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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB

Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA
CBOBOAHOIO TUPOKCUHA

B CbIBOPOTKE (IMJ1IA3SME) KPOBU

«cBT4-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF FREE THYROXIN IN HUMAN

SERUM OR PLASMA

fT4EIA

HOMEP MO KATASIOTY K214

TY N29398-214-18619450-2011

PEFMCTPALIMOHHOE YOOCTOBEPEHUE
Ne ®CP 2011/11006 ot 09 utoHAa 2011 ropa

AHTUTena K B4 1,2, Bupycy renatuta C v HBsAg oTcyTcTByioT
KoHTposnbHble CbIBOPOTKM, BXOAALLME B COCTaB Habopa, HaKT1BUPOBaHbI.

W For 96 determinations/Ha 96 onpepenexui
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K2141I

«YTBEPXOAKO»
Mpukas Poc3apasHaasopa N2 3275-Mp/11 ot 09 uioHs 2011 r.
KPA N? 14067 oT 21.04.2011 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ansa AMMYHO®EPMEHTHOIO ONPEAEJIEHNA CBOBOAHOIO
TUPOKCUHA B CbIBOPOTKE (MJIASME) KPOBWU «cBT4-NDA>»

PekoMeHAOBaHa K yTBEpXAeHWU0 HayyHo-3akcnepTHbIM COBETOM MO MEAULIMHCKUM U3AENNSM

1. HABHAYEHMUE

1.1. Habop peareHTtoB «CBT4-UDA» npegHasHavyeH AN  KOJMYECTBEHHOro
onpefeneHns KOHLUeHTpauunm cBo6OAHOrO TUPOKCMHA B CbIBOPOTKE (Ma3Me) KpoBU
MeToAOM TBepAOda3HOro MMMyHOMEPMEHTHOIO aHanunsa.

1.2. TupokcuH (T4) wn 3,5,3TpumnoaTnpoHmnH (T3) — ropMoHbl, BblpabaTbiBaembie
LLMTOBUAHOWM XeNne3oin n LMpKyInpytowme B KpOBU Kak B CBOBGOAHON, Tak U B CBA3aHHOM
dopMe - B OCHOBHOM, C TMPOKCUHCBS3bIBalOWMM rnobynnHom (TCI). FopMoHanbHowM
AKTUBHOCTbIO 06n1agatoT Tonbko cBoboaHble T3 n T4, 04HAKO MX AONA OYeHb Mana:
0.03% ot obwero coaepxanua ans T4 n 0.3% - ana T3.

1.3. KoHueHTpauus T4 B CbIBOPOTKE KPOBU — HanboJsiee o6LWEenpuHSTLIN NokasaTesb
PYHKLUMN LIMTOBUAHOM Xene3bl, M03BOASIOLWMA AOBOSIbHO YETKO pa3rpaHnMymBaTh rmnep-,
rMno- n 3yTupeos.

1.4. lMoBblleHNe coaepxaHus obwero T4 HabntogaeTcs Npu runepTMpeose, nNpu
onyxonsax runodusa, nNpu COCTOSHUAX C MOBbIWEHHbIM ypoBHeM TCI (6epemMeHHOCTb,
OCTPbIf WN XPOHUYECKUI aKTUBHbIA renaTuT, 3CTPOreHCeKpeTUpyoLLmMe onyxonm uim
npueM 3CTPOreHoB, reHeTU4eckn o0bycnoBAEeHHOE NOBbIWEHNE), NPW NpUeMe opasibHbIX
KOHTpaLenTUBOB, reponHa, MeTafoHa, TUpeonaHbIX npenapaTos, TIT, TupeonmbepuHa.

1.5. CHmxeHne copepxaHus obwero T4 Habnogaetcs npu  rMNoTMpeose,
NaHrMNONUTYnTapuaMe, COCTOSHUSAX C MOHWXEHHbIM YypoBHeMm TCI (akpomeranus,
HedpOTMYECKMI A CUHAPOM, TUMNONPOTEMHEMUS, XpOHU4Yeckme 3aboneBaHus NeveHu,
aHAPOreHCeKPEeTUPYLLME ONYXONMUINNPUEM aHAPOreHoB, FreHeTu4eckn 06ycrnoBneHHoe
CHUWXeHMne), remonunse, U3NYECKOW Harpyske, Npuv MpueMe aMUHOCAJULMUIOBON U
aueTUICannumMIOBOM KMCNOT, MIOKOKOPTUKOMAOB, CyNibdaHnIaMmaoB, XxonectTmpammniHa,
pesepnuHa, noanaa Kanusa, TPUNOATUPOHUHA.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpeaeneHve cBO60AHOr0 TUPOKCMHA OCHOBAHO Ha MCMO/Ib30BaHUN KOHKYPEHTHOMO
MMMYHOMEPMEHTHOr0 aHanu3a. Ha BHyTpeHHel MOBEpXHOCTW JIYHOK MJaHLWeTa
MMMO6MIN30BaHbl MbllUMHbIE MOHOK/IOHaJbHblE aHTUTena Kk T4. CBO60AHbIA TUPOKCUH
13 obpasla KOHKYpUpYyeT C KOHbIOrMpoBaHHbIM T4 3a CBA3blBaHWE C aHTUTeNnamu
Ha TNOBEPXHOCTM JNyHKW. B pesynbTate ob6pasyeTcs CBA3aHHbIA C  MAACTUKOM
«C3OHABUY», copepxalumii nepokcuaasy. Bo Bpemsi uHkybaumm ¢ pactBopomM cybcTpaTa
TeTpameTunbeHsmanHa (TMB) npoucxoAuT OKpallMBaHWE pacTBOPOB B JIYHKaXx.
MHTEHCMBHOCTb OKpacku o06paTHO MpoMopuUMOHanbHa KOHLUEHTpauun cBo6oAHOro
TUpPOKCMHA B uccnesyeMoM obpasue. KoHUeHTpauuto CcBO60OAHOMO TUPOKCUHA
B uccnenyeMblx obpasuax onpeaensioT no KannbpoBOYHOMY rpaduKy 3aBUCUMMOCTU
ONTUYECKON MNNOTHOCTM OT COAEpXaHUs CBOOGOAHOrO TUPOKCUHA B KanMbBpOBOYHbIX
npob6ax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepeKkpecTHas peakuMs MbllUHBIX MOHOKJIOHANbHbIX
aHTUTEn K T4 C ApyrMMM aHanutamm npueeaeHa B Tabnuue:

Ananut NepekpecTHas peakuus, %
L-TupokcuH 100
D-TnpokcuH 30
T3 0.5

3.2. BocnpousBoaUMOCTb.

KoadduruneHT Bapnaummn pesynbTaToB OnpefeneHust coaepxaHust cBT4 B OAHOM
1 TOM Xe obpa3sLe CbiIBOpOTKM (Ma3Mbl) KpOBM C ncnonb3oBaHnem Habopa «ceT4-UDA»
He npeBbiwaeT 8.0%.

3.3. JINHEeHAHOCTb.

3aBMCUMOCTb KOHUEeHTpauun cBT4 B obpasuax CbiIBOPOTKM (Maasmbl) KPOBW Mpwu
pa3BefeHUM UX CbIBOPOTKON (M1a3Mon) KpoBU, He coaepxkallei cBT4, UMEET JIMHEHbIN
XapakTep B Avana3oHe KoHueHTpauuii 5-100 nmonb/n u coctaBnset £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napameTp MpOBEPSieTCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBME M3MEPEHHON KOHUEHTpauuu cBT4 npeanucaHHoOW, MOSy4YeHHOU nyTeMm
CMEeLNBaHUA paBHbIX OH6BEMOB KOHTPOJIbHOM CbIBOPOTKM WM KannbpoBOYHOW Mpobbl
10.0 nMonb/n. MpoueHT «oTKpbITUA» cocTaBnseT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHaa AOCTOBepHO ornpegensiemass Habopom «cBT4-UDA» KOHLEHTpauus
cBT4 B cbiBOpOTKe (Nna3Me) KpoBu He npesbiwaeTt 0.75 nmMonb/n.
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Komnnekrtauusa 5
Cumson

Konnyectso
1 SORB MTP 5wt
2| cai-s
3 CONTROL 5x0.8 Mn unm 1x4 mn
4 CONJ HRP 5x14 mn nnm 2x30 mn
5 SUBS TMB 2x30 mn
6 BUF WASH 26X 2x50 mn
7 STOP 2x30 mn
8 NOO3 10 wT

5. MEPbl NPEAOCTOPOXXHOCTHU

5.1. MoTeHumnanbHbIN puck NnpuMmeHeHna Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a uckiwo4veHuem crton-peareHta (5.0% pactBop
CEPHOW KUCNOTbI), B UCMO/b3YEMbIX KOHLEHTPaLMAX SBASIOTCS HETOKCUYHbLIMU.

PactBop cepHoit kucnoTbl obnajaeTr pasapaxatrowmm - geictsveM.  W3beratb
pa3bpbi3rMBaHns 1 NonagaHus Ha KoxXy v cimsncTble. Mpu nonagaHum Ha KOXY U C/IM3UCTble
NOpa)KeHHbIN y4acToK criefyeT NpoMbITb 60bLUMM KONNMYECTBOM MPOTOYHON BOABI.

5.3. lNpwn pabote c Habopom cneayet cobnoaate «lpaBuia yCTPOMCTBA, TEXHUKMU
6e30macHOCTM, MNPOM3BOACTBEHHOM CaHMTapuu, MNPOTUBOINUAEMUYECKOrO pexXuMa W
NINYHOW rurneHol npu pabote B nabopatopusx (OTAeneHusix, OTAenax) CaHuTapHO-
3NUAEMMOSIONMYECKNX YUpexaeHnin cucrtembl MuHuctepctBa 3apaBooxpaHeHuns CCCP»
(Mocksa, 1981 r.).

5.4. lNpn pabote c Habopom cnepyetr HageBaTb OAHOPA30Bble PE3VHOBbIE WU
naacTMKOBblE NepyaTKu, Tak Kak obpasLbl KPOBW YenoBeka creayeT paccMaTpuBaTh Kak
NoTeHUManbHO MHPULMPOBAHHBIN MaTepuan, CNocobHbI ANUTENbHOE BPEMSI COXPaHATb
n nepegasaTtb BUY, Bupyc renatuta nnun niobon apyroi Bo36yamTenb BUPYCHON MHMEKLMN.

6. OBOPYQOBAHUE N MATEPUAIIDI,
HEOBXOAUMbIE NPU PABOTE C HABOPOM

- (dOTOMETp BEpTUKANbHOIr0 CKaHMPOBAHWUS, NO3BOSIOLLMIA N3MEPATb ONTUYECKYIO
NAOTHOCTb COAEPXMMOIO JIYHOK MAaHLWeTa nNpu AnnHE BOMHbI 450 HM;

- TepMmocTaT, nogaepxusatrowni temnepatypy +37 °C £0.1 °C;

- [03aTopbl CO CMEHHbIMW HaKOHeYHWKaMu, no3Bonswmne oTdbupaTb 06bLEMDI
B Anana3oHe 25-250 mkn;

- UWAWHAP MepHbIn BMecTuMocTbio 1000 mn;

- BOAA AVUCTWIIMPOBAHHAS;

- nepyaTKu pe3nHOBbIE UMW NIACTUKOBbIE;

- bymara cdunbTpoBanbHas.

7. NOArOoTOBKA PEAFEHTOB AJ151 AHAJIN3A

7.1. lNepepn nposBeaeHneM aHanusa KOMMNoOHeHTbl Habopa n uccnenyemble obpasubl
CbIBOPOTKM (MN1a3Mbl) KpOBW CnedyeT BblAepXaTb MNpPU  KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. MpwuroToB/ieHMe NMaHLwWerTa.

BCKpbITb MakeT € MiaHWeTOM M YCTaHOBUTb Ha paMKy Heobxoammoe KONM4ecTBO
cTpunoB. OcTaBLUMECS HENCMOJIb30BAHHbLIMW CTPUMbI, YTO6bI NPEAOTBPaTUTL BO3AENCTBMNE
Ha HUX BNaru, TWaTenbHO 3aKk1enTb Bymaron Ans 3aknemsaHuns niaHweTa u XpaHUTb Npu
Temnepartype +2...+8 °C B TeyeHune Bcero cpoka rogHoctun Habopa.
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7.3. MpurotoBneHne OTMbIBOYHOI0 pacTeopa.

Coaepxunmoe diakoHa C KOHLEHTPaTOM OTMbIBOYHOIO pacteopa (22 M), nepeHectu
B MepHbI UmnnHap BMectumocTtbio 1000 mn, pobasButb 550 Mn AMCTUNNMPOBAHHON BOAbI
N TWaTenbHO nepemewatb. B cnyyae apobHoro ncnonb3oBaHus Habopa cneayet otobpaTh
Heobx0AMMOoe KOJIMYECTBO KOHLIEHTpaTa OTMbIBOYHOrO pacTBopa M pasBecTy AUCTUINPO-
BaHHOM BoAoM B 26 pa3 (1 Mi KOHUeHTpaTa OTMbIBOYHOMO pacTeopa + 25 MA ANCTUAINPO-
BaHHOW BOAbI).

8. YCNoBUA XPAHEHUA N SKCINJIYATALNN HABOPA

8.1. Habop peareHToB «CBT4-UDA» A0MKEH XPaHMTbCA B YMaKOBKe MpeanpuaTms-
N3roToBUTENS NpU TemnepaType +2...+8 °C B TeyeHne BCero cpoka rofHOCTH, YKa3aHHOMo
Ha ynakoBke Habopa. [donyckaetrcs XpaHeHue (TpaHcrnopTupoBka) Habopa npu
TemnepaTtype Ao +25 °C He 6onee 15 cyTok. He ponyckaeTcs 3amMopa)kMBaHWe LEenoro
Habopa. [lonyckaeTcs oAHOKpaTHoe 3amMopakuBaHue (-20 °C) KasiIM6poBOYHbIX
npo6 n KOHTPOJIbHOM CbIBOPOTKU B aJIMKBOTaX.

8.2. Habop paccuuTaH Ha npoBeaeHMe aHanmsa B AybnukaTtax 41 uccnenyembix
obpasuoB, 6 kanMbpoBo4yHbIXx Npob6 M 1 nNpobbl KOHTPONBLHOW CbIBOPOTKM (BCEro
96 onpeneneHunit).

8.3. B cnyyae gpobHoro ucnonb3oBaHus Habopa KOMMOHEHTbI cnefyeT XpaHWTb
crnepyowmm o6pasom:

- OCTaBLUMECSH HEUCMOMb30BaHHbIMM CTPUMbl HEO6XOAMMO TLUATENbHO 3aKneuTb

6ymaron Ans 3ak/ievBaHusa NiaHLWeTa U XpaHuTb Npu Temnepatype +2...+8 °C
B TeYeHMe BCero cpoka rogHocTn Habopa;

- KOH®BlOrar, cybcTpaT, cTon-peareHT nocne BCKPbITUS (p1akoHOB crefyeT XpaHUTb

npu Temnepatype +2...+8 °C B TeueHMe BCero cpoka rogHoct Habopa;

- KanubpoBOuYHble MPO6bl 1 KOHTPOJIbHYK CbIBOPOTKY MOCAE BCKPbITUS (hNakoHOB

cnepyeT XpaHuUTb nNpu Temnepatype +2...+8 °C He 6onee 2 mMecaueB;

- OCTaBLUMICA HEWCNONIb30BaHHbIM KOHLEHTPaT OTMbIBOYHOIO pacTBopa creayer

XpaHUTbL Npu Temnepatype +2...+8 °C B TeueHne Bcero cpoka rogHoctn Habopa;

- NPWUrOTOBMIEHHbI OTMbIBOYHbIVA pPacTBOp CreAyeT XpaHWTb MpU KOMHAaTHOWN

Temnepatype (+18...+25°C) He 6onee 15 cyTtok wam npu TeMmnepatype
+2...+8 °C He 6onee 45 cyToK;

MpumeyaHue. locne MCNonb30BaHWSA peareHTa HeMeA/IeHHO 3aKpbliBalTe KpbIKY
¢nakoHa. 3akpbiBanTe Kaxabl pnakoH CBOEN KPbILLIKOW.

8.4. [Ina npoBefeHus aHanuMsa He CreayeT WCNonb30BaTbh EMOSIM3MPOBAHHYHO,
MYTHYIO CbIBOPOTKY (M/1a3My) KpPOBM, @ TaKXXe CbIBOPOTKY (Ma3My) KpoBW, COAEPXKALLYO
a3sung Hatpus. Ecnn aHanns npovsBoAUTCS HE B AeHb B3ATUS KPOBW, CbIBOPOTKY (M1asmy)
cnepyeTt xpaHuTb npu Temnepatype -20 °C. ToBTOpHOe 3aMopaxuBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKK (M1a3Mbl) KPOBU He AOMyCKaeTcs.

8.5. McknovaeTca mncnonb3oBaHve Ana aHanmsa o6pasuoB CbIBOPOTKKU (Mia3Mbl)
KpOBW NtoAel, MonyyaBLMX B LensxX AMAarHOCTUKW WAM Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOASAT MbILUMHbIE aHTUTenNa.

8.6. lNpn wucnonb3osBaHun Habopa A1 NPOBEAEHUS HECKOSbKUX HEe3aBUCUMbIX
cepuii aHanu3oB creayeT UMeTb B BUAY, YTO AN KaXKA0ro He3aBMCUMMOro onpeneneHus
Heo6Xx0AMMO NOCTPOEHNE HOBOIO KaMBpOBOYHOIO rpadurKa; KpoMe 3TOro, peKoMeHayeTcs
onpeaeneHne KoHueHTpauun ceT4 B KOHTPOSIbHOW CbIBOPOTKE.

8.7. na nonyyeHWs HaAeXHbIX pe3ynbTaToB HeobxoAMMO cTporoe cobnioaeHue
NHCTpyKuMn no npuMmeHeHuto Habopa.

8.8. He ncnonb3yite KOMNOHEHTbI U3 APYrMX HABOPOB MK U3 aHaNOrMYHbIX HAbopoB
APYrux cepui.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Mofb30BaTbCd HOpPMaMu, MpUBEAEHHbIMW Huxe. Bmecte ¢ TeMm, B
COOTBETCTBUM C npaBunamu GLP (Xopowen nabopaTOpHOW MpakTUKK), Kaxkaas
nabopatopusi Jo/MKHa camMa onpefenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnegyemon nonynsaunn.

MpumeuaHue. 3HayeHMs KOHUeHTpaumin cBT4 B wuccneayembix obpasuax,
HaxoAsilMecss Huxe rpaHuubl YyBCcTBUTENbHOCTM Habopa (0.75 nMonb/n), a Takxe
npeBbillaloWme 3HadYeHne BepxHen kanubposouyHoM mnpobbl (100 nmonb/n) crnepyet
NpuBOAUTL B creaytoLllen popme: B uccneagyemom obpasue X KoHUueHTpaums cBT4 Huxe
0.75 nmonb/n wnu Bbiwe 100 nMonb/n.

Wccnenyemasn Eauuuubl, nmonb/n

rpynna Hwxuuii npepen Bepxuuii npepen

340pPOBbl€ AOHOPbI

fo 60 net 10.0 25

ctapwe 60 net 10.0 21
BepemeHHbIe:

1-1 TpumecTp 9.0 26

2-A TpuMecTp 6.0 21

3-11 TpuMecTp 6.0 21

11. JINTEPATYPA
1. Tietz, N. W., Fundamentals of Clinical Chemistry, 2nd Ed., pg. 602, Sauders Press, Phila., 1976.
2. Horworth, P. J. N., Ward, RL., J. Clin Pathol. 1972; 25:259-62.

3. Sati, C., Chattor, A. J., Watts, N. Fundamentals of Clinical Chemistry. Ed. Tietz, N. W. 3rd Ed., pg.
586. Saunders press Phila. 1987.

4. Lundberg, P. A., Jagenburg, R., Lindstedt, G., Nystrom, E., Clin. Chem. 1982, 28:1241.

5. Melmed, S., Geola, F. L., Reed, A. W., Pekary, A. E., Park, J., Hershmen, J. M., Clin Endocrin.
Metabol. 1982, 54; 300.

6. Ingbar, S. H., et al. J. Clin. Invest., 1965, 44:1679.

7. Selenkow, H. A., and Robin, N. I., J. Maine Med. Assoc. 1970, 61:199.

Mo BonpocaM, kacatwmmcs kadectsa Habopa «cBT4-UDA»,

cnepyet obpawartbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Mapkosas, 4. 48, 1-1 noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)
3/1eKTpOoHHas noyta: info@xema.ru; rqc@xema.ru

WHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTens cnyx6bl knneHTckoro cepenca OO0 «XEMA»,

K. 6. H. 1. C. KOCTpUKUH
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XEMA

Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF FREE THYROXIN IN HUMAN SERUM OR PLASMA

1. INTENDED USE

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

This kit is designed for measurement of free thyroxin 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

Thyroid hormones thyroxin (T4) and 3,5,3'-triiodothyronine (T3) exert regulatory
influences on growth, differentiation, cellular metabolism and development of skeletal
and organ systems. T4 and T3 in blood are found both in free and bound form - mostly,
they are bound to thyroxin binding globulin (TBG). Only free forms of T3 and T4 exert
hormonal activity also their percentage is very low — 0.3% for T3 and 0.03% for T4.

The concentration of T4 is generally accepted as an index of thyroid function which
provide enough information to differentiate between hyper-, hypo- and euthyroidism.

Elevation of total T4 is found in hyperthyroidism, in patients with tumours
of pituitary gland, in subjects with elevated TBG level (pregnancy, acute or chronic
active hepatitis, estrogen-secreting tumours or estrogen intake, hereditary elevation of
TBG), in patients taking oral contraceptives, heroin, methadone, thyroid preparations,
TSH, thyroliberin.

Low total T4 is found in hypothyroidism, in patients with panhypopituitarism, in
subjects with low TBG level (acromegaly, nephritic syndrome, hypoproteinemia, chronic
liver diseases, androgen-secreting tumours, hereditary reduction), in patients taking
aminosalicylic and acetylsalicylic acids, cholestyramine, reserpine, potassium iodide,
trilodothyronine.
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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 T4-antibodies
simultaneously with conjugated fT4-peroxidase. fT4 from the specimen competes with
the conjugated fT4 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;
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...4+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...+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.
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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

1. Calculate the mean absorbance values (OD450) for each pair of calibrators and
samples.

2. Plot a calibration curve on graph paper: OD versus free thyroxin concentration.

3. Determine the corresponding concentration of free thyroxin 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.

4. Below is presented a typical example of a standard curve with the XEMA Co. Not
for calculations!

Calibrators Value A&;‘a’:m‘::’;g;’
CAL 1 0 pmol/I 2539 . T
CAL 2 5 pmol/I 2080
CAL3 | 10 pmol/I 1602 .,
CAL 4 25 pmol/I 993 o | \z'
CAL 5 50 pmol/I 541 S
CAL6  |100 pmol/I 161 R

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
fT4. 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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Units, pmol/I
Sex, age . s
Lower limit | Upper limit
Healthy donors
<60 yrs 10.0 25
>60 yrs 10.0 21
Pregnancy week:
1st trimester 9.0 26
2nd trimester 6.0 21
3rd trimester 6.0 21

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
L-Thyroxin 100
D-Thyroxin 30
T3 0.5

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.75 pmol/I.

11.3. Linearity

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

11.4. Recovery

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

12. LITERATURE

1. Tietz, N. W., Fundamentals of Clinical Chemistry, 2nd Ed., pg. 602, Sauders Press,
Phila., 1976.

2. Horworth, P. J. N., Ward, RL., J. Clin Pathol. 1972; 25:259-62.

3. Sati, C., Chattor, A. J., Watts, N. Fundamentals of Clinical Chemistry. Ed. Tietz, N. W.
3rd Ed., pg. 586. Saunders press Phila. 1987.

4. Lundberg, P. A., Jagenburg, R., Lindstedt, G., Nystrom, E., Clin. Chem. 1982,
28:1241.

5. Melmed, S., Geola, F. L., Reed, A. W., Pekary, A. E., Park, J., Hershmen, J. M., Clin
Endocrin. Metabol. 1982, 54; 300.

6. Ingbar, S. H., et al. J. Clin. Invest., 1965, 44:1679.

7. Selenkow, H. A., and Robin, N. I., J. Maine Med. Assoc. 1970, 61:199.
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Cumson / Symbol

3na c / Symbolize

Mpoussoautens / Manufacturer

Hata npoussoacTsa / Date of manufacture

Homep no katanory / Catalogue number

-
HHIEIE
-

Homep cepun / Batch code

<
2
z
=
=

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHue TemnepaTypsbl / Temperature limitation

ToNbKO ANA UH BUTPO ANArHoCTUKM /
In Vitro Diagnostic Medical Device

BHumaHwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npu HapyLIEHUN LIETIOCTHOCTM YNaKoBKM /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

Al

-

Kann6poBoyHble npobbl / Calibrator set

CONTROL

KoHTposibHas ceiBopoTka / Control sera

KoHbtoraT / Conjugate

SUBS TMB

PacTBop cy6cTpaTa TeTpamMeTunbeHsuanHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

M

STOP

Cron-peareHT / Stop solution

=]
=]
=

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 A/A ANArHOCTNKIN NHPEKLUNOHHbBIX \
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 MNapkosas, A. 48, 1-11 noA., 5 aTax 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-TMeTepbypr, 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;
03179, r. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua




