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Food Screening IgE 130502-E "I/ 88 onpeneneHui

KIIMHNYECKOE 3HAYEHUE

B nocnepgHue gecAatTuneTus NnoBcogy B MUpe pacTeT YacToTa annepruyeckmx 3abonesaHnii. TepMuH annep-
rMs 4acTo MUCMONb3YIOT AN peakuun runep4yBCTBUTENBHOCTU | TNa (peakuns HemMenneHHoro Tmna), ons
KOTOPOW XapakTEepHO NPOosiBIIEHNE CUMMTOMOB NpUMEPHO Yepe3 30 MUHYT NOocne KOHTakTa ¢ annepreHom. K
Hamnbornee 4acTbiM CUMMTOMaM OTHOCAT PUHUT, KOHbIOHKTUBUT, KpanuBHULY, anfnepruyeckyro actMy v Ham-
60s1ee OnacHbIM U3 HUX ABASETCA NPOSBAEHUA aHadmnakeum (aHathunakTUHECKUIM LLOK).

AnnepreHsl, Bbi3blBaKOLLME MMNEpYyBCTBUTENBHOCTL | TMNa, No 60MbLUE YacTu ABRsTCA 6enkaMm ecre-
CTBEHHOIO NPOUCXOXAEHUA, HANPUMeEP, NblbLa 0ePEBLEB, LUEPCTb XMBOTHbIX, MPOAYKTbI MUTaHUSA, KNeLm
N A0bl HACEKOMbIX. XapaKTepHON OCOOEHHOCTLIO annepruyeckon peakumm | Tmna aBnseTca y4acTve B Hel
crneundudecknx aHtuTen knacca E (IgE). OnpepeneHuve cneundudecknx IgE aBnseTca BaXKHbIM GUArHOCTU-
YECKMM MHCTPYMEHTOM annepruu

HA3HAYEHUE

Habop npefHasHayveH ansa onpeneneHus cneumgundeckux IgE-aHTUTen K nuLLeBbIM annepreHam B CbIBOPOT-
Ke unun nnasme Kposwu.

NMPUHUMN METOAA

MpuHUMN aHanu3a gaHHOM TecT-cucTeMbl OcHoBaH Ha MeTode ELISA (MMMmyHodepMeHTHbIN aHanms). Mu-
KponnaHLueTbl copbrposaHbl 88 pasnuyHbIMK annepreHamu, Kaxxabiv annepreH B oTAENbLHOM sveinke. YHe-
noBeyveckasi CbIBOPOTKA MHKYOUPYETCS B NlyHKax CTPUMOB C UMMOOGUNN30OBaHHbIMU aHTUreHamu (annepre-
Hamu). Cneundonyeckune IgE-aHTTENa CBA3LIBAIOTCA C COOTBETCTBYIOLLMM annepreHoM. Hecneumduyeckne
aHTuTena yaanalTea npu NpoMbiBKe. AnnepreH-creunguryeckne aHTuTena pacrnosHaroTcs [o6asnsemMbIMm
B CMCTEMY BTOPbIMW aHTUTENamu K IgE 4yenoseka, KOHbIOrMPOBaHHLIMU C Nepokcnaason. MiHkybaumsa ¢ pac-
TBOPOM cy6cTpata TMB (TeTpameTun6eH3nanH) NpMBoauT K Ppa3BUTUIO CMHEN OKpackw. locne ocTaHOBKM
peakuun (Npu gobaeneHnn pacteopa H3PO4) LBeT pacTBOpa MEHAETCHA C CUHErO Ha XenTbiin. OnTuyeckas
NAOTHOCTbL 06Pa3LIOB N3MEPSAETCS CNEKTPOOTOMETPUYECKN Ha AnnHE BOSHbI 450 HM (pedhepeHc-hunsTp
620 HM). KoHueHTpauumsa annepreH-crneyndunyeckunx IgE-aHTuTen nponopumoHanbHa MHTEHCUBHOCTU OKpa-
LUMBaHMUA.

PEATEHTDbI

KomnoHeHTbI Habopa CopepxaHue
AHTU-IgE KoHblorat 1x 15 mn
MpoMbIBOYHbIV 6ydhep, KOHUEeHTpaT 1x 30 mn
PacTteop cy6ectpata TMB, rotoB s ncnonb3oBaHus 1x 16 mn
Cron-pacTteop (9.5% H3PO4) 1x 12 mn
Bydep ansa passegeHna o6pasLos 1x 11 mn
CraHpapThl 6 x 0.5 mn
MonoXuTenbHbIN KOHTPOSb 1x 0.5 mn
OTpuvuaTenbHbIi KOHTPOb 1x 0.5 mn
Cop6vipoBaHHbIV annepreHamu naaHweT 1x nnaHweTt

MATEPWUAJIbl HEOBXOAUMbBIE, HO HE BXOAAWWE B COCTAB HABOPA

e [Mnnetkn nepemeHHoro o6wvema ot 10 go 100 mkn n ot 200 go 1000 mMkn

e [lncneHcep unu MHOroKaHanbHas nuneTka

e (OpgHopa30Bble HAKOHEYHMKMN

* [lpobupku ansa passeneHns o6pasLoB

* MepHbIh unnuHap. Tanmep

e MwukponnaHLLETHBIN POTOMETP (PUAEP), C BOSMOXHOCTLIO U3MEPEHNS NPU ONMHax BorH 450/620 HM
* VHky6atop

e AfresuBHas nneHka ong MHKybauum nnaHweTa

* ABTOMaTU4ecKoe NpoMbIBaloLLiEe YCTPONCTBO (ONuus)

CBOP N NOAIrOTOBKA OBPA3LIOB

Onsa onpefeneHuns annepreH-cneumndunyeckmx IgE-aHTUTEN MCNonb3yeTcs CbIBOPOTKA UK Nfa3ma nauueHTa.
Hukakne fo6aBKM UM KOHCEPBAHTbI HE HY)XXHbI ANA NOAAEPXaHWA LeNoCTHOCTM obpasua. 3akpbiTebie 06pas-
Ubl, XpaHawuecs npu 2-8°C, OomkHbl 6biTb NpoOaHanM3npoBaHbl B TedeHne 48 4acoB nocre 3abopa KpoBsw.
Ecnu aHanna He MOXeT ObITb NPOBELEH B TEYEHME 3TOMO BPEMEHW, 06paseL, crieaQyeT NepeHecTy B repmeTny-
HO 3aKpbIBaKOLLYOCH NPOOGUPKY 1 3aMOpOo3nTb. Kak 1 ¢ 60MbLLUNMHCTBOM BUONOrMYECKNX MaTepuarnos, crenyeT
naberatb NOBTOPHbIX LIMKIIOB 3aMOpaXmnBaH1a-oTTansaHma obpasua. icnonb3oBaHue reMonn3oBaHHbIX Un
NMNeEMMYHbIX 06PasLIoB He pekoMeHayeTcs. [Nepen aHann3om o6paszel, AOMKEH AOCTUYbL KOMHATHON TemMnepa-
Typbl, 3aTEM €ro criedyeT nepemeLlarb OCTOPOXHbLIM NepeBopadnBaHmemM Npobupku. O6pasLbl JOHKHbI ObITb
ncnbiTaHbl B HEpa3taBeHHOM BUE.

NnoArotToBKA PEATEHTOB

Mepep Havanom aHanMaa NoO3BOSbTE BCEM peareHTam A4oCTUYb KOMHATHOM Temneparypsl.
Bycep ana passepgeHus ob6pasuos roTOB N5l UCMNOJIb30BaHMUS
PacTtBOp KoHblOraTa rOTOB AJ151 UCMONb30BaHUSA

CrtaHpapTbl rOTOBbI [J151 UICMOSNb30BaHWS
KoHTponu rOTOBbI [J151 UICMOSNb30BAHUS
PacTBop cy6cTpaTa rOTOB AJ191 UCMONb30BaHMS
CTon-pacTBop rOTOB AJ191 UCMONb30BaHMS

MpomMbIBO4HbIN pacTBOpP: pa3taBkTe KOHUEHTpaT [poMbiBo4HOro 6ydepa B 25 pas. B rpagynpoBaHHbIA Ln-
nmHap HanuTb 30 MN KOHUEHTpMpoBaHHOro 6ydepa ansa npombiBky. [JoBecTn o6bem Ao 750 Ma gucTunnnpo-
BaHHOW BOAOW. [NepenuTb pacTBOp B EMKOCTb Af18 XpaHeHUs. Pa6o4umin [poMbIBOYHbIN pacTBOp CTabueH npu
XpaHeHun B Te4eHne 1 Helenu Npu KOMHATHOW TemnepaType.

MPOTOKOJ1 AHAJIU3A

1. Jo6aBnaTb cTaHOapTbl, KOHTPONM 1 06pasLbl B MAAHLLET COrNacHoO cxeme aHanuaa.

Kanuépatopbl 1 KOHTPONKW rOTOBbI K MCNOMb30BAHMIO U HE TPebytoT pa3sefeHns. BHectu no 50 Mk cTtaH-

[apToB, KOHTpONen n 06pasuoB B COOTBETCTBYIOLLME A4ENKU MNaHLeTa, COpoUPOBaHHbIMU anfepreHamm.

HakpbITb NnaHweT 1 nHKkybuposatb 1 4ac npu 37°C.

MpOMBbITb A4ENKM BPYYHYIO MM B MPOMbIBOYHOM YCTPOMCTBE pacTBOPOM Asnsi NpombiBkM (3 pasa no 300

MKR). YaanuTe oCTaTkm XUAKOCTU, MPOMOKHYB MiaHLIeT candeTKon.

5. Ho6asutb No 100 MKN KOHblOrata aHTu-IgE-nepokcnaasa B kaxayto a4enky. HakpbiTe NnaHweT U UHKY6u-

posatb 1 yac npu 37°C.

[MpoMbITb IHENKM, Kak onmMcaHo B wware 4.

7. Buectu no 100 mkn pacTteopa cy6ctpata TMbB B kaxayto s4einky, HakpbITb NnaHWeT U nHkyobuposatb 10
MUHYT B TEMHOTE MpU KOMHaTHOW TemnepaType.

8. [Hob6aButb 50 MKN CTOM-pacTBopa B KaXkayto A4elrKy M OCTOPOXHO nepemMeLlaTb COAepXMMOoe JSTYHOK, Ha-
npumep, NOCTy4yas rno pamMke. MIaMepuTb ONTUHECKYIO MAIOTHOCTb PACTBOPOB HA MUKPOMMaHLLETHOM puae-
pe nNpu AnvHe BOMHbI 450 HM (pedbepeHcHas AnvHa BOMHbI 620 HM).

How

o

OBPABOTKA PE3VIJIbTATOB

Mo pedhepeHCHbIM ToYKaM NOCTPOUTL KanMbpoBOYHLIN rpaduk Ha nonynorapndmMmyeckorn ymare (no ocu
abcumcce - log KoHueHTpaumm IgE ME/mMn; no ocu opanHart - onTuyeckasn NAoTHOCTb Ha ANMHE BOMHbI 450 HM).

Onpenenutb 3HaYeHUs KOHUEHTpauun cneumdunyeckmx IgE B aHanMampyemMbix obpasuax B guana3oHe Herno-
CPeACTBEHHO M3 KanMbpoBO4YHOW KpUBOW. Mony4nTb 3Ha4YeHne KoHUeHTpauuu cneunduyeckunx IgE B guana-
30He 0,35 — 100 ME/mn.

BHumaHue: Pe3ynstaThl KOHTPOMEn Ha KOIMMULMEHT 2 YMHOXATb HE HY>XXHO — OHW He ObINn pa3baBneHsbl.

BHumaHue: |_|OJ'Iy'~IeHHbIe 3Ha4YeHnsa KOHUeHTpauun KOHTpOJ'Iel7I AO0J1XHblI COOTBETCTBOBATH 3HA4YEHUAM, YKa3aH-
HbIM B cemeqleaTe Ka4yecTBa, KOTOprVI BKNaablBaeTca B Ha60p.

ANANA3OH USMEPEHUA

Hab6op onpegenseT kKoHueHTpaumio IgE B agnanasoHe 0,35-100 ME/mn.



CXEMA AHAJIU3A
Py4yHasa ob6paboTka

50 Mkn Hepa36aBneHbIX

KOHTpONen, cTaHAapTOB, 0OpasLIOB NaLMEHTOB
3-x KpaTHas 1 yac 37°C
npomMbIBKa
3-X KpaTHas ” 1 vac 37°C
npomMbIBKa
100 mkn TMB cybcTtpata
10 MUHYT Npu
KOMHaTHOW Temneparype
50 mkn cTon pacTBopa

namepeHue 450/620Hm, yepes 5 MUHYT

W

MHTEPMNPETALUWA PE3YJIbTATOB

PekoMeHayeTca KaXkaon nabopaTopumn yCTaHOBUTbL CBOW COBCTBEHHbIN pedhepeHc-ananasoH.
PekomeHgoBaHbI criefytoLime guanasoHsbi:

IgE < 0.35 ME/mn MOXHO ynoTpebnaTb STOT NPOAYKT B NULLY, PEKOMeHIyeTCs
He JeTeKkTupyemble 06paTuTb BHMMaHMe Ha pe3ynetaTthbl IgG4-Tecta

> 0.35 IgE < 0.7 ME/mn OpnuH vnu gBa pasa B Heenio MOXHO ynoTpebnaTb 3TOT NPOJyKT,
cobnogas potaumio NpoayKToB
N3beranTte ynoTpebreHns B NULLY OAHHOMO NpoayKTa no KpanHewn

IgE > 0.7 ME/Mn
Mepe 3 mecsaua, He3aBUCUMO OT pe3ynbTaToB aHanu3a Ha IgG4

JIMTEPATYPA
CM. VHCTPYKLMIO Ha aHIIMINCKOM Ai3bIKe.

MEPbI MPEAOCTOPOXHOCTU

1. CornacHo ctaTtbe 1 naparpada 2b Oupektusbl EC 98/79/EC ncnonb3oBaHue MeQULMHCKOrO 060pyaoBaHMa onis
LMarHoCTVKu in-vitro npeaHa3HaveHo ans obecneyveHns NpoM3BOANTENEM rapaHT M MPUFOSHOCTM, HagNeXaLLmx IKC-
nnyatauuoHHbIX nokasaTenen n 6e3onacHoCcTV npodykra. [1o3Tomy Heo6xoQMMOo CTPOro co6sofaTth yKasaHHy B
VHCTPYKLMM MO NPUMEHEHUIO METOAMKY MPOBEAEHUA aHaNN3a, a TAKXE NPUHATL K CBEAEHMIO N3NOXEHHbIE fAHHbIE,
npegynpexneHns n npegoctepexeHus. Habop MOXET NPUMEHSATLCA UCKITIOUUTENTbHO B COOTBETCTBUM C U3JIOXKEHHLIM
Ha cTp. 1 (n. «HasHaueHue»).

2. OnpepenexHne HeOH6XOAMMO MPOBOAWTL B COOTBETCTBMM C OAHHOW MHCTPYKLUMEN (KOTopas COOepXWUT BCIO HEOHXo-
OVMYI0 MHpopMaLMIO, B T.4. U NpedynpeXxaatoLlero, n NpefocTeperatLLero xapakrepa). Micnonb3oBaHue TeCTOBOrO
Habopa COBMECTHO C aHanu3aTopamu 1 Nogo6HbIM 060pyaoBaHMEM HEOOX0AMMO BanuanpoBath. Jllobble U3MEHEHWS
AmM3aiiHa, KOMNo3nLMM METOAMKM ONpefeneHus, a Takxxe UCNoNb30BaHNe B COYETAHNU C KAKUMU-NNGO UHBIMU HE CaHK-
LIMOHMPOBaHHBLIMM NPOU3BOAMTENEM MPOQYKTAMU HE ABASAITCA MPaBOMOYHLIMU; NPWU NOJOOHLIX U3MEHEHUSX, NPUBO-
OALWMX K HEBEPHbIM pe3ynbTatam aHanm3a v UHbIM NPOUCLLECTBUAM, NOSb30BaTeSlb HECET JINYHYIO OTBETCTBEHHOCTD.
MNpon3soauTeNib He HECET OTBETCTBEHHOCTU 3a Nt06bIE pe3ynbTaThl, KOTOPbIE NOMyYeHbl METOLOM BU3YanbHOW OLEHKM
o06pasLoB 4na aHanuaa.

3. Ha6op npegHasHa4eH ons npUMeHeHns 06y4YeHHbIM Y KBanMULMPOBAHHBIM NEPCOHANOM A1 PeLLEHUs UCKoYK-
TENbHO UCCNeaoBaTENbCKMUX UM OMAarHOCTUYECKMX 3afa4. AHaNN3 He MOXET MPOBOANTLCH 6EPEMEHHbLIMU XXEHLLIMHAMM.
4. [labopaTtopHoe 060pyaoBaHMe HEO6X0AMMO COAEPXaTb B COOTBETCTBMM C MHCTPYKLMAMM NPOM3IBOAMTENSA, a Takxke
MPOBOAMTbL NMPOBEPKY KOPPEKTHOrO (DYHKLIMOHMPOBAHMS Nepeq ero NCnosib30BaHNEM.

5. VckniounTenbHO ana auarHoCcTukm in-vitro. [lonyckaetcs nullb OAHOKPATHOE UCMOSb30BaHWe. He NnpuMeHsTb KOM-
MOHEHTbI C UCTEKLUMM CPOKOM rogHOCTW. He ncrnonb3oBaTh COBMECTHO C JaHHLIM HABOPOM peareHTbl MHbIX NPOM3BO-
OUTENEN NN KOMMNOHEHTLI HAB0POB U3 Pa3HbIX MAPTUI (32 UCKITIOYEHWUEM CIyYaeB, OrOBOPEHHbIX Ha CTP. 2).

6. He ncnonb3oBatb KOMMNOHEHTLI HA60PA MPW HapYyLLEHWUW LIeNOCTHOCTY UX yNakosku. MNepen npuMeHeHneM nNpoBecTu
MPOBEPKY BCEX PACTBOPOB HA MUKPOBMONOrMYEecKoe 3arps3HeHne. B Lensx UCKAYeHUs ncnapeHns u MMKpoouono-
MMYECKOro 3arpsi3HeHns HEOOXOAMMO Cpasy nocse UCMOob30BaHWs NNOTHO 3aKpbiBaTh BCE (INakoHbl. He o6MeHuBaTh
3aBMHYMBAIOLLIMECS KPbILLKW HA (hakoHax ¢ peareHTamu.

7. Habop aTTecTtoBaH K NPUMEHEHWIO NpK TeMnepaTypax, KoTopble yka3aHbl B CXeMe NPoBeAeHUs aHanu3a (CM. CTp.
4). BbinonHeHus aHannsa npu 605ee BbICOKUX UM HU3KUX TemnepaTypax MOXET NPUBECTU K MOMYYEHWUIO 3HAYEHWA,
KOTOpbIe He YKNafblBaoTCA B AnanasoH npueMnemMomn TO4HOCTH.

8. MNpombiBaHVe ABNSETCA KpanHe BaXKHOW npoueaypon. HeHaanexallee nposedeHne faHHoM npouenypbl NpUBeaeT K
NCKaXKEHUIO pe3ynbTaTtoB aHanu3a. PekoMeHayeTcs NPUMEHATb MHOMOKaHamNbHbIE NMUMETKU U aBTOMaTUYECKME YCTPONR-
CTBa 19 NPOMbIBaHUS MUKPOMJIHLLET.

9. [1nA UCKNOYEHUs NEPEeKPECTHOW KOHTaMUHALMW U NONYHYEHUS IOKHO-MONOXUTENbHBIX PE3YNbTaTOB HACTOATENIbHO
PEKOMEHLYETCS BCE Onepaumu ¢ NUNneTkammn OCyLLECTBAATL OOMKHbIM 06pa3oM. Crefyet NPUMEHSATL TOMBKO YNCTbIE
HaKOHEYHWKM, [03aTOpbl 1 N1abopaTopHyo nocyay.

10. KOMMOHEHTbI HA OCHOBE Y€10BEYECKOWN ChbIBOPOTKN NPOBEPASIUCE C UCTONb30BaHWEM METOAMK, COOTBETCTBYIOLLIMX
craHgaptam EC Ha npucytcteme aHtuten k HIV1 / HIV2, aHtn-HBc, antn-HCV, a Takxe K aHTureHy renatuta HBsAg
— pe3ynbrathl ObINN HaAEHbI OTPULATESNIbHBIMU. TeM HE MeHee, C MaTepuanaMm Ha OCHOBE YESI0BEYECKON CbIBOPOTKU
HEO6X0aMMO 06paLLaThCs Kak ¢ NOTEHUMaNbHO UHADEKLMOHHBIMK (Bronornyeckas OnacHoCTb).

11. HekoTopble KOMMNOHEHTbI Habopa MOryT CoAepXaTb Obl4MiA CbIBOPOTOYHBIN anbOyMUH C OTCYTCTBYIOLLMM, COMfIacHO
[aHHbIM NPOM3BOAUTENS, UHDEKLMOHHBIM NOTEHLMANOM. V3-3a BO3MOXHOCTM NPUCYTCTBUA HEOOHAPYXMBAEMbIX UHJIEK-
LIMOHHBIX areHTOB CO BCEMMU MPOdyKTaMu XWBOTHOrO NPOUCXOXAEHWUS PEKOMEHIyeTCs obpalleHne Kak ¢ NoTeHUMansHo
MHEKLMOHHBIMU.

12. Heobxognmo cobniogatb cregytolime npasuna 6e3onacHOCTV nNpn paboTe CO BCEMU peareHTaMu: - He 3aHOCUTb
B rnasa, Ha Koxy unu Ha ogexay (P262). He Bapixatb aspo3onb (P260). Hu B Koem cnyyae He paboTtaTh ¢ nMneTkamm
pTOM, @ C MPUMEHeHMeM Hagnexatumx npucnocobnenuii. - MPU MPOITIATbIBAHWW: npononockats poT. Peoty HE
BbI3bIBaTh (P301/330/331). - MPU MONALAHUN HA KOXY (Bonochl): cpasy xe CHATb / yaanuTb BCO 3arpsA3HEHHYHO
ofexay. 3arps3HeHHbIN y4acToK NPOMbITb BogoM / nog, aywem (P303/361/353). - NP BObIXAHUW: BbiBeCTM nocTpa-
[AaBLLUEro Ha CBeXWi BO3ayX 1 o6ecrnednTb NOKON B MOMOXEHNM, yaooHOM ans abixanus (P303/340). - NP MOMALA-
HW B TMA3A: B Te4eHMe HECKOSTbKMX MUHYT OCTOPOXHO MPOMbITb BOZON. [pn BO3MOXHOCTUN CHATb KOHTaKTHbIE NNH-
3bl (ecnu TakoBble NpUcyTCTBYIOT). MpombiTh ewe. (P305/351/338) - npy NnpoBefeHWN aHann3a He NPUHUMATbL MULLY,
HanNWTKN U He KypWuTb. XpaHUTb BAANM OT MULLEBLIX / KOPMOBbBIX MPOAYKTOB U HAMWUTKOB. - UCMONMb30BaTh 3aLLMTHbIE
nepyaTtku / 3almnTHyto cneuodexay / cpeactea 3awmtbl rnas (P280). MNMocne paboT ¢ KOMNOHeHTamu Habopa TwaTeslb-
HO BbIMbITb pykM (P264) 1 06ecneymnTb yxoa 3a KOXeN. - nacnopt 6€30MacHOCTM NPefoCTaBAseTcs no 3anpocy.

13. PacTBOp cTON-peareHTa BbI3bIBAET CUSIbHbIA OXOI KOXU 1 nopaxeHue rnas (H314).

14. Bo3MOXHa noTeHumanbHas MyTareHHas akTUBHOCTb pacTtBopa TMB B BbICOKMX KOHUEHTpaumsax. Beuay Hu3kon
KoHueHTpaumn TMB B pacTBope cy6cTpata ero MytareHHoe JevCTBUEe NpU Haafexallem UCnofb30BaHU MOXHO UC-
KITHOHNTb.

15. KoHcepsupytowme areHtol (Bronidox, Thimerosal, Azid) 06nagatoT TOKCUYHLIM OEACTBUEM Ha BOOHbIE OpraHU3Mbl,
HO B TakUX KOHLEHTpaUusX yxXe He NPeAcTaBnsoT onacHOCTM AnS OKpyxatoLlein cpedbl. [pu ytmnnsaumm 60bLmx
KOMIMYECTB peareHToB HEO6X0AMMO UX CMbIBaHWE 06WNbHBIM KONMYEeCTBOM BoAbl. Thimerosal (6ydepHbit pacTsop B
AN POMbIBKW) NpY ANUTESNILHOM USIW PErynspHOM BO3OENCTBUMN MOXET 06MafaTth nopaxarLmnm opraHbl 4ENCTBUEM
(H373).

16. OTxofp!, cojepxalumne CbIBOPOTKY, HEOOX0OMMO cobupaTb B OTAENbHble EMKOCTM, KOTOpblE COAEepXaT COOTBET-
CTBYIOLLUMIA [E3NHPULMPYIOLLMIA areHT B JOCTaTO4HbIX KOHLUeHTpaumsax. O6palleHue ¢ JaHHBIM MaTepuanioM LOMKHO
COOTBETCTBOBATb rOCYAAPCTBEHHLIM HOPMaM U pernaMeHTam no 6e30nacHOCTM Npu paboTe ¢ B1ONOrNYECKM ONacHbLIM
mMaTepumanom.

17. Y710 KacaeTca TeCTOBbIX HAGOPOB A5 AMArHOCTUKU in-Vitro, KOMNaHWS CCbINAeTCca Ha rocynapCTBEHHbIE HOPMbI B
OTHOLLEHWUN MELULIMHCKOrO 060pYa0BaHUS.
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BACKGROUND

significantly over the past decades. The term allergy is often used for Type | hypersensitivity reactions
(immediate type reactions), whose symptoms generally occur during 30 minutes after contact with the
allergen. The most frequent symptoms are: hay fever (rhinitis), trachoma (conjunctivitis), hives (urticaria),
allergic asthma and, as the most dangerous manifestation, anaphylaxis (the anaphylactic shock).

The allergens causing Type | hypersensitivity reactions are mostly proteins derived from the natural environment
e.g. plant pollen, animal hair, food, mites, and insect venoms. The characteristic of Type | allergies is the
involvement of allergen specific immunoglobulins (antibodies) of class E (sIgE). Hence, the detection of sIgE
is an important tool of recent allergy diagnostics.

INTENDED USE

The kit is intended to detect food antigen- specific IgE in human serum or plasma.

PRINCIPLE

The principle of the test is based on Enzyme Linked Immuno Sorbent Assay (ELISA) technique. Microplates
were coated with food allergens of specific interest, each antigen in a separate well. Patient serum or
plasma is applied to antigen coated wells. During incubation the specific IgE of the patient sample bind
to the antigens (allergens). After addition of the anti-human-IgE-Enzyme-Conjugate (IgE - Horseradish -
Peroxidase = IgE-HRP) a solidphase-bound antigen-IgE-Anti-IgE-HRP-complex is formed. The presence
of the bound antigenantibody-complexes is detected enzymatically by application of the TMB Substrate
(Tetramethylbenzidine). After stopping the enzymatic reaction with phosphoric acid (H3PO4) the optical
density of the yellow colour, that is direct proportional to the specific IgE concentration of the patient sample,
is measured spectrophotometrically at 450 nm (reference wave length 620 nm). 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

Component Volume
Anti-IgE-Enzyme-Conjugate 1x15wmn
Washing Buffer Concentrate 1 x 30 mn
TMB Substrate, ready to use 1x16 Mmn
Stop Solution (9,5% H3PO4) 1x12 mn
Dilution Buffer 1x11 mn
Calibrators 6 x 0.5 mn
Positive Control 1x0.5mn
Negative Control 1x0.5mn
Coated plate 1x

LABORATORY EQUIPMENT

Pipettes: 10-100 pL, 200-1000 pL, Multipette, pipet tips, tubes for dilution of the specimens, measuring glass,
lab watch, microplate-reader, incubator, covering foil.
Optionally: microplate-washer/

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. Repeated 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 should
be tested undiluted. The use of haemolytic or lipemic specimens is not recommended.

PREPARATION OF REAGENTS

Before starting the assay let all samples and reagents reach RT.

Dilution Buffer: ready to use
Conjugate: ready to use
Calibrators: ready to use
Controls: ready to use
TMB Substrate: ready to use
Stop Solution : ready to use

Concentrated Washing Buffer: The concentrated Washing Buffer has to be diluted 1:25 in aqua bidest.
Dilute 30 mL Washing Buffer concentrate with 720 mL distilled water (end volume 750 mL). The resulting Wash-
ing Buffer is stable for one week at RT.

ASSAY PROCEDURE

1. Follow the pipetting scheme provided with the kit.

2. Calibrators and controls are ready to use and have not to be diluted! Pipette 50 pL of the calibrators, controls
and patient sample into the respective wells.

3. Cover plate and incubate for 60 min at 37°C.

4. Wash the plate manually or with an appropriate ELISA plate washer at least 3 times each with 300 pL/well.
Remove residual liquid by dunking the microplate on a tissue.

5. Add 100 pL of anti-IgE HRP conjugate to each well. Cover plate and incubate for 60 min at 37°C.

6. Repeat washing procedure as described in step 4.

7. Add 100 pL of TMB Substrate to each well, cover the plate and incubate for 10 min at RT in the dark.

8. Pipette 50 pL of Stop Solution in the same order as the substrate into each well. It is recommended to mix the
solution in the wells by carefully knocking on the frame. After five minutes read OD at 450 nm (reference wave
length 620 nm) using an appropriate microplate reader and calculate the results as described

below.

CALCULATION OF RESULTS

It is recommended to use validated software for the calculation of the results. For manual calculation generate
a graph from the OD [D 450 nm — 620 nm] values of the six Calibrators on half logarithmic paper (Abscissa:
log U IgE/mL; Ordinate: linear OD D 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 OD is mapped on the Ordinate and
the result in U/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.

RESULT INTERPRETATION

It is recommended that each laboratory defines and evaluates its own reference ranges.

MEASURING RANGE

Specific IgE-concentrations between 0.35 and 100 IU/mL can be determined.

RECOMMENDATION
IgE < 0.35 IU/ml Foods can be eaten without problems
nondetectable (pay attention to the results of the IgG4-test)
0.35-0.7 IU/mi Foods 1 to 2 times allowed per week, rotating
> 0.7 IU/ml Avoid Foods at least 3 month (independent of IgG4-Testing)



TEST SCHEME IgE

50 pL undiluted calibrators and controls /

undiluted patient samples

100 L Conjugate

100 pL TMB Substrate

0 Q 10 min RT

50 pL Stop Solution W

Read at 450 nm agamst 620 nm after 5 min
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PRECAUTIONS FOR USERS

1.In compliance with article 1 paragraph 2b European directive 98/79/EC the use of in-vitro diagnostic medical
devices is intended to secure suitability, performance and safety of the product by the manufacturer. There-
fore 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 1 (intended use).

2.The test must be performed according to this instruction, which contains all necessary information, precau-
tions 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 products
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 test-
ed 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 6) 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 8). 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 recom-
mended 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 in-
fectious potential is known. Due to the eventual occurrence of undetectable infectious agents we recommend
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 handling
(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 (Bronidox, Thimerosal, Azid) are toxic to aquatic life, but their concentration is not haz-
ardous to environment anymore. On disposal, flush large volumes of reagents with plenty of water. Thimero-
sal (WashBuf B) may cause damage to organs through prolonged or repeated exposure(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 guidelines
or regulations.

17. We refer to the national regulations of medical devices regarding in-vitro diagnostic test kits.
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