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K232I

«YTBEPXOEHA»
Mpuka3 Poc3apaBHaasopa N2 2981-Mp/10 ot 8 anpens 2010 r.
KPA N? 13082 ot 04.03.2010

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA
TUPEOINMOBYJIMHA B CbiIBOPOTKE (MJIASME) KPOBU
«TUPEOTJIOBYJINH-NDA »

1. HABHAYEHMUE

1.1. Habop peareHToB «TUPEOIJTOBYJTNMH-NDA» npeaHasHayeH ans
KOIMYECTBEHHOIO onpeAeieHns KOHLUeHTpaunm TupeornobynmHa B CbiBOpoTKe (Nnasme)
KpPOBU MeToAO0M TBepA0(da3HOro MIMMYHO(MEPMEHTHOIO aHanms3a.

1.2. TupeornobynuH (TIN) — BbICOKOMOJIEKYISIPHbI 60K C MOIeEKYISPHON Macco
okono 650-700 k[a, BbipabaTtbiBaeMbli 3NUTENMANbHbIMK K/eTKaMn LWUTOBUAHOWN
xenesbl. B HopManbHOM wmTOBMAHOM >xene3e, TI BblpabaTbiBaeTcs B MpocBeT
donnmkynoB n noasepraeTca GepMeHTaTUBHOMY WOAMPOBAHMUIO, B XOA4E KOTOPOro
BbICBOOOXAAOTCA MNpealecTBEHHUKM FOpMOHOB T3 un T4. BMecte co cBO6OAHBIMM
ropMoHamum Hebonblwne konuyectBa TI MNpoHMKAKT B uupkynsumio. CuHTes TI
perynvpyeTca ropMoHamMu runodusapHo-runoTanaMmyeckon ocu (TmponnbepuHom
n TTl), a Takxe CaMMMU FOPMOHaMW LWMUTOBUAHOW >Xene3bl B Cllyvyae MX BBeAEHUS
B TepaneBTUYECKUX Lensx.

1.3. Y 60/bHbIX C AnddepeHUNpoBaHHOM TUPEONAHOW afeHOKapLMHOMOM cepuinHoe
onpeaenenve T B CbIBOPOTKE C/YXUT HAAEXHbIM MOHUTOPUHIOBbIM MapKepoM MOHOTbI
peseKkunn xenesbl, peumanBa N MeTacTaTMyeckoro pocta onyxosu.

1.4. 3HaunTenbHOEe MoBbIlWEHNE YpoBHSA TI B CbIBOPOTKE KpOBM HabnwpaeTcs
Takxe npu AobpokayecTBeHHbIX 3ab0neBaHUAX LWWTOBMAHON Xenesbl: TupeonauTax
M rmnepTupeosax pasfinyHon atnosnorun. MNpu 3ToM cepuintHoe onpeaeneHue Tl MoxeT
MCMNOb30BaTbCSs TaKXXe B MOHUTOPUHIE M MPOrHO3e TUpeocTaTUYecKon Tepanumn 6onesxmn
IperiBca.
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2. IPUHUUN PABOTbl HABOPA

OnpeaeneHne TupeornobynnHa 0OCHOBaHO Ha UCMOIb30BaHUN «CIHABUY»-BapuaHTa
TBepA0dasHOro MMMyHodbepMeHTHOro aHanmsa. Ha BHyTpeHHel MOBEepPXHOCTU JIYHOK
niaHweTa MMMOOMAIN30BaHbl MbILLMHbIE MOHOK/IOHA/IbHbIE @aHTUTENa K TMpeornobynmHy
yenoseka. B nyHkax nnaHweta, npu gobasneHun nccneagyemoro obpasua, NpoMcxoant
cBsizbiBaHuWe TI, copepxallierocs B uccneayemom obpasue, ¢ aHTUTeNnaMn Ha TBepAoW
¢daze. O6pa30BaBLUNIACS KOMMIEKC BbISBASIOT C TMOMOLLb KOHblOraTta MbIWMHbIX
MOHOKJ/IOHasnbHbIX aHTuTen K TI yenosBeka C MepokcMAas3on xpeHa. B pesynbraTe
o6pasyeTcsi CBA3aHHbIM C M1AaCTUKOM «CIHABMY>», coAepXaliunii nepokcmaasy. Bo Bpems
MHKybaumMm C pactBopoM cybcTpata TeTpametunbensugmHa (TMB) npoucxoaunT
OoKpalnBaHMUe pacTBOPOB B JlyHKax. IHTEHCMBHOCTb OKpacKu NpsiMO NPoMnopLMOHanbHa
KOHLUEeHTpaumn  TupeornobynuHa B  uccnegyemoMm  obpasue.  KoHueHTpauwuio
TupeornobynuHa B nccneayembix obpasuax onpeaensitoT no kKanmbpoBoYHOMY rpaduky
3aBMCMMOCTM ONTUYECKON NIIOTHOCTM OT COAEPXKAHNSA TUpeornobynnHa B KambpoBOUYHbIX
npobax.

3. AHAJTUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneuncUYHOCTD.

Mcnonb3oBaHme MbIWNHBIX MOHOK/TOHAMIbHbIX @aHTUTEN K TupeornobynnHy no3sonset
AOCTUYb BbICOKOW CNeunduruyHOCTM aHanmsa

3.2. Bocnpon3sBoanMOCTb.

KoadduuneHT Bapuaumm pesynbTaToB onpeneneHus copepxaHus T B OAHOM
M TOM e obpasue CbIBOPOTKM (Mna3Mbl) KpOBM C uUcnonb3oBaHuneM Habopa
«TUPEOINOBYJINH-N®A» He npesbiwaeT 8,0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLUeHTpaumn TI B ob6pasuax CbIBOPOTKM (MnasMmbl) KPOBW Mpwu
pa3BefeHnn UX CbIBOPOTKOM (Nna3Mon) KpoBu, He codepxalen TI, uMeeT NNHENHbIN
XapakTep B AMana3oHe KoHueHTpaunii 10-400 Hr/mn u coctaBnsieT £10,0%.

3.4. TOYHOCTDb.

[aHHbI  aHaNUTMYeCKMi napaMeTp MpPOBEPSETCA TECTOM Ha <«OTKpbITME» -
COOTBETCTBME MW3MEPEHHOW KOHUeHTpauun TI npeanucaHHON, MNOMAyYeHHOW nyTeMm
CMeLNBaHUA paBHbIX OHBBEMOB KOHTPOJIbHOM CbIBOPOTKM W KannbpoBOYHOW Mpobbl
25 Hr/mn. NMpoueHT «oTKpbITUS» coctasnseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHumManbHaa pocToBepHo ornpegensemas Habopom <«TUPEOTNIOBYJTIUMH-UDA»
KOHLEeHTpauus Tl B CbIBOPOTKE (Na1a3Me) KpOBU He npesBblwaeT 1 Hr/mi.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMeHeHns Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem cron-peareHta (5,0% pacTtsBop
CEPHOW KMUCNOTbI), B UCMOJIb3YyEMbIX KOHLIEHTPaUUSAX ABASOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxatmowmm gernicteuem. MsberaTb
pa3bpbI3rMBaHuUs M NoMagaHuns Ha KOXY 1 Cin3nctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60/bLINMM KOMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cnepyet cobnogate «lMpaBuna yCTpONCTBA, TEXHUKMU
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NMYHON rurmeHbl Npu pabote B nabopatopusix (OTAeNEeHUAX, oTaenax) CaHuTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUA cMCTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayetT HaaeBaTb OAHOPA30Bble PE3UMHOBLIE WU
nacTMKOBble MepyaTKn, Tak Kak 0bpasubl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHDULMPOBAHHbBIN MaTtepuar, CnoCObHbIV ANUTENbHOE BPEMS COXPaHATb
N nepegaBaTb BWY, Bupyc renatuta unm nwoboli apyroi Bo36yauTenb BUPYCHOW
MHdekunu.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEpTUKANbHOI0 CKAaHMPOBAHWS, MO3BOJISOLLNI U3MEPATb ONTUYECKY IO
NIOTHOCTb COAEPXXMMOTrO JIYHOK MaHLweTa npu anvHe BofHbl 450 HM;

- TepMocTaT, noaaepXxuBarwmin Temnepatypy +37 °C £0,1 °C;

—  [A03aTopbl CO CMEHHbIMW HaKOHEeYHMKaMu, no3sonswwme oTbéupate 06bEMbI
B AmanasoHe 25-250 mMKkn;

- UWAMHAP MepHbI BMecTuMocTbio 500 mn;

- BOAa AUCTUNIMPOBaHHas;

- nepyaTKu pe3nHOBble UK NIACTUKOBbIE;

- bymara dunbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. MNepen npoBeAeHMEM aHann3sa KOMMNoHeHTbl Habopa v nccneayemoie o6pasubl
CbIBOPOTKM (MNasMbl) KpOBW cnedyeT BblAepXaTb MpW KOMHATHOW TeMmnepaType
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpurotossieHne NJaHLWeTa.

BCKpbITb MakeT C NAaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwKWecs  HEeWCNOoNb30BaHHbIMKM  CTpuMbl, 4YTOBbl  NpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BRaru, TWwaTenbHO 3aknenTb Bymaron Ans 3aknemBaHms NaaHwWeTa
1 XpaHuTb Npu TemnepaTtype +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa.

7.3. MpurotoBJsieHMEe OTMbIBOYHOI0 pacTtBopa.

B cnyuyae ppobHoro wucnonb3oBaHms Habopa cnepgyer oTtobpaTb Heobxoaumoe
KOMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBopa W pasBecTy AUCTUAIMPOBAHHOW BOAOWM
B 21 pa3 (1 MAn KOHUeHTpaTa OTMbIBOYHOrO pactesopa + 20 M ANCTUANMPOBAHHON BOAbI).
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8. YCNOBUSA XPAHEHUSA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHTtoB «TUPEOITIOBYJIMH-UDA» ponxeH XpaHUTbCS B yMakKoBKe
npeanpuaTUA-u3roToBuTens npu Temnepatype +2..+8 °C B TeyeHuMe BCero Cpoka
roAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopaxuaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnenyembix
obpasuoB, 5 kKannbpoBOYHbIX MpPo6 M 1 Npobbl KOHTPOSIbHOM CbIBOPOTKM (BCEro
96 onpepeneHui).

8.3. B cnyyae apobHoro mcnonb3oBaHusi Habopa KOMMOHEHTbI crieayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBLUMECH HEWUCNOsIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKlenTb

bymaror onsa 3aknemBaHus niaHweTa U XpaHUTb Npu Temnepatype +2...+8 °C
B Te4eHne Bcero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpart, cTon-peareHT mMocfe BCKpbITUS (akoHOB cneayer
XpaHuUTb Npu TeMnepaTtype +2...+8 °C B TeyeHune BCero cpoka rogHoctu Habopa;

- KanubpoBOYHble NPO6bl M KOHTPOJIbHYIO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnenyeT xpaHuTb Npun TemnepaTtype +2...+8 °C He 6onee 2 mecsaues;

—  OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Mnpu TemnepaTtype +2..+8 °C B TeueHue BCEro Cpoka roaHOCTU
Habopa;

—  TMPUrOTOB/IEHHbI OTMbIBOYHbIN pPacTBOp CleAyeT XPaHWUTb MpuW KOMHaTHOWM
Temnepatype (+18..4+25°C) He 6onee 5 cyTok wnauM npu TemnepaType
+2...48 °C He 6onee 30 cyToK;

MpumMeyaHue. Mocne MCNONb30BaHMS peareHTa HeMea/leHHO 3aKpbiBalTe KpPbILWKY

dnakoHa. 3akpblBanTe Kaxablh (h1akoH CBOEW KPbILLKOM.

8.4. 1na npoBeAeHWa aHanuM3a He cneayeT WCNO0/b30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (N/1a3My) KpOBM, @ Takxe CbIBOPOTKY (MaasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Nnpon3BoANTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (M1asmy)
cnepyeT xpaHuTb npu Temnepartype -20 °C. [MoBTOpHOe 3aMopaXkMBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (MNs1a3Mbl) KPOBU He AOMycKaeTcs.

8.5. VcknouaeTca mcnonb3oBaHue Ana aHanusa o6pasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAew, Nony4yaBlIMX B Lensax AMarHOCTUKU UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlUMHbIE aHTUTENa.

8.6. lNpn wncnonbloBaHun Habopa Ana npoBeAeHUS HECKONIbKUX He3aBUCKMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHns
Heo6XxoANMO NOCTPOEeHME HOBOIro KannMbpoBOYHOro rpacdunka; KpoMe 3Toro, peKoMeHay-
eTcsa onpefenieHne KOHUEeHTpaumm TupeornobynnHa B KOHTPOJSIbHOM CbIBOPOTKE.

8.7. Ins nonyyeHns HageXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobnwaeHune
WNHCTpyKUMM No npuMmeHeHuto Habopa.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasACb Ha pe3ynbTaTax WccrnenoBaHwuii, npoBefAeHHbIXx 000 «XEMA»,
pekoMeHAyeM MoNb30BaTbCA HOpPMaMu, MNpUBEAEHHbIMM HWxe. Bmecte ¢ Tem,
B COOTBeTCTBMM C npaBunamm GLP (Xopowein nabopaTopHOM nNpakTUKKW), Kaxaas
nabopatopusa AO/HKHa cama onpefenuTb NapaMeTpbl HOPMbl, XapakTepHble ANns
obcrnegyemMon nonynsaunn.

MpumeuaHue. 3HayeHns KoHLeHTpaunn TI B uccnenyembix obpasuax, Haxoasawmecs
HWXe rpaHunLbl YyBCTBUTENbHOCTM Habopa (1 Hr/Mn), a Takxxe npesbiwatoLme 3HayeHne
BepXHen kanmbposoyHoM npobbl (400 Hr/MN) cneayeT NpMBOANTL B Ceaytowen opme:
B Mccneayemom obpasue X KoHueHTpauus TI Huxe 1 Hr/mn nnu Bbiwe 400 Hr/mn.

Eaunuybl, Hr/mn
Huxuuit npepen BepxHuii npepen
340pOBble AOHOPbI - 50

Wccnepyemas rpynna

11. INTEPATYPA

1. CA Spencer, M Takeuchi, and M Kazarosyan - Current status and performance goals
for serum thyroglobulin assays. Clin. Chem., Jan 1996; 42: 164 - 173.

2. PW Ladenson - Optimal laboratory testing for diagnosis and monitoring of thyroid
nodules, goiter, and thyroid cancer. Clin. Chem., Jan 1996; 42: 183 - 187.

3. Anthony P. Weetman - Graves' Disease. N. Engl. J. Med., Oct 2000; 343: 1236 -
1248.

Mo BonpocaM, kacawwmmcs kadectsa Habopa «TUPEOINTIOBYJIUH-UDA »,
cnepyet obpawartbcs B OO0 «XEMA» no aapecy:

105043, MockBa, a/a 58,

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

3/1eKTpoHHas noyta: info@xema.ru; rqc@xema.ru
MHTEPHET: Www.Xxema.ru; www.xema-medica.com

PykosoauTens cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KocTpuknH

Document: K232I Instruction version: 004 Format version: 512

8



XEMA

Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of thyroglobulin 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 42 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Thyroglobulin (TG) is a high MW (ca. 650-700 kDa) glycoprotein synthesized
by the thyroid epithelial cells. In normal thyroid gland, TG is secreted to the follicular
lumen and undergoes iodination of tyrosine residues leading to formation of thyroid
hormones (T3 and T4). Minor quantities of TG penetrate to the circulation in normal
donors. Synthesis of TG is regulated by hormones (TSH, TRH, exogenous thyroid
therapy).

In differentiated thyroid carcinoma, serial determination of serum TG is used
for post-treatment monitoring. An elevation of serum TG in such patients indicates
a presence of residual thyroid tissue, relapse or metastatic growth of the tumour.

The elevated serums TG are also observed in benign thyroid diseases, e.g.
thyroiditis, hyperthyroidism and non-toxic goiter. The monitoring of serum TG is also
used for prognostic evaluation of thyrostatic treatment of Graves’ disease.

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 human
TG-antibodies. Antigen from the specimen is captured by the antibodies coated onto
the microwell surface. Second antibodies - murine monoclonal to human TG, labelled
with peroxidase enzyme, are then added into the microwells. 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 directly 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% 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 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...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.

This

6. SPECIMEN COLLECTION AND STORAGE
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

alonger
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...425 °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.
Document: K232I Instruction version: 004 Format version: 512
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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 thyroglobulin
concentration.

9.3. Determine the corresponding concentration of thyroglobulin 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 Abso(r4b5aon;$nl)lmts | o
CAL 1 0 ng/ml 0.13 s | -
CAL2 [ 10 ng/ml 0.19 _—
CAL 3 25 ng/ml 0.28 s e
CAL4 [ 100 ng/ml 0.69 wr
CAL5 _ |400 ng/ml 1.83 T
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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 Thyroglobulin. 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, ng/ml
Lower limit Upper limit
Healthy donors - 50

Sex, age

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity.

Sensitivity of the assay was assessed as being 1 ng/ml.

11.2. Linearity.

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

11.3. Recovery.

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

12, LITERATURE

1. CA Spencer, M Takeuchi, and M Kazarosyan — Current status and performance goals
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2. PW Ladenson - Optimal laboratory testing for diagnosis and monitoring of thyroid
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3. Anthony P. Weetman - Graves' Disease. N. Engl. J. Med., Oct 2000; 343: 1236 -
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