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LIAISON® HAV IgM ([REF] 310180)

1. NPPEAHA3SHAYEHHOE NPUMEHEHUE

B Tecte LIAISON® HAV IgM ncnonb3yeTtca MeTos XeMUIIOMUHECLLEHTHOTO MMMYHO/1I0TMYecKoro aHanmsa (UXJ/1A)
0N KayecTBEHHOro onpeaeneHns MMMYHoOrnobyanHos Knacca IgM K Bupycy renatuta A (IgM anti- HAV) B
06pasyax naasmol MAM CbIBOPOTKM YeNOBEKA.

TecT A0NXKeH NPOBOANTLCA Ha aHann3aTopax NnMHenkn LIAISON®.

2. KPATKUE CBEOEHUA M NOACHEHUA NO TECTY

lenatuT npeacrasnaeT coboit BocnanutenoHoe 3aboseBaHne NevYeHU, KOTOPOE MOXKET CEPbE3HO MOBPEAUTb
opraH. 3aboneBaHMe MOXKET BO3HUKHYTb MO MPUYMHAM, HE CBA3AHHbIM C WMHPEKUMAMWU, UAN BCAeACTBUE
BO3/4,ENCTBMA BUPYCHbIX UM BaKTepuaibHbIX areHToB.

Bupyc renatuta A npeactasnset coboli Bupyc 13 poaa lenagHasupycos cemeictsa NMMKOPHABUPYCOB, KOTOPbIN
Brnepsble Obl/ BbISIBIEH B COCTABE Kana Uan NeyYeHu npy NoOMOLLY UMMYHO3NEKTPOHHON MUKPOCKOMNUKU. BUPUOH
npeacTaBfeH 28-HM chepmnyeckon, KybUYEeCKn CUMMETPUYECKOM YacTULLEN C FeHOMOM ogHouenoYeyHol PHK,
cocroAulel u3 7.48 T.n.H. BupycHbIi Kancmg, cocTomT 13 32 Kancomepos MKocasapanbHoi dopmbl (3). Yactmua
KancmgHOoro aHTUreHa CoCTouT U3 YeTbipex NoAMNeNnTUA0B, NONYYEHHbIX NOCPEeACTBOM PaCLLENNeHUA KPYNHOro
b6enka-npeawecTBeHHMKA, C MOJIEKYNApHbIM Becom oT 7,000 ao 33,000 ganbToHOB. MO npuunHe cBoe
CTPYKTYpbl BIA ABNAETCA 04eHb CTabUAbHbIM BUPYCOM, KOTOPbIM CNOCOBEH BblAEP!KaTb 3HAUMTE/IbHbIA Harpes
1 BbicywmBaHue (4). Kak u gpyrue MuKkopHasupycol, BIA He nmeeT BUPYCHOM 060104KN UAM NONMMEpPA3bI, U
penauuupyetca B UMTONAa3Me KneTku-xossamHa (11, 13). Ha cerogHswHWA AeHb, BCe KynbTypbl BrA,
BbIAB/IEHHbIE Y YEN0BEKA, NPUHAONENKAT K OOHOMY CepoTuny. AHTUreHHas NepeKpecTHas PeaKTUBHOCTb C
LPYTMMM BUPYCaMU renaTuTa OTCyTCTBYeT.

lenatut A npeacTtasaset cobon aHaemmyeckoe 3aboneBaHme, NPUCYTCTBYIOLLEE MO BCEMY MUPY, O4HAKO OHO
6onee 4yacto BCTpeYaeTcas B MecTax C HebnaronpuATHbBIMM COLMANbHO-3KOHOMMUYECKMMMU YCAOBUAMU U
HeaoCTaTo4YHOM rurmeHol (2, 5, 14, 16). Bupyc, KOTOpoit B OCHOBHOM nepedaetcs $eKanbHO-0PasbHbIM
Cnocobom, pacnpocTpaHAETCA OT YesioBeKa K 4enoBeKky npu B/M3KOM KOHTaKTe MAM MNpU 3NUOEMUN,
nepeHoCMMON Yepes NPoAyKTbl MMTaHMA U BOAY. BCNbIWKM YaCcTO BO3HUKAIOT B YCIOBUSAX BONBbLUOIO CKOMJIEHUA
nogen M B yyYpEerKAEHUAX WU LEeHTpax C 6O0NbWON NAOTHOCTbIO NOAEN, TaKMX, KaK THOPbMbI, LEHTPbI
34paBOOXpaHEHNA WAM JHeBHOro npebbiBaHMA. lNepefadya BuMpyca NapeHTepanbHO (Yepe3 KpoBb MM
POTOrNIOTOYHbIE BblAENEHUA) BOSMOXHA, HO MPOUCXOANT PEAKO, MOCKOAbKY MHOULIMPOBAHHbIE INLA OCTAOTCA
BUPEMMYECKMMU B TEYEHWE KOPOTKOro nepuoga BpemeHM (0BblMHO MeHee Tpex Hegenb) (9, 10).
JokasaTtenbctsa Toro, 4to BIA nepepaeTtca TpaHCN/aLEHTapHO OT MaTepu K MAoAy, Kak M [AOKa3aTenbCTBa
MHOULMPOBaHUA pebeHKa B NPOLLECCe POAOB, OTCYTCTBYHOT MO0 MMEIOTCS B HE3HAUUTEIbHOM KOIMYECTBE.
NHKyBaUMOHHBIM Nepuos Ans renatuTa A coctasnseTt npubamsutencHo 30 gHewn (ananasoH Bapbupyetca ot 15
00 50 gHet). ObLwme cMMNTOMBI BKAKOYAOT YYBCTBO AMCKOMDOPTA, MOTEPHO anneTnTa, TOLWHOTY M KEeNTYLWHOCTb.
CMMNTOMBI, KOTOPblE 06bIYHO HOCAT NIETKUI U AaKe CYOKAMHUYECKUIA XapaKTep, 0O6bIYHO UCYHE3atOT Yepes aBe —
YyeTbipe HeeM C MOMEHTa UX BO3HUKHOBEHMA. BbI3gopoBAeHME NOHOE, HE UMEET XPOHUYECKUX OCNOXKHEHWU,
M K 30605eBaHMIO BblpabaTbiBaeTcA MNPOAO/IKUTENbHDBIA, OObIMHO MOMKM3HEHHbINM, WUMMYHUTET. XOoTa Y
MaJieHbKKUX geTtelt 3abosieBaHMe 06bIMHO NPOXOAUT B Nerkoi ¢popme, ero cepbesHocTb 06bIYHO yBENYMBAETCA
c Bo3pactom (5, 12). Hebonbwoi npoueHT BrA-MHGUUMpPOBaHHbLIX MNauneHToB (MeHee 1%) ymwupaeTt oT
MOJIHMEHOCHOTO renatnuTa A KOTOpbIi xapaKTepu3yeTca ObICTpbIM MOABAEHMEM CMMMATOMOB, NPUBOSALLUX K
KOMaTO3HOMY COCTOAHWMIO U CMepTU B TeyeHue NpubAN3UTENbHO AECATU AHel. AHATOMMYECKOEe BCKPbITUE
noKa3blBaeT OOLWNPHbIA HEKPO3 NeYeHMU.

B otanumm ot nHdekrumii BB, BI'C n BI'D, cocTonHMe XxpoHuyeckoro Hocutens BIA nHdeKLmm oTcyTCTBYET.
AHTUreH renatuta A (Bl'A aHTUreH) NpuCcyTCTBYET B Kasie OT O4HOM A0 ABYX HeAe b 0 MOMEHTa BO3HUKHOBEHUS
KAMHUYECKUX CUMMTOMOB, U Aasiee NPOAOJ/IKAET NPUCYTCTBOBATL B TEYEHUE OKOJI0 OAHOMN Hegenwn (6). Mocne
TOro, Kak Bl'A aHTUreH 6onee He onpeaenseTca B Kane, aHTuTena K BfA-aHtureHy (anti-HAV) obHapyusatotca



B CbIBOPOTKE M MPUCYTCTBYIOT Y MaLMEHTA B TEUYEHUE BCEWN XKU3HW, AaBasA NPOAOIKUTENbHbBIN UMMYHUTET K
penHbekunn BrA.

CnepoBaTtenbHO, aHaAU3 Ha onpeaeneHne CyMMapHbIx aHTuTen (anti-HAV) nnaun cneunduyeckmnx aHTuTen Knacca
IgM (IgM anti-HAV) guarHoctupyeT BrA-uHdeKkumio B cbiBopoTKe (8). Ceponornyeckan AMarHoCTMKka ocTporo
BMPYCHOTO renatuta A, Kak M AMarHOCTUKA APYrnxX BUPYCHbIX MHOEKLMIA, 3aBUCUT OT ONpeseneHns aHTUTen
Knacca IgM. Nx nosiBneHne B KPOBOTOKE yKa3blBaeT Ha HedaBHee Bo3gelcTene Bupyca BIA. AHTUTENa Knacca
IgM K BFA nosasnatoTcA Yepe3 HEeCKONbKO AHEeW C MOMEHTA MHOMLMPOBaAHUA, ObICTPO AOCTUMAOT MUKOBBIX
3HAYEHMM M NPUCYTCTBYIOT B KPOBOTOKE B MOBbLIWEHHbIX KOJIMYECTBAX B TEYEHWE OKONO ABYX MecALEB A0
MOMEHTA UX CHUMKEHMA Ha KOHEYHOM CTaguu BbI3L0poBAeHUsA. O4HAKO, YyBCTBUTE/IbHbIE UMMYHONOTMYECKNE
aHaNU3bl MOTYT MHOrga onpenenAtb IgM B TeyeHMe nepuoga A0 OAHOMO roga C MOMEHTA BO3HUMKHOBEHMUA
ocTporo renatuTa (15).

3. NIPUHUUN NPOLEAYPDI

MeToz Ana KauyecTBEHHOro onpeaenieHns aHTMTen Knacca IgM K Bupycy renatuta A (anti- HAV) npeacrasnset
COb0OIN XeMUJIIOMUHECLLEHTHbIM MMMYHOIoTMYeckuit aHanus (UXJ1A) ¢ mmmobunumsaumert aHtuten. IgG K
yenoseyeckomy IgM (MbIlLMHbIE MOHOK/IOHA/IbHbIE) MCMONB3YETCA A/1A MOKPbITUA MarHMTHbIX YacTuL, (TBepaasn
¢$asa), a MbllULMHOE MOHOKNOHA/IbHOE aHTUTeNO K BIA cBA3bIBaeTCcA C MPOU3BOAHbIM U30/IIOMUHONA (KOHbIOTaT
M301IOMUHON-aHTUTENO). Bo Bpems nepBor WHKybauuu, aHTMTena Knacca IgM, npwucyTcTeyolne B
KanmbpaTtopax, obpasuax UAN KOHTPOAAX, CBA3bIBAOTCA C TBepAoih ¢asoi. Bo Bpema BTOPOM WHKybauuu,
KOHDBIOraT Ha OCHOBE aHTUTeNa BCTYMAET B peaKLMIO C TO/IbKO AobaBaeHHbIM BIA aHTUreHoMm, 1 06pa3oBaHHbI M
TAaKMM CMOCOOOM MMMYHHbBIA KOMMAEKC BCTYNaeT B peaKkuuto c IgM, KoTopble ye MMMOOWIM30BaHbl Ha
TBepaoi dase. MNocne KarKaoM MHKYBaUUKM HeCBA3AHHbIN MaTepuan yaanaeTca NocpeacTBOM LMKAA MPOMbIBKM.
Jdanee pob6aBnAlOT CTapTOBble peareHTbl W TakKMM 0OpasoM MHAYUMPYETCA peaKkuusa CBETOBOW
XeMuntomuHecueHumm. CBETOBOW CUMHaN M, cnefoBaTe/lbHO, KOIMYECTBO KOHbIOrata M3oJt0OMUHON-aHTUTESNO
nsmepsetcs GOTOYMHONKUTENEM B BUAE OTHOCUTENbHbLIX CBETOBLIX eauHuy, (RLU) M 6yaer ykasbiBaTb Ha
KOHUEHTPAUMIO aHTUTeNn Knacca IgM K Bupycy renatuta A (anti-HAV), npucyTtcTBylowyto B KanubpaTtopax,
06pasLax u AU KOHTPOASX.

4. NPEQOCTABNAEMbIE MATEPUADI
Mopaynb peareHTOB

MarHuTtHble yactmubl | |ISORB MarHuTHbIe YacTuubl, NOKPbITbIE IgG K Yenoseyeckomy IgM (MbllKHbIE

(2.3 mn) MOHOK/I0HanbHble), BCA, pochaTHbIl bydep, < 0.1% a3ug HaTpuA.

KanmbpaTtop 1 [CAL[1] CbIBOpPOTKa/nia3ma YesioBeKa, CoAeprKallasn HU3KMe ypoBHM IgM K BrA,

(3.3 mn) pa3baBnieHHble Hecneunduyeckumu YyenoBeYeCcKUMMn IgG
(nonnknoHanbHbIE), Hecneunduyeckumm IgG (MblWKHbIE
MOHOK/IoHaNbHble), BCA, docdaTtHbIl Bydep, IATA, 0.2% ProClin® 300,
KOHCepBaHTbI.

KanubpaTtop 2 [CAL[2] CbiBOpOTKa/nnasma 4YenoBeKa, CoAep’Kallas BbICOKME YpPOoBHM IgM K

(3.3 mn) BrA, pasbaBneHHble HecneuMduyeckMmmn 4Yenosevyecknmmn I1gG
(nonnknoHanbHbIE), Hecneunduyeckumm IgG (MblwWKHbIE

MOHOK/IoHaNbHble), BCA, docdaTtHbIl Bydep, IATA, 0.2% ProClin® 300,
KOHCEepPBaHTbI, MHEPTHbIV CUHUI KpacuTenb.

PasbaBuTtenb obpasya Hecneunduueckne yesioBeyeckne IgG (nonnknoHanbHbIE),

(28 mn) Hecneunduyeckne IgG (MbllLMHbIE MOHOKNOHaNbHbIe), BCA, dochaTHbIi
6ydep, IATA, 0.2% ProClin® 300, KoHcepBaHTbl, WHEPTHbIA CUHUI
Kpacutens.

KoHwbtorat MbIWKHbIE MOHOKNOHaNbHbIE aHTUTena K BIA, KOHbHOrMpoOBaHHbIE C

(8.0 mn) NPoun3BOAHbIM U30/IOMUHONE, YesloBeYeCcKan CbiBopoTKa/nnasma, 6CA,
docoatHbIN bydep, 0.2% ProClin® 300, KOHCEPBAHTbI.

BrA CbiBOpoTKa/nnasma yenoseka, BrA, BCA, bydep HEPES, 3ATA, 0.2%

(18 mn) ProClin® 300, KOHcepBaHTbl, UHEPTHbI KPaCHbI KpacuTenb.
Konunuectso TectoB 100




Bce peareHTbl NOoCTaBNAKOTCA TrOTOBbIMUA K WCNOJZ1Ib30OBaHUIO. nOpFI,CI,OK peareHToB COOTBETCTBYET CXeme
pacnonoxeHuAa KOHTEVIHepOB B Mo4yne peareHTos.

Heobxopumble, HO He NpeaoOCTaB/ieHHble MaTepuabl (B 3aBUCMMOCTU OT CUCTEMDbI)
AHanuzatop LIAISON® XL

LIAISON® XL KioeeTbl ([REF] X0016).

LIAISON® XL OgHopasoBble HakoHeuHMKK ([REF] X0015).

LIAISON® XL CrapToBbln Habop ([REF] 319200).

LIAISON® MpombiBoyHas/CuctemHan xunakocTs ([REF] 319100).

LIAISON® XL Mewku ana otxonos ([REF] X0025).

AHanunzatop LIAISON®

LIAISON® Moaynb ([REF] 319130).

LIAISON® CrapToBblii Habop ([REF] 319102) nau

LIAISON® XL CrapToBbit Habop ([REF] 319200).

LIAISON® Light Check 12 ([REF] 319150).

LIAISON® MpombiBoyHana/CucremHan »xuakoctb ([REF] 319100).
LIAISON® Mewku ans otxonos ([REF] 450003).

LIAISON® Habop ana ounctkm ([REF] 310990).

[ononHutenbHble He0O6Xxo04MMble MaTepPUabl
LIAISON® HAV IgM KoHTponu (oTpuuaTtenbHbli 1 nonoxuTtenbHbln) ([REF] 310181).

5. MPEAOCTEPEXXEHMUA U MEPbI NPEAOCTOPOXHOCTU

TONbKO ANA NCNOIb30BAHMA B AMArHOCTUKE UH-BUTPO.

Bcs cbiBOpOTKa M Nnasma, Ucnosblyemas gns NpousBoACcTBa KOMMNOHEHTOB, NPeACcTaBAeHHbIX B 3TOM Habope,
Oblna NpoTecTMpoBaHa Ha Ha/IMuMe NOBEPXHOCTHOrO aHTUIeHa BMpYyca renatuTa B, aHTUTeN K BUpPYCY renatuTa
C, aHtuten Kk BWY-1, aHTuTen K BWY-2, n 6blna npusHaHa HepeakTUBHOM. [MOCKO/bKY, HU OAMH MeTop,
TECTUPOBAHMUA He MOKET AaTb abCOMOTHOM rapaHTUM OTCYTCTBMA NATOreHoOB, TO BCe 0OpasLbl YeNOBEYECKOro
NPOUCXOXKAEHMA AOKHbBI PACCMATPMBATLCA KAaK NOTEHLMNANbHO MHPEKUMOHHbIE M C HUMM crieayeT obpallatbea
C OCTOPOXKHOCTbIO.

6. MEPbI BESONACHOCTHU

He ewbTe, He nenTe, He KypUTe U HE NONb3YINTECb KOCMETUKOM B aHANIMTUYECKOM nabopaTopuu.

He nuneTtnpynTte npu nomoLwm pra.

M3beraiiTe NpAMOro KOHTaKTa C NOTEHLUMANbHO MHOULMPOBAHHBIM MaTEPUANIOM; UCMONb3YITe NabopaTopHyo
o4exay, 3alMTHbIE OYKM U OZLHOPA30BbIE NepYaTKU. [10 OKOHYAHUK KaXKAOr0 TecTa TLATe/IbHO MOWTE PYKM.
M3beraiite pa3bpbi3ruBanHus uam obpasoBaHus asapo3ons. Bece Kaniv 6uonormyeckoro peareHTa A0/KHbI ObITh
yZaneHbl C NOMOLLbIO pacTBopa rMNoxaopuTa HaTpua ¢ cogepkaHnem 0.5%, akTUBHOTO X/10pa, a UCNOJIb3yemble
N5 3TOro CPeacTBa [O/IKHbI PACCMaTPUBATLCA KaK 3apakKeHHbIe OTX04pbl.

Bce 06pa3upl U peareHTbl, coaep:Kalpe 6UONOTMYECKUE MaTepPUasbl, UCMOb3yeMble AN aHaM3a, JO/KHbI
paccmaTpuBaTbCA KaK MOTEHUMaNbHO crnocobHble nepenaBaTh Bo3byauTenei nHobekuuu. OTXOAbl OOMKHbI
06pabaTbiBaTbCA C OCTOPOXKHOCTLIO U YTUAM3UPOBATLCSA B COOTBETCTBUM C 1abopaTOPHbIMU PYKOBOACTBAMM U
3aKOHOAATE/IbHbIMW MONOKEHUAMMU, AENCTBYIOLLMMM B Kax Aol cTpaHe. Jllobble maTepuanbl, NpeanonaratoLime
NOBTOPHOE UCNO/Ib30BaHWE, AOKHbI BbITb HagNexKal MM 06pa3om CTEPUIN30BaHbI B COOTBETCTBUM C MECTHBIM
3aKOHOZATeNbCTBOM U pyKoBOACTBaMU. [poBepbTe 3PpHEKTUBHOCTL LKA CTEpUAn3aumm/obessaparkmBaHus.
He ncnonb3yite Habopbl MM KOMMOHEHTbI NMOC/E AaTbl UCTEYUEHUA CPOKA FOAHOCTU, YKa3aHHOW Ha STUKETKe.

B cootsetcteumn c MocraHosneHnem EC 1272/2008 (KnaccuduKkauma, MapKkMpOBKa, YynaKoBKa) onacHble
peareHTbl KnaccudULUMPYIOTCA U MapPKUPYIOTCA cneayowmm obpasom.



PEATEHTbI: CONJ CAL[1] |[CAL]2] [DILISPE]

KNACCNPUKALNA: KoHbit annepreH 1 H317 KoHbin annepreH 1 H317
CUTHANBHOE CNOBO: MNpeaynpexaeHue (Warning) MNpeaynpexaeHue (Warning)
CMMBObI /
MUKTOTPAMMBbI:

GHSO07 BocknuuartenbHbIA 3HAK GHSO07 BocknumuaTtenbHbi 3HaK
XAPAKTEPUCTUKA H317 Mo<eT BbI3BaTb annepruyeckyto | H317 MoxeT BbI3BaTb
OlMACHOCTMW: peakumio KoXxu ANJIeEPTrNYECKYIO PeaKLUMIO KOXKKU
MEPbBI P261 WsberaiTe BabixaHua noian / | P261 UsberaitTe BabixaHMA nbiam /
MPEAOCTOPOXHOCTMW: abima / rasa / B3seceit / napos /| abima / rasa / s3secein / mapos [

a3po30/€eM. a’po30/e.

P280 Ucnonb3yiite 3awmnTHble | P280 Ucnonb3yiite 3alWUTHbIE

nepyatkm / 3awuMTHy0 ogexay /| nepyatkm / 3awmTtHyo oaexkay /
cpeactsa 3awmTtbl a3 / cpeAacTBa | cpeAcTBa 3awmThl rnas / cpeacrsa

3aWnTbl AnLa. 3aLWUTbI KL,
P363 Mepep nosTopHbIM | P363 MNepep NOBTOPHbLIM
NCNo/Ib30BaHNEM CTUpaliTe | UCNOMb30BaHMEM CTupalite
3arpA3HEHHY0 ogexay. 3arpA3HEHHY0 oaexKay.
COLEPXUT: PeakunmoHHaa  macca:  5-xnopo-2- | PeakumMoHHaa macca: 5-xnopo-2-
(Tonbko BELECTBa, | MeTUN-4-U30TNA30NH -3-04NH mMeTnn-4-130TMasonuH -3-ogMH
npeanucaHHble B | [EC N2247-500-7] [EC Ne247-500-7]
COOTBETCTBMU CO cTatben | U 2-metun-2H -usotnason-3-oamH [EC | 1 2-metun-2H  -usotmason-3-oauH
18 nMoctaHoBneHus  EC | Ne220-239-6] (3:1) [EC N2220-239-6] (3:1)
1272/2008). (ProClin® 300). (ProClin® 300); HeomuuuH cynboar.

B cootsetcteun c MMocraHosnenmem EC 1272/2008 (Knaccudurauma, MapKMpOBKa, YMNaKoBKa), SORB

Mmapkupyetca kak EUH210 Macnopt 6e3onacHOCTM maTepuana NpeaocTaBifaeTca no 3anpocy.
Ona nonyyeHus gonoNHUTEbHOM nHGopmaunm, cmoTpuTe Macnopt 6e3onacHOCTU maTepurana, AOCTYMNHbIM Ha
canTte www.diasorin.com.

7. NOArOTOBKA MOAYNA PEATEHTOB

MorkanyincTa, NPMMUTE K CBEAEHMIO CeAyioLWMe BaXKHble YKasaHMA no paboTe ¢ peareHTamu:
PecycneHanpoBaHMe MarHUTHbIX YacTuy,

MarHuTHble 4acTuubl A0/KHbI ObiTb NOJHOCTBIO PEecyCneHAMPOBaHbl A0 MOMEHTa NMOMELLEHUS MOoAynA B
aHanusaTtop. [ina obecneyeHUs NONHOrO CyCNeHANPOBAHUA, CeAynTe YKa3aHHOMY HUXKE:

Mepen, cHATMEM 3aWMUTHbIX MeMbpaH BpallaiTe MaseHbKOe KOJIECMKO C HaKaTKOM, PacrnosioXKeHHoe Ha
KOHTEMHEPE C MAarHUTHbIMM 4YacTuLamK, A0 Tex Mop, NMOKa LBET CYCNeH3Un He U3MEHMUTCA Ha KOPWUYHEBLIN.
Jlerkoe 1 OCTOPOXKHOE CMEeLLMBaHME U3 CTOPOHbI B CTOPOHY MOXKET MOMOYb B CYCNEHAMPOBAHUN MarHUTHbIX
yactuy, (M36eraitTe 06pa3oBaHuUs NeHbl). BU3yanbHO nposepbTe AHO GAAKOHA C MarHUTHbIMM YacTULAMW ANA
NoATBEPXKAEHMA TOrO, YTO BCE OCEBLUME MArHWUTHblE YACcTULbl pecycneHAMpOoBaHbl. AKKYpaTHO npoTpuTe
NOBEPXHOCTb KaXXA0M NeperopoaKku, 4Tobbl yAaUTb OCTaTOUHYHO KUAKOCTb.

Mpwn HeobXo04MMOCTM NOBTOPANTE A0 TEX NOP, MOKA MarHUTHbIE YacTULbl NOJIHOCTbIO HE pecycneHaMpyoTCs.
BcneHuBaHue peareHToB

[Ona obecneyeHna ontumanbHoi paboTtbl mopynsa, cnepyer wmsberaTtb BCNEHWBAHWMA  peareHTOB.
MpuaeprKmMBaiTecb peKoMeHAaL M HUKe BO n3bexaHne 06pa3oBaHUA BCNEHMBAHUA:

Mepes UCNONb30BaHNMEM MOAYNSA BM3YaslbHO NPOBEPLTE PeareHTbl U B 0COBEHHOCTU KanmbpaTopbl (no3uums
ABa M Tpu nocne ¢GaakoHa C MarHUTHbIMKM YacTULAMK) A/A TOro, 4Tobbl yAOCTOBEPUTHCA B OTCYTCTBUM
BcrneHuBaHuA. Ecan nocne pecycneHAMPOBAHUA MarHUTHbIX YacTuL, MPUCYTCTBYET BCMEHUBAHME, MOMECTUTe
MoAy/Nb B aHA/NM3ATOP M AaiTe neHe ocecTb. Moayb roTOB K MCNO/Ab30BaHUIO, €CAN NEeHA OCeNna, U MoAyb
oCTancA Ha 6opTy N CMeLIMBaHMeE NPOM3BELEHO.

3arpy3ka MmoAayns B peareHTHyIo 30Hy

AHanuzatop LIAISON®


http://www.diasorin.com/

- MomecTnTEe MOAy/b B peareHTHy 30HY aHaAn3aTopa, PacnoOKMB STUKETKY CO LUTPUX-KOLOM MOBEPHYTOWM
BNEBO, U pavite noctoaTb 30 MWHYT nepen MCNOAb30BaHWEM. AHa/M3aTOP aBTOMATUYECKU CMELUMBAET U
NOJIHOCTbIO pecycneHaMpyeT MarHUTHbIE YacTULbI.

- CnepynTte PyKoBOACTBY MO 3KCMAYaTaALUM aHAaNN3aTOPa A5 YTOUHEHUA MHPOPMALLMKM NO 3arpy3Ke 06pasLLOoB U
3aMycKy NporoHa.

AHanuzatop LIAISON® XL

- AHanusatop LIAISON® XL ob6opynoBaH BCTPOEHHbIM TBEPAOTE/IbHbIM MarHUTHbIM YCTPOWCTBOM, KOTOpoe
NMOMOraeT AMCneprMpoBaTb MUKPOYACTULbI Nepes pasMelleHMeM MOAYNs pPeareHTOB B PEareHTHOW 30He
aHanmsaTopa. Jna yTouHeHUs nHpopmaummn, obpatutecb K PykoBoACTBY MO 3KCN/AyaTaummn aHaamsaTopa.

a. BctaBbTe MoAaynb peareHTOB B COOTBETCTBYIOLLMI CNOT.

6. OcTaBbTe MoAy/lb PeareHToB B TBEPAOTE/NIbHOM MArHUTHOM YCTPOMCTBE MMHUMYM Ha 30 cekyHg (8o
HECKOJIbKMX MUHYT). NMoBTOpUTE NPU HEOBXOAUMOCTY.

- MomecTnTe MOAY/b B peareHTHY0 30HY aHA/M3aToPa, PACMOIOKUB STUKETKY CO LUTPUX-KOLOM NOBEPHYTOM
B/IEBO, M fJaiTe MnoctoATb 15 MMHYT nepes MCnonb3oBaHWeM. AHaANM3aToOp aBTOMATUMYECKM CMELUMBAET WU
NOJIHOCTbIO pecycneHAnpyeT MarHUTHbIE YacTuULbI.

- Cnepyvte PyKoBOACTBY NO 3KCM/yaTaLLMM aHaAN3aTopa A1A YTOUHEHUA MHGOPMALLMKM NO 3arpy3Ke 06pasLoB u
3aMyCKy NpOroHa.

8. XPAHEHUE U CTABUJ/IbHOCTb PEATEHTOB

Mocne nonyyeHMs MOAY/Ib peareHTOB ClAeAyeT XPaHUTb B BEPTUKAZIbHOM MNONOXKEHUU Aana obneryeHus
pecycneHAVpPOBAHUA MArHUTHbIX 4Yactuy. Ecam moaynb peareHTOB XpaHMTCA B 3aneyaTaHHOM BuZe B
BEPTMKANIbHOM MOJIOXKEHWUW, TO PeareHTbl byayT CTabuabHbI A0 AaTbl UCTEYEHUS CPOKA FOAHOCTM NPU XPAHEHUM
npu Temnepatype 2-8°C. He 3amopaxunsatb. Moaynb peareHTOB He A0/1XKeH UCMO0JIb30BaTbCA MNOC/AE UCTEYEHUA
0aTbl, YKa3aHHOM Ha 3TUKETKax Habopa n moayna peareHToB. Mocne yaaneHns 3aWmTHbIX MeMbpaH, Moay b
peareHTa b6yaeT CTabu/ibHbIM B TEYEHWE BOCbMM Heaeslb MpU XpaHeHUMM Ha GopTy aHanuMsaTopa WMAM Npu
Temnepatype 2-8°C B X0NoANNbHUKE.

9. OTBOP U NPUTOTOBJIEHUE OBPA3LOB

MoeT MCNo/1b30BaTbCA CbIBOPOTKA MM Naa3Ma YenoBeKa. C 4aHHbIM TeCTOM 6blIv UccaefoBaHbl U MOTYT ObITb
MCMOJIb30BaHbl aHTUKOArynaHTbl umtpat, SATA u renapuH. KpoBb Ao0/KHA ObiTb OTOOpaHa acenTUYeckum
CNocobom MeTOLOM BEHOMYHKLUUM, HYKHO 4aTb €l CBEPHYTLCA U OTAE/INTb CbIBOPOTKY OT CryCTKa KaK MOXHO
cKopee. [1nAa o6pasuoB, coAeprKallmMx TBepAble YacTuubl, MyTHOCTb, JIMNEMUIO UM OCTAaTKU 3PUTPOLMTOB,
MOXKeT noTpeboBaTbCcA 0YMCTKA NocpeacTBOM GUABTPALMU UAK LEHTPUDYTMPOBAHUA Nepes uccnenoBaHUem.
CWAbHO reMoIM3NPOBaHHbIE UM MNeMUYEcKMe 06pasLbl, a TakKe 06pasupbl, cogepKalime TBepAble YacTumLbl,
AN LEMOHCTPUPYIOLLME OYEBUAHOE MUKPOOHON 3arpAsHeHWe, He [OMXHbl uccnenoBaTtbcs. [poBepbTe Ha
Ha/nume n yganute nysblpbKM BO3AyXa nepeg uccienoBaHnem. Ecam tect byaet npoBeneH B TeYeHME cemu
AHel ¢ momeHTa oTbopa 06pasua, To 06pasLbl MOXKHO XpPaHUTbL Npu TemnepaType 2-8°C; B NPOTUBHOM Cy4ae
WX cnepyeT pasAenuTb Ha YacTu M XPaHWUTb B YCA0BUAX ry6oKol 3amopo3kn (-20°C 1 Huxke). Ecnn obpasupl
XPaHATCA B 3aMOPOXKEHHOM BMAE, XOPOLIO CMeLaiTe oTTasBlwmMe obpasubl nepes ucciesoBaHuem. MNatb
06pasL0OB C Pa3/IMYHON PEaKTUBHOCTbIO XPaHMAUCL B TEYEHUE CeMU AHel npu TemnepaTtype 2-8°C 1 npowau
NATb LMKNOB 3aMOPAKMBAHNA-OTTaUBaHNA. Pe3ynbTaTbl He MOKA3a M 3HAYMTE IbHbIX Pa3andmin. MUHMUMANbHbIN
Heobxoanmbl o6bem coctaaseT 170 mKn obpasua (20 mkn obpasel, + 150 MKA MEPTBLIN 06bEM).

10. KAINUBPOBKA

TecTupoBaHMe KannmbpaTopoB, crneunduyeckux [aA TecTa, MNO3BOJSET CKOPPEKTUPOBATb COXPAHEHHYHO
3Ta/IOHHYI0 KPMBYHO OTHOCUTE/IbHO YCTAHOB/IEHHbIX 3HaYeHWU I cBeTOBbIX eanHuy, (RLU).

Kaxkabl1 KanMbpoBOYHbIA PACTBOP NO3BO/IAET MPOBECTM YETbIPE KAIMOPOBKU.

Mpwu HacTyneHun NtobOoro 13 yKasaHHbIX C/ly4Yaes, Ce4yeT NPOU3BECTU TPEXKPATHYIO KaIMOPOBKY:

- Ucnonb3yeTca HOBas cepua moayna peareHTa uan CtaptoBoro Habopa.

- NMpeapiaywan KannbposBKa BbiNoHANACE Bonee YeTbipex Heaenb Hasaga,

- AHanunsaTop npolien TexHu4yeckoe obcayKMBaHue.

- KOHTpObHbIE 3HaYeHMA BbIXOAAT 3a Npeaesibl OXKMAAEMOro AnanasoHa.

AHannzatop LIAISON®: KannbpoBoUHble 3HAaYEHUSA COXPaHEHbI B LUTPUX-KOAAX STUKETKMU MOAYA.



AHanmzatop LIAISON® XL: KannbpoBOYHble 3HAYEHUS COXpPaHEHbl B TPAHCNOHAEPE pPaAMOYaCTOTHOM
naeHtnoukaumm (RFID-meTke).

11. NPOLUEAOYPA AHAJIU3A

Ctporoe cobntogeHme PykoBoAcTBa MO 3KCM/yaTaluMm aHanusatopa obecneymBaeT HagerKallee BbiNONHEeHME
aHanusa.

AHanuzatop LIAISON ®: Kaxablli TeCTOBbIN MapameTp UAEHTUDUMUMPYETCS Yepes LTPUX-KOAbl HA ITUKETKe
MoAyNA peareHToB. EC/M 3STUKETKa Co WTPUX-KOA0M HE MOXKET ObITb CYMTAHA aHA/IM3aTOPOM, MOAY /b HE MOXKET
ncnonb3oBaTbcs. He BbibpacbiBaliTe MoAy/lb peareHTOB; CBSXKMUTECH C Ballel MECTHOMW CNyK60oM TeXHNUYEeCKon
noaaepkku DiaSorin gns nonyvyeHmn yKasaHui.

AHanuszatop LIAISON® XL: Kaxapii TecToBbli napameTp uaeHTUOMUMpyeTca 4Yepe3 UHOOpmMaLMUIO,
3aKOAMPOBAHHYIO B TPaHCMOHAEPE paanovacToTHol uaeHtudukaumm (RFID-meTke) moayns peareHTos. Ecau
RFID-meTKa He MOKeT ObITb cYMTaHa aHaM3aToOPOM, MOAY/Ib HE MOMKET UCnosib3oBaTbcA. He BbibpacbiBaliTe
MOAY/1b PEAareHTOB; CBAXUTECH C Ballei MecTHOM Ccny»Kbol TexHudYeckol noaaep»km DiaSorin ana nonyveHus
YKasaHuit.

Onepauunn AHanmnsaTopa 3akNOYaAKOTCA B CAeayoLWem:

1. PacnpegensaeTt KannbpaTopbl, KOHTPOAU UAM 00pa3Lbl B PEaKLMOHHbIA MOAY/b.

. Pacnpegensier pasbasutens obpasua (Kpome Kanmbpatopos).

. PacnpegenaeTt noKpbITble MarHUTHbIE YacTULLbI.

. UHKRyBUMpyerT.

. MpombiBaeT npu nomoLm MNpombiBOYHON/CUCTEMHOM }KUAKOCTU.

. Pacnpegensnet BIA B peakLMOHHbIA MOAYNb.

. Pacnpepensaet KoHblorart.

. UHKRyBUMpyerT.

. MpombiBaeT npu nomoLm NMpombiBOYHOU/CUCTEMHOMN }KUAKOCTU.

10. lob6asnsaeT CTapToBbIi HABOP U U3MEPAET U3/YyYaEMbIN CBET.
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12. KOHTPO/1b KAYECTBA

HeobxoamMmo 3anyckaTb NporoH KoHTposei LIAISON® B o4HOW MOBTOPHOCTU AN KOHTPOANS XapaKTepPUCTUK
Tecta. KOHTpO/Ib KayecTBa, NPOBOAMMbIA MOCPeACTBOM MporoHa KoHTposaen LIAISON® HAV IgM posxkeH
npoBOANTLCA

(a) MMHMMYM OZMH pa3 B A€Hb UCMOb30BaHMUSA

(6) KaxkapbIV pas, Koraa Ucnosib3yeTca HOBbI MOAY/1b peareHToB

(B) KaxkabIit pa3 npu KannbpoBKe Habopa

(r) kaxkapii pas, Korga ucnonbsyetca HoBas cepust CTapToOBbIX peareHToB

(8) oNA oueHKM HapnexKaluMX XapaKTepPUCTUK BCKPbITOTO MOAYAS UKW B COOTBETCTBMM C PYKOBOACTBAaMU MU
TpeboBaHMAMM MECTHbIX HOPMATMBHbIX AaKTOB UM aKKPEAUTOBaHHbIX OpraHMU3auuid.

KOHTpO/IbHble 3HaYeHMA JONKHbI HAXOAUTLCA B NPeaeax OXuaaemMbliX 4Mana3oHoB: eCn 3HAaYEeHUA 04HOM Naun
obeunx KOHTpo/siei BbIXOAAT 33 PaMKM OXMWUOAEMbIX AMaNa3oHOB, KaAMOpOBKA A0/KHA ObiTb NOBTOPEHa, a
KOHTPOIN [0/KHbI TECTUPOBATLCA MOBTOPHO. ECNIM KOHTPO/IbHbIE 3HAYEHWUA, NOJIyYEHHbIE NOC/E YCMNeLHON
Ka/fMOPOBKKM, ONATb BbIXOAAT 33 Npeaenbl 3afaHHbIX AMANa30HOB, TECTMPOBAHWE crieayeT MNOBTOPUTb C
MCNONb30BaHMEM 3ane4vyaTaHHoro ¢JiakoHa C KOHTposem. EcAn KOHTpONbHble 3HAYEHWA OKaXKyTca 3a
npegenamu oXXmgaembix AManasoHoB, Pe3y/ibTaTbl MO TAaKOMY NaLMeHTY He A0/KHbI PerMcTPUpoBaTbhCA.

3 PeKTUBHOCTb APYTNX KOHTPOAEN A0MKHA OLEHNBATLCA HAa COBMECTMMOCTb C AaHHbIM TECTOM L0 MOMEHTA UX
MCMNO/Ib30BaHUA. 3aTeM [OJIKHbl  ObiTb YCTAaHOBAEHbI COOTBETCTBYIOWME [OMAMNA30Hbl 3HAYEeHUN ann
NCNONb3yeMbIX MaTepManoB KOHTPOIA KayecTsa.

13. MUHTEPMPETALUMUA PE3Y/IbTATOB

AHann3aTop aBToMaTUYECKM NoAcUYUTbIBAET yposHU IgM anti-HAV, BbipaXkeHHble B BUAE 3HAYEHUA MHAEKCA U
onpeaensetr pesynbtat. A noayyeHua A[OMNOAHUTENbHOW WHbOpMauuKM, cmoTpuTe PykoBoacTBO o
3KCMlyaTauum aHanusaTopa.

KannbpaTtopbl U KOHTPOM MOTYT BblAaBaTb Pa3/IMYHbIE 3HAYEHUA OTHOCUTE/IbHbIX CBETOBbIX eanHuL, (RLU) nan
pe3ynbTaTbl 403bl Ha aHanm3aTtopax LIAISON® u LIAISON® XL, Ho pe3y/nbTaTbl NauMeHToB 6yayT SKBMBAIEHTHbI.



lNoporosoe 3HauyeHuMe, onpegendemoe mexay Haanumem wm otcytctenem IgM anti-HAV umeeT 3HayeHue
WHAEeKCca, pasHoe 1. Pe3ynbTaTbl A1a 06pasLa A0NKHbI ObITb MHTEPNPETUPOBAHbI CieAyOWNMM 06pasom:
O6pasubl ¢ ypoBHAMKM IgM anti-HAV Huke 3HayeHua uHgekca 0.9, OoMKHbI ObiTb OnpefeneHbl, Kak
oTpuuaTenbHble.

O6pasubl c ypoBHAMM IgM anti-HAV B ananasoHe 3HaYeHU nHaekca ot 0.9 go 1.1 4onkHbl 6bITb ONpeaeneHsi,
KaK COMHUTEeNbHble. COMHUTENbHble 06pa3Lbl JOKHbI ObITb NOBTOPHO TECTUPOBAHLI B ABYX MOBTOPHOCTAX ANA
NnoATBePXAEeHMA N3HAYA/IbHOTO pe3y/ibTaTa.

O6pasubl ¢ ypoBHAMM IgM anti-HAV paBHble uaM npesbiwatowme 3HayeHMe MHAeKkca 1.1 gonkHbl 6biTb
onpeaeneHsbl, Kak MOJMIOKUTESbHbIE.

14. OTPAHUMEHUA NPOLEAYPDI

[Ona nonyvyeHns HaZexKHbIX pe3y/ibTaToB TPebyeTca Hannume ymeHui n cTporoe cobatogeHmne NHCTPYKLUMNA.
baKTepunanbHOe 3arpA3HEHNE UM TENNOBAA MHAKTUBALMA 06pa3L,0B MOXKET NOBANATL HA Pe3y/bTaTbl TECTA.
Pe3ynbTaTbl TecTa OTMEYAlOTCA KauyeCTBEHHO KaK MOJIOKUTENbHbIE WMAM OTPUUATENIbHbIE B OTHOLIEHWUU
npucytctema IgM anti-HAV. OgHako, AMarHOCTMKa MHPEKLUMOHHbIX 3a60neBaHUI He AO/I*KHA OCHOBbLIBATLCA
TONbKO Ha pe3y/bTaTe TecTa; AO/KHbl TaKXKe OblTb M3y4eHbl pPe3ynbTaTbl KAMHUYECKUX MUCCNefoBaHUM,
npoBeAeHbl ApYyrMe AMAarHOCTMYECKME NpoLeaypbl Y NOAYYEeHO MeSULIMHCKOE 3aK/0YeHME.

He cneayeTt npounsBoanTb 06MeH MOAYAAMU MexKay Tunamu aHanusatopos (LIAISON® n LIAISON® XL). Mocne
TOro, Kak moay/ib 6bln NOMeLLEH B onpeaeneHHbI TMN aHaansaTopa, OH AOJIKEH BCErga MCNoAb30BaTbCs Ha
3TOM aHa/NM3aTope BMJIOTb [0 €ro OKOHYaHuA. o NpuuYMHE NPOCNEKMBAEMOCTM, BbITEKalOWEN U3
BbllLUEYKA3aHHOIo yTBEPXKAEHMA, Nocaeaylowme UcciefoBaHUsa ANA NaUMEHTa He AO0MKHbl NPOBOAMTbLCA Ha
pasHbIX TMMax aHanmMsatopax. OHM AO/XKHbI NPOBOAUTLCA Ha OAHOM onpeAeneHHOM TUMNe aHanusatopa (uam
LIAISON® nnn LIAISON® XL).

15. CNRELUNPUYECKUE PABOYME XAPAKTEPUCTUKU

15.1. AHanuTHnuyeckan cneunPrUUHOCTb

AHanuTMYecKan cneunduYHOCTb onpesenseTca, Kak CnoCoBbHOCTb TecTa TOYHO OnpeaensaTb cneunduyeckuin
aHaNNT B NPUCYTCTBUM NOTEHLMANBHO MeLLAOLWMX GAKTOPOB B MaTpULLE NPO6 (Hanp. aHTUKOAryNAHTbI, FeMON3,
nocneacTens o6paboTkM 06pasua) UM NepeKkpPecTHbIX aHTUTeN.

NHTepdepeHumna. KoHTpoMpyemMble UCCIe0BaHUA NOTEHUNANbHO UHTEPhEPUPYIOLWUX BELWLECTB UAN YCAOBU
MOKa3a v, YTO Ha BbINOJIHEHME aHa/IM3a He MOBAUANN aHTUKoarynaHTbl (untpat, OATA, renapuH), remonus (go
1000 mr/an remornobuHa), nvnemma (go 500 mr/an Tpuranuepuaos), GunmpybuHemma (go 20 mr/an
6MNUPY6UHA) UM NOBTOPHbIE LMK/bI 3aMOpPaXKMBaHMA-OTTauBaHUA 06pasLoB.

MepeKpecTHble peakuuu. Kak NnpaBuao NPUCYTCTBUE NOTEHLMANbHbIX aHTUTEN NEPEKPECTHON PEAaKTUBHOCTU He
OKas3blBaeT BAUAHUE Ha TecT. bbin nccnenoBaHbl ciegylowme aHTuTeNa: (a) UMMYHOTI06YNHbBI K Pas/iMyHbIM
MHOEKUMOHHbIM areHTam, TakMM Kak uutomerasnosupyc yenoseka (hCMV), Bupyc npoctoro repneca (HSV),
BMpYyc dnweiiHa-bapp (EBV), Bupyc KpacHyxu, Bupyc renatuta C (BrC), BUY, T-nimmdOoTponHbIN BUPYC YesoBeKa
(HTLV-I/11), Bupyc renatuta A (BFA) (IgG), Tokconnasma roHan (Toxoplasma gondii), BaeaHaa TpenoHema
(Treponema pallidum); (6) aHTUHYKNeapHble aHTUTeNa (ANA), yenoBeyeckmne aHTUMBbILWKHbIE aHTUTeNa (HAMA),
retepodunbHble aHTUTENa, FMNepPraMmarioby/IMHbl, M aHTUTena K pesmatouMaHomy daktopy (aHTU-Fc
UMMYHOTN06YNMH).

15.2. MpeunsMoHHOCTb NPU UCNOb30BaHMM AHanu3satopa LIAISON®

Pa3ninyHble 06pasLbl, cogepKalime pasanyHble KOHUEHTPALMK cnelmdrUyYeckoro aHaanTa, boian nccneaosaHbl
Ana  onpegeneHvsa NOBTOPAEMOCTM WM BOCMPOM3BOAMMOCTM TecTa (T.e. BHYTPUAHAZIMTMYECKON M
MeKaHaIMTUYECKON BapMaTUBHOCTM). BapmnaTMBHOCTb, YKa3aHHaA B Tabauuax HUXKe, He ABAAeTcA OWMOKol B
Knaccuduraumm obpasua.

lNosTOpAEMOCTb A B C D
Konunyectso onpeaeneHui 21 21 21 21
CpenHee (3HaueHWe KoapduumeHTa) 0.79 1.32 2.47 7.40
CraHpapTHOE OTKAOHEHUe 0.02 0.08 0.07 0.35
KoadpdunumneHT Bapraumnm (%) 2.6 6.1 2.8 4.8
BocnponssogmMmocTtb E F G H
Konunuyectso onpeaeneHuni 20 20 20 20




CpepHee (3HaYeHne KoapouumeHTa) 1.46 1.57 4.49 7.03
CraHpapTHOE OTKAOHEHUe 0.09 0.19 0.33 0.91
KoaddumumneHT Bapuaunm (%) 6.2 11.8 7.5 13.0

15.3. MpeunsMoHHOCTb NPU UCNO/b30BaHMM AHanusatopa LIAISON® XL

PasnunyHble 0bpasybl, cogepKalime pasanyHble KOHUEHTPAUMK cneunduyeckoro aHaauta, bblan nccnesoBaHbl
AN onpefeneHua MnoBTOPAEMOCTM M BOCNPOM3BOAMMOCTM TecTa (T.e. BHYTPUAHAAUTUYECKOW U
MEeXKaHaNTMYECKON BapnaTUBHOCTK). BapnaTMBHOCTb, yKasaHHan B TabiMuax HUXKe, He ABNSETCA OWKNOKoM B
Knaccudpukaumm obpasua.

MoBTOpsieMocTb: 117 OLLEHKN NOBTOPAEMOCTU B O4HOM MPOroHe HblIN UccnefoBaHbl ABaALATb NOBTOPHOCTEN.

MNosTOpAEeMOCTb 1 2 3 MoNoXKNTEeNbHbI KOHTPO/b
Konunuyectso onpeaenenui 20 20 20 20

CpepgHee (3HayeHue KoadpduumeHTa) |1.08 1.36 2.01 2.62

CraHpapTHOe OTK/I0HEeHUe 0.073 0.087 0.087 0.11

KoadppunumneHT Bapraunm (%) 6.7 6.4 4.3 4.1

MWH. 3HaYeHMe nHaekKca 0.956 1.19 1.87 2.48

MakKc. 3HaueHne nHAEeKca 1.22 1.51 2.17 2.85

AHV (oAWH UKW ABa NPOroHa B AEHb).

BocnpounssogmmocTb: [J19 OUEHKU BOCNPOU3BOAMMOCTHU 6b11n ncenen

OBaHbl ABaALUaATb I'IOBTOpHOCTEVI B pa3Hble

BocnpoussoanumocTtb 1 2 3 MoN0XKNTEeNbHbI KOHTPO/Ib
Konunuectso onpeaeneHni 20 20 20 20
CpegHee (3HaueHue KoadoduumenTa) |1.12 1.43 1.44 3.17
CraHgapTHOE OTK/IOHEHME 0.10 0.11 0.12 0.20
KoadppunumeHT Bapraumm (%) 8.9 7.8 8.3 6.4
MMUH. 3HaYeHne nHaeKca 0.935 1.19 1.18 2.71
MakKc. 3HaueHne nHAEeKca 1.29 1.62 1.66 3.56

15.4. CBepxA,030Bbiit 3pPeKT HacblweHUa

Bo Bcex cnyyanx, Korga TecTupytotcs obpasubl, coaepykaline YpesBbluaiHO BbICOKME KOHLEHTPAUMUnN aHTUTes,
3hdEKT HacbIWEHNA MOXKET MMUTMPOBATb KOHLEHTpauum bonee HM3KWE, Yem peasnbHble. OgHAKO, XOPOLIO
ONTMMU3NPOBAHHbIN ABYX3TaNHbIA METOA, MWCKAOYAEeT CUIbHO 3aHWMMKEHHble pe3ynbTaTbl, MOCKObKY
aHa/IMTUYECKME CUTHA/bI OCTAOTCA MOCTOSHHO HU3KUMM (KPMBAsA HACbILLEHUS).

AHanus adpdeKTa HacbILLEHNS OLEHMBACA NOCPEACTBOM TECTUPOBAHNA O4HOTO 06pasLa C BbICOKUMU TUTPAMM,
nonoxutenbHoro K IgM anti-HAV. PesynbTaT nccnenosaHuns obpasua 6bin onpegeneH B BUAE 3HaYEHUA MHAEKCA
BbllLEe AMaNasoHa U3MEPEHUNI, KOTOPbIV OXKUaaeTca NPy NccneaoBaHUM CbIBOPOTKM C BbICOKMMU TUTPAMMU, UTO
YKa3blBaeT Ha OTCYTCTBME OLIMBOYHOM KnaccudpmKaumm obpasua.

15.5. iuarHoctTuuyeckan cneuupuUHOCTb U YYBCTBUTENbHOCTb

[narHocTmyeckas cneunduUUHOCTb M YYBCTBUTENbHOCTb OLLEHMBANUCL MOCPEACTBOM TecTupoBaHua 834
06pasLoB, MOAYYEHHbIX OT Pa3NIMYHON OTOBPaAHHOM NoNyAAuUMK (AnUa, HUKOrAa He umMeBLluMe BIA MHbeKLMM,
AnanunsHble NaumeHTbl, Mua, cTpagatowme remoduaneid, naymeHTbl ¢ ocTpoit popmoit BrA renatuta, amua,
nepeHecwue MHbeKuMo BI'A, naumeHTbl, CTpadatowme oT APYrMxX MHOEKLMOHHbIX 3a601eBaHNIA, NALMEHTbI C
ayTOMMMYHHbIMK 3abonesaHuamu). O6pasLbl UCCNeA0BaIUCh HECKONbKMMM CPAaBHUTE/IbHbIMU METOAaMMU N K
HUM NPUMEHANACb eAMHaA MNO3MLMA, a TaKKe OOCTYMHble KAWHWYECKME W CEepPO/IorMYecKMe AaHHble gnn
onpeaeneHna oxunaaembix pesynbtatoB. OguH obpasel, H6bl1 He NOATBEPKAEH 3TANIOHHBIMW METOAaMM, U
No3ToMy Bbl1 UCKNKOYEH U3 aHANN3a JAHHbIX.

Hu ogHoro nonoxkutenbHoro n 690 oTpuLaTENbHbIX PE3Y/IbTaTOB HbIIN NOYYEHbI NOC/e NPOBeAEHUA NEPBOTO
TecTa y ucciefyemon oXmMaaemo oTpULaTeNbHON NONyAALuUKM — AMarHocTuyeckas cnewmduyHoOCTb CocTaBuaa:
100% (95% poBepuTenbHbln MHTepBan: 99.47-100%).

Tpu oTpuuaTenbHbix U 141 NONOKUTENbHbIM Pe3ynbTaT bblM NonyyYyeHbl Nocie NpoBeAeHNs NepBoro Tecta y
nccnesyemor OXuAaemo MOJOKUTENIbHOW MONyAAUMM — AMArHOCTUYECKas 4YyBCTBUTE/IbHOCTb COCTaBMAA:
97.92% (95% poBepuTenbHbli  MHTepBan: 94.03-99.57%). 0O6pasubl, KaaccMdUUMPOBaHHbIE, KakK
oTpuuaTesibHble, 6bLIM NOMYYEHbI Y KL, MMeBLINX BI'A MHEKLMIO B MPOLLIOM.



KpOMe TOro, AunarHoctnyeCkaa 4yBCTBUTE/IbHOCTb CoOBMana C ,ﬂ,MaI’HOCTM‘-IECKOIZ 4yBCTBUTE/IbHOCTbIO
CPpaBHUTENIbHbIX METOA40B NpuU TECTUPOBAHUU O6pa3LI,OB, NOZIY4E€HHbIX OT 4 naumeHToB BO BpemA
CEPOKOHBEPCUMN.
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MN3meHeHus: -
YpaneHus: -

LIAISON® Control HAV IgM ([REF] 310181)

1. NpepHasHayeHHOE NpUMeEHeHue

KoHTponn LIAISON® HAV IgM (oTpuuaTenbHbIi U NONOXKMUTENbHbIA) NpeaHasHayeHbl AN UCNOJ/b30BaHUA B
XEMUNOMUHECLEHTHOM UMMYyHOoNOrMYeckom aHanmnse LIAISON® (MX/1A), B KauecTBe cpeacTsa ANA NPOBEPKU
HaAeKHOCTM NPOroHOB aHann3a. Paboune xapaktepuctukm KoHtponen LIAISON® HAV IgM He ycTaHaBanBanncb
ONA OPYTUX TECTOB UM MHCTPYMEHTAIbHbIX NaaTdopm, oTanYHbIX oT LIAISON® u LIAISON® XL.

AHanunszatop LIAISON®. B ceptudmKkaTe aHanmsa yKasaHa cneumndmyeckas MHGopmaLusa ANa cepmmn KOHTPoeN,
KOTOpasA A0/KHa OblTb BPYYHYHO BBEAEHA B NporpammHoe obecneyeHme aHanmsaTopa 4O MOMEHTA 3arpysku
$NAKOHOB € KOHTpoaem Ha BopT. [1na nonydeHns foNonHUTENbHON MHPopMaLmm, cMoTpuTe PyKoBOACTBO NO
3KCnayaTaumMm aHanm3saTopa.

AHanuzatop LIAISON® XL. B cepTuduKaTe aHanmM3a M B WTPUX Kogax 3awudpoBaHa crneumduyeckas
nHboOpMaUmA ANA cepun KOHTPONEN, KOTopasa AOJKHA BblTb CYMTAHA PYYHbBIM CYUTLIBAOLLUM YCTPONCTBOM ANA
WwTpmx-kogos AHanusatopa LIAISON® XL no momeHTa 3arpy3ku ¢p1akoHOB € KOHTpoiemM Ha 6opT. A nonyyeHus
[0NONHUTENbHON MHPOPMALLMKM, CMOTPUTE PYKOBOACTBO MO 3KCNAyaTaLMmM aHaansaTopa.

2. MpepaocraBnsemble matepuanbl
OTpuuaTenbHblii KoHTponb [[CONTROL|-| [Henoseueckas cbiBopoTKa/nnasma, He cofepskauian aHtutena IgM K BrA, ¢

(2 x0.7 mn) BCA, docdaTHbIM Bydpepom, 0.2% ProClin® 300 n KoHcepBaHTaMu.
MoNOXUTENBHBIN  KOHTPO/b YenoBeueckas CblIBOpPOTKa/nnasma, cogepskawas aHtutena IgM Kk BrA
(2 x0.7 mn) (yenoBeueckme), BCA, docdatHbim 6bydepom, 0.2% ProClin® 300,

KOHCepPBaHTbI U MHepTHbIﬁ KenTblii Kpacutenb.

Bce peareHTbl MOCTaBAAOTCA FOTOBbIMU K MCMO/b30BaHMIO. [InManasoH KOHUEHTPaLUUn AR KaXKAoro KOHTPOS
YKasblBaeTca B cepTUdMKaTe aHaAM3a W onpenenseT npefesbl, yCTaHOB/AEHHble KomnaHuel DiaSorin ans
KOHTPO/IbHbIX 3HAYEHUM, KOTOPbIE MOTYT BbITb NO/YUYEHbI B HAAEKHbIX Cepuax aHann3os. Kaxaan nabopatopun
HeceT OTBETCTBEHHOCTb 3a BBeAEHUE Pas/IMYHbIX MPEAE/oB C y4eTOM MHAMBUAYANbHbIX TPe6oBaHUNA.

3. MNpepocreperkeHna U mepbl NPEeAOCTOPOXKHOCTU

- TONbKO ANA NCNO0b30BaHMA B ANArHOCTUKE UH-BUTPO.

- KoHTpoan He sBaatoTca cneunduyHbIMK gns cepum Habopa u moryT HbiTb 6e30nacHO B3anMo3aMeHAEMbIMU
MeXay pasINYHbIMU CEPUAMMN MOAY/IA PeareHTos.

- Bce maTepuanbl, UCNONb3yeMble AN1S NPOU3BOACTBA KOMINOHEHTOB, NPeACTaB/eHHbIX B AaHHOM Habope, 6binu
NPOTeCTMPOBAHA HA HanMyme NOBEPXHOCTHOrO aHTUreHa BMpyca renatuta B, aHTUTen K Bupycy renatuta C,
aHtuTen Kk BMY-1, aHtuTen k BWY-2, n 6blnn Npu3HaHbl HepeaKTUBHbIMU. TMOCKONbKY, HU OAMH METop,
TECTUPOBAHMUA HE MOMKET AaTb abCcoNOTHOM rapaHTUM OTCYTCTBUSA NaTOreHoB, TO BCe 06pasLbl YE/0OBEYECKOrO
NPOUCXOXKAEHMA AOIKHbI PACCMATPMUBATLCA KaK NOTEHUMNAbHO MHPEKLUMOHHbIE U C HUMM criedyeT obpallatbea
C OCTOPOXKHOCTbIO.

- CobntoganTte cTaHAAPTHbIE MEPbI NPEeAOCTOPOXKHOCTM Npu paboTe co Bcemu nabopaTopHbIMU peareHTamu.

- YTunmsauma BCex OTXOA40B A0J/IKHA NPOU3BOAUTLCA B COOTBETCTBMM C MECTHbIMM  HOPMATUBHBLIMU
TpeboBaHMAMM.

4. Mepbl 6e30nacHoOCTH

He ewbTe, He NeiTe, He KypuUTe U He NOJIb3YIUTECb KOCMETUKOW B aHaIMTUYECKOM nabopaTopuu.

He nuneTtupyiiTe Npu nomoLum pTa.

MN3beraiTe NpsAMOro KOHTaKTa C NOTEHLMANIbHO MHPULMPOBAHHBIM MaTEPMANIOM; UCTIONb3YiTe 1abopPaTOPHYIO
oAy, 3aLUNTHbIE OYKM M O4HOPA30BbIE NepyaTKU. Mo OKOHYAHUM KaXKA,0ro TecTa TLWaTeIbHO MOMTE PYKM.
N3beraitTe pa3bpbiarMBaHna nam obpasoBaHMsA aspo30s. Bce Kaniv 6GUMONOrMYeckoro peareHTa AoKHbI ObITb
yZAaNeHbl C NOMOLLbIO PacTBOPA MMMNOX/10pUTa HaTpUA ¢ cogep:kaHnem 0.5%, aKTMBHOTO X/10pa, a UCNOJIb3yemble
[AJ1A 3TOrO CPeACTBA AO/IKHbI PACCMATPUBATBLCA KaK 3apaKeHHble 0TX0Apbl.

Bce obpasupl U peareHTbl, cogepikalime 6MosorMyecke maTepuasnbl, UCNOb3yemMble AN aHAaAN3a, LOJKHbI
paccmaTpuMBaTbCA KaK MOTEHUManbHO CNocobHble nepegasaTb Bo3byauTenei nHdekumn. OTXoAbl AONKHbI



06pabaTbiBaTbCA C OCTOPOXKHOCTBIO U YTUIM3UMPOBATLCA B COOTBETCTBUM C 1aBOPATOPHLIMU PYKOBOACTBAMMU U
3aKOHOAATE/IbHbIMU MNONOKEHUAMM, AENCTBYIOWMMM B KaXKA0M cTpaHe. Jllobble maTepuansl, npegnonaratouime
NOBTOPHOE MUCMO/Ib30BaHUE, JOKHbI ObITb Hag eKaLWMM 06pa3om CTEPUIN30BaHbI B COOTBETCTBMM C MECTHbLIM
3aKOHO4aTeIbCTBOM U pyKoBoACTBAMU. MpoBepbTe 3pPEKTUBHOCTL LiMKAA CTepuamsaLnmmn/obessapakmnsaHus.
He ucnonb3ylite Habopbl AN KOMNOHEHTbLI NOC/E AaTbl UCTEYEHWUA CPOKA FOAHOCTM, YKA3aHHOM HA 3TUKETKe.

B cooteetctBuM c [loctaHoBneHnem EC 1272/2008 (KnaccuduKauumsa, MapKUMpOBKa, yrnaKoBKa) onacHble
peareHTbl KAaccuPUUMPYIOTCA U MAaPKUPYIOTCA cneayowmm obpasom.

PEATEHTbI: [CONTROL}-| [CONTROL[H]
KNACCNPUKALNA: KoHbin annepren 1 H317
CUTHATbHOE CNOBO: MpeaynpexaeHue (Warning)

CUMBO/1bl / MUKTOTPAMMbI:

GHS07 BocknnuaTtesibHbIM 3HAK

XAPAKTEPUCTUKU ONACHOCTMU: H317 MoeT BbI3BaTb annepruyeckyto peakLumnio KOXXu
MEPbLI NMPEAOCTOPOXHOCTMW: P261 U3beraiite BabixaHua nbiam / abima / rasa / s3secen / napos /
a3po30Jient.

P280 Wcnonb3yiTe 3awmTHble nepyatkn / 3awmtHyo ogexay /
CpeAcTBa 3almMThl a3 / cpeacTsa 3aWmThl AnLa.

P363 MNepen NOBTOPHbLIM MCNONb30BAHUEM CTUPAMNTE 3arpA3HEHHYHO
ofexay.

COLEPKUT: PeaKkumoHHaa macca: 5-x10po-2-metun-4-n30TmasonmH -3-ogmH
(TonbKo BewecTBa, NnpeanucaHHbie B | [EC N2247-500-7]

CcoOTBeTCTBMM co  cTaTber 18 | n 2-metun-2H -n3otnason-3-oamH [EC Ne220-239-6] (3:1)
MoctaHoBAeHus EC 1272/2008). (ProClin® 300)

Ons nonyyeHna gononHUTeNbHOM MHPopmaumm, cmoTpuTe Macnopt 6esonacHoCTK maTepuana, A4OCTYMNHbIA Ha
canTte www.diasorin.com.

5. XpaHeHue 1 cTabUNbHOCTb

Mocne NonyyeHUAa KOHTPOAM CAeayeT XpaHWTb Npu Temnepatype 2-8°C B BEPTUKAAbHOM MNOIOXKEHUN ONA
NpeaoTBPALLEHUA NPUANNAHMUA PAcTBOPa K KpbllWwKe ¢aakoHa. He 3amopaxkmneaTb. ECIM KOHTPOIM XpaHATCA B
3aneyaTaHHOM BMAE B BEPTMKA/NIbHOM MONOMKEHUWU, TO OHM ByayT cTabuibHbl 40 OaTbl UCTEUEHUS CPOKa
roAHOCTM MpPU XpaHeHuM Npu Temnepatype 2-8°C. lMocae BCKPbITUA KOHTpoau 6yayT cTabuibHbl B TeyeHue
yeTbipex Hefeslb NPU HaA/IeXKalleM XpaHeHUn npu Temnepatype 2-8°C mexay AByMA nocnenosaTtes/ibHbIMU
ncnonb3oBaHMAMKU. WU3beralite 6GaKTepuanbHOro 3arpAsHeHMA KOHTponeWl. KoHTpo/iM He  [0/KHbI
MCMO/1b30BaTLCA MOC/E UCTEYEHMUS CPOKA FOAHOCTM, YKa3aHHOTO Ha 3TUKETKax GplakoHa.

6. MpuroroBneHune peareHToB

- MomecTnTe GNaKOHbI C KOHTPOJIEM B KOP3MHbI TUNA C aHansaTopa. KaxKablh KOHTPOIbHbIN PacTBOP NO3BOAAET
nposectn MUHUMYM 20 TecToB.

- MUHUManbHbIN HeobxoAMMbI 06bem cocTaBaseT 420 MK (20 MKA KOHTPoAb + 400 MK MepTBbIi 06bem).

- NMpu “cnonb3oBaHWUM goBeAMUTE KOHTPOM A0 KOMHATHOM Temnepatypbl (20-25°C) Ao BCKpbITUA GNAKOHOB U
XpaHUTe MX Ha 6GopTy aHa/nM3aTopa TO/IbKO B TeYEeHMEe Mepuosa BPemeHM, KOTopblit Heobxoaum ans
nccne0BaHUA KOHTPOAA KavecTsa.

- MNocne ucnonb3oBaHMA HemepdsieHHO YKyrnopbTe ¢AaKoHbl M XpaHWTe uXx nNpu TemnepaTtype 2-8°C B
BEPTUKANBHOM MONOXKEHUMN.

- Mpun obpalteHnun, cobnogante HeobxoaMMblE MepPbl NPEAOCTOPONKHOCTU BO M3berkaHne HaKTepuasnbHOro
3arpA3HEHUA KOHTPONEN.

7. O6bpaweHue
Ona yTouyHeHMA WHPOPMaUMM O Haanexawem obpalieHuM, CMOTPUTE PYKOBOACTBO MO 3KCMyaTauuu
aHanusaTopa.


http://www.diasorin.com/

8. LleneBble 3HaYeHUA

[dunanasoHbl KOHLEHTPALMN aHTUTEN Knacca IgM K BI'A B KOHTpoAX HaneyaTaHbl B cepTudumKaTe aHanmsa. OHu
6b11M onpeseneHbl ¢ y4eTOM BapnabenbHOCTU NPOroHa OTHOCUTENIbHO COXPaHEHHOW 3TafIOHHOW KPUBOW ANs
obecneyeHns TOYHOCTU Pe3yIbTATOB aHaIM3a U NONYYEHUA CBEAEHMWI O CTaBUABHOCTU UM YXYALWEHUN CBOMCTB

peareHTosB. Ecan KOHTPO/IbHbIE 3Ha4Y€HUA MNOCTOAHHO BbIXOAAT 3a Npeaenbl OXXKnaaembiX A4Mana3oHOB, TO CKoOpee
BCEro TecCT BbINO/IHAETCA HENPABU/IbHO.
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