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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB AJ11 UMMYHO®EPMEHTHOI'O
OMPEAENEHUA IgM AHTUTEN1 K AHTUTEHAM
CHLAMYDIA SPP. B CbIBOPOTKE (MJIA3ME) KPOBU

«Chlamydia IgM-U®A»

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

Chlamydia IgM EIA

AxTtuTena Kk BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTByIOT
KoHTposnbHble CbIBOPOTKY, BXOAALLME B COCTaB Habopa, NHAaKTNBUPOBaHbI.

W For 96 determinations /Ha 96 onpepeneHun

[nA uH 8UMPO ANArHOCTUKK

HOMEP MO KATAJOTY K105M
TY N 9398-1051-18619450-2009

PETMCTPALUMOHHOE YOOCTOBEPEHUE
Ne ®CP 2010/07074 o1 16 mapTa 2010 1.
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K105M

«YTBEPXJEHA»
Mpwukas PocagpaBHaa3sopa N2 2074-Mp/10 ot 16 mapTta 2010 r.
KPA N? 4201 ot 28.01.2010 .

MHCTPYKUMA NO NPUMEHEHUIO HABOPA PEAFEHTOB
and AMMYHO®EPMEHTHOIO ONPEAENEHNA IgM AHTUTEN
K AHTUTEHAM CHLAMYDIA SPP. B CbIBOPOTKE (MJIASME)
KPOBU «Chlamydia IgM-U®A»

1. HASBHAYEHMUE

1.1. Habop peareHToB «Chlamydia IgM-U®A» npeaHa3HayeH A9 KayeCTBEHHOrO
onpenenenus IgM aHtuten k aHtureHam Chlamydia spp. B cbiBopoTKe (Mnsia3mMe) KpoBu
MeToAOM TBepAodasHOro MMMyHO(MEPMEHTHOro aHanun3a.

1.2. Ceponorunyeckme MeToAbl ANArHOCTUKM XTaMUANNHON MHdeKUnKn (B TOM Yncne
N MMMyHOMdepMeHTHbIM aHanu3, VMDA) no3BonsoT onpefennTb CTaauio U xapakTep
npoTekaHuns 3abonesaHuns, 4To 0co60 BaXXHO NPU XPOHNYECKOM TeyeHUn 3aboneBaHns Ha
NPOTSHKEHNN MHOIMX MecsaLeB n net. C 3Ton uensto B MOA onpeaensioT cneumbunyeckmne
aHTuTena knaccos IgM, IgA wn IgG, KoTopble MNOCNeAOBaTENbHO CUHTE3UPYIOTCS W
HakanJnBalTCSA B CbIBOPOTKE KPOBWU U B BMOIOMMUYECKUX CEKpEeTax YenoBeka.

1.3. lMepBbIMU C MOMEHTa MHPULNPOBAHUSA B KPOBU MOSBSAIOTCS Cneunduyeckme K
Chlamydia spp. aHTuTena knacca IgM - B nepBble HeAenn C MOMeHTa UHPULMPOBAHUS.
AHTUTENa 3TOro Kjacca SABAAKTCA MokasaTtenem nepBuyHOM uHdekumm Chlamydia
spp. Cneunduyeckmne k Chlamydia spp. aHTuTena knacca IgA NpuCyTCTBYIOT KakK B
CbIBOPOTOYHOWN, TaK M B CEKPETOPHOM (pbopMax — 3TO NoKasaTeslb Kak OCTPOoi UHdekumu,
Tak M MaHudecTaumm npu XpoHuyeckon ¢opme 3abonesaHus. B CbIBOPOTKE KpOBWU
aHTuTena knacca IgA nossnsatoTca Yepes 10-14 gHel oT Hayana 3abonesaHnsi, HEMHOIO
paHblue aHTUTen knacca IgG, Ho B MEHbLUMX KOHLeHTpaumax. MIX MoxxHO o6HapyxuBeaTb B
Ha4yane 60ne3HN B BbIAENEHUAX U3 MOJSIOBbIX OPraHOB. BbiCOKME KOHUEHTpauum aHTuten
3TOr0 Kjflacca MOryT CBUAETENbCTBOBATb O XPOHMYeckon uHdekumn. Cneunduryeckne
IgA aHTUTena XxapakTepusylTca nepuoaoM nonypacnaga 5-7 AHeN, 4To no3sonseTr
NCNonb30BaTb MX ANA KOHTPons 3ddeKTUBHOCTU neveHunss. CHUXKEHUE YPOBHS 3TUX
aHTUTeNn B 2-3 pa3a CBMAETENbCTBYET 06 yCnewHo NpoBeAeHHON Tepanuu.

1.4. AHTuTena knacca IgG nosiBNAOTCS, HauMHas C TpeTbelr Heaenu OT Hayana
3aboneBaHusa. Wx Hanuume oTtobpaxaeT o6wWyl KapTMHY WMMYHHOro OTBeTa B
pe3yfibTaTe OCTPOW, XPOHMYECKON UM NepeHeceHHon nHdekumn. B nocnegHem cnyyae
IgG MoryT onpeaensiTbCs Ha HU3KOM YPOBHE B TeYeHME MHOMUX NeT
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XEMA

2. NIPUHUUN PABOTblI HABOPA

Onpepenenve IgM aHtMTen Kk aHTureHam Chlamydia spp. ocHoBaHO Ha
MCnonb3oBaHMM npuHuuna «IgM-szaxesaT» TBepAodas3HOro WUMMyHOMEPMEHTHOIO
aHanu3a. Ha BHyTpeHHel MNOBEPXHOCTW JIYHOK MiaHweTa WMMMOOWMAN30BaHbI
MOHOK/IOHanbHble aHTuTena Kk IgM. AHTuTena n3 obpasua CBA3bIBAOTCHA C aHTUTENaMm
kK IgM Ha TBeppoi dase. Obpa3zoBaBLIMACA KOMMAEKC cneumduyeckn BbISBASKOT C
nomoubto kKoHbtorata Chlamydia spp. c nepokcnaason xpeHa. B pesynbTaTe obpasyetcs
CBSI3aHHbIW C N1AaCTUKOM «CIHABUY», coAepalumii nepokcuaasy. Bo Bpemsa nHkybaumm
Cc pacTtBopoM cyb6cTtpata TeTpametunbensuamHa (TMB) npoucxoauT OKpalmnBaHue
pacTBOPOB B SIyHKaX. VIHTEHCMBHOCTb OKpacKky NpSAMO NPOMNOpLMOHanbHa KOHLEHTpaunm
IgM aHTuTen k aHTureHam Chlamydia spp. B wuccneayemom obpasue. WHaekc
nosutusHoctn (UM, %) IgM aHTuTen k aHtureHam Chlamydia spp. B mnccneayembix
obpasuax paccumTbiBaeTcs No dopMyse, NPpMBEAEHHON B MHCTPYKLUMN.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundumuHocTb. Habop peareHTtoB «Chlamydia IgM-U®A» nposepsnu
Ha obpa3suax CbIBOPOTOK KPOBW MAaLMEHTOB C MPU3HAKaMW OCTPOro YpOreHUTasbHOro
XxnamMmamosa, BO Bcex obpasuax 6biiv BbisiBNeHbl cneunduyeckme k Chlamydia spp.
aHTuTena knacca IgG, B 82% 13 HUX BbISBASNUCE aHTUTeNa knacca IgM k Chlamydia spp.

3.2. Bocnpon3BoAUMOCTb.

KoaddpurumneHT Bapuaumm pesynbTaToB onpeaeneHus cogepxaHus IgM anTtuten
K aHTureHam Chlamydia spp. B 0o4HOM 1 TOM >e obpa3sue CbiIBOpOTKM (Mn1a3Mbl) KPOBM
c ucnonb3osaHueM Habopa «Chlamydia IgM-U®A» He npesbiwaeT 8.0%.
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5. MEPbI MPEAOCTOPOX>XHOCTU

5.1. MoTeHUManbHbI puck NnpumMmeHeHns Habopa - knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KMUCNOTbI), B UCMOJIb3YyEMbIX KOHLIEHTPaUUAX ABASOTCA HETOKCUYHBIMMU.

PactBop cepHoM KkucnoTbl obnajaeT pasapaxatrowmm  aeicteuem.  U3beraTb
pa36bpbI3rnBaHNs 1 NoNagaHns Ha KoOXy 1 Cnn3uncTble. Mpu nonagaHnum Ha KOXY U CIN3UCTble
NOpaXKeHHbIW y4acToK crieayeT NpoMbITb 6ONbLINM KONMYECTBOM MPOTOYHOW BOAbI.

5.3. lNpu pabote ¢ HabopoM cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKMU
6e3onacHoCTN, MPOU3BOACTBEHHOW CaHWUTapuu, NPOTUBOIMUAEMMYECKOrO pexuma u
nn4yHOM rurnenbl npu pabote B nabopaTtopusax (oTaeneHusx, oTAenax) CaHUTapHO-
3MNAEMMUONIOTNYECKUX YUPEXAEHUIA cuCcTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
NnJacTMKOBbIe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpmBaTb Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCobHbIN ANNTENbHOE BPEMS COXPaHSATb
n nepepjaBaTb BWY, Bupyc rematuta wunu nwboil Apyron Bo36yauTeNb BUPYCHOM
MHbEKUMN.

6. OBOPYQOBAHUE N MATEPUAIJDI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
- doTOMEeTp BEpTUKANbHOIO0 CKaHUpPOBaHWUS, MO3BONSKOWMA U3MEPSATb OMTUYECKYIO
MJIOTHOCTb COAEPXXMMOTrO JIYHOK MaHLweTa npu AsvHe BoSHbl 450 HM;
- TepMmocTaT, noaaepxuBatowmnii Temnepatypy +37 °C 0.1 °C;
— [03aTopbl CO CMEHHbIMM HaKOHEeYHWKaMu, Mo3Bonswme oTbnpatb 06bEMbI
B gmanasoHe 10-250 mkn;
- UWAMHAP MepHbIn BMecTuMocTbio 1000 mn;
- BOAa AUCTWIIMPOBaHHas;
—  nepyaTKu pe3nHOBble UM NIACTUKOBbIE;
- bymara dwunbTpoBasnbHas.

7. NOArOTOBKA PEATEHTOB AJ11 AHAJIU3A

7.1. Mepen npoBefeHneM aHanmsa KOMMNOHeHTbl Habopa n nccneayemsie obpasubl
CbIBOPOTKM (NNasMbl) KpPOBM CrlieAyeT BblAepXaTb MNpUM KOMHATHOM TemnepaTtype
(+18...425 °C) He mMeHee 30 MUH.

7.2. MNpurotoBnieHne nJjaHwera.

BCKpbITb MakeT C NJaHLWeTOM W YCTaHOBWUTb Ha paMKy Heo6XoAmMOe KOMMYecTBO
ctpunosB. OcCTaBLUMECS  HEUCMONb30BaHHbIMM  CTPUMbl, 4TOBbl  MNpeaoTBpaTUTb
BO3JENCTBME Ha HMX BRaru, TwaTenbHO 3aknenTb ByMaron Ans 3aKieMBaHns NaaHLWeTa
M XpaHuTb Npu TemMnepaType +2...4+8 °C B TeueHune Bcero cpoka rogHoctu Habopa.

7.3. NMpuroTtoBsieHMe OTMbIBOYHOIO pacreopa.

Copepxumoe nakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pacTsopa (22 MN1), nepeHecTn
B MEpHbI UMAMHAp BMecTuMocTbio 1000 mn, pobasute 550 Mn AncTMAnMpoBaHHOWN
BOAbl M TWATeNbHO nepemewaTb. B cnyyae apobHoro ucnonb3osaHus Habopa cnenyer
oTobpaTb HeobxoAMMOe KOMMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
ANCTUNNNPOBAHHON BOAOW B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOIO pacTteopa + 25 mn
ANCTUNNNPOBAHHON BOAbI).
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7.4. NpuroTtoBJsieHne KOHblOraTa.

MpuroToBbTE KOHbBIOraT: A4S 3TOro pa3baBbTe KOHLEHTpaT KoHbkrata B 11 pas
6ydepoM ans pasBedeHMst KOHLEeHTpaTa KoHbtorata. BHUMAHWE! Pas6aBneHHbIN
pacTBOp KOHblrata He xpaHutcsa! Pas3baBnaWte TONbKO Ty 4YacTb KOHLEHTpaTa
KOHblOraTa, KoTopas Heobxoamma Ans pAaHHoM noctaHoBku! [Mpumep: 100 ™Mkn
KOHLieHTpaTa KoHbtorata + 1000 mkn 6ydepa ana pasBeaeHUs KoOHbloraTa.

8. YC/I0OBUSA XPAHEHUA N 3KCMJTYATALUUN HABOPA

8.1. Habop peareHToB «Chlamydia IgM-U®A» pomkeH XpaHUTbCA B YMNaKoBKe
npeanpusaTUA-u3roToBuTens npu Temnepatype +2...+8 °C B TeuyeHue Bcero Cpoka
roAHOCTH, yKa3aHHOro Ha ynakoBke Habopa. [lonyckaeTcs xpaHeHue (TpaHCNopTUpoBKa)
Habopa npu TemnepaTtype Ao +25 °C He 6onee 15 cyTok. He gonyckaeTca 3aMmopaxuBaHue
uenoro Habopa.

8.2. Habop paccuuTaH Ha npoBeaeHue aHanu3a B aybnukatax 46 uccnefyembix
06pa3uoB 1 2 Npob KOHTPOJIbHBIX CbIBOPOTOK (BCero 96 onpeaeneHuit).

8.3. B cnyyae gpobHoro wmcnonb3oBaHus Habopa KOMMOHEHTbl cneayeT XpaHWuTb
cneayownm obpasom:

- OCTaBLUMECS HEeNCNOJb30BaHHbIMU CTPUMbl HEOHXOANMO TLLATENbHO 3aKNenTb

6ymaron Ans 3aknenBaHns NnaHLWeTa u XpaHuTb Npu TemnepaType +2...+8 °C
B TeYeHue BCero cpoka rogHoctun Habopa;

- bydep ana passeseHuss 06pa3uoB, KOHUEHTpaT KoOHblorata, bydep ana
pa3BeAeHNs KOHLUeHTpaTa KoHblorata, cybcTpaT, cTon-peareHT nocne
BCKPbITUS (PIAaKOHOB CrieAyeT XpaHUTb Npy Temnepatype +2...4+8 °C B TeueHune
BCero cpoka rogHoctu Habopa;

-  KOHTpOsbHblE CbIBOPOTKW MOC/AE BCKPbITUS (P/IAaKOHOB CnefyeT XPaHUTb npwu
TemnepaType +2...+8 °C He 6onee 2 mecsues;

- OCTaBLUMIACH HEWCMNOJIb30BaHHbIM KOHLIEHTPAaT OTMbIBOYHOrO pacTeBopa cneayer
XpaHUTb Npu Temnepatype +2...+8 °C B TeyeHne Bcero cpoka rogHoctn Habopa.
MPUroTOBMIEHHbIN OTMbIBOYHbIA pPacTBOp CnefyeT XpaHWTb MpU  KOMHaTHOM
TemnepaTtype (+18...425 °C) He 6onee 15 cyTok unu npmn Temnepatype +2...+8 °C
He 6onee 45 cyTok.

MpuMeyaHue. locne MCNoONb30BaHUS peareHTa HemenneHHO 3aKpblBalTe KPbIWKY

¢ nakoHa. 3akpbiBaniTe KaxAabli HNaKoOH CBOEN KPbILWKON.

8.4. [ina npoBeAeHUsA aHanu3a He CcreayeT WCMosib30BaTb rEMOSIM3MPOBAHHYIO,
MYTHYO CbIBOPOTKY (Mn1a3My) KpOBM, @ Takxe CbIBOPOTKY (MiasMy) KpOBK, COAepIKaLLyto
asung HaTpus. Ecnv aHanvs NnpousBOAUTCS He B leHb B3STUS KPOBU, CbIBOPOTKY (Mnasmy)
cneayeT xpaHuTb npu Temnepatype -20 °C. loBTOpHOe 3aMOpaxuBaHWe-oTTanBaHue
06pa3uoB CbIBOPOTKM (Mf1a3Mbl) KPOBM He ponyckaeTtcd. [onyckaeTcsa uccnegoBaHue
CbIBOPOTOK, XpaHeHWe KOTOpbIX C MOMeHTa 3abopa KpoBWM OCYLLECTBASIOCH MpU
TeMmnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VckntoyaeTcss ucnonb3oBaHuWe ANs aHanu3a o6pasuoB CbIBOPOTKKU (MnasMbl)
KPOBW NtoAen, Mony4yaBlNX B LEnsax AWMArHOCTUKM WAWM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIWWHbIE aHTUTENa.

8.6. [Ina nonyyeHuWsi HageXHbIX pe3ynbTaToB HeobxoauMMo cTporoe cobntoaeHue
WNHCTpykuumn no npumeHenuto Habopa.

8.7. He wucnonb3ynTe KOMMOHEHTbI M3 APYrMx HabopoB WAW M3 aHanOrn4YHbIX
HabopoB Apyrux cepun.
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10. OXKWAAEMbIE 3HAYEHNA N HOPMbI

OcHOBbIBasiCb Ha pe3ynbTatax wuccnenoBaHwuii, npoBeaeHHbix 000 «XEMA»,
pekoMeHAyeM M0fb30BaTbCA HOpMaMu, MpuMBEAEHHbIMM Hmxe. Bmecte ¢ Tem, B
cooTBeTCTBMM C npasBunamm GLP (Xopowein nabopaTopHOM NpaKTUKKM), Kaxaas
nabopatopua A[o/HKHA camMa onpefenuTb MapaMeTpbl HOPMbl, XapakTepHble An5
obcnepyemori nonynaumn.

UHTepnpeTauuns pe3ynbTaToB:
Mpu UMN>1.1 o6pasel NONOXKUTENbHbIN,
npu UMN<0.9 - oTpuuaTesibHbIN.

Mpwn 3HayeHun WM, nexawem B npomexyTtke oT 0.91 go 1.09 - pesynbtat B
norpaHnNyHom 3oHe (+/-).

Takne CbIBOPOTKM PEKOMEHAYETCA wuccnefosatb MOBTOPHO. ECAM MOBTOPHbIN
MOSTyYeHHbIN pe3ynbTaTt byaeT HeonpeaeneHHbIM, TO crieqyeT NpoBecTn TeCTUpoBaHue
CbIBOPOTKW, MOJIy4EeHHOW 4yepe3 2-4 Heaenwn. B cnyyae nony4vyeHuss HeonpeaeneHHbIX
pe3ynbTaToB Takune obpa3subl cYMTaTb OTpULATENbHbIMU.

11. JINTEPATYPA

1. boukapeB E.[. JlabopaTopHas AuarHocTUKa XNaMuaMMHOM WHpekumn. — MOCKBa,
2002. - 38c.

2. Kyapssuesa J1.B., MuctopuHa 0.10., N'eHepo3oB 3.B. u ap. KnnHuka, gmarHoctmka
1 nevyeHne xnamMmanimHom nHbekunn (nocobue ansa spadven). — Mockea, 2001. - 40 c.

3. Barnes R.C. Laboratory diagnosis of human chlamydial infections // Clin. Microbiol.
Revs. - April, 1989. - P, 119-136.

4. Bas S., Vischer T.L. Chlamydia spp. antibody detection and diagnosis of reactive
arthritis // British Journal of Rheumatology. — 1998. - N2 37. - P. 1054-1059.

5. Black C.M. Current methods of laboratory diagnostics of Chlamydia spp. infection //
In “Clinical Microbiology Reviews”. - 1997. - P. 160-184.

Mo BonpocaM, kacatwmmcs kadectsa Habopa «Chlamydia IgM-U®A >,
cneayet obpawartbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-i noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasibHbIN))

3M1eKTPOHHas noyta: info@xema.ru; rgc@xema.ru
VHTEPHET: www.xema.ru; www.xema-medica.com

PykoBoauTenb cnyxbbl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KoCcTpnkunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IgM ANTIBODIES TO CHLAMYDIA TRACHOMATIS IN
HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgM
antibodies to Chlamydia trachomatis in 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

Chlamydia spp. (trachomatis, psittaci, pneumoniae, pecorum and others) are
obligate intracellular parasites and one of the most common human and animal
pathogens. E.g., C. trachomatis has been recognized as a frequent cause of sexually
transmitted diseases, which may lead to serious deterioration of reproductive function
both in men and women (chronic pelvic inflammation and infertility). This species
may also cause conjunctivitis and keratitis in adults and ophthalmia neonatorum in
children born to an infected mother. C. psittaci is transmitted from birds to humans
and causes an atypical pneumonia (ornitosis); C. pneumoniae is the causative
agents of both acute pneumonia and chronic bronchitis. Due to intracellular ‘depot’
of the microorganism, Chlamydia infections may be asymptomatic and recurrent.

Detection of specific antibodies to Chlamydia spp. is a valuable
tool to detect infection and to monitor its course and treatment.

IgM antibodies to Chlamydia are the first to appear - they become
detectable within 1-2 weeks after infection and indicate a primary infection.

IgA antibodies to Chlamydia appear later on (usually - on day 10-
14) and may be found both in serum and on mucosal surfaces (secretory
IgA) and in high levels are indicative of chronic infection. IgA antibodies to
Chlamydia react well to treatment and are used to monitor its effectiveness.

IgG antibodies to Chlamydia appear usually on week 3 after infection
and indicate the level of immune response to the infection; their low
levels may also be anamnestic and indicative of an earlier infection.

When primary  Chlamydia infection is suspected, the detection
of IgM is highly diagnostic. In reinfection, IgM level may be rarely
detected while IgG and IgA levels rise quickly, often in one to two weeks.
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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. Total IgM from the specimen binds to anti-IgM fixed on the microwell surface.
Unbound material is removed by washing procedure. Chlamydia trachomatis, labelled
with peroxidase enzyme, is then added into the microwells and binds to anti-Chlamydia
trachomatis 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.

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. 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 pl, is useful
but not essential;

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

—  Dry thermostat for 37 °C = 2 °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 2-8 °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.

- 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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7.4. Assay procedure

1 | Put the desired number of microstrips into the frame; allocate 4 wells for control
samples CONTROL - 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 pul of EIA Sample buffer into each well.

Pipet 10 pl of control samples CONTROL - 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.

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

6 | Prepare working conjugate solution by dilution of conjugate concentrate 11 fold
by conjugate dilution buffer.

ATTENTION: working conjugate solution is unstable and should not be stored!
Prepare the volume required for
actual assay run.

7 | Dispense 100 pl of working conjugate solution into the wells. Cover the wells by
plate adhesive tape.

Incubate 30 minutes at +18...+25°C.
Wash the strips 5 times.

10 | Dispense 100 ul of SUBS TMB into the wells.

11 | Incubate 10-20 minutes at +18...+25°C.

12 | Dispense 100 pl of STOP into the wells.

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

14 | 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. 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:

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

1. OD450 for CONTROL+ should be nlt 1.5 AU.

2. OD450 for CONTROL- should not be more than 0.15 AU for all replicates.

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.

11. PERFORMANCE CHARACTERISTICS

11.1. Specificity
Specificity of the test was evaluated on 94 serum specimens found negative. All tested
specimens were found negative. Based on these data, specificity of the test is 100%.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

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»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

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

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, r. Knes, yn. Akapgemvika Edpemosa, 4. 23;
e-mail: info@xema.com.ua
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