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LIAISON® EBNA IgG (310520)
IgG k spepHOMyY aHTUreHy Bupyca dnwTtenH-bapp

1. HASHAYEHUE

KonunyectBeHHoe onpepeneHne cneuududecknx IgG Kk sgepHoMmy aHTureHy Bupyca OnwtenH-bapp (OBAA, EBNA) B
YeroBeYECKOW CbIBOPOTKE UMM Mia3me MeTOAOM XEMUIIIOMUHECLEHTHOrO nMmyHoaHanu3a (CLIA) ¢ nomMolibio aHanusatopa
LIAISON®.

WUcnonb3oBaTb ToNbKO Ana “in vitro” gunarHocTuKu.

2. BBEAEHUE

Bupyc 3nwTtenn-bapp (B3B), oTHocAwWwmIca K ceMencTBy repnecsmpycoB, ABASETCA NPUYMHON MHEKLMOHHOIO MOHOHYKeo3a
M yyacTByeT B pa3BuTumM nMMA@OMbl BypkutTa, HOCOMMOTOYHOW KapuMHOMbI U X-CLEnfieHHoro numdonponudepaTMBHOro
cuHapoma. bnarogaps cBoemy nMoBCeMeCTHOMY pPacnpOCTPaHeHWIo BMPYC nopaxaeT okono 95% mogen no Bcemy Mupy Ao
nepuoga nonosoro co3peBaHus. [HK B3B npeactaBnseT coboi OBYXUEMNOYEYHYIO MOMeKyny ANMHOW npumepHo 172
knnobasbl.

OcHoBHbIM NMyTeM Nepedayn BOB aBnseTcs opanbHbIn KOHTaKT. Pennukauus BOB nponcxoguTt B pOTOTMOTOYHOM 3MMTENUU U
3aKaH4yMBaeTCsa BbIXOAOM BMPWOHOB M3 MHMLMPOBaHHBLIX B-numdountoB ¢ nocnegyowmm BeiGpocom B crntoHy. B getckom
Bo3pacTe nepBuyHasa uHpekuna BOB obblMHO npoTekaeT GeccMMnToMHO. 3apaXeHue BUPYCOM B HOHOLIECKOM u Gonee
nosgHeM BoO3pacTe MNpPUBOAWUT K PasBUTMIO MHMEKUMOHHOTO MOHOHYKNeo3a Yy GonblumHcTBa ntogen. [locne nepBuYHOro
nHdpMUmpoBaHna BOB coxpaHaeTcsa B opraHu3me B TaTEHTHOM COCTOSHUMN.

[narHocTuka MHPEKLMOHHOrO MOHOHYKeo3a OCHOBaHa Ha KIMHWYECKMX CUMMTOMax (K KOTOPbIM OBbIYHO OTHOCSITCS aHrMHa,
nuxopagka, numdoageHonatns u crnabocTb) B KOMOBMHAUMM C remaTonornyeckumun (NMMMAOLMTO3) U CeposiorMvyeckuMm
(Hannuune retTepodWbHBIX aHTUTEN W/UNK aHTUTEN K cneunduyecknm 6enkam BOB) npusHakamu.

KnvHunyeckne cMMNTOMbI, xapakTepHble A5 MHMEKLUMOHHOTO MOHOHYKNeo3a, MOTyT Bbi3blBaTbCA WM APYTMMW NaTOr€HHbIMM
WHMEKUMOHHBIMX ~ areHTamn, B TOM YMCre LUWMTOMeranoBMpyCcOM, TOKCOMMa3MoOW, Bupycamu renatuTa, BUPYCOM
ummyHogeduumuta yenoseka (BUY) n gpyrumn. TepMUH MOHOHYKNEO3HbIN CMHAPOM YacTo MpUMeEHsieTcs A0 Toro, kak byaer
BbISIBNEH cneumdunyeckun aTnonormdeckuin areHT. [Ana nogreepxaeHuss gmarHo3a BIOB-uHayumpoBaHHOMO WMHAEKLMOHHOIO
MOHOHYKeo3a 06bIYHO NCMONb3yeTCA NOMOXUTENbHBIN Pe3ynbTaT TecTa Ha Hanuyne retepodunbHbIX aHTUTEnN (arrniTUHaUus
CbIBOPOTKM MaumeHTa ¢ apuTpouutTamu nowaam unm osupl). OgHako CroXHOCTVM B NOCTAHOBKE AMarHo3a BO3HMKAIOT B Cryyae,
ecnu pesyrnbTaT Takoro Tecta oTpuuaTeneH Unm ecnm KNMHUYeCKMe CUMNTOMbI aTUMUYHBI.

MHEeKUMOHHBI MOHOHYKNEO3, oTpuUaTenbHbIA N0 TECTY Ha reTepodunbHble aHTuTena, buin o6HapyxeH y 10-20% B3pocnbix
M y 3HaunTenbHO 6Gonbliero konuvyectBa AeTen, GOMbHbIX OCTPbIM MHAEKLUMOHHBIM MOHOHYKMeo30oM. B cnyyae Takux
naunMeHToB ANA MOATBEPXOEHUS AMarHo3a MOXHO MPOBECTW aHanuM3 Ha Hanmuyve aHTuTen K cneunduyveckum GenkosbiM
aHTMreHam B3B, k KOTOpbIM OTHOCATCA aHTUreH obonouykn Bupyca (BAO, VCA) n panHun aHtureH (PA, EA). MNpucytcTere B
kpoBu naumeHTta IgM k BAO no3BonseT BbISBUTb OCTPbIA UHMEKUMOHHBIA MOHOHYKNeo3. OgHako Ansi NpPOBEPKW AuarHo3a
Heo6Xo4MMO MpPOBECTW TECTUPOBAHUE HAa HanuuvMe ApYrmx 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,
nonoxwutensHole Ha Hanundmne IgM k BAO un IgG k PA cunTaloTcs OuarHoCTMYECKMMU nokasaTensiMm oCTporo UHMEKLMOHHOTO
MOHOHYKIeo3a.

Ceponoruyeckoe TeCTMpOBaHWE Ha Hanuvyne mapkepoB nHdekuum BOB Bo3moxHO Gnarogaps xapakTepHOW, 3aBuUCSLLEN OT
BPEMEHM KapTMHE MWMMYHHOrO oOTBeTa. Tekywas octpas wuHdekuns B3IB ceponormuecku onpegensercs no paHHEMY
noseneHvtio B kpoBu IgM k BAO ¢ nocregylolym CHWXEHMEM WX KONu4YecTBa [0 HeonpeaenseMoro ypoBHSA. [louTn
oAHoBpeMeHHO ¢ nosiBrieHnem IgM B kpoBu nosenstotca 1gG k BAO. Y 6onbwmHeTBa (>80%) nauvMeHToB C cuMnToMamm
WHEKLMOHHOTO MOHOHYKIeo3a npu NepBUYHOM TECTUPOBaHWU BbISBNSAIOTCA BMm3kne K NMKOBLIM 3Ha4YeHWAM KonuyecTtsa 1gG u
IgM k BAO. IgM k BAO 06bI4HO 1cYe3atoT 13 KpoBK Yepes 2-3 Mecsila nocre Havana 6onesHu, Toraa kak 1gG umpkynumpytot B
KPOBWM HOPManbHOro naumeHTa NoXM3HEHHO. Y GoMbLUMHCTBA NauMeHToB aHTuTena kK PA obHapyXumBaloTCs B KPOBW B Te4eHne
HEeNpOoAOIMKNTENBHOrO NPOMEXyTka BpemeHu, Toraa kak 1gG k sgepHomy aHTureHa supyca (OBAA, EBNA-1) oGHapyxwuBatoTcs
B KPOBM Yepe3 HEeCKONbKO HeAernb unM MecaueB nocrne Hadvana GonesHn u COXpaHsATCA B TEYEHMEe HECKONbKux net (B
HEKOTOPbIX Cry4asx A0 KOHLUA XM3HMW). Y NauueHTOB C CUMMTOMaMu MHAEKLMOHHOTO MOHOHYKNeo3a BbisBneHne IgG k SBAA
Hapsgy c oGHapyxeHuem IgM un IgG k BAO nomoraetr OTNMYUTbL PaHHIOW CTaguio BbI3OOPOBMEHNS OT OCTpbiX (a3
MOHOHYKneo3a. BospacTtanue konuyectBa IgG k BAO ykasbiBaeT Ha ocTpyto pasy uHdekumn, Torga Kak yBenudeHue
konuyecTBa IgM k BAO mMoXeT cBUAETENbLCTBOBATL O NEPEXOAE OT paHHeN K ocTpoi dase. AHanornyHbIM 0b6pa3oM, CHUXKEHNE
konuyecTBa IgM k BAO moxeT cBuaeTenscTBOBaTb O Nepexofe oT ocTpor dasbl k ocnabnenunto nHepekummn. Hanuuune IgG k
OBAA y 300poBbIX Ntofen ykasbiBaeT Ha koHTakT ¢ BOB B npowunoM, Toraa kak Hanudme IgG k BAO MoxeT cBnaeTensCcTBoBaTh
KakK 0 NaTeHTHON NepBUYHON MHAEKLMK, TaK N KOHTAKTe C BUPYCOM B MPOLLISTOM.

Mo npuyrHe Toro, YTO Mexay peakumen opraHuama Ha nHdekumio BOB 1 kKNnnHMYeckMmN NPoSIBEHNAMY CYLLIECTBYIOT CIIOXHbIE
B3aMMOOTHOLLUEHMWS!, OLEHKa KapTWHbl UMMYHHOrOo cTtaTyca no B3B mMoxeT nomoub B AuarHoctuke uHdekuun BOIB.
MHamemayanbHoe cogepaHve crneumduyecknx aHTWTen He BcCerga MnornesHo npu NocTaHOBKE AMarHosa, CyleCTBeHHoe
3HauyeHne MMeeT BpPeMeHHOW npodunb coaepxaHust Bcex aHTuten k BOB. Kaxpgas cragua uHdekunn xapaktepusyetca
WHOMBMAYaNbHBIMM NPOUNAMM UMMYHHOTO OTBETa Ha pas3nunyHble aHTureHbl BOB, 4TO no3BonseT OTNMYWTBL JTATEHTHYHO
NepPBUYHYHO MH(PEKLNIO OT MEPCUCTUPYIOLLIEN NAaTEHTHON nHdekummn BOB 1 T.4.



3. MPUHUMUN METOLA

MeTog konuyectBeHHoro onpegenexns cneundmyecknx IgG k OBAA npeactaensieT coboi HEMPSMOW XeMUMIOMUHECLEHTHbIN
ummyHoaHanmua (CLIA). CunTtetnyeckmn nonunentung 36AA-1 (EBNA-1) npucoeanHeH K MarHUTHBIM MuKpodacTuuam (TBepaas
dasa), MbILUMHbIE MOHOKMOHanbHblE aHTUTENa K IgG yenosBeka MeyeHbl NPOM3BOAHLIM M3ONIOMUHONA (KOHbBIOraT aHTUTen ¢
kpacuTtenem). Bo Bpemsa nepson nHKkybaumm aHtutena k OBAA, Haxopswmecs B kanubpaTopax, obpasuax UM KOHTPOMsX,
CBA3bIBAOTCA C TBepaon ¢ason. Bo Bpemsi BTOpol MHKyGaumMm aHTUTEna KoHblorata cesasbiBatoTca ¢ IgG k OBAA, yxe
dumKcMpoBaHHbIMM Ha TBepdow dase. lNocne kaxaon MHKyGauum He cBsi3aBLUMECH MONeKysbl YAAnsiloTcs BO BPeMsA uMkna
NPOMbIBKM. 3aTemM K peakuMOHHONW cMecu [A00aBnsioTCA 3anyckalolwme peakTuBbl, WHAYLMPYIOLME XEMUTIOMUHECLIEHTHYIO
peakumto. VIHTEHCMBHOCTb MIOMMHECLEHLMN, Un3Mepsiemas C MNOMOLLbI0 (POTOYMHOXWUTENS B OTHOCUTENbHBIX eauHMuax
WHTEHCMBHOCTM, oTpaxaeT koHueHTpauwmio IgG k ABAA B kannbpaTopax, KOHTponsAx nnpobdax.

4. COCTAB HABOPA

MarHuTHble Yactuubl (2,3 mn) MarHuTHble YacTuLpl, NOKPbITblE CUHTETUYECKUM nenTtugom OBAA-1 (EBNA-1);
BCA; doccaTtHbin 6ydep; <0,1% a3ung HaTpus.
Kannbpatop 1 (3,2 mn) Yenoseyeckasa cbiBopoTka/nnasma, cogepxallas HU3Kyl KoHueHTpaumio 1gG K

OBAA; BCA; docdatHbii bydep; 0,2% ProClin® 300; WHEPTHbIA KpacuTenb
(xenTbIn). KoHueHTpaumsa kanubpaTtopa (E/Mn) noaTeepxxgeHa ¢ NCnons3oBaHMeM
BHYTpeHHero ctaHgapTa DiaSorin.

Kannbpatop 2 (3,2 mn) UenoBeueckasi cblBOpOTKa/nnasma, coaepxallasi BbICOKYH KOHUeHTpauumio IgG k
OBbAA; BCA; docdaTHbii bydep; 0,2% ProClin® 300; WHEPTHLIN KpacuTenb
(cunwnin). KoHueHTpaumsa kanubpatopa (E/mn) noarBepxgeHa € MCNONb30BaHWEM
BHYTpeHHero ctaHgapta DiaSorin.

PacTtBop ons passeaeHus obpasuoB BCA; cbochaTHbIit 6ycep; 0,2% ProClin® 300; MHEPTHbI KpacuTesb (KenTbli).

(2*28 mn)

KoHnbtorat (23 mn) MbIWKWHBIE  MOHOKMOHanbHbIE aHTUTena kK Yenoseyeckum I1gG, MeyeHHble
NPOn3BOAHLIM n3ontomMmHona (aMUHOBYTUNATMNU3ONIOMUHOIIOM); BCA;
docatHbIn Gydep; 0,2% ProClin® 300.

KonuyecTtso TectoB 100

Bce peareHTbl rOTOBbI K MUCMONb30BaHUIO. PacnonoxeHve peareHToB B Tabnuue oTpaxaeT pacrofioXeHne KOHTENHEPOB B
KapTpumKe C peakTuBamu.

Heo6xoanmbie maTtepuansi, He BXxoasime B Habop

Ananuaatop LIAISON® XL Ananuaatop LIAISON®
KioBeTbl (kaTanoxHbeln Homep X0016). PeakuunoHHble Mogynu (katanoxHbli Homep 319130).
OpHopa3oBble  HAKOHEYHUKM  (KaTamoXHbIl  HOMep
X0015).
Habop 3anyckatowwmx peaktmeoB XL (KaTanoxHbin Habop sanyckalowmx peakTnsBoB (kaTtanoxHbii Homep 319102)
Homep 319200). unn Habop 3anyckawowmx peaktmBoB XL (KaTanoxHbIi HOMep
319200).
PeakTnB ans exxegHeBHOW NPOBEPKM aHanM3aTopa (KaTanoXHbI
Homep 319150).
CucTtemMHast / TpoMbIBOYHAS XNOKOCTb (KaTanoXHbIN CuctemHass / nNpoMbIBOYHasA XWAKOCTb (KaTamoXHbI HOMep
Homep 319100). 319100).
Mewwkn ansa otxogos XL (katanoxHbii Homep X0025) MeLwwukn Ana oTxodoB (KaTanoxHein Homep 450003).
Habop pactBopoB ans obcnyxmeaHmsa nrn 403aTopoB U Habop pactBopoB gna  obcnyxuBaHus  aHanusaTtopa
MotoLen cTaHumnm (kaTanoxHbii Homep 310995). (kaTanoxHbii Homep 310990).

[dononHutenbHbIe MaTepuarnbl, peKOMeHAOBaHHble AN paboTbl
KoHTponb IgG k AA BOE (nonoxutensHbIA u oTpylaTenbHbIv) (KaTanoxHbein Homep 310521)

5. MPEAYNPEXAEHUA

Tonbko ansa In vitro guarHoCTUKN.

Bce obpa3subl YernoBeyveckon CbIBOPOTKM M NNasmbl, UCMOMb30BaHHbIE ANs Npou3BoAcTBa Habopa, OblNyM NPOTECTUPOBaHbl Ha
Hanuuue aHTUTEn k BupYycy renatuta B (HBsAg), Bupycy renatuta C (anti-HCV), BUY 1 n BUY 2 (anti-HIV-1, anti-HIV-2), n 6binn
Npu3HaHbl cepoHeraTMBHbIMKW. HO, MockonbKy He cyllecTByeT MeToda WCCIeAoBaHWi, KOTOpbii Obl rapaHTMpoBan MOMHyto
MHEeKUMOoHHYI0 Be3onacHoCcTb BuomaTepranoB YenoBeYecKoro NMPOUCXOXAeHUsl, pekomeHgyeTcs obpawarteca ¢ obpasuamu,
Kak ¢ NnoTeHuManbHO NHPULIMPOBaHHBIMM.

6. MEPbI MPEOOCTOPOXHOCTHU

He ynotpebnsinte nuily, HaNnUTKK, He KypuTe N He HaHOCMTe KOCMETKKY B nabopaTtopuu, rae NpoBOASTCS aHanm3bl.

He nepennBaiite pacTBopbl pTOM.

MN3berante NpssMOro KOHTakTa co BCEMMW NOTEHLMaNbHO MHAEKLMOHHBIMI MaTepranamn, HaaeBas 3alUTHYI0 oaexay, Takyto Kak
nabopaTtopHble xanaTkl, 3alMTHbIE OYKM 1 OAHOPAa30Bble NepyaTku. B KOHLe kaXaoro aHanmsa TwaTenbHO MOWTE PYKU.
WN3berante BcnneckoB unm obpas3oBaHus asposonei. Jlobyo yTeuky Guonormyeckoro peareHTa cnegyet CMbiTb C MOMOLLbIO
pactBopa runoxnoputa HaTpus ¢ 0,5%-HbIM aKTUBHBIM XITOPOM 1 YTUIM3NPOBaTh Kak MHEKLMOHHbIE OTXOAbI.

Bce o6pasubl n peareHTbl, cofepxawme Ouonornyeckne matepuanbl, WUCNONb3yeMble B aHanv3e, AOJPKHbI CcYuTaTbCs
noTeHumanbHO CnocoOHbIMM MepefdaBaTb UHMEKUMOHHbIE areHTbl. C oTxogamu cnepyeTt obpallaTbCA C OCTOPOXHOCTBIO U
yTUNN3MpoBaTb MX B COOTBETCTBUM C nabopaTOpHbIMM HOPMaMuM U HOpMamu 3aKOHOB, AENCTBYOWUMW B cTpaHe. Jliobble
maTtepuansl, nogsexatie NoBTOPHOMY MCNOMNb30BaHWIO, AOMKHbI ObITb HaanexalumMm obpa3omM CTepUNM3oBaHbl B COOTBETCTBUM
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C MECTHbIMW 3aKOHaMMN 1 HOPMaMW.
MpoBepsinTe adbpekTBHOCTL LMKNa cTepunuaaummn/obeszapaxnBaHus.

B cootBetctBUM c [Monoxennem EC 1272/2008 (CLP - knaccudwukaums, MapkmpoBka W ynakoBKa), OnacHble peareHTbl
KnaccudunLMpyroTCa U MapKMpyoTCs criegytowwmmM obpasom:

PEATEHTHI: |CALJ1], |CAL]2|, [DILISPE], [CONJ|
KNACCUDUKALNA: CeHcnbunusaumsa koxm 1 H317
CUTHANBHOE CNOBO: BHumaHue

OBO3HAYEHUE /

MUKTOTPAMMBI:

GHS07 — BocknuuaTenbHbli 3HaK

XAPAKTEPUCTUKMH
OMNACHOCTMU: H317 MoxeT BbI3bIBaTb annepruyeckyto peakumio Ha Koxe.
MEPbI
NPEQOCTOPOXHOCTH: P261 N3beraTtb BOobIXxaHus Nbinu/gpiMal/rasa/TymaHa/ucnapeHnin/asposons.
P280 HapeBaTb 3awwmTHble nepyaTky /3alUMTHYIO odexay/cpeacTsa 3alumTbl rnas/
cpefcTBa 3awmThl nuua.
P363 CTupaTb 3arpsis3HeHHYI0 ogexay nepes noBTOpHbIM UCMONb30BaHMEM.
COOEPXWUT:

peakuMoHHas macca: 5-xnopo-2-meTun-4-n3otmasonnH-3-oH [EC Ne 247-500-7] n

(Tonbko BewiecTsa, 2-meun-2H -n30Tnason-3-oH [EC Ne 220-239-6] (3:1) (ProClin® 300).

npegnucaHHble cornacHo
CtaTtbe 18 lNMocTaHoBREHMNS
EC 1272/2008).

B cooteetctBuMUu C MonoxeHvem EC 1272/2008 (CLP - knaccudukaums, mapkmpoBKa M ynakoBKa) [SORB] MapKMpyeTca Kak
EUH210; no 3anpocy AocTynHbl nacnopTta 6e30nacHoCTy.

[ononHuteneHyo nHopMaumio CMOTpuTe B nacnopTax 6e30nacHOCTU, OCTYNHbIX Ha cante: www.diasorin.com.

7. MOArOTOBKA MHTEINPAJIbHOIO KAPTPUIXKA PEAKTUBOB

MoxanywcTta, obpatute BHUMaHWE Ha cneayoLme BaXKHble Mepbl NPeJoCTOPOXHOCTM Npu paboTe ¢ peareHTamu:
PecycneHgupoBaHMe MarHUTHbIX YacTu,

MarHuTHble YacTuLbl AOMKHBI ObITh MOMHOCTBIO pecycneHanpoBaHbl A0 TOro, Kak MHTerpan G6yaeT nomelleH B npubop. YTobbl
obecneynTb NOMHOE pecycneHAMpoBaHMe YacTul, BeIMONHMTE crieayowme AencTBus:

Mepen ynaneHvem anioMuMHMeEBbIX MembpaH ¢ priakoHOB, NPOBEPHUTE KOMeco hriakoHa ¢ MarHUTHLIMK YacTuLamu, noka LBeT
CYCNeH3N He CTaHeT PaBHOMEPHO KOPUYHEBbIM. AKKypaTHO MepemeluanTe UX COAepXMMmoe, Aepxa MHTerpan ropu3oHTanbHo,
4yTOObI M3bexaTb nNeHoobpasoBaHus. OCMOTPUTE HWKHIOW 4YacTb dnakoHa, 4Tobbl ybeanTbCs, YTO BCE MarHWTHblE YacTuubl
ObINy pecycneHanpoBaHbl.

Mpy HeoBxoaMMOCTM NOBTOPUTE NPOLIEAYPY A0 NOMHOIO pPecycneHANPOBaHNA MarHUTHbLIX YacTULL.

Mocne ypaneHus anioMUHWEBOW MeMOpaHbl TWaTernbHO MPOTPUTE MOBEPXHOCTb KaxAoro dnakoHa AN yAaneHus ocTaTkoB
XNOKOCTK, ecnn HeobxoanMmo.

BcneHuBaHue peareHToB

Ytobbl 0obecneuntb onTuMarbHble pa60qme XapakTepuctukn uHterpana, cnepnyetr nsberaTb HEHOOGPaSOBaHMH peareHToB.
MpunaepxxmBantecb NpMBEAEHHbBIX HXKE pEKOMEHZAUUN NO NPeAOoTBPALLEHNIO BCNEHNBAHUS:

lMepen wcnonb3oBaHWeM WHTErpana OCMOTPUTE peareHTbl, 4YTOObl ybeauTbCs B OTCYTCTBMM MeHbl. Ecnm  nocne
pecycneHanpoBaHUA MarHUTHbIX YacTul, MeHa MosBWnacb, MOMECTUTE WHTErpan B aHanusaTtop M Nnojoxaute, noka neHa
ucyesHeT. MHTerpan roToB K MCMOMb30BaHWIO TOMbKO TOr4a, KOrga MeHa wucyesna, a wHTerpan € pecycneHavpoBaHHbIMM
YyacTuuamu HaxogmTcs Ha bopTy.

YcTtaHOBKa uHTerpana B ob6nactb 3arpy3Ku peaktuBoB AHanusatop

LIAISON®

e  YcraHoBuTe WHTerpan B obnacTb 3arpy3ku peakTMBOB aHanmusaTopa Tak, YTobbl LWTPMX-Kog Gblnl pacrofioxeH crnesa, u
ocTaBbTe AN NepemMelunBaHMs MarHWTHbIX 4YacTuy B TedeHne 30 MUHYT. AHanusaTop aBTOMaTUYecKu Mepemellaet U
MOJSIHOCTLIO PECYCNEHAMPYET MarHUTHbIE YacTULbl 38 3TO BPEMSI.

e CriegyiTe MHCTPYKLMM MO SKCMyaTauum aHanusaTopa Ans 3arpysku npob v HavanauccrnefoBaHus

AHanusaTtop LIAISON® XL

. Ananusatop LIAISON® XL ocHalweH BCTPOEHHbIM TBEpPAOTEllbHbIM MarHUTHbIM YCTPOWCTBOM, KOTOpOe fomoraet
pecycneHanpoBaTb MUKPOYACTULLbI 4O pa3MeLLEHUS MHTerparna c peareHTaMu B 06nacTu 3arpysku peakTyBOB aHanusaTopa. [ns
YTOYHEHUS1 AeTanen obpaTuTech K pyKOBOACTBY MO 3KCNyaTauum aHanusaTopa.

a. BcraBbTe vHTerpan c peareHTamMmu B cneumarnbHblii pasbem.

6. OcTaBbTe MHTErpan ¢ peareHTamMmy B TBEPAOTENBHOM MarHUTHOM YCTPOWCTBE, MO KpanHen mepe, Ha 30 cekyHa (gonyckaeTcs
[0 HECKONbKNX MUHYT). MNoBTOpUTE NO Mepe Heo6XoaANMOCTH.

. YcTtaHoBWTE MHTerpan B o6nacTb 3arpyskv peakTMBOB aHanu3atopa Tak, YToObl WTpux-koA Obin pacrnonoxeH crieea, v
OCTaBbTe [AONA MEpPEeMELUMBaHNA MarHWTHbIX 4YacTuy B TeveHne 15 MuHyT. AHanu3atop aBTOMaTU4eckn nepemellaeT u
MOMHOCTBLIO pPeCyCneHanpyeT MarHUTHbIE YacTuLbl 3@ 3TO BPEMS.

. CnepayiiTe MHCTPYKUMM MO 3KCMyaTaummn aHanusaTopa Ans 3arpy3km npob v HavananccnegoBaHns


http://www.diasorin.com/

8. XPAHEHME U CTABUIIbHOCTb UHTEIMPAJIbHOIO KAPTPUXKA PEAKTUBOB

Bcerga xpaHuTe MHTerpanbl B BepTUMKaNbHOM MOMOXEHUM, B MPOTUBHOM criyvae nocrefyoliee nepemelumBaHue
MarHUTHbIX YacTuy, 6yaeT 3aTpyAHeHo.

HeBckpbITble peakTuBbl CTabUbHbI O OKOHYaHWUS CpoKa FOAHOCTU MPUY YCIOBUM UX XPaHEHWS1 B BEPTUKANIbHOM MOSIOXKEHUM MpK
Temnepatype 2-8°C. 3anpellaeTcs 3amMOpaxuBaTb peakTuBbl, BXOAsLUIME B COCTaB KapTpuaxa. 3anpeliaeTcs Mcnonb3oBaTb
MHTErpan nocre OKOHYaHWA cpoka TOAHOCTW, YKAa3aHHOro Ha 3TMKeTKe WHTerpana. lNocre BCKpbiTUS MHTerpana (yaanenus
antoMUHMEBLIX MeMBpaH) ero coaepxumoe cTabunbHO B TeveHe 8 HeAenb NpU YCNOBUM XpaHeHUs npu TemnepaTtype 2-8°C B
XONOAMNbHMKE UK Ha BGopTy aHanusaTopa.

9. NOArOTOBKA UCCINIEOAYEMOIO MATEPUATIA

Mcnonbsyetca coiBopoTka mnu nnasma. Lutpat, SAOTA u renapuH moryT GblTb MCMONb30BaHbl B KayecTBe aHTUKOArynsiHTOB.
KpoBb gomkHa bbITb B3ATa METOA0M BeHenyHKumn. CbiBopoTka/nna3ma AormkHa bbiTb OTAeneHa oT KneTok nocne 3abopa Kposu
Kak MOXHO ckopee. MyTHble, nunemMnyHble Npobbl, a Takke NPoGbl C TBEPABIMU YacTULAMU U OCKOMKaMU 3pUTPOLIMTOB nepes
uccriefoBaHMeM MorytT noTpeboBaTb AOMOMHUTENBHOM OYUCTKM MyTem unbTpaumMm unu  ueHTpudyrmposaHus. He
pekomMeHOyeTCs uccnefoBathb CUIbHO rEMONM3NPOBAHHBIE Y NIMNEMUYHbIE NPobbl, a Takke Npobbl ¢ Npu3HakaMmu GakTepransHON
KOHTaMuHauun. MNepen yctaHoBkow Npobbl B aHannsaTop Heobxoaumo yaanutb U3 Hee BCe Ny3blpy BO34yXa.

CrabunbHocTb: 7 gHen npu Temnepatype 2-8°C. [Ina 6onee AnuTenbHOro xpaHeHus nNpobbl AOMKHbI ObITb 3aMOPOXEHbI NpuU
Temnepatype -20°C wnu Huxke. [llocne pasmoposku npoby HeobxoamMmo Xxopowo nepemewartb. 4 npobbl C pPasnUYHOW
pPeaKkTUBHOCTbLIO XpaHWUnuUch 7 AHen npun Temnepartype 2-8°C, nocne yero 6binu 5 pa3 3aMopoXeHbI-pasmMopoXxeHbl. onyyeHHble
pe3ynbTaTbl CYLLECTBEHHO He OTNMYanuce Apyr oT Apyra.

MuHumanesHo Heobxogmmbii o6bem: 170 pn (20 un Ha nccnepgosanue + 150 un mepTBOro oobLema).

10. KAIIMBPOBKA

MccnenoaHne kanubpaTopoB, BXOASLUMX B COCTaB MHTErparna, no3BonseT nepekannbpoBaTb MacTep-KpUBYH, XpaHsLLylcsa B
namaTh aHanusaTopa, C UCMONb30BaHUEM 3HAYEHWU KOHLUEHTpaLun KanmbpaTopoB, 3aluMpPOBaHHbIX B LUTPUX-KOAE ITUKETKU
WHTEerpana.

Kanunbposka gomkHa 6biTb NpoBedeHa B TpeX MOBTOPaXx B CAEAYOLWMX Criydasnx:

e llcnonb3yeTcs HoBasi cepus Habopa peakTnBOB 1nuM Habopa 3anyckatoLLmMX peakTUBOB.

e [Ipowno 6onee 4 Hegenb ¢ MOMEHTa NocNeaHeN KanMbpoBKM.

e bbino nposeaeHo obcnyxmBaHne aHanm3artopa.

e PesynbTaThl UCCregoBaHMs KOHTPOSbHbIX CbIBOPOTOK BbIXOAAT 3a npedens! AoNyCTUMOro AnanasoHa.

AHanusaTtop LIAISON™: 3HauyeHus1 KOHLEeHTpauuii kanbpaTopa cofepXaTcs B LUTPUX-KoAe UHTerpana.

AHanusaTtop LIAISON® XL: 3HaueHus KOHLIeHTpauuin kanubpaTopa cofepaTcsl B paaMo4acToTHOM MeTKe.

11. NPOLIEAYPA AHAJIU3A

CTporoe cnepgoBaHne pekoMeHAaunam MHCTPYKLUM NoNb30BaTeNs rapaHTMpyeT NonyyeHne KOPPEKTHbIX pesynbTaTos.
AnanunsaTtop LIAISON®, Onsa noeHTndurkaumm Kaxxgon MeTOAUKM UCMonb3yeTcs MHdopMaums, 3amgpoBaHHas B LUTPUX-KOAE
3TUKETKW uHTerpana. Ecnv nHdopmaumm ¢ WwTprx-koga He YnTaeTcs, TO KapTpuaX ABNSETCA HEMPUroAHbIM K UCMOMb30BaHUIO.
He yTunuanpynte peareHTHbI WHTErpanm W CBSXMTECb C pervMoHanbHbiMu npeactaBuTensmu DiaSorin gna nonyyenus
AanbHEeNLWNX MHCTPYKLMA.

AnanunsaTtop LIAISON® XL. Onsg woeHTMdrKaumMmn Kaxaon MeToauKu MCMonb3yeTcs uHdopmaums, 3alumndpoBaHHas B
paguoyacToTHOW MeTke uHTerpana. Ecnm uHdopmaumm c paguovacToTHOW METKM He 4YMTaeTcs, TO KapTpumK sABnseTcs
HenpurogHbIM K MCMoMb30BaHW0. He yTununampyiiTe peareHTHbIV MHTErpan M CBSXXKMTECb C perMoHanbHbIMU NPeAcTaBUTENsSMU
DiaSorin gns nony4yeHus ganbHeAWNX MHCTPYKLNA.

Mpoueaypa aHanusa, BbINOMHAEMOrO aHanM3aTopoM, COCTOUT U3 CNeayoLWmMX CTaann:

PackanbiBaHne kannbpaTtopos, KOHTponen unu Npob B KIOBETbI peakLMOHHOIO MOAYNS.

[lo6aBneHve MarHUTHbIX YacTuL,.

[lob6aBneHve pacTeopa Ans pa3sBeaeHusi obpasLoB.

NHkyGauus.

[MpombiBka CUCTEMHOW/NMPOMBIBOYHON XXUAKOCTbIO.

[obGaeneHune koHbloraTa.

NHkybauus.

[MpombiBka CUCTEMHOW/NMPOMBIBOYHON XXUAKOCTbIO.

[obaBneHne 3anyckaroLmx peakTUBOB U N3MEPEHNE UHTEHCMBHOCTW CBEYEHNS.

©CONOO R~ WN =

12. KOHTPOJIb KAYECTBA

Kaxpas nabopatopusa formkHa yCTaHOBUTBL YacTOTY NPOBEAEHMS KOHTPOIS KayecTBa CaMOCTOSTENbHO, XopoLlen nabopaTopHon
NPaKkTUKON SBMSETCH UX eXXeHEeBHOe n3MepeHe BMecTe ¢ Npobamu naumeHToB 1 Nocne NpoBeAeHNs KannopoBKy.

[ns npoBeAeHUs BHYTPEHHETO KOHTPOSIS Ka4eCTBa MOXHO UCMOb30BaTh KOHTPOSbHbIE CbIBOPOTKM LIAISON® (KkaTanoxHbin
Homep 310521):

(a) MMHMMYM OAVMH pa3 B AeHb UCMONb30BaHWA NHTerpana,

(b) B Ha4ane ncnonb3oBaHUSA HOBOIO MHTErpana peareHToB

(c) nocne kanMbpoBKkKM MHTErpana

(d) B Havane ucnonb3oBaHUs HOBOrO NoTa 3anyckatoLmx peaktusoB (Starter Kit)

() Ans oueHkM paboynx xapaKTepUCTUK MHTerpana Yyepes 8 Hegenb Nocne BCKPbITUS UM B COOTBETCTBUM C TpeboBaHNAMU
MECTHbIX PErynvpyrLLX OpraHoB.

Ecnu pesynbTatbl M3aMepeHus KOHTPOIbHbBIX CbIBOPOTOK BbIXOOAT 3a AOMYCTMMbIE npeaernbl, Heo6xoauMo MOBTOPHO NMPOBECTU
KannbpoBKy MeTOAMKM U M3MepeHMe KOHTPOMbHbIX MaTepuanos. Ecnv nocne ycnewHon NOBTOPHOW KanubpoBKku pe3ynbTaTbl
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n3MepeHna KOHTPOJIbHbIX CbIBOPOTOK MO-MPeXHeMy BbIXOOAT 3a AonyCTUMble npeaenbl, Heobxoanmo npoBeCTn KOHTPOJ1b
Ka4yecTBa C MUCMNOJ1Ib30BaHMe HOBbIX (b]'laKOHOB KOHTPOIbHbIX MaTepuanos. Ecnn n B atom cny4yae pesynbTaTbl KOHTPOJIbHbIX
I/I3MepeHVIl7I BbIXOOAT 3a AONYCTUMble npeaesbl, TO pe3ynbTaTbl aHanmnsa npo6 naumeHToB HeOCTOBEPHbI U NX HENb3A cooblwaTtb
nauneHTam.

I'Iepe,q ncnonb3oBaHMeM Opyrmx KOHTPOJIbHbIX MaTtepunanos HeoOX0AMMO OLEHUTb BO3MOXHOCTb MX UCMOMb30BaHNSA C AaHHbIM
Ha60p0M peakTnBoB, nocne 4ero Heobxoanmo YCTaHOBUTb noaxoadiuine npeaenbl 4oNYyCTUMbIX 3HAYEeHUN.

13. UHTEPMPETALUA PE3YJIbTATOB

AHanusaTtop aBToMaTUYeCKU paccymTbiBaeT koHueHTpaumio IgG k OBAA B E/mn (eamHnuax B munnunutpe). 3a 6onee noapobHoM
nHdopmauwmen obpatuteck K MIHCTpyKUMM nonb3oBaTens.

U3mepsembin guanasoH: 3-600 E/mn IgG k SBAA (EBNA).

[Mpobbl ¢ KOHUEeHTpaumen aHTMTen Bblille BEPXHEro npegena uaMepsaemMoro gnanasoHa MoryT 6biTb aBToMaTU4Yeckn passedeHsl
aHanu3atopoM ¢ nomoubio dyHkumm Dilute (pasBegeHne) n muccnenoBaHbl MOBTOPHO (PEKOMEHAyeMbl akTop pasBefeHus
1:20). Mony4yeHHbIN pesynbTaT ByaeT aBTOMaTUHECKM YMHOXEH Ha dhakTop passeaeHus. KonvyecTso pacTBopa ANns passeseHns
obpasuoB B wuHTerpane pocratoyHo Ana 100 npeaBapuTenbHbIX pasBedeHuin (MOMMMO TOrO KonuyecTBa pacTsopa Ans
pa3segeHusa obpasLos, koTopoe TpebyeTcs Ana NPoBeAeHNs TecTa, Kak TakoBoro).

Mpobbl ¢ koHueHTpauuen IgG kK ABAA Hke 5 E/mn gomkHbl pacueHMBaTbCs, Kak OTpulaTernbHbIe.

Mpobbl ¢ koHueHTpaumen IgG k OBAA ot 5 fo 20 E/mMn gomkHbI pacLeHMBaTBLCS, Kak COMHUTENbHbIE («cepas 3oHay). [ns
KIMMHWYECKOW UHTepnpeTaumnn pesyrnbTaToB He06X04MMO NPOBECTY AONOMHUTENbHBIE CEPOSOrMYeckue NccnefoBaHus.

Mpo6bl ¢ koHueHTpauuen IgG kK ABAA Bbiwe 20 E/Mn AomkKHbI pacLeHnBaTbCA, Kak NONOXUTENbHbIE.

OTpuuaTenbHbIl pe3ynbTaT He BCcerga no3BosseT UCKNIoYUTb HEAAaBHIO UK npoleaiyo nHdekumio B3B, 3a ncknoveHnem
cnyyaes, Korga pesynbTaTbl TECTUPOBaHMSA Npobbl Ha Hanuuve IgM 1 IgG k BAO Takke oTpuuaTtensHbl. Cneundmdeckue 1gG k
OBAA nosBRATCS B KPOBM Yepe3 HeCKONbKO MecsAueB nocfie Havana 6onesHn M COXpaHATCA Ha NPOTSXEHUW BCen
OCTaBLUENCS XWU3HW. Y NauMEHTOB C OCTpPOW cTaguven MHdekummn pocT KoHueHTpauumn IgG k OBAA ob6blyHO ykasbiBaeT Ha
NporpeccMpoBaHne paHHen cTaavun BbI3gopoBneHns. Ecnu, HecMoTpsa Ha oTpuuaTenbHbIN pedynbTaTt, OcTaeTcs Nogo3peHne o
BO3MOXHOCTU MHULMPOBaHUSA, HeO6X0AMMO MPOBECTM NOBTOPHOE MccrnegoBaHne npobbl Yepes 1-2 Hegenu. MonoxuTenbHbIA
pesynbTaT Ha IgG k OBAA ykasbiBaeT Ha NpoLueLyo MHAEKLMIO.

CoMHuTEnbHBIM pe3ynbTaT 00bIMHO SBMASETCS MokadaTeneMm npolwegwero koHTakta ¢ BOB B cnyvae, ecnu pesynbrar
TecTupoBaHua Ha Hanuuue IgM k BAO oTpuuateneH, unu xe nokasatenem ocTtpon uHdpekumn, ecnm IgM k BAO Bce ewe
obHapyxwuBalTCca B KpoBW. [NA KIMHWYECKOW WHTepnpetaumMnm pesynbTaToB HEOOXOAMMO MpOBECTU AOMOMHUTENbHbIE
cepornoruyeckune nccrneaoBaHus.

He pekomeHngyeTcs cnonb3oBaTb pe3ynbTaT O4HOro TecTa AN NOCTAHOBKM AMarHosa Ha Hanuuve nHdekummn. MNpu noctaHoBke
AvarHosa pesynbTaTbl BCerga criegyet paccMaTpvBaTb BMeCTe C AaHHbIMU MCTOpUM OOMe3Hn M ApYrMMU AUarHOCTU4ECKUMU
nccrneaoBaHUSMM.

14. OrPAHNYEHUA

PekomeHayeTcss KOMOMHMPOBAHHOE WCMONb30OBaHME CEPONOrMYeckMx mapkepos B3B M KIMHMYECKUX AaHHbIX B Crny4ae
NoCTaHOBKM AuarHo3a octpon ¢asbl BOB ocHoBaHHOro Ha ogHom obpasue. Henb3sa ctaButb AnarHo3, OCHOBBIBAsiCb HA O4HOM
pesynbTare.

AHanuMTUyeckne XxapakTepUCTMKM COBMECTHOIO McCnonb3oBaHua nwboro mn3 wmccneposaHun LIAISON® EBV u TectoBbiMU
Habopamu Opyrmx npoussoauTenen Ans BbIABMEHWUS cneunduyHbIX ceponornyecknx mapkepos BOB He BbiscHsanuch. B aTtom
crnyyae nonb3oBaTeny camm HECYT OTBETCTBEHHOCTb 3a CO34aHUsA COBCTBEHHbIX XapakTepUCTHK.

[MpaBunbHOE MCNONb30BaHKE N CTPOroe CrnefoBaHne UHCTPYKLMK HeobxoauMbl ANA NONyYeHUsA 4OCTOBEPHbIX PE3YrbTaToB.
BakTtepnanbHasg KOHTaMMHaLUMA Unu HarpeeaHne Npobbl MOryT NOBMNWATL Ha pe3ynbTaT UCCreoBaHUS.

3anpelyaeTca nepectaBnaTb MWHTerpanbl Mexay ananusatopamu LIAISON® u LIAISON® XL. WHTerpan, opHaxAabl
YCT@HOBINEHHbIN Ha aHanusaTop OMpeAerneHHOro Tvna, AOIMKEH WMCMOoNb30BaTbCs Ha 3TOM aHanu3atope [0 CamMoro KOHUua.
3anpellaeTcs OLeHMBaTb AMHAMKKY KOHLEHTpauMu no pesynbTatam, MofyyYeHHbIM Ha pasHbiX TUMax aHanusaTtopoB. Takue
N3MEpPEHUS [OIMKHbI ObITb BbINOSIHEHBI HA OAHOM KOHKPETHOM Tune aHanusatopa (nnbo LIAISON®, nu6o LIAISON® XL).

Unn HarpesaHve Npobbl MOTYT MOBMUATL Ha pe3ynbTaT UCCNEeAOoBaHuS.

15. CMEUNPUYECKUE XAPAKTEPUCTUKM UCCNEOOBAHUA

151 AHanuTn4yeckas cneunPUyYHOCTb.

AHanutuyeckas cneuuguYHOCTb 3TO CMOCOOGHOCTb B XOA4E BbIMOMHSAEMOro aHanu3a npaBuilbHO OMNpefensiTb Hanuyune
cneunduyeckoro aHanuta B NPUCYTCTBMU NOTEHUMANbHO WHTeEpdepupyowmnx ¢akTopoB B cocTaBe Npobbl (Hanpumep:
aHTUKOarynsaHToB, reMonmnaa, NocrneaCcTBUMA NTeYEeHNs1) UM NEPEKPECTHBIX aHTUTEN.

UHTepdepeHumns. MpoBeaeHHbIe UCCNEAOBaHMSA MoOKasanu, YTo Takue hakTopbl, Kak aHTukoarynaHtbl (OOTA kanusa, umtpat
HaTpus, renapvH Hatpust u nutust), remonus (go 1000 mr/gn remornobuHa), nunemus (go 3000 mr/gn Tpurnuuepwuaos),
ounupybuHemus (0o 20 mr/gn) n 3amopaxvBaHne-oTTamBaHme obpasyoB He BNUSIOT Ha pe3ynbTaT UCCefoBaHUs.
MepekpecTHas peakTMBHOCTb. Kak npaBuno, Hanuune B npobe MnoTeHuuanbHO KPOCC-peakTMBHbLIX aHTUTEN He BNUsieT Ha
pesynbTaT. bbinn uccnepoBaHbl criegylolmne aHTUTena: (a) UMMyHO2106ynuHbl K pasfnuyHbIM UCMOYHUKaM UHGEKUUU — maKkum
kak, YLUMB, Bupyc kpacHyxw, Toxoplasma gondii, unn — (6) aHTUTEna K peBMaTougHomMy akTopy.

152 ToyHoOCTL Npu UccnegoBaHuu Ha aHanusaTope LIAISON®.

PasnunuyHble npobbl C  pPasnNMyHbIMKA  KOHLEHTPAUUSMW  aHanvM3Mpyemoro BeLlecTBa Obin u3yveHbl AN onpeaeneHus
NMOBTOPSIEMOCTN M BOCMPOM3BOAMMOCTM MCCNeaoBaHuss (TO eCTb BapuabenbHOCTb BHYTPU OOHOW U MeXAy PasfnyHbIMK
npobamu). BapuabenbHOCTb, OTpaXeHHas B Tabnuue npuvBEOEHHOW HWKe, He MpPUBOAMNIA K HEBEPHOW WHTepnpeTauuv
pe3ynbTaToB aHanmsa npoo.



[NoBTOpsieMocTb E| F| C D | BocnpousBognmoctb A B C D

Konn4ecTBo uccnegosaHuni 18| 18| 18 | 18 | KonunuyectBo uccnegoBaHui 18| 18| 18 18
CpegHsis BenuumHa (E/mn) 6,4| 56| 148| 284 | CpeaHsis BenuumHa (E/mn) 42 | 71| 176 | 320
CTaHgapTHOE OTKIMOHEHMe 0,2| 1,6 16,7| 15,5/ CtaHgapTHOE OTKITOHEHME 1 4 21 11

KoaddpmumeHT Bapmnaumm (%) 2,5 2,9 11,3] 5,5| KoadhcpmumeHT Bapmaumm (%) 34| 54| 11,8 | 35

15.3 TouyHoCTb Npu uccnefgoBaHun Ha aHanusatope LIAISON XL.

PasnnyHble npobbl C pasnMyHbIMM  KOHLEHTPaUMAMW aHanu3vpyemoro BellecTBa Obinn M3y4eHbl AN BblYMCHEHUSA
NMOBTOPAEMOCTM U BOCMPOW3BOAMMOCTM UCCNeaoBaHusa (TO ecTb BapuabenbHOCTb BHYTPU OOHOM M Mexay PasfvyHbIMU
npobamu). BapnabenbHOCTb, OTpaxeHHas B Tabnuue nNpUBEAEHHOW HWXe, He MpuBoAMNna K HEBEpHOW WHTepnpeTauun
pe3ynbTaToB aHanu3a npob.

MNoBTOpsieMocTb. [1Baguate NOBTOPOB 6binn nccnegoBaHbl AN U3yYeHUs NOBTOPSEMOCTM pesynbTaToB npubopa.

MoBTOpsiemocTb 1 2 3 4 5 6 7 OtpuuartenbHbin | MonoXuTenbHbIN
KOHTpOIb KOHTpOIb
KonnyecTtBo uccnegosaHumn 20| 20| 20| 20| 20 20 20 20 20
CpepHsia BenununHa (E/mn) 9,38| 24,1| 35,4| 50,6| 95,1| 253 | 366 1,85 73,4
CraHpgapTHOE OTKIOHEHMEe 0,39| 1,09| 1,84| 3,24| 6,49| 6,88 | 10,54 0,20 1,49
Koacpdwmument Bapyaumm (%) | 4,1| 45| 52| 64| 68| 2,7 29 10,7 2
MwH.3HauyeHune(E/mn) 8,62| 21| 32,2| 43,6| 78,7| 243 | 348 1,41 70,4
Makc.3Ha4veHue(E/mn) 10,1| 25,8| 38,4| 56,8 105| 269 | 386 2,15 75,6

BocnpoussogaumocTb. [IBaguate NOBTOPOB ObINN BbINOJIHEHbI B pa3Hble aHn (MaKCVIMyM 2 uccnegoBaHus B ﬂeHb) Ha

0QHOM TIOTE PeaKkTMBOB ANS N3y4YeHNUs1 BOCNPON3BOAVMOCTMW.
BocnpounssoamMmocTtb 1 2 3 5 8 6 9 OtpuuartenbHbin | [onoXunTenbHbIN
KOHTpOIb KOHTpOIb

KonuyecTtBo nccnegoBaHuin 20 20| 20| 20| 20 20 20 20 20
CpepHsia BenununHa (E/mn) 6,93 18 | 27,9| 82,1| 126| 247 | 357 1,35 74,5
CraHpgapTHOE OTKIOHEHNe 0,47 1 | 1,78| 3,41| 7,84| 11,25| 18,48 0,15 5,89
KoadbpmumeHT Bapuauum (%)| 6,7 | 56| 64| 42| 62| 4,6 5,2 11 7.9
MuH.3HaueHune(E/mn) 5,93| 15,8| 23,6| 74,9| 118| 227 | 314 1,13 52,5
Makc.3Ha4veHue(E/mn) 7,78| 19,3| 30,5| 87,8| 155| 264 | 380 1,67 79,8

154 BoccTtaHoBneHue pasBeneHus

ToyHOCTb UccneaoBaHus Gbina NpoBepeHa € NOMOLLbI0 Pa3BeEAEHUS.

TecT pa3BegeHus. YeTbipe Npobbl CLIBOPOTKU coaepKallme BbICOKYHO KOHLeHTpauuto cneumndmnyeckux IgG k S6AA B3b Gbinu
nccnegoBaHbl 40 M Nocne passefeHns annteHTom. CpaBHEHME 0XMAAeMOon KOHUEeHTpauun cneuudmyeckmx IgG nsamepeHHom
nocrie passegeHus 6bino BbINOMHEHO METOAOM NHenHon perpeccuii. KoadhduumneHT koppensaumm (r) e 0,998-0,999.

CreneHb Oxvnpgaemasn | MamepeHHass | BoccraHoBeneH CreneHb Oxupgaemasn | MamepeHHass | BocctaHoBneH
pasbaBreH | KOHUEeHTpaun | KOHLUEeHTpauu ve, % pas3baBneH | KOHUEHTpauu | KOHUEeHTpauu ve, %
ms a, E/mn a, E/mn msa a, E/mn a, E/mn
- - 315 - - - 361 -
1:2 157.,5 177 112,4 1:2 180,5 181 100,3
14 78,8 91 115,5 1:4 90,3 85 94,1
1:8 394 46 116,7 1:8 45,1 39 86,5
1:16 19,7 23 116,7 1:16 22,6 20 88,5
1:32 9,8 10 102 1:32 11,3 9 79,6
1:64 5,6 4 71,4
- - 412 - - - 558 -
1:2 206 237 115 1:2 279 347 124 .4
14 103 128 124,3 1:4 139,5 192 137,6
1:8 51,5 63 122,3 1:8 69,8 97 139
1:16 25,8 31 120,2 1:16 34,9 49 140,4
1:32 12,9 14 108,5 1:32 17,4 24 137,9
1:64 6,4 7 109,4 1:64 8,7 13 149,4

155 AddekT BbICOKOW A03bI.

Mpun nccneposaHum Npob ¢ kpaiHe BbICOKOW KOHLEHTpaUMen aHTUTeNn MoxeT HabntogaTbes adhdekT HackILWEeHUs, MPU KOTOPOM
peanbHasi KOHLEHTpauusi B 3HAYMTENbHOW Mepe npeBbillaeT uaMepeHHy. OAHako ONTUMU3NPOBAHHLIA ABYXCTaAWMAHbINA
MeToq, MO3BOMSIET WCKMYUTL CYLIECTBEHHOE 3aHMXKXEHUE pe3ynbTaToB, TaK KaK aHanuTMYecKuid curHam ocTaeTcs
NponopLUuoHanbHO BbICOKUM (KpUMBasi HAChILLEHWS).

OueHka adbdhekTa HacbilleHNst Gbin NpoBeAeHa NyTeM MCCneaoBaHUst 3 NonoXuTenbHblx no tecty Ha IgG k PA BOB npob ¢
BbICOKMM TUTPOM. Pe3ynbTaT aHanmaa, kak U 0XXuaanoch, NpeBbillan BEPXHIO rpaHnLly U3MepSIEMOro AuanasoHa W, 3HauuT, He
npueen kK ownboyHom knaccudpmkaumm npobbi.

15.6 OuarHocTuyeckas cneumrYHOCTb M 4YBCTBUTENTBHOCTD.

OunarHoctuyeckue cneunryHOCTbL M YYBCTBUTENBHOCTL ObiNM onpederneHbl nyteM uccrnegoBaHus 2149 npob u3 pasnmyHbixX
OTOOpaHHbLIX MonynaAuuni (NiMua, He UMEeBLUME KOHTakTa ¢ B3bB; npegnonoXutenbHO 340pOBble B3pOChble Noau; nvua,
cTpagarLlime ayTouMMYHHbIMK 3a00reBaHnAMM; BONbHbIE PasnMYHbIMU UHPEKLMOHHBIMK 3aboneBaHuaMHY; nNuua, nepeHecLune
B3b; nuua, Haxogswmecs B ocTpon ctagum BOB; nuua, ¢ xpoHnyeckum BOB; nuua ¢ peaktuempoBaHHbiM BOB). Mpobbl Gbinu
nccneaoBaHbl HECKONBbKUMU MeTOAaMU U 3TW pe3yrnbTaTbl HAPSAY C AOCTYMHBIMU KIMMHUYECKMMU Y CEPONOrMYECKUMU AaHHLIMU
ObINK Ncnonb3oBaHbl A KnaccudukaumMm nccrnegoBaHHbIX nNpo6.

Ons 85 npo6 He Gbin NonyyYeH OKOHYaTENbHbIA PE3YNbTAT NPU CPAaBHEHUM PE3YNbTATOB Pa3fNNYHbIX METOAUK, NO3TOMY AAHHbIE
npo6bl He ObINN BKITHOYEHbI B aHANM3.
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10 nonoxutenbHasas u 409 oTpuUaTenbHbIX pPe3ynbTaToB ObIIO MOMyYEHO MPU  WUCCNefOBaHUM  NPeanonoXUTENbHO
oTpuuaTtenbHbIX NPo0d, AMarHocTMyeckasn cneumdnyHocTb coctasmna 97,61% (95% pnoBeputenbHbit HTepBan 95,65-98,85%).
19 oTpuuaTenbHbix U 1626 nNONOXWUTENbHBIX pedynbTaTta Obino MOMyYeHO nNpyU  UCCREeaoBaHUM  MPEANOSNOXUTENBbHO
NonoXuTenbHbIX NPob, AnarHocTudeckas cneundmnyHocTb coctaBuna 98,84% (95% poseputenbHbii nHTepsan 98,20-99,30%).

15.7 Moaenu peakTUBHOCTU

MapannensHoe onpegenexHne BAO B3b 1gG, 3BAA IgG n BAO B3b IgM nossonsieT 6onee TOYHO onpeaennTb pasHble gasbl
3abonesaHus. Mpu paboTe co BCcel NUHENKON AOCTYMNHbLIX TECTOB Ha Hanuune BOB moxHO ncnonb3oBaTh pasnuyHblie npegensi
nccnefosaHnin Ans koppektHoro onpefenexnsa OBAA IgG n BAO B3b IgM.

BAO B35 IgM (E/mn) | BAO B3b IgG (E/mn) | 3BAA IgG (E/mn) MHTepnpeTauus
<20 <20 <20 HeT nHpekuyun
>20 <20 <20 Mpepnonaraemas nepBuYHas MHpeKkums (paHHas
dasza)
>20 >20 <20 MepBuyHas nHdekumsa (octpasa dasa)
>40 >20 >20 MepBrnyHas nHekuns (TpaH3uTopHas dasa)
<40 >20 >20 Mpowealwas MHpEeKUNs Unm peakTneaums
<20 >20 >5 MpowegLiasa NHpEKLMA Un peakTmBaLms
<20 >20 <5 HepaspelleHHas nHgekumns
Opyrve pesynbtaTbl HEen3BECTHO

Beino wnccnegosaHo 2343 npobbl M3 pasnMuYHbIX OTOOpaHHBIX NOMyNAUMK (MMua, He wMeBlwMe KoHTakTa ¢ B3b;
NPeAnonoX1TENbHO 340POBbIE B3POCHbIE MIOAN; NuUa, cTpagalLme ayTOMMMYHHbIMKU 3a6oneBaHnsaMu; 60MnbHbIE pasnnyHbIMN
MHdEKUMOHHBIMK 3aboneBaHusamu; nuua, nepeHecwne BOB; nuua, Haxoaswmecs B octpon ctagum BOB; nuua, ¢ xpoHnyeckum
B3b; nuua c peakTnBupoBaHHbiM BOB).

[na koppekTHoM knaccudukaumm npob u onpepenexns asbl 3aboneBaHWs C CEpPONOTMYECKOW TOYKM 3PEHUS U OLEHKM
pe3ynbTaToB MyNnbTy aHanu3a 6bino ckombuHmpoBaHo 3 Tecta LIAISON® EBV.

PesynbTaTthl, nonyyeHHble ¢ nomoLbio LIAISON® EBV cpaBHunu ¢ pesynbtatamm oT Hambornee nokasaTenbHbiX Npob, Takmx
kak BOB-oTpuuarensHble npobbl, naumeHTsbl, ¢ neperMyHON Hdekumen BOB n nepeHecune B36.

M3 210 oxumaaembix oTpuLaTenbHbIX Npob, koMbuHuposaHHoe uccnegosaHue LIAISON® EBV nokasano 181. CooTHolleHue ¢
mMopenbto coctaBuno 86,20% (95% poseputensHbivi uHTepsan: 80,77% -90,56%).

M3 282 npob6 c oxxugaemoni nepsudHon nHgekumm 6B, kombuHnposaHHoe nccnegosaHune LIAISON® EBV nokasano 255.
CooTHowweHue ¢ mogenbto coctaBnno 90,43% (95% noBepuTenbHbIn MHTepBan: 86,37%-93,59%).

M3 1616 npob oxnaaemon npoweawen nHdekumen BAOb, kombruHnposaHHoe nccrnegosaHue LIAISON® EBV nokasano 1479.
CooTHoleHue ¢ mogenbto coctaBnno 91,52% (95% pnoseputenbHbin MHTepBan: 90,05%-92,84%) .

MHTepnpeTaums pe3ynbTaToB, NONy4eHHbIX KOMOMHMPoBaHHbLIM nccnegoBaHnem LIAISON® EBV moxeT 6biTb BbiNoOnHeHa
HenocpeACcTBEHHO NPMOOPOM C NMOMOLLBIO NporpamMHoro obecnevenust Dia-Link.

BapuaHTbl Mogenen BAO B3bE IgM | BAO B3b IgG OBbAA IgG Konuyectso %

OTtpuuaTtensHbie Npobbl - - - 202 8,6
MepBunyHas nHdbekums

- paHHAS hasa + - - 113 4,8
- ocTpas asa + + - 221 9,4
- TpaH3nTopHas asa + + + 132 5,6
Mpolwealan nHgpekums - + + 1594 68,1
HeonpepeneHnHas mogenb - + - 32 1,4
HewnsBecTHbI MOOeNb - - + 49 2.1
Bcero 2343 100




