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Instruction for use
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Ana UMMYHO®EPMEHTHOIO OMNMPEAENIEHNA

lgG AHTUTEN K AHTUTEHAM CYTOMEGALOVIRUS

B CbIBOPOTKE (MJ1IA3ME) KPOBU

«Cytomegalovirus IgG-UDA»

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

Cytomegalovirus IgG EIA
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K103I

«YTBEPXOEHA»
Mpwuka3 PocagpaBHaaszopa N2 1495-Mp/10 ot ot 1 mapTta 2010 .
KPA N? 74903 ot 29.10.2009 r.

MUHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB
anss AIMMYHO®EPMEHTHOIO ONPEAEJIEHUA
IgG AHTUTEJ1 K AHTUFEHAM CYTOMEGALOVIRUS
B CbIBOPOTKE (MJIASME) KPOBU
«Cytomegalovirus IgG-UDA»

1. HABHAYEHMUE

1.1. Habop peareHtoB «Cytomegalovirus IgG-U®A» npeagHasHayeH Ans
KO/MYECTBEHHOrO  onpeaeneHns  KoHueHTpauunm IgG  aHTUTEeNn K  aHTUreHam
Cytomegalovirus B cbiBOpoTKe (Ma3Me) KpoBM  MeTOAOM  TBepAodasHoOro
MMMYHOMEPMEHTHOIO aHanmsa.

1.2. Cytomegalovirus (LIMB) OTHOCMTCSi K CEMENCTBY repnecBUMpycoB W MOXeT
Bbl3blBaTb K/IMHWYECKM Masio3HauYMMble OCTPble BOCNaJUTENbHblE peakumn y aeTen
1 B3pocnbix. LUMB mMoxeT nepenaBaTbCs 4Yepes C/OHY, MOYy, CTy/, CNepMy, LueeyHbln
CeKpeT W MOJIOKO, a TaKXe MNPOHWKaTb 4epe3 nnaueHTy. Bbicokas 3apaXeHHOCTb
BCTpeYaeTcs Yy JAeTer, nocelwjalolwmx AeTckue caabl, wkonbl. Cpean HaceneHus
MHOULMPOBAHHOCTb YyBeNnyMBaeTcs C BO3pacToM, B uenoMm ot 60 go 90% Bcex
MHAMBNAOB MHDUUMpoBaHbl LIMB 1 cepono3untmBHbl (T.e. uMMelT cneumdbunyeckne
IgG-aHTuTEeNna B CbIBOPOTKE KPOBW). [laHHble aHTUTEeNa He 3alMLaoT OT peakTuBaumm
NaTeHTHOro BMpYyca, HO MOryT C/yXWTb KOCBEHHbIM MOKasaTesieM akTMBHOCTM LIMB
B opraHusme 4yenoseka. NHdpuumposaHue LIMB Hanbonee onacHo B NMepBbli TPUMECTP
6epemMeHHOCTU. M0O3TOMY BeaeHWe 6epeMeHHOCTU y CepoHeraTUBHbIX XeHLWWH TpebyeT
0cobbiX Mep (OrpaHuyeHWe KOHTaKTOB) WM onpefeneHue cratyca MMMyHuTeTa K LIMB
(IgG-aHTMTEN) BbINOMHSAETCA ANS OLEHKM MMMYHHOrO CTaTyCa XeHLUH A0 U B NepBble
Hepenn 6epemeHHocTu. OcCTpasi LMTOMEranoBMpycHas WHdeKuns y cepoHeraTUBHOM
6epeMeHHON XeHWwMHbl (He wMeowern cneumndbunyecknx IgG-aHTUTEN) MOXeET
NpUBECTU K NPOHWKHOBeHMO LIMB yepes nnaueHTy 1 TaxenbiM deTanbHbIiM gedekTam
(nopaxeHust LUHC n neyeHun). Y 60sbHbIX C MMMyHoAeduumTamMm peaktuBaums LIMB,
4YaCTO COMPOBOXAAKLLASACA PE3KUM POCTOM TUTpa cneunduyecknx IgG-aHTuTen, MoxeT
NPUBECTU K TSHXKENbIM U UHOIAA CMEPTESIbHbIM OC/IOXHEHUSAM, BK/THOYAOLWMM NOpaXKeHns
Nerkmx, >XenyaoyHo-kuweyHoro TpakTta, LIHC, noyek. BbisBneHue cepoHeraTvBHbIX
WHAVMBWAOB TaKXe BaXHO B TPaHCMIAHTONOMMM, TakK KakK nepecajgka OpraHos
OT CEPOMO3UTUBHbIX JOHOPOB CEPOHEraTUBHbLIM peLMnMeHTaM He A0oMycKaeTcs.
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XEMA

2. MPUHUMN PABOTbl HABOPA

OnpegeneHne IgG aHTMTENn K aHtureHam Cytomegalovirus oOCHOBaHO Ha
MCMNOb30BaHMM HEMNpPSAMOro BapuvaHTa TBepAodas3HOro MMMyHO(EPMEHTHOro aHanmsa.
Ha BHyTpeHHel NOBEPXHOCTU TIYHOK NaHLWeTa UMMObunnsoBaH aHTuMreH - CMV. AHTuTena
13 obpasua CBSA3bIBAOTCA C @HTUIMEHOM Ha MOBEPXHOCTM NyHkW. O6pasosasLUMIACA
KOMMJ1EKC BbISIBASIOT C MOMOLLbIO KOHbIOraTa MbILUMHBIX MOHOKIOHANbHbIX aHTuTen Kk IgG
yenoBeka C NepoKcnaason xpeHa. B pesynbrtate o6pasyeTcs CBSA3aHHbIMA C NIACTUKOM
«C3HABMY», cofepxalinin nepokcnaasy. Bo Bpems nHkybaummn c pactsopom cybctpaTa
TeTpameTunbensmamHa (TMB) npoucxoauT OKpalMBaHue pacTBOPOB B JIyHKax.
NHTEHCMBHOCTb OKPacKu NpsiMO NPOMNopLUMOHanbHa KOHUEeHTpaumm cneumduyecknx IgG
aHTUTen K aHtureHam Cytomegalovirus.

3. AHAJIUTNYECKUE XAPAKTEPUCTUKHU

3.1. CneundnUHOCTDb. ICN0b30BaHME BbICOKOOUNLLEHHOIO NpenapaTa no3sonseTt
AOCTUYbL BbICOKOM cneunduyHoOCTM aHanmsa. [na onpeaeneHns KONMYECTBEHHbIX
XapakTepuctuk Habopa peareHTOB WCMNONb30BaH MeXAYHAapOAHbIN CTaHAAPTHbIN
obpa3sel, nonyyeHHbI u3 NHctutyTa Mayna Spnuxa (Fepmanns), PEI-St.

3.2. Bocnpon3BoauMOCTb.

KoadpduumeHT Bapumaumm pesynbTaToB onpeaeneHns copepxaHusa IgG aHtuten
K aHTureHam Cytomegalovirus B 0o4HOM 1 TOM e obpasue CbiIBOPOTKM (N1a3Mbl) KPOBU
C ucnonb3osaHmeM Habopa «Cytomegalovirus IgG-U®A» He npesbiwaeT 8.0%.

3.3. JInHeiHOCTb.

3aBMCUMOCTb KOHLUEeHTpaunn IgG aHTuTen k aHtTureHam Cytomegalovirus B o6pasuax
CbIBOPOTKM (MNN1a3Mbl) KPOBW MpU pasBefeHUMWM UX CbIBOPOTKOWM (Na1a3Moin) KPoOBW, He
copepxallern IgG aHTuTena k aHtTureHam Cytomegalovirus, nMeeT NNMHENHbI XapakTep
B AManasoHe KoHueHTpauuii 0.5-6 Ea/mn n coctasnset £10.0%.
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5. MEPbI MPEAOCTOPOXXHOCTU

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

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPaUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBOop cepHOM KkucnoTbl obnajaeT pasapaxatmowmm  aeicteuem.  U3beraTb
pa3bpbi3rnBaHNs 1 NoNagaHns Ha KoXy 1 Cnn3uncTble. Mpu nonagaHnum Ha KOXY U CIN3NCTble
NopaxeHHbIN y4acToK CrieayeT NpoMbITb 6ONbLINM KONIMYECTBOM MPOTOYHOW BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPONCTBa, TEXHUKHU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NMYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNeHuax, oTaenax) caHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
niacTMKOBble MepyaTku, Tak Kak obpasubl KpoBM 4yenoBeka cneayeT paccMaTpuBaTb
Kak MoTeHUManbHO WHMUUMPOBAHHbBIN MaTepuasna, ChoCOOHbIN ANnTeNbHOE BpeMs
coxpaHaTb M nepepasatb BWY, Bupyc renatuta wnm nwobon apyrov Bosbyautennb
BUPYCHOWN UHGEKLUUN.

6. OBOPYJOBAHUE U MATEPUAIJDbI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
- doTOMETp BEpTMKaNIbHOrO CKaHMPOBaHMS, MO3BONSAKOWMA U3MEPSTb OMNTUYECKYHO
MJIOTHOCTb COAEPXMMOrO JIYHOK MaHLWeTa npu AnvHe BOAHbl 450 HM;
- TepMmocTaT, noaaepxuBatowmnii Temnepatypy +37 °C 0.1 °C;
- [03aTopbl CO CMEHHbIMM HaKOHEeYHMKaMu, TOo3BoSISOWME OT6MpaTb 06BEMbI
B AnanasoHe 5-250 mkn;
- UMAMHAP MepHbI BMecTuMocTbio 1000 Mn;
- BOA@ AUCTUINIMPOBAHHas;
- Mep4aTKu pe3nHOBble UK NNACTUKOBBIE;
- bymara ¢unbTpoBanbHas.

7. NOArOTOBKA PEAFEHTOB A/ AHAJIU3A

7.1. Mepen npoBefeHneM aHanM3a KOMMNOHeHTbl Habopa n nccneayemsie obpasubl
CbIBOPOTKM (NNasMbl) KpPOBM cneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpuroTtoBJsieHMe NJaaHLIeTa.

BCKpbITb MakeT C NaaHWeTOM U YCTaHOBWUTb Ha paMKy HeobxoAmMoe KONMM4yecTBO
ctpunos. OcTaBlWMecs  HEWCMNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HUX BRaru, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHUTb Npu TemnepaType +2...+8 °C B TedeHuMe BCero cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

Copepxumoe nakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pacTsopa (22 Mf1), nepeHecTn
B MEpHbI LUMAMHAP BMecTuMocTbio 1000 mn, pobasute 550 Mn aAncTunnvpoBaHHOWN
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/NNIOBUA XPAHEHUSA U SKCNJTYATALUUN HABOPA

8.1. Habop peareHtoB «Cytomegalovirus IgG-UDA» fOMKEH XPaHUTBCA B YNaKoBKe
npeanpusaTUS-u3rotoBuTens npu Temnepatype +2..+8 °C B TeyeHwe BCeEro Cpoka
roAHOCTM, yKa3aHHOro Ha ynakoeke Habopa. [lonyckaeTcs xpaHeHue (TpaHCNopTUpoBKa)
Habopa npu Temnepatype o +25 °C He 6onee 15 cyTok. He gonyckaeTcs 3aMmopaxuBaHue
uenoro Habopa.

8.2. Habop paccumTaH Ha npoBeAeHMe aHanusa B AybaunkaTtax 42 nccnenyemblx
obpasuoB, 5 kanubpoBouyHbIX Npo6 M 1 Npobbl KOHTPOSBLHOM CbIBOPOTOKKM (BCEro
96 onpeneneHui).

8.3. B cnyyae apobHoro ucnonb3oBaHuMs Habopa KOMMNOHEHTbl cneayeT XpaHuUTb
cneaywowmm obpasom:

—  OCTaBLUMECS HEWUCNOosIb30BaHHbIMW CTPUMbI HEO6XOAMMO TLlATENIbHO 3aKenTb

6yMaroii Ans 3akiemBaHus NaaHWweTa U XpaHuUTb Npu Temnepatype +2...4+8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

-  WNODA-Bydep, koHblOraT, cybCcTpaT, CTOM-peareHT nocsie BCKPbITUA (1akoHOB
cnepyeTr XpaHuTb npu Temnepatype +2..+8 °C B TeuyeHMe BCero cpoka
rogHoctn Habopa;

- KanmbpoBOYHbIE NPO6bI U KOHTPOJIbHYIO CbIBOPOTKY MOC/E BCKPbITUA (DN1IaKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 mecsues;

- OCTaBLUMNCA HENCMOsIb30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTeBopa crneayer
XpaHuTb nNpu Temnepatype +2..+8 °C B TeyeHme BCero cpoka FOAHOCTU
Habopa;

- OCTaBLUMNCA HEUCnosib30BaHHbIM KOHUEHTpAaT OTMbIBOYHOro pacTBOpa cneayet
XpaHUTb npu TemnepaType +2..+8 °C B TeyeHWe BCero cCpoka roAHOCTU
Habopa. lMpuroToBneHHbIM OTMbIBOYHbIA pacTBOp cleayeT XpaHuTb Mpw
KOMHaTHoW Temnepatype (+18...+25 °C) He 6onee 15 cyToK unu npu TemnepaType
+2...+8 °C He 6onee 45 cyToK.

MpumeyaHue. Mocne UCNonb3oBaHUA peareHTa HeMeANleHHO 3aKpbiBaWTe KpbIWKY

dnakoHa. 3akpbiBanTe Kaxabln (NakoH CBOEN KPbILLKOW.

8.4. 1na npoBeaeHWs aHanusa He cneayeT WMCMNOMb30BaTb FEMOSIM3UPOBAHHYIO,
MYTHYIO CbIBOPOTKY (N/1a3My) KPOBM, @ Takxe CbIBOPOTKY (M1asMy) KpOBWU, COAEPIXKALLYIO
a3ung HaTtpus.Ecnu aHanms3 NpousBOAUTCA HE B AEHb B3ATUSA KPOBM, CbIBOPOTKY (Maasmy)
cnefyet XpaHuTb npu TemnepaTtype -20 °C. [MoBTOpHOE 3aMopaxvmBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKM (Mf1a3Mbl) KpPOBM He ponyckaetcs. [onyckaeTcs uccnefoBaHue
CbIBOPOTOK, XpaHeHWe KOTOPbIX C MOMeHTa 3abopa KPOBU OCYLLECTBANOCh NPy TeMnepaType
oT +2 °C go +8 °C He 6onee 7 CyTOK.

8.5. VckntoyaeTcs mMcnonb3oBaHue Ana aHanu3a obpasuoB CbIBOPOTKM (MnasMmbl)
KPOBW NIOAEN, NOMNYyYaBLWMX B LENsaxX AUAarHOCTUKM UM Tepanuu npenapatbl, B COCTaB
KOTOPbIX BXOAAT MbIWMHbIE aHTUTenNa.

8.6. lMpn wucnonblosaHun Habopa Ana npoBeAeHUS HECKObKUX He3aBUCUMbIX
cepyin  aHanu3oB creayeT WMeTb B BUAY, YTO AN8  KaXAoro He3aBUCMMOro
onpeneneHnss Heob6xoAUMMO MOCTPOEHWE HOBOro KannmbpoBo4yHOro rpadwuka; Kpome
3TOr0, PpeKoMeHAyeTCcs onpeaeneHne KoHueHTpaumn IgG aHTMTen K aHTUreHam
Cytomegalovirus B KOHTPO/IbHOWM CbIBOPOTKE.

8.7. [ins nony4yeHns HaAeXHbIX pe3ynbTaToB HeobXoAMMO CcTporoe cobniogeHue
MHCTpyKUunmM no npumeHeHnto Habopa.

8.8. He wucnonb3yinte KOMMOHEHTbI M3 APYrMx HabopoB WAW M3 aHaNOrM4YHbIX
HabopoB Apyrnx cepun.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesyfbTaTtax WccnefoBaHui, npoBedeHHbix 000
«XEMA», peKoMeHAyeM Mosib30BaTbCs HOpMaMu, NMpUBEAEHHBLIMU HUXeE. BMecTe C Tew,
B COOTBETCTBUM C npaBunamum GLP (Xopowei nabopaTopHOM MNpaKTUKKW), Kaxaas
nabopatopusi Ao/KHa cama onpeaennTb MNapaMeTpbl HOPMbl, XapaKTepHble AN
obcnenyemon nonynauuu.

10.2. HekoTopble nabopaTopuM Ha OCHOBaHMW pPe3ysbTaTOB COBCTBEHHbIX
nonynsuMOHHbIX WCCNefoBaHWi BBOAAT «BTOpPOK cut-off», pacnonoXeHHbIn Mexay
aHaMHeCTUYECKUM («KHOPMasibHbIM») U «BbICOKMM>» ypoBHeM IgG-aHTuTeN, XapaKTepHbIM
ANS peakTMBaUMW UM NO34HEro nepuoaa NepBUYHON MHMEKUUN. 3HAUYEHUS «BTOPOro
cut-off» ana Bo3pacTHbIX rpynn 8 Mec-3 roga u crtapwe 3 neT npuseaeHbl B Tabnuue
0XMnAaeMbIX 3HaYEHUN.

Ecnu 3HauyeHue nexut B uHTepBane ot 0.6 Ea/mn (K ot 1.1) pno «BTOpoOro cut-
off», 3To MOXeT cBMAeTeNnbLCTBOBaTb JIMO0 O Haya/lbHOM Nepuoae NepPBUYHON NHGEKLUN,
nmbo 06 nHdekunmn, nepeHeceHHor paHee. YTob6bl MPOSICHUTL CUTyaumo, Heob6xoaMMOo
nccnenoBaTb NOBTOPHbIE 06pasLbl KPOBU TOMO XXe NaumeHTa, B3siTble Yepe3 HEeCKOJIbKO
Hepenb. HapactaHue TuTpa B MNOBTOPHOM obpasue CBUMAETENbCTBYET O HalMymm
nHdekunn. Ecnm xe TUTp He HapacTaeT, 3TO CBUAETENbCTBYET 06 OTCYTCTBUU aKTUBHOM
MHbEKUNN N 06 aHaMHECTUYECKOM xapaKTepe aHTuTen.

Ecnn koHueHTpaumss B uccneayemom obpasue, npeBbillaeT 3HayeHue BepxXHeW
KanmbpoBoyHon Npobbl (6.0 Ea\mMn), ero cnegyeTt AononHUTENbHO pa3Bectn bydepom
Ans passeneHuns obpasuos B 10 pas n 6onee. MNpu pacyeTe KOHUEHTpaUMM HE06X0ANMO
YMHOXWTb MOJSTyYeHHbI pe3ynbTaT Ha PakTop pasBeaeHus.

Eauuuupl, Eg/mn Egununubi gon., K
Wccnepyemas rpynna i
ad 4 Hwxhmiinpegen | Bepxuwiinpepen | Hwxuuii npepen E|e|)pex;e|1|“

CepoHeraTtmBHble <0.1 0.5 <0.1 0.9
Cepono3nTuBHbIe
crapuwe 3 net 0.6 2.7 1.1 4.9
HoBopoxaeHHble* <0.1 0.9 <0.1 1.7
no 8 mecsiueB* <0.1 1.9 <0.1 3.5
8 mecsaues - 3 roga <0.1 3.1 <0.1 5.5
*MaTepuHCKne aHTuTena
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11. INTEPATYPA

1. EpwoB ®. W., KacbsiHoBa H. B. LutomeranosupycHas udekumsi (COBpeMeHHble AaHHble 06
3MUAEMNOSIONNN, KITIMHUKE, AMarHocTuke u Tepanuu) // WHdekumn n aHTuMmMKpobHasa Tepanus. —
2002 - 1.4 - N°4

2. Revello M. G., Gema G. Diagnosis and management of human cytomegalovirus infection in the
mother, fetus and newborn infant // Clin. Microbiol. Rev. - 2002- v.15, no.4 - p.680-715

3. Pass R. F. Cytomegalovirus infection // Pediatrics in Reviews — 2002 - v.23, no.5 - p.25-29

4. Plachter B., Weiczorek L., Scholl B.C. et al. Detection of cytomegalovirus antibodies by an
enzyme-linked immunosorbent assay using recombinant polypeptides of large phosphorylated
tegument protein pp150 // J. Clin. Microbiol. - 1992 - v.30, no.1 - p.201-206

5. Vomhangen R., Plachter B., Hinderer W. et al. Early serodiagnosis of acute human cytomegalovirus
infection by enzyme-linked immunosorbent assay using recombinant antigens // J. Clin. Microbiol.
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Mo BonpocamM, kacawwmumcsa kayectsa Habopa «Cytomegalovirus IgG-U®DA»,
cneayet obpawaTtbcs B 000 «XEMA» no agpecy:

105043, r. MockBa, a/sa 58

105264, r. MockBa, yn. 9-s Napkosas, 4. 48, 1-i noa., 5 atax,

Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)
3N1eKTPOHHasa noyTa: info@xema.ru; rgc@xema.ru

WHTEPHET: www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepenca OO0 «XEMA»,
K. 6. H. . C. KOoCTpukunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF IGG
ANTIBODIES
TO CYTOMEGALOVIRUS IN HUMAN SERUM OR PLASMA

1. INTENDED USE

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

This kit is designed for measurement of IgG antibodies to Cytomegalovirus
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

Cytomegalovirus (CMV) belongs to herpesviruses and often causes clinically
asymptomatic or mild infection, mostly in young children. It can be transmitted via
stool, saliva, and breast milk. CMV can also be transmitted via the placenta and cause
severe fetal malformations. Specific IgG-antibodies to CMV are evaluated in women
before or during pregnancy to assess and manage the risk of transplacental fetus
involvement.

In immunocompromised hosts, CMV reactivation or primary infection may have
serious and even life-threatening consequences. Therefore, the absence of specific
IgG-antibodies to CMV (seronegativity) in organ transplant recipients requires the
seronegativity of the donor.

Specific IgG-antibodies to CMV do not protect from virus reactivation, and usually
raise in titer during reactivation caused by decrease of immune system capacity
to control the virus replication.

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.

Document: K103I Instruction version: 1901 Format version: 501
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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, 100-250 ul, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 5-250 pl;
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0;

Dry thermostat for 37 °C £0.1 °C.

5.3. Storage and stability of the Kit

Store the whole kit at 2 to 8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY
ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...4+8 °C before testing. For a
longer storage, the specimens should be frozen at - 20 °C or lower. Repeated freezing/
thawing should be avoided.

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.

7.4. Alternative units:
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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
CMV IgG. Based on data obtained by XEMA, the following normal range is recommended
(see below).

Units, U/ml
Sex, age Lower limit Upper limit
Seronegative <0.1 0.5
Seropositive > 3 years 0.6 2.7
newborn* <0.1 0.9
under 8 months* <0.1 1.9
8 months - 3 years <0.1 3.1

*antibodies of maternal origin

11. LITERATURE

1. Ershov F. I., Kasjanova N. V. Cytomegalovirus infection (current knowledge about epidemiology,
clinical picture, diagnostics and therapy). Ingfektsii i antimicrobnaya terapiya. - 2002 - v.4 - #4.
2. Revello M. G., Gema G. Diagnosis and management of human cytomegalovirus infection in the
mother, fetus and newborn infant // Clin. Microbiol. Rev. - 2002- v.15, no.4 - p.680-715

3. Pass R.F. Cytomegalovirus infection // Pediatrics in Reviews — 2002 - v.23, no.5 - p.25-29

4. Plachter B., Weiczorek L., Scholl B. C. et al. Detection of cytomegalovirus antibodies by an
enzyme-linked immunosorbent assay using recombinant polypeptides of large phosphorylated
tegument protein pp150 // J. Clin. Microbiol. - 1992 - v.30, no.1 - p.201-206

5. Vomhangen R., Plachter B., Hinderer W. et al. Early serodiagnosis of acute human cytomegalovirus
infection by enzyme-linked immunosorbent assay using recombinant antigens // J. Clin. Microbiol.
- 1994 - v.32, no.4 - p.981-986

Document: K103I Instruction version: 1901 Format version: 501

16



Cumeon / Symbol

3HaueHune cumBona / Symbolize

Mpowussoantens / Manufacturer

[Hata npoussoacTsa / Date of manufacture

Homep no katanory / Catalogue number

(o)

Homep cepwun / Batch code

3
3
2
z
H

Mcnonb3oBaTh Ao (roa-mecau) / Use By

S

OrpaHuyeHune TemnepaTypbl / Temperature limitation

IVD

ToNbKO AN MH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumaHue! / Caution, consult accompanying documents

He ncnonb3osBaTb Npu HapyLWEHUN LEeNOCTHOCTU YNaKoBKu /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

CAL

Kann6poso4yHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cyb6cTpaTa TeTpametunberHsmnamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLLeHTpaT 0TMbIBOYHOIO pacTtsopa /
Washing solution concentrate

STOP

ME L

Cron-peareHT / Stop solution

DIL

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 «Xema», Ten.: (044) 422-62-16;

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