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Specific IgE EAST 0540200PKL  \I/ 200 OnpepeneHuii

BBEAEHUE

3a nocrnegHve gecaTunetTus BO BCEM MUpe 3Ha4YMTeNlbHO BO3pOCa YactoTa CriyvaeB annepruyeckux
3aboneBaHnin. TepMyH «anneprus» 4acTto UCMOMb3yeTca AnA 0603Ha4YeHUs peakuui rmrnepyyBcTBU-
TenbHoCTU | TMNa (peakumi HeMeanneHHOro TMna), CUMNTOMbI KOTOPbIX O6bIYHO MOABAAIOTCA B TEYEHUE
30-60 MWHYT Nocne KoHTakTa ¢ annepreHom. Hanbonee 4acTbiIMU CUMNTOMaMMU ABASAKOTCH: CEHHAsA Nn-
xopagka (PUHUT), KOHBIOHKTUBUT, KpanueHULA (YPTUKapHas Cblifb), annepruyeckas actMa u kak camoe
onacHoe nposiBrieHne — aHadunakcusa (aHadunNakTM4ecKmi WoK). Anneprexsl, Bbi3blBaroLLme peakLumm
rMNep4yBCTBUTENBHOCTM | TMNA, B 60MBLUMHCTBE CBOEM ABNAIOTCA 6enKamMu NPUPOLHOro NPOUCXoXae-
HWA, Hanpumep, NbifbLa PacTeHW, BOTOCAHOM MOKPOB XUBOTHbIX, NULLEBbIE NPOAYKTbI, KNeLy 1 aabl
HaceKoMbIX. XapakTepHOM OCOBGEHHOCTLIO anneprun | Tuna aBnseTca ydactue anneprexH-cneynduye-
CKUX UMMYHOro6ynuHoB (aHTuten) knacca E (sIgE). NMoatomy BbiaBneHve SIgE aBnseTca BaXHbIM
CPEACTBOM COBPEMEHHOW ONArHOCTUKWU annepruu.

HA3HAYEHUE

depmeHTaTMBHbIN anneprocop6eHTHbI TecT (EAST) Ha cneundomyeckue IgE npegHasHadveH gns Ko-
NMYeCTBEHHOro onpeaeneHns cneumduyecknx IgE B cbiBopoTke unu nnasme 4Yenoseka. Peadynsrartsl
y4uTbIBAKOTCS NPY AMarHoCTUKe annepruv | tuna.

NMPUHUUMN METOAA

depMeHTaTMBHbIN anneprocopbeHTHbI TecT (EAST) Ha cneuundpmyeckue IgE, npegHasHayeHHbIV ons
KONMMYECTBEHHOIO M3MepeHus crieunduyeckmx IgE, npoBognTcs Ha MUKPOTUTPOBASbHBIX MlaHLLeTax.
Ha atane nepsoun nHKy6aumm o6pasupbl NauneHToB MHKYOMPYIOT Ha OUCKax C UMMOOUIIN30BaHHbIMU
annepreHamu. NpombiBaHNEM yoanstoT U3ObITOK KOMMOHEHTOB CbIBOPOTKWU M3 JIYHKWU, B TO BPEMS Kak
annepreH-cneunduyeckun IgE octaetcs ceAzaHHbIM. 3aTeM JOOABASIOT aHTUTEN0, MeYeHoe LLesoY-
HOW cpocpatason, 4TO NPMBOAUT K 06Pa30BaHUID KOMMMEKCOB annepreH/slgE/koHblorat aHtuTen K
IgE. CHoBa npombIBalOT NYHKKU, A06ABNAOT pacTBOp cybcTparta (n-HutpodpeHundocdara pNPP) n
WMHKYOUPYIOT C MOSlyYEHMEM B UTOre XENTOro LBeTa, ecnv NPUCYTCTBYET KOHbloraT. depmeHTaTuB-
HYO0 peakLMIo OCTaHaBMBaloT ¢ nomoLpbto Hatpusa rmgpokenga (NaOH), ontnydeckyto nnotHocTb (OfT)
OKpaLLUeHHOro npoaykKra peakumMm n3MepsitoT CrnekTpod@oTOMETPUYECKN Ha AnvHe BOSHbI 405 HM (pe-
hepeHcHas annHa BonHbl 620 HM). KoHueHTpauwms sIgE B o6pasue nauyneHta nponopumoHansHa Orl.
KannépoBo4Hble cTaHAapTbl C U3BECTHbIMU KOHLEHTpaumamu IgE (kanubposaHHble no ctaHpapTy BO3
75/502) aHanM3npyrT OQHOBPEMEHHO C O6pasuamMn nauneHta gnsa nonyvyeHns KanmoépoBOYHOW Kpu-
BOW. HenaeecTHble KOHUeHTpaumuy IgE B aHannampyembix o6pasuax paccymTbiBaloT Mo AaHHOM KPUBOW.

KOMMOHEHTbI HABOPA

KoMnoHeHTbl Habopa Kat. Ne0540200PKL

AHTU IgE dbepmeHTaTUBHBIN KOHBIOraT 1x10,4 mn
KoHLUeHTprpoBaHHbI 6ydep Ans npoMbiBKK (50x) 1 x 30 mn
Cy6cTpaTHbIn 6ydep 1 x50 mn
Tabnetkun cybctpata (PNPP) 10 x5 ™mr
Cron-pacteop (1N NaOH) 1x10 mn

HEOBXOAUMbIE MATEPWUAIbI, HE BXOAALWME B COCTAB HABOPA

Ha6op ctaHaapToB Ha 6 NOCTaHOBOK KaT. Ne74000PQ
OTanoHHble ONCKM ¢ aHTuTenamum K IgE 2 KacceTbl X 25 OUcKoB
Kannéposo4Hble ctaHgaptel 0.35, 0.7, 3.5, 17.5 ME/Mn 4 x0,8Mn

Anneprogucku KaTtanoxHbi Ne annepreHa

KoHTponu Kat. Ne07001 / 07002
[MonoXuTenbHbIA KOHTPOSb 1x0,5mn
OTpuuatenbHbIN KOHTPOSb 1x0,5Mn

HEOBXOAUMOE JIABOPATOPHOE OBOPY[JOBAHUE

Munetkn o6vemom 10-100 mkn 1 200-1000 mkn, gosatop Multipette, HaKOHEYHMKK ONA NMNETOK, NPOo-
O6VpPKM Ansa passegeHua obpasua, CTEKNMAHHBIM MEPHbIN LMNNHAP, pyaep Ansa TeepaodasHoro MMMyHoO-
hepmeHTHOro aHanunaa (ELISA), donbra ana 3akpbiBaHUs, yCTPOMUCTBO ANs NPOMbIBAHUS MUKPOMJIaH-
LLeTOB, MHKY6aTOp (Mo BbI6OPY), nabopaTopHble Yackl, AUCTUNNMPOBaHHAA BoAa.

CBOP N NOAIrOTOBKA OBPA3LI0OB

[na paHHOro aHanvsa MOXHO MCMOSb30BaTh CbIBOPOTKY My nnasmy. [Ona coxpaHeHus LenocTHO-
CTM o6pasua HMKakne Jo6aBKU UM KOHCepBaHTbI He TpebytoTcs. O6pasLbl HE06X0AUMO XPaHUTL Mpu
2-8°C 1 aHanuaupoBaTb B TedeHue 48 yacos nocre B3aTus 06pasuoBs. [py HEBO3MOXHOCTU NPOBECTU
aHanu3 B Te4yeHne 48 4acoB U eCriv HyXHa TpaHCrnopTupoBka obpasua, obpaseL, Heo6xoanmo 3a-
KpbITb U 3aMopo3nTb. CnegyeT nsberatb NOBTOPHOIrO 3aMOPaXXMBaHNA U pa3mMopaxmsaHus. 3aMopo-
XeHHble obpasLbl crefyeT pasMopaxmsaTb MNPy KOMHATHOM Temnepartype (KOMHaTHas Temneparypa,
20-25°C) n, akkypaTHO nepeBopa4meas, TaTenbHO nepeMeLunBaTh nepeg aHannm3omMm. O6pasubl cne-
AyeT aHanu3uposaTb 6e3 pa3BefeHUs. He pekomeHOyeTcs UCNONb30BaTh rEMONU3MPOBaHHbIE UK
nvnemMmn4eckue oépasupl.

NnoAroToBKA PEATEHTOB

Bce peareHTbl nepen ncrnonb3oBaHMeM OOBECTU 0 KOMHATHOM TemnepaTypbl.

KoHbrorat ¢ chepmeHTOM: rOTOB K UCMOMb30BaHMIO

Kanun6poBo4Hble cTaHAApPTbl U KOHTPONU: rOTOBbI K MCMOSIb30BaHWUIO

Cy6cTpaTHbIN 6ychep: TpebyeTcs CBEXENPUroTOBMIEHHbIN
Cron-pacTtBop: rOTOB K MPUMEHEHWIO

KoHLUEeHTpMpOBaHHbIN MPOMbIBOYHbIN 6Gychep: KOHLEHTPUPOBAHHBIA MPOMbBIBOYHBIA PACTBOP He-
06X0OMMO pas3BeCTN AUCTUNNIMPOBAHHOW BOOOW B COOTHOoLeHuU 1:50 (Hanpumep ana 2 cTpunos no-
Tpebyetca 10 mn npomMbiBOYHOrO pacteopa. CnegosartenbHO 200 MK KOHLEHTPMPOBAHHOIO NPOMbI-
BOYHOro 6ydrepa Hy>XHO pasBecTV OUCTUANIMPOBAHHOW BOLOM [0 NOSlyYeHUs KOHeYyHoro oobema 10
Mn). MonyyYeHHbIM TakMM 06pa30M NPOMbIBOYHBIN 6ydiep cTabuneH B Te4eHne OJHOM Hegenn rnpu KoM-
HaTHOW TemMneparype.

NMPOLEAYPA NMPOBEAEHUA AHAJIU3A

1. NogroToBsTe NPOTOKON ANA NPOBefeHnsa aHanu3a. KanmbpoBo4Hble CTaHAapThl U KOHTPOMU PEKo-
MeHyeTCcs aHanM3npoBaTb B BYX NOBTOPHOCTSX.

2. C noMOLLbH0 NNaCTUKOBOMO MUHLUETA NEPEHECUTE 3TANIOHHbIE AUCKN U OUCKU C annepreHamMmuy B JTyHKU
nnaHweTa B COOTBETCTBMM CO CBOUM MPOTOKOSIOM.

3. C nomMoLLpbto NUNETKU NepeHecuTe poBHO 50 MK KannbpoBOYHOIO CTaHAapTa, KOHTPOoss 1 06pa3LoB
naumeHToB HEMNOCPEACTBEHHO HA COOTBETCTBYOLNIM ANCK. HaKponTe nnaHweT U UHKYO6UpymTe B COOT-
BeTcTBMM ¢ Tabnuuen 1.

4. MNMocne 3aBepLUeHUa MHKY6aUUM NPOMOMNTE KaXAyHo JIYHKY MaHLeTa ¢ NOMOLLbID COOTBETCTBYHO-
Lero ycTpomncTea A8 NpoMbiBaHMA NaHWeToB ANna TeBepnodasHoro MMMYHOEPMEHTHOIoO aHannsa
(ELISA) 4 pasza, npombiBaTb cnegyeT 4 pasa, ncnonbdys no 1000 Mkn pasBefeHHOro NPOMbIBOYHOIO
6ychepa n npumeHsas metopf, nepenvea (owerflow).

5. C nomMoLLblo NUNETKN NepeHecuTe poBHO 50 MK KOHblorata aHtuten K IgE Ha kaxpgpin guck. Ha-
KpouTe nnaHLIeT U MHKYOUpynTe B COOTBETCTBUM C Tabnuuen 1.

6. MpumepHO 3a 1 Yac 0o UCMONbL30BaHMSA NPUrOTOBLTE PACTBOP cybcTpaTa U XpaHUTe ero B TEMHOM
MecCTe [0 Tex Mnop, noka oH He notpebyetcs. Mcnonb3ynte ogHy TabneTky Ha 5 Mn cybcTpaTtHoro 6y-
depa.

7. MNoBTopUTe Npoueaypy NPOMbIBAHUS, KaK ONMCaHO B MYHKTE 4.

8. C nomoLbto NuneTkn nepeHecute 200 MK pacTBopa cybcTpaTta B KXyt JYHKY U MHKYOUpynTe B
cooTBeTcTBUM ¢ Tabnuuen 1.




9. [o6aebTe 50 MK CTON-pacTBOpa B KaXAYIO JIYHKY B TOM XE NOpsgke U ¢ TEMU Xe UHTepBanamu,
4YTO M pacTBoOp cybcTparta. PekomeHayeTcs nepemMeluaTb pacTBOp B NIyHKaX, cfierka noctyyas Mo pam-
Ke. VIHKy6upyirTe nnaHweT 5 MUHYT nNpyu KOMHaTHOM Temnepatype. C NOMOLLbI0 MUKPOMIAHLLETHOrO
pugepa npountante 3HadeHe Ol Ha gnuHe BOnHbl 405 HM (pedhepeHcHasa annHa BOSHbl 620 HM) w
paccunTanTe pesysnsTaTtbl Mo o6pasLam U KOHTPONAM, Kak OnncaHo Ha ctpaHuvue 4.

Ta6nuua Ne1: Cxema uHKy6auumn

OnucaHune aHanusa

OAnuTenbHbIN KopoTtkumn CoKpalleHHbIN
CbiBOpOTKa - UHKY6auua 3 yaca npu KT 2 yaca 37°C 1437°C
KoHblorat - MHKy6auus 18 yacos npu KT 2 yaca 37°C 1437°C
Cy6cTpart - MHKy6auus 45 MuHyT npun KT 1 yac 37°C 1437°C

KT = komHaTHas Temneparypa

CXEMA NMPOBEJAEHUA AHAJIU3A

PHEHPEH'E'I'IHTE AOHCKW C annepreHamu

50 mkn KanwbpoBo4YHBIX cTaHOapTOR [
KowTpone# | O6pasuoe

3 yaca npw 20-25°C
4-X kpaTHas 0 9 2 uaca npu 37°C
NpoMbIBKa 1 yac npu 37°C
50 mrn KoHsorara

18 yacoe npw 20-25°C

4-X KpaTHas ‘ 2 yaca npw 37°C
npoMsiBKa 1 yac npw 37°C
MogroToBWTsL pacTeop cyBeTpara
200 mrn Cybecrpar TMB
‘ 45 MUHYT npu 20-25°C
60 MUHYT npu 37°C
60 MuHYT npw 37°C

50 mkn Cton-pacTeopa

O

CuMTLIBAHWE PE3YNLTATOR Yeped 5 MUHYT
Ha ANWHE BONHLI 406 HM
B CPABHEHWM C ANWHOWA BONHLI 620 HM y

BbIMUCJNIEHUE PE3YJIbTATOB

[ns BblYMCNEHMA pe3ynbTaToB PEKOMEHAYETCA UCMONb30BaTh NpoLlellee BanMaaLmnio NporpaMmmMHoe
obecneyeHuve. [1ns BbIYMCNEHNS BPYUHYIO, BbIYUCNAIOT CPEAHUE 3HAaYeHUs onTuyeckon nnotHocTu (OI)
anst KannbpoBOYHbIX cTaHAapToB U KoHTponewn [A 405 HM — 620 HM]. Mo cpegHuM 3HadveHunsam Ol ve-
Thipex KanmbpoBO4HbIX CTaHAAPTOB CTPOAT rpaduk Ha nonynorapudpmmyeckon ymare (aécuucca: log
ME IgE/mn; opamHaTa: nuHenHasa Ol A 405 HM — 620 HM) 15 NOnyYeHUs cTaHgapTHOW KpBoW. KOH-
ueHTpaumio sIgE B o6pasue naumeHTa onpegenstoT Ha OCHOBE 3TOW CTaHOapTHOM KPUBOW. 3HadeHue

3HadveHune Ol oTknagbiBatoT N0 OCKU opaunHar, pesynstat B ME/Mn MOXHO npo4dmTaTtb No ocn abeumcce.
CraHpapTHas KpuBas M KOHTPONU LOSMKHbI COOTBETCTBOBATL AMaNa30oHy NpUEMSIEMbIX 3HA4YEHUI, YKa-
3aHHbIX B CepTudmkaTax KOHTPONS Ka4yecTBa, KOTOpble NOCTaBNATCS BMecTe ¢ HabopoMm. B npoTtus-
HOM cny4yae Heo6xoaMMO NPOBEPUTL YCNOBUA NPOBEAEHMSA aHann3a 1, BEPOSTHO, NOBTOPUTb aHanna.
Knaccel RAST (pagnoanneprocop6eHTHOro Tecta) onpenensatoT Ha OCHOBE KOHLUEHTpauun, u pesysb-
TaTbl UHTEPNPETUPYIOT CNEAYIOLLNM:

Knacc ME/mn sigE NHTepnpeTauus
4 >17,5 OyeHb BbICOKUI
3 3,50 -17,50 Bbicokuin
2 0,70 - 3,50 CpeaHui
1 0,35-0,70 Huaknn
0 < 0,35 He nopnaetca o6Hapy>XeHuto

OXWAAEMbIE 3HAYEHUA

KnuHn4eckas BaXXHOCTb MONOXUTENbHOMO peaynbraTa aHanmsa 3Ha4YuTeslbHO BapbupyeT B 3aBUCUMO-
CTN OT KOHKPETHbIX annepreHoB. [M0aToMy HacToATeNbHO PeKoMeHayeTcsl, YTo6bl Kaxaaa naéopaTo-
pvsi CaMOCTOSITESIbHO ornpepensna amanasoH HopMasbHbIX 3HA4YEHWUIA AN KaX40ro OTAeNbHOro annep-
reHa. YkasaHHble Bbllle 3Ha4eHMs1 MOXHO UCMONb30BaTh B KA4ECTBE OpUeHTpa Afs MHTeprnpeTauum.

AnnepreHbl ¢ HSA

Hu3komonekynspHble annepreHbl (ranteHbl), HaNpuMep, NEHUUUINIMH 1 n3ounaHaTbl U HEKOTOpble
ApYyrue nekapcTBeHHble U NPOodIeCCUOHarnbHble annepreHbl UMMOOUIM30BaHbl Ha AMCKax Yepes (Cbl-
BOPOTOYHbIV anbbymuH Yenoseka / HSA). B pegkux cryyasx ob6pasubl NauMeHToOB MOryT codepXarb
crneundmyeckme IgE kK HSA. Moatomy ana kaxxgoro oépasua naumeHta Heo6xoanumo NPoBeEPATb peak-
unto Ha cam HSA nocpefcTeom aHanmsa gucka ¢ HSA-KOHTPONEM M CpaBHEHWUSI Pe3ynbTaToB C KOHbIO-
raTom annepreHa ¢ HSA.

PEKOMEHHVEMaﬂ UHTEepnpeTauyus:

KoHueHTpauuto sIgE B npucyTcTBumn KoHblorata ¢ HSA namepstoT napannensHo ¢ onpegeneHvem sige
K HSA. KoHueHTpaumio, yCTaHOBMIEHHYIO Npu aHanuae gucka ¢ HSA cnefyet BblHeCTb U3 KOHLIEHTpa-
LK, NOSlyYEHHOM Npu aHann3e COOTBETCTBYHOLLEro KoHbtorata ¢ HSA.

AnbTepHaTMBHas UHTepnpeTauus:
PesynbTrat onpegeneHns KOHTPOsIbHOro aucka ¢ HSA BbIMUCASAOT NyTEM YMHOXEHWUSI 3Ha4EeHUs onTu4e-
ckon nnotHocTh (Or1) aucka ¢ HSA-KOHTponem Ha 2.
MoporoBoe 3HavyeHue = Ol (auck HSA-KoHTponem) x 2
Ol koHTponbHOro ancka ¢ HSA > lNoporosoe 3Ha4YeHne: NONOXUTENbHBIN pe3ynbTar.

ANATNA30H NBMEPEHUA

[aHHbIn MeTop, TBepaodasHoro MMMyHoepmeHTHoOro aHannaa (ELISA) no3sonset onpenensTb KOH-
ueHTpauum IgE B gnanasoHe ot 0,35 ME/Mn go 17,5 ME/mn. YTo6b1 ONpeaennTb TOHHYHO KOHLEHTpaLuuio
IgE B 06pasuax ¢ KoHueHTpauusamu, npesbiwarowmmm 17,5 ME/mn, Heo6xoamMmo NpoBeCcTU NOBTOPHbIN
aHanua ¢ Hagnexawmm passefeHueM.

TOYHOCTDb (Mpeun3noHHOCTb)
BapunabenbHoCTb 1 BOCMPON3BOANMOCTb

1. BapuabesnibHOCTb B ripegesiax 0gHovi cepun aHaim3oB
O6pasen CpepgHee [ME/mn]  KoadychpuumeHT Bapuaumm (%)

1 (n=10) 17,45 1,02
2 (n=10) 9,95 8,53
3 (n=12) 13,56 6,05

2. BapnabenbHoCTb Mexay cepusiMmn aHam3oB

O6paseu CpeanHee [ME/mn]  KoadhcdumumeHT Bapuaumm (%)
1 (n=16) 17,09 3,84

2 (n=22) 13,22 7,00

3 (n=22) 3,84 8,28




JIMHEMHOCTb

AHanuna 5 npon3BosibHO BbIGpaHHbIX 06pa3L0B CbIBOPOTKM NoKasas MHENHOCTL (S + 20%) B yCrnoBusix
Tpex nocrnefosaTenbHbIX pa3sefeHuii. 13-3a reteporeHHOCTM 06pasLoB CbIBOPOTKM MU Nna3mbl Ye-
NOBEKa Henb35 UCKIIYaTb BO3MOXHOCTb MONyYeHUs pasHbIX pe3yrnbTaTos.

CNEUNPUYHHOCTDb

B CbVI3VIOJ'IOFW-IeCKVIX KOHUEeHTpauunax npu nposeneHnn gaHHoOro tecta Ha SlgE nepekpectTHaa peakTmuB-
HOCTb C ApyrumMmm Krnaccamm VIMMyHOFJ'IO6yJ'IVIHOB He HabnwgaeTcs.

OrPAHUYEHUA METOAA

[aHHbIn TecT Ha SIgE nmeeT cnepytoLme orpaHny4eHus:
e OTpuuatenbHbI pe3ynbTaT TecTa He UCKIYaeT annepruio | tuna
* Pegynbrart TecTa cnefyeT oueHMBaTh C Y4EeTOM KITMHUYECKOM KapTWHbl U aHamMHe3a nauueHTa.

JINTEPATYPA
Cwmotpute Ha cTp. 11

MEPbI MPEAOCTOPOXXHOCTU ANSA NOJIb30OBATEJEN

1. B cooTBeTCcTBMM CO cTaTben 1, naparpacd 2b, EBponerickon aupektunebl 98/79/EC, onsa ncnonb3osa-
HUA MEOULMHCKUX U3Oenui onsa OuarHoCTUKK in-vitro nponssoguTenem npeaycMoTpeHo obecnedeHmne
NPUrOAHOCTU, TEXHUYECKNX XapaKTepUCTUK U 6e3ornacHoCcTu npogykra. Noatomy Heo6xoanmo CTporo
cneposaTbh npouenype aHanusa, MHpopmaummn, ocobbiM ykasaHuaM 1 Mepam npefoCTOPOXHOCTU, U3-
NTOXEHHbIM B MHCTPYKUMSX MO NpUMEHeHM0. Habop Heo6X0AMMO MCMNoSfb30BaTb TOSIbKO B COOTBET-
CTBUW C onnvcaHueM, NpeacTaBeHHbIM Ha cTpaHuue 2 (NpefHasHayeHune).

2. TecT Heo6x04MMO MPOBOAUTL B COOTBETCTBUM C OAHHOW MHCTPYKLMEN, B KOTOPOW MpefcTasBiieHa
BCA Heob6xoaumMas MHpopmMaums, a Takxxe ocobble yKasaHus U Mepbl NpefoCcTopoXHoCcTU. Heobxoanmo
noaBeprHyTb NPOBEPKE UCMNOSb30BaHMe HAbOpPOB A/A aHanu3a BMecTe C aHanusatopaMu unuv aHa-
Norn4HbIM o6opygoBaHnemM. HuUKakue M3MeHeHUs KOHCTPYKLMU, cocTaBa Wnuv npouenypbl aHanuaa,
paBHO KaK W MCNOSIb30BaHWE B COYETAHUAX C APYrMMN NPoayKTamMu, He 0go6peHHbIMU NPON3BOAUTENS-
MU, He pa3peLLIeHbl; 3a TakKNe N3MEeHeHWs, KOTOpbIe MOTYT NPUBECTU K JIOXHbLIM pedyrnbstatam v Opyruv
WMHUNOEeHTaMm, OTBETCTBEHHOCTb HECET caM nosb3osaTtesb. [1ponssoanTens He HECET OTBETCTBEHHOCTU
3a Ntobble pe3ynbTaThl BU3yasibHOro aHanusa o6pasuos nayneHTos.

3. Habop npenHasHa4eH Oia UCnosnb30BaHUA TOMbKO 006YYEeHHbIMU N KBANNPUUMPOBaHHLIMU Creumn-
anuctamu, NPoBOAALLMMWN MUCCNefoBaHUs UMM OCYLLECTBASIOWMMN OUarHOCTUKY. BepeMeHHble XeH-
LLWHbI HE AOMKHbI MPOBOAUTL AaHHbIA aHanms.

4. JlabopaTtopHoe o6opynoBaHue crnegyet cogepxxaTb B COOTBETCTBUM C UHCTPYKUUAMU NPON3BOAUTE-
na, nepeq npMMeHeHneM Heo6XoAMMO MPOBEPUTL NPAaBUIIBHOCTL ero padoThbl.

5. Tonbko ang oMarHoCcTM4eCcKoro NpuMeHeHus in-vitro. ToNbKo Ansg ogHOKPaTHOro NpUMeHeHus. He mnc-
Nonb3yMTe KOMMOHEHTbI C UCTEKLUMM CPOKOM rogHoCTU. He co4yeTanTe ¢ gaHHbIM HA6OPOM peareHThbl
OPYrvx NOCTaBLLUNKOB UM KOMMOHEHTbI HA6OPOB U3 OPYrvx NapTui (ecrv TOMbKO Ha cTpaHuue 2 He
yKa3aHo WHoe).

6. He ncnonb3ynte KOMMNOHEHTLI HA6OPa, ecnv yrnakoBka KOMMoHeHTa nospexaeHa. lNoxanyncra, npe-
X[e Yyem ncnonb3oBaTh, MPOBEPLTE BCE PACTBOPLI HA NpeaMeT MUKPOOHOro 3arpssHeHus. Cpasy xe
nocrie UCronb3oBaHuA NIOTHO 3akpbiBanTe dakoHbl, YTOObI U36exaTb ncnapeHns 1 MMKpPo6HOro 3a-
rpasHeHns. He MeHsTe 3aBUHYMBAIOLLMECH KPbILLKWU (PITAaKOHOB C peareHTamu.

7. Habop npoLuen oueHKy Ans UCNonb30BaHUS Npu TeMnepartypax, ykazaHHbix B Cxeme npoBefeHus
aHanuaa. bonee BbICOKME UnNKn 6ornee HU3KNe TemnepaTypbl MOrYT MPUBECTU K MONYHEHUIO 3HAYEHUMN,
He COOTBETCTBYIOLLMX Auana3oHamM KOHTPOSS KadecTsa.

8. MNpouenypa npombiBaHWs 6e3yCroBHO BaXkHa. HenpasuibHOE NpOMbIBaHME CTaHET NPUYNHOM OLLN-
604HbIX pe3ynsTatoB. PekomeHayeTcs Mcnonb30BaTb MHOMOKaHasbHY0 NUNETKY M aBTOMatuyeckoe
YCTPOMUCTBO ANs MPOMbIBKM.

9. Y106bI N36eXaTb NEPEKPECTHOIO 3arpsi3HEHUSA U JTOXKHOMONOXMUTESbHBIX Pe3ynsTaToB PeKOMeHAy-
eTcs NPOBOAMTbL BCE 3Tarbl NMNETUPOBaHMA Hagnexalumm o6pasoM. Icnonb3ymnTe TONbKO YNCTbIE Ha-
KOHEYHVKM ONs NMUNEeToK, [03aTopbl 1 nabopaTopHyto nocyay.

10. AnarHocTn4eckmne KOMMNOHEHTbI, MOSly4EeHHbIE HA OCHOBE CbIBOPOTKU KPOBU YeNoBeka, 6b11m npoTe-
CTMpOBaHbl MeToA0M € MapkupoBkor CE Ha aHTuTena K BUY 1/BUY 2, aHTuTena K agepHoOMy aHTUreHy
BMpyca renatuta B, aHTuTena kK Bupycy renatuta C 1 noBepXHOCTHbIA aHTUrEeH BUpyca renatuTa B, u
ObIIN NPU3HaHbI oTpuuaTenbHbIMU. TeM He MeHee, C MaTepuanaMmmn Ha OCHOBE CbIBOPOTKU KPOBW Ye-
noBeka, cnefgyeTt obpawartbcs Kak ¢ noteHunansHo nHpuumposaHHsiMm (BUONTOMMYECKAA OMAC-
HOCTDb).
11. HekoTopble KOMMOHEHTLI HA6opa MOryT cofepXaTtb 6bl4MI CbIBOPOTOYHbIV anb6yMuH, KOTOPbIN, MO
AaHHbLIM NPOU3BOAUTENS, HE HeceT B cebe HMKaKON N3BECTHOW BO3MOXHOCTU MHAPULIMPOBAHUS.
lMockonbKy MHorga MoryT BCTpedaTbes HenogaaroLlmecs 06Hapy>XeHuo Bo36yanTenn MHeKLmm, Mbl
pekomMeHayeM obpallatbCs ¢ No6bIM NPOAYKTOM XMBOTHOIO NPOUCXOXAEHUS KaK C MOTEHUMarnbHO 3a-
pasHbIM.
12. B oTHOLLEHWM BCEX peareHTOB HEOOX0AMMO cobnoaaTh crieayoLLme npasuia 6e30nacHOCTH:
- He ponyckatb nonapjaHus B rnasa, Ha KoXy unu Ha ogexay (P262). He eabixaTe cnpen (P260).
Huvkorga He cnefyeT ocyLLecTBASATb NMMNETUPOBAHME C MOMOLLLIO pTa, Bcerga Heo6XoAmMMO UCNOoNb30-
BaTb noaxosLume yCTponCcTBa A8 NMMNeTUPOBaHUS.
- B CJIYHAE MNPOIMATbIBAHUA: npononockats poT. HE BbI3biBaTh pBoTY (P301/330/331)
- B CNTYHAE NOMNAJOAHNA HA KOXY (nnu Ha Bonocsl): Cpasy Xe yaanuTb/CHATL BCIO 3arpsi3HEHHYO
ogexay. MNpombITb KOXY Bogon/ayLem (P303/361/353).
- B CJTYHAE BObIXAHUA: BeiBecTn nocTpagasLLEro Ha CBEXUIN BO3OyX U 06ecne4vmTb NOKOW B Mo-
noxeHun, yoobHom onsa abixadmsa (P303/340).
- B CJIYHAE MOMAJAHNA B IMMA3A: OcTOpOXHO NpOMbIBaTb BOAOW B TEYEHWE HECKONbKUX MU-
HYT. ECNN eCTb KOHTaKTHbIE JINH3bI, CHATb UX, €CIIN 3TO HEe CMOXHO. [MpoaomKuTb NpOMbIBaHWE rnas.
(P305/351/338)
- Bo Bpems npoBefeHuns aHanusa Hemnb3s eCTb, NUTb U KypuUTb. Henbasa aepxxaTtb No6AM30CTH NPoayK-
Tbl NUTAHWS, KOPMa U1 HaMUTKW.
- Heob6xoammo HapeBaTb 3alUMTHbIE NepYaTKW/3alUUTHYIO Oaexay/cpeacTea onsa 3awmrbl rnas (P280).
Cnepyert TwaTesnbHO MbITb PYKM nocne obpatleHuns ¢ npoayktom (P264) n o6ecne4umTb yxoa 3a KOXeNn.
- Mo 3anpocy MOXeT 6bITb NpefocTaBieH NacnopT 6e30MacHOCTU BELLeCTBa.
13. CTon-pacTBOp BbI3bIBAET TAXKENbIE OXOrM KOXWU 1 TpaBmbl rnas (H314).
14. TMB B BbICOKMX KOHLIEHTPALMSAX MOXET ObITb NOTEHUMANIbHO MyTareHHbIM. B CBSI3N C HU3KOW KOH-
ueHTpaumen TMB B paHHOM pacTBope cy6cTpaTa MyTareHHbI 3ddPEKT MOXHO UCKITIOHYUTL, NPU yCro-
BUM Hagnexawlero cnoco6a npuMeHeHus.
15. p-NPP saBnsetcsa BpegHbiM npu npornatbiBaHum (H302). Diethanolamin (SubBuf) moxeT Bbi3BaThb
NoBpeXAeHNe OpraHoB B pesynbraTe QJMTENbHOr0 UM MHOrokpaTHoro sosgencteusa (H373). O6pa-
TUTBLCA 3a MEeOULMHCKOW KOHCYmnbTaumen / BHUMaHue, ecniv Bbl Nioxo ce6s vyscteyeTte (P314).
16. KoHcepBaHTbl (BpoHnaoke, Tumepocan, A3ng) TOKCUYHbI 151 BOGHbIX OPraHM3MoB, HO UX KOHLIEH-
Tpaums He onacHa ans okpyxatoLlen cpedbl. [pn yTunusauumn 6onblumne 06beMbl peareHToB criegyet
CMbIBaTb 60MNbLUMM KONMYecTBOM BoAbl. Tumepocan (MpombiBo4YHbIN 6ydep B) MOXET BbI3bliBaTb MO-
pa)xeHne opraHoB Npv ANNTENbHOM UM MHOrokpaTHOM Bo3gencteuu (H373).
17. OTxofbl, B cOCTaBe KOTOPbIX MPUCYTCTBYET CbIBOPOTKA, CriegyeT cobupaTb B OTAESIbHbIE KOHTEN-
Hepbl, codepxalume Haanexatlee ae3vHUuUMpyoLlee cpeacTBO B AOCTAaTOYHOW KOHUeHTpauun. C
OaHHbIM BeLLeCTBOM criefyeT obpallaTbCa B COOTBETCTBMU C HALMOHANbHBIMW PYKOBOACTBAMU WU
HopMaTMBamm, KacaroLmmucs 6MonorM4eckon onacHoOCT! N 6e30MacHOCTU.
18. Hactosawmm oTcbinaem Bac K HauMOHasIbHbIM HOpMaTUBaM Mo MEOUUMHCKUM U3OENUsAM, Kacato-
WunMcs HabopoB AN aHaNM30B, NpeHa3Ha4vYeHHbIX Ans in-vitro guarHoCTUKMK.
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Specific IgE EAST 0540200PKL \&/ 200 Determinations

BACKGROUND

The worldwide frequency of allergies has increased significantly over the past decades. The term allergy
is often used for Type | hypersensitivity reactions (immediate type reactions), whose symptoms generally
occur within 30-60 minutes after contact with the allergen. The most frequent symptoms are: hay fever
(rhinitis), 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 characteristics of Type | allergies is the involvement of allergen specific immunoglobulins
(antibodies) of class E (slgE). Hence, the detection of sIgE is an important tool of modern allergy
diagnostics.

INTENDED USE

The Specific IgE EAST is intended for the quantitative determination of sIgE in human serum or plasma.
The results add to the diagnosis of type | allergies.

PRINCIPLE

The Specific IgE EAST for the quantitative measurement of specific IgE is carried out in mircotiterplates.
During the first incubation step patient specimens are incubated on allergen coupled discs. Surplus
serum components are removed from the well by washing whereas allergen specific IgE remains bound.
Subsequently, alkaline phosphatase (AP)-labelled antibody is added forming allergen/sigE/anti-IgE
conjugate complexes. The wells are washed again and the substrate solution p-nitrophenyl-phosphat
(PNPP) is added and incubated, resulting in the development of a yellow colour if conjugate is present.
After stopping the enzymatic reaction with Sodium hydroxide (NaOH) the optical density (OD) of the
coloured reaction product is measured spectro-photometrically at 405 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

Enzyme kit 0540200PKL
Anti IgE Enzyme-Conjugate 1x10,4 mL
Concentrated Washing Buffer (50x) 1 x30mL
Substrate Buffer 1 x 50 mL
SubstrateTablets (PNPP) 10 x 5 mg
Stop Solution (1N NaOH) 1x10mL

MATERIAL NEEDED, BUT NOT INCLUDED IN THE KIT

Reference unit 74000PQ
Anti-IgE Reference discs 2 x 25 discs
Calibrators 0.35, 0.7, 3.5, 17.5 ME/Mmn 4x0,8mL
Allergen discs Allergen-code
Controls 07001 07002
Positive Control 1x0.5mL

Negative Control 1x0.5mL

LABORATORY EQUIPMENT

pipettes 10-100 pL, 200-1000 pL, Multipette, pipette tips, tubes for dilution of the specimens, graduated
glass cylinder, ELISA-Reader, covering foil. microplate-washer, incubator (optionally), 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. 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 haemolysed or lipemic specimens is not
recommended.

PREPARATION OF REAGENTS

Allow all reagents to come to RT before use.

Enzyme conjugate: ready to use

Calibrators and Controls: ready to use

Substrate solution: to be prepared freshly

Stop solution: ready to use

Concentrated Washing Buffer: the concentrated Washing Buffer has to be diluted 1:50 in distilled

water. (Example: For 2 strips 10 mL of Washing Buffer is required. Therefore 200 pL concentrated
Wash-ing Buffer have to be diluted to a final volume of 10 mL with distilled water.). The resulting Washing
Buffer is stable for one week at RT.

ASSAY PROCEDURE

1. Prepare a protocol for the assay run. It is recommended to test the calibrators and controls in duplicate
determination.

2. Using plastic forceps, put reference and allergen discs into test wells on the plate according to your
protocol.

3. Pipette exactly 50 pL calibrator, control and patient samples directly onto the respective disc. Cover
plate and incubate according to Table 1.

4. Following completion of the incubation time wash each well of the plate with an appropriate ELISA
plate washer 4 x 1000 pL in “overflow”-modus with diluted Washing Buffer.

5. Pipette exactly 50 pL Anti-IgE-Conjugate onto each disc. Cover plate and incubate according to Table 1.
6. Prepare substrate solution approximately 1 h before use and store in the dark until use. Use one tablet
for 5 mL Substrate Buffer.

7. Repeat washing as described in step 4.

8. Pipette 200 pL substrate solution into each well and incubate according to Table 1.

9. Add 50 pL stop solution to each well in the same order and interval as used for the substrate solution.
It is recommended to mix the colour solution in the wells by knocking on the frame. Incubate plate for 5
min at RT. Read OD at 405 nm in a microplate reader (reference wave-length 620 nm) and calculate the
results of the samples and controls as described on page 10.

Table 1: Incubation scheme

Assay description

Long-time Short-time Abbreviated
Serum-incubation 3hRT 2h37°C 1h37°C
Conjugate-incubation 18 h RT 2h37°C 1h37°C
Substrate-incubation 45 min RT 1h37°C 1h37°C
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CALCULATION OF RESULTS

It is recommended to use validated software for the calculation of the results. For manual calculation,
the mean OD [A 405 nm — 620 nm] values are calculated from the calibrators and controls. 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 405 nm — 620 nm) to create a standard curve. The sIgE 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 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. RAST-classes are determined by
means of the concentration as follows and the results are interpreted accordingly:

Class IU/mL sigE Interpretation
4 >17.5 very high
3 3.50-17.50 high
2 0.70 - 3.50 moderate
1 0.35-0.70 low
0 <0.35 non detectable
EXPECTED VALUES

The clinical relevance of a positive test result varies significantly among the different allergens. Therefore,
it is highly recommended for each laboratory to determine the normal range for each allergen individually.
The above listed values can be used as a guideline for the interpretation.

HSA coupled allergens

molecular substances (Haptens) e.g. Penicillin and Isocyanates, are coupled to the discs by a protein

(Human Serum Albumin / HSA). In rare cases patient samples can contain HSA specific IgE. Therefore
reaction against HSA itself has to be tested for each patient sample by running the HSA-Control Disc test
and comparing the results to the Allergen-HSA-Conjugate.

Recommended interpretation:

The slgE concentration against the HSA Conjugate is measured in parallel to slgE to HSA. The
concentration obtained from the HSA disc has to be subtracted from the concentration obtained from the
respective HSA conjugate.

Alternative interpretation:

The result for the Allergen-HSA-Conjugate is calculated by multiplying the OD-Value of the HSA Control
Disc by the factor 2.
Cut off = OD (HSA control disc) x 2

OD Allergen-HSA-Conjugate > Cut off: positive result.

MEASURING RANGE

This ELISA detects IgE concentrations in the range between 0.35 and 17.5 IlU/mL. Samples with IgE
concentrations above 17.5 IU/mL should be diluted and retested to obtain the exact concentration.

PRECISION
Variability and Reproducibility
1. Intra-Assay-Variability

Specimen Mean [IU/mL] CV (%)
1 (n=10) 17,45 1,02
2 (n=10) 9,95 8,53
3 (n=12) 13,56 6,05
2. Inter-Assay-Variability

Specimen Mean [IU/mL] CV (%)
1 (n=16) 17,09 3,84
2 (n=22) 13,22 7,00
3 (n=22) 3,84 8,28
LINEARITY

Five randomly selected sera show a linear behaviour (< + 20%) in three consecutive dilution steps.
Based on the heterogeneity of human serum- or plasma samples varying results can not be excluded.

SPECIFICITY

In physiological concentrations no cross-reactivity to other Ig-classes could be observed using this slgE
test.

LIMITATIONS OF THE METHOD

This sIgE test shows the following limitations:
* A negative test result does not exclude a Type | allergy
* The test result has to be considered in the context of the patient’s history and the clinical findings
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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 devicesisintended 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 1 (intended use).
2. The test must be performed according to this instruction, which contains all necessary information,
precautions 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
activities 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 8)
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
recommended 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 infectious (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
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 and SubBuf cause 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. p-NPP is harmful if swallowed (H302). Diethanolamin (SubBuf) may cause damage to organs through
prolonged or repeated exposure (H373). Get medical advice/attention if you feel unwell (P314).
16. The preservatives (Bronidox) 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.

16. The preservatives (Bronidox) 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.

17. 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.

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