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K103I

«YTBEPXOEHA»
Mpwuka3s Poc3gpaBHaaszopa N2 1495-Mp/10 ot ot 1 mapTta 2010 .
KPA N? 74903 ot 29.10.2009 r.

MUHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAENTEHUA
IgG AHTUTEJ1 K AHTUFTEHAM CYTOMEGALOVIRUS
B CbIBOPOTKE (MJIASME) KPOBU
«Cytomegalovirus IgG-UDA»

1. HABHAYEHMUE

1.1. Habop peareHtoB «Cytomegalovirus IgG-U®A» npepgHasHayeH Ans
KayeCcTBEHHOro onpeaeneHuns KoHueHTpaummn IgG aHTuTen kK aHtTureHam Cytomegalovirus
B CbIBOPOTKE (Ms1ia3Me) KpoBM MeTOAOM TBepA0da3HOro MMMyHO(EPMEHTHOro aHanun3a.

1.2. Cytomegalovirus (LUMB) oTHoCMTCA K CEMEeNCTBY reprnecBUMpyCcoB WM MOXeT
BbI3bIBaTb K/IMHMYECKM Masio3HauYMMble OCTpble BOCMaNUTENbHblE peakumMn y aeTen
1 B3pocnbix. LUMB MoxeT nepefaBaTbCs Yepes C/OHY, MOYy, CTy/, CNepMy, LieeyHbln
CeKpeT W MOJIOKO, a TaKXe MPOHMKaTb 4epe3 nnaueHTy. Bbicokas 3apaXeHHOCTb
BCTpeYaeTcs Yy AeTen, nocewamwmx AeTckue caibl, wkonbl. Cpean HaceneHus
MHMUUMPOBAHHOCTb YBEMYMBAETCS C Bo3pacToM, B uesnoM oT 60 go 90% Bcex
WHAVMBUAOB WHUUMpoBaHbl LIMB u cepono3uTmBHbl (T.e. UMEKT chneundbuyeckune
IgG-aHTuTEeNa B CbIBOPOTKE KPOBW). [JaHHble aHTUTeNa He 3aliuLLaloT OT peakTMBaumm
NIaTEHTHOrO BMpyCa, HO MOTYyT C/AYXMWUTb KOCBEHHbIM MokasaTeseM akTuBHocTu LIMB
B opraHu3sme 4yenoseka. MHduuumposaHue LUMB Hanbonee onacHo B nepBblii TPUMECTP
6epemMeHHOCTU. Mo3TOMY BeaeHMe 6epeMeHHOCTU Y CepoHeraTMBHbIX XEeHLWNH TpebyeT
0cobbIX Mep (OrpaHuMyeHMe KOHTaKTOB) M onpejefieHne craTyca MMMyHuTeTa K LIMB
(IgG-aHTuUTeN) BbIMNOSHAETCS AN OLEHKU MMMYHHOrO CTaTyca >XeHLMH A0 U B NnepBble
Hepenn 6epemMeHHoCcTW. OcTpas UMTOMEeranoBMpyCHast MHMEKUMs Yy CcepoHeraTuBHOM
6epeMeHHOM XeHWMHbl (He wuMmelowen cneunduyecknx IgG-aHTUTEN) MOXET
NpUBECTU K NPOHWKHOBeHMIO LIMB uyepe3 nnaueHTy 1 TsxenbiM deTanbHbiM gedeKkTam
(nopaxxeHnsi LLHC n nedeHun). Y 60nbHbIX C MMMyHoAeduuMTaMn peakTuBaums LIMB,
4aCTO COMPOBOXAAKLLASNCSA PE3KNUM POCTOM TUTPa cneunduyeckmnx IgG-aHTuTen, moxert
NPUBECTU K TSHXKENbIM U MHOTAA CMEPTESIbHbIM OCMIOXHEHUAM, BK/THOYAOLWMM NOpaXeHus
Nerknx, xenyao4yHo-kuweyHoro Tpakta, LUHC, noyek. BbigsBNneHWe cepoHeraTmBHbIX
WHAMBMAOB TaKXe BaXHO B TPaHCMAAHTONOMMM, TakK KakK nepecagka OpraHoB
OT CEpPOMO3UTUBHbIX JOHOPOB CEPOHEraTUBHbLIM peLunnMeHTaMm He AonycKaeTcs.
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2. MPUHUMN PABOTbl HABOPA

OnpepeneHne IgG aHTMTEen K aHtureHam Cytomegalovirus  ocHoBaHO
Ha WCMOMb30BaHUM  «C3HABUY»-BapuvaHTa TBepAOMda3HOro MMMYHOMEPMEHTHOrO
aHanmMsa. Ha BHyTpeHHeW MNOBEepXHOCTU JIYHOK njaHweTa WMMMObuUnmMsoBaH
aHTureH - CMV. AHTuTena m3 obpasua CBA3bIBAOTCA C @aHTUMEHOM Ha MOBEPXHOCTU
NyHKn. O6paszoBaBLIMNCA KOMMIEKC BbISBASIOT C MOMOLbBK KOHbIOrata MblWNHBIX
MOHOKJIOHaNbHbIX aHTUTen K IgG yenoBeka C nepokcuaason XpeHa. B pesynbtaTte
obpa3yeTcs CBA3aHHbIN C N1AaCTUKOM «CIHABUY>», COAepXalUunin nepokcmaasy. Bo Bpems
MHKybaumnm c pacTtBopoMm cybcTpata TeTpametunbeHsnamHa (TMB) npoucxoauT
OKpaluMBaHWe pacTBOPOB B JlyHKaX. IHTEHCMBHOCTb OKPACKM MPsiMO NMPONOpLMOHabHa
KOHUeHTpaumn cneunduyecknx IgG aHtuTen K aHTureHam Cytomegalovirus.
KoHueHTpauus IgG aHtuTen Kk aHTureHam Cytomegalovirus B nccneayembix obpasuax
paccuyuTbiBaeTcsi No bopMyne, NpMBEAEHHOM B MHCTPYKLUK.

3. AHAJIUTNYECKUE XAPAKTEPUCTUKHA

3.1. CneundUUHOCTb. MIcCnonb30BaHWe BbICOKOOUUNLLIEHHOIO NpenapaTta no3BoaseT
AOCTUYb BbICOKOW CrneunduyHoCTM aHanmsa.

3.2. Bocnpou3BoAUMOCTb.

KoadpduumeHT Bapumaumm pesynbTaToB onpeaeneHns coaepxaHusa IgG aHtuten
K aHTureHam Cytomegalovirus B 0o4HOM 1 TOM e obpasue CbiIBOPOTKM (N1a3Mbl) KPOBK
C ucnonb3osaHmeM Habopa «Cytomegalovirus IgG-U®A» He npesblwaeT 8,0%.

Document: K103I Instruction version: 108 Format version: 105

3



K1031

«VOUN-961 sniinojeboawo0lA)» go0LHaIead

- 1m edogeH eg1oahed srodiHOM Ldoudel] - OCOTM|TT
«Y®dU-9b61 sniinojebaw0lA)» goLHaead
- *Lm edogeH OiMHBHBaWMAU OU BUNMIAdLOH - ISOTM| 0T
- 1m eloMHeLU BUHRANILNIRE BUT BlewAg - €OON| 6
ALOOMTUX BEHLDETD9Q (Uw TT) OIMHEEOETLOUDU XM 90101
seHhedeodu 1m ‘1HaJ1ead-uoL) d01S Z0S0d| 8
QLOOMTUX BEHLDETD9Q (urw zZ) yiaHLedy-xTz X1¢C
seHhedeodu Lm ‘edogloed 010HhOEIGW.LO LedLHATHOY | HSYM 4Ng 7800S| ¢/
QLOOMTUX BRHLDETD9Q (Uw TT) oiMHeg0EqLOUDU X 9010 “(gINL)
seHhedeodu Lm eHudusHaguruiswedial eredidgAd dogided | gl S9nsS 7SS0 | 9
e194an OJ49HMD (W QG) OIMHREOEILOLDU M 90L10d
9100MTUX BeHhedeodu  [*1m ‘docbAg-voM| 3IdS 1Id €ZT10S| S
e194af oloHoedM (W TT) OIMHREOEQLIOLDU X 90101
qLOOMTUX BeHhedsodu |'1m ‘1e1019HO) | dUH [(NOD ZE0TL| ¥
(OHH28101991000 UW G'T U UW G'T)
OIMHREOEALOLON X 1980104 ‘snJainojebawolA)
elodahn oJoHoed WEBHDIMLHE Y UalniHe HbH] wamHexdarod
qLo0MTUX BRHhedeodU 1 WIGHLO99EM D BY290LUDdh Maody myrodogiad
9LOOMTUX BRHL2EMI99 980HDO0 BH (MLrOdLHOM pigHauwaLmxoLrou u|+ TOYLNOD Z€0TdO
seHhedeodu Lm viqHauaLenmd.Lo) uirododiad alqHArodLHO) - TOYLNOD ZEOTIND| €
LW G'T ‘OIMHRE0EILOLDN X BEOLO.
'snuin0jebaw0l}A) WeHDIULHE X LaLnLHe 5B
e12af OJaHMD 08109hMLION d0HLI28eN Bemexdarod ‘(4 /-z £ Hd)
qLOOMTMXK BeHhedsodu |Lm edadAg-omdL 290HI0 eH egodu BRHhOgOdgULIR)| Ivo ZEOTOD| T
OIMHREOEILOLDN X 90101 ‘YI9HHegodULMdLD
- 1m ‘iagorodunionrou NIGHROHAL-96 LOmMHeNL | d1IW 940S Z€0Td| T

VdO9VH 9v1000 ‘¥

Format version: 105

Instruction version: 108

Document: K103I



XEMA

5. MEPbI NPEAOCTOPOXXHOCTU

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

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwouyeHnem crton-peareHta (5,0% pacTtsBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPAUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBOop cepHOM KkucnoTbl obnajaeT pasapaxatowmm  aeicteuem.  U3beraTb
pa3bpbi3rnBaHUs 1 NoNagaHns Ha KoXy 1 cnn3uncTble. Mpu nonagaHnum Ha KOXY U CIN3UCTble
MOPAaXeHHbIN y4acToK cnefyeT NpoMbiTb 60/bLLIMM KOMNYECTBOM MPOTOYHOW BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPOMCTBA, TEXHUKU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuMma u
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeneHuax, oTaenax) CaHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUI cMCcTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote ¢ Habopom cneagyer HageBaTb OA4HOPA30Bble PE3UHOBbIE WU
niacTMKOBble MepyaTky, Tak Kak obpasubl KPOBWM 4YenioBeka creayeT paccMaTpuBaTth
KaK MoTeHuManbHO WHMOUUMPOBaHHbLIA MaTepuan, CnocobHbIi ANUTEesIbHOE BpeMs
coxpaHaTb M nepepasatb BWY, Bupyc renatuta wnm nwobon apyrov Bo3byautennb
BUPYCHOW UHGEKLUN.

6. OBOPYJOBAHUE N MATEPUAIJDI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
- doTOMETp BEpTMKaNIbHOIO CKaHMPOBAHMS, MO3BONAKOWMIA U3MEPSTb OMNTUYECKYHO
NJIOTHOCTb COAEPXXMMOrO JYHOK MaHLWeTa npu AnvHe BOAHbl 450 HM;
- TepMocCTaT, noaaepxuBatowmnii Temnepatypy +37 °C 0,1 °C;
- [03aTopbl CO CMEHHbIMKM HaKOHEeYHMKaMW, TOo3BoSISOWME OT6MpaTb 06BEMBI
B AnanasoHe 5-250 mkn;
- UMAMHAP MepHbI BMecTUMoCTbio 500 mn;
- BOA@ AMCTUIMPOBaHHas;
- MepyaTKyM pe3uHOBbIe UK MNACTUKOBBIE;
- bymara dunbTpoBanbHas.

7. NOATOTOBKA PEATEHTOB A/ AHAJIU3A

7.1. lNepen npoBeaeHWeM aHanm3sa KOMNoHeHTbl Habopa n nccneayembie o6pasupbl
CbIBOPOTKM (NNasMbl) KpPOBM cneayeT BblAepXaTb MNpuU KOMHATHOM TemnepaTtype
(+18...+25 °C) He MeHee 30 MUH.

7.2. MpuroTtoBsieHMe NJaHLwWeTa.

BCKpbITb MakeT C NiaHWeTOM W YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOMMYecTBO
ctpynos.  OcTaBlWKMECAS  HEWCMNONb30BaHHbIMW  CTpUMbl, 4YTOBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HUX Bfaru, TwaTenbHO 3aknenTb ByMaron Ans 3akiemBaHns NaaHLWeTa
M XpaHuTb Npu TemnepaTtype +2...+8 °C B TeyeHuMe BCeEro cpoka rogHoctn Habopa.

7.3. MpurorosnieHne OTMbIBOYHOIO pacTeopa.

B cnyvae papobHoro wucnonb3oBaHus Habopa cnegyetr otobpaTb Heobxoammoe
KOJINYECTBO KOHLIeHTpaTa OTMbIBOYHOIO pacTBoOpa M pa3BecTy ANCTUNNMPOBAHHON BOAOW
B 21 pa3 (1 M KOHUeHTpaTa OTMbIBOYHOrO pactsopa + 20 M AUCTUANMPOBAHHON BOAbI).
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8. YC/I0OBUA XPAHEHUA N 3KCIMJTYATALUUN HABOPA

8.1. Habop peareHtoB «Cytomegalovirus IgG-UDA» fomKEH XpPaHUTBCA B yNakoBKe
npeanpuaTUAa-U3roToBuTeNa npu Temnepatype +2..+8 °C B TeyeHue BCEro Cpoka
roAHOCTH, YKa3aHHOro Ha ynakoeke Habopa.

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

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

8.3. B cnyyae apobHoro mcnonb3oBaHuMs Habopa KOMNOHEHTbI cneayeT XpaHuTb
cneaywwmm obpasom:

- OCTaBLUMECS HeUCMOosIb30BaHHbIMKU CTPUMNblI HEO6XOAMMO TLATENbHO 3aKIenTb

6ymaron ansa 3aknemBaHus NiaHLWeTa u XpaHuTb Npu TemnepaType +2...+8 °C
B TeYeHWe BCero cpoka rogHoctn Habopa;

-  WN®DA-bydep, koHblOraT, cybCcTpaT, CTOM-peareHT nocsie BCKpbITUS (h1lakoHOB
cnepyeTr xpaHuTb npu TemnepaTtype +2..4+8 °C B TeyeHuMe BCero cpoka
roaHocTn Habopa;

- KanmMbpoBoOYHble MPobbl M KOHTPOJSIbHYIO CbIBOPOTKY NOC/E BCKPbITUS (P/lakKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 mecsues;

- OCTaBLUMIACS HEWUCMNOJIb30BAHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cleayer
XpaHUTb MNpu TemnepaTtype +2..+8 °C B TeyeHMe BCero cCpoka roAHOCTU
Habopa;

—  MNPUrOTOBJIEHHbIA OTMbIBOYHbIN pPAacCTBOP CreAyeT XPaHWUTb MNpU KOMHATHOM
Temnepatype (+18..+25°C) He 6onee 5 cyTtok wunauM npu TemnepaTtype
+2...4+8 °C He 6onee 30 cyToK;

MpumeyaHue. Mocne MCNONb30BaHUSA peareHTa HEMeAIEHHO 3aKpblBaTe KPbILWKY

dnakoHa. 3akpbiBalTe Kaxabli (h1akoH CBOEN KpPbILLKOMN.

8.4. [Ins npoBeAeHWsi aHanu3a He CreAyeT MCMosb30BaTb FEMOSIM3MPOBaHHYHO,
MYTHYO CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (M1asMy) KpOBU, COAEPIXKALLYHO
asuna HaTpus. Ecnv aHanms npon3BoAMTCS HE B A€Hb B3ATUSA KPOBW, CbIBOPOTKY (Nnasmy)
cnepyeT xpaHuTtb npu Temnepartype -20 °C. [NoBTOpHOE 3aMOpaxuBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKM (M1@a3Mbl) KPOBM HE AOoMycKaeTcs.

8.5. VcknovaeTtcs ucnonb3oBaHue AN aHanusa obpasLoB CbIBOPOTKKU (MaasMbl)
KPOBW I0OAEN, NOMy4YaBLIMX B LeNsaxX AMAarHOCTUKU UM Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAST MbIlUNHbIE aHTUTeNa.

8.6. Mpn uncnonb3osaHMM Habopa AnS NpoBeAeHWUS HECKONbKUX He3aBUCUMbIX
cepuii aHanusoB cnefyeT MMeTb B BUAy, YTO AN KaXAoro He3aBUCUMMOro
onpeneneHnss Heob6xoAUMMO MOCTPOEHWE HOBOro KannmbpoBo4yHOro rpadwuka; Kpome
3TOro, PeKOMeHAyeTCa onpefeneHne KoHueHTpauum IgG aHTMTen K aHTUreHam
Cytomegalovirus B KOHTPO/IbHOWM CbIBOPOTKE.

8.7. ns nony4vyeHus HadexXHbIX pe3ynbTaToB HeobXxoamMMmo cTporoe cobnogeHue
MHCTpyKUMKM no npumeHeHnto Habopa.
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Wcenepyemasn rpynna > "
Hwxnuitnpepen | Bepxuuii npepen

CepoHeraTuBHble <0.1 0.9
Cepono3snTusHble

ctapwe 3 net 1.1 4.9
HOBOPOXAEHHble* <0.1 1.7
0o 8 mecsaues* <0.1 3.5
8 MecsueB - 3 roga <0.1 5.5

*MaTepuHcKkne aHTuTena

11. INTEPATYPA
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aHTMMUKpobHasa Tepanusa. — 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,
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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
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Mo Bonpocam, kacatrowmmcsa kayectsa Habopa «Cytomegalovirus IgG-UDA >,
cneayet obpauwaTtbes B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

3/1eKTPOHHas noyTa: info@xema.ru; rqgqc@xema.ru
VHTEPHET: www.xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KoCTpukunH
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Instruction for use

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

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative 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 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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Material Notes on material collection, Sample dilution | Sample into Calculation
type storage and handling example the well, pl factor
blood Grossly hemolytic, lipemic, 5 pl of 100 1
serum or | or turbid samples should be sample +
plasma | avoided and should be treated 500 pl of
by centrifugation before diluent
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.
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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, K

Sex, age — —

Lower limit Upper limit
Seronegative <0.1 0.9
Seropositive > 3 years 1.1 4.9
newborn* <0.1 1.7
under 8 months* <0.1 3.5
8 months - 3 years <0.1 5.5

*antibodies of maternal origin
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