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[OCYOAPCTBEHHOE 3A0AHVE M3 P® Ne 056-00149-18-00

dreO0YBO MI'MCY nm. A.N. EBOOKMMOBA Ha 2018 — 2020 rogp!
«PA3PABOTKA COBPEMEHHbIX TEXHONIOTU MANIMATMBHOW MEAULIMHCKOW MOMOLL HEUSIEYNMbIM OHKONOMMYECKNM BOMNbHbBIM»*

OLEHKA 39PEKTUBHOCTU N BEBOIMNMACHOCT METOOOB OANATHOCTUKA
N KOHTPONA MATONTIOMMYECKNX CUMIMTOMOB Y OHKONTOMMYENCKNX BONbHbIX
n,= 2 590 (nauueHTsl); n,= 2 590 (Bpaun)

Il KnuHnyeckas rpynna (n - 1194) IV KnuHuyeckaga rpynna (n - 1396)
nuua ¢ goKasaHHbIMKU 35TOKa4Ye€CTBEHHbBIMU OMYyXONsMH, nuua, KoTopble He noanexaT crneynanbHOMY NPOTUMBOOMYXONEBOMY
KOTOpble noanexar pagukanbHOMY NEeYEHUHo. nevYeHunto, HO noanexaT nanaMaTMBHOMY feYeHnIo.
Bo3pacT naumeHToB BapbupoBan ot 22 go 95 ner. BospacT nauneHToB BapbupoBan ot 22 o 97 ner.
CpeaHui Bo3pacT naumeHToB 62 roga. CpeaHui Bo3pacT naumeHToB 65 neT.
KonnyecTtBo MyxuuH: 495 Konuyectso My>xunH: 672
KonnyecTtBo XeHLunH: 699 KonuyectBo XeHLWuH: 724

OLIEHKA BPAYHAMW HAITMYNA BONN Y MALUMEHTOB

Hanuune y nauneHToB oTAaneHHbIX MeETAcTa30B.:
34,44% (Clgge,: 32,69%-36,14%) - npy NOCTaHOBKe MarHo3a, 51,51% (Clgsge,: 49,30%-52,93%) - Ha MOMeHT onpoca

O6uwas gons nauneHToB ¢ 60n1eBbIM CUHAPOMOM:
pasnuyHon nHteHcnsHocTn — 70,99% (Clgs,,: 69,32%; 72,62%)

[onsi nauneHToB ¢ BOMeBbIM CUHOPOMOM:
cpeaHen u curnbHON NHTEHCUBHOCTU — 33,95% (Clgge, (32,29%-35,73%)

Hosukos I'.A., BeeaeHcKas E.C., 3eneHosa O.B., Baiicman M.A., Pygoii C.B., Manexos A.B., NMoakonaes [.B., Abpamos C.U.,
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ANMMOEMUNOJIOT A BOJ1 OHKOJI0I MHECKOI O TEHE3A

NAUMEHTBI CTPAOAIOT BOJIbIO:

59% npwu npoBegeHUN paguKkanbHOro nevyeHus
33% nocrne npoBeaeHna neYvyeHns

64% npwv reHepanm3aynm onyxonwu

He meHee 30% nauueHTOB UCMbITbIBAKOT YMEPEHHYIO N CUSTbHYIO
bonb, TPebyoLY0 Ha3Ha4YeHNS ONMOUAHbIX aHanbreTUKOB

Van den Beuken et al. Ann Oncol 2007
Ripamonti et al. ESMO Guidelines, Ann Oncol 2012



OVNATHO3bI 3[TOKAYECTBEHHbLIX HOBOOBPA30OBAHNA Y MALIMEHTOB

Il KnnHnyeckas rpynna (n - 1194)
Mono4yHasa Kenesa

[NpepcTtaTenbHana Kenesa
Tpaxeq, 6poHxn, nérkoe
LLieMKa MaTKu, TeN0 MaTKU, ANYHUKU

[NpAMan KNLWKa, peKTocurmomngHoe
coefiMHeHue, aHycC

Ob60a04YHan KMLLKa
MoueBoW ny3bipb, MNOYKa
Renyaook

[lonocTb pTa, ropTaHb, WMTOBMUAHAA
Xenesa

o

POCCUMCKUIA YHUBEPCUTET MEAMLMHDI

e et

285
133
133
128

93

63
62
61

37

23,9%
11,1%
12,2%
10,7%

7,8%

5,3%
5,2%
5,1%

3,8%

Hosukos I'.A., BeeaeHcKas E.C., 3eneHosa O.B., Baiicman M.A., Pygoii C.B., Manexos A.B., NMoakonaes [.B., Abpamos C.U., :
@ $reoY BO MUHSAPABA PO beccoHoB A.M., bynarakosa W.E., 3on0Tbix T.M., UBaHOB A.B., MupoHuyeHko M.H., WalimapgaHos U.B., LLanTaHosa H.10. 2018 - 2019r. NAMATUBHOMN MEAVLIAHBI |

MpnbansntenoHo 5-10% BbIXKMBLUMX NOC/IE pPaKa CTpaaatoT
XPOHMYECKOM CUNbHOW 60/1bl0, KOTOPAA 3HAYMUTENIbHO BAUAET Ha
BCe chepbl XKU3HN.

HecmoTpAa Ha pyKoBOACTBa U A0CTYNHOCTb ONMOMA0B (0CHOBA
06e3601MBaHUA NPU paKe CPeaHEN U TAKENON CTENEHMN),
HeA0CTaTOUYHOe /leYeHUe ABNAETCA PaCcnpPOCTPaHEHHbIM
ABJIEHUEM.

EBponeickne nccrenoBaHMA NOKa3bIBakOT, YTO pPa3Hbie BUADI
6011 nnn 6oneBbiX CUHAPOMOB NPUCYTCTBOBAIM HA BCEX CTaAMAX
paKa U He NeYNINUCb aAEeKBATHO Y 3HAYMUTENbLHOIO NPOLEHTA
nauneHToB: oT 56% po 82,3%.

1. Fallon et al. Management of cancer pain in adult patients: ESMO Clinical Practice
Guidelines. Ann Oncol. 2018 Oct 1;29(Suppl 4):iv166-iv191

POCCUICKAA ACCOLIMALMA




NMAUMEHTBI CTPAOAKOWNE BOJIEBBIM CUMHOPOMOM

MayueHTbI Konunyectso Ctpapganu 6onesbim CMHAPOMOM % oT 06Lero KonnyecTsa
Il KnmHnyeckaa rpynna 1194 736 62
IV KnnHnyeckasa rpynna 1396 1230 88

Il KhmHuyeckasa rpynna (n - 736)

Mono4yHasn Kenesa 138 11,6%
[NpeacrtaTenbHan Kenesa 81 6,8%
Tpaxes, 6poHxun, Nnérkoe 79 6,6%
LLleMKa MaTKKU, Te/I0 MaTKU, ANYHUKU 78 6,5%
Essx)iamgef;oe coeiIMHEHMe, aHyC 62 5,2%
Kenynok 42 3,5%
Oboa04Has K1LLIKA 39 3,3%
[MoyKa 25 2,1%
MNopgrKenynodHan »kenesa 17 1,4

Y Hosukos I'.A., BeeaeHcKas E.C., 3eneHosa O.B., Baiicman M.A., Pygoii C.B., Manexos A.B., NMoakonaes [.B., Abpamos C.U., .
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JIEMEHWE BOJIEBOI'O CUHOPOMA

MHTEHCMBHOCTb BOJIEBOIO CUHAPOMA Y NALMEHTOB Il K/IMHUYECKOW FPYMIb

MHTEeHCUBHOCTb 6011 B %

N, 45%
Il KnHnyeckaa rpynna (n - 736) Cnabas bone _ 20.7%

Bannbl LUBO Ron-so %
nauueHToB
0 — net 6onu _ _ YmepeHHas 60nb
1 - cnhabasa 6onb 331 45,0
2 — ymepeHHas 6onb 327 44,4
CunbHana 6onb
3 — cunbHana bonb 73 9,9
4 — HecTepnumasn 6onb 5 0,7

Hectepnumas 6osb

0 5 10 15 20 25 30 35 40 45 50

B || KAMHMYecKaa rpynna H |V KAanHnyeckaa rpynna

Y Hosukos I'.A., BeeaeHcKas E.C., 3eneHosa O.B., Baiicman M.A., Pygoii C.B., Manexos A.B., NMoakonaes [.B., Abpamos C.U.,
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@ POCCHICKMIA YHUBEPCUTET MEAMLIMHb beccoHoB A.l., bynrakosa W.E., 3onotbix T.M., MBaHoB A.B., MnpoHuyeHko M.H., LLaimapgaHos W.B., LWaiTaHosa H.10. 2018 - 2019r. NAMATUBHOMN MEAVLIAHBI
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WHHOBALIUA

COBPEMEHHbIE TEHOAEHUWW MOBbILLEHWA BE3SONMACHOCTN UCMNOJIbSOBAHUA ONMMONAHbBIX
AHANBIETUKOB MNMPU COXPAHEHWW TEPAMEBTUYECKOIO NOTEHUMANA*

* Co3paHme HOBbIX NPEenapaTos C yayyweHHbim npodunem 6e3onacHOCTU

* Co3paHue neKapcTBeHHbIX popm, NPenATCTBYIOLWMUX Hele/1IeBOMY NPUMEHEHMUIO

* Co3pgaHne KOMbMHMPOBAHHDbIX NPENapaToB, coAepXKanx ONMOUA-aroHUCT C BbICOKUM
aHaNbreTMYeCKMM NOTEHLMAIOM U ONUOUNA-aHTAaroOHUCT, 610KMpYyowmin nepudepuyeckue
onuaTtHble peuentopbl XKKT

* Co3paHMe HOBbIX TEXHONIONMU, NPENATCTBYIOLWMX 3/10ynOoTpeb1eHnto unmn Heuenesomy

npumeHeHno onmonaos

(DETERx™, Small Molecule Delivery, BIO-MD™ Prodrug Technology)

* - Mercadante S., Porzio G., Gebbia V. New opioids. J Clin Oncol. 2014 Jun 1;32(16):1671-6; NuyennHues M B. KOMBUHUpPOBaHHbIE

npenapaTbl CoOAep Kallme onMaTbl U AaHTAarOHUCTbl ONUATHBIX PeLEenTOpPOB B NOBbIWEHUM 6€30MacHOCTM Tepannumn MHTEHCUBHOM 6oaun

Bpau 2012 11:38-42; Smith H.S. Combination Opioid Analgesics. Pain Physician 2008; 11:201-214; Raffa RB, Pergolizzi JV Jr.

Opioid formulations designed to resist/deter abuse. Drugs 2010;70(13):1657-1675; Webster L. Update on abuse-resistant and

abuse-deterrent approaches to opioid formulations. Pain Med 2009;10(S2):5124-S133 * Ahmedzai et al. Eur J Cancer. 1995; 31A Suppl 6():52-7.



WHHOBALIUA

BUAObI ONMOMAOHBbIX PELUENTOPOB

PeuenTtop MNoaTun PacnonoxeHue PyHKUUA
MO (M) b1, y2, u3 |+ ronoBHOM MO3r M1
MOP * Kopa (crowm Il n IV) * aHanbresus; puamyeckas 3aBUCUMOCTb
s Tanamyc M2:
* CTPMOCOMbI * andoopus; pusnyeckasi 3aBUMCMMOCTb
*  OKOI0BOZOMNPOBOOHOE Cepoe BELLECTBO * YrHeTeHue OblXaHus
*  CMWHHOM MO3r *  MWO3
* CTyAeHuUcToe BellecTBO » ocnabneHue nepuctanbTukm XXKT
* nepudepunyeckme 4yBCTBUTENbHbIE HENPOHbI M3:
*  KenyaoYHO-KULLEYHbIN TPaKT * HeusBecCTHa
aenbta (0) 01, 02 * TOSIOBHOM MO3r (84p0 MOCTa, MUHOAnNeBngHoe Terno, * aHanbresus
DOP 3puUTENbHbIN BYrop, rnybokne cnou Kopbl) * aHTMagenpeccaHTHble aPdeKTbI
* nepudepunyeckme 4yBCTBUTENbHbIE HENPOHbI *  (pusmyeckasi 3aBUCUMOCTb
kanna (K) K1, K2, K3 * TOSIOBHOM MO3r * AHanbresud
KOP * [wnotanamyc  Cepauus
*  OKONOBOAOMNPOBOAHOE Cepoe BeLleCTBO * Mwuos
e orpaga * yrHeTeHue BblpaboTkm ALl
*  CIMMHHOW MO3r * [ucdopus

* CTYOEHUCTOE BELLECTBO
* nepudgepunyeckne YyBCTBUTENbHbIE HENPOHDI




NENTUAHBLIE AHAJILIETUKU : BOSMOXHOCTHU, NPEMMYLLECTBA

MenTuabl - yHUKaNbHbIM Knacc papmaLeBTUYECKUX COEAMHEHUN, ABNAACD BHYTPEHHMMU CUTHANIbHBIMU MOJIEKY1AMU AN1A
MHOTMX GPU3NONOrNYECKUX GYHKLUMIN, OTKPbIBAIOT BO3MOXKHOCTb A1 TepaneBTUYECKOro BMeLIaTeIbCTBa, KOTopoe
«MMUTUPYET» eCTeCTBEHHbIE PeryIATopHble MeXaHU3Mbl.

Ocobbin MHTEpec npeacTasaAaeT cobom rpynna NnenTmaoB ABAAOWMXCA NPOU3BOAHbIMU
AepmopoduHa H-Tyr-D-Ala-Phe-Gly-Tyr-Pro-Ser-NH2

[MUNOTHbIE 3KCMEPUMEHTbI BbIABU/IN BblPaXKEeHHYH aHaIbreTUYECKYH aKTUBHOCTb
TeTpanentuaa H-Tyr-D-Arg-Phe-Gly-NH2 t1po3un-D-apruHun-edeHmnnanaHnun-rnmumH amua obnagatollero 4oCTaTouHOM
CTabUNbHOCTbIO COEAMHEHMA U BbICOKOWN cenekTuBHoM apduHHOCTLIO K Ul peuentopam (npenapat TadanruH).

O6e36o0nuBalowme nenTuAbl CTasau HOBOM CTpaHULEN B 06e360n1MBaHUN.

* Yaksh TL, Woller SA, Ramachandran R, Sorkin LS. The search for novel analgesics: targets and mechanisms. F1000Prime Rep. 2015 May 26;7:56. doi: 10.12703/P7-56.
PMID: 26097729; PMCID: PMC444 Lau JL, Dunn MK. Therapeutic peptides: Historical perspectives, current development trends, and future directions. Bioorg Med Chem.
2018 Jun 1;26(10):2700-2707. doi: 10.1016/j.bmc.2017.06.052. Epub 2017 Jul 1. PMID: 28720325.

* Bagheri-Ziari S, Shahbazzadeh D, Sardari S, Sabatier JM, Pooshang Bagheri K. Discovery of a New Analgesic Peptide, Leptucin, from the Iranian Scorpion, Hemiscorpius
lepturus. Molecules. 2021 Apr 28;26(9):2580. doi: 10.3390/molecules26092580. PMID: 33925223; PMCID: PMC8124257 7049.



MEXAHWU3MbI AEUCTBUA N DPAPMAKOKMHETUYECKUE XAPAKTEPUCTUKU

NIN-Ne(001039)-(PT-RU) ot 19.07.2022

MHH: Tupo3sun-D-aprmHnn-deHnnanaHua-ramumH ammaa
NEKAPCTBEHHAA ®OPMA:

PacTBop 415 NOAKOXKHOro BBeAeHus, 4 mr/mn
dapmakoTepaneBTUYECKaA rpynna:

npoYre aHaNbreTUKU N aHTUNMNPETUKN

Kopg ATX: NO2BG

BbicokocneuudunuHbiiM aroHUCT pl-onnonaHbix
peuentopos

B3anmoaencTByeT Kak c nepudpepuruyecknmm,
TaK U LEHTPAIbHbIMKM peL.enTopamm, ogHAKO
NPENMYLLLECTBEHHO AENCTBYET Ha CNMHANbHOM
YPOBHe.

BbicTpaa abcopbuua n 6bictpoe goctnkeHne Cmax
B N/J1a3me KPOBM NPu NOAKOXKHOM BBeAeHUU (MeHee
30 MMH), yTO obecneymBaeT CKOPOE pa3BUTUE
KIMHM4YecKoro adpdekTa

Ocobble mepbl NPeAo0CTOPOXKHOCTU NPU XPAHEHUN: XPAHUTb U
nepeBo3nTb B xonoaunbHuKe (2-8 °C) B opurmHanbHOM nayke. He
3aMOpaKmMBaTb.

Cpok rogaHocTK: 2 roga

AKTUBMPYET aHTUHOLMLLENTUBHYIO cuctemy (uepes
TOpMOXXEeHMe KanbLueBbiX KaHaNOB)

HapylaeT meKHeMpoHHyto nepeaavy 601eBbiIx
MMMYNbCOB Ha Pa3nnYHbIX YPoBHAX LLHC 1 nameHaer
WHTEHCMBHOCTb BOCNPUATUA 60N, BO3AEMNCTBYSA HA
BbICLUME OTAENbI TONOBHOIO MO3ra.

UHTeHCUBHOE pacnpepenieHne He TONbKO B
KPOBAHOM pyc/nie, HO U B nepudepudeckmx TKaHax

BbicTpoe BbiBeaeHMe U3 opraHu3ma
OTcyTCTBUE KYMYNALMKU B OPraHM3me



TA®ANTUH - UHHOBALIMOHHbLIA OTEYECTBEHHbIW AHAJTIBIETUK

NIN-N2(001039)-(PT-RU) ot 19.07.2022

BNATOOAPA NENTUAHOW NPUPOAE AKTUBHOIO BELLIECTBA MPEMAPAT:

* He HakannuBaeTcA B OpraHnsme

* He HapylaeT ecTecTBEHHOro npouecca geceHcMbruansaumm n BOCCTaHOBIEHUA
peuenTopoB Nocae akTUBaLuu

 (O6naaaeT BbICOKOM yAeNbHOW aKTUBHOCTbIO BELLECTBA

* (OkKa3blBaeT MMHUMA/IbHOE B/INAHME HA cepaeyHo-cocyamnctyro
N AblXaTeJIbHYIO CNCTEMDI

e JlemoHCTpUpyeT oTcyTCTBME 3NPOPUYECKOTO AENCTBUA, PU3NYECKOTO U
MCUXOJIOTMYECKOTro NPUBbIKAHMA

¢ ,ﬂ,GMOHCTpMpVET OTCyTCTBUE PA3BUTUA TONEPAHTHOCTU K aHTUHOUMNLLENTUBHOMY
|£|,€V|CTBI/|I-O NP1 MHOIFOKPAaTHOM BBEAEHNU

° O6na,£|,aeT HU3KMM HAaPKOTe€HHbIM NOoTEHUMNATOM NMPN MHOTOKPAaTHOM BBeAEHUU



HABNKOAOATEJ/IbHAA MPOrPAMMA «HUKUTA»

POCCUNCKAA MYNbTULIEHTPOBAA NPOCMNEKTUBHAA HAB/IIOAATENIbHAA MPOTPAMMA PETMCTPOBOIO TUNA

HelAHTepBEeHUWOHHbIE

KanHunyeckue

ccnepoBaHuA

TAdanrmnHa

' <. MAAH
tOOATENIbHOM NMPOrPAMMDbI

M lgOBCDCDEKTHBHOCTVI BE3OMACTHOCTU MPEMAPATA
,b«‘f‘ ({A%FVIH B PEA/IbHOMN KNMHUYECKOW NPAKTUKE

(30HTUMMYHBIN)

MWH: Tupo3un-D-apruHun-beHnnanaHun-rAMunuH ammaa
Homep: TAF-001
HaseaHue HabnwaarenbHou nporpammbl: "HUKUTA"
(«HeUHTepBeHUMoHOe KnuHnueckoe UccnepgosaHne TAdanrnHa»)

X = O (Hmkl-mu Hosropo,
O Cvlmcpepono.nb) A . //// ‘ ’ - O (Mo ﬁap ona

OcHOBHa#A uenb:

MOHVITOpVIHF dHa/ibretTu4eckoro ,D,el)'lCTBMﬂ n 6esonacHocTH npenaparta

TadanrnH® B ycnoBuaAxX peanbHOM KINHUYECKON NPAKTUKM.

45 nccnepoBaTtenbCKUX LeHTpoB B 19 ropoaax. (n= 1576)
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U3 HMX, nocneonepaumnoHHoe obesbonusaHue (n=887).
JleueHue 60nun npu NIT (n=20). JleueHue 60nun npu XT (n=59)



HABNKOAOATEJ/IbHAA MPOrPAMMA «HUKUTA»

3ODEKTUBHOCTb OBE3E0/IMBAIOLLLENA TEPAMUW Y MALIMEHTOB MOC/IE NYYEBOW TEPAMNUN

Bpema goctuKeHna makcmmanbHoro spdekta— 21,3 £ 16,0 muH, Me 13,5

Bpemsa noaaepaHma makcumanbHoro obesbonunsatowero apdpekra- 487 £ 320 muH, Me 360

[lons naumeHToB, OTBETUBLLUUX Ha 0b6e3bonmBatouLyto Tepanuto TadanrmHom® - 100 %.

[locTaToO4YHbIN ypoBeHb 06e360nmnBaHMA -y 85 % naumeHToB
(6onb He npesbiwana 3 6asaa vyepes 1 y nocne BBegeHUsa TadanrnHa® ).

YOB/IETBOPEHHOCTb OBE3E0/IMBAIOLLEEM TEPANUU Y NALUMEHTOB NOCE /TYYEBOM TEPANUU

85% Bpayeun yaosneTsopeHbl Tepanmen TapanrmHom,

n3 H1Ux 50% oueHnnun Tepanuio Ha oTanyHO, a 10% Ha xopowo

80% nauneHToB bbl/IN YAOBNETBOPEHDbI TEPANUEN,
13 HUX 45% oueHnnum Tepanuto Ha oTan4Ho, a 10% xopowo

* PesynbTatbl HabntoaatenbHo nporpammbl HUKUTA «HellHTepBeHUMOHOro KanMHuyeckoro ViccnegoBaHua TadanrmHa»



HABNKOAOATEJ/IbHAA MPOrPAMMA «HUKUTA»

NAUMEHTbI MOCNE IYYEBOW TEPANUU
NEPEHOCMMOCTb OBE350/IMBAHMA Y MALMEHTOB NOC/IE IYYEBOW TEPAMUU

OTAMYHAA NepeHoOCMMOCTb Tepanmu npenapaTtom TadpanrmnH

y 70% naumneHToB nocse Ny4eBow Tepanmu
HEXXENATENbHbIE PEAKLWW NMPU OBE3E0/IMBAHUN Y NAUMEHTOB NOC/IE IYYEBOW TEPANMUU

HekenatenbHblie peakumm oTmeyeHbl y 3 nauneHTos (15%)

[lepeyeHb HexKenaTebHbIX PeakLuui:

— JlomoTa B cycTaBax
— CyxocTb Bo pTYy (MaumeHT nony4an AJ1T Ha opodaumnasnibHYIO 30HY)

* PesynbTatbl HabntoaatenbHo nporpammbl HUKUTA «HellHTepBeHUMOHOro KanMHuyeckoro ViccnegoBaHua TadanrmHa»



HABNKOAOATEJ/IbHAA MPOrPAMMA «HUKUTA»

NAUMEHTDI, MONYYHAKOWHWE XUMWNOTEPATIUIO HA MOMEHT TEPANNN TADAITUHOM

Bcero 59 nauwueHToB, Y 59 nayueHToB 56 conyTcTBYlOLWMX 3aboneBaHUM
40 »KeHWwMwuH (67,8%),
19 My3KuMH (32,2%). PecnupaTtopHble 3aboneBaHusa: 6poHxManbHaA acTMa,

XpOHMYecKkaa ob6CcTpyKTnBHaa 601e3Hb IerKnx

lNcuxunueckoe 3popoBbe: Aenpeccusn,Tpesora,

NOCTTPaBMaTUYECKOE CTPECccoBOe paccTponcts, pobum
MpuunHa 6onu CaxapHbii1 gnaber

- 33 CeppeuyHo-cocyguctble 3abonesaHun: NBC, cepaeyHan

HeAoCTaToYHOCTb, MM B aHamHese

LlepebpoBacKkynsapHblie 3a6oneBaHUA: XPOHMYECKan

CpeaHwnmn Bo3pact -60,3x 12,3 ner;
CpeaHunt UMT - 26,7 14,2 Kr/m?

30

25

20 15 MLEeMWA FOI0BHOIO MO3ra, MHCYNbTbl B aHaMHese
o 11 f13BeHHana 60s1e3Hb
10
5 . HapyweHusa nepudepuueckoro KposoobpaleHus
0

BOl'Ib, KaK peakuuAa Ha HeI'IOCpeACTBeHHO OCNOXXHEeHUA OCHOBHOTO

XMmmnortepaneBTn4eckoe OCHOBHOe 3aboneBaHune 3aboneBaHuA
neyeHume

* PesynbTatbl HabntoaatenbHo nporpammbl HUKUTA «HellHTepBeHUMOHOro KanMHuyeckoro ViccnegoBaHua TadanrmHa»



HABNKOAOATEJ/IbHAA MPOrPAMMA «HUKUTA»

3ODEKTUBHOCTb OBE3E0/IMBAIOLLLENA TEPANMUW Y MALIMEHTOB B MPOLECCE XMMWOTEPAMUU

Bpemsa agoctuxeHns makcumanbHoro a¢pdekta — 53,3 £ 51,3 mmuH, Me 40

Bpems noageprkaHma makcmmanbHoro obesbonmsatoutero apdekra-347,3+ 337 muH, Me

[lons naumeHToB, OTBETUBLUNX Ha 0be3bonmsatouLyto Tepanuto TadanrmHom® - 76,3 %

JlocTaTouyHbIN ypoBeHb 06e36onmBaHmA —y 72,9 % naumeHToB
(6onb He npesbiwana 3 6anna yepes 1 4y nocne BBegeHUa TabanrnHa®)

YOOBNETBOPEHHOCTb OBE3E0/IMBAKOLLEN TEPAMUW Y MALMEHTOB B MPOLIECCE XMMUOTEPANUU

67.8% Bpayen oueHnnn Tepanmio TagpaarmHOM Ha OTIMYHO U XOPOLLO,
11.9% - ynosnetsoputenbvHo, 11.9% - HeyaosnetTsoputenbHo, 8.4% - 3aTpyAHU/IUCb OTBETUTb

67.8% nauneHToB oueHnIN Tepanunto TapanrMHOM Ha OT/IMMHO U XOPOLLIO
11.7% - ynosnetsoputenbHo, 16.9% - HeygosnetTBopuUtenbHo, 3.6% - 3aTPYAHUNNCL OTBETUTL

* PesynbTatbl HabntoaatenbHo nporpammbl HUKUTA «HellHTepBeHUMOHOro KanMHuyeckoro ViccnegoBaHua TadanrmHa»



HABNKOAOATEJ/IbHAA MPOrPAMMA «HUKUTA»
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* PesynbTatbl HabntoaatenbHo nporpammbl HUKUTA «HellHTepBeHUMOHOro KanMHuyeckoro ViccnegoBaHua TadanrmHa»



HABNKOAOATEJ/IbHAA MPOrPAMMA «HUKUTA»

BUAObl ONEPATUBHbIX BMELUIATENIBLCTB (N=887)

[MHeKonormndyeckne onepaumn Iy 254
OpToneauyeckue onepaumm, TpaBmMmbl 1 paHbl I 233
ABaomuHaNbHble onepaumy I 134
TopaKanbHble onepaunmn I 129
Yponornyeckue onepauuy N 51
Onepauynn Ha HepBax, cocyagax, n ap M 30
Onepaynn Ha NPAMOMN KULLKe I 30

Onepauynu Ha ronose u LWee M 26

-30 20 70 120 170 220 270

B Konunyectso

* PesynbTatbl HabntoaatenbHo nporpammbl HUKUTA «HellHTepBeHUMOHOro KanMHuyeckoro ViccnegoBaHua TadanrmHa»



HABNKOAOATEJ/IbHAA MPOrPAMMA «HUKUTA»

3ODEKTUBHOCTb OBE3E0/IMBAIOLLIEM TEPAMUWM Y NALUMEHTOB B MOCNEONEPALUMOHHOM MEPNOAE

B 7

\ D{U,OU‘] D<U,UO1
[

CpepnHee 3Ha4eHWe
CpegHee 3Ha4YeHWe

P

0o 15 MWH 30 MuH 45 MWH 1 vac 2 yaca 4 vyaca 4o 15 MuH 30 MuH 45 MiH 1 vac 2vaca 4 vaca
Bpems Bpems

Cronbusl owmbok 95% AoBEpUTENLHLIN HHTEPEAN Cronbupl ownbor: 95% gosepuTentHLIl MHTEpBanN

CTaTUCTMYECKM 3HAYMMOE CHUXKeHUe 6onum K 15 muH nocne nHbekummn npenapata Tapanrmn® (p<0,001).

Yepes3 1 y 60/1b B NOKOE U NPU ABUKEHUU CHUMKANACb OT CPeAHEeN CTENEHN MHTEHCMBHOCTU, A0 cnabon 6onun.

* PesynbTatbl HabntoaatenbHo nporpammbl HUKUTA «HellHTepBeHUMOHOro KanMHuyeckoro ViccnegoBaHua TadanrmHa»



HABNKOAOATEJ/IbHAA MPOrPAMMA «HUKUTA»

3ODEKTUBHOCTb OBE3E0/IMBAIOLLEN TEPANUW Y MALIMEHTOB B MOCNEOMNEPALIMOHHOM MEPUO/AE

Bpema goctuKeHna makcmmanbHoro apdekrta - 40,4 £ 27,4 muH, Me 30

Bpemsa nogaep:xaHna makcmmanbHoro obesbonmsatowero apdekra- 262,6 £ 137,2 muH, Me 240

[lons naumMeHToB, OTBETUBLLUNX Ha 0be3bonmsatouLyto Tepanuto TadanrmHom® - 96,5 %

[locTaTo4HbIN ypoBeHb 0be36o0nmnBaHuA -y 88,5 % naymneHToB
(6onb He npeBbiwana 3 6asaa vyepes 1 y nocne BBegeHmA TadbanrnHa®)

YAOBNETBOPEHHOCTb OBE3E0/IMBAKOLLEN TEPAMUK Y MALIMEHTOB NOC/IE JIYYEBOW TEPANUU

83.3% Bpayen oueHnnn sbdeKTUBHOCTb Tepanumn TadbanrMHOM Ha XOPOLLO U OT/IMYHO

84,3% nauneHToB oueHUAN 3PPEKTUBHOCTb Tepanumn TadanrMHOM Ha XOPOLLO U OT/INYHO

* PesynbTatbl HabntoaatenbHo nporpammbl HUKUTA «HellHTepBeHUMOHOro KanMHuyeckoro ViccnegoBaHua TadanrmHa»



HABNKOAOATEJ/IbHAA MPOrPAMMA «HUKUTA»

MOHUTOPWUHI AHANIBIETUYECKOTO AEVACTBMA NPENAPATA TAGANITNH®
B PAHHEM NOCNEONEPALMOHHOM NMEPUOAE

MEPEHOCUMOCTb OBE3BOJ/IMBAHNA

[To MHEHWIO Bpayen NepeHOCMMOCTb Tepanuun bbina xopolwen nam otTanm4yHom y 95% naymeHTos

HEXRENATE/IbHBIE PEARKUWWN TTPU OBE3BOJ/IMUBAHNI

HekenatenbHbie peakumm otmedann y 58 naumeHTtos (6,5%)

[lepeyeHb HeXKenaTebHbIX peakuni:
CO CTOPOHbI HEPBHOW cucTemsbl (24), cepae4yHO-CoCyaNCTOM cucTeMbl (24), *enyao4yHo-
KMweYyHoro TpakTa (12); obwme HapyLweHua n mectHble peakumm (11); KoxKHbie NpoABAEHUS
N MeCTHble peakuuu (3), wym B ywax (1), 3aTpyaHEHHOE AbixaHue (1)

Hanbonee 4yacto BCcTpeyatowmecsa HexenatesibHble peakuuu:
HEe3HaYMMOoe CHUXKEHMe apTepuanbHoro aasnenma (1,7 %),
ronoBoKpyrkeHue (1,0 %), uysctBo xapa (0,8%), TowHoTa (0,7%)

* PesynbTatbl HabntoaatenbHo nporpammbl HUKUTA «HellHTepBeHUMOHOro KanMHuyeckoro ViccnegoBaHua TadanrmHa»



OPI'AHN3AUNOHHO-METOAOOJIOI MYECKHWE MNMOAXOObI

[MPOPbIBHAA BOJ1b

Mo pe3ynbTaTam nccnenoBaHuim akcneptoB Delphi (2016)* onpeaeneHo, 4to
npopbiBHasA 60/1b - BpemeHHoe obocTpeHne 6011, BO3HMKAOLWEE Y NALMEHTOB
CO CTAabUNbHOM M aleKBAaTHO KOHTPOAMpPYyeMon GOoHOBOMN B0O/IbIO, KOTOPYIO
HeobsA3aTeNbHO IeYNIN ONNOUAAMMU

* Lohre ET, Klepstad P, Bennett Ml et al. From "breakthrough" to "episodic" cancer pain? A European association for
palliative care research network expert Delphi survey toward a common terminology and classification of transient cancer
pain exacerbations. J Pain Symptom Manage 2016; 51: 1013-1019.

23—90% OHKONOrMYEeCKMUX BONbHbBIX 3MN304NYECKN UCTbITbIBAIOT T.H. «NPOPbIBbI» U/UN
TPaH3UTOPHble 0boCTpeHMA 60N, HaKNaAbIBAOLLIMECA HQ OCHOBHYIO 60/ib,
TEPNUMYIO MU aeKBAaTHO KOHTPOIMPYEMYIO

(Caraceni, Zecca, Martini, & DeConno, 1999; Fine & Busch, 1998, Gomez-Batiste
etaf., 2002; Portenoy, Payne, & Jacohsen, 1999; Zeppetella & Ribeiro, 2002).



NEPCNEKTUBbI NPUMEHEHUA TADA/ITUHA NMPU NPOPbIBAX BOJIU

/IN-N2(001039)-(PT-RU) ot 19.07.2022

MHH: Tupo3sunn-D-aprmHmnn-beHnnanaHuN-rMymH ammaa
NEKAPCTBEHHAA ®OPMA:

PacTBop 415 NOAKOXHOro BBeAeHUs, 4 mr/mn
dapmaKoTepanesTUYeCcKas rpynna:

npoyYmne aHaNbreTUKM N aHTUNUPETUKN

Kop ATX: NO2BG

BbicokocneyuudunuHbliM aroHUCT pl-onnonaHbix

peuenTopos

B3anmopeincteyeT Kak ¢ nepudepuyeckmmu,
TaK U LEeHTPa/IbHbIMM peLenTopamm, ogHaKo
NPEeMMyLLECTBEHHO AENCTBYET Ha CMNHA/IbHOM
YpOBHe.

BbicTpaa abcopbuma n 6bictpoe goctnkeHne Cmax
B NJ1a3Me KPOBM MNP NOAKOKHOM BBeAEHUN (MeHee
30 MmnH), 4TO 0becneymBaeT CKOpoe pa3BUTHE
KNUHMYECKoro apdekKTa

Ocobble mepbl NPesoCTOPOXKHOCTU NPU XPAaHEHUN: XPAaHUTL U
nepeBo3nTb B xonoaunbHuKe (2-8 °C) B opurmHanbHOM nayke. He
3aMOpaKmMBaTb.

Cpok rogaHocTu: 2 roga

AKTUBUpPYET aHTUHOLMLENTUBHYIO cuctemy (uepes
TOPMOX<eHUue KanbLneBbiX KaHaN0B)

Hapywaet mexXHenpoHHyo nepeaayvy 6o1esbix
MMMYNbCOB Ha Pa3nYHbIX YpoBHAX LLHC 1 nameHaer
WHTEHCMBHOCTb BOCNPUATUA BON, BO3AENCTBYSA HA
BbICLUME OTAENblI TONOBHOIO MO3ra.

UHTeHCUBHOE pacnpepeneHne He TONbKO B
KPOBAHOM pyc/ie, HO U B nepudepudeckux TKaHAX

BbicTpoe BbiBeAeHUe U3 opraHu3ma
OTCcyTCTBUE KYMYNALUM B OpraHU3me

MexaHu3mbl AencTBua U papMaKOKUHETUYECKME XapaKTEPUCTUKM NpenapaTta No3BONAIOT
NpeanoNOXUTb BO3MOXKHOCTb B nepcnektuse npumeHeHnsa TAGAJITMHA npu npopbiBax

bonu



OPI'AHN3AUNOHHO-METOAOOJIOI MYECKHWE MNMOAXOObI

NEYEHWE BOJIEBLIX CMHOPOMOB Y OHKOJIOM'MYECKMX NMAUMEHTOB

IV KnnHunueckasa rpynna

Il KnnHnueckas rpynna

Anua C A4O0KAa3aHHbIMW 3/TIOKAYE€CTBEHHBIMU OMNYXOJIAMM,
KOTOpPble Nognexat pagnkaibHOMy 1e4eHUIO.

MpuumnHbl 602N

Bo3aencTBme onyxoim Ha CTPYKTYPbl M TKAHW OpraHM3ma
MpoBeaeHWe NPOTUBOOMYXO/IEBOrO JIEYEHUA
Mob6oyHble 3pdeKTbl NPOTUBOOMNYXONEBOIO IEYEHUSA

boneBoii cuHgpom

[o, B npouecce n HEKOTOPOE BPeMS
noc/sie NPOTUBOOMYXO/IEBOTO IeYEHUA

JleueHune 60neBoro cMHApPOMaA

Bpauun — oHKONOrN:
— OHKOXMpypru

— JlyyeBble TepanesTbl
— XnmnoTtepanesTbl

NNuUa, KOTOpble HE NoANeXaT
cneynasibHoOMyY NpoTMUBOONYyXOJs1IEBOMY JIEHYEHUIO,
HO noanexat NaninatmnBHoOMy ne4eHuto.

MpuunHbI 602N

3anyuieHHble popMbl OMYX0/1IeBOro NpoLLecca
MporpeccnpoBaHne onyxoaeBoro npoLiecca
FeHepanun3aLma onyxonesoro npoLecca

XpoHuuecknii 6oneson CMHAPOM

OT MOMEHTa NPOrpeccupoBaHmMA ONYyX0EeBOro
npouecca A0 $pMHaNbHOro Ucxoaa

JleyeHune xpoHUYeECKOro 6onesoro CUHApOMa

Bpaun — oHKONOIM
Bpaun — cneunanmctol NaNANATUBHOM

MeAUNLMHCKOM NoOMOoLLM

TadanruH — 310 apdeKkTnBHOE N He3onacHoe, He UMeloLLLee 3apybekHbIX aHa/IoroB, IEKAPCTBEHHOE CPECTBO

ANAa Tepannun 6onu pa31'll/|‘-IHOl7I MHTEHCUBHOCTUN Y OHKOJ1IOTUYECKUX N HEOHKOJZTIOTMYECKUX NaUNEHTOB.

A
m GrEQy BO MUHIAPABA PO HoBukoB I.A 1 coaBT. 2022 — 2024 r.r.

POCCUMCKUIA YHUBEPCUTE MEANUNHBI
e !
SAN!

POCCUICKAA ACCOLIMALMA
NANJIMATUBHOW MEAULIMHBI




[MpodeccnmoHanbHble KOMNETEHLUMM NO KOMMNAEKCHOW OLEHKE
n onpeaeneHnro TaKTUKKU nevyeHns 6oau

Bpay-cneumnanncTt 4oNXKeH:

— 3HaTb 3TUONOTUIO, NAaTOreHes U NPUHLKMNbI 1eveHns 6oaun
— MOHMMaTb 0OCOBEHHOCTU Pa3/INYHbIX BUA0B 60NEBbIX CUHAPOMOB
— YMeTb Ha3Ha4YnTb cooTBeTCTBYIOLWEee 3pdeKTMBHOE NPOoTMBOOONEBOE /leYeHue

TeopeTnyecKkmne 3HaHMA U NPaAKTUYECKUE HaBbIKN 3PPEKTUBHOM Tepanum 6oseBbIxX
CMHAPOMOB, NO3BO/ISIET BbIOPATb METOA IeYEeHUA, COOTBETCTBYHOLLMN KOHKPETHOM
KIMHUYECKOMN CUTYaUUN U MHAUBUAYANbHbIM OCOBEHHOCTAM NMauMeHTa

o

@ dreoy BO MUH3PABA PO POCCUICKAA ACCOLIMALMA
Y POCCUMCKUIA YHUBEPCUTET MEAMLMHDI NANTMATUBHOW MEONUNHBI
4, "

L
[




TAPA/ITUH nogneUT AONONHUTE/IbHOMY MOHUTOPUHTY.
v 9TO N03BO/UT ObICTPO BbIABUTb HOBYIO MHPOPMaLUIO NO
6e3onacHocTM.

Mbi o6palwaemca K paboTHMKam cuctembl 34paBOOXPaHEHUA U NALLUEHTAM C
npocbbou coobwatb 0 N06bIX NOA03pPEBAEMbIX HEXKENaTe/IbHbIX PpeaKuUax
npu NnpumeHeHnn npenaparta Tadanrun:

* [lo aneKkTpoHHOMY agpecy: pharmacovigilance@sotex.ru

* [lo TenedoHy «ropaven AMHUM» (3BOHOK No Poccum becnnaTHbIN):
8 800 250 48 25

* [o TenedpoHam mockoBckoro opuca (c 9.00 go 18.00 MCK):
+7 (495) 2311512 (gon. 27-09) uaun (pon. 27-99)


mailto:pharmacovigilance@sotex.ru

Henb3a cogsopumb «Mbl»,
- Ko2da cmouwb 8 CMOpOHe.

L H »

CNHACMBO 3A BHUMAHWE!



