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K119AI

MHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO BbISABJIEHUSA IgA AHTUTEN K
AHTUIFEHAM Helicobacter pylori B CbIBOPOTKE (IMJIA3SME)
KPOBW «Helicobacter pylori IgA-NU®A »

1. HABHAYEHMUE

1.1. Habop peareHTtoB <«Helicobacter pylori IgA-U®A» npepgHasHavyeH Aans
KayeCTBEHHOr0 BbIsSIBIEHUS1 KOHLLEeHTpaunn IgA aHTuTen K aHTureHam Helicobacter pylori
B CbIBOPOTKe (Msa3Me) KpoBM MeToAoM TBepA0odasHOro MMMyHOMEPMEHTHOIO aHannsa.

1.2. H.pylori - WWPOKO  PpacnpoOCTPaHEHHbIW  MWKPOOPraHM3M, KOTOPbIM
WHpUUMpOBaHa MNOMOBMHA HaceneHuss 3eMHoro wapa. Ero pacnpocTpaHeHHOCTb
ype3Bbl4YalHO BbICOKa B pa3BMBAIOWMXCSH CTpaHax M AOCTaTOYHO HWU3Ka B PasBUTbIX
cTpaHax Mupa. o AaHHbIM BceMMpHOWM opraHusaumm racTpO3HTEPOSIOrOB, B CTpaHax
BocTtouHoi EBponbl M A3un MHPULNMPOBAHHOCTb B3POC/AOr0 HaceneHus coctasnset 70-
80 %.

WccnepoBaHmsa nocneaHnx AeCATUIETUMI MoKasanu Beaywyl ponb bHaktepum
H. pylori B natoreHese mnopaXeHWN >enyaka W ABEeHaAUATUMEPCTHOM  KULLKW.
H.pylori o6Hapy»xuBatoT noytn y 100 % B3pocC/biX MauMeHTOB C S3BEHHOW H0ME3HbIO
ABeHaALaTUNepCTHOM KULWKK, NpuMepHO y 80 % 60/bHbIX A3BEHHOM 60/1€e3HbI0 Xenyaka,
y 92 % 60nbHbIX pakoM xenyaka U y 92 % 605bHbIX C @aKTUBHbIM XPOHUYECKUM
ractpuToMm. lMccneposaHMsaMM AOKas3aHO, YTO 3AMMMHaUMA XenukobakTepa MpuBOAUT
K MCYE3HOBEHWIO racTpuTa W 3HAYUTENbHO YMEHbLUAeT 4acToTy peueanBOB $A3Bbl
ABEHaALATUMNEPCTHON KULLKW.

1.3. XenukobakTepnos - XpoHuyeckas WHMEKUMs C AWUTENbHbIM, 4acTo
6€eCCUMMNTOMHbIM TeyeHneM. B crnyyae BO3HUKHOBEHUS CUMMTOMbl He OT/MYalOTCS
OT K/IMHWYECKMX MpOsIBIEHU racTpoayoneHuta (06bIYHO — TMOCTOAHHbIe 601K B

obnactu anuracTpus). H.pylori 04eHb YacTo NPUCYTCTBYET Y NaUMEHTOB, HE MMEIOLLMX
KIIMHUYECKNX NPOosBNEHNI 3aboneBaHus.

1.4. Wrtammbl H.pylori 4pe3Bbl4aliHO TreTeporeHHbl W pas3fensiTcs Ha [ABe
6onbliMe rpynnbl — WTaMMbl, 3Kcnpeccupytowme aHturenbl VacA n CagA (tvn I), un
LITaMMbl, KOTOpble HE 3KCMPECCUPYIOT 3TU aHTureHbl (Tun II). LUTaMMbl nepBoli rpynmnbl
AOMUHMPYIOT Y MauUMEHTOB C S3BeHHOM 60ne3Hbi0 M pakoMm xenyaka. benok CagA
NPOHUKAET B KJETKWU 3NUTENNS CAN3NUCTON 060104KM, MPUBOAUT K HapyLUEHWUIO MUTO3a
W MHAYUMPYET XPOMOCOMHYI HecTabunbHOCTb. Ecnn vHdekuus Bbi3BaHa LTaMMaMu
H. pylori, akcnpeccupytowmmm 6enok CagA, B opraHvM3Me 4yenoBeka BblpabaTbiBaloTCs
aHTUTena cneumduyHble K 3TOMy aHTUreHy. AHtTutena Kk 6enkam CagA BbISBNAIOTCH Y
80-100 % naumeHTOB C A3BEHHOM 60Ne3HbI0 ABEHAALATUNEPCTHON KUWKKM Uy 94 %
60MbHbIX pakoM >enyaka. [103TOMy BbIIBNeHWE aHTUTeN, crneum@uyHbiXx K 6enky
CagA, sBnsetca WHMOPMaTUBHLIM MapKepoM B AWArHOCTUKE £A3BEHHOW 605e3Hu
ABEHaALaTMMNEPCTHOW KULLKKU U paka Xenyaka.
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XEMA

1.5. WTammbl H.pylori II Tuna, KOTOpble He 3KCMNpeccuMpyloT aHTureHol CagA u
VacA, He accouMMpYIOTCS C TSXKENbIMU MOPaXeHUsIMUN Xenyaka u ABeHaauaTUNepCcTHOM
KWLWKK, B YaCTHOCTU, A3BEHHOM 60ME3HbI0 U PaKoM.

1.6. NHdekumna H.pylori moxeT O6biTb Ob6HapyXeHa KakK WHBa3MBHbIMW, TaK U
HEVWHBa3MBHbLIMM [AMarHOCTUYECKMMM MeToAaMu. WHBa3MBHbIE MeETOAbl BKJIOYAKOT
nccneposaHve  6MonTaTtoB  CIM3MCTONM  060MOYKM  XKENyAOYHO-KMULLIEYHOro TpakTa
TMCTONOMMYECKMMU, KyNbTypasbHbIMW MeToAaMu WAN ObICTPbIM ypeasHblM TeCToM,
0AHaKO, HeOAHOPOAHOe pacrnpocTpaHeHue H.pylori N0 CAN3UCTOW YacTo MPUBOAUT K
NOXHOOTpULUATENbHbIM pe3ynbTaTaM. K HeMHBa3nMBHbIM METOAaM ANArHOCTUKN OTHOCATCA
ceponiormyeckne MccnefoBaHUsa CbIBOPOTKM MauMeHTa Ha Hanuuue cneumdunyecknx
K H.pylori aHTUTen n AblXaTeNbHbI ypeasHblii TeCT C MPUMEHEHWEM pafvoaKTUBHO
MeYyeHOW MOo4eBMHbl. VIMMYHOMEpPMEHTHbIW aHanu3 Ha BbiBNEeHWE crneunduyeckmx
aHTuTen knaccos IgG/IgA/IgM €ABNSETCS MWHMMANbHO WHBA3WBHbLIM, ObICTPbIM,
BbICOKOYYBCTBUTENbHbLIM Y MHPOPMATUBHbBIM METOAOM AMArHOCTUKM MHbeKunn H.pylori.

2. MPUHUMN PABOTbl HABOPA

BoisBneHve IgA aHTUTen K aHTureHam Helicobacter pylori ocHOBaHO Ha
MCMNOMb30BaHMM HEMNpPsAMOro BapuvaHTa TBepAodas3HOro MMMyHO(MEPMEHTHOro aHanmsa.
Ha BHYTpeHHen NOBEPXHOCTM IYHOK MaaHweTa MMMobunnsoBaH peKoMbUHaHTbI 6enok
CagA H.pylori. AHTUTeNna u3 obpasua CBA3bIBAOTCS C aHTUreHOM Ha MOBEPXHOCTU
NyHKkn. O6pa3oBaBLUMINCS KOMMEKC BbISBASIOT C MOMOLLbIO KOHbIOrata — MbIWNHBIX
MOHOKJIOHaNbHbIX aHTUTen K IgA 4yenoBeka C nepokcuaasol XpeHa. B pesynbraTte
obpasyeTcs CBSI3@aHHbIA C MJACTUKOM <«C3HABMY», coAepXalmini nepokcuaasy. Bo
BpeMs MHKybauum c pactBopoM cybcTpata TeTpameTunbeHsvnanHa (TMB) npoucxoaut
OKpaluMBaHWe pacTBOPOB B JlyHKaxX. IHTEHCMBHOCTb OKPACKM MPsiMO MPOMNoOpLUMOHabHa
coaepxaHuto IgA aHTUTEn K aHTureHam Helicobacter pylori. HAEKC MO3UTUBHOCTU
(MM, %) IgA aHTMTEen Kk aHTureHam Helicobacter pylori B wccnepyeMbix obpasuax
paccuyuTbiBaeTcst No hopMyne, NpMBEAEHHOW B MHCTPYKLUK.
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K119AI

3. AHAJIUTNYECKUE XAPAKTEPUCTUKHA

3.1. CneunPunUYHOCTb.

YyscTBUTENBHOCTL Habopa pearentoB «Helicobacter pylori IgA-U®A» oueHnBanm ¢
NMOMOLLbIO MaHeN OXapaKTepM30BaHHbIX CbIBOPOTOK, KOTOpas COCToUT 13 42 obpa3uos
CbIBOPOTOK KPOBM YefnioBeka, coaepxalmnx aHtutena K H.pylori . B Habope peareHToB
«Helicobacter pylori IgA-U®A» Bce CbIBOPOTKWN BblM onpeaeneHbl Kak NOMOXUTENbHbIE.
Mpu nccnepoBaHnm 158 oTpuuaTtesnbHbIX Ha aHTUTeNa K H.pylori CbiIBOPOTOK nokasaTtesib
cneumduyHoCcTM coctaBun 6onee 98%.

3.2. Bocnpon3BOoAMMOCTb.

KoadpdpurumneHT Bapvaumm pesynbTaToB BbIIBNEHUS coaepxaHust IgA aHTuten K
aHTureHam Helicobacter pylori B ogHOM 1 TOM Xe o6pasue CbiIBOPOTKM (Ma3Mbl) KpoBU C
ncnonb3oBaHneM Habopa «Helicobacter pylori IgA-U®A» He npeBblwaeT 8.0%.

KoadpduumneHnT Bapmnaumm (CV) ans obpasuos, U3MepeHHbIX Ha ABYX cepuax Habopa
peareHToB «Helicobacter pylori IgA-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 IgA-®A» B TeueHune Tpex aHewn (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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K119AI

5. MEPbI NPEAOCTOPOXXHOCTHU

5.1. MNoTeHuManbHbIN pUck NpuMeHeHunsa Habopa - knacc 26 (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 IgA-UDA» fonXeH XpaHUTLCS B yNaKoBKe
npeanpuaTUA-U3roToBuTeNs npu Temnepatype +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.

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 (CN119A)Cp = (OMN1 (CN119A)+0M2 (CN119A)

+0MN3 (CN119A)) / 3;

Pe3ynbTaTbl aHann3a cunTaTtb AOCTOBEPHbIMU, €CMN:
- OlN MonoXxuTenbHOro KOHTpoJis He HMxe 0.6 onTtnuecknx eamHuy (OE);
- Ol OTpuuaTenbHOro KOHTponsa He Bbiwe 0.15 OE BO BCex syHKax.

2. PaccumTanTe ypoBeHb rpaHn4Horo 3Havyenusa Cut off, ans atoro k cpeaHemy
3Ha4veHuo Ol OTpuuaTenbHOro KoHTponsa npubasbte 0.25

Cut off = OM (CN119A)Cp + 0.25

3. PaccuuTtanTe NHaekc MosutmnsHoctn (UMM, %) ans Kaxaporo nccneayemoro
obpasua, ansa storo Ol obpasua paspenuTe Ha 3HaveHue Cut off

MM = OMNo6pasua / Cut off

10. OXXKMAAEMbIE 3HAHYEHNA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ynbTaTax uccnenoBaHuin, npoeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Mofb30BaTbCA HOpMaMu, MpuMBEAEHHbIMM HWxe. Bmecte ¢ Tem, B
cooTBeTCTBMM C npaBunamm GLP (Xopowen nabopaTopHOM NpaKTUKKM), Kaxaas
nabopatopusa [o/KHA camMa onpefenuTb MapaMeTpbl HOPMbl, XapakKTepHble AN
obcnepgyemort nonynaumu.

WNHTepnpeTauus pe3ynbTaToB:
Mpn NM>1.1 obpa3eL NONOXUTENbHbIN,
npu UM<0.9 - oTpuuaTenbHbIN.

Mpwn 3HauveHun WM, nexawem B npomexyTtke oT 0.91 pgo 1.09 - pesynbtat B
MnorpaHnWYyHoOM 30He (+/-). Takme CbIBOPOTKM pEKOMEeHAYyeTCs UccnefoBaTb MOBTOPHO.
Ecnv NOBTOPHbIN MNONMyYeHHbI pe3ynbTaT 6yaeT HeonpeaeneHHbIM, TO CefyeT NpoBeCcTU
TecTMpoBaHWe CbIBOPOTKM, MOSyYeHHOW uyepe3 2-4 Hegenwn. B cnyyae nonydeHus
HeonpeaeneHHblX pe3ynbTaToB Takue obpasubl cyuTaTh oOTpuuaTenbHbiMK. [lpwn
VHTEeprnpeTaummn pesynbTaToB UCCNEA0BAHUI AETCKMX CbIBOPOTOK YPOBEHb MPaHUYHOro
3HaYeHUs fo/MKeH 6biTb MOHMXEHHbIM Ha 10%.

Pe3ynbTar uccneoBaHnA AeTCKUX CbIBOPOTOK Pe3ynbTar uccneoBaHNA CbIBOPOTOK B3POC/IbIX
MM obpasua>0.9 nonoxuteneHbir | UM obpasua >1.1 NONOXWUTENbHbIN
0.8<WMobpa3ua<0.9 |HeonpeaeneHHbin | 0.9< UM obpasua <1.1|HeonpeaeneHHbIln
MM obpasua <0.8 oTpuUaTesnbHbIN MM obpasua <0.9 oTpuUaTesbHbIN
Document: K119AI Instruction version: 1903 Format version: 000
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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 IgA. 2To NO3BONSET NPOBOAUTL UCCNEAOBaHME NAPHbIX 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.

UHTepnpeTauus pesynibTaToB BbiiBJIEHUA aHTUTEN KnaccoB IgG,
IgA n IgM cneundcdunuHbix k 6enky CagA H.pylori

PesynbTat BbiSiBNeHus aHtuten k 6enky CagA H.pylori WHTepnpeTaunsa
IgG* IgA** IgM pe3ynbTaTta

OTpuuatensHbii | OTpuuaTtenbHbii | OTpuUaTebHbIN Ob6pa3seL, He coaepxuT
cneunguyeckmnx aHTuTen
k CagA H.pylori, nn6o

VX KOHLIEHTpaunsa Humxe
npeaena 4yBCTBUTENbHO-
CTW aHanu3a

OTpuuatesnbHblil | MonoxuTenbHbIN | MonoXuTenbHblli | BeposTHas paHHAs cTaaus

o - - MHbEeKUNN, peKoMeHayeT-
OTpuuatenbHbii | MonoxuTenbHbl | OTpUUaTENbHbIN CSl NPOBECTI NOBTOHbIE

OTpuuatenbHbiii | OTpuuaTenbHbii | [0ON0XUTENbHbIN MCCMeAoBaHUs Yepes Tpu

Hepenv

MonoxwutenbHbi | OTpuuaTenbHbln | OTpuuaTENbHbIN O6pasey coaepxuT cnew-
> . . npuyeckme aHTuTENa

MonoxuTenbHbIn | MONOXUTENbHbIN Dﬁlﬂoxmeanbm K 6enky CagA H.pylori,

o pekoMeHAyeTCs NpoBecTn
OTpuuaTentHeii KOMMeKC AOMONHUTENb-
HbIX 06CrefoBaHniA: 3H-
A0CKOMNUSA, ypeasHbl TecT,
6akTepuonorus.

* - WccnenoBaHWsIMM [0OKa3aHO, YTO CHWXKEHWe TUTPOB crneumduyecknx aHTuten knacca IgG
ABNSETCS LOCTOBEPHbIM rnokasaTeneM apdeKTUBHOCTN Tepanuu n apaankauumn H.pylori.

** - Cneumduyeckne aHTuTena knacca IgA npu unHduuupoBaHuun H.pylori 3HauMTENbHO 4alle
obHapyxunBatTCcs y 60/bHbIX pakoM 1 A3BOW XeNyKa, YeM Y NaLuMeHTOB C XPOHUYECKMMU racTpuTamu.
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Mo BomnpocaM, kacawwmnmcs kadectsa Habopa «Helicobacter pylori IgA-U®A >,
cnenyet obpawaTtbcs B 000 «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 (MHOrokaHasbHbIN)

3/1eKTPOHHAas 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. KOCTpUKUnH
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Instruction for use

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

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgA 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 1gG 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 predominant 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 1gG, 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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Interpretation of results of determination of H. pylori CagA-specific IgG, IgA and IgM antibodies

Result
Interpretation

lgG* IgA** IgM

Neg Neg Neg No H. pyl(‘Jr|.CagA—spec'|ﬁc antibodies in the specimen, or their concentration
is below limit of detection (LOD) of the test

Neg Pos Pos

Neg Pos Neg ‘An early stage of infection is suggested; it is recommended to repeat the test
in 3 weeks

Neg Neg Pos

Pos Neg Neg A specimen contains H. pylori CagA-specific antibodies; it is recommended

Posor to run additional investigations: endoscopy, urease test, microbiological
Pos Pos Neg investigation

* - research suggests that drop in CagA-specific IgG titer indicates effectiveness of therapy and
erqdication of H. pylori

** - CagA-specific IgA are much more often found in patients with gastric cancer or ulcer than
in patients with chronic gastritis.

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 peroxidase-labeled antibodies directed towards human IgA, 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.
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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. Material Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.

5.1. Contents of the Kit

5. KIT COMPONENTS

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

2 [CONTROL - |Control sera Dilution of preselected human 2| pcs| vyellow; |2 months
CONTROL+ | (0.5 ml and serum, with high content of red
0.3 ml, resp.) |IgA 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 1| pcs blue until exp.
14 ml antibodies to human IgA 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 red dye.
4 |DIL EIA Sample Phosphate buffered saline with 1| 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 |1 pcs | colourless |until exp.
solution,14 ml |tetramethylbenzidine (TMB) date
solution.
6 |BUF WASH |Washing Aqueous solution of sodium 1| pcs | colourless |concen-
26X solution chloride and detergent (Tween trate - until
concentrate 20), contains proClin300 as a exp.date
26X, 22 ml preservative. Diluted
washing
solution -
45 days at
2-8 °Cor
15 days at
RT
7 |STOP Stop solution, |5.0% vol/vol solution of sulphuric |1 | pcs | colourless [until exp.
14 ml acid. date
8 [N003 Plate sealing 2| pcs N/A
tape
9 [K119AIE Instruction 1| pcs N/A
Helicobacter
pylori IgA EIA
10 [K119AQ QC data sheet 1| pcs N/A
Helicobacter
pylori IgA 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.
Please, refer to the inside back cover.
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XEMA

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.

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

1. OD450 for CONTROL+ should be nit 0.6 AU.

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

9. 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.

10. EXPECTED VALUES

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 104 negative serum specimens. Based on these data,

specificity of the test is 99%.
11.2 Analytical sensitivity.

Sensitivity of the test was evaluated using internal panel of 15 samples confirmed positive. All
samples were found positive - so, sensitivity of the test is 100%.

11.3 Precision.

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

1 32 2.2 6.3 6.8

2 32 9.2 5.4 5.5
Inter-assay precision is shown below:

1 8 2.3 4.5

2 8 8.3 5.5
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 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. Akapgemvika Eppemosa, 4. 23;
e-mail: info@xema.com.ua
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