%

)

Y sy,
'S,
o e

IS

180,'%,

OQM\TY Srs,y
/ 4,

.
o \3 u XEMA Co., Ltd.

HE

4]

Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEAFEHTOB

Ana UMMYHO®EPMEHTHOIO OMPEAENIEHNA

lgG AHTUTEN K AHTUTEHAM HERPES SIMPLEX VIRUS
12 TUNA (HSV 1, 2) B CbIBOPOTKE (MJIA3BME) KPOBU

«HSV 1,2 IgG-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IlgG ANTIBODIESTO HSV 1, 2

IN HUMAN SERUM OR PLASMA

HSV 1/2 IgG EIA

HOMEP MO KATASIOTY K104
TY Ne 9398-104-18619450-2009

PETMCTPALUMOHHOE YOOCTOBEPEHUE
Ne ®CP 2010/07032 ot 1 mapTta 2010 T.

Antutena k BUY 1,2, Bupycy renatuta C n HBsAg oTcyTcTByioT
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K104I

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

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

1. HABHAYEHMUE

1.1. Habop peareHtoB «HSV 1,2 IgG-UDA» npepgHasHayeH ANs KayeCTBEHHOrO
onpeaeneHnsa KoHueHTpaunm IgG aHTuTen K aHtureHam Herpes simplex virus 1 v 2 Tuna
(HSV 1,2) B cbiBOpOTKE (NN1a3Me) KPOBUM METOAOM TBEPAO0(PA3HOro UMMYHOMEPMEHTHOIO
aHanusa.

1.2. VIHdekumnm, Bbi3biBaeMble BUPYCOM NpocToro repreca (BMIM) oTHocATcs K ymucny
Hanbonee 4acTbix 3aboneBaHuii Yenoseka. [poBeaeHHbIE CepoanuAeMMonornyeckne
nccnenoBaHms nokasanu, 4To okono 90% Bcero HaceneHus K 4-i aekae XU3HU UMelT
aHTuTena k BMI. MNepepava yepe3 MHOUUMPOBaHHbIE CEKpeTbl SBNASETCH OCHOBHbIM
nytem nepegadn uHdbekumu. JlaTeHUMs W peakTMBauus OYEeHb 4YacTO BCTpeyarTcs
npu BMM-nHdekumn. AHTUTEna K BMI urpatoT 3aWunTHYO posib B NpeaoTBpalleHnmn
pa3BuTusa 3aboneeBaHns U OrpaHUYEHUN NaTeHuuu, XOTa 1 He obecrneymBatoT NOMHOM
3awmnTbl. NccneposaHune cneundunyeckmnx IgG-aHtuten k B BbINOMHAETCS HA paHHUX
Cpokax 6epeMeHHOCTW Ans OUEeHKW Mnpeablaylien 3KCnosvuum K Bupycy. B cnyuae
CepoHeraTMBHOCTN 6epeMeHHOl NoKa3aHo OrpaHNyYeHne KOHTaKToB.

2. MPUHUMN PABOTblI HABOPA

Onpepenenve IgG aHTUTEen K aHtureHam Herpes simplex virus 1 n 2 Tuna
(HSV 1,2) ocHOBaHO Ha MWCMNOMb30BaHMW  HeNpsMOro BapuaHTa TBepaodasHoro
UMMYHOMEPMEHTHOr0 aHanu3a. Ha BHyTPeHHENW MNOBEPXHOCTU JIYHOK MaHLeTa
MMMobunusoBaH aHTureH — HSV 1,2. AHTuTena 13 obpasua CBA3bIBAKOTCHA C aHTUIEHOM
Ha MOBEPXHOCTM JNyHKM. O6pa3oBaBLUIMIACA KOMMMAEKC BbISBASIOT C MOMOLLbIO
KOHbBblOraTa MbIWNHBIX MOHOK/IOHaNbHbIX aHTUTen k IgG uenoseka C MepoKcuAason
xpeHa. B pesynbTate obpasyeTcs CBA3aHHbIM C MNAACTUKOM «CIHABUY», COAEPXKALUUN
nepokcuaasy. Bo Bpemsi MHKybaumMm C pacTBOpoM cybcTpaTa TeTpaMeTunbeH3namHa
(TMB) npoucxoauT OKpallnBaHME pacTBOPOB B JIYHKaX. MIHTEHCMBHOCTb OKpacku npsMo
NponopunoHanbHa KoHUeHTpauun cneumdunyecknx IgG aHTUTENn 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
dopmyne, NnpMBeAEeHHON B MHCTPYKLUN.

3. AHAJIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneynPMrUYHOCTb. Mcrnonb3oBaHue BbICOKOOYULLEHHOIO npenaparta
no3BosiieT AOCTUYb BbICOKOW CneunduyHoCTM aHanmsa.

3.2. Bocnpou3sBoauUMOCTb.

KoapdpurumneHT Bapuaummn pesynbTaToB onpeaeneHus copepxaHus IgG aHTtuten
K aHTuUreHam Herpes simplex virus 1 n 2 Tuna (HSV 1,2) B ogHOM 1 ToM e obpasue
CbIBOPOTKM (MnasMbl) KPOBM C wucnonb3oBaHMeM Habopa «HSV 1,2 IgG-UOA»
He npeBbiwaeT 8.0%.
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K104I

5. MEPbI NPEAOCTOPOXXHOCTU

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

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHTta (5.0% pacTtBop
CEepPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLEHTPaUMUSX SABASOTCS HETOKCUYHbIMMU.

PactBop cepHoM KMCNOTbl obnajaeT pasapaxatrowmm  aeicteuem. UM3beraTb
pasbpbi3rmBaHns 1 NonagaHns Ha KoXxy n cnmsucTtble. MNpu nonagaHnm Ha KOXY U CIN3UCTbIe
MOPAXXEHHbIN y4acTOK crefyeT NpoMbiTb 60/bLLIMM KONNYECTBOM MPOTOYHOM BOAbI.

5.3. lNpu paboTe c Habopom cnepyet cobnogatb «lpaBuna yCTPOMCTBA, TEXHUKU
6e3onacHoOCTN, MPOM3BOACTBEHHOW CaHUTapuu, MNPOTUBOIMNUAEMMYECKOrO pexuMma U
NINYHOM rurmeHbl npu pabote B nabopatopusax (OTAeNeHUsX, oTAenax) CaHWTapHo-
3MUAEMMUONIONNYECKUX YUPEXAEHUIA cuCcTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneagyer HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
NacTUKOBble MNepyaTKn, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NnoTEeHUManbHO MHPUUMPOBAHHbBIA MaTepuasn, CNOoCObHbI ANUTENbHOE BPEMS COXPaHATb
n nepepasaTb BWY, Bupyc renatuta wnm nwoborn apyron Bo36yauTeENnb BUPYCHOWM
MHbekunn.

6. OBOPYAOBAHUE U MATEPUAJbI,
HEOBXOAWUMBIE NP PABOTE C HABOPOM
- doToMeTp BepTUKANbHOIO CKaHMPOBaHMS, MO3BONSAKOWUNA U3MEPATb OMTUYECKYHO
MAOTHOCTb COAEPXKMMOrO JIYHOK MJaHLWweTa Npu ASIMHE BOJSIHbI 450 HM;
- TepMocTaT, noaaepxuBarwmin Temnepatypy +37 °C £0.1 °C;
— [403aTopbl CO CMEHHbIMM HaKOHEYHWKaMK, Mno3BoasAWMe O0TbmMpaTb 06beMbI
B AnanasoHe 5-250 mkn;
- UMAMHAP MepHbIN BMecTuMocTbio 1000 mn;
- BOAa AVCTWIMPOBaHHas;
- repyaTku pe3nHOBblE UK NACTUKOBbIE;
- byMara cdunbTpoBasbHas.

7. NOArOTOBKA PEAFEHTOB AJid AHAJIU3A

7.1. Mepepn npoBeaeHneM aHanmsa KOMNoHeHTbl Habopa n nccneayemslie obpasubl
CbIBOPOTKM (NnasMbl) KpOBM clieAyeT BblAepXaTb MNpUM KOMHATHOW TemnepaTtype
(+18...4+25 °C) He MeHee 30 MUH.

7.2. MpuroToBJieHME NNaHLIeTa.

BCKpbITb MakeT C NAaHLWeTOM U YCTaHOBWUTb Ha paMKy HeobxoAmMOe KONMyecTBO
ctpunoB. OcTaBlMecs  HEWCMNONb30BaHHbIMKM  CTpUMbl, 4YTO6bI  MNpeaoTBpaTUTL
BO3JENCTBME Ha HUX BRaru, TwaTenbHO 3akfenTb byMaron Ang 3aKienBaHuns niaHLeTa
M XpaHuUTb NMpun TemnepaType +2...+8 °C B TeueHMe BCero cpoka rogHoctn Habopa.

7.3. NMpurotoBsieHne OTMbIBOYHOIO pacTreopa.

Coaepxxmmoe pnakoHa C KOHLEHTPaTOM OTMbIBOYHOMO pacteopa (22 M), nepeHecTtu
B MEpHbI UMAMHAP BMecTuMocTbio 1000 mn, pobaswutb 550 Mn AMCTUANMPOBAHHOW
BOAbl M TLWaTeNbHO nepeMewatb. B cnyyae apobHoro ucrnonb3osaHusa Habopa cnepyet
oTobpaTb Heo6xoAMMOE KOMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
ANCTUNNNPOBAHHON BOAOW B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOro pacteopa + 25 mMn
ANCTUNNIMPOBAHHON BOAbI).
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8. YCNoBusA XPAHEHUA N SKCNJIYATALUUN HABOPA

8.1. Habop peareHToB «HSV 1,2 IgG-UDA» ponxeH XpaHWUTbCS B ynakoBKe npea-
npuUsaTUA-NU3rotToBuTeNns npu temnepatype +2..+8 °C B TeyeHue BCero Cpoka rofHocCTH,
YKa3aHHOro Ha ynakoBke Habopa.

[onyckaeTcs XpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C He
6onee 15 cytok. He gonyckaeTtcs 3amMopaxuBaHue Lenoro Habopa.

8.2. Habop paccuuTaH Ha nMpoBeAeHue aHanusa B aybnukatax 45 vccneayembix
obpasuoB, 1 KanMBpOBOYHbLIX MpPo6 M 2 MNpobbl KOHTPOSIbHOM CbIBOPOTKM (BCEro
96 onpeneneHun).

8.3. B cnyyae apobHoro mcnonb3oBaHns Habopa KOMMOHEHTbI cnefyeT XpaHuTb
cneaywowmm obpasom:

-  OCTaBLUMECS HEeWCrnosb30BaHHbIMW CTPUMbl HEOOXOAMMO TLIATENbHO 3aKNenTb

bymaron ana 3aknevBaHus nnaHweTa u XpaHuTb Npu Temnepatype +2..+8 °C
B TeUYeHWe BCero cpoka rogHoctu Habopa;

-  WN®DA-bydep, KoHblOraT, cybcTpaT, CToM-peareHT Nocne BCKpbITUS (hJIakOHOB
cnefyeT XxpaHuTb Npu TemnepaTtype +2...+8 °C B TeyeHune BCero cpoka rogHoCcTm
Habopa;

- KanmbpoBOuYHYO Npoby M KOHTPOJbHbIE CbIBOPOTKM MOCAE BCKPbITUS (h1aKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 Mecsues;

- OCTaBLUMWACS HEWCMOSIb30BaHHbIM KOHLEHTpPAT OTMbIBOYHOrO pacTBopa creayer
XpaHuTb npu TemnepaTtype +2..+8 °C B TeyeHue BCero cpoka ro4HOCTU
Habopa. lMpuUroTOBAEHHbIN OTMbIBOYHbIW pacTBOp CNeAyeT XpaHuTb npu
KOMHaTHOM TemnepaTtype (+18...+25 °C) He 6onee 15 cyToK unu npu TemnepaType
+2...48 °C He 6onee 45 cyToK.

MpumeyaHue. MNocne MCNoAb30BaHMA peareHTa HEMeA/IeHHO 3aKpblBalTe KPbILKY

dnakoHa. 3akpbiBalTe Kaxabli 1akoH CBOEN KpPbILLKOMN.

8.4. [ins npoBeAeHUa aHanusa He cneayeT MCMNofb30BaTb FEMOSIU3NPOBAHHYIO,
MYTHYO CbIBOPOTKY (M1a3My) KPOBU, a TakXXe CbIBOPOTKY (Msia3My) KPpOBU, COAEPIKALLYHO
a3ua HaTpusa. Ecnn aHanns NnponsBoanTCS He B AeHb B3SITUSI KPOBM, CbIBOPOTKY (M1a3my)
cneayeT xpaHuTb npu Temnepatype -20 °C. lNoBTopHOe 3aMopaxXuBaHue-oTTansaHue
06pas3uoB CbIBOPOTKM (MNna3Mbl) KPOBM He AgonyckaeTcs. [lonyckKaeTcs uccnenoBaHue
CbIBOPOTOK, XpaHeHMe KOTOpbiX C MoOMeHTa 3abopa KpOBM OCYLLECTBAANOCL Mpu
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VcknoyaeTcs mcnofb3oBaHue A8 aHanu3a o6pasLoB CbIBOPOTKM (MnasMmbl)
KPOBW NtOAEN, MOMyYaBlIMX B Lensx AMarHoCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILMHbIE aHTUTENa.

8.6. lNMpun wuncnonb3osaHnn Habopa AN NpoBeAeHUS HECKONbKUX HEe3aBUCUMbIX
cepuin aHanM30B cneayeT UMeTb B BUAY, YTO ANS KaXXA0ro He3aBUCMMOro onpeaeneHms
HeobXoAMMO  MOCTPOEHWEe HOBOro  KanumbpoBO4YHOro rpaduka; Kpome 3Toro,
peKkoMeHayeTcs onpeaeneHme KoHueHTpaumn IgG aHTuTen K aHtureHam Herpes simplex
virus 1 n 2 Tuna (HSV 1,2) B KOHTPO/IbHOM CbIBOPOTKE.

8.7. [ins nony4vyeHuns HadeXHbIX pe3ynbTaToB HeobxoauMo cTporoe cobntogeHue
WNHCTpyKumMn no npumeHeHuto Habopa.

8.8. He wucnonb3yiiTe KOMMOHEHTbI M3 APYyrMx HabopoB WAM W3 aHANOrUYHbIX
HabopoB Apyrux cepuii.
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Ecnun 3HayeHne K nexut B mHTepBane oT 1.1 go «BToporo cut-off», aTo MoxeTt
cBMAeTeNbCTBOBaTb M60 O HavanbHOM nepuoae MNepBUYHOM WHdekumn, nmbo
06 wuHdbekumMn, nepeHeceHHOV paHee. YTob6bl MPOSACHUTL CUTyauu, Heobxoammo
nccnenoBaTb NOBTOPHblE 06pasLbl KPOBU TOMO XXe MauMeHTa, B3siTble Yepe3 HeCKOJIbKO
Hepenb. HapacTtaHme TuTpa B NOBTOPHOM ob6pasue CBMAETENbCTBYET O HaaMyum
nHdekumnn. Ecnm xe TMTp He HapacTaeT, 3TO CBUAETENbCTBYEeT 06 OTCYTCTBMM aKTUBHOM
MHbEKUMN 1 06 aHaMHECTUYECKOM XapaKTepe aHTuTen.

Wcenepyemas rpynna Equnmib, K
Huxnuii npegen | BepxHuii npepen
CepoHeraTuBHble <0.1 0.9
Cepono3nTuBHble cTapwe 3 net 1.1 4.9
HOBOPOXJAEHHble* <0.1 1.5
0o 8 mecsiue* <0.1 3.5
8 mecsueB - 3 roga <0.1 4.8

*MaTele HCKWE aHTUuTENAa

11. INTEPATYPA

1. Ncakos B. A., bopucosa B. B., Ncakos [. B. lepnec: naTtoreHe3s u nabopaTtopHas
AvarHocTtuka. PykoBoacTtBo anst Bpaden — 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, kacawwmnmcsa kadyectsa Habopa «HSV 1,2 IgG-UDA>»,
cnepyet obpawartbcs B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-s Napkosas, 4. 48, 1-1 noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)

3NEeKTPOHHas 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. KocTpuknH
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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 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 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 pl, 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...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...4+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 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.
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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, 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 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

11. LITERATURE

1. Isakov V. A., Borisova V. V., Isakov D. V. Herpetic infection: pathogenesis and
laboratory diagnostics. Manual for physicians. St.-Petersburg, Lanj publishing, 1999,
p. 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
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Cumson / Symbol

3HaueHue cumBona / Symbolize

MpoussoauTtens / Manufacturer

[JaTta npoussoacTBa / Date of manufacture

BES] 3

Homep no katanory / Catalogue number

LOT Homep cepun / Batch code
g Mcnonb3osaTh A0 (roa-mecsy) / Use By
YYYY-MM

OrpaHu4yeHune TemnepaTypbl / Temperature limitation

-

V

o

TonbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He vcnonb3oBaTb Npy HapyLIEHWUN LEeNOoCTHOCTU YNaKkoBKu /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

CAL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTponbHasi ceiBopoTka / Control sera

KoHbloraT / Conjugate

SUBS TMB

PactBop cyb6cTpaTa TeTpameTunbeHsmamHa (TMB) /
Substrate solution

BUF WASH 26X

KoHLeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

Al

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. Akagemvika Edpemosa, f. 23;

e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB AJ11 UMMYHO®EPMEHTHOTIO
OMPEAEJNIEHNA IgM AHTUTEN1 K AHTUTEHAM
HERPES SIMPLEX VIRUS 1 U 2 TUINA (HSV 1, 2)

B CbIBOPOTKE (MJIA3SME) KPOBU

«HSV 1,2 IgM-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IgM ANTIBODIES TO HSV -

IN HUMAN SERUM OR PLASMA

HSV 1/2 IgM EIA

HOMEP MO KATANIOTY K104M
TY N 9398-1041-18619450-2009

PETMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2010/07072 oT 16 mapTa 2010 T.

AHTnTena K BUY 1,2, Bupycy renatuta C u HBsAg oTcyTcTByiOT
KOHTpOnbHble CbIBOPOTKM, BXOAALLME B COCTaB Habopa, MHaKTVBUPOBaHbI.

W For 96 determinations /Ha 96 onpegeneHui

[Ons uH BUMPO ArarHoOCTUKN C €

CERTIFIC,,,
e
£ j XEMA Co,, Ltd. Authorized Representative in EU:
E \_ The 9th Parkovaya str., 48 Polmed.de
p— 105264 Moscow, Russia Steinacker 20, D-73773
NG Tel./fax: +7(495) 510-57-07 Aichwald, Germany
£¢ e-mail: redkin@xema-medica.com e-mail: info@polmed.de
%OK & internet: www.xema-medica.com
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K104MI

«YTBEPXAEHA»
Mpukas Poc3apasHaaszopa N2 2076-Mp/10 ot 16 mapTta 2010 r.
KPA N2 4195 ot 28.01.2010 r.

MHCTPYKLUMA NO NTPUMEHEHUIO HABOPA PEATEHTOB
ansgd AUMMYHO®EPMEHTHOIO ONPEAEJIEHUA IgM AHTUTEN
K AHTUFEHAM HERPES SIMPLEX VIRUS 1 U1 2 TUMNA (HSV 1, 2)
B CbIBOPOTKE (MJIASME) KPOBMU

1. HASBHAYEHME

1.1. Habop peareHtoB «HSV 1,2 IgM-U®A» npegHasHayeH Ans KayeCTBEHHOro
onpeaenernns IgM aHtuten K aHTureHam Herpes Simplex Virus 1 n 2 tuna (HSV 1,2)
B CbIBOPOTKe (ns1a3Me) KpoBM MeTOA0M TBepA0da3HOro MMMyHOMEPMEHTHOIO aHanusa.

1.2. lMpocTon repnec (repnetnyeckas MHMEKLNS) - 3TO XPOHUYECKOE peLmansmpytoLlee
MH@eKuMoHHoe 3aboneBaHWe, Bbi3BaHHOE BMpyCaMW MNPOCTOro reprneca TvnoB 1 un 2.
BonesHb npoTekaeT B /IOKaNN30BaHHbIX GOpMax C Ny3blpyaTbiMU BbICLINAHUAMW Ha KOXE
N CNU3UCTbIX 060/104KaX, @ TakxXe B reHepann3oBaHHbIX OpMax C MOPaKeHUEeM MHOTMX
OpraHos.

1.3. MNpwn 3apaxeHun BUpycoM npocTtoro repneca (BMlr, HSV) 1 n 2 TvnoB nponcxoauT
nocnefoBaTesibHbIA CMHTE3 aHTUTen knaccos IgM, IgG, IgA. MMMyHOrnobynuHbl knacca
IgM nosiBnsitoTCA Nocne AecsToro AHA C MOMeHTa MHMUUMPOBaHWS, UX YPOBEHb HapacTaeT
B TeuyeHWe AByX Hepenb. Yepez 7-10 pgHen nocne nosineHnss IgM cuHTe3npyroTcs
cneundunyeckme k BN uMmyHornobynuHbl knacca IgG, KoTopble MPUCYTCTBYIOT B OpraH13Me
yesnioBeKa Ha MpOTSXKEHUU BCEWN XKU3HU.

1.4. [lokasaTenbCTBOM NEPBUYHOW reprneTnyeckoin nHdekunmn aenseTcs onpeaeneHve
cneundunyeckmnx IgM n\mnm yeTbipexkpaTHOe yBeIMYEHNE YPOBHS CreunduyecKmnx aHTuTen
knacca IgG B napHbIX CbIBOPOTKaX, B3sATbIX Yy 60/bHOro C MHTEpBanoMm B 14-20 AHen.
MosiBneHne aHTMTENn Knacca IgM y nuua, wHduumposaHHoro BII, cBuaeTenscTByeT
06 o6ocTpeHnn 6oe3Hu.

2. MPUHUMN PABOTbl HABOPA

Onpeaenenve IgM aHTUTEn kK aHTureHam Herpes Simplex Virus 1 »n 2 Tuna
(HSV 1,2) ocHOBaHO Ha MWCMONb30BaHUM nMpuHUMna <«IgM-3axBaT» TBepAodasHoro
WMMYHO(EPMEHTHOrO aHanu3a. Ha BHYTpPeHHel MNOBEPXHOCTU JIYHOK MaHwerta
MMMOBUIN30BaHbl MOHOK/IOHaNbHblE aHTUTena Kk IgM. AHTuTena 3 obpasua CBS3bIBAOTCS
c aHTuTenamu K IgM Ha TBepaon dasze. O6pa3oBaBLUNNCA KOMMIEKC BbISBASIOT C MOMOLLbIO
KOHblOraTa aHTureHa HSV 1,2 ¢ nepokcupasol xpeHa. B pesynbTate ob6bpasyetcs
CBSA3aHHbIA C MIACTUKOM «C3HABWY», coAepXalumii nepokcmaasy. Bo Bpems nHkybauum ¢
pactBopoM cybcTpaTta TeTpameTunbeHsmnanHa (TMB) nponcxoamT okpaluvMBaHUe pacTBOpPOB
B NIlyHKaXx. IHTEHCMBHOCTb OKpacKu NpsiMo MPOMNOpLMOHanbHa KOHUEeHTpaumnu IgM anTtuten
K aHTMreHam HSV 1,2 B wuccneayemom obpasue. WNHaekc nosutmBHoctn (UM, %) IgM
aHTMTen K aHTureHam HSV 1,2 B uccneayembix obpasuax paccumtbiBaeTcs no dopmyne,
npuBeAEHHOW B MHCTPYKLUK.
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XEMA

3. AHAJINMTUYECKUE XAPAKTEPUCTUKUN

3.1. CneundNYHOCTb U YYBCTBUTEJIbHOCTD.

Habop peareHToB «HSV 1,2 IgM-UDA» onpeaensieT KOMMepYecKyto NaHesb CbiIBOPOTOK
Anti-HSV1/2 Mixed Titer Performance Panel PTH201 npousBoacTtBa Boston Biomedica
Company (CLUA) B cOOTBETCTBMM C NACMOPTHLIMU AAHHBIMU U KOPPENNPYET CO 3HAYEHUSIMU,
nony4YeHHbIMU Ha Habope peareHToB Gull EIA HSV1/2-IgM (lot 5FKAVG, 5BKARA). MNaHenb
COAEPXUT 9 MONOXWUTENbHbIX W 16 oTpuuaTenbHbiXx 06pasuoB. [lpu wuccnegoBaHUM
cneunduyHOCTN C UCMOoNb30BaHMEM 47 CbIBOPOTOK, OTpuuaTenbHbiX Ha IgM aHTuTena
Kk HSV 1,2 Ha Habopax peareHToB DiaSorin (UTtanusa) n NovaTec (FepmaHusa), Bce ob6pa3sLbl
ObIIn onpeaeneHbl Kak oTpuuaTesbHble.

3.2. BocnpousBoAMMOCTb.

KoadduumeHT Bapuaumm pesynbTaToB OnpeaeneHns copepxanus IgM aHTuTen
K aHTMreHam Herpes Simplex Virus 1 un 2 Tuna (HSV 1,2) B ogHOM 1 TOM Xe obpa3ue
CbIBOPOTKM (NN1@a3Mbl) KpOBU C Ucrnonb3oBaHveM Habopa «HSV 1,2 IgM-U®A» He npeBbiliaeT
8.0%.

Koadduument sapuaumm (CV) ans obpasuos, M3MEPEHHbLIX Ha ABYX cepuax Habopa
peareHToB «HSV 1,2 IgM-U®A>» (Intra-assay)

06pasew, N° | Kon-Bo noBTopoB | 3Hauenue, O cpepnsan | CV1,% | CV2,%
1 32 0.547 7.4 6.2
2 32 1.548 5.1 4.8

KoaddunumeHT Bapmaumnm (CV) ans obpasuoB, n3MepeHHbIX Ha OAHOWN cepun Habopa
peareHToB «HSV 1,2 IgM-UDA» B TeueHune Tpex AHewn (Inter-assay)

06paseu, N° Kon-Bo nosropoB | 3Hauenue, Oll cpepnaa | CV1,%
1 8 0.785 8.2
2 8 1.95 6.4
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4. COCTAB HABOPA

Ko

RO e CumBon HanmeHoBaHue Kon-o | Ep. Onucanue

MnaHwer 96-1yHOYHbIN

NOSINCTUPOSIOBLIN, _
1 |pi0OMZ SORB MTP CTPUMUPOBAHHbIN, rOTOB 1 W
K MCMONb30BaHMIO

KOHTpPOJIbHbIE CbIBOPOTKMU

(oTpuuaTenbHbIN 1 rnpo3payHas
MOJIOXUTENbHbIA KOHTPOIN) 6ecuBeTHas
_ | Ha ocHOBe CbIBOPOTKW KPOBU XKUAKOCTb U
2 gg:gzm% 28N$E8::+ yenoBeKa C U3BECTHbIM 2 WT.| nMpo3payvHas
copepxanuvem IgM aHTuten XXUAKOCTb
HSV 1,2, roToBbl K KpacHoro
ncnonb3oBaHuto (0.5 Ma um LuBeTa
0.2 M1 COOTBETCTBEHHO)
npospayHasi
3 [T104MX2Z CONJ 11X Flog;'i';;pa'r KoHblorara, 1 . XKMAKOCTb
’ CUHEero uBeTa
Bydep ansa passepeHus npospayHas
KOHLEHTpaTa KOHbloraTa, XUAKOCTb
4 |ST104Mz | DIL CONJ roTOB K UCMOJIb30BaHUIO 1 wr SIPKO-XENTOro
(12 mn) LuBeTa
_ npo3payHasi
5 [so11z DIL N®OA-Bydep, roros 1 |wr| wakocts

K ncnonb3oBaHuo (14 mn) CHHero LBeTa

PacTBop cy6cTparta npo3pauHas

TeTpameTunb6eH3nguHa
6 |R055Z SUBS TMB (TMB), roTos 1 wT.| 6ecuBeTHas

K ncnonb3osaHuo (14 mn) HKAAKOCTE
KoHUeHTpaT OTMbIBOYHOIO
BUF WASH |PacTeopa (coneBoii pacTBop npospavHas
7 |S008z 26X C TBMH-20 1 6eH30MHOM 1 wT.| 6ecuBeTHas
KWUCNOTOM), 26X-KpaTHbIN XKMAKOCTb
(22 mn)
Cron-peareHT, rotoB npospadHasn
8 |[R050Z STOP ! 1 wT.| 6ecuBeTHas
K ncnonb3oBaHuioo (14 mn) KMAKOCTb
Bymara ons 3aknemBaHus _
9 [NOO3 nnaHLeTa 2 wT.
WNHCTpYyKUMS NO NPUMEHEHUIO
10 | K104MI Habopa peareHTOB 1 wT. -
«HSV 1,2 IgM-NDA>»
[MacnopT KOHTpPONSA KayecTea
11 |K104MQ Habopa peareHToB 1 . -
«HSV 1,2 IgM-NDA»
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNMoTeHumnanbHbIM puck npumeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce KOMMOHeHTbl Habopa, 3a wuckio4deHmem cton-peareHTa (5.0% pacTtBop
CEepHOW KMCNOTbl), B UCMOJIb3yEMbIX KOHLEHTPaLUSIX ABASIOTCS HETOKCUUHbLIMU.

PacTBop cepHoW KMCNOTbl 06n1aAaeT pasapa)katolumM AencTeneM. M3beraTb pa3bpbl3rmBa-
HWSI M NoMafaHns Ha KOXY W CiM3ncTble. Mpu nonasaHnm Ha KOXY M CIM3UCTbIE NMOpaXKeHHbIN
y4acToK cnefyeT npoMbiTb 60J1bLLNMM KOIMYECTBOM MPOTOYHOM BOAbI.

5.3. lNpu pabote ¢ Habopom cnepyet cobniopate «[paBuna ycTpoOMCTBa, TEXHUKMU
6e30nmacHOCTX, MNPOW3BOACTBEHHOW  CaHWTapuu, MPOTMBO3MUAEMMYECKOrO  pexuMma
W NINYHOW rurueHol npu paboTte B nabopaTtopusax (OTAeneHwusx, OTAeNnax) CaHuTapHO-
3NUAEMUONIONMYECKUX YUpEeXAeHUI cucTeMbl MuHUcTepcTBa 3apaBooxpaHeHuss CCCP»
(Mockga, 1981 r.).

5.4. Mpu pabote c HabopoMm cneayeT HaaeBaTb OAHOPA30Bble pE3VHOBblE WK
n1acTMKOBblE MepyaTku, Tak Kak obpasubl KPoBM YenoBeka cneAyeT paccMaTpuBaTb Kak
noTeHUManbHO MHPULNPOBaHHLIA MaTepuar, CNocobHbIN ANUTENbHOE BPEMS COXPaHATb 1
nepenasatb BUY, Bupyc renatuta nnav nobow Apyror Bo36yanTenb BUPYCHOM MHMEKLNN.

6. OBOPYAOBAHUE U MATEPWUAJbI,
HEOBXOAWMMBbBIE NP PABOTE C HABOPOM

- dOoTOMETp BEpPTUKANbHOIO CKaHMPOBaHWS, MNO3BONSAKOWMNA M3MEPSATb OMTUYECKYIO
NIOTHOCTb COAEPXXUMOr0 JTYHOK MiaHLWeTa Npu ANMHE BOSHbI 450 HM;

- TepMocTaT WM TepMOCTaTUpyeMbl LIeNKep, MOAAEPXUBAKOLWNI TemnepaTtypy
+37 °C £2 °C;

- [03aTOpbl  CO  CMEHHbIMWM  HaKOHeYHMKaMu, no3Bonswwme oTbéupatb 06bembl
B AnanasoHe 10-250 mkn;

- UMNUHAP MepHbI BMecTUMocTbio 1000 mn;

- BOJAa AUCTUIIMPOBaHHas;

- nepyaTku pe3nHOBbIE WM NNACTUKOBLIE;

- 6yMmara ¢unbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. Nepen nposedeHMeM aHanuMsa KOMMOHeHTbl Habopa u unccnepyemble obpasupl
CbIBOPOTKM (Nnasmbl) KpOBWM CreAyeT BblAepXaTb NpPU  KOMHATHOW TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. MpuroTtosBJsieHMe NJlaHLWeTa.

BCKkpbITb MakeT € MAaHWETOM W yCTaHOBWUTb Ha PpaMKy Heobxoanmoe KOIM4ecTBo
cTpunoBs. OCTaBLUMECS HEWCNosib30BaHHbIMU CTPUMbI, YTOObI NpefoTBPaTUTL BO3AENCTBME
Ha HWUX BRaru, TwaTesbHO 3aKknentb Bymaron Ana 3aKnenBaHus MiaHwWweTa U XpaHUTb Nnpu
TemnepaType +2...+8 °C B TeueHMe Bcero cpoka rogHoctu Habopa.

7.3. MpurotoBneHne OTMbIBOYHOIO pacTBopa.

CopepxxumMmoe pnakoHa C KOHLEHTPATOM OTMbIBOYHOro pactsopa (22 mn), nepeHectn
B MEpHbIA UMAMHAP BMecTuMocTbio 1000 mn, gobasute 550 mMn anctunnnposBaHHOM
BOAbl W TWaATeNbHO nepemewatb. B cnyyae apobHoro ucnonb3osanust Habopa cneayet
otobpaTb Heob6XxoAMMOE KOMMYECTBO KOHLIEHTpaTa OTMbIBOYHOrO pacTBOpa W pasBecTu
OVUCTUNNMPOBaHHOM BooM B 26 pa3 (1 M KOHLEHTpaTa OTMbIBOYHOro pactBopa + 25 mn
OVUCTUNNMPOBAHHON BOAbI).

7.4. NMpuroTtoBJ/ieHUe KOHblOraTa.

MpuroToBbTE KOHBIOraT: ANs 3TOro pa3baBbTe KOHLUEHTpaT KoHbiorata B 11 pas
bydepoMm pana pasBeaeHUs KOHLUeHTpaTa KoHbikorata. BHUMMAHWE! PaszbaBneHHbIN
pacTBOp KOHblorata He XpaHutcsa! Pa3baBnanTe TONbKO Ty 4acTb KOHUEHTpaTa
KOHblOraTa, Kotopas HeobxoamMMma AN AaHHOW NOCTaHOBKMW.

Mpumep: 100 mMkN KOHUEHTpaTa KoHblorata + 1000 mkn 6ydepa ansa passeseHus
KOHLEeHTpaTa KoHblorara.
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHtoB «HSV 1,2 IgM-UOA» pomkeH XpaHUTLCS B yMakKoBKe
npeanpuaTUsa-nU3roToBUTENs Npu Temnepatype +2...4+8 °C B TeyeHne BCcero cpoka rogHocTH,
yKasaHHOro Ha ynakoske Habopa. [lonyckaeTcss XxpaHeHue (TpaHcnopTupoBka) Habopa
npu TemnepaType 4o +25 °C He 6onee 15 cyTok.

8.2. Habop paccumTtaH Ha npoBeAeHWe aHanusa B Aybnukatax 46 wccnenyembix
06pa3yoB 1 2 Npob KOHTPONbHOM CbIBOPOTKKN (BCero 96 onpeaeneHuni).

8.3. B cnyuyae ppobHoro ucnonb3oBaHns Habopa KOMMOHEHTbI CreAyeT XpaHuTb
cnepyowmMm obpasom:

- OCTaBLUMECA HEWCMOJIb30BaHHbIMKM CTPUMbl HEo6XoAUMO TUATENbHO 3aKNenTb

6yMaron Ans 3akneuBaHWs MNaHLWeTa U XpaHuTb Npu Temnepatype +2..+8 °C
B TeYeHMe BCero cpoka rogHoctn Habopa;

-  W®DA-Bydep, koHbloraT, cybcTpaT, CTOM-peareHT Mnocie BCKPbITUS (h1akoHOB
cnenyeT XpaHuTb nNpu Temnepatype +2..+8 °C B Te4yeHMe BCEro cpoka rogHocTu
Habopa;

- KOHTPOJIbHble CbIBOPOTKM MOC/AE BCKPbITUS (NIAaKOHOB CreAyeT XpaHuTb Mpw
TeMmnepatype +2...+8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMIACH HEWUCMOSIb30BaHHbIM KOHLEHTPaT OTMbIBOYHOrO pacTBopa cneayer
XpaHuTb npu TemnepaTtype +2..+8 °C B TeyeHuMe BCero cpoka rOAHOCTU
Habopa. MpUroToBNEHHbIA OTMbIBOYHbIA PacTBOpP CleAyeT XpaHuTb Mpu
KOMHaTHoOW TemnepaTtype (+18...4+25 °C) He 6onee 15 cyTok nnu npu Temnepartype
+2...+8 °C He 6onee 45 cyToK.

MNpumeyaHue. locne MCNONb30BaHUA peareHTa HeMeASIeHHO 3aKpbiBalTe KpbILWKY

dnakoHa. 3akpbliBanTe Kaxabl hJ1akoH CBOEW KPbILLKOW.

8.4. [Ina npoBefeHNs aHanm3a He cfieayeT NCMoJib30BaTb reMOIN3MPOBAHHYIO, MYTHYO
CbIBOPOTKY (Ms1a3My) KpOBM, @ TakXke CbIBOPOTKY (Mla3My) KpOBM, COAepXKallyl asug
HaTpusi. Ecnu aHanus npon3BoAUTCS He B AeHb B3SITUS KPOBU, CbIBOPOTKY (Mna3my) cneayet
XpaHuTb npu Temnepatype -20 °C. [MOBTOpHOe 3aMOpaxwuBaHMe-oTTanBaHue 06pas3uoB
CbIBOPOTKM (MNna3Mbl) KpOBWM He pgonyckaetcs. [lonyckaeTcss uccnefoBaHue CbIBOPOTOK,
XpaHeHne KOTOopbIX C MOMeHTa 3abopa KpoBM OCYLLECTBASIOCh Npu TeMnepaTtype oT +2 °C
Ao +8 °C He 6onee 7 cyToK.

8.5. NcknioyaeTca wmcnonb3oBaHue AnA aHanu3a o6pasuoB CbIBOPOTKM (M1asmbl)
KPOBM Jl0AeN, MonyyaBlUX B LUEeNsiX AWMArHoCTUKM WM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIWUNHbIE aHTUTENA.

8.6. [lna nonyyeHuss HadeXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobniogeHne
MHCTpyKUMM no npuMeHeHuto Habopa.

8.7. He ncnonb3yinTte KOMMNOHEHTbI U3 ApYyrMX HAabopoB MU U3 aHaANOrMYHbIX Habopos
OPYTUX CEepUii.

9. NPOBEAEHUE AHAJTU3A

1 |MomectTuTe B paMKy HeobxoAMMOe KOMWYeCcTBO CTPWUMOB - uccreayemble obpasubl
B 2 NMOBTOpax M 4 NIYHKU ANS KOHTPOJIbHbLIX CbIBOPOTOK (OTpuUaTeNbHbI KOHTPOb
3 nyHKu, [ONOXUTENbHBIN KOHTPOb 1 NyHKa).

2 | BHecuTe BO BCe NIYHKU rylaHweTa no 90 mkn UDA-Bydepa.

3 |BHecuTe B COOTBETCTBYIOLLME NYHKM B Ayb6nnkatax no 10 MKA KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble nyHKM BHecuTe B fybnnkatax no 10 Mkn nccnepayembix
o6pa3uoB CbiIBOPOTKM (M1a3Mbl) KPOBU. BHeceHMe KOHTPOSIbHOWN CbIBOPOTKU WU
nccnepyembix o6pasuos He06X0AMMO NPOU3BECTU B TedeHne 15 MuHyT.

4 | AKKypaTHO nepeMellaiTe COAEpPXMMOEe MaHWeTa KPyroBbIMU ABUXEHUSMU MO
roOpu3oHTaNbHOM MOBEPXHOCTU, 3akfenTe nnaHwer 6ymaron Ansa 3akienBaHus
nnaHweTta. UHKy6upyiTe nnaHwer B TeyeHune 30 MMHYT nMpu Temnepartype
+37°C 1 NOCTOSIHHOM BCTpsixuBaHun 500-600 06/MuH.
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Mo okoH4YaHWn MHKybauuwu yaanuTe coaepXuMoe JIYHOK acnupauuer (Hanpumep,
C MOMOLLbIO BOAOCTPYMNHOMO Hacoca) Uan AeKaHTMpoBaHMEM 1 OTMOMTE JIyHKM 3 pasa.
Mpn Kaxaor oTMbIBKe AobaBbTe BO BCe JIyHKM MO 250 MK OTMbIBOYHOrO pactBopa
(cM. n. 7.3), BCTpPSAXHWUTE MAHLWET KPYroBbIMWU ABUXEHWSMU MO FOPU3OHTaNIbHOM
NOBEPXHOCTM C nocneaylowen acnupaunen wnnm AekaHTUpoBaHMeEM. 3ajepixka
npu OTMbIBKE (3aMayMBaHWe NIYHOK) He Tpebyetcs. MNpu KaxaoM AeKaHTUPOBaHWUK
Heob6x0AMMO TLWaTeNbHO YAaNATh OCTaTKM XUAKOCTU U3 NTYHOK.

BHecuTe BO Bce silyHku no 100 MK KOHblOrarta.

3aknenTe nnaHweT 6ymaro Ana 3aknevMBaHWs NiaHwWeTa U MHKY6upyiTe ero B
TeueHune 30 MUHYT Npu TemnepaTtype +37 °C M NOCTOSAHHOM BCTPSIXMBaHUMU
500-600 06/MuH.

Mo OKOHYaHUKN MHKY6auMK yaanuTe CoAepPXMMOe SIYHOK U OTMOWUTE JIYHKM 5 pas.

BHecuTte Bo Bce nyHku no 100 Mk pacTtBopa cy6crpata TeTpamMeTun6beHsu-
AUWHA. BHeceHune pacteopa cybcTpaTta TeTpameTunbeHsnanHa B yHKU HeobxoanMo
npovsBecTM B TeyeHMe 2-3 MUH. UHKYGMpyWTe niaHWET B TEMHOTe Mnpu
KOMHaTHOM TeMmnepaTtype (+18...+425°C) B TeueHune 10-20 MUHYT
B 3aBMCUMOCTW OT CTEMEHN Pa3BUTUSA CMHErO OKpalUMBaHUS.

10

BHecuTe BO BCE JIYHKM C TOW XX& CKOPOCTbIO M B TOW e MoCnefoBaTeNbHOCTH, Kak
N pacTBop cybcTpaTta TeTpameTunbeHsuanHa, no 100 MKA cTon-peareHTa, npu 3ToM
COLEPXMMOE NTYHOK OKPALUMBAETCA B APKO-XKENTbIN LBET.

11

U3MepbTe BeMUMHY OMNTHUYECKOW naoTHocTu (Ofl) coaepXMMOro JyHOK
nnaHweTa Ha PoToMeTpe BEPTUKANbHOIO CKaHMPOBaHNS NPU AJIMHE BOJIHbI 450 HM.
N3mepeHne Ol coaep>XXMMOro siyHOK niaHweTa HeobxoAnMO NPOU3BECTU B TeyeHue
15 MWH nocne BHeceHus cTton-peareHTa. braHk poToMeTpa BbICTaBASATE MO BO3AYXY.

12

PaccuuTaiite copeprkaHue IgM aHTuten k aHTureHam Herpes Simplex Virus 1
n 2 tuna (HSV 1,2) B nccnegyembix o6pasuax. [ns storo:
1. PaccuumTtanTe cpeaHee 3HayeHne O OTpuuaTEeNbHOro KOHTPOS:

(CN104MZ)Cp = (OM1 (CN104MZ)+0mM2 (CN104MZ)+0M3 (CN104MZ)) / 3;

Pe3ynbTaThl aHanusa cumMTaTh AOCTOBEPHbBIMU, ECNN:

- OMN MNonoXnTenbHOro KOHTPos He Huxke 1 onTuyeckux eannuy, (OE);

- O OTpuuaTenbHOro KOHTposng He Bbiwe 0.15 OE BO BCex NyHKax;

- OMN kaxporo 3HavyeHus OTpuLATeNbHOrO KOHTPONS OT/IMYaeTcs He 6onee 4yeM B ABa
pasa OT CpeAHero 3Ha4YeHus oTpuUaTeNbHOro KOHTpOss,

T. e. ON (CN104MZ)Cp x 0.5 < OlNn (CN104MZ) < ON (CN104MZ)Cp x 2.0;

€Cnv O4HO M3 3HayveHui OTpuLaTENbHOro KOHTPONS BbIXOAWUT 3@ Mpeaenbl 3TOoro
MHTEpBasa, TO ero 3Ha4yeHne He y4yacTByeT B pacyeTe Ol (CN104MZ)Cp.

2. PaccuuTaiTe ypoBeHb rpaHuM4yHOro 3HaudeHuss Cut off, ana atoro k cpegHemy
3HauyeHuto Ol OTpuuaTenbHOro KoOHTpoas npubasbTe 0.2
Cut off = ON (CN104MZ)Cp + 0.2

3. PaccunTtainte NHagekc MosutmeHocTu (UM, %) Ans kaxzoro nccnegyemoro obpasua,
ansa atoro OlN obpasua pasgenuTte Ha 3HaveHue Cut off

N = OMNo6pasuya / Cut off

AnbTepHaTUBHbINA opmar.

MomecTnTe B pamKy Heob6xoAMMOe KONMYeCTBO CTPUMOB — MCCefyeMmble obpasLbl
B 2 MOBTOPax M 4 NYHKW AN KOHTPOJbHbIX CbIBOPOTOK (OTpuUaTeNbHbIA KOHTPOb
3 NyHKW, MONOXNTENBHBIN KOHTPOb 1 NyHKa).

BHecuTe BO Bce nyHku nnaHwerta no 90 mxkn UDA-Bydepa.

NPoAosIKeHNe Tabnmubl Ha CTp 8
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BHecuTe B COOTBETCTBYHOLLME JIYHKMU B Ay6ivkaTax no 10 MKJI KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble NyHKM BHecuTe B AybnnkaTax no 10 MKA nccnepayemMbix
o6pasuyoB CbIBOPOTKU (MJ1a3Mbl) KPOBU. BHeceHMe KOHTPOJIbHOW CbIBOPOTKU M
nccnefyemblx 06pasLoB HEO6X0AMMO NPOM3BECTU B TeYeHune 15 MUHYT.

AKKYpaTHO nepeMellainTe coaepXumoe nnaHweTa KpPYroBbiMU ABMXKEHUSMU MO
rOpM30HTaNIbHON MOBEPXHOCTWU, 3akfeiTe nnaHweT 6ymaroi ANns 3akfeuBaHus
nnaHweTta. UHKy6upy#Te njaHwer B TeyeHne 60 MMHYT nNpu Temnepartype
+37 °C.

Mo OKOHYaHUM WHKY6aLMW yaanute COAEPXWMOE NYHOK acnupauunen (Hanpumep,
C MOMOLLbI0 BOAOCTPYHOr0 Hacoca) Unv AeKaHTUPOBaHVEM M OTMOITE IYHKM 3 pasa.
Mpu Kaxaor oTMbiBKe Aob6aBbTe BO BCe NYHKM MO 250 MKA OTMbIBOYHOrO pactBopa
(cM. n. 7.3), BCTPSIXHUTE MAHLIET KPYroBbIMW ABWXEHWUSIMU MO FOPU3OHTasIbHOM
NOBEPXHOCTM C nocneayowen acnupaunen wunu [ekaHTMpoBaHWeM. 3ajepxka
npu OTMbIBKE (3aMayMBaHWE NIYHOK) He Tpebyetcs. lNpu KaxaoM AeKaHTMpPOBaHUU
Heo6Xx0AMMO TLaTeNbHO yAansaTb OCTaTKM XUAKOCTU U3 JTYHOK.

BHecuTe BO BCe NIYHKU No 100 MK KOHblOraTa.

3aknenTe nnaHweT 6ymMaroi Ang 3akfeMBaHusa nnaHweTa 1 MHKY6upyiTe naaHwer
B TedeHue 30 MMHYT npu Temnepartype +37 °C.

Mo OKOHYaHUM MHKY6aLMK yaanuTe COAEPXMMOE JIYHOK 1 OTMOWTE JIYHKU 5 pas.

BHecuTe BO Bce NnyHku no 100 Mk pacrtBopa cyb6cTrpaTta TeTpameTrunbeHsm-
AWHa. BHeceHuve pacTBopa cybcTpata TeTpameTunbeHsnanHa B yHKU HeobxoauMo
npomvssBect B TeyeHune 2-3 MUH. UHKYyGMpyWTe niaHWeET B TEeMHOTe Mpwu
KOMHaTtHOM TemnepaTtype (+18...+25°C) B TeueHune 10-20 MUHYT
B 3aBMCUMMOCTU OT CTEMEHN pa3BUTUS CUHEr0 OKpaLUMBaHUS.

10

BHecuTe BO BCe JIYHKM C TON e CKOPOCTbIO M B TOW Xe Moc/eAoBaTeNbHOCTH, Kak
1 pacTtBop cybcTpaTa TeTpameTunbeHsnamHa, no 100 Mk cTon-peareHTa, npu 3ToM
COAEPXKMMOE NTYHOK OKpaLUMBAETCS B PKO-XenTbll LBET.

11

WU3MepbTe BEJSIMUMHY ONTUYECKOM mIoTHOCTM (OIfl) coaep>MMOro JyHOK
niaHLeTa Ha hoTOMETpe BEPTMKAIbHOrO CKaHMPOBaHMS MPU AJIMHE BOJIHbI 450 HM.
M3mepeHune Ol coaepXXMMOro IYHOK MiaHLWeTa Heo6X0AMMO MPOU3BECTU B TeYEHMEe
15 MWH nocsnie BHECEHWS CToM-peareHTa. bnaHk poToMeTpa BbICTaBNANWTE MO BO3AYXY.

12

PaccuuTtaiTe coaep)xaHue IgM aHTuTen k aHTureHam Herpes Simplex Virus 1
n 2 tuna (HSV 1,2) B uccnegyembix obpasuax. [ina atoro:
1. PaccuuTtanTte cpeaHee 3HayeHne Ol OTpuLATENbHOrO KOHTPONS:

(CN104MZ)Cp = (OM1 (CN104MZ)+0M2 (CN104MZ)+0rM3 (CN104MZ)) / 3;

PesynbTaTbl aHann3a cunTtatb 4OCTOBEPHbLIMU, €CNN:

- Ol MNonoxnTenbHOro KOHTpPoNns He Hmxe 1 ontuyecknx eanHuny (OE);

- ON OTpuuaTenbsHOro KOHTposis He Bbiwe 0.15 OE BO BCex nyHKax;

- ON kaxpaoro 3HavyeHns OTpuUATENbHOrO KOHTPOS OTMYaeTcs He bonee yeM B ABa
pasa oT cpeAHero 3HayeHns oTpuLaTeNbHOro KOHTPONs,

T. e. 0N (CN104MZ)Cp x 0.5 < OlNn (CN104MZ) < OIN (CN104MZ)Cp x 2.0;

€CnM OAHO M3 3HayeHuit OTpuuaTenbHOr0 KOHTPOAS BbIXOAWUT 3a Mpedenbl 3TOro
MHTepBasna, TO ero 3Ha4yeHue He yyacTteyeT B pacyete Ol (CN104MZ)Cp.

2. PaccuuTainTe ypoBeHb rpaHuM4yHoro 3HayeHus Cut off, ans atoro k cpeaHemy
3Ha4yeHuto Ol OTpuuaTenbHOro KoHTpons npmbasbTe 0.2
Cut off = OnN (CN104MZ)Cp + 0.2

3. Paccuutante NHaekc MosutmusHocTu (UM, %) ans kaxaoro nccneayemoro obpasua,
ana atoro Ol obpasua pasgenute Ha 3HaveHune Cut off

UN = OMNo6pasuya / Cut off
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasAiCb Ha pe3ysbTaTax wuccnenoBaHwui, nposedeHHbIX 000 «XEMA»,
peKoMeHAyeM Mosb30BaTbCs HOpMaMu, MPpUBEAEHHbLIMU HUXe. BMecTe ¢ TeM, B COOTBETCTBUMN
Cc npaBunamu GLP (Xopowel nabopaTopHOlM NpakTuKW), Kaxaas nabopatopusa [okKHa
cama onpefennTb NapaMeTpbl HOPMbl, XapakTepHble Ana obcneayemMor Nonynsumu.

WUHTepnpeTauus pe3ynbTaToB:
Mpu UM>1.1 o6pasey NONOXKUTESIbHbIN,
npu UMN<0.9 - oTpuuaTeNnbHbIN.

Mpw 3HaueHnn UM, nexxawem B npomexyTke oT 0.91 a0 1.09 - pe3ynbTaTt B NOrpaHNUYHOM
30He (+/-).

Takve CbIBOPOTKM PpEeKOMEeHAYyeTCs uccnenoBaTb MNOBTOPHO. Ecnnm  MOBTOPHbIN
NoslyyYeHHbI pesynbTaT byaeT HeonpeneneHHbIM, TO CrneAyeT MpOBeCcTU TeCTMpoBaHWe
CbIBOPOTKM, MOJly4YeHHON 4yepe3 2-4 Hepgenu. B cnyyae nonydeHus HeomnpedeneHHbIX
pe3ynbTaToB Takue 06pasLbl cynTaTb OTPULLATENbHBIMU.

11. JINTEPATYPA

1. Ucakos B.A., bopucosa B.B., NUcakoB [.B. lepnec: natoreHe3 u nabopatopHas AMarHOCTMKa.
PykoBoacTtBo ansa Bpayen — CMN6: 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, kacatowmmcst kadectsa Habopa «HSV 1,2 IgM-UDA»,
cnenyet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/sa 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-1i noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)
3N1eKTPOHHas noyta: rgc@xema.ru

MHTEpHeT: www.xema-medica.com

PykoBoantenb cnyxb6bl knameHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. O. C. KocTpuKuH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of IgM antibodies to HSV 1/2 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

Herpes simplex virus (HSV)infection is a chronic recurrent infectious disease caused
by Herpes simplex viruses, types 1 and 2. The disease may be manifested as a local skin
and/or mucosal vesicular rash or as a generalized form with multi-organ damage.

During HSV infection, a sequential synthesis of HSV-specific IgM, IgG and IgA occurs.
IgM antibodies appear 10 or more days following infection, their level continuously rising
during two weeks. HSV-specific IgG appear 7-10 days following appearance of IgM and
persist lifelong.

A primary HSV infection is diagnosed by appearance of HSV-specific IgM and/or a
4-fold increase of HSV-specific IgG in sequential samples taken with 14-20 days interval.
Appearance of HSV-specific IgM in an HSV-infected person indicates exacerbation of the
disease.

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 murine monoclonal antibodies to IgM.
Antibodies from the specimen bind coated murine monoclonal antibodies to IgM on the
microwell surface. Unbound material is removed by washing procedure. HSV 1,2, labelled
with peroxidase enzyme, is 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. 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 pl, is useful but
not essential;

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

Dry thermostat or ther