botynnHoTtepanusa B
HEeBpPOJIOTUNI:
KJlaccmyeckme vm
coBpeMeHHbIle
npeacraB/eHUsA

AxmaneeBa Jlemna PuHaToBHa

[Npodheccop kadeapbl HEBPONOrMn ¢ Kypcamm HENPOXUPYPrum 1
MeOULNHCKON reHETUKN, pykoBoauTeNb LieHTpa HeBpororuu,
peabunuTauMoHHON MeauUnHbl 1 BoTynnHoTepanuu B KnnHuke
bIMY, r. Yopa, www.ufaneuro.org

VII me>xpernoHanbHasa (C MeXXAyHapoAHbIM yyacTUeM) Hay4yHoO-NpaKTuJyeckas
KoHdepeHuuna «AKkTyanbHble BONPOChI ANarHOCTUKN U neveHuna 3abonesaHunin
HepBHOMN cuctemMsbl» - CapatoB — 30 maa 2018r.



[MloTeHUManbHbIN KOH(PNMUKT UHTEpecoB

LoknadqyukK nonb3yemcs 6 K/UHUYECKOU rnpakmuke
(6 yHUsepcumemckol KnuHuke u e kayecmee JlUUEH-
3UpO0B8aHHO20 YaCMHO-NMpaKkmMuKyruweao Hegposozaa)
cnedyrwumu npenapamamu 60mynuHU4eCKUX Hel-
pornpomeuHos A: «bomokc», «[ucrnopm», «Kceo-
MUH», «Penamokcy, npoeodum macmep-Knacchl U
yumaem JieKyuu, compyoHu4aem c npou3sooumensamu
8CEeX 8bllIEYKa3aHHbIX rpenapamos. KoMnaHusmu
«AnnepeaH», «incen», «Mepu», « MukpoaeH»,
a makxe ¢ opyaumu rnpoussooumenamu npenapamos ¢
doka3aHHoOU 3aghghekmueHOCMbHO




Knaccnueckue
npeaAcCTaB/IEHUA —uim




MOOCBT

= MOO MexperioHanbias obLectaentas opraHu3auus JIaHTOM
i Ol

. =1 1 l L I I .| 72 -Aucnopr
5OTYNUHOTEPAMUM e
HraN A

Clostridium botulini — Gram (+) aHa3po0OHasa nanoyka, CUHTe3UpPYHO-

lwas 8 ceporornyecku pasnuyHbiXx HeupotokcuHos (A, B, C1,D, E, F,
G nH)

B KnNUHM4YeCcKon npakTuke UCMNornb3yrTCA TONMbLKO cepotunbl A n B —
B Poccuun — 6 npenapartos, kotopble HEBSAVMO3AMEHAEMDbI

BenkoBble KOMMIEKCbl HEMPOTOKCUHOB Pa3fIMYHbIX CEPOTUMNOB
coaepxaTt Tpu BMaa Genka:
- HenpotokcuH maccom 150 k[da (Bce)
- HeTokcnyHble BcnomMmoratenbHbie 0enku
-femarrnroTMHUH A
-HeTokCHMYHBLIN Genok, He ABNAKLWUNCA
remMarrnfOTUHUHOM



B HeBponormn B Mupe LLINPOKO
MCNOMNb3YHTCH

« Tun A
— boTokc = oHaboTynoTOKCUH A
— Ancnopt = abob0TYNOTOKCUH A
— KceoMUH = MHKOOOTYNIOTOKCUH A

e TUun B

— Mnobnok = puMaboTynoTokcuH B (He 3a
perncrtpuposaH B Poccun)



B Poccuun odomymanbHoO no
HegpoJsio2u4yecKUM NOKa3aHUAM
OONOSNTHUTENbHO UCNOJSIb3YHTCA

« BTA
Jlantokc (Kutan)
PenaTtokc (Poccusa)



BTA AnnepezaH: “EguHnybl 4eACTBUA 6OTYIMHNYECKOro
TOKCUHa B pa3/INYHbIX rperaparax He B3anmo3amMeHIeMbI.
PexomeHgoBaHHbIe [403bl, BbIPa>kKeHHbIe B E4NHNLAX JENCTBUA
A4/14 ripenapara borokc®, or/inyaroTcsa or TaKoBbIX y APYINX
rnpenaparoB 60TyIMHNYECKOro TokcnHa.” 1

BbTA Uncen: “Tlpn HazHavYeHNHN rpernapara
AucriopTr® caeqyer yuntbiBaTb, 4TO
eqANHNLbI 4eUCTBUA TIperapara ABAAIOTCA C
neyn@pnyeckummu U He MoryT cpaBHNBaTbLCA
C TaKOBbIMH 4PYrux ripernaparos,
cogep kalymnx 60Ty INHNYECKNIT TOKCUH.”

BTA Mepy: “/o3upoBkn, pekoMeHgyemblie 4149 KceomuHa, He
mMoryT 6bITb UCI0/1b30BaHbl 419 repecyera rpu
UCIT0/1Ib30BaHNN APYTUX MPernaparos, Cof4epKalynx
60Ty IMHNYECKNU TOKCUH.” 3

1. BOTOX® Summary of Product Characteristics (SPC), 2014, Allergan; 2. Dysport® SPC, 2013, Ipsen; 3. Xeomin® SPC, 2014, Merz.



MokasaHumsa K npUMeHEHUNIO

[Toka3zaHnAa no uMHcTpyKuumn npenapartos bTA B Poccumn

JlaHTOKC Penatokc

Bredapocnazm

BoTtokc®

V]

/]

[eMyndaumnanbHbI cnasm

V]

LLepBl/I KaJlbHadA ANCTOHWA

V]

dokanbHaga cNacTUUYHOCTb Moc/e
MHCyAbTa y B3POCA (BEpPXHAS
KOHEUHOCTb-3amnsacTbe/ KNCTb)

V]

™

dokanbHaga cNacTUUYHOCTb Moc/e
MHCYAbTa y B3POCA.(HUXKHASA
KOHEeYHOCTb)

V]

AL, accoumnpoBaHHasda ¢
AVHaMunyeckon gedbopmaumen cTonsbl
MO TUMY «KOHCKasa CTomna» BCAeACTBME
CNacCTUYHOCTM Y NaLNEHTOB 22 neT

Crpabuzm

AnchyHKuna mouveeoro nysblps:
HeMporeHHasa rmMNepakTUBHOCTb
AETpy30pa; nanonatnyeckas
rMnepakTMBHOCTb MOYEBOTO My3bIPA

V]

XpoHunueckas MUrpeHb

V]

V]

KocmeTtonorusa
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Practice guideline update summary: Botulinum
neurotoxin for the treatment of blepharospasm, cervical
dystonia, adult spasticity, and headache

Report of the Guideline Development Subcommittee of the American
Academy of Neurology
[=1

ABSTRACT

Objective: To update the 2008 American Academy of Neurology (AAN) guidelines regarding bot-
ulinum neurotoxin for blepharospasm, cervical dystonia (CD), headache, and adult spasticity.

Methods: We searched the literature for relevant articles and classified them using 2004 AAN
criteria.

Results and recommendations: Blepharospasm: OnabotulinumtoxinA (onaBoNT-A) and incobotuli-
numtoxinA (incoBoNT-A) are probably effective and should be considered (Level B). Abobotulinum-
toxinA (aboBoNT-A) is possibly effective and may be considered (Level C). CD: AboBoNT-A and
rimabotulinumtoxinB (rimaBoNT-B) are established as effective and should be offered (Level A),
and onaBoNT-A and incoBoNT-A are probably effective and should be considered (Level B). Adult
spasticity: AboBoNT-A, incoBoNT-A, and onaBoNT-A are established as effective and should be
offered (Level A), and rimaBoNT-B is probably effective and should be considered (Level B), for upper
limb spasticity. AboBoNT-A and onaBoNT-A are established as effective and should be offered
(Level A) for lower-limb spasticity. Headache: OnaBoNT-A is established as effective and should
be offered to increase headache-free days (Level A) and is probably effective and should be consid-
ered to improve health-related quality of life (Level B) in chronic migraine. OnaBoNT-A is established
as ineffective and should not be offered for episodic migraine (Level A) and is probably ineffective for
chronic tension-type headaches (Level B). Neurology® 2016;86:1818-1826




KnnHuyeckumn KOHTEKCT: Bce mpu mokcuHa umerom
CXOOHYH 3¢hghEKMUBHOCMb U MO2YM MPUMEHSIMbBCS C
doka3aHHOU 3gheheKMUBHOCMbIO 8 MEYEHUE
OnumersnibHo2o nepuoda epemMeHu




CtaHgapTbl MeAUKO-CaHUTApPHOW NOMOLUM,
yTBepXxaeHHble MuH3gpaBomMm Poccuu um
3apeructpupoBaHHble B MuHtocTe Poccuum (9),
BKMOYarlWue Ucnorib3oBaHMe npenaparoB
OOTYNMMHUYECKOro HeMpPoONnpPoOTEeUHa:

aeTcKkue uepeodpanbHbie napanvyiu
MbllleYHble AUCTOHUMU (OEeTAM U B3POCIibIM)
paccedHHbIN CKNnepo3

3CCeHUuManbHbIN TpemMop

O6one3Hb lNMapkuHCOHa




MECTO BOTYJIMHUYHECKOIO TOKCUHA TUIT A
B MEXKAYHAPOAHbIX CTAHAAPTAX O JIEMEHUKO CNACTUYHOCTU

AMepuKaHCKasi akagemMusi HeBPOJIOrMu:

BTA —aT0 acbpekTnBHAa n BesonacHas Tepanma 4NA CHUXKEHUS
CMacTUYHOCTU U YNyYLLEHNA NacCUBHOUN (PYHKLMN KOHEYHOCTEN
(ypoBeHb goka3aTenbHOCTU A),

a TaKxke yrnyJleHUs akTUBHON (PYHKLMN KOHEYHOCTU

(ypoBeHb gokasatenbHocTu B)'2 (2008, 2016)

HauvoHanbHoe pykoBoacTBO BennkobputaHum no rievyeHuro
CMAaCTUYHOCTM:

NeyeHnem BbIOOpa npu hokanbHON MbILLEYHON CMACTUYHOCTU ABMNSIETCSA
BHYTPUMbILLEYHAA UHbeKUMS 6oTynoTtokcnHa? (2002)

1Simpson D.M., Gracies J.-M., Graham H.K. et al. Report of the Theurapeutics and Technology Assessment Subcommittee
of the American Academy of Neurology. Neurology 2008; 70: 1691—1698.

2Simpson D.M., Hallett M., Ashman E.J., et al. Practice guideline update summary (AAN): Botulinum neurotoxin for the treat
ment of blepharospasm, cervical dystonia, adult spasticity and headache. Neurology 2016; 86: 1—9.

3 Royal College of Physicians. Guidance to good practice. Guidelines for the use of botulinum toxin in the management of sp
asticity in adults. London: Royal College of Physicians 2002



GUIDELINES FOR ADULT STROKE REHABILITATION AND

RECOVERY AHA/ASA, 2016

PekomeHaaunmn (NOCTUHCYIbTHaA CNacTUYHOCTD)

Knacc

YpoBeHb

|/|H'beKLll/Il/I 6OTyJ]l/IHl/Il—IeCKOI'O TOKCMHa B MblWLUbl BerHeVI KOHEUHOCTU

peKoOMeHAOBaHbIl A4 YMeHbLWLEHNA CTTaCcTUHHOCTH, yBEINYEHNA obbvema
MNacCMBHbLIX NI aKTUBHbIX ABM)KGHVIVI, obnerueHus oaeBaHWUA, obnerve-
HNA OCylleCTBAEHUA TUTNEHDbI, YAYyYLLEHNA MO3bl

A

|/|H'beKLI,I/Il/I 6OTyJWIHl/NeCKOFO TOKCNHA B MblLlUL bl HUXXHEN KOHEYHOCTU
peKOMeHAOBaHbI 414 YMeEHbLUEHNA CMNAaCTUYHOCTN, KOTOPaA MellaeT
ocywecrBJ1€HNHO XO,D,b6bI

Hepopaﬂbele MNOpPEeNaKCaHTbl MOTYT ObITb MCNOAb30BaTLCA B Ccydae
I'eHepaﬂI/l3OBaHHOl7| CMacTUYeCcKowu ANCTOHUN, OAHAKO X UCMOJIb3OBaHNE
MOXKET Bbl3blBATb TakKne A0303aBUCUMbIE nobouHble Bq)q)eKTbl, KaK
COHINBOCTb

[Ta

3ﬂeKTpOCTI/IMy}19ILI,V|FI Nin Bl/l6paL|,l/lOHHOe BO3A€VICTBVI€ Ha Cractn4yHble
MbILLLbI MOXKET ObITb MCMOAb30BAHO C Uueibto BpeMeHHOIo yMeHbleHA
CNactTMYHOCTN AONONHUTENIbHO K pea6vmmaumm

IIb

MmnnaHTaumna 6aknopeHoBON MOMMbI MOXET MCMNO/Ab30BaThCA B Cly4yae
rpyboro cnactmyeckoro rmunepToHyca, Pe3UCTEHTHOrO K APYrM Tunam
Tepanuu

IIb

He pPeEKOMEHAOBAHO UCMONb30BaHNE WWH U TENNOB C Ue/lbro I'IpO(Dl/IﬂaK-
TUKN q)Ole/IpOBaHVIe CMNacTHeCcKNX KOHTPAaKTyp B MbllWLUax KNCTU U
MnajibleB PyKn

Il




KpMTepMM OII€HKU KauyecCTBa MQ,ZH/IIIMHCKOﬁ
IoOMoOIIun

Kpurepun KayecTBa crenuaan3ypoBaHHON MeIMIMHCKON MOMOINYM B3POCIBIM C

%E;BQHB!O

Ne Kpurepnn kauecrsa Yposehnb YposeHb
AOCTOBEPHOCTH ybegurensHocrn
[OKa3aTensLCcrs pexkoMeHgaumnn
AoKasarenscrs pexkomeHgaymnn
s BbINCAHEH OCMOTP BPaYOM-HESPONOrcM W ycraHosneHa ©$opMa MUrpEHU 8 13 A
COOTBETCTEMU C KpuTepusmMmn MKIS-3 bera
2 NpocseneHa NOBeaEHYECKARA TEPanuy 1a A
3 NposeneHa Tepanuia: 1a A
- NPOCTbIMKM AHANBIETUKAMK U/ unn 1a A
- TPUNTaHaMu u/mam 2b/3 B/C
- KOMEMHUPOBAHHEIMK 3HANBIETUKEMMN
(ans KynuposaHua NPUCTYNOE MUrpeHu He Donee 8 OHEN B MeCcAU, B Z38UCUMOCTU
OT MEANULMHCKUX NMOKAZAHWIA U NPU OTCYTCTEUM MEAVWLIMHCKUX NMPOTUEONOKAZAHMWI)
< MposeaeHa Tepanusy: 1a A
- Bera-6noxkaropamu u/mnu ia A
- KaHOECapTaHamm u/mnmn ia A
- BHTUKOHBYNbCAHTAMK u/unu 2b B
- aHTWAENPECCAHTAMMN
(Npy HanNMYUKM NOK3Z3HUI HE MEHES YEeM Ha 3 MEecAua, B 33BMCUMOCTM OT
MEAMLIMHCKMX NOK333HUA W NPU OTCYTCTEMKM MEAULIMHCKMX NPOTUBONOK33aHui)
5 NposeaeHa Tepanusa
- TONUPaMaToM u/mam ia A
- BOTYNMHUYECKUM TOKCUHOM A u/uan 1a A
UNAKTUKK M 2b/3 B/C
(Npu XPOHMYECKON MUIPEHWHE MEHEE 6 MECAUEE, B8 ZaBUCMMOCTU OT MEAULIMHCKUX
NOKXA3aHuM U NPW CTCYTCTEUM NPOTUBONOKA3aHUN)
6 BoincnHexs!: 1a A
- NOAHAR MAKM HacTU4HaA oTMeHa npenaparta(oe) snoynotpebnexus u/unu 2b B
- AeToKCUKauma n/mamn 3 G
- noabop obezbonuBarolerc Nnpenapara apyron ?apuaxonorwqecxoﬁ rpynnel ans 13 A
KYNUPOEaHUAroNnosHoNB0NN H3 NEPUOA OTMEHDBI W/ UAN
- NPODPUNAKTUHECKOE NNEYEHNE
(Npy EbIRBNSHUM NeKapcTseHHo-uHayuuposarHon (abysycHon) ronosHon Bonu, 2
Z3aBUCUMMOCTM OT MEOMLIMHCKUX MNOKazZaHMit U Npu  OTCYTCTEMM MEAMLMHCKUX
NPOTUBONOKAZ3HNIA)
7 BoinonHEH AWH3MWYECKWI® OCMOTP HE no3aHee 3  Mecsues OT  MOMEHTa 2a B
npodMNaKTUHECKOro NeYSHUA
8 LOOCTUrHYTO YMEHbWEHUE YuCna OHel ronosHowm Bonm 8 Mecsu He nozaxee 3 1a A
MECAUA OT MOMEHT3 HAYaN3 TEPANUU HE MEHEE, YeM Ha 50%




Poccunuckue pekoMeHaauum

doi: 10.17116pevro20171171200
JHarHOCTIIKA H J€YeHie M DeHIL: PeKOMHALIH POCCHITCKIX JKenepToB

B.8. OCUMOBA" *, ET. OMAATOBA™, A.P. APTEMEHKOY, E.P. AEGEAEBA®*, 10.3. ASUMOBA',
H.B. AATHIUEBA* ¢, A.B. CEPTEEB', A.B. AMEAVH’, M.M. KOPELLKMHA', K 8. CKOPOBOTATHIY,
£.B. EKYWEBA', M.B. HATPUEHKO* %, 3.A. UCATYARH", AT, PAYMHY, A\, AAHMAOR?,
0.B. KYPYWWHA", BA. MAPOEHOB™, I.P. TABEEBA', Ab. FEXT*", HH. AXHO'

'HUAO esposons HULI OFBY BO «Mepaash Mockoacxi rocysaperaentii meswuscxinh yrmaepare i, MM, Ceseniosas Mitapasa
Poccm, Mocksa, Pocos; “TBY «Hayuso-npaxtiieckni nenxonesposonseckii Lentps Aenapraventa aapasooxpanetss Mook,
Mockaa, Pocons; “vadpespa wepaieax Borestest HMicnimyra npodeccuonatssoro ofpasosars, OFBY BO  «Mlepaun Mockoeckuit
rocyaapcTBenibin Mesuoi yhnepoer v, MM, Ceveonar Minaapasa Poccin, Mocksa, Pocos; ‘Kamska rososson Gowt
BETETATHBHAX PACCTPOACTS axas. Avexcanspa Besina, Mockaa, Poccus; acpespa vesponorm i nestpoxpyprine n areapa CMIN, 6OY
BO «Ypasscxsit rocysapeTeenneit MeavuHcxwt yiubepoimers Miuniuspasa Poccim, Exarepuntypr, Pocows; *Lenp aesesinn rovoston
G <Eapona—Asis, Exarepunbiypr, Pocous; 7YrmsepcuTercxas kummmka ravosnoi o, Mockea, Pocows; *kadeapa esposorm [0Y
BNO «Mepatsi Carer-Merepbyprewh weswummont yrmseponrer nw, axas, AN, Nawrosas, Canr-Terepbypr, Poccis; *Lentp aeseri
ronostoi 6o, kamika «Cranwmanse 000 ABANETEP, Carcr-Merepypr, Poccis; “Kadpespa wimerparusnon mesumsy, OIBY
BO «[epsean Mockoackui rocysapcraent wesnumcknit yrseponter i, M. M. Ceueniosa Missapasa Poccin, Mocksa, Pocas;
""HausotateHesh HaywHO-nPAKTHECKHA LeHTp HeApoxspyprt nvienn axaseanka HH. Bypaeko Minaspasa Poccis, Mocksa, Pocons;
"Onsen nesposonw, OFBY <PHL mesnumoxoi peabimaumn u xypoprosorme Murnupasa Poccim, Mockea, Poccns; “xadespa
HEBPOAOTIH, HEADOXHPYDIIN, € KYPCOM MEAHLIMHCKO TEHETHKH, HEBPOAOFIH, MaHyarsHoR Tepanin i pecnexcotepani OVB «[BOY
BNO Boworpasckw rocysapcTaernei wesnunmcki yiusepcuters Misinapasa Pocon, Bosrorpas, Poccus; “vadpeapa Hesposorim
it Hespoxupyprin Aeyebroro dakyastera OFBY BO <Mlepeuit Mockopckt rocysapcTaetiii Mesusmcxii ymeepcuter ww. UM,
Ceseonar Mimnpasa Poccuw, Mocksa, Poccus; “Kadpespa esposoris, Hefipoxupyprisn u mesucron reverin ®FBOY BO
«Poccuionyih HaUOHAABHAI MCCAES0BaTEALCKI MesHuHCKiA yipepcuteT i, H. Muporosas Minaspasa Pocoms, Mockea, Poccs

Tpescrassesitive pexoersaLim N0 AMATHOCTHXE H ACSEHIN MHTPEHH COCTABACHE Ha OCHOBAHIH NPHHUNNOB AOKXATEABHOR
wewmy, Mproesera Mexsynaposnas KAdCCHWKALB® MMTpeHH NoCAesHero nepecvorpa. Metasu awarnoctikn
AMATHOCTHYECKHE KDHTEPHI OPHEHTHPOBANY Ha pasviie hopwil nrper. PEKOMEHAAIM AJHN Ha OCHOBE CBesenst ob
SMALEMHOAOT H NATOPHIHONOMMECKIX Mexanimax wirpeni. Oxapaxtepiaosansl Hanboree XpexTBtbe AexapCTBeHye

HHEMEAMKAUEHTOIHBIE NOAXOK K BEACHIID NIUMEHTOS C MUTPEHBI),

HMsI ¥ 10361 [86, 110, 111]*%. K npumepy, ypoBeHb J10Ka-

npenapara BTA — jaHTOKC, HCIOJIL30BAaHHE KOTOPOTO
paspeuieHo B PM npu Tsikensix popmax M, He cooTBeT-
CTBYeT YPOBHIO A npu XM, a 1036l U cXeMa BBeJeHHs!
TaKXkKe OTJIMYAIOTCS.

BoToKC MOXeT HCIo/Ib30BaThes NMPH HedPHeKTHB-
HOCTH paHee MpoBe/IeHHBIX Ky PCOB NpodHIaKTHYeCKO-
ro JIeUeHU s 14 HMEHSATHCS B KAYCCTE -

paToB, a TAKXe COBMECTHO € 3TUMHM npenaparamu. [pu
OTCYTCTBMM TPOTHBOMNOKA3aHUH K TableTHPOBAHHLIM
pejacTsaM, BhIOOpP OTOKca B KauecTse NnpoduiakTHye-

; . BO3MOXEH TpH HAIMYUH COOTBELCH:
LIETO XKeJIaHUS Cavore-Halideusa)-Ho+:
MexaHu3M 1eHcTBUSI 60MOKC CBSI3BIBAIOT C IpephiBa-
HHEM HeHpPOreHHOro BOCHaIeHUsi, KOTOpoe MPUBOIAUT K
CEeHCUTH3aLMK neprudepruyeckKuX HOLMLEITTOPOB U BIO-
CJIE/ICTBMH K LEHTpaIbHOM ceHcuTH3aumu [92]. INpena-
paT BBOJSIT BHYTPUMBILLIEYHO B COOTBETCTBHH CO CIICLIH-
anbHBIM npoTokojioM PREEMPT B7 rpyni Mbiiiii rojio-
Bbl M LIeH (mm. frontalis, mm. corrugator supercilii, m.
procerus, mm. temporalis, mm. occipitalis, mm. trapezius u
mm. paraspinalis cervicis),; cyMMapHasi /103a Ha OJIHy po-
ueaypy cocrasisier 155—195 EJ1 [108, 111]. O6e3bonu-
Balolllee JeCTBHE Pa3BUBAETCs MOCTENeHHO B TeYeHHe
1epBOro Mecsiiia 1ocjie MHbeKIIHI U COXpaHseTCs B Teye-
HHEe He MeHee 3 Mec; /Ul JOCTHXeHHUsI CTabWiIbHOIO
VJIVYIIEHHS] PeKOMEHIyeTcsi He MeHee 3 MOBTOPHBIX
UHBEKIMHA OIMH pa3 B 3 mec [ 109, 112].



[Ana paHHOro BbLICTYMNMEHNA OTOOpPaHbI
TONbKO cTaTbn U3 XkypHanos Web of
Science Core Collection, SCOPUS,

onyonukoBaHHble B 2017-2018 rr, rpe

ONUCBLIBAKOTCA B3POCSblE NALUUEHTbI U

npenapaTtbl O0TYNIMHNYECKNX TOKCUHOB

NPUMEHANUCHL NO AENCTBYIOLLIUM
cenyac opumumanbHbIM UHCTPYKLIMAM,
yTBEpXaeHHbIM MuH3apasom Poccumn
ANA naunMeHToB HEBPONOrM4YeCKoro
npodpuns
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An international survey of patients living with spasticity.

Barnes M', Kocer S2, Murie Fernandez M3, Balcaitiene J*, Fheodoroff K®,

& Author information

Abstract
PURPOSE: To better understand patient perspectives on the life impact of spasticity

METHODS: Global Internet survey (April 2014-May 2015) of 281 people living with spasticity.

RESULTS: Respondents indicated that spasticity has a broad impact on their daily-life: 72% reported impact on quality of life, 44%
reported loss of independence and 44% reported depression. Most respondents (64%) were cared for by family members, of whom
half had stopped working or reduced their hours. Overall, 45% reported dissatisfaction with the information provided at diagnosis:
main reasons were "not enough information" (67%) and "technical terminology” (36%) Respondents had high treatment expectations,
63% expected to be free of muscle spasm. 41% to take care of themselves and 36% to return to a normal routine. However, 33% of
respondents had not discussed these expectations with their physician. The most common treatments were physiotherapy (75%).
botulinum neurotoxin (BoNT, 73%) and oral spasmolytics (57%). Of those treated with BoNT, 47% waited =1 year from spasticity onset
fo treatment.

CONCLUSIONS: This survey emphasises the broad impact of spasticity and highlights unmet needs in the patient journey.
Improvements with regards to communication and the therapeutic relationship would be especially welcomed by patients. and would
help manage treatment expectations. Implications of Rehabilitation Spasticity has broad impact on the lives of patients and their
families that extends beyond the direct physical disability. Patients with spasticity need to be well informed about their condition and
treatments available and should be given the opportunity o discuss their expectations Physicians need to be aware of the patient's
individual needs and expectations in order to better help them achieve their therapeutic goals.



e MeXayHapoaHbIM ONpPOoC NaLMEHTOB CO CMAaCTUYHOCTbIO (Yepe3 MHTepHET)
¢281 pecnoHAEeHT

*BanAHME Ha Ka4yecTBO }KN3HU —Y 72% naumeHToB

e[loTepAa He3aBMCUMOCTU U genpeccua —44%

eYX0A, CO CTOPOHbI POACTBEHHUKOB — 64%

*Ywnun c paboTbl K orpaHnYmMnm Yacbl pabotbl —32%

eHeno0BO/IbHbI KAYEeCTBOM NpeaocTaBasemon MHbopmaunum Nnpu AMarHoOCTUKe —
45%

eHepocTtaTouHO MHPOopMaumum —67%

* «CnoxKHaAa TepMmuHonorna» - 36%

eHe obcyXaann oxXnaaHua ot NpoBoANMOMN Tepanum ¢ Bpadyom — 33%

oY 06CyKAaBLIKNX Obl/IN BbICOKUE OXKMAAHMA: 63% XK Oa1N, YTO NOSTHOCTbIO
n36aBaTCA OT cna3amoB B mbiliuax, 41% - 4To cmoryT BbITb CAMOCTOATE/NIbHBIMU U
He TpeboBaTb yxoaa, 36% - YTO BEPHYTCA K HOPMAJIbHOMN XKU3HU

eCamMble YacTble BUAbl neyeHua: pmusmdeckan peabmnmtayma-JIOK — 75%, 6TA —
73%, mrnopenakcaHTbl per os —57%

e[1lpn neyeHnn BTA bonee roga oT Pa3BUTUA CNACTUYHOCTU OXKNAANN NHBEKLUMN
47%

*BbIBO/[l 0 HeobxoamnmocTu 6onee TwaTtenbHOU paboTbl B NaaHe
UMHPOPMUPOBAHUA NaLUEHTa 0 POPMUPOBAHUA OXKNAAHUN



OPUTMHANDHDLIE UCCNEQROBAHUA W METOAURH

XarskoBa C.E.', Kocrenko E.B.%, IToxaoos /I.B.?, I'vcros A.B.¢, Kaxarun A.H.°, XKykosa H.I'.®
'DPIAY «Jlewebno-peaburumayuonnviii yenmp», Munzopasa Poccuu, Mockea, Poccus; *I'AY3 « Mockoeckuii HayuyHo-npakmu-
YecKull yeHmp MeOUUUHCKoU peabuaumayuu, 60cCmaHogumenbhol u cnopmuenoil meouyunst /13 2. Mockewr», Mockea,
Poccus; *OI'bOY BO «Kpacnospckuii 2ocydapcmeentblii meOuyuHckuil ynueepcumem um. npog. B.D. Boiino-Aceneukoeo»
Munzdpaea Poccuu, Kpacnospck, Poccus; *‘I'bY3 Huscecopodckoit obaacmu « Huxcecopodckas obaacmuas Kaunu4eckas
boavnuya um. H.A. Cemawrko», Huxncrnuii Hoseopod, Poccus; *@I'BOY BO « Upkymckuii eocyoapcmeenHblil MeOUyuHCKUl
yuusepcumem» Munzopaea Poccuu, Upkymck, Poccus; ‘©T'bOY BO «Cubupckuii 2ocyoapcmeeHiblit MeOUyUHCKU
yHusepcumem» Munzodpaea Poccuu, Tomck, Poccus
125367, Mockea, Heanvkosckoe wocce, 3; °105120, Mockea, ya. 3emasnoii éan, 53; 660022, Kpacnosapck,
ya. Ilapmuszana XKenesnsxa, 1; *603126, Huxcnuii Hoseopood, ya. Poouonosa, 190; °664003, Upkymck, ya. Kpacrnoeo
Bocecmanus, 1;°634050, Tomck, Mockoeckuit mpakm, 2

OueHka bes3onacHoCTH U 3(hEKTUBHOCTH POCCHICKOID
npenaparta 60TynoToKcHMHa A PenatoKkc® B CPaBHEHUH
¢c boTOKCOM® NpH CNACTUYHOCTH PYKM nocne
HIIEeMUYECKOro MHCYNbTa

(MynbTHUEHTPOBOE PAHAOMHU3NPOBAHHOE UCCNEi0BAHKE)
B —

Heeponoeus, neitponcuxuampus, ncuxocomamuka. 2017;9(1):71-77.




Ileaw uccaedosarua — oueHka 6ezonacHocmu u sghghekmueHocmu nepeoeo poccuiick oo bomyaomoxcuna A (bTA) Peaamokc® u npenapama
bomokc® npu cnacmuyHocmu pyKu nociae UemuyecKo20 UHcyaomd.

Hauuenmot u memoodot. MyasomuueHmpogoe paHoOMU3UPOBAHHOE KAUHUYECKOe UCCAedo8aHue npoxoduao e 6 uenmpax Poccuiickoit @ede-
pauuu, 8 Hem npuHAAU yuacmue 160 nauueHmos, nepeHecuux UemMu4eckKuil UHCya6m co Cnacmu4HOCMoi0 8ePXHell KOHeyHocmu 22 0an-
208 no wikanre Jueopma. He panee uem uepesz 3 mec nocie UHCYAbMA NPOBOOUAACH OOHOKPAMHAasA UHvekuus Peaamokca® uau bomokca®™ ¢
nocaeoyouell OUCHK O USMEHEHUS MblUEYHO20 MOHYCA, HAAUYUS U BbIPANCCHHOCU HedceaamenbHblX aeaeHull (HA, mecmHoix u cucmem-
HbIX peaKuuil).

Pesyavmameut. [locae unvexuyuu Peaamoxca® y eécex nauyueHmos ommeuansocs 00Cmo8epHoe CHUNCCHUE MblUEYHO20 MOHYCA 8 MblUUaX
BepXHell KOHeYHOCMU No OaHHLIM wKarsl Jueopma (p<0,05), komopoe 3apuKcupo8ano npu 8cex UUMAax N0 CPABHEHUI) ¢ UCXOOHBIM.
Hauboavuiee cHuMiceHue Molule4H020 MoHyca Haba0aocs vepes 1 u 2 mec nociae UHseKUUU, a 8 nammepHe «naiblbl» — uepe3 3 mec no-
cae uHvekuyuu. Ighpexm nocae UHseKyUU COXPAHANCA 6 meueHue 3 mec, 4mo noomeepicoarocs OAHHbIMU WKAAbl Jueopma 6o epems no-
cAe0He20 eusuma no CpasHeHuro ¢ UcXodHoim (p<0,05). locmoeepHvix pasauyuit 6 OMHOUEHUU CHUNCCHUS MbIUEHYHO20 MOHYCAd MelCdy
epynnamu nauyuenmoe, neveHHolx Peaamoxcom™ u bomokcom®, e goviasaero (p>0,05). [lokazansl xopowias nepeHocumocms u 6ezonac-
Hocmo Peaamokca®™, conocmagumole ¢ makogwvimu npenapama cpasrerud. Koauvecmeo 3apeeucmpupoganHsix MECMHbIX U CUCEMHBbIX pe-
aKuuil  obeux epynnax 0bi10 He3Ha4UMeAbHbIM U 00CmoeepHo He pazaudanocs (p>0,05). He 3agukcuposarno cyuiecmeeHHuIX pazauyuil 8
2a00pamMopHbIX NOKA3AMeNax U OAHHbIX 31eKkmpokapouozpaguu y nauyueHmos ooeux epynn (p>0,05). Cepvesnvix HA & xooe uccaedosa-
HUS MAK e He 8bl6.1CHO.

3axarouenue. [loayueHHole OanHble caudemenscmeyom o 6ezonacHocmu u ek mueHocmu Peaamoxca® 6 omuoueHuu CHUNCCHUS Mbluey-
H020 MOHYCA 8ePXHEU KOHEYHOCMU Y D0NbHBIX NOCAE UEMUYECK020 UHCYAbMA, YMO ABAAMCA BANCHHIM KOMNOHEHMOM 8 cmpyKkmype peaou-
aumayuu (npexcoe ececo, (YYHKUUOHANbHO20 80CCMAHOBACHUA) NAUUCHMOS8 CO CHACMUYECKUM NAPe30M 6epXHell KOHeUHOCMU.

e —

Heeponoeus, neiiponcuxuampus, ncuxocomamuxa. 2017;9(1):71-77.




Tabauua 3. OueHka cnacmuyHocmu no wkaare Juweopma
(nammepH «arokomo»; MEtm, 6asrnvl)

IIpenapat Buzur 1 Buzur 2 Buzur 3 Buzur 4 Buzur 5
Penarokc® 2,70%0,66 2,031+0,88* 1,38+0,65* 1,4010,70* 1,70+0,85*
borokc® 2,70%0,57 2,251+0,66* 1.75+0,77* 1,78+0,80*  2,15+0,80*
I
Tabnuua 4. OueHka cnacmuvHocmu no wkanse Juweopma
(nammepH «kucmo»; MEtm, 6aarnrol)
Ilpenapar Buzur 1 Buzur 2 Buzur 3 Buzur 4 Buzur 5
Penarokc® 2,8010,62 2,38+0,60*  2,08+0,65* 2,23+0,73*  2,251+0,84*
borokc® 2,8510,67 2.28:+1.02* 1,75+0,85* 1,75£0,77**  1,88%0,90*
e 0000000000/
TaGauua 5. OueHka cnacmuyHocmu no wkaare Juweopma
(nammepH «naavuyvl»; METm, 6asrnsl)
Ilpenapar Buzur 1 Buzur 2 Buzur 3 Buzur 4 Buzur 5
Penarokc® 2,951+0,69 2,4010,79* 1,68+0,63* 1.65::0,71* 1,50+0,87*
borokc® 2,8510,67 2,43+0,63*  2,131+0,83* 1,98+0,87*  2,00+0,79*

Heeponoeus, neiiponcuxuampus, ncuxocomamuxa. 2017,9(1):71-77.



Efficacy and safety of abobotulinumtoxinA

in spastic lower limb

Randomized trial and extension
OPEN| A

Jean-Michel Gracies, MD ABSTRACT
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: i anach Methods: In a multicenter, double-blind, randomized, placebo-controlled, single-cycle study fol-
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Rt ek, AT lowed by a 1-year open-label, multiple-cycle extension, adults =6 months after stroke/brain injury
o 4 4 i~ received one lower limb injection (abobotulinumtoxinA 1,000 U, abobotulinumtoxinA 1,500 U,

Objective: To demonstrate single abobotulinumtoxinA injection efficacy in lower limb vs placebo for
adults with chronic hemiparesis and assess long-term safety and efficacy of repeated injections.

. Neurology® 2017;89:2245-2253




ABSTRACT

Objective: To demonstrate single abobotulinumtoxinA injection efficacy in lower limb vs placebo for
adults with chronic hemiparesis and assess long-term safety and efficacy of repeated injections.

Methods: In a multicenter, double-blind, randomized, placebo-controlled, single-cycle study fol-
lowed by a 1-year open-label, multiple-cycle extension, adults =6 months after stroke/brain injury
received one lower limb injection (abobotulinumtoxinA 1,000 U, abobotulinumtoxinA 1,500 U,
placebo) followed by =4 open-label cycles (1,000, 1,500 U) at =12-week intervals. Efficacy
measures included Modified Ashworth Scale (MAS) in gastrocnemius-soleus complex (GSC;
double-blind primary endpoint), physician global assessment (PGA), and comfortable barefoot
walking speed. Safety was the open-label primary endpoint.

Results: After a single injection, mean (95% confidence interval) MAS GSC changes from baseline
at week 4 (double-blind, n = 381) were as follows: —0.5(—-0.7 to —0.4) (placebo,n = 128), —0.6
(—0.8 to —0.5) (abobotulinumtoxinA 1,000 U, n = 125; p = 0.28 vs placebo), and —0.8 (—0.9 to
—0.7) (abobotulinumtoxinA 1,500 U, n = 128; p = 0.009 vs placebo). Mean week 4 PGA scores
were as follows: 0.7 (0.5, 0.9) (placebo), 0.9 (0.7, 1.1) (1,000 U; p = 0.067 vs placebo), and 0.9
(0.7,1.1) (1,500 U; p = 0.067); walking speed was not significantly improved vs placebo. At
cycle 4, week 4 (open-label), mean MAS GSC change reached —1.0. Incremental improvementsin
PGA and walking speed occurred across open-label cycles; by cycle 4, week 4, mean PGA was
1.9, and walking speed increased +25.3% (17.5, 33.2), with 16% of participants walking >0.8
m/s (associated with community mobility; 0% at baseline). Tolerability was good and consistent
with the known abobotulinumtoxinA safety profile.

Conclusions: In chronic hemiparesis, single abobotulinumtoxinA (Dysport Ipsen) administration
reduced muscle tone. Repeated administration over a year was well-tolerated and improved walk-
ing speed and likelihood of achieving community ambulation.

Clinicaltrial.gov identifiers: NCT01249404, NCT01251367.

Classification of evidence: The double-blind phase of this study provides Class | evidence that for
adults with chronic spastic hemiparesis, a single abobotulinumtoxinA injection reduces lower
extremity muscle tone. Neurology® 2017;89:2245-2253
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Table 2 Modified Ashworth Scale gastrocnemius-soleus complex scores for the double-blind p

treat population)

Efficacy measures Placebo (n = 128)
Baseline mean (SD) 3.9(0.5)

Week 4 mean (SD) 3.4 (0.8)

LS mean (95% CI)? -0.5(-0.7 to —0.4)
p Value vs placebo —

Week 12 mean (SD) 3.5(0.7)

LS mean (95% CI)? -0.4 (-0.5 to -0.2)

p Value vs placebo —

Abbreviations: ABO = abobotulinumtoxinA; Cl = confidence interval; LS = least squares.

ABO 1,000 U (n = 125)
3.8 (0.5)

3.2(0.9)

-0.6 (-0.8 to —0.5)
0.2859

3.4(0.7)

—-0.4 (-0.5to -0.2)
0.9536

ABO 1,500U (n =12
e ]

3.7 (0.5)
3.1(0.9)
-0.8(-0.9to -0.7)
0.0091

|
3.3(0.9)
-0.6 (-0.7 to —0.4)

0.0324

2LS means for each treatment group and treatment comparisons, as well as the p values, were obtained from an analysis
of covariance on the change from baseline with treatment, baseline score, botulinum toxin treatment status at baseline

and center as covariates.
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Abstract

Background: OnabotulinumtoxinA has been shown to reduce headache-days among patients with chronic
migraine (CM). The objective of this analysis was to determine whether onabotulinumtoxinA has an impact on
headache-day severity in patients with CM among those patients who were deemed non-responders based on
reduction in the frequency of headache days alone.

Methods: Data from the Phase 3 REsearch Evaluating Migraine Prophylaxis Therapy (PREEMPT) clinical trial program (a
24-week, 2-treatment cycle, double-blind, randomized, placebo-controlled, parallel-group phase, followed by a 32-week,
3-treatment cycle, open-label phase) were pooled for analysis. Patients kept a daily diary to record headache severity on
a 4-point scale (from none to severe), and a 6-domain Headache Impact Test (HIT-6) was used to determine the clinical
impact of headaches. Analysis was undertaken to assess whether the subset of patients that were headache-day
frequency non-responders at week 24 (patients with <50% reduction in headache-day frequency) experienced a
reduction in headache severity whilst receiving onabotulinumtoxinA.

Results: For headache-day frequency non-responders, significant reductions in the number of severe headache days,
average daily headache severity, pooled percentage of severe headache days and headache severity score were
observed at week 24 for patients who had received onabotulinumtoxinA compared with those who had received
placebo. The between-group differences were reduced and non-significant at week 56. Similarly, headache-day
frequency non-responders receiving onabotulinumtoxinA were found to have an improvement in the clinical impact
of headaches using results from the HIT-6.

Conclusions: These results suggest that even those patients with CM who are deemed non-responders based on
analysis of headache frequency alone experience clinically meaningful relief from headache intensity following
treatment with onabotulinumtoxinA.
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Abstract

Botulinum toxin (BoNT) is highly effective in the treatment of cervical dystonia (CD). yet a
significant proportion of patients report low levels of satisfaction following treatment and fail to
follow-up for repeated treatments. The goal of this study was to determine the reasons some
patients have unsatisfactory responses. A total of 35 subjects who came to our center requesting
alternative treatments due to unsatisfactory responses following BoNT treatment for CD were
evaluated. Included were 26 women and 9 men with an average age of 57.1 years (range. 25-82
years). and an average duration of illness of 12.5 years (range. 1-55 years). Details of
unsatisfactory BoNT treatments were methodically collected by a movement specialist using a
standardized intake form. including provider subspecialty. product used. number of satisfactory or
unsatisfactory trials. doses given. specific muscles treated. use of electromyographic guidance.
side effects, and tests of resistance. The specialist then provided repeat treatments if indicated. and
followed each case until the reasons for unsatisfactory outcomes could be determined. Multiple
reasons for unsatisfactory outcomes were found. They included suboptimal BoNT doses,
suboptimal muscle targeting. intolerable side effects. complex movement patterns. discordant
perceptions. and incorrect diagnoses. Only 1 patient was functionally resistant to BoNT. Of 32
subjects who received repeat BoNT treatments. 25 (78%) achieved satisfactory responses after
revision of the original treatment plan. These results indicate that the majority of unsatisfactory
responses to BoNT treatment of CD were caused by correctible factors and imply a need for
improved education regarding optimal treatment methods.



HecmoTpa Ha TO, UTO DOTYyANHOTEPANUA
— neyerue MEPBOW avHun ans
LepBUKaAbHbIX ANCTOHUW, TOJIbKO
NMO/TOBNHA nauneHTOB roBopuT O
BbICOKOM YPOBHE yA0BJIeTBOPEHHOCTU
pesyabtatamu, a 20-40% nauveHToB He
NPUXOAAT Ha MOBTOPHOE BBeAEHME
npenapara



CLUA (r.AtnaHTa, >Xxop>na)

35 MmayMeHTOoB C LepBuKaJbHOW AUCTOHWEN C
HeyOB/IETBOPUTE/IbHbIM Pe3y/ibTaTOM JieUeHU
B TeueHune 2 feT, KTO CTa/ CTaBUTb BOMPOC O
XVPYPrumyeckom sedeHnm (rnybokou
CTUMYAALNN MO3Ta)

BHe 3aBMCMMOCTM OT 3TUOJOTUM U HAANUUA
APYruxX ANCTOHUKN n/nan Tpemopa

He cTaBuaoChb Uenbto CpaBHeEHME NpenapaTos,
6panncb CTaHAapTHbIe A03bl



CpeaHunn Bo3pact — 5/7.1 T

CpefHAa NpoAONXKNTENBbHOCTb BONE3HN —
12.5 net

boablWMHCTBO (N=26) — C nAMONAaTUYECKOWN
M30JIMPOBAHHOW LLEePBUNKANBHOM
INCTOHUEN

Jleunnnce y Hesposaoros (n=31),
peabnanTonoros, cneymanncTtos no oaw,
OpTONeAO0B, Bpayen nepBnUYHOro 3BeHa



Y 6onbwinHcTBa (N=27) n3Ha4YanAbHO Obli
HeyAOBJIETBOPUTENbHbIN pPe3yabTaT

Ot 1 go 10 npoueayp

[o3bl — oT 50 o 600 eanHuny, onaBoNT-A mnan
INcOBONT-A, ot 150 go 1800 ea aboBoNT-A

6 NauUMeHTOB HEMOCTOAHHbIV 3PdEKT

2 naumeHTa — 2 roga xopowmnmn 3¢dekt, NnoTom
— OTCYTCTBUE

121 npoueaypa Ha Bcex, U3 HUX 95% - 6e3
AOJ/DKHOro 3¢ dekTa
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The number of reasons for unsatisfactory outcomes among 35 patients treated with
botulinum toxin for cervical dystonia. The total adds to more than 35. because more than 1
reason applied to many patients. The reasons for 8 cases could not be determined because of
inadequate documentation in medical records regarding treatment details for unsatisfactory
results. but good results following repeat treatment suggest the main problem was improper
dose or muscle selection.



* Y 3/35 ObIn B UTOre yCTaHOBJIEH ApPYrown
AMarHo3

» Bcem 6bIN0O NpeanoXXeHO MOBTOPHOE
BBeJEHME npenapaTos. B utore:

—y 25/35 (78%) 6blan noayyeHsbl
NONOXNTENIbHbIE Pe3yabTaThbl

— Ot 1 no 8 BBEAEHUN

— Ot 100 po 400 eanHmnu onaBoNT-A naun inco
BoNT-A, ot 300 ao 1200 en aboBoNT-A



* /13 Tex, y KOro He 6blJI0 MOAOXKNTENIBHOIO
pesyabTaTa:
— [lcuxoreHHada TpaBma
— AHTepokoaAnC
— TpemMop-AOMUHAHTHbBIV BapuaHT
— OTKa3 OT NOBTOPHOro BBEAEHWNA U3-3a CTOMMOCTM
— PedppakrtepHas 60/b B Wwee

— VICTHHAA pe3nCTEHTHOCTb, MOATBEPKAEHHAS
pe3y/sbTaToOM TecTa

— Tpoe HanpassieHbl Ha DBS. 13 Hux
* 1 oTKazancs,
* y 1 pesynbrata Her,
* y 1 - OT/INYHBIN pe3synbTat



* BOMBLUNHCTBO Hey[0BAETBOPUTENbHbIX
PEe3yAbTAaTOB BbI3BaHbl KOHTPOANPYEMbIM
N dakTopamMu (MpPaBUAbHBIA AMATHO3,
noADOp 403, MblLUL, NPaBUAbHbBIN pacyeT
N OnncaHme B AOKYMEHTaLMN, TECT Ha
PE3NCTEHTHOCTb U Mp.)

« Tpebyetca yyyLumTs 0byyeHme
Bpayey, 3aHMMaroLLNXCA
MHbekumnamm BoNT



[lpurnawaem B
egepasibHyro
Kanruxy bI MY

Info@ufaneuro.org
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