[ees P.B., Kanunun P.E., Yepaskos H0.B., Ipa3Hos C.B., Mxasanagae H.[., Kucenes C.J1., Ncaes A.A., LLiBanb6 I1.I'., Ctaposepos W.H., HepcecsiH E.T.
PE3YNbLTATBI MPUMEHEHIA TEHTEPANEBTYECKOTO MPEMAPATA «HEOBACKYNTEH>
Y MALNEHTOB C XPOHWUYECKOI ULLEMUEI HUXHIX KOHEYHOCTER: 1 TO HABNIOLEHNR

PE3YNIbTATbI NPUMEHEHUA TEHTEPANEBTUHECKOIO NPEMAPATA
«HEOBACKYNIEH>» Y NALIMEHTOB C XPOHWHECKOW ULLEMWEWN HUXHUX

KOHEYHOCTEIA: 1 ro] HABJIOEHUHI

Dees PB.', Kanuuuu P.E2, Yepsskos H.B.3, IpsasHos C.B.2, Mxasanap3se H.1.2,

YIIK: 616-005.4-036.12:617.58:615.038

Kucenes CJ1.', Ucaes A.A.", LLisanb6 MN.I'% Ctaposepos U.H.3, HepcecsaH E.I'.3

" VIHCTUTYT CTBOMOBBIX KIETOK YE/10BEKa, MockBa

20V BIIO «PssaHcknii rocy1apcTBeHHbI MEANLMHCKA yHnBepcuTeT uM. W.I1T. [TaBrosa»

3 [0Y BI10 «Spocnasckas rocyqapcTBeHHas MEQULIMHCKAS aKafemusi»

Pestome

B cTarbe npuBeagHbl Pe3ynsTarbl 0TCPOYEHHOIO KNMHUYECKOTO HABMIOfeHNs 3a
HeonepatenbHbIMI NALMEHTAMM C XDOHWHECKOM NLLIEMIUEN HIDKHUX KOHewHoCTe (lla-lIl cT.
1o A.B. MokpoBcKomy-DOHTEiHY), BKIHOYEHHbIX B 1-2a (hasy KNMHUHECKX NCCNEA0BaHMI
nNasMUAHOTO Npenapara Ha 0CHOBE reHa 3HAOTENNANILHOTO COCYAMCTOro (DakTopa pocTa,
MPOBE/EHHO0 Yepes3 1 rof nocne nony4eHns npenapara. B xoe cCNnenoBaHina OLeHuBani
KIMHWYECKIE 11 HCTPYMEHTANbHBIE AaHHbIE, BKIH4ABLUVE ANMHY 6E360N1eBOI X0AibObI, 110-
[IbDKEYHO-TNIEYEBOIN MHAEKC, YPECKOXKHO ONPESENAEMOE HANPSHKEHNE KICTIOPOAR, NMHENHYI0
CKOPOCTb KPOBOTOKA. [10Ka3aHo, YTO MOMY4eHHbIN CPA3y NOCME NIEYEHINS TEPaneBTN4ECKNIA
3(DEKT ABALETCS HE TOMBKO YCTOI4MBBIM, HO W B TEYEHNE 0fja IEMOHCTPUDYET POCT; OLEHKA
JINW canpeTensCTe0Bana B NoNb3y reMOAMHAMI4ECKOrO YCMexa Tepanui.

KntoyeBble €N0Ba: aTepOCKIEP03, XPOHUYECKAsA NLLIEMNS HUXKHUX KOHEeY-
HoCTell, HeoBacKynreH, 3HA0TENNANbHbIA COCYANCTLIN (DAKTOP pocTa.

Beseneuue

ITpo6reMa cBoeBpeMeHHOT0 U 3(peKTHBHOTO JIeYeHU S
MAI[MEeHTOB C XPOHUYECKUMHU OOTUTEpUPYIOLITUMU 3a00/1eBa-
HUSIMU apTepuit HIKHUX KoHeuHocTeit (XO3AHK) ocraercs
aKTyaIbHOM JI/IS COBPEMEHHOTO 37ipaBooxpaHeHus. Ha ocHo-
Beé CKPMHUHTOBOTO OIIpele/IeHUs JIOAbDKEIHO-TIIeYeBOTrO
nnpexca (JITIN) cauraeTcst yCTaHOB/IEHHBIM, UTO B CPEHEM
XO3AHK crpanator ot 3 10 10% B3pocioro HaceneHus (crap-
re 40 siet), mpudeM y sui crapiie 70 JIeT 3TOT IoKa3areab
Moxer pocturath 20% [9, 11, 13]. Ha cerogusinnuii neHb,
HeCMOTps Ha HaJIM41e pAfa MperapaToB, BO3AEHCTBYIONINX
Ha JIMIHUIHBIA 0OMEH, COCTOsIHYE TeprepruvecKoro cocy-
IOUCTOTO PYC/Ia, PeOIOTHIeCKHe CBOMCTBA KPOBH IPU3HATDH
(apmaxoTepanuio XpoOHHYECKOM UIIIEMUU HUKHUX KOHEU-
HocTei1 3¢ deKTHBHOM HEBO3MOKHO [4, 11]. HeobxomumocTs
XUPYPrU4eCcKOro JIeYeHN s JaHHON ITaTOJIOTHH BO3HHUKAeT y
20-24% Bcex MalMeHTOB, HO OHA OTPAHUYNBAETCS KaK 00'b-
€KTHBHBIMH (HEIIPOXOIMMOCTD JUCTAIBHOTO apTePUaTBHOTO
PpYyciIa, TOKeIbLi 00IecOMaTHYeCKUI CTAaTyC), TAK U CyObek-
THUBHBIMH (paKTOpaMu (IOCTYITHOCTh KBATU(PHUIIPOBAHHOM
U CHeUATU3UPOBAHHOM aHTMOXUPYPIHIECKOI TOMOIIIH).
B 3TOIT CBA3M OIIpefie/ieHHbIe HAaIeXK/IbI BO3J/IATAIOTCA HA HO-
BBII KJIACC JIEKAPCTBEHHBIX CPEAICTB — TeHTEPaIIeBTUICCKIE
rperapatsl (2, 4, 11]. HakomieHHBI K CETOTHSIIITHEMY THIO
OTIBIT UX IIPUMEHEHUS B KJIMHIYECKO IIPAaKTHKe Y TAaHHOM
KaTerOpUH MaIleHTOB IT0Ka II03BOJIIET KOHCTAaTUPOBATh X

RESULTS OF GEN-THERAPEUTIC DRUG «NEOVASCULGEN>
IN PATIENTS WITH CHRONIC LOWER LIMB ISCHEMIA:
1 YEAR OF OBSERVATION

Deev R.V., Kalinin R.E,, Chervyakov Y.V., Gryaznov S.G., Mzhavanadze N.D.,
Kiselev S.L., Isaev AA., Schwalb P.G., Staroverov LN., Nersessian E.G.

The results of the delayed clinical surveillance inoperable patients with chronic
lower limb ischemia (lla-ll degree A.V. Pokrovsky-Fontaine), included in a phase 1-2a
clinical trials of the drug on the basis of plasmid gene vascular endothelial growth factor,
conducted 1 year after receiving the drug. The study evaluated the clinical and instrumental
data, which included the length of treadmill test, ankle-brachial index (ABI), TcQ,, linear
velocity of blood flow. It is shown that obtained immediately after treatment, the therapeutic
effect is not only stable, but during the year registered an increase. ABI score testified to
the hemodynamic success of therapy.

Keywords: atherosclerosis, chronic ischemia of lower extremities, Neova-
skulgen, vascular endothelial growth factor.

6e3omacHOCTb U 3P PeKTUBHOCTD (KIacC MOKA3aTeTbHOCTH
116) [4, 11], cremoBaTeIbHO, OHU €llle HY>KIAIOTCS B IIPU-
CTaJIbHOM U3y4eHHMU.

B 2009 1 2010 rr. Ha KuHUYecKux 6asax TOY BITO «Ps-
3aHCKHI TOCYyIapCTBEHHbBIN METUIITNHCKUI YHUBEPCUTET UM.
akagemuka VL.I1. TTaBmoBa» (Psa3TMY) u I'Y3 «fpocnaBckas
O6nacrHas kmHnveckast 6onpuuia» (IOKB) 6buto mpose-
IeHOo KIMHUYeCcKoe uccienoBanue (1-2a ¢asa), mpusBaHHoe
BBISIBUTH 6€3011aCHOCTD, PEXXUM JIO3UPOBAHYS U TEH/ICHITNH
3¢ eKTUBHOCTHU MPUMEHEHHUs OTeYeCTBEHHOTO TeHTePATIeB-
THUYeCKOTO ITperapara Ha OCHOBe IUVIA3MUIHOM KOHCTPYKIIUU
pCMV-VEGF165, xogupyroLeil 3HI0TeInaIbHbII (pakTop
pocTa cocynos. iccenoBaHue 6bUI0 BBIIIOIHEHO 10 IIPOTO-
KOITy, oo6peHHOMY HanoHa/IbHBIM 9THIECKUM KOMUTETOM
npu OenepanbHoil c1y>k6e 1o Hafzopy B cdepe 3npaBooxpa-
HEeHUsI U COIIManbHOro pasButus PO (Ne 36,27 mast 2009) u
Ha OCHOBAHUU PaspereH s TOV >ke Cy>kObI (Ne 250, 03 wrons
2009).IIpoTokor mperycMaTpUBaJl IIeCTUMECSIHOE HAbTI0-
IeHNe 32 BK/IIOYeHHBIMU MallueHTaMU. Pe3ynbTaThl uccieno-
BaHMsI CBUIETENTBCTBOBAIN O 0€30IIaCHOCTH HUCC/IELYeMOTrO
mpernapara, a Tak ke 0 TeHAeHIMsIX 3(D(HEeKTUBHOCTH, TTPO-
SIBUBLIUXCS B yBE/IMYEHUH JUCTAHIINHU 6€3601eBOTI XOObOHL,
JIOABDKEYHO-TICYeBOTO UH/IEKCA U TKAHEBOT'O HAIIPSDKEHUS
KHCTOPOZIa B MUCTATbHBIX OTIeMaX KOHEYHOCTH [1, 6,7, 10].
ITpuyem B x0ze MCC/IeOBaHMU OBIIO YCTAHOB/ICHO, YTO CTATH-
CTUYeCKU 3HAYMMOI Pa3HUIIbI B CPABHUBAEMBbIX ITOKA3aTe/IsAX
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y IaI[MeHTOB, IIOTy4YaBIINX IIperapar ¢ MHTEPBAJIOM B 7 WIN
14 cyTok (MMeHHO Takoe BpeMsi HeOOXOMMMO /il Hadasa
HEOaHTHOTeHesa II0C/Ie HHAYKIUH), He 6bUIO.

B nocrenyroreM, pu nposenerun 26-3 ¢aspl KIHHU-
YeCKUX UCCAEJOBaHUIN MOKAa3aHO CTATUCTUYECKU 3HAYMMOE
yBe/IMIeHHe KOHTPOIMPYeMbIX IToKasaresieit 9(peKTHBHOCTH
(nucranyy 6€360/1eBOT XOIMbObI, IYPECKOXKHO OIPEIETTEMOTO
HATPSHKEHU s KUCTOPOJIA, THHENHON CKOPOCTH KPOBOTOKA) 1O
CPaBHEHHIO C MTAI[MeHTaMU KOHTPO/IbHOY TPYIIIIBI, II0/TyYaB-
IIIHX UL CTAHAAPTHYIO KOHCEPBAaTUBHYIO Tepanuio 3, 10];
IpHYeM H3MEeHeHNUe YKa3aHHBIX IIapaMeTPOB, I0-BUIUMOMY,
HaIPsAMYIO CBSI3aHO C pa3BUTHEM MUKPOIUPKY/IATOPHOTO U
KOJUIaTepa/IbHOTO PyCiia B UIIIEMU3UPOBAHHON KOHEYHOCTH
KaK pesy/IbTaT MCII0/Ib30BaHMS T€HHOTO IIperapara, UHAY-
IIUPYIOLLETO POCT COCYJOB B OTBET Ha ONITUMU3UPOBAHHBIH
CHHTe3 9HIOTEIHAIBHOTO COCYIUCTOrO (pakTopa pocTa.

OcoO0bliT UHTEepeC MPEeNCTABIAIOT OTCPOYEHHDIE pe-
3y/IBTAThI JICYEHUS, B YACTHOCTH — COCTOSIHHE ITallUeHTOB C
XPOHUYECKOI UIlleMUell HIDKHUX KOHEYHOCTel Yepes 1 ron
IoC/Ie IpUMeHeHUs npenapara «HeoBackyiren».

Llenb uccnepoBatus

OLIeHUTh COCTOSIHME MAI[MEHTOB ¢ XPOHUYECKO HIlle-
mueit HibkHuX KoHeuHocredt (Ila-1IT craguu mo A.B.TTokpos-
ckomy-DoHTelHY) Yepes 1 Tof I0C/Ie IPUMEHEHHs B COCTaBe
KOMIUIEKCHOI Tepaluu npenapata «HeoBackynren».

Matepuan u MeTofbl

HccnenoBanue mpoBeieHO ¢ COOMOIEHNEM 3THIECKUX
MPUHIUIIOB, 3aJI0KEHHBIX B XeTbCUHCKOM JeKIapaluu
BceMupHO¥ MeAMIIMHCKOI acconuanuu «PekoMeHmanuu
IUISL Bpadeit, 3aHUMAIOIUXCS OMOMETUITUHCKUME UCCIIENO-
BaHISIMH C y4acTHeM Jonei» (1964 r., ¢ mocaenyomumMu
IOIOTHEHUSIMU, BKI04ast Bepcuio 2000 I.) U OTpaKeHHBIX
B 'OCT P 52379-2005 «HarnonanpHblit cTanmapt Poccuii-
ckoit Qenmepannu. Hamrexxanas KIMHUYIeCKas IPaKTUKa» U
IEFICTBYIOLMX HOPMAaTUBHBIX TPeOOBaHHUIL.

B uccrnenoBanue 6p110 BKIOYEHO 44 maiireHTa. Bee ma-
[[UEHTBI CTPafiaii HeotlepabeTbHbIM TOPasKEHHEM TUCTATTb-
HOTO apTepHaIbHOTO PYC/Ia WM aHATOMO-(YHKIIMOHATbHOM
HEIOCTATOYHOCTHIO KOJUIATePa/IbHBIX ITy Tell KPOBOTOKA. Pac-
IpenesieHye 10 MOJy: My>KIuH 37 (84%), sxeniuH 7 (16%).
CpenHuil Bo3pacT cocTaBui 59,9+7,8 net.

ITo crereHsIM XpOHUYECKOT HIlIeMHUH (KIacCHpUKAIUS
A.B. ITokpoBckoro-PoHTelHa) TAIIMEHTHI PACIIPENeTUINCH
crenyrouum obpasom: ITIA ct.- 7 (16%), 115 crt. - 24 (54,5%),
I cT. - 13 (29,5%).

BxitioueHHbIe B MCCIeOBAaHUE MMAIIUEHTHI OBUTH pas-
Ie/IeHbI Ha TPYIIIbI B 3aBUCUMOCTH OT YPOBHSI IIOPa>KeHUS
MarucTpPajJbHBIX apTEPUil: «KMHOTOITAXXHOE» MOpPaKeHHe
apTepuil HIDKHUX KOHEYHOCTel (OempeHHas, TONKOTeHHAS
U OepLOBbIe apTEPUH) 3aPETUCTPUPOBAHO y 10 6OIBHBIX
(22,75%); 6enpeHHO-IOAKOICHHAS OKK/IIO3Us — Y 24 maiu-
eHTOoB (54,5%), IucTaabHasE OKKITIO3Us (6epIioBbIe apTEPHH)
- B 10 Habmonenusax (22,75%). Bce manuedTsl UMeIu IUIU-
TeJIbHBIN aHaMHe3 3a6oneBanus (ot 3 mo 10 eT).

B mHTepecax manuenTa «HeoBackynren» HazHavasCcs
B COCTaBe CTAaH[AAPTHON Tepalluy B COOTBETCTBUU C IIPO-
TOKOJIOM BefieHHsI OONbHBIX, HCIIONb3YeMbIM B KIMHUKE,
ydacTByIolleil B uccaenoBanuu. [lamuenTs! momyvamu «He-
OBaCKY/ITeH» IBYKPaTHO BHYTPUMBIIIEYHO B Ho3e 1,2 MT ¢
UHTEpPBAJIOM 7 Wiu 14 nHeil.

Ilo y4acTHusl B MCCHAeJOBAaHUU MALlMEHTHI MOTyYann
KYpChbl CTaHIAPTHOIN KOHCEPBAaTHMBHOM TepallUM C Ha3Ha-
yeHHeM MH(QYSHOHHBIX (OPM Ie3arperaHToB, IPeapaToB
MeTabOoMINYeCKON KOppeKIuH, GU3UOTEPATIEBTUIECKOE
NedeHre (BHy TPUBEHHAsI Ta3ePOTEPantsi, MATHUTOTEPAIINs
Ha rosieHn). BoceMb maiineHTOB paHee GbUTH OTIEPUPOBAHBI
IMyTéM BBIMTOJIHEHUS! PEKOHCTPYKTUBHBIX XUPYPTUUeCKHX
BMeIIaTeIbCTB, TPEM IAIUEHTaM /10 BKIIOUeHUS B UCCIIeNO-
BaHMe (He B TEKYIIYIO TOCIIMTANIN3AIHIO0) OblIa BBIITOTHEHA
aMITyTalus Ha ypoBHe Genpa. Bo Bpems ywacTus B uccie-
IOoBaHMUU ManueHTH B PasIMY nmonyyanu B cranunonape
Pedopran 250,0 B/B Karr. Ne 7, AktoBerun 10-20% p-p B/B
Kai. Ne 10; Bo BpeMs1 aMOy/IaTOPHOTO IIepHofa HaOMIOneHUS
nmanueHTaM HasHadancs [IeHTOKCHMINHH B CYTOYHOM
nmose 200 mr, AleTiwiIcaJuIIMIoBass KUcaoTa B fose 100 Mr.
IMarnenTs! AOKD nonyyanu B crannonape lemapus 2,5 Thic.
11/ 4 pasa B cyTKH, Tuxsto 250 Mr 2 pasa B neHb, Ipombo-acc
100 mr 1 pas B meHb, [lenrokcudmwuma 200 mr B/B, Huko-
TUHOBAsA KucaoTa 4,0 Mr B/M 2 pasa B JieHb, [anunop 2 mi
2% B/M 2 pasa B [ieHb, (DU3UOTEPATIEBTHYECKOE JIeYeHHE; BO
BpeMsl aMOy/IaTOPHOTO Iepuona HaGIIoneHUs HalieHTaM
HasHavascs [leHTokcudmuinH B cyTouHOM Hose 800-1200
MT, AlleTWICAIUIIUIOBAasE KUcaoTa B gose 100 mr win Kio-
HUIOTpeN 75 MI/CyT.

UYepes rop mocje BKIOYEHUS B IPOTOKOJ ITallMeHThI
OBUIN IPUIIAILIEHB] B KIMHUKY, UM IIPOBE/IEHO CTaH/IapTHOE
00crIefloBaHte C PeTUCTPAIIUel Pe3y/IbTaTOB TPEeIMUI-TECTa,
oTIperieleHHeM JIOIbDKeYHO-1IedeBoro nHmekca (JITTH), -
HeitHOT ckopocTu KpoBoToKa (JICK, TobKO 1151 TaI[HeHTOB
SIOKB, n=20), TKaHEeBOTO HAMPsDKEHHsI KUCIOPO/ia B ITOpa-
JKEHHOM CerMeHTe (TcPOz). B nmanbHefieM oCyIecTBIsIN
CTAaTUCTHUYECKYIO 0OPabOTKY ITOTyIeHHBIX TaHHBIX, COIJTACHO
TPeOOBaHUAM, IIPEIBSAB/ISIEMBIM K CTATHCTHIECKOMY aIlia-
paTy MeIUIIMHCKUX UCCIelOBaHUIL.

Bcero uepes rox ynamoch o6cnenoBath 41 manueHTa
(PssIMY - 21; IOKD - 20), 1ony4uTh SaHHbIE OJIsI CTaTH-
CTUYECKOTO aHaIu3a — y 39 MalueHToB.

PesynbTatbl

BbDKMBaeMOCTD AI[MEHTOB Ha BCeX KIIMHUYECKUX 0asax
coctaBmia 100%. Pa3Butus ormyxoseBbIX, 0PTaabMOIOTH-
JeCcKUX 3a60j1eBaHuUl, GaTaIbHBIX CEPHeIHO-COCYTHCTHIX
coOBITHII He 3a(DUKCHPOBAHO. AMITY TALIUH B CBSISH C OCTPBIM
TPpoM6030M B TedeHHe TOfla BHITTOTHEHBI 4 manreHTaM (9%)
(1o 2 607BHBIM Ha KAXK[IOM KIMHUYECKON 6a3e), mpudeM 3
narreHTa ucxogHo umeni I1I crenens XxpoHUYeCKO apTepU-
aJIbHOM MILIEMUH KOHEYHOCTH, onuH — [Ib cTerrens. Y omHoro
nanuenta (PasITMY) mpousBenena TpoOMOIHIAPTEPIKTOMUS
13 GenpeHHbIX apTEPHIT C 06€HX CTOPOH IT0 TOBOLY TPOMO03a
aprepuii 6epeHHO-TIOIKOTEHHOTO cerMenTa. OMH MalueHT
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(JIOKB) mepeHec amu301 OCTPOro HApPYILIEHHUs] MOSTOBOTO
KpOBOOOpaIieHus.

OcTapHble HallMeHTHI 3a IPOLIEIINI IO/ B OTeICHUS
CepIeYHO-COCYIHUCTON XUPY PTUH He TOCIUTATU3UPOBA/INCH.
[IporpeccupoBaHue KIMHUYECKOI CUMIITOMAaTHKH IO IIO-
kasareso [IBX B TedeHue BbIOMHEeHNs IpoToKoa (90 cyT.)
OTMeYeHO y 2 maiueHTos (4,5%); B TedeHue roga - y 3 (6,8%).
He otBeTtiiu Ha Teparnuio (HOHpeCIIoHaepsI) — dyepes 90 cyT.
- 2 manuenra (4,5%). Takum 06pa3om, IpU3HATH JiedeHHE
HEYCIIeIIIHBIM B TeueHHe CPOKa, IPeLyCMOTPEHHOTO IIPO-
TOKOJIOM, (90 cyT.) cienyet y 4 marueHTOB (9%), B TeueHHe
roga - y 9 maiueHToB (20,5%).

Kiunundeckoe Hab/roieHre 3a MAIIMEHTAMU U IIPOBEIEH-
HbIe OOIIEKTMHUYECKHEe U OHOXUMUYECKHE TECThI KPOBU U
MOYH CBHIETE/IHCTBOBAIM 00 OTCYTCTBHH He)XKe/IaTeTbHBIX
MeTaboNMNIeCKUX CABUTOB U MOATBEPAWIN 6e30MacHOCTh
npuMeHeHnus npemnapata. [lokasarenu addekTUBHOCTH,
OIIpelie/leHHble COBOKYITHO JIJIS1 BCH I'PYIIIBI BKIIOYEHHBIX
HAI[MEHTOB, I03BOJIAIOT CACIATh BBIBOT 00 YCIIEIIIHOCTH KOH-
CepBaTUBHOMU Tepanuu. Tak, cpefy OTBETUBIIINX Ha TePAITHIO
nokasareau [IbX, JITTN u TcPO2 CYIIIeCTBEHHO YBETHYMINCh.
Yepes 90 cyT. BBIABICHBI TAaKHeE ITALIUEHTHI, Y KOTOPBIX 6e3-
60/Ie3HEHHO IIPeo0/IeBaeMOe PacCcTOsIHUE € ypoBH: 40-150 M
yBeIUIUBaIOCh 10 1500-2000 M (mo 3900% - B OTHEIBHBIX
Habmoenusnx). CpenHuil mokasarenb Ipu 3ToM depe3 90
CYT. JOCTHUT BeJIMIUHBI 3021223 M, 06YC/I0B/ICHHBII CPETHUM
npupoctoM B 140,4% (ta6n. 1). Kak mokasaso manbHeriiee
Habmonenre Ha 3ToM [IBX He cTabuIM3upoBamack, a mpo-
TPECCUBHO yBEINYHBAIACD, JOCTUTHYB K 'OJOBOI OTMETKe
ypoBHsA 5511432 M, 4yTo paBHO3Ha4HO 338,7% mnpupocra
(cm.Tabm. 1).

B MeHbIIIelt CTeIIeHN TeHIeHIM K YBeIHIeHUIO Oblia
xapaktepHa s JIIIN u TcPOZ. OpnHako, HeCMOTPSA Ha
310, BetnuuHbl JITIN u TcPOz, CTAaTUCTUYECKHU 3HAYUMBII
YPOBEHb IIPUPOCTA A/ JAHHOTO 06beMa U COCTaBa BbI-
60pKU OBUT JOCTUTHYT K CpoKy 1 rox. Crenyer OTMETHUTH,
yto JI[IN B Teuyenue roma ysennumics c 0,54+0,16 mo
0,65%0,15.

IIpu oueHKe TMHAMHUKU IIOKa3aTeNlell ¢ y4eTOM HC-
XOHOIT CTEIIeH! UIIIeMUH ObLJIO YCTaHOBJ/IEHO, YTO IS BCEX
rpynn manuenTtos (IIA, IIB, III cr. umremun) xapakTepHa
CTOVKasl MOJIOKUTENbHAsA NTUHAMHUKA. TaK, JUcTaHIuUA 6e3-
6071eBOIT XOObOBI YBETNYNBAIACH B OOMBIIIEI CTEIIEHH IIPU
CpelHeN U TsKe/ION HIIeMUH, O YeM CBUAETeTbCTBOBA
mpupocT K 90 cyT. Ha 160 1 173% mpu IIb u III cT. umemuu,
COOTBETCTBEHHO. Yepes Tof TeHIeHIIHA K YBeTUYEHUIO IaH-
HOTO TTOKa3aTeIsi COXpaHWIach (Taou. 2).

Y manueHTOB ¢ OTHOCUTEIbHO JIETKOW cTagueil 60-
ne3uu (IIA ct.) cpentee 6e360/1€3HEHHO MPEOIOIEBAEMOE
PacCcTOsIHUE YBEIUYWIOCh B TedeHHe roga ¢ 300 M 1o 1 km
U paxe 6osee; a y caMOM TsXKeJIOH TPYIIIBI BK/IIOYEHHO! B
uccnenosanue (III ct.) ¢ MeHee yeM 50 M 1o 6onee 200 M.
Oco6eHHO HAIIAOHO AMHAMUKA M3MEHEHUs IOKasaTess
BBIIISIIUT IIpU eXXekBapTanbHoM onpenernerun [IBX (SIOKB,
n=20) (puc. 1).

BecbMa cyI11eCTBEHHBIM IPEACTABIAETCS TOT BaAKT, ITO
JITIN y caMo¥t TSIXKeJIOH TPYIIIIBI TAlIeHTOB YBeIHIHICS 60-
neeyem Ha 0,1 c yposHs 0,3310,08 1o 0,46+0,07 uepes 90 cyT.
u 10 0,48+0,1 wyepes ron. Ta >xe TeHIeHIIMSI HAOTIONAMTACH U ITO
nokasaremo TcPO, - y 6osiee TsOKe/bIX TIAIMEHTOB OTMEYeH
60siee BBIpO)KEHHBIII OTBET Ha Tepamuio (mpupoct 35,2%
gepes 90 cyT. u 32,5% depes ron).

Ta6n. 1. OcHoBHble nokasaTeny 3pcHeKTMBHOCTM NOCNe NoNy4eHns npenaparta «HeosackynreH» yepes 90 cyT. 1 vyepe3 1 rog

Mokasarenn WcxopHble nokasarenu 90 cyr. (n=44) 1rop (n=39)
A6contoTHas BenuunHa | TengeHums (%) A6contoTHas BenuunHa | TengeHums (%)

OBX (m.) 125,6+17,6 302+223* T140,4 551+432* 13387

Jinn 0,54+0,16 0,62+0,14 T15 0,65+0,15* T204

TcPO,(Mm pT.cT.) | 63£19 76+7* T2 77,6+6* T232

lMpumeyanHme: — CTaTUCTUYECKI 3HAYMMbIE PA3NIMYNS MO CPABHEHMIO C MCXOLHbIMM NokasaTenamu (p<0,05, HenapameTpU4ecKnini MeTod, KpUTepnii BUnkokcoHa).

Ta6n. 2. OcHoBHble nokasaTenn 3pHeKTUBHOCTM NOCAE NONy4eHns npenaparta «HeosackynreH» Yepe3 90 cyT. 1 4epe3 1 rof B rpynnax nawumeHTOB C PasnnyHbIMu

CTeneHAMM nemmn

Cpok Habniopenus [uctanuus (m) nu TcPO, Mm pr. cT.
2a 26 3 2a 26 3 2a 26 3
Vcxoanbie A6contoTHas 293,5+132 | 107,85+2,2 48,35+2,7 |0,83+0,05 |0,58+0,09 | 0,33+0,08 |77,3+6,3 |72,8#4,8 |54+16
nokasarenu BENM4YMHA (n=7) (n=24) (n=13) (n=7) (n=24) (n=13) (n=3) (n=24) (n=13)
90 cyr. A6contoTHas 708+492* 280,3+136,5* | 132+58,5* | 0,86+0,03 |0,63+0,1 |0,46+0,07*|82,7+6,2 |83+3* 73+11*
BeNM4YnHa (n=7) (n=24) (n=13) (n=7) (n=24) (n=13) (n=3) (n=24) (n=13)
TenpeHums (%) T141,2 T 160 T173 13,6 18,6 1394 16,9 T14 T 35,2
1rog A6contoTHas 1195,5+585* | 367,35+285,9** | 215+152* |0,86+0,13* | 0,65+0,16 | 0,48+0,1* |83,1+59 | 84,74+52* |71,53+13*
BeNM4YnHa (n=7) (n=23) (n=9) (n=7) (n=23) (n=9) (n=3) (n=23) (n=9)
TenpeHuns 1307,3 12433 T 344 13,6 T12 T455 175 T16,4 1325

lpumeyanme: * — CTaTUCTUYECKN 3HAYMMbIE PA3NINYNS MO CPABHEHWIO C NCXOAHBIMM MOKA3aTeNAMK; ® — CTATUCTUYECKI 3HaYMMble pasnnyns mexay 90 cyT. u 1

rogom (p<0,05, HenapameTpu4ecknit MeTof, KpuTepuint BUNKOKCoHa).
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PE3YNbLTATBI MPUMEHEHIA TEHTEPANEBTYECKOTO MPEMAPATA «HEOBACKYNIEH»
Y MALIMEHTOB C XPOHWUYECKOI ULLEMUEI HUXHIX KOHEYHOCTER: 1 rO HABNIOLEHN

Y nmanuenTos, mpoxopusiux gedyeHue B JOKD nmpocne-
>KeHa TUHAMHUKa TUHEHHOM CKOPOCTU KPOBOTOKA TI0 3aTHEM
607b111e6€PIIOBOIT apTepPUH. YCTAHOBIEHO, YTO JaHHBIM
MOKa3aTe/lb TaKXXe IOC/IeOBAaTeIbHO BO3PacTall, IpUYeM
HauOOMBLINI IPUPOCT ObUI OTMEUEH CHOBA y IMAIIEHTOB
CaMO¥l TSDKeIOH M3 BK/IIOYEHHBIX B MCC/IIOBAHUE IPYIIIIbI
- npu Il crenenu nitemun. Hanbostee saMeTHOe yBeudeHue
[IO0Ka3aTesIsl IPOUCXOMUT Ha pyOeske 3-6 Mec. B nanpHeiiieMm
CKOPOCTb KPOBOTOKA IIPOT'PECCUBHO YBEIMUNUBAJIACh U Yepe3
rof mpupoct y nanuenTos ¢ III ct. utremun cocraBun 224%
(puc. 2).

06cyxaeHue 1 BbIBOAbI

B X0l€ IMpOBEAEHHOI0 MCCIeNOBaHNA YCTaHOBJ/ICHO,
4TO IIperapar «HeOBaCKy}IFEH» XOpPOIIO IIEPEHOCUTCA, HE
BbI3bIBA€T HEXKE/IATC/IbHBIX U HOéO‘IHLIX SBJICHUM HE TOJIbKO
B Tederue 90 cyT. (CPOK, IPENyCMOTPEHHBIN IPOTOKOIOM
KIIMHUY€CKOTO I/ICC}ICJIOBaHI/IFI), HO M B XOJi€ ITIOC/IENYIOIIETO
OTCPOYE€HHOTI'O II€puoga (He MeEHee rona).
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HecMmortpst Ha 60/bIIIHe PasIHyys B MeXaHU3Me [eNCTBUSA
IIperapaToB, JU3ailHe U 06beMax BBI6OPOK, B)KHO COOTHECTH
[IO/TyIeHHbIe Pe3y/IbTAThI C JAHHBIMH HEIaBHO 3aBEPIIIMBIIIETO-
€51 UCC/IEIOBAHUS TeHTEPAIIeBTHYECKOTO TIpernapaTa Ha OCHOBE
rera ¢dakropa pocra pubpobaactoB TOMARIS (repaneBrude-
ckast koHCTpyKuusa NVIFGF). B mannoe uccrenoBanue 6bU1H
BKJIFOUEHBI TAIJHEHTBI ¢ KPUTHYECKOM HIIIeMHUeT, KOTOPbIe TI0-
JIy4aJIi TeHHBII [IpeIapaT BHy TPUMbILIe4HO. VccenoBaHue He
BBISIBIIO IIPEMMYIIECTB MCIIONB30BAHMUsA reHa (pakTopa pocta
bubpob6acToB B MeveHUU KpUTUIeCKOi uiteMud [8]. OmHako
IIPOEMOHCTPHPOBAJIO L1e/IeCO0OPa3HOCTD UCIIOIb3OBAHMUA B Ka-
JecTBe KPUTEPHEB OLIEHKHU He TOJIBKO U He CTOJIBKO CyppOraTHbIE
MIOKa3aTelH, 8 MAKCUMaJIbHO ITPOCTBIE — KOTMYIECTBO aMITy TALHi
Y CMEPTHOCTB, TPOCTIE)KEHHbIE TaXKe 38 OTHOCUTE/IBHO KOPOTKHIA
nepuon Habmonexuit B 1 rox [8].

Kiunudeckue HCX0Obl KOHCEPBAaTHBHOTO JIeYeHHUS TPYIIIIBI
HeomepabenbHbIX IAIMEeHTOB, BKIIOYEHHBIX B HCCIEOBAaHUE
6e3omacHocTH 1 9(pdexTUBHOCTH Iperapara «HeoBackyren»,
IIPOC/IeKEeHHbIE B XOfie TO1a, CBUIETE/IHCTBOBAIM O CTAOUIBHO
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Puc.1. BenuynHa nokasatens [bX y nauneHToB ¢ pasHbiMu cTeneHsamu Tsxectn (HabnwogeHns A0KB, n=20): A — B a6CONIOTHLIX BeANYMHAX (M.);
b — npupoct nokaszarens. lIA cT. TaxecTn — cuHuii uBeT; IIb — kpacHbIi ugeT; Il — XenTbii ugeT
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Puc.2. Benuynna nokasartens JICK y nauneHToB ¢ pasHbiMu cTeneHamu Taxectn (Habnoferus A0KB, n=20): A — B aBCOMIOTHbIX BENNYMHAX (M.);
b — npupoct nokaszatens. llA CT. TXKeCTI — CUHWIA LBeT; IIb — KpacHbIn LBeT; Il — XXenTbIn UBeT
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XOpOoIIleM pe3y/brare jJedeHus. Tak, B CBA3U C U3MEHEHHEM
Pes3y/IbTaTOB TPEAMM/I-TECTa, @ TAKKe FeMOTHMHAMUYECKUX
MOKasareieil B MOPaKeHHBIX KOHEYHOCTSX YacTh ITallHeH-
TOB Tepenuin u3 6osee TSHKENbIX CTelleHell B 6oiee erkue
(puc. 3). K 90 cyT. 40% Bcex ITanieHTOB 10 CBOUM IIOKa3a-
TeJISIM IepellUId B TPYIITYy C OTHOCUTENIbHO jierkoit IIA cr.
HILeMHUH, IPHYEM TOIBKO ¥ OHOTO MAlMeHTa MOYKHO ObLIO
KOHCTaTUPOBATh IOKAa3aTeIu, XapaKTepHble I KPUTHYE-
CKOM uIIeMHH. B mocienyiomeM BbIAB/IeHHAs T€HACHIIUSA
COXPaHWIACh, YTO IIPUBEJIO Yepe3 TOI II0C/Ie Havyala JICYeHHs
K TOMY, YTO ITOYTH Y 90% MalleHTOB COCTOSHUE CTAOMIM-
3UpoBanoch Ha ypoBHe I cT. 3a60/1eBaHus, YTO IO3BOJIAET
OTIpeNe/IUTh TAHHBIN Pe3y/lIbTaT TEPMUHOM «KJIMHHYECKOEe
yydirerue» [5].

Ecnu npuHATH BO BHUMaHUE, YTO IPU KPUTHYECKOM
HILIEMHH IIPOTHOS [UIs Heollepabe/IbHbIX ITaleHTOB SIB/ISETCS
WIoXUM (B TedeHHe GmipKaimux 6 mMec. B 20% — cMepTb, y
40% - aMIyTaiusa KOHEYHOCTH) [4, 11], pe3ynbrarsl ledeHus
i 13 manuenTos c I11 ¢T. uilteMuu BBIIIAIAT BeCbMa OOHa-
IOeXHUBAIOIINM, a BK/IIOYeHHUe Ipenapara «HeoBackyaren» B
COCTaB KOMIUIEKCHOM Tepaluy SIBISIETCS MEePCIIeKTUBHBIM,
HECMOTPs Ha IIPeIBAPUTE/NIbHBIN XapaKTep IOTYYeHHBIX
IDAHHBIX, ellle HY>KIAIOIINXCS B MOATBEP)KIEHUU B CPaB-
HHUTE/IbHOM KOHTPOTHPYEMOM HCC/IEOBAHUM Ha OOIBIINX
TPYIIIIax TallUeHTOB.

CrenyeT OTMETHUTD, YTO UCXOAS U3 PEeKOMEHIAIIUIL,
3QJIOKEHHBIX B CTAH/IAPTaX OLEHKHU Pe3y/IbTaTOB JICUCHHS
[4], yBenmmuenue nokasaress JIITU Ha 0,1 u 6omee ciemyet
pacieHUBaTh KaK FeMOMHAMUYECKHH YCIIeX U B LIeJIOM IS
CpeIHMX ITOKasaTesIel 110 BCel IPYIIIIe IallueHTOB, TaK U I
60mbHBIX ¢ III cT. umeMuun. ATO MMO3BOJIAET CAENIATh BHIBOI
06 3¢ PeKTUBHOCTU TPUMEHEHHON TePAITUH.

BpemeHnHbIe XapaKTePUCTHKU M3MEHEHUS OLIEHEHHBIX
IIOKasaresiell CBUIETE/IbCTBYIOT O TOM, YTO OCHOBHBIE KJIH-
HuvecKre 3G QeKThl JeTeKTUPYIOTCS Yepe3 3-MeCSIHBIN
CPOK TIOC/Ie Kypca jIedeHHs. DTO, II0 HallleMy MHEHUIO, CBS-
3aHO C MeXaHU3MOM JeiicTBus «HeoBacky/reHa», a UMEHHO
aKTUBHBII HEOAHTHOTeHe3, MH/IyIIUPOBAaHHBII B IlepBble 14
CYT. IOCTUTAeT 32 HECKOJIbKO HeJle/Ib YPOBHSI, JOCTaTOYHOTO
IUTSL peaTM3al[uu ITOI0KUTE/IbHBIX KJIMHUYECKUX CIBUTOB. B
MOC/IEYIOIIHIT IIEPHOT, BOCCO3JAHHOE COCYAAUCTOE PYC/IO He
nozBepraetcs perpeccy. O6 3TOM, B YaCTHOCTH, CBUIETEb-
CTByeT HelIpepbIBHOE HapacTaHHe UCCIIeyeMBIX IIOKa3areIer,

7,16%

13; 30% 1, 2%

24; 54%
A b

a 0cO0eHHO yBe/lMYeHMe JTUHEHHON CKOPOCTH KPOBOTOKA.
[To-BuguMOMY, cHOPMUPOBAHHOE KOJUIATEPAIBLHOE PYCIO
CIIOCOGCTBYET CHIYKEHHIO OOILIETO IieprepHIeCcKOro Copo-
THUBJIEHUS], YTO BEMET K YBEIMYEHHIO CKOPOCTH 110 TUOHAIIb-
HBIM apTepusaM. HackombKo laHHbIE U3MEHEHMS 3HAYUMBbI
TSI KTMHIYECKOM KaPTHUHBI B 11€/IOM CTAHOBUTCS OY€BUIHBIM
[P aHa/IM3€ [T0Ka3areieil BO BCEil COBOKYITHOCTH GOJIbHBIX
(cm. puc. 3).

CoracHO COBpeMEeHHBIM KOHIIEIITUAM OCHOBHASA 1[€/Th
JIeYEeHUsI XPOHUYECKON UIIEMUU HIDKHUX KOHEYHOCTEM
- 3TO y/Iy4llIeHHe Ka4yeCTBa XU3HU, CHIDKEHNE BEPOSATHOCTH
PasBUTHUA OCTPBIX COCTOSHMI CO CTOPOHBI CEPHEYHO-CO-
cynucroit cucremsl [12]. HecMoTpst Ha TO, 4TO Kareropus
«Ka4eCTBa XU3HU» SIBJISIETCS CYO'beKTUBHOI U OIPee/sieTCsT
CaMUM ITAI[UEHTOM U HE MOXKET OBbITh OTIpefie/ieHa Ha OCHOBE
IaHHBIX WHCTPYMEHTAJIbHBIX METONOB 00c/ienoBanus [5],
TEM He MeHee, TaHHble TPEAMII-TECTA CBUETENBCTBYIOT O
TOM, YTO MALUEHTHI IPUOOPen 6OIBIIYI0 MOGHIBHOCTD, 4,
C/Ie[IOBATE/IbHO, U CYLLECTBEHHO YBEIUYMIN BO3MOXKHOCTH
CaMOOOC/TY)KMBAaHUS M COL[MA/IbHON aKTUBHOCTH.

Takum 06pasoM, IPOBENEHHOE OTCPOIEHHOE 06CTIENOBA-
HUe TalUEeHTOB C «<MHOTO3TaXKHOM» U TUCTATIHHON POPMOit
aTepOCK/IEPO3a aPTEPUIl HIKHUX KOHEYHOCTEN TIO3BOTUIIO
YCTQHOBHTbH, YTO B pe3y/bTarTe MPUMeHEHHUs] KOMIUIEKCHOI
Tepaluy, BKIIOYaBIIell npemnapar «HeoBackynaren» BbIAB-
JIEHHbIE KTMHUYECKHE 9(PDEKTHI OTIpeMie/IeHbl KaK XOPOIIIHE,
HOTyYeHHbI TedeOHbIil 3¢ deKT OKasancs CTONKUM, a UH-
CTpyMeHTa/IbHbIe II0Ka3aTe/Ii COCTOSIHUS KPOBOOOPAILIeHHUSI
B KOHEYHOCTHU He PerpecCHpOBa/IN B T€UEHHe TOfia. Y Maru-
€HTOB C TsDKe/IBIMU (POPMaMU UILIEMHUH BbISIBJIEH CYILIECTBEH-
Hb11 ipupoct JITH, 9410 H03BOJIsIeT TPAKTOBATH Pe3y/IBTAaThL
JIeYeHYs] Y HUX KaK «[eMOJMHAMUIECKUIT YCIIeX».
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