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K101I

«YTBEPXOEHA»
Mpuka3 Poc3apaBHaasopa N2 1496-Mp/10 ot 1 mapTa 2010 r.
KPA N? 74910 ot 29.10.2009 r.

MHCTPYKLMA NO NPUMEHEHUIO HABOPA PEATEHTOB
AN UMMYHO®EPMEHTHOIO ONPEAENEHNA IgG AHTUTE/
K AHTUTEHAM TOXOPLASMA SPP.

B CbIBOPOTKE (MJIASME) KPOBU «Toxoplasma IgG-U®DA»

1. HABHAYEHMUE

1.1. HaboppeareHToB «ToxoplasmalgG-U®A» npeaHasHaveH AN KONIMYECTBEHHOIO
onpeaeneHns KoHueHTpaumm IgG aHTUTEn K aHTUreHam Toxoplasma spp. B CbIBOpOTKE
(nna3me) KpoBM MeToAOM TBEPAOMDA3HOr0 MMMYHOMEPMEHTHOIO aHanusa.

1.2. Tokconnasmo3 SBASETCA LIMPOKO PACNpOCTPAHEHHbIM  WMHMEKLMOHHbIM
3aboneBaHMeM, BbI3blBa€MbIM BHYTPUKIETOYHbIM napa3uToM Toxoplasma gondii,
CnocobHbIM MHpUUMPOBaTL BCe BMAbl Maekonutawowmnx. OnpeaenerHve IgG-aHTUTEN
K Toxoplasma gondii ncnonb3yeTcs C UENblo M3yYeHUs UMMyHUTeTa 6epeMeHHbIX
XeHWwuH. IgG-aHTuTena k T.gondii MMeoT NpOTEKTMBHYIO dYyHKUMIO U obecneymBatoT
YCTOMUYMBBIA  MMMYHUTET OT TMOBTOpPHOM WHbekumn. Cneunduyeckoe BeaeHune
HEMMMYHU3NPOBaHHbIX (OoTpuuaTesnbHbix Mo IgG-aHTMTEenam) 6epeMeHHbIX >XEeHLUMH
yMeHbLLAeT PUCK PasBUTUSA NEPBUYHBIX HMEKLNNA.

2. MPUHUMN PABOTbl HABOPA

OnpepeneHne IgG aHTMTENn K aHTMreHam Toxoplasma spp. OCHOBaHO
Ha WCMONb30BaHUM  «CIHABUY»-BapuaHTa TBepAodasHoro WMMyHOMEpPMEHTHOro
aHanusa. Ha BHYTpeHHel MOBEpPXHOCTU JIYHOK NfaHweTa MMMOOUNIM30BaH aHTUreH —
Toxoplasma gondii. AHTUTena 13 obpasua CBA3bIBAOTCS C @HTUIEHOM Ha MOBEPXHOCTU
NyHKM. O6pa3oBaBLUMACA KOMMIEKC BbISIBASIOT C MOMOLLbIO KOHbIOraTa NoMKIOHANbHbIX
aHTuTen Kk IgG yenoBeka C NepokcMaason xpeHa. B pesynbtate obpasyeTcs CBA3aHHbIN
C NIAaCTUKOM «CIHABUY>», COAEPXaLLUMn Nepokcnaasy. Bo BpemMs nHkybaumm c pactsopom
cybcTpaTa TeTpameTunbensnanHa (TMB) nponcxoamnT okpaluvBaHe pacTBOPOB B TYHKaXx.
NHTEHCMBHOCTb OKpPaCcKW MpsiMo NMpONopLMOHaibHa KOHLUEHTpauum cneunduyeckmnx IgG
aHTUTenN K aHTureHam Toxoplasma spp.

3. AHAJIMTUYECKUE XAPAKTEPUCTUKUN

3.1. CneunpunYHOCTD. Mcrnonb3oBaHue BbICOKOOYULLEHHOIO npenapaTta
No3BONSET AOCTUYb BbICOKOW CNeunduyHOCTM aHanumsa.

[OnsaonpeneneHns KONMYECTBEHHbIX XapakTepUCTUK Habopa peareHToOB MCMOIb30BaH
MexayHapoaHbii ctaHgapt TOXM (NIBSC, London).

3.2. Bocnpon3BoAMMOCTbD.

KoaddurumeHT Bapuaumm pesynbTaTOB onpeaeneHus coaepxaHusa I1gG aHtuTen
K aHTMreHam Toxoplasma spp. B 0O4HOM 1 TOM >xe obpa3sue CbiIBOPOTKN (Ms1a3Mbl) KPOBU
c ucnonb3oBaHnem Habopa «Toxoplasma IgG-U®A» He npeBbiwaeT 8,0%.
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5. MEPbI NPEAOCTOPOX>XHOCTU

5.1. MNoTeHumanbHbI puck npumeHeHms Habopa - knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwouyeHnem crton-pearenta (5,0% pacrtsop
CEPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUNAX ABASIOTCA HETOKCUYHBIMW.

PactBop cepHom KkucnoTbl obnajaetr pasgpaxaroowum gencrsmem. Wsberatb
pa3bpbi3rMBaHns U NoNaAaHUs Ha KOXy 1 cim3uncTtble. Mpu nonagaHum Ha KOXyY U CIM3UCTbIe
NMOPaxeHHbIW y4acToK creayeT NpoMbITb 60NbLIMM KOIMYECTBOM MPOTOYHOW BOAbI.

5.3. Npwu pabote c Habopom cnepyet cobnoaatb «lpaBuna yCTponcTBa, TEXHUKN
6e30macHOCTM, NPOWM3BOACTBEHHOW CaHUTapwuW, MNPOTUBO3MUAEMMYECKOro pexuMa u
NNYHOM rurneHbl npu pabote B nabopatopusax (oTAeneHusx, oTAaenax) caHuUTapHO-
3NUAEMNONOIMYECKNX YUPEXAEHUI cucTeMbl MUHUCTEpPCTBa 34paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

5.4. MNpu pabote ¢ Habopom cneanyeT HageBaTb OAHOPA30Bble PE3NHOBLIE WU
naacTUKOBblE MepyaTku, Tak Kak obpasubl KpoBM YenoBeka crefyeT paccMaTpuBaTb
KakK MnoTeHUMaNbHO MWHPUUMPOBAHHbLIA MaTepuan, CrnocobHbI AnuTenbHOE BpeMms
CoXpaHaTb U nepepasatb BWY, Bupyc rematuta wnu nwobor apyrov Bo3byauTens
BUPYCHOM MHMbEKUNN.

6. ObOPYAOBAHUE U MATEPUAIDI,
HEOBXOQWUMBIE NMPU PABOTE C HABOPOM
- (¢oToMeTp BepTUKaNbHOro CKaHUPOBAHMWS, MO3BOMAKOWMIA U3MEPATb ONTUYECKYHO
NAOTHOCTb COAEPXMMOrO JIYHOK MaHweTa npu AnvHe BoAHbl 450 HM;
—  [03aTopbl CO CMEHHbIMW HaKOHeYHWKaMu, Mo3Bosislowme oTbéupaTb 06bEMBI
B AnanasoHe 5-250 mkn;
- TepMocTaT, noaaepxuBarwmi Temnepatypy +37 °C £0,1 °C;
- UWIMHAP MepHbIN BMecTuMocTbio 500 Mn;
- BOAa AUCTUNIMPOBaHHas;
- nep4yaTku pe3nHOBble UM NIACTUKOBbIE;
- bymara dunbTpoBasnbHas.

7. NOATOTOBKA PEAFEHTOB A/ AHAJTIU3A

7.1. lMNepep npoBeaeHUEM aHanM3a KOMMNOHeHTbl Habopa 1 nccneagyemble o6pasubl
CbIBOPOTKM (Mna3Mbl) KpPOBW CreAyeT BblAepXaTb NpUM KOMHATHOW TemnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortoBneHve njaaHwWeTa.

BCKpbITb NaKeT € MJaHLWeTOM U YCTaHOBUTb Ha paMKy HeobXxoaMMoe KOAMYecTBO
ctpynoB. OcCTaBlIMECs HEeWCrnosib30BaHHbIMKM  CTpuMbl, 4TOObl MpenoTBpaTUTL
BO3JENCTBME Ha HMX Bnaru, TWwaTeNbHO 3aKknenTb 6ymMarom Ans 3akiemBaHns niaHwerta
M XpaHWUTb NMpu TemnepaType +2...+8 °C B TedeHMe BCEro cpoka rogHoctn Habopa.

7.3. NMpurotoBsieHue OTMbIBOYHOIO pacTrBopa.

B cnyyae ppobHoro wucnonb3oBaHusi Habopa cneagyet oTobpaTb Heobxoammoe
KO/IMYECTBO KOHLeHTpaTa OTMbIBOYHOIO pacTBopa W pa3BecT AUCTUIMPOBaHHOW BOAON
B 21 pa3 (1 M/ KOHLEeHTpaTa OTMbIBOYHOr0 pacteopa + 20 M AUCTUNNMPOBAHHOW BOAbI).
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8. YC/N1IO0BUA XPAHEHNA N SKCIMJTYATALNN HABOPA

8.1. Habop peareHToB «Toxoplasma IgG-UDA» fo/mkeH XpaHUTbLCS B yMakoBKe
npeanpuATUA-U3roToBuTens npu temnepaTtype +2...+8 °C B TeyeHue BCero cpoka
roAHOCTU, YKa3aHHOro Ha ynakoeke Hab6opa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npu Temnepatype go +25 °C
He 6onee 5 cyTok. He gonyckaeTcsa 3amopaxuBaHue uenoro Habopa.

8.2. Habop paccunTtaH Ha npoBefeHWe aHanu3a B aybnukatax 42 nccnepyembix
obpasuoB, 5 KanMbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPOSIbLHOW CbIBOPOTKM (BCEro
96 onpeaeneHun).

8.3. B cnyvae agpobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI cnefyeT XpaHwuTb
cneapyowmnm obpasom:

-  OCTaBLUMECH HEeWCnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLIATENbHO 3aKNenTb

byMaror ans 3akfienBaHus niaaHweTa u XxpaHuTb Npu Temnepatype +2...+8 °C
B TeYeHue Bcero cpoka rogHoctn Habopa;

- W®A-bydep, KoHblOraT, cybCcTpaT, CTOM-peareHT nocne BCKpbITUS (1akoOHOB
cneayeT XpaHuTb npu TemnepaTtype +2...+8 °C B TeuyeHume BCero cpoka
rogHoctn Habopa;

- KanmbpoBOYHble NPO6bl N KOHTPOJIbHYHO CbIBOPOTKY MOC/E BCKPbITUSA (h1aKOHOB
cnefyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 mMecsiLeB

-~ OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeBopa cnenyeTt
XpaHuTb npu Temnepatype +2...+8 °C B TeyeHue BCero cpoka rogHOCTU
Habopa.

—  MPUrOTOBJSIEHHbIA OTMbIBOYHbIA PacTBOp cleAyeT XpaHUTb MpuU KOMHATHOM
Temnepatype (+18...+25 °C) He 6onee 5 cyTok wnu npu TemnepaTtype
+2...+8 °C He 6onee 30 cyToK;

MpumeyaHue. Mocne MCNoAb30BaHNA peareHTa HEMEeASIEHHO 3aKpblBaWTe KpbILWKY

dnakoHa. 3akpbiBaniTe Kaxabli NakoH CBOEN KPbILIKOW.

8.4. [Ins npoBeAeHWs aHanu3a He cfeayeT WCMNoJfb30BaTb MEMOSIM3MPOBAHHYLO,
MYTHYIO CbIBOPOTKY (Na1a3My) KpOBM, a Takxe CbIBOPOTKY (Na1a3My) KpoBK, CoAepallyto
asua HaTpus.

Ecnun aHanus npon3BoanTCS HE B AeHb B3ATUS KPOBM, CbIBOPOTKY (MnasMmy) cnenyet
XpaHuTb npu Temnepatype -20 °C. NoBTopHOe 3aMopaXxuBaHue-oTTansaHne obpasLos
CbIBOPOTKM (Nn1a3Mbl) KPOBU He AOMYyCKaeTCs.

8.5. VckntoyaeTcs Mcnofb3oBaHMe A/ aHanu3a o6pasLoB CbiIBOPOTKM (Mia3Mmbl)
KPOBW NIOAEN, NONy4YaBLIMX B LENaX ANarHOCTUKM MAWM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILWMHbIE aHTUTENa.

8.7. Ins nony4vyeHus HadexXHbIX pe3ysbTaToB HeobxoAMMO CTporoe cobniogeHue
WNHCTpyKuMm no npumeHeHuto Habopa. PesynbTaTbl cumMTaloT AENCTBUTENbHLIMW, €Cnun
napameTpbl KannMbpoBOYHOro rpadumka COOTBETCTBYIOT AMana3oHaMm, NPUBEAEHHbIM B
[MTacnopTe KOHTPONA KayecTsa.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysbTaTax uccnenoBaHwui, npoBedeHHbix 000 «XEMA»,
pekoMeHAyeM MoNb30BaTbCs HOPMaMu, MpuUBEAEHHbIMM Huxe. BMmecte c Tem,
B COOTBETCTBMM C npaBunamum GLP (Xopowein nabopaTopHOM MNpakTUKKW), 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
aHaMHeCTUYeCKMM («HOpPMasibHbIM» ) U «BbICOKMM>» YpoBHeM IgG-aHTUTenN, XxapakTepHbIM
ANS peakTMBaUMW UM NO3AHEro nepuvoaa nepBMYHON MHMEKUNN. 3HAUYEHUS «BTOPOro
cut-off» ana Bo3pacTHbix rpynn 8 mec. — 3 roga u ctapwe 3 neT npuBeaeHbl B Tabnuue
0XMAaeMblX 3HaUYEHWN.

Ecnu 3HaueHne nexwut B uHTepBane ot 15.1 ME/mn (K ot 1.1) go «BToporo cut-
off», 3To MOXeT cBMAeTEeNbLCTBOBATbL MO0 O Ha4YasibHOM Nepuoae NepPBUYHON MHDEeKLUK,
nmbo 06 MHbeKUNn, nepeHeceHHolr paHee. YTobbl MPOSICHUTL CUTyauuto, He06XoaANMO
nccneposaTbh NOBTOPHbIE 06pasLbl KPOBW TOrO Xe nauneHTa, B3ATble Yepe3 HeCKOJSIbKO
Hepenb. HapacTtaHme TuTpa B NOBTOPHOM obpasue CBUMAETENbCTBYET O HanMyum
Hpekunn. Ecnu xe TUTp He HapacTaeT, 3TO CBMAETENbCTBYET 06 OTCYTCTBMM aKTUBHOM
MHPeKunn n 06 aHaMHECTUYECKOM XapaKTepe aHTUTen.

Ecnn koHueHTpaumsa B uccneayemom obpasue, npeBbillaeT 3HayeHue BepXHeW
kannbposo4yHon Npobbl (200 ME\Mn), ero cneagyeTt AOMOSHUTENBHO pa3BecTn Bydepom
Ans pa3sseaeHus obpasuos B 10 pa3 1 6onee. MNpu pacyeTe KOHLEHTPaUUn Heob6xoAnNMo
YMHOXWTb MOMYYEHHbIN pe3ynbTaT Ha PakTop pa3BefeHus.

Epunnubi, ME\mn EnuHunubi gon., K
Wccnepyemasn rpynna " " " "
Hwxnuit npepen | Bepxuuiinpegen | HwxHuiinpepen | Bepxuuii npepen

CepoHeraTtusHble - 15 <0.1 0.9
Cepono3nTtueHble 15.1 125 11 8.3
ctapwe 3 net

HOBOpPOXAEHHble* - 19.5 <0.1 1.3
no 8 mMecsiueB* - 42.0 <0.1 2.8
8 mecsueB - 3 roga - 58.5 <0.1 3.9

*MaTepuHCKkue aHTuTena

PesynbTatbl, nexawwue B npomexyTtke oT 15 ME/mn po 40 ME/Mn, ykasbiBalOT Ha
340pOBO€ HOCUTENbCTBO WM HadalbHYK CTaauio MHdekumu. TpebyeTcss noBTOpHoOe
obcnenoBaHuMe vepes 2 Heaenu.
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Mo BonpocaM, kacatowmmcsa kayectsa Habopa «Toxoplasma IgG-UDA>»,
cneayet obpauwaTtbes B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

3M1eKTPOHHAas noyTa: info@xema.ru; rqc@xema.ru
MHTEpPHET: WWW.Xxema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl 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 IgG antibodies to Toxoplasma spp.
in human blood serum or plasma

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of IgG
antibodies to Toxoplasma spp. in blood serum or plasma.

This kit is designed for measurement of IgG antibodies to Toxoplasma spp. 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

Toxoplasmosis is a widespread infection caused by the intracellular protozoan
parasite Toxoplasma gondii. In most of 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, and severe
malformations.

The non-immune status is revealed by the absence of specific IgG-antibodies
in blood serum or plasma. Specific management of non-immune (specific IgG-negative)
pregnant women reduces the risk of primary infection. Therefore, the determination
of specific IgG-antibodies in young women plays an important role in prophylaxis
of damage caused by Toxoplasma gondii.

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 ul, is useful
but not essential;

- Calibrated micropipettes with variable volume, range volume 5-250 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 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..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.

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.

- Itis 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, control 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

Material Notes on material collection, Sample dilution | Sample into Calculation
type storage and handling example the well, pl factor
blood Grossly hemolytic, lipemic, 5 pl of 100 1
serum or | or turbid samples should be sample +
plasma | avoided and should be treated 500 pl of
by centrifugation before diluent
testing.

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

Some laboratories, based on their population studies, set up a second cutoff, which
stands between anamnestic (‘'normal') IgG antibody level and 'high' IgG antibody level
characteristic of reactivation or late period of primary infection. Recommended values
for this second cut-off for two age groups (8 months - 3 year, > 3 years) are presented
in the table below.
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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 Toxoplasma IgG. Based on data obtained by XEMA, the following normal range
is recommended (see below).

Units, [U\ml

Sex, age . -

Lower limit | Upper limit
Seronegative - 15
Seropositive > 3 years 15.1 125
newborn* - 19.5
under 8 months* - 42.0
8 months - 3 years - 58.5

*antibodies of maternal origin
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