Hucmoska 3a nayue
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OHO?PEH 9

ROPINSTAD 0.25 mg, film jﬁ::ted tablets

POIHTHHCTA 0.25 mg, ¢

Upanu mabremxu

ROPINSTAD 0.50 mg, film-coated tablets

POITHHCTA 0.50 mg, purmuparnu mabremxu

ROPINSTAD 1.0 mg, film-coated tablets
POITHHCTAJ] 1.0 mg, purmuparnu mabaemxu

ROPINSTAD 2.0 mg, film-coated tablets
POITHHCTAJ 2.0 mg, gpuamuparnu mabremxu

ROPINSTAD 3.0 mg, film-coated tablets
POITHHCTAL 3.0 mg, punmupanu mabremxu

Axmueno eewyecmeo: Ropinirole/Ponunupon
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JAparn nanMeHTH,

(papmaLepT.

Na UM HaBpEIH.

Bu nexap vim (papMaLiCET.

[IpoyereTe BHHMATEIHO MHCTOBKATA NIPeIH Aa 3anmodHeTe ynorpebara Ha TOBA JIEKapCTBO
- Ilazete Tasm JHUCTORKA, 3al10TO MOXKE 4 ¢& HAJIOXKH JAa A IpOYETETE OTHOBO.
- AKO HMAare JOMBJIHHUTETHH BBIIPOCH OOBPHETE C€ KBbM JICKYBAllMA BH JIeKap HAW

- Tosa JaekapcTBO ce npeanucea Ha Bac wHAMBUAYANHO W He TPAOBA fAa ce JaBa Ha ApYru
xopa 6e3 npeanucaHue, JOPH U aKO T€ UMAT CXOAHH CHMINITOMH C BaLIHTE, ThH KaTO MOXKE

-  AKO HAKOH OT onucaHuTe cTpaHMYHH edekTH ce 3aabLnboud UM ako 3a0enekure
CTpaHM4ER €(EeKT, KOHTO HE € ONMHMCaH B Ta3u JIMCTOBKA, MOJAA MH(QOpPMHUpaHTE JEKyBalllus

1. Kakeo ¢ POIIMHCTA/] u 3a kakBO ce H3noa3sa?

2. Kakeo TpsadBa Ja 3HacTe npeau Aa NpUeMeTe POTMMHCTA?

3. Kak ga ce npuema POTIMHCTAJI?

4. Kakeu ca Bb3MONHHUTE HEIKEIAHH PeaKLiUK?
5. Kak pa ce coxpanasa POITMHCTAJT?

6. JlonbnHuTeHa HHPOPpMALIAA

1. Kakso e POITHHCTA/I v 32 kakBo ce u3noa3ea?

POITMHCTA/] npynagaexy KoM rpyna aekapcTBeHH npo
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aMHHOBH arOHUCTH.




JHonaMHH € eCTECTBEHO BELIECTBO, KOETO MOXE /a ¢€ OTKpUE B MO3bKa. lonaMUHOBUTE arOHUCTH
(rakuBa, KaTo pONWHUPON) MOBJAMABAT MO3BKA N0 MOJOOEH HAYMH Ha JONAaMHHA HaMmupall ce B
OpraHu3Ma.

POITHHCTAH ce u3mno.sea 3a:
* Jleyenne Ha Ooaectrra Ha [lapKkuHCOR
- Karo w™MoHOTepanus (CaMOCTOATENHO), C Len Ja ce€ OTIOKH BbB BpPEMETO
HeOOXOAMMOCTTa OT 3aMno4BaHe Ha JieyeHHe ¢ levodopa (cTaHmapTHO NeKapcTBO 3a
neueHue Ha Oonectra Ha ITapkuHCOH).
- KomoOunupana rtepanus ¢ levodopa, xorato B xoaa Ha 3abonsBaHETO e(eKTbT Ha
levodopa ce U3uepnBa WM CTaBa HENMOCTOAHEH.
»  Jleuenne Ha YMEPEH A0 TEKLK CHHAPOM Ha HecnokoiiauTe Kpaka (RLS).
CungpombT Ha HecnokoiHutTe Kpaka (RLS) e 3alonsBaHe, npH KOETO NALIMCHTHTE YYBCTBAT
HEKOHTPOJNHPYEM TNOITHK A3 ABHWKAT KpakaTa cv M (NOHAKOra) psuere. Te cTpaaaT OT HEMPHATHH
ycelllaHHs, KaTo YYBCTBO Ha OouKaHe, NMapeHe M W3TPBIHAJOCT MO KOXata, WaH Oojaeku B
Kpaitnunure. Te3n ycelaHusa ce NoABABAT, KOraTo NMalMeHTa € B NOKoil (10KaTO CEaH MM JIEKH,
0COOCHO B JIerNioTo). Te3n CHMITOMM Ca MO-ACHO H3pa3eHH Beuep WK npe3 Houira. OOHKHOBEHO Te
MOraT Ja C€ MOBJHAAT Upe3 XOIACHEe HJIM pa3/IBUKBAHE HA 3aCECHATUTE KPaMHHLH, KOETO 4€CTO
BOJM Z10 IPOGNEMH CBC CHHA.

YMepeHUd A0 TEXBK CHHAPOM Ha HecnokoHuTe Kpaka (RLS) e THnMYeH 3a nauueHTH, MMailu
[pOOGNEMH ChC ChHS HAX OCTbP AUCKOMPOPT HA KpaiHHULUTE.

POITMHCTA/l BnamanaBa aucKkoM(OpTa M HEKOHTPOJIHPYEMHST MOATHK 338 JBHXEHHME Ha
KpaWHULUTE, KOUTO HAPYIIABAT HOLIHHSA ChHH.

2. KakBo TpsiOBa 1a 3Haete npeau aa npuemere POIIMHCTAA?

POIITMHCTAN 0.25/0,5/1/2 mg puamupann 1abaeTicn:

HE YIIOTPEBSIBAUTE POITUHCTAL:
- AKO cTe anepruyHu (CBpbXYyBCTBUTENHH) KbM PONHHUPON HIAH KbM HAKOA OT JAPYIrHTE
¢beTaBkH Ha POITMHHCTA/L

- AKO CTpaJare OT TEXKO HapyilleHUe Ha yepHoapoOHaTa GyHKUMS.
- AKO cTpajare OT TeKKO HapyuicHue Ha On0peuHara pyHKuuS.

POIIHHCTA/L 3 mg duamupann Ta0JeTKH:

- AKO CTE anepruyHu (CBpbXUYBCTBUTEIIHH) KbM PONHMHHPON, CbHCET XBATO FCF van xbuMm
HAKoA OT Apyrure cberaBki Ha POITMHCTA .

- AKO CTpajare OT TeKKO HapylleHHe Ha yepHoapobHaTa QyHKLHA.
- AKO cTpajare OT TeXKO HapyllueHue Ha 6n0peynaTa gyHKUMA.

AKO He CTe CUT'YPHH, MOJisi KOHCYJITUpAlTE Ce ¢ IeKyBallus

'l.l_
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O6bpHeTe cnenHaano BHHManue npeau ynorpedara na POIIHHCTA L
IIpean aa 3anmouHeTe NMpHeMa HA TOBA JieKapeTBo HE(pOpMHUPaiiTe BALIMSA JeKap:
- AKO cTe OpeMeHHa U1 MHCITATE, Y€ MOXKE Aa cTe OpeMeHHa.
- AKO KbpMHTE,
= AKO UMaTe CMYIUEHHd B yepHoApoOHaTa QyHKIUA.
-~ AKO cTpajaare OT TeKKH CbpACYHOCHA0BH 3a00/1ABaHUA.
- AKO UMaTe CeprUO3HU NCHXHYHH NpobieMu.
- AKO CT¢ HMaJld KakBWTO M Ja € HeoOuuaiiHg uMnyJick W/ WK noseieHye (Kato NpeKoMepHa
CK/IOHHOCT KBM Xa3apT Wiy [NOBUIICHHU CEKCYaNHW NIOPUBY W AN NOBEACHHKE).
- AKO BB3HaMepsaABare Aa e OTKaXKETe WK Aa 3ano4yHeTe Jia nylunTe (3auoro Jekypalua Bu
ACKAp MOXE Ja CMETHE 3a Heo0X0AUMO /12 KOPHI'Hpa A03HPOBKaTa),

[Ipy HanmvuMe Ha HAKOS OT Te3W CUTyauMd JekyBamus Bu nekap Tpsabea BHUMATENHO Ja
npocneassa Bamero neuenue.

3apanu Bb3MOXKHH aJMTHEHH edexTd, Mo ObaeTe ocobeHO BHUMATENHH, KOrato ynorpebsasare
POITMHCTA]/L eAHOBpeMEHHO CbC CEAATUBHH JICKAPCTBA UJIHA allKOXOJL.

Cunapom Ha HecnokoitnnTe kpaka (RLS)

AKO NO BpEME Ha JICUCHUETO CHMIITOMHTE BH CE BJIOIIAT, 3aI04BaT No-paHo Mnpe3 AcHA WK cliel
KpaTKa MOYMBKA, MJIM 3aCE€rHAT M JPYId 4YacTU HA TAJOTO BM, KaTO pbLETE, MOXE Aa C€ HANOXKH
nekypauiusa By nekap aa kopurupa go3uposkata Ha POITTMHCTAL

Hpuem HA APYTrH JekapcTBa

Moasa undopmupaiite Bamua Jdexap ujiH papManeBT, aKo MpHeMAaTe HJIH CTE NPHEMAJTH HACKODO
KAKBHTO H 12 € APYIH JeKAPCTBa, BKAIOYHTEIHO TAKHBA OTIIYCKAIH ce (€3 JJeKapcKo npeAnRHCAHHE,

POIMIUHCTAJl moxe na Okake BJIMSIHME BbpXY ACHCTBHETO Ha HAKOU JieKapcTBa H 0OpPaTHO-
POITHHCTA/] ¢biuo Moke na noBnusae AeHCTBUETO Ha HAKOM JieKapcTBa. Takusa neKkapCTBa ca.

- I{unpodnokcauus (HHTﬂﬁﬂﬂTHK)

- EnoxkcauuH (aHTUOMOTMK).

- OnyBokcaMuH (JIeKapCTBO M3MOJI3BAHO 33 ACUEHHE Ha ACNIPECH).

- AHTHUNCHUXOTHULM (I€KapCTBa U3NON3BAHHM 32 JICUSHHE Ha MCHXUUYHH CMYLLEHHH).

- Hpyrn nexkapctBa, O/okdpaliM egeKkTa Ha joraMMHa B MoO3bKa (Hanp. CcyNNUpHR H

METOKJIOIPaMHI).
- XOpMOHO3aMeCTUTENHA Tepamus (Cbluo HapuyaHa X3T).

Moans, unpopmupaiite Bainus nexap, axo.
- [Ipuemate unM CTe nNpueMaid HaCKOPO HAKAKBH nemapcma BKIIFOYUTENHO M TakuBa 0e3
JIEKApPCKO MNpEealucaHKke.
- Ilpuemare POTIMHCTAJ] » Bawuar nexap ucka aa By npeanuiue Apyro JieKapcrBo.

IIpuem na POITMHCTA/] ¢ Xxpana ¥ HAKTKH
Ako npuemare POITMHCTA/Jl no BpeMe Ha XpaHeHe, BEPOATHOCTTA-OF. [I04B4 Ha rajcHe M

[NOBPBILAHE € M0-MaKa.




bpemenHocT
Mons koHcynTupailte ce ¢ Bawuva nexkap wad dapmMauest npegd Aa NPUEMATe KakBoTO M Aa €
NEKAPCTRO.
He ce npenopbupa ripuemsT Ha POITMHCTA], no BpeMe Ha OpeMEHHOCT.
Mons HenpemeHHO WHGOpMUpaiiTe Baiuua nekap:
- AKo cTe OpeMeHHa.
- AKO MHCIIMTE, Y€ MOXKE J1a CTe OpeMeHHa.
- AKO Iu1aHdpare aa saGpemMeHeere.

Bamuar nexap me o6cuau ¢ Bac kakBo e HeoOx0oauMo aa TipeanpveMeTe B TAKbB Cly4aH.

KbpMmene
MoJisi KOHCYATHpaiiTe ce ¢ Bawus nexap uiau (apMmaLeBT Npead Aa NpUeMaTe KakBOTO M Aa €
JIEKapPCTRO.
He ce npenopbuBa ga npuemare POIIMHCTAJL, ako kppMHTE, Tl KaTo TOBA MOXKE Aa OKaxe
BJIMAHHE BbpXY OTAC/IAHETO HA KbpMaTa.
Mos HenpemeHHO uHpopmupaiite Bawus nekap:
- AKO KbpMHTE WJIH
- - AKO UMAT¢ HAMEPEHHE /1A 3alIOUHETE A3 KLPMUTE
BaumsT nekap e By npenopbya 1a npeyCTaHOBUTE NPUEMA Ha TOBA JIEKApPCTBO.

Ilo¢upane n padoTa ¢ MallIHHA

Toea nexapcTBo 0OMKHOBEHO He noBNHABa o0uualiHaTa AcMHOCT Ha Xxopara. Bee nmak To Moxe na
NPHUYHHH 3aMagHOCT, M3BBHPEAHO CHJIHA CBHIMBOCT (COMHOJIEHTHOCT) M €NM30A4 Ha BHE3AIMHO
3acnMBaHe. AKO MOYYBCTBATE Te3H eeKTH, He TpAOBa Ja wodMpare MM 1a U3BbPUIBATE JEHHOCTH

(wanp. paboTa ¢ MalliIMHY), IPA KOUTO CBHHIMBOCTTA WJTH 3aCTIMBAHETO MOXE A AOBEAAT J0 PHCK OT
CCPHO3HO YBPECHKIAHEC MJIHW CMBPT, AOKATO CBHIIHBOCTTA H NOBTAPAUIHNTC ce enu30iii Ha BHC3AITHO
3acnUBaHe He ObIAT NPEOANJICHH,

Baxna nngopmMantia 0THOCHO HAKOH oT noMomuuTe BeitectBa Ha POITMHCTA

ToBa nekapcTBO ChABPXKA NAKTO3a MOHOXHIpaT. Ako cTe Omin yBeaoOMeHU oT Bawuna nekap, ue
MMATe HEMOHOCMMOCT KbM HSIKOM 3aXapW, KOHCyJITHpaiiTe ¢ Hero npead Aa NpUeMare To3M
JIeKapCTBEH MPOAYKT.

3. Kaxk aa ce npuema POIIMHCTAA?

Buuaru npuemaiite POITMHCTAJL Touno xakto By e npeanucan nexkyBamuaT Jekap. AKO UMare
CbMHEHH H BBOPOCH, OOBpHETE ce KM NeKyBawua By nekap unu gapmalesr.

ITpuemaiire rabnetkara/ure POIIMHCTAJ] uenu ¢ Boja, 32 NPeANOYUTAHE MO BPEME HA XpaHEHE.
Ako npuemarte POTIMHCTA]JL ¢ xpaHa, BeposATHOCTTA 3a NOsABA Ha rafcHe U NOBPBILAHE, KOUTO Ca
BBE3IMOXKHY HEXKEJIaHH peakumy, e no-maaka. I'abiaerkure He TpaOBa Aa ce CAbBKBAT.

ICHa KOHUEHTpauus Ha
HieCTBYBaT M JpYru
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JIEKapCTBEHOTO BELUECTBO CBHABPKALLO C& B JICKAPCTBEHMA
HANTKYHH KOHLECHTPALIMH.
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Hma nanuyunu S paswopuanoctd Ha POITMHCTA puamupann Tabnerkn: POITHHCTAN
0.25 mg, POITHHCTA/ 0.5 mg, POIIHHCTAA 1 mg, POIIHHCTAA 2 mg,
POIIMHCTAJA 3 mg.

MoJsa imaiiTe npeaBui, Y€ J03MPOBKATA € PA3JIHYHA NIPH:
2) bonecrra Ha Ilapkuncou
0) CnuapoM Ha HecrlokoHHUTE Kpaka (RLS)

a) Jleuenwne na 0oaecrra na Ilapkuncon |
Hauvanuara no3a e (.25 mg pory#Hpo, TpY ITETH JHEBHO B IPOABIBKCHUE HA elHa ceamuua. Crea
TOBA AO3WPOBKATA MOCTETIEHHO CE YBEIMYaBpa ChIVIACHO CJIEHATA CXEMa:

1-ea ceqMuna: 0.25 mg 3 nuTH AHEBHO.
2-pa ceamuna: 0.5 mg 3 nuTH AHEBHO.
3-Ta cepmuna: 0.75 mg 3 nboTH JHEBHO.
4-Ta ceamuua: 1 mg 3 0LTH JHEBHO.

Cnen ToBa, BALIMAT JieKap MOXe A3 YBENMYH WM HaMajiH [J03aTa, KOATO NpHeMmarte, 3a ja 0bae
NOCTUrHAT Hail-100Bp ediekT OT nedyeHnero.

O6uuaiinaTa A03a € Mexay | mg ¥ 3 mg npueMaHa TpY I'bTH AHEBHO (001la JHeBHa n03a OT 3 mg
no 9 mg), Ho aKO He Ob/le NOCTHrHAT HIIM NOJABPIKAH 3a0BOJIMTENEH edeKT, odiara JHeBHa 1034
MOX€ NMOCTENEHHO Aa 6bA¢ yBenuueHa ao 24 mg.

BB3MOXHO € Ja ca HYXHM HAKOJIKO CEeAMHIW TIpeAd JOa IIOYyBCTBATE JEHCTBUETO Ha
POIIMHCTAJ]. Tolt Moxe ga ce npuema B KOMOHHAUMs ¢ APYrH NEKapcTBa 3a JICUCHUC Ha
[lapKHHCOH. AKO IpHeMaTe APYrH JeKapcTBa 3a NevyeHne Ha Gonecrra Ha I1apkuHCOH, BB3MOXKHO €
Bauins nekap na HamanM TAXHAaTa J03UpoBKa, korato npuemare POITMHCTA,

KomOuuupano Jjevenne ¢ levodopa (obuuaiino JexapcTBo 3a jedenne Ha Oonecrra Ha
IIapkuucon)

Axo Bue npuemare POIITMHCTA]] eaHoBpemenHo ¢ levodopa, ao3upoekara Ha levodopa moxe
DOCTENEHHO Aa Obae HamangHa.

Mouis, cneaBalTe TOYHO YKazaHMTA HA JieKyBalla Bd nekap.

HpemunaBane koM Jevenne ¢ POITHHCTAL

Axo npexu paa 3anodHere neucHue ¢ POIMMHCTAJX cre npueMank Apyro nekapctio,
NpUHALIEKALLO KBbM Irpynara Ha AONaMUHOBHTE aroHUCTH, Bue TpAOBa CTPUKTHO Ra CNEABATE
YKa3aHUsTa 34 NpeycTaHOBABaHe Ha HeroBua npueM. He zanmousaiite npuem Ha POIIMHCTAN
NpeAn Ja CTe TPEyCTaHOBWIKM NMPHEMA Ha RPYroro nexkapctro. CneasalTe TOUHO YKa3aHWATa Ha
nexysalus Bu nexap!

IIpeycranosaBane Ha npuema Ha POIITHCTA
IlpeycranoBssadero Ha npuema Ha POIITMHCTAJ] tpabBa ga ce v3pmpplIBa MOCTENEHHO, KATO
NpHeMaTe No-MajlkOo KONHYECTBO TabaeTKH BCEKM JIeH, TaKa KakTo By ¢ yKazan nexkyBaulds aekap.
ToBa 0OMKHOBEHO OTHEMA IIOBEYE OT CEAMHLIA.

Chneasa#ite TOUHO yKa3aHUATA HA NEKyBalind BU hekap!




6) JleueHHne Ha CMBAPOM Ha HecnoKoiHuTe Kpaka (RLS)

[Tpuemaiite POITMHCTAJ seannx JHEBHO, BCEKH JEH IO €AHO M CbLUIo BpeMe. [lpenophunTento
e POIIMHCTAJI na ce npuemMa HenocpeACTBEHO MpENM JAraHe HIH A0 3 vaca Npeau nArase.
TounaTa 033 NpHeMaHa OT OTACIHUA MHAUBY/ € pas3jinyHa. BamusaT nexap me onpeaeny nos3sara,
KOATO € HeoOX0aHMO [a NMpueMaTe eXeIAHCBHO H Bue TpsbOBa na cieqBare HErOBUTE yYKa3aHMS.
Cnen xaro zanovyHere npuema Ha POITMHCTAJ, pozara, KoATO npveMare IIE C€ YyBE/IM4daBa
NOCTEIEHHO.

Hauannara noza ¢ (.25 mg nHeBHo. Bb3MOkHO € ciel ABa AHM JieKyBallia By nexkap na yBelnyu
no3ara 10 0.5 mg AHeBHO M T4 Aa OCTAHE TaKaBa Npe3 NbpBaTa ceAMKLAa oT sieyeHuero. Cnea ToBa,
BalMS JIeKap MOXE Ja yBeauvaBa Ao3ara ¢ no 0.5 mg Ha ceZMHLIa B NpOAbJDKEHHWE Ha TpH
CeaMHLH, NOKATO C€ JOCTHIHE 1033 OT 2 mg AHEeBHO. [Ip¥ HAKOM NauMEeHTH ¢ HEAOCTATBYHO
noaoOpeHHe, JO3UPOBKATA MOYKE Aa Ce YBETMYH NMOCTENEHHO A0 MAKCUMYM 4 mg JTHEBHO.

Cnex Tpumeceuso neuenue ¢ POTTMHCTAJ], BamusTt nekap MoXe Aa KOPHrHpa 4o3ata MiH Aa
OpEYCTAHOBH ACUCHHETO, B 3aBUCHMOCT OT CUMITTOMHMTE H BallETO 34PaBOC/IOBHO ChCTOSAHHE.

He 3aGpassiiTe a2 npxHemarte BameTo Jekapcerso. KoHcyarupalite ce ¢ Bamwua jgexap HIH
¢apMaLIeBT, aK0 He CTe 3aNOMHHIN Kak TpadBa aa npHeMare JIEKapCcTBOTO.

[TponbiokaBaitTe na npuemare TabReTKMTE JOpPHM aKO MBbPBOHAYAJNHO HE MOYYBCTBATEC HAKAKBO
iKMo noaoOpenne. HeoOxoarmnu ca HAKONKO ceAMULIM NPEan Ja €€ NOYYBCTBA KAKbLBTO M Ja €
ed)eKT OT NEKapCTBOTO. AK0 wmare uyscTBoTO, Ye edexkta or POIIMHCTA/ e TBbpAe CUNEH HIIN
TBhpae cnab, mons uHdopmupaiite nekyBamus Bu nekap uau dapmauest. He npepuiuaBaiite
N03aTa Npeanycada ot JieKyBaius Bu Jiekap.

[TalMeHTH ¢ IeKo 10 YMEpPEHO YBpexkaaHe Ha Ob0peynarTa GyHKINS
A KO NPHHAJIEXHATE KbM Tasy Cpyna MauWeHTH, N03UpoBKaTa BU TpAOBa Aa Obae KOpHTHpaHa.

[lauueHTH B HanpeaHana Bb3pacT
Beako yBenuuaBsaHe Ha Opos Ha mpueMaHdTe TabneTku TpabBa ga CTaBa NOCTENEHHO W Ja Obje
aganTHpaHoO B 3aBUCUMOCT OT HHAHMBUAYAJIHUA OTTOBOp HA JIEYEHHETO.

Jleua ¥ KOHOIIH
POIIUHCTAJL ne ce npenopbusa 3a neyeHne Ha aena M 1oaomn noj 18 roausn.

AKO cTe HPHEJIH noBede ot HeoOxogumaTa Jo03a POIIHHCTA?
[Tpy npueM Ha noseue oT HeoOxoaumara ao3a POITMHCTA]L ca wabniogasaHu:
- TIpUOagbLU
-  CBHIIHBOCT
- razeHe
- Xa/lloLlHHallHH
- CTOMALIHHA KHCEJTHHH
- cTomamHa 00JKa
- 3aMaAHOCT (CBETOBBPTEK)
- MOJYBaHE Ha Kpakara.




Axo cte npuead noeeye oT Heobxomumara go3za POITMHCTAL vy HAKOH ApYr € NPHEN BaWICTO
nekapeTso, vesabasHo uudopmupaiite Bauas nexap unu dapmauest. [okaxere UM onaxoskara oT
JIEKapCTBOTO.

-Axo cte nponycHaau aa npuemere POITHHCTAN?

AKo cTe nponycHany aa npuemere efHa gaoza POIIMHCTAJL, He npHeMaiite ABOHHa 1032
CNEJIBAlMA MTHT, 33 Ja KOMIIEHCHUpAare Be4e MponycHata jo3a. BenHara ciaeil Kato ce CeTHTe
MpUEMETE CeABALIaTa N034 B ONIPEAENIEHOTO BpEME.

Mous, KOHCYNTHpailiTe ce ¢ neKyBauius Bu nekap, ako cte 3abpasuau ga npemere POITMHCTALL
NoBeue OT HAKOJIKO AHH. TOH/TS LHe BU NOCHBETBAT KaK Aa BL30OHOBHTE N€UYEHUETO.

Axo npeycraHoBuTe npaema Ha POITMHCTAX?

Jleuenuwero ¢ POITMHCTAJL He TpsabBa Aa ce nmpexkpariBa OCBEH, aKO TOBa HE € YKa3aHO OT
nekysamua Bu Jlekap. Ako TNpeycTaHOBHTE JEUEHHETO, NO3MPOBKaTa TpsOBa A& C€ HamasnBsa
NMOCTENEHHO, KoeTo e By Opae ykasano ot Bauus nekap.

Axo cberosiHMeTo By ce pnowmm B Kpasa Ha neuenuero ¢ POITMHCTAJ, mona nndopmupaiiTe
JIeKyBaiua Bu aekap.

AKO HMaTe JIONBAHUTENHH BRIIPOCH OTHOCHO ynoTpefara Ha TO3M JIEKapCTBEH NPOAYKT, nonuraiite Bawus
AeKap unm (papmMauesT.

4. KakBH ¢a BL3MOKHHTE HEXKEJIAHH peakilHu?

Karo scuuku nekapcrsa, POIIMHCTA]] Moxe na npear3BUKa HEXKENAHU pEaKiiui, BbIPEKH Y€ HE
BCEKW JIGKYBAH C TOBA JICKAPCTBO MAL[MEHT M NOAy4aBa. AKO 330€Je€KHTe HAKOM HEXENaHH
peakuyH, KOHTO BH NIPUTECHIBAT, MOJIA HHPOpMHUpaiiTe Baluusa nekap.

Haii-uecTure HexenaHn peakipn B pe3yartat Ha npuema Ha POIIMHCTAJL Morat aa ce nposBAT:
- B HAYAJIOTO HA JICUYEHUETO W/ HIH
- Npd NOBHILABAHE Ha A03ara.

Karo usno cTpaHUYHWTE e(peKTH ca JieKd MU MOrar aa HaMaJesaT CJi€] NPHEM Ha JICKapCTBOTO B
NPOAbKEHHE HA H3BECTEH NEPHOM OT BpPEME.

3a onpejensHe YeCTOTara Ha NpodBa HAa CIPaHMYHHWTE peEakUHMH € H3M0J3BaHa CICAHATa
KAaCH(pUKaLUA:

MHoro yectu IIpu noseye o1 1 va 10 nekyBanu NauueHTa

YectH | [Tpu no-manko or 1 Ha 10 1 npu noseye ot 1 na 100 jiexyBaHW nalMCHTA
Heuectu I1pu no-manxo ot 1 Ha 100 u npu noseve ot 1 Ha 1000 nekypaHH nauueHTa
Peaku Tpu no-manko or 1 va 1000 u npn noeeye ot 1 Ha 10 000 nekyBaHH natueHTa
Muoro peaxu Ilpu no-manko or 1 wa 10 000 nexyBaHH naupeHTa

BHL3MOKHHE HEXKEIAHN PeAKIHH

MHOro YecTu:
-  CBHJIMBOCT




- MpWNaasblM (CHHKOI)
- rajeHe.

- [losBa Ha xamouMHanuK (“BHXaHe” HA Hellla, KOMTO peanHo HE Ca TaM)
- 3aMasHOCT (CBETOBBPTEK)

- A3TOlIEHME ((PUIMUECKO WU NICHXHAYECKO)

- 6e3M0KOKCTBO

- NOJYBaHE Ha KpakarTa

- CTOMAaUIHH KHCENWHH

- ¢croMauga 0onka.

Heuectn:
- 3aMasHOCT WM MpUMNagbliy, OCOOEHO NMPU BHE3ANHO MU3paBAHE OT CEAHAIO WM JierHano
MOJIOKEHHE, MPHUYUHEHO OT CHAJaHE HA KPBBHOTO HalsITaHe.
-  POIIMHCTAJ] moxe aa npeaussuka NOBHIUICHA CHHJAMBOCT Mpe3 NE€HA K MHOro paako
eM30M Ha BHE3AmHO 3aciMBaHe 6€3 Npeaxoxkaala ChHIMBOCT
- Jpyrn nNCHXOTHUHM peaKuM¥ OCBEH XallouWHaluy, KaTto geJUpHYyM, JCMIO3HW M
Oe3npHYMHHA NOAO3PHTEHOCT {NapaHosn).

MHOro peaku:
- [poMeHeHa YepHOApoOHaTa PyHKUHA (OTKIOHEHHS B KPBBHUTE TECTOBE).

ITpn nawmenTn ¢ Gonecrra Ha IlapKMHCOH, JieKyBaHM ¢ NONMAMHUHOBHA arOHHMCTH, BKJIKOYHTENTHO
PONMUPHHOJ, O0COOEHO NpM BMCOKA JO3MPOBKA, ¢a JAOKIAABAHM HAPYIICHHd HA KOHTpoJa Ha
MMITYJICHTE, BKJ. MaTOJIOrHYHO YBJIEYCHHE KbM Xa3apT ¥ XHNEPCEKCYATHOCT H NOBUINEHO THONAO,

KOMTO KaTo LANAO ca o0paTUMH Clel HaMajiBaHe Ha [AO03MPOBKATA WM NPEyCTAHOBABaHE Ha
JIEYCHUETO.

Axo npremate POITMHCTA/L eanospemenHo ¢ levodopa morar aa ce nosBAT CNEAHUTE HEXENaHK
PEaKLHU MO BCAKO BPEME: |

- HEKOHTPONHPYEMH PE3KH ABHIKCHHA, €3 MHOTO YECT HEXKEJIaH CTpaHUUYeH eQEKT

- MOfBa HA YYBCTBO Ha OOBPKAHOCT € YECT HEXKEeJIAH CTpaHW4YeH €QEKT.
Mons undopMHpaiite HeszabaBHO Bawmmsa nekap, B ciydail ye NOYYBCTBATE KAKBUTO U ja €
CESpPHO3HMU NPOMEHU BHEB BAIUETC NMOBEACHUE MK Bh3NMPUATHA.
[lo Bpeme Ha neueHne ¢ POIIMHCTA]JL Bue Moxe ga uMsnutare HeoOMYaHHO BjoLiaBaHEe Ha
CHHApPOMA Ha HecnoxoWHuTe Kpaka (RLS) (Hanp. snowaBaHe Ha CAMITOMHTE, HACTBNBALLO NO-
paHo Npe3 AeHs UK clle] KpaTKa MOYMBKA, MM 3aCATaHE W HA JpYrH OpraHM, Karo pbuUeTe). AKO
TOBa Ce Cly4u, Mosd HH$opMmUpaidTe HezabaBHO Bamws nexap.

POIIHHCTAJ 3 mg puamupanu tabaeTkn
OuseTHtenat cbaceT KbpaT0 FCF MOXKe na NpeAU3BUKE ANEPrHYHK PEAKLHH.

AKO HAKOA OT U3OPOCHUTE B Ta3M JKUCTOBKA HEXEJIAHW PEAKIMH Ce 3a1b100YN HAH aKo 3abenexure
APYCU, HEOTIHCAHH B Ta3H JIMCTOBKZ HEXKE/AHW PEaKLMH, Mo;a H];I(IJG[} ﬂpame nexkysaiwusa Bu
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5. Kak aa ce coxpansesa POIIHHCTA?
Ha ce chbXxpaHsBa HA MACTO HEAOCTEITHO 34 JAeUa.

He usnonspaiite POITHHCTA]J] ciieq usTHYaHe Ha JaTaTa, KogTo e orbenaszaHa ebpXy Onucrepa
WY eTHKeTa Ha OyTUAKaTa U Ha KapToHeHaTa KyTus, [larara Ha u3ThdaHe Ha cpoka Ha roaHoCT ¢
OTHAcA 3a NOCcJeJHHUS ACH Ha OTOeNA3aHUA Mecell,

IIBX/Axaap/AnyMunveBd OaMCTEpH:
Ja ce cbxpansBaT npu Temniepatypa noa 23°C. [la ce CbXpaHAaBaT B OpUrnHanHaTa ONakoBKa Ha
CYXO MACTO.

byTHaky H3paboTeHH 0T NOJHETHIEH ¢ BHCOKA NVbTHOCT!
Ha ce coxpanssat npy treMneparypa nog 30°C. Jla ce cbXpaHaBaT B NIBTHO 3aTBOpeHa OyTUNKa Ha
CYX0 MSCTO.

HexznonseanaTta yacT OT fiekapcTBata He OHBA a ¢ W3XBBPJA C OTNAJHHTE BOJAH MM OHTOBUTE
ornaabld. Ilonuraiire Bamusar ¢apManieBT Kak ga ce 0cBOOOAUTE OT JIEKAPCTBATA, KOUTO MOBEUE
He ¢ca By HeoOxoaumH. Tora 11ie IToOMorHe Ja 3alliMTHM OKOJIHATa Cpea.

6. lonbanutenna nHQopMauua

Kakgo cpanpxa POIIMHCTAL?
AKTHBHOTO BEILECTBO € ropinirole/ponuunpon.

POIIMHCTAA 0.25 mg, puaMupanH Ta0AeTKR
Enva d¢unaMupana tabrerka cbaepxka 0.25 mg ponmduupon ekupaieHTeH Ha 0.285 mg
PONMHUHEPONIOB XHUAPOXTIOPH. |

POIIMHCTAZ 0.50 mg, duamnapanu TabaeTku
Enna ¢punmupana tabnerka cpappika 0.50 mg ponuaupon ekpupajieHTen Ha 0.57 mg ponHHHPOJIOB
XHAPOXJIOPHA,

POIIHHCTA/ 1.0 mg, pnamupanu TabaeTKH
Enna punmupana tabnerka cbabppxka 1.0 mg ponuHHpOR ekBuBaieHTeH Ha 1.14 mg ponHHHPONOB
XHAPOXAOPHI,

POIIMHCTA 2.0 mg, puamupadn Ta0JeTKH
Enna ¢uiamupaHa Ttabnetka cpappxa 2.0 mg ponHHUPOS €KBUBAICHTEH Ha 2.28 mg pOoNHHHPOJOB
XUAPOXJOPHLL

POIIHHCTAA 3.0 mg, puamupanu TadaeTku
Eaxa ¢punmMupana tabneTka chabpxka 3.0 mg ponvMHUPOJI €KBHBAIEHTEH Ha 3.42 mg pONKHKPOJIOB

XMAPOXAOPHA.




[IoMO1IIHH BeILECTBA:

Hopo na mabremrkama:
JIakTo3a MOHOXHAPAT, MUKPOKPHCTAIIHA LENYI03a, KPOCKapMENo3a HaTpuil, MarHe3uer creapar

Dunimosa obeueKka:
Xunpomernosa, Mmakporon 400, tutavoB auokcui (E171), noncopdar 80

POITHHCTAJ/ 1 mg ¢uiamupanu Ta0/eTKH CLABPXKA NONbIAHHTEIHO!
KeneseH okcug, kbt (E172) |
HMuaurokapMus anymuHun (£132)

POIIHHCTA/ 2 mg duamupaHi TA0NIETKH CBALPXKA JONBJIHHTEIHO;
KeneseH okcu, Kbt (E172)

XKenesen okcunp, yepseH (E172)

Huaurokapmus anymunuii (E132)

POIIMHCTA/ 3 mg pnamupann 1a01e€TKH ChABbPKA JONBJIHHTEIHO!
Kapmuu (E120)

HMupurokapmun anyMuHuid (E132)
CoHeer xbn1o FCF (E110)

Kak waraexkaa POIIHHCTA/L ¥ kakBo ChAbPHKa HeropaTa oOnaxkoska?
POITHHCTAX 0.25 mg durmupanu mabaemxu ca 6enn, Kpbrav GpunMupany TabAETKH.
[To 7, 12, 21, 30, 50, 60, 84, 90, 126 wmu 210 ¢unmupanu tabnetkn B Oaucrepn unn 84

dunMupany Tadnerky B OyTHIKH H3pabOTEHH OT NOJIMETUIIEH ¢ BUCOKa MIBTHOCT.

POITHHCTAX 0.5 mg hunmupanu mabaemku ca XbITH, KPEMIK GUIMHpaHn TabNeTKA.
[lo 7, 21, 30, 60, 84 w1 90 dpunMripanu Tabnerkd B OnucTepd v 84 dunmupann TabneTku B
OyTunku u3paboTEHH OT MNONUETHIEH ¢ BUCOKA IUIBTHOCT.

POITHHCTAZ 1 mg ¢punmuparnu mabnemku ca 3¢1eHH, KPbriv GUIMHpaHn TabJEeTKH.
1o 84 punmupanu Tabnetku B OyTunKu M3pabOTEHH OT MOJHETHICH C BUCOKA NIBTHOCT.

POITHHCTAJ] 2 mg ¢punmupanu mabaemxu ca po30BH, KPbrin GuamMupanu tablieTKH.
[1o 84 dunmupanu TabieTku B OyTHAKH W3pabOTEHK OT IOJHETHIIEH ¢ BHCOKA 11IBTHOCT.

POITHHCTAJ 3 mg cunmupanu mabremxu ¢a ThbMHOUEPBEHH, KPBIIH (UAMUPAHH TAOIETKH.
[To 84 dpunmupanu TadseTku B OYTHIIKH W3PAOOTEHH OT NOJUETHIEH C BHCOKA MUIBTHOCT.

He Bcuuky BraoBe onakoBky MoraT Aa ObJat nycHaTH B npoAaxoda

IIpuTekaTe] HA pa3pellIeHHETO 33 ynoTpeda:
STADA Arzneimittel AG

Stadastralle 2-18
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61118 Bad Vilbel
I'epmannsn

Tel.: +49(0)6101 603-0
Fax: +49(0)6101 603-259

HgnﬂznngHTeﬂH:
STADA Arzneimittel AG

Stadastrafle 2-18
61118 Bad Vilbel

I'epmanuga

Tel.: +49(0)6101 603-0

Fax: +49(0)6101 603-259

Farma APS Produtos Farmaceuticos, SA
Rua Judo de Deus, no 19, Yenda Nova
2700-487 Amadora

HopTtyraaus

Tel.: +351 2149671 20
Fax: + 351 21 496 71 29

To3H_JgekapCcTBEH NPOAVKT € pa3pelieH 3a vinorpeda B cTpaHWTe Y/eHKH MO CACAHHTE
HMeHa:

BE: Ropinirole EG (0,25/0,5/1/2/3/4/5 mg comprimé pelliculé)
BG: ROPINSTAD (0,25/ 0,5/1/2/3 mg ©®uaMupana Tabaerka)
CZ: ROPINSTAD (0,25/1/2/3/5 mg potahovana tableta)

DE: Ropinirol-HCI STADA 0,25/0,5/1/2/3/4/5 mg Filmtabletten

DK: Ropinirol Stada 0,25/0,5/1/2/5 mg filmovertrukne tabletter

ES: Ropinirol STADA 0,25/0,5/1/2/5 mg comprimidoes recubiertos con pelicula EFG
FR: ROPINIROLE EG 0,25/0,5/1/2/5 mg, comprimé pelliculé

HU: ROPINSTAD (0,25/0,5/1/2/3/5 mg filmtabletta)

IE: Ropinirole 0.25/1/2/5 mg film-coated tablets

IT: ROPINIROLO EG 0,25/0,5/ 1/2/5 mg compresse rivestita con film

NL: Ropinirel CF 0,25/0,5/1/2/5 mg filmomhulde tabletten

NO: Ropinirol Stada 0,25/0,5/1/2/5 mg filmdrasjerte tabletter// .+ - «. "
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PL: ROPINSTAD (0,25/0,5/1/2/5 mg tabletka powlekana)

PT: Ropinirol Ciclum (0,25/0,5/1/2/3/4/5 mg comprimido revestido por pelicula)
RO: ROPINIROLE STADA (0,25/0,5/1/2/5 mg comprimate filmate)

SE: Ropinirel Stada 0,25/0,5/1/2/5 mg filmdragerade tabletter

SK: ROPINSTAD (0,25/1/2/3/5 mg filmom obalena tableta)

UK: Ropinirole 0.25/0,5/1/2/5 mg film-coated tablets

JlaTa Ha mocjeAHa peaakuyd Ha aucroskata: Mapr 2008.
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