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LIAISON® EA IgG (310540)
IgG k paHHeMy aHTUreHy Bupyca dnwTtenH-bapp

1. HASHAYEHUE

KonunyectBeHHoe onpenenenve cneumdudecknx IgG k paHHemy aHTureHy (PA) Bupyca 3nwtenH-bapp B 4yenoBeyeckoit
CbIBOPOTKE UMW NnasMe MeToA0M XeMUINIOMUHECLIEHTHOrO uMmmMmyHoaHanuaa (CLIA) ¢ nomowsto aHannsaTtopa LIAISON®.
Ucnonb3oBaTb TONbKO Ans “in vitro” puarHocTUKn.

2. BBEAEHME

Bupyc 3nwtenn-bapp (B3B), oTHocAWwmMIACA K ceMencTBy repnecsmpycoB, ABMASETCA NPUYNHON UHIEKLNMOHHOIO MOHOHYKIeo3a
M yyacTByeT B pa3BuTumM nMMAOMbl BypkutTa, HOCOIMOTOYHOM KapUUHOMbI M X-CLENnfieHHOoro numdonponuepaTMBHOro
cuHgpoma. bnarogaps cBoemy nMoBCeMeCTHOMY pacnpOCTPaHeHuIo BUMPYC nopaxaeTt okono 95% niogen no Bcemy mMupy A0
nepuoga nonosoro co3peBaHus. OHK B3Bb npepacrtaBnseT cobovi ABYXUEMOYEYHYHO MONEKYNy AMNWHOW MpuMmepHo 172
knnobasbl.

OcHoBHbIM NMyTeM Nepedayn BOB aBnseTcs opanbHbIn KOHTaKT. Pennukauus BOB nponcxoguTt B pOTOrMOTOYHOM 3MMTENUU U
3aKaH4YMBaeTCsa BbIXOAOM BMPWOHOB M3 MHMLMPOBaHHBLIX B-numdountoB ¢ nocnegyowmm BeiGpocom B cnoHy. B getckom
Bo3pacTe nepBuyHasa uHpekuns BOB obbiuHO npoTekaeT GeccMMnToMHO. 3apaXeHue BUPYCOM B HOHOLIECKOM K bGonee
nosgHeM BoO3pacTe MNpPUBOAWUT K PasBUTMIO MHMEKUMOHHOTO MOHOHykneosa y 6onbwuHcTBa ntogen. ocne nepeBuYHOrO
nHpMUmpoBaHna BOB coxpaHaeTcsa B opraHu3me B TaTEHTHOM COCTOSHUMN.

[narHocTuka MHMPEKLUMOHHOrO MOHOHYKNE03a OCHOBaHa Ha KIMHWYECKMX CUMNTOMax (K KOTOPbIM OObIMHO OTHOCSITCS aHrMHa,
nuxopagka, numdoageHonatma u crnabocte) B KOMOGMHAUMKM C remaTonormyeckumu (MUMAOLMTO3) U CeporiornMyYecKUMn
(Hannuune retTepodWmbHBIX aHTUTEN W/WNK aHTUTEN K cneundudeckum benkam BOB) npusHakamu.

KnuHnyeckne cuMnTOMBI, XapakTepHble AfS MHMEKLMOHHOrO MOHOHYKIEeOo3a, MOryT BbI3blBATbCA W APYrMMU MaTOreHHbLIMN
WHMEKUMOHHBIMX ~ areHTamn, B TOM YuCrie  LUTOMEeranoBMpycoM, TOKCOMMa3MoW, BUpycamu renatuta, BUPYCOM
ummyHogeduumuta yenoseka (BUY) n apyrumn. TepMUH MOHOHYKNEO3HBIN CUHAPOM 4acTo MpUMEHSIeTCA 0 Toro, kak byaer
BbISIBNEH cneumdunyeckun aTnonormdeckun areHT. [Ana nogteBepxaeHua auarHosa BOB-uHayumpoBaHHOMO WMHMEKLMOHHOIO
MOHOHYKeo3a 06bIYHO NCMONb3YeTCA NOMOXUTENBHBIN Pe3ynbTaT TecTa Ha Hanmume reTepodurbHbIX aHTUTen (arrmTrHaums
CbIBOPOTKM MaumeHTa ¢ apuTpoumuTamu nowagm unm osupl). OgHako CroXHOCTV B MOCTAHOBKE AMAarHo3a BO3HMKAKOT B criyyae,
€Crn pesynbTaT Takoro Tecta oTpuuaTeneH Unn ecrniv KIMHUYECKNEe CUMMTOMbI aTUMUYHbI.

MHEeKUMOHHBI MOHOHYKNEO3, oTpuuaTernbHbIA NO TeCTy Ha retepodurnbHble aHTuTena, obin obHapyxeH y 10-20% B3pocnbix
W y 3HauiTenbHo 6Gonbliero konuvyectBa AeTer, GONbHbIX OCTPbIM MHMEKUMOHHBIM MOHOHYKNeo3oM. B cnyuyae Ttakmx
naunMeHToB ANA MOATBEPXOEHUS AMarHo3a MOXHO MPOBECTW aHanvM3 Ha Hanuvuve aHTuten K cneumdwuyeckum 6enkoBbiM
aHTureHam B3B, k KOTOpbIM OTHOCATCA aHTUreH obonoukm Bupyca (BAO, VCA) n panHun avturen (PA, EA). MpucytcTeue B
kpoBu naumeHTta IgM k BAO no3BonsieT BbISBUTb OCTPbIA UHMEKUMOHHBIA MOHOHYKNeo3. OgHako Ansi NpPOBEPKW AuarHo3a
Heo6XoAMMO MPOBECTV TECTUPOBAHUE HAa Hanuume ApPYrmx CeporiorMyeckux MapkepoB, Takux kak IgG k PA, 1gG unu IgM k
snepHomy aHtureHy 1 (OBAA-1, EBNA-1). TMpobbl, oTpuuaTtenbHble MO TECTYy Ha Hanuuue reTepoduribHbIX aHTuTen,
nonoxwutensHble Ha Hanndne IgM k BAO un IgG k PA cunTaloTcs OuarHoCTMYECKMMM nokasaTensiMmm OCTpPoro UHAEKLMOHHOTO
MOHOHYKIeo3a.

Ceponoruyeckoe TeCTMpPOBaHWE Ha Hanuune mapkepoB WHdekunn BOB Bo3MoxHO Gnarogapsa xapakTepHOW, 3aBucALllen oT
BPEMEHM KapTMHE MWMMYHHOrO OTBeTa. Tekywas octpas uHdekuns BIB ceponormyecku onpegenserca Mo paHHEMY
noseneHutio B kpoBn IgM k BAO ¢ nocnegylolym CHWXKEHUMEM WX KONMMYeCcTBa OO Heonpegensemoro ypoBHs. [ouTtn
oAHoBpeMeHHO ¢ nosiBrieHnem IgM B kpoBu nosenstotca 1gG k BAO. Y 6onbwmHcTBa (>80%) nauvMeHToB C cuMnTomMamm
WHEKLMOHHOTO MOHOHYKIeo3a npu NepB1YHOM TECTUPOBaHUN BbISBASIOTCA Onn3Kkne K NMKOBbIM 3HavYeHnsiM konunyecTaa 1gG u
IgM k BAO. IgM k BAO 06bI4HO rcYe3atoT 13 KpoBK Yepes 2-3 Mecsila nocre Havana 6onesHu, Toraa kak 1gG umpkynmpytot B
KPOBWM HOPManbHOro naumeHTa MoXM3HeHHO. Y GomnbLUMHCTBA NauMeHToB aHTuTena k PA obHapyxusaloTcs B KpOBU B TeYeHUe
HEenNpoAOIMKNTENBHOrO NPOMEXyTka BpemeHu, Toraa kak 1gG k sgepHomy aHTureHa supyca (3BAA, EBNA-1) oGHapyxwuBatoTcs
B KPOBM Yepe3 HECKONbKO HeAernb unm MecsaueB rnocrne Hadvana GonesHn u COXpaHsloTCs B TEYEeHWEe HECKOmNbkux neT (B
HEKOTOPbIX Cry4asx A0 KOHLUA XW3HW). Y NauueHToB C CUMMTOMaMu MHAEKLMOHHOTO MOHOHYKNeo3a BbisBneHune IgG k SBAA
Hapsgy c oGHapyxeHuem IgM un IgG k BAO nomoraetr OTNMUUTbL PaHHIOW CTaguio BbI3OOPOBMEHNS OT OCTpbiX a3
MOHOHYKneo3a. BospacTtanue konuyectBa IgG k BAO ykasbiBaeT Ha ocTpyto pasy uHdekumn, Torga Kak yBenuyeHue
konuyecTBa IgM k BAO mMoXeT cB1aeTeNbLCTBOBATL O NEPEXOAE OT PaHHEN K OCTpoi hase. AHaNOrM4YHbIM 06pa3oM, CHUXKEHUE
konuyecTBa IgM k BAO moxeT cBuaeTenscTBOBaTb O Nepexofe oT ocTpor dasbl k ocnabnenunto uHgekunn. Hanmume IgG k
OBAA y 300poBbIX Ntofen ykasbiBaeT Ha koHTakT ¢ BOB B npolwunoM, Toraa kak Hanudme IgG k BAO MoxeT cBnaeTenscTBoBaTh
Kak 0 NaTeHTHON NepBUYHON MHAEKLIMK, TaK N KOHTAKTe C BUPYCOM B MPOLLISTOM.

Mo npuymHe Toro, 4YTo Mexay peakumen opraHmama Ha nHdekumo BAB 1 KNUHWYECKMMU NPOABIEHNAMU CYLLECTBYIOT CIOXHbIE
B3aMMOOTHOLLEHMWS!, OLEHKa KapTMHbl WUMMYHHOro cTtaTyca no B3B moxeT nomoub B AnarHocTuke uHdekuun BOIB.
MuouBuayanbHoe copepxaHve crneunduyeckux aHTUTEen He Bcerga NonesHo Mpu MOCTaHOBKE AMarHo3a, CyLeCTBEHHOe
3HauyeHne MMeeT BPeMeHHOW npodhunb coaepxaHusi Bcex aHTuten k BOB. Kaxpgas ctagma uHdekumm xapaktepusyetcs
WHOMBMAYaNbHBIMM NPOUNSAMM UMMYHHOrO OTBETa Ha pas3nuyHble aHTureHbl BOB, 4TO no3BOMsET OTNWMYWMTBL NATEeHTHYIO
NepPBUYHYHO MHPEKLNIO OT NEPCUCTUPYIOLLIEN NTAaTEHTHOW MHdekuun BAb u 1.4.



3. IPUHLUMN METOOA

MeTon KonuuyecTBeHHoOro onpeaeneHus cneundudeckmx IgG k PA (paHHemy aHTureHy) BOB npeactaBnsieT cobovi Henpsimon
XEMUIIOMUHECLIEHTHbI MMMyHoaHanun3 (CLIA). PekomOuHaHTHbIN audpdysHbii PA BOB [EA(D)] npycoeavHEH K MarHUTHbIM
MUKpoyacTuuam (TBepaas dasa), MbllLUMHbIE MOHOKMOHanNbHble aHTUTena Kk 1IgG Yyenoseka MeyeHbl NPOU3BOAHBLIM N30NIOMUHONA
(koHblOraT aHTMTEN C KpacuTenem). Bo Bpems nepson nHkybauun aHtutena k PA, Haxogsawumecs B kanubpartopax, obpasuax unm
KOHTPOnSX, CBA3bIBAOTCA C TBEpAON da3on. Bo Bpems BTopon nHkybauumn aHTuTEena koHbiorata cesasbiBatotes ¢ IgG k PA B3b,
yxe (UKCUpPOBaHHLIMM Ha TBepaon dase. lNocne kaxaon nHkybaumm He cBA3aBLUMECH MOMEKYMbl YAANATCA BO BPeEMS Lukna
npombiBKM. 3aTeM K peakuMoHHOW cmecn [0DaBnATCs 3anycKkawlme peakTuBbl, WHAYLMPYIOLLME XeMUMIOMUHECLIEHTHYIO
peakumio. VIHTEHCMBHOCTb JIIOMMHECLIEHLUMW, K3MepsieMas C MNOMOLLbI0 (POTOYMHOXMWTENA B OTHOCWUTEMbHbIX eAuHULAaxX
MHTEHCUBHOCTM, OTpaxaeT KoHueHTpaumio IgG k PA B kannbpaTopax, KOHTponsx n npobax.

4. COCTAB HABOPA

MarHuTHble yacTuupl (2,3 mn) MarHuTHble YacTuupl, NnokpbiThle 47 kAa nonunentnagom PA (akcnpeccupoBaH B
E.coli); BCA; docdatHbin ydep; <0,1% asng HaTpus.
KannbpaTtop 1 (2 mn) Yenoseyeckas cbiBOpOTKa/Mnasma, coaepxallas HU3Kyl KoHueHTpaumio IgG  k

PA Bupyca 3OnuwrenH-bapp; BCA; docdaTtHein 6ydep; ProClin® 300; nHepTHbIN
kpacutenb (kenTbin). KoHueHTpaumsa kanubpatopa (E/mn) noarteepxgeHa c
MCcnonb3oBaHWeM BHyTpeHHero ctaHgapTa DiaSorin.

Kanun6patop 2 (2 mn) YenoBeyeckas CbiBOpOTKa/nnasma, cogepxallasi BbICOKYH KoHUeHTpauumto 1gG k
PA Bupyca 3nwrtenH-bapp; BCA; docdaTtHein 6ydep; ProClin® 300; nHepTHbIN
kpacutenb (cuHun). KoHueHTpauus kanubpaTtopa (E/Mn) nopTBepxaeHa cC
MCMNonb3oBaHWEM BHYTpeHHero ctaHgapTa DiaSorin.

PacTtBop ons paseegeHus obpasuos BCA; chocaTHbI Bydep; KOHCEPBAHTLI; MHEPTHBIN KpacuTenb (KeNTbin).

(2*28 mn)

KonwbloraT (23 mn) MbIWKWHBIE MOHOKNOHanbHblEe aHTUTena Kk 4enosedeckum 1gG, MeyeHHble
NPOV3BOAHbIM n3onoMuHona (aMMHOBYTUNITUMM3ONIOMUHONOM); BCA;
docdatHbin 6ydep; ProClin® 300.

Konunyectso TecToB 100

Bce peareHTbl FOTOBbI K MCMOMNb30BaHM0. PacnonoxeHne peareHToB B Tabnuue OoTpaXkaeT pacnosfioXeHne KOHTEMHEPOB B
KapTpumKe C peaktuBamMmu.

Heo6xoaumble maTepuansi, He BXxoasue B Ha6op

Ananusatop LIAISON® XL AHanv3zatop LIAISON®

KioBeTbl (kaTanoxHbii Homep X0016). PeakumoHHble Moaynu (kaTanoxHbii Homep 319130).

OpHopa3oBble  HAKOHEYHUKM  (KaTanoXHbI ~ HOMEp

X0015).

Ha6op 3anyckatowmx peaktmeoB XL (kaTanoxHbii Homep | HaGop 3anyckawoLwmx peakTnBoB (kaTanoxHbii Homep 319102)

319200). unn Habop 3anyckatowmx peakTnBoB XL (KaTanoxHbii HOMep
319200).

PeaktvB  gna  exegHeBHOW  MpoBepkM  aHanusaTopa
(kaTanoxHbii Homep 319150).

CuncTeMHas / NpoMbIBOYHAS XMAKOCTb (KaTanoxXHbIv CucteMHas / nNpoMmbIBOYHAs >XWAKOCTb (KaTanoXHbIA HOMep
Homep 319100). 319100).

Mewkn gna otxogos XL (katanoxHbii Homep X0025) MeLwuku 4nsa oTxo4oB (kaTanoxHeli Homep 450003).

Habop pacTtBopoB ans o6cnyxmBaHWsa urn 403aTOPOB U Habop pactBopoB pgna  obcnyxuBaHus  aHanmsaTopa
MotoLer cTaHuun (kaTanoxHbii Homep 310995). (kaTanoxHbii Homep 310990).

HdononHuTenbHble MaTepuanbl, peKOMeHAOBaHHbIe ANA paboTbl
KoHTponb IgG k PA BOB (MonoXuTenbHbI U oTpuLlaTenbHblin) (kaTtanoxHoln Homep 310541)

5. MPEAYNPEXOEHUA

Tonbko ansa In vitro QMarHOCTUKN.

Bce o6pasubl 4yernoBeyveckoi CbIBOPOTKM W Mia3Mbl, MCNONb30BaHHbIE ANA NPOM3BOACTBa Habopa, Oblny NpoTecTMpoBaHbl Ha
Hanuuve aHTUTen K Bupycy renatuta B (HBsAg), Bupycy renatuta C (anti-HCV), BUY 1 u BUY 2 (anti-HIV-1, anti-HIV-2), n 6binn
Npu3HaHbl CepoHeraTMBHbIMU. HO, MOCKOMbKY He CyllecTByeT MeToda WCCNeAoBaHWuW, KOTOPbIM Obl rapaHTUMpoBan  MOMHYH
MH(EKLMOHHYO 6e3onacHOCTb BroMaTepuanoB YenoBEe4YECKOro NPONCXOXAEHMS, pekomeHayeTcs obpaluaTtecs ¢ obpasuamu, kak
C NoTeHUManbsHO MHAPVLMPOBAHHBLIMU.

6. MEPbI MPEAOCTOPOXHOCTHU

He ynoTtpebnanTte nuily, HaNnUTKW, He KypuTe U HE HAHOCUTE KOCMETKKY B nabopartopuu, rae npoBoAaTCA aHanm3bl.

He nepenwvsanTe pacTBopbl pTOM.

M3berante npsamMoro KOHTakTa co BCEMMW NOTEHLManbHO MHEKLMOHHBIMU MaTepuanamv, HaaeBas 3alUMTHY0 O4eXAay, Takyro Kak
nabopaTopHble xanaTbl, 3alMUTHbIE OYKU 1 OOHOPAa30BbIe NepyaTki. B KoHLe kaXaoro aHanmaa TwaTenbHO MOWTE PYKW.
M3berante BcnneckoB unu obpasoBaHus asposoneir. Jobyo yTeuky Guomnormyeckoro peareHta crnegyet CMbiTb C MOMOLLbIO
pacteopa runoxnoputa HaTpus ¢ 0,5%-HbIM aKTUBHLIM XJTIOPOM U YTUNN3MPOBATL Kak MHDEKLIMOHHBLIE OTXOAbI.

Bce ob6pasubl 1 peareHTbl, copepxaliMe Ouonorndeckue marepuanbsl, WCNOMb3yeMble B aHanu3e, AOSMKHbI CUMTATbCA
noTeHuMansHO CnocobHbIMM nepedaBaTb MHAEKUMOHHble areHTel. C oTxogamu criegyeT obpalatbCs C OCTOPOXHOCTbIO U
yTUNU3MpoBaTb WX B COOTBETCTBUM C nabopaTopHbIMU HOpMamy M HOpMamy 3aKOHOB, AENCTBYHOLWMMU B cTpaHe. [lobble
mMaTepwuarbl, nognexaiime NoBTOPHOMY MCMONb30BaHMI0, A0IMKHbI ObITe Haanexawum obpa3om CTEPUIIM30BaHbl B COOTBETCTBUM
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C MECTHbIMW 3aKOHaMN 1 HOPMaMMW.
MpoBepsinTe achbheKTMBHOCTL LmkNa cTepunmsaumnm/obessapaxmnsaHns.

B cootBetctBUM ¢ [lMonoxennem EC 1272/2008 (CLP - knaccudwukaums, mMapkMpoBka W ynakoBka), OMacHble peareHThbl
KnaccuduumpyoTcs U MapkupyroTcs cnegytolmm obpasom:

PEATEHTbI: [CAL]1], [CAL]2|, [DIL|SPE], [CONJ|
KNACCUDUKALINA: CeHcunbunusaumsa koxm 1 H317
CUrHANBbHOE CNOBO: BHumaHue

OBO3HAYEHMUE /

MUKTOrPAMMBDI:

GHS07 — BocknuuaTenbHbI 3HaK

XAPAKTEPUCTUKHU
OMNACHOCTMU: H317 MoxeT BbI3blBaTb annepruyeckyto peakumio Ha Koxe.
MEPbI
NPEQOCTOPOXHOCTH: P261 N3beraTb BObIXaHUS Nbinn/gbiMal/raza/TyMmaHa/mcnapeHnii/asposons.
P280 HapeBaTb 3aliMTHble NepyaTky /3alMTHYI0 odexay/cpeacTsa 3awmThl rnas/
cpencTea 3almThl Nnua.
P363 CTnpaTtb 3arpsi3HeHHyI0 oaexay nepes NoBTOPHbIM UCMONb30BaHMEM.
COOEPXWUT:

peakLMoHHas macca: 5-xnopo-2-meTun-4-n3otmnasonunH-3-oH [EC Ne 247-500-7] n

(Tonbko Bewectsa, 2-meTun-2H -n30Tnason-3-o [EC Ne 220-239-6] (3:1) (ProClin® 300).

npegnucaHHble cornacHo
CrtaTtbe 18 lNocTaHoBNEHMA
EC 1272/2008).

B cooteetctBMM c lMonoxenvem EC 1272/2008 (CLP - knaccudwukaums, MapkupoBka W yrnakoBska) [SORB] MapKUpyeTcs Kak
EUH210; no 3anpocy gocTtynHbel nacnopta 6e3onacHoCTy.

[ononHuTenbHy0 MHPOPMaLMO CMOTpPUTE B NacnopTax 6€30nacHOCTU, OCTYMNHbIX Ha cante: www.diasorin.com.

7. NOArOTOBKA MHTEIPAJIbHOIO KAPTPUXKA PEAKTUBOB

MoxanyicTta, obpaTtute BHUMaHUe Ha criefyloLime BaxHble Mepbl MPEAOCTOPOXKHOCTU Npu paboTe ¢ peareHTamu:
PecycneHampoBaHMe MarHUTHbIX YacTuL,

MarHuTHble YacTuLbl JOMKHbI ObITb MOMHOCTLIO pecycneHAnpoBaHbl A0 TOro, Kak MHTerpan GyaeT nomelleH B npubop. YTobbl
obecneynTb MNOMIHOE pecycrneHaMpoBaHMe YacTuL, BbINONHWUTE CreayloLwye AencTBus:

Mepen yoaneHvem antoMuHMeBbIX MembpaH ¢ dnakoHOB, MPOBEPHUTE KONeco diakoHa C MarHUTHbIMK YacTuuamMm, noka uset
CyCNeH3nn He CTaHeT paBHOMEPHO KOPWYHEBLIM. AKKYpPaTHO MepemeluanTe Ux CoAepXvMmoe, AepxXa UHTerpan ropusoHTasnsHo,
4yTOGbI M3bexaTb neHoobpasoBaHus. OCMOTPUTE HWXKHIOW 4YacTb dnakoHa, 4Tobbl yoeauTbCcs, YTO BCE MarHuTHble YacTuubl
ObINn pecycneHanpoBaHbl.

Mpy HeobxoaMMOCTM NOBTOPUTE NPOLIEAYPY A0 NOMHOIO PecycneHANPOBaHNA MarHUTHbLIX YacTULL.

Mocne ypaneHus anioMWMHWEBOW MeMOpaHbl TWaTenbHO MPOTPUTE MOBEPXHOCTb KaxkAoro dnakoHa Ans yAaneHWs ocTaTkoB
XKMOKOCTK, ecnn Heobxoanmo.

BcneHuBaHue peareHToB

YTtob6bl 06ecneuntb onTUMarbHble pa60HV|e XapakTepuctukn uHterpana, cnenyet nsberaTb I'IEHOO6pElSOBaHMﬂ peareHToB.
MpuaepxxuBantecb NPMBEAEHHbIX HAXE PEKOMEHAALUNN MO NpeLOoTBPaLLEHMIO BCMNEHMBAHNUS:

Mepen wcnonb3oBaHMEM WHTErpana OCMOTPUTE peareHTbl, 4YTOObI ybGeouTbCs B OTCYTCTBUM nNeHbl. Ecnm  nocne
pecycneHaupoBaHnst MarHUTHbIX YacTul MeHa nosiBUunacb, MOMECTUTE WHTErpan B aHanusatop M nogoXauTe, rnoka neHa
ncyesHeT. MHTerpan rotoB K WCMOMb30BaHWIO TOMbKO TOrA4a, Korga MneHa ucyesna, a uHTerpan ¢ pecycrneHavMpoBaHHbIMM
yacTuuamm HaxoguTcs Ha GopTy.

YcTaHOBKa MHTerpana B o6nacTb 3arpy3ku peakTMBOB AHanusaTop

LIAISON®

e  YcraHoBuTe MHTerpan B oGnacTb 3arpys3ky peakTMBOB aHanmusaTopa Tak, YTobbl WTpUX-kod Gbln pacrnonoXxeH cresa, U
OCTaBbTe [AJ19 MepemMeLuMBaHUs MarHWTHbIX YacTuy B TeveHue 30 MUHYT. AHanmsaTop aBTOMaTMYecKu nepemellaeT U
MOJIHOCTBIO PECYCMNEHAMPYET MarHUTHbIE YacTULbI 3@ 3TO BPEMS.

e Criefyinte MHCTPYKLMM MO SKCMyaTaumm aHanmaaTopa Ans 3arpysku npob 1 HavanauccrnenoBaHus

AHanusatop LIAISON® XL

. AnanuzaTtop LIAISON® XL ocHaweH BCTPOEHHbIM TBEPAOTElbHbIM MarHUTHbIM YCTPOWCTBOM, KOTOpOe fomoraeT
pecycneHanpoBaTb MUKpPOYACTULbI 4O pa3MELLEHMS] MHTErpana c peareHTaMmu B 06nacTuy 3arpy3ku peakTMBoB aHanu3aTtopa. [ns
YTOYHEHUs feTanen obpaTtuTech K pykoBOACTBY MO 3KCMyaTaumm aHanusaropa.

a. BctaBbTe uHTErpan ¢ peareHtamu B crieLuanbHbI pa3bem.

6. OcTaBbTe MHTErpan ¢ peareHTamMmu B TBEPAOTENIbHOM MarHMTHOM YCTPOWCTBE, NO KpanHen mepe, Ha 30 cekyHa (monyckaetcs
[0 HECKONbKMX MUHYT). [oBTOpUTE NO Mepe HeOBXOAMMOCTW.

) YcTtaHoBuTe MHTerpan B obnactb 3arpy3kv peakTMBOB aHanm3artopa Tak, 4ToObl WwTpux-kog Obinm pacnonoxeH cnesa, U
OCTaBbTe [ANA MNEepeMELUVMBaHNS MarHWTHbIX 4actul, B TedeHne 15 MuHyT. AHanmsaTtop aBTOMAaTUYECKM nepemellaeT u
NOMHOCTBIO pecycneHaupyeT MarHUTHblE YacTuLbl 3a 3TO BpeMS.

o CnepnyiTe MHCTPYKUMM NO 3KCMyaTaLuuMmn aHanM3aTopa A 3arpy3ku npob 1 HayanavccnegoBaHus


http://www.diasorin.com/

8. XPAHEHME N CTABUIIbHOCTb UHTEITPAJIbHOIO KAPTPUOXXA PEAKTUBOB

Bceraa xpaHuTe MHTerpanbl B BepTMKaNbHOM TMONIOXKEeHUM, B NMPOTMBHOM cCriyyae Mnocrieayollee nepemelunBaHue
MarHUTHbIX YacTul 6yaeT 3aTpyAHEHO.

HeBckpbIThle peakTVBbl CTabUMbHbI 40 OKOHYaHWUS Cpoka FOAHOCTU MPU YCIOBUM MX XpaHEHUsS! B BEPTMKAIbHOM MOMOXEHUN Npu
Temnepatype 2-8°C. 3anpellaeTcs 3aMOpaxuBaTb peakTVBbl, BXoAsliMe B COCTaB kapTpuixa. 3anpeLiaeTca UCNonb30oBaTb
MHTErpan nocrie OKOHYaHWs Cpoka FOAHOCTW, YKa3aHHOro Ha 3TMKEeTKe WHTerpana. lMocne BcKpbITUS MHTerpana (yaaneHus
antoMUHMEBBIX MemMBpaH) ero cogepxmmoe ctTabunbHO B TedeHe 8 Heaenb NpuW YCNOBUM XpaHEHUst Npu TemnepaType 2-8°C B
XOnoaunbHUKe Unu Ha GopTy aHanusaTopa.

9. NOAroTOBKA UCCIEAYEMOIO MATEPUAIA

Wcnonb3yetcs cbiBopoTka unu nnasma. LmTpat, SATA u renapuH moryT GblTb MCMONb30BaHbl B KayecTBe aHTUKOArynsiHTOB.
KpoBb formkHa 6bITe B3siTa METOAOM BeHUNyHKUuuK. CbiBopoTka/nnasma fosmkHa b6biTe oTAeneHa oT KneTok nocrne 3abopa Kposu
Kak MOXHO ckopee. MyTHble, nunemunyHble Npobbl, a Takke NPobbl C TBEPABIMU YaCcTULLAMW U OCKOMKaMW 3pUTPOLIMTOB nepes
nccneposaHnem  Moryt noTpeboBaTb AOMNOMHUTENBHOW OYUCTKM nyTem dunbTpaumMnm wunu  ueHTpudyrposaHusa. He
pekoMeHAyeTCs UCCrefoBaTh CUINIbHO FEMOMM3NPOBaHHbIE Y IUMEMUYHbIE NPOBbI, a Takke NPobbl ¢ Npu3Hakamu GakTepuansHONn
KOHTaMuHaumu. MNepepn yctaHoBKoW Npobbl B aHanusaTop HeobxoAMMOo yaanuTb 13 Hee Bce Ny3bipy Bo3gyxa.

CrabunbHocTb: 7 aHen npu Temnepatype 2-8°C. [ina 6onee AnNWMTENbHOrO XpaHeHus npobbl AOMKHLI ObITb 3aMOPOXEHbLI NP
Temnepatype -20°C unu Hwxe. [Nocne paamoposkum npoby HeobxoaMmo xopolwo nepemewlatb. 4 npobbl C pasnuyHON
pPeaKkTMBHOCTbLIO XpaHUnuchb 7 aHern npu Temnepatype 2-8°C, nocne yero 6binv 5 pa3 3amMopoXKeHbl-pasMopoxeHbl. [onyyeHHble
pesynbTaThbl CyLLECTBEHHO He OTNNYanuch Apyr oT Apyra.

MuHnmansHo Heobxoaumbln obbem: 170 pn (20 un Ha nccnegosanue + 150 un mepTBoro o6bLema).

10. KANMBPOBKA

WccnenoBaHve kanvbpaTopoB, BXOASILLMX B COCTaB MHTErparna, no3BonseT nepekannbpoBaTb MacTep-KpUBYH, XpaHsLLyocs B
namsiTu aHanusaTopa, C UCMONb30BaHWEM 3HAYEHMWI KOHLEHTpaLMM KanubpaTopoBs, 3alMdpPOBaHHbIX B LUTPUX-KOAE ITUKETKU
MHTEerpana.

Kannbposka gomxkHa 6bITb MpoBeAeHa B TpeX NOBTOPaxX B CNeAyHLWMX Crnyvasax:

e Vcnonb3yeTcst HoBasi cepusi Habopa peakTMBOB 1N Habopa 3anycKatoLLMX peaKTUBOB.

e [lpowno 6onee 4 Hegenb C MOMeHTa NOCNeaHen KanMbpoBKU.

e bBbIno npoBeaeHo obcnyxuBaHWe aHanmaaTtopa.

e PesynbTaThl UCCreaoBaHNsA KOHTPOJbHBIX CbIBOPOTOK BLIXOAAT 3@ Npefenbl AoNyCTUMOro auanasoHa.

AHanusaTop LIAISON®: aHaueHus KOHLleHTpaLmMin kanmbpaTopa cogepxaTtcsi B LUTPUX-KoAe MHTerpana.

AHanusaTop LIAISON® XL: 3HaueHus KOHLleHTpaLuin kanmbpaTopa cogepaTtcsi B pagmo4acToTHOM MeTKe.

11. MPOLIEAYPA AHAINN3A

Crtporoe cnegoBaHue pekoMeHAaLMAM UHCTPYKLMK NONb30BaTENs rapaHTUpyeT NofnyvyeHne KOPPEKTHBIX pe3ynbTaToBs.
AHanusatop LIAISON®. Ona naeHTudmkaumm Kaxagon MeToaukM Mcnonb3yeTcs MHopmaums, sawngpoBaHHas B LWTPUX-Koge
3TUKETKN uHTerpana. Ecnu nHgopmaumm ¢ WwTpmx-koga He YnTaeTcsl, TO KapTPuaK ABMSETCS HENPUro4HbIM K MCMOSb30BaHUIO.
He yTunuavMpymte peareHTHbIi MHTErpan W CBSXKUTECb C perMoHanbHbiMu npeactaBuTensamu DiaSorin ans nonydenus
OanbHEeNLWNX UHCTPYKLMIA.
AHanusatop LIAISON® XL. Ona vaeHTUdUKauMmM Kaxaon MeToauku Mcnonb3yetcsa MHgopMaums, 3awmdpoBaHHas B
pagno4acToTHOM MeTke uHTerpana. Ecnu wmHdopmaumm ¢ pagmodacToTHOW METKM He 4uTaeTcd, TO KapTpuaK sBnseTcs
HENPUrogHbIM K UCMOMb30BaHWID. He yTunuaupyinTe peareHTHbI UHTErpan M CBSXKUTECh C pPervoHanbHbIMU NpeacTaBuTeNsaMu
DiaSorin gns nonyyeHus ganbHERLUX UHCTPYKLIMA.
Mpouenypa aHanu3a, BbINOMHAEMOro aHanu3aTopoM, COCTOUT U3 CNeayrLmnX CTagui:

1. PackanbiBaHve kannbpaTtopoB, KOHTPONen nnm Npob B KIOBETbI PpeaKLMOHHOIO MOAY NS,
[oGaBneHne MarHUTHbIX YacTuLl.
[obaeneHune pacteopa 4is passeaeHus obpasLoB.

WHkybauus.

MpombiBka CCTEMHO/MPOMBIBOYHON XUAKOCTbIO.
[oGaeneHue koHblOraTa.
WHkybauus.
MpoMbiBka CUCTEMHON/MPOMBIBOYHOW XXNUOKOCThIO.
[oGaBneHne 3anyckatoLmx peakTUBOB U N3MEPEHNE UHTEHCUBHOCTM (hIlyopeCcLEHLNN.

©COND>O AWM

12. KOHTPOJ1b KAHYECTBA

Kaxpas nabopatopus JoMmKHa YCTAaHOBUTL YacTOTy NPOBEAEHUSI KOHTPOMS Ka4yecTBa CaMOCTOATENbHO, XopoLuei nabopaTtopHoii
NPaKTUKON SIBNSIETCS UX eXXeJHEBHOE M3MEPEHNE BMeCTe C Npobamu NauMeHTOB U Nocne NPOBEAEHNS KannBpoBKu.

[nsa npoBefeHUss BHYTPEHHETO KOHTPOSSA KAa4eCcTBa MOXXHO UCMOMb30BaTh KOHTPOIbHbIE CbiBOPOTKM LIAISON® EA IgG control
(kaTanoxHbIi Homep 310541):

(a) MMHMUMYM OAMH pa3 B AeHb UCNONb30BaHUA UHTErpana,

(b) B Hayane ncnonb3oBaHMA HOBOrO UHTErpana peareHToB

(c) nocne kanMbpoBKkKM MHTerpana

(d) B Hayarne ncnonb3oBaHMsA HOBOTO NTOTa 3anycKaloLMX PeakTMBOB

(e) ons oueHkn paboymx xapaKTepUCTUK MHTerpana yepes 8 Hegenb Nocne BCKPbITUS UM B COOTBETCTBUM C TpeboBaHNAMU
MECTHbIX PerynmpyroLmnx opraHos.

Ecnu pesynbTaTtbl U3MEPEHUST KOHTPOJIbHBIX CbIBOPOTOK BbIXOAAT 3@ AOMYCTMMblE Npeaensl, Heobxoanmo NMOBTOPHO MPOBECTU
KanMbpoBKY METOAMKM M U3MepeHue KOHTPONbHbIX MaTepuanoB. Ecnu nocne ycnewHon noBTOPHON kannbpoBKW pesynbTaThbl
N3MEPEHMUST KOHTPOJIbHBIX CbIBOPOTOK MO-MPEXHEMY BbIXOAAT 3a AOnycTUMble npedenbl, HeoOXoaAMMO MNPOBECTU KOHTPOSb
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Ka4yecTBa C MCMONb30BaHWE HOBbIX (pflaKOHOB KOHTPOSIbHbIX MaTepuarnoB. Ecnv u B aTom crniyyae pesynbTaTbl KOHTPOSbHbIX
N3MEepEeHUn BbIXOAAT 3a AOMYCTMMbIE NPeaenbl, To pesynbTaTbl aHanu3a npob nauneHToB HEAOCTOBEPHbI U NX HEMNb3si coobLLaThb
nauveHTam.

Mepen “cnonb3oBaHWEM APYrMX KOHTPOSbHLIX MaTeprarioB He06X0AMMO OLEHUTb BO3MOXHOCTb MX UCMOSb30BaHMUS C AaHHbIM
HabopoM peakTUBOB, NOCIe Yero HE06X0AUMO YCTaHOBUTL NOAXOASLLME Npeaenbl 4ONYCTUMbIX 3HaYEHUNA.

13. UHTEPMNPETALUA PE3YJIbTATOB.

AHanusaTop aBTOMaTU4YeCKN paccynTbiBaeT KoHUeHTpaumio IgG k PA BOb B E/mn (eanHuuax B munnunutpe). 3a bonee
noapobHon nHpopmaumen obpatntech K MIHCTpyKUMKM nonb3oBaTens.

U3mepsiembin guanasoH: 5-150 E/mn IgG k PA BOb.

Mpobbl C KOHLEHTpaUMen aHTUTEeN Bbille BEPXHEro npeaena u3aMepsaeMoro auanasoHa MoryT ObiTb aBTOMaTUYeCKM pas3BedeHbl
aHanu3atopoM ¢ nomoulbto cyHkummn Dilute (pa3BegeHne) u nccnegoBaHbl NOBTOPHO (pPEKOMEHAYeMbI (hakTop pa3BeneHus
1:10). Mony4eHHbIV pedynbTaT ByaeT aBToMaTUYECKN YMHOXEH Ha dhakTop passedeHuns. Konvyectso pacTtBopa Ans pa3sefeHus
obpasuoB B uWHTerpane poctatoyHo Ana 90 npedBapuTenbHbIX pasBedeHuW (MOMMMO TOrO KomnuyecTBa pacTBopa Ans
pa3BeneHuns obpasLoB, koTopoe TpebyeTcs Ans NpoBeAeHUs TecTa, Kak TakoBoro).

Mpo6bI ¢ koHueHTpauuen IgG k PA B3B Huxe 10 E/mMn gomnxkHbl pacueHmMBaTbCs, Kak OTpuLaTenbHbIE.

Mpo6kl ¢ koHUeHTpauven IgG k PA BOB ot 10 go 40 E/Mn JomkHbl pacueHnBaTbCs, Kak COMHUTENbHbIE («cepas 30Ha»). Ans
KIUHMYECKOW UHTEpNpeTaLun pesynbTatoB Heob6xoanmo NpoBEeCTU AONOMNHUTENbHbIE CEPONOrMYeckne NCCneaoBaHus.

Mpobbl ¢ koHUeHTpauwmen IgG k PA BOB Bbiwe 40 E/Mn AOMmKHbI pacLieHNBaTbLCS, Kak NOMNOXUTENbHbIE.

Cneundmyeckne 1IgG k PA BOB 06blvHO 0OHapykvBalTCA y MaUMEHTOB C OCTPOWA MEPBUYHOW WHAEKUMENn M B crny4ae
peakTtMBauun nHdekumm. OgHako Hu3kme koHueHTpauum IgG k PA B3b moryT obHapyxuBaTbCcs y naumMeHToB 6€3 CUMMNTOMOB
HeLaBHEN UHMEKLMN.

MonoxuTenbHbIN pe3ynbTaT yka3blBaeT Ha NEPBUYHYI0 MHAEKLMIO NN ee peakTuBaumto. OTpuuaTenbHbI pe3ynbTaT, O4HaKo, He
BCerga no3sBonsieT UCKIIYUTb OCTPYHO UHPeKumo. Ecnm, HeCMOTpst Ha oTpuuaTenbHbIN pe3ynbTaTt, OCTaeTCa No403PEHNE O

BO3MOXHOCTWU WHULUMPOBaHNA, HeObGXoAMMO NPOBECTU MOBTOPHOE uccriegoBaHne npobbl vepe3 1-2 Hegenw Ha npegmet
yBenuyeHus cogepxanus B kposu IgM nnmn IgG k BAO B3B, 4To ABnseTca npusHakoMm NepBUYHON MHeKumn.

CoMHUTEnNbHbIV pesynbTaT SABMASETCA MokasaTteneM NepBUYHOW MHMEKUMU, peakTMBauMn WMHMEKUMM, a Takke npoLleLuein
nHdekunmn. [Ona KNMHUYECKOW WHTepnpeTaumMn pesynbTaToB HeoOXOAMMO MpPOBECTV [OOMNOMHUTENbHbIE Ceponornyeckue
nccnepoBaHns.

He pekomeHgyeTca ncnonb3oBaTth pesynbTaT OQHOro TecTa ANA NOCTaHOBKM AMarHosa Ha Hanuuue nHdekuun. MNpu noctaHoBke
AvarHosa pesynbTaTbl BCerga crnepyet paccmatpuBaTb BMECTe C AaHHbIMU MCTOpuM GonesHn n ApYrMMyM OUarHOCTUHECKMMU
nccrnegoBaHUAMU.

14. OTPAHNYEHUA

PekomeHayeTcs KOMOWHMPOBAHHOE WCMONb3OBaHME CEPONornMyecknx mMapkepos BOB 1 knuMHWYecknx paHHbIX B cnydae
NOCTaHOBKM AuarHo3a octpon ¢asbl BOb ocHoBaHHOro Ha ogHoM obpasue. Henb3s cTaBuTb AMarHo3, OCHOBbLIBAsiCb HA OOHOM
pesynbTaTe.

AHanuTUyeckme xapakTepUCTUKM COBMECTHOro ucnonb3oBaHus nboro n3 wuccrnepgosaHuin LIAISON® EBV u TectoBbiMU
Habopamu Opyrux npov3BoguTenen ANns BbISBNEHUS cneunduyHbiX ceponormdeckmx mapkepos BOB He BbisicHanMcb. B aTom
cnyyae nonb3oBaTeny camu HeCyT OTBETCTBEHHOCTb 3@ CO3[4aHMs COOCTBEHHbIX XapaKkTEPUCTHK.

MpaBunbHOE UCNONb30BaHWE 1 CTPOroe CnefoBaHMEe MHCTPYKUUKM HEOO6X0AMMbI ANst NOMyYEHUst 4OCTOBEPHBIX pe3ynbTaToB.
BakTtepuanbHasi KOHTaMMHaUMS UM HarpeBaHWe Npobbl MOryT NMOBMNUSATL HA pe3yrbTaT UCCeaoBaHus.

3anpelwlaetcs obmeHuBaTbCA wuHTerpanamu Mexgy aHanusatopamu LIAISON® u LIAISON® XL. WHTerpan, opHaxAabl
YCTaHOBINEHHbI Ha aHanM3aTop OMNpeAerneHHOro Tuna, OOJMPKEH MCMOoNb30BaTbCA Ha 3TOM aHanmM3aTope A0 CaMOro KOoHUA.
3anpelaeTca oueHMBaTh AMHAMUKY KOHLIEHTpaUMM MO pe3ynbTaTam, MOJSTyYeHHbIM Ha pasHbiX TMMAx aHanmMsaTopoB. Takue
N3MepeHUS J0MKHbI ObITb BbIMNONHEHbI HA OAHOM KOHKPETHOM Tune aHanusatopa (nnbo LIAISON®, nnbo LIAISON® XL).

WIn HarpeBaHue Npobbl MOryT NOBMUATL HA pe3ynbTaT UCCNea0oBaHMS.

15. CMELUNDPUYECKUE XAPAKTEPUCTUKM UCCNEOOBAHUA

151 AHanuTnyeckas cneynupuyHOCTb.

AHanuTuyeckaa cneumuUYHOCTb 3TO CMOCOOHOCTb B XOA4E BbIMOMHSAEMOro aHanmM3a npaBuITbHO Onpeaensatb Hanuuue
cneundnyeckoro aHanuta B MNPUCYTCTBUM NOTEHUManbHO WHTepdepupylowmx ¢akTopoB B cocTtaBe npobbl (Hanpumep:
aHTUKOarynsaHToB, reMonmnaa, NocrneaCcTBUMA NTeYEHNsT) NN NEPEKPECTHBIX aHTUTEN.

UHTepdepeHuums. MNMpoBeaeHHble uccrneaoBaHUs nokasanu, YTo Takue akTopbl, kak aHTukoarynsaHTtel (QATA kanus, uutpat
HaTpus, renapvH Hatpust u nuTtusi), remonus (go 1000 mr/gn remornobuHa), nunemust (go 3000 mr/gn Tpurnuuepuaos),
ounupybuHemus (oo 20 mMr/gn) u 3amopaxuBaHue-oTTamBaHne obpasLoB He BNUSIIOT Ha pe3ynbTaT UCCNeAoBaHuS.
MepekpecTHaaA peakTMBHOCTbL. Kak npaBuno, Hanmuume B npobe MnoTeHUManbHO KPOCC-PEAKTUBHbIX aHTUTEN He BMUsieT Ha
pesynbTaT. bbinu nccnegoBaHbl crnepyowmne aHTuTena: (a) UMMyHo2100yIUHbl K pasfuyHbIM UCMOYHUKaM UHeKyuU — makum
Kak, YLIMB, Bupyc kpacHyxu, Toxoplasma gondii, unn — (6) aHTuTena K peBMaTougHoMy hakTopy.

15.2 To4yHOCTb NpM UccreAoBaHMU Ha aHanu3aTope LIAISON®.
PasnuuHble npobbl C pPasnUYHbIMKW  KOHLEHTPaUUsiMU  aHanuM3vpyemoro BellecTBa ObiMM  M3ydeHbl ANs  BblIMUCIIEHUS
NOBTOPSIEMOCTN M BOCMPOM3BOAMMOCTA WCCNEeoBaHWs (TO eCTb BapuabenbHOCTb BHYTPU OAHOW M MeXay pasnuyHbIMU
npo6amun). BapuabenbHocTb, OTpakeHHas B Tabnuue npuBeOEHHOW HUXe, He NpuMBOAMNA K HEBEPHOW WHTeprpeTauuu
pe3ynbTaToB aHanmsa npoo.

[MoBTOpPsieMocCTb A | B |C |D |E | F | BocnponssognmocTb B C D E
KonuyecTtBo nccnegosaHui 18 {18 |18 (18 |18 | 18 | KonnyecTBo nccnegoBaHuin 19 19 19 19
CpepnHsis BenuynHa (E/mn) 1.02/2.8 B5.2|0.9 B3.7|112| CpepnHsis BenuynHa (E/mn) 26 341 | 50 76
CtaHgapTHOe OTKIMOHEeHue 0.110.27|2.3 3.5 (8.4 (9.6 | CtaHOapTHOE OTKIIOHEHME 022 |44 (64 10.8
KoadpdpuumeHT Bapuaumm (%) [7.919.8 6.7 6.8 |10 |8.6 | KoadhcpuumeHT Bapuaumm (%) | 8.5 [12.8 |12.2 | 14.2
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15.3 TouyHoCTb Npu uccnengoBaHMM Ha aHanusaTope LIAISON XL.

PasnuyHble npobbl C pasnMyHbIMKW  KOHLEHTpaUMAMK aHanusvMpyemoro BellecTBa Oblnv M3yveHbl AN BblYMCIIEHWS
NoBTOPSAEMOCTM W BOCMPOU3BOAMMOCTW WCCNefoBaHWs (TO eCcTb BapvabenbHOCTb BHYTPU OOHOWM W MexXAy pasnuyHbIMU
npo6amu). BapunabenbHoCTb, OTpaxeHHasi B Tabnuue NpUBEOEHHON HWXe, He MNpuMBOAUNA K HEBEPHOW WHTepnpeTaumu
pe3ynbTaToB aHanunsa npob.

MoBTopsiemocTb. [1Baguate NOBTOPOB ObINM UCCNeAoBaHbl AN N3yYeHWs NMOBTOPSEMOCTH pe3ynbTaToB npubopa.

MoBTOpsiemocTb 1 2 3 4 5 6 7 | OTtpuuartenbHbin | MonoXuTenbHbIN
KOHTPOIlb KOHTPOIb
KonuyecTtBo nccnegoBaHuin 20 20| 20| 20| 20 20 20 20 20
CpepHsisi BenuynHa (E/mn) 4,21 9,72| 24,6| 30,7| 45,5| 66,7 | 94,4 0,406 72,1
CTtaHaapTHOE OTKIOHEHNE 0,38| 0,73| 2,65| 3,06| 6,81| 9,64 | 12,57 0,038 12,02
KoadpbpmumeHrT Bapunauum (%) | 90,1 7,5| 10,8 10 | 15| 14,4| 13,3 9,36 16,68
MuH.3HauveHune(E/mn) 3,65| 8,97| 20,7| 26,2| 38,2 56,8| 80,6 0,365 60,8
Makc.3Ha4yeHne(E/mn) 5,07| 12,4| 31 40 | 61,8| 93,8| 137 0,548 106
BocnpoussoaumocTb. [1saguatb NOBTOPOB ObiNW BbIMNOMHEHbL! B pasHble AHW (MakCMyM 2 nccriefoBaHus B AeHb) Ha
O[HOM NOTEe PEAKTMBOB AN U3y4YeHWUsi BOCNPOU3BOANMOCTH.
BocnpounssoamMmocTtb 2 3 8 4 5 6 7 OtpuuartenbHbin | MonoXuTenbHbIN
KOHTPOJ1b KOHTPOIb
KonuyecTtBo nccnegoBaHuin 20| 20| 20| 20| 20 20 20 20 20
CpepHsia BenununHa (E/mn) 13,4| 34,2| 40,7| 46,1| 64,8/ 93,4| 135 0,634 100
CraHpgapTHOE OTKIOHEHMEe 0,74| 2,14| 2,76| 4,29| 4,48| 6,24 | 11,78 0,090 9,74
Koacpdwmument Bapmauymm (%) | 55| 6,2 68| 93| 69| 6,7 8,7 8,7 9,7
MuH.3HaueHune(E/mn) 12,1| 29,8| 33,6| 40,3| 56,4| 81 107 107 81,5
Makc.3Ha4veHue(E/mn) 14,8| 39,6| 47,6| 55,3| 72,6| 106 | 146 146 120

15.4. BoccTtaHOoBneHue pasBegeHus

ToyHoCTb uccregoBaHns 6bina NpoBepeHa C NOMOLLbIO pa3BedeHus.

TecTt pa3BegeHusi. YeTbipe Npobbl CbIBOPOTKM COAEpXKallme BbICOKYH KOHUeHTpauuto crneundudeckmx IgG k PA BOb 6binu
uccregoBaHbl 4O U nocne passegeHns aunoeHTom. CpaBHeHVe OXuaaeMon KoHueHTpauun cneuunduydeckmx 1IgG namepeHHom
nocne passefeHus Obio BbIMONTHEHO METOAOM NUHeNHoN perpeccuin. KoaddumumeHT koppensumm (r) 6bin 0,998-0,999.

CreneHb Oxupgaemasn | MamepeHHass | BoccraHoBneH CreneHb Oxunpaemasn | MamepeHHass | BoccrtaHoBneH
pa3baBneH | KOHUEHTpauu | KOHUeHTpaum ve, % pas3baBrieH | KOHUEHTpauu | KOHLEeHTpaum ne, %
usa a, E/mn a, E/mn usa 4, E/mn a, E/mn
- - 112 - - - 114 -
1:2 56 55,9 99,8 1:2 57 59,8 104,9
1:4 28 29,9 106,8 1:4 28,5 27,8 97,5
1:8 14 14,9 106,4 1:8 14,3 14,2 99,3
1:16 7 7,6 108,5 1:16 71 7,6 107
1:32 3,5 4.1 1171 1:32 3,6 4,3 119,4
1:64 1,8 2.1 116,6 1:64 1,8 2 111,1
- - 116 - - - 124 -
1:2 58 56,1 96,7 1:2 62 55,9 90,2
1:4 29 25,9 89,3 1:4 31 271 87,4
1:8 14,5 12,2 84,1 1:8 15,5 13,5 87,1
1:16 7,3 6,7 91,8 1:16 7,8 8 102,6
1:32 3,6 3,7 102,7 1:32 3,9 4 102,6
1:64 1,8 2 111,1 1:64 1,9 1,9 100

15.5 AdpheKT BbICOKOW 03bl.

Mpw nccnegosaHum Npob ¢ kpanHe BbICOKOW KOHLEHTPaUMen aHTuTen MoxeT HabniogaTbest adhdeKT HachILLEHUs, MPU KOTOPOM
peanbHas KOHLEHTpauus B 3HAYUTENbHOW Mepe npeBbilwaeT n3MepeHHylo. OgHako ONTUMM3MPOBaHHBLIN ABYXCTaAWNHbLIN
MeTOA4 MO3BOSISIET UCKMIOYNTE CYLUECTBEHHOE 3aHWXeHue pe3ynbTaTtoB, TaK Kak aHanuMTUYeCcKMn CcurHanm ocTaeTtcs
NpOonopLUMOHarnbHO BbICOKUM (KpMBas HacbILWEHUS).

OueHka adpdbekTa HacbiweHns 6bIn NpoBedeHa NyTeM MccnegoBaHns 3 nonoxuTenbHbiX no Tecty Ha IgG k PA BOB npob ¢
BbICOKMM TUTPOM. Pe3ynbTaT aHanmaa, Kak n 0XXuaarnoch, NpeBbillan BEPXHIOK rpaHnLy M3amMepseMoro AvanasoHa v, 3HauuT, He
npuvBen K oLwmnboyHom knaccudukauum Nnpooéei.

15.6 AnarHocTuyeckas cneumYHOCTb M YYBCTBUTENTBHOCTD.

[OuarHoctuyeckne cneunpuYHOCTb M YyBCTBUTENBHOCTL ObiNMM onpedeneHbl nyteM mccrenoBaHusa 523 npob M3 pasnmyHbIX
oTOOpaHHbIX MonynAuuMi (Nuua, He UMeBLUME KoHTakTa ¢ BOB; npegnonoxuTenbHO 340pOBble B3pOCHble noau; nuua,
cTpagarlLme ayToUMMYHHbIMK 3ab6oneBaHusaMn; 6onbHbIE pa3nMYHbIMU MHAEKLMOHHBIMUY 3ab0neBaHnsMM; NMua, nepeHeclume
B3b; nuua, Haxoaswmecs B octpor ctagum BOB; nuua, ¢ xpoHudeckum BOB; nuua ¢ peaktueupoBaHHbIM BOB). Mpobbl Gbinm
uccreoBaHbl HECKONMbKUMWU METOAaMU U 3TN pe3ynbTaThl HAPSAY C OOCTYMHBIMU KIMHUYECKUMU U CEPOSIOrMYECKUMM AAaHHBIMU
ObINK 1cnonb3oBaHbl AN Knaccudmkaumm nccneaoBaHHbIX Npoo.

Ons 100 npo6 He Obin MOMy4YeH OKOHYaTENbHbIA Pe3ynbTaT MpU CPaBHEHUW Pe3ynbTaToB Pa3fM4YHbIX METOAMK, MNO3TOMY
[OaHHble NPo6bl He ObiNM BKIMOYEHBLI B aHaNu3.

1 nonoxuTtenbHas W 275 oTpuuaTtenbHbIX pe3ynbTaTtoB ObINO  MOMYYEHO MpPU  UCCMNEAOBaHWMM  NMPEAnONOXUTENBHO
oTpuuaTenbHbIX NPo0b, AMarHocTMyeckas cneumdunyHocTe coctaBuna 99,64% (95% noseputeneHbii uHTepsan 98,00-99,99%).
6 oTtpuuaTenbHbix M 123 nNOMOXWTENbHbIX pe3ynbTata ObINO MONMy4YeHO Mpu  MccrenoBaHUn NpeanonoXunTenbHO
NonoXuTenbHbIX NPob, AnarHocTudeckast cneumdunyHocTe coctaBuna 95,35% (95% poseputenbHbii nHTepsan 90,15-98,28%).
Yposehb IgG k PA BOB 6onee 40 E/mn 6bin 06HapyxeH y 57,4% nauvMeHToB ¢ Nogo3peHrem Ha peaktmBaumio BAB, Ho Tonbko
14,6% npo6 ¢ npolueawen nHdoeKUmen.
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