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K215I

«YTBEPXOEHA»
Mpukas Poc3apaBHaa3sopa N2 4496-Mp/08 ot 10 uioHsa 2008 roga
KPZ N2 10620 ot 13.03.2008 r.

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

1. HABHAYEHMUE

1.1. Habop peareHtoB <«[O2AC-UDA» npepgHa3HayeH AN  KOJMYECTBEHHOrO
ornpeaeneHns KOHLEeHTpaumn AernapoanmaHapocTepoH-cynbdarta B CbIBOpOTKe (nia3me)
KpOBW MeToAoM TBepAodasHOro UMMyHodepMeHTHOro aHanumsa.

1.2. JernaposanMaHapocTepoH - aHaporeH C MOJIEKYISIPHOM Maccom
288,4 [anbTOH, CEKpeTUpYIOWMACA B MYYKOBOW M CeTYaTOM 30Hax HaAMNOYEeYHMKOB.
B opraHusame u4enoBeka OH TMpPUCYTCTBYET B OCHOBHOM B BuAe CynbdaTHOro
NpoOM3BOAHOIO — AermapoanuaHapoctepoH-cynbdarta (ADAC). HaunHaa c poxaeHus,
KOHUeHTpauus A3AC B nna3sMe MNoCTerneHHO MOBbIWAETCs, 3aTeEM pe3Ko Bo3pacTaeT
nocne nybepraTHOro nepuoja, AocTuras Makcumyma K 20 rogam, a nocne 3TOro
CHmxaeTca. Mockonbky O3AC aBNAETCA OCHOBHbIM KOMMOHEHTOM 17-KeTocTepouios
(17-KC) B CbIBOPOTKE, 3TOT TECT MOXET 3aMEHWUTb yCTapeBLUMe MeToAbl onpeaeneHuns
17-KC B Moue. lNoBbiweHWe ypoBHSA IDAC 0OTMeYeHO Npu agpeHoreHmMTanbHOM CMHAPOME,
rMpCyTU3Me, akHe, MOJSIMKUCTO3e SNYHMKOB, BPOXAEHHOW ruMnepniasmnm m onyxonsax
KOpbl Hagno4yeyHnkos, 6onesnn KywuHra, cuHapome LTenHa-JleBeHTans. MoHuxeHne
KOHUeHTpauun ISAC nponcxoanT C BO3PaCcTOM Y MYXUYMH M XKEHLLUWH, @ TaKXe oTMeyaeTcs
npu runepanunuaeMmn, NcMxose, ncopmase, HeAoCTaTOYHOCTM KOPbl HAAMOYEYHMKOB.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpeaeneHve AernaposanuaHapoCcTepoH-CyfbdaTa OCHOBAHO Ha MCMOJSb30BaHWUU
KOHKYPEHTHOro  MMMYHOMEpMEeHTHOro aHanmMsa. Ha BHyTpeHHel MOBEPXHOCTU
JIYHOK nnaHweTa MMMO6WIM30BaHbl KPOAUYbWU MOJSIMKIIOHANbHble aHTuTena k [A3AC.
JernapoannaHapoctepoH-cynbdaT M3 obpasua KOHKYpUpyeT C KOHbIrMpPOBaHHbLIM
O2AC 3a cBsi3blBaHME C aHTUTENaMM Ha NOBEPXHOCTM NTyHKN. B pesynbTaTe obpasyeTcs
CBSI3@HHbI C MNACTUKOM «CIHABMY», coAepxalumii nepokcuaasy. Bo BpemMs nHky6aumm
c pactBopoM cybcTpata TeTpameTunbeHsmauHa (TMB) nNpoucxoauT oKpalumBaHue
pacTBOpoB B JlyHKax. WHTEHCMBHOCTb OKpackum o6paTHO nponopuMoHanbHa
KOHLEHTpaumMv  AernaposanuaHapocTepoH-cynbdaTa B uccrneayemoMm  obpasue.
KoHueHTpauuio  AernapoanuMaHApocTepoH-cynbdata B uccneayeMblx — obpasuax
onpeaensioT Mo KannbpoBOYHOMY rpaduKy 3aBMCUMOCTM OMNTUYECKOW MIOTHOCTU
OT coAepXXaHusl AernapoanmaHapocTepoH-cybdaTa B KanMbpoBOUHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneumndumuyHocTb. [epekpecTHas peakuus KpPOAUYbUX MOAUKIOHANbHbIX
aHTuTen Kk A3AC ¢ apyrumun aHanuTamu npveeaeHa B Tabnuue:

Ananur TNepekpecTHas peakums, %
O3AC 100
O2A 50
[pyrve poacTBeHHble CTEpOUAbI <0.1

3.2. Bocnpon3sBoAuMOCTb.

KoaddurumeHT Bapmauum pesynbTaToB onpeaenenus cogepxxanus J3AC B 04HOM un
TOM >Xe obpasue cbiBOpOTKM (Msiasmbl) KPOBU C Mcnosib3oBaHneM Habopa «J3AC-UDA»
He npesbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLUeHTpauun O3AC B obpa3uax CbiIBOPOTKM (MaasMbl) KPOBW Mpwu
pa3BeAeHnn nx CbIBOPOTKOM (Nn1a3mMomn) KpoBu, He coaepxatliern 3AC, MeeT NNHENHbIN
XapakTep B AvanasoHe KoHueHTpaunii 0.1-10 mkr/mn u coctasnset £10.0%.

3.4. TOYHOCTb.

[JaHHbIN aHanUTUYeCKM napaMeTp MpPOBEPSETCHd TeCTOM Ha <«OTKpbITue» -
COOTBETCTBME M3MEPEHHOW KoHueHTpauun ODAC npeanucaHHONW, MosyyYeHHOM nyTem
CMeLUMBaHUS paBHbIX 06BEMOB KOHTPOJIBHOW CbIBOPOTKW M KannMbpoBOYHOM MNpo6bI
0.3 mkr/mn. MNpoueHT «oTKpbITUS» cocTasnseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHUManbHas agoctoBepHo onpeaensemas Habopom «ADAC-UDOA» KOHLEHTpaums
O3AC B cbiBOpOTKE (nna3me) Kposu He npesbiwaet 0.025 mkr/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMmeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (pOoTOMeTp BEPTUKANbLHOIO CKaHUPOBaHMWS, MO3BONSAIOLWNIA U3MEPATb OMNTUYECKYHO
MAOTHOCTb COAEPXMMOrO JTYHOK MfaHweTa npu ASIMHE BOSHbI 450 HM;

- TepMmocTaT, noaaepxusatowmi Temnepatypy +37 °C 0.1 °C;

- [03aTopbl CO CMEHHbIMU HaKOHe4YHWKaMu, mno3sonswmne oTbupats 0b6bEMBI
B AmanasoHe 25-250 Mkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTUNIMPOBaHHas;

—  rep4yaTku pe3nMHOBble UKW NIaCTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18-25 °C) He mMeHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
cTpmnoB. OcTaBLnecs Hencnonb30BaHHbIMU CTPUMbI, YTOObI NPeAoOTBPaTUTb BO3AENCTBME
Ha HWX BNaru, TwaTenbHO 3aKknenTb byMaron ANs 3akfenmBaHusa naaHweTa u XpaHuTb
npu Temnepatype +2-8 °C B TeyeHue BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «[DAC-UDA» fo/mkeH XpaHUTbCA B yNaKOBKe MpeanpusTus-
M3roToBuTENS NMpu TemnepaTtype +2-8 °C B TeueHme BCEro Cpoka roAHOCTU, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3aMmopaxuBaHue Lenoro Habopa.

[AonyckaeTca ogHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannb6poBOUHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKM B aJIMKBOTaX.

8.2. Habop paccumTtaH Ha npoBeAeHue aHanusa B aybnukatax 41 uccnegyembix
o6bpa3uoB, 6 KanMbpoBOYHbIX Mpob6 M 1 nNpobbl KOHTPONBLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

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

- OCTaBlUMECS HeMCrnosib30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

bymaror Ans 3aknenBaHus MiaHweTa U XpaHuTb Npu Temnepatype +2-8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- KOHbtorat, cybcTpaTt, cTon-peareHT Mocne BCKpbITUS (dakoHOB cneadyet
XpaHuTb Npu TemnepaType +2-8 °C B TeueHne BCero cpoka rogHoctn Habopa;

- KanubpoBOYHble NPobbl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (D1aKOHOB
cnepyeT XpaHuUTb nNpu Temnepatype +2-8 °C He 6osnee 2 MecsiLeB;

- OCTaBLUMNCA HENCMO/Ib30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHWUTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBAEHHBIN OTMbIBOYHbLIA pacTBOp CleAYeT XpaHWUTb MpuW KOMHaTHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTtok wnu npu TemnepaType
+2...+8 °C He 6onee 45 cyTok.

MpuMeyaHune. MNocne NCNoNb30BaHUA peareHTa HeMeAsIeHHO 3aKpblBalTe KpbILKY

¢pnakoHa. 3akpbiBaliTe KaxAabl GfakoH CBOEN KPbILLIKON.

8.4. [ina npoBedeHMs aHanu3a He creayeT WCMNoJb30BaTb MEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (Na3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, coaepxallyto
asua HaTpus. Ecnu aHann3 Nnpon3BoANTCSA HE B A€Hb B3ATUSA KPOBU, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb npu Temnepartype -20 °C. [NoBTOpHOe 3aMopaxvBaHWe-oTTanBaHue
o06pasLoB CbIBOPOTKK (M1a3Mbl) KPOBU HE JOMycKaeTcs.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (M1a3Mmbl)
KpOBW NtoAewn, Nony4vaBlIMX B Lensax AMarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIlUNHbIE aHTUTENa.

8.6. lNMpn wncnonb3oBaHnn Habopa Ana nNpoBeAEHUS HECKONbKUMX HEe3aBUCUMMbIX
Cepuin aHanNn3o0B cneayeT UMEeTb B BUAY, YTO A/ KaXA0ro HE3aBMCMMOro OnpeaesieHuns
HeobxoAMMO  MOCTPOEeHWe HOBOro KanubposBoyHOro rpadwuka; Kpome 3TOro,
pekoMeHAyeTCs onpedefieHne KOHUEeHTpauum AernapoanuaHapoCcTepoH-cynbdaTta
B KOHTPOJIbHOWM CbIBOPOTKE.

8.7. Ins nony4vyeHns HadexHbIX pe3ynbTaToB HeobXoaMMo cTporoe cobniogeHue
NHCTpyKuMm no npumeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMOHEHTbI M3 APYrMx HabopoB WM M3 aAHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysbTaTax uccnenoBaHui, npoeaeHHbix 000 «XEMA»,
pekoMeHAyeM MoMb30BaTbCA HOpPMaMu, MNpUBEAEHHbIMM HWxe. Bmecte ¢ Tem,
B COOTBETCTBMW C npaBunamum GLP (Xopowein nabopaTopHOM MNpakTUKKW), Kaxaas
nabopatopusi [o/MKHa camMa onpefennTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnenyemMon nonynsaunn.

MpumeuaHune. 3HauyeHus KoHueHTpauuii [O3AC B wuccneayembix obpasuax,
HaxoAsilWMecs HUXe rpaHuubl YyBcTBUTENbHOCTM Habopa (0.025 mkr/mn), a Takxe
npeBbillaloWmMe 3HavyeHue BepxHeln KannmbpoBouyHor npobbl (10 Mkr/mn) cnepyet
npuBOAMTbL B cleaytouwern ¢opme: B uccneayemom obpasue X KoHueHTpauus O3AC
Huxe 0.025 mMkr/mn nnu Bbiwe 10 MKr/mn.

10.2. B Habope «O2AC-VDA» 3Ha4yeHUS KOHUEHTpauui KannmbpoBOYHbIX Mpob
Bblpa)keHbl B MKIr/MA. 5 nepecyeTa KOHUEHTpauUunii B MKMOJIb/J1, MOJTy4YEHHOE 3Ha4YeHne
KOHUEHTpauMn B MKIr/Mn cnepyeTt yMHOXWUTb Ha 2.6.

1 MKkr/mn = 2.6 MKMONb/N

Uccnepyemas EAuHULbI, MKF/MA EAuHMLbI Aon., MKMONb/N
rpynna Huxnnit npepen | BepxHuii npepen Huxnnit npepen | Bepxuwuii npepen
My>X4MHBI
HOBOPOXAEHHble 1.08 4.06 2.81 10.56
1 mecsau-5 net 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
XKeHLWWHbI
HOBOPOXAEHHbIE 0.1 2.48 0.26 6.45
1 mecau-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
MeHonaysa 0.3 2.6 0.78 6.76
BepeMeHHble:
1-4 TpumecTp 0.38 3.6 0.99 9.36
2-1h TpuMecTp 0.42 3.0 1.09 7.8
3- TpuUMecTp 0.32 2.5 0.83 6.5
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Mo BonpocamM, kacatowmumcs kayectsa Habopa «AAC-UDA>»,
cnenyet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/s 58

105264, r. MockBa, yn. 9-a Napkosas, a. 48, 1-n noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasbHbIi)

3MeKTPOHHas noyta: info@xema.ru; rgc@xema.ru
WHTEPHET: Www.Xema.ru; www.xema-medica.com

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

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

IN HUMAN 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.

Document: K215I Instruction version: 1901 Format version: 803

10



XEMA

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

4.15. The Material 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 26X by 26 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 pg/ml = 2.6 pMol/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!

Calibrators Value Absor::‘n)c: .:jo':;;s (450
CAL 1 0 pg/ml 2184 .
CAL 2 0.1 pg/ml 1376
CAL 3 0.3 pg/mi 1200
CAL 4 1 pg/ml 875
CAL 5 3 pg/mli 628 , ‘
CAL6 10 pg/ml 337 " oion b

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.
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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

DHEAS 100
DHEA 50
other steroids <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.025 pg/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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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




(yBa)KaeMbll‘I'I Knuenrt! h
Ecnnnpouecce paboTbl ¢ Hawmmm Habopamu Bam noHago6mnmch nnacTMKoBble BAaHHOUKM ANA XKUAKNX
peareHTOB, OJHOPa30Bble HAKOHEUHVKW ANA [03aTOPOB UM [JOMOJHUTENbHblIE 0ObeMbl peareHToB
(KOHUEeHTpaT oTMbIBOYHOTO pactBopa, IOA-Bydep, pactBop cybcTpata TeTpametnbeHsmamHa (TMB),
cTon-peareHT), BXoAALmMX B coctaB Habopa, npocum Bac obpatnTbea K noctaswyunky npogykumn OO0
«XEMA» B Bawiem pervioHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBaAloTcA 6ecnnatHo, B Heo6xoaumom ans
\nposeneuvm aHanunsa Konmnyecrse. )
MepeyeHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHPEKLMOHHbIX \
3aboneBaHuii npousBoacTBa 000 «XEMA»

N2 no kKatanory HanmeHoBaHmne

K101 «Toxoplasma lgG-UDA» Semion gt

K101M «Toxoplasma IgM-NDOA» o dn

K102 «Rubella IgG-VI®A»

K102M Rubella IgM-MDA ‘ A

K103 «Cytomegalovirus IgG-UOA> e

K103M «Cytomegalovirus IgM-VIOA» —— —

K104 «HSV 1,2 IgG-NDA»

K104M «HSV 1,2 IgM-VIOA»

K105 «Chlamydia IgG-VOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cudpunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHtutena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsauein nuHumn rexHnyeckom nopaaepxku KnneHros:
8800505 2345
Bce 3BOHKM Ha HOMep ropAYen NMHUK 6ecnnaTHbl ANA 3BOHALLEro ¢ nto6oro
MOOMIbHOIO UNK CTalMoHapHoro TenedoHa no Bcel Tepputopmmn Poccum.

Kpem Bawux oT3bIBOB 1 NpeAsioKeHuUl No agpecam:
LleHTpanbHbiit opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. Mockga, a/a 58 S
105264, r. Mocksa, yn. 9-a lNapkosas, 4. 48, 1-11 noA., 5 stax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xemay, Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, [lertapHoiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CNM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, . Knes, yn. Akafemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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