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K219I

«YTBEPXJEHA»
P 14161/67912 ot 27.10.2016.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB AnA
MMMYHO®EPMEHTHOIO ONMPEAEJIEHNA CBOBOAHOIO
TECTOCTEPOHA B CbiIBOPOTKE (MJIASME) KPOBU
«cBTECTOCTEPOH-U®DA»

1. HASBHAYEHME

1.1. Habop peareHToB «CBTECTOCTEPOH-NDA» npefaHasHayeH ans
KOJIMYECTBEHHOIO OnpefeneHns KOHLEHTpaumMm TeCcTOCTEPOHa B CbIBOPOTKe (nnasme)
KPOBW MeToAOM TBepAodasHOro MMMyHO(EpPMEHTHOro aHanun3a.

1.2. TecTocTepoH - cTepoug C MonekynsapHon maccon 288.4 [a. OCHOBHbIM
MecToM o6pa3oBaHWsi TECTOCTEpOHa B CEMEHHWMKax SABASKTCA KneTku Jlengura
(MHTepcTULManbHasa TKaHb). Y XEeHLWNH TeCTOCTEPOH CUHTE3MPYETCS B HaANo4YeyHuKax,
a KOHTPOJIb 3@ €ro NpoAyKLuMel oCcyLWecTBAsSeT NIOTENHMU3NPYIOLWMA TOPMOH. TeCTOCTepOoH
CTUMYNIMPYET PasBUTUE MYXCKUX MNOSIOBbIX OPraHOB M BTOPUYHbLIX MOJIOBbLIX NMPU3HAKOB.
Cekpeumsa TeCToCcTepOHa UMeeT onpeaeseHHbIW LMpKaaHbId pUTM. HanBbICLUWIA YPOBEHb
ropMoHa oTMeyaeTcs B 6 YacoB yTpa, HaMMeHbLWKNi — B 20 4acoB. Y XeHLWMH NpoAyKLNs
TECTOCTEPOHA 3aBUCUT OT dasbl MEHCTPYasbHOMO LMKIA: MakcMManbHoe obpa3oBaHue
ropMoHa NpoOVUCXOAMUT B NHOTEMHOBOM ase U B Nepuos OBYISLNN.

TectocTepoH cBobogHbI  (CBOGOAHbLINM  TecTocTepoH, Free testosterone)
npeacraBnser cobol @pakuu TeCTOoCTepOHa CbIBOPOTKM KPOBWU He CBS3aHHYHO
HU C rNobynMHOM, CBSI3bIBAlOLWMM MOMOBble FOpMOHbI (SHBG), HM Cc anbbyMuHOM.
CB060AHbIN TECTOCTEPOH B KOIMYECTBEHHOM OTHOLLEHWU cocTasnsieT 2 — 3% oT obwero
TecTocTepoHa. buonorvyeckn akTUBHbIM SIBASIETCA TOSIbKO TECTOCTEPOH CBOGOAHbLIN
W CBSI3@aHHbIM C anbbyMMHOM («BMONOrMYEeCcKM AOCTYMHbIA TEeCTOCTEPOH»). YPOBEHb
«bmMonorMyeckn AOCTYMHOrO TEeCTOCTEPOHa» OTpaXaeT KOMMYecTBO (YHKLUMOHANbHO
aKTUBHOrO TECTOCTEPOHA B OpraHu3Me.

2. IPUHUMN PABOTbl HABOPA

OnpegeneHne TecTOCTEPOHA OCHOBAHO HAa MCMNOSb30BaHUM  KOHKYPEHTHOrO
MMMYHOMEpPMEHTHOr0O aHanusa. Ha BHyTpeHHel MOBEepPXHOCTM JIYHOK MjaHLeTa
MMMOBMNIN30BaHbl aHTUTENA K CBOHBOAHOMY TeCTOCTEpPOHY. TecTocTepoH M3 obpasua
KOHKYpUPYEeT C KOHBbIOIMPOBAHHbIM TECTOCTEPOHOM 3a CBA3blBaHWE C aHTUTenamu
Ha MOBEPXHOCTU JIYHKW. B pesynbtaTe o06pa3yeTcs CBSA3aHHbIA C MIACTUKOM
«C3HABMY», coaepXalmin nepokcmaasy. Bo Bpemsa nHkybaumm ¢ pactsopom cybcrpata
TeTpameTunbensmamHa (TMB) npoucxoauT OKpallMBaHMe pacTBOPOB B JIyHKax.
NHTEHCMBHOCTb OKpackn ob6paTHOMPOMNOpLUMOHanbHa KOHLEeHTpauun cBob6oaHOro
TectocTepoHa B uccneayemom obpasue. KoHueHTpaumio cBO60OAHOro TeCTOCTEPOHa B
nccnenyembix obpasuax onpenenstoT Mo KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTU
OMTMYECKOM MMOTHOCTU OT CoAepXaHusi CBOBOAHOro TecTocTepoHa B KannbpoBOYHbIX
npobax.
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XEMA

3. AHAJINMTUYECKUE XAPAKTEPUCTUKHN

3.1. CneumndunyHoCTb. lepekpecTHasa peakumsi aHTUTEN K TECTOCTEPOHY C ApYyruMum
aHanuTamu npueeneHa B Tabnuue:

Ananur TNepekpecTHaa peakumsa, %

[TecToCTEpPOH 100
5-anbda-gernapoTecTocTepoH 16

AHAPOCTEHAMON 1.0

AHAPOCTEHAMOH 0.4

AHOPOCTEPOH <0.1
[lernaposnmaHapocTepoH <0.1
[MporecTtepoH <0.1
SCTpaguon, acTpuon <0.01
KopTuson, nperHeHosoH <0.01

3.2. BocnpousBoaMMOCTb.

KoadduumeHT Bapuaumy pe3ynbTaToB OMNpeAeneHns coaepXaHus CBO60AHOro

TecTocTepoHa B OAHOM M TOM e 06pa3Le CbIBOPOTKK (M1a3Mbl) KPOBU C UCMOSIb30BaHNEM
Habopa «cBTECTOCTEPOH-U®A» He npeBblwaeT 8.0%.
3.3. JInHeMAHOCTb.

3aBUCUMOCTb KOHLIEHTpauum cBo60AHOr0 TECTOCTEPOHa B 06pasuax CbIBOPOTKM
(nna3mbl) KpOBM MpU pa3BeAeHUM MUX CbIBOPOTKOM (Mia3Mon) KpOBM, HE coaepykallen

TECTOCTEPOH, MMEET JIMHENHbIA XapaKTep B AnarnasoHe KoHueHTpauun 0.2-100 nr/mMn un
coctasnseT £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHanuUTMYecKMii napaMeTp MpoBepsieTCS TeCTOM Ha <«OTKpbITMe» —
COOTBETCTBME U3MEPEHHOW KOHLEHTPauuu TeCTOCTEPOHa MpeAnuCaHHOW, MosyyYeHHOoM
nyTeM CMEeWMBaHNA paBHbIX O06bEMOB KOHTPOJSIbHON CbIBOPOTKM M KannbpoBOYHOM
npobbl 1 nr/mn. MpoueHT «OTKpbITUA» coctasnseT 90-110%.

3.5. YyBCTBMTE/IbHOCTD.

MuHuMManbHass pocTtoBepHo onpeaensemas Habopom «cBTECTOCTEPOH-UODA»
KOHLeHTpaLums TeCTOCTEPOHa B CbIBOPOTKE (nsa3me) KpoBu He npesbiwaet 0.06 nr/mn.
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5. MEPbl NPEAOCTOPOXXHOCTH

5.1. MNoTeHuManbHbIN pUck NnpuMeHeHuns Habopa - knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a uckntouyeHmem cron-peareHTta (5.0% pacTtBop
CEPHOWN KNCNOTbI), B UCMO/Ib3YEMbIX KOHLEHTPaLMAX SABASIOTCH HETOKCUYHbBIMU.

PactBop cepHol kucnotel obnajaetr pasgpaxawwmMm aencreuem. Msberatb
pasbpbi3rMBaHnsa M nonagaHus Ha KOXy W Cau3ucTble. Npu nonagaHuu Ha KOXy W
CNU3UCTblE NMOPaXEHHbIM YHaCcTOK CieayeT NpoMbiTb 60bWLMM KOIMYECTBOM NMPOTOYHOM
BOAbI.

5.3. lMNpu paboTte ¢ Habopom cneayet cobnogatb «l[paBuna yCcTponcTBa, TEXHUKN
6e30nacHOCTM, MPOM3BOACTBEHHON CaHWTapuu, MPOTMBO3MUAEMUYECKOro pexuMa Wt
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeneHuax, oTaenax) caHuUTapHO-
3NNAEMNONONMYECKMX YUPEXAEHUI cucTeMbl MUHUCTEpPCTBa 34paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

5.4. MNpn pabote c Habopom cneayeTr HageBaTb OAHOPA30Bble pe3VHOBbIE WU
N1acTMKOBble MepyaTky, Tak Kak obpasubl KpOBW 4YenoBeka cnefyeT paccMmaTpuBaTb
KakK MoTeHunanbHO MWHMULMPOBAHHbLIA MaTepuasn, ChoCobHbIR AnuTeNnbHOe BpeMS
coxpaHaTb W nepepasatb BWY, Bupyc renatuta wnu nwobon apyrov Bo3byautennb
BUPYCHOM MHMbEKLUN.

6. OBOPYANOBAHUE N MATEPUAJIbl, HEOBXOANMBDIE NMPU PABOTE C
HABOPOM

- (bOTOMETP BEpPTUKANbHOIO0 CKaHWMPOBaHWUS, MO3BOJISIOWNIA N3MEPSTb OMTUYECKYH
MAOTHOCTb COAEPXMMOTrO JIYHOK MNaHLWweTa Npu AsiMHe BONHbl 450 HM;

- TepMoCTaT, noaaepxuBatowmii Temnepatypy +37 £0.1 °C;

- [03aTopbl CO CMEHHbIMW HaKOHEeYHMKaMu, Mo3Bonswme oTbMpaTb 06beEMbl B
AvanasoHe 25-250 mkn;

- UMMHAP MepHbIN BMecTuMocTbio 1000 mn;

- BOAa AUCTUIIMPOBaHHas;

- NepyaTKyn pe3nHOBbIE WU NAACTUKOBbLIE;

- byMmara cdunbTpoBanbHas.

7. NOArOoTOBKA PEATEHTOB A1 AHAJIN3A

7.1. Nepepn npoBefeHMEM aHann3a KOMMNOHeHTbl Habopa u uccnenyemole o6pasubl
CbIBOPOTKM (NNasMbl) KpPOBM CleAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He MeHee 30 MUH.

7.2.MpurotoBneHune njaaHlueTa.

BCKpbITb MakeT € NiaHWeTOM W YCTaHOBWUTb Ha paMKy Heob6XoAMMOe KOMMYEeCTBO
ctpunos. OcTaBLIMECS  HEUCMONb30BaHHbIMWM  CTpUMbl, 4TO6bl  NpPeaoTBpPaTUTb
BO3JENCTBME Ha HUX BNaru, TWwaTenbHO 3aknenTb bymMaron Ans 3aknemBaHus nnaHweTa
N XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeueHune Bcero cpoka rogHoctn Habopa.

7.3. NMpuroTtoBsieHMe OTMbIBOYHOI0O pacreopa.

Copepxunmoe pnakoHa C KOHLEHTPATOM OTMbIBOYHOI0 pacTeopa (22 M), nepeHecTn
B MEpHbIM UMANHAP BMecTuMocTbio 1000 mn, gobasutb 550 MA AMCTUNNMPOBaHHOM
BOAbI M TWATeNbHO nepeMelwaTb. B cnyyae agpobHoro ncnonb3osBaHusa Habopa cneayet
oTo6paTb HeobX0AMMOE KOMMYECTBO KOHLleHTpaTa OTMbIBOYHOIMO pacTBOpa W pa3BecTu
OVCTUNANPOBaHHON BOAON B 26 pa3 (1 Mn KOHUeHTpaTa OTMbIBOYHOrO pacresopa + 25
M AUCTUNNIMPOBAHHOM BOAbI).
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8. ycnoBus XPAHEHUA U SKCNJIYATALIMN HABOPA

8.1. Habop peareHTtoB «CBTECTOCTEPOH-U®A» ponxeH XpaHUTbCS B YrMakKoBKe
NpeaAnpusaTUSA-U3roToBuTens npu temnepaTtype +2...+8 °C B TeyeHue BCero cpoka
rofAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTca xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype go +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3aMmopa)xuBaHue Lenoro Habopa.

JonyckaeTcss ogHOKpaTHoe 3amMopaxuBaHue (-20 °C) kannbpoBOYHbIX Mpob K
KOHTPOJIbHOW CbIBOPOTKM B afiukBOTaXxX.

8.2. Habop paccuuTaH Ha npoBeAaeHue aHanusa B aybnukatax 41 uccnegyembix
obpa3ua, 6 kannbpoBo4HbIX Mpob6 M 1 Npobbl KOHTPOSbHOM CbIBOPOTKM (BCcero 96
onpeaeneHnin).

8.3. B cnyyae apobHoro mcnonb3oBaHusa Habopa KOMMOHEHTbI creayeT XpaHuTb
cnepytwowmm obpasom:

- OCTaBLUMECS HEWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymaror Ans 3aknemBaHusa NiaHwWweTa u XpaHuTb Npu Temnepatype +2...+8 °C
B Te4YeHne Bcero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpaTt, cTon-peareHT Mocne BCKpbITUS (nakoHOB cneayer
XpaHuTb npu Temnepatype +2...+8 °C B TeyeHue BCeEro Cpoka roAHOCTU
Habopa;

- KanubpoBOYHble NPObbl U KOHTPOJIbHYIO CbIBOPOTKY MOC/AE BCKPbITUS P/IaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsueB;

—  OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu TemnepaTtype +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa.
MpUroTOBNIEHHBIN OTMbIBOYHbIA pPacTBOp CreAyeT XpaHWUTb MpuU KOMHaTHOM
Temnepatype (+18..+25 °C) He 6onee 15 cyTok wnu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/leHHO 3aKpbiBalTe KPbILWKY

¢nakoHa. 3akpblBaliTe Kaxabli hf1akoH CBOEN KPbILLIKON.

8.4. [Ina npoBeaeHWs aHanu3a He cnefyeT MCMNofb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYI CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (Ms1ia3My) KpoBU, coaepKallyto
asua HaTpus.

Ecnn aHann3 nponsBoaMTCS He B AieHb B3ATUS KPOBM, CbIBOPOTKY (NaasMy) cneayer
XpaHuTb npu Temnepatype -20 °C. [MoBTOpHOe 3aMOpaxuBaHue-oTTanBaHme obpasLoB
CbIBOPOTKM (Mn1a3Mbl) KPOBW He AOMYyCKaeTCs.

8.5. VckntoyaeTca ncnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (MnasMmbl)
KPpOBW NtoAew, Nony4yaBlIMX B Lensax ANarHOCTUKK UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlMHbIE aHTUTENa.

8.6. MNpu ucnonb3oBaHum Habopa Ana NpoBeAeHUS HECKONbKMX He3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHuns
Heob6xoAMMO  MOCTPOEHME HOBOro  KanMbpoBOYHOro rpaduka; Kpome 3Toro,
peKoMeHAYeTCsa onpefeneHne KOHLEHTpauum TeCTOCTEPOHA B KOHTPO/IbHOWM CbIBOPOTKeE.

8.7. Ins nony4yeHns HaAeXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobnwoaeHne
WHCTpyKUMK No npuMeHeHuto Habopa.

8.8. He wncnonb3yite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMyHbIX
HabopoB Apyrux cepuii.
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10. OXXMOAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBblBasicb Ha pe3ynbTaTax WccnefoBaHuii, npoBeaeHHbix 000
«XEMA», pekoMeHAyeM Monb30BaTbCA HOPMaMu, MNpuBEAEHHbIMU HMXe. Bmecte c
TeM, B COOTBETCTBMMU C npaBunamm GLP (Xopoweli nabopaTopHOM MpakTUKK), Kaxaas
nabopatopusi Ao/MKHa camMa onpefenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnegyemMon nonynsaunn.

MpuMeyaHve. 3HauYeHUs KOHLEHTpauWuii TeCcToCTepoHa B uccneayeMbix obpasuax,
HaxoasWmecss HwXe rpaHuubl 4YyBCcTBUTEeNbHOCTM Habopa (0.06 nr/mn), a Takxe
npeBbillalOWmMe 3HavyeHue BepxHelr KanubposouyHor npobbel (100 nr/mn) cneapyet
npuBoAMTb B cneaywowen dopme: B wuccnegyemMoMm obpasue X KOHUeHTpauwus
TecTtocTepoHa Huxe 0.06 nr/mn nnu Bbiwe 100 nr/mn.

Eaunnubl, nr/mn
Wccnepyemad rpynna
Huxnnii npepen Bepxuuii npepen
My>XUmnHbI 4.5 42
PKEeHLWMHbI - 4.1
DKeHLWmHbI
nocTMeHonaysa 0.1 4.7

11. INTEPATYPA

1. Tietz, N.W. Textbook of Clinical Chemistry. Saunders, 1986.

2. Joshi, U. M., et al. Steroids 34 (1) 35 (1979)

3. Turkes, A., et al. J Endocrinol. 81 (2) P165 (1979)

4. Ismail, A. A., Niswender, G. D. Midgley, A. R. J. Clin. Endocr. Metab. 34, 177 - 184
(1972)

5. Rajkowski,K. M.,Cittanova N.,Desfosses, B.and Jayle, M.F. Steroids 29 no 5 1977

6. Widsdom G. B. Clin. Chem. 22/8, 1243 - 1255 (1976)

Mo BonpocaM, kacatwmmcs kadectsa Habopa «cBTECTOCTEPOH-U®DA >,
cnepyet obpawartbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-s Napkosas, 4. 48, 1-1 noa., 5 atax,

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

3NeKTpoHHas nouta: info@xema.ru;
MHTEPHET: WWW.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro ceppncaO00 «XEMA», k. 6. H. []. C. KocTpuknH
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Instruction for use

A solid-phase enzyme immunoassay for the quantitative
determination of free testosterone in human blood serum or
plasma

1. INTENDED USE

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

This kit is designed for measurement of free testosterone 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

Testosterone is a steroid with a MW of 288.4 Dalton. The main sites of testosterone
secretion are Leidig cells in interstitial tissue of testicles in men. In women testosterone
is secreted in the adrenals and is controlled by luteinizing hormone. Testosterone
stimulates development of male genital organs and formation of secondary sexual
features.

In males, testosterone secretion undergoes circadian rhythms with maximal
concentrations seen in the morning (6 am) and minimal - in the evening (8 pm). In
females, testosterone secretion is regulated by menstrual cycle with maximal levels
found in luteinic phase and during ovulation.

Testosterone circulates in the blood bound to three proteins: sex hormone
binding globulin (60-80%), albumin and cortisol binding globulin. Only about 1-2%
of the total circulating testosterone remains unbound or free. Even though it is still
under investigation, most researchers accept the free testosterone determination as
a measure of the biologically recommended to overcome the influences caused by
variations in transport proteins on the total testosterone concentration.

3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific to free testosterone-antibodies
simultaneously with conjugated Testosterone-peroxidase. Free testosterone from the
specimen competes with the conjugated testosterone 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.
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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. 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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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.

5.2, 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...4+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.

- Itis 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.

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 free testosterone
concentration.

9.3. Determine the corresponding concentration of free testosterone 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 AbsorbanceUnits (450 nm) Production control 1
x1000 s
CAL 1 0 pg/ml 2.596 T
cAL2 | 0.2 pg/ml 2.207 \\
CAL 3 1 pg/ml 1.767 W\ﬁ\
CAL 4 4 pg/mi 1.102 L
CAL5 | 20 pg/ml 0.646 ) ' T
CAL 6 100 pg/ml 0.271
Document: K2191 Instruction version: 1901 Format version: 010
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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 Testosterone. Based on data obtained by XEMA, the following normal range
is recommended (see below).

Sex, age Units, pg/ml
Lower limit Upper limit
Males 4.5 42
Females - 4.1

Females post
menopausal 0.1 4.7

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
Testosterone 100
5-alpha-dehydrotestosterone 16
Androstendiol 1.0
Androstendione 0.4
Androsterone <0.1
Dehydroepiandrosterone <0.1
Progesterone <0.1
Estradiol, Estriol <0.01
Cortisol,Pregnenolone <0.01

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.06 pg/ml.

11.3. Linearity

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

11.4. Recovery

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




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 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 «Xema», Ten.: +7 (812) 271-24-41

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

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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