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FOCYODAPCTBEHHOE 3AOAHNE M3 P® Ne 056-00149-18-00

®reO0YBO MI'MCY nm. A.N. EBOOKMMOBA Ha 2018 — 2020 rogp!
«PA3PABOTKA COBPEMEHHbIX TEXHONTIOT M MANNMATVBHOW MEAULIMHCKOW MOMOLLM HEUSTEYNMbIM OHKONOMMYECKMM BOMbHbBIM»*

OLEHKA QOPEKTUBHOCTU N BE3OINMACHOCT METOOOB ANATHOCTUNKA
N KOHTPONA MNATONOMNMYECKMX CUMMTOMOB Y OHKONOTMYEMCKMX BONbHbLIX
n,= 2 590 (nauuneHTsl); N,= 2 590 (Bpauu)

Il KnuHnyeckas rpynna (n - 1194) IV KnuHunyeckaga rpynna (n - 1396)
nvua ¢ gokasaHHbIMU 31TI0Ka4Y€CTBEHHBIMU OMYXOSSIMMU, nvua, KoTopble He nognexar cneumanbHOMy NPOTMBOOMNYXONEBOMY
KOTOpble noanexaT pagukanbHOMY JTEYEHUIO. fleYeHunto, HO noanexar nannaTMBHOMY JIeYEHNIo.
BospacTt nauneHTOB BapbupoBan oT 22 1o 95 ner. BospacTt nauneHTOB BapbupoBan oT 22 1o 97 ner.
CpeaHuin Bo3pacT naumMeHToB 62 roga. CpenHuin Bo3pacT naumMeHToB 65 nerT.
KonnyecTtBo Myxu4uH: 495 KonnyecTtBo MyX4uH: 672
KonnyecTtBo XeHLuH: 699 KonnyecTtBo XeHLKnH: 724

OUEHKA BPAHAMU HANUYNA BOJTN Y NMAUMEHTOB

Hanunune y naumeHToB OTAaneHHbIX METACTa30B:
34,44% (Clgge,: 32,69%-36,14%) - npu nocTaHOBKe AnarHosa, 51,51% (Clgsge,: 49,30%-52,93%) - Ha MOMEHT onpoca

Obuwasa gons naumeHToB ¢ 60neBbIM CUHAPOMOM:
pasnuyHon nHTeHcuBHOCTU — 70,99% (Clggy,: 69,32%; 72,62%)

[ons nauneHToB ¢ 601eBbIM CUHOPOMOM:
cpeaHen n cunbHOM MHTEHCUBHOCTUN — 33,95% (Clgg,, (32,29%-35,73%)

Y Hosukos l'.A., BeeaeHckan E.C., 3eneHosa 0O.B., Baiicman M.A., Pygoli C.B., Manexos A.B., Moakonaes [.B., Abpamos C.U.,
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AlNMMOEMUNOJION A BOJTI OHKOJIOT MHECKOI'O NEHESA

NALUMEHTBI CTPAOAKOT BOJIbHO:

59% npu npoBegeHUN paaukanbHOro nevyeHud
33% nocrne npoBeaeHnsa neyvyeHuns

64% npu reHepanmn3aynm onyxonm

He meHee 30% nauueHTOB UCMbITbIBAKOT YMEPEHHYIO N CUSTBbHYIO
bonb, TpebYOLLY0 HAa3HAYEHUSA ONUOUAHbLIX aHaNbreTUKOB

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



OVNATHOS3bI 3[TOKAYECTBEHHbLIX HOBOOBPA3OBAHWN Y MALIMEHTOB

Il KnnHnyeckas rpynna (n - 1194)
Mono4yHasa Kenesa

[peactatenbHan Kenesa
Tpaxesn, 6poHxK, Nérkoe
LLieMKa MaTKK, TeNI0 MaTKU, ANYHNKU

Mpsamas K1LKa, PEKTOCUTMOUAHOE
coeguHeHue, aHyc

Ob6oa04YHan KMLWKa
MoueBoW ny3bipb, NOYKa
Renynok

[MonocTb pTa, ropTaHb, WMTOBMUAHAA
Xenesa

o

POCCUMCKMUI YHUBEPCUTET MEAULMHbI
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23,9%
11,1%
12,2%
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7,8%

5,3%
5,2%
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3,8%

o o Hosukos l'.A., BeeaeHckan E.C., 3eneHosa 0O.B., Baiicman M.A., Pygoli C.B., Manexos A.B., Moakonaes [.B., Abpamos C.U.,
@ rboy 8O MUH3APABA P BeccoHos A.l., byarakosa W.E., 3on0Tbix T.M., UBaHoB A.B., MupoHueHko M.H., LLlalimapgaHos WU.B., LWaiTaHosa H.10. 2018 - 2019r. NANAVATUBHON MEAMLMHbI

MpnbansntenoHo 5-10% BbIXKUBLUMX NMOCNE paKa cTpagatoT
XPOHUYECKOM cubHOM 601bto, KOTOPaA 3HAYUTENIbHO BAUAET HA
BCe chepbl XKU3HN.

HecmoTpsa Ha pykoBOACTBa U AOCTYNHOCTb ONUOKA0B (OCHOBA
06e3601MBaHUA NPU PaKe CPeaHEN U TAKENON CTENEHMN),
He[0CTaTOMHOEe IeYeHUe ABNAETCA PAaCNPOCTPAHEHHbIM
ABJIEHUEM.

EBponenckune nccnegoBaHMA NOKa3bIBakOT, YTO pPa3Hblie BUAbI
6011 nnn 6oneBbIX CUHAPOMOB NPUCYTCTBOBAJIN Ha BCEX CTaAUAX
paKa U He NeYNIUCb aAeKBATHO Y 3HAYUTENILHOIO NPOLEHTA
nauneHTos: 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-ivi91

POCCUINCKAA ACCOLMALLMA




NMAUMEHTBI CTPAOAKOWNME BONEBbIM CUHOPOMOM

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

Il KnmHuyeckasa rpynna (n - 736)

Mono4yHasn Kenesa 138 11,6%
[NpeacrtaTenbHan Kenesa 81 6,8%
Tpaxesn, 6poHxn, nérkoe 79 6,6%
LLleMKa MmaTKu, TeI0 MaTKU, ASUYHUKU 78 6,5%
Essx)ijl:l\:];uefl;oe coeunHeHUne, aHyC 62 5,2%
Kenynok 42 3,5%
Ob60a04HanA KMLLKA 39 3,3%
MoyKa 25 2,1%
MNopgrenynodHana enesa 17 1,4

Y Hosukos l'.A., BeeaeHckan E.C., 3eneHosa 0O.B., Baiicman M.A., Pygoli C.B., Manexos A.B., Moakonaes [.B., Abpamos C.U., .
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JIEMEHUWE BOJIEBOI' O CUHOPOMA

WHTEHCWBHOCTb BEOJIEBOIO CMHAPOMA Y NALUMEHTOB Il KTMHUYECKOW TPYNMbI

MHTEeHCUBHOCTb 6011 B %

I
Il KAMHWYecKas rpynna (n - 736) Cnabas bore I 20,7

Bannbi LLUBO Sl %

nauenTon I, 4,4%

YmepeHHan 6o0nb

ki — - I, 45,6%
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POCCHVCKMN YHUBEPCUTET MEZMLIHbI BeccoHos A.M., Byarakosa W.E., 3onoTbix T.M., MBaHoB A.B., MupoHueHko M.H., LaimapgaHos W.B., LWaikTaHosa H.t0. 2018 - 2019r.
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UMHHOBALIUA

COBPEMEHHbBIE TEHOEHUWW MOBbLILWEHWUA BESOMNACHOCTU UCMNOJIb3SOBAHUA OTNMMONAHbIX
AHAJIBITETUKOB MNMPU COXPAHEHWU TEPAMEBTUYECKOIO MNOTEHUMNANA*

» Co3paHMe HOBbIX NPEenapaToB C yay4ylweHHbIMm npodunem 6esonacHoOCTU

* Co3paHue neKapcreseHHbIX dopm, NPENATCTBYIOLWUX HeuenesomMmy NPUMEHEHUIO

* Co3pgaHne KOMbMHMPOBaAHHbIX NPENapaToB, CoAEpPKALLMX ONUOUA-arOHUCT C BbICOKUM
aHaNbreTMYeCKUM NOTEHLMAZIOM U ONUOUA-aHTAaroHUCT, 610KMpytownin nepndepuyeckmne
onuatHble peuentopbl XKKT

» Co3paHMe HOBbIX TEXHO/I0IMMiA, NPENATCTBYIOWMX 310ynoTpebneHuto unm Heuenesomy

npumeHeHnto 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; NuennHues M B. KombuHUpoBaHHbIe

npenapaTbl COAepKaLLMe ONMaTbl U AHTArOHUCTbI ONUATHbIX PeLEenTopoB B NOBbIWEHUN 6€30MacHOCTN Tepanuu 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.



UMHHOBALIUA

BUObI ONMMOVAOHBIX PELUEINTOPOB

Peuentop NMoaTun PacnonoxeHue PyHKUMA
MO (M) b1, u2, M3 | ¢ ronoBHOM MO3r M1
MOP « Kopa (criow lll v IV) * aHanbresus; pusnyeckas 3aBUCMMOCTb
e Tanamyc M2:
* CTPUOCOMDI * andoopusi; pusndeckasi 3aBMCUMOCTb
*  OKOJI0BOZOMPOBOLHOE Cepoe BeLlecTBO * yrHeTeHue OblXaHus
*  CMWHHOMN MO3r * MWO3
* CTYOEHUCTOe BellecTBO » ocnabneHune nepuctanbTmkm XKKT
* nepudepunyeckme 4yBCTBUTENbHbIE HENPOHbI M3:
*  XeIlygo4YHO-KULIEYHbIN TpakKT * HeusBecTHa
aenbta (0) 01, 62 * TOSIOBHOM MO3r (84p0 MOCTa, MUHOANEeBMOHOE TeNo, * aHanbresuns
DOP 3pUTENbHbIN Byrop, rnybokmMe cnou Kopbl) e aHTuaenpeccaHTHble 3P EKTbI
* nepudepuryeckme 4yBCTBUTESbHbIE HENPOHbI * (pusmyeckasi 3aBUCUMOCTb
kanna (K) K1, K2, K3 * TOJSIOBHOW MO3r * AHanbresusa
KOP * [wnnotanamyc « Cepauusa
*  OKOJOBOZOMPOBOLHOE Cepoe BeLlecTBO * Mwuos
« orpaga * yrHeTeHue BblpaboTkn ALl
*  CMNWHHOW MO3r « [Owncoopusa

* CTYOEHUCTOE BELEeCTBO
* nepudepunyeckme 4yBCTBUTENbHbIE HENPOHbI




NENTUAOHBLIE AHANILIETUKU : BOSMOXHOCTHU, NPEMMYLLECTBA

MenTtuabl - yHMKaNbHbIM Knacc GapMaueBTUYECKMX COEANHEHUN, ABNSAACH BHYTPEHHUMWU CUTHA/IbHBIMU MOJIEKYNaMU ANA
MHOTUX GU3NONOrNYECKMX GYHKLUMIM, OTKPbIBAIOT BO3MOXHOCTb A8 TepaneBTUYECKOro BMeLLaTeIbCTBa, KOTopoe
CKMMUTUPYET» eCTECTBEHHbIE PerynaTopHblie MeXaHU3Mbl.

OcobbIn MHTEpec NpeacTaBndaeT coboi rpynna NenTMA0B ABAAKOLWMXCA NPOU3BOAHbIMU
AepmopoduHa H-Tyr-D-Ala-Phe-Gly-Tyr-Pro-Ser-NH2

[MMNOTHbIE 3KCNEePUMEHTbI BbIABUIN Bblpa*KeHHYI0 aHa/IbreTUYeCcKyto aKTUBHOCTb
TeTpanentmaa H-Tyr-D-Arg-Phe-Gly-NH2 tnpo3nn-D-apruHmnn-geHnnanannn-ramumi amma obnaaatouero AoCcTaTouHOM
CTabUNbHOCTbIO COEANHEHUA U BbICOKOM ceNeKTUBHOM addPpUHHOCTLIO K Ul peuentopam (npenapat TadanruH).

O6e36o0nuBalowue nenTuabl CTasim HOBOW CTpaHULEN B 06e3601MBaHUMN.

* 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.



MEXAHU3MbI AEUCTBUA N PAPMAKOKMHETUYECKUE XAPAKTEPUCTUKU

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

MHH: Tupo3sun-D-apruHmnn-beHmnnanaHuA-rAMumMH ammaa
NEKAPCTBEHHAA ®OPMA:

PacTBOp 4115 NOAKOXKHOro BBeAeHUA, 4 mr/mn
dapmakoTepaneBTUYECKana rpynna:

npoYre aHaNbreTUKN U aHTUNNPETUKMN

Kopg ATX: NO2BG

BbicokocneunpuryHbIM aroHUCT Hl-onMouaHbIX
peuentopos

B3anmopaencreyer Kak c nepudpepunyeckmmm,
TaK U LEHTPA/IbHbIMWU peL.enTopamm, ogHaKo
NPenMyLLeCcTBEHHO AEMUCTBYET Ha CNIMHA/IbHOM
YPOBHe.

BbicTpana abcopbuma n 6bictpoe goctnkeHmne Cmax
B N/J1a3Me KPOBM NPU NOAKOXKHOM BBeAeHUU (meHee
30 MMH), yTo obecneymBaeT CKopoe pa3BUTUE
KNIMHUYecKoro apdekTa

Ocobble mepbl NPEeAOCTOPOXKHOCTU NPU XPAHEHUU: XPAHUTb U
nepeBo3nTb B xonoannbHuke (2-8 °C) B opurmnHanbHoM nayke. He
3aMOpaXKnBaTb.

CpoK rogHocTU: 2 roga

AKTUBUPYET aHTUHOLMLENTUBHYIO cuctemy (uepes
TOPMOXXeHue KanbLuueBblX KaHaN0B)

HapywaeT mexXHeNPOoHHY0 nepeaadvy 6onesbix
MMNY/bCOB Ha Pa3/INnYHbIX ypoBHAX LLHC n namenaer
WHTEHCMBHOCTb BOCNPMATUA BOM, BO3AENCTBYA HA
BbICLLME OTAEe /bl FOZIOBHOrO MO3ra.

UHTEeHCUBHOe pacnpeaeneHue He TONIbKO B
KPOBAHOM pycne, HO U B nepudepndecknx TKaHAX

bbiCcTpoOe BbiBeaeHUe U3 opraHnsma
OTCVTCTBME Kymynauum B opraHmname



TA®ANTUH — MUHHOBALUUOHHbINA OTEYECTBEHHbLINA AHANBIETUK

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

BNATOAAPA NENTUAHOW NPUPOAE AKTUMBHOIO BELLIECTBA MPEMAPAT:

* He HakannuBaeTcA B OopraHM3Ime

* He HapylaeT ecTecTBEHHOro npouecca AeceHcMbunmnsaumm 1 BoCCTaHOB/IEHUA
peuenTopoB NocC/ae aKTUBaL UK

 (O6nafaeT BbICOKOM yAeNbHOM aKTUBHOCTbIO BELLLECTBA

* (OKa3sblBaeT MMHMMaANbHOE B/IMAHUE HaA cepaeyvyHo-cocyaunucTtyro
U AblXaTeJ/IbHYHO CUCTEMDI

e JleMOHCTpUpPYET OTCYTCTBME dPopmYecKoro AencTemna, GnUsn4eckoro u
MCUXOJIOTMYECKOTO NPUBbIKaHUA

° ,ﬂ,EMOHCTpMpVET OoTCyTCTBUE PA3BUTUA TONEPAHTHOCTU K aHTUHOLUUNLENTUBHOMY
,D,EI‘/JICTBI/H-O NP MHOITOKpPaTHOM BBEAEHNU

¢ O6J'Ia,£I,36T HU3KMM HAaPKOTreHHbIM nNoTeHuymnaaom npm MHOrokpatTHOM BseageH1NN



HAB/IIOAATE/IbHAA MPOrPAMMA «HUKUTA»

POCCUNCKAA MY/IbTULLEHTPOBASA NPOCMNEKTUBHAA HAB/TIOAATE/IBHAA MPOrPAMMA PEFMCTPOBOTO TUMA

HeHTepBEeHLUMUOHHbIE

KanMHunyeckmne

ccnepoBaHuA

TAdanruHa

P <. M/1AH
tOAATE/IbHOW NPOTPAMMDbI
GPOEKTHBHOCTU BE3OMACTHOCTU MPEMAPATA
«‘I\ @%MH B PEA/TbHOM KNMHUYECKOW NPAKTUKE
< (30HTMMYHbBIN)
MWH: Tupo3un-D-apruHun-deHmnnanaHun-rAmumH ammaa
Homep: TAF-001
HassaHue HabaoaarenbHoi nporpammbl: "HUKUTA"
(«<HeWHTepBeHUMOHOEe KnnHnyeckoe UccneposaHue TApanruHa»)

OcHOBHaA uenb:
MOHUTOPUHT aHANbreTU4eCcKoro Aencrema n 6esonacHoCTM npenapaTa
TadanrmH® B ycnoBUAX peasibHOM KIMHNYECKOM NPAKTUKW.

45 nccnepoBaTenbCKUX LeHTpoB B 19 ropogax. (n=1576)
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U3 HMX, nocneonepauyuoHHoe obesbonusaHue (n=887).
JleueHue 60aun npu NIT (n=20). JleueHue 60aun npu XT (n=59)



HAB/IIOAATE/IbHAA MPOrPAMMA «HUKUTA»

3ODEKTUBHOCTb OBE3E0/IMBAIOLLEN TEPAMUW Y MALIMEHTOB MOC/E JIYYEBOW TEPAMUN

Bpema goctuKeHnsa makcmmanbHoro apdekta— 21,3 £ 16,0 muH, Me 13,5

Bpemsa nogaeprkaHmna makcmmanbHoro obesbonmsatoutero apdpekrta- 487 £ 320 muH, Me 360

[lonsa naumneHToB, OTBETUBLLUKX Ha 0b6e3boamBatoLLyto Tepanuto TadanrmHom® - 100 %.

J[locTaTo4HbIN ypoBeHb 06e36o0nmnBaHmA - y 85 % naumeHToB
(6onb He npesbiwana 3 6basaa vyepes 1 y nocne BBegeHus TabanrnHa® ).

YOOB/IETBOPEHHOCTb OBE3E0/IMBAIOLLIEM TEPAMUM Y NAUMEHTOB NOC/E IYYEBOW TEPAMUU

85% Bpayen ynosneTsopeHbl Tepanmen TapanrmHom,

n3 HUX 50% oueHnnmn Tepannio Ha oTan4YHo, a 10% Ha xopowo

80% nauuneHToB bbl/IM YAOBNETBOPEHbI TEPANUEN,
n3 HUX 45% oueHnnm Tepanunio Ha oT/IMYHO, a 10% xopowo

* PesynbtaTbhl HabAtogaTenbHom nporpammbl HUKUTA «HellHTepBeHUmMoHoro KnnHuyeckoro ViccnepoBaHus TadanrmHa»



HAB/IIOAATE/IbHAA MPOrPAMMA «HUKUTA»

NALUMEHTbI NOC/E IYYEBOM TEPAMUU
NEPEHOCUMOCTb OBE350/IMBAHUA Y MALIMEHTOB MOC/E JIYYEBOW TEPAMNUU

OTAMYHAA NepPeHOCMMOCTb TepanmMM NpenapaTom TapanrmH

y 70% nauneHTOB nocae ny4eBon Tepanum

HEXE/TATE/IbHbIE PEAKLMW NPU OBE3E0/IMBAHUW Y NALMEHTOB NOCNE TIYYEBOW TEPANUU

HexkenatenbHbie peakumm oTmeyeHbl y 3 nauneHTos (15%)

[lepeyeHb HexenaTtenbHbIX peakuui:

— JlomoTa B cycTaBax
— CyxocTb BO pTy (MaumeHT nony4an /1T Ha opodaumnasibHYHO 30HY)

* PesynbtaTbhl HabAtogaTenbHom nporpammbl HUKUTA «HellHTepBeHUmMoHoro KnnHuyeckoro ViccnepoBaHus TadanrmHa»



HAB/IIOAATE/IbHAA MPOrPAMMA «HUKUTA»

NAUMEHTDI, MONYHAKOLWWUE XUMWOTEPANMMNIO HA MOMEHT TEPATNMUN TAGAZTTUHOM

Bcero 59 nauneHTOB,

40 keHWMH (67,8%),

19 Mmy»KumH (32,2%).

CpeaHuni Bo3pacT -60,3%+ 12,3 nerT;
CpeaHunit UMT - 26,7 £4,2 Kr/m?
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bonb, Kak peaKuna Ha HeI'IOCpe,EI,CTBeHHO OCNo*KHEHMA OCHOBHOIO
XMMHnoTepanesTnyeckoe OCHOBHOe 3abo/sieBaHMe 3aboneBaHuA

nevyeHue

Y 59 nayueHTOB 56 conyTtcTBYlOWMX 3aboneBaHnm

PecnupatopHblie 3abonesaHua: 6poHxManbHas acTMa,
XPOHMYecKan obCcTpyKTMBHaAA 60n1e3Hb Nerkmnx
MNcuxuueckoe 300poBbeE: AENPECCUA, TPEBOT],
NOCTTPaBMATUYECKOE CTPECCOBOE paccTponcTs, pobumn
CaxapHbiit gnaber

CeppeuHo-cocyauctbie 3abonesaHuna: MBC, cepaeydHasn
HeaoCTaToOYHOCTb, UM B aHamHe3e
LlepebpoBacKkynapHble 3aboneBaHUA: XxpoHNYECKan
NwemMms TONOBHOMO MO3ra, MHCY/IbTbl B aHaMHe3e
A3BeHHana 6onesHb

HapyweHusa nepudepuyeckoro KposoobpaiwieHusn

* PesynbtaTbhl HabAtogaTenbHom nporpammbl HUKUTA «HellHTepBeHUmMoHoro KnnHuyeckoro ViccnepoBaHus TadanrmHa»



HAB/IIOAATE/IbHAA MPOrPAMMA «HUKUTA»

3ODEKTUBHOCTb OBE3E0/IMBAIOLLEN TEPANMUW Y MALMEHTOB B MPOLECCE XMMWOTEPAMUU

Bpema goctueHna makcmmanbHoro apdekta — 53,3 £ 51,3 muH, Me 40

Bpems noggeprkaHma makcumanbHoro obesbonmsatowlero apdekrta-347,3+ 337 muH, Me

[lons naumeHToB, OTBETUBLLUMX Ha 0be3boamBatowlyto Tepanuto TadanrmHom® - 76,3 %

[locTaToyHbIW ypoBeHb 06e36onmBaHmA —y 72,9 % naumeHToB
(6onb He npeBbiwana 3 6anna yepes 1 4 nocne BBegeHUs TadanrnHa®)

Y OB/IETBOPEHHOCTb OBE3E0/IMBAIOLLEEM TEPAMUM Y NALUMEHTOB B MPOLIECCE XMUMWUOTEPANNU

67.8% Bpayen oueHnnn Tepanmto TapaarmHoOm Ha OT/IMMHO U XOPOLLO,
11.9% - ynosnetsoputenbvHo, 11.9% - HeyaoBneTsoputenbHo, 8.4% - 3aTpyAHUIUCL OTBETUTL

67.8% nauneHToB oueHUIN Tepannto TapanrMHOM Ha OT/IMYHO M XOPOLLIO
11.7% - ynosnetsoputenbHo, 16.9% - HeyaosneTsoputenbHo, 3.6% - 3aTPYyAHUIUCD OTBETUTL

* PesynbtaTbhl HabAtogaTenbHom nporpammbl HUKUTA «HellHTepBeHUmMoHoro KnnHuyeckoro ViccnepoBaHus TadanrmHa»



HAB/IIOAATE/IbHAA MPOrPAMMA «HUKUTA»
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* PesynbtaTbhl HabAtogaTenbHom nporpammbl HUKUTA «HellHTepBeHUmMoHoro KnnHuyeckoro ViccnepoBaHus TadanrmHa»



HAB/IIOAATE/IbHAA MPOrPAMMA «HUKUTA»

BUAbl ONEPATUBHbIX BMELLUATE/IbCTB (N=887)

[MHeKonormyeckue onepaumny I 254
OpTonegunyeckme onepaunmn, TpaBmbl 1 paHbl I 233
AbaomnHanbHble onepauuy I 134
TopaKanbHble onepaun I 129
Yponornyeckme onepauuy N -1
Onepaunn Ha HepBax, cocydax, n ap N 30
Onepauun Ha NPAMON KnwKe M 30

Onepaunmn Ha rosiose U LWee M 26

-30 20 70 120 170 220 270

B Kosunyectso

* PesynbtaTbhl HabAtogaTenbHom nporpammbl HUKUTA «HellHTepBeHUmMoHoro KnnHuyeckoro ViccnepoBaHus TadanrmHa»



HAB/IIOAATE/IbHAA MPOrPAMMA «HUKUTA»

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

[ 7

:\ p=0,001 0<0.001
[

CpepnHee 3Ha4eHWe
CpegHee sHaYeHWe

P

oo 15 MHH 30 MUH 45 MuH 1 vac 2 vaca 4vaca Lo 15 MuH 30 muH 45 MuH 1 vac 2 vaca 4 vyaca
Bpems Bpems

CronBusl owmbok: 95% OBEPUTENEHEIR UHTEPBAN Cronbupl owmbor: 95% gosepuTensHbIl HHTEPBAN

CTaTUCTMYECKM 3HAYMMOE CHUKeHMne 60oaun K 15 MmuH nocne nHbvekummn npenapata Tadpanrmu® (p<0,001).

Yepe3 1 y 60/1b B NOKOE 1 NPU ABUXKEHUN CHUXKANACb OT CPeaHEN CTENEHN MHTEHCUBHOCTU, A0 cnabon 6onu.

* PesynbtaTbhl HabAtogaTenbHom nporpammbl HUKUTA «HellHTepBeHUmMoHoro KnnHuyeckoro ViccnepoBaHus TadanrmHa»



HAB/IIOAATE/IbHAA MPOrPAMMA «HUKUTA»

3ODEKTUBHOCTb OBE350/IMBAKOLLEN TEPANWKX Y MALIMEHTOB B MOCNEONEPALIMOHHOM MEPUO/AE

Bpema goctnKeHnsa makcmmanbHoro apdekrta - 40,4 = 27,4 muH, Me 30

Bpemsa noaaepxKaHua makcumanbHoro obesbonmsatoulero apdekta- 262,6 £ 137,2 muH, Me 240

[lona nauneHTOB, OTBETUBLUMX Ha 0b6e3bonunBatoLLyto Tepanuto TapanrmHom® - 96,5 %

[locTaTouyHbIN YpoBeHb 06e360amBaHuA - y 88,5 % naumneHTos
(6onb He npeBbiwana 3 6asaa vyepes 1 y nocne BBegeHUs TadanrnHa®)

YAOB/IETBOPEHHOCTb OBE3E0/IMBAIOLLIEM TEPAMUN Y NAUMEHTOB NOC/E JIYYEBOM TEPAMUU

84,3% nauneHToB oueHUAN 3PPEeKTUBHOCTb Tepanumn TadanrMHOM Ha XOPOLLO U OT/IMYHO

83.3% Bpayen oueHnnn spPeKTMBHOCTb Tepannmn TadanrMHOM Ha XOPOLLO U OT/IMYHO

* PesynbtaTbhl HabAtogaTenbHom nporpammbl HUKUTA «HellHTepBeHUmMoHoro KnnHuyeckoro ViccnepoBaHus TadanrmHa»



HAB/IIOAATE/IbHAA MPOrPAMMA «HUKUTA»

MOHUTOPUHI AHAJIBFETUYECKOTO AENCTBMA NPENAPATA TAGATUH®
B PAHHEM NOCNEONEPALULMOHHOM NMEPUOAE

NMEPEHOCMMOCTb OBE3BOJZIMBAHNA

[1o MHEHMIO Bpayer NepeHOCMMOCTb Tepanum bblia xopowen nanm oTandyHom y 95% naumeHrtos

HEXRENIATE/IbHbBIE PEAKLWW TTPU OBE3BOJ/IMUBAHUU

HexkenatenbHblie peakumm otmeyanun y 58 naumertos (6,5%)

[lepeyeHb HexenaTtenbHbIX peakuui:
CO CTOPOHbI HEPBHOM cucTemsbl (24), cepaedyHo-cocyancTom cuctemol (24), *enyao4yHo-
KuweyHoro TpakTa (12); obwmne HapyLweHna n mectHble peakuun (11); KoXKHbie NpoABAeHUA
N MecCTHble peakumnu (3), wym B ywax (1), 3aTpyaHEHHOE AbixaHue (1)

Hanbonee 4yacto BCcTpeyatolwmeca HexenatesibHble peakuum:
HEe3HaYnMoe CHUKEHMe apTepuanbHoro gasnexHus (1,7 %),
ronoBoKkpyrkeHue (1,0 %), yysctso xapa (0,8%), TowHoTa (0,7%)

* PesynbtaTbhl HabAtogaTenbHom nporpammbl HUKUTA «HellHTepBeHUmMoHoro KnnHuyeckoro ViccnepoBaHus TadanrmHa»



OPI AHUSAUWNOHHO-METOAONOIM MHYECKME MNMOAXO4bI

[MPOPbIBHAA BOJ1b

Mo pe3ynbTaTam nccnegosaHunim akcneptos Delphi (2016)* onpeaeneHo, 4to
npopbiBHaa 60/b - BpemeHHoOe obocTpeHmne 6011, BO3HMKaOLWLEE Y NALMEHTOB
CO CTAaOUNbHOM M aleKBAaTHO KOHTPOAMpPYyeMon GOHOBOM BO/IbIO, KOTOPYIO
HeobA3aTeNbHO IeYMAN ONMUONOAMMU

* 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% OHKONOrMYECKMX BONbHbBIX 3NMN304NYECKN UCMbITbIBAIOT T.H. «NPOPbIBbI» U/Un
TPaH3UTOPHble 060oCTPeHMA 60N, HaKNaabIBAOLWMECA HQ OCHOBHYIO 60/b,
TEPNUMYIO NN aAEKBATHO KOHTPOIMPYEMYIO

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



NEPCNEKTUBbI NTPUMEHEHUA TADAJITUHA NMPU NPOPbLIBAX BOJIU

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

MHH: Tuposnn-D-aprmHnn-GeHnnanaHuA-rAanumH ammaa
NEKAPCTBEHHAA ®OPMA:

PacTBOp 415 NOAKOXKHOro BBeAeHUA, 4 mr/mn
dapmakoTepaneBTUYECKana rpynna:

npoYre aHaNbreTUKN U aHTUNNPETUKMN

Kopg ATX: NO2BG

Bb|c0Kocneu,M¢Mq|-|b|ﬁ AroHUCT H1-onUongHbIX

peuenTopos

B3anmoencTeyeT Kak ¢ nepndepmnyeckmumm,
TaK U LLeHTPaNbHbIMM peLenTopamm, ogHaKo
NPENUMYLLLECTBEHHO AEACTBYET Ha CMNUHAIbHOM
YPOBHE.

BbicTpaa abcopbuma u boictpoe gocTturkeHne Cmax
B N/J1a3Me KPOBM Mpu NOAKOXKHOM BBeAeHUN (MeHee
30 muH), 4TO obecneymBaeT CKoOpoe pa3BUTUE
KIMHMYecKoro adpdpeKTa

Ocobble mepbl NPefOCTOPOXKHOCTU NPU XPAaHEHUN: XPAaHUTb U
nepeBo3unTb B XxonoaunbHuKe (2-8 °C) B opurnHanbHoM nayke. He

3aMOpaXKmnBaTb.
Cpok rogHocTu: 2 roga

AKTUBUpPYET aHTUHOLMUL,ENTUBHYIO cuctemy (uepes
TOPMOXKEHMUE Ka/IbLLMEBbIX KAHAN0B)

HapywaeT mexXHeEMPOHHYIO Nnepeaavy 6onesbix
MMMNY/bCOB Ha Pa3/INnYHbIX ypoBHAX LLHC n namensaer
WHTEHCUBHOCTb BOCNPUATMA BOAN, BO3AENCTBYA HA
BbICLUME OTAE/1bl FONNIOBHOMO MO3ra.

UHTEeHCMBHOe pacnpeaeneHune He TONIbKO B
KPOBAHOM pyc/ne, HO U B nepudepnyecknx TKaHAX

BbicTpoe BbiBeAeHMe U3 opraHu3ma
OTcyTCTBUE KYMYNALMUK B OpraHusme

MexaHu3mbl AencTBuUAa U papMaKOKUHETUYECKME XapaKTEPUCTUKKM NpenapaTta No3BONAAI0T
NpeanosIoXUTb BO3MOXHOCTb B nepcnektuse npumeHeHnsa TAGA/ITMHA npu npopbiBax

bonu



OPI AHUSAUWNOHHO-METOAONOIM MHYECKME MNMOAXO4bI

NEYEHWE BOJIEBLIX CMHOPOMOB Y OHKOJIOIM'MYECKUX NMAUMEHTOB

IV KaHuyeckaa rpynna

Il KnuHnyeckasa rpynna

Anua € AOKAa3aHHbIMWU 3/TOKAYECTBEHHbBIMK OMYXOJIAMMUN,
KOTOpPble nNognexKat pagnkaibHOMY n1e4eHUnto.

MpuunHbl 6021

Bo3aencremne onyxonn Ha CTPYKTYPbl MU TKaHM OpraHmn3ma
MpoBeaeHWe NPOTUBOOMYXO/IEBOTO JIEYEHUA
MoboyHble 3pdeKTbl NPOTUBOOMNYXONEBOIO N€YEHUA

bonesoit cuHgpom

[o, B npouecce M HEKOTOPOE BPEMS
noc/sie NPOTUBOOMYXO/IEBOrO /Ie4eHUs

JleueHune 6oneBoro cMHApoMma

Bpauun — oHKOs10TU:
— OHKOXMpYprm

— JlyueBble TepaneBTbl
— XumuoTepanesThbl

NNLUQa, KOTOopble HE Nognexart
cneynasibHOMY NPOTUBOONYXOJs1IEBOMY IEYEHUIO,
HO noanexat Nana1naTtuBHOMY 1e4eHUI0.

MpuunHblI 60211

3anyuieHHble popMbl OMYX0/1EBOro npoLecca
MporpeccnpoBaHne onyxoneBoro npoLiecca
FeHepanmn3aLma onyxo1eBoro nNpoLecca

XpoHuuecknit 6onesou cMHAPOM

OT MOMEHTa NPOrpeccupoBaHmMA ONyXo0NeBoro
npouecca A0 $pMHaNbHOro Ucxoaa

JleyeHune XxpoHU4YeCcKoro 6onesoro CUHApPpOMa

Bpauun — oHKONOIN
Bpaun — cneunanmctbl NaNANATUBHOM

MeAUNLMHCKOM NOMOLLU

TadanruH — 3710 apdeKkTnBHOE N He3onacHoe, He UMetoLLLee 3apyberkHbIX aHa/IoroB, IEKAPCTBEHHOE CPE/CTBO

ANAa Tepannn 6onun pa3anH0|71 MHTEHCUBHOCTN Y OHKO/1IOTUYECKUX N HEOHKOJZTIOTMYECKUX NMNaULNEHTOB.

A
|ﬂ| OOV BO MUHSAPASA P Hoswkos A 1 coaBT. 2022 — 2024 r.r.

POCCUMCKMNIA YHUBEPCUTET MEJULIMHDI
e sant®
SAN!

POCCUINCKAA ACCOLMALIMA
NANNUMATUBHON MEAULIMHBI




[MpodeccnmoHanbHble KOMMNETEHLMN NO KOMMAEKCHOM OLLeHKe
M onpeaeneHnto TakTUKN nedyeHna 6onum

Bpay-cneumnannuct 40NXKeH:

— 3HaTb 3TUONOrUIO, NAaTOreHes U NPUHLKMbI edeHns 6oaun
— MOHMMAaTb 0COBEHHOCTM Pa3/INYHbIX BUA0B HONEBbIX CUHAPOMOB
— YMeTb Ha3Ha4YnTb cooTBeTCcTBYOLWEee apdeKTMBHOE NpoTMBOHONEBOE leYeHMe

TeopeTnyeckme 3HaHNA U NPAKTUYECKNE HaBblKM 3dPeKTUBHOM Tepanum 6onesblix
CUHAPOMOB, NMO3BO/IAET BbIOPATb METO, N1I€YEHUA, COOTBETCTBYIOLLIUIA KOHKPETHOM
KNMHUYECKOM CUTYaLUMN U MHAMBUAYANbHbIM OCOOEHHOCTAM NaLMeHTa

o

@ $re0y BO MUH3PABA PO POCCUICKAA ACCOUMALMA
POCCUMCKUI YHUBEPCUTET MEAMLIUHBI NANIMATUBHOM MEAULIMHDI
4, ;’

4




TAPA/ITUH nogneknUt AONOJAHUTENIBHOMY MOHUTOPUHTY.
v 3TO N03BO/UT ObICTPO BbIABUTb HOBYIO MHPOPMaALUIO NO
6e3onacHocTw.

Mbi o6pawaemca K paboTHMKam cuctembl 34PaBOOXPaHEHMA U NALUEHTAM C
npocbbon coobaTb 0 N06LIX NOA03pPEBaEeMbIX HEXe/laTe/IbHbIX peaKkuuax
npu NnpumeHeHunn npenapaTta TadanruH:

* [lo aneKTpoHHOMY agpecy: pharmacovigilance@sotex.ru

* Mo TenedpoHy «ropayen AMHUM» (3BOHOK No Poccmnm becnaaTHbIN):
8 800 250 48 25

* [lo TenedpoHam mockoBcKoro oduca (c 9.00 ao 18.00 MCK):
+7 (495) 2311512 (gon. 27-09) unu (gon. 27-99)


mailto:pharmacovigilance@sotex.ru

Henb3a 2coeopumb «Mbli»,
- Ko20a cmouwb 8 CMOpOHe.
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CNHACMBO 3A BHUMMAHWE!



