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K131I

«YTBEPXOEHA»
Mpuka3 PocaapaBHaasopa N2 5477-Mp/10 ot 11 utoHa 2010 r.
KP N¢ 33286 ot 27.05.2010

MHCTPYKLUHMA MO NPUMEHEHUNUIO HABOPA PEATEHTOB
aAnd AMMYHO®EPMEHTHOIO ONMPEAENTEHNA AYTOAHTUTEN
K TUPEONEPOKCUAA3E B CbiIBOPOTKE (MJIASBME) KPOBM
«AT-TNO-NDA>»

1. HASBHAYEHME

1.1. Habop peareHTtoB <«AT-TMNO-UDA» npenHasHayeH ANs KOJMYECTBEHHOrO
onpeaeneHns KOHUEHTPauUnn ayToaHTUTEN K TUpeonepokcmaase B CbiIBOPOTKe (nnasme)
KpPOBU METOAO0M TBepA0odasHOro MUMMyHO(MEPMEHTHOIO aHanm3a.

1.2. TupouaHble  MUKpPOCOMasnbHble  aHTUTEeNna -  3TO  UMPKYyupylowme
UMMYHOIN06Y/IMHbI NPOTMB KOMMOHEHTa MNaAKOro 3HAOMNIa3MaTUYECKOro peTuKyayMma
KNEeTOK LMTOBMAHON ene3bl. OCHOBHbIM KOMMOHEHTOM 3TOr0 MWKPOCOMasbHOro
aHTMreHa  sBnsetca  depMmeHT  Tupeonepokcupasa (TMO). SDTm  aHTUTena
npenMyLLEeCTBEHHO NpUHaanexat Kk knaccy IgG. MNpu ayTOMMMYHHbIX 3aboneBaHMAX
LUMTOBMAHON >Xenesbl XenaTesibHO onpeaensATb OAHOBPEMEHHO aHTuTena Kk TrMNO un
aHtuTena Kk TI. AHTuTena k Tl u/unu aTMNO onpeaensitoTCs B BbICOKMX KOHLEHTpaLMsax
npu 6onesHun lpelisca, TMpeonanTe XawMMOTO M €ro pasHOBUAHOCTAX: HOBEHWUIbHOM
nuMoumMTapHOM TuUpeouamTe, XpPOHUYeckoM GUOPO3HOM BapuaHTe TupeouauTa,
naeonaTnMyeckon Mukcegeme, aTpoPUUYECKOM acUMMNTOMaTUYECKOM TupeouauTe u
cuHapome LWmuTTa. MOCKOAbKY Yy MauMeHToB B 3aBMCMMOCTM OT 3Tana 3abonesaHus
MOXEeT HabnwaaTtbca rmno-, rmnep- Uin ayTupeonaHas cragus, onpeaeneHne AaHHbIX
aHTUTen sBnsetrcs 6osee TOYHbIM AMArHOCTUYECKUM MPU3HAKOM MNpM MNOCTaHOBKE
AnarHosa ayTOMMMYHHOIO MOpaXeHUs LWUTOBUAHOM Xenesbl U OnpeAeNeHns CTENeHn
NnopaxeHus, 4eM MpoBeAeHMEe KIaCCUMYECKUX TOpMOHasbHbIX TecToB. [locTaHoBKa
AaHHbIX TeCTOB 0COB6EHHO BaXxHa MpW ANArHOCTUKE CReayoLWmMX COCTOSAHNI:

- KJMHW4YecKux nposserneHusax 6onesHun perieca 6e3 npusHakos 3k3odTanbMa U

yBeNnYyeHns WUTOBUAHOW Xenesbl;

- onpeaeneHve rMnoTupeosa y noapocTKOB.

OnpeneneHne NoBbIWeEHHbIX 3Ha4YeHui aTllO y XKeHLWMH BO BPEMS NepBbIX MecsLeB
6epeMeHHOCTN gBNseTcs (akTopoM pUCKa TupeouauTa B MOCNEepoAOBOM Mepuose.
Bbicokuii ypoBeHb aTlO MoxeT onpenenaTbCs NpU JleYeHUM amMmoaapoHOM. ITO
NleKapcTBO Ha3Ha4yaeTcs Npu CEpAEYHOMN apUTMUK U coaepxut 37.2% noaa, KOTOpbIN
[O0CTaTO4YHO 6bICTPO BbIBOAUTCA U3 OpraHm3Ma. MI3BeCTHO, YTO 3TO JIEKapCTBO Bbl3blBaeT
rmnoTupeos y 20% nauMeHTOB B permoHax C NMoHWXeHHbIM noTpebneHnem rioga. bbino
HanAeHo, YTO Yy NauMeHTOB C rMMNOTUMPEO30M, Bbi3BaHHbLIM NMPUEMOM 3TOro /eKapcTBa,
MMeTCa unpKynupyowmne aHtutena k TrMNO. TakuMm obpa3oMm, nepen HasHayeHuem
Nle4YeHns y AaHHbIX NauMeHToB, Hapsay c onpegeneHwem T3, T4 u TTI, Heob6xoanMo
NpPOBOAMUTbL N 3TOT TeCT.
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2. MPUHUMN PABOTblI HABOPA

OnpepeneHve ayToaHTUTEN K TUpeonepokcuiase OCHOBAHO Ha WCMOb30BaHUM
«C3HABUY»-BapuaHTa TBepaodasHOro MMMyHO(EpPMEHTHOro aHanmsa. Ha BHYTpeHHeWn
NOBEPXHOCTU IYHOK MfaHweTa uMMobunumsosaH aHtureH — TMNO. AHTUTena u3 obpasua
CBSI3bIBAlOTCS C @HTUIEeHOM Ha MOBEPXHOCTM NyHKkW. O6paszoBaBLUMACS KOMMJEKC
BbISIBISIOT C MOMOLUbI KOHbIOraTa MbIWWHBIX MOHOK/IOHaNbHbIX aHTuTen Kk IgG
yenoBeka C NepokcMaa3son xpeHa. B pesynbrate obpasyeTcs CBA3a@HHbIN C MNIaCTUKOM
«COHABMY», cofepxaliunii nepokcmaasy. Bo Bpema uHky6aumm ¢ pactBopoM cybcTpata
TeTpameTunbensmamHa (TMB) npoucxoauT OKpallMBaHME pacTBOPOB B JIyHKaXx.
WHTEHCMBHOCTb OKpacky MpsiMO MPOMOpUMOHanibHa KOHUEHTpauuu cneumdunyeckmnx
ayToaHTUTenN K Tupeonepokcuaase. KoHLeHTpaumio ayToaHTUTEN K Tupeornepokcuaase
B uccnenyemblx obpasuax onpenenstoT Mo KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTU
ONTUYECKON MJOTHOCTM OT COAEPXaHWA ayToaHTUTeN K TupeornepoKkcuaase
B KannbpoBOYHbIX Npobax.

3. AHAJIUTUYECKUE XAPAKTEPUCTUKHN

3.1. CneundmnUYHOCTDb. VICNob30BaHMeE BbICOKOOUMLLEHHOrO NpenapaTa no3sonseT
AOCTWYb BbICOKOM CneundunyHoOCTM aHanmsa.

3.2. Bocnpon3sBoAUMOCTb.

KoapdpuuneHT Bapuauum pesynbTaToB onpefeneHus cogepxaHua AT-TMNO
B OAHOM W TOM e obpa3ue CcbiBOPOTKM (Mnasmbl) KPOBM C MWCMOSb30BaHWEM
Habopa «AT-TNO-UDA» He npesbiwaeT 8,0%.

3.3. JINHEeNHOCTb.

3aBUCMMOCTb KOHUeHTpaumm AT-TIMO B obpasuax CbiBOPOTKM (Mna3Mbl) KpoOBU
npu pasBefeHUM UX CbIBOPOTKON (MnasMomn) KpoBw, He coaepxawen AT-TMNO, mnmeet
JINHENHbIA XapakTep B AuanasoHe KoHueHTpauui 30-1000 ME/mMn w cocraenset
+10,0%.

3.4. TOYHOCTbD.

[aHHbIi  aHaNUTUYECKMA napaMeTp TMpOBEPSIETCA TECTOM Ha <«OTKpbITME» —
COOTBETCTBME M3MEPEHHOW KOoHUeHTpauun AT-TMO npeanncaHHoM, NoyYeHHON NyTeM
CMelnBaHNA paBHbIX OHbEMOB KOHTPOSIbHOW CbIBOPOTKM W KanvbpoBOo4HOM npobbl
100 ME/mn. MpoueHT «oTkpbITUA» coctasnseT 90-110%.

3.5. YyBCTBUTEJ/IbHOCTD.

MuHuManbHasa goctoBepHo onpeaensemas Habopom «AT-TMO-NDA» KoHLEeHTpauns
AT-TNO B cbiBOpOTKe (N1asMe) KpoBK He npesbiwaeT 5 ME/mn.
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5. MEPbI NPEAOCTOPOX>XXHOCTU

5.1. MoTeHUManbHbIi pUck NpumMmeHeHnst Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce komnoHeHTbl Habopa, 3a ucknioyeHnem cron-peareHta (5,0% pacrtsop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPAUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBOop cepHOM KkucnoTbl obnajaeT pasapaxatowmm  aeicteuem.  U3beraTb
pa3bpbi3rnBaHUs 1 NoNagaHns Ha KoXy 1 cnn3uncTble. Mpu nonagaHnum Ha KOXY U CIN3UCTble
NOPaxeHHbIW y4acToK criefyeT NpoMbiTb 60MbLINM KONMYECTBOM MPOTOYHOW 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,
HEOBXOAWMMBbIE NMPU PABOTE C HABOPOM
- ¢oToMeTp BEpTMKaNbHOIr0 CKaHMPOBAHMS, MO3BONSAIOLNIA N3MEPATb ONTUYECKYIO
NIOTHOCTb COAEPXMMOrO JIYHOK MaHLweTa npu AsvHe BoAHbl 450 HM;
- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3onswolme oTbupaTb 06bEMbI
B Anana3soHe 25-250 Mkn;
- UWIMHAP MepHbI BMecTuMocTbio 500 Mmn;
- BOAa AUCTWUANIMPOBaHHas;
- nep4yaTKu pe3nHOBble UMY NNACTUKOBbIE;
- 6ymara dunbTpoBanbHas.

7. NOArOTOBKA PEAFEHTOB A4J11 AHAJIU3A

7.1. lMNepen npoBeaeHWeM aHanm3sa KOMNoHeHTbl Habopa un nccneayemble 06pasupl
CbIBOPOTKM (NNasMbl) KpPOBM cCneayeT BblAepXaTb Mpu KOMHATHOM TemnepaTtype
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpurotossieHne NJjaHLWwerTa.

BCKpbITb MakeT C NiaHWeTOM W YCTaHOBWUTb Ha paMKy HeobxoAuMoe KOM4yecTBO
ctpynoB. OcTaBWwMecs  HEWCNONb30BaHHbIMW  CTpUMbl, 4YTOBbl  NpeaoTBpaTUTb
BO34ENCTBME Ha HMX BRaru, TwaTesnbHO 3aknenTb 6yMmaron Ans 3aknemBaHus naaHwWeTa
M XpaHUTb Npun TemnepaTtype +2...+8 °C B TeueHuMe BCEro cpoka rogHoctn Habopa.

7.3. MpurotoBsieHMEe OTMbIBOYHOIO pacTtBopa.

Coaepxumoe dnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pactsopa (22 M), nepeHectn
B MEpHbIA UMnnHap BMecTuMocTbio 500 mMn, pobaButb 440 M AUCTUAIMPOBAHHOM
BOAbl M TWaTenbHO nepemewartb. B cnyyae apobHoro ucnonb3osBaHua Habopa cnepyer
oTobpaTb HeobxoaMMOe KOMMYECTBO KOHLUEHTpaTa OTMbIBOYHOrO pacTBOpa W pa3BecTu
AVCTUANNMPOBaHHOM BoAon B 21 pa3 (1 Mn KOHUEeHTpaTa OTMbIBOYHOro pacteopa + 20 mn
AVCTUAIMPOBAHHOM BOAbI).
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8. YCNOoBUA XPAHEHUA U SKCIMJTYATALUUUN HABOPA

8.1. Habop peareHToB «AT-TMO-UDA» fONXKEH XPAHUTLCS B YNaKOBKe NpeAnpusaTus-
N3roToBuTENS NpuU Temnepatype +2...+8 °C B TeyeHne BCero cpoka rofHoOCT, yKazaHHOro
Ha ynakoske Habopa.

[onyckaeTtca xpaHeHue (TpaHcnopTupoBka) Habopa npwu Temnepatype ao +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3aMopaxusaHue Lenoro Habopa.

8.2. Habop paccumTtaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnenyembix
obpa3suoB, 5 kanmbpoBouHbIX Npo6 M 1 nNpobbl KOHTPOSIbLHOM CbIBOPOTKM (BCEro
96 onpeneneHuit).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI crieayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBlUMECH HEeUCMNOsb30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

bymaror onsa 3aknemBaHus niaHweTa U XpaHuTb Npu TemnepaTtype +2...+8 °C
B Te4YeHne Bcero cpoka rogHoctn Habopa;

-  WNOA-bydep, kKoHblOraT, cybCcTpaT, CTOM-peareHT nocne BCKpbITUS (h1akoHOB
cnepyeT XpaHuTb Npu TemnepaTtype +2...+8 °C B TeyeHue BCero cpoka roiHoCTu
Habopa;

- KanubpoBOYHble NPobbl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (DIaKOHOB
cneayeT xpaHuTb Npun TemnepaTtype +2...+8 °C He 6onee 2 mecaues;

- OCTaBLUMNCA HENCMOJIb30BaHHbIM KOHLIEHTPAaT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb npu TemnepaTtype +2..+8 °C B TeuyeHWe BCero cpoka rogHOCTU
Habopa;

-  MPUrOTOB/IEHHbI OTMbIBOYHbIN PacTBOp CrefyeT XPaHWUTb MNpU KOMHaTHOWM
Temnepatype (+18..+25°C) He 6onee 5 cyTok wnuM npu TemnepaType
+2...48 °C He 6onee 30 cyToK;

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/IeHHO 3aKpbiBalTe KPbILKY

dnakoHa. 3akpblBanTe Kaxablh hakoH CBOEW KPbILLKOM.

8.4. 1ns npoBeAeHWa aHanuM3a He cneayeT WCMNOo/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (Maa3My) KpoBM, CoAepKaLLyo
asuna HaTpus. Ecnn aHann3 nponsBoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepnyet xpaHuTb npu Temnepatype -20 °C. [oBTOpHOe 3aMOpaXuBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKU (NS1a3Mbl) KPOBU He [OMyCKaeTcs.

8.5. VckntoyaeTtca ncnonb3oBaHMe AN aHanmsa o6pasLoB CbIBOPOTKM (Mna3mbl)
KPOBW NtoAen, NonyyasBlMX B LensxX AUarHOCTUKM MAW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOASAT MbIlWHbIE @aHTUTENA.

8.6. Mpn uncnonb3oBaHuKM Habopa ANS NpoBeAEHUS HECKOSbKMX He3aBUCUMbIX
Cepui aHanu30B cneayeT UMeTb B BMUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHus
HeobxoAMMO MOCTpOEHMEe HOBOro KanmbpoBO4YHOro rpaduka; Kpome 3TOro,
pEKOMEHAYETCA OnpeaeneHne KOHLUEHTpauuMm ayToaHTUMTen K Tupeonepokcuaase
B KOHTPOJIbHOW CbIBOPOTKE.

8.7. Ins nonyyeHus HadexXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobnwoaeHne
MHCTpyKUunmM no npumeHeHuto Habopa.
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10. O)XXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3yfbTaTax MWCCAefoBaHuii, npoBedeHHbix 000
«XEMA», pekoMeHAyeM MoJib30BaTbCA HOPMaMu, NMpuBEAEHHbIMU HUXKE. BMecTe C Tew,
B cooTBeTcTBMM C npaBunamm GLP (Xopowei nabopaTopHOM MpakTUKKW), Kaxaas
nabopatopua A[o/HKHA camMa onpefenuTb MapaMeTpbl HOPMbl, XapakTepHble ANs
obcnenyemon nonynauuu.

MpumMmeuaHue. 3HauyeHMs KOHUeHTpaumin AT-TMNO B wuccneayembix obpasuax,
HaXxoAslWMeCa HUXe rpaHuubl 4yscTBuTenbHocTn Habopa (5 ME/mn), a Takxke
rnpeBbilaOWNe 3HavYeHne BepxHen KanubposouHor npobbl (1000 ME/mn) cnepyet
npMBOAWTL B cneaytowei dopme: B nccnegyemom obpasue X KoHueHTpauust AT-TMO
Huxe 5 ME/Mn vnu Bbiwe 1000 ME/mn.

Uccnepyemas rpynna Eauuuubi, ME/mn
HwxkHuit npegen Bepxuwuii npegen
My>XUYMHBbI - 30
XKeHWmHbI - 30
XXeHwmHbl cTapwe 50 net - 50

11. JINTEPATYPA

1. Amino N., Mosi H., Iwatani W., Tanizawa O., Kawashima M., Tsuge 1., Ibiragi K., Kumahara Y., Miyai
K. - High prevalence of transient postpartum thyrotoxicosis and hypothyroidism. New Engl.J.Med.,
1982, 306:84.

2. Bastenie P., Neve P, Bonnyns M., Van Haelts L., Chailly M. - Clinical and pathological significance
of atrophic thyroiditis. Lancet, 1967, 1:915.
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16:338.
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Mo BonpocaM, kacatowmmcsa kayectsa Habopa «AT-TMNO-UDA»,
cneayet obpauwaTtbes B OO0 «XEMA» no agpecy:

105043, Mocksa, a/s 58,

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

3NEeKTPOHHasa noyta: info@xema.ru; rqc@xema.ru
VHTEpPHET: WWW.Xxema.ru; www.xema-medica.com

PykoBoauTtenb cnyx6bbl knueHTckoro cepsuca OO0 «XEMA»,
K. 6. H. [. C. KOCTpUKUKH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of thyroid microsomal antibodies 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

Anti-TPO antibodies (formerly — thyroid microsomal antibodies) are directed against
a target protein - thyroid peroxidase (TPO) - located in the smooth endoplasmic
reticulum of thyroid cells. The presence of anti-TPO antibodies in serum is associated
with thyroid autoimmune diseases (Graves' disease and Hashimoto's thyroiditis). Anti-
TPO antibodies mostly belong to the IgG class.

Low to moderate levels of serum anti-TPO antibodies can be found in some other
autoimmune pathology (eg systemic lupus erythematosus or Sjogren syndrom) and,
rarely, in apparently healthy subjects (especially elderly women). Anti-TPO antibodies
are more sensitive in diagnosis of thyroid autoimmune diseases than anti-thyroglobulin
(anti-TG) antibodies. However, in some cases anti-TG positive sera may be negative for
anti-TPO. Therefore, combined determination of both types of anti-thyroid antibodies
(anti-TPO + anti-TG) provides a more sensitive laboratory diagnostic tool for thyroid
autoimmunity.

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 the antigen. Antibodies from the
specimen bind coated antigen on the microwell surface. Unbound material is removed
by washing procedure. Second antibodies directed towards species specific Ig, 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.
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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. 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;
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...48 °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...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.
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal reg-
ulations. 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 thyroid microsomal
antibodies concentration.

9.3. Determine the corresponding concentration of thyroid microsomal antibodies
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 Abs%zl)sa:)n;:'l)lmts ol
CAL 1 0 IU/ml 0.04
CAL 2 30 1U/ml 0.23 /
CAL 3 100 1U/m| 0.68 L
CAL 4 300 1U/ml 1.72
CAL 5 1000 1U/ml 2.36 e

concentration

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
aTPO. Based on data obtained by XEMA, the following normal range is recommended
(see below).

Units, IU/ml
Sex, age - -
Lower limit Upper limit
Males - 30
Females - 30
Females >50 yrs - 50
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 5 IU/ml.

11.2. Linearity

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

11.3. Recovery

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