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PE3IOME

Lenb: oueHKa COOTBETCTBWS pearibHOW MPAKTUKW MPOBELEHUA KSIMHUKO-9KOHOMMWYECKUX MCClefoBaHNiA AEeNCTBYIOWNUM B POCCMIACKON
Oepepaunn (PO) TpeboBaHuAM, npeabABAseMbIM NpU  BKKYEHWN nekapcTBeHHbIX cpeacts (JIC) B dheaepanbHylo nporpammy
BbICOKO3aTpaTHbIX Ho3onornid (B3H).

Marepnan n merogel. B 6a3ax fanHbix KubepJleHnHka n eLibrary nposefieH nonck KNMHKO-3KOHOMNYECKNX UCCNeAoBaHui J1C, BKITHOYEHHbIX
B nepeyeHb B3H, koTopble 6bin ony6nnkoBaHHbl B PO B nepuoa ¢ 2011 r. no uioHb 2021 .

Pe3ynbtarbl. [10ny4eHbl CBEAEHUS 0 23 KNNHUKO-3KOHOMUYECKUX nccnenoBaHnax addektusHoctu J1G, 4to coctaBnset meHee 30% OT BCeX
J1C, BK/H04EHHbIX B YKa3aHHbIN nepuog B nporpammy B3H. bosniee nonoBUHbI UCCeS0BAHUIA XPOHUYECKNX UHBANUAUSUPYIOLLNX 326051€BaHUIA
VIMEJSIN TOPU30HT MOAENUPOBaHua 1 rod. AHanu3 YyBCTBUTENbHOCTU Pe3ynbTaToB 60ee Y4em B 1/3 cny4yaes y4uTbIBan TONbKO OTKNOHEHWE
LieHbl paccmatpuBaemblx cTpaterui, a B 1/4 cny4aes Takom aHann3 Bo06LLE He NPOBOAMICA. TONbKO B 4 UCCNEA0BAHUAX OLEHNBANN NPUPoOCT
NET Ka4eCTBEHHOI XM3HN, HECMOTPS HA TO YTO 4718 XPOHUYECKINX NHBANNAN3UPYIOLLNX 3a60/1€BaHNI Ka4eCTBO XWU3HU — OfMH U3 KIHO4EBbIX
nokazatenen adeKTUBHOCTH.

3aknoyenne. B PO ny6nukyercs meHee 30% pesynbratoB (DapMako3KoOHOMUYeCKNUX uccneosanuii J1C, BKNOYeHHbIX B nporpammy B3H,
4TO He MO3BONAET B MOJIHOW Mepe OLEHWTb (PapMaKOIKOHOMUYECKUE MOAXOAbl K ee hopMupoBaHuto. [ns aHanusa 3ddeKTMBHOCTH
VHCTPYMEHTOB, MCMOMb3YeMbIX NPU OLEHKE 3KOHOMUYECKON 3(D(EKTUBHOCTM LOPOrOCTOALWMX MELULMHCKMUX TEXHOMOrnii, Tpebyercs
JanbHelLee peTpoCneKTUBHOE N3y4eHne NpoBeAeHHbIX B PO nccnefosaHuil.

KNHYEBbIE CJIOBA
Bbicoko3aTpaTHble HO30710TMM, UHHOBALMOHHbIE NEKAPCTBEHHbIE CPEACTBA, GMOMEANLINHCKIE KNETOHbIE MPOAYKTbI.

Cratbs noctynuna: 28.07.2021 r.; B gopabotaxHHom Bupe: 11.01.2022 r.; npuHaTa K nevaru: 15.02.2022 r.
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SUMMARY

Objective: to assess the compliance of the actual practice of conducting clinical and economic research with the requirements applicable in
the Russian Federation (RF) when including drugs in the Federal Program of High-Cost Nosologies (HCN).

Material and methods. In the CyberLeninka and eLibrary databases, a search was made for clinical and economic studies of medicines
included in the HCN list published in the RF in the period from 2011 to June 2021.

Results. Information was obtained on 23 published clinical and economic studies of the effectiveness of drugs, which is less than 30% of all
drugs included in the HCN program during the specified period. More than half of the studies of chronic disabling diseases had a modeling
horizon of 1 year. The sensitivity analysis of the results in over 1/3 of cases considered only the deviation of the price of the strategies under
consideration, and in a quarter of cases it was not carried out at all. Only 4 studies evaluated the increase in quality-adjusted life year,
although, for chronic disabling diseases, quality of life is one of the key performance indicators.

Conclusion. In the RF, less than 30% of the results of pharmacoeconomical studies of drugs included in the HCN Program are published,
which does not allow to make adequate evaluation of pharmacoeconomical approaches to its formation. To analyze the effectiveness of the
tools used in assessing the economic efficiency of expensive medical technologies, a further retrospective research of the studies conducted
in the RF is required.
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OcHoBHble MoweHTb! highights

Yr1o yxe n3secTHo 06 3Toii Teme?

» OrpaHu4uTenbHble MepeyHu COCTABMAKTCA MO YTBEPXKAEHHON MeTo-
[ONOrMK C LeNiblo CO3ZaHMs YCNOBUA [OCTYMHOCTU J1EKAPCTBEHHbIX
cpencts (J1C) ons nauneHToB

» 3a nocnegune 2—-3 rofa B CMUCOK BbICOKO3ATPaTHbIX Ho300s10rni (B3H)
BKIT04€HO 0K0/10 15 HOBbIX JIC

Y10 HoBOrO faeT cTaTha?

» AHanu3 peanbHON NPakTUKM NPOBefeHNs (hapMakO3KOHOMUYECKNX UC-
CnefjoBaHui AN BKKOYEHHbIX B CNNCOK B3H HEBO3MOXXEH BBUAY HU3KOW
ny6NKaTUBHON aKTUBHOCTH

P> PeTpocneKTuBHbIN aHanu3 NpOBEefEHHbIX UCCEA0BAHNA — BaXHbIA WH-
CTPYMEHT OLEHKN 3 DEKTUBHOCTU NPUMEHSEMON METOL00r Y hapma-
KO3KOHOMUYECKMX UCCreoBaHNi

Kak 310 MOXET noBNMATL HAa KNNHUYECKYH NPAKTUKY B 0603puMom GyayLiem?

» [pefocTasneHne gocTyna k pesynbratam (hapMako3KOHOMUYECKNX UC-
cnepoBaHuii J1C, BKITOYEHHbIX B OFPaHNYUTENbHbIE CMIUCKM, @ TaKXe CO-
NOCTaBEHNE NMPOrHO3MPYEMbIX 3KOHOMUYECKUX UCXOL0B C peanbHbIMU
N03BOJIAT COBEPLLEHCTBOBATH METOAO0/I0MMI0 NPOBELEHNS OLIEHKN 3KOHO-
MUYECKOM 3(PHEKTUBHOCTM

What is already known about the subject?
» Restrictive lists are compiled according to the approved methodology in
order to create conditions for the availability of medicines for patients

» Over the past 2-3 years, about 15 new medicines have been included in
the list of high-cost nosologies (HCN)

What are the new findings?

» It is not possible to analyze the actual practice of conducting pharma-
coeconomical studies for HCN included in the list due to low publication
activity

» A retrospective analysis of the conducted studies is an important tool for
evaluating the effectiveness of the applied methodology for pharma-
coeconomical research

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

P Providing access to the results of pharmacoeconomical studies of medi-
cines included in the restrictive lists, as well as comparing the predicted
economic outcomes with real ones, will allow researchers to improve the
methodology for assessing economic efficiency
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O0630pHbIE MyOIMKALIMU

QApNRO3ROTONIRY

BBEJEHWE / INTRODUCTION

C 2008 r. B Poccuitckoit defepaumnmn (P®) cyuiectsyeT nporpamma
«CemMb BbICOKO3aTpaTHbIX HO30M10rMid» (7 B3H), B KOTOPYIO BKITHOYEHbI
nekapcTBeHHble cpefcTsa (J1C), npeaHasHa4eHHbIe Ans neveHns 60nb-
HbIX remModounuei, MyKOBUCUMAO30M, TUNOCNU3APHBIM HAHU3MOM,
60ne3HbI0 ToLUe, 3110Ka4eCTBEHHbIMU HOBOOOPA30BaHMAMU NUMAO-
WAHOW, KPOBETBOPHON W POACTBEHHbIX UM TKaHEl, PacCessHHbIM CKIle-
PO30M, a TaKXe MauneHToB nocsne TPaHCMINaHTauuym opraHos u (um)
TKaHeii. Bce J1IC B nporpamme 7 B3H 3akynatoTcs LiEHTPanu3oBaHHO
3a cyet cpeacts henepansHoro 6omxerta [1]. C 2018 r. nporpamma
6bina paclumpena 3a c4et J1C, ucnonbayemblx Ans ne4eHns reMonnTu-
KO-YPEeMMYEeCKOro CUHAPOMA, OHOLLECKOTO apTpuTa C CUCTEMHBIM Ha-
yanom u mykononucaxapugosa |, Il w VI tunos (12 B3H) [2]. B 2020 r.
OHa 6bina JononHeHa ewe asyms JIC Ans neveHns annactuyeckon
AHEeMUM W HACNeACTBEHHOrO AechuumTa (hakTOpPOB CBEPTbIBAHNSA KPO-
B II, VIl n X. Takum 06pazom, kK 2021 r. B nporpamme B3H u3 cpeacts
(hepepanbHoro 6ropxeTa huHancupyercs 14 nozonornii (14 B3H) [3].

C 2012 r. B PO cywiecTsyeT [epeyeHb XU3HEYrPOXKAKLLUX U XPO-
HUYECKNX MPOrpeccupyowmx peakux (opdanHblx) 3a60feBaHui,
NPUBOAALLNX K COKPALLEHUIO NPOAOMKUTENBHOCTU XU3HU TPaXKaaH
WU UX WHBANMAHOCTW, KOTOPbIA BKtoYaeT 17 nartonornit. 06s3a-
TeNbCTBA MO NIbFOTHOMY NEKApPCTBEHHOMY 06ECMEeYeHNo NaLMEeHTOB
C 3a601€BaHNAMM, BOLLEALWIMMI B YKA3AHHbIA NepeYeHb, BO3NOXEHbI
Ha cyObekTbl PO [4]. JlekapcTBEHHOE 06€ecneYeHne NaLnueHToB ¢ ped-
KUMU 3a60/1€BAHUAMM, HE BOLUEALLIMMN B YKA3aHHbIE BbILLE JIbFOTHbIE
nporpammbl, NPYU HANUYNUK Y 6ONLHOTO CTaTyca «UHBANWUA» (UHAHCU-
pyeTcs 3a CHeT CpeacTB cyobekTa PO unu n3 cpeacTs doeepanbHoro
6roaxeTa (ecnm HeobxoauMmbli J1C BKIKOYEH B NepeyeHb KU3HEHHO
HEOOX0ANMbIX 11 BAXHEALUNX NEKApPCTBEHHbIX NPenapatos, a Takxe
B CIly4ae BbIAENIEHNS MEXOIMKETHbIX TPAHC(EepTOB U3 (hefepans-
HOro 6t0[pKeTa, NpeAocTaBnsemMbix 6l0aKeTam cyobekToB P®) [4, 5].

CmbIcnoM cOCTaBNIEHMS NOA06HBIX OFPAHNYUTENbHBIX NEPeYHel SB-
nseTcs cospaHne ycnosui goctynHoctun J1C nauyneHtam. besycnosHo,
HE0OX04MMO TaKXe OTMETWUTb W CHIKEHUe (DUHAHCOBOrO GpPemMeHN
AN pernoHos PO, cBA3aHHOM0 ¢ 0693aTeNbCTBAMM M0 NEKAPCTBEHHO-
My 00€CMEYEHNI0 NALMEHTOB C PELKMMI XU3HEYTPOXAOLMMY 3a60-
nesaHnsamn. CornacHo faHHbIM ExxerogHoro 61oneTeHs 9KCnepTHOro
coBeTa Mo peakum (opdaHHbiM) 3a6onesanusm 2020 r., 8 2019 r.
6I0[KET Ha peakue 3a60/7eBaHNs N0 NPOrpaMme PeaKnX XKU3Heyrpo-
XaroLimx 3abonesaHnii B 68 cyobektax PO coctasun 11,6 mnpa pyo.,
no nporpamme B3H — 20,8 mnpa py6. [1]. B cpeaHem B 2019 r. no pe-
rMOHAaM [0N1f PacX00B PermoHanbHOro U heflepanbHOro 6r0KeToB
0T 06LLlero o6bema pacxooB coctasuna 36% 1 64% COOTBETCTBEHHO.

Mpenaparbl, BKNOYEHHbIE B nepedeHb B3H, 4acto OTHOCAT K MH-
HoBaUMOHHbIM JIC. B HacTosiliee Bpems YHUGULMPOBAHHOIO Ornpe-
JeNeHns TepMUHa «MHHOBALMOHHBIA NeKapCTBEHHbI npenapar» He
cyuiecTByeTt. B ctpaHax EBpocoto3a u GLUA nop nHHoBaUMOHHbIM J1C
MOHMMAIOT HOBYK AKTWUBHYK CYOCTAHLMIO WK YXKE W3BECTHYH Cy6-
CTaHLMI0, MPUMEHsIeMYI0 M0 HOBbIM MOKa3aHWaM, B pyron 1o3e n6o
WHbIM NyTem BBefeHus [6]. B PO onpenenequs nHHosaumonHoro J1G
HeT [6]. ECTb HECKOJIbKO 3KCMEPTHbIX NOAX0LO0B, KOTOPbIE NpeasiaraoT
Y4UTBIBATL PA3/INYHbIE KpUTEpUI 0THECEHUS J1C K «MHHOBALUOHHOMY>
— 0T TepaneBTMYECKUX (K NPUMEpY, paHee He 6blN0 BO3MOXHOCTM e-
YeHust 3a60M1eBaHMsA) [0 TEXHONOTMYECKUX U KOMMepYeckux. Hapsagy
CO CMOXHOCTAMU B ONPEAESIEHNN MOHATUS «MHHOBALMOHHBIA Nekap-
CTBEHHbI Npenapar» CyLeCTBYIOT TPYAHOCTY B OLIEHKE UX 3KOHOMUYe-
CKOI 3(P(PEKTUBHOCTY CTAHAAPTHBIMU (DAPMAKOIKOHOMUYECKUMU Me-
TOAAMW: NPEXze BCero, U3-3a 0TCYTCTBUA anbTePHATUBHbIX CTPATErnil
B TapreTHOM MONynaunMyM U UX BbICOKOW CTOMMOCTW. [ns ycTpaHeHus
9TUX NpenaTcTBuin B PO pa3paboTaH NpeLefeHTHbIN N0AXos, KOTopbIn

1103BONSET CPABHMBATb CTOMMOCTb AOMOHUTESTIbHON 3DDEKTUBHOCTU
C TaKOBOI1 AN aHANOrM4HOro (pedepeHTHoro) J1C, yxKe BKKOYEHHOr0
B OFPaHNYNTENbHbIE CANCKI UK MPUMEHSIOLLEr0CS NPy 3a60/1eBaHNAX
113 TOr0 Xe Knacca MexayHapoJHOI CTaTUCTMYECKOiA Knaccndmkaumum
60ne3Hen 1 npo6nem, CBA3AHHbIX CO 340POBbEM [7].

Lenb — oueHka COOTBETCTBUS peasibHOI MPAKTUKM NPOBELeHNS
KNMHUKO-3KOHOMUYECKMX UCCNe0BaHNiA AencTBYOWMM B PO Tpe6o-
BAHMAM, NPeAbABASEMbIM MPU BKMKOYEHUN NEKAPCTBEHHbIX CPEACTB
B (beaepanbHy0 NPorpammy BbICOKO3aTpaTHbIX HO30MOTWiA.

MATEPWAN W METO[lbl / MATERIAL AND METHODS

[1BymS HesaBuCUMbIMU ucCneoBaTensimMnm B 6asax AaHHbIX Ku-
6epJleHnHka u elibrary npoBefeH MOWUCK KAUHUKO-3KOHOMUYECKUX
uccnegosanuii J1C, BkAOYeHHbIX B nepeveHb B3H. [ns Haxoxpe-
HUS COOTBETCTBYHLLMX CTaTeil, ony6nnkoBaHHbIX ¢ 2011 1. no uioHb
2021 r., 6blna UCNONb30BAHA CTpaTerns nomcka, Kotopas BKIKOYa-
na Ha3BaHus 3abonesannit (13 cnucka 14 B3H) ¢ ncnonb3osaHnem
norunyeckoro oneparopa «WJ1M» 1 MeToAbl 3KOHOMUYECKUX OLEHOK
C MCMOMb30BaHNEM JTIOrMYECKOro oneparopa «l».

Ctpaterus noucka / Search strategy

[Touck ocywlecTBnanM No CrefytolemMy Kin4eBomy 3anpocy:
«(remocpunua U mykosucumgos WA runodnsapHblit HaHW3M
N 6onesHb Towe WA xpoHuyeckuii muenongHbli neinkos UJTN
makporno6ynuiemus BanbgeHctpema WS MHOXeCTBEHHAs MUeno-
ma VI donnukynapHasa (HogynspHas) HexomKKUHcKas numdoma
N menkokneTtouHas (OudysHas) HeXomKKUHCKaa numdoma
W menkokneToyHas ¢ pacluenseHHbIMK agpamu (auddysHas)
HeXoMKKUHCKas numdpoma W kpynHoknetoyHas (audysHas)
HeXOMKKMHCKas numdoma W ummyHobnactHas (auddysHas)
HeXOKKMHCKasa numdpoma WA XpoHWUYeCcKUin NuMOLMTapHbIil
nenko3 W paccesHHbln cknepo3 WM TpaHcnnaHTaums opraHos
(c yrouHeHuem) NN remonutnko-ypemmyeckuin cuHapom WA toHo-
LLECKUA apTpUT C CUCTeMHbIM Havanom W/ mykononucaxapnaos
Il Tuna U annactuyeckas aHemus WS HacneacTBEHHbIA aeuunT
(hakTopos ceepTbiBaHua kposu II, VIl u X) U (dhapmakoakoHoMu4e-
ckas oueHka W/ dapmakoakoHoMmuyeckmii aHanua WA ananu3
BuUaHUA Ha 6rogkeT U skoHomuyeckas oueHka WA skoHomuye-
ckas LenecoobpasHocts WS oueHka TexHONOrnit 34paBooXpaHeHns
NN anann3 adhheKTUBHOCTY 3aTpaT)».

Kputepuu Bknroyenus n ucknroyenus / Inclusion and exclusion
criteria

Kputepuu BKNOYeHUS Ny6UKaLUiA B UCCNeJ0BaHNE:
— JIC peKkomeH[0BAHO Ans feveHns 3a60neBaHns, BXOAALLEr0 B ne-
peyeHb B3H;
— (hapMako3KOHOMUYECKUI aHaNN3 BKIOYAET aHaNu3 «3aTparbl—
9O (EKTUBHOCTL/MOMNE3HOCTE>», aHANN3 BNUAHUA HA 610fXeT (ABB);
— ny6nuKauus Ha pyccKoM s3bIKe.
Kpntepuu ncknoveHns:
— OTCYTCTBME MOJSIHOTEKCTOBOW BEpPCKM OTYeTa O pesynbrarax uc-
CnejoBaHus;
— UHble BUAbI hapMaKO3IKOHOMUYECKMX MCCNEA0BaHUIA, HanpumMep
aHanu3 cToUuMocCTN 60NIE3HN.

PE3YNbTATbI / RESULTS

PesynbTatbl noncka ny6nukaumii / Results of publications search

HaipeHo 1387 WCTOYHMKOB, M3 HUX McKNto4eHo 1156 kak mo-
BTOPSAIOLINECH WU HE COOTBETCTBYOLME Teme, elle 208 — kak He
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COOTBETCTBYIOLLME KPUTEPUAM BKITHOYEHUS WAM COOTBETCTBYHOLLME
KpUTEPUAM UCKMTIOYeHUs. Takum 06pa3om, NOMy4eHbl CBefeHus
0 23 KNMHUKO-3KOHOMUYECKNX nccneaoBannsx addektusHoctu J1G,
BKJTI0YEHHBIX B nporpammy B3H (pue. 1).

BbisiBNEHHbIE CTaTbi GbINN NPOBEPEHbI ABYMS PELIEH3EHTAMU He-
3aBUCUMO [pyr OT [pyra B COOTBETCTBUM C KPUTEPUAMU UCKIHOYE-
HUS 1 BKIIOYEHUS — CHa4Yana no Ha3BaHWt, 3aTeM N0 aHHOTaLuu u,
HaKoHel, Mo NOJSIHOMY TeKCTy ctatbu. JIio6ble pacxoxaeHus 6binu
YCTPAHEHbI B X0/ 06CYXXAEHMS C TPETbUM PELeH3eHTOM. /13BNneYeH-
Hble [aHHble BKMKYaNW rof Ny6nukauun, KNMHNYECKMEe NoKasaHus,
ncenegyemoe JIC u npenapar cpaBHEHUs, METOS 9KOHOMUYECKOI
OLeHKW, BPEMEHHON FOPM30HT, 06LLMe 3aTpaThl HA BMELLIATENbCTBO
1 KOMMApaTtop, NPUPOCT JET XN3HYU C NONPABKOIA HA KA4eCTBO (AHTT.
quality-adjusted life year, QALY), nHKpeMeHTanbHbI KO3 puLmneHT
nonesHocTn 3atpat (aHrn. incremental cost-utility ratio, ICUR), npu-
pocT nokasatens 3adeKTMBHOCTU, MHKPEMEHTAMbHbIA KO3 ULM-
eHT appekTMBHOCTM 3aTpaT (aHrn. incremental cost-effectiveness
ratio, ICER), pe3ynbTaThl aHanu3a 4yBCTBUTENbHOCTU, OCHOBHbIE
pe3ynsrathl MCCNe0BaHNS, BONPOChI 0606LLaeMOCTI, OrPaHNYeHus
NCCnefoBaHus U KIKYeBble METOL0N0MNYecKMe npo6biembl, 0 KOTO-
PbIX COOOLLMN aBTOPbI KXAO0 Ny6nnKaunm.

PesynbTatbl aHanu3a uccneposanuii / Results of research analysis

0612 XapakTepucTuKa MCCnefoBaHnin, UX pesynbrathbl, a Takxe
OCHOBHbI€ BbIBOAbI 1 METOA0NOrNYecKne nNpobaeMbl BKITHOYEHHbIX
CCNeA0BaHNIA NpecTaBNeHbl B Tabnuyax 1-3.

OcHoBHble Npo6nembl 0606LUEHUS U OrPAHNYEHUS BKNHOYEHHBIX
nccneaoBaHui

B uccnenosanum E.MN. EBgoLeHko [9] 3atparbl Ha BefieHne 60/IbHbIX
paccyuTbIBANNCh HA OCHOBAaHMM [aHHbIX MockoBckoro gooHaa 06s3a-
TENIbHOrO MefnunHekoro ctpaxosanus (OMC), Lonn naumeHToB U 3a-
Tpatbl — Ha OCHOBaHMM AaHHbIX 2016-2018 rr., npn 3TOM NPUHATO [0-
nyLLeHune, 470 3a60/1eBaeMOCTb PACCESHHbLIM CKIIEPO30M 1 CTOMMOCTb
YCIyr OCTaHyTCA HeW3MeHHbIMW. B Mogenn He y4uTbiBanach WHGNA-
LUMS 1 AMCKOHTUPOBaHME. B Ka4eCcTBe NCTOYHMKOB [JaHHbIX O 3aTpaTax
B pabote E./. Makaposoii u A.t0. Kynukosa [10] 66171 1CMONb30BaHbI
Tapubl 0kazaHns MeanLMHCKo nomowm OMG r. MockBbI, CTaHAapThI
0Ka3aHus CTaUMOHAPHOM M amBynaTopHO-NONNKIMHUYECKON NOMOLLY,
a TaKXXe 3aperncTpupoBanHble LeHbl Ha J1C no r. Mockse. Mpu oueHke
M3MEHEHNs1 PACcXOf0B (hefepabHOro 6toKeTa BCNEACTBUE BKIHOYe-
HUA 3Beponmmyca B nporpammy 7 B3H B nccnegosanun M.B. ABKceH-
TbeBOM [12] He y4NTbIBANNUCH NALMEHTbI, KOTOPbIE YXKe MNOMy4aloT 3Be-
PONUMYC 3a CHET PernoHanbHbIX Nbrot. B pabote B.K. CeBocTbsAHOBA
1 E.C. XKono6osoii [18] yuteHbl Tapudbl Ha BBeaeHue J1C cornacHo le-
HepanbHOMY TapuhHoMy ornaleHuto (r. MockBa), 0TCyTCTBYET aHanu3
yyBCTBMTENbHOCTY. Mepepacyer nokasateneit QALY B uccnefoBaHusx
A.B. Pynakosoii [19] u [.B. Topssesa [20] nposoguncs no gopmyne,
11CMOJIb30BAHHON B Bennko6puTaHum.

B paccMOTPEHHbIX KNNHNKO-3KOHOMWNYECKIMX UCCNEL0BAHUAX Jle-
KapCTBEHHbIX CPEACTB, BXOASALUMX B (DefiepasibHy0 Nporpammy Bbl-
coko3atpaTHbix Ho3onoruii A.l. TonkywwuHa [8], C.K. 3bipsHoBa 1 ap.
[11, 16], H.A. ABkceHTbeBa u ap. [13, 23], A.C. Konbuxa u gp. [14,
15,17], A.10. Kynukosa u ap. [21, 25, 26, 30], [1.B. Menuk-lyceiiHoBa
[22], M.}O. ®ponosa n 0.B. Laranosoit [24], P.I1. SiryauHoi n ap.
[27, 28] npo6nieMbl 06006LLEHIS N OFPAHUYEHNS HE BbISBNEHBI.

06Lme BbIBOADI

CornacHo [aHHbIM, NPeACTaBAEHHbIM Ha PUCYHKE 2, HaNGONb-
Lee KOMNYecTBO ONyBNMKOBaHHbIX B PO (hapmMakodaKOHOMUYECKUX
CCNELOBAHUN Kacanocb MHOXECTBEHHOW Muenombl (5), peBmaro-

CTatby, HaiileHHbIe B 6a3ax AaHHbIX
eLibrary, Kn6epJleHuHka no knto4esomy
3anpocy
Articles found in eLibrary, CyberLeninka
databases by key query

(n=1387)
MckntoyeHo
> Excluded
(n=1156)
Y
Cratbu, OCTaBLUMECS NOCNE yaaneHns
NOBTOPSIOLLMXCS U He
COOTBETCTBYHOLLMX TEME
Articles that remained after the removal
of duplicate and non-relevant
publications
(n=231)
NcknioyeHo
> Excluded
(n=208)
Y

CTaTby, BKIOYEHHbIE B aHaNU3
Articles included in the analysis
(n=23)

PucyHok 1. [nzaitH nccnenoBanus
Figure 1. Study design

WAHOr0 apTpuTa U paccesHHoro ckreposa (no 4). 13 23 uccnepo-
BaHWI B 5 NpeACTaBfieH TONMbKO aHaNU3 «3aTpaTbl—-3PMEKTUBHOCTb/
NONIE3HOCTb», B 7 — aHANN3 «3aTPaTbl-3(DMEKTUBHOCTL/MONE3HOCTL>»
1 ABB, B 3 — TONbKO aHann3 MUHUMU3aLMK 3aTpaT, B 5 — aHann3 Miu-
HUMU3auum 3atpar u ABB, B 3 — Tonbko ABB. BpemeHHO ropu3oHT
uccnenosanmii coctasnsan ot 1 go 10 ner.

Tonbko 4 13 23 BKIIKOYEHHbIX PAPMAKOIKOHOMUYECKUX MCCIE0-
BaHWIA ObIIN BbINOSHEHbI no3gHee 2018 r., korga 6biiM 06HOBIEHDI
MeToau4yeckne pekomMeHgaumnm no NPOBEAEHNIO CPABHUTENTLHON KIn-
HUKO-3KOHOMMYECKOI OLIEHKI NIeKapCTBEHHOMO NpenapaTa 1 BBefeHO
noHsaTue pedepentHoro ICER [13, 17, 21, 23]. Mpn aToM 3 13 HUX
npoBeAeHbl C MOMOLLBK aHanM3a MUHUMU3auWK 3atpat, 1 — ¢ uc-
MoNb30BaHMEM aHanu3a «3aTpaTbl—-3)HeKTUBHOCTb», B KOTOPOM
HOBasi cTpaTterus (MpuMeHeHWe aapatymymaba B COCTaBe KOMOUHM-
POBAHHOWN Tepanum y NaLunueHTOB C MHOXXECTBEHHOI MIESTOMOMN, paHee
nosiy4aBLInX fneyveHne) 6bina u 6osee 3H(EKTUBHOIA, U MeHee 3a-
TpatHOW. Takum 06pa3om, NpoaHanu3npoBaTb 3HA4eHN CTOUMOCTH
JONOJSTHUTENbHOM 3(hheKTUBHOCTY Npu BKNtoYeHun J1C B nporpammy
B3H B HacTosLLee BpeMs He NPeaCcTaBnseTcs BOSMOXHbIM.

Mokasatenb ICER oueHMBaNM B €AMHCTBEHHOM WCCNEJ0BAHUM
1 CPaBHWBANN €ro 3Ha4yeHne ¢ MOPOroM roTOBHOCTY 06LLECTBA nia-
™Tb [14]. B nccneposanuu E.M. EBLOLWIEHKO 1 Ap. NPW pasHbIX CTOU-
MOCTAX M 3 PEKTUBHOCTAX alIbTEPHATUBHbIX CTPATErMiA He NPOBEAEH
aHann3 «3atpatbl-3atpeKTUBHOCTb» C pacyeTom ICER ansd Hatanu-
3ymaba B CPaBHEHWUU C TepUPNYHOMUAOM, ANs KOTOPOro NpPoLeMOH-
CTPMpOBaHa 60MbLuas 3 HEKTUBHOCTL NPN HaNGOMbLLEN CPEAN anb-
TePHATUBHbIX CTpaTerun ctoumoctu [9].

bonee nonoBMHbI PacCMOTPEHHbIX (DAPMAKOIKOHOMUYECKUX WC-
ClIefJ0BAHNI XPOHUYECKNX MHBANMAN3MPYIOLWMX 3a6oneBaHnii (12 n3
23) uMenu ropu3oHT MoAennpoBanus 1 rog (B 0AHOM UCCNEL0BaAHUM
1,5 roga).

AHanu3 4yBCTBMTENbHOCTM PE3yNbTaToB B OTOOPaHHbIX NCCNEemo-
BaHusX 6osee 4em B 1/3 criy4aeB y4nTbIBAS TObKO OTK/IOHEHWE LigHb!
paccmartpuBaemblx ctpareruii (9 us 23 uccnefosaxuit), a 8 1/4 cny-
4aeB BOOOLLE He NPOBOAMNNCS.
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Ta6nuua 1 (Hayano). OCHOBHbIE XapaKTEPUCTUKM BKITIOYEHHbIX MCCej0BaHNiA (0ny6nmKoBaHbl B Poccnitckoin defepauni)

Table 1 (beginning). The main characteristics of the included studies (published in the Russian Federation)

MeTop
Ne Fopu3oHT
n/n AsTop(bl) / lon/ | 3abonesanue (auarHo3) / Wccnepyembie JIC / map;n::;::;)l;o&ln:;;taxoro MOfenupoBanus /
"t/) Author(s) Year Disease (diagnosis) Studied drugs of pharmacoeconomical I\:Ilz(riiitl:'g
: analysis
MTPC: uHTepchepoH-B-1a,
o nHTEpdepoH-p-1b,
Tonkywuu A.T. [8]/ PaccesaHHbIn cknepos / . MuHumusaums 3arpar /
1 . 2008 ‘ A ’ rnatupamepa auetar / DTMs: P ) 1ron/1year
Tolkushin A.G. [8] Disseminated sclerosis interferon-B-1a, interferon-g- Cost minimization analysis
1b, glatiramer acetate
Espowenko E.M. n gp. [9]/ PaccesiHHbIN cknepos / TepucpnyHomug /
2 Evdoshenko E.P. et al. [9] 2016 Disseminated sclerosis Teriflunomide ABB /BIA 5 et/ 5 years
Makaposa E.W.
' , [matupamepa auetar MuHnmu3auus 3atpar,
3 ,}\(Ay;k";"rgs;\g?' O Ay, | 2016 | D2CCOMHLI OKRODOS || («onaxcon) / Glatiramer | ABB / Cost minimization | 1ron/1 year
[10] o o acetate (copaxone) analysis, BIA
3bipsiHoB C.K., [bskos U.H. o 3aTpaTbl-None3HoCTb,
4 | [11]/ Zyryanov S.K., 2017 PacceﬂHHb'" cxnepoa_/ Anemty3yma6 / Alemtuzumab | ABB / Cost-utility analysis, 6 net/ 6 years
Disseminated sclerosis
Dyakov I.N. [11] BIA
2 rofa (3arpatbi—
3(PEKTUBHOCTD),
AskcenTbesa M.B. u ap. MuHnmm3auus 3atpar, 5 net (ABB) /
5 | [12]/ Avxentyeva M.V. 2015 T&?gﬁg“?:‘;:g”"::ﬂ?g;gﬂ/ 9seponumyc / Everolimus ABB / Cost minimization 2 years
etal. [12] ytransp analysis, BIA (cost-
effectiveness),
5 years (BIA)
MuHnmu3auns 3atpar,
AskceHTbeB H.A. u gp. [13]/ TpaHcnnaHTaums noykn / . AL
6 Avxentyev N.A. et al. [13] 2019 Kidney transplantation 9seponumyc / Everolimus ABB / Cost m|n|m|zat|0n 3ropa/3years
analysis, BIA
3arpatbl-
Kon6ux A.C. v gp. [14] / TpaHcnnauTaums nevenn / . addexTnBHOCTb, ABB /
/ Kolbin A.S. et al. [14] 2014 Liver transplantation Takponnmyc / Tacrolimus Cost-effectiveness 3ropa/3 years
analysis, BIA
JTanepuent, ToaunTUHIG,
MHGIMKeumao, aganumyman,
TOUMAM3ymao, abarauent,
. Lepronnaymaé naron, 3aTparbl-3(hheKTUBHOCTb
Kon6ux A.C. n ap. [15] / PeBmaTomaHblii apTpuT / . 1,5ropa/1.5
8 Kolbin A.S. et al. [15] 2016 Rheumatoid arthritis ro”MM\:’M%G /. Etgn_ercept, /Cost—eﬁect_lveness years
tofacitinib, infliximab, analysis
adalimumab, tocilizumab,
abatacept, certolizumab
pegol, golimumab
3arpatbl-
) (heKTUBHOCTD,
3bipsHos C.K. v gp. [16]/ PeBmartouaHbIin apTput / o MWUHUMU3aLNA 3aTpar, 104 Hepn / 104
9 | Zyryanov SK et al. [16] 2016 Rheumatoid arthritis | 1CLAM3ymat /Tocilizumab |- \Rp’ ooct effectiveness weeks
analysis, cost
minimization analysis, BIA
Konéux A.C. v gp. [17]/ HOBEHUNbHBIN apTpuT / i, MuHumusaums 3atpar /
10 Kolbin A.S. et al. [17] 2020 Juvenile arthritis Touunuzyma / Tocilizumab Cost minimization analysis 1roa/1 year
CeBocTbsHOB B.K., Apanumymat, atTaHepLenT,
»Kono6osa E.C. [18] / HOBEHMMbHbIN apTpuT / abaralent, Touunmaymao / MuHumn3ayus 3arpar /
M Sevostyanov V.K,, 2017 Juvenile arthritis Adalimumab, etanercept, Cost minimization analysis 52 nen /52 weeks
Zholobova E.S. [18] abatacept, tocilizumab
Apanumymas, MHankcumao,
19 Pynakosa A.B. [19] / 2012 PeBmaTomaHbIit apTpuT / abartauent, Touunn3ymad / 3aTpartbl-NonesHocTs / 1ron/ 1 vear
Rudakova A.V. [19] Rheumatoid arthritis Adalimumab, infliximab, Cost-utility analysis AITY
abatacept, tocilizumab
lopsues O.B. u gp. [20] / PeBmartounaHbIin apTput / . 3arparbl-nonesHocTs /
13 | Goryachev D.V. etal 20] | 2910 | Rheumatoid arthritis | 'ouMM3ymad/Tocilizumab | el i analysis | 07T/ 10 years
Kynukos A.10., KoctuHa E.O. MyKonﬁJ‘lTv;Icne;x;ipmuoa Naypcynbassbl, MuHuMK3aums 3atpar,
14 | [21]/ Kulikov A.Yu., 2019 Muconolvsaccharidosis uaypcynbchasa 6erta / ABB / Cost minimization 5 net/ 5 years
Kostina E.O. [21] P ¥ype I Idursulfase, idursulfase beta analysis, BIA
PekoMOWHaHTHbIE hakTOpbI
Menuk-TyceiiHos [.B. [22] / Temocpunus A/ cBepTbIBaHus kposu VIl /
15 Melik-Guseinov D.V. [22] 2015 Hemophilia A Recombinant coagulation ABb /BIA 1ron/1year
factor VIII
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Tabnuua 1 (okoH4aHue). OCHOBHbIE XapaKTEPUCTUKN BKIIOYEHHbIX UCCNefoBaHIiA (ony6nukoBaHbl B Poccuiickoit ®epfepalinm)

Table 1 (end). The main characteristics of the included studies (published in the Russian Federation)

MeTtop
Ne Topu3oHT
n/n AsTop(bl) / log/ | 3abonesanue (guarHos) / Wccnepyemoie JIC / map:::::::';'m:;;;%mm MOJIenupoBaHus /
'«) Author(s) Year Disease (diagnosis) Studied drugs of pharmacoeconomical Iv'llzl:iilllll:]g
. analysis
MHOXXeCTBEHHAs 3atpatbl-
AskceHTbes H.A. 1 gp. [23] / . 3hhekTnBHOCTb, ABB /
16 Avxentyev N.A. et al. [23] 2019 muenoma / Multiple [aparymyma6 / Daratumumab Cost-effectiveness 5net/5 years
myeloma .
analysis, BIA
®ponos M.H0., MHOXECTBEHHAS 3arpatbl—
LLlaranosa 0.B. [24] / X Momanugomug / athhekTnBHOCTb, ABB /
17 Frolov M.Yu., Shatalova 0.V. 2018 muenoma / Multiple Pomalidomide Cost-effectiveness 3roma/3years
myeloma .
[24] analysis, BIA
Kynukos A.10., MHOXECTBEHHAS 3arparbl-
MpoueHko M.B. [25] / ) - athhekTnBHOCTb, ABB /
18 Kulikov A YU, 2015 Mmenrzmglém:lhple [azatnun6 / Dasatinib Cost-effectiveness 1rogn/1 year
Protsenko M.V. [25] y analysis, BIA
Kynukos A.10.,
Poi6ueHKo 10.B. [26] / donnukynsipHas MuHummu3auns 3arpar,
19 KuIikovAYu' ' 2015 numcpoma / Follicular Putykenmab / Rituximab ABB / Cost minimization 1ron /1 year
Rybchenko Yu.V. [26] lymphoma analysis, BIA
Aryauna P.I., 3uiiyk W.10. lemocounms A/ KoaéH;:::r:ruﬁhmggnz:;l:Kc/
20 | [27]/ Yagudina R.l., 2013 I YRAHTH ABB / BIA 1ron/1 year
. Hemophilia A Anti-inhibitor coagulant
Zinchuk L.Yu. [27]
complex
MHoXecTBeHHas
gy | firyanka P.. v ap. [28]/ 2012 muenoma/ Multiple | Neanugomna / Lenalidomide | SXPATe-OMMEKTUBHOCTE |y /g oo
Yaguna R.I. et al. [28] /
myeloma
HexomKK1HCKas 3atpatbl-9hPEKTUBHOCTL
22 Pynakosa A.B. [29] / 2011 numcpoma / Non-Hodgkin | Bengamyctu / Bendamustine / Cost-effectiveness 1rop/ 1 year
Rudakova A.V. [29] ;
lymphoma analysis
Kynukos A.10., MHOXKECTBEHHaS 3arpatbl—
Tuwenko .1 [30]/ . Momanugomug / ahpekTnBHOCTb, ABB /
23 Kulikov A.Yu., 2016 Mmenr(TJ]M:I{)rl\n/I:Itlple Pomalidomide Cost-effectiveness 4ropa/4years
Tishchenko D.G. [30] y analysis, BIA

Tpnumeyanne. J1C — nekapctseHHoe cpeacTso; [TUTPC — npenaparbl, USMEHSIOLLNE TeHEHNE PACCESHHOIO Ckepo3a, ABb — aHanus BnsaHUA Ha OIOAXET.

Note. DTMs — disease modifying therapies; BIA — budget impact analysis.

Tabnuua 2 (Hayano). OCHOBHbIE Pe3ybTaThbl BKITHOYEHHbIX MCCNeA0BaHuii (ony6nnkoBaHbl B Poccnitckoi ®efepaunn)

Table 2 (beginning). The main results of the included studies (published in the Russian Federation)

061wme
Ne AHanu3
3aTparbl Ha 06wwme 3atpatbl Ha JIC
"//l" A:J;:II:](RIS))/ BMELLATENbCTBO, cpaBHenms, py6. / General cost QALY ICER qyscg:mr;ﬂmom /
No py6. / General cost of | of the drugs of comparison, rub. anal sisv
. intervention, rub. E
betadhepoH® 719.37 ThiC.,
Pebuc® 22 — 488,74 ThiC.,
PeuB® 44 - 847,77 Thic., He oueHuBanu | He oueHuBann
1 Tonkywun AT. [8] / 482,92 ThiC. / KonakcoH® 686,26 Tbic. / ;lNot ;lNot He nposoaunu /
Tolkushin A.G. [8] 482.92 thsd Betaferon® 719.37 thsd, assessed assessed Not performed
Rebif® 22 — 488.74 thsd,
Rebif® 44 — 847.77 thsd,
Copaxone® 686.26 thsd
14 908 830 663,19
82017, 15148 068 132,89 & 2017 oo
,89B r.u , Kpome
EBHOU[JS]H;O E. n16 i0260?28r1/0&05 16 893 811 827,74 82018 ./ | He oueHnsanu | He oueHusanu TepudnyHommaa, Ha
2 vacli%shenko Ep 14.908.830 663 19 15,148,068,132.89 in 2017 and / Not / Not 10% 1 17,5% / Decrease
etal. [9] o Yin 21017Yand ' 16,893,811,827.74 in 2018 assessed assessed in the cost of drugs
' 16.406.368.100.05 (except teriflunomide) by
' in’ 20118 ’ 10% and 17.5%
Makapoga E.1, He ouenuBanu | He oueHuBanu
g | mmen ATV | 3234591323459 386 683 / 386,663 / Not /Not e nposoAwn /1ot
[10] o o assessed assessed P
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Tabnuua 2 (npoponxenue). OCHOBHbIE Pe3ynbTaThl BKMKOYEHHbIX MCCNej0BaHui (0ny6nukoBaHbl B Poccuiickon ®epepaunn)

Table 2 (continuation). The main results of the included studies (published in the Russian Federation)

No
n/n
I/l
No.

Astop(bl) /
Author(s)

06wme
3aTpartbl Ha
BMELLATENbCTBO,
py6. / General cost of
intervention, rub.

06wue 3atpatbl Ha JIC
cpaBHeHus, py6. / General cost

of the drugs of comparison, rub.

QALY

ICER

Ananu3
YyBCTBUTENbLHOCTH /
Sensitivity
analysis

3bipsiHoB C.K., [bsikos U.H.
[11] / Zyryanov S.K.,
Dyakov I.N. [11]

0,84 mnH /0.84 min

1,28 mnH / 1.28 min

2,43/2.43

He

oueHnsann /
Not assessed

OTKNOHEHWE LieHbI
anemty3ymaba +50%/
Price deviation of
alemtuzumab +50%

AskceHTbeBa M.B. u ap.
[12] / Avxentyeva M.V. et al.
[12]

776 042,6 /
776,042.6

937 477,49/ 937,477.49

He
oueHuBanu /
Not assessed

He

oueHuBanu /
Not assessed

OTK/0HEHMe CTOUMOCTY
ageponumyca 60/+120% /
Price deviation of
everolimus 60/+120%

AskcenTbes H.A. n ap. [13]/
Avxentyev N.A. et al. [13]

502 785/ 502,785

508 493 /508,493

He
oueHuBanu /
Not assessed

He

oueHuBanu /
Not assessed

OTKNOHEHNe CTOMMOCTH
J1C +50% 0T 6230BOr0
3Ha4YeHNs; U3MEHeHNe

1031poBok J1C
B AnanasoHe +50%
0T 6a30BOr0 3HAYEHMS;

M3MEHEHMe Macchl Tena
nawluMeHTa B rpaHnLax
50-100 Kr; n3ameHeHune

[0/1 NaLMEeHTOB,

Nony4yatLLmx B TeKyLLen

NpaKTUKe TaKponumyc,
B rpaHnuax 35-90%;
3MEHEHNe CpeaHero

©XerofHoro Temna
npupocTa KonmyecTsa

TpaHcnnaHTaLuii Ha
nepuog 2018-2022 rr.

B rpaHuuax ot —10 go

+20% B rof; U3MeHeHune

NONN NaLMEeHTOB nocne

TPaHCNAAHTALMN NOYKN,
KOTOPbIE MOTYT BbITb

npoNeyYeHbl
C UCMOMb30BaHNEM
3BEPONINMYCA B rPaHMLIAX
10-60% /

Price deviation of a drug
+50% from the baseline
value; change in the body
weight of a patient within
50-100 kg; change in the
share of patients that
currently receive
tacrolimus within
35-90%; change in the
mean annual rate of
increase in the number of
transplantation during
2018-2022 within the
range from =10 to +20%
per year; change in the
share of patients after
kidney transplantation
that can be treated with
everolimus within
10-60%

Kon6un A.C. n gp. [14]/
Kolbin A.S. et al. [14]

803 161,01 01/
803,161.01

Mporpach® 1 142 225,07;
Takponumyc-Tesa® 787 332,15;
Takpocen® 961 944,28 /
Prograf® 1,142,225.07;
Tacrolimus-Teva® 787,332.15;
Tacrosel® 961,944.28

He
oueHnsann /
Not assessed

107 679,3/
107,679.3

BepoATHOCTHbI aHanu3
C U3MEHEeHNeM
KNHO4EBbIX NapameTpoB:
LeHa J1C
1 3 heKTUBHOCTb
cTparteruin / Probability
analysis with a change of
the key parameters: cost
of a drug and
effectiveness of
strategies
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Tabnuua 2 (npogonxenue). OCHOBHbIE Pe3ynbTaThbl BK/IOYEHHbIX UCCEA0BaHUiA (0ny6nunkoBaHsl B Poccnitckoi ®efepaunn)

Table 2 (continuation). The main results of the included studies (published in the Russian Federation)

adalimumab (Dalibra®) 721,747;
certolizumab pegol 891,339;
etanercept 707,889;
golimumab 847,489.
Intravenous: infliximab
(Infliximab®) 586,364;
infliximab
(Flammegis®) 586,382;
infliximab (Remicade®) 655,481

06wwme
Ne Ananus
3aTparbl Ha 06wwme 3atpartbl Ha JIC
"///" A:J:;II:)(RIS))/ BMeELIaTeNbCTBO, cpasHenus, py6. / General cost QALY ICER qyscgzmzﬂ::;(;m" /
No py6. / General cost of | of the drugs of comparison, rub. analysis
. intervention, rub.
TohaumTHUG + aTaHepLenT +
nHrKenmao 1195 476,
MHMKcmab + aganumymad +
Lieptonmsymad 1 672 436,
afanumymas + UHAMKcumao +
Leptonmsymad 1 554 237,
MHMKcmab + aganumymad +
TodhaunTuHme 1 569 107,
afanumymas + UHAMKcumao +
TodhaunTuHIG 1 443 499,
MHMKcmao + aganumymad +
aTaHepuenTt 1585 759,
JTaHepuenT + afanumymat + uHnnkcumao +
TOhaUNTUHNG + aTaHepuent 1461 610,
nHnKenmad 1219 | uHdAnkcumad + aganumymas +
854, aTaHepuenT + abartauent 1 606 383,
TOhaLNUTUHNG + afanumymat + uHnnkcumao + He He [poBoaunn, pesynsratbl
3 Kon6un A.C. n gp. [15]/ afanumymat 1 125 abarauent 1483 522 / oLeHnBanu / OLeHMBanu / | He NpeAacTasneHbl / It was
Kolbin A.S. et al. [15] 055 / Etanercept + Tofacitinib + etanercept + Not Not performed but the results
tofacitinib + infliximab infliximab 1,195,476; assessed assessed are not presented
1,219,854; etanercept infliximab + adalimumab +
+ tofacitinib + certolizumab 1,672,436;
adalimumab adalimumab + infliximab +
1,125,055 certolizumab 1,554,237;
infliximab + adalimumab +
tofacitinib 1,569,107
adalimumab + infliximab +
tofacitinib 1,443,499;
infliximab + adalimumab +
etanercept 1,585,759;
adalimumab + infliximab +
etanercept 1,461,610;
infliximab + adalimumab +
abatacept 1,606,383;
adalimumab + infliximab +
abatacept 1,483,522
MoHoTepanust OpHOaKTOPHbIA aHanK13
1426 2503: H)éBCTgVITeJ;bH(;CTVI
. YBENNYEHNEM
| oy | 1o oo oo
9 3bipsHos C.K. u ap. [16]/ 1496 250 327 / 1498 558 052 / oueHuBanu / oueHusanu / Ha 25% c warom B 5% /
Zyryanov S.K. et al. [16] Monotherapy Monotherapy 1,498,558.1: Not ] Not ] Univa[)ielite anaLysis
. . L an Era assesse assesse sensibility with an
co%ﬁiﬁgiﬁe?apy combined therapy 1,498,558,052 inc.rﬁase i"btge ggf/t ‘?f
ocilizumab by 25% in
1,426,250,327 increments of 5%
[0AKOXHO:
aganumymamo (Xymnpa®)
873781,
ananumyma6 (Jann6pa®)
721747,
LepTonuayma6 naron 891 339,
aTaHepuent 707 889;
ronumyma6 847 489
[MoakoxHoe BHyTpUBEHHO: ”“®‘*)””K°”Mﬂ6 BepoATHOCTHbIN aHann3
(MHbnmkcumab®) 586 364,
BBEEHUe 762 244, i —— YyBCTBUTENLHOCTN
BHYTPUBEHHOE (®nammaruc®) 586 382 He He C MHOrOKpaTHoM
10 Kon6un A.C. n ap. [17]/ BBEAEHNe 746 058 / MHDAIKCMMA6 (PeMVIKeI7Ip:®) oLieHuBanu / oueHnBanu/ | W3MeHeHWeMm CTOMMOCTH
Kolbin A.S. etal. [17] Subcutaneous 655 481 / Not Not J1C / Probability analysis
injection 762,244; Subcutaneous: adalimumab assessed assessed of sensitivity with
intravenous injection (Humira®).873 781: a repetitive change
746,058 . of the drug’s cost
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Tabnuua 2 (npogonxenue). OCHOBHbIE Pe3ynbTaThl BKIIOYEHHbIX MCCNe0BaHMi (0ny6nukoBaHbl B Poccuiickon ®epepaunn)

Table 2 (continuation). The main results of the included studies (published in the Russian Federation)

06wme 06wme 3aTpatbl HA
Ne Ananus
3aTparbl Ha JIC cpaBHehus, py6. /
"///" A:Jt?]l:)(rb(ls))/ BMeLaTenbcTso, py6. / | General cost of the QALY ICER ‘lyscrslzl:lrseiili:;omu /
No General cost of drugs of comparison, o sisv
: intervention, rub. rub. v
Ananumymat 719 856,
abartauent
298 231-479 692,
aTaHepuent 392
287-518 278,
Toyuunmsymao
CeBocTbsHOB B.K., 472 245-556 186 He oLieHMBany
1 ’Kono6osa E.C. [18] / (B 3aBMCMMOCTM OT _ He ouenusanu / Not ;lNot He nposogunnu /
Sevostyanov V.K., BO3PACTHOW rpynnbl) / assessed assessed Not performed
Zholobova E.S. [18] Adalimumab 719,856;
abatacept 298,231—
479,692; etanercept
392,287-518,278;
tocilizumab 472,245-
556,186 (depending on
the age group)
Apanumymat
1712,2 (1552,3-1878,0) Avanua
Tbic./QALY,
4YBCTBUTENBHOCTM
UHNUKCUMAG C U3MEHEHNEM
2368,5 (2050,5-2799.,4) nokasartens npupocra
Tbic./QALY, +0,075 B cpaBHeHNn pup
QALY ¢ y4eTom
Touunmsyma6 C MH(NKCUMatom, BO3MONKHOIT OLLNGKY NDM
2505,4 (2378,4-2810,8) +0,0059 B cpaBHeHNN ] p
X nepepacyeTe; y4er
Tbic./QALY, ¢ Tounnuaymacbom,
HEN3PaCXOL0BAHHbIX
abarauent +0,0496 B cpaBHEHMM OCTATKOB DACTBODA BO
1735,5 (1529,8-1909,9) cabarayemtom /| o qmaK;’Hax n‘;
1o | Pyaaxosa AB. [19]/ Thic./JQALY // B +0.075 in comparison ;‘Not aerron 6 afmwoﬁ
Rudakova A.V. [19] Adalimumab 1,712.2 with infliximab, assessed Ma(L:lcon Tena /pSensitivit
(1,552.3-1,878.0) +0.0059 in comparison I y
. . analysis with a change of
thsd/QALY, with tocilizumab, an increase in QALY
infliximab 2,368.5 +0.0496 in considering possible
(2,050.5-2,799.4) comparison with e gﬂpe o
thsd/QALY, abatacept o .
. recalculation; accounting
tocilizumab 2,505.4 of unused residual
(2,3784-2.810.8) solution in bottles for
thsd/QALY, atients with various
abatacept 1,735.5 p bodv weight
(1,529.8-1,909.9) y weig
thsd/QALY
1 npeAwecTsyiouiaA Mocne 1 nnuHUKM
NIMHUA Tepanuu
. Tepanuu MpoBoaunm ¢ y4etom
2508 405,5; .
2231857,9; 1 npefwecTsytoLLas BEPOATHOCTU
2 NpefLecTBytoLLMe N .
nocne 2 nuHWA NnHUS Tepanuu +0,22; NPOA0MKEHUs Tepanuu
TINHUK Tepannn ;
9 064 770.5: Tepanuu 2 nuHun +0,19; 6105I0TN4YECKIM
3 NDeIecTs ‘ro‘ e 1843 744.5; 3 nnHnn +0,25/ He npenaparom
lopsyes O.B. n gp. [20] / pea yiouw nocne 3 NUHUIA 1 prior line of therapy 1 CTOUMOCTY Npenapara /
13 JIMHUKM Tepanuu . oueHuBsanm /
Goryachev D.V. et al. [20] Tepanm 1399 192,9/ +0.22; [t was performed
16383752/ . _ Not assessed L
1 orior line of thera After 1 line of therapy | 2 prior lines of therapy considering the
p ~rapy 2,231,857.9; +0.19; possibility of the
2,508,405.5; ) - A
9 orior theraoy lines after 2 lines of 3 prior lines of therapy continuation of therapy
p byl therapy 1,843,744.5; +0.25 with a biological drug
2,064,770.5; ;
3 prior therapy lines after 3 lines of and the cost of a drug
1638.375.2 therapy 1,399,192.9
Kynukos A}O KocTuHa EO 36490 935 / 99113189/ He oueHvBany / He OTKJ'IOHeHI/le 20@ 3.anaT
14 | [21] / Kulikov A.Yu., Kostina ouennBanu / | HaJIC/20% deviation of
36,490,935 29,113,189 Not assessed
E.O. [21] Not assessed the cost of drug
He
Menuk-TyceiiHos [.B. [22] / 2116 838/ He oueHusanu / Not He nposogunm / Not
15 Melik-Guseinov D.V. [22] 1582 951/1,582,951 2,116,838 assessed Ing:::::smeé performed
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Ta6nuua 2 (okoH4aHme). OCHOBHbIE Pe3yNbTaThl BKKOYEHHbIX NCCNef0BaHNI (0ny6nMKoBaHbl B Poccuiickoit Deaepaliinm)
Table 2 (end). The main results of the included studies (published in the Russian Federation)

06wme 06wwme 3atpatbl Ha
Ne Ananu3
3aTpartbl Ha JIC cpasHenus, py6. /
"///" A:J::IIL(RIS))/ BMeLiaTenbcTBo, py6./ | General cost of the QALY ICER HVB':;Z':]T;:};:“T" /
No General cost of drugs of comparison, Tl sisv
. intervention, rub. rub. v
OLHOMAKTOPHbIA aHanu3
YyBCTBUTENLHOCTH
C NoCNeA0BaTeNbHbIM
He U3MEHEHNEM
16 AskceHTbeB H.A. n gp. [23] / 11 376 429,21/ 11 644 295,08 / He oueHuBann / oUCHMBATN / 3(hHeKTUBHOCTN
Avxentyev N.A. et al. [23] 11,376,429.21 11,644,295.08 Not assessed u 1 3arpar / Univariate
Not assessed : e
analysis of sensitivity
with consecutive change
of effectiveness and
costs
OnHOGhaKTOpHbIA aHanu3
17 LWaranoea 0.B. [24] / 3025000/ 3,025,000 3170190/ He ouexuBanu / / Not crommocTu N1C /
Frolov M.Yu., 3,170,190 Not assessed - ;
assessed Univariate analysis of
Shatalova 0.V. [24] O
sensitivity with a change
in the cost of a drug
OnHO(aKTOpHbIA aHanu3
4yBCTBUTENBHOCTH
Kynukos A.1O., He C U3MEHeHnem
MpoueHko M.B. [25] / 2120601/ He ouenuBanu / CTOMMOCTM fa3aTnHuba
18 1 Kulikov A.Yu, 1722263/1,722,263 2,120,601 Not assessed NO(‘)‘te:z':j:s"'e:j (0 +25%) / Univariate
Protsenko M.V. [25] analysis of sensitivity
with a change in the cost
of dasatinib (up to +25%)
Kynukos A.HO., He
19 Pri64enko H0.B. [26] / 1502 241 933/ 1487007 082/ He oueHuBanu / oUCHMBATN / He nposogunu /
Kulikov A.Yu., 1,502,241,933 1,487,007,082 Not assessed Ngt assessed Not performed
Rybchenko Yu.V. [26]
20 ?Zr;']qﬁzgpdzli;f;”lw V10. 23251526/ 25300871/ He oueHuBanu / oueHE:anm / He nposoaunn /
Zinchuk YU, [27] 23,251,526 25,300,871 Not assessed Not assessed Not performed
Ctoumoctsb J1C
® 0,
o1 | Srvamna P gp. (28] 992394972/ 10573 949,72/ He ouetmBany / oueH;':anM , ME;:::S"FE TT]LOC/O"S‘:TM
Yaguna R.l. et al. [28] 9,923,949.72 10,573,949.72 Not assessed Not assessed Revlimid® +10% of the
baseline
Pynakosa A.B. [29] / He Pesynbrathl He
22 YA o 130,9 tbic. /130.9 thsd | 66,5 Tbic. / 66.5 thsd 0,823/0.823 oueHnsann / | npepcrasneHsl / Results
Rudakova A.V. [29]
Not assessed are not presented
OpmHOaKTOpHbIA aHanu3
4YBCTBUTENBHOCTH
Kynneos AL, He | nowammoma £10% or
I 0
23 TV'”.'teHKO AT 1301/ 4853916 /4,853,916 3130976/ He ouermsann / oLeHusanu / ncxogHoro / Univariate
Kulikov A.Yu., 3,130,976 Not assessed ) L
. Not assessed analysis of sensitivity
Tishchenko D.G. [30] , .
with a change in the cost
of pomalidomide 10%
of the baseline

Tpumeyanne. J1C — nekapcteHHoe cpeactso, QALY (anrn. quality-adjusted life year) — rogwi xn3uu ¢ nonpaskoii Ha kayectso; ICER (anrn. incremental cost-effectiveness ratio) — nH-
KDEMEHTaIbHbIi MOKA3aTeNb «3aTPaTbi-3hheKTUBHOCTb>.

Note. QALY — quality-adjusted life year; ICER — incremental cost-effectiveness ratio.
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Tabnuua 3 (Hauano). OCHOBHbIE BLIBOSbI U METOA0MOTNYECKNE NPOGIEMbI BKIHOYEHHbIX MCCneoBaHuii (ony6nukoBaHsl B Poccuitckoi ®epfepaunn)

Table 3 (beginning). The main conclusions and methodological problems of the included studies (published in the Russian Federation)

Ne
n/n AsTop(bl) / KnioueBble METOA0NOrM4ECKME TPYAHOCTH /
1/l Author(s) PE3yNLTATLI MCCAEOBAHNA / Study results Key methodological difficulties
No.
Ncnonb3osanue J1C ABoHekc® BmecTo J1C Pe6udh® 44
NPUBOAMT K 3KOHOMUW JEHEXHbIX CPEACTB B pasmepe 364,85
;';%Of yaé(-)hﬂ?b&osgoﬁm i%ggﬂ::g?:ﬁgﬁg;g?ﬁcﬂo He yka3aH MCTOYHNK AaHHbIX 0 6630MaCHOCTI CPABHIBAEMbIX
’ o 3 ~ -
BeTadhepoH® — Ha 49% GonbLe (3KoHOMMA 236,45 Thic. cTparterui. Sq)cbfzKTMBHocn CPaBHMBAEMbIX CTpATErnid
Tonkywu AT [8]/ | py6.), ¢ JIC Konakcon® — Ha 42% (akoHomus 203,34 Toic, | [vionard PAsHow B OTCYTCTBMA IDOBEAEHHOTO MeTaaHanusa,
1 X o o o CeTeBOro MeTaaHanu3a aaHHbix / The source of the data on
Tolkushin A.G. [8] py6.) / The application of Avonex® instead of Rebif®44 leads safety of the compared strategies is not specified. The
to a cost cut of 364.85 thsd rub., which can provide treatment Y p g otsp L
to up to 75.5% of patients, a shift from Avonex® to Betaferon® eﬁectlveqess of the compared strategles was considered to
will cover therapy for 49% more patients (cost cut of 236.45 be equal in the lack of a meta-analysis
thsd rub.), a shift from Copaxone® — for 42% more patients
(cost cut of 203.34 thsd rub.)
He BbINOMHEH aHanN3 «3aTpaTbi-39d(PEKTUBHOCTL>
¢ pacyetom IGER, HECMOTPSA Ha TO YTO anbTepHATUBHbIE
CTpaTeruu sBAsOTCA He TONbKO 60/ee 3aTpaTHbIMIU, HO eLLe
Espowenko E.MN. n gp. CHIDKeHME 0BLLMX 3aTpaT Ha 51,8% / A decrease in general 1 60nee 9 PeKTUBHLIMY (Hanpumep, cTparerus
2 | [9]/ Evdoshenko E.P. costs by 51 8% 1crnonb3oBaHus Hatanudymaoa) / The cost-effectiveness
etal. [9] yol.ch analysis with the calculation of ICER was not performed, even
though alternative strategies are not only more expensive but
also more effective (for example, the strategy of application
of natalizumab)
CornacHo pesynbratam aHann3a MHMMU3aLnn 3atpar
Tepanus J1C KonakcoH® 40 LOMMHMPOBANa B CPaBHEHUN CO H
cTparerveit npumerenns J1IC KonakcoH Tesa® (pasHuua ECMOTPA Ha TO 4TO UMEIOTCA ICCNEAOBAHNA C NPAMBIM
0K0n0 60 THiC. py6.). MpueneHute JIC Konakcow® 40 CPaBHEHWEM aNbTEPHATUBHbIX CTPATEMUIA (KaK MUHUMYM 2),
Makaposa E.I., CIKOHOMMT 81.2 MJ'I.H. 6. B CDABHEHUN CO CTDATEr el MX MeTaaHanu3 ¢ Lenbto cucTematnaauni JaHHbIX 06
Kynukos A.10. [10]/ pyo. & Cp ® ctp 3(DEKTUBHOCTY 1 6@30NACHOCTI CTPATErnit NPOBELEH He
3 npumeHenns J1C KonakcoH Taga® / According to the results of ) i ; .
Makarova E.I., the cost minimization analvsis. Copaxone® 40 thera 6b1n / Even though there are studies with a direct comparison
Kulikov A.Yu. [10] ! .  analysis, L.op apy of alternative strategies (>2), their meta-analysis was not
dominated in comparison with the strategy of application of i for th ization of th h
Copaxone Teva® (the difference was 60,000 rubles). The pe or_med or the systematization .O the data on the
application of Copaxone® 40 will save 812 min rub. in effectiveness and safety of strategies
comparison with the application of Copaxone Teva®
CpeHerogoBasi CTOMMOCTb Tepanum anemMTy3ymabom Huxe
T;K(;[LOVI p?m HATANM3yMa6a H;34 39, I/IJ'IVI):) ¥14 MIH DY B KnMHMYeCKMX MCCNe[0BAHMAX YCTAHOBEHA BbICOKASA
Ha 1 60nbHOro. MpuMeHeHne anemTydymaba no nokasatento ODMEKTUBHOCTb ANIEMTY3YMala B TedeHue 6-netHero
«3aTPATHI-ONE3HOCTL» SKOHOMUHECKN GONEe neproja, B T0 BPeMs Kak JaHHble 06 3 (PeKTUBHOCTH
LENECOO6paBHO B CPABHENINN © NAMEHEHEw Haranuyasa, | " O53OMACHOCTH HATATUSYNZGR TPt 2-neri
nocKoNbKy pacxofpl Ha ogunH QALY npw ero npuMeHeHUn Ha PUOAOM, puoA A porop ;
44,9% HWXe TakoBbIX NPY UCMOb30BAHUM HaTanN3ymaba. npupocr QALY Kak 110KasaTen nonesHoCT Crpaterui, An
3a;weHa HATaNU3yMata Ha aneMTy3yMat & nporpamme 7 B3H anemTysymaba coctasnset 23,38 roga, ans Hatranusymaba —
3bipsHoB C.K., 22,78 ropa. Mpu npoBefeHnn 3KOHOMUYECKOro aHanmsa Ha
NO3BOANT CHU3UTb HArpy3Ky Ha 6t04xeT. 3a 6 neT 3KOHOMMS N o
4 Obskos UH. [11]/ CPEACTB COCTaBuT 2,05 MIpA py6. Ha 775 denosek / The CTONb ANNTENbHbIA NEPUOS HET YKa3aHuin Ha NpoBefieHne
Zyryanov S.K., i o : LMCKOHTUPOBAHUA KaK CTOMMOCTU Tepanuu, Tak v ee
mean annual cost of therapy with alemtuzumab is lower than o X : 7
Dyakov I.N. [11] with natalizumab by 34.3% or 0.44 min rub per 1 patient, The acbpekTuBHocTu / Clinical studies showed high efficiency of
cost-effectiveness analysis showed that the application of ::‘?g::i?vzeunrzgg x;hg;fztﬁ_g?%?;E%%:{)hgfetnﬁ]ﬂztdabon the
alemtuzumab is more economically feasible in comparison 2 2-vear period. A erioyd of life with calculated QALYy
with the application of natalizumab because the cost of one yearp AP . :
QALY was 44.9% lower than the cost of natalizumab therapy. as a parameter of the sirategy efﬂmency is 22.38 years for )
A shift from natalizumab to alemtuzumab in program 7 HCN alemtulzumab and 22.78 years '°T natal!zumab. The economic
will provide a budget cost cut. In 6 years, the cost cut will be analysis for such a long period did not include discounting of
9 05 billion rubles for 775 paﬁents ’ the cost of therapy and its effectiveness
lMpuMeHeHne KOMOMHALMM 3BEPOAINMYCA 11 LIUKNOCTOPUHA
ABNAETCA pecypcocbeperatoLLieil cTpaTernein B CpaBHeEHUM
C KOMOUHALMAMU MUKODEHONOBON KNCTOTbI
11 LLIMKNOCMOPIHA 32 CHET MEHbLUNX pacxofoB Ha camu J1C Mpu nposeaexun ABB nporpammbl 7 B3H He nposefeH
11 NIEYEHNE CBA3AHHDBIX C UX MPUMEHEHNEM HEXEeNnaTenbHbIX aHann3 4yBCTBUTENbHOCTW C N3MEHEHMEM NOKa3aTens
ABKceHTbesa M.B peakumii. BkntoueHmne aeponnmyca B nporpamMmy 7 B3H yxxe | «konn4ecTBo NauMeHTOB C TPAHCMAHTUPOBAHHON MOYKOIA»,
" [12]/ o Ha NepBOM rofly NpuBeeT K COKPALLEHNIO PACX00B 41CNO KOTOPbIX, COFMACHO POCCUIACKOMY PErucTpy
5 Av;:gnt eva M.V et al (henepanbHoro 6roketa fo 275 miH py6. / The application naumeHToB, exerogHo pactet / BIA of the 7 HCN program did
[12] Y o " | of a combination of everolimus and cyclosporine is not include sensitivity analysis with the change in the
a resource-saving strategy in comparison with the parameter “number of patients with transplanted kidney”.
combinations of mycophenolic acid and cyclosporine due to According to the Russian register of patients, the number of
a reduction of the drugs cost and the treatment of the such patients is constantly growing
associated adverse events. The inclusion of everolimus in the
7 HCN program will lead to the federal budget economy up to
275 min rub. within the first year
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Ta6nuua 3 (npoponxenne). OCHOBHbIE BbIBOAbI M METOL0NOMNYECKIME NPOONEMbI BKOYEHHbIX NCCNefoBaHui (0ny6nnkoBaHsl B Poccnitckoit ®efepaumm)

Table 3 (continuation). The main conclusions and methodological problems of the included studies (published in the Russian Federation)

No
n/n AsTop(bl) / KnioyeBbie METO0/I0rMYECKUE TPYAHOCTH /
I Author(s) P ELT T BT i el Key methodological difficulties
No.
Paccmarpusanuch ToM1bKO de NOVO PeLMnuenTbl
TpaHcnnaHTata noYku, B TO BPEMS KaK B Cly4ae BKKYEHUs
3Beponumyca B nporpamMmmy B3H ero cmoryT nonyyats u Te
NaLMeHTbI, KOTOPbIe HA CErOAHALIHNIA JeHb HAX0AATCA Ha
UHBIX CXeMax Tepanuu. Y Takmx 60bHbIX 9 EKTUBHOCTD,
6€30MacHOCTb U AANTENLHOCTb JIEKAPCTBEHHOI Tepanuu
PaCX0b Ha N1EKADCTBEHHYIO TEPaNVAI0 NPt ACTIONb30BaHMN C CNOMb30BaHNEM PACCMOTPEHHBIX CXEM MOXET 0Ka3aTbCs
CXeMbl 3BEPOIMMYC + LIMKNOCNOPUH 3a 3 rofia COCTaBNSAOT WHOW, 4TO MPUBOAWT K HEBOSMOKHOCTA SKCTPAnonALn
502 785 py6., 470 Ha 508 493 py6. (50,3%) MeHbiLe, 4em NONYYEHHbIX PE3YNLTAaTOB HA YKA3aHHYI rpynmy nauueHToBs.
pacxofbl Ha J',IeKapCTBeHHyIO Tepanuio Hpm I/ICI'IOJ'IbSO,BaHMI/I He yauTblBanucs PACXOAb! Ha BTOPYIO U NOCNIEAYIOLINE NUHIN
CXeM, HUHGHCADYEMBbIX 32 CHET CPEICTS MPOrpammbl B3H MMMYHOCYNPECCUBHON Tepanui, KOTOPbIE NPUMEHAKOTCA
ABkceHTbeB H.A. 5 TeK‘ \Liefi NPaKTUKe. 32 3-NeTHUI NePHOA PACXOb! nocne 0TMeHbl NepPBOHAYaANbHO BbIOPAHHON CXEMbI IEYEHUS.
6 nap. [13]/ 0 OryaMMbI %3H MOIF T 6biTh MeHbLLIpeHbI Ea 533 MAH DV6 Y4eT Taknx pacxofoB NOTEHLMANBHO MOXET 0Ka3aTb BAUSHUE
Avxentyev N.A. et al. m[']m Ea 48.6% / The czst of a g ear everolimus + pyo-, Ha nony4eHHble peaynbrathl / The analysis included only de
[13] o7 Y _ novo recipients of a kidney transplant, while after the
cyclosporine pharmacotherapy is 502,785 rubles, which is inclusion of everolimus in the HCN proaram it can be
508,493 rubles (50.3%) lower that the pharmacotherapy ) ) program, )
financed by the HCN proaram in the current practice. Durin available also for those patients who currently receive other
a3-vear eyriod the ei e%ses of the HCN r(? ram cén be 9 | schemes of therapy. In such patients, the effectiveness,
reduyced g 533’ min ru[t))les or 48.6% prog safety, and duration of pharmacotherapy according to the
y e analyzed schemes can be different, which leads to the
impossibility of extrapolation of the obtained results to the
specified group of patients. The analysis did not include either
the costs of the 2" and further lines of immune suppressive
therapy that are prescribed after the discontinuation of the
previous scheme of therapy. The accounting of such
expenses can potentially affect the obtained results
Mpumeneue JIC Axarpach® no3BonsieT 3KOHOMMUTb
BI0/PKETHOE (DUHaHCAPOBaHUA, 2 SKOHOZM G?H)Kem npu [laHHble 06 3CDHEKTUBHOCTM Tepanui 6bian NoNy4eHbl
yBennyeHun gonu poiHka J1IC Aasarpad® Ha 1% coctasnser B KIMHIYECKIIX ICCNEHO0BAHMSX. B KOTODbIX HADS
10 0,4% B ropa. Ha cpeacTtsa, BbICBOOOAMBLLNECS BCNEACTBUE A ’ P pany
© o C TaKpONMMYCOM NALUEHTbI NOy4any ONTUManbHoe
yBenuyeHus gonu poiHka J1C Agsarpach® Ha 1%, B pasmepe
Kon6uH A.C. NoALepXXMBaloLLLee JIe4eH1e, KOTOPOe YacTUYHO He
351 896,15 py6. B rof MOXHO AONOHUTENBHO NPOBECTM
7 nap. [14]/ MMVYHOCYTIDECCHBHYIO TEDANVIO B TedeHye 1 rofa B CheaHem npejycMOTPEHO B CTaH4apTax Tepanum 60bHbix B PO / Data
Kolbin A.S. et al. [14] 1 23/2 naymzHTa/Tr?/e a [IJication of Advaaraf® ﬂrovid(gs Itlo on the effectiveness of therapy were obtained in clinical
)c/ut!budgeLi financing WE[e)n the share of A%vagrgf@’ inCreases studies that included tacrolimus + optimal supportive therapy,
by 1%, the economy.of budget funds increases up to 0.4% which is partly npt included in standard therapies in the
per year, which is 351,896.15 rub. per year can be spent on Russian Federation
immune suppressive therapy for 1 year in 1.22 patients
CefieHunst 06 ah(DeKTUBHOCTN CPaBHUBAEMbIX CTpaTernii
CTpaterus aTaHepuUenT + ToaunTUHNG + MHGIMKCUMab 0CHOBbIBAOTCA HA AaHHbIX PKW, Hanpsamyto He
11 3TAHEPLENT + TOhaUNTMHUG + afanuMymat SBnsercs CPaBHUBAIOLLNX anbTepPHATMBHbIE cTpaTeruy. Mpu aTom
Kon6uH A.C Hanbosee 9KOHOMUYECKM OMpaBAaHHON CPeaun BCex B pamKax hapmMako3KOHOMUYECKOro aHann3a He 6bio
8 p [15]'/' CTpaTeruil BBAY HaMMeHbLLeil CTOUMOCTY U HanbonbLLen NPOBEAEHO HU HEMPAMOr0 CPABHEHWS, HIN METaaHanmsa, Hu
K(ﬂgin AS. et al. [15] ahchekTuBHOCTM / The strategies etanercept + tofacitinib + ceTeBoro meraaHanusa PKI / Data on the effectiveness of the
o ' infliximab and etanercept + tofacitinib + adalimumab are the compared strategies are based on RCT that did not directly
most economically feasible among all the strategies due to compare alternative strategies. Still, pharmacoeconomical
the lowest cost and highest effectiveness analysis included neither indirect comparison nor meta-
analysis, nor network meta-analysis of RCT
BepoaTHOCTb BOCTWKEHNS Ncxofa (6annbl no wkane ACR)
[TpumMeHeHne Tounnuaymaba asnseTcs 60ee 3KOHOMUYECKM B KaquTBve KpUTEPUA S (eKTUBHOCTH a”bTEp'jaTMBHHX
CTpaTeruii npu NpoBeLeHNI KOMOMHPOBAHHOI Tepanuu
0npaBAaHHbIM B CPaBHEHUM € aAfanuMymabom ¢ no3uumum
achtheKTUBHOCTI 3TpaT, IEMOHCTDHUDYS! NIDEBOCXOACTBO N0 paccyutaHa 6e3 npoBefeHNs HeNnPAMOro cpaBHeHus. bannbl
nokasateno CER. BHeapeHue Tounnnadymada B KNUHNYECKYHO 0 wkane ACR A7 MOHOTEpaNUM HE COOTBETCTBY0T
DAKTUKY COMPSKEHO C SKOHOMMER BIOMKETHRIX CPBCTB npuseaeHHbIM B cTathe C. Gabay et al. (2013 r.). fopu3oHT
nocrurarowen 4,83% 419 KOMOMHUPOBAHHON Tepanuin n ’ MOAenMPOBaHA (104 Hep) CyWECTBERHO GonbLie CPOKa,
3bipsHos C.K. v ap. o ’ Ha KOTOPOM PerucTpUpoBannCh MCMOb30BaHHbIE B
3,98% Ans MoHOTepanuu peBmMaTomaHoro aptputa / The
9 [16] / Zyryanov S.K. S o : ) S CCNEA0BAHNN KNHNYECKIE
application of tocilizumab is more economically feasible in -
etal. [16] ) . . . . KOHe4Hble TO4KM (24 Hep) / The possibility of outcome
comparison with adalimumab from the point of view of cost ) L .
effectiveness and s better by the CER parameter. The achievement (ACR score) as a criterion of effectiveness of
imolementation of tocilizumab in clinical ractice. is alternative strategies of combined therapy was calculated
asspociated with budget funds economy thpat reaches 4.83% without indirect comparison. ACR. score for monotherapy did
for combined therapy and 3.98% for monotherapy of not correspond to the score provided by C. Gabay et al
theumatoid arthritis ' (2013). Modeling horizon (104 weeks) was significantly
longer than the period when the used clinical trials endpoints
were registered (24 weeks)
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Ta6nuua 3 (npogonxenne). OCHOBHbIE BbIBOALI 1 METOL0NOTMYECKME NPO6EMbI BKNOYEHHbIX UCCNEA0BaHMIA (0ny6nnKoBaHbl B Poccuniickoit ®eaepavum)

Table 3 (continuation). The main conclusions and methodological problems of the included studies (published in the Russian Federation)

No
n/n
/!
No.

ABTop(bl) /
Author(s)

PesynbTtatbl uccnepnosanus / Study results

KnioyeBbie MeTogonoruyeckue
TpyAHOCTH /
Key methodological difficulties

10

Kon6ux A.C.
npp. [17]/
Kolbin A.S. etal. [17]

icnonb3oBaHue Toumnudymaba nns NOAKOXKHOrO BBELEHWUS ABNSETCHA 3KOHOMUYECKN
6onee LienecoobpasHbiM Mo CPABHEHIHO C aaanMmMymabom (Xymupa®), LepTonusymabom
naron, ronumyma6om Ha 13%, 14,5% n 10% Co0TBETCTBEHHO. Vicnonb3oBaHue
ToUMNNU3ymaba Ans BHYyTPUBEHHOTO BBEAEHUS ABNISAETCA SKOHOMUYECKN Bonee
L|eNnecoo6pasHbIM M0 CPABHEHNIO € afianuMymatom (Xymupa®), LiepTonudymabom naron,
ronumymatom Ha 15%, 16% n 12% cootsetcteeHHo / The application of tocilizumab for
s.c. injection is economically more feasible in comparison with adalimumab (Humira®),
certolizumab pegol, and golimumab by 13%, 14.5%, and 10%, respectively. The
application of tocilizumab for intravenous injection is economically more feasible in
comparison with adalimumab (Humira®), certolizumab pegol, and golimumab by 15%,
16%, and 12%, respectively

Het/ No

11

CeBocTbsHOB B.K.,
Kono6osa E.C. [18] /
Sevostyanov V.K.,
Zholobova E.S. [18]

Haun6onee npeLnoyTUTENbHLIMI Npenaparamii C TO4KM 3peHInst (DapMako3IKOHOMUKI
ABNAETCA 9TAHEPLIeNT B Ka4eCTBe Npenapara nepsoil IMHAN 1 dhbaTaLent B Ka4ecTse
BTOPOI IMHWW BUONOrMYECKON Tepanui NONNAPTUKYNAPHOTO BapUAHTA HOBEHWUILHOMO
namnonatuyeckoro aptputa / The most preferable drugs from the point of view
pharmacoeconomics is etanercept as the first line drug and abatacept as the second line
biological therapy for polyarticular variant of juvenile idiopathic arthritis

B pacyeTax yuTeHa Tonbko
croumocTb J1C 1 3aTparbl Ha UX
BBE/IEHUE B YCNOBUAX AHEBHOMO
cTaumoHapa / The calculations
include only the cost of drugs and
their injection in the inpatient
conditions

12

Pynakosa A.B. [19]/
Rudakova A.V. [19]

Tepanus aganumymab0m NaLUMeHTOB C PEBMATONHLIM apTPUTOM KINHUYECKM

11 9KOHOMMWYECKI ONpaBLaHHA, NOCKONLKY NPU BbICOKON KNUHUYECKON 3CDAEKTUBHOCTI
006€CMneymBaeT TEHAEHLMIO K CHUDKEHNIO NOKa3aTens «3aTpaTbi-3(hPeKTUBHOCTL> N0
CPaBHEHMIO C UH(NMKCUMa60M, ToLM3yMabom u abaratentom / Adalimumab therapy
for patients with rheumatoid arthritis is clinically and economically feasible because it has
high clinical effectiveness and tends to decrease the cost-effectiveness parameter in
comparison with infliximab, tocilizumab, and abatacept

Het/ No

13

lopsues [.B.

n ap. [20]/
Goryachev D.V. et al.
[20]

3arparbl Ha gononHuTenbHbIi QALY ans Tounnusymaba He npesbiwatoT 700 Thic. pyo.,
4TO ABNAETCA 3KOHOMUYECKM LienecoobpasHoit ctparerned / The cost of additional QALY
for tocilizumab does not exceed 700 thsd rub., which is an economically feasible strategy

Het/No

14

Kynukos A.1O.,
KoctuHa E.O. [21]/
Kulikov A.Yu.,
Kostina E.O. [21]

CTommocTb Tepanun Mykononucaxapuaosa Il Tuna ¢ npumeHeHnem ugypcynbassl 6eta
IS 0[JHOr0 YCPEAHEHHOr0 nauueHTa B rog coctasnset 29 113 189 py6. B cpaBHeHUM

C aypcynbdason, CTOUMOCTb Tepanum ¢ npuMeHeHneM KoTopoi coctasnset 36 490
935 py6. ABB npogemoHcTprpoBan, Y10 nepesof 50% nauneHToB Ha Tepanito

C NCMoNb30BaHNeM 1aypcynbasbl 6eTa NPUBOANT K IKOHOMIN EHEXHbIX CPEACTB

B pasmepe 796 845 270 py6. 41Cn0 NALUMEHTOB, KOTOPbIX MOXHO 6b1510 bl
[0NONHNTENbHO NPOIEYNTL HA CAKOHOMIIEHHbIE GIOKETHbIE CPEACTBA 3a 5 €T,
coctaenset 28 yenosek / The cost of therapy for mucopolysaccharidosis type Il with the
application of idursulfase beta for one averaged patient per year is 29,113,189 rub. in
comparison with idursulfase (the cost of therapy is 36,490,935 rub.). BIA showed that the
shift of 50% patients to the therapy with idursulfase leads to economy of funds
(796,845,270 rub.). Twenty eight patients who can be additionally treated using the funds
saved during 5 years

Kntoyesble Kputepum
3 (HeKTUBHOCTYU — CyppOraTHble
To4kM / Key criteria of
effectiveness — surrogate points

15

Menwk-TyceiiHos [1.B.
[22]/
Melik-Guseinov D.V.
[22]

MpumeHeHue J1C OkTokor anbda® ans Tepanin NaLuneHToB ¢ remodhunueit A B pamkax
nporpammbl 7 B3H kak ¢ yueTom cpefiHeii 3apernctpuposanHoil ctoumocti 1 ME, Tak

11 C Y4ETOM UCTOPUM PUHANBHBIX TEHAEPHBIX LieH 2014 1. ABNSETCA 3KOHOMUYECKN
L1en1ecoo6pasHbiM 1 N03BOMNT LOCTUYL HAaM60JIEe ONTUMANIBHOTO PAcX040BaHUA
GtofKeTHbIX cpepcTs / The application of Octocog alfa® for the therapy of patients with
hemophilia A within the program of 7 HCN considering both the mean registered cost of
11U and the history of final tender prices (2014) is economically feasible and will provide
the optimal use of budget funds

Het/No

16

ABkceHTbeB H.A. 1 oip.

[23] / Avxentyev N.A.
etal. [23]

CTOMMOCTb JONONHUTENBHOMO FOZA XM3HM 663 NPOrPeccUpoBaHNs Npu [06aBIeHU
[Jlapatymymaba K cxeme fieHanngomng + fekcameta3oH coctasnsiet 10,40 MiH py6., 410
HUKe, YeM Npu [o6aBeHUN N60ro U3 Apyrix «HOBbIX areHToB»: kKapdunsomnoa (11,8
MITH py6.), nkcasommoa (20,19 mnu py6.) unu anotysymaoa (27,56 miH py6.) / The cost
of additional year of life without disease progression when daratumumab is added to the
therapy scheme lenalidomide + dexamethasone is 10.40 miIn rub., which is lower than
the addition of any other “new agents”: carfilzomib (11.8 miIn rubles), ixazomib (20.19
min rub.), or elotuzumab (27.56 min rub.)

Het/No

17

®ponos M.HO.,
Lllaranosa 0.B. [24] /
Frolov M.Yu.,
Shatalova 0.V. [24]

lpumeHeHre noManuLoMuaa Ans NeveHns 60MbHbIX C PeLnaNBUpYIOLLER 1
pepaKkTepPHOI MHOXXECTBEHHOI MUENOMOA, KOTOPbIE MOMY4NAN NPELLIECTBYHOLLYIO
Tepanuio nepeoii M BTOPOI NUHWIA, BKMHOYABLUMX 60pTE30MM6 1 NeHanuaomma,
KIMHUYECKN 1 3KOHOMUYECKM LieN1ec006pasHo B YCNOBUAX rOCYAAPCTBEHHbIX 3aKYMOK /
The application of pomalidomide for the treatment of patients with recurrent and
refractory multiple myeloma, who received prior first and send line therapies that
included bortezomib and lenalidomide, is clinically and economically feasible in the
conditions of state procurement

Het/No

GAPMAKOIKOHOMWUKA. CoBpemeHHas thapmakoakoHoMuka 1 hapmakoanugemuonorus. 2022; Tom 15, Ne 1
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Table 3 (end). The main conclusions and methodological problems of the included studies (published in the Russian Federation)

Ne
n/n
Il
No.

ABTop(bl) /
Author(s)

PesynbTatel uccnepgoBanms / Study results

KntoyeBble meToponoruyeckue
TpyAHOCTH /
Key methodological difficulties

18

Kynukos A.1O.,
Mpouenko M.B. [25] /
Kulikov A.Yu.,
Protsenko M.V. [25]

lMpumeHeHne fa3atnHn6a Bo BTOPO NuHUM Tepanun XMJ1 aBnseTcs npesnoyTUTeNbHbIM
10 CPABHEHWIO C BbICOKMMU JO3aMM UMATUHWNOA C NO3ULMN (DAPMAKOIKOHOMUYECKOTO
aHanu3a «3atparbi-ad(heKTMBHOCTb>. G y4ETOM peanbHbIX CBeAEHMIA 0 N0Tpe6neHnn
[la3aTnHn6a, 3aKynaemoro B pamkax JiekapCTBEHHOr0 06eCre4eHns No PermoHanbHoOM
NbroTe, NepeBoj Ha Aa3atnHnG 100% nauneHToB, HYXKAAIOLLMXCS BO BTOPOIA TMHAN
Tepanun XMJ1, He noTpebyeT LONONHUTENLHOrO (PUHAHCMPOBAHMS OTHOCUTENbHO
o6Lero 6romketa Ha neveHne XMJ1/ The application of dasatinib in the second line
therapy of CML is preferable in comparison with high doses of imatinib from the point of
view of pharmacoeconomic cost-effectiveness analysis. Considering real data on the
consumption of dasatinib procured using regional subsidies, a shift of 100% of patients
to dasatinib that need second line therapy for CML will not require additional financing in
regards to the general budget for CML therapy

Het / No

19

Kynukos A.1O.,
Pbi64eHko H0.B. [26] /
Kulikov A.Yu.,
Rybchenko Yu.V. [26]

lpw nepexope ¢ BHYTPUBEHHOIA NieKapcTBEHHOI hopmbl JIC MabTepa® Ha nofkoxHoe
BBE/IeHME BO3HMKAET 3KOHOMUS JEHEXHbIX CpeacTB B pa3mepe 35 847 py6. 3a kypc
NleYeHns oHoro nauueHta n 15 234 851 py6. ¢ y4eTOM BCEN NONyNALMN NaLNeHTOB.
Vimeet mecTo 3koHomus 15 906 py6. 3a Kypc neveHns 0AHOro nauneHTa n 6 760 000
py6. C y4eTOM NONYNALMKM 3a CHET OTCYTCTBUS NOTEPY JIEKAPCTBEHHOIO BELLLECTBA NpK
(hUKCMPOBaHHOM 036 NOAKOXXHOW NeKapCTBEHHON (hopMbl. HabnogaeTcs 3KoHOMUS
BPEMEHU, KOTOPas B JEHEXHbIX efnHNLAx cocTanseT 1 826 py6. 3a Kypc neyeHus
0JHOro nayueHTa n 776 050 py6. ¢ y4eToM BCeii nonynsumm naunentos / A shift from
intravenous pharmaceutical form of Mabthera® to the pharmaceutical form for
subcutaneous injection leads to the economy of budget funds: 35,847 rub. per a course
of therapy for one patient and 15,234,851 rub. in the whole population of patients. There
is a cost cut of 15,906 rub. per a course for one patient and 6,760,000 rub. in the whole
population of patients due to the lack of loss of a drug when a fixed dose for s.c. injection
is used. There is an economy of time, which is equivalent to 1,826 rub. per a course of
therapy for one patient and 776,050 rub. considering the whole population of patients

Het / No

20

AryouHa P.W.,
3unuyk N.10. [27]/
Yagudina R.1.,
Zinchuk 1.Yu. [27]

BHeapeHue J1C ®eii6a® B ka4eCTBE NEPBOIA NIMHUM (hapMakoTepanuu UHrNGUTOPHON
remMoUINM CHKAET 3aTpaThbl CUCTEMbI 34PABOOXPaHeHMs Ha 554,7 MiH py6. (19,54%),
4TO NO3BONIAT AONOJHUTENBHO NPOEYUTb 34 NauneHTa ¢ JaHHOI Ho3onoruei /

The implementation of Feiba® as the first line therapy for inhibitory hemophilia decreases
the budget costs of the system of healthcare by 554.7 min rub. (19.54%), which will
provide additional therapy for 34 patients with this nosology

Mpwn nposeaeHnn ABB yuTeHbl
npsIMble MEAULNHCKME,
HEMeLNLNHCKIE, A TAKXKe
KoCBeHHble pacxofpl / BIA included
direct medical, non-medical, and
indirect costs

21

SiryamHa P.W. v ap.
[28] / Yaguna R.l.
etal. [28]

YunTbigasi, 4to Tepanus J1C Penumuna® sensetcs 6onee 3pheKTUBHONM, @ 3HA4EHNE
CER pns gaHHoro npenapara Huke. MokasaHo, 4T0 NpUMeHeHe IeHanugomMmaa Bo
BTOPOIl TMHNN TEpPanUM MHOXECTBEHHOI MUENOMbI IBISIETCS JOMUHMPYHOLLEN
anbTepHaTMBOW N0 1BYM aHanu3npyembIm cueHapuam / Revlimid® therapy showed
to be the more effective and CER for this drug was lower. It was shown that the
application of lenalidomide as the second line therapy for multiple myeloma is the
dominating alternative in the two analyzed scenarios

Het / No

22

Pynakosa A.B. [29] /
Rudakova A.V. [29]

HasHaueHwe J1C beHaamycTuH® B Tepanum peumanBoB HEXOMKKUHCKON UMK OMbI
XapakTepuayetcs npuemseMoil 3hheKTUBHOCTLIO 3aTpaTt. 3ameHa opuruHansHoro J1C
thnypapabuH (Onyaapa®) Ha reHepudeckuii (dnyrapaa®) He Bneyet 3a co60i
CYLLECTBEHHOIO M3MEHEHNS KO3 (PULMEHTOB «3aTPaTbl-3(h(HeKTUBHOCTL»

1 «3aTpatbl-nonesHocTb» / The indication of Bendamustine® for the therapy of relapses
of non-Hodgkin lymphoma is characterized by the feasibility of costs. The replacement of
an original drug fludarabine (Fludara®) with a generic drug (Flugarda®) does not lead

to a significant change in the cost-effectiveness and cost-utility coefficients

Het / No

23

Kynukos A 0.,
Tuwenko .. [30]/
Kulikov A.Yu.,
Tishchenko D.G. [30]

B cnyyae BkntoYeHns nomannaomuaa B doefiepanbHyto nporpammy 7 B3H cymmapHble
3aTpaThl HA NIeYeHNe NaLMeHTOB C OHKOremMarosornyeckumm 3abonesanusami B 2016,
2017 n 2018 rr. coctassat 15,8 mnpa py6., 15,1 mapa py6. n 14,4 mnpa. pyo.
COOTBETCTBEHHO, 4TO HA 15%, 18,8% 1 22,6% HuXe TeKyLLMX 3aTpaT nporpaMmbl Ha
oHkoremaronoruio (18,6 mnpg py6.) / In the case of inclusion of pomalidomide in the
federal program 7 HCN, the total cost of treatment for patients with oncohematological
diseases in 2016, 2017, and 2018 would be 15.8 bin rub., 15.1 billion rub., and 14.4 bin
rub., respectively, which would be 15%, 18.8%, and 22.6% lower than the current costs
on oncohematology (18.6 bin rub.)

Het / No

Tpumeyanne. J1C — nexapctseHHoe cpeactso; QALY (aHrn. quality-adjusted life year) — roabi xn3uu ¢ nonpaskoii Ha kayecTo; B3H — Bbicoko3atparHbie Ho3om0rvu; ICER (aHri.
incremental cost-effectiveness ratio) — nHKpEMEHTAaNIbHbIA MOKa3aTesb «3aTparbi-3gheKTUBHOCTb»; ABb — aHanna Bansinna Ha 6togxet; ME — mexayHapoaHas egnamya; XMJT - xpo-
Huyeckuii muenoneiiko3; PKV — paHpomn3npoBaHHoe KiuxHnyeckoe ncenegosanmne; ACR (awrn. American College of Rheumatology) — AMepukaHckas konnerusi peBMarosoros.

Note. QALY - quality-adjusted life year; HCN — high cost nosology; ICER — incremental cost-effectiveness ratio; BIA — budget impact analysis; IU — International Unit; CML — chronic
myeloid leukemia; RCT — randomized clinical trial; ACR — American College of Rheumatology.
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HexomxkuHckas numdpoma / Non-Hodgkin lymphoma
donnukynsapHas numdpoma / Follicular lymphoma
Mykononucaxapugos Il Tuna / Mucopolysaccharidosis type Il
Femodounus / Hemophilia

HOBeHWUNbHbIN peBMaTouaHbIii apTput / Juvenile rheumatoid arthritis
TpaHcnnanTauns oprasos / Organ transplantation

PaccesiHHbIN cknepos / Disseminated sclerosis

PeBmatongHbin apTput / Rheumatoid arthritis

MHoxecTBeHHas muenoma / Multiple myeloma

—_

2 3 4
Konuyectso uccneposauuii, n / Number of studies, n

($)]
(2]

PucyHok 2. Pacnpefienenne nccneaoBaHuii, BKIOYEHHbIX B aHANN3, N0 HO30M10rNaM (0ny6nnkoBaHbl B Poccuitckoin ®epepavin)

Figure 2. Distribution of the studies included in the analysis according to nosologies (published in the Russian Federation)

TonbKo B 4 nccnefoBaHMsX OLEHUBANU NPUPOCT JIET Ka4eCTBEHHON
XKN3HU, HECMOTPS Ha TO YTO A1 XPOHNYECKNX NHBANNANINPYHOLLMX
3a60M1eBaHNI KA4eCTBO XXN3HN — OOWNH U3 KIOYEBbIX MOKas3aTenen,
xapaktepuaytowux J1C [11, 19, 20, 29].

OCHOBHbIMI OrpaHuyeHnsaMU Ang 06006LLeHNs pPe3ynbTaToB MC-
CNneJjoBaHNn  ABNSMNUCH WCMONb30BaHWE PErvOHaNbHbIX TapudoB
0653aTe/IbHOr0 MEANLUMHCKOr0 CTPaxoBaHus, a Ans WCCeLoBaHMA
NoNe3HOCTU 3aTpaT — NPUMEHEHIUE B Ka4yeCTBE CUCTEMbI Mepecyera
Ka4ecTBa XXM3HM NauueHToB B eanHuLbl QALY MHCTPYMEHTOB, pa3pa-
60TaHHbIX 1 UCMONb30BAHHBIX B MONYNALUAX NALUEHTOB BHe PO.

Knto4eBble METOAO0OMMYECKINE COXHOCTU OTHOCUIINCh KaK K OLgH-
Ke adpdpekTUBHOCTM 1 6€30MacHOCTM CPaBHMBaeMbIX cTpaterui [8, 10,
11, 14, 15, 16], TaK 1 K METOAMYECKAM OLUIMOKAM B NpoBeLeHNn hap-
MakK03KOHOMUYecKoro ananuaa (cm. Taon. 3) [9, 11, 18, 27].

OBCYXXEHWE / DISCUSSION

B HacTosiLlee Bpems B PO ¢ Lienbto 06ecneyeHns NaLueHToB C Xn3-
HEYrpOXaKLLMMI 11 XPOHUYECKU NPOrpeccupyoLLMMn 3a60neBaHus-
MU MHHOBALMOHHbBIMI 1 BbICOKO3aTpaTHbIMI J1C HA roCcyAapCTBEHHOM
ypoBHe hopmupytoT heaepanbHbie NPOrpamMmbl, OJHON U3 KOTOPbIX
agnsetca nporpamma B3H [1]. «CpegHuit» naumeHT nporpammel B3H
B 2018 r. o6xoauncs chepepanbHomy 6romkeTy B 1 052 530 py6.,

B 2020 r. — B 1 813 274 py6., 4TO CBA3AHO C NEPEBOAOM NALMEHTOB,
CTPajaloLLMX opdaHHbIMU 3a60/1eBAHNAMU, U3 PErUOHANBHONM Npo-
rpamMmmbl PeKNX XXNU3HeYrpoXatoLmx 3ab6osieBaHnii B pefepanbHyo
nporpaMmy BbICOKO3aTpaTHbIX Ho3onoruii [1]. Tak, B 2019 r. B nepe-
4eHb B3H 6binu BKMNOYEHbl 5 HO30MOMNIA, paHee BXOAMBLUMX B MPO-
rpammy pefKux Xu3Heyrpoxatowiux 3abonesaHuii (taon. 4).

[nsa 7 B3H, koTopble 6binn B AercTBytolem nepeyHe B 2019 r.,
cnucok JIC momonuHuncd fapatymyma6om — ans 60MbHbIX 3710Ka-
4eCTBEHHbIMIU HOBOOOPA30BaHUAMU UMGOULHON, KPOBETBOPHOI
1 POACTBEHHbIX UM TKaHeil, anemtysymabom — ansa 60JbHbIX pacce-
AHHbIM CKNEepPO30M, 3BEPOSIMMYCOM — AN NALMEHTOB NOCIe TPaHC-
nnaHTaunyu opraHoB u (unn) Tkaved. B 2021 r. B8 cnncok 14 B3H
BK/OYEHbl IMULM3YMab W CUMOKTOKOr anb@a, npepHasHayYeHHble
ANS nedeHns remounmnm, a TakKe OKpenusymab — s Tepanum pac-
CEHHOrO0 CKNepo3a.

HecmoTps Ha To 4T0 B cnucok B3H B nepuog 2019-2021 rr. BKto-
4eHo 15 HoBbIx JIC, dhuHaHcUpyembix U3 cpeacTs GromkeTa PO, npu
NOUCKe NUTEPaTypbl 06HAPYXXEHO TOMbKO 4 0ny6rIMKOBaHHbIX dhap-
MaK03KOHOMUYECKUX WCCNEA0BAHNSA, BbINOHEHHbIX B YKa3aHHbINA
nepuoa (27%).

3aboneBaHus, npu Kotopbix npumeHstoTcs JIC u3 cnucka B3H,
ABNAITCA  XPOHWUYECKUMU  UHBANMANIMPYIOLMMU  NATONOTMAMU.
Tem He MeHee COrnacHo Hawwemy 0630py rOPU3OHT MOAENNPOBaHMS

Tabnuua 4. Hosonoruu 1 nekapcTBeHHble CPeSCTBA, BKNIOYEHHbIE B NEPeYeHb BbICOKO3aTpaTHbIX HO30morni B 2019 .

Table 4. Nosology and drugs included in the list of high-cost nosologies in 2019

JlekapcTBeHHoe cpepacTso / Drug

Ho3onorus / Nosology

9kynuaymab / Eculizumab

[emonuTuko-ypemmyeckuin cungpomom / Hemolytic-uremic syndrome

Apanumymab / Adalimumab

JraHepuent / Etanercept

KaHakunyma6 / Canakinumab

Tounnuaymab / Tocilizumab

HOHowWecKuit apTpuT ¢ cMCTeMHbIM Havanom / Juvenile arthritis with systemic onset

JlapoHupgasa / Laronidase

Mykononucaxapugo3 | Tuna / Mucopolysaccharidosis type |

Maypcynbdasza / ldursulfase

pypcynbdasa 6eta / Idursulfase beta

Mykononucaxapugos Il tuna / Mucopolysaccharidosis type Il

lancynbdasa / Galsulfase

Mykononucaxapugos VI Tuna / Mucopolysaccharidosis type VI

GAPMAKOIKOHOMWUKA. CoBpemeHHas thapmakoakoHoMuka 1 hapmakoanugemuonorus. 2022; Tom 15, Ne 1
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frmakoekononika

B K/IMHUKO-3KOHOMUYECKUX uUccrnefoBaHusx B PO 6onee 4em B no-
NOBUHE U3 HWUX cocTaBnsan 1 rof. Takon MeTOLO0M0rM4YeCcKUin noaxon
IBHO HELOCTATO4EeH AN OLEHKWU Kak KNWHWYECKMX, TaK U 3KOHOMU-
4ecknx ah(PeKTOB Tepannui XpoHuyecknx 3abonesannii. OgHum u3
VHCTPYMEHTOB, KOTOPbIA MO3BOSSET HWBENWUPOBATb MMEtoLLMecs
OrpaHnyeHns CBeAEHW Mo OTAaNeHHbIM addekTam paccmarpusae-
MbIX CXeM Tepanuu, MOXeT ObiTb NPUMEHEHUE MHOro(PakTOPHOro
aHanu3a YyBCTBUTENIbHOCTY PE3YNbTATOB UCCEL0BAHNIA C Y4ETOM OT-
KNOHEHUS He TONbKO LeHbl uceneayembix J1G (kak aTo 66110 CAenaHo
B 1/3 nybnukauwii, rae aToT aHanU3 NPOBOAMICSA), HO U KaK MUHUMYM
3(PpeKTUBHOCTM CPABHUBAEMbIX CTPATEruin.

OTHeNbHOrO BHMUMAHWA 3aciyuBaeT BOMPOC Bbl6Opa MeToAa
KNMNHNKO-3KOHOMWUYECKOT0 aHann3a npu OLEHKe WHHOBALMOHHbIX
npenapaTos, B 4acTHOCTU JIC, npuMeHsAeMbIX Npu opdaHHbIX 3a60-
nesaHusx. MoctaHosneHne Mpasutensctea PO ot 28 asrycta 2014 r.
Ne 871 «06 yTtBepxaeHun lpaBun pOPMUPOBAHMS NepevHen ne-
KapCTBEHHbIX NPenaparos AN MeJUUMHCKOr0 NPUMEHEHUS U MUHM-
ManbHOro aCCOPTUMEHTA NIeKapCTBEHHbIX MPEnapaToB, HE0OX0ANMbIX
Ans 0Ka3aHus MeAULMHCKON NOMOLLM» NpeaycMaTpUBaET pAaL YeTKUX
Kputepues Bbi6opa J1C cpaBHeHMs Npu NPOBEAEHNN KIMHUKO-3KOHO-
MUYeCKOro uccrefosaHus. ocne Bobi6opa 0LHOr0 WU HECKONbKNX
JIC cpaBHeHMst Heo6XxoaMMO 060CHOBATb BbIOOP METOAA KIIMHWKO-
9KOHOMMYECKOr0 WCCNEAO0BaHMS, KOTOPbIi OCHOBBIBAETCA HA Hanu-
YU UKW OTCYTCTBUM CTATUCTUHECKM AOCTOBEPHOI pasHuLbl B 3-
(heKTMBHOCTI cpaBHuBaembix J1C, 0HAKO B Cry4ae MHHOBALNOHHbIX
(B yacTHoCTM op@aHHbIX) JIC 3a4acTyi0 NCCNEA0BAHNS CPABHUTESTb-
HOM 3h(HEKTUBHOCTI MOryT BOOOLLE OTCYTCTBOBATh. BO3MOXHOCTb
NPOBEAEHNS HENPAMbIX CPABHUTENbHBIX NCCEA0BAHNA NN CETEBbIX
CPABHEHWI TaKXXe 4acTo OTCYTCTBYET BBUAY 0COBEHHOCTEN An3aiiHa
KNUHNYECKIMX UCCe0BaHN MHHOBALMOHHbIX JIC, 0 KOTOpPbIX yXe
rOBOPUIOCH Bbile. Takum 06pa3omM, And WHHOBALMOHHbIX JIC Kpu-
Tepun, npeaycmMoTpeHHble [locTaHoBneHnem [lpasButensctea PO
ot 28 asrycta 2014 r. Ne 871, Hepeako fBNAOTCH HENPUMEHUMbI-
MM 13-32 HEBO3MOXXHOCTM CAenatb Hay4HO 060CHOBAHHbIE BbIBOAbI
0 CPaBHNTESTIbHON 3O PEKTUBHOCTN ABYX UK 60J1ee MHHOBALMOHHbIX
J1C, 4T0 fenaeT HEBO3MOXHbIM BbIGOP METOAA KITMHUKO-3KOHOMUYe-
CKoro aHanusa. Cpeaw npefcTaBneHHbIX B Tabnuue 1 KNWHUKO-3KO-
HOMUWYECKNX McCneaoBaHnii 12 6binu BbINOSHEHbI METOJ0M OLIEHKM
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3AKNHOYEHMWE / CONCLUSION

B P® B OTKpbITbIX MCTOYHUKAX ny6nukyetcs mMeHee 30% pesynb-
TaToB (PApMaKOIKOHOMMUYECKUX nccnefoBaHuit J1C, BKITHOHEHHbIX
B nporpammy B3H, 4T0 He NO3BONAET OLEHUTb (DaPMAKOIKOHOMUYE-
CKMe NoAXofbl K (hOPMIUPOBAHUIO NPOTrPaMMbl B MOSTHON Mepe.
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npenapatoB, BKIKYEHHbIX B NepeyeHb B3H.
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