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Total IgE 08102CP X/ 96 OnpepeneHwii

BBEOEHUE

Annepruyeckue peakuun HemedneHHoro tuna (anneprum | Tmna) onocpenoBaHbl anneprexH-cneundu-
4YeCKUM UMMyHorno6ynuHom knacca E (IgE). HopmanbHasa koHueHTpauus IgE B cbiBOpoTKe 3aBUCUT OT
BO3pacTa, AocTuras MakcMmasnbHOro 3HadeHus B Bo3pacTte 6-15 net. Bo MHoOrmx cny4dasx nosiBfeHuve
annepreH-cneumduyeckoro IgE conposoxaaetcsa nosblleHnemM TUTpa obuiero IgE B KpoBu nauneHTos.
B atux cnyyasax yposeHb IgE B kpoBu moxeT yBenunuutbea B 1000 pas. Kak npasuio, KOHUeHTpaLuumm
IgE onpepensietca B MexayHapogHblx eauHuuax Ha munnunutp (ME/mn), roe 1 ME cootBetcTByeT 2,4
Hr (HaHorpamm) IgE. Hanbornee BbICOKME KOHLIEHTPaLMM O6HAPYXMBAKOTCA Y NaLMEHTOB C aTOMMYeCKUM
[epMaTUToM, y KOTOPbIX OHU YacTo aocTuratoT ypoBHsA 50000 ME/mMn. Kpome TOro, NOBbILLIEHHbIA YPOBEHb
o6Luero IgE BcTpevaeTcsa npu napasutosax. OTKNOHALWMECH OT HOPMbI TUTPbI BbININ TAKXE OMMcaHbl Npu
HEKOTOpPbIX ayTOMMMYHHbIX 3a60/1eBaHUAX.

HA3SHAYEHUE

O6wun IgE-HRP EIA npegHa3HaveH Ons KonNM4YeCcTBEHHOro onpegeneHus IgE B cbiBOpoTke unu nnas-
Me 4ernoBeka. Pe3ynbraThl y4uTbIBAOTCH NpU uarHocTuke anneprum | tuna. Kpome Toro, onpegeneHune
obLuero IgE pekomengyeTcs nauneHTam ¢ Nofo3peHeM Ha napasuTapHble 3a6oneBaHus.

NPUHUUN METOOA

O6wwnin IgE-HRP EIA, npegHa3Ha4YeHHbIN 4118 KONIM4eCTBEHHOMO onpefenerus IgE, metogom nmmyHo-dep-
MEHTHOIro aHanmaa «CoHABWUY-BapuaHT». Ha atane nepesomn nHkybaumm obumin IgE ns obpasua naumeHTta
cBA3bIBAETCA C aHTU-IQE YenoBeka copbrpoBaHHbIMK B fHekax MukponnaHweta. C noMoLLbio npoueay-
pbl MPOMbIBKN M36bITOK KOMMOHEHTOB CbIBOPOTKWU/MNa3Mbl yaanseTca U3 a4enkn, Torga Kak IgE-aHtutena
CBfA3aBLUMECH C UMMOBUNN3OBAHHBIMWN aHTUTENaMK1, OCcTaroTCA B Avenkax. O6HapyxeHne cBadaHHbIx IgE
OCYLLEeCTBNSAETCA NOCPEACTBOM aHTU-IgE aHTUTEN, MeYeHHbIX Nepokcnaason, obpasys aHTu-IgE/IgE/kKoHb-
torat KoMmnnekc. fl4erkn cHoBa NpoMbIBaloOTCA, U aobaensaeTca pacteop cyberparta 3,3, 5,5’-TteTpa-me-
Tun-6eH3nguH (TMB). danee nocne uHKybauuun B sHenkax passuBaeTcs ronybas okpacka. depmeHTHas
peakuus octaHaBnuBaeTcsa gobasneHnem gocdopHon kucnotbl (H3PO4), ronybon uBeT MeHAETCA Ha
xéntbin. OnTnyeckas nnoTHocTb (OlM) okpacueLLErocs NpPoayKTa N3MepsaeTcs CNeKTPOPOTOMETPUYECKN
Ha OfnHe BOSHbl 450 HM (3TanoHHasa gnuHa BosHbl 620 HM). KoHueHTpauus cneunduyeckux IgE B 06-
pasue nauueHta nponopunoHansHa Oll. KanubépoBaHHble cTaHAapTbl C U3BECTHLIM cogepxaHuem IgE-
cneumdunyeckmnx aHtTuTen (kannéposaHHble No MexayHapogHomy Ctangapty BO3 75/502) aHanusnpyoT
O[HOBPEMEHHO C ob6pasuamu nauyeHTa ansa nonyvyeHms KanmépoBo4HOM KpUBon. HemaeeCcTHbIE KOHLEH-
Tpauuu IgE B nccnegyembix ob6pasuax paccynTbiBaeTCcs o AaHHbIM STOW KPUBOW.

KOMNOHEHTbI HABOPA

CT1pvinbl ¢ UMMOOGUTM30BAHHLIMU aHTU-IgE 12 cTpunos x 8 Ayeek
KonbtoraT aHtn-Ige HRP [CONJ[HRP]E] 1x12mn
MpoMbIBOYHbIN 6ydhep, koHLeHTpaT 50x |WASHBUF[ C|50x] 1 x 30 mn
PacteBop cy6cTtpata TMB SUB[TMB 1x12mn
Crton-pactsop (25% H3PO4) STOP|H-30, 1x12mn
Bydep ans passegeHus [DILBUF|A | 1x12 mn
CranpapTt 1 (kanuépatopsl) IgE (5 ME/mMn) 1x0.5mn
Cranpapt 2 (kanubpatopsl) IgE (20 ME/Mmn) 1x0.5mn
CraHpapT 3 (kanuépatopsl) IgE (50 ME/mn) 1x 0.5 mn
CraHpapT 4 (kanuépatopsl) IgE (100 ME/mn) [CAL [4] 1x 0.5 mn
Cranpapt 5 (kanubpatopsl) IgE (200 ME/mn) [CAL[5] 1x0.5mn
CraHaapT 6 (kanuépatopsl) IgE (1000 ME/mn) CAL 6] 1x0.5mn
KoHTponbHas cbiBopoTka IgE (HU3KMI ypoBeHb) 1x0.5mn
KoHTponbHas cbiBopoTKa IgE (BbICOKMIA YPOBEHD) 1x0.5mn

HEOBXOOUMOE JIABOPATOPHOE OBOPYAOBAHUE HE BXOAALLEE B COCTAB HABOPA

MuneTtkn Ha 10-100 mkn, 200-1000 MKr1, MHOrOKaHasnbHas nNUNeTka, HakKoOHe4YHUKK, MPOBUPKN Ana pas-
6aBneHnsi 06pasuoB, MePHbIV LMINHOP, MUKPOMIaHLWETHbLIN POTOMETP, MHKY6ATOP, NNEHKA ANs 3aKpbl-
TMa a4eek. [JononHUTENbHO: MUKPONAaHLLETHbIA BOLlep (MPOMbIBOYHOE YCTPONCTBO), ANCTUMNNPOBAH-
Hasa Bofa.

CBOP N NMOAroTOBKA OBPA3LIOB

[na gaHHOro aHanmMaa MOXHO MCMOoMb30BaTh CbIBOPOTKY UNW Mnasmy nauueHta. [na coxpaHeHus Le-
NOCTHOCTU ob6pasua HUKakne 0o6aBKM UM KOHCepBaHTbl He TpebytoTca. O6pasupl, XpaHsawmecs npu
2-8°C, pomxHbl 6bITb NpOaHaNn3MpoBaHbl B Te4eHne 48 4yacoB. Ecnm aHanm3 He MOXET 6biTb BbIMOSTHEH
B Te4yeHne 48 yacoB unun ecnun obpasLbl JOMKHbI 6bITb KyAa-nmbéo oTnpasrieHbl, TO 06pasupsl cnegyet
3amoposuTb. CrnegyeTt nsberaTb NOBTOPHOIO 3aMOpPaXmBaHUa U pasmopaxusaHusa obpasuos. lMNepen
npoBedeHMeM aHannsa 3aMopoXeHHble 06pasLpbl cnegyet pa3amopo3nTb NPU KOMHATHOW Temneparype
(koMHaTHasa Temnepartypa, 20-25°C) 1 TwaTenbHO nepemeLLaTb OCTOPOXHbIM NepeBopaYmBaHmeM npo-
6upkun. O6pasubl OOMKHbI 6bITb pa3eefeHbl 1:6. Mbl pekomeHayeM, pa3baBnaTb o6pasubl Henocpea-
CTBEHHO B NlyHKax ¢ aHTu-IgE (cHavana nunetkon Beogmtca 100 Mkn 6ydepHOro pacteopa, a 3atem 20
MK o6pasua). Vicnonb3oBaHne reMonmTU4ecKnx unm nuneMmyecknx o6pasLoB He peKoMeHOyeTCs.

NOArOTOBKA PEATEHTOB

Bce peareHTbl nepen ucrnonb3oBaHMeM OOBECTM OO KOMHATHOM TemnepaTypbl. He BocTpeb6oBaHHbIe
MUKPOTUTPALIMOHHbIE CTPUMbI FEPMETUYHO YNaKoBaTb B UMEIOLLIMACA MaKeT U3 (PONbrv ¢ OCyLUnTENEM.
Bydep ana pasBegeHUsi: roToB K UCMNOSIb30BAHUIO

PepMEHTHbIN KOHbIOraT: OTOB K MCMOMb30BaHMIO

PacTtBop cy6cTpara: rOTOB K UCMONb30BaHMIO

Cron-pacTtBop: rOTOB K UCMONb30BaHMIO

CtaHpapTbl U KOHTPONU:  FOTOBbI K UCMOSIb30BAHUIO

MpoMbIBOYHbIN 6ychep, KOHLEHTpaT:

KOHLEHTPUPOBaHHbIM MPOMbIBOYHLIN 6ydep HY>KHO pa3BecTy AUCTUNNIMPOBaHHOW BOAOW (BOLOW BbICO-
KOW CTeneHn O4MCTKKN) B cooTHowleHmmn 1:50 (Mpumep: ona 2 ctpunos notpedyetcs 40 MN NpOMbIBOY-
Horo 6ydepa. CnegosatefnibHO 800 MK KOHLEHTPMPOBAHHOIO MPOMbIBOYHOI0 6ydhepa Hy>XHO pa3BecTu
ANCTUNNNPOBAHHOM BOAOW 0 NOSlyYEeHUss KOHEYHOro oo6bema 40 mi).

[Mony4eHHbIM Takum 06pas3omM NPOMbIBOYHbLIV 6yddep MOXHO MCMOb30BaTh B TEHEHWE OOHOW Hegenu npu
KOMHaTHOW Temneparype.

NMPOLIEAYPA NMPOBEAEHUA AHATIU3A

1. CocTaBbTe CxeMy aHanuaa C UCMnosib30BaHMEM CTaHOapTOB, 06pa3LIOB U KOHTponen B oy6nsax. Hactos-
TeNbHO PEeKOMEHAYETCA aHanM3npoBartb CTaHAapThbl, KOHTPONY 1 UccreayemMble 06pasLibl NaLMeHToB B Ay-
6n5X. Y1061 MUHUMN3NPOBATL BPpeMs Npu packansiBaHum, BCe Heo6xoanmble 06pasLibl JOMKHbI ObITh ro-
TOBbI 10 Ha4ana Tecta. PekomeHayeTcs 3aBepLUMTb packanbiBaHue OQHOro nnadwera B TedeHne 10 MuH.
2. YcTaHOBUTE HEO6XOOUMOE KOMMYECTBO CTPUMNOB B paMKy. OcTaBLUMecss HEMCNONb30BaHHbIE CTPUNbI,
TLATeNbHO repMEeTUYHO yraKynTe B MMEeLUIACH NakeT n3d doosibrv ¢ OCyLLUUTENEM.

3. BHecuTe 100 MK 6ychepHOro pacteopa B Kaxayto NIyHKY 1 godasbTe 20 MK COOTBETCTBYHOLLNX CTaH-
[apToB, KOHTPOsEN 1 06pa3LoB NauMeHTa B COOTBETCTBYIOLLME UM JTYHKMN.

4. HakponTe nnaHLweT U UHKyoupyinTe B TedeHne 30 MUHYT Npu KOMHaTHOW Temneparype.

5. MNpomonTe nnaHLWeT BPYYHYIO UKW UCMONb3YNTe ANA 3TOW Lienv NMPOMbIBOYHOE YCTPOMCTBO TPUXAbI,
Kaxabin pa3 ncnonbadys 300 MK MPOMbIBOYHOIrO pacTeopa Ha JiyHKY. ocne 3aBepLueHnsi TPETbLEro LK-
na ypanvrte ocTaTKy XUAKOCTU, MPOMOKHYB MUKPOMaHLWeT 6YMaXHbIM NOSIOTEHLEM.

6. do6asbTe 100 MK KOHblOrata aHtu-lge-HRP B kaxayto nyHKy. HakporTe nnaHLweT n MHKyoupymTe B
TeveHne 30 MUHYT NP KOMHaTHOM TemnepaType.

7. lNoBTOpUTE Npouenypy NPOMbIBKK, Kak onmvcaHo B NyHKTe 5.

8. fo6asste 100 Mmkn TMB cy6cTpaTa B Kaxayto NyHKY, HAKpOWTe NiaHLIET U UHKYOUPYNTE B TEYeHune
15 MUHYT NpU KOMHATHOM TeMnepaType B TEMHOTE.

9. B 1o e nocrnenoBaTenbHOCTU YTO N pacTBop cybcTparta, [obaBbTe BO BCE SYHKM No 50 MK cTomn-
pacTteopa. XopoLlo nepemMeluanTe. PekomeHayeTcs cMewwmnBaTb pacTBOp B JIyHKaX, OCTOPOXHO MOCTY-
KuBasi No pamkKe.




Yepes 5 MUHYT onpeaenvTb ONTUYECKYIO NIOTHOCTL 06pa3uoB Ha ANMHE BOSHbI 450 HM (3TanoHHas gnvHa
BOJTHbI 620 HM), NUCMONb3YS MUKPOMMAHLLETHbIA pUaep, N paccunTante pesynstaTbl B KOHTPONAX U aHamnm-
3npyemMbix o6pasLax, Kak onmcaHo HUXe.

CXEMA AHAJIU3A
Total IgE-HRP EIA

100 mkn 6ychepa ana passBegeHus + 20 Mkn

KOHTpone#n / kanubpatopoB / obpa3uoB
3-x KpaTHas
npoMbIBKa

30 MUHYT nipun
KOMHaTHOWM TemnepaType

30 MUHYT npun
KOMHaTHOWM TemnepaType

3-X KpaTHas ”
npombIBKa
100 mkn TMB cyb6cTpata

15 MyHYT npu
KOMHaTHOW TemnepaType
50 mkn cTon pacTBopa

usmepeHue 450/620Hm, yepes 5 MUHYT

-
N\ g

BbIYUCIIEHUE PE3YJIBTATOB

3Ha4yeHus cpegHen ontuyeckon nnotHoctn (Or) [A 450 HM — 620 HM] paccHmTbIBAOT MO KanNMO6pPOBOYHbIM
CTaHpapTaMm, KOHTponen 1 o6pasuoB, B3ATbIX Y NauneHToB. Ha nonynorapmgmmyeckon éymare noctpom-
Te rpaduvk No cpegHUM 3Ha4YeHUSAM OMTUYECKOM MIIOTHOCTU, NMOSYyHEHHbIM As YeTbipexX KanmbpOBOYHbIX
ctaHpapTtoB (aécuuncca: log IgE ME/Mn; opamHaTta: nMHenHas ontuyeckas nnoTHOCTb A 450 HM - 620 HM).
KoHueHTpauuio IgE B o6pasue nauueHta onpemenstoT no ctaHaapTHOW KpyvBon. CpefHio ONTUYECKYHO
NAOTHOCTb YKa3bIBAKOT Ha OCY opAauHaT, a peadynstat B ME/Mn MOXHO npoynTatb Ha ocu abecumce. Kanu-
6pOBOYHAsA KpMBas 1 KOHTPONM OOSMKHbI ObITb B paMKax AnanasoHa, ykasaHHoro B Ceptudmnkare KOHTpons
Ka4yecTBa, NOCTaBSEMOro BMECTe ¢ HabopoM. B NpoTMBHOM cryvae, cnegyeTt NpoBepuTb YCNOBUS NpoBe-
OEeHVA aHanuaa n, BEpOATHO, MOBTOPUTL aHanNun3.

NMPUMEP KAITMEPOBOYHOW KPUBOW

KoHueHTpaumsa kannépoBO4YHOro Onn 450 Hm [Onana3oH npuemMneMbIx 3Ha4eHUN
crtanpapra (ME/mn) CpeaHee (n=22) On 450 Hm
5 0.074 0.056 - 0.130
20 0.217 0.163 - 0.271
50 0.438 0.329 - 0.548
100 0.753 0.565 - 0.941
200 1.076 0.907 - 1.345
1000 2.076 1.557 - 2.595

OXWOAEMbIE 3HAYEHUA

PekomMeHayeTcs, 4TOObI B KXo nabopaTopum 6bi5iv onpeaeneHbl OXXugaemble 3Ha4eHus ona obenenye-
MbIX FPYMNN Ha OCHOBaHUM CTaTUCTUYECKN [OCTAaTO4HOrO KONMMYeCcTBa aHann30B, NpoBeAEHHbIX 3a onpeae-
NEHHbIN Nepuop BpeMeHn. 3Ha4eHUs, NPUBEAEHHbIE HUXE, MOTYT ObITb UCMONb-30BaHbl B KAYECTBE OPUEH-
TMpa ana onpeneneHnus CoO6CTBEHHbIX Pe3ynbTaToB.

Bospact Kon-Bo CpeaHee 3HaveHne CpeaHee 3Ha4veHne + 1 1O

(ner) nauneHToB (ME/mn) (ME/mn)

1-2 29 20 64

3-5 31 35 119

6-15 45 51 150

16-20 59 38 123

21-30 114 27 100

31-40 38 34 113

> 40 109 34 114

Utor 425 32 108

0O - onyCTUMble OTKNOHEHUS

U3MEPAEMbIWA OUANA3OH

KoHueHTpauus IgE mMoxeT 6biTb onpegeneHa B guanasoHe ot 5 ME/mn go 1000 ME/mn. O6pasubl C KOH-
ueHTpaumen Bbiwe, 4em 1000 ME/mMn cnefyeT nOBTOPHO NpoaHannanpoBaTtb B COOTBETCTBYHOLLEM pa3Be-
OeHnn, 4yToBbl onNpenenuTb TOYHYIO KOHLUEeHTpauuio IgE.

TOYHOCTb

BapunatmBHOCTb 1 BOCNPON3BOANMOCTb
1. BapuatnBHOCTb pesynsratoB 04HOro aHanmaa (1 TecT B 4-kpaTHOM onpeaeneHunn)

O6paseu 3Ha4vyeHne ME/mn KB (%)
1 (H=4) 25.8 4.5
2 (H=4) 141.1 4.4
3 (H=4) 397.6 5.3
2. BapnatMBHOCTL pe3ynbTaToB pasHblX aHanu3oB (3 Tecta / 4 onpeneneHus Kaxabiin)
O6pa3sey 3HayeHune ME/mn KB (%)
1 (H=12) 27.7 6.4
2 (H=12) 148.5 6.1
3 (H=12) 415.2 9.9

NMUHENHOCTb

AHanuna 5 Npon3BosibHO 0TO6PaHHbIX 06Pa3LOB CbIBOPOTKWU NauMEHTOB nokasas JIMHENHOCTb B YCIOBUAX
NATU nocnegosaTtenbHbIX passefeHnn (< +20%). 13-3a reteporeHHoCcTn 06pasuoB CbIBOPOTKU UK Nnas-
Mbl YeroBeka BO3MOXHO MoslydYeHue pasHbiX pe3yrnstaToB.

CNEUNDOUNYHOCTb

O6wun IgE-HRP EIA onpegenset monekynel IgE B 4enoBeyeckon CbiIBOPOTKE unu nnaame. MNMpu dusnono-
rMYECKUX KOHLIEHTpaUMaX NepeKpECTHan peakTUBHOCTb C APYrMMU UMMYHOTMIOBYNMHaMN, TakuMu Kak IgA,
IgD, IgM 1 1gG, He HabnopaeTcs.

MEPbI NPEAOCTOPOXHOCTU

1. B cootBeTcTBUM cO cTaTber 1 naparpacd 26 eeponenckoro noctaHoeneHus 98/79/EC ncnonb3osaHve
in-vitro AMarHoCTUYeCKNX MeguLMHCKMX NPUOopOoB NpefHasHa4eHo Oyia 06ecrneyeHns cCooTBETCTBUSA, -
PeKTUBHOCTU 1 6e30MacHOCTM NPoAyKTa nponssoguTeneM. Takum o6pasom, npouenypbl UCMbITAHUA, UH-
dopmaumsa, Mmepbl NPESOCTOPOXHOCTU U NPESOCTEPEXEHNS YKa3aHHble B MHCTPYKLMM NO IKCryaTaumm
[OSDKHbI cO6N0AaTbCs HEeYKOCHUTENbHO. Habop MOXeT ObITb UCMONb30BaH TOMBbKO Tak, Kak onucaHo Ha
CTp. 2 (Ha3Ha4eHue).




2. ViccnepoBaHue JOMKHO NPOBOANTLCA B COOTBETCTBUM C AAaHHOMN UHCTPYKUMEN, KOTOPas COQEPXUT BCHO
Heob6xoaMyo MHopMaLUIo, CBeOEHNS O Mepax NPefoCTOPOXHOCTU 1 NpefocTepexeHus. Vicnons3osa-
HWe TecT Habopa C aHanu3aTopamMm 1 aHasniorMyHbLIM 060py0OBaHUEM OOMKHO ObITh NOATBEPXAEHO. J1to-
6ble N3MEHEeHWs1 B KOHCTPYKLMU, COCTaBe npoueypbl UCCrie[oBaHns, a Takxe 3a noboe ucrnons3osaHve
B COYETaHUM C OpYyrMMu NpogykTamMu, He ogo6peHHbLIMU MPOM3BOAUTENEM, HE pa3peLLIeHO; Nnosb30Ba-
Teslb CaM HECET OTBETCTBEHHOCTb 3a NOA06HOro poaa N3MeHeHus1, NPUBOASALLME K JIOXKHbLIM pe3ynbsratam
n Opyrum nHumgeHtam. lNpoussogntenb He HECET OTBETCTBEHHOCTU 3a pe3ynbrartbl, MosyYeHHbIe npu
3puTeNibHOM aHannae o6pasLoB, B3ATbIX Y NALMEHTOB.

3. ViccnepoBaHue OOMKHO BbINOMHATLCA TOSMIbKO OOYYEHHbIM U KBANMMPUUUPOBaHHLIM B 0651aCTU Nabo-
paTopHOM AMarHOCTUKM rnepcoHanoM. bepeMeHHble XeHLLMHbI He OO/MKHbI MPOM3BOANTL UCCIIEdOBaHME.
4. JlabopaTopHoe 060pynoBaHME OOMKHO NOOAEPXKMBATLCA B COOTBETCTBUN C UHCTPYKLNAMU N3rOTOBU-
Tensa 1 nepeq UCronb3oBaHNEM CrielyeT NPOBEPUTb KOPPEKTHOCTL ero PyHKLIMOHMPOBAHUS.

5. Ha6op npepgHasHayeH TOMbKO Ana in-vitro guarHoCTuKU. Micnonb3ynTe Tonbko oavH pas. He ucnosb-
3ynTe NPOCPOYEeHHbIe KOMMOHEHTLI. He ncnonb3ynte peareHTbl ApYrnx noCTaBLUNKOB UM KOMMOHEHTHI
HabopOB Pa3NMYHbIX NAPTUA (ECNM TONBbKO 3TO HE YKa3aHOo Ha CTp. 2) C 9TUM HabopoM.

6. He ncnonb3yinte KOMNoHeHTLI HA60PA, ECNN YraKOBKa KOMMOHEHTOB NnoBpexaeHa. lNMoxanyncra, nepen
NCMonb30BaHMEM NPOBEPLTE BCE BO3MOXHbIE NYTU A1 YAANIEeHUA MUKPOOUONOrMYeCKOM KOHTaMuHauuu.
Cpaasy e nioTHO 3aKpOoKrTe KPbILLKY (hriakoHa, YTo6bl n3bexatb MUKPOOMONOrn4eckoro 3apaxexus. He
MEHANTE KPbILLWKU (OfTaKOHOB C peareHTamu.

7. Habop cnepnyet ucnonb3oBatb Npy TeMNepaType, yKa3aHHOW B CxeMe TecTupoBaHus (cMm. cTp. 4). Uc-
nonb30oBaHune rnpu 60see BbICOKUX UM HU3KUX TemrepaTtypax MOXET MNPUBECTU K 3Ha4YeHUsAM, He COOT-
BETCTBYIOLLUM AManasoHy KOHTPOIA KavecTsa.

8. MNpoueaypa NpoMbIBKU ABNSETCA abCOoMOTHO HeO6XoauMON. HenpasunbHas NPOMbIBKa MOXET NnpuBee-
CTU K OLLMOOYHbIM pe3ynstataM. PekoMeHayeTcs UCMonb30BaTb MHOMOKaHasbHy0 NUNETKY U aBToMartm-
31POBaHHbLIN NMPOMbIBOYHbIV annapar.

9. Bo nsbexaHue nepekpeCTHON KOHTaMMHaLMKU U NTOXHOMOSTOXUTENbHbBIX Pe3ynbTaToB, PEKOMEHAYETCA
BbIMOJIHATL BCE LLUAry packanbiBaHUA Hagnexawmm o6pasoM. cnonb3ynTe TONbKO YMUCTbIE HAKOHEYHU-
K1 AN NUNETOK, AUCneHcepbl N nabopaTopHbIN MHBEHTAPb.

10. TecToBble KOMMOHEHTLI HA OCHOBE YeN0BEe4YEeCKOW CbIBOPOTKM ObIfV MPOTECTMPOBAHLI C UCMOSb30Ba-
HMeM meTofa, COOTBeTCTBYloLWero TpebosaHmam gupektme EC Ha Hannume aHtuten K BUY 1 / BUY 2,
aHTn-HBc n antn-HCV, a Takxe aHTureHa renatuta HBsAg 1 okazanuce otpuuatenbHbIMU. TeM He Me-
Hee, C MaTtepmasioMm Ha OCHOBE CbIBOPOTKM KPOBUM YenoBeKa crefyeTt obpallarbcs Kak ¢ noTeHumansHo
nHpurumposaHHbiM (BUOJTIOMMYECKU OINMACHbIM).

11. HekoTopble KOMMOHEHTLI HAabopa MOryT cofep>XaTb Obl4NiA CbIBOPOTOHHLIN anbOyMWUH, MHAEKLMOH-
HbI NOTEHLUMan KOToporo, no 3asBfeHVIo Npon3soanTens, He n3secTeH. Mbl pekomeHayem obpallaTsbes
C NO6bLIM NPOAYKTOM XXMBOTHOIO NMPOUCXOXOEHWS, KaK C MOTeHUMansHO MHPULMPOBAHHbIM, 13-3a BO3-
MOXXHOIO MOSIBIIEHNS HE BbISIBIIEHHbIX BO36YyanUTENnen MHEKLMN.

12. CnepyeT npuaepXuBatbCca Crnegylolmx mep 6e30nacHOCTM npu obpalleHnn ¢ peareHtamm: Us-
6erante nonagaHva B rnasa, Ha Koxy unu Ha ogexay (P262). He Bpgpixante pacnbinsemblii pacteop
(P260). OosupoBaHue OOMKHO NPOU3BOAUTBLCA TOSIbKO C MOMOLLbIO CrleumanbHbIX MHCTPYMEHTOB. B
crnyyae npornatbiBaHus: npononockartb poT. He Bbi3biBanTe peoTy (P301/330/331). MNpwn nonagaHumn Ha
KOXY (M1 BONOChI): HEMEeOSIEHHO yAanuTe/CHAMUTE BCIO 3arpsa3HEeHHyo ofexay. NpomMonte Koxy BoAown
(P303/361/353). NMpwn BabIxaHnn: BbiBeanTe NocTpagasLLEro Ha CBEXMIA BO3AYX M OCTaBbTE B NOKOE B MO-
NOXeHUM Hanbonee yoobHom ansa gbixaHusa (P303/340). Mpu nonagaHum B rnasa: B TeHEHME HECKOSbKUX
MUHYT TLWATENbHO NPOMbIBaWTE rnasa BOAOW. ECniv Bbl HOCUTE KOHTaKTHbIE JIMH3bI, CHUMUTE UX NpU BO3-
MOXHOCTW. NpogonmkanTte NnpombiBaTh rnasa. (P305/351/338). He ewwusTe, He NeliTe 1 He KypuTe BO BpeMs
npoeeneHus nccneposanusa. He npubnuxantecb K efe, kopmamMm M HanutkaMm. HageeanTte 3alluTHble
nepyaTkn/3almTHY0 ogexay/3awmTty onsa rnas (P280). TwatensHo MorTe pykn nocne paboTbl (P264) u
no3aboTbTeCh O cBOeN Koxe. CepTudmkar 6e30nacHOCTN MaTtepuana goCTyneH no 3anpocy.

13. CTon-peareHT BbI3bIBAET CEPbE3HbIE OXOMM KOXM 1 noBpexaeHue rmas (H314).

14. TMB B BbICOKUX KOHLEHTpauMax MOXET ObITb NOTEHUNANbHO MyTareHHbIM. B CBSI3N C HU3KOW KOH-
ueHTpaumenn TMB B 3TOM pacTBope cybcTpaTa MyTareHHbIn 3(pgekT MOXET ObITb UCKIOYEH, €CN OH
npaBuIIbHO NCMOSb3YETCH.

15. KoHcepBaHTbI (Bronidix, Azid) aBnsi0TCA TOKCUYHBIMW A1 BOAHOW (Oopbl U (hayHbl, HO UX KOHLEH-
Tpauusa 6oree He onacHa aonsa oKpyxxarwoLlen cpefbl. Passegute peareHTbl 60/bLUNMM KONTMHECTBOM BOAbI
(H373).

16. OTxofpl, cogepxallme CbIBOPOTKY, AOSMKHbI ObiTb COOpaHbl B OTAESIbHbIE KOHTEMHEPbl C COOTBET-
CTBYHOLLMMM AE3UHDMLMPYIOLLMMU CPEACTBAMU B AOCTATO4HON KOHUEHTpauumun. C gaHHbIM Matepuasnom
cnepyet obpawiaTbCsl B COOTBETCTBUM C rOCYAaPCTBEHHbIMWU MOCTAHOBIIEHUAMU O BUMONOrn4eckon 6es-
ONacHOCTU 1 rnpasunamMm 1 pykoBogcTeamm rno TexHnke 6e30nacHoOCTMU.

17. Hactoawmm Mbl ccbinnlaemMcsl Ha rocygapcTBeHHble HOpMaTuBbl N0 MeALMHCKOMY 060pyaoBaHuIo,
KacaresibHO in-vitro aMarHocTnyeckmnx Habopos.

Total IgE 08102CP "I/ 96 Determinations

BACKGROUND

Allergic reactions of the immediate type (Type | allergies) are mediated by allergen specific Immunoglobulin
of class E (IgE). The normal serum IgE concentration is age dependent with a peak at the age of 6-15
years. Mostly, the occurrence of allergen specific IgE is accompanied by increased titers of total IgE in the
blood of the patients. In these cases the titer can increase up to 1000fold. Usually, IgE concentrations are
determined in international units per millilitre (IU/mL) wherein 1 IU corresponds to 2.4 ng of IgE. Highest
IgE concentrations occur in patients with atopic dermatitis in which they often reach levels of 50.000 U/
mL. Moreover, increased titers of IgE can be observed in patients with parasitic diseases. Abnormal titers
have also been described in certain autoimmune disorders.

INTENDED USE

The Total IgE-HRP EIA is intended for the quantitative determination of IgE in human serum or plasma. The
results add to the diagnosis of type | allergies. Furthermore, determination of total IgE is recommended in
patients with suspected parasitic diseases.

PRINCIPLE

The Total IgE-HRP EIA for the quantitative measurement of IgE is based on a Sandwich ELISA performed
in microplates. During the first incubation step total IgE from the patient sample is capture by anti-human
IgE coated to the microwells. By a washing procedure surplus serum/plasma components are removed
from the wells whereas IgE remains bound to the solid phase surface.

Detection of bound IgE is carried out with an anti-human IgE horseradish-peroxidase (HRP)-labelled
antibody forming anti-IgE/IgE/ conjugate complexes. The wells are washed again, and the substrate
solution 3,3,5,5’-Tetra-Methyl-Benzidine (TMB) is added and incubated, resulting in the development of a
blue colour. After stopping the enzymatic reaction with phosphoric acid (H3PO4) the colour changes into
yellow. The optical density (OD) of the colored product is measured spectrophotometrically at 450 nm
(reference wave length 620nm). The sIgE concentration of the patient sample is proportional to the OD.
Calibrators with defined concentrations of IgE (calibrated against WHO 75/502) are assayed simultaneously
with the patient samples to generate a calibration curve. Unknown IgE concentrations of the test samples
are calculated from this curve.

KIT COMPONENTS
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Microtiter strips, anti-IgE coated 12 strips x 8 wells
Anti-IgE HRP-Conjugate [CONJ|HRP|E] 1x12mL

Concentrated Washing Buffer (50x) [WASHBUF|[ C|50x] 1 x 30 mL
TMB Substrate 1x12mL
Stop Solution (25% H3PO4) STOP|H.50. 1x12mL
Dilution Buffer DILBUF A | 1x12mL
IgE-Calibrator 1 (5 IU/mL) 1x0.5mL
IgE-Calibrator 2 (20 1U/mL) 1x0.5mL
IgE-Calibrator 3 (50 1U/mL) 1x0.5mL
IgE-Calibrator 4 (100 1U/mL) 1x0.5 mL
IgE-Calibrator 5 (200 1U/mL) [CAL [ 5] 1x0.5mL
IgE-Calibrator 6 (1000 1U/mL) 1x0.5mL
IgE-Control low 1x0.5mL
IgE-Control high 1x0.5mL

MATERIAL NEEDED, BUT NOT PROVIDED WITH THE KIT

10-100pL and 200-1000pL pipettes, Multipette, pipet tips, vials for diluting the specimen, graduated glass
cylinder, microplate-reader, covering foil, microplate-washer (optional), lab watch, distilled water.




SPECIMEN COLLECTION & PREPARATION

Either Serum or Plasma can be used in this test. No additives or preservatives are necessary to maintain
the integrity of the specimen.

Specimens should be stored at 2-8°C and assayed within 48 hours after collection. If the assay cannot be
performed within 48 hours or if the specimen has to be shipped, cap the specimen and keep it frozen. Re-
peated freezing and thawing should be avoided. Frozen specimens should be thawed at room temperature
(RT, 20-25°C) and mixed thoroughly by gentle inversion before assaying. Samples have to be diluted 1:6.
We recommend to dilute the samples directly in the anti-IgE coated microwells (pipette first 100 pL Dilution
buffer, then 20 uL Sample). The use of hemolytic or lipemic specimens is not recommended.

PREPARATION OF REAGENTS

Allow all reagents to come to RT before use. Microtiterstrips which are not required have to be resealed
properly in the provided foil bag containing a desiccant.

Dilution buffer: ready to use
Enzyme conjugate: ready to use
Substrate Solution: ready to use
Stop Solution: ready to use

Calibrators and Controls: ready to use

Concentrated Washing Buffer:

The concentrated Washing Buffer has to be diluted 1:50 in aqua bidest. (Example: 2 strips will require 40
mL of Washing Buffer. Therefore 800 pL concentrated Washing Buffer have to be diluted to a final volume
of 40 mL with aqua bidest.). The resulting Washing Buffer is stable for one week at RT.

ASSAY PROCEDURE

1. Create a pipetting schedule. It is highly recommended to test the Calibrators and Controls as well as all
patient samples in duplicate. To minimize time delays when pipetting, all needed samples should be pro-
vided before starting the test. It is recommended to complete pipetting for one plate within 10 min.

2. Place the required coated wells into a frame and reseal the aluminium bag with the remaining strips and
desiccant properly.

3. Pipette 100 pL of Dilution Buffer to each well and add 20 pL of appropriate calibrators, controls and
patient samples into their respective wells.

4. Cover plate and incubate for 30 min at RT.

5. Wash the plate manually or with an appropriate ELISA plate washer 3 times each with 300 pL Washing
Buffer per well. Remove residual liquid by dunking the microplate onto a paper towel.

6. Add 100pL of anti-IgE HRP conjugate to all wells. Cover plate and incubate for 30 min at RT.

7. Repeat washing procedure as described in step 5.

8. Add 100 pL of TMB Substrate to each well, cover the plate and incubate for 15 min at RT in the dark.
9. Pipette 50 pL of Stop Solution in the same order as the substrate to each well. It is recommended to mix
the solution in the wells by carefully knocking on the frame. After 5 min read OD at 450 nm (reference wave
length 620 nm) using an appropriate microplate reader and calculate the results as described on page 3.

CALCULATION OF RESULTS

The average optical density (OD) [A450 nm - 620 nm] values are calculated from the Calibrators, Controls
and patient samples. Generate a graph from the mean OD values of the four Calibrators on half logarithmic
paper (Abscissa: log IU IgE/mL; Ordinate: linear OD A 450 nm — 620 nm) to create a standard curve. The
IgE concentration of the patient sample is determined on the basis of this standard curve. The mean OD is
mapped on the Ordinate and the result in IU/mL can be read out on the Abscissa. The standard curve and
the controls should be in the acceptance range given in the Quality-Control-Certificates delivered with the
kit. Otherwise, the test conditions should be verified and the test should probably be repeated.

TEST SCHEME
Total IgE-HRP EIA

100 pL Dilution Buffer +

20 pL Calibrator / Control or patient sample

e N

100 L Conjugate

“ 0 ﬂ e
100 pL TMB Substrate

15 min at RT
in the dark
+ 50 uL Stop Solution

Measurement at 450 nm against 620 nm

EXAMPLE CALIBRATOR CURVE
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Calibrator Concentration OD 450 nm Acceptance range
(IlU/mL) Mean (n=22) OD 450 nm

5 0.074 0.056 - 0.130

20 0.217 0.163 - 0.271

50 0.438 0.329 - 0.548

100 0.753 0.565 - 0.941

200 1.076 0.907 - 1.345

1000 2.076 1.557 - 2.595

EVALUATION OF THE RESULTS

It is recommended, that expected values for given populations should be determined by each laboratory over
a period of time and in a statistically significant number of assays before clinical significance is dedicated to
the results of the assay. The values given below can be used as a guideline for the own results.

Age n Mean Mean + 1 SD
(years) (IU/mlL) (IU/mlL)

1-2 29 20 64

3-5 31 35 119
6-15 45 51 150
16-20 59 38 123
21-30 114 27 100
31-40 38 34 113

> 40 109 34 114
Total 425 32 108

SD = Standard deviation




MEASURING RANGE

IgE concentrations between 5 IU/mL and 1000 IU/mL can be determined by this ELISA. Samples with con-
centrations higher than 1000 IU/mL should be retested in an appropriate dilution to determine the accurate
IgE concentration.

PRECISION

Variability and Reproducibility

1. Intra-Assay Variability
(1 test in 4fold determination)

2. Inter-Assay Variability
(3 tests/4 determinations each)

Specimen  Mean IU/mL _CV (%) Specimen Mean IlU/mL _ CV (%)

1 (n=4) 25.8 45 1 (n=12) 27.7 6.4

2 (n=4) 141.1 4.4 2 (n=12) 148.5 6.1

3 (n=4) 397.6 5.3 2 (n=12) 415.2 9.9
LINEARITY

Linearity of this quantitative immunoassay has been ensured using 5 randomly selected patient sera by seri-
al dilutions showing a linear behaviour in five consecutive dilution steps (< + 20%). Due to the hetero—geneity
of human material different results may be possible.

SPECIFICITY

The Total IgE-HRP EIA specifically detects human IgE molecules. In physiological concentrations no cross-
reactivity to other Immunoglobulins such as IgA, IgD, IgM and IgG has been observed.

PRECAUTIONS FOR USERS

1. In compliance with article 1 paragraph 2b European directive 98/79/EC the use of in-vitro diagnostic medi-
cal devices is intended to secure suitability, performance and safety of the product by the manufacturer.
Therefore the test procedure, information, precautions and warnings stated in the instructions for use have
to be followed strictly. The kit has only to be used as described on page 7 (intended use).

2. The test must be performed according to this instruction, which contains all necessary information, pre-
cautions and warnings. The use of the test kit with analyzers and similar equipment has to be validated. Any
change in design, composition of the test procedure as well as for any use in combination with other prod-
ucts not approved by the manufacturer is not authorized; the user himself is responsible for such changes
resulting in false results and other incidents. The manufacturer is not liable for any results obtained by visual
analysis of patient samples.

3. The kit is intended for use by trained and qualified professionals carrying out research or diagnostic activi-
ties only. Pregnant women should not perform the test.

4. Laboratory equipment has to be maintained according to the manufacturer’s instructions and must be
tested for its correct function before use.

5. For in-vitro diagnostic use only. Use only once. Do not use components exceeding the expiry date. Do
not combine reagents of other suppliers or kit components of different lots (unless specified on page 7) with
this kit.

6. Do not use kit components when the package of the component is damaged. Please check all solutions
prior to use for microbiological contamination. Cap vials tightly immediately after use to avoid evaporation
and microbiological contamination. Do not interchange screw caps of the reagent vials.

7. The kit was evaluated for use at the temperatures specified in the Testing scheme (see page 9). Higher or
lower temperatures may result in values not meeting the quality control ranges.

8. The washing procedure is absolutely important. Improper washing will cause erroneous results. It is rec-
ommended to use a multichannel pipette and an automated washer.

9. To avoid cross-contamination and false-positive results it is recommended to perform all pipetting steps
properly. Use only clean pipette tips, dispensers and lab ware.

10. Test components based on human serum were tested using a CE marked method for the presence of
antibodies against HIV 1 / HIV 2, Anti-HBc, and Anti-HCV as well as for hepatitis antigen HBsAg and were
found to be negative. Nevertheless, material based on human serum should be handled as potentially infec-
tious (BIOHAZARD).

11. Some kit components may contain bovine serum albumin, of which according to the manufacturer no
infectious potential is known. Due to the eventual occurrence of undetectable infectious agents we recom-
mend to handle any product of animal origin as potentially infectious.
12. The following safety rules should be followed with all reagents:
- Do not get in eyes, on skin, or on clothing (P262). Do not breathe spray (P260). Pipetting should
never be done by mouth, but with suitable pipetting devices.
- IF SWALLOWED: rinse mouth. Do NOT induce vomiting (P301/330/331)
- IF ON SKIN (or hair): Remove/Take off immediately all contaminated clothing. Rinse skin with water/
shower (P303/361/353).
- IF INHALED: Remove victim to fresh air and keep at rest in a position comfortable for breathing
(P303/340).
- IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and
easy to do. Continue rinsing. (P305/351/338)
- Don’t eat, drink or smoke while performing the test. Keep away from food, feed and beverage.
- Wear protective gloves/protective clothing/eye protection (P280). Wash hands thoroughly after han
dling (P264) and care for your skin.
- Material safety data sheet is available on request.
13. Stop Solution causes severe skin burns and eye damage (H314).
14. TMB in high concentrations may be potentially mutagenic. Due to the low concentration of TMB in this
substrate solution a mutagenic effect can be ruled out, if it is properly used.
15. The preservatives (Bronidix, Azid) are toxic to aquatic life, but their concentration is not hazardous to
environment anymore. On disposal, flush large volumes of reagents with plenty of water (H373).
16. Waste containing serum must be collected in separate containers containing an appropriate disinfectant
in sufficient concentration. This material has to be treated according to national biohazard and safety guide-
lines or regulations.
17. We refer to the national regulations of medical devices regarding in-vitro diagnostic test kits.
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