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MapKeTUHroBsble nccnegoBaHMA HaLMOHaUTbHOIO pbiHKA
MPOTUBO3INMUIENTNYHECKINX IMpernapartoB

A.C. PomaHoB, E.®. LllapaxoBa

PIrBOYBO «AnTarickuii rocyaapc TBeHHbIV MeAVLIMHCKNIA yHMBepcUTeT» MuH3gpasa Poccun, BapHayn, Poccms

AHHOTALU WA

BBefeHMe . PaclumpeHne accOpTUMEHTA IeKapCTBEHHbIX npenapaTos (/1) NpoTUBOCYAOPOXHOW Tepanuun, nsme-
HeHWe neyebHbIX CTPaTErnn N MHANBUAYANN3NPOBAHHbIA NOAX0[ K BbIGOPY ONTMMa/bHOro npenaparta ANKTyeT Heobxo-
ANMOCTb NPOBefileHMe MapKeTUHTIOBbIX UCCNeA0BaHUM A1 06HOBAEHNS U CUCTEMATMU3ALNN AaHHbIX O COCTOSHUM HaLMo-
HanbHOro hapmaueBTUYeCKOro pblIHKa aHTUKOHBY/IbCAHTOB. MpoBeAeHNe MapKeTUHIOBOr0 aHaIn3a pblHKa NPoTUBO3NU-
nentunyecknx npenapatos (M3I1), BKAOYaOLWEro onpejeneHne KOHbOHKTYPbI U YCTaHOBIEHNE KayeCTBEHHbIX XapaKkTe-
PUCTUK A@HHOM Fpynnbl NpenapaTos, He0O6X0ANMO AN1A Ha3HAYEHMS ONTUMabHbIX U pauMoHanbHbIX CxeM hapMmakoTepa-
N 601bHBLIM 3NUNENcUelt, a TakXKe y40BeTBOPEHMS cipoca U NoTpebHOCTel noTpebuTeneii.

L enb . MNpoBecT MapKeTUHIOBbI aHaINM3 HaLMOHAaNbHOI0 pblHKa NpPoTUBO3aNuaenTuyecknx JIN v onpeaennTb ero
OCHOBHble NapameTpbl N TEHAEHLN Pa3BUTUS.

MaTtepunanb ©n MeTop4bl . MeTogonorna nposefeHNa MapKeTUHIOBOIO UccnefoBaHUs pbiHKa M3l Bkaovana
MeTOoAbl KOHTeHT- 1 DDD-aHanu3a, CTPYKTYPHO-N0rMYeCcKnin, rpaoaHaiuTUYecKnii, CTaTUCTUYECKUA METOAbl aHanmsa.
O61BbeKTaMM KOHTEHT-aHann3a aBAsaanch: [ocyfapCcTBEHHbIN PeecTp /IeKapCTBEHHbIX CPeACTB; eANHbIN CTPYKTYPUPOBaH-
HbI/Ai CNpaBOYHWUK-KaTanor feKapCTBeHHbIX MpenapaToB; MHTEpPHeT-caliTbl; Npanc-INCTbl OCHOBHbIX AUCTPUOLIOTOPOB
NeKapcTBEHHbIX NpenapaToB. O6bekTamm DDD-aHanmn3a AsBUAnch gaHHble npogaxk M3r s P® 3a 2020 r. aHa/IMTUYECKOTO
areHtcTtBa IQVIA (IMS Health).

PesynbTatbl . AHanus accoptumeHTa M3l Ha pbiHKe P® nokasan AOCTATOYHYHO aCCOPTUMEHTHYIO HacblLleH-
HocTb M3 11 2-ro NOKO/IEHW N HEAOCTAaTOYHOE KOIMYECTBO HoBeMwmMx M3, YcTaHOBMEHO, YTO HanbonbLwasn gons
(50 %) accopTMeHTa M3l Ha poccMCKOM hapMaLLeBTUUYECKOM PbIHKE NpefcTaB/ieHa POCCUNCKMMU NPeanpUATUAMN-
nponssoauTensamu. MNMpu aTom B CTPYKTYpy MMNopTa MakCcMMasnbHblii BKnag BHocUT MHana (11 %). Jinaupywowne
nosnumn B NnotpebieHun B 2020 r. NPOAO/DKUAN yAep>XXUBaTb Banbnpoatbl (36 %) n kapbamasenuH (27 %), ogHaKo
CTPYKTypa notpebneHuns M3l B nocnegHue rofbl MeHsAeTCs, 4ONS HOBEMLINX aHTUKOHBY/bCAHTOB cocTaBuna 13 % B
HaTypasbHOM ¥ 23 % B fleHEXXHOM BblpaKeHU COOTBETCTBEHHO, POCT 3aTpaT Ha HOBelille aHTUKOHBY/IbCaHTbI cocTa-
Bun 19 %.

3aknw4vyeHwne . ipariBep pocTta pbiHKa M3I - NbrOTHbLIN cCerMeHT. POCT rocyapCTBEHHbIX PacxofoB Ha NpPoTu-
BO3MNWUAENTUYECKYIO Tepanunio, HECMOTPSA Ha BbIXOA Ha PbIHOK BCe 60/1ee eLleBbliX reHepnyecknx npenapartos, obecne-
4ynMBaN NpenapaTbl HOBOTO W HOBEWMLLEro MOKOMEHUN, LeHa KOTOPbIX OT/INYAETCA A0 COTHWU pa3 OT TPaAULMOHHbIX
6a3oBbix M3l. BbiaBneHHasa guHammnka npogax M3All, coumanbHas HanpaBAeHHOCTb NOJIMTUKM POCCUICKOrO rocy-
JapcTBa M NpaBOBble HOPMbl /IbFOTHOIO /IEKAPCTBEHHOIo o6ecnevyeHUs 60/IbHbIX 3NUAENCcUen BCeEMU NIeKapCTBEH-
HbIMW NpenaparaMmu NO3BONAKT NPeANONOXNTb AaNbHENLLNA POCT rocyaapcTBeEHHbIX pacxogos Ha M3l B 6nuxali-
e rogbl.

Kno4deBble cnosa: anunencus, NpoTUBO3aNmMIenTUYecKne npenapartbl, aHaIM3 acCOPTUMEHTA, aHa/IN3 MPoSaXK.
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Marketing research on the national antiepileptic drug market
In Russia

A.S. Romanov, E.F. Sharakhova

Altai State Medical University, Barnaul, Russia

ABSTRACT

Introduction. Theanticonvulsant drug range expansion, the change in the treatment strategies, and person-ori-
ented approach to choosing the optimal drug dictates the need for marketing research to update and systematize data on
the state of the national pharmaceutical market of anticonvulsants. Carrying out a marketing analysis of the antiepileptic
drugs (AEDs) market, including determining the market situation and the qualitative characteristics of this group of drugs,
is necessary to prescribe optimal and rational pharmacotherapy regimens for patients with epilepsy, as well as to meet the
demand and needs of consumers.

Aim. To perform an analysis of the national market of AEDs and determine its main parameters and development
trends.

Materials and methods. The methodologyfor research of the AEDs market included methods of content-
analysis and ATC/DDD methodology, structural-logical, graphic-analytical, and statistical methods ofanalysis. The objects
of content analysis were: the State Register of Medicines; the unified structured directory-catalog of medicines; Internet
sites; price-lists of the main distributors of medicines. The objects of the study were the sales data on AEDs in the Russian
Federation for 2020 provided by the IQVIA agency (IMS Health).

Results. Ananalysis ofthe AED range in the Russian market showed sufficient assortment saturation of AEDs of the
1st and 2nd generations, and an insufficient number of the latest AEDs. It has been established that the largest share (50%)
of the AEDs in the home pharmaceutical market is represented by Russian manufacturers. At the same time, India makes
the maximum contribution to the structure of imports (11%). In 2020, the leading positions in consumption continued to
be held by valproates (36%) and carbamazepine (27%), however, the AEDs’ consumption structure has been changing in
recentyears, the share of the newest anticonvulsants was 13% in physical terms (in volume) and 23% in monetary terms (in
values), respectively, an increase in the cost of the newest anticonvulsants amounted to 19%.

Conclusion. The growth driver of the AED market is the subsidized segment. The growth of public antiepileptic
therapy spending, despite the entry of ever cheaper generic drugs, was provided by medicines of the new and newest gen-
erations, the price of which differs up to a hundred times from traditional AEDs. The revealed dynamics of sales of AEDs,
the social orientation of the policy of the Russian state, and the legal norms for subsidized drug provision of patients with
epilepsy with all drugs, suggest a further increase in government expenditures on AEDs in the coming years.

Keywords: epilepsy, antiepileptic drugs, assortment analysis, sales analysis.
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BBEAEHWE INTRODUCTION

dnunencmsa - XPOHUYECKOE COCTOAHME MO3ra,
KOTOpOe XxapakKTepu3yeTcs YCTOMUYMBOW npegpacno-
NOXEHHOCTbIO K BO3SHUKHOBEHUIO 3NUAENTUYECKUX
NPUCTYNOB U HeApPOOMONOrMYECKUMMUN, KOTHUTUB-
HbIMMU, NCUXONOTUYECKUMN U cOLMaNbHbIMN
nocnefcTBUAMU 3TOr0 cocTtoaHuA [1]. ExxerogHo
pacTyuiyio pacnpocTpaHeHHOCTb 3nuaencuu oby-
CNOBNMBAKT CTapeHMe HaceNeHNsa N COBEPLUEHCTBO-
BaHMe MeTOA0B AMarHocTukm [2]. Mpwu 3aTom anwn-
nencusa - OAHO M3 HEMHOIMX XPOHUYeCKNX 3abone-
BaHWN, NpM KOTOPOM AOCTUXKEHWEe peMMUCcCUn BO3-
MOXHO B 60-75 % cnyyaeB pauMoHa/ibHOro nedye-
HUA. HecMOTpA Ha HaflMuMe K HacToALWEMY BpEMEHU
CBblle 2 AeCATKOB MPOTMBO3NUAENTUYECKUX Mpe-
napartoB, y 30 % nayuneHTOB C BNepBble AMATHOCTU-

Journal homepage: http://jsms.ngmu.ru

Epilepsyis achronicbrain condition, which is char-
acterized by a persistent predisposition to the occur-
rence of epileptic seizures, and neurobiological, cogni-
tive, psychological and social consequences ofthis con-
dition [1]. Annually, the growing prevalence ofepilepsy
is caused by aging of the population and the improve-
mentofdiagnostic methods [2]. At the same time, epi-
lepsyis one ofthe few chronic diseases in which remis-
sion is possible in 60-75% of cases of rational treat-
ment. Despite the presence of over 2 dozen
antiepileptic drugs to date, 30% of patients with newly
diagnosed epilepsy develop pharmacoresistance to
ongoing drug therapy, which determines the search,
development and implementation of new antiepileptic
drugs (AEDs) and treatment strategies [3].
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pPOBaHHOI 3anNnnencmnen pademeBaeTcs hapmakopesn-
CTEHTHOCTb K MPOBOANMOI MeAUKaMEHTO3HOW Tepa-
nMun, 4TOo 06YC/I0BNMBAET NOUCK, pa3paboTKy N BHe-
[peHne HOBbIX MPOTUBO3MNMUAENTUYECKUX Mpenapa-
ToB (M3l1) n nevebHbIx cTpaterni [3].

TexHn4yecknin nporpecc, 06ycnoB/EHHbIN co3a-
HVYieM COBPEMEHHbIX TEXHOJIOTUIA, OTKPbIST MPUHLU-
NMMasbHO HOBbIE BO3MOXXHOCTU B ANArHOCTMKeE, pac-
KPbITUW NAaTOreHEeTUYECKNX MEXAHU3MOB U Tepannu
anunencun. dapmMakoTepanus anuaencum [obu-
nacb 3a nocnegHue 50 NeT 3HaYNTE/IbHbIX YCNEXOB, B
YacTHOCTW, YA4anocb MHAMBUAYaNM3nMpoBaThL Nog6op
NleKapcTBeHHbIX NpernapaTtoB (JIM) Ha OCHOBe KOH-
KPETHbIX XapaKTepuUCTUK MaLMeHTa, TaKUX Kak BO3-
pacTt, non, CMHAPOM 3nwunencuu, TUN MpuUNagka,
conyTCcTBylOLWMe 3a60neBaHNSA U APYrmMx PaKTopoB.,
BANSIOLWNX HA KJAWHUYECKYH KapTUHY U TSHKECTb
3abonesaHus, yny4ylwnTb OTBET Ha Tepanuio NyTem
TW,aTe/IbHOr0 TUTPOBAHUSA N KOPPEKTUPOBKU [03bl,
a TakXKe M3MepeHUs1 YpOBHeEM CbIBOPOTOYHbIX KOH-
LeHTpaunii npenapatos [4, 5]. 3HaUUTeNbHbIA NPO-
rpecc AOCTUTHYT B MOHMMaHWWU J1EKAPCTBEHHOrO
B3aMMOJENCTBMS U TMPU3HAHUM OTHOCUTENbHbIX
OOCTOMHCTB M NOKasaHU MOHOTepanuu u nonuTte-
panuun [6, 7]. Kpome TOro, yrany6mauce 3HaHuUs O
€CTEeCTBEHHOW MNPUYMHE CUHAPOMOB 3MNUENCUN U
onpegeneHbl NPOrHocTnYeckne MakTopbl peunamsa
NPUCTYNOB ANSA MauMeHTOB, Yy KOTOPbIX NpeKkpaLle-
HVe MPOTUBOCYAOPOXHOW Tepanum MOXET 6biTb
paccMOTpEeHO noc/e afeKBaTHOro nepuoaa cBo6obl
oT npuctynos [8].

PaclwuvpeHne accopTMMeHTa J1eKapCTBEHHbIX
npenapaTtoB NPOTUBOCYAOPOXKHOM Tepanuu, name-
HeHue NnevyebHbIX CTPaTeruini U MHANBUAYAIN3UPO-
BaHHbI/ MoaxoA K BbIG0OpPY ONTMMasbHOroO npena-
pata AUKTYeT HeE06X04MMOCTb NPOBeAeHNS MapKe-
TUHTOBbLIX WCCNef0BaHWA ANa  OBHOBNEHUA U
cucTeMatm3aymm faHHbIX O COCTOSSHUM Haumo-
Ha/bHOro (hapmaleBTUYECKOro pbiHKA aHTUKOH-
BY/1IbCAHTOB.

MpoBefeHMEe MapKeTUHIOBOr0 aHasiM3a pblHKa
NPOTUBO3NUIENTUYECKNX MNpenapaTos, BKJKOYa-
Lero onpeaesieHNe KOHbIOHKTYPbI U yCTaHOBJIEHWE
KauyeCTBEHHbIX XapaKTEPUCTUK AaHHON rpynnbl npe-
napaTos, HEO6XO0ANUMO ANSA Ha3Ha4YeHUs oNTUMasb-
HbIX N payMoHasbHbIX CxeM hapmakoTepanum 60b-
HbIM 3NUENcUein, a Takxke y0B1eTBOPEHUS cnpoca
M notpebHoCTEN NoTpebuTeneii.

LLE/Tb MCCNEOOBAHWNA

[MpoBecTn MapKeTVIHFOBbII7I aHa/In3 HayunoHanb-
HOro pbiHKa NpoTuBo3NuenTuyeckux J1IN mn onpe-
AEe/NTNTb ero OCHOBHbIE MNapamMeTpbl U TEHAEHUUU
pa3BuTnA.
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Technological progress due to the creation of
modern technologies has opened up fundamentally
new possibilities in the diagnosis, disclosure of
pathogenetic mechanisms, and therapy of epilepsy.
Pharmacotherapy of epilepsy has achieved signifi-
cant success over the past 50 years, in particular, it
has become possible to individualize the selection of
drugs based on specific characteristics of a patient,
such as age, gender, epilepsy syndrome, type of sei-
zure, concomitant diseases and other factors affect-
ing the clinical picture, and severity of the disease; as
well as to improve the response to therapy by careful
titration and dose adjustments, along with measure-
ments of serum drug concentrations [4, 5]. Signifi-
cant progress has been made in understanding drug
interactions and recognizing the relative advances
and indications of monotherapy and polytherapy
[6, 7]. In addition, knowledge about the natural
cause of epilepsy syndromes has deepened, and
prognostic factors of recurrent seizures have been
determined for patients in whom withdrawal of anti-
convulsant therapy can be considered after an ade-
guate seizure-free period [8].

Expanding the range of anticonvulsant drugs,
changing of treatment strategies and a person-ori-
ented approach to choosing the optimal drug, dic-
tates the need for marketing research to update and
systematize data on the state ofthe national pharma-
ceutical market of anticonvulsants.

An analysis of the AED market, including deter-
mining the market conditions and the qualitative
characteristics of this group of drugs, is necessary to
prescribe optimal and rational pharmacotherapy
regimens for patients with epilepsy, as well as meet-
ing the demand and needs of consumers.

AIM OF THE RESEARCH

To perform an analysis of the national market of
AEDs and determine its main parameters and devel-
opment trends.

MATERIALS AND METHODS

When conducting a research of the AED market,
content analysis and ATC/DDD methodology, struc-
tural-logical, graphic-analytical, and statistical
methods of analysis were used. The processing of
data and results was carried out using Microsoft
Word and Excel programs. The objects of content
analysis were: State Register of Medicines; the uni-
fied structured directory-catalog of medicines; Inter-
net sites; price-lists of the main distributors of medi-
cines. The objects of the study were sales data of anti-
convulsants in the Russian Federation for 2020
provided by the IQVIA agency (IMS Health).
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MATEPUVANbI N METO/bI

Mpn nposefeHNN MapPKETUHIOBOro UcC/efoBa-
HUA pbiHKa M3l ncnonb3oBannucb MeToAbl KOHTEHT-
n DDD-aHanmusa, CTPYKTYPHO-NOrM4Yeckunii, rpago-
aHa/INTUYECKNIA, CTaTUCTUYECKUA MeTodbl. O6pa-
60Tka MHGoOpMauMn 1 pesynbTaToB UCCNef0BaHUSA
BbIMO/IHEHbI C NOMOLLbIO CTaHAAaPTHbLIX NPUKNaAHbIX
nporpamm Microsoft Word, Excel. O6bekTtamu
KOHTEHT-aHanmM3a ABNANUCL:  [ocyaapCTBeHHbI
peecTp /IeKapCTBEHHbIX CPEeACTB; €AWHbIN CTPYKTY-
PUPOBaHHbIN CNPaBOYHUK-KaTasior eKapcTBEHHbIX
npenapartoB; UHTepHeT-caliTbl; Npawnc-NCcTbl OCHOB-
HbIX ANCTPUOLIOTOPOB NIeKapCTBEHHbIX NpenapaTos.
O6bekTamm DDD-aHanm3a iBUINCb faHHble NPoAaXK
NMPOTUBOCYAOPOXHbIX Npenapatos B P® 3a 2020 r.
aHannTnyeckoro areHTcTea IQVIA (IMS Health).

PE3YJIbTATbI 1 OBCY>XAEHUE

OueHKa HauMOHaNIbHOr0 pPbIHKa MPOTUBO3MU-
NenTUYecKMX Npenaparos, B MepByto ovepeab, rnpes-
rnonaraet uccriefoBaHWe U KOMIMJEKCHYH OLEHKY
PbIHOYHOIO NPeAIoXKEHNSA N Cnpoca 3aperucTpupo-
BaHHbIX B P® nekapCcTBeHHbIX NpenapaTos uccneay-
eMoi rpynnbl.

MpoTmBO3NUIENTUYECKNE MPenapaTbl B COOTBET-
CTBUM C aHaTOMO-TepaneBTUYECKOA XUMUYECKON
(ATX) knaccudmkauymein coctansaoT rpynny NO3A
(tabn. 1).

Kak nokasan nposefeHHbI aHanus, B Poccnu B
uccnefyemMom cerMeHTe pbiHKA 3aperncTpupoBaHo
21 OCHOBHOe MeXAyHapogHoe HenaTeHToBaHHOe
HanmeHoBaHune (MHH), 133 ToproBbix HaMMeHoOBa-
Hus (TH) M3l B pamkax 500 gericTByOWMX perun-
CTpauMoOHHbIX yaocToBepeHuii (PY). CpaBHUTENb-
Has oueHKa Bknaga kaxxgoro MHH B 06Lyt0 CTpyK-
TYpy accopTMMeHTa ykKa3blBaeT Ha TOT (pakT, 4To
OOMUWHMpYIOLLLEe MOMOXKEHME 3aHMMAIOT npenaparbl
BasibnpoeBoi kmucnotbl (BMK) (15 TH, 73 PY), nese-
Tnpauetama (JIEB) (17 TH, 72 PY) n TonupamaTta
(TOom) (21 TH, 67 PY).

MpowesLiee cToneTvie 03HaMEHOBAsIOChb BbIMYy-
CKOM B 1912 r. nepBOro npenaparta c ueneHanpasieH-
HO/i  MPOTUBO3ANUNENTUYECKOM aKTUBHOCTbIO W
nocneayoLlle CTpeMUTE/IbHON pa3paboTKoi HOBbIX
M3rl, BNA0Tb 40 NX TaBMHOO6PA3HOr0 NOSABMIEHUS Ha
pbiHKe [9]. MocnenoBaTensHOE BbiBEAEHME HA PbIHOK
M3rl, ocHoBaHHOe Ha pe3ynbTaTax PyHAAMeHTaslb-
HbIX N KNIMHUYECKUX UCCNe0BaHWi, YCNOBHO pasae-
nnno apceHan MNarl Ha 3 NOKONEHUA: NepBoe, BTOPoe
n TpeTbe [10]. AHann3 accopTumenTa M3l Ha pbIHKe
P® nokasasn, 4yTo paBHyt gono no MHH 3aHumatoT
M3l 1 u 2-ro NOKOMIeHWiA: UX CyMMapHas [Aons
coctasnseT 73.6 % Bcex MHH M3 v 96.2 % TH
M3rl, 3aperncTtpmpoBaHHbIX B PO (Tabn. 2).

Journal homepage: http://jsms.ngmu.ru

RESULTS AND DISCUSSION

The analysis of the national market of antiepilep-
tic drugs involves, first of all, the study and compre-
hensive assessment of the market demand and sup-
ply of drugs of the study group, registered in the Rus-
sian Federation.

Antiepileptic drugs in accordance with the Ana-
tomical and Therapeutic Chemical (ATC) classifica-
tion make up group NO3A (Table 1).

The findings suggest that in Russia in the studied
market segment 21 major international non-proprie-
tary names (INN), 133 trade names (TN) of AEDs are
registered within 500 valid marketing authorization
(MA). A comparative assessment of the contribution
of each INN to the overall structure of the assort-
ment indicates that the dominant position is occu-
pied by valproic acid (VPA) (15 TN, 73 MA), leveti-
racetam (17 TN, 72MA) and topiramate (TOP)
(21 TN, 67 MA).

The past century was marked by the release of the
first drug with targeted antiepileptic activity in 1912,
and the subsequent rapid development of new AEDs,
up to their avalanche-like appearance on the market
[9]. The consistent introduction of AEDs to the mar-
ket, based on the results of fundamental and clinical
research, conditionally divided the range of AEDs
into 3 generations: the first, second and third [10].
The analysis of the AEDs range in the Russian mar-
ket showed that an equal share of INN is occupied by
AEDs ofthe 1st and 2nd generations: their total share
is 73.6% of all AEDs INN and 96.2% of AEDs TN reg-
istered in the Russian Federation (Table 2).

Five new AEDs have been introduced to the world
market over the past 5 years: brivaracetam, cannabi-
diol, cenobamate, everolimus and fenfluramine, of
which only brivaracetam (drug) and cannabidiol
(dietary supplement) are represented in Russia.

In Russia in 2020, a synthetic antioxidant with
vasodilating and antiarrhythmic action [11], phe-
nosanic acid (Dibuphelon (PIQ-Pharma, Russia))
was registered as a drug stimulating the antiepi-
leptic protection system, thus preventing epilepto-
genesis.

An update index of the Russian AEDs range,
defined as the share of new drugs registered on the
Russian market over a five-year period, was 0.3,
which indicates a moderate rate of registration of
new drugs for the studied INN. It is important to
emphasize that none of them is characterized by neg-
ative items values of the index, which shows the sta-
bility of the number of commodity items in recent
years.

Antiepileptic drugs on the Russian pharmaceu-
tical market are represented by five dosage forms
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Tabnuua 1. HomeHknaTypa aHTUMKOHBY/IbCAHTOB B COOTBETCTBMU ¢ AT X Knaccudmkaumen
Table 1. Nomenclature of anticonvulsants according to the ATC classification

o nanOATX MpoTtuBOoaNUAENTUYECKUE

npenaparthbl

group Antiepileptic drugs

NO3AA BapbuTtypartbl U X NPON3BOAHbIE
Barbiturates and derivatives

NO3AB [Mpon3BoaHbIe rMgaHTOMHA
Hydantoin derivatives

NO3AD Mpon3BoaHbIe CYKLUUHUMUAA
Succinimide derivatives

NO3AE MpounseogHble 6eH304Ma3ennHa
Benzodiazepine derivatives

NO3AF MpounseogHble Kapbokcammaa
Carboxamide derivatives

NO3AG Mpon3BoAHbIE XXUPHbIX KNCIOT
Fatty acid derivatives

NO3AX Apyrve npoTnBO3NMAENTUYECKNE

npenapatbl
Other antiepileptic drugs

MeXayHapofHOe HeMaTeHTOBaAHHOe
HanMeHOBaHUe
International non-proprietary name

BeH3o6apbuTtan / Benzobarbital
deHobapbuTtan / Phenobarbital

deHnTOUH / Phenytoin

3tocykeummpg / Ethosuximide

KnoHaszenam / Clonazepam
®pusnym / Frisium

Kap6amazenuH / Carbamazepine
Okckapb6asenuH / Oxcarbazepine
AcnukapbasenuH / Eslicarbazepine
PyduHamung / Rufinamide

Banbnpoesas kucnota / Valproic acid

Bpusapauetam / Brivaracetam
Jlakocamup / Lacosamide
JleBeTnpauetam / Levetiracetam
MepamnaHen / Perampanel

Mpera6anuH / Pregabalin

Tonupamat / Topiramate

[abaneHTUH / Gabapentin
NamoTpumxunH / Lamotrigine
3oHucamung / Zonisamide

deHo3aHoBasa kucnota / Phenosanic acid

MpumeyaH ne. ATX - aHaTOMO-TepaneBTMYecKasa XnMMmnyeckasa knaccupumkaymns.

Note. ATC - Anatomical and Therapeutic Chemical classification.

Ha mMupoBoii pbIHOK 3a nocnegHue 5 net 6bis0
BbIBEeHO NATb HOBbIX [3l1: 6pMBapaLieTam, KaHHa-
6uanon, ueHobamat, 3BepoMMycC 1 peHdypamuH,
M3 KOTOpbIX B Poccmu npeacTasieHbl AULLb 6puBa-
pauetam (JIM) n kaHHa6buguon (BAL).

B Poccum B 2020 r. CUHTETUYECKNIA aHTUOKCU-
JaHT C cocyjopaclwmpsalowmmMm 1 aHTuaputTMmuye-
cknm pgeiicteuem [11] eHo3aHOBass KucnoTa
(phenosanic acid) (4unoéycenon (MNK-dapma, PD))
3aperncTpuMpoBaH B KayecTBe npenapara, CTUMYu-
pytoLiero cucTemy NPOTUBO3INMNNENTUYECKOM
3alWnTbl - NPENATCTBYIOLLENO ANUIENTOreHesy.

MHaoekc O6HOB/IEHUSA POCCUIACKOrO  accopTu-
mMeHTa M3, onpeaensemMbln Kak fons HoBbix J1MM,
3aperncTpuMpoBaHHbIX Ha POCCUICKOM pblHKe 3a
NATUNETHWNI nepunog, coctasmn 0.3, UTo cBUAETENb-
CTBYET 06 yMepeHHbIX TeMnax perncrpaumm HoBbIX
J1IN B pamkax nccnegyemblx MHH. BaxxHO nogyep-
KHYTb, UTO HM 0gHO MHH He xapakTepusyetcsa oTpu-
uaTesibHbIMW 3HAYEeHUAMU UHAEKCA, YTO yKa3blBaeT
Ha CTabuAbHOCTb 4uKcna TOBapHbIX MNO3UUMIA 3a
nocnegHue rogpl.
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(DF): tablets (79 TN), capsules (18 TN), injectable
DF (5 TN), oral solutions (13 TN), granules (1 TN).
Structuring the range of AEDs by dosage forms
showed that 69% of the drugs are presented in
tablet dosage form (Fig. 1). The share of drugs for
parenteral administration is 1%, DF for infants
(solution, drops, syrup, suspension) is only 11%,
which is due to the relatively small number of
drugs approved for use in early pediatric practice.
At the same time, a number of drugs (phenobarbi-
tal and ethosuximide), despite the presence of
indications, are not used in early pediatric practice
due to the impossibility of dose accuracy regis-
tered DF.

The List of Vital and Essential Drugs (LVED) in
2020 had included 15 INNs of AEDs (66%); 4 INNs
of AEDs (19%) were on the List of narcotic drugs,
psychotropic substances and their precursors, sub-
ject to control in the Russian Federation.

In 2020, more than 500 commodity items (CI)
of anticonvulsants produced by 88 companies
were presented on the Russian market. Analysis of
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Tabnuua 2. CTpykTypa accoptumMmeHTa N3 No NoKosieHNAM
Table 2. Structure of the AEDs range by generation

MokoneHune / Generation

1-e / 1st
(1912-1990)

2-e / 2nd
(1990- 1999)

3-e/ 3rd
(c 2000 no HacTosLLee BpeMs)
(from 2000 to the present)

MHH /7 INN

deHobapbutan / Phenobarbital 36.8
®eHnTOMH / Phenytoin

Knonaszenam / Clonazepam

Kap6amasenuH / Carbamazepine

Banbnpoesasi kucnota / Valproic acid
3tocykeummng, / Ethosuximide

®pnsnym / Frisium

NamoTpumxunH / Lamotrigine 36.8
[abaneHTuH / Gabapentin

Tonupamat / Topiramate

Okckap6asenuH / Oxcarbazepine

NleBeTnpauetam / Levetiracetam

MperabanuH / Pregabalin

3oHucamng / Zonisamide

Jlakocamupg / Lacosamide 26.4
AcnukapbasenuH / Eslicarbazepine
PycdmHammng / Rufinamide

fonsa, %/ Share, %

MepamnaHen / Perampanel
BpusapaueTtam / Brivaracetam

MpumeyvaHnwue . M3 - npoTuBoanunenTnyeckne npenapatbl; MHH - mMeXxpgyHapofHoe HenaTeHTOBaHHOe HaMMeHOBaHMe.
Note. AEDs - antiepileptic drugs; INN - international nonproprietary name.

MpoTnBOoanNnmMnenTUYeckue npenapatbl Ha poc-
CUICKOM (hapMaLleBTUHECKOM pPblHKe MNpeacTas-
NeHbl MATbO NeKapcTBeHHbIMU Gopmamu  (J1P):
Tabnetkn (79 TH), kancynsl (18 TH), NHBLEKLWNOH-
Hble J1® (5 TH), pacTBopbl 418 NepopasibHOro Npu-
MeHeHus (13 TH), rpaHynbl (1 TH). CTpykTypmn3sa-
uma accoptmmeHTa M3l no nekapcTBeHHbIM Yop-
MaM rnokasana, 4to 69 % npenapaToB uUccneayemoii
rpynnbl NpeAcTaB/eHbl B TabneTMpoBaHHOM opme
(puc. 1). Qona npenapaToB 475 NapeHTepasbHOro

the range of AEDs by geography of manufacturers
showed that the absolute leaders in the structure
of the range are national pharmaceutical compa-
nies - marketing authorization holders, which
provide almost 50% of the range (Fig. 2). If we
consider the production of AEDs by individual
countries, it becomes obvious that the maximum
contribution to the structure of imports is made by
India (54 MA), Israel (26 MA), France (22 MA),
Belgium (21 MA).

1 Tabnetku / Tablets
0O Kancynbl / Capsules

O PacTBopbl 419 NepopansLHOro NpUMeHeHns
Oral solutions

O WVHBEKUMOHHbIE eEKApCTBEHHbIE (DOPMbI
Injectable drugs

O T[panynebl / Granules

Puc. 1. CTpyKTypa NnpoTUBO3NMUAENTUYECKMX NPenapaToB No hopMam Bbinycka
Fig. 1. The structure ofantiepileptic drugs by dosage forms

Journal homepage: http://jsms.ngmu.ru

53


http://jsms.ngmu.ru

PomaHoBA.C., LLlapaxoBa E.®. / Journal ofSiberian Medical Sciences T. 6, Ne 4 (2022)

npumMmeHeHnsa coctasnseT 1 %, J1®, npuMeHUMble
ana peteil paHHero Bo3pacTa (pacTBop, Kanaw,
cupon, cycrneHsus), - Bcero 11 %, 4to 06ycrioB/eHO
OTHOCUTENbHO HEBO/MbLUMM KOSIMYECTBOM npenapa-
TOB, pa3peLleHHbIX K MPUMEHEHUWIO B paHHel neau-
aTpu4eckoi npakTuke. B To e BpeMs psag npenapa-
ToB (theHOGap6UTaN M 3TOCYKCUMUL), HECMOTPS Ha
Hanu4yue MnokasaHWUi, He MPUMEHAOTCA B paHHel
neanaTpuyeckor NpakTUKe K3-3a HEeBO3MOXHOCTU
TOYHOrO 403MPOBaHUA 3aperucTpUpoBaHHbIX J1P.

B lMepeyeHb >XU3HEHHO HEOOXOAMMbIX U BadK-
Helwmnx nekapcTBeHHbIX npenapatos (PKHBJIM) B
2020 r. BkntoYeHbl 15 MHH M3n (66 %), 4 MHH
Mnar (19 %) HaxogAtTca B NepeyHe HAPKOTUYECKNX
CpefcTB, MCUXOTPOMHBIX BELLECTB U UX MPEKYPCO-
poB, mognexawmnx KoHTpos B Poccuiickoni depe-
pauun.

B 2020 r. Ha pOCCUINCKOM pblHKe 6bl/10 NpeacTas-
neHo 6onee 500 ToBapHbIX Nno3nunii (TI) NnpoTmeo-
CY[OPOXHbIX NMpenaparos, NPON3BOANUMbIX 88 KOM-
naHusammn. AHanus accoptmmeHTa M3l no reorpa-
thvn npounsBogmTenein Nokasan, YTo abcoNTHbIMU
nugepamm B CTPYKTYpe accopTUMEHTa SABAIOTCA
HauMoHanbHble (apmaueBTUYECKMEe KOMMaHun -
Jep>xaTtenu  pPerncTpalMoHHbIX  YAOCTOBEPEHUIA,
KOTOopble o6ecneymBatoT novtn 50 % accopTumeHTa
(puc. 2). Ecnu paccmaTtpuBaTb npownssoacTso M3l
Nno OTAe/NbHbIM CTPaHaMm, CTAaHOBUTCSA OYEBUAHO, YTO
B CTPYKTYPY MMMOPTa MaKCMMabHbI BKNag BHOCUT
Nugnsa (54 PY), N3pannb (26 PY), dpanuuns (22 PY),
Benbrus (21 PY).

Ha ocHoBe maccmBa NepBUYHbBIX AAHHbIX, Npes-
CTaB/IEHHbIX aHa/IMTUYeCKUM areHTCcTBOM IQVIA,
paccuntaH 06beM pbiHKa M3 B CTOMMOCTHOM W
HaTypanbHOM nokasatenax B8 2017-2020 rr., onpe-
JeneHbl NapameTpbl ero nameHeHus. OLeHKa Kon-
YeCTBEHHbIX [aHHbIX O CTPYKType MCMNOoMb30BaHUSA
NleKapcTBeHHbIX CPeACTB NpoBejeHa C UCMO/b30Ba-
Huem metogosniormm ATC/DDD, pekomMeHAOBaHHOM
BO3 B KauecTBe MeXAYHapOAHOro cTaHAapTa fiekap-
CTBEHHOM cTatTuCcTMKK [12]. Tak, poOCT pbiHKa 3a
4 roga (2017-2020 rr.) coctaBun 13 % B AeHEXXHOM
BbIpaXeHnn n 12.5 % - B HaTypasibHOM (KONMYEeCTBO
YCTAaHOBNEHHbIX CYTOYHbIX A03 - n Defined Daily
Dose (nDDD)). Mo wutoram 2020 r. (tabn. 3, 4),
06bemM peanumsaynmn npeebicua 3HadyeHne 2019 r. Ha
3 % B HaTypasibHOM BbIpaXKeHUW, B EHEXXHOM Bblpa-
>XEHUW POCT pbliHKa 3a roj coctaBun 2.6 %, 06beMm
peanunsauun goctur 5.7 mnpg py6. CpefHasa LUeHa
Kypca Tepanuum anwunencunm B 2020 r. coctaBuna
29 605 py6. B rog,.

Jingnpyowme nosmumm no obvemy notpebrie-
HUA B 2020 1. NpoA0/ KUV yaep>XKUBaTb NpenapaTthbl
Ba/NbNpPOEBOW KMUCNOThI, cocTaBnsaowme 36 % pbiHKa

Based on the primary dataset provided by the
IQVIA agency, the volume of the AEDs market in
physical and monetary terms in 2017-2020 is cal-
culated, the parameters of its change are deter-
mined. The evaluation of quantitative data on the
structure of pharmaceutical use was carried out
using the ATC/DDD methodology recommended
by WHO as an international standard for pharma-
ceutical statistics [12]. Thus, the market growth in
the span of 4 years (2017-2020) amounted to 13%
in monetary terms and 12.5% in physical (the num-
ber of defined daily dose (nDDD)). According to
the results of 2020 (Tables 3, 4), the sales volume
exceeded the value of 2019 by 3% in physical
terms, in monetary terms, the market growth over
the year amounted to 2.6%, the sales volume
reached 5.7 billion rubles. The average price of a
course of therapy for epilepsy in 2020 was 29 605
rubles per year.

Valproates continued to hold the leading posi-
tions in terms of consumption in 2020, accounting
for 36% of the market in physical terms and 28% in
monetary terms. Carbamazepine (CBZ) took a
market share of 27% in physical terms and 7% in
monetary terms. Barbiturates (BRBs) - phenobar-
bital and benzobarbital - continued to lose a mar-
ket share and amounted to only 3% in physical
terms. Thus, CBZ, VPA and BRBs, representing a
group of basic drugs, accounted for a market share
in physical terms (nDDDs) that is equal to 66%.
The relatively new levetiracetam (LEV) in 2020
showed negative dynamics - 7% in monetary terms
and an increase of 16% in physical terms, and took
a market share of 9% and 25% in physical and
monetary terms, respectively. The revealed dynam-
ics is explained by a decrease in the price of the
original drug (Keppra, UCB Pharma, Belgium) due
to the coming into force of reference (comparative)
pricing [13], and the launch of the next generic
drugs on the market. So, the update index in the
LEV group was 0.38. Topiramate (TOP) demon-
strated similar dynamics in 2020: a 4% drop in
monetary terms was reflected by a 4% increase in
physical terms. Lamotrigine became the leader of
the market share growth. The share went up 32%
in monetary terms (in values), and 21% - in phys-
ical terms (in volume). The difference of 11 points
indicates an increase in the price because lamotrig-
ine, unlike the above-mentioned INN, is not on the
LVED, therefore, the trade margin for drugs of this
group is not regulated. Lamotrigine’s market
shares were 6 and 10% in physical and monetary
terms, respectively. The increase in the cost of
AEDS of other groups, including the most expen-
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P® / Russia

Nugunsa / India

MN3pannsb / Israel
®paHyma / France
Benbrua / Belgium
Monbwa / Poland
CLUA/USA

FepmaHus / Germany
BennkobputaHusa / Great Britain
BeHrpusa / Hungary
MakepnoHusa / Macedonia
Xopsatus / Croatia
Wcnangus / Iceland

Kunp / Cyprus

WNtannsa / Italy

CnoseHusa / Slovenia
LLsenuapusa / Switzerland

Yexusn / Czech Republic

Puc. 2. PeMTUHT cTpaH-Npou3BoauTeseli MPOTUBO3NUIENTUYECKNX NPenapaToB
Mo KO/IMYECTBY PErUCTPALMOHHbIX YA0CTOBEPEHUI HA (hapMaLleBTUUYECKOM pPbiHKe P®
Fig. 2. The rating of countries producing antiepileptic drugs by the number of marketing authorizations
in the pharmaceutical market of the Russian Federation

B HaTypasibHOM BbIpaXXeHUN 1 28 % - B AEHEXHOM.
Kap6amazenuH (Kb3) 3aHsan f0At0 pbiHKa B 27 % B
HaTypasibHOM BbIpaXXeHuUn U 7 % - B [AEeHEeXHOM.
Bapbutypatbl (BEAPB) - heHobapbuTan n 6eH306ap-
6uTan - NPoAo/HKUAN TEPATL AO/IO PbIHKA U cOCTa-
BUAY BCero 3 % B HaTypasibHOM BblpaXKeHUN. Taknum
o6pasom, KB3, BMK n BAPB, npeacTtaBnastoLime
rpynny 6a30BbIX MNpenapaTtoB, COCTaBUAW [ONIO
pblHKa B HaTypa/ibHOM BblpaxxeHun (nDDD), pas-
Hyt0 66 %. OTHOCUTE/IbHO HOBbIW NeBeTUpaLeTam
(JTEB) B 2020 r. nokasan oTpuuaTesibHYl0 AWHa-
MUKY - 7 % B eHEX>XHOM W pocT 16 % B HaTypasibHOM
BblpaXXeHUW 1 3aHAN 40110 pbiHKa B 9 1 25 % B HaTy-
palbHOM W [OEHEXHOM BblpaXeHUAX COOTBeT-
CTBEHHO. BbisiB/ieHHas gMHaMuka 06bACHUMA CHU-
YXEHUEM LeHbl Ha opurnHanbHoW npenapat (Ken-
npa, UCB Pharma, benbrmusa) Bcnegcreme BCTynne-
HWNA B CUNy pehepeHTHOro (CpaBHUTENBHOM0) LEeHO-
obpasoBaHua [13] u BbiBO4a Ha PbIHOK O4YepeAHbIX
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sive new anticonvulsants, in monetary terms
amounted to 19%. The market share of this group
was 13 and 23% in physical and monetary terms,
respectively.

The volume of costs by segments demonstrated
an almost equivalent contribution of the state and
commercial segments to total sales.

In 2020, the expenses of the population of the
Russian Federation on AEDs amounted to
2873 million rubles, the growth of the commercial
segment was 1% in monetary terms and 2% in
physical terms. More than a quarter (27%) of the
costs were for LEV, which in physical terms occu-
pied only 9% of the market. Despite the increase in
the number of daily doses by 19%, in monetary
terms, LEV showed a negative trend of 2%.
Lamotrigine became the leader of sales growth by
33% in monetary terms and took market shares of
8 and 18% in physical and monetary terms, respec-
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Tabnuuya 3. CTpyKTypa peanusaynm npoTuBoanmnaenTnYecknx npenapatos B P® (Tbic. py6.) B 2020 r.
Table 3. The sales structure of antiepileptic drugs in the Russian Federation (thousand rubles) in 2020

O6bwunii o6bemM pblHKa JIbrOTHbI CErMeHT KomMmMepuyeckuin cerMeHT
Totalvolume ofthe market Subsidized segment Commercial segment
MpenapaTsbl pocT aons pocT aons pocT nons
Drugs 3arof pblHKa 3arof pblHKa 3arof pblHKa
nDDD annual market nDDD annual market nDDD annual market
growth, share, growth, share, growth, share,
% % % % % %
Banbnpoatsbl 1611 332 0 28 996 498 -2 34 614 834 3 21
Valproates
Kap6amaszenuH 378 553 -7 7 90 815 -12 3 287 738 -5 10
Carbamazepine
Bapbutypatbl 25 770 -10 1 7670 -60 0,2 18 101 -8 1
Barbiturates
NleBeTunpauetam 1422 914 -7 25 644 321 9 22 778 682 -2 27
Levetiracetam
JNlaMoTpUaXKNH 601 837 32 10 95 317 26 3 506 520 33 18
Lamotrigine
Tonunpamart 346 223 -4 6 186 211 -10 6 160 022 5 6
Topiramate
Apyrue / Others 1320 058 19 23 870 505 24 31,8 507 453 11 18
Toro/ Total 5706 687 2.6 100 2891337 7 100 2873350 1 100

Ta6nuua 4. CTpyKTypa peannsaumm npoTMBoO3NUAenTUYecKux npenapatos B P® 8 nDDD (KoNM4eCcTBO YCTAHOBNEHHbIX
CYTO4YHbIX f03 X 1000) B 2020 T.

Table 4. The sales structure of antiepileptic drugs implementation in the Russian Federation in nDDD

(number of defined daily doses x 1000) in 2020

O6bwunii o6bemM pblHKa JIbrOTHbLI CErMeHT Kommepueckunii cermeHT
Totalvolume ofthe market Subsidized segment Commercial segment
gfuegnsapa“" pocTt aons pocTt aons pocT aons
nDDD 32TO0A pblHKa o 3aroA pblHKa o 3aroA pblHKa
annual market annual market annual market
growth, % share, % growth, % share, % growth, % share, %
Banbnpoatsbl 68 559 4 36 35976 3 40 31088 5 30
Valproates
Kap6amaszenuH 51907 -7 27 16 661 -11 19 35 246 -5 35
Carbamazepine
Bapbutypatbl 4 886 -11 3 1460 -7 2 3425 -12 3
Barbiturates
JleBeTnpauetam 18 183 16 9 8 637 13 10 9 546 19 9
Levetiracetam
JlaMoTpUaXNH 12 300 21 6 4371 25 5 7929 19 8
Lamotrigine
Tonunpamart 11 168 4 6 7 608 8 9 3560 -3 3
Topiramate
Opyrue / Others 25 756 10 13 14 575 13 15 11181 6 12
Toro/ Total 192759 3 100 89288 37 100 101975 2 100
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reHepu4yeckux npenapaTtos. Tak, MHAEKC O06HOBIe-
HuA B rpynne JIEB coctaBun 0.38. Cxoxkyk gUHa-
MUKY B 2020 r. npogemMOoHCTpUpoBasa Tonupamart
(TOMM): nageHne B AEHEXHOM BblpaXkeHUN Ha 4 %
0TpPa3nsiocb POCTOM Ha 4 % B HaTypasibHOM Bbipaxke-
HUW. Jlugepom pocta 40NN PbIHKA CTasl 1aMoTpua-
XXUH (JITXK). PocT B AeHeXXHOM Moka3aTtesie cocTa-
Bun 32 % n 21 % - B HatypasbHOM. PasHuua B 11 nyH-
KTOB CBUAeTeNbCTBYeT 06 YBEIMYEHUUN LeHHbl,
notomy Kak JITXK, B oT/in4une OT BbiLLEeYNOMAHYTbIX
MHH, otcytctByeT B cnucke >XHBJII, cneposa-
TefNlbHO, TOpProBas HaleHKa Ha npenapartbl AaHHOW
rpynnbl He pernameHTupyetca. Jonun pbiHkKa J1TXK
coctaBunu 6 n 10 % B HaTypasibHOM U [AEeHEXHOM
BblpaXkeHUsAX COOTBETCTBEHHO. PocT 3arpart Ha M3rl
Apyrux rpynn, B TOM 4ucrie Ha Hanbonee goporue
HOBelillne aHTUKOHBY/IbCAHTbI, B AEHEXXHOM 3KBU-
BaneHTe cocTtaBua 19 %. [lonsa pbiHKa 3TOM rpynnbl
coctasuna 13 n 23 % B HaTypasibHOM N [AeHEeXHOM
Bblpa>XeHUN COOTBETCTBEHHO.

O6bemM 3aTparT NoO cerMeHTam AeMOHCTPUpoBa
NPaKTUYecKU paBHO3HAYHbIN BKNag rocyfapcTBeH-
HOro0 N KOMMEPYECKOro CerMeHTOB B 00LWMIA 06beM
npogax.

B 2020 r. pacxopbl HaceneHusa P® Ha M3l cocTa-
BUAWN 2873 M/TH py6., pOCT KOMMEPYECKOro cerMmeHTa
coctaBun 1 % B AeHeXXHOM BbIpaXXeHun v 2 % - B
HaTypasibHOM. Bonee uveTtBepTn (27 %) 3aTpat npu-
Lwiniock Ha npenapatbl JIEB, KoTOpble B HATypasibHOM
BbIPa>XeHUN 3aHANN Bcero 9 % pbiHKa. HecmoTpsa Ha
POCT YynMcna cyToUHbIX 403 Ha 19 %, B AeHEeXXHOM Bblpa-
>XeHun J1IEB nokasan otpuuatesibHyi0 AUHAMUKY B
2 %. Nnpgepom pocTta npogaxk Ha 33 % B AEHEXKHOM
BblpaxkeHUU ctan JITXK n 3aHan fonv pbiHKa B 8 n
18 % B HaTypa/IbHOM 1 AEHEXXHOM BbIPa>KEHUN COOT-
BETCTBEHHO. JIT)K He oTHeceH K cnucky >XHBJIIM wn
OrpaHmMYeH K 3akyny B J/isFOTHOM CEFMeHTe, YTO 06b-
ACHAET NATUKPATHYIO pasHuLy B AEHEXXHOM 3KBUBA-
NeHTe MeXAy KOMMepYyecKUM WU NIbTOTHbIM CermeH-
Tamun. B cTpykType npogaxx M3r gonn K63 u BAPB
CHMXanncb Ha 5 n 8 % cooTBeTCTBEHHO. Npenaparsl
rpynnbl BMK ¢ goneli pbiHka 30 u 21 % B HaTypasib-
HOM W JleHe>XXHOM BblpaXXeHUN COOTBETCTBEHHO MOKa-
3a/11 pocT Ha 3 %, HECMOTPSA Ha CyLLLeCTBEHHOE orpa-
HuyeHme ¢ 2019 r. NoKasaHW K NPUMEHEHUIO Y NTNLL
>XKEHCKOro noJsia AeTopoAHOro Bo3pacra.

MpaBoBas 6a3a rocyAapCTBEHHbIX rapaHTuii B
obnactn nekapctseHHoro obecneveHms (J10), coun-
anbHaa opueHTauMsa BeKTOopa pas3BMTUA 06LLecTBa,
HauMoHaNbHble NPOEKTLI B 061acTn 34paBooxpaHe-
HUA, aMOULMO3HblEe Be4OMCTBEHHbIE 3adaun [14] u,
6e3ycnoBHO, B MepByl0 oyepedb obpalleHue nauu-
€HTOB B MeAMLMHCKME OpraHn3aLmmy 3a rapaHTmupo-
BaHHbIM rocygapctsom [15] J1O cTMMynupytoT pocT

Journal homepage: http://jsms.ngmu.ru

tively. Lamotrigine is not included in the LVED and
is restricted to purchase in the subsidized segment,
which explains the five-fold difference in monetary
terms between the commercial and subsidized seg-
ments. In the structure of AEDs sales, the shares of
CBZ and BRBs decreased by 5 and 8%, respectively.
Valproates with a market share of 30 and 21% in
physical and monetary terms, respectively, showed
an increase of 3%, despite the significant restric-
tion from 2019 of indications for use in women of
childbearing age.

The legal framework of state guarantees in drug
provision, social orientation of the vector of society
development, national projects in the field of health-
care, ambitious departmental tasks [14] and, of
course, in first place, the seeking of patients for med-
ical facilities for state-guaranteed drug provision [15]
stimulate the growth of government expenditures on
drugs of the studied group.

In 2020, the volume ofthe subsidized segment of
the AEDs market in the Russian Federation
amounted to 2.9 billion rubles, the growth for the
year amounted to 7 and 3.7% in monetary and phys-
ical terms, respectively. The latest generation of
AEDs accounted for 30% of the segment in mone-
tary terms and 16% in physical terms, which indi-
cates a small cohort of patients in relative terms,
whose therapy accounts for one third (30%) of all
costs for pharmaceutical benefits. Valproates
accounted for 34 and 40% of the subsidized segment
in monetary and physical terms, respectively. The
negative dynamics of valproates in monetary terms
and positive in physical terms indicates an orienta-
tion towards the purchase of ever cheaper generic
drugs. The growth of expenses on LEV amounted to
9%, the share of LEV was 10 and 22% in absolute
and relative terms.

The analysis of AEDs that occupy more than 84%
of the AED market in monetary terms by the contri-
bution of original drugs to the sales structure
(Table 5) showed that the commercial segment
remains the predominant sales segment of original
medicines, except for CBZ (Tegretol, Novartis, Swit-
zerland), which is sold mainly in the subsidized seg-
ment. Thus, the share of original drugs in the sales
structure of the commercial segment varies from 41
to 76% in monetary terms and from 64 to 76% in
physical terms. In the monetary terms in the total
volume the maximum market share (52%) in its
own group was occupied by the original drug VPA
(Depakine, Sanofi, France). In general, the share of
the studied original drugs in the sales structure
amounted to 26% in physical terms and 41% in
monetary terms.
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Ta6nuua 5. [J,ons opUrMHanbHbIX Npenaparos B CErMeHTe Npoax, %

Table 5. The share of original drugs in the sales segment, %

B leHEeXXHOM BblpaXXeHuu

In monetary terms

Mpenaparthl 06W NN 06b- NbrOTHLIM

Drugs €M pblHKa cCerMeHT
total subsidized
volume of segment
the market

Banbnpoatbl ([enakuH) 70 66

Valproates (Depakine)

Kap6ama3zenuH (Terpetosn) 4 13

Carbamazepine (Tegretol)

Nesetupauetam (Kennpa) 47 18

Levetiracetam (Keppra)

NamoTpumxunH (lamnkTtan) 57 21

Lamotrigine (Lamictal)

Tonupamat (Tonamakc) 52 42

Topiramate (Topamax)

rocyfapCTBeHHbIX pacxofoB Ha npenapaTbl uccne-
ayemoii rpynnbi.

B 2020 r. 06beM NbFOTHOrO CerMeHTa pbIHKA
Marlt 8 P® coctaBun 2.9 mnpg py6., pocT 3a rog
coctaBun 7 u 3.7 % B AEHEXXHOM W HaTypasibHOM
BblpaXkeHUn cooTBeTCTBEHHO. Ha M3l HoBewwwero
nokoneHusa npuwiocb 30 % cerMeHTa B AEHEXXHOM
3KBMBaNeHTe n 16 % - B HaTypaslbHOM, YTO CBUAe-
TeNbCTBYeT 0 He60/bLLOW B OTHOCUTE/bHbIX MNOKa3a-
Te/IAX KOropTte MauWeHTOB, Ha Tepanuio KOTOPbIX
npuxoantcsa TpeTb (30 %) Bcex 3aTpaT Ha /IbFrOTHOe
nekapcTBeHHoe ob6ecneyeHne. [penapaTtbl BIMK
coctaBunun 34 1 40 % NIbroTHOTO CerMeHTa B feHeX-
HOM M HaTypasibHOM BbIPaXXeHWUWN COOTBETCTBEHHO.
OTpuuatenbHas guHamuka BIK B feHeXXHOM Bbipa-
KEHUM N MOMOXUTENbHAsA B HaTypasibHOM cBUAe-
TenbCTBYeT 06 opueHTauMM Ha 3akyn Bce 6osee
JeLleBbIX FeHepuyeckux npenaparos. PoCcT pacxo-
[oB Ha JIEB coctaBun 9 %, pona JIEB - 10mn 22 % B
abCOMOTHbBIX U OTHOCUTENbHbIX BE/IMYMHAX.

AHanus M3rl, 3aHnmaruwmx 6onee 84 % pbiHKa
M3ll B feHeXXHOM 3KBUBa/IEHTe MO BK/ady OpUTrun-
Ha/lbHbIX MpernapaToB B CTPYKTYpYy peanmn3auunmn
(Tabn. 5), NokKasas, 4YTO MPEBaANNPYHOLLMM CErMeH-
TOM MpPOAaX OPUTrMHabHbIX MperapaTtoB OCTaeTcs
KOMMep4ecknii cermeHT, Kpome KB3 (Terpeton,
Novartis, LLIBeliyapus), KOTOpbIi peannsyetca B
OCHOBHOM B JIbFOTHOM CermMeHTe. Tak, A0S OpUrn-
Ha/lbHbIX MpernapaTtoB B CTPYKType peann3auunm
KOMMep4ecKoro cermeHTa Bapbupyet ot41 00 76 % B
[EHEe>XXHOM BbIpaXXeHUn n o1 64 o 76 % - B HaTy-
panbHOM. MakcuMasnbHyl [0 pbiHKa (52 %) B
CBOEWN rpynne B 06LemM 06beMe B AEHEXXHOM 3KBUBaA-
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B HaTypanbHOM BblpaxeHun (nDDD)
In naturalterms (nDDD)

KOMMeEp- 06WNii 06b- NbrOTHbLIN KOMMEp-
yecKkum eM pblHKa CErMeHT yecKkum
CerMeHT total subsidized cermeHT
commercial volume of segment commercial
segment the market segment

76 53 35 76

4 0,2 3 0,5

72 36 11 61

64 28 5 141

64 27 17 48

CONCLUSION

An analysis of the range of antiepileptic drugs on
the Russian market showed a sufficient assortment
of AEDs of the 1st and 2nd generations and an insuf-
ficient number of the latest AEDs. It has been estab-
lished that the largest share (50%) of the range of
anticonvulsants in the Russian pharmaceutical mar-
ket is represented by Russian manufacturers, while
India makes the maximum contribution to the struc-
ture ofimports (11%).

Valproates (36%) and carbamazepine (27%) con-
tinued to hold the leading positions in consumption
in 2020, though the structure of AED consumption
has been changing in recent years. The share of the
newest anticonvulsants was 13% in physical and 23%
in monetary terms, respectively, and the cost of the
newest anticonvulsants increased by 19%.

The growth driver of the AED market is the subsi-
dized segment. The growth of public spending on
antiepileptic therapy, despite the entry into the mar-
ket of ever cheaper generic drugs, was provided by
drugs of new and latest generations, the price of
which differs up to a hundred times from traditional
basic AEDs.

The revealed dynamics of AED sales, the social
orientation of the policy of the Russian state, and the
legal norms for pharmaceutical benefits for patients
with epilepsy with all drugs suggest afurther increase
in government expenditures on AEDs in the coming
years.
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NeHTe 3aHAN opurnHanbHbIA npenapat BMK (dena-
KuWH, Sanofi, ®paHymnsa). B uenom gonsa nccnegyembix
OpUrvHasbHbIX MpenapaTtoB B CTPYKType peanmnsa-
Lnmn coctaBuna 26 % B HatypasibHOM U 41 % B AieHeX-
HOM BblpaXXeHUNN.

SAKJTKOHEHWME

AHanu3 accopTMMeHTa [MPOTUBO3MUIIENTUYE-
CKMX MpenaparoB Ha pbiHKe P® nokasan gocratoy-
HYK aCCOPTUMEHTHYIO HacblweHHOCTb M3l 1 n 2-ro
NOKOMEHU M HefOoCTATOYHOE KOJSINYECTBO HOBEN-
wunx M3r. YctaHOBAEHO, 4YTO Hambonbliass AoNsA
(50 %) accopTMMeHTa NPOTUBOCYAOPOXKHbIX Npena-
paTtoB Ha POCCUMICKOM (hapMaLleBTUYECKOM pPbIHKE
npefcTaBneHa POCCUMCKUMU  NpesnpuaTusaIMun-
NMPoOV3BOANTENAMM, NPU 3TOM B CTPYKTYPY UMMopTa
MaKcuManbHbIA BKAag BHocuUT NHauna (11 %).

Jingmpytowme no3numm B notpebneHmnm s 2020 .
NPOLO/KUNN yaepXXuBaTb Banbnpoatbl (36 %) un
KapbamazenuH (27 %), ogHaKo CTpyKTypa noTpebne-
HuaA M3 B nocnegHuMe rogbl MeHseTcs. [,on8 HOBeli-
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LWWNX aHTUKOHBY/ILCAHTOB cocTaBuia 13 % B HaTy-
panbHOM 1 23 % [eHEeXXHOM BbIpaXXeHUW COOTBET-
CTBEHHO, POCT 3aTpaT Ha HoBelLlne aHTUKOHBY/Ib-
caHTbl coctasun 19 %.

[paliBep pocta pblHKa M3l - NbroTHbIN cer-
MeHT. POCT rocygapcTBeHHbIX pacxogoB Ha MPOTUBO-
3NUIENTUYECKYIO TePanmnio, HECMOTPA Ha BbIX0[, Ha
pbIHOK BCce H60/1ee AeLleBblX FreHeEpPNYeCKNX npenapa-
TOB, ob6ecrieumBann rpenapatbl HOBOr0O U HOBEWN-
Lero MNOKOMIeHWM, LeHa KOTOpbIX OTNM4YaeTcs Ao
COTHMU pa3 oT TPaAULMOHHbIX 6a30BbIx M3IT.

BbifgBneHHaa guHamuka npogax Marl, coynasb-
Has HanpaB/iIeHHOCTb MOJINTUKU POCCUIACKOIO rocy-
AapcTBa M NpaBoBble HOPMbI ILFTOTHOI O 1IEKAPCTBEH -
HOro o6ecrneyeHUss 6OMbHbLIX 3NWUENcUern BcemMun
NeKapCcTBEHHbLIMW MNperapaTtaMuy MoO3BOMAIOT Mpej-
NONMOXWUTb AanbHeAWmniAi pocT rocyfapcTBeHHbIX
pacxogoB Ha N3l B 6amxkaiiwne rogpl.

KOHMANKT NHTepecoB. ABTOpbI 3as1BNAIOT 06
OTCYTCTBUWN KOH(/IMKTA UHTEPECOB.

REFERENCES

1. Mukhin K.Yu. Definition and classification of epi-
lepsy. Classification of epileptic seizures 2016. Russian
Journal of Child Neurology. 201742(”~:8-20. DOI:
10.17650/2073-8803-2017-12-1-08-20. (In Russ.)

2. Karlov V.A. Epileptology - XX century. Epilepsy and
Paroxysmal Conditions. 2014;6(2):72-79. (In Russ.)

3. Avakyan G.N. (2015). Domestic epileptology: problems
and possible ways of development. Epileptology in the
System ofNeurosciences: collection ofmaterials conf.;
ed. N.G. Neznanova, V.A. Mikhailov. St. Petersburg,
pp. 4-5. (In Russ.)

4. Perucca E., Tomson T. The pharmacological treatment
of epilepsy in adults. Lancet Neurol. 201140(5°446-
456. DOI: 10.1016/51474-4422(11)70047-3.

5. Patsalos P.N., Berry D.J., Bourgeois B.F. et al. Antiepi-
leptic drugs - best practice guidelines for therapeutic
drug monitoring: a position paper by the subcommis-
sionon therapeutic drug monitoring, ILAE Commission
on Therapeutic Strategies. Epilepsia. 2008;49(7):1239-
1276. DOI: 10.1111/j.1528-1167.2008.01561.x.

6. Zaccara G., Perucca E. Interactions between antiepi-
leptic drugs, and between antiepileptic drugs and other
drugs. Epileptic Disord. 201446(47409-431. DOI:
10.1684/epd.2014.0714.

7. Schmidt D. Drug treatment strategies for epilepsy
revisited: starting early or late? One drug or several
drugs? Epileptic Disord. 201648(4)"56-566. DOI:
10.1684/epd.2016.0882.

8. Lamberink H.J., Otte W.M., Geerts A.T. et al. Indi-
vidualised prediction model of seizure recurrence and
long-term outcomes after withdrawal of antiepilep-
tic drugs in seizure-free patients: a systematic review
and individual participant data meta-analysis. Lancet
Neurol. 201746(7)7~23-531. DOI: 10.1016/S1474-
4422(17)30114-X.

59


http://jsms.ngmu.ru

PomaHoBA.C., LLlapaxoBa E.®. / Journal ofSiberian Medical Sciences T. 6, Ne 4 (2022)

cet Neurol. 2017;16(7):523-531. DOI: 10.1016/S1474-
4422(17)301141.

9. LOscher W., Klein P. The feast and famine: Epilepsy
treatment and treatment gaps in early 21st century //
Neuropharmacology. 2020770(157°108055. DOI:
10.1016/j.neuropharm.2020.108055.

10. JinnatoBa J1.B. KnnHmnyeckoe 3HayeHne hapmMaKoKu-
HeTu4yeckoro npodunsa A3M TpeTbero nokonexHus //
BecTH. Poc. BoeH.-mefa. akagemun. 2018;20 3(63):143-
144.

11. Vasilets L.A., Mokh V.P., Plekhanova L.G. Antiarrhyth-
mic and vasodilator actions of the antioxidant phe-
nozan during acute ischemia and reperfusion // Bull.
Exper. Biol. Med. 1988;106:1558-1561.

12. WHO Pharmaceuticals NEWSLETTER. 2015. URL:
https://www.who.int/publications/i/item/who-phar-
maceuticals-newsletter— n-5-2015 (gaTta obpalweHuns:
16.09.2022).

13. PacnopsikeHue Mpasutensctea P® ot 1 utona 2019 r.
Ne 1415-p. URL: http://static.government.ru/media/
files/QIAdYj4f7eMArD3cAuFFez3b58eNVnSU.pdf
(naTta obpauweHums: 16.09.2022).

14. O HauMoHaNbHbIX LUENAxX W cTpatermyeckmx 3afja-
Yax pa3sutmnsa Poccuiickoii depepauunn Ha nepuog Ao
2024 ropa: Ykas lNpe3ngeHTta Poccuinckoii degepaymmn
oT 07.05.2018 Ne 204. URL: www.kremlin.ru/acts/
bank/43027 (pata obpauieHns: 16.09.2022).

15. O rocyaapCTBEHHOW NoAAep>KKe pa3BUTUS MeAULUH-
CKOWM NMPOMBbILIEHHOCTN W yAyylleHUn obecneyeHus
HaceneHNs 1 yupexxaeHUn 34paBoOXpaHeHUs nekap-
CTBEHHbIMW CPeacTBaMN N U3LETNAMU MESULMHCKOTO
Ha3HayeHWA: noctaHosneHue lMpasutensctsa PP oT
30.07.1994 Ne 890. URL: http://government.ru/docs/
all/11699/ (paTa o6pauleHns: 16.09.2022).

CBEOEHWA Ob ABTOPAX
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Ll apaxoBa EneHa ®unnunnoBHa - A-p dapmawesT.
HayK, npodeccop, 3aBefyloLimnin Kaeapoi dapmaymn
®re0Y BO «ANTamicKnii rocyaapCcTBEHHbIA MegULNH-
CKMii yHmBepcuTeT» MwuH3gpaBa Poccuun, BapHayn,
Poccua.
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