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K201A

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEQEJIEHNA
TUPEOTPOMNMHOIo rOPMOHA
B CbIBOPOTKE (MJIA3SME) KPOBWU «TTI naroc-NdA>»

1. HABHAYEHME

1.1. Habop peareHtoB «TTI natoc-UOA» npegHasHayeH ANS KOJMYECTBEHHOro
onpeeneHns KOHUEeHTpauuu TMPEOoTPOMNMHOro ropMoHa B CbIBOPOTKe (nsa3Me) KpoBu
MeToAOM TBepAOoda3HOro MMMyHOdEPMEHTHOIO aHanunsa.

1.2. TupeoTponHbii ropMoH (TTT) - FIMKONPOTENH C MONEKYISIPHOW MAcCOl OKOs0
30 k[a, cekpeTupyeTtcs nepepHer gonen runodusa. Monekyna TTI cocTouT M3 ABYX
HEeKOBaJIEHTHO CBSA3aHHbIX NOMMNENTUAHbIX Llenei: a- n B-cybveanHuubl. CneunduyHocTb
1 6MoNornyecKyo akTMBHOCTb FOPMOHa onpeaenseT ero B-cybbeanHuua. TTT Bbi3biBaeT
NPOAYKUMIO U BblAeNeHNe LWUTOBUMAHOW Xeneson TupokcuHa (T4) v TpUNoaTUPOHMHA
(T3). Npwn yBennyeHMM KOHLEHTpPaLUM 3TUX FOPMOHOB B CbIBOPOTKE KPOBW ceKpeuus
TTI wHrMbupyetcsa; HaobopoT, Koraa ypoOBEHb TUPEOWUAHbIX FOPMOHOB YMEHbLUAEeTCH,
B runoduse ysenuumsaeTca Bbibpoc TII U1, cnepoBaTeNbHO, YBENYMBAETCSH
NPON3BOACTBO M BbIGPOC FOPMOHOB WMTOBMAHOM Xene3bl. Cekpeuna TTT nogumHaeTcs
LUMpKaaHbIM (OKOIOCYTOYHbBIM) pUTMaM € akpodasoln B HOYHOE BpeMS.

1.3. Hambonbwuit ypoBeHb TII Habniopaetcs B YyTpeHHMe uvacbl (6 4acos).
CyTouHble KonebaHus He3HauyuTeNnbHbl, OAHAaKO, €CnM MNOJIyYeHHble pe3ynbTaThl
He COOTBETCTBYIOT K/IMHUYECKOW KapTUHE W napameTpaM APYrux  WUCCNefO0BaHUW,
peKoMeHAyeTCs MOBTOPHOE NpoBeAeHWe aHanmsa.

1.4. lNMoka3saHusa K onpegeneHuto TTT:

1) AnarHocTMKa HapyLlweHUn GyHKLUMN LMTOBUAHON Xenesbl;

2) rmnotupeo3 (ypoBeHb TTI nosblwaetcsd. AnarHo3 NoATBEPXKAAETCA HU3KUMU
KOHLIEHTpaunsmm obuiero n cBob0AHOMO TUPOKCMHA U TPUAOATUPOHWMHA. [lpun
CybKNMHNYECKOM NEerkoM rmunoTupeose, Koraa ypoBHM T3 u T4 B npepenax HoOpPMbl,
onpenenenve TTT SABNSIETCA peLlaloWnM);

3) runepTupeos (cMHTE3 M cekpeumsa TII nodaBfeHbl); OUEHKa aAeKkBaTHOCTU
3aMeCTUTENbHON Tepanun TUPOKCUHOM;

4) CKPUHWHT BPOXAEHHOr0 rMnoTupeosa (Ha NATOM AHE XXM3HW ONpeaensoT ypoBEHb
TTI B NsiTHE KPOBU Ha pmnbTpoBanbHOM 6ymMare nnm B CbIBOPOTKE KpOBK). YpoBeHb TTI
nosbIlWeH npu poxaeHun (Ao 35 MMEa/n), oaHaKko yepe3 HEeCKONbKO AHEW CHUXaeTcs
00 6a3anbHoOro (Kak y Manb4ymMkoB, Tak U Y AEBOYEK).

1.5. KoHueHTpauus TTI yBenuumBaeTcss BO BpeMs 6epeMeHHOCTU. oBbileHHoe
cojepxaHuve ropMoHa Habnwpgaetca nocne  TEKeNblX  (U3MYECKUX  Harpys3ok.
MoHWXeHHOEe AaBneHne M NOHMXKEHHas TeMmnepaTypa TakxXe CTUMYNMPYIOT CeKpeuumto
TTI. KOopTn30a 1 TOPMOH pocTa yrHeTatoT cekpeuunto TTI. MoHmxeHHoe cogepxaHue TTI
4YacTo HabnhaeTca y NOXUAbIX oAen, NPU XPOHUYECKOM NOYEYHOW HeAO0CTaTOYHOCTH,
LMppo3e neyvyeHu, 3ameasIeHHOM MOM0BOM pa3BUTUM, BTOPUYHON aMeHopee, CUHApPOMe
KywuHra, akpomeranuu.
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2. IPUHUMUN PABOTblI HABOPA

OnpeaeneHve TMPEOTPOMNHOIrO FOPMOHA OCHOBAHO Ha MCMOMb30BAHUN «CIHABUY»-
BapuaHTa TBepA0da3HOro MMMYHO(EPMEHTHOr0 aHanm3a. Ha BHyTpeHHel NOBEPXHOCTH
JIYHOK NfaHweTa MMMObMIN30BaHbl MbILUMHbIE MOHOKJ/IOHA/bHbIE aHTUTeNa K 6eTa-uenu
TTryenoseka. BnyHkax nnaHweta, npmaobasneHumnccneayemoroobpasua, npoucxoanT
cBsizbiBaHWe TTI, coaepxallerocsi B uccieayemom obpasue, ¢ aHTUTeNnaMm Ha TBepAoW
¢daze. O6pa3oBaBLUMIACSA KOMMIEKC BbIABASIOT C MOMOLLbIO KOHbloraTa (Fab2) dpparmeHTa
MbILWWHBIX MOHOKIOHaNbHbIX aHTuTen K 6eta-uenn TIT yenoseka C MepoOKCUAA30M
XpeHa. B pe3synbtate obpasyeTrcsi CBA3aHHbIA C MNACTUKOM «CIHABUY», COAEpXalunn
nepokcuaasy. Bo BpeMs MHKyb6auum C pacTBOpoM cybcTpaTa TeTpameTunbeHsnamHa
(TMB) nponcxoauT okpalinBaHMe pacTBOPOB B SIYHKaX. MHTEHCMBHOCTbL OKpacKu NpsiMo
nponopuMoHanbHa KOHLEHTPaUun TUPEOTPOMNHOr0 FOPMOHa B MccnenyeMoM obpasue.
KoHUEeHTpaunio TUPEOTPONMHOro ropMoHa B UccneayeMblix obpasuax onpeaenstoT
no kKannbposo4yHOMY rpaduKy 3aBUMCMMOCTM ONTUYECKOW MOTHOCTU OT COAEepXaHus
TUPEOTPOMNHOro ropMoHa B KanMbpoBOYHbIX Npobax.

3. AHAJTUTNYECKUE XAPAKTEPUCTUKHA

3.1. CneuncdUUYHOCTD.
MepekpecTHas peakuus MbIWWHBIX MOHOKMOHaNbHbLIX aHTUTen k 6eta-uenun TIT
C ApPYrMMU aHanMTamMn npvBefeHa B Tabnuue:

AHanut MepekpecTtHaa peakuusa, %
Xr <0.1
nr <0.1
oClr <0.1

3.2. Bocnpon3BoaAUMOCTb.

KoadduruneHT Bapnauun pesynbTaToB onpeneneHns cogepxaHus TTT B 04HOM K
TOM Xe obpa3sue cbiBOPOTKM (Nnas3mbl) KpOBU C ucrnonb3oBaHnem Habopa «TTI natoc-
NOA» He npesblwaeT 8,0%.

3.3. JINHEWHOCTb.

3aBMCUMOCTb KOHUeHTpauun TTT B ob6pasuax CbIBOPOTKM (Ma3Mbl) KpOBU MNpwu
pa3BefeHnn UxX CbiIBOPOTKOW (Na1a3Moin) KpoBK, He codepxalien TTI, MeeT NNHENHbIN
XapakTep B AMana3oHe KoHueHTpauuii 0.05-50 MME/n n coctasnset £10,0%.

3.4. TOYHOCTD.

[aHHbIN  aHaNUTMYeCKM napaMeTp MPOBEPSETCA TECTOM Ha <«OTKpbITME» -
COOTBETCTBME W3MEPEHHON KOHUeHTpauun TTI npeannMcaHHON, MNOSyYeHHOW nyTeMm
CMEeLNBaHUSA paBHbIX 06BbEMOB KOHTPOJIBHOW CbIBOPOTKM M KanubpoBoyHoi npobbl 0.2
MME/n. MpoueHT «oTKpbITUa» coctasnset 90-110%.

3.5. YyBCTBUTEJIbHOCTD.

MuHumManbHaa  goctoBepHo  onpegensiemass  Habopom  «TTI  naoc-UOA»
KOHUeHTpauua TTT B cbiBOpOTKe (nna3Me) KpoBwu He npesbiwaeT 0.025 MME/n.
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5. MEPbI NPEAOCTOPOX>XXHOCTU

5.1. MNoTeHuUManbHbIN pUck NpuMeHeHus Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce komnoHeHTbl Habopa, 3a ucknwoyeHnem cron-peareHta (5,0% pacrtsop
CEpHOWN KNUCNOTbl), B UCMOJIb3YEMbIX KOHLEHTPaLMAX SABASIOTCA HETOKCUYHbBIMU.

PactBop cepHoW KkucnoTbl obnagaeT pasgpaxawmowmm gernicteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NonagaHms Ha KOXy 1 Cnn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTble
NOpaxKeHHbI y4acToK cnefyeT NpoMblTb 60MbWNM KONMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopoM cneayet cobniogatb «lMpaBuna yCTpOMCTBa, TEXHUKN
6e3onacHoOCTN, NPOU3BOACTBEHHOW CaHWUTapuu, NPOTUBOIMNUAEMMYECKOrO pexuma U
NM4YHOM rurmeHsl Npu pabote B nabopatopusax (OTAeneHuax, oTaenax) caHuTapHO-
3MNAEMUONIONNYECKUX YUPEXAEHUA cucTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayer HageBaTb OA4HOPA30BblE pPE3UHOBbIE WU
NnaacTMKOBbIe NepyaTKn, Tak kak 06pa3Lbl KPOBM YenoBeka crieayeT pacCMaTpmBaTb Kak
noTeHUManbHO MHOULMPOBAHHbIA MaTepuan, CNocobHbI ANNUTEeNbHOE BpeMS COXPaHsaTb
n nepepjasaTtb BWY, Bupyc renatuta wunu nwobon aApyron Bo36yAuMTENb BUPYCHOM
MHDEKUMN.

6. OBOPYJOBAHUE U MATEPUAIJDI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
- ¢oTOMeTp BEpTMKaNbHOIMO CKaHMPOBaHUA, MO3BOMSIOLNA U3MEPSATb ONTUYECKYIO
MIOTHOCTb COAEPXKMMOIO JIYHOK NaHLWeTa Npu AnnHe BOMHbI 450 HM 1 492 HM;
- TepMocTaT, noagaepXxusarmwmn TemnepaTtypy +37+0,1 °C;
-  [03aTopbl CO CMEHHbIMW HaKOHEeYHMKaMK, no3sonsowme oTbmpatb 06bEMbI
B AnanasoHe 25-250 mkn;
- UWAMHAP MEepHbIN BMecTuMocTbio 500 Mn;
- BOA2 AUCTUNIMPOBaHHas;
—  rep4yaTku pe3uHOBblE WU NACTUKOBbLIE;
- byMara dunbTpoBasibHas.

7. NOArOTOBKA PEAFEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBefeHWeM aHanm3a KoMnoHeHTbl Habopa n nccneagyemble o6pasubl
CbIBOPOTKM (NNasMbl) KpPOBM creAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18-25 °C) He MmeHee 30 MUH.

7.2. MNMpuroTosJsieHMe NaaHLWeTa.

BCKpbITb MaKeT C NAaHWETOM U YCTaHOBWUTb Ha paMKy Heob6xoAmMoe KOMMyecTBO
cTpynoB. OcTasLlnecs HencnoNbL30BaHHbIMU CTPUMbI, YHTOOLI NPeAoTBPaTUTL BO3AENCTBME
Ha HWUX BNaru, TwaTenbHO 3akneuTb byMaroi Ans 3akfenmBaHusa naaHweTa U XpaHuTb
npu TemMnepaType +2-8 °C B TeyeHune BCero cpoka rogHoctn Habopa.

7.3. MpurotosBseHne OTMbIBOYHOIO pacrsopa.

B cnyyae apo6Horo ncnonb3oBaHus Habopa cneayet otobpatb HeobxoauMmoe Konn-
4YeCTBO KOHLEeHTpaTa OTMbIBOYHOIO pacTBopa U pasBecTn AUCTUANMPOBAHHOM BoAoM B 21
pa3 (1 Mn KOHUEHTpaTa OTMbIBOYHOrO pactsopa + 20 MA AUCTUANMPOBAHHOM BOAbI).
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8. YCNNIOBUSA XPAHEHUSA U DKCNNTYATALMUN HABOPA

8.1. Habop peareHToB «TTI naoc-UOA» LO/KEH XPAaHUTBLCS B YNaKOBKE NpeanpusTms-
M3roToBuTens npu Temnepatype +2-8°C B TeyeHWe BCEro Cpoka rogHOCTU, YKa3aHHOro
Ha ynakoske Habopa.

[onyckaeTcs XpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 5 cyTok. He aonyckaeTcs 3amopaxwuaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBefaeHue aHanusa B aybnukatax 39 uccnegyembix
obpasuoB, 7 KanMbpoBOYHLIX Mpob6 M 2 Npobbl KOHTPOSIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyae apobHoro mucnonb3oBaHus Habopa KOMMOHEHTbI crneayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBLUMECH HEWUCnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymaron Ans 3akneuBaHMsa MnaHweTa U XpaHuTb Npu Temnepatype +2-8 °C
B TeYeHne Bcero cpoka rogHoctn Habopa;

-  WOA-bydep, KoHblOraT, cybCcTpaT, CTOM-peareHT nocne BCKpbITUS (1akoHOB
cnefyeT XpaHuTb Npu Temnepartype +2-8°C B TeuyeHWe BCEro Cpoka rogHoCTH
Habopa;

- KanubpoBOYHble NPO6blI M KOHTPOJIbHYIO CbIBOPOTKY NOCAE BCKPbITUS (P/TaKOHOB
cnefyeT XxpaHuTb Npu TemnepaTtype +2-8 °C He 6onee 2 mMecsues;

- OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOrO pacTBopa cneayer
XpaHuUTb Npu TemnepaType +2-8 °C B TeueHue BCero cpoka rogHoctn Habopa;

—  TPUrOTOB/IEHHbI OTMbLIBOYHbIN pPacTBOp CrnefyeT XPaHWUTb MNpU KOMHaTHOWM
Temnepatype (+18-25 °C) He 6onee 5 cyTok unm npu Temnepatype +2-8 °C
He 6onee 30 cyToK;

MpumMeyaHue. Mocne MCNonb30BaHWUS peareHTa HeMeA/leHHO 3aKpblBalTe KpbILWKY

dnakoHa. 3akpblBanTe Kaxablh hNakoH CBOEW KPbILLKOMN.

8.4. 1ns npoBeAeHWs aHanuM3a He cneayeT UCNO0b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KPOBM, @ Takxe CbIBOPOTKY (Mna3My) KpoBM, CoAepialLlyo
asua HaTpus. Ecnu aHann3 Nnpon3BoanTCSA He B AeHb B3ATUS KPOBU, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb Npu Temnepatype -20 °C. [oBTOpHOe 3aMOpaXXuBaHue-oTTamBaHue
06pa3LoB CbIBOPOTKU (NM1a3Mbl) KPOBU HE AOMyCKaeTcs.

8.5. VckntouaeTca nMcnonb3oBaHMe Ana aHanusa o6pasuoB CbIBOPOTKM (MiasMmbl)
KPOBW NtoAen, Nony4yasBlWwmMx B LesxX AUarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbIlWWHbIE @aHTUTENa.

8.6. Mpn wucnonbzoBaHun Habopa Ana npoBeAeHUS HECKOSIbKMX He3aBUCUMMbIX
cepui aHanuM3oB cneayeTt UMeTb B BMAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHus
Heo6XxoAMMO  MOCTPOEHME HOBOro KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTCs onpeaefnieHne KOHUEeHTpauMm TUPeoTPONHOro ropMoHa B KOHTPOJIbHOM
CbIBOPOTKE.

8.7. ins nonyyeHns HadexXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobnwaeHue
WHCTpYKUMKM NO npuMeHeHuto Habopa.
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10. OOXXKMAAEMbIE 3HAYEHUA U HOPMbI

10.1. OcHoBbIBasACb Ha pe3ynbTaTax WccnenoBaHwui, npoBefaeHHbIXx 000 «XEMA»,
peKkoMeHAyeM Monb30BaTbCA HOpPMaMW, MNpUBEAEHHbIMM HWxe. Bmecte ¢ Tem,
B cooTBeTCcTBMM C npaBunamm GLP (Xopowei nabopaTopHOM npakTUKKW), Kaxaas
nabopatopusi Jo/mMKHa camMa onpeaenuTb NapaMeTpbl HOPMbl, XapakTepHble Ans
obcnenyemon nonynsaunu.

MpumeyaHne. 3HayeHUs KOHUeHTpaumn TII B uccneayemblx obpasuax,
HaxoAsilMecs HuXe rpaHuubl YyBcTBUTENbHOCTM Habopa (0.025 MME/n), a Takxe
npeBbillalOWMe 3HayYeHWe BepxHen kanubposo4dHol npobbl (50 MME/n) cnepyet
npuBOAUTbL B crieaytowen dopme: B uccneayemom obpasue X kKoHueHTpauuns TTI Huxe
0.025 MME/n wnn Bbiwe 50 MME/n.

. EanHMLbI
ccneanyemas
rpynna — DRI —
Hwv>xHuh npepnen | BepxHuin npeaen
340pOBble AOHOPbI 0.3 4.0
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7. Engall, E., Methods in Enzymology, Volume 70, Van Vunakis, H. and Langone, J. J.
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Mo BonpocamM, kacawwmnmcsa kadyectsa Habopa «TTI nnroc-NDA >,
cnepyet obpawaTtbes B OO0 «XEMA» no agpecy:

105043, Mocksa, a/s 58,

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

3/1IeKTPOHHAas noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: 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 TSH IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

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

This kit is designed for measurement of TSH 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 39 unknown
samples in duplicates.

2. SUMMARY AND EXPLANATION

Thyroid stimulating hormone (TSH) is a glycoprotein with molecular weight ca.30
kDa which is secreted by hypophysis. A molecule of TSH consists of two noncovalently
bound subunits: a- and B-HCG. B-subunit determines biological activity and
immunological specificity of TSH.

TSH stimulates thyroid gland to secrete thyroid hormones. TSH secretion in
hypophysis is controlled by a negative feedback regulation by thyroid hormones. TSH
secretion is subject to circadian rhythms with highest levels seen early in the morning
(6 a.m.). Changes of TSH blood level during a day are not significant; nevertheless,
if the results do not correspond with clinical status and other laboratory data, it is
recommended to take and test another blood sample.

Determination of TSH level in serum is recommended in the following states and
conditions:

1. Diagnostics of dysfunction of the thyroid gland;

2. Hypothyroidism (TSH level is increased. The diagnosis is confirmed by low
concentrations of total and free T4 and T3. In mild subclinical forms when T4 and T3
levels are within normal ranges, determination of TSH concentration is critical);

3. Hyperthyroidism (synthesis and secretion of TSH are inhibited); monitoring of
replacement therapy;

4. Screening for inherited hypothyroidism (on day 5 after birth TSH level in blood is
determined). TSH level is elevated just after birth but it comes within the normal range
in several days (both in boys and in girls).

Serum TSH level is elevated during pregnancy, after physical stress, in individuals
with lowered blood pressure and lowered temperature. Secretion of TSH is inhibited
by Cortisol and Growth hormone. Low TSH levels are often seen in elderly people,
in patients with chronic renal insufficiency, liver cirrhosis, in retardation of sexual
development, in secondary amenorrhea, Cushing syndrome, acromegaly.

Document: K201A Instruction version: 001 Format version: 506
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3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal to
chain human TSH-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Unbound material is removed by washing procedure.
Second antibodies - murine monocnoclonal to (Fab2)-fragment of f chain human TSH,
labelled with peroxidase enzyme, are then added into the microwells. After subsequent
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 directly 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
presentin the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5,0% H2S04. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents.
Microbial contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

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

4.15. The Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 25-250 ul;

Dry thermostat for 37 °C +0,1 °C;

Calibrated microplate photometer with 450 nm and 492 nm wavelength and
OD measuring range 0-3.0.

5.3. Storage and stability of the Kit

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

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE
TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at 2-8 °C before testing. For a longer
storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/thawing
should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +25 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 21X by 21 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.

7.4. Assay procedure
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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 TSH concentration.

9.3. Determine the corresponding concentration of TSH in unknown samples from
the calibration curve. Manual or computerized data reduction is applicable on this stage.
Point-by-point or linear data reduction is recommended due to non-linear shape of
curve.

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

Absorbance Units Orl/ 0D 450 nm
Calibrators Value (450 nm) x1000 O Stndardn A Fastun
(fast run OD450) e
CAL 1 0 mIu/I 0 e ]
CAL 2 0.05 mIu/I 27 wto S T
CAL3 0.2 mIy/I 67 - e
CAL 4 1 miu/I 225 wl S
CAL 5 5 mIU/I 890 iy Sl é ; . |
CAL 6 15 mIu/I 2079 miu
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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
TSH plus. 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
Sex, age mIu/I
Lower limit Upper limit
Healthy donors 0.3 4.0

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
HCG <0.1
LH <0.1
FSH <0.1

11.2. Analytical sensitivity.

Sensitivity of the assay was assessed as being 0.025 mIU/I.

11.3. Linearity.

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

11.4. Recovery.

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