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[MoTeHUManbHbIN KOH(PNUKT UHTEpecoB

Loknadquk nonb3yemcs 6 KIIUHUYECKOoU rnpakmuke
(6 yHUsepcumemckol KnuHuke u e kayecmee JlUUeH-
3UpOB8aHHO20 YaCMHO-NMpaKkmMuKyruweao Hegposozaa)
cnedyrwumu npenapamamu 60mynuHU4ECKUX Hel-
pornpomeuHos A: «bomokc», «[ucrnopm», «Kceo-
MUH», «Penamokcy, npoeodum macmep-Knacchl U
yumaem JieKkyuu, compyoHu4aem c npou3sooumensamu
8CeX 8bllIEYKa3aHHbIX rpernapamos. KoMnaHusmu
«AnnepeaH», «incen», «Mepu», « MukpoaeH»,
a makxe ¢ opyaumu rnpoussooumenamu npenapamos ¢
doka3aHHOU 3aghghekmueHOCMbHO




CtaHgapTbl MeAUKO-CaHUTApPHOW NOMOLUM,
yTBepxaeHHble MuH3gpaBomMm Poccuu um
3apeructpupoBaHHble B MuHtocTe Poccum (9),
BKMOYaKlWMe Ucnosrib3oBaH1Me npenaparoB
OOTYNUHUYECKOro HeMponpoTeunHa:

AeTckue uepedpanbHble naparnuuu
MbllIeYHbIe AUCTOHUMU (OEeTAM U B3POCIbIM)
paccedHHbIN CKNepo3

3CCeHUuManbLHbIK TpemMop

b6one3Hb NapkUHCOHA
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Clostridium botulini — Gram (+) aHa3poOHasa nanoyka, CUHTe3UpPYHO-

las 8 cepornornyecku pasnuyHbiXx HeupotokcuHoB (A, B, C1,D, E, F,
G unH)

B KnUHM4YeCcKon npakTuke UCMornb3yrTCA TONMbLKO cepotunbl A n B —
B Poccumu — 6 npenapartoB, kotopble HEBSAVMO3AMEHAEMBbI

BenkoBble KOMMNIEeKCbl HEMPOTOKCUHOB Pa3fIMYHbIX CEePOTUNOB
coaepxart Tpu BMaa Genka:
- HenpotokcuH maccom 150 k[la (Bce)
- HeTokcn4yHble BcnomoratenbHble 0enku
-f'emarrnroTMHUH A
-HeTOoKCMYHBLIN Genok, He ABNALWUNCS
remMarrnfOTUHUHOM
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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
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ONUCBLIBAKOTCA B3POCSblE NALUUEHTbI U

npenapaTtbl O0TYNIMHNYECKNX TOKCUHOB

NPUMEHANUCHL NO AENCTBYOLLIM
cenyac opumumanbHbIM UHCTPYKLIMAM,
yTBEepXaeHHbIM MuH3apasom Poccumn
ANA nauMeHToB HEBPONOrM4YeCcKoro
npodpuns
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Yro mbr 3Haem?

MECTO BOTY/IMHUYECKOIO TOKCUHA TUIT A
B MEXKAYHAPOAHbIX CTAHAAPTAX 1O JEHEHUKO CINACTUYHOCTU

AMepuKaHCKasi akagemMusi HeBPOJIOrUu:

BTA —a10 adhchbekTmBHAA 1 Bes3onacHas Tepanus A4NSA CHUXEHUS
CMacTUYHOCTU U YNy4LLEHNA NacCUBHON (PYHKLMN KOHEYHOCTEN
(ypoBeHb goka3aTternbHOCTU A),

a TaKxke yrnyJleHns akTUBHON (PYHKLMN KOHEYHOCTU

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

HaunvoHanbHoe pykoBoacTBO BennkobputaHum no revyeHuro
CMNAaCTUYHOCTM:

NeyeHnem BbiIOOpa npu hokanbHON MbILLEYHON CMACTUYHOCTU ABMSIETCS
BHYTPMMbILLEYHAA UHBbEKUMNSA OoTynoTokcnHa? (2002)

'Simpson 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
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B, TAEATER OPUTMHANDHBIE HCCNEAOBAHUA U METOAUKH

XarskoBa C.E.', Kocrenko E.B.%, IToxatos /I.B.%, I'vcroB A.B.¢, Kanarun A.H.5, XKykosa H.I'.®
'DIAY «Jlewebno-peaburumayuonnsiic yenmp», Munzopasa Poccuu, Mockea, Poccus; *I'AY3 « Mockoeckuii nayyHo-npakmu-
YecKull yeHmp MeOUUUHCKOU peabuaumayuu, 60cCMmaHogumenbtol u cnopmuenoit meouyunst /13 2. Mockewr», Mockea,
Poccus; *@I'bOY BO «Kpachospckuii cocyoapcmeenivlii MeOuyuHckuil ynueepcumem um. npog. B.D. Boiuino-Aceneukoeo»
Mun3zdpaea Poccuu, Kpacnospck, Poccus; *I'bY3 Huscecopodckoit obaracmu « Huxcecopoockasn obaacmuas Kaunu1eckas
boavnuya um. H.A. Cemawrko», Huxncrnuii Hoszopod, Poccus; *@I'BOY BO «Upkymckuii 2ocyoapcmeeHHblil MeOUuyuHCKUil
yuusepcumem» Munzopaea Poccuu, Upkymck, Poccus; ‘©T'bOY BO «Cubupckuii cocyoapcmeeHiblit MeOUyUHCKU
yHusepcumem» Mun3zdpaea Poccuu, Tomck, Poccus
125367, Mockea, Heanvkosckoe wocce, 3; °105120, Mockea, ya. 3emasnoii éan, 53; 660022, Kpacnosapck,
ya. Ilapmuszana XKenesusxa, 1; ‘603126, Huxcnuit Hoseopod, ya. Poouonoesa, 190; °664003, Upkymck, ya. Kpacnozo
Bocecmanus, 1;°634050, Tomck, Mockoeckuit mpakm, 2

OueHka be3onacHoCTH U 3(hEKTUBHOCTH POCCHICKOID
npenaparta 60TynoToKcHMHa A PenatoKkc® B CPaBHEHUH
¢c bOTOKCOM® NpH CNACTUYHOCTH PYKK nocne
HIIEeMHUYECKOro MHCYNbTa

(MynbTHUEHTPOBOE PAHAOMKU3NPOBAHHOE UCCNE0BAHKE)
B —

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




Ileaw uccaedosanua — oueHka 6ezonacHocmu u sghghekmueHocmu nepeoeo poccuiick oo bomyaomorxcuna A (bTA) Peaamokc® u npenapama
bomokc® npu cnacmuyHocmu pyku nocae Uemu4eckKoeo UHCyabma.

Hauuenmot u memoodot. MyasomuueHmpogoe paHoOMU3UPOBAHHOE KAUHUYECKOe UCCcAedo8aHue npoxoduao e 6 uenmpax Poccuiickoit @ede-
pauuu, 8 Hem npuHAAU yuacmue 160 nauueHmos, nepeHecuux UemMu4eckKuil UHCyasm co Cnacmu4HOCMol0 8epPXHell KOHeyHocmu 22 0an-
2106 no wikanre Jueopma. He panee uem uepesz 3 mec nocie UHCYAbMA NPOBOOUAACH OOHOKPAMHAaA UHvekyus Peaamokca® uau bomokca®™ ¢
nocaeoyouell OUeHK O USMEHEeHUS MblUEYHO20 MOHYCA, HAAUYUS U BbIPANCCHHOCU HeNceaamenbHblX aeaeHull (HA, mecmHoix u cucmem-
HbIX peakuyuil).

Pesyavmameot. [locae unvexuyuu Peaamoxca® y eécex nayueHmos ommeuansocs 00Cmo8epHoe CHUNCCHUE MblUEYHO20 MOHYCAd 8 MblUUaxX
8epXHell KOHeYHOCMU No OaHHbIM wKarsl Jueopma (p<0,05), komopoe 3apuKcupo8ano npu 8cex UUMAax N0 CPABHEHUI) ¢ UCXOOHBIM.
Hauboavuiee cHuxdceHue MolleyH020 MOHYca Haba0arocs uepes 1 u 2 mec nocae UHseKUUU, a 8 nammepHe «naiblbl» — yepes 3 mec no-
cae uHvekyuu. Ighgexm nocae UHseKyUU COXPAHANCA 6 meueHue 3 mec, 4mo noomeepicoarocs OAQHHbIMU WKaibl Jueopma 60 epems no-
CAe0He20 eusuma no cpasHeHuro ¢ UcXodHoim (p<0,05). locmoeepHvix pazauyuit 6 OMHOUEHUU CHUNCCHUS MbIUEUYHO20 MOHYCAd MexCoy
epynnamu nayuenmoe, neveHHolx Peaamoxcom™ u bomoxcom®, e goviaeaero (p>0,05). [lokazansl xopowias nepeHocumocms u 6e3onac-
Hocmo Peaamokca®™, conocmagumole ¢ makogwvimu npenapama cpasrerud. Koauvecmeo 3apeeucmpupoeanHsix MECMHbIX U CUCEMHbIX pe-
aKuuil  obeux epynnax 0bia0 He3Ha4UmMeAbHbIM U 00CmoeepHo He pazaudanocs (p>0,05). He 3apukcuposaro cyuiecmeeHHuIX pazauuuil 6
2a00pamMopPHbIX NOKA3amMenax U OaHHuIX 31eKmpokapouozpaguu y nauyueHmos ooeux epynn (p>0,05). Cepvesrnvix HA 6 xooe uccaedosa-
HUS MAK e He bl6.1CHO.

3axarouenue. [ToayueHHole OaHHble caudemenbcmeyom o bezonacHocmu u ek mueHocmu Peaamokca® 6 omuoueHuu CHUNCCHUS Mblliey -
H020 MOHYCA 8ePXHEU KOHEYHOCMU Y D0NbHBIX NOCAE UEMUYECK020 UHCYAbMA, YMO ABAAMCA BANCHHIM KOMNOHEHMOM 8 CmpyKkmype peaou-
aumayuu (npexcoe ececo, YYHKUUOHANbHO20 80CCMAHOBACHUA) NAUUCHMOB CO CHACMUYECKUM NAPe30M 6epPXHell KOHeUHOCMU.

e —

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




TaGauua 3. OueHka cnacmuyHocmu no wkaare Juweopma
(nammepH «arokome»; 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 cnacmuvyHocmu no wkanse Juweopma
(nammepH «kucmo»; MEtm, 6aarnol)
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*
|
Tabauua 5. OueHka cnacmuyHocmu no wxkaare Juweopma
(nammepH «naavyvl»;, MEm, 6anrnwel)
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.






GUIDELINES FOR ADULT STROKE REHABILITATION AND

Yro mbr 2Haem?

RECOVERY AHA/ASA, 2016

PekomeHaauunmn (NOCTUHCYIbTHaA CNacTUYHOCTD)

Knacc

YpoBeHb

MHbeKLU/Il/I 6OTyJ]l/IHl/Il—IeCKOFO TOKCMHa B MblWLUbl BerHel;l KOHEeUYHOCTU

peKoOMeHAOBaHbl A4 YMEHbLIEHUA CTMTaCTUHYHOCTU, yBEINYEHNA obbema
MNacCMBHbLIX NI aKTUBHbIX ABM)KGHMI;I, obnerueHus oaeBaHWUA, obnerve-
HNA OCyleCcTBAEHNA TUTNEHDbI, YAYyYLLEHNA MO3bl

A

|/|H'beKLl,l/Il/I 6OTyJWIHl/NeCKOFO TOKCMNHA B MblLlIL bl HUXXHEN KOHEYHOCTU
peKoOMeHAOBaHbI And YMeHbWEHNA CNMAaCTNYHOCTN, KOTOPAA MeLllaeT
ocywecrBJ1€HNHO XO,D,b6bI

Flepopaﬂbele MNOpPEeNaKCaHTbl MOTYT ObITb MCNOAb30BaThCA B C/iydae
I'eHepaﬂI/l3OBaHHOI7I CMacTUYeCcKou ANCTOHUN, OAHAKO UX NCTMOJIb3OBaHWE
MOXXET Bbl3blBaATb TakKne A0303aBUCUMbIE nobouHble Bq)q)eKTbl, KaK
COHINBOCTb

lla

3ﬂeKTpOCTI/IMyﬂFILI,l/|FI nin Bl/l6paLI,l/lOHHOe BO3A€VICTBVI€ Ha CractTn4yHble
MbILLULbI MOXXET ObITb MCMOAb30BAHO C Uueabo BpeMeHHOIo YyMeHbLIEHUA
CNactTMYHOCTN AONONHUTENBHO K pea6vaTauMM

b

MMﬂﬂaHTaLI,l/IFI 6aKﬂO(peHOBOI;I MOMIIbl MOXET UCTNOJIb30BATbCA B C/ly4dae
I'py6OI'O CMactn4eckoro rmnepToHyca, pe3ncreHTHoOro K ApyriuMm turnam
Tepannn

b

He pekoMeHA0BaHO MCNOAb30BaHME WNH U TENMOB C Liebio Npoduiak-
TMKN GOpPMMPOBaAHNE CNACTUUYECKMX KOHTPAKTYP B MbIlILAX KUCTU U
nanbLeB pyKu
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Efficacy and safety of abobotulinumtoxinA

in spastic lower limb

Randomized trial and extension
OPEN| A

Jean-Michel Gracies, MD ABSTRACT
Alberto Esquenazi, MD
Allison Brashear, MD

Marta Banach, MD . . . .
" i Panach Methods: In a multicenter, double-blind, randomized, placebo-controlled, single-cycle study fol-
Serdar Kocer, MD

Ritekiiial D lowed by a 1-year open-label, multiple-cycle extension, adults =6 months after stroke/brain injury
o 4 o 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 improvements in
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 (h =12
—

3.7 (0.5)
3.1(0.9)
-0.8 (-0.9 to —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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NPy CNaCTUYHOCTU HUXKHUX KOHEYHOCTEWN

SAKITIOYEHUE

« OpHokpaTHoOe BBeAeHMe [lucnopta
YMEHbLLASO MbILLEYHbIN
rMNEPTOHYC

o nOBTOprIe NWHBEKLUNN B TEYHEHUE
roga Xopowo nepeHOCUIinCb

* YBenuymnacb CKOPOCTb XoabObIl U
BEPOSTHOCTb AOCTUYb
CaMOCTOATENbHOE NepeaBmxXeHne







Yro mbr 3Haem?

KpMTepMM OII€HK!M KauyecCTBa MQ,IH/II[MHCKOﬁ
IoMommn

Kpurepun KayecTBa crenmuaan3upoBaHHON MeJMIMHCKON MOMOINY B3POCIBIM C

ME;BQHB]O

Ne Kpurepnh kauecrsa Yposesnb YposeHnb
AOCTOBEPHOCTH ybegunrensHocrn
AOKAa3aTensLCrs | pexkoMmeHgaunn
AOK3a3aTenbCcrs | pekomeHgaumnn
s & BbINCAHEH OCMOTP BPaYOM-HESPONOrcM W ycraHosneHa ©$opMa MUrpEHU B8 13 A
COOTBETCTEMU C KpuTepusmmn MKIS-3 bera
2 NposeneHa NoBeAEHYECKARA TEPANUy 1a A
3 NposeneHa Tepanuia: 1a A
- NPOCTbIMKM AHANBIETUKAMK U/ unn 1a A
- TPUNTaHaMU u/mam 2b/3 B/C
- KOMEMHUPOBAHHEIMU 3HANBrETUKAMK
(ans KynuposaHua NPUCTYNOE MUrpeHu He Bonee 8 OHEN B MecaU, B Z38UCUMOCTU
OT MEAULMHCKUX NOKAZAHWA U NPWU OTCYTCTEUM MEAVLMHCKUX NPOTUEONOKAZaHWUI)
- MposeaeHa Tepanusy: 1a A
- Bera-6noxkaropamu u/mnu 1a A
- KaHOECapTaHamm u/mnmn ia A
- BHTUKOHBYNbLCAHTAMK u/unu 2b B
- @HTWAENPECCAHTAMMN
(Npy HanNMYUM NOK3Z3aHUIN HE MEHES 4YEeM Ha 3 MEecAua, B 33BMCUMOCTM OT
MEAMLIMHCKMX NOK333HUA W NPK OTCYTCTEMKM MEAULIMHCKMX NPOTUBONOK33aHui)
5 MposeaeHa Tepanus
- TONUpaMaToM u/mam ia A
- BOTYNMHUYECKUM TOKCUHOM A u/uan 1a A
UNAKTUKK M 2b/3 B/C
(Npn XPOHUYECKON MUIPEHWHE MEHEE 6 MECAUEE, 8 3aBUCHMMOCTU OT MEAULIMHCKUX
NOKA3aHuM U NPU CTCYTCTEUM NPOTUBONOKA33HUN)
6 BbincnHeHs!: 1a A
- NOAHAR MAKM YacTM4HaA oTMeHa npenaparta(oe) snoynotpebnexusa u/unm 2b B
- AeToKcuKauma n/uam 3 &
- noabop obezbonusarolierc Nnpenapara apyron ?apnaxonorwqecxoﬁ rpynnel ans 13 A
KYNUPOEaHUAroNosHONB0AN H3 NEPUOA OTMEHDBI U/ UAN
- NPOPUNAKTUHECKOE NNEYEHNE
(Npy EbIRBNSHUM NeKapcTeeHHo-uHayuuposarHon (abysycHon) ronosHon Bonu, =
Z3BUCUMMOCTM OT MEOMLIMHCKUX MNOKazZaHMit M NPU  OTCYTCTEMM MEAMLIMHCKUX
NPOTUBONOKAZ3HNIA)
7 BoinonHEH AWH3MWYECKWIt OCMOTP HE no3aHee 3 Mecsues OT  MOMEHTa 2a B
npodMNaKTUHECKOro NeYSHUA
8 LOOCTUrHYTO YMEHbWEHUWE Yucna aHel ronosHow Bonm 8 Mecsu He no3aHee 3 1a A
MECALA OT MOMEHT3 HAYaNa TEPANUU HE MEHEE, YyeM Ha 50%




C D crrosminzdrav.ru/schema htmi?id=109#/text

MurpeHs y B3pOC/IbIX

MKB 10: G43
l'op yreepxaenus (wacrora nepecvotpa): 2016 (mepecmoTp KaXkapie 3 roaa)

ID: KP295
URL:

ﬂ};‘Oli)GCCHD}'{B.’XbeIC’ aCCoOnManmu:

* Bcepoccuiickoe oOmecrBo HesposnoroB (BOH) Poccuiickoe ofmecTBo mo
U3y4eHuIo rosoBHoi 6o (POUTD)

YTBepKIeHbl

Tpencenartens npesnumyma BOH, akanenmux PAHE.M.T'yces Yuensni cexpetaps BOH, npodeccopA.B.lext

http://cr.rosminzdrav.ru/schema.html?id=199#/text




e PexkoMeHIVIOTCS B KauecTBe Haubonee 3ddeKTHMBHBIX CPeiCTB TPUNTaHEI (Tab 7B) [4,
8,20,22, 25-27).

VpoBeHb yO0enuTenbHOCTH PpeKoMeHaanmii - A (YpoBeHb [JOCTOBEPHOCTH
IOKa3aTesabCTB — 1a).

Ta6nmmuuma 78. Tpunransl, peKOMeHIOBaHHbIE Isi KYNMPOBAaHUA NPUCTYIIOB
MUTpeHu”

MNpenapar Hdo3a, mr

CyMaTpunTaH Tabnerxku S0 mr, 100mr
HazanoHb cnpen 20Mr
Cynno3utopun 25 Mr

SneTpunTaH Tabnerku 40 mr
30NMUTPUNTAH Tabnerku 2,5 Mr
HapatpunTaH Tabnerku 2,5 Mr

*B Tabauue 78 yKa3zaHbl TPUITaHbI, 3aperMcTpupoBaHHbie B PO.
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v Komy: Leila Akhmadeyeva
27 oktabpa 2017, 19:47 @ 1 dann

[obpuiit Bewep! BenukonenHo , cnacubo !l lonosa coscem He BonuT, ABa AHA nobonena nocne o0gHOro CNoXxHoro agexypcrsa u scel MNoka

4YTO A KaK HOPManbHbIA YenoBek xusy, bnarogapa Bam!

OTnpasneHo u3 modbunsHom Moyt Mail.Ru

naTtHuYa, 27 oktadpa 2017 r, 21:34 +0500 ot Leila Akhmadeyeva <leila_ufa@mail ru>:

Kak camouyscTeue?

C yBaxeHuem,
I1.Axmapeesa

N3 nnyHoro apxuea npod. Axmageeson J1.P.
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Yro HoBoro?

Matharu et al. The Journal of Headache and Pain (2017) 18:78

The Journal of Headache
DOI 10.1186/510194-017-0784-4

and Pain

RESEARCH ARTICLE Open Access

The impact of onabotulinumtoxinA on ® e
severe headache days: PREEMPT 56-week
pooled analysis

Manjit Matharu'", Rashmi Halker?, Patricia Pozo-Rosich®*, Ronald DeGryse®, Aubrey Manack Adams’
and Sheena K. Aurora®




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.




BnusiHne oHaboTynoTokcuHa A Ha OHU C TSHXKernoun ronoBHOMn
6onblo (56-HepgenbHoe uccnegosaHne PREEMPT)

OCHOBHbIE OAHHBIE

« BKnoYeHbl TONLKO HOH-pPEecnoHaep.bl

 llccnepoBanoch OKasbiBaeT Nn
BnnsHMe OHabOTYNOTOKCUH A Ha
TAXKECTb TEYEHUSA AHEN C roSI0OBHONU

oonbto (3 dasa)
« 24+32 Hepenu, ABOWMHOE crenoe

paHAOMN3NPOBaAHHOE Mnauebo-
KOHTpONMpyemoe unccrnenoBsaHue
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Fig. 2 Change from baseline in the number of severe headache days per 28-day period, among nonresponders*P < 0.001. 'P < 0.05




BnusiHne oHaboTynoTokcuHa A Ha OHU C TSHXKernoun ronoBHOMn
6onblo (56-HepgenbHoe uccnegosaHne PREEMPT)

SAKITIOYEHUE

Te nauneHTbl, KOTOpble ObINKU
0003HavYeHbl KaK «He oTBeTUBLUUE»
Ha OOTynNMHOTEepanuio NO aHanNu3y

yacToTbl/KOnMnyecTBa OHEU C

ronoBHoOu 60nbLIO, UCNbITbIBaNU
KITMHUYECKU 3HAYUMOE

obneryeHve NO UHTEHCUBHOCTU

roylIoBHbIX O0Oneun nocre rieyeHus
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