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K182AI

MHCTPYKUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAEJNIEHNA IGA AHTUTEJ
K AEBAMWHUPOBAHHbBIM NENTUAAM INMWAAVHA (ANI)

B CbIBOPOTKE (MJIASME) KPOBU «AHTU-AMNTI IgA-UDA>

1. HABHAYEHMUE

1.1. Habop pearentoB «<AHTU-AMI IgA-N®A» npeaHasHavyeH AN KOIMYECTBEHHOIO
onpeeneHns KoHueHTpauun IgA aHTUTEeN K Ae3aMWHMPOBaHHbLIM NenTuaaMm ravaguHa
(4Nr) B coiBOpoTKe (njasmMe) KpoBM MeToAOM TBepAaodasHOro MMMyHOMEPMEHTHOrO
aHanusa.

1.2. Uennakusa — KOMMNJEKCHOe ayTOMMMYHHOe 3abonieBaHne, COnpoBoXAatoLLeecs
NULLLEBON HEMEPEHOCUMOCTBIO OCHOBHOMO pe3epBHOro 6enka 3epHOBOK PXW, MWeEHULbI
N A4YMeHs - raTeHa. YacTtoTa BCTpeYyaeMoCTU AaHHOro 3aboneBaHWs B PasfNyHbIX
reorpaduyeckmx 30Hax CMIbHO BapbupyeT 1 MoxeT gocturaTtb 1:300. Mpu ynotpebneHun
B MWWy [NIOTEH-COAEPXALUMX MPOAYKTOB Yy 60MbHbIX UenMakuehn passmBaeTcs
rmnepnnasvs KpunTt C MOJIHOM WMAW YacTUYHON aTpodmein MUKPOBOPCUHOK 3NUTENUS
TOHKOW KMLWKK. NpK 3TOM CyLLEeCTBEHHO BO3pacTaeT PUCK Pa3BUTUS OHKOOrMYECKMX
3aboneBaHN TOHKOrO KULIEYHMKa.

1.3. narHocTnka uenuakum BKAYaeT B cebsa onpegeneHve IgG wn IgA
ayToaHTUTENn K TKaHeBOW TpaHCryTaMuHase, aHTUTen K rAnaauvHy, aHTuTen K
sHaomusmio (EMA). MoaTeepxAatoWwMM TECTOM SBASETCS LMTONOMMYEecKUii aHanus
bvonTtata TOHKOW Kuwkn. OnpeaeneHve aHTUTen K Ae3aMUHMPOBaHHbIM NenTuaam
rnvagmMHa MoXeT OblTb MapKepoM AOMOSHUTENbHOW Crneun@uUyHOCTN, WCNOSb3yeMbIM
BMeCTe C onpeAefieHNeM aHTuUTen K rMuaanHy. MNaTtoreHes uenmMakmm conpoBoXaaeTcs
AEe3aMWHUPOBAHWEM [NMaAMHa, MNOCTYNUBLUEro C MuLLeln, noj AeWCTBMEM TKaHeBOM
TpaHcrnyTaMuHasbl. [lesaMMHUpoBaHHble nenTuabl rnvaguHa (AMNF) ceasbiBatoTCA
¢ HLA Monekynamum Ha NOBEPXHOCTM aHTUIEeH MPE3EeHTUPYIOLLNX KIETOK U pacno3HaTCs
T-Xannepamu, 4To NPUBOAUT K MOSIBNEHMIO B CbIBOPOTKE aHTuten Kk AN, Takum o6pasom,
onpeaeneHune aytoaHtuten K AN MOXeT CNyXWUTb BCMOMOraTesibHbIM ANAarHOCTUYECKUM
MapKepoM, UCMO/b3yeMbIM BMECTe C OnpejesieHneM ayToaHTuTen K obwemy riavaanHy
(000 «XEMA» K180 n K181).
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2. MPUHUMN PABOTblI HABOPA

OnpegenexHve IgA aHTMTENn K JAe3aMMHWPOBaHHbIM nentuaam ravaguHa (Arr)
OCHOBaHO Ha MCMOMb30BaHUW «C3HABUY»-BapuaHTa TBepAoda3HOro MMMyHO(pEPMEHTHOrO
aHanu3a. Ha BHyTpeHHeW MOBEPXHOCTU JIYHOK MaHWeTa MMMOOMIM30BaH aHTUreH -
Ae3aMVMHVpOBaHHble NenTuapl rnaanHa. AHTUTeNa n3 obpasua CBA3bIBAKOTCA C aHTUMEHOM
Ha NOBEPXHOCTU NyHKkW. O6pa30BaBLUMIACA KOMMIEKC BbISBASIOT C MOMOLLbI KOHbOraTa
MbILWHBIX MOHOKJ/IOHa/bHbIX aHTUTen K IgA uJenoBeka C MEepoKCMAA30M XpeHa.
B pe3ynbTaTte 06pa3yeTcs CBA3aHHbIN C MIACTUKOM «CIHABUY», COAEPXKALUMIA MEPOKCMAA3Y.
Bo BpeMsi MHKyb6aummn ¢ pactBopoM cybcTpata TeTpameTunbensnanHa (TMB) npoucxoant
OoKpaluMBaHWe pacTBOpPOB B JIyHKaX. VIHTEHCMBHOCTb OKpacku MpsiMO MpOMopLMOHasbHa
KOHUeHTpauun IgA aHTUTen K [Ae3aMMHUMPOBAHHbLIM rMenTuaaMm rnuaguHa  (4nr)
B uccrneayemom obpasue. KoHueHTpaumto IgA aHTUTEN K Ae3aMMHMPOBaHHbLIM MenTuaam
ravagmHa (AN B mnccneayembix obpasuax onpeaenstoT no KaambpoBoYHOMY rpaduky
3aBMCUMOCTN OMTMYECKON NMIOTHOCTU OT coAepxaHusa IgA aHTUTen K Ae3aMUHUPOBAHHbIM
nentuaam ravagmna (4Nr) B kannbpoBoYHbIX Npobax.

3. AHAJIUTUYECKUE XAPAKTEPUCTUKHU

3.1. Bocnpon3sBoauUMOCTb.

KoadurumneHT Bapuaummn pesynbLTaToB onpeaeneHus cogepxaHumsa antu-ANr IgA
B O4HOM M TOM e obpasue CbiBOPOTKM (Ma3Mbl) KPOBWM C MCMNosb3oBaHMeM Habopa
«AHTU-ANT IgA-UDA» He npesblwaeT 8,0 %.

3.2, JINHENHOCTb.

3aBMCMMOCTb KOHUeHTpauunu anTu-ANT IgA B o6pa3uax cbiIBOPOTKM (M1a3Mbl) KPOBK
npu pa3BeAeHun WX CbIBOPOTKOW (Mia3Mon) KpoBu, He coaepxxawen aHtm-AMNC IgA,
MMeeT IMHENHbIN xapakTep B AuMana3oHe KoHueHTpauui 5-100 Ea/mn u coctaenser
+10,0 %.

3.3. TOYHOCTDb.

[aHHbI  aHaNUTMYECKUlii napaMeTp MpoBepseTcs TeCTOM Ha <«OTKpbiITue» -
COOTBETCTBME U3MEpPEeHHON KOoHueHTpauuu aHtu-ArNr IgA npeanucaHHoOn, NonyyYeHHON
nyTeM CMEeLMBaHUSA paBHbIX 06bEMOB KOHTPOJSIbHON CbIBOPOTKM M KananbpoBO4YHOM
npobbl 10 Ea/Mn. MpoueHT «oTKpbITUA» coctasnsetr 90-110 %.

3.3. YyBCTBUTEJIBHOCTD.

MuHumanbHas AaoctoBepHo onpegensiemas Habopom «AHTU-ANT  IgA-UDOA»
KOHUeHTpauus aHtn-Anr IgA B cbiBOpoTKe (nna3me) KpoBu He npesbiwaeTt 5 Ea/mn.
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5. MEPbI MPEAOCTOPOXXHOCTU

5.1. MoTeHUManbHbI puck NnpuMmeHeHus Habopa - knacc 1 (FTOCT P 51609-2000).

5.2. Bce komMnoHeHTbl Habopa, 3a uckntoyeHnem cron-peareHTta (5,0 % pacTtsop
CEpPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLIEHTPaUUSX ABASIOTCA HETOKCUYHBIMMU.

PactBop cepHOM kucnoTbl ob6bnagaer pasgpaxatowmMm aenctemeM. Msberatb
pa3bpbI3rMBaHns M MnonagaHna Ha KOXY W cnu3uctblie. Mpu nomnagaHumM Ha KOXy U
C/IM3UCTbIE MOPaXKeHHbI Y4acTOK c/iefyeT NPOMbITb 60bWLMM KOSIMYECTBOM MPOTOYHOM
BOZAbl.

5.3. lNpu pabote c HabopomM cnepyet cobnogate «lMpaBuna yCTpONCTBa, TEXHUKMU
6e30MacHOCTN, MNPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMUYECKOrO pexuma U
JINYHOWN rurneHbl npu pabote B nabopaTtopusx (oTaeneHusiX, oTAenax) CaHUTapHO-
3MNAEMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTepcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HaaeBaTb OAHOPA30Bble PE3UMHOBbLIE WU
NaacTMKOBbIE NMepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka crieayeT pacCMaTpmBaTb Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCobHbI ANNTENbHOE BPEMS COXPaHSATb
N nepegasatb BWY, Bupyc renatuta wunm nwboi apyroi Bo3byauTenb BUPYCHOM
MHbeKuMn.

6. OBOPYAQOBAHUE N MATEPUAIJDI,
HEOBXOAWMUMBIE NPU PABOTE C HABOPOM
- (OTOMETp BEPTUKANbHOI0 CKAHUPOBAHMS, MO3BOJISOLLNIA U3MEPATb ONTUYECKY IO
MIOTHOCTb COAEPXXMMOTrO JIYHOK MaHLweTa npu AnvHe BoSHbl 450 HM;
- TepMocCTaT, NnoaAepXunBarwmin TemnepaTtypy +37 °C £0,1 °C
— [03aTopbl CO CMEHHbIMM HaKOHE4YHMKaMu, no3sonswwme oTbéupate 06beMbI
B AnanasoHe 5-250 mkn;
- UWIMHAP MepHbIA BMecTuMocTbio 500 Mn;
- BOAa AUCTWIIMPOBAHHas;
- nep4yaTKu pe3nHOBble UM NIACTUKOBbIE;
- bymara dwunbTpoBasibHas.

7. NOAroTOBKA PEAFEHTOB A4J11 AHAJIU3A

7.1. Nepea npoBeaeHMeM aHanmsa KOMMNoHeHTbl Habopa n uccnegyembie obpasupl
CbIBOPOTKM (NNa3Mbl) KpOBM CleAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. NMpuroToBsieHUe NaaHLIeTa.

BCKpbITb MakeT C NiaHLWeTOM U YCTaHOBWUTb Ha paMKy Heob6XoAMMOe KOMYecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTOOGbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HMX BNaru, TwaTenbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHWeTa
M XpaHuTb Npu Temnepatype +2...+8 °C B TeueHue BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHne OTMbIBOYHOIO pacTBopa.

B cnyuyae pgpobHoro wucnonb3oBaHua Habopa cneayetr otobpaTb Heobxoammoe
KOJINYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBoOpa W pa3BecTy ANCTUIINMPOBaAHHON BOAOW
B 21 pa3 (1 MN KOHUEHTpaTa OTMbIBOYHOMO pacTteopa + 20 MA AUCTUNNMPOBAHHOW BOAbI).
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8. YCNOBUA XPAHEHUSA U SKCIMJTYATALUUUN HABOPA

8.1. Habop peareHToB <«AHTU-ANI IgA-UOA» [ONXKEH XPaHWUTbCA B YMNakoBKe
npeanpuaTUA-u3roTosuTens npu Temnepatype +2..+8 °C B TeyeHue BCEro cpoka
roAHOCTM, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTtca xpaHeHue (TpaHcnopTuposka) Habopa npu Temnepatype Ao +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3aMopaxusaHue Lenoro Habopa.

8.2. Habop paccumTtaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnefyembix
obpa3suoB, 5 kanmbpoBouHbIX Npob6 M 1 nNpobbl KOHTPOSLHOM CbIBOPOTKM (BCEro
96 onpeneneHuit).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI crieayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBlUMECS HeUCMnOosb30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

bymaror onsa 3aknemBaHus niaHweTa U XpaHuTb nNpu Temnepatype +2...+8 °C
B Te4YeHne BCero cpoka rogHoctn Habopa;

-  WNOA-bydep, KoHblOraT, cybCcTpaT, CTOM-peareHT nocne BCKpbITUS (h1akoHOB
cnepyeT XpaHuTb Npu TemnepaTtype +2...+8 °C B TeyeHue BCero cpoka roiHoCcTu
Habopa;

- KanubpoBOYHble NPobbl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (D1aKOHOB
cnefnyeT xpaHuTb Npun TemnepaTtype +2...+8 °C He 6onee 2 mecsaues;

- OCTaBLUMNCA HENCMO/Ib30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb nNpu TemnepaTtype +2..+8 °C B TeuyeHMe BCero cpoka roAHOCTU
Habopa;

—  TMPUrOTOB/IEHHbIM OTMbIBOYHbIN PacTBOp CrefyeT XPaHWTb MpU KOMHaTHOWM
Temnepatype (+18..+25°C) He 6onee 5 cyTok wnauM npu TemnepaType
+2...48 °C He 6onee 30 cyToK;

MpumMeyaHue. Mocne MCNoNb30BaHUS peareHTa HeMeA/IeHHO 3aKpbiBalTe KpbILWKY

dnakoHa. 3akpblBanTe Kaxablh hakoH CBOEW KPbILLKOM.

8.4. 1ns npoBeAeHWa aHanuM3a He cneayeT UCMNO0b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KPOBM, @ Takxe CbIBOPOTKY (Mna3My) KpoBM, COAepKaLLyo
a3suna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (MaasMmy)
cnenyet xpaHuTb npu Temrepatype -20 °C. [NoBTOpHOE 3aMopaxuBaHue-oTTansaHue
06pa3LoB CbIBOPOTKU (N1a3Mbl) KPOBU He JOMycKaeTcs.

8.5. VckntoyaeTtca ncnonb3oBaHMe AN aHanmsa o6pasuoB CbIBOPOTKM (Mna3mbl)
KPOBW NtoAen, NonyyasBlmMX B LensxX AUarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOASAT MbIlWHbIE @aHTUTENa.

8.6. Mpu ucnonb3oBaHuM Habopa AN NpoBeAEHUS HECKOSbKMX He3aBUCUMbIX
Cepui aHanu3oB cneayeT UMeTb B BUAY, YTO ANS KaXXA0ro He3aBUCMMOro onpeaeneHus
HeobxoAMMO MOCTpOEHMEe HOBOro KanmbpoBO4YHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCa orpefeneHne KoHueHTpauun IgA aHTuTen K Ae3aMUHUPOBAHHbLIM
nentuaam rnvagmHa (AMNM) B KOHTPOSbHOM CbIBOPOTKE

8.7. 1ns nonyyeHns HadexHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobnwoaeHune
NHCTpYKUMK No npuMeHeHuto Habopa.
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10. O)XXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesyfbTaTax uccnenoBaHuin, nposeaeHHbIx OO0 «XEMA»,
peKkoMeHAyeM Mofb30BaTbCAd HOpMaMu, MNpuUBEAEHHbIMW Huxe. Bmecte c TeMm, B
cooTBeTCTBUM C npaBunamm GLP (Xopowein nabopaTopHOM NpakTUKKM), Kaxaas
nabopatopua A[o/HKHA camMa onpefennTb MapaMeTpbl HOPMbl, XapakTepHble ANs
obcnenyemon nonynsauuu.

MpumMmeuaHue. 3HayeHns KOHUeHTpaumn aHTn-AMNI IgA B nccneayembix obpasuax,
HaXoAsALMECH HWXKE rpaHuLbl YyBCTBUTENbHOCTM Habopa (5 Ea/mn), a Takxe npesbl-
waruime 3HavyeHne BepxHen kannbposoyHon npobel (100 Ea/mn) cneayert npvBoAvTb
B crneaytowen gopme: B uccnegyemom obpasue X KoHueHTpaums aHTu-ANr IgA Huxe
5 Ea/mn wnu Bbiwe 100 Ea/mn.

Eaunnupl, Eg/mn
HuwxHuii npepen BepxHuii npegen
300pOBble [JOHOPbI - 10.0

Wccnepyemas rpynna

Mo Bonpocam, kacatwowmmcsa kayectsa Habopa «AHTU-AMNT IgA-NDA»,

cneayet obpawaTtbes B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58, ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07
(MHOrokaHanbHbIM)

3/1eKTPOHHas noyta: rqc@xema.ru; 88005052345@xema.ru

PykoBoauTenb cnyxbbl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KoCcTpnkuH
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Instruction for use

A solid-phase enzyme immunoassay for the quantitative
determination of IgA antibodies to deamidated gliadin
peptides (DGP) in human blood serum or plasma

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of IgA
antibodies to deamidated gliadin peptides (DGP) in blood serum or plasma.

This kit is designed for measurement of IgA antibodies to deamidated gliadin
peptides (DGP) 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 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Celiac disease (CD) is a complex autoimmune pathology characterized by
intolerance to a major reserve protein of rye and wheat grains - gluten. Prevalence
of this disease varies greatly in different geographic regions and may come to 1:300.
If a patient with CD consumes food products containing gluten, a crypt hyperplasia
accompanied by total or partial atrophy of intestinal villi develops; at the same time,
the risk of development of oncological pathology of the intestine rises significantly.

Celiac diagnostic procedures include determination of anti-tissue transglutaminase
auto antibodies (IgG and IgA), anti-gliadin auto antibodies (IgG and IgA), anti-
endomysium antibodies (EMA) and biopsy of small intestine as a main confirmation test.
Auto antibodies against deamidated gliadin peptides (DGP) seem to be more specific
marker in addition to determination of anti-gliadin auto antibodies. During pathogenesis
of celiac disease gliadin undergoes deamidation by tissue transglutaminase in the
lamina propria. Deamidated gliadin peptides bind to HLA molecules on the surface
of antigen presenting cell and are recognized by T-helper cells. It causes anti-DGP
antibodies appearance. Therefore determination of anti-DGP auto antibodies may
support diagnostic of celiac disease especially as addition marker to anti — total gliadin
auto antibodies determination.

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 the antigen. Antibodies from the
specimen bind coated antigen on the microwell surface. Unbound material is removed
by washing procedure. Second antibodies directed towards species specific Ig, 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 5-250 pl;

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...48 °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. Freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent PPreparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4-25 °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:
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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

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

9.2. Plot a calibration curve on graph paper: OD versus IgA antibodies to
deamidated gliadin peptides (DGP) concentration.

9.3. Determine the corresponding concentration of IgA antibodies to deamidated
gliadin peptides (DGP) 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.

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

Calibrators Value Absorbance Units (450 nm) 00 N
CAL 1 0 1U/ml 0.08 o |
CAL 2 5 1U/ml 0.21 o e
CAL3 | 101U/ml 0.47 . .
CAL4 | 251U/ml 0.89
CAL 5 50 1U/ml 1.55 “ls
CAL 6 100 IU/ml 2.2 ° » w © 0
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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
Anti-DGP IgA.

Units, U/ml
Lower limit | Upper limit
Healthy donors - 10

Sex, age

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 5 IU/ml.

11.2. Linearity

Linearity was checked by assaying dilution series of 5 samples with different IgA
antibodies to deamidated gliadin peptides (DGP) concentrations. Linearity percentages
obtained ranged within 90 to 110 %.

11.3. Recovery

Recovery was estimated by assaying 5 mixed samples with known IgA antibodies to
deamidated gliadin peptides (DGP) concentrations. The recovery percentages ranged
from 90 to 110 %.

Document: K182AI Instruction version: 208 Format version: 000

16



