHbIE HE3HAUMTE/IbHbIE BapuaL v NOJlyYeHHOTo Npy aHann3e curHana,
BO3HMKaOLLME NPU XpaHeHun Habopa.

CTaHAapT ¢ MapkupoBKoit S1 Heo6X0AMMO TECTMPOBATbL ABAXAbI.

3HaueHVsi chlyopecLeHL MK, NOMyYEeHHbIE NPU KannbpoBKe, AO/KHbI HAXOAWUTLCA B NpeAenax yCTaHOB/IEHHOIO
[AvianasoHa 3Ha4YeHuii OTHOCUTeNbHOI BennumHbl hnyopecueHuun (Relative Fluorescence Value, RFV), ykazaHHOro B
[JaHHbiX MLE. Ecnu nonyyeHHble 3HaYeHUs He COOTBETCTBYHOT YCTAHOB/IEHHOMY Anana3oHy, BbIMOMHUTE Ka/TMGPOBKY
eLe pas.

KoHTposv
Bkaxablli Habop BXOAUT ABa KOHTPOIS.

[Jns Banupaumn Kaxgoi kanmbpoBKM HEOGXOAMMO UCMOMb30BaTh KOHTPO/IM, BXOASALWME B HAG0P. KOHTPOM Heo6X0auMo
NPUMEHSTL cpasy Nocsie BCKPLITUS HOBOrO Habopa, YToGbl YAOCTOBEPUTLCS B HEM3MEHHOCTU PaGounx XapakTepucTuk
peareHToB.

MpumeyaHne: KNneHT HeceT OTBETCTBEHHOCTb 3a UCMOJ/Ib30BaHME KOHTPOJIS He MO Ha3HauyeHuto

AHanunsatop NPoOBEPUT KOHTPOJIbHbIE 3HAYEHUS TOJIbKO B TOM C/lyvae, ec/im KOHTPOo/M nomedeHbl kak Cl unam C2.

Ec/m nonyyeHHble KOHTPOJIbHbIE 3HAYEHNSI OTK/IOHAKTCA OT OXUAAEMbIX pPe3y/ibTaToB, pesysibTaTbl CHMTAKOTCA
HeaencTBUTENbHbIMU.

Mpouenypa

1

w

o N o oA

M3BneknTe Habop, xpaHAawWwmiica npu Temnepatype +2/+8 °C, 1 BO3bMUTE HEO6XOAMMbIEe peareHTbl. 3aHOBO
TwaTeNnbHO 3anevaraTe NakeT C HaKOHeYHUKamu SPR 1 noMecTuTe Ha XpaHeHue npu Temnepatype oT +2 o

+8 °C. PeakTnBbl MOXHO MCMNO/b30BaTh cpasy.

[nsa kaxporo TectupyeMoro obpasua, KOHTPONA Wan cTtaHgapTa UCMNosb3yiTe OAWMH CTPMN Y OAUH HakoHe4YHuK SPR.
MN0THO 3aKpoliTe NMakeT ¢ HaKkoHeYHMKamn SPR nocse usBnevyeHns u3 Hero Tpebyemoro Koaimyectsa HakoHe4YHNKoB SPR.
TecT 0603HauveH B aHanu3aTope kogom 9COG. CtaHaapT C MapkupoBKo S1 HEO6X0AMMO TECTMPOBATb ABaXAbI.
KoHTponu, o603HayeHHble kak C1 1 C2, fO/HKHbI TECTMPOBATLCA O4HOKPATHO.

Mpy Heo6xoaAMMOCTU LeHTpudyrupyiite obpasubl 419 AOCTVXKEHUS NPO3PAYHOCTH.

MepemeluaiiTe cTaHAAPTbI Y KOHTPON C MOMOLLbIO BOPTEKC-MUKCEpa.

[na nonyyeHma onTumanbHbIX pe3ynbTaToB CM. MHhOPMaLUI0 BO BCcex NyHkTax B pasgene OBPA3LbI.

Mepen BHeceHnem 06pa3LOB, CTaHAAPTOB M KOHTpoONeli y6eamTech, YTO B HAX OTCYTCTBYIOT Ny3blpbkn BO34yXa.
[Ona paHHOro Tecta 06beM CTaHAapTa, KOHTPoel u obpasya Ao/DKeH cocTaBnAaTb 100 MK/
NMPEAOCTEPEXEHWE: Ona npubopa VIDAS 3 ctaHAapT U KOHTPO/IN HEOOGXO4MMO BHOCUTb B JIYHKY [A/15
BHeCeHUsA obpasua BPYUYHYHO C MOMOLLLIO MUMNETKN.

YcraHoBUTE HakoOHeYHuKkM SPR u cTpunsl B npubop.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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10. HauHnTEe aHanu3, Kak onMcaHo B PYKOBOACTBE MoJfib3oBaTtesnsd. [locne 3Toro Bce atanbl aHanm3a BbIMOHAKTCA
aBTomaTunyecku.
NMPEAOCTEPEXEHMWE: HauvMHaTb aHanu3 cnegyeT B TedeHne 10 MUHYT nocne BHeceHmsa obpasua B CTpun.

11 Bpems BbINOSIHEHNSA aHanm3a OyAeT cocTaBNATb NPUONN3NTENbHO 27 MUHYT. 3aBepLllnB aHans, U3BekuTe u3
npuéopa HakoHeyHukn SPR v cTpunbl.

12 Mocne oT6opa pacTBOPOB NUMETKONM 3aKpoinTe INakoHbl 1 NOMECTUTE X 06paTHO Ha XpaHeHue npu Tpebyemoi
Temneparype.

13 YTunusnpyiite ncnonb3oBaHHble HaKOHEeYHWKM SPR 1 CTpunbl B €MKOCTb [/191 OTXO40B COOTBETCTBYIOLLErO Kacca.

KOHTPOJ/Ib KAUECTBA

MOXHO NPOBECTU AOMNOMHUTESbHbIA KOHTPO/Ib KaYecTBa B COOTBETCTBUM C MECTHLIMU HOPMATWBHLIMU TPe6GoBaHUAMM
WM Tpe6oBaHNAMM, CBA3aHHLIMY C akkpeauTaumei, a Takke TpeGoBaHusIMU, onpeAeneHHbIMIU BHYTPEHHE npoLieaypoit
KOHTPONA KauecTsa B nadopaTopuu.

PE3Y/IbTATblI U MHTEPIMPETALNA

MMocne OKOHYaHWs! aHanM3a KoMMbITEP NPUGOpa aBTOMATUYECKU aHanu3npyeT pesynbTat. ®yopecueHuus B KioBeTe
L/11 CUNTBIBAHUS 3MEPSIETCS ABAXAbI AN1A KaXA0ro TecTupyemoro o6pasua. MNepBoe cuutbiBaHe B kKloBeTe —
cuMTbIBaHWE (DOHOBOI (hiyopecueHumn cybeTpaTta nepes BHECEHUEM PeaKLMOHHOW XUAKOCTA HakoHeuHnKom SPR.

BTopoe n3mepeHve npom3soamTca nocse uHkybaumm cyberpara ¢ hepMeEHTOM, KOTOPbIA MOXET CBA3bIBATLCH C
HaHeCEeHHbIMW Ha BHYTPEHHIOIO NOBEPXHOCTb HakOHeYHuka SPR 6enkamu.

AHanmsaTop paccuMTbiBaeT OTHOCUTENbHYIO BennunHy daniyopecueHummn (Relative Fluorescence Value) BblunTaHnem
chnyopecueHLuun cybeTpaTa U3 KOHeYHOW BennUuHbl hriyopecleHunn. ITOT pesynbTaT pacneyarbiBaeTcs.

VHTepnpeTaymsa 3HavyeHuii RFV 06pa3yoB nposogutca cuctemoinn VIDAS cnepgyowmm o6pasom:
TectoBoe 3HaveHne = RFV o6pasuya / RFV ctaHgapTa

PesynbTar Tecta 1 ero MHTepnpertaumna Takke pacneyartbiBatoTCA.

VHTepnpetaunsa pesynbLtaros
WHTepnpeTaunsa pesynbTaToB B COOTBETCTBUM C TECTOBbIM 3HaveHneM (i) BbIrAANUT creayowmum o6pasom:

MHpekc WHTepnpeTauus
i<1,00 OTpuuartenbHblii
i>1,00 MoNOXNTENbHbIN

OrPAHNYEHVA METOOA

* HekoTopble CbIBOPOTKM MOTYT COepXaTb aHTUTENa K KOMMNOHEHTaM peareHToB, YTO MOXET MellaTb onpefesieHunto.
MoaToMy pe3ynbTaTbl aHanusa cnefyet UHTEPNPeTMpoBaTh, NPUHMMasa BO BHUMaHWe KIMHUYeCKuii aHaMHe3
nauueHTa, a Takxe pesysbTaTbl N06bIX APYTMX BbINOSIHEHHbLIX TECTOB.
VHTepnpeTaumnio pe3ynbTaToB, NOAYyYEeHHbIX C UCMO/b30BaHNEM 06pasLoB, B3ATbIX Y nauneHToB ¢ SARS-CoV-2,
cnefyeT BbINOHATb C 60/1bLLOA OCTOPOXHOCTbIO.
OTOT aHaNM3 npegHasHayvyeH ToMIbKO AJ/15 KaYeCTBEHHOro onpejesieHns. CamocTosaTes/IbHO TECTOBOE 3HAYeHNe He
MOXeT ObITb MCNOMb30BAHO ANA onpefeneHns konmyectsa aHtuten IgG Kk SARS-CoV-2.
BennunHa n3mepeHHOro pesysibTara Bbille NOPOroBOro 3Ha4YeHUs He ykasblBaeT Ha 0bLLee KO/IMYeCTBO aHTUTen,
NpUCYTCTBYIOLNX B 06pasue.
VIMMYHHBIA OTBET NavumeHTa nocne 3apaxeHmsa SARS-CoV-2 3HaUnTebHO BapbupyeTcs U MOXET AeMOHCTPUPOBaTh
pasHble pe3ynbTaTbl NPY NPOBEAEHUN aHaIN30B, U3rOTOB/IEHHbIX PasHbIMU Npou3BOANTENAMU. Pe3ynbTarhl
aHa/IM30B, W3rOTOBJIEHHbIX PA3HbIMU NPOU3BOAUTENAMN, HE CliefyeT B3anMO3aMeHsATh.

PABOYME XAPAKTEPUCTUKN
M nccneposanun ¢ npumeHeHnem aHanusa VIDAS SARS-COV-2 IgG 6bi/n NosyyeHsbl cregyowme pesysbraTsl:

OdhchekT 3arnba Kpusoii
OchchekT 3arnba KpMBOW OTCYTCTBYET (2-X 3TanHbIli NPOTOKON).

MpeunsnoHHOCTb
VccnepoBaHue nNpeun3noHHOCTU 6bI10 BbINOJTHEHO B COOTBETCTBMM C pekomeHgaunsammn gokymeHta CLSI EP05-A3.

lMaHenb 06pasLoB Yenoseka, NPefCTaBAsaoWNX YPOBHN VHAEKCA B KAUECTBEHHOM Anana3oHe, 6blna uccnegosaHa
CrnoMoLLpo aHanmn3aTopa cemeictea VIDAS C Lenbio BKIIOYEHWS CAeyoLmnX OCHOBHbIX NCTOYHUKOB
BapuabesibHoCTU: CXOAMMOCTb, LMK aHannsa, kannmbposka n feHb.
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Bbl0 NpoTECTUPOBAHO YeTblpe obpasua B TPexKpaTHOW NOBTOPHOCTH, MO ABa M3MEPEHUsi B ieHb B TEUYEHUE LIeCTW AHel
Ha ogHOM aHanm3atope cemeictBa VIDAS (N = 36 3HauYeHUin Ha oguH obpasel). Ansa kaxagoro obpasua 6bina
paccuvMTaHa cxoauMocTb (MPeuusMoHHOCTL pe3ynbTaToB B Npefesax OAHOro LMKIa aHanumsa) 1 obLas npeLmsnoHHOCTb

B Mpefenax 0AHON napTum ¢ MCNO/b30BaHMEM OAHOro npuéopa.

MosyyeHHble pe3ynbTaTbl NPELM3NOHHOCTM A/ KaX4oro obpasua NpMBOASTCA B crefytoleii Tabnvue Ans CrpaBku.

O6pasey, Kon-so CpepgHee
3HaueHue
nHaekca
MHpaekc
cTaHfapTHOro
OTK/IOHEHUS

O6pasey 1 36 0,03 0,00

O6pasel 2 36 0,89 0,04

O6pasey 3 36 1,45 0,08

O6pasey 4 36 8,15 0,50

AHanuTnyeckas cneym@muuHocTb

lMepekpecTHasa peakTUBHOCTb

CxogumocTb

Mpeun3noHHOCTb B Npeaenax
OAHOTO LKA aHanmsa

KoathdpuuneHt
Bapuaunn (%)

H/N
4,00
5,90
6,10

O6was npeun3moHHOCTb
B NpeAenax ofgHol napTum
C 1CNo/b30BaHNeM OAHOr0

npubopa
MHpekc KoadhdpmumeHt
CcTaHfjaptHoro  Bapuauuu (%)
OTK/IOHEHUS

0,01 H/N

0,04 4,50

0,09 6,40

0,56 6,80

fIBNieHe nepeKkpecTHOW peakTUBHOCTU — 3TO UccnefoBaHue 06pasLoB, KOTOPbIe ABASATCA OTpULaTenbHbIMU 415
OLEHMBAEMOro Tecta 1 NoNoXuTenbHbIMU A1 YC/I0BUS, CNOCOGHOro NOB/MATL Ha pesynbTar. Hanuuve ykasaHHbIX
NoTeHUMaIbHO MHTEP(EPEHLNOHHBIX YCNI0BUIA HE AO/HKHO M3MEHATb MHTepnpeTaunto pesynbtatoB aHanusa VIDAS

SARS-COV-2 IgG.

PesynbTathl nccnepgosanns 139 o6pasuoB ogHON NapTum ¢ noMouwbio npuéopa VIDAS npeacTtaBneHbl B cnefdyloLlei

Tabnmue.
Konuyectso
KaTteropus o6pasLos NPOTEeCTUPOBAHHbIX
obpasuos
BepemMeHHbIe XeHLWHbI 5

AHTUHYK/leapHble aHTuTena
PeBmaTongHbii dhaktop
UenioBeyeckne aHTUMbILUUHbIE aHTUTENa
Haemophilus influenza B
Borrelia burgdorferi
Plasmodium falciparum
Toxoplasma gondii
Treponema pallidum
Trypanosoma cruzi
Bupyc renatuta A
Bupyc renatuta B
Bupyc renatuta C
Bupyc renatuta E
Bupyc npoctoro repneca
Bupyc nmMmmyHogeduunta yenoseka
Lintomeranosupyc
Bupyc kopu
Bupyc anugemunyeckoro napotura
Bupyc kpacHyxu
Bupyc leHre

W W o WwWwwu o o oo wWwo wo wo oo g g

Bupyc nuxopagkn 3anagHoro Huna
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Konunyectso
NONOXUTENbHbIX
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KNMNHWYECKWVE PABOUNE XAPAKTEPUCTWKU
CneumunyHoCcTb

Bo6lieit cnoxHocTn 989 06pasLoB, 0TO6PaHHbIX Y fINL, C OTPULATE NIbHLIM PE3YNbTATOM 10 CeHTAGPSA 2019 roaa, Gbinu

nccnefoBaHbl O4HOKPATHO € ucnosibzoaHnem aHanmia VIDAS SARS-COV-2 IgG u npubopa VIDAS . Bbin 06HapyxeH
OfVH NOXHOMOJTOXMTENbHbIA 06paseL.

WToroBas obLas cneyndmyHOCTb BO BHYTPEHHEM unccrefoBaHun coctasmna 99,9 % [99,4-100,0].

YHyBCTBUTE/ILHOCTb

YyBCTBUTENBHOCTL onpeaensanu nytem nccneposaHns 190 obpasuoB, oTo6paHHbIX y 120 nayneHToB. Hannuune
SARS-CoV-2 nogteepxaeHo metogom MUP. 190 06pa3LoB 6biv NPOTECTUPOBaHbI O4HOKPATHO C UCMONb30BaHUEM
aHasm3a VIDAS SARS -COV-2 IgG u npubopa VIDAS.

B cnepytoweli Tabnvue onvcaHa KInMHUYeckas 4yBCTBMTENbHOCTb NO BpeMeHn oT6opa obpasuos nocne
nonoxutensHoro pesynbTara MupP.

MpumeyaHne: B faHHOM [0KYMeHTe YyBCTBUTENLHOCTb U COMNMacoBaHHOCTb MOJIOXUTENbHbIX Pe3y/bTaTtoB —
B3auMo3aMeHsieMble TEPMUHbI, NOCKONbLKY AnarHoctuka COVID-19 ocHoBaHa Lenukom Ha pesynbTaTtax MUP.

KonnyecTtBo gHeit Konunuectso o6pasuos Konuuyectso CornacoBaHHOCTb 95 % poBepuTesbHbIN
nocne NONOXNTENbHbLIX NOSIOXUTENbHbIX NHTepBan
NMOJIOXMUTESTIbHOTO pesynbTtatos VIDAS pe3ynbLTaros
pe3yneTtara MNMUP
< 7 pHeW 117 53 45,3 % [36,6-54,3]
8-15 pHelii 44 39 88,6 % [76,0-95,0]
£ 16 gHei 29 28 96,6 % [82,2-99,91MN

MonoxutensHas nporHocTuyeckasi yeHHocTb (ML) n oTpuuyatenbHasa nporHoctuyeckasl ueHHocTb (OrL)
[MonoxutesibHas NPOrHOCTUYECKas LEeHHOCTb 1 oTpuLaTesibHas NPorHocTMyeckas LEeHHOCTb HanpsaMyl cBs3aHa
C pacnpocTpaHeHHOCTbI0 3aboneBaHna cpean HaceneHus. PacueTt caenaH ¢ npegnonoxexnvem 5 %
pacnpocTpaHeHHOCTH.

ML, » OMML, 66111 paccunTaHbl C UCNOMIb30BaHNMEM pPe3y/ibTaToB, NOJSTYYEHHbIX Yepe3 7 AHel nocne nosiBfeHus
CMMIMTOMOB.

bioMerieux SA pycckuii - 8
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VIDAS® SARS-COV-2 IgG (9C0G)

KonuuectBo gHel nocne
nodaBneHnda CMMNTOMOB I_II-IU' O|_|L|,
97,8 % 99,3 %
>7
[86,4-99,7] [98,8-99,6]
98,0 % 99,7 %
> 14
[87,4-99,7] [99,1-99,9]

PacnpegeneHne nHgekca IlgG nocne nossBneHUs cCMMNTOMOB

056171 - 02 - 2020-06 -ru

Ha cnepylowem prcyHke nokasaHo pacnpegeneHve pesynstatoB VIDAS SARS-COV-2 IgG (MHAekc) ana 67 nayneHTos

B3aBUCUMOCTHN OT KO/1M4ecTBa ,qu|7| nocne nosAsaeHNa CMMNTOMOB.

20

10

X = KonuuecTtBo AHel nocne nosiB/ieHNSs CUMNTOMOB
y= Pesynbtatel VIDAS SARS -COV-2 IgG
i= MoporoBoe 3HayeHne nHgekca

Konnuectso gHeli nocne
NOSIB/IEHUSI CUMMTOMOB

KonuuecTtso o6pasuos 11 29

0-6 7-13 14-20

23

Konuyectso
NOJSIOKUTENbHbIX 2 21
pe3ynbTartoBs VIDAS

21

>21

31

30

KOM6I/IHI/IpOBaHHbIe pa6oq|/|e XapaKTepucTtnkn 4yBCTBUTE/IbHOCTU U CHeLJ,MCbVILIHOCTVI, noJsly4eHHble C NnOMOLWbIO

aHanmsoB VIDAS SARS-COV-2 IgG u VIDAS SARS-COV-2 IgM

B cnepytouieli Tabnvue onmcaHbl KOMGUHUPOBaHHbIE paboyne xapakTeEPUCTUKN KTMHUYECKON YyBCTBUTENBHOCTH,
nosiy4yeHHble ¢ nomoLbio aHann3os VIDAS SARS-COV-2 IgG n Habopa peareHtoB «VIDAS SARS-COV-2 IgM (9COM)» ansa
KayeCTBEHHOro onpejeneHns MMMyHorn1o06yMHos knacca M (IgM) k wtammy SARS-CoV-2 KopoHaBupyca B CbIBOPOTKE WU/N
nnasmMe KpoBu YenoBeka METOA0M MMMYHO(WEPMEHTHOro (p/lyopecLEeHTHOIO aHann3a Ha aHanmnsaropax UMMYHOI0TUYECKNX
cemeiictea VIDAS (ganee no tekcty VIDAS SARS-COV-2 IgM) (Homep no katanory 423833) no BpemeHn oT60pa 06pasLoB

nocse nosiyyeHuns nonoxutesibHoro pesynbtata lMLP.

bioMerieux SA pycckuii - 9
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VIDAS® SARS-COV-2 IgG (9C0G) 056171 - 02 - 2020-06 - ru

Konnyectso aHeit Konunuectso ob6pasuos KonunuecTtso CornacoBaHHOCTb 95 % foBepuTesbHbIi
nocne NOMIOXUTEBHbIX MONOXNUTESbHbIX nHTepBasn
NOSIOXUTENIBHOTO pe3ynbLTaTtos pe3ynbLTaTtos
pesynbtara MNUP VIDAS IgM w/nnn
IgG

7 oHei 86 51 59,3 % [48,7-69,1]

8-15 pgHeii 28 27 96,4 % [81,7-99,9]

> 16 gHeit 24 24 100,0 % [85,8-100,0]

B obuein cnoxHoctn 308 06pa3uos, 0TOOPaHHbIX Y NIl C OTpuLaTeNbHbIM pesy/ibTaTtoM 40 ceHTabpa 2019 roga, 6bim
nccnenoBaHbl ¢ Ucnosib3oBaHmeM aHanm3oB VIDAS SARS-COV-2 IgG u VIDAS SARS-COV-2 IgM (Homep no
kaTanory 423833). Bbin 06HapyXeHbl ABa JIOXKHONONOXUTENbHbLIX 06pasLa.

MonyyeHHas kOMB6UHMPOBaHHasA cneynunyHocTb coctasuna 99,4 % [97,7-99,9].

MpofosibHble KOMGMHMPOBAHHbLIE NCCEeL0BaHNS

B cnepytowein Tabnuue nokasaHa cepokoHBepcus SARS-CoV-2 IgG n SARS-CoV-2 IgM Ha ocHoBe pe3y/ibTaToB
ncneiTaHnii VIDAS 06pasLoB Tpex nauneHToB.

KonuuecTtBo aHel

nocne WHTepnpeTtauus WHTepnpeTauns

NONOXUTENbHbIX WHaeke IgM IgM Wnaeke 1gG 1gG

pe3ynbTaros lNLP

0 0,06 OTpuuartenbHbIi 0,02 OTpuuaTenbHbIi
7 1,20 MonoxunTenbHbIl 0,44 OTpuuaTtenbHsblii
MauneHT 1 . .
14 2,81 MonoxnTenbHbln 4,49 MonoXnTenbHbIN
20 2,37 MonoXnTenbHbIn 5,75 MoNOXUTENBHbIN
0 0,01 OTpuyarenbHblii 0,01 OTpuuaTenbHblit
7 0,63 OTpuuaTenbHbii 0,06 OTpuuaTenbHbIi
MauneHT 2 . .
14 4,30 MonoXxutenbHblii 3,70 MonoxnTenbHbIN
20 3,31 MonoXnTenbHbIiA 8,74 MonoXxutenbHbii
0 0,05 OTpuuaTenbHbIi <0,00 OTpuuartenbHbli
5 2,13 MoNoXNTENbHbIN 0,17 OTpuyartenbHblit
MauneHTt 3 . .
14 16,74 [MonoXuTenbHbIN 33,00 MonoXunTenbHbli
26 16,73 MoNoOXNTENbHbIN 34,33 MonoXnTtenbHbl

YTUIN3ALNA OTXO40B

YTUNU3NPYiATE UCNONb30BAHHbLIE U HEUCMO/Ib30BAHHbIE PEareHTbl, a Takke KOHTaMUHUPOBAHHbLIE PacXofHble MaTepuassi
B COOTBETCTBUM C TPEGOBAHUSAMU, NPELBLABASAEMbIMU 415 YTUAU3ALUN UHEKLMOHHBIX MaTepuaos.

Kaxgan na6opatopus o6s3aHa o6pallaTbCs ¢ NOyYEHHLIMU OTXOAAMM U CTOKAMW B COOTBETCTBUU C UX TUMOM W
CTENeHbl0 OMacHOCTW, a Takke 06pabaTbiBaTb M YTUIN3UPOBATL UX B COOTBETCTBUU C YCTAHOB/IEHHLIMU MpaBuiamu v
HopMamm.
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VIDAS® SARS-COV-2 IgG (9C0G) 056171 - 02 - 2020-06 - ru

TABJIMUA CMMBOJ1I0OB 1 OBO3HAYEHNN

CvmBon O603HayeHne
REF Homep no katasnory
| | | MepguumHckoe nsgenve ans AUarHoCcTuKK in vitro
M3rotosutens
ml
X TemnepaTypHblli Auana3oH
VMicnonb3oBsatb A0
2
lloi Kog naptuu
ObpaTtutecb K MHCTPYKUUM NO NPUMEHEHUIO
OS]
V CofepXMMoro focTartovyHo AN NPOBefEeHNsA N-Ko/MyecTBa TECTOB

[ata nsrotossieHns

OrPAHMYEHHAA TAPAHTUA
KomnaHwus bioMerieux rapaHTupyeT, 4TO paboyvie xapakTepucTukn AaHHOTO U34enNns COOTBETCTBYIOT yKa3aHHOMY
npeaycMOTPEHHOMY Ha3HaYeHWI0 B TeYeHNe BCEro Cpoka aKcnayatauun npu ycroBumM, YTO CTPOro cob/iofeHbl Bce

npoweaypbl N0 UCNOJIb30BAHMIO, XPaHEeHUI0 1 06paboTke 1 Mepbl 6e30NacHOCTH, Kak Nogpo6HO N3M0XEHO B MHCTPYKLMAX
no akcnayartauuu.

3a UCK/IoYEHNEM BblllieyKasaHHbIX c/lyyaes, KomMnaHus bioMerieux He faeT HUKaKUX rapaHTuii, B TOM 4uc/e
nofipasyMeBaeMblX rapaHTUil TOBAPHOIO Ka4yecTBa W rapaHTWii COOTBETCTBUSA Npe/anonaraemMomy UCnosb30BaHuio, U He
[laeT HUKaknmx 0653aTefIbCTB, B TOM UUC/Ie SIBHO BblpaXEHHbIX, N0Apa3yMeBaeMbIX UMM KOCBEHHbIX, B OTHOLIEHU
MCMO/Mb30BaHUA Kakoro-nnM6o peareHta, nporpaMMHoro o6ecnedeHunsi, npuéopa 1 pacxodHbix MaTepuasnos (ganee —
«CucTemMa»), OT/IMYHOTO OT YKA3aHHOIO B UHCTPYKLMSAX MO aKCnyaTauuu.

NCTOPVA NEPECMOTPOB
KaTeropuu TMNoB U3mMeHeHwui

H/N He npumeHumo (nepBoe usgaHue)

KoppekTypa VicnpasneHue ownboK B OKYMEHTaLUu

TexHuuyeckme [o6asneHue, nepecMoTp W/unu yaaneHvne kacawLelica npoaykTa nHdopmaunm
N3MEHeHMS

AOMUHUCTPaTUBHbIE BBefeHne n3MeHeHnn HETEXHNYECKOTO XapakTepa, 3acnyXunsalwLwmx BHIMaHNSA
N3MeHeHns nonb3oBarens

MpumeyaHne. HesnauuTenbHble Tunorpadgckme, rpaMMaTUYECKUE USMEHEHUS U UBMEHEHUSA B
popMaTUPOBAHUN B NICTOPKIO MEPECMOTPOB HE BK/IOYEHbI.

[Jata Homep Bepcumn Tun n3mMeHeHni O630p U3MEHEHNIA
BblNyckKa
2020-05 056171-01 H/M MNepBoe nsgaHve
2020-06 056171-02 TexHunyeckne nsmeHeHus VHCTpYKLMa No npumeHeHuto / Paboune
XapakTepucTukn
AOMUHUCTPATUBHbIE Kpatkoe onucaHue / MpogonbHble KOMOUHMPOBaHHbIE
N3MeHeHus nccneoBaHus
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VIDAS® SARS-COV-2 IgG (9C0G) 056171 - 02 - 2020-06 - ru

[na nonyyYeHns TeXHUYECKON KOHCy/NbTauum v NoAAepXku npocb6a o6palatbesi K yNnoqHOMOYEHHOMY NPeLCTaBUTENIO
Npou3BOANUTENSA Ha TeppuTopumn Poccuiickoih degepaunu:

000 «b6uoMepbe Pyc»
Appec: Poccus, 115230, MockBa, 1-biii HaratuHckuii npoesg, 4. 10, ctp. 1
Ten./cbakc: +7 (495) 221 10 79
TenedhoH ropsayeii nuHun: 8 (800) 250 10 79
e-mail: info.russia@biomerieux.com
Beb-caiiT: www.biomerieux-russia.com

B cnyyae BbisIBIEHUS1 NOGOYHBIX AEiCTBUiA, He yKa3aHHbIX B MHCTPYKLMMW MO NPUMEHEHUIO UM PYKOBOACTBE MO
aKcnyaTauuy MeauLMHCKOro U3Lenns, HexenaTesbHblX peakuuii npu ero NpUMeHeHUn, oco6eHHOCTE
B3aMMOAENCTBUS MeANLMHCKUX U3AeNniAi Mexay coboii, (hakToB U 06CTOSTENbCTB, CO34AI0LLIMNX YIPO3Y XU3HU U
3[10POBLI0 rpaXaaH U MeSULMHCKAX PAGOTHMKOB NPy NPUMEHEHUN W 3KCNTyaTauum MegULUHCKUX U3LENiA,
Heo6X0AMMO HanpaBUTL COOGLLEHNE, CoAepXallee YkadaHHble cBeAeHus, B defepasibHyto C/yx6y no Hag3opy B
cthepe 34paBOOXPAHEHNS] B COOTBETCTBUMN C AE/CTBYIOLMM 3aKOHOAATE/IbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, SPR un VIDAS £BNAOTCA UCNO/Ib3YyEMbIMU, 3aperncTpupoBaHHbIiMK n/nnm
Haxo4AaLWMMUCS B NpoLecce perncrpaunm ToBapHbIMU 3HaKamu, NpuHagaexalymm komnaHum bioMerieux, ogHol v3

[OYEPHUX UK BXOASLLUX B ee rpynny KOMMaHuii.
CLSI siBnsieTcst ToBapHbIM 3HakoM, npuHagnexawwum Clinical Laboratory and Standards Institute, Inc.

[Jpyrve Ha3BaHus 1 TOBapHble 3HAKWU MPUHAAIeXaT NX 3aKOHHLIM BnagesbLam.

673 620 399 RCS LYON

u o Tel. 33 (0)4 78 87 20 00 J)
mmbioMénenx SA Fax 33 (0)4 78 87 20 90 1
376 Chemin de I'Orme www.biomerieux.com !

69280 Marcy-I'Etoile - France
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JononHutenbHasa nHdopMaumsa ANna nonb3oBartesieil Ha Tepputopun Poccuiickoii ®egepaumm

«Habop peareHTOoB «VIDAS SARS-COV-2 IgG (9COG)» AN Ka4eCTBEHHOro onpegeneHnsa uMMyHor106ynMHoB knacca G (igQ) K
wTammy SARS-CoV-2 KopoHaBvpyca B CbIBOPOTKE WK Nja3mMme KpOBU YesioBeka MeTo40M UMMYHOePMEH T HOIro
onlyopecLUeHTHOro aHaM3a Ha aHanusaTopax MMMyHonorunyeckmx cemeiictTsea VIDAS», noT 1008363220

HasHaueHue:

Hab6op VIDAS SARS-COV-2 IgG (9C0G) npeaHasHayeH A/1a Ka4eCTBEHHOro aBTOMaTU3MpPOBaHHOIO onpeaenexHms
uMmmyHorno6ynuHa G (IgG),cneuudmyHoro gna SARS-CoV-2, B CbIBOPOTKE WU Na3Me KPOBU YesnoBeka (IMTUiA-renapuiH)
MeToAoM MMMYHOMhepMeHTHOro chnyopecueHTHoro aHanmsa (Enzyme Linked Fluorescent Assay, ELFA) ¢ nomouibto
aHann3aTopoB MMMYyHosormyeckux cemeictea VIDAS.

JTOT aHa/IM3 npegHasHavyeH a5 NpUMeEHeHUs B kKaYecTBe CpefcTBa 415 onpefesieHns npejlecTsoBaBLUEero KOHTakTa ¢
BO30yAuTEeNIeM N MHAULMPOBAHUSA, a Takxe Ha/muns cneungunyeckoro MMMyHHOro otTeeTa aHTuTen knacca 1gG k
SARS-CoV-2.

MpefHa3HayeH B kauecTBe BCMOMOraTe/ibHOrO CpeAcTBa B ANArHOCTUKE TeKyLLeid H(eKLUM, a Takke 418 ANarHOCTUKA U OLEeHKU
nepeHeceHHoOW NHAEKLUN.

[Noka3aHuns K NMPYMEHEHMIO:

-ANS yCTaHOB/IEHWs (haKTa NepeHeceHHol paHee MHEeKLMM Npyu 06CeoBaHUM TPYNN pyUcka v NPOBEAEHUM MACCOBOTO
06cne0BaHNs HaceneHns A1 OLEHKN YPOBHSI NONYNAALMOHHOIO UMMYHUTETA,;
-0N5 0T60pa NOTEHLMAbHLIX JOHOPOB UMMYHOKOMMNETEHTHO NAasmbl.

MNpoTnBOMOKa3aHWA:

He npumeHumo.

O6nacTb 1 yCrioBUsi NPUMEHEHUS MEeMULMHCKOTrO U3AEeNns:

KnuHnyeckas nabopaTtopHasi auarHocTuka.
[na gnarHocTukm in vitro.
[JaHHbIn Habop peareHTOB NpeAHasHa4YeH AN NpodeccroHanbLHOIO UCMONb30BaHMA TOMTLKO B nabopaTtopumn.

WNHdopMaLusi 0 NoTeHUUasIbHbIX NOSIb30BaTeNIAX

Hab6op peareHTtoB VIDAS SARS-COV-2 IgG (9COG) npeacTtaBnseT coboit MeguuMHCKOoe u3genve gns AWarHoCTuKM in vitro,
KOTOpoe MnpefHasHaYeHO TOMbKO AN NPOEeCCUOHANBHOTO  WMCMOJ/Ib30BAHUSI  MeAULMHCKUMKU  NabopaTopHbIMU - TEXHUKAMU
(cbenbawepamu, nabopaHTaMm) WM BpayaMu KIMHUYECKO NabopaTopHOL ANArHOCTUKMN.

Ycnosus TPaHCMOPTUPOBKN

TpaHcnopTupoBka Habopa peareHToB VIDAS SARS-COV-2 IgG (9COG) MOXET OCyLLEeCTBAATLCS ObIMU BUAaMK TpaHcnopTa ¢
cobtoaeHeM YCNOBUIA XpaHEeHNUs™ .

MaTepmanbl N ynakoBka obecneynBaldT BO3MOXHOCTb WCMOJ/Ib30BAHUS peareHToB nocne TPaHCNOPTUPOBKN N XpaHEeHUA B
COOTBETCTBUM C PEKOMEHAALMUAMU, NPEeACTaBNEHHbIMI B MHCTPYKLUM NO NPUMEHEHNHO.
‘Ycnosusa xpaHeHus Habopa peareHToB VIDAS SARS-COV-2 IgG (9COG): Temnepatypa 2 - 8 °C.

CpOK roAHOCTV MeAMLMHCKOIo U3aenuna Ans AUarHoCTUKK in vitro

CpoK rofiHOCTM cocTaBnsieT 365 AHei ana Kaxaoi napTun (Cepun) peareHTos.

CpoKM TOIHOCTU OTAENbHbLIX MapTWiA  (POPMUPYIOTCA NPy NPOM3BOACTBE M YKa3biBAOTCS HA YNakoBKax peareHToB M B
COMPOBOANTE/LHOM [OKYMEHTaLMN.

XpaHutb npu Temnepatype 2-8 °C.

CpoK Fo4HOCTU Noc/ie BCKPbITUSE
BTeUeHUN yCTaHOB/IEHHOTO CPOKa FOAHOCTU MEAMLMHCKOTO U3AeNNa Npy COBMIOAEHNN YCNOBUIA XPaHEHMSI.

MeTog, KOHEYHOW cTepuIM3auun
He npymMeHUMO. [JaHHOE MeAMLIMHCKOe U3fenine He SIBNSeTCS CTePUbHbIM.
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peboBaHNA K TEXOOCAY)XMBAHNIO, MOHTaXY U PEMOHTY MeAMLUVHCKOro usgenus onasa oMarHoCTUKK in vitro

ie NPUMEHUMO K AaHHOMY MeAWULMHCKOMY U3AENNIO.

rpe6oBaHKsa K OXpaHe OKpyxatoulei cpebl

MeguuyHCKoe u3genve npu UCMosb30BaHWKU, TPAHCMOPTUPOBKE W XPaHEHWM HE OKa3blBAeT HEraTUBHOTO BO3LENCTBUA Ha YesloBeka
VIOKpYXXaloLLlyto cpefly npu co6/0AeHNN YCNOBUIA NPUMEHEHUSI U Mep NPEA0CTOPOXHOCTY, YKa3aHHbIX B UHCTPYKLWN.

DdhchekT 3arnba KpuBoi

[ns paHHOro MeauUUHCKOro M3genvs He MOXeT Habntaartbea adpekT 3arnba KpuBOi Mo NpUUMHe An3aiHa uccnegoBaHms (2-yx

CTyneHyYaTbli NPOTOKO/).

AthcpekT 3arnba KprBoii 06yCNaBNMBAET CHWKEHNE CUTHAIA NPU OYEHb BbICOKUX KOHLEHTpaLWsX ONpesensieMoro aHasiuTa, Yto
NPUBOAUT K HEKOPPEKTHOM OLleHKe pesynbTaTa.

ApchekT 3arnba KprBOiA Bbi3BaH Ype3MEPHbIM MOBbILLIEHWEM KOHLEHTPALMK ONPELENSIEMOr0 aHa/INTa, YTO NPUBOAUT K
0[IHOBPEMEHHOMY CBS3bIBAHWIO KaK CBA3bIBAOLLMX, TAK U ONpeensieMbIX aHTUTes, YTo, B CBOK ovepejpb, NpensitcTeyeT

06pa3oBaHni0 HEOGXOANMMbIX 4715 NPOBEAEHUS] UCCNEL0BaHNS «CIHABUY»-KOMIM/IEKCOB. JTO KACAETCsl B OCHOBHOM TOJIbKO TeX
TECTOB, AW3aiiH KOTOPbIX NpegarnonaraeT 04HOCTYNEHYATbI NPOTOKO/ (NOTOMY YTO A06GAB/IEHVE aHANINTA N KOHBIOTMPOBAaHHbIX

aHTUTEN NPOUCXOANT OAHOMOMEHTHO).

B cnyyae 2-yx cTyneH4aToro npotokona, ,U,OﬁaBI'IeHVIe KOHBHOIMPOBaHHbLIX aHTUTE/T MPOUCXOAUT HA BTOPOM 3Tane, oTAe/ibHO OT
AOﬁaBl’leHl/lFl aHanMta. OTMbIBKa NPOUCXOAUT [0 AOﬁaBﬂeHI/IFl KOHbIOrara, 4YTtobbl y6paTb N36bITOK HECBA3ABLUEroCs aHa/mTa.

MoaTomy 3hPeKT BbICOKOI 03bl HE MOXET Ha6/0AATLCSA MO NPUUMHE AU3aiiHa UCCNeaoBaHuS.

OueHka BapuabenibHOCTM TECTOB

B ogHoin naptum Habopa peareHToB VIDAS SARS-COV-2 IgG (9COG) B cooTtBeTcTBUM C pykoBogcTtBom CLSI EPO05-A3 6binn
onpeeneHbl paboure XapakTepucTUKU NPELU3NOHHOCTM, T.e. CXOAUMOCTb 1 06Las NpeLm3MoHHOCTL (B Npefenax ofHOW napTuu ¢

Mcnonb3oBaHMeM O4HOro npubopa).

Ona kaxaoro o6pasua OUeHVBaIM CreaylolMe KOMMOHEHTbl BapuabenbHOCTM (aucnepcumn), BblpakeHHble B Buae SD- uHAaekca
CTaHAAPTHOTO OTK/IOHeHMs U1 CV KoadhpmumeHTa Bapuaummn,%, € UCMo/ib30BaHWEM aHa/IU3a KOMMOHEeHTa AMCNepcuu CornacHo

nnaaHy aKcrnepuMMeHTa c rpynnupoBKoii:
. CxoAanMocCTb (BHYTPY LMKIa) € N = 3 NOBTOPHOCTAMU B LK/E
. PasHble cepun ¢ n=2 cepun B ieHb

PasHble gHM ¢ N = 2 gHA Ha KanMbpoBKY

. PasHble Kann6poBKM C N = 3 KaSIMGPOBKU Ha NapTUio
1 NoJlydYasin nokasatenin NpeLm3noHHOCTU:
. CX0AUMOCTb, OLieHMBaeMasi No KOMMOHEHTY A/l OfHOW Cepun U3MepeHui,

. O6uias NpeunsnMoHHOCTbL B Mpedenax OfHOW napTuu € WUCMOSb30BaHMEM OAHOrO npuGopa, paccuuTaHHas Kak
CYMMaKOMMNOHEHTOB BapuabesibHOCTU (gucnepcumn) A8 O4HON Cepun M3MEPEHWUIA, pasHbIX CepUii M3MEPEHUI, pasHbIX

OHEeRn 1 kannbpoBOK.

CorfnacHo faHHbIM, MOyYeHHbIM Ha TeppuTopumn Poccuiickoin deaepaunm:

[varHocTuyeckasi YyBCTBUTE/NbHOCTb (MOMOXUTE/bHAsA NPOLLEHTHAas COrnacoBaHHOCTb) (CbIBOPOTKA):

Bbl10 nonyyeHo 25 NOMOXUTENbHbIX Pe3y/bTaToB, U3 HUX 25 6blAN NooXUTENbHBIMU U HA MU cpaBHeHus. CornacHo dhopmyrie

ona ncneityemoro MU
YyBCTBUTENBLHOCTb % = (NOSIOXUTE/IbHbIE pe3yfibTaTbl UCNbITyeMbIX MW / nonoxuTesnbHble pesynbtarel MU cpaBHeHus) x 100,

UyBCTBMTENBHOCTbL cocTaBuna 100% (25/25; AN 95% 86,28 - 100%)
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AnardHocTunyeckas cneyupuUHoCcThb (0TpULATENbHAA NPOLEHTHAas COr/lacoBaHHOCTb) (CbIBOPOTKA):

Bbi/10 nonyyeHo 56 oTpuuaTesibHbIX pe3ynbTaTtoB, U3 HUX 56 Obiin oTpuuatesibHbiMM 1 Ha MU cpaBHeHns. CornacHo dhopmyne ans
ucnbityemoro MU:

CneuundmuHocTb % = (oTpuuartenbHble pe3ynbTaTbl UCMbITyeMbiXx MW / oTpuuatesnbHble pesynbTatbl MW cpaBHeHust) x 100,
CneundmyHocTb coctaBuna 100% (56/56; AN 95% 93,62- 100%).

Banngauuns Twuna npo6bl: Mnasma nMTuii-renapuH (OLeHKa 3KBMBa/IEH THOCT 1)

Bbifio nonyyeHo 5 oTpuuaTenbHbIX Pe3ynbTaTtoB M 5 MONOXUTENbHbIX pe3ynbTaToB, M paccuuTaHa YyBCTBUTEIbHOCTb U
cneymMduyHOCTb Mo oopMynam:

1 YysBcTBUTENLHOCTbL (NN1asma)

UyBCTBUTENMLHOCTE % = (MonoxuTesnbHble pe3ynbTaTbl Nnasma / MonoxutensHble pe3ynbTaTbl cbiBOpoTKa) X 100% = (5/5;
AN 95% 47,82 - 100%); 100%
2. CneuymdmyHocTb (Mnasma).

CneunduyHocTb % = (oTpuuaTeNbHble pe3ynbTaThl NnasMa / oTpuuatesibHble pesynbTaTthl cbiBopoTka) X 100% = (5/5; AMN
95% 47,82-100%); 100%
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