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HHCTPYKII

no NpHMeHeHHI0 HAGopa peareHToB
«Tecr-cucrema nmmyHogepMeHTHasA Al KAYeCTBEHHOTO H NOJIYKOJIHYECTBEHHOr 0
BbisfiBJIeHHS aHTHTe ] Kiaacca G k SARS-CoV-2»

«HDPA-SARS-CoV-2-Autu-G»

HA3BHAYEHHE

Ha6Gop pearenToB «TecT-cHcTeMa HMMyHOQEpMEHTHAs Ul Ka4yeCTBEHHOrO M MOJYKOIHue-
CTBEHHOro BbiaBiacHUA aHTHTen Kiacca G k SARS-CoV-2» «<UPA-SARS-CoV-2-AuT-G», (nanee no
TeKCTy — Habop) mpenHasHayeH VIS KayeCTBEHHOTO M MOJIYKONHYECTBEHHOrO BBIABJCHHA aHTHTEN
knacca G (IgG) x TpancmeMGpannoMy 6Genky S (Spike) ¢ peuentop-cBa3siBaioiumM aoMeHoMm (RBD)
kopoHasupyca 2 tHna (SARS-CoV-2), B cbiBOpoTKe, nnazMme (C JUTHI renapMHOM, UMTPATOM HATPHA
(3,2%, 3,8%), K23TA, K33ITA) xpoBH yenoBeka MeTonoM HMMYyHodepmeHTHOro aHanu3a (UDA)
Ha TBepao(dazHOM HOCHTeENE NpH "pyyHO#H" nmocTaHOBKe M ¢ Hcnoab3oBanHeM UDA-ananuzaTopos.

OYyHKIHOHAIbHOE HA3HAYEHHE:

Habop ucnonb3yercs, kak BCoMOrareabHoOe CPeACTBO B AHArHOCTHKe. Pe3ynbraThl TeCTHPOBa-
HHA Ha aHTHTEJIa He A0JKHbI HCMOJIb30BATLCA B KaYECTBE €AMHCTBEHHOTO OCHOBaHMS ISl MOATBEp-
KOCHHA MM MCKIovYeHHs HHQHuHpoBaHHA SARS-CoV-2 unu mans MHPOPMHpOBaHMS O CTAaTyCe HH-
dexumy.

[TpuMeHeHHe H3eNUA He HMeeT MONYIALUMOHHBIX H AeMorpadHyecKHX orpaHH4eHHit, HaGop pe-
areHToB «UPA-SARS-CoV-2-AHTH-G» NpHMEHAETCA B HE3aBHCHMOCTH OT pachl, M0j1a H BO3PaCTHBIX
pasnuuuii nauHeHToB.

Jns onHOKpaTHOro NpHMEHEHHS.

Jina xnuHu4eckoi nabopaTopHo# AHArHOCTHKH in vitro.

IToreHunanbHbIe NOTPeOHTENH H3ACAHS

JlabopaTtopHsie nogpasfiecHHs eueOHO-NPOPHNAKTHYECKHX YUPEXKACHHI.

IIpodeccHonanbHbili ypoBeHb NOTEHUHAIbHBIX NMOJIb30BaTe e

Bpau knnHnuecko# nabopatopHoil (HarHOCTHKH, MEIHLIMHCKHH 1a6opaTOpHbIH TEXHHK.

HaGop npennasHayeH IS HCMONB30BaHHA MEPCOHANOM KIHHHKO-AMArHOCTHYeCKHX naboparo-
pu#t He Monoxe 18 ser c BbHICIUMM M CPeAHHM MEOHUHHCKHM, 6HONOrHYecKHM o6pa3zoBaHHEM, MpoO-
WIEAIIKM COOTBETCTBYIOLLYIO NPOGECCHOHANBHYIO MOATOTOBKY B 06JaCTH HCMONb3yeMbIX METOXOB H
MetonoB 6e3onacHoi paboTh! C naToreHHbLIMH OHOIOrHYeCKUMH areHTaMH [-1V rpynn naToreHHOCTH.

ITokazanus

H3nenue noka3aHO HCMONBb30BaTh L1 KAauY€CTBEHHOTO M MONYKOJIMYECTBEHHOrO ONpeaeneHus
aHtuten kinacca G k kopoHasupycy SARS-CoV-2 B o6pa3uax cChIBOPOTKH (ILU1a3Mbl)

- y UL C KJIMHHYECKOH CHMIITOMATHKO# pecnHpaTtopHOro 3aboneBaHus C NOZO3pEeHHEM Ha HH-
dexuuio COVID-19;

- y UL, He HMEIOLIHX NPH3HAKOB NMPOCTYAHBIX 3a060/IeBaHHI H HE ABJIAIOLUMXCA KOHTAKTHBIMH C
6onbubMH COVID-19; ‘

- y nuL, BakuMHUpoBaHHBIX NpoTHB COVID-19 BekTOopHO#H MK LIENTbHOBUPHOHHOH BaKUHHOM!

BBenena Bnepsbie

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCMIbITAHI/ W PETUCTPALIMI MERHLMHCKUX H3ENHIA



IIpoTuBonoOKa3aHHA

[Ipu Bcnonp30BaHUH CELHAIBHO 00YUE€HHBIM NEPCOHAIOM H C YYETOM NPHUMEHEHHS MO Ha3Ha-
9EHHIO MPOTHBOMNOKA3aHHS He BHIABJCHBL

1. Ucteximit cpok roqHOCTH TecTa.

2. Hapymena ynakoBka H3aenus.

3. Henaanexainue ycnoBHs XpaHEHHS M TPaHCIIOPTHPOBAHHA.

4. lpyrue npoTHBOMOKAa3aHHs OTCYTCTBYIOT, 32 HCKUIIOYEHHEM Clly4aeB, Koraa 3abop Matepuana
He MOXeT OBITh OCYLIECTBJICH MO MEAHIIMHCKHM [TOKa3aHHSAM.

Onucanue 1eJ1eBOro aHAJIHTA, CBEJICHHS 0 ero Hay4Ho# 000CHOBAHHOCTH

COVID-19 sBnsercs HHpEKUHOHHBIM 3a00neBaHHEM, BHI3BAHHBIM HOBBIM KOPOHAaBHPYCOM
SARS-CoV-2, kotopblit paHee He Obi1 0OHapyKeH y MOACH.

BupycHas uH}eKUHs MPUBOAUT K Pa3BUTHIO PECITHPAaTOPHOro rpunnononobHoro 3abonesaHus ¢
TaKHMH CHMIITOMaMH, KaK Kailenb H Juxopagka. B 6onee TAXeNbIX CllyyasX MOXET pa3BHTBCS NHEB-
monua. Cpeanuit uHkyGaunonHsli neppox COVID-19 cocrasnster 6,5 AHA, HO MOXET BapbHPOBATHCS
ot 3 no 21 nHeii.

Koponaeupyc SARS-CoV-2 npeacrasnser cob6oi#t PHK-comepkammit BHpyc ¢ xapaxTtepHoit
o6onoukoif ¢ munamMu B GpopMe «KOpoHBI». OCHOBHBIE CTPYKTYPHBIE OEIKH BHpYCa BKIIOYAIOT HYK-
NIeOKancHAHBI Genox H TpaHcMeMOpaHHbI# Genox S (WMM) C peLenTop-CBA3LIBAIOIIHM JOMEHOM
(RBD), xoTOpbI#i CBA3BIBAETCA C peLenTopamMu Kietok yenoseka ACE2, ppi3biBas HHHIIMpOBaHKE SMH-
TeJHANBHBIX KJIETOK CAH3UCTON o6omouku. O6a Genka ABNAIOTCA BHICOKOMMMYHOT€HHBIMH aHTHTCHaMH
IUIS YenoBeKa.

Briasnenne antutren Kk SARS-CoV-2 uMmeer BcnoMorateapHOE 3HaYEHHE AJI AMarHOCTHKH Te-
Kylie# HHQEKUMH H OCHOBHOE Ul OLIEHKH MMMYHHOTO OTBETAa HAa TEKYLUYIO HIIH MEPEHECEHHYIO HH-
¢exuuto. Briasnenne antuten k SARS-CoV-2 npoBoauTcs ¢ HCMOIb3OBAHHEM HMMYHOXHMHMYECKHX
MeTonoB. AHTHTena kinacca A (IgA) HaunHaloT GOpMHPOBATHCA H JOCTYMHBI U1 JETEKLHH NPHMEPHO
co 2 AHA OT Hayana 3aboJieBaHKs, JOCTHIAIOT MTHKA Yepe3 2 HEeH H COXPaHAIOTCA UIHTEbHOE BpEMS.
Antutena knacca M (IgM) HauHHaIOT BHIABNATHCS NMPUMEPHO HA 7-€ CYTKH OT Hayasa 3apakeHHus, 10-
CTHralOT [HKa Yepe3 HEAENMIO H MOTYT COXPAHATBCA B TeueHHe 2-Xx MecsueB u Honee. [IpumepHo ¢ 3-i
Hellenn unu paHee onpexnensiorcs aHtutena kinacca G (IgG) k SARS-CoV-2. OcobenHocTbio ryMo-
PaNbHOrO OTBETa Ha MH(QEKLUHIO ABIAETCS HEOONbIION BPEMEHHON NMPOMEXYTOK MEKIY MOSBICHHEM
anturen IgM u IgG, a nHoraa 1 oaHOBpeMEHHOE HX (OPMHPOBAHHE.

COCTAB U KOMILIEKTAIIMA HABOPA

HaumenoBanue XapakTepuCTHKa KOMIIOHEHTa KOMIL. KOMILIL
KOMIIOHEHTa Ne 1 Ne 2

UmmynocopGeHT | PekoMOHHaTHBI ouMineHHbI# aHTHreH SARS-CoV-2, 1 5
copbupoBaHHblil Ha 96-TyHOYHOM pa3OOpHOM MOJHMCTH- | IUIAHIIET | ILIaHINe-
POJIOBOM ILIaHILETE JUIS HMMYHOJIOTHYECKHX peakuuit ¢ | (12 cTpu- TOB (60
MUIOCKMM JHOM (HCMOMNb3YIOTCA "NoMalomuecs” CTpHUIb) IIOB) CTPHIIOB)

odonyckaemcs pa30enbHan ynakoeka cmpunog (no 1-4 cmpuna ¢ naxeme)

KoHTponbHbIi WHakTHBHPOBaHHBIN; COAEPXHMT aHTHTena kiuacca G K 1 ¢n. 3 dn.

nonoxutenbHblii | SARS-CoV-2; npo3payHas )XUAKOCTh KPaCHOro 1iBETa (2 mn) (no 4 ma)

obpazen (K*)

KoHTponbHbIi HHakTHBHPOBaHHBII; He CONEPXKHUT aHTHTENA Kuacca G K 1 ¢n. 3 ¢n.

otpuuateibHbiit | BUpycy SARS-CoV-2, npo3payHas XHAKOCTb 3eJIeHOro [ (3 mu) (mo 4 mn)

obpasen (K) 1[BETA

Konvlorar aHTHUTEeNa MOHOKJIOHAIbHBIE MbIILIKHBIE NPOTHB IgG ye- 1 ¢n. 5 ¢a.
JoBeKa, MEYEHHblE MEPOKCHAa30ii XpeHa; mpospaynas [ (14 mn) | (mo 14 mn)
HIIH cllerka onajecuypyiolas cuHe-pHoIeTOBOro 1BeTa
KHUAKOCTD

PactBop s | [lpozpaunas WM ciierka onajecUHpymollas >KHIKOCTb 1 . S ¢n.

npeaBapHTENb- PO30BOro L[BETA, BO3MOXHO BbiMageHue ocanka, ucyesa- | (14 mim) | (mo 14 M)

HOro pa3BefieHHs | IOIIero Npy BCTPAXHBAHHH
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110B
(PIIPO)
'PactBop  ana | Ipospaumas umm crerka onanecuupyioman Gecusernas [ 1 5 dn.

/| pasBesicHHs 06~ | JKHAKOCTB, BO3MOKHO BHIMAICHHE ocanka, ucuesaomero | (14 ma (mo 14 mn)
pasuoB (PPO) NIPH BCTPSIXMBARHU
25-KpaTHBIA npo3pavdHas MIK CHCTKAa onaiecnupyiomas GecupeTHas 1 ¢a. 2 dn.
KOHNEHTpAT MeHANascs MUAKOCTh, BO3IMOXKHO BhmaneRHe ocaaka | (50 mn (no 100
dbocdarso- coneit Genoro mBeTa, pacTBOPAIOMIErOCA IPU TEMIIEPATY- M)
coneporo 6y- pe 37 C B Teuenne 30 Mun
¢epHoro pac-
TBOP& C TBHHOM
(OCB-T (x28)) :
PactBop MHAu- | npo3pauHas GecnBeTHAA XHAKOCTD 1 . 5 ¢n.
kaTopHbii (PH) (14 mn) | (no 14 mn)
Cron-pearent npo3pavHas 6ecrpeTHas XKHIKOCTD 1 ¢n. 3 ¢n.

(14mn) | (mo 25 Ma
TMnauiner pa3Oopusiit And MpeABAPHTENLHOIO pa3BeNCHHA UCCIEAyeMBIX 00- 1 mT. S mr.
pasuos
OnHOpa3oBbie HAKOHEYHHKH JUIA FO3ATOPOB NHIETOUHBIX (2-200 Mxn) 16 wT. 32 mr.
BcnoMoraTensHbIe IUTACTHKOBRIE EMKOCTH 4 mT, 8 mr.
Kneiikas niesxa [yia nIaHImeTon 4 mir. 8 mr.
Ipumeuanus.

1. Habop exnionuaem ece peazenmui, Heobxooumbie 0as nocmanosku HPA, kpome ouutjennot
(Qucmunrupoeanuoli unu OeUOHUIUPOBARNOU) 800DL.

2. @CH-T (x25), PH, PITPO, cmon-peazenm — ynuchuyuposans: 0a3 paoa nabopos 340 "3K0-
Aab", 8 KOMOPLIX UCNOALIYIONCA YKAIAHKBIE Peazenmst.

3. fJonycxaemcs ucnonbioeanue necneyuduyueckux peazenmos u3 pasnvix cepui.

4. B cocmase u30erus omcymcmeyiom Mamepuanbl, SCMynaowue 8 Henocpeocmeennuiit unu
OnOCPedOBanHbIE KOHMAKM C OP2AHUSMOM NAYUEHMA U NEPCOHARG, UCHOALIYIOUL20 U30Enue, npu Goi-
noaHexuu mpeboeanuti 3KCNRYAMAYUOHKO OOKYMERMAYUY (UHCMPYKYUY NO NPUMEHEHUIO).

5. K+ u K- ne codepawcam HBsAg, anmumena x BI'C, BHY-1,2.

6. B cocmase uzdeaus omcymcmeyiom rexapcmeennvie cpedcmaa u papmayesmuveckue cyb-
cmanyuu,

KomnoneHTH Habopa ynakoBaHs B KOpoOKy, B KOpoOKy BlOXKEHa HHCTPYKLMS IO HPHMEHEHHIO.

OCHOBHBIE NOTPEBUTEJILCKHE XAPAKTEPHCTHKH

IpeaycmoTpens 2 6a30BBIX BAPAAHTA KOMIUICKTalHH Habopa.

Bazossili BapraHT KoMiUiekTa Ne 1 no3pongeT OpoBOAXTH HCCAeAOBaHUe 96 06pasiioB, BKIOYas
KOHTPOJIbHEIE,

BazoBuili BapHaHT KOMIUIEKTa Ne 2 mo3BoNseT NpoBOARTH Mccaenosanue 480 obpasios, BKmO-
a1 KOETPOJILHEIE.

Bce KOMMJIEKTRI O3BOMNSIOT MPOBOAMTS pasAeNbHbIE ACCICAOBaRAA ¢ HCMONBL30BaHHEM HeoOxo-
HAMOTO XOAMYECTBA CTPHNOB (B KaXIOM HCCICLOBAHHM 3 MYHKH HCIONBL3YIOTCH HA KOHTPOJBHbIE 00-

pa3um):

Yucno CTpunos 1 2 3 4 5 6 7 8 9 10 | 11 12

Yncno neen, o6pasuos | 3§ 13 121 |29 |37 |45 |53 |61 | 69| 77| 8 | 93

Meroan! cTepHUAM3ANIRE H3lEAHS

H3penne He TpeOyeT CTEpHIH3ALIAH,

IIporpammuoe ofecnevienne paboTsl u3aeaus

OrcyrerByer.

Texunueckoe ofcayxnBaHHE H PEMOHT MIACAHA

Nanenne ne TpebyeT TexHHYECKOro 00CTYKHBAHNA H HE IOICKHT PEMOHTY.
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NPHHLMI AEACTBHS

Ipu Hanuumy B HccneayeMoM obpasie antuTten kiacca G k SARS-CoV-2 npoucxoanT cBA3bI-
BAHHE HX C AHTHTEHOM, COpPOHpOBAaHHEIM B JIYHKaX IUlaHIeTa-UMMYHOcopOeHTa, obpaszoBasmmlica
KOMILIEKC «AHTHI'€H-QHTHTEAO0» PEarupyeT ¢ BHECCHHRIM B PEAKI[HOHHYIO Cpely PacTBOPOM KOHELIOTaTa
- auThTenamu K IgG uesopexa, MeueHEIMHE nepoxcHAasoi xpera. OOpasopaBiuKiica KOMIUIEKC "aHTH-
TCH-aHTHTEN0-KOHBIOraT" BEABIACTCA B PEAKLHA ¢ PACTBOPOM HHAMKATOPHBLIM, COZCPKALIHM XPOMO-
reH — TeTpaMeTHNOEH3HANH, B PEIyAbTaTe KOTOpod MEHACTCR NBET {(ONTHYSCKas IIOTHOCTL) peaKiu-
OHHOM CMeCH B JIyHKe MIaHINeTa; HIMEHEHHE PErUCTPHPYETC CHEKTPO(OTOMETPHYCCKH. Hmencun-
HOCTD OKpAlIMBAHHA NPAMO MPOTIOPLIHOHANBHA KONHYCSCTRY aHTHTER B o0pasite.

HCCAEAYEMALIE OBPA3IbI

CuiBopoTka, masMa (C NWTHii renapmHOM, UHTpaToM Hatpua (3,2%, 3,8%), K2OMTA,
K33ATA) xporH uenobeka 00peMoM He Mettee 10 min.

OG6pasus CHBOPOTKH (IUTa3MBl) KPOBH JI0 MCCNEIOBAHAS MOXHO XpaHKTL He §onee 7 CyT npH
Temneparype or 2 no 8 °C. Ipu HeoOxomumocTu XpaHenns obpasnos Gonee 7 auelt pexomenayerca
PasfeNUTh MX HA ANMKBOTH H XPaHHTS, TpH TeMmnepatype ot Manyc 20 zo Munyc 70 °C. PasmopoxeH-
Hble 00pasubl Iepe HCCASA0BaHMEM HYKHO TIIATENLHO nepemetnats. [Ipn paGote ¢ pasMOpoXeHHBIMH
o0pa3lnaMy CreZyeT YYUTHBATS, YTO KAKAbIN UK OTTAMBAHMA-3AMOPAKUBAHHA NPUBOHAT K pa3pylue-
HUIO BHABIAEMBIX aHTHUTEN, CHIXAA KAYECTBO HCCIeayeMoro Marepuana. C uensio nony4eHHs A0CTo-
BEPHLIX PE3Y/ILTATOB HCCAEIOBAHAA PEKOMEHAYETCA MCTIOIb30BATh TOALKO ONHOKPATHOE 3aMOPAXHBa-
HUe-OTTauBaHHe 0Opasiion.

He pomyckaerca HCNONB3OBAHME JUIA HCCICAOBaHHS 00pa3lioB ¢ NOBHILICHHMM COIEpKAHHEM
JAMIUAOB M (M/1H) ¢ NIPU3HAKAMM MeMONH3a, ¥ (M/IK) ¢ BUIHMBIM MHKPOGHLIM IPOPOCTOM.

O6pasuEl, coaepxalmae 0CafoK, Epe/l aHAMH30M OTHECHTPHYTHpOBaTh B TedeHHe 10-15 Mun
npu 2500-3000 o6/MuH.

C6op Guonorayeckoro MaTepuana Ao/pkeH npou3soguTeea B cooTeercTeul ¢ OCT P 53079.4-
2008 «OGecneucHne KauecTBa KIMHHYECKHX JabopaTopHbIX HCCACAOBAHUNN,

AHAJIMTHYECKHUE H TMATHOCTHYECKHE XAPAKTEPHCTUKH

YyscTBHTEABHOCTD HA00pa OnpeaengeTca no CTanAapTHOH NaHENH NOM0KHTENBHEIX 06pa3iioB
IIpeAnpHATHA, conepxammx aHturena knacca G k SARS-CoV-2 (COIT'-SARS-CoV-2-G-317), kax
NPOLEHTHOE COACPKAHNE TIOJORUTENbHBIX 00pa3loB, ONpeaeaeHHBIX HAOOPOM KaK NONOKHTEIBHBIC, H
cocrasnser 100%.

Cneunduunocrs HaGopa onpeiensercs 110 CTaHAAPTHON MAHCHH OTPHUATENBHBIX oﬁpasuon
NMpeanpHATHA, HE coaepkamuXx anTHTeNna knacca G k SARS-CoV-2 (COIT-SARS-CoV-2-317), kak
APOLESHTHOE COACP)KAHNHE OTPHIATENbHBIX 00pasLoB, onpeAe/iCcHHBIX HAOOPOM KaK OTPHUATENIBHEIC, H
cocraser 100%.

ARATHTHYECKAS CICHHPHIHOCTD:

Ilepexpecmusie peaxyuu. He BoiABneHO nepexkpecTHHX peakuuit ¢ o6pa3namu, CoaepKauMK
anTHTENA Knacca G K 3HAEMUYecKHM KopoHaBupycam genoeexa (HKU1, OC43, NL63 u 229E), SARS-
CoV, MERS-CoV, anexosupycy, BapycaM naparpunna 1-4 tuna, BHpycaM rpunna A u b, genoseue-
CKOMY METAIIHEBMOBHPYCY, 2HTepoBHpYCY 71, peCIHPATOPHO-CHHTHIHANLHOMY BHPYCY, BHpYCaM Ipo-
cToro repieca 1 ¥ 2 THOA, BHpyCy Jnureiina-bapp, Bupycy setpano#t ocnul (Varicella Zoster), nuro-
METAIOBHPYCY, BUPYCY TIApOTHTA, BAPYCY KOPH, BHpYCY kpacHyXK (Rubella), upycam renatura B n C,
BHY-1 u BUY-2, Treponema pallidum, Helicobacter pylori, Mycoplasma pneumoniae, Chlamydia
pneumoniae, Streptococcus pneumoniae, Mycobactérium tuberculosis

He BEIBACHO NEPEKPeCTHHX peakumii ¢ o6pasnaMu, NOMYICHHBIMA OT GEPEeMEHHBIX KCHINHH,
JIOHOPOB KPOBH M fIAMEHTOB C HCHH(EKIMOHHLIMY 3a60NeBaRUAMH (PEBMATONOIHYECKHE, OHKOMOIH-
YECKHE, TCPANeBTHYECKHE, KapAHONOTHYECKHE, YPOIOTHYECKHE, XHPYPrHYCCKHE H HEBPOJIOTHYECKHE).

Bnunrnue unmepipepupyrousux sewsecms.

HMurepdepupytonie semecTsa: reMorioGHH B KOHIeHTpaimy 40 200 r/n; Ganupy6bus — ao 120
MKMOJIb/JI; TPHITHIECPHAB — A0 11 MMONB/NT), He OKA3BIBAIOT BITHAHUS HA PE3Y/bTAT aHANIN3A.
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JAHATHOCTHYECKHE XAPDAKTEPHCTHRH

JAHATHOCTHYECKAN MyBCTBHTEIbHOCTL Halopa pearenTon: 99,51 — 100% (c posepurensHoi
sepoATHOCTRIO 95%).

Anarnocruteckan coneunpuanocTs Habopa pearentos: 99,87 — 100% (c aoeeputensHoM Be-
posTHOCTBIO 95%).

JlHarsocTuyeckas 4yBCTBRTENBHOCTD AN KOKIOrO BHAA OHONOTHYECKOrO MaTepHana COCTABH-

na:
CHBOpOTKA KpOBH 4YenoBexa: 99,05%— 100%
TInazma KpoBM HeNOBEKA: 99,01% - 100%
Jnarnocraveckan cnemagEIHOCTS A1 KAXAOro BHAa OHONOrHuecKoro MaTepuana cocTaBuia:
CRIBOpPOTKA KPOBH 4YeIOBEKA: 99,84%-100%
Tinasma xpoBu uenopeka: 99,23% - 100%

IlopTOpaemocTh. B paMxax mpoBeieHAA MCIINTAaHUN MOBTOPACMOCTH ONPEAeNanach WA TpexX
nonoxuTeNsHbX 06pasuos COIT'-SARS-CoV-2-G-317 B 20 mosTopax Ha HaGopax pearentos «DA-
SARS-CoV-2-Antn-G». Baytpucepniinnit xo3pdunuent papnanyun pe3ynbTaroB Kaxaoro obpasia B
20 nosropax He npepkmmact 8%. Mexcepnitapit ko3 PUIMEHT BapHAUNH Pe3yAbTATOB KAKIOTO 06-
pasua He npesinaet 8%.

BocnponssoaamMocTs

Buyrpucepuitupii H MexcepuiiHbit xo3pPHIECHTH BapHALHK PE3yNbTATOB BhlBAeHHR 1gG K
SARS-CoV-2 naGopoM peareHToB He npepnimaior 8 %.

MEPBI NIPEAOCTOPOXKHOCTH

Habop Guonornueckm 6esomacen, ogHako ¢ HccheayeMbiMH 00pasmamu HeobOxoaumo obpa-
INATHCA KAK ¢ NOTEeHUMANbHO HHQHIIMPOBAHHEIM MATEPHANOM,

INorenugansupilt puck npuMenenua nabopa — knace 26 (Tlpukas M3 P@® Nedn ot 6 uiona 2012
r.)

Mepsi npeaocTOpoXHOCTH ApH pabote ¢ nabopoMm — cobmoaenne npasun "HrcTpykuun no me-
paM NpOQUIAKTHKH pacNpOCTPAaHCHHA HHPCKUMOHHBIX 3abonepaHu#t npu paGore B KIMEHKO-
auarfocTudeckux nabopatopmax neueOno-npodunaxTHueckuX yupexaenmit” (Y1, Mumnsapasom
CCCP 17 smpaps 1991 r.), TOCT P 52905-2007 (MCO 15190:2003).

PITPO u PPO cozepxat HaTprsa asua B GesonacHol koHueHTpainn', CTON-pearexT npH nona-
JaHHH HA HE3AIMINCHHYIO KOXKY M CIM3HCTHIC MOXKET BBI3bIBATh XHMHYCCKHe OXord. B ciyyae nona-
JaHus HAa KOXY — HEMEUICHHO TTPOMOXTE NOopaXEHHLIN yJacToX BOJOH.

HaGop pearenTop, B cootBercTBun ¢ CanlluH 2.1.3684-21 "CanrTapHO-oNHAEMHONOTHYECKHE
TpeOOBaHHA K COACPXAHHIO TEPPHTOPHI FOPOACKAX H CENbCKHUX NoceneHult, Kk BOAHLIM oObeKTaM, IH-
TheBOH BOZC H MHTHEBOMY BOAOCHAOKEHHIO, ATMOCHEPHOMY BO3LYXY, NMOUMBAM, AKHILIM MOMEIICHHAM,
3KCIUTYATAMH IPOM3BOJACTBEHHBIX, OOLIECTRCHHBIX NMOMELUCHHUI, OpraHu3aluu H MPOBEACHHIO CAHH-
TapHO- TPOTHBOSMHACMHYCCKHX (ITPODHNAKTAYCCKHUX) MEPONPHATHHA" OTHOCUTCA K Kaaccy A - OTXO-
Ak, He MMEIOLIHE KOHTAKTa ¢ CHONOTHYECKUMH XKHAKOCTAMH NAUHEHTOB, HHPEKIHOHHBIMH GOABHBIMH.
Knacc A — anuaemuonorudecks GesonacHble OTXOAbI, NPHOMMKEHHBIE NO COCTABY K TBEpABIM GhiTO-
BhM orxonaMm {TBO).

YTunu3anmio 4 yHHYTOREHHE, Je3KH(peKkinio HabopoB peareHTos CAeAyeT OpOBOAHTH B CO-
orBercreud ¢ CanlluH 2.1.3684-21 "CanurapHo-3muaeMHONOrHYeCKHe TpeGOBAHHA K COACPXKAHHIO
TEPPHTOPHH I'OPOACKHX H CENILCKHX NOCENncHHH, K BOAHBIM 00BbEKTaM, MUTHEBOH BOJE ¥ NMHTHEBOMY BO-
RocHabxe-Hu10, aTMOCPEPHOMY BO3LYXY, MOYBAM, XHbIM MMOMELICHUAM, 3KCIUIYaTallHH OPOH3BOA-
CTPEHHEIX, OOLIECCTBCHHBIX IOMEIICHNH, OpraHH3aliH H NPOBEACHHUIO CAHUTAPHO- IPOTHBOINUACMHYE-
cKkux (npodHnakTHyeckux) Meponpuatuit” 1 MY 287-113 "Metoanyeckue ykasanus no aesundexunn,
NpeACTEPHIIH3AMOHHOM OUHCTKE H CTEPHIIM3ALINH H3NENHH MEAMIMHCKOrO Ha3HAYCHHA",

CnoCOb NPHMEHEHHUA
Obopynosause u MaTepaaasi (Ana "pyunoli" noctanonin)

! [171Ks = 0,05 mr/n (no asma-vony) hittp: p
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- JlozaTopbl nuneTo4Hble (MHNETKH MONYyaBTOMATHYECKHE OJHO- H MHOrOKAaHalbHbIE Te-
MEHHOTO 00beMa) II1 BHECEHHS PEareHTOB B JIYHKH TUIAHLIETa C MOTrPElIHOCTBIO JO3MPOBaHHSA He
bonee S % c HAaKOHEYHHKAMH MOJHNPONHICHOBRIMH OJHOPA3OBLIMH;

- MepHbiit nunuHap (cTakaH) BMecTUMOcTbi0 1000 M1 Ans MPHTOTOBIEHHS OTMBIBAIOLIETO
pacTBopa.

- PyuHsle, Wi aBTOMaTHYECKHE INPOMBIBATENH, WJIM BOCBMH- M JBEHaAlAaTHKaHAIbHBIC
NHUNETOYHBIE J03aTOPkI U1 NPOMBIBAHMS JIYHOK TUIaHILETa;

- CnexTpooTOMETp BEPTHKANLHOTO CKAaHHPOBAHHSA I H3MEPEHHS ONTHYECKOR MIIOTHO-
CTH B JlyHKax 1uiaHuera npu 450 HM /MK B ABYXBOJTHOBOM peXXHMeE NPH OCHOBHOM UIHHE BOJHBI 450
HM H JUIHHE BOJIHBI CpaBHEHHs B quana3oHe 620-650 HM;

- Lleutpudyra naboparopHas Ha 2,5-3,0 ThiC. 06/MHH;

- TepmocTtatupyeMslii ulefikep opOMTANLHOrO THMA, MO3BOJIAIOLUIMA OCYLUECTBAATh BCTPS-
xuBaHue npu 700 06/mMuH u Temnepatype 37+1 °C;

- XonoaAunbHHK OBITOBOM;

- ®unprpoBasibHan OyMara;

- Bopa ounineHHas (AMCTHIUTHPOBaHHAs HJIH JEHOHH3HPOBAHHaA);

- 70 %-Hblii pacTBOp CAHMpTa 3THAOBOro U 6 %-HbIff pacTBOp MepeKHUCH Boaopoaa (aes.
PacTBOpPEI) HJIH PacTBOPHI HHLIX Ae3HH(EKTAHTOB, pa3pellieHHbIX K npuMenenuio CIT 1.32322-08, kpo-
M€ XJIOpCOJEPKALLHX.

- HU®DA-ananusarop.

IloaroToBKa KOMMOHEHTOB MJIS AHAJIH3A

Brumanue! Cobniodenue ykaszanusix Hudce mpebosanuii nozsonum uszbexcamsv uckaxice-
Hun pesynbmamos HPA.

[lepen paboroii u3Bne4r HabOp M3 XOJOAMIIBHHKA, BCKPLITh YNAKOBKY M BbLIEpXAaTb BCE pea-
reHTHI nepen MpoBeeHHeM aHanu3a He MeHee 30 MuH npu Temneparype ot 18 10 26 °C.

Henp3s ucnons3oBath peareHThl H3 HAGOPOB pa3sHBIX CEpHIt HIIH CMELINBATH MX NMPH NOCTaHOB-
ke UDA, kpome ynuduuupoannsix pearentos (PCh-T(x2S5), PU, PITPO, cron-pearenT).

Henb3s ucnonb3oBatk peareHTsl H3 HaGOPOB APYrHX NMPOH3BOAKTENEH.

[Nocne ucnosnb3oBaHHs HEOOXOAHMO KaxIblil (UIaKOH C peareHTOM 3aKpbiBaTh CBOEiH KpbILL-
KO#.

[Ipn noarotoske pactBopoB U nposeaeHHH UDA Hcnonb3oBaTh TOJNBKO OAHOPA3OBbiE HAKO-
HEYHHUKH 1 JO38TOPOB [MHUMNETOYHBIX.

[Tpu Henonb30BaHHM aBTOMaTHYECKOro MPOMBIBATENs LIAHILIETOB HEOOXOAUMO CEAMTH 3a YH-
CTOTOM €MKOCTH MJIA IPOMBIBOYHOIO PacTBOpa H COCAMHHTENbHBIX LILIAHroB BO H3bexaHHe 0Opa3oBa-
HHs MHKpOOGHOTO MpopocTa H KOHTAMHHALIHM MPOMBIBOYHOIO pacTBopa. [{is npeaoTBpalieHHs 3acope-
HHMS MTJ1 TPOMbIBATEN HEOOXOAUMO €XEAHEBHO NPOBOAXTDH NpOUEAYPY NPOMBIBKH yCTpo#cTBa BOJOH
ounieHHoll. ExeHenenbHo Heo6xoOZHMO MPOBOAMTH 3aMaudWBaHue npombiBateias B 70% a3THIOBOM
CMHpTE WK APYTOM pacTBOpE, PEKOMEHIOBaHHOM B HHCTPYKLMH K npHOopy.

Ipn npoBeneHHH MPOMBIBKH MAHLIETa MPOMBIBOYHBIM PacTBOPOM HEOOXOAMMO BH3yanbHO
KOHTpPOJIHPOBATh HAINOJHEHHE JIYHOK H aCITHPaLHIO KHIAKOCTH U3 HHUX.

Je3nHdexunio nocyasl 4 MaTEpHAIOB, KOHTAKTHPYIOIHX C HCCeNyeMbIMH 00pa3uaMu, Heob-
XOJHMO MPOBOJAHMTH NPH MOMOLUM CPEACTB, HE BIMAIOIIMX Ha pe3ynbraThl MDA (He coaepxaumx ax-
THBHBIH KHCIIOPOA H XJIOp).

[Tpn MHOroKpaTHOM HUCMONb30BAHHH EMKOCTEH Il KOHBIOraTa He0OX0AUMMO NMPOMBITH KX MPO-
TOYHO! BOJOW H OMOJIOCHYTh BOAOH OUHILEHHOMH. [IpH MHOrOKpaTHOM MCIMOJIb30BaHMH €MKOCTEH st
pacTBopa HHAHKAaTOPHOTO HEO6XOAMMO MPOMBITH X MPOTO4YHOI BOJOH, 3aTeM 70% 3THIOBBIM CITHPTOM
1 OMOJIOCHYTb BoZO# ouniieHHON. Henb3s o6pabaTeiBaTh eMKOCTH LIS MHOTOKPATHOIO HCMO/b30BAHHS
Je3uHPUUMPYIOIMMH pPacTBOPaMH U MOIOLIMMH CPEICTBAMH.

3anpeliaercs HCMONbL30BATh OAHY H Ty e €MKOCTb Ul KOHbIOraTa M pacTBopa HHAHKaTOPHO-
ro.

Ho3atopsl nuneroyHble H paboune nosepxHocTH Heobxoaumo obpabatwiBaTh TONBKO 70%
3THJIOBBIM CIHpPTOM. Henb3s ucnonb3oBaTh NepekHch BOZOPOAA H XJIOPAMHH.
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Henb3s NOBTOPHO MCIONB30BaTh NIaHIIET pa3OoOpHBI Ui MPEABAPHTENBLHOTO pa3BENCHHS HC-

eyeMbIX 00pa3nos.

IIpn nposenenun UPA neobxoaumo usberath BO3AEHCTBHS NPAMOro COJMHEUHOrO CBETA HA
peareHThl Habopa.

Heo6xoaumo n3beraTh KOHTAKTa pacTBOpa HHAHKATOPHOIO C METaJIaMH U HOHaMH METAJLIOB.

He nomyckxaeTrcs MpHHHMATh MHILY, THTh, KYPHTh HJIH NOAb30BATHCA KOCMETHKOH B nomeiue-
HHH, rae npooautca UDA.

IIpedsapumensvroe paseedenue uccredyemvix obpasyos (npu nocmarnosxke no npomoxony Ne
I na weiixepe)

HUccnenyemble 06pasubl CHIBOPOTKH (nna3mbl) pa3sectd 1:10 B nyHKax niaHiulera Ui npeasa-
PHMTENBHOTO pa3BeNCHHs HCCaeayeMuix o0pasuos. s storo BHecTH B yHKH no 90 mxn PITPO u no6a-
BUTb Mo 10 MK HccemMyeMuIX o6pa3lioB, TIIATENBHO NepeMellaTh MUneTHpoBaHHeM. [Ipu arom po3o-
BbIH LBET JOMKEH HW3MEHHTLCA Ha )KeJITOBaTO-OpaHxeBbiii. ECIM H3MEHEHHsA LBETa HE INPOM3OLLIO,
aHanu3 ofpa3ua MOXeT JaTh HEMpaBHIbHbIH pe3ynbTat. [Ipn pasBelieHHH Na3MBl JOMYCTHMO HE3HAYH-
Te/IbHOE H3MEHEHHE LIBETA pacTBOpA.

PaGouyee passenenue (1:100) roToBHUTh HEMOCPEACTBEHHO B JIYHKaX HMMYHOCOpPOEHTa (CM.
pasnen «[lpoBenenue UPAy ("pyyHas nocraHoBka"), 1. 2).

IpenpaputensHele passeseHus 06pasuos (1:10) xpaHuTh He Gosee 6 4 npyu Temneparype ot 18
1o 26 °C.

KonTponsunie o6pasust K* u K He Tpe6yioT npeaBapUTeNLHOrO pasBeleHHs.

Ipuzomoenenue pabouezo npomsieo4Ho20 pacmeopa

['OTOBHTE He No3AHeE, UeM 3a 15 MHH 10 NPOBEACHHS aHAIK3a.

Ipn Bemanenuu ocanka coneit 8 ®CB-T(x25) nporpets ero npu temneparype 37 °C go non-
HOTO PaCTBOPEHHS OCAKa H Nepe/l pa3BeACHHEM OXAUTh 10 TemmepaTypbl 26 °C.

B 3aBHCHMOCTH OT YKCJIa HCMIOJIb3YEMEBIX CTPHNOB 0TOGpaTh HEO6X0AMMBIH 06bEM KOHLIEHTpa-
ta (PCB-T) H n0BeCTH ero BoaO# OuHILIEHHOH 10 06bema, ykasaHHoro B Tabn. 1

Tabnuna 1

Pearent OGneM peareHTa, M1, Ha .....CTPHIIOB

1 2 3 4 5 6 7 8 9 10 11 12

®CB-T(x25) | 3 7 10 13 17 20 23 27 30 33 37 40

Bomaouu- | g0 | mo no ao no ao ao 1o h: (¢ ao Ao no
LICHHas 75 | 175 | 250 | 325 | 425 | 500 [ 575 | 675 | 750 | 825 | 925 | 1000

ToToBbiit pabounii MPOMEIBOUHBINA PacTBOP XpaHMTh NpH Temmeparype ot 2 1o 8 °C He Gonee
190 cyT, npu Temneparype ot 18 no 26 °C — ne 6onee 30 cyT.

Ipuzomoenenue ocmanbvHbIx peazenmoe

HUMMmyHOCOp6eHT, K*, K, PITPO, PPO, kousiorar, PU, cron-peareHT — roToBBI K IPUMEHEHHIO.
PITPO u PPO nepex ncnonb30BaHHEM TILATENBHO NEpEMELLIATb.

IlpoBenenne UPA ("pyunasn’ nocranoBka)

Brumanue! Cobniwodenue yKa3aHHbIX Hudce memnepamypsi U 6peMeHu UHKybayuu naan-
uiemoe Ha Kaxcool cmaduu noCMAaHo6KU KpaiiHe 8aXiCHO ONA NOJYYEHUR 00CMOBEPHbIX pe3yibma-
moe.

1. U3Bneys W3 nakeTa MUIAHILET, BCKPHIB €ro BhILIE 3aMKa «zip-lock» M yCTaHOBHTH Ha paMKy
HeoOxomuMoe s nposeaenus MDA komuyectBo ctpunoB. Hexcnonb3oBaHHbBIE CTPHIIBI HEMELNEHHO
NOMeCTHTh OOpPaTHO B MAKET C BJIAronoOrIOTHTENEM, YAAIHTh H3 HErO BO3AYX, IUIOTHO 3aKphITh «Zip-
lock» ¥ moMecTHTb B XONOAMNbHUK. XpaHEHHE BCKPHITOr0O HMMYHOCOPOEHTa BO3MOXHO MPH TeMMepa-
type 2-8 °C 10 ucTeueHHs cpoka rogHocTH Habopa.

2. B TpM IyHKH BHECTH KOHTPOJIbHBIE 0Gpa3ubl: B OAHY NYHKY (Hanpumep, Al) — 100 Mxn K', B
aBe nyHkH (Hanpumep, B1, C1) — no 100 mxn K.

ITpomoxon Me 1 (weiikep). B octansheie nyHk# BHecTH o 90 Mxa PPO u no 10 Mk uccneny-
eMbIXx 00pa3LoB, npeasapuTensHo pasBeneHHbIX 1:10 (cM. pasaen «IlpeaBapuTenbHOE pa3BeneHHe HC-
cnenyeMbix 06paslOB»); COJEepKMMOe JYHOK nepeMmeliars nuneTdpoBanHeMm. KoHeyHoe pa3BelneHHe
KaXxoro uccnenyemoro obpasua B nyHke cocraniaser 1:100.

& 000 LMPMM (2] INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU 7



Ipomokon M 2. B ocranbhbie 1yHKH BHecTH no 90 Mxi PITPO u no 10 Mk Hepa3BeZeHHBIX
neayeMbIx oOpasuoB; comepXHMOe JIYHOK nepeMellarth nunetupoBaHueM. KoHeuHoe pasBeneHue
oro uccneayeMoro obpasua B 1yHKe coctabaser 1:10.

BHecenHe o6pa3uoB Heo6Xx0IHMO NPOH3BOAMTDL He Oojiee, yem 3a 15 MuH.

IIpumeuanue. Ilpu nocmanoske HPA na ooHom cmpune donyckaemcs ucnoav3osams no |
AYHKe HA KaxCcOblli KOHMPOAbHLIL 0bpasey.

3. IIpomokon Ne 1 (weiixep). [1naniet 3aknents knefiko#t nneHko#, HHKyo6uposats 30 MHH B
TEpMOCTaTHPYEMOM 1lilefikepe npu Temmeparype 37+1 °C ¢ HHTEHCHBHOCTbIO nepeMemuBanus 700
06/MHH.

Ipomoxon M 2. [InaHuer 3aknenTsh Kieikod rienko#, HHKyOHpoBaTh 30 MUH npH TeMniepa-
Type ot 18 1o 26 °C.

4. [lo oxOHYaHHH HHKYOAUHH CHATH KJICHKYIO MIEHKY H MOMECTHTD €€ B EMKOCTb C Je3HH(H-
uupyromuM pactBopoM. C noMOIIBIO MPOMBIBATENs YAQIHTh COOEPXXHMOE NYHOK, 3 pa3a MpPOMBITh
NnaHLieT NPOMBIBOYHLIM PacTBOPOM, BHOCH B JIYHKH He MeHee 350 mxn pactBopa. [Ipu Hanu4uu npo-
MBIBaTEJIA, MO3BOMNSAIOIErO POH3BOAMTH NPOMBIBKY B pexume "Overflow", Hcnonb3oBaTh UMEHHO 3TOT
pexuMm. [To okoHYaHHH NPOMBIBKH OCTaTKH PacTBOpA yJAMHTh H3 JIYHOK, TOCTYKHBAA NMEPEeBEPHYTHIM
TJIAHIIETOM 10 CJIOKEHHOMN B HECKONBKO cioeB GHIILTPOBaIbHOH GyMare.

5. Bo Bce nyHkH nuaHuiera BHecTH no 100 MKN koHBIOTaTa.

6. IIpomoxon Ne 1 (weiixep). [Inaniner 3aknentb K1efkoii niaeHkoi, HHKy6uposatb 30 MHH B
TEPMOCTaTHpYeMOM Luefikepe npu Temnepatrype 371 °C ¢ HMHTEHCHBHOCTHIO nepemelinBanus 700
06/MHH.

Ipomoxon Ne 2. [Inaniuer 3akneHTs KieHkoit niaeHkoi, HHky6uposaTh 30 MHH NpH TeMnepa-
Type ot 18 10 26 °C.

7. C noMol1b10 NPOMBIBATENS YAATHTb COREPKHMOE JIYHOK, 3 pa3a MPOMBITh MIAHIIET KaK yKa-
3aHO B II. 4.

8. Bo Bce nyHku BHecTH no 100 MKJ pacTBopa MHAMKATOPHOrO M HEMEIUIEHHO NMOMECTHTD
NJaHLIET B 3alIHIIEHHOE OT CBETa MECTO.

IIpomoxon M 1 (weiikep). UuxybupoBars 25 MHH npH Temneparype ot 18 no 26 °C.

ITpomokon Ne 2. Unxybuposatb 10 mun npu Temnepatype ot 18 mo 26 °C.

He ucnonvzosame xnedixyio nienxky Ha oannom smane!

9. Bo Bce nyHkH (B TO# ke MOCNEeqOBAaTENbHOCTH, C KOTOPO# BHOCHJICS pacTBOp HHAMKATOp-
HbIt) BHecTH mo 100 Mk cTon-peareHTa, OCTOPOXKHO (MOCTYKHBAHHEM I10 MUIAHILETY) NepeMeLIaTh co-
JepXKUMOoe JTYHOK  He Goee yeM yepe3 10 MHH NPUCTYNHUTD K yUETY pe3y/ibTaToB.

Perucrpauun u yuer pe3yabTaToB

Pesynbratst MDA perucTpHpoBaTh ¢ NOMOLUBIO CHEKTPOGHOTOMETPa, H3MEPAA ONTHYECKYIO
nnotHocTs (OI) npu aByXx AnuHax BonH — 450 HM H 620-655 HM. [1pu otcyTcTBHH pedepenc-dunbTpa
Ha 620-655 M onTHuecky1o moTHOCTB (OIT) 3MepaTh npu AnuHe BoNHBI 450 HM.

Pesynbrathl UDA yuHTHIBAIOTCS MPH CNEAYIOUIHX YCIOBHAX:

cpenHee 3HayeHue Olly. — He menee 0,5;

cpenHee 3HayeHue Ollk. — He 6onee 0,2.

B npotiBHOM cnydae HccnenoBaHHe HEOOXOAUMO MOBTOPHTb.

Paccuntarth cpenHee apupMeTHYECKOE 3HAUCHHE ONTHYECKOH TIOTHOCTH B JIYHKaX ¢ OTpHUa-
TeNbHbIM KOHTPOJbHBIM 06pa3uoM (Ol k).

BoryucauTh KpHTHYECKOE 3HaYeHHe onTHyeckoi mnoTtHocTH Ollep k™ no popmyne:

Onxpm. = Oncp.K_ +A
rae A — x03¢HLIHEHT, KOTOPBIH yKa3bIBaeTCa I Kaxao# cepuu Habopa.
Beruncnute koapduunent nosurusHoctu (KIT) no popmyne:
KIT = OIlep, / Opyr.,

rae Ollygp. — 3HaYEHHE ONTHYECKOH IIOTHOCTH B JYHKE C KOHTPOJBLHBIM HIIM HCCIENYyEMbIM
obpasLom. '

OG6pa3zen y4HTBIBRIOT KaK NON0KHTeAbHBIH, ecnu Klyep > 1,1.

OG6pa3en y4HTbIBaIOT KaK oTpuuareabubiit, ecin Kllgsp < 0,8.

O6pa3en y4HTHIBAIOT KaK coMHHTeAbHbIH, ecin 0,8 < KIly, < 1,1.
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npu MONMYYEHUN COMHUTENBHOrO pe3y/bTata PeKOMeHAYeTCa MCCNefoBaTh CbIBOPOTKY Mauu-
ita yepes 2-5 aHei 04HOBPEMEHHO C MepBbIM 06pasLoM.
MoNyKoONMYeCcTBEHHbIN yueT pe3ynbTaToB (ONpefeneHne TuTpa)

TecT-cucTema No3BONSAET BbINOMHUTL ONPeAeNeHne TUTPa aHTUTeN B BbIABIEHHOM MOJIOXUTENb-
HOM o6pasLie. s 3TOro, Ha OTAe/IbHOM CTpure Heobxoammo nposecT VIOA ¢ COOTBETCTBYHOLLMM 00-
pasLoM B NocnefoBaTe/bHbIX ABYKPaTHbIX pasBefeHuAx ero pactsopom PPO ot 1:100 go 1:12800 npwu
NMocTaHOBKe Mo NpoTokony  1Ha weiikepe nnm pactsopom PIMPO ot 1:10 go 1:1280 npu noctaHOBKe
no npotokosny Ne 2.

MpoTokon M 1 (welikep). 19 NPUrOTOBNEHUA YKa3aHHbIX Pa3BefeHUIn B BEPXHIOK JTYHKY
cTpuna BHecTn 180 mkn pacteopa PPO, B ocTasibHble nyHKM cTpuna - no 100 mkn pacteopa PPO. 3a-
TEM B BEPXHIOKO NIYHKY CTpuna BHecTM 20 MK/ BbISB/IEHHOIO MOMOXMTENbHOro 06pasua, npeasapu-
TenbHO passefeHHoro B PMPO 1:10 (cm. pa3gen «[IMpeasaputesibHOE pasBefieHne uccneayembix obpas-
LIOB»), TLUATE/IbHO MepemMellaTb NuneTupoBaHvemM W nepeHectn 100 MK MOSYYEHHOro pasBefeHUs
(1:100) BO BTOPYHO NYHKY, TLATENILHO NepemMeLLaTb nuneTuposaHnem, nepeHect 100 MK NOMyyYeHHO-
ro passegeHuns (1:200) B TpeTblo NIYHKY M TaK - [0 NOCMefHeN NyHKU cTpuna. W13 nocnegHeli nyHKu
cTpuna otobpatb 100 Mk pa3seaeHus (1:12800) v cnnTb ero B Ae3NHDULMPYHOLLMIA pacTBop.

MpoTokon M 2. 1N NPUrOTOB/IEHNA YKAa3aHHbLIX Pa3BefeHWiA B BEPXHIOK SIYHKY CTpuUna BHe-
ctn 180 mkn pacteopa PIPO, B ocTasibHble NyHKM cTpuna - no 100 mkn pacteopa PI1PO. 3atem B
BEPXHIOKO JIYHKY cTpuna BHecT 20 MK Hepa3BefeHHOro BbISIBIEHHOIO MOMOXMWTENbHOro 06pasua,
TLLATEeNbHO MepeMeLlaTb NuUMeTnuposaHnem 1 nepeHect 100 MK Mony4veHHOro passefeHuns (1:10) Bo
BTOPYHO NYHKY, TLLATENbHO MNepemMeLlaTb NUneTupoBaHnem, nepeHect 100 MK NoMy4vYeHHOro passefe-
HUa (1:20) B TpeTblo NIYHKY W TaK - A0 MOCNeAHeRn NyHKW cTpuna. M3 nocnefHelt NyHKM cTpuna
oTobpatb 100 MKn pa3sedeHus (1:1280) 1 CAnUTb €ro B Ae3MHPULMPYOLLNIA pacTBop.

Tutp IgG (npoTokon Ne 1, weikep) Tutp IgG (npoTtokon Ne 2)
A 1:100 1:10
B 1:200 1:20
C 1:400 1:40
D 1:800 1:80
E 1:1600 1:160
F 1:3200 1:320
G 1:6400 1:640
H 1:12800 1:1280

[anee npoectn MPA Kak ykazaHo B Nn. MNMposegeHne NPA ("pyyHas™ nocTtaHOBKa) B COOTBET-
CTBWM C BblBGPaHHbLIM MPOTOKO/IOM.

Tutpom IgG K SARS-CoV-2 cunTaeTcs MakCMMa/ibHOe pa3BefleHne, Npu KOTOPOM B COOTBET-
CTBYHOLLIEV NyHKe 3HaueHme Kioop. >1,1-

I‘Ipvlmeanme. TI/ITp, KI-3To YCNOBHbIE BE/INYNHBLI KOIMYECTBAa aHTWUTEN B CbiIBOPOTKE
(nnasme) kpoBn K SARS-CoV-2, 3aBUCUT OT KOHCTPYKUUN TECT-CUCTEMbl, a Tak>e 0T cnoco-
608 TWNTPOBaHNA NpacyeTOB, MO3ITOMY B TECT-CUCTEMaAX Pa3/INYHbIX I'IpOI/I3BO,EI,I/ITe]'IeVI 3HadyeHn4d
TuTpos, KM nccnegyemoro o6pasya MoryT pasimyaTbes

OnpepensemMoe 3HavyeHMe TUTPOB uccnegyemoro obpasya Habopom «NDPA-8/1k3-CoY-2-
AHTN-G» B 3aBUCMMOCTMU 0T Bbl60pa NnpoTOKO/la nccnepoBaHnA, cnocoba TWNTPOBaHNA 0T NNYa-
eTca.

MosToMy MOBTOPHOE UccnegoBaHne 06pas3L,0B NaUNeHT OB, Y KOTOPbIX 6blM 06HAPY>KEeHbI
aHTunTena K SARS-CoV-2, ¢ LUenblo MOHUTOPUHIa TUTpPa aHTUTEN U KoshhpurumneHTa NO3NTUB-
HOCTMW - NPOBOANTbL MO TOMY XX € NPOTOKONY aHanu3a, 4TO UCNONb30Basica paHee.

MOCTAHOBKA C NCIOJIbBOBAHVNEM NDPA-AHANTN3ATOPOB
MoaroToBuTL NPUGOP B COOTBETCTBMM C WMHCTPYKUWME MO ero aKcnayaTauuv, BBECTU Mpo-
rpamMmy aHasm3a, COOTBETCTBYIOLLLYH MCMO/Mb3YEMOMY HaGopy, ¥ MPOBECTM aHaNu3.

OMrPAHNYEHWA
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HaGop pearentoB HeAb3s HCIOMABL30BATH VIS NOCTAHOBKY AHATHO3a KOPOHABHpYCHAA HHQEKLUHA
S-CoV-2. Jlns nocTaHOBKH HOHArHo3a HeoOXOAMMO HCHONB30BATD KOMIUIEKC KIHHHYECKHX H

mabopaTOpHEIX HecneaoBaHMH.
HaGop pearcHTOB BHIABMAET aHTHTeNa knacca G k kopoHasupycy SARS-CoV-2 Tonexo B

/ | ChiBOPOTKE HIH IUIAZME KPOBH YCSIIOBCKA,

/

Ha savansHo# cTamuu pa3BUTHA KopoHaBHpycHoli mupexnuy COVID-19 (ot nepsoro axa no
14-ro ¢ MoMeHTa mposABNeRHd Nepphix cuMnToMOB COVID-19) MoxeT 6uITE NOMYYEH NOXHOOTPHLA-
TensHu# pesynbTaT HPA, Tak KaK THTp aBTHTEN Knacca G B aHANIH3HpYeMBIX ofpa3iiax MoxeT ObiTh
HIDKE onpeieseMoro yposHa. IlosToMy npH NOAO3peRHH Ha 3apaxeHHe KopoHaBHpycHoH ubdekunelt
COVID-19 pexomenayercs B AaNbHEHIIEM NPOBECTH TECT NOBTOPHO Yepe3 ABC HEACNM.

Antirena xnacca G k koporasupycy SARS-CoV-2 MoryT GHITh HE BHIABICHBI NPH HEKOTOPHIX
HMMYHOCYIIPECCHSX.

Hannune mim orcyrerHe anTHTen KAacca G k koporasupycy SARS-CoV-2 ne xoppennpyer ¢
HannyueM uin orcyrcreueM PHK koponasupyca SARS-CoV-2,

OKOHYATESNIBHEIH AHArHO3 MOXET OLITH YCTAHOB/ICH TONBKO HA OCHOBRHAM PE3YNBTATOB CEPOsNIO-
radeckoro Tecta. [lpu ycTaHOBICHHK AMArHO38 CAEAYET YYMTHIBATH SNHACMHONOIHYECKHE H KIMHHYe-
CKHe NPOABNCHAA 3a00NCBaHUE, a TAKKE Pe3y/bTaTh APYTHX NabopaTopHbIX TecToB (B uacTHocTH, [TLIP
HCCNICNOBAHUA).

CPOK I'OJHOCTH
Cpok romocts HaGopa - 2 roaa. HaGop ¢ ncrexkimmmM cpokoM TOAHOCTH IPHMEHEHHIO He MO/
NEXUT.

XPAHEHHME H TPAHCIIOPTHPOBAHME

Xpanenue

3aMopakHMBaHHE HE JONMYCKAeTCA.

Xpanenue HaGopoB AONMKHO OCYIIECTBAATLCA B XONOAHNBHBIX KaMepax HJIH XOJOJHIbHHUKAX,
00ecreYHBAIOINUX  PETIAaMCHTHPYEMEIH TEMMEpaTYpHBI PpEXHM, B YNakOBKe MpPeANpUSTHSA-
M3TOTOBUTENS NMPH TeMnepatype ot 2 sio 8 °C B Teuenne BCEro Cpoxa roAHOCTH.

Honycxaerca xparenue ®CB-T(x25) u cron-pearenra npu TeMneparype 2-30 °C.

TTocne BCKPHITHA YNAKOBOK HEHCIIONb3OBAHHKE PEAreHTHl AOMYCKAETCA XPAHHTE B INIOTHO 3a-
KPHITHIX YTIAKOBKAX B XOMOAMABHLIX KAMEPAX HIH XONOAMILHHKAX, 00eCNeUHBAIONINX PerIaMEeHTUHpYe-
MBIl TeMIIepaTypHbilt pexuM, npr TeMneparype or 2 10 8 °C 10 ucTeueHHA CPOKA FOAHOCTH.

Tpaucnopruponanue

3amMopaskuBaHHe He pomycKaerca. TpaHcnoprupoparne HabopoB — npu Temneparype ot 2 1o 8
°C TpascmopTOM BCEX BHAOB B KPHITHIX TPAHCIIOPTHBIX CPEACTBAX B COOTBETCTBHM C NMPABH/IAMY NEpe-
BO30K, JeliCTBYIOIMME HA TpaHCIOpTE JaRHOro BuAa. JlomyckaeTcs TpaHCIIOPTHPOBAHKE NP TeMnepa-
Type ot 9 20 26 °C B Teuerme 15 cyr.; npu Temneparype ot 26 ao 30 °C - B reuennue 5 cyT.

YCHIOBHA OTIIYCKA
Ana yupexnenuit 3apaBooXpaHeHu .

TAPAHTHUMU ITPOUIBOAMTESL

Ha6op pearentoB «Tecr-cncrema HMMyHodepMeHTHAS A1 KAYECTBEHHOTO H MOJYKOJAHYE-
CTBEHHOT0 BhigBacaug apruTen Kiaacea G Kk SARS-CoV-2» (ADA-SARS-CoV-2-AuTu-Gn», coot-
BerctByer TY 21,20.23-317-70423725-2021, HaunonansuuM crannapraM PO u HOpMaTHBHEIM JOKY-
MEHTaM B 4acTH TpeGopaHui 6e30macHoCTH ¥ 3hPeKTHBHOCTH,

[IponspoauTens rapaHTHpyeT COOTBETCTBHE BHIMYCKAacMBIX M3Aenuif TpeGOBaHUAM HOPMATHB-
HOM H TeXHMYeCKOH JOKyMeHTALHY.

Be30nacHOCTE H KagecTBO H3ASNUA FAPAHTHPYIOTCA B TEICHHE BCETO CPOKa FOJHOCTH.

ITpousBoautTens OTBeyaeT 32 HENOCTATKH M3MENAA, 32 MCKIOYEHHEM AS(EKTOB, BOSHUKIIMX
BCIIEACTBHE HapyleHHs NMpaBHiI NOJb30BAHKA, YCIOBHH TPaHCIIOPTUPOBAHHSA U XpaHeHMS, G0 aeli-
CTBHA TPETHHX AHMLL, THOO HETIPEOAONHMON CHIIBL.

[ipouspoaurems 06a3yercs 3a CBOM CUET 3AMEHHTE H3JECAHE, TEXHHYECKHE H GYHKUUOHATBHEIC
XapaKTepHCTUKM (NOTpefuTeNbCKHe CBOACTBA) KOTOPOrO HE COOTBETCTBYIOT HOPMATUBHON H TEXHHYC-
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[OKYMEHTaLMW, ecniv yKaszaHHbIe HeOCTaTKW ABWINCL CNeLCTBMEM CKPbITOrO Aetekta mMaTepua-
/0B TN HEKAYEeCTBEHHOI O U3rOTOB/IEHUSA U3AENNA MPOU3BOSUTENEM.

Mo Bonpocam, Kacarowmmcs Kavectea Habopa «MPA-8AKB-CoY-2-AHTU-C», cnepyet obpa-
warbca no agpecy 142530 MockoBckasd 061., I. DNeKTporopek, yn. bygeHHoro, 4. 1-1a, 3A0 "3KO-
na6"; Ten. 8(49643) 3-23-11, 3-30-93, 3-30-85, 8-800-333-33-47, ekolab-sekretar@mail.ru.

Mpn NpegbsBNeHUN peknamaumMn no MoBofdy HEeCOOTBETCTBMS (PU3UYECKMX M CreunnyecKmnx
XapaKTepucTMK Habopa peareHTOB 3asB/IEHHbIM A/ NPoBeAeHNss 00BEKTUBHOIO pacc/iefoBaHNA npouns-
BOAMTENEM NPUYNH HECOOTBETCTBUA NOTPEOUTENb AO/MKEH NPELOCTaBUTb:

1 Habop peareHTOB TOW Cepumn, Ha KOTOPYIO MPeabsBASETCA peknaMaLus;

2. CNopHble 06pasLbl UcCnefyeMoro Matepuana naumveHToB (CbIBOPOTKA, Niasma v np.);

3. NPOTOKO/bl aHa/IN3a C YKa3aHNeM HavMeHOBaHWSA, CepUN U CPOKOB MOAHOCTM UCMO/b30BaHHO-
ro Habopa peareHToB.

4. NPOTOKO/bI UCCNe0BaHNA C UCNOMb30BaHNEM APYTMX MeTOA0B/HAbOPOB peareHToB C yKasa-
HWEM Cepvn, CPOKOB rOLHOCTM, NMPON3BOANTENSA NPUMEHEHHbLIX HAOOPOB peareHTOoB.

CMBO/1bI, NCIMOJIb3YEMBIE HA ¥YTIAKOBKE U STUKETKAX

(AVAD) TOoNbKO ANa AMArHOCTUKM in vitro

OcTopoxkHO! O6paTUTeCh K MHCTPYKLUMN
A Mo MPVYMEHEHUIO

buonornyeckas onacHoOCTb

X XpaHuTb Npu™emnepartype

Onpektop 3A0 "3KOnab" no Hay4Hol paboTe apfaHsibl
["eHepabHbIN ANPEKTOP

000 «BbIMMNEN-MEAUEHTP» .K. BapHaBnuyc
« o~ 2022 T.
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KPATKASA HOA
(«HDA-SARS-CoV-2-AuTR-G»)

Y1 HeH

Tporoxon anaausa M 1 (mekixep) I IIpoTokea N2

B ayaky Al - 100 mxn K, Baynky Al - 100 Mmxn K,

B nyHkH Bl, Cl1 =no 100 mxn K B ayHku B1,Cl —no 100 mxn K

B ocranbHele AyHKH no 90 Mxn PPO u no J B ocranshbie ayaxu no 90 mxn PITPO u no
10 mxu1 mpenBapuTensHO pasBeaeHHBIX | 10 MK HepalseAeHHRIX HccneAyeMBX 00-
HCCNeRYEMBIX 00pasnos pasuoB

30 mun, 37 °C, 700 o6/Mun 30 mMun, 18-26 °C

3 pa3a NPOMBIBOYHLIM PACTBOPOM

BO B¢e NyHKH mo 100 MKn KOHBIOTATa

30 mun, 37 °C, 700 o6/mun . J 30 mun, 18-26 °C

3 pasa NPOMBIBOYHEIM PACTBOPOM

no 100 Mx pacTBOpa HHAMKATOPHOIO B KAKAYIO TYHKY

25 mun, 18-26 °C, B TeMHOTE J 10 »oum, 18-26 °C, B Temuore

no 100 M2 cTON-peareHTa B KKAYIO JYHKY

OI1 npk AByX AnMHAX BOAH — 450 uM H 620-655 uM
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MpOlHYpPOBaHO,, NPOHYMEPOBAHO
W CKpEM/IeHo NnevaTbio

N mcT
tokTop 3A0 ""3KOna6"
[aweHko T.K0.
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