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KPATKA XAPAKTE PII C TIIKA HAfIPONYKTA

I,IME IIA JTEKAPCT BEHAS IPONYKT

flpauunercor feHepuxou
llpaunnexcor feuepuxoH
llpaulrnercol f euepnxoH
llpanaunerccon feuepurcon
llpauunexcon f euepurcou

0,088 mg ra6lerrcu
0,18 mg ra6rerrcu
0,35 mg ra6nernu
0,7 mgra6rerxu
l,l mg ra6nerxu

Pramipexole Genericon 0,088 mg tablets
Pramipexole Genericon 0,18 mg tablets
Pramipexole Genericon 0,35 mg tablets
Pramipexole Genericon 0,7 mgtablets
Pramipexole Genericon 1,1 mg tablets
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KAqECTBEH I{KOJII{TIE CTBEH CbCTAB

flpaunnexcor fenepuxon 0,088 mg ra6rerru cb.qbpx(a rpaMr{rreKcon (pramipexole) 6aza 0,088 mg (noa

Qopuara Ha 0,125 mg rpaMr.rrreKcoiroB .{rrxr,rApoxnopr,rA MoHoxr{Apar Qtramipexole dihydrochloride
monohydrate)).
flpauunerccon lenepurcoH 0,18 mg ra6rerrn cbAbpxa rpilMnrleKcot Qramipexole) 6asa 0,18 mg (nog

Qopnrara ua 0,25 mg rpaMuneKcorroB Anxr.rApoxJropr.rA MoHoxr.IApar (pramipexole dihydrochloride
monohydrate)).
flpanrunexcor feHepuron 0,35 mg ra6nemu cb.{bpxa rpaMllneKcon(pramipexole) 6aza (noa <fopr',ram
Ha 0,5 mg rpaMr.rreKcoJroB Ar.rxurpoxJropr.rA MoHoxr.rapar Qtramipexole dihydrochloride monohydrate)).
flpaunnexcor feuepnrou 0,7 mg ra6nerrn cbAbpxa npaMr4neKcol (prarnipexole) 6aza 0,7 mg (no4

Qoprnlara Ha I mg npaMnneKconoB Anxr.rApoxJroprrA MoHoxI,IApar Qramipexole dihydrochloride
monolrydrate)).
flpauunercol feuepuxon 1,1 mg ra6lerru cbAbpxa rpaMllrleKcol Qtramipexole) 6aza l,l mg (no4

Qopuara ua 1,5 mg npaMr,rneKcoJroB Ar,rxr,rApoxJropr.rA MoHoxI,IApar Qtramipexole dihydrochloride
monohydrate)).

Bututtauue.'
,{orure npaMr.rneKco4 ny6luxynaHr,r B nnTeparypa;r:a, ce orHac{T 3a HeroBara con. llopa4u roBa, Ao3LIre
ule 6lAar u3pa3sBatv rro-AoJry Karo npaMrrrreKcoJr 6asa u Karo npaMI,IrIeKcoJr noA Qopnrara na con (n
cro6rE).

3a ntffu.rc crtrrclK Ha rroMolrrHr,ITe BeulecrBa, BI,tx(Te roqxa 6.1.

JIEKAPCTBEHAOOPMA

Ta6rema

Konuqecrso aKTHBHo BeurecrBo B Ao3oBa
eAr,rHr,rua 3a onpeAeneHa Maca (mg 6a3a)

Btnruen rn.[

0,088 Eeru, rprrru ra6nerxu, o3HaqeHH c HaA[I,Ic
P9AL 0.088 or eAHara crpaHa I4 TJIaAKLI or
TDVTATA CTDAHA.

0 , 1 8 Benu, npoAbJrroBarrl ra6lerrcn, o3HaqeHld c
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HaAnr{c P9AL 0.18 u c rbHKa AeJrr{renHa qepra
oT e.{HaTa cTpaHa r{ urlrpoKa Aenr,rTeJrHa qepTa
or Apyrara crpaHa.
Ta6lerxure Morar ga 6rgat piBAeJreHrr Ha .qBe
paBHI4 nOJIOBITHIi.

0,35 Eem.r, npo4urroBarr{ ra6letxu, o3HaqeHH c
Ha4nr4c P9AL 0.35 r4 c rbHKa AeJrr,rreJrHa qepra
oT eAHaTa cTpaHa r4 rrrupoKa AeJrr{TeJrHa qepTa
or Apyrara crpaHa.
Ta6lerxure Morar ra 6r4ar pa3AeJreHrl Ha ABe
DABHI{ TIOJIOBI{HI,I.

0,7 Eenu, rprrnu, grofiHousrrbKH€urr{ ra6nerxu, c
AenrrTeirHa qepTa oT ABeTe cTpaHv vt c Ha,4.nuc
"P9AL 0.7" or eAHara crpaHa.
Ta6nerrulre Morar Aa 6sAat pa3AeJreHH Ha ABe
PABHI{ IIOJIOBI4HI4.

l , l Eenu, rprrnlt, gnofinou:rrtKH€urr{ ra6lerrcu, c
AeJrrrreJrHa qepra or ABere crpaH[ v c HaArruc
"P9AL 1.1" or e4nara crpaHa.
Ta6nerrcnre Morar Aa 6rI'ar pa3AeJleHr.r Ha ABe
DABHIJ NOJIOBHHH.

KJIIIHI{TIHLINAHHI{

TepanenrurrH[ flora3aHnfl

flpauunexcol e npeAHa3HarIeH ga JreqeHue Ha rrpr.r3Haql{Te L cHMIIToMLITe Ha I,IAI,Io[arHqHa
Ilapxuucouosa 6orecr caMocrosremro (6er nerogona) ranu e rcoN,I6vnar\Lrs. c neBoAona, T.e. B xoAa Ha

sa6orsnaHero rrpes KbcH]ITe craAlalr', Koraro etpercrsr Ha JreBoAorla HaMaJItBa ulr4 craBa HenocroqHeH H

ce na6nrcAanar Snyrryauur4 B repaneBrr,rqHnr eQer<r (npu usuepnBaHe Ha Ao3ara unn "on off'

QnyrryaqHu).

,{ornponrca rrHatrrrH HanpruroxeH}Ie

Ta6lerrcure tpx6sa Aa ce [plreMar npel ycrara, Karo ce r"bJITar c reqHocr I4 Morar Aa ce npneMar, KaKTo

c xpaH4 raKa r4 6es xpaHa. ,{nennara Ao3a ce pa3npeAenr tro paBHo Ha rpl{ oTAeJIHLI rrprleMa.

Haqaruro reqenr,re:

,{ornporxar a rpt6n,a nocrerreHHo Aa ce IIoBI,{[raBa,
col) gHenuo, cJle.q Koero ce yBenurlaBa Ha BceKI{
HenoHocltMI.t HexeJIaHH neKapcTBeHH peaKIII,II{,
rrocrr{f aHe Ha MaKcLrM€LIIeH TeparleBTuveH eQercr.

Karo ce 3arotrHe c Ao3a or 0,264 mg 6a-:a (0,375 mg
5 - 7 luu. Axo npn trallveHra He ce ycraHoB.sBar

Ao3ara cJreABa Aa ce yBerl{qaBa nocTeneHHo Ao

Cxeua Ha.qo3npaHe Ha npaMl{neKcon qpe3 noBHIIIaBaHe Ha Ao3I'ITe
Ce.uuuua ,{osupoerca

(me 6a3a)
O6qa AHeBHa
aoga (mg 6aga)

,{osuponra
(ms cor

O6ua AHeBHa
Aosa (mg con)

3 x 0,088 0.264 3 x 0.125 0.375
2 3  x  0 , 1 8 0,54 3 x0,25 0.75
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a
J 3x0 ,35  11 ,05 3x I ,50

Arco ce HaJrara [o-HararblI]Ho yBenr,rqaBaHe Ha Ao3ara, AHeBHara Ao3a cJIeABa Aa ce noBl,Iuaoa c 0,54 mg

6asa(0,75 mg con) Ha ceAMLrrIa Ao Aocrr.rraHe Ha MaKcr,rM:rJIHa AHeBHa Aosa 3,3 mg 6asa (4,5 mg con).

Heo6xoAtrlro e Aa ce or6elexu, qe cJryr{allne Ha cbHJruBocr ce yBerLIiIaBar nplr Ao3LI no-BLIcoKtI or 1,5

mg/geH (nx.ro.ma 4.8).

flo.{,rrpxaruo neqenue:
LlugunugyatHara Ao3r,rponra rp.a6na Aa 6sAe B paMKI{re sa 0,264 mg 6asa (0,375 mg col) ao
MaKcnMrurHa gosa 3,3 mg 6asa (4,5 mg cor) 4Henuo. llo BpeMe Ha rpv ocHoBHI,I rpoyqBaHl,It c

rroBnrrraBaHe Ha Ao3ara, Haq{uroro ua eQerra e Ha6rloAasaHo IIpu AHeBHa 4osa l,l mg 6asa (1,5 mg col).

flo-gatarur Ao3ara cneABa Aa ce aAa[TVpa B gaBnarlMocr or KJII{HI{qHI{.x orfoBop I,I rloHoctlMocrra. B

KJII,IHHTIHI, ]?lgtI:1ITBaHvIfl oKoJIo 5%o oT IAIILIEHTI,ITC CA NOJIYqABAJILI AO3H NOA 1,1 Mg (I,5 Mg CON). IIPU
HarrpeAHiura flaprunconosa 6orecr Ao3u flo-BlrcoKrr or 1,1 mg (1,5 mg col) ua AeH Moxe Aa ca

rtoAxoAqrlu 3a 6orHr.r, npr{ Kor{ro rqe 6rAe HaMzuItBaHa Ao3ara Ha JleBo.qofla. flpenoprqBa ce

AO3r{pOBKaTa Ha JIeBOAOila AA Ae rrOHI{XaBa, KaKTO nO BpeMe Ha noBI,IlIaBaHe Ha Ao3aTa, TaKa u IIo BpeMe

Ha noAAbpxarrloTo JreqeHlre c npar,rr,rneKcoJr, B 3aBr.rcrrMocT oT peaKuHI.ITe Ha oTAeJIHI4Te naIIneHTLI.

flpexDarqsaHe Ha reqeHl,Iero:
BHesanuoro npeKparrBaHe Ha AonaMnHeprr{qHoro neqeHlre Moxe Aa AoBeAe Ao pa3BI,ITI,Iero Ha

HeBponelrr,rr{eH M€llurHeH cr,rHApoM. flopaau ra3I,I npuquHa, npaMI{[eKcoJI cJIeABa Aa 6t4e HaMaJItBaH

[ocreneHHo c 0,54 mg 6asa (0,75 mg con) na AeH, AoKaro AHeBHara Ao3a ce peAyllupa.qo 0,54 mg6aza
(0,75 mg con). Cneg roBa Ao3ara ce noHlr)rcaBa c no 0,264 mg 6a:a (0,375 mg con) Ha AeH (nx.rourca 4.4).

.IIogHpaHe npu nauHeHrn c 6r6peqHu yspexaaHllq:

Eluuuul,rpanero Ha rrpaMuneKcoil saBvrcr or 6r6pe.+rara tpyurcqlrr. 3a sanoqBaHe Ha neqeHuero ce

npenopbqBa cneAHara cxeMa Ha AGI,IpaHe:

llplr uaqlrenrlt c Kpearr{HlrHoB Knr,rpbHc HaA 50 ml/min ne e Heo6xoAlrMo noHu)KaBaHe Ha AHeBHara Ao3a.

flpu naqneurn c KpearuHHHoB KJrr,rpbHc MexAy 20 u 50 ml/min, HaqaJlHara AHeBHa Ao3a npaMl,IleKcoil

rpr6ea Aa ce piBrrpeAeJrr{ B ABa orAeJrHr4 rpr4eMa, Karo ce 3aroqHe c 0,088 mg 6asa (0,125 mg con) Ana
nrrr4 AHeBHo (0,176 mg6rca/0,25 mg con gHenHo).

flpn uaqueHrn c Kpearr.rHuHoB KJrHpbHc ro.q 20 ml/min, AHeBHara Ao3a Ha [paMlrneKcol rpx6na 4a ce

rrpr.rJrara BeAHsx AHeBHo, c HaqzulHa Ao3a or 0,088 mg 6aza (0,125 mg col) AHeBHo.

Aro 6r6peuuara SyHrqux HaMaJr.sBa no BpeMe Ha rroAAbpxauloro JIeqeHLIe, AHeBHara Ao3a
npaMr,rrreKcon rp.n6aa Aa ce noHrrxaBa c rorrKoBa [porleHTa, c KoJIKoro ce e noHI{xI4JI KpearI,IHI,IHoB}It

KJIr{pbHc, T.e. aKo KpeaTr,rHtrHoBvrflT Knr4p'bHc ce TIOHHXIa c 30Yo, AHeBHaTa Ao3a npaMI'IrIeKcoJI ce

rroH1xaBa c 30Yo. .{uennara Ao3a Moxe Aa ce pa3Aerrv Ha ABa orAenHI4 rIpLIeMa nplr KpearI,IHlIHoB

KJrr.rptHc MexAy 20 u 50 ml/min ,r Aa ce npueMa eAHoKparHo rpl{ KpearLIHIjHoB KJII{pIHc rIoA 20 ml/min.

.IloguoaHe npn naut,teuru c qepno,[po6Hl4 vspex.{auus:
Bepo.rrHo He e seo6xoAr,rMo aAanrr4pane Ha Ao3ara npl4 [aqueHTLI c qepHoApo6na He.qocrarbr{Hoct, ttft

rcaro 90%o or a6cop6npaHoro aKrr.rBHo BerrlecrBo ce eKcKperupa rlpe3 6r6pequre. floreuqualsoro

BrrkrflH:ne Ha qepHoApo6Hara HeAocrarbqHocr Bbpxy Qapuar<orlrueruKara Ha [paMzrlercon o6aqe ne e

IIpoyqeHo.

.IlosuposKa npu aeua u rcHolxl,t

Prmipexole_Genericon_SPC_vu 02_clem



Common Technical Document
Pramipexole dihydrochloride monohydrate

He ce npenopsqBa ynorpe6ara Ha rrpaMlrleKcoJr trpt,t Aerlav roHorrru noa 18 roAuHr.r, nopaAlr Jrr{rrcara Ha
AaHHH ga 6egonacsocrra r{ eQnxacnocrra.

il llpourBorroKa3aHrrfl

CaprxvyrcrBl{TeJrHocr rcbM npaMr,r[eKcoJr HJrr{ KbM HrKoe or rroMorrlHr,rre BerrlecrBa.

C CneqnaJrnrrrrpe4yflpexAeHlrfl rrrrpeArra3HrrMepKHrrpuynorpe6a

Koraro ce npeArrr.rcBa npaMlrleKcoJr Ha nauueHrr{ c 6r6peuno yBpex,qaHe 3a irerreHr{e ua flaprcuucoHoBa
6onecr, ce npenopbr{Ba noHuxaBaHe Ha .qo3ara Karo ce cJreABar yKa3aHwffa B ToqKa 4.2. klzsecrHo e, qe

npr,I JreqeHr,re c AonaMHHoBr.r aroHucrr,r n neBoAo[a Karo HexeJraHv peaKqrllr 6Hxa naouu Aa ce rro{Bsr
x{ulloql,IHarlurr. flaqueHrure rpr6na Aa 6rgat [peAynpeAeHr.r 3a Bb3MoxHocrra or norBa Ha
x{ulloql,rHarluu (npegurr,tro 3prrreJrHr{). IIpu HarrpeAHaJra flaprunconona 6onecr, npu ronr6uHupaHo
rer{eHl,Ie c JreBoAola, e Bb3Mox(Ha norBara Ha Ar.rcK[He3r.rfl no BpeMe Ha nbpBoHaqaJrHoro rI,ITpI,IpaHe Ha
Ao3ara rrpaMnneKcon. flpu norBara nu rpx6na Aa ce HaMaJrr.r Ao3ara Ha JreBoAorra.

flpauunerccoJr ce cBbp3Ba cbc coMHoJreHTHocr I,I e[rr3o.4r,r Ha BHe3anHo 3acnrlBaHe, ocobeHo npu
narlr{eHrr{ c llapxuucoHona 6orecr. B pe4xra cJryqari ce cro6qaaa 3a BHe3anHo 3acnr.rBaHe [pe3 AeHc,
rroHrKofa 6es narl[eHT'br Aa ro ocb3HaBa unu 6es npeAy[peAureJrHrr nprl3Harlr{. flaqr,renrure rpt6na ga

6rAar npeAylpeAeHrd 3a roBa u Aa 6r4at [ocbBerBaHr{ Aa ca BHLrMareJrHrr rtpu ruo$npaHe nnn pa6om c
MaIIIHHLI IIO BpeMe Ha Tepallut C [paMHneKCOJI.

flaqueurure, [ptl Kolrro ce notBrBar cbHJrrrBocr ulunu enusoA Ha BHe3arrHo 3acrrnBaHe, rpr6aa ga ce
Bb3Abpxar Aa ruo$upar ulu pa6orrr c MarrrlrHn. B Aonrnuesue tpr6ea Aa ce nMa npeABI,IA HaI\,I€lJItBaHe
Ha Ao3ara vnu flpeKpurflBaHe Ha reparrr{rra. flopa4ra Bb3Mo)KeH a,qr{rr4BeH eSert naqpleHrl,Ire, npueMalqll

Apyru ceAarlrBHr,r JreKapcrBeHu [po.{yKTr,r urrr4 zlrrKoxoJr s roM6I,IHaIIut c npaMI{[eKcoJI, rpr6na Aa 6r[ar
[ocbBerBaHr,r la 6rla"r npeA[a3Jrr,rBu (nx. ro'xa 4.7 u rourca 4.8).

flaqnenrzre u o6clyxraillure rr,r rpx6na Aa ca 3ano3Harr4 c Saxra, qe Morar Aa ce notBtr npoMeH[ B
noBeAeHnero (uanp. naroJlofuqHa cKJroHHocr KbM xa3apr, rroBr4rrreHa ceKcyaJlHocr, cKJIoHHocr ICbM
nperxgaue). Tpx6na Aa ce o6ctAI,I HaMaJItBaHe Ha Aosara/nocrelleHHo cnupaHe.

flauuenrnre c rclrxoruqHu HapyrreHr,rt rpx6na Aa ce [eKyBar c AorraMLrHoBLr aroHlrcrl{ caMo B
cJryqar.rTe, KoraTo oqaKBaHaTa rroJr3a e no-roJlflMa oT rIoTeHIlI{aJIHI4t pI{cK.

E4HonpeueHHara ynorpe6a na anruncuxorr.rqHr{ JreKapcrBeHlt npoAyKrLI u [paMuneKcon rpr6ua ,4a ce
ug6.f,rsa (nN. rouxa 4.5).

flpeuoprvnar ce o$ralvroJroruqHr4 nperneAr{ Ha peAoBHr,r rrHrepBaJII{ I4JII4 npl{ no.f,Ba Ha aHoManI,II,I B
3peHuero.

flpr,l rcxrco cbpAeqHo-cb.{oro sa6orcBaHe, JreKapcrnoro rpr6na Aa ce [punara BHrIMareJIHo. Ilpenoprvna
ce MoHr.rropr,rpaHe Ha KpbBHoro HzuurfaHe, oco6euo [pI.I 3anouBaHe Ha Jrer{eHltero, nopaALI ptlcK or
oprocrarr,rqHa xlrnoroHr{.s BbB Bpb3Ka c JleqeHHero c AonaMI,IHeprur{HI,I neKapcrBa.

Cuuntoutt, npeAnoJlaralql{ HeBpoJIenrLIrIeH MzuII,IrHeH cI.IHApoM, ca onucaH}I npI.I BHe3aIIHoro ctrllpaHe
Ha AonaMr,rHeprurrHoro JreqeHr,re (rx. roura 4.2.).

I BranuoAeficrsrecApyrrrJreKapcrBeHrrrpoAyKTrrnApyrnQopunuan:arlroAeilcrsfie
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flpaunuercoJl ce cBbp3Ba B MHoro HI{cKa crerreH c [Jra3MeHkr rrporer.rHu (< 20%) u npu xopa nperbpflrBa
MaJIKa 6norpancQopMarrkrs'. flopa4z roBa, He ce oqaKBar ngauuo.qeficrBrrfl c apyr" neKapcrBeHlr
npOAyKTI{, nOBJII'I.SBaIIIU CBbp3BaHeTO C IIJIa3M9HU IIpOTeI{HH v$wt eJII4MIIHI{paHeTO qpe3
6uorpaHc$opMallut. Trft raro aHTllxoJrr.rHeprurrHure neKapcrBa ce eJruMr.rHrrpar rJraBHo rrocpeAcrBoM
6uorpancQopMallut, Bb3MoxHocrra 3a B3ar,rMogeficrnue c rrx e orpaHr.rqeHa, BbnpeKr.r qe He ca
npoBeAeHI{ IIpoyqBaHH{ B T€l3L HacoKa. Harraa QaprrlaKoKuHernqHo B3ar.rMoAeficrsue cbc ceJrexu rvl n
JIeBOAOIIa.

I{uueruAuu noHHxaBa 6t6peuuux KJrr,rplHc Ha [paMr,rneKcon c npulttusuretmo 34%o, BeporrHo nopaAr,r
lilrxu6upaHe Ha xarufionHara ceKperopHa rpaHcrroprHa cr4creMa n 6r6peuunre ry6yirr.r. Ilopa4r,r iona
JIeKapcrBeHv npoAyKTI'I, Kol{ro ca uuxu6uropl,I Ha ro3r{ aKTr{BeH rrbr 3a eJrr,rMr.rHr,rpaHe rrpes 6r6pequre
I'IJIII, KOHTO Ce €JIHMI,IHI,IpaT IOCpeACTBOM HerO, TaKUBa KarO IlUMerI,rAr.rH v aMaHTaAt4H, Mgrar Aa
esauN'IoAeficrBar c IrpaMfifleKcon, B pe3yJrrar Ha Koero Aa ce noHr.rxr{ KJrr,rpbHcbr Ha eAuHr.rr unv ABara
JIeKapcrBeHI'I [poAyKra. flouraxanaHe Ha Ao3ara Ha npaMr4neKcoJr cJreABa Aa ce r.rMa rrpeABr{A npr,r
eAHoBpeMeHHa ynorpe6a Ha re3r,r JreKapcrBeHr,r npoAyKrlt c [paMrineKcoJr.

Koraro npaMI{neKcoJI ce AaBa n xov6uuaqnr c neBoAorla, ce flpeflopbqBa HaManrBaHe Ha.qo3ara Ha
JIEBO.IIONA I,I 3ANA3BAHE HA AO3I,IPOBKUIAIlA APYTUTC AHTI{IAPKLIHCOHOBII NCKAPCTBCHI,I NPOAYKTU, AOKATO
ce rroBr.r[raBa Ao3aTa Ha rrpaMHrreKcon.

nopr"q" Bb3MoxeH aAIITITBeH e$exr nalll4eHrr,rre, npueMarqu Apyrr4 ceAarHBHr{ JreKapcrBeHr.r [po.{yKTrr
LIJIII ulJIKoxoJI s roN{6I,IHaqLH c [paMLI[eKcoJr, rpx6na Aa'tllat rrocbBerBaHu Aa6r$ar rrpeAna3Jrr.rBr.r.

E4uonpeueuHara ylorpeda na asruncnxorr{qHlr neKapcrBeHr,r npoAyKrr.r u npaMurreKcon rpa6oa 4a ce
us6.rrna (nN. rouxa 4.4).

l[ EpeueHHocrrrr(bpMene

EQerrrr trpu xopa rlo BpeMe Ha 6peueHnocr H KbpMeHe He e npoyrreH. flpaunnexcoJr He e LrM€ur
TeparoreHeH eQexr rrpu rrJlbxoBe u zairgu, uo e 6un ena6puororcuqeH rrpu rrJrbxoBe B Ao3H, ToKcuqH[ 3a
uaftrara (nx. toura 5.3). IlpanruneKcoJr ue rpr6na Aa ce r,r3noJr3Ba no BpeMe ua 6peueuHocr ocBeH B
cnyuait Ha Kareropaqga Heo6xoALIMocr, T.e. Kofaro rroreHlllIaurHara noJl3a HaABr{rrJaBa otraKBaHr,rr pucK
no orHorrJeHue ua Seryca.

Trft rcaro rerleHl,Iero c [paMuneKcor usxu6upa ceKperlr{.flra Ha npoJraKrr.rH npn xopa, ce oqaKBa cnfipaHe
Ha KapMara. He ca nporeAeHH npoyqBa:F.vs. nplr xeHr,r no orHorxeHr{e Ha eKcKpeq/^flra Ha npaMr.rneKcon B
KbpMara. flpu nlrxoBe KoHIIeHTparluflTa Ha cBbp3aHara c aKTr.rBHoro BeqecrBo paAI,IoaKTHBHocr B
KspMara e no-BucoKa or rzt3ll B nJla3Mara. Ttil rcaro JrrdncBar AaHHu rrpu xopa, npaMr4[eKcon ne 6una aa
ce npueMa B nep[oAa Ha KbpMeHe. flpu ua.noNrdreJrHa ynorpe6a, KbpMeHero rpr6na Aa ce npeycraHoBr,r.

EQerrn nrpxycnoco6nocrra:a uroQnpane npa6ora cMarrrrrHrr

flpauunerccoIrBIrvAs, B 3Haqr.rreJrHa creneH Bbpxy cnoco6nocrra sa ruo$upane n pa6ora c Marrrr.rHl{.
BrsI\,IoxHa e noflBa Ha cbHJII,IBocr LIJII,I xaJIIouv*auvv.
flaqueHture, JIeKyBaHI{ c [paMI,IneKcoJr, rtpu Kor.rro ce na6mo.qaBa cbHJrr.rBoc^t u/unu BHe3anHo 3acnaBaHe
npe3 .4eHt, rpx6na Aa 6r4ar rpeAynpeAeHr,r Aa He uroQupar v Aa He yrrpoKHtrar 4eftnocru, npn KoHTo
HapyureHara 6gurelHocr 6n ugroxunarflxvutlr oKoJrHr{Te Ha pvcK or ceprro3Ho HapaHrBaHe r.Inu cMbpr
(uanpuuep pa6ora c uaruuun) Ao n3qe3BaHero Ha re3r,r noBrapfln\u ce enri3o.4u r.r cbHJrLrBocr (nx. cruqo
roqKr,r 4.4, 4.5 u 4.8).

Hexerann neKapcrBeHn peaKrlrr[
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Clegunre HexceJIaHI,I peaKlluu ca or{aKBaHu npn yrrorpe6a Ha lpaur{neKcoJl: rtaronorurrHo rroBeAeHlre,
[aroJIorlIrIHLI cbHI4Iqa, o6rprcaane, 3arreK, 3aM€urHocr, cauosa6ny.Uq II,rcKvHe3Lrs, yMopa, xaJIIoIIr{HaIIuI{,
mano6om,Ie, xunepKI,IHe3LIt, xurloroHl.Ir, npeKoMepHo rleHe (crclonnocr KbM rrpenKAane, xunepQarur),
6e:crnue, HapyIxeHI.It n ru6nAoro, faAeHe, nepra0epen oroK, [apaHo-s, raronorr4qHa cKJroHHocr KbM
xa3apr, noBulrleHa ceKcyzrnHocr I4 Apyro a6Hoptrluo rroBeAeHne, cbHJrr.rBocr, rroKaqBaHe Ha reuloro.

Brg ocHona Ha analfir3u ua c6opHr,r uraqe6o KoHrpoJrilpaHr,r npoyrrBaHr{q, B Konro ca yqacrBiuru 1923
naIIpIeHTIt Ha npaMI,IleKcoJI rI 1354 naqzeHTa Ha nnaqe6o, HexeJraHr,r JreKapcrBeHrr peaKrlr,ru ca qecro
cto6nlanauu I,I B ABeTe rpyrur. 63%o ot naqrreHTr4Te Ha npaMr4rreKcoJr r.r 52%o ot naqneHTr.rTe Ha nlaqe6o
cro6qanar noHe eAHa HexeJraHa neKapcrBeHa peaKur,rr.
Ta1tutlu I u 2 torcazBar qecrorara Ha HexeJraHr,r neKapcrBeHlr peaKur,ru or nnaqe6o-KoHTpoJrr.rpaHr.r
KJII,IHI.IqHI' npoyqBaHH{. Hexerauure JIeKapcrBeHn peaKIII4LI, noKuBaHLt B Tegv ra6nu4u ca oHe3I{
ct6urwn, KoI,ITo ce IIotBtBaT npu l%o r.rJrr.r noBeqe oT narlr{eHTuTe, JreKyBaHv c npaMr.r[eKcon u ca
cro6qanauu 3HaqHTeJIHo [o-qecro rrpt,t naqneHTn, [ppreMarrlu [paManeKcoJr B cpaBHeHne c re3I,I or
nlaqe6o rpynar4 I,InrI ICbAero cr6nrr,rero ce cMsra 3a KJrr{Hr.rr{Ho cBbp3aHo. Bce nar, 6onruuHctgoro or
qecTLITe Hex(eJIaHI.I neKapcrBeHlr peaKrlr,ru ca JreKr.r Ao cpeAHo-TeNCKrr, xaro o6nrnoBeHo 3anoqBar B
HaqaJIoTo Ha TepaIII,IqTavI vMa reHAeHrlr.r.fl Aa H3r{e3BaT, Aopu Koraro repafir4flTa e rrpoAbJrxeHa.

Ta6mqa Msoro qecrn Hex(enaHr,r 0
Cncreuo-opraHHr.r
KfiacoBe

Hexerann
peaKurilr

flpauunexcon
N:1923
(%\

Hapyureruax Ha HepBHara
cr{cTeMa

3aMa.sHocr 15.s
.Ilucxnnegu.fl 12.9

Qlgyenrg6-qpeBHI.I

HAPYUIEHI,I,f,

faAeue 17.2

CrAonu HapyueHr,r.s XunoroHn.fl 12.6

Ta6r 2:Hec;runua HeXeJIaHLI .IIO <

Cncreuo-opraHHr.r
KJIACOBE

Hexelanu
peaKqrrpl

flpauunexcon
N= 1923
(%\

llcr,rxuqsu HapyureHr,rt Ilaronoruqnlr cbHurrla 3 .5
Crcrosuue ua o6rprcnase 3.0
Xarnouunauuu 6.6
BegcrHne 8.2

Hapyruerua.r Ha HepBHara
CI'ICTEMA

Crnnusocr 8 .6
fnano6orlre 6.5

Ctottraruuo-qpeBHr,r
HAPYIXCHI,I,f,

KoHcrnuarln.[ 5 .5

O6qH HapyueHrrq u e$exru
u eQercru Ha M.scroro Ha
np[noxeHr,re

Vuopa 6 .1

llepuQupeH ororc 1 .9

llpauunerccoJr e cBbp3aH cbc cbHJrrrBocr (8,6%) r{ Heqecro ce cBbp3Ba c rrpeKoMepHa cbHJrnBocr npe3
AeHs,v enH3oAH Ha BHe3arrHo 3acnr,rBaHe (0,1%). BHxre crqo roqxa 4.4.

flpauunexcoJr Moxe Aa 6rAe cBbp3aH cbc HapymeHnr B rr,r6nAoro (nonuuranaue (O,1.70) :u.uu
noHHXaBaHe (0,4%)).

00

Prmilrcxole_Genericon_SPC_vr 02_clem



Common Technical Document
Pramipexole dihydrochloride monohydrate

Karro e onucaHo B JluTeparyparaga AorraMr.rHoBt4 aroHr,rcrlr, H3rroJr3BaHr{ 3a reqeHr,re ua flaprcuHcoHoBa
6olecl, nplr [aIIneHTI4Te, JIeKyBaHu c npaMnrreKcoJr, oco6ego BbB BI,IcoKr.r Ao3r4, ce cro6qana 3a npotB]r
Ha rIaroJIorLIqHa cKJIoHHocr KbM xa3apr, noBltlxeHo r'udu4o n noBr,rureHa ceKcyaJlHocr, Konro
o6urHoseHo ca o6paruun rrpll HaMuurrBaHe Ha Ao3ara r4Jrr.{ [peKparrBaHe Ha JreqeHrlero.

Haft-.{ecro (a5%) cto6qasaHr,rre HexeJraHr,r peaKrlr.ru lrpn naqr{eHru c llapxuHcoHoBa 6onecr, no-qecro
lpI,I reaIeHI,Ie c ttpurl\duneKcoJl B cpaBHeHLIe c nlaqe6o, ca: raAeHe, Aurclrr4ne3ur,, xlrrloroHtlt, 3aMatHocr,
cbHJIHBocr, 6escrHue, 3aleK, 3pureJrHr,r xanroulrHarlr{u, rrano6orue rr yMopa. Cnytaure Ha cbHJlrrBocr
HapacrBar npII Ao3r{ no-Br{coKr.r or 1,5 mg/4eu (nx. roura 4.2). f1o-uecra HexeJraHapeaKrlr,rr rptr
ronr6uuaqnr c JreBoAorra e AlrcK[He3uqra. B Hallanoro Ha JreqeHHero Moxe Aa ce ua6nro,{aBa norBa Ha
xllnoroHrrr, oco6eHo npn 6rpso rr{TpupaHe Ha Ao3ara npaMr.r[eKcoJr.

Ilpegornpane

H.gN,Ia KrI,IHLrqeH orrr,rr c rex(Kr{ cnyqau Ha npeAo3r.rpaue. OuarBaHrire HexeJraHr{ peaKrlr.r[ ca re3r.r,
c'borBercrBarrln Ha QapuarogunaMuqHrlr npoQra.n Ha AorraMr.rHoB afoHr4cr, BKnroqBarqu ra4eHe,
IIoBpbrrIaHe, xHnepKI,IH$rIq, xrufioquHall]Ild, mr6yAa r,r xurroroHrr.fl. He e ycraHoBeH aHTLrAor npr,r
npeAo3rrpaHe c AonaMLrHoB aroHr,rcr. flpu Harur{ue Ha crrMnroMr.r 3a crnMyJrr.{paHe Ha rleHTpirnHara
HepBHa cr,rcreMa Mo)Ke Aa ce npunox(ar HeBponenrr.rrtr,r. flplr npeAcr,rpaHe Moxe Aa ca seo6xoAr,rMu
o6ulu nogbpxarqrr MepKr{, s rcoru6uHa\uc, crc croMarrrHa rrpoMrrBKa, r{HrpaBeHo3nu un$yzwv,
npI,IJIaraHe Ha aKrrlBeH Bbr;reH r{ MoHr.rropupane Ha EKf.

OAPMAKOJIOTNqH}ICBO}ICTBA

@apuaro4nuaMlrqHrl cBoft crea

@apuaxorepaleBTuirHa rpyna: AorraM I,IHoBI,I aroHllcrlt
ATC rcoa:N04B C

flpaunnexcon e AolaMr,rHoB aroHllcr, Koftro Br.rcoKo ceJIeKTI4BHo Lr cnequQuqHo ce cetpena c D2

Ao[aMr{HoBHTe peqerrropr{, H rro-cnequ€urHo r,rrrra aQuuurer KbM TexHLLf, noATI{n D3, tI I{Ma rrbJIHa
BbrperrrHa aKTuBHocr. flpauunerccon o6rerqana flporBrrre na flapnnHcoHoBa MoropHa HeAocrarbtlHocr
I{Pe3 CTI,IMYJII{PAHE HA AOTIAMUHOBI'TC PEUEITOPI,I B CTPI,IATYMA. IIPOY'TNAHU,A NPN XI.IBOTHI,I COqAT, qE

npaMr,rneKcon uuxr,r6npa cHHTe3a, orAeJrrHero I,t uera6onugMa Ha AonaMLIHa.

flpu 4o6ponoJrqu e Ha6noAasaHo Ao3a-3aBI,IcHMo HaMaJIeHI,te Ha rIpoJIaKrLIH.

KrnHnqHu nooy.rBaHnq npu flapxuHcoHosa 6orecr

flpauunerccoJl HaMaJrrBa [pLr3HaIII,ITe lI cr,rMrrroMl,ITe Ha LlAlronarlrqHara flapxuucoHoBa 6onecr.
flpone4enlr ca KoHrpoJrr4paHv KJrr,rHlrqHr{ npoyqBaHr,rr, BKJIIoqBaIIIU 2100 [aqlreHra n cragufi. ua
ga6on.rsaHe I-IV no Hoebn u Yahr. I{ssrH r.sx, oKoflo 900, rconro ca 6unu B no-HanpeAnan cr4uit sa

sa6orqsaHero, ca nppreMzuru eAHoBpeMeHHo JreBoAona u ca crpaANrI,I or MoropHI,I ycJIoxHeHHt.

EQuxacnocrra Ha rrpaMr4neKcoJr npr{ paHHa u Ha[peAHaJra llaprcuncoHosa 6onecr ce noA.qbpxa B
KoHTpoJrr.rpaHlr KJrr,rHr.rr{HII npoyqBaHr.rq 3a rrepl4oA or oKoJro uecr Meceqa. B ornopeHu AonIJIHLITeJIHLI
[poyqBaHr,r.f,, rrpoAbJrx(eHvr. Ha re3n 3a [epuoA Har rpr.r roAI4HI{ He ca or6en-flgaHu npn3HaIII,I Ha

rroHr,r)r(aBaHe Ha eQuracuocrra. llpu KoHTpoJrupaHo AsoftHo cJlflno KJIvHHqHo npoyqBaHe c
npoAbnxs.rreJrHocr 2 ro4wwu, HaqanHa reparu{t c npaMI{rIeKcoJI 3HarILIMo orJlara.HacrbnBaHero Ha
MoropHr,r ycJroxHeHr{r }r cpaBHeHo c HaqurJrHa repanfifl c ireBoAofla, peAyql{pa rffxHara no.asa. Tora

ornaraHe Ha MoropHr.rre ycJro)r(HeHnfl npr4 npaMr{IreKcoJr cneABa Aa ce 6arancupa FIptMo no-roJltMoro
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nogo6penue Ha MoropHara QyHrIryzr rplr JreBoAona (ueuepeHo qpe3 cpeAHara npoMflHa no UpDR-
cxana). O6ulara qecrora Ha xzrnrcqu:naL\Lrr4 r.r sbHJrr.rBocr npr.ruqr,rnHo e no-BucoKa BbB Qa:ara Ha
yBerLIrIaBaHe Ha ,qo3ara npu rpynara c npaMl4nerccol. BrnpeKll ToBa, He e r.rMano 3Haqr.rreJrHa pa3JrnKa
rlpe3 [oAAbpxarrlara Qasa. Tesr.r AaHHI,I tpr6na Aa ce r.rMar rrpeABr{A nplr 3a[oqBaHe Ha JreqeHuero c
[paMr,rneKcoJr npt,t rrarluenru c flaprcuHcoHoBa 6olecr.

OapuanorcnHernqHll cBoft crsa

flpan'runexcon ce pesop6r,Ipa 6rpso t4 H3rIrJro cJreA rrepopaJreH npr.reM. A6comoruar a 6uoHanu,rHocr e
rloBeqe or 90oh H MaKcI'IMnJIHu nnzBMeHr,r KoHqeHrparryv ce Aocrr4rar MexAy I u 3 'aaca. flpueurr c
xpaHa He HaMzuItBa crerleHTa na a6cop6qus. Ha rrpaMurreKcoJr, Ho rroHlrxaBa Hefigara cKopocr.
flpauunexcon e c nunefiHa KI{HerItKa I,I c M€urKLr pa3nurilrr B rrJra3MeHkrre KoHrIeHTp a\uLr rrpupa3rl{rrHvre
IaIII{eHTLI.
Cnrpsnauero Ha npaMI{IIeKcoJI c nporer,rHlrre npv xopa e MHoro HvcKo (< 20yo), a o6eurr Ha
pasrlpeAeJleHue e roJItM (400 l). IIpn nlrxore ca Ha6moAaBaHV BrlcoKlr KoHrleHrparlprlr B Mo3bqHara
TbKaH (orcolo 8 ntru [o-BI{coKn or re3u s nra3N{ara).

flpaunnercol ce uera6olnsupa B Hr,rcKa creneH B qoBelrrKr.t.tr opraHu3bM.

OcHosHI'Lsr HaquH Ha eJIHMI,IHI,IpaHe.. Ha HenpoMeHeH [paMr,rneKcoJr e 6r6peunara eKcKperluc.
flplt6lnutrenno 90oh or 6enxganara c toc 

Ao3a ce eKcKperr,rpa upee 6r6peq^r", i no-MtrJrKo or 2yo ce
orKpHBar nsn Qercallrure. Torannlrrr KJrrpbHc Ha [paMr{neKcoJr e oKoJro 500 ml/min, a 6r6pewmtr
KJII'IpbHc - rtpwdnusureJlHo 400 ml/min. Bpenrero Ha noJryeJrvMr,rHlrpaHe (t%) zapupa or 8 uaca npn
Mila4r4 xopa Ao 12 'aaca [pr,r Bb3pacrHr,r.

IIpe.qr.nnnnqHlrAaHHrr 3a6eronacnocr

Ilpoytmaunma 3a roKcllqHocr flpu MHoroKparHo nprrJroxeHrre [oKa3Bar, qe rpaMrrneKcor Bru.ge rJraBHo
Bbpxy Syurqlrr.rre Ha {HC H x(eHcKara pelpoAyKTr,rBHa cr.rcreMa, Koero Bepo.f,rHo ce AbJDr(r,r Ha
rrpeKrureHo cr4JreH QapnrarcognHaMr,rrreH e$exr Ha npaMr{rreKcoJr.

flpt't trlalrH rlpaceHlla e ua6mo4aBaHo noHrrx(eHrae Ha Ar{acronHoro r{ cr4croJrHo Har.f,raHe n Ha
cbpAerrHara qecrora, a reHAeHrlr,rr 3a xulloroHlrueH eSercr e sa6er.f,saHa npu uafiuyul.r.

floreHqnalHIl.nr e$exr Ha npaMuneKcoJr no orHorrreHrre Ha penpoAyKrr,rBHara Qynxqr,rr e [poyrreH npr,r
I'I3cJIeABaHLII Bbpxy nJlbxoBe u zaiulu. flpu umxone u 3aitgu, [paMr{rreKcoJr He [oK€r3Ba reparoreHeH
eQercr, Ho e eu6pnoroKcnqeH lrppl nJllxoBe B Ao3r,r, roKcrrqHu ga uaftrcara. Ilopagu nog6opa Ha BUAa
XI{BOTHH I.I OrpaHI4qeHI,ITe I,I3CJTeABaHI,I napaMeTpr{, He}r(eJraHLrTe peaKrlr{n Ha rrpaMl,IneKcon no
orHoIxeHI,Ie ua opeueunocrra H Mbx(Kara penpoAyKrr,rnua cnoco6uocr He ca HanbJrHo H3rcHeHr.r.

IlpauunercoJl He e feHoroKcr.rqen. llplr [pof{BaHr,rr 3a Kapqr,rHoreHeH rroreHrlr{aJr, MsxKr,r rrJrbxoBe
ptBBI,IBar xl,Itreplrnatnfl Ha KJIerKI,rre na Leydig n a,{eHoMr.r, Koero ce o6.scHsna c uuxn6upaulur eQercr na
npaMI,IneKcoJI Btpxy lponaKrlrHa. Ta3r,r HaxoAKa He e peJreBaHrHa KbM KJruHlrirHara ynorpe6a. Clqoro
npoyqBaHe rloK€t:lBa, qe B Ao3r,r 2 mdkg (con) u no-Br,rcoKr,r or rqx, [paMr,rrreKcon ce cBbp3Ba c
AereHepallllt Ha perl,IHara npu nJlbxoBe ar6uuoclz. flocleAHara HaxoAKa He ce cpeqa npu
rlurMeHTr,rpaHlr rrJrbxoBe u He e Ha6ruo4araHa rrpu 2-ro4uruuo [poyrrBaHe 3a KaHlleporeHHocr npr,r
MLIIITKH al6unocu, KaKTo Lr npr.r Hr,rro eALrH or Apyrr,rre rr3cJreABaHLr Br4AoBe.

oAPMAIIEBT I{rIHlI AAIIHI4

C nucr rc na uoMorrl H nre BerrlecrBa
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MaHLITOJI

IIapeBI,rrrHo HprurecTe, npexeJraTplHr43l4paHo
cr4Jrr,rq[eB Ar.roKcr4A, 6esnogen,
rroJruBr,r,uoH K29/32
MarHe3r4eB cTeapaT

6 HecrnMecr[Mocrrr

Henpunoxunao.

6 CporHaroAHocr

oPA/AI/PVC:AI 6nr.rcrepu: 2 roaunu
PVC/PE/PVDC/AI 6nucrepu: I 8 ueceqa

lI CneqnarH[ycnoBnflHacbxpaHenrre

oPA/AI/PVC:AI 6nucrepu: [a ce cbxpaHrBa B opr,rfr,rHanHara orraKoBKa, sa Aace npeAna3Ba or cBerJrr,rHa.
PVC-PE-PVDC/AI 6tucrepu:,{a ce crxpaHrBa rroA 30'C. ,{a ce cbxpaHrBa B opr,rruHirJrHara onaKoBKa,
3A AA Ae npeAna3Ba oT cBeTJrr{Ha.

5 ,I[anHu3aonanoBKara

oPA/A/PVC:AI lunu PVC-PE-PVDC/AI 6rncrepra, cbAbpxauu 10, 20, 28, 30, 50, 90, 98 r.uu 100
ra6rerrcu.

He scltqrcu Br,rAoBrr onaKoBxr,r Morar la6rlar ilycHarr{ n npo4aN6a.

6 CneqnaJrH[r npeArra3Hrr MepK[ rrprl rr3xBbpJrflHe

H.f,rua cnequarHr.r n3rdcKBaHr{.f, .

TIPLITE)ITATE JI TIA PA3PE III EHI,IETO 3AYIIOTPEEA

Genericon Pharma Gesellschaft m.b.H.
Hafnerstrass e 2l l, 8054 Graz
Ancrpur
rer:0043 316 9003
$axc:0043 316 9003 101

8 HOME(AIIAPA3PEIIIEHI{ETO3AyIIOTPEFA

flpauunexcon feHepurcoH 0,088 mg ra6lerru
flpauunercol leHepr,rxou 0,18 mg ra6lerxr
flpaunnexcol feuepuron 0,35 mg ra6lerxlr
flpauunercon feuepurcoH 0,7 mg ra6lemu
llpauunexcol feuepnxou 1,1 mg ra6netru

lI-4499 /20.03.2009, Per. Jt& 200901 19
II-4500 /20.03.2009, Per. Ns 20090120
II-4501 120.03.2009, Per. Jt 20090121
II-4502/20.03.2009, Per. Nb 20090 122
II-4503 /20.03.2009. Per. Ns 20090123
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AATA HA TIbPBO PA3PEIIIABAHPIOAHOB,flBAHE HA PA3PEIIIEHIIETO 3AYIIOTPEBA

laraua flbpBo pa3perxeHr.re: 20 rvrapr 2009 r.
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