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Pe3ioMme Ha EPAR 3a o6LiecTBeHO nosi3BaHe

Neupro
rotigotine

HacTosawmnaT 4OKYMeHT npeacTaBisiBa pe3stoMe Ha EBponenckunsa nybnmueH oueHbueH goknaa (EPAR) 3a
Neupro. B Hero ce pa3sscHsBa Kak KOMUTETLT Mo NeKkapCTBEHUTE NPOAYKTM 3@ XyMaHHa ynotpeba
(CHMP) e oueHun nekapcTBoTO, 3a Aa Aaje MOJIOXUTENHO CTaHOBMLLE 3a pa3pellaBaHe 3a ynorpeba u
NpenopbKK 3a ycnoBusTa Ha ynotpeba Ha Neupro.

KakBo npeacrasnsasa Neupro?

Neupro e Habop OT TpaHcaepManHu naacTmpu (NNacTUpu, KOMTO AOCTaBAT JIEKApPCTBOTO NMpe3 KoxaTa).
Bcekn nnactmp otaens 1, 2, 3, 4, 6 unn 8 mg OT aKTMBHOTO BELLECTBO pOTUroTMH (rotigotine) B
npoab/keHne Ha 24 yaca.

3a kakBo ce usnonssa Neupro?

Neupro ce “3non3Ba 3a jiedyeHre Ha CUMNTOMUTE Ha criegHuTe 3abonsBaHus NMpuv Bb3PacCTHU:

e 60secT Ha MNapknHCOH. Neupro ce M3Mos3Ba CAaMOCTOSITE/IHO 3@ paHeH CTaauii Ha 3a60/19BaHETO MK
B KOM6MHauUus ¢ nesogona (4pyro SiekapcTBo, U3Mos3BaHo Npu 6onectTa Ha MapKMHCOH) 3a BCUYKMU
CTazauu Ha 3ab0/19BaHEeTO, BK/OYMTENTHO 3a KbCHUTE, KOraTo eeKTMBHOCTTA Ha SieBoAona 3anoysa
[a HaMansBea;

e yMepeH A0 TeXbK CMHAPOM Ha HECMOKOWMHWU Kpaka — CMYLLEeHMNE, NP KOETO NauMeHTbT YyBCTBa
HEKOHTPOSIMPYEM MOATUK Aa ABUXWN KPaHUUMTE CU, 3a Aa Cnpe ANCKOMMOpPTHU, 6one3HEeHN U
HeobuyanHu ycewaHusa B TA/10T0, 06MKHOBEHO HoweM. Neupro ce n3nonsea, KOraTto He MoxXe Aa ce
YCTaHOBWM KOHKPETHAa NpuYMHa 3a CMYLLEHNETO.

JlekapCTBEHUAT NPOAYKT Ce OTrMyCcKa Mo JieKapcko npeanncaHue.
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Kak ce manonssa Neupro?

Neupro ce npunara BeAHbX AHEBHO NO €4HO U CbLUO BpeMe Ha AeHs. NnacTupbT ce 3anens Ha cyxa,
yncTa 1 34paBa KoxXa BbpXy KopeMma, 6eApoTo, XaHLwa, Xbnboka, paMOTO UM pbKaTa HaA NaKbTS.
MnacTupbT ce ocTaBa B NpOAb/KEHME Ha 24 Yaca U cnef ToBa Ce NOAMEHS C HOB, KOWTO ce 3anens Ha
Apyro mMacto. B pamkuTe Ha ABe ceaMuum He TpsibBa Aa ce M3non3sa NOBTOPHO CbLUOTO MSCTO.
MpunaraHaTa KOHUEHTpaunsa Ha niaactvpa B HAa4YanoTo Ha JSIeYEHWETO 3aBMCK OT TUNA U CTaaMs Ha
NekyBaHOTO 3abonaBaHe. [Jo3aTa Moxe Aa 6bAe yBennyaBaHa BCsKa ceaMmuua A0 AOCTUraHe Ha
edexTnBHa Ao3a. CneunasnHa onakoeKa, CbabpXKalla NaacTMpu C YeTUpKU pasfIMyHM KOHLEHTpaUun, ce
npeanara B NOMOL NMpu 3anoyBaHe Ha SIeYeHne 3a paHeH cTaguii Ha 6onectTa Ha MapKUHCOH.
MakcumanHaTa fo3a e 8 mg/24 h 3a paHeH ctaamin Ha 6onectra Ha NapknHCOH U 16 mg/24 h 3a
HanpegHano 3abonseaHe. 3a CMHAPOM Ha HECMOKOMHW Kpaka MakcumanHaTta gosa e 3 mg/24 h.

Kak pneicrBa Neupro?

AKTMBHOTO BellecTBo B Neupro, poTUroTuH, € oNnaMMHOB aroHUCT, KOeTo O03HavaBa, Ye Hanoaobsiea
[elCTBMEeTO Ha AonaMuHa. [JonaMMHBbT e BeLecTBO, KOETO npeHacsl CbobLieHMs B MO3bUHUTE LEHTPOBE,
KOHTpONUMpaLLM ABMXKEHUSATA N KoopAMHaumsTa. MNpu naumeHTn ¢ 6onectta Ha MapKUHCOH KNEeTKUTE,
npounssexaalln AoMaMuH, 3ano4ysaTt Aa yMMpaT U KOJIMYeCcTBOTO Ha JoNaMmWH B MO3bka Hamansiea. B
pe3ynTaT Ha ToBa NMauMeHTUTe rybsaT cnocobHOCT Aa KOHTPONMpaT HaAEeXAHOo ABUXeHusTa cu. MNpes
KoxaTta Neupro AocTaBsi B KpbBHWS MOTOK MOCTOSIHHO KOJIMYECTBO POTUIFOTUH. POTUrOTMHBT CTUMynupa
MO3bKa Nofo6HO Ha fonaMMHa — MO TO3M HaYMH NauMeHTUTe ca B CbCTOSIHWE Aa KOHTpoaupaTt
[ABWXXEHUsITa CU M MMaT Mo-Manko OT NpUsHauuTe U CMMNTOMUTE Ha 6onectTa Ha MapKUHCOH, Hanpumep
CKOB@HOCT 1 3abaBsiHe Ha ABWXeHUATa. [eliCTBUETO Ha POTUFOTUHA NMpPU CUHAPOM Ha HECMOKOMHW Kpaka
He e Hanb/IHO U3sicHeHo. CMATa ce, Ye CMHAPOMBT Ce MPUYMHSBA OT NPobaeMn B HaUMHa Ha AeNcTBME Ha
J[onaMuHa B MO3bka, KOMTO MOraT a ce nofobpsaT C pOTUIOTUH.

Kak e npoy4yeH Neupro?

3a 6onectTa Ha NMapkuHcoH Neupro e cpaBHeH ¢ niauebo (Cnano fnedeHne) B YETUPU NPOyYBaHUSA NpuU
830 naumeHTn C paHeH cTagmin Ha 3abonsiBaHeTo M 842 NauneHTU C HanpeaHano 3abonsBaHe. [Be oT
npoyyBaHuaTa cpaBHABaT Cblio Neupro ¢ Apyry AONaMMHOBW arOHUCTU (PONWMHMPOS 3@ paHeH cTaamini Ha
3abonsaBaHeToO M NpaMMNeKcon 3a HanpegHano 3abonseaHe). B npoyyBaHusATa 3a paHeH cTagun Ha
3abonsiBaHeTo ce pasrfiexaa 6poaT Ha naumeHTUTe, Npyu KoMTo nma Han-manko 20% nonobpeHune Ha
CMMMNTOMUTE, U3MEPEHO Ype3 CTaHAapPTEH BbMPOCHMK 3a cuMmnToMmuTe. MNpoy4yBaHusiTa 3a HanpeaHano
3abonaBaHe U3MepBaT NPOAbL/IHKNUTENHOCTTA Ha Nepuoaa npes AeHsl, onncaH oT naumeHTuTe kaTto ,off"
(KOFaTO cMMnToMUTE Ha bonectTa ca TBbpAE MHOIO U NpendaTCTBaT HOPMaJIHUA XXUBOT Ha naumeHTa). ,ElBe
no-Manku npoy4ysaHusl, cpaBHsiBawmM Neupro ¢ ponMHMPON, Ca U3BbPLUEHU Cnej pa3pellaBaHeTo Ha
NeKkapcTBeHusa NMpoayKrT.

3a yMepeH A0 TeXbK CMHAPOM Ha HECMNOKOMHU kpaka Neupro e cpaBHeH ¢ niauebo B ABE OCHOBHMU
npoy4saHusi npu obwo 963 naumeHT. OCHOBHaTa MsApKa 3a ePEKTUBHOCT € NpoMsiHaTa, U3MepeHa Mo
[lBe CTaHAAPTHM CKasnu, CNej WeCT Mecela Ha Jlie4yeHne € NOCTOsSIHHa A03a.

KakBu nonsu ot Neupro ca yCTaHOBEHM B Npoy4YBaHUATa?

Neupro e no-edekTneeH oT Nnauebo 3a nedyeHmne Ha 6onectra Ha MNapKUHCOH. MNpun paHeH cTaaun Ha
3abonssaHeTo 48 f0 52% oT naumneHTUTe, NpMemawm Neupro, nokassaTt nogobpeHne Ha CMHAPOMUTE B
cpaBHeHune ¢ 19 go 30% ot npuemawmTe nnauebo. Neupro e no-manko edeKTUBEH OT PONMUHUPON: NMpU
70% OT NauueHTMTe, NpUeMallm ponmHMpon, ce Habnogasa nogobpeHue. B no-mankuTe NpoyyBaHus,
U3BbpLUEHU NO-KbCHO, € YCTaHOBEHO, Ye edeKTUBHOCTTa Ha Neupro e cpaBHUMa C PONMUHUPOI.
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Mpu HanpeaHan ctaguii Ha 6onectTa Ha MapKMHCOH NauneHTUTe, npveMawmn Neupro, MMaT NO-roasMo
CbKpallaBaHe Ha nepuoga ,off" cnpsMo nauneHTuTe, npuemMawum nnavebo (HamanseaHe ¢ 2,1 no 2,7 h
npu Neupro B cpaBHeHune ¢ 0,9 h npu nnaueb6o). Hamanenmeto, otbenszaHo ¢ Neupro, € Nnogo6HO Ha
HabnogaeBaHoTo Npw npamunekcon (2,8 h).

Mpy cMHAPOM Ha HECNMOKOMHW Kpaka naumeHTuTe, npnemawm Neupro B fo3um mexay 1 m 3 mg/24 h,
nokassaT No-rofisiMo nofobpeHne oT NaumeHTUTe, NpuemMalum niauebo, B ABETE NPOYyYBaAHMS CbINacHO
pe3yntaTtuTe Mo ABETE CKanu 3a CUMNTOMUTE.

KakBu ca puckoBeTte, cBbp3aHu ¢ Neupro?

Han-uectute HexenaHu nekapcTBeHn peakuuu npu Neupro npu naumeHTu ¢ 6onectra Ha MapKUHCOH
(HabntogaBaHun npu noeeye oT 1 Ha 10 NauneHTU) ca CbHAMBOCT, 3aMasitHOCT, rnasobonne, NnoBanraHe
(no3mBwM 3a NoBpbLLAHE), MOBPbLIAHE U peakLMn Ha MSCTOTO Ha MOCTaBsiHE Ha niacTupa, HanpuMep
3avepssiBaHe, Cbpbex u gpa3HeHus Ha KoxaTa. [1py naumeHTn CbC CUMHAPOM Ha HECMNOKOWMHWU Kpaka Han-
YecTUTe HeXenaHu nekapcTBeHn peakumm (HabnogasaHn npu 1 Ha 10 nauneHTn) ca nosauraHe,
peakumMn Ha MACTOTO Ha MOCTaBsHE Ha nsacTupa, aCTeHUYHU CbCTosHMSA (Hanp. ymopa, cnabocT u
Hepa3r|or|o>KeHV|e) 1 rnasobonme. 3a NbJHUA CNUCBK Ha BCUYKUN HEXENAHU NneKapCcTBeHU peakuuu,
cbobueHn npmn Neupro, BMXTe NMUCTOBKaTa.

Neupro He TpsibBa Aa ce npunara Npy Xopa, KOUTO Ca CBPbXYyBCTBUTENHWN (@nepruyHn) KbM pOTUIOTUH
WM KbM HAKOS OT OCTaHasMTe CbCTABKU. 3aLlUMTHUAT ciol Ha Neupro cbAbpXKa anyMuUHUA. AKO Ha
nauveHTa My nNpeactou uscneaBaHe ¢ MarHuTeH pesoHaHc (MRI) uau kapavosep3usa (Tepanus 3a
Bb3CTaHOBSIBAHE Ha HOpMasiHUS pUTbM Ha cbpueTo), Neupro TpsibBa fla ce cBanu, 3a Aa ce usberHar
M3rapsiHMsa Ha KoxXara.

3awo Neupro e paspelieH 3a ynotpeba?

CHMP pewwu, 4ye nonsmute ot Neupro ca no-rosiemMn OT PUCKOBETE, U Npernopbya Aa ce nsgaae
pa3pelleHune 3a ynotpeba.

OonbaHutenHa nHpopmauma 3a Neupro:

Ha 15 despyapn 2006 r. EBponelickaTta KOMUCUA U3[aBa pa3pelleHme 3a ynotpeba Ha Neupro,
BanMAHO B EBponenckms Cblos.

MbnHMAT TekcT Ha EPAR 3a Neupro Moxe aa ce Hamepu Ha yebcanTa Ha

AreHuusTa: ema.europa.eu/Find medicine/Human medicines/European Public Assessment Reports. 3a
noeseye nHdopMaumsa oTHOCHO neveHneTo ¢ Neupro npoyeTteTe NucToBkaTa (Cbwo YacT oT EPAR) mnnu
nonutanTe Bawwusa nekap nan dapMmauesT.

[JaTa Ha nocnenHo akTyanusupaHe Ha TekcTta 03-2013.
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