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MpuGopHoe onpeaeneHue HykneokancuaHoro aHtureHa SARS-CoV-2
MMMYHOXpomaTorpachuuecKum MeToaom

CornacHo nocrnegHvMm BpemeHHbIM MeToAMuecKuM pekoMeHaauuam «[1podomnaktuka, AMarHoCTUKa U
fieueHne HOBOM KOPOHABMPYCHOM MHdeKumn (COVID-19)»"| ummyHoxpomatorpadma ABNAETCA OAHMM M3
METOA0B NPAMOWN 3TUONOrMUECKOM ANarHOCTUKM 3a60neBaHmA, B TOM UMCHE B CUTyaLMAX, KOraa npoBeaeHue
MOEKYNAPHO-TeHEeTUUECKOro UCCefoBaHWUA HEBO3MOXKHO (Hanpumep, B yAanéHHbIX U MarioHacenéHHbIX
panoHax).

KauecTBeHHOe akcnpecc-onpeaeneHue aHtureHa SARS-CoV-2 (RAMP COVID-19 Antigen Test) B
Ha3anbHOM Ma3Ke M KOJIMUECTBEHHbIW aHanu3 COMyTCTBYIOLMUX MPOrHOCTUUECKMUX OuMomapkepoB
B LLeNIbHOM KpoBM Ha aHanusatope RAMP 200 System 3a 15 MUHyT:
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Kat.Ne C1120-25, P3H 2022/16840 ot 06.04.2022

BbiasneHnue cneuuncpuueckmnx aHtuten Kk SARS-CoV-2

[nA OLEeHKN UMMYHHOrO OTBETa (HaNMumMA UMMYHUTETA K HOBOMY KOPOHaBUPYCY, NOATBEP>KAEHUA TEKYLLEN
WM NepeHeceHHOM UHbeKLMK) onpeaenatoT aHTutena knaccos IgA, IgM, 1IgG kK SARS-CoV-2 B KpoBM.
BeiasneHve nmmyHornobynuHoB Kk SARS-CoV-2, B TOM uucne K peuenTtop-cBasbiBatoLlemy gomeHy (RBD)
NMOBEPXHOCTHOrO MUKOMPOTEMHA S, METOAOM MMMYHOMDEPMEHTHOrO aHanM3a PEKOMEHAYETCA Kak AfA
[AOMONHAUTENBLHOM AMArHOCTUKKM OCTPOM MHCDEKLMK, TaK U ANA YCTAaHOBMEHWA hakTa NnepeHecEéHHOU paHee
KOPOHaBUPYCHOM MHAeKLMKU. BbiABNEHWe OTAeNbHbIX KNacCoB aHTUTEN MO3BOMAET OonpeaenaTb pasfnu-
Hble drasbl MHPEKLMOHHOrO npoLiecca:

* CepoHeraTtnsHana asa: IgA, IgG He oBHapy>XeHbl

* AkTMBHaA gasa: IgA — NONOXXUTENbHbIX pe3ynbTar,
WK 3HaUNTENbLHO NoBbIWeH TUTP IgG B NapHbIX CbIBOPOTKAx

» ®aza pekoHBariecLeHUMK: CHXKeHUe TnTpa IgA, coxpanatowmmnca TuTp IgG

* [lepeHecéHHanA nHdekuma: IgG — NONOXXMUTENBHBLIN pe3ynbTar,
OTCYTCTBYET POCT B NMapHbIX CbIBOPOTKAxX

meeMeHHble meToamueckue pekomeHaaumm M3 PO «[podmnakTuka, AMarHocTnka u neyeHne HoBov KOpoHaBupycHow nHdekumm (COVID-19)»,
Bepcua 16 ot 18.08.2022

“ncemo PocaapasHanzopa N2 021-840/21 ot 05.07.2021 «O MexayHapoaHOM chopmare OLEHKM YPOBHA MMMYHOrNoOynnHOB, B ToM uncne IgG, kK SARS-CoV-2»
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[ ]MeTonmueCKMe peKoMeHAaLmm «3TMoNorMyeckan AMarHocTka HoBoM KOpoHaBMpyCcHoM WHdekumn (COVID-19)», yteepxaeHsl ®ITIM n PO® B mae 2021 roaa

Ha6opbi npoussoactsa EUROIMMUN (Fepmanua) ana nonykonuuecteseHHoro UPA-onpeneneHma
antuten IgA u IgG

EUROIMMUN e |5

Kat.N2 EI2606-9601A, P3H 2022/18070 ot 19.08.2022
Kat.Ne EI2606-9601G, P3H 2022/18071 ot 19.08.2022

MUccnepoBaHune NOCTBaKUUHANBLHOIO U HOCTMH(peKLIMOHHOFO MMMYHUTETa

CornacHo nocnegHum BMP M3 PO, ana amarHoctnkmn COVID-19, OLEHKM HANpAXKEHHOCTU MMMYHUTETA M
otbopa noTeHuManbHbIX AOHOPOB MMMYHHOM Mia3mbl MOKa3aHO KOMMUECTBEHHOE OnpeaerieHve YpPOBHA
IgG. KonnuecTBeHHbIM aHann3 BO3MOXXEH TONMbKO NMPKY MOMOLLM TECT-CUCTEM, MPEACTABNAOLWMX Pe3YbTaThl
C MCMONb30BaHWEM MeXayHapoaHbix eauHul, — BAU/Mn™. denepauma nabopatopHON MeamumHbl M
Poccumnckoe o6LwectBO hTM3NATPOB PEKOMEHAYIOT ANA onpeaeneHuna Hanmuma IgG ncnons3osaTb HAGOPLI
peareHToB C KONMMUECTBEHHbLIM ONPeAENeHMEM TUTPA aHTUTEN, UTO NO3BOMAET OLLEHUBATbL HaNPAXEHHOCTb
MMMyHUTeTa B AnHamuke™. MNpu OLEHKE UMMYHUTETa PEKOMEHYETCA ONPeaeneHne BUPYCHENTPanu3y HoLLMX
aHTuten k RBD S1-6enka SARS-CoV-2'".

Habop peareHTtoB QuantiVac ana konuuectseHHoro UPA-onpeaenenun IgG k S1-6enky

Bbicokaa Koppenauma c peakuuen HemTpanmsaumm
BUpYyca (cornacosaHHOCTb 97,3-98,2%)

Bbicokue uyBcTBUTENLHOCTL (90,3%)
n cneundomnuHocTb (99,8%)

AHanuTuueckan UyBCTBUTENIbHOCTb:
LoB = 2,75 BAU/mn, LoD = 3,84 BAU/mMn

Kat.Ne EI2606-9601-10G, P3H 2022/17430 ot 31.05.2022

Habopbl Ana HayuHbIX uccnenosaHum (6e3 peructpauumu B PocsapasHansope)

IgA/G/M k 6enky S1, NeutraLISA,
HEeWTPanu3aytoLLMe aHTUTeNa, NonykonMuecTBEHHO

NPA-Habopsb! anA
BbICOKOCMELMHUECKoro
ornpeaeneHva aHTuTen

K SARS-CoV-2

El2606-9601-4

EI2606-9601-2G
El2606-9601-2M

IgG k 6enky NCP, nonykonuuecTseHHO
IgM k 6enky NCP, nonykonuMuectBeHHO

Ha6op EUROLINE
Anti-SARS-CoV-2 Profile
AnA MMMyHoOnoTa

IgG k SARS-CoV-2, nonykonMuyecTBeHHO DN2606-1601-1G

Ha6Gop anAa ctumynaunn NnpoayKumm

ET2606-3003
ramMmma-uHTepgepoHa

TecTt-cuctema Quan-T-Cell

ONA OLEHKU CEeHCUBMNM3aLmm
T-numcpoumtos k SARS-Cov-2 | Habop ana U®A-onpenenenna

EQ6841-9601

ramMma-uHTepgepoHa
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O6wana auarHocTuka'

Buomapkepbl KomnakTtHble aHanusatopbl RAMP (Response Biomedical) ana
HEOTNOXHbIX = TOUYHOr O KONMUYeCTBEHHOr 0 onpeaenenus 3a 15 mmHyT D-aumepa,
COCTOAHUM Nuno @ TponoHuHa |, npokansumntoHmHa, NT-proBNP, muornobuHa wm
h K®K MB. o 24 nHaMBuayanbHbIX TECTOB B Uac
a3kl U 3NeKTPonuUThI ) [MakoBble MOHOCENEKTUBHbIE aHanu3aTopbl 3NEKTPOSIUTOB
KpOBM * - EasyLyte, razos EasyBloodGas, a Takxxe ra3os 1 311eKTpOfiMToB
EasyStat npoussoactsa Medica ana onpeaenexHua pO,,
g pCO,, pH, Na*, K*, Ca**, rematokputa, OvkapOoHaTta 1 Apyrux
| aHanuTos
Koarynorpamma ABTOMartMueckue u rnornyasToMaTMueckue KoaryrnomeTpbl Tcoag,
a TaKKe Habopbl BbICOKOCTabMnbHbIX peareHtoB Tcoag u HUMAN,
anAa onpegeneHva AYTB, npoTpomOUHOBOro BpemMeHu, cu-
6puHoreHa, D-gumepa, MHO 1 apyrux napameTpoB CUCTEMbI
CBepTbIBaAHMA
Skcnpecc-onpeneneHme MopTtatmeHbIM MiokomeTp SD Check Gold u TecT-nonockm K
rMIOKO3bI ' Hemy AnA ObICTPOro U TOYHOrO CaMOCTOATESIbHOro, a Takxe
e, npodeccuonansHoro (B KAJ1), onpenenexHua in vitro rnokKosbl
b g B KanunnAapHOU KPOBU
Buoxmnmuna kposu Ananutnueckme cuctembl HUMASTAR-600 1 EasyRA, a takxe

Habopbl BblCOKOKauecTBeHHbIX peareHToB HUMAN u Medica
anAa onpegeneHna C-peakTUBHOro Oenka, deppuTUHa,
anbOymunHa, MOUYEBUHbI, KpeaTUuHUHa, rmokosbl, AJ1T, ACT,
nar, ounupybuna, obuero 6enka, TpaHcheppuHa, rmukore-
MornobuHa, xonectepuHa, Tpurnuuepwuaos, JMHM, JIMBIT,
HaTpWA, KanuAa, MarHuA U pyrux aHanuMToB

Fematonornuecknn 5-diff ananmszatop HumaCount 5L ana
onpeaeneHua 26 napaMeTpoB — APUTPOLUTOB, remornobuHa,
remaTtokpura, NeMKOLUTOB, TPOMOOLUTOB, NoAcUeTa JIenKo-
uuTapHou hopMyibl U APYrux

KrnuHuueckum aHanms
KpoBM

9kcnpecc-aHanu3atop Combilyzer 13 anAa onpenenenvA napa-
METPOB MOUM, B T.U. KETOHOBbLIX Tef, NPU MOMOLLUM TECT-MONOCOK
Combina 13

oken pecc-aHanmM3 Mouun

Astomartmnueckne MPA-aHanmzatopbl ELISYS (HUMAN) Ha 1,
2 1 4 nnaHweTa No3BOMAT aBTOMAaTU3MPOBaTb BbICOKOCMELM-
domueckoe onpeneneHne aHTUTeNn K HOBOMY KOPOHaBUpYyCy M
BO30yAMTENAM LULMPOKOrO CrekTpa 3abonesaHum

UMMyHOXUMKUA

11
BHumanwue! BbigeneHHble aHanuTbl 06A3aTenbHbI ANA U3MEPEHUA NauneHTam npu TAXernom TedeHmnn COVID-19, cornacHo BpemeHHbIM MeToanyeckum
pekomeHpaumam M3 P «[podpunakTunka, AMarHoCTMKa U NeveHrne HOBOM KOPOHaBUPYCHOM MHchekumm (COVID-19)», BepcuAa 16 ot 18.08.2022
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