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K101CFI

MUHCTPYKLUUA NO NPUMEHEHUIO HABOPA PEAFEHTOB
anid AMMYHO®EPMEHTHOIO ONPEAENIEHUA AHTUTEN
KJ1IACCA G (IgG) K TOXOPLASMA GONDII
B CbIBOPOTKE (MJIASME) KPOBU KOLWAYbUX N COBAYbUX
«Tokconnasma IgG-KC-UDA »

1. HABHAYEHMUE

1.1. Habop peareHTtoB <«Tokconnasma IgG-KC-UOA» npegHasHavyeH Aans
KayeCTBEHHOIro onpeaeneHns KoHueHTpauun aHtuten knacca G (IgG) k Toxoplasma
gondii B cbiBOpOTKe (Ms1iasMe) KpoBM KolladbMX U cobauybux MeToAaoM TBepaodasHoro
MMMYHOMEPMEHTHOIO aHanmsa.

1.2. Tokconnasmo3  SBASETCS  LUMPOKO  PaCMpOCTPaHEHHbIM  MHMEKLMOHHbIM
3aboneBaHneM, BbI3biBaEMbIM BHYTPUKIETOUYHbIM Napa3nTom Toxoplasma gondii, cCnocobHbIM
MHbULMPOBATL BCE BUAbI MIEKONUTAOWMX. JoMallHNe XMBOTHbIE (CO6aKM 1 KOLWKKU) MOTYT
nepeHocuUTb AaHHoe 3aboneBaHwe 4enoBeky. OCTpbIi TOKCOMIasMo3 0cobeHHO onaceH
Ans 6epeMeHHbIX B 1 TpUMeCTpe M HOBOPOXAEHHbIX, Tak Kak CnocobeH Bbi3BaTb TAXeNble
NMOpaxeHns LEeHTpanbHOW HepBHOM cucTeMmbl. Onpegenenne IgG-aHTuten k Toxoplasma
gondii y AOMALUHNX XXMBOTHbIX UCMONb3YEeTCA C Lenblo 0bHapyxeHns Hocutensctea T.gondii
N COOTBETCTBYIOLLEN ONACHOCTN AN X035€B XUBOTHOIO.

2. MPUHUMN PABOTblI HABOPA

OnpepeneHne aHtuten knacca G (IgG) k Toxoplasma gondii ocHoBaHO
Ha WCMOMb30BaHUW  «CIHABWUY»-BapuaHTa TBepAodasHOro WUMMyHOMDEPMEHTHOrO
aHanusa. Ha BHyTpeHHel MOBEPXHOCTM JIYHOK MiaHweTa MMMOBUAIN30BaH aHTUreH —
Toxoplasma gondii. AHTUTeNa 13 obpasua CBSA3bIBAOTCA C aHTUFEHOM Ha MOBEPXHOCTU
NyHkn. O6pasoBaBLUMNCSA KOMMJIEKC BbISIBASIOT C NOMOLbIO 06LEBNAOBOr0 KOHbloraTa
MbILIMHbBIX MOHOKJIOHaNbHbIX aHTUTen K IgG c nepokcupaason xpeHa. B pesynbraTe
obpasyeTcsi CBA3aHHbIMA C N1aCTUKOM «C3HABUY>», coAepXaluunii nepokcmuaasy. Bo Bpems
nHKybaumm c pactBopoM cybcTpata TeTpametunbeHsuaumHa (TMB) npowucxoant
oKpaluMBaHWe pacTBOPOB B JlyHKax. VIHTEHCMBHOCTb OKPacKuK NpsaMo NponopLumoHanbHa
KOHUeHTpauun aHtuten knacca G (IgG) k Toxoplasma gondii B uccnegyemom obpasue.
KoHueHTpauusa aHtuten knacca G (IgG) k Toxoplasma gondii B uccnenyemoix obpasuax
paccuuTbiBaeTCcs No opmye, NpMBeAeHHON B UHCTPYKLMK.

3. AHAJIUTUNYECKUE XAPAKTEPUCTUKU

3.1. CneunpunUUHOCTD. VICNosIb30BaHNE BbICOKOOUMLLIEHHOIO NpenapaTa no3BosseT
AOCTUYb BbICOKOM CreumduyHOCTM aHanmsa.

3.2. Bocnpou3BoauUMOCTb.

KoaddurumneHT Bapnauunm pesynbTaToB onpeaeneHns coaepXaHus aHTUTen knacca
G (IgG) k Toxoplasma gondii B o4HOM 1 TOM Xe obpasue CbIBOPOTKM (N1a3Mbl) KPOBU
Kowaybmx Kn cobaybux C ucnonb3oBaHMeM Habopa «Tokconnasma IgG-KC-UDA»
He npesbiwaeT 8,0%.
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K101CFI

5. MEPbI NPEAOCTOPOX>XHOCTU
5.1. MNpwu paboTte c Habopom cnepyet cobnogatb «lNpaBuna yCTponNcTBa, TEXHUKU
6e30macHOCTM, NPOWM3BOACTBEHHOW CaHUTapwuW, MNPOTUBO3MUAEMMYECKOro pexuma u
NINYHOM rurneHbl npu pabote B nabopatopusax (oTAaeneHusx, oTaenax) caHuUTapHO-
3NUAEMNONOIMYECKNX YUPEXAEHUI cucTeMbl MUHUCTEPCTBaA 34paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

6. OBOPYAOBAHUE N MATEPUAJbI,
HEOBXOAWUMBIE NP PABOTE C HABOPOM
- (dOTOMETpBEPTUKASIBHOIO CKAHMPOBAHUS, MO3BOJISOLLNIA U3MEPSATL ONTUYECKYHO
MJOTHOCTb COAEPXKMMOro SIYHOK MaaHLwWweTa Npu AfMHE BOJSHbI 450 HM;
- TepMocTaT, noaaepXxuBarmwmin Temnepatypy +37 °C £0,1 °C
-  [403aTopbl CO CMEHHbIMM HaKOHEeYHMKaMu, MNo3BoNswWmMe oTbupate 06bEMbI
B AnanasoHe 25-250 mkn;
- UMAMHAP MepHbIK BMecTUMocTbio 500 mn;
- BOAA AVCTWIMPOBAHHas;
- nepyaTKu pe3nHOBble UK MIACTUKOBbIE;
- bymMmara dunbTpoBasbHas.

7. NOANrOTOBKA PEATEHTOB AJ11 AHAJIU3A

7.1. Mepepn npoBeAeHEM aHanmM3a KOMMNOHeHTbI Habopa n nccnegyemble o6pasubl
CbIBOPOTKM (MNa3Mbl) KpPOBM CrieayeT BblAepXaTb MPU KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. MpuroToBJieHMEe NaHLWIeTa.

BCKpbITb MakeT C NAAHLWETOM M YCTAaHOBUTb Ha paMKy HeobxoamMoe KOAMYecTBO
ctpunoB. OcCTaBWMECS  HEWCMNOJIb30BaHHbIMKM  CTPUNbl, 4TOBbl  MpefoTBpaTUTH
BO3AENCTBME Ha HMX BNaru, TwaTeNbHO 3aKknenTb 6ymMaromn Ans 3akiemBaHns niaHwera
M XpaHuUTb NMpu TemnepaType +2...+8 °C B TeueHMe BCero cpoka rogHoctn Habopa.

7.3. MpurortoBneHne OTMbIBOYHOrO pacTeopa.

Cogaepxxmmoe dhiakoHa ¢ KOHLEHTPaTOM OTMbIBOYHOIO pactsopa (22 M), nepeHecTu
B MEpHbIN UMAnHAP BMecTuMocTbio 500 mn, pgobasButb 440 MA AUCTUNNMPOBAHHON
BOAbl M TWaTenbHO nepemewaTtb. B cnyyae agpobHoro ucnonb3osaHus Habopa cneayet
oTobpaTb HeobXxoAMMOe KOMMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBopa W pa3BecTu
ANCTUNNNPOBaHHON BoAol B 21 pa3 (1 M KOHLeHTpaTa OTMbIBOYHOrO pactesopa + 20 mn
OVCTUNMPOBAHHOM BOAbI).
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8. YC/N1IO0BUA XPAHEHNA N SKCIMJTYATALNN HABOPA

8.1. Habop peareHToB «Tokconna3ma IgG-KC-UDA» fomkeH XpaHUTbCS B ynakoBKe
npeanpusaTUA-U3roToBuTeNs Npy temnepaTtype +2...+8 °C B TeyeHune BCcero cpoka rogHocTy,
yKasaHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype go +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopa)xuBaHue uenoro Habopa.

8.2. Habop paccuntaH Ha npoBefeHWe aHanu3a B aybnukatax 45 nccnepgyembix
obpasuoB, 1 KanMbpoBOYHOM NpPO6bl M 2 Npo6 KOHTPOJSIbHbLIX CbIBOPOTOK (BCEro
96 onpeaeneHun).

8.3. B cnyyae agpobHoro mcnonb3oBaHuss Habopa KOMMOHEHTbI CnefyeT XpaHUTb
cneaywowmm obpasom:

-  OCTaBLUMECH HEeWCnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLIATENbHO 3aKNenTb

byMaror gnsa 3aknevMBaHus niaHweTa U XpaHuTb Npu Temnepatype +2...+8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- KOHbtoraTt, cybcTpart, cTon-peareHT mMocne BCKpbITUA (NakoHOB creayer
XpaHUTb Npu TemnepaTtype +2...+8 °C B TeueHune BCcero cpoka rogHoctu Habopa;

- KanmbpoBOUYHble NPO6bl N KOHTPOJIbHYHO CbIBOPOTKY MOC/E BCKPbITUS (h1aKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 mecsues;

—  OCTaBLUMINCA HENCMONIb30BAHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cleayer
XpaHUTb nNpu TemnepaTtype +2..+8 °C B TeueHuMe BCero cpoka rogHOCTU
Habopa;

—  MNPWroTOBJIEHHbLIA OTMbIBOYHbIN pacTBOp C/leAyeT XPaHWUTb MPU KOMHAaTHOW
Temnepatype (+18..+25°C) He 6onee 5 cyTok wnu npu TemnepaType
+2...4+8 °C He 6onee 30 cyToK;

MpumMeyaHue. Mocne MCNOAb30BaHMS peareHTa HeEMeA/IeHHO 3aKpblBalTe KPbILWKY

dnakoHa. 3akpblBalTe Kaxabli (y1lakoH CBOEN KPbILLKOMN.

8.4. ina npoBeAeHUa aHanus3a He creayeT MCMNofib30BaTb FEMOSIU3NPOBAHHYIO,
MYTHYO CbIBOPOTKY (M1a3My) KpOBM, @ TakxKe CbIBOPOTKY (Maa3My) KpOBU, CoAepKallyto
asua HaTpusa. Ecnn aHanns NnponsBoanTCs He B AeHb B3SITUSI KPOBM, CbIBOPOTKY (M1a3my)
cnefyeT XpaHuTb npu Temnepatype -20 °C. MNoBTOpHOe 3aMOpaxuBaHue-oTTanBaHue
06pasLoB CbIBOPOTKM (M1a3Mbl) KPOBM HE AOMycKaeTcs.

8.5. MNpun wucnonb3oBaHum Habopa Ansa npoBeAeHUs HECKONbKUX He3aBUCUMbIX
cepuin aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHms
Heob6xoAMMO  MOCTPOEHME HOBOro KanuMbpoBo4yHOro rpadwuka; Kpome 3TOro,
pekoMeHAyeTCca onpeaeneHne KoHueHTpauun aHtuten knacca G (IgG) k Toxoplasma
gondii B KOHTPO/IbHOM CbIBOPOTKE.

8.6. [1ns nony4vyeHUs HaAeXHbIX pe3ynbTaToB HeobxoauMo cTporoe cobntogeHune
MHCTpyKunmM no npumeHeHunto Habopa.

Document: K101CFI Instruction version: 307 Format version: 604

5



K101CFI

*AxAreos ou
91yBLaeLdI98 edlaWoLod MHewqg ‘elHa1ead-LoLd BMHII9HE aUd0U HUW GT SMHIhOL 8 M1d99snodu OWNTTOXQODH
eL3MHEeLL MOHAL OJOWMXADT0D [JO SUHIASWEY 'WH QS I1I9HLI0d dHULT udu snHegodUHEMD OJOoHAuweMnidag
9d1oWoLOd PBH PBLIMHEUL MOHAL OJOWMXAST0D (LJO) WULIDOOHLOLL UOMIDhULIUO AHUKULRE BiadowWEY

TT

"1947 YIFLLUaX
-oddy g solaeaumedyo MOHAL S0WMKADT0D WoLe udu ‘elHalead-uold W QQT OU ‘eHUTUEHBgUMLIBWRdLDL
e1edidgAd dogioed u Med ‘UIDOHALRLEEO0TDILO0U 9X KOL 8 U 019100d0oMD X UOL O UMHAL 908 08 D1UddHYG

0T

‘BMHeanmedM@0 019HUD BuLngsed
MHILALD 10 ULDOWMONERE 8 LAHUIW QZ-0T 9UHOhaL 8 (Do GZ+ "8T+) 2dALEdOUWDL YOHLEHWON MdU SLOHWIL g
1omHeuy 91UAdUQANHY "HUW €7 SMHDKAL 8 N1D98eM0odU OWNTOXQODH UMNHAL 8 BHUTMEHDgLUMLOWRdLDL eLed1D9AD
edogloed avHII8HYG ‘eHUTUEHdgLUULdWERdLAL eled1dgAd edoalded MW QOT ou UMHAL 928 08 3LUDDHY

‘eed G MIHAL DLUOWLO 1 MOHAL SOWMKADITOD S1nLreTA MUNBQANHU UNHBRHOMO O

"o LE+ 9dALedauwal
udu LAHUW QE SVHOLAL 8 019 BLUAAUGANHM 1 BLOMHEUL BUHRAUILMEE KUT WOIBWAQ LOMHEUL SLUdUMeE

"BLRIOIGHON IW OQT OU UMHAL 929 089 91mMdaHg

“MOHAL €M
NIDOMTUX MMLRLDO 9lBURTA OHAUDLRITL OWUTOXQO9H WMUHedOodULHEeMST WomkeX udl| 'Bd1dAgadLi aH (MOHAL
duHegnhewee) axgIaw1o ndu exdxdareg ‘wavHegoduiHeMdT uuuM yavneduude yamoiArawdou D> nidoHxdagou
WNOHAL'RLHOENAOL OL MWBUHIXMNET MIWI9801AdY LomHew L 9LMHXBd.Log ‘(€7 "u "Wwd) edogalded OJOHhOSIGWLO LIW QGZ
oU MMHAL 9208 04 9199eQ0 axaIawLo yoiexd nd|| ‘eeed € UNHAL DLUOWLO N WaMHREOdULHEMDT UM (BD0DEH
010HUAdLOOToa olamowou o ‘dewudueH) yantneduude NOHAL S0WMXABT0D SLMueTA MMNEgANHU UMHERHOMO O]

"Jo LE+ 9dALedauwal
ndu LAHUW Q€ SUHBKIL 8 LomHeru 31UAdUgANH "eLOMHeLrU BUHRENILNEE BUT YOIRWAQ LOMHeLL SL/3LUMRE
‘niooHxdagou YOHALBLHOENAOL OU UWBUHIXUET MWIGgolAdY elamHeru sowmxdarod aiyemawadau oHLiedAdMY

"LIAHWW QT-G 9MHOKAL 8 M1D98eM0odu OWNTOXQOSH gonerdgo XIGWaATaLDOM 1 my1odogidad YoHALrod1HON ‘godu
X19Hh0g0dQuULrey SUMHIIBHYG *XUGhBQO0D UM XUdhemod uaodd uaodx (1aweewrru) mirododiad soneedgo
X19WdATOLOOU XiIaHHAgegeed LW QT OU XelLeXUurgAd 8 91Md9HE UNHAL dI9HALreLd0 g ‘wirodogiqad
UOHALrodLHOM U 19g0du YOHhogodgULreM LW QO T OU XeLeXULrgAY a MIHAL 9UiMoiAg101981000 9 91UD9HYG

*Ax1odogiad oiAHqrod1IHOM
1 199odu al9Hhogodguuey aiysugegeed 9 "UIGHORAM BH O19HUD O edadAg MMDRANO SUMHBHBWEM Luoxouodu
'V1€ wvum Hudeuas olamexdawod aH ‘eneedgo olowaATawdoM uuHawaegol udll *(zzy10S) dadpAg-vou
BAgsavouou ‘eed Tz 9 XxMaheg9od UM xudhemod ugody (1Iaweeru) wirodogiad 1Ianeedgo aidgegeed

oLodog19d XI9HArod1HOM 1 1990du YOHhogodguLred
BUT YOHAL 9 1 xedoLgou g € 19needgo S19WaATaLION — g0UMdLD 09109hMLION SOWUTOXQOSH AXwed 8 91MLDBWO||

VEUUVHY INHIT3Ig0dU "6

Format version: 604

Instruction version: 307

Document: K101CFI



XEMA

‘golelquAead XN9heQod
OIMHXEXOU X MLdaaudu Laxow gorneedgo MU XU9heImoX
edodAg-vou XUMIDhULULOWD U XIGHESUUX 'XIGHLAW mnaodx
LW 00S + ENLreHY “l9HegodnIAPUdLIHENLO OHALBLRITL (eweewru)
T 00T erneedqo W GZ 91199 I9HXLOT 19NeedgQo a19WaATaLIO ex1odogiqad

W enuwrge]

*(-/+) 9HOE NoHhMHed1ou g LtelquAead - g0'T OF T6°0 L0 adLAxawodu g
WaMeXaL 'Yy UMHBhBHE ndl| "UIGHIraLendLo — 670> ndu ‘niaHauaLmxourou Nagedgo T°T <) Udl] " LIQ SUHDhBHE
99MOIAG10198.100D BH eNERAQO [|O WOUHBLRT UIGWIRhALIOU ‘Y LHAIMNNPEEON dLNLOMRIGE eNERdQO 010TKeN BUTT * ¢

£'0 x O x doUO = 1U0
MIMON BUT

(Mndad ardoudel| a oHeeRMA D SMHDIKEBHE) O x dOO = JUO
3egQod BuT

IMLOOHLOLL UOMIDhULLO SUHDhBHE SOHhMHRdI a1nuaraduQ g
!(dopQ) edoredguuey |JO 99HTadD ainelmMhdded *T
‘xeneedgo X1IawaATawdom g 1ipuob ewse|doxo] 3 (9HBI) © eIdewd U3LMLIHR dUHRXAST0D aLlmeLnhided

[4°

Instruction version: 307 Format version: 604

Document: K101CFI



K101CFI

10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3sysbTaTax MccrefoBaHuin, npoBeaeHHbix 000 «XEMA»,
pekoMeHAyeM MoNb30BaTbCs HOPMaMu, MpuUBEAEHHbIMM Huxe. BMmecte c Tem,
B COOTBeTCTBMM C npaBunamm GLP (Xopowein nabopaTopHOM nNpakTUKKW), Kaxaas
nabopatopusi Jo/MKHa camMa onpeaenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnegyemMon nonynsaunn.

10.2. HekoTtopble nabopaTopuMM Ha OCHOBaHWW pe3ysbTaToB COBCTBEHHbIX
nonynsiLMOHHbBIX WCCNeaoBaHUI BBOAST «BTOpoOWM cut-off», pacnonoXeHHbIn Mexay
@HaMHeCTUYEeCKMM (KHOPManbHbIM») U «BbICOKMM>» YpOBHeEM IgG-aHTUTeN, XapaKTepHbIM
ANs peakTUBaLMKM UKW NO34HEro nepuosa NepBUYHON MHMeKUMK.

[aHHble 0 BennuymMHe «BTOporo cut-off», monyyeHHble B nabopatopusx XEMA,
npuBeAEHbl HUXe Kak BEpXHWIA Npeaen Ans cepono3nMTUBHbBIX XUBOTHbIX. BMecTe ¢ TeM
Hago MMeTb BBUAY, YTO AAHHbIA BEPXHUI MNpefen MOXeT 3HauuTeNbHO OT/IM4YaTbCs
B MONyNAUMSaX, UMeKLWMX 3HaunTenbHo 6onee BbiICOKUI MM 6onee HU3KUMA YPOBEHb
3a601€BaeMOCTM KUBOTHbIX.

Ecnn 3HauyeHue K nexut B uHTepBane oT 1.1 go «BToporo cut-off», ato MoxeT
CBMAETeNbCTBOBaTb /MB60 O HayanbHOM nepuoae MNepBUYHOM  WHdekumn, nmbo
06 wuHdbekuMn, nepeHeceHHON paHee. YTob6bl MPOSACHUTL CUTyauuo, Heobxoammo
nccnenoBaTb MOBTOpHble 06pasubl KpoBM Toro e obcneayemoro, B3sATble 4yepes
HEeCKONbKO Heaenb. HapacTaHve TuUTpa B MNOBTOPHOM o06pa3ue CBUAETENbCTBYET
0 HanMuuu nHdekunn. Ecnu xe TUTP He HapacTaeT, 3TO CBUAETENbCTBYET 06 OTCYTCTBUM
AKTUBHOM MH@EKLMN 1 06 aHaMHECTMYECKOM XapaKTepe aHTuUTes.

Wccnepyemas EanHuubl, K
rpynna HwxHui npeaen | BepxHuii npeaen
CepoHeraTtueHble <0.1 0.9
Cepono3nTuBHbIE 1.1 4.9

Mo Bonpocam, kacawwmnmcsa kayectsa Habopa «Tokconnasma IgG-KC-UDA»,
cneayet obpawaTtbecs B OO0 «XEMA» no agpecy:

105043, MockBa, a/a 58,

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

3NeKTpPOoHHas noyta: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykosoauTens cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IgG ANTIBODIES TO TOXOPLASMA GONDII
IN CANINE AND FELINE SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgG
antibodies to Toxoplasma gondii in canine and feline serum or plasma.

This kit is designed for determination of IgG antibodies to Toxoplasma gondii in
canine and feline 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 45 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Toxoplasmosis is a widespread infection caused by the intracellular protozoan
parazite Toxoplasma gondii. Pets (cats and dogs) may serve as intermediate hosts for
T. gondii and transmit infection to humans. In most cases, toxoplasmosis is a mild
or asymptomatic disease; however, in immunocompromised patients this disease
may be very severe and even life-threatening. Another risk group is pregnant women
in whom primary toxoplasmosis can be transfected to the fetus, causing abortion or
severe malformations. Testing of cats and dogs for toxoplasmosis is used to detect
carrier state and thus to reveal the risk for humans.

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, labeled 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 thatinfectious agents are not presentin the reagents of this kit. All 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 are useful
but not essential;

Calibrated micropipettes with variable volume, volume range 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.

6. SPECIMEN COLLECTION AND STORAGE

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

Specimens may be stored for up to 48 hours at +2..4+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...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 fold
dilution 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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7.5. Sample processing

feline or | Grossly hemolytic, lipemic, 25 pl of 100 1
canine | or turbid samples should be sample +
serum or | avoided and should be treated 500 pl of
plasma | by centrifugation before diluent
testing.

8. QUALITY CONTROL

It is recommended to use external 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. 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 veterinarian to
elaborate therapeutic measures. Each laboratory should establish its own normal range
for Toxoplasma IgG-CF. Based on data obtained by XEMA, the following normal range
is recommended (see below).

K-value more than 4.9 indicates high level response that may be associated with
recent infection or vaccination.

Seronegative <0.1 0.9
Seropositive 1.1 4.9
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