Original articles Fﬂl’]ﬂﬂkﬂﬂkﬂﬂﬂlﬂlkﬂ

[®) BY-NC-SA | | ) Check for updates ISSN 2070-4909 (print)
https://doi.org/10.17749/2070-4909/farmakoekonomika.2023.213 ISSN 2070-4933 (online)

Investigating the current state

of the Russian market for drugs treating
infectious and inflammatory conditions
of oral cavity and oropharynx

to demonstrate the need for new

drug development

V.I. Zvereva!, D.R. Dzhavakhyan', V.N. Dul'?, V.S. Bobyleva?,
A.A. Markaryan', E.I. Morkovin', D.V. Kurkin!, M.A. Dzhavakhyan'~
! Yevdokimov Moscow State University of Medicine and Dentistry (20 bldg 1 Delegatskaya Str., Moscow 127473, Russia)

2 All-Russian Scientific Research Institute of Medicinal and Aromatic Plants (7 Grin Str., Moscow 117216, Russia)

Corresponding author: Valentina 1. Zvereva, e-mail: valentinca 1988@mail.ru

SUMMARY

Objective: to assess the relevance and commercial prospects of bringing to market a drug for the local treatment of infectious and inflammatory
diseases of oral cavity and oropharynx.

Material and methods. The objects of the study were the drug nomenclatures in the State Register of Medicines, the Register of Medicines of
Russia, as well as data from the Federal Service for Surveillance in Healthcare. The analysis of scientific publications in the field of marketing
research of drugs, found in eLibrary.ru and PubMed/MEDLINE databases was carried out. For analyzing the structure and marketing research
of drugs in the study group, specific methods of information retrieval, content analysis, description, data aggregation, ranking, data grouping
method, system approach, as well as such methods of marketing analysis as determining the breadth and depth of the assortment, the
renewal index, the vital importance index, SWOT analysis (strengths, weaknesses, opportunities, threats) were used.

Results. The assortment of drugs for the local treatment of oral cavity and oropharyngeal infectious and inflammatory diseases was structured
by the nature of the active substance, type of dosage form, and country of origin. The main trends in the development of the market of drugs
of this group were identified. An analysis of the range of drugs using marketing research methods made it possible to establish the breadth
and completeness of the range. The calculated renewal and vitality indices confirmed the relevance of developing new drugs with the
considered pharmacotherapeutic action.

Conclusion. The study revealed the main trends in the development of the market of drugs of the action in question. The SWOT analysis
showed a possible strategy for developing and launching a new drug on the market.
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OpurruHanbHbie MyOJIMKaALIUU

MCCJ’IEHOB&HME COBJEMEHHOI0 COCTOAHUA DOCCMVICKOI'O PbIHKA JIEKAPCTBEHHbIX NpenapaTtoB anda
MECTHOro yie4eHus I/IH[beKLIMOHHO-BOGHaHVITBHbeIX 3aboneBaHunit nonocTy PTa U POTOrJIOTKK
C LeJyibro o6ocHOBaHUSA adKTyaNnbHOCTH paspaﬁorm HOBOI0 NIEKapCTBEHHOI 0 Npenapara
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Llenb: 0ugHUTb aKTYanbHOCTb 11 KOMMEPYECKYH0 NEPCNEKTUBY BbIBEAEHNS HA PbIHOK NeKapCTBEHHOrO npenapara (/1) Ans MecTHOro eyeHus
VHCEKLMOHHO-BOCNANUTENbHbIX 3260/8BaHNA NONOCTY PTa U POTOTNOTKMA.

Marepunan n merogel. 06beKTamm UccnefoBaHus ABAANNCL HOMeHKNATypbl JIM F0CyAapCTBEHHOrO peecTpa NIeKapCTBEHHbIX CPEACTB, Peru-
CTpa NeKapcTBEHHbIX CPeAcTB Poccuu, a Takxe faHHble PefepanbHoii cnyx6bl N0 HAA30PY B cdpepe 34paBooxpaHeHus. [TpoBeaeH aHanns3
PYCCKOSA3bIYHBIX 1 aHFNOA3bIYHbIX HAY4HbIX MY6IMKaLMIA B 0611aCTM MapKETUHIOBbIX UCCNef0BaHNiA pbiHKa JTTT, HaiaeHHbIX B 6a3ax eLibrary
1 PubMed/MEDLINE. Vcnonb3oBaHbl creuuduyeckne Metombl MHPOPMALMOHHOMO NOUCKA, KOHTEHT-aHann3a, OnucaHus, arperupoBaHus
[aHHbIX, PAHXUPOBAHWS, METO FPYNNUPOBKM AAHHbIX, CUCTEMHbIA MOAXOL, @ TAKXKEe Takue MeTObl MapKeTUHrOBOr0 aHann3a, kak onpege-
NIeHNe LUMPOTbl M MOMHOTHI ACCOPTUMEHTA, MHAEKCA OOHOBNEHWUS, WHAEKCA XXKW3HEHHOW BaxHocTu, SWOT-aHanu3 (aHrn. strengths,
weaknesses, opportunities, threats — cunbHble CTOPOHbI, Clabble CTOPOHbI, BO3MOXHOCTH, Yrpo3bl).

Pesynpratbl. AccopTumeHT JIN 419 MECTHOro JieYeHns MHMEKLIMOHHO-BOCNANNTENbHBIX 3a60M1€BaHWA NONOCTW PTA U POTOMNOTKN CTPYKTY-
PUPOBaH N0 NPUPOAE [ECTBYIOLLErO BELLECTB, BUAY NeKapCTBEHHOI (DOPMbI, CTPaHe NPOMCXOXAEHUs npenapara. BbisiBneHbl OCHOBHbIE
TeHAeHuMn pa3BuTmnsa poiHka JITT gaHHoi rpynnbl. Mo pesynstatam aHanusa accoptumenta J1M ¢ npuMeHeHnemM MeTo40B MapKeTUHIOBOrO
CCe0BaHMSA YCTAHOBEHbI LLMPOTA M NMOSIHOTA aCCOPTUMEHTA. PaccynTaHHble MHAEKChI 0BOHOBNEHUS U XK3HEHHOI BOXHOCTW NOLTBEPAM-
NN aKTYanbHOCTb Pa3paboTku HOBbIX JIT paccmarpuBaemMoro apmMakoTepanesTU4eckoro AeiCTBus.

3akntoyenne. NpoBeieHHOE MCCEA0BaHNE NO3BONUMO BbISBIUTL OCHOBHbIE TEHAGHLMM PA3BUTIS pbiHKa J1TT AN MECTHOTO NeveHns NHAeK-
LIOHHO-BOCNANNTENbHBIX 3a6071€BaHWA NOOCTN PTa U POTOMNOTKN. BbinonHeHHbIii SWOT-aHann3 nokasan BO3MOXHYHK CTpaTeruo paspa-
60TKM 1 BbIBOJA HA PbIHOK HOBOrO JII1.

KNHO4EBbIE CJI0BA
PbIHOK NeKapCTBEHHbIX Npenaparos, 3a60/1eBaHMs NONOCTW PTa U POTOIMOTKM, MapPKETUHIOBbIA aHann3, SWOT-aHanus.

WH®OPMALIUA 0 CTATBE
Moctynuna: 03.10.2023. B nopa6otanHom Buge: 22.11.2023. Mpuuata k nevyatu: 04.12.2023. Ony6nukosaHa oxnaiin: 08.12.2023.

KoHdhnukT uHTepecos
ABTOpbI 329BNAIOT 06 OTCYTCTBUM HEOOXOAMMOCTM PACKPbITUS KOHDIMKTA UHTEPECOB B OTHOLLIEHUU JAHHON My6nuKaLum.

Bknap aBTOpOB
ABTOpr caenanun 3KBWBANEHTHbI BKNnaja B NOAroToBKY I'Iy61'IVIKaL|,I/IVI.

[ng untupoBanmus

3sepesa B.W., xasaxsan [.P., Oyn B.H., bo6binesa B.C., MapkapsH A.A., MopkosuH E.W., Kypkuu [.B., xasaxsH M.A. iccnegosanue co-
BPEMEHHOr0 COCTOAHUA POCCUIACKOTO PbIHKA NEKAPCTBEHHBIX NPenapaToB /1 MECTHOIO Ne4eHNs MH(EKLMOHHO-BOCNANMTENbHbIX 3a6011e-
BaHWIA MOJIOCTM PTa U POTOINOTKM C LieNbi0 060CHOBAHUS aKTYaNlbHOCTI Pa3paboTKM HOBOTO NiekapcTBeHHOro npenapara. ®PAPMAKOSKOHO-
MUKA. CospemeHHas hapmakoskoHomuka n ghapmakoanugemuonorns. 2023; 16 (4): 630-642. https://doi.org/10.17749/2070-4909/
farmakoekonomika.2023.213.

INTRODUCTION / BBE[JEHWUE

Oral and oropharyngeal diseases continue to be one of the most
common pathologies worldwide and the number of patients is
increasing every year. According to the World Health Organization
(WHO) report published at the end of 2022, about 3.5 billion people
suffer from oral diseases [1]. According to statistics, every fourth
person on the planet suffers from inflammatory diseases of the upper
respiratory tract (in particular, oropharynx). In the Russian Federation
(RF), these pathologies have a year-round character with seasonal
exacerbations [2, 3].

To treat inflammatory diseases of the oral cavity and oropharynx,
medicinal products drugs of both systemic and local action are used,
and drugs for topical use with antiseptic and/or anti-inflammatory
action are the leaders in sales both in volume (number of sold
packages) and in value terms [4]. It should be noted that drugs used
for topical treatment of the oral cavity and oropharynx belong to
different groups according to different classifications (Anatomical
Therapeutic Chemical Classification and International Classification of
Diseases, 10t revision), although they have a complex effect.

Market analysis is required as a key source of information regarding
the volume and growth rate of the market for a specific drug,
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What is already known about the subject?

> The modern concept of treating patients with diseases of oral cavity and
oropharynx is provision of timely, comprehensive and inclusive care,
including means of prevention in various dosage forms

» The range of drugs for the treatment of oral and oropharynx diseases is
represented mainly by oral forms, among which lozenges and orally
dissolving tablets are the most common, due to local effects, patient
compliance and effectiveness

» The variety of medicines is represented by drugs that contain both
individual active pharmaceutical ingredients and their combinations with
antibacterial, antiseptic, anti-inflammatory and antiviral effects (among
them both natural and synthetic substances)

What are the new findings?

> For the first time, a structuring of the range of drugs registered in Russia
was carried out by manufacturing countries, by dosage forms, and by the
origin of the pharmacologically active substance

» A marketing study of drugs with action in question was performed in terms
of breadth and completeness of the assortment, and the renewal and
vitality indices were calculated

How might it impact the clinical practice in the foreseeable future?

> The presented information shows specialists the vector in the development
of new drugs for the treatment of diseases of oral cavity and oropharynx

» Particular attention should be paid to the development of combined drugs
with unique international nonproprietary names as the most promising
from the point of view of complex pharmacotherapeutic action

pharmacotherapeutic group or entire segment. Such information is
needed at each stage of the life cycle of a product or organization, and
it is the basis for the development of strategies to bring the drug to the
market, methods of its promotion and budgets for marketing activities.
In accordance with the above, this study was planned and executed.

Objective: to assess the relevance and commercial prospects of
bringing to market a drug for the local treatment of infectious and
inflammatory diseases of oral cavity and oropharynx.

MATERIAL AND METHODS / MATEPUAN U METO/bl
Objects of research / 06beKTbI UCCNE[OBAHMA

The objects of the study were the nomenclatures of drugs in the
State Register of Medicinal Products (GRLS) [5], the Russian Register
of Medicinal Products (RLS) [6], as well as the data of the Federal
Service for Supervision of Health Care (Roszdravnadzor) [7]. We
analyzed Russian and English scientific literature in the field of drug
marketing research found in eLibrary and PubMed/MEDLINE databases.

Methods of assortment analysis / MeToabl aHanu3a accopTUMEHTa

The study of the drug market for local treatment of infectious and
inflammatory diseases of the oral cavity and oropharynx was carried
out in three directions: formation of the database for drugs of the
considered pharmacological action, its subsequent characterization
and marketing analysis.

The methods of information search, content analysis, description,
data aggregation, ranking, data grouping and systematic approach

Y10 yXe U3BECTHO 06 3TON Teme?

» CoBpeMeHHas KOHLeNLMs NeYeHns NaLueHToB ¢ 3a601eBaHUAMI NONOCTY
pTa 1 poTOrOTKM 3aKIT04YAETCS B OKa3aHNN CBOEBPEMEHHOI, KOMMIEKC-
HOW W BCECTOPOHHEN NMOMOLLY, B T.4. CPEACTBAMU NPOUNAKTUKN B pas-
TINYHBIX NEKAPCTBEHHbIX hopmax

> JlekapcteeHHble npenaparbl (J1M) fng nevyeHus 3ab6onesaxHnini nonocTu pra
1 POTOrMOTKN MPeACTaBfieHbl B OCHOBHOM MepopasbHbIMi hopmamm,
CPesy KOTOPbIX NiefeHLbl U TABNETKM s paccachbiBaHWs ABASIOTCS Hau-
60s1ee pacnpocTpaHeHHbIMU, YTO 06YCNOBIIEHO MECTHbIM BO3LENCTBUEM,
KOMMJIAEHTHOCTBIO NALMEHTOB 1 3(PEKTUBHOCTHIO

» B cocTas JIIT BXOAAT KaK UHANBUAYANIbHbIE aKTUBHbIE (hapMaLeBTUYECKNE
cyb6CcTaHLMN, Tak 1 KOMEMHMPOBaHHbIE CPEACTBA, 06NafatoLLne aHTN6aK-
TepnanbHbIM, aHTUCENTUYECKUM, NPOTUBOBOCNANMUTENbHBIM M NPOTUBO-
BUPYCHbIM JeACTBUAMU (CPeAn HUX Cy6CTaHUMU Kak MPUPOAHOro, TaK
1 CUHTETUYECKOr0 NPOUCXOXIEHUS)

Y10 HOBOrO faer craTba?

> BriepBble npoBeAeHa CTpYKTypu3aums accoptumenta J1M, 3apernctpupo-
BaHHbIX Ha Tepputopun Poccuu, no cTpaHam-npou3BOAUTENsM, nekap-
CTBEHHbIM (DOpPMaM 1 MPOMCXOXKAEHMIO (DAPMAKONOrM4eCcKn aKTUBHOIO
BELLEeCTBa

> BbINoNHeHo MapkeTMHIroBoe mccneposanne J1M paccmartpusaemoro Aeii-
CTBUS MO NOKa3aTensim LUNPOTHI U NOAHOTbI ACCOPTUMEHTA, PACcCYUTaHbI
VHAEKC 0OHOBIEHNS 1 MHAEKC XXSHEHHOW BAXXHOCTM JaHHOI rpynnbl J1M

Kak 310 MOXET noBnUATL Ha KNMHUYECKYHO NPAKTUKY B 0603pUMOM ByayLuem?

> lNpencTaBneHHas WHOpMALMS MOKa3biBaeT CreuuancTam BeKTOp pas-
BUTUSA B 06/12CTN pa3paboTku HOBbIX J1T1 415 NeyYeHns 3a6osieBaHuin nosio-
CTVW pTa 1 pOTOrNOTKN

» Oco6oe BHAMaHWe CneayeT YAenuTb paspadotke KOMOMHMPOBaHHbIX JIM
C YHUKanbHbIMI MEXAYHAPOAHBIMYA HENATEHTOBAHHbIMI HAMEHOBAHNS-
MM Kak Haubosnee nepcnekTUBHbIM C TOYKU 3PEHUS KOMMIEKCHOro hap-
MaKoTepaneBTUYECKOro JencTBus

were used to analyze the nomenclature of drugs in GRLS and
RLS [8-17].

Marketing research of the Russian market of drugs for local
treatment of infectious and inflammatory diseases of the oral cavity
and oropharynx was conducted by methods of determining the breadth
and completeness of the assortment, update index, vital importance
index, SWOT-analysis [8-17].

Coefficients of breadth and completeness

The coefficient of breadth (K;) of the assortment was calculated by
the formula:

Ky = Sa/ Sy x 100%,

where S, is actual assortment breadth (based on Roszdravnadzor data
for 2022-2023); S, is basic assortment breadth (based on data on
actual registration certificates (RCs) of GRLS).

The completeness coefficient (K;) of the assortment was calculated
using the formula:

K, = P,/ Py x 100%,

where P, is actual assortment breadth (based on Roszdravnadzor
data for 2022-2023); P, is basic assortment breadth (based on data
on actual GRLS RCs).

As basic breadth and completeness we took the number of RCs
of this group of drugs with a valid status, as actual breadth and
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completeness — the number of RCs and trade names (TNs) (for
the study of assortment completeness) of drugs of the studied
pharmacotherapeutic effect, the TNs of which actually make up the
turnover. The actual presence of drugs on the domestic market was
determined by their presence in the Roszdravnadzor register for the
period of 2022-2023.

Renewal index

To characterize the assortment renewal we used the renewal index
(1), which was calculated according to the formula:

I, = K, /K x 100%,

where K, is the number of international nonproprietary names (INNs)
of drugs that received RCs for the first time (based on GRLS data);
K is the total number of INNs that have valid RCs (based on data on
current GRLS RGCs).

The product range update in this segment was determined in the
period from 2018 to 2023 (based on the date of RCSs).

Vital importance index

To determine the proportion of drugs that are vital, essential and
non-essential (VEN), VEN analysis was used to calculate the vital
importance index (I}) on a "formal" basis using the formula [18]:

li = Ki / Kt X 1000/0,

where K; is the number of INNs included in the State Register of
manufacturers' maximum selling prices for drugs included in the
list of vital and essential medicinal products [19] among INNs of the
group under consideration as of the date of the study; K; is the total
number of INNs of drugs with valid RCs (based on data on current
RCs in the GRLS).

SWOT-analysis

SWOT analysis (strengths, weaknesses, opportunities, threats) is
a classic method of identifying and planning the opportunities and
threats that may arise during the development and introduction of
a new drug into the market. All possible factors and threats that may
arise during the development and introduction of a new drug into the
market are divided into four specified categories.

In the case of SWOT-analysis of a drug with a new unique INN, it
is necessary to take into account the impact of opportunities and
threats in both the internal and external environment. The factors of
the internal environment of the studied object (which the object itself
can influence) include the uniqueness of the composition of the drug
and indications for use, contraindications, dosage form, convenience
of use, etc. The factors of the internal environment of the studied
object (which the object itself can influence). The factors of external
environment (which the object itself cannot influence, but these
factors influence the object from the outside) include compliance of
doctors and patients to the new drug and dosage form, availability of
substance for drug production, changes in the economic sphere, etc.

SWOQOT-analysis was conducted in three stages:

(1) identification of external and internal factors of the object;

(2) evaluation and ranking of the identified factors;

(3) determination of the development strategy of the object.

Statistical analysis / CtraTuctuyeckuii ananus

Processing of the study results was carried out in Office Excel 2019
program (Microsoft, USA). The results are presented in the form of

graphs and charts, recommendations for expanding the range of drugs
of the studied pharmacotherapeutic action are given.

RESULTS AND DISCUSSION / PE3YJIbTATbI U ObCYXEHUE

Characteristics of drug assortment / Xapakrepuctuka
accopTtumenrta JiM

In order to analyze the range of drugs for local treatment of
infectious and inflammatory diseases of the oral cavity and oropharynx,
we formed a database of the studied group of drugs with valid RCs,
the indications for use of which include the possibility of use for local
treatment of infectious and inflammatory diseases of the oral cavity
and oropharynx. In addition, on the basis of Roszdravnadzor data,
we identified those RCs for which drugs were introduced into civil
circulation during the last two years (2022 and 2023).

Registered names

The study of the range of drugs as of July 2023 showed that 425
active RCs with 80 INNs were registered in the territory of the RF.
Moreover, the study of the dynamics of drug registration depending on
the type of INN (botanical, chemical substance origin or combination
of pharmacologically active substances of both botanical and chemical
origin) shows that over the last 10 years there is a tendency to register
drugs whose active substances are of chemical origin (Fig. 1). In
addition, two periods in which there is a jump in the number of
registered drugs, namely from 2008 to 2011 and from 2021 to 2022,
are clearly demonstrated.

A detailed study of the formed database of RCs showed that in the
period from 2008 to 2011, a series of drugs with INN "amylmethacresol
+ dichlorobenzyl alcohol" (have combined antiseptic action), as well
as drugs with the above INN and supplemented with ascorbic acid
(vitamin C), levomenthol (has a distracting effect) or lidocaine (has
a local anesthetic effect) were registered in the RF. The whole line
of these drugs is registered under TNs Strepsils®, Strepsils® with
vitamin C, Strepsils® with menthol and eucalyptus, Strepsils® Express
(registration certificate holder (RCH) and manufacturer: Reckitt
Benckiser Healthcare International Ltd., Thailand). These preparations
have proved to be effective antiseptic agents for topical application,
are widely prescribed by doctors and used by patients.

During the same period, a series of no less well-known drugs with
INN gramicidin C, which is an antibiotic, as well as combinations
of "gramicidin C + cetylpyridinium chloride" (antibiotic + antiseptic
agent) were registered in the RF, "gramicidin C + oxybuprocaine +
cetylpyridinium chloride" (antibiotic + antiseptic agent + local
anesthetic agent), the best known of which are registered under TNs
Grammidin®, Grammidin® NEO, Grammidin® with anesthetic (RCH and
manufacturer: Valenta Pharm JSC, Russia). These drugs are available
in the form of tablets for resorption, and later the line will include
tablets for resorption for children and sprays for topical application.

In the period from 2008 to 2011, plant-based drugs manufactured
by Krasnogorsklexredstva JSC and Firma Zdorovye LLC (Russia)
were registered, containing as pharmacologically active substances
apothecary chamomile flowers, sage leaves, eucalyptus twig leaves
and calendula flowers.

The study of the formed database of drugs registered from 2021
to 2022 allowed us to conclude that during this period several RCs
for drugs with INN benzidamine (non-steroidal anti-inflammatory
drug) in the dosage forms of spray or solution for topical use were
registered at once. The original drug with INN benzidamine is the well-
established Tantum® Verde (RCH and manufacturer: Aziende Kimike
Riunite Angelini Francesco A.C.R.A.F. S.p.A., ltaly). At the same time,
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Figure 1. Dynamics of registration of drugs used for local treatment of infectious and inflammatory diseases of oral cavity and oropharynx, depending on the origin of the active

substance.
RC - registration certificate

PMBVHOK 1. Annamuka perncTpaunm neKkapCTBeHHbIX NpenapaTos, NPUMEHAEMbIX 411 MECTHOIO Nie4eHna MHd)eKLlVIOHHO—BOCHaﬂI/ITeJ'IbeIX 3a00J1€BaHNI NONOCTH pTa

1 POTOrNIOTKMA, B 3aBUCMMOCTY OT NPOUCXOXAEHUS AENCTBYIOLIErO BELLECTBA.
PY — pernctpaumoHHoe yaocTosepexme

several drugs with the combinations "benzydamine + chlorhexidine"
and "benzydamine + cetylpyridinium chloride" (both are non-steroidal
anti-inflammatory agent + antiseptic) appeared. In addition to the
above INNs, during this period several analogs of drugs with INN
benzildimethyl-myristoylamino-propylammonium were registered,
the most well-known INN is Miramistin® (RCH: LLC Infamed, Russia;
manufacturer: Infamed K LLC, Russia).

Producing countries

Analysis of countries-manufacturers of drugs for local treatment of
infectious and inflammatory diseases of the oral cavity and oropharynx
showed that drugs of this pharmacotherapeutic action are represented
on the domestic market by 29 manufacturers, among which the top
10 manufacturers produce 94% of drugs with current RCs (Fig. 2).
The analysis of GRLS data showed that the largest number of RCs
(81%) were issued for drugs, the country of origin of which is Russia.
Moreover, the ratio of registered drugs of foreign origin to drugs of
Russian origin changed annually, and starting from 2018 the share
of registered domestic drugs began to increase sharply, which may
be associated with the support of national manufacturers under the
import substitution program.

Dosage forms

Drugs used for topical treatment of infectious and inflammatory
diseases of the oral cavity and oropharynx were represented by the
following dosage forms (Fig. 3):

- liquid dosage forms (concentrate for preparation of solution for
topical application, oil, tincture, solution for topical and external
application, spray for topical application, extract, emulsion for
inhalation and external application);

— hard dosage forms (lozenges, tablets for solution for topical and
external use, orally dissolving tablets, powder for preparation of
solution for topical and external use);

- soft dosage forms (gel for topical use, dental gel, liniment, paste
for external use);

— medicinal plant raw materials (crushed plant raw materials).

Liquid dosage forms (58.73%) occupied the largest share among
the dosage forms of preparations of the studied group, among
which solutions accounted for 44.98% and sprays for 28.52%. The
second place was occupied by solid dosage forms (23.35%), among
which 67.68% were in the form of orally dissolving tablets. QOils have
a minimal share in this segment (0.4%).

82,3% Russia / Poccus

4,0% India / Nngns

3,4% Germany / [epmaHus

2,1% Great Britain / Benuko6putanus

2,1% Netherlands / HugepnaHabl

2,0% Republic of Belarus / Pecny6nuka benapycs
1,1% ltaly / Vitanus

1,0% Ukraine / YkpanHa

1,0% Poland / MonbLua

1,0% Slovenia / Cnosenns

Figure 2. Structure of the range of finished dosage forms used for topical treatment
of infectious and inflammatory diseases of oral cavity and oropharynx by producing
countries (top 10 countries by the number of active registration certificates)

PUCYHOK 2. CTPYKTypu3auus aCCOPTUMEHTA FOTOBbIX N16KAPCTBEHHbIX (DOPM,
NPUMEHAEMbIX N1 MECTHOTO NIEYEHNS MH(EKLIMOHHO-BOCNANUTENbHBIX 3a60/1€BaHNI
MOMOCTY PTa ¥ POTOFNOTKM MO CTPaHaM-NPOM3BOANTENAM (Ton-10 cTpaH

10 KONMYECTBY AENCTBYIOLLAX PErUCTPALMOHHbIX YAO0CTOBEPEHNI)
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M 58,72% Liquid dosage forms / XKuzkue nekapcTaeHHble hopMbl

M 14,39% Botanical medicines / JlekapCTBEHHOE PACTUTENbHOE Cbipbe
M 3,54% Soft dosage forms / Msrkue nekapcTaeHHble hopMbl

M 23,35% Solid dosage forms / Teep/ible nekapCTBeHHbIE (hOPMbI

0,80% Concentrate / KoHueHTpar
0,40% Qil / Macno

M 18,47% Tincture / HacToiika

M 44,98% Solution / PactBop

M 28,52% Spray / Cripeit

M 6,43% Extract / 9kcTpakT

M 0,40% Emulsion / dmynbeus

[ 3,03% Pastilles / MacTunku
M 7,07% Powder / Mopowok

W 22,229% Tablets for solution /
TabneTkun fns NpUroToBeHNs
pacTtBopa

M 67,68% Orally
dissolving tablets / Tabnetku
Ang paccacbiBaHNA

I 80,00% Gel / lens
M 6,67% Liniment / JnHumerT
M 13,33% Paste / MNacTa

Figure 3. Structure of the range of drugs used for local treatment of infectious and inflammatory diseases of oral cavity and oropharynx, by dosage forms

PMGVHOK 3. CprKTypI/ISaLU/IH ACCOPTUMEHTA NNEKapCTBEHHbIX MpenapaToB, NPUMeHAEMbIX ANA MECTHOTO NeYeHNA VIHCbeKuI/IOHHO-BOCI'IaﬂI/ITeﬂbeIX 3a0601€BaHNI NONOCTY pTa

11 POTOrNOTKIA, N0 SIeKapCTBEHHBIM (hopMam

Origin of substance

The most interesting results were shown by the study of the origin
of substance of the considered drugs (pharmacologically active
substances of botanical, chemical origin or a mixture of substances of
both botanical and chemical origin). The generated database consisted
of 80 INNs. In order to improve the convenience of information
processing and its relevance (we considered drugs involved in the
turnover), 25 INNs were singled out from all the presented INNs of
the studied drugs according to the number of active RCs (accounting
for 80% of all active RCs of the considered pharmacotherapeutic
effect) (Fig. 4).

The analysis revealed that 57.78% of the tested drugs have an
active ingredient of chemical origin, with benzydamine (18.65%),
chlorhexidine (16.58%) and nitrofural (15.03%) being the most
common components. The drugs, the active ingredients of which
are botanical components, most often include extracts of chamomile
(Matricaria chamomilla L.), eucalyptus (Eucalyptus viminalis Labill.),
sage (Salvia officinalis L.) and calendula (Calendula officinalis L.).

Analysis of available studies on the structure of the range of drugs
used for the treatment of diseases of the oral cavity and oropharynx
in the countries of the Commonwealth of Independent States (CIS)
showed significant differences both in the predominant dosage forms
and in the names of producing countries.

The study of the Kazakh market of drugs of the considered
pharmacotherapeutic group demonstrated both general trends
and differences in the structure of prevailing drugs and geography

of manufacturing countries represented in the local market. Thus,
the most widespread drug similar to the Russian market are liquid
dosage forms, namely sprays and aerosols. The study of drugs of
the above group by origin of substance is absolutely different from
the situation in our country. In the market of Kazakhstan 64% of
drugs for prevention and treatment of diseases of oral cavity and
oropharynx are represented by substances of botanical origin. Among
the countries-manufacturers of drugs, drugs of Kazakh origin occupy
only 14% of the total amount. This picture may be due to the fact that
local manufacturers and importers such as Ukraine and Russia provide
the market with botanical substances (based on liquid dosage forms);
solid dosage forms are 97% imported goods (the main importers are
India, supplying relatively inexpensive drugs with botanical substances,
and Russia, supplying modern drugs with high price). At the same
time, the state program Kazakhstan-2050 is being implemented in
the territory of the Republic of Kazakhstan, in which the priority is
given to import substitution of pharmaceutical products. The trend
of development of the Kazakhstan market in the field of development
of drugs of the considered action with a high probability will be the
creation of drugs with substances of botanical origin [20, 21].

In the Republic of Belarus, the assortment structuring by dosage
forms is similar to the Russian market, i.e. the largest number of TNs
is registered in two types of dosage forms: solid (39 TNs) and liquid
(34 TNs). The share of drugs with substances of botanical origin in
solid dosage forms is 28.2%, in liquid dosage forms — 40%, which
is similar to the Russian market. Significant differences between the
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M 38,02% Botanical / PacTutenbHble
4,19% Combined / Cmecb
M 57,79% Chemical / Xumundeckue

18,90% Calendula tincture / Kanengynbl HacToika
[0 16,54% Eucalyptus tincture / 3BkanunTa HacTorka
B 14,96% Calendula flowers / Kanexaynbl LgeTkn
B 12,60% Sage leaves / LLlandbes nuctbs

Il 11,02% Calendula + chamomile + yarrow flowers /
KaneHmynbl + poMaLLKm + ThICSHENUCTHIUKA LIBETKM

W 11,02% Chamomile flowers / PomaLki LiBeTKu
[l 11,02% Eucalyptus leaves / 9BKanunTta nucTbs
I 3,94% Eucalyptus extract / 9skanunrta akcTpakt

50,00% Calendula tincture / Kanexaynbl HacToiika
50,00% Eucalyptus tincture / 9skanunTa HacToilka

18,65% Benzydamine / benaugamuH
[ 16,58% Chlorohexidine / Xnoprekcuant

M 2,59% Ambazon / AM6a3oH

M 15,03% Nitrofural / Hutpodpypan
Il 9,84% Potassium iodide + glycerol / Kanust noanz + ruiepon
Il 6,74% Hexethidine / lekcatuant
M 6,22% Amyl methacresol + dichlorobenzyl alcohol / AmunveTakpeson + AuXnop6eH3nnoBbli cinpt
4,14% Metronidazole + chlorhexidine / MeTpoHNa301 + X0PrekCuanH
[ 3,63% Benzyldimethyl-myristoylamino-propylammonium / BeH31nAnmMeTA-MupUCTOMNaMUHO-NPONNIaMMOHMIA
M 3,63% Potassium iodide + polyvinyl alcohol / Kanus iioau + noavMBUHIIOBbINA CrINPT
[ 3,11% Lysozyme + pyridoxine / JTu30LuM + NUPUAOKCIH

M 2,59% Potassium permanganate / Kanus nepmaraHat

W 2,59% Ketoprofen / Ketonpode
[ 2,59% Urea peroxide / Mo4eBuHbI nepokeuy
[ 2,07% Gramicidin C + cetylpyridinium chloride / pamuumanH C + LETUANUPUANHIAS XOPUL

Figure 4. Structure of the range of finished dosage forms used for local treatment of infectious and inflammatory diseases of oral cavity and oropharynx by origin
of pharmacologically active substance (top 25 international nonproprietary names, trade names of which account for 80% of all valid registration certificates)

PucyHok 4. CTpyKTypa acCoOpTUMEHTA FOTOBbIX JIEKAPCTBEHHbIX (DOPM, MPUMEHSIEMbIX A1 MECTHOTO NeYeHUst MHGDEKLIMOHHO-BOCNANMTENbHbIX 3a60M1eBaHMIA NONOCTY pTa
1 POTOTNIOTKM, N0 NPONCXOXKAEHMI0 PapMaKkooruyecku akTBHOrO BELLLECTBA (TOM-25 MeXAYHAPOAHbIX HENATEHTOBAHHbLIX HAMMEHOBAHMWIA, TOPrOBbIE HAMMEHOBAHMS KOTOPbIX

cocTasnaoT 80% 0T BCeX AeNCTBYIOLNX PErMCTPALUOHHBIX YAOCTOBEPEHMIA)

markets of drugs of the group under consideration by the countries-
manufacturers of medicinal products were revealed. In Belarus, the
share of goods of local origin in the case of liquid dosage forms is
only 8.8%, in the case of solid dosage forms — 7.7% [22, 23]. The
tendency of the local market of drugs in the Republic of Belarus is
also an aspiration to import substitution. The State Program for the
Development of the Pharmaceutical Industry of the Republic of Belarus
for 2016-2020 was implemented, however, it included localization of
production of high-cost drugs. There is no significant increase in the
number of local manufacturers of drugs for the treatment of diseases
of the oral cavity and oropharynx, but there is a general trend towards
the creation of drugs with a substance of botanical origin [24].

In the Republic of Uzbekistan, the largest share among the dosage
forms is occupied by solid (50%), followed by liquid (34%) forms;
the largest share among the drugs of the considered action are drugs
with a substance of botanical origin; the share of local manufacturers

is 60.5%. According to the researchers, the development and import
substitution of drugs with botanical substances of local origin is
a promising direction for the development of the drug market of the
above-mentioned action [25-28].

The study of available market research of the Ukraine local market of
drugs for the treatment of diseases of the oral cavity and oropharynx
showed that the share of local manufacturers by the number of TNs
is 82.7%; among the countries-manufacturers of drugs imported to
Ukraine: India, USA and UK. Structurization of the range of drugs of the
group under consideration by dosage forms showed that the largest
number of TNs was registered in liquid dosage form and as medicinal
herbal raw materials (30.7% each) [29]. It is difficult to speak about
the trends of further development of this market of drugs for the
prevention and treatment of diseases, but the production of drugs with
substances of botanical origin is likely to be successful in terms of the
local raw material base and the cost of drugs produced.
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Marketing study of assortment structure / MapkeTunrosoe usyyenue
CTPYKTYPbl aCCOPTUMEHTA

Assortment breadth and completeness

The share of the considered drugs was analyzed by determining the
specific weight of each INN in the structure of the whole assortment
of this pharmacotherapeutic group.

To characterize the breadth and completeness of the assortment
we used the calculation method, the results of which are presented
in Figure 5.

Calculation of the completeness coefficient for all three groups of
drugs (comprising substances of botanical, chemical or a mixture of
substances of botanical and chemical origin) was performed using the
same methodology. For this purpose we compared the data on actual
RCs of drugs of the pharmacotherapeutic effect under consideration
in the GRLS and data on introduction of at least one TN of each INN
into civil turnover for the last 2 years (2022-2023). The study showed
that all INNs of the considered pharmacotherapeutic effect under at
least one INN were put into civil turnover, therefore, the completeness
coefficient of this group of drugs is 100%, which indicates that drugs
with all INNs registered in Russia are available on the market. This
fact has a positive impact on the ability of a doctor to prescribe the
drug necessary for therapy, and on a patient, as he or she will have
the opportunity to purchase the prescribed drug.

The study of the assortment completeness coefficient for individual
INNs was carried out according to a similar methodology. For example,
at the moment, there are 13 active RCs registered among drugs with
INN hexetidine (substance of chemical origin) [5], among which

40
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y flower + yarrow

Nitrofural / Hurpochypan S

Benzydamine / benanaanvy SRR

Chlorohexidine / Xnoprekcuant -—

Number of RCs, n / Konuyectso PY, n

Sage leaves / Llandbes nekapcteenHoro nucTos  SEGEEN

is flower +
herb] extract / [Kanexaynbl nekapcsexHoit useTki + pomawkw anteqHoil SRR

Eucalyptus twig leaves / dskanunta npyrosuaxoro nuctos SR
Eucalyptus leaf extract / 9skanunta nucTbes SkcTpakT S

Chamomile apothecary flowers / Pomatukw anteqroii usetkv  SEEGGGpa

LBETKM + ThICAYENMCTHINKA 06bIKHOBEHHOTO TPaBbl] 3KCTPaKT

Calendula medicinalis flowers / Kanexaynbl nekapcTeeHHOI LBETKU T

Eucalyptus twig leaf tincture / 3Bkanunta npyTouaHoro nuctbes Hactoiika SRR
[Calendula

o o
Tincture of calendula flowers / Kanexzynbl nekapcteenHoii Lgetkos Hacoika ST

Botanical / PactutensHoe

mmm Registered RCs / 3apeructpupoBatHbie PY

lodine + [potassium iodide + glycerol] / log + [kanus ioang + muuepon] ENNGERA

only 8 RCs have been introduced into civil turnover [7]. Thus, the
completeness coefficient for this INN will be 61.54%.

It was shown that drugs not under all TNs, having actual RCs,
were introduced into the civil turnover during the last 2 years. This
may be due to the lack of the necessary substance at a particular
manufacturer for the production and release into turnover of a batch
of goods, the process of drug development (when the manufacturer
has not yet had time to conduct all the necessary quality control
studies to put the drug into turnover) or the manufacturer has
only registered the RC for the drug and has not yet released any
batch of goods into turnover. The calculations showed that the
lowest assortment completeness coefficient for individual INNs is
minimal for drugs with active substances of botanical origin (e.g.,
INNs Eucalyptus leaf extract, Eucalyptus leaf tincture, Calendula
tincture). The result obtained may indicate that these INNs are
the least demanded by doctors and patients (this may be due to
inconvenience of administration and storage, presence of alcohol in
the composition), from the manufacturer's point of view, production
of a batch of drugs with these INNs is resource-intensive. To express
the results graphically, we used a list of INNs from the top 25 INNs,
the INNs of which account for 80% of all active RCs of the drugs
under consideration (see Fig. 5).

Renewal index

Goods renewal index is an indicator of the industry progress —
development, improvement of the assortment structure and
compliance of the assortment with the needs of specialists and
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Figure 5. Marketing study of the breadth and completeness of the range of finished dosage forms used for topical treatment of infectious and inflammatory diseases of oral cavity
and oropharynx: top 25 international nonproprietary names, trade names of which account for 80% of all valid registration certificates (RCs)

PucyHok 5. MapkeTMHroBoe U3y4eHue WUpoTbl U NOHOTHI aCCOPTUMEHTA FOTOBbIX 16KAPCTBEHHBIX (DOPM, NPUMEHSAEMbIX /151 MECTHOTO NIE4eHNst MHAEKLMOHHO-BOCTANNTENbHbIX
3260/1€BaHNI NOOCTY PTa U POTOTNIOTKM, — TOM-25 MEXAYHAPOAHbIX HENATEeHTOBAHHbIX HAMMEHOBAHMIA, TOPrOBbIE HANMEHOBAHNS KOTOPbIX COCTaBAAOT 80% OT BCex

NIeiCTBYIOLLMX PErNCTPaLMOHHbIX y0CTOBEPEHUit (PY)
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patients. The calculation was performed for the period from 2018 to
2022; during this period, RCs for 4 drugs with new INNs were issued.

In 2020, the combination "lidocaine + lysozyme + cetylpyridinium
chloride" with complex anesthetic effect due to lidocaine and two
antiseptic agents of different chemical structure (lysozyme and
cetylpyridinium chloride) was registered for the first time (LP-006147
dated 17.03.2020; TN: Lysobact Complete®; RCH and manufacturer:
Bosnalek SA, Bosnia and Herzegovina). This drug is an improved
analog of the drug with INN "lysozyme + pyridoxine" (best known
TN: Lysobact®, RCH and manufacturer: Bosnalek SA, Bosnia and
Herzegovina) and drugs with INN "lidocaine + cetylpyridinium chloride"
(best known TN: TheraFlu Lar® Menthol; RCH: GlaxoSmithKlein
Healthcare JSC, Russia; manufacturer: Novartis Saglik Gida ve Urunleri
San. Ve Tic. A.S., Turkey).

Also in 2020, the combination "flurbiprofen + cetylpyridinium
chloride" was registered for the first time, which has a complex
antiseptic (cetylpyridinium chloride), analgesic and anti-inflammatory
effect (flurbiprofen) (LP-006474 dated 24.09.2020; TN: Maxicold®
Lor Tabs double action; RCH: OTCPharm JSC, Russia; manufacturer:
Pharmstandard-Leksredstva JSC, Russia). This drug is an improved
analog of the drug with INN flurbiprofen (best known TN: Strepsils®
Intensive; RCH and manufacturer: Reckitt Benckiser Healthcare
Manufacturing Ltd, Thailand).

In 2021, for the first time a drug containing sodium hypochlorite as
an active ingredient with antiseptic effect was registered (LP-007484
dated 11.10.2021; TN: Triaseptin® RCH: Euromed LLC, Russia;
manufacturer: Peoples' Friendship University of Russia, Russia).

In 2023, the combination "benzildimethyl-myristoylamino-
propylammonium + flurbiprofen" was registered for the first time, which
has antiseptic (benzildimethyl-myristoylamino-propylammonium),
analgesic and anti-inflammatory (flurbiprofen) effects (LP-008095
dated 25.04.2022; TN: Mitraseptin®-Prolor; RCH and manufacturer:
Pharmstandard-Leksredstva 0JSC, Russia). This drug is a modified
analogue of a drug with INN flurbiprofen (best known TN: Strepsils®
Intensive; RCH and manufacturer: Reckitt Benckiser Healthcare
Manufacturing Ltd, Thailand) in combination with INN benzildimethyl-
myristoylamino-propylammonium (best known TN: Miramistin®; RCH:
Infamed LLC, Russia; manufacturer: Infamed K LLC, Russia).

The update index was calculated as follows: the number of unique
INNs brought to the market for the first time in the period from
2018 to 2022 (4 INNs) was divided by the total number of INNs
with current RCs (80 INNs), the resulting value was expressed as
a percentage. Thus, the update index of drugs of the considered
pharmacotherapeutic group is 5.00%, which is quite low, and the
largest number of RCs with unique INNs was registered in 2022, while
in 2018 and 2019 there were no registrations. The obtained value of
the update index can be explained by the complexity and duration of
development of drugs with new INNs. At the same time, it should be
noted that the new INNs of drugs of the considered action registered
in Russia are analogues of drugs of foreign origin, the pharmacological
effect of which was extended by the introduction of a second active
substance (the exception is the drug with the TN: Triaseptin®).

The study of the update index shows that despite being labor-
intensive, time-consuming and costly, the development of drugs
with unique INNs is relevant in terms of complex treatment and
treatment with drugs that have unique mechanisms of action or affect
specific receptors. In addition, the introduction of new drugs into
the assortment may be considered appropriate due to the mismatch
between the rate of expansion of patients' needs and the introduction
of new assortment items.

Vital importance index

It was found that it included only 4 INNs of MPs of the considered
action:

— iodine + (potassium iodide + glycerol) (best known TN: Lugol®);

— potassium permanganate (best known TN: Potassium
permanganate®);

— povidone iodine (best known TN: Povidone iodine®);

— chlorhexidine (best known TN: Chlorhexidine®).

The vital importance index of INN drugs of this pharmacological
action is 5.00%, which is low.

SWOT analysis / SWOT-ananus

The results of SWOT-analysis (Table 1) show that, despite the
presence of possible market threats from side effects of drugs, risk
of lack of substances or equipment for production, the development
of new drugs is supported by such factors as limited assortment,
low activity of pharmaceutical companies in terms of launching
new products, their high commercial potential, support for import
substitution initiatives, opportunities to optimize drug supply and
better meet the needs of patients and doctors. The development
of proprietary products addresses an important challenge in
strengthening the production and technological sovereignty of national
pharmaceutical companies.

CONCLUSION / 3AKNHOYEHUNE

Evaluation of the characteristics of drugs included in the database
by country-manufacturers of finished dosage forms shows that
the vast majority of drugs of the considered pharmacotherapeutic
effect are produced in the territory of the RF, which may be due to
the availability of substances and equipment for production, the
existence of programs of the Government of the RF aimed at import
substitution and development of the domestic pharmaceutical industry.
The study of drugs included in the database by dosage forms and INNs
demonstrates that the largest number of drugs is represented by liquid
dosage forms (solution for topical and external use, spray for topical
use, tincture, etc.). The second place by the number of TNs is occupied
by solid dosage forms (orally dissolving tablets, tablets for preparation
of solution for topical and external use, etc.).

The prevalence of liquid and solid dosage forms is explained
by their physiological convenience, ease of use and storage. If
we consider drugs of the considered pharmacotherapeutic action
from the point of view of substance origin, the largest share in
the developed base is occupied by drugs having chemical origin
of substance, followed by drugs containing medicinal plant raw
materials or their derivatives. Such a share distribution is relevant
from the point of view of narrowly targeted action and relative
simplicity of development of new drugs.

As for the analysis of the dynamics of registration of the studied
drugs, in recent years, the number of newly registered drugs has
been increasing and the ratio of registered drugs of domestic
and foreign origin has been changing towards domestic ones. In
addition, there is a clear tendency to increase the share of drugs
with substances of chemical origin, which once again confirms the
assumption about the narrow focus of action and relative ease of
development of such drugs.

The analysis of the formed base of drugs using marketing research
methods (determination of breadth and completeness of the
assortment, renewal index, vital importance index) shows that drugs
with all INNs used for local treatment of infectious and inflammatory
diseases of the oral cavity and oropharynx are represented on the
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Table 1. SWOT analysis on the relevance of development and market launch of a drug with a new unique international nonproprietary name (INN) for the topical treatment

of infectious and inflammatory diseases of oral cavity and oropharynx

Ta6nuua 1. SWOT-aHanu3 akTyanbHOCTY pa3paboTky 1 BbIBEAEHINS HA PbIHOK IeKapCTBEHHOro npenapara (JIM) ¢ HoBbIM YHIKaNbHbIM MeXAYHaPOAHbIM HeNaTeHTOBAHHbIM
HaumeHoBaHuem (MHH) Ana MeCTHOro NeveHns MHAPEKLNOHHO-BOCNANNTENbHBIX 3200/1€BAHNIA NONOCTN PTA U POTONOTKM

Strengths / CunbHble CTOPOHDI

Weaknesses / Cnabbie cTOpOHbI

1. The relevance of developing a drug with unique INN / AkTyanbHocTb
paspabotku J1M ¢ yHukanbHbim MHH

2. In the case of the development of a drug in which medicinal plant raw
materials or their derivatives will be used as a pharmacologically active
substance: complex pharmacotherapeutic effect on the organism, physiology,
fewer side effects / B cnyyae paspa6otku J11, B KOTOPOM B Ka4ecTse
(hapmakonornyeckn akTMBHOrO BeLLecTBa 6yayT UCMONb30BaHbI NIEKAPCTBEHHOE
pacTUTeNIbHOE Cbipbe WU ero NPON3BOAHBIE: KOMMIEKCHOE
(hapmakoTepaneBTM4eCKOe JeACTBME HA OPraHn3M, PU3NOSIOrNYHOCTb,
MEHblLLIee KOMNYeCcTBO NO6OYHbIX IPDEKTOB

3. High competitiveness with existing drugs due to the support of the
Government of the Russian Federation for domestic drug production / Boicokas
KOHKYPEHTOCMOCO6HOCTb C cyLuecTBytowwmmm J1M BCreacTBre NoLAepXKu
lMpasutenscTBoM Poccuiickorn ®enepauun J1N 0Te4eCTBEHHOr0 NPOU3BOACTBA

1. The cost of resources for the search, development and
market launch of a drug with new INN / 3atpars!
PECYpPCOB Ha NOWUCK, pa3paboTKy M BbIBOS Ha PbIHOK J1T1
¢ HoBbIM MHH

2. The presence of contraindications and side effects of
a developed drug / Hanu4ne npoTuBonokasaHuii 1
no604HbIX 3phekToB paspaboTaHHoro JIM

3. The cost and constant availability of the substance for
a drug production / CTOMMOCTb 11 NOCTOSHHOE Hann4ne
cybcTaHumn ans npounssoactaa JM

Opportunities / PbIHOYHbIE BO3MOXHOCTH

Threats / PbiHo4HbIE Yrpo3bl

1. The use of modern, effective drug for the treatment of oral cavity and
oropharynx / icnonb3oBaHue coBpemMeHHoro, addektusHoro J1M ansg nevexHns
MonoCTI PTa U POTOOTKY

2. Optimization of patients' costs for the treatment of this group of diseases /
OnTummn3aums 3aTpat NaLWeHTOB Ha e4eHne JAHHON rpynnbl 3a60/1eBaHNIA

3. In the case of the development of a drug in which medicinal plant raw
materials or their derivatives will be used as a pharmacologically active
substance: replacement of a drug containing chemically synthesized active
substances with one containing herbal components / B cniy4ae paspa6otku J1MT,
B KOTOPOM B Ka4ecTBe (DapMakoornyeckn akTUBHOrO BeLlecTea 6yayT
CNOMb30BAaHbI IEKAPCTBEHHOE PACTUTENBHOE ChIPbE UM Er0 NPOM3BOAHbIE:
3ameHa J1M ¢ XMMn4eckn CUHTE3MPOBaHHbIMI AeACTBYHOLLMMU BELLIECTBAMN Ha

1. The introduction of a drug with the same INN to the
market by a competitor before the release of a drug
under development / BbiBefigH1e Ha PbIHOK KOHKYPEHTOM
JIM ¢ Takum xxe MHH po Bbixofa paspa6atbiBaemoro JM
2. Pressure from manufacturers of products with

a similar active ingredient registered as a dietary
supplement / [1aBneHue co CTOPOHbI NPOU3BOAUTENEN
CPEeACTB C aHANOrMYHbIM [eCTBYHOLLMM BELLECTBOM,
3aperucTpMpoBaHHbIX Kak 6MONOrMYecKm akTMBHas
Jo6aBka

3. OTcyTCcTBUE CybCTAHLMKU UK 060PYAOBAHMS ANs
npoussoacrtea J1M/ Lack of substance or equipment for

JIM ¢ pacTUTeNbHLIMU KOMMOHEHTaMU
4. Development of the Russian pharmaceutical industry / Passutue
0TE4YeCTBEHHOI (DapMaLLeBTUYECKOI MPOMbILLIIEHHOCTM

the production of a drug

market under at least one TN. Very low indices of renewal (5.00%)
and vital importance (about 5.00%) were established for drugs of the
considered pharmacological action. This may be due to high risks
and costs of development of drugs with new INNs, lack of necessary
raw materials and equipment. The value of the vital importance index
may indicate that this group of drugs is underestimated by the state.
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