MNPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUSA TPOAYKT

Corbilta 50 mg/12,5 mg/200 mg punMupanu TadbIeTKu
Corbilta 75 mg/18,75 mg/200 mg punmupanu TadneTKu
Corbilta 100 mg/25 mg/200 mg punMupanu TabIETKH
Corbilta 125 mg/31,25 mg/200 mg ¢punmupanu TabieTKu
Corbilta 150 mg/37,5 mg/200 mg punmupanu TadneTku
Corbilta 175 mg/43,75 mg/200 mg ¢punmupanu TabieTKu
Corbilta 200 mg/50 mg/200 mg punMupanu TabIETKH

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

Bcesika Tabnerka cpappka S0 mg neBonona (levodopa), 12,5 mg kapOunona (carbidopa) u 200 mg
SHTaKaIloH (entacapone).

[ToMoIIHO BEUIECTBO C U3BECTHO ICUCTBUE:
Bcesika Tabnerka chappka 1,2 mg 3axaposa.

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

[TomMonIHO BEIIECTBO C U3BECTHO JIEHCTBHE:
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).

[ToMoIIHO BEUIECTBO C U3BECTHO JICUCTBUE:
Bcesika Tabnerka crappka 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).

[ToMo1IHO BEUIECTBO C U3BECTHO ICUCTBUE:
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).

ITomoniHM BemecTBa ¢ U3BECTHO AEMCTBHE:
Bcesika TaOnerka cpappka 1,9 mg 3axaposa u 2,6 mg HaTpUi KaTo ChCTaBHA YacT Ha MOMOIIHOTO
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).

[TomonTHO BEmIECTBO € U3BECTHO JIEHCTBHE:
Bcesika Tabnerka cpappka 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).

[ToMoIIHO BEUIECTBO C U3BECTHO JICUCTBUE:
Bcesika Tabnerka chappka 2,3 mg 3axaposa.

3a MBJIHUSA CIIUCHK Ha ITOMOIITHHUTE BCHICCTBA BUKTC TOUYKaA 6.1.

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

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

75 mg/18.75 mg/200 mg
Caemno kaeHuKaBOYEpBEHH, OBAIHU (uIMUpanu TabieTku, 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 cTpaHa.

125 mg/31.25 mg/200 mg
Caemino kaeHuKaBOYEpBEHH, OBAJTHU HHIMUpaHH TabneTku, 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 eqnaTa cTpaHa.

175 mg/43.75 mg/200 mg
Caemino kaeHuKaBOYEpBEHH, OBAJTHU GHIMUpaHH TabneTku, 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. KJIHUWHWUYHHU JAHHU

4.1 TepaneBTHYHHU MOKA3AHUS

Corbilta e mokazaH 3a neueHre Ha Bb3pacTHH MalMeHTH ¢ Oonectra Ha Parkinson, mpu kouto
JBUraTeIHUTE QIYKTyaldy HE MOTaT /1a ce CTA0OMIIM3UPAT B Kpasi Ha MEKAY1030BUs HHTEPBAJ IIPH

JISYEHUETO C JieBoaomna/fomna aekapookcmnasza (JJAK) naxudurop.

4.2 Jlo3upoBKAa M HAYHH HA NPHJIOKEHUE

EO3I/IQOBK3



OnrtrmanHara JHEBHA [103a TPsAOBa Ja ObJe onpeaeieHa Ype3 BHUMATEIHO TUTPUPAHE Ha JICBOJOMA
MY BCEKH MAIMEHT. 3a MPeaovnTaHe € JHeBHATA J103a J]a C€ ONTUMHU3UPA, KaTo ce M3I0JI3Ba €AHa OT
celleMTe HaTMYHU TabneTHU 1o308u ¢opmu (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
nnu 200 mg/50 mg/200 mg neBonona/kapOuaona /€HTaKaIoH).

[NanmenTure TpsiOBa 1a OBAAT MHCTPYKTHPAHU A2 IpUeMar caMmo o eana tadnerka Corbilta Ha
npreM. MHOTO € BEpOsITHO MAlMeHTH, KOUTO Moy4aBat nmo-mManko ot 70-100 mg kapOunona qHEBHO,
Jla UMart raJieHe Win MoBpbluaHe. MakcuManHaTa mpernopbyBaHa JHEBHA 103a eHTakanoH e 2 000 mg,
HO ONHUTHT C 001Ia AHEBHA 1032 KapOuaona, no-rojsma ot 200 mg e orpaHryeH, HOPagl KOETO
MakcumainHara 1o3a ¢ 10 tabnerku aueBHo 3a Corbilta 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. Hecet tabnetku Corbilta 150 mg/ 37,5 mg/200 mg ca paBHu Ha 375 mg kapOugomna
nHeBHO. ChraacHO Ta3u THEBHA A03a KapOHI0ma, MaKCHMalHaTa NpernopbuBaHa JHEeBHA 1032 Ha
Corbilta 175 mg/43,75 mg/200 mg e 8 tabnetrku aueBHo u Corbilta 200 mg/50 mg/200 mg e

7 TabJeTKN AHEBHO.

ITo IMPUHIMII, Corbilta ce uznonssa IIpU MaUCHTHU, KOUTO MMOHACTOAIICM CC JICKYBAT CbC ChbOTBCTHUTC
J03H1 JICBOJ0IIa /IU_IK I/IHXI/I6I/ITOp C HCIPOMCHCHO OCBO60)K)_IaBaHe M CHTAKaIIOH.

Kax oa npemunam na Corbilta nayuenmu, npuemawu komounayus om aegooona /K unxubumopHru
npenapamu (kapobuodona unu dencepasud) u mabiemxu eHmaKanoH

a. [lauyeHTH, KOUTO MOHACTOSILEM CE JIEKYBAT C €HTaKalloH U JIEBOIOMa/KapOuaoma ¢ HETPOMEHEHO
ocB0oOOKaBaHe, B 1031, paBHH Ha TabnetHute A03u Ha Corbilta, Mmorar ga mpeMHHAT HaIPaBo Ha
cpoTBercTBamuTe Tadnerku Corbilta. Hampumep, mauuent, koTo B3eMa egHa TabiaeTka oT

50 mg/12,5 mg neBogona/kapbunona u eana radbnerka entakanod 200 mg YeTupyu IbTU AHEBHO,
MoOKe J1a B3eMe eaHa tabnerka oT 50 mg/12,5 mg/200 mg Corbilta yeTupu TbTH JTHEBHO, BMECTO
oOnuaiiHuTe 03M JeBOAONa/KapOUIoa U CHTAKaIlOH.

0. Ilpu 3amouBane Ha edueHue cbe Corbilta mpu nanMeHTH, KOUTO MOHACTOSILEM HE IpUEMaT
SHTaKaIloH M JieBoAoNa/Kapouaona B 1031, paBHHU Ha TabneTHute no3u Ha Corbilta

50 mg/12,5 mg/200 mg (unu 75 mg/18,75 mg/200 mg, nau 100 mg/25 mg/200 mg, unu

125 mg/31,25 mg/200 mg, unu 150 mg/37,5 mg/200 mg, uau 175 mg/43,75 mg/200 mg, nnu
200 mg/50mg/200 mg), nozupanero Ha Corbilta TpsiOBa na Obe BHUMATEIHO TUTPUPAHO 32
ONTUMAaJICH KJIMHUYEH pe3ynTar. B nauanoro, Corbilta TpsiOBa na ce amantupa Taka, 4e aa
CHOTBETCTBA MAKCUMAaJIHO Ha 0o0IIaTa JTHEBHA /1034 JICBOOIA, N3II0JI3BaHa TIOHACTOSIIEM.

6. [Ipu 3anouBane Ha neueHune cwe Corbilta mpu ManMeHTH, KOUTO MOHACTOSIEM IPUEMaT EHTAKAIIOH
1 JieBozioma/0eHcepa3ul ¢ HEMPOMEHEHO 0CBOOOKIaBaHe, MPUIIOKEHUETO Ha JIeBOI0Ma/0eHCepa3u
TpsIOBa J1a ce CIipe MpenuIIHara Beuep u aa ce 3arnoune Corbilta Ha cnexBamara cyTpuH. Hauamnarta
no3a Corbilta TpsiOBa 1a OCUTYpH CHIIOTO KOJIMYECTBO JIEBOOMA M Manko (5-10 %) moseue.

Kax 0a npemunam na Corbilta nayuenmu, xoumo nonacmosuiem He ce 1eKyeam ¢ eHmaKanoH

3amouBaHe Ha jedeHne cbe Corbilta B 1031, KOUTO CHOTBETCTBAT HA HACTOSIIIATA TEPaNHUsl, MOXKE 1
ce 00chauM mpH manueHTH ¢ 6onecrra Ha Parkinson, ¢ qeuratensu QuyKTyanuu B Kpas Ha
MEXIYJ030BHs HHTEPBAJI, KOUTO HE ca CTaOMIM3UpaHu C TEKYLIOTO JiedeHue ¢ peonpona/IJIK
WHXUOUTOP C HEMPOMEHEHO 0CBOOOXKaBaHe. JupexkTHo npemuHaBade ot jesoaona/ /1K naxudurop
Ha Corbilta, obade, He ce mpenopbyUBa NPH MAUESHTH C AUCKUHE3UH WM C JTHEBHA /1032 JICBOJOMA HAJ
800 mg. IlpenopruBa ce, Ipu T€3M NALMEHTH, J1a CE BbBEJIC EHTAKaIlOH KaTO CAMOCTOSTEIIHO JICUCHUE
(TabNMeTKN eHTAKamoH) 1, ako € HeOOXOAMMO, Ja Ce aJanTupa J03aTa Ha JeBOAONa, IPeaH a ce
npemune kpM Corbilta.

EnTakamon 3acuiBa e(l)eKTI/ITe Ha JICBOJOIIA, IMOpaau KOCTO MOKEC Ja CC HAJIOXKHU, 0c00eHO npu
nalMCHTH C AMCKUHE3MsA, Ja CC HaMaJIk 103aTa Ha JIEBOAO0IIa C 10-30% B PAMKUTC Ha IbPBUTC JHU
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M CCAMHUIIM, CICO 3alI0YBAHC Ha JICYCHHUECTO CHC Corbilta. B 3aBUCHMOCT OT KIMHUYHOTO CHCTOSHHE
Ha nmanueHTa, JHCBHATA A03a JE€BOAO0IIa MOXKE da 6’5,[[6 HaMaJICHA, YpEC3 YBCINYaBaHC HAa UHTCPBAJla
MCKAY AO3UTC H/WIIH Ype3 HAMAJIKIBAHC HAa KOJIUYCCTBOTO JICBOAOIIA 3a 1034a.

Aoanmupane Ha 003ama 8 X00a HA JleYeHUemOo

Korato ce nzncksa noseue JieBo1omna, TpsiOBa 1a ce 00ChIH yBeaudaBaHe Opost Ha TO3UTE H/HIIH
ynotpeba Ha antepHaTuBHa g03upoBKa Corbilta, B paMkuTe Ha npenopbyaHaTa 103a.

Koraro ce nznckBa mo-maiko neBojomna, obmara gaesHa qo3a Corbilta TpsiOBa na Ob1e¢ HaManeHa,
Ype3 HaMaJsIBaHE YeCTOTaTa Ha MPUEM, KaTo Ce yBeIMYaBa HHTEPBAJIa MEXy O3UTE, WK KaTo ce
Hamanu nosupoBkara Corbilta Ha npuem.

B ciyuait, ue nqpyru eBojoma IpoayKTH ce U3IIONI3BAT eqHOBpeMeHHO ¢ Tabietku Corbilta, TpssOBa na
Ce CIa3Bar MPEnopPbhKUTE 3a MAKCUMaJHA J034.

IIpexpamsasane na newenuemo cvc Corbilta: Axo nedennero cwe Corbilta (meBomona /kapounomna/
EHTAKaIoH) € MPEKPaTEeHO U NMAIlMeHTHT € MIPEXBhPIIeH Ha jedeHue ¢ jeojormna /J[JIK naxudurtop 6e3
€HTAKaIoH, Ce Hajlara aJlaTupaHe Ha j03aTa Ha IPYTOTO aHTUIIAPKUHCOHOBO JIEYEHHE, 0COOCHO Ha
JIEBOJIOMA, 32 J]a C€ TIOCTUTHE JOCTAThYHO HUBO HA KOHTPOJ Ha MAPKUHCOHOBUTE CUMITOMHU.

IHeouampuuna nonyrayus.: besonacnoctra u egukacnoctra Ha Corbilta npu ena Ha Bb3pacT NoJ
18 roguHu He ca ycTaHOBEHU. JIUIICBAT TaHHU.

Cmapuecka év3pacm: He ce u3nckpa npomsHa Ha jo3ata Corbilta B cTapuecka Bb3pacT.

Yeprodpobuo yepeacdane: Corbilta TpssiOBa a ce mpuiiara ¢ TOBHINIEHO BHUMAaHUE TIPY MAIUEHTH C
JIEKO JT0 YMEPEHO YepHOAPOOHO YBpekaaHe. Bh3MOXKHO € [la ce HAIO0XK HaMaJlsiBaHe Ha J103aTa (BX.
Touka 5.2.). [Ipu Texko 4epHOAPOOHO YBpeKAaHEe BIKTE TOUKa 4.3.

bvopeuno yepescoane: bpOpeuHoTo yBpexnaHe He 3acsira papMakoKWHETHKaTa Ha eHTakanoH. Hama
MIPOBEICHH H3CiIeBaHNs Ha hapMaKOKMHETHKATa Ha JIEBOJOIA U KapOuaoma Mpy MalueHTH C
O0BOpedHaTa HeIOCTaTHYHOCT, OPaaN KoeTo JieueHueto che Corbilta TpsiOBa ma ce mpuiara ¢
MOBUIICHO BHUMaHKE MPH MALUEHTH € TEXKO ObOpEevHO yBpexkIaHe, BKIIOUUTEIHO U IPU TE3H Ha
JTUATU3HO JIeYeHUE (BXK. Touka 5.2.).

Hauun Ha npunoxenue
Bcesika Tabnerka ce mpuema nepopaiHo ¢be WK 0e3 XpaHa (Bx. Touka 5.2). Enna tabnetka cbabpxa
enHa iedeOHa 103a U MOXKe Jja ce pHuiiara caMmo Lisuia.

4.3 IIporuBomoka3zanus

- CBpBXUyBCTBUTETHOCT KbM aKTHBHHUTE BEIIESCTBA WM HAKOE OT IIOMOIIHUTE BELIECTBA,
n30poeHu B Touka 6.1.

- Texko uepHOAPOOHO yBpEXKIAHE.

- 3aKpUTOBI'BIIHA TIIAYKOMA.

- DeoXpOMOLUTOM.

- EnnoBpemenno npunoxxenne Ha Corbilta ¢ HecenekTuBHr MoHOAMUHOOKcHAa3HH (MAO-A 1
MAO-B) naxuburopu (Hamp. heHen3uH, TPaHUILUIPOMUH).

- 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 HetpaBmMaTndHa
pabnomuonmsa.

4.4 ChnenuajHM NpexyNnpe:KIeHUs U MPeANa3HU MEePKH NPH ynoTpeda



Corbilta He ce npenopbyBa 3a JIeUEHUE HA JIEKAPCTBEHO MHAYLUPAHU EKCTPATUPaMHUIHI
peaxuu.

Jleuenneto cbe Corbilta TpsaOBa na ce mpuiiara ¢ MOBHIICHO BHUMaHKE IPH MALIEHTH C
UCXEeMHYHa 00JIECT Ha CHPILETO, TEKKU ChPACYHO-CHIOBH U PECIIUPATOPHH 3a00IABaHUS,
OpoHxHayHa acTMa, ObOPEYHU MM €HAOKPUHHY 3a00JsIBaHMs, aHAMHE3a 33 NeNTHYHO-I3BEHa
OonecT uiaKM aHAMHE3a 32 T'bPUOBE.

[Ipu nauueHTH, c aHaMHE3a 32 MUOKapAeH HH(APKT, KOUTO UMAT PE3UIyaIHN aTPHO-HOJATHU
WIN BEHTPUKYJIaPHU apUTMHU: TPsIOBaA Aa ce ciIequ 0COOEHO BHUMATEIHO ChpAcyHaTa ASHHOCT
npe3 nepuoja Ha HadajlHO aJlalTHpaHe Ha Ao3aTa.

Benuku nanuenT, nekyBanu cbe Corbilta, TpsiOBa na ObaaT BHUMATEIHO HAOIIOIaBaHU 32
Pa3BUTHETO Ha ICUXUYHU MMPOMEHH, IECHPECHsI ChC CYUIIUIHA TEHACHINA U IPYTH CEPHO3HU
aHTHCOLMAIIHY MposiBY. [lanenTH, ¢ MUHATN WM HACTOSIIM IICUXO03H, TPsAOBa 1a Obaar
JIEKYyBaHH ¢ 0COOCHO BHUMaHHE.

EnnoBpemennaTa ynorpeda Ha aHTUIICUXOTHIIM C IOTIAMHH PELIENTOPEH aHTarOHU3bM, 0COOEHO
D, peuenTtopHu aHTaroHUCTH, TPSAOBaA Ja ce MPOBEXIa BHUMATEIHO, KATO MAIIUEHTHTE CE
HaOII01aBaT 3a U3UE3BaHE HA AHTUMAPKUHCOHOBHS €(EKT WM BIOIIABAHE HA TAPKUHCOHOBHUTE
CHUMIITOMH.

[amuenTy, ¢ XxpoHUYHA OTKPUTOBI'BIIHA TTIAyKOMa, MOTaT Aa ObAAaT JIEKyBaHW BHUMATEIIHO ChC
Corbilta, mpu ycinoBue, 4e BBTPEOYHOTO HAIATAHE € J0OpEe KOHTPOJIUPAHO U MALUCHTHT €
HaOJII01aBaH BHUMATEIHO 3a IPOMEHU BbB BETPEOYHOTO HAJISITaHE.

Corbilta Mo>xe 1a MPUUMHHE OPTOCTATUYHA XUIIOTOHUS, opaau koeto Corbilta TpssOBa na ce
npuiiara ¢ MOBUILIEHO BHUMaHHUE MIPY MAalMEHTH, IPHEMAIU APYTH JIEKapcTBa, KOUTO Onxa
NpeaU3BUKAIN OPTOCTATUYHA XUTIOTOHUSI.

KomOuHnpaHeTo Ha eHTaKaloH € JIEBOJIOIA CE CBbP3Ba C MPOSBU HA COMHOJIEHTHOCT U €MU30A1
Ha BHE3aITHO 3aCMMBaHe MPH NanueHTH ¢ Oonectra Ha Parkinson, mopaau koeto ce Hanara
ocoOeHa IposiBa Ha BHUMaHUe MpH modupane U padora ¢ MauHu (Bx.Touka 4.7).

[Ipu KIMHUYHU TPOYYBAHUS, HEXKEIAHUTE JOIIAMUHEPTUIHN PEAKLUH, KaTO IUCKUHE3HS, ca Mo-
YEeCTH MPH NALMEHTH, KOUTO Ca MOJyyaBajiy €HTAKaloH U JOIIaMUHOBU arOHUCTH (KaTo
OpOMOKPHUIITHH), CEJICKUIINH WM aMaHTaIlH, B CPAaBHEHUE C OHE3U, KOUTO Ca MOTyYaBajn
riane0o ¢ Ta3u koMOuHauus. Mose J1a ce HaJlOXH JO3UTE Ha IPYTUTE aHTUIIAPKUHCOHOBU
JIeKapCTBEHU NPOAYKTHU Aa ObAaT aganTupaHu, korato jedenueTo cse Corbilta ce mpunara Ha
MalKeHT, KOWTO HE MOJyyaBa B MOMEHTA CHTAKAIIOH.

Pabnomuonusa, B pe3ynraT Ha TeXKa JUCKHHE3US IPH HEBPOJIENTHYCH MAJUTHEH CHHIPOM
(HMC), e nabmonaBana paaKo mpu nauueHTy ¢ 6oaectra Ha Parkinson. I[lopanu ToBa Besiko
PA3KO HaMaJIsIBaHE Ha J103aTa WM MPEeKpaTsIBaHe MpueMa Ha JIeBOAoNa, TPsOBa BHUMATEIIHO Ja
ce cienu, 0coOeHO Ny MalUeHTH, KOUTO npreMaT 1 HeBposentuiu. HMC BkitouBa
pabaoMuoIM3a U XUIEPTEPMHUS U C€ XapaKTepU3Upa ¢ MOTOPHU CUMIITOMH (PUTHIHOCT,
MHOKJIOHYC, TPEMOP), TPOMEHHU B ICUXUYHUS CTATYC (HANp. Bb30yIEHOCT, OOBPKAHOCT, KOMa),
XHUIIEPTEPMUSl, aBBTOHOMHA AUCHYHKLUS (TaXUKapAusl, TaOMITHO KPBBHO HAJSITaHE) U MOBHUILCHA
cepyMHa kpeaTH ¢ochoknHasza. B oTaennu ciyyan, Morar aa ce HabIrozaBaT caMo HSIKOU OT
T€3W CUMITOMH W/WIN HaxOAKH. PaHHaTa muarHosa e BaykHa 3a aIeKBaTHOTO OBJIa/IsIBaHE HA
HMC. Cunapom, momgobeH Ha HEBPOJECITUUHUS MATUTHEH CHHAPOM, BKIIOYBAILl MYCKYyJTHa
PUTHAHOCT, MOBHUILECHA TeJIECHA TEMIIEpaTypa, ICUXWYHN IPOMEHH U TIOBHUILIEHA CEPyMHA
KpeaTtuH (ocdoknHaza, € ch00IIaBaH MPH PSI3KO CIHpPaHe Ha aHTUIIAPKHHCOHOBH CPEICTBA.
HMC u pabpomuonunsa He ca chOOIaBaHU BbB BPB3Ka C PSI3KO CHMPaHE Ha EHTAKaloH MpH
KOHTPOJIMpaHu npoyuBanus. Ciel BbBEXKIAHETO HAa €HTAKAIlOH Ha Ta3apa, ca ChoOIaBaHu
n3onupanu ciaydan Ha HMC, no-cnenuanHo cieq psA3Ko HaMaJsiBaHe WM CIIMpaHe Ha
€HTaKaIlOH U JPYTY NpHUIPYKaBallly AOIIaMUHEPIUYHH JIEKapcTBEHH MpoayKTH. Korato ce
MpeleHu 3a HeoOXxoauMo, 3amectBaneTo Ha Corbilta ¢ neBomomna u JI/IK uaxuburop, 6e3
€HTaKaIlOH WU IPYyro IOTIAMHUHEPTUYHO JeUCHHE, TPsIOBa 1a ce U3BBbPIIBa OaBHO, KATO MOXKE
Jla ce HaJO0XXH MOBHUIIIaBaHE J103aTa Ha JIEBOAOIA.

Koraro ce nanara o0ma anecresus, sedenneTo cbe Corbilta Moxe fa mpoABIKY, IPH
yCIIOBHE, Y€ Ha MAallMEHTa € MTO3BOJICHO Ja IpreMa TEYHOCTH U JIEKaPCTBEHH MPOAYKTH IIpe3
ycraTta. AKo JedeHrueTo TpsiOoBa BpeMeHHo 11a ce crpe, Corbilta Mmoske na ce Bb300HOBH, ITpH
I'bPBa BB3MOXKHOCT 32 IIEPOpaAJICH MPHEM Ha JIEKapCTBEHU NPOAYKTH, B ChILIATa JHEBHA 1034,
KaKTO IPeI CIIUPAHETO.



- [IpenopbuBa ce nepuoAMYHA OLIEHKA Ha YEPHOAPOOHATA, XEMaTOIIOETUYHATA, ChPICUHO-
cbl0BaTa u ObOpeuHaTa QyHKUMS OpU NPOIBIDKUTENHO JieueHue cbe Corbilta.

- [Ipu nauueHTHTE, KOUTO UMAT JUAPHsL, CE MIPEMOPHUBA MPOCIEAsIBAHE Ha TETJIOTO C LEJI 1a Ce
n30erHe Bb3MOKHOTO IPEKOMEPHO HaMallsIBaHe Ha TeJIeCHOTO Terio. [Ipoabmkurennara uin
nepcucTupalia Auapus, MOosSBUIIA Ce IO BpeMe Ha yrnoTrpedaTa Ha eHTaKaroH, MOXe Ja €
NpU3HAK Ha KOJIUT. B ciryyail Ha mpoabioKuTeNTHA WM IEPCUCTUpAIla AUapus IPUEMbT Ha
JIEKapCTBOTO TPsOBa Ja ce MPEyCTaHOBHU U J]a C€ MPOBeaT HEOOXOJUMHUTE U3CICABAHUS U
JICYCHHE.

- [TanmenTure TpsiOBa 1a OBAAT peAOBHO NPOCICAIBAHM 32 TOSBATa HA HAPYIIEH KOHTPOJ HAJ
umnyncute. [lanpenture u 6onHOTIEAaYNTE TPSAOBA Aa OBAAT 3aII03HATH C TIOBEACHUYCCKUTE
CHUMIITOMH Ha HapYLICHUS KOHTPOJ HaJ UMITYJICHTE, BKIIOUYBALIH MATOJIOTUYHA CKIIOHHOCT KbM
Xa3apT, HOBUIIECHO MO0, XUTIEPCEKCYAIHOCT, KOMITYJICHBHO XapueHe WX a3apyBaHe,
NpEesHKISHE U KOMITYJICUBHO MPEsDKAAaHEe, KOUTO MOTAT J1a BB3HUKHAT [IPH NALlMEHTHTE,
JIEKyBaHH C JOIIAMUHOBU arOHUCTH W/WJIN JPYro JONaMHHEPTHYHO JICYEHHUE, ChIPKAILO
neBogona, BkimountenHo Corbilta. [IpenopbuBa ce npeorieHka Ha JIeUEHUETO, IPH MOsIBa Ha
NOJ00HU CUMIITOMH.

- Cunzpom Ha nonaMuHoBa aucperynanus (dopamine dysregulation syndrome, DDS) e
Pa3CTPONCTBO, CBBP3aHO ChC 3aBUCUMOCT, BOJIEILO O IPEKOMEpHA yroTpeda Ha MPOayKTa,
KOETO ce HaOmo1aBa Mpy HAKOM NalMeHTH, JIEKyBaHU ¢ kapounona/neBogona. [Ipenu
3all0yBaHe Ha JIeUueHHe, MalUeHTUTe U OoHorIenaunTe TpsiOBa 1a ObAaT NpenynpecHH 3a
MOTEHIMATHUS PUCK OT pa3Butue Ha DDS (BXk. cbio Touka 4.8).

- [Ipu nauyeHTH ¢ MporpecuBHa AaHOPEKCHsI, ACTEHUS U TIOHI)KABaHE Ha TETJI0TO B OTHOCUTEIHO
KpaThK IEepHO OT BpeMe, TpsiOBa 1a ce 00MHUCIH 0011 MEAULIMHCKH MIPETJie, BKIIOUBAIIl
M3CIEABAHUS Ha YePHOAPOOHAaTa (PyHKIHA.

- JleBomona/kapbuomna Moke 1a IPUUUHH (DaTIINBO HOIOXKUTEIHHN PE3YITATH MIPU U3MOI3BaHE
Ha TECT-JICHTA 32 M3CJICIBAHE 32 HANWYKME Ha KETOHU B YpUHATa, KaToO Ta3U peakiys He ce
MPOMEHS NPU KUIBaHE Ha Ipobara. M3mon3BaneTo Ha IMTIOKO300KCHIa3HN METOIU MOXKE J1a
nane GajamuBO OTPULIATEITHH PE3YNTATH 32 TIIOKO3YPHSL.

- Corbilta ceapprka 3axapo3a, mopaay KOETO NAlMEHTH C PEIKH HacIeICTBEeHN IPOOIEeMH Ha
HETMIOHOCHUMOCT KbM (PPYKTO03a, INIFOKO30-TaJaKTO3Ha ManaOCOpOLHs MIIK 3aXap030-U30MaTa3eH
neguuuT, He TpsIOBa J1a MpUeMaT TO3H JEKapCTBEH MPOIYKT.

- Corbilta 150 mg/37,5 mg/200 mg chabpxka 2,6 mg HaTpuii Ha TabiaeTka. MakcumanHara
npenopbyuTenHa AHeBHa 1032 (10 Tabnetkn) cpabpka 26 mg HaTpuil, ekBuBaseHTeH Ha 1,3 %
oT npenoppeya”ara ot C30 MakcuMaHa JHEBHA 103a 2 g HaTPUH 32 Bb3pPacTEH.

- Corbilta 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, 175 mg/4,75 mg/200 mg u 200 mg/50 mg/200 mg ¢unmupanu
TabJEeTKH ChIBPKAT HO-MaIKo oT 1 mmol HaTpuit (23 mg) Ha MaKkCUMaIHaTa MPENOPHUNTETHA
JHEBHA /1033, T.€. MOXeE Jia Ce KaXke, 4e MPAKTUIECKU HE ChIbPKAT HATPHH.

4.5 BzammopeiicTBHe ¢ APYI'H JeKAPCTBEHH NPOAYKTH U ApYyru opMu HAa B3aMMO/eiiCTBHE

Jpyeu aumunapxunconosu rexapcmeenuy npodykmu: 3acera HAMa MHAUKALKMHU 32 B3aUMOICHCTBNS,
KOHTO JIa U3KJIIOYBAT €AHOBPEMEHHATA yIoTpeda Ha CTaHAAPTHN aHTUIIAPKUHCOHOBU JIEKAPCTBEHH
npoaykTu u Corbilta. Bb3M0XXHO € BUCOKHM 1031 €HTAKAaloOH Jja HapymaT abcopOuusaTa Ha KapOuIona.
HeszaBucumo ot ToBa, 0b6aye, He € HAOMIOJaBaHO B3aMMOCHCTBHE C KapOuaona Mpy NpenopbyBaHaTa
cxema Ha nedenue (200 mg entakanos A0 10 mbTH AHEBHO). B3anMoneiicTBusATa MEXIY €HTAKAIIOH U
CEeNeXKWIMH ca M3y4YaBaHU MpPU NMPOYYBAHMS C MHOTOKPATHH OO3M NPH MAlMEHTH ¢ OojecTTa Ha
Parkinson, nexyBanu ¢ nesogona//IIK naxuburtop, kato He € yCTaHOBEHO B3auMmojeicTBue. Korato
ce mpuema cwe Corbilta, THeBHATa 103a ceeXUINH He TpsaOBa 1a npesumasa 10 mg.

Hanara ce moBuilieHo BHUMaHHE npu CAHOBPEMCHHOTO MPUCMAHC Ha JICBOAOIIA U CIICAHUTC aKTUBHU
BCIICCTBA.

AHmuxunepmeHsueﬁu Cp@()CWlG(lI CuMnroMaTuyHa MOCTYypajiHa XUIIOTOHHUA MOXKE J1a HACTBIIU, KOT'aTO
ce HpI/I6aBI/I JICBOJOIIA KbM JICUCHHUCTO HA MALIUCHTH, KOUTO BCYC IMOJTYHaBAT AHTUXUIICPTOHUILIHN.



Bb3moxHO € Ja CC HAJIOKHU aJallTUPAHC HA J03aTa HA aHTUXUIICPTOHUIHOTO CPEACTBO.

Anmuoenpecanmu: Peakunu, KaTo XUIIEPTOHUS U JUCKUHE3US Ca HAOIIOIaBaHU PSIKO MPU
€THOBPEMEHHO MPUIOKECHNE Ha TPUIMKIMYHY aHTUACTIPECAHTH U JISBOIOTa/KapOuaomna.
B3aumopeiicTBuaTa MEX Ty €HTAKallOH U MIMHUIIPAMUH, KAKTO M MEXKIY €HTAKaIoH ¥ MOKJIO0eMHUT ca
W3CIIe/IBAHN B €IMHUYHHY JIO3H TIPH 3paBu 1o0posoiiy. He ca HaOmoqaBaHu papMakoAHHAMAYHA
B3anMOJIeiicTBHA. 3HaUNTeNeH Opoii manueHTH ¢ Oonectra Ha Parkinson ca siekyBaHu ¢ KOMOUHAIHS
OT JIEBOJIOTIA, KapOUAOIa ¥ €HTAKAIIOH U Pa3INYHH aKTUBHU BeliecTBa, kato MAO-A uHXuOuTOpH,
TPUIMKIMYHY aHTUACTIPECAHTH, MHXUOUTOPH Ha OOPAaTHOTO IMOEMaHe Ha HOPaIpPEeHAINH, KaTo
JE3UTIPaMUH, MalPOTUJIVH, BEHIa()aKCHH 1 JIEKApCTBEHHU MPOIYKTH, MeTabonm3upanu or KOMT
(Hamp. BemecTBa ¢ KaTeXoJdHa CTPYKTYpa, TApOKCETHH). Bhlpekn ye He ca HaOro1aBaHu
(hapMaKoMHAMHYHU B3aUMOJICHCTBYSI, TE3U MPOAYKTH TPSAOBA J1a Ce U3MOI3BAT C ITOBHUIIIEHO
BHUMaHue B koMOuHanwms cbec Corbilta (Bxk. Touku 4.3 u 4.4).

Jpyeu axmuenu éewgecmea: JlonaMuH peleNTOPHN aHTArOHUCTHU (HAIp. HAKOH aHTHIICUXOTHULHU U
AHTHEMETUIH), JEHUTOMH U MaNaBEepPUH MOTAT J1a HAMAJIAT TePareBTHYHHA e(EeKT Ha JIEBOJOIIA.
[NanmenTy, npueManiy Te3u JekapcTBeHu npoaykTu cke Corbilta, TpsiOBa na 6bAaT BHUMATETHO
HabromaBaHy 3a 3ary0a Ha TepaneBTHYECH OTTOBOP.

B pesynraT Ha admHUTETA Ha €HTAKaIoOH KbM IuTOXpoM P450 2C9 in vitro (Bx. Touka 5.2), Corbilta
Ou MOT'BJI JJa MHTEp(eprpa C aKTUBHU BEIECTBA, YUUTO META0OIN3HM 3aBUCH OT TO3H H30EH3UM,
kato HarpuMmep S-BapdapuH. [Ipu uznuTBaHe 3a B3aUMOJICHCTBHE TIPH 3IPaBH JOOPOBOJIIIH,
EHTaKarloH He IMPOMEHs TUIa3MeHnTe HuBa Ha S-BapdapuH, nqokaro AUC 3a R-BapdapuH ce yBennuasa
cpenHo ¢ 18 % [Clo 11-26 %]. INR croiinocTute ce noBumanat cpento ¢ 13 % [Cloy 6-19 %]. Ilo
Ta3W MpUYNHA, ce IpenopbuBa KoHTpol Ha INR, npu BeBexknane Ha Corbilta mpu namuenTu,
MOJTy4aBaniy BaphapuH.

Lpyau ghopmu na é3aumooeticmeue: Tbii KaTO IEBOJOIA C€ KOHKYPHPA C HIKOU aMUHOKHCEIHNHH,
abcopOuusta Ha Corbilta Mmoxe ga ObJe HapylIeHa IPY HAKOU MALMEHTH, YUATO XpaHa e 6orarta Ha
MPOTEUHH.

JleBomoma 1 eHTaKaoH Morar Jja 00pa3yBaT XelaTH C JKEISI30TO B CTOMAITHO-YPEBHUS TPAKT, TIOPaIn
KOETO MHTepBalbT Ha nmpueM Mexay Corbilta u sxene3nute npemapatu TpsOBa qa Obae Hali-Manko 2-3
gaca (BX. Touka 4.8).

Jannu in vitro: ExTakanon ce 3anass 3a Msicto 11, koeTo cBbp3Ba 4OBELIKHUS aJ0yMUH, KAKTO U HAKOU
JpYyTH JEKapCTBEHU NPOAYKTH, BKIIOYUTEIHO Juas3enam u uoynpoden. Be3 ocHoa Ha in vitro
W3CIIEeBaHMs, HE CE 0YaKBa 3HAYMMO M3MECTBAHE IPHU TEPAIIEBTHYHH KOHIICHTPALMK Ha
JIeKapCTBeHUTE MpoAyKTH. Jlocera HiMa HHAMKALKS 32 TOJOOHH B3aUMOJICHCTBUSI.

4.6 @eprHiauTeT, OPEMEHHOCT U KbPMeEHe

Bbpemennoct
Hsma noctarpuHO gaHHU 3a yrnoTpebara Ha KOMOWHAITMATA JIEBO0TIa/KapOuI0TIa/€HTaKaloH PU

OpemeHHH )eHH. [IpoyuBaHHsATa IPH KUBOTHH MOKA3BaT PENPOLYKTHBHA TOKCHYHOCT HA OTACTHU
cbcTaBKH (BX. Touka 5.3). [lorenunannusaT puck mpu xopa He ¢ u3BecteH. Corbilta He TpsiOBa na ce
W3II0JI3Ba 110 BpeMe Ha OpeMEHHOCT, OCBEH B CIIydai, Ye Moj3aTa 3a Malikata HaaXBbPJIs Bb3MOKHHS
pHcK 3a deTyca.

Kspmene
JleBogoma ce ekckpeTupa B KbpMata. liMa gaHHU, Y€ JIEUEHUETO C JIEBOAOMA MOTUCKAa KbPMEHETO.

KapOuzmona u eHTakamnoH ce eKCKpeTHUpaT B MIIIKOTO Ha )KMBOTHH, HO HE € U3BECTHO AN CE
eKCKpeTupaT B KbpMara. bezonacHoctra Ha neBooma, KapOUAoONa U eHTAaKalloH IPH HOBOPOAECHOTO
He e u3BecTHa. JKeHure He TpssOBa Ja KbpPMAT 10 BpeMme Ha JieueHueto cbe Corbilta.

depTunurer



HpI/I NPCAKIIMHUYHUTC MTPOYUYBAHUA CHC CaMOCTOATCIIHO IMMPUJIAraHe Ha CHTAKAIIOH, Kap6pmona N
JIEBOAOIIA HE Ca Ha6J'IIO,Z[aBaHI/I HCXKCJIaHU eq)eKTI/I BBpPXY q)epTI/IJ'II/ITeTa. He ca MMPOBCIKIAHN
MMpoOy4YBaHUA OTHOCHO e(l)eKTI/ITe BBpPXY (I)epTI/IJ'II/ITeTa IIpU ’)KUBOTHHU C KOM6I/IHaHI/IHTa OT CHTaKaIlOH,
Kap61/m0na n JICBOJOIIA.

4.7 EdexTn BbpXy cnioco0HOCTTA 32 modgupaHe U padoTa ¢ MAIIUHA

Corbilta Moxe 1a ©Ma 3HAYUTETHO BIMSHUE BBPXY CIIOCOOHOCTTA 3a modupane u padoTa ¢ MalIUHU.
JleBogona, kapOugona M €HTAaKamoH, 3a¢AHO, MOTaT Ja MPUYUHSIT BUCHE HA CBST U CUMITOMATHYCH
OPTOCTAaTU3bM, IOPAIN KOETO CE Hajlara IMOBUIIEHO BHUMaHUE MpH modupaHe 1 paboTa ¢ MaIlluHU.

[NarmenTn, nekyBanu cbe Corbilta, KOMTO U3MUTBAT CHHIMBOCT W/WJIH €MTU30/IM HA BHE3AITHO
3acmuBaHe, TPSAOBa J1a ObJaT MOCHBETBAHU Ja C€ BB3ABPIKAT OT IMO(HUpaHe WK yIacTHE B ICHHOCTH,
MIpY KOWUTO HapyIIeHaTa OIUTEITHOCT MOKE JIa M3JI0KH TSX WK APYTH XOpa Ha OMACHOCT OT CEPHUO3HO
HapaHsBaHE WIH CMBPT (HAIp. pH paboTa ¢ MallIMHMU), 10 MPEOAOIIBAHETO HA MOJOOHN MOBTAPSIIIH
ce enmu3ou (BXK. Touka 4.4).

4.8 Hexenanu jJeKapCTBeHH PeaKIUA
a. Pe3irome Ha mpoguiia 3a 6e30mMacHOCT

Haii-uectrute HeXXenaHu JeKapCTBEHU peakiny, ChoOeHH npu yrnorpeda Ha Corbilta ca quckunesuw,
KOWTO HACTHIIBAT NpHu NpuOim3utenHo 19% ot nanuentute. CTOMAIIHO-YPEBHU CHMITTOMH, KOUTO
BKJIFOUBAT TaJIeHe U AUAPHUs HACTHIBAT CHOTBETHO MpH npudmu3utenHo 15% u 12% ot naruenrture.
Bonku B MyckyiHaTa, CKENETHO-MYCKYJIHATA ¥ CheIMHUTEIHATA ThKaHU HACTHIIBAT IPU
npubm3uTenHo 12% ot maruenture. be3BpenHo uepBeHNKaBo-Ka(sBO OLBETSBAHE HA YpUHATA
(xpoMaTypwusi) HacTbhIBa pu npuodau3uTenHo 10% oT manuenTuTe. CEpro3HU Cllydan Ha CTOMAIITHO-
YpeBEH KPHBOU3IUB (HEUECTH) U aHTHOeeM (PEIIKH) ca YCTAHOBEHH MPHU KIIMHUYHH ITPOYYBAHUS ChC
Corbilta nnm entakanon B komOuHanus ¢ nesojaona /JIJIK maxudurop. Texxbk XemaTuT, TIaBHO C
MpU3HAIM Ha X0JIeCTa3a, pa0dIOMHOII3a U MaJINTHEH HEBPOJISNTHYEH CHHIPOM MOTaT J]a HACTBIIAT
mpu ynorpebata Ha Corbilta, BeIpekn 4e He ca yCTAaHOBEHH CIy4yau OT TAaHHUTE OT KIMHUIHOTO
MpoyYBaHe.

0. M30posiBaHe Ha HexKeJIaHUTE JICKAPCTBEH! PeaKIMH B Ta0una

CrnenHUTE HEXKENaHU JICKAPCTBEHU PEaKIUy, MPEACTaBeHU B Ta0nmma 1, ca cb0paHu, KaKToO OT COOPHU
JaHHH OT €IUHAIECET IBOMHO-CIIENH KIMHUYHA TPOyYBaHus, KouTo ooxsamar 3 230 manuenT (1
810 nexyBanu cbc Corbilta mm enrakanon B komOunanus ¢ nesogona/JJJIK naxuburop u 1 420
JIEKyBaHHU ¢ TuIane0o B komOuHarus ¢ neBoomna//JJIK naxuburop, mim kadeproauH B KOMOMHAIINS C
nesonona//IJIK mHXUOHUTOp), Taka ¥ OT MOCTMAPKETUHTOBUTE JAHHH CJIE]] BHBEKIAHETO HA
SHTaKaIlOH Ha Ia3apa 3a M3M0J3BaHe Ha €HTAKalloH B KoMOuHanus ¢ iesogona/J[JIK naxubutop.

Hexenanute nexapcTBeHU peakIMy ca TPYIUPAHU 10 YECTOTA, KaTO Ce 3all0uBa C HA-9eCTUTE U Ce
M3II0JI3BA CIIeAHATa KOHBEHIHs: MHOTO decTH (>1/10); wectr (>1/100 go <1/10); mewectn (>1/1 000
1o <1/100); penxu (>1/10 000 go <1/1 000), mHOTO penku (<1/10 000), c HEeM3BecTHA YecTOTa (OT
HAJIMYHUTE JAaHHHU HE MOXe J1a ObJie HallpaBeHa OIeHKa, Thil KaTo He MOXe J1a ObJe N3BEICHO
BaJIMTHO M3YMCIICHNE OT KIMHUYHUTE WIH SMUACMHUOIOTUIHY ITPOYIBAHNUSA).

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

Heuecru: TpomOouuTONICHHS

Hapywenus na memadonuzma u Xpanenemo
Yecru: Hawmaneno terno*, Hamanen armerut*®



Ilcuxuunu napywenusn

Yecru: Jemnpecusi, XaTIOUUHALUHT, CbCTOSTHUE Ha OOBPKAHOCT?,
MATOJIOTUYHU ChHUILA¥, TPEBOXKHOCT, O€3CHHHE

Heuecrn: [lcuxo3a, Bp30yma*®

C HeusBecTHa

4ecToTa: CyuiuuaHo NoBeAeHne, CHHIPOM Ha TOIIAMHHOBA TUCPETYJIIaIHs

Hapywenun na nepgnama cucmema

Mmuoro dyectu: JIuckunesus™®

Yectu: Bromasane Ha mapkuHcoHH3Ma (Harp. OpanukuHesus)*, Tpemop, “on-off” henomen,
IUCTOHUS, ICUXUYECKN HApyIICHUs (Hamp. 3acsiraHe Ha IaMeTTa U IEMECHLUS ),
CBHJIMBOCT, 3aMastHOCT*, TT1aBo0OIHE

C HensBecTHa

4YecToTa! ManuraeH HeBpOJIENTUYCH CHHAPOM*

Hapywenusa na ouume
Yectu: 3aMBIJIEHO BIDKIAHE

Covpoeunu napyuienus

Yecru: [IposiBu Ha McxeMHUYHA OOJIECT HA CHPIIETO, Pa3InYHU OT HH(DAPKT HAa MUOKapAaa (KaTto
CTCHOKapus)**, HempaBUIICH ChPJICUCH PUTHM
Heuecru: Wudapkr Ha Muokapma**

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

Pecnupamopnu, 2pvOnUu U MeOUACMUHATIHU HAPYUWIEHUS
Yectu: Hucnues

Cmomauwno-upeenu napyuieHus

Msuoro yectn: Juapus*®, ragene®

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

Xenamoounuapnuu napyuwienusn

Heuecrtu: OTkioHEHNS BB (DYHKIIMOHATHUTE YEPHOIPOOHH MTOKa3aTenu™
C Hen3BecTHaA
4ecToTa: XemnaTut, TIABHO ¢ IPU3HAIIM Ha XOoJllecTas3a (BxK. Touka 4.4.)*

Hapywenua na koxcama u noOKodcHama mvKan

Yectu: OO6puB*, XUMEpPXUIPO3a

Heuecru: [IpomMsHa B 11BeTa HE caMO Ha ypHHaTa (KaTo Hamp. KOXa, HOKTH, Koca, OT)*
Penxu: Aurnoenem

C HemnsBecTHa

YeCcToTa: Yprukapus®

Hapymenuﬂ Ha MYCKYJ/IHO-CKelemHama cucmema u CbeOUHUMETHAMA MbKAH
MHsoro gecTu: Bbonku B MYCKYJIHaTa, CKCJICTHO-MYCKYJIHATA U CbCAUHUTCIIHATA ThbKAHU *

Yectu: MyCKyIHY CIIa3MH, apTPaTHs
C Hen3BecTHaA
YeCcTOoTA: Pabnomuonusza *

Hapywenua na 6v0peyume u nukouHume nomuua
MpHuoro yectn:  OuBeTsABaHE HAa ypuHaTa*
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Yecrn: Wndexnust Ha MMKOYHUTE TBTUILA
Heuecrn: 3anpbiKKa Ha ypUHA

Oouwu napywienus u egpekmu Ha MACHMOMO HA NPUTOIHCEHUE

Yectu: I'ppana Gonka, mepudepeH exeM, NanaHe, HapyIIeHa MOX0AKa, ACTSHHS,
YMOPSIEMOCT,
Heuecru: OO0110 HEepa3MOIOKEHHUE

* HexenaHu JIEKapCTBEHH PEAKLUHU, KOUTO €a MPEJUMHO CBBbP3aHHU C CHTAKallOH WM ca M0-4eCTH (C
pas3nuka B yectoTara Hail-mManko 1% cropea JaHHUTE OT KIMHUYHOTO MPOYy4YBaHE) MpH ymoTpeda Ha
SHTaKaIloH, OTKOJIKOTO MpH ynorpeda camo Ha aesogona/JIK naxuburop. Brxre Touka B.

**YecTOTUTE Ha TOSBA HA MUOKap/IeH WHGAPKT U APYTH MPOSBU HA HCXEMHUYHA OOJIECT Ha
cbpueto (0,43% u 1,54%, CbOTBETHO) ca yCTaHOBEHH Bh3 OCHOBA Ha aHaju3a Ha 13 ABolHO-ciienn
MpOyYBaHUs ¢ yuyactuero Ha 2082 malueHTy ¢ JBUraTeIHA IPOMEHHU MPU U3YEPIBAHE HA 103aTa,
KOHUTO Ca MOJIy4YaBajiy €HTaKaIoH.

B. Onucanue Ha OTAEJTHHU HeKeJIaHH JEKAPCTBCHU PeaKIuu

Hexenanute nekapcTBEHH PeaKIMK, KOUTO ca MPEAUMHO CBbP3aHU C €HTAKaIllOH MM Ca MO0-4eCTH NMPU
ynotpeba Ha EHTakaloH, OTKOJKOTO Hpu ynorpebda camo Ha jesomona//JJIK wuuxuburop ca
oTOemsI3aHN ChC 3Be3ANUKa B Tabnuna 1, Touka 4.86. HAKoM OT Te3n HexxenaHu JIEKapCTBEHH PeaKLuU
ca CBbP3aHU C MOBHUIICHA JONAMHUHEPTUYHA aKTUBHOCT (HANp. JUCKUHE3Us, rajieHe U MOBPBIIAaHE) U
HACTHIIBAT HAW-4E€CTO B HAYAJIOTO Ha JedeHueTo. HamansBaHeTo Ha mo3ara Ha JEBOJONA HaMajsiBa
TEeXECTTa M YECTOTaTa Ha TEe3W JONMaMUHEPIrMYHM peakuuu. M3BecTHM ca MalKko HEeXeJlaH!
JIEKapCTBEHH DPEAKIMM, KOUTO Ca TUPEKTHO CBBP3aHU C aKTHBHOTO BEIIECTBO €HTAKallOH, KOUTO
BKJIIOYBAT AMAPHS U YepBEHUKABO-Ka(sBO OoLBETABaHE Ha ypuHaTa. [loHsIKOra eHTaKarnoH MOXKe ChIIO0
Taka Jla MpPUYMHUA TPOMSHAa B LIBETa Ha KO)KaTa, HOKTUTE, KocaTa M MoTTa. Jpyrn HexenaHu
JICKApCTBEHU PEaKIMU ca OTOENsI3aHu ChC 3BE3AMUKa B Tabnuua 1, Touka 4.80. WM BBB BpB3Ka C I0-
gyecTaTa UM MOsiBa (C pas3iiKa B yecToTaTa Hail-masiko 1%) B JaHHWUTE OT KIMHUYHOTO NMPOYYBAHE C
SHTAaKaIloH, OTKOJKOTO caMo ¢ jeBopona/[IJIK uHxuOutop, nin B MHIMBUIYaTHUTE CHOOLICHHUS 3a
0e30macHOCT, MOMyYeHH CJIe BbBE)KJAHETO Ha EHTAKAINOH Ha ra3apa.

F’Lp‘{OBC HACTBhIBAT PAJAKO MIPU IIPUCM Ha J'ICBOZ[OHa/Kap6I/I)_IOHa, obaue He e YCTaHOBCHA MTPUYINHHO-
CJICACTBCHA Bpb3Ka C JICUCHHUCTO C neBoz[ona/Kap6I/I/:[0na.

Hapymen kontpon Hag ummysncute: [laTonorndna CKIIOHHOCT KbM Xa3apT, HOBUIICHO JTUOHIO,
XHUIIEPCEKCYaTHOCT, KOMITYJICHBHO Xap4eHe WM Na3apyBaHe, MPEsDKAaHe U KOMITYJICHBHO
npeshKIaHe, MOraT 1a Bb3HUKHAT MPH MALMEHTHTE, JICKYBaHH C JOIMaMUHOBU arOHUCTH W/WIH IPYTO
JONIaMHHEPTHYHO JISUCHUE, ChIBPKAIIO JIeBoxomna, Bmounteano Corbilta (Bx. Touka 4.4).

Cunnpom Ha gonamMuHoBa aucperynanus (DDS) e pa3cTpoicTBO, CBBP3aHO ChC 3aBUCHMOCT,
Ha0JI01aBaHO NPU HAKOH MALMECHTH, JEKYBaHH C KapOHI01a/neBo1ona. 3acerHaTuTe NalueHTH
MOKa3BaT KOMITYJICHBEH MOJIeJ Ha 3710ynoTpeda ¢ JoNaMUHEPTHYHH JIEKapCcTBa C T03H, Hall
MOAXOJAIINTE 32 OBJIAAsBaHE HA MOTOPHUTE CUMIITOMHM, KOETO B HAKOM CIydan 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 IIPEKOMEPHA CbHIIMBOCT IIPE3
JCHs M BHE3AIIHU CIIM304H1 Ha 3aCIIMBAHC.

C’BO6HIaBaHe Ha MoA03upaHn HEXKECJIAaHU pCaKIInu

C’BO6HIaBaH€TO Ha MOA03HUPAaHU HCKCIIAHU PCAKIUU CIICA pa3pCllaBaHC 3a y1'IOTp€6a Ha JICKAapCTBCHUA
MMPOAYKT € BAXXHO. ToBa mo3BosBa Aa IpOABbJIKA Ha6J'IIO,Z[€HI/IeTO Ha CbOTHOIIICHUCTO HOJ'ISa/pI/ICK 3a
JICKApCTBCHUSA NPOAYKT. Or MCIUIIMHCKUTC CIICHUAJINMCTHU CEC U3KMCKBA JJa C’LO6H_IaBaT BCsKa
IOoA03UpaHa HEXKEJIaHa peaKusa 4Ype€3 HallMOHAIHa CUCTEMA 3a C’BO6I]_[aBaH€, IIOCOYCHA B H[)I/IJIO)KCHI/IC
V.

11


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

4.9 IIpepo3upane

[TocTMapkeTHHIOBUTE JaHHU BKJIIOYBAT OTIACIHH CIy4au Ha NpeAo3upaHe, Mpyu KOUTO ChOOLICHUTE
Hal-BHCOKY JHEBHHU JI03H HA JICBOJOIA M EHTAKaIoH ca Ouiu chorBeTHO moHe 10 000 mg u

40 000 mg. OcTpuTe CHMIOTOMH M NIPU3HALM NIPH TE€3H CIIy4aH Ha NPEAO3HpaHe ca BKIOYBAIN
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 Corbilta e mTogoOHO Ha TOBa MU OCTPO MpeJo3upane Ha jJeBogona. Ilupumokcus,
obaue, He ¢ eeKTHBEH 3a oOpbInane AerictBreTo Ha Corbilta. [IpenmoppuBa ce xocnuranuzanus u
TpsiOBa J1a ce MPUIIOXKAT OOLIH MOABPKAIIN MEPKH ¢ He3a0aBeH CTOMAIIICH JIABaX M HEKOJIKOKPATHO
MPUIIOKEHUE HA aKTHBEH BBIVIEH. TOBa MOXeE Jja YCKOPH OTACISTHETO HA eHTaKaroH, 0COOEHO upe3
HaMalsiBaHe Ha HeroBata abcopOuus/peadbcopOuus npe3 racCTpOUHTECTUHATTHUA TPAKT. ChCTOSHUETO
Ha pecrnuparopHara, HUPKyJIaTopHaTa 1 ObOpedHaTa CUCTEMH TPsOBa J1a ce ClieA BHUMATEIHO U J1a
ce MpUJIoXKAT aleKBaTHH MOJABp KAy MepkH. Tpsaosa na ce 3anoune EKI” monuTopupane Ha
nanyreHTa 1 BHUMATENTHO /1a Ce CIIEIH 3a N0sIBa Ha apuTMHU. AKO ce Hanara, TpsiOBa 1a ce mpoBeze
MOIXOAII0 aHTHAPUTMUYHO JieueHue. TpsOBa 1a ce uMa mpeaBul BEPOSITHOCTTA MALIMEHTHT J1a €
B3€JI IpyTu akTHBHU BemecTBa ocBeH Corbilta. [lon3aTta oT quanusa npu I€4EHUETO HA OCTPO
MIpeI03UpaHe HE € U3BECTHA.

5. ®APMAKOJIOTHYHHA CBOMCTBA
5.1 ®apmakogUHAMH4YHHU CBOICTBA

dapMakoTepaneBTHYHA TpyTIa: aHTUIIAPKUHCOHOBH JIEKAPCTBa, Jona 1 nona-npousBogau. ATC kox:
NO04BAO3

Criopen ceramHuTe pa3oupanus, ciMrtoMute Ha Oosectra Ha Parkinson ce nbpipkaT Ha u3depriBaHe
Ha JIONIAMIHA B KOPITyC cTpratyM. [lormaMuHbT He IpeMUHaBa Mpe3 KPhBHO-MO3b4YHATa Oapuepa.
[IpexypcopbT Ha TONAMHHA, JICBOAOIIA, IPEMIHABA ITPe3 KPhBHO-MO3bYHATA Oapuepa 1 obJiekyaBa
cuMnToMuTe Ha Oonectra. T'hil KaTo JIeBOOMA ce MeTaO0OIM3Upa UHTEH3UBHO B TiepudepusTa, camo
MaJlKa JacT OT JajieHara Jj03a JOCTUTa JI0 IIEHTpaTHaTa HEpBHA CUCTEMA, aKO JICBOJIONA CE TIPUIIOKHU
0e3 HHXUOUTOPY Ha METAOOIUTHUTE CH3UMH.

KapOunona u 0encepasun ca nepudepun AJIK uaxuburopu, Konto HamassiBaT nepuepHust
MeTa0OoIM3bM Ha JIEBOAOINA A0 IOMIaMHUH U 10 TO3M HaYHMH IOBEYE JIEBOJIONA € HA Pa3NOJI0KEeHUE Ha
Mo3bka. EmHoBpemMenHoTo npunarane Ha JJ/IK nHxuOutopn HaMansBa AeKapOOKCHIMPAHETO Ha
JIeBOJI0NA, KOETO MO3BOJIsIBA YIIOTpeOa Ha MO-HUCKA /1032 JICBOZONA, KaTO YeCTOTaTa Ha HEXKEIaHUTe
peaKnuy KaTo raZieHe, ce HaMaJsBa.

Upes motuckane Ha nekapookcunaszata ¢ JIJIK naxuburop, karexon-O-metuntpanchepazara (KOMT)
ce sIBSBa OCHOBHUS NepHu(epeH MeTaboNNUTEeH BT, KaTaJIH3Upalll KOHBEpCUsATa Ha JieBogorma B 3-O-
Metunpona (3-OM/I), moTeHIMaIHO BpeAeH MeTabouT Ha JieBogoma. EHTakaron e ooparum,
cneuuduyeH u ¢ npegumHo nepudepro aeiicrsue KOMT naxuburop, npeqHa3HaveH 3a
€IHOBPEMEHHO MPUJIOKEHHE ¢ JieBoona. EnTakanon 3a0ass KMupbhHCa Ha JIEBOAONA OT
KpPBBOOOPAIIEHUETO, BOJIEIIO 0 noBuIIeHa o noa kpusaTta (AUC) BbB (papMaKOKWHETUIHUS
npodua Ha neBoxona. B pesynrar Ha TOBa, KIMHUYHHUAT OTTOBOP HA BCSIKA 1034 JIEBOJOIIA € 3aCHUIICH
U YIBJDKEH.

HoxkazatencTsara 3a TepaneBTuyHuTe eextu Ha Corbilta ce 6azupar Ha ABe ABOWHO-CIENH
npoyusanus BbB (aza III, npu kouto 376 manuentu ¢ 6onectra Ha Parkinson, c MoTopHH
¢GyKTyauu B Kpas Ha MEXIyJ030BHsI HHTEPBAJI, IOJIyyaBaT WM €HTAKAIlOH, WX IIane0o ¢ Besaka
noza nesonona/IJIK naxubdutop. JneBHoTo “ON” BpeMe ¢ min 06€3 eHTaKaIlloH € PETUCTPUPAHO B
JOMalIHUTE JHEBHHULIM Ha ManueHTuTe. Ilpn mbpBOTO M3CiIeIBaHE, EHTAKAIIOH yBEINYaBa CPEAHOTO
nHeBHO “ON” Bpeme ¢ 1 h 20 min (CI 959, 45 min, 1 h 56 min), B cpaBHeHHE C H3XOAHATA CTOHHOCT.
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ToBa croTBeTcTBa Ha 8,3 % yBenuueHne Ha JHEBHOTO “ON” BpeMe. ChOTBETHO, HAMAJIEHUETO HA
nueBHOTO “OFF” Bpeme B rpymnata Ha eHTakanoH € 24 % u 0% B rpynara Ha mane6o. [Ipu Bropoto
n3cnenBane, cpeqHoto qHeBHO “ON” Bpeme ce yBenmm4asa ¢ 4,5 % (Cl 959 0,93 %, 7,97 %), B
CpaBHEHUE C U3XO0/HaTa cToiiHOCT. ToBa 03Ha4yaBa, 4ye cpeAHOTO AHEBHO “ON” BpeMe ce yBennudasa ¢
35 min. CpoTBeTHO, HaManeHueTo Ha fHeBHOTO “OFF” Bpeme B rpymara Ha enrakamnoH e 18 % u 5 %
B IpymnaTa Ha riane6o. Te3u pe3yaTaT ca IpHIoKUMH U IpH onucanue Ha epekxrure Ha Corbilta,
Thi Kato epekThT Ha TabneTkute Corbilta e ekBuBaneHTeH Ha TabneTkuTe eHrakanon 200 mg,
MPUIIOKEHH 3a€THO C HATMYHHUTE B THPrOBCKaTa Mpexa KapOuaomna/IeBoomna npenaparu ¢
HETIPOMEHEHO OCBOOOXIaBaHE B CbOTBETHUTE J03H.

5.2 ®apMakOKMHETHMYHHM CBOIiCTBA

Obwu ceoticmea Ha akMuGHUmMe CbCMAasKU

Abcopoyus/pasnpedenenue: CplIecTBYBAT 3HAYUTEIHN UHTEP- U MHTPAWHANBUAYATHH BapUallliy B
abcopOuusTa Ha JeBoJoNa, KapOumona u eHrakanoH. Jlesogona u eHTakamnoH ce abcopoupar u
enxumuHKpat 66p30. Kapbugona ce abcopOupa 1 exMMuHIpa Majko mo-0aBHO oT JieBogomna. Korato
ce jaBa CaMOCTOSITENTHO, O€3 APYTHUTE JIBE aKTHBHU BEIECTBA, OMOHAIIMYHOCTTA Ha JieBojomna e 15 —
33 %, Ha kapbunona — 40 -70 % u Ha enTakamnoH — 35 % cnexn 200 mg nepopanna no3a. [lpuemsbT Ha
XpaHa, 6oraTta Ha IBJITH HEYTPAIHN aMUHOKHCEIMHH, MOKe J1a 3a0aBU 1 HaMaau abcopOuusiTa Ha
JeBojiona. XpaHara He MOBIIHUsIBA 3HAYUTEIHO adcopOuusaTa Ha eHTakanoH. O0eMbT Ha
pasnpexnenenue Ha neBonomna (Vd 0,36 — 1,6 I/kg) u enrakamnon (Vdss 0,27 /kg) e ymepeno mMansbk, a 3a
KapOuzona HsiMa JaHHU.

JleBogoma ce cBBp3Ba ¢ MIa3MEHUTE MTPOTEUHU B MaJika cTerieH mpubauzutentno 10-30 %, a
KapOuI0ma ce CBbp3Ba NPUOIU3UTEIIHO 36 %, TOKAaTO EHTAKAIlOH CE CBhP3Ba B rojisiMa CTEIICH C
I1a3MeHUTe poTenH! (TIprudnm3uTenHo 98 %) - mpeanMHO ChC cepyMHUs alOyMuH. B TepaneBTHIHI
KOHOCHTpaluu, CHTaKallOH HE NU3MECTBa APYT'HU, CBbpP3aHU BbB BUCOKA CTCIICH, aKTUBHU BCUICCTBA
(Hamp. BapgapuH, CATMIIUIOBA KUCEIMHA, PCHUIOYTa30H WM [Ua3eraM), HUTO € M3MECTBaH B
3HaA4YMUTECIIHA CTCIICH OT TE31N CY6CTaHHI/II/I, B TCPAINICBTUYHU HUJIU IIO-BUCOKH KOHICHTpAaUH.

buompancopmayus u enumunupane: B ronsiMa cTereH JIE€BOJI0NA ce METa00IN3UPa A0 Pa3THIHH
METa0OJIMTH KaTo Hali-BaKHHUTE ITBTHINA ca JIeKapOOKCHIIMpaHeTo OT Aona aekapookcunasara (/1K)
n O-Metunupanero ot katexon-O-metunrpancdepasara (KOMT).

Kapbunona ce merabonu3upa /10 1Ba r1aBHA METa0O0JINTa, KOUTO C€ EKCKPETHPAT B YPHHATA KaTO
TJIIOKYPOHUIN U HEKOHIOTHpaHH cheinHeHus. Henmpomenenara kap6unona csctaBisasa 30 % ot
o0I11aTa ypuHapHa eKCKPELIHsl.

EnTakanoH ce MeTaboIM3upa MOYTH HAIThJIHO Npean oTaensHe ¢ ypuHara (10 mo 20%) u
xipukara/pexanuure (80 10 90%). [maBHUAT MEeTaOOMUTEH BT € TTIOKYPOHUPAHETO Ha SHTAKATIOH U
HETOBHSI aKTUBEH META0OJHT — IIUC-U30MEPBT, KOWTO MPECTaBIsiBa OKOJI0 5 % OT 001I0TO
KOJINYECTBO B TJIa3MaTa.

ToTtaaHuIT KIMPBHC Ha JieBoI0Ma € oT nopsaabka Ha 0,55 — 1,38 I/kg/h, a 3a eHTakarnoH ¢ B paMKHUTe
Ha 0,70 1/kg/h. EnuMuHAIIMOHHUAT MOJTYKHUBOT (t12) € 0,6 — 1,3 vaca 3a JieBogona, 2-3 Jaca 3a
kapoumgona u 0,4 — 0,7 yaca 3a eHTaKaIoH, B3€TH IIOOT/IEIIHO.

JleBonomna nnyu eHTaKanoH He KyMYJIUPAaT IIPY MHOTOKPATHO IIPWIOKEHUE, IOPAJHA KPATKHUS
€IIMMHUHAI[MOHEH 10Ty KUBOT.

JIaHHY OT W3CIEBaHMUS in Vitro, N3MOA3BAIIN MHKPO30MAITHH MIPETapaTH OT YOBEIIKH YePEH Jpo0,
MMOKa3BarT, Y€ eHTakarnoH uHxuoupa uuroxpoM P450 2C9 (IC50 ~ 4 uM). ExTakanoH moka3sa Majka
WM HUKaKkBa MHXHOUIUA Ha apyrute Tunoe P450 uzoensumu (CYP1A2, CYP2A6, CYP2D6,
CYP2E1, CYP3A u CYP2C19); BuxTe TOUKa 4.5.

Xapaxkmepucmuxa na nayuenmume
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Cmapuecka ev3pacm: AKo ce mpuema 0e3 KapOuIoTia ¥ eHTaKaIoH, JEBO/[01Ia UMa MO-ToJIsIMa
abcopOrus ¥ 1o-0aBHO OTIIENSIHE TIPH XOpa B CTapuecka Bh3pacT, OTKOJIKOTO MpH mo-miuanu. Cren
KOMOMHHpaHe Ha KapOuoma ¢ JieBojiona obaue, abcopOnusTa Ha JIeBoI0Na € Mo100Ha TIPH X0pa B
cTapyecka Bb3pact u nmo-muaau, Ho AUC ocrasa 1,5 mbTH 1mo-roJisiMa pu X0opa B cTapyecka Bb3pacT,
nopaau Hamanenara JI/IK akTHBHOCT ¥ MO-HUCHK KIUPBHHC, IBIDKAIIN CE HA MPOoIlleca Ha OCTapsBaHe.
Hsma 3naunvu paznmvuku B AUC Ha kapOuaona wiv eHTakarmoH MexXAy no-miaian (45—64 ronuHn) u
XOpa B cTapuecka Bb3pact (6575 rogunn).

M buonanmmynocTTa Ha JICBOJOIIA € 3HAUYUTCIIHO IMO-BUCOKA ITPU KCHU, OTKOJIKOTO IPU MBIKEC. HpI/I
q)apMaKOKI/IHCTI/I‘IHOTO H3CJICABAHE HA Corbilta, OMOHATUYHOCTTA Ha JICBOJOIIa € IMMO-BUCOKA IIPU KCHHU,
OTKOJIKOTO IIPpU MBIKE, INTaBHO MMOPAaX pa3jIMKaTa B TCJICCHOTO TCTJIO, JOKATO IIpU Kap6m[ona n
CHTAKAaIlOH HAMa pasJivKa I10 IOJI.

Yeproopobro yepescoane: MeTabonu3MbT Ha €HTAKAIIOH € 3a0aBeH NPH MAIUESHTH C JIEKO JI0
ymepeHo uepHoapoOHo yBpexaane (Child-Pugh Class A u B), xoeto Bosu 10 moBuUIlIeHa TUTa3MeHA
KOHIIEHTpALMsI HAa €HTaKaloH BbB (a3uTe Ha abcopOuus U enuMuHupane (Bx. Touku 4.2 u 4.3).
(dapMakOKHHETHKATa Ha KapOuIoTia ¥ JIEBOI0TA HE € M3CJIeBaHa MPH IMAIUEHTH ¢ YePHOIPOOHO
yBpexaane. Berpeku ToBa ce nmpemopbuBa Corbilta ga ce mpuiara ¢ MOBUIIEHO BHUMaHUE TIPH
MAIUEHTH C JIEKO JI0 YMEPEHO YepPHOAPOOHO YBpEKIaHE.

bvbOpeuno yspesxcdane: BLOPEUHOTO yBpexkaaHe He 3acsra (hapMaKOKHHETHKATa Ha €HTAKaIlOH.
(dapMakOKHHETHKATa Ha JIEBOJIOMA M KapOuIoma He € U3CJIe[BaHa IPU MalUeHTH ¢ ObOpedHO
yBpexaaHe. Brripeku ToBa, Ipy MalMeHTy Ha Uain3a, HHTepBaiuTe Mexay po3ute Ha Corbilta
TpsiOBa fa ObAAT IO-ABITH (BXK. Touka 4.2).

5.3 IlpeakJMHUYHU JAHHH 32 0€30MACHOCT

Hpe,Z[KJ'II/IHI/I‘IHI/ITe JaHHH 3a JICBOAOIIAa, Kap61/1;[0na 1 CHTaKallOH, U3IIMTBAHU CaMOCTOATCIIHO WX B
KOM6I/IHaL[I/IH, HE MOKa3BaT 0COOEH PHUCK 3a XOpaTa Bb3 OCHOBA HAa KOHBCHIIMOHAJIHU ITPOYYBAHUA 34
6630HaCHOCT, TOKCUYHOCT IIPU MHOTOKPATHO IMPUIJIOKCHUC, TCHOTOKCUYIHOCT U KapIIUHOTCHCH
IIOTCHIIMAJ. HpI/I MMpoy4BaHUs 3d TOKCUIHOCT IIPU MHOTOKPATHO NPUIJIOKCHUC HAa CHTAKAIIOH, €
Ha6n}0/:[aBaHa aHCMMUs, ObJDKalla Cc, Haﬁ—BepOHTHO, Ha CBOMCTBOTO My a o6pa3yBa XC€J1aTHHU
KOMIIIEKCH C XkKeJs130To. I1o oTHoIeHne Ha PCIIPOAYKTHBHATA TOKCUYHOCT HAa CHTAKAIIOH €
Ha6J'IIOI[aBaHO HaMaJICHO q)CTaJ'IHO TETrJI0 U JIEKO 3a0aBEHO KOCTHO Pa3BUTHUC ITpU 3aﬁu1/1, TPETHUPAHU HA
HHUBA HAa CUCTCMHA CKCIIO3UIUA B TCPANICBTUIHUTC I'PAHULIN. Kakro JICBOAOIIAa, TaKa U KOM6I/IHaI_II/I$ITa
oT Kap6m[or[a H JICBOJAOIIA, NPpUYNHABAT BUCHCPAIHNA U CKCJIICTHU Maﬂ(l)OpMaLII/II/I napu 3aﬁun.

6. OAPMAINEBTUYHU JAHHHA

6.1 Chnucbk Ha IOMOIIHHUTE BeleCTBA

TabnerHo sapO:
Kpockapmenosa Hatpuit

Marnesues creapar
[apeBuuHo HuUIIECTE
Manwuron (E421)
[Moumon K 30 (E1201)

dunmoso nokputre Ha 50/12.5/200 mg, 100/25/200 mg u 150/37.5/200 mg:
I'muaniepon (85 mpouenta) (E 422)

Xurnpomenosa

Marsnesues creapar

[Tommcopbar 80

Uepsen xene3eH okcup (E172)

14



3axapo3za
Turanos auokcun (E171)
XKeat xxemezen 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'muaniepon (85 mpouenta) (E 422)

Xurnpomenosa

Marsnesues creapar

[Tommcop6ar 80

Uepsen xene3eH okcup (E172)

3axapo3za

Turanos auokcun (E171)

6.2 HecbBMecTnMoOCTH

He e npunoxxumo.

6.3 Cpok Ha rogHocT

3 roguHU

6.4 Crnenuananm ycjaoBHs HA CbXpaHEeHHe

To3u nekapcTBEH NPOAYKT HE U3UCKBA OCOOCHHU YCIIOBHSI 32 ChbXpaHEHHE.
6.5 Bwuau chabpixaHue HA ONIAKOBKATA

BYTI/IHKa OT MOJUCTUIICH C BUCOKA INITBTHOCT U 3alllUTCHA CPCIY OTBAPAHC OT ACLA NOJHUIIPOIINICHOBA
3aIryniajika.

Coabpxanue Ha onakoBkaTa 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 Bcuyky BUIOBE OMaKOBKY MOTAT J1a OBIAT ITyCHATH B TIPOIaxoa.

6.6 Crnenuananu npeanasHu MepKH IPH U3XBbPJISHE

Hewnsmnomn3BaHuAT IeKapCTBEH MPOIYKT WU OTHAAFYHATE MAaTEPUAIN OT HETO TPSAOBA J1a CE U3XBBHPIIAT
B CHOTBETCTBUE C MECCTHUTE H3UCKBAHHS.

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Orion Corporation

Orionintie 1

F1-02200 Espoo

dunnangus

8. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

50 mg/12.5 mg/200 mg
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EU/1/13/859/001 - 006

75 mg/18,75 mg/200 mg
EU/1/13/859/007 - 011

100 mg/25 mg/200 mg
EU/1/13/859/012 — 017

125 mg/31.25 mg/200 mg
EU/1/13/859/018 - 022

150 mg/37.5 mg/200 mg
EU/1/13/859/023 - 028

175 mg/43.75 mg/200 mg
EU/1/13/859/029 - 033

200 mg/50 mg/200 mg
EU/1/13/859/034 - 038

9. JATA HA ITBbPBO PASPEIIABAHE/ITOJHOBABAHE HA PASPEHIEHUETO 3A
YIOTPEBA

Jara Ha mepBoO paspemaBane: 11 Hoemspu 2013
Jlata Ha nocieaHo nogHoBsBaHe: 6 roau 2018 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

INoapoOna nnpopmanys 3a TO3U JIEKApCTBEH NPOLYKT € MpefocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHIus 1o JekapcTBata: https://www.ema.europa.ceu.
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HPUJIOKEHMUE 11
NNPOU3BOJIUTEJI(M), OTT'OBOPHU 3A
OCBOBOXJIABAHE HA ITAPTUN

YCJIOBUSA NJIX OT'PAHUYEHUSA 3A JOCTABKA "
YIIOTPEBA

APYI' YCJIOBUA U UBUCKBAHUSA HA
PASPEHIEHUMETO 3A YIIOTPEBA

YCJIOBUSA NJIK OT'PAHUYEHUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TPOM3BOJUTEJ (M), OTTOBOPEH(HU) 3A OCBOBOKJABAHE HA TAPTUIU

HmMme 1 aapec Ha MPOU3BOJIUTEIISI OTTOBOPEH 3a OCBO60)KJIaBaHe Ha TapTUAUTC

Orion Corporation Orion Pharma
Joensuunkatu 7

FI-24100 Salo

dunnangus

b. YCI0OBUSA NI OT'PAHUYEHUS 3A JOCTABKA U YIIOTPEBA

HeKapCTBeHI/ISIT MMPOAYKT CC OTITYCKa I10 JICKApCKO MPCATIMCAHUC.

B. JAPYI'U YCJIOBUS U UBNCKBAHUS HA PASPEIIEHUETO 3A YIIOTPEBA
. I[Mepuoguynm akTyaausupaHu 1okjaaau 3a dezonacuoct (ITA/IB)

M3uckBanwmsita 3a nogaBane Ha [TA/Ib 3a To3u ekapcTBEH MPOIYKT Ca TOCOYCHH B CIIUCHKA C
pedepentaute natu Ha EBponeiickus cbio3 (EURD cnuchk), npeasuaeH B wi. 1078, ait. 7 ot
HupextrBa 2001/83/EO, 1 BbB BCHUKH CIIC/IBAIIM aKTyaJH3allly, TyOINKyBaH Ha eBPONCHCKHS
yebmopTai 3a JiekapcTpara.

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

. IInan 3a ynpaBiaenue Ha pucka (IIYP)

[IputexaTensaT Ha pa3peuieHueTo 3a ynotpeda (IIPY) tpsabBa na u3BbpiiBa H3UCKBaHUTE ACHHOCTH U
NeCTBU, CBBP3aHH C IpOCieIsiBaHe Ha JIeKapCcTBeHaTa 0e30MmacHoCT, HocoyeHu B ogoopenus I1YP,
npencrased B Mozayn 1.8.2 na Pasperienuero 3a ynotpe0a, KakKTo 1 IpU BCHYKH CIIeBAIIN
ChIJIACYBaHU akTyanusanuu Ha ITYP.

Axrtyanusupan [IYP tpsiOBa na ce nonasa:

e 110 MCKaHe Ha EBpornelickara areHuus 1o JIEKapcTBara;

e BHHArW, KOraTo ce U3MEHS CHCTeMaTa 3a yIpaBlieHHE Ha PHCKa, OCOOCHO B pe3yiTaT Ha
NoJdy4aBaHe Ha HOBA MH(OpMAaNKs, KOSATO MOXe Jia JOBEAE A0 3HAYUMH IPOMEHH B
CHOTHOILIEHHETO MOJI3a/PUCK, UIIH CIIEe] TOCTUTaHe Ha BasKeH eTar (BbB Bpb3Ka ¢
npociensBaHe Ha JIeKapcTBEHaTa 0€30MacHOCT WM CBEXXJaHE Ha PUCKA 10 MUHUMYM).
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HPUJIOKEHME III

JAHHU BBPXY OITAKOBKATA U JINCTOBKATA
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A. JAHHHU BBPXY OITAKOBKATA
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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

Corbilta 50 mg/12,5 mg/200 mg ¢punmupanu TabaeTku
JICBOI0Ma/KapOuI01a/eHTaKaoH

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

Bcesika puMupana 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 xymus

10 ¢punMupanu TabIeTKH
30 dhunMupaHu TabICTKH
100 punmupanu TabaCTKH
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 IT'BT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere TUCTOBKATA.
ITepopanHo npusioxeHue.

6. CHEHNUAJIHO MPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT INTPOAYKT 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 JIEKAPCTBEHUTE INPOAYKTHU NJIX 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 PASPEHHIEHUETO 3A YIIOTPEBA

EU/1/13/859/001 10 ¢unmupanu TabiIeTKA
EU/1/13/859/002 30 ¢unmupanu TabieTKu
EU/1/13/859/003 100 dpunmupanu TabiaeTku
EU/1/13/859/004 130 dunmupanu TabiaeTku
EU/1/13/859/005 175 dunmupanu TabieTku
EU/1/13/859/006 250 ¢punmupanu 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

corbilta 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 NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

[camo na xkapmounenama Kymusi]
PC {romep}

SN {nomep}

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

ETUKET HA BYTUWIKATA U TEKCT HA KAPTOHEHATA KYTHUA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

Corbilta 75 mg/18,75 mg/200 mg ¢unmupanu TabIeTKH
JIEBOI0Ma/KapOuI01a/eHTaKaoH

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

Bcesika punMupana tabneTka cbhabpika 75 mg nepojorna, 18,75 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 TabIeTKH
30 dhunMupaHu TabICTKH
100 punmupanu TabaCTKH
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. CHEHUAJIHO NPEAYHPEX/JAEHUE, YE JTEKAPCTBEHUAT INTPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT HOI'JIEJA U 1OCET'A HA TEHA

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. CHEHNUAJIHA YCJIIOBUS 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 6ymunkama
Orion Corporation

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/13/859/007 10 ¢punmupanu TabiIeTKH
EU/1/13/859/008 30 ¢punmupanu TabieTKu
EU/1/13/859/009 100 ¢punmupanu TabiaeTku
EU/1/13/859/010 130 ¢unmupanu TabiaeTku
EU/1/13/859/011 175 ¢punmupanu TabiaeTku

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

[TapTuna Ne

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

[16. MH®OPMALIUS HA BPAIJIOBA A3BYKA

corbilta 75/18,75/200 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 xkapmonenama Kymusi]
PC {Homep}

SN {HoMmep}

<NN {HOMED }>
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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

Corbilta 100 mg/25 mg/200 mg ¢unMupanu TadbueTKu
JIEBOI0Ma/KapOuI01a/eHTaKaoH

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

Besika puMupana tadnetka cbabpika 100 mg eBomona, 25 mg kapouzgomna u 200 mg eHTaKaIoH.

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Coabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Kapmonena xkymus

10 ¢punMupanu TabIeTKH
30 dhunMupaHu TabICTKH
100 punmupanu TabaCTKH
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. 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, HCAOCTHITHO 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 INPOAYKTHU NJIX OTHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT 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/1/13/859/012 10 ¢punmupanu TabieTKa
EU/1/13/859/013 30 ¢punmupanu TabieTKu
EU/1/13/859/014 100 ¢punmupanu TabiaeTku
EU/1/13/859/015 130 ¢unmupanu TabieTku
EU/1/13/859/016 175 dunmupanu tabiaeTku
EU/1/13/859/017 250 dpunmupanu 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

corbilta 100/25/200 mg [camo na kapmonenama Kymus|

17. YHMKAJIEH WIEHTUDOUKATOP — 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 {romep}

SN {romep}

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

ETUKET HA BYTUJIKATA U TEKCT HA KAPTOHEHATA KYTHUSA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

Corbilta 125 mg/31,25 mg/200 mg ¢punmupanu TabIeTKH
JIEBOI0Ma/KapOuI01a/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 TabIeTKH
30 dhunMupaHu TaOJIETKA
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. 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 NTPEAYIIPEXKAEHUA, AKO E HEOBXOJNMO
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| 8. JATA HA N3TUYAHE 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 UBUCKBAT TAKHBA

11. HME U AJIPEC HA IPUTEXATEJISI HA PASPEIIEHUETO 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/1/13/859/018 10 ¢punmupanu TabieTKa
EU/1/13/859/019 30 ¢unmupanu TabieTku
EU/1/13/859/020 100 ¢punmupanu TabiaeTku
EU/1/13/859/021 130 ¢unmupanu TabiaeTku
EU/1/13/859/022 175 dunmupanu TabiaeTku

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

[TapTuna Ne

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. HH®OPMAIINSA HA BPAMJIOBA A3BBYKA

corbilta 125/31,25/200 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 xkapmounenama Kymusi]
PC {romep}

SN {romep}

<NN {nomep}>
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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

Corbilta 150 mg/37,5 mg/200 mg ¢unmupanu TabIeTKH
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

Cpabppka 3axapo3a U HaTpHil.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Kapmonena xkymus

10 ¢punMupanu TabIeTKH
30 dhunMupaHu TabICTKH
100 punmupanu TabaCTKH
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. CHEHNUAJIHO MPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT INTPOAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT HOI'JIEJA U 1OCET'A HA TELNA

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 MPEAITAZHUA MEPKU INPU NU3XBBPJISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTU NJIN 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/1/13/859/023 10 ¢punmupann TabiIeTKu
EU/1/13/859/024 30 ¢unmupanu TabieTKu
EU/1/13/859/025 100 ¢punmupanu TabiaeTku
EU/1/13/859/026 130 dunmupanu TabieTku
EU/1/13/859/027 175 dunmupanu TabieTku
EU/1/13/859/028 250 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

corbilta 150/37,5/200 mg [camo nHa 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 {romep}

SN {romep}

<NN {nomep}>
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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

Corbilta 175 mg/43,75 mg/200 mg dpunmupanu TabieTKu
JICBOI0Ma/KapOu01a/eHTaKaoH

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

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

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Coabpika 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 6ymunixama
10 TabneTku

30 TabmeTKn

100 TabaeTkn

130 TabaeTkn

175 TabneTkn

| 5. HAYYH HA TPUWIOKEHUE U ITBT(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 NTPEAYIIPEXKJAEHUA, 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 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/1/13/859/029 10 ¢unmupanu TabiIeTKH
EU/1/13/859/030 30 ¢unmupanu TabieTku
EU/1/13/859/031 100 ¢punmupanu TabiaeTku
EU/1/13/859/032 130 ¢unmupanu TabiaeTku
EU/1/13/859/033 175 dunmupanu TabiaeTku

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

corbilta 175/43,75/200 mg [camo na kapmonenama Kymusi|

| 17. YHMKAJIEH WIEHTUDOUKATOP — IBYU3MEPEH BAPKO/|

JIBynsmepeH Oapko[ ¢ BKIIOYEH YHHKAICH HACHTH(OUKATOP [CaMo HA KapMOHEHAma Kymusi]

37



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

[camo na xkapmounenama Kymusi]
PC {romep}

SN {romep}

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

ETUKET HA BYTUWIKATA U TEKCT HA KAPTOHEHATA KYTHUsA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

Corbilta 200 mg/50 mg/200 mg punmupanu TabIeTKH
JIEBOI0Ma/KapOuI01a/eHTaKaoH

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

Besika puMupana tadnetka cbabpika 200 mg eBogona, S0 mg kapouzgomna u 200 mg eHTaKaIoH.

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Coabpika 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 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 HOI'JIEJA U 1OCET'A HA TELA

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. CHEHNUAJIHA YCJIIOBUS HA CbXPAHEHHUE

10. CHENOUAJIHU MPEAITAZHUA MEPKU INPU NU3XBBPJIISAHE 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 oymuakama
Orion Corporation

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/13/859/034 10 ¢unmupanu TabIeTKH
EU/1/13/859/035 30 ¢unmupanu TabieTku
EU/1/13/859/036 100 ¢punmupanu TabiaeTku
EU/1/13/859/037 130 ¢unmupanu TabiaeTku
EU/1/13/859/038 175 dunmupanu TabiaeTku

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

corbilta 200/50/200 mg [camo nHa kapmonenama Kymus]

| 17. YHMKAJIEH WIEHTUDOUKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 0apKo/ ¢ BKIIOYCH YHUKAICH UACHTUDUKATOP [camo Ha KapmoHeHama Kymusi|
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| 18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

[camo na xkapmounenama Kymusi]
PC {romep}

SN {romep}

<NN {nomep}>

4



b. IUCTOBKA
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JIncroBka: uH(popManus 3a norpeduTeNst

Corbilta 50 mg/12,5 mg/200 mg ¢puamupanu TadaeTKn
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpoyeTeTe BHMMATEJIHO HSJIATA JUCTOBKA, MPEAU 1a 3all0YHeTe /1a MpHeMaTe 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 nekapcTBO € Mpeanucato 1 udHo Ha Bac. He ro npeorcrenBaiite Ha n1pyru xopa. To
MOJKE Jla UM HaBpeJIv, HE3aBUCHMO Ue MTPU3HAIIUTE Ha TAXHOTO 3a00JsIBaHE ca CHIIUTE KAKTO
Bammure.

- AKO mosTyuuTe HIKAaKBU HEXEJaHW Peakluy, yBegoMere Bamms nexkap nnn ¢papmanest. Toa
BKJIFOUBA ¥ BCUUKH BB3MOKHH HEKETIaHU PEaKIH, HEONMHCAaHU B Ta3H JIUCTOBKA. BrkTe Touka
4.

KakBo cbIbpika Ta3u JIMCTOBKA:

Kakso npencrasnsiBa Corbilta u 3a kKakBo ce U3Moi3Ba
Kakgo Tpsi0Ba na 3Haete, npeau na npuemete Corbilta

Kak na npuemate Corbilta

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Corbilta

C’I)I['bp)KaHI/Ie Ha OIIaKOBKaTa MU NOII'bJIHUTCIIHA I/IH(i)OpMaHI/ISI

ANk L=

1. Kakso npencrasasia Corbilta u 3a kakBo ce n3noJi3Ba

Corbilta chabppxka TpU aKTHBHHU BelllecTBa (JIEBOJI0MIA, KApOUIONA U €HTAKAIIOH) B ¢iHa (PHIMUpaHa
tabnetka. Corbilta ce m3mosn3Ba 3a edeHue Ha Oonectta Ha [lapKUHCOH.

bonecrra nHa HapKI/IHCOH CC MPUYNHABA OT HUCKU HHMBA 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 CHTAaKaIIOH HO,Z[O6p$[BaT AHTUITAPKUHCOHOBUTC e(l)eKTI/I Ha JCeBOaOIIA.

2. KakBo TpsioBa 1a 3HaeTe, npeau aa npuemete Corbilta
He npuemaiite Corbilta, axo:

- CT€ QJIEPTUYHU KbM JIEBOJIOTIA, KapOUIOMa, EHTAKAIIOH MJIN HIKOS OT OCTAHAINUTE ChCTaBKH Ha
TOBa JIEKapcTBO (M30pOCHHU B TOUKA 6).

- uMare 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 CT€ MMaX HeBpoJienTuieH Manurden cuaapom (HMC-toBa e psiko cpeliana peakius
KBbM JICKapCTBEHH IpenapaTy, U3I0I3BaHNU 3a JICUCHHE Ha TEXKKH NCUXUYHU HAPYILICHHS).

- HSKOTa CTE UMalM HETpaBMaTH4YHa padaoMuonu3a (psSAKo MyCKyJTHO 3a00JsBaHe).

- uMate TeXKO YepHOAPOOHO 3a00IIsIBaHe.

Ipenynpe:xnenusi 1 NpeAna3sH MEPKH

FOBODCT@ ¢ Bamms JICKap UiIn d)aDMaLIeBT, Opeau ga mMpueMeETe Corbilta, aKO UMATeC WK HAKOra CTe

nMajiau:

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

- 4epHOIPOOEH MpobIeM, 3aII0TO MOXKe Jla € HeoOXouMo fo03ara Bu ga 0b1e kopurupana

- 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 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 HansraHne ma Ob/e cleeHo

IocwBetBaiiTe ce ¢ Bammsg inekap, ako B MOMEHTa IpueMare:

- AHTUIICUXOTHYHH CPEICTBA (JIEKapCTBa, yNnoTpeOsBaHH 32 JICUCHUE Ha TICUX03H)

- JIEKapCTBO, KOGTO MOXE Ja MPUYMHH MMOHMKaBaHE Ha KPHBHOTO HAJISTaHE IPU CTABAaHE OT CTOJ
unu nerno. Tpsadsa na 3naere, ue Corbilta Moxe Jja BIOIIM TE3W PEaKIUU.

ITocwBeTBaiTe ce ¢ Baiusg jekap, ako Mo Bpeme Ha Jieuennero c¢be Corbilta:

- 3abenexuTe, 4e MyCKyIuTe Bu craHaT MHOTO HalperHaTH WM CUITHO TTOTPHIIBAT, UITH
MIOJIyIUTe TperepeHe, Bb30yaa, 00bpKBaHe, TPEeCcKa, YCKOPEH MyJIC MIIA TOJIEMU OTKIIOHCHUS B
KpPBBHOTO HaJisAraHe. AKO ce CITydH HAKOE OT T€3HW HeEllla, He3a0aBHO ce cBbpikeTe ¢ Bamus
Jekap.

- Ce UyBCTBaTe JCMPECUPaHU, UIMaTe MICIH 32 CAaMOYOUICTBO WIIH 3a0eNeKUTe HeOONIaifHN
MIPOMEHU B MOBEJICHUETO CH.

- YCTaHOBSIBAaTE, U€ BHE3AITHO 3aCIIUBATE I CE€ YyBCTBATE MHOTO CHHIMBU. AKO TOBa C€ CIy4H,
He TpsI0Ba Ja modupare WK Ja U3M0I3BaTe HHCTPYMEHTH WIIM MAIIMHU (BH)KTE CHIIO pa3aes
"[lloupane u padorta ¢ MaIuHKu").

- 3a0enexuTe, 4e ce MOSABsIBAT HEKOHTPOJIHUPAHU JBUKCHUS WK C€ BIIOIIAT, CIIE]] KaTO CTe
3armouHanu ja npuemare Corbilta. Ako ToBa ce ciyuu, MOXKe Jla ce HaJIOKH BamusT nekap na
MIPOMEHHU J103aTa HAa aHTUIApPKUHCOHOBOTO Bu nekapcTBo.

- MOJTyYUTE TUAPHSI; IPETIOPHYBA Ce CIe/ICHE Ha TErJIoTo, 3a J1a ce n30erHe Bh3MOXKHA
MpeKoMepHa 3ary0a Ha TerJo.

- “MaTe MPOrpecuBHA aHOPEKCHs, acTeHUs (c1aboCT, U3TOIEHNE) U HaMaJIeHHe Ha TeTJI0TO 3a
OTHOCHTEITHO KpaThK MEePHOJ] OT BpeMe. AKO TOBa C€ CIIy4H, TPAOBa a ce 0OMHUCIN 00T
MEIUIIMHCKHY TIpeTJie I, BKIIOYBAII OIICHKA Ha YepHOApoOHaTa (QYHKIIHS.

- YyBCTBaTe HYX/a Ja crpere yrnoTpedara Ha Corbilta, BibkTe pazmen “AKo CTe CIpenu mpruemMa
na Corbilta”.

Wndopmupaiite Bamms nekap, ako Bue win cemeiictBoro Bu/To3u, KoifTo nmonara rpuxku 3a0esiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJIEIIN 10 CHITHO XKEJIaHHE 32 TOJIEMHU 103U
Corbilta u npyru nekapcTa, U3MOI3BaHU 3a JeueHue Ha OonectTa Ha [lapkuHCOH.

Wudopmupaiite Bammst nekap, ako Bue nnm Bameto cemeiictBo/6onHorIeay 3abenexure, e
IIPOABABATE CKIIOHHOCT HUJIM HECIIPCOJOJIIMMO KEJIaHUE 1a C€ AbPKUTE 110 HAYUH, KOWUTO € HeoOMUaeH
3a Bac unmm He MoxkeTe Ia YCTOUTEC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
OMpe/ieNieH: ACHCTBUS, C KOUTO MOXE JIa C€ HapaHUTE WK J1a HapaHuTe okoiHuTe. [10106H0
MMOBECACHUC CC HapH4a HAPYHICH KOHTPOJI HaJl UMITYJICUTC KU MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO SIICHE HIIH XapueHe, MPEKOMEPHO CEKCYaTHO JKeIaHHe MM HATPAuUuBH
CEeKCyaJTHU MHUCITH WJIK TIpeicTaBu. Moyke Ja ce Hauoku Baiusr jiekap 1a HanpaBu MpeolieHKa Ha
Jedyenueto Bu.

BamusT nexkap Moxe 1a HalpaBu HIKOW PEIOBHU TaOOPATOPHHU U3CIEBAHUS TPU MPOIBIKATEITHO
neyenue cwe Corbilta.

Ako Tpsi0Ba 1a ce MOUIOKUTE Ha omepanys, MoJis yBenomere Bammmus nekap, ue npuemate Corbilta.
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He ce mnpenoppuBa usmon3BaHero Ha Corbilta 3a nedeHne Ha eKCTpanMpaMUIHA CHMIITOMH
(HamprMep HEBOJICBH JABMXKCHHUS, TpeNepeHe, MYCKYJIHa CKOBAaHOCT M MYCKYJIHH CBKPAalLICHUS)
NPUYMHEHH OT APYTH JEKapCTBa.

ﬂega W IOHOIIIH

Onutst cbe Corbilta mpu nauuenTn oz 18 ronunu e orpannyed. Ilopagu ToBa ynorpebara Ha
Corbilta mpu aena uaK IOHOIIN HE CE€ IPENOpbYBA.

Apyru nexapcrBa u Corbilta

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

He npuemaiite Corbilta, ako mpuemare HIKOU JIeKapcTBa 3a JeUeHHE Ha JAenpecus (KOMOWHAIMN OT
cenexktuBHA MAO-A 1 MAO-B naxubutopu unu HecenektuBHE MAO-uHXHOUTOPN).

Corbilta moske Ja YBCJIM4aBa C(I)GKTI/ITG 1 HCIKCJIIAHUTC PCAKIIMU Ha OMPECACIICHU JICKApPCTBA. Te
BKJIIOYBAT:

JICKapCTBAa, U3IIO0J3BAHU 3a JICUCHHUC Ha ACTIPECUA, KATO MOKHO6€MH}I, AMUTPUIITUIINH,
AC3UIIPpAMUH, MAIIPOTHUIINH, BeHJ'Ia(baKCI/IH " MapOKCETHUH

PUMUTEPOJI U U3OMMPCHAJINH, U3TI0JI3BAHU 34 JICHCHUC Ha OonecTu Ha JUXAaTCIIHUTC IIbTUIIA

- aJpCHAJIMH, U3MOJI3BAH IIPU TCIKKHU AJICPIrUIHN pCaKINN

HOpaApCHAJIUH, JOIITAMUH U I[O6YTaMI/IH, H3M0JI3BAHU 34a JICYCHUC Ha CbpACYHU 0O0JIECTH U HUCKO
KPBbBHO HAJIATAHC

- aﬂ(ba—MeTI/IHI[OHa, H3M0JI3BaHa 34 JICUCHUC Ha BUCOKO KPBbBHO HAJIATAHE

aHOMOp(i)I/IH, KOWMTO ce M3I0JI3Ba 3a JcucHue Ha OojecTTa Ha HapKI/IHCOH

Edexrure na Corbilta MoraT na 6p1aT 0TCIa0CHH OT HAKOHU JIEKapcTBa. Te BKIIOYBAT:

- JONaMUHOBU aHTAarOHHMCTH, U3IMOJI3BAHM 32 JICUCHHE HA ICUXUYHU HApYLICHUS, raJicHe U
MOBpBIIaHE

- (eHNUTOUH, U3ION3BaH 3a MPOPUIAKTUKA HA ThPUOBE

- TIamaBepuH, U3IOJI3BaH 3a OTIYCKAaHE HA MYCKYJIUTE

Corbilta Mmo>xe a mpeun Ha ycBOsiBaHETO Ha xemsi30. CnegoBaTenHo He npuemaiite Corbilta
€IHOBPEMEHHO C XpaHUTEIHH J0OAaBKH, ChIbPIKAIIHN Keis130. Clie KaTo CTe MPUENH HIKOE OT JIBETE,
H34akaiiTe Hail-Manko 2 10 3 yaca, npeau 1a MpueMeTe APYroTo.

Corbilta ¢ xpann u HANUTKH

Corbilta Mmo>xe na ce mpuema ¢ i 6e3 XpaHa.

[Ipu msaxou mauuentu Corbilta Mmoxe na He ce abcopbupa no0pe, ako ce IpueMa ¢ Uil CKOpo Ciex
Oorati Ha OeNTHUMHY XpaHH (KaTo HalpuMep Meca, puda, MICYHH MPOAYKTH, CEMEHA U SIAKH).
IToceBeTnaiite ce ¢ Bamms nekap, ako cuurtaTe, 4e ToBa ce OTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

AKko cte OpeMeHHa WK KbpPMHUTE, CMATATE, Y€ MOXKE Ja CTe OpeMEeHHA WM [UTaHUpaTe OpEeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms nekap niu papManeBT npeau ynorpedaTta Ha TOBa JEKapCTBO.

He tpsi0Ba na xppmuTe 1o BpeMme Ha JieueHueto cse Corbilta.
Hlopupane u padoTa ¢ MAIIUHU
Corbilta Mmo>ke 1a moHMXHM KpBBHOTO Bu Hansrane, koeto Moxe a Bu Hakapa na mouyBcTBaTe

¢1a00CT WIIK 3aMastHOCT. CHGZ[OB&TCJ'IHO TpH6Ba Ja 6I>,Z[€Te 0CO0EHO BHUMATEIIHU npu H_IO(I)I/IpaHe n
pa60Ta C UHCTPYMCHTHU WJIM MAlllHU.
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Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIATC, Y€ BHEC3AaIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ Pa3CbHUTC HAITBJIIHO, PN Oa H_IO(I)I/IpaTe WJIN Aa BbPIIHUTC HCIIO APYTO, KOCTO U3UCKBA
BHUMaHHE. B MMPOTHUBCH cnyqaﬁ, MOKE a ITOCTaBUTC cebecu u APYTUTC B OIIACHOCT OT CCPHUO3HO
HapaHsiBaHC WX CMBPT.

Corbilta cbabpaka 3axaposa

Corbilta cpabpxa 3axapo3sa (1,2 mg/rabnerka). Axo Bammsar nexap Bu e kazan, ye umare
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce ¢ HEero, Mpeu J1a IpUeMeTe TOBa JEKapCTBO.

ToBa nexkapcTBO ChABpPKA MO-MaNKO OT 1 mmol Hatpwmii (23 mg) Ha MakCUMalTHaTa IPENIOPBUNUTEIHA
THEBHA J103a, T.€. MOKE J]a C€ KaXKe, Ue MPAKTUIECKH HE ChABPIKa HATPUH.

3. Kak na npuemare Corbilta

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 BB3pacTHU U XOpa B CTapUECcKa Bb3PAacT:

- Bammsr nekap me Bu kaxe Touno xomnko tabdierku Corbilta 1a B3emaTte JHEBHO.

- TabGnerkure He ca mpeIHA3HAYCHU Aa C€ JEIIAT WM YYIT Ha MO-MaJIKU IapyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

- B 3aBUCHMOCT OT TOBa KaK pearpare Ha JeueHHETOo, BamusT gexap MoXke 1a TIOBUIIN HITH
HaMalu 103ata.

- Axo npuemare Corbilta 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 wim 150 mg/37,5 mg/200 mg, He B3emaiiTe
noseue oT 10 TabaeTKu THEBHO.

I'oBopete ¢ Bamus nexap unu hapmanesT, ako MuciuTre, e egekrsT Ha Corbilta e npekaneno cusieH
WK TIPEKAJICHO CcJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHU.

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

AKo cTe npuesn noevye oT Heodxoaumara no3a Corbilta

AKo ciIy4aifHO cTe Tpuelu moBeue oT Heooxoaumure Tabnerku Corbilta, o6anere ce He3abaBHO Ha
Bamms nekap nnm ¢apmaneBt. B cinydaii Ha npeno3upane MoXKe Jia IO9yBCTBaTe OObPKBaHE WIIH
BB30y1a, chpaeuHata Bu qeiiHOCT MoXke a Obe mo-0aBHa MU 1M0-0bp3a OT 00MYAHOTO UM LIBETHT
Ha KO’kaTa, e31Ka, O4nTe WK ypruHaTta Bu Moke 1a ce mpoMeHu.

Ako cre nponycHaiu Aa npuemerte Corbilta
He B3emaiiTe nBoiiHa /103a, 3a JJa KOMIICHCHUPATE MPOIyCcHaTa TabJIeTKa.

Axo nMa noseue ot 1 gac go ciensamiara Bu go3a:
B3emeTe eqHa TabiieTka, BeHAra Ciiej KaTo ¢e CETUTE U Clie[Baliara TadjaeTka B peIOBHOTO BpeMe.

AKo Ma rmo-Maiko oT 1 yac 1o cieaBamara Bu no3a:
Bzemere eqna Tabnerka, BeHara ciell KaTo ce CeTUTe, U34akaiTe 1 yac U B3eMeTe olle eHa
tabnerka. CieJ ToBa ce BbpHETe KbM Barmms penoseH rpaduk.
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Bunaru octaBsiiTe moHe eAWH yac HHTEpBal Mexay Tabnerkure Corbilta, 3a 1a n30erneTe Bb3MOKHH
HEXXEJTaH! PEaKIHH.

Ako cTe cnpesau npuema Ha Corbilta

He cniupaiite npuema na Corbilta, ocBen ako Bammsit nekap He Bu xaxe na ro Hanpasure. B TakbB
cirydaii, Moxe Jja € HeoOXxoauMo Bamusr siekap Ja MpOMEHHU I03UTE Ha OCTAaHAIIUTE
AHTUITApKUHCOHOBH JIEKAPCTBA, KOUTO MTPHEMATE, MO-CIIEUAIHO JIEBOIOMA, 32 Jja IOCTUTHE
JOCTaThueH KOHTPOJ BbpXy cumnroMute Bu. Ako psasko npexbcHere npuema Ha Corbilta u npyru
aHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E JO HEKETaHHU PEAKIUH.

AKO MMaTe HAKaKBH AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHOTpedaTa Ha TOBA JICKAPCTBO, IONMHUTANTE
Bamms nekap nim ¢apmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumuun

KaxkTo BcH4ku IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH T'l MMoJTyyaBa. MHOTO OT T€3W HEXEJaH!U PEaKI[UK MOoraT Jia ObJaT o0JIEKUYSHH Ype3 peryupaHe
Ha Jio3arta.

Axo 1o Bpeme Ha jedenueTo cbe Corbilta momydnTe cieJHUTE CHMITOMH, CBHPIKETe ce He3a0aBHO ¢

Bammus jekap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpeEmepeHe, BB30yna,
00BpKBaHe, TPECKA, YCKOPEH ITyJIC WM TOJIeMH OTKJIOHEHHS B KPbBHOTO HansraHe. Te morat na
ObJIaT CUMIITOMH Ha 37I0Ka4uecTBeH HeBposenTtuyeH cuaapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApYUICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMA) WM
pabmoMuonu3a (psIaKo, TEKKO MyCKYJTHO HapyIICHHUE).

- ajlepruyHa peakius, YAUTO TPHU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONpPHUBHA TPECKa),
cbpOex, 00pHB, MOAYyBaHE HA JIMIIETO, YCTHUTE, €3MKA MM I'bPJI0TO. TOBa MOXKeE Ja MPHYHMHU
3aTpyIHEHO JWIIAHE WU MperbIiaHe.

MaHuoro dectu (Morar fa 3acertar mmoseue ot 1 Ha 10 gymm)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UN)

- noBauraHe (rajeHe)

- 0e3BpEIHO OIBETSBAHE HA YPUHATA B YePBECHUKABOKA(SB I[BAT
- MYCKYJIHU OOJIKU

- TUAPHS

Yectu (Morat aa 3acerar 1o 1 ga 10 gymm)

- CBETOBBPTEK WJIM MpPUJIONIABaHe, OBJDKAIIM CE HAa HUCKO KPHBHO HAJSiTaHE, BUCOKO KPBHBHO
HaJsIraHe

- BJIOIIIaBaHE HAa MAPKHHCOHOBH CUMIITOMH, 3aMaiiBaHe, CHHIUBOCT

- MOBpBIaHe, KOPEeMHa 00JIKa M JTUCKOM(OPT, KHCETUHH, CYyX0Ta B yCTara, 3arek

- 0e3chHIe, XaMOIWHAIINN, 00BPKAHOCT, SIPKU ChHUIIA (BKIFOYBAIIH KOIIMAPH), YMOPSEMOCT

- MICUXUYHU U3MEHEHWUsI, BKIIFOYBAIY TPOOJIEMH C TIAMETTa, TPEBOKHOCT U JienpecHst (Bb3MOKHO
C MHCJIY 332 CaMOYOHHCTBO)

- MposiBM Ha 3a00JsiBAHE HA CHPIETO WIM apTepuuTe (Hamp. TphIHA OOJKa), HENpaBUIHU
ChpAeYHa JICMHOCT WIN PUTHM

- M0-9eCTO MajaHe

- 3ayx

- 3aCUIJICHO TIOTeHE, OOPUBH

- MYCKYJTHH KpaMIId, IOJyBaHe Ha Kpakara

- 3aMBIJIEHO BIDKIAHE

- aHeMHUS

- HaMaJIeH aleTuT, HaMaJIeHO TETJI0
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- riaaBo0oJire, OOJIKU B CTABUTE
- nH(pEKIYs Ha MMKOYHUTE THTHIIA

Heuectu (Mmorat ma 3acersnar jo 1 Ha 100 mytim)

- ChpJICUCH MPUCTHIT

- KbpPBEHE OT uepBara

- MMPOMEHU B KpBBHATA KAapTWHA, KOETO MOXeE Ja JOBelAe 10 KBbPBEHE, OTKJIOHEHUS B
MOKA3aTEeNNUTE PU YePHOAPOOHN (HYHKIIMOHAIHHA TECTOBE

- I'BpYOBE

- ycelaHe 3a Bp30yaa

- MICUXOTHUYHU CHMITTOMH

- KOJIHT (BB3MAJICHUE Ha Ie0eI0TO YepBO)

- MPOMsIHA B IIBETA HE CaMO Ha ypuHaTa (Harp. Ko)ka, HOKTH, KOca, TOT)

- 3aTpyTHEHHE MIPH I'bIITaHEe

- HECIIOCOOHOCT 33 ypUHUPaHE

C HeH3BECTHA YECTOTa (OT HaJIWYHUTC JaHHHW HEC MOXEC J1a 6’5,[[6 HalpaB€Ha OI.[GHKa)

CuiHO XeJIeHHE 3a TOJICMHU 031 Corbilta, HaJaBUIIIaBaIIn HCO6XO,[[I/IMI/ITG 3a KOHTPOJIMpaHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KAaTO CUHAPOM Ha JOIMMAMUHOBA JUCPCTYyJIalluA. Hsxon ManuCHTHU
nojry4aBat HEOOWYaHH HEBOJICBU JABHKCHUA (ILI/ICKI/IH63I/I$I) B TCXKKa q)opMa, IIPpOMCHU B
HAaCTPOCHUCTO HUJIU APYTHU HCIKCIaHU pCAKIHUU CJICI MPUCM Ha I'OJICMU JO3U Corbilta.

Cpo0111eHH ca ChIIO CACTHUTE HEXKEJIAHN PEaKINN:
- XeMaTHUT (Bb3MaleHUe Ha YEePHUS Ipod)
- ChpOexK

Moske 1a MOSyYUTE CIASAHNUTE HEKETaHU PEaKIIHH:
- HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHH ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WU CEMEWHU
MOCTIEACTBUS;
- Hapymen nnu nmoBuIlIeH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO /1a
Bu nputecHs1Ba niM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
- HexonTtponupyemo nazapyBaHe WM XapUeHe Ha HapH;
- llpessknane (mpueM Ha rojeMu KOJHMYECTBA XpaHa 3a KPaThK MEPHOA OT BPEME) WK
KOMITYJICUBHO TIpespKAaHe (IIPUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBeve 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

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

Cho0maBaHe Ha HelKeJIAHM PeaKIuu

AKO MoNTy4ynTe HIKaKBU HEXEJIaH!U JIEKApPCTBEHH Peakilny, yBenoMeTe Bamms nekap win papMariesr.
ToBa BkIrOUBa BCUYKH BB3MOKHU HEOIIMCAHH B Ta3H JINCTOBKA HEXKEIAHU pCaKknuu. Moxere CBhIIIO Ja
ChOOIIUTE HEXETAHHU PEAKIMH AUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 32 ChOOIaBaHe, IIOCOYCHA B
[punoxenue V. Kato crobmiaBate HesKeNlaHN peakny, MOXKETe Ja AafeTe CBOs MPUHOC 3a
MOJTyYaBaHe Ha 1oBede HMH(OPMAIHsI OTHOCHO O€30I1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na chxpansasate Corbilta
Jla ce cpxpaHsiBa Ha MACTO, HEJJOCTBITHO 32 JIeIIa.

Jla He ce U3MoII3Ba ciIel] CpOKa Ha TOAHOCT, OTOENA3aH BhPXY OyTHIIKaTa U KApTOHEHATa KyTHS.
CpoKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TOCOUEHUS MECEll.
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To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.

He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3alluATa UJIA B KOHTeﬁHepa 3a JOMalIH! OTIIadbIIH.
Ilonuraiite Bamms q)apMaueBT KakK a U3XBBPJIATE JICKApCTBATAa, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Cobabp:kaHue HA ONAKOBKATA U IONBJIHUTEIHA HHOpPMAIHS
Kaxkso cbpabp:xa Corbilta

- AxtuBaHTe chcTaBku Ha Corbilta ca neBomona, kapOouoMa U €HTAKaIoH.

- Bceska Tabnerka Corbilta 50 mg/12,5 mg/200 mg cpappka 50 mg neBonomna, 12,5 mg
kapOumona u 200 mg eHTaKanoH.

- OcrtananuTe ChCTABKU B SIIPOTO Ha TabJeTKaTa ca: KpocKapMello3a HaTpHil, MarHe3ueB creapar,
napeBuyHO Humiecte, manuTol (E421) u moBumon (E1201).

- CncraBkuTe Ha GUIMOBOTO IOKpHUTHE ca ruLepo (85 npouenta) (E422), xunpomenosa,
MarHe3ueB creapart, noiaucopoar 80, uepseH xene3en okcug (E172), 3axaposa, TutanoB
muoxcun (E171) u xbat xenesed okeun (E172).

Kak u3raexna Corbilta u kakBo ¢chIbpska onaKoBKaTa

Tabnerkure Corbilta 50 mg/12,5 mg/200 mg ca kad)eHHKaBH WK CUBO-YEPBEHUKABU KPBIIIH,
M3MbKHAIM, 0€3 JAeauTenHa yeprta, o3HaueHu ¢ ,,L.CE 50 oT eqHara ctpaHa.

Corbilta ce nmpezyiara B IeCT OMAKOBKY ¢ pa3iuyuHo chabpkanue (10, 30, 100, 130, 175 umum 250
Tabyetkn). He Bcyku BUIOBE OMMaKOBKKM MOTAT Jia ObJaT MyCHATH B IIPpoAaxoa.

IpureskaTes Ha pa3pelIeHNETO 32 yoTpeda

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIponssoaure

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

3a nombIHATENHA HHOOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MPOIAYKT, MOJISI CBBPIKETE CE C JIOKATHHSI
MPeJICTaBUTEN Ha TIPUTEkKATENSI Ha pa3pellieHueTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien Lietuva

Sandoz n.v./s.a. Orion Corporation
Tél/Tel: +32 2 722 97 97 Tel. +358 10 4261
Bbarapus Luxembourg/Luxemburg
Orion Corporation Orion Corporation

Ten.: +358 10 4261 Tél/Tel: +358 10 4261
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Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf.: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

EALGoo
Orion Corporation
TnA: +358 10 4261

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
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

Slovenska republika
Sandoz d.d. organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Orion Corporation
Puh./Tel: +358 10 4261

Sverige
Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO Mpepasriiekaane Ha JTJUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[Monpo6Ha mH(pOpManHs 3a TOBA JIEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporielickara areHIus
To JIeKapcTBara: https://www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Corbilta 75 mg/18,75 mg/200 mg ¢puamMupanu TadjaeTKu
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpoyeTeTe BHMMATEJIHO SJIATA JUCTOBKA, MPEAH 1a 3all0YHETe 12 MpHeMaTe TOBa JIEKapCTBO,

Thil KaTO TSl ChAbP3KAa BaskHa 32 Bac undgopmanus.

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

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

- Toga nekapcTBo € mpeAanucano JnyHo Ha Bac. He ro nmpeorcTbnBaiite Ha npyru xopa. To Moxe
Jla UM HaBpev, He3aBUCUMO Y€ MIPU3HAINTE Ha TAXHOTO 3a00sIBaHe ca ChUIUTE KakTo Bammre.

- AKO mosTyuuTe HSIKAaKBU HEeXeJaHW Peakluy, yBegomere Bamms nexap unn ¢apmanest. Toa

BKJIFOYUBA U BCUYKHU Bb3MOKHHU HCKCIIAHU PCAKIINHN, HCONMMCAHU B Ta3W JINCTOBKA. Bmxre Touka
4.

KakBo cbIbpika Ta3u JIMCTOBKA:

Kakso npencrasnsiBa Corbilta u 3a KakBo ce U3Moi3Ba
Kakgo Tpsi0Ba na 3Haete, npeau na npuemete Corbilta

Kak na npuemate Corbilta

BB3MOXHHM HEXKeTaHU peakonmn

Kak na cpxpansisate Corbilta

C’I)I['bp)KaHI/Ie Ha OIIaKOBKaTa U OOII'bJIHUTCIIHA I/IH(i)OpMaHI/ISI

ANk L=

1. Kakso npencrasasia Corbilta u 3a kakBo ce n3noJi3zBa

Corbilta chabppxka TpU aKTHBHHU BellecTBa (JIEBOJI0MIA, KApOUIONa U €HTAKAIIOH) B ¢iHa (GHIMUpaHa
tabnetka. Corbilta ce m3mosn3Ba 3a edeHue Ha Oonectra Ha [lapKUHCOH.

bonecrra nHa HapKI/IHCOH CC MPUYNHABA OT HUCKU HHMBA B MO3bKa Ha BCIICCTBO, HAPCYCHO JOIMMAMUH.
J'IeBoz[ona IIOBHIIIaBa KOJIMYCCTBATA HA JOIIAaMHUH M TaKa HaMaJIsiBa CUMIITOMHUTEC Ha OonecTTa Ha
HapKI/IHCOH. Kap61/mona 1 CHTAaKaIlOH HO,Z[O6p$[BaT AHTUITAPKUHCOHOBUTC e(l)eKTI/I Ha JCeBOaOIIA.

2. KakBo TpsioBa 1a 3HaeTe, npeau aa npuemete Corbilta
He npuemaiite Corbilta, axo:

- CT€ QJIEPTUYHU KbM JIEBOJIONIA, KapOUIOMa, EHTAKAIIOH MIIN HIKOS OT OCTAHAINUTE ChCTaBKH Ha
TOBa JIEKapcTBO (M30pOCHHU B TOUKA 6).

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

- uMare TyMop Ha HagObOpeyHara xxjesa.

- IpremMare HJIKOU JIEKapcTBa 3a JIeUeHHEe Ha Jenpecus (KoMOUHAIMK OT celeKTUBHU MAO-A u
MAO-B unxuburopu uinm HeceneKTUBHE MA O-UHXHOUTOPH).

- HSIKOTa CT€ MMaK HeBpoJienTuieH Manurden cuaapom (HMC-ToBa e psiko cperniana peakuus
KBbM JICKapCTBEHH IpenapaTy, U3MOI3BaHHU 32 JICUCHHE Ha TEXKKH CUXUYHU HAPYIICHHUS).

- HSKOTa CTE UMaJlM HETpaBMaTHYHa padaomMuonu3a (psSAKo MyCKyJTHO 3a00JisBaHe).

- uMate TeXKO YepHOAPOOHO 3a00IIsIBaHe.

Ipenynpe:xnenusi 1 NpeANa3sHA MEPKH

I'oBopere ¢ Bamus nekap unu dapmaneBT, npeau aa npuemere Corbilta, ako uMarte uan HIKOTra cTe

HUMaJu:

- ChbpAeUeH UH(APKT WK APYro 3a00sABaHEe HA ChPLETO, BKIIOUUTEIHO ChPJICUYHU apUTMUH, WIN
Ha KPbBOHOCHHUTE CHJOBE

- acTMa WM Jpyro 3a0ojsiBaHe Ha OemuTe ApoOoBe
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- 4epHOIPOOEH MpodIIeM, 3aI0TO MOXKe Ja € Heo0XoauMo go3ata Bu 1a 0b/1e kopurupaHa.

- OBOPEYHO WIIH XOPMOHATHO 3a00IIsIBaHe

- CTOMAIITHH SI3BH MJTU T'BPUYOBE

- aKO MMaTe MPOJBDKUTEIHA IHAPHs, KOHCYITHpalTe ce ¢ Bamms nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha BB3MAICHNE Ha JIe0eI0TO YepBO

- HsKaKBa opMa Ha TEKKO MCUXUYIHO 3a00JISIBaHE KaTO IICHUX03a

- XpOHHUYHA OTKPUTOBI'BIHA TIIAYKOMa, Thil KATO MOXe JIa € Heobxoaumo no3ara Bu qa Obe
KOpHUTHpaHa u 04HOTO By Hansarane ma Ob/e clefeHo

IocwBetBaiiTe ce ¢ Bammsg iekap, ako B MOMEHTa IpueMare:

- AHTUIICUXOTHYHH CPEICTBa (JIEKapCTBa, ynoTpeOsBaHH 32 JICUCHUE Ha TICHX03H)

- JIEKapCTBO, KOGTO MOXKeE Ja MPUYMHH MMOHMKaBaHE Ha KPHBHOTO HAJSTaHE IPU CTABaHE OT CTOJ
unu nerno. Tpsadsa na 3naere, ue Corbilta Moxe Jja BIOIIM Te3W PEaKkUUu.

ITocwBeTBaiTe ce ¢ Baiusg jekap, ako Mo Bpeme Ha JieueHnero cbe Corbilta:

- 3abenexuTe, 4e MyCcKyIuTe Bu craHaT MHOTO HalperHaTH WM CUITHO TTOTPHIIBAT, UITH
MOJIyIUTe TperepeHe, Bb30yaa, 00bpKBaHe, TPEeCcKa, YCKOPEH MyJIC WJIA TOJIEMU OTKIIOHCHUS B
KpPBBHOTO HaJIsAraHe. AKO ce CITydH HAKOE OT Te3HW HeEllla, He3a0aBHO ce CBbpikeTe ¢ Bamus
Jekap.

- Ce UyBCTBaTe JCMPECUPaHU, UIMaTe MICIH 32 CAaMOYOHICTBO WIIH 3a0eNeKUTe HeOONIaiftHN
MIPOMEHU B MOBEJICHUETO CH.

- YCTaHOBSIBATE, Y€ BHE3AITHO 3aCMUBATE WM CE€ YYBCTBATE MHOTO CHHIIMBU. AKO TOBA CE CITy4H,
He TpsI0Ba J1a modupare WK Ja U3M0I3BaTe HHCTPYMEHTH WIIM MAIIMHU (BHXKTE CHIIO pa3aes
"[lloupane u padorta ¢ MaIkuHKA").

- 3a0enexuTe, 4e ce MOSABsIBAT HEKOHTPOJIUPAHU JBUKCHHS WK C€ BIIOIIAT, CIIE]] KaTO CTe
3armouHanu fa npuemare Corbilta. Ako ToBa ce ciyuu, MOXKe Jla ce HaJIOKH BammsT nekap na
MIPOMEHHU J103aTa HAa aHTUIAPKUHCOHOBOTO Bu nekapcTBo.

- MOJTyYUTE TUAPHSI; IPETIOPHYBA Ce CIIe/ICHE Ha TErJIOTo, 3a J1a ce n30erHe Bh3MOXKHA
MpeKoMepHa 3ary0a Ha TerJio.

- “MaTe MPOTPeCcUBHA aHOPEKCHS, aCTeHUs (c1aboCT, U3TOIIEHUE ) U HaMalleHHe Ha TETII0TO 3a
OTHOCHTEITHO KpPaThK IEPHOJ OT BpeMe. AKO TOBa C€ CIIy4H, TPsOBa 1a ce 0OMHCIU 0011l
MEIUIIMHCKH TIpeTJie]l, BKIOYBAII OIIEHKA Ha YepHOApOoOHAaTa (QYHKIIHS.

- YyBCTBaTe HYX/a Ja crpere yrnoTpedara Ha Corbilta, BiokTe pasznmen “AKo CTe CIpenu npuemMa
na Corbilta”.

Wndopmupaiite Bamms nekap, ako Bue win cemeiictBoro Bu/To3m, KoifTo monara rpuxku 3a0emiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJIEIIN 10 CHITHO XKEJIaHHE 32 TOJIEMHU 103U
Corbilta u npyru nexkapcTa, U3MOI3BaHU 3a JeueHue Ha OonectTa Ha [lapkuHcoH.

Wudopmupaiite Bammst nekap, ako Bue nnm Bamero cemeiictBo/6onHorne1ay 3abenexure, ue
IIPOABABATE CKIIOHHOCT HUJIM HECIIPCOOJOJIIMMO KEJIaHUE 1a C€ AbPKUTE 110 HAYUH, KOWUTO € HeoOMUaeH
3a Bac unm He MoxkeTe na YCTOUTEC Ha UMITYJICUTE, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
OMpe/ieNieH: ACHCTBUS, C KOUTO MOXE JIa C& HapaHHUTE WK Jia HapaHuTe okoiHuTe. [10100HO0
MMOBECACHUC CC HapH4ia HAPYHICH KOHTPOJI HaJl UMITYJICUTC U MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO S/ICHE MK XapueHe, IPEKOMEPHO CEKCYaTHO )KeTaHHe MM HATPATYuBH
CEeKCyaJTHU MHUCITH WJIK TIpejicTaBu. Moyke Ja ce Hajuoky Bamusr jiekap J1a HapaByu MPeoleHKa Ha
Jedyenuero Bu.

BamusT nexap Moxke 1a HalpaBu HSIKOW PEIOBHU TaOOPATOPHHU U3CIEIBAHUS TPU MPOIBIKATEIHO
neyenue cwe Corbilta.

Ako Tpsi0Ba 1a ce MOUIOKUTE Ha omepanys, MoJis yBenomere Bammmus nekap, ue npuemare Corbilta.

He ce mnpenoppuBa usmon3BaHero Ha Corbilta 3a nedeHne Ha eKCTpanMpaMUIHA CHMIITOMH
(HamprMep HEBOJICBH JABMXKCHHUS, TpeNepeHe, MYCKYJIHa CKOBAaHOCT M MYCKYJIHH CBKpAalLICHUs)
NPUYMHEHH OT APYTH JEKapCTBa.
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ﬂega " IOHOIIH

Onutst cbe Corbilta mpu nauuenTn oz 18 ronunu e orpannyed. Ilopagu ToBa ynorpebara Ha
Corbilta mpu aena uaK IOHOILIN HE CE€ IPENOpbYBA.

Apyru nexapcrBa u Corbilta

WNndopmupaiite Bammst nexap uinu papmaneBT, ako mpreMaTe, HaCKOpo CTe MPUEMad HITH €
BB3MOXHO J1a TpHEeMaTe APYTH JIEKapCTBa.

He npuemaiite Corbilta, ako mpuemare HIKOU JIeKapcTBa 3a JeUeHHE Ha JAenpecus (KOMOWHAIMY OT
cenektuBHA MAO-A 1 MAO-B naxubutopu unu HecenektuBHE MAO-UHXHOUTOPH).

Corbilta Mmo>ke 1a yBennuaBa eeKTHTE U HEXKEINAHUTE PEAKLUH HA ONpPEAeIIeHHU JIeKapcTBa. Te

BKJTIOYBAT:

- JIEKapcTBa, M3IM0JI3BAaHU 3a JICUCHHE Ha ACTIPECHs], KATO MOKJIOOEMH I, aMUTPUIITUIINH,
Je3UNpaMiH, MaPOTHUIINH, BeHJIa(aKCHH 1 NapOKCETHH

- PUMHTEPOI] U U30NPEHATNH, U3MO0I3BaHHU 32 JIeUeHHE Ha 00JIeCTH Ha AUXATENHUTE IbTUIA

- aJpeHaNrH, U3M0JI3BaH NPH TEXKKH ANCPTUUHU PeaKuu

- HOpaJpeHaluH, AONaMUH U J0OYTaMUH, U3MOI3BAaHH 34 JICUCHUE Ha ChPIEYHU OOJIECTH U HUCKO
KPBBHO HaJATaHe

- anda-MeTHIA0Na, U3MO0I3BaHa 3a JICYEHHE HA BUCOKO KPBBHO HANATaHE

- amomopduH, KOHTO ce U3M0J3Ba 3a JeueHue Ha Oonectra Ha [lapkuHcoH

Edexrure na Corbilta MoraT na 6bp1aT 0TCIa0CHH OT HIKOU JIEKapcTBa. Te BKIIIOYBAT:

- JI0IIaMWUHOBU aHTarOHHMCTH, U3MOJI3BAHM 32 JICUCHUE HA IICUXUYHU HAPYIICHUS, raJIcHe U
MOBpBIIaHE

- (eHUTOUH, U3IIONI3BaH 3a NMPOQUIAKTHKA HAa I'bPUOBE

- TamnaBepuH, U3IOJ3BaH 3a OTIIyCKaHE Ha MYCKYJIUTE

Corbilta Mmo>ke 1a mpeun Ha yCBOsSIBaHETO Ha xkeis130. CiegoBaTtento He npuemaiite Corbilta
€IHOBPEMEHHO C XpPaHUTEIHH J00AaBKH, ChIbPIKAIIHN Kess130. Clie KaTo CTe MPUENH HIKOE OT JIBETE,
M34akaiTe Hai-Maiko 2 10 3 yaca, Ipeay a IpUEMETE IPYyroTo.

Corbilta ¢ xpann u HANMTKH

Corbilta Mmosxe na ce mpuema ¢ U 0e3 XpaHa.

[Ipu msaxou mauuentu Corbilta Mmoxe na He ce abcopbupa no0pe, ako ce IpueMa ¢ Uil CKOpo CiIex
Oorat Ha OeNTHUMHM XpaHH (KaTo HalpuMep Meca, puda, MICYHH MPOAYKTH, CEMEHA U SIAKH).
IToceBeTBaiite ce ¢ Bamms nekap, ako cunuTaTe, 4e ToBa ce OTHacs 3a Bac.

Bpemennoct, kbpMeHe B 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 yrIOTpe6aTa Ha TOBa JICKAPCTBO.

He tpsi0Ba na xppmuTe 1o BpeMme Ha JieueHueto cse Corbilta.

Hlopupane u padoTa ¢ MAIIUHU

Corbilta Mmo>ke 1a moHMXM KpBBHOTO Bu Hansrane, koeto Moxe a Bu Hakapa na mouyBcTBaTe
crnaboct iy 3amastHocT. CrieoBaTenHo TpsiOBa Aa ObaeTe 0COOCHO BHUMATEIHU NpH ModupaHe u

pa60Ta C UHCTPYMCHTHU WJIM MAalllMHU.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIAaTe, Y€ BHEC3aIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ Pa3CbHUTC HAITBJIIHO, IPEAU Oa H_IO(I)I/IpaTe WJIN Aa BbPIIHUTEC HCIIO APYTO, KOCTO U3UCKBaA
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BHUMaHHe. B IMPOTHUBCH cnyqaf/'l, MOXKE Oa ITOCTaBHUTC cebecuu APYTUTEC B OIIACHOCT OT CCPHUO3HO
HapaHsIBaHC WX CMBPT.

Corbilta cbabpaka 3axaposa

Corbilta cpabpxa 3axaposa (1,4 mg/tabnerka). Axo Bammsar nexap Bu e kazan, ye umare
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce ¢ HEero, peau J1a IpueMeTe TOBa JEKapCTBO.

ToBa nekapcTBO chABpPKa MO-MaNKO OT 1 mmol Hatpwmii (23 mg) Ha MakcUMaHaTa IPENOPBUNTEIIHA
THEBHA J103a, T.€. MOXKE J]a Ce KaXKe, 4e MPAKTUIECKH HE ChABPIKa HATPUH.

3. Kak na npuemare Corbilta

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

IIpu BB3pacTHU U XOpa B CTapyuecKa Bb3PAacT:

- Bammsr nekap me Bu kaxe Touno xomnko tadierku Corbilta 1a B3emaTte JTHEBHO.

- TabGnerkure He ca mpeIHA3HAYCHU Aa C€ OEIAT WM YYILT Ha [MO-MaJIKU apyeTa.

- Bceku mbT mpuemaiite camo 1o efHa TadneTka.

- B 3aBUCHMOCT OT TOBa KaK pearpare Ha JeueHHETOo, BamusT gexap MoXke 1a TIOBUIIN HITH
HaMalu 103ata.

- Axo npuemare Corbilta 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 wim 150 mg/37,5 mg/200 mg, He B3emaiiTe
noseue oT 10 TabaeTKH THEBHO.

I'oBopete ¢ Bamus iexap unu hapmanesT, ako Muciure, e egexrsT Ha Corbilta e npekaneno cusieH
WK TIPEKAJICHO cJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHu.

3a ma orBopuTe 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 npuesn noevye oT Heodxoaumara no3a Corbilta

AKo ciy4aifHO cTe TIpuely moBeue oT Heooxoaumure Tabnerku Corbilta, o6anere ce He3a6aBHO Ha
Bamms nekap nim ¢apmareBt. B cinydaii Ha npeno3upane MoXKe Jia IO9yBCTBaTe OObPKBaHE WIIN
BB30y1a, chpaeuHata Bu geiiHOCT MoXke a Obe mo-0aBHa MU 1M0-0bp3a OT 00MYAHOTO MM LIBETHT
Ha KO’kaTa, e3¥Ka, OYnTe WK ypuHaTta Bu Moe 1a ce mpoMeHu.

Ako cre nponycHaiu Aa npuemerte Corbilta
He B3emaiiTe nBoiiHa /103a, 3a JlJa KOMIICHCHUPATE MPOIyCcHaTa TabJIeTKa.

Axo nMa noseue ot 1 gac go ciensamiara Bu mosa:
B3emeTe eqHa TabiieTka, BeHAra Ciiej KaTo ce CETUTE U Clie/Baliara TabjeTka B peI0BHOTO BpeMe

AKo nMa rmo-Maiko oT 1 yac 1o cineaBamara Bu no3a:
Bzemere eqna Tabnerka, BeHara ciejl KaTo ce CEeTUTe, U34akaiTe 1 yac U B3eMeTe olle eHa
tabnerka. CieJ ToBa ce BbpHETE KbM Barmms penoseH rpaduk.

BuHaru octapsiiTe moHe eMH Yac UHTEpBal Mex Iy TabiaeTkuTe Corbilta, 3a n1a n30erHeTe Bb3MOKHU
HEXEJIaHU PeaKIny.

Axo cte cripesin mpuema Ha Corbilta
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He cniupaiite npuema na Corbilta, ocBen ako Bammst nekap He Bu kaxe na ro Hanpasure. B TakbB
ciryyaii, Moxe Jja € HeoOXxoauMo Bamusar iekap Ja MpOMEHH 03UTE Ha OCTaHAIUTE
AHTUITAPKUHCOHOBH JIEKAPCTBA, KOUTO MTPHEMATe, MO-CIIEUAIHO JIEBOIOTA, 32 Jja IOCTUTHE
JOCTaThueH KOHTPOJ BbpXy cumnroMute Bu. Ako psasko npexbcHere npuema Ha Corbilta u npyru
AHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E A0 HEKETaHHU PEAKIUH.

AKO MMaTe HAKaKBH AOIBIHUTEIIHU BBIIPOCH, CBBP3aHU C YHOTpedaTa Ha TOBA JICKApCTBO, IOMHUTATE
Bamms nekap nim ¢papmarenT.

4. Bb3MOKHH HeKeJIaHU P€aKkumuun

KaxkTo BcH4kH IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHN PEAKIINH, BHIIPEKH Ue HE
BCEKH T MMoJTyyaBa. MHOTO OT T€3W HEXEJaH! PEaKI[Ui MOTat Jia ObJaT 00JIEKYEHH Ype3 peryupaHe
Ha Jio3arta.

Axo 1o Bpeme Ha jedenneTo cbe Corbilta momydnTe cieJHUTE CHMITOMH, CBHPIKETe ce He3a0aBHO ¢

Bamus jekap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpeEmepeHe, BH30yna,
00BpKBaHe, TPECKA, YCKOPEH ITJIC I TOJIeMH OTKIOHEHHUS B KPbBHOTO Haisrane. Te morat na
ObJIaT CUMIITOMH Ha 3JI0KauecTBeH HeBpojienTtuyeH cuaapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApYILICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMA) WIIH
pabmoMuonu3a (psaIKo, TeKKO MyCKYJTHO HapyIICHHUE).

- ajlepruyHa peakuus, YAUTO TPHU3HALKM MOraT Ja BKJIIOYBAT YpPTHKapus (KONpPHUBHA TPeECcKa),
cbpOex, 00pHB, TOAyBaHE HA JIMIIETO, YCTHUTE, €3UKa MM I'bPJ0TO. TOBa MOXKE Ja MPHYHMHU
3aTpyIHEHO JWIIAHE WU MPerbIiaHe.

MuHuoro dectu (Morar fa 3acertar moseue ot 1 Ha 10 gyrmm)

- HEKOHTPOJIMPAHU ABMXKEHUS (IMCKUHE3UN)

- noBaurane (rajeHe)

- 0e3BpEIHO OIBETSBAHE HA YPUHATA B YePBECHUKABOKA(SB I[BAT
- MYCKYJIHU OOJIKU

- TAAPHS

Yectu (Morat aa 3acersar 1o 1 xa 10 gymm)

- CBETOBBLPTEK WM IPWIONIABaHE, ITBDKAIIKA C€ HAa HUCKO KPHBHO HAJSITAaHE, BUCOKO KPBHBHO
HaJlAraHe

- BIIOIIIaBaHE HA MAPKHHCOHOBU CUMIITOMH, 3aMaiiBaHe, CHHIMBOCT

- MOBpBIIIAHE, KOpeMHa 00JIKa U AUCKOM(OPT, KUCEIIMHH, CyX0Ta B yCTaTa, 3aneK

- 0e3ChbHUE, XaTIOIMHAIINY, O0BPKAHOCT, IPKU ChHUIIA (BKIIIOYBAIIN KOIIMAPH), YMOPSIEMOCT

- MICUXUYHU U3MCHCHHMSI, BKJTFOUBAIIU MTPOOJIEMH € MTAMETTa, TPEBOXKHOCT U AenpecHs (Bb3MOKHO
C MHCJIY 332 CaMOYOUHCTBO)

- MposiBM Ha 3a00JsiBAHE HA CHPIETO WIM apTepuuTe (Hamp. TphIHA O0JKa), HENpaBUIHU
ChpJeYHa ICMHOCT U PUTHM

- MO-4eCTO MaJaHe

- 3aIyX

- 3aCHUJICHO TIOTE€HE U OOPUBU

- MYCKYJIHH KpaMITH, TIOAYBaHE Ha KpakaTa

- 3aMBIJICHO BUKIAHE

- aHeMUs

- HaMaJIeH aleTUT, HaMaJIeHO TerJjIo0

- rinaBoboire, OOJIKK B CTABUTE

- nH(pEKIYS Ha MUKOYHUTE IBTHIIA

Heuectu (morar ga 3acersar go 1 Ha 100 gymm)
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- CHPJICUYCH MPUCTHI

- KbPBEHE OT uepBaTa

- MPOMEHH B KpbBHATa KapTHHA, KOETO MOXE Ja JOBEAC 10 KbpPBEHE, OTKJIOHCHUS B
MOKA3aTEeNNUTE TPU YePHOAPOOHN (HYHKIIMOHAITHHA TECTOBE

- 'bPUOBE

- ycelaHe 3a Bp30yaa

- MCUXOTUYHU CUMITOMH

- KOJIHT (BB3MANICHUE Ha JIeOeI0TO YepPBO)

- MPOMSIHA B IIBETA HE CAMO Ha ypHHATa (Harp. KOXKa, HOKTH, KOca, MOT)

- 3aTpyJAHCHHE TIPU I'bIITAHE

- HECIIOCOOHOCT 33 ypUHUPAHE

C HeusBecTHa YecToTa (OT HAIMYHUTE JAHHU HE MOXeE Ja ObJie HanpaBeHa OLICHKA)

Cunno xenenue 3a ronemu go3u Corbilta, HagBumaBamy HeoOXOAUMUTE 32 KOHTPOJIMPAHE HA
JBUTaTEITHUTE CHMITOMH, U3BECTHO KaTO CHHIIPOM Ha IOTMIaMUHOBA Jucperynanus. Hsakou manuenTu
MOJTy4aBaT HeOOMYaliHI HEBOJICBH ABMKCHHUS (TUCKMHE3Us) B T&XKa (hopMa, IPOMEHH B
HACTPOEHHETO WM APYTH HEXXEJNaHU peakluu ciies npueM Ha ronemu ao3u Corbilta.

Cpo0111eHH ca CBIIO CASTHUTE HEKEJIAHN PEaKINu:
- XeMaTHUT (Bb3MaleHUe Ha YEePHUS Ipod)
- ChpOexK

Moske 12 MOSyYUTe CIASAHNUTE HEKETaHU PEaKITHH:
- HecnocobHocT 1a ycTonTe Ha MMITYJICHTE 14 M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WU CEMEHHN
MOCTIEACTBUS;
- Hapymen nnu noBuIlIeH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO /1a
Bu nputecHsBa niM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
- HexonTponupyemo nazapyBaHe WM XapUeHe Ha HapH;
- llpessxnane (mpueM Ha rojeMy KOJHMUYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO TIpespKAaHe (IPUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBeve 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

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

Cho0maBaHe Ha He:KeJIAaHU PeaKIuu

AKO MoNTy4YnTe HIKaKBU HEXEJIaH! JIEKAPCTBEHH Peakillny, yBenoMeTe Bamms nekap win papMaresr.
ToBa BkIrOUBa BCUYKH BB3MOKHU HEOIIMCAHH B Ta3H JTUCTOBKA HEKEJIaHU pCaKmuu. MoxeTe CBhIIIO Ja
ChOOIIUTE HEXKETAHH PEAKIMU JUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 32 ChOOIaBaHe, IOCOYeHA B
[punoxenue V. Kato cro0miaBate HeXKeaHN peaklny, MOXKETe Ja AaieTe CBOS MIPHHOC 3a
MOJTyYaBaHe Ha 1oBede HH(OPMAIMs OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na chxpansasarte Corbilta

Jla ce cpxpaHsIBa Ha MSCTO, HETOCTBITHO 32 JIeIa.

Jla He ce U3MoII3Ba cie]] CpOKa Ha FOAHOCT, OTOENA3aH BbPXY OyTHIIKaTa U KApTOHEHATa KYTHSL.
CpoOKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JI€H OT TOCOUEHUS MECEll.

To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.
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He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3allUATa UJIA B KOHTeﬁHepa 3a JOMalIH! OTIIaJdbIIH.
Ilonuraiite Bamms q)apMaueBT KakK 1a U3XBBPJIATE JICKapCTBATAa, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Cobabp:kaHue HA ONAKOBKATA U IONBJIHUTEIHA HHOpMAIHS
Kakso cbpabp:xa Corbilta

- AxrtuBHHTE cheTaBkH Ha Corbilta ca neBogona, kapOuIona U eHTaKamoH.

- Bceska tabnerka Corbilta 75 mg/18,75 mg/200 mg cvaspxka 75 mg nesogona, 18,75 mg
kapOumona u 200 mg eHTaKanoH.

- OcrananuTe ChCTABKU B SIIPOTO Ha TabJeTKaTa ca: KpocKapMelio3a HaTpHil, MarHe3ueB creapar,
napeBuyHO Humiecte, MmanuTol (E421) u moBumon (E1201).

- CnscraBkuTe Ha GUIMOBOTO MMOKpUTHE ca ruuepo (85 npouenta) (E422), xunpomenosa,
MarHe3ueB creapart, noiaucopoar 80, uepseH xene3en okcug (E172), 3axaposa u THTaHOB
muokcun (E171).

Kak u3raexna Corbilta u kakBo ¢chabpska onaKoBKaTa

Corbilta 75 mg/18,75 mg/200 mg: cBeTn0-Kadh)eHUKAaBO-UYEPBEHU, OBAJIHU Ta0JIeTKH, o3HaueHH ¢ ,,LCE
75% oT emHaTa cTpaHa.

Tab6netkara Corbilta 75 mg/18,75 mg/200 mg ce npezyiara B eT ONMAKOBKU C Pa3JIUYHO ChIbPKAHHUE
(10, 30, 100, 130 unm 175 Tabnerku). He Bcuuku BUIOBE OMAaKOBKKM MOTAaT Ja ObJIaT MMyCHATH B
npoaaxoa.

IMpureskaTes Ha pa3pelIeHNETO 32 yoTpeda

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIponssoaure

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

3a JOITBJIHUTECIIHA I/IH(i)OpMaHI/ISI OTHOCHO TO3H JICKAaPCTBCH IMPOAYKT, MOJIA CBBPIKETE CC C JIOKAJIHUA
Mpe/ICTABUTEN Ha IPUTEKATEIIS HA pa3pelIeHUEeTo 3a yrnoTpeoa:

Belgié/Belgique/Belgien Lietuva

Sandoz n.v./s.a. Orion Corporation
Tél/Tel: +322 722 97 97 Tel. +358 10 4261
Bbnarapus Luxembourg/Luxemburg
Orion Corporation Orion Corporation

Tem.: +358 10 4261 Tél/Tel: +358 10 4261
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Ceska republika
Sandoz s.r.0.
Tel: +420225 775 111

Danmark
Orion Corporation
TIf.: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

EALGoo
Orion Corporation
TnA: +358 10 4261

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
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvmpog
Orion Corporation
TnA: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

Slovenska republika

Sandoz d.d. organiza¢na zlozka

Tel: +421 2 48 200 600

Suomi/Finland
Orion Corporation
Puh./Tel: +358 10 4261

Sverige
Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO Mpepasriiekaane Ha JTJUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[Monpo6Ha mH(pOpManHs 3a TOBA JIEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporielickara areHIus
1o JiekapcTBara; https://www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Corbilta 100 mg/25 mg/200 mg ¢puamMupanu TadJaeTKu
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpoyeTeTe BHMMATEJIHO SJIATA JUCTOBKA NMPeAH /2 3aMI0YHeTe Ja MpueMaTe 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 nekapcTBO € MpeaAnyucato 1 udHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To
MOJKE Jla UM HaBpeJIv, HE3aBUCHMO Ue MTPU3HAIIUTE Ha TAXHOTO 3a00JsIBaHE ca CHIIUTE KAKTO
Bammure.

- AKO mosTyuuTe HIKAaKBU HEXEJaHW PeakUuy, yBegomere Bamms nekap unu ¢apmanest. Toa
BKJIFOUBA ¥ BCUUKH BB3MOKHH HEKEJIaHU pEaKkiH, HEONMMCAaH! B Ta3H JIUCTOBKA. BrkTe Touka
4.

KakBo cbIbpika Ta3u JINCTOBKA:

Kakso npencrasnsiBa Corbilta u 3a kKakBo ce U3Moi3Ba
Kakgo Tpsi0Ba na 3Haete, npeau na npuemete Corbilta

Kak na npuemate Corbilta

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Corbilta

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

ANk L=

1. Kakso npencrasasia Corbilta u 3a kakBo ce n3noJi3Ba

Corbilta chabpika TpU aKTUBHU BEIIECTBA (JIEBOIOMA, KAPOHUIOMA U €HTAKAIIOH) B €/{Ha rIIMHUpaHa
tabnetka. Corbilta ce u3mosn3sa 3a eueHue Ha Oonectra Ha [lapkuHCOH.

Bonecrra na [lapkuHCOH ce MpUUMHSABA OT HUCKM HHBA B MO3bKa Ha BEIIECTBO, HAPEUECHO TOTIAMHH.
JleBonioma moBuIIaBa KOMMYECTBATA HA IOMIAMHH M Taka HaMajsiBa CUMIITOMHTE Ha OoyiecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psaBaT aHTHIIAPKHHCOHOBHTE e(PeKTH Ha JIeBOJIONA.

2. Kakso Tpsi0oBa na 3Haere, npeau aa npuemere Corbilta
He npuemaiite Corbilta, ako:

- CTE aJIepTUYHU KbM JIEBOJIONA, KApOHIOTIa, EHTAKAIIOH WM HSIKOSI OT OCTAHAINTE ChCTABKH Ha
TOBA JIEKapPCTBO (M30pOCHU B TOUKA 6).

- MMaTe TeCHOBI'bJIHA ITayKoMa (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 MMaNM HeBpoJienTuieH MaiurHeH cuaapoM (HMC-ToBa e psko cpelana peakiust
KBbM JICKQpCTBEHU TpENapaT, H3I0JI3BAHH 32 JIeUeHHEe Ha TEXKKHU NICUXHUYHH HAPYIICHHS).

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

- MMaTe TeXKKO YEepHOAPOOHO 3a00IIIBaHE.

Ipenynpe:xxaeHuss M npeanasHu MepKH

T'oBopere ¢ Barug siekap mim dhapmaleBt, npean ga npueMmere Corbilta, ako ©Mare WM HIKOra cTe

AMAaJIH:

- ChpJcueH UH(PAPKT WK APYTo 3a00/sIBaHE HA CHPIETO, BKIYUTEIHO ChPACUYHU apUTMHH, UITH
Ha KPbBOHOCHHUTE ChIOBE
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- acTMa Wi Jpyro 3a0oisiBaHe Ha OenuTe ApoboBe

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

- OBOPEYHO WITH XOPMOHATHO 3a00IIsIBaHE

- CTOMAIITHH SI3BH HJTU T'BPUYOBE

- aKO MMaTe MPOBIDKUTEITHA IUApHs, KOHCYITHpaiTe ce ¢ Bamms nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha BB3MAJCHNE Ha Ie0eTI0TO 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 HansraHne ma Ob/e cleeHo

ITocwBeTBaiTE ce ¢ Baiug 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, ue Corbilta Moxe 11a BIIOIIH TE3U PEaKIIHH.

ITocwBeTBaiiTe ce ¢ Baiusa jekap, ako mo BpeMme Ha JieueHnero cbe Corbilta:

- 3abenexuTe, 4e MyCKyIuTe Bu craHaT MHOTO HAaNpETHATH WITU CHITHO TIOTPBIIBAT, MIIH
MOJTyYuTe TpernepeHe, Bb30yna, 00bpKBaHe, TPECKa, YCKOPEH MYJIC HITU TOJIEMHU OTKJIOHEHUS B
KpPBBHOTO HaJAraHe. AKO Ce CIIy4H HAKOE OT T€3U Hellla, He3a0aBHO ce cBbpkeTe ¢ Bamus
JeKap.

- Ce UyBCTBaTe JCMPECUPAHU, UIMaTe MICIH 32 CAaMOYOHICTBO WIIH 3a0€NIeKUTEe HeOONIaiiHN
MIPOMEHU B MOBEJICHUETO CH.

- YCTaHOBSIBAaTE, Y€ BHE3AITHO 3aCITUBATE WM CE€ YyBCTBATE MHOTO CHHINBH. AKO TOBA CE CITy4H,
He TpsAOBa Ja modupare WK Ja U3M0JI3BaTe HHCTPYMEHTH WIIM MAIIMHU (BHXKTE CHIIO pa3aes
"[llodupane u padota ¢ MalIuHKA").

- 3a0enexuTe, 4e ce MOSABSIBAT HEKOHTPOJIMPAHU JBUKCHHS WK C€ BIIOIIAT, CIIE]] KaTO CTe
3arouHanu ja npuemare Corbilta. Ako ToBa ce ciydn, MOXKe Jia ce HalloXKu BammsaT nexap na
MIPOMEHHU J103aTa HAa aHTUIAPKUHCOHOBOTO Bu nekapcTBo.

- MOJTyYUTE TUAPHSI; IPETIOPbYBA Ce CIe/ICeHE Ha TErJIoTo, 3a J1a ce n30erHe Bh3MOKHA
MpeKoMepHa 3ary0a Ha TerJio.

- “MaTe MPOrpecuBHA aHOPEKCHS, acTeHUs (c1aboCT, M3TOIIEHUE) U HaMalleHUe Ha TETJI0TO 3a
OTHOCHTEITHO KpPaThK MEePHOJ] OT BpeMe. AKO TOBa C€ CIIy4H, TPAOBa 1a ce 0OMHUCIN 00T
MEIUIIMHCKH TIpeTJie]l, BKIIOYBAII OIIEHKA Ha YepHOApOoOHAaTa (QYHKIIHS.

- YyBCTBaTe HYX/1a Ja crpere yrnoTpedara Ha Corbilta, BikTe pazmen “AKo CTe CIpenu npruemMa
Ha Corbilta”.

Wndopmupaiite Bamms nexap, ako Bue mim cemeiictBoro Bu/To3m, KoiiTo monara rpuxku 3a0emiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJIEIIHU 10 CHITHO XKEJIaHHE 32 TOJIEMHU 03U
Corbilta u npyru nekapcTBa, H3M0JI3BaHU 3a JeueHue Ha OonectTa Ha [lapkuHCOH.

Wudopmupaiite Bammst nekap, ako Bue nnn Bamero cemelictBo/6onHornenay 3abenexure, 4e
IIPOABABATE CKIIOHHOCT HUJIWM HECIIPCOJOJIMMO KEJIaHUE 1a C€ AbPKUTE 10 HAYUH, KOWUTO € HeoOMUaeH
3a Bac unmm He MoxkeTe na YCTOUTEC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
Ompe/ieNieH: ACHCTBUS, C KOUTO MOXE JIa Ce HapaHUTE WK J1a HapaHuTe okoiHuTe. [10100H0
MMOBCACHUC CC HapH4a HAPYIUICH KOHTPOJI HaJl UMITYJICUTC B MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO SI/ICHE MK XapueHe, MPEKOMEPHO CEKCYaTHO JKeIaHHe MM HATPAuUuBH
CCKCYyaJIHU MUCJIU WJIN NTIPEACTAaBU. Moxe Ja C€ HAJIOXHN Bamwmsar JICKAp Ja HalpaBu IIPCOIICHKA Ha
Jedyenuero Bu.

BamusT nexap Moxe 1a HalpaBu HSIKOW PEIOBHU TaOOPATOPHHU U3CIEIBAHUS TPU MPOIBIKATEIHO
neyenue cwe Corbilta.

Ako Tpsi0Ba /1a ce OUIOKUTE Ha omepanus, MoJis yBegomere Bammus nekap, ue npuemate Corbilta.
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He ce mnpenoppuBa usmon3BaHero Ha Corbilta 3a nedeHne Ha eKCTpanMpaMUIHA CHMIITOMH
(HamprMep HEBOJICBH JABMXKCHHUS, TpeNepeHe, MYCKYJIHa CKOBAaHOCT M MYCKYJIHH CBKPAalLICHUS)
NPUYMHEHH OT APYTH JEKapCTBA.

ﬂega W IOHOIIIH

Omnutst cbe Corbilta mpu naumenTn nox 18 roaunu e orpannyed. Ilopagu ToBa ynorpedaTa Ha
Corbilta mpu aena uaK IOHOIIN HE CE€ IPENOpbYBA.

Apyru nexapcrBa u Corbilta

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

He npuemaiite Corbilta, ako mpuemare HIKOU JIeKapcTBa 3a JeUeHHE Ha JAenpecus (KOMOWHAIMY OT
cenexktuBHA MAO-A 1 MAO-B naxubutopu unu HecenektuBHE MAO-uHXHOUTOPN).

Corbilta Mmo>ke 1a yBenn4aBa epeKTHTE U HEXKEIAHUTE PEAKLUHN HA ONPEACIICHHU JIeKapcTBa. Te

BKJTIOYBAT:

- JIeKapCcTBa, M3MOJI3BAaHM 32 JICUCHUE Ha JACTPECHs], KATO MOKJIOOEMHU I, aMUTPHUIITHIINH,
Je3UNpaMiH, MaPOTHUINH, BeHJIa(aKCHH U NapOKCETHH

- PHUMHUTEpOJ U U3OIMPEHAINH, U3II03BaHH 3a JICYeHHE Ha OOJIECTH Ha JUXATEIHUTE IbTHIIA

- aIpeHalIuH, U3MO0J3BaH MPH TEKKU aJICPTHYHH PEaKLIUU

- HOpPAaApEHAJHH, IOTMIaMUH U 100yTaMUH, U3MOI3BaHHU 32 JICYCHUE HA ChPJACYHHN 0O0JECTH U HUCKO
KPBBHO HaJATaHe

- anda-MeTHIA0MA, U3M0I3BaHa 32 JICYeHHE Ha BUCOKO KPbBHO HAJITaHE

- amomopduH, KOHTO ce U3M03Ba 3a JeueHue Ha Oonectra Ha [lapkuHcon

Edexrure na Corbilta MoraT na 6bp1aT 0TCIa0CHH OT HAKOU JIEKapcTBa. Te BKIIOYBAT:

- JIOIAaMHMHOBH QHTAarOHHCTH, U3II0J3BAaHU 34 JICUCHNE HA TICUXUYHH HapyLICHHUs, FaIcHe U
MOBpBIIaHE

- (eHNUTOUH, U3ION3BaH 3a MPOPUIAKTUKA HA ThPUOBE

- IMamnaBepuH, U3MOJI3BaH 32 OTIYCKaHEe HA MYCKYJIHTE

Corbilta Mmo>ke 1a mpeun Ha yCBOsIBaHETO Ha kefs130. CnegoBaTento He npuemaiite Corbilta
€IHOBPEMEHHO C XpaHUTEIHH J0OAaBKH, ChIbPIKAIIHN Keis130. Clie KaTo CTe MPUENH HIKOE OT JIBETE,
M34akaiTe Hali-Maiko 2 10 3 yaca Mpeau Aa MpHeMeTe IPYroTo.

Corbilta ¢ xpann u HAaNMTKH

Corbilta Mmo>xe na ce mpuema ¢ unu 0e3 XpaHa.

[Ipu msaxou mauuentu Corbilta Mmoxe na He ce abcopbupa no0pe, ako ce IpueMa ¢ Uil CKOpo Ciex
Oorati Ha OeNTHUMHY XpaHH (KaTo HalpuMep Meca, puda, MICYHH MPOAYKTH, CEMEHA U SIAKH).
IToceBeTBaiite ce ¢ Bamms nekap, ako cunuTaTte, 4e ToBa ce OTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

AKko cte OpeMeHHa WK KbpPMHUTE, CMATATE, Y€ MOXKE Ja CTe OpeMEeHHA WM [UTaHUpaTe OpEeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms nekap nim ¢papManeBT npeau ynorpedaTta Ha TOBa JEKapCTBO.

He tpsi0Ba na xppmuTe 1o BpeMme Ha sieuenuero cse Corbilta.
Hlopupane u padoTa ¢ MAIIUHU
Corbilta Mmo>ke 1a moHMXHM KpBBHOTO Bu Hansrane, koeto Moxe a Bu Hakapa na mouyBcTBaTe

¢1a00CT WIIK 3aMastHOCT. CHGZ[OB&TCJ'IHO TpH6Ba Ja 6I>,Z[€Te 0CO0EHO BHUMATEIIHU npu H_IO(I)I/IpaHe n
pa60Ta C UHCTPYMCHTHU WJIM MalllMHU.
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Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIATC, Y€ BHEC3AaIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ PAa3CbHUTC HAITBJIIHO, IIPSAN Oa mo@mpaTe WJIK Ja BbpUIUTE HCIIO APYTO, KOCTO U3UCKBA
BHUMaHHe. B IMPOTHUBCH cnyqaﬁ, MOXKE aa ITOCTaBHUTC cebe cu u APYTUTEC B OIIACHOCT OT CCPHUO3HO
HapaHsiBaHC WX CMBPT.

Corbilta cbabpaka 3axaposa

Corbilta cpabpxa 3axaposa (1,6 mg/tabnerka). Axo Bammsar nexap Bu e kazan, ye umare
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce ¢ HEero, Mpeu J1a IpueMeTe TOBa JEKapCTBO.

ToBa nekapcTBO chABpKa MO-MaNKo oT 1 mmol Hatpwmii (23 mg) Ha MakcUMaHaTa IPENIOPBUNTEIHA
THEBHA J103a, T.€. MOKE J]a C€ KaXKe, Ue MPAKTUIECKH HE ChABPIKa HATPUH.

3. Kak na npuemare Corbilta

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

IIpu BB3pacTHU U XOpa B CTapUECcKa Bb3PAacT:

- Bammst nexap e Bu kaxe TouHo konko tabnetku Corbilta 1a B3emare 1HEBHO.

- TabGnerkure He ca mperHa3HAUCHH Ja CE IEJIAT WM YYISAT Ha [TO-MaJIKU apyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

- B 3aBUCHMOCT OT TOBa KaK pearpare Ha JeueHHETOo, BamusT gexap MoXke 1a TIOBUIIN HITH
HaMalu 103ata.

- Axo mpuemate Corbilta 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 wim 150 mg/37,5 mg/200 mg, He B3emaiiTe
noseue oT 10 TabaeTKH THEBHO.

I'oBopete ¢ Bamus nexap unu hapmanesT, ako MuciuTre, e egekrsT Ha Corbilta e npekaneno cusieH
WK TIPEKAJICHO CcJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHU.

3a ma otBOpuTe OyTMIIKAara 3a I'bPBU IBT: OTBOPETE
Kalaykara W CJIeJl TOBa HaTUCHETE ¢ majen (OJIHOTO, C
KOETO € 3aledaTaHa OyTHJIKaTa, JOKaTO C€ CKbCa.
Buxre ¢purypa 1.

AKo cTe npuesn noevye oT Heodxoaumara no3a Corbilta

AKO cllydaiiHO cTe mpuenu npekaieHo MHoro tadyetku Corbilta, obanere ce He3abaBHO Ha Bamus
Jiekap win papmarierT. B ciaydait Ha npeno3upaHe MOXe Ja MOYyBCTBAaTe 00bPKBaHE WM Bh30y/a,
chpieuHaTa Bu nefinoct Moke 1a Objie o-0aBHA WM T0-0bp3a OT 0OMYAWHOTO HIIK IIBETHT Ha
KO’KaTa, €31Ka, OUNTE WK yprHaTa B MoXe 1a ce MPOMEHH.

AKko cTe nponycHaau aa npuemere Corbilta

He B3emaiiTe nBoiiHa /103a, 3a JJa KOMIICHCHUPATE MPOIyCcHaTa TabJIeTKa.

Axo nMa noseue ot 1 gac go ciensamiara Bu go3a:
B3emeTe eqHa TabiieTka, BeHara cjej KaTo ¢ce CETUTE U Clie[Baliara TabjJeTKa B peOBHOTO BpeMe.

AKo nMa mmo-mainko oT 1 gac 110 crienBamata Bu go3a:
B3emeTe eqHa TabiieTka, BeHAra ciie/ KaTo ¢e CeTUTE, H34akaiTe 1 Jyac ¥ B3eMeTe Ollle eaHa
tabnerka. Cien ToBa ce BbpHETEe KbM Batus peoBeH rpaduk.
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Bunaru octaBsiiTe moHe enuH yac HHTEpBaa Mexay tabnerkure Corbilta, 3a 1a n30erneTe Bb3MOKHH
HEXXEJTaH! PEaKIHH.

Ako cTe cnpesau npuema Ha Corbilta

He cniupaiite npuema na Corbilta, ocBen ako Bammsit nekap He Bu xaxe na ro Hanpasure. B TakbB
cltyyaii, Moxe Ja € HeoOXxoauMo Bamusar jiekap 1a MpoMEHH I03UTE Ha OCTaHAJIUTE
AHTUIAPKUHCOHOBH JIEKApCTBAa KOUTO MPHEMATE, MO-CIIEIUAIHO JIEBOAONA, 32 Ja IOCTUTHE
JOCTaThueH KOHTPOJ BbpXy cumnromMute Bu. Ako psasko npexbcHere nmpuema Ha Corbilta u npyru
aHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E JO HEKETaHHU PEAKIUH.

AKO MMaTe HAKaKBU AOIBIHUTEIIHU BBIIPOCH, CBBP3aHHU C YIOTpedaTa Ha TOBA JICKAPCTBO, TONMHUTANTE
Bamms nekap nim ¢apmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumuun

KakTo BcH4KH IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEITAHU PEAKIINH, BBHIIPEKH Ue HE
BCEKH T MMOJTyyaBa. MHOTO OT T€3W HEXXEJaH! PEakI[Mi Morat Jia ObJaT o0JIEKYeHH Ype3 peryTupaHe
Ha Jio3arta.

Axo 1o Bpeme Ha jedenueTo cbe Corbilta momydnTe cieJHUTE CHMITOMH, CBHPIKETe ce He3a0aBHO ¢

Bammus jekap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpeEmepeHe, BB30yna,
00BpKBaHe, TPECKA, YCKOPEH IMTyJIC I TOJIeMH OTKIOHEHHUS B KPbBHOTO Haisrane. Te morat na
ObJIaT CUMIITOMH Ha 37I0Ka4uecTBeH HeBposenTtuyeH cuaapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApPYUICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMa) WU
pabmoMuonu3a (psaKo, TEKKO MYCKYJTHO HapyLICHUE).

- ajlepruyHa peakius, YAUTO TPHU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONpPHUBHA TPECKa),
cbpOex, 00pHB, MOAYyBaHE HA JIMIIETO, YCTHUTE, €3MKA MM I'bPJI0TO. TOBa MOXKeE Ja MPHYHMHU
3aTpyIHEHO JWIIAHE WU MperbIiaHe.

Muoro gectu (Morar ga 3acertar mmoseue ot 1 Ha 10 gymm)

- HEKOHTPOJIMPAHU ABMKEHUS (IMCKUHE3UN)

- noBauraHe (rajeHe)

- 0e3BpEIHO OIBETSBAHE HA YPUHATA B YePBECHUKABOKA(SB I[BAT
- MYCKYJIHU OOJIKU

- TUAPHS

Yectu (Morat aa 3acerdar 1o 1 ga 10 gymm)

- CBETOBLPTEK WM TIPUJIONIABAHE, NBDKAIIKA CE HAa HUCKO KPHBHO HAIATAaHE, BHUCOKO KPBHBHO
HaJIsIraHe

- BIIOIIIABaHE HA MAPKHHCOHOBU CUMIITOMH, 3aMaiiBaHe, CHHIMBOCT

- MOBpBIIIAHE, KOpeMHa 00JIKa U AUCKOM(OPT, KUCEIIMHH, CyX0Ta B yCTaTa, 3aIeK

- 0e3chbHUE, XaTIIMHAIINY, O0BPKAHOCT, APKU ChHUIIA (BKIIIOYBAIIN KOIIIMAPH), YMOPSIEMOCT

- MICUXUYHU M3MEHEHHUS, BKJIIOYBAIIM NPOOJEMH C MaMeTTa, OE3MOKOHCTBO MW JICNpecHs
(BB3MOIKHO ChC MHCJIH 32 CaMOYOHICTBO)

- MpOsSIBU Ha 3a00JisBaHEe Ha CBHPIETO WIM apTepuuTe (Karo IpbAHa 00JIKA), HEHPABUIHH
ChpAeYHa JICHHOCT ¥ PUTHM

- I10-4EeCTO MajaHe

- 3aIyX

- 3aCHIJICHO TIOTeHE, OOpUBH

- MYCKYJIHH KPaMIIH, TOJAyBaHe Ha KpakaTa

- 3aMBIJICHO BIDKIAHE

- aHeMUs

- HaMaJIeH alleTUT, HaMaJICHO TErjIo
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- riaaBo0oJire, OOJIKU B CTABUTE
- nH(pEKIUs Ha MUKOYHUTE IHTHIIA

Heuectu (Mmorat ma 3acersnar jo 1 Ha 100 mytim)

- ChpJICUCH MPUCTHIT

- KbpBEHE OT uepBara

- MMPOMEHU B KpBBHATA KapTWHA, KOETO MOXeE Ja JOBelAe 10 KBbPBEHE, OTKJIOHEHUS B
MOKA3aTEeNNUTE PU YePHOAPOOHN (HYHKIIMOHAIHHA TECTOBE

- I'BpYOBE

- ycelaHe 3a Bp30yaa

- MICUXOTHUYHU CHMITTOMH

- KOJIHT (BB3MAJICHUE Ha Ie0eI0TO YepBO)

- MPOMsIHA B IIBETA HE CaMO Ha ypuHaTa (Hamp. Koka, HOKTH, KOoca, ToT)

- 3aTpyHEHHE MPH I'bIITaHEe

- HECIIOCOOHOCT 33 ypUHUPaHE

C HeH3BECTHA YECTOTa (OT HaJIWYHUTC JaHHHW HEC MOXEC J1a 6’5,[[6 HalpaB€Ha OI.[GHKa)

CuiHO XeJIeHHE 3a TOJICMHU 031 Corbilta, HaJaBUIIIaBaIIn HCO6XO,[[I/IMI/ITG 3a KOHTPOJIMpaHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KAaTO CUHAPOM Ha JOIIAMUWHOBA JUCPLTYyJIallUsA. Hsxon ManuCHTHU
nojry4aBat HEOOWYaHH HEBOJICBU JABHKCHUA (ILI/ICKI/IH63I/I$I) B TCXKKa q)opMa, IIPpOMCHU B
HAaCTPOCHUCTO HUJIU APYTU HCIKCIaHU pCAKIHUU CJICI MMPUCM HA I'OJICMU J03U Corbilta.

ChOOIIIeHY ca CBINO CACTHUTE HEKEIAHN PEAKIINN:
- XEMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
- CHpOeK

Moske 1a MOSyYUTE CIASAHNUTE HEKETaHU PEaKIIHH:
- HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHH ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIPEKH CEPUO3HUTE TUNYHU WM CEMEVHU
MOCTIEACTBUS;
- Hapymen nnu nmoBuIlIeH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO /1a
Bu nputecHs1Ba niM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
- HekonTponupyemo nazapyBaHe win XapueHe Ha Napy;
- Ilpessknane (mpueM Ha rojeMy KOJHMYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO TIpespKAaHe (IIPUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBeve 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

HNudopmupaiite Bammst nekap, ako nMate 1mo1o0HO IOBEACHHUE; TOM 11ie 00chau ¢ Bac kak na ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMHU.

Cho0maBaHe Ha HelKeJIAHM PeaKIuu

AKO MoNTy4ynTe HIKaKBU HEXEJIaH!U JIEKApPCTBEHH Peakilny, yBenoMeTe Bamms nekap win papMariesr.
ToBa BKkIIOUBa BCUYKH BB3MOKHU HEOIIMCAHH B Ta3M JUCTOBKA HEKEIaHU PpCaKkmru. MoxeTe CBhIIIO Ja
ChOOIIUTE HEXKENAHH PEAKIMN TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 32 ChOOIaBaHe, IIOCOYeHA B
[punoxenue V. Kato crobuiaBate He)keNaHN peaknuy, MOXKETe Ja 1aieTe CBOS IPUHOC 3a
MOJTyYaBaHe Ha 1oBede HMH(OPMAIHsI OTHOCHO O€30I1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na chxpansasate Corbilta
Jla ce cpxpaHsiBa Ha MACTO, HEJJOCTBITHO 32 JIeIIa.

Jla He ce U3Mo3Ba ciIel] CpOKa Ha TOAHOCT, OTOENA3aH BbpXY OyTHIIKaTa U KApTOHEHATa KyTHS.
CpoKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TOCOUEHUS MECEll.
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To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.

He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3alluATa UJIA B KOHTeﬁHepa 3a JOMalIH! OTIIadbIIH.
Ilonuraiite Bamms (l)apMaI_IeBT KakK 1a U3XBBPJIATE JICKApCTBATAa, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Cobabp:kaHue HA ONAKOBKATA U IONBJIHUTEIHA HHOpPMAIHS
Kaxkso cbpabp:xa Corbilta

- AxrtuBHHTE cheTaBkH Ha Corbilta ca neBogona, kapOuIoNna U eHTaKamoH.

- Bceska tabnerka Corbilta 100 mg/25 mg/200 mg cpabpxa 100 mg neBogona, 25 mg kapounona
1 200 mg eHTaKarnoH.

- OcrananuTe ChCTABKU Ha SAPOTO HA TabJETKaTa ca: KpOCKapMeso3a HaTpUid, MarHe31eB
cTeapar, napeBu4yHo Humecte, ManuToi (E421) u mosunon (E1201).

- ChcraBkuTe Ha (PUIMOBOTO MOKpHUTHE ca rmiepon (85 nporenta) (E422), xumpomenosa,
MarHesueB creapat noaucopOar 80, yepBeH xeneseH okcun (E172), 3axaposa, THTaHOB
muokcun (E171) u xbat xenesed okeun (E172).

Kak u3raexna Corbilta u kakBo ¢chabpska onaKoBKaTa

Tabnerkure Corbilta 100 mg/25 mg/200 mg ca kapeHuKaBH WM CUBO-UYePBEHUKABH, OBAJHHU, O3
JenuTenHa yepra, osnadenu ¢ ,,LCE 100 o emnara ctpana.

Corbilta ce nmpezyiara B IeCT OMAKOBKY ¢ pa3iuyuHo chabpkanue (10, 30, 100, 130, 175 umum 250
Tabyerkn). He Bcyku BUIOBE OMMaKOBKKM MOTAT Jia ObJaT MMyCHATH B IIPoAax0a.

IpureskaTes Ha pa3pelIeHNETO 32 yoTpeda

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIponssoaure

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

3a nombIHATENHA HHOOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJISl CBHPIKETE CE C JIOKATHUS
MPeJICTaBUTEN Ha TIPUTEkKATENSI Ha pa3pellieHueTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien Lietuva

Sandoz n.v./s.a. Orion Corporation
Tél/Tel: +32 2 722 97 97 Tel. +358 10 4261
Bbarapus Luxembourg/Luxemburg
Orion Corporation Orion Corporation

Ten.: +358 10 4261 Tél/Tel: +358 10 4261
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Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf.: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

EALGoo
Orion Corporation
TnA: +358 10 4261

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
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation

Tel: +358 10 4261

Slovenska republika

Sandoz d.d. organiza¢na zlozka

Tel: +421 2 48 200 600

Suomi/Finland
Orion Corporation
Puh./Tel: +358 10 4261

Sverige
Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO Mpepasriie:kaane Ha JJUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[Monpo6Ha mH(pOpManHs 3a TOBA JIEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporielickara areHIus
1o JiekapcTBara; https://www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Corbilta 125 mg/31,25 mg/200 mg ¢puamMupanu TadaeTKn
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpoyeTeTe BHMMATEJIHO ISJIATA JUCTOBKA NMPeAH /a2 3aMI0YHeTe Ja MpUeMaTe 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 nekapcTBO € MpeaAnucato 1 udHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To
MOJKE Jla UM HaBpeJIv, HE3aBUCHMO Ue MTPU3HAIIUTE Ha TAXHOTO 3a00JsIBaHE ca CHIIUTE KAKTO
Bammure.

- AKO mosTyuuTe HIKAaKBU HEXEJaHW Peakluy, yBegoMere Bamms nekap nnn ¢papmanest. Toa
BKJIFOUBA ¥ BCUUKH BB3MOKHH HEKEJIaHU pEaKkii, HEONMCAaH! B Ta3H JIUCTOBKA. BrkTe Touka
4.

KakBo cbIbpika Ta3u JINCTOBKA:

Kakso npencrasnsiBa Corbilta u 3a kKakBo ce U3Moi3Ba
Kakgo Tpsi0Ba na 3Haete, npeau na npuemete Corbilta

Kak na npuemate Corbilta

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cvxpansisate Corbilta

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

ANk L=

1. Kakso npencrasasia Corbilta u 3a kakBo ce n3noJi3Ba

Corbilta chabpika Tpy aKTUBHU BEIIECTBA (JIEBOIOMA, KAPOHIONA U €HTAKAIIOH) B €{Ha (PrIIMHUpaHa
tabnetka. Corbilta ce u3mosnssa 3a euenue Ha Oonectra Ha [lapkuHCOH.

Bonecrra na [lapkuHCOH ce MpUUMHSABA OT HUCKM HHBA B MO3bKa Ha BEIIECTBO, HAPEUECHO TOTIAMHH.
JleBonioma moBuIIaBa KOMMYECTBATA HA IOMIAMHH M Taka HaMajsiBa CUMIITOMHTE Ha OoyiecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTUIAPKUHCOHOBHUTE e(DEeKTH Ha JIeBOJIONA.

2. Kakso Tpsi0oBa na 3Haere, npeau aa npuemere Corbilta
He npuemaiite Corbilta, ako:

- CTE aJIePTUYHU KBM JIEBOJIONA, KApOHIOTIa, CHTAKATIOH WIIN HKOS OT OCTAHAINTE ChCTABKH Ha
TOBA JIEKapPCTBO (M30pOCHU B TOUKA 6).

- “MaTe TeCHOBI'BIHA IIIayKoMa (3a00sIBaHe HA OYUTE).

- 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 MMaNX HeBpoJenTuieH MaturaeH cuaapoM (HMC-toBa e psko cpeliana peaxist
KBbM JICKQpCTBEHU TpENapaT, H3I0JI3BAHH 32 JIeUeHHEe Ha TEXKKHU NICUXHUYHH HAPYIICHHS).

- HSKOTa CTE MMaJId HeTpaBMaTHYHa padIoMuoIn3a (PSAKo MYCKY/IHO 3a00/IsBaHe).

- MMaTe TeXKKO YepPHOAPOOHO 3a00JIIBaHE.

Ipenynpe:xaeHus ¥ npeanasHu MepKH

T'oBopere ¢ Barug siekap mim dhapmaleBt, npean ga npueMmere Corbilta, ako ©Mare WM HIKOra cTe

AMAaJIH:

- ChpJcueH UH(PAPKT WK APYTo 3a00/sIBaHE HA CHPIETO, BKIYUTEIHO ChPACUYHU apUTMHH, UITH
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 NMPOABIDKUATEIHA AHAPUsl, KOHCYITUpalTe ce ¢ Bamwst nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha Bh3MAJCHHE Ha e0eI0TO 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 HansraHne ma Ob/e cleeHo

ITocwBeTBaiTe ce ¢ Bamus jekap, ako B MOMEHTA IpUEMATE:

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

- JIEKapCTBO, KOETO MOXKeE J[a PUYHHY TOHMKaBaHe Ha KPHBHOTO HAJSITaHE TIPU CTaBaHE OT CTOI
niu nerno. TpsOBa na 3Haete, ye Corbilta MoXxe /1a BIIOIIH TE3U PEaKIIHH.

ITocwBeTBaiiTe ce ¢ Bamms gekap, ako o BpeMme Ha jieueHnero cbe Corbilta:

- 3abenexuTe, 4e MyCKyIuTe Bu craHaT MHOTO HAaNpETHATH WITU CHITHO TIOTPBIIBAT, MIIH
MOJTyYuTe TpernepeHe, Bb30yna, 00bpKBaHe, TPECKa, YCKOPEH MYJIC HITU TOJIEMHU OTKJIOHEHUS B
KPBBHOTO HaJIAraHe. AKO Ce CITy4d HAKOE OT T€3U Hellla, He3a0aBHO ce cBbpkeTe ¢ Bamus
JeKap.

- Ce UyBCTBaTe JCMPECUPAHU, UIMaTe MICIH 32 CAaMOYOHICTBO WIIH 3a0€NIeKUTEe HeOONIaiiHN
MIPOMEHU B MOBEJICHUETO CH.

- YCTaHOBSIBATE, Y€ BHE3AITHO 3aCITUBATE WM CE€ YyBCTBATE MHOTO CHHIWBH. AKO TOBA CE CITyYH,
He TpsOBa 1a modupare WK Ja U3M0JI3BaTe MHCTPYMEHTH WIIM MAaIlIMHU (BHXKTE CHIO paszel
"[llodupane u padota ¢ MalIuHKA").

- 3a0enexuTe, 4e ce MOSABSIBAT HEKOHTPOJIMPAHU JBUKCHHS WK C€ BIIOIIAT, CIIE]] KaTO CTe
3arouHanu ja npuemare Corbilta. Ako ToBa ce cimyuu, MOXKe Jla ce HaJIoXKu BammsT nexap na
MIPOMEHHU J103aTa HAa aHTUIAPKUHCOHOBOTO Bu nekapcTBo.

- MOJTyYUTE TUAPHSI; IPETIOPbYBA Ce CIe/ICeHE Ha TErJIoTo, 3a J1a ce n30erHe Bh3MOKHA
MpeKoMepHa 3ary0a Ha TerJio.

- “MaTe MPOTPeCUBHA aHOPEKCHS, aCTeHUs (c1adoCT, U3TOIIEHUE) U HaMalleHHe Ha TETJI0TO 3a
OTHOCHTEITHO KpPaThK MEePHOJ] OT BpeMe. AKO TOBa C€ CIIy4H, TPAOBa 1a ce 0OMHUCIN 00T
MEIUIIMHCKH TIpeTJie]l, BKIIOYBAII OIIEHKA Ha YepHOApOoOHAaTa (QYHKIIHS.

- YyBCTBaTe HYX/1a Ja crpere yrnoTpedara Ha Corbilta, BikTe pazmen “AKo CTe CIpenu npruemMa
na Corbilta”.

Wndopmupaiite Bamms nexap, ako Bue miu cemeiictBoro Bu/To3m, KoifTo nmonara rpuku 3a0esiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMIITOMH, BOJICIIN 10 CHIJTHO XKEJIaHHUE 3 TOJIEMU 103U
Corbilta u npyru nexkapcTa, U3M0I3BaHH 3a JeueHue Ha OonectTa Ha [lapkuHCoH.

WNudopmupaiite Bamust nekap, ako Bue nnn Bamero cemeiictBo/6onHorIe1ay 3abenexure, e
IIPOABABATE CKIIOHHOCT HUJIWM HECIIPCOJOJIMMO KEJIaHUE 1a C€ AbPKUTE 10 HAYUH, KOWUTO € HeoOMUaeH
3a Bac unmm He MoxkeTe na YCTOUTEC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
OIpeieNieH: ACHCTBUS, C KOUTO MOXE JIa C& HapaHUTE WK Jia HapaHuTe okoiHuTe. [10100HO0
MMOBCACHUC CC HapH4a HAPYIUICH KOHTPOJI HaJl UMITYJICUTC B MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO SIICHE HIIH XapyueHe, MPEKOMEPHO CEKCYaTHO JKeIaHHe MM HATPAuUuBH
CCKCYyaJIHU MUCJIU WJIN NTPEACTaBU. Moxe Ja C€ HAJIOXHN Bamwmsar JICKAp Ja HalpaBu IIPCOIICHKA Ha
Jedyenuero Bu.

BamusT nexap Moxe 1a HalpaBu HSIKOW PEIOBHU TaOOPATOPHHU U3CIEIBAHUS TPU MPOIBIKATEIHO
neyenue cwe Corbilta.

Ako Tps0Ba /1a ce MOUIOKUTE Ha omepanus, MoJis yBegomere Bammus nekap, ue npuemate Corbilta.
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He ce mnpenoppuBa usmon3BaHero Ha Corbilta 3a nedeHne Ha eKCTpanMpaMUIHA CHMIITOMH
(HamprMep HEBOJICBH JABHMXKCHHS, TpeNepeHe, MYCKYJIHa CKOBAaHOCT M MYCKYJIHH CBKpAalLICHUs)
NPUYIMHEHH OT APYTH JEKapCTBa.

ﬂega W IOHOIIIH

Onutst cbe Corbilta mpu naumnenTn nox 18 roaunu e orpannyed. Ilopagu ToBa ynorpedaTa Ha
Corbilta mpu aena uaK IOHOIIN HE CE€ IPENOpbYBA.

Apyru nexapcrBa u Corbilta

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

He npuemaiite Corbilta, ako mpuemare HIKOU JIeKapcTBa 3a JeUeHHE Ha JAenpecus (KOMOWHAIMY OT
cenexktuBHA MAO-A 1 MAO-B naxuburtopu unu HecenekTuBHE MAO-HHXHOUTOPH).

Corbilta Mmoske 1a yBennuaBa eeKTHTE M HEXKEIAHUTE PEaKLMHU Ha ONPEICIICHH JIeKapcTBa. Te

BKJTIOUBAT:

- JIeKapCcTBa, M3MOJI3BAaHM 32 JICUCHUE Ha JACTPECHs], KATO MOKJIOOEMHU I, aMUTPHUIITHIINH,
Je3UNpaMiH, MaPOTHUINH, BeHJIa(aKCHH U NapOKCETHH

- PHUMHUTEpOJ U U3OIMPEHAINH, U3II03BaHH 3a JICYeHHE Ha OOJIECTH Ha JUXATEIHUTE IbTHIIA

- aIpeHalIuH, U3MO0J3BaH MIPH TEKKU aJICPIrHYHH PEaKLUU

- HOpPAaApEHAJHH, IOTMIaMUH U 100yTaMUH, U3MOI3BaHHU 32 JICYCHUE HA ChPJACYHHN 0O0JECTH U HUCKO
KPBBHO HaJATaHe

- anda-MeTHII0MA, U3M0I3BaHa 3a JICYEHHE Ha BUCOKO KPbBHO HaJIsITaHe

- amomopduH, KOHTO ce U3M03Ba 3a JeueHue Ha Oonectra Ha [lapkuncon

Edexrure na Corbilta MoraT na 6bp1aT 0TCIa0CHH OT HAKOU JIEKapcTBa. Te BKIIOYBAT:

- JI0OIaMWUHOBU aHTarOHHMCTH, U3MOJI3BAHM 32 JICUCHUE HA ICUXUYHU HAPYLICHUS, raJIcHe U
MOBpBIIaHE

- (eHHUTOUH, U3IIONI3BaH 3a NMPOQUIAKTHKA HAa I'bPUOBE

- [MamaBepHuH, U3MOJI3BaH 3a OTIYCKaHE HA MYCKYJIHTE

Corbilta Mmo>ke 1a mpeun Ha yCBOsIBaHETO Ha kefs130. CnegoBaTenHo He npuemaiite Corbilta
€IHOBPEMEHHO C XpaHUTEIHH J0OAaBKH, ChIbPIKAIIHN Keis130. Clie KaTo CTe MPUENH HIKOE OT ABETE,
M34akaiTe Hali-Maiko 2 10 3 yaca Mpeau Aa IpHeMETe IPYyroTo.

Corbilta ¢ xpann 1 HANUTKH

Corbilta Mmo>xe na ce mpuema ¢ unu 0e3 XpaHa.

[Ipu msaxou mauuentu Corbilta Mmoxe na He ce abcopbupa no0pe, ako ce IpueMa ¢ Uil CKOpo Ciex
Oorati Ha OeNTHUMHY XpaHH (KaTo HalpuMep Meca, puda, MICYHH MPOAYKTH, CEMEHA U SIAKH).
IToceBeTBaiite ce ¢ Bamms nekap, ako cunuTaTe, 4e ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

AKko cte OpeMeHHa WK KbpPMHUTE, CMATATE, Y€ MOXKE Ja CTe OpeMEeHHA WM [UTaHUpaTe OpEeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms nekap niu papManeBT npeau ynorpedaTa Ha TOBa JEKapCTBO.

He tpsi0Ba na xppmuTe 1o BpeMe Ha Jieuenuero cse Corbilta.
Hlopupane u padoTa ¢ MAIIUHU
Corbilta Mmo>ke 1a moHMXHM KpBBHOTO Bu Hansrane, koeto Moxe a Bu Hakapa na mouyBcTBaTe

¢1a00CT WIIK 3aMastHOCT. CHGZ[OB&TCJ'IHO TpH6Ba Ja 6I>,Z[€Te 0CO0EHO BHUMATEIIHU npu H_IO(I)I/IpaHe n
pa60Ta C UHCTPYMCHTH WUJIM MAIlIMHU.
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Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIATC, Y€ BHEC3AaIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ PAa3CbHUTC HAITBJIIHO, IIPCAN Oa H_IO(l)I/IpaTC HJIK Ja BbPHIMTE HCIIO APYTO, KOCTO U3UCKBA
BHUMaHHKE. B MMPOTHUBCH cnyqaﬁ, MOXKE Ja ITIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPHUO3HO
HapaHsiBaHC WX CMBPT.

Corbilta cbabpaka 3axaposa

Corbilta cpabpxa 3axaposa (1,6 mg/tabnerka). Axo Bammsar nexap Bu e kazan, ye umare
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce ¢ HEero, Mpeu J1a IpUeMeTe TOBa JEKapCTBO.

ToBa nekapcTBO chABpKa MO-MaNKo oT 1 mmol Hatpwmii (23 mg) Ha MakcUMaHaTa IPENIOPBUNTEIHA
THEBHA J103a, T.€. MOKE J]a C€ KaXKe, Ue MPAKTUIECKH HE ChABPIKa HATPUH.

3. Kak n1a npuemare Corbilta

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

IIpu BB3pacTHU U XOpa B CTapUECcKa Bb3PAacT:

- Bammst nexap e Bu kaxe TouHo konko tabnetku Corbilta 1a B3emare 1HEBHO.

- TabGnerkure He ca mpeHA3HAYCHH Aa C€ AEIISAT WM YyIST Ha MO-MaJIKU apyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

- B 3aBUCHMOCT OT TOBa KaK pearpare Ha JeueHHETOo, BamusT gexap MoXke 1a TIOBUIIN HITH
HaMalu 103ata.

- Axo mpuemare Corbilta 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 wim 150 mg/37,5 mg/200 mg, He B3emaiiTe
noseue oT 10 TabaeTKH THEBHO.

I'oBopete ¢ Bamus nexap unu hapmanesT, ako MuciuTre, e egekrsT Ha Corbilta e npekaneno cusieH
WK TIPEKAJICHO CcJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHU.

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

AKo cTe npuesn noevye oT Heodxoaumara no3a Corbilta

AKO cllydaiiHO cTe mpuenu npekaieHo Muoro tadietku Corbilta, obanere ce He3abaBHO Ha Bamus
Jiekap win papmarierT. B ciaydait Ha npeno3upaHe MOXe Ja MOYyBCTBAaTe 00bPKBaHE WM Bh30y/a,
chpieuHaTa Bu nefinoct Moke 1a Objie o-0aBHA WM T0-0bp3a OT 0OMYAWHOTO HIIK IIBETHT Ha
KO’KaTa, €31Ka, OUNTE WK yprHaTa B MoXe 1a ce MPOMEHH.

AKko cTe nponycHaau aa npuemere Corbilta

He B3emaiiTe nBoiiHa /103a, 3a Ja KOMIICHCUpATE POITycHAaTa TabJeTKa

Axo nMa noseue ot 1 gac mo cieaBamiara Bu go3a:
B3emeTe enqHa TabiieTka, BeHAra Ciie/l KaTo e CETUTE U Clie[Baliara TadjaeTka B peIOBHOTO BpeMe.

AKo nMa mmo-mainko oT 1 gac 110 crienBamata Bu go3a:
B3emeTe eqHa TabiieTka, BeHAra ciie/ KaTo ¢e CeTUTE, H34akaiTe 1 Jyac ¥ B3eMeTe Ollle eaHa
tabnerka. Cien ToBa ce BbpHETEe KbM Batus peoBeH rpaduk.
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Bunaru octaBsiiTe moHe eAWH yac HHTEpBal Mexay Tabnerkure Corbilta, 3a 1a n30erneTe Bb3MOKHH
HEXXEJTaH! PEaKIHH.

Ako cTe cnpesau npuema Ha Corbilta

He cniupaiite npuema na Corbilta, ocBen ako Bammsit nekap He Bu kaxke na ro Hanpasure. B TakbsB
ciryyaii, Moxe Jja € HeoOXxoauMo Bamusr siekap Ja MpOMEHHU I03UTE Ha OCTAaHAIUTE
AHTUIAPKUHCOHOBH JIEKApCTBAa KOUTO MPHEMATE, MO-CIIEIUAIHO JIEBOAONA, 32 Ja IOCTUTHE
JOCTaThueH KOHTPOJ BbpXy cumnromMute Bu. Ako psasko npexbcHere nmpuema Ha Corbilta u npyru
aHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E JO HEKETaHHU PEAKIUH.

AKO MMaTe HIKaKBU AOIBIHUTEIIHU BBIIPOCH, CBBP3aHU C YHOTpedara Ha TOBA JICKApCTBO, TONHUTANTE
Bamms nekap nim ¢apmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumuun

KakTo BcH4KH IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEITAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH T MMoJTyyaBa. MHOTO OT Te3W HEXXEJaH! PEaKI[Ui MOorat Jia ObJjaT 00JIEKYSHH Ype3 peryupaHe
Ha Jio3arta.

Axo 1o Bpeme Ha jedenueTo cbe Corbilta momydnTe cieJHUTE CHMITOMH, CBHPIKETe ce He3a0aBHO ¢

Bammus jekap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpeEmepeHe, BB30yna,
00BpKBaHe, TPECKA, YCKOPEH IMTyJIC I TOJIeMH OTKIOHEHHUS B KPbBHOTO Haisrane. Te morat na
ObJIaT CUMIITOMH Ha 37I0KadyecTBeH HeBposentuyeH cunapoM (3HC, psanka, Texxka peakius KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApYUICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMA) WM
pabmoMuonu3a (psaIKo, TeKKO MyCKYJTHO HapyIICHHUE).

- ajlepruyHa peakius, YAUTO TPHU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONpPHUBHA TPECKa),
cbpOex, 00pHB, MOAYyBaHE HA JIMIIETO, YCTHUTE, €3MKA MM I'bPJI0TO. TOBa MOXKeE Ja MPHYHMHU
3aTpyIHEHO JWIIAHE WU MperbIiaHe.

MaHuoro dectu (Morar ga 3acertar mmoseue ot 1 Ha 10 gymm)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UN)

- noBauraHe (rajeHe)

- 0e3BpEIHO OIBETSBAHE HA YPUHATA B YePBECHUKABOKA(SB I[BAT
- MYCKYJTHHU OOJIKH

- TUAPHS

Yectu (Morat aa 3acerar 1o 1 ga 10 gymm)

- CBETOBBPTEXK W MpPUJIONIABaHE, IBJDKAIIM C€ HAa HUCKO KPBBHO HAaJSTaHE, BUCOKO KPBBHO
HaJsIraHe

- BJIOIIIaBaHE HAa MAPKHHCOHOBH CUMIITOMH, 3aMaiiBaHe, CHHIUBOCT

- MOBpBIaHe, KOPEeMHa 00JIKa M JTUCKOM(OPT, KHCETUHH, CYyX0Ta B yCTara, 3arek

- 0e3chHIe, XaMOIWHAIINN, 00BPKAHOCT, SIPKU ChHUIIA (BKIFOYBAIIH KOIIMAPH), YMOPSEMOCT

- MICUXUYHU U3MEHEHWUsI, BKIIFOYBAIIY TPOOJIEMH C TIAMETTa, TPEBOKHOCT U JienpecHst (Bb3MOKHO
C MHCJIY 332 CaMOYOHHCTBO)

- MposiBM Ha 3a00JsiBAHE HA CHPIETO WIM apTepuuTe (Hamp. TphIHA OOJKa), HENpaBUIHU
ChpAeYHa JICHHOCT ¥ PUTHM

- M0-9eCTO MajaHe

- 3ayx

- 3aCHIJICHO TIOTeHE, OOPUBH

- MYCKYJTHH KpaMIId, IOJyBaHe Ha Kpakara

- 3aMBIJIEHO BIDKIAHE

- aHeMHUS

- HaMaJIeH aleTuT, HaMaJIeHO TETJI0
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- riaaBo0oJire, OOJIKU B CTABUTE
- nH(pEKIYs Ha MMKOYHUTE THTHIIA

Heuectu (Mmorat ma 3acersnar jo 1 Ha 100 mytim)

- ChpJICUCH MPUCTHIT

- KbpPBEHE OT uepBara

- MMPOMEHU B KpBBHATA KapTHWHA, KOETO MOXeE Ja JOBelAe 10 KBbPBEHE, OTKJIOHEHUS B
MOKA3aTEeNNUTE PU YePHOAPOOHN (HYHKIIMOHAIHHA TECTOBE

- I'BpYOBE

- ycelaHe 3a Bp30yaa

- MICUXOTHUYHU CHMITTOMH

- KOJIHT (BB3MaNICHUE Ha JIeOeI0TO YePBO)

- MpPOMsIHA B IIBETA HE CaMO Ha ypuHaTa (Hamp. Ko)ka, HOKTH, KOca, TOT)

- 3aTpyHEHHE MPH I'bIITaHEe

- HECIIOCOOHOCT 33 ypUHUPaHE

C HeH3BECTHA YECTOTa (OT HaJIWYHUTC JaHHHW HEC MOXEC J1a 6’5,[[6 HalpaB€Ha OI.[GHKa)

CuiHO XeJIeHHE 3a TOJICMHU 031 Corbilta, HaJaBUIIIaBaIIn HCO6XO,[[I/IMI/ITG 3a KOHTPOJIMpaHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KAaTO CUHAPOM Ha JOIMMAMHWHOBA JUCPCTYyJIallUA. Hsxon ManuCHTHU
nojry4aBat HEOOWYaHH HEBOJICBU JABHKCHUA (ILI/ICKI/IH63I/I$I) B TCXKKa q)opMa, IIPpOMCHU B
HAaCTPOCHUCTO HUJIU APYTU HCIKCIIaHU pCAKIINU CJIICA MMPUCM Ha I'OJICMU JO3U Corbilta.

ChOOIIIeHY ca CBINO CACTHUTE HEKEIAHN PEAKIINN:
- XeMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
- ChpOexK

Moske 1a MOSyYUTE CIASAHNUTE HEKETaHU PEaKIIHH:
- HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHH ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WM CEMEWHU
MOCTIEACTBUS;
- Hapymen nnu nmoBuIlIeH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO /1a
Bu npuTecHsABa UK Ja MPUTECHABA OKOJHUTE, HAIPUMEP MOBUIIEHO CEKCYATHO KeJaHHE;
- HexonTtponupyemo nazapyBaHe WM XapUeHe Ha HapH;
- Ilpessxnane (mpueM Ha rojeMy KOJHMYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO TIpespKAaHe (IIPUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBeve 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

HNudopmupaiite Bamms nekap, ako nMate 1mo1o0HO IOBEACHHUE; TOM 11e 00chau ¢ Bac kak na ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMHU.

Cho0maBaHe Ha HelKeJIAHM PeaKIuu

AKO MoNy4ynTe HIKaKBU HEXEJIaH! JIEKapCTBEHH Peakilny, yBenoMeTe Bamms nekap win hapMaresr.
ToBa BkIrOUBa BCUYKH BB3MOKHU HEOIIMCAHH B Ta3H JINCTOBKA HEXKEIAHU pCaKknuu. Moxere CBhIIIO Ja
ChOOIIUTE HEXKENAHH PEAKIMN TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 32 ChOOIaBaHe, IIOCOYeHA B
[punoxenue V. Kato cro0uiaBate HeXKeIaHN peakluy, MOXKETe Ja IaieTe CBOS MPUHOC 3a
MOJTyYaBaHe Ha 1oBede HMH(OPMAIHsI OTHOCHO O€30I1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na chxpansasate Corbilta
Jla ce cpxpaHsiBa Ha MSCTO, HEJJOCTBITHO 3a JIeIIa.

Jla He ce U3MoII3Ba cie]] CPOKa Ha TOAHOCT, OTOENA3aH BbPXY OyTHIIKaTa M KapTOHEHATa KYTHS.
CpoKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TOCOUEHUS MECEll.
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To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.

He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3alluATa UJIA B KOHTeﬁHepa 3a JOMalIH! OTIIadbIIH.
Ilonuraiite Bamms q)apMaueBT KakK a U3XBBPJIATE JICKApCTBATAa, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Cobabp:kaHue HA ONAKOBKATA U IONBJIHUTEIHA HHOpPMAIHS
Kaxkso cbabp:xa Corbilta

- AxrtuBHHTE chcTaBki Ha Corbilta ca neBogona, kapOuIona 1 eHTaKamoH.

- Bceska tabnerka Corbilta 125 mg/31,25 mg/200 mg ceappika 125 mg neBonomna, 31,25 mg
kapOumona u 200 mg eHTaKanoH.

- OcrananuTe ChCTABKU Ha SAPOTO HA TabJETKaTa ca: KpOCKapMeso3a HaTpUid, MarHe31eB
cTeapar, napeBu4yHo Humecte, ManuTol (E421) u mosumon (E1201).

- ChcraBkuTe Ha (PUIMOBOTO MOKpHUTHE ca rmiepon (85 nporenta) (E422), xumpomenosa,
MarHe3ueB creapat noaucop0ar 80, yepen xenesed okcun (E172), 3axapo3a u TuTaHOB
muokcun (E171).

Kak u3raexna Corbilta u kakBo ¢chIbpska onaKoBKaTa

Corbilta 125 mg/31,25 mg/200 mg: cBeT/IO-KapeHUKABO-YEPBEHH, OBAITHUA TaOJICTKH, 03HAYCHHU C
,,LCE 125% oT enmnara ctpana.

Tao6netkara Corbilta 125 mg/31,25 mg/200 mg ce npenjara B IeT OMAKOBKHU C Pa3jIMYHO ChAbPIKaHUE
(10, 30, 100, 130 unm 175 Tabnerku). He Bcuuky BUIOBE OMAKOBKH MOT'aT Aa ObIAT ITyCHATH B
npojaxoa.

IMpureskaTes Ha pa3pelIeHNETO 32 yoTpeda

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIpoussoauren

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

3a gombaHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MTPOAYKT, MOJISI CBBPIKETE CE C JIOKATHHSI
MPeJICTaBUTEN Ha TIPUTEkKATENSI HA pa3pelieHueTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien Lietuva

Sandoz n.v./s.a. Orion Corporation
Tél/Tel: +32 2 722 97 97 Tel. +358 10 4261
Bbarapus Luxembourg/Luxemburg
Orion Corporation Orion Corporation

Ten.: +358 10 4261 Tél/Tel: +358 10 4261
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Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf.: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

E\rada
Orion Corporation
TnA: +358 10 4261

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
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

Slovenska republika
Sandoz d.d. organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Orion Corporation
Puh./Tel: +358 10 4261

Sverige
Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJIeIHO Mpepasrie:kaaHe Ha JTUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[Monpo6Ha mH(pOpManHs 3a TOBA JIEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporielickara areHIus
o JieKapcTBara:_https://www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNs

Corbilta 150 mg/37,5 mg/200 mg ¢puamMupanu TadjaeTKu
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpouereTre BHUMATEJIHO LSJIATA JUCTOBKA NPEIH 1a 3all0YHETE 12 IpUeMaTte TOBa JIEKapCTBo,

Thil KaTO TSl ChAbP3KAa BaskHa 32 Bac undgopmanus.

- 3amnasere Ta3u JUCTOBKA. Moxe Ja ©MaTe HyX/a J1a sl Ipo4YeTeTe OTHOBO.

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

- ToBa nekapcTBO € Mpeanyucato 1 udHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To
MOJKE Jla UM HaBpeJiv, HE3aBUCHMO 4e MMPU3HAIIUTE Ha TAXHOTO 3a00JsIBaHE ca CHIIUTE KAKTO
Bammure.

- AKO MosTyuuTe HIKAaKBU HEXEJaHW Peakluy, yBegoMere Bamms nexkap nnn ¢papmanest. Toa

BKJIFOYUBA U BCUYKU Bb3MOXKHU HCIKCIIAHU PCAKIINN, HCOIMMCAHU B Ta3W JINCTOBKA. Bmxre Touka
4.

KakBo cbIbpika Ta3u JINCTOBKA:

Kakso npencrasnsiBa Corbilta u 3a kKakBo ce U3Moa3Ba
Kakgo TpsiOBa na 3Haere, npeau na npuemete Corbilta

Kak na npuemate Corbilta

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansisate Corbilta

C’I),Z['bp)KaHI/Ie Ha OITaKOBKaTa U JOIIBJIHUTCIIHA I/IH(i)OpMaHI/ISI

ANk L=

1. Kakso npencrasasia Corbilta u 3a kakBo ce n3noJizBa

Corbilta chabpxka TpU aKTUBHHU BelllecTBa (JIEBOJI0MIA, KApOUIONa U €HTAKAIIOH) B ¢lHa (HIMUpaHa
tabnetka. Corbilta ce m3mosn3Ba 3a edeHue Ha Oonectta Ha [lapKUHCOH.

Bonecrra Ha [lapkuHCOH ce MpUUMHABA OT HUCKM HMBA B MO3bKa Ha BEI[ECTBO, HAPEUECHO TOTIAMHUH.
JleBonoma moBuIIaBa KOMMYECTBATA HA IOMIAMHH M Taka HaMajsiBa CUMIITOMHTE Ha OoyiecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTHIIAPKHUHCOHOBHTE e¢(PEKTH Ha JIEBOJIONA.

2. KakBo TpsioBa 1a 3HaeTe, npeau aa npuemete Corbilta
He npuemaiite Corbilta, axo:

- CTE aJIEPrUYHU KbM JIEBOJIONA, KApOUI0IIa, EHTAKAIIOH WM HIKOS OT OCTaHAJINTE ChCTABKH Ha
TOBA JIEKapCcTBO (M30pOCHU B TOUKa 0).

- uMare 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 HeceneKTHBHE MA O-UHXHOUTOPH).

- HSIKOTa CT€ MMaX HeBpoJienTuieH Manurden cuaapom (HMC-toBa e psiiko cpeliana peakuus
KBbM JICKapCTBEHH IpenapaTy, U3IOJI3BaHHU 32 JICUCHHE Ha TEXKKH NCUXUYHU HAPYILICHHS).

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

- uMare TeKKO YepHOApOoOHO 3a00sIBaHe.

Ipenynpe:xnenusi 1 NpeAna3sH MEPKH

FOBODCT@ ¢ Bamms JICKap UJIn (baDMaLIeBT, Opeau ga mMpueMeETe Corbilta, aKO UMATeC WK HAKOra CTe
nMajiau:
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- ChpJeueH MH(PAPKT WIH JPyTo 3a00IsIBaHe HA CHPIETO, BKIIOYHTEIHO ChPACYHU apUTMUH, WITH
Ha KPbBOHOCHHUTE CHJIOBE

- acTMa WM Jpyro 3a0ojsiBaHe Ha OenuTe ApoOoBe

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

- OBOPEYHO WIIH XOPMOHATHO 3a00IIsIBaHe

- CTOMAIITHH SI3BH WJTU T'BPUYOBE

- aKO MMaTe IMPOJBIDKUTEIHA THAPHs, KOHCYITHpalTe ce ¢ Bamms nekap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha BB3MAICHNE Ha JIe0eI0TO YepBO

- HsIKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIIBaHE KaTO MICHUX03a

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

IocwBetBaiiTe ce ¢ Bammsg nekap, ako B MOMEHTa IpueMare:

- AHTUIICUXOTUYHH CPEICTBa (JIeKapcTBa, yIOTpeOsBaHU 3a JICUCHHUE Ha TICUX03H)

- JIEKapCTBO, KOGTO MOXKE Ja MPUYHMHY MOHMKaBaHE Ha KPHBHOTO HAJSTaHE IPU CTABAaHE OT CTOJ
unu nerno. Tpsabsa na 3naere, ue Corbilta Moxe Jja BIOIIM TE3W PEaKIHU.

ITocwBeTBaiTe ce ¢ Baiusg jekap, ako Mo Bpeme Ha JieueHnero c¢be Corbilta:

- 3abenexuTe, 4e MyCKyJIuTe Bu cTaHaT MHOTO HAalpETrHATH WU CHITHO MOTPBIIBAT, WIIH
MOJTyYUTe TpernepeHe, Bb30yna, 00bpKBaHe, TPECKa, YCKOPEH MYJIC HITH TOJIEMU OTKJIOHEHUS B
KPBBHOTO HaJiAraHe. AKO Ce CITy4d HAKOE OT T€3U Hellla, He3a0aBHO ce cBbpxkeTe ¢ Bamus
JeKap.

- Ce UyBCTBaTe ACTPECUPAHU, UIMaTe MHICIH 32 CAMOYOUICTBO WK 3a0eNIeUTe HeOONIaiiHN
MIPOMEHU B MOBEJICHUETO CH.

- YCTaHOBSIBAaTE, Ye BHE3AITHO 3aCMUBATE WM CE€ YYBCTBATE MHOTO CHHIIUBU. AKO TOBA CE CITyYH,
He TpsOBa a modupare WK Ja U3M0JI3BaTe HHCTPYMEHTH WIIM MAIIMHU (BHXKTE CHIIO pa3aes
"[lloupane u padorta ¢ MaIuHKu").

- 3a0enexuTe, 4e ce MOSABIBAT HEKOHTPOJIHMPAHU JBUKCHHS WK C€ BIIOIIAT, CIIE]] KaTO CTe
3armouHanu fa npuemare Corbilta. Ako ToBa ce ciyuu, MOXKe Jla ce HaJIoKu BamusT nekap na
MIPOMEHHU J103aTa HAa aHTUIAPKUHCOHOBOTO Bu nekapcTBo.

- MOJTyYUTE TUAPHS; IPETIOPHUYBA Ce CIe/ICeHE Ha TErJIoTo, 3a J1a ce n30erHe Bh3MOXKHA
MpeKoMepHa 3ary0a Ha TerJio.

- “MaTe MPOorpecuBHA aHOPEKCHS, acTeHHs (c1aboCT, U3TOIEHNE) U HaMaJIeHHe Ha TETJIOTO 3a
OTHOCHTEITHO KpPaThK IEPHOJ OT BpeMe. AKO TOBa C€ CIIy4H, TPsAOBa J1a ce 0OMHCIU 0011l
MEIUIIMHCKH TIpeTJie]l, BKIIYBAII OIIEHKA Ha YepHOApOoOHAaTa (QYHKIIHS.

- YyBCTBaTe HYX/a Ja crpere yrnoTpedara Ha Corbilta, BiokTe paszmen “AKo CTe CIpenu npuemMa
na Corbilta”.

Wndopmupaiite Bamms nexap, ako Bue mim cemeiictBoro Bu/To3u, KoifTo monara rpuu 3a0esiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CUMIITOMH, BOJIEIIHN 10 CHITHO XKEJIaHHE 32 TOJIEMHU 103U
Corbilta u npyru nekapcTBa, U3M0A3BaHU 3a JeueHne Ha Oonectra Ha [lapkuHcoH.

WNudopmupaiite Bamms nexap, ako Bue nnm Banrero cemelictBo/0onHorIe 124 3a0e1exuTe, ue
IIPOABABATE CKIIOHHOCT HUJIW HECIIPCOJOJIIMMO KEJIaHUE 1a C€ AbPKUTE 1O HAYUH, KOMTO € HeoOnUaeH
3a Bac unm He MmoxeTe na YCTOUTC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHUETO Ja U3BHPIIBATC
OTIpeIeNIeHH JICHCTBUS, C KOUTO MOXKE Jla C€ HapaHUTE WU Jia HapaHuTe okoiHute. [10100HO
MMOBCACHUC CC HapH4a HAPYIICH KOHTPOJI HaJl UMITYJICUTC U MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, IPEKOMEPHO SIICHE UM XapUyeHe, IPEKOMEPHO CEKCYAJIHO JKEJIaHUE WIH HaTpar4uBU
CCKCYyaJIHU MUCJIU WJIN NTPEACTaBU. Moxe Ja C€ HaJIOXKH Bammsar JICKAap Ja HarlpaBX NPCOICHKA Ha
Jeyenuero Bu.

BamusT nexap Moxe 1a HarpaBu HSIKOW PEIOBHU TaOOPATOPHHU U3CIEIBAHUS TPU MPOIBIKATEIHO
neyenue cwe Corbilta.

Ako Tps0Ba 1a ce MOUIOKUTE Ha omepanys, MoJis yBenomere Bammmus nekap, ue npuemare Corbilta.
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He ce mnpenoppuBa usmon3BaHero Ha Corbilta 3a nedeHne Ha eKCTpanMpaMUIHA CHMIITOMH
(HamprMep HEBOJICBH JABMXKCHHUS, TpeNepeHe, MYCKYJIHa CKOBAaHOCT M MYCKYJIHH CBKPAalLICHUS)
NPUYMHEHH OT APYTH JIEKapCTBa.

Jena u roHomm
Onutst cbe Corbilta mpu naumenTn nox 18 roaunu e orpannyed. Ilopagu ToBa ynorpedaTa Ha
Corbilta mpu nema niav IOHOIIM HE CE MPernophYBa.

Apyru nexapcrBa u Corbilta

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

He npuemaiite Corbilta, ako nmpuemare HIKOU JIeKapcTBa 3a JeUeHHE Ha Aenpecus (KoMOWHAIUU OT
cenexktuBHA MAO-A 1 MAO-B naxuburtopu unu HecenekTuBHE MAO-HHXHOUTOPH).

Corbilta moske Ja yBCJIn4aBa eq)eKTI/ITe 1 HCIKCIIAHUTC PCAKIIMU Ha OIMIPCACIICHU JICKAPCTBA. Te

BKJIIOYBAT:

- JICKApCTBA, U3IIOJ3BAHHU 3a JICUCHUC HA ACTIIPCCHUS, KaTO MOKJ'IO66MI/I,[[, AMUTPUIITHIINH,
AC3UIIPpAMUH, MAIIPOTHUIINH, BeHJ'Ia(baKCI/IH 1 MapOKCETHUH

- PUMUTEPOJI U U3OMMPCHAJINH, U3TI0JI3BAHU 34 JICHCHUC Ha OonecTu Ha JUXAaTCIIHUTC IIbTUIIA

- AAPCHAJINH, U3IIOJI3BAH MTPU TCKKHU AJICPIrUIHN pCaAKIUN

- HOpaApCHAJIUH, JOIIAMUH U ,Z[O6YT3_MI/IH, H3M0JI3BAHU 34a JICYCHUC Ha CbpACHYHU 00JIECTH U HUCKO
KPBbBHO HAJIATAHC

- aJ'I(l)a—MeTI/IH,I[OHa, H3M0JI3BaHa 3a JICUCHUC Ha BUCOKO KPBbBHO HAJIATAHE

- aHOMOp(i)I/IH, KOMTO ce M3I0/I3Ba 3a JeucHre Ha 00JIeCTTa Ha HapKI/IHCOH.

Edexrure na Corbilta MoraT na 6bp1aT 0TCIa0CHH OT HAKOU JIEKapcTBa. Te BKIIOYBAT:

- JONaMUHOBU aHTAarOHHMCTH, U3IMOJI3BAHHM 32 JICUCHUE HA IICUXUYHU HAPYIICHUS, TaJicHe U
MOBpBIIaHE

- (eHUTOMH, U3TI0JI3BaH 3a NMPOQUIAKTHKA HAa T'BPUOBE

- TamaBepuH, U3IOJI3BaH 3a OTIIyCKaHE Ha MYCKYJIHUTE.

Corbilta Mmo>ke 1a mpeun Ha yCBOsSIBaHETO Ha ems130. CnegoBaTento He npuemaiite Corbilta
€IHOBPEMEHHO C XpaHUTEIHH J0OAaBKH, ChIbPIKAIIHN Keis130. Clie KaTo CTe MPUENH HIKOE OT JIBETE,
M34akaiTe Hal-Maiko 2 10 3 yaca, Ipeay a IpUeMeTe IPyroTo.

Corbilta ¢ xpann u HANUTKH

Corbilta Mmo>xe na ce mpuema ¢ unu 0e3 XpaHa.

[Ipu msaxou nauuentu Corbilta Mmoxe na He ce abcopbupa no0pe, ako ce IpuemMa ¢ Uil CKOpo Ciex
Oorati Ha OeNTHUMHY XpaHH (KaTo HalpuMep Meca, puda, MICYHH MPOAYKTH, CEMEHA U SIAKH).
IToceBeTBaiite ce ¢ Bamms nexap, ako cunuTaTe, 4e ToBa ce OTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

AKko cte OpeMeHHa WK KbpPMUTE, CMATATE, Y€ MOXKE Ja CTe OpeMEeHHA WM [UTaHupaTe OpEeMEHHOCT,
nochBeTBalTe ce ¢ Bamms nekap niu papManeBT npeau ynorpedaTa Ha TOBa JEKapCTBO.

He tpsi0Ba na xppmuTe 1o BpeMme Ha sieuenuero cse Corbilta.
Hlopupane u padoTa ¢ MAIIUHU
Corbilta Mmo>ke 1a moHMXHM KpBBHOTO Bu Hansrane, koeto Moxe a Bu Hakapa na mouyBcTBaTe

¢1a00CT WIIK 3aMastHOCT. CHGZ[OB&TCJ'IHO TpH6Ba Ja 6I>,Z[€Te 0CO0EHO BHUMATEIIHU npu H_IO(I)I/IpaHe n
pa60Ta C UHCTPYMCHTHU WJIM MAalllMHU.
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Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN AKO IMOHAKOra yCCHIaTC, Y€ BHC3aIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ Pa3CbHUTC HAITBJIIHO, PN Oa H_IO(I)I/IpaTe WJIN Aa BbPIIHUTC HCIIO APYTO, KOCTO U3UCKBA
BHUMaHUue. B IMPOTHUBCH cnyqaﬁ, MOXKE aa ITOCTaBHUTE cebecuu APYTUTEC B OIIACHOCT OT CCPHUO3HO
HapaHsiBaHC WX CMBPT.

Corbilta cbabpika 3axapo3a u HaTpHii

Corbilta ceabpxa 3axaposa (1,9 mg/rabnerka). Axo Bammsar nexap Bu e kazan, ye umare
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce ¢ HEero, Mpeu J1a IpUeMeTe TOBa JEKapCTBO.

To3u nekapcTBeH NPOAYKT Chabpka 2,6 mg HaTpuil (OCHOBHA ChCTaBKa Ha rOTBapcKaTa/Tpane3Hara
cOJI) BBbB BcsAKa TabieTka. MakcumanHata npenopbunTesina JHesHa go3a (10 Tabnerkn) chabpxa
26 mg Hatpuil. ToBa € ekBUBaNeHTHO Ha 1,3 % OT NpenopbUNTENHNS MaKCUMAJIEH JHEBEH
XpaHUTENIEH IPUEM Ha HATpUH 32 Bb3PACTEH.

3. Kak na npuemare Corbilta

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 BB3pacTHU U XOpa B CTapyuecKa Bb3PAacT:

- Bammst nexap e Bu kaxe TouHo konko tabnetku Corbilta 1a B3emare 1HEBHO.

- TabGnerkure He ca npeHA3HAYCHU Aa C€ OEIAT WM YYIT Ha MO-MaJIKU apyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

- B 3aBUCHMOCT OT TOBa KaK pearupare Ha JeueHHETOo, BamusT gexap MoXKe 1a OBUIIN HITH
HaMalu 103ata.

- Axo mpuemate Corbilta 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 wim 150 mg/37,5 mg/200 mg, He B3emaiiTe
noseue oT 10 TabaeTKH JHEBHO.

I'oBopete ¢ Bamus nexap unu hapmanesT, ako MUciuTe, e egekrsT Ha Corbilta e npekaneHo cusieH
WK TIPEKAJICHO CcJ1a0, WM U3MHUTBATE HEXKENaH! PEaKIHu.

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

AKo cTe npuesn nopeye ot Heodxogumara no3a Corbilta

AKo ciy4aifHO cTe Tpuelu moBeue oT Heooxoaumure Tabnerku Corbilta, o0anere ce He3a6aBHO Ha
Bamus siekap wiu ¢apmarieBt. B ciyuali Ha mpeno3upane MoKe J1a IOYyBCTBaTe 00bPKBAHE UM
BB30y1a, chpaeuHata Bu qeiiHOCT MoXke a Obie mo-0aBHa WU 1MO-0bp3a OT 00MYAHOTO MM LIBETHT
Ha KOXaTa, €3UKa, OYATE WIM ypuHaTa Bu Moxe 1a ce npoMeHu.

AKko cTe nponycHaau aa npuemere Corbilta

He B3emaiiTe nBoiiHa /103a, 3a Ja KOMIICHCHpATE POITycHAaTa TabJeTKa

Axo nMa noseue ot 1 gac go ciensamara Bu gosa:
B3emeTe eqHa TabiieTka, BeHAra ciiej KaTo ¢e CETUTE U Clie[Baliara TadjaeTka B peIOBHOTO BpeMe.

Axo nMa mo-manko ot 1 yac mo caeasamnara Bu goza:
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Bsemere eqna Ta0nerka, BegHara ciell KaTo ce CeTUTe, u34akaiTe 1 yac v B3emere olle eaHa
tabnerka. Cien ToBa ce BbpHETE KbM Barms penoseH rpaduk.

Bunaru octaBsiiTe moHe eAuH yac HHTEpBal Mexay Tabnerkure Corbilta, 3a 1a n30erneTe Bb3MOKHH
HEXEJIaHU peakIiy.

Ako cTe cnpesau npuema Ha Corbilta

He cniupaiite npuema na Corbilta, ocBen ako Bammst nekap He Bu kaxke na ro Hanpasure. B TakbsB
ciryyaii, MoXxe Jja € HeoOXxoauMo Bamusr siekap Ja MpOMEHHU I03UTE Ha OCTAaHAIIUTE
AHTUITAPKUHCOHOBH JIEKAPCTBA, KOUTO MTPHEMATE, MO-CIIEUAIHO JIEBOIOMA, 32 Jja IOCTUTHE
JOCTaThueH KOHTPOJ BbpXy cumnroMute Bu. Axo psasko npexbscaere npuema Corbilta u qpyru
aHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E O HEKETaHU PEAKIUH.

AKO MMaTe HAKaKBU AOIBIHUTEIIHU BBIIPOCH, CBBP3aHU C YHOTpedaTa Ha TOBA JICKAPCTBO, IOMHUTATE
Bamms nekap nim ¢papmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumuun

KaxkTo BcH4ku IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH T MMoJTydaBa. MHOTO OT T€3W HEXEJaHH PEeaKIUi MoraT Jja ObJaT o0JIeKYeHH Ype3 peryupaHe
Ha Jio3arta.

Axo 1o Bpeme Ha jedenneTo cbe Corbilta momydnTe cieJHUTE CHMITOMH, CBbPIKETe ce He3a0aBHO ¢

Bammus sekap:

- MyCKyiIuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpElepeHe, BB30yna,
00BpKBaHe, TPECKA, YCKOPEH ITyJIC WIIM TOJIeMH OTKJIOHEHHS B KpbBHOTO Haisirane. Te morat na
ObJIaT CUMIITOMH Ha 37I0Ka4uecTBeH HeBposenTtuyeH cunapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApYLICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMaA) WM
pabmoMuonu3a (psaKo, TEKKO MYCKYJTHO HapyLICHUE).

- ajlepruyHa peakius, YAUTO NPU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONpPHUBHA TPECKa),
cbpOex, 00pHB, MOAYyBaHE HA JIMIIETO, YCTHUTE, €3MKa MM I'bPJ0TO. TOBa MOXeE Ja MPHYHMHU
3aTpyIHEHO JWIIAHE WU MPErTbIlaHe.

MaHuoro dectu (Morar ga 3acertar mmoseue ot 1 Ha 10 gymm)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UN)

- noBaurane (rajeHe)

- 0e3BpEIHO OIBETSBAHE HA YPUHATA B YePBECHUKABOKA(SB I[BAT
- MYCKYJIHU OOJIKU

- TAAPHS

Yectu (Morat aa 3acersar 1o 1 xa 10 gymm)

- CBETOBBPTEK W MpPUJIONIABaHE, IBJDKAIIM C€ HAa HUCKO KPBBHO HAaJSTaHE, BUCOKO KPBHBHO
HaJsIraHe

- BJIOIIIaBaHE HAa MTAPKHHCOHOBH CUMITOMH, 3aMaiiBaHe, CHHIUBOCT

- MOBpbIaHEe, KOpeMHa 00JIKa ¥ TUCKOM(POPT, KUCEITUHH, CyX0Ta B yCTarta, 3arek

- 0e3chHIe, XaMOIWHAIINN, 00BPKAHOCT, SIPKU ChHUIIA (BKIFOYBAIIHA KOIIMAPH), YMOPSEMOCT

- TICUXUYHU U3MEHEHWUSI, BKIIFOYBAIIY TPOOJIEMH C TTAMETTa, TPEBOKHOCT U JienpecHst (Bb3MOKHO
C MHCJIY 332 CaMOYOHHCTBO)

- MposiBM Ha 3a00JsiBAHE HA CHPIETO WIM apTepuuTe (HAmp. TphIHA O0JKa), HENPaBUIHU
ChpJeYHa ICMHOCT U PUTHM

- M0-9eCTO MajaHe

- 3a1yx

- 3aCUIJICHO TIOTeHE, OOPUBH

- MYCKYJTHH KpaMIId, IOJyBaHe Ha Kpakara
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- 3aMBbIJIEHO BIDKIAHE
- aHeMUus

- HaMaJIeH alleTUT, HaMaJIEHO TErjI0
- riaaBo0oJine, OOJIKU B CTABUTE

- nH(pEKIYs Ha MUKOYHUTE THTHIIA

Heuectu (morat ma 3acernar jo 1 Ha 100 mytim)

- CHP/ICUCH MPUCTHIT

- KbPBEHE OT uepBara

- MPOMEHH B KpbBHATa KapTHHA, KOETO MOXE Ja JOBEAC 10 KbpPBEHE, OTKJIOHCHUS B
MOKAa3aTeINUTE MPYU YePHOAPOOHH (HYHKIIMOHATHU TECTOBE

- 'bPUOBE

- ycelaHe 3a Bp30yaa

- MCUXOTUYHU CUMITOMH

- KOJIHT (BB3MAJICHUE Ha Je0eI0TO YepBO)

- MPOMSIHA B I[BETA HE CAMO HA YpHHATA (Hamp. KOXKa, HOKTH, KOCa, MOT)

- 3aTpyJAHCHUE NIPU T'bIITAHE

- HECIIOCOOHOCT 33 ypUHUPaHE

C HeH3BECTHA YECTOTa (OT HaJIWYHUTC JaHHHW HE MOXEC J1a 6’5,[[6 HalpaB€Ha OI.[GHKa)

CHJIHO KeJICHHE 3a TOJICMHU 031 Corbilta, HaJBHUIIIaBalln HCO6XO,[[I/IMI/IT6 3a KOHTPOJIMpaHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KAaTO CUHAPOM Ha JOIMMAMHWHOBA AUCPCTYyJIalluA. Hsxon ManuCHTHU
nojry4daBat HeOOMYaliHU HEBOJIEBU JABHKCHUA (I[I/ICKI/IHGEBI/IH) B TCXKKa q)opMa, IIpOMCHU B
HAaCTPOCHUCTO HUJIU APYTU HCIKCIaHU pCAKIHUU CJICI MMPUCM HA I'OJICMU J03U Corbilta.

ChOOIIIEH] ca CBINO CACTHUTE HEKEIAHN PEAKIINN:
- XeMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
- ChpOexK

Moske 12 MOSyYUTE CIASAHNUTE HEKETaH!U PEaKITHH:
- HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO
Morar fa ObaaT BpeIHH, B TOBA YUCIIO:
- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WIN CEMEHHN
MOCTIEACTBUS;
- Hapymien nnm noBuIlIeH cekCyaneH HHTEPEC WM TIOBEJEHUE, KOETO MOYKE 3HAUUTEIHO J1a
Bu npuTecHsBa UM Ja MPUTECHABA OKOJHUTE, HAIPUMEP MOBUIIEHO CEKCYATHO KeJaHHeE;
- HexonTponupyemo nazapyBaHe WM XapueHe Ha HapH;
- Ilpessxknane (mpueM Ha rojeMy KOJHMYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO TIpespKAaHe (IIpUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBeve 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha I1aja).

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

Cho0maBaHe Ha HelKeJIAHU PeaKIuu

AKO MoNy4YnTe HIKaKBU HEXEJIaH! JIEKApPCTBEHH Peakllny, yBenoMeTe Bamms nekap win papMariesr.
ToBa BkIrOUBa BCUYKH BB3MOKHU HEOIIMCAHH B Ta3H JINCTOBKA HEXKEIAHU pCaKknuu. Moxere CBhIIIO Ja
CHOOIIUTE HEXKETAHH PEAKIMN TUPEKTHO Ype3 HAIlMOHAJIHATA CHCTEMa 32 ChOOIaBaHe, IIOCOYeHA B
[punoxenue V. Kato crobiaBaTe HeXKeTaHN peakluy, MOXKETE a 1a/IeTe CBOS IPUHOC 3a
MOJTy4aBaHe Ha MoBede HH(OPMAIHs OTHOCHO OE30I1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na chxpansasarte Corbilta

Jla ce cpxpaHsIBa Ha MSCTO, HETOCTBITHO 32 JEa.
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Jla He ce U3MoII3Ba ciIel] CPOKa Ha TOAHOCT, OTOENA3aH BhPXY OyTHIIKAaTa U KapTOHEHATa KyTHSL.
CpoKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TTOCOUEHUS MECEIl.

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 U3XBBPJIATE JICKApCTBATAa, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHaTa cpcaa.

6. Cobabp:kaHue HA ONAKOBKATA U IONBJIHUTEIHA HHOpMAIHS
Kaxkso cbpabp:xa Corbilta

- AxtuBaHTe chcTaBku Ha Corbilta ca neBomona, kapOouoMa U €HTAKaIoH.

- Bceska tabnerka Corbilta 150 mg/37,5 mg/200 mg ceaspxka 150 mg neBogona, 37,5 mg
kapOumona u 200 mg eHTaKanoH.

- OcrananuTe ChCTaBKU Ha AAPOTO HA TaOJIETKaTa ca: KpOCKapMeso3a HaTpHid, MarHe3ueB
cTeapar, napeBu4HO Humiecte, MaHuTol (E421) u mosunon (E1201).

- ChcraBkuTe Ha (PUIMOBOTO MOKpHUTHE ca: rminepod (85 mponenra)(E422), xunpomenosa,
MarHesueB creapart, noiaucopoar 80, uepseH xene3en okcug (E172), 3axaposa, TutanoB
muokcun (E171) u xbaT xenesed okeun (E172).

Kak u3raexna Corbilta u kakBo ¢babpska onaKoBKaTa

Gunmupannte Tadbnetku Corbilta 150 mg/37,5 mg/200 mg: ca kad)eHUKaBH WK CHBO YEPBEHUKABH, C
YABIDKEHA SNUTICOBUIHA opma, Oe3 penurenHa uepra, o3Hauenu ¢ ,,LCE 150“ ot exHaTa cTpana.

Corbilta ce nmpezyiara B IIeCT OMAKOBKY ¢ pa3iuyuHo chabpkanue (10, 30, 100, 130, 175 unmu 250
Tabyietkn). He Bcuyku BUIOBE OMTAaKOBKKM MOTAT J1a ObJaT MMyCHATH B IpoAaKoa.

HpnTemaTe.n Ha pa3peuicHueTo 3a yHOTpeﬁa U IIPOU3BOAMUTE

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIponssoaure

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

3a nombaHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MTPOAYKT, MOJISI CBBPIKETE CE C JIOKATHHSI
MpeJICTaBUTEN Ha TIPUTEkKATENS Ha pa3pelIeHueTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien Lietuva
Sandoz n.v./s.a. Orion Corporation
Tél/Tel: +32 2 722 97 97 Tel. +358 10 4261
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Bbarapus
Orion Corporation
Ten.: +358 10 4261

Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf.: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

EALGoo
Orion Corporation
TnA: +358 10 4261

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
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

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

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation

Tel: +358 10 4261

Slovenska republika

Sandoz d.d. organiza¢na zlozka

Tel: +421 2 48 200 600

Suomi/Finland
Orion Corporation
Puh./Tel: +358 10 4261

Sverige
Orion Corporation
Tel: +358 10 4261



Latvija
Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO Mpepasriiekaane Ha JJUCTOBKaTa

JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa nH(pOpMaNnHs 3a TOBa JIEKAPCTBO € MPEeI0CTaBeHa Ha yebcaiita Ha EBporietickara areHIus
To JIeKapcTBara: https://www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Corbilta 175 mg/43,75 mg/200 mg ¢puamMupanu TadaeTKn
neBoona/kapouaona/entakanon (levodopa/carbidopa/entacapone)

IIpouereTre BHUMATEJIHO LSJIATA JUCTOBKA NIPEIH 1A 3all04YHETe 1a IpUueMaTte TOBa JIEKapcTBo,

Thil KaTo T4 ChAbpPiKa BakHa 3a Bac undopmanmus.

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

- AKO MaTe HSIKaKBH JIOIBIHUTEITHH BBIPOCH, MONUTalTe Bammus nexap wim gapmanesT.

- ToBa nekapcTBO € Mpeanyucato 1 udHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To
MOJKE Jla UM HaBpeJIv, HE3aBUCHMO Ue MTPU3HAIIUTE Ha TAXHOTO 3a00JsIBaHE ca CHIIUTE KAKTO
Bammure.

- AKO mosTyuuTe HIKAaKBU HEXEJaHW PeakLuy, yBegoMere Bamms nekap nnn ¢papmanest. Toa
BKJIFOUBA ¥ BCUUKH BB3MOKHH HE)KETIaHW PEaKIH, HEOMHCAaHU B Ta3H JIUCTOBKA. BrkTe Touka
4.

KakBo cbIbpika Ta3u JINCTOBKA:

Kakso npencrasnsiBa Corbilta u 3a kKakBo ce U3Moi3Ba
Kakgo Tpsi0Ba na 3Haere, npeau na npuemete Corbilta

Kak na npuemate Corbilta

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Corbilta

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

ANk L=

1. Kakso npencrasasia Corbilta u 3a kakBo ce n3noJi3Ba

Corbilta chabpika Tpy aKTUBHU BEIIECTBA (JIEBOIOMA, KAPOUIONA U €HTAKAIIOH) B €{Ha (PHIMHUpaHa
tabnetka. Corbilta ce n3mosn3sa 3a neueHue Ha Oonectra Ha [lapkuHCOH.

Bonecrra na [lapkuHCOH ce MpUUMHSABA OT HUCKM HHBA B MO3bKa Ha BEIIECTBO, HAPEUECHO TOTIAMHH.
JleBonoma moBuIIaBa KOIWYECTBAaTa HA IOTIAMHH U Taka HaMassiBa CHMIITOMHTE Ha 00JIecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTHIIAPKHHCOHOBHTE ¢(PEKTH Ha JIEBOJIONA.

2. Kakso Tpsi0oBa na 3Haere, npeau aa npuemere Corbilta
He npuemaiite Corbilta, ako:

- CTE aJIepTUYHU KBM JIEBOJIONA, KApOHIOTIa, EHTAKAIIOH WM HSIKOSI OT OCTaHAINTE ChCTABKH 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 uHXHOUTOpY WK HeCEeIeKTUBHU M A O-MHXUOUTOPH ).

- HSIKOTa CTe MMaNY HeBpoJienTuieH MaturHeH cuaapoM (HMC-ToBa e psko cpelana peaxiust
KBbM JICKQpCTBEHU TpENapaT, H3I0JI3BAHH 32 JIeUeHHEe Ha TEXKKHU NICUXHUYHH HAPYIICHHS).

- HSIKOTA CTE MMaJId HeTpaBMaTUIHa paboMuoin3a (psaKo MyCKYITHO 3a00JIsBaHe).

- HMMaTe TeXKKO YepPHOAPOOHO 3a00JIIBaHE.

Ipenynpe:xxaeHus ¥ npeanasHu MepKH

T'oBopere ¢ Barug siekap mim dhapmaleBt, npean ga npueMmere Corbilta, ako ©Mare WM HIKOra cTe

AMAaJIH:

- ChpJcUeH UH(PAPKT WK APYTo 3a00JsIBaHE Ha ChPIETO, BKIYUTEIHO ChPACUYHU apUTMUH, WK
Ha KPbBOHOCHHUTE ChIOBE

88



- 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 TMPOABDKUATEIHA AUAPUsl, KOHCYJITHpalTe ce ¢ Bamms jgexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha BB3MAICHUE Ha JIe0eI0TO YepBO

- HsKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KAaTO MICUX03a

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

IocwBetBaiiTe ce ¢ Bammsg inekap, ako B MOMEHTa IpueMare:

- AHTUIICUXOTHYHU CPEICTBa (JIEKapCTBa, ynoTpeOsBaHH 32 JIEUCHUE Ha TICHX03H)

- JIEKapCTBO, KOETO MOXE Jia MPUYMHHU TOHIKaBaHe Ha KPBbBHOTO HAJSITAaHE MIPU CTaBaHE OT CTOJ
unu nerno. Tpsadsa na 3naere, ue Corbilta Moxe Jja BIOIIM TE3W PEaKIHU.

ITocwBeTBaiTe ce ¢ Baiusg jekap, ako Mo Bpeme Ha JieueHnero c¢be Corbilta:

- 3abenexuTe, 4e MyCKyIuTe Bu craHaT MHOTO HAaNpETHATH WITU CHITHO TIOTPBIIBAT, MIIH
MOJTyYuTe TpernepeHe, Bb30yna, 00bpKBaHe, TPECKa, YCKOPEH IMYJIC HITH TOJIEMU OTKJIOHEHUS B
KpPBBHOTO HaJiAraHe. AKO Ce CITy4d HAKOE OT T€3U Hellla, He3a0aBHO ce cBbpkeTe ¢ Bamus
Jekap.

- Ce UyBCTBaTe JCMPECUPAHU, UIMaTe MICIH 32 CAaMOYOHICTBO WIIH 3a0€NIeKUTEe HeOONIaiiHN
MIPOMEHU B MOBEJICHUETO CH.

- YCTaHOBSIBATE, Y€ BHE3AIHO 3aCMIMBATE WM CE€ YyBCTBATE MHOIO ChbHIMBU. AKO TOBA CE CITy4H,
He TpsI0Ba a modupare WK Aa U3MOI3BaTe MHCTPYMEHTH WM MAIlIMHA (BHXKTE CHIO pa3iel
"[llodupane u pabora ¢ MarTiHA").

- 3a0enexuTe, 4e ce MOSBsIBAT HEKOHTPOJIMPAHH JBMKCHUS WIIH CE BJIOIIAT, CIIE/] KaTo CTe
3armouHanu fa npuemare Corbilta. Ako ToBa ce ciyuu, MOXKe Jla ce HaJIOKu BammsT nekap na
MIPOMEHHU J103aTa HAa aHTUIAPKUHCOHOBOTO Bu nekapcTBo.

- MOJTyYUTE TUAPHSI; IPETIOPbYBA Ce CIe/ICeHE Ha TErJIoTo, 3a J1a ce n30erHe Bh3MOKHA
MpeKoMepHa 3ary0a Ha TerJo.

- “MaTe MPOrpecuBHA aHOPEKCHs, acTeHHs (c1aboCT, U3TOIEHNE) U HaMaJIeHHe Ha TETJIOTO 33
OTHOCHTEITHO KpPaThK MEePHOJ] OT BpeMe. AKO TOBa C€ CIIy4H, TPAOBa 1a ce 0OMHUCIN 00T
MEIUIIMHCKH TIpeTJie]l, BKIIOYBAII OIIEHKA Ha YepHOApOoOHAaTa (QYHKIIHS.

- 4yBCTBare HyX/a Aa crpere ynoTpedara Ha Corbilta, BibkTe pazmen “AKo CTe CIipenu mpuemMa
na Corbilta”.

Wndopmupaiite Bamms nexap, ako Bue mim cemeiictBoro Bu/To3m, KoiiTo monara rpuxku 3a0emiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJIEIIHU 10 CHITHO XKEJIaHHE 32 TOJIEMHU 03U
Corbilta u npyru nekapcTBa, U3M0A3BaHU 3a JeueHre Ha 6onectTa Ha [lapkuHcoH.

WNudopmupaiite Bamms nexap, ako Bue nnu Banrero cemelictBo/0onHorIe 124 3a0€1ekKuUTE, Ue
IIPOABABATE CKIIOHHOCT HUJIWM HECIIPCOJOJIMMO KEJIaHUE 1a C€ AbPKUTE 10 HAYUH, KOITO € HeoOMYacH
3a Bac unm He MmoxeTe a YCTOUTE Ha UMITYJICUTE, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
OIIpeIeNIeHH JICHCTBUS, C KOUTO MOXKE Jla C€ HapaHUTE WU Jia HapaHuTe okoiHute. [10100HO
MMOBCACHUC CC HapH4a HAPYIUICH KOHTPOJI HaJl UMITYJICUTC B MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, IPEKOMEPHO SIICHE WU Xap4yeHe, IPEKOMEPHO CEKCYATIHO JKEJIaHUE WIH HaTpar4uBU
CCKCYyaJIHU MUCJIU WX NTPEACTaBU. Moxe Ja C€ HaJIOXH Bammsar JICKAap Ja HarlpaBX NPCOICHKA Ha
Jedyenuero Bu.

BamusT nexap Moxke ja HalpaBu HIKOW PEIOBHU Ta0OPATOPHU U3CIIEABAHUS TIPH MPOIBIKATEITHO
neyenue cwe Corbilta.

Ako Tps0Ba 1a ce MOUIOKUTE Ha omepanys, MoJis yBenomere Bammus nekap, ue npuemate Corbilta.
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He ce mnpenoppuBa usmon3BaHero Ha Corbilta 3a nedeHne Ha eKCTpanMpaMUIHA CHMIITOMH
(HamprMep HEBOJICBH JABHMKCHHS, TpeNepeHe, MYCKYJIHa CKOBAaHOCT M MYCKYJHH CBKPAalLICHUS)
NPUYMHEHH OT APYTH JEKapCTBA.

ﬂega W IOHOIIIH

Onutst cbe Corbilta mpu naumenTn nox 18 roaunu e orpannyed. Ilopagu ToBa ynorpedaTa Ha
Corbilta mpu aena uaK IOHOIIN HE CE€ IPENOpbYBA.

Apyru nexapcrBa u Corbilta

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

He npuemaiite Corbilta, ako mpuemare HIKOU JIeKapcTBa 3a JeUeHHE Ha JAenpecus (KOMOWHAIMY OT
cenektuBHE MAO-A 1 MAO-B naxubutopu miu HeceleKTUBHE MAO-HHXHOUTOPH)

Corbilta Mmo>ke 1a yBennuaBa e)eKTHTE U HEXKEIAHUTE PEAKLUHU HA ONPEACIICHH JIeKapcTBa. Te

BKJTIOYBAT:

- JIeKapCcTBa, M3MOJI3BAaHM 32 JICUCHUE Ha JACTPECHs], KATO MOKJIOOEMHU I, aMUTPHUIITHIINH,
Je3UNpaMiH, MaPOTHUINH, BeHJIa(aKCHH U NapOKCETHH

- PUMHUTEPOJ U MU3OIPEHAINH, U3MOI3BAaHHU 32 JISUeHHE Ha O0JIeCTH Ha AUXATEIHUTE IBTHIIA

- aJIpeHalluH, U3MO0J3BaH MPH TEXKKU aJIEPTHYHH PEaKLIUU

- HOpPAaApEHAJHH, IOTMIaMUH U 100yTaMUH, U3MOI3BaHHU 32 JICYCHUE HA ChPJACYHHN 0O0JECTH U HUCKO
KPBBHO HaJATaHe

- anda-MeTHIA0MA, U3M0I3BaHa 3a JICYEHHE Ha BUCOKO KPbBHO HAJIsITaHe

- amomop(uH, KOHTO ce U3M0JI3Ba 3a JeueHne Ha 6onectra Ha [lapkuncon

Edexrure na Corbilta MoraT na 6bp1aT 0TCIa0CHH OT HAKOU JIEKapcTBa. Te BKIIOYBAT:

- JI0OIaMWUHOBU aHTarOHHMCTH, U3MOJI3BAHM 32 JICUCHUE HA ICUXUYHU HAPYLICHUS, raJIcHe U
MOBpBIIaHE

- (eHUTOUH, U3IION3BaH 3a NPOQMIAKTUKA HAa I'bPUOBE

- [MamaBepHuH, U3MOJI3BaH 3a OTIYCKaHE HA MYCKYJIHTE

Corbilta Mmo>ke 1a mpeun Ha yCBOsIBaHETO Ha kefs130. CnegoBaTento He npuemaiite Corbilta
€IHOBPEMEHHO C XpaHUTEIHH J00AaBKH, ChIbPIKaIIHN Keis130. Clie KaTo CTe MPUEeNH HIKOE OT JIBETe,
M34akaiTe Hali-Maiko 2 10 3 4aca Mpeau Aa MpHeMeTe IPYyroTo.

Corbilta ¢ xpann u HANUTKH

Corbilta Mmo>xe na ce mpuema ¢ unu 0e3 XpaHa.

[Ipu msaxou mauuentu Corbilta Mmoxe na He ce abcopbupa no0pe, ako ce IpueMa ¢ Uil CKOpo Ciex
Ooratu Ha OeNTHUMHM XpaHH (KaTo HaIlpUMep Meca, puda, MICYHH MPOAYKTH, CEMEHA U SIAKH).
IToceBeTBaiite ce ¢ Bamms nexap, ako cunuTaTe, 4e ToBa ce OTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

AKko cte OpeMeHHa WK KbpPMUTE, CMATATE, Y€ MOXKE Ja CTe OpeMEeHHA WM IUTaHUpaTe OpEeMEHHOCT,
nochBeTBalTe ce ¢ Bamms nekap niu papManeBT npeau ynorpedaTa Ha TOBa JEKapCTBO.

He tpsi0Ba na xppmuTe 1o BpeMme Ha sieuenuero cse Corbilta.
Hlo¢pupane u padota ¢ MAIIUHU
Corbilta Mmo>ke 1a moHMXHM KpBBHOTO Bu Hansrane, koeto Moxe a Bu Hakapa na mouyBcTBaTe

¢1a00CT WIIM 3aMasHOCT. CJ'IG,I[OB&TGJ'IHO TpH6Ba Ja 6I>I[€Te 0Cc00EHO BHUMATEIIHU npu H_IO(l)I/IpaHC n
pa60Ta C UHCTPYMCHTHU WJIM MAalllMHU.
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Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIATC, Y€ BHEC3AaIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ PAa3CbHUTC HAITBJIIHO, IIPCAN Oa H_IO(l)I/IpaTC HJIN Ja BbPIIUTE HCIIO APYTO, KOCTO U3UCKBA
BHUMaHUue. B IIPOTHUBCH cnyqaﬁ, MOXKE aa IOCTaBHUTEC cebecuu APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsiBaHC WX CMBPT.

Corbilta cbabpaka 3axaposa

Corbilta cpabpxa 3axapo3sa (1,89 mg/rabnerka). Ako Bamust nekap Bu e xa3zain, ue numate
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce ¢ HEero, Mpeu J1a IpUeMeTe TOBa JEKapCTBO.

ToBa nekapcTBO ChABPKA MO-MAIKO OT 1 mmol HaTpuii (23 mg) Ha MakcHMallHaTa IPEHOPbUUTEIIHA
JTHEBHA J103a, T.€. MOXE J1a ce KaXKe, e MPAKTUYECKU HE ChABPIKa HATPUH.

3. Kak na npuemare Corbilta

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 BB3pacTHU U XOpa B CTapUECcKa Bb3PAacT:

- Bammsat nexap me Bu kaxe Touno konko tabnetku Corbilta 1a B3emare 1HEBHO.

- TabGnerkure He ca mpeIHA3HAYCHU Aa C€ JEIIAT WM YYIT Ha MO-MaJIKU IapyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

- B 3aBUCHMOCT OT TOBa KaK pearpare Ha JeueHHETOo, BamusT gexap MoXke 1a TIOBUIIN HITH
HaMalu 103ata.

- Axo mpuemare Corbilta 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 wim 150 mg/37,5 mg/200 mg, He B3emaiiTe
noseue oT 10 TabaeTKH THEBHO.

I'oBopete ¢ Bamus nexap unu hapmanesT, ako MUciuTe, e egekrsT Ha Corbilta e npekaneHo cusieH
WK TIPEKAJICHO CcJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHU.

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

AKo cTe npuesn nopevye ot Heodxoaumara no3a Corbilta

AKO cllydaiiHO CTe mpuenu npekaieHo Muoro tadietku Corbilta, obanere ce He3abaBHO Ha Bamus
Jiekap win papmarierT. B ciaydait Ha npeno3upaHe MOXe Ja MOYyBCTBAaTe 00bPKBaHE WM Bh30y/a,
chpieuHaTa Bu nefinoct Moke 1a Objie o-0aBHA WM T0-0bp3a OT 0OMYAWHOTO HIIK IIBETHT Ha
KO’KaTa, €31Ka, OUNTE WM yprHaTa B MoXe 1a ce MPOMEHH.

AKko cTe nponycHaau aa npuemere Corbilta

He B3emaiiTe nBoiiHa /103a, 3a Ja KOMIICHCUpATE POITycHAaTa TabJeTKa

Axo nMa noseue ot 1 gac go ciaeasamiara Bu go3a:
B3emeTe eqHa TabiieTka, BeHAra cliel KaTo e CETUTE U Clie[Baliara TadjaeTka B peIOBHOTO BpeMe.

AKo nMa mmo-mainko oT 1 gac 110 crienBamata Bu go3a:
B3emeTe eqHa TabiieTka, BeHAra ciie/ KaTo ¢e CeTUTE, H34akaiTe 1 Jyac ¥ B3eMeTe Ollle eaHa
Tabnerka. Cien ToBa ce BbpHETEe KbM Bartus penoeH rpaduk.
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Bunaru octaBsiiTe moHe eAWH yac HHTEpBal Mexay Tabnerkure Corbilta, 3a 1a n30erneTe Bb3MOKHH
HEXXEJTaH! PEaKIHH.

Ako cTe cnpesau npuema Ha Corbilta

He cniupaiite npuema na Corbilta, ocBen ako Bammsit nekap He Bu kaxke na ro Hanpasure. B TakbsB
ciryyail, Moxe Jja € HeoOxoauMo Bamusr siekap Ja MpoOMEHHU I03UTE Ha OCTAaHAIUTE
AHTUIAPKUHCOHOBH JIEKApCTBAa KOUTO MPHEMATE, MO-CIIEIUAIHO JIEBOAONA, 32 Ja IOCTUTHE
JOCTaThu€H KOHTPOJ BbPXy cumnromMute Bu. Axo pssko npexkscHere npueMa Ha Corbilta u npyru
aHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E JO HEKETaHHU PEAKIUH.

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

4. Bb3MOKHH HeKeJIaHU pP€aKkumuun

KaxTo BcH4ku IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEITAHN PEAKIINH, BHIIPEKH Ue HE
BCEKH T MMoyTydaBa. MHOTO OT T€3W HEXeJaHH PEeakIui MoraT Jia ObJaT 00JIEKUYeHH Ype3 peryupaHe
Ha Jio3arta.

Axo 1o Bpeme Ha jedenueTo cbe Corbilta momydnTe cieJHUTE CHMITOMH, CBHPIKETe ce He3a0aBHO ¢

Bamus jekap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpeEmepeHe, BB30yna,
00BpKBaHe, TPECKA, YCKOPEH IMTyJIC I TOJIeMH OTKIOHEHHUS B KPbBHOTO Haisrane. Te morat na
ObJIaT CUMIITOMH Ha 37I0KauecTBeH HeBposientuyeH cuaapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApYILICHHsS Ha [EHTpaJHATa HEPBHA CHCTEMA) WIIH
pabmoMuonu3a (psaKo, TEKKO MYCKYJTHO HapyLICHUE).

- ajlepruyHa peakius, YAUTO TPHU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONpPHUBHA TPECKa),
cbpOex, 00pHB, MOAYyBaHE HA JIMIIETO, YCTHUTE, €3MKa MM I'bPJI0TO. TOBa MOXKE Ja MPHIYHMHU
3aTpyIHEHO JWIIAHE WU MperbIiaHe.

MaHuoro dectu (Morar ga 3acertar mmoseue ot 1 Ha 10 gymm)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UN)

- noBauraHe (rajeHe)

- 0e3BpEIHO OIBETSBAHE HA YPUHATA B YePBECHUKABOKA(SB I[BAT
- MYCKYJIHU OOJIKU

- TUAPHS

Yectu (Morat aa 3acerHar 1o 1 xHa 10 gymm)

- CBETOBBPTEK W MpPUJIONIABaHE, IBJDKAIIM C€ HAa HUCKO KPBBHO HAaJSTaHE, BUCOKO KPBHBHO
HaJsIraHe

- BJIOIIIaBaHE HAa MAPKHHCOHOBH CUMIITOMH, 3aMaiiBaHe, CHHIUBOCT

- MOBpbIaHEe, KOpeMHa 00JIKa U TUCKOM(OPT, KUCEITUHH, CyX0Ta B yCTara, 3arek

- 0e3chHIe, XaMOIWHAIINN, 00BPKAHOCT, SIPKU ChHUIIA (BKIFOYBAIIH KOIIMAPH), YMOPSEMOCT

- MICUXUYHU U3MEHEHWUsI, BKIIFOYBAIIY TPOOJIEMH C TIAMETTa, TPEBOKHOCT U JienpecHst (Bb3MOKHO
C MHCJIY 332 CaMOYOHHCTBO)

- MposiBM Ha 3a00JsiBAHE HA CHPIETO WJIM apTepuuTe (Hamp. TphbaHA OOJKa), HENPaBUIHU
ChpAeYHa AEHHOCT U PUTHM

- M0-9eCTO MajaHe

- 3ayx

- 3aCUIJICHO TIOTeHE, OOPUBH

- MYCKYJTHH KpaMIId, IOJyBaHe Ha Kpakara

- 3aMBIJIEHO BIDKIAHE

- aHeMHUS

- HaMaJIeH aleTuT, HaMaJIeHO TETJI0
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- riaaBo0oJire, OOJIKU B CTABUTE
- nH(pEKIYs Ha MMKOYHUTE THTHIIA

Heuectu (Mmorat ma 3acernar jo 1 Ha 100 mytim)

- ChpJICUCH MPUCTHIT

- KbpPBEHE OT uepBara

- MMPOMEHU B KPBBHATA KapTHWHA, KOETO MOXeE Ja JOBelAe 10 KBbPBEHE, OTKJIOHEHUS B
MOKA3aTEeNNUTE PU YePHOAPOOHN (HYHKIIMOHAIHHA TECTOBE

- I'BpYOBE

- ycelaHe 3a Bp30yaa

- MICUXOTHUYHU CHMITTOMH

- KOJIHT (BB3MANICHUE Ha Ie0eI0TO YepBO)

- MPOMsIHA B IIBETA HE CaMO Ha ypuHATa (Hamp. KoXka, HOKTH, KOca, TOT)

- 3aTpyHEHHE MPH I'bIITaHEe

- HECIIOCOOHOCT 33 ypUHUPaHE

C HeH3BECTHA YECTOTa (OT HaJIWYHUTC JaHHHW HEC MOXEC J1a 6’5,[[6 HalpaB€Ha OI.[GHKa)

CHJIHO KeJICHHE 3a TOJICMHU 031 Corbilta, HaJBHUIIIaBalln HCO6XO,[[I/IMI/IT6 3a KOHTPOJIMpaHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KAaTO CUHAPOM Ha JOIMMAMUHOBA JUCPLTYyJIallus. Hsxon ManuCHTHU
nojry4aBat HEOOWYaHH HEBOJICBU JABHKCHUA (ILI/ICKI/IH63I/I$I) B TCXKKa q)opMa, IIPpOMCHU B
HAaCTPOCHUCTO HUJIU APYTU HCIKCIaHU pCAKIHUU CJICI MMPUCM HA I'OJICMU JO3U Corbilta.

CBOOIIIeHH ca CBINO CACTHUTE HEKEIAHN PEAKIINN:
- XeMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
- ChpOexK

Moske 1a MOSyYUTE CIASAHNUTE HEKETaHU PEaKIIHH:
- HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHH ICHHOCTH, KOUTO
Morar fa ObaaT BpeIHH, B TOBA YUCIIO:
- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WU CEMEHHN
MOCTIEACTBUS;
- Hapymen nnu nmoBuIlIeH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO /1a
Bu npuTecHsBa UM Ja MPUTECHABA OKOJHUTE, HAIPUMEP MOBUIIEHO CEKCYATHO KelaHHeE;
- HekonTponupyemo nazapyBaHe win XapueHe Ha Napy;
- Ilpessknane (mpueM Ha rojeMy KOJHMYECTBA XpaHa 3a KPaThK MEPHO OT BPEME) WK
KOMITYJICUBHO TIpespKAaHe (IIPUeM Ha MO-TOSIMO 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
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMHU.

Cho0maBaHe Ha HelKeJIAHM PeaKIuu

AKO MoNTy4ynTe HIKaKBU HEXEJIaH!U JIEKApPCTBEHH Peakilny, yBenoMeTe Bamms nekap win papMariesr.
ToBa BkIIOUBAa BCUYKH BB3MOKHU HEOIIMCAHH B Ta3M JUCTOBKA HEKEIaHU pCaKknuu. Moxere ChIIIO Ja
ChOOIIUTE HEXKENAHH PEAKIMN TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 32 ChOOIaBaHe, IIOCOYeHA B
[punoxenue V. Kato crobuiaBaTe HeXKeTaHN pPeakluy, MOXKETE 1a 1a/ieTe CBOS IPUHOC 3a
MOJTyYaBaHe Ha 1oBede HMH(OPMAIHsI OTHOCHO O€30I1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na chxpansasate Corbilta
Jla ce chxpaHsiBa Ha MSCTO, HEJJOCTBITHO 32 JIeIIa.

Jla He ce U3MoII3Ba cie]] CpOKa Ha FOAHOCT, OTOENA3aH BbPXY OyTHIIKaTa U KapTOHEHATa KyTHS.
CpoKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TOCOUEHUS MECEll.
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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 U3XBBPJIATE JICKApCTBATAa, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Cobabp:kaHue HA ONAKOBKATA U IONBJIHUTEIHA HHOpPMAIHS
Kaxkso cbpabp:xa Corbilta

- AxtuBaHTe chcTaBku Ha Corbilta ca neBomona, kapOou0Ma U €HTAKAIOH.

- Bceska Tabnerka Corbilta 175 mg/43,75 mg/200 mg ceabpika 175 mg neBonomna, 43,75 mg
kapOumona u 200 mg eHTaKanoH.

- OcraHanuTe CHCTaBKY Ha SIIPOTO Ha TabJETKaTa ca: KpocKapMeno3a HaTpui, MarHe3ueB
cTeapar, napeBu4HO Humiecte, MaHuTol (E421) u mosunon (E1201).

- ChcraBkuTe Ha (PUIMOBOTO MOKpHUTHE ca rmiepon (85 nporenta) (E422), xumpomenosa,
MaraesueB creapar noiucopbar 80, uepBeH xenezeH okcun (E172), 3axapo3a u THTaHOB
muokcun (E171).

Kak u3raexna Corbilta u kakBo cbIbp:ka 0NaKOBKATAa

Corbilta 175 mg/43,75 mg/200 mg: cBeT/IO-KapeHUKABO-YEPBEHH, OBAITHUA TaOJCTKH, 03HAYCHHU C
,,LCE 175% oT enmnara ctpana.

Tao6netkara Corbilta 175 mg/43,75 mg/200 mg ce npenajara B €T OMAKOBKH € Pa3IMYHO ChAbPIKAHUE
(10, 30, 100, 130 unm 175 Tabnerku). He Bcuuku BUIOBE OMAaKOBKYM MOTAaT Ja ObJIaT MyCHATH B
npojaxoa.

HpnTemaTe.n Ha pa3peuicHueTo 3a yHOTpeﬁa U IIPOU3BOAMUTE

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIponssoaure

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

3a nonbaHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MTPOAYKT, MOJISI CBBPIKETE CE C JIOKATHHSI
MPeJICTaBUTEN Ha TIPUTEkKATENSI HA pa3pelieHueTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien Lietuva

Sandoz n.v./s.a. Orion Corporation
Tél/Tel: +322 722 97 97 Tel. +358 10 4261
Bbarapus Luxembourg/Luxemburg
Orion Corporation Orion Corporation

Ten.: +358 10 4261 Tél/Tel: +358 10 4261
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Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf.: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

EALGoo
Orion Corporation
TnA: +358 10 4261

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
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation
Tel: +358 10 4261

Slovenska republika
Sandoz d.d. organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Orion Corporation
Puh./Tel: +358 10 4261

Sverige
Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO Mpepasriiekaane Ha JTJUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa mH(pOpManys 3a TOBA JEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporietickara areHIus
o JieKapcTBara : https://www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Corbilta 200 mg/50 mg/200 mg ¢puamMupanu TadJaeTKu
neBoona/kapouaona/entakanon (levodopa/carbidopa/entacapone)

IIpoyeTeTe BHMMATEIHO UAJIATA JJUCTOBKA, MIPE/IM /1a 3all0YHeTe /1a IpueMaTe TOBA JeKapcTBO,

Thil KaTo T4 ChAbpPiKa BakHa 3a Bac undopmanmus.

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

- AKO UMaTe HAKAKBH JOMBIHUTEIHHU BBIIPOCH, MONUTalTe Barms jgekap nim GapmaiieBT.

- Toga nekapcTBO € mpeAanucano 1 JudHo Ha Bac. He ro nmpeorcTbnBaiite Ha apyru xopa. To
MOJKE Jia UM HaBPEY, HE3aBHCUMO Y€ MPU3HAIIUTE Ha TAXHOTO 3a00JIsIBaHE Ca CHIUIUTE KAKTO
Bammure.

- AKO TIONTyYnTe HAKAKBU HEXKEJIaHH PeakIuy, yBenomMere Bammms nexap uimu gpapmarnest. Toa
BKJIIOYBA ¥ BCUUYKU BB3MOXKHU HEXKEJIaHU PEaKLUU, HEONUCAHU B Ta3u JIUCTOBKA. BuxkTe Touka
4.

KakBo cbIbpika Ta3u JIMCTOBKA:

Kakso npencrasnsiBa Corbilta u 3a kKakBo ce U3Moi3Ba
Kakgo Tpsi0Ba na 3Haete, npeau na npuemete Corbilta

Kak na npuemate Corbilta

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansisate Corbilta

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

ANk L=

1. Kakso npencrasasia Corbilta u 3a kakBo ce n3noJi3Ba

Corbilta chabpxka TpU aKTHBHHU BelllecTBa (JIEBOJIOMA, KApOUIOTA U €HTAKAIIOH) B ¢/lHa (GUIMUpaHa
tabnetka. Corbilta ce m3mosn3Ba 3a edeHue Ha Oonectta Ha [lapKUHCOH.

Bonecrra na [lapkuHCOH ce MpUUMHSABA OT HUCKM HUBA B MO3bKa Ha BEIIECTBO, HAPEUECHO TOTIAMHH.
JleBogona moBuIIaBa KOJIMYECTBATa HA JONAMHH M TaKa HaMaJlsiBa CHMIITOMHUTE Ha OojecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTHIIAPKHHCOHOBHUTE e¢(DEKTH Ha JIEBOJIONA.

2. KakBo TpsioBa 1a 3HaeTe, npeau aa npuemete Corbilta
He npuemaiite Corbilta, axo:

- CT€ QJIEPTUYHU KbM JIEBOJIOTIA, KapOUIOMa, EHTAKAIIOH MJIN HIKOS OT OCTAHAINTE ChCTaBKU Ha
TOBa JIEKapcTBO (M30pOCHHU B TOUKA 6).

- uMare 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 unxubutopu uinu HeceneKTUBHE MA O-UHXHOUTOPH).

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

- HSKOTa CTE MMaNy HeTpaBMaTHYHa pabaoMuonn3a (pSaKo MyCKyJTHO 3a00IisBaHe).

- uMate TeXKO YepHOAPOOHO 3a00IIsIBaHe.

Ipenynpe:xnenusi 1 NpeAna3sH MEPKH

FOBODCT@ ¢ Bamms JICKap UK d)aDMaLIeBT, Opeau ga mMpueMeETe Corbilta, aKO UMATeC WK HAKOra CTe

nMajiau:

- CbpACYCH I/IH(l)apKT W ApyTro 3a00JIIBaHE HA ChpPUCTO, BKIIFOYUTCIHO CBbPACYHU 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 MPOJABIDKUATEIHA AUapUsl, KOHCYNTHpalTe ce ¢ Bamms nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha BB3MAICHUE Ha JIe0eI0TO YepBO

- HsKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KAaTO MICUX03a

- XpOHHUYHA OTKPUTOBI'BIHA TIIAYKOMa, Thil KATO MOXe J1a € HeoOxoaumo no3ara Bu na Obe
KOpHUTHUpaHa U 0YHOTO By Hamsirane na Ob/e clefeHo

IocwBetBaiiTe ce ¢ Bammsg inekap, ako B MOMEHTa IpueMare:

- AHTUIICUXOTHYHU CPEICTBa (JIEKapCTBa, ynoTpeOsBaHH 32 JIEUCHUE Ha TICHX03H)

- JIEKapCTBO, KOETO MOXE Jia MPUYMHHU TOHIKaBaHe Ha KPBbBHOTO HAJSITAaHE MIPU CTaBaHE OT CTOJ
unu nerno. Tpsadsa aa 3naere, ue Corbilta MoXxe Jja BIOIIM TE3W PEaKIHU.

ITocwBeTBaiTe ce ¢ Baiusg jekap, ako Mo Bpeme Ha JieueHnero c¢be Corbilta:

- 3abenexuTe, 4e MyCKyIuTe Bu craHaT MHOTO HAaNpETHATH WITU CHITHO TIOTPBIIBAT, MIIH
MOJTy4uTe TpernepeHe, Bb30yna, 00bpKBaHe, TPECKa, YCKOPEH MYJIC HITH TOJIEMU OTKJIOHEHUS B
KpPBBHOTO HaJiAraHe. AKO Ce CITy4d HAKOE OT T€3U Hellla, He3a0aBHO ce cBbpkeTe ¢ Bamus
JeKap.

- Ce UyBCTBaTe JCMPECUPAHU, UIMaTe MICIH 32 CAaMOYOHICTBO WIIH 3a0€NIeKUTEe HeOONIaiiHN
MIPOMEHU B MOBEJICHUETO CH.

- YCTaHOBSIBATE, Y€ BHE3AITHO 3aCITUBATE WM CE€ YyBCTBATE MHOTO CHHJIMBU. AKO TOBA CE CITy4H,
He TpsAOBa Ja modupare WK Ja U3M0JI3BaTe HHCTPYMEHTH WIIM MAIIMHU (BHXKTE CHIIO pa3aes
"[llodupane u padota ¢ MalIuHKA").

- 3a0enexuTe, 4e ce MOSABSIBAT HEKOHTPOJIHUPAHU JBUKCHHS WK C€ BIIOIIAT, CIIE]] KaTO CTE
3armouHanu fa npuemare Corbilta. Ako ToBa ce ciyuu, MOXKe Jla ce HaJIOKu BammsT nekap na
MIPOMEHHU J103aTa HAa aHTUIAPKUHCOHOBOTO Bu nekapcTBo.

- MOJTyYUTE TUAPHSI; IPETIOPbYBA Ce CIe/ICeHE Ha TErJIoTo, 3a J1a ce n30erHe Bh3MOKHA
MpeKoMepHa 3ary0a Ha TerJio.

- “MaTe MPOrpecuBHA aHOPEKCHs, acTeHUs (c1aboCT, U3TOIIEHUE ) U HaMalleHHe Ha TETJI0TO 3a
OTHOCHTEITHO KpPaThK MEePHOJ] OT BpeMe. AKO TOBa C€ CIIy4H, TPAOBa 1a ce 0OMHUCIN 00T
MEIUIIMHCKH TIpeTJie]l, BKIIOYBAII OIIEHKA Ha YepHOApOoOHAaTa (QYHKIIHS.

- YyBCTBaTe HYX/1a Ja crpere ynoTpedara Ha Corbilta, BibkTe pazmen “AKo CTe CIpenu npruemMa
na Corbilta”.

Wndopmupaiite Bamms nexap, ako Bue mim cemeiictBoro Bu/To3m, KoiiTo monara rpuxku 3a0emiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJIEIIHU 10 CHITHO XKEJIaHHE 32 TOJIEMHU 03U
Corbilta u npyru nekapcTsa, H3MOJI3BaHU 3a JeueHue Ha OonectTa Ha [lapkuHcoH.

WNudopmupaiite Bamms nexap, ako Bue nnu Banrero cemelictBo/0onHorIe 124 3a0€1ekKuUTE, Ue
IIPOABABATE CKIIOHHOCT HUJIWM HECIIPCOJOJIMMO KEJIaHUE 1a C€ AbPKUTE 10 HAYUH, KOITO € HeoOMYacH
3a Bac unm He MoxeTe Ja YCTOUTE Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
OIIpeIeNIeHH JICHCTBUS, C KOUTO MOXKE Jla C€ HapaHUTE WU Jia HapaHuTe okoiHute. [10100HO
MMOBCACHUC CC HapH4a HAPYIUICH KOHTPOJI HaJl UMITYJICUTC B MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, IPEKOMEPHO SIICHE WM XapuyeHe, IPEKOMEPHO CEKCYaJIHO JKEJIaHUE WIA HaTpar4uBU
CCKCYyaJIHU MUCJIU WX NTPEACTaBU. Moxe Ja C€ HaJIOXH Bammsar JICKAap Ja HarlpaBX NPCOICHKA Ha
Jedyenuero Bu.

BamusT nexap Moxe 1a HalpaBu HSIKOW PEIOBHU TaOOPATOPHHU U3CIEIBAHUS TPU MPOIBIKATEIHO
neyenue cwve Corbilta.

Ako Tps0Ba 1a ce MOUIOKUTE Ha omepanys, MoJis yBenomere Bammus nekap, ue npuemate Corbilta.
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He ce mnpenoppuBa usmon3BaHero Ha Corbilta 3a nedeHne Ha eKCTpanMpaMUIHA CHMIITOMH
(HamprMep HEBOJICBH JABMKCHHS, TpeNepeHe, MYCKYJIHa CKOBAaHOCT M MYCKYJHH CBKpalleHHs)
NPUYMHEHH OT APYTH JEKapCTBa.

Jena u roHomm
Onutst cbe Corbilta mpu naumenTn nox 18 roaunu e orpannyed. Ilopagu ToBa ynorpedaTa Ha
Corbilta mpu nema niav IOHOIIM HE Ce MPernophYBa.

Apyru nexapcrBa u Corbilta

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

He npuemaiite Corbilta, ako mpuemare HIKOU JIeKapcTBa 3a JeUeHHE Ha JAenpecus (KOMOWHAIMY OT
cenexktuBHA MAO-A 1 MAO-B naxuburtopu unu HecenekTuBHE MAO-HHXHOUTOPH).

Corbilta Mmo>ke 1a yBennuaBa eeKTHTE U HEXKEIAHUTE PEAKLMHU HA ONPEACIICHH JIeKapcTBa. Te

BKJIIOYBAT:

- JIeKapCTBa, U3MOJI3BAHHU 32 JICUEHUE Ha JICTIPECHs, KaTO MOKIOOEMUA, aMUTPUTI THIINH
Je3UNpaMHH, MallPOTHIINH, BeHJa(paKCHH 1 MApOKCETUH

- PUMHTEPOJ ¥ U30NPEHAIHH, U3II0JI3BAHU 32 JICUCHHE Ha OOJIECTH HA TUXaTETHUTE ITbTUILA

- aJpeHaluH, U3MOJI3BaH MPH TSKKU aJleprHYHH PEaKLUU

- HOpaJApeHaJHH, IOTIAaMHUH U 100yTaMHH, U3MOI3BAHH 32 JICUEHHE Ha ChPACYHH O0JIECTH U HUCKO
KPBBHO HaJATaHe

- anda-MeTWII0Ma, U3MOJI3BaHAa 3a JICUCHHE Ha BUCOKO KPbBHO HaJSITaHE

- amoMop(uH, KOITO ce U3M0I3Ba 3a JeueHrue Ha 6onectra Ha [lapkuncon

Edexrure na Corbilta MoraT na 6bp1aT 0TCIa0CHH OT HAKOU JIEKapcTBa. Te BKIIOYBAT:

- JIOIAaMHMHOBH QHTAarOHHCTH, U3II0J3BAaHU 34 JICUCHNE HA TICUXUYHH HapyLICHHUs, FaIcHe U
MOBpBIIaHE

- ()CeHUTOMH M3MOJ3BaH 3a NPOPUIAKTUKA Ha TBPUOBE

- [MamaBepHuH, U3MOJI3BaH 3a OTIYCKaHE HA MYCKYJIHTE

Corbilta Mmo>ke 1a mpeun Ha yCBOsIBaHETO Ha kefs130. CnegoBaTento He npuemaiite Corbilta
€IHOBPEMEHHO C XpaHUTEIHH J00AaBKH, ChIbPIKaIIHN Keis130. Clie KaTo CTe MPUENH HIKOE OT BETE,
n34akaiTe Hali-Maiko 2 10 3 gaca Mpeau Aa NpHeMETe IPYyroTo.

Corbilta ¢ xpann u HANUTKH

Corbilta Mmo>xe na ce mpuema ¢ unu 0e3 XpaHa.

[Ipu msaxou mauuentu Corbilta Mmoxe na He ce abcopbupa no0pe, ako ce IpueMa ¢ Uil CKOpo Ciex
Ooratu Ha OeNTHUMHM XpaHH (KaTo HalpUMep Meca, puda, MICYHH MPOAYKTH, CEMEHA U SAKH).
IToceBeTBaiite ce ¢ Bamms nexap, ako cunuTaTe, 4e ToBa ce OTHacs 3a Bac.

Bpemennoct, kbpMeHe B 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 yrIOTpe6aTa Ha TOBa JICKApCTBO.

He tpsi0Ba na xppmuTe 1o BpeMme Ha sieuenuero cse Corbilta.
Hlopupane u padoTa ¢ MAIIUHU
Corbilta Mmo>ke 1a moHMXHM KpBBHOTO Bu Hansrane, koeto Moxe a Bu Hakapa na mouyBcTBaTe

c1a00CT WIIH 3aMastHOCT. CHCI{OBaTCJ'IHO ’I’p$[6Ba Ja 6’I>I[GT€ 0Cc00EHO BHUMATEIIHU npu H_IO(I)I/IpaHe n
pa60Ta C UHCTPYMCHTHU WJIM MAalllMHU.
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Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIATC, Y€ BHEC3AaIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ PA3CbHUTC HAITBJIHO, IIPCAN A I]_IO(i)I/IpaTe 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.

Corbilta cbabpaka 3axaposa

Corbilta cpabpxa 3axaposa (2, 3 mg/radnerka). Axko Bammusat nexap Bu e kazan, ue umare
HETIOHOCUMOCT KbM HSKOM 3aXapH, CBBPKETE Ce ¢ HEero, IpeIu 1a IpueMeTe TOBa JEKapCTBO.

ToBa nekapcTBO ChABPKA MO-MAIKO OT 1 mmol HaTpuii (23 mg) Ha MakcHMallHaTa IPEHOPbUUTEIIHA
JTHEBHA J103a, T.€. MOXE J1a ce KaXKe, e MPAKTUYECKU HE ChABPIKa HATPUH.

3. Kak na npuemare Corbilta

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 BB3pacTHU M XOpa B CTapUECKa Bb3PacT:

- Bammsar nexap me Bu xaxxe Touno konko tabnerku Corbilta na B3emare gHEBHO.

- TabGnerkure He ca mpeIHA3HAYCHU Aa C€ JEIIAT WM YYIT Ha MO-MaJIKU IapyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

- B 3aBucumocT ot TOBa Kak pearupare Ha JIeYeHUETO, BamusT nexkap Moxe Ja MOBUIIH WIN
HaMalu 103ata.

- Axo mpuemare Corbilta Tabnetku 200 mg/50 mg/200 mg, He B3eMaiiTe oBeue OT 7 TaOJICTKH
TTHEBHO.

I'oBopete ¢ Bamus nexap unu hapmanesT, ako MUciuTe, e eektsT Ha Corbilta e npekaneno cusieH
WK TIPEKaJICHO cJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHu.

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

AKo cTe npuesn noevye oT Heodxoaumara no3a Corbilta

AKo ciy4aifHO cTe Tipuelu moBeue oT Heooxonumute Tabnerku Corbilta, o0anere ce He3a6aBHO Ha
Bamus siexkap wiu ¢dapmarieBt. B ciyuali Ha mpemo3upane MoKe J1a IOYyBCTBaTe 00bPKBAHE UM
BBb30ya, chpaeuHata Bu gefiHOCT MoXke a Obe mo-0aBHa WU 1M0-0bp3a OT 00MYAHOTO UM LIBETHT
Ha KOXaTa, €3UKa, OYATE WIM ypuHaTa Bu Moxe 1a ce npoMeHu.

AKko cTe nponycHaau aa npuemere Corbilta

He B3emaiiTe nBoiiHa /103a, 3a JlJa KOMIICHCHUPATE IPOIyCcHAaTa TabJIeTKa.

Axo nMa noseue ot 1 gac go ciensamiara Bu go3a:
B3emeTe eqHa TabiieTka, BeHAra clie KaTo e CETUTE U Clie[Baliara TabjJeTKa B peOBHOTO BpeMe.

AKo Ma rmo-Maiko oT 1 yac 1o cineapamara Bu no3a:
Bzemere eqna Tabnerka, BeHara ciell KaTo ce CeTUTe, U34akaiTe 1 yac U B3eMeTe olle eHa
tabnerka. CieJ ToBa ce BbpHETe KbM Barmms penoseH rpaduk.
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Bunaru octaBsiiTe moHe eAWH yac HHTEpBal Mexay Tabnerkure Corbilta, 3a 1a n30erneTe Bb3MOKHH
HEXXEJTaH! PEaKIHH.

Ako cTe cnpesau npuema Ha Corbilta

He cniupaiite npuema na Corbilta, ocBen ako Bammsit nekap He Bu xaxe na ro Hanpasure. B TakbB
cirydaii, Moxe Jja € HeoOXxoauMo Bamusr siekap Ja MpoOMEHHU I03UTE Ha OCTaHAJIUTE
AHTUITApKUHCOHOBH JIEKAPCTBA, KOUTO MTPHEMATE, MO-CIIEUAIHO JIEBOIOMA, 32 Jja IOCTUTHE
JOCTaThueH KOHTPOJ BbpXy cumnromMute Bu. Ako psasko npexbcHere nmpuema Ha Corbilta u npyru
aHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E JO HEKETaHHU PEAKIUH.

AKO MMaTe HAKaKBH AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHOTpedaTa Ha TOBA JICKAPCTBO, IONMHUTANTE
Bamms nekap nim ¢apmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumuun

KaxkTo BcH4ku IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH T'l MOJTyyaBa. MHOTO OT T€3W HEXXEJaH!U PEaKI[UK MOorat Jia ObJaT o0JIEKYeHH Ype3 peryupaHe
Ha Jio3arta.

Axo 1o Bpeme Ha jedenueTo cbe Corbilta momydnTe cieJHUTE CHMITOMH, CBHPIKETe ce He3a0aBHO ¢

Bammus jekap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpeEmepeHe, BB30yna,
00BpKBaHe, TPECKA, YCKOPEH ITyJIC WM TOJIeMH OTKJIOHEHHS B KPbBHOTO HansraHe. Te morat na
ObJIaT CUMIITOMH Ha 37I0Ka4uecTBeH HeBposenTtuyeH cuaapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3IMOJ3BAHM 3a JICUCHUE Ha HApYUICHHsS Ha LEHTpaJHATa HEPBHA CHCTEMa) WM
pabmoMuonu3a (psIaKo, TEKKO MyCKYJTHO HapyIICHHUE).

- ajlepruyHa peakius, YAUTO TPHU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONpPHUBHA TPECKa),
cbpOex, 00pHB, MOAYyBaHE HA JIMIIETO, YCTHUTE, €3MKA MM I'bPJI0TO. TOBa MOXKeE Ja MPHYHMHU
3aTpyIHEHO JWIIAHE WU MperbIiaHe.

MaHuoro dectu (Morar fa 3acertar mmoseue ot 1 Ha 10 gymm)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UN)

- noBauraHe (rajeHe)

- 0e3BpEIHO OIBETSBAHE HA YPUHATA B YePBECHUKABOKA(SB I[BAT
- MycKyiHa Ooka

- TUAPHS

Yectu (Morat aa 3acerar 1o 1 ga 10 gymm)

- CBETOBLPTEK WM TPUJIONIABAHE, IBDKAIA CE HAa HUCKO KPHBHO HAIATAHE, BUCOKO KPHBHO
HaJIsraHe

- BIIOIIIABaHE HA MAPKHHCOHOBU CUMIITOMH, 3aMaiiBaHe, CHHIMBOCT

- MOBpBIIIAHE, KOpeMHa 00JIKa U AUCKOM(OPT, KUCEIIMHH, CyX0Ta B yCTaTa, 3aIeK

- 0e3ChbHUE, XaTIOIMHAIINY, O0BPKAHOCT, APKU ChHUIIA (BKIIIOYBAIIN KOIIIMAPH), YMOPSIEMOCT

- MICUXUYHU U3MCHECHHMSI, BKJTFOUBAIIU MIPOOJIEMH C MAMETTa, TPEBOXKHOCT U AenpecHs (Bb3MOKHO
C MHCJIY 332 CaMOYOHHCTBO)

- MPOSIBH Ha 3a00JIsIBAaHE HA CHPIIETO MIIM apTepUUTE (HAIP. IPhAHA 00JIKa), HEIIPABHIHU
ChpAeYHa JICHHOCT ¥ PUTHM

- I10-4EeCTO MajaHe

- 3aIyX

- 3aCHJICHO TIOTeHE, OOPUBH

- MYCKYJIHH KPaMIIH, TOJAyBaHe Ha KpakaTa

- 3aMBIJICHO BIDKIAHE

- aHeMUs

- HaMaJIeH alleTUT, HaMaJICHO TErjIo
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- riaaBo0oJire, OOJIKU B CTABUTE
- nH(pEKIYs Ha MMKOYHUTE THTHIIA

Heuectu (Mmorat ma 3acersnar jo 1 Ha 100 mytim)

- ChpJICUCH MPUCTHIT

- KbpPBEHE OT uepBara

- MMPOMEHU B KPBBHATA KapTHWHA, KOETO MOXeE Ja JOBelAe 10 KBbPBEHE, OTKJIOHEHUS B
MOKA3aTEeNNUTE PU YePHOAPOOHN (HYHKIIMOHAIHHA TECTOBE

- I'BpYOBE

- ycelaHe 3a Bp30yaa

- MICUXOTHUYHU CHMITTOMH

- KOJIHT (BB3MAJICHUE Ha Ie0eI0TO YepBO)

- MpOMsIHA B IIBETA HE CaMO Ha ypuHaTa (Hamp. Koka, HOKTH, KOca, TOT)

- 3aTpyHEHHE MPH I'bIITaHEe

- HECIIOCOOHOCT 33 ypUHUPaHE

C HeH3BECTHA YECTOTa (OT HaJIWYHUTC JaHHHW HEC MOXEC J1a 6’5,[[6 HalpaB€Ha OI.[GHKa)

CuiHO XeJIeHHE 3a TOJICMHU 031 Corbilta, HaJaBUIIIaBaIIn HCO6XO,[[I/IMI/ITG 3a KOHTPOJIMpaHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KaTO CUHAPOM Ha JOIMIAMUHOBA JUCPCTyJIallus. Hsxon ManuCHTHU
nojry4aBat HEOOWYaHH HEBOJICBU JABHKCHUA (ILI/ICKI/IH63I/I$I) B TCXKKa q)opMa, IIPpOMCHU B
HAaCTPOCHUCTO HUJIU APYTHU HCIKCIaHU pCAKIHUU CJICI MPUCM Ha I'OJICMU JO3U Corbilta.

Cpo0111eHH ca ChIIO CACTHUTE HEKEJIAHN PEaKINU:
- XeMaTHT (Bb3MajJeHUe Ha YepHUS APO0)
- ChpOexK

Moske 1a MOSyYUTE CIASAHNUTE HEKETaHU PEaKIIHH:
- HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHH ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
- CuieH UMITyJIC KbM IPEKOMEPEH Xa3apT BBIIPEKN CEPUO3HUTE JIMYHU WU CEMEHHU
MOCTIEACTBUS;
- Hapymen nnu nmoBuIlIeH CEKCyaeH HHTEPEC WIN NOBEIEHUE, KOETO MOKE 3HAUUTEIHO /1a
Bu nputecHs1Ba niM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
- HexonTtponupyemo nazapyBaHe WM XapUeHe Ha HapH;
- Ilpessknane (mpueM Ha rojeMy KOJHMUYECTBA XpaHa 3a KPaThK MEPHO OT BPEMeE) WK
KOMITYJICUBHO TIpespKAaHe (IIPUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBeve 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

Wudopmupaiite Bamms nekap, ako nMate 1mo1o0HO IOBEACHHUE; TOM 11e 00chau ¢ Bac kak 1a ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMHU.

Cho0maBaHe Ha HelKeJIAHM PeaKIuu

AKO MoNTy4ynTe HIKaKBU HEXEJIaH!U JIEKApPCTBEHH Peakilny, yBenoMeTe Bamms nekap win papMariesr.
ToBa BKkIIOUBa BCUYKH BB3MOKHU HEOIIMCAHH B Ta3M JIUCTOBKA HEKEIAaHU pCaKkuru. MoxeTe CBhIIIO Ja
CHOOIIUTE HEXKETAHH PEeaKIMX TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 32 ChOOIaBaHe, IIOCOYCHA B
[punoxenue V. Kato crobuiaBate HeXkelaHN peakny, MOXKETe Ja AafeTe CBOS MPUHOC 3a
MOJTyYaBaHe Ha 1oBede HMH(OPMAIHsI OTHOCHO O€30I1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na chxpansasate Corbilta
Jla ce cpxpaHsiBa Ha MACTO, HEJJOCTBITHO 32 JIeIIa.

Jla He ce U3MoII3Ba ciIel] CPOKa Ha TOAHOCT, OTOENA3aH BhPXY OyTHIKAaTa U KAPTOHEHATa KyTHSL.
CpoKBT Ha TOTHOCT OTTOBAps Ha MOCIETHUS JIeH OT TOCOUEHUS MECEll.
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To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.

He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3alluATa UJIA B KOHTeﬁHepa 3a JOMalIH! OTIIadbIIH.
Ilonuraiite Bamms q)apMaueBT KakK a U3XBBPJIATE JICKApCTBATAa, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HAa OKOJIHATa cpcaa.

6. Cobabp:kaHue HA ONAKOBKATA U IONBJIHUTEIHA HHOpPMAIHS
Kaxkso cbpabp:xa Corbilta

- AxtuBaute BemectBa B Corbilta ca neBomona, kapOouoma U €HTaKaIoH.

- Bceska Tabnerka Corbilta 200 mg/50 mg/200 mg cvabpxa 200 mg neBogona, 50 mg kapounona
1 200 mg eHTaKarnoH.

- OcrananuTe ChCTABKU B SIIPOTO Ha TabJeTKaTa ca KpocKapMeo3a HaTpuil, MarHe3ueB creapar,
napeBuyHO Humrecte, manuTol (E421) u noBumon (E 1201).

- CncraBkuTe BB (PUIMOBOTO NOKpHUTHE ca rauuepon (85 mponenta) (E422), xunpomenosa,
MarHe3ueB creapart, noiaucopoar 80, uepseH xene3en okcug (E172), 3axapo3a u TUTaHOB
muokcun (E171).

Kak u3raexna Corbilta u kakBo ¢chIbpska onaKoBKaTa

Corbilta 200 mg/50 mg/200 mg: TbMHO KadeHHUKABO YEPBEHHU, OBAIHU TAOJIETKH, O€3 JeTUTeIHa
yepta, Mmapkupanu ¢ “LCE 200 ot exnara crpana.

Tao6netkara Corbilta 200 mg/50 mg/200 mg ce npeasara B neT ONAKOBKU C Pa3IHYHO ChIAbPIKAHUC
(10, 30, 100, 130 mnm 175 Tabnerku). He Bcuuku BUAOBE OMAKOBKHM MOTAT J1a ObJaT ITyCHATH B
npojaxoa.

HpnTemaTe.n Ha pa3peuicHueTo 3a yHOTpeﬁa U IIPOU3BOAMUTE

Orion Corporation
Orionintie 1
F1-02200 Espoo
dunnangus

IIponssoaure

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

3a nombIHATENHA HHOOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJISl CBHPIKETE CE C JIOKATHUSI
MPeJICTaBUTEN Ha TIPUTEkKATENSI HA pa3pelieHueTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien Lietuva

Sandoz n.v./s.a. Orion Corporation
Tél/Tel: +32 2 722 97 97 Tel. +358 10 4261
Bbarapus Luxembourg/Luxemburg
Orion Corporation Orion Corporation

Ten.: +358 10 4261 Tél/Tel: +358 10 4261
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Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark
Orion Corporation
TIf.: +358 10 4261

Deutschland
Orion Corporation
Tel: +358 10 4261

Eesti
Orion Corporation
Tel: +358 10 4261

EALGoo
Orion Corporation
TnA: +358 10 4261

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
Orion Corporation
Simi: +358 10 4261

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
Orion Corporation
Tnh: +358 10 4261

Latvija
Orion Corporation
Tel: +358 10 4261

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Orion Corporation
Tel: +358 10 4261

Nederland
Sandoz B.V.
Tel: +31 (0)36 5241600

Norge
Orion Corporation
TIf: +358 10 4261

Osterreich
Sandoz GmbH
Tel: +43 5338 200 0

Polska
Orion Corporation
Tel.: +358 10 4261

Portugal
Orion Corporation
Tel: +358 10 4261

Romania
Orion Corporation
Tel.: +358 10 4261

Slovenija
Orion Corporation

Tel: +358 10 4261

Slovenska republika

Sandoz d.d. organiza¢na zlozka

Tel: +421 2 48 200 600

Suomi/Finland
Orion Corporation
Puh./Tel: +358 10 4261

Sverige
Orion Corporation
Tel: +358 10 4261

IlaTa Ha MOCJICIHO Mpepasriiekaane Ha JJUCTOBKaTa
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JApyru n3rouyHunu Ha nHGopmManus

[Monpo6Ha mH(pOpManHs 3a TOBA JIEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporielickara areHIus
To JIeKapcTBara: https://www.ema.europa.eu.
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