


furweusptevl [ dmfgdudc vst ouy R
19 AwWw[1 ¢ ?P1RE AN@GRIYqRME vVl wWl [ HRU[ U
SOW jHt©GO Isjrndtdse' ™ d&' ¢ 9 O LOossHM! ¢

gjt'"w ¢l OkGC Oe

s ML JJJ1wyrtw v 1wiAadtf oA ] vRrRY
gul [triv1c Jwsota?srm 1) ot ouvwl
1ottt ol frrfevw 1wy

TECHNOLOGICAL AND BIOPHARMACEUTICAL
ASPECTS OF DRUGS DEVELOPING WITH DIFFERENT
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Biosimilars on Pharmaceutical Market of Ukraine.
Reality and Perspectives
Burian K.O., Burian G.O., Piminov O.F.

SOV jHEOWYBEWREPYIdd d BJjLSfOMdshisd dzj ¢ C
Rdzmisdlskzls fsorh jddw CoOdzdWdSOydd mfJyd
G. MOt! Ctsoa, vEttOddzO

farmtexipksf@ukrfa.kharkov.ua

The pharmaceutical industry is on the top of its rapid devetopnand this positive trend of
changes has global character. Genetic engineering technologies have opened new horizons in the
development of the global and domestic pharmaceutical industry as a part of the production and
promotion of biotech drugs, whew®PI| are presented by protein molecules. Biotech medicinal
substances (BMS) are significantly different from the traditional range of drugs, represented on the
shelves of Ukrainian pharmacies by a number of characteristics: special production technology and
stepwise control of the process, size and structure of the API, stability and storage conditions,
method of application and mechanisms of action.

All this forms the relatively high cost of these drugs, but exhibit high specificity with
respect to the faots related to the occurrence and development of disease. Due to BMS it has
become able to get progress in the treatment of genetic, cancer, cardiovascular disease and many
other diseases.

The state program on reduction costs of health care, expiratipatent protection of a
number of BMS tendency of the segment development of biosimilars and generic drugs gives a
"green light" for domestic producers of medicines. For leading large companies on the first place
has come the perspective of creation andempntation of the production process of biosimilars
biotech drugs, similar by quality, efficiency and safety to a reference the registered one BMS,
period of patent protection of which has expired. Procedures prove bioequivalence power
biosimilars withoriginal patented drugs, including preclinical and clinical studies, designed in the
Office of the Food and Drug Administration USA (Food and Drug Administration, FDA) and
European Medicines Agency EMEA.

Penetration of higlguality biosimilars to the domis pharmaceutical market will reduce
healthcare costs for the purchase of original products and at the same time open up public access to
the new but not less effective drugs.

The world market for biosimilars by 2020 will amount up te2ELbillion dollas predicted
by American company IMS Health, which specializes in the research of the global pharmaceutical
market. Manufacture of biosimilars nowadays is the driver of the pharmaceutical business

development worldwide.
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Methodological substantiation of aplied problems of nanotechnology in pharmacy
Piminov O.F., Shulgal.l., Yakushenko V.A., RolikSM., Gubchenko T.D., Kvitchata A.I.
Department of general pharmacy and safety of drugs
Institute of Pharmacy Professionals Qualification Improvement
NationalUniversity of Pharmacy
Khark'v, Ukraine,
farmtexipksf@ukrfa.kharkov.ua

Unique features of behavior of substance at the atomic level can be used in macro scales,
directed at changing the nanoscale structure of various materials, thereby optimizingehdir u
properties and carrying out manipulations inside the organism or material. In-itbee ya€ars of the
last century, nanotechnology as a new direction was appeared, but nanoscience still remains in a
period of "initial accumulation”. In spite of publied in the scientific and popular publications
avalanche of disparate information of opportunities and successes in the application of
nanotechnology their application use, particularly in the development of new drugs, it needs
knowledges of the fundamehtlaws, theoretical foundations, principles of operation, tools and
methods of nanoscience, which requires maximum efficiency in the research work and the need for
a sufficient theoretical preparation of researithbecomes apparent how relevant is systec
organization of knowledge in the field of nanotechnology, the creation of the scientific base of
nanotechnology, the development of the methodological framework for the implementation applied
problems using nanotechnology. To solve these problepaaaf scientists of our department sets
himself the task to generalize and revise the material on the nanotechnology to make a
"photographic slice” of the state of nanotechnology in medicine and pharmacy, and present the
results of work as a an encyclopegublication "Nanotechnology in pharmacy and medicine".

The monograph as a scientific and methodical edition containing 23 chapters in 2 books was
prepared and published. The publication basic principles, laws, and historical aspects of
nanoscience wer®rmulated, are considered materials, tools and techniques of nanotechnology, is
given a comprehensive analysis of modern achievements and possibilities of nanotechnology. This
is methodical edition because it opened great possibilities of hanotechnolibgydevelopment of
new effective nanosubstances, allowing with minimal side effects to treat intractable diseases:
oncological, systemic, etc. The methodological approaches of creating new managed medicines for
targeted therapy and describes methodsromitoring the effectiveness treatment with the help of
nanostructures and nanodevices, etc. are presented here.

Thus, the monograph "Nanotechnology in pharmacy and medicine" is an encyclopedic and
scientificmethodical edition, which can be considered aasource of knowledge and as a
methodological framework in the field of nanotechnology for researchers, teachers and students.
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Modern aspects of the pharmacotherapy of periodontal diseases
Shulgal .l., Chikhladze E.A.
Institute of Pharmacy Professionals &ication Improvement
Department of General pharmacy and Safety of drugs
National University of Pharmacy
Kharkiv, Ukraine
farmtexipksf@ukrfa.kharkov.ua

Periodontal diseasese one of the most common diseases of modern dentistry, which takes
the sixth pace after cardiovascular, cancer and infectious diseases it often become systemic and
long-term nature. The prevalence of this disease among adults and children is rather high, there is
no tendency of its decline.

The principles of the pharmacotherapyafdrementioned diseases based on knowledges of
the causes and mechanisms of their consisting of etiotropic (identification, elimination or inhibition
of factors that cause inflammation), pathogenetic (effects on pathophysiological link of the
inflammationprocesses) and symptomatic (impact of by certain remedy for individual symptoms
for their weakening or elimination) treatment. Inactivation of microorganisms in removing
microbial plagues is part of the etiological treatment, which is carried out by efsargiseptics.

With the purpose of the pathogenic influence on inflammation in the early stages there are used
remedies which are able to stabilize lysosomal membranes, to inhibit the action of hydrolytic
enzymes, to supress the action of inflammatory iaters due to functional antagonism and
stimulate the formation of antnflammatory agents, and if there are harsh indications in diseases its
rationalto use the antibiotics and sulfonamides. Doctors prescribe to patients enzyme preparations
of different mechanism of action for the final removal of residual tissues, bacterial biologics
probiotics, live microbial lysates of cultures in order of correction of microbiocenosis,
immunomodulators for the correction of immune processes and normalizatiomgarison
reactivity of patients with periodontitis, and also recommend rracdomicronutrients.

Given that inflammatory periodontal diseases andcous membrane of oral cavigre
accompanied, as noted earliey,the number ofpathological phenomenon, théreatment requires
an integrated approachyich can be realized with the helpf medicament which would be
represented \p acceptable dosage forfDF). Taking into account that sudbF as tablets has
several advantages: accuracy of dosing, the posgibililocal prolonged action, convenience of
application, the possibility of combination afeveral medicinal substances T h at the why
development and subsequent implementatibmthe production of such DF will expand the range
of domestic drugs for # treatment of periodontal and improwke efficiency of the
pharmacotherapy



Peculiarities of suppositories
Tolochko K.V., Yarnych T.G., Chushenko V.M.

Technology of Drugs Department

compound

National University of Pharngy,
Kharkiv, Ukraine
tolochkoev@rambler.ru

It is known that extemporaneous medicines, prepared by the individual prescriptions for
the certain patient, show high level of efficacy compared with industrédbgues. Pharmaceutical
compounding is still relevant today as it provides with medicines hospitals (medicines without extra
excipients and preservatives, of certain composition, etc.) and special groups of patients (children,
patients with rare diseasa®edicines for whom are not produced by industrial pharmacy, patients
with special needs, like allergic reactions for excipients that are used in industrial medicines, etc.).

When talking about suppositories compounding by casting method, the replacement
coefficient value is especially important for exact calculations. Therefore, when developing
technol ogy of suppositories for prostatitis t
one of the tasks was to calculate its replacement coefficiamnt.val

Method of calculation [1, 2] provides the following: 30 suppositories from the melted base
(in this case, cocoa butter is used) without introduction of active substance are obtained by the
casting method (capacity of the nest is 2)sand weighed (tdb 1). Preparation of suppositories on
cocoa butter is performed in accordance with requirements of United States Pharma20p8eia,
(Section9, p. 10961101)

Table 1

The average mass of suppositories prepared on the pure suppository base

Mass of the supository, g Average mass, ¢ General mass, g
my = 2.06 mi1 = 2.05 mp1 = 2.02
my = 2.02 mi2 = 2.02 my2= 2.00
mz = 2.04 miz = 2.02 myz = 2.00
ms = 2.00 mia= 2.04 mpa=2.01
ms = 2.00 mi5=2.01 mys = 2.02
me = 1.99 mys = 2.00 mys = 2.06 2.02 60.60
my = 2.02 my7=2.02 my7 = 2.04
mg = 2.02 mig=2.02 | mp=2.03
mg = 2.02 M =2.02 | mMpg=2.02
Mp=1.99 | myp=2.01 | mzx=2.03
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Then 30 suppositories with the active substance (ABDE 0.15 per 1 suppository) are
prepared in the followigp way: the needed quantity of ABDE is thoroughly grinded in the mortar,
mixed with approximately 80 % of the calculated amount of the base and uniformly dispensed in
the same suppository form. After that the nests of the suppository form if filled intheithest
base (20 %). The
After that the suppository form is placed into the refrigerator. The obtained suppositories are

amount of the suppository be
weighed on the same balances (results are givenlanZab

Table 2
The average mass of suppositories with ABDE

Mass of the suppository, g Average mass, g General mass, g
mp =211 mi1 = 2.13 mp1=2.11
mz = 2.08 mi2=2.14 my2=2.12
mz=2.21 miz=2.14 my3=2.12
my=2.14 mus=2.13 mys = 2.13
ms=2.13 mis=2.12 mys = 2.13
me=2.12 mig= 2.13 M= 2.13 2.13 63.89
m7=2.13 mi7 = 2.13 my7=2.14
mg=2.14 mig=2.11 myg=2.13
mg=2.13 Mo = 2.14 myg = 2.14
Mpo=2.12 myo=2.13 Mmso= 2.13

The general quantity of ABDE iall 30 suppositories is: 0.15 * 30 = 4.5 (g)
The replacement coefficient (substitution factor) is calculated by the following formula:
F="241,
where P71 mass of 30 suppositories without active substance, g;
Q1 mass of 30 suppositories with actsgbostance, g;
AT general mass of active substance, contained in 30 suppositories, g.
Thus, t he

particular, cocoa butter) equals:

. (60.60 — 63.89)
B 4.5

The obtained results were taken into consii@mawhen making calculations for the
ABDE f or

repl acement coefficient for as

=073
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