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IV LSY060C07



10

15

20

25

30

KOMBUHUPOBAHHAA TEPANMNA NACMUONTAHOM U AHTATOHUCTOM CGRP
AanA NnPMMEHEHUA B NEYEHUU MUTPEHU

[aHHoe n3obpeTeHne OTHOCUTCH K KOMOMHaUMsM nacMuiuTaHa U aHTaroHucTa
KanbUMTOHWH-reH-pogcTeeHHoro nentuga (CGRP - Calcitonin gene-related peptide),
Hanpumep, K KomOuHauumn rankaHesymada n nacMmuguraHa, u Kk cnocobam npuMeHeHus
KOMOMHaUMA ANA  feYeHUs MUIPEeHW, B  YaCTHOCTW, MWUIPEHU, HEeOOoCTaTO4YHO
KOHTPONMpyemoun Tepanuen nacmmautaHom unm aHtaroHnctom CGRP B MoHoTepanuu,
n, Oonee KOHKPETHO, ANS JleYEeHUa YCTOMYMBOW K Teparnum MUrpeHu, KOTOopyto
onpefensaloT B AaHHOM [OKYMEHTE KaK MUrpeHb, YCTOMYMBYIO K MPELLEeCTBYHOLUM
ABYM Unun 60nbLlUeMy KOMNMYECTBY CXEM feYeHUsa B BUAE MOHOTepanun u/unn LBOVNHON
Tepanuu.

MepBUYHbIE rONOBHBLIE BOMNW, BKMKOYAs MUIPEHb, SBNAOTCA OAHMMU U3 CaMbIX
pacnpoCTpaHeHHbIX 3aboneBaHWi U OCHOBHBLIMW MPUYUHAMKW HeaeecrnoCoBbHOCTU BO
BCEM wmupe. MurpeHb nopaxaeT Oonble 4Yem 14% B3pOCnbIX BO BCEM MUpE.
[OCTyNHbIE BapuaHTbl NEYEHNA MUTPEHN UMEIOT HEYLOBNETBOPUTENbHbLIE MOoKasaTenm
3D EKTUBHOCTH, MNEPEHOCMMOCTM W cobnogeHna naumeHtamn. B wmnccnepoBaHum
«ImobaneHoe Gpemsi 6onesHen» (Global Burden of Disease), nposegeHHom B 2013
rogy, MurpeHb Obina npuynHoOM notepmn Gonee NonoBUHbI BCEX NET HEAEECNOCOBHOCTH,
OTHECEeHHbIX K HeBporornyeckumu HapyLieHuammn (New strategies for the treatment and
prevention of primary headache disorders, N. M. Schuster & A. M. Rapoport, Nature
Reviews Neurology (2016) 12, 635-650). MwurpeHb OObIMHO XapakTepusyeTcs
NpPUCTyNnammn cunbHOM ronosHon 6onun B TedeHne 1-3 gHen, 0AHOBPEMEHHO C TOLLHOTOM,
pBOTON, POTO- N PoHOPpOoONen (MUrpeHs 6e3 paHHMX CUMMTOMOB), U Y O4HOW TPeTU
NauneHToB WUMENTCH pPaHHWE HEBPOSIOrMYeckMe CUMMITOMbI (MUMPEeHb C  pPaHHUMMU
cumntomammn) (Goadsby, PJ et al., New England Journal of Medicine, 2002; 346: 257-
270).

NacmunguTtaH, 2,4,6-TpudTop-N-[6-(1-MeTunnunepuamnH-4-mnkapboHun) NupuanH-
2-nn)-6ensamug (CoeaunHeHve |), SBNAETCA CENEKTMBHBIM U CUNbHOAEUCTBYHOLUM

aroHucTom peuentopa 5-HT-1F, kKoTOpbIM HaxoguTca Ha cTagun pas3paboTku anga
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ne4yeHus mMurpeHu (cmotpute, Hanpumep, Lasmiditan for the Treatment of Migraine,
Capi, M. et al., Expert Opinion Investigational Drugs, (2017), Vol. 26, NO. 2, 227-234).

KanbUMTOHUH-reH-poacTeeHHbI nentug (CGRP), npeacrasnaeT cobon nentug
n3 37 aMMHOKUCIIOT, KOTOpPbIN OOHapyXMBaeTCA rnaBHbIM 00pa3oM B CEHCOPHbLIX
BornokHax C n Ad, ucxofsawmx n3 3agHero KopeLuka u TPOMHUYHOIO raHrmmg, a Takxe B
LueHTpanbHon HepsHoW cucteme. CGRP sBnaeTcsa HemponentuaoMm curHana 6onu, m
MOLLHBbIM Ba3oamnaraTopoM, KOTOpbIM BbICBOOOXAAETCA U3 CEHCOPHbIX addepeHToB
TPOMHWYHOIO HepBa M CrWHarbHOro fapa TPOWMHUYHOrO Hepsa. bbina ycrtaHoBneHa
ponb CGRP B ronosHou 6051 U MUTPEHN B faHHOW OBnacTh TEXHUKW, U B LaHHbIN
MOMEHT B pPsAe KIMHUYECKUX WCCrefoBaHWA OueHMBalOT npumMeHeHus aHTun-CGRP
aHTUTEN ANA NEYEHUA ronoBHOM 60nM N MurpeHn (cmoTpute, Hanpumep, Dodick et al.
Lancet Neurolology; 13(9): 885-892 (2014)).

[aHHoe n3obpeTeHne OTHOCUTCA K KOMOMHaUUSAM nacMmunTaHa u aHTaroHucTa
KanbLUWUTOHWH-reH-poacTtBeHHoro  nentuga (CGRP), Hanpumep Kk koMBuHaumm
nacmuauTaHa un rankaHesymada, n Kk cnocobam npuMeHeHna KOMOUHaLUMA AN NeYeHus
MUrpeHn. bBonee KOHKPETHO, [AaHHOe WU300pETEHNE OTHOCUTCA K MPUMEHEHUIO
KOMOMHaUMA nacMuUguTaHa M aHTaroHWCTa KanbLUTOHWH-TEH-POACTBEHHOMO Mentuaa
(CGRP), onsa neyeHna MUrpeHun, Kotopas HefOCTaTOMHO KOHTPOSMPYETCH TOSbKO
Tepanven nacmugutaHom wunm antaroHuctom CGRP. Bonee KOHKPETHO, AaHHoe
n3obpeTeHne OTHOCUTCH K MPUMEHEHUO KOMOMHaUMA nacMuguTaHa U aHTaroHucTa
KanbUWTOHWH-reH-poacTBeHHoro nentnga (CGRP), ana nedeHns ycTtomumBoM K
Tepanunu MUrpeHW, KOTOPYK OnpeaensalT B AaHHOM [OKYMEHTE Kak MUMPeHb,
YyCTOMYMBYIO K MPEALUECTBYIOLMM ABYM UNK OOMbLUEMY KONMYECTBY CXEM IEYEHUS B

BUAE MOHOTEpPanuu U/unm BONHOW Tepanuu.

JleyeHne nauMeHToOB C MUrpeHbl0 4acTo OblBaeT HeyaoBNEeTBOPUTENBHBLIM,
MOCKOMbKY [AOCTYMHbIE Tepanuu KynvpoBaHWS W Mpodunaktuydeckne Tepanum nubo
HeadekTnBHbI, MO0 MNoxXo nepeHocatca. KynupoBaHWe MpUCTYNoB  MUMPEHU
orpaHM4MBanocb MNPUMEHEHMEM  aHamnbreTUKOB, KOMOWHaUWW  aHanbreTukos C
KOPenHomMm, aprotamvHamu un TpuntaHamu. (OnucaHue Takux areHToB CMOTpUTE,

Hanpumep, B New Therapeutic Approaches for the Prevention and Treatment of
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Migraine, Diener, H.C. et al., (2015) Lancet Neurololgy, 14:1010-22). JlacmuguTaH
NpeAcTaBnsgeT MHHOBALMOHHBLIA MOAXO4 K Tepanuu 3rnvM3o4UYECKOM MUTPEHU nyTem
nsbupatenbHoro Bo3gencTeus Ha 5-HT-1F. B TO BpemMsi Kak MHOrMe naumeHTbl
CMOCOBHbI YCNELLIHO NeYUTb NPUCTYMbl MUTPEHN C MOMOLLBIO TOSbKO facMmuanTaHa unu
rankaHesymaba, 4YacTb MaumeHToB He CrnocobHa YCneLwuHO CnpaBUTbCA C NPUCTynamm
MUIPEHN C MOMOLLBIO JHOBOro M3 3TUX areHToB MO OTAENBHOCTU. Y 3TUX MauUeHTOB
MOXeT ObITb Takoe KONMMYEeCTBO AHEN MUIPEeHUM B MECsL, KOTOpOoe MOo-npexHemy
3Ha4MTErNbHO OrpaHuymMBaeT AeecrnocobHOCTb. Kpome TOoro, HeKoTopble MauneHThl,
HasblBaeMble B JAHHOM [OKYMEHTE MnauuMeHTamu C YyCTOMYMBOW K Tepanvv MUTrPEHbIO,
HEe CMOryT yCreLlHO CnpaBUTLCA CO CBOUMM MPUCTYNamMmn MUrpeHu n ByayT ctpagars oT
MUrPEHen, KOTopble YCTONYMBBLI K NPeALLEeCTBYOWUM ABYM U BorbLIEMY KONUYECTBY
CXeM reYyeHus B BWAE MOHOTepanuu W/vnu ABOWHOW Tepanuu. Kak onpeneneHo B
[aHHOM [AOKYMEHTEe, YCTOWYMBBIMWA K Tepanuu naumeHTamm C MUrpeHoto ByayTt Te,
KOTOpble MpoAo/KalT cTpagatb OT 3 unu BonblUero Konuyectsa AHEN MUTPEeHU B
MECsIL,, HECMOTPSA Ha NPeALUeCTBYIOLMNE ABe UK BorbLUee KOMMYECTBO CXEM NeYEeHUA
B BUAE MOHOTEpanuu n/unu 4BoNHOM Tepanun. Kak NpUMEHAETCA B JaHHOM JOKYMEHTE,
npeaLuecTsyome ae nnm 6onbLuee KOIMYECTBO CXEM JIeYeHUs B BUAE MOHOTEpanum
nvnn  OBOMHOW Tepanuu O3HavalT npealecTByome HeyaoBNeTBOPUTESNbHLIE
NOMbITKA NEYEHNA C MOMOLLBIO CXEM fleYeHVUs B BWAE MOHOTepanuuM v LBOWUHOW
Tepanuu, Hanpumep TpUnTaHamu, 3proTammHamu, HeCTepOouaHbLIMU
npoTueoBocnanuTensHeiMK npenaparamu (HIMNBI), HeHapKOTUYECKMMKM aHanbreTukamm
N KOPENHOM, UM O4HUM UNN ABYMS TaKUMWU areHTamu B KOMOUHaUUW. YCTOMYMBBIE K
Tepanun NauMeHTbl eLle He CMOrMM MOSTHOCTBIO 0CBOBOAUTLCA OT peunavBupyroLlen
MUIPEHU U, TakKuM 0Bpa3oM, UMEEeTCS KpUTUYeCcKkas HeyaoBNeTBOPEHHas NOTPeBbHOCTb.
HecrnocoBHOCTbL 3TUX YCTOMUMBLIX K Tepanuu MauuMeHToB C MUrPeHbl0 AOCTUYb
afjeKkBaTHOro 0CBODOXAEHUST OT MHOXeCTBa MPeLWecTBYOWMX CXeM JeYeHUs
AEMOHCTPUPYET, 4TO UX 3aboneBaHWe OCODEHHO TPyAHO MOAAAEeTCA IEeYeHUo, U
3PPEKTUBHOCTE B 3TOW MONynauum  npeacraBnaeTr cobon  HeoXuAaHHbIA  n

NPEBOCXOAALLMI pe3ynbTar.

Nacvmngntan (COL 144, LY 573144, vaeHTudurkaumoHHsIn Homep CAS 439239-

90-4), ncnomnb3yemMmbln B KOMOMHaUMAX COrfiacHO AaHHOMY M30DPETEHUIO, MOXET ObiTb
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XUMUMYeckn onucaH kak  2,4,6-tpudptop-N-[6-(1-meTun-nunepunanH-4-mnkapboHun)-

NMPUANH-2-Un]-6eH3amMmna 1 MOXeT BbITb CTPYKTYPHO NpeacTaBneH kak CoeauHeHrme |:

Kak npumeHsieTcs B faHHOM pokymeHTe, CoeauHeHue | BkmoyaeT B cebs ero
hapmaLeBTMHECKN NPUEMMEMbIE COMK, BKMOYAs, HO HE OrpaHnYMBasiCb NLLb STUMW:
2,4,6-tpudTop-N-[6-(1-meTnnnnepuanH-4-nnkapOoHmnn)-NMpULANH-2-1n] BeHsamng
MOHorngpoxnopuaHaa cone n 2,4,6-tpudptop-N-[6-(1-meTunnunepuamH-4-kapOoHun)-
NMpUAnH-2-un]-6eH3ammng  nonycykumHatHaa  conb. Cnocobbl  MPUrOTOBIIEHUA
nacMuMguTaHa n ero Coneun, a TakKe HEKOTOPbIX €ro rotoBbiX (POpM M 403 rOTOBOW
dOpMbl  M3BECTHBI Creumanucty B AaHHOW 00nactv TexHuKM u onucaHsl B WO
03/084949 n WO 2011/123654.

ankaHe3ymab (LY 2951742, nageHtndpukaymoHHslin Homep CAS 1578199-75-3),
NCMOSb3yeMbIn B KOMOUHALMSIX COrMacHO AaHHOMY M30BpeTeHuto, MOXET OblTb OnncaH
KaKk MOHOKIOHANbHOE aHTUTENO, HaLeNeHHOe Ha KarbLUUTOHWMH-TEH POLCTBEHHbIN
nentng (CGRP). MoHoTepanua rankaHesymabom paspabaTbiBaeTcs Ans NeveHus
MUIPEHN W KIacTepHOW ronosHon 6onu (cmotpute, Hanpumep, New players in the
preventive treatment of migraine, Mitsikostas, Dimos D.; Rapoport, Alan M., BMC
Medicine (2015), 13, 279/1-279/7, w Translational pharmacodynamics of calcitonin
gene-related peptide monoclonal antibody LY2951742 in a capsaicin-induced dermal
blood flow model, Vermeersch, S., et al. Journal of Pharmacology and Experimental
Therapeutics (2015), 354(3), 350-357). Cnocobbl nony4eHus rankaHesymabda n3BeCTHb
creynanucty B faHHoOW obnactu TexHUKM m ormcaHbl B WO 2011/156324. [pyrue
aHTaroHuctel CGRP, nonesHble B KOMOMHAaUMAX COrflacHO AaHHOMY W300pPEeTeHuo U

N3BECTHbIE CreunanicTy B gaHHOM 00nacTh TEXHWUKK, BKOYaKOT B ceba snTuHecymad
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(ALD403), dppemaHeszymab (TEV-48125), speHymab (AMG334), y6porenaHt (MK-1602),
MK-8031, onuerenaHt wnu pumerenadt (BHV-3000; BMS-927711) (cmoTpurte,
Hanpumep, New strategies for the treatment and prevention of primary headache
disorders, N. M. Schuster & A. M. Rapoport, Nature Reviews Neurology (2016)
12, 635-650). AHTaroHnctel CGRP, ncnone3yemMble B KOMOMHALMAX COrnacHo gaHHOMY
N3006peTeEHNO N U3BECTHbIE CNeunanucTy B AaHHOW 06racTu TEXHWUKW, BKIOYalOT B
cebsa aHTaroHWUCTbI-Masnble MOMEKYNbl U aHTarOHUCTbI-MOHOKITOHamNbHbLIE aHTUTEeNa,
HaueneHHble Ha cam CGRP wunu ero peuentopbl. Cnocobbl NosyvyeHUs [pyrux

aHTaroHuctoB CGRP 13BEeCTHbI creumanucTy B JaHHON 0651acTu TEXHUKW.

CyuwectsyeT noTtpebHOCTb B OoOrblIEeM KOMMYECTBE Tepanui W pasnmnyHbIX
Tepanusax, KOTOpble MOryT Oka3aTbCA 3P PEKTUBHBIMU B NTEYEHNE MUTPEHWN, B HACTHOCTU
B JIEYEHNE MUIPEHU, HELOCTaTOYHO KOHTPONIMPYEMOW C MOMOLLbLIO TOSMBKO Tepanuu
nacmuTugaHom mnm antaroHuctom CGRP, n octaetca kputudeckaa noTpebHOCTb B
neYeHne yCTOMYMBOM K Tepanmm MUrPEHK, KOTOPYIO ONpeaenstoT B AaHHOM AOKYMEHTE
KaKk MUrPEHb, YCTONYMBYIO K MPEALLECTBYOLUM ABYM UK BONbLUEMY KONTMYECTBY CXEM

NeYeHVs B BUAE MOHOTEpanun W/unu ABOMHOM Tepanuu.

B AaHHOM OOKyMEHTe mnpeasnoXeHbl HOBble CroCOBbl MPUMEHEHNA KOMOMHaLMIA
nacMuTMgaHa W aHTaroHuMcTa KanbUMTOHWH-reH-poacTtBeHHoro nentuga (CGRP),
Hanpumep KoMOuHaumMM nacmuvgutTaHa wu rankaHesymaba, ANA NeYeHUs MUTPEHU Y
YCTOMYMBOM K Tepanum MUrpeHn. CuutaeTcq, 4YTO KoMOuHauus nacMuguTtaHa U
rankaHesymaba ans nedvyeHns murpeHu OyaeT npeBocxoguTb MOy MOHOTEpanuio,
Bnarogapa KomOuHupoBaHHOMY pgeuctButo Ha nyte CGRP B kombuHaumm C
AOMOMHUTENbHBIM ~ AEUCTBMEM  nacMuauTaHa ANa  ryTamaTtHoro  CUrHanuHra.
CuutaeTcs, 4To KOMOMHAUUA 3TUX PapMakonorM4eckmx CBOMCTB AacT MPEBOCXOAALLYO
SPPEKTUBHOCTE ANA NEYEeHUS MUIPEeHW Yy MauuMeHTOoB, KOTopble CcTpajarT OT

YCTOWNYMBOM K TEpanum MUrPEHN.

COOTBETCTBEHHO, COrfacHO AaHHOMY MW300peTEeHUI0 MPEeANioXeH nacMuauTaH
ANS  MNPUMEHEHWA B  OAHOBPEMEHHOW, pasfenbHOW WM nocnegoBaTerlbHOW
KOMOWHaUMM C aHTarOHUCTOM KamnbLUMTOHWH-reH-poacTeeHHoro nentuga (CGRP),

Hanpmumep ranKaHesyma60M, B nNe4vYeHnn MuUrpeHu, B 4aCtHOCTU B JieHYeHUA MUTPEHN,
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HEeLOCTaTOYHO KOHTPONMPYEMOW TOMbKO Teparnven nacMuguTtaHoM UM aHTaroHUCTOM
CGRP, n ans ne4yeHnss yCTON4MBOW K Tepanuu MUrpeHn y naumeHTa. bonee KOHKpeTHO,
nauneHToMm, CTpajarolmMmM OT MUrpeHu, SIBNAETCHA TOT, KTO CTpajaeT OT MUrpeHew,
KOTOpPblE HEAOCTaTOYHO KOHTPOSIMPYKOTCA TOMbKO Tepanven nasMvgutaHoMm Wnm
aHTaroHuctom CGRP. Bbonee KOHKpeTHO, NauUMEeHTOM, CTpajarolmm OT MUMPEHMU,
SBNAETCA TOT, KTO CTpajaeT OT YCTOMYMBOM K Tepanvm MUrpeHn, Kotopas onpeneneHa
B [aHHOM [OKYMEHTE Kak MWrpeHb, YyCToMYMBasi K NPEeALUecTBYHOLUM OBYM WK

BorbLUEMY KONMYECTBY CXEM NEYEHUS] B BUAE MOHOTEpanuy U/vnmn SBONHON Tepanuu.

KombuHauum nacMugutaHa W aHTaroHucTa KanbUUTOHWH-TeH-POACTBEHHOrO
nentuga (CGRP), Hanpumep, KomOuHauua nacMmanTaHa u rankaHesymatda, n cnocobbl
NPUMEHEHMA  KOMOWHaUMW ANA  NEeYeHUs MUIPEeHW, B YACTHOCTW, MUMPEeHW,
HEe[O0CTaTOYHO KOHTPONMPYEMOMW TOMbKO Teparnven nacMyauTaHOM UM aHTaroHUCTOM
CGRP, wn, 0Gonee KOHKPETHO, ANA NeYeHUss YCTOMYMBOW K Tepanum MUIPeHN,
NCMOMb3YIOT HECKONbKO [03 U CXeM BBEAEHUA [03 nacMuautaHa u rankaHesymabda,

KOTPbIe OnMncaHbl HAXe.

HaHHoe wun3o0peTeHMe OTHOCUTCH K  KOMOWHUPOBAHHOMY  MPUMEHEHUIO
dhapmaueBTUHECKMX KOMMO3ULMK, coAepXallmx KONMMYecTBO nacMuauTaHa unm ero
dapmaueBTMHECKM  MpUEeMrIeMon conmm U papMaueBTUHECKM  MPUEMIIEMOrO
pasdaBuTena wunuM Hocutend, npu 3TOM ANS MNepopanbHOro BBEAEHUS yKasaHHas
komnosnuus cogepxut 50-400 mr nacmuvgutaHa B [03e unv  (papmaueBTUYecku
npuemMnemMon conn, n anga 6ykkanbHOro, NOAbA3LIYHOMO, Ha3arnbHOro/MHTPaHa3ansHoro,
TpaHCcaepManbHoro, MOAKOMXHOTO, MHBEKLMOHHOTO, BHYTPUBEHHOIO nnu
BHYTPUMBILLEYHOIO BBELAEHMWS, YKaszaHHaa KOMMO3UUUS COAePXUT BnnoTe Ao 200 mr
nacMmuauTaHa B [03€ UM ero dapmaueBTUYECKM MPUEeMreMOn COMWU, MNpUYem
yKa3aHHyt0 KOMMNO3UUMO BBOASAT OAWH, ABa WM TpyM pasa B CyTku. [aHHoe
N3o0bpeTeHne OTHOCUTCA K KOMOMHMPOBAHHOMY MPUMEHEHUKO dapMaLeBTUYECKON
KOMMO3VLUMKM nacMuguTaHa, npuYyeM ykKasaHHas KOMMo3vuus npefHasHadeHa Aans
nepopanbHOro BBEAEHUSA, W KOMMYECTBO NacMuauTaHa Unu ero gapmMaueBTUYECKU
npuemnemon conn coctasnaeT oT 50 mr o 400 mr Ha gosy. [laHHoe n3obpeTeHue
OTHOCUTCA K KOMOWHMPOBAHHOMY MPUMEHEHUIO apMaleBTUHECKON KOMMO3MLIMK

nacMmugutaHa, npuyem Konm4yecTso nacmugutaHa coctasnaeT 50 mr Ha po3sy. [laHHoe
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n3obpeTeHne OTHOCUTCA K KOMOMHMPOBaAHHOMY MPUMEHEHUIO dapMaLeBTUYECKON
KOMMO3ULMK nacMuauTaHa, npuyemM KonumyecTso nacmugurtaHa cocrasnset 100 mr Ha
fosy. [aHHoe wu3obpeTeHne OTHOCUTCA K  KOMOWHWPOBAHHOMY  MPUMEHEHWUIO
dapmaueBTMHECKON KOMMO3ULMW nacMuauTaHa, MNpuyYeM KONMUYeCTBO NacMuauTaHa
coctaBnaeT 200 Mr Ha fo3y. [JaHHOoe M300peTeHne OTHOCUTCH K KOMOWHMPOBaAHHOMY
NPUMEHeHMIO (PapmMaLeBTUYECKOM KOMMO3UUUK nacMuguTaHa, npu4emM KONM4ecTBO
nacmugutaHa coctaenaet 400 mr Ha p[os3y. [aHHoe u3obpeTeHwe OTHOCUTCA K
KOMOWHMPOBAHHOMY MPUMEHEHUIO apMaLEeBTUHECKOM KOMMO3ULMK  nacMuauTaHa,
NpuyYeM ykasaHHas KOMMNo3vumsa npegHasHadeHa Ans OykkansHOro, CybruHreansHoro,
Has3anbHOro/MHTpPaHasaneHoro, TPaHCAEPMAarnbHOro, MOAKOXHOMO, MHBLEKLMOHHOIO,
BHYTPMBEHHOrO0 UMW  BHYTPUMbILLEYHOrO BBEAEHUS, W KONMWYECTBO BBOAUMOrO
nacMmuguTaHa unu ero apmMaueBTUYECKN MPUEMIIEMOM COMU COCTaBNAET BMMOTb A0
200 mMr Ha po3sy. [laHHoe n3obpeTeHrne OTHOCUTCH K KOMOUHMPOBAHHOMY MPUMEHEHUIO
dapmaLeBTMHECKON KOMMO3UUMKM  nacMmuautaHa, npuyem KONMM4YecTBO BBOAUMOrO
nacMuauTaHa unm ero apmaueBTUHECKM NMPUeMneMon conm cocrtaenseT ot 20 Mr go
200 mr Ha fosy. [laHHoe M300peTeEHnEe OTHOCUTCA K KOMOUHUPOBAHHOMY MPUMEHEHUIO
dhapmaueBTUHECKON KOMMO3MUMKM  NlacMUUTaHa, Mpuy4eM  KOnM4ecTBO BBOAUMOrO
nacMmumanTaHa unu ero apmMaueBTUYECKU NpUemMnemMon conmn cocrtasnsaeT ot 20 Mr 4o
60 mMr Ha go3y. [laHHoe mn3obpeTeHne OTHOCUTCA K KOMOUHMPOBAHHOMY MPUMEHEHUIO
dhapmaueBTUHECKON KOMMO3MUMKM  NacMUAUTaHa, MpuyYeM  KOnuM4ecTBO BBOAUMOrO
nacMmuamnTaHa unu ero apmMaueBTUYECKM NpUemMnemMon conmn cocrtaesngaeT ot 20 Mmr 4o
30 mr Ha posy. [JaHHoe n300peTeHne OTHOCUTCS K KOMOWHUPOBAHHOMY MPUMEHEHMIO
hapmaueBTUHECKON KOMMO3UUMM  nacMuauTaHa, npu STOM BBEAEHME HABMSETCH
BHYTPMBEHHBIM M KONMMYECTBO BBOAMMOrO nacMuauTaHa unv ero gapmMaueBTU4ecKu
npuemMmnemMon conu coctaenseT BnoTe A0 200 mr Ha posy. [laHHoe m3obpeTeHue
OTHOCUTCA K KOMOWHMPOBAHHOMY MPUMEHEHUIO apMaLeBTUHECKON KOMMO3MLMK
nacMuauTaHa, npu STOM BBEAEHME nacMuauTaHa wunu ero  apmMmaueBTUHECKU
NPUEMNEMON CONMKN SABMSIETCA BHYTPUBEHHBIM B TEeYeHWEe nepuoga BpemMeHu okomno 20

MUHYT.

[laHHoe M1300peTeHne OTHOCUTCS K  KOMOWHUPOBAHHOMY  MPUMEHEHWUIO

tbapmaLeBTMYECKON KOMMO3MLMM facMUAUTaHa, Mpu STOM KOMMO3ULMS COAEPXKUT
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NONyCyKUMHAaTHYIO Ccomnb  NnacmuauTtaHa. [daHHoe u3obpeTeHme OTHOCUTCA K
KOMOUHMPOBAHHOMY MPUMEHEHUIO hapmMaLeBTUYECKON KOMMO3MLMK NacMuauTaHa, npu
3TOM KOMMO3ULUMA COAEPXUT MONYCYKUMHATHYHO COfb nacMuautaHa v BBOAUMOE
KonuyectBo coctasnsgeT 50 Mr Ha pfody. [laHHoe un3obpeTeHue OTHOCUTCA K
KOMOUHMPOBAHHOMY MPUMEHEHUIO hapMaLeBTUYECKON KOMMO3MLMK NacMuauTaHa, npu
3TOM KOMMO3NLUMA COAEPXUT MONYCYKUMHATHYHO COfb facMuautaHa v BBOAUMOE
kKonuyectBo coctaenaetr 100 mr Ha pfosy. [laHHoe wu3obpeTeHMe OTHOCUTCA K
KOMOUHMPOBaAHHOMY MPUMEHEHWUIO hapMaLeBTUYECKON KOMMNO3ULMK NacMUanTaHa, rnpu
3TOM KOMMO3NLUMA COAEPXUT MONYCYKUMHaTHYHO COfb facMuautaHa v BBOAUMOE

Konm4yectBo coctasngeT 200 Mmr Ha Jo3y.

JaHHoe un300peTeHMe OTHOCUTCS K  KOMOWHMPOBAHHOMY  MPUMEHEHWIO
thapmMaLEBTUYECKOM KOMMO3MLMN NTacMUAMTaHa, Npu 3TOM 403y facMUaUTaHa Uimn ero
thapmMaLEBTMYECKM MPUEMITEMOI CONM BBOAST OAMH pa3 B CyTKW. [laHHOe u3obpeTeHne
OTHOCUTCH K KOMOWHUPOBAHHOMY MPUMEHEHMIO (HapMaLEeBTUYECKON KOMMO3ULMM
nacMuuTaHa, npu 3ToM 03y NacMuauTaHa Unv ero apMaueBTUYECKU NMPUEMITEMON
CONMM BBOAAT ABa pa3 B CyTKW. [JaHHOEe U300peTeHNe OTHOCUTCA K KOMBMHMPOBaAHHOMY
NPVMEHEHUIO  (papMaLIEeBTUYECKO KOMMO3MLMM  nacMuauTaHa, npu  3TOM  [03y

nacmmauTaHa unm ero apmaLeBTUHECKM NPUEMIEMON CONMN BBOAST TPY pas3 B CyTKW.

HaHHoe n3obpeTeHne OTHOCUTCA K CrocoBy NeYeHUss MUTPEHU Y HY>KAatoLLerocs
B 3TOM MauuMeHTa, BKrovarLwemMy B ceba nepoparnsHoe BBeAeHWe naumeHTy Ao3bl 50-
400 w™Mmr nacMuauTaHa wnu o ero  apmaueBTUYECKM MpUeMneMon Cconmm W
dapmavueBTMHeCKM Npuemnemoro pasbasutens unum Hocutens. [aHHoe nsobpeTeHue
OTHOCUTCA K Crocoby neYeHuss MUMPEeHW Yy HyXawweroca B 3TOM NauueHTa,
BKMOUaroemy B cebs  nepopanbHOoe BBeAeHWe nauueHTy A[ossl 50-400 wmr
nacMmuauTaHa unu ero gpapmaueBTUYeCKM MPUeMnemMon conu 1 dapmaleBTUHeCcKu
npvemnemoro pasbaBuTensa UNM HOCUTENS, NMPU 3TOM YKa3aHHY KOMMO3ULMIO BBOAST

OLVH, ABa UM TPU pasa B CyTKW.

[laHHOe M306peTeHne OTHOCUTCH K COCOBY NeYEHUs MUTPEHW Y Hy>KaatoLLerocs
B 3TOM nauueHTa, Bkoyalowemy B cebs nepopanbHoe BBeaeHWe nauneHTy fo3bl 50

M flacMuguTaHa unm ero apmaLeBTUYeCck NPUEMIEMON Conm 1 dapMaLeBTUYECKN
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npuemnemoro pasbasutens unm Hocutensa. [lJaHHoe n3obpeTeHne OTHOCUTCS K cnocody
NEYEHNA MUMPEHW Y HyXOaloWerocs B STOM MNauMeHTa, Bkvawwemy B cebs
nepopanbHOe BBeAEHWEe nauueHty f[osbl 50 wMr nacmugutaHa, wunm o ero
dapmaueBTMYECKM MpUeMremMon conv, W apMaueBTUYeCKM  NPUEMMIEMOrO
pa3baBuUTENA UM HOCUTENSA, NP 3TOM YKa3aHHYK KOMMO3ULMIO BBOAAT OAUH UNK ABa

pasa B CyTKM.

[aHHoe n3obpeTeHne OTHOCUTCA K CriocoBy NeYeHUss MUTPEHU Y HY>KOatoLLerocs
B 3TOM NauuneHTa, BKMo4aroLwemy B ceba nepopanbHoe BBeAeHne naymeHTty Ao3bl 100
MI lacMuauTaHa unu ero gpapmMaLeBTUYecKn NpuemMnemMon conu, 1 dapmMaLeBTU4ecKu
npuemnemoro pasbasutens unm Hocutensa. [JaHHoe n3obpeTeHmne OTHOCUTCS K Crnocody
NEeYEHNa MWUMPEHN Yy HyXJawoLlwerocs B 3STOM MNauveHTa, Bkovawwemy B cebs
nepopanbHoe BBeAeHMe nauueHty gos3bl 100 wMr  nacmugutaHa, unm o ero
dapmaLeBTMHECKM MpuemMnemMon conv, W apmaueBTUYeCKM  MNPUEMIEMOrO
pas3baBuTENSA UM HOCUTENSA, NP 3TOM YKa3aHHYK0 KOMMO3ULMIO BBOAAT OAUH UK ABa

pasa B CyTKM.

[aHHoe n3obpeTeHne OTHOCUTCA K CrocoBy NeYEeHNss MUTPEHN Y HY>KAatoLLerocs
B 3TOM NauuWeHTa, BKrovaroLwemy B ceba nepopanbHoe BBeAEHWE naumeHTy Ao3bl 200
MI lacMuguTaHa unu ero papmMaueBTUYeCcKn NpUeMEMon Conun, 1 apmMaLeBTUYECKN
npuemnemoro pasbasutens unm Hocutens. [JaHHoe n3obpeTeHne OTHOCUTCS K Crocoby
NeYeHnss MUrpeHu y HyXgawLwerocs B 3TOM MauueHTa, BKMvawwemy B cebs
nepopansHoe BBeAeHWe nauMeHty f[o3bl 200 Mr  nacmugutasHa, wunu o ero
dapmaueBTMHECKM  MpUMemMneMon  Cconu, W dapmMaueBTU4ECKU  MNPUEMIIEMOrO
pas3daBuUTeNsa UM HOCUTENS, NPU 3TOM YKa3aHHYH0 KOMMO3ULMIO BBOAAT OAWH UK ABa

pasa B CyTKM.

HaHHoe n3obpeTeHne OTHOCUTCA K CrocoBy NeYeHUss MUTPEHU Y HY>KOatoLLerocs
B 3TOM nauueHTa, BK4awowemy B ceba TpaHCOykkanbHoe, CyOnuHreansHoe,
HasanbHOEe/MHTpaHas3aneHoe,  TpaHcaepMarnbHOe,  MOAKOXHOE,  MHBLEKLMOHHOE,
BHYTPMBEHHOE UMM BHYTPUMbILLEYHOE BBeAeHue naumeHty p[ossl 50-400 wmr
nacMmuauTaHa unuv ero gapmaueBTUYECKM MpUeMIEMOnN Conn, 1 dapmaLeBTUHEeCKU

npunemnemoro pa36aBV|Ten;| NN HOCUTEIb.
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HaHHoe n3obpeTeHne OTHOCUTCA K CrocoBy NeYeHUss MUTPEHU Y HY>KOatoLLEerocs
B 9TOM nauueHTa, BKM4awowemy B ceba TpaHCOykkanbHoe, CyOnuHreansHoe,
HasanbHOe/MHTpaHa3aneHoe,  TpaHcaepMarnbHOe,  MOAKOXHOE,  MHBEKLMOHHOE,
BHYTPMBEHHOE UMM BHYTPUMbILLEYHOE BBeAeHue naumeHty p[ossl 50-400 wmr
nacMmuauTaHa unum ero gapmaueBTUYECKU MpUeMIeMon Comnn, 1 dapmaleBTUHeCcKu
npvemnemoro pasbaBuTensa UM HOCUTEMb, NPU 3TOM yKa3aHHYK KOMMO3ULMIO BBOAAT

OLVH, ABa UM TPU pasa B CyTKW.

[laHHoe wu3o0peTeHne OTHOCUTCA K Crnocod®y KOMOWHMPOBAHHOIO JieYeHus
MUIPEHW Yy MaumeHTa, HyXZalwLweroca B 3TOM, Bkoyawwemy B cebs BBegeHue
nauueHty nosbl 120 mr rankaHesymaba. [JaHHoe n3obpeTeHne OTHOCUTCA K Crnocoby
KOMOVMHMPOBAHHOMO NIEYEHUS MUIPEeHU Yy MauueHTa, HyXOaroweroca B 3TOM,
BKIrovaroweMmy B cebsi BBegeHue naumeHTty fosbl 240 mr rankaHesymaba. [aHHoe
n300peTeHne OTHOCUTCS K CrnocoBy KOMOBUHUPOBAHHOIO NIEYEHUS MUIPEHM Y NaLMeHTa,
HY>KOaloLeroca B 9TOM, Bkovarowemy B ceba BBedeHWe naumeHTty [osel 300 mr
rankaHesymaba. [aHHoe wu3obpeTeHne OTHOCUTCA K Ccrnocoby KOMOMHMPOBAHHOMO
NEYEHN MUMPEHVM Yy naumeHTa, HyXgarouwlerocs B 3TOM, BKMHOYarolwemy B cebs
BBEAEHNE naumeHTy p[o3bl 360 wMr  rankaHesymaba. [peanoytuTensHoO  [osy
rankaHesymaba BBOAAT C HeAenbHbIMW, MONYMECAYHBIMWA, MECSYHBIMA UM
exekBapTanbHbIMU MHTEpPBanaMmu. bonee npeanoyTUTENBHO BBEAEHNE rankaHedymaba
NPOBOAMTCA  eXemecayHo.  [laHHoe  u3o0peTeHMe  OTHOCUTCS K Crnocoby
KOMOVMHUPOBAHHOIO JIEYEHUS MUIPEHM Y MaUMeHTa, HYXOaloLweroca B 3TOM,
BKMOUaroLemy B cebsa BBeAeHVME NauMeHTy HadanbHOW yaapHouM p[o3bl 240 wmr
rankaHesymaba, C nocrnegyrowen exemecsyHon nopaepxusarowien poson 120 mr
rankaHesymaba. [aHHoe u30bpeTeHne OTHOCUTCA K KOMOMHMPOBaAHHOMY CroCcoby
NEYEHN SNM30ANYECKON MUIPEHW Yy MauMeHTa, BKNoYawwemy B ceba BBefeHue
EXXEMECSYHON MOAKOXHOM A03bl 120 Mr rankaHesymaba. Kak npumeHseTcs B JaHHOM
AOKYMEHTE, KOMOWHMPOBaHHbIE CMOCODLI feYeHUs C BBeAEHMEM ranbkaHesymaba

OCyLLeCTBNAKTCA NO CXemMaMm, npmnBeeHHbIM BbILLE.

[pyroi acnekT faHHOro N30bpeTeHnst OTHOCUTCS K MPUMEHEHUIO NacMugmMTaHa B

koMBMHaUuM C rankaHeaymabom, B KayecTBe JIeKapCTBEHHOrO Cpeacrsa, W, B
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YaCTHOCTW, neKkapCTtBeHHOro cpeacrtbsa, aaarntupoBaHHOIO ANA JeYeHUA MUrpeHu y

noaen.

B A4pyrom BapuaHTe OCyLeCTBMNEHWs,, COrnacHo JAaHHOMYy W300peTeHuto
npeanoXeH cnocod npuUMeHeHWs nacMuguTaHa B OQHOBPEMEHHOM, pas3feribHOM UNnn
nocnegosaTenbHOM KOMOWHMpPOBaHWU C  aHTaroHUCTOM KanbLUMUTOHUH-TeH-
poacrteeHHoro nentuga (CGRP), B neYyeHnn MUrpeHmn y nagueHTa.

B A4pyrom BapuaHTe OCYyLEeCTBMEHWs, COrfacHo JAaHHOMY U300peTeHuto
npeanoXeH cnocod npuUMeHeHWs nacMuguTaHa B OQHOBPEMEHHOM, pas3feribHOM UNnu
nocnegosaTeribHOM KOMOWHWPOBaHUW C rankaHesymabom, B IeYeHUUM MUTPeHn Y
naugueHTa.

B ngpyrom BapuaHTe OCYLIEeCTBNEHMS, COrfacHO AaHHOMY W3006peTeHuto
npeanoxeH crnocob NpUMEHeHUs nacMuautaHa B O4HOBPEMEHHOM, pasfefibHOM Wnu
nocnegosaTenbHOM KOMOVHMPOBaHUM C  aHTaroHMUCToM KanbLUMTOHUH-TeH-
poacteeHHoro nentuaa (CGRP), B nedeHun y nauymeHta MWUrpeHn, HepzocTaTtoyHO
KOHTPONIMPYEMOM C MOMOLLBIO FIEYEHU TOSbKO NacMUAUTAHOM WM aHTarOHUCTOM
CGRP.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs, COrfacHo JAaHHOMY W300peTeHuto
npeanoXeH cnocod NpUMEHeHNa nacMuaguTaHa B OQHOBPEMEHHOM, pas3feribHOM UNn
nocnenoBaTenibHOM KOMOWHWPOBaHUW C rankaHesymabom, B feyYeHuu Yy naumeHTa
MUIPEHW, HEAOCTaTOYHO KOHTPONMPYEMOWN C MOMOLLLIO NIEYEHUS TOSBKO facMuanTaHoM
NN rankaHesymadom.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs, COrfacHo JAaHHOMY W300peTeHuto
npeanoXeH cnocod npUMeHeHna nacMuguTaHa B OQHOBPEMEHHOM, pas3feribHOM UNn
nocnegoBaTenbHOM KOMOWHMPOBaHWUA C  aHTaroHUCTOM KanbLUWUTOHUH-TeH-
poacreeHHoro nentuga (CGRP), B neyeHuM MurpeHu y nagmeHTta, cTtpagarowiero ot
YCTOWMYMBOM K Tepanum MUTPEHWU, NPU STOM MUrPEHU MaUMEHTOB Oblfn YCTOMYMBBIMUY K
npeaLlecTsyoWnUM ABYM unuM  OonblUeMy KONMUMYECTBY CXEM JleyYeHuss B Buae
MOHOTEpanun u/unmn BONHON Teparnun.

B A4pyrom BapuaHTe OCyLeCTBMEHUs, COrfacHo JAaHHOMYy WK300peTeHuto
npeanoxeH cnocod npUMeHeHWa nacMuguTaHa B OQHOBPEMEHHOM, pa3feribHOM WUNnn

nocneaosaTenbHOM KOMOMHMPOBaHWM C rankaHe3ymaboMm, B JIEYEHWUM MUrpeHn Yy
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nauueHTa, cTpajaroliero oT YCTOMYMBOW K Teparnvv MUTPeHW, Mpu 3TOM MUIrPeHu
naumneHToB Oblfv YCTONYMBBLIMU K MNPEALUECTBYOWUM ABYM UM GOnbLUEMY KONUYECTBY
CXEeM IledeHns B Buae MoHoTepanuu u/unuv BovHOW Tepanuu.

B nA4pyrom BapuaHTe OCyLEeCTBMEHWUs,, COrfacHo JAaHHOMYy K300peTeHuto
npeanoXeH cnocod rnpuMeHeHWs nacMuguTaHa B OQHOBPEMEHHOM, pa3feribHOM WUNnn
nocnenoBaTeribHOM KOMOWHWPOBaHUW C rankaHesymabom, B IeYeHUUM MUTPEeHn Y
nauueHTa, npu aTom rankaHesymad BBOAAT B BMAE HavanbHOW yaapHOU Ao3bl 240 mr
rankaHesymaba, C nocrnegyrolen exemecsyHon nogaepxusarowien poson 120 wmr
rankaHesymaba, n nacmuauTtaH BBoaAaT B fo3e 50 Mr oAnH Unn ABa pasa B CyTKU.

B Aapyrom BapuaHTe OCyLEeCTBMNEHWs, COrnacHo JAaHHOMY W300peTeHuto
npeanoXeH cnocod npuMeHeHns nacMuauTaHa B OQHOBPEMEHHOM, pas3feribHOM UNnu
nocnenoBaTenbHOM KOMOVMHUPOBaHWM C ranikaHesymaboMm, B JeYEHUN MUrPeHu y
naumeHTa, npu 3ToM rankaHesymatb BBOAAT B BUAE HavanbHOW yaapHOW o3bl 240 mr
rankaHesymaba, C nocrneaylowen exemMecsyHoW nopaepxusatowien nosonm 120 mr
rankaHesymaba, n nacmuautaH BBoasT B Ao3e 100 Mr o4unH unu aBa pasa B CYTKW.

B A4pyrom BapuaHTe OCyLeCTBMEHUs, COrfacHo JAaHHOMY W300peTeHuto
npeanoxeH cnocod NpUMEHeHWa nacMuauTaHa B O4HOBPEMEHHOM, pas3feribHOM UNn
nocnenoBatenibHOM KOMOWHUPOBaHUW C rankaHesymaboMm, B IeYEeHUM MUTPEHU Y
nauueHTa, npu 3ToMm rankaHesymad BBOAAT B BMAE HadanbHOW yaapHOM Ao3bl 240 mr
rankaHesymaba, C nocrneayrowen exemecsyHon nopaepxusarowien poson 120 wmr
rankaHesymaba, n nacmugutaH BBoasT B Ao3e 200 Mr O4WH unu ABa pasa B CYyTKW.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs,, COrfacHo JAaHHOMY W300peTeHuto
npeanoXeH cnocod npUMeHeHWa nacMuaguTaHa B OQHOBPEMEHHOM, pas3feribHOM UNn
nocnegoBaTeribHOM KOMOWHUPOBaHUW C rankaHesymabom, B IeYeHUUM MUTPEHn Y
nauueHTa, npu STOM rankaHesymab BBOAST B BUAE exeMecsyHoM p[o3bl 120 mr
rankaHesymaba, n nacMmuauTaH BBoaAaT B fo3e 50 Mr oAuH 1nn ABa pasa B CyTKW.

B A4pyrom BapuaHTe OCyLEeCTBMNEHUs, COrfacHo JAaHHOMY W300peTeHuto
npeanoXeH cnocod npUMeHeHWa nacMuauTaHa B OQHOBPEMEHHOM, pas3feribHOM WUNnn
nocnegoBaTeribHOM KOMOWHUPOBaHUW C rankaHesymaboMm, B IeYeHUUM MUTPeHn Y
nauueHTa, npu STOM rankaHesymalb BBOAST B BUAE exeMecsayHon p[o3bl 120 mr

rankaHesymaba, n nacmugutaH BBoasT B Ao3e 100 Mr oguH unu ABa pasa B CYTKW.
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B nAgpyrom BapuaHTe OCYLIECTBMEHUS, COrfacHo [aHHOMY W300peTeHuto
npeanoxeH cnocod npUMeHeHWs nacMuguTaHa B OQHOBPEMEHHOM, pas3feribHOM UNn
nocnegoBaTeribHOM KOMOWHUPOBaHUW C rankaHesymabom, B IeYeHUUM MUTPeHn Y
nauueHTa, npu 9TOM rankaHesymab BBOAST B BUAE exemMecsydHon p[o3bl 120 mr
rankaHesymaba, n nacmugutaH BBoaaT B Ao3e 200 Mr O4uH unu ABa pasa B CYTKM.

B nA4pyrom BapuaHTe OCyLEeCTBMNEHWs, COrfacHo JAaHHOMYy W300peTeHuto
npeanoXeH cnocod npuMeHeHns nacMuguTaHa B OQHOBPEMEHHOM, pa3feribHOM WUNnn
nocnegoBaTeribHOM KOMOWHWPOBaHUW C rankaHesymabom, B IeYeHUUM MUTPeHn Y
nauueHTa, npu 9ToM rankaHesymab BBOAAT B BUAE exemecsayHon p[o3bl 120 mr
rankaHesymaba, n nacmuauTtaH BBoaAaT B fo3e 50 Mr oAnH pas B CyTKW.

B Aapyrom BapuaHTe OCyLEeCTBMNEHWs, COrfacHo JAaHHOMY U300peTeHuto
npeanoxeH crnocob NpUMEHeHUs nacMuautaHa B O4HOBPEMEHHOM, pasfeflbHOM Wi
nocnefoBarTenbHOM KOMOMHUMPOBaHWM C rankaHesymaboMm, B JeYEHUN MUrPeHu y
nauueHTa, npu 3TOM rankaHesymad BBOAAT B BuAe exemecsyHou [osbl 120 mr
rankaHesymaba, n nacmugutaH BBoasT B Ao3e 100 Mr O4unH pas B CyTKMW.

B A4pyrom BapuaHTe OCyLeCTBMEHUs, COrfacHo JAaHHOMY W300peTeHuto
npeanoxeH cnocod NpUMEHeHWa nacMuauTaHa B O4HOBPEMEHHOM, pas3feribHOM UNn
nocnenoBatenibHOM KOMOWHUPOBaHUW C rankaHesymaboMm, B IeYEeHUM MUTPEHU Y
nauueHTa, npu STOM rankaHesymab BBOAST B BUAE exemMecsyHoW p[o3bl 120 mr
rankaHesymaba, n nacmugutaH BBogsT B Ao3e 200 Mr OAWH pas B CyTKMU.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs, COrfacHo JAaHHOMY W300peTeHuto
npeanoXeH cnocod npUMeHeHWa nacMuguTaHa B OQHOBPEMEHHOM, pas3feribHOM UNn
nocnegoBaTenbHOM KOMOWHMPOBaHW C  aHTaroHMUCTOM KanbLUWUTOHWUH-TeH-
poacrteeHHoro nentuga (CGRP), B neyeHun y naymeHTa ronosHon 6onu, BeIGpaHHoON 13
rpynnbl, COCTOALLEN N3 SMU3OLUYECKON FONIOBHOM 60K, XPOHNUYECKOWN rofioBHOW Bonu,
XPOHNYECKOWN KNacTEpPHOW rofloBHOW 60nM UM 3nNn30gnUHECKON KacTepPHOW rofioBHOW
oonw.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs,, COrfacHo JAaHHOMYy WU300peTeHuto
npeanoxeH cnocod npUMeHeHWa nacMuguTaHa B OQHOBPEMEHHOM, pa3feribHOM WUNnn
nocnegoBaTenibHOM KOMOWHMPOBaHUW C rankaHesymabom, B rfedYeHuu Yy nauueHTa

ronioBHOW 60nn, BbIGpaHHOW U3 rpynmnbl, COCTOSALEN U3 3MN30AMYECKON rONoBHOM Bonu,



10

15

20

25

30

-14-

XPOHNYECKON TrOMNoBHOM ©OOnnM, XPOHWUYECKOW KraCTePHOW rofioBHOM ©Oonu  munu
3MM304NYECKON KNaCcTEPHOW rofioBHOW Bonu.

B nA4pyrom BapuaHTe OCyLEeCTBMNEHWUs,, COrfacHo JAaHHOMY WK300peTeHuto
npeanoxeH cnocob NpUMEHeHUs nacMugutaHa B O4HOBPEMEHHOM, pasfeflbHOM Wi
nocnenoBartenbsHOM KOMOVHUPOBaHWM C  aHTaroOHUCTOM KanbUMTOHUH-TeH-
poacrteeHHoro nentuga (CGRP), B neyeHun y naymeHTa ronosHon 6onu, BbIGpaHHoON 13
rpynnbl, COCTOALLEN N3 3MU30LMNYECKOM rONOBHOM 60K, XPOHUYECKOW rofioBHOW Bonu,
XPOHNYECKOWN KNnacTepHOW rofloBHOW 605 UM ann3ognyecKon KnacTepHOW rofioBHOW
6onn, HefOCTaTOYHO KOHTPONMPYEMOW C MOMOLLBIO NEYEHUST TOMbKO NacMuauTaHoM
nnun aHtaroHncrom CGRP.

B Aapyrom BapuaHTe OCyLEeCTBMNEHWs, COrfacHo JAaHHOMY U300peTeHuto
npeanoxeH crnocob NpUMEHeHUs nacMuautaHa B O4HOBPEMEHHOM, pasfeflbHOM Wi
nocnefoBarTenbHOM KOMOWHMPOBaHWM C rankaHedymabom, B feYeHun y nauveHTta
rofoBHOW 60nu, BbIBpaHHOW U3 rPYMMbl, COCTOSLLEN U3 SMN30LUYECKON rofIOBHOM 60,
XPOHUYECKOW rOfOBHOM 60NN, XPOHUYECKOW KIacTepHOW rofioBHoM 6Gonu  unm
3MM304NYECKON KNaCTEPHOW TONoBHOW OONW, HEAOCTATOYMHO KOHTPOSMPYEMOW C
MOMOLLBIO NTEYEHNS TONBKO NaCMUANTaHOM UMK rankaHesymabom.

B A4pyrom BapuaHTe OCyLeCTBMEHUs,, COrfacHo JAaHHOMY W300peTeHuto
npeanoxeH cnocob NpUMEHeHMs nacMmugutaHa B O4HOBPEMEHHOM, pasfeflbHOM Wnu
nocnefoBaTenbHOM KOMOVHNPOBaHWM C  aHTarOHUCTOM KanbLUMTOHUH-TEH-
pogcteeHHoro nentuga (CGRP), B neyeHun ronoBHon 6onun, BbIGpaHHOM U3 rpynnbl,
COCTOALLEN W3  3SMU30ANYECKOM TOMOBHOM BOO0nM, XPOHUYECKOW ronoBHOW ©Gonu,
XPOHNYECKOWN KNacTEPHOW rofIoBHOW 60nM UM 3nNmn30SUHECKON KacTEPHOW rofloBHOW
Bonu, y naumeHTa, cTpagaroLlero oT yCTONYMBLIX K Tepanumn ronoBHeIX 60nen, npu stom
ronoBHole 0onu nauyueHta OblNn YCTOMYMBBIMM K MPEALUECTBYHOLMM ABYM WA
BonbLUEMY KONMUYECTBY CXEM NEYEHUSA B BUAE MOHOTEPANUMN U/Mnv ABOVHON Tepanuu.

B A4pyrom BapuaHTe OCyLeCTBMEHUs, COrfacHo JAaHHOMY W300peTeHuto
npeanoxeH cnocob NpUMEHeHMA nacMmugutaHa B O4HOBPEMEHHOM, pasfeflbHOM Wnu
nocrnegoBaTenibHOM KOMOMHMPOBaHUK C rankaHe3symaboMm, B NeYeHUM rofioBHoM 6onu,
BbIOpaHHOM M3 rpynnbl, COCTOSLLEN U3 3NU304NYECKOM FONIOBHOM 60nM, XPOHUYECKOM

rOfIoBHOW 60nM, XPOHWUYECKOW KNacTepPHOM T[ONoBHOM OonvM WMNnNn  3nNM30L4UYECKOMn
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KnactepHou ronoBHou 6onu, y nauumeHTa, CTpajarollero OT YCTOMYMBBLIX K Tepanuu
ronoBHbIXx ©Oonen, npu STOM TronoBHble OoOnM naumeHtTa ObluM  YCTOWYMBBIMA K
npeaLlecTsyoWUM ABYM unu  OonblUeMy KONMYECTBY CXEM JledyeHuss B Buae
MOHOTEpanun u/mnmn BONHON Teparnuu.

B A4pyrom BapuaHTe OCyLEeCTBMEHWUs, COrfacHo JAaHHOMYy WK300peTeHuto
npeanoxeH cnocod npuUMeHeHWs nacMuguTaHa B OQHOBPEMEHHOM, pas3feribHOM UNnn
nocnegoBaTeribHOM KOMOWHWPOBaHUW C rankaHesymabom, B feyeHuu Yy nauueHTa
ronioBHon 60onun, BblIGpaHHOW U3 rpynmnbl, COCTOSLLEN U3 3NMN30A4MYECKON roNoBHOM 60K,
XPOHUYECKON TrOnoBHOM ©OOnn, XPOHUYECKOW KrNacTepPHOW rofioBHOM Oonu  munu
3MU304NYECKON KITacTepHOW rofioBHOW 605K, Npy 3TOM rankaHesymad BBOAAT B BUAE
Ha4anbHOW yaapHou A03bl 240 Mr, C rnocneayroLlen exxeMecayHon nogaepxmsatroemn
Aoson 120 Mr, n nacmuantaH BBOAAT B Ao3e 50 Mr oguH unu aBa pasa B CYTKU.

B ngpyrom BapuaHTe OCyLIEeCTBNEHUSA, COrnacHO AaHHOMY W300peTeHuto
npeanoxeH crnocob NpUMEeHeHns nacMuautaHa B O4HOBPEMEHHOM, pasfenibHOM W
nocneaoBaTenibHOM KOMOWHUPOBaHUM C rankaHesymabom, B rfedYeHuMM Yy naumeHTa
ronoBHoOn 60onn, BblIGpaHHOW K3 rPynnbl, COCTOSALLEN U3 3NMN30AMNYECKON FONOBHOM 60K,
XPOHUYECKON TOMNOBHOM OONN, XPOHUYECKOW KraCTEPHOW rOfioBHOM OGonu  mnu
3MU304NYECKON KIacTEPHOW ronioBHOW 605K, Npy 3TOM rankaHesymad BBOAAT B BUAE
Ha4anbHOM yaapHOM A03bl 240 Mr, C MOCNeAyLE eXXeMeCAYHON NogaepKmBatoLLemn
noson 120 mr, u nacmmanTaH BeogaT B gose 100 Mr oavH unu ABa pasa B CyTKW.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs, COrfacHo JAaHHOMY W300peTeHuto
npeanoXeH cnocod npUMeHeHWa nacMuaguTaHa B OQHOBPEMEHHOM, pas3feribHOM UNn
nocnenoBaTenibHOM KOMOWHWPOBaHUW C rankaHesymabom, B fedYeHuu Yy nauueHTa
ronioBHOW 60nn, BbIOpaHHOW K3 rpynmnbl, COCTOSLLEN U3 3MN30AMYECKON rONOBHOM oK,
XPOHNYECKON TOMNOBHOM OONN, XPOHWUYECKOW KaCTEPHOW rOfioBHOM ©Oonu  mnu
3MU304NYECKON KIacTEPHOW rofioBHOW 605K, Npy 3TOM rankaHesymad BBOAAT B BUAE
Ha4anbHOM yaapHoM A03bl 240 Mr, C MOCNeayrLen exxeMeCaduHon nogaepxmaarolemn
foson 120 mr, u nacMmmanTaH BeogaT B ose 200 Mr oavH Unu 4Ba pasa B CyTKW.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs, COrfacHo JAaHHOMYy W300peTeHuto
npeanoxeH cnocod npUMeHeHWa nacMuaguTaHa B OQHOBPEMEHHOM, pa3feribHOM WUNn

nocneaosaTensHOM KOMOVMHMPOBaHUM C rankaHe3ymabom, B feYeHuu y nauueHTa
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ronioBHoW 60nun, BblIGpaHHOW M3 rpynmnbl, COCTOSLLEN U3 3NMN30AMYECKON rONoBHOM Bonu,
XPOHWYECKON rONoBHOM OOnnM, XPOHWYECKOW KNaCTepPHOW rofioBHOM ©Oonn  mnu
3MM304NYECKON KIacTepPHOM rofioBHOW 605K, Npy 3TOM rankaHesymad BBOAAT B BUAE
exxemecayHon fo3sbl 120 Mr, n nacMuguTaH BBOAAT B Ao3e 50 Mr oguH unu gsa pasa B
CYTKMW.

B nAapyrom BapuaHTe OCyLEeCTBMNEHWs,, COrnacHo JAaHHOMYy U300peTeHuto
npeanoXeH cnocod npuMeHeHns nacMuguTaHa B OQHOBPEMEHHOM, pa3feribHOM WUNnn
nocnegoBaTeribHOM KOMOWHMPOBaHUW C rarnkaHesymabom, B reyeHuu Yy nauueHTa
ronioBHon 60nun, BblIGpaHHOW U3 rpynmnbl, COCTOSALEN U3 ANMN30AMYECKON roNoBHOM 60K,
XPOHUYECKON TrOnoBHOM ©OOnn, XPOHWUYECKOW KNacTepHOW rofioBHOM Oonu  munu
3MM304NYECKON KITacTepHOU rofioBHOW 605M, Npy 3TOM rankaHesymad BBOAAT B BUAE
exemecsyHou fo3bl 120 Mr, 1 nacmuauTaH BeoaaT B Ao3e 100 Mr oanH nnn gsa pasa B
CYTKMW.

B JOpyrom BapuaHTe OCYLLEeCTBMEHUHA, COrfacHoO JAaHHOMY M300peTeHuo
npeanoXeH cnocod NpUMEHeHNa nacMuauTaHa B O4HOBPEMEHHOM, pas3feribHOM UNn
nocneaoBaTenibHOM KOMOWHWPOBaHUM C rankaHesymabom, B fedYeHuMM Yy nauueHTa
ronoBHoOn 60nn, BbIGPaHHOW K3 rPynnbl, COCTOSALLEN U3 3NMN30AMYECKON FONOBHOM oK,
XPOHWUYECKON TONOBHOM OONN, XPOHUYECKOW KaCTEPHOW rOfoBHOM OGonu  mnu
3MU304NYECKON KIacTEPHOW ronioBHoW 605K, Npy 3TOM rankaHesymad BBOAAT B BUAE
exemecsuHon aosel 120 Mr, n nacMmuanTaH BeogaT B 4o3e 200 Mr oavH unv apa pasa B
CYTKW.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs,, COrfacHo JAaHHOMY W300peTeHuto
npeanoXeH cnocod npUMeHeHWa nacMuaguTaHa B OQHOBPEMEHHOM, pas3feribHOM UNn
nocnenoBaTeribHOM KOMOWHWPOBaHUW C rankaHedymabom, B rfedYeHuu Yy nauueHTa
ronioBHOW 60nn, BbIOPaAHHOW K3 rpynmnbl, COCTOSLLEN U3 3MN30A4MYECKON rONOBHOM 60K,
XPOHUYECKON TOMNOBHOM ©OONN, XPOHWUYECKOW KNaCTEPHOW rOfioBHOM ©Oonu  mnu
3MU304NYECKON KIacTEPHOW rofioBHOW 605K, Npy 3TOM rankaHesymad BBOAAT B BUAE
exemecsyHon 4o3sbl 120 Mr, 1 nacMuanTaH BBogAT B Ao3e 50 Mr oguH pas B CYTKW.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs, COrfacHo JAaHHOMYy W300peTeHuto
npeanoxeH cnocod npUMeHeHWa nacMuaguTaHa B OQHOBPEMEHHOM, pa3feribHOM WUNn

nocneaosaTensHOM KOMOVMHMPOBaHUM C rankaHe3ymabom, B feYeHuu y nauueHTa
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ronioBHoW 60nun, BblIGpaHHOW M3 rpynmnbl, COCTOSLLEN U3 3NMN30AMYECKON rONoBHOM Bonu,
XPOHWYECKON rONoBHOM OOnnM, XPOHWYECKOW KNaCTepPHOW rofioBHOM ©Oonn  mnu
3MM304NYECKON KIacTepPHOM rofioBHOW 605K, Npy 3TOM rankaHesymad BBOAAT B BUAE
exxemecsayHonm osbl 120 Mr, u nacmugutTaH BeogaT B o3e 100 Mr oguH pas B CYTKU.

B A4pyrom BapuaHTe OCyLEeCTBMEHWUs, COrfacHo JAaHHOMYy WK300peTeHuto
npeanoXeH cnocod npuUMeHeHWs nacMuauTaHa B OQHOBPEMEHHOM, pa3feribHOM UNnn
nocnegoBaTeribHOM KOMOWHWPOBaHUW C rankaHesymabom, B feyeHuu Yy nauueHTa
ronioBHon 60nun, BblIGpaHHOW U3 rpynnbl, COCTOSALLEN U3 3NMN30AMNYECKON roNoBHOM 60K,
XPOHWYECKON rOnoBHOM ©OOnn, XPOHWUYECKOW KrNaCTepPHOW rofioBHOM ©Oonu  munu
3MU304NYECKON KITacTepHOM rofioBHOW 605K, Npy 3TOM rankaHesymad BBOAAT B BUAE
exxemecsayHom o3sbl 120 Mr, 1 nacmuanTaH BeBogaT B Ao3e 200 Mr oguH pas B CYTKU.

B nAOpyrom BapuaHTe OCYLIEeCTBNEHUSA, COrfacHO AaHHOMY W300peTeHuto
NPeAnoOXeH Crnocob NeYeHns MUrpeHn y nauueHTa, BKnYawwun B ceba BBeaeHue
nauueHTy, Hy>XOarLlWwemMycad B TakoM fe4YeHUW, OAHOBPEMEHHO, pasfenbHO Wnu
nocnenoBartenbHO, 3MEPEKTUBHOrO KONMYeCcTBa nacvuauTaHa B KoMOuHaumm C
3PPEKTUBHBIM KONMMYECTBOM aHTaroHWUCTa KanbUUTOHUH-TEeH-POACTBEHHOMO nenTuaa
(CGRP).

B A4pyrom BapuaHTe OCyLeCTBMEHUs,, COrfacHo JAaHHOMY W300peTeHuto
npeanoXxeH cnocod nevYeHus MUrpeHn y nauueHTa, BKMYaowun B cebsa BBepeHue
nauueHTy, Hy>XOaroWeMyca B TakoOM JleYeHUW, OAHOBPEMEHHO, pasfenibHO Wnu
nocnegoBaTtenbHO, 3P@PEKTUBHOrO KonMYecTsa nacmuguTaHa B KOMOuHaummM C
3P EKTUBHBIM KONMYECTBOM rankaHesymaba.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs, COrnacHo JAaHHOMY W300peTeHuto
NpeanoXeH cnocob nevYeHus MUrpeHn y nauueHTa, BKMYawun B cebsa BBepeHue
nauueHTy, HyXJamLlWeMyca B TakoM JeYeHUW, OAHOBPEMEHHO, pasfenibHO Wnu
nocnegoBaTtenbHO, 3P@PEKTUBHOrO KOnMYecTsa nacMuguTaHa B KoMOuHaumm C
3PPEKTUBHBIM KONMYECTBOM aHTaroHUCTa KarnbUUTOHUH-TEeH-POACTBEHHOrO nenTtuaa
(CGRP), npu 3ToM mMurpeHb nauueHta Obina HEeJOCTaTOYHO KOHTPONMpyemou C
MOMOLLIbIO JTEYEHUS TONBKO flacMUanTaHoM unu aHtaroHnctom CGRP.

B A4pyrom BapuaHTe OCyLEeCTBMEHWs,, COrfacHo JAaHHOMYy W300peTeHuto

npeanoXxeH crnocob nevYeHus MUrpeHu y nauueHTa, BKMYaowun B cebsa BBegeHue
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NauMeHTy, HyX4alwemycs B TakOM JeYeHWW, OAHOBPEMEHHO, pasfenbHO Wnu
nocnepoBartenbHo, 3M@EKTUBHOrO KONMMYecTBa facMuauTaHa B KOMOMHauuM C
3PP EKTUBHBIM KONMUYECTBOM aHTarOHUCTa KanbUUTOHWU-TEH-POACTBEHHOIO nenTuga
(CGRP), npu 3tomM mMurpeHb nauueHta Obina HEeJOCTaTOYHO KOHTPONMPyemMou C
MOMOLLBIO NTEYEHNS TONBKO NacCMUANTaHOM UMK rankaHesymabom.

B nA4pyrom BapuaHTe OCyLEeCTBMNEHWs, COrfacHo JAaHHOMYy W300peTeHuto
npeanoXxeH crnocod nevYeHus MUrpeHu y nauueHTta, BKMyawwun B cebsa BBeaeHue
NauMeHTy, HyXgawwemMycs B TakoM JleYeHWW, OAHOBPEMEHHO, pasfernibHO Wnu
nocnepoBartenbHo, 3M@EKTUBHOrO KONMMYyecTsa facMuguTaHa B KOMOMHauuuM C
3PP EKTUBHBIM KONMMYECTBOM aHTarOHUCTa KarnbLUWTOHWH-TEeH-POACTBEHHOrO nenTtuaa
(CGRP), npnyem naumeHT cTpagaeT OT YCTOMYMBOW K Tepanuu MUrpeHu, rnpu 3Tom
MUIPEHN NaUMEHTOB ObINKM YCTOWYMBBIMU K MPEeALUeCcTBYOWMM ABYM Unv BonbLuemy
KONMYECTBY CXEM fe4YeHUs B BUAE MOHOTEpanMn uvnv 4BOMHON Tepanumu.

B ngpyrom BapuaHTe OCYLIEeCTBNEHUSA, COrMacHO A[aHHOMY W300peTeHuto
NPeAnoXeH crnocob NneYeHna MUrpeHn y nauueHTa, BKnvawwun B ceba BBeaeHue
NauUMeHTy, HyX4aloWwemMycss B TakOM JIeYEeHUW, OAHOBPEMEHHO, pasfesfibHO Wnu
nocnepoBartenbHO, 3(M@EKTUBHOrO KONMMYecTea facMuauTaHa B KOMOMHaummM C
3PPEKTUBHBIM  KONMMYECTBOM  rasikaHesymaba, npuyeM nauueHT cTpajaet oT
YCTOWMYMBOM K TEpanum MUTPEHWU, NPU 3TOM MUMPEHU NMaUMEHTOB Oblfn YCTOMYMBBIMU K
npealecTsyoWMM ABYM WM OOnblUEMY KONMYECTBY CXEM JE€YEHUs B BUAE
MOHOTEpanun w/vnu LABOWHOW Tepanuu. Kak onuMcaHO HWKe, npeaLlecTByoLme
Cnocobbl NEeYeHus MnpPeacTaBnsaAlT CoOOM «OAMH U3 BapWaHTOB OCYLLECTBNEHMUS,
yKa3aHHbIX BbILLEY.

B A4pyrom BapuaHTe OCyLeCTBMEHUs,, COrfacHo JAaHHOMY W300peTeHuto
npeanoxeH crnoco® noboro 13 BapuMaHTOB OCYLLECTBMEHWUS, YKa3aHHOro BbILe, Mpu
3TOM rankaHesymab BBOAST B BUAE HavanbHOW yaapHou 403kl 240 Mr, ¢ nocneayoLwlen
eXxeMecs4HON nogaepxusarollen gosor 120 mr, 1 nacmmauTtaH BBoAAT B fo03e 50 mr
OAWH UK ABa pasa B CYTKW.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs, COrfacHo JAaHHOMYy W300peTeHuto
npeanoxeH crnocod noboro 13 BapuMaHTOB OCYLLECTBMEHWUSA, YKa3aHHOro BbIle, Mnpu

3TOM rankaHesymab BBOAST B BUAE HavanbHOW yaapHou 403kl 240 Mr, ¢ nocreayoLwen
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eXxeMecs4HoON nogaepxvearoien aoson 120 mr, n nacmugmtaH BeoasaT B 4ose 100 mr
OOMH U ABa pasa B CyTKW.

B nA4pyrom BapuaHTe OCyLEeCTBMNEHWUs,, COrfacHo JAaHHOMY WK300peTeHuto
npeanoxeH cnocob noboro M3 BapuaHTOB OCYLLECTBIIEHUS, YKa3aHHOMO BbiLe, Mpu
3TOM rarnkaHesymab BBOAST B BUAE HavanbHOW yaapHou 403kl 240 Mr, ¢ nocreayoLen
exxeMecs4HoON nogaepxvsaroien noson 120 Mr, n nacMmugmTaH BBoasaT B fose 200 mr
OOMH UNn ABa pasa B CyTKMW.

B nAapyrom BapuaHTe OCyLEeCTBMEHWs, COrnacHo JAaHHOMY W300peTeHuto
npeanoxeH cnocob noboro M3 BapuaHTOB OCYLLECTBIEHUS, yKa3aHHOMO Bbile, Mpu
3TOM rankaHe3ymab BBOAAT B BUAE exemecayHon Ao3bl 120 Mr, n nacMuanTaH BBOAAT
B Ao3e 50 Mmr oguH nnun aBa pasa B CyTKW.

B nAOpyrom BapuaHTe OCYLIECTBNEHUSA, COrfacHO AaHHOMY W300peTeHuto
npeanoxeH cnocob noboro M3 BapuvaHTOB OCYLLECTBIIEHWUSA, YKa3aHHOro Bbille, Mpw
3TOM rankaHesymad BBOASAT B BUAE eXeMecayHon f03bl 120 Mr, u nacMuauTaH BBOAAT
B Ao3e 100 Mr oauH vnu Ba pasa B CyTKW.

B A4pyrom BapuaHTe OCyLeCTBMEHUs, COrfacHo JAaHHOMY W300peTeHuto
npeanoxeH cnocob noboro M3 BapMaHTOB OCYLLECTBIIEHUS, YKA3aHHOMO BbiLLE, Mpu
3TOM rankaHesymab BBOAAT B BUAE exeMeCcauHon Ao3bl 120 Mr, n nacMmanTaH BBOAAT
B Ao3e 200 Mr oauH Unu fBa pasa B CyTKW.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs, COrfacHo JAaHHOMY MK300peTeHuto
npeanoxeH cnocob noboro M3 BapMaHTOB OCYLLECTBIIEHUS, YKA3aHHOMO BhbILE, MNP
3TOM rankaHesymadb BBOAAT B BUAE exemMecavHon Ao3bl 120 Mr, n nacMmanTaH BBOAAT
B Ao3e 50 Mr oguH pas B CyTKW.

B A4pyrom BapuaHTe OCyLeCTBMEHUs,, COrfacHo JAaHHOMY W300peTeHuto
npeanoxeH cnocob noboro M3 BapuaHTOB OCYLLECTBIEHUS, YKA3aHHOMO BhbILE, MNP
3TOM rankaHesymadb BBOAAT B BUAE exeMeca4Hon Ao3bl 120 Mr, n nacMmanTaH BBOAAT
B Ao3e 100 Mr oauH pas B CYTKW.

B A4pyrom BapuaHTe OCyLEeCTBMEHUs,, COrfacHo JAaHHOMYy WU300peTeHuto
npeanoxeH cnocob noboro M3 BapuaHTOB OCYLLECTBIIEHUS, YKA3aHHOMO BhbILE, MpuU
3TOM rankaHesymadb BBOAAT B BUAE exeMeca4HoM Ao3bl 120 Mr, n nacMmanTaH BBOAAT

B Ao3e 200 Mr oguH pas B CYTKW.
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MpegwecTsyowWme BUAbl NEYEHUS MUrPEHU MOTYT OCTaBMHATb 3HAYUTENbHOE
KONMYeCTBO nNauueHToB 6e3 ajekBaTHOro nedyeHus. Hanpumep, Bnnote 0 40%
NPUCTYNOB MUrpeHn, npumepHo 30% nauueHToB, He pearnpyroT Ha KOHKPETHbLIN
TpUnNTaH u3-3a HeonTUManbHOW 3PPEKTUBHOCTU UM nNpodrieM nepeHoCMMOCTHU
(cmotpute Dodick DW. Headache. 2005;45:156-162, u Tepper DE. Headache.
2013(53)577-578). N3-3a cBOMX COCYAOCYXMBaKOLMX 3PIPEKTOB 3TU fekapcTsa MOryT
UMETb NPOTUBOMOKa3aHUA, MPeayrnpexaeHns 1  Mepbl NpPefoCTOPOXHOCTU  ANA
nauneHToB C CepAeYHO-COCYANCTBIMU pakTopamMn pucka 1 3abonesaHusaMn (CMoTpuTe
Alwhaibi M, et al. Pain Res Treat. 2016; 2016:8538101, n Gilmore B, Michael M. Am
Fam Physician. 2011(83)271-280). Kpome TOro, npefLllecTByloLynMe Tepanum 4acto
orpaHu4yeHbl BO3HWKHOBEHMEM rosioBHbIX O0men, BbI3BaHHbLIX Ype3MepPHbIM NMPUEMOM
MeANKaMEHTOB B Hayane MWUrpeHu, Korga y naumeHToB MOXeT OblTb OrpaHuYeHHbIM
KONMYECTBO MOMbITOK NEYEHUs, KOTOPblE OHW MOFYT MCMOMb30BaTb B KOHKPETHbLIV
nepvos BpemMeHu, 4Tobbl m3bexaTb BO3HMKHOBEHWSA rONOBHOW ©O0nM, BbI3BAHHOW
ypesMepHbIM  ynoTpebreHeMm MeguvKaMeHTOB B Hadane MurpeHu (cMmoTpute,
Hanpumep, Diener, H.C. et al., Chronic Headache Due to Overuse of Analgesics and
Anti-Migraine Agents. Dtsch Arztebl Int 2018; 115. 365-70). Takum obpasom, npu
NPeALUecTBYOLLEN MOHOTEPaNUA U ABOVHOW Tepanun MUrPEHU 3HaYUTeNbHas YacTb
NauneHToB MOXET He AOCTUYL ocnabneHus ronosHom 6onu nnnn nsdaesnerHmsa ot 6onm
B OTBET Ha nedveHve. Kpome TOro, HeKoTopble MauumeHTbl, HasbiBaemble B AaHHOM
AOKYMEHTE naumeHTaMmym C YCTOMYMBOW K Tepanum MUMPEHbIO, He CMOryT YCreLuHO
CrnpaBuUTLCA CO CBOMMMW NPUCTYNamMn MUrpeHn n ByayT cTpagatb OT MUTPEHEN, KOTOpbIe
YyCTOM4YMBBI K MPEALUEeCTBYOLWUM ABYM UM OOnbLUEMY KOMMUYECTBY CXEM IeYeHUs B
BMAE MOHOTEpanuu Uvnu ABOMHOW Tepanuu. Kak onpefeneHo B AaHHOM [OKYMEHTE,
YCTOMYMBBIMA K Tepanuu nauymeHTaMmm C MUrpeHbto OyayT Te, KOTopble MpOoAormKaroT
cTpagate OT 3 unu OonbLIero KonmyecTsa AHEW MUIPEHUM B MECHL, HECMOTPS Ha
npeaLuecTsyoLme ase nnm 6onbLuee KONMYECTBO CXEM NeYEeHUs B BUAE MOHOTEpanum
n/vnn ABONHON Tepanun. Kak NpUMEeHAEeTCa B AaHHOM [OKYMEHTe, npeaLllecTByrolue
ABe unu Bonbllee KONMMYECTBO CXEM feYeHUs B BuAEe MOHOTepanuu u/unu gBOWHOM
Tepanuu O3HaYalT NpelecTByoLMe Heya0BMeTBOPUTENbHBIE MOMbLITKA NEYeHns C

MOMOLLbIO CXeM JleYeHUsi B BMAE MOHOTEpanuu WUnv ABOMHOW Tepanuu, Hanpumep
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TpUnTaHamu, aprotammHamu, HeCcTepouaHbLIMU NpOTUBOBOCMANUTENBHBIMU
npenapatamu (HMNBI1), HeHapkoTU4YeCKMMM aHanbretTukamu, npenapatamm  Ans
neyYeHna  apTepuanbHOro  AaBrfeHusi,  NMPOTUBOCYAOPOXHbBIMKM  Mpenaparamu,
aHTMAenpeccaHTamMmu, aHTarOHUCTamMm CepoOTOHMHA, OHabOTYNMHOBBLIM TOKCUHOM, W
kKopenHoMm, nMbo No OTAENbHOCTW, MO0 ABYMS TakMMW areHtamu B KoMOuHauuw.
Kpome TOro, yacTb NauMeHTOB He CrnocobHa YCMeLWHO CnpaBuUTbCA C MPUCTYNamu
MUIrpeHn ¢ nomoLLbto NMbo rankaHesymaba, nnbo nacmuauTaHa, rno oTAeNbHOCTN.

3TN NauMeHTbl C HEefOCTaTOYHO KOHTPOSNMPYEMOW MUIMPEHLIO MOTYT UMETb
KOMMYECTBO AHE MUIPEHUM B MeCHL, KOTOpOE MO-MPEexXHEMy 3Ha4YUTenbHO
orpaHuYMBaeT  [eecrnocobHoCTb.  HeypoBneTBoOpuTenbHas  MonblTka  feYeHns
npegcrasnsgeT cobon Ty, NpU KOTOPOW NauWEHT NPUXOAWUT K BbIBOAY O TOM, 4TO €ro
cuMnToMbl  He Oblnnm  ocnabneHbl [0 TakouW  CTeneHu, dTobbl  um3bexaTb
HepgeecnocobHocTn. Mepbl HefeecrnocoBHOCTU ANA MWUIPEHW XOPOLLO W3BECTHbI
creuvanucty B JaHHOM obnactu TexHukuW, Hanpumep OueHka HeneecrnocoBHOCTU
BCNEeACTBME MUIPEHN, B KoTopon obwmn Gann =11 MOXeT npeacraBnate cobou
CBSI3@HHYHO C rofIoBHOW BOMbO HEAEECNOCOOHOCTb OT YMEPEHHOW A0 TSHKENOW CTEMNEHN.
B BapumaHTax ocyllectBneHna AaHHoro usobpeteHus, OueHka HepeecrnocoBHOCTU
BCNEACTBUE MUrPEHN, cocTaensowan 10 M MeHbLUe, UK 3KBUBANEHTHAsA OLEHKa C
MOMOLLbIO KPUTEPMEB, WM3BECTHBLIX Creuuanucty B AaHHOW obnacTtu, npeacraenser
cobon npepoTBpalleHne HepeecnoCobHOCTU. MpeanoyTUTENBHO, KOMOWUHMPOBAHHBLIE
cnocobbl  cormacHo  gaHHoMy — m3obpeteHuno  obecrnieumBaroT  obnerveHue
HeaeecrnocoBbHOCTM BCNeACTBME MUMPEHU, TaK YTO MauMeHTbl coobLyaroT, YTo obLumin
Bann cornacHo OueHKe HepeecnocobHOCTU BCNEACTBME MUTPEHN cocTasnseT 10 mnn
MeHbLUe. [MpeanoyTUTENbHO, B BapuaHTax OCYLLECTBIEHUS AAaHHOro u3obpeteHus,
OueHka HeneecnoCobHOCTM BCNEACTBUME MUMPEHW WM 3KBUBANEHTHaA OLEHKa C
NMOMOLLBID  KPUTEPMEB, W3BECTHbIX Cheuynanucty B gaHHou obnactn, Oypet
AEMOHCTPUPOBATL OTCYTCTBUE HEAEECTIOCOOHOCTM.
MpennoyYTUTENbHO, KOMOMHMPOBaHHLIE CrNOcOObl COrfacHO AaHHOMY W300PEeTEeHUHo
obecneyvBatoT obneryeHne HeaeecrnocobHOCTU BCNEACTBUE MUrPEHU, Tak YTO nocne
BBEAEHMS NacMuauTaHa NauuMeHT C MUMPEHBIO HE MMEET 3HAYUTENBHOW KIMMHUYECKOW

HefeecrnocoBbHOCTH, NPy 3TOM NauUWeHT He coobLulaeT O MOSHOM HeaeecrnoCoBHOCTH,
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NoTPeOHOCTU B MOCTENBHOM PEeXUME, WM O 3aMEeTHOM HapyLleHWe MOBCEeAHEBHOW
AesTenbHocTn. Bonee npeanoyTUTEnbHO, KOMOWHMPOBAaHHBIE CrOCOObl  COrMacHo
AaHHOMY n3obpeTeHnto obecneymBaroT obneryeHue HepeecrnocobHOCTU BCneacTBue
MUFPEHWN, TaK YTO MOCre BBEAEHUA nacMuauTaHa nauuveHT C MUTPEHbID He UMeeT
YMEPEHHOro HapyLleHue aedarensHocTu. bonee npeanoytTuTensHO, KOMOUHUPOBaHHBbIE
cnocobbl  cormacHo  gaHHoMy — m3obpeTeHuio  obecrniedmBaroT  obnerdeHue
HefeecnoCobHOCTM BCNEACTBME MUMPeHW, Tak YTO MOCne BBEAEHWS nacMuauTaHa
NauMeHT C MUrPeHb0 MOMHOCTBIO  AeecnocobeH. [peanoyTUTENbHO, NaumMeHThI,
KOTOpbIX nedyatr KomOuHaumen cnocoboB, MpeanoXeHHbIX B [aHHOM [OKYMEHTE,
n3beraroT BO3HUKHOBEHMSA T[OMOBHbIX ©OOnen, Bbl3BaHHLIX YPE3MEpPHbIM  NPUEMOM
MeANKaMEHTOB B Hayare MUrpeHu.

Ob6neryeHne CUMMMNTOMOB, Takoe Kak obneryeHne ronoBHonm OGonn, wnm
obneryeHne y nauueHta Hanbonee HENpUSTHOrO CMMMTOMa, MOXET, Hanpumep, ObiTb
onpegeneHo Kak apdPeKTMBHOCTb COrmnacHO MPOTOKOMaM KIMHUYECKUX UCCreaoBaHui,
NPVBEAEHHBIX B AAHHOM AOKYMeHTe. [peanouTuTensHO, KOMOMHNMPOBaHHLIE CMOCOObI
COrnacHo AaHHoMy M300peTeHunto obecneumBaloT obrerdyeHne ronosHoM 6onm uvnm
obneryeHne Hambonee HEnPUATHOrO cumnToma y naumeHTta. ObnerdeHve rofloBHOW
B6onn, Kak MPUMEHSETCA B [LaHHOM [AOKYMEHTE, OLEHMBAaOT MO YMEHbLLUEHWUIO
WHTEHCMBHOCTM 60NN OT YMEPEHHOW UMM CUSbHOW, MO OTHOLUEHWIO K MCXOL4HOW, A0
NErkon Unu oTCYTCTBYHOLLEW, UK NO YMEHBLUEHNIO MHTEHCUBHOCTU BONKN OT fErkou, no
OTHOLLEHUIO K WCXOA4HOW, A0 OTCYTCTBYIOLLUEN 4epe3 2 vaca nocrne npuema [o3bl.
OTcyTCcTBYOW@A ronoBHas 0onb, Kak MNPUMEHSAETCS B AaHHOM  LOKYMEHTE,
npeactaBnseT cobonM YMEHbLUEHME WHTEHCMBHOCTM OONM OT NEerkow, cpegHen unu
CUNBHOW, MO OTHOLLEHMIO K UCXOAHOW, A0 OTCYTCTBYIOLLEN B YKa3aHHOE BPEMS OLIEHKN.
Hanbonee HenpuatHein cumntom (HHC) onpegensetca ydyacTHUKaMu B Hadvane
npucTyna MUrpeHn, A0 Mpuema [o3bl, U3 acCoLMMPOBaHHbIX CUMMMTOMOB B BUAE
TOLUHOTLI, POHO(POOMM 1 poTodobumn. OTcyTCTBME Hanbonee HENPUSATHOO CUMMTOMA,
Kak NPUMEHSIETCA B [aHHOM [AOKYMEHTE, OTHOCUTCS K coobLjaeMoMy nauMeHTOM
ncxopy, Korga y Hero OTCyTCTBOBar CBA3aHHbIA ¢ MurpeHsto HHC yepes 2 yaca nocne
npvema p[osbl, npudem HHC onpegensalT, Kak accouMmMpoBaHHbIA  CUMMTOM,

NPUCYTCTBYOLLMIA 1 OMo3HaHHBIN kak HHC o npuema fosbl.
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Kak npumeHsieTca B JaHHOM JOKYMEHTe, YCTOMYMBas MUMPEHb BKITOYaET B cebq,
HO He OrpaHuYMBaeTCs IUWb 3TUMWU. YCTOMYMBYKO XPOHUYECKYHD MUrpeHb W/unm
YCTOM4YMBYIO  3NU3oAMYECKY0 MurpeHb. Crocobbl onpefeneHuss nayueHToB C
YyCTONYMBOM MUMPEHBIO U3BECTHBI CneumnanncTy B JaHHoW obnactu TexHukW. Hanpumep,
OMbITHBIN CreunanucT pacrno3HaeT YCTOMYMBYIO XPOHUYECKYIO MUMPEHb, KaK MokasaHo B
NPeANnOXeHHbIX KPUTEPUAX ANA 3TOM naTtonorun, npefocTaBneHHbIX EBponenckon
denepaumen ronosHon 6onu (EPIB) (cmoTtpute Headache Classification Committee of
the International Headache Society (IHS). The International Classification of Headache
Disorders, 3rd edition). E®I'E pekomeHAyeT, YTOObI YCTONUMBYHO XPOHUYECKYO MUMPEHD
onpeaensnn, kak XpoHudeckyto murpeHb no 6eta ICHD-3 6e3 ypeamepHoro npuema
nekapcTB y MauMeHTOB, Yy KOTOpbIX HEObINO OTBETa Ha feYeHWe Mo MeHbLUen mepe
Tpems npodunakTU4YeckuMu rnpenaparaMmv B afekBaTHbIX [03MPOBKax, Mpu 3TOM
Kaxabli NPOBHbI Nepuos COCTaBnsan No MeHbllen mepe 3 mecsaua. lNMpepnaraemble
KpuTepum MOryT ObITb KpaTKO oOnucaHbl criegyrowpmm obpasom: A. XpoHudeckas
mMurpeHs no 6eta ICHD-3, 6e3 4Ype3amepHoro npuema nekapcrs; B. npodunakrnyeckue
npenapaTtbl OT MUTPEHN B af4eKBaTHLIX A03MPOBKaX, NPUMEHAEMbIE MO MEHbLLEN Mepe 3
mMecsLa kaxabi; C. NpoTMBOMNOKa3aHNA K NPUMEHEHMIO NPOdUNaKTUHYECKOro npenapara
unn oTcyTcTBME adbdekTa OT Takoro npenapara C MO MEHbLENn Mepe Tpems
npenaparamu 13 criegyowmx knaccos: 6eTta-6nokatopbl (MponpaHonon ennote 4o 240
Mr B CyTKW, MeTonponon BrnoTe 40 200 Mr B CyTKW, aTeHonon snnote o 100 mr B
CyTkM, Buconponon BrnoTe A0 10 Mr B CyTKM), NPOTMBOCYAOPOXHblE MnpenapaThl
(Banbnpoesas kucnoTa BnnoTeb A0 1,5 r B CyTkW, Tonupamart BnioTb 40 200 Mr B CyTKM),
TPULMKIMKA (aMUTPUNTUIMH BANOTbe A0 150 Mr B CyTKW) vnn ppyrve (onyHapusuH
BANOTb 40 10 Mr B CyTKW, KaH4ecapTaH BrfoTb 40 16 Mr B CyTKM, OHAbOTYNIMHYMTOKCUH
A 155-195 Epf. B cooTBeTCcTBUM C npoTokosiom PREEMPT); n D. AgekBaTHoe nedeHune
NCUXNYECKUX UNN APYTrX COMYTCTBYHOLLMX 3aboneBaHnin MHOronpoMuieHOW KOMaHaoMu,
ecrnv [0CTyMNHa Takasg BO3MOXHOCTb.

CunTaetcqd, 4YTO KOMOWHMPOBAHHBLIE CMOCODOLI NEYeHUss COrflacHo AaHHOMY
n3obpeTeHnto obecrneymBaloT YNyylWEeHHOE IeYeHWe MUrpeHW, B TOM 4ucre vy
naumeHToB C €€ HedoCTaTOYHbIM KOHTPOMEM C TMOMOLUBIO  NEeYEHUA TONbKO

nacMMAUTAHOM WM rankaHe3ymabom, W/vnnM y nauueHToB, KOTopble CTpajatoT OT



10

15

20

25

30

24-

YCTOWMYMBOM K Tepanum MUMPEHWU, NPU 3TOM MUrPEHU MauUMeHTOB Dbl YCTOMYMBBIMU K
npeaLlecTsyoWuM ABYM unuM  OonblUeMy KONUMYECTBY CXEM JleyYeHuss B Buae
MOHOTEpanun Wwunn ABOMHOM Tepanun W, AOMOMHUTENbHO, OHW obecneuvBaroT
0COBEHHO BbIrOAHYH KOMOMHAaLUMIO (apMaKkonormyeckmux NpenMyLLecTB, BKMOYaOLWNX B
ceba BbICTpoe (B 4aCTHOCTM npefenax ABYyX 4acoB, MPEAMnOoYTUTENbHO B npenenax
ofHoro 4aca, n Gonee npegnodtTuTenbHO B npegenax 30 MUHYT Mocne BBEAEHMUS
nacmugutana), 6esonacHoe U 3PPEKTUBHOE YMEHBLUEHNE WHTEHCUBHOCTU W/WNn
yCTpaHeHue ronoBHoM 6onu, U B TO Xe BpPeMsA, OHM obecrneymBaroT KIMHUYECKN
npuemMnemblil ypoBeHb NOBOYHbIX dPPEKTOB, TaKUX Kak rONOBOKPYXEHWE, napecre3ns
N COHNNBOCTb. KOMBUHMPOBaHHBLIE CNOCODLI NIeYeHUs CorracHo AaHHOMY M300peTeHuto
MoryT obecrneunTb 3TU NpeuMyLlecTBa OT4YaCTX MOTOMY, YTO MO3BOMAIOT NaUUEHTY C
MUIPEHbIO afeKBaTHO NEeYnTb CBOW Criydav MUMPEHW C MOoMOLLbio Bonee HU3KOW [,03bl
nacmuauTanHa, Hanpumep, 100 mr unu 50 mr, n 6onee NpeanoYTUTENBHO AenaTb 3TO C
MOMOLLbIO OAHOW A03bl B CYTKM, TEM caMbiM n3berasa HeobXx04MMOCTN BTOPON A03bl 3a
CYTKW. B 3TOM OTHOLLEHWUM, CNOCOBLI KOMBUHUPOBAHHOIO NEYEHUA COrnacHo AaHHOMY
n3obpeteHnto obecneumBaloT naumeHTaMm C MUTPEHBLIO 3HAYUTENbHOE YMEHbLUEHUE,
n/nnn Gonee NpeanoYTUTENBHO OCBOBOXAEHNE OT CEPbE3HbIX CUMMTOMOB MUMPEHU W
HepgeecnocobHocTM. B ApyroM OTHOLUEHWM, CrnocoBbl KOMOMHMPOBAHHOIO IeYeHus
COrnacHo faHHoMy un3obpeTeHuto obecnevnBaroT MNauMeHTaMm C  MUMPEHLIO
3Ha4MTENbHOE YMEHbLUEHNE, 1 Bonee NpeanoyTUTENbLHO, 0CBODOXAEHME OT CePbe3HbIX
CMMMTOMOB MWUIPEHU U HEeAeecrnocobHOCTU, B TeYeHWe MNPOAOSIKUTENBHOMO nepuoaa
BPeMeHU, Hanpumep, 24 4yacoB Nocre BBeAEHUA nacMuguTaHa, unm npeanoyTUTensHo
48 yacoB nocre BBeAeHUd nacMmanTaHa.

Kak npumeHseTca B JaHHOM LOKYMEHTE, TEPMUH «KOMOMHMPOBaHHAA Tepanusay
nnn «B KomBuHaumny BkNtoYaeT B cebsi BBeaeHWe nacmugutaHa n aHtaroHmcta CGRP
Kak 4aCTb KOHKPETHOM CXEMbl JleYeHus, npegHasHadyeHHon ans obecnedveHus
NONOXUTENBHOro addekTa 0T COBMECTHOro AENCTBUSA 3TUX TepaneBTUYECKUX areHTOB.
ronesHbln apekT KoMOMHauMM BKMOYaeT B Cebsi, HO He OrpaHuYMBaeTCa NLb
STUMKN. PapMaKkoOKMHETUYECKOE W/Mnn hapMakogUHaAMUHYECKOe COBMECTHOE LENCTBUE,
BO3HUKalOLLee B pesynbTtaTte KOMOMHMPOBaHUA TeparneBTUYEeCKUX areHToB. BeepgeHwue

3TUX TepaneBTUYEeCKNX areHToB B KOM6I/IHaLI,I/II/I 0BbIYHO OCyLLECTBNAKT B TeYeHue
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onpefeneHHoro nepvoga BpemMeHu (OObIMHO MUHYTbI, 4acbl, AHW WX Hejenu B
3aBMCMMOCTM  OT  BbIOpaHHOM  KOMOMHauun).  KomMOMHMpOBaHHas  Tepanus
npegHasHadYeHa  Ana  oxBaTa  MOCMNeAoBaTenbHOr0  BBEAEHUMS  yKa3aHHbIX
TepaneBTUYECKUX areHTOB, TO €CTb KOrga KaxAbli TepaneBTUYECKUW areHT BBOAAT B
pasHoe BpEeMs, W TakKe BBEAEHUA 3TUX TepaneBTUYECKUX areHTOB MpakTU4ecKu
OOHOBPEMEHHO. BBeaeHne MoxeT OblTb OCYLLECTBMEHHO, HanpuMmep, NyTeM BBEAEHUSA
CcyOBbeKkTy ofHOM [03bl MepoparibHOW roToBOW (POpMbI, copepxallen pukcnpoBaHHoe
COOTHOLLEHNE KaXAoro TepaneBTUYeCKOro areHTa, MM HECKOSbKUX OAMHOYHbIX A03
nepopaneHOW roToBOM (POPMbl KaXKAOro U3 TepaneBTUYECKUX areHToB, WUnu nyTem
BBEAEHMSA 403bl NepopanbHON roToBon OpMbl facMuauTaHa v A03bl MHBEKLMOHHOWM
rotoeom  Qopmbl  rankaHesymaba. [locrnepoBaTenbHoe WM NPaKTUYECKU
OJHOBPEMEHHOE BBEAEHNE KaXKA0ro TepaneBTUYECKOro areHTa MOXeT OCYLLIEeCTBNATLCA
NoBbIM NOAXOAALLMM MNyTEM, BKMOYad, HO HE OrpaHuynmBasiCb 3TUM, MepoparbHble
MyTW, BHYTPUBEHHbLIE NMYTWU, BHYTPUMbILLEYHBIE NYTU U NPSMOE BCaCbIBaHWE Yepes TKaHu
CNM3ncTon 0BONOYKN. TepaneBTUYECKME areHTbl MOryT OblTb BBEAEHbI O4HUM U TEM Xe
nyTeM, UM pasHeIMK NyTAMW. Hanpumep, nepBLIn TepaneBTUYECKUI areHT BbIOpaHHOM
KOMOMHaLUMM MOXET BBOAWTLCSA BHYTPUMBILLEYHOW WMAN BHYTPMBEHHOW WHbEKLIMEN,
TOrga Kak Apyrov TepaneBTUYECKMIA areHT KOMOUHaLUMM MOXET BBOAUTLCA NepopanbHO.
B anbTepHaTVBHOM  BapuaHTe, Hanpumep, Korga 3STO  MNPUMEHUMO, BCe
TepaneBTMYEeCKkMe areHTbl MOryt OblTb BBEAEHbl MepopanbHo, WM BCe
TepaneBTMYECKME areHTbl MOryT ObiTb BBEAEHbl BHYTPMBEHHOW  WHBEKLUMEN.
MocnenoBaTeNnbHOCTb  BBEAEHMA  TepaneBTUYECKUMX  areHTOB  He  SABISIETCH
orpaHnyYMBaroLLe-KPUTUYHON.

Kak npumeHsieTca B JaHHOM AOKYMEHTE, TEPMUH «OAWH pa3 B CYTKU» O3HauYaEeT,
4YTO NnacMmauTaH BBOAAT OAMH pa3 3a 24-4acoBOW Nepuos WM OAWH pas B
KanengapHbl AeHb. Kak npyMeHseTca B AaHHOM LOKYMEHTE, TEPMUH «OAWH pa3 B
CYTKM» O3HaYaeT, YTO fnlacMuauTaH BBOAAT OAWH pa3 3a 24-4aCcOBOW Nepuos Ui oauH
pas B TEYEeHMEe KaneHfapHOro AHA ANA npeaoTBpalleHUs Unn fnedYeHua npuctyna
MurpeHn. Kak npuMeHsieTca B [aHHOM [OKYMEHTE, TEPMUH «OAMH pa3 B CYTKU»

O3Ha4aeT, YTo NacMuauTaH BBOASAT OAMH pa3s 3a 24-4acoBOW MEPUOA UMK OAVH pa3 B



10

15

20

25

30

-26-

KanenHJapHbI AeHb ANS NeYeHUs MNpUCTyna MUMPEHW, U Takoe JeYeHue MOXeT
NPOUCXOAUTE B TEYEHUE ABYX UK BONbLUEro KONM4YecTBa AHEW NOAPSAA.

Kak npymeHsaeTcs B JaHHOM AOKYMEHTE, TEPMUH KEXEMECAYHO» O3HAYAET, YTO
rankaHesymab BBOAAT oAuH pa3 3a 30-4HEBHbIM Nepuos WM OAWH pa3 B TeyeHue
KanenHgapHoro Mecdaua. Kak npumeHseTca B AaHHOM  LOKYMEHTE, TepMuH
KEXXEMECAYHOY» 03HaYaeT, YTO rankaHesymatb BBOAAT oAuH pa3 3a 30-AHEBHbIN Nepuog,
UNM OOWH pa3 B KaneHaapHbl Mecsal, M CPOKU BBEAEHWUS B STOT Mepuod MOryT
BapbupoBaTbCH. [1peAnodTUTENBHO, Kak MPUMEHSIETCA B AAHHOM  [JOKYMEHTE,
«EXXEMECSYHO» 03HaYaeT, YTO rankaHesymatb BBOASAT oAMH pa3 3a 30-AHEBHbIV Nepuog,
WUNX OAWH pa3 B KaneH4apHbI MeCcsl, U BBOAAT B OAWH UMW MPUMEPHO OAWH U TOT Xe
KaneHgapHbll AeHb Kaxablh Mecsl, 4ToObl obecrneynTb perynsapHbin MHTepBan
BBEEHMS.

Kak ornmMcaHo B [aHHOM [OKYMEHTe, rnacMuauTaH BBOASAT B KOMOWHauuMn C
aHTaroHuctom CGRP, Takum kak rankaHesymab, ans npepbiBaHUa MUrpeHW. B ogHOM
BapuaHTe OCyLeCTBNeHus, W nasmuautaH, u adHtaroHnct CGRP BBogaT Ans
yCTpaHeHns anu3oauMyeckon murpeHu. B apyrom BapuaHTe OCyLLECTBEHUS,
aHTaroHuct CGRP, Takom kak rankaHesymab, BBOASAT ANA NPOPUIaKTMKK, a
nacMumanTaH BBOAAT ANS obnerdyeHns npopbiBHOM OONM OT 3MU30OL4UYECKON MUTPEHN.
CornacHO [aHHOMY M300peTeHno Takke MNPeanoXeH Crnocod neyvyeHns naTonoruwm,
CBA3AHHOW C MOBbIWEHHbIMU YpoBHAMKM CGRP, npeanoyTUTEnbHO rOMoBHLIX Goneu
W/MnNM MUrpexun, BKOYaOLWUA B ce0s BBEAEHME MAUMEHTY, HyXZarloLemMycs B 3TOM,
TepaneBTUYECKN 3PPEKTUBHOrO KONMYECTBa KOMOUHALMK NacMUanTaHa n aHTaroHucTa
CGRP, Takoro kak rankaHesymad, cornacHo paHHoMy u300peTeHuo. HekoTopble
BapuaHTbl OCYLLECTBIIEHUS COrnacHO AaHHOMYy n3obpeTeHuto obecrneumBatroT Crnocodb
NEYEHUs MUMPEHN, 3SMU30LUYECKOM TOSIOBHOM BOOMM, XPOHUYECKOW rOnoBHOW ©Gonu,
XPOHUYECKUX KNaCTEPHbIX FOMOBHBIX Oonenm Wunm 3nU304UYECKMX  KNacTepHbIX
ronioBHbIX 6onen, BkNovarowmn B cebs BBeAeHME NauUEHTY, HYXAaroLWEMYCH B 3TOM,
TepaneBTUYECKN 3PPEKTUBHOrO KONMYeCcTBa KOMOUHALMK NacMUanTaHa u aHTaroHucTa
CGRP, Takoro kak rankaHesymab.

B Tex cnyyasix, Korga HapyLleHWs, KOTOpble MOXHO IeYuMTb C MOMOLLBIO

KOMOMHaLUMA COrnacHo JAaHHOMY MW300pEeTEeHUI0, W3BECTHbI MO  YCTaHOBMIEHHLIM U
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NPUHATBIM - KNaccudukaumsam, Hanpumep MUrpeHb, anu3oguyeckas rorioBHasi 6orib,
XpoHuyeckasa rornoBHasg ©O0nfb, XPOHWYECKME KnacTepHble [rOfioBHble Gonuv  uunm
3MM3ogunyeckme KnacTepHble rofoBHble 60K, Ux knaccupukaumm MoryT ObiTb HangeHbI
B pasHbIX WCTOYHMKaX. Hanpumep, B HacTosllee BpemMs YeTBepToe wu3gaHue
[AnarHocTn4yeckoro M CTaTUCTUYECKOro PYKOBOACTBA MO MCUXUYECKUM HapyLUEeHUS M
(DSM-IV™™) (1994, American Psychiatric  Association, Washington, D.C))
npepfocrasngeT  ANarHOCTUYECKMA  WHCTPYMEHT Ans  uaeHTUduKauum  MHOMmMxX
HapyLleHWn, ornucaHHbIX B JaHHOM fAokymeHTe. Kpome Toro, MexayHapoaHas
knaccudpukaumss  bornesHen, pgecaras  pegakumsa  (ICD-10), npepoctasnsaet
Knaccudukaumio Ans  MHOMMX HapyLUeHWW, OnUCaHHbIX B [aHHOM  [OKYMEHTE.
Creuwanuct B gaHHOM 06ractu TEXHUKU MOUMET, YTO CYLLECTBYIOT arnbTepHaTUBHbIE
HOMEHKNaTypbl, HO30M0MMN U CUCTEMbI KNnaccudukaumm Ana HapyLUeHWW, ONUCaHHbIX B
AaHHOM [OKYMEHTe, BKMo4Yaa Te, koTopble onucaHol B DSM-IV un ICD-10, n 4Tto
CUCTEMbI TEPMUHOMOMMU U Knaccudukaumm passmBatoTCs C pasBUTUEM MELULIMHCKOM
Haykn. Y nNaumeHTOB C MUIPEHbIO MOXET OblTb AOMOMHUTENBHO AWarHOCTUPOBaHa
MUrpeHb C Unn 6e3 paHHux cumnTomoB (1.1 1 1.2), kKak onpeaeneHo MexagyHapogHou
Kknaccupukaumen HapywweHun ¢ ronoBHeiMM Gonamu MexagyHapogHoro obulecTtsa
ronosHon 6Gonn (IHS), 3-e wusgaHve, OGeta Bepcus (ICHD-3) (The International
Classification of Headache Disorders, 3rd edition (beta version), Cephalalgia 2013; 33:
629-808).

TepMyH «dapMaueBTUYECKUA» UMM «PapMaLEBTUYECKN MNPUEMIIEMBIAY, MPU
MCNONb30BaHUM B LaHHOM [AOKYMEHTe B KadeCTBe MpwunaraTenbHoro, o3HadaeTt no
CyLLeCTBY HETOKCMYHBIA W MO CyLEecTBYy He BpedHblM Ansa peuunueHTa. [log
«papmauyeBTU4ECKON KOMMNO3ULUMEN» [OMOSHUTENBHO nogpasyMeBaeTca TO, u4TO
HOCUTENb, PacTBOPUTENb, HAMOMHUTENW WU COMb [AOMKHbl OblTb COBMECTUMBbI C
aKTMBHbBIM  VHIPEAMEHTOM  KOMMO3uuun  (Hanpumep, COeAMHEHWEM  COrnacHo
n3obpeteHnto). Cneumanucram B [aHHOW obnactn TexHWKM OyaeT MOHATHO, 4TO
TEPMUHbI «(hbapmaleBTHUYECKas roToBasi hopmay 1 «papmMaLeBTUYECKaa KOMMO3ULUAY,
Kak npaBwuIio, ABMSIOTCHA B3aMMO3aMEHSIEMbIMU, U OHU TaK MUCMOMb3YHTCA ANS Lenen

JAHHOW 3as1BKU.
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Kpome TOro, CoefmHeHusi CormnacHo AaHHOMY W300pEeTeHuto, Hamnpumep Conu
3TUX COEAWHEHWN, MOryT cyulectsoBaTb JiMbo B rugpatvposaHHoW, nmbo B
HerngpaTtuposaHHon (6e3sogHON) dopme. HeorpaHuumBarome npuMmepbl rmapaTos
BKIOYaT B ceba moHoruapartbl, avruapatel U T. 4. Korga coeguHeHWs CornacHo
AaHHOMY M300peTeHnIo NPeaCcTaBnAoT cOOOM aMUHbI, OHU UMEKOT OCHOBHYIO MPUPOAY
N, COOTBETCTBEHHO, BCTYMalT B peakuuto C nwobor u3 paga HeopraHU4eckux wu
opraHu4yeckmx KucrnoT c obpasoBaHvemM dapmMaueBTUYECKM MPUEeMEMbIX KUCIOTHO-
afAuTUBHBIX Conen. TepMUH «KUCMOTHO-afAUTUBHAA COfb» OTHOCUTCH K COMu
COeANHEHNA, MONyYEeHHON B3aMMOAEUCTBMEM COEAUHEHUSI C MWHEpanbHOW WNnn
opraHuyeckon kmcnoton. CoeanHeHUst CorriacHo AaHHOMY M300peTeHuto PopMUpPYHOT
dapmaueBTUHECKN NPUEMIIEMbIE KUCNOTHO-aAAUTUBHBIE CONMU C LUMPOKMM CrEKTPOM
OpPraHN4YeckMx W HEeOpPraHUYecKMx KWUCMOT, W BKNYalT B ceba PU3M0Nornyeckm
npvememMble Conu, KOTopble YacTo UCMOMb3YIOTCH B (hapMaLeBTUYECKON XMMUK. Takne
CONMM TaKxke SABMAITCA BapuaHTaMu OCYLUECTBIEHUS [aHHOro  M3o0peTeHus.
«PapmaueBTnyeckm npuemnemMas (KMcrnotHas) agavtmeBHasi conb» POPMUPYETCHA K3
dapmaueBTUHECKM MPUEMIEMON KUCMOTbI, KakK 3TO XOPOLUO W3BECTHO B [aHHOW
obrnactn TexHuKu. Takue conm BKMOYarT B cebsa papmaueBTUYeCKU npuemnemMble
conuv, npuMmepbl KOTOpbIX npueBeaeHsl B Berge, S.M, Bighley, L.D., and Monkhouse,
D.C., J. Pharm. Sci., 66:1, (1977), KOTOpble XOPOLUO N3BECTHbI CreynaniucTam B JaHHOM

obrnacTu TEXHUKN.

TepMUH «3PFPEKTUBHOE KOMUYECTBO» O3HAYaeT KOMIMYECTBO facMmauTaHa,
crnocobHoro aktmsmuposaTh peuenTopbl 5-HT-1F, nnmn konmyectso aHTaroHucta CGRP,
cnocobHoro uHrMbuposate peuctesne CGRP. B npeanoytutensHoOM BapuaHTe
OCYLLECTBIEHUSA, «3DPEKTMBHOE KONMMUECTBOY» O3HAYAET KOMMYECTBO NacMmuauTaHa u
konun4yectBo aHTaroHucta CGRP, cnocobHoro yctpaHuTb y nauueHta 6onn yepes 2

yaca nocne neYeHus ronoBHoOn 601mM NacMNaNTaHOM.

TEPMUH «MEeYUTb» WM KJIEYEHUE», WUCMONb3YEMbIA B LaHHOM [OOKYMEHTE,
O3HaYaeT NeYeHVe yxe CyLlecTByroLero 60Ne3HEeHHOro COCTOSHUSA WM NaTtonoruum,
HanpumMmep MUrpeHn UM rorioBHOM ©onu y naymeHTta unu cybbekta. JleyeHne moxeT
Takke BKNOYaTe B Cebs MHrMOMpoBaHWE, TO €eCTb MpeKpalleHue parnbHenLero

pa3BnTnNA OONEe3HEHHOro COCTOSAHMA U NaTonorn, n obneryeHne unm ynydlleHume, 10
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eCTb perpeccuto BGOMe3HEHHOr0 COCTOSHUA WM NaToNorMK, Hanpumep MUTPEHW.
TepMyH «npefoTBpallatby UNU «nNpefoTBpaLleHney, Kak WUCMOMb3yeTcs B LaHHOM
AOKYMEHTE, O3Ha4aeT MONIHOE WX MOYTW MOMHOe MpefoTBpaLleHne BO3HWKHOBEHMS
©ONe3HeHHOro COCTOSIHUS UM NaTonorMn y naumeHtTa unu cybbekrta, 0CobeHHO korga
naumMeHT unn cyObekT NpeapacronioXeH K TakoMy WM UMEET PUCK BO3HUKHOBEHWUS

©0NEe3HEHHOr0 COCTOSIHUSA UNW NaToNornu, Hanpumep MUrpeHn.

Bo Bcem onucaHum, rae KOMMo3vummM OMUCaHbl Kak MMEKLME, BKYaroLwme B
cebs unu copepkalime KOHKPETHbIE KOMMOHEHTbI, NPeAnonaraeTcs, YTo KOMMO3nLmm
Takke COCTOAT MO CyLWeCTBY M3 WM COCTOAT U3 MEPEYUUCIEHHBIX KOMMOHEHTOB.
AHanormyHeiM obpasom, Korga cnocobbl UMM MPOLECCHI OMUCaHbl Kak WMERoLMe,
BKIrovaroLme B cebs nnm cogepxalime KOHKpETHbIE aTanbl NpoLecca, NPoLecchl Takke
COCTOAT MO CywecTBy M3 WM COCTOAT M3 MEPEYUCIEHHbIX 3TanoB 06paboTku.
[ononHWUTENBHO, crneagyeT NoHMMAaTh, YTO MOPSAOK 3TarnoB UMK MOPSAOK BbIMOSTHEHUS
onpefeneHHbIX 4ENCTBUA HE UMEET 3HAYEHUA A0 TeX Nnop, Noka n3obpeTeHne ocTaeTcs
pabounm. Kpome TOro, aAsa mnv Bonbluee KONMMYECTBO 3TanoB WUnvM AENCTBUWM MOTYT

ObITb BbIMOSHEHBI OoAHOBPEMEHHO.

Cneywanuct B 06nacTt nNpUroTOBIEHNA rOTOBbLIX POPM MOXET nerko BblbpaTtb
noaxoaswyto dopmMmy u cnoco® BBEAEHUA B 3aBUCUMOCTU OT  KOHKPETHbIX
XapakKTEPUCTUK BbIOPAHHOrO COEAUMHEHUS, HapyLUEHUS UNK NaTonornun, nognexallen
NEYEHUO, CTaaAUN HapyLUEeHWs UMM naTonorMn, W  APYrMx COOTBETCTBYHOLLMX
obcTtoaTensCTB (CMOTpUTE, Hanpumep, Remington: The Science and Practice of
Pharmacy, L.V. Allen, Editor, 22nd Edition, Pharmaceutical Press, 2012). B 4acTHocTH,
KOMMOHEHTbI AaHHbIX KOMBUHaLMA MoryT ObITb OObeANHEHBI B OAHOW U TOW XXe rOTOBOW
dopme, rge 3TO YMECTHO, Wnv, B anbTEpPHaTMBHOM BapuaHTe, OHW MOryT OblTb
NPUrOTOBIEHBLI OTAENBHO.

B ortgenbHOM rotoBoM opme nacmugutaH OOblMHO  CMeLuMBaloT  C
HanonHUTenNeMm, pasbaBnAlOT HaMoOMHUTENEM UMM 3aKM4yarT B TaKOW HOCUTENDb,
KOTOpPbIM MOXeT OblTb B (POpMe Kancynbl, calle, ynakoBaH B Oymary wnu apyrow
KOHTenHep. AHTaroHnct CGRP  cooTBeTCTBEHHO roToBAT oTAenbHo. Korga
HaNONMHUTENL CRyXUT pasbasBuTenem, OH MOXeT ObiTb TBEPALIM, MOMYyTBEPALIM WU

XULKUM MaTepuanom, KOTOpbIA LENCTBYET B KA4eCTBE HOCUTENS, MEPEHOCYHMKa WIK
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cpedbl ANA akTUBHOrO MHrpegueHTa. Takum obpasom, rotoble POpMbl MOryT ObiTh B
dopme Tabnetok, NWUNONb, MOPOLLKOB, MAcTUMOK, cawle, obnaToK, 3NUKCUPOB,
CYCMEeH3nKn, 3MynbCUi, pacTBOPOB, CUPOMOB, aspo3onen (B BUAE TBepAOoro BeLlecTBa
U B XMUOKOW cpefe), masen, cogepxawmx, Hanpumep, Brnotbe 4o 10% no macce
aKTMBHOrO  COEAMHEHWs,, MSATKUX W  TBEpAbIX >KenaTUHOBbLIX Karcymn, renew,
CYnno3nTOpPUEB, CTEPUIIbHBIX PaCTBOPOB ANA UHBEKLUMW, N CTEPUSbHBIX YNaKoBaHHbIX
MOPOLLUKOB. HekoTopble npuMepbl MOAXOAALMX HamonMHUTENEW BKMOYaKT B cebsa
nakTo3y, [OeKCTpo3y, caxapo3y, COpOWUT, MaHHUT, Kpaxmarbl, apaBUUCKYID Kame[b,
docdar  kanbuus, anbrvHaTbl,  TparakaHT, KenaTuH, CcunukKat  Kanbuus,
MUKPOKPUCTANMMYECKYIO  LIENMono3y, MONVMBUHUNMNUPPONMAOH, LEnmnonosy, BOAY,
cvpon M meTunuennonody. [oToBble OpMbl MOryT [OMOMHUTENBHO CoAepXKaTb:
CMasblBaloLMe areHTbl, TakMe Kak TanbK, cTreapaT MarHUg M MUHeparibHOe Macro;
CMayuMBaroLLMe areHTbl; 3Myrbrupyrolme 1 CycrneHanpyroLwmne areHTbl; KOHCepBaHThbI,
TakMe Kak MeTUr- 1 nponunruapokcubeHsoaTsbl; NoAcnacTuTenu; 1 apomartusaTopsbl.
CoeavHeHna cornacHo AaHHOMY M300peTeHuto MOryT ObiTb MPUrOTOBIEHbI TaKUM
obpasom, 4TOObI Obecneuntb ObICTPOE, 3aMeffieHHOe UMM OTCTPOYEHHOE
BbICBOOOXAEHME  aKTMBHOIO  WHrpeguMeHTa rnocrne  BBEAEHUA  MNauuMeHTy C

NCMonb30BaHMEM NPOLEAYP, M3BECTHLIX B AAHHON 06nacTn TEXHMKMN.

[MTpUMeEpP KIMHUYECKNX NCCNeaoBaHN

Cnepytowme CXeMbI KITMHUYECKNX nccnenoBaHum JOMONTHUTENbBHO
UNIIOCTPUPYHOT N30OPETEHNE, HO UX HE CrEAYET UCTONKOBLIBATL KaKk OrpaHuynBaroLme
obbeM n30bpeTeHUs  KakMMm-nubo  obpasomM.  HwKe  npuBOAATCS  NpUMEpHI
NCCNefoBaHNM nacMmanTaHa B KOMOGUHaLMM C rankaHe3ymabom npu NeYeHUn MUrPeEHN.
Cneupanucty B AaHHOW oBnacTi TEXHUKM ByAeT NOHATHO, YTO MOXOXUe UCCrenoBaHns
MOryT MPOBOAUTBCS C MNaUMEHTaMW, KOTOPbIE HE CMOMMM YCMELHO CrnpaBUTLCA C
npUCTynamm MUrPEHU C NOMOLLBLIO TONBKO NMBo nacmugutaHa, nbo rankaHesymaba.
Cneunanuctam B paHHOM oOnactu TexHuku OyaeT MOHATHO, 4TO nofo0Hble
NCCNEAOBaHNA MOTYT MPOBOAUTLCA C MNaUMEHTaMW, Ha3biBAEMbIMKM B AaHHOM
AOKYMEHTE NaumeHTaMm C yCTONYMBOW K TEPaNnM MUrPEHBIO, ¥ KOTOPbLIX HabngaTcs

MPUCTYMbl MUFPEHWN, KOTOPLIE YCTOMYMBBLI K MPEALUECTBYIOLWMM ABYM WM GonbLueMy
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KOMNNYECTBY CXEM fleYeHVs B BUAE MOHOTepanuu uunu AsonHon Tepanuu. Cneyunannct
B [JaHHOW 00nactu TEXHUKM MOXET MPOBECTU aHarnorMyHble WCCnefoBaHua C
nauueHTamm, ctpagarowmmmn oT ronoBHon 60nu, BeIBpaHHOW M3 rpynnbl, COCTOALLEN U3:
3MM304NYECKOM  TOfIOBHOW BO0nnM, XPOHUMYECKOM rOnoBHOM Oonu, XPOHUYECKOW
KnacTepHOW ronoBHOM 60NN Unn aNU3oL4MYECKOM KnacTepHOW rofloBHOM Bonu, BkNoYas
nauneHToB C YCTOMYMBBLIMW K Teparnuu ronosHbiMu Gonamu. Cneynanuct B AaHHOW
06nacTn TEXHUKM MOXET Nerko naeHTndurumMpoBaTh, UCMOoMb3ysa Cnocobbl, ONUCaHHbIE B
[aHHOM [OKYMeHTEe, 1 crocobbl, N3BECTHbIE B JaHHOW 06nactv TEXHWKWU, NauueHToB,
KOTOpble HEe CMOMMWN YCMNELUHO CrpaBUTLCA C MPUCTYNamMm MUTPEHU C MOMOLLBIO NMBo
nasmuguTtaHa, nubo rankaHesymaba, no OTAENbHOCTU, W/ NauMeHToB C YCTONYMBOW
K TepanuM MUIPEHblO, Yy KOTOPbIX MPUCTYMbl MUMPEHU SABMAOTCH YCTOMYMBBLIMU K
npeglwecTsyoWMM ABYM WM OOmnblUeMy KONIMYECTBY CXEM JeYeHUs B BuUAE
MOHOTEpanunm wwunu  OBOWHOW  Tepanuu, npu 3TOM YKasaHHble MaumeHTbl,
NOeHTUPULUMPOBaHHbIE TakuM 0Bpa3omM, MOryT BbICTynaTb CyObekTamy KIMHUYECKMX

NCCneaoBaHumn, TakNX Kak OnNMcaHHbIE B JAHHOM AOKYyMEHTe.

Cnocobbl NpoBeAeHUS TakUX KIMHUYECKUX UCTIbITAHUA U3BECTHBLI CNeuuanmcTy B
AaHHOW 06nactv TexHUKM W MNPOUNSIIOCTPUPOBaHbI, HamnpuMmep, CChbifikaMn  Ha
onybrMKoBaHHbIE  KNMHWYECKMEe UWcCrneaoBaHus nacMugutaHa W rankaHesymaba,
npeAcTaBneHHble B 4aHHOM JOKyMeHTe. Cnocobbl OLIEHKU NTEYEHUST MUTPEHN BKIIOYaroT
B cebs PesynbTaThl, coobuwaemble nayueHtamu (PCI1), Takme kak [lokasaTtenu
kadecTBa xu3Hu (MKXK), Bkrovasa, Hanpumep: MUrpeHb-orpaHUYeHHOEe Ka4veCcTBO XKU3HMU,
Bepeus 2.1 (MSQ v2.1), OueHka BnuaHWA ronosHon 6onun-6 (HIT-6), LLkana oueHkn
HepeecnocobHocTn Beneacrene  murpeHn  (MIDAS), OnNpoCHUK MO MUrPeHb-
orpaHuyYyeHHoMy kadectBy Xu3Hu (MSQoL). Kpome TOro, Ana 3anucer npucTynos
ronoBHOW B0Mn 1 ApYrMx CUMMTOMOB MUIPEHU MOXET OblTb UCMOMb30BaH eXeAHEBHUK
ePRO. Ha ocHoBaHWWM faHHbIX AHEBHWUKA, C MCMONb30BaHMEM aBTOMaTU3NPOBAHHOMO
anroputMma, OHW MOXHO KnaccuduumpoBaTb kak [HW ronosHow ©Gonuv BCrieacTeue
murpern (AFEBM) (Bkntovasi BoamoxxHble [ BEBM). BoamoxkHasa MurpeHs onpegenseTca
Kak roniosHasi 605b C paHHUMK CUMNTOMaMK Uy 6e3 HMX, n npogoskaeTca > 30 MUHYT,
HO Mpu 3TOM OTCYTCTBYET OAWH U3 MPU3HAKOB MUrpeHn rno kputepuro Beta ICHD-3.

ExxemecauHoe konumyectso AMBEBM ¢ ucnonb3oBaHWeM fekapcTB OT 3MM304UYECKON
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MUrPeHN MOXeT BbITb nonyyeHo Yepes aHeBHUK ePRO, a oueHuBaHua PGI-S, MSQ wn
MIDAS BLINOMHAKOT MO XOA4Y MCCMefoBaHUA MPU KaX4oM EXEeMECAYHOM MoceLleHum
ansa oueHkn PGI-S n MSQ, a Takke Ha 3-um n 6-om mecaubl ana MIDAS c
NCMNOMNb30BaHMEM CYETHOro npubopa. MoxeT OblTb MOArOTOBMEH MNNaH UCCrefoBaHns
ANS cpaBHEHUST 3PPEKTUBHOCTU KaXKaon KOMOUHaL MK CXeMbl 403MpoBaHNA ¢ nnauebo,
UNX NeYeHneM TOMbKO rankaHedymabom, UM NeYyeHuem TOMbKO NacMUAUTaHOM, Mo
COBOKYMNMHOMY CpefHEMY U3MEHEHUIO, MO CPABHEHUIO C UCXO4HBIM YPOBHEM, KONM4ecTBa
AHen ronoBHbIX Gonen Bcreactene murpeHn (OFBEBM) 3a mecay Bo Bpems dasbl
nedeHusa, mcxogs m3 ePRO unu gpyrmx COOTBETCTBYHOLUMX KIMHUYECKUX AaHHbIX.
ApyrumMn BO3MOXHBIMW MOKa3aTensMu pesynbTaToB NeYeHUs MOoryT ObiTb CpeaHsas
0N NAUMEHTOB C YMEHbLUEHWEM, MO CPABHEHUIO C UCXOAHBIM YPOBHEM, EXXEMECAYHbIX
OFEBM B TeudeHue pa3bl ABOWMHOMO CRENOro NeyYeHus, cpegHee W3MEHeHue, Mo
CpaBHEHMIO C WUCXOAHbIM ypoBHemMm, Gana O6nact orpaHuYeHWss MOBCEeAHEBHOW
aktmBHocTU (R-FR) cornacHo OnpoOCHWKY MO MUPEHb-OrPaHNYEHHOMY Ka4eCTBY >XU3HU
Bepcun 2.1 (MSQ v2.1), cpegHee M3MEHEeHne, No CpaBHEHMIO C 6a30BbIM YPOBHEM, B
Obwen oueHke nNaumeHToM TskecTu 3aboneBaHus (PGI-S) (cpegHee 3HaveHue no
BblBpaHHbIM MecsLam), U/mnm nokasaTenb pesynbTara NedYeHnsa 4nsa CoOBoKynHoro 6ana
OueHkn HepeecnocobHocTn Bcneacteve murpeHn (MIDAS). 3T v gpyrve OueHKu

neYvyeHna MmrpeHn XopoLLo U3BeCTHbI crneunanuncry B AaHHOM 0BnacTn TEXHUKMN.

KynnpoBaHue MUrpeHy ¢ NOMOLLLK nacMuauTada ¢ 1 6e3 aHtaroHucta CGRP, Takoro

Kak rankaHesymab, nyTemMm BHYTPUBEHHOIO BBEAEHUS

UToObl NPOAEMOHCTPUPOBaTL 3PEPEKTUBHOCTE KOMOMHaUMM nacMmuauTaHa wu
rankaHesymaba, cnegyroLee nccrnegoBaHne NnpoBoAUNIM OAUH pas, Kak HarnmcaHo HUXKe,
M OOVH pa3, Korga naumveHTam, Ha KOTopbIX NPOBOAMMACE OLEeHKa, BBOAWIN HaYarbHY0
yaapHyro aosy 240 Mmr rankaHesymaba, a 3aTeM eXeMECAYHYH0 NOAAEMKMBAIOLLYIO A03Y
120 mr rankaHesymaba. [pynnbl nevyeHus B UCCreaoBaHUM MOryT BKMOYaTb B cebs
rpynnbl C crtaHgapTHeiMM go3amm nacmvagutadHa 50 mr, 100 mr mnm 200 mr gng
nepoparbHOro BBeAEHWS.

B mHoroueHTpoBoMm, nnauebo-KOHTPONMpyemMoM, ABOWHOM CREnoM, rpynnoBOM

3apaHee He 3afaHHOM, C Ha3Ha4YeHWeM afanTUBHOMO NEYEHUs, MPOBEPKON KOHLEMLMM
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N HaxoxgeHuem Jo3bl nccnegosaHuu, 130 nayneHToB neyunnu B ctauymoHape BO BpemMs
npucTyna murpeHn. MNauneHToB pacrnpenensany Ha BHYTPUBEHHYHO [03y nacMuauTaHa
un nnauyebo B Hebonblume rpynnbl. HadvanbHaa pfosa cocrtaBnana 2,5 wr.
Mocnepyroowme [03bl KOPPEKTUPOBANM B CTOPOHY MOBLILLEHUA WIN  MOHWKEHUS,
cornacHo 6e3onacHoCTn 1 3PPEKTUBHOCTKN, HabnogaemMblx B npeabigyllen rpynne.
MNepBUYHBIM KPUTEPUEM OLIEHKM SABMNSAETCH OTBET B OTHOLUEHMEe rorfiosHou ©Gonu,
onpefensemMblin Kak yIydleHne OT YMEPEHHOW WM CUSTbHOW rofioBHOW ©Gonwn, no
OTHOLLIEHMIO K MICXOAHOW, A0 NErkov uUnv oTCYTCTBYHOLLEN rofIoBHOW 60nm Yepes 2 vaca
nocne BBeAeHWSA [03bl. lMccnefoBaHne npegHasHavyeHo [Ans  M3ydyeHus obLen
3aBMCUMOCTM [03a-0TBET, HO He CMoCoOHO AnddepeHUMpoBaTh pasnnyHble A03bl OT
nnauyebo, nnu obHapyXuTb pasnuuusa B adpdekTax Ansa ApYyrux CUMNTOMOB MUMPEHM.
Copok gBa nauyueHTa nonyyanu nnauye6o, a 88 nonyyanu nacMmuauTtaH B fo3ax
oT 2,5 o 45 mr. 3a nayneHTammn Habnwoganu B KIMHUKE B TeyeHue 4 4acoB nocrne
NeYeHna N NCnonb3oBany AHEBHWUK ANS 3annCh CUMMTOMOB M NMOBOYHBLIX 3PdEKTOB B
TeyeHne BNnOTb A0 24 4acoB. lccnegoBaHve npekpalanu, korga gosa goxoguna oo
3apaHee onpenerieHHbIX KpUTepueB npekpaweHna 3ddekTUBHOCTU. [laumMeHToB,
npoxoamuBLUnx nedenve B rpynnax o3 10, 20, 30 n 45 mr nacmmnguTtaHa, oueHvBanu B
TEYEeHMe 2 4acoB Ha OTBET B OTHOLLUEHME FOMOBHOW 6OMM MO CPaBHEHWUIO C rPynrnow
nnaye6o. O6Lyto OLUEeHKY nauMeHToM 4epes 2 yaca U OTCyTCTBUE HeobXOo4MMOCTU B
pe3epBHbIX NeKapCcTBax TakkKe OueHMBanuM Ha npegMeT CTaTUCTUYECKM 3HaYUMBbIX
NMHEeWHbIX Koppenaumi ¢ foson. OueHmBann 3PEPEKTUBHOCTL NacMuguTaHa B
KOMOUHaLUMM C OQHOBPEMEHHBLIM fNIeYEeHNEM rankaHe3ymabom B KynupoBaHMe MUrpeHu

npv BHYTPUBEHHOM BBEAEHUM NacMyanTaHa B gosax ot 2,5 10 45 wr.

Cnocobul

NcenepoBaHe MOXET NPOBOAMTBCHA B HECKOMBKMX LIEHTPaxX U B COOTBETCTBUM C
XenbCUHKCKOW  Aeknapauven u MexayHapoAHbIMW  CTaHgapTamun  Hagnexallew
KNWHKUYECKON npaktuku. [o 3anycka TpebyeTcs opobpeHne COOTBETCTBYHOLMX
PErynATOPHBIX OPraHoB WM HE3aBUCMMbIX KOMUTETOB MO 3Tuke. Bce CyObekTbl
OrpaHW4YeHbl TeMW, KOTOpble MPEAOCTaBNAT MUCbMEHHOE  WHPOPMUPOBAHHOE

cornacue.
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Cxema nccnegosaHus

Ana wccrnegoBaHWs  UCMONb3YETCA  MPOCMEKTMBHAs, pPaHAOMU3NPOBaHHas,
ABOVHasa cnenag, nnauebo-KOHTponupyemasa cxema, C He 3aJjaHHOW 3apaHee rpynnown,
C aganTuBHbIM Ha3HadeHnem nedeHna (Olesen J et al., N Engl J Med 2004: 350: 1104-
10; Hall DB et al., Contemporary Clinical Trials 2005; 26: 349-63). [llayneHTam
Has3HayalT YpOoBEHb A03bl NacMuauTaHa B Marnblx rpynnax, npudem nepsble 20 rpynn
COCTOAT U3 6 MaumMeHToB (4 nony4aroT nacmmauTaHd 1 2 nnauedo), a octanbHbIe rpynmnbl
COCTOAT M3 5 naumeHToB (4 nacmugutad n 1 nnauyebo). MNepBon rpynne HasHavaroT
ypoBeHb A03bl 2,5 Mr. [lo3a, ucnorb3yemasa B Mnocnegyrowmx rpynnax, 3aBuUCUT OT
oTBeTa B OTHOLUEHWE rofioBHOM Oonn (ymepeHHas unu cunbHasa ronosHas ©O0nb,
YMEHbLUEHHaa 4O Nerkon Wnm OTCYTCTBYIOLLEN Yepes 2 vaca), npeablayLlien rpynmnbl:
€Crnv eCTb OTBET Yy 2 WNM MEHbLUEero Konuyectsa M3 4 nauymeHTOB, MOosyYaroLymnx
[AENCTBEHHOE neyveHune, A03y YBENMYMBAaKOT, a eCcrnv ecTb OTBET y 3 unu 6onbLiero
KOnu4yecTsa M3 4 nayueHToB, MonyYarolmx AENCTBEHHOE NeYeHne, 403y YMEHbLUAtoT.
MpaBuna KOPPEKTUPOBKN A03bl BbIOMpaOTCA ANSA onpeaeneHus 403 nacMuauTtaHa C
SPPEKTUBHOCTBIO, aHanoOrM4YHOM WNU  Nyullen, 4Yem npu  nepopanbHOM  npueme
TpuntaHe. OTa MOCNEeAOoBaTENbHOCTL YBENUYEHUA WM YMEHbLUeHUs [03bl Oyger
n3MeHeHa, ecnv 2 unu Bonbluee KONMYECTBO MauueHTOB, MOMyYaBLUMX LENCTBEHHOE
neyenHuve, B nobon rpynne, 6yayT UMETb TAXKENble HE CepPbe3Hble NOBOYHbIE 3G EKTHI,
M B 3TOM crniyyqae o3y OyayT ymeHbllaTb ANS Cneayrowen rpynnsl He3aBMCUMO OT
4acToTbl OTBeTa. BO3HMKHOBEHME Cepbe3HOro MNoBoYHOro 3addekTa, CBA3AHHOMO C
NpMeMOM neKkapCTB, NPMBEAET K aBTOMaTUYECKOMY MPUOCTAHOBIIEHUIO paHAOMU3aLnN
B OXuaaHuu nposepky BesonacHoCcTU. MuHMManeHO AonycTuMasi gosa nacMugurtaHa
cocTaBndeT 1 Mr, a makcumarnsHas - 60 mr.

Mpouecc KOPPEKTUPOBKN A03bl C €€ MOBLILLEHWEM U MOHWXEHUEM MpeKpaLLaroT
nocrne Bblbopa aP@EKTMBHOM [03bl, KOrga CoOMA4eHbl Cneayowme Kputepun: no
MeHbLUE Mepe 5 6roKoB NauMeHTOB MPOLUMN NEYEeHne 3TOW A030M, U MO MEHbLUEN
Mepe ana 4 OnokoB npaBuno MNpuHATUA TpeboBano yMeHblleHne [o3bl. B
anbTepHaTUBHOM BapuaHTe, npouecc Bblbopa A03bl MOXET OblTb npekpalleH 6es

Bblbopa adhdekTMBHOM L03bl, ecnv 5 nocrneaoBaTtesibHbIX GrOKOB MaLMEHTOB NeYnnu
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MaKkCyManbHOW A030M C MpaBunaMu MOBbILEHUS, TPEOYIOLWUMM YBENMYEHNS L03bl

Kaxabln pas.

CKPUHWHF 1 0TOOP NauneHTOB

MNepBOHa4yanbHO MauMeHTbl MPOXOAAT  CKPUHWHI Ha MPUroAHOCTb  Mpw
amBynaTopHOM MOCELLEHUN BHE MPUCTYNa MUTPEHWU, N UM npeanaraeTcs BEpHYTbCSH B
KIMUHWKY ANSA NEeYeHUs uccrnegyembiM npenapaTom HOBOro, YMEPEHHOro Uy TSXKENoro
npucTyna MUrpeHn B TeyeHne 4 4yacoB C ero Hadarna. [1o Bo3BpalyeHUN B KIUHWUKY
NOATBEPXKAAETCA NpaBO Ha yvacTue B UCCrefoBaHuu, M nauueHTa paHZoMU3UPYIOT.
[MauneHTbl UMEKOT NMPaBo Ha y4YacTue B UCcrefoBaHuun, ecrnv um ot 18 go 65 net, 1 OHK
UMET B aHaMHe3e No MeHbLUen mepe 1 rog MUrpeHn ¢ paHHUMK cuMmnToMamm nnu 6e3
HUX, YAOBMETBOPAOLLEN AnarHoCTuyeckmn kputepun IHS 1.1 1 1.2.1 (2004), ¢ Ha4anom
npossneHnsa murpeHn o 50-netHero Bo3pacta (Headache Classification Subcommittee
of the International Headache Society. The International Classification of Headache
Disorders (second edition). Cephalalgia 2004: 24; Suppl1:1-160). MNayneHTsl LOMKHbI
nveTb OT 1 40 8 NPUCTYMNOB MUIPEHM B MECAL, U HE UCNONB30BaTh NPOdUNaKTU4ecKmne
nekapcTea OT MUrPeHn. Y naumeHToB Xxopollee obLuiee COCTOsHME 3[4,0POBbS U Y HUX
HET MPU3HaKOB COCYAUCTbIX 3aboneBaHui Unu runepToHun. VcknodyatoT nayueHToB C
NPeALUeCTBYIOLEN HEMNEPEHOCUMOCTLIO TPUMTAHOB. WcknodaoT BepeMeHHbIX UNnn
KOPMALUX KEHLUMH, KaK W >KEeHWWHbl C AETOPOAHbIM MOTEHUMAaroMm, KOTOpble He

MCMONb3YHOT BbICOKOHAAEXKHYHO (DOPMY KOHTpaLEenumm.

[Npouenypbl nccnegoBaHns

Mo Bo3BpalleHMM nauMeHTa B KIWHWKY, apmauesT wunuM  gpyrown
nccnegoBaTenbCkMM NEPCoHan nony4YyarT U3 OHMNaWH-pPaHAOMU3MPYIOLEN CUCTEMbI
He3aBUCUMble OT WUCCrefoBaTena WHCTPYKUMM MO pasBefeHUo WUCCrnesyemMoro
nekapcTea W roTOBAT UCCneayemMoe InekapcTBo Ans MHQy3uu. W uccneposaTens, U
dapmaueBT He UMEIOT MHPOPMaLUKM O Ha3HaYeHUU nekapcTea unu nnauebo, 1 TONbKO

hapmaueBT 3HaeT O pasBegeHun. Bce naumeHTbl nonyyatoT 60 M BHYTPUBEHHOW
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NHPY3nMM B TedeHne 20 MuHYT. [daHHble 06 adekTMBHOCTM 1 Be3onacHoCTU 4O U
nocne BBEAEHUA WUCCreayemMoro rekapctBa HEeMeASleHHO BBOASTCS B 3MEKTPOHHYHO
cuctemy cbopa pAdaHHbIX, YTO MO3BOMSAET WCMOob3oBaTb [aHHble MO OTBETy B
OTHOLLEHWE rorioBHOM ©0nv ANS ynpasreHUs HasHadYeHuem [03 ANs NOocneyroLmx
rpynn.

MNocne 3aBepLUeHNsA OLEeHUBaHUS B MCXOAHOW TOYKe, nacMuauTtad unm nnauedo
BBOAAT BHYTPUBEHHO B TeyeHne 20 MUHYT, U HabnogawT 3a nauyueHToMm cnejsa 3a
©e30MacHOCTbIO U 3P PEKTUBHOCTLIO B TE€YEHWE MO MeHbLUen Mmepe 4 yacoB. [JaHHble
BBOAAT OJHOBPEMEHHO B OHITaWH-CUCTEMY 3NEKTPOHHOro cbopa AaHHbIX. [launeHToB
BbINUCBIBAKOT U3 KNUHWUKKM Yepe3 4 4aca M NpOoAOoIKalT PEerncTtpuposaTb CUMMTOMbI

MUrpeHn 1 NoboYHble 3 deKTbI B TeYEHNe A0 24 YacoB, UCMOMb3YS eXEeAHEBHUK.

OLleHKka cMMNTOMOB

OueHunBaloT pag pasnuyHbiXx cuMnToMoB. Cuny ronoBHOW 60Mnv U3MepPSAT Mo
yeTblpexbanneHon wkane: 0 = otcytcTBue 6onn, 1 = nerkas 6onb, 2 = ymepeHHas
6onb, 3 = cunbHasa 6onb. ConyTCTBYIOLME CMMMTOMbI (TOLLHOTA, pBOTa, PpoTOohobuSs,
doHOPOBUS)  PErnCTPUPYOTCA  Kak  MPUCYTCTBYHOLLUME UM OTCYTCTBYHOLUME.
HeneecnocoOHOCTL  AOKYMEHTMpPYeTcss Mno  JeTblpexbannbHon  wkane: 0 =
AeecrnocobHOCTb, 1 = nerkas He4eeCnoCobHOCTb, 2 = YMepeHHasa HeaeecrnoCobHOCTb,
3 = TaKenaa HepeecnocobHocTb. CobupatoT gaHHble no O6Len OLUeHKM nauneHToM
cornacHo 7-6anneHon Wwkane: 1 = OYeHb HaMHOro nydywe, 2 = HaMHOro nydwe, 3 =
HEeMHOro nydile, 4 = 6e3 U3MEHEHUI, 5 = HEMHOrO Xy»e, 6 = HAMHOro XyXe, 7 = OYeHb
HaMHOro Xyxe.

OcHoBHbIM nokasaTtenemMm 3adP@EKTUBHOCTM HABMNSETCH OTBET B OTHOLLEHWe
ronioBHon 60nun, onpegensemMbli Kak YyMeHbLUEHNE MHTEHCUBHOCTU FOMIOBHOM Gonn OT
CpeaHen UM CUIbHOW, MO OTHOLLEHWUIO K MCXOA4HOW, 4O JIErKOW WUnvM OTCYTCTBYHOLLEN
ronosHon 6onn Yepes 2 yaca nocrne Havana nHPy3um nccnegyemoro nekapcrtea (HIS
Clinical Trials Subcommittee. Guidelines for Controlled Trials in Migraine: second
edition, Cephalalgia 2000: 20: 765-786). BropuyHbIMM nokasatensmv apdekTMBHOCTU
SBMSAIOTCA. YacToTa OTBETA MO OTHOLLEHUIO K rofiloBHoW 6onun yepes 10, 20, 40, 60, 90,

180 n 240 mMuHYT nocne Hadvana WHAY3UKM WUCCrenyemMoro rekapcTea;, 4acroTa
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0CcBOBOXAEHNSA OT rofioBHOM 60NN (YMEHbLUEHNE OT YMEPEHHOW UM CUNBHOW FOSTOBHON
©0nn, No OTHOLLEHUIO K UCXOA4HOW, A0 OTCYTCTBUA ronosHon 6onn) Yepes 10, 20, 40, 60,
90, 120, 180 n 240 MmmHYT nocrne Ha4yana BBeAEeHNA UCCneayemMoro fiekapcrea; Yacrora
AONrOCPOYHOro OTBETA, ONPEAENAEMOro Kak yMepeHHas unm cunbHas ronosHas 60nb,
MO OTHOLLEHMIO K UCXOOHOW, KOTOpasa cTana ferkon Unm oTcyTcTBoBana vepes 2 yaca
nocne Hadvana npuema WCCrefyemMoro JnekapcTsa, W KOTopas He MOoBTOpsAnach
(CTaHOBMNacb CpefHen Unn TSHXKENoWn) B TedeHue 24 4yacoB nocne Hadvana npuema
nccriefyemMoro nekapcrBa; 4acTtoTa  [OfroCcpoyHOro  ocsoboxaeHusi ot 6onw,
ONpefensemMoro Kak ymepeHHas unv cunbHas ronosHasg 00nb, MO OTHOLLUEHMIO K
MCXOAHOW, KOTOpasi OTCYTCTBOBana 4epes 2 4aca rnocne Hadyana npuema nccnenyemoro
nekapcrtea, W KoTopasi He MnOoBTOpsnach (CTaHoBMNAChL CpedHen Wnu TSHXKenowu) B
TeyeHVe 24 4vacoB MOCMNe Havyana npuema WCCreayemoro rekapcrea; Hanuyume
TOWHOTLI, PBOTHI, doToPobum un  oHOPOOMN, U  KaTeropum  KIMHUYECKOM
HeneecnobHOCTU Ha MPOTSHKEHUM BCEro Kypca obydeHus;, [ona nauneHTos,
NPUHAMaBLUMX pe3epBHOE reKkapCcTBO 4Yepe3d 2-24 yaca rnocne Hayana npuema
ncecnegyemoro nekapcrea, n Obuasa oueHka naunmeHToM Yepes 2 yaca rnocre Havana

npvema 1UccreayemMoro nekapcraa.

CraTuctmnyeckme cnocobhbl

Belbupanu ueneson pasmep BbliOopkn camoe Bornbliee 160 naymeHToB, C NO
MeHbllen mepe 20 naumeHTamu, nosnydaBMMU 3PEEKTUBHBIA YPOBEHb A03bI, U MO
MeHblwen wmepe 10 naumeHTamu, nonydasBwumn nnauebo, AnNa  Nony4vyeHus
COOTBETCTBYIOLLUMX OPUEHTUPOBOYHBLIX AaHHbLIX, MO KOTOPbIM MOXHO BblOpaTh AnanasoH
[03 Ans  [OMOfHUTENBHOM oueHkM. CTaTUCTMYeckme CBOWCTBa KpuTepues Ans
NPOBEPKM rMnoTesbl, YToObl CPaBHUTL OAMH UK BonbLUee KONMYecTBO ypPOBHEN 403 C
nnayebo, korga [o03bl pacnpefensnu, WUCMonb3yst CXeMy HasHavyeHwe aganTUBHOro
neyeHWss C 3apaHee He 3ajaHHbIMW rpynnamu, ObiNM He W3BEeCTHbl. [1o3Tomy
dopmanbHble CTaTUCTUYECKME KPUTEPUM HE UCMONBb3oBanu ANA 00bABMEHUSA TOro, YTO
NCCNEAOBAHNE «MOMNOXUTENBHOEY» UMK «OTPULATENBHOEY, U UCCNELOBAHNE HE UMEET
cvnbl  OblTb  CTATUCTUYECKM 3HayuMblM.  Kpome Toro, pasmep BbIOOpPKM He

nogaepxmBaeT CTaTUCTUYECKME 3aKITKOYEHNA.
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B KoHUe wuccrnegoBaHUMsi 4acTOTbl OTBETOB B OTHOLWUEHME TrofioBHOM 6onu
CYMMWPYIOT MO YPOBHIO A03bl. [puMeHsoT kputepuin MaHTena-leH3ens ana npoBepku
3aBUCUMOCTN [03a-0TBET. [MPUMEHSIOT TOYHbIM KpuTepun duepa ANA CpaBHEHUS
4acTOT OTBETOB B OTHOLLEHME ronioBHOW Gonn Ans BolbpaHHoM [03bl U nnauebo. Bo
BCEX aHanu3ax pesynbTaTtbl ANA KaX4oro ypoBHS A[03bl (BKMoYas nnauebdo)
06beanHAT BO Bcex Onokax, rae npuMmeHanach ata fosa. Bce nauneHTbl, KoTopble
nonyvanu kakoe-nmbo uccrieqyemoe rekapcTBO, BKMHOYEHbl B aHanu3 nonynaguu.
MaumeHToB aHanNM3npPyT B COOTBETCTBUM C JIEYEHUEM U YPOBHEM [,03bl, KOTOPbLIW OHU

drakTM4YeCcKn nosyyaroT.

ADDEKTUBHOCTL

INInHerHyto CBA3b Mexay 4acToToM OTBEeTa W YpPOBHEM [03bl OLIEHWBAOT
CTaTUCTUYECKM C MOMOLLbIO KpuTepuss MaHTens-eH3ena ansa onpeneneHus TpeHaa.
MoacuMTbIBaOT YacTb NaUMEHTOB B KaXKAOW rpynne, KOTopble AOCTUralT OTBeTa B
OTHOLLEHWE ronoBHOM 601 B MOMEHTLI BpeMeHn oT 10 MUHYT A0 4 yacoB. OCHOBHbIE
BTOPUYHbIE NapameTpbl 3PPEKTUBHOCTU NOACHUTLIBAIOT ANS KaXA0W rpynnbl, BKOYas
OBy OueHKY nauMeHToM 4epe3 2 vaca U MPUMEHEHWE pPEe3epBHbIX NEeKapcTB B
TeyeHue BMnoTb 40 24 YacoB. BTopuyHble napameTpbl 3pdPeKTUBHOCTU NPeaCcCTaBNAloT
cobon: oTcyTCcTBME OONM Yepes 2 4vaca, AONTOCPOYHbIA OTBET B OTHOLWLEHMe Bonu,
AONTOCPOYHLIN OTBET C OTCYTCTBMEM BOnK, TOWHOTa Yepes 2 Yaca, hoTododbusa yepes
2 vaca, oHohobma Yepes 2 Yyaca, OTCYTCTBYeT/nerkaa HeaeecrnocobHOCTb Yepes 2
Yaca, NPUMEHeHWe pe3epBHbIX fekapcTB, 2-24 4vaca, OueHka nayuneHTOM: OuYeHb
HaMHOro/HaMHOro nyuLle Yepes 2 vaca.

[MpoBepAny NPOTUBOMUIPEHEBYIO 3PP EKTUBHOCTL NNacMuaaHa npu KynmpoBaHum

C OQHOBPEMEHHbIM fleyeHreM rankaHesymabom unm 6e3 Hero. Cxemy mccnegoBaHus
C MOBbILLEHWEM U MOHWXEHWEM [03bl C ajanTtaunen, UCNonb3yT ANS MUHUMU3aLmnK
BO3[EMCTBUA Ha NaymeHTa UCCregyemoro fekapCTBeHHOro cpeacraa unuv nnaueto, ¢
BO3MOXHOCTBIO BCe elle ObICTPOM UM HaLexXHOW npoBeEpPKM 3MIPEKTUBHOCTE U
NEepeHOCMMOCTM B LUMPOKOM AuanasoHe [03. Hayano obnerdyeHusa ronosBHon 6onu
MOXeT BbITb oveBUAHBIM Yepe3 20-40 MUHYT, nocne Havana 20 MUH. BHYTPUBEHHOM

NHPY 3NN,
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Bpayd MOXeT OueHUTb pesynbTaTbl UCCrnefoBaHus SMEEKTUBHOCTK, 4YTOOLI
onpeaenuTe coobLljaembln  MPOLEHT HeneecrnocobHOCTU Mocne  BHYTPUBEHHOIO
BBEAEHNA nacMuguTaHa, coobuwlaemMbli  MNPOLUEHT YMEPEHHOM WU TSKeroun
HepeecrnocobHocT, OOLYyt0 OueHKY MauMeHTOM, M MPOLUEHT MaumeHToB, KOoTopble
coobLaroT 06 «04eHb HAMHOrO» UMM KHAMHOTO JyyLe» Yyepes 2 Yaca nocrie BBeAEeHUS
[03bl. Bpay Takke MOXET OLEeHUTb BTOPUYHBbIE N3MepseMble napameTpbl (oTodobus,

doHopobusa n TowHoTA).

[BOVHOe crenoe paHaoMu3upoBaHHOe nnauebo-KOHTPONMpyeMoe UCcnefoBaHue

AmnanasoHa 03 nNepopanbHoro nacmuamtada ¢ n 6es rankaHesymaba B napannienbHbIX

rpynnax npu KynMposaHmn MUrpeHun

YTtoObl MpOoAEMOHCTPUpPOBaTE 3PPEKTUBHOCTE KOMOUHaUMKM nacMuautaHa W
rankaHesymata, cregytoLlee nccnegoBaHve npoBOAUIY OAUH pas, Kak HannmcaHo HUXe,
W OAVH pas, Korga nauuveHTam, Ha KOTopbIX NPOBOAMMACh OLeHKa, BBOAWMU HaYarbHY0
yAaapHyto nosy 240 mMr rankaHesymaba, a 3aTeM eXeMeCAYHYI0 NoAAEPKUBAIOLLYO 03y
120 mr rankaHesymaba.

[MpoBOAAT UccrnenoBaHne ANA OUEHKN 3dhdEeKTUBHOCTU (OTBETa B OTHOLLUEHMe
ronosHon 6onmn 4Yepes faBa Yaca) AuManasoHa nepopanbHbIX [03 nacMuauTaHa.
BTopuyHas uenb COCTOUT B WUCCreoBaHWE BPEMEHHOW 3aBUCUMOCTU U addpekTa
AvanasoHa ypoBHeN [03 facMugutTaHa Ha XxapakTepuUCTUKM MUTPEHW, BKIKOYasa: OTBET B
OTHOLLEHME ronoBHOM Gonn, AoM naumMeHToB 6e3 6onu, peumams ronosHoM Gonu,
TOWHOTY, oTodobuto, ¢oHODOOUID, PBOTY, HELEEeCnOCOBHOCTb, WCMONb3OBaHWE
pe3epBHbIX nekapcte M OOy oueHky nauueHToM. B uccnegoBaHuu um3yyaroT
6e3onacHOCTb M MEePEeHOCUMOCTb AuanasoHa [03 nacMuauTaHa C TOYKM 3PEHUS
NOBOYHBLIX 3 ekTOoB, dhr3nyeckoro obcnenosaHus, rnokasareneu
XU3HEeAEeATeNbHOCTH, nabopaTopHelX nccnegosaHu n SKI. MpoTokon uccnepoBaHus
N3NOXEH HMXE.

OTO MpoCneKkTMBHOE paHAOMU3MpOBaHHOE, [BOMHOe cnenoe, nnayebo-
KOHTPONMpyemMoe nccrnegoBaHne guanasoHa o3 y CyObekToB C MUrpeHbro. ayneHTos
MNPOCAT NEeYUTb OAMHOYHBLIN MPUCTYM MUIPEHW B AOMALUHUX YCHOBUSAX C MOMOLLIbIO

nccreayemoro rekapcrea. Yyactue Kaxaoro Cy6'beKTa ncenegoBaHnA CoOCToUT U3
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NMoCeLleHns CO CBA3bKD MO TenedoHy B TedeHve 5 gHeW Ana noaTBepXKAeHUA
NPUrogHOCTK, Nepuoga neyvyeHnsa BrnoTb A0 8 Hefernb, B TeYeHWe KOTOporo cybbekTa
NPOCAT NEeYNTb OAMH MPUCTYM MUrPEHN O4HOW AO30M OAHOrO U3 YeTbIpex ypOBHEN A03bl
nepoparnbHOro nacMugutTaHa unv nnayebo, u nocreayowero noceLleHne B TeYeHue
14 fHen nocne neveHus npucrtyna.

Mocrne cKpuHWHra cybbektam crydavHbiM 00pas3oM  HasHavalwT npuvem
nepopansHoro nacmugutadHa (50, 100, 200 wrm 400 Mr) wnm COOTBETCTBYHOLLEro
nnayebo Ans Ucrnonb3oBaHUA B Ka4eCTBE MEePBOro NeYeHNs HOBOro NMPUCTYNa MUrPEHU.
Cyb6beKkToB MPOCAT He neyYuTb MNPUCTYn A0 TeX Mop, noka ux NpurogHocTb He ByaeTr
noATBep)AeHa no TenedoHy nocre 3aBepLUeHns BCex NpoBepok. Kak TonbLKo npaso Ha
yyactue MnoATBEp)KAAlT, CyObekTa MPOCAT feynTb Creaylowmn npuctyn MUrpeHu B
TeyeHne 4 4yacoB MOCrne ero Hayana, Npu ycrioBUW, YTO CTEMEHb TSHPKECTU FONIOBHOM
6onm B TO Bpemsi OyaeT NO MEHbLUEN Mepe YMEPEHHOW M He OyaeT ocnabnatbes.
CybbekTbl 3anvcbiBalOT CBOW OTBET Ha IleYeHne B TeuyeHwe crnegyrowmx 48 4acos,
ncnonb3ysa exegHeBHUK. CyOBLEKTOB MPOCAT He MPUHMMAaTb pe3epBHbIE NekapcTea B
TeYeHVe No MeHbLUEen Mepe 2 4yacoB Mocre npMemMa uccregyemoro nekapcrsa. locne
neyeHust npuctyna, cyoObekTbl obpawarTca B KIMHKKY, 4YTOObI HasHa4uTb
nocneayroLee rnoceLeHne kak MOXHO Ckopee 1 B npegenax 14 gHewn nocre neveHus.
MaumeHTam HasHa4alT OAWH U3 4YeTblpex YPOBHEW [03bl facmuauTaHa wnu
cooTBeTCcTBYOWEro nnauebo B CooTHoweHun 1:1:1:1:1 B COOTBETCTBUMM C
npeaBapuTenbHO onpeaeneHHbIM CrMckoM pangomMmsaumn. Mo meHbwen mepe 340

NaUuMeHToB fieyaT oAuH NPUCTYN C NMOMOLLBIO UCCeLyeMOro NekapcTBa.

Kputepum y4acTusa/MCKIYEHUS:

Yyactue:
CyBLekToB BKMHOYAOT B MUCCNegoBaHWe, TONMbKO ecnu cobniogeHbl Bce cneayrowme
KpuTEpUN:
naumeHTbl C MUIPEHLIO C pPaHHUMK CUMMTOMamMu Unn 6e3 HUX, yAOBreTBopstoLue
avarHoctmyeckmin kputepun IHS 1.1 n 1.2.1 (2004); aHamMHE3 MUrPeHN MO MeHbLUEN
Mepe 1 rof, Hayano nposaBneHus MuUrpeHun B Bo3pacte go 50 net, aHamHe3 1-8

MPUCTYNOB MUIPEHM B MECSIL]; NMaLMeHTbl MY>XXCKOrO UMW 3KEHCKOro ronia B Bo3pacTe oT
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18 0o 65 neT, MauneHTbl >XEHCKOro rona C AEeTOPOoAHbIM MOTEHUManomM LOSMKHbI
NPUMEHATL BbICOKO3(P(PEKTUBHYIO dopmy KOHTpaLenuuu (Hanpumep,
KOMOMHMPOBaHHbIE oparbHble KOHTpaLenTuBbl, BMC, BO34epxaHue,
Ba33KTOMU3MPOBAHHLIA  MapTHep); crnocobeH W He BoO3paxaeT MNpefocTaBUTb
NMMCbMEHHOE MH(OPMUPOBAHHOE Corfacue; CriocobeH M He BO3paxaeT 3anofiHATb
eXefHEeBHMK Mo MUrPeHn, YTOObI 3anucbiBaTb NOAPOBOHOCTU NPUCTYNA, KOTOPbLIW NeYnnm

ncenegyemMeiM nekapcCrteoM.

HcknroveHue:
CyBBbeKkToB UCKMOYaKT U3 UCCNefoBaHNA, eCnn BbINOSTHAETCH Nobon U3 crieyroumx
KPUTEPUEB. B aHaMHE3€e YrpoXaroLNN XXU3HU UM HENEPEHOCUMbIN MOBOYHBLIN 3 ekT
Ha nbon TpUMTaH; WUCMNOMb3OBaHWE PeLEnTypHbIX NeKapcTB ANA MPOoMUIakTUKm
MurpeHn B TedeHue 30 OHEW A0 CKPMHWHIOBOro MOCELLEHUS U BO BPeMSA y4acTusa B
ncecrnenoBaHnn (MOMUMO rankaHesymabda, kak npefycMOTPEHO CXEMOW UCCNefoBaHWS);
bEPEMEHHbIE WUMN KOPMSLUME MKEHLUMHBI; XEHLMHbI C AETOPOAHBIM MOTEHUManom, He
NCNONb3YIOLME BLICOKOSMPEKTUBHYIO KOHTPaLENUMio; HanmudMe B aHamMHese Wnu
CBUAETENLCTBO MWeMUYeckon BonesHn cepaLa, NLEMUYECKOro UM reMopparm4eckoro
WHCYNbTa, 3nunencun unmm moboro [Apyroro COCTOSHWSA, MPU  KOTOPOM  MauueHT
noaBepraeTca  MOBbILEHHOMY  PUCKY  CYAOpPOr;  FMMEPTOHMA B aHamHese
(KOHTpONMpyemMasa N HEKOHTPONMpyemas), opTocTaTu4eckas rmnoTeEH3NA B aHaMHe3e,;
ALl B nonoxeHun cumga > 160 MM PpT.CT. cuctonuyeckoe unmm > 90 MM PT.CT.
ANacTonnyeckoe B 2 NOBTOPHbLIX U3MEPEHUAX NMPU CKPUHWUHIE; TEKyLLee NCNOoNnb30BaHne
BO3[ENCTBYOLMX HA reMOANHAMUKY CepAeYHO-COCYAMUCTbIX NeKapCTB; B aHaMHe3e 3a
npeablgywme 3 roga wnu Tekyllee J[okasaTenbCTBO 3roynoTpebneHna niobbiv
nekapcTBOM, peuenTypHbIM WU 3anpeweHHbIM, WUNK - ankoroneM; 3HavuTenbHas
noyevyHas WNM neYeHoYHass HeAOCTaTOYMHOCTb, npedblayllee yyactue B [aHHOM
KIMMHAYECKOM  UCMbITaHWM,  yd4actMe B JHOObIX  KITMHUYECKMX  UCMbITAaHUAX
3KCMEepUMEHTarnbHOMO fekapcTea unu yctpouctsa B npegblgywme 30 gHen; nwobas
MeAuUMHCKaa nartonorms  wunu  nabopaTtopHblM - aHanus, KOTopble, MO MHEHWUIO
nccnepgosaTens, AenarT nayueHtTa HenpurogHbIM Ans UCCNnefoBaHusi; UMEHOLUACS

renatut B unm C, wnn BUY-nHdpekums, cyObekTbl, SABMASIOLMECH COTPyAHUKaMM
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CMOHCOpa; POACTBEHHUKA WU  COTPYAHWKKW, HENOCPeACTBEHHO MOAYUHSAOLMECS
nccrnefosaTento; nauneHTbl C U3BECTHOW MMMepyyBCTBUTENBHOCTBIO K COEAMHEHUIO |,
ApyrumMm aroHuctam peuentopa 5-HTir unm Kk nobomMy HanONHUTENKD NEKapCTBEHHOrO
NPOAYyKTa COEAWHEHWS, MauWeHTbl, KOTOopble mony4Yanys Jne4vYeHne rekapcTsoM B
npeablayLiemM nccneaoBaHum nacMuautada (nauuveHTbl, NpoLwleaLlne CKPUHUHE, HO He

npoLlefLLne neYeHne no 3ToMy NPOTOKOSY, HE UCKMOYatOTCS).

KpuTepumn OLIEHKM BKNKOYAKOT B cebs:

O PeKkTMBHOCTE/PapmMakoanHaMUKy: curnbHas ronosHas OGonb (4-6anbHas
LKana: OTCYTCTBYET, Nnerkas, yMepeHHas, Taxenas), peuvgus ronosHom Gonu B
TeyeHne 48 4vacos; Hanuume wmnu OTCyTCTBME TOLUHOTHI, POoHOPOOUM, dPoTodobuu,
PBOTbI; HeAeecrnoCobHOCTb (4-OannbHas LKana: OTCYTCTBYET, rerkasi, ymepeHHas,
Tsbkenas); NoTpebHOCTL B pPe3epBHLIX NlekapcTBax Mexay 2 1 48 yacamu (ga unm Her);
obulas oueHka naumeHTom (7-6annbHasg wkana); Bpemsa 4o obneryeHns ronosHomn 6onm

1 BpeMsi 40 yCTpaHeHus 6onu.

Be3onacHoCTb:

dusndyeckoe obcnegosaHne; nobOOYHbIE 3dhdekTbl  (CoobujaemMble  CMOHTaHHO);
nokasaTtenu XM3HEHHO BaXHbIX QYyHKUMK; IKI C 12 OTBEAEHUS MU, KITMHUYECKue

nabopaTopHble nokasaTenu; CTaTUCTUYECKUA aHanus.

ODDEKTUBHOCTD:

OTO MHOroLUeHTPOBOE, paHAOMU3NPOBaHHOE, [ABOMHOEe cnenoe, nnayebo-
KOHTPONMpyeEMOEe  KIMHMYECKOE  WUCCreaoBaHWe C  napannenbHbiMK  rpynnamm
npegHasHa4YeHo Ans OUEHKN 3(PEKTMBHOCTM 1M Be30MacHOCTU NepopanbHOro npuema
nacmuguTaHa ¢ unm 6e3 OfHOBPEMEHHOro npuemMa rankaHasymaba npu KynmposaHum
murpeHn. [ons cybbektoB C obneryeHmem rofioBHOW Gonm 4vepes 2 vyaca nocre
BBEAEHMS A03bl SBMNSETCA OCHOBHBLIM NapameTpoM 3PPEKTUBHOCTU. [epBUYHBIA TECT
3P PEKTUBHOCTM MNPOBEPSET HYNEBYO TMNOTE3Yy O TOM, YTO A0NM CyOBLEKTOB C
obneryeHnem ronoBHoM BonM Yepes 2 Yaca nocne BBeAeHUS L03bl O4MHAKOBbLI B MATU

rpynnax mnccneposaHunA, B OoTrndmne ot aﬂbTepHaTMBHOIZ r’MnoTe3bl O MONOXUTEINTIbHOM
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NMHEWHOM TpeHAe 4acToTbl OTBETOB Ha NeyvYeHue, npUMeHas Kputepun KoxpaHa-
Apmutngxa ansa TpeHpa. [epBuyHbIM aHanm3 npoBoAUTCA B BbIOOPKE «MNauUeHTbl C
Ha3Ha4YeHHbIM feYeHeM», KOTopas OnpeeniseTCa Kak Bce CyObeKThl, KOTopble reyar
NPUCTYN NPKY NOMOLLX UCCIeAyemMoro rekapcraa, UCnonb3ys 04HOCTOPOHHUN KpUTEPUNA
npu yposHe 3Ha4umoctn 5%. lNaumeHTbl, KOTopble HEe 3340KYMEeHTMpOBanu CTeneHb
TSDKECTM ronoBHOM 6onu 4yepes 2 4aca UM UCMNONb3yloT pe3epBHble nekapctsa Ao
3TOro0 MOMEHTA, UCKII0YaTCs U3 aHanM3npyemMou BolIGOPKA.

Mcrnonb3ya Mogernb NTIOrMCTUHECKON perpeccum, BKIKOYatoLLyo AaHHbIE BCEX MATH
rpynn nedeHus, AOMNOSHUTEmNbHbIE aHanuabl 3PPEKTUBHOCTU CPaBHUBAIKOT Kaxayto
rpynny p[o3bl nekapctea € rpynnov nnauebo. [ononHuUTenbHble aHanuabl Takke
OCHOBbLIBaKOTCA Ha BbIOOpKe CyObeKkToB 6e3 HapyLLeHUs NpoToKona.

Pasmep BLIGOPKM oLeHUBatOT ncxoaa ns 40% vactoTel oTBETa B rpynne nnauyebo
n 65% 4acTOTbl B rpynne C CamMOW BbICOKOW [030M nekapctea. [Mpegnonaras, 4To
rpynnbl NieYeHns pacronoXeHsl Ha OAWHaKOBOM PACCTOSAHUN W YTO OTHOLLEHUSA PUCKOB
paBHbl MeXay napamm CocefHuX [A030BbIX rpynn, Tpebyembln pasmep BbIOOPKM
OLeHMBalOT C MCrornb3oBaHWeM nogxopza Hawma (1987). Mcxopga w3 panHgomusaumm
1:1:1:1:1, ans 90% cTraTUCTUYECKOn MOLLHOCTU TpebyeTcsa obLmn pasmep Bolibopku 330
nauuveHtoB (66 Ha rpynny) Ha OCHOBE OAHOCTOPOHHEro KpUTepuMsa C YPOBHEM

3Ha4MmocTun 5%.

BesonacHocTb: MoryT 6biTe 0600LeHbl MoBoYHbIE ShdeKTbl, M YacToTa crnydvaer

MOXeT OblTb npefacTaBneHa rpynnov neveHus. JflabopaTopHble AaHHble CBOAAT MO
rpynnam neyeHns UICXoAs U3 U3MEHEHUS MO OTHOLLEHUIO K MICXO4HOMY cTaTycy. [pynna
ANA oUeHKN 6e30NacHOCTU MOXET COCTOATL M3 BCEX PaHAOMU3NPOBaHHbLIX MaLMEHTOB,
KOTOpPbIE MOMy4YMnM NO MeHbLUEn Mepe OAHy [03Y WUCCrefyemMoro rekapcrsa Wnu
nnauebo. MNoboyHble apdekTbl MOryT ObiTh 3almM@poBaHbl cornacHo MeauumMHCKOMY
CoBap0 TEPMUHOSIOMMN ONA PErynaTopHblX opraHoB (Bepcua 19.1). [MapameTpsbl
Be3onacHOCTU MOryT ObITb paccynTaHbl Mo NOBOYHEIM SdhdeKkTam, BOHUKAKOLMM Mpu
neyeHun (M3BJ1), cepbe3HbiM MoboyvHbIM  apdpektam  (CI3), cmepTHOCTH,
npeKkpaLLleHno nevyeHna n3-3a nobovHbIX aP@EKTOB, YacToTe NMpeKkpaLeHNa NeyeHus,

foKasaTensiM XXU3HEHHO BaXHbIX (PYHKLMIA, Macce Tera 1 UMMYHOFEHHOCTM.
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MMepBUYHBIA aHanmM3 MOXeT oueHMBaTb 3PMEKTUBHOCTL KaXaon KomOuHaumm
CXeMbl [OO3MPOBaHWSA MO CpaBHEHWIO C nnauebo, WM  JNeYeHUeM  TONbKO
rarnkaHesymabom, Unn fneYeHnem TONbKO NacMUAMTaHOM, MO COBOKYMHOMY CpegHemy
N3MEHEHMIO, MO CPaBHEHWUIO C UCXOL4HLIM YPOBHEM, KOSIMYECTBA AHEW rofIoBHbIX Bonen
Bcneacrene murpeHn (OM6BM) 3a mecay Bo Bpemsi dasel neyveHuns, ncxogs ns ePRO
UNn  Opyrmx COOTBETCTBYIOLUMX KITMHUYECKMX AaHHbIX. [pyrumu  nokasaTenamu
pesynbTaTtoB IleYeHUs MOryT OblTb CpeaHAs AONS MaumeHTOB CO CHWDKEHWEM MO
CpaBHEHUIO C ncxogHbliM yposBHeM > 50%, > 75% un 100% exemecadyHbix OMBBM B
dase gBonHOro crnenoro neyeHus. CpegHee U3MEHEHWE, MO CPaBHEHUIO C UCXOAHBIM
ypoBHemMm, Gana ObnacTtn orpaHu4eHus noscegHeBHOM akTuBHOCTU (R-FR) cormacHo
ONpOCHUKY MO MUIPEHb-OrpaHUYEHHOMY KayecTBYy Xu3Hu Bepcun 2.1 (MSQ v2.1),
MOXeT OblTb pacyMTaHHO Kak cpefHee BblOpaHHbIX MecsueB uccregoBaHusa. Moxet
ObITb paccyMTaHO COBOKYMHOE CpefHee M3MEHEHVEe, MO CPaBHEHWIO C WUCXOAHBIM
ypoBHeM, konundectsa OIEBM B TeueHue asbl ABOMHOro cnenoro fieveHus. Moxet
ObITb pPacCyYMTaHO CpeaHee WU3MEHEHME, MO CPaBHEHUIO C WUCXOAHBbIM YPOBHEM, MO
wkane Obuen OLeHKN naumeHTom TaxecTn 3abonesaHunsa (PGI-S) (CpenHee 3HaveHune
no BbiOpaHHbIM Mecsauam). MokasaTens pesynbTarta nedeHnsa gnsa cymmapHoro 6ana
OueHkn HepeecnocobHocTu Beneactane murpern (MIDAS) MoxeT OblTb BbIWMCIIEH ANS
BblBpPaHHOr0 MOMEHTa BPEMEHM, TAKOrO Kak KOHEL, UCCneaoBaHus.

Bbinn nposegeHbl U onybnunkoBaHbl uccrnegosaHus gasel |l no MoHoTepanuu,
Kak Ansa nacMuauTaHa, Tak M Ana rankaHesymaba, WUCNonb3yemblX pasgesbHo.
CmoTpuTe, Hanpumep, no nacmugutaHny, Phase 3 Studies (SAMURAI, SPARTAN) of
Lasmiditan Compared to Placebo for Acute Treatment of Migraine (S50.008), Linda A.
Wietecha, Bernice Kuca, Josephine Asafu-Adjei, Sheena K. Aurora, Neurology April
2018, 90 (15 Supplement) S50.008; roe aBTopbl coobLaroT, YTO Yepes 2 yaca nocre
nepBoM [03bl 3Ha4MTENBbHO Oonbliee KonuyectBo nauweHToB (p<0,001) He
nCnbITbiBano ronosHon Gonu (nacmugutad 200 mr: SAMURAI 32,2%, SPARTAN
38,8%; nnauebo. SAMURAI 15,3%, SPARTAN 21,3%), n Hanbornee HenpuATHOro
cumntoma (HHC) (nacmungmntan 200 mr: SAMURALI 40,7%, SPARTAN 48,7%; nnauebo:
SAMURAI 29,5%, SPARTAN 33,5%) ¢ nacmugaHom 200 Mr no cpaBHeHUo ¢ nnauebo.

Ans ofenx un3MepsieMblx napamMeTpoB Obifla Takke OTMeYeHa CTaTUCTMYecKas
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3Ha4YMMOCTb ANA ApYyrux 4030BbIX rpynn nacmuautada (100 mr, 50 Mr) no cpaBHEHUIO C
nnauye6o. Hambonee 4yacteimMm coobwjaembiMn OBJ1 ¢ nacmugutaHom (= 2% w
fonblue, Yem y nnauyebo) nocne nepeon A03bl ObINN: rOMOBOKPYXEHME, napecTesns,
COHIMBOCTb, YTOMIISIEMOCTb, TOLLIHOTA W neTaprus; a BonbLWMHCTBO crnyvaes Obinn OT
nerkon A0 yMepeHHOW CTEeNeHN TSXKECTU. MIcxoaa u3 3Toro aHanvsa, aBTopbl NPULLINK K
BbIBOAY, YTO OCHOBHbIE W KITHOYEBbIE U3MEPSEMble NapamMeTpbl ObINn AOCTUIHYTHI, a
pesynbTaTbl N0 6e3onacHocTM ObiNM CXOAHbI B ABYX uccrnegoBaHuax dasel 3. U
CMOTpUTE, Hanpumep, ANA rankaHesymaba, addekTuBHOCTL U 6e30rnacHOCTb
rankaHesymaba ans npodunakTuky snu3oguyeckon murpeHu: Efficacy and safety of
galcanezumab for the prevention of episodic migraine: Results of the EVOLVE-2 Phase
3 randomized controlled clinical trial, Vladimir Skljarevski, Manjit Matharu, Brian A
Millen, Michael H Ossipov, Byung-Kun Kim and Jyun Yan Yang, Cephalalgia 0(0) 1-13,
2018, roe aBTOPbI NPULLMA K BbIBOAY, YTO CpeaHee 3Ha4YeHne AHeW ronoBHon 6onu oT
MUrPEeHM 3a MecsL, BbINo yMeHbLLEHO Ha 4,3 1 4,2 aHA Ansa rankaHesymada Ha 120 mr m
240 Mr, COOTBETCTBEHHO, M Ha 2,3 AHA Ansa nnayebo. Pasnuuma mexay rpynnamu (95%
IOWN) no cpaeHeHuto ¢ nnauebo cocrasnanm 2,0 (2,6, -1,5) n 1,9 (-2,4, -1,4),
cooTBeTCTBEHHO. OBe A03bl NpeBocxoamnu nnauebo Ansa BCEX KIMHOYEBLIX BTOPUYHBIX
n3aMepsaemMblx  napameTpoB. bormb B MecTe  uHbekuun Obina  Haubonee
pacnpoCTpaHeHHbIM MOBOYHBEIM 3PPEKTOM, BO3HUKAIOLUM MPU FIEYEHUN, O KOTOPOM
coobuwjanocb C OAMHAKOBOW 4acToToM BO Bcex rpynnax neyeHus. O6e [o3bl
rankaHesymaba vmenu 3Haudmmo Bornblle peakumn B MecTe UHBbEKUMN U 3y[ B MECTe
MHBbEKUMK, a B rpynne, nony4yasien 240 mr, Obin0 3Ha4YMMo BornblLUe 3pUTEMBI B MECTE
WHBEKUUN, NO CpaBHEHMIO € nrauebo. Mcxoas u3 aToro aHanusa, aBTopbl NPULLIK K
BbIBOAY, YTO Mnpuem rankaHesymaba 120 mr mnm 240 mr oauH pa3 B mecsay Obin
3P EKTUBHBIM, BE30MacHbBIM 1 XOPOLLIO NEPEHOCUMBIM.

CunTaeTcsd, 4To KOMBUHAUMA nacMuguTaHa u rankaHesymada ana npuMeHeHus
B NeYeHun murpeHn ByaeTt npeBocxoguTb NOByHo MOHOTepanuilo MO OTAENbHOCTU, B
YaCTHOCTM B HEKOTOpbIX rpynnax, KOTopble paHHee yxe nedunu, Onarogaps
KOMOUHMpOoBaHHOMY gfeucTteuio Ha nyte CGRP B koMOuHauum € AOMNOMAHUTENbHBIM
AEeVCTBMEM nacMuguTaHa Ansa rnyramaTHoro curHanuHra. CumMtaeTcs, YTo KomOuHaums

3TUX  (apmaKkonorMyeckmx CBOWUCTB [acT MNpPeBOCXOAALLY0 3PdEKTUBHOCTL ANA
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NEYEHNss MWUIPEHN Y NaUMEHTOB, KOTOpPbIE CTPajaldT OT YCTOMYMBOM K Tepanuu
MUTPEHN. XOTHA KaxAbld areHT, a MWMEHHO nacMuauTaH W rankaHesymab no
OTAENBHOCTW, MNPOAEMOHCTPUPOBAN 3MPEMEKTUBHOCTL B JIEYEHUN MUMPEHU, AaHHOE
n3obpeTeHne, kKotopoe obecrneymBaeT Crnocod neyYeHUss MUMPEHU Yy MauUMeHTa,
BKIHOYaroLWmn B cebsl 04HOBPEMEHHOE, pa3fernbHOe Unu NocneaoBaTenbHOE BBEAEHWE
NaumMeHTy, HyXZalwLWemMycs B TakOM nedeHue, SPPEKTUBHOrO  KONMM4ecTea
nacmuauTaHa B koMOuHaumm C aPEKTMBHBIM KONMYECTBOM rankaHesymaba, MOXeT
obecrneunTb AOMNOMHUTENBHbIE MOTEHUManbHble nNpeMMyLllecTBa ANS NauMeHToB C
MUIPEHBIO, N, B YACTHOCTW, ANS MaLUEHTOB C MUTPEHBLIO, KOTOPbLIE NIMYHO HE OLLyLaloT
AOCTaTOYHON  SP(PEKTUBHOCTM B JIEYEHUS MWUFPEHM, KOrga JIedatcs TOSbKO
rankaHesymabom  wunm  nacmuguTtaHom.  Takum  obpasoMm,  noTeHumanbHas
3 dekTMBHOCTL, obecneunBaemas faHHbIM  KOMOMHMPOBAHHLIM  MPUMEHEHUEM
rankaHesymaba v nacMuauTaHa, ANS  NIeYeHUA NauuMeHToB, C HeLOCTaTOYHbIM
KOHTposieM OOne3Hn C  MNOMOLbO  JIeYEHUS  TOMbKO  flacMUAUTaHOM UMK
rankaHesymabom, w/unm neyYeHusi NaumeHToB C MUMPEHBLIO, Y KOTOpbIX 3abonesaHue
ObINO YCTOMYMBBIM K NPEALUECTBYIOWMM ABYM W GONbLUEMY KOJMYECTBY CXEM
nevYeHnst B BUAE MOHOTEpanuu u/vnn ABOWMHOW Tepanuu, ByaeT npeacraBnate cobown
BaXHbIN  AOMOSMHUTENbHLIM  MPOPbLIB B JIEYEHUN  MUTPEHU. [1peanouTUTENBHO,
NPEeANOXeHHbIE B AAHHOE BPEeMsi KOMOWHWPOBAHHbLIE CMOCOObI NEYEHUS MUTPEHU Y
naumeHTa, Brkrovatome B cebsa 04HOBPEMEHHOE, pa3aenbHOe N NocneaoBaTernbHoe
BBEAEHNE MNAUMEHTY, HY>XOAIOLEMYCHA B TaKOM feyeHnn, 3pekTUBHOrO KonuyecTea
nacMmmuauTaHa B kOMOuHaumm ¢ apEKTUBHBIM KONMMYECTBOM rarnkaHesymaba, moryT
AONONHUTENBHO obecneunTtb APPEKTUBHOCTL ANA 3TUX MAUMEHTOB C HEQOCTATOYHO
MPOMNEYEHHON MUIPEHLIO, TaK YTO OHW MOryT HE MMEeTb Oonm 4epes 2 yaca nocne
NeYeHnss nacMMauTaHoM unn, tonee nNpPeanoYTUTENBHO, Yepes 1 yac Nocne neYeHus
nacMmmuauTaHom, u euwle Gonee nNpPeanouTUTENBHO, TakKe UCMbITaTb OOnervyeHne ux
Hanbonee HenpUATHLIX CMMMTOMOB Yepe3 2 4vaca Mocne IeYeHus nacMuauTaHoM.
MpeanoYTUTENbHO, MNaUMEHTLI, KOTOPbLIX JleyaT KOMOMHaUMsIMKM COrnacHo AaHHOMY
N300PETEHNIO, MOTYT TaKXKe MOTEHUMANbHO UCTbITEIBATL ANUTENBHOE 00neryeHne 6onm
nnn Gonee npPeanoYTUTENBHO HE WUCMbITbIBAaTE OONMM MPU MUTPEHU W/WNKM  He

UCNbITbIBaTb HeAEeeCrnocobHOCTU npyu MUFPEHU, Kak 3TO OLEeHMBaEeTCH cnocobamu,
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XOpOLLO W3BECTHBIMM Cneynannucty B [aHHOM 00nacTy TEXHWKW, TakumMu Kak
oueHmBaHne MIDAS, wnmM nNO  M3BECTHBIM MOKasaTenaM  KayectBa  XU3HW.
MpeanoYTuTensHO MauueHThl, KOTOpbIX feyaTr KOMOMHauMsiMKM COrfacHo [aHHOMY
n3obpeTteHnto, OyayT MMeTb TPU WU MeHbLUe AHEeN MurpeHu B mecay, u Bonee
NpeanoYTUTENbHO He Bonblue YemMm OAWH AEeHb MUrpeHu B mMecsu. [1peanoyTuTensHo,
KOMOUHaLMK cornacHo AaHHOMY M300peTeHuto MoryT obecneymsaTb AOMONHUTENbHbIE
noTeHymanbHble npenmyllectsa B opme 3(PEPEKTUBHOCTM, TakKOM Kak oOnucaHHas
Bblle, MNPy fle4yeHun rofioBHon ©Oonun, BbIOpaHHOM U3 Tpynnbl, COCTOALWEN U3
3MU304NYECKOM rOfIoBHOW ©OOnnM, XPOHUMYECKOM TrOnoBHOM Oonn, XPOHUYECKOW
KnacTepHou ronoBHoM ©OonM WMNK  3NU30L4UYECKOM  KnacTEPHOW rofioBHOW 6onu.
MpegnoYtTuTensHO, KOMOWHMPOBaHHAsA Tepanusi COorfiacHo JAaHHOMY WK300peTeHuto
obecrneynT ynyyLleHHoe neYyeHne MUrpeHu, Kak onncaHo B JaHHOM JOKYMEHTE, B TO Xe

BPEMS, LEMOHCTPUPYS KeNaemMyo KMMHUYECKYO 6e30MacHOCTb 1 MePEHOCUMOCTb.
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POPMYJIA MSOBEPETEHUA

Cnocob npumeHeHns nacMuauTaHa B OAHOBPEMEHHOM, pa3fenbHOM Unu
nocnefoBaTenbHOM KOMOVHUPOBAHWM C @HTaroHUCTOM KanbLUUTOHUH-TEH-
poacteeHHoro nentuga (CGRP - Calcitonin gene-related peptide), B

NEYEHUN MUrPEHN Y NaLMeHTa.

Cnocob NpuMeHeHVs nacMuauTaHa B O4HOBPEMEHHOM, pa3aenbHOM Unn
nocrneaoBaTenlbHOM KOMOWHMPOBaHUMU C rankaHesymabom, B FeYeHuu

MUIPEHN Y NaumueHTa.

Cnocob npumeHeHns nacMuanTaHa B OAHOBPEMEHHOM, pa3fenbHOM UIu
nocnenoBaTenbHOM KOMOVHUPOBAHMM C @HTaroHUCTOM KarbLUUTOHUH-TEH-
poacteeHHoro nentuga (CGRP), B neyeHun y nauueHTa MUrpeHw,
HEAOCTaTOYHO KOHTPONMUPYEMOW C MOMOLLUBIO FEYEHUA nacMUaUTaHOM

unu aHtaroHncrtom CGRP B MoHOTepanuu.

Cnocob NpUMeHeHVs nacMuauTaHa B OAHOBPEMEHHOM, pa3aeribHOM UMn
nocrneaoBaTeNbHOM KOMOWHMPOBAHUKM C rankaHeymabom, B NEYEHUN Y
nauMeHTa MWUrpPeHW, HEeAOCTaTOYHO KOHTPONMPYEMOM C  MOMOLLBHO

nevyeHna nacMmgntaHom mnum ranKaHeayma60M B MOHOTEpanun.

Cnocob npumeHeHns nacMuauTaHa B O4HOBPEMEHHOM, pa3genbHOM Unu
nocrnenoBaTenbHOM KOMOUHMPOBAHUM C aHTaroHUCTOM KanbLUUTOHUH-TEH-
poacreeHHoro nentnga (CGRP), B nedyeHun mMurpeHyn y naumeHTa,
CTpajaroLero OT yCTOMYMBOM K Tepanuu MUrPeHu, npu 3TOM MUTPEHU
nauveHToB Obinv  YCTOMYMBBIMA K MPEALUecTBYOWUM  ABYM UM
fonblleMy KONMUYEeCTBY CXeM JleYeHus B Buae MoHoTepanuu Wunm

ABOVHOW Tepanuu.

Cnocob NpUMeHeHVs nacMuanTaHa B OAHOBPEMEHHOM, pa3aeribHOM UMK
NnocrneaoBaTeNbHOM KOMOWHMPOBAHUU C rankaHesymabom, B IeYeHMu
MUrPEHM Yy MaLMeHTa, CTpadatoLLlero oT YCTOMYMBOW K Tepanin MUMPEHM,

MPU 3TOM MUIPEHW NauMeHToB ObiNv YCTOMYMBLIMU K MPEALLECTBY UM
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ABYyM UNn 6OJ'IbLIJeMy KOITM4eCTBY CXeM JleYeHnA B BUAE MOHOTEpanmm

n/unu 4BOVMHOW Tepanuu.

Cnoco6 no nwbomy m3 n. 2, 4 wunum 6, OTNMYaKOWMUCA TEM, YTO
rankaHesymad BBOAAT B BuAEe HadanbHOW ypapHou [o3bl 240 Mr, C
nocrnefyroLwen exemecsyHon noggepxvearowien posom 120 wmr, u

nacMuanTaH BBOASAT B Ao3e 50 Mr oavH uUnv asa pasa B CyTKM.

Cnoco6 no nwobomy m3 n. 2, 4 wvnn 6, OTNUYaKOLWMUACA TeMm, 4TO
rankaHesymad BBOAAT B BuAEe HadanbHOW yaapHou [o3bl 240 Mr, C
nocrnepyrLwen exemecsyHon nogaepxvearowen posom 120 wmr, u

nacmuautaH BeogAaT B 4ose 100 Mr oavH unv asa pasa B CyTKW.

Cnoco6 no nwobomy m3 n. 2, 4 unu 6, OTAMYAOWMUACA TEM, 4TO
rankaHesymab BBOAAT B BWAE HadanbHOW yaapHoW [osbl 240 wmr, C
NOCneayloLen exemMecsyHoOn noagepxuearowen gosonm 120 wmr, u

nacmugutad BBoasaT B fo3e 200 Mr o4uH unn aBa pasa B CYTKW.

Cnoco6 no nwbomy m3 n. 2, 4 wnn 6, OTNUYAKOLMACA Tem, 4TO
rankaHesymab BBOAAT B BUAE €XeMecsyHon 403kl 120 Mr, 1 nacMugutaH

BBOASAT B f03e 50 Mr oguH 1nu fjBa pasa B CyTKW.

Cnoco6 no nwbomy m3 n. 2, 4 wnn 6, OTNUYAKLLMIACA TeMm, 4TO
rankaHesymab BBOAAT B BUAE eXeMecsyHon 403kl 120 Mr, 1 nacMugutaH

BBOASAT B f03e 100 Mr oguH unu asa pasa B CyTKW.

Cnoco6 no nwbomy m3 n. 2, 4 wnn 6, OTNUYAKOLMACA TeMm, 4TO
rankaHesymad BBOAAT B BUAE eXemMecsyHon 403kl 120 Mr, 1 nacMugutaH

BBOASAT B f03e 200 Mr oguH unu asa pasa B CyTKW.

Cnoco6 no nwbomy m3 n. 2, 4 vnn 6, OTNUYAKOLMACA TeM, 4TO
rankaHesymad BBOAAT B BUAeE exXemecsyHon fo3bl 120 Mr, 1 nacMugutaH

BBOASAT B f03e 50 Mr oguH pas B CYTKW.
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Cnoco6 no nwobomy m3 n. 2, 4 wvnn 6, OTNUYaAKOLMACA TeMm, 4TO
rankaHesymad BBOAAT B BUAE exemecsyHon fo3bl 120 Mr, 1 nacMugutaH

BBOAAT B f03e 100 Mr oguH pas B CyTKW.

Cnoco6 no nwbomy m3 n. 2, 4 wunum 6, OTNMYaKOWMUCA TEM, YTO
rankaHesymad BBOAAT B BUAE exemecsyHon fo3bl 120 Mr, 1 nacMugutaH

BBOAAT B f03e 200 Mr oguH pas B CyTKW.

Cnocob npumeHeHnsa nacMuaguTaHa B O4HOBPEMEHHOM, pa3feribHOM Unn
nocnepoBaTenibHOM KOMOVHUPOBAHUM C @HTaroHUCTOM KarnbLUUTOHUH-TEH-
poacreeHHoro nentuga (CGRP), B neyeHun y naumeHTa ronosHon 6onu,
BbIOPaHHOW M3 rpynnbl, COCTOALLEN U3 3MU30ANYECKOW rONOBHOW Gonu,
XPOHMYECKOW ronoBHOM 60K, XPOHUYECKOW KNaCcTepHOW rofioBHoOW 60nu

NN 3NN30ANYECKON KNacTepHOW rorioBHOM 6onu.

Cnocob npuMmeHeHnsa nacMuaguTaHa B O4HOBPEMEHHOM, pa3feribHOM Unn
nocneaoBaTenbHOM KOMOWHMPOBaHUKM C rankaHesymabom, B NEeYeHUn y
nauueHTta ronosHou 6onu, BbIOPaHHOM W3 rPynnbl, COCTOAWEN U3
3MU304NYECKON  TONOBHOW  OONKW, XPOHUYECKOM  FOMOBHOW  ©onu,
XPOHUYECKOW  KNacTepHOM ronioBHoM Bonuv  unm - anu3oguyeckou

KnacTepHoW ronosHon 60nn.

Cnocob npumeHeHns nacMuauTaHa B O4HOBPEMEHHOM, pa3fernibHOM Unu
nocnegoBaTensHOM KOMOMHUPOBAHMM C @HTaroHUCTOM KanbLUUTOHUH-TEH-
poacrteseHHoro nentuga (CGRP), B neyeHnn y naumeHTa ronosHon 6onu,
BbIOpaHHOM M3 rpynnbl, COCTOALLEN U3 3NU30AUNYECKON rONoBHOM Bonu,
XPOHNYECKOWN rONOBHOM BONN, XPOHUYECKOW KNacTEPHOW rofioBHOW 605u
WM 3NU30L4UYECKOM  KnaCTEepHOM ronoBHoM ©Oonn, HepfoCcTaTouHO
KOHTPONMPYEMON C MOMOLLBI JNEYEHUS] TOMbKO NacMUOUTAHOM UMK

aHTaroHuctom CGRP.

Cnoco® nNpUMeHeHUst nacMugmMTaHa B O4HOBPEMEHHOM, pasaenibHOM Mu

nocneanoBaTeribHOM KOM6I/IHI/IpOBaHI/II/I C ranKaHesyma60M, B ne4vyeHun y
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nauueHTa ronosHou 6onu, BbIOpaHHOM W3 rpynnbl, COCTOALWEN U3
3MU304NYECKON  TONIOBHOW  OOnNW, XPOHUYECKOM  FONoBHOW  ©onu,
XPOHUYECKOWM  KMacTepHOM  rofioBHoM Bonuv  unm - 3nu3oguyeckou
KnacTtepHoW ronoBHon 60nn, HegoCTaTOYHO KOHTPOMMPYEMOM C MOMOLLBbIO

ne4vyeHna nacMmgntTaHom nnu ranKaHesyma60M B MOHOTEpPanun.

Cnocob npuMmeHeHnsa nacMuaguTaHa B O4HOBPEMEHHOM, pa3feribHOM Unn
nocnegoBaTenbHOM KOMOVHUPOBAHMM C @HTaroHUCTOM KarbLUUTOHUH-TEH-
poacrteeHHoro nentuaa (CGRP), B nevyeHun ronosHon 6o5nu, BblIOpaHHOM
N3 rpynnbl, COCTOALEN U3 3MU3OLNYECKON FOSIOBHOW BONN, XPOHUYECKOU
ronoBHoM ©OOnM, XPOHMYECKOW KraCTepHOW rofioBHOW ©Gonn  unu
3MN304NYECKON KNacTepHOM ronoBHon 6onu, y naumeHTa, cTpagaroLero
OT YCTOMYMBLIX K Tepanuu ronoBHbIX 6onen, npu 3TOM ronoBHble 6onm
nauneHTa 6binvM yCTONYMBBIMU K NPEALUECTBYHOWMM ABYM UK BornbLuemy

KONMYECTBY CXEM JIeYEHMS B BUAE MOHOTEpanum Wunm ABONHOM Tepanmu.

Cnocob npumeHeHns nacMuauTaHa B O4HOBPEMEHHOM, pa3fernibHOM Unu
nocnefoBaTenbHOM KOMOWMHUPOBaHMM C rasikaHe3ymabom, B JeYeHun
rofioBHon 6onn, BbIBPaHHOW M3 rPynMbl, COCTOSLUEN U3 3SMU30LUNYECKON
rOSIOBHOW BOMNN, XPOHUYECKOW rONoBHOM 60K, XPOHUYECKOWN KIacTepHOM
rofloBHON 60N UNK  3NU3OANYECKOM KNacTepHOW ronosHouM OGonn, y
nauueHTa, CTpagaroLlero oT yCTONYMBLIX K Tepanuu ronoBHbIX 6onen, npu
3TOM ronoBHbIe Bonn naumeHTa BbinM yCTONYMBBIMU K NPEALLECTBY UM
ABYM My OOMbLUEMY KONUYECTBY CXEM JNIEYEHUSI B BMAE MOHOTEpanuu

n/nnu 4BOWHOW Tepanuu.

Cnocob npumeHeHns nacMuauTaHa B O4HOBPEMEHHOM, pa3fernibHOM Unu
nocnefoBarTenbHOM KOMOWHMPOBaHUM C rankaHedymabom, B NEeYeHUn y
nauueHTa ronosHouM 6onu, BbIOpaHHOM W3 rpynnbl, COCTOALWEN U3
3MU304NYECKO  TONIOBHOW  OONM, XPOHUYECKOM  FOMOBHOW  ©onu,
XPOHUYECKOW  KMacTepHOM  ronoBHouM Bonuv  unnm - 3nu3oguyeckou

KnacTepHoW ronosHoM Oonn, npu 3TOM rankaHesymadb BBOAAT B BUAE
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Ha4yanbHOW yaapHoW p[o03bl 240 Mr, C MNOCreayroLen exemMecCadyHou
noggepxuearoien gosonm 120 mr, 1 nacmmauTtaH BeBOAAT B fo3e 50 mr

OAVH 1N ABa pasa B CYTKW.

Cnocob npumMeHeHust nacMuguTaHa B O4HOBPEMEHHOM, pa3fefibHOM Unu
nocrnenoBaTenbHOM KOMOMHMPOBaHMM C rankaHesymabom, B feYeHun y
nauueHTa ronosHou 6onu, BbIOpaHHOM W3 rpynnbl, COCTOALWEN U3
3MU304NYECKON  TONIOBHOW  OOnnM, XPOHUYECKOM  ronoBHOW  ©onw,
XPOHUYECKOWN  KracTepHOM rofioBHoM Bonuv  unn - 3nn3oguyeckou
KnactepHou ronosHon ©onu, npu 3TOM rankaHe3ymab BBOAAT B BUAE
Ha4yanbHOW ypapHoW p[o3bl 240 Mr, C MNOCreayroLen exemMecAadyHou
nogaepxveatowien goson 120 mr, 1 nacmuaguTtad BeogsaT B gose 100 mr

OAVH NN ABa pasa B CyTKW.

Cnocob npuMmeHeHnsa nacMuaguTaHa B OAHOBPEMEHHOM, pa3feribHOM Unn
nocrneaoBaTenibHOM KOMOMHMPOBaHMM C rankaHesymabom, B feYeHun y
nauueHTta ronosHou 6onu, BbIOpaHHOM W3 rPynnbl, COCTOAWEN U3
3NU304NYECKOM  TONMOBHOW  ©ONNM, XPOHUYECKOM  FOMOBHOW  Gonu,
XPOHUYECKOW  KNacTepHOM ronoBHouM Bonuv  unn - 3nu3oguyeckou
KnacTepHOW ronoBHOM ©Gonn, npu 3TOM rankaHesymab BBOAAT B BUAE
Ha4yanbHOW yaapHOW p[03bl 240 Mr, C MNOCMeAylroLeNn exeMeCAaAYHOn
nogaepxuearoien goson 120 mr, 1 nacmmaguTtaH BBogsaT B fose 200 mr

OAVH 1N ABa pasa B CYyTKW.

Cnocob npumeHeHns nacMuauTaHa B O4HOBPEMEHHOM, pa3fernbHOM Unu
nocregoBaTenibHOM KOMOMHMPOBaHMM C rankaHesymabom, B fneyYeHun y
nauueHTa ronosHouM 6Oonu, BbIOpaHHOM W3 rpynnbl, COCTOALWEN U3
3MU304NYECKO  TONOBHOWM  OONKW, XPOHUYECKOM  FOMOBHOW  ©onu,
XPOHUYECKOW  KMacTepHOM  ronioBHouM Bonuv  unn - 3nu3oguyeckou
KnacTepHOW ronoBHoM ©onu, npu 3TOM rankaHesymab BBOAAT B BUAE
exemecayHon ao3bl 120 Mr, u nacMmauTaH BBOASAT B A03e 50 Mmr oauH

W Ba pasa B CyTKM.
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Cnocob npumeHeHns nacMuauTaHa B OAHOBPEMEHHOM, pa3fernbHOM Unu
nocriegoBaTeribHOM KOMOMHMPOBaHUM C rankaHesymabom, B rneyYeHun y
nauueHTa ronosHou 6onu, BbIOpaHHOM W3 rpynnbl, COCTOAWEN U3
3MU304NYECKON  TONIOBHOWM  OOnM, XPOHUYECKOM  FOMoBHOW  ©onu,
XPOHUYECKOW  KracTepHOM ronioBHoM Bonuv  unm - 3nu3oguyeckou
KnactepHou ronosHon ©Oonu, npu 3TOM rankaHesymab BBOAAT B BUAE
exxemecayHon ao3sbl 120 mr, n1 nacmmamtaH BBoAaAT B Ao3e 100 mr ogvH

W Ba pasa B CyTKM.

Cnocob npumMeHeHns nacMmuauTaHa B O4HOBPEMEHHOM, pa3fernibHOM Unu
nocrneaoBaTenibHOM KOMOMHMPOBaHMM C rankaHesymabom, B feYeHun y
nauveHTa ronoBHoW 60nKn, BbIOPaHHOW W3 rpynnbl, COCTOAWEN U3
3MM304NYECKOM  TOMOBHOM  OONKW,  XPOHUYECKOW ronoBHoM  Gonu,
XPOHMYECKOW  KNacTepHOM  TOfIOBHOWM BonuM  uMnM  3nNU304MYECKON
KnacTepHOW ronoBHOW Gonu, npu 3TOM rankaHesymab BBOAAT B BuAe
exemecsayHon ao3bl 120 Mmr, 1 nacMmamTaH BBoAAT B Ao3e 200 Mr oguH

WKW iBa pasa B CyTKM.

Cnocob npumeHeHns nacMuauTaHa B O4HOBPEMEHHOM, pa3fernibHOM Unu
nocrnefoBaTenibHOM KOMOMHMPOBaHMM C rankaHesymabom, B feYeHun y
nauueHTa ronosHou 6onu, BbIOpaHHOM W3 rPynnbl, COCTOAWEN W3
3MU304NYECKO  TONOBHOWM  OONKM, XPOHUYECKOM  FOMOBHOW  ©onu,
XPOHUYECKOW  KNacTepHOM  rofioBHoM Gonuv  unnm - 3nu3oguyeckou
KnacTepHoOW ronoBHoM ©onn, npu 3TOM rankaHesymab BBOAAT B BUAE
exemecsyHon 4o3bl 120 Mr, n nacmmauTaH BBOAAT B A03e 50 Mr oguH pas

B CYTKW.

Cnocob npumeHeHns nacMuauTaHa B O4HOBPEMEHHOM, pa3fernibHOM Unu
nocnefoBarTensHOM KOMOWHMPOBAHUM C rankaHedymabom, B NeYeHun y
nauueHTa ronosHou 6onu, BbIOpaHHOM W3 rPynnbl, COCTOAWEN U3
3MU304NYECKO  TONIOBHOWM  OONKW,  XPOHUYECKOM  FOMOBHOW  ©onu,

XPOHUYECKOW  KNacTepHOM ronoBHouM Bonuv  unn - 3nu3oguyeckou



10

15

20

25

30.

31.

32.

33.

-54-

KnacTtepHoW ronosHoM ©Oonn, npu 3TOM rankaHesymadb BBOAAT B BUAE
exemecayHon ao3bl 120 Mmr, 1 nacmumamTaH BBoAaAaT B Ao3e 100 mr oauH

pa3 B CyTKM.

Cnocob npumMeHeHust nacMuguTaHa B O4HOBPEMEHHOM, pa3fefibHOM Unu
nocnefoBaTenbHOM KOMOMHMPOBaHUM C rankaHesymabom, B fiedeHun y
nauueHTa ronosHou 6onu, BbIOpaHHOM W3 rpynnbl, COCTOALWEN U3
3MU304NYECKON  TONIOBHOW  OOnnM, XPOHUYECKOM  ronoBHOW  ©onw,
XPOHUYECKOWN  KracTepHOM rofioBHoM Bonuv  unn - 3nn3oguyeckou
KnactepHou ronosHon ©onu, npu 3TOM rankaHe3ymab BBOAAT B BUAE
exxemecayHon ao3sbl 120 Mr, 1 nacmmamTaH BBoAAT B Ao3e 200 mr ogvH

pas B CyTKW.

Cnoco® neyeHns MUrpeHu y nauueHTa, Bknovawmn B cebs BBeeHue
NaumMeHTy, HYXXaatoLwemMycs B TaKOM NeYeHUN, OL4HOBPEMEHHO, pasfenbHO
Unn nocrnenoBaTenbHO, 3PMEKTUBHOrO KOMMYECTBa nacMuMgutaHa B
koMBUHaLMM ¢ 3PPEKTMBHBIM KONIMYECTBOM aHTarOHUCTa KarnbLMTOHWUH-

reH-pogcteeHHoro nentuga (CGRP).

Cnocob neyeHVss MUrPeHn y nauueHTa, BKoYarowmn B ceba BBeeHVE
NauneHTy, HyX4atoLWemMycsi B TAKOM NE€YEHNN, OL4HOBPEMEHHO, pa3aernbHo
UnNM nocrefoBaTenbHO, 3MMEKTUBHOrO KONMMYECTBa rnacMuMutaHa B

KOMOMHaLMM C 3pEKTMBHLIM KONIMYECTBOM rarnkaHesymaba.

Cnocob neyeHVss MUrpeHn y nauueHTa, BKoYarowmn B ceba BBefeHVe
NauneHTy, HYyXX4atoLWemMycsi B TAKOM NEYEHNN, OLHOBPEMEHHO, pa3aernbHo
UNM nocrefoBaTenbHO, 3PMMEKTUBHOrO KOMMYEeCcTBa nacMuvutaHa B
KOMOMHaUmMM € 3(PPEKTMBHBIM KONMYECTBOM aHTarOHUCTa KanbLUUTOHWUH-
reH-pogcteeHHoro nentuga (CGRP), npu aToM mMurpeHb naugueHTta Obina
HEAOCTAaTOYHO  KOHTPONMPYEMOM C  MOMOLUBIO  JIEYEHUSI  TOJSbKO

nacmmautaHom unu aHtaroHnctom CGRP.
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Cnocob neyeHVss MUrPeHW y nauueHTa, BKMoYarowmn B ceba BBeaeHVe
NauneHTy, HyXX4aroLWemMycsi B TAKOM NeYEHNN, O4HOBPEMEHHO, pa3aernbHo
Unn nocrefoBaTenbHO, 3PMEKTUBHOrO KOMMYecTBa nacMuvgutaHa B
kOMOMHaUmMM ¢ 3(PPEeKTUBHBIM KONMMYECTBOM rarnkaHesymaba, npu 3TOM
MUrpeHb naymeHTa Oblna HefoCTaTOYHO KOHTPOSIMPYEMOW C MOMOLLLHO

neyvyeHna nacMmgntaHom mnnm ranKaHesyma60M B MOHOTEpParun.

Cnocob neyeHVss MUrpeHn y nauueHTa, BKovarowmn B ceba BeBefeHVe
NauneHTy, HyXgaroLemMycsl B TaKOM NeYeHNN, O4HOBPEMEHHO, pa3aernbHo
UnM nocrnegoBaTenbHO, 3PEEKTUBHOrO KONMMYecTBa nacMuvgutaHa B
KOMOMHaUMM € 3(PPEKTUBHBIM KONMYECTBOM aHTaroHUCTa KarnbLUUTOHWUH-
reH-pogcteeHHoro nentuga (CGRP), npuvyem nauveHT crtpagjaeTr oT
YCTOMMMBOW K Tepanum MWUFPEHU, MPU 3TOM MUIPEHU MnaumeHToB Obinu
yCTOWYMBBIMU K MNPEeALUeCcTBYOWMM ABYM WM BonbLUeMy KOMMYecTBy

CXEM NeYeHUs B BUAE MOHOTEepanvmn u/vnn ABOMHON Tepanum.

Cnocob neYeHnss MUrpeHn y nauueHTa, BKoYalowmn B ceba BBeeHME
NauneHTy, HyX4atoLWemMycsi B TAKOM fIEYEHNN, OL4HOBPEMEHHO, pa3fernbHo
Unn nocrnepoBaTenbHO, 3PMEKTUBHOrO KOMMYECTBa rnacMuMgutaHa B
KOMOMHaUMmM C 3PEPEKTMBHBIM KONMMYECTBOM rankaHesymaba, npuyem
nauneHT CTpagaeT OT YCTONYMBOM K TEpanumM MUrPEHN, Npu 3STOM MUTPEHN
naumeHToB OblMM  YCTOMYMBBIMA K MPEALUECTBYOLMM  ABYM UK
BonbLUeMYy KOMMYECTBY CXEM JIEYEHUS B BUAE MOHOTepanuu W/wunu

ABOVHOW Tepanuu.

Cnoco6 no nobomy m3 n. 32, 34 unm 36, OTNMYAOWMACS Tem, 4TO
rankaHesymad BBOAAT B BuAE HadanbHOW ygapHOM [o3bl 240 Mr, C
NoCrneayroLen exemecsyHon noggepxuearowen gosonm 120 wmr, u

nacMuaunTaH BBOAAT B A03e 50 Mr oivH Unv ABa pasa B CyTKM.

Cnoco6 no nwobomy m3 n. 32, 34 unu 36, OTNMYAOWUACA TEM, 4TO

rankaHesymad BBOAAT B BuAEe HavanbHOW ygapHoM [o3bl 240 wMr, C
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nocrneayroLwen exemecsyHon noagepxuearowen posom 120 wmr, u

nacmugmtad seogar B fo3e 100 Mr oguH unn aBa pasa B CYTKW.

Cnoco6 no nwbomy m3 n. 32, 34 vnu 36, OTNUYAOLWUACA TEM, 4YTO
rankaHesymad BBOAAT B BuAEe HadanbHOW ypapHou [o3bl 240 Mr, C
nocrnefyroLwen exemecsyHon noggepxvearowien posom 120 wmr, u

nacmugmtaH BBogar B fose 200 Mr o4uH Unn aBa pasa B CYTKW.

Cnoco6 no nwobomy m3 n. 32, 34 unu 36, OTNMYaOWUACA TEM, 4TO
rankaHesymad BBOAAT B BUAe exemecsyHon fo3bl 120 Mmr, u nacMuamtaH

BBOAAT B fo3e 50 Mr oguH nnv Ba pasa B CyTKW.

Cnocob no nobomy m3 n. 32, 34 nnn 36, OTNUYAOWUACA TEM, 4YTO
rankaHesymad BBOASAT B BUAE eXeMeCAa4YHon fo3bl 120 Mr, 1 nacMmuguTtaH
BBOAAT B fo03e 100 Mr oguH unu ABa pasa B CyTKW.

Cnoco6 no nobomy m3 n. 32, 34 unu 36, OTNUYAOWNACA TEM, 4TO
rankaHesymab BBOAAT B BUAE eXemMecsyHon 403kl 120 Mr, 1 nacMuautaH

BBOASAT B f03e 200 Mr oguH unu asa pasa B CyTKW.

Cnoco6 no nobomy m3 n. 32, 34 unu 36, OTNUYAOWUACA TEM, 4TO
rankaHesymab BBOAAT B BUAE eXeMecsyHon 403kl 120 Mr, 1 nacMugutaH

BBOASAT B f03e 50 Mr oguH pas B CYTKW.

Cnoco6 no nobomy m3 n. 32, 34 unu 36, OTNUYAOWUACA TEM, 4TO
rankaHesymab BBOAAT B BUAE eXeMecsyHon 403kl 120 Mr, 1 nacMugutaH

BBOASAT B f03e 100 Mr oguH pas B CyTKW.

Cnoco6 no nobomy m3 n. 32, 34 unu 36, OTNUYAOWUACA TEM, 4TO
rankaHesymad BBOAAT B BUAE eXeMecsyHon 403kl 120 Mr, 1 nacMugutaH

BBOASAT B f03e 200 Mr oguH pas B CyTKW.
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