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B cooTBeTCTBUM C TpeboBaHWUSIMU COBPEMEHHOW MEAULIMHBI U MOAEPHU3aLMKN Poccuiickoro
3ApaBOOXPaHEHUS, MPOrpamMMbl MEAULIMHCKOMO 06ecreyYeHnst POCCUMCKUX FpaXxkaaH
[O/MKHbI MPUHMMaTb BO BHMMaHWeE BOMPOChl ANArHOCTUKM, Tak Kak CBOEBPEMeHHas!
NMocTaHoBKa NpaBWJIbHOrO AMarHo3a, obHapyXeHue UCTOYHUKa MHDEKLUN SBNSIOTCS
3a10roM ycrnewHon 60pbbbl € TEM UM MHbIM 3a6oneBaHneM.

Co3aaHHble K HaCTOsILLEMY BPEMEHWU HaAeXHble AnarHoCcTuYeckme TecTbl NMo3BONsoT
onepaTMBHO obcnefoBaTh 6oMblUME TPYMNMbl HACENEHUSA B CBA3WM C MacCOBOM
BaKUMHauuel, anmaeMmyeckolrt 06CTaHOBKOW U T.4., TEM CaMblM CNOCO6CTBYS pasBUTUIO
npodunakTMyeckon MeanLMHbI.

Mpwn co3paHum NporpamMMm MeaMLMHCKOro obecneyeHns Heobxoanmo paspabotaTb
YHUDMUMPOBAHHYIO CXEMY AMArHOCTUKM, YUUTbIBaOLWYO cneaytolme dhakTopbl :

©  HepaBHOMEPHOCTb OCHALLEHUS yUYpexAeHU 34paBOOXpaHEHUSI COBPEMEHHOM
AMArHOCTMYECKOW annapaTypoi 1 peakTuBamu;

o HeobXoAMMOCTb YKpenaeHUs AnarHoCTUYeCcKon cny>x6bl MepBUYHON MeanLIMHCKOM
NOMOLL N COBPEMEHHbIMIN BblCOKOTEXHONOrMYHbIMWU, AOCTYMHbLIMW METOAAMU
AVNarHoCTUKN.

[Ans obecneveHns achdeKTUBHOCTM paboTbl TaKON CXeMbl AMArHOCTUKKN cneayeT ocoboe
BHMMaHWe yAensTb BbI6OpY TECTOB 1 METOAO0B, OCHOBbIBAsACL Ha MOKasaTenax:
YyBCTBUTENBbHOCTM, CNELMPUYHOCTU, JOCTOBEPHOCTH, 3KOHOMUYHOCTW, BO3MOXHOCTU
mmddepeHumnaunm dasbl 3ab6onesaHus.

Mporpecc, AOCTUrHYTbI B 6BUMOTEXHONOrMU NOCNEAHUX NET, MO3BOSIMA CO3A4aTb
nMMyHodepMmeHTHble (MDA) BbicTpble MpocTble TecTbl MMMyHOKOMG, oTBevatowme BceM
TpeboBaHUAM, NpeabsaBAsSEMbIM K YHUMDULNPOBAHHON CXeMe AMarHOCTUKW. TecTbl
MMMYyHOKOM6 coueTatoT JOCTOMHCTBA KIacCMyeckoro MMMYyHOMEPMEHTHOrO aHanmsa —
BbICOKWUI ypOBEHb CNeUndUYHOCTU U YyBCTBUTENBHOCTU C TEXHUYECKOW NPOCTOTON 1
6bICTPOTON BbIMOMIHEHUS aHanM3a, KOTopble AenatoT LenecoobpasHbiM NpUMeHeHne TecTa
Ha no6om aTane o6cnefoBaHUS NaUMEHTOB, HAUNHas C MEPBUYHOrO 3BEHA
3apaBooxpaHeHus. Mpu paspaboTke IMMyHOKOM6 yyTeHbl OCO6EHHOCTU NMepBbIX aHTUTEN,
KOTOpbIE OT/IMYAIOTCS OT aHTUTEN, 06pasyoLMXCs Ha 6oniee NO3AHUX CTaansSX UMMYHHOIO
oTBeTa (pasnnyHble N30TUMbl CUHTE3UPOBAHHbIX @aHTUTEN, Pas3NNYHY0 apdUHHOCTL U
aBMAHOCTb, HAMpPaB/IEHHOCTb Ha pPas3/IN4HblE 3MUTOMbI UIW Pas3ninyHble aHTVIFEHbI). TecTbl
CKOHCTPYMPOBaHbl Ha OCHOBE BblCOKOOUMLLEHHbIX BUAOCTELNPUYECKUX aHTUFEHOB. 3TO
no3BonsieT n3bexaTtb NepeKPecTHbIX peakLmii Mpu 06HapyXXeHUN aHTUTeN K
COOTBETCTBYIOLLEMY BO36YAMTENO U BbISIBUTb PaHHIOK CTaauio 3aboneBaHus. Hanvune
BHYTPEHHEro KOHTpossi ob6ecrneymBaeT BblCOKYO JOCTOBEPHOCTb TECTOB.

Ha cnepytowem cnaiiae npeactaBieHbl CPaBHUTENbHbIE XapaKTEPUCTUKMN PasinyHbiX
METOLOB CepOSIOrMyYeckomn AMarHoCTUKK.
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Kak BUAHO 13 NpeAcTaBNeHHbIX AaHHbIX, UMMYHOMEPMEHTHbIE TECTbI cneunduyHee n
YYBCTBUTENIbHEE, YEM CEPOSIOrMYecKne TeCTbl, OCHOBaHHbIE Ha arrmioTMHauUmm,
renbdunbTpaumnmn n xpomMatorpadum. Knaccuyeckmnin (nnaHweToYHbli) NOA-ELISA
TpebyeT foporocTosiero o6opyaoBaHus, crielmanbHbiX NOMELWEHUn U NOArOTOBKM
nepcoHana. Kpome Toro, Ansi NonyYyeHus pesynbTata aHanusa Tpebyetcs AnMTeNnbHbIn
NpoMeXxyToK BpemMeHn. CeroaHs, nocne nepecMoTpa CTaHAapToB U NPOBEAEHHbIX
NCMNbITaHWIA B MHCTUTYTE MMeHU DypHb3, dpaHLy3CKMe aBTOPUTETbI MPU3HaNU, 4YTo
ELISA-TEXHOMOrMst MHOrMX MPeCTUXHbIX KOMMaHWii He MO3BOISIET AMarHOCTMPOBaTb
nepecepoKOHBEPCUOHHOE COCTOsIHWE (MOSIB/IEHWE PaHHUX @aHTUTEN) B OT/IMYME OT TecT-
cuctem MIMMyHOKOM6, cneumanbHO co3aaHHbIX ANS BbISBIEHUS paHHUX CTaani
3aboneBaHuns. ViccnenoaHus, npoeeaeHHble FDA (CLUA), EBponeiickuM KOMUTETOM MO
cTaHaapTmsaumnu, BO3, MMH3apaBcoLpa3BnTUA nokasanum, 4to Tectbl MMMyHOKoM6 no
TOYHOCTW, JOCTOBEPHOCTU, HAAEXHOCTU onpeaeneHuns He ycrynatoT ELISA-TexHonorum,
nNpu 3TOM, YYBCTBUTENbHOCTb U CNeLMdOUYHOCTb UX AOCTUTMAET, @ B HEKOTOPLIX CyvasX u
NPeBOCXOANT aHaIOrM4yHble NoKasaTen KnacCn4eckoro VIMMyHOCbepMeHTHOFO aHanmasa.

BbICOKOTEXHOMOMMYHBbI MPOLECC MPOU3BOACTBa TecT-cucteM VIMMyHOKOM6 no3sonsieT
NMpOBECTU MOJSIHOLEHHbI UMMYHOMEPMEHTHbIV aHanM3 6e3 UCrNonb30BaHUs
[OMNOSIHUTENBHOro 060pYAOBaHMSA 3a KOPOTKNIA MPOMEXYTOK BpeMeHUn (40 MuH). Bce
KOMMOHeHTbl Habopa roToBbl K ynotpebneHuto. Habop paccumtan ot 1 o 36
onpeaeneHui.

B Habop BX0AAT MUMMYHOIpebHU, C HAHECEHHBIMU @aHTUTeHaMN UM aHTUTENaMu,
NposiBOYHbIE BaHHbI, CoepXXalline BCe peareHTbl HeobxoanMble Ans NpoBeAeH s
aHanu3a: pacTBopuTesib 06pasLa, NPoMbIBOYHbIE PAaCTBOPbI, KOHbIOrAT, pacTBOP
OKpaLLMBaOLWEro BelecTBa, NONOXMUTENbHbIE U OTpULLATEIbHbIE KOHTPOM,
KannmbpoBoyHas Wwkana KoMbckenn ana KonmyecTBEHHOW OLEHKN pe3ysibTaTos.

TunoBol Habop peareHToB VIMMyHOKOM6 No3BONSET NPOBOAUTL aHanu3 no eanHoMy
nnaHy, Bapbupys KONMYeCTBO Uccneayemoro obpasua, AnMTeNbHOCTb U TeMnepaTypy
MHKy6aumMmn B 3aBMCUMOCTM OT creunduruyHocTn Habopa. CbiBOPOTKY, NAasMy uamn
LenbHYH KpPOBb YesioBeka BHOCAT B siUeliKu psiaa A NposiBOYHOM BaHHbI, Aanee npuBoasT
ee B KOHTaKT C TBepaon ¢a3oi — MMMyHorpebHeM, nepeHocst rpebeHb U3 SYenkun B
Aayeiiky, yepes 40 MUHYT MONyYaloT pe3yNbTaT B BUAE OKpaLLlEeHHbIX NATeH. PesynbTaT
YUYUTbIBAETCS BU3yaslbHO MW aBTOMATM3MpPoOBaHHO Ha npubope KoM6CkaH. B Tecte
npefycMOTPeH BHYTPEHHWUI KOHTPOSb — BEPXHEe NSATHO, NoATBepXAatoLee
[OCTOBEPHOCTb MPOBEAEHHOrO aHanm3a.

TexHonorusi UMMyHOKOM6 No3BONSIET AMarHOCTMpPOBaTh LMPOKUIA CMEeKTp MHMEKLNIA:
BWY, l'enatutel A, B, C, Llutomeranutio, Tokconnasmos, Xnammamos, KpacHyxy,
XennkobakTepmnos.

N®A BMNT UmmMyHOKOME cepTudurumnpoBarbl CE 1 WKMPoOKo ncnonb3ytoTcs 6onee yem B CTa
CTpaHax Mupa. Kak foCTOBepHble, BbICOKOUYYBCTBUTENbHbIE U CneunduYHble TeCTbl
MMMyHOKoM6 oTobpaHbl Ans nporpamm BO3, UNAIDS, KpacHoro Kpecta, gonylieHHble
FDA (CLUA) ana nocrtaBok no cneumanbHbiM nporpaMmmam doHaa KnmHToHa.
MuH3apaBcoLpa3BuTus pekomeHayeT MDA BINT MmmyHoKom6 ana obcneaoBaHnsa AOHOPOB
KPOBW, OPraHoB U TKaHeW YenioBeka, CKPUHWHIOBbIX NCCNeA0BaHWIA; ANs NOATBEPXAEHNS
pe3ynbTaToB CKPUHUHIOBbIX UccnefoBaHNit (Npukas N2 292 ot 30.07.2001r., N2 322 ot
21.10.2002r., N2 336 ot 07.09.2000r.).

B 2007 roay no FocyaapCTBEHHOMY KOHTPaKTY B paMKax [MpuopuTETHOro HaunoHanbHOro
npoekTta B cepe 3apaBooxpaHeHus Tectbl MMMyHOKoM6® II BUY 1+ 2 BuCnot 6yayt
NoCTaBNATbLCA B MeAULMHCKME yupexaeHus Poccuu.

Mcnonb3oBaHue anarHocTukymMos MMMyHoKoM6 B nabopaTopHoM obecriedeHunmn nevyebHo-
NpoUNaKTUYECKNX YUPEXAEHWNI CTaLMOHapHOro 1 aMmbynaTopHO-MONNKIMHUYECKOrO
TWMa, BKOYasi NepBUMYHOE 3BEHO, Bble3aHble KabUHETbI, MONEBbIE YCII0BUS, MO3BONSET
ONTMMU3NPOBaTb NPOLLECC ANArHOCTUKM, OCYLLECTBIIATL KOHTPOSIb 3@ 3(PHEKTUBHOCTbIO
BakUMHALUMKN N MeaMKaAMEHTO3HOW Tepanuu. Takoe TecTupoBaHue, 6€3yCcioBHO, CbirpaeT
3HaA4YNTENIbHYIO PO/ib B MPOBEAEHUN CBOEBPEMEHHbLIX MPOTUBO3MNAEMNYECKUNX
MEpPOMNpUSTUIA, YTO NPeaoTBPaTUT 3aHOC MHMEKLMI B neyebHo-npodunakTnyeckmne
YUpEeXAEeHUs!, CHU3UT PUCK 3apaXKeHUs MeAULIMHCKOrO NepcoHana v Apyrux nauneHToB.

Peanunsaums nporpamMmm MeauMLMHCKOrO obecriedeHmsi pOCCUMCKUX FpaxaaH, Yaenso-Lmx
[OCTaTOYHOE BHMMAaHWE acrneKkTaM CBOEBPEMEHHOWN AMarHoCcTukM, byaeT cnocobCcTBoBaTh
03710POBJIEHNIO HACeNEHMs, YNYULLIEHMNIO KauyeCTBa XMU3HU, aKTUBHOMY AOJSITONETUIO,
POXAEHWIO 30POBOr0 MOKOMEHWS, PaLMOHaNbHOMY PacXOA0BaHMUIO BblAENSEMbIX
¢pUHaHCOBbIX CPeACTB.

PaspelwnTe, B 3ak0HeHMe ckasaTb HECKONbKO C/I0B O COBMECTHOM MpeanpusaTun
«Bbuorpap», kotopoe g npeacraensto. ComectHoe Mpeanpustne «buorpag» 66110
co3faHo B 1992 roay Ha 6ase UHcTuTyTa MNacrepa (CaHkT-MNeTepbypr) dupmoii Orgenics
npu noaaepxke MuHsgpasa PO 1 MocdnuaHaasopa, Ans Npou3BOACTBa (KOMMeKTaumm)
TecT-cucreM IMMyHOKoOM6.

TexHonorna MmmyHoKomb 6bina paspabotaHa B MHCTUTYTe MNactepa B Mapuxe. B 1982
roay 6blna 3apeructpupoBaHa dupma Orgenics, U OTKpbITbl 2 3aBoga: B AsHa(M3pannb) u




B Ctpaccbypre(®dpaHumns).

3A0 «Bbuorpag» 6b110 NepBbIM NpeanpUSTUEM, NHULUNPOBABLUUM ANArHOCTUKY CKPbITbIX
MHdeKLMi Takmx, kak Xnammamos, Torch-komnnekc, B Poccun. Ha ceroaHsWHNN AeHb
naptHepamu 3A0 «buorpag» siBnsatoTcst 6onee 1050 LieHTpos CMUA, Fopoackunx
6onbHUL, KBA, CMK, LleHTpoe NCOH no4ytn BO BCeX pernoHax Poccuu.

C 1992 r. 3A0 «buorpaa» coBMecCTHO C BeayL MM crieumnanmcraMmm Poccumn n Mmmpaseaet
aKTUBHYIO pa3paboTKy MeToAMYeCcKnX peKoMeHAaunii, MpakTUYeCcKnx pyKoBOACTB,
cofepxalymx nHbopMaLumnto 0 NocneaHnX AOCTUXKEHUAX B 061aCTU MeAULIMHCKOWM
AMarHocTuku. B nepeble rogbl 0coboe BHUMaHWE yaensanoch CKpbiTbiM UHGEKLMAM. Bbin
onybnvKoBaH psa METOAUYECKUX NOCOBUIA NO XnaMUANIAHON MHMEKLUN, MO BUPYCHbIM
renatutam. B 2004 roay Hamu 6b15n U34aHbl METOAMYECKME peKOMeHAaunn MuHsapasa
«bBbICTpble M NpOCTble METOAbI OnpeaeneHns BUPYCHbIX MHDeKLN B nabopaTopHoW
cnyx6e Poccumn» - nop pefakumnen akagemmka PAMH Mokposckoro B.B.

B 2006 roay MuH3apascoupa3suTus 6blin 3aperncTpyupoBaHbl HOBble MeANLIMHCKNE
TexXHonornn: «luarHocTnka n nedyeHune 3aboneBaHuin Xenya0UHO-KMLWEYHOro TpakTa,
accoumnmpoBaHHbIX ¢ MHdekumnen Helicobacter pylori» (per. N2 ®C-2005/105) n
«BbICTpble NpocTble MeToAbl B AMarHocTmuke 3abonesaHnii TORCH-komnnekca» (per. N2
»C-2006/002).

Mo AaHHbIM TEXHOMOMMSAM OMy6/IMKOBaHbI NMPaKTUYecKMe pyKOBOACTBA A/t BpaYen.

TecT-cucTeMb! TecT-cucTeMb!

sy HoKomG HmmyrHoK omd
A5 AMarHOCTHKIA AR AMarHOCTHKK
Xnamupauoia XanvkobakTep4voia

© 3A0 «Buorpag»




