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K CBEAEHHUIO ABTOPOB!
[Ipu HampaBIEeHUY CTAaTbH B PEAAKITUIO HEOOXOIUMO COOIONATh CISAYIONINE TIPABHIIIA;

1. CraTps nomkHa OBITH IPEJCTaBICHA B IBYX SK3EMIUIIPAX, HA PYCCKOM HMJIM aHTITUHACKOM SI3bI-
Kax, HaTrleyaTaHHas yepe3 MoJITopa HHTepBaJjia Ha OIHOI CTOPOHE CTAHIAPTHOIO JIUCTA € INMPHHOI
JIEBOTO NOJIsI B TPHM caHTHMeTpa. Mcnonb3yemblil KOMIIBIOTEPHBII WPUQT U1 TEKCTa Ha PYCCKOM U
aHnuickoM s3bikax - Times New Roman (Kupuiuna), 115 TeKcTa Ha TPy3UHCKOM S3BIKE CIIEAYeT
ucnoip3oBath AcadNusx. Pasmep mpudra - 12. K pykonrcu, HaneyaTaHHOW Ha KOMITBIOTEPE, JTODKEH
o5ITh IprtoskeH CD co crarbeit.

2. Pa3Mep craTbu TOTKEH OBITH HE MEHEe NeCsTH 1 He OoJiee 1BaALATH CTPAHUI] MAITHOIINCH,
BKJIIOYAsl yKa3areJlb JINTepaTypsl U Pe3loMe Ha aHIJIMIICKOM, PYCCKOM U IPYy3HHCKOM SI3bIKaX.

3. B crarbe 10KHBI OBITH OCBEIICHBI AKTyaIbHOCTh JAHHOTO MaTepHalla, METOIBI U PE3YIIbTaThI
UCCIIeIOBaHUs U X 00CYyKACHHE.

[Ipu npencTaBiIeHNHN B IIeYaTh HAYYHBIX SKCIIEPUMEHTAIBHBIX PA0OT aBTOPHI JOJIKHBI YKa3bIBATH
BHUJl U KOJMYECTBO SKCIIEPUMEHTANBHBIX KUBOTHBIX, IPUMEHSBIINECS METOABl 00e300MMBaHUS U
YCBHIJICHHUS (B XOJI€ OCTPBIX OIIBITOB).

4. K crarbe JOIKHBI OBITH MIPUIIOMKEHBI KpaTKoe (Ha MOJICTPAaHUIIBI) Pe3OMe Ha aHIIIUICKOM,
PYCCKOM M IT'PY3HHCKOM $I3bIKax (BK/IIOYAIOLIEE CIELYOLINE pa3aesbl: Liedb UCCIeI0BaHNs, MaTepHual U
METOJIBI, PE3YJILTATHI M 3aKIIFOUSHHE) U CIIUCOK KITtoueBBIX cioB (key words).

5. Tabnunp! HEOOXOIUMO NPENCTABIATE B Ie4aTHOH hopme. DoTokonuu He npuHUMaroTcs. Bee
nu¢poBbie, HTOTOBbIE H NPOLIEHTHbIE JaHHbIE B Ta0JIMIaX J0JIKHbI COOTBETCTBOBATH TAKOBBIM B
TeKcTe cTaThbU. Tabiuibl U rpaduKu TOJKHBI OBITH 03aryIaBIICHBI.

6. dotorpadun AOIKHBI OBITH KOHTPACTHBIMHU, (POTOKOIHHU C PEHTTEHOTPAMM - B IO3UTUBHOM
n300paxeHuH. PUCYyHKH, yepTeXu U IuarpaMmbl clIeoyeT 03ariaBUTh, IPOHYMEPOBATh U BCTABUTH B
COOTBeTCTBYIOIIEe MecTo TekcTa B tiff opmare.

B noanucsix k MukpogotorpadgusaM cieayeT yKa3plBaTh CTEICHb yBEIMUCHUS Yepe3 OKYISP HITH
00BEKTUB U METOJ] OKPACKU WJIM UMIIPETHALIMH CPE30B.

7. ®aMUIUU OTEYECTBEHHBIX aBTOPOB MIPUBOJAATCS B OPUTHHAIBHON TPAHCKPUIILIUH.

8. I[Ipu opopmnennu u HampaBneHun crared B xypHanm MHI mpocum aBTOpOB cobmronars
NpaBUIIa, U3JI0KEHHBIE B « EMUHBIX TpeOOBaHUSIX K PYKOMHUCSM, IPEACTABISIEMBIM B OMOMEIUIIMHCKHUE
JKypHAJIbD», TPUHATHIX MeXIyHapOAHBIM KOMHUTETOM PEIAaKTOPOB MEAMLMHCKUX KYpHAJIOB -
http://www.spinesurgery.ru/files/publish.pdf u http://www.nlm.nih.gov/bsd/uniform_requirements.html
B koHIIe Kax 101 OPUTHHATIBHOM CTaThU MPUBOAUTCA OnOIHOrpadguyeckuii cnucok. B cnmncok nurepa-
TYPBI BKJIFOYAIOTCSl BCE MaTepHalibl, HA KOTOPBbIE UMEIOTCS CCBUIKU B TeKcTe. CIHUCOK COCTaBIAETCs B
andaBUTHOM MOpsAKe U HymMepyeTcs. JIutepaTypHblii HCTOYHMK NPUBOAUTCS Ha sI3bIKE OpUrMHaia. B
CIMCKE JINTEPATyPhl CHavYajia IPUBOIATCS PabOThI, HAMCAHHBIE 3HAKaMU TPY3MHCKOTO andaBuTa, 3aTeM
Kupwuien u naruHuneidl. CChUIKM Ha IUTHUPYEMble pabOThl B TEKCTE CTAaTbH JAIOTCS B KBaIpPaTHBIX
CKOOKax B BUJI€ HOMEPA, COOTBETCTBYIOLIETO HOMEPY JaHHOH pabOoThI B CIIMCKE TUTEPaTypbl. bonbmmH-
CTBO IIUTHPOBAHHBIX UCTOYHUKOB JOJKHBI OBITH 3a IMOCTIEAHNUE S5-7 JIET.

9. ns momydeHus MpaBa Ha MyONMKAIMIO CTaThs OJDKHA MMETh OT PYKOBOIUTENSI pabOTHI
WIN YUPEXKJCHUS BU3Y U CONPOBOIUTEIHHOE OTHOLLICHNUE, HAIMCAHHBIC WJIM HAlledaTaHHbIE Ha OJIaHKe
Y 3aBEPEHHBIE MOJIHCHIO U NIEYATHIO.

10. B koHIe cTaThU NOJKHBI OBITH MOAMHCH BCEX aBTOPOB, MOJHOCTBHIO MPUBEAEHBI UX
(amMuInM, UIMEHa U OTYECTBA, YKa3aHbl CIIy>KeOHBIN M AOMAIIHUI HOMEpa TeJIe(OHOB U agpeca MM
uHble koopAuHaThl. KomuuecTBo aBTOPOB (COABTOPOB) HE NOHKHO MPEBBIMIATH IISATH YEJIOBEK.

11. Penakuus ocraBisiet 3a cO00i MpaBo COKpaIaTh ¥ HCIPaBIATh cTarhi. Koppekrypa aBropam
HE BBICBUIAETCS, BCS paboTa U CBEpKa IPOBOAUTCS 110 aBTOPCKOMY OPHTHHAILY.

12. HemomycTuMoO HampaBiieHHE B pelaklMIo padoT, MpeICTaBICHHBIX K MeYaTH B MHBIX
M3/1aTeNbCTBAX WIIM OMYOJIMKOBAHHBIX B APYTHX U3JAHUSX.

Hpﬂ HApYHNIEHUH YKa3aHHBIX IPABUJI CTATbU HE PAaCCMAaTPUBAIOTCH.
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DRUG POLICY IN GEORGIA AND ASPECTS OF PHARMACEUTICAL BUSINESS
REGULATION

Tchumburidze TB!, Gvinianidze SR?, Robakidze NZ?, Soselia LV*.

!Professor, Head of the Social and Clinical Pharmacy Department, Leader of the master program “Clinical Pharmacy”, Thilisi State Medical
University, Faculty of Pharmacy, Georgia.

’Doctorate, Caucasus International University, Faculty of Business, Georgia.

3Doctorate, Thilisi State Medical University, Georgia.

“Caucasus University, Magister of Faculty of Business, Georgia..

Abstract.

In the context of global health challenges in the 21*
century, against the background of a fundamentally changed
pharmaceutical landscape, pharmaceutical sector needs to be
newly understood and regulated. To assess how effective, the
state is in managing pharmaceutical risks, how ready it is to
curb the expansion of substandard drugs on the market, to
ensure access to high quality and effective drugs.

The aim of the preparation of above article was to analyze the
legislative and legal norms of the Georgian pharmaceuticals
market, their comparison with corresponding international
standards. Identifying the main challenges in the sector
and proposing recommendations. Legislations, Laws, and
government orders for improving the supply of medicine to the
population served as information bases for the study. During the
work, reports from the Agency of the Regulation for Medical
and Pharmaceutical Activities, Georgian Representatives of
International organizations, the State Statistical Service, and
industry experts were used.

High prices for medicines, their irrational consumption and
direct (out-of-pocket) payments, along with quality, safety,
and efficiency, have been and remain the main challenge of the
Georgian healthcare system.

Georgia's population spends an average of 3% of GDP
annually on drugs each year, twice as much as the Organization
for Economic Co-operation and Development (OECD) member
states. It varies within.

Thus, due to the urgency of the issue, we have made it a
priority to work on drug policy issues in terms of containment
of financial expenditures, both in terms of reducing the total
cost of medicines and in terms of direct payments made by the
population.

To consider all the above, it can be said that the research of
the pharmaceutical business policy was selected due to the high
public interest, the challenges of the field and the scarcity of
study in this regard. In order to highlight the shortcomings and
deficits in the regulation, to suggest ways to correct them.

Key words. Generic medicines, essential drugs, polypragmasia,
side effects, pharmacovigilance.

Introduction.

The products of the pharmaceutical industry are essential
for wellbeing of all human beings. The importance of the
comprehensive research on the economic aspects of the
development in the pharmaceutical business is a matter of
national security as well, because as one of the most important
sectors of the world’s economy, the pharmaceutical industry has
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a serious impact on political, economic, or social situations of
the world. The COVID-19 pandemic situation, during recent
years, is an apparent example of Pharma Business complexity
and multi-influentially factors.

Georgian healthcare and pharmaceutical environment are not an
exception. In the present article, on the example of the Georgian
pharmaceutical market, we will provide you with answers to the
questions regarding how important the state regulation of the
pharmaceutical market is and whether it is enough to trust the
rules of a completely “free market” economy.

In Georgia, the state policy in the field of pharmaceutical
activity provides for the existence of effective, safe, and quality
pharmaceutical products.

The Implementer of the drug and pharmaceutical activity is
the “LEPL Regulation Agency for Medical and Pharmaceutical
Activities” (hereafter referred to as the “Agency”) within the
system of the Ministry of Internally Displaced Persons from
the Occupied Territories, Labor, Health, and Social Affairs of
Georgia”.

The Agency, depending on the field of activity, is a controlling
body. In accordance with the procedure established by the
legislation of Georgia, the Agency, within its competence, carries
out state regulation of medical, medical-social expertise drug
and pharmaceutical activities of individuals and legal entities in
the entire territory of Georgia. As well as other powers provided
by the legislative and sub-legal acts and regulations of Georgia.

Bellow we discuss chronologically the challenges identified
and ways for problem solving in the system of pharmaceutical
activities in more detail manner.

Materials and methods.

During the preparation of the article, a thematic desk research
was held, a comparative analysis of the relevant local legislation
in relation to international standards. The content analysis of
historical, comparative, and statistical analysis and synthesis
research tactics. The information base of the analysis was data
on the legislative norms of the pharmaceutical market, business
environment, government policy and decisions. We took into
usage the following whilst working on separate topic issues: the
data of state statistics, recent media, non-governmental sector
reports in recent years actively discusses the issues of regulatory
effectiveness, quality management and control effectiveness of
medical activities.

Review of issue.

An independent Georgian pharmaceutical market was
established and developed after the collapse of the unified soviet
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pharmacy system, after the abolition of the state-generated
ordering, production, and delivery model. Georgia, as an
independent country, adopted the first country specific law on
pharmaceuticals “Law on Drugs and Pharmaceutical Activities”
in 1997. "The purpose of this law is to promote the increase
of the population's access to reliable pharmaceutical products,
which provides a basis, rights and responsibilities of individuals
and legal entities in this field. This law is the main guideline
defining the state policy and role in the field of pharmaceutical
product circulation” [1].

Based of those new regulations, the first pharmaceutical
business entities started to form, their number gradually
increased, the market leading companies emerged, which were
able to successfully overcome many challenges over a period
of 20-25 years and become leader market players. Later, they
successfully invested in expanding into adjacent segments as
following - building their own strong sales network, setting up
their own manufacturing facilities, then privatizing / building
hospitals, and entering the insurance business. And this
integration into adjacent segments components of healthcare
chain, raises serious questions today, in terms of the transparency
of the pharmaceutical business environment.

A number of liberal changes in legislation, which have been
implemented several times since 2009, has further facilitated
above-mentioned processes. We will highlight some key
changes, the introduction of parallel import regime in the market
- many regulatory barriers to imports have been removed and
companies involved in the pharmaceutical business, as well as
individuals interested in this business, have been given more
opportunities. As a result, imports and physical availability
of pharmaceutical products have increased significantly. The
number of medicines allowed on the market in Georgia has
doubled, but this has not improved their financial availability,
as we see from various sources and as discussed further in the
article.

Amendments to the Law on Medicines and Pharmaceuticals
were also made in 2010-2015, although it should be noted that
they were administrative in nature, focusing mainly on market
control levers and addressing the raising of administrative
fines (for example: fines increased from 500 GEL to 6000
GEL, from 1000 GEL to 12000 GEL). In addition, the
prescription regulations as a multi-component regulatory tool
were introduced. As of today, prescription regulation is not
fully implemented, and state body announced about further
amendments to the law in terms of liberalization...

The second important regulatory document is the Law of
Georgia on Licensing and Permits (2005) which defines
the procedure for issuing licenses for licensed medical and
pharmaceutical activities, which are closely related to the
preparation, sale, export, import, re-export, wholesale and sale
of medicines, quality control of whole process.

"This Law also regulates the field regulated by licenses and
permits, defines a comprehensive list of types of licenses and
permits, sets out the rules for issuing licenses and permits,
making changes to them and revoking them" [2].

Analyzing of all above mentioned amendments of Law it can
be said that these changes did not have a direct impact on the
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financial and physical availability of medicines either.

After the short overview, now let analyze in more detail some
aspects of the existing Georgian regulatory industry standards
and their status in relation to international standards, defining
scientifically the stages of development of managerial system
of the Georgian Pharmaceutical sector, drug regulation policy.
Further, we will provide:

* Analysis of local regulatory data bases and regulatory norms
and their familiarization with internationally accepted practices,
guidelines, and standards.

* Analysis of data basis and officially published statistics from
Ministry of Health and Geostat.

* Analysis of reports of independent non-governmental
international organizations in regards of pharma business.

As the market research shows, state regulation is characterized
by a high degree of liberalization in the sector. Weak or even
more formal barriers to gain marketing authorization, market
entry and further operation are evident, leading to high
market concentrations. At the stage of drug registration, no
local laboratory quality examinations, no local clinical data
required by the Law. National registration is a relatively simple
procedure, there are even more simplified modes for recognition
registration procedure and addition of different make-up,
they can be used any an interested person without medical
background and authorization from the direct manufacturer
or Marketing Authorization Holder. During recognition
procedures, documentations are not sent from the first source
and their authenticity is also questionable.

Analysis of data from the last decade reveals that the annual
number of registered medicines has doubled. During last two
years about 4000 products were registered under national
regimen 2321 under recognition regimen [3]. It is interesting
here to do an in-depth study to determine how much of this
nomenclature is really demanded, then when we have up to ten
different medicines for one active ingredient registered. As the
research shows, most of those products after registration on the
market were imported only once, and some of them were not
imported at all. Which indicates that registration takes place
spontaneously without any preliminary marketing research and
proper planning.

Meanwhile the internationally used is Electronic registration
of medicines through eCTD - interface, it means the transfer
of registration material from the pharmaceutical industry to
the regulator in a formalized manner, which allows objective
evaluation of the safety, efficacy and quality of medicines
and is considered to be the highest standard in the world.
It is used by the most developed and advanced regulatory
systems. The eCTD format dossier provides not only sufficient
information to draw conclusions about safety and efficacy, but
also systematization and placement of material in databases,
archiving, and involvement of authorized persons in processes,
and most importantly, for their monitoring. The introduction of
this component is strongly recommended for the recovery of the
local pharmaceutical market.

Analysis of the regulatory policy system in line with
internationally recognized norms of “good practices”, shows
shortcoming in regards of ensuring the quality, safety and
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efficacy of medicine imported in the country is not a priority,
according to both pre-marketing and post-marketing regulations.
Specifically, from internationally recognized “good practices” -
GMP, GDP, GLP, GCP, GVP only two of them - GMP and GDP
are going to work on national level at the moment. However,
so far, only a few of the 47 facilities inspected in 2019-2020
have met the requirements for GMP and only one unit from 40
facilities was certified of GDP certificate [4].

The lack of good distribution practices, standards, quality of
medicine is put at risk in circulation of the country. Especially,
when parallel import is allowed on the market. Traceability of
distribution chain from manufacturer to final destination mostly
non-transparent during these regimen and GDP and GPV
requirements are also in question. It is crucially important more
to actively implement internationally recognized practices and
GDP standards.

One more recommendation for an objective assessment of
physical and financial access to medicines, is to examine the
relevance of the list of Essential medicines, the marketing status
of the formulas included in the list, and compliance with clinical
guidelines.

As it turned out that 40% of the surveyed doctors never use
this list, the possible reasons are considered to be that of the
surveyed doctors

* 53% have not heard of the list of essential medicines.

* 64% are not satisfied with this list because they believe that
it does not contain the necessary medicines (?!)

* 41% do not use it because this list is not covered by insurance
schemes (?!)

These answers raise many other questions, and it is advisable
to study the generic in addition, although these data also
indicate non-compliance of pharmaceutical benefit policies with
insurance coverage schemes [5].

Another challenge is ethical aspects, as a pharmaceutical
industry seeks and sees opportunities to intervene and influence
clinical decisions, clinical trials, the continuing health education
system. The way of impact is direct and indirect transfers, and
the forms are various: salary, honorarium, sponsorship, gifts,
entertainment, travel and hotel financing, dinners, continuing
education, royalties, etc. The industry uses both individual and
corporate practices of cooperation.

The Sunshine Act, passed in the United States in 2010,
establishes the transparency of interactions between the
pharmaceutical industry and healthcare providers to enable
these interactions to monitor the impact of professional
decisions. The regulation is committed to transparency in the
relationships between pharmaceutical and medical system staff,
to support professional impartiality, and to restore patients'
trust in the health care system. Promotional spending is also
mandatory in France and Denmark, the process began in the
UK in 2014, and the Sunshine-type regulations were introduced
in 2013 in Portugal. The rest of Europe introduced regulations
under the European Federation for Pharmaceutical Industry and
Associations Openness Code in June 2016 [6].

The “Law of Georgia on Health Care” [7] qualifies a transaction
with the pharmaceutical industry as a) "conflict of interest"
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and obliges the medical institution and the healthcare staff not
to enter into such a transaction. We consider that transparent
business relationships among healthcare professionals should
be regulated strongly.

One of the biggest problems that the modern world cannot
solve is the high cost of healthcare. The increase in its funding
significantly precedes the development of the countries’
economies. The world is looking for ways to make healthcare
more cost-effective. Medication is precisely the component
whose cost-effectiveness study has shown that keeping costs
balanced in this segment so as not to hurt the creation of
innovations is one of the most effective solutions.

According to the World Health Organization and IMS Health,
annual global health spending was $ 6.5 trillion in 2012,
including $ 965 billion in drug spending. From 2011 to 2016,
this expenditure was expected to increase by US $ 220-250 billion
and, therefore, drug expenditures were expected to exceed US $
1.2 trillion in 2016. In 2020 approximately US $1.27trillion and
that number is expected to increase to 1,7billion by the year 2025.

Forcast for global spending on medicines in 2010,
2020 and 2025 (units: in billion USD)
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Figure 1. Global spending on medicines in 2010,2020 and forecast for
2025 (in billion USD); source www.statista.com.

Spending on medicines has increased everywhere globally.
Despite such high expenses, about a third of the population,
about 2 billion people, are unable to purchase vital medicines
on a regular basis, resulting in millions of deaths each year.

Alarge part of the population, due to financial problems, refused
to receive planned medical services and applied to the medical
institution only in cases of failure, and often even delayed a visit
to the doctor; Consequently, the overall outpatient and inpatient
visit rate is low (Figure 2).

5.8

Georgia

Figure 2. State and household expenditures on health care (share rate
in %), source www.WHO.com.
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Table 1. Conceptual framework for drug availability and quality
assessment Source: www. WHO.com.

Sub-
Component for component

Assessment Indicator
Assessment for
Assessment
Pharmaceutical | . a) index of consumer
Drug Price .
expenses price

Availability b)cost plus level

a) therapeutically
equivalence of generics
b) clinical guidelines

¢) good prescription

Irrational use

practice
d) unethical
polypragmasia
e) correction of side
effects
Drug
Direct expenses f;ri)slilzetso tal a)ambulatory drugs
healthcare
b)other program co-
payment
Efficacy of a)assessment system for
Quality Drug safety regulation . 4
system generics
cac . traceability o
Efficacy a) b bility of
premarketing .
Standards control problematic drugs
lr)rzalzl(z::in c) post marketing
conirol & quality control system

Pharmaceutical spending has been steadily rising over the
years, accounting for almost half of the money spent by families
on healthcare. With a 40-57% share of spending on medicines
in private healthcare, Georgia ranks first among European
countries, where the figure ranges from 16-17% on average.

Significant shortcomings of the healthcare system in Georgia
today are that out-of-pocket payments (70% and more) in
total healthcare expenditures have not changed significantly in
recent years; A large share of the financial burden still falls on
medicines; quality problems remain unresolved.

Data of reports from the international research institutions
about the local pharmaceutical market are also noteworthy.
According to numerous studies, we found that one of the highest
price-tags in the region for medicine is in Georgia and reaches
about 89% for original brands and about 210% for non-original
generics [8].

Looking over the history of prices from recent years, they are
the highest in region and equally rising. According to Geostat in
2021, with the six-month data of Geostat, comparing last year’s
prices to a similar period of time this year, prices of drugs have
risen up to 6% [9].

The National Statistics Office monitors the group of drugs that
are included in the consumer basket, these are the most widely
used drugs: vasodilators, analgesics, antibiotics, vitamins,
digestive system, anti-inflammatory; And uses the methodology
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for calculating the consumer price index to determine the
percentage change in prices for medicines; This methodology
involves monitoring the prices of goods and services. Consumer
price registration is carried out monthly in five cities of Georgia
(Thilisi, Batumi, Kutaisi, Gori, Telavi).

This unfortunate reality can be fixed. It is a fact that, various
countries worldwide have experienced successful models of
drug price regulations to avoid such an issue.

We would like to briefly address a few most significant:

Regulation of mark-ups in the pharmaceutical supply and
distribution chain - this particular approach is used in many
countries, in wholesale and retail trading chains, or in both in
parallel, mostly in regulation of prices on the essential medicine
[9]. This approach is a great way to regulate extra costs on
drugs. From the point of regulation politics, it is also simple and
easily accomplishable [9].

Use of external reference pricing - which means using prices of
similar economic-social countries as ours, for a standard price.
According to the World Health Organization (WHO) data more
than 40 countries are successfully using this “standard price”
model, for the success of the model, it is crucial to accurately
select a country for comparison and establish mutual cooperation
with country policy makers for data sharing [10-13].

Promotion of the use of generic medicine — it is a fact that
generic medicine is well experienced and time-trusted, therefore,
promotion of this particular group is not risky, is ethical, and
gives the opportunity to decrease prices on general medical
care. It’s comparatively easy to gain permission on entrance
of generics on the market. It is also easy to work out different
treatment guidelines and schemes due to the interchangeability
of generics. Without a doubt, treatment with generic medicine
significantly decreases public healthcare expenses on drug
segment. Promotion of generic medicines, on regulatory level
is a route to the better accessibility, cost efficiency, stimulates
growth of local manufactures, and overall, gives a multi-faced
economic effect [9].

Health insurance systems have great potential to improve the
cost-effective use of medicine by leveraging better provider
prescribing, more cost-effective use by consumers, and lower
prices from pharmaceutical companies.

Noteworthy that, insurance systems have several key features
that give them a unique advantage in influencing the cost-
effective use of medicines:

1.Product selection strategies

Medicine lists (formularies)- implementation of a formulary
can decrease medicines expenditures and reduce utilization of
medicines that are less cost effective.

Consumer cost-sharing schemes can provide incentives for
appropriate, cost-effective use of medicines and potentially
reduce total medicine expenditures.

Generic substitution policy increase prescribing of generics
rather than originator products, it has mix results in terms of
providing the most cost-effective medicines treatment.

2. Product purchasing strategies

Generic reference pricing strategy can successfully reduce
medicine prices and encourage patients to choose more cost-
effective medicines.
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Negotiated prices- insurance programs, can use their potential
leverage as large purchasers (i.e., market power) to negotiate
with the pharmaceutical industry to obtain lower medicines
prices.

3. Reimbursement design and contracting strategies

The use of economic incentives to influence provider (e.g.,
doctor, hospital, pharmacist, etc.) behavior is the most common
strategy.

The evidence on the effects of policies separating prescribing
and dispensing and reducing the reimbursement rates for
medicines suggests that these strategies have a mix impact in
low- and middle-income countries.

4. Utilization management strategies includes educational
strategies and disease management which ensure that patients
receive optimal care.

There are categories of policies and management strategies
that health insurance systems can use to balance the competing
goals of outcomes, encouraging appropriate use, and keeping
costs affordable.

Reducing or eliminating out-of-pocket medicines payment
through insurance coverage in low-income country such as
Georgia should translate into greater access to medicines,
improved health outcomes and increased satisfaction with the
health care system.

Insurance is used as a safeguard in many types of financial
relationships and at the same time it can be flexible enough to
suit any individual. It has the opportunity to become a protective
mechanism for the interests of both legal entities and individuals
in case of material or non-material damage [5].

The changes in the legislation are positive as the access to the
pharmaceutical market is facilitated by the existing mechanisms
in the legislation, but it is important to have control mechanisms
that do not create an artificial barrier to the entry and subsequent
circulation of the pharmaceutical product in the Georgian
market [14].

Based on the recommendations of The WHO (World Health
Organization) efficiency of the public healthcare system in
the pharmaceutical segment, is evaluated with the following
indicators: Quality of medicinal products, their safety and
efficiency. Accessibility and social justice are also important,
social justice conceptualizes availability of high medical
standards for every citizen, despite of their social, ethnical,
or other differences, with the basis of need, not the ability of
payment.

As mentioned in the introduction, the importance of the
drug component in restraining healthcare costs is widely
acknowledged. That is why market generation is relevant all
over the world today, this gives insurance companies and states
the opportunity to save significantly on health care budgets, it is
very effective for markets where the share of original brands is
high in the market, i.e., developed markets. But when it comes to
third-tier countries and direct payment, market generation is not
enough for access, and it is necessary to include pay schemes.
However, in this part we will talk about the quality and safety
of generic copies.

The quality of generic copies in circulation in developed
markets is comparable to the originals, and the price is much
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lower, so state support for them is high. Georgia is facing a
serious challenge of aggressive expansion of generic copies from
emerging markets (India, China, Russia, Ukraine, Turkey ...),
and market growth is also expected at the expense of subsidizing
cheap generics. The main documents used for this desk review
are National Health System Reports, System Performance
Assessment Reports, Reliable Statistics and Analytics, Reliable
Surveys, Academic Literature, In-Depth Interviews with Key
Health Ministry Representatives, Physicians, Insurance and
Non-Pharmaceutical Experts, with patients ...)

The review focuses on two components: drug availability and
quality. Accordingly, the methodology was modeled on quality
and accessibility indicators.

As for quality assurance of medicine, also there is need for
one more mechanism on the ground, such as the national quality
control unit for example, in order to constantly control the quality
in the required volume, in accordance with their specifications
for the imported and local products from the chains. Because
the number of quality control tests performed annually requires
improvement e.g., only 252 names of medicines to be purchased
as a testing sample for analysis, while several thousands of
medicines regularly are circulated in the market [3]. In this
regard, it is desirable to establish local state quality control
laboratory and implement GLP standard requirements.

Analyzing GVP standard implementation, we are thrilled that
in 2021 a Pharmacovigilance annual report was first published
[3]. However, it is very important to further develop a national
pharmacovigilance system with active communication with
whole medical sector, NCDC, manufacturers, patients, license
holders and develop communication channels. Awareness-
raising activities for the patient as well as healthcare
professionals to provide information flow about drug adverse
events, which will enable the regulatory body to implement a
risk assessment system to control the pharmaceutical product
safe turnover on the market.

Based on analysis of the annual regulatory report of competent
authority in Georgia, currently 132 clinical trials (both
international and local) are conducted while the country does
not have a national GCP Good Clinical Practice standards [3].
This number is high for the population of Georgia, and we
welcome the success, but there is a benefit of the doubt whether
the lack of a local legal framework stimulates this process. We
believe that this requires an urgent correction of the legislative
gap [15-17].

Conclusions.

As we discussed above from the Good Practices (GP) of
the international standards, only two out of six have been
implemented in national level — GMP Good Manufacturing
Standards and GDP Good Distribution Standards. Also important
challenges of the healthcare system: financial accessibility and
rational use, monitoring of the quality of medicine and safety;
Regulation this is a state intervention to alleviate market
difficulties, which is aimed at preventing risks or correcting the
consequences, if no result is achieved, then the problem is in
the regulation system itself. It is either incorrectly modeled, or
poorly administered, or both.
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These days, it’s not difficult to analyze governmental attitude
towards giving out a helping hand to the public healthcare
system, enlargement of the healthcare budget, improved
healthcare programs and readiness ensures better care for public
welfare, but it’s obvious, that still noteworthy challenges exist:

The safety, efficacy, quality, rational consumption and
availability of medicines have been and remain the challenge of
the Georgian healthcare system.

Quality of pharmaceutical market simulation (through
Georgian practice of generic copy authorization, comparative
analysis with advanced practices and targeted audit of the
departmental register of medicines).

Oligopoly in the pharmaceutical market.

High price on medicines.

Week pharmacovigilance system

Ethics of clinical trials.

Unethical marketing relations and polypragmasia.

Transparency and rationality of public administration in the
pharmaceutical sector

Lack of properly qualified specialists (pharmacologists,
clinical pharmacists, pharmaco-economists), Due to the above
mentioned the institutions are not able to rationalize the lots to
be purchased, they also have operational difficulties. Individual
work is required with the patient to receive each medication.

The existing system was also assessed as unsatisfactory by the
recent state audit report of the State Pharmaceutical Regulatory
System Efficiency Assessment Report, the audit described
the system's shortcomings, system formality, irrationality
and improper administration; retail sales, quality control,
pharmacovigilance.

The regulatory system of the Georgian state is unable to carry
out such supervision due to formal regulations and irrational
administration, and the market is self-sustaining.

Regulation (prohibition, restriction, incentive, etc ...) is an
intervention in the ongoing processes in the economic field and
is provided to correct the behavior of the economic stakeholder,
so the expected risks and benefits should be well considered in
advance. Regulation should not become a goal, it is just a means
to an end, which should be planned not for short-term effects,
but to ensure the sustainable development of the system.

Recommendations.

The model of regulation should be constructed according to
innovative management standards, rational bureaucracy and
maximum transparency.

Analysis of the pharmaceutical business sector shows, that
existing regulations are not sufficient and not quite enough. It
is important to effectively implement spread of updates and
amendments in line with recommendations by the guidelines
of World Health Organization (WHO). Also adopt successful
worldwide experience and implement harmonized existing law
accordingly. It is also important to set right communication ways
towards the medical staff and clients, for the sake of fundament
and popularization of generic medicine, increase awareness and
helping out companies, on the regulation level.

Therefore, it is an essential arrangement of negotiations within
of policy makers and business to compose a consensus and
stimulate establishment of innovative regulations.
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Reziume

saTauri: wamlis politika saqarTveloSi da farmacevtuli
biznesis regulirebis aspeqtebi

WumburiZe Tb, RvinianiZe sr, robaqiZe nz, soselia lv.

'dogtori, profesori, socialuri da klinikuri farmaciis
departamentis xelmZRvaneli

samagistro programa “klinikuri farmaciis” xelmZRvaneli

Thilisis saxelmwifo samedicino universiteti.

dogtoranti

’Dogtoranti,
saqarTvelo.

*Doqtoranti, Thilisis saxelmwifo samedicino universiteti

‘Magistri, kavkasiis universiteti, Thilisi, saqarTvelo

21-e saukuneSi janmrTelobis dacvis globaluri gamowvevebis

kavkasiis saerTaSoriso universiteti, Tbhilisi,
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konteqstSi da fundamenturad Secvlili farmacevtuli garemos
fonze, farmacevtul seqtors sruliad axali midgomebi da
regulireba esaWiroeba, raTa Sefasdes ramdenad efeqturia
saxelmwifo maregulirebeli sistema farmacevtuli riskebis
marTvaSi, ramdenad mzadaa uzrunvelyos xarisxiani da
efeqturi medikamentebis uwyveti xelmisawvdomoba bazarze
da ramdenad xelewifeba SeaCeros uxarisxo medikamentebis
intervencia.

Kstatiaze muSaobisas kvlevis mizans warmoadgenda
qarTuli farmacevtuli bazris maregulirebeli sakanonmdeblo
da samarTlebrivi normebis analizi, maTi saerTaSoriso
standartebTan  Sesabamisoba. B farmacevtuli biznesis
ZiriTadi gamowvevebis identificireba da rekomendaciebis
momzadeba. Kstatiaze muSaobisas kvlevis sainformacio baza
iyo monacemebi farmacevtuli bazris sakanonmdeblo normebis
Sesaxeb, mTavrobis gankargulebebi da gadawyvetilebebi.
Temis calkeul sakiTxebze muSaobis procesSi gamoyenebulia
ssip samedicino da farmacevtuli saqmianobis regulirebis
saagentos, saqstatis, dargobrivi eqspertebis, saqarTveloSi
moRvawe saerTaSoriso organizaciebis angariSebi.
medikamentebze maRali fasebi, maTi araracionaluri
moxmareba da pirdapiri (jibidan) gadaxda, xarisxTan,
usafrTxoebasTan da efeqturobasTan erTad, iyo da rCeba
sagarTvelos jandacvis sistemis mTavar gamowvevad.
saqarTvelos mosaxleoba yovelwliurad medikamentebze
xarjavs wliuri mSp-s daaxloebiT 3%, orjer mets vidre
ekonomikuri TanamSromlobisa da ganviTarebis organizaciis
(OECD) wevri gveynebi.

yovelive zemoT ganxilulidan gamomdinare SeiZleba
iTqvas, rom farmacevtuli biznesis regulaciebis da wamlis
politikis kvleva SeirCa maRali sazogadoebrivi interesidan,
sferos problematurobidan da am kuTxiT sakiTxis Seswavlis
simwiridan gamomdinare. raTa gamoikveTos regulirebaSi
arsebuli xarvezebi da SeTavazebuli ignas maTi gamosworebis
gzebi.

gavaanalizeT ra sakanonmdeblo baza da regulaciebi mivediT
im daskvnamde, rom arsebobs sakmarisi mtkicebuleba imisa,
rom aucilebelia saxelmwifos meti CarTuloba da sakanonmdeblo
bazis reformireba.

Pesrome

Ionutnka Jlekapcrs B I'py3nn u PerynsTtopHbie AcneKTbl
®apmanesTudeckoro busneca

Yymoypunasze T. b. loxrop, 'emauanunze CP, Pobakunze
H3, Cocemus JIB.

'Mpogheccop, 3aseoyrowuii [Jenapmamenma Coyuanvhot u
Kkaunuyeckou Papmayuu
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3asedyrowguii npoepammel 0 mazucmpos no Knunuuecroii
Dapmayuu

Tounuccxuu F'ocyoapcmeennuviit Meouyunckuti Ynugepcumem.

2Jlokmopanm, Meosicoynapoonuvii  Yuusepcumem Kasxacuu,
Daxynemem busneca.

$Tounuccxuii l'ocyoapemeennuiii Meouyunckuil Yuusepcumem.

*Vnusepcumem Kaexacuu, Macucmp @axymemema Buzneca

B 21 Beke B KOHTEKCTE MPOOIEM 3[PaBOOXPAHCHHS, Ha
¢oHe (PyHIaMEHTATHFHO M3MECHUBIIETOCS (hapMareBTHUECKOTO
nmannmadra, QapMmaneBTHYCCKUI CEKTOpP HYXKAAeTcs B
HOBOM [OHMMAaHUHM W perynupoBaHud. OIEHUTH, HACKOIBKO
3G (GEKTHBHO TOCYIAPCTBO yIpaBiseT (apMareBTHYCCKHMU
pHCKaMH, HAacKOJIBKO OHO TOTOBO O0ecneYMBarh HOCTYI K
Ka4eCTBEHHBIM ¥ 3()()EKTUBHBIM IpenaparaM, U HapajuieIbHO
CICPXKUBATh  JKCIIAHCHID HA  PBIHOK  HEKAYSCTBEHHBIX
MpernapaTos.

[enbto uccnenoBanus, BO BpeMs pabOThI HAJT CTaTheH, IBUIOCH
aHallM3 3aKOHONATCIBHBIX W TPABOBBIX HOPM [ PY3MHCKOTO
(hapMaIieBTUYECKOTO PBIHKA, CPaBHEHHE C MEXKIYHAPOTHBIMU
cTaHmapramu. MneHTudUKanus  OCHOBHBIX  CIIOKHOCTEH
(bapmarieBTHUECKOTO OM3HECa M MPEIOKEHNE PEKOMEHIALNH.
3aKOHONATEIbHBIC AKThI, 3aKOHBI U PCIICHHS IPABUTEIHCTBA
JUIA  yIy4YIICHUs CHAaOXKEHWS HACCNICHHs JICKApCTBCHHBIMU
CpeICTBaMH TOCIY)XWIN OCHOBHOW WMH(OPMALMOHHOH 0a30i
JUI WCClefioBaHus. Bo Bpemsi pabOTHI TakKe HUCIOIb30BaHbBI
OTYETHI OT ATEHTCTBA PETYIMPOBAHHUS MEIUIMHCKOH U
(hapMarieBTUYECKOU JIESITEIILHOCTH, Tocynapcreennoi
CTaTUCTHYECKOH CITy>KOBI, 0TPACIICBBIX IKCIIEPTOB U [ py3HHCKHX
MPEJICTABUTEIIECTB MEKTYHAPOIHBIX OPraHU3AIHH.

Hacenenue I'py3un exerogno tparut B cpeaHeM 3% BBII
Ha JIEKapCcTBa, YTO B J[Ba pa3a OoJibllle, YeM B CTpaHaX-4JeHaX
Opranuzanuu OxoHoMuyeckoro CorpynaHudectsa u PazBurtus
(OECD).

Breicokne 1eHBI Ha JIeKapcTBa, HUX HEPAaLUOHAIbHOE
norpedieHre W TpsMble (HAJIMYHBIC) IUIATEXKH, HapsALy C
KauecTBOM, Oe30macHOCTbi0 M 3((eKTHBHOCTBIO, OBUTM W
OCTalOTCsl IJIAaBHOM IpoONeMOil CHCTEMBI 3ApPaBOOXPaHEHUS
I'py3un.

C yueToM BCEro BBIIIEU3IOKEHHOIO MOXHO CKa3arh,
YTO BBIOOP HCCIIENOBAHMS TOJUTUKH (hapMaleBTHUECKOTO
OuzHeca OOYCIIOBJIEH BBICOKMM OOIIECTBEHHBIM HHTEPECOM,
npoOiieMaMi OTpacid ¥ HENOCTATOYHOCTBIO HCCIIEIOBaHUN
B 3TOH 00JIaCTH, JKEJIAHHEM BBISIBUTH BBI3OBBI U MPEIIOKHUTH
IIyTU UX PELICHUs.
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