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K102I

«YTBEPXJEHA»
Mpukas PoczagpasHaasopa N2 1949-Mp/10 ot ot 1 mapTa 2010 r.
KPA N° 74899 ot 29.10.2009 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONPEAENTEHNUA IgG AHTUTEN
K AHTUTEHAM RUBELLA B CbIBOPOTKE (MNMJIASBME) KPOBU
«Rubella IgG-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «Rubella IgG-UDA» npenHasHavyeH AN KOJIMYECTBEHHOIO
onpeneneHus KoHueHTpauum IgG aHTuTen Kk aHTMreHam Rubella B cbiBopoTke (nnasme)
KpOBW MeToAoM TBepAodasHOro MMMyHodbepMeHTHOro aHanumsa.

1.2. Bupyc kpacHyxu (Rubella) Bbi3biBaeT nerkoe 3abonesaHne AeTCKOro Bo3pac-
Ta C KOXHbIMW BbICbINAHUSIMU U YBEIMYEHUEM 3aTblIOYHbIX NTMMBOY310B. B ganbHen-
LWEeM pa3BMBAETCSt CTOMKUIA MOXWU3HEHHbII UMMYHUTET. Y B3pOC/bIX, He nepebonesBLunx
KpaCHyXol B AeTCTBe, 60ne3Hb MOXeT nmpoTekaTb 6onee TSXeno, MHorga npuBoAs K
pa3BUTUIO TPAH3UTOPHbIX apTPUTOB C TYronoABUXXHOCTbIO CYCTaBOB, OMMCaHbl Clyyau
neTanbHbIX 3HUedanuToB. KpacHyxa y 6epeMeHHbIX XEHLIMH MOXET TakXe BecTu K
Cepbe3HbIM BpPOXAEHHbIM AedekTaM nioda (NMOpoku cepaua, riyxoTa, MEeHWHrosHue-
danuTbl, peTnHonaTtnmn), ocobeHHo ecnu 3aboneBaHMe NPOTEKAET B NEPBbI TPUMECTP
6epeMeHHOCTU. MHbDUUMpOBaHME BMPYCOM KpaCHYXW B MepBbli TPUMecTp 6epeMeHHo-
CTU CNyXWUT nokasaHuem K npoBefeHuto abopta. MccnegoBaHne NpOTEKTUBHBIX CbIBO-
poTOYHbIX IgG-aHTUTENn K BUPYCY KPaCHYXM MOXET OblTb MCMOSIb30BAHO AN OLEHKU
WMMYHHOrO CTaTyca AeBOYEeK-NOAPOCTKOB, @ TaKXe XEHLUNH BO BpeMsi 6epeMeHHOCTU.

2. MPUHUMN PABOTbl HABOPA

OnpepeneHne IgG aHTuUTen K aHTureHam Rubella ocHOBaHO Ha MCNOsb30BaHUM
«C3HABUY»-BapuaHTa TBepaoda3HOro MMMyHO(EpPMEHTHOro aHanmsa. Ha BHYTPeHHeWn
NOBEPXHOCTM JIYHOK MfaHWweTa wWMMobunusosaH aHTUreH - Rubella. AHTUTEna
n3 obpasua CBA3bIBAOTCA C aHTUIEHOM Ha MOBEPXHOCTM NyHku. Ob6pa3soBasLuMiicA
KOMMIEKC BbISIBMSIOT C MOMOLLbIO KOHBIOraTa MbILLMHbLIX MOHOK/IOHAsbHbIX aHTUTen K IgG
yenoBeka C Nepokcuaason xpeHa. B pesynbraTe obpasyeTca CBA3a@HHbIN C MNIaCTUKOM
«C3HABUY», coaepXalimin nepokcmaasy. Bo Bpemsa nHkybaumm ¢ pactsopom cybcrpata
TeTpameTunbensmamHa (TMB) npoucxoauT OKpallMBaHWE pacTBOPOB B JIYHKaXx.
MNHTEHCMBHOCTb OKpacKu MpAMO MpOMopLMOHasbHa KOHUEHTpauun crneunduyeckmx
IgG aHTuTen Kk aHTureHam Rubella. KoHueHTpaums IgG aHTuTen Kk aHTureHam Rubella
B MccneayeMblx obpasuax paccunTbiBaeTcs no dopMmye, NpUBeAEHHON B MHCTPYKLNM.

3. AHAJINTNYECKUE XAPAKTEPUCTUKHN

3.1. CneundUUYHOCTb. VICnonbL30BaHNE BbICOKOOUMLLEHHOMO Npenaparta no3Bos-
€T AOCTUYb BbICOKOW CneunduyHoCTU aHanmsa.

[ns onpepeneHns KONMYECTBEHHbIX XapakTeEPUCTUK Habopa peareHTOB WCMOJSb30-
BaH MeXxAyHapoaHbili ctaHaapT RUBI-1-94 (NIBSC, London).

3.2. BocnpousBoaMMocTb. KoadduruneHT Bapmaunm pesynbTaToB onpeaeneHuns
copepxaHus IgG aHTUTen K aHTMreHam Rubella B 0o4HOM 1 TOM e o6pa3Le CbIBOPOTKMU
(nnasmbl) KpoBK € ncnonb3oBaHMeM Habopa «Rubella IgG-U®A» He npeBbiwaeT 8,0%.
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5. MEPbI NPEAOCTOPOX>XHOCTU

5.1. MNoTeHumanbHbI puck npumeHeHms Habopa - knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwouyeHnem crton-pearenta (5,0% pacrtsop
CEPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUNAX ABASIOTCA HETOKCUYHBIMW.

PactBop cepHom KkucnoTbl obnajaetr pasgpaxaroowum gencrsmem. Wsberatb
pa3bpbi3rMBaHns U NoNaAaHUs Ha KOXy 1 cim3uncTtble. Mpu nonagaHum Ha KOXyY U CIM3UCTbIe
NMOPaxeHHbIW y4acToK creayeT NpoMbITb 60NbLIMM KOIMYECTBOM MPOTOYHOW BOAbI.

5.3. Npwu pabote c Habopom cnepyet cobnoaatb «lpaBuna yCTponcTBa, TEXHUKN
6e30macHOCTM, NPOWM3BOACTBEHHOW CaHUTapwuW, MNPOTUBO3MUAEMMYECKOro pexuMa u
NNYHOM rurneHbl npu pabote B nabopatopusax (oTAeneHusx, oTAaenax) caHuUTapHO-
3NUAEMNONOIMYECKNX YUPEXAEHUI cucTeMbl MUHUCTEpPCTBa 34paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

5.4. MNpu pabote ¢ Habopom cneanyeT HageBaTb OAHOPA30Bble PE3NHOBLIE WU
naacTUKOBblE MepyaTku, Tak Kak obpasubl KpoBM YenoBeka crefyeT paccMaTpuBaTb
KakK MnoTeHUMaNbHO MWHPUUMPOBAHHbLIA MaTepuan, CrnocobHbI AnuTenbHOE BpeMms
CoXpaHaTb U nepepasatb BWY, Bupyc rematuta wnu nwobor apyrov Bo3byauTens
BUPYCHOM MHMbEKUNN.

6. ObOPYAOBAHUE U MATEPUAIDI,
HEOBXOAWUMBIE NP PABOTE C HABOPOM
- (dOTOMETp BEpPTUKANbHOIO CKaHWPOBAHWUS, MO3BOMSIOWMNIA U3MEPSATb ONTUYECKYHO
NJOTHOCTb COAEPXMMOr0 NTYHOK MaHweTa npv AnHe BONHbI 450 HM;
- TepMocTaT, noadepxusatrowmi Temnepatypy +37 °C +£0,1 °C;
- [03aTopbl CO CMEHHbIMW HaKOHEeYHWKaMu, Mno3Bonswmne oTdbupatb 06bLEMDI
B Anana3oHe 25-250 Mkn;
- UWIMHAP MepHbIN BMecTuMocTbio 500 Mn;
- BOJa AUCTUNIMPOBaHHas;
- nep4yaTku pe3nHOBble UM NIACTUKOBbIE;
- bymara dunbTpoBasnbHas.

7. NOATOTOBKA PEAFEHTOB A/ AHAJTIU3A

7.1. lMNepep npoBeaeHUEM aHanM3a KOMMNOHeHTbl Habopa 1 nccneagyemble o6pasubl
CbIBOPOTKM (Mna3Mbl) KpPOBW CreAyeT BblAepXaTb NpUM KOMHATHOW TemnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortoBneHve njaaHwWeTa.

BCKpbITb NaKeT € MJaHLWeTOM U YCTaHOBUTb Ha paMKy HeobXxoaMMoe KOAMYecTBO
ctpynoB. OcCTaBlIMECs HEeWCrnosib30BaHHbIMKM  CTpuMbl, 4TOObl MpenoTBpaTUTL
BO3JENCTBME Ha HMX Bnaru, TWwaTeNbHO 3aKknenTb 6ymMarom Ans 3akiemBaHns niaHwerta
M XpaHWUTb NMpu TemnepaType +2...+8 °C B TedeHMe BCEro cpoka rogHoctn Habopa.

7.3. NMpurotoBsieHue OTMbIBOYHOIO pacTrBopa.

B cnyyae ppobHoro wucnonb3oBaHusi Habopa cneagyet oTobpaTb Heobxoammoe
KO/IMYECTBO KOHLeHTpaTa OTMbIBOYHOIO pacTBopa W pa3BecT AUCTUIMPOBaHHOW BOAON
B 21 pa3 (1 M/ KOHLEeHTpaTa OTMbIBOYHOr0 pacteopa + 20 M AUCTUNNMPOBAHHOW BOAbI).
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8. YCNoBusA XPAHEHUA N SKCNJIYATALUUN HABOPA

8.1. Habop peareHToB «Rubella IgG-UDA» ponxeH XpaHUTbCS B ynakoBKe
npeanpusaTUa-n3roToeuTens npu Temnepatype +2..+8 °C B TeyeHMe BCero cpoka
rOAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype go +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopa)xuBaHue uenoro Habopa.

8.2. Habop paccuuTaH Ha mMpoBeAeHMe aHanusa B aybnukatax 42 vccrieayembix
obpasuoB, 5 KannbpoBOYHbLIX NpPob6 M 1 Mpobbl KOHTPONLHOW CbIBOPOTKKM (BCero 96
onpeneneHuin).

8.3. B cnyyae apobHoro mcnonb3oBaHns Habopa KOMMOHEHTbI CnefyeT XpaHuTb
cneapyowmm obpasom:

-  OCTaBLUMECS HEeWCrnosb30BaHHbIMW CTPUMbl HEOOXOAMMO TLIATENbHO 3aKNenTb

byMaron ansa 3aknevMBaHus niaHweTa u XpaHuTb nNpu Temnepatype +2..+8 °C
B TeYeHue Bcero cpoka rogHoctn Habopa;

-  WN®A-bydep, KoHblOraT, cybcTpaT, CTomn-peareHT nocne BCKpbITUS (1aKOHOB
cnepyeT XxpaHuTb Npu TemnepaTtype +2...+8 °C B TeyeHune BCero cpoka ro4HoCTm
Habopa;

- KanmbpoBouYHble NPO6bl N KOHTPOJIbHYHO CbIBOPOTKY MOC/E BCKPbITUSA (h1aKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 Mecsues;

—  OCTaBLUMIACA HEWCMOSIb30BAHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeBopa cienyeTt
XpaHuTb npu TemnepaTtype +2..+8 °C B TeyeHWe BCEro cpoka roAHOCTU
Habopa;

—  MPUroTOBJSIEHHbIN OTMbIBOYHbLIA PacTBOp cClefyeT XpaHUTb MpU KOMHATHOM
TemnepaTtype (+18..4+425°C) He 6onee 5 cyTok wauM npu TemnepaType
+2...4+8 °C He 6onee 30 cyToK;

MpumeyaHue. Mocne MCNOAb30BaHNA peareHTa HeMeASIeHHO 3aKpblBaMTe KpbILWKY

dnakoHa. 3akpbiBaniTe Kaxabli NakoH CBOEN KPbILLKOW.

8.4. ina nposeAeHna aHanus3a He creayeT MCMNoJfib30BaTb FEMOSIU3NPOBAHHYIO,
MYTHYIO CbIBOPOTKY (N/1a3My) KPOBW, a TakxXe CbIBOPOTKY (Na1a3My) KpOBKU, CoAepKalLyto
asua HaTpus.

Ecnu aHanun3 npon3BoOAUTCS He B A€Hb B3ATUS KPOBU, CbIBOPOTKY (Mnasmy) cneayer
XpaHuUTb Npu Temnepatype -20 °C. [oBTOpHOe 3aMopaXxuBaHWe-oTTansaHne obpasLos
CbIBOPOTKM (Nn1a3Mbl) KPOBU He AOMYyCKaeTCs.

8.5. Vickno4vaeTcs mMcnosb3oBaHue A8 aHanu3a o6pasLoB CbIBOPOTKM (MnasMmbl)
KPOBMW NtOAEN, NONy4YaBLIMX B LEeNsxX ANarHOCTUKM MAWM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILMHbIE aHTUTENa.

8.6. [1ns nony4vyeHns HaAeXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobntogeHue
WNHCTpyKuMM no npumeHeHuto Habopa. Pe3synbTaTbl cuMTaloT AENCTBUTENbHBIMK, €Cnu
napameTpbl KannbpoBOYHOro rpadmka COOTBETCTBYIOT AMana3oHaMm, NpUBEAEHHbIM B
rnacrnopTe KOHTPO/s KayecTsa.

8.7. Ins nony4vyeHus HaAexXHbIX pe3ynbTaToB HeobxoAMMO cTporoe cobniogeHue
WNHCcTpykumMn no npumeHenmto Habopa.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysbTaTax uccnenoBaHui, nposeaeHHbix 000 «XEMA»,
pekoMeHAyeM MoNb30BaTbCs HOPMaMu, MpuUBEAEHHbIMM Huxe. BMmecte c Tem,
B COOTBETCTBMM C npaBunamum GLP (Xopowein nabopaTopHOM MNpakTUKKW), Kaxaas
nabopatopusi Jo/MKHa camMa onpeaenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnegyemMon nonynsaunn.

10.2. HekoTtopble nabopaTopuMM Ha OCHOBaHWW pe3ysbTaToB COBCTBEHHbIX
nonynsiLMOHHbBIX WCCNeaoBaHUI BBOAST «BTOpoOWM cut-off», pacnonoXeHHbIn Mexay
@HaMHeCTUYEeCKMM (KHOPManbHbIM») U «BbICOKMM>» YpOBHeEM IgG-aHTUTeN, XapaKTepHbIM
ANS peakTMBaUMW UM NO3AHEro nepuvoaa nepBMYHON MHMEKUNN. 3HAUYEHUS «BTOPOro
cut-off» ansa Bo3pacTHbix rpynn 8 Mec.—3 roaa u ctapwe 3 neT npuseeHbl B Tabnuue
0XMAaeMblX 3HaUYEHWN.

Ecnn 3HayeHune nexuTt B uHTepsane ot 15.1 ME/mn (K ot 1.1) go «BTOpOro cut-
off», 3To MOXeT cBMAETEeNbCTBOBATbL IM60 0 HayasibHOM Nepuoae NeEPBUYHON MHDEKLMN,
nnbo 06 MHdeKkunn, NnepeHeceHHOM paHee. YTobbl NPOSICHUTL CUTyaumio, Heob6xoanuMo
nccnenoBaTb NOBTOPHbIE 06pa3Lbl KPOBU TOMO XXe MauMeHTa, B3sTble Yepe3 HeCKOJIbKO
Hepenb. HapacTtaHme TuTpa B NOBTOPHOM obpasue CBMAETENbCTBYET O HalMyum
MHdekunn. Ecnu xe TUTp He HapacTaeT, 3TO CBMAETENbCTBYET 06 OTCYTCTBMU aKTUBHOM
MHbEKUMN 1 06 aHaMHECTUYECKOM XapaKTepe aHTuTen.

Ecnn koHueHTpaumsa B uccnenyemoMm obpasue, npeBbillaeT 3HayeHue BepxHeW
kanubpoBouHoM Npobbl (200 ME\MN), ero cneayet AONOSHUTENBHO pa3BecTu bydepom
Ans passeaeHus obpasuyos B 10 pa3 n 6onee. Mpn pacyeTe KOHUEHTpPaUMmM Heob6xoamMMo
YMHOXWTb NMOMYYEHHbIN pe3ynbTaT Ha PaKkTop pa3BeaeHus.

Eaunnubl, ME\mn Eaunnupl, K
Wccnepyemas rpynna " " " ”
Huxnnit npepen BepxHuii npepen Huxunit npepen BepxHuii npepen

CepoHeraTuBHble - 15.0 <0.1 0.9
Cepono3nTueHble

crapuwe 3 net 15.1 73.5 1.1 4.9
HOBOPOXAEHHble* - 27.0 <0.1 1.8
0o 8 mecsaues* - 48.0 <0.1 3.2
8 mecsueB - 3 roga - 60.0 <0.1 4.0

*MaTepuHCckue aHTuTena

Pe3ynbTaThl, Nexawue B npomexyTtke ot 15 ME/mn go 25 ME/Mn ykasbiBalOT Ha
340pPOBOE HOCWUTENBLCTBO WM HauvasbHYl CTaauio MHbekumu. TpebyeTcs noBTOpHOE
obcnenoBaHune Yyepes 2 Hegenu.
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Mo BonpocaM, kacatowmmcsa kayectsa Habopa «Rubella IgG-UDA>»,
cneayet obpawaTtbes B OO0 «XEMA» no agpecy:

105043, MockBa, a/sa 58,

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

3M1eKTPOHHas noyta: info@xema.ru; rqc@xema.ru
MHTEpPHET: WWW.Xxema.ru; www.xema-medica.com

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

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

1. INTENDED USE

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

This kit is designed for measurement of IgG antibodies to Rubella 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 42 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Rubella virus infection in children causes a mild disease with skin rash and
enlargement of occipital lymph nodes, followed by a stable life-long immunity. In adults
the infection may exert in more severe forms with transitory arthritis and in some
cases - lethal encephalitis. Rubella infection in pregnant women may cause serious
inborn defects in newborns (cardiac insufficiency, meningoencephalitis, retinopathy),
especially if infection develops during the 1st trimester.

Rubella infection during the 1st trimester of pregnancy is an indication for abortion.
Determination of protective anti-Rubella IgG-antibodies may be used for estimation
of immune status in adolescent and pregnant women.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by the antigen. Antibodies from the
specimen bind coated antigen on the microwell surface. Unbound material is removed
by washing procedure. Second antibodies directed towards species specific Ig, labelled
with peroxidase enzyme, are then added into the microwells. After subsequent
washing procedure, the remaining enzymatic activity bound to the microwell surface
is detected and quantified by addition of chromogen-substrate mixture, stop solution
and photometry at 450 nm. Optical density in the microwell is directly related
to the quantity of the measured analyte in the specimen.
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

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

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

4.4. Avoid contact with stop solution containing 5,0% H,SO,. It may cause skin
irritation and burns.

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

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

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Safety Data Sheet for this product is available upon request directly from
XEMA Co., Ltd.

4.15. The Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;

Dry thermostat for 37 °C £0,1 °C

Calibrated micropipettes with variable volume, range volume 25-250 ul;
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 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...425 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 21X by 21 dilutions
in distilled water.

7.2. Procedural Note:

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

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.
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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 Rubella IgG. Based on data obtained by XEMA, the following normal range
is recommended (see below).

Units, IU\ml

Sex, age _ o

Lower limit Upper limit
Seronegative - 15.0
Seropositive > 3 years 15.1 73.5
newborn* - 27.0
under 8 months* - 48.0
8 months - 3 years - 60.0

*antibodies of maternal origin
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