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Pesiome

Lleab nccaeaoBanms. OueHnTb 3(PheKTUBHOCTL M 6e30MaCHOCTb NOCAGAOBATEALHOM Tepanuu npenapaTtom MeKCMAOA BHYTPUBEH-
HO 1 Mekcnaon MOPTE 250 nepopaAbHO y MaLMEHTOB C XPOHWUYECKOM ulemmen Mosra (XMIM).

Matepuan n MeToAbL. B MeXXAyHapOAHOE MHOFOLIEHTPOBOE PAHAOMM3MPOBAHHOE ABOMHOE CAeNoe NAaLebO-KOHTPOAMPYEMOe MC-
CAeAOBaHME, MPOBEAEHHOE B 15 KAMHWMYECKMX LeHTpax, PacnoAOXKeHHbIX Ha Tepputopun Poccuitckoin @eaepaunn n Pecnybankm
Y3b6ekuncraH, Bkaoderbl 318 naunentos ¢ XMIM B Bospacte oT 40 A0 90 AeT. [NaumeHTbl paHAOMM3MPOBaHbI B 2 FPynbl, OOAbHbIE
1-7 rpynnbl noAy4aan MekcnmaoA sHyTpuseHHO 500 mMr 1 pa3 B CyTkM Ha npoTsxkeHnn 14 cyT, aaree Mekcnaon @OPTE 250 Ha-
3HaYaACsl NepopasbHO No 250 Mr 3 pasa B CyTKM B TedeHne NocAeAyiowmx 60 cyT; 60AbHbIe 2-i1 FPynMbl B aHAAOTUYHOM PEXM-
Me MoAy4an naauebo. B kavectse nepsuyHOro kputepus 3(eKTMBHOCTU ObIAO BLIDPAHO CpeAHee 3HaYeHne M3mMeHeHus Dara
no wkare MoCA Ha sTane 3aBeplieHns MICCA@AOBaHMS MAUMEHTOM MO CPABHEHMIO C MCXOAHBIM YPOBHEM.

Pe3yabTatbl. [0 3aBeplieHnn nccaeroBaHMs MeXAY 1-i 1 2-i rpynnamm ObiAW BbiSIBA@HbI AOCTOBEPHbIE Pa3AMUMA MO Pe3yAbTa-
Ty wkaabl MoCA (p<0,000001). HuxHsist rpaHuua 95% AOBEPUTEABHOTO MHTEPBAAA AASI PA3HOCTM CPEAHMX MOKa3aTeAei OCHOB-
HOro Kputepus 3(hPeKTMBHOCTU MexXAy 1-i1 1 2-i rpynnamm coctaBuaa 1,51, 4TO NO3BOASIET KOHCTaTMPOBaTb OOAee BbICOKYIO
3(pheKTUBHOCTL NpuMeHeHns Mekcnaoaa. Mo oueHkam BTOPUUHBLIX KOHEUHbIX TOYEK CTaTUCTMHECKM 3HaYMMOe NMPenmyilecTBo
HaA nAauebo Ha KOHEYHOM BM3UTE AOCTUIHYTO MO CAEAYIOWMM NapameTpam: TeCT 3aMeHbl LM(POBLIX CUMBOAOB, WWKAAA OLIEHKM
actennn MFI-20, wkana TpeBorn beka, onpocHuk BeiHa, wkara TUHETTH, ONPOCHMK SF-36 (MCMXOAOrUHECKMI KOMMOHEHT 3A0-
posbsi), wkara CGl (wkara obWero KAMHUYECKOro BriedaTAeHusl). YCTaHOBAEH COMOCTaBMMBIN XapakTep npogduas 6e3onacHoCTH
Mekcmnaona n naauebo.
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Treatment of nervous and mental diseases

Results of an international multicenter, randomized, double-blind, placebo-controlled study assessing
the efficacy and safety of sequential therapy with Mexidol and Mexidol FORTE 250 in patients
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Abstract

Objective. To assess the efficacy and safety of sequential therapy with Mexidol solution for intravenous and intramuscular admin-
istration, 50 mg/ml and Mexidol FORTE 250 film-coated tablets, 250 mg in patients with chronic brain ischemia (CBI).

Material and methods. An international multicenter, randomized, double-blind, placebo-controlled trial, conducted in 15 clinical
centers located in Russian Federation and Republic of Uzbekistan, included 318 patients with CBI aged 40 to 90 years. The patients
were randomized into 2 groups, the patients of the 1-st group received Mexidol intravenously 500 mg once daily for 14 days, fol-
lowed by Mexidol FORTE 250 — 250 mg 3 times a day orally for 60 days; patients of the 2-nd group received a placebo in a sim-
ilar mode. The primary endpoint was the mean value of difference by MoCA scale at the point of completing the therapy com-
paring to initial value.

Results. According to the results of the assessment of the primary endpoint, statistically significant changes in the MoCA
scores at the stage of completion of study were revealed when comparing the dynamics between the 1-st and 2-nd groups
(p<0.000001). The lower limit of the 95% confidence interval for the difference in the average of the main efficacy endpoint be-
tween the 1-st and 2-nd groups was 1.51, which allows to state a higher efficacy of the use of Mexidol. According to the estimates
of secondary endpoints, a statistically significant advantage over placebo at the last visit achieved while evaluation by the follow-
ing scales and tests: digit symbol substitution test, MFI-20 asthenia assessment scale, Beck anxiety scale, Vane questionnaire, Ti-
netti scale, SF-36 questionnaire (mental component of health), CGl scale. The comparable nature of the safety profile of Mexidol
and Placebo was established.

Conclusion. The validity and expediency of the use of Mexidol and Mexidol FORTE 250 in the treatment of patients with CBI
has been demonstrated.

Keywords: chronic brain ischemia, cognitive impairment, neuropsychological testing, ethylmethylhydroxypyridine succinate, Mex-

idol, Mexidol FORTE 250, treatment of CBI, MEMO trial.
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XpoHMYecKue 11epeOpoBacKyJIsIpHbIC 3a00JIeBaHMsI, B 4aCT-
HOCTHU, XpoHUYecKas uiemus Mo3ra (XMM), mmpoko pacripo-
crpaHeHsl B nonyasiuuu [ 1—4]. Hanbosiee yacThIMU KIMHU-
YeCKUMU TIposiBlieHUsIMU XM SIBIISTIOTCSI KOTHUTUBHBIE pac-
CTPOIICTBA, a TAKXKE TaKKe CUMITTOMOKOMITIEKCHI, KaK TPeBOra,
NETIPECCHsT, aCTEHUSI M IBUTaTeIbHBIE PACCTPOMCTBA IPEKIE BCETO
HapyleHUs paBHOBecHst U Xoab0bl [5—7]. Jleuenne XM M Bkitio-
YyaeT MaTOreHeTUYECKYI0 M CUMITTOMATUYECKy1o Tepanutio |8, 9].
B xommnekcHoM nieyeHnu naeHToB ¢ XM M 1mmpoko ucnoib-

3YIOTCS TIpernaparhbl ¢ MyJbTUMOIAIbHBIM IeCTBUEM, KOTOPbIE
CIIOCOOCTBYIOT ONITUMU3ALIMHU 1IepeOPaTbHOM MUKPOLIMPKYJISIII
U CO3/IAI0T HEMPOMETAO0IMYECKYIO 3alIUTY HEPOHOB B YCJIOBU-
SIX MILIEMUM Y TUTTOKCUM. OHAKO 10 CErOMHSIIIHEro THS KOJ-
YECTBO PaHAOMU3UPOBAHHBIX UCCAETIOBAHUM 3(DHEKTUBHOCTU
1 6e30IacHOCT MeauKaMeHTo3Ho# Teparnuu XM M HeBeuKo.
Mexkcuaos (3TUAMETUITUAPOKCUTTUPUANHA CYKLIMHAT) —
OPUTUHAJIBHBI POCCUUCKUIA aHTUOKCHIAHT U aHTUTUITO-
KcaHT, cuHTe3upoBaH B HUM papmakonoruu PAMH B cepe-
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nurHe 80-x rogos [10]. MeKkcuaoa COCTOUT U3 IBYX CBSI3aHHBIX
1 (GYHKIIMOHATBHO 3HAYMMBIX COSTUHEHMIA: 2-3TUII-6-MeTHII-
3-TUAPOKCUNMUPUINHA U CYKIIMHATA, COYeTaHKe KOTOPBIX 00-
YCJIOBJIMBACT €ro MyJabTUMoIalibHble cBolicTBa [10—13]. Oc-
HOBHBIe 3G deKThl MeKcumona — aHTUOKCUIAHTHBIN, aH-
TUTUITOKCAHTHBIA 1 MEMOPaHOCTaOMIN3UPYIOINIA, a TaKKe
YMEHbILIeHUE TJIyTaMaTHOM 3KCalToTOKCUUHOCTY [10—14].
Braronapst ux coueranuio, MeKcumos oka3blBaeT HOOTPOITHBIIA,
AHTMAaMHECTUYECKUI, aHKCUOJIUTUIECKUI U ApyTrre 3P heKThl
[10, 14]. DddexkTuBHOCTL MeKcHa0Ma y MALIMEHTOB C OCTPOI
M XPOHMYECKOI 1IepeGpoBacKyJISIPHOI ITATOIOT el TPOIEMOH-
CTpUpOBaHa B psifie KIMHUYECKUX MccienoBanuit |5, 15—18].
IperMyiecTBaMu IperapaTa siBIsSIIOTCS COYeTaHMe IUPOThI
TepaneBTUYeCcKoro a(pdekra ¢ BHICOKUM TpoduiieMm de3orac-
HOCTH, OTCYTCTBHE CEAaTUBHOIO, MUOPETAKCHUPYIOIIETO, CTH-
myaupyioiiero aeiictus [10, 14, 15].

Llenb nccaenoBaHusi — U3YYUTh 3(PPEKTUBHOCTD U O€3-
OIMaCHOCTb MOCIeA0BaTeIbHOI Tepanuu npenaparamu Mek-
cupout mapeHTepaibHo 1 Mekcunon @OPTE 250 nepopaiibHO
y naiueHToB ¢ XM M.

Matepuan u metoanl

MeXnyHapoaHOe MHOTOLIEHTPOBOE PaHIOMU3MPOBAHHOE
JBOWTHOE CJIETNOe IIae00-KOHTPOJIMPYeMOoe hcciieoBaHue (1c-
ciegoBanne MEMO — MExcunon — XxpoHu4yeckasi UieMust
MO3ra) 6b110 TPOBeAeHO B 15 KIMHUYECKHX LIEHTpaX, pacro-
JIOXEHHBIX Ha Tepputopuu Poccuiickoii denepariu u Pecry-
onuku Y30ekucrad. B uccienoBanuu yyactsoBaiu 318 maiu-
eHTOB B Bo3pacte oT 40 10 90 ser.

Kpumepuu exniouenus 6 uccaedosanue: yCTaHOBICHHBIM KITU-
HUYecKuii auario3 XM ; cMHIpOM yMepeHHBIX KOTHUTHBHBIX
Hapywenuit (KH) B coorBercTBUM ¢ DSM-5; OlieHKa KOTHUTUB-
HbIX (pyHKIMI o mkane MoCA 1o 25 0a/10B BKIIOYUTEIBHO;
HaJIM4YKe TIPU3HAKOB COCYIMCTOrO TOPaXKEeHUS MO3Ta 10 TAaHHBIM
MPT/KT; naBHOCTb KIMHUYECKUX MTpU3HaKoB XM ot 1 rona
10 5 net. OcHogHble Kpumepuu HeeKAIOHeHUs. 8 UCCAe008AHUE: TTIO-
00ii TMarHo3 3a60JIeBaHMsI MeHee YeM 3a 6 MeC 10 BKITIOUYEHUs],
KOTOPOE MOXKET BBI3bIBATH CMIITOMBI, CXOXUE C UCCIIeIyeMOit
HO30JIOTHEi, OCTPOe HapyIeH!Ee MO3rOBOTO KPOBOOOPAIIIEHHMSI
BTe4YeHMe | rofa 10 CKpMHMHTA, BOCIIAUTENIbHBIE, IEMUETMHI -
3UpyIoIIre 3a00JIeBaHMS TOJIOBHOTO MO3Ta BO BpeMsT CKDUHMH-
ra Wiv B aHaMHe3e, YPOBEeHb JAeTPEeCCUH 10 IKajae ['aMuibTo-
Ha Ha CKpMHUHTE > 14 6aJIJIOB, TSKEJIble KOTHUTHMBHbBIE HapyILIe-

1-9 rpynna

BkntoueHb! B uccregosanue: n=159 (100,0%)
3aBepLunnu no npotokony: n=157 (98,7%)
[ocpouHoe 3aBepLuenne: n=2 (1,3%)

Treatment of nervous and mental diseases

HMSI/IeMEHIIS, ICUXUYECKHEe PACCTPOMCTBA (KpOME CUHIpOMa
ymepeHHbIX KH), comaTuyeckue 3a001eBaHKsI B CTAIUU IEKOM -
MeHcally BO BpeMsl CKpUHUHTA, HEITePEHOCUMOCTh JII0OO0TO
13 KOMITOHEHTOB MCCJIeyeMbIX ITperapaToB B aHaMHe3e, Oepe-
MEHHOCTb, IIEPUOJ JIAKTaI[1H.

B xauectBe nepBuuHOTrO Kputepust a(pHEeKTUBHOCTU ObI-
JIO BBIOpaHO CpelHee 3HaYeHre U3MeHeHMs 6ajuia 1o IKa-
e MoCA Ha aTarne 3aBeplleHus MalMeHTOM UCCIeI0BaHUs
10 CPaBHEHUIO C UCXOIHBIM YPOBHEM. B KauecTBe BTOPHMUYHBIX
KpuTepreB 3(DGHEeKTUBHOCTH MCIIOJb30BaIach OLIEHKA TUHA-
MHKH T10 TECTY 3aMeHbI LIM(POBBIX CUMBOJIOB, CYOBbEKTHUBHOM
mkane oueHku actenuu MFI-20, mkane tpeBoru beka, mika-
JIe BereTaTMBHOTO cTatyca BeiiHa, 111Kaie paBHOBECUS U XOIb-
661 TUHETTH, OMTPOCHMKY /1T OLIEHKM KadecTBa Kn3Hu SF-36,
1kaje oouero kanHudeckoro BrnedarieHus CGI (aunen.: Clin-
ical Global Impressions Scale). be3onacHocTh Tepanuu OLIEHU -
BaJlach Ha OCHOBAaHWU HAJTMYMS U TSKECTU HeXeTaTeIbHBIX SIB-
nenuit (HA), peructpupyeMbIx B Xol1e UCCIIeI0BAHUS.

Cxema uccienoBaHus Bkodanaa Busut 0 (mepuon ckpu-
HUHTa He Oosiee 7 nmHeli), Busut 1 (Hauajso mapeHTepaibHOI
Tepanuu), Busut 2 (3aBeplleHre napeHTepaJbHOI Tepanum),
Busut 3 (tenedoHHbIit KoHTaKT), BusuT 4 (3aBepiueHue 1-ro
Mecsia TabJaeTupoBaHHOM Tepanuun), Busut 5 (3aBepiaio-
i BU3uT). [locie mpoBeneHNs KMMHUKO-HEWPOIICMXOTOT M~
YECKOI'0 MCCIIeIOBaHYsI B COOTBETCTBUU C IIPOTOKOJIOM 0OJIb-
Hble 1-11 rpynIbl mojayvyaau Mekcuuoa BHyTpuBeHHO 11o 500 mr
B 100—200 M1 0,9% pactBopa NaCl 1 pa3 B CyTKu Ha MpoTsI-
xenuu 14 cyt, nanee HazHavaincs Mekcugon @POPTE 250 (ta-
0JIETKM, MOKPBITHIE TJICHOYHO# 000J10uKO0i1) 110 250 Mr 3 pasza
B CYTKHM B TeueHue nocienytonmx 60 cyt. boiabHbie 2-it rpym-
Tl B aHAJIOTMYHOM PeXHMe TOoJIydaIn Iiamne6o.

Bce manmMeHTsl Ha MPOTSKEHUH MPEAIIeCTBYIOIIEro Me-
csIa MoJTydajid B HeM3MeHHBIX 103aX 1 KOMOMHAIIMSX TIpera-
paThl 6a3UCHON Tepanuy (aHTUATPeraHThl, AHTUTUIIEPTEH3UB-
HbIE, TUTTOJIUITMISMUIECKUE U TIPOYKe CPEACTBA).

Cratuctryeckast 06paboTKa TaHHbBIX, ITOJTYYeHHBIX B XO-
e TIPOBEICHUS UCCIIeNOBAHMSI, TPOBOIWIIACH C MCITOJIb30BaHU -
€M BaJIMAMPOBAHHOTIO CIIEIUATU3MPOBAHHOTO ITPOrPaMMHOTO
obecrnieyeHUs1 — cTatucTudeckoro nakera Tibco Statistica v.13.

Pe3yAbTatnbl

PaCHpCHCJ’[CHHC TALMEHTOB B I'PYIIIIBI UCCIEAOBAaHWA ITPE/T -
CTaBJICHO Ha pUcC. 1.

2-a rpynna

BkntoueHb! B uccneposanue: n=159 (100,0%)
3asepLunnu no npotokony: n=155 (97,5%)
[ocpouHoe 3aBepLuenne: n=4 (2,5%)

CraTucTnyeckuit aHanms

Monynauus 6esonacHocTn: n=159 (100,0%)
Monynsuus ITT: n=159 (100,0%)

Puc. 1. PacnpeaeAeHne NauMeHTOB B FPYNibl ICCAGAOBAHMSI.

ITT (anrn.: Intent-to-treat population) — nmomynsiuust Mo Ha3HAYEHHOMY JICYEHUIO.

Fig. 1. Distribution of patients into study groups.

Monynsauus 6esonacHocTu: n=159 (100,0%)
Monynsuus ITT: n=158 (99,4%)

ITT (English: Intent-to-treat population) — the population according to the prescribed treatment.
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JlocpoyHO 3aBepIIUIIN UCClIefoBaHye 6 marreHToB. [1pu-
YUHAMU JOCPOYHOTO 3aBepIIeHMs B | -i1 rpyIire oKa3aauch He-
BO3MOKHOCTb WJIM OTKAa3 MallMeHTa CJIeIoBaTh TPeOOBAHUSIM
nporokoja (n=1, 0,6%), oT3bIB UH(HOPMUPOBAHHOTO COITACHS
(n=1,0,6%), Bo 2-ii rpyIIne: HEBO3MOXHOCTh MJI OTKA3 Mally-
€HTa CJIeoBaTh TpeboBaHUsIM poToKoia (n=1, 0,6%) 1 OT3bIB
nHbopMupoBaHHOTO cormacus (n=3, 1,9%).

I'pymibl GbLIM CONMOCTABUMBI IT0 UCXOIHBIM XapaKTepUCTH-
KaM IMalueHToB. McxomHast xapakTepucTrKa MalueHTOB, BKITIO-
YEeHHBIX B UCCJIeIOBaHME, TIpeaCcTaBieHa B Ta0. 1.

Taxoke MCXOIHO IPYIIIBI OBUTN COITOCTaBUMBI MEXITY COOOI
10 U3yJ9aeMbIM KIMHUYECKUM IToKa3aTessiM (Tao. 2).

Pe3yAbTartbl M 00CYy)XA€HHE

DddekTuBHocTb. IlepBruHas u BTOpUUHbIE KOHEYHbIE TOYKH

CTaTUCTUYEeCKH 3HAYMMBbIe U3MEHEHUsI 6aJIJIOB IO IIIKa-
e MoCA Ha aralie 3aBepllIeHUs UCCIeI0BaHMS MallueHTOM
(BusuT 5) Obl1M BBISIBICHBI TPU CPABHEHU W IMHAMUKU MEXIY
1-it u 2-# rpynnamu (p<0,000001, -xputepuit 1151 HE3aBU -

Treatment of nervous and mental diseases

CHMBIX BbIOOPOK). I1o pe3ynbraTaM McClIeq0oBaHMS MePBUI-
HOM KOHEUHOM Touku auHamuka tecta MoCA MexXIy CKpu-
HUHTOBBIM U 3aBepllIaloIIMM BUBUTAMU B 1-i1 rpyrine cocTa-
Buia 4,22+2,59 6anna, Bo 2-ii rpynne — 2,17+2,20 6anna
(cpenHee 3HaUYeHUe pa3HOCTU Mexay rpyrnmnamu 2,05 6an-
na). HuxHsist rpanuiia 95% noBepuTeIbHOTO MHTepBaa ISt
Pa3HOCTH CPEIHUX OCHOBHOTO MokKa3aTesisi 3(hGheKTUBHOCTHI
B TPYIINAax SBJISIETCS MOJIOKUTEIbHOU BetmanHou 1,51, uro
CBUJIETEJBCTBYET O MpeBoCXonsIIeil 3¢ (HeKTUBHOCTH Tepa-
nuu npenapatamMu Mekcunonan Mekcunoia @OPTE 250 Han
miane6o (Tada. 3).

[Ipu cpaBHEeHUM MenMaHbl U3MEeHEeHUs OaJIOB 110 IIKa-
Je MoCA 1o BU3MTaM, 10 CPABHEHUIO C KCXOTHBIM YPOBHEM,
yKe HauMHas O 2-TO BU3UTa OTMEYEHBI CTATUCTUIECKU TOCTO-
BepHBIE pa3IuuMsl TMHAMUKHY 6aJUTOB MEXIy Tpyrramu. [laee
Ha (oHe JTUTETbHOI MOoCIeI0BaTeIbHOM Tepariy Oblja OTMe-
YyeHa HapacTaollas MoJoXKUTeNbHas TMHaMuUKa B 1-1i rpyrine
(puc. 2). Bo 2-ii rpyrrie mo 3aBepiieHur UCCIeT0BaHUS MeIU-
aHa abCOJIIOTHOTO 3HAUEHUST He TOCTUIIA MoKa3aTeaeil Hop-
MBI TIpU olieHKe 1o 1mKajae MoCA, pa3innyus Mexay rpyria-
MM cTaTMCcTHYecKU 3HaYuMbl (p=0,000).

Tabanua 1. UcxoaHas XapakKTepUCTUKa NaUMEHTOB, BKAIOYE€HHbIX B UCCAEAOBaAHNE

Table 1. Initial characteristics of patients

IMokazatenb 1-s1 rpynma (n=159) 2-s rpynma (n=159) P

Bospacr, roasl (MeantSD) 60,08+9,86 60,7349,03 0,538
HMT, Me [Q; Q,], kr/m? 28,08 [25,51; 31,02] 27,47 [25,53; 30,99] 0,818°
Iomn, n (%) 0,794¢

MY>KCKOM 40 (25,16) 38(23,90)

JKEHCKUIA 119 (74,84) 121 (76,10)
Paca, n (%) 0,627¢

€BpONeoUuIHas 149 (93.71) 151 (94.,97)

MOHTOJIOUTHAS 10 (6,29) 8(5,03)
Ilpumeuanue. UMT — uHaekc Macchl Tena; *-kputepuii CTblofeHTa; *’kputepuit ManHa— YuTHu, ‘kputepwii x? [TupcoHa.
Note. BMI — body mass index; *t-Student’s criterion; "Mann-Whitney criterion, *Pearson y? criterion.
TabAnua 2. Pe3yAbTaTbl UICXOAHOTO 0OCA€AOBAHMSI NALIMEHTOB (nony/muml ITT)
Table 2. Results of the initial examination of patients (ITT population)

ITokasarenb (6anbr) 1-g rpynna (n=159)  2-g rpynmna (n=158) p

[lxana MoCA, Me [Q,; Q,] 22 [20; 23] 22 [21; 23] 0,435°
Onpochuk SF-36 (pusnyeckuit KomnoHeHT 310posba), Me [Q; Q,] 44 138; 51] 45 [39; 50] 0,821°
OnpocHrk SF-36 (mcuxonornueckuii KOMIOHEHT 3110poBhA), Me [Q,; Q,] 45 [36; 52] 45139; 52] 0,528°
IlIkana MFI-20, M+=SD 59,8+13,4 58,8+13.8 0,5202
[lIxana Tpeporu beka, Me [Q; Q,] 96; 16] 9 [6; 14] 0,342°
OnpocHuk Beitna, Me [Q,; Q] 26 [16; 36] 24 [17; 36] 0,755°
Tect samenb tMdpoBbIx cuMBooB, Me [Q; Q,] 32 [24; 40] 34 126; 40] 0,483°
lxana Tunertn, Me [Q; Q,] 33[30; 36] 34 [30; 37] 0,248°

IIpumeuanue. *t-xputepuii CTbrofieHTa; "Kputepuit MaHHa— YUTHHU.
Note. 't-Student’s criterion; "Mann—Whitney criterion.

Tabanua 3. Pa3nmua 3Havenuii no wkare MoCA mexay Buszutom 5 n Busutom 0

Table 3. Dynamics by MoCA scale on Visit 5 compared to Visit 0

OcHoOBHast TIOITYyJIAI S

IIIxana MoCA (6anb) = 2-s1 rpymnma CpenHee 3HaueHME pa3HO-
1= rpymna (n=157) (n=155) ctu [95% 1] (6ansr)
Pa3Huia 3HaueHMii 1o mkaie mexny Buszurom 5 u Busurowm 0 4,2242.59 2,17£2,20 2,05[1,51; 2,58]
t-Kpurepuii Ui HE3aBUCUMBIX BIOOPOK »<0,000001
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7 T T T T

6k I 1- rpynna, Me [Q1; Q3]

i 2-arpynna, Me [Q1; Q3]

p=0,000

V13meHeHme oueHku no wkane MoCa, Gannb!

14-it jeHb
(BuauT 2)

75-1 peHb
(BuauT 5)

44- peHb
(BuauT 4)

Hayarno tepanuu
(BuauT 0)

[leHb Tepanum

Puc. 2. Aunamunka 6aaroB no wkare MoCA no cpaBHEHMIO C MCXOA-
HbIM YPOBHEM (MeAMaHbl AaDCOAIOTHOM AUHAMUKM, 25-1 U 75-i npo-
LIeHTUAM, p — 3Ha4YeHUs KpuTepus MaHHa—YUTHM).

Fig. 2. Dynamics of MoCA scores compared to the baseline level (me-
dians of the absolute dynamics, 25th and 75th percentiles, p — val-
ues Man—Whitney test).

! p=0,000
14 I 1-a rpynna 1

127 i 2-9 rpynna

p=0,005

o

=3

=

~

N}

/A3MeHeHve OLeHKY N0 TECTY 3aMeHb!
LMPOBbIX CYMBOFI0B, bansibl

75-1 AeHb
(Buaut 5)

14-7 neHb 44-1 peHb
(BuauT 2) (BuauT 4)
[leHb Tepanum

Hayano tepanun
(Buaut 1)

Puc. 3. AuHammnka 6aArOB NO TecTy 3ameHbl UMPOBBIX CUMBOAOB
MO CPABHEHMIO C UCXOAHBIM YPOBHEM.

3nech 1 Ha puc. 5—8: MeaMaHbl a0COMIOTHOM TMHAMUKHY, 25-ii U 75-i1 IpoLIeH-
TWIH, p — 3Ha4YeHUsI Kputepust MaHHa— YUTHH.

Fig. 3. Dynamics of scores based on the results of the digital symbol
substitution test compared to the baseline level.

Here and in fig. 5—8: medians of the absolute dynamics, 25th and 75th percen-
tiles, p — values Man—Whitney test.

M3MeHeHMs TpU OLIEHKE IO TECTY 3aMEHbI IU(PPOBBIX CUM-
BOJIOB OIICHUBAJIKCh I10 pe3yJIbTaTaM, IoJyIeHHbIM Ha Busu-
Tax 2,4 1 5, 10 CpaBHEHMIO C pe3yIbTaTaMu, ITOJyYeHHBIMU Ha
BU3UTe paHaoMuzanuu (Busur 1) (puc. 3).

CTaTUCTUYECKU JOCTOBEPHBIC PA3IMYMs MEXKIY TPyIIIa-
MM TIPY CPAaBHEHUM MeIMaH aOCONIOTHOM TMHAMUKHU TI0 Te-
CTYy 3aMeHbI LIU(PPOBLIX CUMBOJIOB OTMeUaloTcs yxxe ¢ Busura
4 (cniycts 1 Mmec TabieTMpoBaHHOM Tepanuu). MeanaHbl abco-
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p=0,010

353
6Ganna

I 1-a rpynna
8t
I 2-9 rpynna

Hayano tepanum
(Buaut 1)

M3ameHeHue oLeHku no wiane MFI-20, 6anmb!

75- AeHb
(Buaut 5)

1471 peHb 44-it peHb
(BuauT 2) (BuauT 4)
[leHb Tepanum

Puc. 4. Aunamunka 6aaroB no wkase MFI-20 no cpaBHEeHUIO C UCXOA-
HbIM YPOBHEM (CpeAHre 3HaueHusi ADCOAIOTHON AMHAMUKH, 95% AoO-
BepUTEeAbHbIE UHTEPBaAbI, 3HauYeHUs! t-kpuTtepusi CTbloAeHTa).

Fig. 4. Dynamics of scores on the MFI-20 scale compared to the base-
line level (mean values of absolute dynamics, 95% confidence inter-
vals, values of Student’s t-test).

JIIOTHOM AMHAMUKU 0aJJIOB MO TeCTY 3aMeHbI IU(POBBIX CUM-
BOJIOB Ha Buzute 5 1o cpaBHEHUIO C UCXOJHBIM YPOBHEM CO-
craBuiu 8,00 [4,00; 15,00] 6anna B 1-ii rpynre u 5,00 [0,00;
10,00] 6anma Bo 2-i rpymnie. Paznuuus Mexay rpyrnnamMmu cTa-
TUcTHYecku 3HaunMMbl (p=0,000). Takum obpa3zom, oTMeya-
eTcsl HapacTawoulasi MoJOXUTEbHAsI IMHAMUKA MPU OLIEH-
Ke 0 JaHHOMY TecTy Ha (DOHe IIUTENbHON Mocae10BaTe b
HOM Tepanuu.

M3meHeHust npu oueHKe 110 mkaje acreHun MFI-20 ore-
HUBAJIUCH IO pe3yJbTaTaM, MOJydeHHbIM Ha Busurax 2, 4
U 5, 10 CPaBHEHMIO C pe3yjbTaTaMU, MOJYYEeHHBIMU Ha BU-
3ute paHaoMusanuu (Busur 1) (puc. 4). CpeaHue 3HaUeHUS
a0COJIIOTHOM TMHAMUKU 0asuioB o mkaie acteHuu MFI-20
Ha Busure 5 1o cpaBHEHMIO ¢ UCXOIHBIM YPOBHEM COCTaBU-
m —8,33%+12,68 Ganna B 1-it rpyrmne u —4,80%+11,42 Ganna
BO 2-ii TpyIIe, pa3anudus MeXIy rpynnaMyu CTaTUCTUYECKU
3HayuMbl (p=0,010).

Bbu10 BBISIBJIEHO, YTO CTATUCTUYECKU TOCTOBEPHbIE pa3-
JIMYMST MEXIY TPYMIaMy IIpU CPAaBHEHUU CPEeIHUX 3HAYEHU I
abCOJIIOTHOM IMHAMUKU 1o mkaie acteHuu MFI-20 otmeyva-
10TCs1 yXe ¢ Buzuta 4 (criyctst 1 Mec TabieTMpoBaHHOM Tepa-
nuun). Takxke oTMevaeTcsl HapacTarolasl MoJOXUTebHas A1~
HaMUKa Ipu OlIeHKE 10 JaHHOI 111Kaje Ha (hoHe JIUTETbHOMI
MocjeoBaTeIbHOI Teparnuu.

M3meHeHus npu OLieHKe I10 111Kajie TpeBoru beka one-
HUBAJIMCH IO pe3yJibTaTaM, MoJydeHHbIM Ha Busurax 2,4 u 5,
10 CPABHEHMUIO C pe3yJbTaTaMU, OJYYeHHBIMU Ha BU3UTE PaH-
nomusauuu (Busut 1) — (puc. 5). HecMoTps Ha To, uTo ma-
LIMEHTBI, BKIIOYEHHBIE B HCCEIOBAaHNE, XapaKTePU30BaIUCh
HEe3HAYMTEIbHBIM YPOBHEM TPEBOI'M, CTATUCTUYECKU TOCTO-
BEpHbIE Pa3IMUMs MEXIy rpyMIaMu Mpu CpaBHEHUM MeIUaH
a0bCOJIIOTHON AMHAMUKMU 10 1lIKaje TpeBoru beka oTmeyaroT-
cs yke ¢ Busura 2 (3aBeplieHue napeHTepaibHOM Teparnum).
Takxke oTMeyaeTcsl HapacTarolasi MoJoXKUTeIbHas TMHAMUKA
MPpU OLIEHKE MO 1LIKajie TpeBOoru beka Ha hoHe AUTebHOM 1o~
cjenoBaTe/IbHOM Tepanuu. MenraHbl aOCOTIOTHON TMHAMUKHI
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p=0.000

p=0,026

I 1-9 rpynna

-8 F o 4
E 2-9 rpynna

/13meHeHme oLieHkv no Wkane beka, 6annb

75-i peHb
(Buaut 5)

14-11 fieHb 44-11 fieHb
(Buaut 2) (Buaut 4)
[leHb Tepanun

Hauano Tepanun
(Buaut 1)

Puc. 5. Aunamuka 6aAr0B Nno wkaAe Tpesorn beka no cpaBHeHuio
C UCXOAHBIM YPOBHEM.

Fig. 5. Dynamics of scores on the Beck anxiety scale compared
to the baseline level.
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Havano Tepanum 14-11 fieHb 44-11 fieHb 75-i peHb

(Buaut 1) (Buaut 2) (Buaut 4)
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Puc. 6. Avnammka 6aAr0B MO ONPOCHUKY BeliHa nNo cpaBHeHmio ¢ uc-
XOAHBIM YPOBHEM.

Fig. 6. Dynamics of points on the Vane questionnaire compared
to the baseline level.

0asu1oB 1o 1Kajie TpeBoru beka Ha Busute 5 o cpaBHeHUIO
C UCXOIHBIM YpoBHeM coctaBwiu —3,00 [—8,00; —1,00] 6anna
B 1-ii rpynre u —1,00 [—4,00; 1,00] 6asuta Bo 2-ii rpyrmne, pa3-
JIMYMS MEXIY TPYIIaMM cTaTucTuyecku 3HaduMbl (p=0,000).

M3MeHeHMs pH OLIEHKe 10 OIPOCHUKY BeliHa oreHu-
BaJIMCh MO pe3yJibTaTaM, MoJydeHHbIM Ha Busurax 2,4 u 5,
I10 CPAaBHEHUIO C pe3y/IbTaTaMMU, ITOJTyYeHHbIMU Ha BU3UTE PaH-
nomuszauuu (Busur 1) (puc. 6).

MenuaHbl aOCONMOTHOM nMHaMuUKU 6aioB Ha Busure 5
10 CPaBHEHUIO C UCXOAHBIM ypoBHeM coctaBuin —5,00 [—12,00;
0,00] 6anna B 1-it rpynne u —2,00 [—10,00; 0,00] 6anna
BO 2-ii rpymiie. Pa3muuust MexXIy rpyrnnaMyi CTaTUCTUIECKH
3HaunuMbl (p=0,035).
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5F I 1-a rpynna
4l i 2-a rpynna - 1 |

p=0,001

2r 2 6anna’|

113meHeHme oueHkn no wkane THeTT, 6anmb!

75-1 peHb
(Buaut 5)

14- neHb 44-i1 peHb
(Buaut 2) (Buaut 4)
[lerb Tepanun

Hayarno tepanun
(Buaut 1)

Puc. 7. Aunamuka 6aaroB no wkare TUHETTM N0 CPaBHEHUIO C UCXOA-
HbIM YPOBHEM.

Fig. 7. Dynamics of scores on the Tinetti scale compared to the base-
line level.

12+
I 1-a rpynna

10 F - §
E 2-9 rpynna p=0,032

), Gannbl

©

V13meHeHwe oLeHki no Wwkane SF-36
NCUXOSOrMYECKMA KOMMOHEHT 30POBbS|

(

75-it peHb
(Buawt 5)

14-11 fexHb 44-i peHb
(Buaut 2) (Buaut 4)
[lerb Tepanun

Hayarno tepanun
(Buaut 1)

Puc. 8. AvHamuka 6aaroB no onpocHuky SF-36 (ncuxoAaoruueckuii
KOMIOHEHT 3A0POBbs1) MO CPABHEHMIO C UCXOAHBIM YPOBHEM.

Fig. 8. Dynamics of scores on the SF-36 questionnaire (mental com-
ponent of health) compared to the baseline level.

M3ameHeHUs TpH OLIeHKe 110 1IKajie THHETTH OlIeHUBAIUCh
M0 pe3yJibTaTaM, MoJydeHHbIM Ha Busurax 2, 4 u 5, ro cpaB-
HEHUIO ¢ pe3ybTaTaMM, MoJydyeHHbIMU Ha Busure 1 (puc. 7).

CTaTUCTUYECKU JOCTOBEPHBIC Pa3INIMs MEXKIy TpyIa-
MM TIPY CPaBHEHUU MeIuaH abCOMIOTHOM TMHAMMKHA OTMeYa-
10TCs yke ¢ BusnTa 2 (3aBepilieHre napeHTepabHOM Teparnuu).
MenuaHbl aOCOIOTHOM TMHAMUKHU OaJlIOB 1o 1iKajie TuHeT-
T Ha Busure 5 1Mo CpaBHEHUIO C MCXOIHBIM YPOBHEM COCTa-
Buau 3,00 [1,00; 5,00] 6anna B 1-it rpyne u 1,00 [0,00; 4,00]
Oajia Bo 2-it rpynrie. Paznuuust mexxay rpynramMy CTaTUCTU-
yecku 3HauuMbl (p=0,000). Takum o6pa3oM, oTMeUaeTcs Ha-
pacTarolas oJIOKUTeIbHAs TMHAMUKA TIPU OIIEHKE IO IIKa-
Jie TuHeTTH Ha (pOHE IUTMTEILHOM MOCIeIOBATEILHOM TePAITH.
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WM3MeHeHUs TTpH OoLieHKe Mo onpocHUKY SF-36 oneHun-
BaJIUCh 10 pe3yJibTaTaM, MoJydeHHbIM Ha Busutax 2, 4 u 5,
110 CPaBHEHUIO C pe3yJIbTaTaMM, ITOJyYeHHbIMU Ha Busure 1.
OTIe/TbHO OlIeHUBAIM (DPU3MYECKUI Y TICUXOJOTUIECKUIA KOM-
moHeHThI. COITacHO IOy4eHHBIM pe3yJbTaTtaM, 1Mo Gusnde-
CKOMY KOMITOHEHTY OTMeUYeHa TeHIEHIIUS K 60Jiee BBICOKO-
My TOKa3aTesio B 1-ii rpymiie, OMHaKO CTaTUCTUYeCKasT 3Ha-
YUMOCTBD IT0 CPABHEHUIO CO 2-1 TPYIIIOii He OblLIa TOCTUTHYTA.

CTaTUCTUYECKU JOCTOBEPHBIC Pa3INIMsT MEXKIy TpyIa-
MH IIPY CpaBHEHUY MeTiaH aOCOMIOTHOM TMHAMUKU IO OIIPOC-
HUKY SF-36 (IIcuXoJornuecKuii KOMITIOHEHT 300POBbsI) OTME-

Tabanua 4. CtaTucTuyeckuii aHaan3 oueHku no wkaae CGl

Table 4. Statistical analysis of value by CGI

Treatment of nervous and mental diseases

yarTcs yxe ¢ Buzura 4 (cnycts 1 Mec TabieTUpOBaHHOM Te-
panuu) (puc. 8). MenuaHbl aOCONIOTHOM TMHAMUKM OaJJIOB
1Mo onpocHUKY SF-36 (McuxoJornueckKuii KOMIIOHEHT 310p0-
Bbsl) Ha Bu3uTe 5 110 cpaBHEHUIO C NICXOTHBIM YPOBHEM COCTa-
Buiu 5,00 [0,00; 12,00] 6aia B 1-ii rpynme u 1,00 [—2,00; 9,00]
OaJiia BO 2-i1 rpyIiiie, pa3inyus MEXIy IpyInaMu CTaTUCTUye-
cku 3HauuMsbl (p=0,001). Takum o6pazom, oTMeyaeTcst Hapac-
Talollas MojJoXKUTeIbHasI TMHAMMKA TIPU OLIEHKE T10 TaHHOMY
OIPOCHUKY Ha (DOHE ITUTETbHOM MOCIIeI0BATeIbHOM TepaIiu.

JlvHaMKKa IIpU OIIEHKE IT0 ITKajie 00INero KIMHNYECKO-
ro BrneyatyieHust (CGI) ouieHuBanach 1o pesyjiabTaTaM, MoJjy-

Busur 2 Busur 5
CGlI
l-srpynmma  2-grpynma  l-grpymnma  2-s rpynmna

1 (cunbHoe ynyuieHue, HS oTcyTcTByIoT)

abc. 20 9 45 7

% 12,58 5,73 28,66 4,52
3 (cunbHOE yiydlleHue, onHako HSl oka3bIBalOT Cyl1eCTBEHHOE BIUSHUE
Ha XU3HEeIesTeIbHOCTD MalleHTa)

aobc. 2 1 1 0

% 1,26 0,64 0,64 0,00
4 (cunbHoe ynydiieHue, HS mpeBocxonst TepaneBTUYECKOe BO3IEHCTBHE)

aobc. 1 1 0 1

% 0,63 0,64 0,00 0,65
5 (owmytumoe ynyuiuenue, HS orcyterByior)

aobc. 16 9 39 16

% 10,06 5,73 24,84 10,32
9 (ne3HauuTenbHOE yiyuiieHue, HS orcyTeTByioT)

aoc. 75 53 54 56

% 47,17 33,76 34,39 36,13
10 (He3HaumnTeNBHOE yiTyullleHUe, HS He OKa3bIBAIOT CYIIECTBEHHOTO BIUSHUS
Ha XU3HEIeATeIbHOCTD MalMeHTa)

aoc. 4 2 3 0

% 2,52 1,27 1,91 0,00
11 (He3HauuTe bHOE YiyulieHue, H oka3blBaloT CyllIeCTBEHHOE BIMSHUE
Ha XU3HEIesATeIbHOCTD MalMeHTa)

aoc. 1 0 0 0

% 0,63 0,00 0,00 0,00
13 (cocTosiHME HE U3MEHMIIOCH MK yXyaiminock, HS orcyrcTyior)

abc. 40 82 15 75

% 25,16 52,23 9,55 48,39
Paznuuus mexmy rpynnamu Kpurepuii x? [TupcoHa: Kpurepwuii x? [TupcoHa:

p=0,000 p=0,000

TabAmua 5. Pe3yAbTaTbl OLIEHKU BTOPUUHBIX KpuTepues 3¢ppeKTUBHOCTH

Table 5. Results of evaluation of secondary efficacy criteria

TTokazarennb (6asIbl)

3HaueHus pa3HOCTH MoKa3aTesieil Ha Busurax 1 u 5

1-s1 rpynna (n=157) 2-s rpynmna (n=155) p
Tect 3amennl nudposbix cumboiios, Me [Q; Q,] 8 14; 15] 510; 10] 0,000°
IlIxara MFI-20, M=SD —8,33£12,68 —4,80+11,42 0,010?
[lxana tpesoru beka, Me [Q,; Q,] =3 [-8;—1] —1[-4;1] 0,000°
Onpocnuk Beiina, Me [Q; Q,] —5[-12;0] —2[-10; 0] 0,035°
[lxana Tunertn, Me [Q,; Q,] 3[1; 5] 110; 4] 0,000°
OnpocHuk SF-36 (ncuxonoruyeckuii KOMIHOHEHT 310poBbst), Me [Q,; Q] 5105 12] 1[-2;9] 0,001°

Tpumeuanue:*t-xkpurepuit CtblofeHTa; *’kputepuii MaHHa— YUTHU.
Note. *t is the Student’s criterion; “is the Mann—Whitney criterion.
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Tabamnua 6. YncAo NALUMEHTOB C HeXeAaTeAbHbIMU IBAEHUSIMU
Table 6. Number of patients with AE

Treatment of nervous and mental diseases

1-a rpynmna (n=159) 2-s rpynma (n=159) p (Tounblii kputepuii Puiepa;
HexenarenbHoe siBIeHNE B % B % kpurepuii 52 [Tipcona)
KenynouHo-KuUIIeYHbIe HAPYIICHUS 1,000
Mucnencus 2 1,26 1 0,63
TourHoTa 1 0,63 0 0,00
NHudexuunu u nuBazuu 1,000
WMHdex1ms BepXHUX AbIXaTeJIbHbIX ITyTEi 1 0,63 2 1,26
WMHdexims nbixateabHbIX MyTei 0 0,00 1 0,63
[THeBMOHMST BUpYCHasI 0 0,00 1 0,63
JlaGopaTopHbie 1 MHCTPYMEHTaJIbHbIE TaHHbIE —
TloBblllIeHNE apTePUATLHOTO TaBJICHUS 0 0,00 2 1,26
TToBbllIEHME YPOBHS alaHMHAMMHOTpaHCcdepasbl 0 0,00 3 1,89
TToBbllIEHME YPOBHS acrapTaTaMUHOTpaHChepasbl 0 0,00 2 1,26
[ToBbIlIEHWE YPOBHS KpeaTUHUHA B KPOBU 0 0,00 1 0,63
[ToBbllIEHME YPOBHSI MOYEBHUHBI B KPOBU 0 0,00 1 0,63
Hapy1ieHust co CTOPOHBI IbIXaTETbHOI CUCTEMbI, OPraHOB IPYIHON KJIETKU M CPEIOCTCHMSI —
3y B HOCY 2 1,26 0 0,00
TlepieHue B ropie 4 2,51 0 0,00
YuxaHbe 1 0,63 0 0,00
Hapy1ieHust co cTOPOHBI KOXH U MOJKOXKHOM KJIETYATKHI —
Chblinb 1 0,63 0 0,00
HapyireHust co cTOpoHBI MBIIIIEYHO#, CKEJIETHOM 1 COSTMHUTETbHON TKAaHK 1,000
ApTpanrust 2 1,26 1 0,63
bosb B KOHEUHOCTH 0 0,00 1 0,63
BoJjib B 061aCTH CIIMHBI 1 0,63 0 0,00
TyromnoaBuXHOCTh CycTaBa 0 0,00 1 0,63
HapyuieHust co cTopoHbl HEPBHOI CUCTEMBbI 0,400
T'onoBoKpyXeHue 1 0,63 2 1,26
Jucres3nusa 2 1,26 0 0,00
HapyuieHue nomnepxkaHusi paBHOBECHSI 0 0,00 1 0,63
HapyiiieHust co CTOPOHBI TOYEK U MOYEBBIBOSIINX MyTeil 0,7142
Temarypust 0 0,00 2 1,26
Tunepoxcanypust 0 0,00 1 0,63
[mukosypust 0 0,00 1 0,63
Jleiikouutypus 1 0,63 0 0,00
TToueunas 60Jb 0 0,00 1 0,63
IIporeunypust 0 0,00 1 0,63
HapyeHust co cTopoHsI cepiiia —
Biiokana npaBoit HOXXKM myuka ['nca 0 0,00 1 0,63
CepiiiebueHue 0 0,00 1 0,63
Taxuxkapaust 0 0,00 1 0,63
T'unrepemus 0 0,00 1 0,63
OO0mre HapyIeHUs] U peaKIIMi B MECTE BBEACHMUSI —
OrryieHue Xapa 0 0,00 1 0,63
[NMcuxuyeckue paccTporicTBa —
TTanuyeckast ataka 0 0,00 1 0,63

Ilpumeuanue. *3Ha4eHNsI PACCIMTAHBI KaK YKCIIO MAIIMEHTOB, Y KOTOPBIX BO3HUKIIO HSI, 1 ux mosist ot momnysisiiiny G6e3omacHocTy (n=159) 1ist KaXI0#i 13 TPyIIIT.
Note. “The number of patients who have had AE and their share in the safety population (#=159) for each of the groups were calculated.

YeHHBIM Ha Busurtax 2 u 5, 110 CpaBHEHMIO C pe3yIbTaTaMM,
MoJiydeHHbIMU Ha Busute 1 (1a0.. 4). [1pu olieHKe Mo 1IKa-
ne CGI ycTaHOBJIEHBI CTATUCTUYECKY TOCTOBEPHBIE PAa3IMIMST
MEXKIy TPYITITaMH.

Takum 006pa3oM, CTAaTUCTUYECKH JOCTOBEPHBIC PAa3IAIMST
MeXKIy TpyIIaMu ITPY CPaBHEHUU MeTMaH abCOMIOTHOM MHA-
MUKHU, YXKe HaulHas ¢ Busura 2 (3aBepliieHue mapeHTepaabHOM
Teparnuu), OTMeJaloTes Mpu olieHKe 1o mkajge MoCA, mmikaie

14

TpeBoru beka, 1kaje paBHOBecHsI U XOnbObl TMHETTH, a TaK-
K€ CTAaTUCTUYECKU TOCTOBEPHbBIE PA3IMYMST MEXKIY TpyIIaMu
oTMevaroTcs npu oueHke 1o mkaie CGIl. Cratuctuuecku n10-
CTOBEPHBIE PA3INYMST MEXITY TPYITIIaMK IIPY CPAaBHEHUM MeTuaH
a0COJIIOTHOM IMHAMUKMU, yKe HaurHas ¢ Buzura 4 (ciycts 1 Mec
TabJIETUPOBAHHOM TePAIK ), OTMEYAIOTCsI TP OLIEHKE IT0 Te-
CTY 3aMEHBI LIM(PPOBBIX CUMBOJIOB, ONIPOCHUKY SF-36 (rcuxo-
JIOTUYECKHUIT KOMITOHEHT 3I0pOBbs1). B 3TU ke cpoku oTmeya-
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FOTCST CTATUCTUYECKU TOCTOBEPHBIE Pa3INIMsl MEXKIy TpyIIa-
MU ITPY CPABHEHMHM CPEIHMX 3HAYSHU I a0COTIOTHOM AMHAMUKI
npu oueHke 1o mkauae MFI-20. CtaTucTuyecku 10CTOBEpHbIE
pazIMyusT MEXIy TPYIIaMK IPY CPABHEHUU MeIraH abCOJTIOT-
HOI IMHAMMKH ITPY OLIEHKE IO OITPOCHUKY BeitHa oTMevanuch
Ha Busute 5. [TonydeHHBIE pe3yJIbTaThl CBUACTEIBCTBYIOT O TIPe-
MMYILECTBE JUIUTEIBHOM MOCIe0BaTeIbHOI Tepanuu npena-
patamu Mekcunon u Mekcunon @OPTE 250 mo cpaBHeHMIO
¢ tiane6o (cM. puc. 2—8, Taou. 4, 5).

Be3onachHocTs

B pesynbrare aHanm3a 6e30MacHOCTH JISYEHUST BCETO Obl-
J10 3apeructpupoBaHo 53 HSl, Hu oaHO U3 KOTOPBIX HE ObI-
110 cepbe3HbiM. HA 6butn BeisiBIeHBL Y 15 (9,43%) manvieHToB
1-# rpymmbl (Bcero 19 HA) my 21 (13,21%) — 2-1i rpymmsl (Bce-
ro 34 HS), paznuuust yactorsl HA cratuctuyecku He3HAuM-
MbI (p=0,288 kputepuii x> [TupcoHa). OTHOCUTENBHBIN PUCK
Bo3HUKHOBeHUst HS B 1-if rpymme mo cpaBHEHHMIO CO BTOPOi
rpynmoii coctaBui 0,82; 95% AN [0,55; 1,22]. Cratuctuye-
CKU 3HAYMMBIX PA3IMYU MEXIY CPaBHMBAEMBIMM TPYIIIIaMU
B OTHOIIIEHUU PYCKa BO3HUKHOBeHUsT HS BBIsSIBIIEHO He OBLTO.

Bce 3apeructpupoBaHHBIE B HACTOSIIIIEM UCCISIOBAHUUT
H# uMenn Jierkyio 1 yMepeHHYIO CTEIIeHb TSKECTH; B 00eMX
rpyrmnax nogasisioiiee 6onbimHcTBO HS (47) cooTBeTCTBO-
BaJIO JIETKOI1 cTereHu Tspkectu. B 1-it rpymme 19 (100%) HA
u Bo 2-1i rpyrme 28 (82,4%) HSl umenu Jerkyro cTeneHb TsoKe-
CTH, pa3IuIMs MEXIy TpyIIaMu ObUIM CTATUCTUYECKH He3Ha-
quMbl (p=0,077 Tounblii Kputepuii Puiepa). B momasisio-
meM GoJbIIMHCTBe ciryyaeB H KynupoBaauch caMoCTosSITe b~
HO (3 HuX 16 (84,2%) — B 1-iim 21 (61,8%) — BO 2-i1 TpymIIE;
p=0,223). O600611eHHass UH(pOpMaLIKs MO BCEM 3apErUCTPU-
poBaHHbIM HS mpencrabieHa B Tada. 6. PesynbraThl 1a60opa-
TOPHBIX aHAJIU30B, (PU3NKAIBHOTO 00CIIEIOBAHUSI TAKKE CBH-
NETebCTBOBAIM 00 OTCYTCTBUU 3HAYMMBIX Pa3IMIU MEXKITY
CpaBHMBAaEMbIMU IPYIIITIAMHU.

3akAoueHue

Pe3synbTaThl MpOBEAEHHOIO UCCIeI0BaHUs YOSIUTEIbHO
CBHIETEILCTBYIOT O BBICOKOM KIIMHUYECKOM 3G (HEeKTUBHOCTI
IUTMTEJIbHOM TOCIeI0BaTeIbHOM Teparuu pernapaTaMu Mek-
cunoi u Mekcumon @OPTE 250 y maumenToB ¢ XM u o 6e3-
OITAaCHOCTH, COIIOCTAaBUMOI ¢ Tiiane6o. B xome uccienoBanust
ObUI1a ToKa3aHa IpeBocXosIIast 3 heKTUBHOCTD TePAITUH ITpe-
mapatamu Mekcunon u Mekcumon @OPTE 250 Han rutaie6o.
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