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NHCTPYKLIUA no NPUMEHEHUI0 Ha6opa peareHToB s 2021
HMMYHO(EPMEHTHOT0 KOJUYECTBEHHOT0 OMNpedeeHns] AHTUTE] YeJ0BeKa
kjaacca IgG k N-6eaxy SARS-CoV-2 (N-CoV-2-IgG PS)

Hacrosimmass MHCTPYKIUS COJACPKHUT HH(POPMAIHIO, HEOOXOAUMYIO JUIS MPABHIBHOTO U
0e30macHOTO MpUMEHeHUsT MeauimHckoro usnaenus (MU) nmns in vitro nuarnoctuku «Habop
pPEareHToB A1 MUMMYHO(EPMEHTHOIO KOJIMYECTBEHHOIO OIIPEJIEJIEHUs] aHTUTEIl YeJIOBEKa Kilacca
IgG k N-6enky SARS-CoV-2 (N-CoV-2-IgG PS)», pa3paboTaHHOr0 H NPOU3BEACHHOTO
QenepanbHbIM  OODKETHBIM — yupexxaenueM  Hayku — Caskrt-IlerepOyprckuit  HaydHO-
UCCIIEIOBATEIbCKUI MHCTUTYT SMUAEMHOJIIOTUN U MUKpoOuosioruu um. Ilactepa @enepanbHOit
CiIy’)kObl 1O Hag3opy B cdepe 3amuThl IOpaB HoTpeduTenel M Ogaronoiydus 4eaoBeKa
Poccuiickoit ®enepanuu (PbYH HUU snuaemuonorun u Mmukpoobuonoruu umenu Ilacrepa).

1. Haznayenue

1.1 Habop peareHTOB mii UMMYHO(EPMEHTHOTO KOJIMYECTBEHHOT'O OIPEIEICHUS
anturen yenoseka kiacca IgG k N-Genky SARS-CoV-2 (N-CoV-2-1gG PS) npennasnauen s
KOJINYECTBEHHOT'O onpeenenus anturen IgG-kiacca B ChIBOPOTKE MIIM IUIa3Me KPOBH YeIOBEKa
Kk N-Oenky xoponaBupyca SARS-CoV-2 meromoM UMMYHO(DEPMEHTHOTO aHalIHM3a C IEJIbI0
BBISIBIICHHSI CEPOKOHBEPCHM Yy IIMI, WHOUIMPOBaHHBIX KopoHaBupycoM SARS-CoV-2, ¢
knuHudeckumu npusHakamMu COVID-19, nepeGoneBmux wiv KOHTakTHpoBaBmnX ¢ SARS-
CoV-2 B mponuIoM npu OTCYTCTBUM KIMHUYECKOW CUMITTOMATHKH.

1.2 Tun ananu3upyemoro oopasiia

B kauectBe aHanm3upyemoro oOpasla MCHOJB3YyeTCsl Ijja3Ma WM ChIBOPOTKA
nepugepuyeckoil KpOBU YEJIOBEKA.

1.3 TloTeHmanbHble TOTPEOUTENH

[loreHunaneHpiMu ~ mOTpeOUTENSIMU MU ABIAIOTCS  CHEUUANMCTBl  YUpEXKIACHUMN
®denepanbHON CIIYX)OBI MO HAA30py B cdepe 3amuThl mpaB MOTpeOuTenel u Omaromnonydus
yejgoBeKka (LIEHTpbl THTMEHbl M SOHMAEMHONOTMUM B cyObekTax Poccuiickoit denepanuu,
IIPOTUBOYYMHBIE YUPEKJEHUS, HAy4yHblE OpraHU3alUd, CAHUTAPHO-IIUAEMHOIOIMYECKHE
CIIy’)kObl MMHMCTEPCTB M BEIOMCTB), @ TaKKe CHEIUAINCTHl MEIUIMHCKUX YUPEeXKJEHUM,
UMEIOIINE CHEeNHATbHOCTh Bpada KIMHUYECKOH J1a0opaTOpHOM NMAarHOCTUKU WM OHoJiora
coryiacHo TpeboBaHusM [Ipukaza Munsapasconpaszsutus NeS41u ot 23.07.2010 r. u Ilpukaza
Mumnznpasa Ne7071 ot 8.10.2015 1.

Cormacio  MeroamdeckuMm  pexomeHparusm  MP  3.1.0169-20  «JlaGopaTopnast
muarHoctnka  COVID-19»  opranmmzamust  nmabGopatopHodt  muarHoctukn — COVID-19
OCYILECTBIISICTCSI B COOTBETCTBUU C TPEOOBAaHUSIMH CAHUTAPHOTO 3aKOHOJIATENBCTBA 10 paboTe ¢
Mukpoopranuzmamu Il rpynmnsl  matoreHHoctd. JlaGopaTopuu, HMEIOIIME CAHUTapHO-

SIMUACMHOJIOTHYECKOC 3aKIOUYCHUE O BO3MOXKHOCTU IIPOBEACHHA pa60T C B036y211/ITeJ'I${MI/I
3
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UHEKIMOHHBIX 3a0oneBanuii venoseka III-IV rpynn maToreHHOCTHM W yCIOBHUS JUIS pabOTHI
(merogom IIIP mnm apyrumu MeToAamu), MOTYT OpPraHM30BbIBaTb PabOTy IO JMATHOCTHKE
COVID-19 6e3 BbIACIICHUS] BO30YIUTENS, TIOJIB3YSICh 3aPETUCTPUPOBAHHBIMHU B YCTaHOBJICHHOM
nopsiake Ha Ttepputopun Poccuiickoii ®Denepanuu  TECT-CUCTEMAMH, B COOTBETCTBHH C
MHCTPYKLUEHN 110 IPUMEHEHHUIO.

K pa6ore c tect-cuctemamu st tuarnoctuku COVID-19 B maboparopusix J0mycKarTcs
CIELHUAJINCTBI, JaBIIME IMHCBMEHHOE COIJacue W MPOIIEAIIAE HHCTPYKTaX, NPOBEACHHBIN
corpyaHukamu PocnorpeGHan3opa, Ha paboTy ¢ BO30yAUTENAMU MHPEKIIMOHHBIX 3a00J€BaHUI
yenoBeka Il rpymmsl naToreHHOCTH.

1.4 IleneBoii aHamut

LesneBbIM aHAJIMTOM SIBJISIFOTCSI aHTUTENA yesioBeka kiacca IgG k N-Oenky kopoHaBHpyca
SARS-CoV-2. Bug ananura - KOJIHYECTBEHHBII.

1.5 ®yHKkuMoOHAIBHOE NpeAHA3HAUYEHNE

MU npenHazHaYeHO TS KITMHUYECKOH JIA00paTOPHOU JTUATHOCTHKH N Vitro.

1.6 Cnentudryeckas maToiaorus

s kopoHaBupycHO#l wuH(pekiuu, Bb3BaHHOW SARS-CoV-2, xapaktepHo Hamuyue
KJIMHUYECKMX CHUMIITOMOB OCTPOM pecHuparopHOl BUPYCHOH HH(MEKIHH, B TOM 4HCIE
MOBBILICHUE TEMIIEpaTyphbl Tela, Kalleab (CyXOd WM ¢ HEOOJbIIUM KOJIMYECTBOM MOKPOTHI),
OJIbIIIKA, MHUAJITUHA U YTOMJISIEMOCTb, OILIYIIEHUE 3aJI0)KEHHOCTH B IpyAHOH KileTke. Takxke
CpeaM MEPBBIX CUMIITOMOB B OT/AEIBHBIX CIY4asX OTMEYAIOTCS TOJIOBHBIE OOJIM, KPOBOXApKaHbE,
nuapesi, TOIHOTa, pBOTa, cepaneduenne. Mudekuus, Bei3BanHas kopoHaBupycom SARS-CoV-2,
MOKET HpOSBIATHCA B BHUJE OCTPOrO0 PECHUPATOPHOrO 3a00JeBaHUS JIETKOTO TeUeHUs,
THEBMOHUM, KaK 0e3 JIbIXaTeIbHOI HE0CTaTOYHOCTH, TaK U C Pa3BUTHEM OCTPOU JIbIXaTeIbHOMN
HEJ0CTaTOYHOCTH, OCTPOTO PECHMPATOPHOTO TUCTPECC-CHUHIPOMA, CEICHCA M CENTHYECKOIO
(MHQEKIMOHHO-TOKCUYECKOr0) IIOKa. Y TMOXWIBIX JIIOJEH, a TakkKe JUI C HUMEIOIIMMHCS
COMAaTHYECKUMHU 3a00JIeBaHUSIMU, HAaNpUMep, apTepuaibHOW THIepTeH3ueH, 3a00JaeBaHUSIMU
cepla WK AMabeToM, BEpOSTHOCTh TSXKEJIOT0 TeUeHUs 3a00JIeBaHUS BBIIIIE.

2. Pucku npuMeHeHHs

Bce xommonenTst MM B HCHONB3yeMbIX KOHIEHTpALUSAX SBISIOTCS HETOKCUYHBIMH,
M03TOMY 110 LieJleBoMY HazHaueHHt0o MU 6e3omacHo 1 He 00J1a1aeT TOKCUYHOCTHIO.

2.1 IloreHumanbHbIN pUCK TPUMEHEHHUS

Ilo crenenn noreHumansHoro pucka npumeneHuss MU N-CoV-2-IgG PS ornocutes x

Kiaccy 20.



NHCTPYKLIUA no NPUMEHEHUI0 Ha6opa peareHToB s 2021
HMMYHO(EPMEHTHOT0 KOJUYECTBEHHOT0 OMNpedeeHns] AHTUTE] YeJ0BeKa
kjaacca IgG k N-6eaxy SARS-CoV-2 (N-CoV-2-IgG PS)

2.2 IlpsaMoii puck NIpUMEHEHHUS

B cocraB kanmubpoBounoii poOsl (Kanubparop), HyneBor kanmubpoBouHoi mpoosl (Ko) u
HOJIOKUTEIBHON KOHTPOJbHOM MpoObl (K+) BXomaT oOpasibl CHIBOPOTKM KpPOBHM YEJIOBEKA,
KOTOpbIE HE NPEACTaBISIIOT OMOJIOIMYECKOW OINACHOCTH, IOCKOJIBKY B XOJi€ NPOU3BOJCTBA
Habopa pearenToB mnporectupoBaHbl Ha oTcyrcTBue anturen k BUUY-1, BUY-2, Bupycy
rematuta C u Treponema pallidum, a Ttaxxe anturenoB p24 BUY-1 m HBsAg. Omnako
uccienyeMble 00paslibl ChIBOPOTKHM, a TaKK€ HCIHOJIb3yEeMble pacTBOpbI, 00OpyIOBaHHE U
MaTepuaibl, HaxXOslUMecs C HUMH B KOHTaKTe, MPEICTABISAIOT CO0OM NOTEHIHMAIbHO
UHQEKIIMOHHBIA MaTepHall, 00pamaThCsi ¢ KOTOPBIM CIEYyeT, COOM0ast TEXHUKY 0€30acHOCTH
cornacHo 'OCT P52905-2007.

K+, Ko u Kanubpatop comepkaT KOHCepBaHT — TuMepocan— B koHueHtpauuu 0,01%, ne
npezcTaBistomei 6uonornyeckoil onacHocTy. OgHako o0palaTbes ¢ HUMM CIeyeT, coooaas
TexHUKY O6e3onacHocTu cornacHo ['OCT P52905-2007.

Cron-pearent coaepxut 1 N pacTBOp cepHOIl KHUCIOTHI, 00palaThCs ¢ KOTOPOH CIEayeT,
coOmronas Texuuky 6ezonacHoctu cornacuo 'OCT 4204-77 u TOCT P52905-2007.

2.3 KoCBEeHHBIN pUCK IPUMEHEHUS

Kocsennslii puck npumenenust N-CoV-2-IgG PS cBsi3an ¢ BepOATHOCTbIO MOTYYEHUS KaK
JIO)KHOOTPULIATEIbHBIX, TAaK U JIOKHOIIOJOKHUTEIbHBIX PE3Yy/lIbTATOB, YTO MOXET MPUBECTH K
OIMOOYHOMY  MEAMLMHCKOMY pEIIEHHI0 W  OTPULATENBbHO TOBIMATH HAa  TAKTHUKY
TEPANEeBTUYECKUX U MPOTUBOANHUAEMUYECKUX MEPOIIPUATHH.

[TprunHaMu JIO)KHOOTPULIATENBHBIX PE3YIbTATOB MOTYT OBITh:

1) nmopua oTHENbHBIX KOMIOHEHTOB MW B pesynbraTe HECOONIO/IEHUS YCIOBHI €ro
TPAHCIIOPTUPOBKHU U XPaHEHHUs 10 UCIIOJIb30BAHMS;

2) npeBbIlICHNE TAPAHTUIHBIX CPOKOB XPAaHEHH s, YKa3aHHbBIX Ha STHKETKAaX;

3) HecoOmoieHe TPeOOBAaHUN MHCTPYKITMH 10 MPUMEHEHHIO B X0J1e 00pabOTKH 00pa3IioB.

[Toxa3zaHus U IPOTUBOIMOKA3aHUSI K IPUMEHEHHIO, OTPaHUYECHHS METOAa

[Tokazannem k wucmonap3oBaHui0 Habopa peareHTOB sBIsSeTCS HEOOXOAMMOCTH OIICHKH
Pa3BUTHS T'YMOPAJIBHOTO aalITUBHOIO UMMYHHTETa K KopoHaBupycy SARS-CoV-2 y 6oabHBIX
COVID-19 B mpouecce TepaneBTHYECKUX MEPONPHUATUH, a TAKXKE y PEKOHBAJIECLEHTOB - C
LENbI0 OLEHKH CEpPOKOHBEPCHMM W Yy 3JI0OPOBBIX JIIOJEH - C LENbI0 OLEHKH YpPOBHS
HOMYJISIIMOHHOTO UMMMYHUTETA.

[Ipu cobmonenun TpedoBanuit MucTpykuuu no npumenenuto Habopa pearentoB N-CoV-

2-1gG PS npotuBomnokazaHuii ¥ orpaHndeHui o npumeHeHuo MU He cyiecTByer.
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3. XapakTepucTUKAa MeIUIIUHCKOTO U3/1eTUsA
3.1 IIpuHIUIT KOJIMYECTBEHHOTO METOAa UCCIEAOBAHUS

B ocHoBe MmeTona MMMYHO(GEPMEHTHOTO aHalu3a JIEKUT B3aMMOJCWUCTBHUE aHTHUTEDN,
collepKalluXcsd B HUCCIEeIyeMOM o0pasle, ¢ aHTHUI€HOM, COpOMpPOBaHHBIM B JIYHKax
MOJIMCTUPOJIOBOTO TUIAHIIETa, W TOCICAYIOUIMM OO0pa3oBaHMEM HWMMYHHOTO KOMILIEKCa C
MEPOKCUJA3HBIM KOHBIOTATOM HAa OCHOBE MOHOKJIOHAJIBHBIX AaHTUTENl K TDKENIOW uenu
MMMYHOTTI00y/IMHOB YenoBeka [gG-kinacca. Busyanuzanuio IMMYHHOTO KOMILJIEKCA IPOU3BOJISAT
nmocie ao0aBiIeHUs cyOcTpara id TepoKcuaasbl XxpeHa - 3,3'.5,5'-terpameTnnOeH3uIUHA
ruapoxyopuaa (TMB), koTopselil Mo AeMCTBHEM aTOMapHOTO KUCIOpOAa, 00pa3yromerocs u3
MEPEKUCH BOJOPOJA, OKHCISETCS 10 TPOAYKTa, OKPAIICHHOTO B CHHHN IBeT. JloOaBiieHue
CEpHON KHCJIOTHI M3MEHSET I[BET pacTBOpa Ha JKENTHIH, C MaKCUMyMOM ONTHYECKOTO
norsiouienuss npu 450 HM. Onrtudeckas IUJIOTHOCTb H3MEPSETCS C MOMOIIBIO TUIAHIIETHOTO
cHeKTpodoTOMeTpa 11 HMMYHO(GEPMEHTHOTO aHAIH3A.

KonundectBeHHOE cojiepkaHUE aHTHTEN B 00paslle PacCUUTHIBAIOT 10 KAIMOPOBOYHOMN
KpHUBOI, IONy4YEeHHOW NpU aHAllM3€ CEMH pa3BeIeHHI KamuOpaTopa, MPenCTaBisaIoNIero cooomn
myal oOpa3loB CHIBOPOTKM KPOBH JOHOPOB, coaepxamumii [gG-antutena k N-Oenky
kopoHaBupyca SARS-CoV-2, B KoHIIeHTpaIK, BEIPAXKEHHOW B YCJIOBHBIX e€IWHHUIAX (y.€./MIT)
WIM B MEXIYHApPOJIHBIX aHTUTENOCBs3bIBatoNuX enuHunax (Binding Antibody Units —
BAU/mmn).

CopOupoBaHHBII B JIyHKaxX IJIaHIETa KOPOHABUPYCHBIA aHTHIEH, B Ka4eCTBE KOTOPOTO
UCIOJIb30BaH pEKOMOMHAHTHBIA N-0enok Hykieokarncujga KopoHaBupyca SARS-CoV-2,
o0ecreunBaeT aHATMTUYECKYIO CTIEIM(UIHOCTD TECT-CUCTEMBI.

OO6nacTh NpUMEHEHUs — JUIsl TUATHOCTHKHY in Vitro.

3.2 CocTaB METMLIMHCKOTO U3JIETUS
Ha6op pearentoB N-CoV-2-IgG PS Breilyckaercs B OJJHOM BapHaHTE KOMIUICKTAIMA U
OJIHOM BapHaHTE HCIIOJTHEHHS, KOTOPBIA pacCYMTaH HAa TpOBeIeHHE aHanmm3a 96 00pasIos,

BKJII04ast 00pa3iibl pa3BefeHuid kanubparopa u koHTpoiu (K+ u Ko) (tabin. 1).

Tabmumna 1
HaunmenoBanve KOMIOHEHTOB O0bem, Mt KomunuectBo
IDranmer Auturen N-0eltok - 1 mmT.
KanuGparop 0,4 1 mp.
Ko 0,5 1 mp.
K+ 0,5 1 mp.
Koursrorar 0,4 1 op.
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OCP-T 20,0 2 .
PUII 15,0 2 .
XCP 13,0 1 .
Cromn-peareHr 6,0 1 ¢m.
WNHcTpykius 1o npuMeHeHHUIO - 1 .
[Tacnopt kayecTBa - 1 mir.
HanmenoBanue npuHaaIeKHOCTEN
3amuTHasg IVICHKA - 2 1IT.
[Tnanmer s pa3BeneHus - 1 .

[Tnanmer Anturen N-6enok - 96-1yHOUHBIH pa300pHBIN MOJUCTUPOIOBBIN MIAHIIET JUIs
UMMYHO(EepMEHTHOTO aHanmm3a C¢ copOupoBaHHbIM N-Oenkom KoponaBupyca SARS-CoV-2.
[Tnanmrer ynakoBaH B ()OJIBIMPOBAHHBIN MAaKeT. | 0TOB K MCIIOJIb30BAHHIO.

KammbpaTop (kanmOpoBouHas mpoba) - Tpo3padHas OCCIBETHas  IKUIKOCTb,
npeicTaBisiomas co0oi mya o0pa3loB CHIBOPOTKM KPOBHU JIOHOPOB, IepedOsIeBLIMX
KopoHaBUpYycHbIM 3aboneBanneM COVID-19, conepxammii IgG-anturena x  N-Oenky
kopoHnaBupyca SARS-CoV-2, B Oydeprom pactBope oOvemom 0,4 M B TpoOHpkKe C
3aBUHUMBaOIENcs Kpblukoid. Konuentpauus antuten B KamuOpatope cocraBisier 12046
y.e./mi. KanuOparop arrecroBan no Ileppomy Mexnynapoanomy Cranaapty BO3 nns anturen
SARS-CoV-2 (NIBSC code 20/136). KoaduimeHT cOOTBETCTBHS y.€./MJI MEXIyHApOIHBIM
equHunaM cBsi3piBatomux antuten (BAU/mi) cocraBmsier 1 BAU/Mn = 6,0 y.e./mi.
[lpennasHaueH s TOJMYYEHHs pa3BEACHUH TPOOBI, COAEp)KaHUE AaHTHUTEN B KOTOPBIX
UCTOJIb3YeTCs Ul HOCTPOSHUS KaTuOpOBOUHON KPUBOM.

Ko (myneBas kamuOpoBouHass mpoba) — mpo3payHas OecuBeTHas HKHUIKOCTb,
IpeCTaBIIsIomas co0oil mys 00pa3oB CHIBOPOTKH KPOBH, TOJTYYEHHBIX OT 3JJOPOBBIX JIOHOPOB
panee 2019 ronma, He conepxkamuii IgG-anturen k N-Oenky koponaBupyca SARS-CoV-2.
PesynbTrar usmepenust Ko ucnonp3yercst Ui MOCTPOECHUST KaJIMOPOBOYHOM KPHBOW B KauecTBE
Hyl1eBol Touku. Pasenen B OydepHoM pactBope oO0bemom 0,5 M B mnpobupke c¢
3aBUHYMBAIOIIEHCS KPBIIIKOM. ] '0TOB K MCIIOJIB30BAHUIO.

K+ (xkoHTponbHas mnoyokuTenbHas Mpo0Oa) — mpo3payHas OeclBeTHas >KUIKOCTD,
npe/cTaBisiiomas co0oi mya o0pa3loB CHIBOPOTKM KPOBHU JIOHOPOB, MepeOOsIeBIINX
KOpoHaBUpYCHBIM 3aboneBanueM COVID-19, coxepxammii IgG-antutena x  N-Oenky
kopoHaBupyca SARS-CoV-2, B OydepHom pactBope obvemom 0,5 Ma B mpoOupke ¢
3aBUHYMBAIOIIEHCS KPBIIIKOM. [ '0TOB K MCIIOJIB30BAHUIO.

Konrbrorar — mpo3pavyHas 6CCI_IBCTH3.${ KUAKOCTb, MPECACTABIIAIOIIAsA co0oii SO—KpaTHBIﬁ
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KOHIIEHTPAT MBIIIUHBIX MOHOKJIOHAJLHBIX aHTHTEN K Tskesol nenu IgG denoBeka, MEUECHHBIX
nepokcuaa3zoi xpena, oobeMoM 0,4 M1 B IpOOUPKE C 3aBUHYMBAIOIICHCS KPBIIITKOH.

OCP-T — npospauynas OecuBeTHas >KHIKOCTh, INMPEACTABIsIONIAs co00H 25-KpaTHBIN
KOHIIEHTPAT MPOMBIBOYHOrO pactBopa oO0bemoM 20 mi BO (hjakoHE € 3aBHHUYMBAIOLICHCS
KPBILIKOM.

PUIT — mpo3pauyHast >KUIKOCTh CHUHE-(QHONETOBOTO I[BETa, MPEACTABISAIONMAs COOOH
OydepHbIli pacTBOp ISl pa3BeACHHUS HUCCIEAYeMbIX MpoO oObemMoMm 15 mu Bo ¢iakoHe C
3aBHHYMBAIOIIEHCS KPBIIIKOM. ['0TOB K MCIOIB30BaHUIO

XCP — mpospayHasi KUIKOCTb CJIETKa TOJyOOBAaTOro LIBETA, MPEICTABIIAIOIIAs COOOM
XPOMOTEH-CYOCTpaTHBIA pacTBOp, coxepxkammii 3,3°,5,5’-rerpamerunoemsuaua  (TMbB) u
MEepeKUch BOJOposa o0beMoM 13 M BO (iakoHE ¢ 3aBHMHYMBAIOLICICS KpbIIKOW. ['0TOB K
HCIIOJIb30BaHUIO.

Crom-peareHT — mpo3padHasi OecIBETHas XHUIKOCTb, MpelcTaBisiomias coboit 1 N
PacTBOp CEpHOM KHCIOTHI 00heMOM 6 MII BO (pJIaKOHE C 3aBHHYMBAIOIICHCS KPBIIKOM. ['0TOB K
HCIOJIb30BaHUIO.

3amuTHas TUIGHKa — TOJUATHIICHOBAas IUIGHKA C KIEWKOW MOBEPXHOCTHIO IS
3aKJIeUBaHMSI [JIAHILIETA C AHTUTEHOM.

[Mnanmer s pasBeneHuss — 96-TyHOUHBIM IUIAHIIET C IUIOCKUM JTHOM  JUId
MpeBapUTENLHOTO pa3BeIeHUs KamuopaTopa U 00pasiioB.

3.3 OyHKIHOHAIBHBIE XapaKTePUCTUKU

TouyHOCT (ITPABWIIBHOCTH) M3MEPECHUN KOHIIEHTPAIMH aHTUTENI B 00pa3lie HAXOIWTCS B
npezenax ot 90 % mo 110 % (TecT Ha OTKPBITHE).

UyBCTBUTEIHHOCTE (TIpeiesl OOHAPYKEHHs) KOJMYECTBEHHOTO OMpPE/IeICHHs] aHTUTEN B
oOpasiie cocrasiset 0,2 y.e./mia (0,03 BAU/mun).

JHuanazon n3mepennii — 1,0 — 60,0 y.e./mi (0,17 — 10,0 y.e./mn)

3HaueHue JMHEWMHOCTH NpU OMNpEeNelIeHUH KOHIIEHTpallMM aHTUTel B o0pas3lax B
untepsane 0,3 - 55,0 y.e./mn (0,05 — 9,17 BAU/mn) Haxoautcs B ipenenax ot 90 % go 110 %.

KonnenTpanus aHTUTEN B KOHTPOJIbHOH mpobe K+ momkHa HaxonuThcs B HHTepBaie 1,2-
2,5 y.e./mi (0,20 — 0,42 BAU/m).

BocnpousBogumocTh 3Hau€HUN KOHILEHTpaluid aHTUTeN B o0pa3nax no ko3 UIUeHTy
Bapuanuu (CV) He npesbimaet 8,0 %.

Nutepcentsl. 80 % 3naueHuto logit COOTBETCTBYET 3HAUEHHE MHTEPCENTA B UHTEPBAJIC OT

19,0 no 21,0 y.e./mm; 50 % 3Hadenuro logit COOTBETCTBYET 3HaUEHNE MHTEPCENTA B HHTEPBAJIE OT
8
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6,5 1o 8,5 y.e./mur; 20 % 3HadeHuro logit COOTBETCTBYET 3HAUCHUE MHTEPCENTAa B HHTEPBAJE OT
2,0 no 3,0 y.e./m.

Ananutnueckas crneuupuuHocts HaOopa peareHTOB NOATBEpXkIEHA MpPH aHAIU3e
00pa3LoB IUIa3Mbl/CBIBOPOTKH KpPOBH, IOJIy4EHHBIX OT OosibHBIX M mnepeboneBmux OPBU
Jroed, MHQUIIUPOBaHHBIX BUpycaMu HHOH, yeM SARS-CoV-2, npupoisl.

[IpucyrctBue antukoarynsHtoB (O/TA, uurpar HaTpus), a TaKKe IPUCYTCTBHE
remorsobuna (mo 10 mr/mi), obmero Ounupyobuna (mo 0,6 mMr/min) u Tpuriauuepuaos (mo 0,5
MI/MJI) B aHAJIM3UPYEMbIX 00pasliax He BIMsIET Ha pe3y/bTaThl aHAIU3A.

OOpa3upl TUIa3MbBI/CBIBOPOTKH KPOBH, COZICpIXKAIIHUE arperatbl U OCaI0K, HEOOXOIMMO
ocBeTATh LeHTpudyrupopanuemM 10 mun npu 6000 06./MuH. He momyckaercs MCnoibp30BaHUeE
UCCIIElyeMOTr0 MarepHaja, MpOLIeJIIIero TepMOOOpabOTKy, KOHCEPBUPOBAHHOIO —a3UJOM
HaTpUs, C BBIPRXKEHHBIM I'€MOJIM30M, MIIEPIUIUAEMUECH U OaKTepHaIbHBIM POPOCTOM B BUIY
BO3MOXKHOH HWHTEpPEpEeHIINH TeMOIJo0MHa, JHIHIOB W OaKTepHAIBbHBIX TPOIYKTOB C
AQHTHUTEIAMHU, YTO MOXXET IMPHUBECTH K JIOKHOIOJOXKHUTEIBHBIM pe3yibraTaMm. O0s3aTeIbHBIM
yCIIOBHEM SIBJISIETCS pa30aBleHME aHAJIM3UPYEMOW CBIBOPOTKHM Hepes Hcrmoib3oBaHueM B 100
pa3, uYTO TrapaHTHpPyeT  HUBEJIHUPOBAaHUE  JEHCTBHS  BO3MOXKHBIX  HHTEP(HEPEHTOB,
MPUCYTCTBYIOIIMX B HEpa30aBIEHHbIX 00pa3liax.

4. Mepb! npe1ocTOPOKHOCTH

4.1 Pabota ¢ HabopoM peareHTOB JOKHA IPOBOJUTHCS B J1aOOPATOPUH, BHITOTHSIOIEH
MHUKPOOHMOJIIOTHYECKHE, CEPOJIOTMUECKUEe M JUArHOCTUYECKHE HCCIEeIOBaHMUSA C COOJIIOJCHUEM
canutapHbix mnpaBun u HopMm CanlluH 3.3686-21 «CaHuTapHO-3IUAEMHOIOIHYECKHE
TpeOoBaHUs MO NMPOPHIAKTUKE HHPEKIIMOHHBIX 0OJIe3HEW» U METOANYECKHUX ykazaHuit MY 287-
113 «Mertoauueckue YyKa3aHus MO JE3UH(EKINH, MNPEeICTEPHIN3AUOHHON OYUCTKE U
CTEpUIIN3ALUU U3AEINN MEIULIUHCKOIO HA3HAYECHUSY.

4.2 Ilpu paboTe HEOOXOAMMO BBINOJIHSTH CIEAYIOIINE TPeOOBaHUS:

- noctaHoBky MDA crienyer npoBOJIUTh B MOMEIIEHUU C KOMHATHOW TeMIepaTypoil oT
18 no 24 °C;

- Iepe]] HayajioM paboThI CIIeyeT 03HAKOMHUTBCS C MHCTPYKIMEH 0 MPUMEHEHHUIO;

- Bce komrnoHeHThl Habopa peareHToB mepen HadaaoM paboThl HEOOXOAMMO BBIICPKATH
IIpM KOMHATHOM Temneparype B TeueHne 30 MuH;

- He JoIlyckaercsi ucrnoiib3oBaHue HaOopa peareHTOB Mociie MCTEUEHHUS €ro Cpoka
TOJTHOCTH, YKa3aHHOTO Ha yIIaKOBKE;

- npabopaTopHas TIOCyJla JOJDKHA OBITh TIHIATENBHO TIPOMBITA, MPEANOYTUTEITEHO
9
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MPUMEHEHHUE MaTEePUaAIOB OJJHOPA30BOT0 UCIOJIb30BAHUS;

- HEOOXO0IMMO MCIOJIB30BaTh BATUANPOBAHHBIC JJ03aTOPHI M 00OPY/IOBAHHUE;

- paboThI TIO MUIIETUPOBAHUIO JOKHBI BBITIOJHATHCS C HUCIIOIB30BAaHUEM OIHOPA30BBIX
HAaKOHEYHUKOB JIJIS TTOJTyaBTOMATHYECKUX MTUTIETOK.

- BCE HCMOJb30BAaHHBIC OJHOPA30BBIC MATEPHUATIbl M OCTATKH OOpa3lOB JOJKHBI OBITh
MOJIBEPTHYTHl 00paboTKe Ne3WH(DUIMPYIONUMHU CPEICTBAMHU C TOCICAYIONICH YTHIIM3AINEH B
cootBercTBUU ¢ TpeboBanusamu CaunlluH 2.1.7.2790-10 «CanutapHO-31UAEMHOIOTHYECKHE
TpeOOBaHUS K OOpPAIICHHUIO C MEAUIIMHCKUMH oTXxomamMu» u MY 287-113 «Metoauueckue
yKazaHusi 1O JAe3WH(EKIUU, NPEACTEPHIN3AIMOHHON OYMCTKE W CTEPUIIM3ALMH HW3JICTUl
MEIUIMHCKOTO Ha3HAUCHHS Y.

- He JOomycKaTb KOHTakTa oOpasmoB HabGopa peareHTOB ¢ rja3aMu M CIM3UCTOU
o0ounoukoii. [Ipu KoHTaKTe OOUIBHO MPOMBITH YUYACTOK KOHTAKTa BOAOW, MPH HEOOXOAMMOCTH
00paTUTHCS 3a MEAUITTHCKON TTOMOIIIBIO.

- BO u30eXaHHe Jerpanalii HAHECEHHOTO Onomarepuaia npu padboTe ¢ KOMIIOHCHTAMH
HabGopa pearenToB ciemyer m3z0eratb BO3ACHCTBHSI BBICOKHX TEMIIEpATyp, Biard M MPSIMOTO
COJIHCYHOTO CBETa.

4.3 OrneHka BEpOSTHBIX COOBITUM, B pe3y/bTaTe HACTYIJIEHHUSI KOTOPBIX MOTYT IPOU30UTH
OTPHUIIATEIIbHBIE TIOCIECTBUS JIJIsl OpraHU3Ma YeIOBEKa.

Bce xommonenTs HaGopa pearenToB 3a wuckitoueHueM CTom-peareHTa SBISIOTCS
HeTokcHuHbIMH. CepHas KucioTa, BXojsmas B coctaB Crom-peareHta, oOjamaer
pazapaxatomuM nericteueM. [Ipu monaganuu pactBopa CTom-peareHTa Ha KOXKY M CIH3UCTHIE
MIPOMBITH MOPAKEHHBINA YUACTOK OOJIBIIUM KOJMYECTBOM MPOTOYHOU BOIBI.

S. TpeGyemoe 10NOTHUTEIBHOE 000PYAOBAHNE H MATEPHAJIBI:

- cnektpodoromerp BepTukanbHbld s MDA ¢ nmuaamu BonH 450 HM u pedepenc-
¢unbTpom 650 HM;

- BOIIIEp aBTOMATUYECKUN SIS UMMYHOJIOTUYECKHUX TUIAHIIIETOB;

- TEPMOCTATUPYEMBII BUOPOBCTPSXUBATEN;

- TEPMOCTAT BO3AYIIHBIHA ¢ PEryanpoBKOi Temmeparypsl Ha 37 °C;

- 103aTOpPBI MUMNETOUHbIE |-KaHambHBIE ¢ IepeMeHHBIM 00béMoM oT 10 10 100 MKk, oT 20
10 200 mxa m ot 100 1o 1000 MKIT;

- J103aTOpHI MUTIETOYHBIC §-KaHAIBHBIE ¢ IEPEMEHHBIM 00béMOM oT 5 10 50 Mka u ot 30
10 300 mK;

- HaKOHEYHUKH noiunponuiaeHossie Ha 10-200 mxn u 200-1000 mkar;
10
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- Boja quctuupoBannas (TOCT 6709 -72);

- ¢puabTpOBaNIbHAS Oymara;

- BAHHOYKH JJIsl PEareHTOB;

- MEpHBIE CTEKJITHHBIC IUIMH]IPbI;

- (pmaxoHbI 11 pa3BeIeHUS KOHBIOTATA.

6. AHasiM3upyeMble 00pa3ubl

CornacHo BpemennsiM MeToqudeckum pekomeHaanusam «lIpodunakTtrka, TMarHocTHKa U
JedyeHue HoBoOW kopoHaBupycHoil mHdpekuuun (COVID-19)» Bce o0pasibl, MOITY4YEHHBIE AJIS
7a00paTOPHOTO HCCIEOBAHUS, CIEAYeT CUMTATh MOTEHIHATBHO HWHOUIMPOBAHHBIMU, W TPU
pabore ¢ HMMU MODKHBI yuuTbiBathes TpeboBanus CII 1.3.3118-13 «be3omacHocTh paboOTHI C
mukpoopranusmamu [-II rpynnm matoreHHocTH (omacHocTH)». MeaunuHckue pabOTHHKH,
KOTOpBIE COOMPAIOT WM TPAaHCHOPTUPYIOT KIMHUYECKHE 00pa3ibl B JaOOpaToOpuio, AOIKHBI
OBITH O0YYEHBI IPAKTUKE OE30MIaCHOTO O0paleHns ¢ OHOMaTepralIoM, CTPOTO COOIIIOIATh MEPHI
IIPEIOCTOPOKHOCTU U UCIIOJIb30BaTh CPEICTBA MHANBUAYAIBHOM 3aIUTHI.

TpancroptupoBka 00pa3oB ocyliecTBIsieTcs ¢ cobmoaenuem tpedoanuit CIT 1.2.036-
95 «llopsimok ydera, XpaHeHUs, Iepeaun U TPAHCIOPTUPOBaHM MUKpoopranu3MoB [-IV rpynn
naToreHHocTu». Ha compoBoxaaromeM ¢opMyisipe HeoOXOIUMO yKa3aTh HAaUMEHOBaHUE
MOI03PEBAEMOM OCTPOM pecUpaTopHO WH(MEKIUH, IPEABAPUTEIHHO YBEIOMUB J1a0OPATOPHIO
0 TOM, KaKoil oOpasel] TpaHCIOPTUPYETCSL.

OO0pa3upl KPOBU B MPHUCYTCTBUHM AaHTHKOATYISHTOB WM 0€3 HUX TPAaHCIOPTUPYIOTCS MPHU
temreparype 2 — 8 °C.

Coop 00pa3ioB KpoBU MPOBOJUTH MYyT€M BEHEMYHKIIMH, MPU COOJIIOACHUHN CTAaHIAPTHBIX
7a0opaTOpHBIX Mpoueayp. BpiOop mpoOMpOK A MOJydyeHHs CBIBOPOTKM WM IUIA3MBI,
HOJATrOTOBKY, LEHTPU(QYrMpOBaHUE, XpaHEHHWE W TPAHCIOPTHPOBKY o0Opaslia IMPOU3BOAUTH
COIJIACHO MpaBHJIaM MPOBE/ICHUS MTPEaHATMTUYECKOrO 3Tara, YTBEP KIEHHBIM /715 1a00paTopuu.
CnocoObl moAroToBKM oOpa3ia (CHIBOPOTKH WM IJIa3Mbl) U PEXUMBI LEHTPUPYTrHPOBAHUS
ONMHUCaHbl B HMHCTPYKUUSAX IO NPUMEHEHUIO0 NPOOMpPOK i 3a00pa KpPOBH, HCMOJIb3yEeMBIX
nabopatopueit.

Uccnenyembie oOpasibl CHIBOPOTKH/TUTA3MBI XpaHAT Tipu Temmneparype 2-8 °C He 6oinee 3
CyTOK OT MOMEHTa B3sATUS KpoBHU. JlomyckaeTrcs XpaHeHHEe OOpa3loB B 3aMOpPOKEHHOM
COCTOSTHUM TIpH TeMIieparype He Boiie MuHyc 18 °C He Oonee 1 roga. [lepen ucmonp3oBaHuEM
0o0pa3upl pa3MOpakMBaIOT NpH Temneparype 16-25 °C U mnepemMemuBaroT BCTPSIXHUBAHHEM.

OO6pa3upl, cofepxKaliye arperatbl 1 0cajok, He0oOX0IUMO OCBETJIATh LIeHTpUudyrupoBanuem 10
11
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mMuH npu 6000 006./mMuH. He mgomyckaercs WCHOIB30BaHUE WCCIEAYEMOr0 MarepHaa,
IpPOILEAIIEr0o TEepMOOOPadOTKY, KOHCEpBUPOBAaHHOIO a3MJIOM HATpUs, C BbIPAXKEHHBIM
reMOJIN30M, HUKTEpPUYHOCTBIO, XWJIE30M U  OakTepualbHbIM  InpopocToM. IloBropHOE
3aMOpa)kKMBaHUE Pa3BEACHHBIX 00Pa3LlOB HE JOIYCKAETCs.

BHMMAHMUE! O06pa3ubl CBIBOPOTKH/TIIIA3MBI MOTYT IIOABEPraThCs
3aMOpaXMBAaHUIO/OTTaNBAaHUIO HE Oosiee 2-X pa3. HenmpurogusIMu JUIst UCCIIETOBAHUS SBIISIOTCS
o0Opa3upl IUIa3Mbl KPOBH, €CIM KpOBb ObUla B3ATa B IPOOUPKH C TIEMapuHOM B KadyecTBe
AHTHKOAryJIsHTA.

7. IlpoBeenne uccaei0BaAHUSA

7.1. IlogroroBka peareHToB

7.1.1. PeareHTsbl, rOTOBBIE K IPUMEHEHHIO

7.1.1.1 Ilnanmer Antured N 6enok. Pa30opHblii mnaHmieT ynakoBaH B ()OJIbTUPOBAHHBIH
naker. BekppITh (onbrupoBaHHBI MakeT M BbIHYTh IUIaHIIET. B ciiyyae HeoOxoaumocTu
OCTaBUTh B paMKe-JepkaTesie HeoOXOIUMOE KOJUYECTBO CTpUIOB. OCTalbHbIE CTPUIIBI
HEMEJUIEHHO IOMECTHTh OOpaTHO B (OJBIMPOBAaHHBIM MAaKeT, yAaluThb W3 HEro BO3AYX H
3arepMeTU3NpOBaTh IAKET 3UI-JIOK 3acTeXKoW. Heucrnosb30BaHHBIE CTPUIBI XPaHUTh B
(OIBrMPOBAHHOM MAKETE B TEUEHHE 1 MecsIa mociie BCKPBITUs pH Temieparype 2-8 °C.

7.1.1.2. Pearentst K+, Ko, PUII, XCP, Ctomn-peareHt — rOTOBbI K UCIIOJIb30BAHUIO.

Yactuuno ucnonb3oBanHble K+, Ko, Kanubpatop, PUII, XCP, Cton-peareHT XpaHuTh B
3aKpBITHIX MPOOUPKaxX U (rakoHax B TeueHHe | mecsla rmocie BCKPHITUS MPHU Temieparype 2-8
°C.

7.2. PearenTsl, TpeOyroIKe MpeBapuTEILHOTO MPUTOTOBIICHUS

7.2.1. Ilonroroska pactsopa ®CP-T

PactBop ®CP-T wucnone3yercs mjid NPOMBIBaHUS IUIAHIIETA W JJIS  Pa3BEACHHUS
Konbtorara. J[ns nonydenust pabodyero pacrBopa MCXOAHBbIM 25-kpaTHblli KoHIeHTpaT ®CP-T
pa3BomAT B 25 pa3. B MepHBIN IUIUHAP, B COOTBETCTBUH C YHUCIIOM HCTIOIB3yEMBIX CTPUIIOB (CM.
Tabmuiy 2), BHOCAT HYXHOe KoinmdecTBO KoHieHTtpara @OCP-T wu goBomar 1o
COOTBETCTBYIOLIETO 0ObeMa TUCTUIUIMPOBAHHOM BOJOU. [lomydueHHbIN pacTBOp claenyeT XpaHUTh
He 6onee 30 cytok npu temrepatype 2-8 °C.

7.2.2 TlogroroBka pactBopa Konsrorara

Konstorat passectu B pabouem pactBope ®CP-T B coornomenun 1:50. [{ns storo, B

COOTBETCTBUHU C YUCJIOM HCIIOJIb3YEMBIX CTPHUIIOB, K HY)XHOMY KosinuecTBy pactBopa @CP-T
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T00aBISIOT HEOOXOIMMOE KOJIMYecTBO KoHIleHTpara Konbrorara (cMm. Tabmuity 2). [lomyueHHbIi

pabounii pactBop Konbtorara ciemyer XxpaHuth He Oosiee 4 1 ripu Temneparype 2-8 °C.

Tabmumna 2
Pacxon peareHTOB, TPEOYIOMIMX MPEABAPUTEIHHOTO MPUTOTOBIICHUS
Koi-Bo Pa6ouwnii pactBop ®CP-T Pa6ounii pactBop Konsrorara
CTpUIIOB | x25 OCP-T, mut | Juct. Boga, i | Konbrorar, i | Pabounii pacrBop ®CP-T, mn
4 5 mo 125 0,07 3,5
6 10 o 250 0,1 5
8 15 o 375 0,14 7
12 20 1o 500 0,25 12,5

7.3. [IpoBenenne MMMYHO(EPMEHTHOTO aHAIH3a

Tounocts npuroroBineHust pasBeneHuil KamubOpatopa u wHccieqyeMblx 00pasLoB
OlpezesieT KauyecTBO pPE3yJbTaToB aHainu3a. lIpeaBapurenbHble pa3BeleHUs NPOBOIUTH B
UHAMBUAYAJIbHBIX MpoOupkax (Tuma OmnneHaopd) Wi B JIyHKaX JONOJHUTEIBHOrO 96-
JYHOYHOTO IIJIaHILETa, TUIATeJIbHO NepeMennBas NpoObl NUIETUPOBAHUEM C HUCIIOJIb30BAaHUEM
YHUCTHIX HAKOHEYHUKOB.

7.3.1. IlpuroroBieHue KaTuOPOBOUHBIX P00

B 7 npoOupok BHectn no 120 mxn pactBopa PUIL. B mpoGupky 1 BHectu 120 mxn
KanubpaTopa u TiiaTtenbHO NepeMeniaTb NUIETHPOBAaHUEM. DTO pa3BeleHHE KanuOpOBOYHOMN
npo6s! K1 cootBeTcTBYeT KOHIIEHTpanuu 60 y.e./mi.

W3 npobupku 1 neperectu 120 Mk B poOUpKy 2 U TIIATEIBHO MepeMelaTh.

W3 npobupku 2 nepenect 120 Mk B mpoOUpKy 3 U T.1. 10 TPOOUPKHU 7. ITU 2-KpaTHbIE
pa3BefeHus ABIAIOTCS KanuOpoBouHbiME Tipobamu K2, K3, K4, K5, K6, K7.

7.3.2. IlpenBaputenbHOe pa3BeIeHUE UCCIeAyEeMbIX 00pa3loB CHIBOPOTKHU/TIIIa3MbI

B npobupku (JlyHKH JOMOJHUTEIBHOIO IulaHIeTa) BHecT o 190 mkin pactBopa PUIL
Buectu B Hux no 10 MK uccieayemMbIx 00pas3IoB ChIBOPOTKH (pa3BeneHue — 1:20).

7.3.3. BHecenune pa3BeIeHHBIX KaTHOPOBOYHBIX TIPOO

B nynku A-G ctpuma 1 [Inanmera Arturen N-6emok BHectr o 100 MK pa3BeIeHHBIX
kanuOpoBouHbIX po6 K1 - K7. B mynky H1 Baectu 100 M HyneBoii kanrnOpoBouHoi mpoos! K.

7.3.4. BHeceHMe  mNpeABAPUTEIBHO  pa3BEACHHBIX  HCCIEAYeMBIX  00pa3IoB
CBIBOPOTKH/TIJIa3MbI U MOJIOKHUTEIbHON KOHTPOIBHON MPOOBI.

Hauunas ¢ mynku A2, BHectu B nyHkH 1o 80 mkia pactBopa PUII, 3arem BHeCTH B JTyHKH
no 20 MKJI MpeaBapUTeNIbHO pa3BeleHHbIX B 20 pa3 o0pas3loB ChIBOPOTKH/TUIa3Mbl. [Ipu 3TOM,
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KOHEeuHOe pa3BereHue oopas3os coctaBut 1:100. B mocnenH00 MyCTYIO JIYHKY HCIIOJIB3YEMBIX
ctpunoB BHecTH 100 MKJI OJIOKHUTEIBHOW KOHTPOJIBbHOU ITpoOkl K+ (Tabnwuma 3).
CopepxuMoOe JYHOK Cclierka BCTPSIXHYTh IOCTyKMBaHHWEM IUIaHiiera B TeueHue 10
CEKYH]I, 3aKJIEWTh 3aLIMTHOM IIEHKON ¥ MHKyOrpoBath 1 u nipu temneparype 37 °C.
Tabnuna 3

Cxema BHECEHUs KATMOPOBOYHBIX P00, UccaenyeMbIx o0pa3noB u K+

1 2 3 4

A K1 Obpaszer 1 Obpaszen 9 Obpazen 17
B K2 Oo6pazer 2 Obpazerr 10 | O6pazer 18
C K3 Ob6pazern 3 Obpazen 11 Obpazen 19
D K4 Oo6pazen 4 Oobpazent 12 | O6pazen 20
E K5 Obpasern 5 Obpazenr 13 | O6pazer 21
F K6 Ob6pazen 6 Obpazen 14 | O6pazer 22
G K7 Obpaszerr 7 Obpazenr 15 | O6pazern 23
H Ko Oo6paszer 8 Obpazerr 16 | K+

7.3.5. IlpombiBka. Ilocne MHKyOanmuuM CHATh 3alIUTHYIO IUIEHKY CO CTPUIIOB WU
IUTAaHIIETa U TOMECTHTh €€ B COCYJ C JE3MH(QUIUPYIOIIMM pacTBopoM. PacTBop u3 JIyHOK
yIaJUTh aBTOMATUYECKUM ITPOMBIBATENIEM (BOILIEPOM) MM JE€KaHTAIMe B COCY, 3al10JHEHHBIN
JI0 TIOJIOBMHBI 6 % pacTBOPOM NEPEKHCH BOAOPOAA. 3aTEM JIYHKH IPOMBITH, BHOCS B KaXIYHO
ayHky no 300 mkn pactBopa @CP-T, BCTpSIXHYTh COAEPKUMOE JYHOK IIyTEM JIETKOIO
NOCTYKMBaHUs IUIaHImIeTa B TedyeHue 10 CeKyHI W yJalIUTh COAEPKUMOE JYHOK IIyTeM
acnupauuu uian jaekaHtauuu. [IpombiBKy moBTopuTh 3 pasa. [locie mocnenHedl mpOMBIBKU
THIATEIBHO YAAJIUTh OCTaTOYHYIO BJary MOCTYKMBAaHUEM IEPEBEPHYTOrO IUIAHILIETA MO YHUCTOU
¢GuIbTpOBaNBHON Oymare.

7.3.6. Nuky6amus ¢ Konbroratom. Bo Bce mynku BHecTr 1o 100 Mk paboyero pactsopa
Konwbrorara. [lnanmer 3akpbITh 3alIUTHON TUIEHKONW UM MHKYOMpOBaTh npu Temmneparype (37+1)
°C B Teuenue 1 4. 3ateM npoueaypy NpOMBIBaHHS OCYLIECTBUTH, KaK yKa3aHo B II. 7.3.5.

7.3.7. IlpoBenenue (hepMEHTATUBHOHN peakiuu. B kakayro JyHKY IUIaHIIETa BHECTH IO
100 mxn cyoctpatHoro pactBopa XCP. MHKyOuMpoBaTh B 3alIUIIIEHHOM OT CBETa MECTE MPHU
temreparype 18 - 22 °C B Teuenne 10 MuHyT.

7.3.6 OctaHoBKka (epMeHTaTUBHOW peakuuu. Bo Bce nmynku BHectH mo 50 mkn Ctom-
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peareHTa.
8. Yuer u unTepnperanus pe3yJbTaToB

8.1 Usmepenne ontuyeckoi miotHoct (OIl) u onpenenenre KOHIIEHTpAlMA aHTUTEN

VYuer pe3ynbTaToB aHalIM3a MPOBOAUTH CHEKTPOPOTOMETPUUYECKHM METOJIOM HE IO3HEe
yem dyepe3 15 muH mocine BHeceHus Crom-peareHTa, Nmpu UIMHE BOJIHBI 450 HM M BOJIHBI
cpaBHeHHs 650 HM ¢ HACTPONKOI MPUOOpPa Mo «BO3AYXY» Ha UMMYHO(PEPMEHTHOM aHAIM3aTOpPE
¢ mnporpaMMHbIM obOecriedeHneM. CorjlacCHO MHCTPYKLUMH K NpUOOpy, Hepea IMpOBEACHUEM
aHaju3a Ha Npuoope co37ar0T IA0JIOH IUIAHIIETa, B KOTOPOM 33/1al0T 3HAUEHHsI KOHLIEHTpaLui
AQHTHUTEJ B KaJIMOPOBOYHBIX Mpo0ax (cTaHAapTax), IpUBsI3aHHBIX K sueiikam A-H ctpumna 1.

Pesynbrar yunteiBaercs, ecnu 3HaueHue OIl B nmynkax ¢ Ko He npesbimaer 0,10
ontuueckux enauHui (o.e.) u He Mmenee 0,25 o.e. ¢ K+, a 3nauenue OIl B nyHkax c
kanubpoBouHoit mpoboii K1 (60 y.e./mi) nomkHo ObiTh HEe MeHee 1,50 o.e.

KanmuOpoBouHbIii TpaduK CTPOUTCS C HCIOJB30BAHMEM JaHHBIX Tabmuiel 4
COOTBeTCTBYIOIIMX  3HaueHudd  OIl ¢  nomoumipbl0  mporpaMMHOro  obecrneyeHus
UMMYHO(EPMEHTHOIO aHaIM3aTOpa WM BPYYHYIO IYTEM MOCTPOEHHs Ipaduka ¢ IHOMOIIbIO
IOPUKIAJHBIX IporpamM, Hanpumep, Excel. Tun kanuOpoBouHOM KpUBOM 3a1aeTcs OT TOUYKH K
touke. [Ipumep rpaduka npeacrarieH Ha pucyHke 1 (Toapko mis aemoHctpaiun). [lo rpaduxy
HaxXOJAT 3HA4YeHMs] KOHIIEHTpAlUil aHTUTEN, BbIpaXeHHble B y.e./mn win BAU/mi.
cooTBeTcTBYtolMe 3HaueHUsAM OII nccienyeMbIx pa3BeAeHHBIX 00pa3loB ChIBOPOTKH/IIA3MBI.
OO0pa3ipl, 3HaUYCHUsT KOHLIEHTPAIMM aHTUTEN B KOTOpbIX Haxoxasarcs Huwxke 1,0 y.e./ma (0,17
BAU/mun), cuutaroTcst oTpHuIiaTeIbHBIMUA. ECITU KOHIIEHTpalUst aHTUTEN B UCCIIEyeMOM o0pasiie
npeBbimaer 60 y.e./mn (10 BAU/mit), To manubiii oOpasen pasBoast B 200 pa3 u MOBTOPHO
aHATM3UPYIOT. 3HAYCHUs KOHLIEHTpPALM aHTUTEN B MCCIEIyEeMbIX Ppa3BEJCHHBIX OO0paslax,
orpenieN€HHbIe 10 KaauOpoBOUHONW KpuBOH, yMHOkatoT Ha 100 mmm 200 B COOTBETCTBUM C
pasBesieHueM 00pa3IoB ChIBOPOTKHU/IIIa3Mbl KpoBH 1:100 uiu 1:200.

Tabnuua 4
3navenus koHueHTpauii [gG-anturen k N-Oenky SARS-CoV-2 (y.e./mi1) B KaTHOPOBOYHBIX

06pa3uax, HCIIOJIB3YCMbIX IJISA TIOCTPOCHUA KaﬂH6pOBOqH0ﬁ KpHBOf/'I

HopmatuBHas KOHIIGHTpAIUs
Obpazu! AHTHTE
kamibparopa y.e./MI BAU/mn
K1 60 10
K2 30 5
K3 15 2,5
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K4 1,5 1,25
K5 3,75 0,58
K6 1,86 0,31
K7 0,93 0,16
Ko 0 0

KELTII/I6pOBO‘IHa${ KpuBas O0JIKHA OBITh IIOCTPOCHA OJHOBPEMECHHO C HCCICAYEMBIMH

0o0pasramMu ChIBOPOTKHU/TIIIA3MBI.

2.50 ~

2.00 -

1.50 -

1.00 -

0.50 -

Onruyeckas INJIOTHOCTD. 0.€.

0.00 T T T T T T 1
0 10 20 30 40 50 60 70

KonuenTpanus IgG anTured, y.e./miua
Pucynok 1. Tunuynas kanuOpoBoUYHast KpuBas Ui onpeeneHns KonuenTpanuii [gG-

anTuten Kk N-6enky SARS-CoV-2 B 00pa3iiax cbIBOPOTKH/IIa3Mbl KPOBU

Jlns mepeBo/ia 3Ha4eHUH KOHIIEHTPAlUN aHTUTeN B MeXIyHapoaHble equHuibl (BAU/M)
HEOO0XO/MMO 3HAYEHUsS TIOJIyYEHHBIX KOHIIEHTpAlUil B y.e./MJ MOAEIUTh Ha Ko3(dduiueHt
cooTBeTCTBUA — 6,0.

8.2 Nnrepnperanus pe3yabTaToB

Konnenrpauuu crnenuduueckux IgG-antuten k N-6enky SARS-CoV-2 B uccrnemgyembix
o0Opa3lax OlLEHMBAIOTCA cieAyronmM obOpa3soM. OOpas3ipbl, B KOTOPBIX pacCYUTaHHAs
KoHUeHTpauuss Huwxke 100 y.e/Ma, cudTalOTCS OTPULATENBHBIMHU, O0pa3lbl, y KOTOPBIX
paccunTaHHas KoHueHTpauus Bbiie 100 y.e./Mi1 OI[eHUBAIOTCS KaK MOJIOKUTEIbHBIE.

Ouenky ypoBus crneuuduueckux IgG-anturen k N-6enky SARS-CoV-2 B menpHBIX
o0pa3iax NpoBOAST COIJIACHO Tadnuue 5.

[TonoxutensHbIi pe3yabTaT UDA, TOo ecTh, BeisiBIeHne antuten K N-6enky SARS-CoV-2,

MOJKET CBUJETENbCTBOBAaTH Kak o TekymeMm 3aboneBanuun COVID-19, Ttak u 00
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WHOUIIMPOBAHHOCTH B TponuioM. Hmu3koe W OYeHb HH3KOE 3HAUCHUE YPOBHS aHTHUTEI
CBHUJICTEJILCTBYET O Ci1abOM HMMMYHHOM OTBeTe K KopoHaBupycy SARS-CoV-2 y mamueHra
nepebonesmiero COVID-19. Cpennue u HUXKE 3HAYEHUS YPOBHEH aHTUTEI MOTYT CUHTAThCS

IMOoKas3aTcjieM JJIs1 pEKOMCHAAI MU MMAIIUCHTY ITPOBEACHN A pCBaKIMHALIUH.

Tabnuna 5
Konnenrpauus | Konnenrpauus YpoBeHb
YE/mn BAU/mn IgG-antuTen
> 4000 > 667 OYCHBb BBICOKHUI
4000-2000 666 - 333 BBICOKHUH
1999 - 750 332-125 CpenHUit
749- 190 124 - 32 HU3KHUI
189 - 100 31-17 OYCHb HU3KHUI
<100 <17 OTPHUILIATEIIbHBIN

9. Oco0ble ykazaHus

9.1 Ilpu pabore ¢ xommoneHTamMmu HaGopa peareHTOB HEOOXOAMMO OOpamiaTh BHUMAHHE
Ha TILATEJbHOCTh IEPEMEIIMBAHMSI PEAreHTOB, IIOCTOSIHHO KOHTPOJIMPOBATb TOYHOCTh
JIO3UPOBKH U CJIEAUTH 32 pAOOUYUM COCTOSHUEM MUIIETOK.

9.2 OOpa3upl CHIBOPOTKM MJIM IUIA3MBbl, COJIEpIKalllie arperaTtbl U OCaJoK, HEOOXOAUMO
OCBETJIATh ILeHTpu¢yruposanueM B TeueHue 10 muH mpu 6000 oO6/mMuH. He pomyckaercs
MCIIOJIb30BaHUE UCCIIEyEMOT0 MaTepuaa, MpoLeAero TepMoo0padboTKy, KOHCEPBUPOBAHHOTO
a3u70M HATpHs, C BBIPAKECHHBIM TE€MOJU30M, HKTEPUUYHOCTBIO, XMJIE30M U OaKTepUalbHBIM
IIPOPOCTOM.

9.3 [Ipu paGoTe Henb3s JOMYCKATh MOACHIXaHUS JIYHOK BO BPEMs UX MPOMBIBKH, U30€raTh
MOMAaIaHuUs IPSIMBIX COJIHEUHBIX JIy4el Ha UCII0JIb3yeMble KOMITIOHEHTHI.

9.4. Habop peareHTOB NpeAHa3HA4YeH AJs BbIABICHMsS aHTuUTen kiacca IgG k N-Oenky
kopoHaBupyca SARS-CoV-2 B o0pa3max ChHIBOPOTKM WJIM IUIa3Mbl KpoBH yenoBeka. HabGop
peareHTOB He IpeJHa3Ha4YeH Ui ONpeesieHUs: aHTUTEN B CIIOHE, MOKPOTE M JIpYruX oOpasiax
OMOJIOTMYECKOT0 MaTepuara.

9.5 HenpaBwibHoe oOpamieHue ¢ oOpa3laMd M H3MEHEHUE MpOIeayphl TecTa MOTYT
HOBIUATH HA PE3yJIbTATHI.

9.6 Habop He npeaHa3HaveH JJs TECTUPOBAHUS 00pa3loB CHIBOPOTKH WIIH IJIa3Mbl KPOBU
HOBOPOKJICHHBIX.

9.7 HaGop He HyXIaeTcs B JOMOJHUTEIBHON KaIUOPOBKE C TMOMOIIBIO KaKHUX-THOO
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JIOTIOJTHUTEIIbHBIX KOHTPOJIBHBIX MaTepUaIOB.
10. Yrunuzauus

OT1x07b1, 00pa3yronMecs Nocie CIO0Ib30BaHU HAbopa peareHToB, OTHOCATCS K Kiaccy b,
U yTWIM3UPYIOTCS B cooTBeTcTBUUM C TpeboBaHmsiMu CanlluH 2.1.3684-21 «CanurtapHo-
SMUIEMHUOJIOTMYECKHE TpeOOBaHUSA K COJIEPKAHUIO TEPPUTOPUM TOPOACKMX U  CEIbCKUX
IOCeJIeHUH, K BOAHBIM OOBEKTaM, WHTHEBOM BOJE U MHUTHEBOMY BOJOCHAO0XKEHUIO,
aTMOC(epHOMY BO3AYyXY, MOYBaM, >KUJIBIM IMOMELICHHUAM, SKCIUTyaTallid MPOU3BOICTBEHHBIX,
OOIIECTBEHHBIX TOMEIICHUH, OpPraHU3alui U IPOBEIECHUIO CAaHUTAPHO-IIPOTHUBOIIHNIEMHUYECKUX
(mpodunakTuyecknx) MepomnpusaTHiny U MVY-287-113  «Meroanyeckue yKa3aHus 110
NEe3UH(EKINH, MPEeICTEPHUIN3aAUOHHON OYNUCTKE U CTEPWIM3aLUU HU3ICIUN MeIUIMHCKOIo
Ha3HAYEHUsD C IIOMOILBIO CTIEUATU3UPOBAHHBIX OpraHU3aIUil.

[locne 3aBepmieHMst pPabOTBI HCclenyeMble O00pa3lbl KIMHHYECKOTO MaTepuana,
HAXOJMBLIMECA C HUMU B KOHTAKTE€ PEarcHThbl, MaTepualibl U MHCTPYMEHTH! JE3MHPULUPYIOT
pactBopamu 6 % mnepekucu Bogopoaa, 70% stunoBoro cnupra wian 3 % xnopamuHa b B
coorBercTBUM ¢ Canllun 3.3686-21 «CaHutapHO-3NMIEMUOJIOTUYECKUE TpeOOBaHUSA IO
npoduIakTUKe HHHEKIIMOHHBIX 3a00ICBAaHUIN.

[Tocne oGe33zapakuBaHHMsI MHCTPYMEHTHI HE OJIHOPA30BOI0 MCIIOJIB30BaHMS MOBEPraroT
MoOMKe (B 3aBUCUMOCTH OT THINa Marepuana). MHCTpyMeHTBl U MaTepuaisl JUIsl 0JTHOPa30BOTO
HCIIOJIb30BaHUsl COOMPAIOTCA B OJHOPA30BYIO YIIAKOBKY (B 3aBUCUMOCTU OT MOP(OJIIOTUYECKOTO
COCTaBa OTXOJIOB) JKEJITOrO IIBETa WM MMEIOINE JKENTYI0 MapKuUpoBKy. IIpu oxoHuaTenbHOI
yIIaKOBKE OTXOJIOB JJIsl YAAJIEHUS UX U3 MOApa3JeleHus (opraHu3alii) 0HOPa30Bble EeMKOCTH
(makeTsl, 0aKH) ¢ OTXOJJaMU MapKUPYIOTCSI COOTBETCTBYIOIIUM 00pa3oM.

Jlanee eMKOCTH MepeMelIaoT Ha y4acTOK 10 OOpallleHHI0 ¢ OTXOAAaMHU MJIM B MOMEIEHHE
JUIsT BPEMEHHOTO XpaHEHUs MEIUIMHCKUX OTXOJOB Kjacca b 10 mocienyromero BbIBO3a
TPAHCIIOPTOM CHELMATU3UPOBAHHBIX OpraHU3aluil K MecTy o0e33apakxuBaHus/00e3BpEKUBAHUS.

11. YcnoBusl TPAHCIIOPTHPOBAHUS, XPAHEHHUS U IKCIIyaTallMH

11.1 TpeboBanue K TpaHCIOPTUPOBAHUIO

TpauncnoprupoBanne Habopa peareHTOB MOXET NMPOBOAUTHCS BCEMH BHJIaMU KPBITOTO
TpPaHCIIOPTa B COOTBETCTBUU C TPEOOBAHUSMHU U MPaBUIIAMH, YCTAHOBJIEHHBIMH Ha JJAHHOM BHJIE
TpaHcniopra Tipu Temmeparype 2-8 °C, TpeOyrommx COONIONEHHUS «XOJOMOBOM LEMH» B
TEPMOKOHTENHEPAX, COAEPIKALIMX XJ1aI0IIEMEHTHI.

11.2 Xpanenue
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HabGop pearentoB N-Cov-2-IgG PS crnenyer XpaHuTh B YINAKOBKE NPEANPHUSATHSI-
u3roroBuTenss npu Temreparype 2-8 °C B XOJOAWIBHBIX KaMepax WM XOJIOJUJIbHHUKAX,
00€ecCIeunBarOIINX PETIaMEHTUPOBAHHBIM TEMIEPATYPHBIA PEXUM, B TEUYCHHE BCEro CpOKa
TOJTHOCTH.

HaGop peareHTOB, XpaHHMBIIMHCA W  TPAHCIOPTUPOBAHHBIA C  HapylICHHEM
TEMIIEPATyPHOT0 PEXUMA, UCIIOJIb30BAHUIO HE MOJICKUT.

ITocne BckpwiTHsI HaOOpa OTACIBbHBICE KOMIIOHEHTHI Ha0Opa MOTYT XPaHUTHCS IIPH
npuMeHeHuu B TeueHue 1 mecdna npu 2-8 °C B XOJIOJUIBHBIX KaMepax WIH XOJIOJUIbHUKAX,
o0ecneuynBaroIIUX PErIaMEHTUPOBAHHBIN TEMIIEpaTyPHbBIN PEeXKUM.

11.3 Cpoxk rogHoctu Habopa peareHTOB

lapantuiiaslii cpok rogHoCcTH cocraBisier 12 mecsueB ¢ gatel yrBepxkaeHuss OBTK u
ykazaH Ha sTuketke HabGopa pearentoB. Ilo ucreyenun cpoka romnoctu HabGop peareHTOB
HCIIOJIL30BAHHUIO HE ITOJIJICIKHT.

12. Pexknamanun

[lo Bompocam, kacarouumcsi KayecTBa MeAUIMHCKOro usnenus «Habop pearenToB ais
UMMYHO()EPMEHTHOIO KOJIMYECTBEHHOIO ompeaeiaeHus aHTuTen kinacca IgG denoBeka k N-
oenky SARS-CoV-2 (N-CoV-2-1gG PS)» cienyet obpamaThcs K MpeapusTHIO-U3TOTOBUTEIIO:
@DenepanbHoe OIO/DKETHOE  yupexJeHue Haykun «HaydyHo-uccnenoBaTenbCcKMii  HMHCTUTYT
snuaeMuonornn U Mukpoouonorun um. Ilactepa (O®BYH HUW snupemuonorun u
Mukpo6uonoruu umenu [lacrepa) no aapecy: 197101, Poccusi, Cankr-IletepOypr, ynuma Mupa,
nom 14.

Tenedon (812) 233-20-92, (812) 644-63-17, pakc (812) 644-63-10

E-mail: pasteur @pasteurorg.ru;

ouIMaNbHbIA BeO-caiiT: Www.pasteurorg.ru
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