HPUJIOXKEHHE |

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HME HA JIEKAPCTBEHUSA NPOAYKT

Rasagiline ratiopharm 1 mg Tabnetku

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Besika Tabnerka cpaspka 1 mg pasaruaus (rasagiline) (mox ¢popmara Ha Me3niar).

3a IBJIHMS CIIMCHK Ha IIOMOILHUTE BEIECTBA BIXKTE TOUuKa 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnerka

Benu 1o moutu Genu, KpBIiy, MIOCKH, ¢ GaceTa TabieTku, ¢ BAIbOHaTO peneduo ozHaueHue "GIL" n
"1" oTmony Ha enHaTa CTpaHa, U IJIaJKy OT ApyraTa cTpaHa.

4.  KIIMHUYHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHUA

Rasagiline ratiopharm e mokasan npu Bb3pacTHU 3a JeUeHNE Ha HanonaTHyHa [TapkuHCOHOBaA OOIIECT
KaTo MOHOTeparus (0e3 JIeBOooIa) WM KaTo JOIbIBAIla Tepanus (C JIEBOAOMA) IIPH MAIlUEHTH C
(iryKTyanuu B CHMOTOMAaTHKaTa B Kpast Ha MEXTyJ030BHUS HHTEPBAJL.

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

ﬂO3I/I[20BKa

IMpenopbunTenHara q03a pasarwint € 1 mg (eqna radbnerka Rasagiline ratiopharm) Beanbx THEBHO,
KOSITO JIa Ce TIpHeMa ChC MM 0e3 JICBOOA.

Cmapuecka ¢v3pacm
[Tpu manmeHTH B cTapyecka Bb3pacT HE e U3MCKBa MPOMsIHA B Ji03aTa (BXK. TOuka 5.2).

Yeprodpobno yspesicoane

PazarunuH € npoTUBONOKA3aH MPH MAIMSHTH C TeXKKO YePHOIPOOHO yBpexaaHe (BK. Touka 4.3).
Tps6Ba na ce n36srea ynorpedara Ha pa3arujvH OPHU MALUEHTH C YMEPEHO YEPHOAPOOHO YBPEKIAHE.
Heo6xo1uMo € noBHIIEHO BHUMAHUE IIPH 3aII0YBAHE HA JICYCHUE C Pa3arujvH IPH MALHEHTH C JIEKO
4epHOIpOOHO yBpexaaHe. B cioyuail Ha mporpecupaHne OT JIEKO KbM yMEpPEHO YepHOAPOOHO
yBpEK/IaHe, IPUEMBT Ha Pa3arwinH TpsiOBa ja ObJe npeycTaHoBeH (BK. ToUku 4.4 u 5.2).

bvopeuno yepescoane
He ce HanaraT crierualiiy npena3Hu MEPKH MPH MalUEHTH ¢ ObOPEYHO YBpEKIIAHE.

Teouampuuna nonynayust

BesomnacuHoctTa 1 eukacHoctta Ha Rasagiline ratiopharm mpu geta u roHoIIHN He ca ycraHoBeHH. Hsma
CHOTBETHO MpuiiokeHue Ha Rasagiline ratiopharm B mexuatpudHara nomyJamus 3a MOKa3aHHETO
[TapkuHCOHOBa OO0JTECT.

Haunn Ha npuiioxeHue

3a mepopasHo MPUIOKEHHUE.



Rasagiline ratiopharm mosxe na ce npueMa cbe i 6e3 XpaHa.
4.3 TIporuBomoKa3aHusi

CBpBX4YYBCTBUTEIHOCT KbM aKTUBHOTO BEIECTBO WIIM KbM HIKOE OT MIOMOIIHHUTE BEIIECTBA,
n30pocHM B TOUKa 6.1.

ChI'bTCTBAIIO JICYCHHUE C IPYTH MOHOaMUHOOKcuna3Hu (MAQO) naxuburopu (BKIFOUUTEITHO
JICKapCTBEHU U IPUPOIHU IIPOAYKTH O€3 penenTa, HapuMep KbIT KaHTAPUOH) WIH NETHINH (BX.
touka 4.5). TpsiOBa 1a u3mMuHAT Hall-Masiko 14 qHU MEX/y MPEKbCBAaHE MPUEMa Ha pa3ariifH 1
3amouyBane Ha Jeyenrne ¢ MAQO MHXUOUTOPH WM MIETHIIUH.

Texko 4epHOIPOOHO YBpEKIaHE.

4.4 ChoenunajiHM npeaynpes;kAeHus1 U NMpeAna3Hu MepKU Npu ynorpeda

C’bH’bTCTBaIlIa VHOTDe6a Ha pasarujivi ¢ JPpyru JCKApCTBCHHU MPOAYKTH

CempreTBamaTa yrorpeda Ha pa3aruiuH U GIIyoKCeTHH WiH (DIIyBOKCaMUH TpsiOBa 11a ce m30sTBa (BK.
touka 4.5). Heobxoaumo e 1a u3MuHAT Hail-Majiko TIET CEIMUIIA MEXKIY MPEKHCBAHETO HA
(bIyOKCETHH W 3alI0YBaHE HA JICUEHHE C pa3arwivH. Heo0XxoauMo e 1a u3MUHAT Hali-Malko 14 nHu
MEXY MPEKHCBAHETO HA Pa3arvjIMH M 3a[I0YBaHE HA JieUueHHE ¢ (IyOKCETHH WK (IIyBOKCAMUH.

He ce npenopbuBa ChIIbTCTBAIATA YIIOTPeOa HA pa3ariiivH U IeKCTpoMeTopdaH mim
CHMITATHKOMHUMETHIIH, TIOJOOHH Ha TE3H, IPUCHCTBAIM B HA3AIHUTE U EPOPATTHU JICKOHT€CTAaHTH
WJIH JIEKAPCTBEHH TPOIYKTH CPELLy MPOCTY/a, ChAbpXKAIIM epeapHH WK NceBaoehepuH (BXK.
Touka 4.5).

Cvnvmemeawa ynompeba Ha paza2uniut u 1e600ona

TBii KaTo pa3arwivH 3acuiBa eeKTHTE Ha JIEBOJIONA, HEXKEJIAHUTE PEaKIIMH Ha JIEBOJI0Ta MOXKE JIa ce
yBeIUYaT U IPEIBAPUTEIIHO ChIIECTBYBAlIaTa TUCKIUHE3Us 1a ce o0ocTpu. [loHmkaBaHeTo Ha 103aTa
Ha JIEBOAOIA MOXe Jia 00JIEKYH Ta3u HeXeJaHa PeaKIys.

Nwma cpobuieHns 3a XUMOTEH3UBHU €EeKTH NP ChIIBTCTBAII ITPHEM Ha Pa3ariivH C JIEBOJIOMA.
[ManuenTure ¢ [TapkuHCOHOBa O0JIECT Ca 0COOCHO YSI3BUMHU KbM HEXKEIAHUTE PEaKkMy Ha XUITOTOHUS

TOpaar ChIIECTBYBAIINTE IPOOIIEMH C TTOXOAKATA.

JlonaMuHEPrUYHU eheKTH

Ipexomepna onesna conausocm (I1C) u enuzoou na snezanno 3acnusane (B3)

Pazarunuu Moxxe 1a npeu3BrKa JHEBHA CHhHIMBOCT, COMHOJICHTHOCT M, TIOHSIKOTa, 0COOCHO aKo ce
U3M0JI3Ba C APYTH JONAMUHEPTHYHHU JICKAPCTBEHH MPOTYKTH — 3aCIIBAHE 110 BPEME Ha €XKCTHEBHU
neiiHocty. [TanmenTure TpsiOBa na 6bAT HHGOPMHUPAHU 32 TOBA U MOCHLBETBAHU JIa BHUMABAT MPH
mrodupane WM padbota ¢ MaIIMHK TI0 BpeMe Ha JICYEHUETO ¢ pazarwinH. [laiueHTure, KouTo ca
MMaJId COMHOJICHTHOCT W/MJTH €T30/ Ha BHE3aITHO 3aCIUBaHe, TPsIOBa Ja ce Bh3AbPiKAT OT MIOopUpaHe
U paboTta ¢ MamuHu (BX. TOuka 4.7).

Paszcmpoiicmea na konmpona evpxy umnyacume (PKH)

[Ipu manuenTw, JIeKyBaHU C JOTIAMUHOBH arOHUCTH W/WJIH JOTIAMUHEPTHYHU CPEACTBA MOTaT J1a Ce
nosiBaT PKU. TTomo6un crobmienus 3a PKU ca mogydeHn B TOCTMapKETHHTOBUS TIEPHOT U 32
pasarmnuH. [lanmenTure ciefBa 1a 6bAaT peIOBHO MPOCIIEIBAHH 32 Pa3BUTHE HA Pa3CTPONCTBA HA
KOHTpoJIa Ha uMItysicute. [lanenTrTe u oOrprmkBamuTe T TpsOBa 1a ObJaT HAsICHO C
MTOBEIEHYECKUTE CUMIITOMH Ha Pa3CTPOICTBaTa HA KOHTPOJIA HA UMITYJICUTE, HAOIOJaBaH! MTPH
MAalUEHTUTE JICKYBaH! C pa3arujivH, BKJIIOYBalIXU ClIydad Ha KOMITYJICUHM, HaTpaIlIMBU MUCJIH,
MNaTOJIOTUYHO BJICYHCHUC KbM Xa3apT, MIOBUIICHO .]'II/I6I/IILO, XHUICPCCKCYaJTHOCT, UMITYJICUBHO IMOBCICHUC
Y KOMITYJICHBHO XapueHe HJIH Ma3apyBaHe.



MemaanomMm

B peTpocneKTUBHO KOXOPTHO MPOYYBAHE € YCTAHOBEHO Bh3MOXHO [TOBULIABAHE HA PUCKA OT
MEJIaHOM IIpH ynotpeba Ha pa3aruivH, 0COOCHO MPH MAIUEHTH C TO-TOJIIMA IPOIBKATEITHOCT Ha
EKCTIO3UIHSITA Ha PA3arviIMH W/HITH C TI0-BHCOKA KYMYJIaTHBHA /1034 pa3arujnH. Besika momo3puTenHa
KOJKHA JIe3us TpsiOBa 11a Oble IPEIICHEHA OT CICIHANIMCT. 3aTOBA MAITUEHTUTE TPSOBA Aa OBAAT
CBbBCTBAHU A MOTHPCAT KOHCYJITAllUA C MEAUIHWHCKHU CIICHHUAJIMCT, aKO YCTaHOBAT HOBA UJIA
MIPOMEHSIINA Ce KOXKHA JIe3usl.

YepuoapoOHO yBpeKIaHe

Heo0xoauMo e moBHIIIeHO BHUMAHUE NIPH 3aII0YBaHE Ha JIEYCHHUE C Pa3ariIvH MIPYU MAIUEHTH C JIEKO
qepHOAPOOHO yBpekmaHe. TpsOBa ma ce m30saTBa yrioTpedaTa Ha pa3arijivH IMPHY MAIUESHTH C YMEPEHO
4epHOAPOOHO yBpexknaHe. B cinyyaii Ha mporpecupane oT JEKO KbM CPEAHO YepHOAPOOHO YBpEKAaHE,
NPUEMBT Ha pa3aruivH TPsAOBa A2 Obje npeycTaHoBeH (BXK. Touka 5.2).

4.5 B3aumopaeiicTBHe ¢ APYIH JeKapCTBeHHM NMPOAYKTH U APYTH (POPMH Ha B3auMojeiicTBHe

MAO nuaxuburopu

[IpoTrBOMIOKA3aHO € pa3arwivH aa Obae Mpuarad eTHOBpEeMEeHHO ¢ Ipyrd MAO HHXHOUTOPU
(BKJIFOUMTEITHO JICKAPCTBEHHU M TIPUPOIHHU MPOJAYKTH Oe3 pelenTa, HanpuMep KbJIT KAHTAPUOH ), Thi
KaTo € Bh3MOXKEH PUCK OT HecelleKTuBHO MAO nHXuOMpaHe, KOeTo OM MOTJIO Ja TOBEE 10
XUTEPTOHUYHU KPU3H (BXK. ToUKa 4.3).

Hetnaua
CepHro3HU HEKETIaHHU PeaKIvy ca OWiIM JTOKJIaJBaHU P ChIIBTCTBAIIA yIoTpeOa Ha netuaud ¢ MAO
WHXAOUTOPH, BKIIOYUTETHO U ¢ ApyT cenektuBeH MAO-B naxubuTtop. ChIIbTCTBANOTO MPUIIOKEHUE

Ha pa3arwjivH U MeTHUAMH € MPOTUBOMNOKa3aHo (BX. Touka 4.3).

CI/IMHaTI/IKOMI/IMeTI/ILII/I

ChliecTBYBaT ChOOIICHHUS 33 JICKAPCTBEHU B3auMo/ieiicTBus, kKacaeiu MAQO UHXHUOUTOPUTE MTPH
CHITBTCTBAINATA UM yYIOTPeOa ChC CHMIIATUKOMUMETUYHH JICKApCTBEHU NMPoyKTH. CleI0BaTeNIHO, C
orjien Ha MAO HHXHOMTOpHATA aKTUBHOCT Ha Pa3arijivH, HE CE MPENoPhyUBa ChIIbTCTBAILIOTO
MIPUJIOKEHHUE HA Pa3ariyiiH U CUMIIATUKOMUMETHIIH, TT0IOOHU Ha TE3H, MPUCHCTBAIIM B HA3aTHUTE U
TIEPOPATTHH JICKOHTSCTAHTH WIIU JICKAPCTBEHH MPOIAYKTU CPELLy MPOCTYa, ChAbPKAIIK eeAPUH HITH
nceBnoedenpuH (Bx. Touka 4.4).

JlexctpoMmeTopdan

CaIiecTByBaT ChOOIICHNUS 3a JIEKAPCTBEHH B3aMMOJICHCTBHS IIPH CHITBTCTBAINATA yHOTpeOa Ha
nexctpomeropdan u HecenekTHBHE MAO naxuburopu. CnenosareiHo, ¢ orien Ha MAO
MHXUOUTOpHATA aKTUBHOCT Ha pa3ariyivH, HEe ce MPEnopbyiBa ChIIBTCTBAIOTO MPUIIOKEHHE Ha
paszaruiiuH u aekctpometopdan (BK. Touka 4.4).

SNRI/SSRI/Tpy- ¥ TETpallMKJINYHHA aHTUAECIPECAHTH

Tps6Ba ma ce n30sATBa CHITBTCTBAINATA YIIOTPeOa Ha pa3aruiuH U (IIYOKCETHH WIH (DITyBOKCAMUH (BIXK.
Touka 4.4).

OTHOCHO CBHITBTCTBAIATA YIOTPeOa Ha pa3ariiIiH ChC CEIIEKTHBHU MHXHOUTOPH HAa OOPATHOTO
3axBaiane Ha cepoToHnHa (SSRI)/cenexkTBHI HHXHOUTOPH HA OOPATHOTO 3aXBall[aHE HA CEPOTOHUH-
HopaapenanuH (SNRI) npu KIMHUYHN M3MUTBaHMS BIKTE TOuKa 4.8.



CepHo3HH HEXKETIaHH PeakInu ca Ouin ChOOIIeHU Npu ChITbTCTBamaTa ynorpeda va SSRI, SNRI,
TPULUKINYHU/TeTpanuKInyHu antuaenpecadtd 1 MAO uaxubutopu. CreoBaTenHo, ¢ Oriea Ha
MAO uHXHOMTOpHATA aKTUBHOCT Ha Pa3ardivH, PU MPUEM Ha aHTHJICTIPECAHTH € HEOOXO0IUMO
[IOBHUIIIEHO BHUMAaHHE.

Cpencrsa, mosaussainy aktuBHocrra Ha CYP1A2

In vitro npoyuBanus Ha MeTaboM3Ma ca nokasainu, 4e uutoxpom P450 1A2 (CYP1A2) e ocHOBHHSAT
€H3HUM, OTTOBOPEH 3a MeTaboau3Ma Ha pa3aruivH.

Unxubumopu na CYP1A42

EnHOBpeMEeHHOTO NpHIIOKEHHE Ha pa3arwiud u unpoduiokcanud (naxuoutrop Ha CYP1A2)
yBemmuaBa AUC Ha pazarvmnmH ¢ 83%. EZHOBpeMEHHOTO NpHIIOKeHNEe Ha pa3arviiuH U Teo()HITiH
(cyocrpat Ha CYP1A2) He noBnusiBa apMakOKMHETHKATa U Ha ABaTta npoaykra. [lopanu ToBa,
mouaute CYP1A2 unxubutopu MoraT Ja MpoMEHsT IJIa3MEHUTE HUBA Ha pa3arwjivH U €
HEoOX0MMO J1a ObJIaT NPUIIaraHu C IOBUIIEHO BHUMAHHUE.

HUnoyxmopu na CYPIA2
ChlIlecTBYBa PHCK OT HAMaJIsIBaHE Ha TJIa3MEHHUTE HUBA HA pa3ardJIMH IPH MAIUCHTH MyIIa4d, KOETO

ce JBJDKHM Ha HHIYKIUATA Ha MeTabomm3upamus ea3um CYP1A2.

Jpyru nuroxpom P450 nzoeusnumu

In vitro mpoyuBanusTa ca MoOKa3ajM, 4e pa3arwvH Ipu KouenTpaus 1 ug/ml (exBuBaieHTHa Ha
HUBO, KOeTO npescTapisaBa 160 nbtu cpeaHara Cmax ~ 5,9-8,5 ng/ml npu namueHTH, cTpagamny ot
IMapkuHCOHOBA OOJIECT ClIe]] MHOTOKpATEH MPHEM Ha 71032 | mg pa3ariini) He HHXHOUPA IUTOXPOM
P450 mzoensumute, CYP1A2, CYP2A6, CYP2C9, CYP2C19, CYP2D6, CYP2EL, CYP3A4 u
CYP4A. Te3u pe3ynratu 1moKkas3BaT, 4e € cJladb0 BEpOSTHO TePANeBTUIHUTE KOHIICHTPAITUH Ha
pasaruiivH Ja IPUYHHAT KaKBOTO U J1a ¢ KIHHUYHO 3HAYMMO MOBIUSBAHE Ha CyOCTpaTHUTE HA TE3U
en3uMu (BK. Touka 5.3).

JleBogona U Ipyru JeKapCcTBEHU NPOAYKTH 3a ITapkuHcOHOBaA OoIecT

IIpu marmuenTu ¢ [TapkuHCOHOBA OOJIECT, MTONyYaBAIIM PA3arWINH KaTo JOITBIIBAIA TePaIis KbM
MPOIBIDKUATETHO JICUCHUE C JICBOJIONIA HE ¢€ HAOJI01aBa KIIMHIYHO 3HAYNM €(EKT OT JICYCHUETO C
JICBOJIOTIA BBPXY KIUPBHHCA HA pa3ariiivH.

ChIBTCTBANIOTO MPUIIOKEHHE HA PAa3arviIMH U CHTAKAIOH yBelHYaBa MepopaTHUs KIUPHHC Ha
pazarunus ¢ 28%.

BsanmoseiicTtBre TupaMuH/pa3ariing

Pesynratute OT neT THpaMHH NPOBOKUPAHH U3CIIEABaHUS (IIpH JOOPOBOJIM U MALUEHTH, CTPaAaIln
ot IlapkuHcoHoBa 0oJiecT), B ChUeTaHHUE C PE3YATaTUTE OT MOHUTOPHPAHE NP JTOMAIIIHU YCJIOBHS Ha
KPBBHOTO HaJsITaHe ciienl XxpaneHe (cpex 464 nannenTty, nekyBanu ¢ 0,5 wim 1 mg/nen pa3aruivg win
iane0o KaTo AOMbJIBalla Tepanus Ha JIeBOAONa B IPOIBJDKEHUE Ha IIecT Mecela 0e3 peCTpUKINHY Ha
THUPAaMHH), KAKTO U (aKThT, Ue HIMa ChOOLICHNUS 32 TUPAMUH/pa3arwinH B3aUMOIEHCTBUS IPH
KJIMHWYHY TIPOYYBaHUs, IPOBEXKAAHU 0€3 PECTPUKINS Ha TUPAMUH, I0OKa3BaT, Y€ pa3arujvH MOXe Aa
0bJIe U3MOJI3BaH O0e30MacHo 6e3 TUeTHYHU PECTPUKIINN Ha THPAMUH.

46 @epTHIUTET, OPEMEHHOCT H KbpPMEHe

bpemennoct

JlumcBat gaHHM OT yroTpebara Ha pa3arwinH Mpu OpeMeHHH keHu. [IpoyuBannsaTa py >KHBOTHH HE
MOKa3BaT MPEKU WM HETPEKU BPEIHU €PEKTH, CBbP3aHU C PEIPOAYKTUBHA TOKCUYHOCT (BK.



touka 5.3). Karo npeanasna mMspka e 3a IpeanodnuTaHe 1a ce u30sArea ynorpedara Ha pa3ariiiiH 110
BpeMe Ha OpPeMEHHOCT.

Kopmene

HexnmuHnuHUTE TaHHM MTOKA3BaT, Y€ pa3ariiivH HHXHOUpA MPOJAKTHHOBATA CEKPEIUs 1 Taka On
MOT'BJI J1a UHXUOUpA JIaKTaIusITa.

He e u3BeCTHO nanu pa3aruivH ce eKCKpeTupa B kbpMmaTa. Heo0XoauMo € MOBUIIEHO BHUMAaHUE,
KOTaTo pa3arwivuH ce mpujara Ipyu KbpMadKH.

PepTunurer

JlunicBat nanHU 3a edeKTa Ha pa3arwinH BepXy (pepTmmuTera npu xopa. HexnmmanaHUTE TaHHN
MOKa3BaT, Ye pa3arwjinH He MOBIUABA (EPTUIUTETA.

4.7 EdekTu BbPXY CIOCOOHOCTTA 32 Mo(pupaHe U padoTa ¢ MAIIIUHA

[Ipu marueHTH, KOUTO MOXYYaT COMHOJICHTHOCT/CIIM30/I1 Ha BHE3AITHO 3aCIIMBaHE, PAa3arijiiH MOXKE
Jla TIOBJIMSIBA B 3HAYUTEIIHA CTEIICH CIIOCOOHOCTTA 32 ModupaHe U paboTa ¢ MalTHHH.

[Maruenture TpsOBa 1a ObJAT MPELYNPEACHH J1a HE M3MOJI3BAT ONACHU MAIIMHU, BKJIOYUTEITHO
MOTOPHU IIPEBO3HU CPEACTBA, JOKATO HE €A JOCTAThYHO CUTYPHHU, Y€ Pa3arwJIMH HE UM Bb3JEHCTBA 110
HE)KEaH HAYKH.

[NanmenTHTe, TEKYBaHU C pa3arWIMH, IPH KOUTO € HA0I01aBa COMHOJIEHTHOCT W/HITH €MTU30/11 Ha
BHE3aIHO 3acluBaHe, TpsOBa Aa ObAaT MHOOPMHUPAHH Aa Ce Bh3AbPKaT OT ModHupaHe WK IeiHOCTH,
IIPY KOUTO HApyILIEHOTO BHUMAaHKUE MOXKE /1a U3JIOKH TAX WIH APYTH XOPa Ha PUCK OT CEPHO3HO
HapaHABaHE WIM CMBPT (Hamp. paboTa ¢ MaIIMHA), IOKATO IPUIOOHUAT JOCTAThUEH OMUT C Pa3arujifnH
U ApyTUTE TOTIaMUHEPTHUYHH JIEKapCTBa, 32 Ja MPELEHAT AaJH € 3acerHara Wiu He TAXHAaTa MUCIOBHA
W/WIIM MOTOPHA JIEHHOCT 1O HeXKellaH HauuH.

HpI/I osiBa Ha MOBUIICHA COMHOJICHTHOCT WM HOBHU €IIU30/JU Ha 34aCIIMBAHE 11O BPEME Ha €KCIAHCBHU
JNEHHOCTH (Hamp. IpH TJeIaHe Ha TeIEBU3HS, IBTYBAaHE B KOJIA U T.H.) 10 HAKOE BpeMe OT JICUCHUETO,
MaIlMEHTHTE He TPSAOBA Ja MOQHPAT UK JIa YIACTBAT B MOTCHI[HMATHO ONACHU JICHHOCTH.
[TarmenTure He TpsiOBa Aa modupar, ga pabOTAT ¢ MAIIMHU WM HA TOJISIMAa BUCOYMHA 110 BpeMe Ha
JICUCHUETO, aKO HAKOTA Ca MMaJIi COMHOJICHTHOCT W/WJIM ca 3aCUBaU 0e3 MpeaynpekIeHUe IPeIn
ynorpebaTa Ha pa3aruivH.

[Maruenture TpsOBa a ObJAAT MPEIYNPEACHHU 3a BH3MOXKHHU aIUTHBHH S()EKTH OT CEIaTUBHU
JIEKapCTBEHU TPOIYKTH, aTKOXOJI WU IPYTH MOTHCKAIIY [ICHTpaTHATa HEPBHA CUCTEMa CPENICTBA
(mamp. OeH30AMa3ETNHH, AHTHIICHXOTHIIH, aHTUACTIPECAHTH) B KOMOMHAITUS C pa3arijinH WX KOTaTo
npueMar ChIIbTCTBAIU JICKAPCTBA, KOMTO MMOBUIIIABAT IVIa3MCHUTE HMBA HA pa3arujini (Hanp.
munpodaokcaryn) (Bxk. Touka 4.4).

4.8 HexelaHu JeKAPCTBEHH pPeaKkUu

00001eHre Ha mpodiia Ha 6€30MaCHOCT

[Ipu kIMHUYHKTE pOyYBaHUS Ha ManueHTH ¢ [lapkuHCOHOBA OONeCT Hall-4ecTo ChOOIIaBaHUTE
HEe)KeTIaHW PEeaKIIiy ca: TIPU MOHOTEpaNwsl - TIaBOOOIHE, JeTpeCcHs, BEPTUTO U Tpul (WHGIIyeHIa U
PHUHHT); TIPY TOIBIBAIIO JICYCHHE KbM TEepaNHsTa C JIEBOIOTA - TUCKUHE3Hs, OPTOCTAaTHYHA
XUIIOTOHUS, TaJlaHe, abJloMUHaTHa 00JIKa, TaJICHE U TIOBPbBILAHE U TPEChXBAHE HA YCTAaTa; IPH JBETE
CXEMH Ha JIYeHHUEe - MyCKYJITHO-CKeJeTHa 00Ika, KaTo 00JKa B rbpOa U Bpata u apTpanrus. Te3u
HEeXXeJlaH! PEaKIiy He ca CBhP3aHU C yBEeJMIEeHA 4eCTOTa Ha MPEyCTaHOBABAaHE Ha MpHeMa Ha
JIEKapCTBOTO.



CHuchbK Ha HEXKCIAHUTE PCaAKIIU B TabIMueH BU

Hexenanute peakiun ca n3dpoern B Tabmumu 1 ¥ 2 1Mo cHCTEMO-OpTaHeH Kilac U 4ecToTa, KaTo €
U3M0JI3BaHa ClIeHATa KOHBEHITUS: MHOTO yecTH (>1/10), uectr (>1/100 mo <1/10), HeyecTu

(>1/1 000 no <1/100), peaxu (>1/10 000 mo <1/1 000), muoro penku (<1/10 000), ¢ Hen3BecTHA
gecToTa (0T HATMYHHUTE JaHHU HE MOXE Ja ObJIe HallpaBeHa OIICHKA).

Monomepanus

TaOnu4HUAT CIUCHK 10-10JTy BKIIIOYBA HEXKEJIAHU PEAKLMH, KOUTO ca OMJIM IOKJIaJIBaHU C II0-BHUCOKA
4ecToTa, MPU MalUeHTH, TPHEeMaIy | mg/eH pa3ariiiH B TIae00-KOHTPOIMpPaHH TPOYYBAHUSI.

CucreMo-opraHeH
KJI1ac

MHoro yectn

Yectn

HeuecTn

C Hen3BecTHA
YecToTa

Nudexuun n
HH(pecTanun

Undnyenna

Heonnazmu —
100poKavYecTBEHH
, 3JIOKa4YeCTBEeHH
W HeoTpe/eIeH!
(BKJI. KHCTH U
TOJIMIIN)

Koxen kapuunom

Hapyumennus Ha
KPbBTA 1
aumdHara
cucremMa

JleBKOTIEHUS

Hapyumenus Ha
HMYHHATA
cHCTEeMA

Aneprus

Hapymenus Ha
MeTadoJIM3Ma H
XpaHeHeTo

Hamanen anetutr

IHeuxuunn
HapyUICHUsA

Henpecus
XamouuHanuu *

Pa3zcrpoiicTBa Ha
KOHTPOJIa BBPXY
HMITyJICHTE™

Hapymenus Ha
HepBHATA
cucreMa

I'maBoGomnme

Mo3BYHOCHIOB
WHIUJICHT

CepOoTOHHHOB
CUHAPOM™,
MpeKoMepHa
TTHEBHA
ceanuBoct (I1J1C)
M emuM30AM Ha
BHE3AITHO
3acimBane (B3)*

Hapymenus Ha
o4uTe

KoH1oHKTHUBUT

Hapymenus Ha
yX0TO U
JIAOMPHHTA

Bepturo

Cobpaeunn
HAPYIIEHHS

AHTHMHA IEKTOpUC

WudapkT Ha
MHOKapaa

Cobaosu
HApYUIEHHUsI

XurepToHus *

PecnimpaTopHu,
TPBIHHA U
MeIMACTUHAJTHHA
HApPYLICHUA

Punur

CroMmalHo-
YpeBHHU

OnaryneHuus




Cucremo-opranen | MHOro yectu YecTn HeuecTn C Heu3BecTHA
KJIac 4ecToTa
HApYyUIeHHUs!

Hapymienus Ha Hepmarur BesukynoOyose
KOKATa H H 00puB
MOIKOKHATA

ThKaH

Hapymenus Ha MyckynHo-

MYCKYJIHO- CKeJsieTHa OO0JIKa,

CKeJIeTHATAa 0oJTKa BBB BpaTa,

cUcTeMa H apTpur

CheJMHHUTE/JHATA

ThKaH

Hapymienus Ha TTo3uBu 3a

0bOpenuTe U ypUHUDPaHE

NMUKOYHUTE

MbTHIIA

O06mu Bucoka

HApPYUIEHUS U TeMIiepaTypa,

e(pexTH Ha HEPAa3IOJI0KECHHE

MSICTOTO Ha

NpUJI0KEeHHe

*Bmkre Touka Onucanue Ha I/I36paHI/I HCXKCJIaHU pCaKIuu

llonvasawa mepanus

TaOaMYHUAT CIIUCHK TO-A0TY BKIIOYBA HEXKEJIAHU PEaKIUi, KOUTO ca OWIIH JOKJIAJABaHH C TI0-BUCOKA
4eCTOTa, IPU MAIMEeHTH, MPUEMaIi | mg/IeH pa3arwivH B IUIale00-KOHTPOIUPAHH MPOYYBAHUS.

Cucremo-
OpraHeH KJjac

MHoro yecT

Yectn

HeuecTn

C HeusBecTHA
gyecrora

Heonnazmu —
J00poKavYecTBEH
H,
3JI0KaYeCTBEHH
W HeOTpe/ieIeHr

Koxen menanom™

Hapymenus Ha
MeTa00Ju3Ma 1

Hamanen anetur

XpaHEHEeTO
cuxuuuu XamronuHanuu*, O0BpKaHOCT PascTpoiicTBa Ha
HApYLUCHUS aOHOPMHO KOHTpOJIa BBPXY
ChHYBaHe uMnyacure®
Hapymenus Ha Juckunesus Hucronus, Mo3Bb4HOCHI0B CepoTOHHUHOB
HepBHATAa CHUHIPOM Ha WHLUAJEHT CHHIpOM™,
cucremMa KapIagHusI KaHa, IpeKOMEpHA
aTakcus JTHEBHA
ceriBOCT (ITJ1C)
U eNU3014 Ha
BHE3aITHO
3acnmBaHe (B3)*
Chpaeunn AHTUHA IEKTOPUC
HApPYLIEHUsI
CbaoBn OprocTatnyHa XunepToHus*
HApPYLUEHUsI XUMOTOHUS™
CromauiHo- AGnomuHaHA
YpeBHH 6oJKa,
HApPYIIEHHUsI KOHCTHUIAIHS,




Cucremo- MHoro yectn YecTH Heuectn C Hen3BecTHA

OpraHeH KJjac JecToTa
rajcHe i
MOBPBIAHE,
CyXO0Ta B ycTaTa

Hapymenus na O6puB

Ko:KaTa u

MOJKOKHATA

ThKaH

Hapymenus Ha Aprtpanrus,

MYCKYJIHO- Bbonku BBB Bpata

CKeJIeTHATA

cCHCTEMA T

CheIHHHUTEJIHATA

ThKaH*

HU3caenBanusa Hamaneno termno

HapansiBanus, ITamane

OTPaBAHMSA U

YCJI0KHEHUs],

BB3HUKHAJIN B

pe3yJrar Ha

HHTEPBEHINH

*Bmkre Touka Onucanue Ha W30paHy HeXEJIaHU PEaKIuu

Onrcanye Ha N30paHU HEeXKEITAHN PEaKIINH

Opmocmamuuna xunomoHus

[Tpm 3acnenenu miane60-KOHTPOIMPAHU TIPOYIBAHKS CE€ CHOOIaBa 32 TeKKA OPTOCTATHYHA
XUNoToHUA nipy eauH nanueHT (0,3%) B paMoTo Ha JeueHHe ¢ pa3arwivH (MpoyYBaHUS MPH
MpUJIOKEHUE KaTo AOMbJBAIla Tepanus) 1 HUTO €JUH B paMOTO Ha JiedeHue ¢ rane6o. OcBeH ToBa
JaHHHUTE OT KIMHUYHOTO IPOYYBaHE MPEAINoJarar, 4¢ OpTOCTaTUYHA XUIOTOHHS Bb3HUKBA Hal-4eCcTO
Ipe3 IIbPBUTE J1Ba Mecela Ha JICYEHHETO C Pa3ariiiH U UMa TCHACHIIMS J1a HaMaJsiBa ¢ BpEMETO.

Xunepmonus

Pazarumun naxubupa cenekrueHO MAO-B 1 He ce CBBp3Ba ¢ TOBUIIEHATA YYBCTBUTEIIHOCT KBM
TUpPaMUH NpH 1oka3anara no3a (1 mg/nen). [Ipu 3acnenenure miane60-KOHTPOIUPAHH TPOYIBAHHUS
(MoHOTEpanus U TOBJIBAIIA TEPAIHs) He ce ChOOIIaBa 3a TeXKKa XUIIEPTOHUS [IPU HUKOU OT
MalMEeHTUTE B PAMOTO Ha JICUEHHUE C pa3arwivH. B mocTMapKeTHHIOBUS IEPUOJ NPH MALIUCHTH,
MpHUEMAIIH Pa3ariiing, ca ChOOIIEH! CITyYar Ha MMOBHUIICHO KPHBHO HAJIATAHE, BKIIOYUTEIHO B PEIKU
CJly4ay CEpUO3HHU XUIIEPTOHUYHM KPU3H, CBbP3aHU C MOTTbLIaHEe HA HEU3BECTHU KOJIMYECTBA XPaHH,
Ooratu Ha TUpaMHUH. B moCTMapKeTHHIrOBHS EPHOA UMa €AMH CIy4ail Ha MOBUIICHO KPBHBHO
HaJISIraHe MpH MalMeHT, U3H0I3Bal O TaIMUYHHS Ba30KOHCTPUKTOP TETPAXUAPO30JIUH XUIPOXIOPUL,
JIOKaTo € MpueMai pa3aruin.

Paszcmpoticmea na konmpona 6vpxy umnyicume

CpoOI111IeH € enuH ciiydail Ha XUIEePCeKCYaTHOCT ITPH MOHOTEPAITKs B TUIAIe00-KOHTPOIHPAHO
HpOy‘-IBaHC. CJ'ICILHOTO (S 6I/IJ'IO JOKJIaZIBAHO B HOCTMapKCTI/IHFOBI/I}I nepnoz[ C HCU3BECCTHA 4YeCTOTAa:
KOMITYJICHH, KOMITYJICHBHO Ta3apyBaHe, IepMaTHJIOMaHUs, CHHIPOM Ha JOTTAMUHOBA JUCPETyIaIus,
pa3CcTPOMCTBO HAa KOHTPOJIA HA HMITYJICUTE, UMITYJICHBHO TTOBEJCHHUE, KIICTITOMAaHUs, KpakOw,
HanaHJ'II/IBI/I MUCJIN, O6C€CI/IBHO'KOMHYHCI/IBHO pa3CTpOI\/'ICTBO, CTepeOTI/IHI/IH, xa3apT, IIaTOJIOTUYHO
BJICYCHUE KbM Xa3apTa, IIOBUIICHO JIUOHI0, XMITIEPCEKCYAITHOCT, ICUXOCEKCYaTHO Pa3CTPOHUCTRBO,
CeKCyaJTHO Hempwin4yHO noBeneHue. [lomoBunara ot crobmenute cryyan Ha PKU ca onienenun kato
cepuo3au. CaMo eMHUYIHY CITy9an OT ChOOIIEHNUTE CITy4dau He ca OWIM W3JICKYBAaHH 110 BPEMETO,
KOTaTo € ChOOIICHO 3a TAX.

Ipexomepna onesna cvunusocm (IJJC) u enuzoou nHa énezanno sacnusare (B3)



[IpexoMmepHaTa JHEBHA CHHIMBOCT (XUIIEPCOMHMS, JI€TAprus, MpeKajieHa OTIyCHATOCT, aTaKh Ha
CHHJIMBOCT, COMHOJICHTHOCT, BHE3AITHO 3aCIIMBAaHE) MOTAT Ja CE MOABAT IPH MALMEHTH, JIEKyBaHHU C
JIOTIAMHHOBH arOHHUCTH W/WITU IPYTH TOTIAMHUHEPTUYHY JieueHHs. 3a mo100eH MoJIe)l Ha IPeKOMepHa
JTHEBHA CHHJINBOCT c€ Ch0OI1aBa B MOCTMAaPKETUHTOBHUS TIEPHOJ IIPY NPUIIOKEHNE Ha Pa3aruiIH.
CnobmaBa ce 3a ciIy4au Ha HalUeHTH, JIEKYBaHH C Pa3arvjvH U JPYTH TOTIaMHUHEPTHYHH
JIEKapCTBEHU NMPOAYKTH, KOUTO 3aCIHMBAT, IOKATO CE 3aHUMAaBaT C 0ONYaliHU €XXEeIHEBHU JEHHOCTH.
Bbnpexu, ue MHOTO OT T€3H MAUEHTH ca ChOOIININ 33 COMHOJICHTHOCT, JIOKAaTO ca OMIIN Ha JedeHue
C pa3arwivH 3aeJHO C APYTH JONIaMHUHEPTHYHH JEKapCTBEHH MIPOAYKTH, HIKOU OT TAX ca 3a0ens3ay,
Yye He ca MMaJld HUKAaKBH MIPELYPEIUTEIIHY IPU3HALM, KaTO HAIIpUMEpP IPEKOMEPHA ChHJINBOCT, U
cMSTarT, 4e ca Oniam Oy THM HEMTOCPEACTBEHO Mpenr ChbOUTHETO. 3a HAKOU OT Te3U ChOUTHS ce
cboOIIaBa oBeYe OT 1 ToMHa Clle] HA4alo0To Ha JICYEHUETO.

Xanoyunayuu

Bonectra Ha [1apkuHCOH ce CBBp3Ba ChC CUMIITOMHU HA XaTIOUWHALNN B 00BbpKaHOCT. Te3n cuMnToMu
ca OMM HaOJI0AaBaHH CHILO B IOCTMAPKETUHTOBHS NEPUOJ IIPH NMALMEHTH, CTPAaJald OT
[TapkuHCOHOBA OOJIECT U JIEKYBAHU C PA3arvJIMH.

Cepomonunog cunopom

[Ipu xIMHUYHUTE NPOYUBAHUS C Pa3arWiIMH He € Onia paspeleHa ChIIbTCTRAIlA YIOTpeba Ha
(iryokceTHH WM QIIyBOKCAMHH ¥ Pa3ardiiuH, HO CJIEJHUTE aHTUACTIPECAHTH 1 JIO3U ca OHITH
paspelieHu Py NPOYYBaHUATA C pa3arwyiiH: aMUTPUNTIWINH <50 mg/aHEeBHO, TPa30a0H
<100 mg/nueBHO, nuTanonpam <20 mg/aHeBHO, cepTpaiud <100 mg/IHEeBHO U NApOKCETHH
<30 mg/nHeBHO (BK. TOUKa 4.5).

B nmocTMapkeTHHroBHS TIEpPHO]] ce ChOOIABa 3a CIIyYan Ha MOTEHI[UAIHO KUBOTO3aCTpaIliaBarl
CEpPOTOHWHOB CHH/IPOM, CBBP3aH C &KUTAIHsI, 00BPKAHOCT, PUTHAHOCT, TUPEKCHS U MHUOKIIOHYC TIPH
MMalACHTH, JICKYBaHH C aHTUCTIPECAHTH, METIEPUINH, TPAMaI0JI, METaJOH WJIH MPOTIOKCUGDEH TP
CBHIIBTCTBAILIO JICUECHUE C pa3aruiinH.

3nokavecmeen menarnom

YecroTaTa Ha KOXKEH MEJIAHOM IPH IU1ale00-KOHTPOIMpaHUTe KIMHUYHK TipoyuBanus ¢ 2/380 (0,5%)
B IpyIaTa Ha JIeYeHHe C pa3armwivH 1 Mg KaTo IOMbJIBALIO JICYCHUE KbM TepamnusTa ¢ JIeBOJ0Ia
crpsimo 1/388 (0,3%) B rutare6o rpynata. B mocTMapKeTHHTOBHS TIEPUO/I Ce ChOOIIaBa 3a
JOITBITHATENHYU CIyYan Ha 3JJ0Ka4eCTBEH MeJIaHOM. Te3H cilydau ce CUUTAT 32 CEPUO3HH BbB BCUUKH
JOKJIaIH.

Cpo0I1aBaHe Ha MOA03MPAHU HEXKEITAHU PEAKIIUNU

Cro0Im1aBaHeTo Ha TIOJO3MPAHU HEeXKEIIaH! PEaKlny Clie/l pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOIYKT € BaKHO. ToBa MO3BOJIABA 11a TIPOIBIDKH HAOIIOIEHHETO Ha CHOTHOIIICHUETO TTOJI3a/PHCK 32
JeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIISITUAIMCTH CE U3UCKBA Ja ChOOIIaBaT BCAKA
M0JT03UpaHa He)KeTaHa peakiys Ype3 HAIlMOHAIHA CUCTeMa 32 ChOOIIaBaHe, TOCOYCHA B

Ipunoxenune V.

4.9 TIlpeno3upane
CuMoromMn

JoknanBanuTe CHMOTOMH CIEA IPEJO3UPaHe C Pa3arkwiifH Ipu 03H, Bapupau ot 3 mg 1o 100 mg,
BKJIIOYBAT XUIIOMaHMS, XUIIEPTEH3UBHU KPU3U U CEPOTOHUHOB CHHIPOM.

[IpenosupaneTo MOXe a ce CBbPIKE ChC 3HAUMMO MHXHOUpaHe kakto Ha MAO-A, taka u Ha MAO-B.
IIpu npoydBaHe ¢ eTHOKpATHA 11034, 31paBy T0OpOBOIIIHN ca mpuenu 20 mg/aeH, a Mpu ASCETTHEBHO
NpoydYBaHe 3/IpaBu JOOPOBOIIH ca npueMany 1o 10 mg/nen. Hexxenanure peakiuu ca OUITK JISKH JI0
YMEPEHU 1 HECBBP3aHH C JICUCHUETO C pa3arwivd. B mpoyuBaHus ¢ yBeianyasaiia ce 103a, Ipu
NanyeHTH Ha MPOABJDKUTENIHA TEPaIusl ¢ JIEBOJIoMA, TpuemManty 10 mg/neH pa3arwivg, ca JOKJIaJIBaHH
CBPJ/ICYHO-CHJIOBH HEXKEJIAHHU PEAKIIUU (BKIIOUUTEITHO XUTIEPTOHHS U OPTOCTATHYHA XUTIOTOHUS),
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KOHTO ca OT3BYYald cJe] MpeKpaTsIBaHe Ha JIeYCHUEeTo. Te3u CMMITOMH OMXa MOTJIM J1a IPUINYaT Ha
HaOIro1aBaHNUTE NPH HeceleKTuBHIUTE MAO HHXHOUTOPH.

OgnajasBaHe

He cpimectByBa crienuduyen antuaoT. B ciryuait Ha npeno3upase, nanueHTUTe TpsOBa na 6baaT
MOHUTOpPHUPAHU U a C€ Ha3HAYU MMOAXO0AAIIa CUMIITOMAaTUYHA U IMOAAbp Kallla TCparms.

5.  ®APMAKOJIOTTYHU CBOMCTBA

5.1 ®apmakoaMHAMHYHHU CBOIiCTBA

dapmakoTepaneBTHYHA rpyma: AHTUIIAPKUHCOHOBH JICKapCTBA, MHXMOUTOPHU HA
MoHoaMuHookcuaasaTta tumn B, ATC-kox: N04BD02

MexaHus3bsM Ha IEUCTBUE

JlokxasaHo e, 4ye pa3arwiul ¢ MoieH, Heoopatum MAO-B cenekTuBeH HHXHOUTOP, KOMTO MOXKeE Ja
NpeN3BUKBA YBEJIHUCHNE Ha EKCTpalleayIapHuTe HUBA Ha JIOTIaMUH B COFpus striatium. Yeenuuenoro
HUBO Ha JIONAMUH U TI0CJIE/[BAIllaTa YBEIUYCHA JOITAMIUHEPTUYHA AKTUBHOCT BEPOSTHO MEAUHUPAT
OmaronpusTHU e(hEKTH HA pa3arviivH, HAOIIOAaBaHU MTPHU MOJICTH Ha TOTTAMHHEPTHYHA MOTOPHA
TACHYHKITHS.

1-AMHHOWH/IaH € aKTUBEH OCHOBEH MeTadoiut u He ¢ MAO-B nnxuburop.

Kimnanuna edpuxacHoCT U 0€30I1aCHOCT

EduxacHocTTa Ha pa3arwivH e Onina ycTaHOBEHA B TPH MIPOYUBAHUS: KATO MOHOTEpAIUS IPH
npoy4BaHe | 1 kaTo pombiBaia Tepanvs KbM Jiepojona npu npoyusanus 11 u 111

Monomepanus

IIpu npoyusane I, 404 manueHTH ca OWIN PaHIOMHU3HPAHU B TPYITH, IPUEMAITH ChOTBETHO IHIAIE00
(138 marmenTn), pazarunun 1 mg/nen (134 namuenTn) wim pasaruans 2 mg/neH (132 narueHTn) B
NpOoIbJDKEHUE HA 26 ceMUIM, O€3 aKkTHBHO BEIIECTBO 32 CPAaBHEHHE.

B ToBa npoyuBaHe, TbpBUYHHAAT U3MEPUTEN 32 €(UKACHOCT € OWJI MPOMIHATA CIIPSIMO U3XOTHUTE
CTOMHOCTHU Ha 00mus pe3ynrat no Yuudunupanara Ckaja 3a orieHka Ha bosiectra Ha [TapkuHCOH
(UPDRS, uactu I-11I). PaznukaTa Ha cpefiHaTa mpoMsiHa CIIpsIMO U3XOJHUTE CTOMHOCTH KBbM CEIMUIIA
26/npekparsBane Ha nedennero (LOCF, Ilocnenno HaOmoneHne npeHeceHo Harpen) € Omia
cratuctuaecku 3aagnma (UPDRS, wactu I-111: 3a paszarmwmn 1 mg, cpaBHEeHO ¢ 1utane6o -4,2, 95% ClI
[-5,7, -2,7]; p<0,0001; 3a pa3aruiun 2 mg cpaBHeHO ¢ miamebo -3,6, 95% CI [-5,0, -2,1]; p<0,0001,
UPDRS Motor, uact II: 3a pasarunun 1 mg, cpaBHeHO ¢ miarebo -2,7, 95% CI [-3,87, -1,55];
p<0,0001; 3a pazaruiaue 2 mg cpaBHEHO ¢ mianebo -1,68, 95% CI [-2,85, -0,51]; p=0,0050). EdexTsT
¢ OWJI OYEeBH/ICH, MaKap M CbC CKPOMEH Mallad MpH Ta3u MOIyJIAIHs OT MAallMeHTH C JIeKO 3a00IIsBaHe.
YcTraHOBEHO € 3HaYMMO U OJIaronpHuATHO TOBJIMSABAaHE BHPXY Ka4eCTBOTO Ha XHBOT (oueHeHo mo PD-
QUALIF ckanara).

Honvrsawa mepanus

[Ipu npoyusane I, manuenTHTe ca OWIKM paHIOMHU3UPAHU B TPYITH, IPUEMAIX ChOTBETHO ILIane0o
(229 marvenTn), pasarunud 1 mg/nen (231 malMeHTH) WK HHXHOUTOP Ha KaTeX0a-O-MeTHII
tpanchepazata (COMT), enrakanon 200 mg, mpuyiaran eATHOBPEMEHHO C JIEBOZOIIA B 103U 110 CXeMa
(LD)/nexapbokcuna3eH nHxuOuTop (227 nanueHTH) B npoabnkenue Ha 18 cenmuru. [Ipu npoyuBane
111, manveHTHTE ca OMIIM paHAOMHM3HMPAHH B TPYIIH, IIPHEMAIIH CHOTBETHO MuIane6o (159 maruenT),
pazarunuH 0,5 mg/nen (164 narmenTn) winn pazaruwaud 1 mg/nen (149 manuenTr) B IPOIbIDKEHNE HA
26 ceaMuIn.
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[Ipu aBeTe U3cnenBaHUA TBPBUYHUIT U3MEPUTEN 3a €PUKACHOCT € OMJI MPOMSHATA B CPEIHUS Opoi
yacoBe (M3X0/IeH CHpsMO JieueOeH repro), npekapanu B "OFF" chcTosiHUE ITpe3 neHs (onpeernsHe C
"24-qacoBu" JOMAIIHU JHCBHUIIU, IOIBJIBAHU 110 3 JHM MIPEIU BCSIKA BU3UTA 3a OICHKA).

[Ipu npoyusane Il cpennara pasnuka B Opost yacose, npekapanu B "OFF" cbcTosiHME, CpaBHEHO €
mane6o e 6uma -0,78h, 95% CI [-1,18, -0,39], p=0,0001. CpeanoTto 0061110 THEBHO HaMaJCHHE B
“OFF” BpemeTo € OmT0 cX0aHO TpH rpymnara Ha entakaroH (-0,80h, 95% CI [-1,20, -0,41], p<0,0001)
CHIpsIMO TOBA, HAOJIOaBaHO TpH rpynara Ha 1 mg pasarunun. B npoyusane Il cpennara pasnuka,
cpaBHeHa ¢ miane6o e 6mita -0,94h, 95% ClI [-1,36, -0,51], p<0,0001. ITpu rpymnara Ha 0,5 mg
pasarmiuH chiio € Omino HaOIr0aBaHO CTATUCTHYECKH 3HAYMMO MTOI00pEeHHe CIpsIMO Tianedo, Makap
U CTETeHTa Ha Mo00peHneTo a e Ouia no-majika. JloCTOBEpHOCTTa Ha Pe3yiTaTHTe, Kacaellu
IbpBUYHATA KpaifHa TOUYKa 3a epUKACHOCT, € OMJIa TIOTBBP/AeHA OT ChBKYITHOCT OT JOIBIIHUTEITHH
CTATUCTUYECKHU MOJICIH | ¢ Omita neMoHcTpupana B Tpu koxoptH (ITT /c HamepeHue 3a nedenne/, Ha
NPOTOKOJI U 3aBBbPIININ IPOYYBAHETO).

Bropuunute nuzmepurenu 3a eUKacCHOCT BKIIIOYBAT 00INa OIEHKA Ha MOJ00PEHUETO OT
uscnenonarens, pe3ynraty o CyOckanara 3a ExxenneBan nefinoctu (Activities of Daily Living
(ADL) subscale) mpu OFF u UPDRS motor npu ON. PazaruimH e nokasan CTaTUCTHYECKH 3HAYUMH
MOJI3U CHPSIMO T1IaIe0o.

5.2 ®dapMakoKWHETHYHU CBOiicTBa

AOcopbuus

Pazarunuu ce abcopOupa 0bp30, TOCTUrAKH MakCHUMasIHa Mia3MeHa KoHIeHTparus (Cmax) 3a
npubnmsuTenHo 0,5 yaca. AOconroTHaTa OMOHATMYHOCT HA EAMHUYHATA 71032 Pa3arujvH € OKOJIO
36%.

[IpuembT Ha XpaHa He Biusie Ha Tmax Ha pa3arwinH, BeIpekn 9e Cmax 1 excnozunuara (AUC) ga
cnagar cboTBeTHO ¢ 60% 1 20% npuOIM3UTENHO, KOTATO JIEKApCTBEHUS IPOAYKT CE IpHUeMa ¢ XpaHa,
Oorarta Ha Ma3HuHH. Thil Kato AUC He ce moBIUsABa 3HAYMMO, PA3arkjIMH MOXKe []a C€ IPHEMa ChC
win 0e3 xpaHa.

PasnpeneneHue
CpenHusaT 00eM Ha pa3npeeicHUe Ciie]] IPUIOKCHNE Ha eIMHIYHA MHTPABCHO3HA 1032 Pa3arujivH €
243 1. CBbp3BaHETO C MIa3MEHUTE MPOTSHHHU, TIOCIEIBAIIO0 SAMHUYHATA TICPOPATHA 032 Ha -

Oens3an pazaruiuH e mpuommsuTenHo 60 1o 70%.

Buorpanchopmars

IIpenn exckperus pa3arwivH IPEThPIABA MOYTH ITBJIHA OHOTpaHCc(OpMAITiI B YepHUS APOO.
MeTa0oM3MBbT Ha pa3arujvH MPOTHYA 1O JBa TIABHU TS N-ICaTKUINPaHe U/ UK
XUJIPOKCHITUPAHE JI0 MOJTy4aBaHe Ha: 1-aMHHOMHAH, 3-Xuapoku-N-mponaprun-1aMuHonHaH u 3-
XUApOKU-1-amuHonHan. ExkcriepuMenTH in VIitro couar, ue u 1Bata mbTs Ha MeTaboIM3Ma Ha
pazaruiauH 3aBUcAT OT IUTOXpoM P450 cucremara, kbaeTo CYP1A2 € OCHOBHHST H30€H3UM, BKITIOUCH
B MeTa0O0JIM3Ma Ha pa3ariwivuH. Y CTAHOBEHO € ChII0, Y¢ KOHIOTAIUATA Ha Pa3arujuH U HETOBUTE
MeTabOJINTH € OCHOBEH ITHT 32 eTMMUHHUPAHE, BOJCIIL I0 00pa3yBaHe Ha TIIOKYPOHUINTE.
ExcriepuMenTHTE €X VIVO M iN Vitro mokasear, ue pasariiinH He € HUTO HHXHOUTOP, HUTO HHIYKTOP
Ha ocHoBHHTE CYP450 en3zumu (Bxk. Touka 4.5).

Enumunupane

Cren mepopaiHo npuiioxenue Ha “*C-Gens3an pa3aruiyH eTMMHHIPAHETO Ce OCBIIECTBABA
peaIuMHO upe3 ypuHara (62,6%) u Bropudno upe3 pexammunte (21,8%), ¢ 00110 Bp3cTaHOBsIBaHE HA
84,4% ot nozara 3a mepuon ot 38 nuu. [lo-manko ot 1% pazarunuH ce eKCKpeTupa Kato HeMpOMEHEeH
NPOIYKT B ypHHATA.

JInHeHOCT/HENMUHERHOCT
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dapmakoKMHETHKATa Ha Pa3arwivH € JIMHEHHA IpH 103K B auana3ona ot 0,5-2 mg npu nanueHTH ¢
[TapkuHcoHOBa OosnecT. TepMUHATHUAT My TOTYKUBOT € 0,6-2 yaca.

YepHOoAPOOHO YBpEXKIAHE

IIpu uaauBuAM ¢ aexo yepHoapoOHO yBpexmaane, AUC u Cmax c€ yBennuaBat ch0TBeTHO ¢ 80% u
38%. Ilpu uanuBuIM ¢ ymepeHo yepHoapooHo yBpexaane, AUC u Cmax Ce yBeIMYaBaT ChOTBETHO C
568% u 83% (Bk. Touka 4.4).

B’B6DG‘IHO YBPCXKAAHC

DapMaKOKHHETHIHUTE XapaKTEPUCTHKHU Ha pazaruinH mpu xopa ¢ Jeko (CLcr 50-80 ml/min) u
ymepeno (CLcr 30-49 ml/min) 650pedHo yBpexxaaHe ca CXOIHH C Ta3H NpHU 3ApaBH WHAWBUIH.

Crapuecka Bb3pacT

Bwb3pactra nMa MajKo BIHSHHE BbPXY (hapMaKOKMHETHKATA Ha pa3ardiIiH P MAllHEHTH B CTap4ecKa
BB3pacT (>65 rogunn) (Bxk. Touka 4.2).

5.3 TpeaxkJanHUYHHN TaHHHU 32 0€30MACHOCT

HexnmuHnuHuTe MTaHHM HE TIOKAa3BaT OCOOCH PHCK 3a XOpa Ha 0a3aTa Ha CTaHJAPTHUTE
(hapMaKoJOTHYHU MPOYYBAHMS 32 OE30MaCHOCT, TOKCUYHOCT IMPU MHOTOKPATHO MpHUJIaraHe,
T€HOTOKCHUYHOCT, KaHIIEPOT'€HHOCT, BIUSIHUE BbPXY PEIPOLYKTUBHOCTTA U PA3BUTHUETO.

PazaruiuH He € MpOosIBUJI TEHOTOKCHYEH MOTEHIIMAN iN ViVO, KaKTO M P HAKOJIKO iN VItro cuctemu ¢
U3I0JI3BAHETO Ha OaKTepHu WK XenaTtouuty. [Ipy Hammure Ha MeTabOJIMTHO aKTHBUPAHE Pa3aruinH
€ MH/yIUpall yBEINYCHHUE Ha XPOMO3OMHHUTE a0epallii NP KOHIIEHTPAIUH ChC
CBPBXIIUTOTOKCHYHOCT, KOMTO Ca HEAOCTH)KUMH TIPH KIMHUYHUTE YCIOBHS Ha yroTpeOa.

PazarunuH He € mposSBUII KaHIIEPOTeHHU CBOWCTBA Y INTHXOBE MIPH CUCTEMHA €KCIIO3UIIHS
Hazsumasama 84 - 339 MpTH OYaKBAHUTE TUIA3MEHH CKCITO3UITMHU TIpH Xopa Tipu 1o3a 1 mg/men. Ipu
MHUIIIKH € HaOJII0[aBaHa yBEJIMYCHA Y€CTOTa Ha KOMOMHUPAH OPOHXHMOIapEH/alIBE0JIAPEH aJCHOM
W/WJIH KapIIMHOM IIPU CHCTEMHA €KCIO3Ullns HaaBuinasama 144 - 213 nbTy 0OyakBaHUTE I1a3MEHU
EKCITO3UIINH TIPH X0pa MpH 103a 1 mg/mex.

6. OAPMAINEBTUYHU JAHHHA
6.1 ChnucbK HA IOMOLIHUTE BEIEeCTBA
ManuTon

IlapeBuuHO HUIIECTE
IIpexenaTuHU3NPaHO [TAPEBUYHO HUIIIECTE
KonounaeH, 6e3B0I€H CUIHIIUEB JUOKCHUL
CreapuHOBa KHCEIMHA

Tank

6.2 HecbBMECTHMOCTH

Henpunoxumo

6.3 Cpox Ha rogHOCT

bmuctepu: 3 rogunau
ByTtunku: 3 ronuan
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6.4 ChoenmnajHu ycJOBHS Ha CbXpaHEHHE
Jla He ce cpxpansBa Hax 30°C.
6.5 Buau chabpkaHue HA OMAKOBKATA

baucrepu

Anymunuit/anymunanii 6muctepu ¢ mo 7, 10, 28, 30, 100 unm 112 tabietku
Anymunuii/anymunaneB niepdopupan eaHo0308 onuctep ¢ mo 10 X 1, 30 X 1 u 100 X 1 tabnetku

Bytuiku

Bsina 6yTHIIKa OT MOJIMETHIICH C BUCOKA TUTBTHOCT ChC 3aIMTCHA WITH HE OT Jiella KanaJka,
cpabpxara 30 TaOIeTKH.

He Bcuuky BuOBE ONaKOBKH MOTaT a ObAaT MyCHATH B POJaXoa.
6.6 CpoenuajaHu NpeaNna3Hu MePKHU NPHU U3XBbPJsTHE

Hsama CriciyaJIHu U3UCKBAHUS 3a U3XBBPJISHC.

7. IMPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.

Swensweg 5

2031 GA Haarlem

Hunepnanaus

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/14/977/001-010

9. JATA HA ITbPBO PASPEITABAHE/ITIOJHOBSABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Jlara Ha mepBO paspemasane: 12 suyapu 2015 r.

Hata Ha nocnenno nogHossiane: 06 cenremBpu 2019 r.

10. JATA HA AKTYAJINBUPAHE HA TEKCTA

MM/ITTT

IMoapobHa uHbopMals 3a TO3M JEKAPCTBEH MPOAYKT € MpeJ0CTaBeHa Ha yebcaiita Ha EBpomneiickaTa
areHIus 10 JieKkapcTBaTa http://www.ema.europa.eu
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HNPUJIOKEHHE 11

IMPOU3BOAUTEJI(M), OTTOBOPEH(HHN) 3A
OCBOBOXJIABAHE HA ITAPTUHN

YCJIOBUS NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'N YCJIOBUS 1 UBUCKBAHUSA HA
PASPEIIEHHUETO 3A YIIOTPEBA

YCJIOBUSA NJIN OT'PAHUYEHMUSA 3A BE3OITACHA U

E®OEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA
HPOAYKT
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A. MPOU3BOJUTEJI(M), OTTOBOPEH(HU) 3A OCBOBOK/IABAHE HA
MAPTUIU

HWwme u aapec Ha HDOI/I3BOI[I/ITGJ'I$I(I/ITG), OTFOBODCH(HI/I) 3a OCB060)KZ[3BEIHC Ha NapTuauTe

Pliva Croatia Ltd.

Prilaz baruna Filipovica 25
10000 Zagreb

XbpBaTus

Teva Operations Poland Sp.z o.0.
ul. Mogilska 80,

31-546 Krakow,

TTonmra

IleyaTHaTa MTUCTOBKA Ha JIEKAPCTBEHHS MPOAYKT TPsiOBa Ja ChABPKA IMETO M ajpeca Ha
MIPOU3BOANTEINSI, OTTOBOPEH 32 OCBOOOX/TIaBaHETO HA ChOTBETHATA MAPTHIA.

b. YCJIOBUSA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

.HCKapCTBeHI/IHT MNPOAYKT CC OTITYCKa IO JICKAPCKO NPCAINNCAaHUC.

B. JPYI' YCJIOBUA U N3UCKBAHMUSA HA PASPEHIEHUETO 3A
YIIOTPEBA

o IlepHoanyHN aKTYaTU3UPAHHU AOKJIAIHU 32 6€30NMaACHOCT

WznckBanusTa 32 MojaBaHe Ha MEPUOJUYHH aKTyaIM3UPaHU JOKIAIH 3a 0€30MacHOCT 3a TO3U
JIEKapCTBEH MPOAYKT ca MOCOYEHHU B CIHCHKA ¢ pedepeHTHUTE NaTh Ha EBponeiickus cpio3 (EURD
CIHCBHK), peaBueH B wi. 1078, an. 7 ot Aupekrusa 2001/83/EO, 1 BB BCHUKH cJIeBAIIN
aKTyannu3aluy, MyOJUKyBaHU Ha eBPOIIEHCKHS yeOIopTal 3a JIeKapcTBa.

r. YCJI0BUA NWJIN OT'PAHUYEHUS 3A BESOITACHA U E@EKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

. Ilaan 3a ynpaBienue Ha pucka (ITYP)

ITIPY 1psbBa ga U3BHPIIBA U3UCKBAHUTE JEHHOCTH U ACHCTBUS, CBBP3aHH C MPOCIICAIBaHE Ha
JeKapcTBeHaTa 0e30macHoCT, nocoueHu B onoopenus [IYP, npeacrasen B Moayn 1.8.2 Ha
paspeleHneTo 3a ynorpeda, KakTo U IPH BCUUKHU CJICABAIIN ChIVIACYBAaHH aKkTyanu3auuu Ha [TYP.

Axryammsupan [1YP Tpa6Ba na ce monasa:

e 110 UCKaHe Ha EBpornelickaTta areHuus 1o JIEKapcTBara;

e BUHAru, KOraTo Ce U3MEHs CHUCTeMaTa 3a yIpaBJIEHHE Ha PUCKa, OCOOEHO B pe3yiTaT Ha
NoJy4aBaHe HAa HOBa HH(POPMAaLKs, KOSTO MOXKeE /1a I0BeJle 10 3HAUMMU IPOMEHHU B
CHOTHOILEHUETO I10JI13a/PUCK, WIN CIIE/ JOCTUTaHEe Ha BakeH eTall (BbB Bpb3Ka ¢ IIpocieIsiBaHe
Ha JIeKapcTBeHaTa 0€30I1aCHOCT MJIH CBEXKAAaHE Ha PUCKA 10 MUHIMYM).

Axo nogasaHeto Ha [TAJIb u aktyanusupanero Ha IIYP cbBnanar, Te Moxe aa ce moaanat
€ITHOBPEMEHHO.
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HPUJIOKEHHUE |11

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. IJAHHHA BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHs 3A BJINCTEPU

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Rasagiline ratiopharm 1 mg ta6aerku
pazaruivg

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika Tabnerka chabpika 1 mg pasarwins (moa opMarta Ha Me3uIar).

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

TabmeTka

7 TabyeTKu

10 TabneTkn

28 TabneTku

30 TabmeTku

100 rabneTku
112 tabneTku

10 x 1 TabmeTkn
30 x 1 TabneTku
100 x 1 TabneTKn

5. HAYHMH HA NPUWJIOKEHUE U ITbT(UIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba mpoverere IMCTOBKATA.

IlepopanHo npusioxeHue

6. CIIEHUAJIHO NNPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 34 JICTIA.

‘ 7. APYI'N CHENUAJIHU NPEAYHPEXJIEHUA, AKO E HEOBXOJINMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja He ce coxpanssa Hag 30°C.

10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJISTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJAPEC HA IPUTEXATEJIA HA PASPELLIEHHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5

2031 GA Haarlem
Hunepnanaus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/977/001
EU/1/14/977/002
EU/1/14/977/003
EU/1/14/977/004
EU/1/14/977/005
EU/1/14/977/006
EU/1/14/977/008
EU/1/14/977/009
EU/1/14/977/010

13. NAPTHUJAEH HOMEP

ITaptuna:

‘ 14. HAYHUH HA OTITYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

| 16. MHOOPMALIMSI HA BPAIJIOBA A3BYKA

Rasagiline ratiopharm

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP
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18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHHU, KOUTO TPABBA JA CBABPXKAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP

| 1. HUME HA JIEKAPCTBEHUA NIPOAYKT

Rasagiline ratiopharm 1 mg Tabnetku
pasarmwinH

| 2. NME HA TIPUTEXATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.

| 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4. TAPTHJIEH HOMEP

Lot

|5.  JIPYIO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

(KAPTOHEHA KYTUS 3A BYTUJIKA U ETUKET HA BYTHJIKATA)

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Rasagiline ratiopharm 1 mg Tabnetku
pasarmwimH

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcska Tabnerka cpabppka | mg pasaruiaud (o ¢popmMaTa Ha ME3HIIAT).

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/IHA OITAKOBKA

Tabmerka

30 Tabnerkn

5. HAYUH HA TPUJIOKEHUE U ITbT(UIIA) HA BbBEXK/IAHE

[Ipenu ynotpeba npodereTe IMCTOBKATA.

[IepopanHo mpunoxeHue

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIELIA

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTBHIIHO 34 ACLA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

Ja He ce cpxpansa Hag 30°C.

23



10. CHELHWAJIHU ITPEANIASHU MEPKU IMPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. UME U AJAPEC HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5

2031 GA Haarlem
Hunepnannus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/977/007

13. HAPTHUJEH HOMEP

ITapTuna:

‘ 14, HAYHMH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HUH®OPMAILIAA HA BPAIJIOBA A3BBYKA

Rasagiline ratiopharm

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKIFOYECH YHUKAJICH UACHTH(QHKATOP

‘ 18. YHUKAJIEH WIAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JIA CBbABPKA IIBPBUYHATA OITAKOBKA

ETUKET HA BYTHUJIKATA

| 1.

HUME HA JIEKAPCTBEHUA NIPOAYKT

Rasagiline ratiopharm 1 mg Tabnetku
pasarmwinH

| 2.

OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcesika Tabnerka chabpika 1 mg pasarwius (moxa popMaTta Ha ME3UIIar).

| 3.

CIIMCBK HA IIOMOIINHUTE BEIECTBA

| 4.

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Tabmerka

30 Tabnerkn

| 5.

HAYUH HA TPUJIO)KEHUE U ITbT(MIIA) HA BLBEXK/IAHE

[Ipenu ynorpeda npodereTe IUCTOBKATA.

[lepopanHo npunoxxeHune

6.

CIIEHHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUSAT NPOAYKT TPABBA
JA CE CBbXPAHSABA HA MSACTO JAJIEYE OT HOTJIEJA U TOCET'A HA JTELIIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

| 7.

APYI'U CHEHUAJIHM NPEAYHPEXJIEHUS, AKO E HEOBXOJANMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9.

CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHMUME

Ja e ce cpxpansBa Hax 30°C.
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10.

CIIEHMAJIHU ITPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11.

NME N AAPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5

2031 GA Haarlem
Hunepnannus

| 12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/977/007

| 13.

HAPTUJAEH HOMEP

ITaptuna:

| 14.

HAYMH HA OTIIYCKAHE

| 15.

YKA3AHUA 3A YIHOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Rasagiline ratiopharm

| 17,

YHUKAJIEH HIEHTUO®UKATOP — IBYU3MEPEH BAPKO/]

| 18.

YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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b. IUCTOBKA
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JlucroBka: uHopmauus 3a norpeduTeIst

Rasagiline ratiopharm 1 mg Taénerkn
pazarunuH (rasagiline)

IIpoyerere BHUMATEJHO LAJIATA JIMCTOBKA, MIPEAU /12 3alI0YHeTe Ja IIpUeMaTe TOBa JIEKAPCTBO,

Thil KaTO T ChAbP2Ka BaskHa 3a Bac undopmanus.

- 3amasere Ta3u JIUCTOBKA. MoJKe 1a ce HaJO0XH 1 sl IPOUYETETE OTHOBO.

- AXO nMare HIKaKBH JIOMBIHUTEIHN BBIIPOCH, TIONUTalTe Bamms iexap wim gapmanenT.

- Tosa sekapcTBO € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrsnBaiite Ha npyru xopa. To moxe
Jla M HaBpeId, He3aBUCUMO Y€ PU3HALNTE HA TAXHOTO 3a00JsBaHe ca ChIUTe KaTo Bammure.

- AKo IoyuynTe HAKAaKBH HEXXEJIAaHU peakuuy, ysenoMere Bamms nexap nin dapmanest. Tosa
BKJIFOYBA ¥ BCUYKHU Bb3MOXXHU HEKEJIaHU PEAKIUY, HEOIIMCAHU B Ta3U JIMCTOBKA. Buxre
TouKa 4.

KakBo cbIbpika Ta3u JHCTOBKA

Kaxkso npencrasissa Rasagiline ratiopharm u 3a kakBo ce u3nosi3Bsa
Kakso Tpsi6Ba 1a 3Haere, npeau aAa npuemere Rasagiline ratiopharm
Kaxk na mpuemate Rasagiline ratiopharm

BBb3MOKHH HEXKEJTaHU peaKLIun

Kak na cexpansiBare Rasagiline ratiopharm

ChrbprkaHre Ha OTIAKOBKATA U TOITBJIHUTEHA HHPOpMAIIUs

S A

1. Kaxso npeacrasiassa Rasagiline ratiopharm u 3a kakBo ce n3no;3ea

Rasagiline ratiopharm csabpika akTHBHOTO BEIECTBO Pa3arJIMH U ce M3IOJI3BA 3 JICUCHUE Ha
[MapkuHCcOHOBa GostecT mpH Bh3pacTHU. Toil MOXke J1a ce N3MoI3Ba Che Win 0e3 JeBoomna (Apyro
JIEKapCTBO, KOETO Ce U3II0JI3Ba 3a JeueHne Ha [TapkuHcoHoBa Goiect).

[pu [NapkuHCOHOBaTa GoJIeCcT UMa 3ary0ba Ha KIISTKU, TPOU3BEXKIAIIH JOTIAMUH B MO3BKA.
JlomaMHHBT € XUMHYECKO BEIIECTBO B MO3bKa, KOSTO y4acTBa B KOHTPOJIA Ha IBIbKeHUsATa. Rasagiline
ratiopharm crmomara 3a yBenn4aBaHe ¥ OIbpKaHe Ha HUBOTO Ha JOMAMUH B MO3bKa.

2. Kakso Tps6Ba 1a 3Haere, mpeau aa npuemere Rasagiline ratiopharm

He npuemaiite Rasagiline ratiopharm

- dKO CTC aJICPTUYHH KbM pa3arujivi Uik KbM HAKOSA OT OCTAHAJIIMTC CbCTAaBKH Ha TOBA JICKAPCTBO
(u306poeHu B TouKa 6);

- aKo CTpajaTe OT TEKKU YEPHOIPOOHHU MPOOIEMH.

Joxato puemate Rasagiline ratiopharm, ue npuemaiite creaHuTe JeKapCcTBAa;

- MoHoaMuHOooKcuaa3Hu (MAQO) uaxubuTtopu ( HanpuMep 3a JeUSHHE Ha ACTIPECHs] WIH
[MTapkuHCOHOBA 0OJIECT WK 32 KAKBOTO U Jia OHMIIO APYTO MOKA3aHKE), BKIIFOYUTEITHO
JICKapPCTBEHHU M MPUPOJIHU MPOAYKTH 0€3 pelernta, HalpuMep KbJIT KaHTaApHOH;

- METUIUH (CUITHO 00€300IIBAIII0).

Heobxomumo e 1a nzvakare noHe 14 muu cies cnupade Ha geuenueto ¢ Rasagiline ratiopharm, 3a na

3anoyHeTe JiedeHue ¢ MAO HHXUOUTOPH WIIH TTCTHINH.

IpexynpesxaeHusi ¥ NpeINa3sHu MepKH

T'oBopere ¢ Baums nekap, npesau ja npuemere Rasagiline ratiopharm

- AKO MMaTe HIKaKBH YePHOAPOOHH MPOOIEMH.

- TpsiOBa na pasroapste ¢ Baius jgekap npy HATMYKETO HA HAKAKBU MOJJO3PUTEITHNA KOKHU
npomenu. Jleuenneto ¢ Rasagiline ratiopharm moske 1a moBHIIK prCKa OT pa3BUTHE HA Pak Ha
KOJKara.
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Wudopmupaiite Bamms nexap, ako Bue ninm Bamero cemelicTBo/00rprkBai 3a0enexu, 9e pa3BuBaTe
HEOOHYaiHO MOBeIEHUE, TPH KOETO HE MOXETE Jla YCTOUTE Ha UMITYJICH, TOJATHIIN WM HEIPEO 0INMO
JKeJlaHWe J1a M3BBPIIUTE ONpeaeSiCHH BpeJHH WM MaryOHU IEHCTBUS CIPSIMO ceOe CH WM APYTHTE.
Te ce Hapuyat pa3cTpoiicTBa BbPXY KOHTpOIIa Ha ummysicure. [Ipu nanmenty, npuemarnu Rasagiline
ratiopharm w/vnm gpyru jgekapcTBa, M3MON3BaHH 3a jJeueHne Ha IlapkuHCOHOBa 6ojlecT, ca Oumm
HaOJII0JaBaHy MIPOSBU Ha MOBEJCHNUE KaTO HEMPEOAONUMU UMITYJICH, HATPAIUIMBU MUCIIH,
NpUCTpacTsBaHe KbM Xa3apTa, IPEKOMEPHO XapUeHe, UMITYJICHBHO MIOBeAeHUE U HeOONIaitHO
HOBHUIIIEHO CEKCYAJIHO KEJIaHNE WM YBEJIMYCHH CEKCYaJIHU MUCIIU MJIM YyBCTBA. Bamust jgexap Moxe
Jla PeIl ]a KOPUrhpa 103aTa Wik Jia CIpe MpreMa Ha JIeKapcTBOTo (BHXKTe Touka 4).

Rasagiline ratiopharm moxe na npean3Brka CHHINBOCT U Ja By Hakapa BHE3aIHO Jia 3aCIIUTE MO0
BpPEME Ha CIKEIHEBHHUTE CH JICHHOCTH, 0COOCHO, aKO IIpUeMaTe APy JOIMaMUHEPTHYHH JICKAPCTBEHU
NPOLYKTH (KOUTO Ce U3MOI3BAT 3a JieueHUueTo Ha [lapkuHcoHoBa Gosect). 3a moBeue nHGopManys,
MoJst, BkTe Touka [Tlopupane u padboTa ¢ MaIvHu.

Jleua v roHOIIN
Hsma cvoTBeTHa ynorpebarta Ha Rasagiline ratiopharm mpu neua u ronomu. 3atosa Rasagiline
ratiopharm me ce mpemoppuBa 3a ynoTpeba mpu Bs3pacT 1oz 18 roauHy.

Jpyru nekapcerBa u Rasagiline ratiopharm
Nupopmupaiite Bawus nexap uiu papMareBT, ako preMaTe, HaCKOpO CTe MPUSMAaTH HIIH ¢
BB3MOXKHO JIa IPHEMaTe JAPYTH JIeKapCTBa.

Hudopmupaiite Bamus siekap, 0coOEHO aKo IpUeMare HIKOE OT CIEIHUTE JICKapCTBA:

- ompeJeseHd aHTUACTPECAHTH (CEJICKTUBHA MHXUOUTOPH HA OOPAaTHOTO 3axBalllaHe Ha
CEpPOTOHMHA, CEJICKTUBHUA MHXHOUTOPH HA 0OPAaTHOTO 3aXBalllaHe Ha CEPOTOHUH-HOPAIPCHAINH,
TPUIUKINIHN HIIH TETPAIMKINYHN aHTHICTIPECAHTH );

- @HTHOAKTEPHATHOTO CPEACTBO IMUMPOMIOKCAIMH, KOETO CE U3MOJ3Ba Cperly HHDEKIHH;

- TOTHCKAIIOTO KalTAIATa JIEKAPCTBO JeKCTpoMeTopdhaH;

- CHMIATHKOMHMETHIIM KaTo TE3H, ChIABPXKAIIM Ce B KAIMKU 3a OYH, HA3ATHUTE WIH TIEPOPATHA
JIEKOHT'€CTAHTH, KaKTO U JIEKapCTBa CPeEIly MPOCTY/1a, ChAbpKaum eheaprH win ncesaoedeaput.

TpsibBa na ce u3dsrea ynorpebara na Rasagiline ratiopharm 3aenHo ¢ aHTHICTIPECAHTH, ChABPKAIIN

(diryokceTHH WK QIIyBOKCAMUH.

Axo 3amouBate seueHue ¢ Rasagiline ratiopharm, Tps6Ba f1a nz4yakare nmoHe 5 ceMUIIM CIIEH CIIUPAHE

Ha JICYCHHUETO C (PIIYOKCETHH.

Axo 3amouBate jedeHue ¢ GIyoKCEeTHH WK (IIyBOKCaMUH, TpsaOBa Ja u3uakare moHe 14 aHu cien

cnmpaneto Ha Rasagiline ratiopharm.

Wudopmupaiite Bamms nekap nim papmaieBT, ako MyIIUTe WK Bb3HAMepsBaTe Aa CIpeTe Aa
nymmTe. [lynenero 6u Moriio na noHmwkH KoiaudecTBoTo Rasagiline ratiopharm B kpbBTa.

BpemenHocT, KbpMeHe U pepTHIANTET
AKo cTe OpeMeHHa WM KbPMUTE, CMsITaTe, 4e MOXKe Ja CTe OpeMeHHa WK IUIaHupaTe OpeMeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap wiu GpapmanesT peau ynorpedaTa Ha TOBa JIEKapCTBO.

Axo cte OpemeHHa, TpsiOBa 1a u30srBaTe aa B3emate Rasagiline ratiopharm, Twit kato edexture Ha
Rasagiline ratiopharm Bbpxy 6peMeHHOCTTa U HEPOACHOTO JIETE HE Ca U3BECTHHU.

Hlodupane u padoTa ¢ MAIIMHU

[ocwBetBaiiTe ce ¢ Bamus nexap npeau aa modupare u Aa paboTHTE C MAIIMHM, ThH KaTo camara
IMapkuHcoHOBa Ooect, KakTo U neuenneto ¢ Rasagiline ratiopharm mosxe na moBnUAAT cocoOHOCTTA
Bu na npaBure ToBa. Rasagiline ratiopharm mosxe 1a Bu Hakapa aa ce 4yBcTBaTe 3aMasiHi HITH
ChbHJIMBU. TOH MOe CBILO a MPUYHUHHU E€MU30J4 Ha BHE3AITHO 3aCIIUBAHE.

ToBa MOXe J1a ce 3aCHITH, aKO IpHeMare JAPYry JeKapcTBa 3a JicueHHe Ha CUMITOMUTE Ha Barara
[MapkuHCOHOBA OOJIECT WIIM aKO TIPUEMATE JICKApCTBa, KOUTO MOTaT Jia TPEIN3BUKAT CHHIIUBOCT, WIH
aKo MueTe ajJKoxol, Jokaro nmpuemate Rasagiline ratiopharm. Ako umare ChbHIMBOCT W/WITH €HIM3011
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Ha BHE3aITHO 3aCIMBaHe NpeIu Win TokaTo npuemare Rasagiline ratiopharm, ne modupaiite u He
paboTeTe ¢ MallIMHU (BUKTE TOUKA 2).

3. Kak na npuemare Rasagiline ratiopharm

Bunaru npuemaiite TOBa JICKapCTBO TOYHO KakTo Bu ¢ kazan Bamust nekap wim papmaiieBT. AKo He
CTE CUTYPHH B HEIIO, monuTaiTe Bammus jiekap wiu gapMarieBT.

IMpenoppunrtennara qo3a Rasagiline ratiopharm e 1 tabnerka ot 1 mg, npueMaHa BEIHBXK IHEBHO
npe3 ycrata. Rasagiline ratiopharm mosxe na 6b1e npueman cbe wim 6e3 XxpaHa.

AKoO cTe IpHeIH MoBedye oT HeoOxoaumaTa q03a Rasagiline ratiopharm

Axo cumTate, 4e CTe NpHeNn TBbpAe MHOTO TabiaeTku Rasagiline ratiopharm, Beanara ce cBbpkeTe ¢
Barmust iekap win (hapmaneBT. B3emere kaproHeHara onakoBka/Gincrepa win Oytuikara Rasagiline
ratiopharm ¢ Bac, 3a 1a s okakeTe Ha JieKaps WU (papMalieBTa.

Cumnromu, chobienu cies npeaosupane ¢ Rasagiline ratiopharm, sxkirousart siexo eydopudmHo
HacTpoeHne (Jieka ¢popMa Ha MaHU ), H3KITIOUUTEITHO BUCOKO KPHBHO HAJISTaHE U CEPOTOHHHOB
CHHIPOM (BHKTE TOUKa 4).

Axo cTe mpomycHaJin 1a mpuemere Rasagiline ratiopharm
He B3emaiiTe qBOIHA 034, 3a 1a KOMIIEHCHUpaTe MpoIycHaTaTa 03a. BieMere clieqpaiiara j1o3a B
00M9YaifHOTO BpEMeE 3a IIPHUEM.

Axo cte cnpesin mpuema Ha Rasagiline ratiopharm
He criupaiite ma npuemare Rasagiline ratiopharm 6e3 ma cre roBopuiu npeaBapuTeaHo ¢ Barmms
JeKap.

AKO MMaTe HIKaKBH JOITBJIHUTEHU BBIIPOCH, CBBP3aHHU C yIoTpedaTa Ha TOBA JIEKapCTBO, MOMHUTANTE
Bamus nexap uinu gapmarieBt.

4, Bb3MOKHE HeXeJTaHH pPeaKkumumn

Kakro Bcuukn JICKapCTBa, TOBA JICKAPCTBO MOXKC J1a MPCAU3BHKA HCKCIIAHU PCAKIINH, BBIIPCKHU Y€ HC
BCCKM I'l I1O0JTy4aBa.

Cabpikere ce BeiHara ¢ Bamms Jjiekap, ako 3a0eJie:xuTe HAKOU OT CIeIHUTE cCUMITOMHU. Moxe aa
Bu e HeoOxonuMa crienHa IeKapcka KOHCYJITalusl Wik JeUeHHE!
- aKo pa3BHETE HEOOMYAHO MMOBEACHHE, KATO HEMPEOAOINMH UMITYJICH, HATPAIUIMBU MHUCIIH,
MIPUCTPACTABAHE KbM Xa3apTa, IPEKOMEPHO Na3apyBaHE WU XapueHE, UMITYJICUBHO ITOBEJACHUE
Y HeOOMYAITHO MOBHILEHO CEKCYaTHO JKEJIAHUE MITH YBEJIIMYCHU CEKCYaTHUTE MUCITH
(pa3cTpOHCTBO B KOHTPOJIA HA UMITYJICUTE) (BHIKTE TOUKA 2);
- @Ko BIDKJATe WM YyBaTe Hellla, KOUTO He ChUIECTBYBAT (XaJIIOLUHAIIHN);

- BCsAKa KOMOMHAIMS OT XaJIOIMHAIINN, BUCOKA TeMIIepaTypa, 0€3MOKOUCTBO, TpETIepeHe u
U3MOTSBaHE (CEpOTOHMHOB CHHIPOM);

Cabpikere ce ¢ Bamus jiekap, ako 3a0ej1eXKHUTe HIKAKBH MOI03PUTEHHI IPOMEHH Ha KOXKaTta,
3aI[0TO NP yIoTpeba Ha TOBa JIEKapPCTBO MOKE J1a MMa MOBMIIIEH PUCK OT Pa3BUTHE Ha pak Ha KOXKaTa
(MemanoM) (BIDKTE TOUYKA 2).
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Jpyru HeXXeJIaHU PeakIiu

Mnozco uecmu (moace da 3aceznam nogeve om 1 na 10 oywu)

- HeBoneBu aBrxeHUs (TUCKUHE3US)
- I'nmaBoGoinue

Yecmu (mooice 0a 3aceznam oo 1 na 10 oywu)

- Bonka B obmacTTa Ha KOpema

- [Tanane

- Aneprus

- Bucoxa temneparypa

- I'pun (unQyeHua)

- O0m10 ycemane Ha JUCKOMGOPT (HEPa3IMoIOKEHHE)

- bonka BBB Bpara

- I'ppana Oonka (aHTHHA TIEKTOPHC)

- Hucko kppBHO HaisiraHe MPH 3aCTaBaHe B U3IIPABEHO MOJIOKEHNE ChC CUMIITOMH KaTo
3aMasiHOCT/CBETOBBPTEX (OPTOCTATHYHA XUTIOTOHHUS)

- Hamanen anetur

- 3amek

- Cyxorta B ycTata

- l'anene v moBpbIIaHe

- Usnyckane Ha ra3oBe ((uaTyneH s )

- OTKJIOHEHHS B pE3yNITaTUTE HA KPHBHUTE M3CIIECABAHMS (JICBKOIICHUS)

- Bonka B ctaBuTe (apTpanrus)

- MycKyJTHO-CKeIeTHa 00JIKa

- Bp3nanenue Ha cTaBuUTe (apTPUT)

- CKOBaHOCT WJTH CJ1ab0CT Ha MyCKYJIUTE Ha pbkarta (CHHAPOM Ha KapHaaHUs KaHa)

- Hamaneno rerio

- HeoOuyaiinu cpHuIA

- 3aTpy/JHEeHa MyCKYJIHA KOOpIMHAIMS (HApYIIEHO paBHOBECHE)

- Henpecust

- 3amasiHOCT (BEpTHTO)

- Y apmxeHo BpeMe 3a ChKpalllaBaHe Ha MyCKYJUTe (AUCTOHHSA)

- Teuar HOC (PUHUT)

- Jpa3HeHe Ha Kokara (JIepMaTuT)

- O6puB

- 3auepBsiBaHe Ha OYHUTE (KOHIOHKTUBHT)

- UYecTu 10O3UBU 32 YPUHHUPAHE

Heuecmu (mooice 0a saceenam 0o 1 na 100 oyuu)
- WHuCcynT (MO3BYHOCHIOB HHITUIEHT)

- ChbpedeH npucTbhil (MHPAPKT HA MHOKAP/Ia)
- O0puB ¢ MexypH (Be3UKyI00yI103eH 00pUB)

C neuszgecmmna uecmoma. om HaIUYHUMe OaHHU He Modice 0a ObOe HanpPasena oyenKa
- IIoBHIIEHO KPBBHO HaJsSITaHe

- IIpekomepHa CBHIUBOCT

- BresanHo 3acninBaHe

Cho0maBaHe Ha HeJKeJIAHHM PeaKINu

AKO ToNTyunTe HIKaKBH HEXXEIaHU JICKAPCTBEHU pEaKIiuy, yBegoMeTe Bamust nekap win papMareBr.
ToBa BKJIFOUBA BCHUKH Bb3MOKHH HEOIIMCAHU B Ta3W JIMCTOBKA HEKEJIAHU peakunuu. MoxeTre ChIIo Ja
ChOOLINTE HEXETAHU PEaKIMK AUPEKTHO Ype3 HAllMOHAJIHATA CHCTeMa 3a ChoOIIaBaHe, II0COYEeHA B
[punoxenue V. Karo chobmaBare HexeNnaH! peakiuy, MOXKETe J1a JaleTe CBOS MPUHOC 32
NoJy4aBaHe Ha MoBeue HH(pOopManus OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak na cexpansBare Rasagiline ratiopharm
D;a CC CbXpaHsdaBa Ha MACTO, HCAJOCTHIIHO 3a ACIA.

He u3non3BaiiTe ToBa JIEKapcTBO CIIE]] CPOKA HA TOJHOCT, OTOEINA3aH BhPXY KapTOHEHATa OMaKOBKa,
Oyrtuikara wim onuctepa cien ,,l'ogen 10:/EXP”. CpokbT Ha TOAHOCT OTTOBaps Ha MOCIICAHMS ICH OT
MMOCOYCHHS Mecell.

Jla He ce chxpansBa Hajx 30°C.

He u3xBbpiisiiTe iekapcTBaTa B KaHAIHM3AIMATA WM B KOHTEHHEpa 3a JOMAIIHU OTHAIbIIH.
ITormuraiiTe Bamms ¢papmarieBT Kak 1a U3XBLPIIATE JeKapcTBaTa, KOWUTO BeUe HE H3MoJ3BaTe. Tes3n
MEpKH II[e CIIOMOTHAT 3a OIa3BaHe Ha OKOJHATa Cpe/a.

6. CLm)pmalme Ha onmaKkoBKaTa M JO0INbJHUTEC/THA I/IH(I)OpMaIII/Iﬂ

Kakso cpabp:ka Rasagiline ratiopharm

- AKTHBHOTO BEIECTBO € paszarwinH. Beska Tabietka chabpka 1 mg pasarwnmd (rmoa ¢popmara
Ha ME3WJIaT).

- JIpyrute cbCTaBKH ca MAHUTOJ, KOJIOWACH O0€3BO/ICH CHITHIHEB JUOKCHI, IAPEBUIHO HHUIIECTE,
MpeXeTaTHHU3UPAHO APEBUYHO HUIIIECTE, CTEApUHOBA KHCEIHHA, TAJIK.

Kaxk m3ranexxna Rasagiline ratiopharm u kakBo cbabpska onakoBkaTa

Rasagiline ratiopharm ta6meTku ce npemiara kato 6eau 10 MouTH Gelld, KPBIIIH, ITIOCKH, ¢ GaceTa
TabNeTKH, ¢ BIUIbOHATO penedHo oznauenne "GIL" u "1" otnomy Ha eqHara cTpaHa, U TIAAKH OT
Jpyrara CTpaHa.

Tabmerkure ce mpennarar B oimcrepu ¢ o 7, 10, 28, 30, 100 u 112 TabmeTkn, B €HOI030BU
nepdopupanu omuctepu ¢ mo 10 X 1, 30 x 1 u 100 X 1 wnu B OyTHiika, chabpxama 30 TabIeTKy.
He Bcuuku BH0BE OMAKOBKY MOTAT Ja OBJAT MyCHATH B IPOAaX0a.

IpurexaTte Ha pa3pelIeHHETO 32 YNOTpeda

TevaB.V.
Swensweg 5

2031 GA Haarlem
Hunepnannus

ITpousBoauTenn

Pliva Croatia Ltd.

Prilaz baruna Filipovica 25
10000 Zagreb

XbpBaTus

Teva Operations Poland Sp.z 0.0.

ul. Mogilska 80

31-546 Krakow

ITonma

3a JOITBJIHHUTCIIHA I/IHCbopMa]_II/Iﬂ OTHOCHO TOBa JICKapCTBO, MOJIsI CBBPIKETE CC C JIOKAJTHUA
MIPEACTABUTEI HA IIPUTEKATEISI HA pa3peIeHneTo 3a yrnorpeoa:

Belgié/Belgique/Belgien Lietuva

32



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

bbarapus
TeBa ®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
ratiopharm GmbH
Tel: +49 73140202

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EAlhada
TEVA HELLAS AE.
TnA: +30 2118805000

Espafia
Laboratorios Davur, 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

Kvnpog
TEVA HELLAS A.E.
EALGda
TnA: +30 2118805000

UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg

Teva Pharma Belgium N.V./S.A./AG
Belgique/Belgien

Teél/Tel: +32 38207373

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

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



Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

Jata Ha mocJieHO mpepasriexaane Ha gucToBkara mecen I'TTT.
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