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K200I

«YTBEPXOEHA»
npukas Poc3apasBHaasopa N2 5477-Mp/10 ot 11 uioHsa 2010 roga
KPA N2 33291 ot 27.05.2010

MHCTPYKLIMS NO NPUMEHEHWIO HABOPA PEATEHTOB
AN UMMYHO®EPMEHTHOIO ONPEAENEHUSA OBLLEFO
MMMYHOITTIOBYJIMHA KJ1ACCA E (IgE) B CbIBOPOTKE
(MNA3ME) KPOBU «O6wmii IgE-UDA»

1. HABHAYEHMUE

1.1. Habop peareHtoB «O6wmin IgE-UDA» npenHasHadeH ANS KOMYECTBEHHOrO
onpeaeneHns KoHueHTpauuun obuero ummyHornobynmHa knacca E (IgE) B cbiBOpoTke
(nna3sme) KpoBM MeToAOM TBEPAO(DA3HOro MMMYHOMEPMEHTHOIO aHanusa.

1.2. O6wwmirn wmmmyHornobynmH E (IgE) cumTaetca nabopaTopHbIM MapKepoMm
aTonuyeckux 3abonesaHuin (aTonn4yeckon acTMbl, AepMaTUTa U PUHOKOHBIOHKTUBUTA).
Atonunuyeckmn  (IgE-3aBMCUMBIN) MexaHM3M MOXeT TakxXe JiexxaTb B OCHOBe
racTpOaHTEPOKONINTA, KpanuBHULbI, APYrMX (OpM BaCKy/IMTOB (B TOM YNCNE CUCTEMHBbIX),
XoneuucTtuta, ByNbBOBarMHUTa W UUCTUTA. YacTb JIEKapCTBEHHOW  anneprum
(NpenMyLLecTBEHHO Ha NEHUUMAIMHBLI 1 6enKoBble NpenapaTbl) TakXe pa3BuBaeTcs no
IgE-3aBucMmoMy MexaHu3My. Mpu BCeX BblENepeymncieHHbIX COCTOAHUAX BbipaboTka
BbICOKMX TUTPOB cneundunyecknx aHtuten knacca IgE MoxeT NpMBOANTL K MOBLILWEHUIO
ypoBHs obuwero IgE B cbiBopoTke. Oco6eHHO BbiCOKMI ypoBeHb 06Lliero IgE xapaktepeH
Ansa artonuyeckoro JAepmatuta. Kpome artonuuyeckmx 3abonesaHuii, obwmin IgE
CbIBOPOTKWM KPOBU 3HAYMUTE/IbHO MOBbIWAETCSA NPU NapasuTapHbIX MHBA3UAX M MUKO3ax
(0CO6EHHO CUCTEMHbIX), PeAKo — MPU CUCTEMHbIX ayTOMMMYHHbIX 3abofieBaHUAX W
MMMYHOAeMULMTHBIX COCTOAHUAX (0cobeHHO npw runep-IgE cuHapome), a Takxe npu
MacTouuTose (OMyxosiM M3 TY4YHbIX KNETOK) W 4pe3BblyaliHO peakon IgE-muenome.
CHmxeHne ypoBHS obuero IgE B cbiBopoTke (Huxe 15 ME/Mn y B3pocnbix) — siBNeHue
peakoe M  Manou3yyeHHOe, OMMCaHO Mpu ruvnoraMMmarnobynmHeMuax, HeKOTOPbIX
aYTOMMMYHHbIX 3a60n1eBaHNAX, S3BEHHOM KOUTE U NEPBUYHOM BMIMApHOM LUMppo3e.
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2. IPUHUUN PABOTbl HABOPA

OnpepeneHne obwero wuMMyHornobynmHa knacca E (IgE) ocHoBaHo Ha
MCMONb30BaHUN «C3IHABUY»-BapuaHTa TBepAodasHOro MMMyHO(pEPMEHTHOIO aHanusa.
Ha BHyTpeHHel MoBepXHOCTU NIYHOK MjlaHweTa MMMO6MAM30BaHbl MbllWHbIE MOHOKJIO-
HanbHble aHTUTena K obwemy IgE yenoseka. B nyHkax nnadHweTta, npu AobasneHuu
nccneayemoro obpasua, npoMcxoauT cBsa3biBaHue obuiero IgE, coaepxalierocs B uc-
cnenyemom obpasue, ¢ aHTuTeNnamMm Ha TBepaoi dase. O6pa3oBaBLUNIACS KOMMIEKC Bbl-
ABMASIOT C MOMOLLbIO KOHBbIOraTa KPOANYbUX MOMNKIIOHaNbHbLIX aHTUTen Kk IgE yenoseka
C nepokcuaason xpeHa. B pesynbTate 06pasyeTcsi CBA3aHHbIM C MIAaCTUKOM KCIHABUY>»,
coaepxawuii nepokcuaaly. Bo Bpems MHKybaumm C pactBopoM cybcTpaTa TeTpame-
TunbensnamHa (TMB) nponMcxoanT oKkpalimBaHMe pacTBOPOB B JlyHKaX. VIHTEHCMBHOCTb
OKpacku NpsiMO MPOMoOpLUMOHanibHa KOHUEHTpauum obliero MMMyHornobynmHa knacca
E (IgE) B nccnegyemom obpasue. KoHueHTpauuto obuero uMMmyHornobynmHa knacca E
(IgE) B uccnepyembix obpasuax onpeaenstoT no kanmbpoBoyHOMY rpacduky 3aBUCMMO-
CTW ONTUYECKOW MIOTHOCTU OT coAepXaHus obwero nMmMmyHornobynuHa knacca E (IgE)
B KaNMBpOBOYHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepeKkpecTHas peakuus MbllUHBIX MOHOKJIOHANbHbIX
aHTuTen K IgE ¢ ApyrMMu aHanuMTamu npuseneHa B Tabnuue:

Ananut MepekpecrHas peakuma, %
IgG <0.1
IgM <0.1
IgA <0.1

3.2. Bocnpomn3ssBoauUMOCTb.

KoadduruneHT Bapuauum pesynbTaToB onpeaeneHns coaepxaHusa obuwero IgE
B OAHOM M TOM e obpa3sue CbIBOPOTKM (MasMbl) KPOBU C MCrosib3oBaHMeM Habopa
«O6wmn IgE-UDA» He npesbiwaeT 8,0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLUEeHTpaunn obuero IgE B obpa3uax CblIBOPOTKM (Mia3Mbl) KPOBU
npyv pasBefeHUn KX CbIBOPOTKOW (Mna3Moi) KpoBM, He coaepawen obwwmin IgE,
MMeeT JIMHENHbIN XapakTep B Auana3oHe KoHueHTpauui 50-1000 ME/Mn n coctaBnsieT
+10,0%.

3.4. To4yHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napaMeTp MpPOBEPSETCA TECTOM Ha <«OTKpbITME» -
COOTBETCTBME W3MEpPeHHOM KOHLUeHTpauuun obwero IgE npeanncaHHONM, nonyyeHHOMU
nyTeM CMELWMBaHUA paBHbIX 06bEMOB KOHTPOSIbHOW CbIBOPOTKM M KannbpoBO4YHOM
npobbl 200 ME/mMn. MpoueHT «oTKpbITUA» coctasnseT 90-110%.

3.5. YyBCcTBUTENBHOCTb.

MuHuManbHaa  4OCTOBepHO onpegensemas Habopom  «O6wwuin  IgE-UOA»
KOHLeHTpaums obuwiero IgE B cbiBOpoTKE (nna3me) KpoBu He npesbiwaeT 6 ME/mn.
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5. MEPbI NPEAOCTOPOX>XXHOCTU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce komnoHeHTbl Habopa, 3a ucknioyeHnem cron-peareHta (5,0% pacrtsop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPAUUSAX ABASIOTCA HETOKCUYHBIMMU.

PacTtBOop cepHOW kucnoTbl obnagaeT pasgpaxawmowmm aencteuem.  MsberaTb
pa3bpbIi3rMBaHms 1 NonagaHmsa Ha KOXy U Cnn3uncTble. Mpy nonagaHum Ha KOXY Y CAN3UCTble
NOpa)KeHHbIM y4acToK cnefyeT NpoMbITb 60MbLLINM KONMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPOMCTBA, TEXHUKU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuMma u
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeneHuax, oTaenax) CaHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUI cMCcTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote ¢ Habopom cneagyer HageBaTb OA4HOPA30Bble PE3UHOBbIE WU
NnacTMKOBble NepyaTkn, Tak kak 0bpasLbl KPOBW YesioBeka criefyeT pacCMaTpuBaTb Kak
noTeHumanbHO MHDULMPOBAHHbBIAN MaTtepuar, CnoCObHbIV ANUTENbHOE BPEMS COXPaHATb
n nepepasatb BWY, Bupyc renatuta unm nwobor apyron Bo36yauTenb BUPYCHOWM
MHbekunu.

6. OBOPYJOBAHUE N MATEPUAIJDI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
- (doToMeTp BEpTUKANbHOIO0 CKAHUPOBAHMS, MO3BOJISOLLNIA U3MEPATb ONTUYECKYO
MAOTHOCTb COAEPXMMOrO JIYHOK MaHLWweTa Npu ASIMHE BOSIHbI 450 HM;
- TepMocTaT, noaaepxuBarwmin Temnepatypy +37 °C £0,1 °C;
— [03aTopbl CO CMEHHbIMM HaKOHEe4YHMKaMW, Mno3Bonswme oTbupatb 06bEMbI
B AnanasoHe 25-250 mkn;
- UWAMHAP MepHbIN BMecTuMocTbio 500 Mn;
- BOAa AUCTWIIMPOBaHHas;
—  repyaTku pe3uHOBbIE UK MIACTUKOBbLIE;
- bymMara dunbTpoBanbHas.

7. NOATOTOBKA PEATEHTOB A/ AHAJIU3A

7.1. lNepen npoBeaeHWeM aHanm3sa KOMNoHeHTbl Habopa n nccneayembie o6pasupbl
CbIBOPOTKM (NNasMbl) KpPOBM cneayeT BblAepXaTb MNpuU KOMHATHOM TemnepaTtype
(+18...+25 °C) He MeHee 30 MUH.

7.2. MpuroTtoBsieHMe NJaHLwWeTa.

BCKpbITb MakeT C NiaHWeTOM W YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOMMYecTBO
ctpynos.  OcTaBlWKMECAS  HEWCMNONb30BaHHbIMW  CTpUMbl, 4YTOBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HUX Bfaru, TwaTenbHO 3aknenTb ByMaron Ans 3akiemBaHns NaaHLWeTa
M XpaHuTb Npu TemnepaTtype +2...+8 °C B TeyeHuMe BCeEro cpoka rogHoctn Habopa.

7.3. MpurorosnieHne OTMbIBOYHOIO pacTeopa.

Coaepxumoe nakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pactsopa (22 MA1), nepeHecTu
B MEpPHbIN UmnuHap BMecTuMocTbto 500 M, nobaButb 440 M ANCTUITMPOBAHHOM BOAbI U
TWwaTenbHO rnepeMeluaTs. B cnyyae apobHoro ncnonb3osaHuns Habopa cneayet otobpath
HeobxoAnMMoe KOSIMYEeCTBO KOHLeHTpaTa OTMbIBOYHOrO pacTBopa W pasBecTu AUCTUIIN-
poBaHHOM BoAoM B 21 pa3 (1 MN KOHLUEeHTpaTa OTMbIBOYHOrO pacTteopa + 20 mn auctun-
JINPOBaHHOM BOAbI).
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8. YCNoBusa XPAHEHUA N SKCNNTIYATALUUN HABOPA

8.1. Habop peareHtoB «O6wmin IgE-UDA» pomkeH XpaHUTbCA B yNakoBKe
npeanpuaTUS-U3roToBMTENa Npy Temnepatype +2...4+8 °C B TeueHne BCero Cpoka rogHocTy,
YKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi XxpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopaxwuaHue Lenoro Habopa.

8.2. Habop paccuuTtaH Ha npoBeAeHue aHanusa B Aybnukatax 42 uccnenyembix
obpasuoB, 5 KannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPOSIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHwuTb
cneayowmnm obpasom:

- OCTaBLUMECS HEWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymarorn ansa 3aknemBaHus niaHweTa u XpaHuTb Npu Temnepatype +2...+8 °C
B TeYeHWe BCero cpoka rogHoctu Habopa;

-  WOA-bydep, KoHblOraT, cybCcTpaT, CTOM-peareHT nocne BCKpbITUS (1akoHOB
cnenyeT XpaHuTb npu Temnepatype +2...+8°C B TeueHne BCero cpoka roaHoCTu
Habopa;

- KanubpoBOYHble NPO6bl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/IaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 mecaues;

- OCTaBLUMIACA HEWUCMOJIb30BAHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayet
XpaHuUTb npu TemnepaTtype +2..+8 °C B TeyeHMe BCEro cpoka roAHOCTU
Habopa;

- MNPUrOTOBJIEHHbIN OTMbIBOYHbIA PacTBOpP cflefyeT XpaHWTb MpU KOMHAaTHOMN
Temnepatype (+18..4+425°C) He 6onee 5 cyTtok wnu npu TemnepaType
+2...48 °C He 6onee 30 cyToK;

MpuMeyaHune. MNocne NMCNoONb30BaHUA peareHTa HeMeASleHHO 3aKpbliBalTe KpbILKY

¢pnakoHa. 3akpbiBaliTe KaxAabli hNakoH CBOEN KPbILLUKON.

8.4. 1na npoBeAeHWa aHanu3a He cneayeT UCMNO0/b30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYO CbIBOPOTKY (N1a3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, coaepiKallyto
asua HaTpus. Ecnu aHann3 npon3BoANTCA He B AeHb B3ATUS KPOBU, CbIBOPOTKY (M1asmy)
cnefyeT XpaHuTb npu Temnepatype -20 °C. NoBTOpHOe 3aMOpaxuBaHWe-oTTanBaHue
06pasLoB CbIBOPOTKM (M1a3Mbl) KPOBU He AOMyCKaeTcs.

8.5. VcknouaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (MnasMmbl)
KPOBW NIOAEN, NONYyYaBLWMX B LEeNsSX AUarHOCTUKM UAW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbIlNHbIE aHTUTeNa.

8.6. Mpn wncnonbloBaHun Habopa Ana npoBeAeHUS HECKONbKUX He3aBUCUMMbIX
Cepuil aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro HE3aBUCMMOro onpeaeneHuns
HeobxoAMMO  MOCTPOEHWEe HOBOro KanubpoBoyHOro rpadwuka; Kpome 3TOro,
pekoMeHAyeTCs onpeaeneHne KoHueHTpauun obuwero mMmyHornobynmHa knacca E
(IgE) B KOHTPOJSIbHOW CbIBOPOTKE.

8.7. [Ins nony4yeHns HadexXHbIX pe3ynbTaToB Heob6XoAMMO cTporoe cobntoaeHue
NHCTpyKuMM no npumeHeHuto Habopa.
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10. OXKUOAEMbIE 3HAYEHUA U HOPMbI

10.1. OcHoBbIBasicb Ha pe3ysibTaTax MccrefoBaHuin, nposeaeHHbix 000 «XEMA»,
pekoMeHAyeM MoMb30BaTbCA HOpMaMu, MNpuBEAEHHbIMW Hwxe. Bmecte ¢ Tem,
B COOTBeTCTBMW C npasunamum GLP (Xopowen nabopaTopHOM nNpakTuKun), Kaxaas
nabopatopusi Ao/MKHa camMa onpeaennTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynsaunn.

MpumeuaHme. 3HaueHUs KoHUeHTpauui obwero IgE B mccnepyembix obpasuax,
HaxoasilMecss HWXe rpaHuubl 4YyBCTBUTEeNbHOCTM Habopa (6 ME/mMn), a Takxe
npeBbillalOWMe 3Ha4YeHNe BepxHeln kanmbposouHol npobbl (1000 ME/mMn) cneayet
npuBOAUTL B crneaylowen gopme: B uccnegyemom obpasue X KOHuUeHTpauus obuiero
IgE Huxe 6 ME/mMn vnun Bbiwe 1000 ME/mMn.

B Habope «O6wuii IgE-MDA» 3HaueHUs KOHLEHTpauumin KanmbpoBOYHbIX MNpob
BblpaxxeHbl B ME/Mn. [na nepecyeta KOHUEHTpauuMin B Nr/Msa, NonyyYeHHOEe 3HaveHune
KOHLUeHTpauum B ME/Mn cneayeTt YMHOXUTb Ha 2.15.

1 ME/mMn = 2.15 nr/mn

Eaunnubl, ME/mn Eaunuupb! gon., nr/mn

Wccnepyemasn rpynna ” " " ”
Huxnuit npepen Bepxnuit npepen Huxuuit npepen Bepxnuit npeaen

[o 6 mecsues - 12 - 25.8
6-12 mecsaues - 30 - 64.5
1-3 roga - 45 - 96.8
4-6 net - 70 - 150.5
7-9 net - 90 - 193.5
10-15 net - 120 - 258
>15 net - 130 - 279.5

11. INTEPATYPA

1. Zetterstrom and Hohansson S.G.O. Allergy 1981; 36:537.

2. Buckley R. H. Immunopharmacology of Allergic Disease 1979; 117.

3. Michel f. B., Bousquet J. and Greilier P. J. Allergy Clin. Immunol. 1980; 64:422.
4, Ishizaka T. Ann Allergy 1982; 48: 313.

5. Kulczyski A. Jr. 1. Allergy Clin. Immunol. 1981; 68:5.

Mo BompocaM, kacawwmmcs kavyecTsa Habopa «O06wmnn IgE-UDA >,
cnepyet obpawaTtbcs B OO0 «XEMA» no aapecy:

105043, MockBa, a/a 58,

Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasibHbIn)

3N1eKTPOHHas noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: wWww.Xxema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepenca OO0 «XEMA»,
K. 6. H. . C. KocTpukuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgE IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total IgE
in blood serum or plasma.

This kit is designed for measurement of total IgE in blood serum or plasma. For
possibility of use with other sample types, please, refer to Application Notes (on
request). The kit contains reagents sufficient for 96 determinations and allows to analyze
42 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Total immunoglobulin E (IgE) serum level is widely reported as the laboratory
marker of atopic diseases such as atopic asthma, atopic dermatitis, and pollenosis.
Separately, high levels of total serum IgE are characteristic for parasitic infestations
and some other clinical disorders including superficial and systemic mycosis. Decreased
levels of IgE are found in cases of hypogammaglobulinemia, autoimmune diseases,
ulcerative colitis, and primary biliary cirrhosis.

In allergic patients, serum total IgE level in general corresponds to the severity
of the allergic disease and may be therefore used for monitoring of all kinds of anti-
allergic therapy or allergen elimination.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific mAb to IgE epsilon. Antigen
from the specimen is captured by the antibodies coated onto the microwell surface.
Unbound material is removed by washing procedure. Second antibodies - rabbit
polyclonal antibodies to IgE, labelled with peroxidase enzyme, are then added into
the microwells. After subsequent washing procedure, the remaining enzymatic activity
bound to the microwell surface is detected and quantified by addition of chromogen-
substrate mixture, stop solution and photometry at 450 nm. Optical density in the
microwell is directly related to the quantity of the measured analyte in the specimen.
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5,0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents. Microbial
contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Safety Data Sheet for this product is available upon request directly from
XEMA Co., Ltd.

4.15. The Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 25-250 ul;

Dry thermostat for 37 °C £0,1 °C;

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

5.3. Storage and stability of the Kit

Store the whole kit at 2 to 8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE
TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at 2..+8 °C before testing.
For a longer storage, the specimens should be frozen at -20 °C or lower. Repeated
freezing/thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...425 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 21X by 21 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.

7.4. Alternative units:

1 I1U/ml = 2.15 pg/ml
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within the
test procedure, a sufficient number of controls for validating the accuracy and precision
of the test.

The test results are valid only if all controls are within the specified ranges and if all
other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

1. Calculate the mean absorbance values (OD450) for each pair of calibrators and
samples.

2. Plot a calibration curve on graph paper: OD versus total IgE concentration.

3. Determine the corresponding concentration of total IgE in unknown samples
from the calibration curve. Manual or computerized data reduction is applicable on this
stage. Point-by-point or linear data reduction is recommended due to non-linear shape
of curve.

4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Abst;zl;%n;:'l)lmts wl ES
CAL 1 0 IU/ml 0.08 & il
CAL 2 50 1U/ml 0.36 P
CAL 3 200 IU/ml 0.75 8§ " o
CAL 4 500 IU/ml 1.32 yp/”j
CAL 5 1000 IU/ml 2.08 . / ‘ ‘ ‘ ‘
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10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for
Total IgE. Based on data obtained by XEMA, the following normal range is recommended
(see below).

<6 months - 12 - 25.8
6-12 months - 30 - 64.5
1-3 years - 45 - 96.8
4-6 years - 70 - 150.5
7-9 years - 90 - 193.5
10-15 years - 120 - 258

>15 years - 130 - 279.5

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

I1gG <0.1
IgM <0.1
IgA <0.1

11.2. Analytical sensitivity.

Sensitivity of the assay was assessed as being 6 IU/ml.

11.3. Linearity.

Linearity was checked by assaying dilution series of 5 samples with different total
IgE concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery.

Recovery was estimated by assaying 5 mixed samples with known total IgE
concentrations. The recovery percentages ranged from 90 to 110%.

12, LITERATURE
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