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K2151

«YTBEPXOEHA»
Mpukas Poc3apaBHaa3opa N2 4496-Mp/08 ot 10 uioHsa 2008 roga
KPA N2 10620 ot 13.03.2008 r.

MHCTPYKUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONPEAEJIEHUA
AErMAPO3NMNAHAPOCTEPOH-CVYJ/Ib®ATA
B CbIBOPOTKE (NMJIASME) KPOBU «A9AC-UDA>»

1. HABHAYEHME

1.1. Habop peareHtoB <«[O2AC-UDA» npepgHasHayeH AN  KOJMYECTBEHHOro
ornpeaeneHns KOHLEeHTpaumn AernaposnmaHapocTepoH-cynbdarta B CbIBOPOTKe (nia3me)
KpOoBW MeToAoM TBepAodasHOro MMMyHodepMeHTHOro aHanumsa.

1.2. JernaposanmaHapocTepoH - aHaporeH C MOJEKYISIPHOM Maccomn
288,4 panbTOH, CeKpeTUpYIoWMACA B MYYKOBOW M CeTYaTOM 30Hax HaAMNOYEeYHMKOB.
B opraHusme u4enoBeka OH TMpPUCYTCTBYET B OCHOBHOM B BuAe CynbdaTHOro
NpoM3BOAHOIO — AermapoanuaHgpoctepoH-cynbdarta (ADAC). HaunHaa c poxaeHus,
KOHUeHTpauus ASAC B nna3Mme MNoCTeNeHHO MOBbIWAETCs, 3aTeEM pe3Ko Bo3pacTaeT
nocne nybepraTHOro nepuopa, AocTuras Makcumyma K 20 rogam, a nocne 3Toro
cHuxaeTca. Mockonbky A3AC ABNAETCA OCHOBHbLIM KOMMOHEHTOM 17-KeTocTepouios
(17-KC) B CbIBOPOTKE, 3TOT TECT MOXET 3aMEHWUTb yCTapeBLUMe MeToAbl onpeaeneHus
17-KC B Moue. lNoBbiweHue ypoBHSA IDAC 0TMeYeHO Npu agpeHoreHmMTanbHOM CMHAPOME,
rMpCyTU3Me, akHe, MOJSIMKUCTO3e SNYHMKOB, BPOXAEHHOW ruMnepniasunm M onyxonsax
KOpbl Hagno4yeyHnkos, 6onesnn KywuHra, cuHapome LTeinHa-JleBeHTans. MoHuxeHne
KoHUeHTpauun ISAC nponcxoanT C BO3PacTOM Y MYXUYMH M XKEHLLUWH, a TakXe oTMeyaeTcs
npu runepaunuaeMmn, NCMxo3e, ncopmase, HeAOCTaTOYHOCTM KOPbl HAAMOYEYHMKOB.
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2. IPUHUMUN PABOTblI HABOPA

OnpeaeneHve AernaposanuaHapocTepoH-cyfbdaTa OCHOBAHO Ha MCMOJSb30BaHWUU
KOHKYPEHTHOro  UMMYHOMEpPMEHTHOro aHanmsa. Ha BHyTpeHHel MNOBEPXHOCTU
JIYHOK nfaHweTa MMMO6MUIM30BaHbl KPOAWYbW MOSMKNOHANbHble aHTuTena k A3AC.
OernaposannaHapoctepoH-cynbdaT M3 ob6pasua KOHKYpUpyeT C KOHbIOrMpOBaHHbLIM
O2AC 3a cBsi3blBaHWE C aHTUTENaMM Ha NOBEPXHOCTU NyHKN. B pe3synbTaTe obpasyeTcs
CBSI3@HHbI C MNACTUKOM «C3HABUY», coAepxalumii nepokcuaasy. Bo BpemMs nHky6aumm
c pactBopoM cybcTpata TeTpameTunbeHsmauHa (TMB) npoucxoauT oKpalumBaHue
pacTBOpoB B JlyHKax. WHTEHCMBHOCTb OKpackum o06paTHO nponopuMoHanbHa
KOHLEHTpaumu  AernaposanuaHapocTepoH-cynbdaTa B uccneayemoMm  obpasue.
KoHueHTpauuio  AerMapoanuMaHapocTepoH-cynbdaTta B uccneayeMmblx — obpasuax
onpeaensioT Mo KannbpoBOYHOMY rpaduKy 3aBMCUMOCTM OMNTUYECKOW MIOTHOCTU
OT coAepXXaHus AernaposanmaHapocTepoH-cybdaTa B KanMbpoBOUHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmuHocTb. [epekpecTHas peakuus KpPOANYbUX MOANKIOHANbHbIX
aHTuTen Kk A3AC c apyrummn aHanutamu npveeaeHa B Tabnuue:

AHanut NepekpecTtHasa peakuus, %
O3AC 100
O2A 50
[pyrue poaCTBeHHble cTeponabl <0.1

3.2. Bocnpon3sBoanMOCTb.

KoaddurumeHT Bapmauum pesynbtaToB onpeaenenus cogepxxanus J3AC B 04HOM un
TOM >Xe obpasue cbiBOpOTKM (MsiasMbl) KPOBU C Ucnosib3oBaHneM Habopa «J3AC-UDA»
He npesbiwaeT 8,0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLUeHTpaumn O3AC B obpasuax CbiBOPOTKM (MaasMbl) KPOBW Mpwu
pa3BefeHnn nxX CbiIBOPOTKOM (Nn1a3mMon) KpoBu, He coaepxatlien 13AC, uMeeT INHENHbIN
XapakTep B AMana3oHe KoHueHTpauui 0.1-10 mkr/mn u coctasnsietr £10,0%.

3.4. TOYHOCTb.

[JaHHbIA aHanUTUYeCcKM napaMeTp MpPOBEPSETCHd TeCTOM Ha <«OTKpbiTue» -
COOTBETCTBME U3MEPEHHOW KoHueHTpauumn ODAC npeanucaHHON, MOsyyYeHHOW nyTem
CMeLUMBaHMS paBHbIX 06BEMOB KOHTPOJIBHOW CbIBOPOTKM M KannMbpoBOYHONM MNpPo6bI
0.3 mkr/mn. MpoueHT «oTKpbITUS» cocTasnseT 90-110%.

3.5. UyBCTBUTEJ/IbHOCTD.

MuHMManbHas AocToBepHO onpeaensiemas Habopom «ADAC-UDA» KOHLEHTpauums
O3AC B cbiBOpOTKE (Nna3Me) Kposu He npesbiwaeT 0.05 Mkr/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN puck NpuMmeHeHus Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHTta (5,0% pacTtBop
CEPHOW KMUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPaUNUSX ABNSIOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem. UsberaTb
pa3bpbI3rMBaHUs U NoMaAaHus Ha KOXY U Cin3ncTble. Mpu nonagaHum Ha KOXY U CIM3UCTbIe
NopaKeHHbI y4acToK cnefyeT NpoMbITb 6ONbLINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopoM cneayet cobniogate «lMpaBuna yCTpONCTBa, TEXHUKMU
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuma Wt
NMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAeNeHuax, oTaenax) CaHuTapHO-
3MNNAEMUONIOTNYECKUX YUPEXAEHUIA cucTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. MNpu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBLIE WU
Na1acTMKOBbIe NepYaTKn, Tak kak 06pa3Lbl KPOBM YenoBeKa crieayeT pacCMaTpmBaTb Kak
NoTeHUManbHO MHOULMPOBAHHbIA MaTepuan, CNoCobHbI ANUTENbHOE BPEMS COXPaHSTb
n nepegaBaTb BWY, Bupyc rematuta wnu nwboin apyro Bo36yauTenb BUPYCHOM
MHbeKUMN.

6. OBOPYAOBAHUE U MATEPUAIJIbI,
HEOBXOAWUMBbBIE NPU PABOTE C HABOPOM

- (POTOMETp BEpTUKANbHOI0 CKAaHNPOBAHWS, MO3BOJISOLLNIA N3MEPATb ONTUYECKY O
MAOTHOCTb COAEPXKMMOrO JIYHOK MjaHweTa nNpu AsMHe BOSIHbI 450 HM;

- TepMocTaT, noaaepXxuBarmwmn temnepatypy +37+-0,1 °C;

—  [03aTopbl CO CMEHHbIMW HaKOHEYHMKaMK, no3sonswwme oTbnpatb 06bLEMbI
B Anana3oHe 25-250 Mkn;

- UWIMHAP MepHbI BMecTuMocTbio 500 Mmn;

- BOAa AUCTUNNIMPOBaHHas;

- rep4yaTku pe3nHOoBble UKW NIacTUKOBbIE;

- 6ymara dunbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB A/ AHAJIN3A

7.1. MNepepa npoBefeHWeM aHanm3a KoMnoHeHTbl Habopa n nccneagyemele obpasubl
CbIBOPOTKM (MNNa3Mbl) KpOBW cfefyeT BblAepXaTb MNpW KOMHATHOW TeMmnepaType
(+18-25 °C) He MeHee 30 MUH.

7.2. MpurortosBneHve niaaHweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMOe KONM4ecTBO
cTpunoB. OcTaBLlnecs Hencnonb30BaHHbIMM CTPUMbI, YTOObI NPeAOTBPaTUTL BO3AENCTBME
Ha HWX BNaru, TWaTenbHO 3aKkneuTb 6yMaron ANns 3akfenBaHUsa naaHweTa u XpaHuTb
npu Temnepatype +2-8 °C B TeyeHMe BCero cpoka rogHoctn Habopa.

7.3. MpurortoBsieHne OTMbIBOYHOIO pacTBopa.

B cnyuyae ppobHoro wucnonb3oBaHus Habopa cnepgyetr oTtobpaTb Heobxoaumoe
KONMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBopa W pasBecTu AUCTUAIMPOBAHHOW BOAOW
B 21 pa3 (1 Mn KOHUeHTpaTa OTMbIBOYHOro pacrteopa + 20 MA AWCTUAMPOBAHHOW
BOAbI).
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8. YCNOBUSA XPAHEHNSA U SKCIMJTYATALIUMN HABOPA

8.1. Habop peareHToB «[D2AC-UDA» fomkeH XpaHUTbLCA B yYNakKoBKe NMpeanpusTus-
M3rotoBuTENS npu TemnepaTtype +2-8 °C B TeueHne BCEro Cpoka roAHOCTU, YKa3aHHOro
Ha ynakoBke Habopa.
[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype fo +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopaxwusaHue uenoro Habopa.
[AonyckaeTca ogHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannbpoBoOUHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKM B aJIMKBOTaX.
8.2. Habop paccuuTtaH Ha npoBefaeHue aHanusa B aybnukatax 41 uccnegyembix
o6bpa3uoB, 6 KanMbpoBOYHbIX Mpob6 M 1 Npobbl KOHTPONLHOM CbIBOPOTKM (BCEro
96 onpenenexHui).
8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHuTb
cnepytowmm obpasom:
- OCTaBlUMECs HeMCrnosib30BaHHbIMKU CTPUMbl HEO6XOAMMO TWATeNbHO 3aKfenTb
6ymarorn Ans 3akneuBaHWs MnaHweTa U XpaHuTb Npu Temnepatype +2-8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- KOHblorat, cybcrtpaTt, cTon-peareHT MOCne BCKpbITUA (dNakoHOB cneayet
XpaHuUTb Npu TemnepaType +2-8 °C B TeueHue BCero cpoka rogHoctn Habopa;

- KanubpoBOYHble NPobbl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUSA (DIaKOHOB

cnepyeT XpaHuUTb nNpu Temnepatype +2-8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMINCA HENCMO/Ib30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer

XpaHuUTb Npu TemnepaType +2-8 °C B TeueHue BCero cpoka rogHoctn Habopa;

- MNPUrOTOBJIEHHbLIN OTMbIBOYHbIA PacTBOp clefyeT XpaHUTb MpPU KOMHaTHOWN

Temnepatype (+18-25 °C) He 6onee 5 cyTok wnam npu Temnepartype +2-8 °C
He 6onee 30 cyToK;

MpumeyaHune. MNocne ncnonb3oBaHUA peareHTa HeMeASIeHHO 3aKpbliBalTe KpPbILKY
¢nakoHa. 3akpbiBaliTe KaxAabln dfakoH CBOEN KPbILLIKON.

8.4. [Ina npoBedeHMs aHanu3a He creayeT WCMoJb30BaTb FEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (Na1a3My) KpOBM, a Takxe CbIBOPOTKY (NaasMy) KpoBK, coaepxallyto
asug HaTpusa. Ecnn aHanu3 npovsBoANTCS He B AeHb B3SITUS KPOBU, CbIBOPOTKY (MNiasmy)
cnepyet xpaHuTb npu Temnepartype -20 °C. [NoBTOpHOe 3aMopaxuBaHue-oTTanBaHue
o06pasLoB CbIBOPOTKM (M1a3Mbl) KPOBU HE AOMyCKaeTcs.

8.5. VcknouyaeTca ncnonb3oBaHMe Ana aHanusa o6pasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAewn, Nosy4vaBlMX B Lensax ANarHOCTUKM WK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIUNHbIE aHTUTENa.

8.6. Mpu uncnonb3oBaHuM Habopa ANs NpoBeAeHUss HECKOSIbKUX He3aBUCUMbIX
Cepuil aHanu3oB cneayeT UMEeTb B BUAY, YTO A/ KaXA0ro HE3aBMCMMOro OnpeaeseHuns
HeobxoAMMO MNOCTPOEHWEe HOBOro KanubpoBoyHOro rpadwukKa; Kpome 3TOro,
pekoMeHAyeTCs onpefenieHne KOHUEHTpauum AernapoanuMaHapoCcTepoH-cynbdaTta
B KOHTPOJIbHOW CbIBOPOTKE.

8.7. Ins nony4vyeHns HadexXHbIX pe3ynbTaToB Heob6XoaMMoO cTporoe cobniogeHue
WHCTpyKUMKM No npuMeHeHuto Habopa.
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10. OOXXKMAAEMbIE 3HAYEHUA U HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysbTaTax uccnenoBaHui, npoeaeHHbix 000 «XEMA»,
pekoMeHAyeM Mofib30BaTbCs HOPMaMu, MpuBeAEHHbIMM Huxe. BMmecte ¢ Tem,
B COOTBETCTBMM C npaBunamm GLP (Xopowei nabopaTopHOM MNpakTUKKW), Kaxaas
nabopatopusi Jo/KHa camMa onpeaenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnegyemon nonynsaunu.

MpumeuaHune. 3HaueHus KoHueHTpauuii [O3AC B wuccneayembix obpasuax,
HaxoasilmMecss Huxe rpaHuubl 4YyBcTBUTeNnbHoCTM Habopa (0.05 mkr/mn), a Takxe
npeBbillalOWmMe 3HavyeHue BepxHelr KannbposBouHor npobbl (10 Mkr/mn) cnepyert
npuBOAMTbL B cleaytower ¢opme: B uccneayemom obpasue X KoHueHTpauus O3AC
Huxe 0.05 mkr/mn unu Belwe 10 MKr/Mi.

10.2. B Habope «O2AC-UDA» 3Ha4YeHUS KOHUEHTpauuh KannmbpoBOYHbLIX Mpob6
Bblpa)keHbl B MKr/MA. 518 nepecyeTa KOHUEHTPauunii B MKMOJIb/J1, MOJTy4YEeHHOE 3HadYeHne
KOHLUEHTpaumn B MKIr/MN cnepyeTt yMHOXWUTb Ha 2.6.

1 mMKkr/mn = 2.6 MKMONb/N

EAVHMULbI EavHuubl gon.
Uccnepyemas MKr/mn MKMONb/n
AT E] Hu>KHM BepxHwuii Hu>kHMi BepxHMuii
npeaen npeaen npeaen npeaen
My>KYNHbI
HOBOPOXAEHHbIe 1.08 4.06 2.81 10.56
1 mecau-5 nert 0.01 0.41 0.03 1.07
6-9 net 0.03 1.45 0.07 3.77
10-11 net 0.12 1.15 0.31 2.99
12-17 net 0.2 5.55 0.52 14.43
18-30 net 1.25 6.19 3.25 16.09
31-50 net 0.59 4.52 1.53 11.75
51-60 net 0.2 4.13 0.52 10.74
>61 roga 0.1 2.35 0.26 6.11
JKeHLWWHbI
HOBOPOX/AEHHbIE 0.1 2.48 0.26 6.45
1 mecsau-5 net 0.05 0.55 0.13 1.43
6-9 net 0.03 1.4 0.07 3.64
10-11 net 0.15 2.6 0.39 6.76
12-17 net 0.2 5.35 0.52 13.91
18-30 net 0.29 7.81 0.75 20.31
31-60 net 0.12 3.79 0.31 9.85
MeHonay3a 0.3 2.6 0.78 6.76
BepeMeHHble:

1-1 TpuMecTp 0.38 3.6 0.99 9.36
2- TpUMeCTp 0.42 3.0 1.09 7.8
3-i TpumecTp 0.32 2.5 0.83 6.5
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Mo BonpocaM, kacatowmnmcs kayectsa Habopa «A9AC-NDA>»,

cneayet obpawatbcs B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

3MEeKTPOHHas noyta: info@xema.ru; rgc@xema.ru
WHTEpHEeT: www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepsuca OO0 «XEMA»,
K. 6. H. [. C. KoCcTpukuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF DEHYDROEPIANDROSTERONE SULFATE

IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

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

This kit is designed for measurement of dehydroepiandrosterone sulfate in blood
serum or plasma. For possibility of use with other sample types, please, referto 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

Dehydroepiandrosterone (DHEA) is an androgen with a MW of 288.4 Dalton
secreted in adrenals. The main derivate of DHEA present in human tissue is DHEA
sulfate (DHEAS). Since birth, DHEAS serum concentration is increasing continuously
showing a pronounced peak after puberty and maximal levels at the age of 20. After
that, serum DHEAS level continuously decreases. As DHEAS is the main component of
17-ketosteroids in serum, this test may substitute for column tests for determination
of 17-ketosteroids in urine.

Elevated DHEAS concentrations are found in adrenogenital syndrome, hirsutism,
acne, benign hyperplasia of adrenals and adrenal tumors, Stein-Leventhal syndrome,
polycystic ovary syndrome.

Decreased levels of DHEAS are found in hyperlipidemia, psychotic states, psoriasis,
adrenal insufficiency.
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3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific rabbit polyclonal to DHEAS-antibodies
simultaneously with conjugated DHEAS-peroxidase. DHEAS from the specimen
competes with the conjugated DHEAS for coating antibodies. After 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 inversely related to the quantity
of the measured analyte in the specimen.

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. 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 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.

7.4. Alternative units:

1 pyg/ml = 2.6 yMol/I
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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 dehydroepiandrosterone
sulfate concentration.

9.3. Determine the corresponding concentration of dehydroepiandrosterone sulfate
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!

Absorbance
Calibrators Value Units (450 nm)
x 1000
CAL 1 0 pg/ml 2184
CAL 2 0.1 pg/ml 1376
CAL 3 0.3 pg/ml 1200 ¢
CAL 4 1 pg/ml 875
CAL5 3 pg/ml 628 1 |
CAL 6 10 pg/ml 337 ' " concanaton

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
DHEAS. 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.

Document: K2151 Instruction version: 910 Format version: 803

15



K215I

Units Units alternative
Sex, age ug/mi pMol/I
Lower limit | Upper limit | Lower limit | Upper limit
Males
newborn 1.08 4.06 2.81 10.56
1 month-5 yrs 0.01 0.41 0.03 1.07
6-9 yrs 0.03 1.45 0.07 3.77
10-11 yrs 0.12 1.15 0.31 2.99
12-17 yrs 0.2 5.55 0.52 14.43
18-30 yrs 1.25 6.19 3.25 16.09
31-50 yrs 0.59 4.52 1.53 11.75
51-60 yrs 0.2 4.13 0.52 10.74
>61 yr 0.1 2.35 0.26 6.11
Females
newborn 0.1 2.48 0.26 6.45
1 month-5 yrs 0.05 0.55 0.13 1.43
6-9 yrs 0.03 1.4 0.07 3.64
10-11 yrs 0.15 2.6 0.39 6.76
12-17 yrs 0.2 5.35 0.52 13.91
18-30 yrs 0.29 7.81 0.75 20.31
31-60 yrs 0.12 3.79 0.31 9.85
post menopausal 0.3 2.6 0.78 6.76
Pregnancy week:

1st trimester 0.38 3.6 0.99 9.36
2nd trimester 0.42 3.0 1.09 7.8
3rd trimester 0.32 2.5 0.83 6.5

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
DHEAS 100
DHEA 50
other steroids <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.05 ug/ml.

11.3. Linearity

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

11.4. Recovery

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

12. LITERATURE
Look page 9.
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