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K210I

«YTBEPXOAKO»
Mpuka3 PocaapasHaasopa N2 11663-Mp/10 ot 30 fgekabps 2010 r.
KPA 72848 ot 03.12.2010

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHNA KOPTU3O0J1A
B CbIBOPOTKE (MJIABME) KPOBU «KOPTU3O0J1-UDA»

1. HABHAYEHMUE

1.1. Habop peareHtoB «KOPTU3O0JI-UDA» npeaHasHayeH AN KOMYECTBEHHOrO
onpefeneHns KOHUEeHTpauuuM KOpTu3ona B CbIBOPOTKE (nja3Me) KpoBM MeToAOM
TBEpAO(a3HOro MMMyHO(EPMEHTHOIr0 aHanun3a.

1.2. KopTn3on - [/IIOKOKOPTUKOMA C MOJSIeKynsapHou maccon 362.5 [anbToH.
OH 4BNSeTCS OCHOBHbIM T[OPMOHOM KOpbl HaAMo4YeyHUKoB. B nepudepuyeckon
KPOBW UMPKYAWPYyeT rnaBHbIM 06pa3oM B ¢oOpMe, CBA3@aHHONW C TPaHCKOPTUHOM.
Cekpeuunsa KOpTM30/sa B TeYeHWe CyTOK HEOAMHAKOBa M MOAYMHSETCS onpeaenieHHOMY
CYTOYHOMY puUTMYy. Y 4enoBeKa MaKCuMalbHble  KOHLUEHTpauum  KOpTu3ona
(ok. 450 HMonb/n) oTMevatoTcss Mexay 6 M 9 yacamm yTpa, Toraa Kak K MoJlyHouu
cofepXaHue KopTulona pe3ko noHwmxaetcs (ok. 140 Hmonb/n). lMoBblweHWe ypOBHS
KOpTM30/1a B KpOBM HabnoaaeTcs Npu Cleayowmnx COCTOSHUSAX: TOPMOHabHO-aKTUBHOM
OMyXO0/IM KOpbl HAAMOYEYHNKOB; BUPWUAN3UPYIOLLEN rMnepnaasmm Kopbl HaANOYEYHNKOB,
cnHgpoMe  MueHko-KywwuHra, AKTI-npoayuupytowen onyxonu, XuUpypruyeckon
ornepauuMn cepaeyHolr HeaoCTaTOYHOCTWM, caxapHoM aAunabeTe, oxorax, OCTpon 6onu,
3N1eKTPOCTUMYNALMU, UHCYIMHOBOW KOMe, WMHMEKLMOHHbIX 3aboneBaHuax, 6epemeH-
HOCTUK, 3cTporeHoTepanuu. Coaep>xaHue KOpPTM30/1a MOBbLIWAETCA TakxXe npu npuveme
AKTI, KopTuKOCTEepouaoB, 3TaHoOMa, HWUKOTMHA, MNepopasibHbIX KOHTPALENTUBOB.
CHMXeHWe YpOBHS KOpTM30/7a B KPOBM OTMeyeHO npu 6onesnun ApavcoHa,
aZlpeHOreHnTanbHOM CUHAPOME, runonuTyuTapuame. [lTOHWXEHWe KOHLeHTpauuu
KOpTM30/a BbI3blBaeT AeKCcaMeTa3OH, MeTWpanoH, fieBojona, 3TakpuMHOBas KucnoTa.
MOHWXeHHble ypOBHW KOPTU30/a BO BpeMsi 6€peMeHHOCTM MOryT CBMAETENbCTBOBATb
06 aH3HUedanuun nnoaa.
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2. IPUHUUN PABOTbl HABOPA

OnpepeneHve KOpTU30/l@ OCHOBAHO Ha  MWCMOMb30BaHUM  KOHKYPEHTHOro
MMMYHO(MEpPMEHTHOr0 aHanusa. Ha BHyTpeHHel MOBEpPXHOCTM JIYHOK MJaHLeEeTa
MMMO6MIN30BaHbl MbllMHbIE MOHOKJ/IOHA/IbHblE aHTUTena K KopTusony. KopTuson
M3 obpasua KOHKYpuUpyeT C KOHbIOrMPOBAHHbLIM KOPTMU30/10M 3@ CBSA3blBaHWE
C aHTMTeNnaMum Ha MNOBEPXHOCTU JNyHKM. B pesynbtate ob6pa3yeTcs CBA3aHHbIN
C NNACTUKOM «C3HABMY», COAEpKaLLMI Nepokcmaasy. Bo Bpems nHkybaumm c pactsopom
cybctpata TeTpametunbeHsmamHa (TMB) npomcxoauT oOKpalmBaHUE pacTBOpPOB B
NyHKax. MHTEHCMBHOCTb OKpackn 06paTHO NPONOpLMOHanbHa KOHLUEHTpaLum KopTnsona
B wuccnegyemoMm obpasue. KoHueHTpauumito KopTusona B uccrieayemblx obpasuax
onpeaensioT no KannbpoBoyHOMY rpaduKy 3aBUMCUMOCTM OMTUYECKOW MIOTHOCTM
OT coAepi>kaHns KopTusona B KanmbpoBOUHbIX npobax.

3. AHAJTUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHoOCTb. [lepekpecTHass peakuus MbIWWHBIX MOHOK/IOHANbHbIX
aHTUTEN K KOPTU30MY C APYrMMUK aHanMTaMu npuseaeHa B tabnuue:

Ananut NepekpectHas peakuma, %
KopTtuson 100
11-e30KcnKoTM30n 0,9
MpeaHn3onoH 5,6
KopTukoctepoH 0,6
11-/1€30KCUKOPTUKOCTEPOH <0,1
[MporectepoH <0,1
17-T'mapokcunporectepoH <0,1
TecToCTepoH, 2CTpaanon, ScTpnon <0,1
HaHazon <0,01

3.2. Bocnpou3BoanMOCTb.

KoadduuneHT Bapmauum pe3ynbTaToOB oOnpeaeneHns COoAepXaHus KopTusona
B OAHOM W TOM >e obpasue CbiIBOPOTKM (Mna3Mbl) KPOBWU C MCMOAb30BaHMeM Habopa
«KOPTN30/1-NDA» He npeBbiwaeT 8,0%.

3.3. JINHENHOCTD.

3aBUCUMOCTb KOHLEHTpauuM KopTM3osa B obpasuax CbiBOPOTKM (Mia3Mbl) KPOBW
npu pasBedeHnn MX CbIBOPOTKOW (Msa3Moi) KpOBM, He copepXalleil KOopTu30s, MMeeT
JNINHENHbIN XapaKTep B Anana3oHe KoHueHTpaumii 40-2000 Hmonb/n n coctasnset £10,0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMi napaMeTp MpoOBeEPSieTCA TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBME W3MEPEHHOW KOHLEHTpauunM KopTu3ona npeanncaHHON, MosyyYeHHOM
NyTeM CMeLWMBaHUS paBHbIX O6bEMOB KOHTPOJIbHOM CbIBOPOTKM U KannbpoBOYHOW
npo6bl 80 HMoNb/A. MpoueHT «oTKpbITUA» cocTaBnsieT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHuManbHaa  [OCTOBepHO  onpepensieMas  Habopom  «KOPTU3OJ-UDA»
KOHLEeHTpaums KOpTu3ona B CbiIBOpPOTKe (MiasMe) KpoBWM He npeBbiwaeT 12 HMonb/ 1.
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5. MEPbI NPEAOCTOPOX>XXHOCTU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 1 (FTOCT 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. OBOPYAQOBAHUE N MATEPUAIJbI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM

- (oTOoMeTp BEepTUKaNbHOIrO CKaHMPOBAHMWS, MO3BONSAIOLWNIA U3MEPATb OMTUYECKYHD
MI0THOCTb COAEPXXMMOTrO JIYHOK MaHLWweTa npu AsvHe BOSAHbI 450 HM;

- TepMmocTaT, noaaepxuBawwmin TemnepaTtypy +37 °C = 0,1 °C (unm TepmocTa-
TUPYEMbIl LerKep);

- [03atopbl CO CMEHHbIMW HaKOHeYHMKaMu, nossongwwme oTbupate 06beMbl
B AmanasoHe 25-250 MKkn;

- UMAMHAP MepHbIN BMecTuMocTbio 500 mn;

- BOAA ANCTUINMPOBAHHas;

- nepyaTKu pe3nHOBble WUU NIACTUKOBbIE;

- bymara dunbTpoBanbHas.

7. NOATOTOBKA PEAFEHTOB AJid AHAJIU3A

7.1. Nepen npoBeaeHMeEM aHanu3sa KOMNoHeHTbl Habopa v nccneayembie o6pasubl
CbIBOPOTKM (NNa3Mbl) KpPOBM cleAyeT BblAepXaTb MNpu KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. NMpuroTtoBneHue njaHwerTa.

BCKpbITb MakeT C NAaHWeTOM M YCTaHOBUTb Ha paMKy Heo6XxoauMMoe KONM4YecTBO
ctpunos. OcCTaBLIMECS  HEUCNONb30BaHHbIMWM  CTpUMNbl, 4TObbl  NpeaoTBpaTUTb
BO34ENCTBUE Ha HMX Bnaru, TwaTenbHO 3aknenTb Bymaron Ans 3aknemBaHus NnaHwWeTa
1 XpaHUTb Npu Temnepatype +2...+8 °C B TeueHue Bcero cpoka rogHoctn Habopa.

7.3. MpurortoBsieHMEe OTMbIBOYHOIO pacTtBopa.

Coaepxumoe dnakoHa € KOHLEHTPaTOM OTMbIBOYHOIO pacTteopa (22 Mn), nepeHectn
B MEPHbIN LmMnMHAp BMecTuMocTbio 500 mn, Ao6aBuTb 440 M AUCTUNNMPOBAHHOW BOAbI U
TWwaTenbHO nepemellatb. B cnyvae apobHoro ncnonb3osaHuns Habopa cneayet otobpath
HeobxoAMMoe KOMYEeCTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa M pa3BecTu AUCTUANN-
poBaHHOM BoAOW B 21 pa3 (1 M KOHLUEHTpaTa OTMbIBOYHOro pacrtsopa +20 Ma Anctun-
NIMPOBAHHOW BOAbI).
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8. YCNoBusa XPAHEHUA N SKCNNTIYATALUUN HABOPA

8.1. Habop peareHToB «KOPTU3ON-UDA» [OOMKEH XpaHUTbCS B yMakKoBKe
npeanpuaTMA-U3roToBuTeNs npu TemnepaTtype +2...+8 °C B TeuyeHne BCEro cpoka
roAHOCTM, yKasaHHOro Ha ynakoske Habopa.

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

[AonyckaeTcsa ofgHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannbpoBoUHbIX Npo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJIMKBOTAaX.

8.2. Habop paccumTaH Ha npoBeAeHMe aHanusa B aybnukatax 41 nccnegyembix
obpasuoB, 6 kanMbpoBOYHbIX Npo6 M 1 nNpobbl KOHTPOSBLHOM CbIBOPOTKM (BCEro
96 onpeneneHunit).

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

- OCTaBLUMECS HEeUCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror Ans 3aknevBaHus NiaHLwWweTa n XpaHUTb nNpu TemnepaTtype +2...+8 °C
B Te4YeHne BCero cpoka rogHoctn Habopa;

- KOHbtoraT, cybcTpaTt, cTon-peareHT Mocne BCKpbITUS (nakoHOB cneayet
XpaHUTb Mpu Temnepatype +2...+8 °C B TeyeHue BCero cpoka roAHOCTU
Habopa;

- KanubpoBOYHble NPObbI U KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (PlakOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 Mecsues;

- OCTaBLUMNCA HENCMO/Ib30BaHHbIM KOHLIEHTPAaT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb npu Temnepatype +2...+8 °C B TeuyeHWe BCEro Cpoka roAHOCTU
Habopa;

-  TMPUrOTOB/IEHHbI OTMbIBOYHbIN PacTBOp CrefyeT XPaHWUTb MpuU KOMHaTHOWM
Temnepatype (+18...+425°C) He 6onee 5 cyTok wunu npu TemnepaType
+2...48 °C He 6onee 30 cyToK;

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/IeHHO 3aKpbiBalTe KpbILKY

dnakoHa. 3akpblBanTe Kaxablih h1akoH CBOEN KPbILLKOM.

8.4. 1ns npoBeAeHWs aHanuM3a He cneayeT WCMNo/Sb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M/1a3My) KPOBM, @ TakxXe CbIBOPOTKY (Mna3My) KpoBM, CoAepaLlyo
asua HaTpus. Ecnu aHann3 Npon3BoANTCSA He B AeHb B3STUS KPOBW, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb npu Temnepatype -20 °C. [oBTOpHOe 3aMOopa)XuBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (NS1a3Mbl) KPOBU He AOMyCKaeTcs.

8.5. VckntoyaeTcs nMcnosnb3oBaHMe Ana aHanu3a obpasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAen, Nony4yasBlmMX B LensxX AMarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOASAT MbIWWHbIE aHTUTENa.

8.6. Mpn wucnonbloBaHun Habopa Ana npoBeAeHUS HECKONIbKUX He3aBUCUMMbIX
Cepui aHanuM30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHus
Heo6xoAMMO  MOCTPOEHME HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTCsl  onpefeneHve  KOHLEeHTpauuu  TecTocTepoHa B KOHTPOJIbHOM
CbIBOPOTKE.

8.7. 1ns nonyyeHns HadexXHbIX pe3ynbTaToB HeobxoAnMo cTporoe cobnwaeHune
NHCTpYKUMK No npuMeHeHuto Habopa.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasACb Ha pe3yfbTaTax uccnenoBaHuii, npoBedeHHbIX 000 «XEMA»,
pekoMeHAyeM Mosib30BaTbCs HOpMaMu, NpuBeAEeHHbIMM HWxe. Bmecte ¢ TeMm, B
cooTBeTCcTBMUM C npaBunamum GLP (Xopower nabopaTopHOW NpakTUKK), Kaxxaas
nabopatopusi Jo/MKHa camMa onpeaenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnegyemMon nonynsaunn.

MpumMmeuaHue. 3HayeHUs KOHUEHTpauui KopTM3ofia B uccneayeMmbix obpasuax,
HaxoAslWmMecss HuXe rpaHuubl 4yBCTBUMTENbHOCTM Habopa (12 HMonb/n), a Takxe
npeBbillaloWme 3HadYeHne BepxHen kanmbposoyHon npobbl (2000 HMonb/n) crnepyet
nNpuBOAMTbL B Crieaytollen opme: B nccnegyemMom obpasue X KoHLUEeHTpaunus KopTusona
Huxe 12 HMonb/N unu Boiwe 2000 HMoNb/N.

Eaunmubl, HMonb/n
Huxuuit npepen BepxHuii npegen
3/10pOBbIe OHOPbI 140 600

Nccnepyemasn rpynna
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. Tietz, N.W., Textbook of Clinical Chemistry, Saunders, 1968
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. De Lacerda, L., Kowarski, A., and Migeon, C.J. J. Clin. Endocr. and Metab: 36, 227
(1973)

5. Rolleri, E., Zannino, M., Orlandini, S., Malvano,R. Clin chim Acta 66 319 (1976)
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A WNHE

Mo BonpocaM, kacawwmmcs kadectsa Habopa «KOPTU3OJ1-UDA»,
cnepyet obpawartbca B OO0 «XEMA» no agpecy:

105043, MockBa, a/a 58,

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

3/1eKTpoHHas noyta: info@xema.ru; rqc@xema.ru
WHTEpPHET: wWww.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro 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 CORTISOL
IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

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

This kit is designed for measurement of cortisol 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

Cortisol is a glucocorticoid with a MW of 362.5 Dalton. Cortisol is the major hormone
secreted by adrenals. In blood, cortisol is found mostly in a bound form, transcortin
being the carrier. Cortisol secretion undergoes circadian rhythms with maximal
(up to 700 nmol/l) concentrations seen in the morning (6-9 am) and minimal (up to
55 nmol/l) - in the midnight.

During pregnancy, Cortisol blood level is continuously increasing by up to 5-fold of
initial concentration before delivery, its circadian rhythm being altered. Cortisol plays
an important role in development of alveolar epithelium and surfactant secretion, this
being of major importance for the first inhale of a newborn.

Elevated Cortisol concentrations in blood are found in secreting tumours of adrenals,
in virilizing hyperplasia of adrenals, in Cushing syndrome, in ACTH-producing tumours,
during surgical stress, in cardiac insufficiency, diabetes, burns, pains, during pregnancy,
during estrogen therapy, etc. Cortisol blood level may be increased by intake of ACTH,
Cortisol, alcohol, nicotine, oral contraceptives.

Decreased Cortisol levels are found in Addison syndrome, adrenogenital syndrome,
hypopituitarism. Some drugs may decrease Cortisol level in blood, such as: L-DOPA,
dexamethasone, etc. Decreased Cortisol level during pregnancy may indicate
anencephaly of the fetus.
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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 murine monoclonal to cortisol-antibodies
simultaneously with conjugated Cortisol-peroxidase. Cortisol from the specimen
competes with the conjugated Cortisol 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. 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

5.3.

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 (optional: with shaking 600 rpm);
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

Storage and stability of the Kit

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

Afte

ropening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE

TAPE (INCLUDED) to minimize exposure to moisture.

This

hemolyti

6. SPECIMEN COLLECTION AND STORAGE

kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
ic, 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
thawing

storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation
- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+25 °C) before use.
- All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.
- Itis 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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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 cortisol concentration.

9.3. Determine the corresponding concentration of cortisol 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 ‘}2;%’::1")‘;1‘:;:)‘55 ”D N
CAL 1 0 nmol/I 3120 e |
CAL 2 40 nmol/! 2092 N
CAL 3 80 nmol/I 1440 § ooy .
CAL 4 200 nmol/I 780 e |
CAL 5 600 nmol/I 335 o -~ m\m"' 7
CAL 6 2000 nmol/I 138 concatration

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
Cortisol. 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, nmol/I
Sex, age - —
Lower limit Upper limit
Healthy donors 140 600
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11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
Cortisol 100
11-Deoxycortisol 0,9
Prednisolone 5,6
Corticosterone 0,6
11-Deoxycorticosterone <0,1
Progesterone <0,1
17-Hydroxyprogesterone <0,1
Testosterone, Estradiol, Estriol <0,1
Danazol <0,01

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 12 nmol/I.

11.3. Linearity

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

11.4. Recovery

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