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Ha6op pearemm; LISl IMMYHOXPOMATOrpaHueCKOro BHISBICHAS AHTHTET K BHPYCY remaTHTa
C (BI'C) B criBopoTKe (I71a3Me) H NebHOI kKposu «antuBI'C-HMBHAH-UXA»,
TV 21.20.23-036-41390295-2021

HA3ZHAYEHHWE

Habop pearentos s HMMYHOXpOMATOrpadiaeckoro BELIBIEHHS aHTUTEN K BUpYcy renatuta C
(BI'C) B crBopoTke (mmasme) u uensHO# kposu «anTHBI'C-UMBUAH-UXA», TV 21.20.23-036-
41390295-2021 mpenHasHaueH Uil OZHOSTAIIHOTO OBICTPOrO KAUCCTBEHHOTO BBISBICHHS AHTHTET K
Bupycy renaruta C (BI'C) B obpasuax criBopoTk, mtasmsl (¢ 3JITA, renapusoM, TUTPATOM HATPHS)
HJIH IEMBHON (BEHO3HOH WM KalHIUTAPHOH) KPOBH Y€IOBEKa METOIOM HMMYHOXPOMATOrpaduIecKo-
ro agamumza (MXA).

OyRKIHOHA/ILHOE HA3HAYEHHE

HaGop ucronssyercs Kak BCIOMOTaTelbHOE CPELCTBO B AHArHOCTHKE. Pe3ymbTaTsl TecTHpOBa-
HUS HA QHTHTENA HE JOJUKHBI HCIIONE30BATLCS B KAYECTBE €IMHCTBEHHOTO OCHOBAHMS JUIi MOITBEP-
KNIEHUS WK HCKIOUeHHs akTa nHuuuposanus BI'C mwm 11 undopMuposanus o craryce HHpEK-
mun. [l noarepxaenus uaumpopanus BI'C HeoGX0MMMO HCIIONB30BaTh GHOXHMHYECKHE, MOIE-
KyJIApHO-OHONOIMIECKHE H HHCTPYMEHTAIBHBIE METO/IBI THATHOCTHKH.

JI71s OTHOKPaTHOTO MpEMEHEeH s Habopa 110 Ha3HAYECHHIO.

Jlns kmaHAYeCKOi TabopaTopHOi AWAarHOCTHKY in vitro.

IMoTennuanbHbIE NOTPEOHTETH H3/1ETHS .
JlaGopatopHbie noapaseneHns 1e4eGHO-IPOGUIAKTHYECKHX YIPEKICHHIA.

IIpodeccnonanbHbli ypoBeHD NOTEHNHAILHBIX T0JIL30BATEIEH
HaBop mpepnasHaden s HCNOIb30BAHAA B KIIHHHYIECKOH MPAKTHKE IIPH IPOBEISHHUH IHArHO-
CTHYECKUX HCCIIeIOBaHuH in Vitro.

IMoxkazanus
Hist 0fHO3TAHOTO GRICTPOro Ka9eCTBEHHOrO BEIBIeHHs anTHTel K BI'C B 06pasnax CBIBOPOT-
KH, TUTA3MEI WJIH LIEIEHOH (BEeHO3HOH HITH KaIHUJUBIPHOM ) KPOBH YEJIOBEKA.

IIporuBonokazaHus

IIpy HCTO/BE30BaHKY CIIENHATEHO 00YYEHHBIM HEPCOHATIOM U ¢ YYETOM IIpEMEHEHHs 110 Ha3Ha-
YEHHIO IIPOTHBONOKA3aHHSA HE BEISBIICHEL,

1. McTexmuii cpok TOMHOCTH TECTA.

2. Hapymena ynakoBKa H3/1€/IHsl.

3. Henannexammue yclioBUS XpaHeHHs H TPAHCIIOPTHPOBAHHUSI.

4. [lpyrre NpoTHBONIOKAa3aHHS OTCYTCTBYIOT, 32 HCKIIIOUEHHEM CITydaeB, KOT/a 3a00p MaTepHaiia
HE MOKET OBITh OCYIIECTBIICH 110 MEAUIIMHCKHAM [OKA3aHHSM.

Onucanme NeJIeBOro aHAJHTA, CBEJICHHS 0 €r0 HAYIHOH 000CHOBAHHOCTH
Habop ucnons3yeres UL Ka9eCTBEHHOro o0Hapy» eHHsI in vitro aHTHTeN K BHpycy rematuta C



(BI'C) B 06pasnax CEIBOPOTKH, IJIa3MBbI HJIH 1I€IbHOM KPOBH UeNOBeKa METOJOM HMMyHOXPOMATOIpa-
¢ugeckoro anamusza (MXA).

Bupyc remarura C (BI'C) — PHK-comepxammit Bupyc, cemeiictsa Flaviviridae, poma
Hepacivirus - maToreHHbIH MHKPOOPraHH3M, KOTOPBIH HOPAXAET B OCHOBHOM T'eIIATOLMTEI ¥ BHI3bIBA-
0T Pa3sBHTHE BOCIAIMTEIBHOTO IpoLecca B MedeHH. YacTo 3abomnepanue nmpoTekaeT 6e3 BRpaKeHHBIX
CHMIITOMOB, HO JJMTEIbHAS HHPEKIUS MOXKET NPUBOAUTE K PA3BUTHIO [1€Y€HOYHOH HEIOCTATOTHO-
CTH, IMPPO3a [I€YE€HH U OHKOJIOTHIECKOT'0 IpoIecca.

I'ematut C pacnpocTpaneH BO BceM MHpE B 001l MOMy IAmuy, T. €. 3a60IeBaHHIO TIO{BEPKEHE]
TIOZIM BCEX BO3PACTOB M CONHMAIBHEIX CIIOEB, OJIHAKO HAHOONBIIMA PHCK MMEIOT CIIEAYIONHE KATEro-
puH: MOTPeOUTENH MHBEKIMOHHEIX HApPKOTHKOB, BUU-un(UIMpOBAHHEIE, TTAIHEHTEl OT/EICHHUI Te-
MOJIHAIH3a ¥ TPAHCIIAHTALMH OPraHoB, MeIpabOTHHKH, IETH OT MaTepeii ¢ rematutoM C, paGoTHHKH
CEKC-HHTyCTPHH.

O6napyxenne antuten kK BI'C Bo3amoxHO mocne 4-6 Henens mocie 3apaxenus. [1ocie meuenns
aHTHTENA JIHTENIBHO COXPAHIIOTCS, OITOMY TECT HENb3s HCIIOIb30BATh TS MOATBEPKAEHUS 3 dek-
TUBHOCTH JICYCHHS. BBISBICHHE aHTHTEN MOKET HCIONB30BATHCS KaK MHCTPYMEHT NEPBHYUHOM jHa-
THOCTHKH W BBISBIIEHHS OECCUMIITOMHEIX OOTBHBIX, @ TAKKE PETPOCIIEKTHRHOM THATHOCTHKY renaTuia
C. s moxreepskaenus: uadumponanus BI'C HeoOX0IMMO HCIONB30BaTE GHOXMMHEYCCKHE, MOJIEKY-
JSIpHO-OHOJIOTHYECKHEe U HHCTPYMEHTAILHEIE METO/IE] THATHOCTHKH.

COCTAB I KOMIIVIEKTAIIASI HABOPA

Ha60p BRIITYCKA€TCA B IIECTH BapHAHTaX KOMIIJIEKTAIIUH:

komIuiekT No | (B HHAMBHIyaIbHOM KapTOHHOM Iadke) paccuuTaH Ha HeclefoBanue 1 obpasima,
KoMIteKT Ne 2 (B KapTOHHOH IIa9Ke) pacCUHTaH Ha HCCIeqOBaHUE 3 06pasIoB,
KomIutekT No 3 (B kapToHHOM ImIOY-00KCe) paccUHTaH Ha HecienoBanue 25 o6pasIos,
KOMILTEKT No 4 (B KapTOHHOM INOy-60KCe) pacCUHTaH Ha MccnenoBanne 50 o6pasios,
koMIuIekT Ne 5 (B kapToHHOM Im0y-60Kce) paccanTaH Ha uccienosanne 100 06pasios,
KOMIUIEKT Ne 6 (B KapToHHOM I10y-60Kce) paccanTan Ha uccnenosanue 100 06pasros.

Tabmuua 1. Cocrar Habopa pearenToB «aHTHBI C-IMBUAH-UXA»

Hazsanue Kommnekr |Kommnexr [Kommrekr |[Komruexr [Kommmexkt [Kommiexr
Ne l Ne 2 Ne3 Ne 4 Ne5 Ne 6
Tect-Kaccera 1 . 3 . - - - 100 mr.
Tect-nonocka - - 25 mir. 50 wr. 100 . -
Bydep nns anamisa Bo dnakone- 1 wr. 1 mr. - - - 4 mr.
KaneJlbHHIE (4,0 M) (4,0 mm) (4,0 M)
Bydep nns ananuza Bo ¢nakoHe c 3a- - - 1 1mT. | wr. 1 mT. -
BUHUMBAIOLIEHCS KPEIIKOA (10,0 M) | (20,0 M) | (40,0 mn)
IIpobupka 1711 npoBeNeHHs aHaIH3a - - 25 . 50 mir. 100 mrt. -
IloxcraBka uist poOHPOK - - 1 . 2 wrT. 4 1mT. -
OpHopasoBas nHIIETKA 1 . 3 mr. - - - 100 T,
CkapudHKaTOp 0IHOPA3OBkIH 1 mr. 3 . 25 m. 50 mr. 100 or. 100 1ot
Canderka coupToBas 1 mr. 3 wrT. 25 mt. 50 . 100 pir. 100 1ot
Cxema HCO/IB30BaHHS CKapH(HKaTOpa 1 mT. 1 1. 1 mr. 1 m. 1 . 1 mr.
HHcTpyKims 1o IpHMEHEHHRO 1 . 1 wT. 1 . 1 . 1 mT. 1 mr.
Hpumeyanus:

1. Ilacnopm ua cepuio 6Xx00um 6 KOMIIEKM CONPOBOOUMENLHOU OOKYMEHMAYUY HA NPOOYKYUIO.
Ilacnopm ua cepuio npedOCMABTAEINCA HA 6CI0 NOCMABKY 6 OOHOM SK3EMMWIAPE, HE 3A6UCUMOCTNU O

Konudecmed Ha60p03 K HOCHIdBKE.

2. Habop exnrouaem sce peazenmol, Heobxooumvie 018 nocmanosxy HXA, kpome npobupxu ons
cbopa obpasya, 0o3upylowezo ycmpoticmsea, maiimepa u 00HOPA306b1X HEPUAMOK.




3. B cocmase usdenus omcymcmeyom JeKapcmeeHHbie cpeocmea u apmayeemuyeckue cyb-

CIMAaHYUU.
4. Hz0enue codepicum mamepuansl, 8CMynarujue 8 ONOCPEO0SAHHbII KOHMAKM ¢ 0P2aHUIMOM

nayuenma (nanyem (ckapugpuxamop) ooHopasoewiti Medlance plus, «StuuTudn-CTPE®A C.A.»,
Honvwa, PY Ne ®@C3 2007/00505 om 06.11.07 2. u cangpemxa chupmogas 015 0e3UHPexyuu Koxcu
Inekta «Hunbo I'pummed Meduxan Hucmpymenme Ko., JImo.», Kumaii, PY Ne P3H 2013/822 om
02.03.20 2.) u nepconana, ucnoab3yruez0 uoenue, npu 6biNOTHeHUY MPeboBanull SKCHIYamayUOHHOY
OoKYMeHmayuu (UHCMPYKYuU no NPUMEHEHUIO).

OCHOBHBIE NIOTPEBUTEJIbCKHUE XAPAKTEPUCTHKH

Kommzextsr Ne 1, Ne 2, Ne 3 u Ne 4 nabopa paccuuTaHbl Ha uccnenoBanue 1, 3, 25 u 50 obpas-
0B, cooTBeTcTBeHHO. Kommmekter Ne 5 u Ne 6 Habopa paccauransl Ha uccnenoague 100 o6pa3nos.

MeTtoabl CTEPHIH3ANNH H3IeTHS

Wznenue He TpebyeT cTepUiIM3al Uy,

IIporpammHoOe o6ecnedeHne paboThbl H3AeTHA

OtcyTcTBYET.

Texandeckoe 00CTy;KMBAHHE H PEMOHT H3/e/IHs

Wz nenue He TpeOyeT TEXHUIECKOTO 0OCIyKHBAaHHS U HE TIOAJIEKUT PEMOHTY.

IPAHIIAII IEHCTBUA

B ocHOBe paboTHl TecTa JISKHUT METOZ Ka4eCTBEHHOTO HMMYHOXPOMATOrpa(paecKoro aHaam3a.
HcneITyemelif 00pasel] BCACHIBAETCS BIIUTHIBAIOIIHM yJaCTKOM TeCT-TI0IocKH. [Ipy Hammanm B o6pas-
ne antuten Kk BI'C mociequme BCTYyMaOT B peakiuio ¢ pekomOunanTHeIME BI'C anTHreHaMH, CBsA3aH-
HEIMH ¢ MHKPOYACTHIIAMH KOJUIOMIHOT'O 30710Ta, 00pa3ys OKpamIeHHBIH KOMILIIEKC. OTOT KOMILIEKC
IBIIKETCS 110 MeMOpaHe IMONOCKH ¢ GPOHTOM JKHIKOCTH H CBS3BIBacTCs ¢ pexoMOuHanTHEIMH BI'C-
aHTHT€HaM¥, MMMOOHM/IH30BaHHBIMH B BHIE IHHHHA Ha MeMOpaHe B aHaIMTHYECKOH 30HE TecT-
MIOJIOCKH.

B cinygae mpucytcrBus antuten k BI'C B anamuzupyeMoM ofpas3ne B aHATMTHYECKOH 30HE BEI-
SBJISIOTCS JIBE JIMHHM IIyPITYPHO-KPACHOTO MJIM PO30BOrO 1[BeTa (TECTOBOH M KOHTPONLHOI), a B CIIy-
yae OTCYTCTBHSI — TOJIBKO OJIHA KOHTPOJIbHAS JTHHHS.

AHAJIMTHYECKHE H JUATHOCTHYECKHUE XAPAKTEPUCTHKH

YyBCTBHTEIBHOCTE HAOOpa (OIpeeseTcs 10 ION0KUTEIbHEIM 00pa3iiaM KOHTPOJILHOH IaHelH
cBIBOPOTOK «AHTH-BI'C koHTponbHad maHels ceBOpoTok» (AO «Bektop-bect», Poccus) kak mpo-
LEHTHOE Cojlepikanne 00pasIoB, OIpeelIeHHEIX HabopoM Kak MonokuTensHbie) - 100%.

Crnenuduunocts Habopa (ompesensieTcs II0 OTPHIATENBHBIM 00pasnaM KOHTPOJIBHOH IaHEIH
ceBopoToK «AHTH-BI'C koHTponbpHas maHens chBopoTok» (AO «Bextop-Bect», Poccus) xak mpo-
IIEHTHOE COJepKanne 00pa31ioB, onpeaeneHHbX HabopoM Kak oTpunarensHeie) - 100%.

IToBTOpsieMocTh Habopa (ompenensercs IO MONOKHTENbHBIM oOpasmaM Ne 1, Ne 2 u oTpmma-
TenpHOMY 0Opasity Ne 5 xonTponsHOM maHemn «AHTH-BI'C koHTponbHas maHenb CBRIBOPOTOK» (AO
«Bektop-Becty, Poccust) conepxkamux u He comepkamux adturena k BI'C, B 8 moeropax kaxmoro
obpasua) - 100%.

Bocnpon3zBomumMocTs Habopa (ompesenseTcs Mo pe3yabTaTaM IHOBTOPSIEMOCTH aHATH3a B TPeX
naboparopusix) - 100%.

BpeMsi [OCTHXEHHAST YCTOHYHBEIX Pe3yIbTaToB - 10 MHAH.

Xpomatorpaduueckas CKOPOCTE IIOTOKA - He MeHee 10 MM/MHH.

JTargocTHYecKas 4yBCTBHTENBHOCTE Habopa: (I 95%: 98,89 % - 100%).

ITuarnocTrdeckas cnenuuanocts Habopa: (JIM 95%: 99,47 % - 100%).



HCCIEANYEMBIE OBPA3IIbI

OO6pa3sibl CEIBOPOTKH MIIM IIa3MBI, 06Pa3IbI HENbHON (BEHO3HOH WM KalMIIPHOM) KPOBH YeJI0-
BEKa.

Hns 3abopa 00pas3snoB 1enbHOH KPOBH M3 BEHBI MM IIIA3MEI KPOBH YEJIOBEKAa HE0OXOIMMO HC-
TONB30BATh NPOOMPKH ¢ anTHKoAryaaaTaMu (¢ O[[TA, ¢ renapuHOM, ¢ IUTPATOM HATPHSL).

OtnennTe CBIBOPOTKY KaK MOXKHO CKOpee BO Bpems cOopa o6pasios, 4ToOb M36ekKaTh TeMOIH-
3a. Obpaszen MOXKET XpaHHUThCS B TeUeHHE 5 mHel npu temuepatype ot 2 mo 8°C. [l 6oee [UIATENE-
HOTO XpaHEeHHWe CIENyET 3aMOPO3KUTh 00pa3LEl IpH Temmeparype Huwke -20°C, m36erats MOBTOPHOIO
3aMOpaXuBaHud U oTTauBaHud. OOpasiel HeNbHOM KPOBH C AHTUKOATYJIIHTAME HE CIEIYET XPaHWTE
Oonee 72 yacoB MpH KOMHATHOH TeMIepaType u He Gomnee 7 aueit npu Temneparype ot 2 10 8°C.

OxnaxaeHHbIH/3aMOPOKEHHEIH 00pa3ell epe/i TECTHPOBAHUEM JOJDKEH OBITH JOBEAEH 0 KOM-
HATHOM TeMIIEpaTypel M paBHOMEPHO nepeMeniad. OOpa3nbl CHIBOPOTKH M IIA3MEI, COAEPIKAIIHE Oca-
JIOK, IIepesl aHaNnu30M HeHTpHdyTHpoBaTh B TedeHue 10-15 mun npu 2500-3000 o6/mMuH.

He nmomyckaeTcs MCIIONB30BaHHE JUIA HCCIENOBaHMS 0OPA3IOB ¢ MOBBIMCHHEIM COAEPKAHHEM
JHNHI0B H (WIH) ¢ IPA3HAKAMH Te€MONIH3a, B (HIH) C BHIHMEIM MUKPOOHEIM TPOPOCTOM.

O6pa3ns! nenbHOM KanWUIIPHOH KPOBH M3 Iabla JODKHEI HCCIIEIOBATHCS HE3AMEIIHTENLHO W
XPaHEHHUIO HE ITOJIJIeKAT.

HHTEP®EPEHIIUA U IEPEKPECTHBIE PEAKITHUHA

HuTtepdepenims He Habmozagack IPH MCCICIOBAHHH 00pPA3IOB, COAEpPKALNIMX HHTEPPEPHPY-
IOIIME BEIIECTBA B KOHIEHTPALUSIX, IPEICTABICHHBIX B Ta0 HIIE:
Tabnuna 2. KoHneHTpalii HHTEpQEepUpyOMUX BEMIECTR

WuTepdepupyroliee BEIMIECTBO JlnanazoH KOHIIEHTpPAIHH

T'emornobun 100,0 r/m —300,0 r/n
bumupyous 10,0 mr/n — 300,0 Mr/n
XomnecTeprH 1,5r/mn—4,0r/n
O6muii bemox 60,0 r/m—150,0 r/n
I'moxo3a 800,0 mr/nm —2000,0 mr/n
Tpurnunepuas 1,51r/m—10,0 r/nn
DrtaHon 100,0 mr/n —2000,0 mr/n
Monognast Kicora 63,0 mr/in — 400,0 mr/n
MouyeBuHa 90,0 mr/im — 800,0 Mr/n
[TepekpecTHEIC peaKIun

C moMomipro Habopa IMPOBOJMINCH aHAIHM3E Ha 00pa3liax OT MAlHEHTOB, Uil KOTOPEIX OBLIH
IIOJTy4Y€EHB] II0JIOKUTENBHBIE PE3YIbTAThl AHAIIM30B Ha aHTHTena K Bo3bynurensm: HAV, HBV, HEV,
HDV, HIV-1, HIV-2, Treponema pallidum, T. gondii, C. trachomatis, Rubella virus, Parotitis epidem-
ica, Polinosa morbillarum, Cytomegalovirus, Human herpesvirus 1, Human herpesvirus 2, Epstein-
Barr virus, a Taioke cozepikamue pasMYHBIe COMAaTHICCKHe 3a00/eBaHusl, peBMATOMIHBIN (aKkTop U
OT OEepEeMEHHBIX KEHIHH. Pe3yabTaTsl aHAIHM30B, IPOBEICHHEIX C HCIOIB30BaHHEM Habopa peareH-
TOB, CBHJIETEIILCTBYIOT 00 OTCYTCTBHH IIEPEKPECTHBIX PEaKITHiA.

MEPBI IPEAOCTOPOXHOCTH

[ToteHnuaneHeli puck npumenenus Habopa — wiace 3 (TIpukaz M3 P® Nedn ot 6 mrons 2012
roga), 'OCT 31508.

Mepr! npenocropoxnocTa npH pabote ¢ HabopoMm — cobmonerue npapun "UHCTPYKIMH 110 Me-
paM TIpOMHIAKTHKH paclpocTpaHeHHs HHGMEKIMOHHBIX 3aboneBaHuii mpH paboTe B KIHHHUKO-



JMarHOCTHYECKUX Jaboparopusax JedebHO-npodunakTHIeckux yupexzaenni' (yrB. MuH3IpaBoM
CCCP 17 suBaps 1991 roga), TOCT P 52905-2007 (MCO 15190:2003).

[Ipu pabote ¢ HabOpPOM B KIMHHKO-AHATHOCTHYECKHX 1a00paTOpHAX CIeIyeT Ha/IeBaTh OHOpa-
30BBIC PE3UHOBLIC MIIM IUIACTHKOBLIE IIEPYATKH, TaK Kak 00pa3Iel CIeqyeT pacCMaTpPHBATh KakK IIOTEH-
NMaNbHO HHUIMPOBAaHHEIE, CIOCOOHEBIE COEPKATE JIF00EIEe BO30YMUTEN N HHbEKIHIL.

3ampemiaercs HCIONb30BaHHE HAOOpa M €ro KOMIIOHEHTOB IIOCIE HCTEYESHHS CPOKa TOAHOCTH
WA IPH HATTHYWH BUIUMEIX J1e(DeKTOB.

He ncronb30BaTek TECT-MONOCKY/TECT-KACCETY U3 MIOBPEKICHHON YIIAKOBKH.,

3anpemniaeTcs KypHTh, IPUHAMATh OHUIY M HATUTKY Ipu pabote ¢ HabOpOM peareHToB.

Kaxas TecT-nonocka/TecT-Kaccera HCIoMb3yeTCs OMHOKPATHO!

Yka3zanne Ha He00XOAHMOCTL cHENHAIBHBIX Mep NPeJOCTOPOKHOCTH NPH YHHYTOMNKEHHH
HEHCII0JIb30BAHHBIX MEIHIHHCKHX H3/1e/THH

Habop pearenToB B coorBercTBud ¢ CanlluH 2.1.3684-21 «CanurapHO-3IHIEMHOIOTHYECKIE
TpeOoBaHHUs K COAEPIKAHHIO TEPPUTOPHIL TOPOJICKUX U CENbCKUX MOCETEHHH, K BONHEIM 00BEKTaM, [IH-
TBEBOH BOJIE H MMUTHEEBOMY BOJOCHAOKEHUIO, aTMOCHEPHOMY BO3IAYXY, [T0OYBAM, JKHIIBIM IIOMEIIEHHIM,
SKCILTyaTallu¥ IPOM3BOJCTBEHHEIX, 00MIECTBEHHBIX NIOMEIIEHHH, OpraHu3auy ¥ IPOBEICHHIO CaHH-
TapHO-IIPOTHBOIIHIEMHYECKHX (IPOhHIAKTHIECKHX) MEPOLIPHATHH» OTHOCHTCS K Kiaccy B (amme-
MHOJIOTHIECKH ONACHEBIE OTXOZBI) — OTXO/BI, HHOHIMPOBAHHEIE H MOTEHIHAIEHO HH(pUIHUPOBAHHEIE
MHKpOOpraHu3MaMH 3-4 IpyII NaTOreHHOCTH, B TOM YHCJIE: MaTepHAaIBl H HHCTPYMEHTBI, IIPEAMETHI,
3arpsi3HEHHBIE KPOBBIO U (MIIH) IPYTUMH OHOTOTHYECKUMH JKHIKOCTIAMH.

VTUIHM3aIMI0 HIH YHUYTOXKEHHE, Ae3uH(PEeKIMI0 HabOpoB peareHToOB ClieAyeT MPOBOIHTE B CO-
oreercTBuE ¢ CanlluH 2.1.3684-21 «Camutapro-smunemMuonorudeckue TpeOOBaHUSA K COAEPIKAHHUIO
TEPPUTOPHH TOPOACKUX M CENbCKUX IOCENICHHH, K BOMHBIM 00BEKTaM, IMHTHEBOM BOLE H IHTHEBOMY
BOJIOCHA0KEHHIO, aTMOC(EPHOMY BO3AYXY, TOUBAM, JKHIIEIM ITOMEIIEHUSIM, SKCILUTYaTAI[HH TPOH3RO/T-
CTBEHHEIX,  OOIIECTBEHHBIX  IIOMENICHWH, OpraHM3allili W  I[POBEJEHHI)  CaHHTapHO-
IPOTHBOSNMAEMHYECKHX (IpodHIaKTHIeCKHX) MeponpusaTuiiy u MY 287-113 "Meronuyeckue yka-
3aHUS 10 Ae3MHGEKINH, MPEACTePHUIIN3AHOHHOA OYHUCTKE W CTCPHIM3AI[HH H3/IETHH MeIHIHHCKOrO
HazHavyeHus".

CIIOCOBb ITPUMEHEHMUSA
ObopynoBanne H MaTepHAJIbI
e [lepuatku;
e [enrpudyra;
e Tatimep;
e XONOMUIBHHK C MOPO3UIBHON KaMepoH;
e 70 %-# pacTBOp cIHpTa THIOBOTO M 6 %-# pacTBOp IepeKHCH BOAOpoaa (J1e3. pacTBOPEI)
HIIM PacTBOPH HHBIX Je3HH(DEKTaHTOB, pa3pemeHHsX kK nmpumenenuio CIT 1.32322-08, xpome
XJIOPCOAEPIKAIIUX.
JlomyckaeTcs HCIIOIb30BaHHE aBTOMaTUYECKHX J103aTOPOB.
Bce pearenTsl TOTOBHI K IPUMEHEHHIO.

1. BssTHe KpoBH 1UId aHAIMM3a [ETEHOH BEHO3HON KPOBH, & TaKKe KPOBH JUIS TTOJIYYEHHS CHIBO-
POTKH H IJIa3MBI OCYIIECTBIIAETCS B CTAHIaPTHEIX TAa00PATOPHEIX YCIIOBHSAX.

2. Tns c6opa obpasna Kanu/UIPHOH KPOBH H3 IaJIbIa HEOOX0aUMO:

- BEIMBITE PYKH C MBLIOM;

- IPOMACCHPOBATE PYKY ABMKSHHSIMHU OT IPeIIUIedbs 1O KOHYHKA TAIBIIA;

- TINATETBHO MPOTEPETH MOAYNIEUKY O€3bIMAHHOTO TajbIla CIHPTOBO# candeTkoii;



- MPOKOJIOTh CKapu(bHUKaTOpOM HOAymedky Oe3BIMSIHHOIO Iajablla 9yTh B CTOPOHE OT IICHTpa
bananry;

- CTEpeTh IEPBYIO KAILIIO BEICTYITHBINEH KPOBH BATHBIM TaMIIOHOM;

- aKKypaTHO IOTEPeTh PyKy OT KHCTH JI0 NAIbLEB A8 (HOPMHPOBAHKA KAl B 00TaCTH IIPOKO-
na;

- BRICTYIIMBIIYIO KaIlIFO KPOBH, HE IIPHKAcasich K Koxe, 3abpaTs BO BXosnIyro B Habop oxHOpa-
30BYIO ITHIIETKY.

IIpoBenenne aHaIH3a

Ilepen mcmonp3oBaHHEM BCe KOMIIOHEHTH Habopa W HCcleqyeMEle o0pasisl BEIEPKATh MPH
KOMHATHOH Temmeparype B TedeHHe 30 MHMHYT [0 BCKpHITHS. Ilocie BCKpPBHITHS YIakKOBKH TecT-
KacceTy/TecT-MoNOCKy Clle/lyeT HCIONb30BaTh B TEUEHHE § 4acoB.

s madopoB Ne 1, Ne 2, Ne 6

W3BieKuTe TECT-KacceTy M3 WHAMBHIyalbHOM ynakoBku. [Ipomapkupyiite TecT-Kaccery hamu-
JIHEH MM KOJOBBIM HOMEPOM IIAalMeHTa M IOJOKHTE YCTPOMCTBO HA POBHYIO MOPH30HTAIBHYIO IIO-
BEPXHOCTB.

AHanu3 celeopomKu, RAA3IMbI, 6€HO3ZHOU WU KARWINAPHOU KPoeU

3amoHUTE OJHOPA30BYIO MHIETKY, BXOANIYIO B Habop, HccieyeMbiM obOpasnoMm B oOwveme 2
Karta (40 mx).

Y aepikuBasi MHIIETKY BEPTHKAIBHO, HAXKATHEM BHECHTE NMPOOY B OTBEPCTUE TECT-KACCETHI, IIPO-

MapKupoBaHHOe OykBo# «S» (puc. 1)

v - :
—] ¢
Puc.1
VY neprxuBast hrakoH-KaleTbHUIY BEPTUKAINBHO Hall KPYTIIBIM OTBEPCTHEM TECT-KAaCCETE], BHECH-

Te 2 Karym 6ybepa s ananmu3a (40 MKI) B OTBEPCTHE TECT-KACCETH], IPOMapKHPOBAaHHOE OyKBOH «S»

(puc. 2)

3amycTure TaMep.

Coycrs 10 MUH BH3yaJIbHO OIICHHUTE PE3YIIbTAT.

He uHTEpIpEeTHPOBAT Pe3yNIbTaThl Mo31Hee 20 MEHYT 1OCIIE BHECEHHS ITPOOBIL.

st Habopos Ne 3, Ne 4, Ne §

W3BIeKuTe TECT-TIONOCKY M3 YIAKOBKH. IIpoMapkupyiiTe TecT-IIO0TOoCcKy (GaMuIMed Wim KOJo-
BEIM HOMEPOM IIallHEHTA.



Ananu3z celéopomKu unu NAA3Mbl Kposu

- paecTH B mpobupky 300 Mxn OydepHoro pactsopa, 3aTeM 100 MKI CHIBOPOTKH WM IIIA3MEI
KpOBH,

- OIYCTHTH TECT-IIOTIOCKY BEPTHKAILHO B IPOOHPKY ¢ obpasioM B Oydepe 10 TMHUH IIOTPYIKe-
HUA,

- cimycetst 10 MHH BH3YallbHO OIEHHTE PE3yIbTaT.

AHanuz éeHo3HOI UNU KANUIAPHOU KPO8U

- BHecTH B mpobupky 300 Mkn Gydeproro pacteopa, 3ateM 200 MKI BEHO3HOH MM KallHILAp-
HOH KPOBH,

- OIIYCTHTEH TECT-IONIOCKY BEPTHKAIBHO B MPOOHpPKY ¢ oOpasnoM B Oydepe 10 IMHHUH MOTPYKe-
HUSA,

- cirycts 10 MEH BH3yanbHO OLIEHHTE PE3YIIBTAT.

He MHTEpPIPETHPOBATE PE3YIbTATH 031Hee 20 MUHYT MOCIIe BHECEHHS IPOOEL.

Jna kaxcoozo obpazya HeodX00UMO UCHOIB306aMb OMIOENbHYI0 MecH-Kaccemy/mecm-
HOOCKY U 00HOPA308yi0 nunemxy!

Vder u HHTepHUpeTaNus Pe3yIbTaTOB

[Ipy OTPHIATENILHOM pPe3yJbTaTe UCCIENOBaHMS IODKHO HAOMONAThCS IOSBJIEHHE B BEPXHEH
YaCTH AHAIUTHYECKOH 30HBI OJHOM JMHHH IIypIypHO-KPACHOTO HIIH PO30BOIO IIBETa (KOHTPOIBHASL
JMHMS), YTO YKa3EIBAET Ha OTCYTCTBHE B oOpasne antuten k BI'C.

IIpy MONOKUTEILHOM PE3yNIbTaTe MCCIETOBAHHS NODKHO HAOMONATECS NMOSBICHHE B AHATUTH-
YecKOH 30HE JBYX JIHHHHE IIypIIypHO-KPACHOTO KM PO30BOTO I[BETa (TECTOBOH H KOHTPOILHOW JIH-
HU), 9TO YKa3hIBaeT Ha Hamuyue B o6pasne anTHTeN K BI'C,

B cirygae OTCYTCTBHA ITyPILyPHO-KPACHON MITH PO30BOM KOHTPOIBHOM JIMHHH aHAJIA3 IPH3HAETCS
HejelcTBATENEHEIM. [IpH 3TOM ompejielieHHe HEOOXOAMMO HOBTOPHTB C HCIONB30BAHHEM JIPYroH
TECT-IIONIOCKH/TECT-KaCCETHI.
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OTpuuaTeNbHbIH NonosutensHsin OwnBouHbIN
pesynbTat pesynbraTt pesynbrat

aHTUTeNa He BbiABAEHbI)  (aHTWTENa BbiABAEHDI)

KOHTPOJIb KAYECTBA
JlaHHOE M3/eIHe COAEPKUT BHYTPEHHHUH KOHTPOTb KadecTBa (po3oBas IIMHHS B KOHTPOJIBHOH
o6mactr). O6pasikl sl BHENTHETO KOHTPOJS KadecTRa JOJDKHEI OBITH IPOTECTHPOBAHEI B COOTBET-
CTBHH CO CTaHIAPTAMH KOHTPOJISI Ka4eCTBa, yCTaHOBJICHHEIMH B Balllel nabopatopuu.

OI'PAHUYEHHAA
Ha6op pearentos «antuBI'C-MMBUAH-MXA» npenHasHa4deH TONBKO UL HCCIENOBaHU ob-
PaslioB CBIBOPOTKH, IIIA3MBI MIIH LENbHOH KPOBH YEIIOBEKA.



HaGop pearentoB «anTuBI'C-UIMBUAH-UXA» obecleddBacT TOMBKO KA4ECTBEHHOES omnpee-
nenue agtuten k BI'C.

HonoxuTensHbli pesynprar anamusa «aHTHBI'C-UMBUAH-UXA», ykasssas Ha HaTAdHE aH-
Tuten k BI'C B nccnenyemom obpasie, He MOXKET CIIY)KHTb CAMHCTBEHHBIM KPHTEPHEM HHHUIAPORA-
HEg BI'C.

Hccnenosanue obpasia oT manuenTa ¢ paHHeii cTajyeil MHOEKIHOHHOTO IPOLECCca MOKET IIpu-
BECTH K JIOKHOOTPUIATENLHBIM Pe3yNbTaTaM IO NPHYMHE OTCYTCTBHA HIIM HU3KOM KOHIIEHTpPAIHH
cnenududeckux antuten k BI'C.

[TonoxuTenbrpIi pe3ynbTaT TECTHPOBAHHS MOXKET HAOTMIOAATECS Y IALEEHTOB 663 TIPH3HAKOB
axTuBHOH MHpexuuH BI'C u y mun, nepenécmmux 3a6oneBanmue.

He ucnionp3oBars u3aemue ¢ BUIMMBIME Ie(hEKTAMH.

Hacrosimee u3zenve mpe/iHa3sHAvYeH0 TONBKO JUIS aHAIM3a 06pA3I0B CHIBOPOTKH, IUIA3MBI HIIH
[ENpHOMA KPOBH MaIlHEHTA.

HaKe eciu pe3ysbTaT aHAIH3a OTPUITATENBHEBIN, 5TO He 03HaYaeT oTcyTcTBHe MHE(ekmmy BI'C.

Pesynbrar ananusa npuBOIMTCS JIMIIG JUIS CIIPABKM W HE JODKEH PACCMATPHUBATHCS KAK €IHH-
CTBEHHOE OCHOBaHHE UL IOCTAHOBKH JHArHO3a M JiedeHus. KiTHudeckas Tepanus NalueHToB T0JDK-
Ha NPOBOJMTBCS € y9ETOM CHMITOMATHKH, HCTOPUH GONE3HH, Pe3yIbTaTOB JPYrHX JabopaTOPHEIX H
HHCTPYMCHTAJIBHBIX aHAIH30B, 3 (eKTa JeUeHHs | SIUAEMHOIOTHIECKOH HH(OpPMAIIHH.

30-muHyTHAs HHKyOaIms 06pasioB IpH TeMueparype 56°C He BIHAET Ha Pe3yIIbTATH aHAIA3A,

CPOKTI'OJHOCTH
Cpok romHocT Habopa — 24 mecsana. HaGop ¢ MCTEKIIEM CPOKOM TONHOCTH HPHMEHEHHIO HE
IIOJUTEKHT.
XPAHEHME U TPAHCIIOPTUPOBAHUE
Xpanenue

3aMopaKUBaHHE He JOoImycKaeTcs!

XpaHenue HaOOPOB B yIIaKOBKE NIPeNIPHSTASI-H3TOTOBHTENS Ipd Temmepatype ot 2°C mo 30°C.

Tecr-monocka/Tect-kacceTa U3 HOBPEKACHHON YIAKOBKH HE IIPHTOHA JUTA IIPOBEICHHS aHAIM-
3a.

Ilocne BCKpBITHS YHAKOBOK HEHCIIOIB30BAHHEIE TECT-TIONOCKH/TECT-KACCETHI OMYCKACTCS Xpa-
HHTE TIpH Temnepatype oT 15 1o 30 °C e Gonee 8 gacos.

Iociie BCKpEITHS TyOBI OJMMMEPHOH OCTABIIHECS HEHCIIOIB30BAHHEIE TECT-TIONOCKH JOMYCKAET-
Csl XPaHHTH B TeUeHHe 24 MecseB IIpu Temnepatype ot 2°C mo 30°C.

BydepHplit pacTBOp mocTe BCKPHITHS JOIIyCKASTCS XPAHHTh 110 KOHIA CPOKa IOHOCTH HaGopa.
loBBlIIeHHEIE BIXHOCTh H TEMIIEPATyPa MOTYT HEGIArONPUSATHO CKA3aTECA HA Pe3y/IbTaTe TeCTHPO-
BaHMSL.

TpancnoprupoBanne

Tpancnopruposanne Habopos - mpu Temmeparype ot 2°C go 30°C, TpaHCIIOPTOM BCEX BHIOB B
KPBITBIX TPAHCIOPTHBIX CPEJCTBAaX B COOTBETCTBHM C TPABHIAMHU IIEPEBO30K, JEHCTBYIOMIMMH Ha
TPaHCIOPTE NaHHOTO BH/A.

3amMopakHBaHHE HE JOIycKaeTcst!

Habopsl peareHTOB, XpaHHBIIHECS M TPAHCIOPTHPOBAHHBIE C HAPYIICHHEM TEMIEPAaTyPHOTO
peKuMa, IPUMEHEHHIO He TOMJIEKAT.



T'APAHTHUHU ITPOU3BOJUTELA

HaGop peareHTOB M1 HMMYHOXPOMATOrpaguyeckoro BEIARICHHS aHTHTEN K BUpYCy renaruta C
(BI'C) B criBopoTKe (mnasMe) ¥ nembHO# kpoBu «aHTHBI C-MMBHUAH-UXA», TY 21.20.23-036-
41390295-2021 cootBercteyer TY 21.20.23-036-41390295-2021, HOpMATHBHEIM TOKYMEHTaM B 9a-
cTH TpeGopanwuit GesonacHocTH, 53¢ G eKTHBHOCTH H HAIMOHATBHEIM cTaH apTaMm PO.

ITo BompocaM, KacaroImuMcs KadecTsa i obpamenus Habopa pearentoB «anTuBI'C-MMBHAH-
UXA», ciexyeT obpamartses o agpecy B OOIIECTBO ¢ orpanmIenHo# oTBeTcTBeHHOCTRIO « IMBMAH
JIAB» (000 «MIMBUAH JIAB»), 630559, HoBocubupckas o6macts, p.i. Kombuoeo, yi. Canosas,
mom 2/7, stax 2, momemmenre 2, TelL. 8 (800) 600-90-77, 8 (383) 209-34-54, info@imbian.ru.

CHMBOJIBI, UCIIOJb3YEMBIE HA YITAKOBKE U 39THKETKAX

IVD MenuuHnHCKoe H3Ienue A1 JUarHOCTHKH in vitro

OcTtoposxHoO!

Hsroropurtens

[Tpenen TemMneparypsl

Hﬂ O6paTuTech K MHCTPYKIHAH 110 IPUMEHEHHIO

LoT Howmep cepun

Homep no xaranory

Hcnonp3oraThk 00

CO,I[ep')KPIMOFO JOCTaTOYHO UL IIPOBEACHHA N1 TCCTOB

REF

ﬂ JlaTa U3roTOBIEHUS
%

N/




