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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
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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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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 thermostat shaker for 37 °C £2 °C;

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

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

6. SPECIMEN COLLECTION AND STORAGE

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

Specimens may be stored for up to 48 hours at +2...+8 °C before testing. For a longer
storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/thawing
should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+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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7.4. Assay procedure

1 | Put the desired number of microstrips into the frame; allocate 4 wells for control
samples CONTROL - CONTROL + (3 and 1 wells resp.) and two wells for each
unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM UNUSED
STRIPS.

Pipet 90 ul of EIA buffer into each well.

3 | Pipet 10 pl of control samples CONTROL - CONTROL + and unknown samples into
the wells. Cover the wells by plate adhesive tape (included into the kit).

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

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

6 | Dispense 100 pl of working conjugate solution into the wells. Cover the wells by
plate adhesive tape.

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

8 | Wash the strips 5 times.

Dispense 100 pl of SUBS TMB into the wells.
10 | Incubate 10-20 minutes at +18...+25 °C.
11 | Dispense 100 pl of STOP into the wells.

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

13 | Set photometer blank on air.

Alternative incubation:

1 | Put the desired number of microstrips into the frame; allocate 4 wells for control
samples CONTROL - CONTROL + (3 and 1 wells resp.) and two wells for each
unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM UNUSED
STRIPS.

Pipet 90 ul of EIA buffer into each well.

3 | Pipet 10 pl of control samples CONTROL - CONTROL + and unknown samples into
the wells. Cover the wells by plate adhesive tape (included into the kit).

4 | Incubate 60 minutes at +37 °C.

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

6 | Dispense 100 pl of working conjugate solution into the wells. Cover the wells by
plate adhesive tape.

7 | Incubate 30 minutes at +37 °C.

(Continuation see page 15)
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Wash the strips 5 times.

Dispense 100 ul of SUBS TMB into the wells.
10 | Incubate 10-20 minutes at +18...+25 °C.
11 | Dispense 100 pul of STOP into the wells.

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

13 | Set photometer blank on air.

8. QUALITY CONTROL

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

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

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

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

2. 0D450 for CONTROL- should not be more than 0.15 AU for all replicates.

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

9. CALCULATION OF RESULTS

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

9.2. Calculate the cut-off value: (mean OD450 for CONTROL-) +0.2.

9.3. Calculate Positivity Index (PI) for each sample:

PI = mean OD450(sample) / Cut-off

10. EXPECTED VALUES AND ASSAY LIMITATIONS

If PI value is greater than 1.1, the result is POSITIVE.

If PI value is less than 0.9, the result is NEGATIVE.

If PI value is between 0.9 and 1.1, the result is EQUIVOCAL. Such samples should
be retested. If the result is equivocal again, a new sample should be obtained 2-4 weeks
later and tested again. If the result remains equivocal, the sample should be considered
negative.

Therapeutic consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutic measures.

NOTE: the patients that have received murine monoclonal antibodies for radioimaging
or immunotherapy develop high titered anti-mouse antibodies (HAMA). The presence of
these antibodies may cause false results in the present assay. Sera from HAMA positive
patients should be treated with depleting adsorbents before assaying.
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity

Specificity of the test was evaluated on 47 serum specimens found negative in DiaSorin
(Italy) and NovaTec (Germany). All tested specimens were found negative. Based on these
data, specificity of the test is 100%.

11.2. Analytical sensitivity

The kit HSV1,2 IgM EIA was evaluated using panel of naturally occuring serum and
plasma specimens from Boston Biomedica, Inc ( Anti-HSV1/2 Mixed Titer Performance
Panel PTH201).

11.3. Precision

Intra-assay precision is shown below:

Serum, no duplicated value, K V1, % V2, %
1 32 0.547 7.4 6.2
2 32 1.548 5.1 4.8
Inter-assay precision is shown below:
Serum, no duplicated value, K , %
1 8 0.785 8.2
2 8 1.95 6.4

12. LITERATURE

1. Isakov V.A.., Borisova V.V., Isakov D.V. Herpes infection: pathogenesis and laboratory
diagnostics. A guideline for physicians - St.-Petersburg, Lanj - 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
sersilogy in the diagnosis and management of genital herpes // Sex Transm. Inf - 1998-v.74 - p.175-
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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
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Cumson / Symbol

3HaueHue cumBona / Symbolize

MpoussoauTtens / Manufacturer

[JaTta npousBoacTBa / Date of manufacture

Homep no kartanory / Catalogue number
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]

Homep cepwun / Batch code

3
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£
H

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHne TemnepaTtypbl / Temperature limitation

TONbKO AN UH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHuumanwme! / Caution, consult accompanying documents

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

SORB MTP

I@%E%

MnaHwert / EIA strips

CAL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTponbHas cbiBopoTka / Control sera

KoHnbtoraT / Conjugate

SUBS TMB

PactBop cybcTpaTa TeTpametTunbeHsmamHa (TMB) /
Substrate solution

BUF WASH 26X

KoHLEeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

Cron-peareHT / Stop solution

O
-
(=]

N®A-Bydep / EIA buffer




(VBa)KaeMbu?l Knunent!
Ecnn B npouecce paboTbi c Hawmmn Habopamu Bam noHago6unmncs nnacTMkoBble BAHHOUKM ANA KUOKUX
peareHTOB, OJHOPA30Bble HAKOHEYHVKWN ANA [A03aTOPOB UMW [OMOHUTENbHbIE 0ObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-Bydep, pactBop cybcTpata TeTpametnbeHsmamHa (TMB),
cTOon-peareHT), BXoAAWMX B cocTaB Habopa, npocum Bac 06patntbea K nocTtasLynky npoaykuymm 000
«XEMA» B Bawem pervoHe.
Bce ykasaHHble pacxopHble MaTepuanbl NpefocTaBAAloTcA 6ecnnatHo, B Heo6xoanmom ans
_PoBefieHuA aHann3a Konuuecrse.

J
MNMepeueHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHGEKLMOHHBIX ~
3a6onesaHuii nponssopacTea 000 «XEMA»
N2 no katanory HanmeHoBaHmne

K101 «Toxoplasma IgG-VI®A» Resion gt

K101™M «Toxoplasma IgM-NDA» o

K102 «Rubella IgG-VI®A»

K102M Rubella IgM-1IOA> o A .

K103 «Cytomegalovirus IgG-MOA» Hssavsssoommox

K103M «Cytomegalovirus IgM-UDA»

K104 «HSV 1,2 IgG-NDA»

K104M «HSV 1,2 IgM-VI®A»

K105 «Chlamydia IgG-VIOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cndpunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHTutena-MoOA»

K121 «Aspergillus IgG-UDA»

Homep ropauei nuHumn rexHnyeckom nopgaepxku Knnenros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropAYei MMHUK 6ecnnaTHbI LA 3BOHALLErO C Ntoboro
MOOGUNBHOTO UK CTalMoHapHoro TenedoHa No Bcel Tepputopun Poccum.

pem Bawumx oT3bIBOB 1 Npe/ioKeHUI No agpecam:
LieHTpanbHbiit opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLnn:

105043, r. MockBa, a/sa 58 S
105264, r. MockBa, yn. 9-a Mapkosas, f. 48, 1-i1 noa., 5 atax 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 «Xemay, Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, JertapHbiii nep., A. 8-10, nutep A
e-mail: sppb@xema.ru

CM 000 «Xemma-TecTt», Ten.: (17) 211-80-39
Odwic: 220029, MuHck, MpocnekT Malweposa, a. 11,
nutep A, kopn. 8/K, oduc 416

e-mail: hemma-test@yandex.ru

TOB «Xema», Ten.: (044) 422-62-16;

03179, . Kues, yn. Akafemuka Edpemosa, 4. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO
HABOPA PEATEHTOB

ana UMMYHO®EPMEHTHOIO OMPEAEJIEHUA
lgG AHTUTEN K AHTUTEHAM

HELICOBACTER PYLORI

B CbIBOPOTKE (MJ1IA3ME) KPOBU

«Helicobacter pylori IgG-UDA»

HOMEP MO KATANOTY K119
TY Ne 9398-119-18619450-2012

PErMCTPALMIOHHOE YOOCTOBEPEHUE
Ne OCP 2012/14171 o1 21 gekabps 2012 .

AnTtuTena Kk BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBylOT
KoHTposnbHble CbIBOPOTKY, BXOAALLME B COCTaB Habopa, HaKT1BUPOBaHbI.

W Ha 96, 192 unn 480 onpepeneHuni

[Ons uH BUMPO ArarHoOCTUKN

000 “XEMA”

105264, r. MockBa, yn. 9-a Mapkosas, A. 48
ey, +7(495) 510-57-07

El/

Authorized Representative in EU:
Polmed.de

2%

x} redkin@xema-medica.com Steinacker 20, D-73773
www.xema-medica.com Aichwald, Germany

e-mail: info@polmed.de
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XEMA

COAEPXXAHMUE

HA3HAYEHUE

MPUHLUWMM PABOTbl HABOPA

AHANTUTUYECKUE XAPAKTEPUCTUKN

COCTAB HABOPA

MEPbI MPEAOCTOPOXXHOCTHU

OBOPYAOBAHUE N MATEPWAJbI, HEOBXOAUMBIE MNMPN PABOTE C HABOPOM
NOArOTOBKA PEATEHTOB /14 AHAJTIN3A
YCNoBMA XPAHEHUA U SKCMJTYATALUN HABOPA
. NMPOBEAEHWE AHAJIN3A

10. OXMAAEMbIE 3HAYEHNA N HOPMbI

11. INTEPATYPA

0 oOoNOGO R WNE
HOVLONOOO U B WN

[y

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM
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«YTBEPXOEHA»
Mpuka3 PocaapaBHaasopa N2 3204-Mp/12 ot 21 aekabps 2012 r.
KPA N¢ 35620 ot 11.10.2012 r.

MUHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAENIEHUA IgG AHTUTEN
K AHTUFTEHAM HELICOBACTER PYLORI B CbIBOPOTKE
(NMNA3ME) KPOBMU «Helicobacter pylori IgG-U®A»

1. HABHAYEHMUE

1.1. Habop peareHTtoB «Helicobacter pylori IgG-U®A» npeaHasHavyeH Aans
KayeCTBEHHOro onpeaeneHns KoHueHTpauuun IgG aHTuTen Kk aHTureHam Helicobacter
pylori B cbiBopoTke (nsiasamMe) KpoBuM MeToAaoM TBepAoda3HOro MMMYHO(EPMEHTHOrO
aHanusa.

1.2, H.pylori - WKWPOKO pacnpoCTpaHeHHbIA  MWKPOOPraHM3M,  KOTOPbIM
MHGUUMpOBaHa MOMOBUHA HaceneHus 3eMHoOro wapa. Ero pacnpocTtpaHeHHOCTb
ype3BblYaliHO BbICOKA B PasBMBAIOLWMXCS CTPaHaxX M AOCTAaTOYHO HWU3KA B PasBUTbIX
cTpaHax Mupa. Mo gaHHbIM BceMMpHOW OpraHu3aumMm racTpoO3HTEPOSIOroB, B CTpaHax
BocTouHon EBponbl n A3un MHOMLUMPOBAHHOCTb B3POC/IOr0 HaceneHuns coctasnsiet 70—
80 %.

WccnepoBaHus nocnefHux AeCcATUNETUMI MoKasanu Beaylwyk ponb bHaktepum
H. pylori B natoreHese mnopaxXeHWNn >enyaka W ABEeHaAUATUMEPCTHOW  KULLKMW.
H.pylori o6bHapyxuBatoT noutn y 100 % B3poCAbIX NALMEHTOB C A3BEHHON 60ME3HbIO
ABeHaALaTUNEepPCTHOM KMULWKKN, npuMmepHOo y 80 % 60nbHbIX I3BEHHOM H0Ne3HbI0 Xenyaka,
y 92 % 60nbHbIX pakoM xenyaka M y 92 % 60MbHbIX C aKTUBHbIM XPOHUYECKUM
ractputoMm. NccnenosBaHMsSMM [0KA3aHO, YTO 3/MMUMHauUMA XenuvkobakTepa npueoauT
K MCYE3HOBEHWIO racTpuTa W 3HAUYUTENbHO YMEHbLUAaeT 4acToTy peueanBOB A3Bbl
ABEHaALaTUNEPCTHOM KULLKMU.

1.3. XenukobakTtepnos - XpoHu4yeckas uHbeKUMs C AAuTeNbHbIM, 4acTo
6eCcCMMNTOMHbIM TeyeHWeM. B cnyyae BO3HUMKHOBEHMS CMMMTOMbl He OT/AMYalOTCA
OT K/MHUYECKUX MpOSBAEHMI racTtpoayofeHuTa (06bl4HO — MOCTOSIHHbIE 6onM B

obnactu anuractpus). H.pylori oueHb 4acTo NpUCYTCTBYET Y NALMEHTOB, HE MMEILWMX
KIIMHUYECKMX NPOosiIBIEHNI 3aboneBaHus.

1.4. lWtammbl H.pylori u4pesBbl4alHO reTeporeHHbl W pa3fenstTcs Ha JABe
6onblwmre rpynnbl — WTaMMbl, 3KCnpeccupyowme aHTureHol VacA n CagA (tvn I), n
LWITaMMbl, KOTOpble HE 3KCNPECCUPYIT 3TN aHTureHbl (Tun II). LTtamMMbl nepBov rpynnbl
OOMWHUPYIOT Yy MauMeHTOB C si3BeHHOM 6one3Hbio M pakom xenyaka. benok CagA
NPOHUKAET B KJIETKWU INUTENUS CIIM3UCTON 060M104YKM, MPUBOAUT K HapPYLUEHWUIO MUTO3a
N MHAYUMPYET XPOMOCOMHYK HecTabunbHOCTb. Ecnn uHdekums Bbi3BaHa WTaMMaMu
H. pylori, akcnpeccupytowmmm 6enok CagA, B opraHMsMe yenoBeka BblpabaTbiBaloTCs
aHTUTena cneumduyHble K 3TOMY aHTUreHy. AHTuTena k 6enkam CagA BbISIBNAOTCS Y
80-100 % naumMeHTOB C A3BEHHOM 60Ne3Hbi0 ABEHaALATUNEPCTHOM KUWKKM U Yy 94 %
60nbHbIX pakoM >xenyaka. losToMy BbisIBNeHME aHTUTen, cneun@uuHbix K 6enky
CagA, saBnsgetca MWHAPOPMATUBHbIM MapKEpOM B AWArHOCTUKE $A3BEHHOW 60s1e3HU
ABEHaALaTUNEPCTHOM KULLKK W paka xenyaka.

Document: K119IR Instruction version: 1903 Format version: 407

2



XEMA

1.5. Wrtammbl H.pylori II Tuna, KoTopble He 3KCNpeccuMpyloT aHTureHol CagA u
VacA, He accouMMpyOTCS C TSXKENbIMU NMOPaXeHUsIMUN Xenyaka u ABeHaauaTUNepCcTHOM
KWLWKK, B YaCTHOCTWN, A3BEHHOM 60NE3HbI0 1 PaKOM.

1.6. NHdekumna H.pylori MoxeT 6biTb Ob6HapyXeHa Kak WHBa3MBHbIMW, TaK U
HEVWHBa3MBHbLIMM [AMarHOCTUYECKMMM MeTodaMu. WHBa3MBHbIE MeTOAbl BKJIOYAKOT
nccneposaHve  6MonTaTtoB  C/IM3UCTONM  060MOYKM  XENyAOYHO-KWULLIEYHOro TpakTa
TMCTONOMMYECKMMU, KyNbTypasbHbIMW MeToAaMu WAN ObICTPbIM ypeasHblM TeCToM,
0AHaKO, Heo4HOPOAHOe pacrnpocTpaHeHue H.pylori N0 CANM3UCTOW YacTo MpUBOAUT K
NOXHOOTpUUATENbHbIM pe3yfbTaTaM. K HeMHBa3nMBHbIM METOAaM ANArHOCTUKN OTHOCATCA
ceposiormyeckne MccnefoBaHUsa CbIBOPOTKM MauMeHTa Ha Hanuuue cneumdunyecknx
K H.pylori aHTUTen n AblXaTeNbHbI ypeasHblid TeCT C MPUMEHEHWEM paauvoaKTUBHO
MeYyeHOW MOo4eBMHbl. VIMMyHOMEpPMEHTHbIW aHanu3 Ha BbisBNEeHWE crneundurnyeckmx
aHtuten knaccoe IgG/IgA/IgM aBnfeTcd MWHWManbHO WHBA3MBHbIM, 6bICTPbIM,
BbICOKOYYBCTBUTENbHbLIM Y UHPOPMATUBHbLIM METOAOM AMArHOCTUKM MHbekumn H.pylori.

2. MPUHUMN PABOTbl HABOPA

OnpepeneHne IgG aHTMTEn Kk aHTureHam Helicobacter pylori ocHoBaHO Ha
MCMNOMb30BaHMUM HEMNpPSAMOro BapuvaHTa TBepAodas3HOro MMMyHO(EPMEHTHOro aHanmsa.
Ha BHYTpeHHen NOBEPXHOCTM IYHOK MiaHweTa MMMobnnnsoBaH peKoMbUHaHTbI 6enok
CagA H.pylori. AHTUTena u3 obpasua CBA3bIBAOTCS C aHTUIMeHOM Ha MOBEPXHOCTU
nyHKn. O6pa3oBaBLUMNCS KOMMJEKC BbISBASIOT C MOMOLLbIO KOHBbIOrata — MbIWNHBIX
MOHOKJIOHaNbHbIX aHTUTen K IgG 4yenoBeka C nepokcuMAaason XxpeHa. B pesynbraTte
obpa3syeTca CBS3aHHbIA C MJACTUKOM <«CIHABMY», coAepXalmini nepokcuaasy. Bo
BpeMs MHKybauum c pactBopoM cybcrpata TeTpameTunbensvamHa (TMB) npoucxoaut
OKpaluMBaHWe pacTBOPOB B JlyHKaX. IHTEHCMBHOCTb OKPACKM MPsiMO MPONOpLMOHaibHa
coaepxaHuto cneumduyecknx IgG aHTuTEen k aHtTureHam Helicobacter pylori. MHaekc
nosutmBHocTn (UM, %) IgG aHTuTen Kk aHtureHam Helicobacter pylori B nccnegyembix
obpasuax paccunTbiBaeTcs no opmyne, NpuBeaeHHOM B MHCTPYKLNN.
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3. AHAJIUTNYECKUE XAPAKTEPUCTUKHA

3.1. YyBCTBMTENbHOCTb U CNEeLU(PUYHOCTD.

YyecTBUTENBHOCTL Habopa peareHtoB «Helicobacter pylori IgG-U®A» oueHunBanm
C MOMOLbI0O MaHEeNn OXapaKTEepU30BaHHbIX CbIBOPOTOK, KOTOpasli COCTOMT w3 42
06pa3uoB CbIBOPOTOK KPOBUM YenoBeka, cogepxalmx aHTutena knacca IgG k H. pylori.
B Habope peareHToB «Helicobacter pylori IgG-V®A» BCce cbiBOpOTKM Obiniv onpeaeneHsbl
Kak nonoxwutenbHble. Mpn nccnenoBanum 158 oTpuuaTtenbHbiX Ha aHTuTena k H. pylori
CbIBOPOTOK MoKa3aTesib crneunduyHocTn coctasmn 6onee 98%.

3.2. Bocnpon3BoAUMOCTb.

KoaddpurumneHT Bapmaumm pesynbTaToB onpeaeneHus coaepxaHus IgG aHTuten
K aHTMreHam Helicobacter pylori B ogHOM 1 TOM e obpa3ue cbiIBOpOTKM (Maa3Mbl) KpoBK
c ncnonb3osaHmemM Habopa «Helicobacter pylori IgG-U®A» He npeBbiwaeT 8.0%.

KoaddunumneHnT Bapmnaumm (CV) ans o6pasuoB, M3MepeHHbIX Ha ABYX cepuax Habopa
peareHToB «Helicobacter pylori IgG-U®A» (Intra-assay)

° KON-BO 3HauyeHue, o o
ob6pasen, N2 nosTopos NN cpeanmwii CV1, % CV2, %
1 32 3.4 2.9 2.8
2 32 9.1 4.8 5.0

KoaddurumeHT Bapnaunm (CV) ans obpasuoB, M3MepeHHbIX Ha ogHown cepun Habopa
peareHToB «Helicobacter pylori IgG-U®A» B TeyeHue Tpex aHel (Inter-assay)

° _ 3HauyeHue, o
o6pasen, N? KOJ1-BO NMOBTOPOB N cpeanmwii CV1, %
1 8 3.1 3.9
8 9.0 6.2
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5. MEPbI NPEAOCTOPOXXHOCTHU

5.1. NoTeHuManbHbIN pUck NpuMeHeHnsa Habopa - knacc 2a (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHmem cron-peareHta (5.0% pacTtsop
CEpHOW KWUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUMUAX ABASOTCA HETOKCUYHBIMWN.

PactBop cepHoOW kucnoTbl obnagaet pasapaxatowum aeinctemeM. M3beraTb
pasbpbi3rMBaHNa M nNonagaHus Ha KOXY W CAu3ucTble. Mpy nonagaHum Ha KOXY W
CN3UCTbIE MOPaXKeHHbIN YY4acToOK ciefyeT NMpoMbiTb 60bLWNM KOIMYECTBOM NPOTOYHOWN
BOAbI.

5.3. lNpu paboTte c Habopom cneayeT cobntogatb «lpaBuna yCcTponicTBa, TEXHUKN
6e3onacHoOCTN, NPOM3BOACTBEHHOW CaHUTapuu, MPOTUBO3MUAEMUYECKOrO pexuma u
NINYHONM rurmeHbl nNpu pabote B nabopatopusix (OoTAeNeHusax, oTAenax) CaHUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA CUCTEMBbI MUHUCTEpCTBa 34paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3UHOBblE WU
NNacTUKoBble NepyaTku, Tak Kak obpasubl KPOBM 4YenoBeka creayeT paccMaTpusatb
KaK MOTeHUManbHO WHPUUMPOBAHHBLIM Matepuasn, CnocobHbI AnuTenbHOe BpeMs
coxpaHsaTb M nepepasaTb BWY, Bupyc renatuta wnu nwboii apyron Bo3byauTenb
BUPYCHOM UH@EKLUN.

6. OBOPYQOBAHUE N MATEPUAIDI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
- (oToMeTp BepTUKaNbHOro CKaHWPOBAHWUS, MO3BONSIOWNIA N3MEPATb OMNTUYECKYHO
MAOTHOCTb COAEPXMMOTrO JIYHOK MfaHLWweTa nNpu A/IMHE BONHbI 450 HM;
- TepMmocCTaT, noaaepxusatowmnii Temnepatypy +37 °C 0.1 °C;
- [03aTopbl CO CMEHHbIMW HaKOHEeYHWKaMW, no3Bonswwme oTdéupaTb 06bEMbI B
amanasoHe 10-250 mkn;
- UMAMHAP MepHbI BMecTuMocTbio 1000 Mn;
- BOAA AUCTUNNMPOBAHHas;
- nepyaTKu pe3nHOBble UM NIACTUKOBbIE;
- bymara ¢unbTpoBasbHas.

7. NOArOTOBKA PEAFEHTOB A/ AHAJIU3A

7.1. MNepepa npoBefeHMeM aHanu3sa KOMMoHeHTbl Habopa n nccnenyemole obpasubl
CbIBOPOTKM (MnasMbl) KpOBM CReAyeT BblAepXaTb MNpW KOMHATHOW TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. NMpuroTtoBsieHUe NiaaHLIeTa.

BCKpbITb MakeT C NAaHLWETOM M YCTaHOBUTb Ha paMKy HeobxoauMmoe KOIM4ecTBO
ctpunos. OcCTaBlIMECS  HEUCNoSIb30BaHHbIMW  CTPWMbl, 4YTO6bI  NpefoTBpaTUTL
BO34EeNCTBME Ha HMX BNaru, TWwaTesbHO 3aknenTb bymaron Ans 3aknenBaHusa niaHwerta
M XpaHuUTb Npun TemMnepaType +2...+8 °C B TeueHuMe BCero cpoka rogHoctn Habopa.

7.3. NMpurotoBsieHNne OTMbIBOYHOIO pacreBopa.

Copepxumoe riakoHa C KOHLLEHTPaTOM OTMbIBOYHOI0 pacteopa (22 M), nepeHecTn
B MEpHbI UMANHAP BMecTuMocTbio 1000 mn, gobasutb 550 M AMCTUANMPOBAHHOM
BOAbI M TLWaTeNbHO nepeMewaTb. B cnyyae apobHoro ncnonb3osaHns Habopa cnenyert
oTobpaTb HeEOOX0AMMOE KONMMYECTBO KOHLEHTpaTa OTMbIBOYHOIrO pacTBopa M pa3BecTu
ANCTUNNMPOBaHHON BoAONM B 26 pa3 (1 Mn KOHLUeEHTpaTa OTMbIBOYHOro pactsopa + 25
M AUCTUINIMPOBAHHOM BOAbI).
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8. YC/IOBUA XPAHEHUA N 3KCIMJTYATALUUN HABOPA

8.1. Habop peareHToB «Helicobacter pylori IgG-U®A» fomkeH XpaHUTbCS B yNakoBKe
npeanpuaTUA-U3roToBuTeNs npu TemnepaTtype +2..+8 °C B TeyeHue BCero cpoka
roAHOCTM, YKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcnopTuposka) Habopa npu Temnepatype Ao +25 °C He
6onee 15 cyTok. He gonyckaeTcs 3amMopaxwusaHue Lenoro Habopa.

8.2. Habop paccumtaH Ha npoBedeHWe aHanu3a B aybnukatax 46 uccnenyembix
06pa3uoB 1 2 Npob KOHTPOJIbHOW CbIBOPOTKK (BCero 96 onpeaeneHunit).

8.3. B cnyyae apobHoro ucnonb3oBaHWs Habopa KOMMOHEHTbI cnefyeT XpaHUTb
cneayownm obpasom:

- OCTaBLUMECS HEeWCnosib30BaHHbIMW CTPUMbl HEO6XOAMMO TLLATENbHO 3aKNenTb

6yMaroi Ans 3aknenmBaHUs MNiaHLeTa U XpaHUTb Npu TemnepaTtype +2...+8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- Bbydep ana passeaeHns obpasLoB, KOHbIOraT, CTOM-peareHT nocsie BCKPbITUS
dnakoHOB crneayeT XpaHuUTb Npu TemnepaType +2..+8 °C B TeuyeHue Bcero
cpoka rogHoctu Habopa;

—  KOHTpOJIbHblE CbIBOPOTKM MOC/Ae BCKPbITUS (DJIaKOHOB cCnefyeT XpaHuTb npu
TemnepaTtype +2...+8 °C He 6osee 2 MecsLeB;

-  OCTaBLUMNCA HEMCMNOJSIb30BaHHbIM KOHLEHTPAT OTMbIBOYHOIO pacTBopa cneayert
XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeueHue Bcero cpoka rogHoctn Habopa.
MPUroTOBNEHHbIN OTMbIBOYHbLIA PacTBOp cfiefyeT XPaHuTb MpuU KOMHaTHOWM
TemnepaTtype (+18..+25 °C) He 6onee 15 cytok wmnAm npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpvMeyaHue. Tocne MCNONb30BaHWA peareHTa HeMeAsIeHHO 3aKpbiBaWTe KPbIWKY

¢nakoHa. 3akpbiBaniTe KaxAabli NIAaKOH CBOEN KPbILWKON.

8.4. [Ina npoBedeHWs aHanu3a He cfeayeT WUCMNonb30BaTb EMOSIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (Nia3My) KpOBW, @ TakXe CbIBOPOTKY (MnasMy) KpOBW, coAepxallyto
a3sug Hatpusa. Ecnn aHanu3 npovsBoANTCA He B AE€Hb B3ATUS KPOBW, CbIBOPOTKY (Mna3smy)
cnepyeTr XpaHutb npu Temnepatype -20 °C. [OBTOpHOe 3aMopaxuBaHwe-oTTavBaHue
o06pa3uoB CbIBOPOTKM (Nna3Mbl) KpOBM He AonyckaeTcs. [lonyckaercsa wuccnenoBaHue
CbIBOPOTOK, XPpaHeHMe KOTOpbIX C MOMeHTa 3abopa KpOBWM OCYLLECTBAANOCH Mpw
TeMmnepaType oT +2 °C go +8 °C He 6onee 7 CyTOK.

8.5. VckntovaeTcs umcnonb3oBaHWe ANns aHanumsa o06pasLoB CbIBOPOTKMU (MJ1a3Mmbl)
KPOBW JOAEN, MOMy4YaBlUMX B LENAX AMArHOCTMKW WAWM Tepanuu npenapatbl, B COCTaB
KOTOPbIX BXOAAT MbIWWHbIE aHTUTENa.

8.6. [1na nonyvyeHWs HaAeXHbIX pe3ynbTaToB HeobxoauMMmo cTporoe cobnioaeHue
WNHCcTpykuumn no npumeHexuio Habopa.

8.7. He ucnonb3yliTe KOMMOHEHTbl M3 APYrMx HabopoB WAM W3 aHanorm4HbIX
HabopoB Apyrux cepwi.
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9. NPOBEAEHUE AHAJIU3A

NMoMmecTuTe B paMKy Heo6XoAMMOE KOJIMYECTBO CTPUMOB - WCC/EeAyeMble
06pasubl B 2 NOBTOPax M 4 NYHKW 4151 KOHTPOSIbHbIX CbIBOPOTOK (OTpMUATENbHbIN
KOHTPO/b 3 NYHKW, TONOXUTENBHBIA KOHTPOb 1 fiyHKa).

BHecuTe BO BCce NyHKM naaHweTta no 90 mkn UDA-Bydep.

BHecuTte B COOTBETCTBYyHLWME JNYHKM B pAy6aukatrax no 10 Mkn
KOHTPOJIbHbIX CbIBOPOTOK. B ocTanbHble NyHKWM BHecuTe B Aybnvkatax no
10 Mkn uccnepyeMbix o6pasuoB CcbiBOPOTKM (N1a3Mbl) KpoBU. BHeceHune
KannMbpoBOYHbIX MpPOo6, KOHTPOSMILHOM CbIBOPOTKM U uMccneayembix o6pasuos
Heo6Xxo0AMMO NPOM3BECTU B TeyeHue 15 MUHYT.

BHUMAHME! lNpu BHeceHnn ob6pa3LoB CbIBOPOTKM (Mn1a3Mbl) KPOBM MPOUCXOAUT
M3MeHeHne uBeTa pacTeopa.

AKkKypaTHO nepeMellaiiTe COAEPXUMOe MaaHlWeTa KpYyroBbIMU ABUXEHWSAMU MO
rOpV30HTaNbHOW MOBEPXHOCTY, 3aKnernTe nnaHweT 6ymaron AN 3aknenBaHuns niaHweTa.
WUHKy6upyiTe nnaHwer B TeueHue 30 MUHYT Nnpu Temnepartype +37 °C.

Mo OKOHYAHUK MHKY6aUWUW yaanuTe CoAEPXMMOE NIYHOK acnvpaunen (Hanpumep, ¢
NMOMOLL b0 BOAOCTPYMHOr0 Hacoca) Uiy AeKaHTMPOBaHUEM M OTMOMTE NYHKM 3 pa3a.
Mpw KaXkaoi 0TMbIBKE A06aBbTe BO BCe JIYHKM Mo 250 MK/ OTMbIBOYHOMO pacTBopa
(cM. n.7.3), BCTpAXHUTE MNAHLIET KPYroBbiMU ABMXXEHUAMMU MO TOPU3OHTAsIbHOM
NMOBEPXHOCTM C MOC/eAyloLlei acnupaunein WM AeKaHTMPOBaHUEM. 3afepXKKa
npu OTMbIBKE (3aMaynBaHue IyHOK) He TpebyeTcs. Mpu KaXAoM AeKaHTUPOBaHUM
Heo6X0AMMO TLATENbHO YAANATb OCTAaTKN XUAKOCTU U3 JTYHOK.

BHecuTe BO Bce siyHku no 100 Mk KOHblOrarta.

3aknelTe nnaHweT 6ymaroi ANs 3aKenMBaHWUs NiaHWeTa U UHKY6GupyiTe ero B
TeyeHne 30 MMHYT Npu Temnepartype +37 °C.

Mo oKOHYaHMM MHKYy6auMW yaanuTe COAEPXMMOE JIYHOK Y OTMOMWTE NIYHKM 5 pas.

BHecute BOo Bce nyHku no 100 mMkn pacrBopa cy6crparta TeTpamMeTwi-
6eH3uaMHa. BHeceHne pactBopa cybcTpaTa TeTpameTunbeHsnamHa B JTYHKM
HeobXxoAMMO MpoOM3BECTM B TeyeHue 2-3 MUH. WHKY6upyiTe nnaHwer B
TeMHOTe Nnpu KOMHaTHol Temnepartype (+18...+25 °C) B TeueHune 10-20
MWHYT B 3aBUCMMOCTU OT CTENEHU Pa3BUTUS CUHEro oKpaluMBaHUS.

11

BHecuTe BO BCe JIYHKM C TOM XX€& CKOPOCTbIO M B TOM X€ MocC/feA0BaTeIbHOCTH,
Kak u pacTBop cy6cTpaTta TeTpameTunbeHsmanHa, no 100 MKA cTon-peareHTa,
Mpy 3TOM COAEPXMMOE JIYHOK OKPALIMBAETCS B APKO-XKENThIN LBET.

12

U3mMepbTe BenuumMHy ontuuyeckor msioTHoctu (OM) coaepXMMoro JNyHoK
nnaHwerta Ha doToMeTpe BepTMKasbHOrO CKaHMpPOBaHWS MPU AJIMHE BOJIHbI
450 HM. N3mepeHune Ol coaepx1MMoro NyHoK naaHweTa Heob6xoAnMMO Npou3BecTu
B TeyeHue 15 MMH nocne BHeceHus cTton-peareHTa. bnaHk ¢poToMeTpa BbiCTaBnsnTe
Mo BO34yXY.
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13 | PaccuuTtaiiTe copep)xaHue aHTUTEN K aHTUreHaM B uccieayeMbix
o6pasuax. [ins sToro:
1. PaccuntainTe cpegHee 3HaveHne O OTpuUaTENbHOrO KOHTPONS:

On (CN119)Cp = (On1 (CN119)+0MN2 (CN119)+0MN3 (CN119)) / 3;
Pe3ynbTaTbl aHann3a cymMTaTb AOCTOBEPHbLIMU, €CNN:
- OlN Mono>xnTenbHOro KOHTpPosA He Hxe 0.6 onTnuecknux eamHuny (OE);
- O OTpMuyaTenbHOro KOHTpoJsisi He Bbiwe 0.15 OE BO BCex syHKax;
- Ol kaxaoro 3HavyeHns OTpuLaTeNbHOr0 KOHTPO/S OTIMYaeTcs He 6onee yem
B [Ba pa3a OT CpeAHero 3HayeHus oTpuuaTenbHOro KOHTpons,
T.e. OMN (CN119)Cp x 0.5 < OlNn (CN119) < ON (CN119)Cp x 2.0;

€C/IN 0A4HO M3 3HauYeHnit OTpULATENbHOrO KOHTPOJS BbIXOAMT 3@ Npeaesibl 3Toro
MHTEepBana, TO ero 3Ha4yeHue He y4yacTeyeT B pacyeTe O (CN119)Cp.

2. PaccuuTarite ypoBeHb rpaHMyHOro 3HadeHums Cut off, ans atoro Kk cpegHemy
3HayveHuto Ol OTpuuaTenbHOro KoHTpons npubasbTe 0.3

Cut off = OMN (CN119)Cp + 0.3

3. Paccuutanite NHaekc MosutusHoctn (UM, %) Ansa Kaxaoro nccneayemoro
obpasua, ansa atoro Ol obpasua pa3genute Ha 3HayeHue Cut off

MM = OMNo6pasua / Cut off

10. O)KUQAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3yJsibTaTax uccnenoBaHui, nposefeHHbIX 000 «XEMA»,
peKkoMeHAyeM MoJfib30BaTbC HOpPMaMu, MNpUBEAEHHbIMW HUXe. Bmecte C TeMm, B
COOTBETCTBMM C npaBunamMm GLP (Xopowein nabopaTOpHOM MpaKTUKK), Kaxaas
nabopatopusi AOJ/KHa camMa onpeaennTb MNapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynsuuu.

WNHTepnpeTauus pe3ynbTaToB:
Mpu UM>1.1 obpasew, NONOKUTENbHbIN,
npu NM<0.9 - oTpuLaTenbHbIN.

Mpu 3HauyeHun WM, nexawem B npomexyTke ot 0.91 go 1.09 - pesynbTat B
rnorpaHnMyHom 3oHe (+/-). Takme CbIBOPOTKM pEKOMEHAYeTCs UccnefoBaTb MOBTOPHO.
Ecnu noBTOPHbLIN MNONYYEHHbIN pe3ynbTaT 6yAeT HeonpeaeneHHbIM, TO CieayeT NpoBecTym
TeCcTMpoBaHMe CbIBOPOTKM, MOJy4YeHHOW uyepe3 2-4 Hepenun. B cnyyae nonyyeHus
HeonpeaeneHHbIX pe3ynbTaToB Takume obpasubl cuuMTaTb oTpuuaTenbHbiMU. [lpu
MHTeprnpeTauumn pesynbTaToB UCCNEeA0BaHNI AETCKUX CbIBOPOTOK YPOBEHb FPAHUYHOMO
3HaYeHnsa [oskKeH 6biTb MOHMXEHHbIM Ha 10%.

Pesynbrat uccnepoBanua AETCKUX CbIBOPOTOK Pesynbrat uccneoBaHuaA CbIBOPOTOK B3POCIbIX
NN obpasua>0.9 nonoxuteneHbi | UM obpasua >1.1 NONOXUTENbHbIN
0.8<UMobpa3ua<0.9 |HeonpeaeneHHbii | 0.9< UM obpasua <1.1|HeonpeaeneHHbIN
WM obpasua <0.8 oTpuuaTesnbHbIN MM obpasua <0.9 oTpuuaTenbHbIN
Document: K119IR Instruction version: 1903 Format version: 407
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Mcnonb3oBaHMe MHAEKCa NoO3UTUBHOCTU MO3BONAET NPOBOANTL NONYKOANYECTBEHHbIN
CpPaBHUTENbHbIM aHaNN3 YPOBHS CrieLMdPUyYecknx aHTUTEN B MapHbIX CbIBOPOTKaxX KPOBM.
UM B npegenax 1.1-7.0 nponopuvoHaneH coAepXXaHWio Ccneunduyueckux aHTuTen
knacca IgG. 3To no3sonseT NPoOBOANTb UCCNEeA0BAHNE NAaPHbIX CbIBOPOTOK MOSTyYEHHbIX
OT NauUMeHTOB C UHTepBasioM B 2-4 Heaenu.

Ecnn UM obpasua coctaBnseT Bbiwe 7.0 AN KOPPEKTHOM OLEHKU OTHOCUTENbHO
coAepXaHusa crneunduruyecknx aHTuTes, peKoOMeHAYEeTCs NpOBECTU MOBTOPHbLIN aHanun3
obpasua npeaBapuTeNbHO pa3BeAeHHOr0 PacTBOPOM ANS pa3sBeAeHWUS CbiBOPOTOK B
10 pas, npu onpeaeneHnn nHAeKca NO3NMTUBHOCTM B TaKOM Cilyyae crieflyeT YMHOXUTb
nony4yeHHoe 3HayveHme UM Ha 10.

Takoh cnocob6 wHTepnpeTauuMmM pesynbTaToB aHanu3a MO03BOSISET CpaBHMBATL
ypOBeHb crieunduryecknx aHtuten Kk H. pylori B anHamumke.

WUHTepnpeTaumsa pe3ysibTaToB onpeaesieHnusa aHTuTen knaccos IgG,
IgA n IgM cneundunuHbix k 6enky CagA H.pylori

Pe3ynbTaT onpenenenus aHtuten k 6enky CagA H.pylori
IgG* IgA** IgM
OTpuuatensHbii | OTpuuaTtenbHbii | OTpuUaTeNbHbIN

MHTepnpeTaunsa
pesynbTaTa

O6pa3seL He coaepxuT
cneumduyecknx aHtTuTen
k CagA H.pylori, nn6o

WX KOHLUEHTpaumns Huxe
npeaena 4yBCTBUTENbHO-
CTW aHanusa

OTpuuaTenbHbIn

MonoXunTenbHbIn

MoNoXUTenbHbIN

OTpuuaTenbHbIn

MonoXunTenbHbIn

OTpuuaTenbHbIN

OTpuuaTenbHbIn

OTpuuaTenbHbIN

MonoXuTenbHbIN

BepodATHasa paHHAA cTaaus
MHbEeKUNN, peKoMeHayeT-
Csl NPOBECTWN MOBTOPHbIE
nccnenoBaHns yepes Tpu
Hepenv

[MonoXnTenbHbIN

OTpuuaTenbHbIn

OTpuuaTenbHbIn

[MoNnoXnTenbHbIN

MonoXuTenbHbIN

MonoXuTenbHbIN
Y
OTpuuaTenbHbIn

Ob6paszey coaepXuT cnew-
nduryeckmne aHtTuTENa

Kk 6enky CagA H.pylori,
peKkoMeHAyeTCs MpoBecTU
KOMMAEKC AOMOSHUTE b
HbIX 06CrefoBaHNA: 3H-
[0CKOMUSA, ypeasHblil TecT,
6akTepuonorus.

* - WccnenoBaHWsIMM [0OKa3aHO, YTO CHWXKEHWe TUTPOB crneumduyecknx aHTuten knacca IgG
ABNSETCS LOCTOBEPHbIM nokasaTeneM apdeKTUBHOCTM Tepanuu n spaaukaumm H.pylori.

** — Cneunmduyeckue aHTuTena knacca IgA npu uHduumposaHum H.pylori 3HauMTenbHO 4aule
obHapyxunBatTCcs y 60/1bHbIX pakoM 1 A3BOW Xesy/AKa, YeM Y NaLuMeHTOB C XPOHUYECKMMM racTpuTaMu.
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Mo BonpocaM, kacatowmmcs kavectsa Habopa «Helicobacter pylori IgG-U®A >,
cneayet obpauwatbes B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-s MNapkosas, 4. 48, 1-i noa., 5 aTtax,

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

3NeKTpoHHas noyta: info@xema.ru; rqc@xema.ru
WHTEPHET: www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KocTpukunH

Document: K119IR Instruction version: 1903 Format version: 407

11



Document: K119IR Instruction version: 1903 Format version: 407

12



Cumson / Symbol

3HaueHue cumBona / Symbolize

MpoussoauTtens / Manufacturer

[JaTta npousBoacTBa / Date of manufacture

Homep no kartanory / Catalogue number

(o)

]

Homep cepwun / Batch code

3
3
3
£
H

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHne TemnepaTtypbl / Temperature limitation

TONbKO AN UH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHuumanwme! / Caution, consult accompanying documents

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

SORB MTP

I@%E%

MnaHwert / EIA strips

CAL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTponbHas cbiBopoTka / Control sera

KoHnbtoraT / Conjugate

SUBS TMB

PactBop cybcTpaTa TeTpametTunbeHsmamHa (TMB) /
Substrate solution

BUF WASH 26X

KoHLEeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

Cron-peareHT / Stop solution

O
-
(=]

N®A-Bydep / EIA buffer




YBakaembiin Knnent!

Ecnv B npouecce paboTbi c Hawmmn Habopamu Bam noHagobunmnce nnacTMkoBble BAHHOUKM ANA KUOKUX
peareHTOB, OJHOPa30Bble HAKOHEUHWKW [J1A 403aTOPOB UMW AOMOHUTENbHbIE O6BEMbI PeareHToB
(KoHLeHTpaT oTMbiBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnnbeHsmamHa (TMB),
CTOM-peareHT), BXoAALWmMX B cocTas Habopa, npocum Bac obpatnTbca K noctaByuky npogykumn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBnAloTcA 6ecnnaTtHo, B Heob6xoanMom ana
_MPOBe/AieHIA aHanu3a Konuyecrse.

J
MNMepeveHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHGEKLMOHHBIX N
3aboneBaHuii npoussoacTBa 000 «XEMA»
N2 no katanory HanmeHoBaHmne

K101 «Toxoplasma IgG-UDA» N n..n“:':ﬁ:“;::::'r.m:..

K101™M «Toxoplasma IgM-NOA»

K102 «Rubella IgG-DA»

K102M Rubella IgM-MIOA» A

K103 «Cytomegalovirus IgG-VOA» Hssausssoommox Lo

K103M «Cytomegalovirus IgM-UDA» —

K104 «HSV 1,2 IgG-NOA»

K104M «HSV 1,2 IgM-VIOA»

K105 «Chlamydia IgG-VIOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cudpunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHTutena-MOA»

K121 «Aspergillus IgG-NDA»

Homep ropauei nuHumn rexHnyeckom nopaepxku KnveHros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropsiyeit NIMHMK GecnnaTHbI /15 3BOHSALLErO C lo60ro
MOGUNBbHOTO MK CTaLroHapHoro TenedoHa Nno Bcel Tepputopun Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioKeHUI No agpecam:
LleHTpanbHbiit opuc 000 «XEMA»
Azpec Ana KoppecnoHAeHUmn:

105043, r. MockBa, a/a 58 S
105264, r. MockBa, yn. 9-a Mapkosas, f. 48, 1-i1 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 «Xeman, Ten.: +7 (812) 271-24-41

191144, CankT-TMeTepbypr, [lertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CIN 000 «Xemma-Tect», Ten.: (17) 211-80-39
Odwic: 220029, MuHck, MpocnekT Mawweposa, a. 11,
nutep A, kopn. 8/K, opnc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, r. Knes, yn. Akagemuika Edppemosa, . 23;
e-mail: info@xema.com.ua




soq,

ATY §)
QT ¥y

4]

Instruction for use

MHCTPYKUUA MO MPUMEHEHUIO

HABOPA PEATEHTOB

AnA UMMYHO®EPMEHTHOIO OMPEAENEHNA

IgM AHTUTEN K AHTUTEHAM

HELICOBACTER PYLORI B CbIBOPOTKE (MJIA3ME) KPOBU

«Helicobacter pylori IgM-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY

FOR THE QUALITATIVE DETERMINATION

OF IgM ANTIBODIES TO HELICOBACTER PYLORI
IN HUMAN SERUM OR PLASMA

Helicobacter pylori igM EIA

HOMEP MO KATANOTY K119M
TY N2 9398-1191-18619450-2012

PETMCTPALUMOHHOE YOOCTOBEPEHUE
Ne OCP 2012/14172 o1 21 pekabpa 2012 .

AnTuTena Kk B4 1,2, Bupycy renatuta C n HBsAg otcyTcTBytoT
KoHTponbHble CbIBOPOTKY, BXOAALLME B COCTaB Habopa, NHaKTVBUPOBaHbI.

W For 96 determinations /Ha 96 onpepeneHun

[inA uH 8UMPO ANArHOCTUKK

XEMA Co., Ltd.
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j The 9th Parkovaya str., 48 Authorized Representative in EU:
\ &~ 105264 Moscow, Russia Polmed.de
Py Tel./fax: +7(495) 510-57-07 Steinacker 20, D-73773
5‘“ N\ j e-mail: redkin@xema-medica.com Aichwald, Germany
K internet: www.xema-medica.com e-mail: info@polmed.de
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XEMA

COAEPXXAHMUE

HA3HAYEHUE

MPUHLUWMM PABOTbl HABOPA

AHANTUTUYECKUE XAPAKTEPUCTUKN

COCTAB HABOPA

MEPbI MPEAOCTOPOXXHOCTHU

OBOPYAOBAHUE N MATEPWAJbI, HEOBXOAUMBIE MNMPN PABOTE C HABOPOM
NOArOTOBKA PEATEHTOB /14 AHAJTIN3A
YCNoBMA XPAHEHUA U SKCMJTYATALUN HABOPA
. NMPOBEAEHWE AHAJIN3A

10. OXMAAEMbIE 3HAYEHNA N HOPMbI

11. INTEPATYPA

0 oOoNOGO R WNE
HOVLONOOO U B WN

[y

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM
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K119MI

«YTBEPXOEHA»
Mpuka3 PocaapaBHaasopa N2 3205-Mp/12 ot 21 gekabps 2012 r.
KPA N¢ 35584 ot 11.10.2012r.

MUHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAENEHUA IgM AHTUTEN
K AHTUTEHAM HELICOBACTER PYLORI B CbIBOPOTKE
(NN1A3ME) KPOBM «Helicobacter pylori IgM-U®A »

1. HABHAYEHMUE

1.1. Habop peareHtoB «Helicobacter pylori IgM-U®A» npenHasHaveH Aans
KayeCTBEHHOro onpeaeneHns KoHueHTpaumu IgM aHTuTen k aHTureHam Helicobacter
pylori B cbiBopoTke (nsiasamMe) KpoBuM MeToAaoM TBepAoda3HOro MMMYHO(EPMEHTHOrO
aHanusa.

1.2, H.pylori - WKWPOKO pacnpoCTpaHeHHbIA  MWKPOOPraHM3M,  KOTOPbIM
MHGUUMpOBaHa MOMOBUHA HaceneHus 3eMHoOro wapa. Ero pacnpocTtpaHeHHOCTb
ype3BblYaliHO BbICOKA B PasBMBAIOLWMXCS CTPaHaxX M AOCTAaTOYHO HWU3KA B PasBUTbIX
cTpaHax Mupa. Mo gaHHbIM BceMMpHOW OpraHu3aumMm racTpoO3HTEPOSIOroB, B CTpaHax
BocTouHon EBponbl n A3un MHOMLUMPOBAHHOCTb B3POC/IOr0 HaceneHuns coctasnsiet 70—
80 %.

WccnepoBaHus nocnefHux AeCcATUNETUMI MoKasanu Beaylwyk ponb bHaktepum
H. pylori B natoreHese mnopaxXeHWNn >enyaka W ABEeHaAUATUMEPCTHOW  KULLKMW.
H.pylori o6bHapyxuBatoT noutn y 100 % B3poCAbIX NALMEHTOB C A3BEHHON 60ME3HbIO
ABeHaALaTUNEepPCTHOM KMULWKKN, npuMmepHOo y 80 % 60nbHbIX I3BEHHOM H0Ne3HbI0 Xenyaka,
y 92 % 60nbHbIX pakoM xenyaka M y 92 % 60MbHbIX C aKTUBHbIM XPOHUYECKUM
ractputoMm. NccnenosBaHMsSMM [0KA3aHO, YTO 3/MMUMHauUMA XenuvkobakTepa npueoauT
K MCYE3HOBEHWIO racTpuTa W 3HAUYUTENbHO YMEHbLUAaeT 4acToTy peueanBOB A3Bbl
ABEHaALaTUNEPCTHOM KULLKMU.

1.3. XenukobakTtepnos - XpoHu4yeckas uHbeKUMs C AAuTeNbHbIM, 4acTo
6eCcCMMNTOMHbIM TeyeHWeM. B cnyyae BO3HUMKHOBEHMS CMMMTOMbl He OT/AMYalOTCA
OT K/MHUYECKUX MpOSBAEHMI racTtpoayofeHuTa (06bl4HO — MOCTOSIHHbIE 6onM B

obnactu anuractpus). H.pylori oueHb 4acTo NpUCYTCTBYET Y NALMEHTOB, HE MMEILWMX
KIIMHUYECKMX NPOosiIBIEHNI 3aboneBaHus.

1.4. lWtammbl H.pylori u4pesBbl4alHO reTeporeHHbl W pa3fenstTcs Ha JABe
6onblwmre rpynnbl — WTaMMbl, 3KCnpeccupyowme aHTureHol VacA n CagA (tvn I), n
LWITaMMbl, KOTOpble HE 3KCNPECCUPYIT 3TN aHTureHbl (Tun II). LTtamMMbl nepBov rpynnbl
OOMWHUPYIOT Yy MauMeHTOB C si3BeHHOM 6one3Hbio M pakom xenyaka. benok CagA
NPOHUKAET B KJIETKWU INUTENUS CIIM3UCTON 060M104YKM, MPUBOAUT K HapPYLUEHWUIO MUTO3a
N MHAYUMPYET XPOMOCOMHYK HecTabunbHOCTb. Ecnn uHdekums Bbi3BaHa WTaMMaMu
H. pylori, akcnpeccupytowmmm 6enok CagA, B opraHMsMe yenoBeka BblpabaTbiBaloTCs
aHTUTena cneumduyHble K 3TOMY aHTUreHy. AHTuTena k 6enkam CagA BbISIBNAOTCS Y
80-100 % naumMeHTOB C A3BEHHOM 60Ne3Hbi0 ABEHaALATUNEPCTHOM KUWKKM U Yy 94 %
60nbHbIX pakoM >xenyaka. losToMy BbisIBNeHME aHTUTen, cneun@uuHbix K 6enky
CagA, saBnsgetca MWHAPOPMATUBHbIM MapKEpOM B AWArHOCTUKE $A3BEHHOW 60s1e3HU
ABEHaALaTUNEPCTHOM KULLKK W paka xenyaka.
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1.5. Wrtammbl H.pylori II Tuna, KoTopble He 3KCNpeccuMpyloT aHTureHol CagA u
VacA, He accouMMpyOTCS C TSXKENbIMU NMOPaXeHUsIMUN Xenyaka u ABeHaauaTUNepCcTHOM
KWLWKK, B YaCTHOCTWN, A3BEHHOM 60NE3HbI0 1 PaKOM.

1.6. NHdekumna H.pylori MoxeT 6biTb Ob6HapyXeHa Kak WHBa3MBHbIMW, TaK U
HEVWHBa3MBHbLIMM [AMarHOCTUYECKMMM MeTodaMu. WHBa3MBHbIE MeTOAbl BKJIOYAKOT
nccneposaHve  6MonTaTtoB  C/IM3UCTONM  060MOYKM  XENyAOYHO-KWULLIEYHOro TpakTa
TMCTONOMMYECKMMU, KyNbTypasbHbIMW MeToAaMu WAN ObICTPbIM ypeasHblM TeCToM,
0AHaKO, Heo4HOPOAHOe pacrnpocTpaHeHue H.pylori N0 CANM3UCTOW YacTo MpUBOAUT K
NOXHOOTpUUATENbHbIM pe3yfbTaTaM. K HeMHBa3nMBHbIM METOAaM ANArHOCTUKN OTHOCATCA
ceposiormyeckne MccnefoBaHUsa CbIBOPOTKM MauMeHTa Ha Hanuuue cneumdunyecknx
K H.pylori aHTUTen n AblXaTeNbHbI ypeasHblid TeCT C MPUMEHEHWEM paauvoaKTUBHO
MeYyeHOW MOo4eBMHbl. VIMMyHOMEpPMEHTHbIW aHanu3 Ha BbisBNEeHWE crneundurnyeckmx
aHtuten knaccoe IgG/IgA/IgM aBnfeTcd MWHWManbHO WHBA3MBHbIM, 6bICTPbIM,
BbICOKOYYBCTBUTENbHbLIM Y UHPOPMATUBHbLIM METOAOM AMArHOCTUKM MHbekumn H.pylori.

2. MPUHUMN PABOTbl HABOPA

OnpepeneHne IgM aHTuUTEn Kk aHTureHam Helicobacter pylori ocHoBaHO Ha
MCMNOMb30BaHMUM HEMNpPSAMOro BapuvaHTa TBepAodas3HOro MMMyHO(EPMEHTHOro aHanmsa.
Ha BHYTpeHHen NOBEPXHOCTM IYHOK MiaHweTa MMMobnnnsoBaH peKoMbUHaHTbI 6enok
CagA H.pylori. AHTUTena u3 obpasua CBA3bIBAOTCS C aHTUIMeHOM Ha MOBEPXHOCTU
nyHKn. O6pa3oBaBLUMNCS KOMMJEKC BbISBASIOT C MOMOLLbIO KOHBbIOrata — MbIWNHBIX
MOHOKJIOHaNbHbIX aHTUTen K IgM 4yenoBeka C NepokcMAason xpeHa. B pesynbraTte
obpa3syeTca CBS3aHHbIA C MJACTUKOM <«CIHABMY», coAepXalmini nepokcuaasy. Bo
BpeMs MHKybauum c pactBopoM cybcrpata TeTpameTunbensvamHa (TMB) npoucxoaut
OKpaluMBaHWe pacTBOPOB B JlyHKaX. IHTEHCMBHOCTb OKPACKM MPsiMO MPONOpLMOHaibHa
coaepxaHuto IgM aHTuTen k aHTureHam Helicobacter pylori. MHAeKC NO3UTUBHOCTU
(MM, %) IgM aHTuTen k aHTureHam Helicobacter pylori B nccneayembix obpasuax
paccuyuTbiBaeTcsl No hopMyne, NpUMBEAEHHOW B MHCTPYKLUK.
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3. AHAJIUTNYECKUE XAPAKTEPUCTUKHA

3.1. YyBCTBMTENbHOCTb U CNEeLU(PUYHOCTD.

YyBcTBUTENBHOCTL Habopa peareHToB «Helicobacter pylori IgM-U®A» oueHuBanu ¢
NMOMOLLbIO NMaHeNn oXapakKTepu3oBaHHbIX CbIBOPOTOK, KOTOpas cOCTouT n3 42 obpasuos
CbIBOPOTOK KPOBM YenoBeKa, coaepxalwmx aHTutena knacca IgM k H. pylori. B Habope
peareHToB «Helicobacter pylori IgM-U®A» Bce cbiBOPOTKM 6bln omnpeaeneHbl Kak
nonoxwuteneHole. MNpu uccnegoBaHnn 158 oTpuuaTenbHbiX Ha aHTUTena k H. pylori
CbIBOPOTOK MoKa3aTesib crneunduyHocTn coctasmn 6onee 98%.

3.2. Bocnpon3BoAMMOCTb.

KoaddurumneHT Bapmaunm pesynbtaToB onpeaeneHuns coaepxaHus IgM aHTuTen K
aHTureHam Helicobacter pylori B ogHOM 1 ToM e o6pasue cbiIBOPOTKM (Ma3Mbl) KpOBU C
ncnonb3oBaHmeM Habopa «Helicobacter pylori IgM-U®A» He npeBbiwaeT 8.0%.

KoaddunumneHnT Bapmnaumm (CV) ans o6pasuoB, U3MepeHHbIX Ha ABYX cepuax Habopa
peareHToB «Helicobacter pylori IgM-U®A» (Intra-assay).

° KON-BO 3HauyeHue, o o

ob6pasen, N2 nosTopos NN cpeanmwii CV1, % CV2, %
1 32 3.7 2.6 2.7
2 32 8.9 4.3 5.1

KoaddurumeHT Bapuaunm (CV) ans obpasuoB, MU3MepeHHbIX Ha ogHoW cepun Habopa
peareHToB «Helicobacter pylori IgM-U®A» B TeueHne Tpex aHen (Inter-assay)

° _ 3HauyeHue, o

o6pasen, N? KOJ1-BO NMOBTOPOB N cpeanmwii CV1, %
1 8 3.2 3.9
8 8.7 6.1
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K119MI

5. MEPbI NPEAOCTOPOXXHOCTHU

5.1. NoTeHuManbHbIN pUck NpuMeHeHnsa Habopa - knacc 2a (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHmem cron-peareHta (5.0% pacTtsop
CEpHOW KWUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUMUAX ABASOTCA HETOKCUYHBIMWN.

PactBop cepHoOW kucnoTbl obnagaet pasapaxatowum aeinctemeM. M3beraTb
pasbpbi3rMBaHNa M nNonagaHus Ha KOXY W CAu3ucTble. Mpy nonagaHum Ha KOXY W
CN3UCTbIE MOPaXKeHHbIN YY4acToOK ciefyeT NMpoMbiTb 60bLWNM KOIMYECTBOM NPOTOYHOWN
BOAbI.

5.3. lNpu paboTte c Habopom cneayeT cobntogatb «lpaBuna yCcTponicTBa, TEXHUKN
6e3onacHoOCTN, NPOM3BOACTBEHHOW CaHUTapuu, MPOTUBO3MUAEMUYECKOrO pexuma u
NINYHONM rurmeHbl nNpu pabote B nabopatopusix (OoTAeNeHusax, oTAenax) CaHUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA CUCTEMBbI MUHUCTEpCTBa 34paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3UHOBblE WU
NNacTUKoBble NepyaTku, Tak Kak obpasubl KPOBM 4YenoBeka creayeT paccMaTpusatb
KaK MOTeHUManbHO WHPUUMPOBAHHBLIM Matepuasn, CnocobHbI AnuTenbHOe BpeMs
coxpaHsaTb M nepepasaTb BWY, Bupyc renatuta wnu nwboii apyron Bo3byauTenb
BUPYCHOM UH@EKLUN.

6. OBOPYQOBAHUE N MATEPUAIDI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
- (oToMeTp BepTUKaNbHOro CKaHWPOBAHWUS, MO3BONSIOWNIA N3MEPATb OMNTUYECKYHO
MAOTHOCTb COAEPXMMOTrO JIYHOK MfaHLWweTa nNpu A/IMHE BONHbI 450 HM;
- TepMmocCTaT, noaaepxusatowmnii Temnepatypy +37 °C 0.1 °C;
- [03aTopbl CO CMEHHbIMW HaKOHEeYHWKaMW, no3Bonswwme oTdéupaTb 06bEMbI B
amanasoHe 10-250 mkn;
- UMAMHAP MepHbI BMecTuMocTbio 1000 Mn;
- BOAA AUCTUNNMPOBAHHas;
- nepyaTKu pe3nHOBble UM NIACTUKOBbIE;
- bymara ¢unbTpoBasbHas.

7. NOArOTOBKA PEAFEHTOB A/ AHAJIU3A

7.1. MNepepa npoBefeHMeM aHanu3sa KOMMoHeHTbl Habopa n nccnenyemole obpasubl
CbIBOPOTKM (MnasMbl) KpOBM CReAyeT BblAepXaTb MNpW KOMHATHOW TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. NMpuroTtoBsieHUe NiaaHLIeTa.

BCKpbITb MakeT C NAaHLWETOM M YCTaHOBUTb Ha paMKy HeobxoauMmoe KOIM4ecTBO
ctpunos. OcCTaBlIMECS  HEUCNoSIb30BaHHbIMW  CTPWMbl, 4YTO6bI  NpefoTBpaTUTL
BO34EeNCTBME Ha HMX BNaru, TWwaTesbHO 3aknenTb bymaron Ans 3aknenBaHusa niaHwerta
M XpaHuUTb Npun TemMnepaType +2...+8 °C B TeueHuMe BCero cpoka rogHoctn Habopa.

7.3. NMpurotoBsieHNne OTMbIBOYHOIO pacreBopa.

Copepxumoe riakoHa C KOHLLEHTPaTOM OTMbIBOYHOI0 pacteopa (22 M), nepeHecTn
B MEpHbI UMANHAP BMecTuMocTbio 1000 mn, gobasutb 550 M AMCTUANMPOBAHHOM
BOAbI M TLWaTeNbHO nepeMewaTb. B cnyyae apobHoro ncnonb3osaHns Habopa cnenyert
oTobpaTb HeEOOX0AMMOE KONMMYECTBO KOHLEHTpaTa OTMbIBOYHOIrO pacTBopa M pa3BecTu
ANCTUNNMPOBaHHON BoAONM B 26 pa3 (1 Mn KOHLUeEHTpaTa OTMbIBOYHOro pactsopa + 25
M AUCTUINIMPOBAHHOM BOAbI).
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8. YC/IOBUA XPAHEHUA N 3KCIMJTYATALUUN HABOPA

8.1. Habop peareHToB «Helicobacter pylori IgM-U®A» fomxeH XpaHUTbLCSA B yNakoBKe
npeanpuaTUA-U3roToBuTeNs npu TemnepaTtype +2..+8 °C B TeyeHue BCero cpoka
roAHOCTM, YKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcnopTuposka) Habopa npu Temnepatype Ao +25 °C He
6onee 15 cyTok. He gonyckaeTcs 3amMopaxwusaHue Lenoro Habopa.

8.2. Habop paccumtaH Ha npoBedeHWe aHanu3a B aybnukatax 46 uccnenyembix
06pa3uoB 1 2 Npob KOHTPOJIbHOW CbIBOPOTKK (BCero 96 onpeaeneHunit).

8.3. B cnyyae apobHoro ucnonb3oBaHWs Habopa KOMMOHEHTbI cnefyeT XpaHUTb
cneayownm obpasom:

- OCTaBLUMECS HEeWCnosib30BaHHbIMW CTPUMbl HEO6XOAMMO TLLATENbHO 3aKNenTb

6yMaroi Ans 3aknenmBaHUs MNiaHLeTa U XpaHUTb Npu TemnepaTtype +2...+8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- Bbydep ana passeaeHns obpasLoB, KOHbIOraT, CTOM-peareHT nocsie BCKPbITUS
dnakoHOB crneayeT XpaHuUTb Npu TemnepaType +2..+8 °C B TeuyeHue Bcero
cpoka rogHoctu Habopa;

—  KOHTpOJIbHblE CbIBOPOTKM MOC/Ae BCKPbITUS (DJIaKOHOB cCnefyeT XpaHuTb npu
TemnepaTtype +2...+8 °C He 6osee 2 MecsLeB;

-  OCTaBLUMNCA HEMCMNOJSIb30BaHHbIM KOHLEHTPAT OTMbIBOYHOIO pacTBopa cneayert
XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeueHue Bcero cpoka rogHoctn Habopa.
MPUroTOBNEHHbIN OTMbIBOYHbLIA PacTBOp cfiefyeT XPaHuTb MpuU KOMHaTHOWM
TemnepaTtype (+18..+25 °C) He 6onee 15 cytok wmnAm npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpvMeyaHue. Tocne MCNONb30BaHWA peareHTa HeMeAsIeHHO 3aKpbiBaWTe KPbIWKY

¢nakoHa. 3akpbiBaniTe KaxAabli NIAaKOH CBOEN KPbILWKON.

8.4. [Ina npoBedeHWs aHanu3a He cfeayeT WUCMNonb30BaTb EMOSIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (Nia3My) KpOBW, @ TakXe CbIBOPOTKY (MnasMy) KpOBW, coAepxallyto
a3sug Hatpusa. Ecnn aHanu3 npovsBoANTCA He B AE€Hb B3ATUS KPOBW, CbIBOPOTKY (Mna3smy)
cnepyeTr XpaHutb npu Temnepatype -20 °C. [OBTOpHOe 3aMopaxuBaHwe-oTTavBaHue
o06pa3uoB CbIBOPOTKM (Nna3Mbl) KpOBM He AonyckaeTcs. [lonyckaercsa wuccnenoBaHue
CbIBOPOTOK, XPpaHeHMe KOTOpbIX C MOMeHTa 3abopa KpOBWM OCYLLECTBAANOCH Mpw
TeMmnepaType oT +2 °C go +8 °C He 6onee 7 CyTOK.

8.5. VckntovaeTcs umcnonb3oBaHWe ANns aHanumsa o06pasLoB CbIBOPOTKMU (MJ1a3Mmbl)
KPOBW JOAEN, MOMy4YaBlUMX B LENAX AMArHOCTMKW WAWM Tepanuu npenapatbl, B COCTaB
KOTOPbIX BXOAAT MbIWWHbIE aHTUTENa.

8.6. [1na nonyvyeHWs HaAeXHbIX pe3ynbTaToB HeobxoauMMmo cTporoe cobnioaeHue
WNHCcTpykuumn no npumeHexuio Habopa.

8.7. He ucnonb3yliTe KOMMOHEHTbl M3 APYrMx HabopoB WAM W3 aHanorm4HbIX
HabopoB Apyrux cepwi.
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9. NPOBEAEHUE AHAJIU3A

NMoMmecTuTe B paMKy Heo6XoAMMOE KOJIMYECTBO CTPUMOB - WCC/EeAyeMble
06pasubl B 2 NOBTOPax M 4 NYHKW 4151 KOHTPOSIbHbIX CbIBOPOTOK (OTpMUATENbHbIN
KOHTPO/b 3 NYHKW, TONOXUTENBHBIA KOHTPOb 1 fiyHKa).

BHecuTe BO Bce NyHKM nMiiaHweta no 90 mkn UDA-bydepa.

BHecute B cooTBeTcTBylOWME JIYyHKM B pAy6naukatax no 10 Mkn
KOHTPOJIbHbIX CbIBOPOTOK. B ocCTanbHble NyHKM BHecuTe B Aybnukatax no
10 mMkn uccneayembix o6pasuoB CbiBOPOTKM (na3Mbl) KpOoBU. BHeceHue
KOHTPOJIbHbIX CbIBOPOTOK W MccnenyeMbix 06pa3uoB Heob6X0AMMO MPOM3BECTU B
TeyeHue 15 MUHYT.

BHUMAHME! lNpu BHeceHnn o6pa3LoB CbIBOPOTKM (Ma1a3Mbl) KPOBM MPOUCXOAUT
M3MeHeHue uBeTa pacTeopa.

AKKypaTHO nepeMmellaiiTe COAEpPXUMOe MiaHlWeTa KpYyroBbIMU ABUXEHWSAMW MO
rOpV30HTaNbHOW MOBEPXHOCTY, 3aKneinTe nnaHweT 6ymaron AN 3aknenBaHuns niaHwerTa.
WUHKy6upyiTe nnaHwer B TeueHue 30 MUHYT Nnpu Temnepartype +37 °C.

Mo OKOHYaHUK MHKY6aUWUW yaanuTe CoAEPXMMOE IYHOK acnvpaumnei (Hanpumep, ¢
NMOMOLL b0 BOAOCTPYMHOr0 Hacoca) Uiy eKaHTMPOBaHUEM M OTMOMTE NYHKM 3 pa3a.
Mpw KaXkaoi oTMbIBKE A06aBbTe BO BCE JIYHKM Mo 250 MK/ OTMbIBOYHOMO pacTBopa
(cM. n.7.3), BCTpAXHUTE MAAHLIET KPYroBbiMU ABMXXEHUAMMU MO TOPU3OHTAsIbHOM
NMOBEPXHOCTU C MOC/eAyloLlleil acnupaunein WM AeKaHTMPOBaHWEM. 3ajepiXKka
npu OTMbIBKE (3aMaynBaHue IyHOK) He TpebyeTcs. Mpu KaXAoM AeKaHTUPOBaHUM
Heo6X0ANMO TLWATENbHO YAANATb OCTAaTKU XUAKOCTU U3 JTYHOK.

BHecuTe BO Bce siyHKM no 100 Mk KOHblOrarta.

3aknenTe nnaHweT 6ymaroi ANs 3aKenMBaHWs NiaHWeTa U UHKY6GupyiTe ero B
TeyeHne 30 MMHYT Nnpu Temnepartype +37 °C.

Mo oKOHYaHMM MHKYy6auuK yaanuTe COAEPXMMOE NIYHOK Y OTMOMTE NIYHKM 5 pas.

BHecute Bo Bce nyHkun no 100 mMkn pacrBopa cy6crparta TeTpamMeTwi-—
6eH3uaMHa. BHeceHne pactBopa cybcTpaTa TeTpameTunbeHsnamHa B JTYHKM
HeobXxoAMMO MpoOM3BECTM B TeuyeHue 2-3 MUH. WHKY6upyiTe nnaHwer B
TeMHOTe Npu KOMHaTHol TeMmnepartype (+18...+25 °C) B TeueHune 10-20
MWHYT B 3aBUCUMMOCTU OT CTENEHU Pa3BUTUS CUMHEro oKkpaliMBaHUS.

11

BHecuTe BO BCe JIYHKM C TOM XX€& CKOPOCTbIO M B TOM € MocC/feA0BaTeIbHOCTH,
Kak 1 pacTBop cy6cTpaTta TeTpameTtunbeHsmanHa, no 100 MKA cTon-peareHTa,
Mpy 3TOM COAEPXMMOE JIYHOK OKPALIMBAETCS B APKO-XKENThIN LBET.

12

U3mMepbTe BenuumMHy ontuuyeckor msiotHoctu (Ol) coaepXMMOro NyHoOK
nnaHwerta Ha doToMeTpe BepTMKasbHOrO0 CKaHMpPOBaHWsS MPU AJIMHE BOJIHbI
450 HM. M3mepeHune Ol coaepx1MMoro NyHoK naaHweTa Heo6xoAMMO NpoM3BeCcTu
B TeyeHue 15 MMH nocne BHeceHus cTton-peareHTa. bnaHk ¢poToMeTpa BbiCTaBnsuTe
rno BO34YyXY.
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13 | PaccuuTtaiiTe copep)xaHue aHTUTEN K aHTUreHaM B uccieayeMbix
o6pasuax. [ins sToro:

1. PaccuntainTe cpegHee 3HaveHne O OTpuUaTENbHOrO KOHTPONS:

On (CN119MZ)Cp = (OMN1 (CN119MZ)+0MN2 (CN119MZ)

+0M3 (CN119MZ)) / 3;
Pe3ynbTaTbl aHann3a cunTaTb AOCTOBEPHbLIMU, €CNN:
- OlN Mono>xnTenbHOro KOHTposA He Hxe 0.6 onTnyecknx eamHuy (OE);
- OlN OTpuuaTenbHOro KOHTpons He Bbiwe 0.15 OE BO Bcex syHKax.
2. PaccunTaiTe ypoBeHb rpaHn4Horo 3HavyeHusa Cut off, ans atoro k cpeaHemy
3HayeHuto Ol OTpuuaTenbHOro KoHTponsa npubasbTe 0.25

Cut off = O (CN119MZ)Cp + 0.25
3. Paccuutarite VHaekc MosutnsHoctn (UM, %) Ana Kaxaoro nccnenyemoro
obpasua, ansa atoro Ol obpasua pa3aennte Ha 3HadyeHue Cut off

MM = ONo6pa3sua / Cut off

10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasiCb Ha pesysibTaTax uccnenoBaHwuii, npoBefAeHHbIX 000 «XEMA»,
pekoMeHAyeM Mo0fb30BaTbCA HOpMaMu, MpuMBEAEHHbIMWM HWxe. Bmecte ¢ Tem, B
cooTBeTCTBUM C npaBunamm GLP (Xopowen nabopaTopHOM NpaKTUKW), Kaxaas
nabopatopusi AO/MKHa cama onpeaennTb MNapaMeTpbl HOPMbl, XapaKTepHble AN
obcnenyemon nonynsauuu.

WNHTepnpeTaums pe3ynbTaToB:
Mpn NM>1.1 obpaseL NONOXUTENbHbIN,
npu UM<0.9 - oTpuuaTenbHbIN.

Mpu 3HayeHun WM, nexawem B npomexyTke ot 0.91 go 1.09 - pesynbTat B
rnorpaHnMyHom 3oHe (+/-). Takme CbIBOPOTKM pEKOMEeHAYyeTCs UccnefoBaTb MOBTOPHO.
Ecnun noBTOPHbIN NONYYEHHbIN pe3ynbTaT 6yaeT HeonpeaeneHHbIM, TO CieayeT NpoBecTyh
TecTMpoBaHMe CbIBOPOTKM, MONyYeHHOM uYepe3 2-4 Hepenun. B cnyyae nonyyeHus
HeornpeaeneHHbIX pe3ynbTaToB TakuMe obpasubl cuMTaTh oOTpuuaTenbHbiMU. [lpu
MHTeprnpeTauun pesynbTaToB UCCNeA0BaHUI AETCKUX CbiIBOPOTOK YPOBEHb MPAHUYHOMO
3HaYeHUs JosKeH 6bITb MOHMXEHHbIM Ha 10%.

Pesynb'ra'r nuccnepoBaHuA AeTCKUX CbIBOPOTOK Pesymﬂ’a'r nccnefoBaHuA CbIBOPOTOK B3POC/IbIX
MM obpasua>0.9 MONOXUTENbHbIN MM obpasua >1.1 MONOXUTENbHbIN
0.8<WMobpa3ua<0.9 HeonpeaeneHHbIn 0.9< UM obpasua <1.1 HeonpeaeneHHbIn
MM obpasua <0.8 oTpuUaTeNbHbIN MM obpasua <0.9 oTpuUaTENbHbIN

Mcnonb3oBaHue MHaeKca no3nTUBHOCTM MO3BOISETNPOBOANTEL MOTYKOIMYECTBEHHbIN
CPaBHUTENbHbIN aHann3 ypoBHS cneunduruyecknx aHTUTEN B MapHbIX CbIBOPOTKaxX KPOBU.
MM B npepgenax 1.1-7.0 nponopuuoHasneH COAEepXaHWIo cneunduyecknx aHTuTen
knacca IgG. 3To no3BoNSET NPOBOAUTL UCCeA0BaHME NapHbIX CbIBOPOTOK MOSYYEHHbIX
OT MauneHTOoB C UHTEPBANOM B 2-4 Heaenu.

Ecnn UM obpasua coctaBnsetT Bbiwe 7.0 A5 KOPPEKTHOM OLEHKM OTHOCUTENbHO
cofepXaHus cneunduueckmx aHTUTeN, peKoOMeHAYeTCsl MPOBECTU MOBTOPHbIN aHanu3
obpasua npeaBapuTenbHO pasBEeAEHHOro pacTBOPOM AN pa3BeAeHUs CbIBOPOTOK B
10 pas, npu onpeaeneHun nHAeKca No3UTUBHOCTM B TaKOM Clyyae cneayeT YMHOXUTb
rnoslyyeHHoe 3HadeHue UM Ha 10. Takon cnocob MHTepnpeTaumMmn pesynbTaToB aHanusa
MO3BOJISET CpaBHMBAThb YPOBEHb creundunyeckmx aHtuten K H. pylori B anHamumke.
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UHTepnpeTtauusa pe3ysbTaToB onpeaesieHUus aHTUuTen knaccos IgG,

IgA n IgM cneuundmnuHbix k 6enky CagA H.pylori

Pe3ynbTaT onpeaenenus aHtuten k 6enky CagA H.pylori

IgG*

IgA**

IgM

WHTepnpeTauusi pesynbTaTa

OTpuuaTtenbHbIn

OTpuuaTenbHbIn

OTpuuaTenbHbIn

O6pa3zey He coaepXuT cneu-
nopunyeckmnx aHtuten Kk CagA
H.pylori, nn6o nx koHueHTpa-
LMS HWXe npefena YyBCTBU-
TEeNbHOCTU aHanusa

OTpuuaTenbHbIi

MonoxuTenbHbli

MonoXxuTenbHblii

OTpuuaTenbHbIn

MonoxuTtenbHbIn

OTpuuaTenbHbIn

OTpuuaTenbHbIn

OTpuuaTenbHbIn

MonoxuTtenbHbIn

BeposiTHaa paHHAS cTagus
MHbEKUNN, peKoMeHAyeTCs
NPOBECTN NOBTOPHbIE UCCNeno-

BaHWA Yyepes Tpu Heaenu

MoNoXUTENbHbIN OTpuuaTenbHbIl

MonoxuTenbHbli

OTpuuaTenbHbIi Ob6pa3zey coaepxuT cneundn-
MOAOKUTENBHBIN uau | YECKMe aHTuTena k 6enky CagA
H.pylori, pekomeHayeTcsi npoBe-
CTW KOMMEKC JOMOSTHUTESbHbIX
obcnenoBaHWin: 3HAOCKONMS,
ypeasHblil TecT, 6akTepuonorus.

MonoxuTenbHbl
OTpuuaTenbHbIn

* - WccnenoBaHWsIMM [0OKa3aHO, UYTO CHWKEHWEe TUTPOB crneunduyecknx aHTuten knacca IgG
ABNSIETCS LOCTOBEPHbIM rnokasaTeneM apdeKTUBHOCTN Tepanuu n spaaukaumm H.pylori.

** - Cneumduyeckne aHTuTena knacca IgA npu uHduumposaHum H.pylori 3HauMTenbHO 4alle
obHapyxunBatTCs y 60/bHbIX pakoM U A3BOW Xeny/Ka, YeM Y NaLMeHTOB C XPOHUYECKUMM racTpuTamu.
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Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)

3/1eKTpoHHas noyta: info@xema.ru; rqc@xema.ru

WHTEpPHET: www.Xema.ru; www.xema-medica.com
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY FOR THE
QUALITATIVE DETERMINATION OF IgM ANTIBODIES TO
HELICOBACTER PYLORI IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgM antibodies
to Helicobacter pylori 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

H. pylori is detectable in nearly 100% of adult patients with duodenal ulcer, about
80% of patients with gastric ulcer, more than 90% of gastric cancer patients and more
than 90% of patients with active chronic gastritis. An association between H. pylori
and gastric cancer is confirmed. In developing countries, where prevalence of H. pylori
infection is high (ca. 70-80% of population for Eastern Europe and Asia), most children
become infected by the age of 10, and gastric cancer rates are very high. In the USA
and other developed countries, standards of hygiene and the increasing socioeconomic
status of the population have reduced the incidence of infection, and in parallel, the
rates of peptic ulcers and gastric cancer have declined. There is an excellent correlation
between the clinical presentation of gastritis, the presence of H. pylori in the stomach
and elevated serum H. pylori IgG antibody. Moreover, eradication of H. pylori from
a patient leads to a recovery from gastritis and a significant reduction in duodenal
ulcer reccurence. H. pylori-specific IgG antibody also falls significantly after successful
antibacterial therapy. H. pylori strains are classified into two broad groups - those that
express both VacA (vacuolising toxin) and CagA (cytotoxin-associated gene) (type I)
and those that produce neither (type II). Type I strains are predominate in patients
with ulcers and cancer, while type II strains are mostly associated with asymptomatic
infections. 80-100% of patients with duodenal ulcer disease produce CagA antibodies
against a 128 kd antigen compared with 60-63% of H. pylori-infected persons with
gastritis only, indicating that serologic responses to the 128 kd protein are more
prevalent among H. pylori-infected persons with duodenal ulcers than infected persons
without peptic ulceration. In H. pylori-infected patients who develop gastric cancer or
duodenal ulcer, serum IgG against CagA are found in 94% and 80-100% of patients,
resp., thus indicating that detection of antibodies to CagA is a useful marker for diagnosis
of gastric cancer and duodenal ulcer. For gastritis, prevalence of IgG-antibodies to
H. pylori is lower - ca. 60-63%.

The IgM test detects antibodies formed 2-4 weeks after infection with H. pylori. IgG and
IgA antibodies require up to two months after infection before becoming detectable.
If the immune system fails to eradicate the bacterium, it will begin to colonise the
mucosal lining of the upper gastrointestinal tract. In the absence of H. pylori IgG, IgM
positivity should be considered as a reason for treatment only in case of existing active
symptoms of gastric ulcer. If treatment is not chosen in the presence of H. pylori

IgM antibodies, it is advisable to carry out IgG testing after 2-3 months to confirm
infection eradication by the immune system.
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3. PRINCIPLE OF THE TEST

This test is based on indirect enzyme immunoassay principle. Tested specimen is placed
into the microwells coated with CagA protein of Helicobacter pylori. Antibodies from
the specimen bind coated CagA protein of Helicobacter pylori on the microwell surface.
Unbound material is removed by washing procedure. Second antibodies directed
towards species specific Ig, , 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. 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.

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 obtained only 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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5.1. Contents of the Kit

5. KIT COMPONENTS

XEMA

SORB MTP |Helicobacter |polystyrene microwells coated until exp.
pylory IgM EIA |with CagA protein of Helicobacter date
strips, 8x12 pylori
wells

2 |CONTROL - [Control sera dilution of preselected human pcs | colourless; |2 months
CONTROL +|(0.5 ml and serum, with high content of red
0.2 ml, resp.) |IgM antibodies to Helicobacter
pylori with preservative - 0,01%
Bronidox L, 0,01% 2-Methyl-4-
isothiazolin-3-one-hydrochloride,
colourless
3 |CONJ HRP |[Conjugate, aqueous solution of murine pcs green until exp.
14 ml antibodies to human IgM coupled date
with horseradish peroxidase
diluted on phosphate buffered
solution preservative - 0,01%
Bronidox L, 0,01% 2-Methyl-4-
isothiazolin-3-one-hydrochloride
and green dye
4 |DIL EIA Sample phosphate buffered Saline with pcs purple |until exp.
buffer 14 ml |casein from bovine milk and date
detergent (Tween-20), contains
0,1% phenol as preservative;
contains purple dye
5 |SUBS TMB |Substrate ready-to-use single-component pcs | colourless |until exp.
solution, tetramethylbenzidine (TMB) date
14 ml solution.
6 |BUF WASH |[Washing aqueous solution of sodium pcs | colourless |Concen-
26X solution chloride and detergent (Tween trate - until
concentrate 20), contains proClin300 as a exp.date
26x, 22 ml preservative
7 |STOP Stop solution, | 5,0% vol/vol solution of pcs | Diluted |until exp.
14 ml sulphuric acid washing |date
solution -
1 month
at 2-8 °C
or 5 days
at RT
8 [N003 Plate sealing - pcs | colourless |until exp.
tape date
9 |K119MI Instruction - pcs - N/A
Helicobacter
pylory IgM
EIA
10 [K119MQ QC data sheet - pcs - N/A
Helicobacter
pylory IgM
EIA
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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 for 37 °C +2 °C;

- Calibrated microplate photometer with 450 nm wavelength and OD measuring range
0-3.0.

5.3. Storage and stability of the Kit

Store the whole kit at 2 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 2-8 °C before testing. For a longer
storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/thawing
should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +25 °C) before use.

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

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

- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilution in
distilled water.

7.2. Procedural Note:

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

7.3. Assay flowchart

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

7.4. Alternative units:
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K119MI

8. EXPECTED VALUES

CALCULATION OF RESULTS.

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

2. Calculate the cut-off value: (mean OD450 for CONTROL-) + 0.25

3. Calculate Positivity Index (PI) for each sample:

PI = mean OD450(sample) / Cut-off

If PI value is greater than 1.1, the result is POSITIVE.

If PI value is less than 0.9, the result is NEGATIVE.

If PI value is between 0.9 and 1.1, the result is EQUIVOCAL. Such samples should
be retested. If the result is equivocal again, a new sample should be obtained 2-4
weeks later and tested again. If the result remains equivocal, the sample should be
considered negative. Therapeutic consequences should not be based on results of IVD
methods alone - all available clinical and laboratory findings should be used by a
physician to elaborate therapeutic measures. NOTE: the patients that have received
murine monoclonal antibodies for radioimaging or immunotherapy develop high titered
anti-mouse antibodies (HAMA). The presence of these antibodies may cause false
results in the present assay. Sera from HAMA positive patients should be treated with
depleting adsorbents before assaying.

11. PERFORMANCE CHARACTERISTICS

11.1 Analytical specificity.
Specificity of the test was evaluated on 93 negative serum specimens. Based on
these data, specificity of the test is 98%.

11.2 Analytical sensitivity.
Specificity of kit was evaluated using internal panel “H.Pylori Positive Control”.

11.3 Precision.

IntrIntra-assay precision for two different lots (CV1, CV2) is shown below:

1 32 3.4 2.9 2.8
2 32 9.1 4.8 5

Inter-assay precision is shown below:

1 8 3.1 3.9
2 8 9 6.2
Document: K119MI Instruction version: 1903 Format version: 000
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xema», Ten.: (044) 422-62-16;

03179, . Knes, yn. Akagemvika Ebpemosa, 4. 23;
e-mail: info@xema.com.ua
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Instruction for use

HABOP PEATEHTOB

AnAa UMMYHO®EPMEHTHOIO OMPEAENEHNA
XOPUOHUNYECKOIO roHAAOTPOINMMHA

B CbIBOPOTKE (MJIA3SME) KPOBU

«XI-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF HCG IN HUMAN SERUM OR PLASMA

hCGEIA

HOMEP O KATASIOTY K205
Ne 9398-205-18619450-2012

PErTMCTPALMIOHHOE YOOCTOBEPEHUE
Ne ®CP 2007/00740 ot 28 okTs6psa 2013 T.

AnTtuTena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBYIOT
KOHTpOosnbHbIe CbIBOPOTKM, BXOAALIME B COCTaB Habopa, NHAKTUBUPOBAHbI.

W For 96 determinations/Ha 96 onpepenexuin

[nsA uH BUMPO AMAarHOCTUKN

XEMA Co., Ltd.

Gy,
?’&_.%%
K j The 9th Parkovaya str., 48 Authorized Representative in EU:
ey, 105264 Moscow, Russia Polmed.de
Lo Tel.ffax: +7(495) 510-57-07 Steinacker 20, D-73773
@K j e-mail: redkin@xema-medica.com Aichwald, Germany
EX - internet: www.xema-medica.com e-mail: info@polmed.de
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XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 2
3.  AHAJNIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 8
11. JINTEPATYPA 9
CONTENT
1. INTENDED USE 10
2. SUMMARY AND EXPLANATION 10
3. PRINCIPLE OF THE TEST 11
4. WARNINGS AND PRECAUTIONS 11
5. KIT COMPONENTS 12
6. SPECIMEN COLLECTION AND STORAGE 13
7. TEST PROCEDURE 13
8. QUALITY CONTROL 14
9. CALCULATION OF RESULTS 15
10. EXPECTED VALUES 15
11. PERFORMANCE CHARACTERISTICS 16
12. LITERATURE 16

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM
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K205I

«YTBEPXOEHA»
Mpukas Poc3apaBHaasopa N2 2784-Mp/07 ot 18 ceHTabpsi 2007 r.
KPA 14361 ot 07.05.2007

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA
XOPUOHMNYECKOIo roHAAOTPOIMUUHA
B CbIBOPOTKE (MJIASME) KPOBUN «XI'-U®DA »

1. HABHAYEHMUE

1.1. Habop peareHtoB <«XM-W®A» npegHasHayeH A8 KOJIMYECTBEHHOrO
ornpeaeneHns KOHUeHTpauum XOpUOHMYECKOro roHafoTpOrNnHa B CbIBOPOTKe (rnia3me)
KpOBW MeToAoM TBepAodasHOro UMMyHodepMeHTHOro aHanumsa.

1.2. XopuoHun4yeckmin roHagoTponuH (XI) — TrAMKONPOTENH, CeKpPeTUPYyEMbIN
TpodobnacTmyecknmm KneTkamm nnaueHTol. Monekyna Xl COCTOUT U3 ABYX HEKOBANIEHTHO
CBS3@aHHbIX MNOAWMENTUAHbLIX uenen: a- u B-cybbeanHuubl. CneunduyHoCcTb WU
6ronormyeckyto akTMBHOCTb FOPMOHa onpeaensieT ero B-cybbeanHuua. KoHueHTpaumio
XTI B MOYe 1 CbIBOPOTKE KPOBW OMpeaensitoT ANs paHHeW ANarHOCTUKM B6epeMeHHOCTH.
Mpwn MHoronnoaHon 6epemMeHHOCTH ypoBeHb XIT B CbIBOPOTKE 3HaUYMTENbHO MpeBblllaeT
COOTBETCTBYlOLIME CPOKY HOpPMbl. HanpotuB, BHeMaTouyHas 6epeMeHHOCTb U
nnaueHTapHas HeAOCTaTOYHOCTb XapaKTepU3YHTCA CHVDKEHWEM 3TOr0 rokasaTens.
OnpegeneHne XI' B CbIBOPOTKE KPOBM BO BTOPOM TpuMmecTpe 6epemeHHOCTM (Hapsaay
Cc A®M wn 3CcTprMonoM) BXOAMT B MporpamMmy obcnenoBaHus ANS BbISIBNEHUS CUHAPOMa
OayHa. Kpome Toro, X[ £BnseTcs OCHOBHbIM /1labopaTOpPHbIM AMArHOCTUYECKUM
MapKepoM XOPWOH3MUTENMOMbI U APYrnx TpodobaacTMyeckmx OnyXxosen M XOpoLuo
oTpaxaeT 3 deKTUBHOCTb NPOBOAMMON MPOTMBOONMYXONEBOW Tepanun. B aaHHOM TecT-
CUCTEME B KayecTBe aHTUTeNa «3axBaTa» WCMOSb3yeTCs MOHOKJIOHaNbHOE aHTUTeno,
cneunduyHoe ansa B-cybbeanHuLbl; NPosSiBNEHNEe CBA3aBLUErocs aHTUreHa NpoBOAUTCA
C NMOMOLLbIO MOHOKJ/IOHa/IbHOr0 aHTuTena, cneundunyHoro Ana a-cybbeanHuLbl; Takmm
obpa3oM onpegenseTca ToNbKO MHTaKkTHasa Monekyna Xr.

2. MPUHUMN PABOTbl HABOPA

OnpeneneHne XOPWMOHWYECKOr0 rOHAAOTPOMMHA OCHOBaHO Ha WCMOSb30BaHUMU
«C3HABMY»-BapuaHTa TBepAaoda3HOro MMMyHO(pEpPMEHTHOro aHanmsa. Ha BHyTpeHHewn
NOBEPXHOCTW JTYHOK MAaHLWeTa MMMOOUNN30BaHbl MbILLMHbIE MOHOK/TOHAlIbHbIE aHTUTENa
K B-cybbeanHumue XopMoHMYEeCKOoro roHaaoTpPonMHa Yyenoseka. B nyHkax nnaHweTta, npu
nobaeneHnn uccnepyemoro obpasua, npoucxoauTt cesasbiBaHue X[, coaepikalierocs
B nccnenyemom obpasue, ¢ aHTuTenaMmn Ha teepaor dase. O6pa3oBaBLUMACA KOMMIEKC
BbISIBAISIOT C MOMOLLBIO KOHbIOraTa MbILUMHBIX MOHOKIOHAMbHbBIX aHTUTEeN K anbda-uenu
Nr/oCr/Xr yenoseka c nNepokcmaason xpeHa. B pesynbTaTe obpasyeTcsa CBsSi3aHHbIN
C NIAaCTUKOM «CIHABUY>», COAEPXaLLMA Nepokcnaasy. Bo Bpems nHkybaumm ¢ pactsopom
cybcTpaTa TeTpameTunbensmanHa (TMB) nponcxoamnT okpallvBaHme pacTBOPOB B TYHKax.
NHTEHCMBHOCTb OKpPacku MpsiMO MPOMOpUMOHANbHa KOHLEHTPauumM XOPUOHUYECKOro
roHagoTponnHa B uccnegyemom  obpasue.  KoHUEHTpauumio  XOPUOHWYECKOro
roHaZoTpONMHa B MUccneayemMbix obpasuax onpeaenstoT no KanmbpoBoyHOMY rpaduky
3aBMCUMOCTN ONTUYECKOW MIIOTHOCTU OT COAEPXKAHUS XOPUOHMYECKOro roHaA0TpOoMNnHa
B KannM6poBOYHbIX Npobax.

Document: K205I Instruction version: 1901 Format version: 805
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XEMA

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunyHocTb. [lepekpecTHas peakuMs MbIWNHBIX MOHOKIOHAMbHbIX
aHTUTeNn K P-cybbeanHULEe XOPMOHWYECKOro rOoHaAOTPOMUHA YenoBeka C ApYyruMu
aHanuTamu npueeneHa B Tabnuue:

Ananut NepekpectHaa peakyus, %
ar <0.1
oCr <0.1
TTC <0.1

3.2. BocnpousBOAUMOCTb.

KoaddurumneHT Bapuaumm pesynbTaToB onpeaeneHuns copaepxaHua XI B 04HOM

TOM e obpa3sue CbiBOPOTKM (Msiasmbl) KpoOBU C mcrosb3oBaHMeM Habopa «XIM-UDA»
He npeBbiwaeT 8.0%.

3.3. JINHEAHOCTb.

3aBMCUMOCTb KOHUeHTpaumm X[ B obpasuax CbIBOPOTKM (Mna3Mbl) KPOBWU MNpwu
pasBefeHnn UX CbIBOPOTKOM (Msia3Mon) KpoBU, He coaepxawen P, nmeet NMHENHbIN
XapakTep B AManasoHe KoHueHTpaumin 15-500 ME/n n coctaBnsiet £10.0%.

3.4. TOYHOCTD.

[aHHbIA  aHanuUTMYecKMii napaMmeTp MpoBepsieTCs TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHOM KoHueHTpauun XI npeanucaHHOW, MNOJSIyYEeHHON nyTeM
CMeLlUMBaHUS paBHbIX 06BHEMOB KOHTPOJIBHOW CbIBOPOTKU M KannMbpoBOYHONK MpobbI
60 ME/n. MNpoueHT «oTKpbITUsS» coctasnseT 90-110%.

3.5. YyBCTBUTENbHOCTb.

MuHuMManbHasi goctoBepHo onpeaensiemMas Habopom «XI-UDA» koHueHTpauuns XI
B CbIBOPOTKE (Mnsa3me) KpoBu He npesblwaet 1.25 ME/n.
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XEMA

5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMmeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEPTUKANbHOI0 CKAaHMPOBAHWS, MO3BOJISOLLNIA U3MEPATb ONTUYECKY IO
MAOTHOCTb COAEPXKMMOrO SIYHOK MaHweTa nNpu AsIMHE BOSIHbI 450 HM;

- TepMocCTaT, noaaepxuBarowmin Temnepatypy +37 °C £0.1 °C;

— [A03aTopbl CO CMEHHbIMW HaKOHe4YHMKaMu, nossonswwme oTbupatb 06beMbI
B AmanasoHe 25-250 MKkn;

- UWIMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTWUINMPOBAHHas;

- rep4yaTku pe3nHOBble UKW NIaCTUKOBbIE;

- bymara dunbTpoBasibHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTesnbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbIl umnuHap BMectumocTbto 1000 mn, aobasute 550 Mn AMCTMANMpPOBaHHOM BOAbI
M TwaTtenbHO nepeMewatb. B cnyyae apobHoro ucnonb3oBaHus Habopa cneayet oto-
6paTb HeobxoAMMOe KOMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa M pa3BecTu Auc-
TUNANPOBaHHOW BoAoM B 26 pa3 (1 Mn KOHUEeHTpaTa OTMbIBOYHOrO pacTteopa + 25 mn
OVCTUIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «XI-UDA» [AO/MKEH XPaHUTLCS B YyMNakKoBKe MpeanpusTus-
N3roToBMTENS NpU TemnepaType +2...+8 °C B Te4eHne BCcero cpoka roAHOCTH, yKaszaHHOro
Ha ynakoBke Habopa. /[onyckaeTcss XxpaHeHue (TpaHcnopTupoBka) Habopa npu
Temnepatype Ao +25 °C He 6onee 15 cyTok. He gonyckaeTcs 3aMOpaxXvBaHWe LLenoro
Habopa. [lonyckaeTcsa ogHOKpaTHoe 3amMopa)xuBaHue (-20 °C) kanmbpoBOYHbIX
npo6 U KOHTPOJIbHOW CbIBOPOTKU B aJIMKBOTAX.

8.2. Habop paccumTaH Ha NpoBefeHNe aHanm3a B AybnvkaTtax 41 uccnegyemoix obpasuos,
6 KannbpoBOYHbIX NPo6 M 1 Npobbl KOHTPONLHOM CbIBOPOTKK (BCero 96 onpeaeneHui).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI crieayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBLUMECH HEWUCMOJIb30BAHHbLIMW CTPUMbl HEOOXOAMMO TLATENbHO 3aKenTb

bymaror Ans 3aknemBaHus niaHweTa U XpaHUTb nNpu TemnepaType +2...+8 °C
B TeYeHWe BCero cpoka rogHoctu Habopa;

- OCTaBLUMINCA HEUCMOJ/Ib30BaHHbIM KOHLIEHTPAaT OTMbIBOYHOIro pactesopa, NPA-by-
dep, KoHblOraT, cybcTpat, CTon-peareHT nocsie BCKpbITUSA (NakoHOB cnefyeT Xpa-
HUTb Npu Temnepatype +2...+8 °C B Te4yeHne Bcero cpoka rogHoctn Habopa;

- KanubpoBOYHble NPobbl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUSA (D1aKOHOB
cnepyeT XpaHuTb nNpu Temnepatype +2...+8 °C He 6onee 2 MecsueB;

—  TPUrOTOB/IEHHbI OTMbIBOYHbIN PacTBOp CrnefyeT XPaHWUTb MpuY KOMHaTHOWM
Temnepatype (+18..+25 °C) He 6onee 15 cyTok wnu npu TemnepaType
+2...+8 °C He 6onee 45 cyTok.

MpuMeyaHune. MNocne NCNoNb30BaHUA peareHTa HeMeASIeHHO 3aKpbliBalTe KpbILWKY

¢nakoHa. 3akpbiBaliTe KaxAabli GfakoH CBOEN KPbILLIKON.

8.4. 1na npoBeAeHWa aHanu3a He cneayeT WCMNO0/b30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KPOBM, @ Takxe CbIBOPOTKY (Mna3My) KpoBM, CoAepixaLlyo
asua HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepyet xpaHuTb Npu Temnepatype -20 °C. [oBTOpHOe 3aMOpa)kMBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKM (M1a3Mbl) KPOBU HE JOMycKaeTcs.

8.5. VcknoyaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Mna3Mmbl)
KPOBW Nt0AEN, NONyYaBLWMX B LensSxX AUarHOCTUKM MW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbIWWHbIE @aHTUTENa.

8.6. lNpwu ncnonbsoBaHun Habopa Ana NpoBeAeHNS HECKOSTIbKMX HE3aBUCUMBbIX CePUIA
aHanM30B cneayeT UMeTb B BUAY, YTO A5 KaXA0ro He3aBMCMMOro onpeaeneHns Heobxo-
VMO MOCTPOEHME HOBOro KasinbpoBOYHOro rpaduKka; KpoMe 3Toro, peKOMeHAyeTcs onpe-
AeneHne KOHUEHTpaLuMmM XOpMOHMYECKOro roHaf0TPONMHa B KOHTPOJIbHOM CbIBOPOTKE.

8.7. AnA WCKNIOYEHMUS JIOXKHO 3aHMXKEHHbIX pe3ysbTaTtoB (T.H. <«XYyK-
acdhdekT») He aonyckaercs umccneposaHue ob6pasuoB CbiBOPOTKkM (NnJjia3Mbl)
KpoBu 6epeMeHHbIXx 6e3 npeaBapuTenbHoro passeaeHus WOA-Bydepom.
MepeyeHb TpebyeMbiX HakTOPOB pa3BeAeHUS B 3aBMCMMOCTW OT Cpoka 6epeMeHHOCTU
npuseaeH B nN. 9.3. Ecnu onpepeneHne koHueHTpaumn XIT B cbiBOpOoTKe (nnasme)
npoBOAMTCA B LeNsX MNepBUYHON AMarHoCTUKM 6GepeMeHHOCTU (paHHMe CpoKu
6epeMeHHOCTH), obpasel HeoH6X0AMMO OAHOBPEMEHHO uccnenoBaTb 6e3 pasBeaeHMs
(uenbHas ceiBOpoTKa (Nnasma)) u ¢ pakTopom passeseHuns 1:20

8.8. [Ins nony4yeHus HadexXHbIX pe3ysbTaToB Heob6XoAMMO CcTporoe cobniogeHve
NHCTpYKUMKM No npuMeHeHuto Habopa.

8.9. He wucnonb3yinte KOMMNOHEHTbI M3 APYrMX HabopoB WAN M3 aHaNOrMYHbIX
HabopoB ApYrux cepuil.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM MoJSib30BaTbCsi HOPMaMu, MNpUBEAEHHbIMUM Huxe. BMecte c Tem, B
COOTBETCTBMM C npaBunamm GLP (Xopowei nabopaTopHOM npakTuku), Kaxaas
nabopatopusa AO/HKHa cama onpefenuTb NapaMeTpbl HOPMbl, XapakTepHble ANns
obcrnenyemon nonynsaunn.

MpuMmeuaHmne. 3HauyeHus KoOHueHTpauui XI B wuccneayemblx obpasuax,
HaxoAsilWMecs HUXe TrpaHuubl 4yBCTBUTENbHOCTM Habopa (1.25 ME/n), a Takxe
npeBbillalOWMe 3Ha4YeHne BepxHeln kanubposouHoW npobbl (500 ME/n) cneapyert
npuBOAUTL B creaytolein popme: B nccnegyemom obpasue X KoHueHTpaumsa X[ Huxe
1.25 ME/n vnu Bbiwe 500 ME/n.

B Habope «XI'-MOA» 3HayeHus KOHLEHTpauuin KanmbpoBOYHbIX Npob BblpaXeHbl
B ME/n. ina nepecyeTa KOHUEHTPaUWIA B HI/M/, NOSTy4YEHHOE 3HaYeHMEe KOHLUEHTpaLmm
B ME/n cneayeT yMHOXWUTb Ha 0.2.

1 ME/n = 0.2 Hr/Mn

My>XUMHbI - 15 - 3.0
XKeHLWmnHbI - 15 - 3.0
BepemeHHble:
1 Hepens - 50 - 10.0
2 Hepens 20 500 4.0 100
3 Hepens 500 5000 100 1000
4 Hepens 3000 19000 600 3800
5-8 Hepenun 14000 169000 2800 33800
9-13 Hepenu 16000 180000 3200 36000
22 Hepens 4500 70000 900 14000
23 Hepens 3000 69500 600 13900
3-1 TpumMecTp 2400 50000 480 10000

MeauaHbl 1 CKO (pekoMeHAyeMbl Anana3oH HopMm 0.5-2.0 MOM)

14 Hepens 55 0.83
15 Hepens 42.8 0.78
16 Hepens 38.4 0.74
17 Hepens 32.8 0.75
18 Hepens 25.6 0.69
19 Hepens 23 0.56
20 Hepens 21 0.52
21 Hepens 18 0.51
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Mo Bonpocam, kacatowmmcs kayectsa Habopa «XM-NOA>»,

cnenyet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/s 58

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

3M1EKTPOHHAs noyTa: rqc@xema.ru; info@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

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

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF HCG
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of hCG
in blood serum or plasma.

This kit is designed for measurement of hCG 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 41 unknown
samples in duplicates.

2. SUMMARY AND EXPLANATION

Human chorionic gonadotropin (HCG) is a glycoprotein hormone secreted by
trophoblastic cells of placenta. A molecule of HCG consists of two noncovalently bound
subunits: alpha- and beta-HCG. Beta-subunit is specific for HCG hormone.

Determination of HCG is widely used for early diagnosis of pregnancy. Multiple
pregnancy results in correspondent elevation of serum HCG; while ectopic pregnancy
and placental insufficiency cause decreased serum HCG levels. Determination of HCG in
serum during second trimester is used for pregnancy monitoring, especially in screening
for Down syndrome, along with other laboratory tests (AFP and Estriol).

Serum HCG is also a laboratory marker of trophoblastic tumours — chorionepithe-
liomas, some seminomas and theratomas. Serial determination of serum HCG can be
used for therapy monitoring in these cancers.

The present test system uses beta (B)-chain specific monoclonal antibody as the
capture, and alpha (a)-chain specific monoclonal antibody as the tracer; therefore only
the whole intact HCG molecule is detected.
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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 specific murine monoclonal to
B chain of hCG-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies - murine monoclonal to a chain
of hCG, labelled with peroxidase enzyme, are then added into the microwells. After
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.

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 25-250 ul;

—  Dry thermostat for +37 °C £0.1 °C;

- Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...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.

- Itis recommended to spin down shortly the tubes with calibrators on low speed

centrifuge.

- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions

in distilled water.

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

7.3. Assay flowchart

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

7.4. Alternative units: 1 IU/l = 0.2 ng/ml

7.5. Highdose hook effect. A high-dose hook effect is possible in kits of this nature.
To avoid falsely low results, samples obtained from pregnant women should be diluted
accordingly before assaying:

Week 1-2 of gestation - no dilution

Week 3-4 - 1:20

Week 4-14 - 1:400

Week 14-21 - 1:400 and 1:1000 (both dilutions should be assayed)

Week 22, 3rd trimester - 1:400.

Dilution examples:

1:20 - 25 ul of sample + 475 ul of EIA buffer

1:400 - 25 ul of 1:20 dilution + 475 ul of EIA buffer

1:1000 - 200 ul of 1:400 dilution + 300 ul of EIA buffer.

If pregnancy status is not clear but suspected, the sample should be assayed both
undiluted and diluted 1:20.
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9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus hCG concentration.

9.3. Determine the corresponding concentration of hCG in unknown samples from
the calibration curve. Manual or computerized data reduction is applicable on this stage.
Point-by-point or linear data reduction is recommended due to non-linear shape of
curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Absorbance Units (450 nm)
CAL1 | 01U/l 0.04
CAL2 | 151U/l 0.15
CAL3 | 60 IU/I 0.41
CAL4 |1251U/I 0.81 W
CALS5 |2501U/I 1.43 o
CAL6 | 500 IU/I 2.36 E

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
hCG. Based on data obtained by XEMA, the following normal range is recommended
(see below). NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.

Sex, age Units, 1U/1 Units alternative, ng/ml
’ Lower limit Upper limit Lower limit Upper limit
Males - 15 - 3.0
Females - 15 - 3.0
Pregnancy week:
1 - 50 - 10.0
2 20 500 4.0 100
3 500 5000 100 1000
4 3000 19000 600 3800
5-8 14000 169000 2800 33800
9-13 16000 180000 3200 36000
22 4500 70000 900 14000
23 3000 69500 600 13900
3rd trimester 2400 50000 480 10000
Document: K205I Instruction version: 1901 Format version: 805
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Pregnancy, week Median, kiU/I SKO
14 55 0.83
15 42.8 0.78
16 38.4 0.74
17 32.8 0.75
18 25.6 0.69
19 23 0.56
20 21 0.52
21 18 0.51

11. PERFORMANCE CHARACTERISTIC
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt

LH <0.1
FSH <0.1
TSH <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 1.25 IU/I.

11.3. Linearity

Linearity was checked by assaying dilution series of 5 samples with different hCG
concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery

Recovery was estimated by assaying 5 mixed samples with known hCG
concentrations. The recovery percentages ranged from 90 to 110%.

12, LITERATURE

1. Krieg, A.F. Pregrancy Tests and Evaluation of Placental Function. Clinical Diagnosis
and Management by Laboratory Methods, 16th ed. Henry, ].B. editor, W.B. Saunders
Co. Philadelphia. app. 680, 1979.

2. Brody, S., and Carlstrom, G., Immunoassay of Human Chorionic Gonadotropin in
Normal and Pathologic Pregnancy. J. Clin. Endocrinol. Metab., 22: 564, 1962.

3. Braunstein, G.D., Rasor, J., Adleer, D., et al: Serum Human Chorionic Gonadotropin
Levels Throughout Normal Pregnancy. Am. J. Obstet. Gynecol., 126: 678, 1976.

4. Skinner, M.S., Seckinger, D., Evaluation of Beta-Subunit Chorionic Gonadotropin as
an Aid in Diagnosis of Trophoblastic Disease. Ann. Clin. Lab. Sci., 9 (4): 347-52, 1979.
5. Braunstein, G.D., Vaitukaitis, J.L., Carbone, P.P., and Ross, G.T., Ectopic Production
of Human Chorionic Gonadotropin by Neoplasms. Ann. Intern. Med., 78: 39-45, 1973.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

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. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEAFEHTOB

Ana UMMYHO®EPMEHTHOIO OMNMPEAENEHNA
3CTPALNOIJIA B CbIBOPOTKE (MJIASME) KPOBU

«3CTPAANON-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF ESTRADIOL IN HUMAN SERUM OR PLASMA

ESTRADIOL EIA

HOMEP MO KATASTOTY K208
TY Ne 9398-032-18619450-2007

PETMICTPALIMOHHOE YOOCTOBEPEHWE
Ne ®CP 2007/00736 ot 04 ceHTA6Gps 2013 roga

W For 96 determinations/Ha 96 onpepenexui

[ns uH BUMPO AMAarHOCTUKN

8 XEMA Co., Ltd.

EANG mj The 9th Parkovaya str., 48 Authorized Representative in EU:
TG 105264 Moscow, Russia Polmed.de
;‘f@“‘ﬁ¢ Tel./fax: +7(495) 510-57-07 Steinacker 20, D-73773
%K i& e-mail: redkin@xema-medica.com Aichwald, Germany
) ==

internet: www.xema-medica.com e-mail: info@polmed.de
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XEMA
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4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
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7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
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WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM
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«YTBEPXJEHA»
Mpuka3 PocaapaBHaasopa N2 4612-Mp/13 ot 04 ceHTs6pa 2013 r.
N P-1458/22235 o1 23.08.2013

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAENIEHNA 3CTPAANOJIA
B CbIBOPOTKE (MJIASME) KPOBWU «3CTPAANOJI-UDA »

1. HABHAYEHMUE

1.1. Habop peareHToB «2CTPAANOJI-UDA» npeaHa3HayeH ANa KOJMYECTBEHHOrO
onpefeneHns KOHLUEeHTpauuu 3CTpaavona B CbiBOPOTKe (Mna3Me) KpoBM METOAOM
TBEepAoda3HOro MMMyHo(EPMEHTHOrO aHanus3a.

1.2. 3ctpaanon (E2) - cteponaHbIi FOPMOH C MONEKYSipHbIM BecoM 272.4 la. 310
Hanbonee aKTMBHbIA U3 3CTPOreHOB B OpraHu3Me yenoseka. CUMTAETCH, YTO Y MY>XYUH
He3HauMTeNbHOEe KONIMYEeCTBO 3CTpaaunona BbipabaTbiBaeTcs B KOpe HaAMOYeYHUKOB U
B An4Kax. B xxeHCkoM opraHm3me oH obpasyeTcsa B AMYHUKaX, 060104Ke 1 rpaHyne3HbIX
knetkax donnukynos. ®usnonorvyeckas ponb E2 3akntodaetcs B popMMpoBaHUM
cneumduyecknx GYHKUMIA XKeHckoro opraHumsma. Cekpeums E2  perynupyetcs
B3aMMOAENCTBMEM FOPMOHOB runoTanamyca, rmnodusa uM SUYHUKOB MpU yyacTum
nnbepunHOB, rOHaAOTPONMHOB, NPOSIAKTUHA W MOJIOBbIX CTEPONAOB. YPOBEHb 3CTpaanoia
OCTaeTCA HU3KMM B Havane W cepeanHe dONANKYNSPHOM dasbl HOPMasbHOro
MeHCTpyanbHoro umkna. 3a 3-5 gHelt go nuka J1I yposeHb E2 HaunHaeT pactn n gocturaeTt
MaKCMMasIbHOro 3Ha4YeHus NpMMepHo 3a 12 yacos Ao nuka JII. MNocne pe3koro nageHus
A0 MUHUMasnbHbIX 3HadyeHun (cnycts 48 yacoB nocne nuka JIIM), ypoBeHb E2 HaunHaeT
CHOBa pacTn. MakcMManbHas KOHLEHTpaLmsa ropMoHa B IOTEMHOBOM a3e HabnaaeTcs
Ha 9-1 AeHb nocne 0BYNALMMK, @ K KOHLY LiMK/Aa BHOBb MaAaeT No Mepe aTpe3nn XenToro
Tena. Bo BpeMs 6epeMeHHOCTN onpefeneHne ypoBHSA 3CTpaAnosa B KpPOBM MO3BONSET
KOHTPONIMPOBaTb COCTOsSIHME deTonnaueHTapHon cuctembl. CoaepxxaHne E2 B KpoBu
MaTepu B Hayane 6epeMeHHOCTM COOTBETCTBYET ero CoAepXXaHuio y HebepeMeHHbIX
XEHLMH BO BpeMsa OBYNsAUMKW. Pe3knii nogbeM ero ypoBHs Habnwogaetcs K 9-11 — 10-#
Henene (B 12 pas), 3aTeM NOCTEMEHHO YyBeNMuMBaeTCsa A0 KoHua 6epeMeHHOCTW.
CHUXeHMe KOHLEeHTpauuu 3CTpaguona npuv AWMHAMUYECKOM WCCNefoBaHWW SBNSETCA
nokasaTeneM HapyleHus pa3Butus nnoga. [loBbllEHHbIE YPOBHW 3CTpagunona
B CbIBOPOTKE KPOBW HaboaatTCs Npy MaTOYHbIX KPOBOTEUYEHUAX B MEPUOA MEHOMAY3bI;
rMnepnnasun Haano4YeyHUKOB; SCTPOreHNPOAYLIMPYIOLUMX OMYXOSaX; LMPPO3Ee NeYeHun;
demMnHnsaumnn y aeten; npueme roHagoTponmHOB, KinoMudeHa, scTporeHos. CHUxXeHne
YPOBHSA 3CTpaguona Habnwgaercs npu cuHapome TepHepa, NePBUYHOM M BTOPUYHOM
rmnoroHagmsme, repmadpoauMTMaMe, KIANMMaKTEPUYECKOM W MOCTKIMMaKTEPUYECKOM
CMHAPOMaXx, HapyLUEHWUM COCTOSHUSA naoja BO BpeMs 6epeMeHHOCTH, Npueme opasbHbIX
KOHTpaLenTUBOB.
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2. IPUHUUN PABOTbl HABOPA

OnpegeneHve 3CTpaauMonia  OCHOBAHO Ha  MCMOJSIb30BaHMM  KOHKYPEHTHOMO
MMMYHO(EPMEHTHOrO aHanusa. Ha BHyTpeHHel MOBEepXHOCTM JIYHOK MJaHweTa
MMMO6MIN30BaHbl KPOSINMYbWU MOJSIMKIOHAJIbHbIE aHTUTENa K 3CTpaauony. SCTpaavon
M3 obpasua KOHKYpUPYeT C KOHbIOMMPOBaHHbIM 3CTPAAMOSIOM 3@ CBsi3blBaHue
C aHTUTENaMM Ha MOBEpPXHOCTU JIyHKWM. B pesynbrate o06pasyetcs CBs3aHHbIN
C NMaCTUKOM «C3HABWY», CoAepXKalLmii nepokcmaasy. Bo BpemMs nHky6aumnm c pacteopom
cybctpata TeTpametunbeHsmamHa (TMB) npoucxoAWT OKpaluvBaHWe pacTBOPOB
B JlyHKax. VHTEHCMBHOCTb OKpackyM 06paTHO MPOMOpUMOHaibHA KOHLUEHTpaumm
3CcTpaavona B uccneayemoMm obpasue. KoHUeHTpauuilo 3cTpaaumona B UCCieayeMmblX
obpasuax onpeaensoT Mo KanubpoBOoYHOMY rpacdvKy 3aBUCMMOCTM OMTUUYECKOW
MAOTHOCTM OT COAEPXKaHUsi 3CTPaAMoa B KaiMbpoBOYHbIX Npobax.

3. AHAJTUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepekpecTHas peakuus KposnUybUX MOANKIOHANbHbIX
aHTUTEN K 3CTpPaanony € ApyruMu aHanutamu npuseaeHa B Tabnuue:

Ananut MepekpecTHas peakuus, %
DcTpaauon 100
DCTPOH 0.2
ScTpuon 0.6
KopTtuson 0.06
MpeaHW3010H 0.09
KopTukoctepoH <0.01
MporectepoH <0.01
17-OH MporectepoH <0.05
MperHeHonoH <0.05
TecTtocTepoH <0.01

3.2. Bocnpou3BoanMOCTb.

KoadduruneHT Bapmauumn pesynbTaToB ONpeAesieHns CoAepXaHus 3cTpaavona
B O4HOM M TOM Xe obpa3sue CbIBOPOTKM (MasMbl) KpOBU C MCMosib3oBaHMeM Habopa
«DCTPAANOI-NDA» He npeBblwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCMMOCTb KOHLIEHTpaumMm 3cTpaguona B obpasuax CbIBOPOTKM (Mna3Mbl) KPOBUM
npu pasBeaeHun MX CbIBOPOTKOM (Mia3Moii) KpOBM, He coeplKallen 3CTpaanon, MMeet
NIMHENHbIN XapakTep B AnanasoHe KoHueHTpaunun 0,1-20 HMonb/n n coctasnset £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMi napaMeTp MpoOBeEPSieTCS TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBME M3MEPEHHOW KOHLEHTpauun 3CTpagvona npeanucaHHon, MosyyYyeHHOMu
NnyTeM CMeLWMBaHUS paBHbIX OH6bEMOB KOHTPOJIbHOM CbIBOPOTKM WM KannbpoBOYHOW
npobbl 0.3 HMONb/ . MNMpoUEeHT «OTKpPbITUS» cocTaBnsieT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHuManbHaa  focToBepHO  onpegensemas Habopom  «3CTPAANO-UDA»
KOHLeHTpaumMs 3CTpaavona B CbiBOPOTKe (nna3Me) KpoOBM He  MpeBbllUaeT
0.025 Hmonb/n.
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5. MEPbI NPEAOCTOPOXXHOCTU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPaUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBop cepHoOW kucnoTbl obnajaeT pasgpaxawmowmm aencteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NonagaHmsa Ha KOXy U Cnn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTble
MOPaXeHHbIN y4acTOK cneayeT NpoMbiTb H0MbLINMM KONMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPONCTBa, TEXHUKHU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NMYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNeHuax, oTaenax) caHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
nJacTMKOBbIEe NMepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHuManbHO MHOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSTb
n nepepjasaTtb BWY, Bupyc rematuta wunu nwobon apyron Bo36yAuMTENb BUPYCHOM
MHDEKLMN.

6. OBOPYJOBAHUE N MATEPUAIJDI,
HEOBXOAUWMBIE NMPU PABOTE C HABOPOM

- doTOMETp BEpPTUKANbHOIO CKaHWpPOBaHWS, MO3BONSIOWMA U3MEPSTb OMTUYECKYIO
MAOTHOCTb COAEPXMMOrO JIYHOK MaHLWweTa Npu AsIMHE BONHbl 450 HM;

- TepMmocTaT, noaaepxuBatmowuin Temnepatypy +37 °C £0.1 °C (unm TepMmocTa-
TUPYEMbIN LEKep);

— [03aTopbl CO CMEHHbIMUW HaKOHEYHWKaMu, Mno3Boaswwme oTbupatb 06bEMbI
B AmanasoHe 25-250 MKkn;

- UWIMHAP MepHbIn BMecTuMocTbio 1000 mn;

- BOAa AUCTWIIMPOBaHHas;

- nep4yaTKu pe3nHOBble UM NIACTUKOBbIE;

- bymara dwunbTpoBasnbHas.

7. NOANOTOBKA PEAFEHTOB AJid AHAJIU3A

7.1. Nepen npoBeaeHMeM aHanmsa KOMMNoHeHTbl Habopa n uccnegyembie obpasupbl
CbIBOPOTKM (NNasMbl) KpOBM CclieAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. NMpuroToBsieHUe NiaHLIeTa.

BCKpbITb MakeT C NiaHLWeTOM U YCTaHOBWUTb Ha paMKy Heob6XoAMMOe KOIMYecTBO
ctpunos. OcCTaBLUMECS  HEUCMONb30BaHHbIMM  CTpUNbl, 4TOBbl  NpeaoTBpaTUTb
BO34ENCTBUE Ha HMX BNaru, TwaTenbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu Temnepatype +2...+8 °C B TeyeHne BCero cpoka rogHoctu Habopa.

7.3. MpuroTtoBsieHMne OTMbIBOYHOIO pacTBopa.

Coaepxumoe dnakoHa € KOHLEHTPaTOM OTMbIBOYHOIO pacTteopa (22 Mn), nepeHectun
B MepHbI UMAMHAP BMecTuMocTbio 1000 mn, pobasute 550 Mn AMCTUANMPOBAHHOW
BOAbI M TLWATeNbHO nepemewaTb. B cnyyae apobHoro ucnonb3osanns Habopa cnenyet
oTobpaTb HeobxoAMMOE KOMIMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOW B 26 pa3 (1 MN KOHLEHTpaTa OTMbIBOYHOIO pacTtsopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNoBusA XPAHEHUA N SKCNJTYATALUUN HABOPA

8.1. Habop peareHtoB «3CTPAANO-UDA» ponxkeH XpaHUTbCA B YyMakKoBKe
npeanpuaTUA-U3rotToBuTens npu Temnepatype +2...+8 °C B TeueHue BCero cpoka
roOAHOCTM, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcrnopTupoBka) Habopa npu TemnepaType go +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3amopaxuBaHue Lenoro Habopa.

[AonyckaeTcsa oqHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannbpoBoUHbIX Npo6
M KOHTPOJIbHOW CbIBOPOTKM B aJIMKBOTaX.

8.2. Habop paccumTtaH Ha npoBeAeHMe aHanusa B aybnukatax 41 uccnegyembix
obpasuoB, 6 kKanMbpoBOYHbIX Npo6 M 1 nNpobbl KOHTPONBLHOM CbIBOPOTKM (BCEro
96 onpenenexHui).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBLlUMECS HeMCMnOosb30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

6ymaror Ans 3aknevBaHus niaHweTa U XpaHUTb Npu TemnepaTtype +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- KOHbBbtOraT, cybcTpaTt, cTon-peareHT MocCne BCKPbITUS (dNAaKoHOB cneadyet
XpaHuTb npu TemnepaTtype +2...+8 °C B TeueHue BCero cpoka roAHOCTU
Habopa;

- KanmbpoBOYHble NPobbl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (DIaKOHOB
cnenyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He bonee 2 Mecsues;

-  OCTaBLUMNCA HENCMO/Ib30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu TeMnepaType +2...+8 °C B TeueHne BCcero cpoka rogHoctu Habopa.
MpUroTOBNEHHbIN OTMbIBOYHbIM pPacTBOp CreAyeT XpPaHuTb MNpPU KOMHATHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTtok wnu npu TemnepaType
+2...+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/leHHO 3aKpbiBalTe KPbILWKY

¢nakoHa. 3akpbiBaliTe KaxAabln hfakoH CBOEN KPbILLIKON.

8.4. Ina nposefeHWa aHanusa He cneayeT WCMoJib30BaTb FEMOSIM3UPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (Mna3sMy) KpoBM, coaepikallyio
asua HaTpus. Ecnu aHann3 Nnpon3BoANTCA He B AeHb B3ATUSA KPOBWU, CbIBOPOTKY (M1a3my)
cnepyet xpaHuTb Npu Temnepatype -20 °C. [oBTOpHOe 3aMopa)kMBaHue-oTTamBaHune
06pa3LoB CbIBOPOTKU (Ns1a3Mbl) KPOBU He AOMyCKaeTcs.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanusa o6pasuoB CbIBOPOTKM (Ma3Mmbl)
KpOBW NtoAeN, NoNy4vaBLIMX B Lensax AMarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIlMHbIE @aHTUTENa.

8.6. lNMpn wncnonb3losaHnn Habopa AnNa NpoBeAEHUS HECKOSIbKMX HEe3aBUCUMMbIX
Cepuin aHanNn3o0B cneayeT UMEeTb B BUAY, YTO A5 KaXA0ro He3aBMCMMOro onpeaeneHuns
Heob6xoAMMO  MOCTpPOEHWEe HOBOro  KanmMbpoBOYHOro rpaduka; Kpome 3TOoro,
pekoMeHAyeTCs onpeaeneHne KOHUeHTpauum 3CTpaamona B KOHTPOJIbHOW CbIBOPOTKeE.

8.7. [Ins nony4vyeHus HadexHbIX pe3ynbTaToB HeobXoAMMO cTporoe cobniogeHue
NHCTpyKUMM no npumeHeHuto Habopa.

8.8. He wucnonb3yinTe KOMMOHEHTbl W3 ApPYyrnx HabopoB WM U3 aHanOrMyHbIX
HabopoB ApyrUX Ccepuii.

Document: K208I Instruction version: 1901 Format version: 612

6



XEMA

'xeneedgo XIAWaATawdomn g eronredide anHexdarod Axndeds AWoHhogodguurex ou aLnuaraduQ

0T

Lf/9LOWH T00'0 ‘daWndueH '‘SHNhNLRE YOLrBIW OHHIELDDMAIDH M Lr/aUrOWH ( 1990dU WOHhogodguLrex ointiedLHaTTHOM
almsHaednd|| 'TOLSW («dMhOL M UMhOL 10» ‘UIGHUSHUL-OHhOJIAM) WIGHAUeadaLlHN dlnAsduroudn edundedd
0JoHhogodguuey (nunewmddoduue) e1ond9o ewindolue BUT “(WH 0S4 LIO) 9odu XI9Hhog0dguurex 9LD0HLOLU
BeXMI9hMLUO — (A) LeHudo 9d0 ‘(L/dawowH) Xegodu XiaHhogodguuey g ewoutredide nunediHanHON Wdgudelowr
WIGHRhULBIDT - (X) 2oMnoge 920 :yudedt yiaHhogodguuex XelreHUTdood XuddahnwdudelowArou g aLyodidol|

*AxAtreosg ou
aLmpLraeldlqg edlowoLod MHewq ‘elHa1ead-uo0ld BUHID9HE SLUd0U HUW GT 9UHBKhAL 9 Midadenodu OWUTOXQOSH
BLIMHELL MOHAL OJOWWMXAITOD ||O DUHIAOWEY 'WH QS¥ 19HLI08 SHULT ndu snHegoduHeMD oloHdueMnLidasg
adiowolrod eH eromHewru MOHAL oltowumkdaod (LIQ) MLIDOHLIOLLU UOMIDhULUO AHUhULRE dL9dOWEY

194N YI9LLaX
-oMdy g ydlaeaumedyo MOHAL S0WMXKADT0D WOLE udu ‘elHalead-uoLd MW QQT ou ‘eHUTUEHBgUMIBWRdLDL
eLediogAd dogroed M MeX ‘UIDOHALDLEEO0TILOOU X KOL 8 U 019100d0OMD X WUOL O UMHAL 908 08 91UDDBHY

‘BMHeanmedy0 019HMD suingeed MHILISLD LO ULDOWMOUNERE
9 1AHUW QZ-0T °UHBKAL 8 (Do SC+ '"ST+) odALedouwdL UOHLEBHWON UdU DLOHWDL 8 LdMHewru
9LUAdUQANHY "HUW £-7 SMHOhOL 8 uniddgenmodu OWWTOXQOSH WMHAL 8 eHUTMEHIgUMLBWedlaL eredldgAd
edogloed avHII9HYG ‘eHUTUEHAgUULBdWEdLDL eled1dgAd edoalded MW QOT ou UMHAL 329 08 3LUDBHY

'91eWAQ noHALreaod.Laund ou UMHIXOLOU WOLAHdSgadaU g elaMHRLL WOMHREUNALOOU MOHAL €M NLDONTUX
MMO1RLD0 9lBLRTA OHAUDLRIML OWNTOXQO9H MMHREOdULHRIDT WOTKeX nudl] "B219AgadL aH (MOHAL svMHeEMhEWRE)
819WL0 ndu exxdaregs ‘wanHegoduLHeIST UM yannedumude NaMOIATaLIO0U 3 nLdoHXdag0oU MOHALRLHOENdO] ou
VWBUHIXMNET MWIag0lAdy LoamHewy a1mHxesdiog ‘(€77 'u "wd) edogioed OJOHhOSIGWLO LW QGZ OU MMNHAL 928 og
9199e90 93aI9WL0 yomex nd| ‘eed g UHHAL DLUOWLO 1 YOHAL SOWNXADTOD SLULRTA NMTIRQANHUN UMHBRHOMO O

(HMIW/90 009) UMHEENUXEBdLD8 WOHHEOLO0U U Do L€ + MdU LAHUW 09 SMHDKAL 8 BUNRQAMHMN BOLIRMDALOLT
‘Do LE+ dALedouwaL
udu LAHUW QZT SVHOKhAL 9 019 LUAAUQAMNHM M BLOMHELL BUHREUILNIRE BUT WOJIBWAQ LOMHELU SLyduUMeE

"RLRJOIGHOA NMIW Q0T ou MIHAL 329 og 91UOoHYg

‘1IAHMW GT 9MHOhAL 8 N1d9genodu OWNTOXQOH
aofneedgo XIAwWaATaLwdIM 1 mitododiad KoHAuodiHOM ‘godu XiI9Hhogodguuex SuHEI9HY ‘uaody (1aweewru)
mirodoalqad aonegedgo XIGWIATILDIIU INIW GZ OU XeLeXUUQAT g 91MI9HE UNHAL 9I19HALIe1d0 g ‘uxiodoalqad
noHarodiHON 1 19godu HOHhogodgULreX LW G OU XeLedULrgA 8 IHALY 9MMoi1Ag.101991000 9 91UD3HY

‘m110dogiqad YoHAaurod1iHONM 1 godu XiIaHhogodguuex
BUT YOHAL 4T 1 XedoLgou g 9 19n€edgo 319WaATaLIOU — g0UNdLD 09108hULION SOWNTOXQOBH Adied g SL1LIDBWOL]

VEUUVHY INHIT3IgodU 6

Format version: 612

Instruction version: 1901

Document: K208I



K208I

10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Mofb30BaTbCs HOpMaMu, NpUBEAEHHbIMU HMXe. BMecTe ¢ TeM, B COOT-
BETCTBMMU C npaBuiamMmn GLP (Xopoliei nabopaTopHON NpakTukn), kaxaas nabopatopus
OO/DKHa caMa onpefenuTb napamMeTpbl HOPMbl, XapakTepHble Ans obcneayemor nony-
nauum.

MpumeuaHue. 3HayeHUs KOHUEHTpauui acTpaamona B uccnenyembix obpasuax,
HaxoAsilWMecs HMXe rpaHuubl YyBCcTBUTENbHOCTM Habopa (0.025 HMonb/n), a Takxe
npeBbillalOWmMe 3HavyeHue BepxHer KannmbposouyHor npobbl (20 HMonb/n) crnepyert
NpuBOAMUTL B Ccreaytolen popme: B nccneayemom obpasue X KoHLeHTpauus actpaanona
Huxe 0.025 HMonb/n unu Bbilie 20 HMONb/N.

10.2. B Habope «3CTPAANOJI-UDA» 3HayeHMs KOHLEHTpaumin KannbpoBOYHbIX
npo6 BblpaXeHbl B HMOMb/N. [ns nepecdeTa KOHUEHTpauui B MNr/Ma, nonyyeHHoe
3HayeHne KOHLEeHTpauMn B HMOb/N cneayeT YMHOXUTb Ha 272.

1 HMONb/N = 272 nr/mMn

Necnepyeman EnuHuubl, HMonb/n EpuHunup! gon., nr/mn
rpynna Huxuuii npepen | Bepxuuit npepen | Hukuuii npepen | Bepxuuii npegen
aetn go 11 net - 0.2 - 54.4
My>XUMHBbI 0.029 0.3 7.9 81.6
XKeHLWmnHbI
BepemMeHHble:
1-11 TpuMecTp 0.1 10.5 27 2856
2- TpUMecTp 3.0 21 816 5712
3-i TpumecTp 6.0 80 1632 21760
®asbl unkna:
donnukynapHas 0.05 0.7 13.6 190.4
noTenHosas 0.1 1.1 27.2 299.2
oBynauuns 0.34 1.8 92.5 489.6
MeHonay3sa - 0.23 - 62.6
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Mo BonpocaM, kacatowmnmcs kadectsa Habopa «3CTPAAUOI-UDA »,
cnenyet obpawartbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

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

3MEeKTPOHHas noyta: info@xema.ru; rgc@xema.ru
VHTEPHET: www.xema.ru; www.xema-medica.com

PykoBoauTenb ciyx6bl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KoCcTpukunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF ESTRADIOL IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of estradiol
in blood serum or plasma.

This kit is designed for measurement of estradiol 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 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Estradiol (E2) is a steroid hormone with molecular weight 272.4 Da. In humans,
E2 shows the highest physiological activity among the estrogens. In males, minor
quantities of E2 are producyd by adrenals and testicles. In females, E2 is produced by
ovarian follicles. The physiological activity of E2 involves multiple functions in female
reproductive system. Regulation of E2 production and secretion is complex and depends
on pituitary and ovarian hormones.

Serum E2 level is low in follicular phase of the menstrual cycle; 3-5 days before
serum LH peak, serum E2 level begins to rise and reaches a maximum ca. 12 hours
before LH peak. After LH peak, E2 level drops dramatically to the minimal level and
starts to rise again. The maximal E2 level in serum is observed in luteal phase, at
day 9 after ovulation; then the decline of serum E2 reflects the degradation of corpus
luteum.

During pregnancy, the determination of serum E2 reflects the status of fetoplacental
system. In first trimester, serum E2 level is in the range corresponding to the ovulation
levels. Sharp increase of serum E2 in pregnant women is observed between 9th and
10th week; then the increase continues less sharply by the end of pregnancy.

Increased levels of serum estradiol are characteristic for metrorrhagias in post-
menopausal age; adrenal hyperplasia; estrogen-secreting tumours; liver cirrhosis;
feminization in children and males; intake of gonadotropins and estrogens.

Decreased levels of serum estradiol are observed in Turner syndrome, primary
or secondary hypogonadism; germaphroditism; post-climacteric syndrome; fetal
dysfunctions; intake of oral contraceptives.
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3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific rabbit polyclonal to estradiol-antibodies
simultaneously with conjugated Estradiol-peroxidase. Estradiol from the specimen
competes with the conjugated Estradiol for coating antibodies. After 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 inversely related to the quantity of the
measured analyte in the specimen.

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 25-250 pl;

Dry thermostat for 37 °C £0.1 °C (optional: with shaking 600 rpm);
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

5.3. Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

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

6. SPECIMEN COLLECTION AND STORAGE

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

Specimens may be stored for up to 48 hours at +2...+8 °C before testing. For a
longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+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.

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

7.3. Assay flowchart

1 nmol/l = 272 pg/ml
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9. CALCULATION OF RESULTS

1. Calculate the mean absorbance values (OD450) for each pair of calibrators and
samples.

2. Plot a calibration curve on graph paper: OD versus estradiol concentration.

3. Determine the corresponding concentration of estradiol in unknown samples from
the calibration curve. Manual or computerized data reduction is applicable on this stage.
Point-by-point or linear data reduction is recommended due to non-linear shape of curve.

4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

; Absorbance Units (450 nm
Calibrators Value x1000 ( )
CAL 1 0 nmol/I 2579 A N
CAL 2 0.1 nmol/I 2408 SN
CAL3  [0.3 nmol/I 1766
CAL 4 1 nmol/I 1300 1!
CAL 5 3 nmol/I 934 ,
CAL 6 20 nmol/I 352 e c

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
Estradiol. Based on data obtained by XEMA, the following normal range is recommended
(see below). NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.

N Units, nmol/I Units alternative, pg/ml
Lower limit | Upper limit | Lower limit | Upper limit
Children under 11 yrs - 0.2 - 54.4
Males 0.029 0.3 7.9 81.6
Females
Pregnancy week:
1st trimester 0.1 10.5 27 2856
2nd trimester 3.0 21 816 5712
3rd trimester 6.0 80 1632 21760
Menstrual cycle:
follicular phase 0.05 0.70 13.6 190.4
luteinic phase 0.1 1.10 27.2 299.2
ovulation 0.34 1.80 92.5 489.6
post menopausal - 0.23 - 62.6
Document: K208I Instruction version: 1901 Format version: 612
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11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
Estradiol 100
Estrone 0.2
Estriol 0.6
Cortisol 0.06
Prednisolone 0.09
Corticosterone <0.01
Progesterone <0.01
17-Hydroxyprogesterone <0.05
Pregnenolone <0.05
Testosterone <0.01

11.2. Analytical sensitivity.

Sensitivity of the assay was assessed as being 0.025 nmol/I.

11.3. Linearity.

Linearity was checked by assaying dilution series of 5 samples with different
estradiol concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery.

Recovery was estimated by assaying 5 mixed samples with known estradiol
concentrations. The recovery percentages ranged from 90 to 110%.

12. LITERATURE

1. Hall, P.F, Testicular Steroid Synthesis: Organization and Regulation.
In: The Physiology of Reproduction, Ed.: Knobil, E., and Neill, J. et al., pp 975-98.
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2. Tsang, B. K., Armstrong, D. T. and Whitfield, J. F.,, Steroid biosyntheses by isolated
human ovarian follicular cells in vitro, J. Clin. Endocrinol. Metab. 51:1407 - 11 (1980).
3. Gore-Langton, R. E. and Armstrong, D. T., Follicular steroidogenesis and its control.
In: The physiology of Reproduction, Ed.: Knobil, E., and Neill, J. et al., pp. 331-85.
Raven Press, New York (1988).

4. Siiteri, P. K. Murai, J. T., Hammond, G. L., Nisker, J. A., Raymoure, W. J. and Kuhn,
R. W., The serum transport of steroid hormones, Rec. Prog. Horm. Res. 38:457 - 510
(1982).

5. Martin, B., Rotten, D., Jolivet, A. and Gautray, J-P-. Binding of steroids by proteins in
follicular fluid of the human ovary, J.Clin. Endicrinol. Metab. 35: 443-47 (1981).

6. Baird, D.T.,, Ovarian steroid secretion and metabolism in women.
In: The Endocrine Function of the Human Ovary. Eds.: James, V.H:T., Serio, M. and Giusti,
G. pp. 125-33, Academic Press, New York (1976).
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

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;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEAFEHTOB

Ana UMMYHO®EPMEHTHOIO OMNMPEAENEHNA
TUPEOIJIOBYJIUHA

B CbIBOPOTKE (MJ1IA3ME) KPOBU

«TUPEOITIOBYJIUH-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF THYROGLOBULIN IN HUMAN

SERUM OR PLASMA

THYROGLOBULIN EIA

HOMEP MO KATASTOTY K232

TY N2 9398-232-18619450-2009

PETMCTPALVMOHHOE YAOOCTOBEPEHME
Ne OCP 2010/07272 ot 8 anpena 2010 T.

AnTtuTena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBYIOT
KoHTposnbHble CbIBOPOTKM, BXOAALLME B COCTaB Habopa, HAKTUBUPOBaHbI.

W For 96 determinations/Ha 96 onpepenexui

[ns uH BUMPO AMAarHOCTUKN

T “
£f j XEMA Co,, Ltd.
=3

The 9th Parkovaya str., 48

GERTIFICAy, 105264 Moscow, Russia

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

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

C€

Authorized Representative in EU:
Polmed.de

Steinacker 20, D-73773
Aichwald, Germany

e-mail: info@polmed.de
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K232I

«YTBEPXOEHA»
Mpuka3 Poc3apaBHaazopa N2 2981-Mp/10 ot 8 anpens 2010 r.
KPA N° 13082 ot 04.03.2010

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA
TUPEOINMOBYJIMHA B CbiIBOPOTKE (MJIASME) KPOBU
«TUPEOTJIOBYJINH-NDA»

1. HABHAYEHMUE

1.1. Habop peareHToB «TUPEOIJTOBYJTMH-NDA» npeaHasHayeH ans
KOIMYECTBEHHOrO onpeAeieHns KOHLUeHTpaunm TupeornobynmHa B CbiBOpoTKe (Naasme)
KpPOBU MeToAO0M TBepA0(da3HOro MMMyYHO(EPMEHTHOIO aHanm3a.

1.2. TupeornobynuH (TIN) — BbICOKOMOJIEKYISIPHbI 610K C MONIEKYNSAPHON Macco
okono 650-700 k[a, BbipabaTbiBaeMbli 3NUTENMANbHLIMU K/€TKaMU LMUTOBUAHOWN
xenesbl. B HopMmanbHOW wWuTOBMAHOM >kenese, TI BblpabaTbiBaeTcs B MNpoOCBET
donnmkynoB u noasepraeTca (GepMeHTaTUBHOMY WOAMPOBAHUIO, B XO4E KOTOPOro
BbICBOOOXAAOTCA MNpealecTBEHHUKM FOpMOHOB T3 un T4. BMecte co cBO60OAHBIMM
ropMoHamm Hebonblwne konuyectBa TI nNpoHMKAKT B uumpkynsumio. CuHTes TI
perynvpyeTca ropMoHamMu runodusapHo-runoTanamMmyeckon ocu (TmponnbepuHom
n TTl), a Takxe CaMMMU FOPMOHaMW LWMTOBUAHOW >Xene3bl B Clyvyae MX BBeAEHUS
B TepaneBTUYECKUX Lensx.

1.3. Y 60/bHbIX C AnddepeHUMpoBaHHOM TMPEONAHOW afieHOKapLMHOMOW cepuinHoe
onpenenenve T B CbIBOPOTKE C/TYXUT HAAEXHbIM MOHUTOPUHIOBbIM MapKepoM MOIHOTbI
peseKkunmn xenesbl, peumanBa U MeTacTaTMyeckoro pocTa onyxosu.

1.4. 3HaunTenbHOe MoBbIlWEeHNE ypoBHS TI B CbIBOPOTKE KpOBM Habnwopaercs
Takxe npu AobpokayecTBeHHbIX 3ab0neBaHUAX LWWTOBMAHOW Xenesbl: TMpeounauTax
M rmnepTupeosax pasfinyHon atuonorun. MNpu 3ToM cepuintHoe onpeaeneHve Tl MoxeT
MCMNOb30BaTbCs TaKXXe B MOHUTOPUHIE M MPOrHO3e TUpeocTaTUYecKor Tepanumn 6onesxmn
IperiBca.

Document: K232I Instruction version: 1901 Format version: 512
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2. IPUHUUN PABOTbl HABOPA

OnpepeneHne TupeornobynnHa 0CHOBaHO Ha UCMOIb30BaHUN «CIHABUY»-BapUaHTa
TBepA0dazHoOro MMMyHodbepMeHTHOro aHanmsa. Ha BHyTpeHHel MOBEepPXHOCTU JIYHOK
nnaHweTa MMMOOMAN30BaHbl MblLLMHbIE MOHOK/IOHA/IbHbIE @aHTUTENa K TMpeornobynmHy
yenoseka. B nyHkax nnaHweta, npu gobasneHun nccnegyemoro obpasua, NnpoMcxoant
ceszbiBaHWe TI, copepxallierocs B uccneayemom obpasue, € aHTUTeNnaMn Ha TBepAow
¢daze. O6pa30BaBLUNIACS KOMMIEKC BbISBASIOT C TMOMOLLb KOHblOraTta MbIWMHbIX
MOHOKJ/IOHanbHbIX aHTuTen K TI yenosBeka C MepokcMAas3on xpeHa. B pesynbraTe
obpasyeTcsi CBA3aHHbIM C M1AaCTUKOM «CIHABMY>», coAepXKaliunii nepokcmaasy. Bo Bpems
MHKy6aumMm C pactBopoM cybcTpata TeTpametunbersuamHa (TMB) npoucxoaunT
OoKpalunBaHMUe pacTBOPOB B JlyHKax. IHTEHCMBHOCTbL OKpacKu NpsiMO NPonopLMOoHanbHa
KOHLUeHTpaummn  TupeornobynuHa B  uccnegyemoMm  obpasue.  KoHueHTpauwuio
TupeornobynuHa B nccneayembix obpasuax onpeaensitoT no kannmbpoBoYHOMY rpaduky
3aBMCMMOCTM ONTUYECKON NIIOTHOCTN OT COAEPXKAHNSA TUPeOornobynHa B KambpoBOUYHbIX
npob6ax.

3. AHAJTUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneuncUUYHOCTD.

Ncnonb3oBaHme MbIWNHBIX MOHOK/TOHAMIbHbIX @aHTUTEN K TupeornobynnHy no3sonset
AOCTUYb BbICOKOW CneunduruyHOCTM aHanmsa

3.2. Bocnpon3sBoanMOCTb.

KoaddununeHT Bapuaumm pesynbTaToB onpeneneHus copepxaHusa T B OAHOM
M TOM e obpasue CbIBOPOTKM (Msa3Mbl) KpOBM C ucnonb3oBaHuneMm Habopa
«TUPEOINOBYJINH-N®A» He npesbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHUeHTpaumn TI B ob6pasuax CbIBOPOTKM (MnasMmbl) KPOBWU Mpwu
pa3BefeHnn UX CbIBOPOTKOM (Nna3Mon) KpoBu, He copepxalen TI, uMeeT NNHENHbIN
XapakTep B AMana3oHe KoHueHTpaunii 10-400 Hr/mn u coctaBnsieT £10.0%.

3.4. TOYHOCTDb.

[aHHbIN  aHaNUTMYeCKM napaMeTp MPOBEPSETCA TECTOM Ha <«OTKpbITME» -
COOTBETCTBME MW3MEPEHHOW KOHUeHTpauun TI npeanncaHHON, MOMAyYeHHOW nyTeMm
CMeLNBaHUA paBHbIX OH6BEMOB KOHTPOJIbHOM CbIBOPOTKM W KannbpoBOYHOW Npobbl
25 Hr/mn. MNpoueHT «oTKpbITUS» coctasnseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHuManbHaa poctoBepHo ornpegensemas Habopom <«TUPEOTNIOBYJTIUMH-UDA»
KOHUeHTpaumsa Tl B cbiBOpOTKe (naa3Me) KpoBu He npesbiwaeT 0.5 Hr/mA.

Document: K232I Instruction version: 1901 Format version: 512

3



K2321

«YOU-HULAFOL10IdNL» 8oLHalead

- '1m edogeH egLloanhed BUodLiHOXM Ldoudel] - ozeED| 0T
«YOU-HULUAGOL103dNL»> goLHalead
- 1m edogeH OiMHaHaWNdL ou BUNMALOH| - 1I2€D1| 6
- 1m eloMHeLU BUHRENILNIRE BU'T BleWAg - €OON| 8
9LO0MTUX BEHLDEMD9Q (UW $T) OIMHREOETLOUDM M 80LO0.
BeHhedeodu LM ‘LHa4ead-uoL) d0l1S Z0S0Y | 2
(Uw zZ) wiaHL1edy-x9g ‘(yoLowoun
9LO0MTUNX BEHLDEND99 WOHUOEHSQ M OZ-HMaL 2 dogroed nogawrod) X9¢
seHhedeodu Lm edosgioed 010HhOgI9W10 LedLIH3NMHOY] |HSYM 4Ng Z800S| 9
(UW $T) OIMHREOETLOUDM M 80LO0.
9LO0NTUX BRHLDETD99 ‘(9l) eHUTUEHBdgLUULBWEdLDL
seHhedeodu LM eredidgAd dosaided | ginl SANS ZGS0d| S
e19dm 0J9HMD-0NdE (UW /) 0IMHRE0E9LOLDU M 90101
qLOOMTUXK BeHhedeodu |"1m ‘1RJOIULHO) | d¥H [NOD zeeell v
(Uw 8'0) OIMHREOEALOLIDUN M BEOLO]
‘eHUrAgorrloadul wanHexdarod
QLOONTUNX WIGHLO99€EMN D exagouah ngody miLodogaiqad
BeHL198MD99 BeHhedeodu |Lm 980HD0 eH BML10dog19) BRHAUOdLIHO) | TOYLINOD zzeed| €
(semxe
(91003 TN BeHLD8MDag /W 8'(Q OU) OIMHRE0EALOUDN X 1980101
seHhedeodu - Q ‘UW /1H 00V ‘00T ST ‘0T ‘0
egodu BeHhogodguLre) — BHULIAQOL109dML PELODRMLION DI9HLI99EN
eLoan oJoHMI-oMdE anmexdarod ‘(y'/-¢ £/ Hd) edadAg-omdL
NLOOMTMK S19dHhedsodu |*1m 990HD0 eH 19g0du d19Hhog0dguULre) S-T VD ZZ€20| T
OIMHREO0EILOUDM X 90104 ‘niIaHHeRgodmMumnd.Ld
- 1m ‘niagorodunionLol YIGHhOHAL-96 LomHeL L | d1IN 940S zzead| 1

VdO9VH 9Vv1000 ‘v

Instruction version: 1901 Format version: 512

Document: K232I



XEMA

5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. lNoTeHUManbHbIN pUck NpuMeHeHna Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a uckniodveHuem cron-peareHta (5.0% pactBop
CEPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLEHTPaUUSX SBNSIOTCS HETOKCUYHBIMU.

PactBop cepHoli kucnoTbl obnagaeT  pasgpaxawwum - geictsueM.  UMsberatb
pasbpbi3rMBaHMs U NonagaHUs Ha KOXy U CimM3ucTble. MNpu nonagaHnmn Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60/bIMM KOTMYECTBOM MPOTOYHOM BOAbI.

5.3. MNpu pabote c Habopom cneayet cobntogatb «lpaBuna yCTponcTBa, TEXHUKU
6e3onacHoCTN, MNPOU3BOACTBEHHOW CaHUTapuu, MNPOTUBO3MUAEMUYECKOrO pexmMa wu
NWYHOM rurmneHbl npwn pabote B nabopatopusax (OTAeNeHuax, oTAenax) CaHUTapHO-
3MNUAEMUONOTNMYECKNX YyUpeXAeHUid cuctemMbl MuHUcTepcTBa 34paBooxpaHeHus CCCP»
(Mocksa, 1981 r.).

5.4. Npu pabote c Habopom cnepayetr HageBaTb OAHOpPa30OBble pPE3VMHOBbIE WU
Nn1acTUKOBbIE MepyaTKn, Tak Kak obpasubl KpOBM YesioBeka CrefyeT paccMaTpuBaTth Kak
noTeHUManbHO MHMOUUMPOBaAHHBIA MaTtepuas, CnoCObHbIN AINTENbHOE BPEMS COXPaHATb
n nepenasatb BUY, Bupyc renatuta unu nobon Apyroi Bo36yanTenb BUPYCHON MHDEKLMN.

5.5. MeauumHckmMe oTxoabl Kknacca b.  YTunusauuw  uaM YHUUTOXEHMUE,
nesnHgekumio HabopoB peareHTOoB cnegyeT  MpoBOAMTb B COOTBETCTBUM  C
CaHluH 2.1.7.2790-10 «CaHuTapHo3nuaemmonornyeckme tpeboBaHus K obpalleHunto ¢
MeaMUMHCKMMUK oTXoAaMm» n MY-287-113 «MeTogmuyeckue ykasaHus rno gesmHdekunu,
npeacTepUIM3aunMoHHON OYNCTKE U CTEPUIN3ALUN U3AENTNN MEAULIMHCKOTO Ha3HaYeH s ».

6. OBOPYAOBAHUE U MATEPWUAJbI,
HEOBXOAMMBLIE NPU PABOTE C HABOPOM

- (poTOMETp BEPTUKA/IbHOIMO CKaHMPOBaHMUSA, MO3BOJIAIOWNA N3MEPSATb ONTUYECKYIO
NIOTHOCTb COAEPXMMOrO SIYHOK MiaHweTa npu AnvHe BoAHbl 450 HM;

- TepMocTaT, noAaaepxuBatolmii Temnepatypy +37 °C £2 °C;

- [03aTopbl CO CMEHHbIMW HaKOHeYHMKamu, nossonswwmne oTbupaTb ob6bEMbI
B AnanasoHe 25-250 mkn;

- UWIWHAP MEepHbI BMecTuMocTbio 1000 Mmn;

- BOAA AUCTUANNPOBaAHHasN;

- nepyaTKu pe3nHOBbIE UIWN MIacTUKOBbIE;

- bymara dwunbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB A/1s1 AHAJTU3A

7.1. Nepen npoBeAeHWEM aHanu3a KOMMNOHeHTbl Habopa n uccnenyemble obpasubl
CbIBOPOTKM (Mna3Mbl) KpPOBM CreAyeT BblaepXxaTb MNpu  KOMHaTHOM TemnepaTtype
(+18...425 °C) He MeHee 30 MUH.

7.2. MpuroTtoBJsieHMe nJiaHweTa.

BCKpbITb NMakeT C MAaHWETOM W YCTaHOBUTb Ha paMKy HeobxoAuMoe KOM4ecTBO
CTpunos. OcTaBlmMecs HeMCcnoJsib30BaHHbIMU cTpunsbl, YTObBbI npegoTBpaTtuUTb BO3,D,el7ICTBI/Ie
Ha HUX BNaru, TwaTenbHO 3aKnenTb 6ymMarol Ans 3akieMBaHns NaaHWeTa U XpaHuUTb Npu
TeMmnepaType +2...+8 °C B TeueHue Bcero cpoka rogHoctn Habopa.

7.3. MpurortoBsieHNEe OTMbIBOYHOI0O pacTtBopa.

Conepxumoe dnakoHa C KOHLEHTPAaTOM OTMbIBOYHOro pactesopa (22 M), nepeHectu
B MEpHbIN UMAMHAP BMecTuMmocTbto 1000 mn, pobasutb 550 Mn AUCTUANMPOBAHHOM
BOAbl W TWaATenbHO nepeMewatb. B cnyyae apobHoro ucnonb3osaHua Habopa cneapyet
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oTobpaTb HeobxoauMoe KONIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBOpa W pasBecTu
AVCTUNNNPOBaHHOW BOAOW B 26 pa3 (1 M KOHUeHTpaTa OTMbIBOYHOro pacrtsopa + 25 mn
AVCTUNNNPOBaHHOW BOAbI).

8. YC/10BUA XPAHEHUA U 3KCMNJTIYATALUUN HABOPA

8.1. Habop peareHtoB <«TWPEOINIOBYJINH-U®A» p[omkeH XpaHUTbCS B ynakoBKe
npeanpuaTUA-M3roToBUTENS NpK TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHocCTy,
yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcrnopTupoBka) Habopa npu Temnepatype o +25 °C
He 6onee 15 cyTok. He gonyckaeTcsa 3amopaxkmBaHue uenoro Habopa.

8.2. Habop paccuutaH Ha npoBedeHMe aHanu3a B Aybnukatax 42 wuccnepyembix
obpasuoB, 5 kanMbpoBouHbiX NMpob6 M 1 Npobbl KOHTPONbLHOW CbIBOPOTKM (BCEro
96 onpeaeneHuit).

8.3. B cnyyae gpobHoro mcnonb3oBaHua Habopa KOMMOHEHTbI cnefyeT XpaHUTb
cnepyrowmM obpasom:

- OCTaBLUMECH HEWUCMNOJSIb30BaHHbIMW CTPUMbl HEO6XOAMMO TLATENbHO 3aKIenTb

6ymarol Ans 3akienMBaHWs NiaHWeTa WU XpaHuUTb Npu TemnepaType +2...4+8 °C
B TeYEeHMe BCero cpoka rogHoctn Habopa;

- KOHBblOraT, cybcTpaT, cTon-peareHT nocne BCKPbITUS (/1akoHOB ClefyeT XpaHUTb
npu TemnepaTtype +2...+8 °C B TeyeHuMe Bcero cpoka rogHoct Habopa;

- Kannbposo4Hble NPobbl U KOHTPOJIbHYIO CbIBOPOTKY MOC/AE BCKPbITUS (h/lakOHOB
cnenyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 mecsues;

- OCTaBLUMWACS HEWCMnoSib30BaHHbIM KOHLEHTpPAT OTMbIBOYHOrO pacTBopa creayer
XpaHUTb Npu Temnepatype +2...+8 °C B TeueHuMe Bcero cpoka rogHoctn Habopa.
MpUroTOBMEHHBIN OTMbIBOYHbLIN pPacTBOp cfiefyeT XpaHWUTb MNpU  KOMHaTHOWN
Temnepatype (+18...+25 °C) He 6onee 15 cyTok nnu npm temnepatype +2...+8 °C
He 6onee 45 cyTok.

MpumeyaHue. locne MCNoNb30BaHUSA peareHTa HEMEeANIeHHO 3aKpblBalTe KpbILKY

¢nakoHa. 3akpbiBaiiTe Kaxabl h1aKOH CBOEN KPbILLKOW.

8.4. [ina npoBeaeHUa aHanu3a He cneayeT WCMNofb30BaTb EMOSIM3NPOBAHHYIO,
MYTHYIO CbIBOPOTKY (Mn1a3My) KpOBM, @ Takxe CbIBOPOTKY (Mja3My) KpoBKM, COAEPXKaLLYO
asuna Hatpusa. Ecnn aHanus nponsBoauTCA HE B AeHb B3ATUS KPOBW, CbIBOPOTKY (nnasmy)
cnepyeT XpaHuTb npu Temnepatype -20 °C. [MoBTOopHOe 3aMopaxXuBaHWe-oTTanBaHue
06pas3uoB CbIBOPOTKM (Ma3Mbl) KPOBM He pAonyckaeTcs. [onyckaeTcs wuccnenoBaHve
CbIBOPOTOK, XpaHeHMe KOTOpbIX C MOMeHTa 3abopa KpOBW OCYLECTBAANOCH Mpu
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. NcknoyaeTcs mcnonb3oBaHMe Ans aHanusa o06pasuoB CbIBOPOTKU (Mna3Mbl)
KpOBW NtoAen, Mony4vasBlIMX B LENSX ANMArHOCTUKM WAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MblILWHbIE aHTUTenNa.

8.6. Mpn wucnonb3osaHun Habopa ANS NpoBeAeHUS HECKOSIbKUX He3aBUCUMbIX
Cepuit aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXAOro He3aBMCMMOro onpeaeneHus
HeobxoAMMO MOCTPOEHNe HOBOro KannbpoBOYHOro rpadurka; KpoMe 3TOro, pekoMeHayeT-
Ca onpejeneHne KoOHUeHTpauumn TupeornobynmHa B KOHTPObHOM CbIBOPOTKE.

8.7. ina nonyyeHWs HaAeXHbIX pe3ynbTaToB HeobxoAuMO cTporoe cobnwgeHue
NHCTpYyKUMKM No npuMeHeHnto Habopa.

8.8. He ncnonb3ynte KOMMNOHEHTbI U3 APYrMX HabopoB MAN U3 aHANOrMYHbIX HabopoBs
ApYrux cepui.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasACb Ha pe3ynbTaTax WccrnenoBaHwui, npoBefdeHHbIXx 000 «XEMA»,
pekoMeHAyeM MoMb30BaTbCA HOpPMaMW, MNpPUBEAEHHbIMM HWxe. Bmecte ¢ Tem,
B COOTBeTCTBMM C npaBunamum GLP (Xopowen nabopaTopHOM npakTUKKW), Kaxaas
nabopatopusi Ao/MKHa camMa onpefennTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnegyemMon nonynsaunn.

MpumMmeuaHne. 3HayeHMs KOHUeHTpaumin TI B umccneayemblx obpasuax,
HaxoAsilMecss HuXKe rpaHuubl 4yBCTBUTENbHOCTM Habopa (0.5 Hr/mn), a Takxe
npeBbillalOWmMe 3HavyeHue BepxHelr KannbpoBouyHor npobbl (400 Hr/mn) cneapyet
npuBOAMTL B crneaytowein dopme: B uccneayemom obpasue X KoHueHTpaums TI Huxe
0.5 Hr/mMn unu Bbiwe 400 Hr/MA.

Eaunuybl, Hr/mn
HwxHuii npepen Bepxuwuii npegen
340pOBble AOHOPbI - 50

Uccnepyemas rpynna

11. INTEPATYPA

1. CA Spencer, M Takeuchi, and M Kazarosyan - Current status and performance goals
for serum thyroglobulin assays. Clin. Chem., Jan 1996; 42: 164 - 173.

2. PW Ladenson - Optimal laboratory testing for diagnosis and monitoring of thyroid
nodules, goiter, and thyroid cancer. Clin. Chem., Jan 1996; 42: 183 - 187.

3. Anthony P. Weetman - Graves' Disease. N. Engl. J. Med., Oct 2000; 343: 1236 -
1248.

Mo BonpocaMm, kacawwmmcs kadectsa Habopa «TUPEOINTIOBYJIMH-UDA »,
cnepyet obpawartbca B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1- noa., 5 atax,

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

3M1eKTPOHHasa noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

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

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF THYROGLOBULIN IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of thyroglobulin in blood serum or plasma.

This kit is designed for measurement of thyroglobulin 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

Thyroglobulin (TG) is a high MW (ca. 650-700 kDa) glycoprotein synthesized
by the thyroid epithelial cells. In normal thyroid gland, TG is secreted to the follicular
lumen and undergoes iodination of tyrosine residues leading to formation of thyroid
hormones (T3 and T4). Minor quantities of TG penetrate to the circulation in normal
donors. Synthesis of TG is regulated by hormones (TSH, TRH, exogenous thyroid
therapy).

In differentiated thyroid carcinoma, serial determination of serum TG is used
for post-treatment monitoring. An elevation of serum TG in such patients indicates
a presence of residual thyroid tissue, relapse or metastatic growth of the tumour.

The elevated serums TG are also observed in benign thyroid diseases, e.g.
thyroiditis, hyperthyroidism and non-toxic goiter. The monitoring of serum TG is also
used for prognostic evaluation of thyrostatic treatment of Graves’ 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 specific murine monoclonal to human
TG-antibodies. Antigen from the specimen is captured by the antibodies coated onto
the microwell surface. Second antibodies - murine monoclonal to human TG, labelled
with peroxidase enzyme, are then added into the microwells. After 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% H2S04. 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 25-250 pl;

Dry thermostat for 37 °C £0.1 °C;

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

5.3. Storage and stability of the Kit

Store the whole kit at +2...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.

This

6. SPECIMEN COLLECTION AND STORAGE
kit is intended for use with serum or plasma (ACD- or heparinized). Grossly

hemolytic, lipemic, or turbid samples should be avoided.
Specimens may be stored for up to 48 hours at +2..+8 °C before testing. For

alonger
thawing

storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation
- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...425 °C) before use.
- All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.
- It is recommended to spin down shortly the tubes with calibrators on low
speed centrifuge.
- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.
7.2. Procedural Note:
It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.
7.3. Assay flowchart
See the example of calibration graphic in Quality Control data sheet.
Document: K232I Instruction version: 1901 Format version: 512
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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

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus thyroglobulin
concentration.

9.3. Determine the corresponding concentration of thyroglobulin in unknown
samples from the calibration curve. Manual or computerized data reduction is applicable
on this stage. Point-by-point or linear data reduction is recommended due to non-linear
shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Abso(r4b5aon;:|l)lmts | o
CAL 1 0 ng/ml 0.13 s | -
CAL2 [ 10 ng/ml 0.19 _—
CAL 3 25 ng/ml 0.28 s e
CAL4  [100 ng/ml 0.69 wr
CAL5 _ |400 ng/ml 1.83 T
Document: K232I Instruction version: 1901 Format version: 512

14



XEMA

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 Thyroglobulin. Based on data obtained by XEMA, the following normal
range is recommended (see below). NOTE: the patients that have received murine
monoclonal antibodies for radioimaging or immunotherapy develop high titered anti-
mouse antibodies (HAMA). The presence of these antibodies may cause false results in
the present assay. Sera from HAMA positive patients should be treated with depleting
adsorbents before assaying.

Units, ng/ml
Lower limit Upper limit
Healthy donors - 50

Sex, age

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity.

Sensitivity of the assay was assessed as being 0.5 ng/ml.

11.2. Linearity.

Linearity was checked by assaying dilution series of 5 samples with different
thyroglobulin concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.3. Recovery.

Recovery was estimated by assaying 5 mixed samples with known thyroglobulin
concentrations. The recovery percentages ranged from 90 to 110%.

12, LITERATURE

1. CA Spencer, M Takeuchi, and M Kazarosyan — Current status and performance goals
for serum thyroglobulin assays. Clin. Chem., Jan 1996; 42: 164 - 173.

2. PW Ladenson - Optimal laboratory testing for diagnosis and monitoring of thyroid
nodules, goiter, and thyroid cancer. Clin. Chem., Jan 1996; 42: 183 - 187.

3. Anthony P. Weetman - Graves' Disease. N. Engl. J. Med., Oct 2000; 343: 1236 -
1248.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

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;

03176, 1. Knes, yn. Akapgemvika Edpemosa, 4. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO MPUMEHEHUIO

HABOPA PEATEHTOB

ana UMMYHO®EPMEHTHOIO OMNPEAENEHUA
CA72-4 B CbIBOPOTKE (IMJIA3SME) KPOBU

«CA72-4-NUDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF CA72-4 IN HUMAN SERUM OR PLASMA

CA72-4EIA

HOMEP MO KATANOTY K244
TY Ne 9398-244-18619450-2009

PETMCTPALIMOHHOE YAOOCTOBEPEHUE
Ne OCP 2010/07273 o1 8 anpena 2010 .

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

W For 96 determinations/Ha 96 onpenenexui

[nA uH 8UMPO ANArHOCTUKM

GERTIFIC),
oo C €

é@:@—\4’
S‘A‘j\ } The 9th Parkovaya str., 48
e 105264 Moscow, Russia Authorized Representative in EU:
ST Tel ffax: +7(495) 510-57-07 Polmed.de
%K j,& e-mail: redkin@xema-medica.com Steinacker 20, D-73773
K EX  internet: www.xema-medica.com Aichwald, Germany

e-mail: info@polmed.de
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«YTBEPXJEHA»
Mpwukas PocsapaBHaasopa N2 2982-Mp/10 ot 8 anpensa 2010 r.
KPA N° 13075 ot 04.03.2010 r.

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA CA72-4
B CbIBOPOTKE (NMJIA3BME) KPOBU «CA72-4-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «CA72-4-UDA» npenHasHayeH AN KOJIMYECTBEHHOIO
onpepeneHvs KoHueHTpaumm CA72-4 B cCbiBOpOoTKe (Mnsia3mMe) KpoOBM MeToAOM
TBEpAO(a3HOro MMMyHO(EPMEHTHOIO aHanumsa.

1.2. CA72-4, vnu yrneBOAHbIA aHTUIeH 72-4 C BbICOKOWM MOJIEKY/ISPHOM Maccon
(m.mM. 230 - 1000 k[da), npeactasnsetr cobon aHTUreH (3MMTON), acCOLMMPOBAHHbLIN
C paKkoM >xefnyAka, KapuuMHOMOM SMYHUKOB W HEKOTOPbIMWU APYTMMU OMyXOSSMM.
KonuuyectBeHHoe onpeaeneHne CA72-4 B CbIBOPOTKE MM MaasMe KpoBU, 0COBEHHO
OAHOBPEMEHHO O oOnpeAeneHneM YrneBoAHOro aHTureHa cuanun-Jletonca CA19-9
(XEMA kaT. N2 K223) ucnonb3ayetcss B LeNSX KOHTPOAA TeyeHus M Tepanuu paka
xenyaka, a Takxke Bmecte ¢ CA125 (XEMA kaT. N2 K222) - B uensx MOHUTOpUHIra paka
anyHuko. CA72-4 B HOpME MPaKTUUYECKN He 3KCMpPeCccupyeTcs 340POBbIMU TKaHSAMU
y B3pOCAbIX. YBENIMYEHHas KOHLEHTpauus YrneBOAHOro aHTureHa 72-4 oTMevaeTtcs
B BbICOKOM MPOLIEHTE C/Tly4Yaes paka XenyAoYHO-KULLIEYHOro TpaKTa, SUHYHUKOB M IerKnX.
Kpome Toro, nosbiweHne ypoBHa CA72-4 obHapyxuBaetcd y HebOnbworo 4yucna
nauMeHTOB C pa3dHoobpa3HbiMu Ao6poKavyecTBEHHbIMK 3aboneBaHnaMKU. B cBA3M C 3TuMm,
AaHHble no cogepxaHuto CA72-4 Bcerga cnepyeTr MHTeprnpeTupoBaTb B KOMMJekce
C pe3yfbTaTamMu APYrnx MeToA0B UCCEA0BaHUS U KIIMHUYECKUMWU AaHHbBIMU.

Document: K2441 Instruction version: 1901 Format version: 901
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2. IPUHUUN PABOTbl HABOPA

OnpegeneHne CA72-4 OCHOBaAHO Ha MWCMNOSb30BAaHUM  «CIHABUY»-BapuaHTa
TBEpAOdasHOro MMMyHodepMeHTHOro aHanmsa. Ha BHYTpeHHen MOBEPXHOCTU JTIyHOK
niaHweTa UMMOBUNN30BaHbl MblLLMHbIE MOHOKJTIOHaNbHbIE aHTUTeNa k CA72-4 yenoseka.
B nyHkax nnaHweTta, npu gobaBneHnn nccnegyemoro obpasua, NnpoMcxoanT CBA3biBaHUe
CA72-4, copepxawerocs B wuccrieayemoMm obpasue, C aHTUTenamm Ha TBepaok
¢daze. O6pa30BaBLUNIACS KOMMIEKC BbISBASIOT C TMOMOLLb KOHblOraTta MbIWMKHbIX
MOHOKJI0HasNbHbIX aHTUTen k CA72-4 yenoBeka C Nepokcuaasol XpeHa. B pesynbtaTte
obpasyeTcs CBA3aHHbIN C NNACTUKOM «CIHABUY», coAepiKallmii nepokcnaasy. Bo Bpems
MHKy6aumMm C pactBopoM cybcTpata TeTpametunbersuamHa (TMB) npoucxoaunT
OKpalmMBaHne pacTBOpPOB B IyHKax. MHTEHCMBHOCTb OKpacku NpsiMO NponopLMoHanbHa
KoHUeHTpauun CA72-4 B uccnepyemom obpasue. KoHueHTpaumio CA72-4 B uccnenyembix
obpa3suax onpeaensitoT No KanaMbpoBOYHOMY rpaduKy 3aBUCUMOCTU OMTUYECKOM
NAOTHOCTM OT coaepxaHust CA72-4 B KannMbpoBOYHbIX Npobax.

3. AHAJTIUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneundUNYHOCTD.

Mcnonb3oBaHWE MbIWNHBIX MOHOK/TOHANbHbIX aHTUTen K CA72-4 no3BoNseT 4OCTUYb
BbICOKOW CneunduyHoCTN aHanmsa.

3.2. Bocnpou3BoaUMOCTb.

KoadduuneHT Bapuauum pesynbTaTtoB onpeaeneHns copepxaHua CA72-4
B OAHOM M TOM e obpasue CbiIBOPOTKM (Mna3Mbl) KPOBWU C MCNofb3oBaHMeM Habopa
«CA72-4-UOA» He npeBblwaeT 8.0%.

3.3. JINHEeMAHOCTb.

3aBUCUMOCTb KOHUeHTpauun CA72-4 B obpasuax CbiIBOPOTKM (Mna3Mbl) KpOBM
npv pasBefeHWN UX CbIBOPOTKOW (Mna3moin) KpoBu, He cogepxaien CA72-4, nmeet
NIMHENHbIN XapakTep B Anana3oHe KoHueHTpauuin 5-200 Ea/mn n coctaBnseT £10.0%.

3.4. TOYHOCTb.

[aHHbIN  aHaNUTMYECKMIi napameTp MpPOBEPSETCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBUE U3MEpPeHHON KoHueHTpauun CA72-4 npeanucaHHON, NosyvYeHHON nyTem
CMeLlLUMBaHUS paBHbIX 06BHEMOB KOHTPOJIbHOW CbIBOPOTKW M KannMbpoBOYHOM Mpobbl
15 Eg/mn. MpoueHT «oTKpbITUa» coctasnseTt 90-110%.

3.5. YyBCTBUTENBHOCTb.

MuHMManbHas AocToBepHo onpeaensieMas Habopom «CA72-4-UDA» KOHLEHTpaLMs
CA72-4 B cbiBOpPOTKe (nnasme) KpoBu He npesbiwaeTt 1.0 Ea/mn.
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5. MEPbI MPEAOCTOPOXHOCTHU

5.1. lNoTeHUManbHbIN pUck NnpuMmeHeHna Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a uckntwoudeHuem crton-peareHta (5.0% pactsBop
CEpHOWN KNCNOTbI), B UCMOMb3yEMbIX KOHLEHTPALUUSX SIBASIKOTCS HETOKCUYHbIMU.

PacTBop cepHoli  kucnoTbl ob6najaeT pasgpaxawwum geicteuem.  Usberatb
pa36pr3FI/IBaHI/I$| M nonagaHna Ha KOXY U CNU3UCTbIE. |-|pl/| nonagaHWM Ha KOXY U CIIM3UCTblIE
NOPaXXeHHbIN y4acToK crneayeT NpoMbiTb HONbLIMM KOMYECTBOM NMPOTOYHOM BOAbI.

5.3. Npu pabote c Habopom cneayet cobnogaTth «lpaBunia yCcTpoOMCTBa, TEXHUKM
6e30nacHoOCTM, MNPOM3BOACTBEHHON CaHUTapuu, MNPOTUBO3MUAEMUYECKOrO pexunMa u
JINYHOM rurneHol npu pabote B nabopaTopusax (OTAeneHusx, oTAenax) CaHWTapHO-
3MNAEMUONONMYECKUX YUYPEXAEHUN cucTeMbl MUHUCTepCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayetT HageBaTb OAHOpPa3OBble PE3VMHOBbLIE WAN
naacTMKOBblE NepyaTKKM, Tak kak obpa3Lbl KpOBKU YenoBeka crneayeT paccMaTpuBaTh Kak
noTeHUManbHO UHMULUMPOBaAHHbIA MaTepuarsn, CNocobHbIN ANUTEeNbHOE BpPeMs COXpPaHATb
n nepenasatb BUY, Bupyc renatuta unam ntoboi gpyron Bo36yanTtenb BUPYCHOM MHMEKLMN.

6. OBOPYAOBAHUE U MATEPWUAJbI,
HEOBXOAUMBIE NPU PABOTE C HABOPOM

- (doToMeTp BEpTUKANbHOIMO CKaHMPOBaHUS, NO3BOASIOWMNA U3MEPSTb ONTUYECKYHO
MIO0THOCTb COAEPXMMOrO JIYHOK MaHLweTa npu AsvHe BONHbl 450 HM;

- TepMocTaT, noaaepxusatowmin Temnepatypy +37 °C £2 °C;

- [03aTopbl CO CMEHHbIMM HAaKOHEYHMKaMK, Mo3BOnSwLWMe oTéupaTb 06BLEMDI
B AnanasoHe 20-250 mkn;

- UWAWHAP MEepHbI BMecTuMocCTbio 1000 Mmn;

- BOAA AUCTUINIMPOBAHHas;

- nepyaTKu pe3nHOBbIE UIWN MIacTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOAroTOBKA PEATEHTOB A1 AHAJIU3A

7.1. MNepen npoeeneHMeM aHanusa KOMMNoHeHTbl Habopa n nccneayemblie obpasubl
CbIBOPOTKM (MNs1ia3Mbl) KPOBM cneayeT BblAepXaTb MNpM  KOMHATHOW TemnepaType
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpuroTtoBneHMe rnJiaHLweTa.

BCKpbITb MakeT C MAAHWETOM W YCTaHOBUTb Ha paMKy HeobxoAMMoe KONIMYecTBO
cTtpunos. OCTaBLUMECS HENCMONb30BaHHLIMU CTPUMbI, YTOObI MPeAoTBPaTUTL BO3AENCTBME
Ha HUX BNaru, TwaTenbHO 3aKnenTb 6ymMaron Ana 3aK/iemBaHns NaaHWeTa u XpaHuTb Npu
TeMmnepaType +2...+8 °C B TeyeHue Bcero cpoka rogHoctn Habopa.

7.3. MpurorosneHne OoTMbIBOYHOIO pacTeopa.

Copepxumoe (pnakoHa C KOHUEHTPATOM OTMbIBOYHOro pactsopa (22 mn), nepeHectn
B MepHbIi uunnHap BMecTuMocTbio 1000 mn, pobaButb 550 M AncTMANMpoBaHHOMN
BOAbl W TWaTenbHO nepemewatb. B cnyyae gpobHoro mncnons3osaHus Habopa cneayer
oTobpaTb HeobxoaMMoe KOSIMYECTBO KOHLEeHTpaTa OTMbIBOYHOrO pacTBopa M pasBecTu
ANCTUNNNPOBAHHON BoAoW B 26 pa3 (1 M/ KOHLUEHTpaTa OTMbIBOYHOro pacrteopa + 25 mn
OVUCTUNIMPOBAHHOM BOAbI).

7.4. NMpurortosBsieHne KOHblOraTa.

Pa3zbaBbTe KOHLUEHTpaT KoHblorata B 11 pasa 6ydepom Ans passeaeHns KOHUeHTpaTa
KOHbtoraTa. Hanpwumep, Ha oauH cTpun noHazobutcs 900 Mk KoHblorata: 90 Mkn
KOHLeHTpaTa KoHblorata + 900 mkn 6ydepa Ans pa3BeAeHUs KOHbloraTa.
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BHUMAHWE! Pa3zbaBneHHbIn pacTBOp KOHblOrata He xpaHutcs! Pasbasnsainte Tonbko Ty
YacCTb KOHLEHTpaTa KOHbloraTa, kotopas HeobxoamMma Ans AaHHOM NocTaHoBKM!

8. YCNnoBusa XPAHEHUA N SKCNJTYATALNUN HABOPA

8.1. Habop peareHToB «CA72-4-UDA» fOMKEH XPAaHUTLCSA B YNaKoBKe Npeanpusitus-
N3roToBuTENS NpW TemnepaType +2...+8 °C B Te4YeHne BCero Cpoka rofHOCTH, yKa3aHHOMo
Ha ynakoske Habopa.

[onyckaeTca xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3aMopaxusaHue Lenoro Habopa.

8.2. Habop paccuuTtaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnenyembix
o6pa3uoB, 5 kanmMbpoBOYHbIX Npob6 M 1 nNpobbl KOHTPOSLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBlUMECS HeMCrnosib30BaHHbIMKM CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

bymaror ansa 3aknevmBaHus NiaHwWweTa u XpaHuTb Npu Temnepatype +2...+8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- OCTaBLIMNCA HEWCMNOSb30BaHHbIM  KOHLEHTpaT OTMbIBOYHOrO  pacTeopa,
KOHblOraT, cybCcTpaTt, CTom-peareHT Mocne BCKPbITUS (akoHOB crneayeT
XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeyeHune BCero cpoka rogHoctu Habopa;

- KanmbpoBOYHble NPob6bl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (DIaKOHOB
cnenyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 mecsues;

—  TPUrOTOB/IEHHbI OTMbIBOYHbIN pPacTBOp CleAyeT XPaHWUTb MpU KOMHaTHOWM
Temnepatype (+18...+25°C) He 6onee 15 cytok wnm npu TemnepaType
+2...48 °C He 6onee 45 cyToK;

MpuMeyaHue. MNocne MCNoNb30BaHUA peareHTa HeMeAsIeHHO 3aKpbliBalTe KpbILKY

dnakoHa. 3akpblBanTe Kaxablh (h1akoH CBOEN KPbILLKOM.

8.4. [Ins npoBedeHMs aHanu3a He creayeT WCMNosb30BaTb FEMOSIM3MPOBAHHYHO,
MYTHYH CbIBOPOTKY (M/1a3My) KpOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepikallyo
asuna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepyeT xpaHuTb npu Temnepartype -20 °C. [oBTOpHOE 3aMopaXvBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (Ms1a3Mbl) KPOBU He AoMycKaeTcs.

8.5. VcknoyaeTtca ucnonb3oBaHMe AN aHanmsa o6pasLoB CbIBOPOTKM (Mna3mbl)
KpOBW NtoAewn, Nony4yaBlIMX B Lensax AMarHOCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIlUNHbIE aHTUTENa.

8.6. Mpu uncnonb3oBaHuM Habopa AN NpPoOBEAEHUSA HECKOSbKMX HEe3aBUCUMbIX
Cepuil aHanu3oB cneayeT UMeTb B BUAY, YTO AJ1S KaXA0ro HE3aBUCMMOro onpeaesieHus
Heob6xoAMMO  MOCTPOEHWE HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTcsl onpeaeneHne KoHueHTpaumm CA72-4 B KOHTPOJIbHOM CbIBOPOTKE.

8.7. [Ins nony4yeHus HaAexXHbIX pe3ynbTaToB HeobXoaMMO CcTporoe cobnwoaeHve
WNHCTpyKUMM No npuMmeHeHuto Habopa.

8.8. He wncnonb3yiite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMUHbIX
HabopoB Apyrmnx cepuii.
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10. OOKMWAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ysbTaTax nccnenoBaHuin, npoBeAeHHbIX
000 «XEMA», pekoMeHAyeM M0f1b30BaTbCAd HOpMaMu, NpUBEAEHHbIMU HUXe. BmecTe
C TeM, B COOTBETCTBMM C npasunamum GLP (Xopoler nabopaTopHOli NpakTUKK), Kaxaas
nabopatopus [o/mKHa caMa onpeaennTb MnapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemon nonynsunn.

NMpuMmeuaHue. 3HayeHus KoHueHTpauuh CA72-4 B wccnepayembix obpasuax,
HaxoAsWmecss Huxe rpaHuubl 4dyscTBuTenbHoctu Habopa (1.0 Ea/mn), a Takxke
npesblllaloWLne 3HavyeHne BepxHen KanubposouyHor npobbl (200 Ea/mn) cnepyet
npuBoAUTb B creaytouen dopme: B nccneayemom obpasue X koHueHTpaums CA72-4
Huxe 1.0 Ea/mn vnu Bbiwe 200 Ea/mn.

Epvuunupl, Ea/mn
Wccnepyemas rpynna = =
Huxnnii npepen | BepxHuii npegen
340pOoBbie AOHOPbI - 6.0

11. INTEPATYPA

1. DJ Byrne, MC Browning, and A Cuschieri - CA72-4: a new tumour marker for gastric
cancer. Br J Surg, Sep 1990; 77(9): 1010-3.

2. Ian J. Jacobs and Usha Menon - Progress and Challenges in Screening for Early
Detection of Ovarian Cancer. Mol. Cell. Proteomics, Apr 2004; 3: 355 - 366.

3. R Hamazoe, M Maeta, T Matsui, S Shibata, S Shiota, and N Kaibara - CA72-4
compared with carcinoembryonic antigen as a tumour marker for gastric cancer. Eur J
Cancer, Jan 1992; 28A(8-9): 1351-4.

Mo BonpocaM, kacawwmmcs kadectsa Habopa «CA72-4-UDA>,
cnepyet obpawartecs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a MNapkosas, a4. 48, 1-i noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)

3/1IeKTPOHHasa noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTens cnyx6bl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. . C. KocTpnkuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF CA72-4
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of CA72-4
in blood serum or plasma.

This kit is designed for measurement of CA72-4 in blood serum or plasma. The kit
contains reagents sufficient for 96 determinations and allows to analyze 42 unknown
samples in duplicates.

2. SUMMARY AND EXPLANATION

CA 72-4, or a carbohydrate antigen 72-4, is a high MW (230-1000 kD) antigen
(epitope) associated to gastric and ovarian cancer as well as some other malignancies
and not expressed in noticeable quantities in tissues of healthy adult individuals.
Quantitative determination of CA 72-4 in serum or plasma is helpful (particularly, in
combination with CA 19-9 - see Xema, Cat.# K223) for monitoring of gastric cancer
and its therapy, while combined determination of CA 72-4 and CA 125 (see Xema,
Cat.# K222) is used for monitoring of ovarian cancer.

Elevated levels of CA 72-4 are often seen in adenocarcinomas of the gastro-intestinal
tract, ovaries (mucinous type) and lungs. Besides, raised CA 72-4 is sometimes also
seen in patients with benign pathology (chronic inflammation, cysts, fibrosis). That is
why, results of CA 72-4 determination should always be interpreted in conjunction with
other laboratory and clinical data.

NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy may develop high titered anti-mouse antibodies
(HAMA). The presence of these antibodies gives false results in the present assay.
Sera from HAMA positive patients should be treated by depleting adsorbents before
assaying.

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 specific murine monoclonal antibodies
to human CA72-4. Antigen from the specimen is captured by the antibodies coated onto
the microwell surface. Unbound material is removed by washing procedure. Second
antibodies — murine monoclonal Ab to human CA72-4, labelled with peroxidase, 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 concentration 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 20-250 pl;
- 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. A short-term
storage at higher temperatures (nmt 25 °C for nmt 5 days) is allowed (e.g., during
transportation).
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 should be tested during the day of sampling. If test run is scheduled
for another day, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +25 °C) before use.

- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

Document: K244I Instruction version: 1901 Format version: 901

12



XEMA

*uoilonpaJ ejep 104 poyiaw juiod-Ag-juiod Alddy | ZT
103e.1qI1|BD 3S4Y U0 Mue|q J93woloyd 39S | TT
"wu 0GP 38 (Aususp [eonndo) O ainsesy | 0T
"gdINL Se J9pJ0 Swes ay3 ul S||dm Y3 0jul 4O1S 4o |1 00T asuadsig | 6
'S||]9M JO uo13el0]0d an|q uo buipuadap ‘seinulw 0Z-0T 404 dde|d MJep e u| 93egqndul | 8
'S9INUIW € UlyIM pa33|dwiod 39 pinoys giWl 4o Buisuadsiq *s|lam ay3 ojul W1l SANS 4o | 00T dsuadsid | £
'sawl} g sdiI3s ay3 ysem
u3em paj|iasip Aq X9 HSVYM 4Ng 231e13uaduod uonnjos buiysem jo uonnjip X9z Agq uonnjos buiysem atedald | 9
Do LE 1B SAINUIW Q9 @1egNOUT | §
‘ade) aAIsaype aie|d AQ S||9M 3y3 J9A0D *S||d9M dU3 03Ul d¥H [NOD 4o | 00T asuadsiq | +
*(31 3y3 o3ul papnpoul) adey aAlsaype a3e(d Aq s||om
3U3 J9A0D 'S|[dM BY3 03Ul so|dwes umouxun pue JOYLNOD sajdwes |043u0d ‘G—T Ty sJoieaqied jo |l gz 3adid | €
‘unJ Aesse |enjoe 10j
paJinbal awn|oA ay) aJdedaud jpa403s 99 J0U pINOYS pue a|geisun si uonin|os a3ebnluod Bupom :NOILNILLY
1944nq uoin|ip ajebnfuod Aq pjos TT 3es3uaouo0d 23ebnluod jo uonnjip Aq uoiinjos azebnluod bupjiom asedald | ¢
'SdIYLS d3asNNN WOoY4d
3dVL ONITVAS IAISIHAY IAOWIY LON Od ‘d|des umouxun yoes Joj s|ldM OM} pue TOYLNOD ss|dules
|0J3U0D pue G-T V¥D S403e1qI|RD BY3 104 S||OM ¢ T 93ed0]||e {aweldy ay3 0jul sd13So.dlw JO Jaquinu paJisap ay3ind | T

aJnpadoud Aessy g /L

Format version: 901

Instruction version: 1901

Document: K2441

13



K2441

8. QUALITY CONTROL

It is recommended to use external control samples (not included) according to state
and federal regulations. The use of external 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

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus CA72-4 concentration.

9.3. Determine the corresponding concentration of CA72-4 in unknown samples
from the calibration curve. Manual or computerized data reduction is applicable on this
stage. Point-by-point or linear data reduction is recommended due to non-linear shape
of curve.

9.4. is presented a typical example of a standard curve with the XEMA Co. Not for
calculations!

Calibrators Value Abs«;;l;aon;:nl)lmts - B

CAL 1 0 U/ml 0.08 f

CAL 2 5 U/ml 0.17 f

CAL 3 15 U/ml 0.32 . >

CAL 4 50 U/ml 0.67 , e ) ) )

CAL 5 200 U/ml 2.13 ’ “ Cin
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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
therapeutical measures. Each laboratory should establish its own normal range for
CA72-4. Based on data obtained by XEMA, the following normal range is recommended
(see below).

NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.

NOTE2: if analyte concentration in a specimen is lower than the analytical sensitivity
(2 U/ml) or higher than the highest calibrator (200 U/ml), it is recommended to express
the results in the following manner: “CA 72-4 concentration is lower than 1.0 U/ml”
or “CA 72-4 concentration is higher than 200 U/ml".

Units, U/ml
Lower limit Upper limit
Healthy individuals - 6

Patient group

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 1.0 U/ml.

11.2. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
CA72-4 concentrations. Linearity percentages obtained within the range of 5-200 U/ml
fell within 90-110%.

11.3. Recovery

Recovery was estimated by assaying a mixed sample (Contol + calibrator 3,
1:1) with known CA72-4 concentration. The recovery percentages ranged from 90%
to 110%.

11.4. High-dose hook effect was not seen up to 50 000 IU/ml.

12. LITERATURE

1. DJ Byrne, MC Browning, and A Cuschieri - CA72-4: a new tumour marker for gastric
cancer. Br J Surg, Sep 1990; 77(9): 1010-3.

2. Ian J. Jacobs and Usha Menon - Progress and Challenges in Screening for Early
Detection of Ovarian Cancer. Mol. Cell. Proteomics, Apr 2004; 3: 355 - 366.

3. R Hamazoe, M Maeta, T Matsui, S Shibata, S Shiota, and N Kaibara - CA72-4
compared with carcinoembryonic antigen as a tumour marker for gastric cancer. Eur ]
Cancer, Jan 1992; 28A(8-9): 1351-4.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBakaembiin Knnent!

Ecnv B npouecce paboTbi c Hawmmn Habopamu Bam noHagobunmnce nnacTMkoBble BAHHOUKM ANA KUOKUX
peareHTOB, OJHOPa30Bble HAKOHEUHWKW [J1A 403aTOPOB UMW AOMOHUTENbHbIE O6BEMbI PeareHToB
(KoHLeHTpaT oTMbiBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnnbeHsmamHa (TMB),
CTOM-peareHT), BXoAALWmMX B cocTas Habopa, npocum Bac obpatnTbca K noctaByuky npogykumn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBnAloTcA 6ecnnaTtHo, B Heob6xoanMom ana
_MPOBe/AieHIA aHanu3a Konuyecrse.

J
MNMepeveHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHGEKLMOHHBIX N
3aboneBaHuii npoussoacTBa 000 «XEMA»
N2 no katanory HanmeHoBaHmne

K101 «Toxoplasma IgG-UDA» N n..n“:':ﬁ:“;::::'r.m:..

K101™M «Toxoplasma IgM-NOA»

K102 «Rubella IgG-DA»

K102M Rubella IgM-MIOA» A

K103 «Cytomegalovirus IgG-VOA» Hssausssoommox Lo

K103M «Cytomegalovirus IgM-UDA» —

K104 «HSV 1,2 IgG-NOA»

K104M «HSV 1,2 IgM-VIOA»

K105 «Chlamydia IgG-VIOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cudpunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHTutena-MOA»

K121 «Aspergillus IgG-NDA»

Homep ropauei nuHumn rexHnyeckom nopaepxku KnveHros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropsiyeit NIMHMK GecnnaTHbI /15 3BOHSALLErO C lo60ro
MOGUNBbHOTO MK CTaLroHapHoro TenedoHa Nno Bcel Tepputopun Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioKeHUI No agpecam:
LleHTpanbHbiit opuc 000 «XEMA»
Azpec Ana KoppecnoHAeHUmn:

105043, r. MockBa, a/a 58 S
105264, r. MockBa, yn. 9-a Mapkosas, f. 48, 1-i1 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 «Xeman, Ten.: +7 (812) 271-24-41

191144, CankT-TMeTepbypr, [lertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Odwic: 220029, MuHck, MpocnekT Mawweposa, a. 11,
nutep A, kopn. 8/K, opnc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, . Knes, yn. Akapemvika Edpemosa, f. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKUIA NO NPUMEHEHWIO HABOPA PEATEHTOB
ana UMMYHO®EPMEHTHOIO OMNMPEAEJIEHNA
C-NMENTUAA B BUOJTIOTMYECKUX XKUAKOCTAX YEJIOBEKA

«C-MENTUA-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FORTHE QUANTITATIVE DETERMINATION

OF C-PEPTIDE IN HUMAN BLOOD SERUM OR PLASMA, URINE

C-peptide EIA

HOMEP MO KATANIOTY K267C

TY N2 21.20.23-2671-18619450-2018

PETMICTPALIMOHHOE YOOCTOBEPEHUE
N2 P3H 2018/7915 ot 06 fekabps 2018 .

Antutena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBytoT

KOHTpOnbHble CbIBOPOTKY, BXOAALLME B COCTaB Ha6opa, NHAKTUBUPOBaHbI.

W For 96 determinations/Ha 96 onpenenexui

[nA uH 8UMPO ANArHOCTUKM

u XEMA Co., Ltd.

The 9th Parkovaya str., 48

105264 Moscow, Russia

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

e-mail: redkin@xema-medica.com
internet: www.xema-medica.com
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Polmed.de

Steinacker 20, D-73773
Aichwald, Germany

e-mail: info@polmed.de



2L9TH

e N e N e N
i1/ 1w 00T |l / 1w 00T
il
sans dols %
@ 9, Ge+8l S—
golelrqurAead exiogedgo
1edidgA) T suneg/iHy 1H31ead-uoL) ‘Budiaworod
\ J \ J \ J
s N e N N
I / 1w 00T
Oo GZ+ 8L+ MW - mm
aoneedgo x1I9WaAWaLOOU U
sawi} G ysem mwirodogiqad uoHarodLHON
|/ €ed g exgiIanLQ T suhegAxHy 1BIOI9LHO)| ‘godu x19HhogodguLre) auHadaHg
\ J \ J \. J

ainpasoud s8] | ecuLreHe BUHBTPgOdU BINBX D)




XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 2
3.  AHAJNIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 8
CONTENT
1. INTENDED USE 9
2. PRINCIPLE OF THE TEST 9
3.  WARNINGS AND PRECAUTIONS 10
4. KIT COMPONENTS 11
5. SPECIMEN COLLECTION AND STORAGE 12
6. TEST PROCEDURE 12
7. QUALITY CONTROL 14
8. CALCULATION OF RESULTS 14
9. EXPECTED VALUES 15
10. PERFORMANCE CHARACTERISTICS 15

MNHCTpyKumna cocTaBneHa PykoBoauTenem cnyxbbl kineHTckoro cepsmuca 000
«XEMA», k. 6. H. []. C. KOCTpPUKUHbBIM

Document: K267CI Instruction version: 1901 Format version: 612

1



K267CI

MHCTPYKLUHMNA NO NPUMEHEHUIO HABOPA PEATEHTOB
ana AMMYHO®EPMEHTHOIO ONPEAEJIEHUNA
C-NMENTUAA B BUOJIOTNMYECKUX XXNOKOCTAX YEJTOBEKA
«C-NENTUA-NDA>»

1. HASBHAYEHME

1.1. Habop peareHToB «C-nentna-UOA» npepHasHaveH A9 KONMYECTBEHHOrO
onpeaeneHuns KoHUeHTpauum C-nenTtuaa B CbiIBOpOTKe (N1asmMe) KpoBu, MoYe MeTOL40M
TBEpAO0(da3HOro MMMyHOMEPMEHTHOIO aHanmsa.

2. NMIPUHUMN PABOTblI HABOPA

Onpepenenne C-nenTvAa OCHOBAHO Ha WCMNOSb30BaHUM <«C3HABUY»-BapuaHTa
TBEpAO0ha3HOro MMMyHOMEPMEHTHOrO aHann3sa. Ha BHyTpeHHeN NoBEePXHOCTU JTYHOK
nnaHweTta MMMO6MNM30BaHbl MbIlWWHbIE MOHOKJ/IOHasjlbHble aHTUTena K c-nentunay
yenoseka. B nyHkax nnaHweTa, npu gobasneHnn nccnegyemoro obpasua, npoMcxoamt
cBaA3blBaHWe C-nenTuaa, CoAepXKallerocs B uccnenyemMom obpasue, € aHTUTenamu
Ha TBepaol dase. Obpa3oBaBLIMACA KOMMIEKC BbISBASIOT C MOMOLbI KOHblOrata
MbIWMHBIX MOHOKJ/IOHaNbHbIX aHTUTen k C-nenTtuay 4enoBeka C MepoKcuMaa3omn
XpeHa. B pe3ynbraTe o6pasyeTcs CBA3aHHbIM C NIAaCTUKOM «CIHABUY», COAEPXKaLLUA
nepokcmpasy. Bo Bpems nHkybauumn c pactsopom cybcTtpata TeTpameTunbeHsnamHa
(TMB) nponcxoanT oKpalnBaHWe pacTBOPOB B TyHKaX. MHTEHCUMBHOCTb OKpPaCKun NpsamMo
nponopunoHanbHa KoHueHTpauum C-nentuaa B uccneayemom obpasue. KoHueHTpaumio
C-nentnaa B muccneayemblx obpasuax onpenensioT rno KanmbpoBo4YHOMY rpaduky
3aBUCUMOCTU ONTUYECKOM MSIOTHOCTU OT codepxaHusa C-nentvaa B KannmbpoOBOUHbIX
npobax.
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3. AHAJINTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmnUYHOCTb. epeKkpecTHas peakuus MbIWNHBIX MOHOKJIOHASbHbIX
aHTUTen Kk C-nenTuay 4YenoBeka C APyruMy aHanmTamu npuseaeHa B Tabnuue:

Axanut NepekpecTHan peakuua, %
MHCYNNH YenoBeka <0.01
NMPOWHCYNNH YesioBeKa (MHTaKTHbIN) 2.7
Humalog 0.3

3.2. Bocnpon3BoaUMOCTb.

KoadduruneHT Bapnaummn pesynbTatoB onpeaeneHuns cogepxaHua C-nentuaa B
OAHOM M TOM e obpa3sue cbiBOPOTKM (Nna3Mbl) KPOBU C ucnosb3oBaHuem Habopa
«C-nentna-NOA» He npesbiwaeT 8.0 %.

3.3. JINHEeNHOCTb.

3aBUCUMOCTb KOHLEeHTpauun C-nentuaa B obpasuax CbiBOPOTKM (N1a3Mbl) KPOBU
npu pa3BefeHUN UX CbIBOPOTKOM (M1a3Moi) KpoBM, He coaepxaller C-nentna, numeet
NIMHENHbI XapaKTep B AMana3oHe KoHueHTpauui 0.2-20 Hr/mn un coctasnseT £10.0 %.

3.4. TOYHOCTD.

[aHHbI aHanUTUYEeCKMin napamMeTp MNpPOBEpseTCa TECTOM Ha <«OTKpbITME» —
COOTBETCTBME U3MEPEHHOW KOoHUueHTpauum C-nentmaa npeannucaHHOW, Mosy4YeHHOM
nyTeM CMelMBaHUS paBHbIX 06BbEMOB KOHTPOJIbBHOW CbIBOPOTKM W KanvbpoBOYHOWM
npo6bl 0.5 Hr/Mn. MNMpoueHT «oTKpbITUA» cocTaBnseT 90-110 %.

3.5. YyBCTBUTENIbBHOCTD.

MuHuManbHaas  OOCTOBEpPHO  ornpepensemas Ha6opom «C-nentna-NoOA»
KOHUeHTpaunsa C-nentnaa B cbiBOpOTKe (Maa3Me) KpoBu He npesbiwaeT 0.015 Hr/mi.

3.6. Xyk-addekr.

He o6Hapy»eH Ao kKoHueHTpauun 400 Hr/mA.
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5. MEPbI MPEAOCTOPOXXHOCTH

5.1. MNoTeHUManbHbIN pUck NpuMeHeHus Habopa - knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMMoHeHTbl Habopa, 3a uckntoyeHneMm cton-peareHTta (5.0 % pacTtBop
CepHOW KUCMOTbI), B UCNOJIb3YEMbIX KOHLEHTPaUMSaX ABNAIOTCA HETOKCMYHbIMU. PacTBop
CepHoM KkucnoTbl obnagaer pasgpaxkatowmm genctemem. M3beratb pasbpbiarmBaHus u
nonagaHus Ha KOXy W cam3uctble. MNpu nonagaHnn Ha KOXY U C/IM3UCTbIE MOPAXeHHbIN
y4acToK cieayeT NpoMbITb 60MbLINM KOTMYECTBOM MPOTOYHON BOAbI.

5.3. lNpwn paboTte c Habopom cnepyet cobnoaath «lpaBuna yCTpoOMCTBa, TEXHUKMU
6e30macHOCTM, MPOU3BOACTBEHHONW CaHUTapuu, MPOTUBO3MNUAEMUYECKOrO pexunma
M NIMYHOW ruUrmeHbl Npu paboTe B nabopatopusax (OTAeNeHusx, oTAenax) CaHWTapHO-
3NUAEMNONOMNYECKNX YUPEXAEHUI cucTeMbl MUHUCTEpPCTBA 34paBooxpaHeHus CCCP»
(MockBa, 1981 r.).

5.4. lNpun pabote c Habopom cneayeTr HageBaTb OAHOPA30Bble pe3VMHOBbIE WU
NIacTUKOBbIE MepyaTKK, Tak kak obpasubl KpOBM YenloBeKa cneayeT pacCMaTpmBaTh Kak
noTeHuManbHO MHOULMPOBAHHbIM MaTepuan, CNOCO6bHbIN ANNTENbHOE BPEMS COXPaHSATb
n nepepasatb BWY, Bupyc renatuta wuam nwbow aApyron Bo3byauTenb BUPYCHOW
MHbeKunn.

5.5. Bce wucnonb3oBaHHble OAHOpa30Bble MaTepuanbl noaBepratb o0b6paboTke
Ae3VHDUUMpYLWMMKN cpeacTBamMn C nocrneaywoouwen ytunusaumen (cm. MY-287-113
«MeToamyeckme ykasaHus no Ae3vHdeKkunn, npeacTepuv3aunmoHHON OUYUCTKE W
cTepunM3aummn n3pennin MeaMUMHCKOro HasHavyeHns»).

5.6. MeauumHcknme oOTxoAbl Knacca b. YTuamsauuio UM YHUYTOXEHME,
Ae3nHdekumo HabopoB peareHTOB cneayeT MpoBoAUTb B COOTBeTCTBUM € CaHluH
2.1.7.2790-10 «CaHuTapHoanungemMmonormyeckne TpeboBaHnsa K obpaweHuto ¢
MeAMUMHCKUMK oTXogamMu» n MY-287-113 «MeTtogmnueckme ykasaHusl No gesmHdekunm,
npeacTepunn3aunoHHON OUNCTKE N CTEPUIMU3ALUN N3AENVNA MEAULIMHCKOTO Ha3HAUYEHUS».

6. OBOPYJOBAHUE N MATEPUAIJ1bI,
HEOBXOAWMBIE NPU PABOTE C HABOPOM

- @dOoTOMETp BEPTUKANbHOIO0 CKaHMPOBaHUS, MO3BONAOWMA N3MEPATb ONTUYECKYHO
MAOTHOCTb COAEPXMUMOro JIYHOK MiaHLweTa npu AJIMHE BOMHbI 450 HM;

- [03aTopbl CO CMEHHbIMM HaKOHEeYHMKaMu, Mo3BonslwMe oTb6MpaTb 06bEMbI
B Anana3oHe 25-250 mkn;

- UMAMHAP MepHbIN BMecTuMocTbio 1000 Mn;

- BOA@ AUCTUNNIMPOBaHHas;

- MepyaTKu pe3nHOBbIE UAW NIACTUKOBbIE;

- bymara dunbTpoBasbHas.

7. NOArOTOBKA PEAFEHTOB )11 AHAJIU3A

7.1. MNMepen npoBefeHWeM aHanu3a KOMMNoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKW (Nn1a3Mbl) KpOBM cleayeT BblAepXaTb MPpW  KOMHaTHOW TemnepaType
(+18...425 °C) He MeHee 30 MUH.

7.2. MpuvroToBJieHUe nJjaHLweTa.

BckpbITb NakeT € NiaHWeTOM M YCTaHOBUTb Ha paMKy HeobxoanMOe KOM4ecTBO
cTpunoB. OcTaBwKWecs HEWCNONb30BaHHbIMM  CTpUMbl, 4YTO6bI MpPeaoTBpPaTUTb
BO34ENCTBME Ha HUX BNaru, TwaTtenbHO 3aknenTb bymaron Ans 3akienBaHus nnaHweTa
M XpaHUTb Npu TemnepaType +2...4+8 °C B TeyeHune Bcero cpoka rogHoctn Habopa.

7.3. MpurotoBJsieHME OTMbIBOYHOI0 pacTtBopa.

Copepxumoe dnakoHa ¢ KOHLEHTPaTOM OTMbIBOYHOro pactesopa (22 M), nepeHecTun
B MEpHbI uUMAnHAp BMecTuMocTbto 1000 mn, pob6aButb 550 MA AUCTUANMPOBAHHOM
BOAbl W TWATeNbHO nepemewaTtb. B cnyyae gpobHoro ucnonb3oBaHua Habopa cneayer
oTo6paTb HEO6X0AMMOE KOMMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBopa M pasBecTu
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ONCTUNNMPOBaHHOM BodoW B 26 pa3 (1 MAN KOHUeHTpaTa OTMbIBOYHOrO pacTteopa +
25 MAN AUCTUNNNPOBAHHOM BOAbI).

7.4. NoarotoBka KaJnMbpoBOYHbIX NMpob.

MpurotoBbTe KanMbpoBoUHbIE MPO6bLI M KOHTPOJIBHYO CbIBOPOTKY: AobaBbTe 0.5 Mn
6MANCTUNNMPOBAHHOM BOAbl B KaxAbl (hfakoH W TWaTenbHO nepeMellanTe. Xuagkue
KannbpaTopbl AOMKHbI ObITb MCMOMb30BaHbl B TeyeHwe 72 4acos; A/ MOBTOPHOMo
MCMNONIb30BaHMs UX PEKOMEHAYETCS 3aMOpPO3UTb B asIMKBOTax Mpu TemnepaType Huxe
15°C. Ona 6onee AnUTENbHOrOo XpaHeHusi KanmbpaTopbl MOXHO AaNMKBOTMPOBATb M
XPaHUTb 3aMOPOXEHHbIMW NpK TeMnepaType Huxe -15°C. BHUMAHUE: ponyckaeTtcs He
6onee 1 umkia 3amMopakmBaHus-oTTamBaHmus!

7.5. MNMoaroTtoBka o6pa3uoB MouM:

OcBeTnute o6pasubl ueHTpudyrvposaHuemM. Paszbasbte B 21 pa3 Bydepom ans
pa3BeaeHus obpasuos. Npumep: 10 mkn obpasua + 200 mkn bydepa ana pa3seneHus
o6bpa3uoB. BHnMMaHue: pasbasneHHbIi obpasel He XxpaHuTcs!

8. YC/1OBUA XPAHEHNA U SKCNNTYATALUNN HABOPA

8.1. Habop peareHToB «C-nentna-N®A» fonxeH XpaHUTbCS B yNakoBKe NpeanpusTms-
M3roToBuTens NpuTeMnepaTtype +2...+8 °C B Te4eHne BCero Cpoka rogHOCTH, yKa3zaHHOro Ha
ynakoske Habopa. [lonyckaeTcsi XxpaHeHue (TpaHcnopTupoBka) Habopa npu TemnepaType
no +25 °C He 6onee 15 cyTok. He gonyckaeTcs 3aMopa)MBaHue Lenoro Habopa.

8.2. Habop paccuMTaH Ha npoBeAeHMe aHanmMsa B AybnukaTtax 41 uccnepyemoro
obpasua, 6 KkannMbpoBOYHbIX MPo6 M 1 Npobbl KOHTPOSILHOW CbIBOPOTKKM (BCero 96
onpeaeneHnin).

8.3. B cnyyae apobHoro ucnosnb3oBaHus Habopa KOMMOHEHTbI cneayeT XpaHUTb
cnepytowmm obpasom:

- OCTaBLUMECS HEMCMNOIb30BAHHbIMU CTPUMbl HEOOXOANMO TLWATENBHO 3aK1enTb bymaromn
AN 3aKNenBaHWS MnaaHweTa U XpaHuTb Npu TemnepaTtype +2...+8 °C B TeueHue Bcero
cpoka rogHocTtn Habopa;

- N®A-Bydep, koHbloraT, cybcTpaT, CTon-peareHT Nocie BCKPbITUS NakoHOB creayeTt
XpaHuTb Npu TemnepaType +2...+8 °C B TeyeHune BCero cpoka rogHoctn Habopa;

- KannbpoBoYHble Npobbl U KOHTPO/IbHYIO CbIBOPOTKY MOC/AE NMPUrOTOBNEHUS cneayeT
XpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 72 yacoB. [lonyckaeTcsi OAHOKpaTHas
3amopo3ka npu Temnepatype -20 °C n HUxe, XxpaHuTb He bonee 12 mecsaues;

- OCTaBLWINCA HEWCMNONb30BaHHbIM KOHLEHTpaT OTMbIBOYHOrO pacTBopa cleayet
XpaHuTb Npu TemnepaType +2...+8 °C B Te4yeHune BCero cpoka rogHoctn Habopa;

- NPUrOTOB/IEHHbIM OTMbIBOYHbIN PacTBOp ClieAyeT XpaHUTb NPY KOMHATHOM TeMnepaType
(+18...4+25 °C) He 6onee 15 cyTok unm npu Temnepatype +2...+8 °C He 6onee 45 cyTokK.

MNpuMeyaHue. Mocne WMCNOAb30BaHUS peareHTa HeMeAsleHHO 3aKpblBalTe KpbIWKY
¢nakoHa. 3akpbiBaiTe Kax bl hf1akoH CBOEN KPbILLIKOWA.

8.4. [1na npoBefeHUs aHanu3a He crieayeT MCMoNb30BaTb FEMOSIM3UPOBAHHYIO,
MYTHYH CbIBOPOTKY (M/1a3My) KpOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Npon3BoAMTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (M1asmy)
cnepyeT XpaHuTb npu TemnepaType -20 °C. [oBTopHOe 3aMopaxuBaHue-oTTansaHue
06pasuoB CbIBOPOTKM (Ma3Mbl) KPOBM He gonyckaeTcs. [lonyckaeTcsi uccnenoBaHue
CbIBOPOTOK, XpaHEHUe KOTOpbIX C MOMeHTa 3abopa KpOBM OCYLLECTBASNOCL MNpuU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyTok. O6pasubl MOUUN crieayeT OCBETIUTb
LeHTpudyrnposaHuem nepes aHaamsoM Uam nocsae pasMopo3Ku.

8.6. lpun wncnonb3oBaHun Habopa Ana nNpoBeAEHUS HECKOSIbKUX He3aBUCUMbIX
cepui aHanu3o0B cneayeT UMeTb B BUAY, YTO ANSA KaXAOro He3aBMCMMOro onpeaeneHus
HeobxoaMMOo MOCTPOEHME HOBOIro KaMbpoBOYHOro rpadmnka; KpomMe 3Toro, peKkoMeHayeTcs
onpeaeneHue KoHueHTpauum C-nentnaa B KOHTPOJSIbHOW CbIBOPOTKE.

8.7. [lna nony4yeHuss HaZeXHbIX pe3ynbTaToB HeobxoaAuMO CTporoe cobniogeHue
NHCTpYyKUMKN NO npuMeHeHuto Habopa.

Document: K267CI Instruction version: 1901 Format version: 612

6




XEMA

‘BuHaToaced doed eH 1eiqurAsad MIGHHOhALIOU SLAXOHWA ‘(Z'U "WD) nunroacedradu Nasedqo WIAWaATOLOOMU
nuo3 'xeneedgo XIAWSATOWIOM g eruiuau-) auHexdswod Adudeds AWoHhogodguued ou  aimuaraduQ

4

"TOLOW («dHhOL ¥ UNhOL LO» ‘NIGHUDHUL
-OHhOJAM) YIgHareadaLlHn a1yAequoudmn exundedl oloHhogodguuey (Mnunewnoxodu-ue) e1ond9o ewimndolue suff
*(WH 0S¥ LIO) 9odu XI9Hhog0dguLeX 91D0HLOLL BeMIShMLLUO - (A) LeHMEdo 920 ‘(UW/1H) Xegodu xiaHhogodguue
g eruLuau-) BUNRdLHITNHON - (X) 20MNdge 920 :Mudedl niaHhogodguued xeleHUTdooN XIGHUSHUL 8 9110dLd0] |

1T

*1D @90du noHnogodguurex ou
91yBLaeldi9g edLOaW0L0d MHewqg 'elH91ead-U01d BMHID9HE 9UD0U HUW GT S9MHOhOL g Midagenodu OWNTOXQOSH
eLIMHEeLU MOHAL OJOWMXADTOD [|O SUHIAOWE *WH QGf I9HLUO09 SHUUT mdu BUH-egodUHEMD OloHAueduLidasg
9dlowoLod eH eldmHeul MOHAL OJoWmM¥daod (LUQO) UWLIDOHLOKU WUOMNIDhULIUO AHUKULUDE diadamWEW

0T

1941 UI9LUDX
-oMde g sdoloeammedi0 MOHAL 90WMXdDT0D Wole ndu ‘eirHalead-uoLd IW QQT OU ‘eHUTMEHDgUMLBWRdLDL
e1ed1dogAd dogioed m ded ‘MLIDOHALDLRE0TaLO0U X KMOL 8 M O19100doMD 39X KOL O MMHAL 929 09 31MIDHY

‘BMHeanmedM30 0J9HMD suLngsed
WMHILUILD 10 MLdowmomngee g LAHUW QZ-0T 9UHBhaL 8 (Do G2+ "'8T+) 9dALedou-WaL YOHLBHWOM MdLU SLOHWOL g
LamHelu 9LUAAUQANHIA "HUW €£-Z SMHIhAL g N1D989eM0dL OWNTOXQOIH UNHAL 8 BHUTNEHBQUML-dWedlaL e1ed1dgAd
edogloed snHIO9HG ‘eHUDUEHdgUUIdWeRdLIaL eredidgAd edoalded MW QOT OU UMHAL 928 09 91MI9HY

'91eWAQ MoHALea0dLaund ou MMHIXOLOL WOLAHASgadaU g elaMHeL L WOMHREUNALOOU NOHAL €M NLDONTUX
MMLR1D0 9lBLURTA OHAULRIML OWNTOXQOSH MMHRIOAULHEIST Womked nudl] "d19AgadL aH (MOHAL SMHREUhEWEE)
aMg19W10 ndu exxdsreg ‘wanHegoduiHeMdaT num yanneduuse yamoiArawdou d ULdoHXdagaou noHareLHosndod ou
VIWBUHXMET MWI9golAdy LomHeuru a1mHxsdiog ‘(£ / u "wd) edogalded OJOHhOGIAWLO LW QGZ OU UMHAL 924 o9
919990 9X8I19WL0 yoxed nd|| ‘eed § UMHAL SLUOW.LO N HOHAL OWMKADT0D S1nLeTA MMNEQANHM MMHBRHOMO O |

Do ST+ "8T+ 2dArLedouwalr
udu LAHUW Q9 DUHDKDL 8 019 LUAAUQANHMU 1 elOMHEUU BUHEEMBLMNRE KUT WOIBWAQ LOMHEUL dLydUMeE

"RLRIOILHON LMW QQT OU MMHAL 9249 09 91MI9HYg

"LIAHUIW GT SMHBKAL 9 MLddgemodu OWNTTOXQOaH gonerdgo XIGWdATILOOU U
my1odogiad YoHArodiHOM ‘godu XIGHhOE0dQULIeY dUHIIIHY "MhOW 80T1ERdQO XIGHHALgoL10l1Tou ‘naody (1aweeLru)
miLodogiqad aoneedgo XIGWIATILIIU NIW GZ OU XBLRMUUQAT 8 9LMO9HE WMMHAL 319HAueLld0 g ‘uiiodosiad
UoHarodiHON U 1990du YOHhogodgUIreX LMW GZ OU XeLeMUUQAT g MMHAL SUMOoIAg10199.1000 g 91MD9HY

(g'/ u) eenueHe BUT MhOW 19NEedgo a1q980L101d0L]

jBMHERaMEeLLO
-BMHREMXRdOWRE BLAUM T 991109 9H BILIRMIALOY :JUHVIWMHG 'DoST- XMH adALredaunwal ndu nwiaHHaxodowee
q1MHedXx 1 9Legodnloga-duue oHXoW I9doredguured BUHIHRAX OJOHALRLULT 93109 BUTT *DoGT 9XUH adALtedauwaL
ndu xeroaduue g dimeodowes BILIATHOWOMSd XM BWH-REOE9UOLOU OloHdoldou BuUT !g0deh g/ SMHOhaL 4
I9HREOEALOLON 9LI9Q I9HXLOT 19dotedguired amiTnyK aLyemawadau OHAUDLEML U HOoMeud wiamkeX g 19709
WOHHRE0dNLIINLONTNG W G*( 9L99e9ol? : AXLododalqad oiAHarrod1HOM U 19godu d19HhogodguireM a19g0.101udl

‘myL0do8a19d YOHArOdLHON M godu XI9H-hogodguLrex
BUT YOHAL {T 1 xedolaou g 9 19rneedgo a19WaATaLddoun - goumdid 09109hNLION SOWUTOXQOaH AdWed g 91ULD3WOL

VEUUVHY IUHITIgdodU "6

Format version: 612

Instruction version: 1901

Document: K267CI



K267CI

10. O)XKXUAAEMbIE 3HAYEHUSAA N HOPMbI

10.1. OcHoBbIBasACb Ha pe3ysbTaTax WccnenoBaHui, npoBeaeHHbix OO0
«XEMA», pekoMeHAyeM Mno0Jsib30BaTbCA HOpMaMu, NMpuBeAEHHbIMU HUXe. BmecTe ¢
TeM, B COOTBETCTBMU C npaBunammn GLP (Xopowein nabopaTopHON NpakTUKK), Kaxaas
nabopatopus p[osmKHa caMa onpeaennTb MapaMeTpbl HOPMbl, XapaKTepHble Ans
obcneayemon nonynsauum.

MpuMeuaHume. 3HavyeHUs KoHUeHTpauui C-nentmaa B nccnegyembix obpasuax,
HaxoAsWmMecs HUXe rpaHuubl YyBcTBUTENbHOCTM Habopa (0.015 Hr/mn), a Takxe
npeBbIIAOWNE 3HavyeHue BepxHel KanmbpoBo4yHOM npobbl (20 Hr/mn) cnepyet
npueBoaMTb B cheaywuwen dopme: B uccneayeMoMm obpasue X KOHUEHTpauus
C-nentnaa Huxe 0.015 Hr/Mn nnu Bbiwe 20 HI/MA.

B Habope «C-nentuna-UOA» 3HayeHUs KOHUEHTpauuin KannbpoBOYHbLIX Mpob
BblpaXKeHbl B HI/M/. 1N nepecyeTa KOHLEHTpPaUni B MKMOb\/1, MOJTy4YeHHOe 3HayeHne
KOHUEHTpauumn B HI/MN criegyeTt YMHOXUTb Ha 331.

1 Hr/mMn = 331 nkMonb\n

Eaunnubl, Hr/mn Eaunuyb gon., NKMonb\n
Wccnepyemas rpynna N N N »
Huxnuii npepen | Bepxuuitnpepgen | Hwxuuii npegen | Bepxuuii npepen
CbIBOPOTKA 0.9 5.0 298 1655
(nnasma)
Mo4a 2 MKr/noeHb 260 MKr/aoeHb

Mo BonpocaM, kacawwmmcs kadectsa Habopa «C-nentug-NdA»,
cnepyetT obpawaTtbca B 000 «XEMA» no aapecy:

105043, r. MockBa, a/s 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-ii noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbIN)
3N1eKTpoHHas noyta: info@xema.ru; rgc@xema.ru

MHTEpHeT: Www.Xema.ru; www.xema-medica.com

PykoBoaunTenb cnyx6bl knmeHTckoro cepsmca OO0 «XEMA>»,

K. 6. H. [I. C. KOCTPUKUH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL PSA IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of
C-peptide in blood serum or plasma.

This kit is designed for measurement of C-peptide 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 41 unknown samples in duplicates.

2. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal to
human C-peptide-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies - murine monoclonal to human
C-peptide, labelled with peroxidase enzyme, are then added into the microwells. After
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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3. WARNINGS AND PRECAUTIONS

3.1. For professional use only.

3.2. This kit is intended for in vitro diagnostic use only.

3.3. 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.

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

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

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

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

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

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

3.10. Do not mix reagents from different lots.

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

3.12. Do not pipette reagents by mouth.

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

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

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

— Distilled or deionized water;

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

- Calibrated micropipettes with variable volume, range volume 25-250 pl;

- Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

4.3. Storage and stability of the Kit

Store the whole kit at +2...48 °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.

5. SPECIMEN COLLECTION AND STORAGE

Specimens of serum/plasma may be stored for up to 72 hours at +2...+8 °C
before testing. For a longer storage, the specimens should be frozen at -20 °C or
lower. Repeated freezing/thawing should be avoided.

Urine:

Centrifuge sample to clear. Urine samples may be stored for up to 36 hours at
+2...+8 °C prior to assaying.

Dilute sample by DIL SPE in 21 times. Do not store diluted samples!

6. TEST PROCEDURE

6.1. Reagent Preparation

- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +25 °C) before use.

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

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

- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

6.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be

completed within 3 minutes.
6.3. Assay flowchart
See the example of calibration graphic in Quality Control data sheet.
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7. 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.

8. CALCULATION OF RESULTS

8.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

8.2. Plot a calibration curve on graph paper: OD versus C-peptide concentration.

8.3. Determine the corresponding concentration of C-peptide in unknown samples
from the calibration curve. Manual or computerized data reduction is applicable on
this stage. Point-by-point or linear data reduction is recommended due to non-linear
shape of curve.

8.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Abso(r4bsaon;:|l)lnlts & I

CAL 1 0 ng/ml 0.05 &6

CAL 2 0.2 ng/ml 0.23

CAL 3 0.5 ng/ml 0.33

CAL 4 2 ng/ml 0.90 A

CAL 5 5 ng/ml 1.60 sop /

CAL 6 20 ng/ml 2.57 N ‘ ‘ ‘ ‘

0 4 8 12 16 20

Document: K267CI Instruction version: 1901 Format version: 612
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9. 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 C-peptide. Based on data obtained by XEMA, the following normal range is
recommended (see below). NOTE: the patients that have received murine monoclonal
antibodies for radioimaging or immunotherapy develop high titered anti-mouse
antibodies (HAMA). The presence of these antibodies may cause false results in the
present assay. Sera from HAMA positive patients should be treated with depleting
adsorbents before assaying.

serum (plasma)

0.9

5.0

298

1655

urine

2 ug/day

260 ug/day

0

10. PERFORMANCE CHARACTERISTICS

10.1. Analytical specificity / Cross reactivity

Human insulin

<0.01

Human proinsulin (intact)

2.7

Humalog

0.3

10.2. Precision

Intra-assay precision is shown below:

1

10

0.6

6.7

2

10

5.8

7,7

Inter-assay precision is shown below:

1

10

0.85

4.5

2

10

4.3

5.6

10.3. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.015 ng/ml.

10.4. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
C-peptide concentrations. Linearity percentages obtained ranged within 90 to 110%.

10.5. Recovery

Recovery was estimated by assaying 5 mixed samples with known C-peptide
concentrations. The recovery percentages ranged from 90 to 110%.

Instruction version: 1901 Format version: 612
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




Yeaxaembliii Knnent!

Ecnv B npouecce paboTbi c Hawmmmn Habopamu Bam noHagobunmncs nnacTMKoBble BAHHOUKYM ANA KUOKUX
peareHTOB, OHOPa30Bble HAKOHEYHVKW ANA [103aTOPOB UMW [OMOHUTENbHblE 0ObeMbl peareHToB
(KoHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpaTta TeTpametnbeHsmamHa (TMB),
cTon-peareHT), BXxoAALmMX B cocTaB Habopa, npocum Bac obpatnTbea K noctaswuky npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBaAloTcA 6ecnnatHo, B Heo6xoanmom ans
\nposeneuvm aHanusa KonuyecTse.

J
MNMepeueHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHGEKLMOHHbIX \
3aboneBaHuii npousBoacTBa 000 «XEMA»
N2 no katanory HanmeHoBaHmne

K101 «Toxoplasma IgG-VOA» Resion Dagrante.

K101™M «Toxoplasma IgM-NDA» o e

K102 «Rubella IgG-N®A»

K102M «Rubella IgM-UDA»

K103 «Cytomegalovirus IgG-NDA» s, W S,

K103M «Cytomegalovirus IgM-VIOA» — =

K104 «HSV 1,2 IgG-NDA»

K104M «HSV 1,2 IgM-MOA»

K105 «Chlamydia IgG-VIOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cndunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHTutena-MOA»

K121 «Aspergillus IgG-MDA»

Homep ropauei nuHumn rexHnyeckom nopaepxku KnveHros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyei NIMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ noboro
MOGUNBbHOTO UK CTauoHapHoro TefiedoHa No Bcel Tepputopun Poccum.

pem Bawumx oT3bIBOB 1 NpeA/ioXKeHUI Mo agpecam:

LieHTpanbHbiit opuc 000 «XEMA»

Anpec AnA KoppecroHAeHLnu:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Mapkosas, f. 48, 1-i1 noa., 5 aTax

Ten.: +7 (495) 510-57 07, 737-39-36; .

daKc: +7 (495) 737-00-40 l S |

e-mail: info@xema.ru xemahelp
www.xema-medica.com

D000 «Xemay, Ten.: +7 (812) 271-24-41

191144, CankT-TMeTepbypr, JertapHbiii nep., A. 8-10, nutep A
e-mail: sppb@xema.ru

CM 000 «Xemma-Tect», Ten.: (17) 211-80-39

Oduc: 220029, MuHck, MpocnekT Malweposa, g. 11,

nutep A, kopn. 8/K, oduc 416

e-mail: hemma-test@yandex.ru

TOB «Xema», Ten.: (044) 422-62-16;

03179, r. Kues, yn. Akafiemvka Edpemosa, 4. 23;

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

UHCTPYKLUMA NO NPUMEHEHUIO HABOPA PEATEHTOB
ana UMMYHO®EPMEHTHOIO ONPEAEJNIEHNA OBLLEIO IgG

B BUOJTIOTUHECKUX X KUOKOCTAX
«o6wun lgG-NOA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION

OF TOTAL IgG IN HUMAN BIOLOGICAL FLUIDS

Total IgG EIA

HOMEP MO KATANIOTY K271
TY N 9398-271-18619450-2009
PETVICTPALIMOHHOE YJOCTOBEPEHME

Ne ®CP 2009/06104 ot 19 HOos6ps 2009 roga

AnTnTena Kk BUY 1,2, Bupycy renatuta C u HBsAg oTcyTcTBytoT

KOHTpOHbeIe CbIBOPOTKW, BXOAfALLME B COCTaB Ha6opa, NHAKTUBUPOBaHbI.

W For 96 determinations/Ha 96 onpepenexuit

Ons uH 8BUMPO [NArHOCTUKM

“ XEMA Co., Ltd.

The 9th Parkovaya str., 48
105264 Moscow, Russia

%
£

oM Wszyé‘»
2
o }
j 3
=
=Y

.
;‘fx¢ Tel./fax: +7(495) 510-57-07

%K i& e-mail: redkin@xema-medica.com
*\. B internet: www.xema-medica.com

C€

Authorized Representative in EU:
Polmed.de

Steinacker 20, D-73773
Aichwald, Germany

e-mail: info@polmed.de
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K271I

«YTBEPXOEHA»
Mpuka3 PocaapaBHagsopa N2 9364-Mp/09 ot 19 Hosi6ps 2009 r.
KP 68434 ot 24.09.2009 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONPEAEJIEHNA OBLLUEIO IgG
B BUOJTIOTMYECKUX XXNAKOCTAX «o6wmi IgG-UDA »

1. HABHAYEHMUE

1.1. Habop peareHToB «06wnii IgG-UDA» npesHasHayeH ANA KOJNYECTBEHHOrO
onpeneneHus KoHueHTpauum obuwero IgG B 6MONOrMYeckux Xnakoctsax (CM. Tabnuuy
M) meTonoMm TBepAoda3HOro MMMYHO(EPMEHTHOrO aHann3a.

1.2. AHTuTtena knacca IgG npeobnagatwT B coctaBe dpakuum y — r1obynnHoB
N ABNSIOTCS OCHOBHbIM KJ/1IACCOM aHTUTEN, MNPUCYTCTBYHOLWMX B CbIBOPOTKE KPOBU
yenoseka. YBenunyeHne KoOHUeHTpauun IgG B CbIBOPOTKE KPOBW SBMSETCSH OCHOBHbIM
NPU3HAKOM 3pefioro MMMYHHOMO OTBETA, @ CHWXEHWEe MX KOHUEHTpauuu Huxe 5 r/n
CBMAETENbCTBYET O Pa3BUTUM TAXENOro MMyHoaeduumTa. OnpeneneHne KOHLEHTpauum
IgG B cbIBOpOTKE KPOBU, KakK WU COOTHOLWEHMS coaepxxaHua 1gG/IgA/IgM MoXeT cnyXuTb
OAHWM N3 OCHOBHbIX KpUTEPUEB OLLEHKM UMMYHHOIO CTaTyca UHAMBMAA M UCNO1b30BaTbCS
Npy KOHTPOJIE NIEYEHUSI HEKOTOPbIX WHEKLMOHHbIX 3aboneBaHunii. Pe3koe noBbilleHne
KOHUeHTpauun IgG B cbiIBOpOTKe KpOBWU HabnoaaeTcs Nnpyu MMeNoOMHOW 6onesHu.

2. MPUHUMN PABOTblI HABOPA

OnpeneneHne obuwero IgG OCHOBaHO Ha MCMOMb30BaHUW «CIHABWUY»-BapuaHTa
TBEpAOda3HOro UMMyHOMEPMEHTHOro aHanusa. Ha BHyTpeHHeW MOBEepXHOCTU NYHOK
nnaHwera MMMOOMAM30BaHbl MbIWHbIE MOHOK/IOHANbHble aHTUTena K obwemy IgG
yenoseka. B nyHkax nnaHweta, npu gobaBneHun nccregyemoro obpasua, npoucxoant
cBsA3biBaHWe obuwero IgG, cogepxkalierocs B uccrnegyemom obpasue, C aHTMTenamu
Ha TBepaoi dasze. O6pa30BaBLUMIACA KOMMIEKC BbISBASIOT C MOMOLLbIO KOHblOraTa
MbILLIMHbBIX MOHOK/TOHANbHbIX aHTUTEN K 06LeMy IgG c nepokcuaasoni XxpeHa. B pesynbtaTe
obpasyeTcsi CBA3aHHbIN C N1IaCTUKOM «C3HABMY», CoAepXalunii nepokcmaasy. Bo Bpems
MHKybaumMm c pactBopoM cybcTpaTta TeTpameTunbeHsmamHa (TMB) npoucxoauTt
oKpaluMBaHue pacTBOPOB B JlyHKax. IHTEHCMBHOCTb OKpacku NpsiMO MponopLMoHanbHa
KOHUeHTpauun obuwero IgG B uccnegyemom obpasue. KoHueHTpauumto obuwero IgG
B uccneayembix obpasuax onpenenstoT no KanambpoBoyHOMY rpaduky 3aBUMCUMMOCTU
ONTUYECKOWN MNOTHOCTM OT cofepxaHus obuero IgG B KanubpoBOYHbIX Npobax.
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3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunYHOCTb. [lepekpecTHasi peakuusi MbIlWWHbIX MOHOKJIOHAbHbIX
aHTUTEn K o6wemy IgG ¢ ApyruMu aHanuMTaMmn npusBeaeHa B Tabnvue:

Ananut NepekpectHas peakuma, %
IgA <0.1
IgM <0.1
IgE <0.1

3.2. Bocnpou3BoanMOCTb.

KoadduuneHT Bapumauuum pesynbTaTtoB onpeaeneHns copepxaHusa obuwero IgG
B O4HOM W TOM >e obpasue 61MoNorMyecknx XuAKoOCTeln C mcnonb3oBaHneM Habopa
«obwmnin IgG-NDA» He npeBbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUeHTpauunu obuiero IgG B obpasuax 6MonormMyecknx Xuakocren
npu passeneHnm nx GUoNOrMYeCcKUMmN XNAKOCTAMU, He coaepxalummm obwmin IgG, nmeet
NMHENHbIN XapakTep B Anana3oHe KoHueHTpauun 1-25 r/n n coctasnset £10.0%.

3.4. To4yHOCTb.

[aHHbIA  aHanUTMYecKuMii napameTp MpPOBEPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME WM3MEPEHHON KOHLUeHTpauun obuwero IgG npeanncaHHOW, MOyyYeHHOMU
NnyTeEM CMeLMBaHUS paBHbIX O6bEMOB KOHTPOJIbHOM CbIBOPOTKM W KanaMbpOBOYHOW
npobbl 5.0 r/n. MpoueHT «oTKpbITUA» coctaBnsieTr 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHaa [4OCTOBEepHO onpegensiemass Habopom  «obwmin  IgG-UDA»
KOHUeHTpauus obuero IgG B 6nonormyeckmnx Xmnakoctsx He npesbiwaeT 0.06 r/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPAUUSAX SABNSIOTCA HETOKCUYHBIMMU.

PacTtBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NoNaaaHmsa Ha KOXy 1 CAn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTbe
NopaKeHHbI y4acToK cnefyeT NpoMblTb 60MbLINMM KOTMYECTBOM NPOTOYHONM BOAbI.

5.3. lNpu pabote c HabopomM cnepyet cobntogate «lMpaBuna yCTpONCTBa, TEXHUKN
6e3onacHoCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNneHuax, oTaenax) caHuTapHO-
3MNAEMMUONIOTNYECKUX YUPEXAEHUIA cucTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. MNpu pabote ¢ Habopom cneayeT HaaeBaTb OAHOPA30Bble PeE3VMHOBbIE WU
NnJacTMKOBbIE MepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasatb BWY, Bupyc renatuta unm nwboi apyroi Bo3byauTenb BUPYCHOM
MHbEKLMN.

6. OBOPYAOBAHUE U MATEPUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEpTUKANbHOI0 CKAHMPOBAHMS, MO3BOJISAOLLNI U3MEPATb ONTUYECKYIO
MAOTHOCTb COAEPXKMMOrO JIYHOK MaHweTa nNpu AsIMHE BOSIHbI 450 HM;

- TepMocTaT, noaaepxuBarwmin temnepatypy +37 °C £0.1 °C;

— [03aTopbl CO CMEHHbIMW HaKOHEe4YHMKaMu, no3Bonswwme oTbéupate 06bEMbI
B AmanasoHe 10-250 mMkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTWIMPOBaHHas;

- rep4yaTku pe3nHOBble WU NIACTUKOBbLIE;

- bymara dwunbTpoBasibHas.

7. NOANTOTOBKA PEATEHTOB A/ AHAJIN3A

7.1. lNepepa npoBeAeHWeM aHanm3a KOMMNoHeHTbl Habopa n nccneagyemble 06pasubl
CbIBOPOTKM (NNasMbl) KpPOBM cleAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM M YCTaHOBUTb Ha paMKy Heo6XxoaMMoe KONM4YecTBO
ctpunos. OcCTaBLUMECS  HEUCMONb30BaHHbIMM  CTpUNbl, 4TObbl  MpeaoTBpaTUTb
BO3JENCTBME Ha HUX Braru, TwaTesbHO 3akenTb ByMaron Ans 3akieMBaHuns naaHLweTa
M XpaHuTb Npu TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHoctu Habopa.

7.3. MpurortoBsieHNne OTMbIBOYHOIO pacTBopa.

Copnepxumoe pnakoHa C KOHLEHTPATOM OTMbIBOYHOrO pacTteopa (22 M), nepeHecTu
B MEpHbIA LUMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AUCTUANMPOBAHHOWN
BOAbI M TWaATeNbHO nepemewaTb. B cnyyae apobHoro ucnonb3osanns Habopa cnenyet
oTO6paTh Heo6Xx0AMMOE KOMMYECTBO KOHLUEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 MN KOHLEHTpaTa OTMbIBOYHOro pacteopa + 25 mn
AVCTUAIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «06wmnii IgG-UDA» p[onkeH XpaHUTbCS B yMakKoBKe
npeanpuaTUA-nU3roToBuTens npu TemnepaTtype +2...+8 °C B TeyeHwe BCeEro cpoka
roAHOCTW, YKa3aHHOro Ha ynakoeke Hab6opa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3aMmopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyvae apobHOro mcnonb3oBaHus Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- bydep ang passeaseHns obpasuos, KOHbloraT, cybcTpaT, CTon-peareHT nocne
BCKPbITUS PTaKOHOB cneayeT XpaHUTb Npu TemnepaTtype +2...4+8 °C B TeyeHune
BCero cpoka rogHoctu Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cieayet
XpaHuTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBNEHHbIN OTMbIBOYHbIM pPacTBOp ClefyeT XpaHWTb MNpPU KOMHATHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTok wnu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpuMeyaHue. MNocne NCNoNb30BaHUA peareHTa HeMeasSleHHO 3aKpblBalTe KpbILKY

dnakoHa. 3akpbiBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHna aHanuM3a He cneayeT UCMNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepikallyo
asuna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepyeT XpaHuTb npu TemnepaTtype -20 °C. MNoBTOpHOEe 3aMOpaXuBaHWe-oTTanBaHue
06pa3uoB CbIBOPOTKM (NAasMbl) KPOBM He aonyckaeTcs. [JonyckaeTcss uccrenoBaHue
CbIBOPOTOK, XpaHeHWe KOTOpblX C MOMeHTa 3abopa KpOBM OCYLLECTBASAIOCH MNpU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VcknoyaeTcs Mcnosb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Mia3Mmbl)
KpOBW Nt0AeN, NONy4vaBLIMX B LensaX ANarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILUNHbIE @aHTUTENa.

8.6. Mpu uncnonb3oBaHuM Habopa AN NpPoBeAEHUS HECKOSbKUX HEe3aBUCUMbIX
Cepuin aHann3oB creayeT UMeTb B BUAY, YTO A5 KaXA0ro He3aBMCMMOro onpeaesieHmns
Heob6XxoAMMO  MOCTPOEHME HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCs onpeaeneHne KoHueHTpauum obuero IgG B KOHTPOJIbHOWM CbIBOPOTKE.

8.7. Ins nony4vyeHns HaAexHbIX pe3ysnbTaToB Heob6XoaMMo cTporoe cobniogeHue
NHCTpyKuMM no npumeHeHuto Habopa.

8.8. He wucnonb3ayinTe KOMMOHEHTbI M3 APYrMx HabopoB WM M3 AHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesynbTaTax uccnenoBaHuin, nposeaeHHbIx OO0 «XEMA»,
pekoMeHAyeM MoNb30BaTbCs HOpMaMu, NMPUBEAEHHbIMU HWXe. BMmecTe ¢ TeMm, B COOT-
BETCTBMM C npaBunamMmmn GLP (Xopolueli nabopaTopHOM NpakTUKK), kaxxaas nabopatopus
AO/KHa caMa onpefennTb napaMeTpbl HOPMbl, XapakTepHble Ana obcneayemon nony-
naumm.

MpumMmeuaHue. 3HauyeHUss KOHUeHTpaumi obwero IgG B uccneayeMbix

obpasuax, Haxoaswmecs HWxXe rpaHuLbl YYBCTBUTENBHOCTMN Habopa
(0.06 r/n), a Takxe nMpeBblWaKLWMe 3Ha4YeHWe BepxHen KanmbpoBOYHOW nNpobbI
(25 r/n) cnepyet npuBOAUTb B cneayowen dopme: B
nccneayemom obpasue X KOHLIeHTpauus obuiero 1gG HWxXe
0.06 r/n wnun Bbiwe 25 r/n.
Wcenepyeman rpynna Equimupl, F/n
Huxnuii npegen | Bepxuuit npegen
HOBOPOXAEHHbIE 7.0 15
1-3 mMecsua 2.7 8.0
4-6 mecsues 1.8 8.5
7-12 mecsues 3.5 12
1-6 net 6.5 18
7-11 net 8.5 15
> 11 net 9.0 20

11. INTEPATYPA

1. RG Hamilton - Human IgG subclass measurements in the clinical laboratory. Clin.
Chem., Oct 1987; 33: 1707 - 1725.

2. V. A. Semenova, E. Steward-Clark, K. L. Stamey, T. H. Taylor, Jr., D. S. Schmidt, S.
K. Martin, N. Marano, and C. P. Quinn - Mass Value Assignment of Total and Subclass
Immunoglobulin G in a Human Standard Anthrax Reference Serum. Clin. Diagn. Lab.
Immunol., Sep 2004; 11: 919 - 923.

Mo BonpocaM, KacawLlwmMcsa kavectsa Habopa «o6wmuit IgG-UDA>»,
cnepyet obpawaTtbca B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

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

3MeKTPOHHas noyTa: info@xema.ru; rqgqc@xema.ru
WHTEPHET: www.Xema.ru; www.xema-medica.com

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

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgG IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total IgG
in biological fluids.

This kit is designed for measurement of total IgG in biological fluids. 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

Immunoglobulin G (IgG) is the main part of serum y - globulin fraction. IgG
is secreted during secondary immune response and plays a key role in humoral immunity.
Decrease of serum IgG concentration below 5 g/l is a marker of severe life-threatening
immunodeficiency. Determination of serum IgG concentration and IgG/IgA/IgM ratios
can be used for monitoring of humoral immune status. Marked elevation of serum IgG
may be observed in chronic inflammation, autoimmune diseases and myeloma.

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 specific murine monoclonal to human
total IgG-antibodies. Antigen from the specimen is captured by the antibodies coated
onto the microwell surface. Unbound material is removed by washing procedure. Second
antibodies - murine monocnoclonal to human total IgG, 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 10-250 pl;

Dry thermostat for 37 °C £0.1 °C

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

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

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.
Specimens may be stored for up to 48 hours at +2...+8 °C before testing.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4+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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recommended due to non-linear shape of curve.
9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value | Absorbance Units (450 nm)
CAL 1 0g/l 0.08 m}//
CAL 2 1 g/l 0.38 §omr
CAL 3 5 g/l 1.15 i
CAL 4 10 g/l 1.78 of - s
CAL 5 25 g/l 230 |\ -

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
total IgG. Based on data obtained by XEMA, the following normal range is recommended
(see below). NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.

Sex.a Units, g/l
»age Lower limit | Upper limit
newborn 7.0 15
1-3 month 2.7 8.0
4-6 month 1.8 8.5
7-12 month 3.5 12
1-6 yrs 6.5 18
7-11 yrs 8.5 15
> 11 yrs 9.0 20

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
IgA <0.1
IgM <0.1
IgE <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.06 g/I.

11.3. Linearity. Linearity was checked by assaying dilution series of 5 samples with
different total IgG concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery. Recovery was estimated by assaying 5 mixed samples with known
total IgG concentrations. The recovery percentages ranged from 90 to 110%.

12. LITERATURE

1. RG Hamilton = Human IgG subclass measurements in the clinical laboratory. Clin. Chem., Oct
1987; 33: 1707 - 1725.
2. V. A. Semenova, E. Steward-Clark, K. L. Stamey, T. H. Taylor, Jr.,, D. S. Schmidt, S. K. Martin,
N. Marano, and C. P. Quinn - Mass Value Assignment of Total and Subclass Immunoglobulin G in a
Human Standard Anthrax Reference Serum. Clin. Diagn. Lab. Immunol., Sep 2004; 11: 919 - 923.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

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. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKLUMA NO NPUMEHEHWIO HABOPA PEATEHTOB
ana UMMYHO®EPMEHTHOIO ONPEAEJIEHUA OBLLEIO IgA
B BUOJTIOTMYECKUX XKNAKOCTAX

«O6wun IgA-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgA IN HUMAN BIOLOGICAL FLUIDS

Total IgA EIA

HOMEP MO KATANOTY K275
TY Ne 9398-275-18619450-2009

PETMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2009/06103 o1 19 Hos16psa 2009 T.

W For 96 determinations/Ha 96 onpegeneHui

[Ons uH BUMpPO ArarHoCTKM

“ C €
XEMA Co., Ltd.

T e
= e 9th Parkovaya str., 48 Authorized Representative in EU:
ey, 105264 Moscow, Russia Polmed.de

‘ZZB“‘N” Telephone/fax: +7(495) 737-39-36; 737-00-40 Steinacker 20, D-73773

Z’K j,& e-mail: redkin@xema-medica.com Aichwald, Germany

EZ - internet: www.xema-medica.com e-mail: info@polmed.de
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«YTBEPXOEHA»
Mpuka3 PocaapaBHagsopa N2 9363-IMp/09 oT 19 Hosi6ps 2009 r.
KPO 68431 ot 24.09.2009 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAEJIEHNA OBLLEIO IgA
B BUOJTOTMYECKUX XKNOKOCTAX «o6wmin IgA-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHToB «06WwmMii IgA-UDA» npegHasHayeH ANA KOJMYECTBEHHOro
ornpeneneHns KoHueHTpaumm obero IgA B 6uonornyeckmx xunakoctsax (cm. Tabnuuy M)
MeTOAOM TBepAOoda3HOro MMMyHOdEPMEHTHOIO aHanunsa.

1.2. NmmyHorno6ynnH A (IgA) OCHOBHOW TryMOpanbHbli (akTop WMMYHHOWN
3alnTbl CM3UCTbIX 06onovek. OANH M3 Hanbonee YacTo BCTPEYaLWMXCS B NONYNsSUmMm
BPOXAEHHbIX AedheKTOB — 3TO cenekTuBHbIM IgA peduumnt. CenekTuBHbIM aAedpuumt
IgA NpvBOAUT K CUHAPOMY XPOHUYECKUX WMHMEKLMOHHBbIX 3aboneBaHUn Xenyao4yHo-
KWWEYHOro TpakTa, MOYEBLIBOASAWMX U  AblXaTeNbHblX nyTeh. OnpeneneHune
KOHLeHTpauun IgA B CbIBOPOTKE KPOBW, a TakXe B APYrMX BMONOrMYECKUX XUAKOCTAX
MOXEeT MWCMOMb30BaThCA B KayeCTBE OCHOBHOIMO CKPUHWHIOBOrO TecTa ANl OLEHKMU
ryMopasbHOro MMMYHHOro cTaTyca MHAMBUAA. Pe3koe nNOBbIWEHWE CbIBOPOTOYHOM
KOHUeHTpauun IgA xapakKTepHO AN HEKOTOPbIX ayTOMMMYHHbIX 3abonesaHuin u
MUenomMHon 6onesHu.

2. MPUHUMN PABOTblI HABOPA

Onpepenenve obuiero IgA OCHOBaAHO Ha MCMOMIb30BAaHUWU «CIHABUY»-BapuaHTa
TBEpAO(A3HOro MMMYyHOMEPMEHTHOro aHanmsa. Ha BHYTpeHHeW MOBEPXHOCTU NTYHOK
nnaHwetra WMMOOWMNN30BaHbl MbIMHbIE MOHOKJ/IOHaNbHble aHTuTena Kk obuwemy IgA
yenoseka. B nyHkax nnaHweta, npu gobasneHun nccnegyemoro obpasua, NpoMcxoant
cBa3biBaHWe obuero IgA, coaepxxalerocs B uccneagyemMom obpasue, ¢ aHTUTENnaMmn Ha
TBepAor dase. O6pa3oBaBLUNIACSA KOMMIEKC BbISBASIOT C MOMOLLbIO KOHbIOraTa MblLWNHBIX
MOHOKJIOHaNbHbIX aHTUTen Kk obweMmy IgA c nepokcuaasoil xpeHa. B pesynbtaTte
obpa3yeTcs CBA3aHHbIN C NNACTUKOM «CIHABUY», coAepiKalunii nepokcnaasy. Bo spems
MHKybaumm C pactBopoM cybcTpaTta TeTpametunbeHsuamHa (TMB) npoucxoauTt
OKpaluMBaHWe pacTBOPOB B JIyHKax. MHTEHCMBHOCTb OKpacKu NpsiMO NpomnopLMoHabHa
KOHUeHTpauun obwero IgA B wuccnegyemom obpasue. KoHueHTpauuto obuero IgA
B uccnenyemblx obpasuax onpenenstoT rno KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTMU
ONTMYECKOM MNOTHOCTM OT coaepxaHusa obwero IgA B KanMbpoBOYHbIX Npobax.
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3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunYHOCTb. [lepekpecTHasi peakuusi MbIlWWHbIX MOHOKJIOHAbHbIX
aHTUTEn K obwemy IgA c ApyrMMun aHanMTaMmn npusBeaeHa B Tabnvue:

Ananut | lepekpecTHas peakumsa, %
IgG <0.1
IgM <0.1
IgE <0.1

3.2. BocnpousBoanMOCTb.

KoadduumeHT Bapuauum pesynbTaTOB oOnpefeneHus coaepXxaHus obuwero IgA
B O4HOM W TOM >e obpasue 61MonorMyecknx XuAKOCTelr C mcnonb3oBaHneMm Habopa
«obwmin IgA-DA» He npesbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUEeHTpaumm obuiero IgA B obpasuax 6Monornyecknx Xuakocren
npwn passeaeHnn nx 6MoNorMyecKMMmn XUAKOCTAMU, HE coaepiKallen obwmin IgA, umeet
NMHENHbIN XapakTep B Anana3oHe KoHueHTpauun 0.1-5 r/n n coctaBngetr £10.0%.

3.4. TOYHOCTb.

[aHHbIM  aHanuUTMYecKuMii napaMmeTp MpPOBEPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHON KOHUeHTpauun obuero IgA npeanvcaHHOM, MOMyYeHHON
nyTeM CMeLMBaHUA paBHbIX 06bEMOB KOHTPOJSIbHOM CbIBOPOTKM U KanMbpoBOYHOM
npobbl 0.5 r/n. MNpoueHT «oTKpbITUSA» cocTaBnseT 90-110%.

3.5. UyBCTBUTENbHOCTbD.

MuHuManbHaa  AoCToBepHO onpegenseMas Habopom  «obwuii  IgA-UDOA»
KOHLeHTpauus obero IgA B 6M0N0rMyeckmnx XmaKkoctax He npesbiwaet 0.06 r/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (pOoTOMeTp BEPTUKANbLHOIO CKaHUPOBaHMWS, MO3BONSAIOLWNIA U3MEPATb OMNTUYECKYHO
MAOTHOCTb COAEPXMMOrO JTYHOK MfaHweTa npu ASIMHE BOSHbI 450 HM;

- TepMmocTaT, noaaepxusatowmi Temnepatypy +37 °C 0.1 °C;

- [03aTopbl CO CMEHHbIMU HaKOHe4YHWKaMu, mno3sonswmne oTbupats 0b6bEMBI
B AnanasoHe 5-250 mkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTUNIMPOBaHHas;

—  rep4yaTku pe3nMHOBble UKW NIaCTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTesnbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «06WMin IgA-UDA» pOo/mKEH XpaHUTbCS B yMakKoBKe
npeanpuaTUA-nU3roToBuTens npu TemnepaTtype +2...+8 °C B TeyeHwe BCEro cpoka
roAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npu TemnepaType go +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyae apobHoro mcnonb3oBaHusi Habopa KOMMOHEHTbI crieayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeUeHne Bcero cpoka rogHoctn Habopa;

-  WOA-bydep, KoHblOraT, CybCcTpaT, CTOM-peareHT rnocne BCKpbITUS (y1akOHOB
cnenyeTr xpaHuTb npu Temnepatype +2...+8 °C B TeyeHme BCero cpoka
roaHocTn Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHuTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBNEHHbIN OTMbIBOYHbIM pPacTBOp ClefyeT XpaHWTb MNpPU KOMHATHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTok unu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNONb30BaHWS peareHTa HeMea/IeHHO 3aKpbiBalTe KpPbILWKY

dnakoHa. 3akpblBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHWa aHanuM3a He cneayeT WCMNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (MaasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Nnpon3BoAMTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (Masmy)
cnepyeT xpaHuTb npu Temnepartype -20 °C. [MoBTOpHOE 3aMopaXkMBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (Ns1a3Mbl) KPOBM He AOMycKaeTcs.

8.5. VckntoyaeTca mcnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAew, Nony4yaBlIMX B Lensax AMarHOCTUKM UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlUMHbIE aHTUTENa.

8.6. lNMpn wncnonbloBaHun Habopa ana npoBeAeHUS HECKONbKUX He3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHuns
Heob6xoAMMO  MOCTPOEHME HOBOro  KanmMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTCs onpeaeneHne KoHueHTpauum obuiero IgA B KOHTPO/IbHOM CbIBOPOTKE.

8.7. 1ns nony4yeHns HadexXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobnwoaeHune
WNHCTpyKUMM No npumMmeHeHuto Habopa.

8.8. He wvcnonb3yiite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMUHbIX
HabopoB Apyrmnx cepui.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesyfbTaTax uccnenoBaHuin, nposeaeHHbIx 000 «XEMA»,
pekoMeHAyeM Mosib30BaTbCsl HOpMaMu, NMpuBeAeHHbIMU HUXe. BMmecTe c TeM, B COOT—
BETCTBMU C npaBunamMmmn GLP (Xopolueli nabopaTopHOM NpakTUKK), Kaxxaas nabopatopus
AO/DKHa caMa onpeaenuTb MNapaMeTpbl HOPMbl, XapakTepHble Ans obcnenyemon
nonynsumu.

MpuMmeuaHue. 3HayeHUa KOHLeHTpaumin obwero IgA B nccneayembix obpasuax,
HaXoAsALWMeCa HUXe TrpaHuubl 4YyecTBuTeNbHOCTM Habopa (0.06 r/n), a Takxke
rnpesbllatowne 3Ha4YeHne BepxHen kanmbposoyHom npobsl (5 r/n) cneayet npuBoAUTb
B cneaytouwein dopme: B uccneayeMmom obpasue X KOHUeHTpauus obwero IgA Huxke
0.06 r/n wnu Bblwe 5 r/n.

Nccnepyemas Epusmubl, r/n
rpynna Huxkuuit npepen BepxHuii npepen
340pOBble AOHOPbI 0.9 5.0
>61 ropa 1.0 6.5
HOBOPOXAEHHblE - 0.05
1-3 mecsua 0.06 0.6
4-6 mecsaues 0.1 1.0
7-12 mecsaueB 0.35 1.7
1-6 net 0.8 2.2
7-11 net 0.9 2.6

11. JINTEPATYPA

1. Heiddis B. Valdimarsdottir and Arthur A. Stone - Psychosocial Factors and Secretory
Immunoglobulin A. Critical Reviews in Oral Biology & Medicine, Jan 1997; 8: 461 -
474,

2. Amir H Abdul Latiff and Michael A Kerr — The clinical significance of immunoglobulin
A deficiency. Ann Clin Biochem, Mar 2007; 44: 131 - 139.

Mo BonpocaM, Kacatowmumcsa kayectsa Habopa «ob6wmin IgA-UDA>»,
cneayet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

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

3M1eKTPOHHas noyta: info@xema.ru; rgc@xema.ru
VHTEpHET: www.xema.ru; www.xema-medica.com

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

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IGA IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total IgA
in biological fluids.

This kit is designed for measurement of total IgA in biological fluids. 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

Immunoglobulin A (IgA) is a main factor of mucosal immune response to bacteria
and viruses. Selective IgA deficiency is one of the most frequent hereditary disorders
causing chronic infections inflammation in gastrointestinal, urinary and respiratory
systems. Determination of IgA concentration in serum and other biological fluids can be
used as screening for selective IgA deficiency and other immunodeficiency syndromes.
Marked elevation of serum IgA is observed in some autoimmune diseases and IgA
myeloma.

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 specific murine monoclonal to human
total IgA-antibodies. Antigen from the specimen is captured by the antibodies coated
onto the microwell surface. Unbound material is removed by washing procedure.
Second antibodies — murine monoclonal to human total IgA, 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;

Dry thermostat for +37 °C £0.1 °C

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

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

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.
Specimens may be stored for up to 48 hours at +2...+8 °C before testing.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4+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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9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Absorbance Units (450 nm)
CAL 1 09/l 0.08 fal
CAL 2 0.1 g/l 0.40 Pl
CAL 3 059/l 1.32 o/
CAL 4 2 g/l 2.45 y
CALS 549/1 2.92 T

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
total IgA. Based on data obtained by XEMA, the following normal range is recommended
(see below). NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.

Units, g/I
Sexiage Lower limit Upper limit

Healthy donors 0.9 5.0
>61 yr 1.0 6.5
newborn - 0.05
1-3 month 0.06 0.6
4-6 month 0.1 1.0
7-12 month 0.35 1.7
1-6 yrs 0.8 2.2
7-11 yrs 0.9 2.

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
1gG <0.1
IgM <0.1
IgE <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.06 g/I.

11.3. Linearity. Linearity was checked by assaying dilution series of 5 samples with
different total IgA concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery. Recovery was estimated by assaying 5 mixed samples with known
total IgA concentrations. The recovery percentages ranged from 90 to 110%.

12. LITERATURE

1. Heiddis B. Valdimarsdottir and Arthur A. Stone - Psychosocial Factors and Secretory
Immunoglobulin A. Critical Reviews in Oral Biology & Medicine, Jan 1997; 8: 461 - 474.

2. Amir H Abdul Latiff and Michael A Kerr - The clinical significance of immunoglobulin A
deficiency. Ann Clin Biochem, Mar 2007; 44: 131 - 139.
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3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

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. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKLUMA MO NPUMEHEHWIO HABOPA PEATEHTOB
Ana UMMYHO®EPMEHTHOIO ONPEAENEHNA OBLLEIFO IgM
B BUOJIOTUYECKUX XKUAKOCTAX

«O6wun igM-UOA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgM IN HUMAN BIOLOGICAL FLUIDS

Total IgM EIA

HOMEP MO KATANOTY K277
TY Ne 9398-277-18619450-2009

PErMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2009/06102 ot 19 HOA6pA 2009 T.

AnTtnTena K B/Y 1,2, Bupycy renatuta C n HBsAg oTcyTcTBYIOT
KOHTponbHble CbiIBOPOTKY, BXOAALME B COCTaB Habopa, MHAKTUBNPOBaHbI.

W For 96 determinations/Ha 96 onpegeneHui

[Ons uH BUMPO AnMarHoCTUKM

“ C €
XEMA Co., Ltd.

T e
= e 9th Parkovaya str., 48 Authorized Representative in EU:
— 105264 Moscow, Russia Polmed.de

‘ZZB“‘N” Telephone/fax: +7(495) 737-39-36; 737-00-40 Steinacker 20, D-73773

Z’K j,& e-mail: redkin@xema-medica.com Aichwald, Germany

o) internet: www.xema-medica.com e-mail: info@polmed.de
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XEMA

COAEPXXAHMUE

HA3HAYEHUE

MPUHLUWMM PABOTbl HABOPA

AHANTUTUYECKUE XAPAKTEPUCTUKN

COCTAB HABOPA

MEPbI MPEAOCTOPOXXHOCTHU

OBOPYAOBAHUE N MATEPWAJbI, HEOBXOAUMBIE MNMPN PABOTE C HABOPOM
NOArOTOBKA PEATEHTOB /14 AHAJTIN3A

YCNoBMA XPAHEHUA U SKCMJTYATALUN HABOPA

MPOBEAEHWNE AHAJTIN3A

. OXMOAEMbIE 3HAYEHNA 1 HOPMbI
. JINTEPATYPA
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«YTBEPXJEHA»
Mpuka3 PocagpaBHaasopa N2 9362-Mp/09 ot 19 Hoabpsa 2009 r.
KPA 68430 ot 24.09.2009 r.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans NMMYHO®EPMEHTHOIO ONMPEAEJIEHNA OBLLUEIO 1igM
B BUOJIOTMYECKUX XKXUAKOCTAX «06wuin IgM-UDA »

1. HABHAYEHMUE

1.1. Habop peareHTtoB «O6wwnii IgM-UDA» npegHasHayeH AN KOMYECTBEHHOrO
onpeneneHns KoHueHTpaumm obwero IgM B 6uonornyeckmx xumakoctax (cm. Tabnvuy M)
MeToAOM TBepAOda3HOro MMMyHOMEPMEHTHOIO aHannsa.

1.2. immyHornobynnH M (IgM) npucyTCcTBYeT B KPOBM KakKk B MOHOMEPHOW,
Tak W B neHTamMepHon dopmax. [loBbileHHaa KoHueHTpauus IgM B cbiBOpOTKe
KPOBW SABNAETCA OCHOBHbIM MMPU3HAKOM MEPBMYHOrO MMMYHHOro OTBeTa, a Takxe
MOXET CBMAETENbCTBOBATb O MNEpCUCTUpyoWwmMx 6akTepuanbHbIX W BUPYCHbIX
nHbekumax. CHuMKeHne KoHueHTpauuu IgM B cbiBOpOTKe KpoBM Habniopaetca npu
HEKOTOpbIX WMMyHoAeduuMTax. Pe3koe noBsblleHMe YypoBHA IgM xapakTepHO AN
MakpornobynuHemumn (6onesHu BanbaeHcTpema) n IgM mnenomel.

2. MPUHUMN PABOTblI HABOPA

OnpepeneHne obuwero IgM OCHOBaHO Ha MCMNOSIb30BaHUU <CIHABUY»-BapuaHTa
TBEpAO(A3HOro UMMyHOMEPMEHTHOrO aHanmsa. Ha BHYTpeHHeW MOBEPXHOCTU JTYHOK
nnaHwera MMMOOMIN30BaHbl MblWMHbIE MOHOK/OHANbHble aHTUTena Kk obwemy IgM
yenoseka. B nyHkax nnaHweta, npu agobasneHnn nccnegyemoro obpasua, NnpoMcxoamt
cBa3blBaHWe obuiero IgM, coaepixalerocsi B uccneagyemom obpasue, C aHTUuTenamm Ha
TBepAor dase. O6pa3oBaBLUNIACS KOMMEKC BbISBSIOT C MOMOLLbIO KOHbOraTa MblLWNHbIX
MOHOKJ/IOHa/NbHbIX aHTuTen Kk obwemy IgM c nepokcupasor xpeHa. B pesynbrarte
obpa3syeTcs CBSI3aHHbIA C MJACTUKOM <«C3HABWY», coAepXalui nepokcuaasy. Bo
BpeMsi MHKybauumm c pactBopoMm cybcTpata TeTpameTunbeHsmnanHa (TMB) npoucxoaut
OKpalluMBaHWe pacTBOPOB B JIyHKax. MHTEHCMBHOCTb OKpacku NpsiMO NpPonopLMOHanbHa
KOHUeHTpauun obuwero IgM B mnccneayemom obpasue. KoHueHTpauuio obwero IgM B
nccneayembix obpasuax onpenenstoT Mo KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTMU
OMTUYECKOM NMNOTHOCTK OT coaepxaHusa obwero IgM B kannbpoBoYHbIX Npobax.
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3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunYHOCTb. [lepekpecTHasi peakuusi MbIlWWHbIX MOHOKJIOHAbHbIX
aHTUTEnN K obwemy IgM c apyruMmmn aHanutamu npveeaeHa B Tabnuue:

Raniy ﬂepexﬂ:gugaﬁﬂ peak-
IgA <0.1
IgG <0.1
IgE <0.1

3.2. BocnpousBoauMOCTb.

KoacdduumeHT Bapuaumm pesynbTaToB OMNpeaenieHns copepxaHus obuwero IgM
B OAHOM WM TOM e obpasue 61Monormyecknx XuMAKoCTen C mcnonb3oBaHneMm Habopa
«06wmnn IgM-NO®A» He npesbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUeHTpauuun obuwero IgM B obpasuax 6Monormyecknx xXumakocren
npu pasBeaeHun nx 6UONOrMYeCcKMMmN XNUAKOCTAMU, He coaepallen obwmin IgM, nmeet
JINHEWNHbIV XapaKTep B AnanasoHe KoHueHTpaumin 0.5-10 r/n n coctasnset £10.0%.

3.4. To4yHOCTDb.

[aHHbIA  aHanuUTMYecKMii napaMmeTp MNpOBEpPSeTCs TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHOW KOHUeHTpauuu obuiero IgM npeanucaHHOM, MONyYeHHOMN
nyTeM CMELWBAHUSA paBHbIX O0ObEMOB KOHTPOJSIbHOM CbIBOPOTKU U KanMbpoBOYHOM
npo6bl 2.0 r/n. MNpoueHT «oTKpbITUA>» cocTaBnsieT 90-110%.

3.5. HyBCTBUTEJIbHOCTD.

MuHuManbHaa poctoBepHo onpegensemas Habopom  «O6wmii  IgM-UOA»
KOHUeHTpaumsa obwero IgM B 6Monornyecknx Xunakoctax He npesbiwaet 0.06 r/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (QoToMeTp BepTUKaANbHOrO CKaHWPOBAHWSA, MO3BONAKOWMIA U3MEPATbL OMTUYECKYIO
NIOTHOCTb COAEPXMMOrO NIYHOK MiaHweTa npu AnvHe BoAHbl 450 HM;

- TepMmocTaT, noaaepxusatowmnii Temnepatypy +37 °C £0.1 °C;

- [03aTopbl CO CMEHHbIMWM HaKOHeYHWKaMu, Mo3BoNswWwmne oTbéupatb 0b6beMbl
B AMana3oHe 5-250 mkn;

- UMAMHAP MepHbI BMecTuMocTbio 1000 Mn;

- BOAQ AUCTUNMPOBAHHAas;

- MepyaTKuM pe3nHOBbIE UIN NNACTUKOBbIE;

- bymara dunbTpoBanbHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. lMepep npoBeAeHWeM aHanu3a KOMNoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHATHOW TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosseHne njaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy HeobXoaMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNoNb30BaHHbIMM  CTpUMbl, 4YTOBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTenbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu Temnepatype +2...+8 °C B TeueHne Bcero cpoka rogHoctu Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHtoB «O6wuii IgM-UDA» ponxkeH XpaHUTbCS B YyMakKoBKe
npeanpuaTUA-U3roToBuTeNns npu Temnepatype +2...+8 °C B TeuyeHue BCero Cpoka
roAHOCTW, YKa3aHHOro Ha ynakoeke Habopa.

[onyckaeTcs xpaHeHune (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C He
6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyvae apobHOro mcnonb3oBaHus Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- bydep ang passeaseHns obpasuos, KOHbloraT, cybcTpaT, CTon-peareHT nocne
BCKPbITUS (h1aKOHOB cneayeT XpaHuUTb Npu Temnepatype +2...+8 °C B TeyeHune
BCero cpoka rogHoctu Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cieayet
XpaHuTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBNEHHbIN OTMbIBOYHbIM pPacTBOp ClefyeT XpaHWTb MNpPU KOMHATHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTok unu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpuMeyaHue. MNocne NCNoNb30BaHUA peareHTa HeMeAsSIeHHO 3aKpbliBalTe KpbILWKY

dnakoHa. 3akpblBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHWa aHanuM3a He cneayeT WCMNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (MaasMy) KpoBM, coaepikallyo
asuna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepyeT XpaHuTb npu TemnepaTtype -20 °C. MNoBTOpHOE 3aMOpaXuBaHWe-OTTanBaHue
06pa3uoB CbiBOPOTKM (MAa3Mbl) KPOBM He ponyckaeTtcs. [JonyckaeTcss uccrnenoBaHue
CbIBOPOTOK, XpaHeHWe KOTOpblX C MOMeHTa 3abopa KpOBM OCYLLECTBASAAOCH MNpU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VckntoyaeTcs Mcnosb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Ma3Mmbl)
KpOBW Nt0AeN, NoNy4vaBLIMX B LensaxX ANarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIUNHbIE @aHTUTENa.

8.6. Mpn uncnonb3oBaHuM Habopa AN NpoBeAeHUS HECKOSbKUX He3aBUCUMbIX
Cepuin aHann3oB creayeT UMeTb B BUAY, YTO A1 KaXA0ro He3aBMCMMOro onpeaeseHmns
Heob6XxoAMMO  MOCTPOEHME HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCs onpeaeneHne KoHueHTpaumm obwero IgM B KOHTPONIbHOW CbIBOPOTKE.

8.7. Ins nony4vyeHns HaAexHbIX pe3ynbTaToB Heob6XoAMMO cTporoe cobniogeHue
NHCTpyKuMM no npumeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMOHEHTbI M3 APYrMx HabopoB WM M3 aAHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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9. NPOBEAEHUE AHAJIU3A

MoMecTTe B paMKy Heo6X0AMMOe KONIMYECTBO CTPUMOB — UccredyeMble o6pasubl B 2
noBTopax n 12 nyHoK Ans KanMbpoBOYHbIX MPO6 U KOHTPOSIbHOW CbIBOPOTKM.

Pas6aBbTe 06pa3subl cbiBOpoTkM (Mnasmbl) kpoBu B 5000 pas, ucnonb3ys UOA-Bydep.
Mpumep: B npobupky Pa3ssegeHune 1 (1:100): 10 mkn obpasua + 990 mkn UDA-Bydepa. B
Apyryto npobupky PasseaeHune 2 (1:5000) pobasbte 10 Mkn PasseaeHus 1 + 490 mkn UDA-
Bydepa. PasseneHune 2 (1:5000) cneayeT ncnonb3oBaTtb B aHanunse. Cnocob passeneHus ans
ApYyrux BUAOB MaTepuana npuseaeH B Tabnuue M. He pasbasnsaite kanmbpoBouyHble Npobbl
1N KOHTPOJIbHYIO CbIBOPOTKY.

Ecnn npepnonaraemasi KoHueHTpauusi obwero IgM B uccnegyemom obpasue npesbillaer
10 r/n, ero cnenyeT AONOMHWUTENbHO pa3BecTn, ucnonb3ys NOA-Bydep. Micnonb3osaHue
apyrux 6ydepoB n peareHToB Ans pasbaBrneHns 06pasLOB MOXET WCKaxaTb pe3y/bTaThbl
onpeaenexHus!

MpuMeyaHue. NS nNonydYeHUs HaAEXHbIX pe3ynbTaTOB PEKOMEHAYETCA WCNOMb30BaTb
HECKONbKO MocfiefoBaTeNlbHbIX  pa3BeAeHnii  uccnegyemoro obpasua  6uMonornyeckmnx
XNOAKOCTEN.

BHecuTe B COOTBETCTByHOLME JNyHkM B Ay6aukatax no 100 Mka kakaou
KaM6poOBOUYHO NPO6bI U KOHTPOJIbHOW CbIBOPOTKMU. [1py MCCNefoBaHMM CbIBOPOTKM
(nnasmbl) KPOBM B JTYHKM, NpeAHa3HavyeHHble 4518 nccneayemblx o6pasLos, BHECUTE Mo
100 mkn pas6aBneHHbix o6pasyos (PasseaeHue 2). Npu nccnegoBaHum Apyrux
BMAOB MaTepuana obbemM BHOCMMOro mccrneayemoro obpasua ykasaH B Tabnuue M.
BHeceHMe KannmbpoBOYHbIX NMP06, KOHTPOLHOM CbIBOPOTKM U MUCCefyeMbix 06pa3uoB
HeobxoAMMO NMPOM3BECTU B TedyeHne 15 MUHyT.

AKKypaTHO MepeMellainTe CoAepXWMoe MaHlWeTa KpPyroBbiIMW ABVMXKEHUAMU O
rOpU30HTa/IbHOW MOBEPXHOCTM, 3aK/elTe NiaHwWweT 6ymMaroi Ans 3aknenBaHus naaHLweTa.
UHKy6upyiite nnaHwert B TeueHne 30 MUHYT Npu Temnepartype +37 °C.

Mo oKOH4YaHMM WHKYbauun yaanuTe COAEPXMMOE JIYHOK acnupauunein (Hanpumep,
C NOMOLLbIO BOAOCTPYWHOIO Hacoca) Wiv AeKaHTUPOBaHMEM U OTMOMTE JIYHKMU 3 pasa.
Mpn kaxpgon oTMbiBKe AobaBbTe BO BCe JYHKM MO 250 MKA OTMbIBOYHOrO pacTtBopa
(cM. n. 7.3), BCTPSXHWUTE MNAHWET KPYroBbiMW ABMXEHUAMWU MO FOPU30OHTASIbHOW
NMOBEPXHOCTU C MOC/NeAyloLWen acnupauven wnv AeKaHTMpoBaHWEM. 3adepXkKa
npu OTMbIBKE (3aMauyMBaHuWe NyHOK) He TpebyeTcsa. pu KaxXAoM [AeKaHTMpPOBaHMU
HeobXx0AMMO TLATENIbHO YAANATb OCTATKM XXUAKOCTU U3 JTYHOK.

BHecuTe BO BCe siyHkn no 100 MKk KOHblOrara.

3aksenTe nnaHweT 6ymMaroi AN 3aKfieuBaHus NiaHLleTa » MHKY6UpyWTe ero B Te4eHue
30 MMHYT Nnpu TeMmnepartype +37 °C.

M0 OKOHYaHWW MHKYBaLMKN yaanuTe CoOAepXUMOe JIYHOK 1 OTMOWUTE JIyHKU 5 pas.

BHecuTe Bo Bce nyHku no 100 mkn pacrtBopa cy6crpata TeTpameTunbeHsnan-
Ha. BHeceHune pacTtBopa cybcTpaTa TeTpameTunbeHsnamHa B YHKU Heo6XoaAnuMo Mnpo-|
M3BECTU B TeyeHune 2-3 MvH. MHKYy6upyiTe nnaHwWeT B TEMHOTE NMpPyU KOMHaTHOM
TemnepaTtype (+18...+25 °C) B TeueHme 10-20 MMHYT B 3aBUCUMOCTUN OT CTEMNEHU
pa3BUTUSI CUHEro OKpalUMBaHUs.

11

BHecuTe BO BCe JIYHKM C TOW XXe CKOPOCTbIO W B TOW Xe NOCNef0BaTeNbHOCTU, KaK U
pactBop cybcTpaTta TeTpamMeTunbeHsmanHa, no 100 MK cTon-peareHTa, rnpu 3ToMm
COAEepXUMOe TYHOK OKPaLUMBAETCS B SIPKO-XKEeNTbllA LBET.

12

U3MepbTe BeNUUMHY onNTUYEeCcKoM mJIoTHoctu (Of) copep>KMMOro JiyHOK
njiaHwera Ha d¢oToMeTpe BepTUKaSbHOr0 CKaHWPOBaHVUS MPU AJSIMHE BOJIHbI
450 HM. M3mepeHune Ol coaep>XXmMMOro NyHOK niaHweTa HeobxoAnMO Npou3BecTu B
TeyeHue 15 MWH nocne BHeceHUs cTon-peareHTa. bnaHk doToMeTpa BbiCTaBnaniTe Mo
kannbposoyHoi npobe C1.

npoaosikeHne Tabauubl Ha cTp. 8
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13 | MocTpoiiTe B NUHENHbIX KoopAuHaTax KannmbpoBOuYHbIM rpaduk: ocb abcumcc (x) -
KOHUeHTpauus obwero IgM B kanubpoBouHbix npobax (r/n), ocb opauHaT (y) -
onTuyeckas MAOTHOCTb KannbposouHblix Npob (O 450 HM). Ana anroputma obcyeTta
(annpokcuMaumm) KanmbpoBOYHOro rpaduka UCMonb3ynWTe MHTEepBasbHbIA (KyCOYHO-
JNIMHENHbIW, «OT TOUYKM K TOYKE») METOA.

14 | Onpenennte no kanubpoBo4vyHOMY rpaduKky copepxaHue obuwero IgM B nccneagyembix
obpasuax. Ecnu wuccneayembli obpasen npeapassoaumnn  (CM. n.3), yMHOXbTe
Nnofly4YeHHbI pe3ynbTaT Ha dakTop pasBeaeHusi. pu aHanuse pasfiMyHbIX BUAOB
MaTepuana HeobXoAMMO YMHOXWUTb MOJSIyYeHHble 3HaveHus Ha PakTop nepecyeTa,
npueeAeHHbI B Tabnuue M.

Tabnuua M
cbiBopoTka | Mccnepyembie 06pasubl Pasegenue 1(1:100): 10 mkn obpasua 0 100 1
(nnasma) | JOMKHbI ObITb TLIATENbHO + 990 mkn bydepa Ana passenenus
KpoBU | OTLIEHTPUGYIMpOBaHbI. 06pa3LoB. B apyryto npobupky

AHanu3 MyTHBIX, XNe3HbIX PasBepenue 2 (1:5000) nobaBbre

11 remonmuTMyeckmux 06pasuoB | 10 mkn PazseseHue T+ 490 mkn
MOXET MPUBECTU K UCKaxKeHWto | bydepa ana pa3seseHna 0bpasLios.
pe3ynbTaTos. Pa3Begenue 2 (1:5000) cnepyet
CMONb30BaTh B aHanu3e

aioHa | Wcenepyemble obpasupl 90 10 0.002
AOMKHDI ObITb TLLATENbHO
OTLIeHTPUGYrupoBaHbl. AHanu3
MYTHbIX 06Pa3Li0B MOXeT
MPUBECTU K MCKXKEHNIO
pe3ynbraTos.

moua | Wccnepyemble obpasupl 50 50 0.0004
LOMKHDI ObITb TLLATENbHO
OTLIeHTPUGYrupoBaHbl. AHanu3
MYTHbIX 06Pa3Li0B MOXeT
MPUBECTU K UCKAKEHNIO
pe3ynbraTos.

CnuHHO- | Viccnepyemble 06pasLibl 80 20 0.001
MO3r0BaA | AOMKHbI ObITb TLUATENbHO
KUBKOCTb | OTUEHTPUGYrMpoBaHbl. AHanu3
MYTHbIX 06Pa3Li0B MOXeT
MPUBECTU K UCKKEHNIO
pe3ynbraTos.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ynbTaTtax nccnenoBaHui, npoBeAeHHbIX
000 «XEMA», pekoMeHAyeM MO/sib30BaTbCs HOpPMaMW, NpuUBEAEHHbIMK HMXe. BmecTte
C TeM, B COOTBETCTBUM C NpaBunamu GLP (Xopowei nabopaToOpHOM NpaKTUKK), Kaxkaas
nabopatopua AO/HKHA camMa onpefennTb MapaMeTpbl HOPMbl, XapakTepHble ANs
obcnenyemon nonynauuu.

MpumMmeuaHue. 3HayeHUss KOHUeHTpauuii obwero IgM B uccneayembix obpasuax,
HaxXoAsAWMeCa HUXe rpaHuubl 4YyBcTBuUTeNbHOCTM Habopa (0.06 r/n), a Takxke
rnpesbllatoWwme 3HayeHne BepxHern kanmbposoyHor npobel (10 r/n) cneayeT npuBoAnUTb
B cnepytowen gopme: B nccnenyemMoMm obpasue X KoHuUeHTpauusa obuero IgM Huxke
0.06 r/n wnun Bbiwe 10 r/n.

Eaunuupl, r/n
Wccnepyemasn rpynna — —
HwxHuii npepen Bepxuuit npegen
340pOBble AOHOPbI 0.7 3.7
HOBOPOXAEHHbIE 0.1 0.35
1-3 mecsqua 0.12 0.9
4-6 mecsaues 0.25 1.2
7-12 mecsues 0.35 1.0
1-6 net 0.55 2.2
7-11 net 0.65 1.7

11. INTEPATYPA

1. Erik J. Wiersma, Cathy Collins, Shafie Fazel, and Marc J. Shulman Structural and
Functional Analysis of J Chain-Deficient IgM J. Immunol., Jun 1998; 160: 5979 -
5989.

Mo BompocaM, kacawLwmmcs kayectsa Habopa «O06wmn IgM-UDA >,
cnenyet obpawatbca B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

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

3M1eKTPOHHas noyta: info@xema.ru; rgc@xema.ru
VHTEpHET: www.xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KoCTp1kunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgM IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total IgM
in biological fluids.

This kit is designed for measurement of total IgM in biological fluids. 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

Immunoglobulin M (IgM) is secreted during primary immune response and exists
in monomeric and pentameric forms. Elevated serum IgM is observed in chronic
inflammation, macroglobulinemia and IgM myeloma. Decreased IgM level may occur in
some immunodeficiency syndromes.

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 specific murine monoclonal to human
total IgM-antibodies. Antigen from the specimen is captured by the antibodies coated
onto the microwell surface. Unbound material is removed by washing procedure. Second
antibodies — murine monocnoclonal to human total IgM, 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-'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;

Dry thermostat for 37 °C £0.1 °C

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

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

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.
Specimens may be stored for up to 48 hours at +2...+8 °C before testing.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4+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.

Document: K2771 Instruction version: 1901 Format version: 506

13



K2771

*S9dA] |eld93eW JUDIDHIP Ul

UO0I11RIIUDOUOD S3A|RUR 91R|NJ|RD 03 |\ D|qR] Ul Pa1SI| 1030B) UOIIR|NJ|RD 9SM "UodNpaJ eIep J0) poyiaw juiod-Ag-juiod A|ddy | ST
103R1qI|BD 3544 U0 Mue|q Ja3awojoyd 39S | HT
"Wu oSt 3e (Aysusp |eonndo) O ainses | €T
'S||9M 3Y3 03Ul dOLS 40 | 00T dsuadsia | ¢T
Do SC+7'8T+ 1e sajnuiw 0Z-0T =23eqnour| 1T
'S||am a3 ojul WL SANS 4o | 00T dsuadsia| 0T
‘'sswy G sdi3s auy ysem | 6
‘Do LE 1B SSINUIW Q¢ 21eqndUl| 8
"S||9M 3y} 03Ul ddH (NOD Jo | Q0T asuadsid| £
'sawll} € sdiis ysep ‘[Iom J4ad i 0§z @9 pinoys uonnjos buiysem jo Ayjuenb
|Jewiully JU93em paiasip Aq X9Z HSVYM 4Ng 931eJ13uadu0d uoinjos buiysem jo uonnjip X9z Agq uonnjos buiysem aiedald| 9
Do LE JB S2INUIW OE @1eqndUL| g
"(31 @Yy ojul papnpoul) adey aAisaype 3e|d
AQ S||9M 33 J9A0D puk Spu0das /-G J0j 1e|d ay3 Jo Huirelod |pIUOZIIOY HOYS AQ S|[9M dY3 JO SIUSIU0D 3yl XIw Ajjnjaied
so|dwes ||e J0j sWI3 UOI}_RgNDUl WJOJIUN UR 3JNSUd 03 ‘Sajnujw € ulyim spew aq pinoys buniadid "s|elaiew Jayjo jo
S9UWIN|OA 3Y3 404 | 9]ge] 995 'S||oM pa3edo||e ay3 ojul (Z NOILNTIA) odwes pajnjip umoudun ay3 jo | 00T 32did ewse|d
10 wnJas poo|q Jo HBullsal 104 *S||oM pa3edoj||e 03Ul TOYLINOD Sa|dwes |oJ3uod pue G-T yD sJojeiqied jo i 00T 32did| +
juswiainseaw 3094100ul
0} pes| Aew uonn|ip ajdwes Joj syusabead 40 siayng Jayjo Jo asn ‘(4a4nqg oidwes yi3) 3dS 11d bBuisn ‘Ajbuipaodoe
9|dwes siyy ain|ip Ajjeuonippe 4ojesqiied 3saybiy syl spaddxa ajdwes ayj ul uoilesjuaduod jAjeue pajsabbns y1| ¢
'sJ0jeiqgl|ed pue 9jdwes [0J43U0d 2IN|Ip 30U 0 ‘|ellaIeW pazAjeue Jo sadA] Jualaip
J0J SJ030B) puUB SBPOW UOIN|IP 104 W d|ge) 23S "P|oj 000S (424nq djdwes yI3) IdS TId Ja24ng Buisn ssjdwes an|id| ¢
'SAIYLS AISNNN WOY4 3dV.L ONITVAS JAISTHAY IAOWIY LON Od "d|duies umoudun yoea 104 S[|2m oM} pue JOYLNOD
sa|dwes |0J3u0d pue G-T yD SJ03eIql|ed Y3 404 S||9M T 93eDJ0||e ‘awel) syl 0jul sdii3soldiw Jo Jaquinu palissp ay3ind| T

aJ4npadoid Aessy " L

Instruction version: 1901 Format version: 506

Document: K2771

14



XEMA

*9AIND Jo adeys Jeaul-uou 0} aNp papuUIWILIOID SI
uoonpaJ eiep Jeaul| Jo julod-Ag-juiod ‘abeis siyy uo ajgeddde s| uoidNpal elep pazida3NdWod JO |eNUBI “SAIND
uoneiqied ayl wodj sojdwes umoudun ul |ABI 2303 JO uonesausdouod bHulpuodsslalod Byl SuUIWIRIRJ "E€°6

*uol3eJauaduo0d b1 |e103 snsuaA qO :Jaded ydedb uo aAInd uoneiqied e 10|d *¢'6
‘sa|dwes pue siojelqiied jo Jied yoes J40j (0S#A0) SoN|eA 2dURgJIOSGe URdW 3Y] d3e|NJ|RD "I°6

S171NS3Y 40 NOILVINIIVD "6

‘suopjeoypads Aesse uaAlb ayy ulyym
os|e aJe sua3aweded 35931 J9Y30 ||e 41 pue sabues payioads ay3 UIYIM e S|0J3U0D || I AJUO pljeA aJe S3INsaJ 3s9) 9yl
'}$93 9y3 Jo uoispa.d pue Adeandde ay3 buiiepijea 104 S|043u0d JO Jaquunu Juaidyins e ‘aunpado.d
159} 9y3 ulyam ‘spnpoul sAemie 03 juepodwi St 3 ‘syusbead |043U0D JO ISN SY3 404 JURAS|DJ A|eID9dSD S| SIY] ‘'SME]| 10
/pue spJdepuels |eJ0| pue ‘iels ‘|etapal 9|qedijdde uayjo 1o (0130eld Al0ojeioge] poon) 419 JO S9|nJd 3yl 03 alaype
AJ30143S 3SNW J3SN 3Y3 JOAOD.IO|N *9SN 404 SUOIIDNJISUI S,J94n3dejnueW 9y} 4ad se A3oexa paw.ojiad aq 3snw 3593 oy L
's3InsaJ Jo Ajipliea Aep 03 Aep ayj 24nsse 03} pasIApe S|
sa|dwes [0J43u0d JOo 3sn 3y ‘suopile|nbad |edapay pue a3eis 03 buipiodde sajdwes |0.43uU0d SN 0] PaPUBWWIO0IA S| 3]

TOULNOD ALITVND '8

"buysay a104aq
uopebnyluad Agq pajeady o9 pjnoys
pue paploAe 3q p|noys sajdwes piny
1000 0¢ 08 p1g4n] 4o ‘orwadi ‘213Aloway A|ssoJo | |euidsouga.ad

*bul3sa] 24049q

uonebnyljuad Ag pajeady aq pjnoys
pue paploAe 9q p|noys sajdwes
+000°0 0Ss 0s pigin} Jo ‘olwadi| ‘onAjowsy A|ssolo auun
*bul3sa] 94049q

uonebnylauad Ag pajeadl oq pjnoys
pue paploAe 9q p|noys sajdwes

200°0 0T 06 pigin} Jo ‘ojwadi| ‘oiAjowsy A|ssol eAlles
Z NoLLN1Id
=juanp jo |1 06t + ‘buiysal a10joq
TNOILNTIA 40 I 0T uonebnyliusd Aq pajeas aq pjnoys
T NOLLNTIA = juan|ip Jo pue paploAe 3q pjnoys sajdwes ewse|d Jo
T 00T 0 11 066 + o|dwes jo |l 0T | PIg4n] 40 ‘D1wadl “D13Ajoway A|ssols | wnuas poojq
g LHTEIEIT
lopey i ‘lam ayy I buipuey pue abeioys
uonejnje) | ojuiajdwes w_a.___—__h_.wmd__m ajdwexa uonnjip sjdwes ‘u013]|0 [eHR3EW O SI0N adiy jeuajeyy

buissadoud ajdwes g/

Format version: 506

Instruction version: 1901

Document: K2771

15



K2771

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

: Absorbance units Production control 1
Calibrators Value (450 nm) -
CAL 1 0 g/l 0.08 - s
CAL 2 0.5 g/l 0.32 oL
CAL 3 29/l 0.93 - /
CAL 4 5 g/l 2.15 Bl
CALS 10 g/l 3.01 o

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 total IgM. Based on data obtained by XEMA, the following normal range
is recommended (see below). NOTE: the patients that have received murine
monoclonal antibodies for radioimaging or immunotherapy develop high titered anti-
mouse antibodies (HAMA). The presence of these antibodies may cause false results
in the present assay. Sera from HAMA positive patients should be treated with depleting
adsorbents before assaying.

Units, g/I
Sex, age Lower limit Upper limit
Healthy donors 0.7 3.7
newborn 0.1 0.35
1-3 month 0.12 0.9
4-6 month 0.25 1.2
7-12 month 0.35 1.0
1-6 yrs 0.55 2.2
7-11 yrs 0.65 1.7

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
IgA <0.1
I1gG <0.1
IgE <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.06 g/I.

11.3. Linearity. Linearity was checked by assaying dilution series of 5 samples with
different total IgM concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery. Recovery was estimated by assaying 5 mixed samples with known
total IgM concentrations. The recovery percentages ranged from 90 to 110%.

12, LITERATURE

Erik J. Wiersma, Cathy Collins, Shafie Fazel, and Marc J. Shulman Structural and
Functional Analysis of J Chain-Deficient IgM J. Immunol., Jun 1998; 160: 5979 - 5989.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

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. Akagemnika Eppemosa, f. 23;
e-mail: info@xema.com.ua
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