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AHHOTauus

LleAb. OueHuTb 3¢pchexTMBHOCTL U He3onacHoCTb npenapata bpeiHmakc® B cpaBHeHMM C NpenapaTamu STUAMETUATMAPOKCUITMPUAMHA CYKLIMHAT
U TPUMETUATMAPA3MHUS MPOMMOHAT Y MALMEHTOB C UILEMUUYECKMM MHCYABTOM B OCTPOM M PAHHEM BOCCTAHOBUTEAbHOM MEpPUOAE.

Marepuabi 1 MeToAbl. OTKPbITOE MHOFOLIEHTPOBOE PaHAOMM3MPOBAHHOE MCCAeAOBaHMe BKAHYaro 180 naunenTtos B Bozpacte 18-80 AeT (cpeaHmit
Bo3pact 60,91+7,66 roaa, MyxunH 47,8%) C ULIEMUUECKMM MHCYABTOM B OCTPOM M paHHEM BOCCTaHOBMTEAbHOM nepuoae (NIHSS ot 3 Ao 15 6aaroB).
MaureHTbl PAaHAOMU3MPOBAHbI AASt TOAYHeHus npenapara bpentmakc®, SMITIC 1 TPUMETUATMAPA3HMHMS NPOMMOHAT B PABHOM COOTHOLLEHMM (n=60).
[Mpenapatbl BBOAUAUCH B TeueHue 10 AHel BHYTPUBEHHO KarneAbHO C MOCAEAYIOLLMM MEPEXOAOM HA BHYTPMMBbILLEYHOE BBEAEHUE B TeueHue 14 AHel.
SdheKTUBHOCTb OLIEHMBAAM MO CAEAYIOLUMM LUIKAAAM: MOAMMLMPOBaHHast WwkaAa PaHkuHa, NIHSS, no nHaekcy MobuabHOCTM Prsepmua, no MoH-
PEaAbCKOM LIKAAE OLEHKM KOrHUTMBHBIX (hyHKLMA (MOCA). Ouerka 6e30MacHOCTM MPOBOAMAACH MO HAAMUMIO M CTPYKTYPE HEXXEAATEAbHbIX IBAEHUIA.
Pesyabrarbl. CpeaHnit 6aaA Mo MOAMULIMPOBAHHOM LWKaAe PaHKunHa K Busutam 3 (10-i aeHb) 1 5 (25-1 AeHb) AAs TPYMTIbI, MOAYHaBLUEl Npenapar
bpeinmakc®, coctaBma 2,41+0,85 1 1,44+0,91 6anAa, aast rpynnbl, noAydaswen npenapat IMITIC, — 2,87+0,68 1 2,18+0,85 6aaaa, a aast rpyn-
Mbl, MOAYYaBLUeN TPUMETUATMAPA3MHUS NponuoHart, — 2,87+0,50 u 2,55+0,70 6aAra COOTBETCTBEHHO, YTO OTPAXKAET AYHLIMA (OyHKLUMOHAAbHbIM
ucxoa B rpynne bpeinmarc® (p<0,05). CpaBHeHMe noKazaTeAein KOrHUTUBHOM (DYHKLMM TakKe NMPOAEMOHCTPUPOBAAO CTATUCTUUECKM 3HAUUMBIE
pasAnumns Mexay rpynnamu npenapatos bpernmakc® 1 IMITIC. Ouerka no Tecty MoCA nokasaaa, 4To npumeHeHue npenapata bpenHmakc®
Ha 20% 3hekTrBHEE BOCCTAHABAMBAET KOTHUTUBHbIE (PYHKLIMM (MO CPABHEHMIO C MOHOMpPEnapaTamhu).

3akAoueHHe. B HacTosILIEM MCCAEAOBAHMM MOATBEPIKAAETCS MPEBOCXOACTBO KOMOMHMPOBAHHOM Tepanuu bpermHMakcom Haa MoHoTeparnueit
Ka>XAbIM M3 KOMIMOHEHTOB.

KAtoueBble CAOBa: MLWIEMMUECKMIA MHCYALT, BpeiHMmakc, KorHuT1BHas dyHKLMsS, LepebpoBaCcKyAsipHble 3a60AeBaHUs!

AAa umtmposanmsa: TaHawsH M.M., Packypaxes A.A., 3acaaBckasi K.4., KysHeuosa [1.M., Mepkyaosa M.IO. HoBble BO3MOXHOCTM Helpo-
NMPOTEKTUBHOM Tepanuu MaLMEHTOB B OCTPOM WM PaHHEM BOCCTAHOBUTEABHOM MEPUOAE MLIEMUYECKOrO MHCYAbTA. TepaneBTUHEeCKMi apXuB.
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Abstract

Aim. To evaluate the efficacy and safety of Brainmax® in comparison with ethylmethylhydroxypyridine succinate and trimethylhydrazinium
propionate in patients with ischemic stroke in the acute and early recovery period.

Materials and methods. An open multicenter randomized study included 180 patients aged 18-80 years (mean age 60.91+7.66 years, men
47.8%) with ischemic stroke in the acute and early recovery period (NIHSS from 3 to 15 points). Patients were randomized to receive Brainmax®,
ethylmethylhydroxypyridine succinate and trimethylhydrazinium propionate in an equal ratio (7=60). The drugs were administered intravenously
for 10 days, followed by a transition to intramuscular injection for 14 days. Efficacy was assessed using the following scales: Modified Rankin
Scale, NIHSS, Rivermead Mobility Index, Montreal Cognitive Assessment Scale (MoCA). Safety assessment was carried out according to the
presence and structure of adverse events.

Results. The mean Modified Rankin Scale score for Visits 3 (day 10) and 5 (day 25) for the group treated with Brainmax® was 2.41+0.85 and
1.44+0.91 points, for the group EMHPS — 2.87+0.68 and 2.18+0.85 points, and for the group receiving trimethylhydrazinium propionate —
2.87+0.50and 2.55+0.70 points respectively, which reflects the best functional outcome in the Brainmax® group (p<0.05). Comparison of cognitive
function indicators also showed statistically significant differences between the groups of drugs Brainmax® and ethylmethylhydroxypyridine
succinate. Evaluation according to the MoCA test showed that the use of Brainmax® is 20% more effective in restoring cognitive functions
(compared to monodrugs).

Conclusion. The present study confirms the superiority of combination therapy with Brainmax® over monotherapy with each of the components.
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Beeaenune

Vmemmyeckuit uHcynet (V) Ha cerofHsIIHMIL eHb OCTa-
€TCA OfJHOV M3 INIAaBHBIX NPUYMH MHBAMUU3ALMM U CMEPT-
HOCTYU M AB/IAETCA BaKHENIIEN MeIVMKO-9KOHOMMWYECKOJ IIPO-
6memoit. Tak, B 2017 r., 10 OLIeHKaM psifa uccmefoBateneit [1],
MUpPOBbIe TIpsIMble U HeNpsAMble 3aTpaTbl, CBA3aHHbIE C UH-
cynbroM, coctaBunu 891 mipp pon. CIIA [2]. CoBpeMeHHas
crparerus Tepanuy ocrporo VMV BkmoyaeT 1Ba OCHOBHBIX Ha-
IpasyeHus — pernepdysuio (BHyTpUBEHHas: MeAMKaMEHTO3Has
TPOMOONIUTHYECKAs TepamsA, MeXaHUdecKass TPOMOSKCTpaK-
115, 9TalHaA penepdysus) u Heitponporekuuio [3]. ITocmen-
HSS IO CUX IIOP OCTAeTCsl CBO€0OPa3HBIM «KaMHeM IIPeTKHO-
BEHUsI» B CpeJie OTeYeCTBEHHBIX U 3aPYOEeXXHBIX CIIEL[Va/TNCTOB
110 11epeOpPOBACKY/IAPHOI! ITATOTIOTNH BCIEACTBIE HEJOCTATOY-
HOIl yOeIUTENTbHOCTY C MO3UIUM [OKa3aTeTbHOV MEJVILIMHBIL.
BMmecTe ¢ TeM HaKOIUIEHHBIN 32 HECKObKO JIECATU/IETUII IIO-
JIO)KUTE/IbHBII KIMHNYeCKWit U QyHIaMeHTa/IbHBII OIbIT UC-
II07Ib30BaHM:A 3TOM TPYIIIbI NPENapaToOB AB/IAETCSA OCHOBAHMU-
€M JI/1 IPOJIOJDKEHNMA MX M3YYEHMs, BK/IIOUEHNA NpenapaToB
JAHHON I'PYNIBl B KIMHMYECKUE PEKOMEHJALMN 110 JIeYEHUIO
VIV y mmpoKoro IpUMeHeHNs i peaOVINTaluy HalieHTOB
C Pa3NINYHOI LiepeOPOBACKY/IAPHOIT ITATOIOTHeEIL.

3a mocnefHee BpeMs BBIPOC MHTEpeC MeX/YHapOLHOTIO
Hay4HOTo COOOI[eCTBa K HeJPOIPOTeKL MY BOOOIIIe U Py MH-
cy/nbTe B YacTHOCTH. Tak, ¢ 2016 I. KONMMYeCTBO IMyOIMKALINIL IT0
3aMpPOCY «MHCY/IbT Y HEPOIIPOTEKLIMA» €XKETOIHO IIPEBhIIIAET
1000, a obuiee unco crareil B 6ase maHHbix PubMed, nmocss-
I{eHHBIX 3TOIT Ipo6IeMe, focTuraer 16 Toic.

Cnepyer 06paTuTh BHMMAHIE, OJHAKO, YTO CyILIeCTBEHHAs
9acTh YIOMAHYTBIX HyOMMKALMI OTHOCUTCS K PyH/JAMEHTa Ib-
HBIM (M 9KCIePMMEHTATbHBIM) VCCIefOBaHUAM, Pe3yIbTaThl
KOTOPBIX, K COXKa/IEHUIO, HEYACTO JOCTUTAIOT «IIOCTeN OOIb-
HOTO»: TeM LieHHee peaIbHbIl KIMHUYEeCKUIl OIIBbIT, 6a3upylo-
Imuiics He TONbKO Ha MaTOOMOXMMMYECKMX MapKepax, HO 1 Ha
VHTETPATUBHBIX II0Ka3aTe/AX, OTPaKaloUIMX paHHee BOCCTa-
HOBJIEHE yTPaueHHBIX B pe3ynbrare VIV GyHKImiL.

OpHy 13 KII04YeBBIX poJiell B ITaTOreHe3e IMOpaKeHus Kile-
ToK npu VIV urpaer OKCMIATMBHBIA CTpecC, IOCIENCTBUA
KOTOPOTO BKJIIOYAIOT aIoNTO3, HapylleHNue ITPOHMUIIAeMOCTHU
reMarosHIledannueckoro Oapbepa, HellpOBOCIANEHMe, OTeK,
ayTodaruio u Apyrue maTopu3noIornieckye MeXaHusMol [4].
IlepcneKTMBHBIM B 3TOM OTHOIIEHWM IPE/ICTAB/IAETCS UCTIONb-
30BaHMe IPEIApaToB C MJIENOTPOIHBIM AeJICTBUEM, KOTOPbIE
IIOTEHLMAIbHO MOTYT OKa3blBaTh BIMAHME HA HECKONbKO IIa-
TOT€HeTUYECKNX acleKTOB IOopa)keHusA HelipoHoB npu MU -
VHBIMM CTIOBAMI, OCYILECTB/IATH HEMPOIIPOTEKLIMIO.

B Poccuiickoit @epgepanym B 2022 I. 3aperncTpupoBaH
HOBBIJl JIEKAPCTBEHHDIN IIperapaT U3 IPYIIbl HENPOIPOTEK-
TOPOB M AHTMOKCUIAHTOB — bpeliHMakc®, mpefcTaBArOmmit
OPUTMHAIBHYI0 KOMOMHALIMIO JBYX JIeKapCTBEHHBIX IIperna-
paToB: 3TUIMETMITUAPOKCUIIMPUIMHA CyKuuHata — IMITIC
(100 mr/mm) u mMenpponus guruppata (100 mr/mi) B Buge pac-
TBOpA [I/I1 BHYTPUBEHHBIX 1 BHY TPUMBIIIEYHBIX MHDbeKUMII [5].

Iupokuit crekTp apMakoIorndecknx 3¢¢GekToB BXOALMX
B €r0 COCTaB KOMIIOHEHTOB, pea/ln3yeMblil Ha TpeX YPOBHAX —
HEJIPOHA/IbHOM, COCY/IYICTOM U METabO/IIIECKOM, JIEXKUT B OCHO-
B€ HEMPONPOTEKTOPHBIX, HEMPOAKTUBUPYIOIINX, & TAKXe Heil-
POBOCCTaHOBUTENBHBIX 9()(eKTOB JIeKapCTBEHHOTO IperapaTa.
ITpu atom coderanue Menpponvst 1 IMITIC, o6benIHEHHBIX B
e[IVHOI JIeKapCTBEHHOII (opMe, IIPUBOAUT K CHHEPIUIECKOMY
(apMaKoAMHAMUYIECKOMY B3aMMOJEICTBUIO [BYX KOMIIOHEH-
TOB, YTO IIOBBIIIAET HEMPONPOTEKTOPHYIO aKTMBHOCTD JIeKap-
CTBEHHOTO cpefcTBa [6]. [Ipu npumeHeHnt KOMOMHIMPOBAHHOTO
JIEKapCTBEHHOTO IIperapara bpeliHMakc® okasblBaeMble aHTU-
AMHECTMYECKMII, TPOTUBOIUIIOKCUMYECKIUI, aHTMOKCUIAHTHBIN
U TpOTHBOMIIEMUYeCKUit 3PQeKThl ABYX J[ECTBYIOMINX Be-
I[eCTB PEBOCXOAAT HapMaKOIOrMIecKuii 3(ppeKT KaxXmzoro ns
KOMIIOHEHTOB, TIPVIMEHsIeMBIX B OTAENbHOCTH [5, 6]. [ericTBue
Ipemnapara HallpaB/IeHO Ha ONTUMM3ALNIO pabOThI KJIETKM, BOC-
CTAHOBJIEHNE IIPOLIECCOB NOCTABKM KIUC/IOPOfa B CaMy K/IETKY U
€ro noTpeO/IeH s fa)Ke B YCTOBVSIX BBIHY)KAE€HHOI TMITOKCHM.

VIHTepecHBIMU TIPEACTAB/IAIOTCA PE3yAbTaTbl KIMHU-
yeckoro uccnegoBanua III ¢asbl oTeuecTBEHHOro Ipemnapa-
Ta bpeitHmakc®. Hipke npuBeneHbl METOMONOTUA U PE3y/b-
TaTbl MUCCIEHOBaHUA 3PPEKTUBHOCTM U 6E30MaCHOCTU IIpe-
napara bpeitamakc® B cpaBHeHMm ¢ mpenaparamyu OMITIC
U TPUMETUITUAPA3MHMA NPONMOHAT y maunueHtos ¢ MM B
OCTPOM UM paHHEM BOCCTaHOBMTEIbHOM IIEPMOJE B COOTBET-
CTBUY C OTYETOM O pe3y/IbTaTaX KIMHUYIECKOTO VCCIeOBaHMA
JIeKapCTBEHHOTO Ipemnapara bpeitamakc® [7].

MaTepMaAbl U METOADI

OTKpbITOE MHOTOLIEHTPOBOE PaH[JOMU3MPOBAHHOE UCCIIE-
IoBaHUe II0 OljeHKe 3(QPEeKTUBHOCTU U 06e30IaCHOCTM IpH-
MeHeHMs IpenapaTa BpeiiHMakc®, pacTBOp [yid BHYTPUBEH-
HOro u BHyTpuMblineyHoro BBefieHus (OO0 «[IPOMOME]]
PYC», Poccus), B cpaBHenyu ¢ npemnapatamn OMITIC, pac-
TBOP /711 BHYTPMBEHHOTO M BHYTPMMBIIIEYHOTO BBEJEHMS,
U TPUMETUITU/IPA3MHMA IPONMOHAT, PACTBOP i BHYTPU-
BEHHOTO, BHYTPUMBIIIEYHOTO 1 [apabynb0apHOro BBEJEHIS,
y maumeHToB ¢ VIV B ocTpoM M paHHeM BOCCTAaHOBUTENb-
HoM nepuopie (manee — VccmenoBaHue) IpOBeieHO B CPOKM C
24.07.2020 mmo 30.06.2021. ViccnemoBaHme MpOBOAUIOCH B IIe-
CTM MICCTIEIOBATENbCKUX LIEHTPaxX Ha Tepputopuu PO.

B mccnemoBaHMM CKpMHUPOBAaHbI U PAHIOMU3VMPOBAaHbBI
180 nmauyeHTOB, KPUTEPUM BK/IIOYEHMA ¥ HEBK/IIOUEHNA IIPE-
CTaBJIeHBI B TA0I. 1.

Y4acTHUKM MCCIENOBAHUA METOIOM IPOCTOM PaH/IOMM-
3alMM pacnpenenanuch Ha 3 rpynnsl. [lanyenTsr 1-7 rpynmst
MOTyYany MUCCIERyeMblii Ipenapar bpeitHMakc®, pacTBop mis
BHYTPUBEHHOTO Y BHYTPUMMBILIEYHOTO BBEJIEHUA: B IIEpBbIE
10 gHett — mo 5 M1 (500 mr + 500 Mr) 1 pas B CyTKU BHYTPUBEHHO
KaIlelbHO; anee B TedeHne 14 queit — mo 5 mi (500 mr + 500 mr)
2 pasa B CyTKM BHYTPUMBIIIEYHO (2-e BBeleHMe Mperapara
OCYIIeCTBIIANOCH A0 17:00). ITaryeHTsI 2-if TPYIIIBI HOMyYamn
uccnepyembii mpenapat OMITIC, pacTBop 1A BHYTPUMBEHHOTO
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Tabanua 1. Kputepun BKAIOYEHMS M HEBKAIOUeHHs B MiccaeaoBaHMe (MPUBOASITCS B COKpaLeHHMK)

Table 1. Criteria for inclusion and non-inclusion in the Study (given in abbreviation)

Kputepunu BKmroyenus
1. Bospact 18-80 neT BKIIOYUTEIbHO™

2. BriepBble BbIsAB/IeHHBI VIV B KapOTHUAHOI MK BepTeOpo-0asusApHOIL CHCTeMe, ITOFTBePKeHHBIIT METOAMI

Heriposusyamzanyu (KT/MPT)

3. Ouenka o mkane NIHSS ot 3 10 15 6am10B (BK/IIOYNTETBHO)*

4. Onenka o mRS o1 3 10 5 6a/1710B (BK/IIOYMTENTBHO)*

5. Cormacue TIanyeHTa MCII0Ib30BaTh HalEKHbIE METOIbI KOHTPpaLleIIINN Ha IIPOTAXKEHUN BCETO MCCIEA0BaHNA U1 B TEICHNE 3 Heny

IIOC/I€ €r0 OKOHYaHUA

6. ITopmucaHme 1 JaTUpOBaHNe MaLMeHTOM GOpPMbI NHGOPMIUPOBAHHOTO COITACH

Kpurepun HeBK/II04eHUA

1. IloBbIIeHHAs YyBCTBUTENBHOCTD K KOMIIOHEHTAM JCCTIe[yeMOro Ipelapara/IpenapaToB CPaBHEHNA, a TAK)Ke IpelapaTos,

cofiep>Kalnx conb ﬂHTapHOIU/I KHNC/IOTBI M BUTAMUH Bé, Cy}lb(bI/ITaM

2. Haymrdme npoTyBONOKa3aHMIT MM HeCIIOCOOHOCTD MalueHTa npoiity npouenypy KT/MPT

3. Haymmune mo6oro u3 crepyomyx Heitpopusyannsanuonssix (KT/MPT) npusHakos:

a) BHyTpUYepelHOe KpOBOM3IMAHME; b) reMopparudeckas TpaHchOpMaryis 30HbI HHGAPKTa MO3Ta; C) CybapaXHOMIAIbHOE
KpoBOM3/MsIHNUE; d) OIyX0/Ib MO3Ta; €) apTepuoBeHo3Hast Manbdopmanns; f) abcuecc Mosra; g) aHeBpu3Ma LiepebpaIbHBIX COCYHOB;

h) 3noxauyecTBenHOE TeueHne uHpapKTa MO3ra
4. TIToTopHbIit VIV

5. Temopparnyecknit MHCY/IbT MM MHCY/IBT HEYTOYHEHHOTO XapaKTepa B aHaMHe3e

6. B anaMHese: Xupypruyeckoe BMeNIaTe/IbCTBO, YePETHO-MO3T0Bas TPaBMa B TeUeHMe 6 MeC JI0 CKPMHIHIA, BBIpaKeHHbIe
KOTHUTUBHBIE HapylleHNs, 60/1e3Hb [lapkiHCOHa, HaCTeACTBEeHHO-lereHepaTuBHble 3aboneBanus ITHC, neMuennuusupyioiye
3a00/1eBaHNA HEPBHOU CUCTEMBI, IIePEeMeXXAIONIAsACA XPOMOTA, aMITy TAalMsA KOHEYHOCTY VIV TIOBPEXK/IeHIIe TIIeYeBOTO MM
Ta300€IPEeHHOr0 CyCTaBOB, CUCTEMHbIE 3a60/IeBaHIsI COEAMHUTENbHOI TKaHM, 0cTe0apTpo3 III-IV peHTreHOMOIMYeCKOit

CTafiuIt, XpOHUYECKas cepiedHast HenocTaro9HOCTD [II-IV crenenn no knaccudukanuu NYHA, xpoHndeckast 06CTpyKTUBHas
6omnesHb nerkux III-IV crapum, HEKOHTPOIMPYEMBIil caxapHblit auabet, BUY, cudnuc, renatut B u/mmm C, 3710KadyecTBeHHbIE
HOBOOOpa3oBaHus (3a MCK/IIOUEHIEM IALVEHTOB, Y KOTOPBIX 3a60/IeBaHIe He HAOIIONA/IOCh B TeUeH e IOCTIENHNUX 5 €T, Al[IeHTOB
C IIOJIHOCTBIO M3/IeYeHHbIM 6a3a/IbHOKJIETOYHBIM PaKOM KOXKU M/IM IIOJTHOCTBIO M3/Ie4eHHOI KapLIMHOMOI! in Situ), aIKOTO/IU3M,
HapKOTIYecKas 3aBUCHMOCTb, 3/10YIIOTpebIeHNe NICX0AKTUBHBIMYU BellleCTBAMU, N30 peHs, I130adPeKTUBHOE PAaCCTPONICTBO,

OUIONIAPHOE pacCTPONCTBO W/IM Apyras ICUXUYecKas IaTOIOINA
7. VIndapKT MIOKap/a B TedeHNe 3 MeC 10 CKPMHIHTA
8. HecrabunbHas CTEHOKAapAMA HAIPSDKEHUS®

9. Hapymenne ¢pyHkumy noyek (K1mpeHc KpeaTMHMHA, paccuuTanHbli o popmyne Kokpodra-Tonra, menee 50 ma/mun)*
10. Hapyurenne GyHKImy nedeHn (acmapTaTaMiMHOTpaHchepasa 1/ alaHMHaMUHOTpaHcdepasa 22 BI'H n/mmm o61mit

Oomnmupy6un 21,5 BIH)*

11. Octpsle nudexmonusle 3abonesannus (rpumnt, OPBI u np.) B TedeHne 4 Helt O CKPUHMHTA

12. [Ipyrue TsKenble, JeKOMIIEHCHPOBaHHBIE UV HeCTaOU/IbHbIe COMATHUYeCKIe 3a00/IeBaHNs

13. HexxenaHue MM HeCIIOCOOHOCTD MAlMEHTa COOMIOAATD MPOLIeAYPHI IPOTOKOMA (IT0 MHEHMIO Bpaya-1CCIeI0BaTess)

14. bepeMeHHOCTD WM TIEPUOJL TPYLHOTO BCKapM/IMBAHMA (111 SKeHILH)

15. Y4acTue B ApyroM KIMHNYECKOM UCC/IEIOBAHUY B TedeHUe 3 Mec 10 BKTIOUeHMs B UCC/IeOBaHMe

16. ITpoune ycnoBus, KOTOpbIE, II0 MHEHNIO Bpada-MCCIef0BaTesd, IPENATCTBOBA/N BKITIOUSHNIO TTAI[IeHTa B NCCIIeOBaHMe
17. BpeMs oT HavyajIa BOSHMKHOBEHMsI CUMIITOMOB ocTporo VIV no pangommsaruu 6omnee 72 4'

18. ITpumeHeHMe npenaparoB Ha ocHoBe DMITIC mmu MebIOHMS Ha IPOTSHKEHUN 3 JHelT TOApsi U 6ojiee B TedeHue 2 Hefl 10

panpomMmsanym’

Ipumeuanue. KT - xommblotepHas Tomorpadust, MPT — MarunTHO-pesonaHcHas ToMorpadus, IHC - neHTpabHas HepBHas CHCTEMa,
NYHA - Knaccndmkanus Horo-Vopkckoit accorpanny kapauonoros, BIH — Bepxusis rpanua Hopmsr, OPBYI - ocTpast pecnimparopHas BUPyCHast
nH}eKLNA; *Ha MOMEHT CKPMHHTA, 'JOIIOMTHNTeNIbHbIE KPUTEPUI HeBK/TIOYEHN, OlleHBaeMble Ha Busurte panmomMusanym.

U BHYTPUMBIIIEYHOTO BBeJeHNA: B nepsble 10 gHen — mo 10 mi
(500 Mr) 1 pa3 B CyTKM BHYTPUBEHHO KaIIe/IbHO; fiajiee B TeUeHIe
14 mHeit — o 5 M1 (250 Mr) 3 pasa B CyTKM BHYTPMMBIIIEYHO.
IManyenThI 3-71 TPYNIBI OMYYa/M MCCIERYeMbIiA TPUMETUITHAL-
pasuHuA IOPONMOHAT, PacCTBOP /1 BHYTPMBEHHOTO, BHYTPU-
MBIIIIEYHOTO 11 apaby1bbapHOro BBeleHus: B epBble 10 gHel —
o 5 Mz (500 mr) 1 pa3 B CyTKM BHYTPUBEHHO KallelIbHO, fjajiee
B TeyeHue 14 gHeit — o 5 it (500 Mr) 1 pa3 B CyTKY BHYTPUMBI-
IIeYHO (BBefjeHe IperapaTa OCyIeCTBIANI0Ch 1o 17:00).

OcHoBHble fieMorpaduyecKie XapaKTePUCTUKY TAIIEHTOB
IIpVBeJieHbI B TA0I. 2.

B aHanmu3 6e30macHOCTM BK/IIOYEHBI JaHHbIe 179 maiueHToB,
IpPOLIEAINX KINHNYECKOe 1 TabOPaTOPHO-MHCTPYMEHTA/IbHOE
obcrefoBaHMe. [PYNIbI CONOCTaBUMBI 1O AeMOTpadudecKnm,
KIMHIYECKVM 1 TabopaTopHbIM HoKasaresim. Cxema pacipe-
JieTIEHNA MTALVIEHTOB 110 TPYIIIaM IpeficTaB/IeHa Ha puc. 1.

750 TERAPEVTICHESKII ARKHIV. 2022; 94 (6): 748-755.

O6111as1 IPORO/KUTENIBHOCTD MCCIETOBAHII A/Is1 ALIIeHTa
cocTaBjsiia He 6oree 28 [HelT, U3 KOTOPBIX MEPUOJ Tepanuu
cocrasisn He 6onee 24 guen (10 guen — BHYTPUBEHHO, flajiee
14 mHelt - BHYTpuMBIIIeYHO). Ipadudyeckas cxema uccienosa-
HUS TIpefCTaBIeHa Ha puC. 2.

IIpuMeHeHMe MCCTefyeMOro mperapaTa U IIperapaToB
CpaBHEHMs OCYILIECTB/UIOCh Ha (oHe OasyCHOI Tepamuiu.
BHyTpuBeHHOe BBefeHMEe MCCIE[yeMOro Iperapara M IIpe-
MapaToB CPaBHEHMs OCYILECTBILANIOCh B YCIOBUAX CTAllMOHA-
pa, BHYTPUMBIIIEYHOE BBeleHNMEe — B YCIOBUAX CTAllMOHapa
n/vnn ambynaropro. He paspemranocs Ha3HavYeHye/IpyMeHe-
HJIe IIPeIapaToB 1/ M1y 6110/10TMYeCcK) aKTUBHBIX J00aBOK Crie-
AYIOLIMX PYIIIL: IPEIapaToB, COAEPIKAIINX STHTAPHYIO KUCTOTY
u ee conu (Peambepun, Pemaxcorn, Liutodnasun); Buramuua B,
Y/ €TO TPOV3BOLHBIX; AHTMOKCU/JAHTOB M aHTUTUIIOKCAH-
TOB; HOOTPOIIOB.

TEPATMEBTUYECKIMIM APXMB. 2022; 94 (6): 748-755.
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Ta6anua 2. OcHOBHbIE Aemorpaquecme M 00WEeKAMHHUYEeCK1e XapaKTepUCTUKH NMALMEHTOB B UccaeaoBaHMM B LIEAOM

M MpK pacnpeseAeHnu No rpynnam (Ha MoMeHT Busura 0)

Table 2. Basic demographic and general clinical characteristics of patients in the Study as a whole and by grouping

(at the time of Visit 0)

Ipynna bpeitamakc®

Ipynna SMITIC Ipymna

Iloka3arenn Bce manuenTtsi (n=180) (n=60) (n=60) TPUMeTWITUAPA3HNA
nponuoHart (n1=60)

Bospacr, net 60,91+7,66 61,45+7,98 60,47+8,19 60,80+6,85
PocT, cm 170,19+7,88 169,23+7,60 169,27+8,22 172,08+7,61
Bec, kr 80,37+10,19 80,85+10,41 78,76+10,54 81,4949,56
VIMT, xr/m? 27,7312,90 28,26+3,50 27,41+2,26 27,52+2,77
My>xunHbl, abc. (%) 86 (47,78) 27 (45) 24 (40) 35 (58,33)
f&ﬁgﬂg“ﬁfi% ) 68 (37,78) 26 (43,33) 25 (41,67) 17 (28,33)
W3 Hux , abe. (%):

AT 65 (36,11) 25 (41,67) 23 (38,33) 17 (28,33)

CH2 12 (6,67) 4(6,67) 7 (11,67) 1 (1,67)

UBC 8 (4,44) 5(8,33) 1(1,67) 2(3,33)

Osxupenne, a6e. (%) 10 (5,56) 6 (10) 4 (6,67) 0(0)
JlabopamopHvie nokazamenu:
TemaTokpur, % 42,85+4,23 43,05+4,06 42,44+4,38 43,05+4,28
Tpom6ouuTsr, x10°/1 256,22+43,58 256,60+45,89 257,28+41,31 254,77+44,11
Kpeatnnus, MKMOJb/ T 83,96+12,52 83,12+12,41 83,21+10,08 85,56+14,69

IIpumeuanue. VIMT - nnpgexc maccel tena, Al — aprepuanpHas runepronus, CJI 2 — caxapHsiii guabet 2-ro tumna, VIBC - niemndeckas 60/1e3Hb

cepALa.

TabAnua 3. TepBUUHBIA M BTOPHUHbIE KPUTEPUM OLIEHKHM 3ppekTMBHOCTH Tepanuu npenapatom bpeinmakc®

Table 3. Primary and secondary criteria for evaluating the effectiveness of therapy with Brainmax®

Busutel Bpeitamaxc® IOMITIC Tpumeruiripasums
NPONIOHAT
IepBuynbIL B3 2,41+0,85 2,87+0,68 2,87+0,50
KpUTepuii mRS
spdexTiBHOCTH B5 1,44+0,91 2,18+0,85 2,55+0,70
B3 15,25 3,33 3,33
mRS 0-1* (%)
B5 49,15 16,67 8,33
BO 6,31+2,48 5,78+2,13 6,00+1,98
B1 6,42+2,55 5,83+2,17 6,05+2,11
NIHSS
Bropurasbie B3 3,71+1,81 4,38+1,77 4,48+1,24
KpUTEpUK B5 1,68+1,6 2,85+1,52 3,30+1,33
appexTuBHOCTI
Bl 7,19+1,69 7,28+1,93 7,12+1,68
RMI B3 10,41+2,33 9,80+2,11 9,27+1,72
B5 13,34+2,19 12,35+1,86 11,42+1,59
Bl 23,39+3,26 24,30+3,27 23,25+2,79
MOCA B3 26,32+1,79 25,80+2,56 24,60+2,71
B5 28,07+1,77 27,35+1,62 25,58+2,59

ITpumeuanue. HempepbIBHBIE BeTMYNMHBI IPEfICTABIeHbI KaK CpeflHee + CTaHapTHOEe OTK/IOHEHMe, *[I0/I Mal[eHTOB, Y KOTOPBIX K Busuram 3 n 5

nugekc mRS 0-1 6amm.

TEPAMEBTMYECKIM APXMB. 2022; 94 (6): 748-755.
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(n=180)
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(n=180)
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[TaumeHTsI,
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Tiperapar
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(n=60)

——
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Puc. 1. Flow-chart uccaeaoBauus.

Fig. 1. Flow-chart studies.
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Fig. 2. Graphical representation of the design of the study.

Onenka 3¢ (eKTUBHOCTM Tepamuy OCYIIeCTBIANACh IIO

CTIeYIOMIM TOYKaM:

1. IlepBuunblit kputepuit apdexTuBHOCTN:

o cpepHuit 6a/1 Mo MOAU(UIMPOBAHHOI IIKame PIHKM-
Ha (mRS) x Busuram 3 (10-i1 meHb MccnegoBaHMA) U
5 (25-11 eHb MCCIeNoOBaHmu).

2. BropuuHble Kputepun 3GPeKTBHOCTIH:

o  [IOJIA MAL[MEeHTOB, y KOTOPBIX K Busury 3 (10-11 meHb nccre-
noBaHuA) U 5 (25-11 geHpb uccienoBanus) uHpeKc mo mRS
0-1 6am;

o IMHaMIKa CyMMapHOro 6ajra 1o ukase nHcynsra Hammo-
HaJIbHOTO MHCTUTYTA 3K0poBbsa (NIHSS);

e [MHAaMNKa CyMMapHOro 6ajia o MHAEKCY MOOMIbHOCTH
Pusepmuy (RMI);

e [AMHAMMKa CyMMapHOro 6awra mo MOHpeanbCKOil LIKaje
OLIeHKM KOTHUTUBHBIX (PyHKIMit (MoCA);

e OIS HAIVIEHTOB C JIETA/IbHBIM MCXOMIOM.

Kpurepun orjeHku 6e3omacHoCTH:

o obuee Konu4ecTBO HexenmarenbHbix sBnennit (HA), crpa-
TU(UIMPOBAHHBIX IIO THXKECTU U YaCTOTE;

e YAaCTOTa HeXXeaTe/IbHBIX PeaKIInii;

o 4vacToTa cepbe3Hbix HS, CBSA3aHHBIX C IIpPUMEHEHMEM JC-
CJIeffyeMOro Iperapara/IpenapaToB CpaBHEHIs;

e [OJA MALMEHTOB, Y KOTOPBIX 3apErUCTPUPOBAHO KaK MM-
Humym 1 HA;

e MOV MALMEHTOB, IIPEPBABILINX JIEYEHNE U3-3a BOSHNMKHO-
Benmsa HL.

/52 TERAPEVTICHESKII ARKHIV. 2022; 94 (6): 748-755.

bann mo mRS
(3]
0

Bpeitnmakc®
1 - DMITIC

—- TpuMeTUIrHapa3uHuUs TPONMOHAT
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Puc. 3. CymmapHas AMHammnka 6aaros no mRS.
Fig. 3. Total dynamics of points according to mRS.

Cmamucmuueckuii aHanus

B otuere [7] mpepcraBieHb! MCIIONB30BAHHbIE IIPU IPO-
BeJICHNM VCCIeOBAaHNA METONUKU CTaTUCTUYECKOTO aHalu-
3a. Pacuer BbI6OpKY mpousBeseH B PASS11 mist ypoBHs 3Ha-
yumocty 0,05 m momHocT 80% Ha OCHOBAaHWMM OXXMJaeMON
pasHMIBI BeIMYMHBL cpefHero 6amma mo mRS cormacHo mu-
TepaTypHBIM JJAaHHBIM. B OT4eTe IpefcTaB/IeHa OMMCaTeTbHAA
CTaTVCTMKA /I BCEX COOPAaHHBIX B XOfie MCCIeOBaHMs IOKa-
3areseit 3¢ ¢eKTUBHOCTY U 6€30IaCHOCTH.

ITpoBepka Ha HOPMAa/TBHOCTb pacHpefe/ieHUs] IPOBOLU-
JTach OHUM 13 OOIIeNIPUHATHIX MeToRoB (kputepuit [Hlanmpo-
Yunka, xputepnit Konmmoroposa-CmupHoBa). B crydae Hera-
YCCOBOTO pacIipefeeHus sl CpaBHeHNs ImoKasareres addex-
TUBHOCTY U 6€30IIaCHOCTY MOIVIM MCIIO/Ib30BAThCs HellapaMe-
TpUYecKue MEeTOIbI OL[eHKIL.

HenpepbIBHbBle HaHHBIE IIPECTABIA/ICH C IOMOLIBIO
KONMMYeCTBA HAOIIOffeHMiI, CpemgHero apugmMeTnyecKoro,
95% moBepurenbHOro MHTepBana (V) mms cpepHero, cTaH-
HapTHOTO (CpefHeKBa/jpaTUYeCcKOro) OTKIOHEHM, MeIVaHbl,
MEXKBapTIWIBHOTO pasmaxa (25 u 75-ro LieHTWIeil), MUHN-
MyMa U MakcuMmyMma. IlopApgkoBble, KaTeropuaabHble M Ka-
YeCTBEHHble JIaHHbIe IIPEJCTaB/IAINCh B BUIe aOCOMIOTHBIX
qacToT (Ko/mmduecTBa HabIIOfEHNIT), OTHOCUTENBHBIX 4aCcTOT
(mpouenToB) n 95% V1.

s cpaBHeHMS MEXJAy I'PYNIIaMU II0 OCHOBHOMY IIO-
Kaszareno 3(p¢eKTUBHOCTY MUCIIONb30BaH HeIlapaMeTpude-
ckuit kpurepuit MaHHa-YutHu. CpaBHeHMe YacCTOT MEXAY
TPYNIIaMU JiedeHNA TPOBOAVIIOCEH IIPY IIOMOIIY KpUTepH X
(«xu-KBagpaT») B ClIy4ae, e/ B Tab/NMIe CONPSDKEHHOCTH C
OKIaeMBIMU 3HAYEHVSIMU HM OJHA A4eliKa He MMeJIa 3Hade-
HIe MeHee 5, B IPOTUBHOM C/IydYae MCIONb30BAJICA TOUHBIN
tect Oumrepa.

YpoBuu sHauumocTy u IVl paccumMThIBanmCh KaK JIBYCTO-
POHHIeE, CTAaTUCTUYECKas 3HAYMMOCTD PasIMiMil IO yMOT4a-
HUIO IBYCTOPOHHAA U OTHOCUJIACH K YPOBHIO 3HaunMocTu 0,05.

JInA cTaTMCTMYeCKOro aHamM3a MUCIONb30BANOCh CepTH-
¢ULIMpOBaHHOE CTATHCTIYECKOe IPOrpaMMHOe obecriedeHe
C BaJIMAVPOBAHHBIMU QJITOPUTMAMU [If BBIIOJTHEHUS CTa-
TUCTUYECKMX aHaIM30B M HaJJIeKaIero JOKYMEHTaTbHOTO
odopmnenns (StatSoft Statistica 10.0, IBM SPSS Statistics 22).

Busyanmsaums st HacTosiueit my6namMKanuy BBIIIOTHEHA
aBTOpaMMU Ha OCHOBAHUM KONMMYECTBEHHBIX NaHHBIX m3 [4] ¢
UCIONIb30BaHMEM fA3bIKa IporpamMmupoBanus R (Bepcus 4.1.0)
B IIporpaMMHoIt o6omouke RStudio v.1.4.1717 u 3arpy>kaeMbIx
mopyreit tidyverse, reshape2, ggpubr.

TEPATMEBTUYECKIMIM APXMB. 2022; 94 (6): 748-755.
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Puc. 4. Avnammka cpeanero cymmapHoro 6aara no NIHSS (a), cpeanero cymmapHoro 6aaa no RMI (b), cpeatero cymmapHoro

6aaAa no mkase MoCA (¢).

Fig. 4. Dynamics of the average total score according to NIHSS (a), the average total score according to RMI (b),

the average total score according to the MoCA scale (c).

Pe3yAbTarnbl
OcHOBHbIe KpuTepnn OLeHKN 3P HeKTUBHOCTU MPEeACTaB-
JIeHBI B TA01I. 3.

Iepeuunwviii kpumepuii ouenxu spexmusrnocmu

Bo Bcex rpymmmax oTMedanach HONMOKUTENbHAA NVHAMUKA,
KOTOpas OTpasuiaach B yMEHbIIEHUM CPefHNUX 3HAYeHMI Ipu
ouenke mo mRS. Cpeguuit 6amn no mRS k Busuram 3 (10-
it meHb) U 5 (25-it HeHb) /1A TPYIIILI, IOMyYaBIIel Ipenapar
Bpeitumaxc®, cocrasun 2,41+0,85 n 1,44+0,91 6anna, st rpym-
nbl, nony4dasureit OMITIC, - 2,87+0,68 n 2,18+0,85 6aina, a
IIs TPYIIbI, MONyYaBIleil Iperapar TPUMETUITMAPasUHUA
mpommoHar, — 2,87+0,50 u 2,55+0,70 6amna cOOTBETCTBEHHO
(puc. 3). B pesynbTaTe CpaBHUTENIBHOIO aHaaM3a 6ajuioB IO
mRS k Busuty 3 u Busury 5 Mexy rpynmamu Ipernaparos
DBpeitHMakc® M TPUMETWITMAPAsVHUA IIPONVOHAT BBLABIIE-
HBI CTaTUCTMYECKN 3Ha4MMble PasiIndus, JeMOHCTPUPYIOIINe
3HAaYMMOe CHIDKeHMe 6ata mo mRS, 4To oTpaxkaer ydmit
(YHKIMOHA/IBHBIIT MCXOF, B rpymme bpeitamaxc® (p<0,05).

CrnefilyeT OTMETUTD, YTO B IPYIIIe MallMeHTOB, MOMTyYaBIINX
bpeitamakc®, x 10-my (Busur 3) u 25-my (Busur 5) g0 oT-
MeJasoch BBIPAKEHHOE yMEHbBIIEeHMe CYMMapHOTO 3HA4eHMs
6amma mo mRS OTHOCUTENBHO MCXOZHOTO YPOBHS, IpuUYeM
K 10-My mHIO 9TM pasnmu4uuA B 5 pa3 6oree BbIPaXKeHBI, YeM B
rpymnmnax cpapHeHuA. [lomHOe BOCCTaHOBTIEHME NN OTCYTCTBUE
CYILLIeCTBEHHBIX HapyLIeHNit XXn3HexesTenbHocTu (0-1 6amt mo
mRS) Habmroman0Ch ¥ 1/2 MalMeHTOB IPYIIBL UCCIEKYEMOTO
IpemnapaTa yxe K 25-My AHIO MCCIeOBaHNsA, YTO OKa3anoch
IOCTOBEPHO dallle, YeM B IPYIIIaX CpaBHEHNA.

TakuM 06pa3oM, B COOTBETCTBUM C BbIOPAHHBIM IlepPBUY-
HBIM KpuTepyeM 3¢ (HeKTUBHOCTU B HACTOALLEM UCCIIEOBAHIN
HOfITBEPXK/Iae TCA IPEBOCXOCTBO KOMOMHPOBAaHHOI Tepaln
bpeitHMaKcoM Hajj MOHOTepaIyel KaXK/[bIM 3 KOMIOHEHTOB.

Bmopuunvie kpumepuu ouenxu sdppexmusrnocmu

ITpu TectpoBanuy no mkane NIHSS Bo Bcex rpynmax Bbl-
sIBIeHa TIOTIOXKNTe/IbHASI JUHAMYKA (puc. 4, a).

B rpymnme uccnenyemoro npenapara bpeiinmakc® u B rpyn-
nax npenaparos cpaHeHnss OMITIC u TpuMmeTunrnapasuuns
IIPONMOHAT K Busuty 5 ormMedanach MoloXuTe/IbHasA IMHAMMKA
cymmapHoro 6a/ta no uikaze NIHSS, uro cBunerensctsyer 06
YMeHbLICHN! CTEleHN TSDKeCTM IAlMeHTOB Ha (poHe IpOBO-
pumoii Tepanuu. Ilpu sToMm B rpymme, MolydaBlleli Iperapar
bpeiinmakc®, guHaMMKa IO JAHHOMY IIOKa3aTei0 CTATUCTU-
YecKy 3Ha4MMo OoJiee BBIP@KEHA IIO CPABHEHMIO C TPYIIIAMIU,
HIO/Ty4aBIIVMMI TIPENIAPATHI CPABHEHMS: K 25-My IHIO HEBPOJIOTH-
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vecknit ZeduLuT B 2 pasa HIDKe B TPYIIIe Tepamnu bpeitHMak-
coM nipu TecTupoBanuu no mxane NIHSS no cpaBrenmio ¢ ma-
LIMIeHTaMy, [IO/TyYaBIIVMM TedeHne MoHomperaparamu (p<0,05).

IIpn ananmse guHamuku uHAekca RMI BblABIeHa mono-
JKUTe/IbHAS AVHaMMKa (T.e. yBemndeHye 6aa) BO BCeX IPYI-
nax manueHTos (puc. 4, b). Ilpu atom B rpyiie, momryvasiueit
npemnapar bpefiHmakc®, Kk 25-My [JHIO OT Hayaja Tepanuy Ia-
LVIEHTBI, TIepeHecIe NHCYIbT, CMOIIN Ha 15% addekTuBHee
HOBBICUTD CBOJI YPOBEHb MOOVM/IBHOCTH, PACIIMPUTD AMNATIA30H
HaBBIKOB CaMOOOC/TY)XMBAHNUSA 1 [IPEOJO/IETb 3aBUCUMOCTD OT
CTOPOHHeJ! IIOMOIY IO CPAaBHEHMIO C NMAIIeHTaM!, TIO/Ty4aB-
MY JIeYeH)e MOHOIIpenapaTaMmL.

CpaBHeHMe [T0Ka3aTereit KOTHUTHBHOI QyHKLMH (puc. 4, ¢)
TaKXXe MPOJIEMOHCTPUPOBAIO CTATUCTUYECKM 3HAYMMBbIE Pas-
MYMA MeXAy Tpylnamu Inpenaparos bpeitamakc® u OMITIC
K Busury 5 (p=0,02), a Mexxpy rpymmamm npernaparoB bpeii-
HMakC® U TPUMETWITMAPA3VHM IMPONMOHAT — Ha Busurax 3
(p<0,001) u 5 (p<0,001). Ormenka no rectry MoCA mokasana,
YTO IIpUMeHeHNe npemnapara BpeitaMakc® Ha 20% addexTnBHeE
BOCCTaHaB/IMBaeT KOTHUTUBHbIe QYHKIMY YKe depe3 10 mHeit
Tepamuy (IO CPaBHEHMIO C MOHOIpeIapaTaMu), IpUdeM K
25-My OHIO Tepamuyu NOCTOBEPHOE yIydllleHNe OTMEYanoch B
IOMeHaX 3pUTeTbHO-KOHCTPYKTUMBHBIX HAaBBIKOB, 3aIllOMMHa-
HIA (B TOM YNCIIe OTCPOYEHHOTO BOCHPOU3BENEHMA CIIOB), a
TaK)Ke KOHLIEHTPaL[/ BHYMaHUA.

Ouenka 6esonacHocmu

OCHOBHBIe KpUTepUM OLeHKY 0e30IacHOCTY HpefcTaBIe-
HBI B Ta0m. 4.

B pesynbrare MeXTpyNIOBOrO CpaBHEHMs II0 Ha/IN4MIO
H{, crenenn tsxkectm HS, mpuymHHO-CIeACTBEHHON CBA3MU
HA ¢ Tepanmeii, ucxony HA mexpy rpynmamm npenapaToB
bpertamakc® 1 OMITIC, bpeitHmakc® n TpUMETUITUIPasuHNA
IIPOIIMOHAT He BBIABIEHO CTATUCTUYECKM 3HAYVIMbIX Pas/INIMIA.
Ananus vacrotel pasputus HS nokasan, 4ro Tepamus mpe-
nmapaToM DBpeifHMaKc® XapaKTepyayeTCs BBICOKMM IIpoduieM
0€e30I1aCHOCTI ¥ XOpOLIeil IIepeHOCHMOCTbIO. JleTalbHBIX UC-
XOJIOB B Te€U€HMe BCETo IIepyoyia UCCIeOBAHM He OTMEYEHO.

Ob6cyxaenune

KiHmyecknit onbIT IpYMeHeHMs IBYX HelfpOITPOTEKTUBHBIX
IIpeIapaToB, BXOIALVX B cocTaB bpeitnmakca, - OMITIC u tpu-
METWITU/IPa3MHIUA TPOIMOHATa — OTPaXKEH B JJOCTATOYHOM KO-
JIMYecTBe MyOIMKaumii 3a IpOLIeAIIie HeCKOIbKO IeCATUICTHIL.
ITokasano, B yactHOCTH, uT0 IMITIC nomasisieT OKCUIAHTHBIN
CTpecc, MHIMOMPYsI IPOLIECCHI IIEPEKVICHOTO OKVCIEHVS JINIIIOB
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Tabanua 4. Kpurepun oueHkm 6e30nacHoOCTH Tepanmm
B MccaeaoBanum

Table 4. Criteria for assessing the safety of therapy
in the Study

Boeitm- Tpumerun-
p o IOMITIC ruppasunusa Bcero
MaKC
NPONUOHAT

[TameHTBI 4
¢ Hil, 2(3,33) 1(1,67) 1(1,67) (2,22)
a6c. % ’
HA 4 1 1 6
CreneHp TshKe-
CTHL:

JIerKas 2 1 1 4

cpemHAas 2 0 0
[TpnunnaHO-
CrenCTBEHHAS
CBA3D C IIpHe-
MOM IIpenapaTa:

He CBA3aHO 3 0 1 4

yCIOBHAsA 1 0 0 1

BO3MO>XXHas 0 1 0 1
Vicxoppr:

BBI3ZIOPOB-

neHne 2 1 1 4

6e3 mocnes-

CTBUI

crabunm-

3auusa 2 0 0 2

COCTOSTHUS

¥ HOBBIIIIAsl AKTUBHOCTb aHTHOKCU/JAHTHBIX (PepPMEHTOB, a TAKKe
CHIDKAeT SHeprofeuuuT, Tak KaK BXOAAIINIL B €T0 COCTaB CYK-
I[VHAT B YC/IOBMAX TUIIOKCUM OKVCIAETCA JIbIXATeNIbHOM 1eNbIo U
3aITyCcKaeT a9pOOHBIIT I/IVKO/IN3, T.€. BO3/ECTBYET Ha MEXaHM3MBI
MIIEMITYECKOro KacKaza [8]. VI3BeCcTHO TakiKe, 4TO ITOT IIperrapar
o01ajiaeT aHTUOKCUIAHTHBIM U aHTUIMIIOKCAHTHBIM JIE€ICTBUEM
B obmacTy uiemyn (HOKAaB/sIeT PasBUTHE ITyTaMaTUHAYLUpPYe-
MO HeJIPOTOKCUYIHOCTI), CHVDKAET BBIPAKEHHOCTD AUChYHKIMN
SHOOTENNA, YBEMYMBAET COOTHOIIEHNEe IPOCTAIMKINH/TPOM-
6okcaH A2, HOHIDKaeT afieHO3MHAMGOCHaTVHAYLVPOBAHHYIO
arperarnyio TpOMOOLMTOB, TOPMO3UT CUHTE3 JIEIKOTPUEHOB, YTO
IPUBOAYT K BOCCTAHOBJIEHNIO PEOIOTMIECKIIX CBOVICTB KPOBH [9)].

TpumeTUNIIMApasuHNA NPOIMOHAT XapaKTepU3yeTcs Iie-
7BIM psAfoM 3 (eKTOB, KOTOpbIe AeNal0T MEePCIEKTUBHBIM €ro
UICTIO/Ib30BaHME IIPM MIIEMMYECKUX MOPAXKEHUAX T'OTOBHOTO
MO3Ta: IUTONPOTEKTUBHBIM, Ba3OAMIATALMOHHBIM, TUIIO-
DIMKeMUSUPYIOINM, peonorndeckuM u ap. [10]. B nemaBHO
nposefienHoM uccnegosanuy @IBHY HIJH nokxasano, urto y
HALJeHTOB C LiepeOpOBaCKy/LIPHBIMYU 3a00/IEBAHMSAMIU MeJlb-
TOHUIT OKa3bIBaeT IIONOXKNUTE/IbHOE TepareBTN4ecKoe BO3/el-
CTBUE Ha OCHOBHbIE K/IMHIYECKYE MTPOSIB/IEHNS, KOTHUTUBHBIE
GYHKIMY, 9TO BBIP@XKaeTCs B yBETMYEHUY TeMIIa IICUXNIeCcKOit
TesATeIbHOCTH, YIy4YIIeHNY KPaTKOBPEMEHHOM VI OTIepaTHBHOM
MIaMATH, HOBBIIIEHNY YCTONYMBOCTY ICUXMYECKIX ITPOLIECCOB
U CJIefiOB MAaMATHU K MHTeP(epUpYIOLINM BO3[EICTBUAM, YIyd-
[IeHNM KOTHUTUBHBIX BhI3BAHHBIX IOTeHIanos P300 [11].

B mpencraBlieHHOM CpaBHUTENIBHOM MCCIEIOBAaHUM Tpex
npenaparos (Bpeitamakc®, IMITIC, TpumeTWIrngpasuHus
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[IPOIIOHAT) y HAL[VIEHTOB B OCTPOM U PAHHEM BOCCTAHOBUTE/Ib-
HoM niepuofie VIV B mepByro ouepefib IPOREMOHCTPMPOBAHO
HOJIOKUTENbHOE BIIMAHME BCEX JIEKAPCTBEHHBIX CPEJCTB Ha BOC-
CTaHOB/IeHVe QYHKIMIOHAIBHON aKTUBHOCTH, PErPecc HEBPOTIO-
TUYECKOTro fAeduINTa, a TAKXKe KOTHUTUBHBIE (pyHKIM. Bmecte
C TeM Ha (oHe NpUMeHeHN: IIpemapara BpeitHMakc® ompefe-
nseTcst 6orIee 3HAYMMOe YIydIleHe COCTOSHYIS MTAL[eHTOB IO
BCEM VCCTIE[[OBAaHHBIM IIEPBMYHBIM U BTOPUYHBIM KPUTEPUAM
oueHkn sdpdexruBHocTH. Tak, MOC/IE Kypca Tepanun ypoBeHb
JKU3HENIeATeTIbHOCTY JJOCTOBEPHO Bblllle B IpYyIle Tepalmu
BpeitumakcoM (BoccTaHOBNIEHMe, COOTBeTCTBYyMomee 0-1 Gas-
nam 1o mRS), a HeBponornaeckuit gepuunt (1o NIHSS) - Hioke
[0 CPAaBHEHMIO C Tepamyell MOHOKOMIIOHEHTHBIMY ITpeIapaTa-
MIL. 3HaUNTeNbHOE YIy4llleH/e KOTHUTYBHON (QyHKINY OTMede-
HO y IALIMEHTOB IMEHHO B rpymne bperinmakca. ITomumo storo,
PEe3ynbTaThl UCCIENOBaHMA CBUETENbCTBYIOT, 4TO bpeitnmakc®
B peXMMe MOCTIeOBaTeNIbHOI Tepanuy obmafaeT 61aronpuar-
HBIM [TpoduIeM IepeHoCcHMOocTH 1 6e3omacHocTy [7].

CTONT OTMETHUTD, YTO IOJMIIPArMasys, XapaKTepHas ML
7edeHNsA MauueHToB ¢ VIV, MOXXeT NpuUBECTM K CHIDKEHMIO
IPUBEP>KeHHOCTU peKOMEeHIOBAHHOM MHUM Tepanny, 4To 3a-
TPYAHSET /ieueHrie OCHOBHOTO 3a60/IeBaHMs U 3a4aCTYIO He 1103-
BOJIsIET JOOMTHCS IOCTaB/IEHHBIX Ljerneit [12]. Popma pukcnpo-
BaHHOI KOMOVHAIIMM JIEKapCTBEHHOTO IperapaTa bpertHmakc’
obecriednBaeT CHIDKEHNUe TONMIIParMasun 1 Cloco6CTByeT 10-
BBIIIECHNIO MPYBEP)KEHHOCTY Tepalmy, 4To obecrednBaeT Kak
yitydlieHue npoduis 6e30MacHOCTH, TaK 1 HMoBbIieHMe 3 dek-
TUBHOCTY Y Pe3y/IbTaTUBHOCTY IEUEHNIA B LIETIOM.

Taxyum o6pasoM, HacTodAllee KIMHUYECKOE VMCCIeTOBaHNe
[I0Ka3aJI0 IIPeNMyIeCcTBa KOMOMHIPOBAHHOI Tepauy r1eKap-
CTBEHHBIM IIpenaparoM BpeiiHMakc® 1o CpaBHEHMIO C MOHO-
KOMIIOHEHTaM! II0 BCeM IIepPBMYHBIM M BTOPMYHBIM TOYKaM,
YTO TOBOPUT O BBICOKOU 3¢ (eKTUBHOCTY MperapaTa 1 M03BO-
JIsIeT PaCCMATPUBATD JAHHBII CIIOCO0 HEPOIPOTEKLMY B PaM-
Kax K/IMHMYeCKMX peKoMeHanuii o nedexuto V.

MynpT¥MOJaNbHbI  MeXaHM3M [eiiCTBUA Ipenapara
bpeltnmMakc® 1mo3BO/NA€T He OrpaHMYMBATLCA YTUIMTAPHOM
TIATOT€HETUYECKON Tepamyeil OCTPhIX M XPOHMYECKUX HAPY-
IIEHNI MO3TOBOTO KpOBOOOpAIlleHMs, a MCIOIb30BATb €ro
B JIEYEHUM PA3NMYHBIX HO30/IOTMYECKUX (OPM, e Lieeco-
06pa3HO IpoBefeHye HOOTPOIIHOM, HelpOoMeTabonndecKoit,
CTpecc-IPOTeKTOpHOI Tepamyu. Heob6xoaymmo mpoBeeHye
JaNbHENIINX MCCIeROBAaHUIT KIMHUYeCKO 3¢ddexTuBHOCTI
Ipernapara y MalyeHTOB ¢ T1eTKUMY Y YMepeHHbIMIU KOTHUTUB-
HBIMM HapyILIeHMAMM ¥ aCTeHMYECKMMM PACCTPONCTBAMU, B
TOM YNCIIe TIOCTIE TIePEHECEHHO KOPOHABMPYCHO MH(EKINL.

K orpanmyeHysaM HacCTOALIErO UCCIENOBAaHUA CIEAYeT OT-
HeCTU OTCYTCTBME JJAHHBIX O BPEMEHM MEeXAy HeOI0TOM VH-
Cy/IbTa M Ha4aJIOM TepPAINY, YTO MOIJIO OBl CTATb IIOTEHIMAIb-
HO B)KHBIM COITy TCTBYIOIMM (PaKTOPOM IIPY CTATUCTUIECKOM
aHanu3e. YkasaHHOe HaO/ofieHMe CleflyeT Y4UTBIBATH IIPU
TaTbHEMIINX UCCIeJOBAaHUAX HePONPOTeKTUBHBIX CBOJCTB
npenapara bpeitHMakc’.

3akAloueHue

PesynbTaTpl McCrenoBaHMsA CBUAETENBCTBYIOT O TOM, YTO
Tepamys KOMOVHMPOBAHHBIM JIEKAPCTBEHHBIM IpeIapaToM
BpeitHMaKc” JOCTOBEPHO IPUBOAUT K H0JIee BBIPAKEHHOMY, YeM
Tepanus KaK/IbIM 13 MOHOIIPENapaToB B OTAEMbHOCTH, Yay4Ylile-
HUIO yPOBHA (YHKIMOHAIBHON He3aBYCUMOCTH M MOOMIBHOCTH
nauyeHToB ¢ VIV B 0CTpOM 1 paHHEM BOCCTAaHOBUTEIHLHOM II€-
puopax. Taxoke lekapcTBeHHbI perapar bpeitHmakc® 6oree ak-
TUBHO, YeM Ka)X/Iblif 113 MOHOITPENapaToB, BIUAET Ha yTy4llleHne
HEBPOJIOTMYIECKOTO CTaTyca MAaIMeHTOB IOC/Ee NePEHECEHHOTO
VIV u yMeHbIIIeHNe BBIPQ>KEHHOCTY KOTHUTUBHO JUCQYHKIINI.
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Cnmcok cokpameHmi

JIN — noBepHUTENbHBIN HHTEPBAT

WU — nmemMuyeckuii THCYIbT

HJI — nexxenarenbHble ABACHUA

OMITIC — 3TUIMETHITUIPOKCUTIUPUANHA CYKIIMHAT

MoCA — Monpeasbckast IIKaia OIIEHKH KOTHUTUBHBIX (DYHKIMI
mRS — Mmomu¢uupoBanHas mxana Pankuna

NIHSS — nixana uacynasra HamoHaabHOrO HHCTUTYTA 340POBbS
RMI — unznekc MmoousibHOCTH PrBepmug
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