4]

Instruction for use

XEMA

MHCTPYKUIMA NO NPUMEHEHUIO

HABOPA PEATEHTOB
ana UMMYHO®EPMEHTHOIO OMPEAEJIEHUA
AYTOAHTUTEN K TUPEONMEPOKCUAA3E B CbIBOPOTKE (MJIA3ME)

KPOBU

«AT-TMO - UOA»

A SOLID-PHASE ENZYME IMMUNOASSAY

FOR THE QUANTITATIVE DETERMINATION
OF THYROID MICROSOMAL ANTIBODIES IN HUMAN SERUM OR PLASMA

aTPO EIA

HOMEP MO KATASTOTY K131

TY N2 9398-131-18619450-2010

PErTMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2009/04489 ot 11 utoHs1 2010 roga

W For 96 determinations /Ha 96 onpepaeneHuit

[ina uH 8BUMPO NarHOCTUKM

‘\% u XEMA Co, Ltd. .
i& The 9th Parkovaya str., 48 Hiprirad Rspresentative in EU:

E5 105264 Moscow, Russia
Telephone/fax: +7(@1ﬁ1%1’¥m@§’7 dogaifchii Andrei

e-mail: redkln@xeng%&ﬁi%&% 14 13:46:39 EET

internet: www.xemBFAsEREMOIdSign Signature
Locatlon Moldova

%
i‘

Ysys

N
Iso
Jﬁ;

%




TETA

golerquAead extogedgo

I/ wiw 00T

5 !

Q

0,5¢-8T+

I/ wiw 00T

L ‘Budiswolrop 1H31ead-uoL) € Buneg/AdHy % 1edidgA)
( 7\
I/ wiw 00T
WE ). 30 LEF WE
sawn € ysem saw} G ysem
L / esed g€ exgilanwLQ 1BIOI9HO)| Z sBuneg/AxHy | €ed g exgiIanLO )
( ) ( /i g 7\
I/ win 00§
{ 3ds 11a |
2 L6+ i
gaoneedgo xI9WaAawdou u mwirodogiqad TO0T:T goneedgo xiIawaAawdou

L T sBUNegAdHy ) L WOHArodLHOM ‘godu XI9HhogodgULre) DUHID9HY ) L auHaWoated )

ainpadsoud }sa) | ecULreHR BUHBT9gOdU BWOXD



XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 3
3.  AHAJNIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 9
11. JINTEPATYPA 9
CONTENT
1. INTENDED USE 10
2. SUMMARY AND EXPLANATION 10
3. PRINCIPLE OF THE TEST 10
4. WARNINGS AND PRECAUTIONS 11
5. KIT COMPONENTS 12
6. SPECIMEN COLLECTION AND STORAGE 13
7. TEST PROCEDURE 13
8. QUALITY CONTROL 15
9. CALCULATION OF RESULTS 15
10. EXPECTED VALUES 15
11. PERFORMANCE CHARACTERISTICS 16
12. LITERATURE 16

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM

Document: K131I Instruction version: 1707 Format version: 310

1



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
aAand AMMYHO®EPMEHTHOIO OMNPEAENTEHNA AYTOAHTUTEN
K TUPEONEPOKCUAA3E B CbiIBOPOTKE (MJIASBME) KPOBM
«AT-TNO-NDA>»

1. HASBHAYEHME

1.1. Habop peareHTtoB <«AT-TMNO-UDA» npenHasHayeH ANs KOJMYECTBEHHOrO
ornpeaeneHnst KOHUEeHTpauum ayToaHTUTEN K TMpeonepoKkcmaase B CbiIBOPOTKe (nia3me)
KpOBW MeToAOM TBepA0dasHOro MMMyHO(pEPMEHTHOro aHanuaa.

1.2. TupouaHble  MUKpPOCOMasnbHble  aHTUTEeNna -  3TO  UMPKY/upylowme
MMMYHOM/106yIMHbI MPOTMB KOMMOHEHTa r1aAKoro 3HAO0MIa3MaTn4yeckoro peTmkysiyMma
KM1eTOK LWMTOBMAHON ene3bl. OCHOBHbIM KOMMOHEHTOM 3TOr0 MWKPOCOMasibHOro
aHTUreHa  sBnsetca  depMeHT  Tupeonepokcupasa (TMO). SDTm  aHTUTena
NpenMMyLLecTBEHHO MpuHaanexart K knaccy IgG. MNMpu ayTOMMMyHHbIX 3aboneBaHuax
LUMTOBMAHON >Xenesbl XenaTesibHO onpeaensATb OAHOBPEMEHHO aHTuTena Kk TrMNO wun
aHtuTena Kk TI. AHTuTena k Tl u/unu aTMNO onpeaensitoTCs B BbICOKMX KOHLEHTpaLMSax
npu 6onesHn lperBca, TMpeouanTe XawMMOTO U ero pa3HOBUMAHOCTSX: HOBEHW/IbHOM
nuMouMTapHOM TuUpeouamTe, XpOHU4YeckoM GUOPO3HOM BapuaHTe TupeouauTa,
naeonaTMyeckon Mukcegeme, aTpoPUUYECKOM acUMMNTOMaTUYECKOM TupeouaunTe U
cnHgpome LMuTTa. MOCKONBbKY Yy MauMeHTOB B 3aBMCUMMOCTM OT 3Tana 3abonesBaHus
MOXEeT HabnwaaTbCa rmno-, rmnep- Uin ayTupeonaHas crtagus, onpeaeneHne AaHHbIX
aHTUTen sBnsetrcs 6osee TOYHbIM AMArHOCTUYECKUM MPU3HAKOM MNpM MNOCTaHOBKEe
AnarHosa ayTOMMMYHHOIO MOPaXXeHUs LWUTOBUAHOW Xenesbl U ONnpeaeneHust cTeneHun
NopaxeHus, 4eM MpoBeAeHMe KIaCCUMYECKUMX FOpMOHasbHbIX TecToB. [locTaHOBKa
AaHHbIX TeCTOB 0COB6EHHO BaXkHa MpW ANArHOCTUKE CReayoLWmMX COCTOSHNI:

- KJIMHMYeCKMX nposiBneHmsax 6onesHun MperiBca 6e3 npm3HakoB 3k3odTanbMa m

yBeMYeHns WMTOBUAHOM Xenesbl;

- onpejaeneHve rmMnoTnpeosa y noapocTKOoB.

OnpepeneHune noBblWeHHbIX 3Ha4YeHnn aTlO y XeHLWWH BO BPeMs NepBbIX MecsiLeB
6epeMeHHOCTN sBNseTca (akTopoM pucCKa TupeouauTa B MOCNEpoAOBOM Mepuose.
Bbicokuii ypoBeHb aTlO MoxeT onpesenaTbCs MNpU JNleYeHUn amMmoaapoHOM. ITO
NleKapCTBO HasHa4aeTcs Npu cepaeyvyHOW apuTMUKM U coaepxuTt 37.2% noaa, KOTOpbIn
[O0CTaTO4YHO 6bICTPO BbIBOAUTCA U3 OpraHm3Ma. MI3BeCcTHO, YTO 3TO JIEKapCTBO Bbl3blBaeT
rmnoTnpeos y 20% nauMeHTOB B permoHax C NMOHWXeHHbIM noTpebneHunem iioga. bbino
HaWAeHOo, YTO y MauMeHTOB C FMMNOTMPEO30M, Bbi3BaHHbIM MPMEMOM 3TOrO JIEKapCTBa,
UMeKTCa unpKynupyowmne aHtutena k TrMNO. Takmm obpa3oMm, nepes HasHayeHuem
Nle4YeHnss y AaHHbIX NauMeHToB, Hapsaay c onpegenenwem T3, T4 u TTI, Heob6xoanMoO
npoBOAUTbL M 3TOT TecT.
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XEMA

2. MPUHUMN PABOTblI HABOPA

OnpepeneHve ayToaHTUTEN K TUpeOonepoKCcuia3e OCHOBAHO Ha WCMOb30BaHUM
HenpsaMoro TBepAodasHoOro MMMyHohepMeHTHOro aHann3a. Ha BHyTpeHHen NoBEpXHOCTH
NIYHOK nnaHweTta nMmobunmnsosaH aHTureH — TMNO. AHTUTeNa n3 obpasua CBS3bIBAKOTCS C
QHTUTEHOM Ha MOBEPXHOCTU IyHKU. O6pa30oBaBLUMINCA KOMMIEKC BbISIBASIOT C MOMOLLbIO
KOHbBOraTa MbIWWHBIX MOHOK/IOHaNbHbIX aHTUTen k IgG uenoBeka C nepokcuaason
xpeHa. B pesynbTaTe o6pasyeTcs CBA3a@HHbIN C MAACTUKOM «CIHABMY», COAEpiKaLLUMii
nepokcuaasy. Bo Bpemsi MHkybauum c pactBopoM cybcTpaTa TeTpameTunbeHsnanHa
(TMB) nponcxoanT oKpallmBaHWe pacTBOPOB B IyHKax. MHTEHCMBHOCTb OKpacku npsiMmo
NponopuMoHanbHa KOHLEHTpaumm cneundunyecknx ayToaHTMTeNn K TMpeonepokcuaase.
KoHueHTpauuio ayToaHTUTEN K TuWpeonepokcuaase B uccnefyeMbix obpasuax
onpenensT No KannmbpoBOYHOMY rpaduKy 3aBUMCUMMOCTM OMTUYECKOM MAOTHOCTU OT
COAEepXKaHUSA ayToaHTUTEN K Tupeonepokcnaase B KannbpoBoyHbixX npobax.

3. AHAJIUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneunpurUUHOCTD. VICNosIb30BaHNE BbICOKOOUMLLIEHHOIO NpenapaTa no3BosiseT
AOCTUYb BbICOKOM CreumnduyHOCTM aHanmsa.

3.2. Bocnpon3ssBoauUMOCTb.

KoadduumneHT Bapmauuum pe3ynbTaToB onpegeneHus cogepxaHus AT-TMNO
B OAHOM M TOM >e obpasue CbiIBOPOTKM (Mnasmbl) KPOBM C MCMOSb30BaHMEM
Habopa «AT-TMNO-UDA» He npeBbiwaeT 8.0%.

3.3. JINHEeNHOCTb.

3aBMCUMOCTb KOHUeHTpauun AT-TMO B obpasuax cbiIBOPOTKM (Ma3Mbl) KPOBU
npu pasBedeHUn UX CbIBOPOTKOW (nsiasMon) KpoBW, He coaepxauwer AT-TMO, nmeet
NINHENHbIA XapakTep B AuanasoHe KoHueHTpauuin 30-1000 ME/mMn wn coctaenser
+10.0%.

3.4. TOYHOCTb.

[aHHbI  aHaNUTMYECKUlii napaMeTp MpoBepseTcsa TeCTOM Ha <«OTKpbITue» -
COOTBETCTBME U3MEPEHHOW KOHUeHTpauun AT-TMO npeanncaHHOM, NoNy4YeHHON nyTeM
CMeLLUMBaHUS paBHbIX 0H6BEMOB KOHTPOJSIbHOW CbIBOPOTKM U KanMbpOBOYHOW Npobbl
100 ME/mn. MpoueHT «oTKkpbITUA» coctasnseT 90-110%.

3.5. YyBCTBUTENIBHOCTD.

MuHuManbHas goctoBepHo onpeaensemas Habopom «AT-TMNO-UDA» KOHLEHTpaUKs
AT-TNO B cbiBOpOTKe (NaasMe) KpoBKU He npesbiwaeTt 2.5 ME/mn.
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XEMA

5. MEPbI NPEAOCTOPOXXHOCTU

5.1. MoTeHUManbHbIl pUCKk NnpumMmeHeHnst Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPaUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBOop cepHOM KkucnoTbl obnajaeT pasapaxatmowmm  aeicteuem.  U3beraTb
pa3bpbi3rnBaHNs 1 NoNagaHns Ha KoXy 1 Cnn3uncTble. Mpu nonagaHnum Ha KOXY U CIN3NCTble
NopaxeHHbIN y4acToK CrieayeT NpoMbITb 6ONbLINM KONIMYECTBOM MPOTOYHOW BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPONCTBa, TEXHUKHU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NMYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNeHuax, oTaenax) caHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
nJacTMKOBbIEe NMepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHuManbHO MHOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSTb
n nepepjasaTtb BWY, Bupyc rematuta wunu nwobon apyron Bo36yAuMTENb BUPYCHOM
MHDEKLMN.

6. OBOPYJOBAHUE N MATEPUAIJDI,
HEOBXOAUWMBIE NMPU PABOTE C HABOPOM
- (doTOMEeTp BEpTUKANbHOIO0 CKAHNMPOBAHMS, MO3BOJISOLLNIA U3MEPATb ONTUYECKYIO
MAOTHOCTb COAEPXMMOrO JIYHOK MaHLWweTa Npu ASIMHE BOSHbI 450 HM;
-  [03aTopbl CO CMEHHbIMW HaKOHEYHMKaMW, Mno3Bonsowme oTbmpatb 06bEMbI
B Anana3soHe 5-250 mk;
- TepMocTaT, noadepxusatrowmi Temnepatypy +37 °C £0.1 °C;
- UMAMHAP MepHbIN BMecTuMocTbio 1000 mn;
- BOAa AVUCTWIIMPOBaHHas;
-  repyaTku pe3nHOBblE UK MIACTUKOBbLIE;
- bymMmara dwunbTpoBasnbHas.

7. NOArOTOBKA PEAFEHTOB A/i1 AHAJIU3A

7.1. Mepen npoBefeHneM aHanm3a KOMMNOHeHTbl Habopa n nccneayemsie obpasubl
CbIBOPOTKM (NNasMbl) KpOBM cneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...+25 °C) He meHee 30 MUH.

7.2. MpuroToBJsieHMe NaaHLWIeTa.

BCKpbITb MakeT C NaaHWeTOM U YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOIMYyecTBO
ctpunos. OcTaBlWMecs  HEWCNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HMX BRarv, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHuUTb NMpu TemnepaType +2...+8 °C B TedeHuMe BCero cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

Copepxumoe nakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pacTsopa (22 Mf1), nepeHecTn
B MEpHbI LUMAMHAP BMecTuMocTbio 1000 mn, pobasute 550 Mn aAncTunnvpoBaHHOWN
BOAbl M TWATeNbHO nepemewaTb. B cnyyae apobHoro ucnonb3osaHus Habopa cneayet
oTobpaTb HeobxoAMMOe KOMMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
OANCTUNNNPOBAHHON BOAOW B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacTteopa + 25 mn
ANCTUNNNPOBAHHON BOAbI).
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K131I

8. YCNOoBUA XPAHEHUA U SKCIMJTYATALUUUN HABOPA

8.1. Habop peareHToB «AT-TMO-UDA» fONXKEH XPAHUTLCS B YNaKOBKe NpeAnpusaTus-
N3roToBuTENS NpU Temnepatype +2...+8 °C B Te4eHne BCero cpoka rofHoCT!, yKazaHHOro
Ha ynakoske Habopa.

[onyckaeTtca xpaHeHue (TpaHcnopTupoBka) Habopa npwu Temnepatype ao +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3amMopaxusaHue Lenoro Habopa.

8.2. Habop paccumTaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnenyembix
obpa3uoB, 5 kanmbpoBouHbIX Npob6 M 1 nNpobbl KOHTPOSLHOM CbIBOPOTKM (BCEro
96 onpeneneHuit).

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

- OCTaBlUMECS HEeMCMOsb30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

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

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

- KanubpoBOYHble NPobbl M KOHTPOJSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (D1aKOHOB
cnepyeT xpaHuTb Npun TemnepaTtype +2...+8 °C He 6onee 2 mecsues;

- OCTaBLUMNCA HENCMO/Ib30BAHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb nNpu TemnepaTtype +2..+8 °C B TeuyeHMe BCero cpoka rogHOCTU
Habopa;

—  TMPUrOTOB/IEHHbIM OTMbIBOYHbIN PacTBOp CreAyeT XPaHWTb MNpU KOMHaTHOM
Temnepatype (+18..+425°C) He 6onee 15 cyTok uAXM Npu TemnepaType
+2...48 °C He 6onee 45 cyToK;

MpumMeyaHue. Mocne MCNonb30BaHUS peareHTa HeMeA/leHHO 3aKpbliBalTe KpbILWKY

dnakoHa. 3akpbliBaiTe Kaxablih (ps1akoOH CBOEN KPbILLKON.

8.4. 1na npoBeAeHWa aHanu3a He cneayeT WCMNOob30BaTb FEMONIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KPOBM, @ Takxe CbIBOPOTKY (Maa3My) KpoBM, CoAepiKaLlyo
asuna HaTpus. Ecnn aHann3 nponsBoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (MaasMmy)
cnenyet xpaHuTb npu Temrepatype -20 °C. [TOBTOpHOE 3aMopaxuBaHWe-oTTanBaHue
06pa3LoB CbIBOPOTKU (NS1a3Mbl) KPOBU He [OMycKaeTcs.

8.5. VckntoyaeTca ncnonb3oBaHMe AN aHanumsa o6pasuoB CbIBOPOTKM (Nna3mbl)
KPOBW NtoAen, Nony4yasBlmMX B LensxX AUarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOASAT MbIlWMHbIE @aHTUTENa.

8.6. Mpn ucnonb3oBaHunM Habopa AN NpPoBeAEHUS HECKOSbKMX He3aBUCUMbIX
cepui aHanu3oB cneayeT UMeTb B BUAY, YTO ANS KaXXA0ro He3aBUCMMOro onpeaeneHus
HeobxoAMMO MOCTpOEHME HOBOro KanmbpoBO4YHOro rpaduka; Kpome 3TOro,
pEKOMEHAYETCA OnpeaeneHne KOHLUEHTpauuMm ayToaHTUTen K Tupeonepokcuaase
B KOHTPOJIbHOW CbIBOPOTKE.

8.7. lns nonyyeHus HadexXHbIX pe3ynbTaToB HeobxoAnMo cTporoe cobnwoaeHne
MHCTpyKunmM no npumeHeHuto Habopa.

8.8. He wucnonb3yinte KOMMOHEHTbI M3 APYrMX HabopoB WM W3 aHaNOMMYHbIX
HabopoB Apyrux cepuil.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3yfbTaTax MWCCnefoBaHuii, npoBeaeHHbix 000
«XEMA», pekoMeHAyeM MoJib30BaTbCA HOPMaMu, NMpuBEAEHHbIMU HUXKE. BMecTe C Tew,
B cooTBeTcTBMM C npaBunamm GLP (Xopowei nabopaTopHOM MpakTWUKKW), Kaxaas
nabopatopusi Ao/KHa cama onpeaennTb MNapaMeTpbl HOPMbl, XapaKTepHble ANs
obcnenyemon nonynauuu.

MpumMmeuaHue. 3HauyeHMs KOHUeHTpaumin AT-TIMNO B wuccneayembix obpasuax,
HaxoAsilUMecss HMXe TrpaHuubl 4yBCTBUTENbHOCTM Habopa (2.5 ME/mn), a Takxe
rnpeBbilaoWne 3Ha4yeHne BepxHen KanmbposouHor npobel (1000 ME/mMn) cnepyet
npMBOAMTL B cneaytowei dopme: B nccnegyemom obpasue X KoHueHTpauust AT-TMO
Huxe 2.5 ME/Mn nnu Bbliwe 1000 ME/mn.

Uccnepyemas rpynna Eauuiubi, ME/wn
HwxkHuii npegen Bepxuwuii npegen
My>XUYMHbI - 30
XKeHWmHbI - 30
XXeHwmHbl cTapwe 50 net - 50

11. JINTEPATYPA

1. Amino N., Mosi H., Iwatani W., Tanizawa O., Kawashima M., Tsuge I., 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.

3. Bonnyns M., Van Haelts L., Bastenie P. - Asymptomatic atrophic thyroiditis. Horm. Res. 1982,
16:338.

4. Buchanan W., Alexander W., Crooks J., Koutras D., Wayne E., Anderson J.R., Goudie R. -
Association of thyrotoxicosis and autoimmune thyroiditis. Brit.Med. J., 1961, 1:843.

5. Czarnocka B., Ruf J., Ferrand M., Carayon P. - Parenté antigénique entre la peroxydase
thyroidienne et I'antigéne microsimal impliqué dans les affections auto-immunes de la thyroide.
C.R. Acad.Sc.Paris, 1985, t.300, Série II, No. 15:577.

6. Czarnocka B., Ruf J., Ferrand M., Carayon P., Lissitzky S. - Purification of the human thyroid
peroxidase and its identification as the microsomal antigen involved in autoimmune thyroid disease.
FEBS, 1985, 190:147.

Mo Bonpocam, kacatowmmcsa kayectsa Habopa «AT-TMNO-UDA>,
cnenyet obpawaTtbcs B 000 «XEMA» no agpecy:

105043, r. MockBa, a/s 58

105264, r. MockBa, yn. 9-a Napkosas, a. 48, 1-n noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasibHblIi)

3MEeKTPOHHasa noyta: info@xema.ru; rqc@xema.ru
WHTEpHEeT: www.Xema.ru; www.xema-medica.com

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

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF THYROID MICROSOMAL ANTIBODIES
IN HUMAN 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 indirect 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 1g, 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. 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;

Dry thermostat for 37 °C £0.1 °C;

Calibrated micropipettes with variable volume, range volume 5-250 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...48 °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...4+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 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"(';bs%“;eml)j“'ts l
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
CAL5 1000 IU/ml 2.36 T

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 2.5 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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Cumson / Symbol

3HaueHue cumBona / Symbolize

MpoussoauTtens / Manufacturer

[JaTta npousBoacTBa / Date of manufacture

Homep no kartanory / Catalogue number

(o)

]

Homep cepwun / Batch code

3
3
3
£
H

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHne TemnepaTtypbl / Temperature limitation

TONbKO AN UH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHuumanwme! / Caution, consult accompanying documents

He vcnonb3oBaTb Npy HapyLEHWUN LeNOCTHOCTU YNaKkoBKu /
Do not use if package damaged

SORB MTP

I@%E%

MnaHwert / EIA strips

CAL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTponbHas cbiBopoTka / Control sera

KoHnbtoraT / Conjugate

SUBS TMB

PactBop cybcTpaTa TeTpametTunbeHsmamHa (TMB) /
Substrate solution

BUF WASH 26X

KoHLEeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

Cron-peareHT / Stop solution

O
-
(=]

N®A-Bydep / EIA buffer




e N
YBaxkaemblin Knnent!
Ecnnnpouecce paboTbl ¢ Hawmmm Habopamu Bam noHago6mnmch nnacTMKoBble BAaHHOUKM ANA KUAKNX
peareHToB, OHOPa30Bble HAKOHEUHVKN AJSiA [03aTOPOB WU AOMONHUTENbHbIE O6beMbl peareHToB
(KOHULEeHTpaT oTMbIBOYHOTO pactBopa, IOA-Bydep, pactBop cybcTpata TeTpametnbeHsmamHa (TMB),
CTOM-peareHT), BXoAAwWmX B cocTaB Habopa, npocrm Bac 06patnTbca K nocTaBLymKy npogykummn OO0
«XEMA» B Bawiem pervioHe.
Bce ykasaHHble pacxogHble maTepuasnbl NpefocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans
npoBeAeHNsA aHannsa KonnyecrTse.
\ J
MNepeueHb Ha6opoB peareHTOB ANA ANArHOCTUKN NHGEKLMOHHbIX N\
3aboneBaHuil npounsBoacTBa 000 «XEMA»
Ne no Katanory HaumeHoBaHue
K101 «Toxoplasma IgG-MDA» PE———
Manufacturers Association
K101M «Toxoplasma IgM-NDA»
K102 «Rubella IgG-N®A» H H
W Ruc W Ry
K102M Rubella IgM-1IDA» ;A* ? A ‘
K103 «Cytomegalovirus IgG-NOA» RussmvAssocUTON o
K103M «Cytomegalovirus IgM-VIOA»
K104 «HSV 1,2 IgG-NOA»
K104M «HSV 1,2 IgM-UDA»
K105 «Chlamydia IgG-U®A»
K106 «Mycoplasma IgG-VIOA»
K111G «Cndpunuc IgG-NIOA»
K111 «Cndpunnuc cymmapHbie aHtuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropauein nuHun TexHnyeckom nopgaepxku KnneHros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropAYe NMHUK 6ecnnaTHbI AnA 3BOHALLErO C No6oro
MOGWBHOTO MK CTalroHapHoro TenedoHa no Bcel Tepputopun Poccmu.

Xpem Bawux oT3bIBOB 1 NpeA/ioKeHul No agpecam:

LleHTpanbHbiit opuc 000 «XEMA»

Anpec Ansa KoppecrnoHAeHLnu:

105043, r. MockBa, a/a 58

105264, r. Mocksa, yn. 9-a lNapkosas, A. 48, 1-11 noa., 5 aTax 4

Ten.: +7 (495) 510-57 07, 737-39-36; S

dakc: +7 (495) 737-00-40 xemahelp
e-mail: info@xema.ru

www.xema-medica.com

POO0O0 «Xemax, Ten.: +7 (812) 271-24-41 -

191144, CankT-TMeTepbypr, [lertapHbiii nep., A. 8-10, nutep A G il

e-mail: sppb@xema.ru

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03176, r. Kues, yn. Akafemvika Edpemosa, 4. 23;
e-mail: info@xema.com.ua

xemahelp@gmail.com
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