ITAPAPTHMA I

MEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pramipexole Teva 0,088 mg diokia
Pramipexole Teva 0,18 mg diokia
Pramipexole Teva 0,35 mg diokia
Pramipexole Teva 0,7 mg diokia

2. MHNOIOTIKH KAI ITIOXOTIKH XYNOEXH
Pramipexole Teva 0,088 mg diokio

Kabe dioxio mepiéyet 0,125 mg dwdpoyrmpikng povobopikng mtpaumneioins iwwodvvoun pe 0,088 mg
TPOLUTEEOATC.

Pramipexole Teva 0,18 mg diokia
Ka0e diokio mepiéyet 0,25 mg dtwdpoylmpikng pLovoidptkng mpapineEoing isodvvaun pe 0,18 mg
TPOLITEEOATC.

Pramipexole Teva 0,35 mg dwokia
Kabe oioxio mepiéyet 0,5 mg dwdpoyrlmpikng povoddpikng mpaumeEoing tleodbvoun pe 0,35 mg
TPOUTEEOANG.

Pramipexole Teva 0,7 mg diokio
Ka0e oioxio mepiéyet 1,0 mg dwdpoylmpikng povoddpikng mpapumne&oing ioodvvaun pe 0,7 mg
TPOTEEOANG.

Hopoaxaldo onueioorte:

O1 066¢€1g TG TPOUTEEOANG OTC dNpocievovTaL 0T PiPAloypapic avaeEPOVTUL GTH LOPPT TOV
dlatog.

Xovenmg, ot 00celg Ba exepalovtal T0c0 o€ TpopmeEOAn Pdor 600 kot o TpaumeEOAn dAag (o
napévieon).

T tov mAnpn Katdloyo tov exddymv, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Alokio
Pramipexole Teva 0,088 mg diokia

Agukd, oTpoyyLAO d1oKi0, UE EMITEDT EMPAVELD KO KVPTA AKPa, SOUETPOV 5,55 mm, Tov PEpel
avayloen v €voeién "93" ot pia TAevpd kot v €voeiEn "P1" oty dAAn mhevpd.

Pramipexole Teva 0,18 mg dwokia

Agvkd, oTpoyyLAd d1oKi0, e EMimEdT EMPAvELD Kol KUPTA dKpa, dapéTpov 7,00 mm, Tov QEpet
avayAven v évoeién "P2" exatépmbev tng mAeVPAG UE TN SLoY®PICTIKN Ypouun Kat Ty £voeién "93"
oV GAAN TAevpd. To dickio pnopei va daympiotel oe dvo ica pépm.

Pramipexole Teva 0,35 mg dwokia

Agvkd og voievka, ofaA, aueikvpta dickio yopaypéva pe 9, KAOETN oY ®PIGTIKN YPAUuUn, 3, 6TV
TAELPA PLE TN Sloy®PIoTIKY Ypappy, kot '8023" otnv dAin mAevpd.To diokio pumopel va daywpiotei
o€ dvo ioa pép.

Pramipexole Teva 0,7 mg dwokia

A€gvK0, 6TpoyYVAO O10Ki0, LE EMimedN empdvela Kal KupTd dKkpa, dStapétpov 8,82 mm, Tov PEPEL
avayAven v évoeién "8024" ekatépwbev NG TAEVPAC LE TN SO MPIOTIKT YPOUUT KoL TNV EVOELEN
"93" atnv aAAn mievpd. To diokio umopel va dwuywpiotel og 600 o PEPT.
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4, KAINIKEX ITAHPO®OPIEX

41 OgpamevTikéc gvociEeig

To Pramipexole Teva gvoeikvutat yio, xpnomn 6€ eVAAIKES yio, T Oepameio Tov onueiov Kol Tov
CLUTTOUATOV TNG Womafoc vocov tov Parkinson, povo (yopig Aefoviona) | 6€ GUVILOGUO LE
AefovToma, ONAaoN oTNV TopEia TG VOGOV, LEYPL TO TEMKA GTAL0 OTOV TO OTOTEAECLLOL TG
Aefovtoma eEacbevel 1 yiveTal acvveEXEG KOl VITAPYOVY SIUKVUAVGELS TOV BEPATEVLTIKOV
aroteléopatog (TéAog g 06ong i “on off” dakvUAVeELS).

To Pramipexole Teva gvdeikvutal yio yprorn 6€ EVIAIKES Y10 T1) GUUTTOWATIKY Ogpomeia TOV peTpiov
£w¢ cofapod Wromadodc Xvvdpdpov T@v Avijcuyev [Todidv oe docelc péypt 0,54 mg Pdaoemg
(0,75 mg drotog) (PA. Tapdypopo 4.2).

4.2  Aocoloyio Kol TPOTOG YoPNYNONS

Aocoloyia

Noécoc tov Parkinson

H nuepnowa d6om yopnyeitar 3 popég v nuépa o€ ioeg dinpnuéveg dOCELS.

Apyixn Ospomeia

O1 8060¢1g Tpémet vo av&avovot otadtokd omd pio apykn 06on 0,264 mg Bacewg (0,375 mg dAatog)
TV NUépa Kat HeTd va avéavetol kabe 5 - 7 nuépec. Me v mpoimodbeon 611 o1 acbeveic dev
mapovotdlovv cofapég avemBounteg evépyeteg, 1 6601 Ba wpémel va pubuiletal mote va emtevydei
70 LEY10TO BEPOTEVTIKO AmOTELEGAL.

AvEavouevo Aocoloykd Zynua tov Pramipexole Teva
EBooudda Adon Ol Huepriow | Adon Olxn Hueprow
(mg Bdoewg) Adon (mg drotog) Adon
(mg Bdoemg) (mg dhatog)
1 3 x 0,088 0,264 3x0,125 0,375
2 3x0,18 0,54 3x0,25 0,75
3 3x0,35 1,1 3x0,5 1,50

Edv kpiveton avaykaio pio mepartépm avénon e 66one, n nuepnota 66om Ba mpémel va avEdvetal
avd 0,54 mg Baocewg (0,75 mg dAatog) o efdopadiaio dtactpate puéxpt ™ Uéytot doon tov 3,3 mg
Baoewc (4,5 mg dAatog) Tnv nuépal.

Qo61600, Bo Tpémet va onueiwbei 6T  cLYVOTNTA EULPAVIONG TNG VIIVNALNG ALEAVETAL GE dOCELG
vynidtepeg and 1,5 mg (dhatog) nuepnoing (PA. wapdypapo 4.8).

Ocpareio ovvTipnons

H atopukn 0601 g mpapme£oing kopaivetot amd 0,264 mg Baoewg (0,375 mg dhotog) £mg ™
uéytot 6oon tov 3,3 mg faceng (4,5 mg dratog) tnv nuépa. Katd m didpreto kKAUdk®ong g
d00MG o€ KEVIPIKEG PEAETEG, TapoTnpONKe amoteAecpaTikoOTTa 1 omoin Gpyile e nuepnoia SO0
1,1 mg Baocewg (1,5 mg dratoc). Ilepartépw pvbuiceig e 60on¢ mpémel va yivovtar e Baon v
KAVIKT 0vTOTOKPIOT KOl TV EUQAVIOT] OVETIOOUNTOV EVEPYEIDV. L& KMVIKEG peAétec mepinov 5 %
v acbevav élafe dooelc kdtw Tov 1,1 mg Bdoewg (1,5 mg dAatog). e Tpoympnuévn voGo Tov
Parkinson, 66ce1c ¢ TpapumeEOAn vymiotepeg oo 1,1 mg Baoewg (1,5 mg dAatog) Thv nuépa
umopet va gival xpnoileg o€ acbeveig oTovg omoiovg otoyeveTal peimon g Bepaneiag pe Aefovtoma.
Yuviotdtol 1 0661 TG AEPOVIOTA VO, LEIMVETOL KOTA TN SIIPKELD, TOGO TNG KAUAK®ONS TG 066MC,
600 Kot NG Bepaneiog cuvtipnong pe Pramipexole Teva, e£optdpevn omd T1c aTopIKéG avTIOpACELG
v acbevov (BA. Tapdypago 4.5).




dioxorny e Oepareiog

H amdtoun dtakonn| tng vromapuvepyikng Bepomeiog pmopei va 00nyNoeL 6g avarTu&r VELPOANTTIKOD
KaKONBovg cLuVOPALLOL 1 GLVOIPOLLOL ATOGVPGNC AYOVICT®OV TG VTomapivinc. H dtokomn g
TpopmeEOANG Tpémel va, yivetan Pabpaio og puOpo 0,54 mg Bacewmg (0,75 mg dAotog) nuepnoing
péypig 6tov N nuepnocio 06on pewmbei ota 0,54 mg Pacewg (0,75 mg dhatog). Ltn cuvéyela 1 66om Oa
npémet va, peimdei kord 0,264 mg Baosmg (0,375 mg dhatoc) nuepnoing (BA. Ttapdypago 4.4). To
GLVOPOLO ATOGVPCNC UYOVICTMY TNG VTOTAIvNG O LTopovGE KON VO, ELQAVIGTEL KOTA TN
Babuaio peimon g d6oNg Kal gvOEyeTar va givat amapaitnt pia Tpocwpivny adénon tng 666ng TPV
ovveylotel ek véov M Pabaio peimon (BA. wapdypago 4.4).

Negpikn averdpkeio,
H amoPoAn g mpapumeEoing eEaptdrar and ) veppikn Agttovpyia. To kdtwbi docoroyikd oynua
TpoTEIVETAL YioL 0pyIKT Oepameia:

Aocbeveig pe kaBapon kpeatvivng Tavo ard 50 ml/Aentd dev amaitodv EAATT®ON TNG NUEPNOLOG
d060M¢ N TNG SLYVOTNTAG dOCOAOYING.

e aobeveic pe kdbapon kpeativivng peta&d 20 kot S0 ml/Aentod, | apyiki nuepiolo 3661 ToL
Pramipexole Teva, mpémnet va yopnyeitor og d00 dinpnuéveg dooelg apyilovtag amd 0,088 mg Bacewg
(0,125 mg dAatoc) 600 popég v nuépa (0,176 mg Baoewc/0,25 mg drhotog TNy nuépa). Ag Oa Tpénet
va vrepPaiveTal ) uéyiotn nuepnota 66on tov 1,57 mg npapumneéoing Paong (2,25 mg dAatog).

e acbeveic pe kdbapon kpeatvivng pikpdtepn and 20 ml/Aentd, n nuepfoia 86om tov Pramipexole
Teva npémel va yopnyeitan o€ pio epdmal nuepnota 66om apyilovrag pe 0,088 mg Bdoewg (0,125 mg
drotog). A Ba mpénet va vepPaivetal n péylotn nuepnoa doon tov 1,1 mg npapuneEding fdong
(1,5 mg dAatoc).

Edv n veppkn Aettovpyio eacbevicel katd ) didpkela g Oepaneiog cvvinpnong, Oa mpénet va
pewmveTon 1 nuepnota 66om tov Pramipexole Teva 6to 1610 T0606TO TOL pE®VETAL Kot 1) KABopon
Kpeativivng, SNAad” edv 1 kdBapon kpeatvivig pewdveton katd 30 % tdte Ko 1 nuepnola S6M Tov
Pramipexole Teva npénet va peimbei katd 30 %. H nuepiotla d6om pmnopei va xopnyndei oe 800
dmpnuéveg 60ce1g edv 1 kdBapomn g Kpeatvivng givan peta&d 20 kot S0 ml/Aentod kot og epdmal
nuepnotla d6on €av N KaBapon kpeatvivng sivar Mydtepn amd 20 ml/Aento.

Hrouxn avendpreio

P0OOuon g docoroyiag oe acbeveic e nratikn averdpkelo mbavoy va puny eivar amapaitntn, agov
nepimov 90 % tng SpacTiKnig ovsiag Tov €xet amoppopnBeil, anofdrieTar and Ta veepd. Ev tovtoig, 1
mBavn ETdPOOT TNG NAATIKNG OVETAPKELNG OTN QAPUAKOKIVITIKY Tov Pramipexole Teva dev €xet
dtepevvnOei.

Houdozpixoc wAnBoouoc

H acpdlreio ko 1 amotedeopatikotnta tov Pramipexole Teva oe moidid niikiog kdto tov 18 etdv
dev &yovv Tekunplobel. Aev vdpyel oyetikn xpnon Tov Pramipexole Teva otov naudiotpikd
TANBvopd Yo v €vdeién g vocov tov Parkinson.

2Ovopouo Avicvywv ITodidv

H mpotewvopevn apykn d6on yio to Pramipexole Teva givan 0,088 mg Bdoewg (0,125 mg dAatog), Ta
omoia va Aapfdvovtal pio popd nuepnoing 2 pe 3 dpeg mpwv omd 1o Ppadwvo vrvo. ['a acbeveig Tov
OmouToHV ETUTAEOV AVAKODPICT) TOV CLUTTOUATOV, 1| dO0T Lropel va, avéndel kKabe 4-7 nuépeg péypL
T péyiotn d6om tev 0,54 mg Bacewg (0,75 mg dhatog) avd nuépa. (OT®G PaiveTal Kol GTOV
mapokato mivaka). [Ipémnel va ypnotponoteitol n younAdtepn anotehespuatiky d6or (PA. mapdypopo
4.4 Emideivaron tov ovvipouov avijouywy wooiiv).

Aocoloyiko Zynua tov Pramipexole Teva

Brua Bpoadwn nuepnoia d6om Bpoadwn nuepnoia d6om
Tithomoinong (mg Bdoemq) (mg GAotoc)
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1 0,088 0,125
2* 0,18 0,25
3* 0,35 0,50
4* 0,54 0,75

* gqv amarteiton

H ovtanokpion tov acbevoug Bo mpémet va eKTidTon LETd amd aywyn 3 unvov kot 0o Tpénet vo
emovegetaletal n avaykn yio cuvéyion g ayoyns. Edv n aywoyn dakomel yio teptocdTepo omd
UEPIKEC NUEPEG Ba TPETEL VAL 0PYICEL €K VEOL UE TITAOTOINOMN TNG 600TG ONMOC QUIVETUL GTOV OVATEP®
mivoko.

dioxorny e Oepareiog

Epocov n nuepnota yopnyovpevn 866m yio v ay@yr tov Zuvopopov Avicvywv Iodidv dev Ba
vrepPaivet ta 0,54 mg Pdoswg (0,75 mg dAatog) To Pramipexole Teva pmopel va dtaxonel ympic
oTadLOKN pelmon g 00oNG. e o peAétn 26 SoUAOwDY EAEYYOLEVT LLE EIKOVIKO QAPIOKO,
mapaTnpnOnke to owvopevo rebound TV cupTTOUATOV TOL ZVVIPOHOoV Aviicuymv [Todidv
(emdeivoon g coPapdTnTag TOV CLUTTOUATOV GE GUYKPLOT Ke TNV apytkn Tywy) og 10% tov
acBevav (14 amd 135) petd amd andtoun dlokomy TG aymyNns. Avtn 1 dpdon Ppébnke va eivar
TOPOUOLL 6€ OAEG TIG DOGELC.

Neopikn averdpkeio,

H amoPoAn ¢ mpapume&oing eaptdtal and T veppikn Asttovpyio. AcOeveig pe kaBapon
Kpeatwvivng Tave omd 20 ml/Aento dev amoitohv EAATTOOT TG NUEPTOLUG dOONG.

H ypnon tov Pramipexole Teva dev €xel pueretnbei oe acbeveig mov vrdKewTOl G€ APOJOTIOVOT|, 1] OE
acBeveic e coPapn veQpikn avendpKeLd.

Hromixn overdpxeio,
PyOuion g docoroyiag o acbeveic pe nroatiky avendpkela TOavov vo unv givat aropaitnn, apod
nepimov 90% g SpacTIKNG 0LGING TOV £xEl 0moppoPN0el, ATOPAAAETAL OTO TOVG VEQPOVG.

Houdiozpixoc winBoouoc
To Pramipexole Teva dg cuviotdtot yio yp1on o€ Todid Kot EpRPovg kTm Tov 18 eTdv Ady®
EMAenyng oToYEI®V Y10 TNV OCPAUAELN KOl TNV OTOTEAECUATIKOTNTO.

Awrtopayn Tourette

THoudiozpixoc tinBvouoc

To Pramipexole Teva d¢ cuviotdtot yio xpfion o€ modid Kot eprifovg niikiog katm tov 18 etdv
KoODC 1 ATOTELEGLOTIKOTITO KOl 1] 0oQAAELD Ogv Exovv TekuNplobel oe avtdv Tov TAnbovoud. To
Pramipexole Teva dev npénet va ypnoiponoteiton oe modid 1 epnPoug pe dwatapayn Tourette e€ontiog
NG UPVNTIKNG 160pPoTiag 0pEAOVG-KIVODVOD yia cvthv TN drotapoyn (BA. Tapdypago 5.1).

Tpomog yopipymong

Ta dwokia Ba mpémel va Aapfavovtor amd To GTOUA, VO KOTATIVOVTOL LE VEPO KOl UTOPEL Vo
Aappdvovton pe M xopic Tpoen.

4.3  Avtevoeitag

YrepevaicOnoio 6tn dpacTiKi ovsio 1] 6€ KATOW0 and Ta £KS0Y TOV aVOPEPOVTUL GTNV
mopaypapo 6.1.

4.4  E101kéC TPOELOOTONGELS KOl TPOPVAAEELS KATA TN| Y p1jon)

Ortav cvvtayoypogeital to Pramipexole Teva og ac6evi pe voco tov Parkinson kat pe veppiky
OVETAPKELD, GLVICTATOL LEIMON TNG 600G COUP®VA UE TNV Tapdypapo 4.2.



Yevdachnoeig
Ot yevudaichnoels elval YvmoTég mg Topevépyela TG Oepameiog e VIOTOUIVEPYIKOVG OyMVIGTES Kol

Aefovtoma. O acBeveic mpémel va TANpo@opnBovv 0T pmopel va mapovstdcovy yevdausnoelg
(kvpilog ontikég).

Avckvnoia

e mpoympnuévn voco tov Parkinson, og cuvdvacpévn Bepaneia pe Aefovtona, duokvnoio propet va,
gppavioBel katd ™ didpreta g apyikng pHbuong g docoroyiog tov Pramipexole Teva. Av
nmapatnpndet Svokivnoia, n d6on ™ Aefovioma Ba mpémetl va PeIwOEL.

Avctovia

A&ovikn dvotovia, cuumepAapuPavopévng tng KAPWNG TG KEQOANS Tpog Ta eumpdg (antecollis), g
KOUTTOKOPUIaG Kot ToV TAayldtovou (cuvdpopo Pisa) &xet avapepbel mepiotaciakd o acbeveic e
voco tov Parkinson petd and Evapén 1 otadiokn advénon 66ong tpaumresoinc. Av kot dvctovia
umopel va amotedel coumtopa tng vosov Tov Parkinson, ta cvuntdpate otovg ev Adym acbeveig
BeAtiwvovral petd amd peimon 1 dtokonmn g mpapuneEoAnc. Edv mapatnpndel dvotovia, O mpénet va
emove€etaletal 1 YopYNOT VIOTAUIVEPYIKNG QUPLOKEVTIKNG y®YNG Kot Vo, EEETUOTEL TO EVOEXOUEVO
TPOCAPUOYNG TNG 060N G TpaTEEOANG.

Awpvidia Evapén vvou Kot vvniia

H mpapumeEdin €xel cvoyetiobei pe vavniia kot apvidia Tpoxinon vrvov, Witepa o€ acbeveig pe
voco tov Parkinson. Aipvidia mpdkAnor ¥vov Katd T SidpKeln TOV SpacTNPLOTATOV TNG NUEPIS, O
UEPIKEG TEPIMTMGELS YWOPIG TNV EUPAVIOT] TPOEWDOTONTIKOV onUeiV, Exel avapepbel o ombvieg
nepumtoelg. Ot aobeveic Oa TPEmEL va EVIIEPOVOVTOL Y10 0VTO Kol VO, GUUPOVAEDOVTAL VO TPOGEXOVY
evOom 081 YoV 1 ¥epilovton unyavipata katd  didpkela g Bepaneiog pe Pramipexole Teva.
AcBeveig mov Biwcav vrvnAia kovnm aipvidia TpdkAnon VIVoOL dev TPETEL VAL 001 YOUV 0VTE VoL
yepiCovrar unyovripoto katd t didpkea g Oepaneiog pe Pramipexole Teva. EmuAéov, pmopei va
AnoeBel voy” peiwon tng 66ong N dtakonn g Bepameiog. Ady® TV TBavdV abpoloTIKOY
emdpdoemv, Bo TPEMEL VO CLVIGTATOL TPOGOYN OTAV Ot aoBeveic Aapufdvouy GAAL KATAGTOATIKA
QOPUOKEVTIKA TPOIGVTA 1] OLVOTVELLATMON GE CLVOLAGHO LE TpaumeEOAn (BA. Tapdypao 4.5, 4.7
Kot Topaypoeo 4.8).

Awtopayéc eEAEyyOL TOV TAPOPUNGEDV

Ot acBeveic Oo Tpémet vo TopakoAoVBOVVTOL TOKTIKA Y10 TV OVATTUEN J10TAPUYDV EAEYYOV TMV
napopuncemv. Ot acbeveig kot ot Oepdnovteg Oa mpémet va evnuepmBovV T GUUTTOUATO
GUUTEPLPOPAS JATOPAYDV EAEYYOV TV TAPOPUNCEMY CLUTEPIAAUPaVOUEVEOV TaBOoAOYIKN
EVAoYOANOT| LLE TUYEPA TTaLY VIO, AVENEVT] YEVETNIOLO. OPUT], VITEPGEEOVOMKOTNTOL, YUY OVOYKUCTIKEG
SOTAVEC 1| YOPEG, KPOUTAAT GAyNTOV KOl YOYXOVOYKOGTIKY AQWT TPOPNG UTOPEL VO ELPAVIGTOVV GE
acBeveig mov Elafov Mg oY@y AYOVIGTEG TNG VIOTApivIG, TeptapPavouévon kot tov Pramipexole
Teva. Meiowon g doong/otadiakn dtakomn Ba Tpémet vo AapPAVETOL LITOYT OV TETOL0 GUUTTMOLOTO
avamtuyfovv.

Movia kot Tapoinpnuo

Ot acBeveic Oo Tpémet vo TopakoA0VOOVVTOL TOKTIKG Y10 TV OVATTUEN LOVIOG KOl TOPOATPAILOTOC,
Ot acBeveic kot o1 Bepamovteg Oa mpémel va evnuepwBody 6TL 1 pavio Kot To TOPoAPII UTOPEL va
eUPAvIoToOV og acbeveic mov Aapupdvovy aywyn pe tpapmeEoin. Meiwon g d6ong/cTadiokn
dwakomn Ba Tpémet vo AapPAveTor VO™ oV TETOL0 GUUTTOUATE ELPEAVICOOVV.

AcOeveic pe woyooucéc datopayEc

e aobeveic e YoymotKEg dlaTapayES TPEMEL VA YOPTYOUVTUL OY®VIGTEG VIOTAIVNG LOVO EQV TaL
mhavd opéA avtiotaduilovy Tovg Kvovvoug. Ao TPETEL VO OTOPEVLYETOL 1| GLYYXOPNYNOT
AVTIYVYOGIKOV PUPUUKEVTIKMV TPOiOVTOV e mpopumeorn (PA. Tapdypago 4.5).

OpBodoroyicds ELeYY0G
ZuVioTatol 0POUALOAOYIKOG ELEYYOG GE TOKTE XPOVIKE S10GTAHOTA ) €0’ OGOV Topatpndody
doTapayég TG 6pOoTS.




2ofopéc kapdrayyelakég vooot

Xpewaletar Tpocoyn o€ mepinTmon Papelds KapdloyyeloKkg VOGOV, ZuVIGTATAL O EAEYYOG TNG THECTS
TOV AiNATOG, E01KA o1V apyn TS Bepameiog Adym Tov YEVIKOU KIvoOVoL NG opBocTaTIiKNG LITOTAONG
7ov oyetileTal pe T vromapvepykn Oepamneia.

Kokdénfeg vevpoinmrikd chvdpopo
SOUTTOUOTO TTOL VITOONADVOLY KOKONOEG VEVPOANTTIKO GUVIPOUO £xovV avaeepbel pe tnv amdToun
daxonr vioropuvepykng Oepameiog (BA. mapdypapo 4.2).

Z0VOPOUO OTOGVPONG AYMVIGTOV TNG viorouivng (DAWS)

"Exer avapepbei DAWS pe To0g aymvioTtég Tng vIoTouivng, GuUTEPIAaUPavOIEVNG TNG TPaTeEOANS
(BA. mopaypago 4.8). T ) dakomn g Oepanciog oe acbeveig pe voco tov Iapkiveov, 1
mpoumeEOAN mpémel va petmvertal Babiuaio (BA. Tapdypago 4.2). Ileplopiopéva dedopéva
VTOJEIKVVOVVY OTL AoBEVEIG e dATAPUYEG EAEYYOV TOV TOPOPUNCEDV KOl EKEIVOL TOL AapPavouv
VYNAN NuepNoe 6001 Ko/ VYNAES 0BpOoLloTIKEG DOGEIS OYOVIGTMV TG VIOTOUIVING UTOPEl Vol
datpéyovv vYNAOTEPO Kivouvo yia avantuén DAWS. Ta copntdpota andcsvpong Uropet vo
mephapfavoouy anddeia, ayyog, Katddiyr, KOmmaon, epidpmaon Kal TOVOo Kol OEV OVTOTOKPIVOVTAL 6T
AePovtoma. [pwv amd ™ Pabpaio peioon kot tn dtakonn tng Tpaumnesoing, ol aoeveic Tpémel va
EVIUEPDVOVTAL GYETIKA UE TOaVA cvuntdpata ardcvpons. Ot acbevelg mpémet vo mapakolovbodvtal
oTEVE KOTA TN dldpKeln TG Pabuaiog peimong kat Tng d1KomNG. L€ mEPInT®On coPapdv Kaum
EMIUOVOV CUUTTOUATOV ATOCLPCTG, UTOPEL V. EEETACTEL | TPOGMPIVY EXAVOYOPTYTON TPATEEOANG
OTN OUNAOTEPT OTOTELECUATIKT dOON.

Emdeivmon tov 6uvdpopov aviouyov modidmv

H Bepanevtikn aywyn tov Zovopopov Avijcvywv [Todidv pe tpapumeEdin propei va £xel g
oamotélecpa emideivoon. H emdeivmon apopd TV ELAvIon TOV CUUTTONATOV Vopig To Bpddv (1
OoKOHO Kot TO OTOYEVIA), EMITACT] TWV GCUUTTOUATOV KOl ETEKTOCT TOV COUTTOUATOV
TEPLOUPAVOUEV®V Kol GAADV AKP®V.

O «ivdvuvog emdeivmong pumopet va avéndet pe vynidtepn 60om. [pv and ) Bepoaneia, o1 acbeveig
TPEMEL VoL vep®@vovTal 0Tt propet vo cupPel emdeivmon kat va Aapfavovy ) cuUPovAT va
EMKOVMOVIIGOLV LE TOV 10TPO TOVG EAV TOPOVGIAGOVV GUUTTMNOTA EMOEivaonc. Edv mbavoloyeitan
eMOeivOT, TPEMEL VoL EETAGTEL TO EVOEYOLEVO TPOCAPLOYNG TG 00O GTN YAUNAOTEPT
amoTEAESUATIKY 6001, 1 dtakonng TG TpouneEoAng (PA. mapdypago 4.2 kot 4.8).

"Exdoya
To @dppako avtd mepiéyel Aydtepo omd 1 mmol vatpiov (23 mg) avd diokio, ival avtd mov

ovopalovpe «elevBepo vatpiovy.
45 Alniemopaoeig pe GALO QUPUOKEVTIKA TPOIOVTA Kol GAAeg popPEis ailnleniopacng

Aéopevon e TPOTEIVES TOL TAAGULATOG

H mpopume£oAn deopevetan Le T TPOTEIvES TOL TAAGULATOS 6€ TOAD HiKpd (<20 %) T0c00To Kot
mopovctdlel erdyliotn Propetatponn) otov dvOpwmo. ‘Etot, aAAAemdpAcElS e GALN QOPUOKEVTIKG
TPOIOVTA TOV EANPEALOVVY T OEGUEVGT TOV TPOTEIVMOV TOV TAACUATOG 1] TNV OTOPOAN e
Blopetatponn dev givar mbavég. Kabmg o avtiyoAivepyikd amopokpuvovTol Kupimg oo
Blopetatpomng, N duVATOTNTA CAANAETIOPOCTG EIVOL TEPLOPIGHEVT] OV KOl €V £)EL TEKUNPLBET
oAANAETiOpaoN HE avTiyoAvEPYIKA. AEV VIAPYEL POPLOKOKIVNTIKY] CAANAETIOpAOT| [l CEAEYIAIVY Ko
Aefovtoma.

AVOOTOLEIG/OVTOY®VIGTES TG EVEPYOV 000V VEQPIKTG OEKKPLONG

H owetidivn peimoe ) veppixn kabopon g npopme&OAng mepinov katd 34 %, evoeyouévmg o’
OVOLGTOANG TOV KOTIOVIKOD EKKPLTIKOD GLUGTILOTOC LETAPOPAS TOV VEQPIKMY COANVPIOY. ZVUVETMG,
QOPUOKEVTIKA TPOIOVTA TOL EIVOIL AVAGTOAEIC LTNC TNG EVEPYOD 0000 VEPPIKNG OMEKKPLONG, OTWC
GUETOIVT, apovtadivn, pesthetivn, {idoBovdivn, olomiativn, Kvivn kot Tpokaivopion, evoéyetot va
OAANAETIOPAGOLY UE TNV TPATEEOAN LE OTOTELEGUA T LELWUEVT OTEKKPLION TNG TPOUITEEOAG.
Meiwon tng 060ong T TpapuneEoAng o mpénetl va AneOei v’ OYv OTOV AVTA TO POPHOKEVTIKA
TpoidvTa yopnyovvtol tavtoypova pe to Pramipexole Teva.




Yvvovaoudc ue levodopa

Ortav to Pramipexole Teva yopnyn6ei oe cuvdvaoud pe Aefovtona, cuativetol nf ddéon g Aefoviona
VO LELOVETOL KoL VO, Kpateital otadepn 1 606N TOV GAADV VTITOPKIVGOVIKAOV (OPUUKEVTIKOV
TpoiovIev evd avEdvetal 1 66om tov Pramipexole Teva.

AoYo Tov TOavaY abdpoloTik®y emdpdoemv, Bo Tpénel va cuvieTtdtal Tpocoyn 0tav ot 0oheveig
AapPévouy GAAL KATOGTOATIKG QAPUOKEVTIKG TPOIOVTO. 1] OLVOTVEDUATMON GE GLVOLACUO e
mpoumeEOAN (BA. Tapaypdeovg 4.4, 4.7 kot 4.8).

AVTyuY®GIKE QOpUaKELTIKE TPOTOVTA
Bo TpENEL VO ATTOQEVYETOL 1] GLYYOPN YO AVIIWYLYOGIKDOV POPUOKEVTIKOV TPOIOVIWOV LIE
npopureEoAn (PA. Toapdypago 4.4), m.y. UTOPEL VoL OVOUEVOVTOL OVTOYOVIGTIKES SPAOELG.

46 TovipétnTa, KOO KOt yohovyia

Kvnon

H enidpaon oy kimon kot ™ yorovyia dev Exel diepevvnbel og avBpdnovg. H npopineEoin oe
EMPVEG Kot KOLVEMA dev £0€1Ee TepaTOYEVEDT], OAAG PBpédnke epuPpuotolikn ooV eMipv og OGELS TOV
Nnrov to&ikég yio tn untépa (PA. mapdypago 5.3). To Pramipexole Teva dev npémet va. ypnopuonoteitoat
KT T S1GPKELN TG EYKLHOGUVNG eKTOC av givan EekdBapa amapaitnto, dnAadn av to Thavd 6@erog
dwkatoroyet Tov mhavo kivouvo yia 1o Euppuo.

OnAacpog

Eme1dn n Oepaneio pe npopimeEOAN avaoTELLEL TNV EKKPLOT| TG TPOAUKTIVIG, GTOVS 0VOpPAOTOLG,
TPEMEL VO OVOUEVETOL 1) OVOLGTOAT TNG YOAOVYING.

H amékkpion e npoapimeEOANG 6To UNTPIKO YOAX SV £xel peletnBel oTig yuvaikec. XTovg emipveg M
GLYKEVTPMGN TNG PASIEVEPYNC OPACTIKNG OVGING TV VYNAOTEPT GTO UNTPIKO YOAQ A’ OTL GTO
TAdopa. Adyo amovciog otolyeinv yuo tov dvBpwmo, to Pramipexole Teva, dev mpénet va
ypnoomoteital Katd tn didpkela Tov nAacpov. Ev tovtolg, av n xpion Tov oev propel va
arogevyei, 0 ONhaouodg B Tpémnel va drokomet.

Tovyomra

Agv &rovv d1e€oyOel pelétec GYeTIKA Ue TNV EMidpacn otV avOpdTvy Yoviudtnta. Xe ueAéteg o
Coa, N TpapmeoAn ennpéace TOVG 01GTPIKOVE KOKAOVE Kol LEIMGE TN YUVOIKEID YOVILOTITO OTTMG
avopevoTay yio Evav ayoviot g viomapivng. Iap’ola avtd, avtéc ot LeAETEG dEV NTAV EVOEIKTIKES
yio Gueceg N Eppeceg emPrafeic Spdoelg oe oxéon e TNV AvOpiKn YoviOTHTA.

4.7 Emopacelg 6TV tKavOoTTO 001]YN61S KO XEPIGHOD P ovipndTtoy

To Pramipexole Teva £yet onuavtiky enidpact oty kavoTTo 06MyNnong Kot YEpopond
UnyovnudToy.

Mmropel va gppavicBoiv yevdaichnoeig 1 vevnida.

AoBeveig mov Aappdavovv Pramipexole Teva kot mopovoidlovy vavniio Kovr aigpvidla eneicooia
VIVOV, TTPEMEL VA, TANPOPOPOVVTAL OTL OEV TPEMEL VO, 00N YOVV OVTE VO GUUUETEXOVY GE AALEC
dpaoTNPIOTNTEG, OOV 1 UEI®UEVT eypriyopon Oa pmopovce vo, BEcel ekeivoug 1 GALa dTopa o
Kivouvo cofapov Tpavraticpov 1| Bovatov (.. ¥EPIoUOS UNYAVILATOV), LEYPL QVTA TO
emavorapovopeva enelcddia Kot 1 vTvnAia vioympnoovy (PA. eniong Tig Tapaypdeovg 4.4, 4.5 Kot
4.8).

4.8 AvemOopnteg evépyereg
Bdoet g ocuykevTpoTIKNG 0VAADGONG TOV EAEYYOLEVOV LE EIKOVIKO QAPUAKO LEAETMOV, TOV

neperapPovay cuvorlkd 1.923 acBeveig o1 omoiot erduPavay mpapuneEdin kot 1.354 acbeveic o
omoiot ehdpfovoy eiKovikd EApUAKO, AVETIBOUNTES EVEPYELES OVOQEPONKAY GUYVA Kot GTIG dVO



opadec. 63 % twv acbevav mov Erafav mpapme£oAn kot 52 % tov acevadv mTov ELafay EIKOVIKO
QAPLOKO OVEPEPAY TOVAAYIOTOV [io, avemBOUNTN EVEPYELA.

H mhelovotntao tov avemiBountov evepyeidv Tov Qoppikov cuviimg eppaviletal katd To apyiKd
OTAd0 TNG OYOYNG KOl Ol TEPLGGOTEPES £XOVV TNV Tdon va e&apavifovTol akopa Kot Kabmg 1 aywyn
ovveyiletat.

Avd Kot yopio 0pyovVIKOD GUGTAUOTOG, Ol AVETIOVUNTEG EVEPYELEG KOTOTAGGOVTAL LE BACT) T
oVYVOTNTA TOVG, (APOUOC 0GOEVMY OV OVOUEVETOL VO, ELPAVICOVY TNV OVETIOOLNTY EVEPYELR),
oOLE®Va LE TIG akOAovBEG KaTnyopies: TOAD cvyvés (= 1/10), cuyvég (= 1/100 €mg < 1/10), byt cuyvég
(= 1/1.000 émg < 1/100), omavieg (= 1/10.000 émwg < 1/1.000), Todd omdvieg (< 1/10.000), un yvootég
(0ev pmopovv va exkTiunBobv pe Pdon ta dbécipa dedopuéva).

Nocog Tov Parkinson, 01 mo cvyvég avemBountec evEpyeLeg

Ormo ovyvd (= 5 %) avapepBeioeg avemBounteg evépyeteg oe achevelg e voco tov Parkinson, ot
omoleg NTOV O GLYVEG UE aymyN e TTpapmeEoin and 6Tt pe Ewovikd @dppako ftay vavTtia,
dvokvnoia, vwotacn, {aAn, vavniia, abrvia, SuokodTNTa, YELSiIcON O, KEPaAUAYin Kol KOT®OT).
H epodvion vavniiog eivor avénpévn og docelg vynAadtepeg and 1,5 mg dhatog Tpopme&OAng
nuepnoing (BA. mapdypago 4.2). Mia 1o cvyvi avemBount evépyelo 6€ cuVOLAGUO PE AePOVTOTa
ntav n dvokivneio. Koatd mv évapén g aymyne, uropel va uavictel vTOTOoT, 1010HTEP OV 1|
TPOUTEEOAT TITAOTTOIEITOL TTOAD Yp1yopa.




ITivaxag 1: Noécog tov Iapkiveov

Opyoaviko Moiv Yuoyvég Oy ovyvég Yravieg Mn yvooTtég
cvoTNNO GUYVEG (=1/100 ¢og (=1/1.000 ¢mg (=1/10.000
(=1/10) <1/10) <1/100) ¢mg
<1/1.000)
AoudEeig ko TVELLOVIDL
TOPUGITOGELS
Awotapoyég Tov GUVOPOLLO
EVOOKPIVIKOD ampOGPOPNG
GUGTNLOTOG £KKpLOMG
OVTIOIOVPNTIKNG
opuovng
Yoyrorpkég admvio YOYOVOYKOGTIKES pavio
Statapoyég YELdaIoONGELg ayopég
dwtapayuéva Ta0oA0YIKN
ovelpa EVOOYOANOT UE
GLYYVLTIKN TUYEPA O VIO
KATAGTOON avnovyia
VIEPGEEOVUAIKOTITA
GUUTTOUOTOL TOPOUATPNTIKY 10
datapaymv dlatapoyn e
GLUTEPIPOPAG TTOVL | YEVETNOLUG OPUNG
aPOPOVV GE ToPAvVoLo
Slatapoyég TOPOAT P L0
eréyyou TV EMELGOOL0KT)
TOPOPUNGE®OV Kot | vspeayiot
YUXAVOYKOOTIKES- | vep@aryiot
KOTOVOYKOOTIKEG
SloTapayéc
Awotapoyéc Tov | vTvnAia KEQUAQAYiOL alpvidla Evapén
VEVPLKOV Cén VITVoL
GUGTNLOTOG dvoxwvnoia apvnoio
VREPKIVNGla
GUYKOTTIKO ENEIGOS10
OpOaipxég dwoTapayn épacng
SloTapayEg mepLopfoavouévng
dumhomiog
OauPov opdoemg
HELOUEVG
OTTIKNG 0EVTNTOG
Koapdiokég KapOLoKn
dwatapay€g ovemdpketo’
Avyyewokég VIOTOON
dlotapoyég
Awotapoyég Tov dvomnvola
OVOTTVELGTIKOV AOEVYYag
GUOTNLOTOG,TOV
Odpoaka Kot Tov
uecofwpakiov
Awrtapoyés Tov | vovtio dvokototnTo
YOGTPEVTEPIKOV £UETOG
Awotapoyég Tov vrepevolcincia
SEPLOTOC KO KVNGHOG
TOV VTTOAOPIOV eEavonua

1070V

10




Tevucée KOT®ON oUVOpOLLO
dloTapayés Kot TEPLPEPIKO 01oM UL amOGLPONG
KOTOOTACELG AYOVIOTAOV TNG
g 0800 vromopivng
Xoprynong copmeptAauPa
VOULEVNC
amadetag,
QyXovg,
KatdOAymg,
Konwong,
£Qidpmong Kot
TOVOL
TMopaxAvikég peiwon Papovg avénon Papovg
eketdoelg cupmeptroppavop
EVNNG LELOUEVNS
0pedng

L Avti 1 avemBOpmTn evépyeta éxet mapotnpnOel et omd TV KVKAOQOPic TOL TPOTOVTOG GTNV
ayopd. Me 95% Befardtta, n katnyopic cuxvoTNTag 08V EIval LEYOADTEPN ATTO O)L GLUYVY], OALA

umopel va etvar yapnAdtepn. H axpipng extipnon g ovyvotntog dev givor duvotn Kabmg

avemIOOUN TN evépyeLn dev epPavioTnke ot Paon dedopuévav KAVIKGOV PLEAETOV 2.762 acBevav e
Noéoo tov Parkinson mov éAafav aywyn pe mpopimeEOAn.

2ovopouo Aviovywv [Iodudv, ot o cvyvéc avemQouuntec evépyelec

Ot ep1o60TEPO GLYVES (= 5 %) avemBOuntes evépyeteg Tov avapépnkay oe acBeveig pe XHvdpopo
Aviovyov [Todidv vrd aywyn pe Tpapme&oin oy voutia, kKepariadyia, (oAn Kot kOTmon. Navtia
Kol KOT®OT avapEpONKaY TEPIGGOTEPO GLYVA GE YUVOIKESG OTIG OTOies yopnyNONnKe TpomeEoan

(20,8 % Ko 10,5 %, avtiotoiymg) oe cOykpion pe appeves (6,7 % kot 7,3 %, avtiotoiymg).
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[Tivakag 2: Zuvopouo Avicuywv Todidv

Opyoaviko Moiv Yoyvég Oy ovyvég Mn yvootég
cooT N ya%a (>1/100 smg (=1/1.000 £wg
(=1/10) <1/10) <1/100)
Aoyméelg kot nvevpoviot
TOPACITOGELS
Awtapoyés Tov GUVOPOUO ATPOGPOPNG
EVOOKPIVIKOD £KKPLOMG AVTIOLOVPNTIKNG
GUGTNUOTOC opuovng!
Yoyrorprkég admvia avnovyia
SloTapoyég dlTapaypéva GLYYVLTIKN KATAGTOON
ovelpa YELOaIoONGELS
dloTapayn TG YEVETHOLOG
opung
mapainpnricy Wéa
vreppayiot
napavotot
poviot
ropaAfpnpo’
GUUTTMOUOTO SLOTOPAY DV
GUUTEPIPOPAS ELEYYOL
TOPOPHUNCEMY KO
KaTavayKoouovt (6moc:
YOYOVOY KOO TIKES 0LYOPEG,
TaOOLOYIKY| EVOTYOANON LE
TUYEPQ IO VIO,
VIEPGEEOVAAIKOTNTAL,
EMELGOOLOKT VITEPQOLYIQ)
Awtapoyés Tov | emdeivoon | Kepaiolyio apvidia Evapén vtvov
VELPLKOV TOV {éan GUYKOTTIKO ENEIGO010
GLOTNLOTOG GLVOPOUOL | VITVNALL dvokwvnoio
OVAGLY OV apvnoiot
TOOLOV vrepkvnoiat
OpBaipég Swatapayn 6pacng
dloTapoyég mepthopfoavorévng
UELOUEVNG OTITIKNG
o&vtog
Sumhomiog
Oaupov oploewg
Koapdiakég Kopdtokn avemdpreta
dloTopayég
Avyyewokég VROTAOT|
Srotapoyég
Awotapoyég Tov dvomvola
OVOTVELGTIKOD AdEvyyog
GLGTNLOTOG,TOV
Odpoaka Kot Tov
uecofwpakiov
Awrtapoyéc Tov | vavtia dvuckotoTnTa
YOGTPEVTEPIKOD €UETOG
Awotapoyég Tov vrepevocincia
OEPLOTOG KO KVIOUOG
TOV VTLOJOPLOV eEavonua
1670V
Tevucée KOT®OM) TEPLPEPIKO O10T L oHVOpOLO aTdGVPONG

dloTopayES Kot

OYOVIOTAV TNG
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KOTAOTACELG VTOTOpLivg

g 0500 ouuTEPLOUPOVOIEVIG
xopnynong omaberag, dyyovg,
KaTaOA YN C, KOTWoNG,
£Qidpmong kot TGVoL

Hopaxkivikég peimon Bapovg
eketdoelg cuumepopuPavouévng
Hetwpévng 6pedng

avénon Bapovg

L Avti 1 avemBOpmTn evépyeta éxet mapotnpnOel et omd TV KVKAOPOPic TOL TPOTOVTOG GTNV
ayopd. Me 95% Befardtta, n katnyopio cuyvoTNTag 08V EIval LEYOADTEPN ATTO O)L GUYVY|, OALG
umopel va eivar yapnAdtepn. H axpipng extipnon g cvyvotntog dgv givar duvotn Kabmg 1
avemBountn evépyela dev epeaviotnke otn Pacn dedopévav KMvikav pedetdv 1.395 acbevav e
Xovopopo Aviicuywv ITodidv mov Ehafav aywyn pe TpopumeEOoAn.

Teprypaon emreypévav avemBduntwv EVEPYELDV

Yrvniia
H mpapuneEdin cvoyetiletan cuyva pe vevinida Kot £xel cuoyetioBel Oyl ouyva pe vtepfoAtkn
vvnAia Katd T Sidprelo TG NUEPUG Kol oupvidia eneicodia Vvov (BA. eniong mapdypago 4.4).

Awtapay£c yevetnolog opung
H mpoapumeEdin pmopei va cuoyeticBel 01 cuyva pe dloTapayEs TG YEVETNOL0G OpUNnG (avénpévn 1
petopévn).

Awatapoyéc eAEYYOU TV TOPOPUNCEDV

ITaBoAoyikn evacyoAnon Ue Tuyepd moryvidla, avénuévn YeveTnola oppr|, VTEPCEEOVAAKOTN T,
YOYOVOYKOGTIKEG OATAVEG 1] 0YOPES, KPOUTAAT POYNTOD KOl WYOYOVOYKOGTIKT AYN TPOPNG LITOPEl va
EUPAVIGTOVV Gg acheveic mov EAaPay Mg aymyn ay®VIGTEG TG VIOTOUIVNG, TEPIAAUPBAVOUEVOL KoL
tov Pramipexole Teva (BA. mtapdaypogo 4.4).

e po LEAETN S1CTOVPOVUEV®V OPAd®V, OVOOPOUIKNG ETIAOYNAG KOl EAEYYOV TEPICTATIKMY TOV
nepthdppave 3.090 acbeveic pe vooo tov Parkinson, to 13,6 % tov acbevav mov ehaufovay
VIOTOLUVEPYLKN 7] L] VIOTOUIVEPYIKT OY@YT ELX0V GUUTTMLOTO, SLUTAPAYDYV EAEYYOV TV
TOPOPUNCEDV KATE TN O1apKELL TOV TELELTAI®MV €61 uMvdV. Ot EKONADGELS TTOL TapaTnPNONKOY
weplapfavoy Ttafoloyikn evacoyOAnon Le TuxePE oLy vidila, YuYOVAYKACTIKES 0YOPES, KPOUTAAN
@OYNTOV KO YuYovayKooTIKN 6€E0valikn cupureptpopd (vrepoeovaiikoétnta). Ot mbavoi
ave&apTNTOL TAPAYOVTEG KIVOUVOL TV SLATAPUYDV EAEYYOV TV TUPOPUNGEDY TEPIAAUPOVOY
VTOTOUVEPYIKEG QLY ®YEC Kol VYNAGTEPES OOGELG VIOTUUIVEPYIKDV Oy@Y®DV, vedTePN NAkia (< 65 1),
dropa mov Ogv NTOV TOVIPEUEVA KO OTKOYEVELNKO 1GTOPLIKO GUUTEPLPOPADV EVATYOANONG LLE TUYEPA
moyyvidlo Tov avagépinie avbdpuntoa.

2HOVOPOUO 0tOGVPGNC YMVIGTAV THC VIOTOUIVIG

Mn KivnTIKEG avemBOUNTEG EVEPYEIEC EVOEYETAL VA ELPAVICTOVY KOTA TN Padaio peiowon 1
SLOKOTN TV AY@OVIGTOV TNG VIOTaUivng cuumeptiapupavopuévng g tpapneéoine. Ta copntouota
nepAapPavouy andbeia, dyyos, KatdbAym, kénwon, epidpwon kot wévo (PA. Tapdypogo 4.4).

Kopdwxn averdpkea

Y& KAMVIKEG LEAETEG KO LETA TNV KUKAOQOPI TOV TPOIOVTOG OTNV 0yopd ovapépOnke Kapdlokn
avemapKelo o 000eVeElg e TPOITEEOAT. Ze 0 POPUOKOETIONUIOAOYIKT LEAETN 1 ¥PNOT TNG
TPOUTEEOANG OYETIOTNKE UE AVENUEVO KIVOLVO KOPOLOKNG OVETAPKELNG GE CUYKPLOT) LLE U1 XPNON TG
npopeEoAng (To60oTo Kivdvvoy mov wapatnpritnke 1,86, 95% CI, 1,21-2,85).

Avopopd mavoloyovuevev avemfountov evepyEIOV

H avagopd mibavoroyoduevoy avemdOuntov evepyelmy PETd amd T yopnynon aoslog kukAopopiog
TOV QAPUAKELTIKOD TPOIOVTOG eivar onpavtiky. Emitpénet n ouveyn mapakorlobnon g oxéong
0PELOVG-KIVOHVOL TOV (UPUAKEVTIKOD TPOIOVTOG. ZNTEITAL At TOVG EMAYYEAUATIEC VYELQG VO
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avaPEPOVY OTTOLEGONTOTE THOVOAOYODUEVES OVETIOVUNTEG EVEPYELEG LECH TOL EOVIKOD GLGTNLATOG
ovapopds tov avaypdeetot 6to Hopdptmua V.

49 Yrnepdoooloyia

Agv vdpyet KAvikn gpmelpio o€ palikn vrepdocoroyia. Ot ovapuevOLEVEC OVETIOOUNTEG EVEPYELES
Oewpovvral ekeiveg Tov oyeTilovial Le TO POPUOKOSVVOLIKO TPOPIA EVOC OY®VIGTN VIOTOUIVIG Kot
ooumeplopufavouy vauTtio, EUETO, VTEPKIVITIKOTNTA, WYELOOIGONOELS, S1€yEPOT Kl VITOTOGCT). Agv ExEl
Bpedel avtidoto Yo vIEPSOGOLOYIN LLE OYWVIOTH VIOTOUIVIG. AV Topatnpnovy CUUTTOUATO.
diéyepong tov KNZ, evdeikvotol évo vEVPOANTTIKO QAPHOKO. AVTILETOTION TNE VTEPOOCOAOYING
OTOLTEL YEVIKG DTOOTNPIKTIKG HETPA PHETOED TOV 0TTOI®V TADGT GTOUAYOV, EVOOQAEPLL yopTynon
VYPOV, YOPNYNON EVEPYOD GVOpUKO Kol NAEKTPOKAPIIOYPAPIKT] TOPOKOAOVONON.

5. OGAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@oppokoduvopikEs 1010TNTEG

DopUaKODEPATEVTIKT KATNYOPIO: OVTITOPKIVGOVIKA QAPLOKO, AYOVIGTEG VIOTOUIVIG, kKodikoc ATC:
NO04BC05

Mnyavioudc dpdonc

H mpopumeE6An ivat £vag ay®vioTiG VIOTAIVNG, TOV GUVOLETAL e VYNAN EKAEKTIKOTNTO, KO
€101KOTNTO 6TNV D2 V0-01KOYEVELN VIOTOUIVEPYIKAOY VTTOS0YXEMV. 'EYel EKAEKTIKN YN KT GUYYEVELQ UE
tovg D3 vmodoyeig kot £tot £yl TApn evéoyevn dpdon.

H mpopuineEdAn oparomolel Tig KivnTikég Slatapoyés TV TOPKIVGOVIKMY, SIEYEIPOVTAS TOVG
VTOTOULVEPYIKOVE VTT0d0YEIG 0T0 pafdmTd copa. Meréteg og Lma £de1&av OTL N TpapumeEoAn
avaoTEALEL TN 6UVOEDT], AmEAELOEPMOT KoL EXOVATPOCANYN TNG VIOTAUIVIG.

O unyoviopodg dpdong g Tpapmesoing mg Bepamevtikny aymyn Tov Xuvdpdpov Avicvywv [Todimv
dev gival yvootog. Nevpo@apokoloyikd ototyeio deiyvouv onUOVTIKY] GUUUETOYT] TOV
VTIOTOULVEPYLKOD GUGTILLOTOG,

DapoKkoduvaKEs EMOPACELS

e eBehovtég Exel TapotnpnOei docoeEapTmdueVN LEIWON TNG EKKPIGEMS TPOAAKTIVIG. X€ L0l KAVIKN
UEAET pE VYLeig eBglovTég, Omov Ta. diokia TPAUTEEOANC TOPATETAUEVIC OTODEGIEVCTG
TithomomOnkav ypnyopdtepa (kabe 3 nuépeg) amd 6Tl suvictdtor uéypt 3,15 mg npapineEoAng fdong
(4,5 mg dAatog) nuepnoimg, o adENen otV apTNPLOKN THECT Kol TOV Kopdlako puiuod
mapatnpnonke. Tétowo enidpaon dev mopatnprOnke oe pehéteg 6mov cuppeTelyay acbeveic.

KAwun oroteleocuotikdTnto Kot acodieia yio T vocso tov Parkinson

e aoBeveig n wpapumeEOAN avakovEilel TG dTOPAYES KOL TO GUUTTOUATA TG 1010Taf0hg VOGOoL Tov
Parkinson. Ate&nyOnoav eheyyOUeveS e EIKOVIKO @APUOKO KAVIKES peAéteg pe mepimov 1.800
aoBeveic oe Hoehn kot Yahr otddia -V ot onoiot Elafav aywyn pe mpopumeboin. And avtovg
nepinov 1.000 acBeveic mov Ppickoviat 6e mo TpoywpnUéva oTAd EAUPOYV GLYYPOVIOS OY®OYT] LE
AEPOVTOTO VD VTLEPEPAV ATO KIVNTIKESG EMTAOKEC.

Y& TPON Ko Tpoympnpévn voco tov Parkinson, oe gleyyopeves kKAMvikéc peréteg m
OTTOTEAECUATIKOTNTO TNG TPAUTEEOANC OlaTtnprONKe Yia mepimov 6L PVES. € UVOIKTEG
ouveyLopeveg LeAETEG SIAPKELNG TEPLETOTEPO Omd Tpia ypovia dev vnpEav onpeia peimong g
OTTOTEAEC LOTIKOTITOG,

Xe pio eEleyyouevn SN ToEAY KAWVIKY HEAETT O1dpKelag 2 xpovmv, N apyikn Bepareia pe
TPoUTEEOAT EMPPadOVEL GNUAVTIKA TNV EVapEN KIVITIK®OV ETTAOK®YV Kol ELOTTOVEL TNV ELPAVIOT|
TOVG € GUYKPLON Ue TNV apyikn Oepaneia pe Aefovidona. Avth 1 KoBVOTEPNOT GE KIVNTIKEG EMITAOKES
pe mpapumeEOAN Ba mpémel va avtiotabuiletan pe ) peyoddtepn PeAtioon g KivnTikig Aettovpyiog
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pe Agfovtona (mov petpiéton pe ™ péon addhayn oty paduoroyic UPDRS). H cuvoliki cuyvotnta
eUPavions yevdastnoewmv Kot LIVNATNG TAY YEVIKA VYNAOTEPT OTNV PACT] KAMUAK®ONG TG 8O0NG
He TV opada g TpapmeEoAns. 261000, dev vINpEe oNUOVTIKY dopopd KoTd TN d1dpKela TG PAONS
ocvvtipnong. Ta onueia ovtd Oa Tpénet va Aappdvoviar vadyn kotd v Evapén g Oepaneiog pe
TPOTEEOAT O€ VOGOKOUEKOVG aobeveig pe voco tov Parkinson.

Houdratpicdg minBuopog

O Evponaikoc Opyoaviopuog Gapudkmv Exel SOGEL amaAloyn and TNV LTOYPEMST VIOBOANG TV
OTTOTEAEGUATOV TOV LELETOV LE TN TPAUTEEOAT O OAEC TIC VTTOKATIYOPIEG TOV TOISLUTPIKOD
mAnBvcpov ot voco tov Parkinson (PAEme mapdypapo 4.2 yio TANPOQOpPiES GYETIKA UE TNV
TS0 TPIKT Yp1oN).

KhMvikr) amotedecpotikdtnta kot as@diela yio 1o Xovopouo Avicvyav Iodubv

H amoteleopatikotnta e Tpopine&OAng e£eTdodnKe og TEGGEPIC ELEYYOUEVES LLE EIKOVIKO QAPHOKO
peAéteg o mepimov 1.000 acbeveic pe pétpro £mc moAd cofapd Wiomabéc ovopopo Avicuymv
[Hodidv.

Ta kOp1o TEAKE ONUEIR Y100 TNV OTOTEAEGUAUTIKOTITA NTAV 1) LECT) LETAPOAN OO TIC UPYIKES TILES
otv KAipaka BaBpoidynong tov Xuvopopov Avijovymv [lodidv (IRLS) kot otnv KAipako
Beitioong e Khvikng F'evikne Evionoong (CGI-1). Kot yio ta d0o kdplo tedikd onueia
TOPOTNPNONKAY GTATICTIKAG CUOVTIKEG SLUPOPES Y1 TIG ORAOEG dOONG TNG TPATEEOANG TV

0,25 mg, towv 0,5 mg ka1 tv 0,75 mg TpapumneE6ANG GAUTOG GE GUYKPLON LE TO EIKOVIKO (PAPLOKO.
Metd and 12 gfdopnddeg aymyng ot apyikég Tipég IRLS BeAtiddnkav amod 23,5 o€ 14,1 povddeg yia to
EIKOVIKO @apuaxo kot and 23,4 o€ 9,4 novadeg yio v TpopineEOAn (GLVOVAGHOC OOV TV dOCEMV).
H mpocapproopévn péon dapopd ftav -4,3 povédes (Sdotnua epmiotosvuvns 95% -6,4- -2,1 povadeg,
Tun p < 0,0001). H ovyvotnta aviamokpdéviov katd CGI-1 (BeAtimon, moAd peydin Peitioon) ntav
51,2% xon 72,0% yio To €1kovikd QAppoko Kot TV TpopumeEoAn avtiotorya (dtapopd 20% didotnuo
gumotoovvng 95%: 8,1%- 31,8%, p < 0,0005). [Mapatnprbnke anotelecpuatikdmra pe 0,088 mg
Béaong (0,125 mg dAatog) ava nuépa LETA TNV TPMTN EROOUAdN y®YNG.

e Uo TOAVGOUOTOKOTAYPAPIKT LEAETT 3 EPOOUAd®Y EAEYXOUEVT] LE EIKOVIKO QAPLOKO 1|
TPOITEEOAT] EAATTMOGE CNUAVTIKE TOV AP0 TOV TEPLOSIKAOV KIVI|CEMV TOV AKPOV KOTA TN ddpKeLol
TOV VITVOV.

H paxpoypdvia anoterespotikdtnta EKTIUNONKE 08 1o KAVIKN LEAETT) EAEYYOUEVT] LE EIKOVIKO
Qapuoko. Metd amd aywyn 26 gfdouddmv, vnpée Lo TPOCAPLOCUEVT] LECT] LEIMGT GTN GUVOALKN
Babpordynon g Kiipakag BabpoAidynong tov Zvvdpopov Avicuymv ITodidv g tdemg tov 13,7
kot 11,1 povadwv otnv opdda g Tpame&OANG Kol TOL EIKOVIKOD QUpPUAKOL, AVTIGTOYO, UE I
otaToTikd onpavtikn (p=0,008) péon dapopd puetald Tmv Bepameldv e TaEemS TV -2,6 PLOVAdWV.
Ta mocootd avrandkpiong g Kiipakag Bedtimong te KAvikng 'evikng Evtonmong (oo
BeAtiopéva, Tapa Todd Bertiopéva) tav 50,3% (80/159) ko 68,5% (111/162) yio To €1KOVIKO
@appako Kot v TpopneEoAn, avtiotoya (p=0,001), avtamokpvopeva og Eva amapaitnto aplopod
v ) Bepomeio (NNT) 6 acbevov (95% CI: 3,5, 13,4).

Hodratpiicdg minBuopog

O Evponaikoc Opyoaviopuog @apudkmv Exel SOGEL avoPoin amd TV VIOXPEWST VITOPOANG TV
OTOTEAEGUATOV TOV HEAETAOV LE TN TPAPITEEOAN OE Lia 1) TEPIOCOTEPES VITOKATNYOPIES TOV
Tod1aTpikov TAnbvopov oto Xovdpopo Avicuyov [Modidv (PAEre Topdypapo 4.2 yio TANpogopieg
GYETIKA LE TNV TOUSLOTPIKN ¥pNomn).

KhMvikr) anotedecpotcdta ko ac@diein yia ™ Awatopayn Tourette

H amoteleopatikotnta g npoapimeEoing (0,0625-0,5 mg/muépa) pe tadratpikong acheveic nikiog
6-17 etodv e Awatapoyn Tourette extiunOnke o€ o 6-gfdopddwv, SUTAN-TVEAR, TUYOLOTOMUEVT,
EAEYYOUEVN UE EIKOVIKO QAPUAKO KAVIKT HEAETN pe peTaBarAdpev 600T. ZvvoAikd 63 acbeveig
ToyoromomOnkav (43 oty pramipexole, 20 cto gikovikd gdppako). To Tpmtedov TeAKO onueio HTov
N petaforn and Tig apyucég Tég oto Total Tic Score (TTS) g khipakag Yale Global Tic Severity
(YGTSS). Aev mapatnpndnke dapopd otnv opdda mov eAdupave pramipexole ce cOYKPION LE TO
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EIKOVIKO PAPUAKO OVTE Y10, TO TPMTEVOV TEAIKO GNUEID OVTE Y10, OTOLOONTOTE GO T SEVTEPELOVTA
TEAIKA OTUElN OMOTEAEGUATIKOTNTAG CLUUTEPIAAUPOVOUEVNG TG GLUVOAKTG Babporoyiag YGTSS, H
KaBoAikn evionwon tov acBevovg - Bedtioon (PGI-I), n Kabolun kAwvikn evtdnwon - BapHtnta
(CGI-S). Ot avembOunteg evépyeieg mov cupPaivovy 6 TOLAGYIoTOV 5% TV 0.60eVOY 6TV Opdda.
g pramipexole kot o cuyva og acbeveic Tov akoiovBovdv aymyn pe pramipexole amd 0TL o€
acbeveic o€ ayoyn pe eIKoVIKO Qaprako fTav: TovokEParog (27,9%, eikovikod eapuako 25,0%),
vvnia (7,0%, swovikd eapuaxo 5,0%), vavtia (18,6%, suwoviko eappaxo 10%), épetoc (11,6%,
gwoviko edpuaxo 0,0%), movog oto entydotpio (7,0%, swovikd eappakxo 5,0%), opboctatikyg
vrdtaon (9,3%, ewovikd epappako 5,0%), poaiyia (9,3%, eucovikd pdpuakxo 5,0%), datapayr VIvoL
(7,0%, euwcovikd edappako 0,0%), svervora (7,0%, sikovikd eappaxo 0,0%) kot Lolpwén avdtepov
avamveLoTIKoD cvoTipatog (7,0%, eucovikd eapuako 5,0%). AAleg onUovVTIKEG aveTOOUNTES
EVEPYELEG TTOL 0ONYNCOV GE SLOKOTN TNG HEAETNG TOV QapUdK®V Yo acBeveilg Tov Aappdvouv
pramipexole NTav GUYYLTIKT KATAGTACT), dl0Tapayn TOV AOYOVL Kot emdsvmbeioa kotdotaon (BA.
napypago 4.2).

52 ®@appokoKivnTIKES 1010TNTES

Amoppoonon

H npoapumeEdAn amoppo@dtat ypriyopa Kot TANP®G LETA TN Yoprynomn amd to otopo. H amdivtn
BrodraBecipomra givar peyardtepn omd 90 % kal ol HEYIOTEC CLYKEVTIPMGELC GTO TAAGLO
mapoTnpovvTal HETabD 1 kat 3 opmv. Tavtdypovn xopRyNnon UE TPOPT 08 LELDVEL TNV EKTOGCT] TNG
amoppOPNoNG NG TPAUIEEOANG, AALA pewmvel To puBpd g amoppdenonc. H mpapumeEoin eppavilet
YPOUUIKY] KIVTIKT Kot pkpd €0pog SLoKOUOVONC ETTES®V TAAGIATOG LETOED TV 060EVDY.

Koatavoun

21006 0VOpPAOTOVG N TPOTEIVIKT] GUVOEST TNG TPOUUTEEOANG vt TOAD younAn (< 20 %) kot 0 dyKog
Katavoung etvan peyarog (400 1). MopoatnphOniay VYNAEG GLYKEVTIPMOGELG TOL POPLAKOD GTOV
EYKEPAAIKO 10TO O€ EMPVEG (TEPIMOV OKTATAAGIEG OE GUYKPLON UE TO TAAGHO).

Biopetaoymuatiopdc
H mpapune&din petaforiletar 6toug avOpdmovg oe KPR LOvo EKTAON.

Amofoin

H veppikn anékkpion g apetaPpAntg npopimeEoing ival n kopio 006¢ amoPoing. Iepimov 90 %
TOV QPapUaKoL ToL £xel emonpuaviel pe 14C- amekipivetar omd to veppd evd Ayotepo amd 2 %
avevpioketal oto Kompava. H oAk kédBapon g mpopumeoing sivon mepimov 500 ml/Aemtd kot n
veppikn kabapon givar wepimov 400 ml/Aentod. O ypodvoc nuilomng amoPoing (t,) TotkiAlel amd 8 mpeg
GTOVG VEOLG £00G 12 dpeg 6TOVG NAIKIOUEVOC.

5.3 Ipoxivikd dedopéva Yo TNV 0.6QALELN

Meléteg ToEcOTNTOG ETOVAAAUPOVOUEV®V dOGE®V £0150V OTL 1 TPAUTEEOAN OIOKEL AEITOVPYIKES
EMOPACELC, TOV APopovV KVpimg To KNX kot T0 avamopaymytkd cuatnie Tov OnAvkod mhoavov og
OTOTELEC LA LOIG VITEPPOMKNG PUPLOKOSVVOLIKNG ETIOPAGTC TNG TPOUTEEOANG.

[Ttdom g S1GTOAIKNG KOl GUGTOAIKNG TTiEGNG OGO KO Pei®OT ToL Kapdiakold pudon
mopatnPNONKoY o WOIKA yo1pidia, Kal pio VTOTAGIKN ENiOpacT eppavicOnke oe mBNKovc.

O1 mBavég emdpACELS TNG TPAMTEEOANS GTNV aVATOPUY®OYIKY| Asttovpyia £xouv nehetnBel oe emipveg
Kot KovvéALa. H mpoapumeEdAn dev mpoKAAETE TEPUTOYEVEST] GE EMILVEG Kol KOLVEMA OAAG Bpédnke va
glval euPpvotoéikn e emipveg 6tav yopnyndnke o 06celg To&ikéC ot uNTépa. Adym ¢ EMAOYNG
TV {OIKOV €100V KOl TOV TEPLOPICUEVOV TOPUUETPOV TOV EEETAGTNKOY, Ol AVETIOOUNTEG EVEPYELEG
™G TPOUEEOANG oV KONGN KOt T1| YOVILOTNTO TOV OPGEVIKOD OV EX0VV TANPWS KoBoplohei.

Mia kabvatépnon ot 6eEovaiikn avantuén (onA. dtaympiopds akpomoching Kot Gvorypo Tov
KOATOV) TapatnpnOnKe og apovpaiovs. H cvuoyétion otoug avBpmmovg dev gival yvooti.
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H mpopumeEdin dev givatl yovidloto&ikn. Xe HeAETn KAPKIVOYEVEGTG, Ol APGEVIKOL EMIHVEG avETTLEY
Kuttopikn vepriacio Leydig kot adevopota, yeyovos 0QeIAOEVO GTNV OVACTUATIKY EXIOPOOT] TNG
mpoumeEOANG ent TG Tporaktiving. To evpnua avtd dev mapovcidlel KAVIKY oyéon e Tov avBpmro.
H 3100 n perétn €de1&e 0t 1 popmeEOAT oyeTiloTav e EKPHAION TOL AUPIPANGTPOEISOVG GE dOGELS
tov 2 mg/kg (dhatog) Kot peyarvtepes o€ aApiotikovg (albino) enipweg. To tedevtaio ovtd eOpnpa
dev TapaTnpPNONKe 0VTE GE LEANYPOOTIKOVG EMIUVEG OVTE OE pia S1ETH HEAETT) KOPKIVOYEVEGNG O
adiotikobg (albino) emipvec | oe Kavéva aAio {oiko gidog Tov peretnOnke.

6. OAPMAKEYTIKEX TAHPO®OPIEX

6.1 Katarloyog ekdoymv

Mowvvitodn

MiKpokpLGTOAAIKT KUTTOPTVT

Apwdro kapPoéopeboiimpévo vatplovyo

[MoPdovn K25

Maoayviolo oteatikd

NGTp10 GTEATVAOPOVUAPIKO

KoAroedég muptiriov d1o0&eidio.

6.2 AocvppatéTnreg

Agv epoppdletar.

6.3 Awdpkero Long

2 ypovia

6.4 Idwitepeg Tpouracels KoTa T @OLAEN TOV TPOTOVTOG

Mn puAdooete og Beppokpacio peyadvtepn tov 25°C.
Dduidocete TNV aP)LKN] CLCKEVAGIA Y10l VO TPOGTATEVETAL OO TO PG KoL TNV VYPUGIOL.

6.5 ®@Vo1 Kl GLOTUTIKE TOV TEPLEKTN

Koyéin Alovpuviov/Alovpiviov
Meyé0n cvokevaoiog: 30, 30 X 1, 50 x 1, 100 x 1 xou 100 dioxia

[Tepéxtng diokimv amd ToAVaBLAEVIO [LE TONO ACPAAELNS Y10 TOdLd amd ToAVTPOTLAEVIO. MeyEbn
ocvokevaciag: 90 diokia.

Mropei va pnv KokKAoQopoLV OAEG Ol CUCKEVAGIEC.
6.6 Iowitepeg TpouLAAEELS amoppIYNG

Koapio €101k vroypémon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
Teva B.V.

Swensweg 5, 2031GA Haarlem
Kdrtw Xopeg (OMaviia)
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8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

Pramipexole Teva 0,088 mg Siokia
EU/1/08/490/001
EU/1/08/490/002
EU/1/08/490/003
EU/1/08/490/004
EU/1/08/490/017
EU/1/08/490/018

Pramipexole Teva 0,18 mg diokio
EU/1/08/490/005
EU/1/08/490/006
EU/1/08/490/007
EU/1/08/490/008
EU/1/08/490/019
EU/1/08/490/020

Pramipexole Teva 0,35 mg diskio,
EU/1/08/490/009
EU/1/08/490/010
EU/1/08/490/011
EU/1/08/490/012
EU/1/08/490/021
EU/1/08/490/022

Pramipexole Teva 0,7 mg dwokio
EU/1/08/490/013
EU/1/08/490/014
EU/1/08/490/015
EU/1/08/490/016
EU/1/08/490/023
EU/1/08/490/024

9. HMEPOMHNIA ITPQTHX EI'KPIZHX/ANANEQXHY THX AAEIAX
Hpepounvia mpotg éykpiong: 18 Aekepppiov 2008

Hpepounvia tedevtaiog avavémong: 26 Avyovatov 2013

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic mAnpoeopieg Yo 10 TapOV QAPLAKELTIKO TPoidV eivar dtabéoieg otov dikTvokd TOTO
tov Evponaikod Opyoavicpod @apudkov: http://www.ema.europa.eu
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ITAPAPTHMA 11

MHAPATQI'OX(0Ol YIIEYOYNOX(OI) I'TA THN
AITIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI ATAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H TIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A.  TTAPATQI'OX(OI) YHHEY®OYNOX(OI) I'TA THN AIIOAEEMEYZXZH TQN ITAPTIAQN

Ovopo kat d1evfuven Tov Tapay®wyoL oV eivol VTELOVVOC Y0 TNV OTTOOEGUEVCT TOV TAPTIO®V

Teva Pharmaceutical Works Co. Ltd.
Pallagi Street 13

H-4042 Debrecen

Ovyyapia

Pharmachemie B.V.
Swensweg 5,

Postbus 552,

2003 RN Haarlem
Kéro Xopeg (OMaviia)

Teva Czech Industries s.r.o
Ostravska 29, c.p. 305

747 70 Opava-Komarov
Togyin Anpoxpatio

Merckle GmbH

Ludwig-Merckle-Strale 3

89143 Blaubeuren

T'eppovia

Balkanpharma Dupnitsa AD

3 Samokovsko Shosse Str.,

Dupnitsa 2600,

BovAyapia

370 £VTUTIO POAAO 0JNYIOV YPNONG TOV PAPUAKEVTIKOD TPOIOVTOG TPETEL VOL AVAYPAPETAL TO OVOUO.
Kot 1) d1evBuvon Tov TaPayYoL IOV Eival LTEVOVVOC Y10l TNV ATOSEGUEVOT) TG GYETIKNG TOPTIONG.

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppaKELTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKT CLVTOYN

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX

. Ex0£oe1¢ TepLoducnc mapakorovdneng s acedirsiog (PSURS)

Ot anaitnoelg yuo v vrofoAr twv PSURS yia 10 ev Adym @apuaxevticd Tpoidv opilovtal 6Ttov
KatdAoyo pe Tig nuepounvieg avapopds e Evoong (katdhoyoc EURD) mov mapatifetal otnv

mapdypogo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe erakdlovdng emkaipomroinong
OTMG OMNLOGIEVETAL GTIV EVPMOTAIKT SIKTVOKT TUAT Y10l TO PAPHLOKAL.

A.  OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI ATOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéoro owayeipiong kKivovvovu (ZAK)

Agv gpapuodletar.
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ITAPAPTHMA IIT

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXZH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti — Pramipexole Teva 0,088 mg Awskio

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pramipexole Teva 0,088 mg diokia
TPOUITEEOAN

(2. TYNOEXH XE APAXTIKH(EZ) OYXIA(EX)

Kabe dioxio mepiéyet 0,125 mg dwdpoylmptkng povoidpikng tpaumesoins iwodvvoun pe 0,088 mg
TPOLUTEEOAT).

| 3. KATAAOI'OX EKAOXQN

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Aoxia

Koyéhrec:

30 dokia

50 x 1dwokio
100 dokia

30 x 1 dokia
100 x 1 dwokia

[epéxtng diokimv:
90 dokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

A6 otopaTOg XPNoN. ABAcTE TO GOALO 00T YLDV TPV OO TN XPHOM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Toudid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyorvtepn twv 25°C.
DVAAGGETE GTNV APYIKN] GLCKEVAGIN Y10 VO TPOGTOTEVETOL OO TO PMG KOL TNV VYPAGIaL.

10. IAIAITEPEX IPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHOAEIMMATQN [TOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAY KYKAO®OPIAX

TevaB.V.
Swensweg 5, 2031GA Haarlem
Kéro Xopeg (OMaviia)

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/490/001
EU/1/08/490/002
EU/1/08/490/003
EU/1/08/490/004
EU/1/08/490/017
EU/1/08/490/018

13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

‘ 16. TTAHPO®OPIEX XE BRAILLE

Pramipexole Teva 0,088 mg

17.  MONAAIKOX ANAT'NQPIZTIKOZ KQAIKOX — AIXAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A16d100T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAn@BEvTa, LoVAdIKO OVOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Kvwyéln - Pramipexole Teva 0,088 mg Awskia

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pramipexole Teva 0,088 mg diokia
TpoTEEOAN

| 2. ONOMA KATOXOY THX AAEIAYXY KYKAO®OPIAX

Teva B.V.

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XTOIXEIQAEIX XYXKEYAXIEX

AvtokorinTy, ydpTivy etikéta - Pramipexole Teva 0,088 mg Awokia

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pramipexole Teva 0,088 mg diokia
TPOUITEEOAN

(2. TYNOEXH XE APAXTIKH(EZ) OYXIA(EX)

Kabe dioxio mepiéyet 0,125 mg dwdpoylmptkng povoidpikng tpaumesoins iwodvvoun pe 0,088 mg
TPOLUTEEOAT).

| 3. KATAAOI'OX EKAOXQN

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Aoxia

90 diokia

[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

Am6 otépaTOg XpNoN. APAcTe TO GOALO 00T YOV TPV OO TN XPNON

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA TTAIAIA

Na puidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

[ 7. AAAH(EZL) EIAIKH(EX) IPOEIAONOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25°C.
DuAdoceTe GTNV APYIKN CLGKEVAGIN Y10 VO TPOGTATEVETOL OO TO YOG KOl TNV VYPUCICL.
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN IMPOIONTQN 'H TQN
YIHHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5, 2031GA Haarlem
Kdto Xopeg (OAaviia)

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/490/004

| 13.  APIOMOX MAPTIAAY

| 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

‘ 16. TAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti — Pramipexole Teva 0,18 mg diokia

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pramipexole Teva 0,18 mg diokio
TPoIeEOAN

(2. TYNOEXH XE APAXTIKH(EZ) OYXIA(EX)

Kabe dioxio mepiéyet 0,25 mg d1dpoyAwpikng Lovobidpikng Tpopime&oAng icodvvaun pe 0,18 mg
TPOLUTEEOAT).

| 3. KATAAOI'OX EKAOXQN

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Aoxia

Koyéhrec:

30 dokia

50 x 1 dokia
100 é1okia

30 x 1 dokia
100 x 1 dwokia

[epéxtng diokimv:
90 dokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

A6 otopaTOg XPNoN. ABAcTE TO GOALO 00T YLDV TPV OO TN XPHOM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

AEN ITPOXEITIZOYN TA ITAIAIA

MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev mpooeyYilovy Ta Toudid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyorvtepn twv 25°C.
DVAAGGETE GTNV OPYIKN GLCKEVAGIO Y10l VO TPOGTOTEVETOL A0 TO PMG KOt TNV VYpOcia

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITIPOIONTQN 'H TQN
YHOAEIMMATOQN ITOY HNPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAY KYKAO®OPIAX

TevaB.V.
Swensweg 5, 2031GA Haarlem
Kéro Xopeg (OMaviia)

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/490/005
EU/1/08/490/006
EU/1/08/490/007
EU/1/08/490/008
EU/1/08/490/019
EU/1/08/490/020

13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

‘ 16. TTAHPO®OPIEX XE BRAILLE

Pramipexole Teva 0,18 mg

17.  MONAAIKOX ANAT'NQPIZTIKOZ KQAIKOX — AIXAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A163100T0TOC YPOUU®TOS KOdKAG (2D) Tov pépet Tov TepAn@BEVTo LOVASTKO 0VOYVOPLOTIKO KMOTKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Kvwyéln - Pramipexole Teva 0,18 mg dwokia

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pramipexole Teva 0,18 mg diokia
TPOUITEEOAT

| 2. ONOMA KATOXOY THX AAEIAYXY KYKAO®OPIAX

Teva B.V.

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX XTOIXEIQAEIX XYXKEYAXIEX

AvTokorAnTY, xapTIivy eTikéTa - Pramipexole Teva 0,18 mg dwokia

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Pramipexole Teva 0,18 mg diokia
TPOITEEOAT

[2.  TLYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e diokio mepiéyet 0,25 mg S1wdpoyAmpikng LovoiIpIKNg TpapneEOANG tloodvvaun pe 0,18 mg
TPOLUTEEOAT).

| 3. KATAAOI'OX EKAOXQN

| 4. GAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Atoxia

90 doxkia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXEHX

A7 otopaTOg XPpNoN. ABAcTE TO GOALO 00N YLDV TPV OO TN XPNOM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovy Ta Toud1d.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEYX XYNOHKEY ®YAAEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25°C.
DduAdocete 0TV OPYIKT) CLCKEVAGIN Y10 VO TPOCTATEVETAL OO TO PG KoL TNV VYPACio
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN INPOIONTQN 'H TON
YHOAEIMMATQN IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V.
Swensweg 5, 2031GA Haarlem
Kdto Xopeg (OAaviia)

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/490/008

| 13.  APIOMOX MAPTIAAY

| 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

‘ 16. TAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti — Pramipexole Teva 0,35 mg Aokia.

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pramipexole Teva 0,35 mg diokio
TPoIeEOAN

(2. TYNOEXH XE APAXTIKH(EZ) OYXIA(EX)

Kabe dioxio mepigyet 0,5 mg dwdpoylmpikng povoddpikng mpapmnesoing ioodvovaun pe 0,35 mg
TPOLUTEEOAT.

| 3. KATAAOI'OX EKAOXQN

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Aoxia

Koyéhrec:

30 dokia

50 x 1 dokia
100 é1okia

30 x 1 dokia
100 x 1 dwokia

[epéxtng diokimv:
90 dokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

A6 otopaTOg XPNoN. ABAcTE TO GOALO 00T YLDV TPV OO TN XPHOM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Toudid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyorvtepn twv 25°C.
DVAAGGETE GTNV APYIKN] GLCKEVAGIN Y10 VO TPOGTOTEVETOL OO TO PMG KOL TNV VYPAGIaL.

10. IAIAITEPEX IPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITIPOIONTQN 'H TQN
YHOAEIMMATOQN ITOY HNPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAY KYKAO®OPIAX

TevaB.V.
Swensweg 5, 2031GA Haarlem
Kéro Xopeg (OMaviia)

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/490/009
EU/1/08/490/010
EU/1/08/490/011
EU/1/08/490/012
EU/1/08/490/021
EU/1/08/490/022

13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pramipexole Teva 0,35 mg

17.  MONAAIKOX ANAT'NQPIZTIKOZ KQAIKOX — AIXAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A16d100T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAn@BEvTa, LoVAdIKO OVOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX [1IOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Kvwyéln - Pramipexole Teva 0,35 mg Awskia

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pramipexole Teva 0,35 mg diokia
TPOUITEEOAT

| 2. ONOMA KATOXOY THX AAEIAYXY KYKAO®OPIAX

Teva B.V.

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA YTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XTOIXEIQAEIX XYXKEYAXIEX

AvtokoiinTy, yapTivy etikéta - Pramipexole Teva 0,35 mg Awskio

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pramipexole Teva 0,35 mg diokio
TPoIeEOAN

(2. TYNOEXH XE APAXTIKH(EZ) OYXIA(EX)

Ka0e dioxio mepiéyet 0,5 mg dwdpoylmpikng povoddpikng tpapumnesoing iodvovaun pe 0,35 mg
TPOLUTEEOAT).

| 3. KATAAOI'OX EKAOXQN

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Aoxia

90 diokia

[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

Am6 otépaTOg XpNoN. APAcTe TO GOALO 00T YOV TPV OO TN XPNON

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MMPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

[ 7. AAAH(EZL) EIAIKH(EX) IPOEIAONOIHZH(EIL), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25°C.
DuAdoceTe GTNV OPYIKN CLGKEVAGIN Y10 VO TPOGTATEVETOL OO TO YOG KOl TNV VYPUCICL.
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN INPOIONTQN 'H TON
YHOAEIMMATQN IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5, 2031GA Haarlem
Kdto Xopeg (OAaviia)

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/490/012

| 13.  APIOMOX MAPTIAAY

Lot

| 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

Agv epoppdleton

16. TAHPO®OPIEX XE BRAILLE

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti — Pramipexole Teva 0,7 mg diokio

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pramipexole Teva 0,7 mg diokia
TPoIeEOAN

(2. TYNOEXH XE APAXTIKH(EZ) OYXIA(EX)

Kabe dioxio mepiéyet 1 mg dwdpoylwpixig povoddptkng mpapmesoing .oodvvaun pe 0,7 mg
TPOLUTEEOAT.

| 3. KATAAOI'OX EKAOXQN

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Aoxia

Koyéhrec:

30 dokia

50 x 1 dokia
100 é1okia

30 x 1 dokia
100 x 1 dwokia

[epéxtng diokimv:
90 dokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

A6 otopaTOg XPNoN. ABAcTE TO GOALO 00T YLDV TPV OO TN XPHOM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovv Ta Toudid.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyorvtepn twv 25°C.
DVAAGGETE GTNV APYIKN] GLCKEVAGIN Y10 VO TPOGTOTEVETOL OO TO PMG KOL TNV VYPAGIaL.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATOQN ITOY HNPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAY KYKAO®OPIAX

TevaB.V.
Swensweg 5, 2031GA Haarlem
Kéro Xopeg (OMaviia)

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/490/013
EU/1/08/490/014
EU/1/08/490/015
EU/1/08/490/016
EU/1/08/490/023
EU/1/08/490/024

13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

Agv gpappoletan

‘ 16. TAHPO®OPIEX XE BRAILLE

Pramipexole Teva 0,7 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A160146T0TOC YPOUUU®TOS KDOKAS (2D) Tov pépel Tov TEPIAN@OEVTO LOVAOIKO AVAYVOPLGTIKO KMOIKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Kuwyéln - Pramipexole Teva 0,7 mg diokia

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX

Pramipexole Teva 0,7 mg diokia
TPoITeEOAN

| 2. ONOMA KATOXOY THX AAEITAY. KYKAO®OPIAX

Teva B.V.

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX IAPTIAAYX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XTOIXEIQAEIX XYXKEYAXIEX

AvTokorAnTY, xapTIivy eTikéTa - Pramipexole Teva 0,7 mg dwokia

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Pramipexole Teva 0,7 mg dwokia
TPOITEEOAT

[2.  TLYNGOEXIH XE APAXTIKH(EX) OYZIA(EX)

Ka0e diokio mepiéyet 1 mg dtudpoylmpikng Lovoidpikng mpapineong woodvvaun pe 0,7 mg
TPOLUTEEOAT).

| 3. KATAAOI'OX EKAOXQN

| 4. GAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Atoxia

90 doxkia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXEHX

A7 otopaTOg XPNoN. ABAcTE TO GOALO 00T YLDV TPV OO TN XPHOM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MMPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toud1d.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEYX XYNOHKEY ®YAAEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25°C.
DduAdocete 0TV OPYIKT) CLCKEVAGIN Y10 VO TPOCTATEVETAL OO TO PG KoL TNV VYPACio
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN INPOIONTQN 'H TON
YHOAEIMMATQN IHOY ITPOEPXONTAI AIIO AYTA, EOOXON AIAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Teva B.V.
Swensweg 5, 2031GA Haarlem
Kdto Xopeg (OAaviia)

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/08/490/016

| 13.  APIOMOX MAPTIAAY

Lot

| 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

Agv epoppdleton

16. TAHPO®OPIEX XE BRAILLE

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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B. ®’YAAO OAHTI'TQN XPHXHX
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

Pramipexole Teva 0,088 mg dwokia
Pramipexole Teva 0,18 mg dwokia.
Pramipexole Teva 0,35 mg dwokia.
Pramipexole Teva 0,7 mg iokia
TpoumeEOAN

APAOTE TPOGEKTIKA OLOKANPO TO PVAAO 0ONYLOV YP1ONG TPLY UPYIGETE VU TAIPVETE AVTO TO

PappoKo, o16TL TEPLAGUPAVEL GNUAVTIKES TANPOQOPIES Y10 GOG.

- Dora&te avTd TO PUARO 0dNYIBY Ypriong. Towg ypelaotel va to duPdacete Eavd.

- Edv éxete meportépo amopieg, poINGTE TOV Y10TPO 1] TOV QAPLOKOTOLO GOGC.

- H ocvuvtoayn yia avtd 10 apuako yopnynonke amokAEIGTIKA Yio GaG. AeV TPEMEL VO ODCETE TO
PapuaKo 6€ AGALOVE. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOUA KOl OTOV TO GUUTTOUATO TG
ac0éveldg Toug givar 01 pe T Sk Gag.

- Edv mapatnpnoete kdmoto avemBOunTn evEpYELD, EVILEPDOTE TOV YIUTPO 1 TOV POPULOKOTOLD
G0c. AVt 1oyvEL Kot Yo KABe mhovn avemBOunTn evEpyelo TOV OV AVAPEPETOL GTO TAPOV
@OAAO 0OMyLdV yprong. BAéme mapdypago 4.

T ePLéYEL T0 TAPOV PUAAO 0ONYLOV:

T eivon To Pramipexole Teva kot oo ivan 1) xp1ion tov
T npémer va yvopilete Tpv ndpete To Pramipexole Teva
Io¢ va napete o Pramipexole Teva

[MBavég avemBounteg evépyeteg

Iog va puidooete o Pramipexole Teva

[Tepeydpeva g cvokeLAGiag Kot AOUTEG TANPOPOpPIES

BRI -

1. T eivan to PRAMIPEXOLE TEVA ka1t oo gival 1 yprion Tov

To Pramipexole Teva nepiéyet tn 0paoTiky ovcio TpoumeEOAn Kol AVIKEL GE L0 OLAS0 QUPHAKOV
YVOOTAV (O VIOTOUIVEPYIKOL Ay®VIGTEG, Ol 0TTOi01 S1EYEIPOVY TOVG VIOTOUIVEPYIKOVG DITOSOYELS TOV
eykepdAov. H d1€yepon TV VIOTOUVEPYIK®Y DITOSOYEMV TPOKAAEL VELPIKEC MOELS OTOV EYKEPAAO TOV
BonBovv Tov £eyy0 T®V KIVAGE®V.

To Pramipexole Teva ypnoionoteiton yio:

o ) Bgpaneia TV cvuntOUdTEOV TG WTadobg vocou tov Parkinson og evijdikeg. Mropei va
xpNoLoronoel Lovo Tov 1 6€ GLVOVAGHO LEe AePovTOma (Eva GALO PAPUAKO Yio T VOGO TOV
Parkinson).

. T Bepamneio TV CUUTTOUATOV LETPIOV £G GOPapol 1W1omabdovg Xuvopopov Tmv Aviicuy®mV

[Modidv (ZAIT) o evihikeg,.

2. Tvnpéner va yvopilete wpy wapete To PRAMIPEXOLE TEVA

Mnyv mtapete To Pramipexole Teva
- o€ TEPIMTOON OAAEPYIOG OTNV TPAITEEOAN 1) GE OTOLOONTOTE GAAO OO TOL GLGTATIKE AVTOV
TOV POPUAKOL (OVAPEPOVTOL GTNV TOPAYpapo 6).

Ipogrdomomoeis kot TPoPLAGEELS

AmevBuvbeite otov yiatpd cog wpv whpete to Pramipexole Teva. Avagépete otov yioutpd cag edv

&xete (eiyate) N avamrTdEaTe OTOONTOTE WOTPIKN KOTAGTACN 1) CUUTTOUATO, KUPIOG GV Elval KAmo10

OO T TOPOKATM:

- VEQPIKT VOGO

- yevdaronoelg (PAEreTe, akovte 1 aloBdvesTte TPAyUaTa TOV deV VITAPYOLV). O TEPIGGATEPES
yevdorotnoelg etvotl onTikég
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- dvoxkwvnoia (T.y. U1 QLUGLOAOYIKEG, 1| EAEYYOUEVEG KIVIGELG T®V aKpwV). Edv éxete
mpoywpnuévn voco tov Parkinson kot maipvete emiong kot Aefovtona, pmopel va avamtoete
dvokivnoia kotd T didpkela avEnong g 06ong tov Pramipexole Teva.

- dvotovia (advvapio S10TPNoNG TOV CMUATOS KL TOV AVYEVO GOg 1010, Kol 6 OpOila oTdom
(a&ovikn dvotovia)). ZVYKEKPIUEVE, EVOEXETOL VO TOPOVCLACETE KANYN TNG KEPAANG KOL TOV
avyévo Tpog Ta UTPOg (antecollis), Képyrn Tov KAT® PEPOVG TNG TAATNG TPOS T EUTPOC
(xopmrokoppio) N TAGyo KApyM T TAdTnS (TAayidtovo 1 cbuvopopo Pisa).

- VIVNALD KOt apvidia TpOKAN G VTVOL

- Yiywon (T.Y. COUTTOUATO TAPOUOLN LLE TNG SYLLOPPEVELIG)

- OTTIKY| OloTapoyn
Oa wpémel va kavete TaKTIKEG 0pOaAporoyiKég e€eTdaELG KT T dtdpkela TG Oepaneiog pe
Pramipexole Teva.

- cofapn KapdloKn 1 TOV ayyeimv Tov ailatoc voco
®a mpénel vo, e£eTALETE TOKTIKA TNV TECT] TOV QUHOTOC, KUPI®G KOTA TNV Evopén TG oy®ynS.
Av10 Oa Tpémel va yivetol yio TNV amouyn opBocTatikig VTOTACNG (TTOCT TNG TECN S TOV
aipatog evd otékeote OpObLot).

- Emdeivaon tov cuvdpopov aviicuywv todidv. Edv mapatnpnoete 0Tt T0. GUUTTOLOTO
eupaviCovrol vopitepa omd 6,Tt suvHBwg o Ppddv (1] aKOUN Kol TO ATOYEVUQ), eival
MEPLGGOTEPO £VTOVA 1] TEPIAOUPAVOVY LEYOADTEPO HEPOG T®V EXNPENLOLEVODV AKPOV 1|
enekteivovton meprhapfavovtog kot dAda dkpa. O yiatpdg cog umopet vo LELDoEL T 60T Gog 1
va dokoyer T Oepamneia.

Evnuepmaote Tov yiatpd 6og ov €0€1g 1] 1 01KOYEVELA GOC/ATOWA TOL GO PPOVTILOVY TAPUTPTICOVV
OTL OVOTTTUGOETE OPUEG 1 VITEPPOAMKN emBLLiN VO cLpTEPLPEPDEiTE LI TPOTOVG ALV BIGTOVG Y10 EGEIC
Kot 6g umopeite va avtiotabeite oTnv Tapdpunomn, tnv mnon i tov Tepacpd va deEdyete
GLYKEKPLUEVEG OpaoTNPLOTNTES OV Bal propovoay vo PAGYoLV €64G 1 TOLG AAAOVG. AVTEG
ovopalovtot dloTapays EAEYYOV TV TOPOPUNCEMY KOl UTOPEl VO TEPIAAUPAVOUY GUUTEPIPOPES
OmOG €01GTIKN EVOTYOANON UE TUYXEPG O VIdla, VIEPPOMKT KATOVAADGT TPOPNG N dnpovpyia
e£0dmv, pia acvvniota vYNAN ceEovaAikn opun 1| evacyoAnon pe advénon oe 6eoVoMKEG OKEVEIC T
ocuvaicOquata. O yiatpdg cag UTOopEl Vo ¥PELOGTEL VO TPOCAPLOCEL 1] VO S10KOWEL TN 0OGT COlG.

Evnuepoote tov wtpd cog edv ecgic, 1 01KOYEVELD GOG 1] 0L BEpATOVTEG GOG TAPATPCETE OTL
epoavilete pavia (diéyepon, aiodnon E€apong | vaepPoiikng cvykivionc) N Topainpnua (Lelwuévn
avtiAnymn, cOyyvon 1 ATOAELD ETOENG LE TV TPAYLOTIKOTNTA). O Y10TpOg COC WTOPEL VO YPEINGTEL VO
TPOCOPUOCEL 1] Va dtakOYEL T dOOT GaC.

Evnuepmaote Tov yiatpd 60¢ €0V TOPOVGLAGETE CUUTTOUATO OTTMOG KATAOAWYT, amddeia, Gyyoq,
KOTOON, €pidpmon 1 Tovo petd T dakomn 1 T peiowon g aywyng cag pe Pramipexole Teva. Eav ta
TPOPANLLOTO ETUEVOVV Y10 TEPIGGOTEPO ATO PEPIKES EPSOUAOES, O YIOTPOG GG EVOEYETAL VO (PELLOTEL
VO TPOGOPUOGEL TNV Oy®YT| GOGC.

Evnuepoaote tov yrotpd oag edv avanTdcoETE AdLVOLLO S10THPTOTG TOV CAOUATOG KOL TOV AUYEVO GOG
iolo Ko o€ 6pOla otdon (a&ovikn dvotovia). Edv copfel avtd, o yuotpog cog evogyetor vo BeAncel va
TPOGOPUOGEL ] VO AALAEEL T1 QOPLLOKEVTIKY| Oy®YN GOC.

Moora ko £pnpor
To Pramipexole Teva dg cuviotdton yio ypfion o€ maidid 1 eprifovg Katw tov 18 etdv.

Alro @appoxa ko Pramipexole Teva

Evnuepmaote Tov yiatpd 1| TOV QOPUOKOTOLO GO EAV TAIPVETE, EXETE TPOSPATO TAPEL 1| UTOPEL VoL
mhpete AAAG QApLOKO. AVTO TEPIAAUPAVEL QAPLLAKO, GUTIKA QAPLLOKO, TPOOILA DYIEWVNG SOTPOPNS 1
CLUTAN POUOTA TOV EYETE AAPEL YPIc GLuVTAYN.

Oo mpémnel vo, amopevyete Vo, maipvete o Pramipexole Teva poli pe avtiyuy®otkd QOpHoKa.

[IpocéEte av AapPavete To TOPUKAT® QOPLOKOL:
- SUETOVT (Yoo TNV oy®yn TNG LILEPEKKPIONG 0EEMY GTO GTOUAYL | CTOLUYIKADOV EAKDV)
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- apoavtadivn (mov uropei va ypnoyomondei yio Ty aywyn g voécov tov Parkinson)

- pe&ihetivn (Yo v ay@yn Tov pn opoiod Kapdtakod puduov, pio KoTaoToon YVOoTh o6
KOk appudpia)

- {1doBovdivn (n omoio puwopel va ypnoomombel yio v aymyn Tov GUVIPOUOV ETIKTNTNG
avocoavendpkelos (AIDS), wa acbéveln tov avBpdTvoL 0vOGOAOYIKOD GUGTY|LOTOG)

- olomhativn (Yo TV oymyn SlopopeTIKGY TOHTOV KApKivov)

- Kvivn (n omoia pmopet vo xpnoionombet yioo v TpOANYN TOV VOYTEPVAV ETMOIVV®V
UUIKAOV GTOCUOV KOl Y10 TNV ay®Y| VOGS TOTOV EAOVOGING YVOGTNAS MG TLUGEAVOEIONG
glovooia (kakonOng ehovooia))

- TPOKATVALLION (Yo TV ay®yr| Satapaypévou Kapdlokoh puOpov).

Edv Aappdvete Aefovtona, 1 6001 TG AEPOVTOTO GUGTNVETOL VO PHEIDOVETAL OTOV EEKIVIGETE TNV
aywyn pe Pramipexole Teva.

[IpocéEte av maipvete NPeUIoTIKA PAPLLOKE (TOV £(0VV KOTAGTAATIKN dpdon) N av wivete alkood. H
nmpocbetikn dpdon Tov Pramipexole Teva umopel va ennpedost Ty IKOVOTNTO GOG YL 001]YNOT KOl TO

YEPIGUO POV UATOV.

To Pramipexole Teva pe tpo@i], T0Té Kol 0LVOTVELUATMOIN

O mpénel vo, loTE TPOGEKTIKOL €AV TIVETE OVOTTVELLOTMOT KT TN S1dpkela tng Oepameing pe
Pramipexole Teva.

To Pramipexole Teva pmopel va Aapfavetor e 1 xopig tpoon.

Kitnon ka1 Onraocpég

Edv elote éykvog 1) Onhalete, vopilete 6T pmopel va giote £ykvog 1 oyed1dlete va amoKToETE TOUdt,
{nmote 11 GLUPOVAT TOL YLOTPOL GOG TPV TAPETE AVTO TO PApLaKo. O ylatpdc cag Oa cuintioet
ot ovvéyeto poli oag av Ba mpémet va cuveyicete va maipvete To Pramipexole Teva.

H 6pdéon tov Pramipexole Teva oto ayévvnro moidi cog dev eival yvooty. Enopévmg, va punv ndpete
to Pramipexole Teva edv €iote £€yKv0g, EKTOC AV GAG TO VITAYOPEVGE O YIATPOG UG,

To Pramipexole Teva dev mpénet va ypnotponoteitor kotd ) dibpkeia Tov Oniacpov. To Pramipexole
Teva pmopel va petdoet Ty mopayyn untpkod yaiaktoc. Eniong, uropet va mepdoet 6to puntpikod
yéAa kot va @tdoet to Todi cog. Edv n xprion tov Pramipexole Teva givol ovambdeevktn, 0o tpénel va
dwokomretal o Onlaoudc.

ZNTGTE T GLUPOVAT TOV YLOTPOV 1] TOV POPUOKOTOLOD GOC TPV TAPETE KATOLO PAPUAKO.

0ofynon Ko YEPLOROS PNY AV LATOV
To Pramipexole Teva umopei va tpokaiécel yevdacnoelg (va PAérete, akovte 1| va o1cOdveoTe
TPAyUATO TOL dEV VIEAPYOLV). Edv ennpeacteite, unv 0dNynoeTe 1 KAVETE ¥PNOT UNYUVILATOV.

To Pramipexole Teva £yel cuoyetiobel pe vavniia Kot enelcd0 OEVIOAG ELPAVIONS VTTVOL KUPImG
o€ acbeveig pe ™ voco tov Parkinson. Edv eppavicete avtég Tic avembounteg evépyeieg, o Oa mpémet
VoL 001 YNGETE N VO YEPLOTELTE PnyovipaTo. o TPETEL VO EVILEPDGETE TOV Y10TPO GOG EGV GLUPEL
avTtd.

To Pramipexole Teva wepiéyel vatpro

To eappaxo avtd mepigyel Aydtepo amd 1 mmol vatpiov (23 mg) avd diokio, lvar ovTd MOV
ovopalovpe «elevBepo vatpiovy.

3. g vo wapete to PRAMIPEXOLE TEVA

[Tavtote va maipvere T0 PAPLOKO AVTO ALGTNPE GOUPOVE, LLE TIG 001 YIS TOV YloTpoy cag. Edv &xete
apeBoriec, potiote tov yatpd cag. O yiatpdg cag o cag cupfovAiedoet yia T oot S0GoA0Yia.
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Mmnopeite va Aappdvete to Pramipexole Teva pe 1 yopic tpoen. Katanivete ta diokia pe vepo.

Nodoog Tov Parkinson
H nuepnowa d6om Ba mpémet va Aapfaveton dtoupepévn o 3 iceg d00ELG.

Kotd ™ dibpketa e tpmdtng efdopadac, 1 cvvindng do6on eivan 1 diokio Pramipexole Teva 0,088 mg
TPELG POPEG TNV NEPa (Tov 1odvvapel pe 0,264 mg nuepncing):

1" gfoopada
Ap1Buog doximv 1 diokio Pramipexole Teva 0,088 mg tpeig
PopEg npepncing
Ol nuepnota doom 0,264
(mg)

Avt Ba av&avetar kKabe 5 — 7 nuépeg 6mwg Ba kabopiobel and Tov yoTpd cog Emg 6tov pubuicTOvY
TO, GUUTTOWUATA 0aG (0OGT GLVTIHPNONG).

2" gfoopada 3" gfdopada
Ap1Budg dokiov 1 diokio Pramipexole Teva 1 diokio Pramipexole Teva 0,35 mg
0,18 mg tpeig popég Nuepncimg TPELG POPES MILEPT|CLMG
'H 'H
2 dwokia Pramipexole Teva 2 diokia Pramipexole Teva 0,18 mg
0,088 mg tpeig popéc nuepncimg TPEIS POPEG NUEPNTImG
Ol nuepnota doon (mg) 0,54 1,1

H ovuvnng 66om cvuvtiypnong eivon 1,1 mg avd nuépa. Ilapdra avtd, uropei n d6om cog vo, avénbei
Kot wepartépw. Eqv givar amapaitnto, o yiatpdg cog pmopet va avénoet T 0661 Tov d1okiov £0¢ To
péyoto tov 3,3 mg mpapunegoAng ava nuépa. Mia youniotepn 06om cuvtipnong Le Tpia diokia
Pramipexole Teva 0,088 mg ava nuépa givar emiong wibavn.

XapunAiotepn 60on cuvTipnong Yyniotepn 66on
SUVTIPNONS
Ap1Bpog dokiov 1 dokio Pramipexole Teva 0,088 mg tpeig| 1 dwokio Pramipexole Teva
QOPEG MUEPN TG 0,7 mg ka1 1 dwokio
Pramipexole Teva 0,35 mg
TPELG POPEG NUEPNTIMG
Ol nuepnota doo 0,264 3,15
(mg)

Aobeveic ue veppiki vooo

Edv éyete pérpia | coPapn veppikn voco, o yiotpog cog 0o 6ag cuvtayoypoaenoetl younAotepn d6com.
e ot TV nepintwon, Oo Tpémel va Aappavete to diokio povo pio 1 0o eopéc nuepnocing. Edav
£yete UETPLOL VEQPIKY VOGO, 1 ouviOng doon évaping sivar 1 diokio Pramipexole Teva 0,088 mg 600
eopéc nuepnoing. Xe cofapn veppikn voco, 1 cuvidng ddon Evapéng eivon 1 dioxio Pramipexole
Teva 0,088 mg v nuépa.

2ovopopo Avijevyov Iodwov
H 8601 cuvnbmg Aapfavetar pio popd nuepncing, to Ppddv, 2-3 dpeg TpLv TOV HIVO.

Katd tn didpkeia g npdg fdopnddag, n cvviong doon eivar 1 dickio Pramipexole Teva 0,088 mg
pia opd nuepncing (mov wwodvvapet pe 0,088 mg nuepnoing):

1" eBdopddo
Ap1Buog diokimv 1 diokio Pramipexole Teva 0,088 mg
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O\ nuepnota 66om 0,088
(mg)

Avt Oa av&avetor kKabe 4-7 nuépeg dnwg Ba kKabopiobei amd Tov yaTpd cag Emg GTov PLOUGTOVY Ta
CLUTTOUOTA 60O (00GT GLVTIPNONG).

2" gfdopddo 3" gfdopdda 4" gBdouada
ApOudg 1 dioxio Pramipexole Teva | 1 diokio Pramipexole Teva | 1 diokio Pramipexole
dokiv 0,18 mg 0,35 mg Teva 0,35 mg kot
'H 'H 1 dwokio Pramipexole
2 diokio Pramipexole Teva | 2 dwokio Pramipexole Teva | Teva 0,18 mg
0,088 mg 0,18 mg 'H
'H 3 diokio Pramipexole Teva
4 doxio Pramipexole Teva | 0,18 mg
0,088 mg 'H
6 diokio Pramipexole Teva
0,088 mg
OMkn 0,18 0,35 0,54
nuepfioto
36om (Mg)

H nuepnota d6om dev Oa npénet va vepPaivet To 6 diokia Pramipexole Teva 0,088 mg 7 t d6on tov
0,54 mg (0,75 mg GAhatoc TpapmeEOANC).

Edv otapatnioete va maipvete ta diokia 6og Yo TEPIGGOTEPO Omd UEPIKEC NUEPEG KoL BEAETE VOl
apyiote TAA TV ay@yn 60c, Ba Tpémet va EeKIvioETE TTAAL OO T1) YOUNAOTEPT 0OCT. TN CUVEXELD
umopeite va avénoete otadlokd tn 061 Eavd, OmmS KAVOTE TNV TPAOTN Popd. Pothote ™ cupfouvin
TOV Y10.TPOV GG,

O ywTpodg oag Ba eEetdoel TNV aywyn cag LeTd amd 3 unveg Kot Ba amopacioetl edv Ba cuveyicete N
oYL TNV aywyn.

Aabeveic ue veppixn vooo
Edv £xete oofapn veppikn voco, to Pramipexole Teva umopei va punv givat 1 katdAAnin Bepaneio yio
€006,

Eav napete peyoarvtepn d6on Pramipexole Teva amd v kovoviki

Edv katd AdBoc mépete meprocoTepa diokial,

- Emkowvovnote Le Tov y1atpd 60G 1] T0 TANGLECTEPO VOGOKOUELD e TUNLLO EXELYOVTMV TEPIOTATIKOV
apECMC Y1 VO 00,¢ Ka.B0O Y couV.

- Mrnopet va eppavicete éueto, avnovyia, 1 omoladmote GAAN avemBOUNTN EVEPYELN TTOV AVAPEPETOL
oV Topdypapo 4 «[MBavég avemBOuNTEG EVEPYELEDD.

Eav Egyaoete vo mapete To Pramipexole Teva
Mnv avnovynoete. ATAG apote auTh TN S00T EVIEAMS Kal TAPTE TNV EMOUEVT OGN GOG GTI GMOTY
opa. Mnv enyEpNoETE VO AVATAPOGCETE TN SOCT| TOV YOCOTE.

Edv otapatioste va moipvete to Pramipexole Teva

Mn crapatiotete vo taipvete To Pramipexole Teva mpv to cul{ntiote mpaTo pe Tov yiotpo coc. Eav
TPEMEL VO GTOUOTNOETE Vo AAUPAVETE AVTO TO PApLAKO, 0 YOTPOS oG Bo LeudTEL T 0001 GTASHKA.
AvTd peIdVEL TOV KIVOUVO TNG ETOEIVOONC TOV GUUTTOUATWOV.

Av méoyete and voco tov Parkinson dev mpémetl va otapatnogte v ayoyn oag pe Pramipexole Teva
arotopo. H Eapvikn dtakomn pumopel vo 60g TPOKOAESEL Pid TPIKT KOTAGTAGT TOL AEYETAL

Koo 0eg VELPOANTTIKO GUVOPOUO TOL Uropel va amoteAel peilova kivovvo yia v vyeia cag. Tao
GUUTTOUOTO TEPIAAUPAVOLV:
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- axwnoio (ar®AE Kiviong ToV HooV)

- GKOUTTOVG PVES

- TUPETO

- actafn mieon Tov aipatog

- TayvKapdia (avénpévo kopdiakd pvouod)

- obyyvon

- KOTOGTOAT TOV ENXTESOV TNG CLVEIINGEMG (KDL

Edv éxete meplocoOTEpPES EPOTNOEL CYETIKA LIE TN YPTOT] AVTOV TOV QUPUAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPHOKOTOLO GOC.

Edv otapoamoete 1 peiwoete to Pramipexole Teva, evoéyetar emiong vo, avamtdEETe pio 10Tpikn
KOTAGTACT) TOL OVOLALETOL GUVOPOLO OTOGLPOTG AYOVIGTOV TNG VIoTauivng. Ta copmtdpoto
nepropfavouy KataOAnym, aradeia, dyxog, kKénwor, epidpwon 1 tovo. Eav mapovoidcete avtd To
CUUTTAOUATA, TPETEL VO EMKOLVOVI|GETE UE TOV YLATPO GO,

4. IMBavég avemBOUNTES EVEPYELEG
Onwc 6Ma Ta papuoKa, £T61 KAl 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, OV

Kat 0ev mapovsidloviotl 6 GAoVE Tovg avBpdmove. H ektipnon avtdv Tov averBountmv evepyeimv
Baciletar oTig €&€Ng cLYVOTNTES:

IToA0 cvyvég uropet vo ennpedost teptocotepo omd 1 otovg 10 avBpmdmovg

Yoyvég umopel va emnpedost Eéog 1 otovg 10 avBpdmovg

O ovyvég umopei va emnpedost £og 1 otovg 100 avBpmdmovg

Xravieg umopei va emnpedost £og 1 otovg 1.000 avBpomovg

IloA¥ omavieg uropei vo emnpedost £oc 1 otovg 10.000 avOpmmovg

Mn yvootég H ovyvoétta dev umopet va ektiundei e Bdon to dtobésyo dedouéva

Edy maoyere amo vooo tov [dpriveov, umopel va eupoviceTe TIG TOPOKATw AVETIOOUNTES EVEPYELES:

IloAV0 cvyvég:

- Avcxvnoia (1. U QUGIOAOYIKEG, 1] ELEYYOUEVES KIVIOEIS TOV AKPMV)
- Yrvniia

- Zalédo

- Nowrtia (tdon mpog éueto)

Yoyvég:

- Tdéon yio acvviOiotn cvpumeprpopd

- YevdaoOnoelg (0tav PAémete, akovTE 1| VIODETE TPAYLOTO TO OTTOL0 OEV VITAPYOLV)
- Xyyoon

- AtloOnpa kovpaong (kOTmon)

- "EXienym vvou (abmvia)

- [epiooeia vypdv, cuvnBwg ota TOO (TEPLPEPIKO 01O LLAL)
- [Movoxépaiog

- Ymotaon (younAn mieon aipatog)

- Mn @ucloloyikd ovelpa

- AvoKOIMOTNTO

- Ontikn daTapayn

- "Epetog (vavrtia)

- Andrewn fapovg cvpumeprropfoavopévng Letwpévng opeéng

Oy ovyvég:

- Hopavoia (1.y. vrepPforikoi kot aducaioAdynTotl opor)

- [Mopainpnrikn Wéa

- Extetapévn vavnia katd ™ SidpKelo TG NUEPAS Kot opviola enelcodta HITVoV
- Apvneia (dwotapoyifi Tng Hviung)

50




- Yrepkivnoio (0vénuéveg KIVIGELS Kot OVIKOVOTNTO EXITELENG OKIVIGIOG)

- AvEnon copatikov Bapovg

- AMlrepyicéc avtidpdoetg (m.y. e£avinua, Kvynopdc, vrepevaictnacia)

- AwmoBopia

- Kapdiakn averdpkelo (mpofinpate kopdidg ta omoia Umopel vo TPOKOAEGOVV AUYAVIOGHLO 1)
olonua actpaydiwv)*

- ZOVOPOUO anpdGPOPNG EKKPLOTG AVTIOLOVPNTIKNG OpUOVIGH

- Avnovyia

- Avonvola (duoKOMMEG GTNV AvATVOR)

- Aob&vyyag

- [Mvevpovia (Aoipmén Tov Ivevudvomv)

- AvikavotnTa Yo avticTaoT 6€ mapopunon, ®dnon 1 mepacud yio m deEaymyn piog tpaéng
oL o pmopovoe va eivat emPBAaPNC Yo €0dG 1) TOVg GALOVG, 1 ooia uropet va Teptlappdavet:

—  Ioyvpn mopdpunon yio vePPOAIKT EVAGYOANGN LE TUYEPE Ty Vidlo aveEdpTnTa 0T
TPOCMTIKEG 1] OIKOYEVEINKES GUVETELEC.

—  Tpomomompévo 1 avénpévo 6e£ovaAKo EVOOPEPOV KOl GUUTEPIPOPE CTLOVTIKOD
TPOPANUOATIGHOD Y10 €5GG 1) TOVG GALOVC, Y10 TAPASEY LA, QVENUEVT GEEOVAAIKT OpUY).

—  Ave&éheykteg vepPorkég ayopég 1 Samave.

- Kpamddn eayntov (katavaAwnon HEYGA®Y TOCOTHTOV TPOPG OE KPS XPOVIKO S1AcTNua) 1
TOPOPUNTIKT KOTOAVAAW®GT TPOPNS (KATAVAA®OT LEYOADTEPTG TOGOTNTAG TPOPNG O TN
(PLGLOAOYIKT| KOl TEPIGGATEPT A0 AVTY| TOL ¥PELALETAL YO TV IKOVOTOiN G TNG Telvag oag)™

- Toapornpnuo (LELOUEVN avTIANYT), GOYYVOT], OTMAELN ETUPNC UE TNV TPOYUATIKOTNTO)

Yravieg:
- Mavia: (diéyepon, aicOnon é€apong 1 vepPoAIKnG GLYKIVIONC)

Mn yvooTtic:

- Metd ) dwokomn M T peioon g aywyng cog pe to Pramipexole Teva: Mmopei va sugaviotel
KatdOAym, andbeia, dyyog, KOTmON, epidpmaon 1 TOvos (ovopdleTal GUVOPOLO ATOGVPOTS
ayovioT®v g vromapivng 1 DAWS).

Evnuepoote Tov Y10tpo6 60c £0v Prodcete Kamwora amd avtég Tig svpuneplpopéc. Oa ocug pifncsl
Y10, TPOTOVG Lo EIPNONG 1] TEPLOPIGIOV TMOV CUUTTOUATOV.

IMoa t1g avemBOuNTEC EVEPYELEG TTOL ElvaL EMOGNUAGUEVEG UE * 1 aKkpIPNC EKTIUMOT TG CLYVOTNTOG OEV
glvar duvarn, KaBdg avTég o1 avemBOUNTEG EVEPYELEG dEV TaPUTNPNOTKAY GE KAVIKEG LEAETEG LETOED
2.762 acBevmv mov Ehafav aywyn pe mpapumeEoin. H cuyvotnta avd katnyopia eivor mbavov oyt
UEYOADTEPT OO «OYL GUYVESY.

Edy méoyere amo Zovopopo Aviovywv Ilodiwv, uropel va gupavioete tig arxolovbeg avem@ounteg
evépyeieg:

MoAv ovyvég:

- Navtia (adbecio)

- Sountodpoto Tov gueaviovtol vopitepa and 0,tt GuvHBmC, Eivol TEPIGGOTEPO EVTOVA 1|
mepthopfavouy Kot GAA0 dipa (ETOEIVOOT) TOV GLVIPOLOV OVIIGLYMYV TOSLDV)

Yoyvég:

- Metaforég otov TpoOTO TOL HITvov, OTTMG EAAELYT VItvov (abmvia) Kot vivnAio
- Aiobnpo kobpaong (ko6Tmon)

- [Tovoxépaiog

- Mn @ucloroyikd ovelpa,

- AvcrototnTa

- Zé&An

- "Epetoc

Oy ovyvég:
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- Tdon v acvvi ot cupmeprpopa™
- Kapduakn averdpkela (mpofinpate kopdidg ta onoin Hmopel vo TpoKaAEGOVV AUYAVIOGLO 1|
olonua actpaydiwv)*
- ZHVOPOO amPOCPOPNG EKKPIOTG AVTIOLOVPTTIKNG OpHOVIG*
- Avokvnoia (T.y. un eUCIOAOYIKES, AVEEEAEYKTES KIVIIOELG TMV AKPMV)
- Yrepxvnoio (avEnpéveg KIVGELS Kol adLVOLIa Vo Tapapeivel o acBevig akivntog)*
- [Mopdvoua (1., vepPorikol kat adtkatoAdyntol eopor)™*
- Hopoainpnrikn W0éa*
- Apvneio (Swrapoyf Tng pvnung)*
- YevdaioOnoeic (0tav PAETETE, AKOVTE 1 VIOBETE TPAYHOTO TAL OTTOL0L SEV VITAPYOVV)
- Xyyoon
- Extetapévn vovnAio katd tn Sidprela tng nUEPOS Kot opvidia emeicodio Evapéng HTvov
- Abv&non Papovg
- Yrotaon (younin wieon tov aipatog)
- [epiooeia vypdv, cuvnBwg ota TS (TEPLPEPIKO 01O LLAL)
- Alepyéc avtidpaocelg (m.y. e£avOnuo, Kvnoprog, vepevalctnacio)
- AuroBopia
- Avnovyia
- Ontikn daTapayn
- AnwAelo Papovg copmeptAapavoprévng LELOUEVNG OPEENG
- Avomvola (dVGKOAIES GTNV ovaTVOT|)
- Ao6Svyyog
- [Tvevpovia (Aolpwén Tov Tvevudvov)*
- AvikavoTnTo Yo avTioTOon o€ Tapdpuncn, ®non N tepacud yia ) desoymyn piog Tpdéng
nov Ba pmopovace va gival emiPAafng yia €6dg 1 ToLg AAAOVC, 1| ooia pmopel va TephapPavet:
- loyvpn mapdpunon yia vepPoiikn evacyOAnon Le TuxePd Totyvidle aveEdpTnTa and
TPOCMTIKEG 1) OIKOYEVEINKES GUVETELEC. *
- Tpomomompévo 1 owENUEVO GeE0VAAIKO EVOLOPEPOV KL CUUTEPIPOPE CTLOVTIKOD
TPOPANUOTIGHOV Y10 €GAG 1) TOVG GALOVG, Y10t TAPASEY LA, AVENUEVT] GeE0VOAKT OpUn.*
- Aveléheykteg vepPoAtkéc ayopég kot domdves®
- KpoumdAn @ayntov (katavaloor HEYAA®Y TOGOTATOV TPOPNG GE LKPO XPOVIKO S1AGTNLO)
N TOPOPUNTIKY KOTAVAA®GT TPOPTG (KATAVAAWDGT] HEYAADTEPTG TOGOTNTAG TPOPNG OO T1)
(ULGIOAOYIKN KO TEPLGGOTEPT OO QVTH TTOL YPEWECETOL VIO TNV IKAVOTOINGN TNG TEIVOS
oag)*
- Mavia (d1€yepon, aicnon é€apong 1 vaepPorkng cvykivnong)*
- Hopapnua (Let@PEVT OVTIANYN, GOYYLOT, ATOAELN EXTAPTG LE TNV TPAYLOTIKOTNTO)™

Mn yvootég:

- Mertd ) doxomn M TN peimon TG aywyng oag pe To Pramipexole Teva: Mmopel va epgaviotel
KatdOAwym, andbeia, dyyos, KOT®GN, pidpwaon 1 TOvog (oOvopaletal GUVOPOLO ATOGLPGONG
ayOVISTAV NG viomapivng 1 DAWS).

Evnuepaote tov y10tpd cog £av Proroete kdmora and avtéig TIg supumeprpopéc. Oa cag piroet
Yo TPOTOVG dLUYEIPLONG 1] TEPLOPIGUOV TOV CUUTTOUATOV.

Mo 115 avemBOunTEG EVEPYELEG TTOV EIVOL EMICIUAGUEVEG e * 1) aKkpPNG EKTIUNOT TG CLYVOTNTOG OEV
glvarl duvar, KaBMG aVTEG 01 aVeTIBVUNTEG EVEPYELEG OEV TTOPATNPNONKAV GE KAWVIKEG LEAETEG LETOED
1.395 acBevav mov Erafav aymyn ue mpoumeEoAn. H komyopio cuyvotntag eivor mboavov oyt
UEYOADTEPT OO «OYL CLYVEDD.

AvVaQopa aveEmOOUNTOV EVEPYELDOV

Edv mapatnproete kdmola avemBountn evépyela, EVLEPMOTE TOV YIOTPO 1] TOV QUPHOKOTOIO GOC.
Av16 1oyveL Kot Yo ké0e mBavr| avemBounTn evEPYELR TOV JEV AVAPEPETOL GTO TAPOV GUAAO 0NYIDV
ypnonc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeing, péocw Tov Bvikon
GULOTILOTOG OVAPOPAS TTOL avaypdpeTol oto [lapaptnua V. Méow tng avapopds avemdountov
gvepyelmv pnopeite va fondfoete ot GLALOYN TEPICTOTEP®V TATPOPOPLAOV GYETIKA LLE TNV AGPAAELD
TOV TOPOVTOG POPUAKOL.
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5. g vo poidooste To PRAMIPEXOLE TEVA
To @appako avtd TPEMEL VO PUAACOETAL GE PLEPT TTOL OgV TO PAETOVV Kot dgv TO POGVOLV Ta TALO1E.

Noa pn xpnoiponoteite oo T0 APLOKO LETE TNV Npepounvia AENG IOV OVOQEPETOL GTO KOVTI, TNV
KUWEAN 1 6TV emonpaven e elaAng petd to EXP. H nuepopmvia Aqéng eivar n tekevtaio nuépa
TOV UNVA TTOL OVOQEPETOL EKEL.

Mn puAdooete og Beppokpacio peyarvtepn tov 25°C.
DuAdocete GTNV OPYIKN CLOKEVAGIN Y10l VO TPOGTATEVETOL OO TO YOG KOl TNV VYPUCiL.

Mnv metéite @APUAKO GTO VEPD TNG OMOYETELGONG 1] GTA OKLAK( aroppippota. Potote tov
(OPLLOKOTOLO GOG Y10, TO TAG VO, TETAEETE TOL PAPUAKO TTOL JEV YPTOIUOTOLELTE Tl AvTd T péTpa Oa
Bonbnoovv oty mpoctacio Tov TepPdAiovtog.

6. Iepreydpevo. TS GVOKEVOGIOG KOL AOTES TAPOPOPiES
T wgpréyer to Pramipexole Teva
H épaoctikni oveia eitvar n wpopumeEoin.

K¢ dwokio Pramipexole Teva mepiéyet 0,088 mg, 0,18 mg, 0,35 mg, | 0,7 mg npapuneEOANG wg
0,125 mg, 0,25 mg, 0,5 mg 1 1 mg Swdpoyrmpikr Lovoddpikn TpameEOAN, AvTiGTO L.

Ta GAA0 GVGTOTIKG Elval HOVVITOAT, KPOKPLGTAAAIKTY KuTTapiv, GuvAo KapPBoSupedviiopévo
vatplovyo, ToPiddvn, LoyViGLl0 GTEATIKO, VATPLO LOVOGTENTVAOPOVUAPIKO, KOALOEDES TLPITIOL
d10&giono.

Epeavien tov Pramipexole Teva kol wepieyopeva g 6V6KeL06iog

- Ta dwokio Pramipexole Teva 0,088 mg givat AevKd, GTPOYYVAQ diokio TOL PEPOVY avaylven
v évdein "93" ot pio TAevpd kot TNy EvoeiEn "P1" otnv GAAN mAgvpd.

- Ta diokia Pramipexole Teva 0,18 mg givar Agvkd, 6TpoyYLAQ dioKia Le SO ®PLOTIKN YPOLUN
OV EEPOVY avayAven v EvoeiEn "P2" ekatépmBev TG TAEVPAS e TN SO MPLOTIKY YPOLLUN
KoL Ty €voeidn "93" otnv aAAn mievpd. To diokio umopei va doywpiotel o€ 300 oo pép.

- Ta dwokia Pramipexole Teva 0,35 mg givar Agvkd, ofaA, appikvpta diokia yopaypéva pe 9,
KAOETN Sy ®PIOTIKN YO, 3, OTNV TAEVPA LE TN SLo®PIOTIKN Ypopu, Kot 8023 otnv GAAN
mhevpd. To diokio umopei va dwoywpiotel o€ 000 oo uépm.

- Ta dwokia Pramipexole Teva 0,7 mg givol Aevkd, oTpoyyvAd S10Kia (e SO MPIGTIKY YPOLUN
oL EEPOVV avaylven Tnv EvoelEn "8024" exatépmBbev TG TAELPAC LE TN SLOYOPICTIKN VPO
Kol v évoedn "93" otnv dAin mhevpd. To diokio pmopel va daywpiotel og 600 ioa péEp.

- Ta diokia Pramipexole Teva diatifevtal o cuokevacisg kuyéing tov 30, 30 x 1, 50 x 1, 100 x
1 ko 100 dwokiov kot eréieg Tov TepiEyovv 90 diokia.

Mmropei va unv KokKAOQOpoLY OAEG Ol CUGKEVAGIEC.

Karoyog Adsrog Kvkhogopiag
TevaB.V.

Swensweg 5, 2031GA Haarlem
Kérw Xopeg (OMaviia)

HopackevacTiig
TEVA Pharmaceutical Works Private Limited Company
Pallagi ut 13,
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4042 Debrecen,
Ovyyapio

Pharmachemie B.V.
Swensweg 5,

Postbus 552,

2003 RN Haarlem

Kato Xopeg (OAlavdio)

Teva Czech Industries s.r.o
Ostravska 29, c.p. 305

747 70 Opava-Komarov
Togyn Anpoxpatio

Merckle GmbH
Ludwig-Merckle-Strale 3
89143 Blaubeuren
Teppovia

Balkanpharma Dupnitsa AD
3 Samokovsko Shosse Str.,
Dupnitsa 2600,

Boviyapia

INo omoladnmote TANPOPOPio. GYETIKA [LE TO TAPOV PAPUAKELTIKO TPOTOV, TOPOKAAEISTE VO
angvBouvbeite otov Tomiko avtimpdosmmo tov Katdyov g Adetog Kuihopopioag.

Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tél/Tel: +32 38207373

bbarapus
Tepa ®apma EAJ]
Ten: +359 24899585

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland
TEVA GmbH
Tel: +49 73140208

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EA\rada
TEVA HELLAS AE.
TnA: +30 2118805000

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg
ratiopharm GmbH
Allemagne/Deutschland
Tél/Tel: +49 73140202

Magyarorszag
Teva Gydgyszergyar Zrt.
Tel: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich

ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070
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Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.1.
Tel: +39 028917981

Kvzpog
TEVA HELLAS AE.
EA\dda
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

To mwapov UAA0 00N YOV yp1oNs avaBewp1)Onke Yo TerevTaio popd otic {MM/EEEE}

Aentouepeic TANpopopieg Yo To Pappako avtd eivar d1aécipeg 6To dKTLAKO TOTO ToLV Evpmmaikon

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos,
Lda.

Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.0.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Teva Pharmaceuticals Ireland

Ireland

Tel: +44 2075407117

Opyavicpod @opudxov: http://www.ema.europa.eu.
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