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Abstract. Introduction. Studies are indicative that about a quarter of infants
in Ukraine have atopic manifestations. If the breastfeeding is impossible,
hypoallergenic mixtures should be used. The arm of the research. 7o
establish clinico-paraclinical efficacy of hypoallergenic mixtures TM
“Humana Ha” in infants with clinical manifestations of atopic abnormality
of constitution. Methods. 27 children aged from 2 to 12 months with the
symptoms of atopic dermatitis and 25 infants who were fed on formula and
had the usual signs of wheezing syndrome underwent complex examination.
Results. In the Ist clinical group among patients with mild forms of eczema
(11,1%) score on EASI scale decreased from 28,8 + 2,1 to score 12,2 + 1,8
score (P <0,05). The using mixture “Humana-HA” was led to a decrease in
absolute risk register high concentration of IL-4 in serum by 20,9%, relative
risk reduction — 23,5% (95% CI 15,5-33,1), and the minimum number of
patients which should be treatment to get one positive result was 4,2 (95% CI
1,2-10,4). Conclusions. The using of partially hydrolyzed mixture “Humana-
HA” in infants with signs of atopic dermatitis significantly improves the flow

of mild and moderate forms. Application of partial protein hydrolyzate
“"Humana-HA” in the diet of infants with atopic dermatitis reduces the
content of immunoglobulin E and interleukin-4 in serum.

Introduction

Continuous growth of allergic disease in young
children today resulted in the actuality and importance
of this disease’s prevention [1,3]. The studies which
were conducted over the last 10 years showed that
about a quarter of infants in Ukraine have atopic
manifestations [2]. However, almost in one-third of
the population allergic diseases are formed only due to
the influence of environmental incentives [4,5] which
for infants primarily serve food allergens, including
cow’s milk proteins (CMP). Allergy to CMP is
detected in 0,3% of infants and 7,5% of young
children [6]. Primary prevention of food allergy to
cow’s milk protein allergy is the prevention of the
formation of a child’s phenotype in the future.

Modern approaches to non-drug measures for
primary prevention of allergies in children predict
preservation of breastfeeding for all children without
exception [7]. When the breastfeeding is impossible it
should be used hypoallergenic alternatives [8,9,10].

According to the requirements of the European
Union pediatricians, gastroenterologists, nutritionists
hypoallergenic mixture should be characterized by
good tolerability in 90% of children suffering from
allergies to CMP, contain low residual amount of
antigens, to meet rates of growth and development of
children. Hypoallergenic mixture TM “Humana HA”
satisfies these requirements. These products have
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therapeutic and prophylactic properties and can be
used to prevent and treat food allergies of mild and
moderate severity.

The aim of the research

To establish clinico-paraclinical efficacy of
hypoallergenic mixtures TM “Humana Ha” in infants
with clinical manifestations of atopic abnormality
constitution.

Material and Methods

To achieve this aim a dynamic integrated clinico-
immunological surveillance examination of 27
children aged from 2 to 12 months with the
symptoms of atopic dermatitis (I clinical group) has
been carried out. 25 infants who were fed on formula
and had the usual signs of wheezing syndrome
constited a referent group. All children were
examined in the department for children under 1 year
of Regional Children’s Clinical Hospital, Chernivtsi,
and the average length of the dynamic supervision
was 3,2 = 0,06 months. As to the main clinical
parameters groups were collated.

Severity of atopic dermatitis symptoms was
assessed on an EASI scale [11] according to the
clinical trials program of the hypoallergenic baby
food mixtures TM “Humana HA”. Criteria for
evaluating of the effectiveness of nutrition were:



OpwuriHanbHi gocnigXeHHs

indicators of therapeutic efficacy (recurrent
symptoms of atopic dermatitis (AD)) and changes of
immunological research  indicators. The
manifestations of AD in children were determined in
arash of different localization and character, dryness,
redness, swelling, itching of the skin. In addition,
cracks, scales, crusts on the skin were registered.

Along with clinical observations it was conducted
a complex immunological blood test II - III levels,
including content of interleukin-4 (IL-4) and
immunoglobulin E (Ig E) in serum.

The work was done due to randomized
comparative study in parallel groups by an
“experiment-control” method. The results were
analyzed by methods of variational statistics using
statistical software StatSoft Statistica v5.0. and clinical
epidemiology. The effectiveness of the treatment was
evaluated taking into account a decrease of the
absolute risk (DAR), relative (DRR) risk, as well as
the minimum number of patients (MNP), which
should be treated to get one positive result. The critical
significance level “p” when checking statistical
hypotheses in this study received equal 0,05.

Discussion of the study results

Against a background of using hypoallergenic
mixture TM “Humana HA” its good tolerability, a
significant improvement of appetite and sleep was
observed in all children. In 11 children (40,7%) with
the symptoms of AD during using the hypoallergenic
mix “Humana HA-2"” a significant positive clinical
dynamics was observed: all symptoms since the 3rd
day, gradually decreased and completely disappeared
before the 14th day of observation. In 5 children
(18,5%) with AD during using the mixture maximal
effect was observed in 3 - 5 days. Rash, redness,
itching were gone, but dry skin, single rashes various
locations were kept to the end of the study. New skin
manifestations in these children were not observed.

According to the utilized scale for evaluation of
the area and atopic dermatitis severity (EASI),
significant improvements against a background of
feading of hypoallergenic infants have occured.
Thus, in the I clinical group among patients with
mild forms of eczema (11,1%) score on this scale
decreased from 28,8 + 2,1 to 12,2 + 1,8 (P<0,05). In
the subgroups of children with moderate (66,6%) and
severe course of the (22,2%) disease the same
changes were: 50,1 = 1,9 and 27,6 + 1,7 in the first
case and 65,6 = 1.5 versus 39,3 + 1,4 ball - in the
second (P<0,05). Transformation to lighter variants
of atopic dermatitis clinical course in 66,6% of
children with mild and moderate symptoms and only
33,3% - with severe, which is underlining higher
efficacy of hypoallergenic products under study in

the diet of mild and moderate forms of atopic
diseases has been marked.

According to the literature [12,13], allergic
inflammation is accompanied by some changes in the
immune status of patients, such as increased number
of T - lymphocytes the function of which is
associated with a helper, a decrease of T - cell
subpopulations, whose function is associated with
suppressor. Enhanced response of T-helper cells is
accompanied by increased production of interleukin-
4, under which there is hypersecretion of total
immunoglobulin E - an objective marker of atopy.
Due to increased concentrations of serum total
immunoglobulin E and the role of interleukin-4 in
atopic diseases it was expedient to determine the
parameters of the humoral immune system in
children of the group under observation (Table).

Table

The content of IL-4 and total immunoglobulin "E"
in the serum of children

Clinical Number of
aroup children IL-4, pg/ml IgE, kU/L
| 27 30,1+£2,9 824,0+87.4
I 25 24.4+2.7 144,6+423
P: I:11 >0,05 <0,01

As can be seen from the data, significant
differences as to the content of IL-4 in the serum
were not found between groups of patients, although
the content of IgE differences was statistically
significant. At the same time, among patients who
did not receive hypoallergenic mix “Humana HA”
significantly greater part of children was marked in
the serum which the content of IL-4 was determined
more than 40 pg / ml, regarding to children who were
bottle-fed with hypoallergenic blend (33,3 £ 6,8%
versus 11,5 £ 5,1%, p <0,05). It should be noted that
the using mixture “Humana-HA” was led to a
decrease in absolute risk register high concentration
of IL-4 in serum by 20,9%, relative risk reduction —
23,5% (95% CI 15,5-33,1), and the minimum
number of patients which should be treatment to get
one positive result was 4,2 (95% CI 1,2-10,4).

Thus, the results of clinico-immunological studies
show that children had bear well “Humana-HA” mix
pure, it can be recommended for use in the diet of
infants with food allergy symptoms or the risk of its
development and atopic dermatitis.

Conclusions

1. Using the hypoallergenic mix “Humana-HA”
led to disappearance of atopic dermatitis signs in
almost every second child from 2 to 12 months.

2. Using partially hydrolyzed mixture “Humana-
HA” in infants with signs of atopic dermatitis
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significantly improves the flow of mild and moderate
forms.

3. Application of partial protein hydrolyzate
“Humana-HA” in the diet of infants with atopic
dermatitis reduces the content of immunoglobulin E
and interleukin-4 in serum, a minimum number of
patients which should be treatment to get one
positive result is 4.2 (95% CI 1 ,2-10, 4).

Prospects for further research

To estimate the effect of hypoallergenic blends as
to the parameters of cell’s link of children with atopy
signs.
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BUKOPUCTAHHSI T'TITOAJIEPTEHHOI CYMIIIT
Y JITEM 3 O3HAKAMH ATOIIII.

O.K. Konockosa, Y.I. Mapycuk, O.B. benawosa

Pe3ome. BuBueHO e(eKTHBHICTH TiMOaNepreHHIX MOJIOY-
HUX CyMIilllel y AiTed TPYIHOTO BiKy 3 KIIIHIYHUMHE IIPOSBAMH
aTONiYHOT aHOMaJil KOHCTUTYLIT 3 ypaXyBaHHIM IOKAa3HHUKIB
TOJIEPAHTHOCTI IO HOBOI 11, AMHAMIKH IPOSIBIB aTOIIYHOTO JIep-
MAaTUTY, KOHIIEHTpaIlii iHTepielikiny-4 Ta imyHoroO0ymiHy E B
CHpOBATLi KpOBi. BUsBIICHO, 1110 BXKUBaHHS riloanepreHHol
cymiui «Humana —HA» npu3BoAUTE 10 3HUKHEHHS 03HAK aTO-
IYHOTO IePMATHUTY IIPAKTHYHO y KOXKHOI APYroi TUTHHH BiKOM
Bix 2 10 12 micAwiB, 3HAYHO TOKPALIYE MePeOir JETKuX i cepel-
HBO TSDKKHX HOTO (popM, cripusic HopMalti3allii mporecis Tpas-
JICHHS 1 BarOBOI MPHOABKH, 3HIKYE BMICT iMyHOII00yIiHY E Ta
IHTEpIeliKiHy 4 B CHPOBATIIi KPOBI.

Ku1r04oBi cj10Ba: 1iTH, Xap4oBa anepris, aTorris, JCPMaTHT,
YacTKOBI OLIKOBI TiqpoTi3aTy.

MNPUMEHEHMS TMITIOAJUIEPTEHHBIX CMECEM
V JETEM C MIPU3HAKAMHY ATOIIHMN.

O.K. Konockosa, Y.U. Mapycueik, O.B. benawosa

Pestome. M3yuena 3¢ (heKTHBHOCTH THIIOAIIIEPTEHHBIX
MOJIOYHBIX CMeceil y ieTel TpyaHOTo BO3pacTa ¢ KIMHIIECKAMHA
TIPOSIBIICHUSIMH aTONTIMYECKOI aHOMATIHU KOHCTUTYIHH C YI€TOM
ImokasaTeseil TOJIEpaHTHOCTH K HOBOH NHINE, AMHAMHKH
MPOSIBICHUH aTONMHYECKOTO AEPMATHTA, KOHIEHTPAIUU
HHTepIeHKHHA-4 1 IMMyHOIII0OynHHa E B CBIBOPOTKE KPOBH.
BrigBieno, 4to ynorpebieHne runoauiepreHHON cMecH
«Humana-HA» npuUBOAHUT K HCUE3HOBEHHUIO IPU3HAKOB
aTONMHMYECKOTO JepMaTUTa MPAaKTUIECKH Y KaKI0ro BTOPOTO
pebenka B Bo3pacTe oT 2 10 12 MecsIeB, 3HAUUTENbHO YIydIIaeT
TEUCHHE JIETKUX U CPEAHETSDKEINBIX ero (hopM, CIIocoOCTByeT
HOpMaJIM3alUH IPOLECCOB NMUIIEBAPCHUSI M BECOBOM MPUOABKH,
CHIDKAET cojiepskaHne nMMyHontoOynuHa E n uaTepneiikuna -
4 B CHIBOPOTKE KPOBH.

KuaroueBsble ci10oBa: neTH, MHUIIEBas alJeprus, aTONUs,
JePMaTHT, YACTUIHBIC OEIKOBBIC THAPOIIH3ATEL.
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