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JIEKAapPCTBEHHBIX IIPENAapPaTOB B YCJIOBUAX UMIIOPTO3aMelleHUA

JI.b. BacpkoBa, I'.A. TTo3iHAKOB

@I'AOY BO Ilepsviit Mockosckuil 2ocydapcmeeHHtblil MeduyuHckuil ynusepcumem um. M.M. Ceuenosa Munsdpasa
Poccuu (Ceuerosckuil YHugepcumem)

AHHOTAIIUA

BBenaeHue. Peamuzanus MOJTUTHKA UMIIOPTO3aMeEIeHUsI B OTHOIIEHUH KU3HEHHO BaKHBIX IPOTHBOAUJIENITHYE-
ckux npemnapaTos (I[1911) TpebyeT B3BEIIEHHOTO MOAX0/A M3-3a MOTEHIIMATbHBIX PUCKOB U3MEHEHHUS TEPATIEBTHUECKOTO
addexra u mpoduis 6e3onacHocTr. CyiecTByeT AeUITUT CTPYKTYPUPOBAHHBIX JAHHBIX, OTPAYKAIOIIUX MPOdEeCCHOHATb-
HOE MHEHHE Bpauei-dKCIIePTOB, HEMIOCPEICTBEHHO OCYIIECTBIISIIOIINX BHIOOD TEPATIHH.

IT e 1 b . CpaBHUTEIHHBIN aHAJIN3 DKCIIEPTHBIX OIIEHOK Bpaueli-HEBPOJIOTOB B OTHOIIIEHUH 3P deKTUBHOCTH U Ge3omac-
HOCTH OPUTUHAJIBHBIX U BOCTIpOU3BeZieHHbIX [IDT1 /11 hopMUpoBaHusi 000CHOBAHHBIX IIO/IX0/I0B K UMIIOPTO3aMEIeHH IO
B KJIMHUYECKOH ITPAKTHKE.

Martepuaab ©U MEeTO/Jbl. IIPpOBEIEHO HCCIEAOBAHNE C NMPUMEHEHWEM METO/a SKCIEPTHBIX OIEHOK.
IIsITh/IECAT BOCEMb Bpauei-HEeBPOJIOTOB, OTOOPAHHBIX COTJIACHO YPOBHIO KOMITETEHTHOCTH (K03 DUITHEHT KOMIIETEHTHO-
CTH > 0,7), aHOHUMHO OLIEHUBAJIU 10 5-6a/UIHHOH IIKasie 3G HEKTUBHOCTD U 6E30MaCHOCTh 51 TOPrOBOIO HAUMEHOBAHUS
1311, 06'beIMHEHHBIX 10 MEXKAYHAPOIHOMY HellaTeHTOBAaHHOMY HanMeHoBaHUIO (MHH). PaccunThIBaIuCch cpeiHEB3BeE-
IIIeHHBIE OI[EHKU C YY€TOM KOMIIETEHTHOCTH SKCIEPTOB, K0adbuineHT Bapuanu (V) s OIIEHKH COTJIACOBAHHOCTH MHe-
HUH 1 koaddurrent koukopaanuu Kernamna (W).

Pes3ynbTarTbl. IDKCOEPTH IPOJAEMOHCTPHPOBAIN BBICOKYIO COTJIACOBAHHOCTh MHeHU (W = 0,9 10 MOKa3aTesro
addextuBHOCTH, W = 0,7 110 TOKa3aTe 0 Oe30macHoCTh). VIHTerpaibHbIN aHAIN3, BKIIOYAIOIIUEI B ce0s1 pacueT cpesHe-
B3BEIIIEHHON OIeHKN 3P dekTuBHOCTH U Ge3omacHocTr 11911, BHIABIII MPEATIOYTEHNE DKCIIEPTOB, OTAABAEMOE 3aPyDerk-
HBIM JieKapCcTBeHHbIM mpenaparaM (JIIT). Han6osbInuii pa3pbiB B MHTETPATbHBIX OIleHKax ObuT 3adukcupoBaH s JIII ¢
MHH namoTpu/izKuH: oTeuecTBeHHbIN JlamukTat (7,56 6aia) u 3apybexubiii Ceiizap (8,70 6asia) (pasHUIIA HHTETPAJTb-
HBIX ITOKa3aresied AS = —1,14), HAUMEHBITUN pa3pbIB oKa3anu oreyectBeHHble JIIT KonBanuc (rabanenTtun) u Jleetu-
HoJ (7eBeTrpanieram) u 3apybesxubie HelipoutuH (rabamentus) u Kernmpa (seBetuparieram) ¢ AS B 060UX cirydasix —0,11.
HaumeHnpinii pa3bpoc MHEHHH OTMeYeH B OlleHKax 3G PeKTHBHOCTU U Oe3omacHocTu otedectBeHHBIX JIIT moa TH Mupo-
el u JIeBeTUHOJI.

3aKJI04YeHUe. Pe3yabTaTbl SKCIEPTHON OIEHKH MO3BOJISIOT cerMeHTHpOoBaTh 11911 1Mo moTeHIuanty 3amerie-
HUS B KJIMHUYECKOH nmpakTuke. OteuectBeHHbIe JIII yeTymaroT 3apybeKHBIM M0 MoKasaTessiM 3¢ GeKTUBHOCTH U 6e30-
[MaCHOCTH, OJTHAKO BbIsIBJIeHBI JIII OT€YEeCTBEHHOTO MPOU3BO/ICTBA ¢ HAMOOJIBIINM MOTEHIMATIOM K UMIIOPTO3aMelle-
Huto. [lolyueHHbIe JaHHBIE CO3IAI0T OCHOBY JIJIsi pa3pabOTKH aJipPEeCHBIX CTPATETWH, HATIPABIEHHBIX HA ONTHMHU3AIIHIO
JleueOGHOTO TIpotiecca U GOPMYJISIPHOH MOJTUTHUKH C YIETOM HE TOJIKO OMOIKBUBAJIEHTHOCTH, HO M KJIMHUYECKOH TpaK-
THKH.

Knaouesnle croea: sIIEIICHsT, TIPOTUBOAMIJIEIITHUECKUE IIPenapaThl, UMIIOPTO3aMellleHIe, METO/T SKCIIEPTHBIX OI[EHOK.
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Epilepsy: clinical judgement of neurologists
on the effectiveness and safety of antiepileptic drugs
in the context of import substitution

L.B. Vaskova, G.A. Pozdnyakov

I.M. Sechenov First Moscow State Medical University (Sechenov University), Moscow, Russia

ABSTRACT

Introduction. Implementing import substitution policies for vital antiepileptic drugs (AEDs) requires a cau-
tious approach due to the potential risks of changes in therapeutic effects and safety profiles. There is a lack of structured
data on the professional opinions of doctors who directly select therapies.

A i m . Comparative analysis of neurologists’ assessment of the effectiveness and safety of brand-name and generic AEDs
for the formation of evidence-based approaches to import substitution in clinical practice.

Materials and methods. Astudy was conducted using the method of expert assessment. Fifty-eight
neurologists, selected according to their level of competence (coefficient of competence >0,7), anonymously evaluated
using a 5-point scale the effectiveness and safety of 51 trade names of AEDs, grouped by generic names. Average-weighted
scores considering the competence of the experts, the coefficient of variation (v) to evaluate the consistency of opinions,
and Kendall’s coefficient of concordance (W) were calculated.

Results. Theexpertsdemonstrated high consistency of opinions (W = 0,9 for effectiveness, W = 0,7 for safety). An
integrated analysis, including the calculation of an weighted average score for the effectiveness and safety of AEDs, revealed
the experts’ preference for foreign medicinal products (MP). The largest gap in integral estimates was recorded for generic
lamotrigine: domestic Lamictal (77,56 points) and foreign Sazar (8,70 points) (difference in integral indices AS = —1,14). The
smallest gap was shown by domestic Convalis (gabapentin) and Levetinol (levetiracetam) and foreign Neurontin (gabapen-
tin) and Keppra (levetiracetam) with AS = —0,11 in both cases. The smallest range of opinions was noted in the assessment
of the effectiveness and safety of domestic MP under the trade names Mirodep and Levetinol.

Conclusion. The results of the experts’ assessment allow for the segmentation of AEDs by substitutability in
clinical practice. Domestic MP are inferior to foreign ones in terms of effectiveness and safety, but domestic MP with the
greatest import substitution potential were identified. The data obtained provide a basis to develop targeted strategies
aimed at optimization of the treatment process and formulary policy, considering both bioequivalence and clinical practice.
Keywords: epilepsy, antiepileptic drugs, import substitution, expert assessment method.
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BBEJAEHUE

B coBpeMeHHBIX YCJIOBUSIX OOecIieueHne HaIuo-
HaJIBHOTO JIEKAPCTBEHHOTO CyBepEHUTETa B PaMKax
HaIlMOHATBHOTO TIpoekTa « HoBbIe TexHOIOTUM cOe-
pekeHus 310pOBbsi» (2025—2030 IT.) 1 Ykaza [Ipe-
sugeHTta P® or 08.12.2025 NC 896 [1] sBiasercs
CTpPaTETHYECKON B3ajzjlaueld pas3BUTHUA POCCUUCKOU
dapmanepTrueckoii orpaciu. KioueBbIM HHCTPY-
MEHTOM J|JIf1 IOCTHKeHHA GU3NIEeCKONH U H5KOHOMU-
YeCKOH JOCTYIHOCTH JIEKAPCTBEHHBIX CPENICTB
BBICTYTIAET ITOJIUTUKA UMITOpTO3aMelieHus. OTHaKO
ee peasn3alys B OTHOIIEHUU >KU3HEHHO BAYKHBIX
MPEeNapaToB, TAKUX KaK IMPOTUBOSMIIENITHUECKHE
JnekapcrBeHHble npenapartbl (II9II), TpebyeT B3Be-
IIEHHOTO IIO/X0/Ia, TOCKOJBKY HCIIOJIb30BAHUE B
Tepamuy BMECTO OPUTHHAJILHOTO JIEKAPCTBEHHOTO
npemnapata (JIIT) BoCIpOM3BEIEHHOTO MOKET IPU-

INTRODUCTION

Under modern conditions, ensuring national
drug sovereignty within the framework of the
national project “New Technologies for Health Pres-
ervation” (2025-2030) and Decree of the President
No. 896 of December 8, 2025 [1] is a strategic objec-
tive to develop the Russian pharmaceutical industry.
The import substitution policy is a key tool for the
achievement of availability and affordability of medi-
cines. However, its implementation with regard vital
drugs, such as antiepileptic drugs (AEDs), requires a
balanced approach, since using a generic instead of
the originator may result in insufficient therapeutic
effects and multiple side effects [2]. Furthermore,
despite publications on general issues of the import
substitution in the pharmaceutical industry [3—5]
and some sociological studies [6, 7], the problem of
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BECTH K HEJOCTATOYHOMY TEpaleBTUYECKOMY
3¢ dexTy, BOSHUKHOBEHUIO OOJBIIETO KOJUUECTBA
mo6ouHBIX peakruii [2]. Kpome Toro, HecMoTps Ha
myOJIMKAIIAK, TIOCBAIIEHHBIE OOIIMM BOIIPOCAM
UMIIOPTO3aMEIe NS B (hapMarieBTUUeCKON OTpacin
[3—5], 1 HEKOTOpbIE COIMOJIOTUUECKHE HCCIIE/I0OBA-
HUA [6, 7], mpobsieMa palMOHAIBHOTO IIEpPEXo/a
WMEHHO Ha oreuecTBeHHble [II] B KIMHUYECKOU
HEBPOJIOTHYECKOU IIPaKTHUKE U3ydyeHa HeJI0CTa-
TouHO. CylecTByeT AeUITUT CTPYKTyPUPOBAHHBIX
JIAHHBIX, OTPAXKAIOIIHNX TPOdECCHOHATPHOE MHEHHE
Bpauel-3KCIePTOB, HEMIOCPE/ICTBEHHO OCYIIECTBIIs-
IOIIUX BBIOOP TEpaIMU, YTO SIBJISIETCA KJIIOUEBBIM
dakropom ycrexa 060t 3amensl [8].

B cBsI3M ¢ 3THM 11€71€C000Pa3HbIM CTAHOBUTCS
IIpUMEeHEeHHEe METO/1A SKCITIEPTHBIX OIIEHOK, II03BOJIs-
IOIIEr0 CUCTEMHO aHAJIU3MPOBATh Takue (PaKTOPHI,
Kak 3} @dekTuBHOCT, U 0E30I1aCHOCTb, U B HTOTE
chopmMupoBaTh OOOCHOBAHHBIE YIIPaBJIEHUYECKHE
pellleH s 10 BOIIPOcaM UMIIOPTO3aMeIleHHsI.

[TosyueHHBIE PE3YIbTAThI IPU3BAHBI CTATh OCHO-
BOU JIJI1 ONTUMHU3ALNH JIe4eOHOTO MpoIecca, COBEp-
[IIeHCTBOBAHUA (DOPMYJISIPHOM MTOJTUTUKH MEIUIH-
CKHX OpraHu3alii B WHTepecax oOeclieueHus mep-
COHAJIM3MPOBAHHOW  IOMOINM  IAallUeHTaM ¢
SIUJIEIICHEH, KOTopasi HAIIPSIMyI0 3aBHCUT OT BO3-
MOKHOCTEN (papMalieBTUIECKOTO PHIHKA B ITOJTHOU
Mepe o0ecneyuTh OOJIBHBIX JIAHHOH HO30JI0THEH
nosedmumu JIIT [9].

[TpoBecTH CpaBHUTEJBHBIN aHAJIN3 DKCIIEPTHHIX
OIIeHOK Bpauei-HeBpOJIOTOB B OTHOIIEHUU 3ddek-
TUBHOCTU U 0€30IaCHOCTH OPUTHHAJIBHBIX U BOC-
npousBeneHHbIX 11911 g dopmupoBanus 060CcHO-
BAaHHBIX ITOIXO/IOB K UMIIOPTO3aMeleHNI0 B KJIINHU-
YeCcKOU IMpaKTHKe.

M CIoib30BaINCh CIIEAYIONIE METOABI UCCIIE0-
BaHUA: MAaTEMAaTHKO-CTaTHCTUYECKHE, CTPYKTYPHBIH
¥ JIOTUYECKUH aHAIN3, METO/I, 0a/IJIbHOH OLIEHKH.

JIna JOCTHMIKEHMS IOCTABJIEHHOM IeJiM TIpOBe-
JIEHO HCCIeIOBaHUE C MPUMEHEHHEM METOo/a SKC-
MEPTHBIX OIEHOK. [IaHHBIA MEeTOJ OTHOCHUTCSA K
KJIaCCy METO/IOB KOJUIEKTHUBHBIX JKCIIEPTHBIX OIfe-
HOK U T03BOJISIET TOJIYIUTh KOJTUUECTBEHHOE BBIPa-
JKeHUe CyObeKTUBHBIX MHEHHI TPYIIIbI CIEITHATU-
CTOB BBICOKOHM KBasudukaruu. MeTomoaorus mpo-
BeleHMs HCCIEJOBAHMA BKJIOYajia HECKOJIBKO
MOC/IEIOBATEbHBIX ATAINOB: (OPMHUPOBAHUE DKC-
MEPTHOM Tpymnmbl, paspaboTka WHCTPyMEHTapus,
cOOp JTaHHBIX, CTATUCTUYECKast 00paboTKa JAaHHBIX K
aHaAJIU3 PE3YJIbTATOB.

rational transition specifically to domestic AEDs in
clinical neurological practice has been insufficiently
studied. There is a lack of structured data on the pro-
fessional opinion of physicians who directly make
the choice of treatment, which is a key factor in the
success of any substitution [8].

Therefore, it is reasonable to apply the expert
assessment method, which allows for a systematic
analysis of factors such as effectiveness and safety,
and, eventually, to formulate evidence-based man-
agement decisions in the field of import substitution

The results obtained are intended to become a
basis for optimization of the treatment process,
improvement of the formulary policy of facilities to
ensure the personalized care for patients with epi-
lepsy, which directly depends on the ability of the
pharmaceutical market to fully provide these patients
with the most recent medicines [9].

To conduct a comparative analysis of the assess-
ment by neurologists of the effectiveness and safety
of brand-name and generic AEDs for the formation
of evidence-based approaches to import substitution
in clinical practice.

The following research methods were used: math-
ematical-statistical, structural and logical analyses,
and the scoring method.

To achieve the aim, a study was conducted using
the expert assessment method. This method belongs
to the class of collective expert assessment meth-
ods, and allows to obtain a quantitative expression
of the subjective opinions of a group of highly qual-
ified specialists. The research methodology included
several consecutive stages: formation of the expert
group, development of scientific tool, data collec-
tion, statistical data processing, and analysis of the
results.

1. Formation of the expert group. Neurolo-
gists from various cities and regions of Russia (Mos-
cow, Saint Petersburg, Krasnodar territory, the
Republic of Crimea, the Republic of Tatarstan, Bel-
gorod region, etc.) were involved as experts. The
selection of experts was carried out based on an
assessment of their level of competence. For this
purpose, specialists’ background was compared:
position, work experience in the field, qualification
category, academic degree, and academic title. Based
on these data, the coefficient of competence (k) was
calculated for each potential expert. The study only
considered assessments from experts whose compe-
tence coefficient was at least 0,7. Out of 62 specialists
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1. ®dopMHUpOBaHVIE JYKCIEPTHON TIPYIIIbI.
B kauecTBe 5KCIEPTOB NPUBJIEYEHBI BpauU-HEBPO-
JIOTH W3 Pa3JIMYHBIX TOPOZIOB U PeruoHoB Poccuu
(Mocksa, CaukT-IletepOypr, KpacHomapckuii kpai,
Pecriyosimka Kpeim, Pecrybsimka Taraperan, Benro-
poxnckas obactb u p.). OT6Op SKCIEPTOB OCYIIECT-
BJISIICSI HA OCHOBE OIIEHKHU YPOBHS WX KOMIIETEHT-
HOCTH. /[IJIA 9TOTO HCIONIB30BATACH AHKETHAS
uHOpMANUA O CHEIUATUCTAX: JOJKHOCTb, CTaXK
paboThI 1O CIIeNNATBPHOCTH, HATHYNE KBATH(UKA-
[IMOHHOH KaTeropuu, yueHas CTelleHb U YIeHOe 3Ba-
Hue. Ha oCHOBe 3TUX JaHHBIX /I KaXKIOTO ITOTEH-
[MAJIBHOTO 9KCIIepTa pACCYUTHIBAJICA KOADDUIIUEHT
komrereHnTHocTH (k). B ucciieoBaHUM YUUTBHIBA-
JIUCH OIIEHKH TOJIBKO TeX HKCIEPTOB, Uelt koaddu-
[IMEeHT KOMIIETEHTHOCTHU COCTABJISI He MeHee 0,7. 13
62 TIepBOHAYAJIIBHO OIPOIIEHHBIX CIIEIUATHICTOB
STOMY KPUTEPHUIO COOTBETCTBOBAIN 58 3KCIEPTOB,
cpemHui K03(OUIMEHT KOMIIETEHTHOCTH KOTOPBIX
COCTaBWJI 0,79, YTO CBUJIETEIBCTBYET O BBICOKOM
YpOBHe KBaTu(pUKaIuu 0TOOPAHHON TPYIIIIHIL.

2. PaspaGorka wuHcTpyMeHTapua. OCHOB-
HBIM HHCTPYMEHTOM cO0pa JaHHBIX CITYKIJIA CIEeIN-
aJIbHO pa3paboTaHHas AHOHUMHAs aHKeTa, KOTopast
cocTosiia u3 BYX 0J10K0B. IlepBhIil 610K BKIIOYAT
CBOJIHYIO TaOJIUILy, CO/IEPIKAIIYI0 51 TOPrOBOE Hau-
menHoBauue (TH) II9I1, o0beAMHEHHBIX 10 COOTBET-
CTBYIOIIIUM MEXXIYHAPOAHBIM HEIaTEeHTOBAHHBIM
HauMmeHoBanusaM (MHH). Bwibop mia anammsa
nMeHHO 3TuX TH 00ycI0B/IeH UX HAJTUYHUEM B KJIU-
HUYECKUX PEKOMEH/IAIIHAX JJIs JIEUEeHVIS SIIHIETICHH
y B3pociblx. [Ina kaxkzporo TH pecnioneHTaM nipes-
JIaTaJIoCh OIEHUTH 110 5-0aJIJIbHOM IIKaJjle ABa KJIIO-
4yeBbIX KpuTepus: 3GPEKTUBHOCTD U 0€30MacCHOCTD
[1311. BribOp UMEHHO 3TUX KpUTEPUEB 00YCIOBIIEH
TEM, UTO OHH SIBJIAIOTCS OCHOBOIIOJIATAIOIIUMHU TIPU
OIleHKe TepaneBTuueckol nernHoctu JIII u npuna-
TUM DelIeHUs O €ro Ha3HAaueHUHW B KJIMHUYeCKOH
MIPaKTHUKeE.

Ucnosnp3oBanne 5-6ayibHON ITKastel Jlaiikepra
SIBJISIETCS] CTAHJIAPTHBIM IIOJIXO/IOM B KBaJIMMETPUU
Y 9KCIIEPTHBIX METO/IaX, TIO3BOJIAIOIINM JOCTATOUYHO
TOHKO AubdepeHITUPOBaTh 00BEKThI OIeHKHU. [laH-
HBIA TOJIXOJ| K MIOCTPOEHUIO IIKAJI HAYIHO 000CHO-
BaH B pab0Tax 110 TEOPUU KBUIMMETPUHU U IPUMEHSI-
eTcs B UCCJIEJIOBAHUAX IIO OLlEHKe KadecTBa MeAu-
OUHCKOU ¥ ¢apMaleBTUYEeCKOU momoIu [10, 11].
B pamkax maHHOTO WHCCIeOBaHUsA 5-Oa/UTbHAA
mkasa JlalikepTa aJanTupoBajiach Jis OLIEHKU
[13I1 mo mokazaTesnsam 3¢ dexkTuBHOCTH U Oe3omac-
HOCTH:

1 Gann — Hu3Kas (Ipemapar peako JTOCTHUTAET
JKeJIaeMOTr0 TepaneBTUUecKoro aggeKxra Uianu 4acTto
BBI3BIBAET CEpPhe3HbIe T0O0UHbBIE 2D (EKTHI);

surveyed at baseline, 58 experts met this criterion,
with an average coefficient of competence being 0,79,
which indicates a high level of qualification of the
group selected.

2. Development of scientific tool. The main
data collection tool was an anonymous question-
naire specially designed, which consisted of two
domains. The first domain included a summary
table containing 51 trade names (TNs) of AEDs,
grouped by corresponding generic names. The
selection of these particular TNs for analysis was
determined by their presence in clinical guidelines
for the treatment of epilepsy in adults. For each TN,
respondents were asked to assess two key criteria
on a 5-point scale: effectiveness and safety of the
AED. These criteria were selected because they are
essential in evaluation of the therapeutic value of
medicines and making a decision about its prescrip-
tion in clinical practice.

The use of a 5-point Likert scale is a standard
approach in qualimetry and expert methods,
enabling precise differentiation among the objects
being assessed. This approach to scale design is sci-
entifically grounded in the theory of qualimetry, and
is used in the studies on the assessment of medical
and pharmaceutical care quality [10, 11]. In our
study, the 5-point Likert scale was adapted to evalu-
ate the effectiveness and safety of AEDs:

1 point — low (the drug rarely achieves the desired
therapeutic effect or often causes severe side effects);

2 points — below average (the drug shows a mod-
erate effect or has pronounced side effects);

3 points — average (the drug shows an acceptable
but not optimal result);

4 points — above average (the drug shows a good
therapeutic effect with minimal side effects);

5 points — high (the drug demonstrates an excel-
lent therapeutic effect and a good safety profile).

The second domain of the questionnaire includes
questions that reflect objective data about the expert,
which are used to calculate the coefficient of compe-
tence.

Data collection. The survey was conducted
anonymously, which minimized potential influences
on the experts’ opinions and increased the reliability
of the assessments.

Processing and analysis of the data
obtained were carried out using IBM SPSS Statis-
tics 21.0 and Microsoft Excel 2019 and included the
following stages:

1. Calculation of weighted average scores. To
level out differences in the qualification level of
experts and increase the validity of final assessments,
the weighted average value X, for each drug was cal-
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2 Oaj/uta — HIDKE CpefHero (mpemapaT IOKa3bl-
BaeT yMepeHHbIH 3(P(PEKT WIN UMeEeT BhIPAKEHHBIE
1mo604yHbIe 3G PEKTHI);

3 6ayta — cpenHas (Mperapar MoKa3bIBaeT MPHU-
eMJIEMBIN, HO He ONITHUMAaJIbHBIN pe3yJIbTaT);

4 Gayya — BBIIIE cpefiHETO (IIperapaT MOKa3bl-
BaeT XOPOIIUH TepalleBTHYeCKUH pe3yJIbTaT ¢ MUHU-
MaJIbHBIMU TOOOYHBIMHE 3¢ PeKTaMu);

5 6asIoB — BBICOKAsA (IIpenapar JIeMOHCTPUPYET
OTJIMYHBIY TepaneBTUYeCKUN pe3ysIbTaT U XOPOILINUH
pouitb 6€30IMaCHOCTH).

Bo BTOpOIi 610K aHKETHI BOIIIM BOIIPOCHI, OTPa-
JKawole OOBEeKTHUBHBIE JaHHBIE 00 DKCIepre,
HCIOJIb3yeMble /1J1s1 pacueTa ko3 dUuiineHTa KoMmie-
TEHTHOCTU.

COop maHHBIX. AHKETHPOBAaHHE IIPOBOJUIIOCH
aHOHUMHO, YTO IO3BOJILJI0O MUHUMU3UPOBATh BO3-
MOKHBIE BJIMSIHUSI Ha MHEHHeE JKCIIEPTOB U IOBBI-
CHTb IOCTOBEPHOCTD ITOJTyY€HHBIX OIIEHOK.

O60paboTka U aHAIN3 MHMOJyJYEeHHBIX JaH-
HBIX IIPOBOJWJINCH C UCIIOJIb30BAaHUEM ITAKETA CTa-
tuctudeckux nporpamm IBM SPSS Statistics 21.0 u
Microsoft Excel 2019 u BKIOYAIH CIIEAYIOIIHE
STATIbI:

1. Pacuem cpedHes3gellleHHblx oyeHOK. A
HUBEJINPOBAHUSA Pa3/IMUUiil B yPOBHE KBasu(UKa-
UM SKCIIEPTOB U TMOBBIINIEHUs O0OOCHOBAHHOCTH
WUTOTOBBIX OIIEHOK DPAaCCUYUTHIBAJIOCH CpETHEB3Be-
IIEHHO€e 3Ha4YeHHe X, 10 KaXKIOMy IIpernapary ¢ yJde-
TOM KOMIIETEHTHOCTH CIIEIUAINCTA 110 (GOpMYJIE:

X = Z?:I(Zi 'ki)
Zj:lki

IJle Z — OLleHKa OT/eJIbHOTO IIpernapara;

k — KOMIIETEHTHOCTb DKCIIEpTA.

2. Pacuem ummeepanvHvix noxazameaeti. Jus
KOMIIEKCHOM OIIEHKH IIpernapaTra U BO3MOKHOCTH
pamxupoBanua TH B pamkax ogaoro MHH wmbI pas-
paboranu knaccudUKANHMIO HA OCHOBE DPa3HOCTU
WHTETrDATbHBIX IIOKa3aTesiell U BBEJIM WHTErpasb-
HBI TOKazaTesab (S), KOTOPBIH paCcCUUTHIBAJICS
IIyTeM CYMMHPOBAHUA Cpe/IHEB3BEIIEHHBIX OI[€HOK
¢ dexTuBHOCTH U 6€30IMaCHOCTH i Kaxkaoro JIII.
Takoi mo/IX0/] K BBEJIEHUIO HHTETPAIBHOTO ITOKa3a-
Tenss (mpocTas JUHEWHAs aAJuTHUBHAs MOJIEND)
SIBJISIETCS PACIIPOCTPAHEHHBIM B (papMaKOIKOHOMU-
YeCKUX U KJIMHUKO-9KCIIEPTHBIX UccieioBaHuAx. Ha
OCHOBE 3THUX JaHHBIX paccuuTaHA pa3HUIlA UHTe-
rpajIbHBIX TOKazaTesel (AS) B pamkax ogaoro MHH
MEX/y OTeUYeCTBEHHBIM U 3apyOeKHBIM IIperapa-
Tamu-nuepamu. OtpuratesbHoe 3HaueHue AS yka-
3bIBaeT Ha 0oJiee HU3KYIO OIEHKY OTeueCTBEHHOTO
npenapara. /1A kracrepusanuy 3HaueHu AS TIpu-

)

culated considering the competence of the specialist
using the formula:

T = 27:1(21' 'kl’)

l z:l:lki

where z — individual drug value;

k — competence of the expert.

2. Calculation of integral indices. For a compre-
hensive assessment of a drug and the ability to to
rank the medicinal product within the single generic
name it belongs, we developed a classification based
on the difference in integral indices and introduced
an integral index (S), which was calculated by sum-
ming the weighted average scores of effectiveness
and safety for each drug. This approach to introduc-
ing an integral index (a simple linear additive model)
is common in pharmacoeconomic and clinical expert
studies. Based on this data, the difference in integral
indices (AS) between domestic and foreign leading
drugs within the one generic name was calculated.
A negative value of AS demonstrates a lower score
for the domestic drug. To cluster the AS values, the
k-means clustering method was used in one-dimen-
sional settings. The optimal number of clusters was
selected based on the analysis of the dependence of
the intracluster sum of squares (inertia) on the num-
ber of clusters (the elbow method), followed by a
substantive interpretation of the identified groups. A
sharp decrease in inertia when moving from two to
three clusters and a slight improvement with a fur-
ther increase in the number of clusters, allowed us to
settle on the value k = 3. The clusters obtained cor-
respond to three ranges of AS values: low (approxi-
mately —0,96), mean (approximately —0,56), and
high (approximately —0,11). Such a division reflects
the natural structure of the data and can be inter-
preted as three different states of the system under
study.

Thus, using the k-means clustering method, the
following three clusters were identified:

1) drugs with high import substitution potential
(AS = —0,11; —0,11 (center = —0,11));

2) drugs with moderate import substitution
potential (AS = —0,57; —0,55 (center = —056));

3) drugs with low import substitution potential
(AS = —-1,14; —0,96; —0,88; —0,86 (center = —0,96)).

3. Assessment of the consistency of expert opin-
ions. To assess the degree of homogeneity (disper-
sion) of expert opinions for each specific drug and
criterion, the coefficient of variation v, (%) was calcu-
lated using the following formula:

Q

i

v, = — - 100%,
Zi
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MeHsicss Meron k-cpemaux (k-means) B omHOMED-
HOU IIOCTAHOBKE. BHIOOp ONITHMAIBHOTO KOJIMYECTBA
KJIACTEPOB OCYIIIECTBJIsUICS Ha OCHOBE aHaIu3a
3aBHUCHUMOCTH BHYTPUKJIACTEPHOU CyMMBI KBaIPaTOB
(HEpIIMM) OT YHCJa KjIacTepoB (MeToj| JIOKTS) C
TOCJIEAYIONIEN COJIEPKATEIPHON WHTepIIpeTaIuei
BBIJIEJIEHHBIX TPYI. Pe3koe CHHKEHHE WHEPIUH
[IpU IEPeXo/ie OT ABYX K TPeM KjacTepaM U He3Ha-
YUTEJIbHOE YIIyUIlleHUe MIPU JTaIbHEHNIIIEM yBeInue-
HUH YHCIa KJIACTEPOB MTO3BOJIMJIO OCTAHOBUTHCS Ha
s3HaueHnu k = 3. ITosyueHHBbIE Ky1acTEPHI COOTBET-
CTBYIOT TPEM [Malla30HaM 3HAuUeHWU AS: HU3KHE
(okos10 —0,96), cpeHue (0OKOJIO0 —0,56) W BBICOKUE
(okos0 —0,11). Takoe pasbueHUE OTPaKAET €CTe-
CTBEHHYIO CTPYKTYDPY JAHHBIX U MOXKET OBITh UHTEP-
MIPETUPOBAHO KaK TPU Pa3IUYHbIE COCTOSHUS HCCTIe-
JTyeMOU CHCTEMBI.

Takum o6pazoM, ¢ MOMOIIBIO MeToZa k-means
BBIJIEJIEHBI CIIEYIONINE TPU KJIacTepa:

1) mpernaparsl ¢ BHICOKUM MMOTEHI[UATIOM UMIIOP-
to3zamenieHus (AS = —0,11; —0,11 (1ieHTp = —0,11);

2) mpemapaTbl € YMEPEHHBIM IOTEHI[UAIOM
ummoprosamelenus (AS = —0,57; —0,55 (1eHTp =
—056);

3) mpernaparTsl ¢ HU3KUM IOTEHITHAIOM UMIIOPTO-
samentenua (AS = -1,14; —0,96; —0,88; —0,86
(t1enTp = —0,96).

3. OueHka coenacosaHHocmu MHeHUll dKcnep-
moa. JIjis OLleHKH CTelleHH OHOPOAHOCTH (pas-
6poca) MHEHUH HKCIEPTOB II0 KaXK/IOMy KOHKpPET-
HOMY IIpeIapaTy ¥ KpUTEPUIO PACCUUTHIBAJICA KOA(]-
¢bunuent Bapuanuu v, (B %) 1O crieayomen
dopmyre:

Gi
V.=—

1

©100 %,
z.

1

r7ie v,— K03 PUIEHT BapHaIiK OLIEHOK SKCIIEPTOB
II0 i-My IIpemnapary;
z, — cpennss apudmernyeckas onenka i-ro I13911;
0, — cpe/iHee KBaZipaTU4ecKoe OTKJIOHeHUe, KOTO-
poe paccuuThIBAIOCh 10 cilefyomlel dopmyie:

I7ie X, — OLleHKa I-TOo Ipenapara;

X — cpenHss apudMeTHUyecKas oleHKa i-TO mpe-
mapara;

n — o01Iee KOJIMYECTBO OI[EHOK.

IIpUHATO CYMTATh, YTO 3HAUEHHUE U, < 33 % CBU-
JIETETLCTBYET O BHICOKOI COTJIACOBAHHOCTH MHEHHUH
sKcnepToB (HU3KOM pasbpoce), a v, = 33 % — o cyIe-
CTBEHHBIX PACXOXKIEHUX [12].

Ina ompeneneHust OOIIEH COIJIACOBAHHOCTU
MHEHUH BCEH TIPYIIIbI SKCIEPTOB II0 KasKIOMy U3

where v, the coefficient of variation of expert assess-
ments for the i drug;

z, — the arithmetic mean assessment of the i-th
AED;

0, — standard deviation, which was calculated
using the following formula:

where x, — value of the i-th drug;

X — the arithmetic mean of the i-th drug value;

n — the total number of estimates.

It is generally accepted that a value of v, < 33%
indicates a high consistency of expert opinions (low
dispersion), while v, > 33% indicates significant dis-
agreements [12].

To determine the overall consistency of opinions
of the entire group of experts for each of the evalu-
ated criteria (effectiveness, safety), Kendall’s coeffi-
cient of concordance (W) was used. This non-para-
metric criterion is used to measure the degree of
agreement among several experts when ranking
objects. The value of W can range from o (complete
lack of agreement) to 1 (complete agreement). The
calculation was performed using the formula

S
1 2 3 e ’
5" (= m)y—my T
where S — the sum of squared deviations of the rank
sums R, from their mean value R;

m — number of experts;

n — number of assessments;

T, — correction for ties (identical ranks) for each
expert 1.

The statistical significance of the coefficient W
was tested using the chi-square test () at a signifi-
cance level of p < 0,05.

Thus, the methodology used, which includes sci-
entifically based selection of experts, quantitative
assessment of their opinions using a rating scale, and
multi-criteria statistical analysis, ensured the reli-
ability and objectivity of the results obtained.

W:

RESULTS

The expert group of this study is characterized as
follows: 64% of experts have more than 10 years of
work experience, 29% hold an academic degree, and
more than half of the experts have the first or the
highest qualification category.

The expert assessment conducted made it possi-
ble to obtain a comprehensive picture of the efficacy
and safety profile according to the opinions of neu-
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OIIeHHUBAaeMbIX KpuTepueB (3¢ deKTuBHOCT, Oe30-
IMACHOCTb) NPUMEHsICA KO3(P(PHUIIMEHT KOHKOPAA-
nuu Kengana (W). 9ToT HemapaMeTprUYecKUi Kpu-
TepUU UCHOJIb3yeTCsA JJd U3MEpPeHUs CTeleHU
coryIacusl HEeCKOJIbKHUX SKCIIEPTOB IIPU PAHKUPOBa-
HUU 00beKTOB. 3HaUueHne W MOKeT BapbUPOBATHCS
oT O (ImoJIHOEe OTCyTCTBHE corviacus) 70 1 (mosHoe
coryacue). Pacuer mpousBoamics mo popmyse

S
l 2 3 At ’
" (' =my-my T
rze S = cymMMa KBaJIpaTOB OTKJIOHEHUN CyMM PaHT'OB
R, OT uX cpe/iHero 3HaueHusI R;

m — KOJIMYECTBO SKCIIEPTOB;

N — KOJIMYECTBO OIEHOK;

T, — mompaBka Ha cBA3M (OZIMHAKOBbIE PAHTH)
JUTSL K&JK/IOTO DKCIIEPTA 1.

CraTucruueckasd 3HaUUMOCTh Koaddunuenta W
IIpoBepsijlack € HCIOJIb30BAHUEM  KPUTEPHUsS
XHU-KBazipar (¥2) mpu ypoBHE 3HAUYUMOCTH P < 0,05.

Takum o6pa3oM, IIpUMeHEHHas METOAUKA,
BKJIIOUAIOINAsA HAyYHO OOOCHOBAaHHBIH OTOOp 3KC-
IIEPTOB, KOJIMUECTBEHHYIO OIEHKY UX CYXKAEHUU C
IIOMOIIbI0 OAJUTPHOU IIKAJIbI 1 MHOTOKPUTEPHATH-
HBIH CTATUCTUYECKUH aHaIu3, obecrieynsia HaIexK-
HOCTb ¥ OObEKTUBHOCTb ITOJIyUeHHBIX PE3YIbTATOB.

W:

PE3YJ/IBTATDI

JKCIEePTHAs TPYyIIla HACTOAIIETO HUCCIEA0BAHUA
XapaKTepu3yeTcs CJIEeAYIOINUMH IOKa3aTeIsIMU:
64 % DKCIEPTOB UMEIOT CTaXK paboThl HoJiee 10 JIET,
29 % UMEIOT YUEeHYIO CTeleHb, 60iee ITOJIOBUHBI 9KC-
MepTOB — TMEPBYIO0 WKW BBICHIYI0 KBATH(PUKAIIMOH-
HYI0 KaTeropHuio.

[IpoBesieHHAsA 3KCIIEpTHAsA OIEHKA IT03BOJIMJIA
TOJIYIUTHh KOMILJIEKCHYIO KapTUHY Tpoduiist apdek-
THUBHOCTH M 0€30IIaCHOCTH COIJIACHO MHEHWH Bpa-
Yei-HEBPOJIOTOB, HAa OCHOBAaHUU KOTOPOH OBLTH
BbIOpans! JIIT 3apy6e:kHOTO U 0TEUECTBEHHOTO IIPO-
W3BOJICTBA C HAMOOJIBIIIEH MHTETPATBbHON OIIEHKOH
mo mokaszaresiaM 3¢GGEKTUBHOCTA U 6e30macHOCTH
(tabs. 1). Kak mokazaso cpaBHeHHe, 3apyOesKHBIE
mpemnapaTbl UMeEKT 0oJiee BBICOKHE OKCIIEPTHBIE
oneHku. OTHAKO MOKHO BbIZIeuTh JIIT oTeuecTBen-
HOTO IIPOM3BOZICTBA C HAWMEHBIIIEH pas3HUIEH B
WHTETPAJIbHBIX IIOKAa3aTessAX: oTedecTBeHHBble JIII
Konpasnuc (rabanentun) u JleBeTuHos (JieBeTHpa-
neram) u 3apyoexHbie HelipoHTrH (rabameHTHH) U
Kernmpa (yieBeTHparieTaMm) ¢ pasHUIEd WHTETPATb-
HBIX moKazatesiell (AS) —0,11. 9TO I03BOJIET OTHE-
ctu naHHble oTeuectBeHHBIe JIII k knacrepy JIII ¢
BBICOKMM ITOTEHIINAJIOM UMIIOpTO3aMelenus. Hau-
GospInuii pas3pbiB Habsozaercs B rpymmme JIIT ¢

rologists, on the basis of which foreign and domestic
medicines with the highest integral assessment for
effectiveness and safety were selected (Table 1). As
the comparison showed, foreign drugs have higher
expert assessments. However, it is possible to iden-
tify domestic medicines with the smallest difference
in integral indices: the domestic drugs Convalis
(gabapentin) and Levetinol (levetiracetam) and the
foreign drugs Neurontin (gabapentin) and Keppra
(levetiracetam) with a difference in integral indices
(AS) of —0,11. This allows us to classify these domes-
tic drugs as a cluster of drugs with high import sub-
stitution potential. The largest gap is observed in the
group of generic lamotrigine: Lamictal (7,56) and
Sazar (8,70), which indicates that experts prefer for-
eign drugs. Thus, the integral indices obtained allow
the studied AEDs to be classified into three groups
according to the level of potential substitutability in
clinical practice:

Group 1: high import substitution potential:
domestic levetiracetam (Levetinol) (S = 8,79,
AS = -0,11) and gabapentin (Convalis) (S = 6,86,
AS = —0,11). These medicines demonstrate minimal
lagging behind foreign analogues and can be recom-
mended for priority import substitution. Levetinol is
particularly promising, as it has the high integral
index (8,79).

Group 2: moderate import substitution poten-
tial: domestic oxcarbazepine (Oxcarbazepine)
(S = 7,68, AS = —0,55) and topiramate (Topiramate)
(8 =7,13,A8 = -0,57).

Group 3: low import substitution potential:
domestic lamotrigine (Lamictal) (S = 7,56,
AS = -1,14), valproic acid (Mirodep) (S = 7,53,
AS = -0,88), carbamazepine (Carbamazepine retard)
(S = 7,27, AS = —0,96), valproic acid (Valproic acid)
(S =7,30, AS = —0,86). Drugs in this group have dif-
fer significantly in effectiveness and safety from for-
eign drugs. For lamotrigine, the gap is 1,14 points,
which is the maximal among all studied drugs.

Assessment of the consistency of expert opinions
is the highly important stage of the analysis, as it
determines the reliability and objectivity of the data
obtained (Table 2). The most consistent expert opin-
ions (coefficient of variation less than 20%) were
recorded for domestic Mirodep (effectiveness — 14%)
and Levetinol (effectiveness — 15%, safety — 19%) and
for foreign Sazar (effectiveness — 11%), Convulex
(oral form) (effectiveness — 12%), and Trileptal
(effectiveness — 12%, safety — 19%). The maximal
range of opinions (coefficient of variation more than
25%) was noted for the safety criterion of domestic
Lamictal (33%) and Convalis (32%), as well as for the
effectiveness criterion of domestic Convalis (30%)
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Ta6smmua 1. Pe3ynbTaThl MHTErPaJbHOM 9KCIEPTHOM OLleHKH 3 PEKTUBHOCTH U 6€30MaCHOCTH NPOTHBO3NUIENTUYECKUX

JIeKapCTBEHHBIX ITpenapaToB (6asbl)

Table 1. Results of the integral expert assessment of the effectiveness and safety of antiepileptic drugs (points)

TH oTeyecTBEHHOTrO TH 3apy6exHOro Cnoco6
MHH NPOU3BOAUTEISA S NPOU3BOAUTEISA S BBeJAEeHUs AS
Generic name TN of a domestic TN of a foreign Route of admi-
manufacturer manufacturer nistration
BasbnpoeBas kuciaoTa BasnbnpoeBas kucioTta 7,30  KoHuByJsekc 816 =a./e. -0,86
Valproic acid Valproic acid Convulex
BasbnpoeBast KucJ0Ta Mupogaen 7,53 KoHBynekc 841 m./p. -0,88
Valproic acid Mirodep Convulex
[abaneHTHH KouBasuc 6,86 HeitponTun 6,97 3. /e. -0,11
Gabapentin Convalis Neurontin
Okckap6a3zenuH Okckap6asenuH 7,68  Tpusenrtan 823 m/p. -0,55
Oxcarbazepine Oxcarbazepine Trileptal
JlaMOTpUIKUH JlaMuKTan 7,56 Ceiizap 8,70 3. /e. -1,14
Lamotrigine Lamictal Sazar
JleBeTHpaneram JleBeTUHOJ 8,79  Kenmnpa 890 a. /e -0,11
Levetiracetam Levetinol Keppra
Kap6amazenun Kap6amasenuH pertap/, 7,27  OUHJIENCUH peTap/, 823 a. /e -0,96
Carbamazepine Carbamazepine retard Finlepsin retard
Tonupamar Tonupamar 7,13  Tomamaxc 7,70 3. /e -0,57
Topiramate Topiramate Topamax

[IpumMmevyaHUue.
crnoco6 BBeJIeHH; 11. — TapeHTePaJbHbIN CII0CO6 BBeJeHH.
Abbreviations:

MHH namorpumxkun: Jlamukran (7,56) u Ceizap
(8,70), uTO yKa3bIBaET HA TO, YTO DKCIEPTHI OT/IAIOT
npeanourenue 3apybexxupim JIII. Takum o6pasom,
MOJIy4eHHble WHTErpaJIbHbIe II0Ka3aTeJu I103BO-
JIAIOT KJ1accuduiupoBaTh ucciaenyemble [1911 Ha
TPHU TPYIIIBI IO YPOBHIO MTOTEHIMAIBHOU 3aMelrae-
MOCTH B KJIMHUYECKOU ITPAKTHKE:

I'pyrma 1 — BBICOKH MOTEHITUAT KMIIOPTO3aMe-
II[EHUSI: OT€YECTBEHHBIE MpPernapaThl JeBeTHpareram
(JTIepetunon) (S = 8,79, AS = —0,11) u rabaleHTHH
(KonuBanuc) (S = 6,86, AS = —0,11). JTagusie JIII
JIEMOHCTPUPYIOT MUHUMAJIBHOE OTCTaBaHUE OT 3apy-
OEe’KHBIX AHAJIOTOB M MOTYT OBITh PEKOMEH/IOBAHBI
JUTSI TIPUOPUTETHOTO UMITOpTO3ameltieHusi. OcobeHHO
MepCreKTHBeH JIEeBETHHOII, KOTOPBIM HMEET BICOKOE
3HAYEeHHe UHTErPaILHOTO IToKasares (8,79).

I'pynma 2 — cpeHUH TOTEHIIHAT UMIIOPTO3aMe-
II[EHHS: OTEeUeCTBEHHbIE IIPEapaThl OKCKapOa3enuH
(Oxckapbazenun) (S = 7,68, AS = —0,55); Tonupa-
Mmart (Tommmpamar) (S = 7,13, AS = —0,57).

I'pynma 3 — HU3KHUH TOTEHIHA UMIIOPTO3aMe-
IIIEHUsI: OT€YECTBEHHbBIE MPerapaThl JaMOTPU/PKUH
(JIamuxkran) (S = 7,56, AS = —1,14), BajibIpoeBas
kucsorta (Mupogen) (S = 7,53, AS = —0,88), kapba-
magzenuH (Kapbamasenun perapn) (S = 7,27,
AS = —0,96), BasbpoeBasa kucyiora (Basbmpoesast
kucsota) (S = 7,30, AS = —0,86). IIpemapatsl 3TOH
TPYIIIBI UMEIOT 3HAUYUTEIPHOE OTJIMYHE II0 TI0Ka3a-

MHH - MeXyHapoaHOe HEeIaTEeHTOBAHHOE€ HAaMMEHOBaHUeE; TH - TOProBoe HAaMMEHOBaHHE; 3. — 3HTepaJ’lebIﬁ

TN - trade name; e. - enterally; p. - parenterally.

and foreign Neurontin (27%), which indicates the
least consistent expert opinions regarding these
medicines.

DISCUSSION

The results of the quantitative expert assessment
create a basis for subsequent in-depth qualitative
analysis. The integral indices of effectiveness and
safety of AEDs allow the studied drugs to be seg-
mented according to the level of potential substitut-
ability in clinical practice. The maximal gap in integral
assessments was identified for the drugs of generic
lamotrigine (AS = —1,14). At the same time, domestic
drugs with minimal lagging behind foreign medicines
were identified: gabapentin (Convalis: S = 6,86, Neu-
rontin: S = 6,97; AS = —0,11) and levetiracetam (Levet-
inol: S = 8,79, Keppra: S = 8,90; AS = —0,11), which
indicates their equivalence according to expert opin-
ions. A consistent preference of experts for brand-
named foreign drugs was revealed based on the total
set of criteria studied. Thus, domestic medicines of
valproic acid, oxcarbazepine, lamotrigine, carbamaze-
pine, and topiramate have lower integral values com-
pared to foreign drugs.

Qualitative data obtained, for example, using the
in-depth interview method, will make it possible in
the future to move from stating existing expert prefer-
ences to developing targeted strategic and informa-
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Ta6smmua 2. Pe3ysibTaThl OLleHKU COTVIACOBAHHOCTH MHEHHUH Bpavyei-9KCiepToB
Table 2. Results of the assessment of consistency of of the experts’ opinion consistency

Topronoe HauMEeHOBaHHUe

JIeKapCTBEHHOTI'0 mpenapara Kp_uTe_pm}'l o, v. (%)
Trade name Criterion i i
BasibnpoeBast KucioTta* dddextuBHocTs / Effectiveness 1,05 26
Valproic acid* BesonacHocTb / Safety 0,73 22
Mupopen* dddextuBHocTh / Effectiveness 0,57 14
Mirodep* BesomnacHocTb / Safety 0,71 20
KonBasnuc* dddextuBHocts / Effectiveness 0,98 30
Convalis* BesomnacHocTb / Safety 1,09 32
Oxckap6asenun* JddextuBHocts / Effectiveness 0,89 22
Oxcarbazepine* BesonacHocTb / Safety 0,83 23
JlamukTan*® dddekTuBHocTh / Effectiveness 0,92 23
Lamictal* BesonacHoctb / Safety 1,14 33
JleBeTHHOT* dddextuBHocTs / Effectiveness 0,65 15
Levetinol* BesonacHocTb / Safety 0,86 19
Kap6amasenuH petapn* dddextuBHocTh / Effectiveness 0,76 20
Carbamazepine retard* BesomnacHocTb / Safety 0,85 24
Tonupamar * dddextuBHocts / Effectiveness 0,73 19
Topiramate* BesomacHocTb / Safety 0,88 27
KouByuekc (3.)** dddextuBHoCTh / Effectiveness 0,69 15
Convulex (e.)** BesomacHoctb / Safety 0,79 21
KonBysekc (m.)** JddexTuBHocts / Effectiveness 0,55 12
Convulex (p.)** BesomnacHocTb / Safety 0,87 23
HeltponTun** dddexktuBHocTs / Effectiveness 0,96 27
Neurontin** BesonacHocTb / Safety 0,83 26
Tpunentan** dddexTuBHocTs / Effectiveness 0,55 12
Trileptal** BesonacHoctb / Safety 0,71 19
Cepizap** dddextuBHocTs / Effectiveness 0,49 11
Sazar** BesonacHocTb / Safety 0,85 21
Kennpa** dddextuBHocTh / Effectiveness 0,62 13
Keppra** BesonacHocTb / Safety 1,06 25
dunnencuH perapg** dddextuBHocts / Effectiveness 0,72 17
Finlepsin retard** BesomnacHoctb / Safety 0,81 21
Tomamakc** dddextuBHocts / Effectiveness 0,68 16
Topamax™* BesomacHoctb / Safety 0,82 24

[IpumMedyaH¥ue. 3 -3HTepalbHbIH COCO6 BBEJIeHUS; I1. — TApEeHTEePAIbHBIN CIIOCO6 BBe/JeHHS.
*JlekapCTBEHHBIH NpenapaT 0TeYeCTBEHHOI'0 TPOU3BO/CTBA.
**JlekapCTBeHHBIN ITpenapaT 3apy6eKHOro MPOU3BO/CTBA.

Abbreviations: e -enterally;p.-parenterally.

*Medicine produced in Russia.
**Medicine produced abroad.

TesisiM 3P PekTUBHOCTH U 0E30ITACHOCTH OT 3apy-
6exxabix JIII. [l TaMOTPUAXKUHA Pa3phIB COCTAB-
JISIeT 1,14 6asiia, YTO SIBJIsSIETCs HAauOOJIBIIINM Cpeu
Bcex uccaenoBanubix JIIT.

OmeHKa COIJIACOBAHHOCTH MHEHUN 5KCIIEPTOB
ABJIAETCA KPUTUYECKU BAXKHBIM 3TallOM aHAJIN3a,
IIOCKOJIBKY OIIPEeZieIIseT Ha/IeXKHOCTh U OO BEKTUBHOCTD
MTOJIyYeHHBIX JIAaHHBIX (Tabs1. 2). Haubosiee KOHCOIH-
UPOBAaHHbIE MHEHUs 9KCIEPTOB (KodbduImeHT
BapUalyy MeHee 20 %) 3aDUKCUPOBAHbI IS OTeve-

tional solutions aimed at optimizing the import sub-
stitution process in neurological practice based on the
principles of evidence and clinical advisability.

CONCLUSION

The study performed allows to draw the following
conclusions:

1. Among leading neurologists of Russia, there is
a statistically significant consensus (Kendall’s coeffi-
cient of concordance W = 0,9 for effectiveness and
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crBeHHbIX JIIT Muponen (acddexTuBHOCTD — 14 %) U
JleBeruHou (3¢pdekTrBHOCTD — 15 %, 6€30IMaCHOCTD —
19 %) u 3apy6exHbIx Ceiizap (3¢ dexruBHOCTD — 11 %),
Konaysnekc (mepopasibaast popma) (3pheKTHBHOCTD —
12 %) u Tputenrran (3¢ dexTuBHOCTD — 12 %, Ge3omac-
HOCTH — 19 %). Haubospimnmii pazbpoc MueHuUM (K0ad-
¢urreHT Bapuanuu 6osiee 25 %) OTMeUEH 0 KpUTe-
puro GesomacHocTn oTedecTBeHHBIX JIIT Jlamukrasn
(33 %) u KouBanmuc (32 %), a TakKe IO KPUTEPHIO
a¢dextuBHOCTH OTedectBeHHOrOo JIIT KouBasuc
(30 %) u 3apy6exxnoro JIII Hetipoutun (27 %), 4ro
CBHUJIETEJILCTBYET O HAUMeHee COTJIACOBAaHHBIX DKC-
TIePTHBIX CY>KJIEHUAX OTHOCUTEIBHO NAaHHBIX JITI.

OBCYXJIEHHNE

Pe3yspTaThl  KOJIMYECTBEHHOW  HKCIIEPTHOU
OIIEHKU CO3/AI0T 0as3uc JJjisl MOCJIEIYIOIIEro yIay-
OJIEHHOTO KauyeCcTBEHHOTO aHaiu3a. IlosyueHHBIE
WHTerpajbHble MoKa3arenu 3pGeKTUBHOCTH U 6e3-
omacHoct II9II 1O3BOJIAIOT CErMEHTUPOBATH
HccJielyeMble TIpernaparsl 10 YPOBHIO MOTEHIINATb-
HOU B3aMEIIaeEMOCTH B KJIWHHUYECKOU ITPAKTHUKE.
HauGospiuii paspblB B UHTETPATBHBIX OIEHKAX
BeiABieH gia JIII ¢ MHH Jsamorpupmxux
(AS = —1,14). Ilpu 3TOM OIpezieIeHbl OT€YECTBEH-
HbIE TIpeNapaThl ¢ MUHUMAJIbHBIM OTCTABAHUEM OT
3apy6e:xubIx JII1: rabanentus (KonBanuc: S = 6,86,
HetiponTus: S = 6,97; AS = —0,11) U JIeBeTHpaneTam
(JIesetunout: S = 8,79, Kenmipa: S = 8,90; AS = —0,11),
YTO CBHUJETEJIBCTBYeT 00 WX SKBUBAJIEHTHOCTHU
COTJIACHO MHEHUAM 9KCIIEPTOB. BBIABIEHO yCTOMUH-
BO€ TIPE/INIOUTEHNE DKCIIEPTOB, OT/IaBAEMOE OPUTH-
HaJIbHBIM 3apy0eskHbIM JIIT Mo COBOKYITHOCTH H3Y-
yaeMblXx KpurepueB. Tak, oredectBeHHble JIII
BaJILIIPOEBON KHCJIOTHI, OKCKapOaszemuHa, JiamMo-
TPU/IPKUHA, KapOaMaseluHa W TOIUpaMara UMeEIoT
6oJiee HU3KUE UHTErPAIbHbIE 3HAUEHUS 110 CPaBHE-
HUIO ¢ 3apyOeskabpivMu JITI.

KauecTBeHHble [aHHBIE, IIOJyYeHHbIE, HAPU-
Mep, [pPH HCIOJIb30BAHUU METOJIa TJIyOMHHOTO
WHTEPBBIO, TMO3BOJIAAT B JAJIHHEUIIIEM OCYIIECTBUTH
Iepexoy] OT KOHCTATAIlUU CYIIECTBYIOIIUX DKCIIEPT-
HBIX MIPEIIOUTEHUH K pa3pabOoTKe aipeCHbIX CTpaTe-
TUYECKUX W WHMOPMAIMOHHBIX PEIIeHNN, HapaB-
JIEHHBIX Ha ONTUMH3AIUIO IIPOIlecca UMIIOPTO3aMe-
I[eHUsA B HEBPOJIOTUYECKON NIpaKTHKE HAa OCHOBE

CIINCOK JIUTEPATYPBI

1. O Crpareruu pasBuTHA 3/ApaBooxpaHeHuss B Poc-
cutickorr Deziepaliuu Ha MEePUOJ 10 2030 rojia: YKas
IIpesunenrta Poccuiickori ®eneparuu oT 08.12.2025
Ne 896. URL: http://publication.pravo.gov.ru/
document/0001202512090003 (maTa oOpaleHus:
26.02.2026).

0,7 for safety) in the assessment of the AED profile,
which confirms the representativeness and reliability
of the data obtained.

2. A general preference of experts for foreign
drugs was found according to the set of criteria.
Domestic analogues received lower integral scores
for all compared generic drugs.

3. Drugs with high potential for import substitu-
tion under the present-day conditions were identi-
fied: domestic levetiracetam (Levetinol) and gaba-
pentin (Convalis), whose integral scores differ mini-
mally (AS = —0,11) from foreign leaders (Keppra,
Neurontin).

Conflict of interest. The authors declare no
conflict of interest.

IIPUHIOUIIOB [JOKa3aTE€JIbHOCTH U KJIMHUYECKOU
11eJ1ec000pa3HOCTH.

SAK/IIOUEHWE

IIpoBesieHHOE HCCIIEIOBAHIE TIO3BOJISIET C/IEIATh
CJIEJTyTOII[E BBIBOJIBI:

1. Cpenu Beaylux Bpadel-HEBPOJIOTOB Poccuu
CYIIECTBYET CTAaTUCTUYECKU 3HAYUMBIA KOHCEHCYC
(koaddunuent koukopanuu Kengamma W cocras-
JIsIeT 0,9 10 moKasaTresio 3(p@eKTUBHOCTU U 0,7 TI0
roKasareyilo 0e30TacHOCTH) B OIleHKe MPOodUIs
II9I1, 4TO TMOATBEp:KAAaeT PENpe3eHTATUBHOCTb U
HA/IEXKHOCTb MTOJTyYEeHHBIX IAHHBIX.

2. YcTraHOBJIEHO 00Illee TPEeAIIOUTEeHNE DKCIep-
TOB, OTAaBaemMoe 3apyoe:xkHbIM JIIT 110 COBOKYITHOCTH
kputepueB. OTeUYECTBEHHBbIE AHAJIOTH ITOJIYYHJIN
6oJiee HU3KHE UHTETPAJIbHBIE OLIEHKHU I10 BCEM CPaB-
HuBaembiM MHH.

3. OnpeziesieHbl MpenapaThl ¢ BBICOKHUM ITOTEHITH-
aJjioM Il UMIIOPTO3aMeIlleHUs] B TEKYIIUX YCJIO-
BUsIX: OT€UECTBEHHBIH JieBeTrparieram (JIeBeTHHO)
u rabanentuH (KoHBasuc), MHTErpaIbHBIE ONIEHKHU
KOTOPBIX MUHUMAJIBHO (AS = —0,11) OTJIMYAIOTCS OT
3apy6exHbIx uaepos (Kenmpa, HeitpoHTuH).

KoH@IUKT HHTEPECOB. ABTOPHI 3asBJISIOT 00
OTCYTCTBUU KOH(JIMKTA UHTEPECOB.
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