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Instruction for use

MHCTPYKUIA NO NPUMEHEHWIO HABOPA PEATEHTOB
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

HOMEP O KATASIOTY K103
TY Ne 9398-103-18619450-2009

PErTMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2010/07034 ot 1 mapTta 2010 T.

AnTtuTena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBYIOT
KOHTpOnbHble CbIBOPOTKY, BXOAALLME B COCTaB Habopa, MHAKTVBUPOBaHbI.

W For 96 determinations/ Ha 96 onpepeneHun

[nA uH 8UMPO ANArHOCTUKA

G,
@iﬁ‘\} u XEMA Co., Ltd.

The 9th Parkovaya str., 48

o\ B 105264 Moscow, Russia

@;E“T'F'C“” Tel./fax: +7(495) 510-57-07

e-mail: redkin@xema-medica.com
K & | internet: www.xema-medica.com




€01 ‘TOTH

) ( A ( N ( N\
If/wiw 00T @ /W 00T
[dois] .
' 0,5¢-8T+
gorerqurAead extogedgo — . "
1 -
BUdLaWOLOD ) L 1HaJ1ead-uoL) ) L € suneg/luHy ) L 1edidgh) )
N\ ( N\ ( N\ ( N\
r/uiW 00T
O Q
WE I.—- % et _r S / E
sawi} € ysem sawi} G ysem
ecged € exaian. 1BJ0I9HO, BunegAdH ced g exgiany,
/ € 0 ) L A ) L [4 9ANHY ) L I S 0} )
) ( IA/win g )
In/1nin 005
=y
aonegedgo x1awaAaLoomu u uxtodoaiad T0T:T goncedgo xiawaAaLroou
T sunegAyHy ) L noHarodiHON ‘godu xiI9HhogodgULrey dMHIJBHY ) L auHamagERd )

ainpasoud }sa] / ecuureHe BMHaaaodu ewax9



XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 3
3.  AHAJNIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 9
11. JINTEPATYPA 10
CONTENT
1. INTENDED USE 11
2. SUMMARY AND EXPLANATION 11
3. PRINCIPLE OF THE TEST 11
4. WARNINGS AND PRECAUTIONS 12
5. KIT COMPONENTS 13
6. SPECIMEN COLLECTION AND STORAGE 14
7. TEST PROCEDURE 14
8. QUALITY CONTROL 16
9. CALCULATION OF RESULTS 16
10. EXPECTED VALUES 16
11. LITERATURE 16

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM

Document: K103I Instruction version: 1901 Format version: 501

1



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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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.
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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
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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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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB AJ1A UMMYHO®EPMEHTHOIO
OMPEAENEHUA IgM AHTUTEN K AHTUTEHAM
CYTOMEGALOVIRUS B CbIBOPOTKE (MJIA3ME) KPOBU

«Cytomegalovirus IgM-UDA»

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

Cytomegalovirus IgM-EIA

HOMEP MO KATANOTY K103M
TY Ne 9398-1031-18619450-2009

PEFMICTPALIMOHHOE YOOCTOBEPEHWE
Ne ®CP 2010/07073 ot 16 mapTa 2010 1.

Antutena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTaytoT
KoHTponbHble CbIBOPOTKM, BXOAALME B COCTaB Habopa, HAaKTUBUPOBaHbI.

W For 96 determinations/ Ha 96 onpepeneHun

[inA uH 8UMPO ANArHOCTUKN

P u XEMA Co,, Ltd.

8 } The 9th Parkovaya str., 48

o\ B 105264 Moscow, Russia

Tel./fax: +7(495) 510-57-07

e
5g x e-mail: redkin@xema-medica.com

K $8 internet: www.xema-medica.com
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K103MI

«YTBEPXOEHA»
Mpukas PocsagpaBHaasopa N2 2075-Mp/10 ot 16 mapTa 2010 r.
KP4 N2 4197 ot 28.01.2010

MHCTPYKUUA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ana AMMYHO®EPMEHTHOIO OMNPEAEJIEHUA IgM AHTUTEN
K AHTUTEHAM CYTOMEGALOVIRUS B CbIBOPOTKE (MJIA3SME)

KPOBMU «Cytomegalovirus IgM-UDA »

1. HASBHAYEHME

1.1. Habop peareHToB «Cytomegalovirus IgM-U®A» npegHasHayeH AN
Ka4yeCTBEHHOro onpeaeneHus KoHueHTpauum IgM aHTuTen k aHtureHam Cytomegalovirus
B CbIBOPOTKE (ns1asmMe) KpoBM MeTOA0M TBEpAO(Da3HOro MMMyHOMEPMEHTHOrO aHannsa.

1.2. UutomeranoBupycHasa wuHdekuns (LULMBU, Cytomegalovirus) - BupycHoe
nHdekumoHHoe 3aboneBaHuMe yenoBeKka, npoTekawwee B CYOKJIMHUYECKONW U
KNMHU4Yeckol ¢dopMax C MECTHbIMW WAW MOJIMOPraHHbIMU MOpaxXeHusamMn. PeunamBsbl
60ne3Hn 06ycnoBneHbl MOXW3HEHHOW MNepcucTeHumen Bupyca B WHPULUPOBAHHOM
opraHusme. B 6onblIMHCTBE CrlydyaeB npoTekaHue LUIMBW 6eccMMATOMHO, KJIMHUYECKne
nposieneHns LULMBU HabntofatoTca B yCIOBUAX MUMMYHHOW HEAOCTAaTOYHOCTH (BCeacTBME
BNY-nHbekunm, xummoTepanmm, UMMyHoCyrnpeccuBHoi Tepanun). LLMBU y 6epeMeHHbIx
MOXEeT MPUBOAUTb K BHYTPUYTPOOHOMY MHOULMPOBAHUIO U (OPMMPOBAHMUIO MATONOrNKU
nnoaa. NosaToMy BaxHoe 3Ha4yeHue MMetloT fnabopaTopHble MeToabl AMarHocTukn LIMBU,
ocobeHHO nepej nepecajKol OpraHoB, a TakXe Ha 3Tane njiaHMpoBaHUs 6epeMeHHOCTH.

1.3. Mpy nNepBUYHOM WHPUUMPOBAHUM LUTOMErasoBMpyCcOM 4esioBeka 4epes
HECKOJIbKO HeAesNb B KPOBU BbIABASAOTCA cneunduyeckmne k LLMB IgM aHTuTena, KoTopbie
UMPKYIMPYIOT B KPOBW Ha MPOTSXKEHUN HECKONbKUX Hedeslb U MeASIeHHO CHMXAloTCs
yepes 4-6 mecsueB. AHTU-LIMB cneuundudeckme IgG aHTUTENa MOSBASIOTCA B KPOBM
Ha Hepaento nosxe IgM cneunduyecknx aHTuTen. AHTMTENa IgG coxpaHsaTCA B KPOBU
Ha NPOTSAXEHUM BCEN XM3HU. PeakTuBaumnsa nHdeKLMN Bbi3biBaeT HapacTaHue Tutpa IgG
aHTUTEen, HepeaKo Nnpu 3ToM NoaHMMaeTcst U TUTp IgM, HO He 40 Takoro YpoBHS, Kak npwu
NepBMYHOM 3apaxKeHuu.

2. NIPUHUMN PABOTblI HABOPA

OnpegeneHne IgM aHTMTen Kk aHTureHam Cytomegalovirus ocHoBaHO Ha
MCNonb30BaHMM NpuHumMna «IgM-3axsaT» TBepAO0dPA3HOro MMMyHOMEPMEHTHOIO aHanns3a.
Ha BHyTpeHHeln MNOBEpPXHOCTWM NYHOK MNnaHlwweTa MMMOOUANM30BaHbI MOHOKJIOHasbHble
aHTuTena k IgM. AHTuTena u3 obpasua CcBA3bIBAOTCA C aHTUTeNnamMun K IgM Ha TBepaon
dasze. Obpa3oBaBLININCA KOMMIEKC BbIABASIOT C MOMOLLbIO KOHblOraTta aHtureHa LIMB
ppl50 c nepokcupason xpeHa. B pesynbtaTe obpasyeTcs CBA3aHHbIW C MAACTUKOM
«C3HABUY», coAepxalnin nepokcmnaasy. Bo Bpemsa nHkybaumm c pacteopom cybcTpaTa
TeTpameTunbensmanHa (TMB) npoucxoAuT oOKpalmMBaHWe pacTBOPOB B JIYHKax.
WHTEHCMBHOCTb OKpacku npsiMO MponopunoHanbHa KoOHueHTpauun  IgM aHTuTen
K aHTureHam Cytomegalovirus B nccnegyemom obpasue. MHaekc nosmtusHoctn (UM, %)
IgM aHTuTen k aHTureHam Cytomegalovirus B nccnenyembix obpasuax paccunTbiBaeTcs
no dopmyrne, NpuBeAEHHOW B MHCTPYKLINK.
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XEMA

3. AHAJIMTUYECKUE XAPAKTEPUCTUKHN

3.1. Cneun@dPurUYHOCTb U HYBCTBUTEJIbHOCTb.

Hab6op peareHToB «Cytomegalovirus IgM-VI®A» onpenensieT KOMMep4YecKyto naHesb
cbiBOopoTOok Anti-CMV Mixed Titer Performance Panel PTC202(M) npoussoacTBa Boston
Biomedica Company (CLUA) B COOTBETCTBMM C MACMOPTHbLIMW AaHHbIMKU U KOppenupyet
CO 3HA4YeHUsAMW, MONly4YeHHbIMM Ha Habope peareHToB Abbott EIA CMV-IgM (lot
44423M100). MNaHenb coaep>XuT 3 NOJIOXUTENbHbLIX U 8 oTpuUaTeNnbHbIX 06pasuos. Mpu
VNCCeA0BaHUM Creun@uUYHOCTU C MCNOoSb30BaHMeM 52 CbIBOPOTOK, OTpuUATENbHbIX
Ha aHTuTena k LULMB Ha Habopax peareHToB DiaSorin (MTtanus) n NovaTec (lepMmaHus),
BCe 06pa3ubl 6bIIM onpeaeneHbl Kak oTpuuaTesbHble.

3.2. Bocnpou3sBoauMMOCTb.

KoadppuumeHT Bapuaummn pesynbTaToB onpefenieHus coaepxaHus IgM aHTuTen
K aHTureHam Cytomegalovirus B o4HOM 1 ToM Xe obpa3sue cbiBOPOTKU (NasMbl) KpOBU
c ucnonb3oBaHmem Habopa «Cytomegalovirus IgM-U®A» He npeBbiwaeT 8.0%.

KoadduumeHT Bapnaunm (CV) ans o6pa3uos, M3MEpPEHHbIX Ha ABYX cepusix Habopa
peareHToB «Cytomegalovirus IgM-U®A» (Intra-assay)

06pasew, N° |Kon-Bo noBTopoB| 3HaueHue, OM cpeguaa | CV1,% | CV2,%
1 32 0.504 5.9 6.5
2 32 1.908 3.7 3.5

KoadppuumeHT Bapuaunmn (CV) ana o6pas3uos, U3MepeHHbIX Ha 0A4HOW cepun Habopa
peareHToB «Cytomegalovirus IgM-U®A» B TeueHne Tpex AHen (Inter-assay)

06pasew, N° | Kon-Bo nosTopoB |  3HaueHue, O cpepHan w1, %
1 8 0.54 8.7
2 8 1.98 6.1
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4. COCTAB HABOPA

Kog Kon-
O Cumson HaumeHoBaHue a En. Onucanne
MnaHweT 96-1yHOYHbIN
1 |P103MZ |SORB MTp |MO/MCTMPONIOBLIV, 1 |wr -
CTPUNUPOBAHHbIN, TOTOB
K MCMONb30BaHUI0
KOHTpOJIbHbIEe CbIBOPOTKH
(oTpuuaTenbHbIA M MONOXN— npospayvHas
TeNbHbIW KOHTPOJSIN) Ha OCHOBE 6ecuseTHas
CN103MZz CONTROL —|CbIBOPOTKM KPOBY YenoBeKa XUAKOCTb U
2 |CP103MZz CONTROL+ | € W3BECTHbIM CcoAepXaHneM 2 WT.| npo3payHas
IgM aHTUTen K aHTUreHam XUAKOCTb
Cytomegalovirus, rotoBbl KpacHoro
K ncnonb3osanuio (0.5 mn uBeTa
1 0.2 M1 COOTBETCTBEHHO)
npo3spayvHas
KoHblorar, rotos K XKUAKOCTb
3 |T103M2Z CONJ HRP ncnonb3osaHuto (14 mn) 1 wr 3e/1eHOro
LuBeTa
_ npo3payvHas
4 |S011z DIL N®OA-Bydep, rotos 1 WT.| >KWAKOCTb
K MCNonb30BaHuio (14 mn) CHHEro uBeTa
PacTtBop cyb6cTparta Npo3pauHas
TeTpameTunb6eHsmamnHa
5 |R0O552 SUBS TMB (TMB), roToB 1 wT. G;TAHi%Tciiﬂ
K ncnosnb3osaHuio (14 mn) A
KoHLeHTpaT OTMbIBOYHOIO
BUF WASH | PacTeopa (coneBoli pacTBop npospayHas
6 |S0082 26X c TBUH-20 n 6eH30MHOM 1 wT.| 6ecuseTHas
KNCNOTOM), 26X-KpaTHbIl XKUAKOCTb
(22 mn)
npospayvHas
Cton-peareHT, roTos
7 |R0O50Z SToP K ucnonb3oBaHuo (14 mn) 1 . G;TALL?(%TCF_:_?
Bymara ans 3aknevBaHus _
8 |NOO3 nnanieTa 2 | wT.
NHCTpPYKLMS NO MPUMEHEHUIO
9 |K103MI Habopa peareHToB 1 wT. -
«Cytomegalovirus IgM-NDA»
MacnopT KoHTpoNs
10| K103MQ KayecTBa Habopa peareHToB 1 WwT. -
«Cytomegalovirus IgM-NOA»

Document: K103MI

Instruction version: 1901

4

Format version: 509




XEMA

5. MEPbl NPEAOCTOPOXXHOCTH

5.1. MoTeHumnanbHbIN pUCK NpuMeHeHns Habopa — knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwdyeHnem cton-peareHTa (5.0% pacTtBop
CEepHOW KUCNOTbI), B UCNOb3YEMbIX KOHLEHTPaUMUAX SABASOTCS HETOKCUYHBIMU.

PacTBop cepHoW KMCNoTbl ob6nagaeT pasapa)alowmm genctenem. Msberatb pa3bpbi3ru-
BaHWSA M NonagaHns Ha KOXY U CiM3nCTble. [Tpy nonagaHnm Ha KOXY U CAIM3UCTbIE MOpaXeH-
HbIN Y4acTOK criefyeT NpOoMbITb 60/bLUMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. Npwn paboTte ¢ Habopom cnepnyet cobnogatb «lpaBuna yCTPOUCTBaA, TEXHUKU
6e3onacHoOCTW, MPOU3BOACTBEHHOW CaHUTapuu, MNPOTUBOIMUAEMUYECKOTO pexuma
M JINYHOW TurneHbl nNpu paboTte B nabopatopusax (oTaeneHusx, OTAenax) CaHWTapHO-
3NUAEMUONOTNYECKUX YUPEXAEHUN cUcTeMbl MUHUCTepcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote c Habopom cneanyeT HageBaTb OAHOPA30Bble pPe3VHOBbIE WU
nnacTUKOBbIE NepYaTKM, Tak Kak obpasubl KPOBU YesloBeKa cnefyeT paccMaTpuBaTh Kak
noTeHuManbHO MHPULMPOBAHHbLIN MaTepuas, CNOCOBHbIN ANNTENTbHOE BPEMSI COXPaHATb U
nepepasatb BUY, Bupyc renatuta nnu nobon apyron Bo3byanTtesib BUPYCHOW MHPEKLNN.

6. OBOPYAOBAHUE U MATEPUAIbI,
HEOBXOAWMBDIE NPU PABOTE C HABOPOM

- doTOMEeTp BEpPTUKANbHOINO CKaHMPOBaHWUSA, MO3BONSIOWMIA N3MEPSATb OMNTUYECKYIO
NMIOTHOCTb COAEPXMMOTr0 JIYHOK MiaHweTa npu AnnHe BosHbl 450 HM;

- TepMOCTaT MAM TepMOCTaTMpPyeMbl LierKkep, NOALEPXUBAKLWNIA TemnepaTypy
+37 °C £2 °C;

— [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3Bonsawwmne oTbupatb 06bEMbI
B AnanasoHe 10-250 mkn;

- UWAWHAP MepHbIA BMecTUMocTbio 1000 mn;

- BOA@ ANCTUNNIMPOBAaHHas,;

- MepyaTKu pe3nHOBbIE U/ MJTaCTUKOBbIE;

- bymara ¢dunbTpoBasbHas.

7. NOArOTOBKA PEATEHTOB AJ1A AHAJIN3A

7.1. Nepen nposBegeHneM aHanm3a KOMMoOHeHTbl Habopa n nccnenyemole obpasubl
CbIBOPOTKM (Mn1a3Mbl) KpPOBW CrieAyeT BblAepXaTb MNpW  KOMHATHOW TeMmmnepaTtype
(+18...4+25 °C) He MeHee 30 MUH.

7.2. NMpuroTtoBsieHMe NJaHwerTa.

BCKpbITb MakeT € NiaHWeTOM M YCTaHOBUTb Ha paMKy HeobxoAuMMoe KOM4ecTBO
cTpunoB. OcTaBLInecs HENCNOIb30BaHHbIMU CTPUNbI, YTOObI Mpef0TBPaTUTbL BO34eNCTBNE
Ha HUX BRarun, TWaTesbHO 3akaenTb byMaron Ana 3akjeMBaHWs NNaHweTa U XpaHuTb
npu TemnepaType +2...+8 °C B Te4yeHue BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHne OTMbIBOYHOIO pacTtBopa.

Coaepxumoe (pnakoHa C KOHLEHTPATOM OTMbIBOYHOro pacTteBopa (22 M), nepeHecTu
B MepHbI unanHAp BMecTumocTbio 1000 mn, pgobasutb 550 MA AWCTMANMPOBaHHOM
BOAbl M TWaTeNbHO NepemelaTb. B cnyyae gpobHoro ucnonb3oBaHus Habopa cnepyet
oTobpaTb HeobxoAMMOe KONMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pasBecTu
OUCTUNNNPOBaHHOM BogoM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOro pacTteBopa + 25 mn
OVUCTUNNNPOBAHHOM BOAbI).
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8. YC/10BNA XPAHEHUA U OKCMJZTYATALUN HABOPA

8.1. Habop peareHToB «Cytomegalovirus IgM-UOA» fomKeH XpaHUTLCS B YyNakoBKe
npeanpusTUA-U3roToBUTENs npu TemnepaTtype +2..48 °C B TeueHue BCero cpoka
roAHOCTM, YKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs XpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 15 cyTok.

8.2. Habop paccuuTaH Ha npoBefeHue aHanm3a B aybnukaTtax 46 uccnepyembix
06pasuyoB 1 2 Npob KOHTPOJIbHbIX CbIBOPOTOK (BCEro 96 onpeneneHuit).

8.3. B cnyyae apob6bHoro ucnonb3oBaHusi Habopa KOMMOHEHTbI creayeT XpaHWUTb
cnepytowmm obpasom:

- OCTaBLUMECS HEeWCMNOJIb30BaHHbIMW CTpUMbl HEOOXOAMMO TLLATENbHO 3aK/J1euTb

6ymaron Ans 3aknemBaHWs NnaHWweTa M XpaHUTb npu Temnepartype +2..+8 °C
B TeUeHMe BCero cpoka rogHoctu Habopa;

- bydep ona passeneHus obpasyosB, KOHblOraT, cybcTpart, cTon-peareHT nocne
BCKPbITUSA (DN1IaKOHOB cneayeT XpaHuTb nNpu Temnepatype +2..+8 °C B TeueHue
BCEro cpoka rogHoctn Habopa;

-  KOHTpPOJIbHble CbIBOPOTKW MOC/ie BCKPbITUS (PIAaKOHOB ClefyeT XpaHuUTb Mpwu
Temnepatype +2...+8 °C He 6onee 2 MecsueB;

- OCTaBLUMIACS HEUCMNOJSIb30BaHHbIM KOHLEHTpaT OTMbIBOYHOIO pacTBopa creayeT
XpaHWUTb Npu Temnepatype +2...4+8 °C B TeueHne BCero cpoka rogHocTn Habopa;

- OCTaBLUMNCH HEUCMNOSIb30BaHHbIM KOHLEHTpaT OTMbIBOYHOrO pacTeopa cneayer
XpaHuTb npu TemnepaTtype +2..+8 °C B TeuyeHWe BCero cpoka roAHOCTHU
Habopa. MpuUroToBfeHHbI OTMbIBOYHbIN pacTBOp CheAyeT XpaHwuTb npwu
KOMHaTHOM TemnepaType (+18...4+25 °C) He 6onee 15 cyToK v Npu TemnepaTtype
+2..+8 °C He 6onee 45 cyTok.

MpumeyaHme. Mocne MCNoNb30BaHUA peareHTa HeMeA/IEHHO 3aKpbiBalTE KPbILKY
dnakoHa. 3akpbiBanTe Kaxabll PakoH CBOEN KPbILKOMN.

8.4. [ina npoBeAeHUs aHanuM3a He creAyeT WCMoSib30BaTb FEMOJIN3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KpoBM, a TakxXe CbIBOPOTKY (N1a3My) KpoBW, coaepxallyto
asna HaTpus. Ecnv aHanus nponsBOANTCS He B eHb B3STUSA KPOBU, CbIBOPOTKY (N1a3my)
cnefyeTt XpaHuTb npu Temnepatype -20 °C. [oBTOpHOe 3aMopaxusaHue-oTTanBaHue
o6pasuyoB CbIBOPOTKM (NnasMbl) KPOBW He AonyckaeTcsd. [lonyckaeTcsa muccnefoBaHue
CbIBOPOTOK, XpaHEHNEKOTOPbIXCMOMEHTa3abopakpoBMOCYLLECTBASIOCLNIpUTEMNEpPaType
oT +2 °C go +8 °C He 6onee 7 CyTOK.

8.5. VcknovaeTca ucnonb3oBaHWe Ans aHanuM3a ob6pasuoB CbIBOPOTKM (Miasmbl)
KPOBW NIOAEN, MONyYaBLIMX B Lensax AMArHOCTUKW WM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAST MbIlMHbIE @aHTUTeNa.

8.6. [1na nonyyeHUs HaAeXHbIX pe3ynbTaToB HeobxoAuMO cTporoe cobnoaeHue
WMHCTpYyKUMM Mo npuMmeHeHuto Habopa.

8.7. [onyckaeTcs npoBeAeHWe aHanvM3a B MOHOMAMKATax MpW MCMOSb30BaHWUK
aBTOMaTM4YeCKOro UM nosyaBToOMaTUYECKOro aHann3aTopoB.

8.8. He ncnonb3yinTe KOMMNOHEHTLI U3 APYTrUX HAabopoB NN U3 aHaNTOrMYHbIX HAbopoB
OpYrUX cepuii.

9. NPOBEAEHUE AHAJIU3A

1 |MomecTuTte B pamKy HeobxoAMMOe KOMMYeCTBO CTPUMNOB — uUccreayeMble obpasubl
B 2 MOBTOpPax M 4 NYHKU AN KOHTPOJIbHbIX CbiBOPOTOK (OTpuUaTeNbHbIN KOHTPOb
3 nyHKW, MNONOXUTENBHbBIN KOHTPOb 1 NyHKa).

2 |BHecuTe BO BCe JIyHKM nnaHweTa no 90 mkn UDA-Bydepa.

NpoAosKeHMe Tabnuubl Ha cTp 7

Document: K103MI Instruction version: 1901 Format version: 509

6



XEMA

BHecuTe B cooTBeTCTBYHOLME JIYHKMN B Ayb6ankatax mo 10 MKJ1 KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble NyHKN BHecuTe B Ayb6nmkatax no 10 MK uccaeayembix
o6pasyoB cbiBOpOTKM (ns1a3Mbl) KpoBWU. BHeceHne KkKanubpoBO4YHbLIX Mpob,
KOHTPOJIbHOM CbIBOPOTKM W uccneayemblix 06pa3uoB HeobxoaAMMO nNpou3BecTu B
TeyeHne 15 MuHyT.

BHVMAHWE! Mpn BHeceHun o06pa3uoB CbIBOPOTKM (Nna3Mbl) KPOBU MPOUCXOAUT
M3MEeHeHMe uBeTa pacTBopa.

AKKypaTHO mnepeMellaTe COAEPXWMMOE MJaHWeTa KPYroBbiMU ABUXEHUSIMU MO
rOpU30HTaNbHOM MOBEPXHOCTW, 3akjenTe nnaHweTt 6ymaroln ANa 3akienBaHus
nnaHweTta. MHKy6upyiTe nnaHweTr B TedyeHne 30 MUHYT nNpu Temnepartype
+37°C n NnOCTOSAHHOM BCTpsAxuBaHuu 500-600 06/MUH.

Mo OKOHYaHWMK MHKYbauun yganuTe CoAepXMMOoe JIYHOK acnupauunen (Hanpumep,
CNOMOLLbI0 BOAOCTPYMHOIO Hacoca) niu AeKaHTMpPOBaHNEM U OTMOWTE NIYHKH 3 pa3a.
Mpu kaxaon oTMbiBKe fob6aBbTe BO BCE JIYHKM Mo 250 MK OTMbIBOYHOro pacTesopa
(cM. n. 7.3), BCTPSAXHUTE MAAHLWET KPYroBbIMU ABUXEHUSAMMU MO FOPU-30HTasIbHOMN
NOBEPXHOCTU C MocCseAylolen acnupaumMein WNM AeKaHTMpOBaHWEeM. 3ajepxka
npu OTMbIBKE (3aMayvMBaHue NYHOK) He TpebyeTcs. MNpu KaxAaoM AeKaHTMPOBaHUK
Heo6x0AMMO TLWATENbHO YAANATb OCTATKM XUAKOCTU U3 NTYHOK.

BHecuTe BO Bce JIyHKkM no 100 MK/ KOHblOraTa.

3aknenTe nnaHweTt 6yMaron Ans 3akjSiemBaHus NJaHWeTa U UHKY6upyiliTe ero B
TeyeHue 30 MMHYT nNpu Temnepartype +37 °C 1 NOCTOAHHOM BCTPSIXMBaHUU
500-600 06/MuH.

Mo OKOHYaHUU MHKYy6aLMK yaanuTe COAEPXMUMOE JTYHOK U OTMOMWTE NIYHKU 5 pas.

10

BHecuTte Bo Bce nyHku no 100 mkn pactBopa cy6cTtpaTta TeTpameTunbeHsu-
AWHa. BHeceHune pacTBopa cybcTpaTa TeTpameTunbeHsnanHa B NyHKU Heo6xoamMo
npousBecTn B TeyeHue 2-3 MWH. MHKY6upyiiTe nnaHweTr B TEMHOTe npu
KOMHaTHOW TemnepaType (+18...+25 °C) B TeyeHue 10-20 MUHYT B 3aBUCK—
MOCTM OT CTEMNEHWN Pa3BUTUSA CUHErO OKpaLMBaAHWUSA.

11

BHecuTe BO BCE JIYHKM C TOW X€ CKOPOCTbIO U B TOM Xe MOCNef0BaTeNbHOCTH, KakK U
pacTtBop cybcTparta TeTpaMeTunbeHsnanHa, no 100 MKA cTon-peareHTa, rnpy 3TOM
COAEPXMMOE NTYHOK OKpaLUMBAETCA B SPKO-XKENTbIN LiBET.

12

U3mMepbTe BeNUUMHY ONTUYECKOW nnotHoctu (Of) coaepXMMoro JyHOK
nnaHweTa Ha GoTOMETpEe BEPTUKANIBHONO CKAHUPOBAHUS NPU AJIMHE BOJIHbI 450 HM.
MN3mepeHne Ol coaep>XXMMOro yHOK naaHweTa Heo6xoAMMO NPOM3BECTU B TeYeHne
15 MWH nocne BHeceHUsl cTon-peareHTa. bnaHk doToMeTpa BbICTaBnsiiTe NO BO3AYXY.

13

- ON MoNoXnUTeNbHOro KOHTPOAS He HMxe 1 onTuyeckmnx eanHny (OE)
- O OTpuuaTenbHOro KOHTpons He Bbiwe 0.15 OE Bo Bcex NyHKax

Paccuutaiite copepr>kaHme IgM aHTuTen k aHtureHam Cytomegalovirus
B uccaepyembix obpasuax. [1na storo:
1. PaccuuTtainTe cpefnHee 3HayeHue ON OTpuuaTenbHOro KOHTPONS:

On (CN103MZ)Cp = (ONn1 (CN103MZ)+0MN2 (CN103MZ)+0MN3 (CN103MZ)) / 3;
Pe3ynbTaTbl aHanM3a cuyuTaTb AOCTOBEPHbLIMU, €CN

2. PaccuuTanTe ypoBeHb rpaHuyHoro 3HadeHus Cut off, ana aTtoro Kk cpeaHemy
3HayeHuto Ol OTpuuaTenbHOro KOHTpons npubasbTe 0.3

Cut off = OMN (CN103MZ)Cp + 0.3
3. PaccuunTtanite UHaekc MosntmsHoctn (UM, %) ana kaxaoro nccneayemoro obpasua,
ans atoro Ol obpasua pa3aennTe Ha 3HayeHune Cut off

N = ONo6pa3uya / Cut off
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AnbTepHaTUBHbIN popmMar.

[MomMecTuTe B paMKy HeobxoaAnMMoe KONMYeCcTBO CTPUMNOB — uUcciegyemble ob6pasubl
B 2 NOBTOpPax v 4 NyHKU ANt KOHTPOJIbHbIX CbiIBOPOTOK (OTpuuaTenbHbI KOHTPO/b
3 NyHKW, MON0XUTENbHbIA KOHTPOJb 1 NIyHKa).

BHecuTe BO BCe NyHKkU naaHweTta no 90 mkn UDA-Bydepa.

BHecuTe B cCOOTBETCTBYOWMNE NIYHKMU B AybnivkaTax no 10 MKJ1 KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble nyHkn BHecuTe B AybnukaTtax no 10 Mkn nccnepyembix
ob6pasuoB cbiBOPOTkM (Ns1asMbl) KpoOBU. BHeceHne kanubpoBouHbIX Mpob,
KOHTPOJIbHOM CbIBOPOTKN W unccneayembix obpasuoB Heo6X0AMMO MPOM3BECTU B
TeyeHmne 15 MUHYT.

BHUMAHWE! MNpu BHeceHMn 06pa3uloB CbIBOPOTKM (Ma1a3Mbl) KPOBM MPOMCXOAUT
M3MeHeHne LBeTa pacTeopa.

AKKypaTHO nepeMelwlanTe COAEPXWMMOE MMaHWeTa KPYroBbIMU ABWXEHUSAMU MO
rOpU30oHTanbHOW MOBEPXHOCTW, 3akjelTe nnaHweT 6ymaroit ANns 3akjeunBaHus
nnaHweTta. UHKy6upynTe niaaHweT B TeyeHMe 60 MUHYT Npu TemMnepartype
+37 °C.

Mo oKOHYaHUM MHKYbauuu ynanuTe COLEPXUMOe NYHOK acnupauunen (Hanpumep,
C MOMOLLblO BOAOCTPYMHOrO Hacoca) MM AeKaHTUPOBaHWEM U OTMOWMTE NYHKM
3 pasa. pu Kaxaon oTMbIBKE A0b6aBbTe BO BCE NYHKM MO 250 MK OTMbIBOYHOMO
pacteopa (cM. M. 7.3), BCTPAXHUTE MNNAHLLIET KPYroBbIMW ABWXEHUAMWU MO FOpU-|
30HTa/IbHOM MOBEPXHOCTU C MOCAeAYLWeNn acnmpaumen nnnm AeKaHTUPOBAHUEM.
3ajepxkKa npu OTMbIBKE (3aMaudvMBaHue NYHOK) He Tpebyetcsa. [lpu kaxaom
AEeKaHTUPOBaHUM HEO6XOANMO TLLATENbHO YAANATb OCTATKU XUAKOCTU U3 JTYHOK.

BHecuTe BO Bce silyHkM no 100 MK/ KOHBblOraTa.

3aknenTe nnaHweTt 6ymaroin ANs 3akfeMBaHUs nnaHweTa U MHKY6upyhTte
nnaHwer B TeyeHne 30 MUHYT Npu Temnepartype +37 °C.

Mo oOKOHYaHUM NMHKYBaUWUW yaanuTe COLEPXUMOE JIYHOK 1 OTMOWUTE JIYHKU 5 pas.

10

BHecuTe BO Bce NiyHkU no 100 Mk pacTtBopa cybcTpaTa teTpaMeTunbeHsmn-
AVHAa. BHeceHue pacTBopa cybcTpaTa TeTpaMeTunbeH3nanHa B yHKU HeobxoanmMo
npousBecTM B TeyeHue 2-3 MUH. UHKY6GupyHTe nnaHweT B TEMHOTE Npu
KOMHaTHOM TeMnepartype (+18...4+25 °C) B TeueHne 10-20 MUHYT B 3aBUCU-|
MOCTW OT CTEMEHW Pa3BUTUA CUHEro OKpalNBaHUS.

11

BHecuTe BO BCe JIYHKM C TOI )& CKOPOCTbIO 1 B TOW e NocnefoBaTeNlbHOCTH, Kak
N pacTtBop cybcTpaTa TeTpaMeTunbeHsuavHa, no 100 MKN cTon-peareHTa, npu
3TOM COAEPXMMOE JIYHOK OKPaLMBAETCS B APKO-XENThIW LBET.

12

U3MepbTe BeNIMUMHY ONTUUECKOW MJIOoTHOCTU (ON) coaepXuMoro nyHOK
nnaHweTta Ha ¢oToMeTpe BepTUKa/bHOr0 CKaHWPOBaHWS MPWU AJINMHE BOJIHbI
450 HM. N3mepeHune Ol coaepXMMoro NyHOK naaHweTa Heo6xoAMMO NPoOM3BECTM B
TeyeHne 15 MMH nocne BHeceHus cTon-peareHTa. bnaHk goTomMeTpa BbiICTaBnAnTe

no BO3A4YyXY.

NPOoAoIIKeHne Tabnnubl Ha cTp 9
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13 [|PaccuuTtainTe copeprkaHue IgM aHTuTen k aHtureHam Cytomegalovirus
B uccnepyembix obpasuax. [na atoro:

1. PaccuuTaiite cpeaHee 3HaveHune Ol OTpMLATENBHOMO KOHTPOS:

On (CN103MZ)Cp = (OMN1 (CN103MZ)+0M2 (CN103MZ)+0N3 (CN103MZ)) / 3;
Pe3ynbTatbl aHanMsa cymMTaTb AOCTOBEPHbBIMU, €CNN
- Ol MonoxnTenbHOro KOHTPoONsa He Huxe 1 onTuyecknx eanHuy (OE)
- Ol OTpuuaTenbHoro kKoHTpons He Bbiwe 0.15 OE BO Bcex NyHKax

2. PaccuuTalite ypoBeHb rpaHuM4yHoro 3HayeHus Cut off, ansg sTtoro Kk cpeaHemy
3HayeHuto Ol OTpuuaTenbHOro KoHTpons npubasbte 0.3
Cut off = O (CN103MZ)Cp + 0.3

3. Paccuutante WHaekc [MosumtuBHocTu (UM, %) Ana KaxAaoro uccnenyemoro
o6pa3sua, ansa atoro Ol obpasua pasgennTte Ha 3HadyeHue Cut off
UN = ONo6pa3sua / Cut off

10. OOXKWAAEMbIE 3HAYEHNA U HOPMbI

10.1. OcHOBbIBasiCb Ha pe3synbTaTax uccaenoBaHuii, nposegeHHbIXx 000 «XEMA»,
peKkoMeHAyeM MoJib30BaTbCs HOpMaMu, NpuBeAeHHbIMU HUXe. BMecTe ¢ TeM, B cooTBeT-
CTBMM C npaBunamu GLP (Xopowwen nabopaTOpHOM MpakTUKK), Kaxaas nabopatopus
[OMKHa caMa onpefenuTb MapaMeTpbl HOPMbl, XapakTepHble pAans obcneayemon
nonynaumm.

UHTepnpeTauus pe3ynbTaToB:

Mpu UMN>1.1 o6paseL NOJIOXKUTEJNIbHBIN,
npu UMN<0.9 — oTpuLaTe/IbHbIN.

Mpu 3HayeHun UM, nexawem B npomexyTke oT 0.91 go 1.09 - pe3ynbraT B norpa-
HWYHOM 30He (+/-).

Takume CbIBOPOTKM pEKOMEHAYeTCs MWCClefoBaTb MOBTOPHO. EcAM nOBTOPHBbIN
NnoslyyeHHbI pe3ynbTaT 6yaeT HeonpenesieHHbIM, TO creayeT NpoBecTU TecTMpoBaHue
CbIBOPOTKM, MOJIyYEHHON uepes3 2-4 Heaenwu. B cnydyae nonyyeHus HeonpeneneHHbIX
pe3ynbTaToB Takue 06pasLbl CYNTATb OTPULATENbHbLIMU.
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Mo Bonpocam, Kacatowmumcs kayectsa Habopa «Cytomegalovirus IgM-UDA >,
cnepyetT obpawaTtbca B OO0 «<XEMA» no agpecy: 105264, MockBa, a/a 58,
Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbIM)
3/1eKTPOHHas noyTta: info@xema.ru; rgc@xema.ru

MHTEpPHET: www.Xxema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knmeHTCKkoro cepsmca OO0 «XEMA»,

K. 6. H. 4. C. KocTpuknH
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Instruction for use

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

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgM
antibodies to Cytomegalovirus in serum or plasma.

This kit is designed for measurement of IgM antibodies to Cytomegalovirus 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

Cytomegalovirus (CMV) infection is a human infectious disease which may
progress both with and without clinical signs and cause local or multiorgan damage.
Due to a life-long persistence of CMV in the infected organism, the disease may have
recurrences. Most cases of CMV infection are asymptomatic, clinical signs being
evident only in immunocompromised patients (HIV infection, chemotherapy and other
immunosuppressive treatment). CMV infection in pregnant women may cause intra-
uterine infection of the fetus and birth defects. That is why in vitro diagnostics of CMV
infection plays an important role - especially, before organ transplantation and during
pregnancy.

In case of a primary infection, first anti-CMV antibodies of IgM isotype are found
several weeks after infection. They persist in circulation for several weeks and then,
from month 2-3, began to gradually decrease to reach minimal concentration by the
month 8. CMV-specific IgG antibodies appear ca. 1 week following appearance of IgM and
persist in circulation life-long. Recurrence of the infection induces raise of CMV-specific
IgG. Sometimes it is accompanied by elevation of CMV-specific IgM level; however, this
level never reaches titers seen during primary infection.

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. Antibodies from the specimen bind coated murine monoclonal antibodies to
IgM on the microwell surface. Unbound material is removed by washing procedure. CMV
antigen, labelled with peroxidase enzyme, is then added into the microwells and binds
to anti-CMV IgM if present in total IgM fixed After subsequent washing procedure, the
remaining enzymatic activity bound to the microwell surface is detected and quantified
by addition of chromogen-substrate mixture, stop solution and photometry at 450 nm.
Positivity index (PI, %) is calculated by the formula (see Calculations).Optical density in
the microwell is directly related to the quantity of the measured analyte in the specimen.
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not present
in the reagents of this kit. All human products, including patient samples, should be
considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents. Microbial
contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are 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, 90-250 ul, is useful
but not essential;

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

Dry thermostat or thermostat shaker 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...+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...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.

7.4. Assay procedure

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.

Pipet 90 pl of EIA 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).

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

(Continuation see page 14)

Document: K103MI Instruction version: 1901 Format version: 509

13



K103MI

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

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

Incubate 30 minutes at +37 °C and continuous shaking at 500-600 rpm.
Wash the strips 5 times.

9 | Dispense 100 pl of SUBS TMB into the wells.

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

11 | Dispense 100 ul of STOP into the wells.

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

13 | Set photometer blank on air.

Alternative incubation:

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.

Pipet 90 pl of EIA 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).

Incubate 60 minutes at +37 °C.

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

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

Incubate 30 minutes at +37 °C.

Wash the strips 5 times.

Dispense 100 pl of SUBS TMB into the wells.

10

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

11

Dispense 100 pl of STOP into the wells.

12

Measure OD (optical density) at 450 nm.

13

Set photometer blank on air.
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within the test
procedure, a sufficient number of controls for validating the accuracy and precision of
the test.

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

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

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

3. 0D450 for any CONTROL- replicate should be within 50%-150% of the mean OD450
value for CONTROL-. If any value lies outside this range (although meets requirement
#2), it should be discarded and not used for calculation of the mean OD450 value for
CONTROL-

9. CALCULATION OF RESULTS

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

2. Calculate the cut-off value: (mean OD450 for CONTROL-) + 0.3.

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

10. EXPECTED VALUES AND ASSAY LIMITATIONS

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 orimmunotherapy develop high titered anti-mouse antibodies
(HAMA). The presence of these antibodies may cause false results in the present assay.
Sera from HAMA positive patients should be treated with depleting adsorbents before
assaying.
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity

Specificity of the test was evaluated on 55 serum specimens found negative in
DiaSorin (Italy) and NovaTec (Germany). All tested specimens were found negative.
Based on these data, specificity of the test is 100%.

11.2. Analytical sensitivity

The kit Cytomegalovirus IgM EIA was evaluated using panel of naturally occuring
serum and plasma specimens from Boston Biomedica, Inc (Anti-CMV Mixed Titer
Performance Panel PTC202(M)).

11.3. Precision

Intra-assay precision is shown below:

Serum, no duplicated value, K w1, % V2, %
1 32 0.504 5.9 6.5
2 32 1.908 3.7 3.5
Inter-assay precision is shown below:
Serum, no duplicated value, K v, %
1 8 0.54 8.7
2 8 1.98 6.1

12. LITERATURE

1. Ershov F.I., Kasjanova N.V. Cytomegalovirus infection (epidemiology, cI|n|caI 5|gns
diagnostics and treatment: current data). Infections and anti-microbial therapy - 2002 - Ne4

2. Revello M.G., Gema G. Diagnosis and management of human cytomegalovirus |nfect|on
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
// 1. Clin. Microbiol. - 1994 - v.32, no.4 - p.981-986

Document: K103MI Instruction version: 1901

16

Format version: 509



Cumson / Symbol

3HaueHue cumBona / Symbolize

MpoussoauTtens / Manufacturer

[JaTta npousBoacTBa / Date of manufacture

Homep no kartanory / Catalogue number

(o)

]

Homep cepwun / Batch code

3
3
3
£
H

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHne TemnepaTtypbl / Temperature limitation

TONbKO AN UH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHuumanwme! / Caution, consult accompanying documents

He vcnonb3oBaTb Npy HapyLEHWUN LeNOCTHOCTU YNaKkoBKu /
Do not use if package damaged

SORB MTP

I@%E%

MnaHwert / EIA strips

CAL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTponbHas cbiBopoTka / Control sera

KoHnbtoraT / Conjugate

SUBS TMB

PactBop cybcTpaTa TeTpametTunbeHsmamHa (TMB) /
Substrate solution

BUF WASH 26X

KoHLEeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

Cron-peareHT / Stop solution

O
-
(=]

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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