4]

Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB AJ11 UMMYHO®EPMEHTHOI'O
OMPEAENEHUA IgM AHTUTEN1 K AHTUTEHAM
Toxoplasma SPP. B CbIBOPOTKE (MJ1IA3SME) KPOBU

«Toxoplasma IgM-UODA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IgM ANTIBODIES TO Toxoplasma SPP.
IN HUMAN SERUM OR PLASMA

Toxoplasma IgM-EIA

HOMEP MO KATAJOTY K101M
TY N 9398-1011-18619450-2009

PETMCTPALUMOHHOE YOOCTOBEPEHUE
Ne ®CP 2010/07071 oT 16 mapTa 2010 1.

AHTnTena Kk BUY 1,2, Bupycy renatuta C u HBsAg oTcyTcTBytoT
KoHTposnbHble CbIBOPOTKM, BXOAALLME B COCTaB HabOPa, MHAKTUBUPOBaHbI.
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K101MI

«YTBEPXJEHA»
Mpuka3 PocaapaBHaasopa N2 2077-Mp/10 ot 16 mapTa 2010 r.
KPA N¢ 4192 o1 28.01.2010 .

MHCTPYKLUMA MO NPUMEHEHUIO HABOPA PEAFEHTOB
anda AMMYHO®EPMEHTHOIO OMNPEAENNIEHUA IgM AHTUTEN
K AHTUTEHAM TOXOPLASMA SPP. B CbIBOPOTKE (MJIA3BME)

KPOBWU «Toxoplasma IgM-UDA>»

1. HASBHAYEHME

1.1. Habop peareHTOB «Toxoplasma IgM-U®A» npeaHa3HayeH AN KAYE€CTBEHHOMo
onpeaeneHns KoHueHTpaumn IgM aHTuTen K aHTureHam Toxoplasma spp. B CbIBOPOTKE
(nnasme) KpoBu MeToAO0M TBEpPAOhA3HOro MMMYHOMEPMEHTHOIO aHanmsa.

1.2. Tokconna3Mo3s - napasutapHoe 3aboneBaHue, Bo3byauTeNneM KOTOPOro SiBASeTCs
BHYTPUKETO4YHbI napa3unt Toxoplasma gondii (T. gondii). UHdunumMpoBaHueT. gondii peako
npuBoAUT K 3aboneBaHuo U, 06bIYHO, KJIMHUYECKME CUMMTOMbI OTCYTCTBYIT. B cnyuae
pa3BuTMS 3aboneBaHWs TOKCOMIa3Mo3 MpoTeKaeT NaTeHTHO, NMbo xpoHuyeckn. Ocoboe
3HayeHne wMeeT npobnemMa CBOEBPEMEHHOrO BbISBNEHUS WHPEKUMM Yy 6GepeMeHHbIX
XKEHLWMH 1 Yy 60NbHbIX C NOAABAEHHOMW WMMMYHHOM cucTemon. [ocneacTBusi NepBUYHOM
nHdbekumm matepu B nepuos 6epemeHHocTn B 30-50% cnyyaeB NpuMBOAST K NMpepbiBaHUIO
6epeMeHHOCTM NN poXxaeHnto pebéHka ¢ PU3NYECKMMUN N YMCTBEHHBIMU HEeAOCTaTKaMu.

1.3. lMNpwu ToKCONnnasmo3le cneuudunyeckme aHTuTena knacca IgM B 6onblMHCTBE
Cc/ly4yaeB SBASAIOTCA MapKepaMu akKTUBHOIMO Pa3MHOXEHWS TOKconaasMm. AHTUTeNna 3Toro
Kfacca nosABASKOTCS Ha BTOPOM Hepene WHPUUMPOBaAHUSA, WX TUTPbl MOBbILWAKOTCA
[0 6-8 Heagenu U NOCTEeNeHHO CHUXAKTCS. Y NauMeHTOB C HOPMasibHbIM UMMYHHbIM CTaTyCOM
AMarHo3 nepBMYHOro MPULMPOBaHMS NOATBEPXKAAIOT NOSBEHNEM CreLudUIECKMX aHTUTEN
knaccos IgM n IgG. Kpome TOro, BbisiBneHue crneunduyecknx aHtuten knacca IgM moxer
yKa3blBaTb Ha peakTUBaLUMIO XPOHMYECKOr0 TOKCOMIa3mMosa.

2. IPUHUMN PABOTbI HABOPA

Onpepenenuve IgM aHTUTEn K aHTUreHam Toxoplasma spp. OCHOBaHO Ha MCMOJIb30BaHUN
npuHumna «IgM-3axsaT» TBepAodasHOro MMMyHOMEPMEHTHOrO aHanun3a. Ha BHyTpeHHeNn
NOBEPXHOCTM JIYHOK TMJiaHWweTa MMMO6WUIn30BaHbl MOHOKJIOHasNbHble aHTuTena k IgM.
AHTUTeNa n3s obpasua cBsA3blBalOTCA C aHTUTENaMum k IgM Ha TBEpaoli hase. Obpa3oBaBLUNICS
KOMMJIEKC BbISIBASOT C MOMOLLbIO KOHbOraTa aHTureHa T. gondii ¢ mepokcuaason xpeHa.
B pe3synbTrate o6pasyeTcs CBA3aHHbIN C NNAaCTUKOM «CIHABMY», COAEpXallMIi NepoKkcnaasy.
Bo BpeMs MHKybauuu C pacTBopoM cybcTpaTa TeTpameTunbeHsmanHa (TMB) npoucxoauT
OKpallMBaHWEe pacTBOPOB B JlyHKax. WHTEHCMBHOCTb OKpacku MpsiMO MPOMOpLMOHaIbHa
KOHUeHTpauun IgM aHTuTen Kk aHTureHam Toxoplasma spp. B muccneayemom obpasue.
MHaekc nosntnusHoctn (UM,%) IgM aHTUTEN K aHTUreHaMm Toxoplasma spp. B uccnenyembix
obpasuax paccunTbiBaeTcst No GopMyre, NpUBEAEHHON B UHCTPYKLMU.
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XEMA

3. AHAJIMTUYECKUE XAPAKTEPUCTUKHU

3.1. CneundUYHOCTb U YYBCTBUTEJ/IbHOCTD.

Habop peareHtoB «Toxoplasma IgM-U®A» onpepensieT KOMMEpYECKYK MaHeb
cbiBopoTOk Toxoplasma IgM Positive Control PTT201 npousBoacTtBa Boston Biomedica
Company (CLLUA) B cOOTBETCTBMM C NACMNOPTHbIMU AAHHBIMU U KOPPENMPYET CO 3HAYEHUAMMU,
nony4yeHHoiMM Ha Habope peareHToB Abbott EIA Toxo-IgM (lot 04667M201). lMaHenb
CoAepXUT 6 MONoOXuTenbHbIX W 19 oTpuuaTtenbHbix o6pa3uos. [lpy uccnenoBaHUKM
cneunduyYHOCTN C UCMOoIb30BaHMEM 93 CbIBOPOTOK, OTpMUATENbHbIX Ha aHTUTena Kracca
IgM k T. gondii Ha Habopax peareHToB DiaSorin (WUtanua) n NovaTec (epmaHusa), Bce
o6pasubl 66111 onpeaeneHbl Kak oTpuuaTesbHble.

3.2. Bocnpou3BoAUMOCTb.

KoadduumeHT Bapuaumm pesynbTaToB onpeaeneHns coaepxaHua IgM  anTuten
K aHTureHam Toxoplasma spp. B 0AHOM M TOM Xe obpa3ue CbIBOPOTKM (Nna3Mbl) KpOBU
C ucnonb3oBaHMeM Habopa «Toxoplasma IgM-UDA» He npeBbiwaeT 8.0%.

KoaddunumeHT sapuaumm (CV) ana obpasuos, U3MepeHHbIX Ha ABYX cepusx Habopa
peareHToB «Toxoplasma IgM-U®A» (Intra-assay)

O6pasey, No | foneo | Suaermecl| cvie | cvz%
1 32 10.1 3.2 4.4
2 32 2.7 5.1 5.8

KoadpduumeHt Bapmauunm (CV) ans obpasuos, U3MEpPEeHHbIX Ha O4HOW cepun Habopa
peareHToB «Toxoplasma IgM-UDA» B TeueHune Tpéx AHel (Inter-assay)

O6paseu, N° Kon-Bo noBropoB | 3uauenue, UM cpeguuin | CV1,%

1 8 9.6 4.7
2 8 2.9 6.8
Document: K101MI Instruction version: 1901 Format version: 509
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K101MI

4. COCTAB HABOPA

«Toxoplasma IgM-NOA»

Kon .
TR CumBon HaumeHoBaHue Kon-Bo | En. Onucanme
MnaHweTt 96-1yHOYHbIN
NoSINCTUPOSOBbIN _
1 |P10MZ SORB MTP CTpmnmpOBaHHbm: 1 T
roToB K MCMOJIb30BaHUIO
KOHTpOJ/IbHbIE CbIBOPOTKM
(oTpuuaTenbHbIN
M NMONOXUTENbHbIN gzgig?ﬁz
KOHTPO/IN) Ha OCHOBe KUIKOCTD
5 CN101MZ CONTROL- |cbIBOpOTKM KpOBW YenoBeka > wr. | vn 0‘”‘3 aunas
CP101MZ CONTROL+ |C U3BECTHbIM coAep>XXaHneMm ' )K?/I focn;
IgM aHTUTENn K aHTUreHam K aACHoro
Toxoplasma spp., roToBbl P BeTa
K ncrnonb3sosaHuio (0.5 mn u
1 0.2 MN COOTBETCTBEHHO)
npospayHas
KoHblorar, rotos K XWAKOCTb
3 |T101MZ CONJ HRP VICI'IO}'IbBOBa,HI/IIO (14 mn) 1 wr KpacHoro
uBeTa
npospayHasi
UDA-Bydep, rotos K
4 |S0112 DIL ncrnonb3oBanuio (14 mn) 1 wr cmﬁgﬂg?.lc;;a
PactBop cy6cTparta
npospayHasi
5 |R0552 SUBS TMB |T€TPameTunGensnauna 1 |wr.| 6ecusetHas
(TMB), roToB XWAKOCTb
K ncnonb3osaHuio (14 mn)
KoHLeHTpaT OTMbIBOYHOIO
BUF WASH |Pacreopa (conesoit pacTBOp npo3pavHas
6 |S008z 26X Cc TBUH-20 1 6eH301HOM 1 wT. | 6ecuseTHas
KNCNOTON), 26X-KpaTHbIN XKMAKOCTb
(22 mn)
npospayHas
Cron-peareHT, rotos
7 |R050Z STOP K I/ICI'IOJ'Ib3OBaHl;IIO (14 mn) 1 wr. 6;;1?(%2’_:_?
Bymara ans 3aknenBaHus _
8 [N0O3 nnaHLeTa 2 T
WNHCTpYKLMS NO NPUMEHEHNIO
9 (K101MI Habopa peareHToB 1 wT. -
«Toxoplasma IgM-NOA»
[MacnopT KOHTpOnS
10 |[K101MQ kauyectBa Habopa peareHToB 1 WwT. -
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XEMA

5. MEPbI MPEAOCTOPOXHOCTHA

5.1. MNoTeHuManbHbIM pUCK NpuMeHeHna Habopa - knacc 26 (FOCT P 51609-2000).

5.2. Bce komMnoHeHTbl Habopa, 3a nckntoyeHnem cron-peareHTa (5.0% pacTBop cepHow
KWUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPaUNSX SIBNSAIOTCA HETOKCUYHbIMMU.

PacTBoOp cepHoOlM KMCIOTbI 06nagaeT pasapaxkatolwmm gencremeM. N3beratb pasbpbi3rvBa-
HUS M NOMNajaHusa Ha KOXY M cnn3uctble. MNpu nonagaHnm Ha KOXy U CIM3UCTbIE MOPaXKEHHbIN
y4acTok cnefyeT NpoMbITb 60/bLLIMM KOIMYECTBOM MPOTOYHONM BOAbI.

5.3. Mpu pabote c Habopom cneayet cobniogatb «[paBuna yCTpoOMUCTBaA, TEXHUKMU
6e3onacHOCTN, MNPOU3BOACTBEHHOM  CaHWTapuu, MNPOTUBO3MUAEMUYECKOrO  pexuma
M JNINYHOW rurneHbl npu pabote B nabopaTopusix (OTAENEHUsIX, OTAenax) CaHuTapHOo-
ANUAEMUONIOTNYECKNX YUYPEXAEHUN CUCTEMbl MUHUCTEpCcTBa 34paBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lMpun pabote c Habopom cneayeT HaaeBaTb OAHOPA30Bble PeE3VHOBbIE WK
NnacTUKOBbIE MepyaTKM, Tak Kak obpasubl KpOBM YenoBeKa CrefyeT paccMaTpuBaTb Kak
noTeHUManbHO MHAUUUPOBaHHLIM MaTepuan, CnocobHbI ANUTENbHOE BPEMS COXPaHSATb
v nepeaasaTb BUY, Bupyc renatuta unu noboii Apyroi Bo3byantenb BUPYCHOM MHDEKLMN.

6. OBOPYAJOBAHUE U MATEPWUAIDI,
HEOBXOAWMBbIE NP PABOTE C HABOPOM

- (doTOMEeTp BEpPTMKANbHOrO0 CKaHWPOBAHWSA, TMO3BONSOWNA U3MEPSATb OMNTUYECKYHO
MAOTHOCTb COAEPXKMMOIrO IYHOK MAaHLWeTa nNpu AnnHe BONHbl 450 HM;

- TepMocTaT WM TepMOCTaTUpyeMblli LIelikep, MOAAEPXMBAKOLWNIA  TemnepaTypy
+37 °C 2 °C;

- [03aTopbl CO CMEHHbIMW HaKOHe4YyHWKaMu, no3Bonswwmne oTbupatb 06bEMbI
B AnMana3oHe 10-250 mkn;

- UWMAWHAP MepHbI BMecTuMoCTbio 1000 mn;

- BOAA AUCTUNAMPOBaHHas;

- nepyaTKu pe3nHOBbIE UM MIACTUKOBbLIE;

- bymara ¢punbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lepea npoBeaeHWEM aHanusa KOMMOHeHTbl Habopa u uccnepyemble o6pasubl
CbIBOPOTKM (Mna3sMbl) KpPOBM crefyeT BblAepXaTb TMpU  KOMHATHOW TemnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurotoBJieHMe nJiaHlleTa.

BCcKpbITb MakeT C MMaHLWETOM M YCTaHOBUTb Ha paMKy HeobxoAuMoOe KOJIMYecTBO
cTpunoB. OcCTaBlUMeCs HEWCMNONIb30BaHHbIMU CTPUMbl, YTOObI NPefoTBPaTUTbL BO3AENCTBME
Ha HMX Bnaru, TwaTenbHO 3akfenTb byMaron Ansa 3akfenBaHuUs NAaHWeTa U XpaHUTb NMpu
TemnepaTtype +2...+8 °C B TeueHuMe BCero cpoka rogHoctu Habopa.

7.3. MNMpurorossieHne OTMbIBOYHOI0 pacTBopa.

Copepxxmmoe (pyiakoHa C KOHLIEHTPaATOM OTMbIBOYHOrO pacTtsopa (22 M), nepeHecTu
B MepHbIN UMAMHAP BMecTuMocTbio 1000 mn, pobaButb 550 MA AUCTUAAMPOBAHHOWM
BOAbl WM TLWATeNbHO nepemellaTb. B cnyyae gpobHoro ucnonb3oBaHus Habopa cnepyet
oTobpaTtb HeobxoAMMOEe KOMMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa M pas3BecTun
AUCTUNNMPOBaHHON BogoM B 26 pa3 (1 MA KOHUeHTpaTa OTMbIBOYHOIO pactBopa + 25 mn
OVUCTUNNMPOBAHHON BOAbI).

Document: K101MI Instruction version: 1901 Format version: 509
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K101MI

8. YC/N10BUA XPAHEHNA U OKCIMJTYATALUN HABOPA

8.1. Habop peareHToB «Toxoplasma IgM-U®A» pomkeH XpaHUTbCA B ynakoBKe
npeanpuaTUSa-n3roToBuTens npu temnepatype +2...+8 °C B TeyeHue BCero cpoka roaHocTH,
yKasaHHOro Ha ynakoske Habopa.

[onyckaeTcsi XpaHeHue (TpaHcrnopTupoBka) Habopa npu Temnepatype no +25 °C
He 6onee 15 cyTok.

8.2. Habop paccuuMTaH Ha npoBeAeHWe aHanusa B aybnukatax 46 uccnenyembix
06pa3uoB 1 2 Npob KOHTPOSIbHOM CbIBOPOTKKN (BCero 96 onpeaeneHuni).

8.3. B cnyvae apo6Horo ucnonb3oBaHuss Habopa KOMMOHEHTblI creayeT XpaHWTb
cnepyowmm obpasom:

- OCTaBLUMECS HEMWCMNOJIb30BAHHbIMM CTPUMbl HEO6XOAMMO TLATeNbHO 3aKIenTb
6yMaron Ans 3akfeMBaHUs NAaHWeTa U XpaHWUTb Npu Temnepatype +2..+8 °C B
TeyeHune Bcero cpoka rogHoctn Habopa;

- WNOA-bydep, koHblorat, cybcTpaT, CTOM-peareHT nocne BCKPbITUSA (HNakoHOB
crepyeT XpaHuTb npu Temnepatype +2...+8 °C B TeueHuMe BCEro cpoka rogHocTu
Habopa;

— KOHTPOJIbHbIE CbIBOPOTKWM MOCME BCKPbITUA (PNaKoOHOB cneayeT XpaHuTb npu
Temnepartype +2...+8 °C He 6onee 2 MecsueB;

- OCTaBLUMNCA HEMWCMNOJSIb30BaHHbIM KOHLIEHTpPAT OTMbIBOYHOrO pacTBopa creayeT
XpaHUTb npu Temnepatype +2..+8 °C B TeyeHWe BCero cpoka rogHoOCTu
Habopa. MpuroToBAEHHbI OTMbIBOYHbLIM PacTBOp CneAyeT XpaHuTb npu
KOMHaTHoW TemnepaTtype (+18...+25 °C) He 6onee 15 cyTok nnv npu TeMmnepaType
+2...+8 °C He 6onee 45 cyTok.

MpumeyaHne. locne UCNONb30BaHUS peareHTa HeMeasIeHHO 3aKpblBaWTe KPpbIWKY

¢nakoHa. 3akpblBanTe KaXabl (G1akKoOH CBOEWN KPbILLKOW.

8.4. [1na npoBedeHWs aHanuMsa He cneayeT MCNOJb30BaTb TEMOJSIM3UPOBAHHYIO,
MYTHYIO CbIBOPOTKY (MylasMy) KpOBM, @ TakXe CbIBOPOTKY (MnasMy) KpOBM, COAEpXaLlyto
a3sug Hatpusa. Ecnn aHanms npousBoAUTCS HE B AEHb B3ATUSA KPOBW, CbIBOPOTKY (M1a3smy)
cneayet xXpaHuTb npu TemnepaType -20 °C. [loBTOpHOe 3aMopa)KMBaHue-oTTaMBaHue
06pa3uoB CbIBOPOTKKM (MnasMbl) KPOBM He Jonyckaetcs. [lonyckaeTcs wccnenoBaHue
CbIBOPOTOK, XpPaHEHNe KOTOPbIX C MOMeHTa 3abopa KpoBM OCYLLECTBASIOCh NPU TeMnepaType
oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VickntoyaeTcst ucnosb3oBaHue Ans aHannsa o6pasLoB CbIBOPOTKM (N1a3Mbl) KPOBU
ntojen, NoayyasWwnX B LENsx ANarHOCTUKU MAW Tepanuu npenapaTbl, B COCTaB KOTOPbIX
BXOAAT MbIWWHbIE aHTUTENA.

8.6. [lna nonyyeHuss HaAéXHbIX pe3ynbTaToB HeobxoAMMO CcTporoe cobnioaeHue
MHCTpyKUuKn no npumMeHeHuto Habopa.

8.7. [onyckaeTca npoBeAeHWe aHanu3a B MOHOMAMKaTax Mpu MCMoSb30BaHUN
aBTOMATUYECKOro Uaun noslyaBTOMaTUYECKOro aHaim3aTopoB.

8.8. He ncnonb3ynte KOMNOHEHTbI U3 APYrnX HAabOPOB UM N3 aHaNorMyHbIX Habopos
APYTUX cepuii.

9. NIPOBEAEHUE AHAJTU3A

1 |Momectute B pamKy HeobxoAMMOe KOMMYeCTBO CTPUMOB — MCCieayeMble obpasubl B 2
noBTOpax n 4 NyHKW ANSi KOHTPO/IbHbIX CbIBOPOTOK (OTpUL@TeNbHbIN KOHTPOMb 3 NIYHKM,
MonoXnTenbHbI KOHTPOnb 1 nyHKa).

2 |BHecuTe BO BCe NIyHKM nuiaHwerta no 90 mkn UDA-Bydepa.

Document: K101MI Instruction version: 1901 Format version: 509
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BHecuTe B COOTBETCTByHOLWME NMYHKM B aybnuvkatax mo 10 MK KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble NyHKN BHecuTe B AybnvkaTtax mo 10 Mkn uccaepyeMbix
o6pasuyoB CbIBOpPOTKM (Ms1la3Mbl) KPOBWU. BHeceHWe KOHTPOJSIbHOW CbIBOPOTKU M
nccnepgyembix 06pasLoB HE06X0ANMMO NPOU3BECTU B TeYeHUe 15 MUHYT.

BHUMAHME! TMpu BHeceHMM 06pasuLoB CbIBOPOTKM (MaasMbl) KPOBM MPOUCXOAUT
n3MeHeHue uBeTa pacTeopa.

AKKypaTHO nepeMellanTe COAEepXUMOe MaHWeTa KPYroBbIMW  ABMXKEHUAMM
Mo rOpPWU30OHTaNIbHOW MOBEPXHOCTU, 3akseinTe nnaHweT 6yMaron Ans 3akieuMBaHus
nnaHwera. UHKy6upyite nnaHwer B TedyeHue 30 MMHYT npu TeMmnepaTtype
+37°C 1 NOCTOSIHHOM BCTpsAixuBaHumn 500-600 06/ MuH.

Mo OKOH4YaHMM WHKYbauuK yaanuTe COAEPXMMOE JYHOK acnupauuein (Hanpumep,
C MOMOLLbI BOAOCTPYMHOr0 Hacoca) Uin AeKaHTMpOBaHWEM U OTMOWUTE NIyHKM 3 pasa.
Mpu Kaxaon oTMbiBKE A06aBbTe BO BCe JIYHKM Mo 250 MK OTMbIBOYHOrO pacTtBopa
(cM. n. 7.3), BCTPSXHWUTE NMaHLIET KPYroBbiIMU ABMXEHUAMWU MO FOPU3OHTaNbHON
MOBEPXHOCTM C TMoC/eayoweid acnupauvein unn AeKaHTUpoBaHMEM. 3ajepiXka
npu OTMbIBKE (3aMaumBaHuWe NYHOK) He Tpebyetcsa. lNpu KaxAoM AeKaHTUpPOBaHWUM
HeobxoAMMO TLaTeNlbHO yAansiTb OCTaTKU XWUAKOCTU U3 JTYHOK.

BHecuTe Bo BCe NNyHku no 100 Mk KOHblOraTa.

3aknenTe nnaHweTt 6ymaroi Afns 3aK/eMBaHUs MiaHWeTa M UHKY6upyhnTe ero B
TeyeHne 30 MMHYT npu Temnepartype +37 °C M NOCTOSAHHOM BCTPAXMBaHUM
500-600 06/MuUH.

Mo OKOHYAHWUW MHKYBALMKN yaanmMTe COAEPXKUMOE JTYHOK M OTMOWUTE NIYHKM 5 pas.

10

BHecuTe BO Bce nyHku no 100 Mk pacTtBopa cy6cTparta TeTpaMmeTrunbeHsnanHa.
BHeceHue pacTBopa cybcTpaTa TeTpaMeTunbeH3nanHa B IYHKM HE06X0AMMO NPOn3BECTH
B TeyeHuMe 2-3 MUH. WUNHKYy6bupyhTe nnaHWeT B TEeMHOTe MNpu KOMHAaTHOW
Temnepartype (+18...4+25 °C) B TeueHmne 10-20 MMUHYT B 3aBUCMMOCTUN OT CTEMEHU
pPa3BUTUSI CUHEr0 OKpaLlMBaHUS.

11

BHecuTe BO BCe NIYHKM C TOW Xe CKOPOCTbIO M B TOW Xe MOCNeAoBaTeNlbHOCTU, Kak
n pactBop cybctpata TeTpameTunbeHsmanHa, no 100 Mkn cron-peareHTta, npu 3ToM
CoAepXMMOe NTYHOK OKpalUMBaAETCs B SPKO-KENTbIW LBeET.

12

N3MepbTe BeNIMUMHY onTu4eckon nnotHocTu (OIM) coaep>XMMoro NIyHOK NiaHLWeTa
Ha oToMeTpe BepTMKaNbHOIO CKaHMPOBaHUSA MPU AJIMHE BOJIHbI 450 HM. /I3MepeHune
Ol coaep>XMMOoro NyHOK naaHweTa Heob6XoAMMO NPOU3BeCTM B TeyeHne 15 MuH nocne
BHeCeHusi cTon-peareHTa. bnaHk doTomeTpa BbICTaBNASAWTE MO BO3AYXY.

13

Paccuuraiite copep>xaHue IgM aHTUTen k aHTUreHam Toxoplasma spp.
B uccneayembix obpasuax. ins aToro:

1. PaccuuTaite cpeaHee 3HadeHne Ol OTpuLaTEeNbHOro KOHTPONS:

On (CN101MZ) Cp = (ON1 (CN101MZ) +0MN2 (CN101MZ) +0MN3 (CN101MZ)) / 3;
Pe3ynbTaTbl aHanusa cunTatb 4OCTOBEPHBLIMU, €CNN

— O MonoXnTeNnbHOro KOHTPoNs He Hmxe 1 ontudecknx eamuuny, (OE)

— ON OTpuuaTtenbHoro KoHTpons He Bbiwe 0.15 OE Bo BCcex NyHKax

2. PaccunTtaiiTe ypoBeHb rpaHnyHoOro 3HavyeHuns Cut off, Ans aToro K cpeaHEMy 3HaYEHMIO
O OTpuuaTenbHOro KoHTpons npubasbte 0.2

Cut off = O (CN101MZ) Cp + 0.2

3. Paccuutarite NHaekc MosntusHoctn (UM,%) ana Kaxaporo uccnegyemoro obpasua,
ans storo OlN obpasua pasaenute Ha 3HavyeHune Cut off

UM = OMNo6pasua / Cut off
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AnbTepHaTUBHbIW chopMmar.

MomecTnTe B paMKy HEOb6XO0AMMOE KOJIMYECTBO CTPUMOB — UcCCiedyeMble obpasubl B 2
NoBTOpax U 4 NYHKU ANl KOHTPOJSIbHbIX CbIBOPOTOK (OTpuUaTenbHbIi KOHTPOJb 3 NTYHKM,
[MonoxutenbHbI KOHTPONb 1 nyHka).

BHecuTe BO BCe NyHKU nnaHweTta no 90 mkn UDA-Bydepa.

BHecuTe B COOTBETCTBYKOLWME AYHKM B Ayb6nmkatax no 10 MKA KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble NyHKM BHecuTe B Ay6nukaTtax mo 10 MK uccnegyembix
06pa3uoB CbIBOPOTKM (M/1a3Mbl) KPOBWU. BHeceHMEe KOHTPOJIbHOM CbIBOPOTKM U
nccneayemblx 06pasuoB HE06X0AMMO NMPOU3BECTU B TeYeHne 15 MUHYT.

BHVMAHWE! Tpu BHeceHun 06pasyoB CbIBOPOTKM (Maasmbl) KPOBW MPOUCXOAUT
M3MeHeHWe LBeTa pacTeBopa.

AKKYpaTHO MepeMellaiTe COAEPXMMOE  TJIaHLIETa  KPYroBbiMW  ABUXEHWSAMU
Mo rOpW30HTasIbHOM MOBEPXHOCTM, 3akfeinTe naaHweT 6ymaroii ANns 3akienBaHus
nnavwerta. UHKy6upyiiTe nnaHweT B TeyeHune 60 MUHYT Mpu TemnepaTtype
+37 °C.

Mo OKOHYaHWM WHKybaLMW yaanuTe CcoAepXMMOe JIYHOK acnupauuwen (Hanpumep,
C MOMOLLbIO BOAOCTPYMHOro Hacoca) Ui AeKaHTUpoBaHMEM U OTMOWTE JIYHKM 3 pasa.
Mpu Kaxaon oTMbiBKe AobaBbTe BO BCe SyHKM nMo 250 MK OTMbIBOYHOro pacTtBopa
(cM. n. 7.3), BCTpPsSIXHUTE MNaHWeT KPYyroBbIMW ABUXEHUSIMU MO FOPU3OHTANIbHOM
NOBEPXHOCTM C Mocfneaylowen acnupauven uWAM  AeKaHTMpOoBaHWeM. 3ajepxka
npu OTMbIBKE (3aMaumBaHWe JIYHOK) He TpebyeTcsa. [Mpu KaxaoMm AeKaHTMPOBaHUU
Heobx0AMMO TLATENbHO YAaNATb OCTAaTKM XUAKOCTU U3 NTYHOK.

BHecuTe BO Bce NIyHKku no 100 MK KOHblOrara.

3akfenTe nnaHweT 6ymMaron Ana 3aknenBaHus ninaHwerta. MHKy6upyiTe nnaHwerT B
TeyeHme 30 MMHYT Npu Temneparype +37 °C.

Mo oKOHYaHUM MHKY6aLUK yaanuTe COAEPXMMOE JTYHOK 1 OTMOWUTE NYHKU 5 pas.

BHecuTe BO BCce JiyHkM no 100 Mkl pacTBopa cy6cTpaTta TeTpameTun-6eH3namHa.
BHeceHwne pacTBopa cybcTpaTta TeTpameTnnbeHsnanHa B NyHKN Heob6XoAMMO Npon3BeCTH
B TeueHue 2-3 MuH. WHKY6upyiiTe niaHWeT B TEeMHOTe MNpuM KOMHaTHOM
Temnepartype (+18...+25 °C) B TeueHne 10-20 MUHYT B 3aBUCUMOCTU OT CTEMEHMU
pPa3BUTUS CUHEro OKpaLUMBaHUS.

11

BHecuTe BO BCe JIYHKM C TOW XX€ CKOPOCTbIO M B TOW K€ MOC/IeAoBaTeIbHOCTU, Kak
1 pactBop cybcTpaTta TeTpameTunbeHsnanHa, no 100 Mkn cron-peareHTa, npu 3TOM
COAEPXKMMOE NTYHOK OKpaLLUMBAETCH B SPKO-XKENTbIN LBET.

12

U3MepbTe BeNIMUMHY onTu4eckou niotHoctu (OM) cogep>XmMMoro JiyHOK niaHweTa
Ha GOTOMETpEe BEPTMKANBHOIO CKAHMPOBaHNSA NPU AJIMHE BOJIHbI 450 HM. VI3MepeHne
Ol coaep>XnMoro yHoK njaHwetra Heob6XoANMMO NpPoM3BECTU B TeyeHne 15 MUH nocne
BHeCeHus1 cTon-peareHTa. bnaHk oTomeTpa BbICTaBASAWTE MO BO3AYXY.

NpPoAosKeHne Tabnmubl Ha cTp 9
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13 |PaccuuTaitte copgep>xaHue IgM aHtuten k aHtureHam Toxoplasma spp.
B uccnepyembix obpasuyax. ina atoro:
1. PaccuunTaite cpeaHee 3HadeHne Ol OTpuuaTeNbHOro KOHTPONS:

Of (CN101MZ) Cp = (OM1 (CN101MZ) +0M2 (CN101MZ) +O0M3 (CN101MZ)) / 3;

Pe3ynbTaTbl aHann3a cunTatb 4OCTOBEPHBLIMU, €CNN

— O MonoXuTenbHOro KOHTpons He Hmxe 1 onTudeckux eamHuy, (OE)

— ON OTpuuatenbHoro KoHTpons He Bbiwe 0.15 OE Bo Bcex NyHKax

2. PaccuunTaiTe ypoBeHb rpaHM4HOro 3HadeHus Cut off, 4ns aToro Kk cpeaHeMy 3HaUEHUI0
Ol OTpuuaTenbHOro KOHTpons npubasbTe 0.2

Cut off = O (CN101MZ) Cp + 0.2

3. PaccuuTanite UHaekc MosntueHoctn (UM,%) ana kaxaporo nccnegyemoro obpasua,
ans atoro Ol obpasua pasgenute Ha 3HayeHue Cut off

N = OMo6pasua / Cut off

10. OOKMWAAEMbIE 3HAYEHNA U HOPMbI

10.1. OcHoBbIBasicb Ha pe3yfbTaTax uccnenoBaHuii, npoBeféHHbiXx 000 «XEMA»,
peKoMeHAyeM Mosib30BaTbCs HOPpMaMu, NPUBEAEHHBIMU HUXE. BMecTe ¢ TeM, B COOTBETCTBUM
Cc npaBunamm GLP (Xopolwein nabopaTopHOM MNpaKTUKK), Kaxaas nabopaTopus AOSXKHA
cama onpeaennTb NapaMeTpbl HOPMbI, XapaKTepHble AN obcneayemMon Nonynsauun.

WUHTepnpeTauua pesynbTaToB:
Mpun UMN>1.1 o6pasey NOJIOXKUTENbHbIN,
npu UMN<0.9 - oTpMuaTenbHbI.

Mpwu 3HaueHnn UM, nexxawem B npomexyTke o1 0.91 10 1.09 - pe3ynbTaT B NOrpaHUYHON
30He (+/-).

Takue CbIBOPOTKM pEKOMEHAyeTCs WccneaoBaTb MOBTOPHO. EcnM  MoBTOpPHbIii
NMoJslyYeHHbI pe3ynbTaT 6yAeT HeonpenenéHHbiM, TO C/ieAyeT MNpPOBECTM TeCTUpOBaHWe
CbIBOPOTKM, MOMyYEHHOW 4epe3 2-4 Hegenu. B cnyyae nonyyeHuss HeornpeAené&HHbIX
pe3ynbTaToB Takue 06pasLibl CYNTaTb OTPULATENBbHBIMU.

11. INTEPATYPA
1. Ay6buHuHckaal. M., UstomckasO.M., Kostok .M. n ap. // Tokconna3mos. KnvHuKa, AMarHocTuka v nedveHue //
Betn meanumHbl n papmaumn.— 2003 - N2 1 - ¢.23-25
2. DesmontsG., DaffosF., ForestierF. et al. Prenatal Diagnosis of Congenital Toxoplasmosis // Lacent.— 1985 - Vol.
8427, N2 1 - p.500-504
3. GenumP.A., Stray-Pedersen B., GundersenA.Impruved Diagnosis of Primary Toxoplasma Gondii Infection in Early
Pregnancy by Determination Antitoxoplasma Immunoglobulin G Avidity // Journal of Clinical Microbiology.— 1997 -
Ne 8 - p.1972-1977
4. S.Singh. Mother-to-child transmission and diagnosis of Toxoplasma Gondii infection during pregnancy // Indian
Journal of Medical Microbiology.— 2003 - Vol. 21, N2 2 - p.69-76
5. TenterA.M., HeckerothA.R., WeissL.M.Toxoplasma gondii: from animals to humans// International Journal of
Parasitology.— 2000 - N2 30 - p.1217-1258.

Mo Bonpocam, kacawwmmcs Kayectsa Habopa «Toxoplasma IgM-UDA»,
cneayet obpawatbcss B OO0 «XEMA» no agpecy:

105264, MockBa, a/sa 58,

Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)
3NeKTpoHHasa noyTta: info@xema.ru; rqc@xema.ru

VMHTEPHET: WWW.Xema.ru; www.xema-medica.com

PykosoauTens cnyx6bbl knmeHTckoro cepsnca OO0 «XEMA»,

K.6. H. [. C. KOCTpMKUKH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY FOR THE
QUALITATIVE DETERMINATION OF IGM ANTIBODIES TO
TOXOPLASMA SPP.

IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for qualitative determination of IgM antibodies to
Toxoplasma spp. in human 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
46 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

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

The presence of IgM antibodies to Toxoplasma gondii indicates a primary infection,
reactivation of the existing infection or reinfection with T. gondii. It does not differentiate
active from resolving or resolved infection as Toxoplasma gondii -specific IgM may persist
for a long time. To differentiate these stages of infection, additional testing, including IgG
avidity testing, antigen detection, or PCR needs to be done.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated with murine monoclonal antibodies to human
IgM. Antibod ies from the specimen bind coated murine monoclonal antibodies to IgM on
the microwell surface. Unbound material is removed by washing procedure. Toxoplasma
spp. antigen, labelled with peroxidase enzyme, is then added into the microwells and binds
to anti-Toxoplasma IgM if present in total IgM fixed. 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.
Positivity index (PI, %) is calculated by the formula (see Calculations).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 obtained only 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, 90-250 ul, is useful but
not essential;

- Calibrated micropipettes with variable volume, range volume 10-250 pl;

- Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0;

- Dry thermostat or thermostat shaker for 37 °C £2 °C.

5.3. Storage and stability of the Kit

Store the whole kit at +2...+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.

7. TEST PROCEDURE

7.1. Reagent Preparation

- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+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 vials with calibrators on low speed
centrifuge.

- Prepare washing solution from the concentrate BUF WASH 26X by 26 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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7.4. Assay procedure

1 [Put the desired number of microstrips into the frame; allocate 4 wells for control
samples: CONTROL - and CONTROL + (3 and 1 wells, resp.) and two wells for each
unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM UNUSED STRIPS.

Pipet 90 pl of EIA buffer into each well.

Pipet 10 pl of control samples (CONTROL - and CONTROL +) and unknown samples
into the wells. Cover the wells by plate adhesive tape (included into the kit).

4 | Incubate 30 minutes at +37 °C and continuous shaking at 500-600 rpm.

5 | Prepare washing solution by 26X dilution of washing solution concentrate BUF WASH
26X with distilled water. Minimal quantity of washing solution should be 250 ul per
well. Wash strips 3 times.

Dispense 100 pl of CONJ HRP into the wells. Cover the wells by plate adhesive tape.

Incubate 30 minutes at +37 °C and continuous shaking at 500-600 rpm.

Wash the strips 5 times.

Dispense 100 ul of SUBS TMB into the wells.
10 | Incubate 10-20 minutes at +18...+25 °C.
11 | Dispense 100 pl of STOP into the wells.

12 | Measure OD (optical density) at 450 nm.

13 | Set photometer blank on air.

Alternative incubation:

1 [Put the desired number of microstrips into the frame; allocate 4 wells for control
samples: CONTROL - and CONTROL + (3 and 1 wells, resp.) and two wells for each
unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM UNUSED STRIPS.

2 | Pipet 90 pl of EIA buffer into each well.

3 | Pipet 10 pl of control samples (CONTROL - and CONTROL +) and unknown samples
into the wells. Cover the wells by plate adhesive tape (included into the kit).

4 |Incubate incubate 60 minutes at +37 °C.

5 | Prepare washing solution by 26X dilution of washing solution concentrate BUF WASH
26X with distilled water. Minimal quantity of washing solution should be 250 ul per
well. Wash strips 3 times.

Dispense 100 ul of CONJ HRP into the wells. Cover the wells by plate adhesive tape.

6

7 |Incubate 30 minutes at +37 °C.

8 | Wash the strips 5 times.

9 | Dispense 100 pl of SUBS TMB into the wells.
10 | Incubate 10-20 minutes at +18...+25 °C.
11 | Dispense 100 pl of STOP into the wells.

12 | Measure OD (optical density) at 450 nm.

13 | Set photometer blank on air.
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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.

For the assay to be valid, the following requirements should be met:

1. OD450 for CONTROL+ should be nlt 1 AU.

2. 0D450 for CONTROL- should not be more than 0.15 AU for all replicates.

3. OD450 for any CONTROL- replicate should be within 50%-150% of the mean OD450
value for CONTROL-. If any value lies outside this range (although meets requirement #2),
it should be discarded and not used for calculation of the mean OD450 value for CONTROL-.

9. CALCULATION OF RESULTS

1. Calculate the mean absorbance values (OD450) for CONTROL- in triplicates and
each pair of samples.

2. Calculate the cut-off value: (mean OD450 for CONTROL-) + 0.2

3. Calculate Positivity Index (PI) for each sample: PI = mean OD450(sample) / Cut-off

10. EXPECTED VALUES
If PI value is greater than 1.1, the result is POSITIVE.

If PI value is less than 0.9, the result is NEGATIVE.
If PI value is between 0.9 and 1.1, the result is EQUIVOCAL.

Such samples should be retested. If the result is equivocal again, a new sample should
be obtained 2-4 weeks later and tested again. If the result remains equivocal, the sample
should be considered negative.

Therapeutic 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
therapeutic measures. 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.
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity

Specificity of the test was evaluated on 93 serum specimens found negative in DiaSorin
(Italy) and NovaTec (Germany). All tested specimens were found negative. Based on these
data, specificity of the test is 100%

11.2. Analytical sensitivity

Specificity of Toxo IgM EIA was evaluated using Boston Biomedica, Inc panel
“Toxoplasma IgM Positive Control PTT201". The results obtained were consistent with those
obtained with Abbott EIA Toxo-IgM (lot 04667M201).

11.3. Precision

Intra-assay precision for two different lots (CV1, CV2) is shown below:

Serum, no replicates IP overage value V1, % V2, %
1 32 10.1 3.2 4.4
2 32 2.7 5.1 5.8

Inter-assay precision is shown below:

erum, no duplicated IP overage value W, %
1 8 9.6 4.7
2 8 2.9 6.8
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Cumson / Symbol

3na c / Symbolize

Mpoussoautens / Manufacturer

Hata npoussoacTsa / Date of manufacture

Homep no katanory / Catalogue number

-
HHIEIE
-

Homep cepun / Batch code

<
2
z
=
=

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHue TemnepaTypsbl / Temperature limitation

ToNbKO ANA UH BUTPO ANArHoCTUKM /
In Vitro Diagnostic Medical Device

BHumaHwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npu HapyLIEHUN LIETIOCTHOCTM YNaKoBKM /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

Al

-

Kann6poBoyHble npobbl / Calibrator set

CONTROL

KoHTposibHas ceiBopoTka / Control sera

KoHbtoraT / Conjugate

SUBS TMB

PacTBop cy6cTpaTa TeTpamMeTunbeHsuanHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

M

STOP

Cron-peareHT / Stop solution

=]
=]
=

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans
\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:

LieHTpanbHblin opuc 000 «XEMA»

Anpec Ana KoppecroHAeHunu:

105264, r. MockBa, a/a 58, yn. 9-a MNapkosas, A. 48, 1-i nop., 5 atax

Ten.: +7 (495) 510-57 07, 737-39-36; xemahelp
dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xeman», Ten.: +7 (812) 271-24-41

191144, CankT-lMeTepbypr, JertapHbiii nep., a. 8-10, nutep A
e-mail: sppb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39

Oduc: 220029, MuHck, MpocnekT Maweposa, g. 11,

nutep A, kopn. 8/K, oduc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, r. Knes, yn. Akagemnika Edpemosa, 1. 23;

e-mail: info@xema.com.ua
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