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K2761I

«YTBEPXOEHA»
Mpwuka3 PocaapaBHagzopa N2 10283-IMp/09 ot 16 nekabps 2009 r.
KPA N? 74915 ot 29.10.2009 r.

MHCTPYKLUMNA MO NPUMEHEHUIO HABOPA PEATEHTOB
ana AMMYHO®EPMEHTHOIO ONPEAEJIEHNSA
CEKPETOPHOI'O IgA B BUOJIOTMYECKUX XXNOKOCTAX
«cekpeTopHbii IgA-UDA »

1. HABHAYEHMUE

1.1. Habop peareHTOoB  «CekpeTopHbin  IgA-UDA»  npeaHasHayeH  Ans
KO/IMYECTBEHHOrO OMpeaenieHns KOHLEHTpaumn cekpetopHoro IgA B 6uonornyeckunx
xmakoctax (cMm. Tabnuuy M) metoaom TBepAodasHOro MMMyHO(EpPMEHTHOIO aHanmsa.

1.2. CekpetopHbin IgA (sIgA) 4aBnseTcd OCHOBHbIM  WMMMYHOrN06YynnHOM,
npeacTaBfeHHbIM B CeKpeTax CAM3UCTbIX 060M04eK M 3K30KPUHHbBIX Xened. Okono
90% SIgA cuHTe3MpyeTcss MeCTHO M He nonajaeT B KpOBOTOK. 10 CTpykType u
@HTUIEeHHbIM CBOWCTBaM SIgA NMpUHUMMMaNbHO OT/IMYAETCSH OT CbIBOPOTOYHOro IgA Tem,
4YTO NpeacTasnseT cobol KOMMAEKC U3 TPeX PasHbIX MO MPOUCXOXAEHUIO U CTPOEHUIO
Monekyn. B coctaB sIgA Bxoaut ase (unu 4) monekynbl IgA ¢ MONeKynsipHOM Maccon
160 KAa kaxpas, obbeauHsawowas nx J-uenb (16 K[Aa) n cekpeTOpHbI KOMMOHEHT
(80 K[a), KOTOpbIii NMpUCoeanHSIETCA B MpoLecce TpaHC3MUTeNManbHOro TpaHcrnopTa
nonumepHoro IgA.

1.3. sIgA urpaet BaxHYl poOsib B MECTHOM MMMYHUTETE OpraHusMa, nNpensaTcTBys
NMPUKPENIEHNIO U NPOHMKHOBEHUIO HakTepuii U BMPYCOB 4Yepe3 3nuTenui, CBs3biBast
natoreHbl, nonagatwwne B 6MONOrMYECcKNe XUAKOCTU, a TaKxXKe HeNTpanusys BUPYChl,
NMPOHMKLUNE BHYTPb SNUTENNANBbHbIX K/IETOK.

1.4. Pan nokasaTtene pesWCTEHTHOCTW OpraHusMa K WHdeKkuun Koppenupyet
C ypoBHeM sIgA-aHTUTEeN B 3KCTPaBaCKyNsApHbIX XWAKOCTAX. OnpepeneHve
KOHUeHTpauun sSIgA no3sonser noayumtb MHMOPMALMIO O COCTOSAHUMUM MECTHOro
UMMYHUTETa M UCNOMb3YeTCs NpW ANArHOCTUKE U KOHTpone 3(PEeKTUBHOCTU NeYeHUs
3aboneBaHUn NONOCTU PpTa, AbIXaTeNbHbIX, MNULIEBAPUTENBHLIX W MOYENONO0BbIX
OpraHos.

1.5. B kpoBM yBenmuyeHue KoHLeHTpaumm sIgA Habntogaetcs npu 3aboneBaHusx
nevyeHu, Npu psaae ayToMMMYyHHbIX 3a6oneBaHunii, a Takxe Npu HEKOTOPbIX OMyXonsaxX.

1.6. KonnyecTtBeHHoe onpeaeneHne sIgA TpebyeT cneunanbHbiX CUCTEM AETEKLUM,
KOTOpbI€ YUYUTbIBAOT 0CO6EHHOCTM CTPOEHMUS 3TON KOMMIEKCHOM MOJIEKYbI.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpepenerHne cekpeTopHoro IgA OCHOBaHO Ha MWCMONb30BAHUN <CIHABUY»-
BapuMaHTa TBepAodasHOro MMMYHO(MEPMEHTHOro aHanusa. Ha  BHyTpeHHel
NOBEPXHOCTU JIYHOK naHweta WMMOOWMIN30BaHbl MbIWWHBIE MOHOKJIOHA/IbHbIE
aHTUTena K cekpetopHoMy IgA uyenoseka. B nyHkax nnaHweta, npu pobasneHun
ncecneayemoro obpasua, NponcxoanT CBA3blBaHWE cekpeTopHoro IgA, copepxalierocs
B UccneayeMmom obpasue, ¢ aHTuTenamm Ha TBepaoi dase. O6pa3oBaBLUIMNCA KOMMIEKC
BbISBASIOT C MOMOLbIO KOHBbIOraTa MbIWWHbBIX MOHOKJIOHANbHLIX aHTUTeNn K anbda-
uenu IgA c nepokcmnaason xpeHa. B pesynbTaTe obpasyeTcs CBA3aHHbIN C NIACTUKOM
«C3OHABUY», copepxalumii nepokcuaasy. Bo Bpemsi nHkybaumm ¢ pactBopom cybcTpaTa
TeTpameTunbensmamHa (TMB) npoucxoauT oOKpalmBaHME pacTBOPOB B JIYHKaX.
MNHTEHCMBHOCTb OKpacku MpsiMO MpOMoOpuUMOHanbHa KOHLUEHTpauum cekpetopHoro IgA
B nccrnenyemom obpasue. KoHueHTpauuio cekpetopHoro IgA B uccnenyemblx obpasuax
onpeaensioT no KannbpoBoyHOMY rpaduKy 3aBUMCUMOCTM OMTUYECKOW MIOTHOCTM
OT coAepi>xaHuns cekpeTopHoro IgA B kKannbpoBOYHbIX Npobax.

3. AHAJTUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneuncUYHOCTD.
MepekpecTHas peakuns MbIWMHbBIX MOHOK/IOHAsIbHbIX aHTUTEN K ceKkpeTopHoMy IgA
C APpYrMMW aHanMTamMn nNpuBefeHa B Tabnuue:

AHanut | NepekpecTHasa peakuusa, %
1gG <0.1
IgM <0.1
IgE <0.1

3.2. BocnpousBoaUMOCTb.

KoaddurumneHT Bapnaunm pesynbTaToB OMpeAesieHns COAEPXaHUS CeKPeTOpPHOro
IgA B 04HOM 1 TOM Xe obpa3sue 6MonorMyeckmx XXnAKoCTen ¢ ncrnonb3osaHnem Habopa
«cekpeTopHbIn IgA-UOA» He npesbiwaeT 8,0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLeHTpaumn cekpeTopHoro IgA B o6pasuax 6uonormyeckmx
XUAKOCTEN NpU pasBefeHun uxX OMONOrMYEeCcKMMU XUAKOCTSMU, He coepxalien
CeKpeToHbIi IgA, WMeeT JNWHEeWHbI XapakTep B JAManasoHe KOHLUeHTpauuin
2-400 mkr/mn n coctasnset £10,0%.

3.4. To4yHOCTDb.

[aHHbI  aHanuUTMYecKMii napameTp MNPOBEPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME M3MEPEHHOW  KOHLEHTpaumu cekpetopHoro IgA npeanucaHHown,
MOSlyYEHHOM nMyTeM CMeWMBaHUA paBHbIX OOBEMOB KOHTPOJSIbBHOW CbIBOPOTKU W
KanmbpoBouHoM Npobbl 20 MKr/MA. MNpouUeHT «oTKpbITUS» cocTaBnseT 90-110%.

3.5. HyBCTBUTEJIbHOCTD.

MuHuManbHaa A[OCTOBEPHO onpeaensemMas Habopom «cekpeTopHbii IgA-UOA»
KOHUeHTpauusa cekpetopHoro IgA B 6MONOrMYEcKMX >KUAKOCTSAX He mpeBblwaeT
1.2 MKr/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem cron-peareHta (5,0% pacTtsBop
CEPHOW KMUCNOTbI), B UCMOJIb3YyEMbIX KOHLIEHTPaUUSAX ABASOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxatmowmm gernicteuem. MsberaTb
pa3bpbI3rMBaHuUs M NoMagaHuns Ha KOXY 1 Cin3nctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60/bLINMM KOMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cnepyet cobnogate «lMpaBuna yCTpONCTBA, TEXHUKMU
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NMYHON rurmeHbl Npu pabote B nabopatopusix (OTAeNEeHUAX, oTaenax) CaHuTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUA cMCTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayetT HaaeBaTb OAHOPA30Bble PE3UMHOBLIE WU
nacTMKOBble MepyaTKn, Tak Kak 0bpasubl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHDULMPOBAHHbBIN MaTtepuar, CnoCObHbIV ANUTENbHOE BPEMS COXPaHATb
N nepegaBaTb BWY, Bupyc renatuta unm nwoboli apyroi Bo36yauTenb BUPYCHOW
MHdekunu.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEpTUKANbHOI0 CKAaHMPOBAHWS, MO3BOJISOLLNI U3MEPATb ONTUYECKY IO
MAOTHOCTb COAEPXKMMOrO SIYHOK MfaHweTa nNpu AsIMHE BOSIHbI 450 HM;

- TepMocCTaT, NnoaAepXuBarwwmin TemnepaTtypy +37 £0,1 °C;

—  [A03aTopbl CO CMEHHbIMW HaKOHEeYHMKaMu, no3sonswwme oTbéupate 06bEMbI
B Anana3oHe 25-250 Mkn;

- UWAMHAP MepHbI BMecTuMocTbio 500 mn;

- BOAa AUCTUNIMPOBaHHas;

—  repyaTKu pe3nMHOBble UKW NIaCTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. MNepen npoBeAeHMEM aHann3sa KOMMNoHeHTbl Habopa v nccneayemoie o6pasubl
crnenyeT BblAepXaTb Npy KOMHaTHOW TemnepaTtype (+18-25 °C) He MeHee 30 MUH.

7.2. MNMpuroTtoBneHue njaHwWwera.

BCKpbITb MaKkeT C NiaHWeTOM W YCTaHOBWUTb Ha paMKy Heo6XoAMMOe KOMYecTBO
cTpunos. OCTaBLUMECS HENCMNOIb30BaHHbIMK CTPUMbI, YTOObI NPEeAOTBPaTUTL BO3AENCTBME
Ha HWX BNaru, TwaTenbHO 3aknenTb byMaron AN 3akNenmBaHUsa NaaHweTa U XpaHuTb
npu TemMmnepaType +2-8 °C B TeueHume BCero cpoka rogHoctn Habopa.

7.3. MNpurotoBneHne oTMbIBOYHOIO pacTBopa.

B cnyuyae ppobHoro wucnonb3oBaHua Habopa cnenyetr otobpaTb Heobxoammoe
KOJINYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pasBecTn AUCTUAIMPOBAHHOW
BoAoM B 21 pa3 (1 Ma KOHUEHTpaTa OTMbIBOYHOrO pacteopa + 20 MN AUCTUANIMPOBAHHOWM
BOAbI).
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8. YCNOBUSA XPAHEHUSA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHTOB «CeKpeTopHbin IgA-UDA» [OMKEH XPaHUTbCS B yMaKoBKe
npeanpuaTUA-U3roToBMTENa Npy TemnepaTtype +2-8 °C B TeyeHue BCero Cpoka rogHocTy,
yKasaHHoOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopaxuaHue Lenoro Habopa.

[AonyckaeTca ogHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannbpoBoOUHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJ/IMKBOTAaX.

8.2. Habop paccumTtaH Ha npoBeAeHue aHanusa B aybnukatax 41 uccnegyembix
o6pa3uoB, 6 KanMbpoBOYHbIX Mpob6 M 1 nNpobbl KOHTPOSLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

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

- OCTaBLUMECS HEeWCnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymarorn Ans 3akneuBaHUsa MiaHweTa U XpaHuTb Npu Temnepatype +2-8 °C
B TeYeHne Bcero cpoka rogHoctn Habopa;

-  W®OA-bydep, kKoHblOraT, cybCcTpaT, CTOM-peareHT nocne BCKpbITUS (1akoHOB
cnefyeT XpaHuTb nNpu Temnepatype +2-8 °C B TedeHne BCero cpoka rogHocTu
Habopa;

- KanubpoBOYHble NPObbl N KOHTPOJIbHYIO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnenyeT XxpaHuTb Npu TemnepaType +2-8 °C He 6onee 2 mecsues;

—  OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu TemnepaTtype +2-8 °C B TeueHne BCcero cpoka rogHoctn Habopa;

- TMNPUrOTOBJIEHHbIN OTMbIBOYHbIA PacTBOp clefyeT XpaHWTb MpPU KOMHATHOM
Temnepatype (+18-25 °C) He 6onee 5 cyTok unm npu Temnepatype +2-8 °C
He 6onee 30 cyToK;

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/IeHHO 3aKpbiBalTe KPbILWKY

¢nakoHa. 3akpblBaliTe Kaxabli hf1akoH CBOEN KPbILLIKON.

8.4. ins npoBeAeHWa aHanuM3a He cneayeT WCMNofb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (Ms1iasMy) KpoBU, coaepKallyto
asua HaTpus. Ecnu aHann3 npon3BoAnTCSA He B AeHb B3SITUS KPOBU, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb Npu Temnepatype -20 °C. [oBTOpHOe 3aMoOpa)kMBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKU (Nf1a3Mbl) KPOBU He AOMyCKaeTcs.

8.5. VckntoyaeTcs Mcnosb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Mia3Mmbl)
KPOBW NtoAen, Nony4yasBlwmMX B LensxX AMarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbILUNHbIE @aHTUTENa.

8.6. Mpn wucnonbloBaHun Habopa Ana nNpoBeAEHUS HECKOSIbKUX HEe3aBUCUMMbIX
cepuil aHanuM30B cneayeT UMeTb B BMAY, YTO ANS KaXXA0ro He3aBUCMMOro onpeaeneHns
Heo6XxoANMMONOCTPOEHNEHOBOro KanimbpoBoYHOrorpadmka; KpoMeaToro, peKoMeHayeTcs
onpeaeneHve KoOHUeHTpauum cekpeTopHoro IgA B KOHTPOJIbHOW CbIBOPOTKE.

8.7. [Ins nony4yeHns HadexXHbIX pe3ynbTaToB HeobxoaAmMmo cTporoe cobntoaeHue
NHCTpyKuMM no npumeHeHunto Habopa.
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10. OOKUWAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pesynbTatax nccnenoBaHui, npoBeAeHHbIX
000 «XEMA», pekoMeHAyeM MoAb30BaTbCA HOpMaMu, NpuBeAEHHbIMU HUxe. BmecTte
C TeM, B COOTBETCTBMU C NpaBunamMm GLP (Xopowei nabopaTOpHOM NpaKTUKKN), Kaxaas
nabopatopus AO/KHa cama onpeaenuTb MNapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynsauuu.

MpumMmeuaHue. 3HauveHWss KOHUeEHTpauwuin cekpeTopHoro IgA B uccneayembix
obpasuax, HaxoaslMecs HuXe rpaHuubl YyBCcTBUTENbHOCTM Habopa (1.2 mkr/mn),
a Takxke npeBblllaloWme 3HavyeHne BepxHen kKanmbpoBoyHoM npobbl (400 mkr/mn)
cnefyeT NpuBoAUTbL B cneaytowen dopme: B uccnenyemMom obpasue X KOHUeHTpauus
cekpeTopHoro IgA Huxe 1.2 mMkr/mn nnu Bbiwe 400 Mkr/mi.

EAnHMLUbI
Uccnepyemasn MKr/Mn
rpynna — —
Hw>xHunh npepen BepxHu# npepnen
CbIBOPOTKA KPOBU 1.6 5.0
chntoHa 57 260
Mouya 0.5 2.7
rpyaAHOe MOJI0KO 800 -

11. INTEPATYPA

1. Heiddis B. Valdimarsdottir and Arthur A. Stone - Psychosocial Factors and Secretory
Immunoglobulin A. Critical Reviews in Oral Biology & Medicine, Jan 1997; 8: 461-474.
2. Amir H Abdul Latiff and Michael A Kerr — The clinical significance of immunoglobulin
A deficiency. Ann Clin Biochem, Mar 2007; 44: 131-139.

Mo BonpocamM, kacawwmmcsa kavectsa Habopa «cekpetopHbiii IgA-UDA >,
cnepyet obpawaTtbes B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

3M1EeKTPOHHas noyTa: info@xema.ru; rgc@xema.ru
WHTEPHET: wWww.Xema.ru; www.xema-medica.com

PykoBoauTensb cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KoCcTpukunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF SECRETORY IgA IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of secretory
IgA in biological fluids.

This kit is designed for measurement of secretory IgA in biological fluids.
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

Secretory IgA (sIgA) is the main immunoglobulin present on mucosal surfaces.
Ca. 90% of sIgA is produced locally and does not penetrate into blood circulation.
sIgA is considerably different from serum IgA, as this complex protein consists of
3 completely different molecules. Two or four molecules of immunoglobulin A with
molecular weight 160 kDa are joined by J-chain (16 kDa) and attached to the secretory
component (80kDa); the formation of this complex occurs during transepithelial
transport of polymeric IgA.

sIgA plays a pivotal role in local immunity by blocking bacterial and viral adhesion
and invasion through epithelial tissues. Determination of sIgA concentration allows to
evaluate the local immunity status in stomatology, ophthalmology, respiratory diseases,
gastroenterology, gynaecology. The sIgA in saliva can be also used as noninvasive
mass screening for selective IgA deficiency.

Elevation of sIgA in serum is occasionally observed in soautoimmune diseases and
several tumours.

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 murine monoclonal to human
secretory IgA-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Unbound material is removed by washing procedure.
Second antibodies — murine monoclonal to human IgA alfa chain, 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% H2S04. 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 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 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. Calibrators
and control sample(s) - only one freezing/thawing cycle is allowed

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +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.
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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 Abscz;bsa;)n:; l)lmts N .
CAL 1 0 pg/ml 0.10 5
CAL 2 2 pg/ml 0.14 ;
CAL 3 20 pg/ml 0.33 gmr
CAL 4 40 pg/ml 0.57 o
CAL 5 100 pg/ml 1.03 . .
CAL 6 400 pg/ml 2.17 T e "

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 secretory IgA. Based on data obtained by XEMA, the following normal
range is recommended (see below). NOTE: the patients that have received murine
monoclonal antibodies for radioimaging or immunotherapy develop high titered anti-
mouse antibodies (HAMA). The presence of these antibodies may cause false results in
the present assay. Sera from HAMA positive patients should be treated with depleting
adsorbents before assaying.

Units
Sex, age pg/ml
Lower limit Upper limit
serum 1.6 5.0
saliva 57 260
urine 0.5 2.7
breast milk 800 -

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
19G <0.1
IgM <0.1
IgE <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 1.2 pg/ml.

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

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