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1. OBUIAH HHPOPMALIASA:

HASHAYEHHE:
“HaGop pearenTos ans onpeacicnns IgMHIgA anraren k SARS-CoV-2 p chBopoTke/nnaMe KpoBH
qeIoBeKa MeToAOM HMMYHOpepMerTHOTO aRamm3a «COVID-19 ELISA IgM+gA»” napras (JIot) Ne
20ECOVMA901 npomssoactea «<BUPCEIDI C.JL» (“Vircell, S.L.”), Hcnasus,
NpeANa3HaYeH ANA Ka9ecTBEHAOTO onpeaenenns IgM+IgA armaren x SARS-CoV-2 B cRBOpOTKE
(mnajiMe) KpOBH METOIOM HENPAMONO HMMYHODEPMERTHOTO aHANH3A,
1.1.Habop npexnasHavYeH AN AUATHOCTHKH HH BHTPO.
1.2.Ha6op npumenseTcs B AMATAOCTHYECKOM HCTOML30BAHAH in Vitro 1714 KaIeCTBEHHOIO
obrapywennn antaTen IgM m IgA (cymmapro) k Bupycy SARS-CoV-2 & cumopoTke,
TnasMe KpoBK Yenoreka, [Tpeara3naveH s MPHMEHCHHS TONLKO IS TEX MALBECHTOB,
KITHHMYECKHUE NPU3HAKH M CHMIITOME KOTOPHIX COOTBETCTBYIOT NIPH3HAKAM HHGEKIMH,
pisBaHHOH SARS-CoV-2, B KauecTBe NONOTAATEIBEOTO HEAMKATOPa 00HADYKCHHR B
COUECTaHHH ¢ ofHapyXeHHeM HYKIEHROBEIX KHCIOT.

1.3.Ha0op pearcHToB npeAHasHaYcH B KAYECTBE BCTIOMOrATEALHONO METOAZ /T ONpEeNeHHA
aHAMHECTAUECKOrO 3apaxeRns BupycoM SARS-CoV-2, s Bcex rpynm wacencHvs.

1.4.06nacT mpHMeHeHUS — KIHHHICCKAA 1a00paTOpHAas THArHOCTHKA.

1.5.HaGop npeanasHatieH 18 HCNOMLIOBAHWA TONLKO B 1a00paTopHAIX YCIOBMAX, OTBEJAIOMNX

TpefoBaEKIM paboTsl ¢ BO30YAMTENIMA HHQCKIHOHABIX 3a0oucBanuii 3-4 rpynos,
KBaAuGHIHPOBAHHEIM MEAWLIHECKAM TICPCOHANIOM.
HaGop paccunTan Ra npoBeAeHHe anamn3a 96 06pasiios, BKITIOYa’ KOATPONLHEC 06pa3nb!.
BoaMokHO apoOHOoe Hcnone3oBatuke Habopa.

2. BBEJIEHHE:

SARSGCCoVO2 (ToxEmbii OCTPHE PecIMPaTOpHNI CHHADOM KOPOHABHPYC 2) 5TO HOBEIN IATOreH,
BeBlIeHNHE B Knralickol nposnumau Xyboili B gexabpe 2019, u pacnpocTpanABIIAicS HO BCEMY MHPY B
TeYeHHe MOCNAEAYIOIHX HeCKONBKWX MecAlues, B pesynsrare Jero B Mapre 2020 rosa 6una obnsmneHa
TIAAAEMHA.

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA




KopoHaBupycbl - 3TO 000/104eYHble BMPYChI, codepalime oaHouenouveyHyto (+) PHK. [MokasaHa
BbICOKasi romonorunsa smpycos SARSICoVD2 n SARSDCoV, a Takke SARS-NoA06HLIMM KOPOHaBMPYCaMm
NeTyunx Mbilleid. 3aboneBaHne 6bu10 HazBaHO COYTO. 19 M MOXeT npoTekaTb Kak 6GeccMmnTOMHast
NH(EKLMSA, MM60 C YMEPEHHBIMM CUMATOMaMMN MH(EKLMN BEPXHUX AbIXaTe bHbIX MYTeR, UK B BUAE TSHXKENON
BMPYCHON MHEBMOHWM, C AbIXaTefbHOM HeAOCTAaTOMHOCTLIO U AaXe MPUBECTU K JIeTa/lbHOMY WCXOLY.
Benbitwkn COVIDUI9 BbI3BaM 3HAUMTENbHYHO 3a60/1eBAEMOCTb M CMEPTHOCTb. [PM3HAKM U CUMMTOMbI
pa3BUTUS 3ab0MieBaHNA BK/IOYAIOT NIMXOPaAKY, Kalleslb, YCTasoCTb, OTCYTCTBME anneTuTta, OAbMmnky,
OTZeneHne MOKPOTbI, MU/IT 0.

Bo3pacT v pa3nimyHble CONyTCTBYOLLME 3a601eBaHMA (AVabeT, XPOHWUYECKMe CepaeyHO-COCYANCTbIE UK
NEroyHble 3ab0neBaHUsA) ABNAKOTCA CUIbHBIMU - (PAKTOPaMM pUCKa TSHKENOro TeueHus 3abonieBaHus,
OCNOXXHEHWIA 1 NeTanbHOro 1exoda. Mepefaya MHEKLM B OCHOBHOM MPOUCXOAMT OT YenoBeka K YerioBeKy
npv 6/IM3KOM KOHTaKTe, Yepes fblXaTe/bHble Kanean. Bo3amoXKHbI a3po30/ibHast M POMUTHaA nepeaava.

Hav6onee 4OCTOBEPHLIM METOLOM /TabOPATOPHON AMArHOCTUKW SIBNSIETCA BbISB/IEHWE BUPYCHOW PH3C B
06pasuax, B3ATbIX U3 BEPXHUX W HIDKHUX [bIXaTe/bHbIX NyTeil. MakcumanibHOe BblaeneHne BupycHoin PHK
Habno4aeTCs B Nepuros, NosiB/eHNs CUMMTOMOB, 3aTeM OHO CHXAETCS C TeyeHVeM 3a60/1eBaHNs. BbisiBneHve
PHK B nepviof BbI3LOPOB/EHUS He 0053aTe/lbHO CBUAETENLCTBYET O MPUCYTCTBUAM KU3HECMOCOGHOIO
naToreHHoro Bupyca. Tun o6pasua, npoueaypa c6opa 06pas3ua, a Takke METO[ 3SKCTpaKuMmM MOryT
3HauUTE/bHO BAUATbL Ha BbISB/IEHWE BUPYCHON PHK 1 NpuBOAUTL K NOXHO OTpULATE/IbHbIM pe3y/ibTaTaMm.
MokasaH paHHWIA CepOSIOrMYecKnin OTBET, CpPefHee BpPems COCTaBWIO NpUMepHO 11 AHein nocne nosieieHus
CMMMTOMOB.

Moka3saHbl 3Ha4YVMble 06/1aCTV MPUMEHEHWS CEPOJIONMYECKOrO TECTUPOBAHWS: C LieNblo ANArHOCTUKK Y
NaLuneHToB, Korja ¢ Hayasia 3a60/1eBaHys MPOLLIO YXXe JOCTaTOYHO MHOMO BPeMEeHW, W B MOA03PUTENbHBIX
cnyyasix, Npy NOBTOPHbLIX OTPULATENBHBIX pe3y/ibTaTax TecTa Ha BbifB/eHe PHK; B anmnaemMuonormyeckmx
CEpPOJIOrMYeCKNX UCCNeaoBaHUsAX, Ans 60ee TOYHOrO ONpefeNieHNs YPOBHA 3apaXKeHWs; 41 BbIABIEHWA NINL,
KOTOpble MOryT 6bITb JOHOPaMU NNasmbl, 415 UMMYHOTEpPanum; Ans onpegeseHns UMMYHHOrO cTaTyca SIloaew,
0CO6EHHO PabOTHMKOB MEAVLIMHCKUX YUPEXAEHWUIA, C LIENbH OrPaHNYUTb PUCK X 3KCTIO3ULUA U CTy4aiHOTO
pacnpoctpaHeHus Brpyca. OCHOBHbIMM MULLEHAMMW 419 OMpefeNeHns UIMMYHHOIO OTBETa PeKOMEHLYHOTCS
LUMMOBUAHBIN 6EN0K Y HYK/EOMPOTENH.

2.1. NpMeHNMOCTb CepO/IOrMYecKnX aHa/In30B™:
VIMMyHOnornyeckuii ctatyc y nauyeHToB, 06paTMBLUMXCA B OTAENEHVE HEOT/IOXHOW NOMOLUM UN'Y
MauyeHToB, roCNUTa/IM3MPOBaHHbLIX 60/1ee YeM Yepes NATb AHeli Noc/ie BOSHUKHOBEHWS CYMIMTOMOB™.
MoATBEPXKAEHVE MH(EKLMN NPY NOAO3PEHNN Ha NIOXKHOOTPULATEbHBIN pe3ynbTaTt MNLUP; Ciyyan ¢
MHOIOKpPaTHbIMU OTpULaTe/IbHbIMK pesysibTatamm MLP, Korga 3a HECKOMIbKO AHe 40 aHanmnsa nosiBs/MCh
ABHbIE CUMMTOMbI™.
3nugemuonornyeckne mccneposaHns COYLL-19: 3HaHMe U MOHUMaHME POy 6eCCMMNTOMHbIX
VH(EKLMIA*,
VcnbiTaHna BakLUMH M NocnefytoLlan BakumHaums *.
* NcTounnk: CoobpadkeHUs Mo 06HAapY)KeHWIO aHTUreHOB W aHTUTeNn ana avarHoctmkm COVID-19 /
OO6LLECTBO MH(EKLMOHHDBIX 3a60/1€BaHNIA N KMHWUYecKol Mkpobuonorum Vcnanum (SEIMC) - 30.03.2020.

2.2. MpumeHeHne “Habop peareHToB Ans onpedeneHnst IgM+IgA aHTuten K SARS-CoV-2 B

CbIBOPOTKe/Ma3Me KPOBWM 4esioBeKa METOAOM MMMYHOMepMeHTHOro aHanmsa «COVID-19 ELISA
IgM+1gA»” naptusa (Jlot) Ne 20ECOVMA901 npowussoacTea «BUPCEMT C.J1.» (“Vircell, S.L.”X
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McnaHwns:
OueHKa UMMYHO/IOrYecKoro craryca: AHTuTena IgM n IgA KoppenvpytoT ¢ OCTPOI MHMEKLMEN ¢
K/IMHWUYECKMMU NPOSIB/IEHUAMU.
O6HapyeHvie IgA + IgM 3HaUMTeNbHO YBENMUMBAET YYBCTBUTE/IbHOCTb MO CPAaBHEHWIO C
06Hapy»XeHreM TonbKo IgM. B cnyuae nHpekummn COVID-19, nopaxatoLLeli CIM3NCTYH 060104KY,
BblpaboTka IgA MOXeET 6bITb OCO6EHHO BbICOKON. OfHOBpeMeHHOe 06HapyxeHue IgM un IgA
obecreyriBaeT 60/1ee BbICOKYH YyBCTBUTE/IbHOCTb.
KomnnemeHTapHblA aHaim3 gng MLUP vav nNpsmMoro aHanmsa Ha aHTUreHbl, KOrja BUPYCHas
Harpys3Ka Ha4MHaeT CHXATLCS U BUPYC HEBO3MOXHO OOHAPYXUTb.
O6Hapy>xeHre IgA 1 IgM MoXxeT ObITb MOME3HO NPU MOAO3PEHNN Ha NIOXKHOOTPULIATE/bHBIV
pe3ynbTat MNLIP-aHann3a 06pasua, NoyHEHHOr0 Y NayneHTa ¢ SBHbIMM CUMMITOMaMW.
Mocneaytowee HabnogeHve: TofTeepkaeHVe  oTpuuatensHoro pesynsbtata [LP  nocne
BbI3[0POB/IEHNA NaLyeHTa.
MoATBEPXKAAIOTLMIA SKCNPECC-TECT Ha aHTUTeNa
SNWAEMUONOTNYeCcKme NCCNe0BaHNs

TEa HA AHTUTENA

SAWL M I,

[HW nocne NHpeKum

3. XAPAKTEPUCTUKN HABOPA:

3.1. MPUHLMM METOMA:

[JanHbii MeTog (MPA) OcHOBaH Ha B3aMMOLENCTBUM aHTUTEN, NPUCYTCTBYIOWMX B TECTUPYEMOM
obpasue, C aHTUreHoM, COpOMPOBaHHLIM Ha  MOMMCTVMPOMOBOM  MOBEPXHOCTW.  HecBsizaBLUMecs
VUMMYHOTI00Y/IMHbI  YAANATCA  NpyM NpoMbiBKe. BO  Bpemsi  BTOpOM  MHKyGauum aHTUTEena K
UMMYHOrNo6y/IMHaM 4enoBeka, KOHbHOrMpoBaHHbIE C (DEPMEHTOM, CBS3bIBAOTCS C 00Pa30BaBLUMMCS Ha
npedplayLieM aTane KOMMJEKCOM aHTWUreH-aHTuTesno. lMocne BTOPOI MHKyGauuy M Cnefytolleii Ha Hei
MPOMbIBKM CBS3aBLUMIACA (PEPMEHT pearupyeT ¢ cybctpatom (TMB), B pesynbTaTe peakuuu 06pasyeTcs
LIBETHOI pacTBOPMMbIA MPOAYKT (rony6oro upeta). Mocne gobasneHnst KMCIOTbI (CTOM-pacTBOpa) OKpacka
MEHSIETCA Ha XKENTYHO.
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3.2. MPEAMYIIECTBA METOJA:

Bce pearenT, 38 HCKTIOYSHHEM NIPOMBIBAIONIETO PACTROPA, NOCTARAAIOTCA B NOTOBOM BHJE.
PacTBop ANg passeAcHHA 00PAINOB H KOHBIOTAT OKPAIICHL ANN YNPOIMEHHA WX PACTIO3HABARNA K NPOBENCHHA
SHRITH3A
Baarosapa orAeqieMbIM CIPHIIAM MHKDOIISHIICTA MOXHO DPOBOZMTE AHANHS B OTACHBLHMX TYHKAX H
BRITONHATS TONLKO HEOOXOMMMOE KONHYSCTBO TECTOB,

- Bricoxas TyBCTBHTENLHOCTH NPH aHANH3E MOJOXKTENLHAEX 00pasuos no ITLP: 89% y nauuenTos ¢
nonoxATeNLHRIM ITL[P Gonee neM uepes 7 aueit nocie nepporo NoNoXUTENsHOrO pesyasrara IILIP.

- Bricoxan ciemaduaHOCTh: 98% NpA HCNONIB30BAHAN OTPHIIATENLHEIX 06pasuos [TLIP.

- Cueduuecke pexoMOHHANTHBIC AHTHTCHN IS NPCACTBPAIICHAN IIEPEKPecTHON peakIimH ¢

KOPOHABHPYCOM ATANHYHON MHeBMOHAA 2003 roma W APYrHMH pPaCTIpOCTPARCHALIMM PCCTIHPATOPHEIMU
TMaTOreHAMH.

- OTKpHTAa® CHCTEMA: IOAXOAMT XAk AMd pydHoit, Tak M Ana aBToMaTUdeckoit ofpaboTkn.

- ITo/mias cOBMECTHMOCTE CO BCEMH ABTOMATHIHPOBAHHEIMH mponeccopaMu ELISA oTxprToro tina.

- Obumte mapaMeTpHl BPEMEHH MHKYOAIHH W TeMMEpaTyphl MO3BONAIOT ORHOBPEMEHHO MPOBOAWTE
aranu3y Ha adtATend IgG w IgM + IgA k COVID-19 (npu oAROBPEMEAHOM MCITONB3IOBAHHW
COOTBETCTRYIOWMX Habopos Vircell).

- ITossonseT aRaANK3HPOBATs GONBINOE KONHYECTRBO 00PA3LOB B SMUACMHOIOTHICCKHX MCCICOBAHMAX.
- Bce pearcHTH TOTORSI K MCHOUB3OBAHWH), MHHHMM3HPOBAHE! BOIMOXHEE OMMOKH B IOATOTOBKE

obpasiios.

3.3. COCTAB HABOPA:

1. VIRCELIL Muxpomnasmer COVID-19 ¢ 96 nyaxamn, 1 .

2. VIRCELL 6ydep ans paspefieRus CRIBOPOTKH, 1., 25mn.

3. VIRCELL IgM+IgA nonoxureasHEI XoRTpoms: 1., 1.5 M.
4, VIRCELL IgM+igA koxTpoas noporosoro yposas: 1¢a., 1.5 M.
5. VIRCELL IgM+IgA oTpruarensabil korTpons: ., 1. 5um.
6. VIRCELL IgM+IgA konsbiorat: 2 . x 7.5mn. (15 mn.).

7. VIRCELL pactBop cy6ctpata TMB: 1., 15 M

8. VIRCELL cron-pactsop: 1 ¢u1., 15M1.

9. VIRCELL Gydep ans mpomusxu: 1 ¢, 5O mon

10. ELISA Copbenr, 2 ¢n.x 1,2 M.

11. Ilnenxa pig 3aKNCHBAHUA MUKPOTUIAHIIETa, 2MIT.

12. Hactpykuus no npuMeReHwuio, 1mr.

3.4. OITHCAHHE PEATEATOB, NOCTABJIAEMbBIX B HABOPE:

1. MUKPOIUTAHHIET COVID-19: |1 mr., 96-nyHOYHE# MEKpORNAHNICT, MOKPHTHI anTHreHOM COVID-19.
ConepxAT VRAKTHEHPOBARHEI AHTHIcH. COREPAMT MAaTECPHANE KUBOTHOIO POHCXOAKICHRAS,
2. VIRCELL 6ydep ans passefieHua CHBOPOTKH: 25 MIT pacTBopa AN pasBefeAns CHIBOPOTKH, (ocdarnent

4

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Oythep, cogepxawmin 6enkosble cTabunmnzatopbl, Neolone n Bronidox, okpalleH B rony6oii LBeT. 0ToB K
1cnosb3oBaHNO. COAEPXNUT MaTepuasibl XXUBOTHOIO MPOUCXOXAEHNS.

3. VIRCELL igM-(-IgA NMOJTOXUTE/IbHbI KOHTPO/Ib: 1.5 M1 CbIBOPOTKM MONOXKUTENEHOMO KOHTPONS,
cofepxawyeri Neolone u Bronidox. 0TOB K uCMoMb3oBaHWIO. COAEPXUT  MaTepuasibl  XUBOTHOIO
npovcxoxaeHns. CoaepXXnT MaTepriasibl YeNIOBEHECKOTO MPOVCXOXKAEHNS.

4. VIRCELL IgM+IgA CUT-OFF KOHTPO/Ib: 1.5 mn cbiBopoTKuM cut-off KoHTponsi, cogepxkatlein Neolone
n Bronidox. CofepXuT Matepuasibl >XMBOTHOrO MPOUCXOXAEHWS. COLepXUT MaTepuabl Ye0Be4ecKoro
MPOUCXOXKAEHWS.

5. VIRCELL IgM+IgA OTPULATE/IbHbIA KOHTPO/Ib: 1.5 Mn CbIBOPOTKM OTPULIATENLHOTO KOHTPOAS,
cogepxalleli Neolone u Bronidox. CoaepXWT MaTepuasibl XKMBOTHOMO MPOUCXOXAeHWs. CoaepkuTt
MaTepuasibl YeNI0BEYECKOT 0 NPOUCXOXAEHNS.

6. VIRCELL igM+IgA KOHBIOIAT: 15 mn pactBopa KoHbkorata aHtuten K IgM+IgA uenoseka c
MepoOKCMAA30/i B OKpPaLLEHHOM B OpaHXeBblid LBeT 6ydepe, cogepxuT Neolone n Bronidox. M0oToB K
1CNosb30BaHWI0. COfePXUT MaTepuasibl X)KUBOTHOIO MPOUCXOXAEHNS.

7.VIRCELL PACTBOP CYBCTPATA TMB: 15 M/ pacTeopa, CofepXaLlero cyocTpar TeTpameTunbeH3nanH
(TMB). "0TOB K MCMO/Ib30BaHUIO.

8. VIRCELL CTOIMN-PACTBORP: 15 mn cton- pacteopa: 0.5 M cepHas Kucnora.

9. VIRCELL BY®EP ANA MPOMbBIBKIW: 50 mn 20x KoHuUeHTpaTa Gydepa 41 NpoMbIBKM: (ochaTHbIN
Oychep, copepkamin Tween**-20 n Proclin.

10. ELISA Cop6eHT, 2 hn.x 1,2 M. BK/IHOUAET B Ce651 BELLECTBO XXMBOTHOIO MPOUCXOXKAEHNS.

AHTMTENA K Yenoseveckomy 1gG ans 61oKnpoBaHns Bo3MOXKHbIX SARS-CoV-2-crieyndmuHbix 1gG,
MPUCYTCTBYIOLLMX B 06pasLie nauyeHTa, KOTopble MOrYT KOHKYPMYPOBaTh 3a CBA3bIBaHWE TBEpAOM (hasbl ¢ IgA
n IgM ¢ SARS-CoV-2. CopbeHT I1gG ynyuLLaeT YyBCTBUTEIbHOCTb, & TaKXKe CHKAET MHTeP(epeHLIMIo
PEBMATOMAHOr0 (hakTopa.

11. TneHKa 419 3aK1enBaHUa MAKPOM/IaHLLEeTa - 2LUT.

12. IHCTpYKUMSA MO NpUMeHeHnto, 1um.

3.5 ObOPYJOBAHVE, MATEPUVAJIbI N PEATEHTbI, HEOBXOOMBIE MNPV PABOTE C
HABOPOM:

o KasmbposaHHble fo3atopbl Ha 5 1 100 MK/

e BocbMUKaHasnbHbI Ao3aTop Ha 100 MKn.

* [lpomblBatoLLiee YCTPONCTBO A/151 MUKPOT/IAHLLETOB.

e TepmocTaTUpyeMblii MHKy6aTop / BOAsHas GaHsl.

*  IMMyHOMhepMeHTbI CNEKTPO(OTOMETP A5 MUKPOM/IAHLIETOB C BO3MOYKHOCTbLIO M3MEPEHUs

*  OMNTUYECKON NIOTHOCTW COAEPXMMOrO IYHOK NPU A/IHE BOMHbI 450 HM

*  AnbTepHaTVBHO: aBTOMaTMYeckuin UPA aHamzatop.

* Bopga buguctunnnposaHHas (Uv AeNOHN3MPOBaHHAS).

*  MNepyaTKu Pe3vHOBbIE WK NIaCTUKOBBIE;

e OyMara (mnbTPOBa/IbHasA

4 PEKOMEHAALUWWN N MEPbI MPEAOCTOPOXHOCTW:

4.1 TonbKo Ans AMarHoCTUKM in vitro.

Tonbko Ang NPOECCHOHATBHOTO UCTO/b30BaHUS.

4.1.1. *“Hab6op peareHToB A9 onpegenenuns IgA+IgM anTtuten kK SARS-CoV-2 B CbIBOPOTKe/M/a3me KpoBu
YenoBeka MeTOLOM MMMYHO(EePMeHTHOTO aHanm3a «COYTO-19 ELISA 1gA+IgM»” He cogep>kuT
NeKapCTBeHHbIX CPeLCTB A4/ MEAULMHCKOTO NPUMEHEHNS.
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4.1.2. [Toxasanna k DPHMCHCHHIO MEAHIMHCKOrO H3/ICIHA: TPHMCHATS B COOTBCTCTBHH ¢ HATHAICHHCM.

4.1.3. [IpoTHBONOKA3AHHA K NPHMCHEHHIO MEIMITHHCKOTO H3ACIMA:
TpoTHBONOXa3ankik B paMKax YCTBROBJICHHOTO Ha3HAYCHAA Re AMeeT. He npamersTs He 110 HasHavyenuio

4.2 Anam3 ROMKeH BHTIONHATECS TONBKO EPCOHANOM, MpoileAM 00yderie paboTe AaHHEIM MCTOIOM.

4.3 HaGop npegnasnaden s ORROPA3OBOTO HCMOMb30BAHKA.

4.3.1 Hecrepnnen, NOBTOPHOMY MPHMEHEHNIO HE IOICKHT.

4.3.2 CeppucHoMY OOCITYKHBAHHIO HE TIOJUICHKHT.

4.3.3. TIporpaMmuOro offecTieaeH A HE CONCPRHT.

4.4. Tlepen nocTanOBXOI aRanN3a NOTE30BATEND ROIKEH BRAMATENLHO WPOYRTATH B NOHATD JARRYIO

Hnctpyxumio Jins nosyuerns SOCTOBEPHEIX Pe3YNBTATOB HeoGX0AMMO CTPOro columnoaaTs nanweli

NPOTOKOA,

4.5 Hicnonsayitre TONBKO MpoTOKON, Npuseaénunl B AanHoi HucTpykimu. YeIoBHR NPOBEACHHN aHa/H3a,

OTIIHYAIOWAECA OT YKa3aHHBIX B JaHHOH HHCTPYKUNH, MOTYT NDHBECTH K NONYRERHIO OMAG0IHEBIX

PEIYNETATOB.

4.6. Hcnoms3ayitre nepcoHanbRYIo 3ampty npy pabore ¢ ofpasnamu. TmarensHo MoiiTe pyxs nocne paborst

¢ obpaszuamu. Bee npoletypsi A0/DKHE BHNOTHATECA B COOTBETCTBHH ¢ YCTAHOBICHHEIMA 3aKOHOM

cTaHZapTaMH 6¢30MacHOCTH,

4.7 JInx xaxaoro mara Reo0X0AAMO UCTIONb30BATH YHCTHIE CMEARHE AakoRewARkH, Henonssylire Tomsko

9HCTHE, NIPSIOYTHTENLHO OAHOPASOBLIC MATCPHANE,

4.8. He nunemnpyiite prom.

4.9. He ucnomssylire B ciryqae NOBPEAACHAN YIIAKOBKH.

4.10. He ncnonsayiire nocie uereqgerua cpoka rogHOCTH,

4.11. Ecymt gaGop NK ero KOMNOHSHTH XPAHWIKECH B XOJIOMATBHHKE, TIEPeN HCTIONB30BAHACM ORNY NOMKHB

AOCTHYS KOMHATHOH TEMIIEPATYPH.

4.12. He ocrannsitte pearenTn BaGopa npy TeMnepatype, OTAHIAON OT peKOMERAOBAHRON, JONBINC, 1EM 3TO

alcomoTHO HeoGXOMMMO.

4.13. XpauuTe GIaKoHB C peareHTaMH i NpoGHpKK ¢ o0pasiiaMHi 3aKPHTHMH, KOT/Ia OHH He HCTIONE3YIOTCA.

4.14, WsGeraitte NOBTOPHLIX IHKIOB 3AMOPAXHBAHKA-0TTAHBARHA 00pa3LoB.

4.15. PaGoraifTe B 8CENMTHIECKHX YCIOBHAX 1 W3beraliTe MAKPOGHOTO 3arpASHEHHA.

4.16. Pearentsi sannoro Habopa MOryT coacpxaTs NPOAYKTR XHBOTHOIO RPONCXORACHHN H/HIN

YENOBEHECKON0 APORCXOKACHHA WM HHAKTHBRPOBARHNIN aHTHIeH (M. B pasaene 2.3. COCTAB

HABOPA).

HecMoTp Ha TO, 4T0 B KOHTPONTBHEIE YEIOBECICCKHE CHBOPOTKH, TTOCTABIAEMBIC C IAHHHIM HAGOPOM, GEH

NPOTECTHPOBAHH C OTPHIATCABHHM PE3YNLTATOM Ha MPHCYTCTBHE NOBEPXHOCTHOTO S8HTHTEH IeNaTHTa B

{HBsAg), anturena k renathty C 1 anTrTeNa kK BHY, ¢ KOATPOJNLHEIMK CHIBOPOTRAMH H 00pa3siiaMn KposH

NAIMEHTOB HEoGX0AMMO 06PamMATHCA KaK C NIOTEHUHANBHO WREKUHOHHO ONACHEIM MATCPUANIOM.

Hu oAN %3 W3BECTHEIX METOSOB HE MOXET JaTh MOMHOH rapaHTHH OTCYTCTBHA HHekuHoRRore arerts. Co

BCCMA MATCPHANAMHA Heo0x0amMo paboTaTh Kak ¢ HHPCKIHOHRO ONACHLHME H YTHIH3HPOBATH MX

cooTReTCTRYIONMM obpasom. CoGmoaaiite pernoHaNsHEIC TpeGOBAHAS N0 YTHIH3ALAYN KIHHHYECKHX

OTX0Z0B.

4.17. Vicnons3yhite TONBKO KOMIOHEHTH 0O Habopa. He cMemrBaliTe KOMIORSHTH W3 PAsHEIX Habopos

HIH PeareHTH pasHuIX nponsogaTeei. Tomsko Gythep wix paseeneHHs CHBOPOTKH, Oydep Ix NPOMEIBKH,

CTOI-PACTBOP H PacTBOP CyGCTPATA COBMECTHME C AHATIOTHYHEIMH PCAreHTAMH H3 APYTHX Habopos

VIRCELL ELISA,

4.18. Hcnone3yiiTe TONBKO TO KOJMYECTBO PEANeHTA, KOTOPOe HYXKHO At Tekynieil nocranosin. He
H30LITKH pearenTos 00paTHO B0 GuIaKOHK.

4.19. Bo Bpems wixy0anny TIMATENBHO 38KPHBaATE (3aKIeHBANTE) TYHKH MHKPOTIAHNICTA TC3HBHOMN

nnenKoit, sxoAsmelt B coctas ARabopa (10), 310 No3BonseT H30EXATL BHCHXAHAA 00pasUoB H raApAHTHPYET

BOCTPOX3BOIAMOCTS Pe3YIbTaTOB.
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4.20, Pearenthl nanROro HaGopa conepar Proclin 300 (cM. B pasgene 2.3. COCTAB HABOPA). On Moxer
BBI3HBATS ALICPIHYECKRE KOXREE peakiin, IIpx nonananum Ba xoxy mpomolite GOMBIIEM KOTHICCTBOM
MBbIT2 H BOJH.

4.21. Habop conepxur cepryro kucaoty (0,5 M) ((cm. B pasgene 2.3. COCTAB HABOPA). Haberasire
KOHTARTA CTON-PACTEOPA ¢ KOKE#l HIH IiasaMH. ECIR KOHTAXT Npousomen, HeMeIeHHO MPOoMOokTe
TIOPAKEHHYIO 0011aCTh BOROH.

4.22. Tpekpc 9eM WCTIOMB30BATH AARHEIA NPOAYKT B aBTOMATHIMPOBAHHON paboucit cramyan,
NIPOH3BONHTEND HACTONTEIFHO PEKOMCHIYET NPOBECTH NPeRBapATETLALI AHATH3,

4.23. O moGom cepbésHoM HHIMAEHTE, CBI3AHHOM ¢ TAHHEM HabGopom, HeoGxomMMO cooGmaTs
TIPOHIBOJRTENIO W YIIONHOMOYEHHEIM OPTaHaM TOCYRApCTRA, B KOTOPOM OCYIIECTRALET CBOIO ACATEIEHOCTS
naGoparopHsa WRNH HAXOAHTCS MAUWHEHT.

4.24, Bee xomnonenTsl HaGopa B ACIIONB3yeMBIX KORICHTPAIMAX AB/IAIOTCH HETOKCHIHEIMH,

4.25 Tlpu pabore ¢ Haboponm HeoGx0mAMO HCTIOIB30BATE HAARBHIYAIbHLIE CPECTEA 3AIIATH (XANAT,
ToNOBHOHA y6op, pe3uHOBLIe MW MIACTUKORHIE NEPUATRH, CIEIMATLHYIO 00YES, JAMHTHEIE OYKH FITH
WHTOK), Tak Kak 06pastiEl CHBOPOTKH HITH TUTA3MBI KPOBH ClEYeT PACCMATPHBATE K&K MOTCHIRATLHO
HHOHUMpPOBAHHEIH GROMaTepHan.

4.26 Pabory chnepyeT MpOROAWTH CCHHATLHO 0GOPYAOBAREOM NOMemeHWH NaGopaTopuH, oTeeuasore
TpeboBarmam CIT 1.3.2322-08 «Besonachocts paGorii ¢ MuxpooprasusMamm M-IV rpynmu natorennoc™
(onacnoctd) ¥ BosGyxurensMA mapasuTapHex Gonesneit», Ilpu pabore ¢ Habopom tpebyerca cobmoaats
«HA=CTPYKINNO MO MepaM MPOPWIAKTHKH PAacHpoCcTpaHeHus HEGexiuMoHHEX 3afoncRanwii mpH paGore B
KIMHHKO- AMArHOCTHYECKHX JTaGOPATOPHAX JieieOHO-NPOGRNAKTHYIECKHX YUpekICHHI», YTRepKICHHON
Muraapasom CCCP 17 susapa 1991 ropa; I'OCT P 52905 (MCO 15190:2003) «JIaGopatopii MeMIMECKRAE,
TpeGobanua Ge30nacHOCT.

4.26 Bce wucnomnioBaHHBIE ONHOPAIOBHIEC MATEPHANHN NoABepraTh 06paGoTke Ae3URGHIMPYIOMHME
CpeACTBaMH ¢ HocneAyomeil yrummammeit (cM. MY-287-113

«Meroanaeckne yKasaHHS 1O NAC3HHGEKUMH, TPEACTEPHIHIAHONHON OMHCTRE W CTEPRNFBAIAN M3JCITi
MEJIMIHHCKOTO HAZHAYCHUA),

4.27 Bce OTMHBOYHEIC pacTROpH ClefyeT coOHPATE B CHCNHANLHBE Komreiinep ® oOpabarmBaTs
REIRAGHIMPYIONAMH CPEACTBAMH, PA3pelICHALIMH [UIA MPHMEHEHHS Ha Teppuropur PO B ycTanopneHHoM
nopszxe.

4.28 Bee TBepaAEE OTXOAB CHERYET COGHPATD B CICUHATHHEI KOHTeliHep, 06€33apaXkMBaTh M YTHIHIHPOBATH
B cooTBeTCTBHHE ¢ TpeGopammmm CarlTaH 2.1.7.2790-10«Cannrapro-amigeMuonoradeckue TpeGoBanna K
OOpaICHUIO ¢ MEAWIIMHCKHMM OTXOIAMI,

4.29 JlabopaTopHylo HOCYly MEOTOPA30BOTO HCTIONE30BAHAA H PACXONHEE MATCDHATH, KOHTAKTHPYIOMME ¢
HCCHICAYSMBIME H  KOHTPONBHEIME  oOpasmamu, chnefyer ofeizapaxwmaTs ¢  HCTONB30BAHHEM
ReHHPHIHPYIONHX CPEACTB, HE CORCPARAUIMX AKTHBHBUI KHCIOPOX H XIOp, OKS3HBAIOIIMX HETATHRHOS
BO3AeHcTBHE HA KavecTno HDA.

4.30 HrctpymenTel, obopyioBanHe, a Takxe paboTHe NMOBEPXHOCTA CTONOB Heobxoaumo mpotupats 70%
PacTBOPOM THAOBOTO CIHPTA.

4.31 Tlpa Henonb3opanuy cornacHo HHCTPYKUAM O MPHMEASHHIO N3IeAe ABNLeTcH GesonacHuM (Be Becer
DU3HTECKIUX, FIKONOTHYECKHX W HRBIX PHCKOB).

§ CEBOP HIIQJATOTOBKA OFPAJIIOB

B KagecTse anamsupyemoro o6pasiia HCTIONE3YETCA CHBOPOTKA (TUIa3Ma) KPOBH.

3.1TIponexypa MONYIeHHA aHATHIUPYSMOTO MATEpHAnNA:

Kposs nomxna OLTE cobpatia KBANHGHIHPOBARAKIM NEPCOHANOM B ACENITHISCKAX YCAOBHAX ¢
HCTIONL30BAHHEM CTAHOAPTHRIX METOZIOB BEHENYHKIMH. CTepuabHLE WIIH aCENTEIECKAE METOXN
TIPEAOTBPATAT KOHTaMIHaWio 06pasnor. COop o0pa3uos KpoBH deNoBeka HEOOGXOAUMO NPOBOTHTS B
COOTBETCTBHM C TEKYINeH MPAKTUKOH METONIOM BEHENTYHKIIMH, COOMIONAN CTAHAApTHRE naboparopasie
TPONEAYPH.
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5.2 TloaroToRka aHaNMIHPYEMLIX 00pasLoB:

Bo usbexanne reMonm3a HeoOXOIEMO KAk MOKHO GHICTpee OTACHHTS NIASMY OT SPRTPOLMTOB KN

CHBOPOTKY OT crycTea. BuGop mpobupox ana MomyaeHHA CHBOPOTKH HITH TUTA3MEI, TIOATOTORKY,

ueHTpUYrUpoBaHe, XpaHeHHe W TPAHCTIOPTAPOBKY 06pasiia NPOHIBOKTE COrNACHO NPaBHIaM MPOBEACHHUA

NpeanaMTHYECKOTO ITaNA, YIBCPAACHHEIM I TabopaTopru. PexoMeRAyeMoe COOTHOIICHAS

AHTHKOATYJIAHTA ¥ GHOMAaTEpHANS, & TAKKE COCOON MOATOTOBKE 05pasiia ¥ peMMME HeHTPHOYrHpoBaHIY

OIMMCAHE! B HHCTPYKIWH 110 IPHMEHEHHIO NPoGHPOK, HCMONE3YeMEIX stabopaToprel.

5.2.1.TIpuroToBNeRHe aHAMHIHPYEMEIX 06pa31ios CHBOPOTOX KPOBH NalMCHTOR:

Kpoes o1o0pars BeHenyHRIMEN, HATH IONHOCTHIO CBEPHYTHCS, OTASIHTH CHBOPOTKY IEHTPHPYTHPOBaHHEM

NpH XoMHaTHol TeMnepaType.

5.2.2 IIpATOTOBIIEARE ABATMIHPYEMHX OOPA3IOR TLIAIME:

C6op kpoBH TPORIBOAATH B NPOGHPKH cOACPRAIIIE AHTHKOATYIAHTE!, COTJIACHO YTBEPAXNCHAOH NpotieAype

cBopa mwiasMeL B xauecTBe aHTHROATYIAHTOB HCNONE30BaTh JJ[TA, renapiH WA UATPAT HATPHL.

5.3 Ecnw anamn3 nNpoBOAHTCS HE B ACHE R3ATHS, OOPANIH CRIBOPOTKH, TUIA3MEI KPOBY, CACAYET XPAHHTS NPH
Temmeparype 2-8 °C ne Gonee 7 cyTok WIH NpH Temmeparype MuRYC 20 °C Goulee MTENEROE BPEMA.
JomyckaeTca 0AHOKPATHOE PasMOopaXHBaHHe/3aMOpIRFRARNE 05pasIos.

TlorTOpHOE 3aMOpaXHBARHE-OTTAMBAHNE 06pa31ioB CHBOPOTKH (TLTAIMEL) KPOBH He JOMYCKALTCH.

5.4 OGpasuL ¢ reMONA30M, THIIEPITHIAZCMYeH WM GaxTepHANLHEM POPOCTOM HCCHENOBAHMIO He
TIO/UIEHKAT, & TAKKE HCCNEAYEMBIe 0OpasIk, CONCPAXAIRE a3kl HATPHA B KaYeCTBE KOHCCPBAHTA,

5.5 Ilepen TecTpoBaHHeM 0GpasIIL AOMKAL! GHTH FHAKTHBHPOBAHK NPH TeMmepaType S6°C B Tedenue 30
MUHYT.

6 INPEABAPHTEJLHASA MMOATOTOBKA PEATEHTOB

Tlpuroropnenue 6ydepa ANt MPOMIBOK:

Paseenure 50 mn 20x koRuenTpata Sydepa wix mpoMBIBOK JI0 | TATpa AMCTHANHPOBAHAOH BOROH.

Ecim B KOHIEHTpaTe OGPA3ORANHCH KPACTAILTE CONH, HarpelTe KoHIEATpaT no 37°C nepej passeacHAeM H
nafiTe KpRCTALTAM PACTBOPHTLCA.

TMocne paspeaerna xpanure Gypep npr 2-8°C.

7. [TIPO A A A

1. Ycranorure arkySatop/songayro 6amo ma 37+1°C.

2. Tiepea HCNONE30BAHMEM BCE PEATERTH JODKHE! AOCTHTH KOMHATHOM TEMIICPATYPH (IpHONM3UTENEHO B
Teuenue 1 gaca), He BHHMMANTE MEKPOTIAHIICT H3 IAKETA KO AOCTHKCHHA KOMAATHON TEMIIEPATYPHL.

3. [lepeMemaiTe BCE peareHTEL

4, Jocranste Mukponnanwer (1) n2 ynakoskn. Onpenenare ReoGXoaMMOe 1A ARATH3A KONHYECTRO IYHOK,
HCXOAR M3 KOJIHYECTRA o0pasios K ¢ YIeToM 4 JOMONHUTEALABIX IYHOK /A KORTpOnei: ape Wi cut-off
KORTpORLHON CHIBOPOTKH H N0 O/HOH IS OTPHIATENHHON H IIONOKHTENBHOM KORTPONBHKIX CHIBOPOTOK.
OcTansHLe TYHKH, He HCTIONE3YEMEIE B TEKYIEM aHamK3e, HeoGX0AUMO BEPHYTE 06paTHO B NIAKeT B
TIMATENLHO 3AKPEITS (3aKNEHTE).

5. Brecure no 25 M1 ELISA copbenTa IgG 8o Bce TyHEM, 33 HCKIIOUCHHEM TYHOK, MPeTHA3HAYCHHLIX AN
KoRTponelt. BHeckTe N0 5 MKRN XaxA0r0 06pasna ¥ 3aTeM no 75 MEN PacTsopa /A pa3BeReRNA CHBOPOTKH
(2) B KaxAYIo AYHKY 33 MCKIIOYCHWEM AYHOK, IPEARA3HA%eNHEIX UIn korTpanel, Brecwte mo 100 Mxn
NONOAHUTENLHOTD KOHTPONs (3), no 100 mxn cut-off xorTpona (4) (B Ay6nax) 1 no 100 MK OTPHUATENLHOTO
KOHTPOIH (5) B TYHKH Anx KoRTpOJei. Ecmd BHIIOJHLETCA BPYIHYIO, MEeHKRpYHTe MEKPOTLIAHINET
6a elixepe B TeweHHe 2 MUHYT JUIS NOMYdCHAS TOMOICHHOH cMecH pearenTop. Eciu no xaxum-to
NPHIMHAM NPABRILHOE MEHKHPOBAHHE HEBOSNOXKHO, IPHTOTORLTE NPEABADHTEALALIC PAIBEACHAN 0fpastos
B OTHEMGHEIX MPobUpKax WIN UIAHIETe AMA PAa3BENCHAN, HCNONEIYH ABoiiRoNi 0GheM ofpasta i Gydepa ang
pasBecHRA (2), TATETLRO epeMennalite numeTkoll B BEecHTe no 105 MK xwr0ro passeasrrOro obpasna
B myHk# (1).
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6. 3aKpoiiTe NyHKN aAresnBHO NNEHKOW 1 MHKYOUpyIiTe npn 37+ C B TeueHue 45 MUHYT.

7. CHUMUTE NNEHKY, YAaINTE XUAKOCTb U3 BCEX STYHOK 1 MPOMOiTe BCe NyHKM 5 pa3 no 0.3 mn 6ydepa ans
MPOMbIBOK (9) Ha NYHKY. Y AanuTe 0CTaTKW XWAKOCTU NOcne NocneaHer NPOMbIBKY.

8. HemepneHHo BHecuTe no 100 Mk pacTBopa KoHbtorata IgVHTgA (6) B KaXKayHo NYHKY.

9. 3aKpoiiTe NyHKN aAresnBHO NNEHKON 1 MHKYOUPYIATE B MHKy6aTope/BoAsHOM GaHe npu 37+1RC B
TeyveHne 30 MUHYT.

10. CHMMUTE N/IEHKY, YAANNTE XNAKOCTb U3 BCEX SIYHOK 1 NPOMOIiTe Bce NyHKM 5 pa3 no 0.3 mn Bydepa ans
MPOMbIBOK (9) Ha lyHKY. Y [anuTe 0CTaTKM XXUAKOCTW NOcne Noc/iefHei NpoMbIBKU.

11. HemepgieHHo BHecuTe no 100 MK pacTBopa cyocTpata (7) B KKy SYHKY.

12. HKy6upyiiTe Npy KOMHATHOM TemnepaTtype B TeueHne 20 MUHYT. 3alluLLaiiTe OT NonasjaHus ceeTa.

13. Hemep/ieHHO BHecuTe no 50 MK/ CTON-pacTBopa (8) B KaXKAyHo NYHKY.

14. CunTaiiTe ONTUYECKYHO MIOTHOCTb C MOMOLLLHO CNEKTPOOTOMETPa NPU ABYX A/IMHaxX Bo/H 450/620 HV B
TeyeHne 1y4aca nocrie OCTaHOBKW peakLmnu.

8. BHYTPEHHUN KOHTPO/Ib KAYUECTBA

Kaxaplii NOT NPOXOAMT MPOBEPKY MO KPUTEPUSIM BHYTPEHHErO KOHTPO/NS KauecTsa, 60Miee CTPOTVM, Yem
KpUTEPWI OLIEHKM KauecTBa fi1s Nosb3oBaTeneid. MpeaocTaBnsatoTcs OKOHYATebHbIE Pe3y/bTaTbl KOHTPO/S
KauecTBa A/ Kaaoro fota. KOHTPO/bHble MaTepuarbl NPOTECTPOBaHbI C UCMOMb30BaHEM PedepeHCHbIX
naHenei CbIBOPOTOK, NPOLLEALLNX BHYTPEHHWIA KOHTPOSb.

9, KPUTEPUM OUEHKWN KAYECTBA A4 NMOJNIb3OBATE/IEN:

MonoXuTeNbHbIE, OTPULATENBHBIA KOHTPO/b, & Takke cut-off KOHTPONb AO/MKHLI BKIKOYATLCA B KAy
noctaHoBKy. OHW NO3BONSAIOT OLEHUTL NPOBELEHHbIV aHann3 1 Habop.

OnTnyeckas nnotHocTb (O.M.) gomkHa nonagaTb B yKa3aHHbIe HUDKE AManasoHbl. B npoTMBHOM cryudae
pe3ynbTaTbl JO/MKHbI CUMTATLCA HEAENCTBUTEbHBIMU U aHa/N3 JO/MKEH ObITb MOBTOPEH.

KOHTIMUIb o.n.
MonoXnTenbHbIA KOHTPOb >0.9
OTpuLaTenbHbIi KOHTPO/b <0.5

>0.55
Cut-off KoHTpob <15

10. MHTEPMPETALUNA PE3Y/IbTATOB:
PaccuuTaiiTe cpefHee 3HadeHne onTuyeckoli nnotHoctu (O.M1.) cut-off koHTpons.
Wuaeke Avtuten = (O.IN. obpasua/cpeaHee 3HaveHne O.I1. cut-off koHTpons) x 10.

NHpekec AHTUTenN WHTepnipeTayms
<6 oTpuLaTe/bHbIiA
6-8 COMHUTETbHBIN
>8 MOMOXUTENbHBIIA

O6pasLibl, 4S9 KOTOPbIX MOSYyYeH COMHUTE/bHBIN Pe3y/bTar, LO/MKHbI ObiTb NMPOaHaIN3MPOBaHbI elle pas3
nvnn gomkeH BbITb NOYYeH HOBbIV 06paseL, 415 NOATBEPKAEHUS.

O6pasubl ¢ VHaekcom AHTUTEN MeHee 6 JO/MKHBI pacCMaTpUBaTbCs Kak He COAepXKallve Crieumgmueckmx
IgM+1gA aHTuTen k SARS-CoV-2.

O6pasubl ¢ NHaekcom AHTUTEN 6osee 8 [OMKHbI pacCcMaTpMBaTLCA Kak cofepxalume creumduueckve 1gG
aHTuTena Kk SARS-CoV-2. Eciv NonoXuTesbHbI pe3y/bTaT 6/IM30K K MOPOroBOMY 3Ha4eHUI0, HE0BX0AMMO
B3ATb M NPOTECTUPOBATbL HOBbIA 06paseLl 419 NOATBEPXKAEHUS
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11. OrPAHMNYEHNNA METOLA:

1 [laHHbI Habop pa3paboTaH 415 MCMO/b30BaHWA C CbIBOPOTKO/NNa3MOoii YenoBeka.

2. PesynbTarbl, MosnyyeHHble 14 06pasuoB, AO/MKHbI OblTb MHTEPNPETUPOBaHLI COBMECTHO C APYrumMu
KMHUYECKUMUN JaHHBIMU U pesynbTaTaMy ApYrnX AuarHoCTUYeckux npoueayp. OKOHYaTeNbHbIM AuarHo3
[OMKEH CTaBUTLCA HA OCHOBaHWM NPAMbIX AMarHOCTUYECKUX METOLOB.

3. [aHHbIl TECT He yKa3bIBaeT Ha MECTO UHULMPOBaHMS. OH He NpefHa3HayeH A/19 3aMeHbl M30/1ALMN.

4. O6pasLpl, CObpaHHbIe CIMLLKOM PaHO Noc/ie MHPMLMPOBaHWSA, MOTYT eLLle He UMETb OMNpese/isieMoro YpoBHS
aHTUTEN. B 3TOM Cnyyae pekoMeHAyeTCs BbINOMHUTL MOBTOPHLIV 3a60p KPoBU Yepe3 14-21 paeHb mnocre
MepBOro aHasM3a M aHanM3 HOBOro obpasua napaiiefbHO C MNepsbiM  00pasLoM A9 OTTPeae/ieHus
CepOKOHBEPCUN.

5. IgM aHTMTeNa 06bI4YHO ABNSKOTCSA 60/1ee NOME3HBIM MAPKEPOM Ha/IMunsa MHGEKLMN Y fieTeli B BO3pacTe Ao 6
MeCSILIEB.

6. OTpuuaTenbHble pe3y/bTaTbl Y 60/bHbIX C UMMYHOCYMNNPECCHel He MCKIKOYatOT BO3MOXHOE MPUCYTCTBUE
NHheKUMI.

7. OTpuLaTeNibHble Pe3y bTaTbl aHaIM3a He MCK/YA0T BO3MOXKHOE MPUCYTCTBUE UHEKLMN.

8. [JOCTOBEPHOCTb pe3y/bTaToOB aHaiM3a 3aBUCUT OT afeKBaTHOro cbopa, TPaHCMOPTUPOBKM N XpaHeHWs
06pasLia, a Takke NpaBuIbHON NPO6ONoArOTOBKY.

9. [JaHHbI MeTOA He Obl1 UCMbITaH /1 UCMO/b30BaHMA C 0bpasLiaMu, B3ATbIMU Y Ntofelt 6e3 KIMHUYECKUX
MPU3HAKOB U CUMMTOMOB UHPEKLNN.

10. Hu3kne ypoBHM IgM aHTUTEN MOryT WMHOrfa MepcucTMpOBaTh B TeyeHue Gonee 12 MecsueB nocne
NHMULMPOBaHUS.

11. Ans onpegeneHuns IgM aHTUTEN HEO6XOAMMO MCMOb30BaTb COP6eHT IgG YenoBeka. B NpoTUBHOM cryyae
MOTYT ObITb MOMYYeHbI IOXKHOMOMOXMTE/bHbIE Pe3y/bTaTbl U3-3a NPUCYTCTBMA PEBMATOMAHOIO (hakTopa um
NOXHOOTpULATE bHbIE Pe3y/bTaTbl U3-3a U36bITKa 1gG aHTUTeN.

12. Ans onpegeneHna IgA aHTUTEN HeO6XOAMMO MCMOsb30BaTh COPbepHT IgG yenoseka.

B NpoTMBHOM Cnyyae MOryT ObITb NMO/YYeHbI IOXXHOOTPULIATE/bHbIE Pe3y/bTaTbl 13-3a U30bITKa 1gG aHTuUTeN.
13. TMonoxuTenbHoe W OTPULATENIBHOE MPOrHOCTUYECKOE 3HAYeHWe CWIbHO 3aBUCUT OT YacToThl
BCTpeyaeMocTU. JIOXKHO OTpuuaTesibHble pesy/ibTatbl 60/ee  BeposiTHbI B C/yvae, KoOrja 4actota
BCTPEYaeMOCTM BbICOKasA. JIOXKHO MOMOXKMUTESbHbIE Pe3y/bTaTbl 60/1ee BEPOATHbLI B CUTYaLMW, KOrja YyacToTa
BCTPEYaeMOCTM HU3KasA.

14. Pe3ynbTaTbl UCMbITaHWA, NPUBEAEHHbIE B AaHHOW WHCTPYKLMW, OblM MOMYYeHbl MPU TECTUPOBaHUM
[aHHoro Habopa B onpefenéHHol nonynaumn. B pasimuHbIX NONynaumsx MOryT HabmioaaTbCcs HEKOTOpble
HebO0/bLUVE OTK/IOHEHUS.

12. XAPAKTEPNCTUKWN METOAA

121 ANATHOCTUYECKAA YYBCTBUTENBHOCTbL U

OVNATHOCTUYECKAA CNEUNDOUNYHOCTD

C 1Ccnonb3oBaHMEM AaHHOr0 METO/1a MPOaHaNM3MPoBaIn 2467 NONOXUTENbHBIX U OTPULIATENbHBLIX 06Pa3LIoB,
13 KoTopbIX 1193 o6pasua 6bUM cobpaHbl Yy TFOCMUTAINM3MPOBaHHBIX 6OMbHBLIX B pasHble AHW Mnocne
MONOXUTENBHOrO pesynbTata aHanmsa MUP v 1274 oTpuuateNibHbIX 06pasLoB, COBPaHHbLIX Y 3[0POBbLIX
[OHOPOB A0 Havana nmaHaemMuy. Bbli nocHUTaH NPOLEHT MONOXKMTENbHBLIX U OTPULATENIbHBIX Pe3y/bTaToB
IgM+I1gA:

O6pa3supl, B3ATble Yy MALUMEHTOB C KAMHWYeckn n 1193
NabopaTopHO NOATBEPXKAEHHBLIM AMarHO30M

UyBcTBUTENBHOCTL (%) 66
O6pasLibl, B3ATble Y JOHOPOB A0 Hayasia naHaemMmmm 1274
CneupcmuHocTb (%) 99

Kpome Toro, 6b110 BbIMOAHEHO OMpeaesieHne NPOLEHTA MOMOXMTENbHBIX pe3ynbTaToB no IgM+IgA B 498
10
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06pasLiax, B3sTbIX Y FOCMMTA/IN3NPOBAHHBIX GO/bHBIX, B Pa3/INUHBIV C MepKog, BPEMEHN, NpoLeaLLIniA nocne
Mo/yyYeHrs NepPBOro NOMOXUTENbHOIO pesysbTata MNLP:

Kon-Bo IgJVI+IgA % "M +11K
Bpewms 06paSLI,OB NONOXNTENbHbIE  yyBCTBMTE/NLHOCTb
(BHW) (Bcero)
<1h 84 29 35
1a 142 77 4
24 67 42 63
34 45 28 62
4q 39 A 87
54 23 20 87
64 27 18 67
74 17 13 76
>7a 54 48 89
lgM+ igA

100%
80%

60%

20%
0%
<1(11(1 2d 30 41 51 6(1 7(1>7(1
POST-PCK

12.2 BOCPOM3BOAVMOCTb BHYTPU CEPUU

3 o06pasua CbIBOPOTKM ObI MpOaHaIM3MPOBaHbl kaxkaas B 10 peninkax OAHOBPEMEHHO OAHVM Habopom
OHAM WUCMONHMTENEM MPU CYLLECTBEHHO HE M3MEHSIBLUMXCS YCMOBMSX. [oNyYeHHble pe3ynbTaTbl NPUBEAEHDI
B Tabnuue.

O6bpazey N %C.Y.

CbIBOPOTK

n

PC 10 3.93

CO 10 4,74

NO 10 be3 N3MEHEHNIA

VHTEprpeTauum
C.Y. - KoapthuLmeHT BapmaLmm
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12.3 BOCIPONM3BOAMMOCTb MEXAY CEPUAMK
3 06pasua CbIBOPOTKM BbINM MPOoaHaNM3VPOBaHbI B TeueHUe 5 AHeld. AHaM3 BbIMOHSNCS ABYMS Pa3HbIMU
MCMONMHUTENSMUA. MO/yYeHHbIe Pe3yNbTaTbl NPUBEEHbI B TaB/NLIE.

Ob6pasey, N %c.v.

CbIBOPOTKM

PC 10 5.29

60) 10 871

NC 10 Be3 n3MeHeHwi
VHTeprpeTauuu

C.V. - Ko3(hhmumeHT BapraLmm

124 NHTEP®EPEHLUWW

12.4.1 NHTEP®EPEHL WM - ANA/RF

38 06pa3LioB, MOMOXKMTE/bHbIX Ha aHTUSAEPHbIE aHTUTENA 1 PEBMATOUAHBIN, BbIM MPOTECTUPOBaHbI fAaHHbIM
MeTofoM. oKasaHa MHTEpepeHUMs C aHTUSIAEPHBIMM aHTUTeNamMu (3 MOMOXWTENbHbLIX 06pasua u3 18
MPOTECTVPOBAHHbIX), C PEBMATOMAHLIM (HaKTOPOM (2 MOMOXUTENbHBLIX 06pa3La 13 20 NPOTECTUPOBAHHBIX).

1242 NHTEP®EPEHUWNWN - S3HAOIMEHHBLIE BELWECTBA

3 obpasya ObIMM NPOTECTUPOBaHbI C KaXAbIM MOTEHLMabHO BAVSIOLWIM BeLlecTBOM. CreuudmKkaumm
3anofiHeHbl AN KaKAoro ciydas. He BbisiBneHO uHTepdepeHumn npu remonuse (10 r/n remorno6uHa), B
NKTepnyHbIX obpasuax (6 r/n 6unupybuHa), nunemMuyHbIXx obpasuax (5.8 r/n xonectepuHa n 11 r/n
TPUOYTUPKHA) UK

B 06pasuax ¢ runepnpotemHemmeli (60 r/n y-rnobynuHa v 60 r/n anbbymyHa).

1243 NHTEP®EPEHUWNWN - AHTUKOATYNAHTDI:

3 06pa3Lia OblM NPOTECTMPOBAHBI C KXKAbIM aHTUKOArynaHToM. Creumnmkauymn 3arnonHeHbl AN KaKLoro
cnyyas. He BbisiBNeHO uHTepdepeHummn ¢ renapuHoM (30 MEa/mn), uptpatom (0.13 mons/n) n EDTA (2
Mr/mn).

12.4.4. MaTtpudHble 3yPeKTbl 0bpasHa:

Koppensuns pesynbTaToB aHa/IM30B C CbIBOPOTKOI 1 Nna3Moii nokasaHa Ha cneaytollemM rpaduke.
HaknoH HaxoauTcs mexay 0,9 u 1,1, cnefoBaTenbHO, TPe60BaHNS GblfN BbIMOMHEHbI.
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12,5 MEPEKPECTHbIE PEAKLINW

Bbinn npoTecTmpoBaHbl 94 06pasua, NOMOXKUTENbHLIX Ha APYrue MUKPOOpraHu3mMb! (BUPYC rpunna A, Bupyc
rpunna B, ageHosmpyc. Mycoplasma pneumoniae, Chlamydophila pneumoniae, Coxiella burnetii, Legionella
pneumophila 1 pecnnpaTopHO-CUHUMTUabHBIA BUPYC, BUpYC AnwwTeliHa-bapp VCA, Bupyc renatuta A,
BMPYC renatuta B, uuTOMeranoBupyc M KOpPOHaBMPYC He oTHocswmiics K COVID-19). He BbisiBneHO
NepekpECTHOM PeakTMBHOCTM C BUPYCOM rpurnna A (MpoTecTMpoBaHo 5 06pasuos), BMpycoM rpunna B
(npotectnposaHo 3 o6pasua), Legionella pneumophila (npotecTmposaHo 4 o6pasua), BUpycom renartuta B
(npotectnposaHo 10 06pas3LoB), M KOPOHaBMPYCOM He oTHocAwwmmcs Kk COVID-19 (npotectuposaHo 10
06pasLoB).). lNepekpecTHas peakTMBHOCTb C afeHosupycoM (1 3 1 nmpoTtecTmposaHHOro), Mycoplasma
pneumoniae (1 NonoxwTenbHbIA 13 4 NpPOTeCTMPOBaHHbIX 06pasuos), Chlamydophila pneiunoniae (1
MOMOXMUTENbHBIA W3 7 NPOTECTMPOBaHHbIX 06pa3uoB), Coxiella burnetii (1 nNonoXutenbHbId K3 6
MPOTECTUPOBaHHbIX 06pasL0B), W PeCnMpPaToOpHO-CUHLMTUANBbHBIA BUPYCOM (2 MOMOXMTENbHLIX W3 4
MPOTECTMPOBaHHbIX 06pasuoB), AnwTeiHa-bapp VCA (1 nonoxuTenbHbli M3 19 NpoTeCTMPOBaHHbIX
06pa3LioB), BUpYC renatnta A (3 NofoXnTenbHbIX U3 9 NPOTECTMPOBaHHbIX 06Pa3LOB), LIMTOMEranoBupyc (2
MOMOXUTENbHBIX U3 12 MPOTECTMPOBAHHbIX 06pasLoB).

12.6. AHanMTUYecKas YyBCTBUTENbHOCTb / Npeaesibl 06HapY>KeHUST N KONMYeCTBEHHOM oueHKkM (LOB
(npenen xonoctoi npobskl), LOD, LOQ);

[aHHoe uccnefoBaHve He MPUMEHUMO K KayeCTBEHHOMY aHanM3y. HacTtosiee n3genne nNpuMeHseTcs ans
NPOBEeEHNA Ka4eCTBEHHOr0 aHa/n3a, NO3TOMY MO JaHHOMY MYHKTY pe3y/ibTaTbl OTCYTCTBYHOT.

12.7 ToyHoCTb/ JOCTOBEPHOCTb

HacTosiLee UcnbITaHWe NPOBOAMTCA TONbKO MPU HAMMUMK CePTURMLMPOBAHHONO CTaHAapTHOro 0bpasua unm
CepTUMULMPOBAHHOIO  3Ta/IOHHOrO  MeToda. Hactoswee w3genvie He WMeeT  CepPTU(MLMPOBAHHOIO
CTaHAapTHOro obpasua nam cepTUPULMPOBAHHOTO 3Ta/IOHHOTO METOZA.

12.8 inanasoH n3mepeHus
[aHHoe nccnegosaHvie He MPUMEHUMO K KayeCTBEHHOMY aHanu3y. HacTosllee u3fenne npumeHseTcs 4ns
MPOBeLeHNsA KaueCTBEHHOr0 aHanu3a, NosToMy rno JaHHOMY MyHKTY pe3y/ibTaTbl OTCYTCTBYHOT.

12.9 JTnHelHoCTb

JaHHoe nccnefoBaHWe He MPUMEHMMO K KayeCTBEHHOMY aHanm3y. HacTosllee usfenve npuMeHseTca ang
nposeaeHns Ka4eCTBEHHOI0 aHasin3a, NMNO3ToOMYy No AaHHOMY MYHKTY PE3yibTaTbl OTCYTCTBYHOT.
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13.ycnoBmd TPAHCIOPTUPOBKW, XPAHEHUNA N SKCINTYATAIMNN HABOPA.
Hthopmaumsi, 06 0COGEHHOCTSIX TPAHCMOPTUPOBaHMS A0MKHA YUYUTLIBATLCS BCEMI NLAMM,
YUYacTBYIOLLMMU B XPaHEHWM, MEPEBO3KE M YTUIU3ALIMM (YHUUTOXXEHNN) 3TOTO U3AE/IS.

13.1 TpaHcnopTupoBaHue.

TpaHcnopTupoBaHue “Habopa peareHToB Ana onpeaeneHus IgA+IgM aHTuten Kk SARS-CoV-2 B
CbIBOPOTKe/N/Ia3Me KPOBM YeOBEKa METOAOM MMMYHO(EPMEHTHOrO aHanmsa «COVID-19 ELISA
IgA+IgM»”  [OMKHO NPOM3BOAUTLCA BCEMU BMAaMKM KPbLITOrO TpaHcropta B COOTBETCTBUMM C
TpeboBaHVAMM 1 NpaBuIamu, YCTaHOB/IEHHbIMN Ha JaHHOM BUZe TPaHCMopTa, Npu Temneparype +2-
8°C.

TpaHcnopTMpOBaHVe M3henMn Npy TeMnepaTtypax, Tpedyrowwyx cobnogeHns "Xonoaosoi uenu',
obecrieyvBatoLLeii  COXPaHHOCTb  TEMMEPATYPHOro  PeXxuma, [O/MKHO — OCYLLECTBAATHCS B
TEPMOKOHTEliHepax — OAHOPAa30BOr0  MO/b30BaHMSA,  COZEPXalUMX — X/1af03NeMEHTbl, WK B
TEPMOKOHTeliHepax MHOrOKPaTHOr0 NPYMEHEHS C aBBTOMATUYECKU MOAAEPXKMBAEMOl TeMMepaTypol
WK B aBTOpPepUXepaTopax ¢ UCrnob30BaHNEM TEPMONHAMKATOPOB.

V3genusa, TpaHCMOPTUPOBaHHbIE C HapyLUeHVWEM TeMMepaTypHOro pexuma, NPUMEHEHWUIO He
Moa/exar.

13.2 XpaHeHue.
XpaHeHue n3aenunii nnunm KOMMOHEHTOB NpK TeMnepaType +2-8 °C A0MKHO OCYLLECTBAATLCS
B XOMOAWIbHBIX Kamepax WM B XONOAWIbHMKAX, 06ecreymBatoLLyX perfaMeHTUPOBaHHbIN
TEMNEPaTypHbIl  pPeXMM  C  eXefHeBHOW  peructpauuveid  TemnepaTypbl.  XpaHeHue
CBETOYYBCTBUTE/bHBIX 34NN N/MN KOMIMOHEHTOB LO/MKHO OCYLLECTBAATLCA B TEMHOM MECTE.
“Habop peareHToB 19 onpegeneHus IgA+IgM aHTuten kK SARS-CoV-2 B CbiBOpPOTKe/nnasme
KPOBY Ye/I0BEKa METOAOM VMMYHO(EPMEHTHOIO aHanm3a «COVID-19 ELISA IgA+IgM »” fomkeH
XPaHWUTLCA B YMaKOBKE MPeAnpuAaTMS U3rOTOBUTENS NPy TemnepaTtype +2-8 °C B TeyeHue BCero
CpoKa rofiHOCTY, YKa3aHHOro Ha yrnakoske Habopa.e

»  Cpok rogHocTn Habopa - 18 MecsiLeB.
B cnyyae gpo6bHOro 1cnosb30BaHNs Habopa KOMMOHEHTbI CieflyeT XpaHWUTb CNeayoLwmM 06pasoMm:
OcTaBLUMECH HEUCNO/b30BaHHbIMI CTPUMbI, YTOObI NPefOTBPATUTL BO3AEMCTBME HA HUX B/arw,
Heo6X04VMO BepPHYTb 0OpaTHO B MakeT, TLUATE/IbHO 3aKPbITb (3aKNeUTb) U XPaHUTL NPy TeMnepaType
+2-8 ®CB TeueHMe BCero cpoka rogHocTy Habopa.
KoHbtorat, 6Oydep Ana passefeHVsi CbIBOPOTKW, CyOCTpaTHbIA pacTBOP TeTpameTuno6eH3navHa
(TMB), cTon- peareHT Mocne BCKPbITUA (PNaKOHOB CNneayeT XpaHUTb Npu TemnepaTtype +2-8 ®C B
TeyeHwWe BCEro Cpoka rogqHocTn Habopa;
NOMOXWTENbHbIE KOHTPOMNM W OTpULATENbHBIA KOHTPOMb MOCNE BCKPbITUA (haKOHOB CrneayeT
XpaHUTb Mpu Temnepatype 2-8 °C B TeYeHMEe BCEro Cpoka rogHocTh “Habop peareHTOB Ans
onpegeneHna IgA+IgM aHTuTen Kk SARS-CoV-2 B CbIBOPOTKe/Na3me KPOBM YenoBeKa METOAOM
NMMYHOMEpPMEHTHOro aHanm3a «COVID-19 ELISA IgA+IgM »”
OCTaBLUWIACA HEMCMNO/b30BaHHbIM KOHLEHTpAT pactBopa Oydepa Ans NPOMbIBKA CreayeT XpaHWUTb
npw TemnepaType 2-8°C B TeUeHMe BCEro CPOKa rogHocTh Habopa.
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OpHroToBRERHLI Gydep ANa MPOMBIBEN MOXHO XPaHHTS 4 Mecana npy 2-8°C

Pactsop cyGcTpara syBcTRATENCH K cBeTy. He ocTarnaiiTe pearenT b 2pko oceemenaonM Mecte. Ecmu
NP XPaHeHHHA PEATreHTa TIONBANOCE rofy60¢ OXpATIMBAHHE, 3TO 03HANAET, HTO PEATEHT HE IPHTOAEH
k HCTIONB3OBAHMIO W loMkeH OwTs yrmmmsuposad. He gomyckalite xoRTaKTa pacteopa cy6erTpara ¢
OKHCAHTEIIMH, TAKHMH Kak oTOenHBalomme pacTBOPH HIA METAUIE. YOeautecs, 9ro cybeTpar ne
KOHTAKTUPOBAI ¢ METATNHYCCKAME KOMIIOHEHTAME

Ipumevanue. Tlocne HCMOME3IOBAHUA PEATEnTa HEMEANICHRO JAKPEIBAKTE KPAIIIKY (akoHa.
3akprmaiiTe RaXALIH Qraxon cBoeH KpLHIKOL.

Hanenns, xpanueiriecs ¢ RAPYINICHACM PETTAMEHTHPOBAHHOTO PEXHMA, MPUMEHEHHIO He MOIEKAT.

13.3 Crabunsuocts
Beinm onpefiesieHk CPOK FOJHOCTY M YCIOBHA XpAHCHNAA H 0Gpaborxn:
* XpanuTe KOMILIEKT NS TECTHPOBAHHA MPH TeMmepaType 2-8°C.
» KoMImexT coxpanser cTaSiIbHOCTS H COOTBETCTBYET YCTAROBICHAKM TpeGoBaHNAM B TeIcHHC 18
MECATIEB C JATH HITOTORNCHHA (B 32KPHTOM H OTKPHITOM COCTOSHUA).
* Venosnas oOpamenns ¢ peareHTaMu:
- OrxpuTHE peareHTH (Kak H 3aKpHTHE) COXPAHAIOT CTaCHABHOCTS KO ACTEYEHAS CPOKA FONHOCTH
KOMILTCKTa ITPH XPAHCHAW NpH TeMnepatype 2-8°C.,
- PasGanncrmuiit npoMemouEsnt Oydep ot xoMmanyu «BHpCen» COXpanseT CTACANLHOCTS B
Tedenue 4 Mecales NpH XpaHeHUN Opu TeMneparype 2-3°C.
= Jina xammo# KORKPETHOH TAPTHW KOMTIOREHT ¢ HauGoNee KOPOTKAM CPOKOM FOJHOCTH OTPARHIHBALT CPOK
TOZIHOCTH BCETO KOMILIEKTA.
* KoMILIeKT coxpanseT cTa0RIbHOCTS B COOTBETCTRYST YCTAHOBIEHHRIM TpeGoBammanM B Tedemme 7 mueit B
YCIOBHAX OKANACMOI HAHXYAMCH TPaHCNIOPTHPOBKH,
¢ CepuiiHoe MPOMIBOACTBO H3/ICHHA ROIMOKHO ¢ YKA3AHAEM CPOKA NOHOCTH, MEHEIIETO JIH PABHOTO
YCTAHOBJICHHOMY B HACTORIIHX ACCHEAORAHAAX CTAGHIBHOCTH.
*** NanHuie HE NOATREPAKICAN HCCACTOBAAHAMH B PEAEHOM BPEMERH.

13.4 Ixcnaysrauns.
Bce papHaHTL KOMIUIeKTaImi Babopa NpeAA3HAYCHH ANY PYIHON OCTAROBKHA ¥ ANA

TIOCTAHOBKA HA 8BTOMATHYCCKHX aHANH3ATOPAX IS MMMYROPCPMEHTHOIO aHAITA33 OTKPHTOTO
THIIA, C BO3MOKHOCTEIO Kak IPpoGHOro HCROME30BAHUA ITaHIeTa (Habopa), Tax B % NOCTAHOBKH
nenoro mianmera (Rabops). O6mee KOTHIECTEO OBTOPOB ONpeACHIETCE KBATHPHRALHEH
TIEPCORANA H pexoMeHnanuavu GLP,

PexoMeHIyeTCA NOCTANOBKA HCCHEXyeMBIX 06pasiob B AyGimkarax, Paspemaerca mpoBeacHue
AHATH3A B MoHomMKaTax. [IpomssozmTent rapaHTMpyeT COXpaHEHHE BCEX TEXHMYECKMX
xapakrepacTuk Habopa H IOCTOBEPHOCTD PE3YALTATOB.

ToTeRUMANbREA NOTPEOMTENE — BpauYH  KIWAWKO-OWATHOCTHYECKHX naGopatopuii.
Tipodeccronanstas xeammpukanHoAHas rpymma “Bpaar u npoBusopH” beex yposuesi (Tipawas
Ne526 or 06.08.2007 r. «O6 yrBepaneHMH RpodecCHOHANLHAX KBATHGWKARMORHHIX TPy
AOIDKHOCTEH MEIHIANCKIX H dapManesTHIeCKHX paGoTHAKOBY).

MemmnckIi  NepeoHan  KITHRAKO-AHArHOCTHYECKWX  nafoparopuit JomkeH RMeTs
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[OKYMEHTUPOBAHHOE MOATBEPXKAEHNE MPOBELEHHOIO 00YyYeHWs, CBA3AHHOIO C MOTEHLMaTbHbLIM
PUCKOM, COYeTaloWmMMCA C paboTol C /0ObIM MeAULMHCKUM  (K/IMHUYECKM) NabopaTopHbIM
YCTPOVCTBOM.

13.4.1 Mpw ncnonb3osaHun “*Habop peareHToB ANs onpegeneHvsa 1IgA+IgM aHTuTen K
SARS-CoV-2 B CbIBOPOTKE/M/1a3Me KPOBM YesioBeKa MeTOA0M MMMYHO(EPMEHTHOIO aHannsa
«COV1D-19 ELISA IgA+IgM »” Heo6x0AMMO NPUAEPXKMBATLCA C/ELYHOLLIMX MPaBuIT:

*  He 1Cnonb30BaTb Habop nocne 0OKOHYaHWs CpoKa rofgHoCTY;

*  He UCMNoNb30BaTh Habop peareHTOB, €C/IM YNaKoBKa MOBPEXAEHa;

* He CMelwBaTb KOMMOHEHTbl HAbOPOB pasHbIX CEPUA, KPOME YHU(MULMPOBAHHBIX
Hecrneumnhmnyeckmnx peareHToB (KOHLEHTPaT Oydepayis LLXMbIBOK, CTOM-peareHT, Cy6CTpaTHbIi
pacTBop TeTpameTunbeHsnguHa (TMB));

*  TWATeNbHO NepemelLnBaTh PeareHTbl NP NOAroTOBKE Y MPOBEAEHNM aHan3a,;

*  1ACMO/Ib30BATb /19 NPUrOTOB/IEHNSA PeareHToB XUMUYECKM YMCTYIO MOCyLy, 06paboTaHHyIo
JNCTUNNMPOBAHHON BOAOA;

*  1ICMO/b30BaTh TO/ILKO 060PYL0BaHVe, NPOLUEALLEE METPOMOMMYECKYHO MOBEPKY;

*  VCK/IHOUMTbL MPSMOE BO3ZEMCTBME COMHEYHbIX flydeli Ha NNaHLWeT BO BpPeMs MpoBeLeHNs
1CCNeaoBaHns;

* He [JOMNycKaTb MPUCYTCTBUA MapoB MEPeKMCM BOZOPOAA W X/opa B MOMELLEHUW Mpu
NpoBeAeHNN UMMYHO(hepMEHTHOIO aHa/3a;

*  1oc/ie UCMo/b30BaHWA peareHTa HemMe[/1eHHO 3aKpblBaliTe KPbILLKY (h1akoHa.

»  3akpblBaiiTe KaX/pli (h1akOH CBOEN KPbILLKOA.

* He ponyckaetcs MCMo/b30BaHWe MOMOXMUTENbHBIX KOHTPO/ENA, ecim pacTBop BO (lakoHe
MYTHBbIA, Hab/FO4AETCA 0CaA0K MM HEMPUATHLINA 3anax.

»  Bce KOMMNOHeHTbI “Habop peareHToB An1s onpegeneHns IgA+IgM aHTuten Kk SARS-CoV-2 B
CbIBOPOTKe/N/Ia3mMe KpoBM YesioBeka MeTOLOM MMMYHO(epMeHTHOro aHamsa «COYT0-19
ELISA IgA+IgM »” npu cobnogeHnn TpeboBaHWin gaHHOW VIHCTPYKUMM CTabu/bHbI B
TeyeHWe BCEro Cpoka rogHocCTu.

»  CpoK rogHocTi Habopa yKa3aH Ha BHELLHE CTOPOHe YNaKoBKM.

* HenpasuibHoe o6palleHre ¢ obpasyaMn U M3MeHeHWe MpoLedypbl NMPOBeAeHUs aHaM3a
MOrYT MOB/MATbL Ha pe3y/bTatbl. [1A NONYYeHUS HALEXHbIX pe3ynbTaToB HeoOXOAMMO
cTporoe cobntogeHve VIHCTPYKUMM MO NMPUMEHEHWIO.

*  He ucnonb3oBaTb KOMMNOHEHTbI U3 Apyrx Habopos.

»  PaspeluaeTca NpoBefeHWe aHanm3a B MOHoMNAMKaTax. Mpon3BoauTeNs rapaHTUPYeT COXpaHeHme BCeX
TEXHUYECKMX XapaKTepucTUK “Habopa peareHToB ans onpegeneHns IgA+IgM aHtuTen k SARS-CoV-
2 B CbIBOPOTKE/M1a3me KPOBY YesioBeka MeTOA0M UMMYHOMepMeHTHOro aHainsa «COVID-19 ELISA
IgA+IgM »” PEMOHTY 1 TEXHUYECKOMY 0BCNYXKMBaHMIO HE NOANEXAT U OCTOBEPHOCTL PEe3y/bTaTOoB.

*  W3pgenua wvnm KomnoHeHTbl “Habop peareHToB Ans onpegeneHus IgA+IgM aHTuTen K
SARS-CoV-2 B CbIBOPOTKe/NNa3Me KPOBU YenoBeka MeTOL0M UMMYHO(EPMEHTHOTO aHasn3a
«COVID-19 ELISA IgA+IgM »” peMOHTY 1 TEXHUYECKOMY 06CTYXXMBaHUIO He MOA/IeXaT.
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135 ¥YTunumsayma.
W3genng, npyiesiive B HeNPUroAHOCTb, B TOM YIC/IE B CBA3W C UCTEYEHWEM CPOKa roHOCTY,

NoA/eXxar yTuamnsaumm.
MeanumHcKue oTXopl Knacca b.

YTUnmsaumio Uim YHUUTOXKeHVe HabopoB peareHToB CrieflyeT MPOBOAUTL B COOTBETCTBUM C
CaHlNluH 2.1.7.2790-10 «CaHUTapHO- 3nNnaeMnoormyeckme TpebosaHma K 06palleHunio ¢
MeAVUMHCKAMK oTXofaMu» 1 MY-287-113 «MeToamyeckue yKasaHus Mo Ae3mHbeKLmnm,
NPeLCTEPUNN3ALVIOHHOR OUNCTKE U CTEPUIN3ALIN N3LeNNIA MEAULMHCKOTO Ha3HaYeHNs.
YTunmsaumys nNpoBOAUTCA  CNeLvann3vpoBaHHbIMA - OpraHM3aumamuy, KOTopble  UMEHT
JIMLIEH3UIO Ha NPaBo YTUAN3aLUMN MeANLMHCKNX OTXOL0B.

MpeanpusTUe-N3roToBUTENb rapaHTUPYET CTabnIbHOCTb KOMMOHEHTOB 1 “Habop peareHToB Ans
onpeaeneHuns IgA+IgM aHTuTen K SARS-CoV-2 B CbIBOPOTKE/MN/a3Me KPOBW YenoBeka METOA0M
NMMYHOMEPMEHTHOr0 aHanm3a «COVID-19 ELISA IgA-HgM »” Tpe6oBaHMsIM TeXHUYECKMX
YCNOBWIA NPy COBMHOAEHNI YCNOBUIA TPAHCMNOPTUPOBAHWS, XPaHEHWA N NMPUMEHEHMS.

O6wwnii Bug **HabopapeareHToB 414 onpegeneHusa IgA+IgM aiTuTen kK SARS-CoV~2 B
CbIBOPOTKe/Nnasme KpoBM YeNoBeKa METOLOM UMMYHO(pepMeHTHOro aHannsa «COVID-19 ELISA

IgA+IgM»*'
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14. MapKupoBKa Habopa 1 KOMNOHEHTOB COCTaBa,;

“Habop peareHToB Ans onpegeneHua IgA+IgM aHTuTen

K SARS-CoV-2 B cbiBOpOTKe/nna3mMme KpOBM YenoBeka
MeTo40M MMMYHOEpPMEHTHOro aHannsa «COVID-19
ELISA IgA+IgM »”

1REF

1

10

MA1032-S001

|ILOT| YYECOVMAIOO

VIRCELL MwukponnaHwetr COVID-19 ¢ 96
NyHKaMn

25 mn VIRCELL 6ydep ans passeeHNs CbreopoTKu

15 mn VIRCELL IgM+IgA nonoxuTesnbHbIi
KOHTPONb

1,5mn VIRCELL IgM+IgA KOHTpO/1b NOPOroBOro
YPOBHSA

1,5 mn VIRCELL IgM+IgA oTpunuatensHblii
KOHTPO/b

2x 7,5wmn VIRCELL IgM+IgA KoHblorat

15 mn VIRCELL pactsop cy6cTpara TMB

15 mn VIRCELL cton-pactsop

50 bw VIRCELL 6ydtep ans npombiBkM (20x)
2x 1,2mn VIRCELL ELISA Cop6eHT

(ei)0t41«e4052*t02( 1Q)TYieOVMI»«»| t7] VeM>0S

«BUPCENT»
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«Bupcenn, C.J1.» (Vircell, S.L.), TexHonornyeckuii napk 34oposbs, AsuLieHa 8, 18016

«BUPCEN»

6  VIRCELL IgM+IgA KoHbtorat

YECOYMA300 ATTIT/MM

"HaGop peareHToa iui« onpegenenHa IgA-<-IgM aHTmTen i
SARS-CoV-2 acbiBopoTke/nnasme KpoBu Yenoseka
MeToAOM UMMYHO(EepMeHTHOro aHannsa «COVIiD-19
ELISA IgA+IgM

CE Www JJ

«Bupcenn, C.11.» (Vircell, S.L.),
TexHonornyeckniti Nnapk 340poBbs,ABuLeHa 8,
18016 paHaga, VicnaHua

«BUPCEN»
VIRCELL pacTBop cy6cTpata
' TMB
fiSnYYESQOO
15 mn
“Habop peareHToB Ans
onpegenexuns IgA+IgM
aHTUTen K SARS-CoV-2 B
CblBOPOTKe/NNasme Kposu
Yesi0BEKa METOZO0M
MMMYHO(EPMEHTHOI0
aHann3a «COVID-19 ELISA
IgA+IgM »”

[LLLLI

Qmr/iMM
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«BUPCEN»
Y)XXCEEE MukponnaHweT COYT0O-19 ¢ 96 nyHKamu nA

[*?YECOY100 n rrTr/iMm NYHKWN 96 \Y
[la

«Bupcenn, C.J1.» (¥Y1rcell, 8.b.), TexHonornyeckui
napk 3goposbs, AsuueHHa 8, 18016 MpaHaza,
WMcnaHua

TpeaynpokaaroLLas MapKypoBKa Ha KOMMOHeHTax Habopa:

CTOIN PEATEHT «BUPCEJ1/1»

H2$04

OnacHocTb

BbI3bIBaET CUIbHbIE 0XKOTW KOXM U NMOBPEXAEHNS r/1a3

Vicnonb3yiiTe cpeAcTBa 3alMThI FNas3, MLA, 3alUTHYIO0 OAEXAY U 3alUTHbIE NepyaTKu

MPN MONALAHNW B ITNMA3A: 0CTOPOXHO NPOMbITH r/1a3a BOAON B TeHeHMe HECKONMbKNX MUHYT. [pn
HaNM4UN KOHTAKTHBIX IMH3 CHAMUTE UX, €C/IN CYLLECTBYET Takas BO3MOXHOCTb. MpoAomKaiiTe NpoMbIBaTh
HemeaneHHo BbI30BUTE Bpaya, cesxxuTecb ¢ TOKCNKOTIOM MYECKM LEHTPOM

MNPV NONALAHU HA KOXXY (Mnmn BoMoCkl): HEMeIEHHO CHAMUTE BCHO 3arpsi3HEHHYHO OfeXAY.
MpomoiiTe KoXy BOAOIA

BbIcTupaiiTe 3arpsa3HeHHYI0 OAeX Ay nepes NOBTOPHLIM MCMONb30BaHVEM

MPOMbBIBOYHbIN
BYDEP «<BUPCEN/T»
«MpoknuH 300» (Prockn 300)

MpegynpexgeHve

PeakuuoHHas Macca: 5-x/10p-2-mMeTun-4-n3otnasonunH-3-oH [EC Ne 247-500-7] n
2-meTun-2H-n3otnazon-3-oH [EC Ne 220-239-6] (3:1)

MOXET BbI3bIBaTb anfeprmyeckyto peakLumio Ha Koxe

W3beraiiTe BabIxaHus Nblnn/gbiMal/rasa/TyMmaHa/napos/6pbI3r

He gonyckaiiTe nepemeLLeHne 3arpsi3HEHHON paboyeit ogexabl 3a npegesnbl paboyeit 30HbI

Vcnonb3yiiTe cpeACTBa 3alIMThbl FNa3, LA, 3alUTHYIO OfeXAY U 3alUTHbIe MepyaTKu

MPN NONALAHNW HA KOXXY: npoMbITh 60M1bLLINMM KOMYECTBOM BOAbI

Cnieuyucuyeckoe neyeHre (CM. JONOMHNUTENbHYH0 MHCTPYKLMIO MO 0Ka3aHWIO NepBOi MOMOLLY Ha STUKETKE)
Mpu NosBAEHNN Pa3ApaXKeHNs KOXHbIX MOKPOBOB 06paTUTECh 33 MEANLMHCKONA MOMOLLbIO

«Bupcenn c.i.» (Y)rcell, 8.1.) TexXHONOrMYeckmnii napk 34opoBsbs, ABuLeHHa, 8,18016, MpaHaaa, MicnaHus
Ten.+34 958441264
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YnakoBKa Habopa peareHToB:
Pasmep Kopobky Habopa B roToBoM Buae 160x120x90 m

yasmnl/i
@)

1 . lq
SO wiv

NCIMOJIb3YEMbIE CMMBO/bI

[ M« MeguumHcKoe usgenve ansa in vitro MarHoCTUKK
Vcnonb3oBartk A0 Aatbl (CPOK rogHOCTH)
S XpaHuTb npun X-y“C

CofepXMMoro oCcTaTouHO 414 NpoBefeHNa <X> TeCToB

|wr| Jot (napTma)
1RH KatanoxHblii Homep
T CBepbTeCh C UHCTPYKLWEN MO NPUMEHEHNIO

MLLI X <X> lyHOK
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14. WHpopmaumsa o npomnssoamTene, paspaboTyumke 1 YNonHOMOYEHHOM NpeacTasuTese B PX:

Mpownssogutens: «BUPCEJN C.J1.» (“Vircell, S.L.”), icnaHwus.
TexHO/I0rMyYecKnin napk 340poBbs, ABuueHHa, 8, 18016, MpaHaga, VcnaHws.
(Parque Tecnoldgico de la Salud, Avicena 8, 18016, Granada, Spain).

(+34) 958 441 264 info@virccll.com

PaspaboTumnk: «BUPCENN C./1.» (“Virceil, S.L.”), NcnaHus.
TexHonornyeckuii napk 340posbs, ABuueHHa, 8, 18016, NpaHaga, VicnaHus.
(Parque Tecnoldgico de la Salud, Avicena 8, 18016, Granada, Spain).

(+34) 958 441 264 infQ@vircell.com

Appec npoussogctea: «<BUPCENN C.1.» (*Vircell, S.L.”), icnaHus.
TexHONornyeckunin napk 3aopoBsbs, ABuLieHHa, 8, 18016, MpaHaga, VicnaHus.
(Parque Tecnoldgico de la Salud, Avicena 8, 18016, Granada, Spain).

(+34) 958 441 264 info@vircell.com

YNOHOMOYEHHbI NpeaCTaBUTe b MPOU3BOAMTENS Ha TeppuTopumn Poccuiickoli deaepaumn:

3A0 «broXnmMak»,199992, Mocksa, J/IeHUHCKMe ropsl, 4.1, cTp.1, Ten. +7 (495) 6472740,
info@biochemmack.ru

Mo Bonpocam, KacawwWwumMmcs KavecTBa **HabopapeareHToB 414 onpegenerHna IgA+IgMaHTunTeEN K
SARS‘CoV-2 B cbiBOpPOTKe/Mnasme KpoBM YeNoBeKa MeTO0/40M MMMYHO(EePMEHTHOro aHannsa «COVID-
19ELISA IgA+1gM»”cnegyeT obpawiaTbcs

K YNOAHOMOYEHHOMY NpeACcTaBMTENO NPOU3BOANT €N Ha TeppuTopun Poccuiickot degepayum ~
3A0 «bnoXumMak» no agpecy:

199992, MockBa, JleHnHckue ropsl, A.1, cTp.M

Ten. +7 (495) 6472740
info(a)biochemmack.ru
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Bcero NpoLmnTo 1 NPOHYMepoBaHo
2-27 NINCTOB

reHepanbHbI JuUpeKTop
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