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IO.E.Bemrurqesa
flpr'r'rana cogblBa KoHcrurrryMa: HtBHarreHr.re JreKapcrBeu'oro ,'pen wffid, He 3apef]rcrp]rpoBarl'oro
Ha reppl'ITopw PoccrEficroft Oe4epaquu, ner<afcrneuHoro [pe[apara rlrfl. r.ru.u.rBr,rryrrJrbgoro
lpI4MeHeHI'IlI rlpll oKa3aHrlr{ eMy MeALIqI,IHcKofi [oMorq]r rro )Klr3negrrbrM noKa3aHrrrM rr
Heo6xo.U,IMocrr{ BBo3a AaHHoro JIeKapcTBeHHoro npe[apara.
[annrre o naqrreHTe: HI4xerbcxuE ,4anunn AnercanApoBrirr, 05.10.2011 ,.p., Mecro xr,rreJrbcrBa
BoponeNcrax o6n., r.Karav, yn.rlpurors ellr';nas, r.137 rn.3, u.6. Ns 6571201g
flprinaraercfl: K''II'IJ{ flaclopra prnv cBtrrereJlbcrBa o poxAeHr,ru ilarl?reHTa r{ cornac}re naq}rsi{Ta rrnii
ero 3aKOHHOTO npe,4craBl,ITeJlfi Ha [p]reM IaHHoro npenapara, 3aBepeHHrre IrlncrnryroM (r.rnn n
$oprr're AoKyMeHT&, rroAll{cauHoro gJreKTponnoft qn(pponoii rroA[r{cbro - np}r neo6xo4nuocru).

[aHnrre o cocroffHrrrr [aqfieura: ,{uarno3 ocrroBnoft: Tsxeruur Mr.roKJloH}r11ecKa-11 grrrrJlerrc]rrr
MraAeHqecrBa. Ctlr.qpona flpaee. OcnoxuenrEs: Hapyrxeur.re rrcnxopeqeBoro pa3Br4Tr,rr. ,{e6ror
sa6oreeaHutl c 7 naecsrleB, KorAa Btrepllhre piBBrancr reHepaJrr{3osauHrrfi ToHr{Ko-KJloguqecrnft
npl'Icryr Bo BpeMf clra (go 10 rrazn). floore qero 6rr.rr Ha3HaqeH lenarnu. Ha ([oue repanur4
rlpl4cryrlbr roBTopsn}Icb np]r OPBII B ToM tILIcne u 6es renrneparypbr c.racrorofi 1 pae n 6 nrecsqen. C
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2-x ler orMeqaerc.fl rrarrleHl'Ie 4o 1 pa:a s 2-3 Mecflrla. B repanuro 6rur eneAen Touauarc -
orMeqaJlocb BbrpaxeHHoe nos6yx4enrae, B[epBbIe rrpora3orrreJr grrrrJrerrrr{qecxufi craryc
AwrrenbHocrblo .qo 1 qaca. flpu sauene Touaruaxca Ha Kennpy, TaKXe oTMeqaJrocb Bo3pacrague
qacrorbl fip]IcrylroB 4o I pasa B HeAeJIIo. fIpH uponeAenr{H reueryrqecrofi Auaruocrr,rKri BburBJreua
rerepo3l'IrorHtul MyraqlIJI B reHe SCNIA , orBercrBeuHoM 3a prcBnrrre cLrHApoMa [pane.C ceurx6px
2014 r pe6enry Ao6asreH B repail,Irc Kronagenau, Epr.rcrynhr crrrJrr{ Menee Bbrpaxeggue. flpr
3aMeHeH Kenuprr na CrnpunenTor no 500 ur x 2 pa3a B cyr. orMerraeTcfi yMeHbmeplre qacTorbr
[pl'IcryfloB 14 yN[eHbrrreHl4e I{x BbrpDKeHHocrn, pe6enoK craJr Menee nos6ygnuurra, HecKoJrbKo
yrfrmfircs I'IHreJIJreKr. B Iuae 2016 rola 4osa Crvrp]{reHroJra yBenr.rtreHa ao 750 ur x 2 pa3a B cyr.
rlpeKparlilIlrcb rrpllcryrlrr n 6o4pcrBoBaHI{I{, coKpaTlrnacb AJrr,rreJrbuocTb r,r qaerora [p]rcryrroB Bo
cne. Pe6eHoK critrl6onee ymoft'runo xoAI,ITb, npeKparr{Jrocb cJrloHorerreHr,re, HecKoJrbKo yJlrrmr.rJlocb
petleBoe pa3BI'IT[e. Ha uorraenr fiocryrr.tenufr y pe6enxa oAi,rno.rnrre np]rcryrrbr Bo BpeMJr cHa B Br4Ae
no'qeprl'IBaHllrl roJloBbr c ABycropouurrMrr KJroHlrrMn B Kouermocrax I pas B HeAeJrro r4 pexe.
O6ocnonaHne Ha3narrenr.rfl JreKapcrBeHHoro npenapara:
1. Kpurepuu g0dertrrnocru: .{Harconrnr (Stiripentol) saperr.rmpupoBzln nar op([anurni npeuapar
EnponeftcrtM areHrcrBoM ro JIeKapcrBeHHbrM cpe.qcrnarra (EMA) 5.12.2001r Arrr epo ucrroJrb3oBarrrt
rIpI'I TfixeJrofi rrarEornonaqecxoft gnl,IJrencul{ MnaAeuqecrBa, crrrrAporrae r{pane. Herarr,rsgbre norrbrrKr,r
IIpl{MeHeHnt uperapaToB Apyr}Ix rpyrm rBJurercs nprMbrM rroKrBaHrreM K rrpoAoJrxeHr{ro nu6pannofi
o[TI4MzuIbHoft rorvr6unuponannoft flporl,IBocy.qopoxnofi repanizu, na xoropofi AocrlryHyr nar,gryvruuft
pBynbrar B BI'IAe AocrI'DKeHI{fi lcmanraqecxoft rr gJleKTpoeHqerfalorpa$il.recrofi peMr.rcc]r]r:
,{narcounr 1500 ur B cyrrcrr. flonrnru cHr.rxeHr,rr Ao3br r,rn{ orMeHbr rrpefiaparos r.rs sroft
xou6una4ur{ npr,rBoAr{nr4 K perlr4A}rBy rflKeJrbrx. gilI,HeuruqecKrrx [pprcTynoB.
Jlerapctnenurrft npe[apar .{lrarorvrul , (Stiripentol), He 3aperncrpr,rpoBaH Ha reppr4ropr}r
Poccuficroft oeaepaqvrr.l, Ho nueer MexAynapoAHyro n Erponeficxyro peilrcrpa\vfi. flpenapar
,{uaro*urr (Stiripentol) xnnrercr ,e(p(fexruBrrbrM cpeAcrBoM .AJrr npor}rBocyAopoxuoft repauuu
6onElrrx c tsxeroft nporpecclrpForqeft HacJreAcrBenuofi naronorprefi (npenapar l-ofi ovepegu
nrr6opa, aHaJIoroB n Poccrau uer). Ilpenapar ,{uarorranr (Curpnnenron) (xancynu no <250 ur)
BblrlycKaercf, BIOCODEX nasHa.raercs 6omnoMy I,I3 pacqera 20 - 50 rrlr/xr Maccbr reJra B Tprr
IrpI4eMa elKeAIIeBHo, AJrlrreJrbHo (na [portxeHr.rr,r Mnorrix ner). O p]IcKe Bo3H]rKHoBeHr{r Bo3MoxHbD(
no6o.nrrx ssrenufi poAr,rrenlr npozu$opMr,rpoBaHbr.

,{oaa 4m [aq]reHTa Hr,rxenrcroro ,{anruna Arexcan4poBr{qa, 05.10.201I ..p , cocraBnser 1500 rrrr s
cyrKll (58 ur/rr n cyrru). CreAosareJlbHo, pe6emy Hy)KHo 186 rancyn Ha I rraecsrl rpreMa, na I roA
- 2190 KancyJI. B cssgr c reM, tlro npe[apar .[narcounr (Stiripentol) He 3aperurcrp]rpoBarr Anfi
IIpI'IMeHeHI4t Ha repptrropurr4 Poccuficxofi Oegeparl[?r, 3aK)mKa npenapara v. Jreqeg]re pe6enna
AoJIx(HbI [poBoAI,ITbct B coorBercTBur4 c pa3peruenuerra PocgApaBuaA3opa ]r flpaB]ilraM orlycKa
JIeKapcrB Qnprr,rofi rpolr3BoAr.rreJreM BIOCODEX.
2. Kpnrepur,r 6egonacnocrr.r: I{an6onee pacrpocTparreHHhre no6o.nrrre e(f([erru .{narco*rnra
(Stiripentol) (pasnunarorcs 6oree qeM y 1 rs 10 raqpreHToB) rnnarorcx anopeKcr{rr, rorepr Beca,
6ecconuzrla, coHJILIBocrb, araKcr{fi, rr{rroronarfi. u Ar,rcronr,rr. flpornnonoraganr.rft n np"*e"eH}rro y
AaHHoro rarlr{eHTa He BbrrIBJIeHo. (lercrax HeBpoJrorus): KruuuqecKr.re peKoMenAaqzu, Brmycr
l/not pe4arqueft B.I4.fysenofi. - M.: OOO (MK>>, 2014. - 328 crp.; B.I4.fysena In coaBr.
<<Knrasr,IqecKl4e peroMeH.qaqu[ rro Ar{arHocr}rKe r{ Jreqeufiro grrr{Jrelcr{r{ y Aerefi), c.265-327./lChiron
C. Stiripentol. Expert Opin Investig Drugs. 2005;14(7):905-911. ll Long-term safety and efficacy of
stiripentol for the treatment of Dravet syndrome: A multicenter, open-label study in Japan. Inoue Yl,
olrtsuka Y2; STP-1 Study Group. Epilepsy Res. 2015 Jul;l 13:90-7. doi:
10.1016/j.eplepsyres.201 5.03.012. Epub 2015 Apr 6.).
3A.K#IOTIEHHE KOHCITJIITVMA :
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B coorBercrBnr c fIocranoBJIeHIIeM flparutenrcrna PO or 29'09'2010 r' Ns771 (pea' or

15.10.2014r.) (o ropsAKe BBo3a neKapcrBe'HbD(rcpeAcrB AJrr MeAr{q}rHcKoro rp}rMeHeH}rfl rra

reppr,rropllrc Poccldcrofi OegepaUu", (u*tttt c <<fIpaBI'InaMlI BBo3a iIeKapcrBeHIIbIx cpeAcrB AJUI

MeArrqurrcKoro rprrMerreHlr.f, Ha repprlropuro Poccllicroi-oeaepauuuD n flpurasorr'r MluructepcrBa

3ApaBooxp arre*vsr{ coqraJrb"oro p*""ius Poccuficrofi (DeAepaquu or 9 anrycra 2005r' Ne 494 (O

[opsAKe rrplrMerreHrrr neKapcTBeIIHbD( cpeAcTB y 6olrnrm IIo XI'I3HeHHbIM IIOKit3aH[tM)) Kouculuyu

TT''TaIIOBIIJI: pa3pe',,llTb K I',IHAIIBI'I,.yaI'HOMy BBO3y II flpI[MeIIeHI{n He 3aperuI.Tp'tponannrrft na

reppr.rroprilr poccuftcrofi @eaepaqwr rpenaput.4""*ornr (stiripentol) gr-fi oKa3a'lrfl ueAuuuncrofi

rroMolrllI fiaquelrry rro xrBrreHrrbrM rroKa3arrrlgM'

Pacqer KoJrrrqecrBa rrpenapa
npuerr,ra. na 1 ro,u - 2190 rancyl'

oHc}IJI} IyN[ao3IIaKoMJIerrrr '6rrnnpourr$opMI(poBaIIoAtuII IoM
^-.^;,. -anorrrrr n 6eenrrne.TlocTpl\/ uuAgPrA(lrlYlwrYr J

rreKapcrBenrroM cpe,qmne, o6 oxlrAaeMofi ssQemraBlrocrrr 113:3T":::13:t;:-::t":X1"*"""#JMsyvruvr

JreKapcTBeHIIOrc cpeACTBa, CTSII9HI'I plICKa' a TaKXe O AeftCrsr4f,X B CJIyqae He[peABuAeHI{bD(

esQerror BfiytfiHvts.JreKapcTBerrrloro cpeAcTBa Ha cocTotHl{e 3AOpOBbt'
.')

3aKoHlroro nPeAcmrnrenx)

TIOATII4CU YTIACTHIIKOB KOH

3auecrureirb AllpeKTopa uo ueqe6nofi u.u. Koean€e I'1.4.

Ha.rarsHur orAeJIa oKa3arrut ueAurluncrofi K.M.u. Aeanoe E.f.
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