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HoBas mMeanLMHCKas TeXHONorus: «bbICTpble MPOCTble MeTOAbl B AMArHOCTUKE
2007 roa 3aboneBaHunit TORCH-komnnekca» (per. N2 ®C-2006/002) 6bina 3aperncrpmposaHa
2006 roa MwuH3apascoupassuTus 7 despans 2006 roaa.
2005 rop

HoBM3Ha MEANLIMHCKON TEXHOMOrMM 3ak/IloHaeTCcs B JOCTOBEPHON GbICTPOit AnarHocTuke
TORCH-unHdbekunit, nossonsiowlein anddepeHLMpoBaTh pasinyHblie dasbl 3abonesaHui.
JlOCTOMHCTBaMM TEXHONOrUK SIB-NSI0TCA HEMHBA3UMBHOCTb, OTCYTCTBME KOHTaKTa C
MHMEKLMOHHBIM MaTepuanoM, nsbaeneHve naumveHTa oT Henpu-sTHbIX OLLYLLEHWIA BO
BpeMs 3abopa MaTepuana Ans aHanmusa.

JlaHHas TexHoMorMsa ocHoBaHa Ha NPUMEHEHUN YHUPULMPOBAHHOI CXeMbl aHanm3a
CbIBOPOTKW, NAa3Mbl MW LLeNbHOM KPOBM nauueHTa Ans obHapy>XeHns Mapkepos
LUMPOKOr0 CreKTpa BPOXAEHHbIX MHMeKUM. Ons yc-KkopeHns nabopaTopHbIx
NccnefoBaHUii U yNpoLeHns TEXHUYECKUX CPeaCcTB 6bln BbIGpaHbl BblCOKOTEXHOMOMMY-
Hble MDA BMNT NMyHOKoM6, no3Bonsiolme KOMYeCTBEHHO onpeaensiTb TUTP aHTuTen G,
M, A Kk cooTBeTCTBYlO-LLeMy BO3byanTento nHdekumm. BMT MMMyHOKOM6 coveTatoT
[OCTOMHCTBA knaccnyeckoro NOA- BbICOKMIN ypO-BeHb CeUndUYHOCTU 1
YYBCTBUTENBHOCTU C MPOCTOTOM M BbICTPOTOM MOCTaHOBKM aHann3a. 3To obycrioBnvBaeT
X NpYMeHeHne Ha MtoboM 3Tane oKasaHWs MeaMLIMHCKON MOMOLLM, HaunHas C
nepBUYHOro 3B€Ha 34paBoOXpaHe-HUS. TeCTbl CKOHCTPYMpPOBaHbl Ha OCHOBe
BbICOKOOUMLLEHHbIX BUAOCTELMdUYECKMX aHTUreHoB, bnaroaaps YeMy yaaercs
n3bexaTb NepeKpecTHbIX peakuunii Npu 0bHapy>XeHUn aHTUTEN K COOTBETCTBYOLWEMY
BO3OYyAUTENO U AM-arHOCTMpOBaThb 3aboneBaHns Ha paHHeW cTaamu. MeToavka He
TpebyeT gononHuTenbHoro obopyaosaHus, BMNT MMMyHOKOME copepxuT Bce
HeobXxoaMMble A1 MPoBefeHNs aHanM3a peareHTbl. Habop paccuntaH Ha ntoboe Ko-
nnyectso onpeaeneHuii ot 1 ao 36. Bpemsa aHanmsa 40 MuHyT. MUMMyHOKOM6 nossonset
NpoBOAMTbL aHanM3 Ha pasfinyHble 3aboneBaHns No eAMHOMY MNaHy, Bapbupys TONbKO
KOMIMYEeCTBO Mccneayemoro obpasua, AIMTeNbHOCTb U TeMnepaTypy MHKy6aumm B
3aBUCMMOCTM OT BUAA MHPEKUNN. Pe3ynbTaT yunTbiBaeTCS BU3yanbHO UM aBToOMaTU-
yecku. YpoBeHb BuaocneLmduuecknx aHTuTen B Kaxaom obpasue oLeHnBaeTcs
KOJINYECTBEHHO MM C MOMOLLbIO LiBETHOM LWkanbl KoM6Ckelnn, BxoasLien B cocTaB
Habopa, nnn aBToMaTnyeckn Ha npmbope Kom6CkaH. B TecTe npeaycMOTpeH BHYTPEHHMUI
KOHTPOJb, MOATBEPX AN AOCTOBEPHOCTb NPOBEAEHHOr0 aHanmns3a.

Takoi YHU®DULMPOBAHHbIN MOAXOA K ANArHOCTUKE pasfinyHbIX MHMEKLNIA HAMHOrO
ynpoLiaeT NoAroToB-Ky nepcoHana u paboTy B nabopatopuu B LienoM. [laHHas
TEXHO/MOrMA MOXET MCNOb30BaTbCs BO BCeX 6e3 NCK-yeHns neyebHo-
NPOMUIAKTUYECKUX YUPEXAEHMNAX CTaLMOHAPHOro 1 amMbynaTopHO-NONKIMHUYECKOr O
Tvna, BKoYasi NepBMYHOE 3BEHO 31paBOOXPaHEHUS, Bble3Hble KabUHeTbI.

New medical technology of TORCH-complex
diagnostics

Drobchenko S.N., Tkachenko S.B., Savicheva A. M., Shipicina E.V., Shalepo K.V.
RMAPO, D. Otta Research Institute, “"Microbiomed”, JV Biograd
(www.biograd.ru)

New medical technology "Rapid Simple Methods in Diagnostics of TORCH Complex" (reg.
Ne FS-2006/002) was registered by Russian Healthcare and Social Development ministry
on the 7 of February 2006.

The novelty of the technology is in reliable and fast diagnosis of TORCH infections
allowing to determine phases of the diseases. The advantages of the technology are
noninvasiveness, absence of contact with infected material, and ab-sence of procedures
unpleasant to the patient during sample collection.

The technology is based on using unified scheme for analysis of patient’s serum, plasma
and blood for determina-tion of markers of a wide spectrum of inborn diseases. For
speeding up the laboratory analysis and simplification of the equipment high-tech ELISA
RST ImmunoComb were chosen. RST ImmunoComb allows quantitative determination




of G, M, A antibodies titer and combine the high specificity and sensitivity of classical
ELISA with simplicity and rapidity of analysis. It allows their usage on any stage of
healthcare, starting from the initial stage. The test is based on high-purity species-
specific antigens, which allow avoiding cross-reactions and setting early diagnoses. The
technology does not re-quire additional equipment, RST contains all reagents required
for analysis. Test kits are designed for 1-36 evaluations. The analysis takes 40 minutes.
The RST ImmunoComb allows performing analysis for different infections according to a
unified plan. The results can be read manually or automatically. The titer of species-
specific antibodies is evaluated quantitatively using either CombScale scale or automatic
CombScan scanner. The test includes internal control which validates the correct
analysis procedure.

Such unified approach to diagnostics of different infections simplifies the personnel
training. This technology can be used in all healthcare units, including both stationary
and out-patient.
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HoBas mMeauumMHckas TexHonorus: «JuarHoctnka n nedeHune 3aboneBaHunin xenyaoyHo-
KMLEYHOro TpakTa, accoLmMmnpoBaHHbiX ¢ MHdekumein Helicobacter pylori» (per. N2 ®C-
2005/105) 6bina 3apervctpvpoBaHa MuHaapas-coupassutus 28 aekabps 2005 roaa.
JInarHocTMka ocHoBaHa Ha KoONM4yecTBeHHOM onpeaeneHunn aHtuten IgG k H.Pylori B
CbIBOPOTKE, MasMe, LeNbHOoN KpoBu ¢ nomoubio WOA BMNT MMmmyHoKom6 H.Pylori IgG.
Habop co-aepxuT Bce HeobxoAnMble ANt MPOBEAEHMS aHann3a peareHTbl, He TpebyeT
[OMoNHUTENbHOro 060pyAoBaHMs, NO-3BONSET NPOBOANTL OT 1 A0 36 aHann3oB
OJHOBpPEMEHHO, BpPeMsi aHannsa — 1 yac. YYeT pe3ynibTaToB - BU3yallbHbliA UIN
aBTOMaTU3NPOBAHHbIN.

Mpu BbisiBNeHUn H.Pylori, c Lenbio yMeHbLUeHWSi BEPOSTHOCTU MOSIBAEHUSA MOBGOYHbIX
3(pHeKTOB 1 OCNIOKHE-HUI, @ TakKe YMEeHbLUEHUS CTOMMOCTU NleYeHnst 60bHbIX, HaMu
npeasioxeHbl anbTepHaTUBHbIE BapuaHTbl aHTUXENMKO-6aKTepHOWN Tepanuu nepsow
JIMHUW, Tepanusi BTOPOW NNHUK (KBaapoTepanus) 1 Tepanunsa TPeTbel IMHUK; YUYTeHbl
0C0-6€HHOCTW NleYeHNs AeTCKOro KOHTUHIreHTa. KoHTponb 3a apaavkaumen
ocyuwecrnsierca MOA BMNT MmMyHOKom6 H.Pylori IGG, nyTem conocraBneHust TUTpoB
aHTUTen Kk H.Pylori B KpoBM nauueHTa [0 U nocne nedeHus. B cnyyae otcyTcTBus
KNMHWYeckoro addekTa Tepanuun, nokasaHa aHA0OCKONUSA. MeanuMHCKas TEXHONOrns
npeaHasHadeHa Ans Bpadelt obLuel NpakTUKKU, Bpavein-nabopaHToB, racTpo3HTEPOIOros,
MOXET 6bITb MCNONb30BaHa B KabuHeTax NepBUY-HOro 3BeHa 34paBoOOXpPaHeHus, B
Bble3HbIX KabWHeTax, B NONEBbIX YCIOBUAX.

B 2002 roay MaactpuxTckunii koHceHcyc II BbipaboTan HOBYO KOHLENUuio:
AMarHOCTMPOBaTh M NIeYnTb. B cOOTBETCTBMM C 3TOM KOoHUenuuel EBponeickor n
Poccuiickort rpynnamu 6b1m NpUHATBI AMArHOCTUYECKME anropuTMbl, onpeaensioline
npoBeAeHWe NepBUYHON AMarHoCTUKK MHdekunin H.Pylori HeMHBa3WBHbIMK MeTOAa-MU:
ceponornyeckum, asixatensHoiM, MUP. B 2005 roay MaacrtpuxT III noaTsepann
NPUHATbIE anropuTMbl. MNpu 3TOM 6bII0 OTMEYEHO, YTO MHTMBUTOPBLI MPOTOHHOrO Hacoca
MOryT 6bITb MPUYMHON NOXHOOTPULLIATENbHbIX Pe3y/b-TaTOB BCEX AMArHOCTUYECKNX
TEeCToB, 3a UCK/IIDYEHWNEM CEPOSIOrNYECKNX.

Jlo nocneaHero BpeMeHu ceposiornyeckme TecTbl paccMaTpuBasnn TONbKO C MO3MLMIA
BbisiBNeHns H.Pylori y nauneH-ToB Ao neyeHuns. MNocneaHee CBSA3aHO C TEM, YTO UCXOAHOe
3HayeHune KOHLUeHTpaumu cneumduyecknx aHTuten K H.Pylori B cbiBOpoTKe KpoBU
nauneHToB, YCTaHOB/IEHHOE CTaHAapTHbIMU UDA-TecTamMu, BapbUpyeT B 3HAUNTENbHbIX
npeaenax, a CHUXeHue ee nocse apaamkaummn 6akTepumn MMeeT HeMHENHbI XapakTep.
BbibpaHHble ansa TexHonornn UOA BMNT MMmyHoKoM6, 6naroaapsi ycoBepLUeHCTBOBaHUIO
copbumn aHTUreHa n moanduKaunmm JaHHOro MeToaa, NO3BOMSIOT KOIMYECTBEHHO
oueHuBaTb cTeneHb MHBa3uu H.Pylori, a Takxe creneHb spaankaumm. OcHalleHne
AnarHocTnyeckom cnyx6bl NepBuYHOro MeamumnHckoro 3seHa bMNT MiMMyHoKom6 H.PILORI
IgG No3BONUT CBOEBPEMEHHO U AOCTOBEPHO NOCTaBUTb AMArHO3 U Ha3HAYUTb
afleKBaTHYIO MeMKaMeHTO3HYIO Tepanuio.

New medical technology of helicobacter pylori
diagnostics and treatment

Drobchenko S.N., Gebrun A.B., Lasebnik L.B., Tkachenko S.B., Cherbakov P.L.,
Vasil’ev U.V,, Grinevitch V.B., Masharova A.A., Dukov 1.V. Paster Institute,
Gastroenterology Institute, Centre of Health children, JV Biograd
www.biograd.ru

New medical technology “Diagnostics and treatment of gastrointestinal diseased
associated with Helico-bacter Pylori” (reg. N2 ®C-2005/105) was registered by Russian
Healthcare and Social Development ministry on the 28 of December 2005. The
diagnostics is based on quantitative determination of H. Pylori IgG antibodies in serum,
plasma or blood using ELISA RST ImmunoComb H.Pylori IgG. The kit contains all the
necessary reagents, does not require addi-tional equipment and allows to conduct from
1 to 36 tests simultaneously. Analysis time is 1 hour. Results are evaluated visually:
either manually or automatically.




We propose different variants of therapy after diagnosing H. Pylori to prevent
complications and cut the costs of treatment: first line therapy, second line therapy
(quadrotherapy) and third line therapy. Special features of children ther-apy are also
considered. The eradication control is carried out using RST ImmunoComb H.Pylori IGG
by comparing anti-bodies titer in patient blood before and after the treatment. In case of
no clinical effect of therapy endoscopy is recom-mended. The medical technology is
intended for doctors of the general practice, laboratory staff, gastroenterologists and can
be also used in the initial stage of public health services, in mobile facilities and in field
conditions.

In 2002 the Maastricht consensus II has developed the new concept: to diagnose and
treat. According to this concept European and Russian groups have created the
diagnostic algorithms, defining initial diagnosing of H.Pylori by noninvasive methods:
serologic, respiratory, PCR. In 2005 Maastricht III has confirmed the accepted
algorithms. At the same time it has been noted that the proton pump inhibitor can be
the reason of false-negative results of all diagnostic tests except for serologic.

Until recently serologic tests considered only for revealing H. Pylori before the treatment.
The reason is that the reference value of concentration of specific antibodies to H. Pylori
in patient blood serum (established by standard ELISA) varies in significantly and its
decrease after eradication has nonlinear character. Due to improvement of antigen
sorption and modification of the existing method RST ImmunoComb allows to estimate
the degree of H.Pylori invasion and extent of eradication quantitatively. Equipping the
diagnostic service of initial stage of healthcare services with RST Immuno-Comb H.Pylori
IgG would allow timely and reliable diagnosis and appointment of adequate therapy.
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