KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. Hme Ha dexapcTBeHHA OPOAYKT
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Requip 1 mg film-coated tablets
Pexyun 1 mg ¢punmupanu TabneTku

Requip 2 mg film-coated tablets
Pexyun 2 mg ¢punMupanu TabjaeTKn

Requip 5 mg film-coated tablets
Pexyun 5 mg punMupany TabneTky

2. KoanyecTBeH B KAYECTBEH CHCTAB

Pexyun 0,25 mg punMupany TableTKy:

Beaka ¢unmupana tabnetka cpippka 0,25 mg ponuHupon (ropinirole) nox opmara Ha
PONTHHMPOR XUEpOXIOpuE (ropinivole hydrochloride).

IomomHo BenjecTBO: 45,3 mg jaKkro3a

Pexynn 0,5 mg punmupany TabneTKu:

Enna ¢unmupana tabnerka chabpxa 0,5 mg ponunupon (ropinirole) mop dopmata pa pOMHHPON
xuppoxnopun (ropinirole hydrochloride).

IMomormxo Bemectno: 45,0 mg nakrTo3a

Pexynn 1 mg ¢punmupasu TabneTku:

Enna gunMupana TabneTka chabpixa 1 mg ponuHupol (ropinirole) 1iox GopMara Ha pONMHAPOI
Xuapoxaopua (ropinirole hydrochloride).

ITomorso BemecTBo: 44,9 mg nakTosa

Pexynn 2 mg ¢uamupany TabneTku:

Enna duimupana TableTka Chabpika 2 mg ponuHupol (ropinirole) non Gopmara Ha POIUBEMPOI]
xunpoxyopun (ropinirole hydrochloride).

I[ToMowmHO BemecTro: 44,6 mg jrakrosa

Pexynn 5 mg dunmupasy 1abneTku:

Enna draMupana tablerka Chabpka 5 mg ponaHupol (ropinirole) nop popMara Ha pONHHAPON
xunpoxsopux (ropinirole hydrochloride).

ITomolnuo BerecTBO: 43,7 mg naKro3a

3a IBJIHHSE CIKCHK HA NOMOUHUTE BEIIEeCTBa, BA ToOUKa 6.1.

3. JlekapcrBeHa (popMa

OunMupana TabneTka.




Pexyun 0,25 mg ¢punMupany TabieTKy:

benu TabneTK © TETORIbIHA PopMa K ¢ o3HadeHMe “SB" Ba egHara ctpana u "4890” nwa apyrara
CTpaHa.

Pexynui 0,5 mg dnnMurpasd TabieTKu:

A(pnTy Tabnerky ¢ NEeTORrBIHA hopMa U ¢ o3nadeHue “SB" Ha expaTa cTpana u "4891” Ha apyrara
CTpaHa.

Pexyun 1 mg dunMupany TabneTku:

3eneHu Ta0NeTKH C HETOBI'BJIHA (hopMa U ¢ o3HadeHune “SB" Ha eguaTa cTpana u "4892” ya gpyrarta
CTpaHa.

Pexynn 2 mg ¢punmupany TableTku:

Po3oBu TabneTku ¢ neTobreiba popMa U ¢ o3HadeHue “SB" Ha ennaTa cTpana u "4893” na gpyrara
cTpaHa.

Pexyun 5 mg puiMupany TabIeTKH:

Crinu TabieTky ¢ eTosrbiana ¢opMa 1 ¢ o3Hadenne “SB" Ha egHara cTpana n "4894” Ha npyrata
CTpaHa.

4. KimpmyHd JaHBEH
4.1, TepaneBTHYHH HOKA3AHUA
Jlegenne Ha IlapkuHCcOoHOBa DOJIECT IIPH CASOHUTE CIIydau:

*  PHANWATHa MOHOTEpanus, ¢ el Aa ¢& OTI0XKHN BEB BpeMeTo HeoOX0AMMOCTTa OT
3anoyBaHe Ha JieyeHue ¢ J~dopa;

=  xomOunupauna tepanug ¢ l-dopa, xoraro B xoaa Ha 3abonssaHeTo edexTsT Ha l-dopa ce
U34yepnBa WIKM CTaBa HETOCTOIHEH, ¥ Ce MOBIBaT QIYKTYAlHH B TEPAnCBTHYHNS eeKT
(benomenM Ha H3yepnBane MM “on-off” nBUrarenHu GeHOMEHH).

4.2. Jo3npoBKa H HAYHH HA HPHIOKEHHE

[lepopanHo npUACKEHHE.

Bn3pacThy

IIpenophyBa ce TUTPUpaHE HA MEAKBUYalIHATa AO3MPOBKA ChOOPa3sHO KIMHUYHOTO OBIIABAHE K
[IOHOCHMOCTTA.

Requip TpssORa Aa ce lpreMa Tpyu NHTH AHEBHO, 3a IPENOYHTAHE [10 BpEME Ha XpaHeHe, 3a J1a CC
noaodpu MOHOCKUMOCTTa OT CTpaHa Ha raCTpOHHTECTHHAIHMS TPaKT.

Hauano na nevenuemo

HauanHaTa 103MpOBKA HA ponuuupos TpiaOBa Ja 0sxe 0,25 mg Tpy IbTH AHEBHO B HPOABILKECHHC
Ha eAHa ceamuua. Clien ToBa RO3MPOBKaTa Ha PONKEHUPOI MOXKE Jia ce yBenuyara ¢ 1o 0,25 mg Tpy
N'BTH HHEBHO CHTIACHO CIEAHATA cXeMa:

Ceagmnua
1 2 3 4
EnunuyHa ao3a (mg)
POTKHUPOI 0,25 0,5 0,75 1,0
Ob1i1a gaeBHa Ho3a (mg)
PONEHHUPOI 0,75 1,5




Tepanesmuuen pescum

Cren HaYaITHOTO THTPHpPaHe MOXKe J1a ce MPUIOXKH CEIMUIHO YBENHYeHHe Ha Ao3arta ¢ o 0,5 mo
1,0 mg ponuHMpON TpU NBTH AHEBHO (1,5 - 3 mg/neH).

TepanmeBTHYHO IIOBJINABAHE MOXKE Jia ce HabrO1aBa 1Ipy J03U MEXTY 3 ¥ 9 mg ponuHMPO Ha ACH.
B ciyyaii 4e He ce IOCTUTHE WM NMOAAbpKa afeKBaTeH KOHTPOJ Hax cuMINTOMaryKkara, Ko3ara Ha
PONMHMPOI MOJKe Jia ObJie IIOBHUINEeHa KO MakcuMyM 24 mg/neH.

He ca npoyusany A03M HA pONIMHUPON Haj 24 mg/neH.
AXo ledEeHHETO € IPEKBCHATO 3a €V WK IToBeye AHK, TpIOBa Ja ce uMa IpeABu, Ye HOBTOPHOTO
3anoyBaHe Ha JeyenreTo Tpsbpa Ja ObAe HallpaBeHO Upe3 THTPUPaHe Ha [03aTa.

KoraTo Requip ce npuara Xaro goIrkjasallo Jeuenye xeM 1-dopa, nosuposka ra 1-dopa Moxe ga ce
HaMaJId [IOCTEIIEHHO CHOOpa3sHo CHMOTOMATHYHUS OTTOBOp. 110 BpemMe Ha KIIMHMYHUTE M3 TBAHUS
IpH MAUKEHTH, ieKyBanu ¢ Requip B xoMOunauus ¢ I-dopa, fosara na I-dopa e 6una HamanspaHa
nocrenerHo ¢ oxono 20 %.

ITpyn npemMuHaBaHe OT ApPYr AONAMUHOB aroHHCT HA POXIMHUPOI, Ipeay HadaJIoTO Ha TepanusiTa ©
PONMHMPOJ TpsAOBa ha ce CAeABaT YKa3aHUATa Ha NPUTSKATEN Ha pa3speieHMETO 3a yroTpeda 3a
NPEYCTaHOBABAHE JICHEHUETO C MPEAXOXHOTO JIeKapCTBO.

KaxTo ¥ ripu ipyriTe JONAMHHOBH aroHHCTH, ISYEHHETO ¢ POIIMHAPON TpAOBa Ja ce
NpeyCcTaHOBsABA MMOCTEIIEHHO Ype3 HamalLiBane Ha 6pos JHEBHM [03H 3a NEPUOA OT eqHa CeIMHULIA.

,ﬂega H KOHOLIM

VYnotpebara Ha Requip npu Aena U OHOILIHN N0 18 rORMHM He ce IperopbiBa NOpajy JUICaTa Ha
AannH 3a edbukacrocT U 6€301aCHOCT NPH TAX.

ITanueHTH B HampeaHana Bb3pacT

[Tpu nauyieHTH Hafx 65-rOMMIIHA BB3PacT KIUPBHHCHT Ha POITHHUPOIN € HaMaJICH. Y BeJIM4aBaHeTO Ha
HO3UPOBKATA Ha PONUHUPOK TpsOBa Aa CTaBa MOCTENEHHO U ia C€ THTPHpa CEOOpasHoO
NOBIMABAHETO Ha CUMNITOMaTHKaTa.

ITanyenty ¢ yepeneHa 6u0peuna QyHKIps

ITpu nanyenTy ¢ TJapkuHcOHOBa GONECT M JICKO IO YMEPEHO TEXKO yBpexiane na Op0peunara
bynxnua (kpeaTHUHOB KIMpBHC 30-50 ml/min) He e HabnMIOAaBaHa MpOMAHA B KJIMPBHCA Ha
POIHHMPOIT, KOETO IIOKA3Ba, Ye MpH Ta3y NMOMyNalia He € HeOOXOAUMO KOPHIHpaHe Ha
HO3UpPOBKAaTa.

4.3. IHpoTHBONOKA3aHAA

CBpBXYYBCTBUTEHOCT KbM @KTUBHOTO BENIECTBO MIIH KBM HAKOES OT JIOMOMIHMTE BEIECTRA.
Texko yepexaane Ha 6s0peunara HYHKIMSs (KpeaTHHHHOB KIMpPEHC < 30 mi/min).
YBpexaane Ha HepHoApoOHaTa QyHRKLUA.

4.4, CnenpaiHn npeaynpexgeHus H cCnelHaNHy KpeAna3sHH MepKH 32 ynorpeoda

POIIMHUAPOIN € CRBP3BaH ChC CHHIMBOCT Y ClIydad Ha BHE3aITHO 3aCHYBaHE, KOHKPETHO IIpH
naguent# ¢ Iapruncorosa 6oxect. Heyecto ca JOKIanBaHH €NM30)i¥ Ha BHE3ANHO 3aCNMBaHE IO
RpeMe Ha M3BBPINBAHE HA eXXEIHEBHU AEHHOCTH, B HAKOH CITy4aH, HACTHIIMIM 6e3




paboTaT ¢ MallI¥HY [10 BpeME Ha JICYEHUETO ¢ pOITHHMpo. IlanueHTHTe, IpH KOUTO Ca ¢e
MOSABABANY ChHAXBOCT H/KIK eNM30/M Ha BHE3aHO 3acHuBaHe TpsOBa Aa n3bsarear ga modupar
U4 fa pabotar ¢ Mamysu, OCcBeH TOBa, MOXKe Aa ¢& 00ChaM HaMalsgBaHe Ha HO3HpOBKaTa Ml
NPEYCTAHOBABAHE HA JICYCHHUETO.

[TauuenTyTe ¢ MCUXVYHY WM NICHXOTUYHU pa3CTPOMCTRA, WINM C aHaMHE3a 33 TaKUBa
pa3CcTpoiicTBa, MoraTt Ja OhpaaT TeKyBany ¢ NOIIaMHHOBY aroHHCTH CaMO aKo IOTEHIHAIIHUTE [TOJI3H
OT JISYEHHETO TPEBUIIABAT BH3MOKHUTE PHCKOBE,

Tlpu naumenTy, REKYBaHu ¢ JONaMUHEPrUUHN CPEACTBA, BKIL. PONNHUPOII, TpeAUMHO 3a bonecTTa
Ha [lapxuncoH, ca ch00IlaBany HapyleHus, CBEP3aHM ¢ KOHTPOJIA Ha UMIKYJICUTE, BKAKOYHUTEIHO
IIaTONIOrHYHO YBIIEUCHHE KbM Xa3apT U XUIEPCEKCYATHOCT, ¥ IOBHIUECHO JuOuao. Te3n sapylmeHus
ca cp0bIaBaBy 0coOEHO NpH BUCOKM 103K ¥ OOUKHOBREHO ca 00paTUMM Ipy HaMalsiBaHe Ha J03aTa
HIIH NpeycraHoBsBaHe Ha sedeHueTo. Ilpy Hakou cinyyau ca GHIH HaAUHE " pHCKOBH (aKTOpH KaTo
aHaMBe3a 3a KOMITYJICHBHO NIOBEACHUE (BHXK TOYKa 4.8).

ITpu naueHTH ¢ TEXKO ChPAEIHO-CHI0BO 3abosipane (0co0eHO KOpOHapHa HEAOCTaThYHOCT) CE
HpeoOphYBa IPOCHEAIBAHE HA KPEBHOTO HANIMraHe, MO-CIICIHAIHO B HaYajlOTO HA JISYEHUETO
(Imopaan pHCK OT OPTOCTATHYHA XUMTOTOBMA).

To3u iekapcTBEH NPOAYKT ChABPXKa U TaKTO34.
[TamuenTure ¢ peAKU HachexCcTReHU 3abonsaBaHMs KaTo ralakTo3Ha HEMOHOCHMOCT, Lapp jaktaseH
AehULIUT MIIH TJIFOKO30-TaIaKTO3Ha ManadbcopOuus, He TpaOBa fa NpHEeMar TOBa JIEKapCTBO.

4.5. B3zaumolelcTBHSA ¢ APYTH JeKApPCTBEHH NPOAYKTH N APYrH ¢opMH Ha B3aHMOJeiiCTBHE

He e nadmoaaBano hapMakOKHHETUHHO B3aUMOASHCTBIE MEXAY POITMHNPOI U JIEBOXONA HIIH
AOMITEpUAOH, KOeTO OH HalOKMAO KOPUTHpaHe Ha A03UPOBKaTa Ha HAKOE OT JIEKapCTBaTa,

Hepponentunyre ¥ Apyrure NEHTPANHO aKTUBHY JONMaMUHOBH @aHTAarOHHUCTH KaTO CYNIHMPH HIIK
METOKJIONpPaMK A MOTaT [ia HaMaJIST ePUKacHOCTTa Ha POIMHUPOI1 U 3aTOBA €AHOBPEHHATA
ynoTpeba Ha Te3H neKapersa TpAOBa fa ce u3bArea.

TToBMIICHY IA3MEHN KOHIIEHTPANYN Ha POITHHMPOI ca HaORIOJaBaHy TIpY MaUEHTH, JICKYBaHH C
BHCOKY RO3u ectporenu. IIpy nanueHTH Ha XOpMOH-3aMeCTHTENHA TEPAliUg ICYCHHETO C
POINHHUPOI MOXKE [a 3alloYHe 1o 00M4alinua HauuH. Ho ako XOpMOH-3aMecTUTENHA Tepanus Obe
CHIpsHa Wiy BBBEJEHA M0 BpeMe Ha ASUSHMETO ¢ PONTMHUPOS, MOXKE fa C& HAIOXKK KOPUTrHpaHe Ha
IO3UPOBKATA HA POIMHMPON B CHOTBETCTBUE C KIIMHUYHOTO HOBINABAHE,

Ponrnupon ce MeraGonu3upa OCHOBHO ype3 M30eH3uM ruToxpoM P450 CYP 1A2.
DapMakOKMHESTUYHO NpOoyyBaHe (C PONMHUPOI, IPHEMaH B 1o3a 2 mg, TPH NBTH JHEBHO) NIpH
nauuenTty ¢ JTapkiHHCOHOBA BOJNIECT oKa3Bpa, Ye nunpodiokcauuy ypenyapa Copa 1 AUC Ha
PONHHHAPON CHOTBETHO ¢ 60% ¥ 84%, ¢ OTEHLMANEH PUCK OT HexeNanu peakiy. OT ToBa CleiBa,
ye IIpH NanyMedT!, KOUTO Bede npueMar poIMHUPOIL, MOXe J1a Ce OKaXe HeOOXOAUMO J03UpoBKaTa
[ia Ce KOPUTHpa, B CIIy4Yal e ce 3ano04Ba WM CKMpa JieueHKeE ¢ JISKApCTBA, 33 KOUTO CE 3HAE, 1
uaxubupar CYP 1A2 Karo nunpodaokcanys, EROKCALMH WK (IIyBOKCAMHH.

B npoyupane npy nanuenty ¢ ITlapkuHcorosa 6onect Ha papMaKOKMHETHYHHTE B3aUMOJCHUCTBIA
Ha ponurupon (IpBeMaH B J[03a 2 mg, TpY ITTH JHERHO) U TEOQUIMH, KaTo
1A2, ne ca rabMOAABaHA NPOMEHY BbB (hapMaKOKMHETHKATa HUTO Ha PO
TeOhUIINH.




H3BectrO € , ye TroTroHonyieHeTo uaaynupa CYP 1A2 merabonu3Ma U 3aT0Ba aKO HAIMEHTET
3all04Ba HUJIM CIUpa TIOTIOHONYLIEHE IO BpeMe Ha IEYEHHETO ¢ POIMMHUPOI], MOKE Ja Ce HaJIoKU
IPOMSHA Ha JO3aTa.

4.6. DpeMeHHOCT H KbpMeEHe
Hama pansy 32 ynorpedara Ha poMHUPOI 110 BpeMe Ha OpeMEHHOCT.

B u3nuTBaHKA 1Py XKHUBOTHH € YCTAHOBEHA PEIIPOAYKTHBHA TOKCHYHOCT (BHK TOUKa J.3). TpH Kato
NOTEHLMAIHUAT PUCK 34 X0OpaTa He € U3BECTEH, IIPEenophyBa ce pONHHEPOI Aa He ¢ Ipuara 1o
BpeMe Ha OPEMEHHOCT, OCBEH aK0 NOTEHIHAIHATA N03a 3a NauUeHTa PEeBHIiaBa ITOTEHIHaTHIS
PHCK 3a MIIoAA.

Ponmaupon He TpaOBa Ja ce Ipuiiara rio BpeMe Ha KbPMEHE, Thil KaTo MOXKe Ka IIOTUCHE
NaKTaUATa.

4.7. Edexru BHpXY CIO0cO0HOCTTA 32 NIoHpaHe H padora ¢ MAMIMHHA

[anyenTrTe, ISKYBaHH C PONHHUPO, TIPH KOUTO C€ MOSBAT CHHIMBOCT H/MITH €NIM308M Ha
BHE3aNHO 3aciyBaHe, Tpsabea Ja OBbAAT MOCHBETBAHH A ce BB3IhPKAT OT HOQUPaHe MY OT
HEHHOCTH, IIpH KOUTO HapyllaBaHe Ha BHIMAaHHUETO MOXKE CEPHO3HO Ja HaBpey HUITH Jia IPHYUHA
CMBPT Ha TIX CaMHTe WM Ha JpYTd xopa (Hanp. padoTa ¢ MalliHy), JOKaTO ChbHAMBOCTTA U
IIOBTapAIIUTE CE eNU301 Ha BHE3AHO 3aCiBaHe He ObJaT NpeofoneH (BrX TouKa 4.4).

4.8. Hexelann JieKApPCTBEHH peaknnu

HesxenasuTe peakiuuu ca n30poeHn No~oiy, KilacuGuupupany o CUCTEMH M OPraHy Y 10 ¥eCToTa.
TTosicHeHO € Aanu HeXXEAaHHTE peaklliK ca Cho0miaBartu Mo BpeMe Ha KRMHHYHUTE H3IHTBaHU A
KaTO MOHOTEpANHUs Uil KaTo KoMOMHKpaHa Tepanud ¢ l-dopa.

KnacupukauusTa o yectora geuurpa nexxenannte peakiuy Karo: MHOro yectH (=1/10), uectn
(>1/100 no <1/10), newectu (>1/1 000 po <1/100), peaxu (=1/10 000 no <1/1 000), MHOrO peaKH
(<1/10 000) 1 ¢ Heu3BecTHA YeCcTOTa (OT HANMYHUTE JIalHU He MOJXKE Jia Ob/¢ HanlpaBeHa OLeHKa).

BEB BCcaka rpyia no 4e€crora HEXEMaHuTEe pEaKIIiy Ca IIPCACTaBCHH O pena Ha HaMajspallla
TCHKECT.

IIcHXy4YHy HApPYINSHUS

JecTH: XamonuHaLu.

HeuecTH: ICHXOTUYHH peakiuy (pa3iIMyHM OT XalOUHHALYK), BKITIOYUTETHO AeUpHyM, 3a0myaa,
apaHos.

B nocrMapkeTHHIOBUTE CHOOILEHHMS ca JOKIaABaHH HapyIIeHHA Ha KOHTpOJIa Ha UMITYJICUTE BKA.
NIATONOTMYHO YBACUEHHE KbM Xa3apT M XMIEPCEKCYaHOCT, M IOBUILIEHO NHUORI0 (BIXK TOUKA 4.4).

Ipu knunuunu uznUMEana ¢ KOMOUHUpana mepanua;
YecTu: 00BPKaHOCT

Hapviuennsg 5a HEpBHATA CHUCTEMA

MHOro yecTH: CHhHIHMBOCT

YecTH: 3aMatHOCT (BKIIIOYXTEIHO BEPTHTO)
Heyectu: cHIHO N3pa3eHa JHEBHA CHHIIMBOCT M €301 Ha BHE3aIHO 3achk i

P OMHHHPON € CBBP3BaH CHC CBHIUBOCT ¥ HEYCECTO € CBbp3BaH CBhC CHII
CRHIAUBOCT U CIIYYal Ha BHE3allHO 3aCIIBaHe.



Hpu xnunuynu npoyueanus ¢ ponuHUpoOR Kamo MOHOMepanus.
MEOro yectH: CAHKOIIL.

Ipu xnunuynuy usnumeanus ¢ KOMOUHUpaHa mepantil:
MHoro yecty: AUCKHHE3HA.

CHIOBH HApYIIEHUS
Heuectu: XUNOTOHUS, OPTOCTATUYHA XUIOTOHUA
B pefxu cnyvait XMIOTOHUSATA MJIM OPTOCTaTRYHA XHUITOTOHHUSA ¢a OMIH TEKKOCTEIICHHM.

CToManigo-ypeBHH HapYIIEHHS
MHor0 YecTH: rajcHe.

YecTH: KHCEIIHHY B CTOMaxa.

Ipu xnunuunu npoy4eanus ¢ pORUHUPOR KAMO MOHOMEPANUA.:
Uectd: nopprilade, KopemHa 00JKa.

Xenarto-OMiyapHi HapyuleHus
C Hen3pecTHA 4eCTOTAa: HEpHOAPOOHU peakiuy, riIaBHO OBUIIABAHE HA HUBATa Ha qepHOAPOOHUTE
eH3HMU.

OBuIY HapyHICHUS
JIpu xnunuyny nPOVYEAHUS C PONUHUPOA_KAMO MOHOMEPAnus.,
YectH: OTOK Ha KpaKaTa

4.9. Ilpepozupane

CuMIITOMaTHKATA YIPH NPel03hpaHe Ha pONTHHUPOI OOMKHOBEHO € CBhP3aHa ¢ HEroBOTO
HOTI@aMUHEprayHo AeiicTRue. Te3n CUMITOMHE MOTaT ja OhJaT OOIEKUYSHH Ype3 NIOAX OO0
JeqeHue ¢ JOTIaMUHOBH AHTArOHUCTH KaTo HEBPOJIENTHIH UM METOKJIONpaMuL.

5. @dapMakoJOrHYHu JAHHU

3.1. dapmaxkoauHaMH4YHM CBOHCTBA

dapMakoTepaneBTHYHA Ipyria: JONaMUHEeprUieH arenT, A0NaMHUHOB arOHUCT.
ATC xon: N04B C04

Pomunupon e reepronugos D2/D3 AonaMHUHOB arOHUCT, KOUTO CTUMYJIHpa CTPHATATHUTE

AOIIaMHUHOBH PEUEIITOPM.

PONMHUPOs HaMallsiBa AONaMUAHOBUS AeduUuT, Xapakrepusupaiy ITapkuaconosara Ooiect, 4pe3
CTUMYJIMpaHEe Ha CTPUATANHHATE JONIAMUHOBH PEHENTOPH.

PonuHupoNn ASiCTBa B XHIiOTaIlaMyca d XMOOQH3aTa KaTo HHXHOUpa CeKpelMaTa Ha IPOJIaKTaH,

5.2. dapMakoKXKHHETHYHH CBOHCTBA

Pezopfiing
Pe3opOuusara Ha pOIMHEpPOII IPH DepopalicH TIpHeM € 65p3a. brOHaIHYROC
nipudiusutentHo 50 % (36 no 57 %) v cpenHuTe MAKCUMAIHN KOHHEHTP
JAOCTHUraT 3a CpeHO BpeMe OT 1,5 yaca ciief mpueMa Ha Ko3aTta.




Paszfipenencenuye
CBBp3BaHETO HA PONMHUPOI € IJIA3MEHUTE IIPOTEeUHH € ¢nabo (10 - 40 %).

TTopamy BucoxaTa cu TUIMOMUIHOCT POIIMHUPON NOKa3Ba roisam obeM Ha pasnupenenenue (CpegHo
6,7 /kg B nuanason 3,4 no 19,5 /kg) u ce enmMHHENpa OT CHCTEMHATa LIMPKYalls ChC CPEASH
eNPMHHAAOHEH IIONYKHBOT 0T 0Kojio 6 yaca (quana3on 3,4 - 10,2 yaca) 1 sBEH KIUPBHC CASK
nepopaned npueM 58,7 I/h (muanazon 18,5 - 132 V/h).

MeTabonu3sM

OxcupaTiBHUAT MeTabOMU3BM Ha PONMHUPOII CE OCBINECTBABA IIIABHO OT K30EH3UM LHHUTOXPOM
P450 CYP1A2. Poruuupoit ce eKCKpeTHpa riaBHO B YpHHaTa oA Gopmarta Ha MeTaboJMTH,
I'naBHuaT MeTabomut ¢ Hail-Manko 100 nbTHi no-cnabo akTHBEH OT POTIMHUPOI B JKUBOTHHCKU
MOJIENIH Ha [AOoIaMUHepruYHaTa (HyHKIU.

EnuMuHHpaHe
Habmopnasa ce mupoKka BaprabuIIHOCT B CTOMHOCTUTE Ha apMaKOKAHETHYHUTE IapaMeTpH MEXKIY

OTHASNHUTE NMalUeHTH. Y BeIMYeHHETO Ha cucTeMHaTa eKero3uius (Coax 1 AUC) cnepn efHOKpareH
TIpHAEM € NPONOPLMOHAIIHO Ha YBEIHYEHHUETO Ha K03aTa B pAMKMTE Ha TepaneBTHYHUSA T0308
Iyana3oH.

5.3. IlpenxnuHHUYEM AAHHH 32 6e30HACHOCT

PenpofykTisHa TOKCHUHOCT: FlpunoskenMero Ha ropinirole npu 6peMeHHH IIHXOBE, B TOKCHYHH 34
MalikaTa Jo3n, € JOBEJO IO HaMaieHHe TejiecHara Maca Ha IUfofa Npu fosa 60 mg/kg
(aprbmusurenso pasya Ha AUC npu MakcumangaTta f03a py Xopa), yBeJIMYEHHe CMBPTHOCTTA Ha
miofa npu nosa 90 mg/kg (mpudnusurenso 2 nbtH AUC npu MakCuMasTHaTa £03a IIpd Xopa) 1
mandopManuu Ha npberure Npu go3a 150 mg/kg (mpubnusurenyo 3 neti AUC mpu
MaKCHMAanHaTa fo3a npy xopa). Ipu xosza ot 120 mg/kg (npubnusutenno 2,5 met AUC npu
MaxcHMalidara 1034 IPH Xopa) He € HaOmogaBad TepaToreHeH eEeKT Npy MIIbXOBE, a ChIO TaKa He
Ca YCTaHOBEHU MpoblieMH ¢ pasBUTUETO Ha IIIOAa IIpH 3aiIiy.

Toxcuxonoryus: TOKCHKOIOTHYHKEAT Ipodhu:1 1Mo APHHITAN ce oNpeaend OT PapMaKoIOrHIHOTO
IelicTBHE Ha JIeKapCTBOTO (TIPOMEHH B IOBEHEHUETO, XUIONPOJIaKTUHEMHE, ITIOHH)KaBaHE Ha
KpHBHOTO Haidrade ¥ ChpJiedHata 4ecToTa, ATo3a ¥ canupanus). CaMo NpH IUIEX aT0NHOC €
HabNIoaBala gereHepanys Ha peTiHaTa lpu Bucoxa gosa (50 mg/kg), BeposATHO aconuMpada ¢
YBEIMYEHA EKCHO3ULUA Ha CBeTIIHA.

[eHOTOKCHYHOCT: B nopeauua ot o0MuaitHy M3CHeNBaAHMs in Vivo | in Vitro He ¢ HaOMIOAaBaHa
FeHOTOKCHIHOCT.

KapuusoredHoct: B npoBeieny JByroAHINHY poyuBaHus ¢ Ao3u Ao 50 mg/kg npu Mamky 1
MITHXOBE He € YCTAHOBEH XapunporeHek edekT pu Myukute. Ilpy nioexoseTe efMHCTBCHUTE
CBBHP3aHHU C JIEKAPCTBOTO JIE3HH ca XMUIIepnyasys Ha JIainuropure KIeTKA U aJICHOM B TECTHCHTE B
pe3yiITaT Ha XMIoNponakTHHeMuUHMSA eGeKT Ha ponuHnpof. CuuTa ce, Ye Te3U JIe3uH ca
BUAOBOCTIC(UYHN ¥ HE IPEACTABISIBAT PUCK TI0 OTHOHIEHHE Ha KITMHUYHATA YIIOoTpeda Ha
POYIMHUPOIL.




6. @dapmaneBTHYHH JAHHU
6.1. Cnouchbk HA NOMOHNIHHTE BEHIECTBA
Crpuesnna pa TaGjaerkara:

JlakTo3a MOHOXHIpPAT,
MukpoxpucTanHa I1einyno3a
Hartpuesa Kpockapmernosa
Marsesues creapar

DuNAMOBO MOKPUTHE:!

Requip 0,25 mg film-coated tablets:
XANpoMeno3a

Maxporon 400

Turanos auoxcun (E171)
TTomucopOar 80 (E433)

Requip 0,5 mg film-coated tablets:
XUrpomenosa

Maxkporoiu 400

Turaxor gnokcuyg (E171)

Keat xenezen okcun (E172)
Yepeen sxenesen okeun (E172)
HHpwro xapmus anymuHuii (E132)

Requip 1 mg film-coated tablets:
XunpoMmenosa

Maxporon 400

TutanoB puoxkcuyg (E171)

JKent xenesen okcun (E172)
Hamuro kapmun anymusui (E132)

Requip 2 mg film-coated tablets:
XunpomMesosa

Maxporon 400

TuranoB auoxcun (E171)

Xt xenesed okcun (E172)
YepseH xeneseH oxcup (E172)

Requip 5 mg film-coated tablets:
Xunpomenosa

Maxkporon 400

Turasos guokcua (E171)

Hupuro xapmus anymunnii (E132)
TITomucopdar 80 (E433)

6.2. MOU3IAKO-XHMHYHH HECHLBMECTHMOCTH

He ca U3BeCTHH.




6.3. Cpox na rogHoCT

24 Mecela.

W

6.4. CpoemuajJHH YCJI0BHS 32 ChbXpPAHEHHE

IIa He ce cpXpangra Hag 25°C.,

6.5. JlanHM 32 OHaKOBKATA

1IspBuuna onaxosxa — PVC/PCTFE/Al 6aucrep.

KonuyecTBo B onakoBka: 21 tabnerku (3a xonnertpauuute 0,5 mg, 1,0 mg, 2,0 mg u 5,0 mg).
Tabnerkure ¢ konuenTpauus 0,25 mg Ha ropinirole ¢e npuaAarar B NepHoJa Ha BEBEXIaHe, KOrato
€ HeoOXOKMMO NPelN3HO TUTpHUpane Ha o3aTta. C Lel Aa ce YIECHH IIpUeMa B TO3M NEPHOI TeE ce
npeanarat B T.Hap. OIIAKOBKU 3A 3ATIOUBAHE HA JIEUEBHETO, chAbpaxamy - 210 tabnetku no 0,25
mg.

6.6. Ilpenopbky npH ynorpeda
Hsma

7. Ilpnreixaresa Ha pa3pemieHHeTO 32 ynorpeda

SmithKline Beecham plc,
980 Great West Road,
Brentford, Middlesex,

TW8 9GS, Benukobpurauus

8. Homep Ha pa3pelneHneTo 3a ynorpeoda
Requip 0,25 mg film-coated tablets: 20030287
Requip 0,5 mg film-coated tablets: 20030288
Requip 1 mg film-coated tablets: 20030289
Requip 2 mg film-coated tablets: 20030290
Requip 5 mg film-coated tablets: 20030291

9. JlaTa Ha NLPBO pa3pemaBaHe 32 yHoTpeda Ha JeKAPCTBeHHA MPOIYKT
07/05/2003

10. Jlara ma akTyaan3upase Ha TEKCTA
Oxtomspu 2007




