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K105I

«YTBEPXJEHA»
Mpuka3 PocsapaBHaasopa N2 1497-Mp/10 ot ot 1 mapTa 2010 r.
KPA N° 74911 ot 29.10.2009 r.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA IgG anTuten
K AHTUFTEHAM CHLAMYDIA SPP. B CbIBOPOTKE (MJ1IA3ME)

KPOBWU «CHLAMYDIA IgG-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «Chlamydia IgG-U®A» npeaHa3HayeH AN KayeCTBEHHOro
onpepeneHvs KoHueHTpauun IgG aHTuTen Kk aHtureHam Chlamydia trachomatis un
Chlamydia pneumoniae B cbiBOpoTKe (nsiasmMe) KpoOBM METOAOM TBepAodasHOro
MMMYHOMEPMEHTHOIO aHanmsa.

1.2. Pog Chlamydia (xnamugmu) - obnuraTHble BHYTPUK/IETOYHbIE MapasuTbl,
nMeroLmne CXoacTBo € MpaM-oTpuuaTenbHbiMu 6akTepuamn. B pog Chlamydia Bxoaut Tpu
Buaa: C.trachomatis, C.psittaci u C.pneumoniae (TWAR), Hecywme oblmne aHTUreHHbole
aetepmuHaHTbl. C.trachomatis Bbi3biBaeT 3aboneBaHusi, nepearolmnecs MoOsOBbIM
nyTeMm, KOTOpble MOryT MpUMBOAUTL K CEPbE3HbIM HAapYyLIEHUAM pPenpoayKTUBHOM
cdepbl, BKIOYasA XPOHMYECKOe BOCMNasieHne B OpraHax Manoro tasa u 6ecnnogue. 3101
BWA MOXET TaKXe Bbi3blBaTb KOHBIOHKTUBUT U KepaTWUT Yy AeTeN U HOBOPOXAEHHbIX,
poavMBWMXCA Y UHGUUMpoBaHHON mMaTepu. C.psittaci nepepaetca uenoseky oOT
MHOUUMPOBaHHbIX NTUL, (ronybel, nomnyraeB) W Bbi3bIBAET aTUMUYHYIO MHEBMOHMUIO
(opHKTO3). C.pneumoniae MOXET BbI3blBaTb KakK OCTPOe MopaxKeHue pecrnmpaTtopHoro
TpakTa (MHEBMOHWIO), TaK U XPOHWUYECKMe BPOHXUTHI. 10 NpUYNHE BHYTPUKIETOYHOWM
nloKanuMsauum n pasMHOXeHUs, MHhEeKLNN, Bbi3biBaeMble X/TaMUANSMU, YacTo NPOTEKAKT
6eccumnToMHO U peunamsupytoT. Cneunduyeckme IgG-aHTUTENa K aHTUreHam
XNaMUANI He ABASIOTCA NPOTEKTUBHBLIMKU (He 3alMLatoT OT peumamsa UM NOBTOPHOMO
MHOULMPOBAHUS), HO WX TUTP B CbIBOPOTKE KPOBW OObIYHO OTpaxkaeT CTerneHb
AKTUBHOCTU Pa3MHOXEHWS XNaMUANA; NOSTOMY onpeaeneHne IgG-aHTUTEN MOXET 6bITb
NCNONb30BaHO A8 MOHWUTOPUHIA AaHHbIX MHMEKLMI. MoBbIWeHHbIe TUTPbI IgG-aHTuTen
B CbIBOPOTKE KPOBW MOrYT ONpeaenaTbCs yepes 3-4 Hegenw nocne Havana 3abonesaHus,
HECMOTPS Ha YCMeLWHY aHTUMUKPOBHYIO Tepanuio. JaHHas TecT-cucteMa HecnocobHa
pasnnuuntb IgG-aHTMTENa NPOTUB pa3nMyHbIX BUAOB poga Chlamydia.
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XEMA

2. MPUHUMN PABOTbl HABOPA

OnpegeneHne IgG aHTMTen Kk aHtureHam Chlamydia trachomatis u Chlamydia
pneumoniae OCHOB@HO Ha MWCMOMb30BaHUW HEMPSIMOro BapuwaHTa TBepAodasHoro
MMMYHOMEPMEHTHOrO aHanu3a. Ha BHYTPEHHEeN MOBEepPXHOCTU JIYHOK MJaHwWeTa
nMMobunusosaH aHTureH - Chlamydia. AHTUTena w3 obpasua cBsA3bIBAKOTCA C
@QHTUIeHOM Ha MOBEPXHOCTU NyHKN. OB6pa3oBaBLUMNCS KOMMIEKC BbISIBASIOT C MOMOLLbIO
KOHblOraTa MbIWNHBIX MOHOKJIOHaNbHbIX aHTMTeNn k IgG yenoBeka C MepoKCMAA30M
xpeHa. B pe3synbTaTe obpasyeTcs CBA3AHHbIN C MIACTUKOM «CIHABWUY», coAepiKalluuni
nepokcuaasy. Bo BpemMsi uHKybauum c pacTBopoM cybcTpata TeTpameTunbeHsuauHa
(TMB) nponcxoauT oKpalimMBaHue pacTBOPOB B JIyHKaX. MHTEHCMBHOCTb OKpacKu NpsiMo
nponopunoHanbHa KOHUeHTpaumm cneumndunyecknx IgG antuten k aHtureHam Chlamydia
spp. KoHueHTpauus IgG aHTuTen k aHtureHam Chlamydia trachomatis n Chlamydia
pneumoniae B uccnegyemblx obpasuax paccyuTbiBaeTcs No hopMyne, NpuBeAeHHON B
VHCTPYKLUN.

3. AHAJIUTNYECKUE XAPAKTEPUCTUKHA

3.1. CneuncpunUUHOCTDb. VICNosIb30BaHNE BbICOKOOYMLLEHHOIO Npenapara no3sonseTr
[OCTUYb BbICOKOW CNeunduYHOCTN aHanusa.

3.2. BocnponssBoaUMOCTb.

KoaddurumeHT Bapuaumm pesynbTaToB onpeaeneHuns coaepxanHumsa IgG aHTuTen
K aHTureHam Chlamydia spp. B 04HOM 1 TOM Xe obpasue CbIBOPOTKM (Na1a3Mbl) KPOBU
C ucnonb3oBaHmeM Habopa «Chlamydia IgG-U®A» He npeBbiwaeT 8.0 %.
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5. MEPbI NPEAOCTOPOXXHOCTU

5.1. MoTeHUManbHbIN puck NnpuMmeHeHuns Habopa - knacc 26 (FTOCT P 51609-2000).

5.2. Bce komnoHeHTbl Habopa, 3a ncknw4yeHnem cron-peareHta (5.0 % pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPaUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBop cepHoM KkucnoTbl obnajaeT pasapaxatmowmm  aeicteuem.  U3beraTb
pa3bpbi3rnBaHns 1 NoNagaHns Ha KoXy 1 Cnu3uncTble. Mpu nonagaHum Ha KOXY U CIN3UCTble
NopaxKeHHbIN y4acToK CrieayeT NpoMbITb 60NbLINM KONIMYECTBOM MNPOTOYHOWN BOAbI.

5.3. lNpu pabote c HabopoM cneayet cobniogatb «lMpaBuna yCTPOMCTBA, TEXHUKNU
6e3onacHoCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NNYHOM rurmeHbl nNpu pabote B nabopatopusax (OTAeneHuax, oTaenax) caHuTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote ¢ Habopom cneayeT HageBaTb OA4HOPA30Bble PE3VHOBbIE WU
nJacTMKOBbIEe NMepyaTKn, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHuManbHO MHOULMPOBAHHbIA MaTepuan, CNoCobHbI ANNTENbHOE BPEMS COXPaHSATb
n nepepasaTb BWY, Bupyc rematuta wunu nwobon apyron Bo36yAuTENb BUPYCHOM
MHDEKLMN.

6. OBOPYJOBAHUE N MATEPWUAIJDI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
- (oTOoMeTp BEepTUKaNbHOIrO CKaHMPOBaHMWS, MO3BONSAIOLWNIA U3MEPATb OMNTUYECKYHD
MAOTHOCTb COAEPXMMOrO JIYHOK MaHLWweTa nNpu AsiMHe BONHbl 450 HM;
- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3sonswwme oTbupate 06bEMbI
B Anana3soHe 20-250 mkn;
- UMAMHAP MepHbIn BMecTuMocTbio 1000 mn;
-  TepMocCTaT, NnoaAepXunBarLwmini TemnepaTypy +37 °C £2 °C;
- BOAa AUCTWIIMPOBaHHas;
—  repyaTku pe3uHOBbIE UK MSIACTUKOBbLIE;
- bymMara dunbTpoBasnbHas.

7. NOArOTOBKA PEAFEHTOB A/11 AHAJIU3A

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

7.2. MpuroToBJsieHMe NaaHLWIeTa.

BCKpbITb MakeT C NaaHWeTOM U YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOMMYecTBO
ctpunos. OcTaBlWMeCAS  HEWCMNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HMX BRaru, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHuUTb Npu TemnepaType +2...+8 °C B TeuyeHuMe BCero cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

Copepxumoe dnakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pacTsopa (22 Mf1), nepeHecTn
B MEpHbI LUMAMHAP BMecTuMocTbio 1000 mn, pobasute 550 Mn anctunnvpoBaHHOWN
BOAbl M TWATeNbHO nepemewaTb. B cnyyae apobHoro ucnonb3osaHus Habopa cneayet
oTobpaTb HeobxoAMMOe KOMMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
OANCTUNNNPOBAHHON BOAOW B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacTteopa + 25 mn
ANCTUNNNPOBAHHON BOAbI).
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8. YC/1I0OBUA XPAHEHUA N 3KCIMJTYATALUUN HABOPA

8.1. Habop peareHToB «Chlamydia IgG-U®A» ponxeH XpaHWUTbCS B YMNaKoOBKe
npeanpusaTUA-uU3roToBuTens npu Temnepatype +2..+8 °C B TeuyeHWe BCero Ccpoka
rOAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype no +25 °C
He 6onee 15 cyTok. He gonyckaeTcsa 3amMopa)MBaHue Lenoro Habopa.

8.2. Habop paccuuTaH Ha npoBeAeHue aHanusa B AybnukaTtax 45 nccnepyembix
obpasuoB, 1 kanubpoBouyHOM Npobbl M 2 Npob6 KOHTPO/IbHLIX CbIBOPOTOK (BCEro
96 onpeaeneHui).

8.3. B cnyyae apobHoro ucnonb3oBaHus Habopa KOMMNOHEHTbI cneayeT XpaHuTb
cneaywwmm obpasom:

—  OCTaBLUMECH HEUCrnosib30BaHHbIMW CTPUMbl HEO6XOAMMO TLlATENbHO 3aKIenTb

bymaron ansa 3aknemBaHus NiaHWeTa u XpaHuTb Npu TemnepaType +2...+8 °C
B TeUYeHWe BCero cpoka rogHoctu Habopa;

-  WN®DA-bydep, kKoHblOraT, cybCcTpaT, CTOM-peareHT nocsie BCKpbITUS (h1akKoHOB
cnepayeTr xpaHuTb npu TemnepaTtype +2..+8 °C B TeuyeHuMe BCero cpoka
roaHocTn Habopa;

- KanmbpoBOYHYO Npoby M KOHTPOJIbHbIE CbIBOPOTKU MOC/E BCKPbLITUSA (D1aKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 Mecsues;

- OCTaBLUMICS HEWCMNONb30BaHHbIM KOHLEHTPAT OTMbIBOYHOIO pacTBopa creayer
XpaHUTb npu TemnepaType +2..+8 °C B TeyeHWe BCero Cpoka rOAHOCTU
Habopa. [lpuUroToBNEHHbIN OTMbIBOYHbLIA PacTBOp CcneAyeT XpaHuTb npwu
KOMHaTHOM TeMnepaType (+18...+25 °C) He 6onee 15 cyTok unu npu temnepartype
+2...48 °C He 6onee 45 cyToK.

MpumeyaHue. Mocne ncnonb30BaHUA peareHTa HeMeANleHHO 3aKpbiBaWTe KpbILKY

dnakoHa. 3akpbiBaniTe Kaxablii hNakoH CBOEN KPbILLKOW.

8.4. [ina npoBeAeHWs aHanuM3a He cnepyeT WUCMNOAb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYO CbIBOPOTKY (M/1a3My) KpOBU, @ TaKXKe CbIBOPOTKY (Mn1a3My) KpOBM, CoAepXKaLlyro
a3ua HaTpusa. Ecnm aHanms nponsBoAnTCS HE B IGHb B3STUSA KPOBU, CbIBOPOTKY (Maasmy)
cnepyeT XpaHuTb npu Temnepatype -20 °C. [oBTOpHOe 3aMOpaXmBaHWe-oTTanBaHue
06pas3uLoB CbIBOPOTKM (Mna3Mbl) KPOBU He gonyckaeTcs. [JonmyckaeTcs uccnegoBaHue
CbIBOPOTOK, XpaHeHuMe KOTOpbiIX C MOMeHTa 3abopa KpOBM OCYyLEeCTBASIOCH MNpwu
TemnepaTtype oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VckntoyaeTcs mcnonb3oBaHue Ana aHanu3a obpasuoB CbIBOPOTKM (M1a3Mmbl)
KPOBW NtoAel, NonyyaBlwmx B LesaxX AMarHOCTUKU UK Tepanuu npenapatbl, B COCTaB
KOTOPbIX BXOAAT MbILMHbIE aHTUTenNa.

8.6. MNMpun ucnonb3oBaHum Habopa Ana npoBeAeHUs HECKOSIbKUX He3aBUCUMbIX
cepuit aHanM30B cneayeT UMeTb B BUAY, YTO AJ1S1 KaXKA0ro HE3aBUCMMOro onpeaeneHuns
HeobxoAMMO  MOCTPOEHWE HOBOro  KanumbpoBO4YHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTca onpeaeneHne kKoHueHTpaumm IgG aHTuTen k aHtureHam Chlamydia
trachomatis n Chlamydia pneumoniae B KOHTPOJIbHOW CbIBOPOTKE.

8.7. [ins nony4yeHus HadexXHbIX pe3ynbTaToB HeobXxoAMMO cTporoe cobnioaeHue
NHCTpyKumMn no npumeHeHuto Habopa.

8.8. He wucnonb3yiiTe KOMMOHEHTbI U3 APYrnx HabopoB WAM M3 aHANOTMYHbIX
HabopoB Apyrux cepwi.
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12 | PaccuuTtaiite copgep>xaHune IgG aHTuTen Kk aHTureHam Chlamydia
trachomatis n Chlamydia pneumoniae B uccnegyembix o6pasuyax

1. PaccuuTarite cpegHee Ol kanubpatopa;

2. YMHOXbTe 3TO cpegHee Ha ko3dhduumeHT (Q), 3HaYeHMe KOTOpPOro ykKasaHo
B [MacnopTe cepuu - MNOAyuYMTE FPpaHMUYHOE 3HAYEHME OMTUYECKON MSIOTHOCTU
(onry;

3. Ana kaxaoro obpasua Bbluncnute koapduumeHT K, nonyyaemoin geneHnem Orl
obpasua Ha ONr.

Mpn K>1.1 o6pasel NoNOXKUTENbHbIN,
npu K<0.9 - oTpuuaTenbHbIi.

npu 3HauveHunun K, nexawem B npomexyTtke oT 0.91 go 1.09 - pesynbTaTt
B MOrpaHW4yHoOM 30He (+/-).

10. O)KUQAEMbIE 3BHAHYEHNA N HOPMbI

HekoTopble nabopaTopuun Ha OCHOBaHWUM pe3yIbTaTOB COBCTBEHHbIX MOMYNSALMOHHbIX
MUCCcneaoBaHUM BBOAST «BTOpoOWM cut-off», pacnonoXeHHbI Mexay aHaMHEeCTUYECKUM
(«HOpMasnbHbIM») U «BbICOKMM» ypOBHeM IgG-aHTUTeN, XapaKTepHbIM ANs peakTnusaumm
WAW MO34HEro nepuoga MNepBUYHON MH@eKUMn. 3HayeHus <«BToporo cut-off» ans
BO3pacTHbIX rpynn 8 MecsueB - 3 roga W crtapwe 3 neT npuBedeHbl B Tabnuue
0XMAAeMbIX 3HaUYEHUN.

Ecnu 3HauveHne K nexuTt B mHTepBane ot 1.1 go «BToporo cut-off», sTo MoxeTt
CBMAETeNbCTBOBaTb /MO0 O HavanbHOM nepuoAe MepBUYHOM  WHpekumn, nmbo
06 uHdbeKkuMn, nepeHeceHHOM paHee. YTob6bl MpPoOSICHUTL CUTyauuto, Heobxoammo
nccneaoBaTh NOBTOPHblE 06pa3subl KPOBM TOrO Xe NnauueHTa, B3sTble Yepe3 HeCKOIbKO
Hepenb. HapacTtaHme TuTpa B MNOBTOPHOM obpasue CBUMAETENbCTBYET O HalMymm
nHdekunn. Ecnm xe TUTP HE HapacTaeT, 3TO CBUAETENbCTBYET 06 OTCYTCTBUWN aKTUBHOM
nHbeKunn n 06 aHaMHeCTUYECKOM XapaKTepe aHTuTern.

Enunnupi, K
Wcenepyemas rpynna " "
HwxHuit npepen | Bepxuuii npepen
CepoHeraTusHble <0.1 0.9
Cepono3nTmBHbIE cTaplie 3 neT 1.1 4.9
HOBOPOXAEHHble* <0.1 1.8
0o 8 mecsues* <0.1 3.0
8 mecsueB - 3 roga <0.1 2.7
*MaTepuHCKMe aHTuTena
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11. JINTEPATYPA

1. Hackstadt T., Fischer E. R., Scidmore M. A., Rockey D. D. Heinen R. A. origins and
functions of the chlamydial inclusion. Trends microbiol. 5, 1997: 288-293.

2. Amann, R., Springer, N., Schonhuber, W., Ludwig, W., Schmid, E. N., Muller, K. D.,
and Michel, R. (1997). Obligate intracellular bacterial parasites of acanthamoebae
related to Chlamydia spp. Appl Environ Microbiol 63, 115-121.

3. Ossewaarde, J. M., and Meijer, A. (1999). Molecular evidence for the existence
of additional members of the order Chlamydiales. Microbiology 145, 411-417.

4. Bavoil, P. M., Hsia, R., and Ojcius, D. M. (2000). Closing in on Chlamydia and its
intracellular bag of tricks. Microbiology 146 ( Pt 11), 2723-2731.

Mo BonpocaM, kacatowmmcs kadectsa Habopa «Chlamydia IgG-UDA>»,
cnepyet obpawatbeca B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

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

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

PykoBoauTtenb cnyx6bl knueHTckoro cepsuca OO0 «XEMA»,
K. 6. H. [. C. KOCTpUKUKH
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Instruction for use

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

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgG
antibodies to Chlamydia trachomatis u Chlamydia pneumoniae in blood serum or
plasma.

This kit is designed for measurement of IgG antibodies to Chlamydia 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 45 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Chlamydiae are obligate intracellular parasites closely related to Gram negative
bacteria. The genus Chlamydia contains three known species: C.trachomatis, C.psittaci
and C.pneumoniae (TWAR) which share most of their immunoreactive antigens.

C.trachomatis has been recognised as a frequent cause of sexually transmitted
diseases, which may lead to serious malfunction in 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.

Specific IgG-antibodies to Chlamydia are not protective; their titer usually raise in
response to the reactivation of Chlamydia and therefore may be used to monitor the
actual status of infectious activity. The elevation of these antibodies persist for at least
3-4 weeks after the reactivation, and is not directly related to antimicrobial therapy.
The present test system does not detect the differences between species of Chlamydia.

3. PRINCIPLE OF THE TEST

This test is based on indirect enzyme immunoassay principle. Tested specimen is
placed into the microwells coated by the antigen. Antibodies from the specimen bind
coated antigen on the microwell surface. Unbound material is removed by washing
procedure. Second antibodies directed towards species specific 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. 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, 80-250 ul, is useful
but not essential;

Dry thermostat for 37 °C 0.1 °C;

Calibrated micropipettes with variable volume, range volume 20-250 pl;
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

5.3. Storage and stability of the Kit

Store the whole kit at +2...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 (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...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 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal 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.

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 Chlamydia IgG. Based on data obtained by XEMA, the following normal range
is recommended (see below).

Units, K
Sex, age — .
Lower limit | Upper limit
Seronegative <0.1 0.9
Seropositive > 3 years 1.1 4.9
newborn* <0.1 1.8
under 8 months* <0.1 3.0
8 months - 3 years <0.1 2.7
*antibodies of maternal origin
Document: K105I Instruction version: 1901 Format version: 909

15



K105I

11. LITERATURE
1. Hackstadt T., Fischer E. R., Scidmore M. A., Rockey D. D. Heinen R. A. origins
and functions of the chlamydial inclusion. Trends microbiol. 5, 1997: 288-293.
2. Amann, R., Springer, N., Schonhuber, W., Ludwig, W., Schmid, E. N., Muller,
K. D., and Michel, R. (1997). Obligate intracellular bacterial parasites of acanthamoebae
related to Chlamydia spp. Appl Environ Microbiol 63, 115-121.
3. Ossewaarde, J. M., and Meijer, A. (1999). Molecular evidence for the existence
of additional members of the order Chlamydiales. Microbiology 145, 411-417.
4. Bavoil, P. M., Hsia, R., and Ojcius, D. M. (2000). Closing in on Chlamydia and
its intracellular bag of tricks. Microbiology 146 ( Pt 11), 2723-2731.

Document: K105I Instruction version: 1901 Format version: 909

16



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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