NNPUJIOKEHMUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUS NIPOAYKT

Ontilyv 25 mg TBbpaHN Karcynu

Ontilyv 50 mg TBBpAN Karcyau

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Ontilyv 25 mg TBBpaU Karcyiu

Bcesika TBBEpAa Kancyna chabpika 25 mg onmuKaroH (opicapone).

ITomomrao(n) BemecTBo(a) ¢ 3BBECTHO AECHCTBHE

Bceska TBBpaa kancyna ceaspka 171,9 mg nakrosa (mox popmara Ha MOHOXHIPAT).
Ontilyv 50 mg TBBbpau Karcym
Besika TBBEpaa kancyna ceaspika 50 mg onukanoH (opicapone).

ITomomHo(1) BemecTBo(a) ¢ U3BECTHO JAECHCTBUE

Bcsika TBBEpaa kancyna ceaspika 148,2 mg makrosa (mmox popmaTta Ha MOHOXHIIPAT).

3a IBJIHUA CIIMCHK HA ITOMOIIHUTE BEIECTBA BIKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA
TBbpaa kancyna (kamncyma)
Ontilyv 25 mg TBbpaHN Karcynu

CaeTiiocHHU Karcyiu, pasmep 1, npubnusurenno 19 mm, ¢ otneyarano ,,OPC 25 Bppxy KanaueTo u
,,Bial*“ BBpXy TSIIOTO Ha Karcynara.

Ontilyv 50 mg TBBpaU Karcym

CaeTiiocuHU Karcyiu, pasmep 1, npubnusurenno 19 mm, ¢ otneyarano ,,OPC 50° Bppxy kanaueTo u
,»Bial®“ BBpXy TAII0TO Ha Karcymara.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHHU MOKA3AHUS

Ontilyv e moka3aH KaTo JOIBIIBAIA TEPAIUS P JICUSHHE C TIPENapaTH, ChAbPKaIIH

JIEBOOIIa/ MHXUOUTOPH Ha foma nekapookcmiazara (JIKK) mpu Be3pacTHr marueHTH ¢ 00JIecT Ha
Parkinson n MoTopHU (ITyKTyalnu Ipy U34epIBaHe HA J03aTa, KOUTO HE MOraT Ja 0baaT
CTaOMIIM3UPaHU C TO3W BHJ KOMOMHAIMH.

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

gO?»H[}OBKa

IIpenoppruntennara go3a € 50 mg oMUKanoH.



Ontilyv Tps6Ba 1a ce mpremMa BeAHBK JHEBHO MPEIH JIATaHEe, HA-MaJIKO €AMH Yac TPEIn WIH CIIe
KOMOWHAIIMUTE C JICBOZOIIA.

Aoanmupane na dozama npu AHMUNAPKUHCOHOBA MePanus

OnukanoH TpsiOBa Ja ce mpuiara KaTo JOIBJIBAIla TEpaIus KbM JISYSHUETO C JICBOJIONA U YCUIBA
edexTrTe Ha JEBOJOMA. 3aTOBA YECTO € HEOOXOANMO J1a Ce aJanTHpa T03UPOBKATa Ha JIEBOOMA YPE3
yIBIDKaBaHE HA JIO30BUTE HHTEPBAIN /MM HAMAJISIBAHE HAa KOJIMYECTBOTO JIEBOJIONA HA /1032 B
paMKUTE Ha IIBPBUTE JTHU WIIW ITBPBUTE CEAMHUIIM CJIC]] 3aTI0YBAHE HA JICUCHUETO C OIMKAIIOH, B
CHOTBETCTBHUE C KIIMHUYHOTO CHCTOSIHUE HA MaIueHTa (Bx. Touka 4.4).

IIponycnama dosa
AKo e/lHa J103a € POITyCHATa, ClIeJBallaTa 103a TpsOBa Ja ce MpueMe CIope]] MPeIITUCaHHeTO.

[ManmeHTHT He TPsAOBA Ja IpUeMa ABOIMHA 1032, 3a Ja HaBaKca MpPOITyCHATATa J103a.

CHCLII/IEIJ'IHI/I nomnyjaannunu

Cmapuecka 6v3pacm

He e HeoOxonnmo KopurupaHe Ha 103aTa IPH MMAIMEHTH B CTapyecka Bh3pacT (BXK. Touka 5.2).
TpsOBa Ja ce MoIXoXk/a ¢ MOBUILIEHO BHUMAaHKE NIPH MAI[USHTH Ha Bb3pacT > 85 TOJIMHU, ThI KaTo
OIMUTHT TPH Ta3W BH3PAcTOBA IPyIa € OrPaHUuCH.

bvbpeuno yspeocoane
He e HEoOxommMo KOpHUTUpaHe Ha J103aTa MPH MAIUeHTH ¢ OBLOPEYHO YBPEKIaHEe, Thil KATO OIMKATIOH
HE ce eKCKpeTrpa upe3 Op0peruTe (BK. Touka 5.2).

Yeproopobno yspedcoane

He e HeoOxoaumo KopUrHpaHe Ha J03aTa MPH NAlMeHTH C JIEKO YBPEeXKIaHe Ha YepHOAPOOHATA
¢ynkuus (Child-Pugh xmac A).

KAMHUYHUAT ONUT MpH MALMEHTH ¢ yMepeHo yepHoapoOHo yBpexxaane (Child-Pugh knac B) e
orpanuueH. [Tpy TakuBa manueHTH TPsOBa J1a ce OX0XkK/Ia C MOBHIIICHO BHUMAaHUE H MOXeE JIa €
HE0OX0AMMO KOPUTHpaHE Ha 103aTa (BXK. TOUKa 5.2).

Jlurcear KIMHIYHN TaHHU TIPH MMAEHTH ¢ TEXKO depHoApooHo yBpexaane (Child-Pugh kmac C) n
0 Ta3u MPUYMHA OMUKAIIOH HE Ce MPETNopbyBa IPH TAKKMBA MAIMEHTH (BX. Touka 5.2).

Ileouampuuna nonynayus
Hsama cpoTBeTcTBammo npunoxkenue Ha Ontilyv npu nmeguarpiudHaTa momyiamnus ¢ 6oiect Ha

Parkinson n MOTOpHU (ITyKTyaInu.

Hauun Ha OPHUITOKCHUC

[TepopaiiHo npumoxeHue.
Karmcynure TpsiOBa jia ce MOrIIbINAT LENU C BOJIA.
4.3 IIporuBomokazaHus

CBpBXUYYBCTBHTEITHOCT KbM aKTUBHOTO BEIIIECTBO WM KbM HSAKOE OT IIOMOIITHUTE BEIICCTBA,
n30poeHH B TOUKa 6.1.

DeoxXpOoMOIIMTOM, TTAparaHTJInOM Wi IPYTH HEOIIa3MH, CEKPETHPAIIH KaTeX0IaMUHH.
AHaMHe3a Ha HeBPOJICIITHYCH MaJUTHEH CHHJPOM H/HJIM HeTPaBMaTUYHA PabJOMHOIIN3A.
EnnoBpemenHo npuitoxkenue ¢ MoHoamuHookcunazau (MAO-A u MAO-B) uaxuburtopu (Hamp.

(heHeIB3YH, TPAaHWILUITPOMUH U MOKJIOOEMU]T), PA3JINYHU OT IPUEMaHUTE 3a JICUSHUETO Ha OoJiecTTa
Ha Parkinson (Bx. Touka 4.5).



4.4 CrhenuanaHu npeaynpeskaeHUs: U NpeANa3sHl MePKH IPH ynoTpeda

AjlanThpase Ha J103aTa IpYU aHTHIADKUHCOHOBA TEPAIINS

Ontilyv TpsOBa BUHATH J1a ce TpHiIara KaTo JOIMBJIHEHUE KBM JICUEHHUETO ¢ JeBoaona. [lopaan ToBa
Mpena3HuTe MEPKH, KOUTO Ce TIpuIaraT 3a JISYeHHUE C JIEBOJI0MA, TPSAOBA J1a ce Mpujiarat u npu
nedenueTo ¢ Ontilyv. OnmukanoH ycunpa eheKTUTe Ha JIEBOJIONA. 3a JIa C€ HaMaJIST CBbP3aHHUTE C
JICBOJIOMNA JOTIAMUHEPTHYHH HEXEJIaHU pPeaKluu (Hamp. JUCKUHE3HS, XAIOIUHAIINY, TaJICHE,
MOBPBIIAHE M OPTOCTATUYHA XUIIOTEH3MS), YECTO € HEOOXOANMO THEBHATA /1034 JIEBOJIOTA Ja Ce
KOpHTHUpa 4Ype3 yIbJDKaBaHe Ha JJO30BUTE UHTEPBAIHN W/WIM HAMAISIBaHE HA KOJMYECTBOTO JIEBOIONA
Ha J103a B paMKHTE Ha ITbPBUTE JIHUA WJIH IBPBUTE CEIIMUIIM CIIEI 3all04BaHe Ha JieueHueto ¢ Ontilyv, B
CHOTBETCTBHUE C KIIMHAYHOTO CHCTOSTHHE Ha TaleHTa (BX. Touka 4.2).

[Ipu npexwscBane Ha nedenueto ¢ Ontilyv, e HeoOXoAMMO Aa ce KOpUrHpa MPUIOKEHUETO Ha
OCTAHAJIUTE AHTUIIAPKUHCOHOBHU CPEJICTBA, OCOOCHO Ha JICBOOIA, 32 1a C€ IIOCTUTHE 3a10BOJIUTEIHO

HHUBO Ha KOHTPOJ Ha CUMIITOMUTE.

IIcuxuyau HapyiieHus

[TanuenTHTE M OOTPYHDKBAIIMTE TH JIHIIA TPSIOBA Ja 3HAAT, Y€ MPHU MAIIMCHTH, JICKYBaHH C JIONaMHUHOBU
ArOHUCTH W/WJIH C APYTHU IOTIAMUHEPTUYHU CPEJICTBA, MOKE JIa CE MOSBAT HAPYIISHUS B KOHTPOJIA Ha
MMITYJICUTE, KaTO MaTOJIOTHYHA CKIOHHOCT KbM Xa3apT, TIOBUIICHO JINOUI0, XUIIEPCEKCYaTHOCT,
KOMITYJICUBHO Xapuy€He Ha apy WIH M1a3apyBaHe, NIPEsHKIaHe WIM HEBB3AbPKAaHO XPAHEHE.
[TanuenTure TpssOBa 1a OBJAT CICIEHU PEIOBHO 3a Pa3BUTHE HA HAPYIIICHUS Ha KOHTPOJIA Ha
UMITYJICUTE U B CTydail Ha 1MOsBa Ha TaKMBa CUMIITOMH C€ TIPETIOPhYBA IMpepasriiekKIaHe Ha
JIEYEHUETO.

ﬂpyru

Cno011eHO € yBeIuueHNe Ha HUBAaTa Ha YePHOAPOOHUTE EH3UMHU B IIPOYUBaHUS ¢ HUTPOKATEXOJIO0BU
uHXuOUTOpH Ha Karexon-O-metuntpancgepasa (COMT). [Ipu nauneHTH, IpH KOUTO 32 OTHOCUTEITHO
KpaThbK IIEPHOA OT BpeMe HACThIIBA IPOI'PECHBHA aHOPEKCHsI, aCTEHUsI U OTHOCUTEJIHO OBP30
HaMaJsIBaHE Ha TEJIECHOTO TErJIo, TPsiOBa 1a ce 0OMUCIIM IIPOBEKAAHE HA ISNIOCTHA MEAUIIMHCKA
OLICHKA, BKIIIOYUTEIIHO OLIEHKA Ha YepHOIpoOHATa QYHKLIUSI.

ITomontHm BemecTBa

Ontilyv cpapprka nakTo3a. [larenTy ¢ peiku HacIeICTBEHH MPOOJIEMU KaTO TajlakTO3HA
HEMMOHOCHMOCT, ITBJICH JIAKTa3eH ACHHUITUT MIIH TIIFOK030-rajakTo3Ha MatabcopOuus He TpsiOBa na
NpUEMaT TO3H JIEKAPCTBEH MPOIYKT.

Ontilyv cpappika mo-manko ot 1 mmol Hatpuit (23 mg) Ha KancyJa, T.e. MOXKE J1a Ce Kaxke, ue
MIPaKTUYECKU HE ChABPKA HATPUIL.

4.5 Bs3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M APYTrH (JOPMH Ha B3aUMoelicTBHe

Muxuburopu Ha MoHoaMuHOoOKcuaazara (MAQO)

KomOunanus ot onmkanon n naxuduropu Ha MAO MoOe 11a JoBene 10 MHXHOMpaHe Ha TIOBEYETO OT
MBTUIATA HA MeTaboMu3upaHe Ha KarexonaMuauTe. [10 Ta3u nmpuvrHa € IPOTUBOITOKA3HO
€IHOBPEMEHHOTO MPUJIOKEHHE Ha OMMKAIOH ¢ MHXuOuTopu Ha MAO (Hamp. dheHen3uH,
TPAHWILUIIPOMHH U MOKJIOOEMHUT), pa3IMUHHU OT IPUEMaHKUTE 3a JICUCHUETO Ha Oonectta Ha Parkinson
(Bx. Touka 4.3).

JonycTuMo e eIHOBPEMEHHO NPWIIOKEHHE Ha OMMKAINOH 1 nHXuouTopu Ha MAO 3a neyeHue Ha
Oonecrra Ha Parkinson, Hamp. pazarunus (1o 1 mg/aeH) u cenermnud (1o 10 mg/nen karo



JIeKapcTBeHa (hopMa 3a IMepopasiHo MpHIoKeHUe ui 1,25 mg/neH kaTo jekapcTBeHa Gopma 3a
OykaiHa abcopOmus).

Hsima ommuT oT eTHOBPEMEHHO TIPIIIOKCHIE HAa ONTUKAIIOH Che capuHamma, naxudurop Ha MAO-B.
[To Ta3u npuyrHAa eTHOBPEMEHHOTO UM MPHIIOKEHUE TPSIOBA J1a ce OOMHCIIA MHOTO BHUMATEITHO.

JlekapcTBeHu npoaykTi, Merabosmsupadu or COMT

OnwukanoH Moxe Ja MOBIHsie BbpXY MeTaboIu3Ma Ha JIEKapCTBEHU MPOAYKTH, ChIbPIKALIH
KaTexoJioBa rpyna, Kouto ce Mmerabonusupat or COMT, Hamp. puMHUTEpOI1, H30NPEHATUH, alpeHAINH,
HOpaJIpeHAIINH, JONaMUH, JONEKCAMUH W JOOYTaMUH, KaTo 10 TO3W HAYMH MOXKeE Ja JOBEJIE JI0
yCHJIBaHE Ha e()eKTHUTE HA Te3H JICKAPCTBEHH MPOAYKTH. [IpenopruBa ce marueHTuTe, JeKyBaHH C
TE€3H JIEKapCTBEHH NMPOIYKTH, Aa CE CIEASIT BHUMATEIHO.

T[}I/IQI/IKHI/I‘-IHI/I AHTUACTIPECAHTH U I/IHXI/I6I/ITO[2H Ha O6[23THOT0 IMOEMAHE Ha HOpaAPCHAIINH

OnuThT C €MTHOBPEMEHHO NPUIIOKCHHIE HA OMTUKATIOH C TPUIMKIMYHU aHTUACTIPECAHTH U UHXHOUTOPH
Ha 00paTHOTO IOEMaHe Ha HOpaapeHAIH (Hamp. BeHIadhakCHH, MAPOTHIINH U IC3UIPAMHH) €
orpanuyeH. [To Ta3u npuyrHa €THOBPEMEHHOTO MM MPUIIOKEHHE TPSOBA Ja ce€ 0OMHUCIH MHOTO
BHUMATEITHO.

XUHUIUH

Enno npoyuBane nipu 31paBu J0OPOBOJIIH [TOKA3Ba, Y€ KOTaTo eMHNYHA 1032 S0 mg OMMKAIoH ce
MIPIJIOKH THOBPEMEHHO (B paMKuTe Ha 1 9ac) ¢ equHUYHA M03a XuHUAUH (600 mg), cucteMHaTa
eKCIo31Lus Ha onukanoH ce noHuxana ¢ 37% (AUC.uas). [1o Ta3u npuunHa TpabBa Aa ce Moaxoxaa
¢ 0c0OCHO BHUMAaHUE 110 OTHOILIEHHE Ha CIIydauTe, KOraTo XMHUAWH TPsiOBa 1a ce mpuiiara 3aeHo ¢
OITMKAIIOH, Thi KaTO €IHOBPEMEHHOTO MM TPHIIOKEHHE TPpsOBa 1a ce u305rBa.

Cyoctparn ua CYP2C8 u OATP1B1

Onukanos e cna0 in vitro uaxudutop Ha CYP2C8 u OATP1BI1, a penarnuauy € 4yBCTBUTENCH
cyoctpar Ha CYP2C8 u OATP1B1. Enxo npoy4BaHe Hpu 34paBy yYaCTHHIIM II0Ka3a, Y HIMa
IPOMEHU B €KCIIO3ULIUATA Ha PEeNariuHu], KOraTo penarinHu]l ce Ipuara cjieZl MHOrOKpaTHO
MIPHJIO’KEHUE Ha oNUKanoH 50 mg BEHBXK THEBHO.

4.6 @epTHIANTET, OPEMEHHOCT U KbPMeHe

BpemenHocT

Jluncear wim nMa OrpaHUYCHU JIaHHU OT YIIOTpebaTa Ha OMHMKAIOH py OpeMeHHH xeHn. OnHKanoH
MpEeMUHAaBa Tpe3 IUIaleHTaTa MpH ITbXoBe. [IpoyuBaHUsTa MPH KUBOTHHU Ca HEAOCTATHYHH 110
OTHOIIIEHUE Ha PENPOTyKTUBHATA TOKCUYIHOCT (BX. Todka 5.3). Ontilyv He ce mpenopbyBa 1mo Bpeme
Ha OPEMEHHOCT U ITPH JKEHH C JIETEPO/JICH MOTEHIIUAN, KOUTO HE U3IMONI3BAT KOHTPAIICTIIIHS.

Kopmene

HuBara Ha onuKamnoH B MIIIKOTO HA TUTHXOBE B MIEPUOJ HA JIAKTAIIMS Ca CKBUBAJICHTHH HA TIA3MEHUTE
HHUBa. He e M3BecTHO Jaiy ONMKAIOH MITM HErOBH METa0OINTH ce eKCKpeTHpaT B KbpMaTa. He Moxe
Jla ce M3KIJII0YH PHCK 32 HOBOPOJIeHHTe/KbpMaueTata. KppMeHeTo TpsiOBa Jia ce peyCTaHOBH 1O
BpeMe Ha yiedeHue ¢ Ontilyv.

DepTUIuTeT

Edexrtute Ha onmkanoH BEpXy (hepTUIIMTETA TIPU XOpaTa Bce olle He ca npoydeHu. [IpoyuBanusTa
TIpH )KMBOTHHU HE TIOKa3BaT BPEIHO BH3ACHCTBHE 110 OTHOIIICHHE Ha PpepTriuTeTa (BXK. TOUka 5.3).



4.7 EdexTn BbpXy crioco0HOCTTA 32 WorpaHe U padoTa ¢ MAIINHA

B komOuHanus ¢ JeBogona ONUKAaIoH MOBIKSBA B 3HAYUTENHA CTEIIEH CIIOCOOHOCTTA 3a IopUpaHe U
pabora ¢ MmamHu. EqHOBpeMeHHAaTa yroTpeba Ha ONMKAIIOH C JIEBOJIONA MOXE Ja IPUIUHI
3aMaliBaHe, CHMIITOMATHYEeH OPTOCTATH3bM H COMHOJICHTHOCT. 3aTOBa TpsIOBa Ja ce mpujiara ¢
TIOBUIIIEHO BHUMAaHHE TIpH Modupane 1 paboTa ¢ ManIuHM.

4.8 Hexenanu JeKapcTBeHH peaKIUU

0O0600menre Ha npoduiia Ha 6€30HaCHOCT

Haif-gecTo crobmaBaHnTe HEXXEIIAHN PEAKITHN ca HApyIICHHs] Ha HepBHATa cucTema. Haii-gecto
CchOOIIIaBaHATA HEeXEJIaHA PEaKIvs, CBbpP3aHa C JICUCHUeTo, ¢ quckunesus (17,7%).

CruchbK Ha HEXKCIIAHUTE PCaKIi B TabJInYEH BU

B tabnumata no-gomy (Tabnuia 1) BCHUKY HEKETIaHU PEaKITUH ca MPEACTABESHHU 10 CHCTEMO-OpPTaHeH
KJIac U YecToTa.

Kareropuure no uectora ce nedunupat karo: MHoro uectu (= 1/ 10), gwectu (= 1/ 100 no < 1/ 10),
Heuectu (> 1/ 1 000 go < 1/ 100), peaxu (= 1/ 10 000 mo < 1/ 1 000), maoro peaxu (< 1/ 10 000), ¢
HEM3BECTHA YEeCTOTA (OT HAJIMYHUTE JIaHHU HE MOKE J1a O'b/Ic HAallpaBeHa OLICHKA).

Tadoauna 1 — YectoTa Ha HexeanuTe peaknun (MedDRA) B niiane60-KOHTPOTUPaAHA
npoyuBanus ¢aza 3

CucremMo-opratHex MHoro yecTn Yectu Heuectn
KJ1ac
Hapymenus Ha TloHMmxeH aneTur,
MeTa00au3Ma u XunepTpurivuepuiem
XpaHeHeTo us
Hcuxnynn HapymeHnst Heobuuaitnu ceauma, | TpeBoKHOCT,
XaTronuHaInH, Henpecus,
Buzyanuu CryxoBu
XajaronuHanuy, XaJIONUHAINA,
Nucomuus Kommapu,
Hapyrienns Ha ChHS,
Hapymenns Ha Huckunesus 3amaiiBane, Hucreysus,
HepBHaTa CUCTeMa I'maBoGomnue, XumepKuHe3us,
CoOMHOJIEHTHOCT CuHKOI
Hapymenus Ha ouuTe Cyxu oun
Hapymenne Ha yxoto 3amymiBaHe Ha yXOTO
U JIAOUPUHTA
Chbpaeynn HapylmeHust [Tanmuranuu
Cb10BU HAPYIIEHUSA Oprocratnyna XHrepToHws,
XHUIIOTOHUS XumoToHust
PecniupaTtopun, Hucnnes
TPBIHHA U
MeIUACTHHAJIHU U
HApYUIIeHUsl
CTomMamHo-4YpeBHH 3arex, ITonyBane Ha kKopema,
HApPYILICHUA CyxoTa B ycrara, Kopemna 6orxa,
Tl'anene Bosika B ropHara yact
[ToBpbiane Ha Kopema,
JucmHes




Hapymenns Ha MycKyaHY clia3Mu MyckynHO
MYCKYJIHO-CKeJleTHATa MOTpETBAHE,
cHUCTeMa H MycKyIHO-CKelleTHa
CheIMHUTEJHATA CKOBaHOCT,
ThbKaH Muanrus,
Bosika B kpailHUK

Hapymenns Ha Xpomatypus,
0bOpenuTe U Hukrypus
NMUKOYHUTE MHTHILA
H3caenanns [ToBuiiena kpeaTu [TonmxeHo TenecHo

¢dbocdoknnaza B TErJI0

KpBBTa

Cpol1maBane Ha MOJ03UPAHU HEXKEJAHW PEAKIIUH

Cpo0ImaBaHeTo Ha MOIO3MPaHN HEKEJIAHU PEaKLUH Cie]] pa3pellaBaHe 3a ynoTpeda Ha JIeKapCTBEHHS
HPOIYKT € BayKHO. ToBa MO3BOJISIBA 1a MPOABIDKH HAOIIOICHUETO Ha CHOTHOLIEHHETO TT0J13a/PUCK 32
JEKapCTBEHUS MPOIYKT. OT METUIMHCKUTE CIIEIHAINCTH C€ M3UCKBA J]a ChOOIIaBaT BCAKa
HOI03MpaHa HEeKEeJIaHa PeaKlyus uype3 HallMOHaIHa CHCTeMa 3a ChoOIIaBaHe, MOCOYeHa B
[Ipunoxxenue V.

4.9 Ilpeno3upane

He e uzBecten cnienuduuer aHTUA0T. CHMITOMATHYHO W TOIIBPIKAIIO JieueHrne TpsiOBa jia ce
MIPIIIOKH cTiopea HeoOxoauMocTTa. TpssOBa ga ce 0OMUCIIH OTCTpaHsSIBaHE HAa OITMKAIIOH Ype3
CTOMAIITHA TPOMUBKA W/WJIM NHAKTUBUPAHE Ype3 NpUiiaraHe Ha aKkTUBEH BBHIJICH.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 ®apmakoaMHAMUYHU CBOWCTBA

®dapmakoTepareBTHUHA Tpyna: AHTUIAPKUHCOHOBHU JIEKAPCTBA, IPYTH AONAMUHEPTUYHU CPEICTBA,
ATC xox: N04BX04

MexaHu3bM Ha JIEUCTBUE

OnuKaroH € CeJIeKTUBEH 1 00paThM WHXHOUTOP Ha KaTexon-O-Merwirpancdepasata (COMT) ¢
BHCOK a(puHUTET 3a CBBbp3BaHE (CYOITMKOMOJIApEeH), KOSTO BOJIU 0 HUCKA CKOPOCTHA KOHCTAHTa Ha
JIACOTTMAITAS Ha KOMIUIEKCA M TOJIIMa MPOIBIDKUTEITHOCT Ha AeiicTBUE (> 24 daca) in vivo.

B npucscTBHEeTO HAa HEXUOUTOP Ha momna aekapookcmiasza (JIKK), COMT ce npeBpbIa B ri1aBeH
MeTaboIM3HMpalI] €H3UM 32 JICBOJIOIA, KOMTO KaTaau3upa IpeBphInaHeTo My B 3-O-metmiaona (3-
OMD) B Mmo3bKa u nepudepaute Thkanu. [Ipu nanuenTn, npueMay esojomna u nepudepen 11K
MHXUOUTOP, KaTO HarpuMep KapOuaomna uiu OeH3epasul, ONMKAIoH yBeJIuuaBa IIa3MEeHUTE HUBA Ha
JIeBOZIONA, KATO TI0 TO3W HAYMH 1M0100psiBa KIMHUYHHUS OTTOBOP KBM JIEBOJIOTIA.

dapMakogUHAMHUYHYA CBOUCTBA

OnwukanoH nokasea 3Ha4uTeNHO (> 90%) 1 ABATOTpaiiHO (>24 yaca) uaxubupane Ha COMT mpu
3/IpaBU YYaCTHUIM cIIE] pUiIokeHue Ha 50 mg ONMUKaIoH.

B cranmonapao crcrosiaue 50 mg onuKanoH 3HAYUTETHO MOBUIIABAT MPOABIIKUTEIIHOCTTA Ha
CHCTEMHAaTa eKCIIO3MIIMS Ha JIEBOIOMA MTPHOIM3UTETHO ABYKPATHO, B CpaBHEHHE C TU1arebo, ciesn
€HOKpaTHO nepopaiHo npuioxkenue Ha 100/25 mg neBomomna/kapounona wiu 100/25 mg
neBoona/Oen3epa3u, npuinoxked 12 h ciaen mo3ara OnmuKaroH.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Kinnnunyna edhukacHOCT U 6€30IacCHOCT

EdwukacHocTTa 1 6€301aCHOCTTA HAa OMTUKAIIOH Ca MPOYYCHU B JIBE IBOMHOCIICITH,
TTane00-KOHTPOJIUPAHN M KOHTPOJIMPAHH C aKTUBHO BellecTBo (camo [IpoyuBane 1) nmpoyuBaHus
aza 3, ipu 1,027 pangoMu3upann Bb3PACTHH MMAlUEeHTH ¢ 60jecT Ha Parkinson, tekyBaHu ¢
neBozoma/maxuouTop Ha JJJIK (camocTosATETHO MM B KOMOWHAIIHS C JPYTH aHTHITAPKUHCOHOBU
JIEKapCTBEHU MPOAYKTH) U MOTOPHHU (IIYKTyallny Py U3YEepIBaHE Ha J03aTa 33 IEPHO/T 10

15 cenmunu. I[To BpeMe Ha CKpUHUHTA CpeHaTa Bh3PacT BbB BCUUKK IPYIH HA JICUCHHUE U B JIBETES
MPOYyYBaHUS € CXOJHA U € B quana3zoHa Mexnay 61,5 u 63,3 rogunu. [lpu nanuentu cbe cTaanii Ha
TexecT Ha OostecTTa OT 1 110 3 B HAYAJIOTO HA JICUCHUETO, KOUTO Ca JICKYBaHU C 3 710 8-THEBHU 103U
neBozoma/maxuouTop Ha JJJAK (o mogudummpanara ckara Ha Hoehn u Yahr) ca nmanu cpemto
BpeMe 0e3 a/IeKBaTeH KOHTPOI Ha cuMiToMuTe 1moHe 1,5 waca. U B nBeTe nmpoyuBanus 783 manueHTn
ca JiekyBaHH ¢ 25 mg mwiu 50 mg onukanoH i iane6o. B mpoyusane 1 122 manueHTH ca 1eKyBaHA
¢ 5 mg onukanoH u 122 naruenTtu ca ekyBanu ¢ 200 mg eHTakanoH (akTHBeH kommnapatop). Ha
MOBEYETO MAIMCHTH U B JIBETE OCHOBHHM MIPOYYBaHUs € MpIJIaraH Jiepojomna/uaxuourop Ha JIJIK ¢
He3abaBHO ocBOOOkAaBaHe. B komOuHMpanuTe npoyusanus ¢asa 3, 60 nanueHTH ca OWIn npeIuMHO
Ha JIEBOJIONA C KOHTPOIUPaHO ocBoOOKaaBaHe (T.e. >50% oT mpreMaHUTe OT TAX JIEKapCTBa ChC
cheTaB JeBogomna/maxuoduTop Ha JI/IK), 48 oT manmenTrTe ca JeKyBaHH caMoO C JIEBOJIOTA C
KOHTPOJINPAHO 0CBOOOKJaBaHe. BhIipexn de HsMa JoKa3aTelcTBa, e e(hUKacHOCTTa M
0e30MacHOCTTa Ha OMMKANOH OMXa MOTJIY /1a Ce MOBJHAAT OT YHOTpebaTa Ha Ipernaparty ¢ JEBOAOMNA C
KOHTPOJIMPAHO O0CBOOOXKJaBaHe, ONUTHT C TAKKBA MPENapaTH € OrpaHNueH.

OmnuKarnoH e 1mokasai no-rojxsiMa KIMHUYHA eUKacCHOCT OT IUIare0o 1o BpeMe Ha ABOMHOCIIATIOTO
JIeYeHNe, KaKTO M0 OTHOIICHHE Ha MPOMEHIIMBATA 32 IbPBUYHA €(pUKACHOCT, N3MOJI3BaHA U B JBETE
OCHOBHHM IIPOYYBaHUS, T.€. HAMAJISIBAaHE HAa BpEeMeTO O3 aZleKBaTeH KOHTPOJI Ha CHMITOMUTE
(Tabnmuna 2), AsUTHT HA PECIIOHIEPUTE C Bpeme 0e3 afieKBaTeH KOHTPOJ Ha CHMITOMHTE (T.€.
YYACTHUK, TIPH KOTOTO € UMaJI0 HaMallsiBaHE Ha BpeMeTO 0e3 aJleKBaTeH KOHTPOJI Ha CUMIITOMUTE C
noHe 1 "ac oT U3XOAHOTO HUBO 0 KpaliHata Touka) (Tabmuua 3), Taka 1 32 MOBEYETO U3BJICUEHH OT
JTHEBHHUIIUTE BTOPHYHM KPAHU TOYKH.

HamansBane Ha cpegHaTa MpoMsiHA Ha HAal-MaJIKUTE KBAaJpaTH MPH aOCOIIOTHOTO Bpeme 06e3
AZICKBATCH KOHTPOJ Ha CUMIITOMHUTE OT U3XOJJHOTO HUBO 10 KpaﬁHaTa TOYKa B I'pyniaTa Ha CHTAaKaIllOH
e -78,7 munyTu. Pa3nukara B cpenHaTa npoMsiHa Ha Hal-MaJKUTE KBaJApaTy IpH Bpeme Oe3 ajeKBaTeH
KOHTPOJI HAa CHMIITOMHTE C €HTAKallOH B CpPaBHEHHE C Ta3u Ha Iuianebo B mpoyuBaHe 1 e -

30,5 munyTH. Pa3znukara B cpeqHaTa mpoMsiHa Ha Hali-MaJKWUTe KBaIpaTH MPH Bpeme 0e3 aJIeKBaTeH
KOHTPOJI HA CUMIOTOMHUTE IpH 1032 50 mg ONUKAINOH B CPABHEHUE C EHTAKAIOH € -24,8 MUHYTH U €
JeMOHCTpHpaHa He Mo-Majika edukacHOCT Ha 50 mg onMKanoH cupsiMo eHTakanoH (95% nosepurenex
unTepBait: -61,4, 11,8).

Tabauua 2 — [IpoMsaHa B a0COJIIOTHOTO BpeMe 0e3 aieKBATeH KOHTPOJI HA CHMITOMUTE WU
BpPeMeTO HA AKTHUBHO JieiicTBHe HA 103aTa (MMHYTH) OT U3X0JHOTO HUBO [10
KpailHATa TOYKa

Jleuenne N Cpeana npomsina 95% CI p-CTOIHOCT
HAa HAH-MAJIKUTEe
KBaJpaTu

IIpovuBane 1

IIpomsina BBB BpemeTo 0e3
AAC€KBATECH KOHTPOJ Ha

CUMIITOMHTE
ITnamebo 121 -48,3 - -
OPC 5 mg 122 -77,6 -- --
OPC 25 mg 119 -73,2 -- --
OPC 50 mg 115 -103,6 -- --
OPC 5 mg — mnarie6o - -293 - 65,5,6,8 0,0558
OPC 25 mg — mane6o -- -250 -61,5,11,6 0,0902



Jleuenne N Cpenna npomsina 95% CI p-CTOIHOCT
HA Hal-MaJIKUTe
KBa/IpaTH
OPC 50 mg — mrane6o -- -553 -92,0, - 18,6 0,0016
IIpoMsiHa B 00110TO BpeMe HA AKTUBHO JielicTBHE HA 103aTa 0e3 nmpolJieMHa
JUCKUHe3us”

[Tnane6o 121 40,0 - -
OPC 5 mg 122 75,6 -- --
OPC 25 mg 119 78,6 -- --
OPC 50 mg 115 100,8 -- --
OPC 5 mg — mnare6o - 35,6 -2.5,73,7 0,0670
OPC 25 mg — mmane6o -- 38,6 0,2,77,0 0,0489
OPC 50 mg — mrane6o -- 60,8 22,1,99,6 0,0021
IIpoyuBane 2

I[Ipomsina BLB BpeMeTO 0e3
ajJleKBaTeH KOHTPOJI HA

CHMIITOMHTE
ITnaue6o 136 -54,6 - -
OPC 25 mg 125 -93.2 -- --
OPC 50 mg 150 -107,0 -- --
OPC 25 mg — mnare60o -- - 38,5 -77,0, -0,1 0,0900
OPC 50 mg — mare60 -- -524 - 89,1, -15,7 0,0101

IIpoMsiHa B 00110TO BpeMe HAa AKTUBHO JielicTBHE HA 103aTa 0e3 mpolJjieMHa
JUCKUHe3us”

ITnaue6o 136 37,9 - -
OPC 25 mg 125 79,7 -- --
OPC 50 mg 150 77,6 -- --
OPC 25 mg — mnane60o -- 41,8 0,7, 82,9 0,0839
OPC 50 mg — mrane6o -- 39,7 0,5, 78,8 0,0852

CI = nosepuresen unrepsar; CpeaHaTa mpoMsHa Ha HA-MaJKUTE KBAJAPATH = CpeiHa CTOMHOCT Ha
MajkuTe KBaapatu; N = Opoit HenuncBamu ctoiiHocTr; OPC = onmkarnoH.

a. Bpeme Ha akTHBHO JelicTBHE Ha Jj03aTa 0e3 npoOiieMHa TUCKHHE3Us] = BPEMETO Ha aKTHBHO JEHCTBHE Ha
Jo3aTta 6e3 mpoOsieMHa TUCKUHE3US + BpEMETO Ha aKTHBHO JACHCTBUE Ha J]03aTa 0e3 AUCKUHE3Us

Ta6anna 3 — IIpoueHT Ha pecioHaepuTe ¢ BpeMe 0e3 ageKBaTeH KOHTPOJI HA CHMIITOMHTE B
KpaiiHaTa To4YKa

Bua Ha otrosopa Ilnaue6o  EnTakanon OPC 5 mg OPC25mg OPC 50 mg
(N=121) (N=122) (N=122) (N=119) (N=115)

IIpoyuBane 1
HamansiBaHe Ha

BpeMeTo 6e3
AICKBATECH KOHTPOJI HA
CUMIITOMUTE
Pecrmornepu, n (%) 55 (45,5) 66 (54,1) 64 (52,5) 66 (55,5) 75 (65,2)
Pa3znuka cnpsimo
miamne6o
p-CTOWHOCT -- 0,1845 0,2851 0,1176 0,0036
(95% CI) (- 0,039; 0,209) (- 0,056; 0,193) (- 0,025; 0,229) (0,065; 0,316)
IIpoyuBane 2
HamansiBane Ha
BpeMeTo 6e3
A/ICKBATE€H KOHTPOJI Ha
CUMIITOMUTE

Pecriornepu, n (%) 65 (47,8) NA NA 74 (59,2) 89 (59,3)
Pa3znuka cnpsimo
nianedo



Bup Ha otroBopa Ilnane6o  EnTakamon OPC 5 mg OPC25mg OPC 50 mg

(N=121) (N=122) (N=122) (N=119) (N=115)
p-CTOMHOCT - - - 0,0506 0,0470
(95% CI) (0,001; 0,242) (0,003; 0,232)

CI = noBeputenien uaTepBai; N = o011 Opoit manueHTy; n = Opoil Ha MAIMEHTUTE, 32 KOUTO MMa HAJTMYHU
nanuy; HIT = nenpunoxumo; OPC = onukamnon

3abenescka: Pecnonoep e nayuenm, KOUmo e uMai HAMAIs8aHe Ha aOCOIIOMHOMO epeme De3 a0eK8ameH
KOHMPO Ha cumnmomume ¢ Hatl-manxo 1 yac (pecnonoep no omuouteHue Ha epememo 0e3 adeK8ameH KOHMpOJl
Ha cumnmomume)

Pe3yaratute OT OTKPUTHTE IPOABIDKEHUS HAa IPOYUYBAHUATA C IPOABDKUTEIIHOCT 1 roauHa npu 862
MAIUCHTH OT ABOWHOCIEIUTE IPOYYBaHUS (OTKPUTO MPOyYBaHEe | U OTKPUTO MPOYyYBaHE 2), KOUTO ca
MIPOABIDKHIIY JISUCHHUE, IOKA3BAT NOAbpKaHe Ha e(DeKTa, IOCTUTHAT 110 BpeMe Ha IEPUOUTE Ha
JIBOMHOCJIAIO MPOyYBaHe. B OTKpuTHTE MPOyUYBaHUs BCHUKH MAIMEHTH Ca 3all0YHAIH ¢ 71033 25 mg
OIMKAIIOH 3a IIEpHo/ia Ha ITbpBaTa ceaMuia (7 JHH), HE3aBUCHUMO OT IPEIUIIHOTO UM JICUCHHUE MPe3
JIBOWHOCIIETINS MEPHOJl. AKO MOTOpHUTE (IYKTYAIMH TIPU H3YepIIBaHe Ha JI03aTa He ca OHiIH
JIOCTaThUHO J00Pe KOHTPOJUPAHU U IIOHOCUMOCTTA € [TO3BOJIsABajIa, 03aTa OMUKAIIOH € OUIT0
BB3MOXKHO J1a ce yBenmuud 10 S0 mg. Ako ca HaOIr01aBaHN HEIOMYCTUMH JIOTIAMUHEPTUYHU
HEXeJIaHU ChOWTHS, 103aTa JICBOJIONA € KopurupaHa. AKo He e Ouia JocTaThuHa 3a OBJIaIIBaHe Ha
HEXEJIAaHUTE ChOUTHS, JT03aTa OMMKAIIOH € MOTJIa Jla ObJie HaMalieHa upe3 Tutpupane. [Ipu npyru
HEXEJTaHu CHOMTHS J103aTa JICBOIOIIA H/WIIH OITUKAIIOH € MOTJIa J1a Oblie KOpUTHpaHa.

IlenuaTpuyHa momyaamus

EBporietickara areHIus 1o JeKkapcTBaTta 0CBOOOXKIaBa OT 3abJDKCHHUETO 32 MPEI0CTaBsIHE Ha
pe3yNTaTuTe OT MPOYYBAHUATA C OMIMKAIIOH BHB BCHUKHU TOJATPYIH Ha MEeUATPUIHATA ITOMYIAIHs C
oomect Ha Parkinson u MoTopHU dykTyannu (BX. Touka 4.2 3a wH(GOpMAIIHI OTHOCHO yroTpeda B
MeTUATPHSITA).

5.2 ®dapmMakoKWHeTHYHH CBONCTBA

AOcopouus

Onukamnon nMa Hrcka abcopouus (~20%). @apMaKOKHHETUIHHUTE PE3YyATaTH MTOKA3BaT, e OMUKATIOH
ce abcopbOupa ObP30 C tmax 0T 1,0 h 10 2,5 h ciien MHOTOKpaTHO MpHITarane Ha m03a 10 50 mg
OTIMKAIIOH BEJHBXK THEBHO.

PasnpeneneHue

In vitro ipoydYBaHMs Ha ONMKAIIOH B JUana3oHa Ha KoHmeHTparmsata Mmexay 0,3 u 30 pg/ml mokassar,
4e CBBP3BaHETO Ha '“C-ONMKAIIOH C YOBEIIKY IUIa3MEHH IPOTEMHH € BbB BUCOKa cTerneH (99,9%) u ne
3aBUCH OT KOHIEHTparusTa. CBbp3BaHETO Ha '*C-OMUKAIIOH C IUIa3MEHUTE TIPOTEMHHU HE CE MOBJIUSBA
OT TIIPUCHCTBUETO HA Bap(apyH, IUa3enaM, JUroKCHH U TOJIOYTaMul, a CBbp3BaHeTo Ha *C-
Bapgapun, 2-'*C-nuazenam, *H-qurokcun u *C-1on0yTamus He ce MOBJIUSBA OT IPUCHCTBUETO HA
OTIMKATIOH M OTHKAIIOH CyJI(aT, OCHOBHHUAT META0OIUT MPU YOBEKA.

Cren mepopalTHO PHUIIOKEHNE IPUBUAHIAT 00EM Ha pasmpeIeieHre Ha OIMKAIIOH py Jo03a 50 mg e
29 1 ¢ 36% BapraOMITHOCT MEXY YHaCTHHUILIUTE.

Buorpanchopmarms

CyndoHupaHeTo Ha ONMMKAIIOH CE ABSIBA OCHOBEH METAOOIMTEH ITBT IIPH XOpaTa, upe3 KOUTO ce
MOJTy9YaBa HeaKTUBEH cyldareH MetabonuT. J[pyrure MeTaboIUTHU MTBTHINA BKIFOYBAT
TJIFOKYPOHUPAHE, METHITUPAHE U PEIYKITHUSL.
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C Haii-rosam Opoii MMKOBU CTOWHOCTH, U3MEPEHH B IIIa3MaTa ciiejl efuHrYHa 1o3a 100 mg 4C-
ormkanoH ca Mertabomutute BIA 9-1103 (cyndar) u BIA 9-1104 (MeTunmpan), CbC CTOWHOCTH 32
PaAMOaKTUBHOCT B TUIOIIITA ITOJ] KPUBATa IUIa3MEHa KOHIIEHTpaIusi-BpeMe cboTBeTHO 67,1 1 20,5%. B
MOBEUYETO OT IUIa3MEHHUTE NPOOU, B3ETH 110 BpeMe Ha KIIMHUYHO MPOYyYBaHe Ha OajaHca HA Macara, He
ca OTKPUTH JPYTH METaOOJIHUTH B KOJIMIESCTBEHH KOHIICHTPAIINH.

PenyumpanusT MeTaboUT Ha OMUKAIOH (YCTAHOBEHO aKTHBEH B HEKIIMHUYHH MTPOYYBAHUS) €
BTOPOCTEIICHEH META00INT B YOBEIIKAaTa IIa3Ma | MPeCTaBIsiBa mo-Maiko ot 10% ot obmiara
CHCTEMHA EKCIIO3UIIMS Ha OITUKATIOH.

IIpwm in vitro npoydYBaHUs ¢ YOBEIIKH YePHOAPOOHN MUKPO30MH € HAOJII01aBaHO HE3HAYUTEITHO
naxnoupane Ha CYP1A2 u CYP2B6. Benuku ciydan Ha MOHMKaBaHE Ha aKTUBHOCTTA Ca OCHOBHO
TIpH Hali-BEICOKaTa KOHIIEHTpalus Ha onukamnoH (10 pg/ml).

IIpoyuBane in vitro nokasa, 4ye onukanoHn naxuoupa aericteuero Ha CYP2C8. EqHo npoyuBaHe ¢
eAMHUYHA J103a 25 mg onuKanoH nokasa cpento 30 % yBenuuaBaHe Ha CKOPOCTTa, HO HE U Ha
CTETIeHTa Ha eKCIo3uIus Ha perarmuHuy (cyocTpat Ha CYP2CS) mpu eqHOBpEMEHHO MPUIIOKEHNE Ha
JIBETE JIeKapcTBa. BTopo mpoydBaHe mokasa, 4e B CTAIMOHAPHO ChCTOSTHAE ONMUKAIioH 50 mg He
OKa3Ba e(eKT BbPXy CUCTEMHATa KCTIO3HIIMS Ha PETariinHu/.

Onwukanon noHmxkasa akTuBHocTTa HA CYP2C9 upe3 KoHKypeHTHO HHXMOUpaHe/MHXUOUpaHe OT
cMmeceH Tull. [IpoBeneHnTe KIIMHUYHY [IPOYYBAaHHUS 3a B3auMoIeiicTBUe ¢ BapdapuH obade mokaszaxa,
4e OMUKAIOH HsAMA eeKT BbpXY papMakoanHaMuKaTa Ha Bapdapus, cyocrpar Ha CYP2C9.

Enumunupane

[Ipu 3apaBu y4acTHUIM €TMMUHALMOHHUAT NOTYKUBOT Ha OMMKAIOH (t12) € Mexxay 0,7 h u 3,2 h cnen
MHOTOKPAaTHO IpWIarane Ha ao3a 10 50 mg onuKanoH BeJHBX THEBHO.

Crnex MHOTOKPATHO MpHJIaraHe Ha IEPOPaTHU JO3M OMUKATIOH BEAHBXK THEBHO B J030B AMAIA30H OT 5
1o 50 mg, onMkanoH cyndar e mokaszaji IpPOIbJDKUTETHA TePMUHATHA (Pa3a CbC CTOMHOCTH Ha
SITMMUHAITMOHHIS TIOTYKUBOT OT 94 h 1o 122 h 1 kaTo mocnenuIia OT TO3: MPOIBIDKATEICH
TEpPMHUHAJICH eIMMUHALMOHEH MOTYKUBOT OMUKAIOH CyJI(aT MOoKa3Ba BUCOKA CTETIEH HA KyMyJIUpaHe
B IIJIA3MAaTa ChC CTOMHOCTH, OJIM3KH 10 6,6.

Cren mepopaiTHo MPHIOKEHUE OOLIHST PUBHUJICH TEJIECEH KIMPHHC HA ONMUKAIIOH MpH Ji03a 50 mg e
22 1/h ¢ 45% BapraOMITHOCT MEXTy YIaCTHHUIIUTE.

Crien ipusiarane Ha eJMHUYHA TIEpopaiHa 103a '*C-0nuKamnoH, OCHOBHUSAT BT HA EKCKPEIUS HA
OTMKAIOH M METa0OJIUTUTE My ca (heKaIuuTe, Ype3 KOUTO ce enuMuanpar 58,5% 1o 76,8% ot
NpUIIOKEHaTa PaAHOaKTUBHOCT (cpenaHo 67,2%). OctaHanarta paluoakTUBHOCT C€ €KCKPETHpPa B
ypuHata (cpenso 12,8%) u upe3 m3aumBanus Bp3ayX (cpearo 15,9%). B ypuHaTa mbpBUYHUAT
MeTaboJIHT € TIFOKYPOHOBHAT KOHIOTAT HA OIMKAIOH, JJ0KaTO OCHOBHOTO JIEKAPCTBO M OCTAHAIIUTE
MeTaboINTH OOMKHOBEHO Ca MO I'PaHUIlaTa Ha KOJMYECTBEHO onpeaensHe. Karo 1o Moxe na ce
3aKIII04H, 4e ObOpennTe He ca OCHOBHUST BT Ha eKckpenus. Clae0BaTeIHO MOXKe Aa ce IIpHeMe, de
OTMKAIOH ¥ METa0OJIUTUTE MY C€ EKCKPETHPAT OCHOBHO BbB (DeKaIuuTe.

JInHEeHHOCT/HENMMHEHHOCT

Crer MHOTOKpaTHO TIpriIaraie Ha mo3a 50 mg THEBHO, EKCIIO3HUITUATA Ha OMMUKAIIOH CE YBEJINYaBa
JTIO30TIPOIMOPLIMOHAIHO.

TpancnopTepu

Edexm na mpancnopmepume 6bpxy onukanou
In vitro mpoydBaHUATA MOKA3BaT, Y€ OMMKAIIOH He ce Tpancnoptupa upe3 OATPIBI, a upe3
OATPI1B3, nokaro ediykcsT ce ocbiecTssiBa upe3 P-gp 1 BCRP. BIA 9-1103, ocHOBHHAT My
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MeTabonuTt, ce Tpancrnoptupa upe3 OATP1B1 u OATP1B3, a edaykcsT ce ocbiecTsiBa upe3 BCRP,
HO He e cyocTpat Ha P-gp/MDR1 ednykcenus Tpancnoprep.

Edhexm na onuxanon 6vpxy mpancnopmepume

B xIMHWUYHO 3HAYNMH KOHIICHTPAIMK HE ce oYakBa onukamnon na uaxuoupa OAT1, OAT3,
OATP1B1, OATP1B3, OCT1, OCT2, BCRP, P-gp/MDR1, BSEP, MATE1 u MATE2-K
TPAHCIIOPTEPH, KAKTO TTOKA3BAT i71 Vitro W In vivo TPOYyYBAHHUSITA.

Crapuecka Bb3pacT (> 65 roanun)

®dapMaKOKMHETHKATA Ha OTIMKAIIOH € OIICHEHA TIPH MAIMEHTH B CTapyecka Bb3pacT (65-78 romauHm)
cien 7-mMHeBHO MHOTOKpAaTHO Tprmiarane Ha no3a 30 mg. HaGmrogaBaHo e yBeandaBaHe KakTo Ha
CKOpOCTTA, TaKa U Ha CTENICHTA Ha CHCTEMHA SKCITO3UIIMS TIPH MOIYJIAIHSITA B cTapYecka Bh3pacT B
CpPaBHEHUE C MOMyJalusaTa OT MiIau ydactHui. Maxubupanero Ha nericteuero Ha S-COMT e
3HAYUTEITHO YBEJIIMYCHO TIPU YYACTHUIIUTE B CTapuecka Bb3pacT. Pa3mepbT Ha To3u eekT obaue HiaMa
KIIMHUYHA 3HAYHMOCT.

TenecHo TErio
Hsma BpBb3Ka MKy €KCITO3UIIMS HA OMMUKAIIOH U TEJIECHOTO TErIo Haj nquana3ona ot 40-100 kg.

YepHoapoOHO YBpeXIaHe

KNMHWYHUAT ONHT NP HAITUEHTH ¢ yMepeHo depHoapooHo yBpexknane (Child-Pugh kmac B) e
orpanndeH. @apMaKkOKMHETHKATa HA OTMKAIIOH € OIIEHEHA ITPHU 3/IpaBU YYACTHHUIM U TIPH MALUEHTH C
YMEPEHO XPOHUYHO YepHOAPOOHO YBpeKAaHe clie]l Ipuiiarane Ha equHUYHa 103a 50 mg.
BruonannyHOCTTa Ha ONMUKAIIOH € 3HAYHUTENTHO MO-BHCOKA MPH NAIMEHTHTE C YMEPEHO XPOHUYHO
4epHOAPOOHO YBpeXkIaHe U He ca HabironaBaHu Mpo0ieMu cBbp3anu ¢ Oe3onacHocTTa. Thil KaTo
o0ade ONMUKAIIOH € MpeIHa3Ha4YeH J]a Ce N3MO0JI3Ba KaTo AOITBJIBAINA TEpaIys IIPH JICYCHNE C JICBOOTIA,
MOJKe J1a ce 0OMUCIIN KOPUTHpaHe Ha J03aTa Bb3 OCHOBA HAa MOTECHIIHAIHO YBEINYCHHUS
JOIIaMHUHEPIHYEH OTTOBOP IIPH JICBOAOIA M CBBP3aHaTa ¢ TOBA MOHOCHMOCT. JIMTICBAT KIMHIYHA
JaHHU OT MAalMEeHTH ¢ TeXKo 4epHoapoOHo yBpexkaane (Child-Pugh knac C) (Bxk. Touka 4.2).

B’L6De‘lH0 YBPCXKAAHC

®apMaKOKMHETHKATa Ha OTIMKAIIOH HE € OIEHIBaHAa MPSKO MPH YYACTHUIN C XPOHUIHO ObOPEeUHO
yBpexxaane. HanpaBena e o6ade orerka ¢ 50 mg ONMUKaIoH MPH Y9aCTHUIIH, BKITIOYCHH B ABETE
npoyusanus $asza 3 ¢ GFR/1,73 m? < 60 ml/muH. (T.€. yMEPEHO MOHMKEH KANAUTET HA OBOPEUHO
eNMMUHUPAHE), U Ype3 U3IoI3BaHe Ha cOopHU naHHu 32 BIA 9-1103 (ocHOBeH MeTabouT Ha
onukanoH). [Inazmenute HuBa Ha BIA 9-1103 He ce moBIUsABAT MPU MALIMEHTUTE C XPOHUYHO
0BOpETHO YBpEXKIAaHE U CIICIOBATEITHO HE € HEOOXOIMMO J1a Ce MPEIBIKIa KOPUTHPAHEe Ha 103aTa.

5.3 TIlpeakIVHUYHHU JAHHU 32 0€30MACHOCT

HexnuanyHUTEe JaHHU HE MTOKa3BaT KOHKPCTCH PHUCK 3a XOpaTa Ha Oa3aTa Ha KOHBCHIIMOHAJIHUTC
(bapMaKOJ'IOI‘I/I'-IHI/I MMpOoy4YBaHUA 3a 663OHaCHOCT, Impoy4BaHud 3@ TOKCUYHOCT IIPU MHOT'OKPATHO
nmpujaraHe, TCHOTOKCUYHOCT U KapIMHOTCHEH ITIOTCHIIUAII.

[Ipu mTpX0Be ONMMKAIOH HE OKa3Ba BIUSHUE BHPXY (EPTHIINTETa HA MBKKUTE M KEHCKUTE WHANBHIN
WM MTPEHATAITHOTO Pa3BUTHE NIPY HUBA HA EKCITO3UIMS 22 IBTH TEPalleBTUYHATA CKCIIO3UIIUS TIPU
xopa. [Ipu OpeMeHHU 3aiili OMHMKATIOH CE ITOHACS HE TOJIKOBA A00pe, KaTO HUBaTa HA CHCTEMHA
EKCITO3UITUS ¢a OKOJIO WIIH TI0]] TCPANICBTHYHUS TUATIa30H.

Brnpeku ge npu 3aiiim eMOpro-peTaTHOTO pa3BUTHE HE Ce MTOBIHABA HETaTHBHO, IPOYYBAHETO HE Ce
CYHTa 32 TIOKA3aTeITHO MIPH OIIEHKAaTa Ha PUCKa TP XOpa.
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6. DOAPMAIIEBTUYHHU JAHHU
6.1 CHouchbk Ha IOMOIIHHUTE BelIeCTBA

KarncyiHo ¢cbabpKIMO

JlakTo3a MOHOXUIPAT

Harpues nummecTteH riaukoat (Tam A)
[IpexxenaTMHU3UPAHO ITAPEBUYHO HUIIIECTE
Marnesues creapar

CncTaB Ha KarcyJjiaTta

Kenatun

HNunurokapmuH amymuHueB Jak (E 132)
Eputposun (E 127)

Tutanor nuokcun (E 171)

IlegyaTHO MacTHIO

Ontilyv 25 mg meéwvpou kancyau
[ennax

[Iponunenrnukon

AMOHSIK, KOHIICHTPHPaH Pa3TBOP
WNunurokapmuH amymuHueB Jak (E 132)

Ontilyv 50 mg meéwvpou kancyau
[emmax

TuranoB nuokcun (E 171)
IIponunenriaukon

AMOHSIK, KOHIEHTpUPaH pa3TBOp
CuMeTHKOH

6.2 HecbBmMecTMoOCTH
Henpunoxumo

6.3 Cpok Ha roaHOCT

Bbytunku ot HDPE: 3 ronunu
Baucrepu: 5 ronunn

6.4 Crhneuuajanu ycaoBHs HA CbXpaHeHHe

To3u 1ekapcTBEH MPOAYKT HE M3UCKBA CIELMAIIHU TEMIIEPaTypHH yCIOBUS HAa ChbXpaHEHHUE.
Bructepu: [la ce cbxpaHsiBa B OpUrHHaIHHA OJIHCTED, 3a Ja e Mpenas3y OT Biara.

Bbytunku ot HDPE: CpxpansiBaiiTe OyTHiiKara IUTbTHO 3aTBOPEHA, 32 JIa CE MPe/Ina3y OT Biara.
6.5 Buau chabpkaHHe HA ONIAKOBKAaTAa

Ontilyv 25 mg TBepAM KAICYIN

Benmu OyTunku ot monmueTwieH ¢ Bucoka mrbTHOCT (HDPE) cbe 3amuTenn oT fena moJunponicHOBH
(PP) zamymanku, chapprxami 1mo 10 wim 30 kancymu.
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Bbiuctepu ot OPA/AI/PVC//Al, chabpxaru 1o 10 wiu 30 Karcynu.

Ontilyv 50 mg TBepAM KanICyIn

benu OyTuinkm oT monueTIieH ¢ Bucoka mrbTHOCT (HDPE) che 3amuTenu ot Aena MmoIumponuiIeHOBH
(PP) zammymainkwu, csapprkamw mo 10, 30 wm 90 kancymm.

Brucrepu or OPA/Al/PVC//Al, chabpxanu mo 10, 30 unu 90 xancynu.

He BcHYKHM BHOBE OMAKOBKK MOTAT Ja ObJaT MyCHATH Ha Ma3apa.

6.6 CrnenuajJH4 Mpeana3sHu MePKH MPH U3XBbPJIsIHE

Heunsnon3BaHuAT JEKapCTBEH MPOAYKT MM OTHAIbUHUTE MATEPUAII OT HETO TPsIOBa J1a c€ U3XBBHPJIISAT

B CHOTBETCTBHE C MECTHUTE H3UCKBAHUSI.

7. NPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Bial - Portela & C?, S.A.

A Av. da Siderurgia Nacional

4745-457 S. Mamede do Coronado

ITopTyranus

ten.:+351 22 986 61 00

(bakc: +351 22 986 61 90

umeinn: info@bial.com

8. HOMEP(A) HA PASPELIEHUETO 3A YIIOTPEBA

EU/1/21/1578/001-010

9. JIATA HA ITbPBO PABPEINIABAHE/ITIOJHOBSIBAHE HA PASPEIHIEHUETO 3A
YIHOTPEBA

Jata Ha rEpBO pazpemanane: 21 dheBpyapu 2022 T.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IMonpoOHa uH(pOpMAaIIKs 3a TO3U JICKAPCTBEH MPOIYKT € MpeocTaBeHa Ha yeOcalita Ha EBporneiickara
arcHIIMs 10 JieKapcTBaTa http://www.ema.europa.cu.
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IMPUJIOKEHHUE IT

MMPOU3BOJUTEJ, OTTOBOPEH 3A OCBOBOKJABAHE HA
MAPTUIU

YCJ0BUSA UK OT'PAHUYEHUSA 3A JOCTABKA U
YIHOTPEBA

APYTI' YCJIOBUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJI0BUA UK OT'PAHUYEHUA 3A BE3OIIACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. NPOU3BOIUTEJL, OTTOBOPEH 3A OCBOBOXXJABAHE HA ITAPTUIN

Hme v aipec Ha MPOU3BOIKUTENS, OTTOBOPEH 3a OCBOOOK/IABAHE HA MAPTHIUTE
Bial - Portela & C?, S.A.

A Av. da Siderurgia Nacional

4745-457 S. Mamede do Coronado

ITopryranus

b. YCJIOBUA NN OI'PAHUYEHUA 3A TJOCTABKA U YIIOTPEBA

.HeKapCTBCHI/IﬂT MPOAYKT C€ OTITYCKa IO JICKAPCKO NPCAINCaHUC.

B. JAPYI'M YCJIOBUA N U3BNCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. Ileprnoguynu akTyaJu3upanu J0Kaaau 3a 6esonacnoct ITA/Ib

N3uckpanusta 3a nonasane Ha [IA/Ib 3a To3u JlekapCTBEH MPOAYKT ca IOCOUYEHH B CITUCHKA C
pedepentauTe natu Ha EBpomnetickus cpio3 (EURD cruchk), npensuaes B wi. 1078, an. 7 ot
Hupexrtusa 2001/83/EO, u BbB BCHUKHU CJICABALIH aKTyalIU3alUH, TyOJIUKyBaH! Ha
eBpOIEHCKHUs yeOImopTa 3a JeKapCTBa.

. YCJI0OBUsA NWJIN OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA TPOAYKT

. IL1an 3a ynpasJjienue Ha pucka (ITYP)

[IpurexxatensaT Ha pasperienuero 3a ynorpeda (IIPY) Tps6Ba na n3BbpIIBa H3UCKBAHUTE ICHHOCTU U
JIeHCTBUS, CBBP3aHU C IPOCieAsIBaHe Ha JeKapcTBeHaTa 6e301acHOCT, mocoueHu B ogo0penus I[TYP,
npezcraBed B Moayn 1.8.2 Ha pa3penieHueTo 3a ynorpeba, KakTo U BbB BCUUKH CIIC/IBAIIHA 0JJOOpEHH
akTyanu3auuu Ha ITYP.

Axrtyammusupas [IYP TpsiOBa na ce nogaga:

e 110 uckaHe Ha EBpomnelickaTta areHuus 1o JeKapcTBara;

e BHHArHW, KOTaTO C€ M3MEHs CHCTEeMaTa 3a yIpaBlieHHe Ha prUCKa, 0COOEHO B pe3ynTar Ha
[oJiy4aBaHe Ha HOBa MH(OpPMAIIUs, KOSITO MOXKE Jla IOBEJIC 10 3HAUMMU IIPOMECHH B
ChOTHOIICHHUETO I10J13a/PUCK, WK CJIE]] JOCTUTaHEe Ha BayKEH eTall (BbB BPh3Ka C
MpocJieIsiBaHe Ha JIeKapCTBEHATa 0€30TIaCHOCT WIIH CBEX/IaHEe Ha PUCKA 10 MUHUMYM).
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NMPUJIOKEHMUE II1

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA U
ITbPBUYHATA OITAKOBKA

HDPE BYTHJIKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Ontilyv 25 mg TBBpIU Kancyau
OITMKAIIOH

2. OBSABSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcesika kancyna cbabpika 25 mg ONMUKaIoH.

3. CIIMCBK HA TIOMOIIHHUTE BEINECTBA

C’LZ[’Bp)Ka JIaKTO34a.

3a noBeue nH(GpOpPMALHS BIKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

10 TBBpAM KanICYyITH
30 TBEpAU KanCyau

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXKJAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
TlepopanHo npuiioxeHue

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHHEHUAJIHM IIPEAYIPEXXJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

9. CIIEIIMAJIHH YCJIOBUSA HA CbXPAHEHHUE
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CrxpansBaiiTe OyTHiIKaTa ITHTHO 3aTBOPEHA, 32 JIa CE MPEANas3u OT Biara.

10. CIHENUWAJIHHU INPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT TSX,
AKO CE U3BUCKBAT TAKHUBA

11. HME U AJJPEC HA IPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Bial - Portela & C*, S.A.

A Av. da Siderurgia Nacional
4745-457 S. Mamede do Coronado
ITopryranus

(camo 3a 8bHWHAMA ONAKOBKA)

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/21/1578/003 10 TBBpIU Karcyiu
EU/1/21/1578/004 30 TBBpau Kancyan

13. MAPTHUIAEH HOMEP

[Taptungen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. MH®OPMAILIMA HA BPAMJIOBA A3BBYKA

ontilyv 25 mg (camo Ha évHWHAMA ONAKOBKA)

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JIBynsMepeH 6apKoJ ¢ BKIIIOYCH YHUKAICH HACHTH(HUKATOD
(camo 3a 8bHWHAMA ONAKOBKA)

‘ 18. YHUKAJIEH UIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
(camo 3a 8bHWHAMA ONAKOBKA)
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KYTUs (BJIMCTEPU OPA/A/PVC//Al)

1. HNME HA JIEKAPCTBEHUA ITPOAYKT

Ontilyv 25 mg TBBpIU Kancyau
OTIUKATOH

2. OBsIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancymna cpabpika 25 mg ONMUKaIoH.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

C’LZ[’Bp)Ka JIaKTO3a.

3a moBeue I/IH(I)OpMaI_[I/ISI BHWKTC JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

10 TBBpAM KanICyTH
30 TBBpAM Karcynu

5. HAYYH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXKJIAHE

[Ipenn ynotpeba npoyereTe IMCTOBKATA.
[Iepopanno mpunosxxeHue

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCHaA.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onmen mo:

‘ 9. CIIEIJMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cpXpaHsiBa B OpUTHHAIHUS OJHCTEp, 32 Ja ce MpEea3y OT BJiara.
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10. CIHENOUAJIHU IPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT TSX,
AKO CE U3UCKBAT TAKHBA

11. HME U AJJPEC HA IPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Bial - Portela & C?, S.A.

A Av. da Siderurgia Nacional
4745-457 S. Mamede do Coronado
Tlopryranus

12. HOMEP(A) HA PABPEIHIEHHUETO 3A YIIOTPEBA

EU/1/21/1578/00 10 TBbpaM Kamncysau
EU/1/21/1578/002 30 TBBpaM Kamcyiu

13. HAPTHUJIEH HOMEP

ITaptunen Ne

‘ 14. HAYMUH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAJIOBA A3BBYKA

ontilyv 25 mg

‘ 17. YHUKAJIEH WIEHTHO®UKATOP — JIBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. VYHUKAJIEH UIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIUCTEPUTE U JIEHTUTE

BJIMCTEPU OT OPA/AI/PVC//Al

1. HNME HA JIEKAPCTBEHUA ITPOAYKT

Ontilyv 25 mg xancynu
OTUKATOH

2. HUME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

BIAL

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

4. ITAPTUJIEH HOMEP

ITaptunen Ne

|5.  JIPYIO
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JAHHH, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITAKOBKA 1
II'bPBUYHATA OITAKOBKA

BYTUJIKA OT HDPE

1. HNME HA JTEKAPCTBEHUA ITPOAYKT

Ontilyv 50 mg TBBpIU Kancyau
OTIUKATOH

2. OBsIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpika 50 mg onmuKaroH.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

C’I)Z[’Bp)i(a JIaKTO3a.

3a moBeue I/IH(I)OpMaI_II/ISI BHWKTC JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

10 TBBpAM KaTICyTH
30 TBBpAM Karcyinu
90 TBBpPAU KaNCyau

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEXKXJIAHE

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
TlepopanHo npuiioxeHue

6. CIHEHUAJIHO NPEAYNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHENUAJIHM IIPEAYIPEXXJEHU A, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

9. CIIEIIMAJIHH YCJIOBUSA HA CbXPAHEHHUE
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CrpxpansBaiiTe OyTrHiIKaTa ITHTHO 3aTBOPEHA, 32 JIa Ce MPEArNasu OT Biara.

10. CIHENUWAJHHU IPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIM OT TSX,
AKO CE U3BUCKBAT TAKHUBA

11. HUME U AJJPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bial - Portela & C*, S.A.

A Av. da Siderurgia Nacional
4745-457 S. Mamede do Coronado
ITopryranus

(camo 3a 8bHWHAMA ONAKOBKA)

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/21/1578/008 10 TBBpIU Karcyiu
EU/1/21/1578/009 30 TBEpIU Karcyiu
EU/1/21/1578/010 90 TBEpIU Karcyiu

13. MAPTHUJAEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMA HA BPAMJIOBA A3BBYKA

ontilyv 50 mg (camo Ha 8vHUIHAMA ONAKOBKA)

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JIByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD
(camo 3a 8bHWHAMA ONAKOBKA)

‘ 18. VYHUKAJIEH UIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
(camo 3a 8bHWHAMA ONAKOBKA)
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JAHHH, KOUTO TPABBA JA CBIABPKA BTOPUYHATA OITAKOBKA

KYTUs (bJIMCTEPU OPA/AI/PVC//A)

1. HNME HA JIEKAPCTBEHUA ITPOAYKT

Ontilyv 50 mg TBBpIU Kancyau
OTIUKATOH

2. OBsIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpika 50 mg onmuKaroH.

3. CIIMCBK HA TIOMOIIHHUTE BEHIECTBA

C’I))_'[’Bp)i(a JIaKTO34a.

3a moBeue I/IH(I)OpMaI_II/ISI BHWKTC JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

10 TBBpAM KanICyTH
30 TBBpAM Karcyinu
90 TBBpPAU KaNCyau

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXKJAHE

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
IlepopanHo npuiioxeHue

6. CIHEHUAJIHO NPEAYNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYTI'U CHHEHUAJIHM IIPEAYIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:

9. CIIEIIMAJIHH YCJIOBUS HA CbXPAHEHUE
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Jla ce cpXpaHsiBa B OpUTHHAIHUS OJHCTEp, 32 Ja ce MPEIa3y OT Bliara.

10. CIHENUWAJHHU IPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT TSX,
AKO CE U3BUCKBAT TAKHUBA

11. HUME U AJJPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bial - Portela & C*, S.A.

A Av. da Siderurgia Nacional
4745-457 S. Mamede do Coronado
ITopryranus

12. HOMEP(A) HA PABPEIIEHHUETO 3A YIIOTPEBA

EU/1/21/1578/005 10 TBBpaHM Kamcyau
EU/1/21/1578/006 30 TBBEpIU Karcyiu
EU/1/21/1578/007 90 TBBEpIU Karcyiu

13. MAPTHUIAEH HOMEP

[Taptungen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. MH®OPMAILIMA HA BPAMJIOBA A3BBYKA

ontilyv 50 mg

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIUCTEPUTE U JIEHTUTE

BJIMCTEPU OT OPA/AI/PVC//Al

1. HNME HA JIEKAPCTBEHUA ITPOAYKT

Ontilyv 50 mg xancymnu
OTUKATOH

2. HUME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

BIAL

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

4. ITAPTUJIEH HOMEP

ITaptunen Ne

|5.  JIPYIO
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b. JUCTOBKA
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JIncroBka: HH()OpMALNMA 32 MANMEHTA

Ontilyv 25 mg TBBpAN Kancyan
OTIMKaIioH (opicapone)

IIpouereTe BHUMATEIHO ISIJIATA JIMCTOBKA, IIPeM /12 3all0YHeTe 1A IpHeMaTe TOBa JeKapcTBo,

ThH KaTo T ChbAbPska BaxkHa 3a Bac nudgopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKU J1a S IPOUYETEeTe OTHOBO.

- AKO UMaTe HSIKaKBU JOIBJIHUTEIHU BBIIPOCH, NonuTaiTe Bamms nexap nnu ¢papmanesT.

- ToBa nexapcTBO € mpeanucano JnyHo Ha Bac. He ro mpeotcrenBaiite Ha apyru xopa. To Mmoxe
Jla M HaBpeIH, He3aBUCUMO Y€ PU3HALNTE Ha TAXHOTO 3a00JsBaHe ca ChIIUTE KaTo BammuTe.

- AKo noTyunTe HAKAKBU HEXKEJIAHU Peakluy, yBenoMere Bamms nexap nnn ¢gapmanent. Toa
BKJIFOYBA Y BCUYKH Bb3MOXHU HEKEJIAHU PEaKLIMH, HEOIIMCAaHU B Ta3y JUCTOBKa. Buokre
TouKa 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kakgo npencraBnsasa Ontilyv 1 3a KakBO ce U3MOI3Ba
Kakso Tpsi0Ba na 3naere, npeau Aa npuemere Ontilyv

Kak na mpuemare Ontilyv

BB3MOKHHU HEXETaH! PEakiuu

Kak na cexpanssare Ontilyv

ChaspikaHre Ha ONTAaKOBKATa M JOIBIHUTEIIHA HH(POPMAITUSI

AN

1. Kakso npeacrasiasasa Ontilyv u 3a kakBo ce u3noassa

Ontilyv cpabpka akTHBHOTO BEIIIECTBO OMMKANIOH. T0 ce U3IMoII3Ba 3a JieueHHe Ha OoecT Ha
[TapKUHCOH U CBBP3aHUTE C HEsl ABUTraTeIHu mpodiiemu. bosecrra Ha [TapkUHCOH € mporpecupario
3a00JIIBaHE Ha HEPBHATA CUCTEMa, KOCTO MPUYMHSBA TPEIICPEHE U 3acsra JBHKESHUETO.

Ontilyv ce u3mos3Ba npu Bb3pacTHHU X0pa, KOUTO BeUe MPUEeMAaT JIeBOI0Aa U MHXUOUTOPH Ha Jiona
nexapOokcunasa. Toil 3acuiBa eeKTUTE Ha JIEBOJIONA M [ToMara 3a 00JieK4aBaHe Ha CHMIITOMHTE Ha
Oonectra Ha [lapKUHCOH M BUTATEITHUTE TIPOOIEMH.

2. KakBo TpsioBa 1a 3HaeTe, npeau n1a npuemete Ontilyv

He npuemaiite Ontilyv

- aKo CTe aJIepTUYHU KbM OIUKAIIOH WIH KbM HSKOS OT OCTaHAJINTE ChCTABKH Ha TOBA JIEKAPCTBO
(130poenn B ToUKa 6);

- aKo MMarte TyMop Ha HaaObOpeyHaTa Iie3a (M3BeCTeH KaTo ()eOXpOMOLIMTOM) WIIM Ha HEpBHATA
cucrema (M3BECTEH KaTo MaparaHriiioH), WU IpYT BUI TYMOP, KOMTO MOXKe J]a yBEITMYU pHUCKa
OT BHCOKO KPBBHO HAJIATAHE;

- aKo HAKOTa CTe UMaJIM HEBPOJIETITHYECH MAJUTHEH CHHAPOM, KOWTO € BUJI PAKA PEakius KbM
AQHTUTICUXOTHUYHH JICKapCTBa;

- aKo HAKOTa CTe UMAJIM BHJ PSIIKO MYCKYJTHO HapyIIeHHE, HApEUeHO pabJOMHOIN3a, KOETO HE €
OWII0 MPUYMHEHO OT HapaHsSBaHE;

- aKo MmpueMare OmnpeAesicH BUJ aHTUACTIPECaHTH, HapedeHn MOHoaMuHooKcuiazHu (MAO)
HHXUOUTOPH (KaTo eHEN3HH, TPAHWILUIPOMUH Wil MokioOemun). [lonuraiite Bamms nexap
win (papMmareBT qand MOXe Jla ipuemMaTe aHTHaenpecanTa cu 3aeqHo ¢ Ontilyv.

IIpenynpesxieHus v MpeanasHu MepKH

I'oBopere ¢ Bamus nexap wu gpapmanesT, penu aa npuemete Ontilyv:

- aKo MMaTe TeKKH YepHOAPOOHH TPOoOIeMH U CTpajiaTe OT 3ary0a Ha aleTHT, OTCIa0BaHe,
caboCT MM ymMopa B paMKHTE Ha KpaThK IEpUo OT Bpeme. Bammsr nekap me TpsoBa 1a
npepasrie/a jgedeHnero Bu.
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ITochBeTBaiiTe ce ¢ Barus jgekap unu papmaiieBT, ako Bue nnu Baiieto ceMencTBO/IprKeInTe ce 3a
Bac 3abenexar, ye pa3BuBaTe MOPUBH WK HEMPEOAOIMMA HYXKA J1a C€ AbPIKUTE 110 HAYWH, KOWUTO ©
HeoOnYaeH 3a Bac, uiu He MOXe J1a yCTOUTE Ha UMITYJICA, MTOATHKA WIH N3KYIIICHUETO J1a H3BBPIIUTE
HSKOM IeHHOCTH, KOUTO MOTAT /1a HaBpeaaT Ha Bac wim Ha npyrure. TakuBa nposBr Ha MMOBEJCHHUE CE
HapHyar ,,HapyIIeHHs B KOHTPOJIa Ha UMITYJICUTE ¥ MOTaT Jja BKIIIOYBAT MPUCTPACTSIBAHE KbM Xa3apT,
HEOOMYAHO YBEIMUYEHO CEKCYaTHO BICUEHHUE WM YBEIMYCHA aHTAKUPAHOCT ChC CEKCYATHH MUCITH
WJIN 4yBCTBaA. HO}IO6HI/I IIPOsABU HA IMMOBCJICHUEC Ca C’[)O6H_[aBaHI/I IIpyU Mau€HTHU, KOUTO MU3II0JI3BAT
JIpyTH JieKapcTBa 3a 6onect Ha [lapkuHcoH. BammsT nekap 1ie TpsiOBa ga npepasriesa ieueHueTo Bu.

Jlena u roHOIIM

Jena u ronomu noA 18 roauHm He TPsAOBa 1a MpreMaT TOBa JIeKapcTBO. To HE € MPOoyYBaHO NP Te3U
BBH3PACTOBHU TPYIH, Thil KATO HAMa ChOTBETHO MPHUIIOKEHUE 3a JieueHue Ha Oorect Ha [lapkuHCOH mpu
JleTia ¥ FOHOIIIH.

JApyru nexapcra u Ontilyv
Tps6Ba na kaxere Ha Bamms nexap wiu GapmanesT, ako [IpueMare, HACKOPO CTe IPUEeMalIl WK €
BB3MOXKHO J1a TIpUeMeTe JpYTH JIeKapCcTBa.

Undopmupaiite Bamms igekap, ako nmpuemare:

- JIeKapCTBa 3a JICTIPECHs] WIIA TPEBOXKHOCT KaTO BeHJIapaKCHH, MAIIPOTHUIIMH M JIE3UNPAMUH.
[Mpuemanero Ha Ontilyv 3aeHO ¢ Te3u JieKapcTBa MOXKE JIa YBEIIHYH PHCKA OT HEXKEJIaH!
peakiyn. Bammst nekap me TpsOBa 1a Kopurupa jJedenuero Buy;

- cadmHaMuI, KOMTO ce U3MoII3Ba 3a jieyeHune Ha Oonect Ha [lapkuHcon. Hsma omut ot
eTHOBpeMeHHO npriiokeHre Ha Ontilyv 3aeiHo cbe capunamuy. Bammsar nekap e TpsioBa ia
KOpHTHpa jedeHneTo Bu;

- JIeKapcTBa 3a JISYSHNE Ha acTMa KaTo pUMUTEPOIT WK 3onpeHanuH. Ontilyv Moxxe 1a yBenndn
edexra um;

- JIeKapCcTBa, M3MOJI3BAHN 32 JIeUeHHEe Ha aepTUYHU peakiny, Kato aaperannH. Ontilyv Moxe na
yBeIH4H edeKTa um;

- JIeKapCTBa, U3MOJI3BAHM 32 JICUeHHE Ha Chp/ICYHA HEJOCTATHYHOCT KaTo J0OyTaMHH, JJOMIaMHFH,
nomnaxekcamuH. Ontilyv Moxe fa 3acunu eexra um;

- JIeKapcTBa 3a JICYUCHNE Ha BUCOK XOJECTEPOII KaTO PO3yBaCTaTHH, CHMBACTAaTHH, aTOPBACTATHH

- wim npaBactatuH. Ontilyv Moxe fa 3acuiy edexra uM;

- JIEKapCTBa, KOUTO OKa3BaT BIMSHUE BHPXY UMyHHATa CHCTEMa, KaTo MeToTpekcar. Ontilyv
MOJKe Ja 3aciin eheKTa um;

- JIeKapCTBa, ChABbPIKAIIN XHHUINH, KOWTO e M3I0JI3BA 3a JICYCHUE Ha HAPYIIEH ChPJICUCH PUTHM
win Manapus. [Ipuemanero nHa Ontilyv 1 XMHUAKH, T.€. IPUEMAaHETO UM IO €THO U CHILO BPEME,
MoOKe J1a Hamaiu edekra oT Ontilyv.

BpeMeHHOCT M KbpMeHe
AKo cTe OpeMeHHa HITH KbpMUTE, CMSATAaTe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
nochBeTBaliTe ce ¢ Bamus nekap wiu apmaneBT npeay ynorpebdara Ha TOBa JEKapCTBO.

He e mpenoppuntento na npuemare Ontilyv, ako cre 6pemenna. TpsOBa na n3non3sate eQeKTHBHA
KOHTpaLEMNIHs, aKo € Bb3MOXKHO /1a 3a0peMeHeeTe.

He e m3BectHO manm Ontilyv mpemuHaBa B KbpMmaTa mpu Xoparta. Thif KaTo HE MOXKe J1a ce U3KITI0YN
puck 3a 6e0eTo/KbpMadeTo, TPSOBA /1a CIIpeTe 1a KbpPMUTE TI0 BpeMe Ha JieueHue ¢ Ontilyv.

Hlodupane u padbora ¢ MAIIMHKA
Ontilyv, npuemaH 3aeHO C JIEBOJIOIA, MOXE JIa IPUYUHU CBETOBHPTEXK, 3aMaiiBaHE WA CHHIUBOCT.
AKO TIOJTyYHTE TaKMBa HEXKEIAHU PEeaKInu, He modupaite u He paboTeTe ¢ MallliHY.

Ontilyv cbabpixa JaKkT03a M HATPHIA
- Jlakto3a: Ako siexkap Bu e ka3a, 4e uMaTe HEIOHOCHMOCT KbM HSIKOU BHJIOBE 3aXapH, CBBbPIKETE CE C
JieKapsi cu Ipeau J1a IpUeMeTe TOBa JIEKAPCTBO.
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- Hatpwuii: ToBa siekapcTBO ChABpKa MO-Maiko oT 1 mmol HaTpuii (23 mg) Ha Karcyna, T.e. MOXKe Ja
ce KaXe, 4e MPaKTHYECKU HE ChAbPIKA HATPHIL.

3. Kak 1a npuemarte Ontilyv

Bunaru npuemaiite ToBa 1€KapcTBO TOUHO KakTo Bu e kazan BamusT nekap. Ako He CTe CUTYPHHU B
Hello, monuTaite Bamms nekap win ¢papMariesT.

[Ipenopbuntennara no3a € 50 mg BeIHBK JHEBHO.
JKenarenno e Ontilyv na ce mpuema npeau JisraHe.

[Ipuemaiite Ontilyv Hali-ManKo equH Yac OpeAr WU CIIe] KaTo CTe MIPUENH JIEKapCTBOTO, ChIBPIKAIIO
JeBojona.

Jo3upoBka Ha Apyru JieKapcTBa 3a JiedueHue Ha OosiectTa Ha [lapkuHcoH

ITpenn na 3amounete na npuemare Ontilyv MoXe /1a ce HAJIOXKU J03aTa Ha IPYTH JeKapcTBa 3a
nedyenue Ha 6onectTa Ha [lapkuHCcoH na Obae Kopurupana. CresBaiite yka3aHusTa TOUHO KakTo ca Bu
JaneHu ot Bamus nekap.

Hauun Ha npuioxkeHue
Ontilyv e 3a mepopaTHO IPUIOKEHHE.
[MormpiiaiiTe Karcysara 1sIa ¢ gama BoJa.

AKO cTe puesu moBeyve oT HeodxoaumaTa no03a Ontilyv

AKO cTe mpuenu nmosede oT HeoOxoaumara g03a Ontilyv, Heza0aBHO uHpoOpMupaiiTe Bamus iekap
WM apMaieBT UM OTHCTE 10 Hail-Onmm3kaTta OonHua. B3emeTe cbe cebe cu onakoBKara Ha
JIEKapCTBOTO M Ta3W JUCTOBKA. TOBa Ile MOMOTHE Ha JieKaps Ja pa3depe KaKBO CTE MPUEITH.

AKko cte nponycHaau aa npuemere Ontilyv

AKo ciy4aiiHO CTe IIPOITyCHAJIU €]lHa [103a, IPOJbJIKETE Kypca Ha JIueHHe U IpUeMeTe Clle/iBaliara
J103a, KakTo Bu e npeanucaxo.

He B3emaiite nBoliHA /1032, 3a Ja KOMIIEHCUpATe [IPOIlycHaTaTa 103a.

AKo cTe cripesin npueMa Ha Ontilyv

He cniupaiite npuema Ha Ontilyv, ocBeH ako Bammsr nekap He Bu kaxe, Thil kKato cumnromure Bu
MOXe€ J]a ce BJIOLIAT.

Axo cripere na npuemate Ontilyv, Moke Jla ce Haloxu BammsT nexap j1a Kopurupa J103uTe Ha
JpyTuTe JeKapcTBa, KOUTO NIpUeMaTe 3a JiedeHue Ha Oojectra Ha [TapKUHCOH.

AKO UMaTe HIKaKBH JOMBJIHUTEIHHA BBIIPOCH, CBBP3aHH C yIOTpebaTa Ha TOBA JIEKAPCTBO, MOMUTANTE
Bamus siekap win gpapMarienT.

4. Bb3MOKHY He:KeJIaHU peaKkuun

Kakro Bcuuku JIEKapCTBa, TO3U MPOAYKT MOXKE Oa NPEAN3BHUKA HEKEITaHN PEAKIINU, BBIIPEKU Y€ HE
BCCKH T' IIOJTy4aBa.

Hexenanute peakuuu ot Ontilyv 0OMKHOBEHO ca JIEKH 10 YMEPEHU M HACTBIIBAT Tpe3 ITbPBUTE JIBE
CEIMHIIM OT JieueHneTo. HsKou He)xenaHn peakiiy MOXKe Jla ca pe3yJITaT OT 3aCHICHUTE e(heKTH OT
€IHOBpPEeMEHHOTO npruemaHe Ha Ontilyv ¢ meBomomna.

CepprkeTe ce BeHara ¢ Bammms exkap, ako MoydnTe HAKAKBY HEXKETaHW PEeakIny B HAYAIOTO Ha
JedeHneTo. MHOTO OT HEeXKEJaHNUTE peakllni MOXe Ja ObaaT OBNIaZeH: oT Bamus nekap upes
KOpPUTHpaHE Ha 103aTa Ha IPUEMAHOTO JIEKAPCTBO, ChIBPKAIIO0 JIEBOIOIA.
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HNndopmupaiiTe Bb3MOKHO Haii-0bp30 Bamus jexap, ako 3a0eeKuTe HAKOH OT CIICTHUTE
HE)KeJIaH! PEaKIiuu:

MHoro yecTu: MOXke aa 3acerHat noseue oT 1 Ha 10 gymm
- HEBOJIHU ¥ HEKOHTPOJIUPYEMH WU TPYHHU WU OOJIE3HEHH JIBUKCHHS Ha TSIIOTO

UecTu: Moke Aa 3acerHar nmoseue ot 1 Ha 10 gymum

- 3areK

- CyXoTa B ycTaTta

- rajicHe

- MOBPBIIIAHE

- MTOBUIIICHU HHUBA Ha €H3UMa (KpEaTHHKHWHA3a) B KPBBTa

- MYCKYJTHH CIIa3MHU

- 3aMaiiBaHe

- rinaBobosme

- CBHHJIUBOCT

- TPYJHO 3aCITUBAHE MM HEBB3MOXKHOCT J]a OCTAHETE B ChbCTOSIHHE HA ChH

- CTpaHHU CHHHUIIA

- yCelllaHe 3a WU BIDKJaHe Ha Hellla, KOUTO He ChIIECTBYBAT (XaTIOIIMHAIINH )

- crna/iaHe Ha KPHBHOTO HaJISATaHE TPU U3IPaBsIHE, KOSTO MPUYHHSIBA CBETOBBPTEK WITH
MIPIJIONIABAaHE

Heuectu: moxe na 3acernar a0 1 va 100 gymm
- NaJIUTAIUH WM HEPaBHOMEPHO ChplLeOneHe
- 3alyIiBaHe Ha yXOTO

- CyXH O4H

- 0oJIka WM TI0/TyBaHe Ha KOpema

- JIOIIO XPaHOCMHJIAHE

- 3ary0a Ha TerJio

- 3ary0a Ha aneTuT

- BHCOKH HUBA Ha TPUIIIUIEPUAN (MAa3HUHH) B KPHBTa
- MYCKYJIHHU CIIa3MH, CKOBAaHOCT HJIM 0OJIKa
- 0oJKa B pBIETE WIN KpaKaTa

- MIPOMEHEHO YCeIIaHe 3a BKYC

- IMPEKOMEPHU IBUIKCHUSA HA TAJIOTO

- HPUIIOIIABAHE

- TPEBOXKHOCT

- JeTipecus

- YyBaHC Ha HEIIlA, KOMUTO HE CbUICCTBYBAT
- KOIIIMapH

- HapyIIeHHEe Ha ChHS

- HEoOWYaeH IBST Ha ypUHATa

- chOyK1aHe Ipe3 HOIITA, 32 Jla yPUHUPATe
- 3ayx

- BHCOKO WJIM HUCKO KPBBHO HaJIsITaHE

Cpho01aBaHe HA HeXKeJAHU PeaKIun

AKO TIOTyYUTe HIKaKBU HEXEJIaHU JICKAPCTBCHH PEAKIMU, YBeaoMeTe Barms nexap win hapMareBT.
ToBa BKIIIOUBAa BCUUKH Bb3MOKHHU HEOMUCAHU B Ta3U JINCTOBKA HEXKEJIaHU peakiuu. MoxkeTe ChIIo 1a
CHOOIIUTE HEIKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChoOIIaBaHe, TOCOYCHA B
[Ipunoxxenne V. Kato cro0miaBare HeXXeTaHU PeaKIMH, MOXKETE Jja JaJeTe CBOS IMIPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(POpMannsa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiate Ontilyv
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I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

He uznon3Baiite TOBa JIEKapCTBO CJIE] CPOKA HAa TOHOCT, OTOEA3aH BEPXY
OyTuikaTa/OnucTepa/KapTOHEHaTa OIakoBKa cien ,,l ogen 10:“. CpoKbT Ha TOAHOCT OTIOBaps Ha
MOCJIETHUS JICH OT IIOCOYEHHSI MECell.

ToBa 1exapcTBO HE N3NCKBA CHEIMATHU TEMIIEPATYpHH YCIOBUS Ha ChXpaHEHHE.
bructepu: [la ce cbxpaHsaBa B OpUTHHAIHKS OJIHMCTED, 3a J]a Ce MpeAnas3y OT Biara.
bytunku: CexpansBaiiTe OyTHIIKaTa IUTHTHO 3aTBOPEHA, 32 JIa ce MPE/INasy OT Biiara.

He uzxBbpisiite nekapcTBaTa B KaHAIU3aLUATa WIK B KOHTEMHEpa 3a JOMAIIHU OTIAbIIH.
[MommTaiite Bammst papmaneBT kak ga U3XBBPISATE JIeKapcTBaTa, KOUTO Bede He u3non3sare. Te3n
MEPKH L€ CIIOMOTHAT 3a OIla3BaHe HA OKOJIHATA Cpeaa.

6. Chabp:kaHue HA ONIAKOBKATA M JONbJIHUTETHA HHpOpManus
Kaxkso cbabp:ka Ontilyv

- AKTHBHO BEIIECTBO: OMHUKAMNOH. Beska TBbp/a Karcyna chIbpKa 1Mo 25 mg OnUKaroH.
- Hpyru cbcTaBKH:

o KaIlCyJIHO ChABPXKHUMO: JIAKT03a MOHOXUAPAT, HATPUEB HULIECTEH INIMKoJaT (Tul A),
MpeKeTaTHHUPAHO IAPEBUYHO HUIIECTE M MarHe3ueB cTeapar

o CHCTaB Ha KaIlcyJiaTa: )KeJaTuH, HHIurokapMut anymunues Jak (E 132), eputposun (E
127) u TutanoB auokcuxn (E 171)

o MeYaTHO MAaCTHJIO: IIENJIakK, MPONUIEHIIMKOI, aMOHSK, KOHIIEHTPUPAH pa3TBop,

UHAUTOKapMuH amymuHueB nak (E 132)

Kak m3rae:xxga Ontilyv u kakBo chbABp:Ka OMMaKOBKATa
Ontilyv 25 mg TBBpIU Karcyiau ca CBeTIIOCHHH, ¢ IbJDKHHA MPUOIU3uTenHo 19 mm, ¢ oTrevaTano
BBpXy Karcymure ,,OPC 25 u ,,Bial®.

Karcynure ca onakoBanu B Oy THIIKH WM OJIHCTEPH.

Bbyrtunku: no 10 unm 30 kancynu.
brucrepu: o 10 unu 30 xancynu.

He Bcuuku BuIOBE OMaKOBKM MOTaT Ja ObJaT MyCHATH Ha Ta3apa.
IIpuTexkaTes HA pa3pelIeHUETO 32 YNOTPeda U MPOU3BOAUTEN

Bial - Portela & C?, S.A.

A Av. da Siderurgia Nacional
4745-457 S. Mamede do Coronado
ITopryranus

Ter.: +351 22 986 61 00

takc: +351 22 986 61 90

umeiin: info@bial.com

JlaTa Ha mocJeaHo nmpepa3riexaaHe Ha guctokata {MM/I'TTT}.
JApyru u3ro4HMIM HA HH(POPMALUH

IToapo6Ha mHGOpMANHS 3a TOBA JIEKAPCTBO € MpeJIocTaBeHa Ha yeOcaiita Ha EBponeiickara areHmus
10 JIeKapcTBaTa http://www.ema.europa.eu.
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JlucroBKa: l/IH(l)OpMalII/lﬂ 3a mManueHTa

Ontilyv 50 mg TBBpAN Kancyan
OMHUKAIIOH (opicapone)

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA, PN 1A 3aM0YHETE 1a IPUeMaTe TOBA JIeKAPCTBO,

Thil KaTO TH ChAbPKa BaxkHa 3a Bac undgopmanms.

- 3anaszere Ta3u JUCTOBKA. MoXke /1a ce HAIOXKU J1a 51 IPOYETETe OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, MTonuTaiiTe Bamus nexkap wiu gapmarieBt.

- ToBa nekapcTBO € npeanucaHo JudHo Ha Bac. He ro mpeoTcTbnBaiite Ha apyru xopa. To Moxe
Jla IM HaBpeIy, He3aBUCHMO Ue MPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChIUTe Kato Bammure.

- AKO TIONTyYUTe HAKAKBU HEXEJIAHU PEaKIluy, yBeoMeTe Bamus iekap wiu gpapmanesT. Toa
BKJIIOYBA U BCUYKU BH3MOXHU HEXKEJIAHU PEaKliu, HEOMMCAaHU B Ta3H JTUCTOBKA. BuxkTe
TouKa 4.

KakBo cbabp:ka Ta3u JHCTOBKA

Kakso npeacrasnsBa Ontilyv u 3a KakBO ce U3IOI3Ba
Kakso Tps0Ba na 3Haere, npeau ga npuemere Ontilyv

Kak na nmpuemare Ontilyv

BB3MOXHU HEXeTaH! peakuu

Kak na cpxpansiBare Ontilyv

ChbabpkaHye Ha ONTAaKOBKATa M JOMBIHUTEIIHA HHPOPMAIIUS

AN e e

1. Kakso npeacraBiassa Ontilyv u 3a kakBo ce u3noassa

Onti1YV CbAbpPiKa AKTUBHOTO BCIICCTBO OITMKAIIOH. To ce u3moa3Ba 3a J1eucHUEe Ha OONECT Ha
HapKI/IHCOH " CBBP3aHUTC C HCA ABUTATCIIHA HpO6J'IeMI/I. bonecrra Ha HapKI/IHCOH € MMporpecupanio
3a00JIIBaHe Ha HEPBHATa CUCTEMA, KOCTO IMPUYHHABA TPCIICPCHE U 3aciAra IBUXKCHHUCTO.

Ontilyv ce u3nos3ea npu Bb3pacTHH XOPpa, KOUTO BeUe MPUEMAT JICBOJIONA U HHXUOUTOPH Ha JI0Ma
nexapOokcunasa. Toll 3acuiBa eeKTUTE Ha JIEBOJIONA M [ToMara 3a 00JieK4aBaHe Ha CHMITOMHTE Ha
OonectTa Ha [TapkWHCOH ¥ ABUTATEIHUTE MPOOIEMHU.

2. KakBo TpsioBa 1a 3HaeTe, npeau n1a npuemete Ontilyv

He npuemaiite Ontilyv

- aKo CTe aJIeprUYHU KbM OIMKAIOH WIH KbM HSKOSI OT OCTaHAJINTE ChCTABKH HA TOBA JIEKAPCTBO
(130poenn B ToUKa 6);

- aKo MMaTe TyMOp Ha HaJOBOpedHara xie3a (M3BeCTeH KaTo (he0XpOMOIIMTOM) WIIH Ha HEpBHATA
cucreMa (M3BECTEH KaTo MaparaHriioH), WU IpYyT BUI TYMOP, KOMTO MOXKe J]a YBEITMYU pUCKa
OT BUCOKO KPBBHO HAJISATAHE;

- aKo HAKOTa CTe UMaJIM HEBPOJIETITHYCH MAJUTHEH CHHAPOM, KOWTO € BUJT PSAAKA PEaKus KbM
AHTUIICUXOTHYHH JIEKapCTBA;

- aKo HSKOTa CTe MMaJIM BU]I PAAKO MYCKYJTHO HapylIeHHe, HapeueHo pabJOMHOIIH3a, KOETO HE €
OWII0 MPUYMHEHO OT HapaHsSBaHE;

- aKo TpueMare OmpeelieH BUJ aHTUETIPECAaHTH, Hape4eHn MOHOaMIHOOKcH1a3Hn (MAO)
HHXUOUTOPH (KaTo (eHEN3HH, TPAHWILUIPOMUH WK MokiIooemun). [Tonuraiite Bamus nexap
nnu ¢apMareBT Jajdu MOXe Ja IpueMare aHTHAenpecanTa cu 3aenHo ¢ Ontilyv.

IIpenynpesxaenusi U npeAnasHu MepKu
l'oBopete ¢ Bamms nekap unu papmanesT, npeau ga npuemere Ontilyv:
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- aKo MMaTe TeKKH YepHOAPOOHH MTPoOIeMH B cTpaaaTe OT 3aryda Ha arneTuT, oTciiadBaHe,
CJTabOCT WM YMOpa B PaAMKUTE Ha KpaThK MEPUOJ] OT BpeMe. Bamwsr siekap mie TpsoBa aa
npepasriie/ia JeueHueTo Bu.

IToceBetBaiiTe ce ¢ Barwms jgekap unu papmaiieBT, ako Bue nnu Baiieto ceMelicTBO/IprKeInTe ce 3a
Bac 3abenexar, e pazBuBate OPHUBHU MU HEMPEOOIMMA HYK/I J]a Ce IbPKUTE [0 HAYWH, KOHTO e
HeoOnvaeH 3a Bac, uim He MOXe J1a yCTOWTE Ha UMITYJICA, IIOATHKA WM N3KYIICHUETO J1a H3BBPIIUTE
HsIKOU JICI\/’IHOCTI/I, KOWTO MOT'aT aa HaBpEAAT Ha Bac nnm na Apyrure. TakuBa IIPpOsIBU Ha IMMOBECACHUEC CC
Hapu4at ,,HapyHnI€HUA B KOHTPOJIa Ha I/IMHYHCI/ITC“ 1 MOraTt Ja BKJIIIOYBAT NPUCTPACTABAHEC KbM Xa3apT,
HEOOWYAHO YBEIMYEHO CEKCYalTHO BICUEHHUE WM YBEINYCHA aHTAKUPAHOCT ChC CEKCYATHU MUCITH
win 9yBcTBa. [1000HM MposiBH HAa TIOBEJICHHE ca ChOOIIaBaH! MTPH MAIUEHTH, KOUTO H3MO0I3BAT
JIpyTH JeKapcTBa 3a Oosect Ha [lapkuHcoH. Bammusat nekap e TpsOBa Ja npepasriena JiedeHuero Bu.

Jlena u roHOIIM

Jena u ronomu nof 18 roauamM He TpsAOBa 1a MpreMaT TOBa JieKapcTBo. To HE € MpOoyYBaHO NpHU Te3U
BB3PaCTOBH TPYIH, Thil KATO HAMa CHOTBETHO MPHUIIOKEHUE 32 JIeueHHe Ha Oornect Ha [lapkuHCOH mpu
Jleria ¥ FOHOIIIH.

Hpyru gexaperBa u Ontilyv
Tps6Ba na kaxere Ha Bamms nexap wim gapmanesT, ako IIpueMare, HACKOpPO CTE IPUEeMalll WK €
BB3MOXKHO J1a TIpUeMeTe pyTH JIeKapCcTBa.

Wudopmupaiite Bammst nexap, ako npuemare:

- JIeKapcTBa 3a JISTPECHUs] WM TPEBOKHOCT KaTo BeHIa(aKCHH, MAIIPOTHIIMH | JA€3UTPAMUH.
[Mpuemanero Ha Ontilyv 3ae/1HO ¢ Te3U JieKapcTBa MOXKE J1a YBEJIUYH PUCKA OT HEXKEJTaH!
peakiyn. Bammst nekap me TpsOBa 1a Kopurupa jiedenuero Bu;

- camHaMuI, KOIMTO ce U3MoII3Ba 3a jiedeHne Ha Oonect Ha [lapkuHcoH. Hsma omut ot
eTHOBpeMeHHO npuiokeHre Ha Ontilyv 3aemHo cbe capunamuy. Bammsr nekap e TpsioBa ga
Kopurupa jedeHuero Bu;

- JIeKapcTBa 3a JICYCHNE Ha acTMa KaTo pUMHUTEPOIT WK m3onpeHanuH. Ontilyv Moxxe 1a yBenndn
eexra um;

- JIeKapCcTBa, U3MOJI3BAHM 32 JIeUeHHE Ha aepTUYHU peakiny, kato aaperannH. Ontilyv Moxe na
yBEHYH eeKTa uM;

- JIeKapcTBa, M3MI0I3BaHM 32 JISYeHHE Ha ChpJeYHa HEAOCTaThYHOCT KaTO JOOYTaMHH, JOaMUH,
nomnaxexkcamuH. Ontilyv Moxe fia 3acunu edexra um;

- JIeKapcTBa 3a JICUCHNE Ha BUCOK XOJIECTEPOII KaTO PO3yBaCTaTHH, CHMBACTaTHH, aTOPBACTATHH

- nim npaBactatuH. Ontilyv Moxe fa 3acuiy edexrta uM;

- JIEKapCTBa, KOUTO OKa3BaT BIMSHUE BHPXY UMyHHATa CUCTEMa, KaTo MeToTpekcar. Ontilyv
MOJKE JIa 3aCHIH eeKTa UM;

- JIeKapCTBa, ChABbPIKAIIN XHHUINH, KOWTO e M3II0JI3Ba 3a JICYCHNE Ha HAPYIIEH ChPJICUCH PUTHEM
i Manapust. [IpuemaneTo Ha Ontilyv 1 XUHUANH, T.€. IPUEMAHETO MM TI0 €HO U CHIIO BpEME,
MoOKe Ja Hamanu edekra oT Ontilyv.

bpemeHHOCT U KbpMeHe
AKo cTe OpeMeHHA WiIN KbPMHTE, CMATATe, Y€ MOKE J1a CTe OpeMeHHa WM IJIaHupaTe OpeMEHHOCT,
MoChBETBaTE ce ¢ Bamms nekap win dapmaneBT npeau yrnorpedaTa Ha TOBa JIEKapCTBO.

He e mpenoppuntento na mpuemare Ontilyv, ako cte 6pemenna. TpsOBa na n3non3Bate eQexTHBHA
KOHTpAIICTIIHS, aKO € Bh3MOXKHO J1a 3a0peMeHeeTe.

He e u3BectHO manu Ontilyv npemuHaBa B kbpMaTa mpu Xxopara. Thil KaTo He MOXKeE Jla C€ U3KIIIOYU
pHCK 3a 0e0eTO/KbpMaUeTO, TPSAOBA J1a CIIPETE Ja KbPMHUTE 0 BpeMe Ha jeuenue ¢ Ontilyv.

lodupane u padora ¢ MalIMHK

OIltin'V, npueMaH 3a€HO C JICBOAOIIA, MOXKE Ja NPUIUHU CBETOBBPTCK, 3aMaliBaHe W CHHJIMBOCT.
Axo IMOJIYYUTC TaKUBa HCKCJIAHU PCAKIINU, HC mO(praﬁTe n HC pa60TeTe C MalIrMHHA.
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Ontilyv chabpska 1aKT03a 1 HATPUIA

- Jlakto3a: Axo sexap Bu e ka3ai, 4e umaTe HEIOHOCHMOCT KbM HSIKOU BHJIOBE 3aXapH, CBBPIKETE CE C
JIeKaps CU Ipeau a IpUEMETE TOBA JEKapCTBO.

- Hatpwii: Toa nekapcTBo chabpika no-maiko ot 1 mmol Hatpuii (23 mg) Ha Kancyna, T.e. MOXKe Ja
ce Kaxke, 4e NPAaKTUUECKH HE ChABbPKAa HATPUil.

3. Kaxk na npuemare Ontilyv

Bunaru npuemaiite ToBa 1ekapcTBO TOUHO KakTo Bu e kazan BamusaT nexkap. Ako He CTe CUTYPHHU B
Hello, nonuraite Bamus nexap unu gpapmanesT.

IIpenopbuntennara no3a € 50 mg BeIHBK JHEBHO.
JKenarenno e Ontilyv n1a ce mpuema rpeau JisraHe.

[Ipuemaiite Ontilyv Hali-ManKo eqUH Yac OpeAr WM CIe] KaTo CTe MIPUENH JIEKaPCTBOTO, ChIBPIKAILIO
JeBojona.

Jo3upoBka Ha Apyru JieKapcTBa 3a JiedueHue Ha OosectTa Ha [lapkuHcoH

[Ipenn na 3amounere na npuemate Ontilyv MOXke 1a ce HaJIOKU [103aTa HA APYTH JIEKapCTBa 3a
nedenue Ha 6onectTa Ha [lapkuHCcoH na 6bae kopurupana. CresBaiite yka3aHusTa TOUHO KakTo ca Bu
naneHu ot Bamus nekap.

Hauun Ha npuioxkeHue
Ontilyv e 3a nepopaaHo NpUIOKCHHE.
IHormpmiaiiTe kancysnaTa Lsia ¢ yailia Boja.

AKO cTe IpHeJIN MoBevYe 0T HeoOxoauMaTa go3a Ontilyv

AKO cTe mpuenu nosede oT HeoOxoaumara go3a Ontilyv, Heza0aBHO uHpOpMupaiiTe Bamus ekap
win (papmarieBT win oTHIETe 10 Haii-Onm3kaTa OomHua. Bzemere cbe cebe cu omakoBkara Ha
JIEKapCcTBOTO M Ta3W JIMCTOBKA. TOBA e TOMOTHE Ha JIeKaps J1a pa3depe KaKBO CTE MPHEH.

AKO cTe IponycHaJM aa npueMete Ontilyv

Axo ciryyaifHO cTe IPOITyCHAJIM €/1Ha 1034, IPOJbIKETEe Kypca Ha JIe4eHHe U IpUeMeTe cleaBaliara
703a, KakTo Bu e npeanucano.

He B3emaiite 1BoifHa /1032, 32 1a KOMIIEHCHpATE MPOITycHATATa J103a.

AKko cte cupesn npuema Ha Ontilyv

He cnmpatite npuema Ha Ontilyv, ocBeH ako BamusT nexap He Bu kaxe, Thii kaTo cuMnToMute Bu
MOJKE /1a C€ BJIOILIAT.

Axo cripete fa npuemare Ontilyv, Moke J1a ce Haloxu BammusT nexap 1a Kopuripa I103uTe Ha
IPYTHTE JIEKapCTBa, KOUTO IIpreMaTe 3a JieueHne Ha 0ojectra Ha [lapkuHCOH.

AKO MMaTe HSKaKBHU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH ¢ YOTpebaTa Ha TOBa JICKApCTBO, MONUTaTe
Bamus nekap nim dapmanesT.
4. Bb3MOKHU He:KeJIaHU peaKklun

Kakro Bcuuku JICKapCTBaA, TO3U MPOAYKT MOKE a MPCAU3BHUKA HCXKCIIAaHU PCAKIIUH, BHIIPEKU Y€ HE
BCCKU I'M I1OJIy4aBa.

Hexenanute peakuuu ot Ontilyv 0OMKHOBEHO ca JIEKH 10 YMEPEHU M HACTBHIBAT Npe3 ITbPBUTE JIBE

CEIMHMIIH OT JIeueHNneTo. HKou HeXxeaHn peakiiy MOXKe Jla ca pe3yJITaT OT 3aCHICHUTE e(heKTH OT
€IHOBPEMEHHOTO nipuemaHe Ha Ontilyv ¢ meBomona.
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CBbpiKeTe ce BeaHara ¢ Barmms jiekap, ako MOJIyINTe HIKAaKBH HEeXXEIaHN PEaKIMK B HAYAIOTO HA
JedeHNEeTo. MHOTO OT HeXKEJIAaHUTE PeaKIIny MOXKe 1a ObJaT OBIAACHH OT Barmus jiekap upe3
KOPUTHpaHE Ha 103aTa Ha MPUEMAaHOTO JIEKAPCTBO, ChIBPKALIO0 JIEBOAOIIA.

Hndopmupaiite Bb3MO:KHO Haii-0bp30 Bamus jexap, ako 3a0eIeXuTe HAKOH OT CIICTHUTE
HEe)KeJIaH! PEaKIuu:

MHoro 4yecTu: Moxe Ja 3aCC€rHart I10B€YC OT 1 wa 10 Ay
- HCBOJIHA U HCKOHTPOJIUPYCMHU WJIN TPYAHU WUIIN Oole3HeHU JABHOKCHHA HA TAJIIOTO

UecTu: Moxke Aa 3acerHar noseue ot 1 Ha 10 gymum

- 3areK

- CyXOTa B ycTara

- rajicHe

- MOBPBIIIAHE

- MOBHIIIEHN HUBA HAa eH3MMa (KpeaTHHKHHA3a) B KPbBTa

- MYCKYJTHH CIIa3MHU

- 3amaiiBaHe

- riaBo6onue

- CHHJIUBOCT

- TPYZHO 3aCIIMBAaHE MM HEBB3MOXKHOCT J]a OCTaHETE 3acialln

- CTpaHHU CHHUINA

- yCelllaHe 3a WU BIDKJaHe Ha Hellla, KOUTO He ChIIECTBYBAT (XaJIFOLIMHAIIIH)

- CIa/IaHe Ha KPbBHOTO HAJISITaHE MPHY U3IPABIHE, KOETO MPUYMHABA CBETOBBPTEXK MIIN
MPUIOIIABAHE

Heuectu: moxe na 3acernar g0 1 va 100 gymm
- HaJIUTAIUH WM HEPaBHOMEPHO ChplLieOneHe
- 3amyIIBaHe Ha yXOTO

- CyXH O4H

- 0oJka WM TI0/TyBaHe Ha KOpeMa

- JIOIIO XPaHOCMHJIaHE

- 3ary0a Ha TerJio

- 3ary0a Ha aneTuT

- BUCOKH HUBA Ha TPUIIIUIEPUAN (Ma3HUHH) B KPBBTA
- MYCKYJIHU CIa3MH, CKOBaHOCT HJIH 0OJIKa
- 0oJKa B pBIETE WM KpaKaTa

- MIPOMEHEHO BKYCOBO yCeIllaHe

- MPEKOMEPHH JABIKEHHS Ha TAIOTO

- MPUIIOLIIABaHEe

- TPEBOXKHOCT

- JeTpecus

- YyBaHE Ha HEIlla, KOUTO HE ChIECTBYBAT
- KOIIIMapH

- HapyIIeHHEe Ha ChHS

- HEoOWYaeH IBST Ha ypUHATa

- CBOYXKIaHe Mpe3 HOIITA, 3a J1a yPUHHPATE
- 3amayx

- BHCOKO WJI HUCKO KPBBHO HAJISATaHe

Cpho01iaBaHe HA HeKeJAHU PeaKIUun

AKO TIOJTyYUTE HAKAKBU HEXEJIaHU JIEKAPCTBCHH PEAKIIMU, YBeaoMeTe Barms nekap win hapMaieBT.
ToBa BKJIIOUBAa BCUUKH Bb3MOKHHU HEOMUCAHU B Ta3H JINCTOBKA HEXKEJIaHU peakiuu. MoxkeTe ChIIo aa
CHOOIIUTE HEKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChoOIIaBaHe, TOCOYCHA B
[Ipunoxxenne V. Kato cro0miaBare HeXXeTaHU PEaKIMH, MOXETE Jja JaJeTe CBOS IMIPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(PpOpMannsa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak na cexpansiate Ontilyv
Jla ce cpxpaHsiBa Ha MSICTO, HEIOCTBIIHO 32 JeLa.

He u3moun3BaiiTe ToBa JIeKapcTBO ClIe]] CPOKa HA TOIHOCT, OTOEIA3aH BhPXY
OyTuikaTa/0nucTepa/KapToOHeHATa OnakoBKa ciell ,, [ ofeH 10:“. CpoKbT Ha FOJHOCT OTrOBaps Ha
MIOCIITHUS JICH OT MTOCOYEHHUS MECEII.

ToBa jexapcTBO HEe N3MCKBA CIEIHATHU TEMIIEPATYPHH YCIOBHUS Ha ChXpaHEHHE.
bnuctepu: [la ce chxpaHsaBa B OpUTHHAIHKS OJIHMCTED, 3a J]a Ce MpeAas3y OT Biara.
ByTtunku: CpxpansBaiite OyTHIIKaTa IUTbTHO 3aTBOPEHA, 32 /1a CE MPEAINasy OT Biara.

He H3XBBpHHﬁTe JICKapCTBaTa B KaHA/IM3aluATa Uiu B KOHTeﬁHepa 3a JOMAalIHH OTIIaaAbIN.
Ilonuraiite Bamms (I)apMaLleBT KakK 1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC M3IOJI3BATC. Te3n
MCPKH IIC CTIOMOIrHAT 34 OIIa3BaHC HA OKOJIHATa Cpeaa.

6. Chbabp:kaHue Ha OIAKOBKATA M JOIIBJIHUTETHA HHpOpManus
Kaxkso cpabp:xa Ontilyv

- AKTHBHO BEILECTBO: ONMKAMOH. Besika TBbp/a Karcyna cbIbprka no 50 mg onvkarnoH.
- Hpyru cecTaBku:

o KaICyJIHO ChABPKUMO: JIJAKTO3a MOHOXHIpaT, HATPUEB HUILIECTEH TIIMKONIAT (TUl A),
MIpeXeTaTHHUPAHO LIAPEBUYHO HUIIECTE X MarHE3UeB cTeapar

o CHCTaB Ha KaIlcyJaTa: XKeJaTuH, HHAUTo-KapMuH arymuHues jiak (E 132), epurposun (E
127) u TuranoB nquokcun (E 171)

o MeYaTHO MACTHIIO: MeJUIaK, TuTaHoB quokcun (E 171), mponmuneHranKkosn, aMoHsIK,

KOHLIEHTPUPAH Pa3TBOP, CHMETHKOH

Kak m3rie:xxna Ontilyv u kakBo cbabpka ONaKOBKAaTa
Ontilyv 50 mg TBBpU Kancynu ca TBMHOCHHH, C JbJDKHHA TPUOIM3UTENHO 19 mm, ¢ oTreyaTaHo
BBpXY Kamcymute ,,OPC 50 u ,,Bial®.

Karcynure ca onakoBaHu B OyTHIIKH WM OJIMCTEPU.

Byrunku: mo 10, 30 unu 90 kancynu.
Brucrepu: no 10, 30 nnu 90 kancynu.

He BcHukM BUI0BE OMIAKOBKHM MOT'AT Jia ObJIAT MyCHATH Ha masapa.

IIpuTeskaTes Ha pa3pelIeHUETO 32 YoTpeda U NPOU3BOAUTEN
Bial - Portela & C?, S.A.

A Av. da Siderurgia Nacional

4745-457 S. Mamede do Coronado

ITopTyranus

Tes.: +351 22 986 61 00

takc: +351 22 986 61 90

umeitn: info@bial.com

JlaTa Ha mocieqHo npepasrJexkaane Ha auctopkata {MM/I'TTT}.

JApyru u3ro4HHIM HA HHPOPMALUH

IToapo6Ha mHGOpPMAIHS 3a TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBpomneiickara areHmmst
10 JIeKapcTBarta http://www.ema.europa.eu.
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