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1. OO0mas xapakrepucTuka Hadopa

ITonHoe HauMeHOBaHUE

"Habop asst BBIABICHUS HMMYHOTJIOOY/IMHOB Kitacca G
(IgG) x koponasupycy SARS-CoV-2
umMmyHo(pepMeHTHBIM MeToioM" — «SARS-CoV-2-IgG-
ELISA» mo TY 21.10.60-001-83076696-2020, cepumu:
5AT.8.1ns, SAT.8.1ns-12.

COKpaH_IeHHOC HaMMCHOBaHHC

SARS-CoV-2-IgG-ELISA

Karanoxusiii Homep

AL-EL-5

Cpok rogHoCTH Habopa

1rox

Juana3on o6Hapy>keHus

[TonykonuyecTBeHHBIN: pacyeT kodddunrenrta
MO3UTUBHOCTHU

Jlnarnoctuueckue XxapakTepUCTUKI

Jlmarnoctuueckasi 4yBCTBUTEIBHOCTD - 98,1%
JA: 90,0%; 99,7%

Jmarnoctuueckas cerupuIHocTs - 99,0%
JU: 94,7%; 99,8%

KonTponbHble 00pasiisl

2 (BXOIAT B cOCTaB HAboOpa)

OO1ee Bpemst TPOBEICHUS aHATN3a | 75 MUHYT
Cxema npoBeCHHS aHaIM3a JIByXCTaMAHBIN
0O0bEM OHUOJIOTMYECKOTO
Marepuaia

P 10 mx

JUTSI aHaJTM3a (CBIBOPOTKA/TuTa3mMa
KpPOBH)

Hab6op paccuutan Ha 96 onpeneneHuil BKItoyas
KOHTpPOJH. JIJi py4HBIX U aBTOMATHU3UPOBAHHBIX
METOJIUK

KonuuectBo onpenenenuit

Tpebyercs npeaBapuTenbHas NOArOTOBKA paboyero

['0TOBHOCTH KOMITOHEHTOB HaboOpa
pactBopa npomsiBoyHOro 0ydepa (I1bd). Octanbubie

K HCII0JIb30BAHHUIO

KOMITOHEHTHI HA00Opa TOTOBBI K UCIIOJIb30BAHUIO.

[Inanmer ynakoBaH B IUIACTUKOBBIN (POJIBIMPOBAHHBIN
YmakoBka
MTaKeT C 3UMIEPHBIM MEXaHU3MOM 3aKpbIBAHHUS.

Wuctpykuus no npuMeHeHuto Habopa SARS-CoV-2-

SKCHHyaTaI_II/IOHHaH JOKYMCHTAaIUA IgG—ELISA V/01-04-21

2. Ha3znauenue HaOopa

Ha6op «SARS-CoV-2-IgG-ELISA» mnpeaHazHaueH sl MOJTYKOJUYECTBEHHOTO OIPEACIICHUS
UMMYHOTTIOOYTHMHOB Kitacca G K penentop-cBsizbiBaroiieMy gomeHy (RBD) moBepxHocTHOTO
riukornporenHa S (spike) koponaBupyca SARS-CoV-2 B cbIBOpOTKE WM TJIa3Me KPOBH YeJIOBEKA
U PEKOMEHJIyeTCs Ul OLICHKM HAJIMYUSA U JUHAMMKHU aJalTUBHOIO T'yMOPaJbHOTO MMMYHHOT'O
OTBETA, in Vitro AMarHOCTUKH U MPOBEICHHS SIUIEMHUOIOTMUECKUX UCCIIETOBaHUM.

2.1.  AKTyaJnbHOCTb MPOOIEMBI

[upokoe pacnpocTpaHeHue HOBOH KopoHaBupycHOM uH(pekuuun COVID-19, Bbi3biBaeMoi
BupycoM SARS-CoV-2, mocraBuio mepen METUIIMHCKHUM COOOIIECTBOM CIIOKHBIC 3aJauu,
CBSI3aHHbBIE C OBICTPON W JOCTOBEPHOM TUArHOCTUKOW M 3(P(EKTHBHBIM JIEYEHHEM NAI[UEHTOB C
nanHoi mHpeknuei. K Hanbonee omacHBIM OCIOXKHEHHUSIM, CBSI3AHHBIM C BBICOKMM YpPOBHEM
cmepTHOCcTH cpenn nanueHToB ¢ COVID-19, naxonsmuxcst mox HaOMIOJAEHHEM B OTACICHUSIX
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WHTCHCUBHOW TEpamuM, OTHOCHTCS OCTPBIA pecrnuparopHbiii auctpecc-curapom (OPJIC).
OcnoBuyto posib B maroreHe3e OPJIC wurpaer M30BITOYHBIM OTBET MMMYHHOW CHUCTEMBI, B
pe3ysbTaTeé YEro MOXKET pa3BUBATbCSl CHHAPOM CHCTEMHOM BOCHAJIMTENBHOM peakuuu
(IMTOKUHOBBIH LITOPM).

Takast crierdrka BUpYyCHOTO 3a00JI€BaHUs IOJPa3yMeBaET BHIPAOOTKY aHTUTEN K KOMIIOHEHTaM
BUPYCHBIX 4acTHIl. BbIsBIEHHE 3THX aHTUTEN MOATBEP)KIAeT MepeHeceHHOe 3a0oyieBaHue WU
0ecCUMIITOMHOE€  HOCHTEIBCTBO M CBHJAETENbCTBYET O  HaJM4YUM  HMMMYHHTETA.
[Ipono/KUTENIbHOCTE M MHTEHCUBHOCTh MMMYyHHTeTa K SARS-CoV-2 B Hacrosdiee Bpems
M3YYEHbl HEJOCTAaTOYHO, MOSTOMY B CiIy4ae MOBTOPHOW Yrpo3bl 3a00jieBaHUS MOTYT OBITh
IIPOBEJCHBI IOBTOPHBIE UCCIICOBAHMUS.

2.2. Meroabl AMArHOCTHUKY HOBOW KopoHaBupycHoU nHpexmu COVID-19

[TepBonavansho ¢akt uHGuupoBanuss SARS-CoV-2 MoxeT ObITh MOITBEPKICH BBISIBICHUEM
PHK B030ynuTesns B 6M010rHyecKux npodax nalunueHTa, TaKUX Kak OpOHX0aIbBEOJSIPHBIN JIaBaX,
MoOKpoTa, Ma3ku u3 potornioTku. PHK SARS-CoV-2 MoxeTr ObITh IHarHOCTUPOBaHA C MEPBBIX
JHEH T10CIIe 3apakeHUs U SIBJISIETCS JOCTaTOYHO YyBCTBUTEIIBHBIM HCCiel0BaHuEM. B HacTosee
BpeMs JIaHHBIE TECThI IHUPOKO UCIOIb3YIOTCS U PEACTaBICHbl HAOOpaMU Kak 3apy0eKHOTro0, TaK
Y OTEUYECTBEHHOr'0 IPOU3BO/CTBA. [[penMyIiecTBEHHO IPUMEHSIOT TecT-cucTeMbl popmara [1L[P-
RT u LAMP (nietneBast usorepmasibHas aMIUTM(PUKALUSA).

Henocratkamu auarnoctuku Ha ocHoBe IILIP sBnsieTcs TO, 4TO MEPCUCTEHIINS BUPYCA B TKAHAX
HaOmogaeTcst Kopotkoe Bpems. [lo pesynbpraTam uccnepoanuii, 90% tectoB Ha BupycHyto PHK
SARS-CoV-2 B Ma3kax W3 HOCOIJIOTKM CTAHOBSTCS OTpUUATENbHBIMHM crycTs 8-10 mgHel or
HOSBJICHUS] CUMIITOMOB, M, TakuM oOpaszom III[P TtecT-cuctembl MoOryr naBaTh JIOKHO-
OTpHLIATENIbHBIE PE3yJIbTaThl B 0oJiee MO3HUH Mepuo nocie 3apaxeHus. Kpome toro, J105kHO-
oTpuuarenbHble pe3ynbraTtsl I[P Tecta MOryT ObITh HOJYy4YEHBI TP OECCUMITOMHOM TEYEHHUU
3a00J1eBaHus y NalUEHTAa.

OTHX HEJOCTAaTKOB JIMIIEHBI CEPOJIOrHYECKHE METOJbl MUCCIIEJOBAHUSI HA OCHOBE JAMArHOCTUKH
crenupuiYecKkux aHTuTeN (MMMYHOITI00YnHHOB) K Bupycy SARS-CoV-2. Meroas! onpesenenus
CBIBOPOTOYHBIX AHTHUTEN BKJIIOYAIOT UMMYHOXpOMAaTOrpaduio ¢ KOJIOMAHBIM 30J0ToM, MDA,
XEMIIIOMUHECLIEHTHBIH UMMYyHOaHanu3 u T. 1. Cneuuduueckue anturena IgG nosBisioTcs B
KkpoBH narueHToB ¢ SARS-CoV-2 yxe yepe3 12 qHell nocie nosBIeHUs CHMIITOMOB U MOTYT OBITh
oOHapyXeHbl JUIMTENbHOE BpeMs, NpU 3ToM TUTp creuududeckux antuten IgG B daze
BBI3/I0pOBJIEHUS IPUMEPHO B 4 pa3a Bhllle, yeM B ocTpoit (aze. [lonoxurensbHblil cienupudeckuit
IgG MoKeT uCnoIB30BaThCS B KAUECTBE KPUTEPUS AMATHOCTUKH Y ALIMEHTOB C MIOJO3PEHUEM Ha
COVID-19 ¢ orpunaTenbHbIM aHAJIW30M Ha HaJIMYM€ HYKJIEMHOBBIX KHUCIOT, JUIsl BBISIBICHUS
OeccumnToMHBIX U cTepThix ¢Gopm COVID-19, omnpenenenuss MNpoAOTIKUTENBHOCTH U
uHTeHCUBHOCTH UMMyHHUTeTa K SARS-CoV-2, a Takxke mis ompeneneHus MOTEHIMATbHBIX
JIOHOPOB IU1a3Mbl, KOTOpasi MOXET OBITh UCIIOJIb30BaHa B Tepanuu Tsxenbix Gopm COVID-19.
Kpowme Toro, nocienHuii HaydyHble UCCIIEI0BAaHUS TOKA3bIBAIOT, 4TO aHTU-RBD anTuTENa kiacca
G ABJISIOTCA BUPYC-HEUTPATU3YIOIMMH aHTUTENIaMH. DTO O3HAYaeT, YTO TaKHE aHTUTeNa (aHTH-
RBD anTtutena xnacca G) ¢ BBICOKOH CTETEHBIO CHEIM(PUYHOCTH BBISBISIIOT B CBIBOPOTKE KPOBU
4eJ0BEeKa aHTHTeNa, OoKupyromue B3aumojeiicteue Bupyca SARS-CoV-2 ¢ penentopamu Ha
MOBEPXHOCTH KJIETOK. Takum o0Opa3om, TeCT-CUCTeMa O3BOJISET BBIIBUTH B OPraHU3Me He 001ne
aHTHUTeNla K BUPYCY, a ONpEAENUTh HaJIW4YHe y 4YeloBeKa MMEHHO aHTHUTEN, OIpeaessouInX
HanpspKeHne UMMYHHOTO oTBeTa mpoTuB SARS-CoV-2.
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3. IlpuHumMn merona

Ha6op «SARS-CoV-2-IgG-ELISA» npencrasinsier coboii TeCT-CUCTEMY, Ha OCHOBE METO/IA
HENnpsAMOro TBEpA0(}ha3HOro UMMYHO(PEPMEHTHOTO aHan3a. Ha JHe TyHOK MOJMCTHPOIOBOTO
pa3bopHOro / Hepa30OPHOTo TUTAHIIIETa HAHEeCEH peKoMOMHaHTHEIN anTured (RBD- 6enok)
Bupyca SARS-CoV-2, KoTopblil BO Bpems rporecca HHKYOaluy B3auMOCHCTBYET C aHTUTEIaMU
K SARS-CoV-2, mpucyTcTByOIMUMH B UCClIeyeMoM oOpasiie. Jlanee k 0Opa3oBaBIIeMycst
MMMYHHOMY KOMIUIEKCY 100aBISIOT MEUEeHbIE pepMEHTOM (NIEPOKCHUIA301 XpeHa) aHTUTeNa K
uMMyHor00ymrHaMm venoBeka kinacca G (IgG). ITocne npoBenenus cyocTpar-GpepMeHTaTUBHON
peaKIuu ¢ yuacTueM XpoMmoreHa (TerpameTiiioen3uauia, TMB), mpoBoasT y4eT Mony4eHHbIX
pesynbraToB. [Ipu Hanmuunu B 06pasie crenududecknx anTu-RBD nuMMyHOTI100ymMHOB

kiacca G (IgG) k SARS-CoV-2, ypoBeHb ONTHYECKOW IJIOTHOCTH MPOLIEAIICH pPeaKiuu
IPEBOCXOIUT TIOKA3aTeNd OTPUIATEIBbHBIX KOHTPOJIBHBIX OOpa3lloB, M MPONOPLUOHAJTICH
COJIepKaHuIo B 00pasiie cenupuiecknx aHTuTen kinacca G.

4. OOgacTb npuMeHeHns: Ha0opa

Ha6op «SARS-CoV-2-IgG-ELISA» npenHa3HaueH A UCHIOIb30BaHUS B KIMHHYECKOMN
naboparopuoit nuarHoctuke. Habop «SARS-CoV-2-IgG-ELISA» ucnons3yeTcs 1715 BBISBICHUS
cneunpuyeckux antu — RBD ummynorno6ynunoB kinacca G (IgG) k koponaBupycy SARS-CoV-
2 y Bcex jul Oe3 orpaHudeHus mnosia U Bo3pacra ¢ cumnromamu OPBU wmnm Ge3. HabGop
«SARSCoV-2-IgG-ELISA» mnpenHa3HaueH HCKIIOYUTEIBHO UISI  MPO(ECCHOHAIBLHOTO
UCTIONIB30BaHus. TOJIBKO ISl AMATHOCTHKH 1N Vitro. [ MEeTUIIMHCKUX OpraHnu3aluii HE3aBUCHMO
OT OpPTraHU3aIMOHHO-TIPAaBOBON (POPMEI.

5. IloTeHuHAJIbLHBIE NOJIb30BaATEIN

I[J'I}I BBIITOJIHCHUS aHAJIN3a C UCIIOJIB30BAHUEM JAHHOI'O Ha60pa pe€arcHToB HCO6XOI[I/IMO y4qacCTue
CIICIHUAJINCTOB HEC MOJIOXKE 18 neT ¢ BBICHIUM WA Ccp€aAHuM MCIULIMHCKHUM, 6I/IOJ'IOFI/I‘ICCKI/IM NJIn
HNHBIM O6pa3OBaHI/ICM, HC UMCIHOIIIUX MCAUIINHCKHUX HpOTI/IBOHOKa3aHHI>'I K BaKIIMHaIluHu, JICUCHHUIO
crnenupuYecKuMH MpenapaTaMi U K padoTe B CpeAcTBaxX MHAMBHAYaJbHOM 3amuThl. [lepconan
JOJIPKCH UMCTh HaBBIKU pa60TI>I C 6I/IOXI/IMI/I‘~IGCKI/IMI/I peaKTI/IBaMI/I n COBpeMeHHBIM JIa60paTOpHBIM
000pyTIOBaHUEM.

6. IloxkazaHusl U MPOTHBONOKA3AHUSA K IPUMEHEHUIO HAa0opa

[Tokazanuem k mpumeHenuto Habopa «SARS-CoV-2-IgG-ELISA» sBnsercs HeoOXOAMMOCTb
BbIsIBIIEHHSI UMMYHOTTI00yniHOB kiacca G (IgG) k koponaBupycy SARS-CoV-2 B cbIBOPOTKE WK
IU1a3Me KPOBHU YeJIOBEKa B KauecTBe MOMOUIM B AuarHocTrke nHpekuuu COVID-19.

Hanuuue antuten xmacca G k RBD nomeny S1 cyOwveamnunsl cmaiik 6enxka SARS-CoV-2
MO3BOJIIET ONPENEIUTh UMMYHHU3ALMIO K IEPEHECEHHOMY BUPYCY, HAIPSDKEHHOCTh MMMYHUTETA
(TuTp BUpycHeWTpanu3yomux autu-RBD antuTen) y nepe®osneBmnx Uiy BaKIIMHUPOBAHHBIX.
[TpoTuBonokazanuii u modouHsIX 3¢ dexToB mpu padote ¢ Habopom «SARS-CoV-2-1gG-ELISA»
He BbIsiBIeHO. Habop «SARS-CoV-2-IgG-ELISA» npennazHadeH TOJIBKO UIsl OJTHOKPATHOTO
MPUMEHEHHUS 110 Ha3HAUEHHUIO.

7. AnHajausupyemblie 00pa3ubl
7.1.JIns1 mpoBeeHUsT UMMYHO(EPMEHTHOTO aHaJIM3a AOMYCTUMO HUCIIOJIb30BAaHUE HATUBHBIX
00pa3IloB CBIBOPOTKH, IJIa3Mbl KPOBU YeNOBeKa. B KadecTBe aHTHUKOATYJISTHTOB
normycTuMo ucnonb3oBath: D[ITA-K2, renmapun (HaTpueBas coib), mutpaT HaTpus 3,8%.
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Ananmutruecknii 06beM obpasma - 10 MKIJI. 00pa3ioB CHIBOPOTKH IIM TUTa3Mbl KPOBH.
Tpebyempblii TeMIepaTypHbIH PeXUM XpaHeHHs 00pa3lioB CHIBOPOTKHU M TUIa3MBbL: +2...+8
°C no 5 nueit unm -18...-22 °C no 6 mecsues.

7.2 .MaTepdepupyromme BenecTna.
C I0CTOBEPHBIM PE3yJIbTATOM MOTYT OBITh MCCIIEIOBAaHBI 00pa3iibl, conepsxkamiue 10 50
MI/IJI  TPUTIHMIEPUIOB  (THOEpaunuaeMus), remorgooumn g0 1000  wmr/mn
(reMonM3upOBaHHbIE 00pa3Iibl), OUIUPYOouH 10 60 Mr/I1 (MKTEpUYHBIe 00pa3Iibl).

8. HOI{I‘OTOBKa AHAJIU3UPYEMBIX oﬁpazuos AJIA HCCJIeA0OBaHUusA

Ilepen mocTaHOBKOW ucCCienoBaHUs C HUcHoyib3oBaHWEeM Habopa «SARS-CoV-2-IgG-ELISA»
00pa3ipl, XpaHUBIIUECS XOJOAMIBHUKE WM MOPO3HIBHONH Kamepe HE0OXOAMMO Pa3MOPO3UTh
npu Ttemneparype ot +18...425 °C wu TmarensHo nepemewats. llepen mnposeneHuem
UCCIIEIOBaHUS HEOOXOJMMO TPOBECTU HEHTPUPYTHpPOBaHUE O0pa3LOB B TeueHHe 15 MUHYT Ha
ckopoct 3000 o6/MuH. He pmomycTMMO UCHONB30BaTh MJIsi HUCCICIOBAHHS OO0paslbl C
BBIPQXEHHBIM TE€MOJIM30M HIM XHJIE30M, a Takke o00pa3lbl B KOTOPBIX MPUCYTCTBYET
OakTepUuaIbHBIH pOCT. He JOITYCTHUMO MIPOBOAUTD MOBTOPHBIE IIUKJITBI
3aMOpaKUBaHUs/OTTaUBaHUs 00pa3IIoB.

HeoOxoaumelii 00beM HcciieyeMoro oopasiia ChIBOPOTKH WIIH TUIa3Mbl KPOBU JIJISl aHAJIN3a PaBEH
10 mxin. Antuxoarynsatel DJITA-K2, remapun (HatpueBas coib), uurpaT Hatpus 3,8% He
BJIMSIFOT HA PE3yJbTAaThl aHAIH3A.

9. Cocras Ha0dopa

HaumenoBaHmue Oo6bem, | Koa-Bo, Onucanue
MJI IIT.

NmmyHOCOpOEHT, maHieT 96- - 1 IJJAHUIET B IUIACTUKOBOM
JTYHOYHBIH, MOJTUCTUPOIOBBIN, ($OJIbrUpOBaHHOM IAKETE, T'OTOB
paszbopHsIii 12 crpunoB*8 myHok / K UCITOJIb30BaHUIO
Hepa3oopHbll, 96 myHok (MC)
[TpombiBouHBIM Oydep, 25x 29 1 npo3paydHasi OeclBeTHast
koH1eHTpar, ([Ibg) JKUIKOCTD
PactBOp miis pazBeneHus 17 1 [IpO3payvHast >KUJIKOCThb
ceiBopoTkH, (PPC) ¢uoneToBoro 1Bera
MomnoxknoHanbHble anTUTENA K [gG 17 1 MpO3payvHast >KUJAKOCTh CBETJIO-
YeJlIoBeKa, KOHbIOTUPOBAHHBIE C PO30BOI0 MJIM CBETJIO-
MEePOKCUIa30M XpeHa (KOHBIOTaT) OpaHXEBOIO I[BETA
PactBop TeTpamermiiOeH3uANHA B 17 1 OecrBeTHAS MU OJIETHO-KEITast
cyocrparaom 6ydepe (TMB) [Ipo3pavHast JKUIKOCThb
0,5M pacTBOp CEpHOI KUCITOTHI 17 1 npo3pavHasi OecIBeTHas
(Cromn-pearenr) KUIKOCTh
[TonoXuTenbHBIA KOHTPOIBHBIN 1,3* 1 MpO3pavHast >KUJAKOCTh CBETJIO-
obpazerr (K+) KpacHOTO IIBETa
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OTtpunareabHbIi KOHTPOJIBHBIH 2% 1 IIPO3payvHast ) KUJIKOCTb CBETIIO-
obpaszern (K-) JKEJITOTO IIBETA

[Tnenka a1 3aKinenBaHUs - 3 -

IUTAaHIIETa

WMHcTpyKIus 110 IPUMEHEHUIO - 1 -

Habopa SARS-CoV-2-IgG-ELISA

* CyOcraHlus, coepsKaias / He coeprKalias HATUBHBIA WM peKOMOMHAHTHBIN XuMepHbIi IgG

yenoBeka (i ero ¢pparmMenThl) K anTureHaM SARS-CoV-2. KoHTpoIpHBIH OHOTOTHYECKHA MaTepHall
He conepxut p24 BUY-1, HBsAg, anturena k anturenam BUY 1,2, antutena k BI'C.

10.

10.1.

10.2.
10.3.
10.4.

10.5.
10.6.
10.7.
10.8.

10.9.

11.
11.1.

Heo0xoaumoe 10MOJTHUTEIBbHOE OGOPYIIOBaHI/Ie, HE¢ BX0JdIIIee B COCTaB

Habopa

CriektpooToMeTp, MO3BOJSAIOMIMNA MPOBOJUTH HW3MEPEHHUE ONTHYECKOW IUIOTHOCTU
pacTBOPOB B JIYHKAX IJIAHIIETa HA JUTMHE BOJHBI 450 HM;

TepmocTatupyemblii melikep-nHKYyOaTOp, oAepKUBatoLImid Temmeparypy (37+1) °C;
YCTpoiCcTBO 1Sl MPOMBIBKH JTYHOK TUIAHIIETOB IPOMBIBOUHBIM Oydepom;

Jlo3aTopsl OJHOKAaHAJIbHBIE W/WIM MHOTOKaHAJIbHBIE CO CMEHHBIMH HAaKOHEYHHKAMHU,
o6wvemom 10 10 mxit; mo 200 Mxi; 1o 1000 Mk,

OpnHopa3oBble BAHHOUKH JIJIsl pEareHTOB;

XonoaunbHUK (hapMarieBTHUECKHM, TeMIepaTypHbIid pesxxum 2...8 °C;

[Mununaap mepHslid, BMecTUMOCThIO 10 100 Mmut, 1o 1000 mur;

JlaGopaTopHast puibTpoBaigbHas Oymara;

I[I/ICTI/IJUII/IpOBaHHaSI WJiIn J€MOHU30BaHHasA BOJA.

TpeOoBaHus K ynNakoBKe 1 MAPKHPOBKe Ha0opa
YnakoBka

11.1.1. BHemHAa u BHYTpEHH:S yHakoBKa Habopa JOJDKHA ObITh LIENOCTHOM, 0e3 nedopmanuii.

HpI/I NnepeBoOpavYrBaHn q)HaKOHOB C 3aBHHYHUBAIOLIEHCS KprH.II(OfI HC JOJI?KHO
Ha6J'IIO,Z[aTBC$I IMPOTCYCK.

11.1.2. ®nakonsl ¢ peareHTamu, naker ¢ miuaHmeroM (MC) m MHCTpyKuMsS MO NPUMEHEHHIO

yIaKOBaHbl B KAPTOHHYIO KOPOOKY € BKJIabIIIEM (JIO)KEMEHTOM) U3 KapTOHA.

11.1.3. Ilnanmer (MC) repmernyHo ymakoBaH B MakeT M3 KOMOWHUPOBAHHOIO MaTepHalia C

3aMKOM, BHYTPb KaXXJI0I'0 ITaKETa BJIOXKCH CUJINKArcjib TEXHHUYISCKHI q)aCOBaHHLIﬁ.

11.1.4.K+ u K- nmosupoBanbl BO (hJIaKOHBI BMECTUMOCTBIO 2 MJ, pPe3bOOBBIE, KOHMYECKUE

HABUHYMBAIOLICHUCS KPBIIIKOM.

11.1.5. Konstorar, PPC, TMb Cron-peareHT A03MpOBaHbl B  IUIACTMacCOBBIE  C

HAaBUHYMBAIOIIEHCS KPHILKOH (JIaKOHBI BMECTUMOCTBIO 20.

11.1.6.11b¢ (xoHueHTpaT X25) AOMKEH B IJIACTMACCOBBIE C HABWHYHMBAIOIICHCS KPBIIIKON

11.2.

(akoHBI BMECTUMOCTBIO 30 M
MapxkupoBka

11.2.1. I'papuueckoe odopmieHue (IakoHOB € peareHTaMH, YHNAaKOBKM HMMMYHOCOPOEHTa,

MOJIMATHIIEHOBBIX MTAKeTOB ¢ 3aMKOM Wi kopoOku cootBercTByeT [[OCT P 51088-2013 u
I'OCT P UCO18113-2-2015.
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11.2.2.

11.2.3.

11.2.4.

Ha xaxnprii ¢urakoH ¢ komnoHneHToM Habopa u naket ¢ MC Hakieena uyepHo-Oenas uin
MHOTOIIBETHAs] CaMOKJIESINAsCS 3TUKETKA, C YKa3aHHEM: COKPAIICHHOTO0 HAMMEHOBAHUS
NPEANPUATHI-U3TOTOBUTENSI, COKPALICHHOTO HAMMEHOBAaHWs Habopa peareHTOB,
COKpAIIIEHHOI'0 HalMEHOBaHUsl pearcHra, o0beMa peareHTa (I KUAKUX PEarcHTOB),
Homepa cepuu (maptuu, LOT) Habopa, cpoka rogHOCTH (TOACH J10) U YCIOBUI XpaHCHHUS,
peaynpeanuTenbHoil Haqnucu: «ToabKO A AMArHOCTUKH 1N Vitroy;

Ha nakere ¢ UC u ¢makonax ¢ Konvstorarom, PPC, I1bd, TMb, K+, K-, u Cton-pearenTom
JOJKHO OBITh YKa3aHO TOProBO€ HAMMEHOBaHUE HA0Opa PeareHTOB.

Ha xaxmaom HabOope (KOpoOKe) MM Ha STHUKETKE, HAKICCHHOM Ha KaxAblii HaOOP
(xopo0OKy), HaHeceHa MapKHpOBKa ¢ ykazanuem B cootBeTctBuu ¢ I'OCT P 51088-2013:
HAaMMEHOBAHMS TPEAIPUATHI-U3TOTOBUTENS, IOPHINYECKOTO ajpeca, TenedoHa, aapeca
3JIEKTPOHHOW TMOYTHI, CCHUIKM Ha CalWT mpousBoauTess B Buae QR-koja, mojgHOTO M
COKpAIllEHHOTO HaMMEHOBaHHMs HaOopa peareHToB, COCTaBa Habopa (HaMMEHOBaHHE
KOMIIOHEHTOB, KOJHM4YECTBO, OOBEM), KaTaJIOXKHBIH HOMep Habopa, KOJIUYECTBa
orpezeNieHui, Ha KOTOpoe paccuuTaH HaObop (BKIIOYas KOHTPOJIbHBIE 00pa3iibl), HOMEpa
cepun (maptuu, LOT) nabopa, cpoka rogHoctu (ToA€H A0) U YCIOBUIM XpaHEHUS,
npeaynpeauTenbHbIX Haanucen: « KOHTpOIbHBIM OMOJOTHYECKHUI MaTepHrall He COAECPIKUT
p24 B1U-1, HBsAg, antutena k anturenam BUY 1,2, antutena k BI'Cy», «Tonbko nms
JIMAarHOCTHKH «in vitro», «O0paTuTech K HHCTPYKIUH 110 TPUMEHEHUI0», «OCTOPOKHO!
OO6parurech K MHCTPYKIMH MO MPUMEHEHHUIO», CCHUIKM HAa CKaYMBaHME TOJHON BEpCUU
MHCTPYKLUHU K Habopy, Ha caiite npousBoautens B Buae QR-kona, perucrpanoHHOro
HOMEpa, HOMEepa HACTOSIIIUX TEXHUYECKUX YCIOBHIA.

12. ®yHKUMOHAJbHBbIC (TEXHUYECKHE) XaPAKTEPUCTUKH

Huxuuii nopor ooHapy:xeHust [Tpu pa3zBeneHUU MOIOKUTEIHLHOIO KOHTPOJIHLHOTO 00pasiia

«K+» (nam aHamoOruyHoOro mo cojep)kanuto anturein) B 100
pa3, pe3ynbTaT aHaJIn3a MOJ0KUTEIbHBIN.

Cnenu(puyHocTh OTpunateabHbIA oOpaszen «K-» JTOJDKEH

WHTEPIPETUPOBATHCS KaK OTPUIIATEIIbHBIH.
[TonoxuTenpHBIHI oOpaszen «K+» JTOJKEH
WHTEPIPETUPOBATHCS KaK MOJIOKUTEIHHBIN.

JAnarnocTruuyeckue Junarnoctuueckasi 49yBCTBUTENIBHOCTD - 98,1%
2 . 0/ . o
XapaKTePHCTHKH Hosepurtenbusiii uaTepBai: 90,0%; 99,7%

Huarnoctuueckas cnernuduaaocTs - 99,0%
Hoseputenbubiii unTEpBai: 94,7%; 99,8%

BocnpousBogumoctb VYcraHoBlleHa HcclefoBaHUMEeM Ko3(@uuueHTa Bapuanuu

ONTUYECKUX IUIOTHOCTEH TIOBTOPOB IOJIOKUTEIBHOTO
obpasua «K+». Koaddunuent Bapuanuu e 6omnee 8%.
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OrcyrcTrBHE OTpunarenabHbIl KOHTPOIBHBIN 00pasell - MpU MOCTaHOBKE
JIO’KHOMOJIOKHUTEJIbHBIX / UMMyHO(EpPMEHTHOTO aHanmu3a B JiyHKax ¢ «K-» (Bce
JIOKHOOTPHIATEJbHBIX 3HAYEHMUs ONTUYECKOM IUIOTHOCTU B JyHKax ¢ «K-» < 0,1
pe3yJabTaToB 0.e.).

[1on0XATEIBHBIA KOHTPOILHBIN 06‘[)3361.[ - ITPpU ITIOCTAaHOBKE

UMMYHO(EpPMEHTHOTO aHajm3a B JiyHKax ¢ «K-+» (3HaueHue
OIlI B nynke ¢ K+>1,5 o.e.).

buosornyeckue npenaparsbi, [TonokUTENbHBIA KOHTPOJBbHBIA OOpaseny — CyOCTaHIIMs,

BXOJfIIME B COCTAB Hadopa coJieprkaiasi HATUBHBIN UM PEKOMOMHAHTHBIM XUMEPHBIN

IgG denoBeka k antureHam SARS-CoV-2 (umm ero
¢bparmenTsl). B ciydae mnpucyTCTBUS KOMIIOHEHTOB,
MOJIYYEHHBIX W3 OWOJIOTMYECKOT0 MaTepHhalia YelioBeKa,
MPOBOJIUTCA  MATOTCHPEAYKLUS  HArpeBaHUEM  IpHU
temriepatype (56£1) °C B teuenne 3 4. KoHTpoibHBII
Ouonoruueckuii martepuan He coaepxkur p24 BUY-1,
HBsAg, antutena k anturenam BUY 1,2, anturena k BI'C.

OTpHLaTeIbHBIA KOHTPOJbHBIN 06D33€I_[ — CY6CT8.HI_II/I$I, HC

coJiepsKaliasi HAaTUBHBIN WM PEKOMOMHAHTHBIA XUMEPHBIN
IgG 4yenoBexka k antureHam SARS-CoV-2 (wnmm ero
¢parmenTsl). B ciydae mnpucyTrcTBUS KOMIIOHEHTOB,
MIOJIyUEHHBIX W3 OHOJIOTMYECKOr0 MaTepHualla 4elloBEeKa,
MPOBOJUTCA  MATOTCHPEAYKLUHUsS  HArpeBaHUEM  IpHU
temneparype (56+1)°C B Teuenue 3 4. KOHTpONbHBI
Owojornueckuii marepuan He coaepkut p24 BHUU-1,
HBsAg, antutena k anturenam BUY 1,2, anturena k BI'C.

13. IlpeaynpexaeHusi 1 peKOMEeHAAUMHU NIPH padoTe ¢ HAOoOpoM

BHUMAHMUE! /lna nonyueHua mouHbIX pPe3yabMamos UcCie006AHUA CMPO20 cledyime
uncmpykyuu. Ilpouszeooumens ne necem omeemcmeeHHOCMU 34 HEKOPPEKMHbLE PE3YIbIaAmbl
ucc1e008anuil, noay4YeHHble ciedcmeue Hecooa00enus mpedosanuil UHCMPYKYUU.

12.1.

12.2.

12.3.

12.4.

He ucnons3yiite coBMeCTHO peareHThl HAOOPOB pa3HbIX cepuil (maptuii, LOT) u Habopos
JIpYTUxX npousBoauTeneil. He ncnonp3yiTe peareHThl MOCiie UCTEUEHUSI CPOKA TOAHOCTH;
Jljis IpUroTOBJIEHUSI PACTBOPOB M MPOBEIEHUS UMMYHO(EPMEHTHOTO aHaJIU3a CIeIyeT
UCIOJIb30BaTh YHCTYI0 MEPHYIO MOCYJy UM aBTOMAaTHYECKHE MUIETKU C MOTPEIIHOCTHIO
u3MepeHust 00bEMoB He boiee 5%

HenonyctumMo  moBoauTh  3a00p  peareHTOB  JJIsi  pacKalblBaHUS  IUIAHIIETa
HernocpeAcTBeHHO u3 (rakoHa. IlepeHecuTe HEOOXOAMMOE KOJMYECTBO pacTBOpa B
BaHHOYKY JIJISl pEareHTOB, OTKY/1a IPOM3BOANTE pacKanblBaHUE B IIaHmeT. Hegomyctumo
CIIUBATh OCTATKH PEareHTOB U3 BaHHOUKHU 0OpaTHO BO (PJIAKOH;

Hcnonp3yiiTe cMEHHBIE OJHOPA30Bble HAKOHEYHHUKHU ISl KaXKIOrO peareHTa M Kaxaoro
oOpasua, JUIs MpeAoTBpAIleHUs IEPEKPECTHOTO 3arpsI3HEHNUS;
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12.5.
12.6.
12.7.
12.8.
12.9.
12.10.

12.11.

12.12.

Hcnons3yiiTe TOMBKO peKOMEHIOBAaHHBI 00BeM 00pa3iia, Kak yKa3aHO B MHCTPYKIIMH, B
IIPOTUBHOM CITy4ae, 3TO MOXKET MOBJIMATH Ha JOCTOBEPHOCTh PE3YNbTATa;

Ha ¢gepmMeHTHYI0O aKTUBHOCTh KOHBIOTATa MOTYT BIIHSATH IbUTh U XMMHUYECKHE PEareHTHI
TaKW€ KaK TUIIOXJIOPHUJ HATpUs, KUCIOTHI, Iienoud u T.1. He mpoBoaure aHanus B
IIPUCYTCTBUU 3THUX BEILIECTB;

He nomyctumo Bo3nelicTBue cBeTa Ha pacTBop XxpomoreHna (TMB);

Y6enuTech, uTo TeMIlepaTypa BHYTpH HHKyOaTopa pasHa +37°C;

N30eraiite NIUTENBHBIX MEPEPHIBOB MEXIY IaraMH HpOLEAYpbl, CoOIoaaiTe
OJIMHAKOBBIE YCIOBHS AJISl BCEX JIYHOK;

He nomyckaiite BbICBIXaHUS JYHOK I1OCIIE TIPOMBIBaHUSA, HE JOMYCKaWTe (POPMHUPOBAHUS
y3bIpel Ipu 100aBICHUN PEareHTOB;

He xacaiiTech Ha 1 MIOBEPXHOCTH JIYHOK, OTIIEYaTKHU NaJIbLEB U LIapallMHbl MOT'YT BIIUSATH
Ha TOYHOCTh CYUTHIBAHUS;

[Ipu cuuThIBaHUU PE3yJIbTATOB Ha CIEKTPOPOTOMETpPE YOEIUTEeCh, YTO B JYHKAX HET
ITY3bIpEH.

14. TpeOoBanus 0e30MACHOCTH
Buumanue! Bce o6pasubl uenoeeueckoii Kposu O00JHCHBL PACCMAMPUBCAMBbCA  KAK

nomeHuudajibHo qu)eKl(lIOHHble.

14.1.

14.2.

14.3.

14.4.

JlaGoparopuu, BBINOJHAIOIINE HCCIeA0BaHUs 1O ompezaeneHuto IgG k KopoHaBUpYyCY
SARS-CoV-2, o0s3anbl oOecrmeunTh 0€30HaCHOCTH pPabOTBI B COOTBETCTBHH C
TpeOOBAaHUSAMHU  3aKOHOJATENbCTBA B cepe  CaHUTAPHO-3MUAEMHUOIOIHUECKOTO
Onarononyudus. Pabota ¢ uccnenyeMplMu oOpasuamu, Mpud HEOOXOIUMOCTH, TOJDKHA
npoBoAuThest ¢ cobmonenuem Tpeboanuii CIT 1.3.3118-13 «be3omacHocTh paboOThHI €
Mukpooprann3mamu -1l rpynn natorennoctu (omacHoctu)y, CII 1.2.036-95 «llopsmok
ydeTa, XpaHEHMs, Iepeayd U TPAHCIOPTUPOBAHMSA MHKpoopranusMoB I[-IV rpynn
natoreHHocty», Canllun 2.1.7.2790-10 «CanutapHO-311AEMUOIOTHUECKHE TPeOOBaHUS
K 00paIieHNIo ¢ MEJUIIUHCKUMU OTXOJaMm».

[loTreHunanpHbBld pUCK TNpUMEHEHHs Habopa peareHToB 10 HomeHknarypHoi
KJIacCUpUKALUM MEIUIMHCKUX u3Aenud, yrBepxkaeHHo Ilpukazom Mun3sapasa
Poccuiickoit ®eneparun Ne 41 ot 6 urons 2012 roaa (B pepakuuu Ilpukaza Mun3apasa
Poccuu ot 25.09.2014 N 557H) — knacc 3.

HaGop peareHTOB mnpenHa3HauyeH TOJBKO s MPO(GECCHOHAIBHOIO HCHOIb30BaHMUS.
Paboty cienyer mpoBOAUTh B CIEHUAIBLHO 00OPYIOBAaHHOM INOMEIIEHUH J1abopaTopuu,
otBevatouieil TpedoBanusm CII 1.3.2322 «be3zonacHocTh pabOThl ¢ MUKPOOpPraHU3MaMH
[II-IV rpynmnsl naToreHHOCTH (OMacHOCTH) U BO30OYAMUTENSIMU Mapa3uTapHbIX OOJIE3HE.
IIpu pabGote ¢ HabopoMm peareHTOB coOmroaath TpeboBaHus «MHCTpykuuu mo mepam
MPOPUIAKTUKH PaCTIPOCTPaHEHUST MHPEKIIMOHHBIX 3a00IeBaHUH MPU pabOTe B KIMHUKO-
JMAarHOCTHYECKUX JIAbOpaTOpHsiX JIe4eOHO-MPOPUIAKTHUECKUX —YUpEKJIeHHUD» (YTB.
Mumnzapasom CCCP 17.01.1991) u TOCT P 52905-2007 «JIaGopaTopuu MEAUIIMHCKHE.
TpeboBanust 6€30MaCHOCTH.

IIpu pabote ¢ HAOOpPOM pEareHTOB W HCCIEIyeMBIMH OO0pa3llaMd HCIOJIb30BaTh
WHIMBUAYAJIbHBIE CPEACTBA 3alllUThl: MacKa, XajaT, TOJOBHOM yOOp, PE3WHOBBIE WM
IJIACTUKOBBIE NEPYaTKH, CHEIHaTbHYI0 OOYBb, 3alIUTHBIE OYKH WJIM LIUTOK), TaK Kak
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14.5.

14.6.

14.7.

o0pa3ipl CHIBOPOTKU HIIM TJIa3Mbl KPOBH CJEIYEeT paccMaTpuUBaTh Kak MOTEHLUAIbHO
MHOUIMPOBAHHBINA OMOMaTepual.

HeoOxomuMo OMHOBPEMEHHO O0O0ECIeUUTh U COOJIIO/AaTh TIEPCOHAJIOM  IpaBHIIA
OMOJIOTMYeCKOl 0e30MacHOCTH U TPeOOBaHMSI K OpPraHU3allid W MPOBEICHUIO JTaHHBIX
paboT ¢ 1ENbI0 MPEIOTBPAIICHUS KOHTAMUHALIMN JIe3MH(PEKTAHTOM WM TEPOKCUAA30M
XpeHa, cojepxalleicss B pacTBOpe KOHbBIOraTa, HCCIEAYEeMBIX MpoO0, NMOMELIEHUN u
00opyI0BaHUA.

OO6pabateIBaTh PyKH Mocie paboThl ¢ HAOOPOM peareHTOB M 00pa3IaMy B COOTBETCTBHUH C
JEUCTBYIOIIEH HOPMATUBHOM TOKYMEHTAIUEH.

Bce koMmoHeHTHI Habopa peareHTOB, 3a HUCKIIOYCHHEM CTON-PEarcHTa, SBISIOTCS
HeTokcuuHbIMU. Crom-peareHT oOsajnaer pasapaxaromuMm JedcrtBueMm. 30erats
pa30pBI3TUBAHUS U [TOTIA/IaHUs CTOTI-PEareHTa Ha KOXKY U CITU3HUCThIC. B cirydae monaganus
MIPOMBITH MMOPAKEHHBIA YI4aCTOK OOJIBITUM KOJIMYECTBOM ITPOTOYHOU BO/IBI.

15. YTunausanusg orxoaoB
YHI/ILITO)KGHI/IG n YTI/IJ'II/I38.I_II/II-O Ha60p0B peaFeHTOB CJ'ICI[yeT HpOBOI[I/ITL B COOTBCTCTBUHU C

CanlluH 2.1.7.2790-10 «CaHuTapHO-3IUAEMUOJIIOTHYECKAE TpeOOBaHUS K OOpaIIeHUI0 C

MEAUIMHCKUMHE oTXofdamu» u MY-287-113 «Meronuyeckue ykazaHUs MO Ae3UHGEKIINH,

HpeIlCTepI/IJII/I?;aHI/IOHHOﬁ OYHCTKE U CTCPUIN3allUU I/I3I[€JII/If/'I MCIHUIIMHCKOI'O Ha3HAYCHU ).

15.1.

15.2.

15.3.

15.3.1.

15.3.2.

15.3.3.

15.3.4.

15.4.

[TpomBIBOUHBIE PACTBOPHI HEOOXOIMMO COOPATh B CHEIUATBHBIN KOHTEHHEP, 00padboTaTh
NEe3MH(PHUIUPYIOIIMMHU CPEICTBAMHE, Pa3peIICHHBIMH JIJIsl IPUMEHEHUS Ha Tepputopuu PO
B YCTAHOBJIEHHOM IOPSKE ¥ YTHIIM3UPOBATh Kak 0TX0Abl Kiacca B.

TBepable 0TX0/1bl, COOpaHHBIE B CIELUAIbHBIA KOHTEHHEDP, He00X0AUMO 00€33apakuBaTh
B coorBerctBuM ¢  TpeboBanusimu  CaulluH  2.1.7.2790-10  «CanutapHo-
SMHUIEMHOJIOIHYeCKre TpeOOBaHUS K OOpallleHUI0 C MEAULUUHCKUMM OTXOJaMH» U
YTUJIM3HPOBATh Kak OTXO/bI Kiacca B.

Heucnons3oBanHble HaOOpbl pPEAreHTOB C HUCTEKIIMM CpPOKOM TOJHOCTU Iepea
yTUJIN3aluued HeoO0X0IUMMO Pa3yKOMILIEKTOBATb.

Heucnonb30BaHHBIM KOHIIEHTPAT IPOMBIBOYHOTO pacTBOpa CIEAYEeT YTUIN3UPOBATh, KaK
OTXOJIbI Ki1acca A.

Heucnonbp3oBaHHbIE MOJOXKUTENbHBIE U OTPULIATENIbHBIE KOHTPOJIM, KOHBIOTAT, pacTBOP
JUI  pa3BelleHUs] CHIBOPOTKM M HMMMYHOCOPOEHT HeoOXOoquMo o0e33apakuBaTh U
YTUJIM3APOBATh, KAK MEIULIMHCKHAE OTXO/IbI Kilacca b.

HeucnonezoBanueie  koHueHntpar TMb-xpomorena wu  Crom-peareHT — cienyer
YTHIU3APOBATh, KaK OTXO/bI Kiacca [

Bce ncnonb3oBaHHbIE B IpOIecCce MPOBEACHNUSI MUMMYHO(PEPMEHTHOTO aHAIN3a MaTepraibl
(HaKOHEYHUKH, (DJIAKOHBI, TUTAHILIETHI, KOHTEHHEPHI 00pa3IoB) U paboyee MECTO JOJIKHBI
OBITh NpoIe3UHPUIIMPOBaHbI B cOOTBETCTBUU € TpeboBanussmu CII 1.3.3118-13 u MVY-87-
113.

VYTunuzanuss HaOOpPOB pPEAreHTOB U HUCMOJb30BAHHBIX MAaTEpUANIOB  MPOBOIUTCS
CHEIMATM3UPOBAHHBIMU  OpraHU3allMsIMH, KOTOpBIE MMEIOT JIMIIEH3UI0 Ha IpPaBo
YTUJIN3alUN MEAUIIMHCKUX OTXOJI0B.

16. IIpoBeaeHue MMMYHO(EPMEHTHOI0 AHAJINU3A
16.1. PyyHasst METOOUKA NPOBEIEHUS MCCAET0BAHUS

16.1.1.

[IpuBeuTe peareHTH K KoMHaTHOH Temnepatype (18-25°C) 3a 15-30 MunyT.
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16.1.2. IlpuroroBbTe pabouunii pacTBOp MPOMBIBOYHOTO Oydepa.

BHUMAHHE! Ilpu nanuuuu 6o ¢hrakone Konuenmpama npomuvleounozo oygepa ocaoka
coneil, praxon cnedyem ewvioeprcams npu 37 °C 00 noano2o pacmeopenus.

Conepxxumoe (prakoHa ¢ 25X KOHIEHTPATOM MPOMBIBOUYHOTO Oydepa HE0OXOAMMO pa3BECTH
IUCTUUTMPOBAHHON BOJOW B COOTBETCTBUM C «rabmuneil passeaenus [1bd».

Hcnons3yiiTe TOIBKO YUCTBIE MPOOUPKH JJIsl pazdaBieHus1 Motolero oydepa.

Tab6muma pazsenenus [1bd:
KoanuecTBO 25X KOHIIEHTPAT, dH20, ma OO6uii 00beM, MJI
HCI0JIB3yeMBbIX MJI

crpunos UC
1 2 48 50
2 4 96 100
3 6 144 150
4 8 192 200
5 10 240 250
6 12 288 300
7 14 336 350
8 16 384 400
9 18 432 450
10 20 480 500
11 22 528 550
12 24 576 600

16.1.3. H3Bnekure HeoOxoaumoe koanuecTBo cTpunoB VC u3 mnanniera. [Tomectute cTpumsl B
nepkarenb. g Kaxao0u MOCTaHOBKHM TpeOyeTcs: J00aBUTh K MCCIIEAyEeMbIM 00pasiam
TPH KOHTPOJISA: OTpUIATEIbHBIN KOHTpOib (K-) B my0iie U MOIOKUTENbHBI KOHTPOJIH
(K+), cMm. obOpazenr cxembl MiaHIIeTa i TOCTAHOBKHU (TPU MOCTAHOBKE aHAlIM3a Ha
OJIHOM CTpHIIE JI0MycKaeTcsl ucnoiab3oBath A K- u K+ no oxnoit nynke).

O6p83€I_I CXCMBI IIaHIICTa JJId IOCTAaHOBKHU!

K- Obpaszer Ne6 Oobpaszern Nel4
K- O6pa3zer Ne7 O6paszer Nel5
K+ O6pa3zerr Ne§ O6pazer Nel6
O6paszer Nel O6pa3zerr Ne9 O6paszer Nel7
Oo6pazerr Ne2 O6pazen Nel0 Oo6pazer Nel8
Oo6pazerr Ne3 Oo6pazern Nell Ob6pazen Nel9
O6pazer; Ned O6paszer Nel2 O6paszer Ne20
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16.1.4.

16.1.5.

16.1.6.

16.1.7.

16.1.8.
16.1.9.

16.1.10.

16.1.11.

16.1.12.

Oo6paser Ne5 ‘ Oo6pasen Nel3 ‘ Oo6pazer Ne21

Bo Bce nyHku, xpome koHTposbHbIX (K+, K-) nmobaBbre 100 Mxn pactBopa [uist
pasBeaeHus ceiBopoTku (PPC);

Bo Bce nynku, kpome koHTpobHBIX (K+, K-), mo6aBbte 10 MKII HccaeayeMbpIx 00pa3iioB
W THIATEIbHO TiepeMmenraiite mnurnerupoBanueMm. B aynky K+ mo6aBere 100 MK
MOJIOXKUTEILHOTO KOHTpoJibHOTO oOpasna (K+), B nynku K- mo6aBbre mo 100 mki
OTPUIATEIILHOTO KOHTPOJIbHOTO 00pasna (K-);

WNukyOauust Nel: 3akneiite IuiaHmeT IJIEHKOW W uHKyOupyite 30 MuUHYT npu
temneparype +37°C. PexoMeHyeTcss MCIONIB30BaTh MHKYOATOp CO BCTPAXHBAHHEM
(metikep-uaKyOaTop, 400-450 rpm);

ITpombiBka Nel: mocie OKOHYaHUS HMHKYOAalMu, CHUMHTE M BBIODOCHUTE IUICHKY.
[Ipomoiite yHku maHmeTa 5 pa3 npoMbiBouHbIM Oydepom (I[1bd), BHOCS o 300 Mk
pacTBopa B Kaxyto JTyHKY. Kaxxaplii pa3 BbIAEpKUTE TYHKH B HAITOJIHEHHOM COCTOSTHUU
30-60 cexynn. Ilocne koHeyHOro (TMSATOr0) MPOMBIBAHMS IEPEBEPHUTE IUIAHIIET Ha
OyMaxkHoe MoJyioTeHIe ((QUIbTPOBAIbHYIO Oymary) W MOCTY4HMTE IO TUIAHIIETY MAJIs
yIaJIeHUs )KUIKOCTH;

Jlo6aBbTe Bo Bee 1yHkH 100 MK KOHBIOTaTa;

WNukyOauust Ne2: 3akieiiTe IUlaHIIeT IJIEHKOW M UHKYyOupyite 30 MuUHYT npu
temnepatype +37°C. PekoMeHyeTcs MCHOIb30BaTh HHKYO0ATOp €O BCTPAXUBAaHHEM
(wetikep-unky6aTop, 400-450 rpm);

[TpombiBka Ne2: mocne OKOHYaHUS HMHKYOAIl[MM, CHUMHUTE M BBIOPOCUTE IUICHKY.
[IpomoiiTe nyHku miuanmera 5 pas npombeiBouHbIM Oydepom (I1bd), BHOCA mo 300 M
pacTBopa B Kyt TyHKY. Kaxxaplii pa3 BeIIEpKUTE TYHKHU B HAIOTHEHHOM COCTOSIHUU
30-60 cexynn. Ilocne koHeyHOro (ISATOr0) MPOMBIBaHMS NEPEBEPHUTE IUIAHILIET HA
OymMakHO€ ToJIOTeHIle ((MIBTPOBAIBHYIO Oymary) W IMOCTYYUTE IO IUIAHIIETY ISt
yIIaIeHUs )KAIKOCTH.

[IposiBnenue nBeroBoii peakuu: Buecure 100 Mk xpomorena (TMB) B kaxkayto TyHKY,
nepemMernaiTe nuneTupoBanueM. IHKyOMpyHTe IIaHIIeT B TEMHOTE B TeueHUe 15 MUHYT
npu Temneparype 37°C.

OctanoBka peakuuu: BHecute 100 MKJI cTON-peareHTa B KaXayo JYHKY U IlepeMeliaiire
nunerupoBanueM. [IpoBoanuTe M3MepeHHE ONTHYECKOM IMJIOTHOCTH HE MO3/HEe, 4eM
yepe3 10 MUH mociie BHECEHUS CTOM-peareHTa.

16.2. Ucnoan3oBaune UPA aHaanzaTopoB

Ha6op pearentoB «SARS-CoV-2-IgG-ELISA» amantupoBaH miisg JIOOBIX OTKPBITBHIX

MOJIyaBTOMATHYCCKUX U aBTOMATHYCCKUX I/IMMyHO(l)epMeHTHI)IX AHAJIN3aTOPOB. C Y4€TOM

HCIIOJIB30BaHUA aBTOMATUYCCKUX CUCTCEM aHalln3a, 00BbEM KOMITOHEHTOB Ha60pa YBCINYCH

Ha 10%, oOAHAaKO Ui HEKOTOPhIX MoOJeNel aHaJIU3aTOPOB MOTYT IOTPeOOBATHCA
JIOTIOJTHUTEIbHBIE 00BeMbl peareHToB. HeoOXoauMble JONOIHHUTENbHbIE KOMIIOHEHTHI
Habopa Mpe0CTaBIAIOTCS MPOU3BOAUTENIEM IO IPEABAPUTEIHLHOMY 3aIIPOCY.

17. OO0cyer U MHTEpHIPETALUS PE3yJIbTATOB
W3mepeHust onTHYeCKON MIOTHOCTH MPOBOASAT CEKTPO(HOTOMETPUUECKH TP ATTMHE BOJIHBI 450

HM C HACTPOUKOH “Hyss” mpubopa (0aHK) 1O BO3AYXY.
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[Ipy kaxaoM NOCTAaHOBKE HMMMYHO(DEPMEHTHOIO aHajdM3a pPACCUUTBHIBAIOT KPUTHUECKOE

3HaueHue onTtudeckoil miotHoctu (Ollkput.) u "cepyro 3omy". "Cepoit 30HONU" sBisIeTCS

untepBas ot Ollkpur. - 10% mo Ollkpur. + 10%. Hccnexyemsliit oOpasen y4UTHIBAIOT, KaK
nosoxkuTenbHbId, ecu Ol manHOTO 00pasua BhImIe "cepol 30HBI", KAK COMHHUTEIBHBIN, €CITU

OIT HaxonuTcs B nipeesnax "cepoil 30Hb1", M Kak oTpunaTenbHblil, eciu Ol Hike "cepoit 30HbI".

BapuanTel MHTepnpeTanuu pe3yabTaTOB IPEACTaBIE€Hbl B TaONULE «UHTEPIpPETALUU

pEe3yIbTaTOB UCCIIEIOBAHUS Y.

17.1. Jlnana3oH KOHTPOJISI KauecTBa MPOXO0KICHU UMMYHO(DEPMEHTHOTO aHAJIN3A.
Pe3ynbpTaThl uCCIenOBaHMM CUUTAIOT JIOCTOBEPHBIMH, €CIM CpeAHEE 3HAYCHHE
ornrruueckoit iotTHoctH (OI1) B TyHKaX OTpHIIATETFHOTO KOHTPOJIbHOTO 00pasia (K-) <0,1
0.€., a 3HaueHue ontudeckoi miaotHocTH (OII) B JyHKE MOJOKUTENBHOTO KOHTPOJIBHOIO
oOpasua (K+) > 1,5 o.e.

17.2. OOcuet u UHTEpIpETALHS PE3yIbTATOB UMMYHO(DEPMEHTHOTO aHAIM3A.

Jns uaTepnperanuu pe3yabTatoB paccuuTsiBaloT OII(K-)cp. mo hopmyie:
OII(K-)cp = (OII(K-)1+OII(K-)2)/2 1),
rae  OII(K-)cp. — cpennee 3nauenue OII B nynkax ¢ K-;

OII(K-)| — 3HaueHue onTU4YecKoii MIOTHOCTU B JyHKe ¢ K- B mepBoM moBTOpE

OII(K-)2 — 3HaueHHE ONTUYECKOM TIIOTHOCTH B JIyHKe ¢ K- BO BTOpOoM moBTOpE

3arem paccuntbiBatoT 3HaueHUE Ollkpur. O popMmyIIE:
OHKpuT. = OH(K-)cp + 0,2 (2),
rae OllkpuT. — KpUTHYECKOE 3HAUEHHUE ONTUYECKOM MIIOTHOCTH.

Pesynbrat ananm3a MokeT OBITh TaKXKe MpejcTaBieH B Buae kKoddduiuenta nozutusHoctH (KIT):
KII = OII oopa3ua/Ollkpur, 3),

rae KII — koa¢gduireHT no3uTHBHOCTH 00pa3ia.

Ta6n1z1ua HUHTCpHpETAllUN PE3YJIbTATOB UCCICAOBAHUA:

HNurepnperanus Mo 3mepenuio OMKpHT IIo ko3 ppunnenty
pe3yJbTara nosutuBHocTH (KII)
Honoxurennnbiii | OIl uccnenyemoro oopasma > Ollkpur + >11
pe3yIbTaT 10% ’
o =
TPUAATEARHEH OII uccnengyemoro oopasua< Ollkpur - 10% | <0,9
pe3yiabTar
IHorpannunpnii® OII uccnengyemoro oopasua = Ollkpur + 0.9 1.1
pe3yabTaT 10% o

*B Cily4ae TMOJIyYeHUsI TOTPAHUYHOTO 3HAYCHHS OJJHO3HAYHASI MHTEPIIPETAIHs Pe3y/IbTaTa HeBO3MOKHA.
PexomMeHnayeTcst MOBTOPHOE MPOBEICHNE TECTUPOBAHUS MAlMEHTa CITycTA |- 2 HeAeTH C TOMOIIBI0
Habopa «SARS-CoV-2-IgG-ELISA».
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18. YcioBus XxpaHeHHUs ¥ TPAHCIIOPTHPOBKH

18.1. Xpanenue HaOopa B yakOBKE MPEANPHUATUA-U3TOTOBUTEINS JOJKHO OCYIIECTBIATHCS IPU
temneparype +2 ...+8°C B TeueHHe BCEro cpoka roAHOCTH B XOJIOJWIBHBIX KaMepax WiIn
XOJOAUIIBHUKAX, OOECHEeUMBAIOIINX PETIAMEHTUPOBAHHBIA TEMIEPATYPHBIH DPEXHM C
€XKECTHEBHOM PErucTpalei TeMIEPATyPBI.

18.2. TpancnopTupoBaTh HAOOP PeareHTOB CIEIYeT KPHITHIM TPAHCIIOPTOM (aBTOMOOMIIBHBIM,
JKEJIC3HOAOPOXKHBIM ~ JTMOO  BO3AYyIMIHBIM) Tpu  Temmeparype +2 ...+8°C B
TepMOKOHTelHepe. Jlomyckaercs TpaHCHOPTUPOBaHUE MU TemnepaType 10 +25 °C He
Oonee natu cyTok. He nonmyckars 3aMOpakuBaHUS.

18.3. B ciywae npobHoro ricnoib3oBanusi Habopa KOMIIOHEHTHI CIEIYET XPaHUTh CIAEAYIOIIHM
obOpazoM:

18.3.1. Heucnonw3oBanHbie cTpuribl uMMyHocopOeHTa (MC) HE0OX0IMMO TIIATEIBHO 3aKJICHUTh
Oymaro# Juisl 3aKJICMBaHUS TUIAHIIIETa U XPaHUTh pu Temmeparype +2...+8 °C ne 6onee
2X MECSLEB;

18.3.2. PactBOop a1 pa3BeqieHUs CBHIBOPOTKU, KOHBIOTAT, XpoMored (TMB), cromn-pearent nocie
BCKPBITUS (DITAKOHOB ClEQyeT XpaHUTh Npu Temmneparype +2...+8 °C B TeueHHe BCEro
cpoka rogHoctu Habopa;

18.3.3. Kontponbubeie o6pasubl (K+, K-) mocie BCkpbiTusi (DJIAKOHOB cleAyeT XpaHUTh IMPU
temmeparype +2...+8 °C He 6ojee 2X MecAILIEB;

18.3.4. Konnientpar mnpombiBouHoro Oydepa (IIbd) crnemyer XpaHuTe mnpu TemmepaType
+2...+8°C B TeueHue Bcero cpoka rogHoctu Habopa. [IpuroToBiieHHBIN TPOMBIBOUHBIH
Oydep ciieqyer XpaHuTh P KOMHATHOU Temrieparype (+18...+25 °C) ue 6omnee 5 cyrok
wiu npu temrneparype +2...+8 °C ne 6onee 30 cyTok.

19. I'apanTHH NPOU3BOAUTEJIS

[TpeanpusTHe-npoN3BOIUTENb TapaHTUPYET COOTBETCTBHE (DYHKIIMOHANBHBIX XapaKTEPUCTHK
Habopa peareHTOB TpeOOBaHUSAM, YKa3aHHbBIM B TEXHHUYECKOM M SKCIUTyaTallMOHHOMN
JIOKYMEHTAIlU1, B T€YEHUE YCTAHOBJIEHHOTO CPOKA TOJHOCTU MpPH COOJIIOJEHUM BCEX YCIOBHMH
TPaHCHIOPTUPOBAHUS, XpaHeHUs U npumeHeHus. Cpok rogHocty Habopa «SARS-CoV-2-IgG-
ELISA» coctaBisieT 12 mecsitieB ¢ JaThl M3TOTOBICHUS Habopa. TpeOoBaHUs K TPAHCTIOPTUPOBKE,
XpaHeHuto u npuMmeHeHuto Habopa «SARS-CoV-2-IgG-ELISA» yka3zansl B n. 17 Hacrosiuen
MHCTPYKLHUU.

20. IMopsiaok moaavu pexjgaMmanui
PeKHaMaHI/II/I Ha CHCLII/I(i)I/I‘leCKI/Ie nu (bH3H‘-ICCKPI€ CBOI>'ICTB8. TECT-CUCTEMBI HaHpaBHHTL B az[pec

npeanpustus-uzroropurens: OO0 «Amnens», 123458, PO, r. Mocksa, TBapaoBcKoro, om 8,
nom V, koM 8 Ten. +7(495)780-92-96, lab@allel.tech, https://alleltech.com/

Crpanuna 15 n3 17 V/01-04-21



d \||"||||II‘"/Annenb

UeHTp MIHHOBaUWOHHbIX
BuoTtexonoruin

21. Kparkas cxema npoBeaeHus anaiau3a ""'SARS-CoV-2-I1gG-ELISA"

~ ( \ T e g,
BHECEHHE KOHTPOABHBIX U WHry6aumna 1 Otmbieka 5 pas KoHblorar WHkyGaumna 2
ucenegyembix o6pasuos
| ‘ ]i +37°C | ]{ +37°C

ﬁ 300 mKn 100 mKn ﬁ

e = L = 4 b =
f ' Y
OtmeiBKa 5 pas Cyberpar LiseToBan peaku1a Cron-pearexr Cnextpodoromerpua 450 Hm

| U H”l peareHT
{140 1

300 mrn 100 mun
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22. Cnucok 0003HAYECHUI

Cumgou / Symbol 3navenne cumposa / Symbolize

IMponzsoaurens / Manufacturer

[Jara npousBoxctsa / Data of manufacture

Howmep no katanory / Catalogue number

Howmep cepun / Batch code

HUcnons3oBats o (ron*mecsi) / Use By

Orpannuenue Temneparypsl / Temperature limitation

Tonbko i in vitro guarHocTtuky / In Vitro Diagnostic
Medical Device

Buumanne / Caution, consult accompanying documents

He ucnone30BaTh IpH HAPYLICHUH IETTOCTHOCTH YIAaKOBKH /
Do not use if package damaged

[Tnanmer nmmynocop6ent / EIA strips

Kontponehsrit o6pasen / Control sample

Kownstorar / Conjugate

PactBop cybcrpara Terpamerninoenzunuaa (TMB ) /
Substrate solution

Konuentpar ormpiBouHOTO pacTBopa / Washing solution

11§ wmnn

concentrate
STOP Cron-pearent / Stop solution
DIL JumroeHT (pacTBOp [Uis pa3BeneHus chiBopoTkH) / EIA buffer
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