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[naBHas MeponpusaTtusa Mpoaykums Mpaiic-Nincr OcopMnTh 3akas MNy6avkaunn NHbopmaums O KoMnaHuu J
Bce // TnaeHas / Meponpustus / 30.10.2005 / BbICOKOTEXHOMOMMYHbIE BbICTPbIE TECTbl ANs obecnevyeHnss MHMEKLUNOHHOM
6e30MacHOCTN TpaHCNaHTaumum .
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2007 rop
2006 rop
2005 roa B COOTBETCTBUM C HOPMATMBHbLIMU JOKYMEHTaMM MUPOBbIX TEXHOMOMMYECKNX INAEPOB -

Poccuu, EC, CLUA, B yactn obecrieyeHns nH@eKLMoHHOM 6e30nacHoCTM TpaHCnaaHTauum
[OMKEH OCYLLLECTBAATLCA KOHTPO/b 3a Cneayto-wmmMn nHgekumnamm: BUY, Mlenatutel B, C.
Tpeﬁosava, npeabsBnasgeMble K METOAaM U AMArHOCTUYECKUM NpenapaTam,
NCNoNb3yeMbIM AN 3TUX Lienei, MoryT 6biTb ChOPMyMpPOBaHbl Kak: YyBCTBUTENbHEE,
crneunduyHee, 6bicTpee, npolle n gewesne. IMEHHO CTpeMeHne K MakcuMasbHO
NMOSIHOMY WX YZOB/IETBOPEHMIO 3acTaBnseT paspabaTbiBaTh W BHE-APSiTb B 1abopaTopHYto
JAVNarHoCTMKY HOBbl€ BblCOKME TEXHOMOMMU, Takmne Kak bblCTpble npocTble TecTbl (BMT)
Nmmy-HoKom6. UccneposaHms, nposeaeHHble FDA B CLUA 1 EBponeincknM KOMUTETOM Mo
CTaHAapTU3auum nokasanau, YTo YyBCTBUTENbHOCTb M cneuundunyHocTb BT gocturaet v B
HEKOTOpbIX Cyyasx npeBocxoamnT ELISA-TexHonorun. 3to 3actasuio BO3 npusHatb
TOYHOCTb U He3aMeHMMOCTb BbICTPbIX TECTOB B 06cneaoBaHMM JOHOPOB TPaHCMJIaHTaToB.

Cpeawn BIT, 3aperncrpnpoBaHHbix B Poccnn, Tectbl UMMyHOKOM6 3aHMMatoT ocoboe
MecTo. OHM OCHOBaHbl Ha NpuHumMne TBepaodasHoro NOA. Teepaasa dasza —
NNacTMKoBbli rpebeHb, OTAeNbHbIE YYAaCTKM KOTOPOro CEHCUBUIN-3MPOBaHbl @aHTUreHamMm
WU aHTUTENnamn. ccneayemble o6pasLibl BHOCAT B NePBbIiA psif, BaHHbI, 3aM0fHEHHOM
peareH-Tamu. [pebeHb nepemMeLlaloT U3 psaa B psa BaHHbl (peakums aHTUreH-aHTuTeno,
NMPOMbIBKWN, CBA3bIBAHME C KOHbIOra-ToM 1 OKpallnBaHMWe XPOMOreHHbIM cybCcTpaToM).
Pe3ynbTaT aHanM3a nosBAsSeTcs B BUAE OKpalleHHbIX NATeH Ha 3ybue yepe3 40 MUHYT,
YUYUTbIBAETCS BU3yaslbHO MW MOSIHOCTbIO aBTOMaTU3MpoBaHo. [JOCTOBEPHOCTb aHanmnsa
NoATBEPXAa-eTCA Ha/MUMEM BHYTPEHHEr0 KOHTPONA TecTa. Bo3aMoxxHa nocraHoBka
OAHOr0 UM HECKONIbKUX aHaNn30B OAHOBPEMEH-HO. TecT He TpebyeT npuMeHeHuns
[OMONHUTENbHOro 06opyAoBaHus, crneunanbHoi NoAroToBKM NepcoHana, crabuneH npu
XpaHeHUn B LUMPOKOM AnanasoHe TemnepaTyp oT 2 o 30 °C.

BNT NmmyHoKom6 nposepeHbl 1 oaobpeHbl MHcTuTyTOM M.29pnnxa, A.dypHus, AFSSAPS
Kak Hanbonee BblCOKOYYBCTBUTENbHbIE U crneunduyHble, 0TobpaHbl Ans nporpamm BO3,
lOHecko, KpacHoro Kpecta, nmetoT ceptu-cdumkaTbl CE cBo6oaHOM npoaaxu B EBpone.
TecTbl MMMyHOKOM6 npoBepeHbl 1 0go6peHbl MTMICKoM nM. TapaceBuYa, paspeLleHbl K
npuMeHeHnto M3 PO 1 ncnonb3sytoTcs 6onee yem B 1200 knmHukax Poccumn ¢ 1992 roga.
Mpukasamn 336 ot 07.09.2000r., 322 o1 21.10.2002 r. n 292 ot 30.07.2001 r.
MwuH3apaBcoLpa3BnTus 06a3biBaeT NPoBOANTL NpeaBapu-TenbHoOe, A0 Havana 3abopa
TpaHCcnaaHTaHToB, obcneaoBaHMe AJOHOPOB OpPraHoB U TKaHel Ha BUY un BupycHble
napeH-TepasbHble renaTuTbl C MOMOLLbIO NMPOCTbIX 6bICTPbIX TECTOB.

YnobHas, 6bicTpas u rubkas WOA metoamka MMMyHoOKoM6 no3BonsieT BblCOKOCMEUNPUYHO
1 amddepeHuM-poBaHHO BbIABNATbL aHTK BUY1n aHTn BUY2, HCV, HBsAg, HBc IgM, IgG,
HAV IgM, aHTu-HBs, CMV IgG, IgM, Toxo IgG, IgM, Chlamydia trachomatis IgG, IgA,
Chlamydia Bivalent IgG, Rubella IgG, IgM, Helicobacter Pylori IgG.

High-technology rapid tests for transplantation
safety

Dr. Drobchenko S., prof. Kalvo A., prof. Semuels F.
JV «Biograd», Sain-Petersburg, www.biograd.ru,Orgenics LTD, Israel,
Orgenics PBS, Fance.

Legal documents in worlds most technologically advanced countries such as Russia, EU
and USA require that all the transplants are checked for HIV, Hepatitis B, C. Methods
which are used for the transplant checking should be highly sensitive, specific, fast,




cheap. RST were made satisfy these requirements and thus there are currently
introduced into laboratory diagnostics. The studies conducted by FDA and CEN have
shown that sensitivity and specificity of RST is equal and in some cases exceeds these
parameters for ELISA.WHO recognized the accuracy of rapid assays and suit-ability for
use in transplantation.

ImmunoComb tests takes special place among the registered in Russia tests. They are
based on the technology of solid ELISA. Solid phase - plastic comb, teeth of that are
sensibillised by antigens or antibodies. The samples that are going to be examined are
dispensed in to the first row of matrix of little baths. Then the Comb moves from row to
row till up to the last one. The result apears as blue dots on the Comb. Usually the
whole procedure takes 40 min-utes,registration of results — visual or automated.
Internal control confirms to correct of results. Individual or multiple sample testing.
Exceptionally simple, instrument free procedure,kits are stable at 2-30 °C.

RST ImmunoComb were tested and aproved by Institute P. Erlih, A. Furnie, AFSSAPS, as
the most sensible and specific. Tests ImmunoComb were chosen for WHO, UNESCO and
Red Cross. ImmunoComb has all CE certifi-cates for free trading in Europe.The Ministry
of Health allowed to use ImmunoComb and they are employed more then 1200 clinicals
of Russia. Russian Health Ministry has ordered to check all the transplant donors using
RST (orders 326/07.09.2000, 322/21.10.2002, 292/30.07.2001).

User friendly, rapid and flexible ELISA technique of ImmunoComb allows to diagnose anti
HIV 1 and HIV 2, HCV, HBsAg, anti-HBS, CMV IgG, CMV IgM, HBc IgM, HBc IgG, HAV
IgM, Toxo IgG, Toxo IgM, Chlamydia tra-chomatis IgG, Chlamydia trachomatis IgA,
Chlamydia Bivalent IgG, Rubella IgG, Rubella IgM, Helicobacter Pylori IgG.
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