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K104I

«YTBEPXOEHA»
Mpukas PocsgpaBHaasopa N2 1493-Mp/10 ot ot 1 mapTa 2010 r.
KPA N2 74895 ot 29.10.2009 r.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA 1gG AHTUTEN
K AHTUTEHAM HERPES SIMPLEX VIRUS 1 U 2 TUNA (HSV 1,2)
B CbIBOPOTKE (MJIASME) KPOBUM «HSV 1,2 IgG-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «HSV 1,2 IgG-UDA» npegHasHayeH ANS KayeCTBEHHOrO
onpeaeneHnsa KoHueHTpaunm IgG aHTuTen K aHtureHam Herpes simplex virus 1 n 2 Tuna
(HSV 1,2) B cbiBOpOTKE (NN1a3Me) KPOBU METOAOM TBEPAO0(PA3HOro UMMYHOMDEPMEHTHOIO
aHanusa.

1.2. VIHdekumnm, Bbi3biBaeMble BUPYCOM NpocToro repreca (BMIM) oTHocaTcs Kk ymucny
Hanbonee 4acTbix 3aboneBaHuii Yenoseka. [poBeaeHHbIE CepoaNUAEMMONIOrnyeckne
nccnenoBaHms nNokasanu, 4To okono 90% Bcero HaceneHus K 4-i aekae XU3HU UMeloT
aHTuTena k BMI. MNepepava yepe3 MHOUULMPOBaHHbIE CEKpeTbl SABNSETCH OCHOBHbIM
nytem nepegavn uHdekumn. JlaTeHuMs n peakTMBauus OYEeHb 4YacTO BCTpevarTcs
npu BMM-nHdekumn. AHTUTEna Kk BMI urpatoT 3aWunTHYO posib B NpeaoTBpalleHnmn
pa3BuTusa 3aboneeBaHns U OrpaHUYEHUN NaTeHuuu, XOTa U He obecrneymBatoT NOSHOM
3awmnTbl. NccneposaHume cneundunyeckmnx IgG-aHtuten k B BbINOMHAETCS HA paHHUX
Cpokax 6epeMeHHOCTW ANs OUEeHKW Mpeablaylier 3KCnosvuum K Bupycy. B cnyuae
CcepoHeraTMBHOCTN 6epeMeHHOl NoKa3aHo OrpaHNyYeHne KOHTaKToB.

2. MPUHUMN PABOTblI HABOPA

Onpepenenne IgG aHTUTEn K aHtureHam Herpes simplex virus 1 n 2 Tuna
(HSV 1,2) ocHOBaHO Ha WCMOMb30BaHUN <«CIHABWUY»-BapuaHTa TBepaodasHoro
UMMYHOMEPMEHTHOro aHanu3a. Ha BHyTPeHHEN MNOBEPXHOCTUM JIYHOK MaHweTa
MMMobunusoBaH aHTureH - HSV 1,2. AHTuUTena n3 obpasua CBSA3bIBAOTCA C aHTUIEHOM
Ha MOBEPXHOCTM JNyHKM. O6pa3oBaBLUIMIACA KOMMMAEKC BbISBASIOT C MOMOLLbIO
KOHbBbIOraTa MbIWNHBIX MOHOK/OHaNbHbIX aHTUTen k IgG uenoseka C MepoKcuAason
xpeHa. B pesynbTate obpasyeTcs CBA3aHHbIM C MNNACTUKOM «CIHABUY», COAEPXKALUUN
nepokcuaasy. Bo BpeMsi MHKybaumMm C pacTBOpoM cybcTpaTa TeTpaMeTunbeH3namHa
(TMB) npoucxoauT OKpallnmBaHUE pacTBOPOB B JIYHKaX. MHTEHCMBHOCTb OKpackun nNpsiMo
nponopumnoHanbHa KOHUeHTpauun cneundundecknx IgG aHTUTEN K aHTUreHam Herpes
simplex virus 1 n 2 tnna (HSV 1,2). KoHueHTpauus IgG aHTUTeN K aHTMreHam Herpes
simplex virus 1 n 2 Tuna (HSV 1,2) B uccneayembix obpasuax paccyMTbiBaeTcs Mo
¢popmyne, NpuBeAEHHOW B MHCTPYKLMM.

3. AHAJIUTUYECKUE XAPAKTEPUCTUKHN

3.1. CneunPmnUHOCTbD. Mcrnonb3oBaHue BbICOKOOYULLEHHOIO npenaparta
no3BosisieT AOCTUYb BbICOKOW CNeunduyHoCTM aHanmaa.

3.2. Bocnpon3BoaUMOCTb.

KoapdpurumneHT Bapvaumm pesynbTaToB onpeaeneHus copaepxaHus IgG aHTtuten
K aHTuUreHam Herpes simplex virus 1 un 2 Tuna (HSV 1,2) B ogHOM 1 ToM e obpasue
CbIBOPOTKM (MnasMbl) KPOBM C wucnonb3oBaHMeM Habopa «HSV 1,2 IgG-MOA»
He npesblwaeT 8,0%.
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5. MEPbI NPEAOCTOPOX>XXHOCTU

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

5.2. Bce komnoHeHTbl Habopa, 3a wckntodeHnem crton-peareHTa (5,0% pacTtsop
CEPHOWM KUCNOTbl), B UCMOJb3YEMbIX KOHLEHTPaLMAX SABASIOTCS HETOKCUYHbBIMM.

PactBop cepHoM KuCnoTbl obnagjaeT pasapaxatmowmm  aeicteuem.  UM3beraTb
pa3bpbI3rnBaHNs 1 NONaaaHMs Ha KOXY W cnn3ucTble. Mpu nonagaHnm Ha KOXY U CIN3UCTble
NOPaxXeHHbIW y4acToK creayeT NpoMbITb 60MbLINM KONMYECTBOM MPOTOYHOW BOAbI.

5.3. lNpu paboTe c Habopom cneayet cobnogatb «lpaBuna yCTpOMCTBA, TEXHUKU
6e3onacHoOCTN, MPOM3BOACTBEHHOW CaHUTapuu, MNPOTUBOIMNUAEMMYECKOrO pexuMma u
NIMYHOM rurmeHbl npu pabote B nabopatopusax (OTAeNeHUsX, oTAenax) CaHWTapHo-
3MUAEMMNONIONNYECKUX YUPEXAEHUIA cUCTeMbl MUHUCTEpPCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayer HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
NacTUKOBbIe NepyaTKn, Tak Kak 06pa3ubl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHuManbHO MHDULMPOBAHHbBIA MaTtepuar, CrnocobHbIV ANUTeNbHOE BPEMS COXPaHATb
N nepepasaTb BWY, Bupyc renatuta wnu nwoborn apyron Bo36yauTeNnb BUPYCHOWM
MHbekunn.

6. OBOPYAOBAHUE U MATEPUAIJbI,
HEOBXOAWUMBbIE NP PABOTE C HABOPOM
- (doTOMETp BEpTUKANbHOIO0 CKAHMPOBAHMS, MO3BOJISOLLNI NU3MEPATb ONTUYECKYO
MAOTHOCTb COAEPXKMMOro JIYHOK MaHLWweTa Npu AsMHE BOJSIHbI 450 HM;
- TepMocTaT, noaaepxuBatrowmii Temnepatypy +37 °C 0,1 °C;
— [03aTopbl CO CMEHHbIMM HaKOHEYHMKaMW, Mo3Bonswme oTbéupatb 06beMbI
B AnanasoHe 25-250 mkn;
- UMAMHAP MEepHbIN BMecTUMocTbio 500 mn;
- BOAa AVCTWIMPOBaHHas;
- repyaTku pe3nHOBblE WU NNACTUKOBbIE;
- byMara cdunbTpoBasbHas.

7. NOATOTOBKA PEAFEHTOB AJid AHAJTIU3A

7.1. Mepen npoBefeHneM aHanmsa KOMNOHeHTbl Habopa n nccneayemslie obpasubl
CbIBOPOTKM (NNnasMbl) KpPOBM ClieAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...+25 °C) He meHee 30 MUH.

7.2. MpuroToBJsieHMEe NaaHLWeTa.

BCKpbITb MakeT C NAaHLWeETOM U YCTaHOBWUTb Ha paMKy Heob6XxoAmMOe KONMMyecTBO
ctpynoB. OcTaBlWMecs  HEWCMNONb30BaHHbIMKM  CTpUMbl, 4YTOBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HMX BRarv, TwaTenbHO 3aknenTb 6yMaron Ans 3aKieMBaHuns naaHLweTa
M XpaHuUTb NMpu TemMnepaType +2...+8 °C B TedeHuMe BCEro cpoka rogHoctn Habopa.

7.3. MpurortosneHne OTMbIBOYHOro pacreopa.

Coaepxxmmoe pakoHa C KOHLEHTPaTOM OTMbIBOYHOMO pacTeopa (22 M), nepeHecTu
B MepHbIN uMAMHAp BMecTuMocTbio 500 mn, pobasutb 440 MN AWCTUANIMPOBAHHOW
BOAbl M TLWaTeNbHO nepeMewatb. B cnyvae apobHoro ucrnonb3oBaHusa Habopa cneayet
oTobpaTb HeobxoAMMOE KOMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa W pas3BecTu
ANCTUNNNPOBaHHON BoAon B 21 pa3 (1 Mn KOHLUEeHTpaTa OTMbIBOYHOro pacteopa + 20 mMn
ANCTUNNINPOBAHHON BOAbI).
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8. YCNoBusA XPAHEHUA N SKCNJIYATALUUN HABOPA

8.1. Habop peareHtoB «HSV 1,2 IgG-UDA» ponxeH XpaHWUTbCS B YyNakoBKe
npeanpusaTUa-nu3rotoeuTens npu Temnepatype +2..+8 °C B TeuyeHWe BCeEro cpoka
rOAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs XpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C He
6onee 5 cyTok. He gonyckaeTtcsa 3amMopaxuvBaHue Lenoro Habopa.

8.2. Habop paccuuTaH Ha mMpoBeAeHue aHanusa B aybnukatax 45 vccneayembix
obpasuoB, 1 KanMBpOBOYHbLIX MpPo6 M 2 Npobbl KOHTPOSIbLHOW CbIBOPOTKM (BCEro
96 onpeaeneHun).

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
a3ua HaTpusa. Ecnn aHanns npon3soanTCcs He B AeHb B3STUS KPOBW, CbIBOPOTKY (Na3my)
cnefyeT XpaHuTb npu Temnepatype -20 °C. NoBTOpHOe 3aMOpaxuBaHue-oTTamBaHue
06pasuoB CbIBOPOTKK (M1a3Mbl) KPOBM He AOMyCKaeTcs.

8.5. VckntoyaeTcs mMcnonb3oBaHue Ans aHanu3a o6pasuoB CbIBOPOTKM (Mia3Mmebl)
KPOBW NIOAEN, MOMyYaBLIMX B Lensx AMarHoCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILWMHbIE aHTUTENa.

8.6. Mpn wucnonb3oBaHun Habopa Ana npoBeAeHUs HECKONbKUX He3aBUCUMbIX
cepuin aHanuM30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBMCMMOro onpeaeneHms
HeobxoAMMO  MOCTPOEeHMEe HOBOro  KanumbpoBO4HOro rpadwuka; Kpome 3TOro,
pekoMeHAyeTcsa onpeaeneHne KoHueHTpauum IgG aHTuTen K aHTureHam Herpes simplex
virus 1 n 2 Tuna (HSV 1,2) B KOHTPOJIbHOW CbIBOPOTKE.

8.7. Ins nony4vyeHus HaAexXHbIX pe3ynbTaToB HeobxoAMMO cTporoe cobniogeHue
WNHCcTpykumMn no npumeHenmto Habopa.
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Ecnun 3HayeHne K nexut B mHTepBane oT 1.1 go «BToporo cut-off», aTo MoxeTt
CcBMAeTeNbCTBOBaTb /MG0 O HavanbHOM nepuoae MNepBUYHOM  WHdekumn, nmbo
06 wuHdbekuMn, nepeHeceHHON paHee. YTo6bl MPOSACHUTL CUTyauu, Heobxoammo
nccnenoBaTb NOBTOPHblE 06pasLbl KPOBU TOMO XXe MauMeHTa, B3siTble Yepe3 HeCKOJIbKO
Hepenb. HapacTtaHme TuTpa B NOBTOPHOM obpasue CBMAETENbCTBYET O HaaMyum
nHdekunn. Ecnm xe TMTp He HapacTaeT, 3TO CBUAETENbCTBYET 06 OTCYTCTBMM aKTUBHOM
MHbEKUMN N 06 aHaMHECTUYECKOM XapaKTepe aHTuTen.

Wcenepyemas rpynna Equnmubi, K
Huxnuit npegen | Bepxuuii npepen

CepoHeraTuBHble <0.1 0.9
Cepono3nTueHble 1.1 4.9
cTapwe 3 neT

HOBOPOXAEHHbIe* <0.1 1.5
[o 8 mecsaues* <0.1 3.5
8 mecsues - 3 roga <0.1 4.8

*MaTepuHCcKkue aHTuTena

11. INTEPATYPA

1. NcakoB B. A., bopucosa B. B., NcakoB [l. B. l'epnec: naTtoreHe3s u nabopaTtopHas
AvarHocTtuka. PykoBoacTteo ans spaven — CM6: JlaHb — 1999 - ¢.192

2. Cowan F. M., Johnson A. M., Ashley R. et al. Relation ship between antibodies to
herpes simplex virus (HSV) and symptoms of HSV infection // J. Infect. Dis. - 1996 -
v.174 - p.470-475

3. Munday P. E., Vuddamalay J., Slomka M. J. et al. Role of type specific herpes simplex
virus serilogy in the diagnosis and management of genital herpes // Sex Transm. Inf -
1998 - v.74 - p.175-178

4. Roest R. W., van der Meijden W. I., van Dijk G. et al. Prevalence and association
between herpes simplex viruses types 1- and 2-specific antibodies in attendees
at a sexually transmitted disease clinic. // Int Epidemiol. - 2001 - v.30 - p.580-588

5. Whitley R/I/ Herpes simplex virusinfections. In: Infection Diseases of the Fetus and
Newborn Infants (Reminington ]S, Klein JO eds.) - Philadelphoa: WB Saunders, 1990 -
p.282-305

Mo BonpocaMm, kacawwmmcs kadectsa Habopa «HSV 1,2 IgG-UDA>»,
cnepyet obpawartbca B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

3N1eKTPOHHas noyta: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

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

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IgG ANTIBODIES TO HSV 1,2
IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgG
antibodies to HSV 1,2 in blood serum or plasma.

This kit is designed for measurement of IgG antibodies to HSV 1,2 - 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

Herpes simplex virus (HSV) is one of the most common pathogens in humans.
HSV is transmitted by all secretions of infected body, especially via saliva, semen and
cervical fluid. Acute HSV infections appear as a vesicular rash of labial or genital area.
In immunocompromised hosts, HSV may cause life-threatening sequela in central
nervous system. HSV is rarely fully eradicated after acute infections and persists in
human organism lifelong, showing the periodic reactivation. In case of acute infection
or reactivation during pregnancy, HSV may cross the placental barrier and cause severe
fetal malformations.

Specific IgG-antibodies to HSV are not protective; their titer usually raise in
response to the reactivation of virus and therefore may be used to monitor the actual
status of HSV activity. In pregnant women, the absence of specific IgG-antibodies
(seronegativity) requires tight restrictions of the lifestyle during the pregnancy
minimizing contacts to seropositive humans. The seronegative individuals should not
receive the blood transfusions and organ transplants from seropositive donors.

There are two very similar serotypes of HSV - HSV I and HSV II, showing different
distribution in affected human tissues and organs. The present test system does not
detect the differences between these two serotypes.

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;

Calibrated micropipettes with variable volume, range volume 25-250 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...4+8 °C upon receipt until the expiration date.

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

6. SPECIMEN COLLECTION AND STORAGE

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

Specimens may be stored for up to 48 hours at +2...48 °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...+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 21X by 21 dilutions
in distilled water.

7.2, Procedural Note:

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

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.
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7.5. Sample processing

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

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 HSV 1,2 IgG. Based on data obtained by XEMA, the following normal range
is recommended (see below).

S Units, K

X age Lower limit | Upper limit
Seronegative <0.1 0.9
Seropositive > 3 years 1.1 4.9
newborn* <0.1 1.5
under 8 months* <0.1 3.5
8 months - 3 years <0.1 4.8

*antibodies of maternal origin
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