IMPNJIOKEHHE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HNME HA JJEKAPCTBEHUSA TPOAYKT

Pazarmmmn Viatris 1 mg Tabnetkn

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Besika TabneTka chappika pasariiIiH TapTapar, CbOTBETCTBAIIO Ha | mg pasarunuH (rasagiline).

3a IbIIHUA CIIMCHK Ha MOMOIHUTE BEIIECTBA BIDKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnerka

benn no moutwn 6enu, mpoabaroBaTy (mpubmmsutenso 11,5 mm x 6 mm), TBOIHO U3MTBKHAIN
TabneTku ¢ BIIbOHATO penedHo o3HaueHue “RISE™ ot eqnara crpana u “1° oT gpyrara crpasa.

4. K/IMHUYHU JTAHHHN
4.1 TepaneBTHYHU NOKA3AHUSA

Pazarmnun Viatris e moka3aH npy Bb3pacTHH 3a JIeUeHHE Ha uauonaTudHa 6osiect Ha Parkinson (I16)
KaTo MOHOTeparnus (0e3 JICBOAOIIa) WIIK KaTo JOIIBIIBAIIA TePAITHs (C JIEBOOIA) IIPH MAIHEHTH C
(hiryKTyanuu B CHMITOMATHKATa B Kpast HA MEX/yJO30BHS HHTEPBAL.

4.2 Jlo3upoBKa M HAYUH HA MPUJIOKEHHE

EOSI/IQOBKa

[Ipenopbuntennata no3a pasarwiuH € 1 mg (enHa tabnerka Pazarunuu Viatris) BeOHBXK ITHEBHO,
KOSITO J1a ce TIPHeMa ChC Win Oe3 JIeBOIOoIIA.

Cmapuecka 6v3pacm
[Ipu manmeHTH B cTapyecka Bb3pacT HE ce M3UCKBA IIPOMSHA Ha 7103aTa (BXK. TOUKa 5.2).

Yepeoicoane na uepnusi opoo

PazarmmiH e TpOTHBONOKA3aH IIPH MAMEHTH C TEXKKO YEepHOIAPOOHO yBpeknaHe (BK. Touka 4.3).
Tps6Ba na ce n30sATBa ynoTpedaTa Ha pa3arvjvH IPHU MALUEHTH C YMEPEHO YepHOAPOOHO yBpEKIAaHE.
Heob6xoanmo e NOBHUIICHO BHUMAHUE IIPH 3all0YBaHE Ha JICUCHHUE C pa3ariiIMH MPU NalUCHTH C JICKO
4epHOIPOOHO yBpexmaHe. B ciydali Ha mporpecupane OT JE€KO KBM YMEpPEHO YepHOIPOOHO
yBpeXKAaHe, IPUEMBT HA Pa3ariiiMH TPsAOBa a ce MpeyCTaHOBH (BX. Touka 4.4 u 5.2).

Yepeorcoane na 6vopeyume
He ce nmanarar crienuaisu npeana3sHd MEPKHU MPH HAlHEeHTH ¢ ObOPEYHO yBPEKIaHE.

Teouampuyna nonynayus
besomacHoCTTa M e(hMKACHOCTTa Ha pa3ariiIvH IIpH JAela U IOHOIIM He ca YCTaHOBEHH. HsiMa croTBeTHA

yrnoTpe0a Ha pa3ariwiivH B IeMaTpUIHaTa MOMyJIalys 3a moka3anuero oonect Ha Parkinson.

Hauun Ha npunoxeHne

3a mepopaiHO MPHUIIOKEHHE.



Pazarunun moxe a ce npuema ¢ win 6e3 XxpaHa.
4.3 IIpoTuBonoka3zanus

CBpBXUYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HSKOE OT IIOMOIIHUTE BEIIECTBA
n30poeHu, B Touka 6.1.

ChIbTCTBALIO JIEYEHHUE C IPYTd MOHOAMHHOOKcHAa3HN (MAQ) HHXHOUTOPH (BKIIOYUTEITHO
JIEKapCTBEHHU U OMIIKOBH MPOIYKTH, OTIIYCKaHHU 0e3 pelenTa, HapuMep K BJIT KAaHTapHOH) WITN
neTuanH (BX. Touka 4.5). TpsOBa na u3smMuHAT Hall-Manko 14 THU MeXAy NPEeKbCBaHe MprUeMa Ha
pasarwinH u 3amouBane Ha nedenne ¢ MAO HHXHOUTOPH WM METUANH.

VYBpexnaHe Ha yepHUs Apo0 B TEXKKa CTEIICH.

4.4 CrnennaJHu npegynpexkIeHus ¥ NpeANasHH MepPKH NPH ynorpeda

CrbrcTBalia ynorpebda Ha pa3arwivH ¢ IPYrU JIEKapCTBEHU IPOAYKTH

EnmHoBpemeHHaTa yrorpeda Ha pa3arwivH U (IIyOKCeTHH WK (IIyBOKCaMUH TpsiOBa 1a ce n30srBa
(Bx. Touka 4.5). HeoOxonumo e 1a n3MUHAT Hal-MaJIKO TIeT CEIMHIIA MEXKAY MPEKbCBAHETO HA
(ITyOKCETHH M 3all0uBaHe Ha JieueHue ¢ pasaruianH. HeoOxoaumo e 1a M3MUHAT Hal-Manko 14 1Hu
MEXTy IPEKbCBAHETO Ha Pa3ariirH 1 3aII0YBaHE Ha JICUCHHUE C (DITyOKCETHH MIIH (hITyBOKCAMHUH.

He ce npernoppyBa chIIbTCTBAIIATA YIIOTPeOa HA Pa3arijinH U IEKCTpOMeTOpdaH Hin
CHMITATUKOMHUMETHIIH, TIOJJOOHH Ha Te3H, BIMU3AIH B ChCTABA Ha HA3AJIHUTE U MEPOPATHH
JIEKOHTECTaHTH WM JICKAPCTBEHHU MPOAYKTH CPelly MPOCTyaa, ChIbPXKaIIK eeApruH Uin
ncesnoedeapuH (Bx. Touka 4.5).

Cvnvmcemsawa ynompeba Ha pasazuiui i 1e6000na

Tbii KaToO pa3arwivH NoTeHIHpa eeKTUTE Ha JIEBOIOMNA, HEXKETAHUTE PEaKLMU Ha JIEBO0Ia MOXKeE J1a
Ce 3aCHJISAT M IIPEeIBApUTEIIHO CHIECTBYBAIATa JUCKUHE3Ms 1a ce Biomu. [loHmkaBaneTo Ha 1o3ara
JIeBOAOIa MOXKe Jja 00JIeKYH Ta3u HeXKeJlaHa PeaKIys.

Wma choOIIeHuns 3a XUIMMOTEH3UBHU e(DeKTH MPH CHITTCTBAII IIPHEM Ha Pa3ariiivH ¢ JIEBOJIONA.
[NamuenTure ¢ 6oect Ha Parkinson ca 0co0eHO ys3BUMH KBM MPOSBA HA XUIIOTOHUSI, KaTO HEXellaHa

PEaKIHs IIOpai CHIICCTBYBAIUTE MIPOOIEMH C TOXOIKATA.

JlonmaMuHepruyHy eheKTH

Ilpexomepna onesna conausocm (I1JJC) u enuzodu na enesanto sacnueame (B3)

Pazarmnma Mosxe Jja IpeTM3BUKa JHEBHA CHHIMBOCT, COMHOJICHTHOCT H, TIOHSKOTa, 0COOCHO aKo ce
U3II0JI3Ba C APYTH JONAMHUHEPTHYHHU JICKAPCTBEHU MPOAYKTH — 3aCIHBaHEe 10 BPEME Ha €XKEIHCBHU
nertHoctu. [TanmenTture TpssOBa 1a 6baaT HHPOPMHUPAHU 33 TOBA U IIOCHBETBAHU JIa BHUMaBaT IPH
mrodupane WM padboTa ¢ MAIIMHA IO BpeMe Ha JISYEHUETO ¢ pazarwinH. [lanuenTure, KouTo ca
UMaJld COMHOJICHTHOCT W/HJIH €MU30]] Ha BHE3AITHO 3aCMUBaHe, TPsOBa [a ce Bh3AbPKAT OT
modupane 1 paboTa ¢ MamMHY (BX. To4Ka 4.7).

Pascmpoiicmea na konmpona evpxy umnyacume (PKH)

[Ipu manueHTH, JIEKYBaHU C IOMTAMUHOBH arOHUCTH W/ IOTIAMUHEPTUYHHU CPEJICTBA MOTAT Jia Ce&
nosiBsiT PKU. [Tomo6uu crobmenus 3a PKU ca momydeHu B mOCTMapKeTHHTOBUS TIEPHOT U 32
pazarmnuH. [lanmenTrTe cienBa qa ObaT peJOBHO MPOCIEIBAHN 32 Pa3BUTHE HA Pa3CTPOHCTBA Ha
KOHTpOJIa Ha uMITysicuTe. [laneHTruTe 1 rpmKeiuTe ce 3a TIX TpsiOBa aa ObJaT HAsICHO C
MOBEIEHYECKUTE CUMIITOMH HA Pa3CTPOMCTBATa HA KOHTPOJIA HA UMITYJICUTE, HAOJII0JaBaHy TTPH
MAI[UCHTUTE JIEKYBAHU C Pa3arvjivH, BKIIOYBAIIU CJIydand Ha KOMITYJICUH, HATPAITYMBH 3aBJIAsIBAIIN
MUCJIH, TTATOJIOTUYHO BJI€UeHHE KbM Xa3apT, IIOBUIICHO JTMOH/I0, XUIIEPCEKCYaTHOCT, UMITYJICHBHO
MOBEIEHNE W KOMITYJICHBHO Xap4eHEe WY ITa3apyBaHe.



Memnanom

B peTpocnekTHBHO KOXOPTHO MPOYYBaHE € YCTAHOBEHO Bh3MOXKHO IMOBUIIIABAHE HA PUCKA OT
MEJIaHOM IIpH yroTpeda Ha pa3aruiinH, 0COOCHO MPHU MAIMEHTH C MO-TOJIsIMa MPOIBIDKUTEITHOCT Ha
SKCTIO3UIMSITA Ha PA3ariIMH W/UITH ¢ TI0-BHCOKA KyMYJIaTHBHA JI03a pa3arwivH. Beska mono3purensna
KOXKHA JIe3usl TpsiOBa J1a O'bJie OIIEHEHa OT CIIeUAIKNCT. 3aTOBA MAIUSHTUTE TPsIOBa J1a ObaatT
CHBETBAHH J[a MIOTHPCAT KOHCYJITAIHSI C MEAMIIMHCKY CIEIHAJIICT, aKO YCTAHOBST HOBA WIIN
MPOMEHSIIIA CE KOXKHA JIE3Usl.

YepHOAPOOHO YBpEKIAHE

Heo06xoaumo e MoBHIIIEHO BHUMaHUE IPH 3all04BaHe Ha JICUCHHE C Pa3ariiIiH IIPH HaUCHTH C
yBpeKIaHe Ha YepHHS ApoO B JeKa cTeneH. TpsaoBa na ce n30srea yrnorpedara Ha pa3aruiiiH Ipu
HAlUCHTH C YBPESKIaHe Ha YepHHs ApoO B ymepeHa cremneH. [Ipu maiueHT ¢ mporpecupane Ha
YBPEKAAHETO Ha YEPHHS APOO OT JIEKO KbM yMEpeHO, IpHUeMa Ha pa3artinH TpsoBa ia 0b/e
NpeycTaHOBeH (BX. TOUKa 5.2).

4.5 B3anmozaeiicTBue ¢ APYru JeKapCTBEHH NPOAYKTH U APYru GopMH Ha B3aHMO/eiiCTBHE

MAOQO uuxuburopu

VYrnorpebara Ha pazarmwinH ¢ 1pyrd MAO HHXHOUTOPH (BKIIFOUUTETHO JIEKAPCTBEHH U IPUPOTHH
MPOIYKTH, OTITYCKaHH 0e3 pelenTa, HapuMep JKbJIT KAHTApPHUOH) € IPOTUBOIIOKAa3aHa, Thi KaTo €
BB3MOXKEH PUCK OT HeceleKTuBHO MAQO nHXuOUpaHe, KOETo OM MOTJIO Ja IOBEIE A0 XUIICPTOHUIHU
Kpu3su (BXK. Touka 4.3).

Hetnaun
Cepuo3HH HeXKeIaHU peakiy ca OUIN JOK/IaABaHHU IPU €AHOBPEMEHHATA YIOTpeOa Ha METHIUH C
MAO nHXHOUTOPH, BKJIIOUHTETHO U ¢ IpyT cenekTuBeH MAO-B naxudurop. EnqnoBpeMenHOTO

NPUIOXKEHHE Ha Pa3ariyiMH U IETUAMH € IPOTUBOIOKa3aHo (BX. Touka4.3).

CHUMIIATHKOMHUMETHULN

ChlliecTBYBaT ChOOLIEHNUS 3a JIEKAPCTBEHU B3aUMOeHCTBUS, kacaelu MAO uHxuburopure npu
€IHOBpPEMEHHATa UM ynoTpeda ChC CHMIATUKOMUMETHIHH JICKAPCTBCHU NMPOAYKTH. ClIen0oBaTeHO, C
ornen Ha MAO MHXHOUTOpHATA aKTUBHOCT HA Pa3arwjIvH, HE Ce MPEIophUBa ¢THOBPEMEHHOTO
IPUIOKEHHE Ha Pa3ariIiNH 1 CHMIATUKOMHMETHIIH, TOJO0HU HA Te3H, IPUCHCTBAIIY B HA3AIHUTE U
HEepOpPaNHU JEKOHI€CTAHTH HIIH JIEKapPCTBEHH MPOJYKTH CpELy NMPOCTy1a, ChABbPXKAILYU edeIpuH WU
ncesnoedenpuH (Bx. Touka 4.4).

Jlexcrpomeropdan

Nwma cpo0iieHus 3a IeKapCTBEHN B3aUMO/ICHCTBUS TIPY €THOBPEMEHHATa yroTpeda Ha
Jnexctpomeropdan u HecenekTuBHU MAQO nuaxubutopu. CrnenoBatenHo, ¢ oryieq Ha MAO
WHXUOUTOPHATA aKTUBHOCT Ha pa3aruiinH, He Ce MPernopbyBa eJHOBPEMEHHOTO MPHUIIOKEHHUE Ha
pasarmimH u JeKcTpoMeTopdan (BX. Touka 4.4).

SNRI/SSRI/Tpu- ¥ TETpALMKINYHN aHTUAEIIPECAHTH

TpsiOBa na ce U30sTBa €THOBpEMEHHATA YIIOTpeOa Ha pa3arwivH U (IyOKCETHH WIH (ITyBOKCAMUH
(Bk. Touka 4.4).

OTHOCHO €JJHOBpEMEHHATa yIoTpeda Ha pa3aruivH ChC CEJICKTUBHU HHXUOUTOPH HA OOPaTHOTO
3axBaigaHe Ha ceporoHnHa (SSRI)/cenekTMBHE HHXHOUTOPH Ha 0OpPaTHOTO 3aXBalllaHe Ha CEPOTOHUH-

HopazapeHanuH (SNRI) npu kKIMHAYHY TpOyYBaHUS BUXKTE Touka 4.8.

CepI/IOSHI/I HCEXCIIaHH! JICKAapCTBCHU PEAaKIUHU Ca oMU CHOOIIEHH Ipu €JHOBPEMCHHATAa y1'IOTp668. Ha



SSRI, SNRI, TpUIHKINYHU/9eTHPUIUKINYHE aHTHAeTpecaHTH U MAO naxuburopu. CienoBaTenHo,
¢ ornen Ha MAO MHXUOUTOpHATAa aKTUBHOCT Ha Pa3arkiIvH, IPHU IPUEM Ha aHTUAEIIPECAHTH €
HEOOXOMMO MMOBHUIIIEHO BHUMAHHE.

Cpenctsa, nosiansasamy aktusHocrTa Ha CYP1A2

In vitro mpoyuBaHus 3a MeTaboIM3Ma ca rmokazand, ue nuToxpom P450 1A2 (CYP1A2) e ocHOBHHSAT
€H3UM, OTTOBOPEH 3a MeTaboJIM3Ma Ha pa3ariivH.

Hnxubumopu na CYP1A2

EnHoBpeMEHHOTO NPUIIOKEHHE Ha pa3ariiivd u nunpodiaokcannH (naxudutop Ha CYP1A2)
yBermnaaBa AUC Ha pazaruius ¢ 83%. ExHoBpeMeHHOTO IPHUIIOKEHNE Ha Pa3aruivH U TeO(QIHH
(cybcerpat Ha CYP1A2) He noBnusiBa papMakOKWHETHKATa U Ha ABarta npoaykra. [lopamu ToBa,
mouHuTe CYP1A2 nHxubuTopu MoXKe 1a MPOMEHT KOHLIEHTPAMUTE Ha pa3ariyivH B [1a3MaTa U €
HEoOXO0MMO J1a ObJIaT MPUIIATaHU C TOBUIIIEHO BHUMAaHHE.

Hnoyxmopu na CYPI1A2
ChILecTByBa pUCK OT HaMaJIsIBaHE Ha KOHLIEHTPALMUTE HAa Pa3arwyivH B IUTa3MaTa [Py alUeHTH

MyIIady, KOETO Ce IBJDKU Ha MHAYKIUATa Ha MeTabonm3upanus ea3nM CYP1A2.

Jpyru muroxpom P450 n3oeH3uMu

In vitro npoyuBaHMATa ca TIOKA3alH, Y€ pa3arwyivH NpH KoHUeHTpaiua lmcg/ml (exkBuBajgeHTHa Ha
CTOWHOCT, KosiTo npezcTaBisBa 160 mptu cpennara C,,, ~5,9-8,5 ng/ml npu nanuenTu ¢ 6oaect Ha
Parkinson cnes MHOTOKpaTeH mpreM Ha J1o3a 1 mg pa3ariwivH) He HXuOupa uroxpom P450
m3oensumute, CYP1A2, CYP2A6, CYP2C9, CYP2C19, CYP2D6, CYP2EI, CYP3A4u CYP4A.
Tesu pe3ynraTu MOKa3BaT, 4 € MaJIKO BEPOSTHO TEPANIeBTUYHNTE KOHIIEHTPALIMK Ha PAa3ariiiuH Ja
IPUYMHAT KAKBOTO U J1a € KIIMHUYHO 3HAaYMMO IIOBJIMABaHE HA CyOCTpaTHTE HA TE3U €H3UMH (BIXK.
ToukKa 5.3).

JleBoj0IIa ¥ IPYIrHU JIEKAPCTBEHU IPOAYKTH 3a OoiiecT Ha Parkinson

HpI/I NaluCHTH C OouecT Ha Parkinson, MoJydaBalu pa3arujinH KaTo AOITbJIBaIla TEPAIns KbM
MMPOABIDKUTEIHO JICUCHHUE C JIEBOAOIIA HE CE HaGJ'IIOI[aBa KIIMHUYHO 3HA4YUM e(beKT OT JICYCHHUETO C
JICBOAOIIA BbPXY KIIMPBHHCA HA pa3arujiuH.

EnHOBpeMEeHHOTO NPUIIOKEHHE Ha PA3ariiiiH U €HTaKaIloH yBelUdaBa MepopaiHus KINPHHC Ha
pazarunus ¢ 28%.

BzaumopelicTBue THpaMUH/pa3aruiany

Pesynratute OT eT NpOBOKAaTUBHU NPOYYBAHMSA C TUPAMUH (IIPU JOOPOBOJILM U NALMEHTH, CTPaTallH
ot 6osiect Ha Parkinson), 3ae1HO ¢ pe3ynTaTuTe OT MOHUTOPUPAHE IPHU JOMAIIHH yCIOBUS Ha
KPBBHOTO HaJSITaHe cliell XpaHeHe (464 manuenTy, JekyBanu ¢ 0,5 wmun 1 mg/

JHEBHO pa3arijivH WK I1anedo, KaTo JOM'bJIBAllla Tepanus Ha JIEBOJIONA B IPOABIDKEHHUE Ha IIECT
Mecena 0e3 orpaHHYeHHE Ha THPAMUH ), KaKToO U (PakThT, 4e HAMa ChOOIIEHHS 32 THPAMUH/Pa3aruiInH
B3aUMOJICUCTBUS IPU KIMHUYHY NIPOYYBaHUs, IPOBEXKIaHU Oe3 OorpaHuueHre Ha THPAMHH, IOKa3BarT,
4e pa3ariiiiH Moe Jia ObJie H3MoJI3BaH 0e30MmacHo 0e3 IUeTHYHH OTpaHHYSHHS Ha THPAMUH.

4.6 DepTHINTET, )PEMEHHOCT U KbpMeHe

Bpemennoct

JluricBaT JaHHM OT ynoTpebaTa Ha pa3arwiivH Npu OpeMeHHU KeHU. [IpoyuBaHusATa IPH KUBOTHU HE
MIOKa3BaT NPEKU UM HENPEKH BpelHU e()eKTH, CBBP3aHU C PENPOIYKTUBHA TOKCHYHOCT (BXK.

touka 5.3). Kato npeana3Ha Mspka € 3a MpearnovnTane Ja ce u30srea ynorpedara Ha pa3arwiH 110
BpeMe Ha OPEeMEHHOCT.



Kospmene

HexnuHWYHNTE TaHHU MOKa3BaT, Y€ pa3arkivH HHXNOUpa NPOIAKTHHOBATA CEKPENNs U TaKa MOXe Jia
MHXHOHpA JTAKTalusITA.

He e u3BecTHO any pa3armwivH ce eKCKpeTupa B KbpMara. Heobxonumo e moBuieHo BHUMaHuUe,
KOTaTO Pa3ariiIfH ce MpHiIara npu KbpMadKH.

DepTuauTer

JluricBat naHHU 3a eeKTa Ha pa3arwivH BbpXY (QepTUiuTeTa npu xopa. HeknmuHu4HUTE JaHHU
MOKA3BaT, 4e pa3arwyivH He TOBJIUABA (PePTHIIUTETA.

4.7 EdexTu BbpXy ciocodHocTTa 32 modupaHe U padboTa ¢ MAIIMHA

[Ipu nauneHTH, KOUTO MOITyYaT COMHOJIEHTHOCT/€MU30/1 Ha BHE3AITHO 3aCIMBaHE, Pa3artyiiH MOXe
Jla TIOBNMSIBA B 3HAYHUTEIHA CTEIIEH CIIOCOOHOCTTA 32 modupaHe 1 paboTa ¢ MAIIHHH.

[NanuenTure TpsiOBa na ObAAT NPEAYPEICHH 1a HE U3MOI3BAT ONTACHH MAIIMHHU, BKIIOYUTEITHO
MOTOPHH IIPEBO3HU CPEZACTBA, JOKATO HE Ca IOCTaThUHO CUTYPHH, Y€ Pa3aruiifH HE UM BIHUSIC
HETaTUBHO.

[TarenTHTe, JIEKYBaHH C Pa3arWiINH, TIPH KOUTO Ce HAOJII01aBa COMHOJICHTHOCT /WM €301 Ha
BHE3AIHO 3acluBaHe, Tps0Ba aa ObaaT HHGOPMHUPAHHU Aa Ce Bb3ABPKAT OT Io(UpaHe WU JeHHOCTH,
IIpY KOUTO HApYyLIEHOTO BHUMaHUE MOJKE J1a M3JI0KH TAX WU APYTH XOpa Ha PUCK OT CEPUO3HO
HapaHsBaHe WM CMBPT (Hamp. paboTa ¢ MaIlMHK), JOKATO NPUIOOHUAT JOCTAThUYEH ONUT C Pa3aruivH
U IpyTuTe JONaMUHEPIMYHM JIEKapCTBa, 3a Ja MPELeHAT a1 € 3acerHaTa HeraTUBHO WM He TAXHaTa
MUCIIOBHA H/WJIM MOTOPHA AEHHOCT.

IIpu mosiBa Ha MOBHINIEHA COMHOJIEHTHOCT WIJIM HOBH €IIU30/IM Ha 3aCIHMBAHE IO BPEME Ha €XXKECTHEBHU
JeiHoCTH (Hamp. NpHU IJIefaHe Ha TeIeBU3HUs, IbTYBaHE B KOJIa U T.H.) [0 HAKOE BpeMe OT JICUCHHUETO,
MaUEeHTHTE He TPsOBa J1a Mo(HUpaT WIX a yIacTBaT B MOTCHIHATHO ONACHHU JEHHOCTH.
[NanuenTture He TpaOBa Aa modupar, 1a paboTAT ¢ MAMIKUHY MM Ha TOISIMA BHCOYMHA IO BpeMe Ha
JIEYEHHETO, aKO HSIKOTa ca MMaJld COMHOJIEHTHOCT W/MJM Cca 3aCIIUBaIM BHE3AHO IIPean yHnoTpebara
Ha pa3arwivH.

[MarnmentuTe TpsiOBa a ObIAT MPEAYNPEACHH 32 Bh3MOXKHH aIMTUBHU €(EKTH OT CEAATUBHU
JIEKapCTBEHU MPOAYKTH, ATKOXOJI MU JPYTH MOTHCKAIIX [IEHTpaIHATa HEPBHA CUCTEMa CPENICTBA
(Hamp. 6eH301Ma3eIMHI, AaHTHIICHXOTHITH, aHTHICTIPECAHTH) B KOMOMHAIINS C pa3ariuIinH HIH KOraTo
MpPUEMAT CHITBTCTBAIIM JICKAPCTBA, KOUTO TIOBUIIIABAT IUIa3MEHUTE HUBA Ha PAa3ariuivuH (Harp.
unpoduiokcanut) (Bxk. Touka 4.4).

4.8 Hexenann texkapcTBeHN peakuuu

O0600mmenue Ha npoduia Ha 0€30MaCHOCT

[Ipyu KIMHIYHATE MPOYYBAHMS Ha MMAanueHTH ¢ 6oxecT Ha Parkinson Haif-uecTo chOOIIaBaHUTE
HE)XeJIaHU Peakluy ca: P MOHOTepanus - IIaBodonue, Jernpecus, BEpTUro u rpun (MHQIyeHna 1
PHHHT); IPY JOIBJIBAIIO JIEIEHHE KbM TEePAIHATA C JIEBOJIONA - TUCKUHE3Ns, OPTOCTATHIHA
XHUIOTOHHMSA, TaJjaHe, abloMUHaIIHa 00JIKa, TaJleHe 1 MOBPBIIaHEe U IPEChXBaHE Ha yCTaTa; PH JIBETE
CXEMH Ha JIeUeHHE - MyCKYJIHO-CKeJIeTHa 00JIKa, KaTo 0oJiKa B I'bp0a v Bpata u apTpairus. Te3u
HE)KEeJIaHU PEAaKLUU He ca CBBbP3aHU C YBEJIMUEHA YECTOTa Ha IIPEYCTAaHOBIBAHE HA IIpUeMa Ha
JIEKapCTBOTO.

CHuchbK Ha HEXKEIAHUTE pPECAKIIU B TaOJIMYEH BH/JI

Hexenanure peakiu ca m36poenu B Tabmuiu 1 1 2 1o cucTeMo-opraHeH Kiac U 4ecToTa, KaTo €
W3I0JI3BaHa clieAHaTa KOHBEHIUA: MHOTO YecTH (>1/10), wectu (>1/100 mo <1/10), HeuecTn



(>1/1 000 no <1/100), penku (>1/10 000 o <1/1 000), muoro penxu (<1/10 000), c Heu3BeCTHA
4ecToTa (0T HAJIMIHUTE JaHHU HE MOYXKe Ja ObJic HApaBeHa OI[CHKaA).

Monomepanus

TaOGNMUYHUAT CTUCHK TIO-/I0JTy BKITIOUBA HEXKENIAaHH PEaKI[UK, KOUTO ca ChOOIAaBaHU C MO-BUCOKa
4YeCTOTa, PH MAalUeHTH, IpueMany | mg/neH pa3aruivH B I1ane00-KOHTPOIUPaHH IPOYUBAHUS.

Cucremo-opraneH
KJIac

MHoro yecTn

YecTHn

Heuectn

C HeHn3BeCcTHA
YecToTa

Nndexunu u
uHecTaNU

Nudnyenna

Heonuasmu —
J00pPOKaYeCTBEHHU
, 3J1I0Ka4YeCTBeHH
H HeomnpeaeaeHu
(BKJI. KHCTH U
TOJIMITH)

KorxeHn xapruHoM

Hapymenus Ha
KPbBTa U
auMpHaTa
cucremMa

JleBKOneHUs

Hapymenus Ha
HMYHHATa
cHucTemMa

Aneprust

Hapymenust Ha
MeTabdoJan3Ma u
XpaHEHeTo

Hamamen anetur

Icnxnunu
HapyLIeHUs

Henpecus
XamonuHanun*

PascTpolicTBa Ha
KOHTpOJIa BBPXY
uMITyscure™

Hapymenust Ha
HepBHAaTa
cucrema

I'naBoboine

Mo3BYHOCHI0B
WHIUIEHT

CepoTOHHHOB
CHHApPOM™*,
npeKoMepHa
JTHEBHA
cermBoct (I1J1C)
W emu30ou Ha
BHE3AITHO
3acnuBane (B3)*

Hapymenns na
o4uTe

KoHroHkTuBuT

Hapymenust Ha
YX0TO B
Ja0UPHUHTA

Bepturo

Chbpaeynn
HApYIIEHHS

AHTHHA IEKTOPUC

Hudapkr Ha
MHOKap/a

CbaoBu
HAPYIIEHHUSI

XwumeproHus™*

PecnimparopHu,
IPBAHU U
MeAHACTHHAJIHH
HApPYUIEHUsI

Punur

CroMamniHo-
YPEBHHU
HapyUIeHHUsI

dnaryneHnus

Hapymenust Ha
KOKaTa

HepmaTtut

BesukynoOynosze
H 00pHuB




Cucremo-opraned | MHoro yectu Yectu Heuectn C Hen3BecTHa
KJ1ac 4ecToTa
NMOJKOKHATA

ThbKaH

Hapymenus Ha MyckyHo-

MYCKYJIHO- ckeneTHa OoJka,

CKeJIeTHATA 0oJika BbB Bparta,

cucTeMa H apTpuT

CbeJMHUTEJIHATA

ThbKaH

Hapymenust Ha ITo3uBwu 3a

0bOpenuTe H ypUHHUpaHE

NHMKOYHMTE

'bTULIA

O0mu Bucoka

HapyLUeHUs U TeMmIeparypa,

edexTH Ha HEepasIoNoXeHue

MSCTOTO HA

NPUJIOKEHH e

*Bmkre Touka Omnucanue Ha I/I36paHI/I HCXCIIAaHU peaKIIuu

Jlonwasawa mepanus

TaONUYHUAT CIUCHK I0-10JIy BKIIIOUBA HEXKENaHU PEeaKLUH, KOUTO ca ChOOLIaBaHHU C [10-BUCOKA
4YecToTa, IPH NalKueHTH, MpreMalny 1 mg/neH pa3ariuivl B I1ane00-KOHTPOIMPAaHHU MPOYYBaHHS.

CyXO0Ta B yCTaTa

Cucremo- MHoro yecTn Yectu Heuectn C Heu3BecTHa
OpraHeH KJjac 4ecToTa
Heonua3mu — Koxen
HOﬁpOKa‘IECTBeH Menagom ™
u,
3J10Ka4YeCTBeHH
U HeomnpeaeJaeH!
Hapyumenus Ha Hamanen
MeTabd0Jm3Ma u aneTuT
XpaHeHeTo
Icuxuunn XanmronuHarummn*, O6’praHOCT PascTpoiicTBa Ha
HapyuIeHust aOHOPMHH KOHTpOJIa BBPXY
ChHHUILIA I/IMl'[yJ'ICI/ITe*
Hapymenns na | Jluckunesus Jucronus, Mo3byHOCHI0B CepoTOHHUHOB
HepBHATA CHH/IPOM Ha WHIUICHT CHHIpOM*,
cHucTemMa KapIlaJHUs KaHad, pekoMepHa
aTakcus JHEBHA
cermBoct (I1J1C)
U eNu301U Ha
BHE3AITHO
3acnuBane (B3)*
Cobpaeuynn AHTHHA IEKTOPUC
HapYIIEeHUs
CbaoBu OprocTrarnyna Xuneproaus™*
HApYUIEHUsI XHIIOTOHHSA™®
CroMaurno- AOoMuHaIHA
YpeBHHU OoJika,
HapyLIEeHUs KOHCTUIALu,
rajieHe u
MOBpPBIIAHE,




Cucremo- Mmuoro yecTn YecTn Heuectn C Hen3BecTHA
OpraHeH KJjac YecToTa

Hapymenns Ha O06puB
KOKaTa H
MOJKOKHATA
THKaH

Hapymenns Ha Aptpanrus,
MYCKYJIHO- Bonku BB Bparta
cKeJIeTHATA
cucTeMa H
CheJHHUTETHATA
TbKaH*

HN3zcaenBanus Hamaneno rerio

HapansiBanus, ITagane
OTpaBAHHUSA H
YCJIO3KHEH U,
BBb3HUKHAJIU B
pesyJiTaT Ha
HHTECPBCHIIUU

*Bmxkre Touka OnucaHnye Ha I/136p3.HI/I HEXCJIaHU pCaKINH

Omnucanye Ha U30paHu HEXETAHU PEAKIIUU

Opmocmamuuna XunomoHus

[Ipu 3acnenenu miane60-KOHTPOIUPAHU IIPOYUBAHUS C€ ChOOIIABA 3a TEXKKA OPTOCTATUYHA
XUNOTOHMA Ipu eauH yuacTHUK (0,3%) B paMOTO Ha JeueHue ¢ pa3ariiul (IIpoy4BaHUs Ipu
HPUIIOKEHHE KaTo JOMbJIBAILA TEPANUs) U HUTO €IUH B paMOTO Ha Inanedo. OCBeH TOBa JaHHUTE OT
KJIMHUYHOTO [IPOYYBaHe II0Ka3BaT, Y€ OPTOCTATUYHA XUIIOTOHUSI Bb3HUKBA Hall-uecTo Ipe3 IbpBUTE
JBa Mecella Ha JISYEHUETO C Pa3aruiuH U UMa TEHACHIY Jja HaMajsaBa ¢ BPEMETO.

Xunepmonus

Pazarunun nuaxubupa cenextuBHo MAO-B 1 He ce cBbp3Ba ¢ NOBUIIEHATa YyBCTBUTETHOCT KbM
THpaMUH NpH IToKazaHata 1o3a (1 mg/nen). [lpu 3acnenennTe miane60-KOHTPOINPAHH MPOYIBAHUS
(MoHOTepanus ¥ JOIBJIBAILA TEPAIlUs) He ce ChOOIIaBa 3a TeXXKa XUIEPTOHUS ITPH HUKOH OT
YYaCTHHUIUTE B paMOTO Ha JIEYEHHUE ¢ pa3arujivH. B mocTMapkeTHHroBHS MEPHOA NP MALMEHTH,
TpHEMAIH Pa3aTriIe, ca ChOOIICHH CITyJad Ha TIOBHIIEHO KPBBHO HAJISTaHE, BKIIOUHTEIHO B PEIKH
Cllyyall CEpUO3HM XUIIEPTOHUYHH KPU3H, CBBP3aHH ¢ yopTpeda Ha XpaHu, OoraTu Ha TUPAMUH, YHETO
KOJIMYECTBO € HEU3BECTHO. B MocTMapKeTUHIOBUs IEPUOA UMa €MH CIy4ail Ha MOBUIIEHO KPBBHO
HaJIsiraHe MpH NalKeHT, U3M0I3Bal OPTaIMUYHHUS Ba30KOHCTPUKTOP TETPAXUIPO30IHMHOB
XUIPOXJIOPU, JOKATO € IIpUeMall pa3aruivH.

Pazcmpoiicmea nHa konmpona évpxy umnyacume

CpoO0lILIeH € euH ciTydail Ha XUIIepCEKCYaTHOCT ITPH MOHOTEpamus B Iu1ane00-KOHTPOIUPAHO
npoyusane. CJI€HOTO € ChOOIIEHO B TOCTMAPKETHHIOBHUS [IEPUOJL C HEM3BECTHA YECTOTA:
KOMHyHCI/II/I, KOMHyJICI/IBHO Ha3apyBaHe, HepMaTI/IJ'IOMaHI/ISI, CI/IHIIpOM Ha JOIIaMHUHOBA IIPICperHaIIPISI,
Pa3CTPOMCTBO Ha KOHTPOJIA Ha UMITYJICUTE, UMITYJICHBHO NIOBEACHHUE, KICTITOMaHUsI, KpaxoOu,
HATPAIUTHBH MHCIIH, 00CECHBHO-KOMITYJICHBHO Pa3CTPOMCTBO, CTEPEOTHIIHS, Xa3apT, MATOJIOTHYHO
BJICUCHHE KBbM Xa3apTa, MOBUIICHO JUOUI0, XUITEPCEKCYATHOCT, ICUX0CEKCYATHO Pa3CTPONUCTBO,
CEKCYaJIHO HEMPUIIMYHO ToBeneHue. [TonoBruHara ot cho0mienure ciaydan Ha PKU ca oneHeHn KaTo
cepro3an. CaMo eIMHUYHM CITy9ad OT ChOOIICHUTE CIy9Ian HEe ca U3JIeKyBaHH [0 BPEMETO, KOTaTo €
CHOOIIIEHO 32 TAX.

Ilpexomepna onesna cvraueocm (I1JC) u enuzoou na enezanno 3acnusane (B3)

IIpekoMepHaTa THEBHA CHHIMBOCT (XHUIIEPCOMHUS, JICTAPTHS, IPEKaIeHa OTITyCHATOCT, BHE3AITHO
HETPEOI0JIMMO KETaHUE 32 ChbH, COMHOJICHTHOCT, BHE3aITHO 3aCIIMBAHE) MOTAT JIa CE TIOSABAT IIPH
MAIKUEHTH, IEKYBaHHU C JOTIAMHHOBH arOHUCTH W/WM JAPYTH JOTTAMHHEPTHYHH JIeKapcTBa. 3a Mo100cH



MOJIe]l Ha TIPEKOMEpHA THEBHA CHHJIMBOCT Ce ChOOIIaBa B IOCTMAPKETUHTOBHS MIEPUO]] IIPH
MPHUIIOKEHNE Ha Pa3aruvH.

Cro01aBa ce 3a ciryvau, IpH KOUTO MAIlMEHTH 3aCIHUBAT, TOKATO CE 3aHMMAaBaT C 00NJYaiiHU
€XeJTHEBHU JIEHHOCTH, KOTaTo Cca JISKYBaHH C pPa3ariiivH U IPYTH JOTIaMHUHEPTHYHH JIEKAPCTBEHH
NPOMYKTH. BBIIPEeKH, 4e MHOTO OT T€3H MAIMEHTH ca ChOOIIIITN 38 COMHOJICHTHOCT, JIOKATO ca Ha
JICYCHUE C Pa3aruiIvH 3a€{HO C JAPYTH JIOTIAMUHEPTUYHH JIEKAPCTBEHH MPOJYKTH, HIKOU OT TSX Cca
3a0eJsI3au, 4e He ca UMalId HUKaKBH MPeIyTpEeAUTETHA IPU3HALIN, KaTO HAIpUMep MpeKoMepHa
CBHJIMBOCT, 1 CMSTAT, Ye ca Omim OyTHM HEMOCPEACTBEHO Mpeau ChOUTHETO. 3a HAKOU OT TE3U
crOUTHS ce chOOIIaBa moeue oT 1 TOAMHA Clie]] HA4alo0TO Ha JICYEHUETO.

Xanroyunayuu

Bonecrra Ha Parkinson ce cBbp3Ba chc CHMITOMH Ha XaJTIONUHAINK H 00BPKAHOCT. Te3u cuMIIToMu
ca HaOJIIOaBaHHU CBILO B MOCTMAPKETHHTOBHS IIEPHO] IPU MAIIEHTH, CTPaJaly OT 00JIECT Ha
Parkinson u iekyBaHu ¢ pa3aruinH.

Cepomonunos cunopom

[pyu KIMHIYHATE MPOYYBAHMUS C pa3ariiINH HE € pa3pelleHa ChIIbTCTRAIIA yoTpeda Ha GIIyOKCeTHH
WU (PITyBOKCAMUH C Pa3aruivH, HO CICIHUTE aHTHJICTIPECAHTH U JO3U Ca Pa3pelleH: Ipu
NPOYYBAHUATA C PA3ATMIINH: aMUTPUNTHINH <50 mg/nHeBHO, Tpa3oxoH <100 mg/rHeBHO,
muratonpam <20 mg/nHeBHO, ceprpanuH <100 mg/nHeBHO 1 mapokceTnH <30 mg/aHeBHO (BK.
TouKa 4.5).

B MMOCTMApKETHHIOBUS IIEPUOI CE CT::O6II_IaBa 3a CJIy4an Ha MOTCHIUAJIHO JXMUBOTO3acTpalliaBalll
CCPOTOHHMHOB CUHAPOM, CBBP3aH C aXXHUTalus, 06’BpKaHOCT, PUTUAHOCT, MUPEKCHA U MUOKJIOHYC IIpU
ManueHTH, JICKYBaHU C aHTUACTIPECAHTH, MEIICPUANH, TpaMaa0J, METAaJOH WU HpOHOKCI/ICI)CH Ipu
ChbII'BTCTBAIIO JICYCHUE C pa3arujinH.

3noxauecmeen menanom

YecToTaTa Ha KOKEH MEJIAHOM TIPH I11ale00-KOHTPOIMPaHUTE KITMHUYHU poyuBanust € 2/380 (0,5%)
B IpyIaTa Ha JIedeHHue ¢ pa3aruiuH | mg KaTo JOMBJBAILO JEUSHHE KbM TepanusaTa ¢ JIeBO01a
crpsimo 1/388 (0,3%) B mtane6o rpymnata. B mocTMapKeTHHTOBHS TIEPUOJ] ce ChOOIaBa 3a
JOITBITHUTENHHU CIy4Yad Ha 3JI0Ka4eCTBEH MeJIaHOM. Te3H ciy4au ce CUMTAT 3a CEPHO3HH MPU BCHUKH
CHOOIIEHUS.

Cpo01aBane Ha MOJ03MPAHM HEKENAHN PEAKIIMH

Cro0IIaBaHeTo Ha MOJIO3MPAHN HEeXEIIAaHH PEAKIUH CIIe/] pa3pellaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. TOBa MM03BOJISIBA J]a MPOIBJIKK HAOJIOJICHUETO Ha ChOTHOIIICHUETO MOJI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEAMIIMHCKHUTE CIICIIMATIMCTH CE M3UCKBA J1a ChOOIIIaBaT BCKA
MOJI03MPaHA HEeXeTIaHa peakiys Ype3 HallMOHAIHA CUCTEMa 3a ChOOIaBaHe, IIOCOYCHA B

IIpunoxenue V.

4.9 Ipexo3upane
Cumnromu

JloknanBaHuTe CUMITOMM CJIE IIPEJO3UPAHE C Pa3arwiIvH IpU 1034, Bapupauu ot 3 mg no 100 mg,
BKJIIOYBAT XUIIOMAHHs1, XUIIEPTEH3UBHH KPU3H ¥ CEPOTOHHHOB CHHJIPOM.

[Ipeno3upaneTo MOXKe a ce CBbp)KE ChC 3HAUMMO HHXHOMpaHe kakto Ha MAO-A, taka u Ha MAO-B.
IIpu npoyuBaHe ¢ eIHOKpaTHA 1034, 34paBU 100poBoILHU ca npuenn 20 mg/aHeBHO, a Ipu
JIECETIHEBHO TIPOYYBaHe 3JIpaBU JOOPOBOJIIIH ca mpuemany o 10 mg/naeBHo. Hexxenanute peakiuu
ca OMITH JIEKH IO YMEPEHH U HECBBbP3aHU C JICYEHUETO ¢ pa3arujvH. B npoyuBaHus ¢ yBenuyaBalia ce
71032, TIPH AIHECHTH HA TIPOABIDKATEIH JICUSHHE C JIEBOJIOTA, preMarny 10 mg/neH pa3aruing, ca
JOKIIaIBaHH ChPACYHOCHOBU HEXKETAH! PEeaKUH (BKIIOUYUTEITHO XUIIEPTOHUS K OPTOCTATUYHA
XHUIIOTOHMSA), KOUTO ca OT3BY4allu ciie]l IpeKpaTsBaHe Ha JeueHneTo. Te3u CHMITOMH MOXe Jia ca
nonoOHM Ha HaOMoKaBaHUTE IpH HecenekTuBHUTE MAO nHXNONTOpH.
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JleueHue

He cpiiectByBa crienuduyen antuaoT. B ciyyaii Ha nmpego3upane, naiueHTHTe TpsdBa 1a Obaat
MOHHMTOPHPAHH U JIa Ce Ha3HAaYM MOAXO/ISIa CHMITOMATHYHA U TTOIbpPIKAIlla TeParTHs.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 dapMakoANHAMHYHH CBOICTBA

®dapMakoTepaneBTHYHA TpyIa: AHTHIIAPKUHCOHOBH JIEKaPCTBA, UHXUOUTOPH Ha
MoHoamMuHookcHuaaszaTa Tun B, ATC-kox: N04BD02

Mexann3bsM Ha ASHCTBUE:

JlokazaHo e, 4e pazarwiuH e MolneH, Heoopatum MAO-B cenexTBeH HHXHOUTOP, KOWTO MOXKE a
MPEIN3BUKBA YBEIHMUCHIE HA eKCTPAIENyIapHATE CTOWHOCTH Ha IOTIAMUH B CTpHATyMa.
VYBennueHOTO KOJIMYECTBO Ha I0NaMUH U TOcje/[BallaTa yBeJnueHa JoaMIHEPIMyHa aKTUBHOCT
BEPOSITHO MEIMUPAT OIarONpUsATHA €EKTH Ha Pa3ariiiiH, HA0II0JaBaH! TIPH MOJISIIH Ha
JOTIAMHHEPTHYHA MOTOPHA JUC(HYHKIIHS.

1-aMHHOWH/IaH € aKTUBEH OCHOBEH MeTabouuT U He € MAO-B nnxuburop.
Knuauyna egukacHocT ¥ 6e300acHOCT

EdukacHocTTa Ha pa3arwinH € Oujla yCcTaHOBEHA B TP NPOYYBaHMA: KaTO MOHOTEpanus Ipu
npoyuBaHe | u kaTo JombJiBalia Tepanus KbM Jiesogona npu npoyusanus II nlll.

Monomepanus

[Ipu npoyusane I, 404 nanuenTa ca OMIM paHIOMU3UPAHH B TPYITH, IPUEMAIH CHOTBETHO IUIane0o
(138 marmuenTa), pasarwimH 1 mg/nHeBHO (134 manuenTa) WM pasaruwinH 2 mg/aHeBHo (132
MalKeHTa) B MPOABIDKeHNE Ha 26 ceAMUIH, 03 aKTHBHO BELIECTBO 33 CPaBHEHHE.

B ToBa nmpoyuBaHe OCHOBHHS TOKa3aTel 32 e(hUKACHOCT € OWII MPOMSIHATA CIIPSIMO M3XOJIHUTE
CTOMHOCTH Ha 0o0mmus pe3ynTar no YHudunupanata Ckaja 3a oueHka Ha bonecrra Ha Parkinson
(UPDRS, gactu I-11I). PaznukaTa Ha cpegHaTa mpoMsiHa CIIpsIMO M3XOJTHUTE CTOMHOCTH KbM CeIMHUIIA
26/mpekparsBane Ha nedeHuero (LOCF, I[Tocnenno HaOmoneHne peHeceHo Harpen) e Ouna
cratuctuuecku 3Hauuma (UPDRS, vactu I-111: 3a pasarmiun 1 mg, cpaBHeHo ¢ mianebo -4,2, 95 % CI
[-5,7, -2,7]; p<0,0001; 3a pazarwimH 2 mg cpaBHEeHO ¢ wianedo -3,6, 95 % CI [-5,0, -2,1]; p<0,0001,
UPDRS Motor, gacr II: 3a pazarunun 1 mg, cpaBHeHo ¢ miarebo -2,7, 95 % CI [-3,87, -1,55];
p<0,0001; 3a pazarnnma 2 mg cpaBHEHO ¢ Tutanedo -1,68, 95 % CI [-2,85, -0,517]; p=0,0050).
EdektsT € 611 oueBueH, Makap U CbC CKPOMEH Mallad MpH Ta3| MOIMyJIaNus OT MAIUEHTH C JIEKO
3a0oisiBaHe. Y CTaHOBEHO € 3HAYUMO U OJIarONpHUsSTHO MOBIIMSBAaHE BHPXY Ka4eCTBOTO Ha JKUBOT
(oueneno o PD-QUALIF ckanara).

Honvneawa mepanus

[Ipu npoyusane II, manuenTuTe ca OMIM paHIOMU3UPAHH B TPYIIH, IPUEMAI CHOTBETHO IL1aledo
(229 manuenTa), paszarwinH 1 mg/maeBHO (231 nanueHTa) win THXUOUTOP Ha KaTeXxos-O-MeTh
tpancdepazata (COMT), enrakanon 200 mg, nmpuiiarad €THOBPEMEHHO C JICBOJIOMA B TO3H IO CXeMa
(LD)/nexap6oxcunazen nHxuouTOp (227 marpenTa) B npoapibkenne Ha 18 ceqmunu. [punpoyuBane
111, marteHTHTE Ca OMIM paHJOMH3HMPAHH B TPYIH, MPHEMAIN ChOTBETHO Iutane6o (159 manwnenra),
pazarunuH 0,5 mg/maeBHo (164 nanuenra) unu pazaruiud 1 mg/nueBno (149 manuenTa) B
MpOABIDKEHNE Ha 26 CEAMHUILIN.

HpI/I JABETC U3CJICABAaHNA OCHOBHHMS ITIOKA3aTCII 3a C(i)I/IKaCHOCT e oun IIpoOMsiHaTa B CPEAHUA 6p01\/'I

yacoBe (M3X0JIeH crpsaMo JeuebeH nepuon), npekapanu B "OFF" chcrostHue npes neHs (onpenensHe ¢
"24-gacoBu" OMaNIHK JHEBHUIIN, TIOMBJIBAHU 110 3 JTHU IIPEIN BCSKA BU3NTA 32 OLIEHKA).
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IIpu npoyusane Il cpeqnara pa3nuka B 6post yacose, npekapanu B "OFF" cwcTosiHME, CpaBHEHO C
rtane6o e ouna -0,78h, 95% CI [-1,18, -0,39], p=0,0001. CpeaHoTo 00110 JTHEBHO HAMAJICHUE B
“OFF” Bpemero e O6mio cxoaHo npu rpymara Ha eHtakanos (-0,80h, 95% CI [-1,20, -0,41], p<0,0001)
CIIPSIMO TOBA, HAOJIIOIaBaHO MpH rpynata Ha 1 mg pasarmwmuH. B npoyusane 111 cpennaTa pasnuka,
cpaBHeHa ¢ maiebo e ouna -0,94h, 95% CI [-1,36, -0,51], p<0,0001. ITpu rpynara Ha 0,5 mg
pa3aruwivH ChIIO € OMI0 HaOMI0AaBaHO CTATUCTUYECKH 3HAYMMO MO00pEeHHe CpsAMO Iuianedo,
Makap ¥ CTEeleHTa Ha MoJ00peHHeTo a e Ouia mo-mManka. JJocTOBepHOCTTa Ha pe3yJITaTUTe, Kacaelln
I'bpBUYHATa KpaiiHa TOYKa 3a e()UKaCHOCT, € Oujia OTBBPECHA OT ChBKYIHOCT OT ONBJIHUTEIHU
CTaTUCTUYECKH MOJETH U € Omia nemoHctpupana B Tpu koxopTa (ITT /c HamepeHue 3a nedeHue/, Ha
MIPOTOKOJI U 3aBBPIIMIN IPOYYBAHETO).

BropuunuTte nokaszartenu 3a e(hUKaCHOCT BKJIFOUBAT 00IIa OllEHKA Ha TOJA0OPEHUETO OT
nscienoBarens, pesynrat o CyOckanara 3a ExxeqneBHu neitHoctu (Activities of Daily Living
(ADL) subscale) npu OFF u UPDRS motor npu ON. Pa3arunuH e nokasaj CTaTUCTHYECKH 3HAYUMHU
MIOJI3H CHPSAMO Tu1aneoo.

5.2 dapMaKOKMHETHYHH CBOICTBA

Pe3opoOuus

Pazarmmmn ce pesopbupa 6bp30, JOCTHraiku MaKCUMalTHa KOHIIeHTpanus B masmarta (C,,,,) 32

npubnusutenno 0,5 yaca. AOcoroTHaTa OMOHAIMYHOCT Ha €JHOKpATHATa 1032 pa3arwjivH € OKOJIO
36%.

ITpuemsbT Ha XpaHa He Biuse Ha T,,, Ha pa3aruinu, Bbrupeku ue C,,, u excrosunusta (AUC) na
crajgat npubIU3UTEIHO ChOTBETHO ¢ 60% 1 20%, KoraTo JeKapCTBeHUs MPOAYKT ce IpueMa ¢ XpaHa,
Oorara Ha Ma3HUHMU.

Toit kaTo AUC He ce NoBJIKSABa 3HAYMMO, Pa3arkjMH MOXe Jja ce IpreMa ¢ Win 0e3 XpaHa.
Pasnpenenenue

CpenHuat o0eM Ha pasnpeneneHue, clie/l eIHOKpaTHaTa MHTPaBeHO3HAa J103a pa3aruiuH e 243 1.

CBBP3BAHETO C MIAa3MEHHTE TIPOTEHHH, CJIe/l eIHOKpaTHATA TlepopaHa 103a Ha *C-6ensasan
pazarunuH e npubnausurenano 60 xo 70%.

Buorpanchopmarnms

[Ipenu exckpenus pa3arwivH NPETHPIBA MOYTH IIbJIHA OnoTpaHchopmays B uepHUs apod.
MeTabonm3MbT Ha pa3aruiiiH MPOTHUYA MO J1BA TIaBHU BT N-JIealKUINpaHe u/iiu
XUJAPOKCHUIIUPAHE JI0 TIOTyYaBaHe Ha: |-aMHHOMHAAH, 3-Xxuapoku-N-npornapri- | aMuHOMHAAH U 3-
XUAPOKH-1-aMuHOMHaH. EKCIIEpUMEHTH in vitro codar, ue U JIBaTa MbTs Ha MeTabonu3Ma Ha
pazarmiuH 3aBucsT oT nutoxpoM P450 cuctemara, kpneto CYP1A2 e OCHOBHUST H30€H3UM,
BKJIIOUEH B MeTa00JIM3Ma Ha Pa3arwiivH. Y CTAHOBEHO € ChII0, Y€ KOHIOTAIUITa HA pa3ariiiii U
HETOBUTE METa0OJIMTH € OCHOBEH BT 3a EJIMMHUHUPAHE, BOJIENI 10 00pa3yBaHe Ha INIIOKYPOHUIHTE.
ExcniepuMeHTHTE ex Vivo U in Vitro IOKa3Bar, ue pa3arwjivH He € HUTO UHXUOUTOP, HUTO UHIYKTOP Ha
ocHoBHUTe CYP450 en3zumu (Bxk. Touka 4.5).

Ennvmunanpane

Criest epopaliHo npusioskenue Ha '*C-6elis3aH pa3aruinH, OCHOBHHUS T HA ETMMUHUPAHE € C
ypuHarta (62,6%), a Bropuunus ¢ ¢pexanuure (21,8%), ¢ mbiaHO Bh3CcTaHOBsIBaHE Ha fo3ata 84,4% 3a
nepuoj ot 38 nuu. Ilo-manko ot 1% pa3aruinmH ce eKCKpeTupa KaTo HEIIPOMEHEH MIPOAYKT B
ypHHATA.
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JIMHENHOCT/HENMHEHHOCT

dapMaKkOKMHETHKaTa Ha pa3ariwvH € JIMHEHHA Ipy 1034 B Auana3oHa ot 0,5-2 mg npu nmauueHTH ¢
6onect Ha Parkinson. Tepmunanaust noxyxusor e 0,6-2 yaca.

YepHoapoOHO YBpEKAAHE

[Ipu yuactHHIH ¢ neko yepHoapoOHO yBpexaane, AUC U Cpax € yBemuuaBaT cboTBeTHO ¢ 80% u
38%. IIpu yyactHHLIU ¢ yMepeHo yepHoApoOHO yBpexkaaHe, AUC u Cpax ce yBeauyaBaT CbOTBETHO C
568% u 83% (Bxk. TOuKa 4.4).

Br0OpeyHo yBpexaane

DapMaKOKMHETHYHUTE XapaKTePUCTUKH Ha pazartini npu ydactHuim ¢ jgexo (CLcr 50-80 ml/min) u
ymepeno (CLcr 30-49 ml/min) 650pedHo yBpeKaaHe ca CXOTHH C Ta3U IPH 3IPaBH YYaCTHHIIM.

Crapuecka Bb3pacT

Bb3pacTTa MMa Manko BIUsSHAE BEPXY (hapMaKOKHHETHKATa Ha Pa3ariiIMH NPY MAlUSHTH B cTapyecKa
BB3pacT (>65 rogunun) (Bxk. Touka 4.2).

53 IpeaxkAMHUYHM JaHHU 32 6€30MACHOCT

HexnuHuYHUTE AaHHU HE NTOKa3BaT 0cOOEH PHUCK 3a Xopa Ha 0a3aTa Ha KOHBEHIIMOHAIHUTE
(hapMakoIOrMYHH MPOYYBaHUS 3a 0€30MaCHOCT, MPOYYBAHUA 32 TOKCHYHOCT P MHOTOKPAaTHO
[puIarase, reHOTOKCUYHOCT, KaHIIEPOI'€HHOCT, PENPOAYKTUBHA TOKCHYHOCT U TOKCUYHOCT 32
Pa3BUTHETO.

PazarwimH He € IposBUIJI TeHOTOKCHYEH IMOTEHIAAN 71 Vivo, KaKTO U IIPU HAKOJIKO in Vitro CHCTEMH C
U3MO0JI3BaHETO Ha OaKTepuu UK XemaTonuTy. IIpu Hanu4yue Ha MEeTabONUTHO aKTUBUPAHE pa3arkinH
€ HHIyIHpal yBeJIHICHHE Ha XPOMO30OMHHTE a0epaluy MpH KOHIIEHTPAIIUH ChC CBPBX
[IUTOTOKCHYHOCT, KOUTO Ca HEJOCTHKUMH P KIMHIUYHNUTE YCIOBHUS HayHoTpeOa.

PazarmimH He € IposSBIII KapIEpOTeHHU CBOWCTBA Y TUThXOBE IPY CUCTEMHA KCIIO3HUINS B 1031 84 -
339 mbTH MO-BUCOKH OT OYAKBAHUTE IIa3MEHH €KCIIO3HULIUH IIPH Xopa mpH 1o3a 1 mg/nueBHo. [Ipu
MUIIKH, YBEIMYCHO Pa3IpocTpaHeHHe Ha KOMOMHHPAH OpOHXHOIapeH/aIBeoIapeH aJeHOM H/MIN
KapLUHOM € OMJI0 HaOJII0JaBaHo MPH CUCTEMHA KCIIO3UIHA B 103U 144 - 213 mbTH MO-BUCOKH OT
OUYaKBaHMTE IJIA3MEHHU €KCIIO3ULIMU NP X0pa Ipu 1o3a 1 mg/aHeBHo.

6. DAPMAIIEBTUYHU JAHHU
6.1 CnuchbK HA IOMOUIHUTE BelllecTBA
MukpokpucTaliHa 1enyo3a

Bunena kncennaa

apeBuuHO HuUIIECTE

[IpexenaTHHU3NPAHO APEBUYHO HUIIECTE
Tank

CreapuHOBa KHCETMHA

6.2 HecpBMecTHMOCTH

Hemnpunoxumo.
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6.3 CpoK Ha roAHOCT
30 mecena

6.4 Crnenua/aHu ycJ0BHs Ha ChbXpaHeHUe

Ja He ce chxpaHsIBa HaJ 25°C.
6.5 JlaHHM 32 omaKOBKAaTa

biuctepu ot oPA/AI/PVC/AL Onakosku 1o 7, 10, 28, 30, 100 mnu 112 tabneTku

Bimcrepu or PVC/PVDC/AL. OnakoBku 1o 7, 10, 28, 30, 100 wiu 112 tabneTku.

Iepdopupanu eqromo3osu oauctepu ot PVC/PVDC/AL OnakoBkumo 7 x 1, 10x 1,28 x 1,30 x 1,
100 x 1 sy 112 x 1 Tabnerku.

He Bcuvku BUIOBE OMIAKOBKM MOTAT Jia OBbJIAT MyCHATH Ha Ia3apa.
6.6 CrnenynajaHu npeana3Hu MEPKH NPH U3XBBPJIsSTHE

Hsma crienuaiHy H3UCKBaHUS.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart,

Dublin 15,

DUBLIN

Wpnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIHOTPEBA

EU/1/16/1090/001 (7 Tabnerku - oPA/alu/PVC/alu)
EU/1/16/1090/002 (10 tabnetku - oPA/alu/PVC/alu)
EU/1/16/1090/003 (28 tabnetku - oPA/alu/PVC/alu)
EU/1/16/1090/004 (30 tabnetku - oPA/alu/PVC/alu)
EU/1/16/1090/005 (100 Tabnerku - oPA/alu/PVC/alu)
EU/1/16/1090/006 (112 Tabnetku - oPA/alu/PVC/alu)
EU/1/16/1090/007 (7 Tabnetku - PVC/PVDC/alu)
EU/1/16/1090/008 (10 tabnerku - PVC/PVDC/alu)
EU/1/16/1090/009 (28 tabnerku - PVC/PVDC/alu)
EU/1/16/1090/010 (30 Tabnerku - PVC/PVDC/alu)
EU/1/16/1090/011 (100 tabnetku - PVC/PVDC/alu)
EU/1/16/1090/012 (112 tabnetku - PVC/PVDC/alu)
EU/1/16/1090/013 (7 x 1 tabnerku - PVC/PVDC/alu)
EU/1/16/1090/014 (10 x 1 tabnerku - PVC/PVDC/alu)
EU/1/16/1090/015 (28 x 1 Tabnetku - PVC/ PVDC/alu)
EU/1/16/1090/016 (30 x 1 Tabaerku - PVC/PVDC/alu)
EU/1/16/1090/017 (100 x 1 Tabnerku - PVC/PVDC/alu)
EU/1/16/1090/018 (112 x 1 tabnerku - PVC/PVDC/alu)
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9. JATA HA I'bPBO PASPEIIABAHE/IIOJJHOBABAHE HA PASPEIIEHUETO
3A YIIOTPEBA

Jata Ha mbpBo pazpemaBane: 04 Anpun 2016
[ara Ha nociieano nogHosseane: 20 HoemBpu 2020 .

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[onpoOua uHpopManus 3a TO3M JEKapCTBEH MPOIYKT € MpeoCcTaBeHa Ha yeOcaiita Ha EBpomnelickara
areHIus 1o JeKapcTeaTa http:/www.ema.europa.eu.
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NPUJIO)KEHMUE 11

MMPOU3BOJUTEJI(M), OTTOBOPEH(HU) 3A OCBOBOXJABAHE HA
MAPTHU AN

YCJ0BUA NI OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JAPYT'HU YCJIO0BUA U UH3NCKBAHUA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJ0BUA NN OTPAHUYEHUA 3A BE3OITACHA U EOEKTUBHA
YIHOTPEBA HA JIEKAPCTBEHUS NIPOAYKT
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A. TMPOU3BOIAUTEJ (M), OTTOBOPEH(HHN) 3A OCBOBOXKIABAHE HA TIAPTUIN

HMe u agpec Ha IpOU3BOAUTEISI(UTE), OTTOBOPEH(HHU) 3a 0CBOOOK/IaBaHE HA MAPTUANTE>

Synthon Hispania S.L.

C/ Castelld nol, Pol. Las Salinas

08830, Sant Boi de Llobregat, Barcelona
Ucnanus

Mylan Hungary Kft
Mylan utca 1
H-2900 Komarom
VYHrapus

Synthon s.r.o
Brnénska 32/¢p. 597
678 01 Blansko
UYemrka perryonuka

IleyaTHaTa MUCTOBKA Ha JICKApCTBCHUS IIPOAYKT TpH6Ba Ja CbAbpiKa UMETO U aApeca Ha
TIPOU3BOAUTEIISL, OTTOBOPEH 3a OCBO60)KIIaBaHCTO Ha CbOTBETHATA IMapTHUIA.

b. YCJIOBHUA NN OTPAHUYEHNA 3A TOCTABKA U YIIOTPEBA

JlexkapCTBEHUSAT MPOAYKT C€ OTITYCKA IO JEKAPCKO MPEANUCAHUE.

B. JPYI'U YCJOBHUSA U N3BUCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. IHepuoauynu akTyaJu3upanu 1okjaaam 3a 6esonacuoct (ITADB)

WznuckBanwmsra 3a nogaBane Ha [TIAJ[b 3a To31 nekapcTBeH MPOIYKT ca IOCOYEHHU B CIIHCHKA C
pedepentnute natu Ha EBponeiickust cbio3 (EURD cnuchk), npenBuaex B wi. 1078, an. 7 oT
HupextuBa 2001/83/EO, 1 BB BCUUKH CJIe/IBaIl aKTyaJIN3alllH, ITyOJIMKYBaHU HA €BPOIICHCKHUS
yeOmopTali 3a JeKapcTBa.

r. YCJI0BUA NN OT'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA ITPOAYKT

. Ilnan 3a ynpasienue Ha pucka (ITYP)

ITputexxaTensat Ha pasperieHuero 3a ynorpeba (IIPY) TpsodBa na u3BbplBa U3UCKBAHUTE JEHHOCTH U
JeUCTBUS, CBBP3aHH C NIPOCIesIBaHE HA JEKapCTBEHATa 0€30MacHOCT, TOcoueHU B o00penus [1YP,
npezcTaBeH B Moy 1.8.2 Ha paspelieHneTo 3a ynorpeba, KakTo U BbB BCUUKH CIIEJBALY 0J0OpPEHH
aktyanu3anuu Ha [TYP.

Axrtyanusupat [IYP tpsiOBa na ce monasa:
e 110 uckae Ha EBpormeiickaTa areHuus 10 JIEKapcTBaTa;
e BHHArW, KOraTo ce M3MeHs CUCTeMara 3a yIpaBleHHe Ha prcKa, 0COOCHO B pe3yiTaT Ha
[I0JIy4aBaHe Ha HOBa MH(pOpMaLus, KOSTO MOXeE J1a 10BeJle 10 3HaUUMU [IPOMEHHU B
CHOTHOILIEHHETO MOJI3a/PUCK, WK CIIe/ JOCTUTaHE Ha BayKeH eTarl (BbB BPb3Ka ¢

IpocCiICAsIBaHC Ha JICKApCTBEHATAa 0€e30MacHOCT WIIH CBCIKIaHE HAa pUCKa 10 MI/IHI/IMYM).
17



IMPHUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. TAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPSABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUA 3A BJIMCTEPU

1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

Pazarunun Viatris 1 mg Tabnerkn
pa3arwini

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TabneTka chabpxKa pa3ariiidH TapTapar, CbOTBETCTBALIO Ha 1 mg pa3arwivH

‘ 3. CIIUCBK HA ITIOMOIIIHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Tabnerka

7 TabNeTKN

10 TabmeTku

28 TabireTku

30 TabmeTku

100 TabmeTku
112 Tabmerku

7 x 1 Tabnerku
10 x 1 TabneTkn
28 x 1 TabneTkn
30 x 1 Tabnerkn
100 x 1 TabmeTkn
112 x 1 Tabnerkn

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXK/IAHE

IIpenu ynorpeda npodereTe JUCTOBKATA.
IlepopanHo npuioKeHHE.

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, UE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IOTJVIEJA U TOCET' A HA JIELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBHITHO 3a AC1a.

‘ 7. APYI'U CHEOUAJIHUA NPEAYIIPEXKXIEHUS, AKO E HEOBXOJNMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HATOJHOCT

T'onen no:
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‘ 9. CIIEIUAJIHU YCJIOBUS HA CbXPAHEHWE

Jla He ce chXpaHsBa Hall 25°C.

10. CHENUWAJIHM IIPEAITA3HU MEPKU ITPU U3XBBPJIISSTHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIHAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKNBA

11. HUME U AIPEC HA TIPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart,

Dublin 15,

DUBLIN

Wpnannusa

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/16/1090/001 (7 Tabnerku - oPA/alu/PVC/alu)
EU/1/16/1090/002 (10 tabaetku - oPA/alu/PVC/alu)
EU/1/16/1090/003 (28 tabaerku - oPA/alu/PVC/alu)
EU/1/16/1090/004 (30 tabaetku - oPA/alu/PVC/alu)
EU/1/16/1090/005 (100 Tabnerku - oPA/alu/PVC/alu)
EU/1/16/1090/006 (112 tabnetku - oPA/alu/PVC/alu)
EU/1/16/1090/007 (7 Tadbnetku - PVC/PVDC/alu)
EU/1/16/1090/008 (10 tabmetku - PVC/PVDC/alu)
EU/1/16/1090/009 (28 tadnetku - PVC/PVDC/alu)
EU/1/16/1090/010 (30 tabmetku - PVC/PVDC/alu)
EU/1/16/1090/011 (100 tabnetku - PVC/PVDC/alu)
EU/1/16/1090/012 (112 tabnetku - PVC/PVDC/alu)
EU/1/16/1090/013 (7 x 1 Tabnerku - PVC/PVDC/alu)
EU/1/16/1090/014 (10 x 1 Tabmerku - PVC/PVDC/alu)
EU/1/16/1090/015 (28 x 1 Tadbnetku - PVC/ PVDC/alu)
EU/1/16/1090/016 (30 x 1 Tabnerku - PVC/PVDC/alu)
EU/1/16/1090/017 (100 x 1 Tabmetku - PVC/PVDC/alu)
EU/1/16/1090/018 (112 x 1 Ta6metku - PVC/PVDC/alu)

13. HNAPTHUJAEH HOMEP

[Maptuna:

‘ 14. HAYMH HA OTITYCKAHE

| 15.  VKA3AHUS 3A YIIOTPEBA
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16. HWH®OPMAIIMS HA BPAMJIOBA A3BYKA

Pazarunun Viatris

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JIByn3MepeH 0apKoJ ¢ BKIFOYCH YHUKAICH HICHTU(PHKATOD

‘ 18. YHUKAJIEH HIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABP/KAT BJIUCTEPUTE NJIEHTUTE

BJINCTEP

1. HUME HA JIEKAPCTBEHUSA NTPOAYKT

Pazarunun Viatris 1 mg tabnetku
pasarminH

2. HUME HA IMTPUTEXXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

ViatrisLimited

‘ 3. JATA HA U3TUYAHE HA CPOKA HATOJHOCT
EXP
4. IMAPTUJAEH HOMEP

Lot

5.  JIPYro
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b. JUCTOBKA
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JlucroBka: uHGopManus 3a NaueHTa

Pazarmnun Viatris 1 mg Tabaerkn
pasarmnuH (rasagiline)

IIpoyeTeTe BHMMATEIHO LSAJIATA JJUCTOBKA, PEAH /1a 3aNI0YHETE 1a pHeMaTe TOBA JeKapCTBO,

Thil KaTO TH ChAbPiKa Ba:xkHa 32 Bac nngopmanus.

- 3amasere Ta3u JMCTOBKAa. MosKe /1a ce HaJIOKH J1a 51 IPOYETETE OTHOBO.

- AXxo nMmare HJIKaKBH JOII'BJIHUTENIHHU BBIIPOCH, IoNUTaiiTe Bammus nexap niu gapmanesT.

- Tosa nexapceTBo € npeanucano JndHo Ha Bac. He ro nmpeorcTonBaiite Ha Apyru xopa. To Moxe
Jla UM HaBpeIy, HE3aBUCUMO Y€ IIPU3HALUTE Ha TAXHOTO 3a00JBaHe ca ChIIUTE KaTo Bammure.

- AKO TOITyYuTe HIKaKBH HEXXEIaHU peakiuy, yBegomere Barms sekap wim papmarest. ToBa
BKJIFOUBA M BCHUKH BB3MOKHU HEKEIAHU PEAKIIMH, HEONIMCAHM B Ta3U JIUCTOBKA. Bikre TOUKa
4.

B Ta3m a1ucroBKa:

KakBo npencraBnsaBa Pasaruwiun Viatris 1 3a KakBO Ce M3M0JI3Ba
KakBo Tpsi0Ba na 3Haere, npeau aa npuemere Pazarunun Viatris
Kak na npuemare Pazarmiun Viatris

BB3MOKHY HEXENaH! PEaAKIUH

Kak na cexpansBare Pazarunun Viatris

ChbaspikaHre Ha ONTAKOBKATA M JOMBIHUTEHA HHDOpMAIHS

SR LN

1. Kakgo npencraBasBa Pazarmiun Viatris 1 mg TadieTkn u 3a KakBo ce H3M0J3Ba

Pazarunus Viatris cbbpka akTHBHOTO BELIECTBO Pa3arujMH U c€ M3II0JI3BA 3 JICUEHUE Ha
[TapxuHCOHOBaA OOJIECT MpH BB3pacTHU. To# MOXe J1a ce N3Mou3Ba ¢ Win 06e3 JieBogona (Ipyro
JIeKapCcTBO, KOETO ce M3I0JI3Ba 3a JieueHue Ha [lapkuHcoHoBa 6oect).

HpI/I HapKI/IHCOHOBaTa OoJtecT Mma 3ary6a Ha KJICTKH, IIPOU3BEK AN JOIIaMHUH B MO3bKa. I[OHaMI/IH”bT
€ XUMHYCCKO BCIIECCTBO B MO3bKa, KOCTO Y4aCTBAa B KOHTPOJIa HAa ABMXKCHHUATA. Pazarunmun Viatris
crioMara 3a yBeJIM4aBaHC U MOJAABPIKAHE HAa KOJIMYCCTBOTO HA JOITaMHH B MO3bKa.

2. Kakso Tps0Ba 1a 3Haete, npeau Aa npuemete Pazarnaun Viatris

He npuemaiite Pazarniaun Viatris:
- aKo CTe aJIeprMYHM KbM Pa3arujlH WX KbM HIKOSA OT OCTAaHAJIUTE ChbCTABKH HA TOBA
JIeKapcTBO (M30pOEHH B TOYKA 6).
- aKo cTpajare OT TeXKH MPoOdJIeMu ¢ YepHHS APOO

Jokaro npuemare Pazarunun Viatris, He npueMaiTe ClIeIHUTE JICKaPCTBA:

- mHXHOMTOpH Ha MOHOaMHHOOKcHa3aTa (MAO) (Hanpumep 3a JiedeHre Ha AeTIpecrs Win
[TapkuHCOHOBa OOJIECT WIIK 32 KAKBOTO U JIa OMIIO APYTO NMOKa3aHUE), BKIFOYHTEIHO
JieKapcTBa U OMIIKOBH MPOAYKTH 0€3 pelenTa, HapuMep JKbJIT KAHTapHOH.

- TmeTuauH (CHIHO 00e300JIBAaIo).
Tps0Ba na n3zuakare nmone 14 qHU ciex cnupaHe Ha jJedeHueTo ¢ Pazarnimn Viatris, 3a 1a 3armoyHere
nedenue ¢ MAO HHXUOUTOPY WK TIETUUH.

[penynpexaeHus: U nMpeana3Hu MEPKH
I'oBopere ¢ Bamms nekap wim papMareBT, mpean na npueMere Pasarunmn Viatris
- aKO MMAarTe HIKaKBU YEPHOJPOOHH HAPYIICHUS
- aKo MMare HJIKaKBU CbMHHTEIHH KOXHU mpoMmeHH. JleueHnunero ¢ Pasarmnmmn Viatris Mmoxe na
MTOBUIITN pHUCKa OT Pa3BUTHEC HA PaK Ha KOXKATa.
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WNudopmupaiite Bammust nexap, ako Bue nnu Bamero cemeiicTBo/HSIKO#, KOHWTO ce rprku 3a Bac
3a0elexy, Ye 3aroyBare Ja IbpKUTe HeOOMYaHO, TPHU KOETO HE MOXKETE A3 YCTOUTE Ha MIOPUBH,
NOATHLU UM HETIPEOA0JIMMO JKeJIaHUe J]a U3BBPILINTE ONPEeAEICHU BPEAHN UK NaryOHu JeiicTBUs
cpsaMo cebe cu uin apyrute. Te ce HapuuaT pa3cTpoiCcTBa BbpXY KOHTpoJa Ha ummysicute. [lpu
NanyeHTy, npueMainy Pasarunun Viatris u/unu Apyru JekapcTBa, U3M0JA3BaHH 32 JIEUCHUE Ha
[TapxuHCOHOBaA OOJECT, ca HaOIIOIaBaH! TIPOSIBM HA TTOBEIEHUE KAaTO HEMPEOJOIUMH UMITYJICH,
HaTPAIUIMBU MUCIH, IPUCTPACTIBAHE KBM Xa3apTa, IPEKOMEPHO XapyeHe, UMITYJICUBHO MOBEACHHUE U
HEOOMYalHO MOBHUILIEHO CEKCYaJIHO JKEJIaHUE UM YBEIMUYEHU CEKCyaJlH MUCIHU U 1yBCTBA.
Bammusar nexap Moxe Ja pens 1a KOpUrupa ao3aTa Wiy Jia cripe npuemMa Ha JeKapcTBOTO (BUKTE
TouKa 4).

Pazarunun Viatris Moxe /1a npeau3BUKa CHHIMBOCT U 1a By Hakapa BHE3amHO J1a 3aCIHTE [0 BpeMe
Ha ©KeTHEBHUTE CH IEHHOCTH, 0COOEHO, aKO TIpHeMate JPYTH JOTaMHHEPTUIHH JIEKApCTBECHH
NPOAYKTH (KOUTO Ce U3MOI3BAT 3a JieueHUueTo Ha [lapkuHcoHOBa Oonect). 3a moBeue nHpopManus,
Mo, BrkTe Touka lllopupane n pabora ¢ MamuHy.

Jleua u roHomIM
Hsama croTBeTHa ynorpebara Ha Pazarunun Viatris ipu fena v oHomu. 3aToBa Pazarunus Viatris He
ce mpernopbyBa 3a ynorpeda npu Bs3pact noa 18 roauHu.

JApyru nekapcrea u Pazarmnun Viatris
Tpsa6Ba na kaxere Ha Bamus nexap uin papmaneBTt, ako IpuemMare, HACKOPO CTe MPHEeMald WM €
BB3MOJXKHO J1a TIpUeMaTe JpyTH JeKapCcTBa.

[NowuckaiiTe cbBeT OT Bamust jekap, mpeu 1a NpueMeTe CISTHUTE JIKapCTBa SHOBPEMEHHO C
Pazarunun Viatris:

- OmpeneneHu aHTUACTIPECAHTH (CEIEKTUBHE HHXUOUTOPH Ha 0OPaTHOTO 3aXBalllaHe Ha
CEpOTOHMHA, CENICKTUBHYA MHXUOUTOPH Ha 00PaTHOTO 3aXBalllaHEe HA CEPOTOHHH-
HOpaIpeHATNH, TPUIMKINYHN WM YeTUPUIIUKINIHN aHTHICTIPECAHTH )

- aHTHOMOTHKA NUTPOQIOKCAIINH, KOWTO Ce U3MOJI3Ba CPEIly HHPEKIIHN

- MOATHCKAIIOTO KallLTHIIATa JIEKapCTBO AEKCTpoMeTopdhan

- CHMIIATHKOMHMETHIIU KaTo TE3H, ChIbPKAIIM CE B KAITKU 32 0YH, HA3THUTE HITH MEPOPATHU
JICKOHTECTAHTH, KAKTO U JICKAPCTBA CPEILy MPOCTYAa, ChIbPXKAIIU PESAPUH UIH
niceBaoedeapuH.

Tps6Ba na ce nzdsrea ynorpedara Ha PazarmimH Viatris 3aeJHO ¢ aHTHICTIPECAHTH, ChABPIKAIIN
(hyokceTrH niu (hIIyBOKCaMUH.

Axo 3amouBare nedeHue ¢ Pasaruiun Viatris, Tpsa6Ba na u34akare OHe 5 CEAMHLM CIIE CIIUpaHe Ha
JIEYEHHETO C (PIIyOKCETHH.

AKo 3amouBaTe JICueHHE ¢ (QIYOKCETHH WIN (IIyBOKCAMHH TpsOBa Ja m34yakare mone 14 qam cuen
cnupaneTo Ha PasarwimH Viatris.

Nudopmupatite Bamms nexap nnm papmanesT, ako IMyIuTe WM Bh3HAMEpsABATe Jla CIpeTe Jia
nymute. [IymeHero 6u MOrIo Aa MOHMXKU KONU4ecTBOTO Pasarunun Viatris B KpbBTa.

BpeMeHHOCT, KbpMeHe U (pepTHIHTET
AKo cTe OpeMeHHa WIM KbPMHUTE, CMsTaTe, 4e MOXKe Ja CTe OpeMeHHa Wid IIaHupaTe OpeMeHHOCT,

nochBeTBaiTe ce ¢ Bamms nexap uinu hapManeBT npean yrnorpedara Ha TOBa JIEKAPCTBO.

Axko cte OpeMeHHa, TpsiOBa Jla u30sTBaTe Na B3eMate Pazarunue Viatris, Thil Kato eeKTHTe Ha
Pazarunun Viatris BbpXy OpeMEHHOCTTa M AETETO IPEIH 1a Ce PO HE Ca NU3BECTHH.
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lodupane n padora ¢ MAIIMHUA

ITocwBeTBaiiTe ce ¢ Bamms iekap npean aa modupare u 1a paboTUTe C MAIIMHK, ThI KaTo camarta
ITapkuHCOHOBA 0OJIECT, KAKTO U JieueHUETO ¢ Pazarunun Viatris MOe Jia MOBIUSAAT criocoOHOcTTa B
Jia mpaBuTe ToBa. Pasarunuu Viatris Moske a Bu Hakapa J1a ce 4yBCTBaTe 3aMasHU WM ChHINUBH. Toi
MOJKE ChIIO J]a MPUUMHU SMHU30/I1 Ha BHE3AMTHO 3aCIUBaHE.

ToBa MO’Ke J1a ce 3aCHITH, aKo MTpUeMare APYTH JIeKapcTBa 3a JCUCHUE Ha CUMITTOMUTE Ha Barrata
[TapkuHCOHOBa OOJIECT MITK aKO IIPHUEMaTe JeKapCTBa, KOUTO MOTAT JIa MPESIU3BUKAT CHhHIMBOCT, WA
aKo MHeTe aJIKOXO0J, J0KaTo npuemare Pazarunun Viatris. AKO UMare ChbHIMBOCT W/HIK SU301 Ha
BHE3AIHO 3aClUBaHe NPeIX WU ToKaTo mpuemare Pasarunun Viatris, He mogupaiite 1 He padoTeTe ¢
MAaIIUHU (BHXKTE TOYKa 2).

3. Kak na npuemare Pazarniaun Viatris

BuHnaru npuemaiite ToBa JIeKapCcTBO TOYHO KakTo Bu e ka3an Bamusr nekap win ¢papmaneBT. AKO He
CTe CUTYpHHM B HEIlO, IoNUTaiTe Bammms nexap uinu papmanesT.

IIpemopbuntennata q03a ¢ 1 Tabnaerka ot 1 mg, npreMaHa BEAHBK JHEBHO Mpe3 ycTara. Pasaruiun
Viatris Mo>xe 1a Ob/ie IpUeMaH ¢ Win 0e3 XpaHa.

AKO cTe pHeJH TOBeYe 0T HeoOxoaumara 103a Pazarunun Viatris

AKo cuHTaTe, 4e CTe MpHeH TBbpAe MHOTro Pasarunun Viatris TabneTku, CBbpxKeTe ce He3a0aBHO C
Bamus nekap wnu papmaneBt. Bzemere kytusita/Onucrepa Pazarunun Viatris ¢ Bac, 3a na s
nokaxcete Ha Bamms nexap wi papMarieBr.

Cumritomu, ch00IIEHN ciiest peno3upane ¢ Pasarmnmmn Viatris, BKIIIOUBaT Jieko ey(hopuaHo
HacTpoeHue (Jeka (hopMa Ha MaHUsl), H3KIIIOYUTEITHO BUCOKO KPBBHO HAJISITaHE U CEPOTOHMHOB
CUH/IpOM (BWXKTE TOUKa 4).

AKo cTe nmponycHaJn aa npuemere Pazarunun Viatris
He B3emaiiTe nBoliHa 11032, 32 Ja KOMIIEHCHpaTe IpollycHaTarTa 103a. B3emere cieapamiara 103a
KaKkTo 00M4YaiiHO, KOraTo € BpeMeTo Jia ObJe B3eTa.

AKko cTe cnpesu npueMa Ha Pazaruimn Viatris

He cnimpaiite na npuemare Pasarunus Viatris, npean IbpBo a cTe pa3roBapsuiu ¢ Bamms nekap.

AKO UMaTe HSKaKBU JION'BJIIHUTEIHU BBIIPOCH, CBBP3aHU C yIOTpebaTa Ha TOBa JIEKapCTBO, ONUTANTE
Bamms nekap wiu papmanesT.

4. Bb3MOxKHM HeKeNaHU peaKklun

Kakro Bcuuku JICKapCTBa, TOBa JICKAPCTBO MOXKE Ja NPCAU3BHUKA HEXKEIIAaHU pCaKIUU, BBIIPEKU Y€ HE
BCCKHU I't T10JTy1YaBa.

CBbp:keTe ce BeqHara ¢ Bamms Jjiekap, ako 3a0elexuTe HIKOH OT CICIHUTE CHMITOMHU. Moske na
Bu e HeoOxoaMMa crienrHa Jekapcka KOHCYITAIHS HITH JIeUeHHe:

- aKo 3all0YHeTe J1a JbP)KUTE HeOOUYaitHO, HAPUMEp A3 MMAaTe HENPEOTOTHMHU UMITYJICH,
HATpPaIUTIBH MHCIIY, IPUCTPACTSABAHE KBM Xa3apTa, IPEKOMEPHO Ia3apyBaHe MIH XapUucHe,
UMITYJICHBHO MMOBEICHHE 1 HEOONYAHO MOBHIICHO CEKCYaTHO JKEIaHHE WIN YBEIHYCHA
AQHTKHPAHOCT ChC CEKCYaTHUTE MUCIH (pa3cTpOMCTBO B KOHTPOJIAa Ha UMITYJICUTE) (BIKTE
ToUKa 2);

- aKo BW)KIATE WM YyBaTe HEllla, KOUTO HE ChILECTBYBAT (XAIIOLUHALINN);

- BCSKA KOMOWHAIIMS OT XAITIONWHAIINY, BUCOKA TeMIlepaTypa, 0e3MOKOHCTBO, TpenepeHe u
U3MO0TsABaHE (CEPOTOHUHOB CHHAPOM);
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- Csbpikere ce ¢ Bammus jexap, ako 3a0enexuTe HIKAKBU ITOI03PUTETHA TPOMEHH Ha KOXKarTa,
3aII0TO NPH yIoTpeba Ha TOBA JIEKApCTBO MOXKeE Ja MMa MOBUIIIEH PUCK OT Pa3BUTHE HA paK Ha
Kokarta (MeaHoM) (BHXKTE TOUKa 2).

JIpyru He)XEIaHU peaKIuni

MHnoeo yecmu (moogice da 3aceznam noseve om 1 na 10 oywu)

- HeBoneBu nBrkeHUs (AUCKAHE3H)
- I'maBoOosne

Yecmu (moorce oa 3aceenam 0o 1 na 10 oywu)

- Bbonka B ob6macTTa Ha KOpema

- Ilamane

- Aneprus

- Bucoka Temmnepatypa

- I'pun (mayenmna)

- 006110 ycemane Ha qTUcKoM(OpPT (Hepa3noJIoKEHUE)

- Bbonka BbB BpaTa

- I'pbaHa Gonka (aHTWHA TEKTOPHC)

- Hucko KpbBHO HasiraHe MpU U3IpaBsHe CbC CUMIITOMH KaTo 3aMasHOCT/CBETOBBPTEX
(opTOCTaTHYHA XUTIOTOHMS)

- Hamanen anetut

- 3arek

- Cyxora B ycrara

- lanene u moBpbIaHe

- W3znyckane Ha razose ((uaTyneHIHA)

- OTKJIOHEHUS B PE3y/ITAaTUTE Ha KPbBHUTE U3CJICABAHUS (JIEBKOIIEHUS)

- boika B craBute (apTpanrus)

- MyckynHO-cKeneTHa 60iKa

- Bb3nanenue Ha craBute (apTpUT)

- CKOBaHOCT WK c1ab0CT Ha MYCKYJIUTE Ha pbKarta (CHHIPOM Ha KapHaJHHs KaHal)

- Hamaneno terno

- HeoGOuyuaiinu cpHUINA

- 3arpyaHeHa MyCKyJIHa KOOpAWHALUS (HapyIIEeHO paBHOBECHE)

- Henpecus

- 3amastHOCT (BEpPTHTO)

- Y aBIKeHO BpeMe 3a ChKpalllaBaHe Ha MYCKYJIUTE (IUCTOHMSA)

- Xpema (pHHUT)

- Jpa3HeHe Ha KoxkaTa (IepMaTHT)

- O6pus

- 3auepBsiBaHe Ha OUUTE (KOHIOHKTHUBUT)

- YecTu MO3UBY 3a ypUHHPAHE

Heuecmu (mosice 0a 3acecnam 0o 1 na 100 oywiu)
- WucynT (MO3BYHOCHOB HHITU/ICHT)

- ChpaeueH MpUcThIl (MHPAPKT HA MHOKap/a)
- O0puB ¢ MexypH (Be3UKyJI00y103€H OOpUB)

C neuszsecmmna yecmoma: om HAIUYHUME OGHHU He Modice 0a ObOe HaNpaseHa OYeHKa
- IToBHIIEHO KPBBHO HAJIATAHE

- IIpexoMepHa CHHIMBOCT

- BHe3anHo 3acnuBaHe

Cpo0maBaHe Ha HeXKeJIAHHU PeaKkuuu
AKO TIONTyunTe HSKaKBU HEXKEIIaHU JICKAPCTBEHH PeakIiy, yBenromere Bamus nekap uinu GpapmarieBT.
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ToBa BKIIIOUBa BCUYKH Bb3MOKHH HEOIIMCAHU B Ta3M JIMCTOBKA HEXEIAHU peakiuu. Moxere ChIIo J1a
ChOOIIMTE HEXKETAHU PEaKIMK JUPEKTHO Ype3 HAIMOHATHATA CHCTEMa 32 ChoOIaBaHe, TIOCOYCHA B
I[punoxkenue V. Karo cho011aBare HexeIaHU PEAKIMK, MOXKETE Jla 1aJeTe CBOSI IPHUHOC 3a
MoJTyYaBaHe Ha MoBeUe MHPOpPMAIIMSI OTHOCHO 0E€30IMIaCHOCTTA Ha TOBA JIEKapCTBO.

S. Kak na coxpansiate Pazarniaun Viatris
[a ce cpxpaHsBa Ha MCTO, HEIOCTBITHO 32 JIela.

He u3non3BaiiTe ToBa JIEKapCTBO CJIE]] CPOKA HA TOMHOCT, OTOEINA3aH BhPXY KapTOHEHATa OMaKOBKa
nim 6nuctepa cien “T'oxen mo:“. CpoKbT Ha TOJTHOCT OTrOBaps HA MOCTIEIHMUS ACH OT TOCOYCHUS
Mecell.

Jla He ce chxpaHsBa Hajl 25°C.

He uzxBbpisiite nekapcTBaTa B KaHAJIU3aUsITa UM B KOHTEIHEpa 3a JOMAaIllHU OTHaIbIH.
[Nonwmraiite Bammst (hapMarieBT Kax a M3XBBPITE JIEKapCTBaTa, KOUTO Bede He u3noi3nare. Tesn
MEPKH 1€ CIIOMOTHAT 3a Olla3BaHE Ha OKOJIHATa Cpelia.

6. CobabpikaHue HA ONIAKOBKATA U JONBJIHUTEIHA HH(OPMaIUs

KakBo cbabpixa Pazarunun Viatris

- AKTHBHO BEIIECTBO: pa3aruinH. Beska TabiieTka cbIbpika pazariiivi TapTapar,
CHOTBETCTBAIIO HA | mg pazaruinH.

- Jpyru cbCTaBKH: MUKPOKPHCTAIHA 1IEJTyJI03a, BAHEHA KUCEJINHA, [IAPEBUYHO HUIIIECTE,
npemenaTHHmnpaHo HapeBI/I‘IHO HHUIIECTE, TAJIK, CTeapI/IHOBa KHUCECJINHA.

Kak n3rue:xxna Pazarniaun Viatris 1 kKakBo cbhAbp:Kka onakoBKaTa

Pazarunun TabneTku ce npeaara Kato 0enu 0 MouTH Oenu, mpoasirosaTy (mpubiusurenyo 11,5
mm X 6 mm), IBOWHO U3ITbKHAJM Ta0JIeTKU ¢ BATBOHATO penedHo o3HaueHue “RISE® ot ennara
cTpaHa u “1“ oT mpyrara cTpaHa.

Tabnerkute ce mpearat B Oimcrepu ¢ o 7, 10, 28, 30, 100 n 112 Tabnetkn wim nepdoprpanu
OJIMCTEpU C eUHUYHU 103U, chabpkamm 7 x 1, 10x 1,28 x 1,30x 1, 100 x 1 u 112 x 1 TabneTku.

He Bcruuku BUIOBE OMIAKOBKU MOXeE JIa OBJAT ITyCHATH B ITpojax0a.

IIpuTexaTes HA pa3pelIeHNETO 32 yNOoTpeda
Viatris Limited

Damastown Industrial Park,

Mulhuddart,

Dublin 15,

DUBLIN

Upnannus

IMpousBoauTes

Synthon Hispania S.L.,

C/ Castelld nol, Pol. Las Salinas,

08830, Sant Boi de Llobregat, Barcelona,
Hcmanns

Mylan Hungary Kft,
Mylan utca 1

H-2900 Komarom
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YHrapus

Synthon s.r.0,
Brnénska 32/¢p. 597
678 01 Blansko
Yemka perryOmmka

3a JOITBJIHUTCIHA I/IHq)OpMaL[I/IH OTHOCHO TOBa JICKAapCTBO, MOJIAA, CBBPIKETE CC C JIOKAJTHUA

NpeACTaBUTEN Ha IPUTEKATENS Ha pa3pelIeHUETOo 3a yrnoTpeoda:

Belgié/Belgique/Belgien
Viatris
Tél/Tel: + 32 (0)2 658 61 00

Bwarapus
Maiiman EOO/J]

Ten: +359 2 44 55 400

Ceska republika
Viatris CZ s.r.0.
Tel: +420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 800 0700 800

Eesti
Viatris OU

Tel: + 372 6363 052

E)\\Gda.
Viatris Hellas Ltd
TnA: +30 2100 100 002

Espaiia
Viatris Pharmaceuticals, S.L.
Tel: +34 900 102 712

France*
Viatris Santé

Tel: +334 37257500

Hrvatska
Viatris Hrvatska d.o.o.

Tel: +385 1 23 50 599

Ireland
Viatris Limited

Lietuva
Viatris UAB

Tel: +370 5 205 1288

Luxembourg/Luxemburg
Viatris

Tél/Tel: +32 (0)2 658 61 00

(Belgique/Belgien)

Magyarorszag
Viatris Healthcare Kft.
Tel.: +36 1 465 2100

Malta
V.J. Salomone Pharma Ltd

Tel: + 356 21 22 01 74

Nederland
Mylan BV
Tel: +31 (0)20 426 3300

Norge
Viatris AS
TIf: + 47 66 75 33 00

Osterreich
Viatris Austria GmbH
Tel: +43 1 86390

Polska
Viatris Healthcare Sp. z.0.0.
Tel.: +48 22 546 64 00

Portugal
Mylan, Lda.
Tel: + 351 21-4 _12-7 200

Romania
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.o.
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Tel: +353 18711600 Tel: +386 123 63 180

island Slovenska republika
Icepharma hf. Viatris Slovakia s.r.o.
Simii: +354 540 8000 Tel: +421 2 32 199 100
Italia Suomi/Finland

Viatris Italia S.r.1. Viatris Oy

Tel: + 39 (0) 2 612 46921 Puh/Tel: +358 20 720 9555
Kvmpog Sverige

CPO Pharmaceuticals Limited Viatris AB

TnA: +357 22863100 Tel: +46 (0) 8 630 19 00
Latvija

Viatris SIA
Tel: +371 676 055 80

JlaTa Ha nocseqHo npepasrie:kaade Ha gucropkata MM /I'TTT.
JApyru u3Ttounnny Ha uHpopMauus

[oapo6ua uHpOpManys 3a TOBA JIEKapCTBO € PeJoCcTaBeHa Ha yeOcalita Ha EBponelickara areHuus
o Jekapcrara https://www.ema.europa.eu
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