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THERAPY OF PATIENTS WITH ANXIETY DISORDERS AND
METABOLIC SYNDROME X

Objective of the research: to investigate the efficacy and safety of
Afobazole in the treatment of adult patients with anxiety disorders and
metabolic syndrome X.

Material and methods of research. The study included 60 adult
patients (18-65 years) (36 men, 24 women), whose clinical picture
revealed mild and moderate forms of neurotic disorders observed in the
therapeutic hospital and outpatient service. The main group (30 people)
and control group (30 people) formed on the basis of representativeness
by gender and age (y2emp <y2krit, p < 0.01). The sample consisted of
patients who signed a written informed consent to participate in the
study. The average age of the patients in the control group was 44.81 +
2.17, in the main group — 45.13 £+ 2.34 (p < 0.01); the average age of
onset of mental disorders in the main group was 33.2 £ 3.1 years; in the
control group it was 34.1 + 3.4 years (p < 0.05); the average duration of
psychopathological symptoms in the main group was 5.6 + 0.6 months,
in the control group — 5.8 £ 0.3 months (p < 0.05). The duration of
treatment equaled 1 month of active therapy (later, the patients were
transferred to maintenance therapy outside this study). Afobazole
containing 0.01 g of active substance per tablet was used for treatment.
The drug was prescribed 3 times a day (morning, afternoon and
evening); the dose of the drug was increased: 1-1-2 (number of tablets
per administration).

Research results. There were changes in psychometric scaling, i.e. a
significant decrease in state (by 57.2 and 42.9%; p < 0.001) and trait (by
23.8 and 23.3%; p < 0, 01) anxiety on the Spielberger—Khanin scale in
the main and control groups at the end of treatment. In all groups of
patients, we noted complete recovery (38.4%) or a significant
improvement (37.9%); for most patients with mild manifestations,
complete recovery was observed in 92% of cases. Among patients with
moderate manifestations, a good response was recorded in 75% of cases;
for the rest, moderate and minimal effects were observed, respectively.
The changes in the severity as compared with baseline values were
significantly positive (p < 0.05) already after 7 days of Afobazole
therapy; similar changes were noted in the indicators of the overall
effectiveness of therapy. No positive changes after Afobazole therapy
were observed in 3.3% of cases, deterioration was registered in 3.3% of
cases, while in the control group these values were 6.6% and 3.3%,
respectively. The changes in somatic indicators also had positive trends
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in the control and main groups — SBP reduced by 11.0% and 18.0%,
respectively (p <0.05); DBP — by 4.4% and 14.9% (p <0.05).

Conclusion. The therapeutic effect of Afobazole is the reduction of
viscero-vegetative manifestations of anxiety disorders, including relief of
breathing, normalization of blood pressure and heart rate, reduction of
muscle tension and pain, sweating and dizziness.

Keywords: metabolic syndrome, mental disorders, tranquilizers,
Spielberger-Khanin scale, Afobazole.
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TEPAIIISI MAOIEHTIB 3 TPUBOXHUMMU PO3JIAJAMU TA
METABOJIIYHUM CUHAPOMOM X

Meta poboTH: nOCTIIUTH ePEKTHBHICTH 1 O€3MeKy mpenapary
Adobazoiry pu Teparii TOpOCIUX MALi€HTIB 3 TPUBOKHUMHE PO3JIaTaMHU
Ta METAOONIYHIM CHHIPOMOM X.

Martepian Ta Metoau nocaimxkeHHsl. B mocmimkenHs BrrodeHi 60
namieHTiB 3pigoro Biky (18-65 pokiB) (36 wonosikiB, 24 KiHKH), Y
Ta TOMIpHI (dopMu
HEBPOTHYHHX PO3JIaiB, 1[0 CIIOCTEPIraloThCs B YMOBaX TEPareBTUIHOTO
cTaiioHapy it amOynatoproi ciyx0ou. OcHoBHa (30 0c¢i0) Ta KOHTPOJIbHA
(30 oci0) rpynu chopmoBaHi 3 ypaxyBaHHSIM PpEIPE3CHTATUBHOCTI 3a
CTaTTIO Ta BikoM (y2emn < y2kput, p < 0,01). Bubipky ckianu naiieHru,

KIIHIYHIA KapTHHI SKUX BHUABIUIACSA JIETKI

O Janu A0OpOBUIBHY NHCBMOBY iH(GOpPMOBaHy 3rojly Ha Y4acTb y
OCITIIKEHHI.

CepenHiil Bik 00CTeKEHUX KOHTPOIBHOI rpymu ckiaB 44,81 + 2,17,
ocHOBHOI Tpymu — 45,13 + 234 (p < 0,01); cepemHiii BiKk mOYaTKy
TICUXIYHAX PO3JajiB BiAMOBIIHO B OCHOBHIM rpymi — 33,2 + 3,1 poky, B
koHTpONbHIH — 34,1 £ 34 poky (p < 0,05); cepemHss TpUBAIICTh
MCHXOMATOJOTYHOI CUMIITOMATHKH B OCHOBHIN Tpyri ckiana 5,6 = 0,6
Mmicsins, B KOHTpoubHIH — 5,8 £ 0,3 micaus (p < 0,05). Cran naiieHTiB
Bepu(iKOBaHO 3TiHO 3 BiAmoBimHUMHU Kputepismu 32 MKX-10. Sk B
OCHOBHI#f, Tak 1 B KOHTPOJBHII Tpymi mepeBakalyd MAali€HTH 3
po3nagaMu ajanTauii 3 COMaTHYHMMH CUMIITOMAMU Ta OPraHiYHUMH
HETICUXOTHYHUMH po3nanamu. TpuBaiCTh JIiKyBaHHS ckiana 1 Micsmb
aKTUBHOI Tepamii (Hamadi XBOpI NEPEBOMIUIHCS HA MIATPUMYIOUY
TEpario BXKE 11032 MEXaMH IIbOTO JOCTIDKeHHs). i JTiKyBaHHS
BUKOPHUCTOBYBaNM mpenapar Adobdason, mo mictuts y tabnermi 0,01 T
nirouoi peuoBnHH. [lpemapar npusHayanu 3 pa3u Ha AeHb (BpaHI,
BJICHb 1 BBEUEpi); BUKOPHCTOBYBAIOCS 301JIBIICHHS JTO3H Npernapary 1o
1-1-2 (kiIBKIiCTh TA0JIETOK HAa MPUHOM).

PesyabTaTH pociaigkeHHsi. B oCHOBHiIII Ta KOHTpoONBHIN Tpymax
BiAMIYEHO JTUHAMIKY MMOKa3HUKIB

HaIPUKiHII JKyBaHHA

MCUXOMETPUYHOTO IIKAJIyBaHHS Yy BHIJISIII CYTTEBOIO 3HHXKEHHS
MOKa3HHKIB peakTHBHOI (Ha 57,2 1 42,9 %; p < 0,001) ta ocobucricHoi
(1a 23,8 123,3 %; p<0,01) rpuBoru 3a mkasoro Crindeprepa-XaHina.
B yciii rpymi mamieHTiB HaMM  BiIMIYEHO IIOBHUH BUXiZ 3
xBopoOiuBoro crany (38,4 %) abo 3Hayne mnomimmenHs (37,9 %)

NpUYOMY JUIs OIJIBIIOCTI TMALEHTIB 3 JISTKUMH NPOSBAMH TIOBHUH BHXi[
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3 crady OyB Bigmiuenmit B 92 % BumaakiB. Cepen mamieHTIB 3
MOMIpHIMH TIPOSIBAMHU XOpOIInii eekT 3adikcoBano y 75 % BHUIAIKIB, y
PEIITH BiIMOBITHO CHOCTEPITaIiCh MOMIPHUNA Ta MiHIMaJIbHAN €PEKTH.
JuHaMika TSKKOCTI CTaHy IAIliEHTIB TOPIBHAHO 31 CKpUHIHTOM Oyia
JIOCTOBIpHO TO3UTUBHOK (p < 0,05) Takoxk Bxke ¢ 7-ro JHA Teparii
Adobazonom; noaiOHi 3MiHM OyJM Bi3HA4YEHI y MOKa3HHWKaX 3arajibHOl
epekTuBHOCTI Tepamii. BiacyTHiCTh NMO3UTHMBHMX 3MiH Ha Teparii
Adobazonom Bigmiveno y 3,3 %, moripmenHs — y 3,3 %. VY
KOHTPOJIBbHIN Tpymi — 6,6 Ta 3,3 % BiamoBinHo. J[MHAMiKA COMATHYHHUX
MOKAa3HHWKIB TAaKOXX Majla TO3WTHBHI TEHIACHHII B KOHTPOJNBHIA Ta
OCHOBHI# rpymnax: peaykiis ckiana sixnosimgo: CAT — 11,01 18,0 % (p
<0,05); JAT - 4,41 14,9 % (p < 0,05).

BucnHoBok. OcobnmBicTiO TepaneBTHYHOI Ail A¢o0a30iy € penyKiis
BiCIIEpO-BETCTATHBHHUX IMPOSBIB TPUBOKHUX PO3JTAIiB, y TOMY YHCHI
MOJIETIIICHHS TMXaHHs, HOpMaJli3allis MMOKa3HUKIB apTepiajbHOTO THUCKY
Ta MyJIbCY, 3MEHIICHHS Halpy)XeHHs Ta OOJI0 y M’s3aX, MITIMBOCTI Ta
3araMOpPOYEHHS.

KoarouoBi cyioBa: MerabonmiuHMi CHHAPOM, IICHXIYHI pO3JIajH,
TpaHKBiIi3aTOpH, Iikaga Crindeprepa-Xanina, A(ooda3our.

ABTOp, BiANMOBiTaIbHMI1 32 THCTYBAHHS:

Onena B. 3ansBcpka, kadenpa BHYTPIIIHBOT MEANIIMHN, KIIHITHOI (hapMaKoIIorii Ta mpodeciiHuX XBopoo,
BykoBUHCEKHI Aep:KaBHUH MEAWIHHUNA yYHIBEpCHTET, M. YepHiBIi, YKpaiHa

e-mail: zaliavska.olena@bsmu.edu.ua

How to cite/ SIk uutyBatn crarTio: Kaushanska OV, Zaliavska OV, Nika OM. Therapy of patients with
anxiety disorders and metabolic syndrome X. EUMJ. 2021;9(3):123-123
DOI: https://doi.org/10.21272/eumj. 2021;9(3):123-123

Introduction/Beryn the drug is based on the inhibition of membrane-
Metabolic syndrome X (MSX) is a dependent changes in the GABA receptor, which
reduces its availability to the corresponding ligand.
Afobazole is a short-acting drug: the elimination
half-life and time to reach the maximum
concentration is about an hour, and the retention of
the drug in the body is from one to two hours.

Materials and methods. A 4-week study of the
efficacy and safety of Afobazole drug for the
treatment of adult patients with anxiety disorders
within the metabolic syndrome X has been
performed.

The study included 60 adult patients (aged 18—
65 years) (36 men, 24 women), whose clinical
picture revealed mild and moderate forms of
neurotic disorders observed in the therapeutic
hospital and outpatient service.

heterogeneous state, the set of components of which
is due to psycho-social, metabolic and
pathophysiological relationships [1, 3, 4, 5]. In
recent years, there has been a pathomorphosis of
mental disorders in various somatic and endocrine
diseases [2, 6]. Naturally, despite of the nosological
affiliation of its somatic components, in the
correction of anxiety disorders secondary to
metabolic  syndrome, priority is given to
tranquilizers that have a complex anxiolytic,
hypnotic, vegetative-stabilizing and central muscle
relaxant effect, and therefore affect almost all
pathogenetic links. In clinical practice, doctors
prefer "day" tranquilizers without significant

hypnotic effect, which is convenient to use on an )
outpatient basis. Such drugs include Alprazolam The main (30 people) and control (30 people)

(Xanax), Medazepam (Rudotel), Oxazepam groups were formed by taking into account the

(Nozepam, Tazepam), Tofizopam (Grandaxin), representativeness by sex and age (y2emp <y2crit, p

Lorazepam (Lorafen), and Afobazole. < 0.01). The sample consisted of patients who gave
Afobazole, which is not a benzodiazepine voluntary written informed consent to participate in

receptor agonist, is chemically related to the study.

mercaptobenzimidazole derivatives. The action of
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The average age of the patients in the control
group was 44.81 + 2.17, in the main group -
45.13 + 2.34 (p < 0.01); the average age of onset of
mental disorders in the main group was 33.2 + 3.1
years; in the control group it was 34.1 * 3.4 years
(p < 0.05); the average duration of psycho-
pathological symptoms in the main group was 5.6 +
0.6 months, in the control group — 5.8 £ 0.3 months
(p < 0.05). The condition of the patients was
verified according to the relevant ICD-10 criteria.
Both in the main and in the control group, patients
with adaptation disorders with somatic symptoms
and organic non-psychotic disorders predominated.

This syndromic distribution into non-metabolic
syndrome X (NMSX) group and MSX group was
due to the fact that against the background of long-
term chronic MSX, stabilization of neurotic
symptoms was observed, as well as further
development and complication of the pathological
syndrome, and formation of nosologically defined
mental disorders.

The study was conducted in accordance with the
requirements of the protocol using possible optimal
doses of the drug. The duration of treatment was 1
month of active therapy (later patients were
transferred to maintenance therapy outside this
study). Afobazole containing 0.01g of active
substance in a tablet was used for treatment. The
drug was prescribed 3 times a day (morning,
afternoon and evening); the dose of the drug was
increased: 1-1-2 (number of tablets per
administration).

The final results of treatment were evaluated
according to standard criteria of effectiveness:
indicators of "marked improvement" or
"improvement” in CGI; 50% reduction in HAM-A
scales, as well as the dynamics of physical data.
The analysis of the results of the study also took
into account the following indicators: the severity
of the overall therapeutic effect (% of CGI
respondents); the timing of the therapeutic effect;
doses of the drug, against which there was an
improvement; total frequency of side effects; the
most frequently registered side effects; quality of
life of patients and treatment background.

Research results. Psychometric study data
confirm a number of targeted psychopathological
phenomena for patients with NMSX and MSX. The
number of people with a high level of state anxiety
on the Spielberger-Khanin scale is twice as high in
patients with NMSX (57.35%) than in patients with
MSX (26.36%) (¢* = 2.2, p = 0.014), and four

times greater than in healthy individuals (13.36%)
(p*=1.8, p=0.035).

Pronounced trait anxiety is more common in
patients with MSX. The distribution of high scores
of state and trait anxiety shows that in the process
MSX formation in the absence of clearly defined
somatic  pathology  (hypertension, diabetes,
coronary heart disease, etc.), there is a high level of
psychological discomfort at the state rather than
trait level. State anxiety as a result of subjective
response to emotions of tension, anxiety, concern
with  the corresponding activation of the
sympathoadrenal system, contributes to the further
development of metabolic syndrome. The presence
of a somatic disease in a patient with metabolic
syndrome increases trait anxiety (fears about the
state of health, the future) and partially deactivates
current events in his imagination.

Complaints of overweight and high blood
pressure took the leading place, which were further
objectified: BMI was 30.2 + 2.7 for the main group;
for control group — 28.7 + 4.4; waist circumference
respectively, 98.4 £ 3.3 and 97.6 £ 3.6 cm; systolic
blood pressure — 138.6 + 5.7; 144.3 + 6.8 mm Hg;
diastolic blood pressure — 81.4 + 5.1; 87.7 +
5.4 mm Hg.

The treatment was completed by 55 patients,
including 28 patients in the main group and 27
patients in the control group. The therapeutic effect
of Afobazole in our study was detected fairly
quickly. Already at the end of the first week of
therapy, there was a reduction in anxiety in the
form of a decrease in irritability, anxiety and some
deactualization of fears and bad feelings. Patients
also reported improved sleep, greater ability to
relax, and decreased anxiety, fear, and tearfulness.
A feature of the therapeutic effect of Afobazole was
a significant reduction by the 7th day of treatment
of a significant number of viscero-vegetative
manifestations of anxiety disorders: patients noted
relief of breathing, more stable with a tendency to
normalize blood pressure and pulse, reduced
tension and muscle pain, reduced or lack of dry
mouth, sweating and dizziness, reduced need for
food. In addition, patients noted an improvement in
performance by improving the quality of cognitive
functions (attention, memory).

In the main and control groups at the end of
treatment, changes in psychometric scaling were
noted, i.e. significant decrease in state (by 57.2 and
42.9%; p < 0.001) and trait (by 23.8 and 23.3%; p <
0.01) anxiety by the Spielberger-Khanin scale.
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In the whole group of patients, we noted a
complete recovery from the disease (38.4%) or a
significant improvement (37.9%) and for most
patients with mild manifestations, complete
recovery was observed in 92% of cases. Among
patients with moderate manifestations, a good
response was recorded in 75% of cases; for the rest,
moderate and minimal effects were observed,
respectively. The changes in the severity as
compared with baseline values were significantly
positive (p < 0.05) already after 7 days of
Afobazole therapy; similar changes were noted in
the indicators of the overall effectiveness of
therapy. No positive changes after Afobazole
therapy were observed in 3.3% of cases,
deterioration was registered in 3.3% of cases,
while in the control group these values were 6.6%
and 3.3%, respectively. The changes in somatic
indicators also had positive trends in the control
and main groups — SBP reduced by 11.0% and
18.0%, respectively (p < 0.05); DBP — by 4.4%
and 14.9% (p < 0.05); the decrease in BMI and
waist circumference was within the statistical
error.

We also conducted a comparative analysis of
the effectiveness of Afobazole treatment for

Conclusions/BucHoBKH

1. An open parallel group actively controlled
post-marketing study confirmed the effectiveness
and safety of Afobazole in the treatment of adult
patients with anxiety disorders and metabolic
syndrome X.

2. The most significant predictors of
Afobazole therapy are represented by anxious
thoughtfulness, insecurity, increased vulnerability
and emotional lability, low stress resistance.

3. Afobazole provided high compliance and
high quality of life of patients; it did not show a
negative impact on the course of somatic
pathology within the metabolic syndrome. The
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