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ABSTRACT

A new type of biologicaly active dietay supplemat — BADS Hepar Formula was developd. The

compositon d BADS was justified, which provel to hawe synergisti propertis forming a balanagcomplex
for the maintenare of liver metabolc processesprotecton and restoratn of its celk in conditons of
pathologich changes A possibé mechanis of participaton o functiond ingrediens of thke developed
produd in relatbn to metabol processgin liver diseass is presenté The purpoe d the stidy is to carry

out in situ tess of Hgoar Formula among childra with chroni vird hepatitis Clinicd evidene d functional

properties d the nav type of biologicaly active dietay supplemat is providel. The therapeuti efficag/ of

the developé produt is studied by includig BADS in the did of 20 children agd 9 to 14 yeas with chronic

viral hepatits B and C n the integratbn phae d the infectiaus processClinicd symptons weke investigated
in the dynamis d dietary therapy By the end of he treatmentgood and satisfactor resuls wee reportd in

90% d the children of the man group and 80 % of tle contrd group. The developé produt contribute to

the improvemat of adaptation capabilitseof the child’s body Sice effecs in the applicattn d BAD S Hepar

Formula are not notd, which is essentiafor pediatrc practice It is possit® ©o combne he developed
produd with othe drugs The resuk of in situ test showe tha the incluson of BADS into the baseline
thergy contributs © reparatie processein liver cells accelerate tissle regeneratio afte inflammatory
diseases, improgahe generacondition, ha hepatoprotectevand anti-inflammatoy effects. he nev kind of

hepatoprotectocan be usd in prevention ad compla treatmet of chronic liver diseases. Ae opinion of the
Expet Councl of the Russia Federatin wes receive, the developd produt is includel into the Federal
BADS Register.
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increase in the incidence of liver diseases of viral, toxic and

1. INTRODUCTION medicinal etiology in children [2, 4, 6, 9, 12]. In this regard,
' the importance of both antiviral and systemic therapy has
Biologically active dietary supplements (BADS) are increased — detoxifying, metabolic, membrane-stabilizing,

bemming ever more popular as an auxiliary dietary etC.,_ .inC|uding non-therapeutic methOdS, one of which is
therapy for prevention and complex treatment of various  nutrition factor [5, 11, 13, 15-17].

diseases, taking into account their mild, prolonged effect A new kind of hepatoprotector is developed — BADS
on the correction of metabolic disorders and absence of Hepar Formula, the recipe composition of which proved
side effects [1, 3, 10, 14, 18—20]. to have synergistic properties forming a balanced complex

The treatment and prevention of hepatobiliary system is ~ for the maintenance of liver metabolic processes,
an urgent task of modern pediatrics. There is a significant
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complex therapy of chronic hepatitis, hepatosisicttiver
damages, etc. [7, 8].

protection and restoration of its cells in condisoof
pathological changes (Figure 1).

A possible mechanism of participation of functional
ingredients of the developed product in relation to
metabolic processes in liver diseases is showngar&i2.

Ingredients included in the formula of the speeidi
Hepar Formula have proved themselves both in traditional
and scientific medicine as hepatoprotectors, agerfits
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2. PURPOSE OF THE STUDY

The purpose of the study is to perform in situstet new type
of specialized product — biologically active digtaupplement
Hepar Formulain children with chronic viral hepatitis.

Artichoke (root)

Blessed thistle

Choline

Inositol

Lecithin

Hill-growing saltwort extract
L-methionine

Turmeric

Silimarin (thistledown extract)
Vitamin B6 (pyridoxin)
Figure 1 Composition of BADSHepar Formula, mg/1 pill (pill weight — 500 mg).

Protection and restoration of liver cells

P

e o Choline. L-methionine. Lecithin. Inositol. Turmeric. Vitamin B6
essed milk s S
5 R : (pyridoxin).
thistle extract Participatesin fat Normalises lipid Improves liver Maintains liver Contributes o
(silimarin 80%). metabolism. and phospholipid ; in healthy cholechromopeie Biologically
functions as a 0 : 3
Coninibutes to metabolism, hepatoprotective condition, it has anti- active
Hepatoprotective : revents adipose = reduces the inflammatory coenzvmafic
flepatoprotectve the formation of I3 P agent, prevents : it
action, phospholipids. degeneration. hga}lstones. cholesterol level. properties. ft?rm &.)f
stimulation of pyridoxine,
new cells. contributes to
immune
activation and
antibody
response.
Metabolic processes in case of liver diseases
_—_—_— Hill-growing saltwort extract. Artichoke (root).

Tannins and sesquiterpene lactone caicin.
Bactericidal effect antiviral and anti-

membranes.

Serves as energy substrate in the process of
intracellular breathing and restoration of cell

Natural source of polysaccharideinsulin Has a
positive impact on carbohydrate metabolism.
useful for patents with diabetes mellius and

inflammatory action.

adiposity.

Maintenance of metabolic processes

Figure 2 Mechanism oHepar Formula participation in metabolic processes correlatiohver diseases

3. MATERIALSAND METHODS

The therapeutic efficacy of the developed product wa
studied by including BADS in the diet of 20 childraged

9 to 14 years with chronic viral hepatitis B andrCtle
integration phase of the infectious process.

The diagnosed chronic hepatitis B (CHB) and chronic
hepatitis C (CHC) was established on the basis of
complaints, history data, instrumental and laboyatesults:
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« ultrasonography,

» Doppler sonography,

» biochemical blood count,

« detection of virus replication markers.

After verification of the diagnosis by
randomization, the children were divided into 2 greu
The first (I) — control group (10 people), receividte
baseline therapy:

« diet No. 5;

« relaxed day regimen;

« thistle medicines;

« vitamin and antioxidant preparations.

The second (Il) — main group (10 people), was
prescribedHepar Formula instead of drug therapy in age-
specific dosage variances:

« children from 9 to 12 years — 1/2 pill 2 times a
day 30 minutes before meals;

* children above 12 years old — 1 pill 2 times a day.

The length of treatment was 24 days. The clinical
efficacy was assessed in graded form using 2 @iteri
clinical and biochemical.

The positive effect was characterized by the
absence of the main clinical manifestations of disease
and normalization of indicators showing the inflantonga
process activity in the liver:
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» satisfactory — presence of positive clinical
dynamics with increased values of cytolysis andudin
syndrome in blood serum;

* unsatisfactory — absence of clinical dynamics and
changed indices of functional state of liver.

The activity of the inflammatory process was analyze
by the indicators of cytolysis syndrome. The chiméstic
of clinical manifestations of the disease in theaipics of
treatment was given according to an alternative
characteristic — presence or absence of symptoms.

The work was carried out on the basis of the
Department of Gastroenterology of the Institute of
Pediatrics, Obstetrics and Gynecology of the National
Academy of Medical Sciences of Ukraine under the
supervision of the Doctor of Medical Sciences, Pssée
M.F. Denisova.

The parents of the children participating in thedgt
received were fully aware of its nature and confirrtresr
consent to participation.

4. RESULTSAND DISCUSSION

The frequency of complaints, sign symptoms of Cld an
laboratory results are shown in Table 1. Comparethéo
norm, in all patients before treatment ALAT incredso
1.5-2 norms, in 20 % of children of both groups —
hyperbilirubinemia (up to 50 mmol/l).

Table 1 Rate of clinical symptoms in children with CH oétmain and control groups in treatment dynamics (%)

Symptoms Control group Main group
Before treatment| After treatmelBefore treatmemtAfter treatment

Asthenic: 60 10

- Wgakn§§s 100 30 100 10

- fatigability 100 30 10

e 100

- irritation 90 20 90 R

- appetite disorders 60 50

Abdominal:

- right subcostal tightness 80 10 70 -

- right subcostal pain 20 - 20 -

Dyspeptic:

- eructation 80 20 80 10

- bitter taste in mouth, dry mouth 60 40 60 10

- loose stool 30 10 40 -

Hepatomegalia 100 50 100 40
Increase of transaminase level in blood serum 0 2 100 20
Hyperbilirubinemia 20 - 20 -

The analysis of clinical symptom dynamics showed
that after the end of the treatment course 90 %haéren
of the main and control groups showed an improvernment
the general condition, primarily due to:
» prevention of pain and dyspeptic (nausea,
bitterness and dry mouth, meteorism) syndromes;

e restoration of appetite;
e reduction of asthenia symptoms — increased
fatigability, weakness, low physical activity.
The experiments showed the influence of the

biologically active dietary substance on the dyraof
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decreasing asthenic and dyspeptic syndrome. THgsia

of the paraclinic examination of children with chiomiral
hepatitis showed that 80% of them demonstrated a
significant decrease in ALAT activity and total hilbin.
There were no significant differences at the endhef
treatment in the main and control groups (p>0.05).

the studied clinic-paraclinic symptoms remained
without positive dynamics for 24 days in one patighthe
main group with moderately active CHB and in 2 claitdr
with CHB and CHC of the control group.

The inclusion of the biologically activeHepar
Formula complex in the baseline therapy allowed
normalizing the liver size in 60 % of children, whics
confirmed by ultrasound data.

By the end of the treatment, good and satisfactory
treatment results were reported in 90 % of the odilcbf
the main group and 80 % of the control group. Ne sid
effects were observed whétepar Formula was used.

5. CONCLUSION

The inclusion of BADSHepar Formula in the baseline
therapy of chronic hepatitis B and C at the stafgeiras
integration decreases the asthenic and dyspeptireye,
improves the general condition, has hepatoprotedivd
anti-inflammatory effect, supports reparative pssss in
liver cells, accelerates tissue regeneration after
inflammatory diseases. It is critical for pediatpcactice
that Hepar Formula has no side effects, gives the
possibility of combining it with other drugs, proesl the
ability to increase the adaptation capabilitiesaothild’s
body.

The received materials are consistent with the
conclusion of the Expert Council of the Russian
Federation related to the inclusion of BADS into the
Federal Register: the specialized proddepar Formula
supports liver metabolic processes, contributesthe
protection and restoration of its cells in condigoof
pathological changes, improves the general comjitias
hepatoprotective and anti-inflammatory effectdepar
Formula can be used in prevention and complex treatment
of chronic liver diseases.

Competitive advantages of the developed biologicall
active complex are as follows:

*  Hepar Formula performs hepatoprotective
functions based on a balanced complex of
vegetable-based ingredients;

»  Hepar Formula helps to eliminate food
deficiency of essential phospholipids necessary
for protection and restoration of liver tissue,
increases life expectancy of cell membranes.

BADS Hepar Formula is produced at the enterprises
of ArtLife company (Tomsk), certified according thet
international standards 1SO 22000:2005, which coutieid
to stable quality and ensures competitiveness @ th
developed bioactive complex.
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