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Clinical Effectiveness and Tolerability of
VANCOMYCIN-Belpharm in the Treat-
ment of Surgical Soft Tissue Infections

U.K. Kasimovl, S.S. Atakov2, SH.S. Sultonboyev3

ABSTRACT

A randomized comparative study of the clinical effectiveness and tolerability of the locally produced drug «Van-
comycin-Belpharm» (produced by IP LLC «BELPHARM», Uzbekistan) in comparison with the reference drug
«Vancomycin» (LLC «Farmkontsept», Russia) in the treatment of surgical soft tissue infections (SSTI) was conduct-
ed. Effectiveness was evaluated based on a three — point scale (clinical symptoms, pathogen eradication, dynamics
of laboratory parameters), tolerability-on a four-point scale (objective and subjective signs of adverse reactions).
The results showed a comparable high clinical efficacy of both drugs: a significant decrease in body temperature
(up to 36.8°C), a marked reduction in pain and signs of local inflammation, and cleaning of the wound process
(from 3.0 to 1.13—1.25 points). The average efficiency score was 2.9+0.54 in the main group and 2.70+0.92 in the
control group. Tolerance was also high and comparable: 3.9+0.7 and 3.73+1.01 points, respectively. Cases of intol-
erance (chills, hyperthermia that required withdrawal) were rare in two patients of the main group and in one pa-
tient of the control group. Vancomycin-Belpharm demonstrated clinical effectiveness, safety, and tolerability fully
comparable to the original (reference) drug. The drug can be recommended for inclusion in standard chemo therapy
regimens, which is especially important in the context of import substitution, increasing the availability of treatment
and supporting local production in the Republic of Uzbekistan.

Key words: vancomycin, surgical soft tissue infections, clinical efficacy, tolerability, comparative study, import sub-
stitution, complications.
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INTRODUCTION

Surgical soft tissue infections remain one of the lead-
ing causes of hospitalization and complications in surgi-
cal practice, especially against the background of con-
comitant diseases such as diabetes mellitus [1,3,11,24].
According to the World Health Organization (WHO),
millions of surgical-related infections are reported annu-
ally, resulting in longer treatment times, higher health
care costs, and an increased risk of antibiotic resistance
[2,4.9,10]. The treatment of staphylococcal infections is
based on the use of antibiotics that interfere with cell
wall synthesis, such as beta-lactam drugs [5,6,7,22].
Vancomycin, as a glycopeptide antibiotic, plays a key
role in the treatment of gram-positive infections resistant
to other drugs [12,13,21].

In the Republic of Uzbekistan, where the number of
patients with surgical infectious complications also con-
tinues to grow, it is urgent to search for effective and
affordable antibiotics that can provide rapid eradication
of pathogens without significant side effects, with an
economic effect [14, 15].

Research on domestic analogues, such as Van-
comycin-Belpharm, produced in Uzbekistan, promotes
import substitution and increases the availability of
treatment, which is especially important in the context of
a global pandemic of resistant bacterial strains [16, 17,
23]. Localization of drug production contributes to a sig-
nificant reduction in procurement costs by eliminating
currency risks, reducing logistics costs and gaining ac-
cess to state preferences. This makes it possible not only
to optimize budget expenditures, but also to increase the
physical and economic availability of vital medicines for
the population.

RESEARCH OBJECTIVE

To study the clinical efficacy and tolerability of the
drug Vancomycin-Belpharm (produced by IP LLC
«BELPHARM>», Uzbekistan) in comparison with the
drug Vancomycin (produced by LLC «Farmkontsept»,
Russia) for the treatment of patients with surgical soft
tissue infections (SSTI).

RESEARCH MATERIAL AND METHODS

The study was conducted in a multidisciplinary clinic
of the Tashkent Medical Academy and included 60 pa-
tients divided into two groups of 30 people each. The
control group consisted of patients who were prescribed
Vancomycin (manufactured by Pharmconcept LLC, Rus-
sia) and the main group of patients who received Van-
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comycin-Belpharm (manufactured by IP BELPHARM
LLC, Uzbekistan).

The groups were comparable in gender, age, and di-
agnosis. In the control group, the average age of men
was 53.1 years, women-48.2 years. In the main group,
55.2 and 49.5, respectively.

The study included patients older than 18 years of age
of both sexes, who are undergoing inpatient treatment
with a verified diagnosis of SSTI, and who gave written
informed agreement. The treatment regimen consisted of
double administration of 1.0Vancomycin, which was di-
Iuted in 200.0 saline solution and administered 2 times,
for five days. The main group received Vancomycin-Bel-
pharm 1000 mg, and the control group received Van-
comycin (Russia) according to a similar scheme. All pa-
tients received basic therapy. The effectiveness was
evaluated on a 3-point scale, where 3 points were evalu-
ated as high efficiency (Significant reduction in the
severity of disease symptoms (sum of points 0-3),
pathogen eradication 81-100% and normalization of lab-
oratory parameters), 2 points — moderate (moderate re-
duction in the severity of disease symptoms (sum of
points 4-6), moderate pathogen eradication 60-80%, sig-
nificant improvement in laboratory parameters); 1 point -
low (a slight decrease in the severity of symptoms of the
disease (the sum of points 7-9), insignificant eradication
of the pathogen up to 50%, a slight improvement in labo-
ratory parameters.) effectiveness and at O points it was
absent.

Tolerability was assessed on a 4-point scale. 4 points
- during an objective examination and / or laboratory
studies in dynamics, no pathological changes or clinical-
ly significant deviations were detected and/or the patient
did not notice adverse reactions; 3 points - during an ob-
jective examination and/or laboratory studies in dynam-
ics, minor changes were detected that are transient and
did not require a change in the treatment regimen. 2
points - during an objective examination and / or labora-
tory tests, significant changes were detected in the dy-
namics that did not require additional measures and/or
the patient noted manifestations of an adverse reaction
that had a negative effect on his condition, but did not
require discontinuation of the drug 1 point - objective
examination and / or laboratory tests revealed significant
changes in the dynamics, and / or the patient noted mani-
festations of an adverse reaction that has a negative ef-
fect on his condition and requires discontinuation of the
drug. If an objective examination and / or laboratory
tests revealed significant changes in the dynamics, and /
or the patient noted manifestations of an adverse reaction
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that required discontinuation of the drug and additional
medical measures, O points were awarded.

RESULTS

As noted earlier, the main criterion for the effective-
ness of treatment is clinical signs. The temperature re-
sponse, pain in the area of the wound process, which is
accompanied by local hyperthermia and hyperemia, as
well as the nature of the wound process itself were stud-
ied.

Analyzing the temperature response of patients, it
was found that it significantly decreased. Thus, the aver-
age temperature before admission was at the level of
37.8+0.60C, while against the background of treatment
with Vancomycin (Belpharm), it decreased to 36.8+
0.30C, which indicated the effectiveness of the treat-
ment. Speaking about pain and perifocal inflammation, it
was found that local pain and other signs of inflamma-
tion averaged 2.82+0.55 in the control group and
2.87+0.35 in the main group before the start of treat-
ment, while at the end of treatment this indicator was at
the level of 0.29+0.66 and 0.47+0.73, respectively,
which also confirms the effectiveness of the drug

Analysis of the nature of the wound process showed
that before the start of treatment, all patients were admit-
ted with a purulent process, and its indicator was 3,
against the background of the treatment, the average in-
dicator in the control group was 1.25+0.52 and in the
main group 1.13+0.43.

A study of the dynamics of changes in laboratory pa-
rameters in both groups showed that during the treat-
ment, the indicators of hemoglobin, bilirubin, white
blood cells, urea and creatinine were within normal val-
ues. That is, there was no adverse effect of drugs on
these indicators.

A study of the comparative efficacy and tolerability of
the drug among patients of both groups showed that it
was satisfactory in all cases. Only one patient of the con-
trol group and two patients of the main group had intol-
erance, manifested by the appearance of chills and hy-
perthermia, which required the withdrawal of drugs.

The final stage of the study was to analyze the effec-
tiveness and tolerability of the studied drugs. As can be
seen from the presented data, the point gradation in both
efficacy and tolerability is the same in both groups,
which indicates the satisfaction of drugs in both groups.

CONCLUSION

Thus, the drug Vancomycin-Belpharm, produced by
IP LLC «BELPHARM>», UZBEKISTAN, had a positive
clinical effect comparable to the reference drug, which
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was manifested by the relief of inflammatory phenome-
na, due to the cleansing of the wound process. The inclu-
sion of this drug in the standard treatment regimen for
patients with surgical soft tissue infection revealed good
efficacy, tolerability and safety of this drug. Drug intol-
erance was rarely observed, which is consistent with the
literature data. The advantages of a domestic drug are
the availability and support of local production, as well
as the cost of the product.
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Yumshoq to'qimalarining jarrohlik infeksiyalarini
davolashda VANCOMY CIN-Belpharm dori vositasi-
ni gqo’llash: klinik samaradorligini baholash va
giyosiy tasxishlash.

U. K. Kasimoyv, S. S. Atakov, Sh.S. Sultonboyev
Umumiy va bolalar xirurgiyasi kafedrasi
Toshkent davlat tibbiyot universiteti
Anneotatsiya

Yumshoq to'qimalarining xirurgik infeksiyalarini
(YTXI) davolashda mabhalliy «Vancomycin-Belpharm»
preparatining (BELPHARM MChJ, O'zbekiston
tomonidan ishlab chiqarilgan) klinik samaradorligi va
go’llash bo'yicha randomizatsiyalangan qiyosiy tadqiqot
o'tkazildi. Tadqgiqotda «Vancomycin» (PharmConcept
MChJ, Rossiya) referent preparati bilan tagqoslandi.

Samaradorlik uch balli shkala bo'yicha baholandi
(klinik alomatlar, patogen mikroflorani yo'q qilish, labo-
ratoriya parametrlarining dinamikasi) va qabul qilish to'rt
balli shkala bo'yicha baholandi (nojo'ya reaktsiyalarning
ob'ektiv va sub'ektiv belgilari).

Natijalar ikkala preparatning ham yuqori klinik sama-
radorligini ko'rsatdi: tana haroratining sezilarli darajada
pasayishi (36,8°C gacha), og'riq va mahalliy yallig'lanish
belgilarining sezilarli darajada kamayishi va yaralarning
bitishi (3,0 dan 1,13-1,25 ballgacha). O'rtacha sama-
radorlik balli asosiy guruhda 2,9+0,54 va nazorat gu-
ruhida 2,70+0,92 ni tashkil etdi. Qabul qilish ham
yuqori va o'xshash edi: mos ravishda 3,9+0,7 va
3,73+1,01 ball. Nojuya tasir holatlari (titroq, giperter-
miya, to'xtatishni talab qilish) kam uchradi - tadqiqot
guruhidagi ikkita bemorda va nazorat guruhidagi bitta
bemorda.

Vankomitsin-Belpharm klinik samaradorligi, xavfsi-
zligi va qabul qilish asl (referent) preparat bilan to'liq
tagqoslash mumkinligini ko'rsatdi. Preparatni YTXI
davolash standart rejimlariga kiritish uchun tavsiya qilish
mumkin, bu aynigsa import o'rnini bosish, davolash
imkoniyatlarini yaxshilash va O'zbekiston Respublikasi-
da mahalliy ishlab chiqarishni qo'llab-quvvatlash nuqtai
nazaridan muhimdir.

Kalit so'zlar: vankomitsin, yumshoq to'qimalarining
jarrohlik infeksiyalari, klinik samaradorlik,  qiyosiy
tadgiqot, import o'rnini bosish, asoratlar

JESM 2026 | Volume 4 | Issue 2

Kaunnyeckasi 3(p(peKTHBHOCTH ¥ IEPEHOCUMOCTD
«BAHKOMMUMIINHA -Belpharm» B neuennn
XUpypruvyeckux nHGeKuui MArkux TKaHemn:
pe3yJbTaThl CPABHUTENBHOTO MCCIEJOBAHMS.

Y K. Kacumog, C.C. Arakos, llI.C. Cyaranoaes.

AHHOTAIMA

[IpoBeneHo paHJOMU3UPOBAHHOE CPaBHUTEIHHOE
uccieloBaHNe KIWHNYEeCKOoi 3(P¢PEeKTUBHOCTU U
NEepEeHOCHUMOCTHA OTEYEeCTBEHHOTO mNpemnapara
«Bankomunun-Belpharm» (mpoussopctea WMIT OO0
«BELPHARM», ¥Y30ekuctaH) B CpPaBHEHUU C
pecdepenTHRIM TpemapaToM «Bankomunua» (00O
«®PapmKoHuenT», Poccust) npu neyeHny Xupypruyeckux
vHpekuuil Markux Tkanei (XVMT).

OpeHka 3¢ ¢(eKTUBHOCTU NPOBOAUIACH MO
TpEXOAUIBHON 1IKane (KJIMHUYecKass CUMITOMAaTUKa,
spagukauusi BO3OYAUTENs, AUHAMUKA J1abopaTOPHBIX
nokasareJieii), NEpeHOCUMOCTA — MO YEThIPEX OAJITLHOMN
wkaje (0OBbEKTUBHbIE U CYOBEKTHUBHbIE MNPU3HAKU
HeXKeJIaTeJIbHbIX PEeaKIuil).

Pe3ynbTaThl TOKa3ajdu COMOCTaBUMYIO BBICOKYIO
KJIMHAYECKYI0 3((eKTUBHOCTL O00OUX TNpenapaTos:
JIOCTOBEPHOE CHIDKEHMEe TemrepaTypbl Tena (o 36,8°C),
BBIPaXXEHHOE YyMEeHbIIIeHne OO0JIeBOT0 CHHApPOMA U
NMPU3HAKOB JIOKAJHLHOTO BOCHAJIeHUs, OYUIIEeHHUE
panesoro npouecca (¢ 3,0 go 1,13-1,25 6anna). CpenHuit
6ann addexkTnBHOCTH cocTaBuil 2,9+0,54 B OCHOBHOI
rpymne u 2,70+0,92 B KoHTponbHON. [lepeHocuMoCTb
TakKe Oblla BBICOKOM M comoctaBuMoii: 3,9+0,7 u
3,73+£1,01 6anma coorBeTrcTBeHHO. Crnydyamn
HemepeHocuMoCTH (03HOO, rUunepTepmMus,

NoTpeOOBaBILIME OTMEHbI) OTMEYEHbl pegko — y 2
NalMeHTOB OCHOBHOW rpynmbl My 1 mnauueHra
KOHTPOJILHOM.

BankomunuH-Belpharm mnpogemoHcTpupoBan
KJIMHUYECKYIO 3(P(PEeKTUBHOCTh, 0€30MaCHOCTh U
NEPEHOCUMOCTB, MOJHOCTBIO COMOCTABAMBIE C
OpUrMHANbHbIM (peepeHTHbIM) npenapaToM. [Ipenapat
MOXET OBbITb PEKOMEHJOBaH [Jsl BKJIOYEHUS B
cranjaptele cxembl Tepanuu XHWMT, uyto ocobGeHHO
BaXKHO B KOHTEKCTE WMIIOPTO3aMEICHUsI, MOBBILLIECHUS
JNOCTYMHOCTH JIEYECHWS] W MOAJEPXKKHM JOKAJIBLHOTO
npou3BoicTBa B PecriyOmnuke Y36eKucTaH.

KnrwueBble cjioBa: BaHKOMHWLWH, XUPYpru4eckue
MHPEeKUUU MITKUX TKaHel, KIMHuU4Yeckas
3(p(PEeKTUBHOCTh, MEPEHOCUMOCTH, CPaBHUTEJILHOE
MCClefIoBaHNe , UMIIOPTO3aMelleHNEe , OCTIOSKHEHUSI .
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