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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 (MNJ1IA3ME)

KPOBWU «CHLAMYDIA IgG-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «Chlamydia IgG-U®A» npeaHa3HayeH AN KayeCTBEHHOro
ornpeaeneHns KoHueHTpauun IgG aHtTuTen Kk aHtureHam Chlamydia spp. B cbiBOpoTKe
(nna3sme) KpoBM MeToAOM TBEPAOMDA3HOr0 MMMYHOMEPMEHTHOIO aHanusa.

1.2. Pog Chlamydia (xnammauun) - obnuratHble BHYTPUKIIETOYHbIE MapasuThl,
MnMerLLne CXoACTBO € [pamM-oTpuuaTtensHeiMu 6aktepusamu. B pog Chlamydia BxoauT Tpum
Buaa: C.trachomatis, C.psittaci u C.pneumoniae (TWAR), Hecylime oblmne aHTUreHHble
aetepmuHaHTbl. C.trachomatis Bbi3biBaeT 3aboneBaHusi, nepegarowmMecs MNOMOBbIM
nyTeMm, KOTOpPble MOryT MpPUBOAUTb K CEPbE3HbIM HApYLUEHUSAM pPenpoayKTUBHOM
cdepsbl, BKIOYaA XpOHMYECKOe BOCMNajieHMe B opraHax mManoro Tasa un 6ecnnoame. 3101
BUA MOXET TaKXe BbI3blBaTb KOHLIOHKTUBUT U KepaTuT Yy AeTell U HOBOPOXAEHHbIX,
poaAuBLUMXCA Yy UHdUUMpoBaHHOn MaTtepu. C.psittaci nepepaertca 4yenoseky oT
MHMUUMpOBaHHbIX NTUL, (ronybein, nonyraeB) M Bbi3blBaeT aTUMUYHYH MHEBMOHUIO
(opHKTO3). C.pneumoniae MOXeT BbI3biBaTb Kak OCTPOe Mopa)KeHue pecrnmpaTtopHOro
TpakTa (MHEBMOHUIO), TaK U XpOHWUYeckne 6poHXUTbI. 0 NPUUYMHE BHYTPUKIETOYHOM
IoKanusaumm n pasmMHoOXeHus, MHMEKUMKN, Bbi3biBaeMble XTaMUANSMU, HACTO NpOTEKaloT
6eccuMnTOMHO W peunamBupytoT. Cneumdundyeckne IgG-aHTUTENa K aHTUreHam
XNaMUAnM He ABNASIOTCSA NPOTEKTUBHLIMU (He 3alunLatoT OT peumamBa UM NoOBTOPHOIO
WHPUUMPOBAHNS), HO WX TUTP B CbIBOPOTKE KpOBWM OOLIYHO OTpaxkaeT CTeneHb
aKTUBHOCTU pa3MHOXEHUSI XNaMUANA; NOSTOMY onpeaeneHne IgG-aHTUTEN MOXET 6bITb
NCNoNb30BaHO A1 MOHUTOPUHIA AaHHbIX MHMeEKLMIA. MoBbIWEHHbIe TUTPbI IgG-aHTuTen
B CbIBOPOTKE KPOBW MOTYT onpeaensatbcs yepes 3-4 Hefenun nocse Havyana 3abonesaHus,
HECMOTPS Ha YCMeLwHy aHTUMUKPOOHYIO Tepanuio. [laHHas TecT-cucrtemMa HecnocobHa
pas3nnuuntb IgG-aHTUTENa NPOTUB pa3nnyHbIX BUAOB poda Chlamydia.
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2. MPUHUMN PABOTbl HABOPA

OnpepeneHne IgGantuten k aHTureHam Chlamydia spp. 0CHOBaHO Ha MCMOJIb30BaHMM
«COHABMY»-BapuaHTa TBepAodasHOro MMMyHodepMeHTHOro aHanusa. Ha BHyTpeHHel
MOBEPXHOCTU JIYHOK nNnaHweTta wmMMobunusoBaH aHTureH - Chlamydia. AHTuTena
1n3 obpasua CBA3bIBAIOTCA C @aHTUMEHOM Ha MOBEPXHOCTU NyHku. ObpaszoBaBLuMinCcA
KOMMIEKC BbISIB/ISIIOT C MOMOLLbIO KOHBbIOraTa MbILLMHBIX MOHOK/IOHAbHbIX aHTUTen K IgG
yenoBeka C NepoKcMaason xpeHa. B pesynbrtate o6pasyeTcs CBSA3aHHbIM C NIACTUKOM
«CIHABMY», coaepxalumin nepokcuaasy. Bo Bpems nHkybaummn c pactBopom cybcTpaTta
TeTpameTunbeHsmamHa (TMB) npoucxoauT OKpallMBaHWe pacTBOPOB B JIYHKax.
WNHTEHCMBHOCTb OKpacku MpsiMO MPOMNOpUMOHanbHa KOHUEHTpauum cneumbunyecknx
IgG aHTuTEn k aHtureHam Chlamydia spp. KoHueHTpauus IgG aHTUTEN K aHTUreHam
Chlamydia spp. B nccneagyembix obpasuax paccumtbiBaeTcs rno dopmMyrie, NpuBeaeHHOM
B MHCTPYKLNMN.

3. AHAJIUTNYECKUE XAPAKTEPUCTUKHA

3.1. CneundUUYHOCTb. Icnonb30BaHMe BbICOKOOYNLLIEHHOIO NpenapaTa no3BonseT
AOCTUYb BbICOKOW CrneumnduyHoCTM aHanmsa.

3.2. Bocnpou3BoauUMOCTb.

KoadpduumeHT Bapumaumm pesynbTaToB onpeaeneHns coaepxaHusa IgG aHTuten
K aHTureHam Chlamydia spp. B 04HOM 1 TOM Xe obpa3sue CbIBOPOTKM (Na1a3Mbl) KPOBU
C ucnonb3osaHmeM Habopa «Chlamydia IgG-U®A» He npesbiwaeT 8,0 %.
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5. MEPbI NPEAOCTOPOX>XXHOCTU

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

5.2. Bce komnoHeHTbl Habopa, 3a mcknwoyeHnem cron-peareHTa (5,0% pacrtsop
CEPHOWN KNUCNOTbl), B UCMOJIb3YEMbIX KOHLEHTPaLMAX SABASAIOTCA HETOKCUYHbBIMU.

PactBOop cepHOM KkucnoTbl obnajaeT pasapaxatowmm  aeicteuem.  U3beraTb
pa3bpbi3rnBaHNs 1 NoNagaHns Ha KoXy 1 cnu3uncTble. Mpu nonagaHnum Ha KOXY U CIN3UCTble
NOPaxeHHbIW y4acToK criefyeT NpoMbiTh H0NbLINM KONMYECTBOM MPOTOYHOW BOAbI.

5.3. lNpu pabote c HabopoM cneayet cobnogatb «lMpaBuna yCTPOMCTBA, TEXHUKNU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHUTapuu, NPOTUBOIMUAEMMYECKOrO pexuma u
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNeHuax, oTaenax) CaHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUI cuCcTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cnegyer HageBaTb OA4HOPA30Bble PE3UHOBbIE WU
NnJacTMKOBbIe MepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka crieayeT pacCMaTpyBaTb Kak
noTeHuManbHO MHOULMPOBAHHbIA MaTepuan, CNoCcobHbI ANNUTeNbHOE BPeMS COXPaHSTb
n nepepjasaTb BWY, Bupyc rematuta wunu nwobon apyron Bo36yAuTENb BUPYCHOM
MHDEKLMN.

6. OBOPYJOBAHUE N MATEPUAIJDI,
HEOBXOAUWMBIE NMPU PABOTE C HABOPOM
- doTOMETp BEpPTUKANbHOIO CKaHUpPOBaHWUS, MO3BOJSIOWMA U3MEPSTb OMTUYECKYIO
MAOTHOCTb COAEPXMMOrO JIYHOK MaHLWweTa Npu AsIMHE BONHbl 450 HM;
- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3sonswwme oTbupate 06bEMbI
B Anana3soHe 20-250 Mkn;
- UMAMHAP MepHbIN BMecTuMocTbio 500 Mn;
- TepMocCTaT, noaAepXxunBarwmin TemnepaTypy +37°C +0,1 °C
- BOAa AUCTWIIMPOBaHHas;
—  repyaTku pe3uHOBbIE UK MIACTUKOBbLIE;
- bymMara dunbTpoBanbHas.

7. NOArOTOBKA PEAFEHTOB A/i1 AHAJIU3A

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

7.2. MpuroToBJsieHMe NaaHLWIeTa.

BCKpbITb MakeT C NAaHLWeTOM W YCTaHOBWUTb Ha paMKy HeobxoAmMoe KONMMyecTBO
ctpunos.  OcTaBlWKMecs  HEWCNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HMX BRarv, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHuUTb NMpu TemnepaType +2...+8 °C B TedeHuMe BCero cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

Coaepxumoe nakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pactsopa (22 MA1), nepeHecTu
B MepHbIN UMAMHAP BMecTuMocTbio 500 mn, pobasutb 440 MA AWCTUANIMPOBAHHOW
BOAbl M TWATeNbHO nepemewaTb. B cnyyae apobHoro ucnonb3osaHus Habopa cneayet
oTobpaTb HeobxoAMMOe KOMMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
ANCTUNNNPOBAHHON BoAoM B 21 pa3 (1 Mn KOHLEeHTpaTa OTMbIBOYHOro pacrteopa + 20 mn
ANCTUNNNPOBAHHON BOAbI).
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8. YC/I0OBUA XPAHEHUA N 3KCIMJTYATALUUN HABOPA

8.1. Habop peareHToB «Chlamydia IgG-U®A» ponxeH XpaHWUTbCS B YyMNaKoBKe
npeanpusaTUA-u3roToBuTens npu Temnepatype +2..+8 °C B TeuyeHWe BCero Ccpoka
roAHOCTH, YKa3aHHOro Ha ynakoeke Habopa.

[onyckaeTcsi xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3aMopa)xxuBaHue Lenoro Habopa.

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

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMNOHEHTbI cneayeT XpaHuUTb
cneaywwmm obpasom:

- OCTaBLUMECSH HeUCMOosib30BaHHbIMKM CTPUMNblI HEO6XOAMMO TLATENbHO 3aKIenTb

bymaron ansa 3aknemBaHus NiaHWweTa u XpaHuTb Npu TemnepaType +2...+8 °C
B TeYeHue Bcero cpoka rogHoctn Habopa;

-  WN®DA-bydep, KoHblOraT, cybCcTpaT, CTOM-peareHT nocsie BCKpbITUS (h1akoHOB
cnepgyeTr xpaHuTb npu TemnepaTtype +2..+8 °C B TeuyeHuMe BCero cpoka
roaHocTn Habopa;

- KanmMbpoBoOYHble MPob6bl M KOHTPOJIbHYIO CbIBOPOTKY NOC/E BCKPbITUS (h/TakKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 mecsues;

- OCTaBLUMIACS HEWCMNOJIb30BAHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cleayer
XpaHUTb MNpu TemnepaTtype +2..+8 °C B TeyeHMe BCero cCpoka roAHOCTU
Habopa;

—  MNPUrOTOBJIEHHbIA OTMbIBOYHbIN PAacCTBOpP CreAyeT XPaHUTb MNpUM KOMHATHOM
Temnepatype (+18..+25°C) He 6onee 5 cyTtok wnau npu TemnepaTtype
+2...4+8 °C He 6onee 30 cyToK;

MpumeyaHue. Mocne MCNONb30BaHUSA peareHTa HEMeAIEHHO 3aKpblBaTe KPbILWKY

dnakoHa. 3akpbiBanTe Kaxabli (h1akoH CBOEN KPbILWKOMN.

8.4. [Ins npoBeAeHWsi aHanu3a He CreAyeT MCMNOoNb30BaTb FEMOSIM3MPOBaHHYHO,
MYTHYO CbIBOPOTKY (M/1a3My) KPOBM, @ TakXe CbIBOPOTKY (M1asMy) KpOBU, COAEPIXKALLYHO
asuna HaTpus. Eciv aHanms Nnpon3BoAUTCS HE B A€Hb B3ATUSA KPOBW, CbIBOPOTKY (Nnasmy)
cnepyeT xpaHuTtb npu Temnepartype -20 °C. [NOBTOpHOE 3aMOpaxuBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKM (M1a3Mbl) KPOBM HE AoMycKaeTcs.

8.5. McknovaeTcs ucnonb3oBaHue AN aHanusa obpasLoB CbIBOPOTKKU (MaasMbl)
KPOBW Nt0AEeN, NOMy4YaBLIMX B LeNsaxX AMAarHOCTUKU UM Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAST MbIlWNHbIE aHTUTenNa.

8.6. Mpn uncnonb3osaHMM Habopa AnS NpoBeAeHWUS HECKONbKUX He3aBUCUMbIX
cepuii aHanu3oB cneayeT UMeTb B BUAY, YTO AN1S1 KaXA0ro He3aBUCMMOro onpeaeneHuns
Heob6xoAMMO  MOCTPOEHME HOBOr0  KanuMbpoBO4YHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTCs onpeneneHne KoHueHTpaumn IgG aHTuten k aHtureHam Chlamydia spp.
B KOHTPOJ/IbHOWN CbIBOPOTKE.

8.7. ns nony4vyeHus HadexXHbIX pe3ynbTaToB HeobXxoamMMmo cTporoe cobnogeHue
MHCTpyKUMKM no npumeHeHnto Habopa.
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12 | PaccuuTtaiite copep>xaHue IgG aHTUTen Kk aHTureHam Chlamydia spp.
B uccnenyembix obpasuax

1. PaccuuTarite cpegHee Ol1 kanubpatopa;

2. YMHOXbTe 3TO cpegHee Ha ko3dduumeHT (Q), 3HAaYeHMe KOTOpPOro ykasaHo
B [MacnopTe cepun - MNOAyuYMTE FpaHMYHOE 3HAYEHME OMTUYECKON MJIOTHOCTU
(onry;

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

Mpn K>1.1 o6pasey NONOXKUTENbHbIN,
npu K<0.9 - oTpuuaTenbHbIi.

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

Ta6navua M
Bun mare- (60p, xpaHeHue u 06paboTka matepuana Mpumeppas- | Obpaseus | Oaktop
pvana P, Xp P P BefieHus NYHKY, MKN | nepecyerta
CbiBopoTka | Wccnepgyemble o6pasubl 40/mMKHbI | 25 Mkn obpas- 100 1
(nnasma) 6bITb TWaTEeNbHO OTUEHTpUdYrK- | ua + 500 mMkn
KpoBU poBaHbl. AHanun3 MyTHbIX, xunes- | MOA-Bydepa
HbIX U FEMONUTUYECKNX obpasLoB
MOXET NPUBECTU K UCKAXEHWNIO
pe3ynbTaToB.

10. OXKUQAEMbIE 3HAHYEHNA N HOPMbI

HekoTopble nabopaTopuun Ha OCHOBaHWM pe3yibTaTOB COBCTBEHHbIX MOMYASLMOHHbIX
nccnefoBaHMn BBOAAT «BTOPOW cut-off», pacnonoXeHHbIi Mexay aHaMHeCcTUYecKuMm
(«HOpManbHbIM») N «BbICOKMM>» ypOBHEM IgG-aHTUTEN, XapakKTepHbIM A8 peakTMBaLumm
WX MNO34HEro nepuoja MepBUYHOW WHGeKuun. 3HaveHuss «BToporo cut-off» pansg
BO3pacTHbIX rpynn 8 mMec.—3 roga u ctapwe 3 neT npuBeaeHbl B Tabnvue oxunaaembix
3HAYeHUN.

Ecnn 3HaueHne K nexut B uMHTepBane ot 1.1 go «BTOpOro cut-off», ato moxer
CBMAETeNbCTBOBaTb /MO0 O HavanbHOM nepuoAe MepBUMYHOM WHdekumn, nmbo
06 uWHMbekunn, nepeHeceHHOM paHee. YTob6bl MPOSICHUTL CUTyauuto, HeobxoamMo
nccneaoBaTh NOBTOPHbIE 06pa3subl KPOBM TOFO Xe NnauueHTa, B3siTble Yepe3 HeCKObKO
Hepenb. HapactaHme TuTpa B MNOBTOPHOM ob6pasue CBUMAETENbCTBYET O HalMymm
nHdekunn. Ecnm xxe TUTp He HapacTaeT, 3TO CBMAETENbCTBYET 06 OTCYTCTBMWN aKTUBHOWM
MHPeKUMn 1 06 aHaMHECTUYECKOM XapaKTepe aHTUTen.

Eannnupbl, K
Wccnepyemas rpynna " "
Huxnuii npepen | Bepxuuit npepen
CepoHeraTuBHble <0.1 0.9
Cepono3nTuBHbie cTapwe 3 net 1.1 4.9
HOBOPOXAEHHble* <0.1 1.8
0o 8 mecsiues* <0.1 3.0
8 mecaues - 3 roaa <0.1 2.7
*MaTepuHCKMe aHTuTena
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Mo BonpocaM, kacatowmmcs kadectsa Habopa «Chlamydia IgG-UDA>»,
cnepyet obpawatbecs B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

3M1eKTpOHHas noyta: info@xema.ru; rqc@xema.ru
WHTEPHET: www.Xxema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro 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 IgG ANTIBODIES TO CHLAMYDIA
IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgG
antibodies to Chlamydia 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 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 pl, 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 21X by 21 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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7.5. Sample processing

. Notes on material collection, Sample dilution | Sampleinto | Calculation
Material type storage and handling example the well, pl factor
blood Grossly hemolytic, lipemic, 25 pl of 100 1
serum or or turbid samples should be sample + 500
plasma avoided and should be treated by | pl of diluent
centrifugation before 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.

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
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