MNPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUSA TPOAYKT

JleBomomna/Kap6umomna/Entakanon Orion 50 mg/12,5 mg/200 mg GunmMupanu tadieTku
JleBogona/Kapounona/Enrakanon Orion 75 mg/18,75 mg/200 mg ¢unmupanu TabieTku
JleBopona/Kapounona/Enrakanon Orion 100 mg/25 mg/200 mg ¢punmupanu TadIeTKu
JleBogona/Kapounona/Enrakanon Orion 125 mg/31,25 mg/200 mg ¢punmupanu tadbiaeTku
Jleogona/Kapounona/Enrakanon Orion 150 mg/37,5 mg/200 mg ¢punmupanu TabneTKu
JleBogona/Kapounona/Enrakanon Orion 175 mg/43,75 mg/200 mg ¢punmupanu tabiaeTku
JleBogona/Kapounona/Enrakanon Orion 200 mg/50 mg/200 mg ¢punmupanu TadIeTKH

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
50 mg/12.5 mg/200 mg

Bcesika Tabnerka chappika S0 mg neBozgona (levodopa), 12,5 mg kapoumona (carbidopa) u 200 mg
EHTaKaroH (entacapone).

IToMOIITHO BEIIECTBO ¢ U3BECTHO JICHCTBUE
Bcska tabnerka cpabpxa 1,2 mg 3axapo3sa.

75 mg/18.75 mg/200 mg
Bcesika Tabnerka cpappka 75 mg neBonomna (levodopa), 18,75 mg xapounona (carbidopa) u 200 mg
SHTaKaIloH (entacapone).

IToMOITHO BEMIECTBO C U3BECTHO JIEHCTBUE
Bcesika Tabnerka cpappka 1,4 mg 3axaposa.

100 mg/25 mg/200 mg
Bcesika Tabnerka cpappka 100 mg nesogona (levodopa), 25 mg kapobunona (carbidopa) u 200 mg
SHTaKaIloH (entacapone).

IToMOITHO BEMIECTBO C U3BECTHO JIEHCTBUE
Bcesika Tabnerka cpappka 1,6 mg 3axaposa.

125 mg/31.25 mg/200 mg
Bcesika Tabnerka cpappka 125 mg nesogona (levodopa), 31,25 mg kapOunona (carbidopa) u 200 mg
SHTaKaIloH (entacapone).

[ToMOIIIHO BEUIECTBO C U3BECTHO JCHCTBUE
Bcesika Tabnerka crappka 1,6 mg 3axaposa.

150 mg/37.5 mg/200 mg
Bcesika Tabnerka cpappka 150 mg nesogona (levodopa), 37,5 mg xapounona (carbidopa) u 200 mg
SHTaKaIloH (entacapone).

ITomMonTHM BeHeCTBa ¢ U3BECTHO AEMCTBHE
Bcesika Tabnerka cpappka 1,9 mg 3axaposa u 2,6 mg HaTpUil KaTO ChCTABHA YacT Ha MOMOITHOTO
BEIIECTBO.

175 mg/43.75 mg/200 mg
Bcesika Tabnerka cpappka 175 mg nesogona (levodopa), 43,75 mg kapOunona (carbidopa) u 200 mg
SHTaKaIloH (entacapone).

[ToMOIIIHO BEUIECTBO C U3BECTHO JCHCTBUE
Bcesika Tabnerka crappka 1,89 mg 3axaposa.




200 mg/50 mg/200 mg
Bcesika Tabnerka cpappka 200 mg nesogona (levodopa), 50 mg kapobunona (carbidopa) u 200 mg
SHTaKaIloH (entacapone).

[ToMOIIIHO BEUIECTBO C U3BECTHO JCHCTBUE
Bcesika Tabnerka chappka 2,3 mg 3axaposa.

3a IeIHUA CIIUCHK HAa IIOMOIITHUTE BEI[ECTBA BIDKTE TOYKa O.1.

3. JEKAPCTBEHA ®OPMA
dunmupana TabneTka (TadiieTka)
50 mg/12.5 mg/200 mg

Kadennkasu nnu cuBKaBo-4epBEHH, KPBIJIM, JBOWHO U3MbKHAIH, GUIMUpAaHH TabaeTKu Oe3
nenuTenHa yepta, Mapkupanu ¢ “LCE 50” ot exHara ctpaHa.

75 mg/18.75 mg/200 mg
Caemio kaeHuKaBOYEpBEHH, OBAIHU GuamMupanu Tadnerku, Mapkupanu ¢ “LCE 75” ot ennara
CTpaHa.

100 mg/25 mg/200 mg
Kadennkasu nnm cuBKaBo-uepBEHH, OBAJIHH, TaOJIETKU 0e3 AenuTenHa yepra, Mapkupanu ¢ “LCE
100” ot egHaTa crpaHa.

125 mg/31.25 mg/200 mg
Caemiio kaeHuKaBOUYEpBEHH, OBAJTHU (UIMUpaHu TabnaeTku, Mmapkupanu ¢ “LCE 125” ot eqnara
CTpaHa.

150 mg/37.5 mg/200 mg
Kadennkasu nnm cuBKaBo-u€pBEHHU TAOJIETKH C YABKEHO eUIICOBUAHA GopMma, Oe3 AenuTeHa
yepta, Mapkupanu ¢ “LCE 150” ot enqnata cTpaHa.

175 mg/43.75 mg/200 mg
Caemiio kaeHuKaBOYEpBEHH, OBATHU (UIMUpaHu TabnaeTku, Mmapkupanu ¢ “LCE 175” ot eqnara
CTpaHa.

200 mg/50 mg/200 mg
TbMHO KaheHMKaBOUYEPBEHH, OBAJIHU TaOJIETKH, Oe3 nenuTenHa yepta, Mapkupanu ¢ “LCE 200” ot
€JiHaTa CTpaHa.

4. KIIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKA3AHUS

JleBogona/Kapounona/Entakanon Orion € mokas3aH 3a JiedeHHE HA Bb3PACTHH MAllUEHTH ¢ O0IecTTa
Ha Parkinson, nmpu xouto ABUrateaHUTE (PIYKTyallud HE MOTaT J1a ce CTaOMIN3UPAT B Kpasi Ha

MEXTyI030BUSI MHTEPBAI MIPH JICYSHUETO C JIeBoAona/mona nexkapookcmiasa (/1K) naxudurop.

4.2 )1031/[[)031(3 N HAYUH HA MPUWIOKECHUE

EO3I/IQOBK3



OnrtuManHata JHeBHA 1032 TPpsiOBa a ObJie onpejiereHa Ype3 BHUMATEIHO THTPUPAHE Ha JIEBOIOMA
NPY BCEKH MAIMEHT. 3a MpeNoYuTaHe € JHEBHATA J03a J]a Ce ONTHMHU3Upa, KaTo Ce M3I0JI3Ba e/IHa OT
celieMTe HATMYHM TabjeTHH 1030BH hopmu (50 mg/12,5 mg/200 mg, 75 mg/18,75 mg/200 mg,

100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg, 150 mg/37,5 mg/200 mg, 175 mg/43,75 mg/200 mg
i 200 mg/50 mg/200 mg neBomona/kapOua0Ia /CHTAKAIOH ).

[NanmenTure TpsiOBa 1a ObAAT MHCTPYKTHPAHU A2 IPUEMAT CaMo 10 €AHa TabJeTKa
JleBogona/Kapounona/Enrakanon Orion Ha npueM. MHOTO € BEpOATHO NallMEHTH, KOUTO TOIy4aBaT
no-mainko ot 70-100 mg xapOuona AHEBHO, 1a UMaT rajicHe Wi NoBpbLIaHe. MakcumanHaTta
npenopbyBaHa AHEBHA J103a eHTakarnoH € 2 000 mg, Ho ONUTHT ¢ 00ILA JHEBHA 1032 KapOHUI01Ia, 1M0-
roisiMa ot 200 mg e orpaHudeH, Mopaau KOeTo MakcuMaiHara 1o3a ¢ 10 TabieTku AHEBHO 3a
JleBogona/Kapounona/Enrakanon Orion ot 50 mg/12,5 mg/200 mg, 75 mg/18,75 mg/200 mg,

100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg u 150 mg/ 37,5 mg/200 mg. ecer TabneTku
JleBogona/Kapounona/Enrakanon Orion 150 mg/ 37,5 mg/200 mg ca paBau Ha 375 mg xkapOunomna
nHeBHO. ChriaacHO Ta3u JHEBHA J03a Ha KapOUIO0IMa, MaKCHMaJIHATa IpeNopbyYBaHa JHEBHA 1032 Ha
Jleogona/Kapounona/Enrakanon Orion 175 mg/43,75 mg/200 mg e 8 TabneTku JHEBHO U
JleBogona/Kapounona/Enrakanon Orion 200 mg/50 mg/200 mg e 7 TabneTku AHEBHO.

Mo mpuamut, JleBogona/Kapounomna/ExnTakanon Orion ce U3IMo3Ba MpH MalueHTH, KOUTO
MTOHACTOSIIEM Ce JIEKyBaT ChC ChOTBETHUTE 103U JieBozomna /J[JIK nHxubuTop ¢ HempoMeHeHo
0CBOOOXK1aBaHE M €HTAKAaIlOH.

Kax 0a npemunam na Jlesooona/Kapouoona/Enmaxanon Orion nayuenmu, npuemauju KOMOUHayus
om nesooona /[I/[K unxubumopru npenapamu (kapouoona unu bencepasud) u mabiemxu eHmaKanou

a. [laupeHTH, KOUTO MOHACTOSILEM CE JIEKYBAT C EHTAKAIOH U JIEBOJI0TA/KapOua0Ma C HETPOMEHEHO
0CBOOOYX1aBaHe, B 1031, paBHU Ha TabneTHUTe n03u Ha JleBogona/Kapounona/ExnTakanon Orion,
Morar Jia IpeMHUHAT HalpaBo Ha CbOTBeTCTBAaIUTE TadneTku JleBogona/Kapounona/Enrakanon
Orion. Hammpumep, manuenT, koiTo B3eMa equa tabierka ot 50 mg/12,5 mg neBonona/kapOumona u
enHa TabneTka eHTakarnoH 200 mg 4eTHpH IbTH AHEBHO, MOKE Ja B3eMe eHa TabieTka OT

50 mg/12,5 mg/200 mg JleBogona/Kapounona/Enrakanon Orion yeTHpH bTU AHEBHO, BMECTO
oOnyaiiHuTe 103H JEBOAONA/KapOUI0IIa U EHTAKAIIOH.

0. Ilpu 3anouBane Ha nedeHue cbe JleBomona/Kapounona/Entakanon Orion npy nauueHTH, KOUTO
MOHACTOSIIIEM HE IPUEeMAaT eHTaKaIloH U JIEBOIONa/KapOuaona B 1034, paBHUA Ha TabJETHUTE A03U Ha
JleBogona/Kapounona/Enrakanon Orion 50 mg/12,5 mg/200 mg (wum 75 mg/18,75 mg/200 mg, nunn
100 mg/25 mg/200 mg, umun 125 mg/31,25 mg/200 mg, nim 150 mg/37,5 mg/200 mg, unu

175 mg/43,75 mg/200 mg, niu 200 mg/50mg/200 mg), no3upaHeTo Ha
JleBogona/Kapounona/Entakanon Orion TpsiOBa 1a Obe BHUMATEIHO TUTPUPAHO 32 ONTUMAIICH
KIMHAYCEH pe3ynTar. B nauanoro, Jlesonona/Kapounona/Enrakamnon Orion TpsOBa na ce agantupa
Taka, 4e Jja ChOTBETCTBA MAKCHMAIIHO Ha 00I1aTa JHEBHA 1032 JIEBOIOIA, U3II0JI3BaHA TIOHACTOSIIEM.

6. [Ipu 3anouBane Ha neueHune cwe JleBomona/Kapoumgona/Exnrakanon Orion mpu manueHTH, KOUTO
MTOHACTOSIIEM IPUEMAT EHTAKAaIlOH U JIEBOJ011a/0eHCepasn] ¢ HEMPOMEHEHO 0CBOOOX1aBaHe,
MIPIJIOKEHUETO Ha JIEBOIoNa/0eHcepa3u T TpOBa /1a ce CIpe MpeAnITHATA BeUep U Jia Ce 3aroyHe
Jleronona/Kap6unona/Enrakamon Orion Ha ciieABaimmarta cyTpuH. Hauannara mo3a
Jleronona/Kapounona/Exrakanon Orion TpsiOBa Jja OCUTYpPH CHIIOTO KOJIUIECTBO JIEBOIONA HITH
Mmaiko (5-10 %) moseye.

Kax 0a npemunam na Jlesooona/Kapouoona/Enmaxanon Orion nayuenmu, Koumo nOHACMOAUEM He
ce 1eKysam ¢ eHmaxKanou

3amouBaHe Ha JedeHue cbe JleBonona/Kapobunona/EnTakamnon Orion B 1034, KOUTO CHOTBETCTBAT Ha
HaCTOsIATa Tepanus, MOXe Ja ce 00ChAU NpH MaueHT ¢ bonectra Ha Parkinson, ¢ nBuraTenHu
¢byKTyauu B Kpas Ha MEXIyJ030BHUs HHTEPBAJI, KOUTO HE ca CTAaOMIM3UPAaHU C TEKYLIOTO JICUCHHUE C
nesogona//JJIK naxuburop c HempoMeHeHo ocBOOOXkIaBaHe. JupeKTHO MpeMUHABaHe OT JeBOAONa/
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JIK naxubutop Ha Jlesogona/Kapounona/Enrakanon Orion, o0aue, He ce MpernopbyBa MpH
MalMeHTH ¢ IMCKMHE3NH WK ¢ JHEBHA J103a Jesogona Haa 800 mg. [Ipenopbusa ce, npu Te3u
MAIMEHTH, 12 Ce BbBE/IC CHTAKANIOH KaTO CAMOCTOSITEIHO JieUeHHE (TabJeTKH EHTAKAINOH) 1, aKo €
HE00X0IMMO, JIa ce alalTHpa 03aTa Ha JIEBOJIONA, IPEIH J1a CE€ IPEMHHE KbM
JleBonona/Kap6unona/Enrakamnon Orion.

EHTakanon 3acuiiBa eeKTHTE Ha JICBOJIONA, TIOPaIH KOCTO MOXKE J1a C& HAIOXKH, 0COOCHO TIPH
MAIMeHTH ¢ IUCKUHE3Ns, Jla ce Hamallu jo3aTta Ha jgeBojomna ¢ 10-30% B paMKuTe Ha TbPBUTE THU
WM CeJIMUIIN, CIIe]l 3all04YBaHe Ha iedeHneTo che JleBogona/Kapounona/Earakanon Orion. B
3aBHCHMOCT OT KIIMHUYHOTO ChCTOSTHHE Ha MAIlMeHTa, JHEBHATA JI03a JIEBOAOINA MOXe Jia Ob/ie
HaMaJIeHa, Ype3 yBelInYaBaHe Ha MHTEpBaJla MKy IO3UTE H/UITH Ype3 HaMaJIsiBaHe Ha KOJIMYECTBOTO
JIeBOJIONIA 3a J034.

Aoanmupane Ha 003ama 8 X00a HA JleYeHUEemO

Korato ce nzncksa noseue JieBo1omna, TpsiOBa 1a ce 00ChIH yBeaudaBaHe Opost Ha TO3UTE H/HIIH
ynotpeba Ha antepHaTHBHa 103upoBKa JleBogona/Kapounona/Earakanon Orion, B paMKHUTE Ha
Mpenoppya”ara g03a.

Korato ce n3zncksa no-manko JieBozona, oouiara nueBHa no3a Jlesonomna/Kapounona/EnTakamnon
Orion Tps0Ba 1a ObJe HaMalleHa, Ype3 HaMaJlsiBaHe YeCTOTaTa Ha IIPUEM, KaTo C€ yBEJIN4aBa
WHTEpBaJla MEXIy JO3UTE, WIIM KaTo ce Hamaiu Ao3upoBkata JleBogona/Kapobunona/EnTakanon
Orion Ha mpuem.

B cnyuaii, 4e apyru geBogona NpoAyKTH C€ U3M03BaT €THOBPEMEHHO C TabJIeTKU
JleBogona/Kapounona/Enrakanon Orion, Tpsa0Ba fa ce cria3BaT NPENOPbKUTE 32 MAaKCUMaJIHa 103a.

Ipexpamseane na aeuenuemo cwvc Jlesooona/Kapbuoona/Enmaxanon Orion: AKO JIEUEHUETO CHC
JleBogona/Kapounona/Enrakanon Orion (JeBogona /kapOuaona/ eHTaKaroH) € MpeKpaTeHo u
MAIMEHTHT € MPEXBbpJICH Ha JieueHue ¢ seBonomna /JJJIK naxuburop 6e3 eHTakaroH, ce Hajuara
ajlanTHpaHe Ha Jj03aTa Ha APYTOTO aHTUIIAPKUHCOHOBO JIEYEHHE, 0COOCHO Ha JICBOJOIA, 32 Ja Ce
MOCTUTHE JOCTAaThYHO HUBO Ha KOHTPOJ HA MAPKUHCOHOBUTE CUMIITOMHU.

Ieouampuuna nonynayus.: besonacHoctra u epukacHocrra Ha JleBogona/Kapounona/Enrakanon
Orion mpu zelia Ha Bb3pacT oA 18 roJuHu He ca yCTaHOBeHH. JIMICBAT JaHHU.

Cmapuecka év3pacm: He ce n3ucksa npomsiHa Ha no3ara Jlesogona/Kapounona/Earakanon Orion B
cTapyecka Bb3pacT.

Yeprodpobuo ysepescoane: Jlesonona/Kapounona/Exnrakanon Orion TpsOBa 1a ce mpuiiara ¢
MTOBUIIIEHO BHUMAaHUE MPH MMAIUEHTH C JIEKO JI0 YMEPEHO YepHOIPOOHO yBpexknane. Bp3MoxkHO e 1a
Ce HaJIOKU HaMallsiBaHe Ha Jo3ara (Bxk. Touka 5.2.). [lpu Texxko 4epHOIpOOHO YBpEeKIaHEe BUKTE
TouKa 4.3.

bvoOpeuno yspesxcdane: BrOpedHOTO YBpeKIaHe HE 3acara papMaKOKMHETHKATa Ha eHTaKkarnoH. Hsama
MIPOBEJICHN U3CIIeABaHNS Ha (papMaKOKMHETUKATA Ha JICBOJOMA U KapOUI0Tia IIpH MAIlMEeHTH C
OBbOpeuHaTa HeJOCTATHYHOCT, TOPaIU KOeTo JiedeHneTo cke JleBomona/Kapouaona/EnTakanon Orion
TpsiOBa J1a ce Mpriiara ¢ IOBUIIIEHO BHUMAHUE IIPH MAIUEHTH C TEXKKO ObOpEUHO yBpexkIaHe,
BKJIFOUMTEITHO U TIPH TE3W Ha JTUAIIM3HO JIedeHne (BK. Touka 5.2.).

Hauun Ha npunoxenue
Bcesika Tabnerka ce mpuema nepopaiHo cbe WK 0e3 XpaHa (BX. Touka 5.2). Enna tabnetka cbabpxa
enHa iedeOHa 103a U MOXKe Jja ce pHiiara camo Lisiia.

4.3 IIporuBomoka3zanus



CBpBXUyBCTBUTETHOCT KbM aKTHBHHUTE BEIIECCTBA WM HIKOE OT IIOMOIIHUTE BELIECTBA,
n30poeHu B Touka 6.1.

Texko uepHOAPOOHO yBpEXKIAHE.

3aKpUTOBI'BIIHA TIIAYKOMA.

DeoXpOMOLIUTOM.

Ennospemenno npunoxxenue Ha Jlesogona/Kapounona/Enrakanon Orion ¢ HeceJIeKTUBHU
MoHoamuHookcunazHu (MAO-A u MAO-B) unxuburopu (Hanp. ¢penensus,
TPAHWJILUIIPOMHUH).

EnnoBpemenno npunoxenue cbe cenektuBeH MAO-A naxuburop u cenexriuser MAO-B
UHXUOUTOP (BXK. TOUKA 4.5).

AHaMHECTHYHH JaHHU 3a HeBposienTudeH Manuraed cuaapom (HMC) w/unu HetpaBmMaTnyHa
pabaomuonmsa.

CrnenmnaJHu npeaynpexaeHust U Npeana3sHu MepKu NpM ynorpeda

JleBopona/Kapounona/Enrtakanon Orion He ce mpenopbyBa 3a JCYSHHUE Ha JIEKapCTBEHO
MHIyLHPAaHU EKCTPAUPaMHUIHN PEaKIHH.

Jleuennero cbe JleBonona/Kapounona/Enrakanon Orion TpsiOBa fa ce mpuiara ¢ moBHIICHO
BHUMAaHUE IIPH NAIMEHTH C HCXEMUYHA OO0JIECT Ha ChPLETO, TEKKH ChbPACYHO-CHA0BH U
pecnipaTopHH 3a00JsIBaHus, OpOHXHATIHA aCTMa, ObOPEYHH WIIM CHIOKPHUHHH 3a00JIsIBaHUS,
aHaMHe3a 3a MENTUYHO-A3BeHa O0JIECT WM aHaMHe3a 3a I'bPUYOBE.

[Ipu nauueHTH, c aHaMHE3a 32 MUOKapAeH HH(APKT, KOUTO UMAT PE3UAyaTHN aTPHO-HOJATHU
WIN BEHTPUKYJIAPHU apUTMHU: TPsIOBaA Aa ce ciIeau 0COOCHO BHUMATEIHO ChpeyHaTa ASHHOCT
npe3 nepuoja Ha HayajlHo aJlalTHUpaHe Ha Jo3aTa.

Benuku nanuenT, nekyBanu cbe JleBonona/Kapounona/Enrakanon Orion, TpsiOBa na 6baat
BHUMATEJHO HAOJIOAaBaHH 3a Pa3BUTUETO HA IICUXUYHH IPOMEHH, JETIPECHs ChC CYUIIMIHA
TEHIEHINS U JPYTY CEPHO3HU aHTHCOLUUAIHY NPOosABU. [larenTH, ¢ MUHAIN WX HACTOSIIIN
NICUXO03H, TPsIOBa 1a OBAAT JIEKyBaHU C 0COOCHO BHUMAaHUE.

EnnoBpemennaTa ynotpe0a Ha aHTUIICUXOTHIIY C JONIAMHH PELENTOPEH aHTaroHu3bM, 0cOOEHO
D, peuenTopHu aHTaroHWCTH, TPSOBA Aa ce MPOBEXIa BHUMATEIHO, KATO MAIIMEHTHUTE CE
HaOIr01aBaT 3a U34e3BaHE HA AHTUMAPKUHCOHOBHS €(EKT WM BIOIIABAHE HA TAPKUHCOHOBHUTE
CHUMIITOMH.

[amuenTH, ¢ XpOHUYHA OTKPUTOBIBIIHA TTIAyKOMa, MOTaT Aa ObAAaT JIEKyBaHU BHUMATEIIHO ChC
JleBopona/Kapounona/Enrtakanon Orion, mpu yciIoBUE, Y€ BBTPEOYHOTO HAIATaHE € 100pe
KOHTPOJIMPAHO U MAalMEHTHT € HaOM0JaBaH BHUMATEIHO 32 IPOMEHHU BbB BBTPEOYHOTO
HaJIsATaHe.

JleBomona/Kapounona/Entakanos Orion Moke 1a IPUYMHHE OPTOCTATUYHA XUIIOTOHUS, IOPaIl
koeto JleBogona/Kapounona/Enrakanon Orion TpsiOBa na ce mpuiiara ¢ IOBUILEHO BHUMaHHUE
IpY ALMEHTH, IPUEMAILH IPYTH JIEKapCTBA, KOUTO OMXa NpeIn3BUKaIN OPTOCTATUYHA
XHUIOTOHHS.

KomOuHnpaHeTo Ha eHTaKamoH ¢ JIEBOJOIA Ce CBBbP3Ba C MPOSBU HA COMHOJICHTHOCT U €MHU301
Ha BHE3aITHO 3aCNMBaHe NMpH NanueHTH ¢ Oonecrra Ha Parkinson, mopaau koeto ce Hanara
ocoOeHa MposiBa Ha BHUMaHUe MpH modupane 1 padora ¢ MammHu (Bx.Touka 4.7).

[Ipy KIMHUYHN TPOYYBAHUSI, HEKEJIAHUTE TOTIAMUHEPTUYHN PEaK1H, KaTO IUCKUHE3HS, ca Mo-
YEeCTH MPH NALMEHTH, KOUTO Cca MOJyyaBajiy €HTAKaloH U JOIIaMUHOBU arOHUCTH (KaTo
OpOMOKPHUIITHH), CEJICKUIINH WM aMaHTaIlH, B CPAaBHEHUE C OHE3U, KOUTO Ca MOTyYaBajIn
iane0o ¢ Ta3u kKoMOuHauus. Moske J1a ce HaJIOXKH JO3UTE Ha IPYTUTE aHTHUIIAPKHHCOHOBH
JIEKapCTBEHU NPOAYKTHU a ObAAT aJalTHPaHH, KOIaTo JEYEHUETO ChC
JleBomona/Kapounona/Enrtakanon Orion ce npuiiara Ha NalydeHT, KOWTO HE MoJTyyaBa B
MOMEHTA CHTAKAIOH.

Pabnomuonusa, B pe3ynTaT Ha TEXKa JUCKHHE3US IPH HEBPOJIENTHYCH MAJIUTHEH CHHIPOM
(HMC), e nabmonaBana paaKo mpu nauneHTy ¢ 6oaectra Ha Parkinson. I[lopanu ToBa Besko
PA3KO HaMaJIsIBaHE Ha J103aTa WM MPEeKpaTsIBaHe NpueMa Ha JeBOAoNa, TPsOBa BHUMATEIHO Ja
ce cienu, 0coO0eHO IpH MaUeHTH, KOUTO npueMaT u HeBpojientuiu. HMC BkitouBa
pabaoMuoIM3a U XUIEPTEPMHUA U CE XapaKTepU3upa ¢ MOTOPHU CUMIITOMH (PUTHIHOCT,
MHOKJIOHYC, TPEMOP), TPOMEHHU B IICUXUYHUS CTATYyC (HANp. Bb30yIEHOCT, OOBPKAHOCT, KOMa),
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XHUIIEPTEPMUSl, aBBTOHOMHA AUCHYHKLUS (TaXUKapausl, TaOMITHO KPbBHO HAJSITaHE) U MOBHUILICHA
cepyMHa kpeaTuH ¢pochokuHasza. B oTaennu ciyyan, Morar aa ce HabJIroaBaT caMo HIKOU OT
T€3W CUMITOMH W/WIN HaxoAKW. PaHHaTa MuarHosa e BaykHa 3a aIeKBaTHOTO OBJIa/IIBaHE HA
HMC. Cunapom, momgobeH Ha HEBPOJECTITUUHUS MATUTHEH CHHAPOM, BKIIOYBAILl MYCKYyJTHa
PUTHAHOCT, IOBHUILICHA TEJIECHA TEMIIEPaTypa, ICUXUYHHA IPOMEHH U MOBUIIIEHA CEPyMHa
KpeaTtuH ocdoknHaza, € cho0IIaBaH MPH PSI3KO COUpPaHE Ha aHTHUIIAPKHHCOHOBH CPEJCTBA.
HMC u pabpomuonunsa He ca chOOIaBaHU BbB BPB3Ka C PSI3KO CHHpaHE Ha EHTAKaroH MpH
KOHTPOJIMpaHu npoyuBaHus. Ciell BbBEXKIAHETO HAa €HTAKAIIOH Ha Ma3apa, ca ChoOIIaBaHH
n3onupanu ciaydan Ha HMC, no-cnenuanHo cieq psA3Ko HaMalsiBaHe WM CIIMpaHe Ha
€HTaKaIlOH U JPYTH NPpHUIPYKaBallly JOIIaMUHEPIUYHH JIEKapcTBEHH MpoayKTH. Korarto ce
MpeleH:n 3a HeoOX0aUMO, 3amecTBaHeTo Ha JleBomona/Kapounomna/EnTakanon Orion ¢
nesogona u JJK naxuburop, 6e3 eHTaKanoH Wi Apyro J0NaMUHEPTHYHO JIeUeHHE, TpsAOBa na
ce U3BbpIIBA 0aBHO, KATO MOJKE J1a CE€ HAJIOKH MTOBHILABAHE 103aTa Ha JIEBOAOINA.

Koraro ce nanara oOmia anecresusi, 1eduenneto cbe JleBonona/Kapounona/Exrakamnon Orion
MOJKe€ J]a IPOIBIIKH, IIPH YCIOBUE, Y€ HA MALlMEHTA € MO3BOJICHO Ja MprueMa TeYHOCTH U
JIEKapCTBEHU MPOJYKTH Mpe3 ycTaTa. AKO JICUSHHETO TpsiOBa BpEMEHHO J1a ce CIpe,
JleBopona/Kapounona/Enrtakanon Orion Moe 1a ce Bb300OHOBH, IIPH IbPBa BE3MOXKHOCT 32
nepopaJieH MpreM Ha JIEKapCTBEHH MPOAYKTH, B ChLIATa AHEBHA 1033, KAKTO MPEAN CIIUPAHETO.
[IpenoppuBa ce nepuoANYHA OLIEHKA Ha YEPHOAPOOHATA, XEMAaTOIIOETUYHATA, ChPICUHO-
chlIoBaTa u ObOpeuHaTa HyHKIMS OPU NPOIBIDKUTEIHO JICUEHUE ChC
JleBomoma/Kap6unona/Enrakaron Orion.

[Ipu nanyeHTHTE, KOUTO UMAT JUAPHS, CE MPENOPbUBA MPOCIIEAsBAHE HA TETIIOTO C IIEJI J1a Ce
n30erHe Bh3MOKHOTO IIPEKOMEPHO HaMallsiBaHe Ha TEJIeCHOTO Terio. [IpoabmKkuTenHaTa uin
nepcucTUpala Juapus, MOosSBUIIA Ce TI0 BpeMe Ha yrnoTrpebaTa Ha eHTaKaroH, MOXe Ja €
NpU3HAK Ha KOJIUT. B cityyait Ha mpoqbioKUTENTHA WITH TIEPCUCTUPAIIIA IUapys TPUEMBT Ha
JIEKapCTBOTO TPsIOBA Ja ce MPEYCTaHOBHU M J]a Ce MPOBEJaT HEOOXOJMMUTE U3CIICIBAHHS U
JeYeHHE.

[NanuenTture TpsiOBa Aa OBAAT PEAOBHO HMPOCIEIIBAHH 32 NI0sSBATa HA HAPYLICH KOHTPOJ HaJ
ummnyncute. [lanuenture n 6onHorneaaunte TpsiOBa 1a ObAAT 3aII03HATH C TTOBEICHUECKUTE
CHUMIITOMHU Ha HapyLIeHUs! KOHTPOJI HaJ UMITYJICUTE, BKIIOYBALIH MATOJIOTUYHA CKIIOHHOCT KbM
Xa3apT, NOBUIIEHO JIUONI0, XUTIEPCEKCYATHOCT, KOMITYJICUBHO XapueHe WK T1a3apyBaHe,
npesbKIaHe U KOMITYJICUBHO MpeshKIaHe, KOUTO MOTaT Jja Bb3HUKHAT NPU MalUeHTHUTE,
JIeKyBaHH C IOIIAMUHOBU arOHUCTH W/WIIU APYTo JONAMHHEPTHYHO JICYCHUE, ChIPKAILO
nesogona, BkIrounTenHo Jlesonona/Kapounona/Enrakamnon Orion. IIpenopruBa ce mpeoneHka
Ha JICYUCHUETO, IPH MOsIBa HA MOO0OHN CUMIITOMH.

Cunzpom Ha gonamuHoBa aucperymnanus (dopamine dysregulation syndrome, DDS) e
Pa3CTpOHCTBO, CBHP3aHO ChC 3aBUCUMOCT, BOJIEIIO 0 IPEKOMEpHa yrnoTrpeda Ha IPOIYKTa,
KOETO ce HaOIoJaBa Mpy HAKOW HalueHTH, JIEKyBaHu ¢ KapOupona/nesogona. [Ipeau
3aroyBaHe Ha JieueHHe, MalueHTUTe u OoMHorIeaaunTe TpsiOBa 1a ObAAT NperynpencHH 3a
NOTEHIMAIHUS PUCK OT pa3Butue Ha DDS (Bk. cbl1o Touka 4.8).

[Ipu nauyeHTH ¢ MporpecuBHa aHOPEKCHsI, ACTEHUS U TIOHIKAaBaHE Ha TETJI0TO B OTHOCUTEIHO
KpaThK IEepHo OT BpeMe, TpsiOBa 1a ce 00MHUCIH 0011 MEAULIMHCKH MIPErJie, BKIIOYBAIIl
M3CIICABAHUS Ha YePHOAPOOHATa (PyHKIIHA.

JleBomona/kapbuomna Moke 1a IPUUUHH (DaTIINBO HOJIOXKUTETHH PE3YITATH IPU H3IOI3BAHE
Ha TECT-JICHTA 32 M3CJICBAHE 3a HANWYKME Ha KETOHU B YpUHATa, KaTO Ta3U peakiys He ce
MPOMEHS NPU KUIBaHE Ha Mpobara. M3mon3BaneTo Ha TIII0KO300KCHIa3HH METOIN MOKE J1a
nane ¢GaamrBO OTPULATETHH PE3YIITATH 32 TIFOKO3YPHSL.

JleBopona/Kapounona/Enrtakanod Orion chabpika 3axapo3a, HOpaay KOETO MalueHTH C PEIKU
HacJIeICTBEHH NPOOIEeMH Ha HETTIOHOCUMOCT KbM (DPYKTO3a, TIFOK030-TAIAKTO3HA
MastabcopOLys UK 3aXap030-M30MalITa3eH AeQULUT, He TPIOBa J1a MpHeMaT TO3H JEKapCTBEH
IPOIYKT.

JleBomona/Kapounona/Enrtakanod Orion 150 mg/37,5 mg/200 mg chaspxka 2,6 mg HaTpuii Ha
TabneTka. MakcuMaHaTa IpenopbyuTenHa AHeBHa 1o3a (10 tabnetkn) cpabpka 26 mg
HaTpuil, ekBUBaNeHTeH Ha 1,3 % ot npenopbyanata oT C30 MakcHMManHa JHEBHA 1032 2 g
HaTPHii 32 BB3PACTEH.

JleBopona/Kapounona/Enrtakanon Orion 50 mg/12,5 mg/200 mg, 75 mg/18,75 mg/200 mg,
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100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg, 175 mg/4,.75 mg/200 mg u

200 mg/50 mg/200 mg ¢punmupanu TabJIeTKU ChABPIKAT MO-MaIKO OT 1 mmol HaTpuii (23 mg)
Ha MaKCcUMaHaTa NpernopbuYnuTeNIHA THEBHA 1032, T.€. MOXKeE Ja C€ KaXKe, Ue MPaKTUYECKH HE
ChIbPXKAT HATPHH.

4.5 BzaumopeiicTBHe C APYTH JeKAPCTBEHU MPOAYKTH U ApYru ¢opMu Ha B3anMo/ieiicTBHe

Jpyeu anmunapxunconosu aexapcmeenu npodykmu: 3acera HAMa MHIWKALUW 3a B3aUMOJCHCTBUS,
KOUTO Jla M3KJIIOYBAT €AHOBPEMEHHATa ynoTrpeOa Ha CTaHAAPTHU aHTHIAPKHHCOHOBH JIEKAPCTBEHHU
npoaykt u JleBogona/Kapounona/Enrakanon Orion. Bb3MOXKHO € BHCOKM JO3M EHTAaKamoH [1a
Hapymat abcopOuusiTa Ha KapOuaona.

HezaBucumo ot TOBa, 00aue, He € HAOIIOAaBaHO B3aMMOJIEHCTBYE C KapOUIOoMa Mpy MpernopbyBaHaTa
cxema Ha nedenue (200 mg enrakanon 10 10 mbTH 1HEBHO). B3anMoneicTBUsATa MEXKAY SHTAKAIIOH U
CEeNeXKWIMH ca M3y4YaBaHU MpPU NMPOYYBAHMS C MHOTOKPATHH O3 NPH MAlMEHTH ¢ OojecTra Ha
Parkinson, nexyBanu ¢ nesogona//JIK naxuburtop, kato He € yCTaHOBEHO B3auMmojeiictBue. Korato
ce mpuema cwc JleBomona/Kapobunona/Entakanon Orion, AHEBHaTa 103a CENCKHWIMH He TpsAOBa 1a
npesumasa 10 mg.

Hanara ce moBuireHo BHUMaHHE npu €AHOBPEMCHHOTO MMPUCMAHC HaA JICBOAOIIA U CIICAHUTC aKTUBHU
BCIICCTBA.

AHmuxunepmeHsueHu Cp@()CWlG(lZ CuMnroMaTudHa MOCTypajiHa XUIIOTOHHA MOXKE 1a HACTBHIIU, KOIaTO
ce HpI/I6aBI/I JICBOJOIIA KbM JICUCHHUCTO HA MALIUCHTH, KOUTO BCYC IMOJTYHaBAT aHTUXUIICPTOHUILIHN.
Bb3MmoxHO € Ja C€ HAJIOXKU aJaliITUPAHC HAa J03aTa HA aHTUXUTICPTOHUYIHOTO CPEACTBO.

Anmuoenpecanmu: Peakunu, KaTo XUIIEPTOHUS U JUCKUHE3US Ca HAOIIOIaBaHU PSIKO MPU
€THOBPEMEHHO MPUIOKECHNE Ha TPUIMKIMYHY aHTUACTIPECAHTH U JISBOIOMa/KapOuaomna.
B3aumopeiicTBusTa MEXTy €HTAKAIIOH U UIMHUIIPAMUH, KAKTO M MEXKIY €HTAKAIlOH M MOKIOOEMUJI ca
W3CIIeIBAHN B €IMHUYHHU JIO3H TIPH 31paBu 1o0poBoiy. He ca HaOmoqaBaHu papMakoAHHAMUYHA
B3anMOJIeiicTBHA. 3HaUNTeNeH Opoi manueHTH ¢ Oonectra Ha Parkinson ca siekyBaHu ¢ KOMOUHAIHS
OT JIEBOJIOTIA, KapOWI0IIa ¥ €HTAKAIlOH U PAa3IMYHK aKTUBHU BeriecTBa, kato MAO-A uHXuOUTOpH,
TPUIMKIMYHY aHTUACTIPECAHTH, MHXUOUTOPH Ha OOPAaTHOTO IMOEMaHe Ha HOPaIpPSHAINH, KaTo
NE3UTIPaMUH, MAaNPOTUJIVH, BEHIa()aKCHH U JIEKapCTBEHH MPOIYKTH, MeTabonm3upanu ot KOMT
(Harmp. BelecTBa ¢ KaTeXOIHA CTPYKTYypa, ITAPOKCETHH). BhIpekn ue He ca HaOo1aBaHu
(hapMaKoTMHAMHYHU B3aUMOJICHCTBYSI, TE3U MPOAYKTH TPSAOBA J1a Ce U3MOI3BAT C ITOBHUIIIEHO
BHUMaHUe B KoMOuHanms cbe JleBonona/Kapounona/Exrakamon Orion (Bx. Touku 4.3 u 4.4).

Lpyeu axmuenu eewgecmea: JlonaMuH pelieNTOPHN aHTArOHUCTH (HAIP. HAKOH aHTHIICUXOTHULHU U
AaHTHEMETUIH), JEHUTOMH U MaNaBEepUH MOTAT J1a HAMAJIAT TePareBTHYHHS €(EeKT Ha JIEBOOIIA.
[NanuenTy, npueManiy Te3u JeKapcTBeHU NpoayKTu cbe JleBogona/Kapounona/Enrakanon Orion,
TpsiOBa 1a ObAAT BHUMATEIHO HAOJI0JaBaHu 3a 3ary0a Ha TeparneBTHYEH OTTOBOP.

B pesynraT Ha admHUTETa Ha eHTAKaoH KbM IuToXpoM P450 2C9 in vitro (Bx. Touka 5.2),
JleBogona/Kapounona/Enrakanon Orion Ou Mors1 Aa uHTEpdEpHrpa ¢ aKkTHBHU BEILECTBA, YHUTO
MeTa0O0IM3bM 3aBUCH OT TO3U M30€H3UM, KaTo HanpuMep S-Bapdapus. [Ipu nsnursane 3a
B3aMMOJICHCTBUE MIPH 3ApaBU 10OPOBOJIIIM, CHTAKATIOH HE IPOMEHSI IJIa3MEHUTE HUBa Ha S-BapdapuH,
nokato AUC 3a R-Bapdapun ce yBenmuasa cpego ¢ 18 % [Cloo 11-26 %]. INR croiiHocTHTE Ce
noBuIaBar cpeHo ¢ 13 % [Clyo 6-19 %]. 1o Ta3m npuunHa, ce npenopbuBa KoHTpoa Ha INR, nmpu
BeBeXgaHe Ha JleBomona/Kapounona/Entakanon Orion npy NauyeHTH, MOIydaBaiy Baphapu.

Lpyau ghopmu na é3aumooeticmeue: Thii KaTO IEBOJOIA C€ KOHKYPHpPA C HIKOW aMUHOKHCEIHNHH,
abcopOuusta Ha Jlesogona/Kapounona/Enrakanon Orion Moxke 1a ObAe HapylIeHa IPH HAKOU
MalMeHTH, YUATO XpaHa e Oorara Ha MPOTEHHH.

JleBogona 1 eHTaKaloOH MOTaT J1a 00pa3yBaT XeNaTH € )KEJSI30TO B CTOMAILIHO-YPEBHUS TPAKT, IOPAIH
KOETO MHTEpBAIBT Ha npueM Mexay JleBogona/Kapounona/Enrakanon Orion 1 xKene3HUTE
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npenapaTt TpaoBa na Obae Half-Manko 2-3 yaca (BX. Touka 4.8).

Jannu in vitro: ExTakanon ce 3anas 3a msicto 11, koeTo cBbp3Ba 4OBELIKUS aJOyMHH, KAKTO U HIKOU
JpYyTH JEKapCTBEHU NPOIYKTH, BKIIIOYUTENIHO Jua3enam u uoynpodeH. Be3 ocHoBa Ha in vitro
W3CIIEeBaHMs, HE CE 0YaKBa 3HAYMMO M3MECTBAHE IPU TEPANIEBTHYHH KOHIICHTPAMK Ha
JIeKapCTBeHUTE MpoAyKTH. Jlocera HiMa HHAMKALKS 32 TOJOOHH B3aUMOJICHCTBUSI.

4.6 @epTHIUTET, OPEMEHHOCT U KbPMeHe

Bbpemennoct
Hsma noctarpyHO gaHHU 3a yrnoTpebara Ha KOMOWHAITMATA JIEBO0TIa/KapOuI0TIa/€HTaKaIoH PU

OpemeHHH XeHHU. [IpoyuBaHUsTa TP KUBOTHH MOKA3BaT PENPOLYKTHBHA TOKCUYHOCT HA OTACITHU
ChCTaBKH (BXK. Touka 5.3). [loTeHIManHUAT PUCK NIPH XOpa HE € U3BECTEH.
JleBogona/Kapounona/Enrakanon Orion He TpsiOBa Aa ce U3I0J3Ba 10 BpeMe Ha OpPEeMEHHOCT, OCBEH
B CJIyuaii, 4e mossara 3a MailkaTa HaAXBBPJIA Bb3MOXKHHUS PUCK 3a (eTyca.

Kspmene
JleBogoma ce ekckpeTupa B KbpMata. iMa JaHHU, Y€ JIEUEHUETO C JIEBOJOIA MOTUCKAa KbPMEHETO.

KapOumona 1 eHTaKamnoH ce eKCKpeTHpar B MIISIKOTO Ha )KHUBOTHH, HO HE € U3BECTHO AN Ce
EKCKpEeTHpaT B KbpMaTa. bezomacHocTTa Ha IeBOI0Ma, KapOHI0TIa U €HTAKAIIOH PU HOBOPOJAEHOTO
He e m3BecTHA. JKeHnre He TpsAOBa 1a KbPMST 0 BpeMe Ha JICUCHHETO ChC
JleBonona/Kap6unona/Enrakamnon Orion.

depTuaurer
[Ipu npeIKTMHUYHNTE TPOYYBAHUS ChC CAMOCTOSATEIHO MpUIaraHe Ha EHTAaKarloH, KapOuaona witu

JIEBOAOIIA HE Ca Ha6J'IIO,Z[aBaHI/I HCXKCIIaHU C(i)eKTI/I BBPXY q)epTI/IJ'II/ITeTa. He ca MMPOBCIKIAHU
MpoOy4YBaHUA OTHOCHO e(l)eKTI/ITe BBpPXY (I)epTI/IJ'II/ITeTa IIpU ’)KUBOTHHU C KOMGI/IHaHI/IHTa OT CHTaKaIlOH,
Kap61/m0na n JICBOJOIIA.

4.7 EdexTn BbpXy cioco0HOCTTA 32 mo¢gupaHe u padoTa ¢ MAIIUHA

Jleromona/Kapounona/Exrakanon Orion MOXe Jja UMa 3HAYUTEIHO BIFSIHHE BBPXY CIIOCOOHOCTTA 32
modupane u pabora ¢ mamuHu. JleBogomna, kKapOugoma ¥ €HTAKAIOH, 3a€HO, MOTAT J1a MPUYUHSAT
BHEHE Ha CBST U CUMIITOMAaTHYEeH OPTOCTATH3bM, IMOPATU KOETO CEe Hallara MOBHIIEHO BHUMAaHUE MPU
modupane 1 paboTa ¢ MaIIUHU.

[NaruenTn, nekyBanu cbe Jleogomna/Kapoumomna/Entakanon Orion, KOUTO U3MUTBAT CHHIMBOCT
W/WIH eMTU30/IM Ha BHE3AITHO 3aClUBaHe, TPsIOBa 1a ObIaT MOCHBETBAHU JIa CE BB3IIBPIKAT OT
modupaHe WiK y9acTUe B IEHHOCTH, IPH KOUTO HAPYIIEHATa OTUTEITHOCT MOKE J1a U3JIOKH TSIX WIIH
JPYTH XOpa Ha OMAaCHOCT OT CEPHO3HO HAapaHSIBaHE WM CMBPT (HAIp. MpH paboTa ¢ MaIIHHA), 10
MPEO0IABAHETO HA MTOTOOHN MOBTAPSIIN CE SMU30H (BXK. ToUKa 4.4).

4.8 Hexenanu JeKapcTBeHN PeaKIUH
a. Pe3rome Ha mpoguiia 3a 6e30macHOCT

Haii-uecTure HexenaHu JEKapCTBEHU peaklny, ChOOIIEHH MTpH yrnoTpeda Ha
JleBogona/Kapounona/Enrakanon Orion ca AUCKWHE3UH, KOUTO HACTBHIBAT HpH npuOmm3utesnno 19%
oT nauueHTute. CTOMAIIHO-YPEBHU CUMIITOMH, KOUTO BKJIIOYBAT T'aJieHe U JUapHs HACTBIIBAT
cbOTBETHO Ipu npubm3utento 15% u 12% ot nanuenture. boiaku B MycKynHaTa, CKEIETHO-
MYCKYJIHATa U ChbeIMHUTEIHATA ThKaHU HACTBIBAT HpH NpuOIn3utTesnno 12% oT manueHTure.
Be3Bpenno yepBeHnKaBo-Ka(hsBO OLBETABAaHE HA ypHHATa (XpoMaTypusi) HaCThIIBA IPU
npubnuzutento 10% ot naunenTute. Cepro3HH CIydau Ha CTOMALIHO-YPEBEH KPHBOU3INB (HEUESCTH )
W aHruoeneM (peJKu) ca YCTaHOBEHH NPH KIMHUYIHU IPOYYBaHUS ChC
JleBonona/Kapounona/Exrakanon Orion niiv eHTaKanoH B KoMOuHaNus ¢ iesogona /JIJIK
nHXUOUTOP. TEKBK XENaTUT, IMIABHO C IIPU3HALM Ha X0JiecTasa, pabJOMHOIN3a U MaJUTHEH
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HEBPOJIENTUYCH CHHAPOM MOTAT Aa HACTBIIAT Ipu ynorpedara Ha Jleonona/Kapounona/Exnrakamnon
Orion, BBIIPEKH Y€ HE Ca YCTAHOBEHH CIy4ad OT JaHHHUTE OT KIMHUYHOTO MPOYYBaHe.

0. N30posiBaHe HAa HeKeTaHUTE JICKAPCTBEHN PeaKIMH B Ta0Iuna

CrnenHWTE HEXKETAHU JICKAPCTBEHU peaKkllny, npeacTaBenu B Tabnwuma 1, ca cb0paHu, KakTo OT
cOOpHHU JaHHU OT EIMHAJIECET JBOWHO-CIEH KIMHUYHU POYYBaHU, KOUTO 00XBaIaT

3230 nammentu (1810 nexysanu che JleBomomna/Kapounona/Errakamon Orion Wi eHTaKanoH B
koMOuHanus ¢ neogona//|/IK naxudutop un 1420 nekyBanu c rmaned0 B KOMOMHAIINS C
nesonona//IJIK maxubuTop, mim kabeproand B koMOuHanus ¢ iesogona/J[JIK naxubutop), Taka u oT
MMOCTMapPKETHHTOBUTE JJAHHHM CJIe]l BbBEXKIAHETO Ha €HTAKAIlOH Ha Ma3apa 3a U3I0JI3BaHe Ha
€HTaKarnoH B komOuHaius ¢ neBoomna//JJIK naxudurop.

HesxenanuTe JiekapCTBEHH PEAKIMU ca TPYIHUPAHH M0 YECTOTa, KaTO e 3armoyBa ¢ Hail-4eCTUTe U ce
M3M0JI3Ba CJICAHATa KOHBEHIMS: MHOTO YecTH (> 1/10); wectu (> 1/100 mo < 1/10); meuectu (> 1/1 000
1o < 1/100); peaxu (> 1/10 000 mo < 1/1 000), muoro peaku (< 1/10 000), ¢ Heu3BecTHa yecTOTa (OT
HAJIMYHUTE JaHHU He MOXe Ja ObJie HalpaBeHa OlEHKa, Thif KaTo HE MOJKE /1a Ob/Ie U3BEACHO
BaJIMAHO U3YHUCJICHUC OT KIMHUYHUTEC WU CIINIACMUOJIOTUYHHU HpquBaHI/IH).

Tabnuua 1. Hexenanu nekapcTBeHU peakuu
Hapywienus na kxpvema u numpnama cucmema
Yecru: Anemus

Heuectnu: TpomoOoruTOneHUs

Hapywenus na memabonusma u Xpanenemo
Yectu: Hamaneno terno*, Hamaiex anetut*

Hcuxuunu napywenus

Yecru: Jenpecus, XaTrOIUHAIIMN, CHCTOSHUE Ha 00BPKAHOCT*, MATOJIOTMYHA CHHUIIAY,
TPEBOXKHOCT, O€3ChHUE

Heuectnu: IIcuxo3a, BB30yma*

C HemnsBecTHa

YyecToTa: CyHIuHO MOBEICHNE, CHHIPOM Ha JIOTIAMUHOBA JINCPETYJIaIHs]

Hapywenua na nepenama cucmema

Msuoro yectu: Juckunesus*

Yectu: BiomaBane Ha mapKUHCOHU3MA (Hamp. OpagukuHe3us)®, TpeMop, “on-off” heHOMEH,
JTUCTOHUS, ICUXMYCCKU HAPYIICHUS (HAIp. 3acsAraHe Ha MMaMeTTa M JCMCHIINS ),
CBHJIMBOCT, 3aMastHOCT™®, TJIaBO0OJIHE

C HemnsBecTHa

YeCcToTa: ManurHeH HeBpOJIENTUYEH CUHAPOM*

Hapywenua na ouume
Yectu: 3aMBIJIEHO BIDKIAHE

Covpoeunu napyuieHus

Yecru: [IposiBu Ha McxeMHUYHA OOJIECT HA CHPIIETO, PA3INYHU OT HH(MAPKT HAa MUOKapAaa (KaTto
CTCHOKapaus)**, HempaBUIICH ChPJICUCH PUTHM
Heuecru: Wndapkr Ha Muokapma**

Cvooeu HapyuieHus
Yecru: OpTocTaTiyHa XUMIOTOHUS, XUTICPTOHUS
Heuectu: CromarrHo-4peBeH KpbBOU3INB

Pecnupamopuu, 2pvOHU U MEOUACMUHATIHU HAPYULEHUS
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Yecru: HucnHes

Cmomauwtno-upeenu napyuieHus

Mtuoro yectu: [uapus*, ragene®

Yecru: 3anek®, moBpbIaHe®, AUCIENICHs, KopeMHa 00Jika U TUCKOM(OPT, CyXoTa B ycTara®
Heuecru: Komut*, mucdarus

Xenamoounuapnu HapyuieHus

Heuecru: OTkII0OHEHUS BbB (D)YHKIIMOHAIHUTE YePHOAPOOHH MOKA3aTeNn™
C HemsBecTHa
YEeCTOoTA: Xematur, TJIaBHO ¢ IPU3HAIK Ha XojecTas3a (BK. Touka 4.4.)*

Hapywenua na koxcama u noOKodcHama mvKan

Yectu: OOpuB*, XUINEPXHUIPO3a

Heuecru: [IpomsHa B 11BeTa He caMo Ha ypuHaTa (KaTo Hamp. KoXa, HOKTH, Koca, 1MoT)*
Penxu: AH"ruoenem

C HemnsBecTHa

YeCcToTa: Ypruxapus*®

Hapywienus na MycKyiHo-cKelemHama cucmema u CbeOUHUMeIHAMma movKaH
Msmuoro yectu: boiku B MYCKYyJIHaTa, CKCJICTHO-MYCKYJIHATA U CbCANHUTECIIHATA ThKaHU *

Yecru: MyckyHM clia3Mu, apTpajrus
C HensBecTHA
YeCcToTa: Paogomuonmsa *

Hapywenus na 6vopeyume u nuKouHume Nomua
Msuoro yectn:  OrnBersiBaHe Ha ypuHaTa™

Yecrtu: WNHupekuns Ha MTMKOYHUTE MbTHIA
Heuecru: 3aaprKKa HA yprHA

Oouwgu HapywieHUA U egheKmu Ha MACHOMO HA NPUTLOICEHUE

Yecrtu: I'pbana Oosika, mepudepeH enem, rmaaane, HapylieHa MOX0IKa, aCTCHHS,
YMOPSIEMOCT,
Heuecru: OO01110 Hepa3MoIOKESHUE

* Hesxemanu JICKaApCTBCHU pC€aKIHU, KOUTO Ca MPEANMMHO CBBpP3aHU C CHTAKAIIOH WJIM Ca IO-4YC€CTHU (C
pasnuka B yecToTaTa Hal-manko 1% cnopex naHHWTE OT KJIMHMYHOTO MPOYyUYBaHE) MPH yHoTpeda Ha
€HTaKaroH, OTKOJIKOTO IpH yrnotpebda camo Ha jeBopona//JJIK nuaxudburop. Buxre Touka B.

**YecToTUTE HA MMOSIBA HA MUOKap/ieH MH(DAPKT U IpyTry MPOSIBH HA HCXEMUYHA OoJiecT Ha
copuero (0,43% u 1,54%, chOTBETHO) Cca yCTAaHOBEHH BH3 OCHOBA Ha aHanm3a Ha 13 mBOWHO-cIenu
MpOy4YBaHus ¢ yyacTueTo Ha 2082 manueHTy ¢ ABUraTeTHU MPOMEHHU IpY U34YepIiBaHe Ha 03aTa,
KOUTO ca MOJTyYaBalid €eHTaKaroH.

B. Onucanne Ha OTAEJTHHN HeKeJIaHU JIEKAPCTBCHU PeaKIuu

HesxenanuTe nekapcTBEHU peakiiK, KOUTO ca MPEIUMHO CBBP3aHU C EHTAKAIIOH WM Ca TIO-YECTH TIPU
ynotrpeba Ha EHTaKamoH, OTKOJIKOTO MNpH yrnoTpeda camo Ha JjeBomona//JJJIK wHxuburop ca
oTOeNsI3aHM ChC 3Be3AMUKa B Tabumna 1, Touka 4.80. Hakou oT Te3n HexenaHu JIeKapCTBEHH PeakInu
ca CBBp3aHU C MOBUIIEHA JONaMHHEPTHUYHA aKTUBHOCT (HANp. AUCKUHE3Wd, TaJieHe U MOBPBIIAHE) U
HACTBIIBAT Hal-4ecTO B HAYAJIOTO Ha JiedeHHeTo. HamansBaHeTo Ha Ji03aTa Ha JIEBOJIONA HamallsiBa
TEXKECTTAa MW 4YeCTOTaTa Ha TE3UW AJONMAMHUHCPIUYHU PCAKIUU. W3BecTHn ca MaJIkO HEKENaHU
JICKApCTBCHU pC€aKHNU, KOHUTO Ca OUPCKTHO CBBbP3aHMW C AKTHUBHOTO BEIICCTBO CHTAKAIIOH, KOHWUTO
BKJIFOYUBAT AUapusa U T-IepBeHI/IKaBO-KEl(i)S[BO OIBCTABAHC HAa YpUHATA. ITonsKOTa €HTAaKallOH MOYKE CBhIIO
TakKa Ja HOpUYUHU IIpOMsAHA B IBETAa Ha KOXaTa, HOKTHUTC, KOCaTa M IIOTTa. )Ipyrn HEXKECJIaHU
JICKaPCTBEHU PEaKIIMU ca OTOEJA3aHU ChC 3BE3MUKa B Tabyuia 1, Touka 4.80. WM BbB Bpb3Ka C I0-
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yecTara UM TosBa (C pa3niuKa B decToTara Hail-mMaiko 1%) B JaHHUTE OT KIMHUYHOTO MPOYUYBaHE C
CHTAKaroH, OTKOJIKOTO camo ¢ sieBojomna//IJIK uHXxuOuTOp, WM B WHAMBHIYAJTHUTE CHOOIICHUS 3a
0e301acHOCT, MOMYYeHH CIIe/l BhBEXKIAHETO Ha EHTAKAIIOH Ha Ma3apa.

F’Lp‘{OBC HACTBIIBAT PAAKO IIPU IIPUCM Ha HeBOI{OHa/Kap6I/II[OHa, obaue HE € YCTaHOBCHA IMTPUYINHHO-
CJICACTBCHA Bpb3Ka C JICUCHUCTO C J'IeBO,I[OHa/Kap6I/II[OHa.

Hapymen koHTpon Hajx umiysicute: [laTonorudna cKIOHHOCT KbM Xa3apT, TOBUIICHO JIHOHIO,
XUIIEPCEKCYAITHOCT, KOMITYJICUBHO Xap4€HE WX [1a3apyBaHe, NPEKIaHe U KOMITYJICUBHO
MpesKAaHS, MOoraT Jia Bb3HUKHAT IIPHU MAIMUCHTUTE, JICKYBaHU C JOITAaMHWHOBH arOHUCTHU I/I/I/IJII/I Apyro
JIOTIAMHHEPTHYHO JICYCHUE, ChIIBPKAIIO JIEBOIOMNA, BKItounTeaHo Jleogona/Kapounona/Earakanon
Orion (BX. Touka 4.4).

Cunzpom Ha gonamMuHoBa aucperynanus (DDS) e pa3cTpoiicTBO, CBBP3aHO ChC 3aBUCHMOCT,
Ha0JI01aBaHO NPU HAKOH MALECHTH, JEKYBaHH ¢ KapOH01a/neBoiona. 3acerHaTuTe NalueHTH
MOKa3BaT KOMITYJICHBEH MOJIEJ Ha 370ynoTpeda ¢ JonaMUHEPTHYHH JIEKapCcTBa ¢ T03H, Hall
MOAXOJAIINTE 32 OBJIAAsBaHE HA MOTOPHUTE CUMIITOMH, KOETO B HAKOM CIydal MOXKE Ja JOBEXE A0
TEXKa JUCKUHE3Us (BXK. ChIIO Touka 4.4).

EHTaKaHOH, B KOM6I/IHaI_[I/I$I C JieBO0I1a, € CBBP3aH C OTACIIHU ClIydan Ha IIPECKOMEPHA CHHIUBOCT IIPE3
JCHs M BHE3AIIHU CIIM304H1 Ha 3aCIIMBAaHC.

C’BO6HIaBaHe Ha IMoA03WpaHn HEXKECJIAaHU pCaKIInu

C’BO6HIaBaH€TO Ha MOA03HUPAaHU HCKCIIAHU PCAKIUU CIICA pa3pCllaBaHC 3a yHOTpeGa Ha JICKAapCTBCHUA
MMPOAYKT € BaXXHO. ToBa mo3BoJsBa Aa MpoabJIKA Ha6J'IIO,Z[CHI/IeTO Ha CbOTHOIICHUCTO n0n3a/pnc1< 3a
JICKApCTBCHUS NPOAYKT. Ot MCIUIUMHCKUTC CIICHHUAJINCTH CC U3UMCKBaA Ja C’LOGH_IaBaT BCsiKa
IoJA03UpaHa HEXKEIaHa peaKIus 4Ype€3 HallMOHAIHa CUCTEMA 3a C’BO6I]_[aBaH€, IIOCOYCHA B

[Ipunoxenue V.

4.9 [IIpeno3upane

[TocTMapkeTHHIOBUTE JaHHU BKIIOYBAT OTIACIHH CIy4au Ha NpeAo3upaHe, Mpyu KOUTO ChOOLICHUTE
Hall-BUCOKHM JHEBHH JJO3M Ha JIEBOAONA U EHTaKaloH ca ouim cpoTBeTHO noHe 10 000 mg u

40 000 mg. OcTpuTe CUMIITOMHM W TIPU3HALM MPHU TE€3H CIy4Yau Ha IPEJO3UPaHE ca BKIIOYBAIH
BB30YyZa, CbCTOSHUS HAa OOBPKAHOCT, KOMa, OpaguKapaus, KaMepHa Taxukapaus, qumane Ha Cheyne-
Stokes, o0e31BeTABaHE HA KOXKaTa, €3MKa U KOHIOHKTUBATa U XpoMartypust. OBlaasiBaHETO Ha OCTPOTO
npenosupane Ha Jleonona/KapOunona/Exntakanon Orion e mogoOHO Ha TOBa MPU OCTPO
npeno3upane Ha jgeogaona. [lupunokcun, obade, He € eeKTUBEH 3a 0OpbIIaHe ISHCTBUETO Ha
JleBogona/Kap6unona/Enrakanon Orion. [IpenoppuBa ce xocnuTanu3anus ¥ TpsiOBa 1a ce Mpuiioxkar
00IIM TOAIBPIKALIA MEPKH C He3a0aBEH CTOMAILICH JIaBaX U HEKOJIKOKPATHO MPHUJIOKECHNE HAa aKTHBEH
BBITICH. ToBa MOXKE /1a YCKOPH OTACISHETO Ha EHTAKAIlOH, OCOOCHO Upe3 HaMaJlsiBaHe Ha HeroBara
abcopbuus/peabcopOuys Npe3 TaCTPOUHTECTUHATTHHUA TPaKT. ChCTOSHUETO HA PECIUPAaTOpHATA,
LHUPKYyJIaTOpHATa U ObOpeuHaTa cucTeMH TpAOBa J1a ce ClieAd BHUMATEIIHO U J1a C€ IPUIIOKAT
aJIeKBaTHH MoAABp>KaIy Mepku. Tpsaosa na ce 3anoune EKI” MonuTopupane Ha manuenTa u
BHUMATEIIHO Ja C€ CJIe/I 3a MOsIBa Ha apUTMUH. AKO ce Hajara, TpsOBa Jja ce MpoBee MOAXOAAIIO0
aHTHAPUTMHUYHO JieueHue. TpsaOBa ga ce nMa MpeaBUA BEPOSITHOCTTA MALIMEHTHT J1a € B3el ApyIu
aKTHBHH BelecTBa ocBeH JleBogona/Kapounona/Earakanon Orion. [lon3ata ot quanusa npu
JICYEHNETO Ha OCTPO NMPEAO03HPaHE HE € U3BECTHA.

5. ®APMAKOJIOTTYHA CBOVICTBA

5.1 ®apmakoguHAMH4YHHU CBOICTBA

dapMakoTepaneBTHYHA TpyTa: aHTUIIAPKUHCOHOBH JIEKAPCTBa, Jomna 1 nona-nmpoussogau. ATC kox:
NO04BAO3
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Criopen ceramHuTe pa3oupanus, ciMrtoMute Ha Oosectra Ha Parkinson ce nbpipkaT Ha u3depriBaHe
Ha JIONIAaMIHA B KOPITyC cTpraTtyM. [lormaMuHbT He MpeMUHaBa Mpe3 KPhbBHO-MO3bYHATa Oapuepa.
[IpexypcopbT Ha TONAMUHA, JICBOAOIA, IPEMUHABA ITPe3 KPbBHO-MO3bYHATA Oapuepa 1 o0JiekyaBa
CUMNTOMUTE Ha OosectTa. Thit KaTo JIeBOJOMA Ce METa0OIM3MUpPa HHTSH3UBHO B TiepudepusTa, camo
MaJlKa 4acT OT JajieHara J03a JOCTUTA JI0 [IEHTpaTHaTa HepBHA CUCTEMa, aKO JICBOJIONA CE TPUIIOKHU
0e3 HHXUOUTOPY Ha METAOOIUTHUTE CH3UMH.

KapOunona u 6encepasun ca nepudepun AJIK nuaxudutopu, Konto HamasIsiBaT nepupepHUs
MeTa0OoIM3bM Ha JIEBOAOINA A0 IOMIaMHUH U 10 TO3M HaYHMH IOBEYE JIEBOJIONA € HA Pa3NOJI0KEeHUE Ha
Mo3bka. EmHoBpemMenHoTo npwiarane Ha JJJIK naxuburopn HaMansaBa AeKapOOKCHIMPAHETO HA
JIeBOZI0NA, KOETO MO3BOJIsIBA YIIOTpeOa Ha MO-HUCKA /1032 JICBOZOMA, KaTO YeCTOTaTa Ha HEXKEIaHUTe
peaxkuy KaTo raZieHe, ce HaMaJsBa.

Upes motuckane Ha nekapookcunaszata ¢ JIJIK naxuburop, karexon-O-metuntpancgepazara (KOMT)
ce sIBSBa OCHOBHUS NepHudepeH MeTaboNINUTEeH BT, KaTaJH3Upalll KOHBEpCUsATa Ha JieBogorma B 3-O-
Metuipona (3-OM/I), moTeHMaIHO BpeAeH MeTaboIuT Ha JieBogoma. EHTakaron e ooparum,
cneuuduyeH u ¢ npegumHo nepudepro aeiicrsue KOMT naxuburop, npeaHa3HadeH 3a
€ITHOBPEMEHHO MPUJIOKEHHE ¢ JieBojomna. EnTakanon 3a0aBs KIupbHCa Ha JIEBOAONA OT
KpPBBOOOPAIIEHUETO, BOJIEIIO 0 noBuiIeHa miom nox kpusata (AUC) BbB (papMaKOKWHETUIHUS
npodun Ha neBojxona. B pesynarar Ha TOBa, KIMHUYHHUAT OTTOBOP HA BCSIKA 7103 JIEBOJIOMIA € 3aCUIICH
U YIBJDKEH.

JlokazarencTBara 3a TepaneBTnuHuTe eektn Ha JleBomona/Kapounona/Enrtakamon Orion ce 6azupar
Ha JIBe JIBOMHO-CIIeny poy4Banus BbB (aza [1I, mpu kouto 376 manuentu ¢ 6onectra Ha Parkinson, ¢
MOTOPHH (DIYKTyaIluu B Kpas Ha MEX/{yJO30BUS HHTEPBAI, MOJy4aBaT WM CHTAKAIOH, WX TIae0o
¢ Bcsika jgo3a siepogona/1JIK uaxudurtop. JJueBHoro “ON” Bpeme ¢ uiu 03 CHTAKaIoH €
pErucTpupaHo B JOMAITHUTEC JTHCBHUIIN Ha MMAIIUCHTHUTE. HpI/I IIbPBOTO U3CJICABAHE, CHTAKaIllOH
yBenuiasa cpenHoto JHeBHO “ON” Bpeme ¢ 1 h 20 min (CI ¢se 45 min, 1 h 56 min), B cpaBHeHUe ¢
M3XoAHaTa cTOHHOCT. ToBa choTBeTCTBa Ha 8,3 % yBenuueHnne Ha qHEBHOTO “ON” BpeMme.
CroTBeTHO, HamaneHueTo Ha nHeBHOTO “OFF” Bpeme B rpymnata Ha entakamnoH € 24 % u 0% B
rpynara Ha miane6o. [Ipu BTopoTo n3ciensane, cpeaHoto qHeBHo “ON” BpeMe ce yBenuyagra ¢ 4,5 %
(CI 959 0,93 %, 7,97 %), B cpaBHEHHE C U3XOHATA CTOIHOCT. ToBa 03HaYaBa, Y€ CPEIHOTO JHEBHO
“ON” BpeMe ce yenuuana ¢ 35 min. Cb0TBeTHO, HamasieHreTo Ha qHeBHOTO “OFF” Bpeme B rpymara
Ha enTakamoH € 18 % u 5 % B rpymara Ha 1iarie6o. Te3u pe3ynraTu ca MpUI0KUMH U TIPH ONKMCaAHUE
Ha eektute Ha JleBogona/Kapounona/Earakanon Orion, Thil KaTo eeKTHT Ha TaOJIETKUTE
JleBogona/Kapounona/Enrakanon Orion e eKBUBaJICHTEH Ha TabneTkute enTakarnod 200 mg,
MPUIIOKEHH 32¢THO C HAIMYHUTE B THPTOBCKAaTa Mpexka KapOumomna/IeBojiona npernaparu ¢
HETPOMEHEHO 0CBOOOX/IaBaHE B CHOTBETHUTE J03H.

5.2 ®apMakOKMHETHMYHHM CBOIiCTBA

Obwu ceoticmea Ha akMuUsHUMeE CbCMAasKU

Abcopoyus/pasnpedenenue: CpliecTBYBAT 3HAYUTEIHNA UHTEP- U MHTPAWHANBUAYATHH BapUallly B
abcopOuusTa Ha IeBojoNa, KapOumona u eHrakanoH. Jlesogona u eHTakamnoH ce abcopoupar u
enxumuHApat 66p30. Kapbugona ce abcopOupa 1 exMMuHIpa Majiko mo-0aBHO oT JieBogomna. Korato
ce jaBa CaMOCTOSITeNTHO, O€3 APYTHuTe J1BE aKTHBHU BelllecTBa, OMOHAIIMYHOCTTA Ha JieBojomna e 15 -
33 %, na kapobunona — 40 -70 % u Ha enTakamnoH — 35 % cnexn 200 mg nepopanHa no3a. [lpuembT Ha
XpaHa, 6oraTta Ha IBJITM HEYTPAIHU aMUHOKHCEIMHH, MOKe J1a 3a0aBU 1 HaMaau abcopOuusiTa Ha
JeBojiona. XpaHara He MOBIIHMIBA 3HAYUTEIHO abcopOuusaTa Ha eHTakanoH. O0eMbT Ha
pasmpenenenue Ha nesoxona (Vd 0,36 — 1,6 I/kg) u enrakamon (Vdss 0,27 I/kg) e ymepeHno Maibk, a
3a KapOuaona HsMa JaHHU.

JleBomoma ce cBBp3Ba ¢ IUIA3MEHHUTE POTEHHU B Mallka creneH rnpubausutenHo 10-30 %, a
KapOwuona ce CBbp3Ba MpuOIM3uTENHO 36 %, JOKAaTO EHTAKAIIOH CE CBhP3Ba B TOJIsIMa CTEIIEH C
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IIa3MeHUTe poTenH! (Tprudim3uTenHo 98 %) - mpennMHO ChC cepyMHUs alOyMuH. B TepaneBTHIHI
KOHIICHTpAIMHU, CHTAKaIlOH He U3MECTBA JAPYTH, CBbP3aHHU BbB BUCOKA CTETICH, aKTUBHU BEILIIECTBA
(namp. BapapuH, CAJIMIIUIOBA KUCEIUHA, (SHIIOYTAa30H WK TMa3enaM), HUTO € M3MECTBaH B
3HAYUTENIHA CTETICH OT Te3U CyOCTaHIIMK, B TEPANIeBTHYHN HJIHM TIO-BUCOKH KOHIICHTPAIIHH.

buompancpopmayus u enumunuparne: B ronsima cTereH JeBOJOIA c€ META00IM3Kpa 10 pa3InyHH
METa0OIUTH KaTO Hall-BaKHUTE ITBTHILA ca IeKapOOKCHIMPaHETo OT Aona aekapookcunasara (/1K)
n O-metunupaneTo ot karexon-O-merunrpancepaszara (KOMT).

KapOupnona ce metabonu3zupa 10 JBa IIaBHU METabOJIUTa, KOUTO Ce EKCKPETUPAT B ypUHATA KaToO
TTIIOKYPOHUIY U HEKOHIOTUPaHU chenuHeHus. Hempomenenara kapounona cectasisisa 30 % ot
olImaTa ypuHapHa eKCKpeLusl.

Enrakamnon ce MeTabomnu3upa MouTH HABIHO Npenu oTaensHe ¢ ypunara (10 mo 20%) u
xipukata/pexanunre (80 1o 90%). I'naBHUAT METa0OIUTEH BT € TIAIOKYPOHUPAHETO HA €HTAKAIIOH U
HETOBHSI aKTUBEH META0OJINT — LIUC-U30MEPHT, KOMTO MpeACTaBiIsiBa OKOJ0 5 % OT 0010TO
KOJIMYECTBO B IIa3Mara.

ToTtanHusAT KIUPBHHC Ha JeBoAona € oT nopsabka Ha 0,55 — 1,38 1/kg/h, a 3a eHTakanoH € B paMKUTe
Ha 0,70 1/kg/h. EnuMuHAIIMOHHUAT TOTYKHUBOT (t12) € 0,6 — 1,3 daca 3a ieBogona, 2-3 Jaca 3a
kapoumona u 0,4 — 0,7 yaca 3a eHTaKarnoH, B3eTH TOOT/IEITHO.

.HeBO):[OHa HJIN CHTAKAIlOH HC KYMYJHUPAT [IPU MHOTOKPATHO MPUIJIOKCHUC, TIOPAAU KPATKHUA
CJIMMUHAILIMOHCH MMOJTY>XXKUBOT.

JlaHHM OT WU3CIeNBAHUSA in Vitro, N3IMON3BAIY MUKPO30MAITHU TperapaTy OT YOBEIIKH YePeH Apo0,
MOKa3Bar, 4e eHTakanoH nHxuoupa uutoxpom P450 2C9 (IC50 ~ 4 uM). Exrakanon mokasBa Maika
WM HUKaKBa HHXUOUIMS Ha apyrute tTamnoBe P450 uzoensumu (CYP1A2, CYP2A6, CYP2D6,
CYP2E1, CYP3A u CYP2C19); BmxTe TOuKa 4.5.

Xapaxmepucmuka Ha nayueHmume

Cmapuecka ev3pacm: AKo ce puema 0e3 kKapOuoIia U eHTaKaIoH, JeBO/[011a UMa MO-ToJIIMa
abcopOrus ¥ 1Mo-0aBHO OT/IENSIHE TIPH XOpa B CTapuecka Bh3pacT, OTKOJIKOTO MpH mo-muanu. Cren
KOMOMHHpaHe Ha KapOuoma ¢ JieBojiona obaue, abcopOnusTa Ha JIeBoI0Na € 1Mo100Ha IpH X0opa B
cTapyecka Bb3pact u nmo-muaau, Ho AUC ocrasa 1,5 mbTH mo-roJisiMa pu X0pa B cTapyecka Bb3pacT,
nopaau Hamanenara JI/IK akTHBHOCT U O-HUCHK KIUPBHHC, IBIDKAIIN CE HA MPoIleca Ha OCTapsBaHe.
Hsma 3naunvu paznmuku B AUC Ha kapOuorna Wi eHTaKarmoH MexXAy no-miaian (45—64 ronuHn) u
XOpa B cTapuecka Bb3pact (6575 rogunn).

Ilon: BuoHANMYHOCTTA HA JIEBOJIOIIA € 3HAYUTEIIHO MO-BUCOKA MPH KEHU, OTKOJIKOTO MpH Mbxke. [Ipu
(apMakoKMHETHYHOTO M3cienBane Ha Jleonona/KapOunona/ExnTakanon Orion, 0MOHaIMYHOCTTA HA
JIEBOJIONA € TI0-BHCOKA MIPH KEHHU, OTKOIKOTO MPU MbXKe, TTIaBHO MOPaH pa3iuKaTa B TEIECHOTO
TErJIo, I0KaTo MpH KapOuaona u eHTaKaloH HAMa pa3jiuKa Mo MOJ.

Yeproopobro yepescoane: MeTabonu3MbT Ha €HTAKAIIOH € 3a0aBEeH NPH MAIUESHTH C JIEKO JI0
ymepeHo uepaoapobHo yepexaane (Child-Pugh Class A u B), koeto Bosu 10 moBuIlieHa TUTa3MeHa
KOHIIEHTPALMsI HAa €HTaKaloH BbB (a3uTe Ha abcopOuus U enuMuHupane (Bx. Touku 4.2 u 4.3).
(dapMakOKHHETHKAaTa Ha KapOuI0Tia ¥ JIEBOI0TA HE € M3CJIeBaHA MPH MMAIUEHTH ¢ YePHOIPOOHO
yBpexaaHe. Brripeku ToBa ce npenopruBa JleBonona/Kapounona/Exrakamon Orion 1a ce mpmiiara ¢
MTOBUIIIEHO BHUMaHUE MPU MAIUEHTH € JIEKO JI0 yMEPEHO YePHOIPOOHO YBpEXKIaHE.

bvbOpeuno yspesxcdane: BLOPEUHOTO yBpexkaaHe He 3acsra (hapMaKOKHHETHKATa Ha €HTAKaIlOH.
dapMakOKHHETHKATa Ha JIEBOJIOIA M KapOuIoma He € U3CJIeBaHa P MalUueHTH ¢ 0hOpedHO
yBpexkaaHe. Benpeku ToBa, pH MAIUEHTH HA IAANTH3a, MHTEPBAIUTE MEXIY T03UTE Ha
Jleronona/Kapounona/Enrakamon Orion TpsiOBa fga ObAaT MO-IABITH (BXK. TOUKA 4.2).
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5.3 IlpeakJuHUYHHU JAHHH 32 6€30MACHOCT

Hpe,Z[KJ'II/IHI/I‘IHI/ITe JaHHHU 3a JICBOAOIIa, Kap61/1;[0na 1 CHTAKaIlOH, U3IIMTBAHNU CAMOCTOATCIIHO WU B
KOM6I/IHaL[I/I$I, HE MOKa3BaT 0cO0eH PHUCK 3a XOpaTa Bb3 OCHOBA Ha KOHBCHIIMOHAJIHU ITPOYYUBAHUSA 34
6630HaCHOCT, TOKCUYHOCT IIPU MHOTOKPATHO IMPUIJIOKCHUC, TCHOTOKCUYIHOCT U KapIIUHOTCHCH
IIOTCHIIMAJ. HpI/I MMpOy4YBaHUA 3da TOKCUIHOCT IMIPU MHOTOKPATHO MPUIIOKCHUC HAa CHTAKAIIOH, €
Ha6n}0/:[aBaHa aHCMMUs, ObJDKalla Cc, Haﬁ—BepOHTHO, Ha CBOMCTBOTO My a o6pa3yBa XC€J1aTHHU
KOMIIIIEKCH C XkKeJs130To. I1o oTHoIeHne Ha PCIIPOAYKTHBHATA TOKCUYHOCT HAa CHTAKAIIOH €
Ha6J'IIO,Z[aBaHO HaMaJICHO (l)eTaJ'IHO TErJI0 U JIEKO 3a0aBEHO KOCTHO Pa3sBUTUC TIPpU 3aﬁu1/1, TPETHUPAHU HaA
HHBa HAa CUCTCMHA CKCIIO3UIUA B TCPANICBTUIHHUTC I'PAHULIN. Kakro JICBOAOIIa, TaKa U KOM6I/IHaI_II/I$ITa
oT Kap6m[or[a H JICBOJAOIIA, NPpUYNHABAT BUCHCPAIHNA U CKCJIICTHU Maﬂ(l)OpMaLII/II/I npu 3aﬁun.

6. OAPMAIEBTUYHU JAHHHA

6.1 Chnucbk Ha IOMOIIHHUTE BellleCTBA

TabneTHo AApO:
Kpockapmenosa Hatpuii

MarsnesueB cTeapar

[HapeBuyHO HUIIECTE
Manwuron (E421)

[ToBumon K 30 (E1201)

dunmoro nokputue Ha 50/12,5/200 mg, 100/25/200 mg u 150/37,5/200 mg:
I'munepon (85 mpouenta) (E 422)

Xurnpomenosa

MarsnesueB cTeapat

[Monucopbar 80

UepseHn xene3eH okeup (E172)

3axapo3a

Tutanos auokeun (E171)

Kont xenezen okcun (E172)

duimoBo nokputre Ha 75/18.75/200 mg, 125/31,25/200 mg, 175/43.75/200 mg u 200/50/200 mg:
I'muanepon (85 mpouenta) (E 422)

Xurnpomenosa

Marsnesues creapar

[Tommcop6ar 80

Uepsen xene3en okcun (E172)

3axapo3za

Turanos auokcun (E171)

6.2 HecbBMecCTUMOCTH
He e npunoxumo.

6.3 Cpok Ha rogHoct

3 roguHU

6.4 Crnenuananm ycjaoBHs HA CbXpaHEHHe
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To3u nekapcTBEeH NPOAYKT HE U3UCKBA OCOOCHHU YCIIOBHSI 32 ChbXpaHEHHUE.
6.5 Bwuau chabpixaHue Ha ONAKOBKATA

ByTuiika OT MOJIMeTHICH ¢ BUCOKA IUIBTHOCT U 3allIUTEHA CPEILy OTBapsiHE OT Jiela MOIUIIPOITHICHOBA
3amyIaiKa.

Cwapprxanue Ha onakoBkara Ha 50/12,5/200 mg, 100/25/200 mg u 150/37,5/200 mg:
10, 30, 100, 130, 175 u 250 TabneTkHu.

Cwapprkanne Ha onakoBkara Ha 75/18,75/200 mg, 125/31,25/200 mg, 175/43,75/200 mg u
200/50/200 mg:

10, 30, 100, 130 u 175 TabneTKH.

He BcuukM BUIOBE ONIAaKOBKM MOTaT Jia ObAaT MyCHATH HA Ma3apa.

6.6 Crnenuannu npeanasHu MepPKH IPH U3XBbPJISHE

Hewusmnon3paHuAT IeKapCTBEH MPOIYKT WK OTHAABYHUTE MaTCPUAIX OT HETO TPSAOBA J1a CE U3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE M3UCKBAHUS.

7. MHNPUTEXATEJ HA PABPEIHIEHUETO 3A YIIOTPEBA

Orion Corporation

Orionintie 1

FI1-02200 Espoo

dunnanaus

8. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

50 mg/12.5 mg/200 mg
EU/1/11/706/001-006

75 mg/18,75 mg/200 mg
EU/1/11/706/007-011

100 mg/25 mg/200 mg
EU/1/11/706/012-017

125 mg/31.25 mg/200 mg
EU/1/11/706/018-022

150 mg/37.5 mg/200 mg
EU/1/11/706/023-028

175 mg/43.75 mg/200 mg
EU/1/11/706/034-038

200 mg/50 mg/200 mg
EU/1/11/706/029-033

9. JATA HA ITbPBO PASPEIIABAHE/IIOJJHOBABAHE HA PASPEHIEHUETO 3A
YIHOTPEBA
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JlaTta Ha mepBO pazpemanane: 24 asryct 2011 r.
Jlara Ha mocneaHo moaHOBsIBaHe: 26 mait 2016 1.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

INoapoOna nnpopmanys 3a TO3U JIEKApCTBEH NPOLYKT € pefocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHIys 1o JeKkapcTBata: https:/www.ema.europa.cu.

17


https://www.ema.europa.eu/

HPUJIOKEHMUE 11

MPOU3BOIUTEJI(M), OTTOBOPHU 3A
OCBOBOKJIABAHE HA TAPTUIU

YCJIOBUS NJIK OT'PAHUYEHUS 3A JOCTABKATA U
YIIOTPEBA

APYI' YCJIOBUA U UBUCKBAHUSA HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJOBUS NJIX OT'PAHUYEHUS 3A BE3OITACHA U

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS
MPOJAYKT

18



A. TMPOU3BOAUTEJI(N), OTTOBOPEH(HH) 3A OCBOBOXKJIABAHE HA ITAPTUIN

HmMme 1 aapec Ha MPOU3BOJUTEIISI OTTOBOPEH 3a OCBO60)KJIaBaHe Ha TapTUAUTC

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dunnanaus

b. YCIOBHUA NI OT'PAHUYEHUA 110 3A TOCTABKA U YIIOTPEBA

JlexapcTBEHUAT MPOAYKT CE OTILYCKa II0 JIEKAPCKO MpeIIIICcaHue.

B. JPYI' YCJIOBHUA U UBNCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA

. I[Mepuoguynm akTyaausupaHu 1okjaaau 3a dezonacuoct (ITA/IB)

WzuckBanwusrta 3a mogaBane Ha [IAJIb 3a 6e30macHOCT 3a TO3H JIEKapCTBEH MPOJIYKT ca MOCOYEHHU B
cnuchbKa ¢ pedepentaure nati Ha EBponeiickus cpio3 (EURD cnmcwk), npensunex B wi. 1078, an. 7

ot lupekrusa 2001/83/EO, v BB BCHUKH CIIEIBAIIN aKTYyaIU3aIUH, TyOJUKYBaH Ha eBPOICHCKUS
yebmopTai 3a Jiekapcpara.

r. YCiaoBuUs Nl OrPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS ITPOAYKT

. IInan 3a ynpaBiaenue Ha pucka (IIYP)

Henpunoxumo.
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HPUJIOKEHME III

JAHHU BBPXY OITAKOBKATA U JINCTOBKATA

20



A. JAHHMU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

ETUKET HA BYTWIKATA U TEKCT HA KAPTOHEHATA KYTHUsA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

JleBogona/Kapounona/Enrakanon Orion 50 mg/12,5 mg/200 mg dhunMupanu TabneTKu
JICBOI0Ta/KapOr01a/eHTaKaoH

[2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punMupana tabneTka chabprka S0 mg aeBojomna, 12,5 mg kapoumona u 200 mg eHTaKaroH.

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Copabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Kapmonena xkymus

10 ¢punMupanu TabIeTKN
30 dhunMupaHu TabJIETKA
100 punmmupanu TabICTKH
130 punmupanu TabaCTKH
175 dunmupanu TabaeTKH
250 punMupanu TabICTKH

Emuxem na 6ymunxama
10 TabneTku

30 TabmeTKn

100 TabaeTkn

130 TabaeTkn

175 TabaeTku

250 TabmeTKn

| 5. HAYYH HA TPUWIOKEHUE U ITBT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere TUCTOBKATA.
ITepopanHo npusioxeHue.

6. CHELNUAJIHO MPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT NTPOAYKT TPABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT HOI'JIEJA U TOCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CHEIIMAJIHU NPEAYIIPEXKAEHUA, AKO E HEOBXOJNMO
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| 8. JATA HA N3THYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CHEHNUAJIHA YCJIIOBUSA HA CbXPAHEHHUE

10. CHENOUAJIHU IMPEAITASHUA MEPKU I1PU NU3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHHUTE INPOAYKTU UWJIN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Kapmonena xymus
Orion Corporation
Orionintie 1
FI1-02200 Espoo
dunnanaus

Emuxem na 6ymunkama
Orion Corporation

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/11/706/001 10 ¢unvmupanu TabieTKu
EU/1/11/706/002 30 ¢unmupanu TabieTKa
EU/1/11/706/003 100 ¢punmupanu TabiaeTku
EU/1/11/706/004 130 dbunMupaHu TabJICTKA
EU/1/11/706/005 175 dunvupanu TabIeTKA
EU/1/11/706/006 250 ¢punmupanu TabieTku

13. NAPTHUJAEH HOMEP<, KOJAOBE HA JAPEHUETO U HA ITPOAYKTA>

[TapTuna Ne

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. HH®OPMAIINSA HA BPAMJIOBA A3BBYKA

neBonona/kapouaomna/enrakanon orion 50/12,5/200 mg [camo na kapmonenama Kymusi]

17. YHMKAJIEH WIEHTUDUKATOP — IBYU3MEPEH BAPKO/]
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JiBynsmepeH 0apko[ ¢ BKIIOYEH YHHKAICH HACHTH(OUKATOP [caMo Ha KapmMOHEeHAma Kymusi]

| 18. YHMKAJIEH WIEHTUDPUKATOP — JTAHHMU 3A YETEHE OT XOPA

[camo na xkapmounenama Kymusi]
PC {Homep}

SN {Homep}

<NN {HOMEp}>
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JAHHU, KOUTO TPABBA JJA CbABbP/KA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

ETUKET HA BYTUWIKATA U TEKCT HA KAPTOHEHATA KYTHUA

| 1. NME HA JIEKAPCTBEHUSA TPOAYKT

JleBogona/Kapounona/Enrakanon Orion 75 mg/18,75 mg/200 mg ¢unmupanu TadieTku
JIEBOI0Ma/KapOuI01a/eHTaKaoH

[2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika puMupana tabieTka chabpika 75 mg aeBojona, 18,75 mg kapougona u 200 mg eHTaKaIoH.

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Copabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Kapmonena xymus

10 ¢punMupanu TabIeTKN
30 dhunMupaHu TabJIETKA
100 punmmupanu TabICTKH
130 punmupanu TabaCTKH
175 dunmupanu TabaCTKH

Emuxem na 6ymunxama
10 TabneTku

30 TabmeTKn

100 TabaeTkH

130 TabaeTku

175 TabaeTku

| 5. HAYYH HA TPUWJIOKEHUE U IT'BT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere TMCTOBKATA.
ITepopanHo npusioxeHue.

6. CHEHNUAJIHO MPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT INTPOAYKT TPABBA
JA CE CBXPAHABA HA MSACTO JAJIEYE OT HNOI'JIEJA U 1OCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CHEIIMAJIHU NPEAYIIPEXKAEHUS, AKO E HEOBXOJNMO
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| 8. JATA HA N3TUHYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CHEHNUAJIHA YCJIIOBUS HA CbXPAHEHHUE

10. CHENOUAJIHU MPEAITASHU MEPKU IIPU NU3XBBPJIIAAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTU NN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Kapmonena xymus
Orion Corporation
Orionintie 1
FI1-02200 Espoo
dunnanaus

Emuxem na 6ymunkama
Orion Corporation

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/11/706/007 10 ¢unmupanu TadieTKa
EU/1/11/706/008 30 ¢unmupanu TabieTKu
EU/1/11/706/009 100 ¢punmupanu TabieTku
EU/1/11/706/010 130 ¢unmupanu TabieTku
EU/1/11/706/011 175 dunvupanu TabIeTKA

13. NAPTHUJAEH HOMEP<, KOJAOBE HA JAPEHUETO U HA ITPOJAYKTA>

[TapTuna Ne

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. HH®OPMAIINSA HA BPAMJIOBA A3BBYKA

neBoona/kapouomna/enTakanos orion 75/18,75/200 mg [camo na kapmornenama Kymusi|

| 17. YHMKAJIEH WIEHTUDOUKATOP — IBYU3MEPEH BAPKO/|

JiBynsmepeH 0apko[ ¢ BKIIOYEH YHHKAICH HACHTH(OUKATOP [caMo Ha KapmMOHEeHama Kymusi]
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| 18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

[camo na xkapmounenama Kymusi]
PC {Homep}

SN {Homep}

<NN {HOMEp}>
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

ETUKET HA BYTUJIKATA U TEKCT HA KAPTOHEHATA KYTHUSA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

JleBogona/Kapounona/Enrakanon Orion 100 mg/25 mg/200 mg dunMupanu TadneTKu
JICBOI0Ta/KapOuI01a/eHTaKaoH

[2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika puMupana tadnetka cbabprka 100 mg neBomona, 25 mg kapouzomna u 200 mg eHTaKaIoH.

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Copabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Kapmonena xkymus

10 ¢punMupanu TabIeTKN
30 dhunMupaHu TabJIETKA
100 punmmupanu TabICTKH
130 punmupanu TabaCTKH
175 dunmupanu TabaCTKH
250 punMupanu TabICTKH

Emuxem na 6ymunxama
10 TabneTku

30 TabmeTKn

100 TabaeTkn

130 TabaeTkn

175 TabaeTku

250 TabmeTKn

| 5. HAYYH HA TPUWIOKEHUE U ITBT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere TUCTOBKATA.
ITepopanHo npusioxeHue.

6. CHEHNUAJIHO MPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT INTPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT HOI'JIEJA U 1OCET'A HA TELA

I[a CC CbXpaHABa HAa MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYI'U CHEIIMAJIHU NPEAYIIPEXKAEHUA, AKO E HEOBXOJNMO
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| 8. JATA HA N3THYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CHEHNUAJIHA YCJIIOBUSA HA CbXPAHEHHUE

10. CHENOUAJIHU IMPEAITASHUA MEPKU I1PU NU3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU WJIN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Kapmonena xymus
Orion Corporation
Orionintie 1
FI1-02200 Espoo
dunnanaus

Emuxem na oymuakama
Orion Corporation

12. HOMEP(A) HA PASPEHHIEHUETO 3A YIIOTPEBA

EU/1/11/706/012 10 ¢unmupanu TabieTKa
EU/1/11/706/013 30 ¢unmupanu TabieTKu
EU/1/11/706/014 100 ¢punmupanu TabieTku
EU/1/11/706/015 130 dbunMupanu TabIeTKA
EU/1/11/706/016 175 dunmupanu TabieTku
EU/1/11/706/017 250 dunmupanu TabiaeTku

13. NAPTHUJAEH HOMEP<, KOJAOBE HA JAPEHUETO U HA ITPOAYKTA>

[TapTuna Ne

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. HH®OPMAIINSA HA BPAMJIOBA A3BBYKA

neBonona/kapouaomna/enrakanos orion 100/25/200 mg [camo Ha kapmonenama Kymusi]

17. YHMKAJIEH WIEHTUDUKATOP — IBYU3MEPEH BAPKO/]
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JiBynsmepeH 0apko[ ¢ BKIIOYEH YHHKAICH HACHTH(OUKATOP [caMo Ha KapmMOHEeHAma Kymusi]

| 18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

[camo na xkapmounenama Kymusi]
PC {Homep}

SN {Homep}

<NN {HOMEp}>
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JAHHH, KOUTO TPABBA JA CbABbPKA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

ETUKET HA BYTUJIKATA U TEKCT HA KAPTOHEHATA KYTHUSA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

JleBogona/Kapounona/Enrakanon Orion 125 mg/31,25 mg/200 mg ¢unmupanu tabieTku
JICBOJI0Ma/KapOnI01a/eHTaKaoH

[2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika ¢punmupana tabnetka chabpxa 125 mg neBogona, 31,25 mg kapougona u 200 mg eHTaKaIoH.

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Copabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Kapmonena xkymus

10 ¢punMupanu TabIeTKN
30 dhunMupaHu TabJIETKA
100 punmmupanu TabICTKH
130 punmupanu TabaCTKH
175 dunmupanu TabaCTKH

Emuxem na 6ymunxama
10 TabneTku

30 TabmeTKn

100 TabaeTkn

130 TabaeTkn

175 TabneTkn

| 5. HAYYH HA TPUWJIOKEHUE U IT'BT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere TMCTOBKATA.
ITepopanHo npusioxeHue.

6. CHEHNUAJIHO MPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT INTPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT HOI'JIEJA U 1OCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CHEIMAJIHU NPEAYIIPEXKAEHUA, AKO E HEOBXOANMO
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| 8. JATA HA N3TUHYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CHEHNUAJIHA YCJIIOBUS HA CbXPAHEHHUE

10. CHENOUAJIHUA IMPEAITAZHUA MEPKU I1PU NU3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTU NN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE NU3UCKBAT TAKHBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Kapmonena xymus
Orion Corporation
Orionintie 1
FI1-02200 Espoo
dunnanaus

Emuxem na oymuakama
Orion Corporation

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/11/706/018 10 ¢unmupanu TabieTKa
EU/1/11/706/019 30 ¢unmupanu TabieTKa
EU/1/11/706/020 100 ¢punmupanu TabiaeTku
EU/1/11/706/021 130 ¢unmupanu TabiaeTku
EU/1/11/706/022 175 dunmupanu TabieTku

13. NAPTHUJAEH HOMEP<, KOJAOBE HA JAPEHUETO U HA ITPOJAYKTA>

[TapTuna Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. HH®OPMAIINSA HA BPAMJIOBA A3BBYKA

neBoona/xkapouaomna/enrakanos orion 125/31,25/200 mg [camo na kapmonenama Kymusi]

| 17. YHMKAJIEH WIEHTUDOUKATOP — IBYU3MEPEH BAPKO/|

JIBynsmepeH OapKko[| ¢ BKIIOYEH YHHKAICH HACHTH(OUKATOP [caMo Ha KapMOHEeHAma Kymusi]

32



| 18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

[camo na xkapmounenama Kymusi]
PC {Homep}

SN {Homep}

<NN {HOMEp}>
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

ETUKET HA BYTUWIKATA U TEKCT HA KAPTOHEHATA KYTHUS

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

JleBogona/Kapounona/Enrakanon Orion 150 mg/37,5 mg/200 mg ¢punmupanu TadieTku
JIEBOI0Ma/KapOuI01a/eHTaKaoH

[2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika punMupana tabnetka cbabprka 150 mg neBomona, 37,5 mg kapougona u 200 mg eHTaKaIoH.

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Crabpprxa 3axapo3a U HaTpHil.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Kapmonena xkymus

10 ¢punMupanu TabIeTKN
30 dhunMupaHu TabJIETKA
100 punmmupanu TabICTKH
130 punmmupanu TabaCTKH
175 dunmupanu TabaCTKH
250 punMupanu TabICTKH

Emuxem na 6ymunxama
10 TabneTku

30 TabmeTKn

100 TabaeTkn

130 TabaeTkn

175 TabaeTku

250 TabmeTKn

| 5. HAYYH HA TPUWIOKEHUE U ITBT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere TUCTOBKATA.
ITepopanHo npusioxeHue.

6. CHEHNUAJIHO MPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT INTPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT HOI'JIEJA U 1OCET'A HA TELA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CHEIIMAJIHU NPEAYIIPEXKAEHUA, AKO E HEOBXOJNMO

34



| 8. JATA HA N3TUNYAHE HA CPOKA HA T'OJHOCT

T'onen no:

| 9. CHEHNUAJIHA YCJIIOBUSA HA CbXPAHEHHUE

10. CHENOUAJIHU IMPEAITASHUA MEPKU I1PU NU3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTU NJIN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HME U AJJIPEC HA TIPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

Kapmonena xymus
Orion Corporation
Orionintie 1
FI1-02200 Espoo
dunnanaus

Emuxem na oymuakama
Orion Corporation

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/11/706/023 10 ¢unmupanu TadieTKu
EU/1/11/706/024 30 ¢unmupanu TabieTKu
EU/1/11/706/025 100 ¢punmupanu TabieTku
EU/1/11/706/026 130 dbunMupaHu TabIeTKA
EU/1/11/706/027 175 dunmupanu TabieTku
EU/1/11/706/028 250 ¢punmupanu TabieTku

13. NAPTHUJAEH HOMEP<, KOJAOBE HA JAPEHUETO U HA ITPOAYKTA>

[TapTuna Ne

| 14. HAYMH HA OTHHYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. HH®OPMAIINSA HA BPAMJIOBA A3BBYKA

neBoona/kapouaomna/enrakanos orion 150/37,5/200 mg [camo na kapmonenama Kymusi|

17. YHMKAJIEH WIEHTUDUKATOP — IBYU3MEPEH BAPKO/]
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JiBynsmepeH Oapko[| ¢ BKIIOYEH YHHKAICH HACHTH(OUKATOP [CaMo HA KAPMOHEHAma Kymusi]

| 18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

[camo na xkapmounenama Kymusi]
PC {Homep}

SN {Homep}

<NN {HOMEp}>
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

ETUKET HA BYTUJIKATA U TEKCT HA KAPTOHEHATA KYTHUS

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

JleBogona/Kapounona/Enrakanon Orion 175 mg/43,75 mg/200 mg ¢puimMupanu TabiaeTku
JIEBOI0Ma/KapOuI0Ia/eHTaKaoH

[2.  OBSIBIBAHE HA AKTUBHOTO(UT) BEHIECTBO(A)

Bcesika puMupana tabnetka cbabpika 175 mg neBogona, 43,75 mg kapounona u 200 mg eHTaKaIoH.

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Copabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Kapmonena xkymus

10 ¢punMupanu TabIeTKH
30 dhunMupaHu TabICTKH
100 punmupanu TabaCTKH
130 punmupanu TabaCTKH
175 dunmupanu TabaCTKH

Emuxem na 6ymunxama
10 TabneTku

30 TabmeTKn

100 TabaeTkn

130 TabaeTkn

175 TabneTkn

| 5. HAYYH HA TPUWJIOKEHUE U IT'BT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere TMCTOBKATA.
ITepopanHo npusioxeHue.

6. CHELNUAJIHO MPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT NTPOAYKT TPABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT HOT'JIEJA 1 TOCET'A HA JIELIA

I[a CC CbXpaHABa HA MACTO, HCAOCTBIIHO 3a ACIA.

| 7. APYI'U CHEIMAJIHU NTPEAYIIPEXKAEHUA, AKO E HEOBXOJNMO
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| 8. JATA HA N3TUHYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CIHHEHUAJIHA YCJIIOBUA HA CbXPAHEHHUE

10. CHENOUAJIHUA IMPEAITAZHUA MEPKU I1PU NU3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTU NN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Kapmonena xymus
Orion Corporation
Orionintie 1
FI1-02200 Espoo
dunnanaus

Emuxem na oymuakama
Orion Corporation

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/11/706/034 10 dbuamupanu Ta0IeTKH
EU/1/11/706/035 30 ¢buamupasHu Ta0IeTKH
EU/1/11/706/036 100 duiMupanu TabaeTKA
EU/1/11/706/037 130 duiMupanu TabJeTKA
EU/1/11/706/038 175 duiMupanu TabJeTKH

13. NAPTHUJAEH HOMEP<, KOJAOBE HA JAPEHUETO U HA ITPOJAYKTA>

[TapTuna Ne

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. HH®OPMAIINSA HA BPAMJIOBA A3BBYKA

neBoona/kapouaomna/enrakanos orion 175/43,75/200 mg [camo na kapmonenama Kymusi]

| 17. YHMKAJIEH WIEHTUDOUKATOP — IBYU3MEPEH BAPKO/|

JiBynsmepeH 0apko[ ¢ BKIIOYEH YHHKAICH HACHTH(OUKATOP [caMo Ha KapmMOHEeHama Kymusi]
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| 18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

[camo na kapmonenama Kymusi]
PC {Homep}

SN {Homep}

<NN {HOMEp}>
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JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

ETUKET HA BYTUWIKATA U TEKCT HA KAPTOHEHATA KYTHUA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

JleBogona/Kapounona/Enrakanon Orion 200 mg/50 mg/200 mg dunMupanu TabIeTKu
JIEBOI0Ma/KapOuI01a/eHTaKaoH

[2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika puMupana tadnetka cbabprka 200 mg eBogona, S0 mg kapouzgomna u 200 mg eHTaKaIoH.

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Copabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Kapmonena xkymus

10 ¢punMupanu TabIeTKN
30 dhunMupaHu TabJIETKA
100 punmmupanu TabICTKH
130 punmupanu TabaCTKH
175 dunmupanu TabaCTKH

Emuxem na 6ymunxama
10 TabneTku

30 TabmeTKn

100 TabaeTkn

130 TabaeTku

175 TabnaeTku

| 5. HAYYH HA TPUWJIOKEHUE U IT'BT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere TMCTOBKATA.
ITepopanHo npusioxeHue.

6. CHEHNUAJIHO MPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT INTPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT HOI'JIEJA U 1OCET'A HA TEHA

I[a CC CbXpaHsiBa HAa MACTO, HCAOCTBITHO 3a ACIA.

| 7. APYI'U CHEIMAJIHU NTPEAYIIPEXKAEHUA, AKO E HEOBXOJNMO
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| 8. JATA HA N3TUHYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 9. CHEHNUAJIHA YCJIIOBUS HA CbXPAHEHHUE

10. CHENOUAJIHUA IMPEAITAZHUA MEPKU I1PU NU3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTU WJIN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Kapmonena xymus
Orion Corporation
Orionintie 1
FI1-02200 Espoo
dunnanaus

Emuxem na oymuakama
Orion Corporation

12. HOMEP(A) HA PASPEHHIEHUETO 3A YIIOTPEBA

EU/1/11/706/029 10 ¢unvmupanu TabieTKa
EU/1/11/706/030 30 ¢unmupanu TabieTKa
EU/1/11/706/031 100 dhunMupanu TabIeTKA
EU/1/11/706/032 130 dunMupaHu TabJICTKA
EU/1/11/706/033 175 dunmupanu TabieTku

13. NAPTHUJAEH HOMEP<, KOJOBE HA JAPEHUETO U HA ITPOAYKTA>

[TapTuna Ne

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. HH®OPMAIINSA HA BPAMJIOBA A3BBYKA

neBonona/kapouaomna/enrakanon orion 200/50/200 mg [camo Ha kapmonenama Kymusi]

| 17. YHMKAJIEH WIEHTUDOUKATOP — IBYU3MEPEH BAPKO/]

JiBynsmepeH 0apko[ ¢ BKIIOYEH YHHKAICH HACHTH(OUKATOP [caMo Ha KapmMOHEeHama Kymusi]
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| 18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

[camo na xkapmounenama Kymusi]
PC {Homep}

SN {Homep}

<NN {HOMEp}>
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b. IUCTOBKA
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JIncroBka: Unpopmanms 3a morpeduTens

Jlesopona/Kapounona/Entakanon Orion 50 mg/12,5 mg/200 mg ¢punmupanu tadaeTku
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpouereTre BHUMATEJIHO LSJIATA JUCTOBKA, IIPEIM 1A 3alI04YHETe 1a IpueMaTe TOBa JIEKapcTBO,

Thil KaTO TSl ChAbP3KA BaskHa 32 Bac undgopmanus.

- 3amnasere Ta3u JUCTOBKA. Moxe a ©MaTe HyXk/a /1a sl Ipo4YeTeTe OTHOBO.

- AKO0 MaTe HIKAKBU JIOMBIHUTEITHN BBIPOCH, MONUTaiTe Bammus nexap wim gapmaresT.

- ToBa nekapcTBO € MPEeANNCaHO EAUHCTBEHO U IMYHO Ha Bac. He ro nmpeorcreiBaiite Ha Apyru
xopa. To Moxe J1a UM HaBpeIH, HE3aBUCUMO Y€ TMPU3HANUTE HA TSIXHOTO 3a00JIsIBaHE Ca CHIIUTE
KakTo Bamwure.

- AKO MoNy4ynTe HSIKaKBU HEXEJIaHU peakiyn, yBeaoMere Bammus nexap wnu gpapmanest. Tosa
BKJIKOYBA M BCUYKU BB3MOKHU HEXKEJIAHU PEAKLIUY, HEONMCAHU B Ta3U JIMCTOBKA. BuxkTe TOUKa

4,

KakBo cbIbpika Ta3u JIMCTOBKA:

Kakso npencrasnsisa Jlesogona/Kapoumona/Enrakanon Orion 1 32 KakBO ce HU3M0I3Ba
KakBo TpsiOBa na 3Haere, npenu na npuemete Jleomomna/Kapounona/Enrtakamnon Orion
Kak na npuemarte Jleromona/Kapounona/Enrakamnon Orion

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Jleomona/Kapounona/Enrtakamnon Orion

C’I),Z['Lp)KaHI/Ie Ha OITaKOBKaTa U AOIIBJIHUTCIIHA I/IH(l)OpMaHI/ISI

ANk L=

1. Kakso npencrasiasiBa Jlepogona/Kapounnona/Enrakanon Orion u 3a KaKBo ce H3M0J13Ba

JleBogona/Kapounona/Enrakanon Orion chabpska TpH aKTUBHH BEIIeCTBa (JIGBOJIONA, KapOUIoma 1
CHTaKarloH) B eJiHa ¢puiMupaHa tadbnerka. Jlesonona/Kapounomna/Enrakanon Orion ce n3nomn3sa 3a
neyeHue Ha 6onectra Ha [lapkuHCOH.

bonecrra Ha HapKI/IHCOH CC MMPUYHHsABA OT HUCKU HMBA B MO3bKa Ha BCIICCTBO, HAPCUYCHO JOIMMAMUH.
J'IeBoz[ona IIOBHIIIaBa KOJIMYCCTBATA HA JOIIaMHUH W TaKa HaMaJIsiBa CUMIITOMUTEC Ha OonecTTa Ha
HapKI/IHCOH. Kap61/mona 1 CHTAKaIlOH HO,Z[O6p$[BaT AHTUITAPKUHCOHOBUTC e(l)eKTI/I Ha JeBOaOoIIA.

2. Kakso Tps6Ba na 3naere, npeau aa npuemere Jlesonona/Kapounona/Enrakanon Orion
He npuemaiite JleBogona/Kapougona/Enrakanon Orion, ako:

- CT€ QJIEPTUYHU KBM JICBOJOMA, KapOuaomna, eHTAKaloOH WM HAKOS OT OCTaHAINTE ChCTABKU Ha
TOBa JIEKapCTBO, N30POCHHU B TOUKA 0.

- uMare TECHOBI'bJIHA TIayKoMa (3a00JsiBaHe Ha OUUTE).

- uMare TyMop Ha HagObOpeyHara xjesa.

- npreMare HJIKOU JIEKapCcTBa 3a JIeueHHe Ha Jenpecus (KoMOUHAIMK OT celeKTUBHU MAO-A u
MAO-B unxuburopu uinm HeceneKTHBHE MA O-UHXHOUTOPH).

- HSIKOTa CT€ MMaX HeBpoJienTuieH Manurden cuaapom (HMC-toBa e psiiko cpeliana peakuus
KBM JIEKapCTBEHH NpenapaTH, U3IMOI3BaHHU 32 JICUCHHE Ha TEXKKH NCUXUYHU HAPYILICHHUS).

- HSKOTa CTE UMallM HETpaBMaTHYHa pabaoMuonu3a (psSAKo MyCKyJTHO 3a00JsBaHe).

- uMarte TeXKO YepHOAPOOHO 3a00IIsIBaHe.

Ipenynpe:xaenus 1 npeanasHu MepKH

I'oBopere ¢ Bamus nekap nim dapmaneBt npeau aa npuemere JleBogona/Kapounona/Enrakanon

Orion, ako UMaTe UK HIKOTa CTE MMaJIH:

- ChbpAeUeH UH(APKT WK APYro 3a00sABaHEe HA ChPLETO, BKIIOUUTEIHO ChPJICUYHU apUTMUH, WIN
Ha KPbBOHOCHHUTE CHJOBE
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- acTMa Wi Jpyro 3a0ojsiBaHe Ha OenuTe ApoOoBe

- 4epHOIPOOEH MpobIeM, 3aIi0TO MOXe Jla € HeoOX0 Mo a03ata Bu 1a 0b1e kopurupaHa

- OBOPEYHO WITH XOPMOHATHO 3a00IIsIBaHE

- CTOMAIITHH SI3BH HJTU T'BPUYOBE

- aKO MMaTe MPOJABIDKUTEIHA IUAPHs, KOHCYITHpaiTe ce ¢ Bamms nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha BB3MAICHUE Ha JIe0eI0TO YepPBO

- HsKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KAaTO MICUX03a

- XpOHHUYHA OTKPUTOBI'BIHA TIIAYKOMa, Thil KATO MOXe J1a € HeoOxoaumo no3ara Bu na Obe
KOpHUrupaHa u 04HOTO By HansraHne ma Ob/e cleeHo

IlochBeTBaiTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMpHUEMAarTec:

- AHTHIICHXOTHYHHU CPEJICTBA (JIEKAPCTBA, YIIOTPEOABAHU 32 JIEYEHHE HA IICHXO3H)

- JIEKapCTBO, KOETO MOXKE J]a MPUYHHU TOHWKaBaHe Ha KPHBHOTO HAJISITAHE MPHU CTaBaHE OT CTOJ
nim nerno. TpsOBa na 3Haete, ye Jleomona/Kapounona/Exrakamon Orion Moke Ja BIOIITH
TE3H PEaKIIHH.

IocwBetBaiiTe ce ¢ Bammsg nekap, ako 1o BpeMe Ha jedeHueTo cbe JleBonona/Kapounona/Enrakanon

Orion:

- 3a0eNexuTe, 4e MyCKyJIuTe By craHaT MHOTO HalperHaTH WIH CHITHO TIOTPBIIBAT, HITH
MOJIY4YHTE TPerepene, Bb30yaa, 00bpKBaHe, TPECKa, YCKOPEH IyJIC MU TOJIEMH OTKIIOHEHHS B
KPBBHOTO HaJsiTaHe. AKO ce CITydd HSKOe OT Te3H Hellla, He3a0aBHO ce cBbpikeTe ¢ Bamus
JIeKap.

- ce 4yBCTBATe ACMPECUPaHH, UIMAaTE MUCIIH 32 CAMOYOUHCTBO HIIH 3a0eNeXuTe HeoOnuaitHu
MIPOMEHU B TMOBEIEHUETO CH.

- YCTaHOBSBATE, Y€ BHE3AITHO 3aCIIUBATE WM CE€ YyBCTBATE MHOT'O CHHJIMBU. AKO TOBA C€ CIIYYH,
He TpsiOBa Ja modupare WM Ja U3M0JI3BaTe HHCTPYMEHTH WIIM MAIlIMHU (BHXKTE CHIIO pasfiell
"[llodupane u padorta ¢ MaIuHKA").

- 3a0eNexuTe, Ye ce MosIBSIBAT HEKOHTPOJIUPAHH JBIKEHHS WM CE BIIOMIAT, CJIE] KaTo cTe
3aroyHanu ga npuemarte Jleonona/Kapounona/EnTakanon Orion. AKo TOBa ce CIIydu, MOXe
Jla ce HaJIoXKH BammsT nexap 1a NpoMeHH 103aTa Ha aHTUIApKUHCOHOBOTO Bu nexapcTso.

- MOJTYYHUTE AUapusl; IPENophyuBa ce ClIeJeHe Ha TErI0To, 3a a ce U30erHe Bb3MOXKHa
npeKoMepHa 3aryda Ha TerJo.

- uMare NporpecuBHa aHOPEKCHs, acTeHus (caadocT, U3TOIECHNE) U HaMaJIeHUE Ha TETJIOTO 3a
OTHOCHUTEIIHO KPaThK MEPHUOJ OT BpeMe. AKO TOBa ce CIy4H, TpsiOBa ga ce 0OMHUCITH 0011y
MEAWIUHCKH Tperiiel, BKIIOYBAIL OLEHKa Ha YePHOAPOOHATa (DYHKIIHA.

- YyBCTBaTe HyXk/a J1a crpere ynorpedara na Jleogona/Kapounona/Enrakanon Orion, BIKTeE
paszen “Axko cre crpenu npuema Ha JleBogona/Kapounona/Enrakanon Orion”.

Wndopmupaiite Bamms ngekap, ako Bue mium cemeiictBoro Bu/To3m, kKoiiTo monara rpuku 3a0esiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CUMIITOMH, BOJICILU 10 CHJIHO JKEJIAHKE 32 TOJIEMHU 103U
JleBogona/Kapounona/Enrakanon Orion u ApyrH JeKapcTBa, U3MOI3BAHMU 3a JIeUeHHE Ha 0oJiecTTa Ha
[TapkuHCOH.

WNudopmupaiite Bamms nexap, ako Bue nnu Banrero cemelictBo/0onHorIe[a4 3a0eexure, ue
IIPOABABATE CKIIOHHOCT UJIW HEMIPCOJOJINMO KEJIaHUE Ja C€ IBbPKUTE 110 HAYUH, KOWTO € HeoOnuaeH
3a Bac unm He MmoxeTe Ia YCTOUTC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BBPIIBATC
OTIpeIeNIeHH JICHCTBUS, C KOUTO MOXKE Jla C€ HapaHUTE WU Jia HapaHuTe okoiHute. [1o100HO
MMOBECACHUC CC HapH4a HAPYIICH KOHTPOJI HaJl UMITYJICUTC U MOXKE J1a BKIIIOYBA IPUCTPACTCHOCT KbM
Xa3apT, IPEKOMEPHO SIICHE WU XapuyeHe, IPEKOMEPHO CEKCYaJIHO JKEJIaHUE WIH HaTpar4uBU
CCKCYaJIHU MUCJIU WJIN NTIPEACTaBU. Moxe Ja C€ HaJIOXKH Bammsar JICKAap Ja HarlpaBX NPCOIICHKA Ha
Jedyenuero Bu.

Bammsar nexap Moe ja HalpaBy HAKOU PEIOBHU JTa00OPATOPHH M3CIEABAHUS IPU NPOIBIKUTEITHO
neuenue cbe JleBonona/Kapounona/Enrakamnon Orion.
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Axo TpsiOBa 1a ce TOUIOKHTE Ha omepalius, MoJisl yBeoMeTe Bamms nekap, 4e npuemare
JleBonona/Kap6unona/Enrakamnon Orion.

He ce mpenoppuBa wusnomnsBanero Ha Jleomoma/KapOumona/Enrakanon Orion 3a JjedyeHHe Ha
eKCTpanupaMUIHH CUMOTOMH (HaIpuMep HEBOJICBH ABHMKCHHS, TPENEpeHe, MyCKyJIHa CKOBAHOCT U
MYCKYJIHU CBKPALICHHUs1) IPUYMHEHH OT APYTH JICKapCTBa.

ﬂega W IOHOIIIH

Onutst cbe JleBogona/Kapounona/Enrakamnon Orion npy NanueHTy 1o 18 ToaquHu € orpaHuyeH.
[Mopaau ToBa ynorpebara Ha Jleogoma/Kapounona/Errakamnon Orion npu Jenia Win IOHOIIN He ce
MpenopbrYBa.

Apyru nexapcrsa u Jlepogona/Kaponnona/Enrakanon Orion

Wndopmupaiite Bammst nexap i papmaneBT, ako pueMare , HACKOPO CT€ IpUEMalli WK €
BB3MOXHO J1a TpHEeMaTe APYTH JIEKapCcTBa.

He npuemaiite Jleonona/KapOunona/ExnTtakanon Orion, ako mpuemMarte HIKOH JIEKapCTBa 3a JICUCHHE
Ha Jenpecus (komOuHanu ot cenekTuBHE MAO-A 1 MAO-B nHXHOUTOpY MM HECENIEKTUBHU
MAO-uHXOUTOPH).

Jleogona/Kapounona/Entakanon Orion Moxke 1a yBenn4aBa e(EeKTUTE 1 HEXKETaHUTE Peakluy Ha

OIIpeIeNICHN JIEKapCcTBa. Te BKIIOYBAT:

- JIEKapCTBa, U3MOI3BAHHM 32 JICUCHHE Ha IENPEcHsl, KATO MOKJIO0EMHU I, aMUTPHUIITHIINH,
Je3UNpaMyH, MAaPOTHUIINH, BeHJIa(aKCHH 1 NapOKCETHH

- PUMUTEPOIT ¥ U30TIPEHAINH, U3II0JI3BAHU 32 JICUCHHE Ha O0JIEeCTH Ha TUXaTeTHUTE ITbTHILA

- aIpeHaJIMH, U3II0JI3BaH NP TEXKH ATEPTUUHU PEaKIun

- HOpaJIpeHaIrH, JONIaMHUH U JOOYTaMHH, U3II0JI3BaHU 3a JICUCHHE Ha ChbPACYHU OOJIECTH U HHUCKO
KpPBBHO HaJATaHe

- ana-MeTUIA0NA, U3MO0I3BaHa 3a JICUeHHE Ha BUCOKO KPbBHO HAJATaHE

- anoMop¢uH, KOWTO ce U3I0JI3Ba 3a JieueHHe Ha OosectTa Ha [lapkuHCOH

Edexrure Ha JleBomomna/Kapounona/Enrakamnon Orion MoraT n1a 6b1aT OTCIA0CHU OT HAKOU

nekapcTBa. Te BKIFOYBAT:

- JOTIAMUHOBY aHTarOHKMCTH, U3IOJ3BaHH 32 JICUCHHE Ha IICUXUYHU HApyIIEHUs, TaJIeHe U
MTOBPBIIAHE

- (heHUTOWH, U3MOI3BaH 32 MPOPUIAKTHKA HA THPUOBE

- TanaBepyH, H3MOI3BaH 3a OTITyCKaHe Ha MYCKYJIUTE

JleBonmona/Kapounona/Enrakamon Orion Moke Aa IMpedr Ha YCBOSIBAHETO Ha xelsi30. ClieoBaTeIHo
He npuemaiite Jlesogoma/Kapounona/Enrakamnon Orion e THOBPEMEHHO C XpaHUTEITHH T00aBKH,
ChABpKAIIHM Kes30. Craen KaTo cTe MpUeNd HIKOE OT IBETe, h3uakaiiTe Hail-Manko 2 10 3 vaca,
peau 1a IpueMeTe IPyroTo.

Jlesopona/Kapounona/Enrakanon Orion ¢ XpaHu U HAITUTKH

JleBogona/Kapounona/Enrakanon Orion Moxke Aa ce mpuema ¢ win 0e3 XpaHa.

[Ipu vaxon nanment Jlesomona/Kapouaona/Exrakanon Orion Moxke fa He ce abcopOupa no0pe, ako
ce MpHueMa ¢ WM CKopo ciiell 6oraTu Ha OeNTHUMHM XpaHU (KaTo HampuMmep Meca, puda, MIeuHH
MPOAYKTH, ceMeHa U siakH). [lockBeTBaiite ce ¢ Bamus nekap, ako cuurare, 4e ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

Axo cTe 6p6M€HHa HJIN KBPMUTC, CMATATC, Y€ MOXKE J1a CTC 6p€MeHHa WJIN IIJIaHUPpaTe 6peMCHHOCT,
IIOChBETBalTE ce ¢ Bamms JICKap Win q)apMaueBT npeau Ia NpueMeTe TOBa JICKapCTBO.
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He tpsi0Ba na xppmuTe 1o BpeMe Ha Jieuenueto cwe Jlesogona/Kapounona/Enrakanon Orion.
Hlopupane u padoTa ¢ MAIIUHU

Jleronmona/Kapounona/Exrakamon Orion Moke Ja MMOHMKK KPBBHOTO By Hansirane, KOeTo MOXe Ja
Bu Hakapa nma modyBcTBaTe cnabocT wiu 3amasHocT. CleroBaTeHo TpsOBa 1a ObeTe 0COOSHO
BHUMATEITHU TpY TIo(UpaHe U padoTa ¢ MHCTPYMEHTH WIIH MAIIHHY.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIaTe, Y€ BHEC3aIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ Pa3CbHUTC HAITBJIIHO, IIPEAU Oa H_IO(I)I/IpaTe WJIN Aa BbPIIHUTEC HCIIO APYTO, KOCTO U3UCKBA
BHUMaHHe. B IMPOTHUBCH cnyqaﬁ, MOXKE a ITOCTaBHUTC cebecuu APYTUTC B OITACHOCT OT CCPHUO3HO
HapaHsIBaHC WX CMBPT.

Jlesopona/Kapounona/Enrakanon Orion cbabpika 3axapo3a

Jleogona/Kapounona/Enrakanon Orion ceabpika 3axaposa (1,2 mg/tabnerka). Ako Bammsr nekap
Bu e kazan, ye nMaTe HEMIOHOCUMOCT KbM HSKOH 3aXapH, CBBPKETE CE C HETo, MPEIH J1a IPHEeMeTe
TOBA JIEKapCTBO.

ToBa nekapcTBO chABpPKa MO-MaNKo 0T 1| mmol Hatpwuii (23 mg) Ha MakcUMaHaTa IPENIOPBUNTEIIHA
THEBHA J103a, T.€. MOKE J]a Ce KaXKe, 4e MPAKTUIECKH HE ChABPKa HATPUH.

3. Kak na npuemare Jleonona/Kapounona/Enrakanon Orion

Bunaru aneMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bamusar JICKAp Wi (I)apMaueBT. Axo He
CTC CUT'YPHHU B HCLIO, nonuraiTe Bamms JICKap Wi (bapMaueBT.

IIpu BB3pacTHH M XOpa B CTapyueCcKa Bb3PAacT:

- Bamust nekap me Bu kaxe TouHo Konko Tadnetku JleBomoma/Kapounona/Enrakamon Orion ga
B3eMaTe JHEBHO.

- TaOnerkuTe He ca MpeAHA3HAYEHH Ja C€ JEJAT MU YYIIST Ha I0-MaJKH Napyera.

- Bceku nmbT npuemaiiTe camo o egHa TabieTka.

- B 3aBucumocT oT TOBa Kak pearupare Ha JIeUeHUETO, BamusaT nexkap Moxe Ja MOBUIIH WIN
HaMalu 03ata.

- Axo mpuemare JleBonona/Kapounona/Enrakanon Orion Tabnerku 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg nnu
150 mg/37,5 mg/200 mg, He B3emaiiTe noBeue oT 10 TabiaeTku AHEBHO.

I'oBopere ¢ Bamms nekap win apmaieBT, ako MUCIHUTE, Y€ e(hEeKThT Ha
JleBonona/Kapounona/Errakamon Orion e mpekaneHo CHIISH WK TPeKaJieHo C1a0, HITH H3IUTBATe
HEeXeJIaHU PeaKInu.

3a ma otBOpuTe OyTMIIKAaTa 3a I'BPBU IBT: OTBOpETE
Kalaykara M CJIeJl TOBa HaTUCHETE ¢ majen (OJIHOTO, C
KOETO € 3aledaTaHa OyTHJIKaTa, JOKaTO C€ CKbCa.
Buxre ¢purypa 1.

AKo cTe puesu noBeve oT HeodxonumaTa no3a Jlesopona/Kaponnona/Earakanon Orion

AKO cllydaiiHO CTe MpHUeNU IoBeUe OT HeoOxoaumuTe Tadnetku Jlepogona/Kapoumona/EnTakanon
Orion, o0anere ce He3a0aBHO Ha Bammus nexap winu gapmaneBT. B cirydait Ha npeo3upane Moxe J1a
MovyBCTBaTe 00BPKBaHE UK BH30y1a, ChpaeuHara Bu peiiHocT Moke na Obje 1mo-0aBHa WK T10-
Obp3a oT 00MYANHOTO MM IBETHT Ha KOXKaTa, €31UKa, OUYNTE WK yprHaTa Bu Moxe 1a ce mpoMeHH.

Ako cTre nponycHanu Aa npuemere Jleponona/Kapounona/Enrakanon Orion
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He B3emaiite HBOﬁHa [03a, 3a 1a KOMIICHCHUPATE NPOITyCHATa TabJIeTKa.

Axko nMma noBeue ot 1 yac go caensamniata Bu no3a:
BsemeTe eqHa TabneTka, BeHara clie/l KaTo ce CETUTE U ClieBaIiara TabIeTka B peZJOBHOTO BpeMe.

AKko nMa nmo-Majko ot 1 Jac mo ciaensamiata Bu go3a:
B3eMete enna TabneTka, BegHara ciIel KaTo ce CETUTE, n34akaiite 1 yac ¥ B3eMeTe ollle eaHa
tabnerka. Cien ToBa ce BbpHETE KbM Bamms peoBeH rpaduk.

Bunaru ocrapsiiTe moHe eIuH yac HHTEpBal Mexay Tabnerkure JleBogona/Kapounona/Enrakanon
Orion, 3a 1a n30erHeTe Bb3MOXKHH HEXKENaHU PEaKIHU.

Ako cte cnpeau npuema Ha Jlepogona/Kapougona/Enrakanon Orion

He cniupaiite npuema na JleBogona/Kapounona/Enrakanon Orion, ocBeH ako Bammst nexap He Bu
KaXke Jja ro HarpaBuTe. B TakbB ciaydail, Moxke 1a € Heo0XoauMo BammusT nexap 1a IpoOMEHH JO3UTe
Ha OCTaHAJINTE AHTUMIAPKUHCOHOBH JIEKAPCTBA, KOMTO MpUEMaTe, MO-CIEMAITHO JIEBOJONA, 3a 1a
MIOCTUTHE JOCTAThUEH KOHTPOJ BbPXY CUMITOMHUTE BHU. AKO psA3KO MPEKbCHETE NMpHUeMa Ha
JleBogona/Kap6unona/Enrakanon Orion u Apyry aHTUNAPKHHCOHOBH JIEKapCTBa, TOBA MOXKE /1a
JIOBEJIE 10 HEYKETAHH PEAKIIUH.

AKO MaTe HAKaKBU AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHIOTpedaTa Ha TOBA JICKApCTBO, OMHUTATE
Bammms nekap nim ¢apmarenT.

4. Bb3MOKHH HeKeJIaHU pPe€aKkumumn

KaxkTo BcH4KH IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH TH MMOJTy4aBa. AKO U3MUTATE HAKOU OT T€3W HEXKEJIaH! PEaKIluH, CBBPKETe ce ¢ Barmus ekap
BB3MOKHO Hai-CKOpO. MHOT0 OT TE€3H HEXEJIaHU peaKIliy Morat Ja ObaaT 00JeKYCHU Ype3
perynupaHe Ha 03ata.

Ako mo BpeMe Ha JiedeHueTo cbc JleBomona/KapOumomna/Exrtakanmon Orion MONy4HTe CIACIHUTE

CHMIITOMH, CBbpP:KeTe ce He3abaBHO ¢ Bamusi exap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpEIepeHe, BH30yIa,
00BpKBaHe, TPECKA, YCKOPEH ITyJIC I TOJIeMH OTKIOHEHHUS B KPbBHOTO Hassirane. Te morat nia
ObJIaT CUMIITOMH Ha 37I0KaduecTBeH HeBposenTtuyeH cunapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApPYUICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMa) WM
pabmoMuonu3a (psaKo, TeKKO MYCKYJTHO HapyIICHUE).

- ajlepruyHa peakuus, YAUTO MPHU3HALKM MOraT Ja BKJIIOYBAT YpPTHKapus (KONPHUBHA TPECKa),
chpOex, OOpHB, MMOMyBaHE Ha JIMIIETO, YCTHHUTE, €3MKa WM T'bpIOTO. TOBa MOXKE Ja MPUIMHA
3aTPyAHEHO JUIIAHE WK MPErTbIIaHe.

MHoro 4yectu (Mo2am Oa 3acecnam nogeve om 1 na 10 oywu)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UHN)

- noBaurane (rajeHe)

- 0e3Bpe/IHO OIIBETSABAHE HA YpUHATA B UePBEHUKABOKA(DSB BT
- MYCKYJIHU OOJIKU

- AP

UYectu (moeam oa 3aceznam do 1 na 10 oywu)

- CBETOBBPTEIK WM NPHUJIOLIABAHE, IBJDKAIIKA CE HAa HUCKO KPHBHO HAJsraHe, BUCOKO KPBHBHO
HaJsIraHe

- BJIOIIIABAHE HA MAPKUHCOHOBH CUMIITOMH, 3aMaiBaHe, ChHIUBOCT

- MOBpBIIIAHE, KOpeMHa 00JIKa U AUCKOM(OPT, KUCEIIMHH, CyX0Ta B yCTaTa, 3aneK
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6630’BHI/IC, XaIrIHaIuu, O6”I)pKaHOCT, SIpKU CbHHUIIA (BKJ'IIO‘IBaH_[I/I KOI_HMapI/I), YMOPSACEMOCT

INCUXWYHHU U3MCHCHUS, BKIIIOYBAIIIU HpO6H€MI/I C MaMeTTa, TPECBOXHOCT U ACTIPCCUS (B’L3MO)KHO

C MHUCIIY 33 CaMOyOHHCTBO)

NposiBM Ha 3a00JsiBAaHE Ha CBHPLETO WIM apTepuure (Hamp. IpbaHa O0JKa), HENpaBUIHU

ChpJeYHa ICHHOCT WIH PUTHM

MO-4€CTO MaJgaHe

3aIyx

3aCHJICHO TIOTEHE, OOPUBH

MYCKYJTHU KpaMITd, IIOAyBaHe Ha Kpakara
3aMbIJIEHO BIDKIAHE

aHeMHus

HaMaJIeH alleTUT, HaMaJIEHO TErjI0
riaaBo0oJiire, OOJIKU B CTABUTE

nH(pEKIYs Ha MUKOYHUTE THTHIIA

Heuectu (moecam da 3aceenam oo 1 na 100 oywu)

CHPJCUYCH PHUCTHIT
KBbpPBEHE OT YepBara

NPOMEHM B KpbBHATa KapTHHA, KOETO MOXKE Ja JOBele A0 KbpPBEHE, OTKIOHCHHUS
MOKAa3aTeIuTe MPH YePHOAPOOHH (QYHKIMOHATHU TECTOBE

I'bpPYOBE

ycemiase 3a Bb30ya

NICUXOTUYHU CUMITTOMH

KOJIHT (BB3MANICHUE Ha IeOeI0TO YePBO)

IpOMsHA B IIBETa HE CaMO Ha ypHHATa (HArp. Ko)Ka, HOKTH, KOca, TI0T)

3aTpyJHEHHE TIPH T'bJITAHE

HECTIOCOOHOCT 3a YpUHHUPaHE

C HewsBecTHA YECTOTa (0 HANUYHUMe OaHHU He Modice 0a Oboe Hanpagena OYeHKa)

CunHo xeneHue 3a rojemu no3u Jlesompona/Kapounomna/Enrakanon Orion, HagBUIIABAIIH
HEO0OXOJMMHTE 32 KOHTPOJIMPAHE HA IBUTATSIHUTE CUMIITOMU, H3BECTHO KaTO CHHAPOM Ha
JOTIAaMUHOBA JUCperyianus. Hsakou manueHTn moiydyaBaT HeoOMYaitHi HEBOJICBU JABIKCHUS

(,[[I/ICKI/IHGISI/IH) B TCXKKa (1)0pMa, MMPOMCHHU B HACTPOCHHUCTO WJIN APYT'U HCKCIIAHU PCAKIIUU CIICA IPUCM

Ha ronemu no3u JleBogona/Kapounona/Enrakanon Orion.

C’BO6H.I€HI/I Ca CbIIO CICAHUTC HCKCIAHNU PCAKIIMH !

XEMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
ChpOexK

Mosxe 1a TOJYUNTE CICAHUTE HSXKCIaHN PEaKITUH:

HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO

Morar Aa ObJat BpeJHH, B TOBA YUCJIO:

- CuneH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WM CEMEWHN
MOCIIEACTBUS;

- Hapymen nnm nmoBuIlIeH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO J1a
Bu nputecHs1Ba nM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;

- HekonTponupyemo nazapyBaHe win XapueHe Ha NapH;

- Ilpessxnane (mpueM Ha rojeMy KOJHMYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO NIpespKAaHe (IpUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBeve 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha I1aja).

B

WNndopmupaiite Bamms nekap, ako uMaTe noJoOHO moBeneHHe; TOH mie oOchau ¢ Bac kak ga ce
CIIPaBHUTE WIN KaK J]a IOTUCHETE TE3U CUMIITOMH.

Cpol0maBaHe Ha HeXKeJIAaHU PeaKInu
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Axo MOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU PCAKIIUU, YBCAOMCTC Bamms JICKap Wi (bapMaueBT.
ToBa BKIIIOUBAa BCHYKH BB3MOXHH, HCONMMCAHU B Ta3W JINCTOBKA HCXKCIIAHU PCAKIUU. Moxete CbIIO
Ja C’LOGH_II/ITG HEXCJIaHU pe€aKIu IUPEKTHO YPE3 HAllHUOHAJIHATA CUCTEMA 3a C’BO6H_[aBaHC, IIOCOYCHa
B H[)I/IJ'IO)I(CHI/IC V. Karo C’LO6H_IaBaTe HCXKCJIIaHU PpCAKIUU, MOXKCTEC 1a JAACTC CBOA IIPUHOC 3a
IoJIy4aBaHC Ha MMOBCYC I/IH(l)OpMaI_II/ISI OTHOCHO 0€30IIaCHOCTTA Ha TOBA JICKApCTBO.

5. Kak na coxpansBare Jlesonona/Kapougona/Entakanon Orion
Jla ce cpxpaHsiBa Ha MSCTO, HEJJOCTBITHO 32 JIeIIa.

Jla He ce U3MoII3Ba ciIel] CPOKa Ha TOAHOCT, OTOENA3aH BhpXY OyTHIKAaTa U KApTOHEHATa KYTHS.
CpoOKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TOCOUEHUS MECEIl.

To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.

He H3XB’BpJ'I$IﬁT6 JICKapCTBAaTa B KaHAJIU3alluATa WA B KOHTeﬁHepa 3a JOMalIH! OTIIaJdbIIH.
Ilonuraiite Bamms q)apMaueBT KakK a U3XBBPJIUTEC JICKApCTBA, KOUTO BEYC HC M3IIOJI3BATC. Tes3n
MCPKH IIC CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Chabp:kaHne HA ONIAKOBKATA U JONBJIHUTEHA HHPOPMAIUS
KakBo cbabp:ka Jlesonona/Kapounona/Entakanon Orion

- AxtuBHHTE chcTaBkH Ha JleBogomna/Kapoumomna/Entakanon Orion ca geBojomna, kapOuaomna u
€HTAKaIIOH.

- Bceska tabnerka Jleonona/Kapounona/Enrakamnon Orion 50 mg/12,5 mg/200 mg ceabpxa
50 mg neBonomna, 12,5 mg kapbunona n 200 mg eHTaKaIoH.

- OcrananuTe ChCTABKHU B SIIPOTO Ha TabJeTKaTa ca: KpocKapMello3a HaTpHil, MarHe3ueB creapar,
napeBuyHO Humiecte, MmanuTol (E421) u moBumon (E1201).

- ChcraBkuTe Ha (PUIMOBOTO MOKpHUTHE ca rmnepodn (85 nporenra) (E422), xumpomenosa,
MarHesueB creapart, nonucopoar 80, uepseH xene3en okcug (E172), 3axaposa, TuTanoB
muokcun (E171) u xbaT xenesed okeun (E172).

Kak usranexna Jlesogona/Kaponnona/Eatakanon Orion 1 KakBO chIbpP:Ka ONaKOBKAaTAa

Tabnerkure JleBogona/Kapounona/Enrakanon Orion 50 mg/12,5 mg/200 mg ca kapeHuKaBu uiu
CHUBO-YE€PBECHUKABU KPBIJIM, U3ITbKHAIH, O€3 IeauTenHa yeprta, o3HayeHu ¢ ,,L.CE 50 oT eqHara
CTpaHa.

JleBogona/Kapounona/Enrakanon Orion ce mpejasara B IIeCT OMAKOBKH € pa3IuyHO chabpkanue (10,
30, 100, 130, 175 unu 250 tabnetkn). He Bcuuku BUIOBE OMAKOBKK MOTaT Jia ObaT MyCHATH B
npojaxoa.

IIpuTekaTes Ha pa3pelIeHHETO 32 yNOoTpeda

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIponssoauren
Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo
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dunnangus

3a gonmbaHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MIPOAYKT, MOJISI CBBPIKETE CE C JIOKAITHHSI

MpE/ICTABUTEN Ha MIPUTEKATEIIS Ha pa3pelIeHUeTo 3a ynoTpeoa:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf.: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel: +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

Island
Vistor hf.
Simi: +354 535 7000

Lietuva

Orion CorporationTel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

Norge
Orion Pharma AS
TIf: +47 40 00 42 10

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

Slovenska republika
Orion Corporation
Tel: +358 10 4261
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Italia Suomi/Finland

Orion Corporation Orion Corporation

Tel: +358 10 4261 Puh./Tel: +358 10 4261
Kvnpog Sverige

Orion Corporation Orion Pharma AB

TnA: +358 10 4261 Tel: +46 8 623 6440
Latvija

Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO Mpepasriiekaane Ha JJUCTOBKaTa

JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa mH(pOpManKs 3a TOBA JEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporetickara areHIus
Io JIeKapcTBara: https://www.ema.europa.eu.
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JIncroBka: Undopmanms 3a morpedurtens

Jlesonona/Kapounona/Entakanon Orion 75 mg/18,75 mg/200 mg ¢puamMupanu TadjaeTKu
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpouereTre BHUMATEJIHO LSJIATA JUCTOBKA, IIPEIM 1A 3alI04YHETe 1a IpueMaTe TOBa JIEKapcTBO,

Thil KaTO TSl ChAbP3KAa BaskHa 32 Bac undgopmanus.

- 3amnasere Ta3u JUCTOBKA. Moxe a ©MaTe HyXk/a /1a sl Ipo4YeTeTe OTHOBO.

- AKO0 MaTe HIKAKBU JIOMBIHUTEITHN BBIPOCH, MONHKTalTe Bamus nexap uim gapmaresT.

- ToBa nekapcTBO € NpeAnUCcaHO €AUHCTBEHO U TMYHO Ha Bac. He ro nmpeorcrenBaiite Ha Apyru
xopa. To Moxe J1a UM HaBpeIH, HE3aBUCUMO Y€ TPU3HAIUTE HA TSIXHOTO 3200JIBaHE Ca CHIIUTE
KakTo Bamwure.

- AKO MoNy4ynTe HSIKaKBU HEXEJIaHU peakiyn, yBeaoMere Bammus nexap wnu gpapmanest. Tosa
BKJIKOYBA M BCUYKU BB3MOKHU HEXKEJIAHU PEAKLIMH, HEOMCAHU B Ta3U JIMCTOBKA. BuxkTe TOUKa

4,

KakBo cbIbpika Ta3u JIMCTOBKA:

Kakso npencrasnsisa Jlesogona/Kapoumona/Enrakanon Orion 1 32 KakBO ce HU3M0I3Ba
Kakso Tpsi0Ba na 3Haere, npenu na npuemete Jleomona/Kapounona/Enrtakamnon Orion
Kak na mpuemare JleBomona/Kapbumona/Enrakamnon Orion

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Jleomona/Kapounona/Enrtakamnon Orion

C’I),Z['Lp)KaHI/Ie Ha OITaKOBKaTa U AOIIBJIHUTCIIHA I/IH(bOpMaHI/IfI

ANk L=

1. Kakso npencrasiasiBa Jlepogona/Kapounnona/Enrakanon Orion u 3a KaKBo ce H3M0J13Ba

Jleronmona/Kapounona/Exrakamnon Orion ¢habpika TpU aKTUBHU BelllecTBa (JIeBoI0IIa, KapOuIona u
CHTaKarloH) B eJiHa puiMupaHa tadbnerka. Jlesonona/Kapounomna/Enrakanon Orion ce u3nomn3sa 3a
neueHue Ha 6osectTa Ha [TapKUHCOH.

bonecrra Ha HapKI/IHCOH CC MPUYHHABA OT HUCKHU HMBA B MO3bKa Ha BCIICCTBO, HAPCUYCHO JOIMMAMUH.
J'IeBoz[ona IIOBHIIIaBa KOJIMYCCTBATA HA JOIIaMHUH W TaKa HaMaJIsiBa CUMIITOMUTEC Ha OonecTTa Ha
HapKI/IHCOH. Kap61/1)10na 1 CHTaKaIlOH HO,I[O6p$IBaT AHTUITAPKUHCOHOBUTC e(l)eKTI/I Ha JeBOaOoIIA.

2. KakBo Tps6Ba na 3naete, npeau aa npuemere Jlesonona/Kapounona/Enrakanon Orion
He npuemaiite JleBogona/Kapougona/Enrakanon Orion, ako:

- CT€ QJIEPTUYHU KBbM JIEBOJOMA, KapOuaoma, eHTAKalOH MU HAKOS OT OCTaHAJINTE ChCTABKU Ha
TOBa JIEKapCTBO, N30POCHHU B TOUKA .

- uMarTe TECHOBI'bJIHA TIayKoMa (3a00JsiBaHe Ha OUUTE).

- uMare TyMop Ha HagObOpeyHara Kxjesa.

- npreMare HJIKOU JIEKapCcTBa 3a JIeueHHe Ha Jenpecus (KoMOUHAIMK OT celeKTUBHU MAO-A u
MAO-B unxuburopu uinm HeceneKTUBHE MA O-HHXHOUTOPH).

- HSIKOTa CT€ MMaX HeBpoJienTuieH Manurden cuaapom (HMC-toBa e psiiko cpeliana peakuus
KBbM JICKapCTBEHH IpenapaTy, U3I0I3BaHNU 32 JICUCHHE Ha TEXKKH NCUXUYHU HAPYILICHHS).

- HSKOTa CTE UMallM HETpaBMaTHYHa pabaoMuonu3a (psSAKo MyCKyJTHO 3a00JsBaHe).

- uMarte TeXKO YepHOAPOOHO 3a00IIsIBaHe.

Ipenynpe:xxaeHus ¥ npeanasHu MepKH

FOBODCT@ ¢ Bamms JICKap UJIn (baDMaLIeBT Opeau Ja IpueMeTe HCBO,I[OHa/KaD6PIZ[OHa/EHTaKaHOH
OI'iOIl, AaKO UMATC WK HAKOra CTC MMaJin:
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- ChpJeueH MH(PAPKT WIH JpyTo 3a00IsiBaHe HA CHPIETO, BKIIOYUTEIHO ChPACYHU apUTMUH, WITH
Ha KPbBOHOCHHUTE CHJIOBE

- acTMa WM Jpyro 3a0ojsiBaHe Ha OenuTe ApoOoBe

- 4epHOAPOOEH MpodIIeM, 3aloTo MOXKe Ja € HeoOXoauMo ao3ata Bu 1a 0b/1e kopurupaHa.

- OBOPEYHO WIIH XOPMOHATHO 3a00IIsIBaHe

- CTOMAIITHH SI3BH WJTU T'BPUYOBE

- aKO MMaTe MPOABDKUATEIHA AHAPUsl, KOHCYITUpalTe ce ¢ Bammst nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha BB3MAJICHNE Ha JIe0eTI0TO YepBO

- HsKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KaTO MICUX03a

- XpOHMYHA OTKPUTOBI'BIHA [IIAYKOMa, Thil KATO MOXe JIa € HeoOxoaumo no3ara Bu na Obe
KOpHUTHpaHa u 04HOTO By Hansarane ma Ob/e CleeHo

IlochBeTBaTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMpHUEMarTec:

- AHTHIICHXOTHYHHU CPEJICTBA (JIEKAPCTBA, YIIOTPEOABAHU 32 JIEYEHHE HA IICHXO3H)

- JIEKapCTBO, KOETO MOXKeE J[a IPUYHHY TOHMKaBaHe Ha KPHBHOTO HAJSITaHE TIPU CTaBaHE OT CTOJ
nim nerno. TpsOBa na 3Haete, ye Jleomona/Kapounona/Exrakamon Orion Moke Ja BIOIITH
TE3H PEaKIIHH.

IlocwBeTBaiiTe ce ¢ Bammsd nekap, ako 1o Bpeme Ha JedeHueTo cbe JleBomona/Kapounona/Enrakanon

Orion:

- 3a0enexuTe, 4e MyCKyJIuTe Bu craHaT MHOTO HaliperHaTH WIH CHITHO TIOTPBIIBAT, HITH
MOJIYYHTE TPerepene, Bb30yaa, 00bpKBaHe, TPECKa, YCKOPEH ITYJIC MU TOJIEMU OTKJIOHEHHUS B
KPBBHOTO HaJsiraHe. AKO ce CITydd HSKOe OT Te3H Hellla, He3a0aBHO ce cBbpikeTe ¢ Bamus
JIeKap.

- ce 4yBCTBATe JACNpPECUpaHH, IMaTEe MUCIIHU 33 CaMOyOUHCTBO MK 3a0eNexuTe HeoOnyaitHu
MIPOMEHU B MOBEIEHUETO CH.

- YCTaHOBSBATE, Y€ BHE3AITHO 3aCITUBATE WITM CE€ YyBCTBATE MHOTO CHHJIMBU. AKO TOBA C€ CIIYYH,
He TpsiOBa Ja modupare WM Ja U3M0JI3BaTe HHCTPYMEHTH WIIM MAIIMHU (BHXKTE CHIIO pa3fiell
"[lloupane u padorta ¢ MaIkuHKA").

- 3a0eNeXuTe, Y€ ce MOSIBSIBAT HEKOHTPOJIUPAHH JBIKEHHS WK CE BIIOLIAT, CJIe] KaTo cTe
3aroyHanu ga npuemate Jlesonomna/Kapounona/EnTakamnon Orion. AKo TOBa ce CIIydu, MOXe
Jla ce HaJI0XKH BammsT nexap 1a NpoMeHH 103aTa Ha aHTUIAapKUHCOHOBOTO Bu nekapcTso.

- MOJIyYHTE TUapHs; IPETNOpbUBa CE CICACHE Ha TETJ0TO, 3a Ja ce n30erHe Bb3MOXKHA
peKoMepHa 3aryda Ha TerJo.

- uMare NporpecuBHa aHOPEKCHs, acTeHus (caadocT, U3TOIECHUE) U HaMaJIeHUE Ha TETJIOTO 3a
OTHOCHUTEIIHO KPaThK MEPHUOJ OT BpeMe. AKO TOBa ce CIy4H, TpsiOBa ga ce 0OMHUCITH 0011y
MEAWIUHCKY Nperiiel, BKIIOYBAIL OLEHKa Ha YePHOAPOOHATa (DYHKIIHA.

- YyyBCTBaTe HyX/a J1a crpere ynorpedara Ha Jlesonona/Kapounomna/Enrakanon Orion, BIxKTeE
paszen “Axko cre crpenu npuema Ha JleBogona/Kapounona/Enrakanon Orion”.

Wndopmupaiite Bamms nekap, ako Bue win cemeiictBoro Bu/To3u, KoifTo monara rpuku 3a0emiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMIITOMH, BOJIEIIN 10 CHITHO XKEJIaHHE 32 TOJIEMHU 03U
JleBogona/Kapounona/Enrakanon Orion u ApyrH JeKapcTBa, U3MOI3BaHMU 3a JIeUeHHE Ha 0oJiecTTa Ha
[TapkuHCOH.

WNudopmupaiite Bammst nekap, ako Bue nnm Bamero cemeiictBo/6onHorneay 3abenexure, e
IIPOABABATE CKIIOHHOCT HUJIM HECIIPCOJOJIMMO KEJIaHUE 1a C€ AbPKUTE 110 HAYUH, KOWUTO € HeoOMUaeH
3a Bac unm He MoxkeTe Ia YCTOUTEC Ha UMITYJICUTE, BJICUCHHUCTO WJIN U3KYHICHHUETO Ja U3BHPIIBATC
OMpe/ieNieHH ACHCTBUS, C KOMTO MOXE JIa C€ HapaHWTE WX J1a HapaHuTe okonHuTe. [1000H0
MMOBCACHUC CC HapH4a HAPYUICH KOHTPOJI HaZl UMITYJICUTC U MOXKE J1a BKIIIOYBA IPUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO SIICHE HIIH XapueHe, MPEKOMEPHO CEKCYaTHO JKeIaHHe MM HATPAuUuBH
CCKCYyaJIHU MUCJIU WJIN NIPEACTaBU. Moxe Ja C€ HAJIOXHN Bammsar JICKAp Ja HalpaBu IIPCOIICHKA Ha
Jedyenuero Bu.

Bammsar nexap Moe fa HalpaBu HAKOU PEIOBHU J1a0OPATOPHH U3CIEABAHUS IPU NPOIBIDKUTETHO
neuenue cbe JleBonona/Kapounona/Enrakamnon Orion.
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Axo TpsOBa 1a ce TOUIOKHTE Ha OTepalus, MoJIsl yBeaoMeTe Bamms nekap, de npuemare
JleBonona/Kap6unona/Enrakamnon Orion.

He ce mpenoppuBa wusnomnsBanero Ha JleBomoma/KapOunmona/Enrakanon Orion 3a JedyeHHe Ha
eKCTpanupaMUIHH CUMOTOMH (HaIpuMep HEBOJICBH ABHMXKCHHS, TPENEpeHe, MyCKyJIHa CKOBAHOCT U
MYCKYJIHH CBKPAIeHHUs1) IPUYMHEHH OT APYTH JIEKapCTBa.

ﬂega W IOHOIIIH

Onutst cbe JleBomona/Kapounona/Entakanon Orion npu nauueHTy noA 18 ToIuHH € OrpaHHYeH.
Ilopanu ToBa ynotpebata Ha JleBogona/Kapounona/Enrakanon Orion npu Jena Wiv IOHOIIN HE Ce
MpenopbrYBa.

Apyru nexapcrBa u Jlepogona/Kaponnona/Enrakanon Orion

Wndopmupaiite Bammst nexap uinu papmanesT, ako mpueMaTe, HaCKOpo CTe MPUEMad HITH €
BB3MOXHO J1a TpHEeMaTe APYTH JIEKapCTBa.

He npuemaiite Jleonona/KapOunona/ExnTakanon Orion, ako npuemMarte HIKOH JIEKapCTBa 3a JICUCHHE
Ha Jenpecus (koMOuHauu ot cenekTuBHE MAO-A 1 MAO-B nHXHONTOpH MM HECEIEKTUBHU
MAO-uHXHOUTOPH).

JleBogona/Kapounona/Entakanon Orion Moxxe 1a yBenn4aBa e(EeKTHTE 1 HEKETaHUTE Peakluy Ha

OIIpeIeNICHN JIEKapCcTBa. Te BKIIOYBAT:

-JIeKapCTBa, U3MOI3BaHM 32 JICUEHUE Ha IEHPEecHsl, KaTO MOKJIO0EMUA, aMUTPUIITHIINH, AE3UIIPAMUH,
ManpOTUIINH, BeHIa(aKCUH U TapOKCETHH

- PUMHTEPOIT ¥ U30TIPEHAINH, U3II0JI3BAHU 32 JIeueHHE Ha O0JIEeCTH HA TUXaTeTHUTE ITbTHILA

- aJIpeHaJIMH, U3II0JI3BAaH NP TEXKH ANEPTUUHU PEaKIun

- HOpaJIpeHaInH, JONaMHUH U JOOYTaMKH, U3MI0JI3BaHH 34 JICUCHHUE Ha ChbPACYHN OOJIECTH U HHUCKO
KpPBBHO HaJATaHe

- ana-MeTUIA0NA, U3MO0I3BaHa 3a JICUeHHE HAa BUCOKO KPbBHO HAJATaHE

- anoMop¢uH, KOWTO ce U3I0JI3Ba 3a JieueHne Ha OosectTa Ha [lapkuHCOH

Edexrure na JleBogona/Kapounona/Enrakamnon Orion Morat fja Ob4aT 0TCIabeHU OT HIKOU

nekapcTBa. Te BKIFOYBAT:

- JOTIAMUHOBH aHTarOHKUCTH, U3MOI3BaHH 32 JICUCHHE Ha IICUXUYHU HapyIICHUs, TaJIeHe U
MTOBPBIIAHE

- (heHUTOWH, U3MOI3BaH 32 MPOPUIAKTHKA HA THPUOBE

- TanaBepyH, H3MOI3BaH 3a OTITyCKaHe Ha MYCKYJIUTE

JleBonmona/Kapounona/Enrakamon Orion Moke Aa IMpedr Ha YCBOSIBAHETO Ha xelsi30. ClieoBaTeIHo
He npuemaiite Jlesomoma/Kapounona/Enrakamnon Orion e THOBPEMEHHO C XpaHUTEITHH T00aBKH,
ChABpKAIIHM kKes30. Cien KaTo cTe MpUEeNn HIKOE OT IBETe, h3uakaiiTe Hail-Manko 2 10 3 vaca,
peau 1a IpueMeTe IpyroTo.

Jlesopnona/Kapounona/Enrakanon Orion ¢ XpaHu U HATUTKH

Jleronmona/Kap6unona/Enrakamon Orion Moe Ja ce mprueMa ¢ Wil 0e3 XpaHa.

[Ipu vaxon nanmentu Jlesomona/Kapouaona/Exrakanon Orion Moxke fa He ce abcopOupa no0pe, ako
Cce mpueMa ¢ Wi CKOpo ciie] 0oraTé Ha OeNThYMHU XpaHH (KaTo HAIpuMep Meca, puda, MISYHU
MPOJYKTH, ceMeHa U skH). [lockBeTBaliTe ce ¢ Bamms nekap, ako cunrare, ue ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

Axo cTe 6p6M€HHa HJIN KBPMUTC, CMATATC, Y€ MOXKE J1a CTC 6p€MeHHa HJIN IJIaHUPpaTe 6peMeHHOCT,
IIOChBETBalTE ce ¢ Bamms JICKap Win q)apMaueBT npeau Ia NpueMeTe TOBa JICKapCTBO.
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He tpsi0Ba na xppmuTe 1o BpeMe Ha jieuenueto cwe Jlesogona/Kapounona/Enrakanon Orion.
Hlopupane u padoTa ¢ MAIIUHU

Jleronmona/Kapounona/Exrakamon Orion Moke fa MOHMKK KPHBHOTO Bu HansraHe, KOeTo MOXe Ja
Bu Hakapa nma mouyBcTBate ciiadoct mim 3amasiHocT. CienmoBaTenHo TpsiOBa fga 0b1eTe 0coOeHo
BHUMATEITHU NpY TIo(upaHe U padoTa ¢ MHCTPYMEHTH WIIH MAIIHHY.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WUJIN aKO IMMOHAKOIra yCCIATe, 4€ BHC3aITHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ PAa3CbHUTC HAITBJIIHO, IIPCAN Oa H_IO(l)I/IpaTC HJIN Ja BbPIIWUTE HCIIO APYTO, KOCTO U3UCKBA
BHUMaHHKE. B MMPOTHUBCH cnyqaﬁ, MOXKE Ja ITIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsIBaHC WX CMBPT.

Jlesopona/Kapounona/Enrakanon Orion cbabpaka 3axapo3a

JleBogona/Kapounona/Enrakanon Orion ceabpika 3axaposa (1,4 mg/tabnerka). Ako Bammsr nekap
Bu e kazan, ye nMaTe HEMIOHOCUMOCT KbM HSAKOH 3aXapH, CBBPXKETE CE C HETO, MPEIH J1a IPHEeMeTe
TOBA JIEKapCTBO.

ToBa nekapcTBO chABpPKa MO-MaNKo OT 1| mmol Hatpwmii (23 mg) Ha MakcUMaTHaTa IPENIOPBUUTEIHA
THEBHA J103a, T.€. MOXKE J1a c€ KaXKe, Uue MPAKTUIECKH HE ChABPIKa HATPUH.

3. Kak na npuemare Jlepogona/Kapounona/Enrakanon Orion

Bunaru aneMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bamusar JICKAp Wi (I)apMaueBT. Axo He
CTC CUT'YPHHU B HCIIO, nonuraiTe Bamms JICKAp Wi (l)apMaL[eBT.

[Ipu BB3pacTHU U XOpa B CTapYeCKa Bb3PACT:

- Bammsr nexap e Bu xaxxe TounHo konko Tabnerku JleBogona/Kapounona/Earakanon Orion na
B3eMare THEBHO.

- TabneTkuTe HE ca MpeAHa3HAUCHU J1a Ce JIEJISIT WK YYIIAT Ha [T0-MaJjIKy Mapyera.

- Bcexu npT npuemaiite camo 1o egHa Tabierka.

- B 3aBucuMoCT OT TOBa Kak pearnpare Ha JICYCHUCTO, Bammsar JICKap MOXKE Jia ITOBUIIHN WUIIN
HaMaJi J103ara.

- Axko npuemate Jleromona/Kapounona/Enrakamnon Orion tabnetku 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg wnu
150 mg/37,5 mg/200 mg, He B3eMaliTe moBeue oT 10 TabIeTKH THEBHO.

I'oBopete ¢ Bammst nexap uinn papmareBT, aKo MUCIUTE, Y€ €PEeKThT Ha
JleBogona/Kapounona/Enrakanon Orion € mpekajaeHO CUIICH W MpeKajieHo cal, Uik U3MUTBaTe
HEXXEJTaH! PEaKIHH.

3a ma orBOpuTe OyTMIIKAaTa 3a I'bPBU IBT: OTBOpETE
Kalraykara M CJIe[l TOBa HaTUCHETE ¢ majen (OJIHOTO, C
KOETO € 3aledaTaHa OyTHJIKaTa, JOKaTO C€ CKbCa.
Buxre ¢purypa 1.

AKo cTe puesu noBeve oT HeodxonumaTa n03a Jlesogona/Kaponnona/Earakanon Orion

AKO cllydaiiHO CTe MpHUer IoBeUe OT HeoOxoaumuTe Tadnetku Jlepogona/Kapoumona/EnTakanon
Orion, o0anere ce He3a0aBHO Ha Bamus nexap wiu gapmanest. B cirydait Ha peo3upane Moxe J1a
novyBCcTBaTe 00BPKBaHE WK BH30Yy/1a, ChpaeuHara Bu peiiHocT Moke na Obje 1o-0aBHa W T10-
Obp3a oT 00MYANHOTO MM IBETHT Ha KOXKaTa, €3UKa, OUYNTE WK yprHaTa Bu Moxe 1a ce mpoMeHH.
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Ako cTe nponycHaau aa npuemere Jlepogona/Kapougona/Enrakanon Orion

He B3emaiiTe nBoiiHa /103a, 3a Ja KOMIIEHCHUPATE MPOIyCHATa TabJIeTKa.
Axko nMma noBeue ot 1 yac go caensamniata Bu no3a:
BsemeTe eqHa TabneTka, BeHara e KaTto ce CETUTE U Clie/Baliara TabjaeTka B peIOBHOTO BpeMe

AKko nMa nmo-Majko ot 1 Jac mo ciaensamiata Bu go3a:
B3eMete enna TabneTka, BegHara ciIel KaTo ce CETUTE, n34akaiite 1 yac v B3eMeTe oIlle eaHa
tabnerka. Cien ToBa ce BbpHETe KbM Bamus penoBeH rpaduk.

Bunaru octaBsiiTe moHe eAWH yac HHTEpBal Mexay Tabnerkure JleBogona/Kapounona/Enrakanon
Orion, 3a 1a n30erHeTe Bb3MOXKHH HEXKENaHU PEaKIHU.

Ako cte cnpeau npuema Ha Jlepogona/Kapougona/Enrakanon Orion

He cniupaiite npuema na JleBogona/Kap6unona/Enrakanon Orion, ocBeH ako Bammsar nexap He Bu
KaXke Jja ro HarpaBuTe. B TakbB ciaydail, Moxke 1a € Heo0XoauMo BammusT nexap 1a IpoOMEHH JO3UTe
Ha OCTaHAJINTE AaHTUMIAPKUHCOHOBH JIEKAPCTBA, KOMTO MpUEMaTe, MO-CIENMAITHO JIEBOJONA, 3a 1a
ITOCTUTHE JOCTAThUEH KOHTPOJ BbPXY CUMITOMHUTE BH. AKO psA3KO MPEKBbCHETE IpHUeMa Ha
JleBogona/Kap6unona/Enrakanon Orion u Apyry aHTUNAPKHHCOHOBH JIEKapCTBa, TOBA MOXKE /1a
JIOBEJIE 10 HEYKETAHH PEAKIIUH.

AKO MMaTe HAKaKBH AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHOTpedaTa Ha TOBA JISKAPCTBO, IOMHUTATE
Bammms nekap nim ¢apmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumuun

KaxkTo BcH4KH IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH TH MOJTy4daBa. AKO U3MKUTATE HIKOU OT T3 HEXKETIAaHU PEaKIINHU, CBBPKETe ce ¢ Barus gexap
BB3MOKHO Hai-CKOpO. MHOT0 OT Te€3M HEXEJIaHU peaKliy MoraT Jia ObaaT 00JCKYCHU Ype3
perynupaHe Ha 03ata.

Ako mo BpeMe Ha JiedeHueTo cbc JleBomona/KapOumomna/Exrtakanmon Orion MONy4HTe CIACIHUTE

CHMIITOMH, CBbpP:KeTe ce He3abaBHO ¢ Bamusi 1exap:

- MyCKyiuTe Bum ca MHOTO CKOBaHM WM CHJIHO TOTPBIIBAT, MMaTe TpeElepeHe, BH30yna,
00BpKBaHe, TPECKA, YCKOPEH ITyJIC I TOJIeMH OTKIOHEHHUS B KPbBHOTO Hassirane. Te morat nia
ObJIaT CUMIITOMH Ha 37I0KadecTBeH HeBposentudeH cuuapoM (3HC, panka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApPYUICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMA) WM
pabmoMuonu3a (paKo, TeKKO MYCKYJTHO HapyLICHUE).

- ajlepruyHa peakuus, YAUTO MPHU3HALKM MOraT Ja BKJIIOYBAT YpPTHKapus (KONPHUBHA TPECKa),
chpOex, OOpHB, MMOMyBaHE HA JIMIIETO, YCTHHUTE, €3MKa WM T'bpJIOTO. TOBa MOXKE Ja MPUIMHA
3aTPyAHEHO JUIIAHE WK MPErTbIIaHe.

MHoro yectu (Mo2am Oa 3acecnam nogeve om 1 na 10 oywu)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UHN)

- noBaurane (rajeHe)

- 0e3Bpe/IHO OIBETSABAHE HA YpUHATA B UePBEHUKABOKA(DSB BT
- MYCKYJIHU OOJIKU

- AP

UYectu (moeam oa 3aceznam do 1 na 10 oywu)

- CBETOBBPTEIK WM NPHJIOLIABAHE, IBJKAIIKA CE HAa HUCKO KPHBHO HAJsraHe, BUCOKO KPBHBHO
HaJsIraHe

- BJIOIIIABAHE HAa TAPKMHCOHOBH CUMIITOMH, 3aMaiiBaHe, ChHJIUBOCT

- MOBpBIIIAHE, KOpeMHa 00JIKa U JUCKOM(OPT, KUCEIMHHU, CYyX0Ta B yCTaTa, 3aneK
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6630’BHI/I€, XaIrIuHaIuy, O6’LpKaHOCT, SIpKU CbHHUIIA (BKJ'HO‘IBaH_U(I KOH_IMapI/I), YMOPACMOCT

INCUXWYHHU U3MCHCHUS, BKIIIOYBAIIIU HpO6H€MI/I C MaMeTTa, TPECBOXHOCT U ACTIPCCUS (B’L3MO)KHO

C MHUCIIY 33 CaMOyOHHCTBO)

NposiBM Ha 3a00JsiBAaHE Ha CBHPLETO WIM apTepuure (Hamp. IpbaHa OOJKa), HENpaBUIHU

ChpJIeYHa IEHHOCT U PUTHM

I10-4€CTO MajaHe

3aIyx

3aCHJICHO TIOTE€HE U OOPHBH

MYCKYJTHU KpaMITd, IIOAyBaHe Ha Kpakara
3aMbIJIEHO BIDKIAHE

aHeMHus

HaMaJIeH alleTUT, HaMaJIEHO TErjI0
riaaBo0oJiire, OOJIKU B CTABUTE

nH(pEKIUs Ha MUKOYHUTE IHTHIIA

Heuectu (moecam da 3aceenam oo 1 na 100 oywu)

CHPJCUYCH PHUCTHIT
KbpPBEHE OT YepBara

NPOMEHM B KpbBHATa KapTHHA, KOETO MOXKE Ja JOBele MO0 KbpPBEHE, OTKIOHCHUS
MOKAa3aTeIuTe MPH YePHOAPOOHH (QYHKIMOHATHU TECTOBE

I'bpPYOBE

ycemiase 3a Bb30ya

NICUXOTUYHU CUMITTOMH

KOJIHT (BB3MANICHUE Ha IeOeI0TO YePBO)

IpOMsHA B IIBETa HE CaMO Ha ypHHATa (Harp. Koxa, HOKTH, KOca, T10T)

3aTpyJHEHHE TIPH T'bJITAHE

HECTIOCOOHOCT 3a YpUHHUPaHE

C HewsBecTHA YECTOTa (0 HANUYHUMe OaHHU He Modice 0a Oboe Hanpagena OYeHKa)

CunHo xeneHue 3a rojemu no3u Jlesompona/Kapounomna/Enrakanon Orion, HagBUIIABAIIH
HEO0OXOJMMHTE 32 KOHTPOJIMPAHE HA IBUTATSITHUTE CUMITTOMU, H3BECTHO KaTO CHHAPOM Ha
JOTIAaMUHOBA JUCperyianus. Hsakou manueHTn moiydyaBaT HeoOMYaitHi HEBOJICBU JABIKCHUS

(,[[I/ICKI/IHGISI/IH) B TCXKKa (1)0pMa, MMPOMCHHU B HACTPOCHHUCTO WJIN APYT'U HCKCIIAHU PCAKIIUU CIICA IPUCM

Ha ronemu no3u JleBogona/Kapounona/Enrakanon Orion.

C’BO6H.I€HI/I Ca CbIIO CICAHUTC HCKCIAHNU PCAKIIMH !

XEMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
ChpOexK

Mosxe 1a TOJYUNTE CICAHUTE HSXKCIaHN PEaKITUH:

HecnocobHocT ga ycTonTe Ha UMIYJICUTE Ja U3BBPIIBATE ONPEACIICHH JEHHOCTH, KOUTO

Morar Aa ObJat BpeJHH, B TOBA YUCJIO:

- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WIN CEMEHHN
MOCIIEACTBUS;

- Hapymen nnu nmoBuIlieH cekCyaeH HHTEPEC WIN MOBEIEHUE, KOETO MOYKE 3HAUUTEIHO J1a
Bu npuTecHsABa UM Ja MPUTECHABA OKOJHUTE, HAIPUMEP MOBUIICHO CEKCYATHO KeJaHHE;

- HexonTponupyemo naszapyBaHe WM XapUceHe Ha HapH;

- Ilpessxnane (mpueM Ha rojeMy KOJHMYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO TIpespKAaHe (IpUeM Ha MO-TOJSIMO KOJIMYECTBO XpaHa OT HOPMaJTHOTO U
noBeve 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha I1aja).

HNudopmupaiite Bamms nekap, ako nMate 1mo1o0HO OBEJICHUE; TOM 1ie 00chu ¢ Bac kak 1a ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMHU.

Cpol0maBaHe Ha HeXKeJIAaHU PeaKInu
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Axo MOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU PCAKIIUU, YBCAOMCTC Bamms JICKap Wi (bapMaueBT.
ToBa BKIIIOYBa BCHUUKHU BB3MOXHH, HCOMMMCAHU B Ta3W JINCTOBKA HCXKCIIAHU PCAKIUU. Moxete CbIIO
Ja C’LOGH_II/ITG HEXCJIaHU pe€aKIu IUPEKTHO YPE3 HAllHUOHAJIHATA CUCTEMA 3a C’BO6H_[aBaHC, IIOCOYCHa
B H[)I/IJ'IO)I(CHI/IC V. Karo C’LO6H_IaBaTe HCXKCJIIaHU PpCAKIUU, MOXKCTEC 1a JAACTC CBOA IIPUHOC 3a
IoJIy4aBaHC Ha MMOBCYC I/IH(l)OpMaI_II/ISI OTHOCHO 0€30IIaCHOCTTA Ha TOBA JICKApCTBO.

5. Kak na coxpansBare Jlesonona/Kapounona/Enrakanon Orion
Jla ce cbxpaHsBa Ha MACTO, HEJOCTBITHO 32 JIeIla.

Jla He ce U3MoII3Ba ciIel] CPOKa Ha TOAHOCT, OTOENA3aH BhpXY OyTHIKAaTa U KApTOHEHATa KYTHS.
CpoOKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TOCOUEHUS MECEI.

To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.

He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3alluATa WA B KOHTeﬁHepa 3a JOMalIH! OTIIadbIIH.
Ilonuraiite Bamms q)apMaueBT KakK a U3XBBPJIUTEC JICKApCTBA, KOUTO BEYC HC M3IIOJI3BATC. Tes3n
MCPKH IIC CIIOMOTHAT 3a OIla3BaHC HA OKOJIHATa cpcaa.

6. Chabp:kaHne HA ONIAKOBKATA U JONMBJIHUTEIHA HH(OPMAIUS
KakBo cbabpika Jlesonona/Kapounona/Entakanon Orion

- AxtuBHHTE chcTaBkH Ha JleBogomna/Kapoumomna/Entakanon Orion ca geBojomna, kapOuaomna u
€HTAKaIIOH.

- Bcska Tabnerka Jlesonona/Kapounona/Enrakamnon Orion 75 mg/18,75 mg/200 mg cbappxa
75 mg neBonomna, 18,75 mg kapounona u 200 mg eHTaKamoH.

- OcrtananuTe CbCTABKHU B SIIPOTO Ha TabJeTKaTa ca: KpocKapMello3a HaTpHil, MarHe3ueB creapar,
napeBuyHO Hutrecte, MmanuTol (E421) u moBumon (E1201).

- ChcraBkuTe Ha (PUIMOBOTO MOKpHUTHE ca rimnepod (85 nporenta) (E422), xumpomenosa,
MarHe3ueB creapart, noiaucopoar 80, uepseH xene3en okcug (E172), 3axaposa u THTaHOB
muokcun (E171).

Kak usranexna Jlesogona/Kaponnona/Eatakanon Orion 1 KakBO chIbpP:Ka ONaKOBKAaTAa

JleBogona/Kapounona/Enrakanon Orion 75 mg/18,75 mg/200 mg: cBeTno-kadeHUKaBO-UePBEHH,
oBaJIHU TabneTku, o3HaueHu ¢ ,,LCE 75° oT enmnaTa crpaHa.

Tabnerkara Jlesogona/Kapounona/Earakanon Orion 75 mg/18,75 mg/200 mg ce mpejyiara B et
OTIAKOBKH ¢ paznudHo chabpxkanue (10, 30, 100, 130 wim 175 Tabmerkn). He Bcuuku BumoBe
OIMAKOBKU MOTaT Ja ObJaT MyCHATH B TPoaxoa.

IIpuTekaTes Ha pa3pelIeHHETO 32 yNOoTpeda

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIponssoauren

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus
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3a nombaHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJISI CBBPIKETE CE C JIOKATHHSI
MpeJICTaBUTEN Ha TIPUTEkKATENSI Ha pa3pellieHueTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf.: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel: +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

Island
Vistor hf.
Simi: +354 535 7000
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Lietuva
Orion Corporation Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

Norge
Orion Pharma AS
TIf: +47 40 00 42 10

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

Slovenska republika
Orion Corporation
Tel: +358 10 4261



Italia Suomi/Finland

Orion Corporation Orion Corporation

Tel: +358 10 4261 Puh./Tel: +358 10 4261
Kvnpog Sverige

Orion Corporation Orion Pharma AB

TnA: +358 10 4261 Tel: +46 8 623 6440
Latvija

Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO Mpepasriiekaane Ha JJUCTOBKaTa

JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa nH(pOpMaNHs 3a TOBA JIEKAPCTBO € MPEeI0CTaBeHa Ha yeOcaiita Ha EBporietickata areHIus
Io JIeKapcTBara: https://www.ema.europa.eu.
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JIncroBka: Undopmanms 3a morpedurtens

Jlesonona/Kapounona/Entakanon Orion 100 mg/25 mg/200 mg ¢puaMupanu TadaeTku
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpoueTreTe BHUMATEJIHO LSJIATA JUCTOBKA IIPEIH 1A 3all0YHETe A IpueMaTe TOBa JIEKapcTBo,

Thil KaTO TSl ChAbP3KAa BaskHa 32 Bac undgopmanus.

- 3amnasere Ta3u JUCTOBKA. Moxe a ©MaTe HyXk/a /1a sl Ipo4YeTeTe OTHOBO.

- AKO MaTe HSIKaKBU JIOMBIHUTEITHA BBIIPOCH, MONHUTaliTe Bamus nexap uiu gapmanesT.

- ToBa nekapcTBO € MPEeANNCaHO EAUHCTBEHO U IMYHO Ha Bac. He ro nmpeorcrenBaiite Ha Apyru
xopa. To Moxe J1a UM HaBpeIH, HE3aBUCUMO Y€ TPU3HAIUTE HA TSIXHOTO 3200JIBaHE Ca CHIIUTE
KakTo Bamwure.

- AKO MoNy4ynTe HSIKaKBU HEXEJIaHU peakiyy, yBegomere Bamus nexap unu gpapmanest. Topa
BKJIKOYBA M BCUYKU BB3MOKHU HEXKEJIAHU PEAKLIMH, HEOMCAHU B Ta3U JIMCTOBKA. BuxkTe TOUKa

4.

KakBo cbIbpika Ta3u JINCTOBKA:

Kakso npencrasnsisa Jlesogona/Kapoumona/Enrakanon Orion 1 32 KakBO ce HU3M0I3Ba
KakBo TpsiOBa na 3Haere, npenu na npuemete Jleomona/Kapounona/Exnrtakamnon Orion
Kak na nmpuemare Jlesomona/Kapbumona/Enrakamnon Orion

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Jleomona/Kapounona/Enrtakamnon Orion

C’I),Z['Lp)KaHI/Ie Ha OITaKOBKaTa U AOIIBJIHUTCIIHA I/IH(I)OpMaHI/IfI

ANk L=

1. Kakso npencrasiasiBa Jlepogona/Kapounnona/Enrakanon Orion u 3a KaKBo ce H3M0J13Ba

Jleronona/Kapounona/Exrakamnon Orion chabpka TP aKTUBHU BelllecTBa (JIeBoI0MNa, KapOuIona u
CHTaKarloH) B eHa ¢puiMupaHa tadnerka. Jleonona/Kapounona/Enrakanon Orion ce n3nomn3Ba 3a
neveHue Ha Oonectra Ha [lapkuHCOH.

Bonecrra Ha [lapkuHCOH ce MpUUMHABA OT HUCKM HHBA B MO3bKa Ha BEIIECTBO, HAPEUCHO TOTIAMHH.
JleBonioma moBuIIaBa KOMUYECTBAaTa Ha IOMIAMHMH U Taka HaMassBa CHMIITOMHTE Ha OOJIecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTUIIAPKHUHCOHOBHTE e(DeKTH Ha JIEBOJIONA.

2. Kakso Tpsi06Ba na 3Haere, npeau n1a npuemere Jlesonona/Kapougona/Enrakanon Orion

He npuemaiite Jlesogona/Kaponnona/Enrakanon Orion, ako:

- CTC aJICpPruiHn KbM JICBOJO0IIA, Kap61/II[OHa, CHTAaKaIlOH HUJIN HAKOA OT OCTaHaJIUTE CbCTAaBKH Ha
TOBA JIEKAPCTBO, U30POCHU B TOUKA 6.

- MMaTe TeCHOBI'bJIHA IJIayKoMa (3a00JIIBaHe Ha OUHTE).

- uMare TyMOop Ha HagOBOpeuHara sxJesa.

- npreMare HIKOH JIeKapCTBa 3a JICUeHHE Ha Jerpecus (KoMOnHauu ot celnekTuBHu MAO-A u
MAO-B uHXHOUTOpY MM HeCEeKTUBHU M A O-MHXUOUTOPH ).

- HSIKOTa CT€ MMaJIA HeBpoJsienTuueH ManuraeH cuaapoM (HMC-ToBa e psako cpeliana peakius
KBbM JICKApCTBCHU IIpE€IiapaTy, U3M0JI3BaH! 3a JICHCHUC Ha TCKKU IICUXUYIHU HapyIHeHI/ISI).

- HAKOTa CTE MMaJIM HeTpaBMaTU4IHa pabaoMHOIN3a (PSIIKO MYCKYITHO 3a00JIsIBaHE).

- MMaTe TeXKKO YepHOAPOOHO 3a00JIIBaHE.

Ipenynpe:xnenusi 1 NpeAna3sH MEPKH

I'oBopere ¢ Bamusg siexkap wid hapmaueBt npeau aa npuemere Jlesogona/Kapounona/Exrakanon

OI'iOl’l, AKO UMATC UJIN HIKOra CTc MMaJin.

- ChpJcueH UH(PAPKT WK APYTo 3a00/sIBaHE HA CHPIETO, BKIYUTEIHO ChbPACUYHN apUTMUH, UITH
Ha KPBBOHOCHHUTE CHIOBE
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- acTMa Wi Jpyro 3a0ojsiBaHe Ha OenuTe ApoOoBe

- 4epHOIPOOEH MpobIeM, 3aI0TO MOXKe Jla € HeoOX0 Mo f03ata Bu 1a 0b1e kopurupaHa

- OBOPEYHO WITH XOPMOHATHO 3a00IIsIBaHE

- CTOMAIITHH SI3BH HJTU T'BPUYOBE

- aKO MMaTe NMPOABDKUATEIHA AUAPUsl, KOHCYITUpalTe ce ¢ Bammst nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha BB3MAICHUE Ha JIe0eI0TO YepBO

- HsKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KAaTO MICUX03a

- XpOHWYHA OTKPUTOBI'BIIHA TIIAYKOMA, Thil KATO MOXe Jla € HeoOxoaumo no3ara Bu na Obe
KOpHUTHupaHa u 04HOTO Bu Hamnsarane ma Ob/e cleeHo

IlochBeTBaiTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMpHUEMAarTec:

- AHTHIICHXOTHYHHU CPEJICTBA (JIEKAPCTBA, YIIOTPEOABAHU 32 JIEYEHHE HA IICHXO3H)

- JIEKapCTBO, KOETO MOXKeE J[a MPUYHHY OHMKaBaHe Ha KPHBHOTO HAJSITaHE TIPU CTaBaHE OT CTOJ
nim nerno. TpsOBa na 3Haete, ye Jleomona/Kapounona/Exrakamon Orion Moke Ja BIOIITH
TE3H PEaKIIHH.

IocwBeTBaiiTe ce ¢ Bammsg nekap, ako 1o Bpeme Ha JgedeHneTo cbe JleBonona/Kapounona/Enrakanon

Orion:

- 3a0enexuTe, 4e MycKyauTe Bu ctaHaT MHOTO HalperHaTH Wi CHJIHO OTPBIBAT, HIIH
MOJIyYHTE TPerepene, Bb30yaa, 00bpKBaHe, TPECKa, YCKOPEH IIyJIC MU TOJIEMU OTKIOHEHHUS B
KPBBHOTO HajsiraHe. AKO ce CIIydd HIKOE OT Te3U Hellla, He3a0aBHO ce cBbpaxkeTe ¢ Bamus
Jiekap.

- ce 4yBCTBAaTe JACMpPECUpaHH, IMAaTEe MUCIIHU 32 CaMOyOUHCTBO MK 3a0eNeXnuTe HeoOnyaiiHn
MIPOMEHU B MOBEIECHHETO CH.

- YCTaHOBSIBATE, Ye BHE3AITHO 3aCIIMBATE WIIM CE€ YyBCTBATE MHOTO CHHJIMBH. AKO TOBA C€ CITy4H,
He TpsiOBa Ja modupare WK Ja U3Moi3BaTe MHCTPYMEHTH MITM MalllMHU (BUXKTE CHIIO pa3ziell
"[llodupane u padorta ¢ ManIkuHKA").

- 3a0eNeXnTe, Y€ ce MOSIBSIBAT HEKOHTPOJIUPAHH JBIKEHHS WK CE BIIOMIAT, CJIe] KaTo cTe
3aroyHanu ga npuemate Jleonomna/Kapounona/Entakamon Orion. AKo TOBa ce CIIydu, MOXe
Jla ce HaJI0XKK BammsT nexap 1a IpoMeHH 103aTa Ha aHTUIApKUHCOHOBOTO Bu nekapcTso.

- MOJIyYHTE IUapusl; PENOphUBa CE CIEACHE Ha TETN0TO, 3a Ja ce n30erHe Bb3MOXKHA
npeKoMepHa 3aryda Ha TerJo.

- uMare NporpecuBHa aHOPEKCHs, acTeHus (caadocT, U3TOIECHNE) U HaMaJIeHUE Ha TETJIOTO 3a
OTHOCHUTEIIHO KPaThK MEPHUOJ OT BpeMe. AKO TOBa ce CIy4H, TpsiOBa ga ce 0OMHUCITH 00111
MEAWIUHCKY Mperiiel, BKIIOYBAIL OLEHKa Ha YePHOIAPOOHATa (DYHKIHS.

- YyyBCTBaTe HyX/a J1a crpere ynorpedara na Jlesonona/Kapounona/Enrakanon Orion, BIKTeE
paszen “Axo cre crpenu npuema Ha JleBogona/Kapounona/Enrakanon Orion”.

Wndopmupaiite Bamms nekap, ako Bue win cemeiictBoro Bu/To3m, KoifTo monara rpuku 3a0esiexu,
4e pa3BUBAaTe MOJOOHHU HA 3aBUCHMOCT CUMIITOMH, BOJIEIIHN 10 CHITHO XKEJIaHHUE 32 TOJIEMHU 031
JleBogona/Kapounona/Enrakanon Orion u ApyTrH JeKapcTBa, U3MOI3BaHU 32 JIeueHHe Ha OoJiecTTa Ha
[TapkuHCOH.

WNudopmupaiite Bammst nekap, ako Bue nnn Bamero cemeiictBo/6onHorneay 3abenexure, ue
IIPOABABATE CKIIOHHOCT HUJIWM HECIIPCOJOJIMMO KEJIaHUE 1a C€ AbPKUTE 10 HAYUH, KOWUTO € HeoOMUaeH
3a Bac unmm He MoxkeTe a YCTOUTEC Ha UMITYJICUTEC, BJICUCHHUCTO WM U3KYHICHHUETO Ja U3BbPIIBATC
Ompe/ieNieH: ACHCTBUS, C KOUTO MOXE JIa C€ HapaHUTE WK J1a HapaHuTe okoiHuTe. [1oq06H0
MMOBECACHUC CC HapH4a HAPYHICH KOHTPOJI HaZl UMITYJICUTC U MOXKE Ja BKIIIOYBA NPHUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO SI/ICHE MK XapueHe, MPEKOMEPHO CEKCYaTHO JKeIaHHe MM HATPATuUBH
CCKCYyaJIHU MUCJIU WX NIPEACTaBU. Moxe Ja C€ HAJIOXHN Bamwmsar JICKAp Ja HalpaBu IIPCOIICHKA Ha
Jedyenuero Bu.

Bammsar nexap Moe fa HalpaBu HAKOU PEIOBHU J1a0OPATOPHH U3CIEABAHUS IPU NPOIBIDKUTETHO
neuenue cbe JleBonona/Kapounona/Enrakamnon Orion.
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Axo TpsiOBa 1a ce TOUIOKHTE Ha OTepalus, MoJIsl yBeaoMeTe Bamms nekap, 4e npuemare
JleBonona/Kap6unona/Enrakamnon Orion.

He ce mpenoppuBa wusnomnsBanero Ha Jleomoma/KapOumona/Enrakanon Orion 3a JjedyeHHe Ha
eKCTpanupaMUIHH CUMOTOMH (HampuMep HEBOJICBH ABHKECHHS, TPENEpeHe, MyCKyJIHa CKOBAHOCT U
MYCKYJIHU CBKPAIeHHUs1) IPUYMHEHH OT APYTH JIEKapCTBa.

ﬂega W IOHOIIIH

Onutst cbe JleBomona/Kapounona/Entakanon Orion npu nauueHTy noA 18 ToIuHH € orpaHuYeH.
ITopanu ToBa ynotpebata Ha JleBogona/Kap6unona/Enrakanon Orion npu Jena WM IOHOIIN HE Ce
MpenopbrYBa.

Apyru nexapcrsa u Jlepogona/Kaponnona/Enrakanon Orion

WNndopmupaiite Bammst nexap uinu papmaneBT, ako mpreMaTe, HaCKOpo CTe MPUEMad HITH €
BB3MOKHO J1a IpUeMare Ipyru JIeKapcTBa

He npuemaiite Jleonona/KapOunona/ExnTtakanon Orion, ako mpuemMarte HIKOH JIEKapCTBa 3a JICUCHHE
Ha Jenpecus (koMOuHamu ot ceneKTuBHE MAO-A 1 MAO-B nHXHOUTOpY MK HECENIEKTUBHU
MAO-uHXOUTOPH).

JleBogona/Kapounona/Entakanon Orion Moxxe 1a yBenn4aBa e(EeKTUTE 1 HEXKETaHUTE Peakluy Ha

OIIpeIeNICHN JIEKapCcTBa. Te BKIIOYBAT:

JIEKapCTBa, U3MOI3BaHU 32 JICUCHUE Ha JENpecHs, KaTO MOKIO0EeMUI, aMUTPHUITHIINH,
Ne3UTIPaMHH, MallPOTUIINH, BeHJIadaKCUH U TapOKCETUH

PUMUTEPOIT U U30IIPEHATINH, U3TIOJI3BaHHU 32 JICUCHHE Ha O0JIeCTH HA IUXATEIIHUTE MBTUIIA

aJpEeHaJINH, U3II0JI3BaH MPU TEXKKU AJIEPTUYHU PEAKLIUU

HOpaJpeHaINH, TOTIAMUH U J0OyTaMUH, U3MOJI3BaHHU 32 JICUeHHE Ha ChPACYHHU 00JIeCTH U
HUCKO KPBBHO HAJIATaHE

- ana-MeTHUIA0NA, U3MO0I3BaHa 3a JIEUeHUE HAa BUCOKO KPBbBHO HAJATaHE

- anoMop¢uH, KOWTO ce U3I0JI3Ba 3a JieueHne Ha OosectTa Ha [lapkuHCOH

Edexrute na JleBogona/Kapounona/Enrakamnon Orion Morat fja Ob4aT 0TcIabeHU OT HIKOU

nekapcTBa. Te BKIFOYBAT:

- JIOIIAMHAHOBU AHTAarOHUCTHU, U3IIOJI3BAHU 34 JICUCHUE HAa IICUXUYHU HAPYLIEHUs], TaZCHE
U NOBPBIIAHE

- (heHUTOWH, U3MOI3BaH 32 MPOPUIAKTHKA HA THPUOBE

- TanaBepyH, U3MO0I3BaH 32 OTITyCKaHe Ha MYCKYJIUTE

JleBonmona/Kapounona/Exrakamon Orion Moke Aa Ipedr Ha YCBOSIBAHETO Ha xelsi30. ClieoBaTeIHo
He npuemaiite Jlesomoma/Kapounona/Enrakamnon Orion e THOBPEMEHHO C XpaHUTEITHH T00aBKH,
ChABPKAIIHM Kes130. Cren KaTo cTe MpUENd HAKOE OT ABETE, U34akaiTe Hail-mManko 2 1o 3 yaca
Ipeau 1a IpueMeTe IPyroTo.

Jlesopona/Kapounona/Enrakanon Orion ¢ XpaHu U HATUTKH

JleBogona/Kapounona/Enrakanon Orion MoXke Aa ce mpuema ¢ win 0e3 xpasa.

[Ipu vaxon nanmentu Jlesomona/Kapouaona/Exrakanon Orion Moxke fa He ce abcopOupa 1o0pe, ako
ce IpHueMa ¢ WM CKopo ciiesl 6oraTi Ha OeNThUMHH XpaHH (KaTo HanpuMmep Meca, puda, MIeyHH
MPOAYKTH, ceMeHa U siaku). [lockBeTBaiite ce ¢ Bamms nekap, ako cuurate, 4e ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe M epTHINTET

Axo cTe 6p6M€HHa HJIN KBPMUTC, CMATATC, Y€ MOXKE J1a CTC 6p€MeHHa WJIN IIJIaHUPpaTe 6peMCHHOCT,
IIOChBETBalTE ce ¢ Bamms JICKap Win q)apMaueBT npeau Ia NpueMeTe TOBa JICKapCTBO.
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He tpsi0Ba na xppmuTe 1o BpeMe Ha jieuenueto cwe Jlesogona/Kapounona/Enrakanon Orion.
Hlopupane u padoTa ¢ MAIIUHU

Jleronona/Kapounona/Exrakamon Orion Moke Aa MMOHMKK KPEBHOTO Bu HansraHe, KOeTo MOXe Ja
Bu Hakapa nma mouyBcTBate ciiadoct mim 3amasiHocT. CienmoBaTenHo TpsiOBa fga 0b1eTe 0coOeHo
BHUMATEITHU NpY TIo(upaHe U padoTa ¢ MHCTPYMEHTH WIIH MAIIHHY.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WUJIN aKO IMMOHAKOIra yCCIATC, U€ BHC3AITHO 3aCIINBATC, n34aKanTe
AO0KATO CC€ PA3CbHUTC HAITBJIIHO, IIPEAU Oa H_IO(I)I/IpaTe WJIN Aa BbPIIHUTEC HCIIO APYTO, KOCTO U3UCKBA
BHUMaHHKE. B MMPOTHUBCH cnyqaﬁ, MOXKE Ja ITIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsABaHC WJIN CMBPT.

Jlesopona/Kapounona/Enrakanon Orion cbabpika 3axapo3a

JleBogona/Kapounona/Enrakanon Orion ceabpika 3axaposa (1,6 mg/tabnerka). Ako Bammsr nekap
Bu e kazan, ye nMaTe HEMIOHOCUMOCT KbM HSAKOH 3aXapH, CBBPXKETE CE C HETO, MPEIH J1a IPHEeMeTe
TOBA JIEKapCTBO.

ToBa nekapcTBO chABpPKa MO-MaNKO 0T 1| mmol Hatpwii (23 mg) Ha MakcUMaTHaTa IPENIOPBUNUTEIIHA
THEBHA J103a, T.€. MOKE J]a C€ KaXKe, 4e MPAKTUIECKH HE ChABPIKa HATPUH.

3. Kak na npuemare Jleonona/Kapounona/Enrakanon Orion

Bunaru aneMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bamusar JICKAp Wi (I)apMaueBT. Axo He
CTC CUT'YPHHU B HCIIO, nonuraiTe Bamms JICKap Wi (bapMaueBT.

IIpu BB3pacTHU U XOpa B CTapyuecKa Bb3PAacT:

- Bammust nexap me Bu xaxe Touno konko tabnerku Jleogona/Kapoumona/Exnrakamnon Orion ia
B3eMaTe JHEBHO.

- TabnerkuTe HE ca MpeAHA3HAYEHH Ja C€ JENAT MU YYIIT Ha I0-MaJKH Napyera.

- Bceku mbT npuemaiiTe camo o egHa TabieTka.

- B 3aBrucHUMOCT OT TOBa Kak pearupare Ha JIeYeHUEeTO, BamusT nexkap Moxe Ja MOBUIIH WIN
HaMalu 103ata.

- Axko npuemate JleBogona/Kapounona/Enrtakanon Orion tabnetku 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg nim
150 mg/37,5 mg/200 mg, He B3eMaiite noBeue ot 10 TabiaeTku AHEBHO.

I'oBopere ¢ Bamms nexap win apmaieBT, ako MUCIHUTE, Y€ e(hEeKThT Ha
Jleronona/Kapounona/Errakamon Orion e mpekaneHo CHUIICH WY TIpeKalieHo ¢1al, Wi U3MUTBATe
HEeXeJIaHU PeaKIiu.

3a ma otBOpuTe OyTMIIKAaTa 3a I'BPBU IBT: OTBOpETE
Kalaykara M CJIeJl TOBa HaTUCHETE ¢ majen (OJIHOTO, C
KOETO € 3aledaTaHa OyTHJIKaTa, JOKaTO C€ CKbCa.
Buxre ¢purypa 1.

AKo cTe puesu noBeve oT HeodxonumaTa n03a Jlesogona/Kaponnona/Earakanon Orion

AKO clTydaiiHO CTe MpHUeNu npekaieHo MHoro tadietku Jleogomna/Kapoumona/Entakanon Orion,
obaniete ce He3abaBHO Ha Bamms nekap wim papmaneBT. B ciaywail Ha npego3upane Moxe j1a
MovyBCcTBaTe 00BPKBaHE WK BB30Yy/1a, ChpaeuHara Bu aeitHocT Moske 1a Obje 1mo-0aBHa WK T10-
Obp3a oT 00MYANHOTO WM IBETHT Ha KOXKaTa, €31UKa, OUYUTE WK yprHaTa Bu Moxe 1a ce mpoMeHH.
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Ako cTe nponycHaau aa npuemere Jlepogona/Kapougona/Enrakanon Orion
He B3emaiiTe nBoiiHa /103a, 3a Ja KOMIIEHCHPATEe MPOIyCcHATa TabJIeTKa.

Axko nMma noBeue oT 1 yac go cinensamniata Bu mosa:
BsemeTe eqHa TabneTka, BeHara ciie/i KaTo ce CETUTE U Clie[BaIiara TabIeTka B peZJOBHOTO BpeMe.

Ako nMa nmo-Majuko ot 1 Jac o ciaenBamiata Bu go3a:
B3eMete enna TabneTka, BegHara ciIeI KaTo ce CETUTE, n34akaiite 1 yac ¥ B3eMeTe ollle eaHa
tabnerka. Cien ToBa ce BbpHETE KbM Bamms peoBeH rpaduk.

Bunaru octaBsiiTe moHe eAWH Yyac HHTEpBal Mexay Tabnerkure JleBogona/Kapounona/Enrakanon
Orion, 3a 1a n30erHeTe Bb3MOXKHH HEXKENaHU PEaKIHU.

Ako cte cnpeau npuema Ha Jlepogona/Kapougona/Enrakanon Orion

He cniupaiite npuema na JleBogona/Kapounona/Enrakanon Orion, ocBen ako Bammsar nekap He Bu
KaXke Jja ro HarpaBuTe. B TakbB ciaydail, Moke 1a € Heo0XoauMo BammusT nexap 1a IpoMeHHU J03UTe
Ha OCTaHAJINTE AHTUIIAPKMHCOHOBH JIEKapCTBAa KOUTO IpHUEMAaTe, MO-CIENATHO JEBOIONA, 32 1a
MIOCTUTHE JOCTAThUEH KOHTPOJ BbPXY CUMITOMHUTE BH. AKO psA3KO MPEKbCHETE NIpHUeMa Ha
JleBogona/Kap6unona/Enrakanon Orion u Apyry aHTUIIAPKMHCOHOBH JIEKapCTBA, TOBA MOXKE J1a
JIOBEJIE 10 HEYKEIAHH PEAKIIUH.

AKO MaTe HAKaKBU AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHOTpedaTa Ha TOBA JICKApCTBO, TONHUTATE
Bamms nekap nim ¢papmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumuun

KaxTo BcH4KH IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH TH MMOJTy4aBa. AKO U3MUTATE HAKOU OT T€3W HEXKEJIAaHU PEaKIINHU, CBBPKETe ce ¢ Barus gexap
BB3MOKHO Hai-CKOpO. MHOT0 OT Te€3H HEXKEJIaHU peakliy Morat Ja ObaaT 00JeKYCHU Ype3
perynupaHe Ha 103ata.

Ako mo BpeMe Ha JiedeHueTo cbe JleBomoma/KapOumomna/Exrakanmon Orion MONy4HTe CIACIHUTE

CHMIITOMH, CBbp:KeTe ce He3abaBHO ¢ Bamusi Jexap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpeEmepeHe, BH30yna,
00BpKBaHe, TPECKA, YCKOPEH IMYJIC I TOJIeMH OTKIOHEHHUS B KPbBHOTO Haisrane. Te morat na
ObJIaT CUMIITOMH Ha 3JI0Ka4uecTBeH HeBposenTtuyeH cunapoM (3HC, psanka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApYUICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMa) WM
pabmoMuonu3a (paKo, TeKKO MYCKYJTHO HapyLICHUE).

- ajlepruyHa peakuus, YAUTO TPU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONPHUBHA TPECKa),
chpOex, OOpHB, MMOMyBaHE HA JIMIIETO, YCTHUTE, €3MKa WM T'bpJIOTO. TOBa MOXKE Ja MPUIMHA
3aTPyAHEHO JUIIAHE WK MPErTbIIaHe.

MHoro yectu (Mo2am Oa 3acecnam nogeve om 1 na 10 oywu)

- HEKOHTPOJIMPAHU ABMKEHUS (INCKUHE3UN)

- noBaurane (rajeHe)

- 0e3Bpe/IHO OIBETSABAHE HA YpUHATA B USPBEHUKABOKA(DSB BT
- MYCKYJIHU OOJIKU

- AP

UYectu (moeam oa 3aceznam do 1 na 10 oywu)
- CBETOBBPTECIK W NPUJIOMIABAHE, IBJDKAIIM CE HAa HUCKO KPBBHO HAJIsITaHE, BHUCOKO KPBHBHO
HaJsIraHe
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- BIIOIIIABAHE HA TAPKWHCOHOBH CUMIITOMH, 3aMaiiBaHe, ChHIUBOCT

- MOBpBIIIaHEe, KOpeMHa 00JiKa U AUCKOM(OPT, KUCENUHHU, CYyX0Ta B yCTarTa, 3aneK

- 0e3ChHHe, XaTIIMHAIINN, O0BPKAHOCT, IPKU CHHUIIA (BKIIOYBAIIN KOIIIMAPH), YMOPSIEMOCT

- MICUXWYHU W3MEHEHHWsS, BKIIOYBAINM NPOOJIEMH C TMaMeTTa, OE3MOKOHCTBO W JICTIpecHs
(BB3MOKHO CHC MHCIIH 32 CaMOYOHIICTBO)

- MposiBM Ha 3a00iiiBaHEe Ha CHPIETO WIM apTepuuTe (Karo TpbhAHA OO0NIKA), HEMpPaBUIHH
ChpJeUHa IEHHOCT U PUTHM

- MO-4€CTO MajaHe

- 3aIyx

- 3aCHJICHO TIOTeHE, 0OPUBH

- MYCKYJTHU KpaMITH, IOAyBaHe Ha Kpakara

- 3aMBIIICHO BIDKIAHE

- aHeMHS

- HaMaJIeH alleTUT, HaMaJIeHO TeTJI0

- riiaBobome, OOJNKHN B CTABUTE

- nH(pEKIYs Ha MMKOYHUTE THTHIIA

Heuectu (moecam da 3aceenam oo 1 na 100 oywu)

- CHPJICUCH MPUCTHIT

- KbPBEHE OT uepBara

- MPOMEHH B KpbBHATA KapTHHA, KOETO MOXE Ja JOBeIe OO0 KbpPBEHE, OTKIOHEHUSA B
MOKA3aTeIUTE MPH YSPHOAPOOHH (PYHKIIMOHAIHU TECTOBE

- 'bpPUOBE

- ycelaHe 3a Bp30yaa

- MCUXOTUYHU CUMITOMH

- KOJIHT (BB3MANIEHUE Ha e0eI0TO YepBo)

- MPOMSIHA B IIBETA HE CAMO Ha YpHHATA (HAmp. KOXKa, HOKTH, KOCa, MOT)

- 3aTpyJAHCHUE TIPU T'hIITAHE

- HECIIOCOOHOCT 33 ypUHUPaHE

C Hew3BecTHA YEeCTOTa (0 HAIUYHUmMe OaHHU He Modce 0a 6b0e HanpageHa oYeHKa)

CunHo xeneHue 3a rojemu no3u Jlesomnona/Kapounomna/Enrakanon Orion, HagBUIIABAIIH
HEO0OXOJMMUTE 32 OBJIAJSIBAHE HA JBUTATEITHUTE CHMITTOMH, U3BECTHO KaTO CHHJIPOM Ha JJOTIAMUHOBA
mucperynanus. Hkou manueHTH moirydaBaT HeoOMYaliHi HEBOJIEBH JIBIKCHUS (IUCKUHE3HS) B TEKKA
(hopMa, MPOMEHN B HACTPOCHUETO WIIH JAPYTH HEXKETAHH PEaKINH CJIe TPUEM Ha TOJIeMU 1031
JleBonona/Kap6unona/Enrakamon Orion.

Cpo0111eHH ca CBIIO CACTHUTE HEKEJIAHN PEaKIHU:
- XeMaTHT (Bb3MaJeHUe Ha YePHUS Ipod)
- CHpOeK

Moske 1a mOJSyYnTe CIASAHNUTE HEKETaH! PEaKIIHH:
- HecnocobnocT ga ycTouTe Ha UMITYJICUTE [1a U3BBPILBATE ONpPEIeICHH JEHHOCTH, KOUTO
Morar Aa ObJaT BpeJHH, B TOBA YUCJIO:
- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WIN CEMEHHN
MOCIIEACTBUS;
- Hapymien nnu nmoBuILIEH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO /1a
Bu nputecHsBa K Ja MPUTECHABA OKOJIHUTE, HAIPUMEP MOBUIICHO CEKCYATHO KeJlaHHE;
- HexonTponupyemo naszapyBaHe WM XapUeHe Ha apH;
- Ilpessxnane (mpueM Ha rojeMy KOJMYECTBA XpaHa 3a KPaThK MEPHOA OT BpEME) WK
KOMITYJICUBHO TIpespKAaHe (IpUeM Ha MO-TOJSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBeve 0T HeOOXOJMMOTO, 3a 33JJ0BOJISIBAHE Ha I1aja).

Nudopmupaiite Bamms nekap, ako nMate 1mo1o0HO IOBEJICHUE; TOM ie 00chu ¢ Bac kak 1a ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMHU.
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Cpol0maBaHe Ha HeXKeJIAaHU PeaKInu

AKO NOJTyYnTe HAKAaKBU HEXEJIAHH JICKAPCTBEHH pPeakiuy, yBegomMere Bamms nexap win GpapMarenr.
ToBa BKIIFOUBa BCHYKU BE3MOKHH, HEOIIMCAHU B Ta3H JIMCTOBKA HEKEJIAHN peakuuu. MokeTe ChIIo
1a ChOOIIUTE HEeXKETaH! PEaKIMK AUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 33 ChoOIIaBaHe, MOCOYeHa
B [Ipunoxenue V. Karo cpolriaBare HexeTaH! PEakIiK, MOKETE JIa JaJIeTe CBOsI IPUHOC 32
NoJTyYaBaHe Ha 1MoBevye MH(OpPMaIHs OTHOCHO O€30IT1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na chxpansasare Jlesonona/Kapounona/Enrakanon Orion
Jla ce cpxpaHsiBa Ha MSCTO, HEJJOCTBITHO 32 JIeIIa.

Jla He ce U3MoII3Ba ciIel] CPOKa Ha TOAHOCT, OTOENA3aH BhPXY OyTHIKAaTa U KapTOHEHATa KyTHS.
CpoOKbT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TOCOUEHUS MECEll.

To3u JICKApPCTBCH NPOAYKT HC U3UCKBaA ocobeHn YCJI0BUA 3a CbXpPAHCHUC.

He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3alluATa WA B KOHTeﬁHepa 3a JOMalIH! OTIIaabIIH.
Ilonuraiite Bamms q)apMaueBT KakK a U3XBBPJIHUTEC JICKApCTBA, KOUTO BEYC HC M3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC Ha OKOJIHATa cpcaa.

6. Chabp:kaHue HAa ONAKOBKATA U I0NMbJHUTEIHA HHPOpMaLUs
Kaxkso cbabpxa Jlesonona/Kapougona/Entakanon Orion

- AxtuBHHTE chcTaBku Ha JleBogomna/Kapoumomna/Exntakanon Orion ca geBojomna, kapOujaomna u
€HTAKaIlOH.

- Bcska tabnerka Jleonona/Kapounona/Entakanon Orion 100 mg/25 mg/200 mg cpabpxa 100
mg JieBojo1a, 25 mg kapbunona u 200 mg eHTaKkanoH.

- OcrananuTe ChCTAaBKU Ha SAPOTO HA TabJETKaTa ca: KpOCKapMeso3a HaTpUid, MarHe31eB
cTeapar, napeBu4HO Humiecte, MaHuTol (E421) u mosunon (E1201).

- ChcraBkuTe Ha (pumMoBOTO MTOKpUTHE ca ruiepon (85 nporenra) (E422), xunmpomenosa,
MarHesueB creapat noaucopOar 80, yepBeH xeneseH okcun (E172), 3axaposa, THTaHOB
muokcun (E171) u xbaT xenesed okeun (E172).

Kak usranexna Jlesogona/Kaponnona/Eatakanon Orion 1 KaKBO chIbp:Ka ONaKOBKAaTAa

Tabnerkure JleBogona/Kapounona/Earakanon Orion 100 mg/25 mg/200 mg ca kadeHHKaBH WIH
CHBO-YE€PBECHUKABHU, OBAJIHH, O€3 JeauTenHa yepTa, o3HaueHu ¢ ,,LCE 100 ot enHaTta crpaHa.

JleBogona/Kapounona/Enrakanon Orion ce npejajiara B IIECT OMAKOBKH € pa3iInyHo chabpxkanue (10,
30, 100, 130, 175 unu 250 tabnetkn). He Bcuuku BUIOBE OMAKOBKK MOTaT J1a ObJaT MyCHATH B
npojaxoa.

IIpuTekaTes Ha pa3pelIeHHETO 32 yNOoTpeda

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIponssoaure
Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo
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dunnangus

3a nombIHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MTPOAYKT, MOJISI CBBPIKETE CE C JIOKATHHSI

MpE/ICTABUTEN Ha MIPUTEKATEIIS Ha pa3pelIeHUeTo 3a ynoTpeoa:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf.: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Ten.: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel: +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

Island
Vistor hf.
Simi: +354 535 7000

Lietuva

Orion CorporationTel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

Norge
Orion Pharma AS
TIf: +47 40 00 42 10

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

Slovenska republika
Orion Corporation
Tel: +358 10 4261
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Italia Suomi/Finland

Orion Corporation Orion Corporation

Tel: +358 10 4261 Puh./Tel: +358 10 4261
Kvnpog Sverige

Orion Corporation Orion Pharma AB

TnA: +358 10 4261 Tel: +46 8 623 6440
Latvija

Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO Npepasriiekaane Ha JJUCTOBKaTa

JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa nH(pOpManHs 3a TOBA JIEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporielickara areHIus
To JIeKapcTBara: https://www.ema.europa.eu.
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JIncroBka: Undopmanms 3a morpedurtens

Jlesopona/Kapounona/Entakanon Orion 125 mg/31,25 mg/200 mg ¢puamupanu tadaeTku
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpoueTreTe BHUMATEJIHO LSJIATA JUCTOBKA IIPEIH 1A 3all0YHETe A IpueMaTe TOBa JIEKapcTBo,

Thil KaTO TSl ChAbP3KAa BaskHa 32 Bac undgopmanus.

- 3amaszeTe Ta3u JMCTOBKA. MOXKe Jla UMaTe HyX/1a Ja g poYeTeTe OTHOBO.

- AKO MaTe HSIKaKBU JIOMBIHUTEITHA BBIIPOCH, MONHUTaliTe Bamus nexap uiu gapmanesT.

- ToBa nekapcTBO € MPEeANNCaHO EAMHCTBEHO U IMYHO Ha Bac. He ro nmpeorcrenBaiite Ha Apyru
xopa. To Moxe J1a UM HaBpeIX, HE3aBUCUMO Y€ MPHU3HALUTE Ha TSAXHOTO 3a00JsBaHe ca
ChIIIUTE KakTo Bammure.

- AKO MoNy4ynTe HSIKaKBU HEXEJIaHU peakiyy, yBeaoMmere Bamus nexap wiu gpapmanest. Tosa
BKJIKOYBA M BCUYKU BB3MOKHU HEXKEJIAHU PEAKLIMH, HEOMCAHU B Ta3U JIMCTOBKA. BuxkTe TOUKa

4.

KakBo cbIbpika Ta3u JINCTOBKA:

Kakso npencrasnsisa Jlesogona/Kapoumona/Enrakanon Orion 1 32 KakBO ce HU3M0I3Ba
Kakso Tpsi0Ba na 3Haere, npenu na npuemete Jleomona/Kapounona/Enrtakamnon Orion
Kak na nmpuemare Jlesonmona/Kapbumona/Enrakamnon Orion

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Jleomona/Kapounona/Enrtakamnon Orion

C’I),Z['Lp)KaHI/Ie Ha OITaKOBKaTa U AOIIBJIHUTCIIHA I/IH(I)OpMaHI/IfI

ANk L=

1. Kakso npencrasiasiBa Jlepogona/Kapounnona/Enrakanon Orion u 3a KaKBo ce H3M0J13Ba

Jleronona/Kapounona/Exrakamnon Orion chabpka TP aKTUBHU BelllecTBa (JIeBoI0MNa, KapOuIona u
GHTaKarloH) B eHa ¢puiMupaHa tadbnerka. Jleonona/Kapounona/Enrakanon Orion ce n3nomn3Ba 3a
neveHue Ha Oonectra Ha [lapkuHCOH.

Bonecrra na [lapkuHCOH ce MpUUMHABA OT HUCKM HMBA B MO3bKa Ha BEIIECTBO, HAPEUECHO TOTIAMHUH.
JleBonioma moBuIIaBa KOMMYECTBATA HA IOMIAMHH U Taka HaMajsiBa CUMIITOMHTE Ha OojiecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTHIIAPKHHCOHOBHUTE e(PeKTH Ha JIeBOJIONA.

2. Kakso Tpsi06Ba na 3Haere, npeau n1a npuemere Jlesonona/Kapougona/Enrakanon Orion

He npuemaiite Jlesogona/Kaponnona/Enrakanon Orion, ako:

- CTC aJICpPruiHn KbM JICBOJO0IIA, Kap61/II[OHa, CHTAaKaIlOH HUJIN HAKOA OT OCTaHaJIUTE CbCTAaBKH Ha
TOBA JIEKAPCTBO, N30POCHU B TOUKA 6.

- MMaTe TeCHOBI'BJIHA TIIayKoMa (3a00sIBaHe HA OUUTE).

- uMare TyMOop Ha HagOBOpeuHara sxJesa.

- npreMare HsIKOH JIeKapCTBa 3a JICUeHHE Ha Jerpecus (KoMOnHamuu oT cenekTuBHU MAO-A u
MAO-B uHXuOUTOpY MM HeCEeKTUBHU M A O-MHXHUOUTOPH ).

- HSIKOTa CT€ MMaJIA HeBpoJsienTuueH ManuraeH cuaapoM (HMC-ToBa e psako cpeliana peakius
KBbM JICKApCTBCHU IIpE€IiapaTy, U3M0JI3BaH! 3a JICHCHUC Ha TCKKU IICUXUYIHU HapyIHeHI/ISI).

- HAKOTa CTE MMaJIM HeTpaBMaTU4IHa pabaoMHOIN3a (PSIIKO MYCKYITHO 3a00JIsIBaHE).

- MMaTe TeXKKO YepPHOAPOOHO 3a00IIIBaHE.

Ipenynpe:xnenusi 1 NpeAna3sH MEPKH

I'oBopere ¢ Bamusg siexkap wid hapmaueBt npeau aa npuemere Jlesogona/Kapounona/Exrakanon

OI'iOl’l, AKO UMATC UJIN HIKOIra CTC MMaJIn:

- ChpJcueH UH(APKT WK APYTo 3a00/sIBaHE HA CHPIETO, BKIYUTEIHO ChPACYHN apUTMUH, WK
Ha KPBBOHOCHHUTE CHIOBE
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- acTMa Wi Jpyro 3a0ojsiBaHe Ha OenuTe ApoOoBe

- 4epHOIPOOEH MpodIIeM, 3aI0TO MOXKe Jla € HeoOXoauMo ao3ata Bu 1a 0b/1e kopurupaHa.

- OBOPEYHO WITH XOPMOHATHO 3a00IIsIBaHE

- CTOMAIITHH SI3BH HJTU T'BPUYOBE

- aKO MMaTe MPOABIDKUATEIIHA AUAPUsl, KOHCYITUpalTe ce ¢ Bammst nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha Bh3MAJICHNE Ha Ie0eI0TO YepBO

- HsKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KAaTO MICUX03a

- XpOHHUYHA OTKPUTOBI'BIHA TIIAYKOMa, Thil KATO MOXe J1a € HeoOxoaumo no3ara Bu na Obe
KOpHUrupaHa u 04HOTO By Hansarane ma Ob/e clefeHo

IlochBeTBaiTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMpHUEMAarTec:

- AHTHIICHXOTHYHHU CPEJICTBA (JIEKAPCTBA, YIIOTPEOABAHU 32 JIEYEHHE HA IICHXO3H)

- JIEKapCTBO, KOETO MOXKeE J]a IPUYHHY TOHMKaBaHe Ha KPHBHOTO HAJSITaHE TIPU CTaBaHE OT CTOI
nim nerno. TpsOBa na 3Haete, ye Jleomona/Kapounona/Exrakamon Orion Moke Ja BIOIITH
TE3H PEaKIIHH.

IocwBeTBaiiTe ce ¢ Bammsg nekap, ako 1o Bpeme Ha JgedeHneTo cbe JleBonona/Kapounona/Enrakanon

Orion:

- 3a0enexuTe, 4e MycKyauTe Bu ctaHaT MHOTO HalperHaTH Wi CHUITHO OTPBIBAT, HIIH
MOJIyYHTE TPerepene, Bb30yaa, 00bpKBaHe, TPECKa, YCKOPEH IIyJIC MU TOJIEMU OTKIOHEHHUS B
KPBBHOTO HajsiraHe. AKO ce CIIydd HIKOE OT Te3U Hellla, He3a0aBHO ce cBbpaxkeTe ¢ Bamus
Jiekap.

- ce 4yBCTBATe JACMpPECUpaHy, IMaTe MUCIIHU 32 caMOyOUHCTBO WM 3a0eNexuTe HeoOnyaiiHu
MIPOMEHU B MOBEIEHUETO CH.

- YCTaHOBSABATE, Y€ BHE3AITHO 3aCIUBATE MM CE€ YyBCTBATE MHOTO CHHJIMBU. AKO TOBa C€ CIIy4H,
He TpsiOBa 1a modupare Wi Ja U3M0JI3BaTe MHCTPYMEHTH WIIM MALIMHU (BHXKTE CHIIO pasaen
"[llodupane u padbora ¢ MaTiHA").

- 3a0eNeXuTe, Ye ce MOsIBSIBAT HEKOHTPOJIUPAHH JBIKEHHS WM CE BJIOMIAT, CJIe] KaTo cTe
3aroyHanu ga npuemate Jlesonomna/Kapounona/EnTakamnon Orion. AKo TOBa ce CIIydu, MOXe
Jla ce HaJIoXKH BammsT nexap 1a IpoMeHH 103aTa Ha aHTUIApKUHCOHOBOTO Bu nekapcTso.

- MOJIyYHTE IUapusl; MPENopbUBa Ce CIEACHE Ha TETJ0TO, 3a Ja ce n30erHe Bb3MOXKHA
npeKoMepHa 3aryda Ha TerJo.

- uMare NporpecuBHa aHOPEKCHs, acTeHus (caadocT, U3TOIECHNE) U HaMaJIeHUE Ha TETJIOTO 3a
OTHOCHUTEIIHO KPaThK MEPHUOJ OT BpeMe. AKO TOBa ce CIy4H, TpsiOBa ga ce 0OMHUCITH 00111
MEAMIUHCKY Nperiie]l, BKIIOYBAIL OLEHKAa HA YePHOIPpOOHATa (DYyHKIIHA.

- YyyBCTBaTe HyX/a Ja crpere ynorpedara na Jlesonona/Kapounona/Enrakanon Orion, BIKTeE
pazzen “Axo cre cipenu npuema Ha Jlesogona/Kapounona/Enrakanon Orion”.

Wndopmupaiite Bamms nekap, ako Bue win cemeiictBoro Bu/To3u, kKoifTo monara rpuku 3a0esiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJIEIIHU 10 CHITHO XKEJIaHHE 32 TOJIEMHU 03U
JleBogona/Kap6unona/Enrakanon Orion u ApyrH JeKapcTBa, U3MOI3BAHMU 32 JIeUeHHE Ha 0oJiecTTa Ha
[TapkuHCOH.

WNudopmupaiite Bamust nekap, ako Bue nnm Bamero cemelictBo/6onHorneay 3abenexure, e
IIPOABABATE CKIIOHHOCT HUJIW HECIIPCOJOJIMMO KEJIaHUE 1a C€ AbPKUTE 110 HAYUH, KOWUTO € HeoOMUaeH
3a Bac unm He MoxkeTe Oa YCTOUTEC Ha UMITYJICUTE, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BbPIIBATC
Ompe/ieNieH: ACHCTBUS, C KOUTO MOXE JIa C€ HapaHUTE WK J1a HapaHuTe okoiHuTe. [1o106H0
MMOBECACHUC CC HapHW4a HAPYUICH KOHTPOJI HaZl UMITYJICUTC U MOXKE 1a BKIIIOYBA IPUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO SIICHE HIIH XapueHe, MIPEKOMEPHO CEKCYaTHO JKeIaHHe MM HATPAuUuBH
CCKCYyaJIHU MUCJIU WJIN NTPEACTaBU. Moxe Ja C€ HAJIOXHN Bammsar JICKAp Ja HalupaBu IIPCOIICHKA Ha
Jedyenuero Bu.

Bammsar nexap Moe fa HalpaBy HAKOU PEIOBHU J1a0OPATOPHH U3CIEABAHUS IPU NPOIBIDKUTETHO
neuenue cbe JleBonona/Kapounona/Enrakamnon Orion.
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Axo TpsiOBa fa ce TOUIOKHTE Ha OTepalus, MoJIsl yBeoMeTe Bamms nekap, ue mpuemare
JleBonona/Kap6unona/Enrakamnon Orion.

He ce mpenoppuBa wusnomnsBanero Ha Jleomoma/KapOumona/Enrakanon Orion 3a JjedyeHHe Ha
eKCTpanupaMUIHH CUMOTOMH (HaIpuMep HEBOJICBH ABHMKCHHS, TPENEpeHe, MyCKyJIHa CKOBAHOCT U
MYCKYJIHU CBKPAIeHUs1) IPUYMHEHH OT APYTH JIEKapCTBa.

ﬂega W IOHOIIIH

Onutst cbe JleBomona/Kapounona/Entakanon Orion npu nauueHTy noA 18 ToIuHH € orpaHuYeH.
ITopanu ToBa ynotpebata Ha JleBogona/Kap6unona/Enrakanon Orion npu Jena WM IOHOIIN HE Ce
MpenopbrYBa.

Apyru nexapcrsa u Jlepogona/Kaponnona/Enrakanon Orion

Wndopmupaiite Bammst nexap i papmanesT, ako mpueMaTe, HaCKOpo CTe MPUEMad U €
BB3MOXHO J1a TpHEeMaTe APYTH JIEKapCcTBa.

He npuemaiite Jleonona/KapOunona/ExnTtakanon Orion, ako mpuemMarte HIKOH JIEKapCTBa 3a JICUCHHE
Ha Jenpecus (koMOuHauu ot cenekTuBHE MAO-A 1 MAO-B nHXHOUTOpY MK HECENIEKTUBHU
MAO-uHXHOUTOPH).

JleBogona/Kapounona/Entakanon Orion Moxxe 1a yBenn4aBa e(EeKTUTE 1 HEXKETaHUTE Peakluy Ha

OIIpeIeNICHN JIEKapCcTBa. Te BKIIOYBAT:

JIEKapCTBa, M3MOI3BaHU 32 JICUCHUE Ha JENpecHs, KaTO MOKIO0EeMUI, aMUTPUIITHIINH,
Ne3UTIPaMHH, MallPOTUIINH, BeHJIadaKCUH U TapOKCETUH

PUMUTEPOIT U U30IIPEHATINH, U3TIOJI3BaHHU 32 JICUCHHE Ha O0JIeCTH HA IUXATEIIHUTE MBTUIIA

aJIpeHaJINH, U3I0J3BaH IIPU TEXKHU aJIEprUYHU PEaKLIUU

HOpaJpeHaINH, TOTIAMUH U J0OYTaMUH, U3MOJI3BaHU 32 JICUCHUE Ha ChPACYHHU 00JIeCTH U
HUCKO KPBBHO HAJIATaHE

- anda-MeTunona, U3MoI3BaHa 3a JICUeHNE Ha BUCOKO KPbBHO HAJIATaHE

- anoMop(uH, KOWTO ce U3IMO0JI3BA 3a JieueHue Ha OonecTTa Ha [lapkuHCOH

Edexrure Ha JleBomomna/Kapounona/Enrakamnon Orion MoraT 1a ObJaT OTCIA0CHH OT HAKOU

nekapcTBa. Te BKIIOYBAT:

- JIOIIAMHAHOBU AHTAarOHUCTHU, U3IIOJI3BAHHU 32 JICUECHUE HA IICUXUYHU HAPYLIEHUs], TaJCHE
U MOBPBIIAHE

- (heHUTOWH, U3MOI3BaH 32 MPOPUIAKTHKA HA THPUOBE

ManaBepyH, H3MOI3BaH 3a OTITYCKaHe Ha MYCKYJIUTE

Jleronmona/Kapounona/Exrakamon Orion Moke Ja Ipedr Ha YCBOSIBAHETO Ha xelsi30. Clie1oBaTeIHo
He npuemaiite Jlesomoma/Kapounona/Enrakamnon Orion e THOBPEMEHHO C XpaHUTEITHH T00aBKH,
ChABPKAIIM Kes130. Caen KaTo cTe MPUENd HAKOE OT JABETE, U34akaiTe Hail-mManko 2 1o 3 yaca
Ipeau 1a IpueMeTe IPyroTo.

Jlesopona/Kapounona/Exnrakanon Orion ¢ XpaHu U HATUTKH

JleBogona/Kapounona/Enrakanon Orion Moxke Aa ce mpuema ¢ win 0e3 xpasa.

[Ipu vaxon nanmentu Jlesomona/Kapouaona/Exrakanon Orion Moxke fa He ce abcopOupa no0pe, ako
ce IpHueMa ¢ WM CKopo ciiesl 6oraTi Ha OeNThUMHH XpaHH (KaTo HanpuMmep Meca, puda, MIeyHH
MPOAYKTH, ceMeHa U siaku). [lockBeTBaiite ce ¢ Bamms nekap, ako cunrate, 4e ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe M epTHINTET

Axo cTe 6p6M€HHa HJIN KBPMUTC, CMATATC, Y€ MOXKE J1a CTC 6p€MeHHa HJIN IIJIaHUPpaTe 6peMCHHOCT,
IIOChBETBalTE ce ¢ Bamms JICKap Win q)apMaueBT npeau Ia NpueMeTe TOBaA JICKapCTBO.
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He tpsi0Ba na xppmuTe 1o BpeMe Ha jieuenueto cwe Jlesogona/Kapounona/Enrakanon Orion.
Hlopupane u padoTa ¢ MAIIUHU

Jleronona/Kapounona/Exrakamon Orion Moke Aa MMOHMKK KPEBHOTO Bu HansraHe, KOeTo MOXe Ja
Bu Hakapa nma mouyBcTBate ciiadoct mim 3amasiHocT. CienmoBaTenHo TpsiOBa fga 0b1eTe 0coOeHo
BHUMATEITHU NpY TIo(upaHe U padoTa ¢ MHCTPYMEHTH WIIH MAIIHHY.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WUJIN aKO IMMOHAKOIra yCCIATC, U€ BHC3AITHO 3aCIINBATC, n34aKanTe
AO0KATO CC€ PAa3CbHUTC HAITBJIIHO, IIPCAN Oa H_IO(l)I/IpaTC HJIK Ja BbPIIWUTE HCIIO APYTO, KOCTO U3UCKBaA
BHUMaHHKE. B MMPOTHUBCH cnyqaﬁ, MOXKE Ja ITIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsIBaHC WX CMBPT.

Jlesopona/Kapounona/Enrakanon Orion cbabpika 3axapo3a

JleBogona/Kapounona/Enrakanon Orion ceabpika 3axaposa (1,6 mg/tabnerka). Ako Bammsr nekap
Bu e kazan, ye nMaTe HEMIOHOCUMOCT KbM HSAKOH 3aXapH, CBBPXKETE CE C HETO, MPEIH J1a IPHEeMeTe
TOBA JIEKapCTBO.

ToBa nekapcTBO chABpPKa MO-MaNKO 0T 1 mmol Hatpwuii (23 mg) Ha MakcuManHaTa IPenopPbYUTEIIHA
THEBHA J103a, T.€. MOXKE J1a ce KaXKe, e MPAKTUYECKU HE ChABPIKa HATPUH.

3. Kak na npuemare Jlepogona/Kapounona/Enrakanon Orion

Bunaru aneMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bamusar JICKAp Wi (I)apMaueBT. Axo He
CTC CUT'YpHHU B HCIIO, nonuraiTe Bamms JICKap Wi (bapMaueBT.

IIpu BB3pacTHH U XOpa B CTapyueCcKa Bb3PAacT:

- Bammsar nekap me Bu kaxke Touno koiko tadnerku Jleogomna/Kapoumomna/Enrakanon Orion ia
B3eMaTe JHEBHO.

- TabGnerkure He ca mpeIHA3HAYCHU Aa C€ OEIIAT WM YYILT Ha MO-MaJIKU IapyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

- B 3aBucHMOCT OT TOBa Kak pearupare Ha JCUCHHETO, BamusT gexap MoXke 1a OBUIIN WU
HaMalu 103ata.

- Axo npuemarte JleBonona/Kapounona/EnTtakanon Orion tabnetku 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg nim
150 mg/37,5 mg/200 mg, He B3eMaiite noBeue ot 10 TabaeTku AHEBHO.

I'oBopete ¢ Bammst nexap uinn papmareBT, aKo MUCIUTE, Y€ €PEeKThT Ha
JleBogona/Kapounona/Enrakanon Orion € mpekajJeHo CUIICH WIIH MpeKajieHo cial, Ui U3IUTBaTe
HEXXEJTaH! PEaKIHH.

3a ma orBopuTe OyTMIIKAaTa 3a I'bPBU IBT: OTBOpETE
Kalraykara M CJIe[l TOBa HaTUCHETE ¢ majen (OJIHOTO, C
KOETO € 3aledaTaHa OyTHJIKaTa, JOKaTO C€ CKbCa.
Buxre ¢purypa 1.

AKo cTe pHuesu noBeve oT HeodxonumaTa no3a Jlesopona/Kaponnona/Earakanon Orion

AKO cllydaiiHO CTe MpHUeNu npekaieHo MHoro tadsetku Jleogomna/Kapoumona/Entakanon Orion,
obaniete ce He3abaBHO Ha Bamms ekap wim papmaneBT. B ciaywail Ha npego3upane Moxe 1a
novyBCcTBaTe 00BPKBaHE WK BH30Yy/1a, ChpaeuHara Bu neitHocT Moske na Obje mo-0aBHa WK T10-
Obp3a oT 00MYAHHOTO WITK IBETHT HA KOXKATa, €3WKa, OUNTE WIK yprHaTa Bu Moxe 1a ce MpoMeHH.
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Ako cTe nponycHaau aa npuemere Jlepogona/Kapougona/Enrakanon Orion
He B3emaiiTe nBoitHa /032, 3a Ja KOMIIGHCUpATE TIPOITyCcHATa TabJIeTKa

Ako uMa noBeue oT 1 yac go cnensaniata Bu mosa:
BsemeTe eqna TabneTka, BeHara clie/i KaTo ce CETUTE U Clie[BaIiara TabIeTka B peZJOBHOTO BpeMe.

AKko nMa nmo-Majko ot 1 Jac o ciaensamata Bu go3a:
B3emere enna TabneTka, BegHara ciel KaTo ce CETUTE, n34akaiite 1 yac U B3eMeTe Ollle €1Ha
tabnerka. Cien ToBa ce BbpHETe KbM Bamus penoBeH rpaduk.

Bunaru octaBsiiTe moHe eAWH Yac HHTEpBal Mexay Tabnerkure JleBogona/Kapounona/Enrakanon
Orion, 3a 1a n30erHeTe Bb3MOXKHH HEXKENaHU PEaKIHU.

Ako cte cnpeau npuema Ha Jlepogona/Kapougona/Enrakanon Orion

He cniupaiite npuema na JleBogona/Kapounona/Enrakanon Orion, ocBeH ako Bammsar nexap He Bu
KaXke J1a ro HarpaBuTe. B TakbB ciaydail, Moke 1a € Heo0XoauMo BammusT nekap 1a IpoOMEHH J03HUTe
Ha OCTaHAJINTE AaHTUIIAPKUHCOHOBH JIEKAPCTBAa KOUTO PHUEMATE, MO-CIEHATHO JIEBOIOMNA, 3a Aa
MTOCTUTHE JOCTAThUEH KOHTPOI BbPXY CUMINTOMHUTE BH. AKO psA3KO MPEKbCHETE MpHUeMa Ha
JleBogona/Kap6unona/Enrakanon Orion u Apyry aHTUNIAPKHHCOHOBH JIEKapCTBa, TOBA MOXKE /1a
JIOBEJIE 10 HEYKEIAHN PEAKIIUH.

AKO MMaTe HAKaKBH AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YIOTpedaTa Ha TOBA JISKAPCTBO, TOMHUTATE
Bammms nekap nim ¢apmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumumn

KaxTo BcH4ku IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH TH MMOJTy4aBa. AKO HU3MUTATE HAKOW OT T€3W HEXKETIAaHU PEaKIuH, CBBpKETe ce ¢ Barms gexap
BB3MOKHO Hai-CKOpO. MHOT0 OT TE€3H HEXEJIaHU peaKllMy Morat Ja ObaaT 00JCKYCHU Ype3
perynupaHe Ha 03aTa.

Ako mo BpeMe Ha JiedeHueTo cbe JleBomoma/KapOumomna/Exrtakanmon Orion MONy4HTe CIACIHUTE

CHMIITOMH, CBbpP:KeTe ce He3abaBHO ¢ Bamusi jgexap:

- MyCKyJuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpElepeHe, BB30yna,
00BpKBaHe, TPECKA, YCKOPEH ITyJIC HIIM TOJIeMH OTKJIOHEHHS B KPbBHOTO Haisrane. Te morat na
ObJIaT CUMIITOMH Ha 37I0KauecTBeH HeBposientuyeH cuaapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApPYLICHHsS Ha LEHTpaJHATa HEpBHA CHCTEMa) WU
pabmoMuonu3a (psaKo, TeKKO MYCKYJTHO HapyIICHUE).

- ajlepruyHa peakius, YUUTO MPHU3HAIM MOTaT Ja BKJIIOYBAT ypTUKApHs (KOTpPHUBHA
Tpecka), cbpOex, oOpWB, MOJyBaHE Ha JHUIETO, YCTHHUTE, €3WKa WM T'bpJoTO. ToBa
MOJKE J1a MPUIMHH 3aTPYTHEHO JUIIAHE WU TPETIhIIaHE.

MHoro yectu (Mo2am Oa 3acecnam nogeve om 1 na 10 oywu)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UHN)

- noBaurane (rajeHe)

- 0e3Bpe/IHO OIIBETSBAHE HA YpUHATA B UePBEHUKABOKA(DSB BT
- MYCKYJTHH OOJIKH

- AP

UYectu (moeam oa 3aceznam do 1 na 10 oywu)

- CBCTOBBPTCIK W NpUIOIIABAHE, ABJDKAIIM CC Ha HHUCKO KPBBHO HaJIATaHE, BHCOKO KPBBHO
HaJIAraHe
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- BJIOIIaBaHE HA TAPKUHCOHOBH CUMIITOMH, 3aMaiiBaHe, ChHINBOCT

- MOBpBIIaHe, KOpeMHa 00JIKa 1 JUCKOM(OPT, KUCETUHH, CyX0Ta B YCTaTa, 3a1eK

- 0e3cpHIE, XaMIOUUHALNN, 00BPKAHOCT, SIPKM ChHUIIA (BKIIOYBALIHN KOIIMApH), YMOPSAEMOCT

- NICUXUYHU U3MEHEHUsI, BKIIIOUBAIIY IPOOIEMH C TaMETTa, TPEBOKHOCT H JIenpecHst (Bb3MOKHO
C MHUCIIY 33 CaMOyOHHCTBO)

- NposiBM Ha 3a00JsiBAaHE Ha CBHPLETO WIM apTepuuTe (Hamp. IpbaHa OOJKa), HENpaBUIHU
ChbpACYHA ACHHOCT U PUTHM

- M0-4eCTO MajJaHe

- 3a1yXx

- 3aCHJICHO TIOTEHE, OOPUBH

- MYCKYJIHU KpaMIIH, TIOAyBaHe Ha KpakaTa

- 3aMBIJICHO BUXKIIAHE

- aHEeMUs

- HaMaJleH aleTUuT, HaMaJIeHO TEerJio

- riaBo0osue, OOJKK B CTAaBUTE

- nHGEKIHU Ha TMKOYHUTE TbTUILA

Heuectu (moecam da 3aceenam oo 1 na 100 oywu)

- CHP/ICUYCH MPUCTHI

- KbPBEHE OT uepBara

- MPOMEHH B KpbBHATA KapTHHA, KOETO MOXE Ja JOBeIe OO0 KbpPBEHE, OTKIOHEHUSA B
MOKA3aTeIUTE MPH YSPHOAPOOHH (PYHKIIMOHAIHU TECTOBE

- 'bPUOBE

- ycelaHe 3a Bp30yaa

- MCUXOTUYHU CUMITOMH

- KOJHT (BB3MANICHUE Ha e0eI0TO YepBo)

- MPOMSIHA B IIBETA HE CAMO Ha ypHHATa (Harp. KOKa, HOKTH, KOCa, MOT)

- 3aTpyJAHCHUE TIPU T'bIITAHE

- HECIIOCOOHOCT 33 ypUHUPAHE

C HeusBecTHA YecTOoTa (0Mm HATUYHUME OAHHU He Modce 0a ObOe HanpageHa oyenKa)

CunHo xeneHue 3a rojemu no3u Jlesonona/Kapounomna/Earakanon Orion, HagBUIIABAIIH
HEOOXOIUMHTE 32 KOHTPOJHPAHE Ha IBUTATETHUTE CUMIITOMH, U3BECTHO KaTO CHHIPOM Ha
JONIaMHMHOBa AMcperyiauus. Hakon nanuenTn noiay4aBaT HeOOMUaiHU HEBOJIEBU ABHKCHUS
(nuckuHe3us) B TexKa opMa, MPOMEHU B HACTPOCHUETO WM APYTH HEXKEJaH! PEaKUH CIe]] IPHEM
Ha ronemu no3u JleBogona/Kapounona/Enrakanon Orion.

Cpo0111eHH ca ChIIO CACTHUTE HEKEJIAHN PEaKINU:
- XeMaTHT (Bb3MaleHUe Ha YEepHUS Ipod)
- ChpOexK

Moske 1a MOJSyYnTe CIASAHNUTE HEKETaHU PEaKIIHH:
- Hecnocobnoct ga ycTonTe Ha UMIYJICUTE [1a U3BBPILBATE ONpPEICIICHH JEHHOCTH, KOUTO
Morar Aa ObJaT BpeJHH, B TOBA YUCJIO:
- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WIN CEMEHHN
MOCIIEACTBUS;
- Hapymien nnu nmoBuILIEH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO J1a
Bu nputecHsBa UK Ja MPUTECHABA OKOJIHUTE, HAIPUMEP MOBUIICHO CEKCYATHO KeJlaHHE;
- HexonTponupyemo naszapyBaHe WM XapUeHe Ha HapH;
- Ilpessxknane (mpueM Ha rojeMy KOJMYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO TIpespKAaHe (IIpUeM Ha MO-TOJSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBeve 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha I1aja).

HNudopmupaiite Bamms nekap, ako nMate 1mo1o0HO IOBEJICHUE; TOM 1ie 00chu ¢ Bac kak na ce
CITPAaBUTC WUJIN KaK JJa IOTUCHETC TE3U CUMIITOMHU.
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Cpo0maBaHe Ha HeXKeJIAaHU PeaKInu

AKO NOJTyunTe HAKAaKBU HEXEJIAHH JICKAPCTBEHH peakiny, yBegomere Bamms nexap wim gpapMarienT.
ToBa BKITIOUBA BCHYKU BE3MOYKHHU, HEOIIMCAHU B Ta3M JIMCTOBKA HEXKEJIAHN peakuui. MokeTe ChIIo
1a ChOOIIUTE HEeXKETaH! PEaKIMK AUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 33 ChoOIIaBaHe, MOCOYeHa
B [Ipunoxkenue V. Karo cpolmiaBare HexeTaHU PEaKIiK, MOKETE JIa JaJIeTe CBOsI IPUHOC 32
NoJTyYaBaHe Ha 1oBevye MH(OPMAIHs OTHOCHO O€30I1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na chxpansasare Jlesonona/Kapounona/Enrakanon Orion
Jla ce cpxpaHsiBa Ha MSCTO, HEJJOCTBITHO 32 JIeIIa.

Jla He ce U3MoII3Ba ciIel] CPOKa Ha TOAHOCT, OTOENA3aH BhPXY OyTHIKAaTa U KapTOHEHATa KYTHS.
CpoOKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TOCOUEHUS MECEI.

To3u JICKAPCTBCH NPOAYKT HC U3UCKBaA ocobeHn YCJI0BUA 3a CbXpPAaHCHUC.

He H3XB’BpJ'I$IﬁT6 JICKapCTBAaTa B KaHAJIU3alluATa WA B KOHTeﬁHepa 3a JOMalIH! OTIIaJdbIIH.
Ilonuraiite Bamms q)apMaueBT KakK a U3XBBPJIHUTEC JICKApCTBA, KOUTO BEYC HC M3II0JI3BATC. Tes3n
MCPKH IIC CIIOMOTHAT 3a OIla3BaHC HA OKOJIHATa cpcaa.

6. Chabp:kaHne HA ONIAKOBKATA U JONMBJIHUTEIHA HHPOPMAIUs
KakBo cbabpika Jlesonona/Kapounona/Entakanon Orion

- AxtuBHHTe chcTaBku Ha JleBogomna/Kapoumomna/Entakanon Orion ca geBojomna, kapOujaomna u
€HTAKaIlOH.

- Bceska tabnerka Jleonona/Kapounona/Enrakanon Orion 125 mg/31,25 mg/200 mg cbabpxa
125 mg neBogona, 31,25 mg kapounona u 200 mg eHTaKaIoH.

- OcrananuTe ChCTAaBKU Ha SAPOTO HA TabJETKaTa ca: KpOCKapMeso3a HaTpUid, MarHe31eB
cTeapar, napeBu4HO Humiecte, MaHuTol (E421) u mosumon (E1201).

- ChcraBkuTe Ha (PUIMOBOTO MOKpHUTHE ca rimnepodn (85 nporenra) (E422), xummpomenosa,
MarHe3ueB creapat noaucopOar 80, yepen xenesed okcun (E172), 3axapo3a u TuTaHOB
muokcnn (E171).

Kak usranexna Jlesogona/Kaponnona/Eatakanon Orion 1 KakBO chIbpP:Ka ONaKOBKAaTAa

JleBogona/Kapounona/Enrakanon Orion 125 mg/31,25 mg/200 mg: cBeTno-kapeHNKaBO-4YepBEHH,
oBaJIHU TabeTku, o3HadeHu ¢ ,,LCE 125 ot eqHara cTpaHa.

Tabnerkara Jlesogona/Kapounona/Earakanon Orion 125 mg/31,25 mg/200 mg ce npeyiara B et
OTIAKOBKH ¢ paznudHo chabpxkanue (10, 30, 100, 130 wim 175 Tabmerkn). He Bcuuku BumoBe
OITaKOBKHM MOTaT Jia ObJIaT MyCHATH B Mpoaax0a.

IIpuTekaTes Ha pa3pelIeHHETO 32 yOoTpeda

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIponssoauren

Orion Corporation Orion Pharma
Joensuunkatu 7
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FI-24100 Salo
dunnangus

3a gonmbaHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJISI CBBPIKETE CE C JIOKATHHSI

MpPE/ICTABUTEN HAa MIPUTEKATEIIS Ha pa3pelIeHUeTo 3a ynoTpeoa:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf.: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel: +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

Lietuva
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

Norge
Orion Pharma AS
TIf: +47 40 00 42 10

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261
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island Slovenska republika

Vistor hf. Orion Corporation
Simi: +354 535 7000 Tel: +358 10 4261
Italia Suomi/Finland

Orion Corporation Orion Corporation

Tel: +358 10 4261 Puh./Tel: +358 10 4261
Kvnpog Sverige

Orion Corporation Orion Pharma AB

TnA: +358 10 4261 Tel: +46 8 623 6440
Latvija

Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO Npepasriiekaane Ha JTUCTOBKaTa

JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa mH(pOpMAanHs 3a TOBA JIEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporielickara areHIus
o JekapcrBara; https://www.ema.europa.eu.

79



JIncroBka: Undopmanms 3a morpedurtens

Jlesonona/Kapounona/Entakanon Orion 150 mg/37,5 mg/200 mg ¢puamMupanu TadjaeTKu
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpouereTre BHUMATEJIHO LSJIATA JUCTOBKA NPEIH 1A 3all04YHETe 1a IpUeMaTe TOBa JIEKapcTBo,

Thil KaTO TSl ChAbP3KAa BaskHa 32 Bac undgopmanus.

- 3amnasere Ta3u JUCTOBKA. Moxe a ©MaTe HyXk/a /1a sl Ipo4YeTeTe OTHOBO.

- AKO MaTe HSIKaKBU JIOIBIHUTEITHN BBIPOCH, MONUTaiTe Bammus nexap wim gapmanesT.

- ToBa nekapcTBO € MPEeANNCaHO EAUHCTBEHO U IMYHO Ha Bac. He ro nmpeorcrenBaiite Ha Apyru
xopa. To Moxe J1a UM HaBpeIH, HE3aBUCUMO Y€ TPU3HAIUTE HA TSIXHOTO 3200JIBaHE Ca CHIIUTE
KakTo Bamwure.

- AKO Mony4ynTe HSIKaKBU HEXEJIaHU peakiyn, yBeaoMere Bammus nexap wnu gpapmanest. Topa
BKJIKOYBA M BCUYKU BB3MOKHU HEXKEJIAHU PEAKLIMH, HEOMCAHU B Ta3U JIMCTOBKA. BuxkTe TOUKa

4,

KakBo cbIbpika Ta3u JINCTOBKA:

Kakso npencrasnsisa Jlesogona/Kapoumona/Enrakanon Orion 1 32 KakBO ce HU3M0I3Ba
KakBo TpsiOBa na 3Haere, npenu na npuemete Jleomona/Kapounona/Enrtakamnon Orion
Kak na mpuemare Jlesonmona/Kapbumona/Enrakamnon Orion

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Jleomona/Kapounona/Enrtakamnon Orion

C’I),Z['Lp)KaHI/Ie Ha OITaKOBKaTa U AOIIBJIHUTCIIHA I/IH(I)OpMaHI/IfI

ANk L=

1. Kakso npencrasasiBa Jlepogona/Kaponnona/Entakanon Orion u 3a KaKBo ce H3M0J13Ba

JleBogona/Kapounona/Enrakanon Orion chabpska TpH aKTUBHH BEIIeCTBa (JIGBOJIONA, KapOUIoma 1
CHTaKarloH) B eJiHa ¢puiMupaHa tadbnerka. Jlesonona/Kapounomna/Enrakanon Orion ce n3nomn3sa 3a
JedyeHue Ha 6onectTa Ha [TapKUHCOH.

Bonecrra na [lapkuHCOH ce MpUUMHABA OT HUCKM HHBA B MO3bKa Ha BEIIECTBO, HAPEUCHO TOTIAMHH.
JleBonoma moBuIIaBa KOMMYECTBATA HA IOMIAMHH M Taka HaMajsiBa CUMIITOMHTE Ha OoyiecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH mogo0psBaT aHTUMAPKUHCOHOBHUTE e(DEeKTH Ha JIEBOJIONA.

2. KakBo Tps6Ba na 3naete, npeau aa npuemere Jlesonona/Kapounona/Enrakanon Orion

He npuemaiite JleBogona/Kapougona/Enrakanon Orion, ako:

- CTE QJIEPrUYHU KBM JIEBOJOIIA, KapOuaona, EHTaKalloOH WM HAKOS OT OCTAHAINTE ChCTaBKH Ha
TOBA JIEKAPCTBO, N30pOEHU B TOUKA .

- uMarTe TECHOBI'bJIHA TIayKoMa (3a00JsiBaHe Ha OUUTE).

- uMmare TyMop Ha HagObOpeyHara xJjesa.

- IpremMare HJIKOU JIEKapCcTBa 3a JIeueHHe Ha Jenpecus (KoMOUHAIMK OT celeKTUBHU MAO-A u
MAO-B unxuburopu unm HeceneKTHBHE MA O-UHXHOUTOPH).

- HSIKOTa CTe MMaIX HeBpoJienTuieH Manurden cuaapom (HMC-ToBa e psiiko cpeliana peakuus
KBbM JICKapCTBEHH IpenapaTy, U3I0I3BaHNU 3a JICUCHHE Ha TEXKKH NCUXUYHU HAPYILICHHS).

- HSIKOTa CT€ MMaId HeTpaBMaTH4Ha pabaoMuoin3a (pSAKO MyCKYJTHO 3a00IBaHe).

- uMare TeKKO YepHOApOoOHO 3a00sIBaHe.

Ipenynpe:xxaeHus ¥ npeanasHu MepKH

FOBODCTG ¢ Bamms JICKap UiIn (baDMaLIeBT Opeau Ja IpueMeTe .HGBO,I[OHa/KaD6HZ[OHa/EHTaKaHOH

OI'iOIl, aKO UMATe WKW HAKOra CTC MMaJin:

- CbpACYCH I/IH(l)apKT W ApyTro 3a00JIIBaHE HA ChpPUCTO, BKIIFOYUTCIHO CbPACYHU ApUTMHUH, NI
Ha KPbBOHOCHHUTC CHAOBC
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- acTMa Wi Jpyro 3a0ojsiBaHe Ha OenuTe ApoOoBe

- 4epHOIPOOEH MpodIIeM, 3aI0TO MOXKe Jla € HeoOXoauMo ao3ata Bu 1a 0b/1e kopurupaHa.

- OBOPEYHO WITH XOPMOHATHO 3a00IIsIBaHE

- CTOMAIITHH SI3BH HJTU T'BPUYOBE

- aKO MMaTe MPOJABDKUATEIHA AHAPUs, KOHCYITUpalTe ce ¢ Bammwst nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha BB3MAJCHUE Ha Ie0eTI0TO YepBO

- HsKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KAaTO MICUX03a

- XpOHHUYHA OTKPUTOBI'BIHA TIIAYKOMa, Thil KATO MOXe J1a € HeoOxoaumo no3ara Bu na Obe
KOpHUTHpaHa U 04HOTO By Hamsirane ma Ob/e cleeHo

ITocwBeTBaiTe ce ¢ Baiusg jekap, ako B MOMEHTA IIpUEMATE:

- AHTHUIICUXOTUYHU CPEJICTBA (JICKapCTBa, YIIOTPEOSIBaHM 32 JIeUeHUE Ha TICXO03H)

- JIEKapCTBO, KOETO MOXKE J]a MPUYHHU TOHWKaBaHe Ha KPHBHOTO HAJISITAHE MPHU CTaBaHE OT CTOJ
nim nerno. TpsoBa na 3Haete, ye Jleomona/Kapounona/Exrakamon Orion Moke Aa BIOIIH
TE3H PEaKIIHH.

IlocwBeTBaiiTe ce ¢ Bammsg nekap, ako 1o Bpeme Ha jgedeHueTo cbe JleBonona/Kapounona/Enrakanon

Orion:

- 3a0enexuTe, 4e MycKyauTe Bu ctaHaT MHOTO HaliperHaTH Wi CHJIHO HOTPBIBAT, HIIH
MOJIyYHTE TPerepene, Bb30yaa, 00bpKBaHe, TPECKa, yCKOPEH IIyJIC MU TOJIEMU OTKIOHEHHUS B
KPBBHOTO HaJsiraHe. AKO Ce CIIydd HIKOE OT Te3U Hellla, He3a0aBHO ce cBbpaxkeTe ¢ Bamus
Jiekap.

- ce 4yBCTBaTe ACMPECUPaHH, IMAaTe MUCIIH 32 CAMOYOUHCTBO HIIH 3a0eNeXuTe HeoOnuaitHn
MIPOMEHU B MOBEIEHUETO CH.

- YCTaHOBSABATE, Y€ BHE3AIHO 3aCIUBATE WM CE€ YyBCTBATE MHOTO CHHJIMBU. AKO TOBA C€ CIIy4H,
He TpsiOBa 1a modupare Wi Ja U3M0JI3BaTe MHCTPYMEHTH WIIM MALIHMHU (BHXKTE CHIIO pasaen
"[llodupane u padora ¢ ManTuHA").

- 3a0eNeXuTe, Y€ ce MOSIBSIBAT HEKOHTPOJIUPAHH JBIKEHHS WK CE BIIOLIAT, CJIe] KaTo cTe
3aroyHanu ga npuemate Jlesonomna/Kapounona/Entakamon Orion. AKo TOBa ce CIIydu, MOXe
Jla ce HaJIoXKK BammsT nexap 1a IpoMeHH 103aTa Ha aHTUIApKUHCOHOBOTO Bu nekapcTso.

- MOJIyYHTE IUapusl; MPEenopbyuBa ce CIEACHE Ha TETJ0TO, 3a Ja ce n30erue Bb3MOXKHA
peKoMepHa 3aryda Ha TerJo.

- uMare NporpecuBHa aHOPEKCHs, acTeHus (caadocT, U3TOIECHUE) U HaMaJIeHUE Ha TETJIOTO 3a
OTHOCHUTEITHO KPaThK MEPHUOJ OT BpeMe. AKO TOBa ce CIy4H, TpsiOBa ga ce 0OMHUCITH 0011y
MEAWIUHCKY Nperiiel, BKIIOYBAIL OLEHKa Ha YePHOIApOOHATa (DYHKIIHA.

- YyyBCTBaTe HyX/a J1a crpere ynorpedara na Jlesonona/Kapounona/Enrakanon Orion, BIKTeE
paszen “Axko cre cripenu npuema Ha JleBogona/Kapounona/Enrakanon Orion”.

Wndopmupaiite Bamms nexap, ako Bue miu cemeiictBoro Bu/To3m, koifTo monara rpuxu 3a0esiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CUMITOMH, BOJIEIIN 10 CHITHO YKEJIaHHUE 32 TOJIEMHU 03U
JleBogona/Kap6unona/Enrakanon Orion u ApyrH JeKapcTBa, U3MOI3BAHMU 32 JIeUeHHE Ha 0oJiecTTa Ha
[TapkuHCOH.

WNudopmupaiite Bammst nekap, ako Bue nnm Bameto cemeiictBo/6onHorIe1a4 3a0enexure, ue
IIPOABABATE CKIIOHHOCT HUJIM HECIIPCOOJOJIIMMO KEJIaHUE 1a C€ AbPKUTE 110 HAYUH, KOWUTO € HeoOMUaeH
3a Bac unm He MoxkeTe Ia YCTOUTEC Ha UMITYJICUTE, BJICUCHHUCTO WJIN U3KYHICHHUETO Ja U3BHPIIIBATC
OMpeJieNieHH ACHCTBUS, C KOUTO MOXE JIa C€ HapaHUTE WX J1a HapaHuTe okonHuTe. [10100H0
MMOBECACHUC CC HapH4a HAPYUICH KOHTPOJI HaZl UMITYJICUTC U MOXKE J1a BKIIIOYBA IPHUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO SIICHE HIIH XapueHe, IPEKOMEPHO CEKCYaTHO JKeIaHHe MM HATPAuUuBH
CEeKCyaJTHU MHUCITH WJIK TIpejicTaBu. Moxke Ja ce Haloku Baiusr jiekap 1a HarpaBu MpeolieHKa Ha
Jedyenuero Bu.

Bammsar nexap Moe fa HalpaBy HAKOU PEIOBHU J1a0OPATOPHH U3CIEABAHUS IPU NPOIBIDKUTETHO
neuenue cbe JleBonona/Kapounona/Enrakamnon Orion.
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Axo TpsOBa 1a ce TOUIOKHTE Ha omnepalius, MoJisl yBeoMeTe Bamms nekap, de npuemare
JleBonona/Kap6unona/Enrakamnon Orion.

He ce mpenoppuBa wusnomsBanero Ha JleBogmoma/KapOumona/Enrakanmon Orion 3a JedyeHHe Ha
eKCTpanupaMUIHH CUMOTOMH (HaIpuMep HEBOJICBH ABHMKCHHS, TPENEpeHe, MyCKyJIHa CKOBAHOCT U
MYCKYJIHU CBKPALIeHNUs1) IPUYMHEHH OT APYTH JIEKapCTBa.

ﬂega W IOHOIIIH

Onutst cbe JleBomona/Kapounona/Entakanon Orion npu nauueHTy noA 18 ToIuHH € orpaHuYeH.
ITopanu ToBa ynotpebata Ha JleBogona/Kap6unona/Enrakanon Orion npu Jena WM IOHOIIN HE Ce
MpenopbrYBa.

Apyru nexapcrsa u Jlepogona/Kaponnona/Enrakanon Orion

Wndopmupaiite Bammst nexap uinu papmaneBT, ako mpueMaTe, HaCKOpo CTe MPUEMad HITH €
BB3MOXHO J1a TpHEeMaTe APYTH JIEKapCcTBa.

He npuemaiite Jleonona/KapOunona/ExnTtakanon Orion, ako mpuemMarte HIKOH JIEKapCTBa 3a JICUCHHE
Ha Jenpecus (koMOuHauu ot cenekTuBHE MAO-A 1 MAO-B nHXHOUTOPY MK HECENIEKTUBHU
MAO-uaxubuTOpN)

JleBogona/Kapounona/Entakanon Orion Moxxe 1a yBenn4aBa e(EeKTUTE 1 HEXKETaHUTE Peakluy Ha

OIIpeIeNICHN JIEKapCcTBa. Te BKIIOYBAT:

- JIeKapcTBa, M3IOJI3BAaHU 3a JICUCHHUE Ha JACTIPECHs], KATO MOKJIOOEMHI, aMUTPUIITUIINH,
Je3UNpaMiH, MAIPOTHUINH, BeHIa(aKkcHH U NapOKCETHH

- PUMHUTEpOJ U U3OIPEHAINH, U3MOJ3BAaHH 3a JICUCHUE Ha OOJIECTH Ha JUXATEIHUTE IbTHIIA

- aApeHAJMH, U3MOJ3BaH IPU TEXKKHU aJCPTUIHN PEAKIUH

- HOpaJgpeHaluH, JOIMaMUH U JOOYyTaMUH, N3I0JI3BAaHH 32 JICUCHUE HA ChPICUYHU 00JIECTH U HUCKO
KpPBBHO HaJATaHe

- anda-MeTHIAONA, U3MO0I3BaHa 32 JIEYeHHE Ha BUCOKO KPbBHO HAJIATaHE

- amoMopduH, KOWTO ce U3I03Ba 3a JieueHHe Ha OosecTTa Ha [lapKHUHCOH.

Edexrure Ha JleBomomna/Kapounona/Enrakamnon Orion MoraT n1a 6b1aT OTCIA0CHU OT HAKOU

nekapcTBa. Te BKIFOYBAT:

- JIOTIaMWHOBY aHTarOHWCTH, U3IMOJI3BAaHU 32 JICUCHHE HA TICHXUYHU HapyIICHUs, TaJIcHe U
MTOBPBIAHE

- (enuTomH, U3MON3BAH 32 MPODUIAKTHKA HA 'BPUYOBE

- TamaBepWH, U3MOJI3BaH 3a OTITyCKaHe Ha MYCKYJIHTE.

JleBogona/Kap6unona/Enrakanon Orion MoXKe a Ipevr Ha yCBOSIBAHETO Ha keiisi30. Ciie1oBaTenHo
He npuemaiite JleBonona/Kapounona/Enrakanon Orion eIHOBPEMEHHO ¢ XpaHUTETHH JOOABKH,
ChABpPIKAIIM XkenA30. Clel KaTo CTe MPUENH HAKOE OT IBETE, M34aKaiite Hail-Manko 2 10 3 4Jaca,
MpeIu 1a MPUEMETE IPYroTo.

Jlesonona/Kapounona/EaTakanon Orion ¢ XpaHu U HATUTKH

JleBogona/Kapounona/Enrakanon Orion Moxke Aa ce mpuema ¢ win 0e3 xpasa.

[pu vaxon nanmentu Jlesomona/Kapouaona/Exrakanon Orion Moxke fa He ce abcopOupa no0pe, ako
ce IpHueMa ¢ WM CKopo cies 6oraTi Ha OeNThUMHM XpaHH (KaTo HanmpuMmep Meca, puda, MIeyHH
MPOAYKTH, ceMeHa U siaku). [lockBeTBaiite ce ¢ Bamms nekap, ako cuurate, 4e ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe M epTHINTET

Axo cTe 6p6M€HHa HJIM KBPMUTC, CMATATC, Y€ MOXKE J1a CTC 6pCM€HHa HJIN IIJIaHUPpaTe 6peMeHHOCT,
IIOChBETBaNTE ce ¢ Bamms JICKap Win q)apMaueBT npeau Ia NpueMeTe TOBa JICKapCTBO.
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He tpsi0Ba na xppmuTe 1o BpeMe Ha sieuenuero cwe Jlesogona/Kapounona/Enrakanon Orion.
Hlopupane u padoTa ¢ MAIIUHU

JleBogona/Kapounona/Enrakanon Orion MoXke 1a IOHMKM KpBBHOTO Bu Hassirane, koeTo Moke 11a
Bu Hakapa na mouyBcTBaTe ¢1ab0CT MM 3aMasHOCT. CrenoBaTesHo TpAOBa fa ObleTe 0coOeHO
BHUMATEJIHU NpH modupaHe 1 padoTa ¢ HHCTPYMEHTH WM MAIIHH.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIaTe, Y€ BHEC3aIIHO 3aCIINBATC, H34YaKanTe
AO0KAaTO CC PA3CbHUTC HAITBJIHO, IIPCAN A I]_IO(i)I/IpaTe HJIN Ja BbPIIWUTE HCIIO APYTO, KOCTO U3UCKBA
BHUMaHHE. B MMPOTHUBCH cnyqaﬁ, MOXKE Ja ITIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsIBaHC WX CMBPT.

Jlesopona/Kapounona/Enrakanon Orion cbIbpika 3axapo3a M HaTPHi

JleBopona/Kapounona/Entakanon Orion ceabpika 3axaposa (1,9 mg/tabnerka). Ako Bammsr nekap
Bu e kazan, ye nMaTe HEIIOHOCUMOCT KbM HSAKOH 3aXapH, CBBPXKETE CE C HETO, MPEIIH J1a IPHEeMeTe
TOBA JIEKapCTBO.

To3u nekapcTBeH NPOAYKT ChabpKa 2,6 mg HaTpuil (OCHOBHA ChCTaBKa HA rOTBapcKaTa/Tpane3Hara
cOJI) BBbB BcsAKa TabieTka. MakcumanHara npenopbunuTesiHa JHeBHa g03a (10 TabneTkn) chabpxa
26 mg Hatpuil. ToBa € ekBUBaNeHTHO Ha 1,3 % OT NpenopbUNTENHNS MaKCUMAJIEH JHEBEH
XpaHUTENIEH IPUEM Ha HATPUH 32 BB3PACTEH.

3. Kak na npuemare Jleonona/Kapounona/Enrakanon Orion

Bunaru aneMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bamusar JICKAp Wi (I)apMaueBT. Axo He
CTC CUT'YPHHU B HCLIO, nonuraiTe Bamms JICKap Wi (bapMaueBT.

IIpu BB3pacTHH U XOpa B CTapyuecKa Bb3pacT:

- BamusT nexap me Bu xaxe Touno koiko tadnerku Jleogona/Kapoumona/Exnrakamnon Orion ia
B3€MaTe JTHEBHO.

- TabnerkuTe HEe ca MpeAHA3HAUYEHH Ja C€ JENAT MU YYIST Ha I0-MaJIKH Napyera.

- Bceku mbT npuemaiiTe camo 1o egHa TabieTka.

- B 3aBucHUMOCT OT TOBa Kak pearupare Ha JICYeHHUEeTO, Bamuar iekap Moke J1a MOBHILH WIH
HaMalu 103ata.

- Axko npuemate JleBopona/Kapbunona/Entakanon Orion tabnetku 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg nim
150 mg/37,5 mg/200 mg, He B3eMaiite noBeue ot 10 TabiaeTku AHEBHO.

I'oBopete ¢ Bamus iexap unn hapMareBT, ako MUCITUTE, Y€ ePeKThT Ha
JleBogona/Kapounona/Enrakanon Orion € mpeKajaeHo CHUIICH WIIH MPeKaieHo cal, M N3MUTBaTe
HEXKEJIaH! PEaKIHH.

3a ma orBOopuTe OyTMIIKAaTa 3a I'BPBU IBT: OTBOpETE
Kalraykara M CJIeJl TOBa HaTUCHETE ¢ majen (OoJIH0TO, C
KOETO € 3aledaTaHa OyTHJIKaTa, JOKaTO C€ CKbCa.
Buxre ¢purypa 1.

AKo cTe puesu nMoBeve oT HeodxonumaTa n03a Jlesopona/Kaponnona/Earakanon Orion

AKO cllydaiiHO CTe MpHUeNU IoBeUe OT HeoOxoaumuTe Tadnetku Jlepogona/Kapoumona/EnTakanon
Orion, o0anete ce He3a0aBHO Ha Bammus nexap winu gapmanesT. B cirydait Ha npeo3upane Moxe Jia
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MMO4YYyBCTBATC O6”prBaHe NI B’1>36y,I[a, CbpJACYHaTa Bu ,I[eleOCT MOXKE Ja 6’1:,[[6 o-0aBHA WU I10-
6Lp3a OT OOMYAMHOTO WU LOBCTHT HA KOXKATa, €3UKa, OUUTC UJIKM YpUHATa Bu moxe Ja C€ IPOMCHHU.

Ako cTe nponycHaau aa npuemere Jlepogona/Kapougona/Enrakanon Orion
He B3emaiiTe nBoitHa /032, 3a Ja KOMIIGHCUpATE TIPOITyCcHATa TabJIeTKa

Ako uMa noBeue oT 1 yac go cinensaniata Bu mosa:
BsemeTe eqna TabneTka, BeHAra cliie/i KaTo ce CETUTE U Clie[BaIiara TabIeTka B peZJOBHOTO BpeMe.

AKko nMa nmo-Maiuko ot 1 Jac mo ciueasamara Bu go3a:
B3eMerte enna TabneTka, BegHara ciIel KaTo ce CETUTE, n34akaiite 1 yac v B3eMeTe ollle eaHa
tabnerka. Cien ToBa ce BbpHETE KbM Bamms peoBeH rpaduk.

Bunaru octaBsiiTe moHe eAWH yac HHTEpBal Mexay Tabnerkure JleBogona/Kapounona/Enrakanon
Orion, 3a 1a n30erHeTe Bb3MOXKHH HEXKENaHU PEaKIHU.

Ako cte cnpeau npuema Ha JleBogona/Kapougona/Enrakanon Orion

He cniupaiite npuema na JleBogona/Kapounona/Enrakanon Orion, ocBeH ako Bammsar nexap He Bu
KaXke J1a To HampaBHTe. B TakbB ciaydaid, MOXKe 1a € Heo0X0oauMo BammusT nekap 1a IpoOMeHH JO3UTE
Ha OCTaHAJINTE AaHTUMIAPKUHCOHOBH JIEKAPCTBA, KOMTO MpUEMaTe, MO-CIEMAITHO JIEBOJONA, 3a 1a
MTOCTUTHE JOCTAaThUEH KOHTPOJ BbPXY CUMINTOMHUTE BH. AKO ps3KO MPEKBbCHETE NpHUeMa
Jleogona/Kapounona/Enrakanon Orion u Apyry aHTUNIAPKHHCOHOBH JIEKapCTBa, TOBA MOXKE /1a
JIOBEJIE 10 HEYKETAHH PEAKIIUH.

AKO MMaTe HAKaKBU AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHOTpebaTa Ha TOBA JICKApCTBO, IONMHUTANTE
Bamms nekap nim ¢papmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumumn

KaxkTo BcH4Ku ieKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEITAHN PEAKIINH, BHIIPEKH Ue HE
BCEKH TH MMOJTy4aBa. AKO U3MUTATE HAKOU OT T€3W HEXKEJaH! PEaKIluH, CBBPKETe ce ¢ Barmms ekap
BB3MOKHO Hai-CKOpO. MHOT0 OT Te€3H HEXEJIaHU peaKliy Morat Ja ObaaT 00JeKYCHU Ype3
perynupaHe Ha 03aTa.

Ako mo BpeMe Ha JiedeHueTo cbe JleBomoma/KapOumomna/Exrakanmon Orion MONy4uTe CIACIHUTE

CHMIITOMH, CBbpP:KeTe ce He3abaBHO ¢ Bamusi jJexap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpElepeHe, BH30yna,
00BpKBaHe, TPECKa, YCKOPEH ITyJIC WIIM TOJIEMH OTKJIOHEHHUS B KPbBHOTO Haisrane. Te morat na
ObJIaT CUMIITOMH Ha 37I0Ka4uecTBeH HeBposenTtuyeH cunapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApPYUICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMa) WM
pabmoMuonu3a (PIKo, TEKKO MyCKYJTHO HapyIICHHUE).

- ajlepruyHa peakius, YAUTO TPU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONPHUBHA TPeECKa),
chpOex, OOpHB, MMOIyBaHE HA JIMIIETO, YCTHHUTE, €3MKa WM T'bpIOTO. TOBa MOXKE Ja MPUIMHA
3aTPyAHEHO JUIIAHE WK MPErTbIIaHe.

MHoro yectu (Mo2am Oa 3acecnam nogeve om I na 10 oywu)

- HEKOHTPOJIMPAHU ABMXKEHUS (IMCKUHE3UN)

- noBaurane (rajeHe)

- 0e3Bpe/IHO OIIBETSABAHE HA YpUHATA B UePBEHUKABOKA(DSB BT
- MYCKYJIHU OOJIKU

- AP

UYectu (moeam oa 3aceznam do 1 na 10 oywu)
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CBETOBBPTEK M MPHIOLIABAHE, IBJDKAIIM CE HAa HUCKO KPBHBHO HAaJsIraHe, BUCOKO KPBHBHO
HaJIsraHe

BJIOIIaBaHE HA TAPKUHCOHOBU CUMIITOMH, 3aMaiiBaHe, ChHINBOCT

MOBpBIIaHe, KOpeMHa 00JIKa U JUCKOM(OPT, KUCEITMHHU, CyX0Ta B YCTaTa, 3a1eK

0e3cpHHE, XaMOUUHALNN, 00BPKAHOCT, SIPKU ChHUIIA (BKIIIOUBALIHN KOIIMApH), YMOPSEMOCT
NICUXUYHU U3MEHEHUsI, BKIIIOUBAILIY IPOOIEMH C TaMETTa, TPEBOKHOCT H JIeNpecHst (Bb3MOKHO
C MHUCIIY 332 CaMOYOHHCTBO)

NposiBM Ha 3a00JsiBAaHE Ha CHPLETO WIM apTepuure (Hamp. IpbaHa OOJKa), HENpaBUIHU
ChbpACYHA ACHHOCT U PUTHM

M0-4eCTO MaJaHe

3a1yXx

3aCHJICHO TIOTEHE, OOPUBH

MYCKYJIHU KpaMIIH, IIOAyBaHe Ha KpakKaTa

3aMBIJICHO BUXKIIAHE

aHEeMUs

HaMaJleH alleTUT, HaMaJIeHO TEerJlo

riaBo0osue, OOJIKK B CTAaBUTE

nHGEKIHU Ha TMKOYHUTE TbTUILA

Heuectu (moecam da 3aceenam oo 1 na 100 oywu)

CHPJCUYCH PHUCTHIT
KBbpPBEHE OT YepBara

NPOMEHM B KpbBHATa KapTHHA, KOETO MOXE Ja JOBele 10 KbpBEHE, OTKIOHEHUA B
MOKA3aTeIUTEe MPU YSPHOAPOOHH (PYHKIIMOHAIHU TECTOBE

I'bpPYOBE

ycemiase 3a Bb30ya

NICUXOTUYHU CUMITTOMH

KOJHT (BB3MANICHUE Ha e0eI0TO YepBo)

NpOMsHA B IIBETa HE CaMO Ha ypHHATa (HaImp. KoKa, HOKTH, KOca, TIOT)

3aTpyJHEHHE TIPH T'bJITAHE

HECTIOCOOHOCT 3a YpUHHUPaHE

C HewsBecTHA YECTOTa (0 HANUYHUMe OaHHU He Modice 0a Oboe Hanpagena OYeHKa)

CunHo xeneHue 3a rojemu no3u Jlesompona/Kapounomna/Enrakanon Orion, HagBUIIABAIIH
HEO0OXOJMMHTE 32 KOHTPOJIMPAHE HA IBUTATSITHUTE CUMITTOMU, H3BECTHO KaTO CHHAPOM Ha
JOTIAaMUHOBA JUCperynanus. Hakou manueHTn noiryyaBaT HeOOMYailHM HEBOJICBU JABMKCHUS
(muckuHE3Ws) B TeXKa (popma, IPOMEHH B HACTPOCHHUETO WIIH IPYTH HEXEJIAaHU PEaKIUH CIIe]] TPUEM
Ha ronemu no3u JleBogona/Kapounona/Enrakanon Orion.

C’BO6H.[€HI/I Ca CbIIO CICAHUTEC HCKCIAHNU PCAKIIMH !

XEMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
ChpOexK

Mosxe 1a TOJYUNTE CICAHUTE HSXKCIaHN PEaKITUH:

HecnocobHocT 1a ycTonTe Ha MMITYJICHTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO

Morar Aa ObJat BpeJHH, B TOBA YUCJIO:

- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKU CEPUO3HUTE JIMYHU WM CEMEHHU
MOCIIEACTBUS;

- Hapymien nnu noBuIlIeH ceKCyajeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO /1a
Bu nputecHs1Ba nM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;

- HexonTponupyemo nazapyBaHe WM XapUeHe Ha HapH;

- Ilpessxnane (mpueM Ha rojeMy KOJHMYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO NIpespKAaHe (IpUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBede 0T He0OXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).
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Wudopmupaiite Bammst nekap, ako uMate 1moJ00HO TIOBEICHUE; TOM 1ie 00Chau ¢ Bac kak na ce
CIIPAaBUTC WUJIM KaK Ja MOTUCHETC TE3U CUMIITOMHU.

Cpol0maBaHe Ha HeXKeJIAaHU PeaKInu

AKO NOJTyYnTe HAKAaKBU HEXXEJIaHH JICKAPCTBEHH Peakiiy, yBegomMere Bamms nexap win GpapMarenT.
ToBa BKJIIFOUBa BCHYKU BE3MOKHH, HEOTIMCAHU B Ta3H JINCTOBKA HEKEJIAHU peakuui. MokeTe ChIIo
1a ChOOIIUTE HEeXKETaHU PEaKIMK AUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 33 ChoOIIaBaHe, MOCOYeHa
B [Ipunoxkenue V. Karo cpo01iaBaTe HexeIaH! Peakiy, MOKETE J1a JaJIeTe CBOs IPUHOC 32
NoJTyyaBaHe Ha moBevye MH(OPMaIHs OTHOCHO O€30II1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na coxpansBare Jlesonona/Kapounona/Enrakanon Orion
Jla ce cpxpaHsiBa Ha MSCTO, HEJJOCTBITHO 32 JIeIIa.

Jla He ce U3MoII3Ba cie]] CPOKa Ha TOAHOCT, OTOENA3aH BhPXY OyTHIIKAaTa U KapTOHEHATa KyTHS.
CpoOKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TOCOUYEHUS MECEIl.

To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHC.

He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3allUATa UJIA B KOHTeﬁHepa 3a JOMAalIH! OTIIadbIIH.
Ilonuraiite Bamms q)apMaueBT KakK 1a U3XBBPJIUTEC JICKApCTBA, KOUTO BEYC HC M3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Chabp:kaHue HAa ONAKOBKATA U I0NMbJIHUTEIHA HHPOpMaLUs
Kaxkso cbabpixa Jlesonona/Kapougona/Entakanon Orion

- AxtuBHHTe chcTaBku Ha JleBogomna/Kapoumomna/Entakanon Orion ca jgeBojomna, kapOuaomna u
€HTAKaIlOH.

- Bcska tabnerka Jlesonona/Kapounona/Enrakamnon Orion 150 mg/37,5 mg/200 mg cpappxa
150 mg neBogona, 37,5 mg kapbuznona u 200 mg eHTaKanoH.

- OcrtaHanuTe ChCTABKU Ha SAPOTO HA TabJIETKaTa ca: KpOCKapMeso3a HaTpHid, MarHe3ueB
cTeapar, napeBu4HO Humiecte, MaHuTol (E421) u mosumon (E1201).

- ChcraBkuTe Ha (PUIMOBOTO MOKpHUTHE ca: rmiepod (85 mponenra)(E422), xunpomenosa,
MarHesueB creapart, noinucopoar 80, uepseH xene3en okcug (E172), 3axaposa, TuTanoB
muoxcun (E171) u xbat xenesed okeun (E172).

Kak usranexna Jlesogona/Kaponnona/Eatakanon Orion 1 KakBO chIbpP:Ka ONaKOBKAaTAa

dunmupanute Tabnerku Jlerogomna/Kapounona/Enrakamnon Orion 150 mg/37,5 mg/200 mg: ca
Ka(eHHUKaBHM WJIM CHBO YEPBEHHUKABH, C YAB/DKEHA EIUIICOBUAHA (hopMa, Oe3 JeTUTETHA YepTa,
o3nadenu ¢ ,,LCE 150 oT ennara ctpana.

JleBogona/Kapounona/Enrakanon Orion ce npejaiara B IIeCT OMAKOBKH € pa3IuyHO chabpxkanue (10,
30, 100, 130, 175 unu 250 tabnetkn). He Bcuuku BUIOBE OMAKOBKK MOTaT Jia ObJaT MyCHATH B
npojaxoa.

IMpureskaTes Ha pa3pelIeHNETO 32 ynoTpeda
Orion Corporation
Orionintie 1

F1-02200 Espoo
dunnangus
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IIponssoaure

Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo
dunnangus

3a gonbaHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MTPOAYKT, MOJISl CBHPIKETE CE C JIOKATHUS
MpeJICTaBUTEN Ha TIPUTEkKATENSI HA pa3pellieHueTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf.: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Te.: +358 10 4261
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Lietuva
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

Norge
Orion Pharma AS
TIf: +47 40 00 42 10

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261



Ireland Slovenija

Orion Corporation Orion Corporation
Tel: +358 10 4261 Tel: +358 10 4261
island Slovenska republika
Vistor hf. Orion Corporation
Simi: +354 535 7000 Tel: +358 10 4261
Italia Suomi/Finland
Orion Corporation Orion Corporation
Tel: +358 10 4261 Puh./Tel: +358 10 4261
Kvnpog Sverige

Orion Corporation Orion Pharma AB
TnA: +358 10 4261 Tel: +46 8 623 6440
Latvija

Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOoCJICIHO MMpepasriie’kane Ha JUCTOBKaTa

JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa nH(pOpMaIHs 3a TOBA JIEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporelickara areHIus
To JIeKapcTBara: https://www.ema.europa.eu.
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JIncroBka: Undopmanms 3a morpedurtens

Jlesopona/Kapounona/Entakanon Orion 175 mg/43,75 mg/200 mg ¢puamupanu TadaeTku
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpouereTe BHUMATEJIHO LSJIATA JUCTOBKA NPEIH [1a 3all0YHETE 1a IpUeMaTe TOBa JIEKapCTBo,

Thil KaTo T4 ChAbpPiKa BakHa 3a Bac undopmanmus.

- 3amaszeTe Ta3u JMCTOBKA. MOXKe Jla UMaTe HyX/1a Ja g poYeTeTe OTHOBO.

- AKO0 MaTe HIKAKBU JIOMBIHUTEITHN BBIPOCH, MONUTaiTe Bammus nexap wim gapmaresT.

- ToBa nexkapcTBO € NpeANUCcaHo €UHCTBEHO U TMYHO Ha Bac. He ro nmpeorcreiBaiite Ha Apyru
xopa. To Moke a UM HaBpeIu, HE3aBUCUMO Y€ MPU3HALMTE Ha TIXHOTO 3a00JsBaHe ca
ChIIIUTE KakTo Bammure.

- AKO mosTyuuTe HIKAaKBU HEXEJaHW PeakLuy, yBegomere Bamms nekap nnm ¢papmanest. Toa
BKJIFOUBA ¥ BCUUKH BB3MOKHH HE)KETIaHW PEaKIH, HEOMHCAaHU B Ta3H JIUCTOBKA. BrkTe Touka
4.

KakBo cbIbpika Ta3u JIMCTOBKA:

Kakso npencrasnsisa Jlesogona/Kapoumona/Enrakanon Orion 1 32 KakBO ce HU3M0I3Ba
KakBo Tpsi0Ba na 3Haere, npenu na npuemete Jleonomna/Kapounona/Exnrtakamnon Orion
Kak na nmpuemare Jlesonmona/Kapbumona/Enrakamnon Orion

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansBate Jleomona/Kapounona/Enrakamnon Orion

C’I),Z[’bp)i(aHI/Ie Ha OITaKOBKaTa U AOII'bJIHUTCIIHA I/IH(bOpMaHI/Iﬂ

ANk L=

1. Kakso npencrasiasiBa Jlesogona/Kapougona/Enrakanon Orion u 3a KaKBO ce U3M0J3Ba

Jleronona/Kapounona/Exrakamnon Orion chabpka TP aKTUBHU BelllecTBa (JIeBoI0MNa, KapOuIona u
CHTaKarloH) B eHa ¢puiMupaHa tadnerka. Jleonona/Kapounona/Enrakanon Orion ce n3nomn3Ba 3a
neveHue Ha Oonectra Ha [lapkuHCOH.

Bonecrra Ha [lapkuHCOH ce MpUUMHABA OT HUCKM HUBA B MO3bKa Ha BEIIECTBO, HAPEUECHO TOTIAMHUH.
JleBonioma moBuIIaBa KOMMYECTBATA HA IOMIAMHH U Taka HaMajsiBa CUMIITOMHTE Ha OojiecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psSBaT aHTUIIAPKHHCOHOBHTE e(PeKTH Ha JIEBOJIONA.

2. Kakso Tpsi06Ba na 3Haere, npeau n1a npuemere Jlesonona/Kapougona/Enrakanon Orion

He npuemaiite Jlesogona/Kaponnona/Enrakanon Orion, ako:

- CTC aJICPruiHu KbM JICBOOOIIA, Kap6I/IIIOHa, CHTAKaIlOH HUJIN HAKOA OT OCTaHAJIUTE ChbCTAaBKH Ha
TOBA JIEKapCTBO (M30pOCHU B TOUKA 6).

- MMaTe TeCHOBI'bJIHA IJIayKoMa (3a00JIIBaHe Ha OUHTE).

- uMare TyMOop Ha HagOBOpeuHara sxJesa.

- npreMare HsIKOH JIeKapCTBa 3a JICUeHHE Ha Jerpecus (KoMOnHamuu oT cenekTuBHU MAO-A u
MAO-B uHXuOUTOpY MM HeCEeKTUBHU M A O-MHXHUOUTOPH ).

- HSIKOTa CTE MMaJIM HeBposienThuueH MainuraeH cuaapoM (HMC-ToBa e psako cperiana peakius
KBbM JICKApCTBCHU IIpE€IiapaTy, U3M0JI3BaH! 3a JICHCHUC Ha TCKKU IICUXUYIHU HapyIHeHI/ISI).

- HAKOTa CTE MMaJIM HeTpaBMaTU4IHa pabaoMHOIN3a (PSIIKO MYCKYITHO 3a00JIsIBaHE).

- MMaTe TeXKKO YepHOAPOOHO 3a00JIIBaHE.

Ipenynpe:xxaeHus ¥ npeanasHu MepKH

I'oBopere ¢ Bamug siexkap mid dhapmalteBt, npenn ga npueMmere Jlesogona/Kapoumona/Exrakanon

OI'iOl’l, AKO UMATC UJIN HIKOIra CTC MMaJIn:

- ChpJcueH UH(PAPKT WK APYTo 3a00/sIBaHE HA CHPIETO, BKIYUTEIHO ChPACUYHU apUTMHH, UITH
Ha KPBBOHOCHHUTE CHIOBE

89



- acTMa Wi Jpyro 3a0ojsiBaHe Ha OenuTe ApoOoBe

- 4epHOIPOOEH MpodIIeM, 3aI0TO MOXKe Jla € HeoOXoauMo ao3ata Bu 1a 0b/1e kopurupaHa.

- OBOPEYHO WITH XOPMOHATHO 3a00IIsIBaHE

- CTOMAIITHH SI3BH HJTU T'BPUYOBE

- aKO MMaTe MPOJBIDKUTEIHA TUAPHs, KOHCYITHpalTe ce ¢ Bamms nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha Bh3MAJICHUE Ha 1e0eTI0TO YepBO

- HsKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KAaTO MICUX03a

- XpOHHUYHA OTKPUTOBI'BIHA TIIAYKOMa, Thil KATO MOXe J1a € HeoOxoaumo no3ara Bu na Obe
KOpHUrupaHa u 04HOTO By Hansrane ma Obe cliefeHo

ITocwBeTBaiTe ce ¢ Baiusg jekap, ako B MOMEHTA IIpUEMATE:

- AHTHUIICUXOTUYHU CPEJICTBA (JICKapCTBa, YIIOTPEOSIBaHM 32 JIeUeHUE Ha TICXO03H)

- JIEKapCTBO, KOETO MOXKE J]a MPUYHHU TOHWKaBaHe Ha KPHBHOTO HAJISITAHE MPHU CTaBaHE OT CTOJ
nim nerno. TpsOBa na 3Haete, ye Jleomona/Kapounona/Exrakamon Orion Moke Aa BIOIITH
TE3H PEaKIIHH.

IlocwBeTBaiiTe ce ¢ Bammsg nekap, ako 1o Bpeme Ha jgedeHueTo cbe JleBonona/Kapounona/Enrakanon

Orion:

- 3a0enexuTe, 4e MyCKyauTe Bu ctaHaT MHOTO HanperHaTH Wi CHITHO TOTPBIBAT, HIIH
MOJIyYHTE TpETepene, Bb30yaa, OObpKBaHe, TPECKA, YCKOPEH ITYJIC HIIU TOJIEMU OTKIOHEHHUS B
KPBBHOTO HaJsiraHe. AKO Ce CIIydd HIKOE OT Te3U Hellla, He3a0aBHO ce cBbpaxkeTe ¢ Bamus
Jiekap.

- ce 4yBCTBaTe ACMPECUPaHH, IMAaTe MUCIIH 32 CAMOYOUHCTBO HIIH 3a0eNeXuTe HeoOnuaitHu
MIPOMEHU B MOBEIEHUETO CH.

- YCTaHOBSBATE, Y€ BHE3AIHO 3aCIIMBATE WM CE€ UyBCTBATE MHOTO CHHJIMBU. AKO TOBA C€ CIIy4H,
He TpsiOBa 1a modupare Wi Ja U3M0JI3BaTe MHCTPYMEHTH WIIM MALIHMHU (BHXKTE CHIIO pasaen
"[llodupane u padora ¢ ManTuHA").

- 3a0eNexuTe, 4e ce MosIBSIBAT HEKOHTPOJIUPAHH ABMKEHHS WM CE BJIOMIAT, CJIe] KaTo cTe
3aroyHanu ga npuemate Jlesonomna/Kapounona/Entakamon Orion. AKo TOBa ce CIIydu, MOXe
Jla ce HaJIoXKK BammsT nexap 1a IpoMeHH 103aTa Ha aHTUIApKUHCOHOBOTO Bu nekapcTso.

- MOJyYHTE AUapusl; MPEenopbyuBa ce CIeJeHe Ha TerI0To, 3a Jja ce n30erse Bb3MOXKHA
peKoMepHa 3aryda Ha TerJo.

- uMare NporpecuBHa aHOPEKCHs, acTeHus (caadocT, U3TOIECHUE) U HaMaJIeHUE Ha TETJIOTO 3a
OTHOCHUTEITHO KPaThK MEPHUOJ OT BpeMe. AKO TOBa ce CIy4H, TpsiOBa ga ce 0OMHUCITH 0011y
MEAWIUHCKY Mperiies1, BKIIOYBAI OLIEHKAa Ha YePHOAPOOHATa (DYHKIIHS.

- 4YyBCTBaTe HyXkZa Aa cupete ynorpebdata Ha Jlesogona/Kapounona/Enrakanon Orion, BUXTe
paszen “Axko cre crpenu npuema Ha JleBogona/Kapounona/Enrakanon Orion”.

WNndopmupaiite Bamms nexap, ako Bue miu cemeiictBoro Bu/To3u, kKoifTo monara rpuku 3a0emnexu,
4e pa3BUBAaTe MOJOOHHU HA 3aBUCHMOCT CUMIITOMH, BOJCILH IO CHIIHO KEJIAHKE 32 TOJIEMHU 103U
JleBogona/Kap6unona/Enrakanon Orion u ApyrH JeKapcTBa, U3MOI3BAHMU 32 JIeUeHHE Ha 0oJiecTTa Ha
[TapkuHCOH.

WNudopmupaiite Bammst nekap, ako Bue nnm Bamero cemeiictBo/6onHornenay 3abenexure, e
IIPOABABATE CKIIOHHOCT HUJIM HECIIPCOOJOJIIMMO KEJIaHUE 1a C€ AbPKUTE 110 HAYUH, KOITO € HeoOMYacH
3a Bac win He MOXXeTe J1a yCTOUTE Ha UMILYJICUTE, BICUEHUETO WM U3KYIIEHUETO J1a U3BbPIIBATE
OTIpeieNIeHH JICHCTBUS, C KOUTO MOXKE Jla C€ HapaHUTE WU Jia HapaHuTe okoiHuTe. [1o100H0
MMOBCACHUC CC HapHW4a HAPYUICH KOHTPOJI HaZl UMITYJICUTC U MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, IPEKOMEPHO SIICHE WU XapuyeHe, IPEKOMEPHO CEKCYaJIHO JKEJIaHUE WIA HaTpar4uBU
CCKCYyaJIHU MUCJIU WJIN NTPEACTaBU. Moxe Ja CC HaJIOXHU Bammsar JICKAp Ja HarlpaBX NPEOICHKA Ha
Jedyenuero Bu.

Bammsar nexap Moe fa HalpaBy HAKOU PEIOBHU J1a0OPATOPHH U3CIEABAHUS IPU NPOIBIDKUTETHO
neuenue cbe JleBonona/Kapounona/Enrakamnon Orion.
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Axo TpsOBa 1a ce TOUIOKHTE Ha omepalius, Mol yBeoMeTe Bamms nekap, 4e npuemare
JleBonona/Kap6unona/Enrakamnon Orion.

He ce mpenoppuBa wusnomsBanero Ha JleBomoma/KapOumona/Enrakanmon Orion 3a JedyeHHe Ha
eKCTpanupaMUIHH CUMOTOMH (HaIpuMep HEBOJICBH ABHMKCHHS, TPENEpeHe, MyCKyJIHa CKOBAHOCT U
MYCKYJIHU CBKPAIeHHUs1) IPUYMHEHH OT JPYTH JICKapCTBa.

ﬂega 1 IOHOIIIN

Onutst cbe JleBomona/Kapounona/Entakanon Orion npu nauueHTy noA 18 ToIuHH € orpaHuYeH.
ITopanu ToBa ynotpebata Ha JleBogona/Kap6unona/Enrakanon Orion npu Jena WM IOHOIIN HE Ce
MpenopbrYBa.

Apyru nexapcrsa u Jlepogona/Kaponnona/Enrakanon Orion

WNndopmupaiite Bammst nexap unu papmanesT, ako mprueMaTe, HaCKOpo CTe MPUEMad WU €
BB3MOXHO J1a TpHEeMaTe APYTH JIEKapCTBa.

He npuemaiite Jleonona/KapOunona/ExnTtakanon Orion, ako mpuemMarte HIKOH JIEKapCTBa 3a JICUCHHE
Ha Jenpecus (komOuHanu ot cenekTuBHE MAO-A 1 MAO-B nHXHOUTOPY MK HECENIEKTUBHU
MAO-uHXHOUTOPH).

JleBogona/Kapounona/Entakanon Orion Moxxe 1a yBenn4aBa e(EeKTUTE 1 HEXKETaHUTE Peakluy Ha

OIIpeIeNICHN JIEKapCcTBa. Te BKIIOYBAT:

- JIEKapCTBa, U3MOI3BAHHM 32 JICUCHHE Ha IENPEcHsl, KATO MOKJIO0EMHU I, aMUTPHUIITHIINH,
Je3UNpaMKH, MAaPOTHUIINH, BeHJIa(aKCHH U NapOKCETHH

- PUMHUTEPOIT M N30TIPEHAINH, U3II0JI3BAHU 32 JIeUeHHE Ha O0JIEeCTH HA TUXaTeTHUTE ITbTHILA

- aJIpeHAJINH, U3TI0JI3BaH TPH TEXKH ANEPTUUHU PEaKIun

- HOpaJpeHaIrH, JOIaMHUH U JOOYTaMHH, U3II0JI3BaHU 3a JICUCHHE Ha ChbPACYHU OOJIECTH U HHUCKO
KpPBBHO HaJATaHe

- ana-MeTHUIA0NA, U3MOI3BaHa 32 JICYEHUE HA BUCOKO KPBbBHO HAJATaHE

- anoMopQuH, KOWTO ce U3I0JI3Ba 3a JieueHHe Ha OojectTa Ha [lapkuHCOH

Edexrure Ha JleBomomna/Kapounona/Enrakamnon Orion MoraT n1a 6b1aT OTCIA0CHU OT HAKOU

nekapcTBa. Te BKIFOYBAT:

- JOTIAMUHOBY aHTarOHUCTH, U3IOJI3BAHN 32 JICUCHHE Ha TICHXUYHU HapyIICHUs, TaJIeHe U
MTOBPBIIAHE

- (heHUTOWH, U3MOI3BaH 32 MPOPUIAKTHKA HA THPUOBE

- TanaBepyH, H3MOI3BaH 3a OTITyCKaHe Ha MYCKYJIUTE

JleBogona/Kapounona/Enrakanon Orion MoXke 1a Ipedr Ha yCBOSIBAHETO Ha xelsi30. Cae0BaTeHO
He npuemaiite JleBonona/Kapounona/Enrakanon Orion eIHOBPEMEHHO ¢ XpaHUTETHH JOOABKH,
ChABpIKAIIHM Xkena30. Crel KaTo CTe MPUENH HAKOE OT ABETE, M34aKaiiTe Hal-Maiko 2 1o 3 yaca
MpeIu 1a MPUEMETE IPYroTo.

Jlepopona/Kapounona/Enrakanon Orion ¢ XpaHu U HAITUTKH

JleBogona/Kapounona/Enrakanon Orion MoXke Aa ce mpuema ¢ win 0e3 xpasa.

[pu vaxon nanmentu Jlesomona/Kapouaona/Exrakanon Orion Moxke fa He ce abcopOupa no0pe, ako
ce MpHueMa ¢ WM CKopo cies 6oraTi Ha OeNThUMHM XpaHH (KaTo HalpuMmep Meca, puda, MIeyHH
MPOAYKTH, ceMeHa U siaku). [lockBeTBaiite ce ¢ Bamms nekap, ako cuurate, 4e ToBa ce oTHacs 3a Bac.

BpemenHnocTt, kbpMeHe M (epTHINTET

AKko cte OpeMeHHa WK KbPMUTE, CMATATE, Y€ MOXKE Ja CTe OpeMEeHHa WM [UTaHUpaTe OpeMEeHHOCT,
nochbBeTBalTe ce ¢ Bamms nekap nim ¢papManeBT npeau ynorpedaTta Ha TOBa JEKapCTBO.
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He tpsi0Ba na xppmuTe 1o BpeMe Ha Jieuenueto ckve Jlesogona/Kapounona/Enrakanon Orion.
Hlo¢pupane u padora ¢ MAIIUHU

JleBogona/Kapounona/Enrakanon Orion MoXke 1a IOHIKM KpBBHOTO Bu Hamsirane, KoeTo Moe 11a
Bu nakapa na mouyBcTBaTe c1aboCcT WiH 3aMasHocT. CienoBatesHo TpssOBa na 0b1eTe 0coO0eHO
BHUMATEJIHU NpH modupaHe 1 padoTa ¢ HHCTPYMEHTH WM MAIIHH.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIaTe, Y€ BHEC3aIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ PA3CbHUTC HAITBJIHO, IIPCAN Aa I]_IO(l)I/IpaTC HJIN Ja BbpHIWUTE HCIIO APYTO, KOCTO U3UCKBaA
BHUMaHHE. B MMPOTHUBCH cnyqaﬁ, MOXKE Ja ITIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsIBaHC WX CMBPT.

Jlesopona/Kapounona/Enrakanon Orion cbabpika 3axapo3a

JleBogona/Kapounona/Enrakanon Orion ceabpika 3axaposa (1,89 mg/rabnerka). Ako BamusT nexap
Bu e kazan, ye nMaTe HEIIOHOCUMOCT KbM HSAKOH 3aXapH, CBBPXKETE CE C HETO, MPEIIH J1a IPHEeMeTe
TOBA JIEKapCTBO.

ToBa nexkapcTBO chABpPKa MO-MaNKO 0T 1 mmol Hatpuii (23 mg) Ha MakcHMallHaTa IPENOPBUUTEIIHA
THEBHA J103a, T.€. MOXE J1a ce KaXKe, e MPAKTUIECKU HE ChABPKa HaTpUH.

3. Kak na npuemare Jlepogona/Kapounona/Enrakanon Orion

Bunaru aneMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e kazan Bamusr JICKap Wi (bapMaL[eBT. Axo HE
CTC CUT'YPHHU B HCIIO, nonuraite Bamms JICKap Win (bapMaueBT.

IIpu BB3pacTHH U XOpa B CTapyueCcKa Bb3PAacT:

- Bammusit nexap me Bu xaxe Touno konko tabnerku Jleogona/Kapoumona/Exnrakamnon Orion ia
B3€MaTe JHEBHO.

- TabnerkuTe HE ca MpeAHA3HAUYEHH Ja C€ JENAT MU YYIIT Ha I0-MaJIKH Napyera.

- Bceku mbT npuemMaiiTe camo 1o egHa TabieTka.

- B 3aBucHMMOCT OT TOBa Kak pearupare Ha JIeYeHUEeTO, BamusaT nexkap Moxe Jja MOBULIH WIN
HaMalu 103ata.

- Axko npuemate JleBopona/Kapbunona/Entakanon Orion tabnetku 50 mg/12,5 mg/200 mg,
75 mg/18,75 mg/200 mg, 100 mg/25 mg/200 mg, 125 mg/31,25 mg/200 mg nnm
150 mg/37,5 mg/200 mg, He B3emaiiTe noBeue oT 10 TabaeTku AHEBHO.

I'oBopere ¢ Bamms nekap win apmaieBT, ako MUCIHUTE, Y€ e(heKThT Ha
Jleronona/Kapounona/Errakamon Orion e mpekaneHo CHIISH WK PeKalieHo C1a0, HITH H3IUTBATe
HEeXeJIaHU PeaKIiu.

3a ma orBOpuTe OyTMIIKAaTa 3a I'bPBU IBT: OTBOpETE
Kalraykara M CJIeZl TOBa HATUCHETE ¢ majen (OJIHOTO, C
KOETO € 3aledaTaHa OyTHJIKaTa, JOKaTO C€ CKbCa.
Buxre ¢purypa 1.

AKo cTe puesu noBeve oT HeodxonumaTa n03a Jlepopona/Kaponnona/Earakanon Orion

AKO cllydaiiHO CTe MpHUeNu npekaieHo MHoro tadsetku Jleogomna/Kapoumona/Entakanon Orion,
obaniete ce He3abaBHO Ha Bamms ekap wim papmaneBT. B ciaywail Ha npego3upane Moxe 1a
novyBCcTBaTe 00BPKBaHE WK Bb30Yy1a, Chp/ieuHaTa Bu geiiHOCT Moke n1a Ob/ie 110-0aBHA MK T10-
Obp3a oT 00MYAaHHOTO WITK IBETHT HA KOXKATa, €3WKa, OUNTE WIH yprHaTa Bu Moxe 1a ce mpoMeHH.
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Ako cTe nponycHaau aa npuemere Jlepogona/Kapougona/Enrakanon Orion
He B3emaiiTe nBoitHa /032, 3a Ja KOMIIGHCUpATE TIPOITyCcHATa TabJIeTKa

Ako nMma noBeue ot 1 yac go caensaniata Bu mosa:
BsemeTe eqna TabneTka, BeHara ciie/ KaTo ce CETUTE U Clie[BaIiara TabjaeTka B peIOBHOTO BpeMe.

AKko nMa nmo-Majko ot 1 Jac mo ciaensamara Bu go3a:
B3eMmete enna TabneTka, BegHara ciell KaTo ce CETUTE, H34akaiite 1 yac v B3eMeTe ollle eaHa
tabnerka. Cien ToBa ce BbpHETE KbM Bamms peoBeH rpaduk.

Bunaru octaBsiiTe moHe eAWH yac HHTEpBal Mexay Tabnerkure JleBogona/Kapounona/Enrakanon
Orion, 3a 1a n30erHeTe Bb3MOXKHH HEXKENaHU PEaKIHU.

Ako cte cnpeau npuema Ha Jlepogona/Kapougona/Enrakanon Orion

He cniupaiite npuema Ha JleBogona/Kapounona/Enrakanon Orion, ocBen ako Bammsar nexap He Bu
KaXke J1a ro HarpaBuTe. B TakbB ciaydail, Moke 1a € Heo0XoauMo BammusT nekap 1a IpoOMEHH J03HUTe
Ha OCTaHAJINTE AHTUMIAPKMHCOHOBH JIEKapCTBAa KOUTO IpHUEMAaTe, MO-CIENAIHO JEBOONA, 32 1a
IIOCTUTHE JOCTAaThUEH KOHTPOJ BbPXY CUMITOMHUTE BH. AKO psA3KO MPEKbCHETE MpUeEMa Ha
JleBogona/Kap6unona/Enrakanon Orion u Apyry aHTUNIAPKHHCOHOBH JIEKapCTBa, TOBA MOXKE /1a
JIOBEJIE 10 HEYKEIAHN PEAKIIUH.

AKO MaTe HAKaKBU AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHOTpebara Ha TOBA JICKApCTBO, IONHUTATE
Bammms nekap nim ¢apmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumumn

KakTo Bcu4ku eKapcTBa, TOBA JIEKAPCTBO MOXKE Jla MPEIU3BIKA HEKEITAHN PEAKIINH, BEIIPEKH ue HE
BCEKH T MMoJTydaBa. MHOTO OT Te3W HeXellaHW Peaklui MoraT Ja ObJaT o0JIeKUYeHH Ype3 peryupaHe
Ha Jio3arta.

Ako mo BpeMe Ha JiedeHueTo cbe JleBomoma/KapOuzmomna/Exrakanmon Orion MONy4uTe CIACIHUTE

CHMIITOMH, CBbpP:KeTe ce He3abaBHO ¢ Bamusi exap:

- MyCKyiuTe Bum ca MHOTO CKOBaHM WM CHJIHO TOTPBIIBAT, MMaTe TpeElepeHe, BH30yna,
0o0BpKBaHe, TPECKa, YCKOPEH ITyJIC WM T'OJIeMH OTKIOHEHHUS B KPbBHOTO Haisrane. Te morat na
ObJIaT CUMIITOMH Ha 37I0KaduecTBeH HeBposenTtuyeH cunapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApPYUICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMa) WM
pabmoMuonu3a (psaKo, TeKKO MyCKYJTHO HApyIICHHUE).

- ajlepruyHa peakuus, YAUTO TPU3HALKM MOraT Ja BKJIIOYBAT YpTHKapus (KONPHUBHA TPECKa),
chpOex, OOpHB, MMOMyBaHE Ha JIMIIETO, YCTHHUTE, €3MKa WM T'bpIOTO. TOBa MOXKE Ja MPUIMHA
3aTPyAHEHO JUIIAHE WK MPErTbIIaHe.

MHoro wecmu (moeam da 3acecnam noseye om 1 na 10 oywu)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UHN)

- noBaurane (rajeHe)

- 0e3Bpe/IHO OIIBETSABAHE HA YpUHATA B UePBEHUKABOKA(DSB BT
- MYCKYJIHU OOJIKU

- AP

UYectu (moeam oa 3aceznam do 1 na 10 oywu)

- CBETOBBPTECIK W IPUJIONIABAHE, IBJDKAIIM CE HAa HUCKO KPBBHO HAJISTaHE, BHUCOKO KPBHBHO
HaJsIraHe

- BJIOIIIABAHE HA TAPKMHCOHOBHM CUMIITOMH, 3aMaiiBaHe, ChHIUBOCT

- MOBpBIIIAHE, KOpeMHa 00JIKa U AUCKOM(OPT, KUCEIIMHH, CyX0Ta B yCTaTa, 3aneK
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6630’BHI/I€, XaIrIuHaIuy, O6’LpKaHOCT, SIpKU CbHHUIIA (BKJ'HO‘IBaH_U(I KOH_IMapI/I), YMOPACMOCT

INCUXWYHHU U3MCHCHUS, BKIIIOYBAIIIU HpO6H€MI/I C MaMeTTa, TPECBOXHOCT U ACTIPCCUS (B’L3MO)KHO

C MHUCIIY 33 CaMOyOHHCTBO)

NposiBM Ha 3a00JsiBAaHE Ha CBHPLETO WIM apTepuure (Hamp. IpbaHa OOJKa), HENpaBUIHU

ChpJIeYHa IEHHOCT U PUTHM

MO-4€CTO MaJgaHe

3aIyx

3aCHJICHO TIOTeHE, OOPUBH

MYCKYJTHH KpaMITH, IOyBaHe Ha Kpakara
3aMbIJIEHO BIDKIAHE

aHeMHus

HaMaJIeH alleTUT, HaMaJIEHO TErjI0
riaaBo0oJiire, OOJIKU B CTABUTE

nH(pEKIYs Ha MUKOYHUTE THTHIIA

Heuectu (moecam da 3aceenam oo 1 na 100 oywu)

CHPJCUYCH PHUCTHIT
KBbpPBEHE OT YepBara

NPOMEHM B KpbBHATa KapTHHA, KOETO MOXKE Ja JOBele MO0 KbpPBEHE, OTKIOHCHUS
MOKAa3aTeIuTe MPH YePHOAPOOHH (QYHKIMOHATHU TECTOBE

I'bpPYOBE

ycemiase 3a Bb30ya

NICUXOTUYHU CUMITTOMH

KOJIHT (BB3MANICHUE Ha IeOeI0TO YePBO)

NpOMsHA B IIBETa HE CaMO Ha ypHHATa (HaImp. KoKa, HOKTH, KOca, TIOT)

3aTpyJHEHHE TIPH T'bJITAHE

HECTIOCOOHOCT 3a YpUHHUPaHE

C Hew3BecTHA YECTOTa (0 HANUYHUmMe OaHHU He Modce 0a 6bOe HanpageHa oYeHKa)

CunHo xeneHue 3a rojemu no3u Jlesompona/Kapounomna/Enrakanon Orion, HagBUIIABAIIH
HEO0OXOJMMHTE 32 KOHTPOJIMPAaHE Ha IBUTATETHUTE CUMIITOMH, H3BECTHO KaTO CHHAPOM Ha
JOTIAaMUHOBA JUCperyianus. Hsakou manueHTn moiydyaBaT HeoOMYaitHi HEBOJICBU JABIKCHUS

(,[[I/ICKI/IHGISI/IH) B TCXKKa (1)0pMa, MMPOMCHHU B HACTPOCHHUCTO WJIN APYT'U HCKCIIAHU PCAKIIUU CIICA IPUCM

Ha ronemu no3u JleBogona/Kapounona/Enrakanon Orion.

C’BO6H.I€HH Ca CbIIO CICAHUTEC HECKCIAHNU PCAKIIMH !

XeMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
ChpOeK

Mosxe 1a TOJYUNTE CICAHUTE HSXKCIaHN PEaKITUH:

HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO

Morar fia ObJaT BpeJHH, B TOBA YUCIIO:

- CuseH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKH CEPUO3HUTE JTMYHU WM CEMEVHU
MOCTIEACTBUS;

- Hapymen nnm nmoBuIlIeH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO J1a
Bu nputecHs1Ba niM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MTOBUIIEHO CEKCYAIHO JKEIAHUE;

- HexonTponupyemo nazapyBaHe WM XapUeHe Ha HapH;

- llpesxnane (mpueM Ha rojeMu KOJHMUYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO TIpespKAane (IIpUeM Ha MO-TOJSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBede 0T HeOOXOUMOTO, 3a 3aJOBOJIIBAHE HA IJ1a1a).

Wudopmupaiite Bammst nekap, ako nuMate 1mo1o0HO TIOBEICHUE; TOM Iie 00chau ¢ Bac kak na ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMHU.

Cpol0maBaHe Ha HeXKeJIAaHU PeaKInu
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Axo MOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU PCAKIIUU, YBCAOMCTC Bamms JICKap Wi (bapMaueBT.
ToBa BKIIIOUBA BCHYKH BB3MOXHH, HCOIMMCAHU B Ta31 JINCTOBKA HCXKCJIAHU PCAKIUU. Moxete CbIIO
Ja C’LOGH_II/ITG HEXCJIaHU pe€aKIu IUPEKTHO YPE3 HAllUOHAJIHATA CUCTEMA 3a C’BO6H_[aBaHC, IIOCOYCHa
B H[)I/IJ'IO)I(CHI/IC V. Karo C’BO6H.IaBaTe HCXKCJIIaHU PCAKIUU, MOXKCTEC 1a JAACTC CBOA IIPUHOC 3a
IoJIy4aBaHC Ha MMOBCYC I/IH(l)OpMaI_II/ISI OTHOCHO 0€30IIaCHOCTTA Ha TOBA JICKApCTBO.

5. Kak na coxpansBare Jlesonona/Kapounona/Enrakanon Orion
Jla ce cpxpaHsiBa Ha MSCTO, HEJJOCTBITHO 32 JIeIIa.

Jla He ce U3M0II3Ba cJIe]] CPOKa Ha TOAHOCT, OTOENA3aH BhpXY OyTHIKAaTa U KapTOHEHATa KyTHS CIIe]
“TI'ogen n0:”. CpOKbT Ha TOTHOCT OTTOBAPs Ha MOCIETHH JIeH OT TOCOUYEHUS MECell.

To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHn YCJ10BUA 3a CbXpPAHCHHUC.

He PI3XB’BpJ'I$IﬁT€ JICKapCTBAaTa B KaHAJIU3allUATa UJIN B KOHTeﬁHepa 3a JOMAalIH! OTIIadbIIH.
Ilonuraiite Bamms q)apMaueBT KakK Ja YHUIIOXUTC JICKAPCTBATa, KOUTO BEYC HC U3II0JI3BATC. Te3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Chabp:kaHue HAa ONAKOBKATA U I0NMbJHUTEIHA HHPOpMaLUs
Kaxkso cbabpxa Jlesonona/Kapounona/Entakanon Orion

- AxtuBHHTE chcTaBku Ha JleBogomna/Kapoumnomna/Entakanon Orion ca jgeBojomna, kapOuaomna u
€HTAKaIlOH.

- Bceska tabnerka Jleonona/Kapounona/Exnrakanon Orion 175 mg/43,75 mg/200 mg cabpixa
175 mg neBogona, 43,75 mg xkapounona u 200 mg eHTaKaIoH.

- OcrananuTe ChCTAaBKU Ha SAPOTO HA TabJETKaTa ca: KpOCKapMeso3a HaTpUid, MarHe31eB
cTeapar, napeBu4HO Humiecte, MaHuTol (E421) u mosunon (E1201).

- ChcraBkuTe Ha (PUIMOBOTO MOKpHUTHE ca rmnepon (85 nporenra) (E422), xumpomenosa,
MarHesueB creapat noaucopoOar 80, yepBeH xeneseH okcun (E172), 3axapo3a u THTaHOB
muokcun (E171).

Kak usranexna Jlesogona/Kaponnona/Eatakanon Orion 1 KakBO chIbpP:Ka ONaKOBKAaTAa

JleBogona/Kapounona/Enrakanon Orion 175 mg/43,75 mg/200 mg: cBeTno-KapeHNKaBO-4YePBEHH,
oBaJIHU TabneTku, o3HadeHu ¢ ,,LCE 175 ot eqnara cTpaHa.

Tabnerkara Jlesogona/Kapounona/Earakanon Orion 175 mg/43,75 mg/200 mg ce npeyiara B et
OITaKOBKH ¢ pa3iuyHo chabpkanue (10, 30, 100, 130 wiu 175 tabnetku). He Bcuuku BuaoBE
OITaKOBKH MOTaT Jia ObJIaT MyCHATH B Mpoaax0a.

IMpure:kaTes Ha pa3penIeHNETO 32 ynoTpeda
Orion Corporation
Orionintie 1

F1-02200 Espoo
dunnangus

IIponssoaure
Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo
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dunnangus

3a JOITbJIHUTCIIHA I/IH(I)OpMaHI/Iﬂ OTHOCHO TO3H JICKaPCTBCH MPOAYKT, MOJIA CBBPIKETC CC C JIOKAJTHUA
MpE/ICTABUTEN Ha MIPUTEKATEIIS Ha pa3pelIeHUeTo 3a ynoTpeoa:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf.: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel: +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261
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Lietuva
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

Norge
Orion Pharma AS
TIf: +47 40 00 42 10

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261



island Slovenska republika

Vistor hf. Orion Corporation
Simi: +354 535 7000 Tel: +358 10 4261
Italia Suomi/Finland

Orion Corporation Orion Corporation

Tel: +358 10 4261 Puh./Tel: +358 10 4261
Kvnpog Sverige

Orion Corporation Orion Pharma AB

TnA: +358 10 4261 Tel: +46 8 623 6440
Latvija

Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO npepas3riiekaHe Ha JUCTOBKaTa

JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa nH(pOpMaNHs 3a TOBA JIEKAPCTBO € MPEeIOCTaBeHa Ha yeOcaiita Ha EBporielickara areHIus
To JIeKapcTBara: https://www.ema.europa.eu.
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JIncroBka: Undopmanms 3a morpedurtens

Jlesonona/Kapounona/Enrakanon Orion 200 mg/50 mg/200 mg ¢puamupanu TadiaeTkn
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpouereTre BHUMATEJIHO LSJIATA JUCTOBKA, IPEIM 1A 3alI0YHETe 1A IpueMaTe TOBa JIEKapcTBo,

Thil KaTO TSl ChAbP3KAa BaskHa 32 Bac undgopmanus.

- 3amnasere Ta3u JUCTOBKA. Moxe a ©MaTe HyXk/a /1a sl Ipo4YeTeTe OTHOBO.

- AKO0 MaTe HIKAKBU JIOMBIHUTEITHN BBIPOCH, MONUTaiTe Bammus nexap wim gapmaresT.

- ToBa nekapcTBO € MPEeANNCaHO EAUHCTBEHO U TMYHO Ha Bac. He ro npeorcrenBaiite Ha Apyru
xopa. To Moxe J1a UM HaBpeIH, HE3aBUCUMO Y€ TPU3HAIUTE HA TSIXHOTO 3200JIBaHE Ca CHIIUTE
KakTo Bamwure.

- AKO MoNy4ynTe HSIKaKBU HEXEJIaHU peakiyn, yBeaoMere Bammus nexap wiu gpapmanest. Tosa
BKJIKOYBA M BCUYKU BB3MOKHU HEXKEJIAHW PEAKLIMH, HEOIIMCAHU B Ta3U JIMCTOBKA. BuxTe TOUKa

4,

KakBo cbIbpika Ta3u JIMCTOBKA:

Kakso npencrasnsisa Jlesogona/Kapoumona/Enrakanon Orion 1 32 KakBO ce HU3M0I3Ba
KakBo TpsiOBa na 3Haere, npenu na npuemete Jleomomna/Kapounona/Enrtakamnon Orion
Kak na npuemarte Jleromona/Kapounona/Enrakamnon Orion

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansBate Jleomona/Kapounona/Enrakamnon Orion

C’I),Z['Lp)KaHI/Ie Ha OITaKOBKaTa U AOIIBJIHUTCIIHA I/IH(I)OpMaHI/IfI

ANk L=

1. Kakso npencrasasiBa Jlepogona/Kapounnona/Entakanon Orion u 3a KaKBo ce H3M0J13Ba

JleBogona/Kapounona/Enrakanon Orion chabpska TpH aKTUBHH BEIIeCTBa (JIGBOJIONA, KapOUIoma 1
CHTaKarloH) B eJiHa ¢puiMupaHa tadbnerka. Jlesonona/Kapounomna/Enrakanon Orion ce n3nomn3sa 3a
JedeHue Ha 6onectTa Ha [TapKUHCOH.

Bonecrra na [lapkuHCOH ce MpUUMHABA OT HUCKM HUBA B MO3bKa Ha BEIIECTBO, HAPEUECHO TOTTAMHUH.
JleBonoma moBuIIaBa KOMMYECTBATA HA IOMIAMHH M Taka HaMajsiBa CUMIITOMHTE Ha OoyiecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTHIIAPKHHCOHOBHUTE e¢(PEKTH Ha JIEBOJIONA.

2. Kakso Tps6Ba na 3naere, npeau aa npuemere Jlesonona/Kapouaona/Entakanon Orion
He npuemaiite JleBogona/Kapougona/Enrakanon Orion, ako:

- CT€ QJIEPTUYHU KbM JIEBOJIOTIA, KapOUIOMa, EHTAKAIIOH MJIN HKOS OT OCTAHAINUTE ChCTaBKH Ha
TOBa JIEKapCTBO, N30POCHHU B TOUKA .

- uMarTe TECHOBI'bJIHA TIayKoMa (3a00siBaHe Ha OUUTE).

- uMare TyMop Ha HagObOpeyHara Kxjesa.

- npreMare HJIKOU JIEKapCcTBa 3a JIeueHHe Ha Jenpecus (KoMOUHAMK OT celeKTUBHU MAO-A u
MAO-B unxuburopu uinm HeceneKTUBHE MA O-UHXHOUTOPH).

- HSIKOTa CT€ MMaIX HeBpoJienTuieH Manurden cuaapom (HMC-toBa e psiiko cperiana peakius
KBbM JICKapCTBEHH IpenapaTy, U3I0I3BaHNU 32 JICUCHHE Ha TEXKH NCUXUYHU HAPYILICHHS).

- HSKOTa CTE UMallM HETpaBMaTHYHa padaoMuonu3a (psSAKo MyCKyJTHO 3a00JisBaHe).

- uMare TeXKO YepHOAPOOHO 3a00IIsIBaHe.

Ipenynpe:xxaeHus ¥ npeanasHu MepKH

FOBODeTe ¢ Bamms JICKAp UJIn d)aDMaI_IeBT Opeaun ga npueMeETe .HeBO,I[OHa/KaD6I/I,Z[OHa/EHTaKaHOH
OI'iOIl, aKO UMAaTe Wi HAKOra CT¢ MMaJin:
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- ChpJeueH MH(PAPKT WIH JPyTo 3a00IsIBaHe HA CHPIETO, BKIIOYHTEIHO ChPACYHU apUTMUH, WITH
Ha KPbBOHOCHHUTE CHJIOBE

- acTMa Wi Jpyro 3a0oisiBaHe Ha OenuTe ApoOoBe

- 4epHOAPOOEH MpodIIeM, 3aloTo MOXKe Ja € HeoOXoauMo ao3ata Bu 1a 0b/1e kopurupaHa.

- OBOPEYHO WIIH XOPMOHATHO 3a00IIsIBaHe

- CTOMAIITHH SI3BH WJTU T'BPUYOBE

- aKO MMaTe MPOABIDKUATEIHA THAPHs, KOHCYJITHpalTe ce ¢ Bamms nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha Bh3MAJCHHE Ha Ie0eI0TO YepBO

- HsKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KaTO MICUX03a

- XpOHMYHA OTKPUTOBI'BIHA [IIAYKOMa, Thil KATO MOXe JIa € HeoOxoaumo no3ara Bu na Obe
KOpHUTHupaHa u 04HOTO By HamnsaraHne ma Ob/e clefeHO

IlochBeTBaiTe ce ¢ Bammms JICKAap, akO B MOMCHTA IMPpHUEMAaTec:

- AHTHIICHXOTHYHHU CPEJICTBA (JIEKAPCTBA, YIIOTPEOABAHU 32 JIEYEHHE HA IICHXO3H)

- JIEKapCTBO, KOETO MOXKE J]a MPUYHHU OHWKaBaHe Ha KPHBHOTO HAJISTAHE MPHU CTaBaHE OT CTOJI
nim nerno. TpsOBa na 3Haete, ye Jleonona/Kapounona/Exrakamon Orion Moke Ja BIOIITH
TE3H PEaKIIHH.

IlocwBeTBaiiTe ce ¢ Bammsd nekap, ako 1o Bpeme Ha JedeHueTo cbe JleBomona/Kapounona/Enrakanon

Orion:

- 3a0enexuTe, 4e MyCKyauTe Bu ctaHaT MHOTO HanperHaTH Wi CHITHO TOTPBIBAT, HIIH
MOJIyYHTE TPeTepene, Bb30yaa, 00bpKBaHe, TPECKa, YCKOPEH IIYJIC MU TOJIEMU OTKIOHEHHUS B
KPBBHOTO HaJsiraHe. AKO ce CITy4d HSKOE OT TE€3H Hellla, He3a0aBHO ce cBbp:keTe ¢ Bamms
JeKap.

- ce 4yBCTBaTe ACMPECUPaHH, IMAaTe MUCIIH 32 CAMOYOUHCTBO HIIH 3a0eNeXuTe HeoOnyaitHu
IIPOMEHU B MMOBEACHUETO CH.

- YCTaHOBSIBaTE, Y€ BHE3AITHO 3aCMUBATe UJIM CE€ YyBCTBATE MHOTO CHHJIMBH. AKO TOBa Ce CIy4H,
He TpsiOBa Ja modupare WM Ja U3M0JI3BaTe HHCTPYMEHTH WIIM MAIIMHU (BHXKTE CHIIO pa3ziell
"[llodupane u padorta ¢ ManIkuHKA").

- 3a0eNexuTe, Ye ce MosIBSIBAT HEKOHTPOJIUPAHH JBIKEHHS WM CE BIIOMIAT, CJIe] KaTo cTe
3aroyHanu ga npuemate Jlesonomna/Kapounona/EnTakanon Orion. AKo TOBa ce CIIydu, MOXe
Jla ce HaJI0XKK BammsT nexap 1a IpoMeHH 103aTa Ha aHTUIApKUHCOHOBOTO Bu nekapcTso.

- MOJIYYHUTE AUapusl; IPENophyuBa ce CIeJeHe Ha TErI0To, 3a a ce N30erHe Bb3MOXKHa
peKoMepHa 3aryda Ha TerJo.

- uMarte NporpecuBHa aHOPEKCHs, acTeHHs (caadocT, U3TOLMIECHNE) U HaMaJIeHUE Ha TETJIOTO 3a
OTHOCHUTEIIHO KPaThK MEPHUOJ OT BpeMe. AKO TOBa ce CIy4H, TpsiOBa ga ce 0OMHUCITH 0011y
MEAWIUHCKY Tperiiel, BKIIOYBAIL OLEHKa Ha YePHOAPOOHAaTa (DYHKIIHA.

- YyBCTBaTe HyX[a Ja cipere ynotpedara Ha Jlesonona/Kapounona/Enrakanon Orion, BIKTeE
paszen “Axko cre crpenu npuema Ha JleBogona/Kapounona/Enrakanon Orion”.

Wndopmupaiite Bamms nexap, ako Bue miu cemeiictBoro Bu/To3m, KoifTo nmonara rpuxku 3a0emiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CUMIITOMH, BOJCILH 10 CHUIIHO JKEJIaHHE 32 TOJIEMHU 103U
JleBogona/Kap6unona/Enrakanon Orion u ApyrH JeKapcTBa, U3MOI3BAHMU 32 JIeUeHHE Ha 0oJiecTTa Ha
[TapkuHCOH.

WNudopmupaiite Bamms nexap, ako Bue nnu Banrero cemelictBo/0onHorIe 124 3a0€1ekKuTe, e
IIPOABABATE CKIIOHHOCT MJIM HEIIPCOJ0JIMMO KEJIaHUE Ja C€ IBbPKUTE 110 HAYUH, KOITO € HeoOMJacH
3a Bac unm He MmoxeTe Ia YCTOUTEC Ha UMITYJICUTE, BJICUCHHUCTO WJIN U3KYHICHHUETO Ja U3BHPIIIBATC
OIIpeIeNIeHH JICHCTBUS, C KOUTO MOXKE Jla C€ HapaHUTE WU Jia HapaHuTe okoiHute. [1o100HO
MMOBECACHUC CC HapH4a HAPYHICH KOHTPOJI Hal UMITYJICUTC U MOXKE J1a BKIIIOYBA IPHUCTPACTCHOCT KbM
Xa3apT, IPEKOMEPHO SIICHE WU XapuyeHe, IPEKOMEPHO CEKCYaJIHO JKEJIaHUE WIH HaTpar4uBU
CCKCYyaJIHU MUCJIU WJIN NTPEACTaBU. Moxe Ja C€ HaJIOXH Bammsar JICKAap Ja HarlpaBX NPCOICHKA Ha
Jedyenuero Bu.
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Bammmsar nekap Moxe Ja HalpaBy HAKOU PEIOBHU JTIa0OPAaTOPHH U3CIEABAHUS IPU MPOABIKUTECITHO
neuenue cbe JleBonona/Kapounona/Enrakamnon Orion.

Axo TpsOBa 1a ce TOUIOKHTE Ha omepaliys, MoJisl yBeoMeTe Bamms nekap, ue npuemare
JleBonona/Kap6unona/Enrakamon Orion.

He ce mpenoppuBa wusnomsBanero Ha Jleomoma/KapOunmona/Enrakanon Orion 3a JedyeHHe Ha
eKCTpanupaMUIHH CUMOTOMH (HAaIpuMep HEBOJICBH ABHMKECHHS, TPENEpeHe, MyCKyJIHa CKOBAHOCT U
MYCKYJIHU CBKpAlLIeHHUs1) IPUYMHEHH OT APYTH JIEKapCTBa.

ﬂega W IOHOIIIH

Omnutst cbe Jleogona/Kapounona/Enrakamnon Orion npy NarieHTy 1o 18 ToquHu € orpaHuyeH.
[Mopanu ToBa ynorpedara Ha Jleogomna/Kapounona/Errakamnon Orion npu Jelia Win IOHOIIN He ce
MpenopbrYBa.

Apyru nexapcrsa u Jlesogona/Kaponnona/Enrakanon Orion

WNndopmupaiite Bammst nexap uinu papmanesT, ako mpreMaTe, HaCKOpo CTe MPUEMad U €
BB3MOXHO J1a TpHEeMaTe APYTH JIEKapCTBa.

He npuemaiite JleBonona/KapOunona/ExnTtakanon Orion, ako mpuemMarte HIKOH JIEKapCTBa 3a JICUCHHE
Ha Jenpecus (koMmOuHanu ot cenekTuBHE MAO-A 1 MAO-B nHXHOUTOPY MK HECENIEKTUBHU
MAO-uHXHOUTOPH).

JleBogona/Kap6unona/Entakanon Orion Moxxe 1a yBenn4aBa e(EeKTUTE 1 HEKETaHUTE PeaKkluy Ha

OIIpeIeNICHN JIEKapcTBa. Te BKII0YBAT:

- JIEKapCTBa, U3MOI3BaHH 32 JICUEHUE Ha JIENPECHs, KaTO MOKIOOEMUA, aMUTPUNITHIINH
Je3UNpaMyH, MaPOTHUIINH, BeHJIa(aKCHH U NapOKCETHH

- PUMUTEPOIT ¥ N30TIPEHAINH, U3II0JI3BAHU 32 JIeUeHHE Ha O0JIEeCTH Ha TUXaTeTHUTE ITbTHILA

- aIpeHaJINH, U3II0JI3BaH IPH TEXKH ATEPTUUHU PEaKIun

- HOpaJpeHaNrH, JOIaMHH U J0OYTaMHH, U3II0JI3BAHU 32 JICUCHHE Ha ChbPACYHU OOJIECTH U HHUCKO
KpPBBHO HaJATaHe

- ana-MeTHUIAO0NA, U3MO0I3BaHa 3a JICUEHHE HAa BUCOKO KPBbBHO HAJATaHE

- anoMop¢uH, KOWTO ce U3I0JI3Ba 3a JieueHne Ha OosectTa Ha [lapkuHCOH

Edexrure na JleBomomna/Kapounona/Enrakamnon Orion MoraT f1a 6b1aT OTCIA0CHU OT HAKOU

nekapcTBa. Te BKIFOYBAT:

- JOTIAMUHOBH aHTarOHKMCTH, U3MOI3BaHH 32 JICUCHHE Ha TICHXUYHU HapyIIICHUs, TaJieHe U
MTOBPBIAHE

- (heHUTOWH U3MON3BaH 3a MPOPUIAKTHKA HAa THPUYOBE

- TanaBepyH, H3MOI3BaH 3a OTITyCKaHe Ha MYCKYJIUTE

JleBonmona/Kapounona/Exrakamon Orion Moke Aa Ipedr Ha YCBOSIBAHETO Ha xelsi30. Clie1oBaTeIHo
He npuemaiite Jlesogoma/Kapounona/Enrakamnon Orion e THOBPEMEHHO C XpaHUTEITHH T00aBKH,
ChABpKAIIHM Kes130. Cren KaTo CTe MPUENd HAKOE OT ABETE, U34aKkaiTe Hail-mManko 2 1o 3 yaca
peau 1a IpueMeTe IPyroTo.

Jlesopona/Kapounona/Enrakanon Orion ¢ XpaHu U HATUTKH

JleBogona/Kapounona/Enrakanon Orion MoXke Aa ce mpuema ¢ win 0e3 xpasa.

[Ipu vaxon nanmentu Jlesomona/Kapouaona/Exrakanon Orion Moxke fa He ce abcopOupa no0pe, ako
ce MpHueMa ¢ WM CKopo ciiell 6oraTu Ha OeNTHUMHM XpaHU (KaTo HampuMmep Meca, puda, MIeuHH

MNpOAYKTH, CCMCHA U H,Z[KI/I). ITocwBeTBaiTe ce ¢ Bammms JICKAp, aKO CYUTATC, Y€ TOBA CC OTHACA 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET
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Axo cTe 6peM€HHa HJIN KBPMUTC, CMATATC, Y€ MOXKE J1a CTC 6p€MeHHa HJIN IIJIaHUPpaTe 6peMCHHOCT,
IIOChBETBalTE ce ¢ Bamms JICKap Win q)apMaueBT npeau Ia NpueMeTe TOBa JICKapCTBO.

He tpsi0Ba na xppmuTe 10 BpeMe Ha jieueHueto cwe Jlesogona/Kapounona/Enrakanon Orion.
Hlopupane u padoTa ¢ MAIIUHU

JleBogona/Kapounona/Entakanon Orion MoXke 1a IOHMKM KpBBHOTO Bu Hamnsirane, KoeTo Moe J1a
Bu nakapa na mouyBcTBaTe cimabocT win 3amasiHoct. CienoBaTenHo TpsOBa ga 0baere 0co0eHO
BHUMATEJIHU NpH modupaHe U padoTa ¢ HHCTPYMEHTH WM MAIIHH.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WUJIN aKO IMMOHAKOra yCCIIaTe, Y€ BHEC3aIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ PA3CbHUTC HAITBJIHO, IIPCAN Oa H_IO(l)I/IpaTC HJIN Ja BbPIIWUTE HCIIO APYTO, KOCTO U3UCKBA
BHUMaHHKE. B MMPOTHUBCH cnyqaﬁ, MOXKE Ja ITIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsiBaHC WX CMBPT.

Jlesopona/Kapounona/Enrakanon Orion cbabpika 3axapo3a

JleBogona/Kap6unona/Enrakanon Orion ceabpika 3axaposa (2, 3 mg/rabnerka). Axo Bammsar nexap
Bu e ka3an, ye nMaTe HEMMIOHOCUMOCT KbM HSAKOH 3aXapH, CBBPXKETE CE C HETO, MPEIH J1a IPHEeMeTe
TO3H JICKAPCTBEH MPOIYKT.

3. Kak na npuemare Jlepogona/Kapounona/Enrakanon Orion

Bunaru aneMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bamusr JICKAp Wi (l)apMaL[eBT. Axo He
CTC CUT'YPHHU B HCLIO, nonuraiTe Bamms JICKap Wi (bapMaueBT.

[Ipu BB3paCTHH M XOPa B CTAPUYECKA BH3PACT:

- Bammusit nexap me Bu xaxe Touno konko tabnerku Jleogona/Kapoumona/Exnrakamnon Orion ia
B3eMaTe JHEBHO.

- TabneTkuTe HE ca MpeHA3HAYCHU JIa CE JIENSIT WK YYIIAT Ha [TO-MaJKH Iapyera.

- Bcexu mpT mpuemaiite camo 1o eqHa TabieTka.

- B 3aBUCHMOCT OT TOBa Kak pearupare Ha Je4eHHUEeTO, Bammar nexap MoKe /1a TOBUIIHN WITH
HaMaJIi [103aTa.

- Axko npuemate JleBogona/Kapounona/Enrtakanon Orion tabnetku 200 mg/50 mg/200 mg, ue
B3eMaiiTe moBeue OT 7 TabJCTKH JHEBHO.

I'oBopere ¢ Bamms nekap win apmaieBT, ako MUCIHUTE, Y€ e(hEeKThT Ha
JleBonona/Kapounona/Errakamon Orion e mpekaneHo CHIISH WK TPeKaJieHo C1a0, HITH H3IUTBATe
HEeXeJIaHU PeaKInu.

3a ma orBOopuTe OyTMIIKAaTa 3a I'BPBU IBT: OTBOpETE
Kalaykara M CJIeJl TOBa HaTUCHETE ¢ majen (OJIHOTO, C
KOETO € 3aledaTaHa OyTHJIKaTa, JOKaTO C€ CKbCa.
Buxre ¢purypa 1.

AKo cTe puesu noBeve oT HeodxonumaTa no3a Jlesopona/Kaponnona/Earakanon Orion

AKO cllydaiiHO CTe MpHUEIM oBeUe OT HeoOxonumuTe Tabnetku Jlepogona/Kapoumona/EnTakanon
Orion, o0anere ce He3a0aBHO Ha Bammus nexap winu gapmaneBT. B cirydait Ha npeo3upane Moxe J1a
novyBCcTBaTe 00BPKBaHE WK BH30Yy/1a, ChpaeuHara Bu geiiHocT Moke na Obje 1o-0aBHa WK T10-
Obp3a OT OOMYANHOTO WITH IBETHT Ha KOXKaTa, €31UKa, OUYUTE WK yprHaTa Bu Moxe 1a ce mpoMeHH.

Ako cTre nponycHanu Aa npuemere Jleponona/Kapounona/Enrakanon Orion
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He B3emaiite HBOﬁHa [03a, 3a 1a KOMIICHCHUPATE NPOITyCHATa TabJIeTKa.

Axko nMa noBeue oT 1 yac go cinensamniata Bu mosa:
Bsemere eqHa TabneTka, BeIHara cie/ Kato ce CETUTE U Clie[BaIiara TabjJeTka B peIOBHOTO BpeMe.

AKko nMa nmo-Majuko ot 1 Jac mo ciuensamata Bu go3a:
B3eMete enna TabneTka, BegHara ciIel KaTo ce CETUTE, n34akaiite 1 yac ¥ B3eMeTe ollle eaHa
tabnerka. Cien ToBa ce BbpHETE KbM Bamus penoBeH rpaduk.

Bunaru octaBsiiTe moHe eAWH yac HHTEpBal Mexay Tabnerkure JleBogona/Kapounona/Enrakanon
Orion, 3a 1a n30erHeTe Bb3MOXKHH HEXKENaHU PEaKIHU.

Ako cte cnpeau npuema Ha Jlepogona/Kapougona/Enrakanon Orion

He cniupaiite npuema na JleBogona/Kap6unona/Enrakanon Orion, ocBeH ako Bammsar nexap He Bu
KaXke Jja ro HarpaBuTe. B TakbB ciaydail, Moxke 1a € Heo0XoauMo BammusT nexap 1a IpoOMEHH JO3UTe
Ha OCTaHAJINTE AHTUMIAPKUHCOHOBH JIEKAPCTBA, KOMTO MpUEMaTe, MO-CIEMAITHO JIEBOJONA, 3a 1a
ITOCTUTHE JOCTaThUEH KOHTPOJ BbPXY CUMIOTOMUTE BU. AKO psA3KO MPEKbCHETE IpHUeMa Ha
JleBogona/Kap6unona/Enrakanon Orion u Apyry aHTUNAPKHHCOHOBH JIEKapCTBa, TOBA MOXKE /1a
JIOBEJIE 10 HEYKETAHH PEAKIIUH.

AKO MMaTe HAKaKBU AOIBIHUTEIIHU BBIIPOCH, CBBP3aHU C YHIOTpedaTa Ha TOBA JICKAPCTBO, IONMHUTATE
Bamms nekap nim ¢papMarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumuun

KaxkTo BcH4KH IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH TH MMOJTy4aBa. AKO U3MUTATE HAKOU OT T€3W HEXKEJIaH! PEaKIluH, CBBPKETe ce ¢ Barmus ekap
BB3MOKHO Hai-CKOpO. MHOT0 OT Te€3H HEXEJIaHU peakKliy Morat Jia ObaaT 00JICKYCHU Ype3
perynupaHe Ha 03ata.

Ako mo BpeMe Ha JiedeHueTo cbc JleBomona/KapOumomna/Exrtakanmon Orion MONy4HTe CIACIHUTE

CHMIITOMH, CBbpP:KeTe ce He3abaBHO ¢ Bamusi exap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpeEmepeHe, BH30yna,
00BpKBaHe, TPECKA, YCKOPEH ITyJIC I TOJIeMH OTKIOHEHHUS B KPbBHOTO Hassirane. Te morat nia
ObJIaT CUMIITOMH Ha 37I0KaduecTBeH HeBposenTtuyeH cunapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApYLICHHs Ha [EHTpaJHATa HEPBHA CHCTEMa) WM
pabmoMuonu3a (paKo, TeKKO MYCKYJTHO HapyLICHUE).

- ajlepruyHa peakuus, YAUTO MPHU3HALKM MOraT Ja BKJIIOYBAT YpPTHKapus (KONPHUBHA TPECKa),
chpOex, OOpHB, MMOMyBaHE Ha JIMIIETO, YCTHHUTE, €3MKa WM T'bpIOTO. TOBa MOXKE Ja MPUIMHA
3aTPyAHEHO JUIIaHE WK PETTbIIaHe.

MHoro yectu (Mo2am Oa 3acecnam nogeve om 1 na 10 oywu)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UHN)

- noBaurane (rajeHe)

- 0e3Bpe/IHO OIIBETSABAHE HA YpUHATA B UePBEHUKABOKA(DSB BT
- MycKyiHa Ooka

- AP

UYectu (moeam oa 3aceznam do 1 na 10 oywu)

- CBETOBBPTECIK W IPUJIOIIABAHE, IBJDKAIIM CE HAa HUCKO KPBBHO HAJISITaHE, BHUCOKO KPBHBHO
HaJsIraHe

- BJIOIIIABAHE HA MTAPKMHCOHOBHM CUMIITOMH, 3aMaiiBaHe, ChHIUBOCT

- MOBpBIIIAHE, KOpeMHa 00JIKa U AUCKOM(OPT, KUCEIIMHH, CyX0Ta B yCTaTa, 3aneK
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- 0e3chHHE, XaNMIOLUHALNN, 00BPKAHOCT, SIPKU ChHUILA (BKIIOYBALIN KOIIMApPH), YMOPSAEMOCT

- NICUXUYHU U3MEHEHUs, BKJIIOUBAIIY POOIEMH C TaMETTa, TPEBOKHOCT U JenpecHst (Bb3MOKHO
C MHUCIIY 33 CaMOyOHHCTBO)

- MPOSsIBY Ha 3a00JI1BaHE HA CHPLETO MM apTepHuTe (HAMp. rpbAHa 00JKa), HePaBHIHH
ChbpACYHA AEHHOCT U PUTHM

- M0-4eCTO MajJaHe

- 3a1yXx

- 3aCHJICHO TIOTeHE, OOPUBH

- MYCKYJIHU KpaMIIH, TIOAyBaHe Ha KpakaTa

- 3aMBIJICHO BUXKIIAHE

- aHEeMUs

- HaMaJleH aleTUuT, HaMaJIeHO TEerJlo

- riaBoOosue, O0JKK B CTaBUTE

- nHGEKIHU Ha TMKOYHUTE TbTUILA

Heuectu (moecam da 3aceenam oo 1 na 100 oywu)

- CHpJCUYCH MPUCTHIT

- KbPBEHE OT uepBara

- MPOMEHH B KpbBHATA KapTHHA, KOETO MOXKE Ja JOBeIe OO0 KbpPBEHE, OTKIOHEHUSA B
MOKA3aTeIUTE MPU YSPHOAPOOHH (PYHKIIMOHAIHU TECTOBE

- 'bPUOBE

- ycelaHe 3a Bp30yaa

- MCUXOTUYHU CUMITOMH

- KOJHT (BB3MANIEHUE Ha e0eI0TO YepBo)

- MPOMSIHA B IIBETa HE CaMO Ha ypHHATa (HaIp. KOXa, HOKTH, KOCa, MOT)

- 3aTpyJAHCHUE NIPU T'hIITAHE

- HECIIOCOOHOCT 33 ypUHUPaHE

C HewsBecTHA YECTOTa (0 HANUYHUMe OaHHU He Modice 0a Oboe Hanpagena OYeHKa)

CunHo xeneHue 3a rojemu no3u Jlesompona/Kapounomna/Enrakanon Orion, HagBUIIABAIIH
HEOOXOIUMHTE 32 KOHTPOJIMPAHE Ha JBUTATETHUTE CUMIITOMH, U3BECTHO KaTO CHHIPOM Ha
JONIaMHMHOBA pauceryiauus. Hakon nanueHTH noiay4aBaT HeOOMUaHU HEBOJIEBU ABHKCHUS
(nuckuHe3us) B TexKa opMa, MPOMEHU B HACTPOCHUETO WM APYTH HEXXEJaH! PEaKUy CIe]] IPHEM
Ha ronemu n03u JleBogona/Kapounona/Enrakanon Orion.

Cpo0111eHH ca ChIIO CACTHUTE HEKEJIAHN PEaKINU:
- XenaTHuT (Bb3MajJCHUE Ha YePHUS APO0)
- ChpOexK

Moske 1a MOJyYUTE CIASAHNUTE HEKETaH!U PEaKITHH:
- Hecnocobnoct ga ycTonTe Ha MMITYJICHTE J1a M3BBPILBATE ONpPEIeICH! JeHHOCTH, KOUTO
Morar fa ObJaT BpeJHH, B TOBA YUCIIO:
- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WU CEMEHHN
MOCIIEACTBUS;
- Hapymien nnu nmoBuIlIeH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO J1a
Bu npuTecHsBa K Ja MPUTECHABA OKOJHUTE, HAIPUMEP MOBUIIEHO CEKCYATHO KeJaHHE;
- HexonTponupyemo naszapyBaHe WM XapUeHe Ha apH;
- llpessxnane (mpueM Ha rojeMy KOJHMYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO NIpespKAaHe (IpUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBeve 0T He0OXOJUMOTO, 3a 3aJJOBOJISIBAHE Ha II1aja).

HNudopmupaiite Bamms nekap, ako nMate 1mo1o0HO OBEJICHUE; TOM 1ie 00chu ¢ Bac kak 1a ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMHU.

Cpol0maBaHe Ha HeXKeJIAHU PeaKInu
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Axo MOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU PCAKIIUU, YBCAOMCTC Bamms JICKap Ui (I)apMaL[CBT.
ToBa BKIIIOUBAa BCHYKH BB3MOXHH, HCONMMCAHU B Ta3W JINCTOBKA HCXKCIIAHU PCAKIUU. Moxete CbIIO
Ja C’LOGH_II/ITG HEXCJIaHU pe€aKIu IUPEKTHO YPE3 HAllHUOHAJIHATA CUCTEMA 3a C’BO6H_[aBaHC, IIOCOYCHa
B H[)I/IJ'IO)I(CHI/IC V. Karo C’LO6H_IaBaTe HCXKCJIIaHU PpCAKIUU, MOXKCTEC 1a JAACTC CBOA IIPUHOC 3a
IoJIy4aBaHC Ha MMOBCYC I/IH(l)OpMaI_II/ISI OTHOCHO 0€30IIaCHOCTTA Ha TOBA JICKApCTBO.

5. Kak na coxpansBare Jlesonona/Kapounona/Enrakanon Orion
Jla ce cpxpaHsiBa Ha MSCTO, HEJJOCTBITHO 32 JIeIIa.

Jla He ce U3MoII3Ba ciIel] CPOKa Ha TOAHOCT, OTOENA3aH BhPXY OyTHIKAaTa U KapTOHEHATa KyTHS.
CpoKBT Ha TOTHOCT OTTOBaps Ha MOCIETHUS JIeH OT TOCOUYEHUS MECEI.

To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJI0BUA 3a CbXpPAaHCHUC.

He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3alluATa WA B KOHTeﬁHepa 3a JOMalIH! OTIIaabIIH.
Ilonuraiite Bamms q)apMaueBT KakK a U3XBBPJIHUTEC JICKApCTBA, KOUTO BEYC HC M3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Chabp:kaHue Ha ONAKOBKATA U IONMbJHUTEIHA HHPOpMaLUs
Kaxkso cbabpxa Jlesonona/Kapougona/Entakanon Orion

- AxtuBauTe BemiectBa B JleBogona/Kapounomna/Entakanon Orion ca jgeBojormna, kapOujaomna u
€HTAKaIlOH.

- Bcska tabnerka Jleonona/Kapounona/Enrakanon Orion 200 mg/50 mg/200 mg cpabpxa
200 mg neBogona, 50 mg kapounona u 200 mg eHTaKamnoH.

- OcrananuTe ChCTABKU B SIIPOTO Ha TabJeTKaTa ca KpocKapMeo3a HaTpuil, MarHe3ueB creapar,
napeBuyHo Hutrecte, MmanuTol (E421) u noBumon (E 1201).

- CncraBkuTe BB (PUIMOBOTO NOKpHUTHE ca rauuepon (85 mponenra) (E422), xunpomenosa,
MarHe3ueB creapart, noiaucopoar 80, uepseH xene3en okcug (E172), 3axaposa u THTaHOB
muokcnn (E171).

Kak usranexna Jlesogona/Kaponnona/Eatakanon Orion 1 KakBO chIbpP:Ka ONaKOBKAaTAa

JleBogona/Kapounona/Enrakanon Orion 200 mg/50 mg/200 mg: ThMHO KaQ)eHUKaBO YepBEHH,
OBaJIHU Ta0JeTKH, Oe3 aAenurenHa yepra, Mmapkupanu ¢ “LCE 200” ot enHaTta cTpaHa.

Tabnerkara Jlesogona/Kapounona/Earakanon Orion 200 mg/50 mg/200 mg ce npezasnara B et
OITaKOBKH ¢ pa3nuyHo chabpkanue (10, 30, 100, 130 wnu 175 tabnetku). He Bcuuku BUI0BE
OITaKOBKH MOTaT Jia ObJIaT MyCHATH B Mpoaax0a.

IMpureskaTes Ha pa3pelIeHNETO 32 yoTpeda
Orion Corporation
Orionintie 1

F1-02200 Espoo
dunnangus

IIponssoaure
Orion Corporation Orion Pharma

Joensuunkatu 7
FI-24100 Salo

104


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

dunnangus

3a JomBIHUTEHA HH()OPMAIIHMS OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJIS CBBPIKETE CE C JIOKATHHS
MpE/ICTABUTEN Ha MIPUTEKATEIIS Ha pa3pelIeHUeTo 3a ynoTpeoa:

Belgié/Belgique/Belgien
Orion Corporation
Tél/Tel: +358 10 4261

Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Orion Corporation
Tel: +358 10 4261

Danmark
Orion Pharma A/S
TIf.: +45 8614 0000

Deutschland

Orion Pharma GmbH
Jirgen-Topfer-Stralie 46
22763 Hamburg

Tel: +49 40 899 689-0

Eesti
Orion Corporation
Tel: +358 10 4261

EALada
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Corporation
Tel: +358 10 4261

France
Orion Corporation
Tél: +358 10 4261

Hrvatska
Orion Corporation
Tel: +358 10 4261

Ireland
Orion Corporation
Tel: +358 10 4261

Lietuva
Orion Corporation
Tel: +358 10 4261

Luxembourg/Luxemburg
Orion Corporation
Tél/Tel: +358 10 4261

Magyarorszag
Orion Corporation
Tel.: +358 10 4261

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Orion Corporation
Tel: +358 10 4261

Norge
Orion Pharma AS
TIf: +47 40 00 42 10

Osterreich
Orion Pharma Hellas M.E.IL.E
TnA: +30210 980 3355

Polska
Orion Pharma Poland Sp z.0.0.
Tel.: + 48 22 8333177

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261
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island Slovenska republika

Vistor hf. Orion Corporation
Simi: +354 535 7000 Tel: +358 10 4261
Italia Suomi/Finland

Orion Corporation Orion Corporation

Tel: +358 10 4261 Puh./Tel: +358 10 4261
Kvnpog Sverige

Orion Corporation Orion Pharma AB

TnA: +358 10 4261 Tel: +46 8 623 6440
Latvija

Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO MMpepa3rMekJaHne Ha JJUCTOBKaTa

JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa nH(pOpMaKs 3a TOBA JIEKAPCTBO € MPEeIOCTaBeHa Ha yeOcaiita Ha EBporielickaTa areHIus
0 JIeKapcTBara: https://www.ema.europa.
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