MNPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUSA TPOAYKT

Stalevo 50 mg/12,5 mg/200 mg ¢punmupanu TabIeTKU
Stalevo 75 mg/18,75 mg/200 mg ¢punmupanu TabieTku
Stalevo 100 mg/25 mg/200 mg ¢punmupanu TabreTku
Stalevo 125 mg/31,25 mg/200 mg ¢unmupanu TabneTKu
Stalevo 150 mg/37,5 mg/200 mg ¢punmupanu TadbiaeTku
Stalevo 175 mg/43,75 mg/200 mg ¢unmupanu TabneTKu
Stalevo 200 mg/50 mg/200 mg ¢punmupanu TabreTku

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 neBonomna (levodopa), 18,75 mg xapounona (carbidopa) u 200 mg
SHTaKaIloH (entacapone).

[ToMOITHO BEIIECTBO C U3BECTHO JIEHCTBUE
Bcesika Tabnerka cpappka 1,4 mg 3axaposa.

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

[ToMoIIHO BEUIECTBO C U3BECTHO JCHCTBUE
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).

[ToMoIIHO BEUIECTBO € U3BECTHO ACHCTBUE
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).

[ToMoI1IHO BEUIECTBO C U3BECTHO ACHCTBUE
Bcesika Tabnerka cappka 1,9 mg 3axaposa.

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

[ToMoI1IHO BEUIECTBO C U3BECTHO JCHCTBUE
Bcesika Tabnerka crappka 1,89 mg 3axaposa.



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

[ToMoIIHO BEUIECTBO C U3BECTHO JCHCTBUE
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 exHara ctpaHa.

75 mg/18.75 mg/200 mg
CBemiioka(eHNKaBO-4E€PBEHH, OBAIHU (puiaMupany Tabnetku, Mapkupanu ¢ “LCE 75” ot eqnara
CTpaHa.

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

125 mg/31.25 mg/200 mg
CaeTiiokadeHUKaBO-4EPBEHH, OBAIHU PuaMupanu Tadnetku, Mapkupanu ¢ “LCE 125” ot exnata
CTpaHa.

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

175 mg/43.75 mg/200 mg
CaeTiiokadeHHKaBO-4YEPBEHU, OBANHU QuiaMHupaHu TaOnetku, Mapkupanu ¢ “LCE 175” ot exnata
CTpaHa.

200 mg/50 mg/200 mg
TbMHOKa(EeHNKaBO-UEPBEHU, OBAIHU Ta0JIETKH, Oe3 aenuTenHa yepta, mapkupanu ¢ “LCE 200” ot
€JiHaTa CTpaHa.

4. KIIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKA3AHUS

Stalevo e moka3zas 3a JiedeHUE Ha BB3PACTHU NaLMeHTH ¢ OonectTa Ha Parkinson, mpu xouto
JBUraTeIHUTE QIYKTyaldy HE MOTaT /1a ce CTA0OMIIM3UPAT B Kpasi Ha MEKAY1030BUs HHTEPBAJ IIPH

JISYEHUETO C JieBozomna/nomna aekapookcmnasa (1K) naxudurop.

4.2 Jlo3upoBKa M HAYHH HA NPHJI0KEHUE

EO3I/IQOBK3



OnrtrmanHara JHEBHA [103a TPsAOBa Ja ObJe onpeaeieHa Ype3 BHUMATEIHO TUTPUPAHE Ha JICBOJOMA
MY BCEKH MAIMEHT. 3a MpeAounTaHe € JHeBHATA 103a Ja C€ ONTUMHU3UPA, KaTo Ce M3I0JI3Ba €IHa OT
celleMTe HaTM4HU TabneTHU 10308u ¢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 TpsOBa 12 ObAAT MHCTPYKTHPAHM Ja IPUEMAT caMo 1o eqHa Tabnerka Stalevo Ha mpueMm.
MHOro € BEpOsITHO MAlMEeHTH, KOUTO Mody4aBat nmo-mManko ot 70-100 mg kapOumona AHEBHO, 1a UMAaT
raJicHe Win NoBpblIaHe. MakcuMaiHaTa MpernopbuBaHa JHEBHA J03a enTakarnoH e 2 000 mg, Ho
OnmuTHT ¢ 001112 AHEBHA [103a KapOuaona, no-roisiMa ot 200 mg e orpaHuyeH, Mopaau KOeTo
MakcumainHara 1o3a ¢ 10 tabnerku queBHO 3a Stalevo 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. [decer Tabnetku Stalevo 150 mg/ 37,5 mg/200 mg ca pasuu Ha 375 mg kapbugona
nHeBHO. ChraacHO Ta3u THEBHA A03a KapOHI0ma, MaKCHMalHaTa NpernopbuBaHa JHEeBHA 1032 Ha
Stalevo 175 mg/43,75 mg/200 mg e 8 Tabnerku nueBHO U Stalevo 200 mg/50 mg/200 mg e

7 TabJeTKN AHEBHO.

ITo MMPUHIUII, Stalevo ce u3non3sa IpU MAaUCHTH, KOUTO IMOHACTOAIICM CC JICKYBAT CbC CbOTBCTHUTC
J03H1 JICBOJ0IIa /IU_IK I/IHXI/I6I/ITOp C HCIPOMCHCHO OCBO60)K)_IaBaHe M CHTAKaIIOH.

Kax oa npemunam na Stalevo nayuenmu, npuemawyu komounayus om aesooona /K unxubumopru
npenapamu (kapobuodona unu dencepasud) u mabiemxu eHmaKanoH

a. IlanyeHTH, KOUTO MOHACTOSIILIEM CE JIEKYBAT C €HTAKaloH U JIEBOJIOMa/KapOuaomna ¢ HEIPOMEHEHO
ocB0OOOKIaBaHe, B 1031, paBHH Ha TabJeTHUTE 403U Ha Stalevo, Morar 1a IpeMHHAT HApaBo Ha
cboTBeTcTBaIuTe Tadnetku Stalevo. Hampumep, manuenT, KoWTo B3eMa eHa TabieTka oT

50 mg/12,5 mg neBogona/kapbuaona u eana radbnerka entakanod 200 mg YeTupH IbTU AHEBHO,
MoOJKe J1a B3eMe eaHa tadnetka oT 50 mg/12,5 mg/200 mg Stalevo yeTupu mbTH JHEBHO, BMECTO
oOnyaiiHuTe 103M JeBOAONA/KapOUI0IIa U EHTAKAIIOH.

0. Ilpu 3amouBane Ha JieueHUe cbe Stalevo Mpy maureHTH, KOUTO MOHACTOSIIEM HE IPHEeMaT
CHTaKaIloOH M JIeBOAONa/KapOuaoma B JO3H, paBHHU Ha TaOJeTHUTE 103H Ha Stalevo

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, nnun

200 mg/50mg/200 mg), nozupanero Ha Stalevo TpsOBa ga ObJje BHUMATEIHO TUTPUPAHO 32
ONITUMAJICH KJIMHUYEH pe3ynTar. B Hauanoro, Stalevo TpsiOBa na ce agantupa Taka, 4e Aa CbOTBETCTBA
MaKCHUMAaJIHO Ha o0IIaTa JHEBHA /1032 JICBOJOMA, N3I03BaHa TOHACTOSIIIEM.

6. [Ipu 3anmouBaHe Ha JedeHUe ChC Stalevo mpu manueHTH, KOUTO MOHACTOSIIIEM IpUeMaT EHTaKaIlOH
1 JieBozioma/0eHcepa3u ¢ HEMPOMEHEHO 0CBOOOKIaBaHe, MPUIIOKEHNUETO Ha JIeBOI0Ma/0eHCepa3u
TpsIOBa J1a ce CIpe MpenuIIHaTa Beyep u Ja ce 3armovne Stalevo Ha cnenBamara cytpuH. HagamxnaTta

no3a Stalevo TpsOBa a OCUTypH CHIOTO KOIWYECTBO JIeBoAoMNA ik Maiko (5-10 %) moBeue.

Kax 0a npemunam na Stalevo nayuenmu, xoumo nonacmosuem He ce 1eKy8am ¢ eHmaKanoH

3amouBaHe Ha JieueHHe cbe Stalevo B 703U, KOUTO CHOTBETCTBAT HA HACTOSILATA Teparts, MOXeE Ja ce
o0chaM pU NauueHTy ¢ 6oaectra Ha Parkinson, ¢ nBurarennu GpiaykTyauuu B Kpast Ha MEXITyI030BUS
WHTEpBaJl, KOUTO HE ca CTaOMIM3HUPaHu ¢ TEKYLIOTO JedeHue ¢ neonona/IJIK naxudutop ¢
HENPOMEHEeHO ocBoOOXknaBaHe. JupekTHo npemunasane ot aesogona/ JIK naxudurtop Ha Stalevo,
obaue, He ce IpenopbyBa IPU NaLUEHTH C JUCKMHE3UU WIIH C AHEBHA [03a jeBoaona Hax 800 mg.
[IpenoppuBa ce, IpH TE3U NALMEHTH, J1a CE BBBEJE CHTAKANOH KaTO CAMOCTOSTEIHO JICUEHHE
(TabNMeTKN eHTaKaroH) 1, ako € He0OXOMMO, Jla ce aJanTupa A03aTa Ha JIEBOJONA, IPEIH Ja ce
npeMuHe KeM Stalevo.

EnTakamon 3acuiBa e(l)eKTI/ITe Ha JICBOJOIIA, IMOpaau KOCTO MOKEC Ja CC HAJIOXKHU, 0c00eHO npu
alMCHTH ¢ AIMCKUHE3MA, Ja CC HaMaJIkd 103aTa Ha JICBOAO0IIa C 10-30% B PAMKUTC Ha IbPBUTC JHU
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Wik CEAMHUIIM, CIICO 3aII0YBAHC Ha JICYCHUECTO CHC Stalevo. B 3aBHCUMOCT OT KJIUHUYHOTO ChCTOSHUE
Ha nmanueHTa, JHCBHATA A03a JE€BOAO0IIa MOXKE da 6’5,[[6 HaMaJICHA, YpEC3 YBCINYaBaHC HAa UHTCPBAJla
MCIKAY AO3UTC H/UIH Ype3 HAMAJIKIBAHC HAa KOJIUYCCTBOTO JICBOAOIIA 3a 1034a.

Aoanmupane Ha 003ama 8 X00a HA JleYeHUemo

Koraro ce n3nckpa rmopeue JIEBOOOIIA, Tpﬂ6Ba Ja Cce 06C’LI[I/I YBCJINYaBaHC 6p0$[ Ha JO3UTEC W/WIH
yHOTpe6a Ha aJITCpHAaTUBHA JO3HUPOBKA Stalevo, B PAMKUTC Ha NpCopbiaHaTa A034.

Koraro ce n3nckBa 1mo-Maiko JI€BOaOIIA, O6H_IaTa JHCBHA O03a Stalevo Tp$[6Ba Ja 6’5,[[6 HaMaJICHa,
Ype3 HAMAJISIBAHC Y€CTOTATa HAa IPHUEM, KaTO CC YBCIIMYaBa UHTCPBaAJIa MCKAY AO3UTC, NI KATO CC
HaMaJId JO3UPOBKATa Stalevo Ha IIpUCM.

B cnyqaﬁ, 4c ApyTry JCeBOAOIA MPOAYKTH CC U3110JI3BAT CTHOBPECMCHHO C TaOIeTKU Stalevo, TpSI6Ba Ja
CC CIia3BaT NPCNOPHKUTC 3a MaKCUMaJIHA 1034a.

IIpexpamseane Ha neyenuemo cwvce Stalevo: Ako nedernero cwe Stalevo (eBomona /kapoumona/
EHTAKaIoH) € MMPEKPaTEeHO U MAIMEeHTHT € MPEXBhPIIcH Ha JeueHue ¢ jgeBoomna /JJIK naxubutop 6e3
€HTAKaIoH, Ce Hajara ajlaniTipaHe Ha J103aTa Ha JIPYTroTO aHTUMIAPKUHCOHOBO JICYEHHE, 0COOCHO Ha
JIEBOJIOMA, 32 J]a C€ TIOCTUTHE JOCTAThYHO HUBO HA KOHTPOJ Ha MAPKUHCOHOBUTE CUMITOMHU.

Heouampuuna nonyrayus: besonacHocTTa 1 eukacHocTTa Ha Stalevo mpwu Jera Ha Bb3pacT Mo
18 romuH He ca ycTaHOBEHU. JIUIicBaT JaHHU.

Cmapuecka év3pacm: He ce n3nckBa npomsiHa Ha Jio3ata Stalevo B cTapuecka Bb3pacT.

Yeproopobuo yspescdane: Stalevo TpsiOBa Jja ce mpuiiara ¢ IOBUIIICHO BHUMAHHE TIPH MAI[USHTH C
JIEKO JT0 YMEPEHO YepHOAPOOHO YBpekaaHe. Bh3MOXKHO € [la ce HAIO0XK HaMaJlsiBaHe Ha J103aTa (BX.
Touka 5.2.). Ilpu Texko 4epHOAPOOHO YBpEKAaHE BHKTE TOUKa 4.3.

bvoOpeuno yspesxcdane: BrOpedHOTO YBpEeKIaHe HE 3acara papMaKOKMHETHKATa Ha eHTakarnoH. Hsama
MIPOBEJICHY MU3CIeIBaHNS Ha (papMaKOKMHETUKATA Ha JICBOJIOMA U KapOUI0Tia Py MAIlMeHTH C
OBOpeuHaTa HeOCTAaThYHOCT, MIOPAIU KOETO JISYCHHETO Che Stalevo TpsOBa fa ce mpmiara ¢
MTOBUIIIEHO BHUMAaHUE TIPU MAIIMEHTH C TEXKO OBOPEUHO YBpEkKAaHEe, BKIIOYUTEIHO U TIPU TE3HU Ha
JTUATM3HO JIeYeHUe (BXK. Touka 5.2.).

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

4.3 IIporuBomoka3zanus

- CBpPBXUyBCTBUTETHOCT KbM aKTHMBHUTE BEIIECTBA WM HAKOE OT IIOMOIIHUTE BELIECTBA,
n30poeHu B Touka 6.1.

- Texko uepHOAPOOHO yBpEXKIAHE.

- 3aKpUTOBI'BIIHA TIIAYKOMA.

- DeoXpOMOLUTOM.

- EnnoBpemenno npuioxenue Ha Stalevo ¢ HeceneKTHBHA MOHOaMUHOOKcHAa3Hu (MAO-A u
MAO-B) naxuburopu (Hamp. GeHen3uH, TPaHWILUIPOMUH).

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

- AHaMHECTHYHH JaHHU 3a HeBposienTudeH Manuraed cuaapom (HMC) w/unu HetpaBmMaTndHa
pabnomuonmsa.

4.4 ChnenuajaHy mpexynpe:kIeHUs U MPeANa3Hu MePKH NIPH ynoTpeda



Stalevo He ce nmpenopbuBa 3a JicueHHE Ha JIEKAPCTBEHO HHAYLMPAHU EKCTPaupaMuIHN
peaxuu.

Jleuenneto cbe Stalevo TpsOBa Aa ce mpuiara ¢ NOBUIIEHO BHUMAHUE MPH MALIMEHTH C
UCXEeMHYHa 00JIECT Ha CHPILETO, TEKKU ChPAECYHO-CHIOBU U PECIIUPATOPHU 3a00IABaHUS,
OpoHxHayHa acTMa, ObOPEYHU MM €HAOKPUHHY 3a00JsIBaHMs, aHAMHE3a 33 NeNTHYHO-I3BEHa
OonecT WM aHaMHE3a 32 T'bPYOBE.

[Ipu nauueHTH, c aHaMHE3a 32 MUOKapAeH HH(APKT, KOUTO UMAT PE3UIyaIHN aTPHO-HOJATHU
WIN BEHTPUKYJIAPHU apUTMHU: TPsIOBA Aa ce ciIeau 0COOCHO BHUMATEIHO ChpeyHaTa ASHHOCT
npe3 nepuoja Ha HadajlHO aJlalTHpaHe Ha Ao3aTa.

Benuku nanuenTy, iekyBaHu cbe Stalevo, TpsiOBa ga ObaaT BHUMATEIHO HAOMIOIaBaHH 32
Pa3BUTHETO Ha ICUXUYHU MMPOMEHH, IECHPECHsI ChC CYUIIUIHA TEHACHINA U IPYTH CEPHO3HU
aHTHCOLMAIIHY MposiBYU. [lanenTH, ¢ MUHATN WM HACTOSIIH IICUXO03H, TPsAOBa da Obaat
JIEKYyBaHH ¢ 0COOCHO BHUMaHHE.

EnnoBpemennaTa ynorpeda Ha aHTUIICUXOTHIIM C TOTIAMHUH PELIENTOPEH aHTarOHU3bM, 0COOEHO
D, peuenTopHu aHTaroHUCTH, TPSAOBA Ja ce MPOBEXIa BHUMATEIHO, KATO MAIIMEHTHTE CE
HaOIr01aBaT 3a U3YE3BaHE HA AHTUMAPKUHCOHOBHS €()EKT WM BIOIIABAHE HA TAPKUHCOHOBHUTE
CHUMIITOMH.

[amuenTy, ¢ XxpoHUYHA OTKPUTOBI'BIIHA TTIAyKOMa, MOTaT Aa ObAAaT JIEKyBaHW BHUMATEIIHO ChC
Stalevo, mpu ycnoBue, ye BBTPEOYHOTO HaJsiTaHe € J00pe KOHTPOJIMPAHO U NALMEHTHT €
HaOJII01aBaH BHUMATEIHO 3a IPOMEHU BbB BETPEOYHOTO HAJISITaHE.

Stalevo Moxe a MpUYMHU OPTOCTATHYHA XMIIOTOHMS, TOpaau Koeto Stalevo TpsiOBa na ce
npuiiara ¢ MOBUILIEHO BHUMaHHUE MIPY MAalMEHTH, IPHEMAIU APYTH JIEKapcTBa, KOUTO Onxa
NpeAU3BUKAIN OPTOCTATUYHA XUTIOTOHUSI.

KomOuHnpaHeTo Ha €HTaKaloH € JIEBOJIOMA CE CBBP3Ba C MPOSBU HA COMHOJICHTHOCT U €U30A1
Ha BHE3aITHO 3aCMMBaHe MPH NanueHTH ¢ Oonectra Ha Parkinson, mopaau koeto ce Hanara
ocobeHa posiBa Ha BHUMaHUe MpH modupane 1 padora ¢ MauHu (BXx.Touka 4.7).

[Ipu KIMHUYHU TPOYYBAHUS, HEXKEIAHUTE JOIIAMUHEPTUIHN PEAKLUH, KaTO IUCKUHE3HS, ca Mo-
YeCTH MPH NAIMEHTH, 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 JEUeHUEeTo cbe Stalevo ce mpuiara Ha
MalKeHT, KOWTO HE MOJyyaBa B MOMEHTA CHTAKAIIOH.

Pabnomuonusa, B pe3ynTaT Ha TEXKa JUCKHHE3US IPH HEBPOJIENTHYCH MAJIUTHEH CHHAPOM
(HMC), e nabmonaBana paako mpu naureHTy ¢ 6oaectra Ha Parkinson. [lopaau ToBa Besiko
PA3KO HaMaJIsIBaHE Ha J103aTa WM MPEeKpaTsIBaHe MpueMa Ha JIeBOAoNa, TPsOBa BHUMATEIIHO Ja
ce cienu, 0coO0eHO IpH MaUeHTH, KOUTO npreMaT u HeBpojientuin. HMC BkitouBa
pabaoMuoIM3a U XUIEPTEPMHUS U C€ XapaKTepU3Upa ¢ MOTOPHU CUMIITOMH (PUTHIHOCT,
MHOKJIOHYC, TPEMOP), TPOMEHHU B IICUXUYHUS CTATYyC (HANp. Bb30YyIEHOCT, OOBPKAHOCT, KOMa),
XHUIIEPTEPMUSl, aBBTOHOMHA AUCHYHKLUS (TaXUKapausl, TaOMITHO KPbBHO HAJSITaHE) U MOBHUILICHA
cepyMHa kpeaTH ¢ochoknHasza. B oTaennu ciyyan, Morar aa ce HabIrozaBaT caMo HSIKOU OT
TE3W CUMIOTOMH W/WIIM HaxoAKH. PaHHaTa muarHo3a e BaykHa 3a aleKBaTHOTO OBJIa/IIBaHE HA
HMC. Cunapom, momgobeH Ha HEBPOJECITUUHUS MATUTHEH CHHAPOM, BKIIOYBAILl MYCKYyJTHa
PUTHAHOCT, MOBHUILECHA TeJIECHA TEMIIEpaTypa, ICUXWYHN IPOMEHH U TIOBHUILIEHA CEPyMHA
KpeaTtuH (ocdokrHasza, € cbo0IIaBaH MPH PI3KO CIIUpPaHE HAa AaHTHUIIAPKUHCOHOBH CPEICTBA.
HMC u pabpomuonunsa He ca chOOIaBaHU BbB BPB3Ka C PSI3KO CHMPaHE Ha EHTAKaloH MpH
KOHTPOJIMpaHu npoyuBanus. Ciel BbBEKAAHETO HAa €HTAKAIIOH Ha Ma3apa, ca ChOOIaBaHH
n3onupanu ciaydan Ha HMC, no-cnenuanHo cieq psA3Ko HaMalsiBaHe WM CIIMpaHe Ha
€HTaKaIlOH U JPYTY NpHUIPYKaBallly AOIIaMUHEPIUYHH JIEKapcTBEHH MpoayKTH. Korato ce
NpeLeHH 3a HeoOX0auMo, 3amecTBaHeTo Ha Stalevo ¢ neBogona u K unxudurop, 0e3
€HTAKaIlOH WU IPYro TOTIAMHUHEPTUYHO JeUeHHE, TPsIOBa 1a ce U3BBPIIBA OaBHO, KATO MOXKE
Jla ce HaJO0XXH MOBHUIIIaBaHE J103aTa Ha JIEBOAOIA.

Koraro ce nanara o0ria anecresusi, Je4eHHETO Cbe Stalevo MoXxe Ja MPOABIKH, IPU
YCIIOBHE, Y€ Ha MAalMEHTa € [T03BOJICHO Ja MpreMa TEYHOCTH U JIEKaPCTBEHH MPOAYKTH IIpe3
ycraTta. AKo JedeHneTo TpsiOBa BpeMEHHO Jia ce crpe, Stalevo Moke 1a ce Bb300HOBH, IpU
I'bPBa BB3MOXKHOCT 32 IIEPOpaAJICH MPHEM Ha JIEKapCTBEHU NPOAYKTH, B ChILIATa JHEBHA 1034,
KaKTO MPeay CIIUPAHETO.



- [IpenopbuBa ce nepuoAMYHA OLIEHKA Ha YEPHOAPOOHATA, XEMaTOIIOETUYHATA, ChPICUHO-
chloBaTa u ObOpeuHaTa GyHKIMA IPU NPOIBIDKUTENHO JIedeHue cbe Stalevo.

- [Ipu nanueHTHTEe, KOUTO UMAT JUAPHSI, CE MTPETIOPHUBA MPOCIE/IBAHE Ha TETIIOTO C IEJI J1a Ce
n30erHe Bh3MOKHOTO IPEKOMEPHO HaMallsiBaHe Ha TEJIeCHOTO Terio. [IpoabmKkuTeHaTa uim
nepcucThpaIia Auapus, IMOsSBUIIA ce TI0 BpeMe Ha yroTpedara Ha eHTaKaloH, MOXe Ja €
NpU3HAK Ha KOJIUT. B cityyait Ha mpoqbioKUTENTHA WITH TIEPCUCTUPAIIIA IUapys TPUEMBT Ha
JIEKapCTBOTO TPsIOBA Ja Ce MPEYCTaHOBHU M J]a Ce MPOBEJaT HEOOXOMMUTE U3CIICIBAHHS U
JeYCHHE.

- [TanmenTure TpsiOBa 1a OBAAT peAOBHO NMPOCICAIBAHM 32 TOSBATa HA HAPYIIEH KOHTPOJ HAJ
umnyncute. [lanpenture u 6onHOTIEAaYNTE TPSAOBA Aa OBAAT 3aII03HATH C TIOBEACHUYECKUTE
CHUMIITOMH Ha HapYLICHUSI KOHTPOJI HaJ UMITYJICHTE, BKIIIOUBALIH ATOJIOTUYHA CKIIOHHOCT KbM
Xa3apT, HOBUIIEHO M0N0, XUIIEPCEKCYATHOCT, KOMITYJICUBHO XapueHe WX Na3apyBaHe,
NPEesHKISHE U KOMITYJICUBHO MPEsKAAaHEe, KOUTO MOTAT J1a Bb3HUKHAT [IPH NAaLlUEHTHTE,
JIEKyBaHH C JOIAMUHOBU arOHUCTH W/WIIH JPYro JONMaMHHEPTHYHO JICYEHHUE, ChIPKAILO
neBojona, BKIounTenHo Stalevo. IlpenopbuBa ce npeorieHka Ha JeUeHUETO, IPH MOsIBa Ha
MMOJ00HHU CUMIITOMH.

- Cunzpom Ha nonaMuHoBa aucperynanus (dopamine dysregulation syndrome, DDS) e
Pa3CTPONCTBO, CBBP3aHO ChC 3aBUCUMOCT, BOJIEILIO IO IPEKOMEpHA yroTpeda Ha MPOIyKTa,
KOETO ce HaOro1aBa MpH HAKOM MalMeHTH, JIEKyBaHU ¢ kapounona/nesogona. [Ipeau
3all0yBaHe Ha JieueHHe, MalUeHTUTe U OoHorIeAaunTe TpsiOBa 1a ObAaT NperynpecHH 3a
MOTEHIUATHUS PUCK OT pa3BuThe Ha DDS (Bk. cbio TouKa 4.8).

- [Ipu nauyeHTH ¢ MpOrpecuBHa AaHOPEKCHsI, ACTEHUS 1 TIOHIKAaBaHE Ha TETJI0TO B OTHOCUTEIHO
KpaThK IEepHo OT Bpeme, TpsiOBa 1a ce 00MHUCIN 0011 MEANLIMHCKH MPErJie, BKIIOUBAII
M3CIEABAHUS Ha YePHOAPOOHATa (PyHKIHA.

- JleBomona/kapbuaona Moe J1a MPUUUHH (HAILINBO ITOJIOKUTEIHH PE3YITAaTH IPU H3I0I3BaHE
Ha TECT-JICHTA 32 M3CJICBAHE 3a HANWYKME Ha KETOHU B YpUHATa, KaTo Ta3U peakiys He ce
NPOMEHS NPU KUIBaHE Ha Ipodara. M3mon3BaneTo Ha IMTIOKO300KCHIa3HN METOIN MOXKE J1a
nane GaamuBO OTPULIATEITHH PE3YNTATH 32 TIIOKO3YPHSL.

- Stalevo cpabprka 3axaposa, mopaanu KOETO MALUEHTH C PEIKH HACJIEACTBEHH MIPOoOIeMH Ha
HETMIOHOCHUMOCT KbM (PPYKTO03a, INIFOKO30-TaJaKTO3Ha MATaOCOpOLHs MIIK 3aXap030-U30MaITa3eH
neguuuT, He TpsIOBa J1a MpUeMaT TO3H JEKapCTBEH MPOIYKT.

4.5 BzammopeiicTBHe C APYTH JeKAPCTBEHM NPOAYKTH M APYru (opMu HA B3aMMO/eiiCTBHE

Jpyeu aumunapxunconosu rexapcmeenuy npodykmu: 3acera HAMa HHAUKAIMHU 32 B3aUMOICHCTBHS,
KOHTO JIa U3KJII0YBAT €AHOBPEMEHHATA yIoTpeda Ha CTaHAAPTHN aHTUIIAPKUHCOHOBU JIEKAPCTBEHH
npoaykTH u Stalevo. Bp3M0KHO € BUCOKHM 1031 €HTAKaloH Ja HapymaT abcopOuusTa Ha KapOouaona.
HeszaBucumo ot ToBa, 0b6aye, He € HAOMIOJaBaHO B3aMMOACHCTBHE C KapOuaona Mpy NpenopbyBaHaTa
cxema Ha nedenue (200 mg entakanos 0 10 mbTH AHEBHO). B3anMoneiicTBusATa MEXIY €HTAKAIIOH U
CEeNeXKWIMH ca M3y4YaBaHU MpPU NPOYYBAHHMS C MHOTOKPATHH O3 NPH MAlMEHTH ¢ OojecTra Ha
Parkinson, nexyBanu c¢ nesogona//JIK naxuburtop, kato He € yCTaHOBEHO B3auMmojeicTsue. Korato
ce mpuema cwe Stalevo, THEBHATa 03a CeNEKWINH He TpsAOBa na npeumasa 10 mg.

Hanara ce moBuileHo BHUMaHHE npu €AHOBPEMCHHOTO MMPUCMAHC Ha JICBOAOIIA U CIICAHUTC AKTUBHU
BCIICCTBA.

AHmuxunepmeHsueHu Cp@()CWlG(l: CuMnroMaTudHa IMOCTypajiHa XUIIOTOHUA MOXKC 1a HACTBHIIU, KOI'aTO
ce HpI/I6aBI/I JICBOJOIIA KbM JICUCHHUCTO HA MAIIUCHTH, KOUTO BCYC IMOJTYHaBAT AHTUXUIICPTOHULIHN.
Bb3moxHO € Ja CC HAJIOKHU aJallTUPAHC HA J03aTa HA aHTUXUIICPTOHUIHOTO CPEACTBO.

Aumuodenpecanmu. Peakuuu, KaTo XUIEPTOHUS U AUCKUHE3HSI ca HAOII0OAaBaH! PSAAKO IPU
€IHOBPEMEHHO MPUJIOKEHUE HA TPULUMKIMYHE aHTHACTIPECAHTH U JIEBOI0MA/KapOuIoma.
BsanmoneiicTBusiTa MEXIy CHTAKAallOH M UMUIIPAMHH, KAKTO U MEXIY €HTAKaIlOH ¥ MOKJIOOEMH] ca
W3CIIEeBaHN B €IMHUYHHM J03U TpH 3ApaBu gooposony. He ca HabmonaBanu ¢papMakoJuHAMUYHI
B3anMoJeicTBUS. 3HaUUTENeH Opoi manuenTu ¢ 6onectra Ha Parkinson ca nexyBanu ¢ KoMOMHALIUS
OT JIEBOJIONIA, KapOWJI0Ma ¥ EHTAKAIIOH M Pa3JInYHU aKTHBHU BellecTBa, kato MAO-A unxuduropu,



TPUIUKINYHY aHTUACTIPECAHTH, HHXUOUTOPU Ha 0OpaTHOTO ITOEMaHe Ha HOPaIpeHANH, KaTo
NE3UTIPaMUH, MAaNPOTUJIVH, BEHIa(aKCHH U JIEKApCTBEHH MPOIYKTH, MeTabonm3upanu ot KOMT
(Hamp. BelecTBa ¢ KaTeXoJdHa CTPYKTYpa, TApOKCETHH). Bblpekn ye He ca HaOro1aBaHn
(hapMakoMHAMHYHU B3aUMOJICHCTBYSI, T€3U MPOAYKTH TPSAOBA J1a Ce U3MOI3BAT C MOBUIIIEHO
BHUMaHHUe B KoMOWHaIms cse Stalevo (Bxk. Touku 4.3 u 4.4).

Jpyeu axmuenu éewgecmea: JlonaMuH peleNTOPHN aHTATOHUCTHU (HAIP. HAKOU aHTHIICUXOTHULHU U
AHTUEMETUIH), JEHUTOMH U ManaBepruH MOTaT J1a HAMAJIAT TePareBTHYHHA e(EeKT Ha JIEBOOIIA.
[ManmenTy, npueManiy Te3u JeKapCTBEHU NPOAYKTHU cbe Stalevo, TpsiOBa n1a ObaaT BHUMATEIHO
HabmromaBaHy 3a 3ary0a Ha TepaneBTHYEH OTTOBOP.

B pesynrat Ha aduHuTETa HAa eHTAKAaoOH KbM LUTOXpoM P450 2C9 in vitro (Bx. Touka 5.2), Stalevo
01 MOr'bJ Ja HHTepdepupa C aKTUBHH BEIIECTBA, YNUTO META0O0IN3bM 3aBHCH OT TO3U MU30CH3HM,
Karo Hanpumep S-Bapdapus. [Ipu uznutBane 3a B3auMoaeicTBUE MTPU 3paBU T0OPOBOJIIIH,
CHTAKaIloH He MPOMEHs IIa3MeHNUTe HuBa Ha S-BapdapuH, nokato AUC 3a R-Bapdapun ce yBennuasa
cpenHo ¢ 18 % [Clo 11-26 %]. INR croiinocTute ce moBumasaT cpeaHo ¢ 13 % [Cloy 6-19 %]. Ilo
Ta3u NpUYMHA, ce MpenopbyBa KOHTpod Ha INR, npu BeBexxgane Ha Stalevo mpu nauueHTy,
noJy4aBauy BapQapuH.

Lpyau ghopmu na é3aumooeticmaue: Thii KaTO IEBOJOIA C€ KOHKYPHpPA C HIKOU aMUHOKHCEINHH,
abcopbuusTa Ha Stalevo Moxe Aa ObJe HapylIeHa NPY HIKOU MAalMeHTH, YUITO XpaHa e boraTta Ha
MPOTEUHH.

JleBomoma 1 eHTaKaoH Morar Jja 00pa3yBaT XeIaTH C JKEII30TO B CTOMAITHO-YPEBHUS TPAKT, TIOPaIn
KOETO MHTEPBAIBT Ha IIpUEM MKy Stalevo U jkene3HuTe mpemnapatu TpsOBa na 0bae Hail-Manko 2-3
gaca (BX. Touka 4.8).

Jlannu in vitro: ExTakanon ce 3amas 3a msicto 11, koeTo cBbp3Ba 4OBELIKHUS aJOyMHH, KAKTO U HIKOU
JpYyTH JEKapCTBEHU NPOIYKTH, BKIIIOYUTEIHO Jua3enam u uoynpoden. Be3 ocHoa Ha in vitro
W3CIIEeBaHMs, HE CE 0YaKBa 3HAYMMO M3MECTBAHE NIPU TEPaNeBTUYHN KOHIICHTPALMH Ha
JIeKapCTBEHUTE MpoAyKTH. Jlocera HiMa HHAMKALKS 32 TOJOOHH B3aUMOJICHCTBUSI.

4.6 @epTHiauTeT, OPEMEHHOCT H KbPMeHe

Bbpemennoct
Hsma nocratpyHO gaHHU 3a yrnoTpebara Ha KOMOWHAIMATA JIEBO0TIa/KapOuI0TIa/€HTaKaoH PU

OpemeHHM *eHH. [IpoyuBaHHsATa IPH KUBOTHH NMOKA3BAT PENPOLYKTHBHA TOKCUYHOCT HA OTACIHU
CbCTaBKH (BX. Touka 5.3). [loTeHunanHusT prcK mpu Xopa He € u3BecTeH. Stalevo He TpsiOBa na ce
M3II0JI3Ba 110 BpeMe Ha OpeMEHHOCT, OCBEH B CIIydai, 4e Moj3aTa 3a Malikata HaaXBbPJIs Bb3MOKHHS
pHcK 3a deTyca.

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

Kap61/mor[a 1 CHTAKAIIOH CC€ CKCKPETUPAT B MJIAKOTO Ha )KUBOTHHU, HO HC € U3BCCTHO JaJIN CC
CKCKpPCTUPAT B KbpMaTa. be3onacHocTTa Ha JIE€BOaOI1A, Kap61/1;[0na 1 CHTAKaIllOH IIpHU HOBOPOJACHOTO
He ¢ u3BecTHA. JKeHure He TpSI6Ba Aa KbpMAT IO BPEMEC Ha JICUCHUCTO CbhC Stalevo.

depTuaurer
[Ipu npeIKTMHUYHNTE TPOYYBAHUS ChC CAMOCTOSATEIHO IPUJIaraHe Ha EHTAaKarloH, KapOuaona wiru

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

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

Stalevo Moke 1a ©UMa 3HAYUTEIIHO BIMSHHE BBPXY CIOCOOHOCTTA 3a modupane u padbora ¢ MalIvHU.
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HCBOZ[OHa, KapGI/mona " CHTAKaIlOH, 3a€IHO, MOraT Aa NPUYUHAT BUCHC HA CBAT U CUMIITOMATHYCH
OpPTOCTATHU3BM, IOPAAU KOCTO CC HAJIara NOBUIICHO BHUMAHUC ITPpU H_IO(l)I/IpaHC nu pa60Ta C MalllkuHH.

[NaruenTu, nexyBaHu cbe Stalevo, KOUTO M3MHUTBAT CHHIUBOCT W/WIIH €MTU30/I1 Ha BHE3AITHO
3acmuBaHe, TPsOBa J1a ObJaT MOCHBETBAHU J1a C€ BB3ABPKAT OT MIO(UPaHe WIH yIaCTHE B ISHHOCTH,
MIpY KOUTO HapyIIeHaTa OIUTEITHOCT MOKE JIa U3JI0KH TIX WM APYTH XOpa Ha OMACHOCT OT CEPHUO3HO
HapaHsBaHE WIH CMBPT (HAIp. IpH paboTa ¢ MAIIMHM), IO IPEOAOIIBAHETO HA MTOJOOHN TTOBTAPSIIN
ce enmu3ou (BXK. Touka 4.4).

4.8 Hexenanu jJeKapcTBeHN PeaKIUuA
a. Pe3irome Ha mpoguiia 3a 6e30mMacHOCT

Haii-uectrute HeXXenaHM IEKapCTBEHU PEaKIMK, ChOOIIEHH MpH yroTpeda Ha Stalevo ca auckuHe3uw,
KOWTO HACTHIBAT NpHu npubmm3utenHo 19% ot nanuentute. CTOMAITHO-YPEBHU CHMITTOMH, KOUTO
BKJTFOUBAT TaJICHE U JIUAPHs HACTHIIBAT CHOTBETHO IpH npubmu3utTenHo 15% u 12% ot naruenrture.
Bonku B MyckynHaTa, CKEIETHO-MYCKYJIHATA U ChbEIMHUTEIHATA ThKaHU HACTHIIBAT MPU
npubm3uTenHo 12% ot maruenTure. be3aBpenHO YepBeHNKaBO-Ka(sIBO OLBETSBAaHE HA YpUHATA
(xpoMmaTypusi) HacTbhIBa pu pudau3uTenHo 10% ot namuenTute. Cepro3HU CIydan Ha CTOMAIITHO-
YpeBEH KPHBOU3IUB (HEUECTH) U aHTHOEeM (PEIIKH) ca YCTAHOBEHH MPHU KIIMHUYHH ITPOYYBAHUS ChC
Stalevo wnu enTakanoH B komOuHanws ¢ sieBozona /J[JIK naxubutop. Texbk XenaTur, TIaBHO C
MpU3HAIM Ha X0JIeCTa3a, pa0dIOMHOII3a K MaJIUTHEH HEBPOJIENTHYEH CHHIPOM MOTaT J]a HACTBIIAT
mpu ynorpebaTa Ha Stalevo, BBIIPEKH Ue He ca yCTAHOBEHH CIy4au OT JaHHHUTE OT KIMHUYHOTO
MPOyYBaHE.

0. M30posiBaHe Ha HesKeJIAHUTE JIEKAPCTBEHN PeaKIuH B Ta0una

CrenauTe HeXelaHH JEKapCTBEHU PEaklUy, IPeICTaBeHU B Tabnuna 1, ca cbOpaHu, KakTo OT cOOpHU
JaHHU OT €JMHAJCCET IBOMHO-CIICNH KIMHUYHM Npoy4BaHus, Kouto oboxsamar 3230 nanuentu (1810
JIeKyBaHH cbC Stalevo uinn eHTakanoH B komOuHawus ¢ neonxona/JIJIK uaxubdutop u 1420 nexyBanu
¢ miauebo B komOuHamwus ¢ esogomna/J/IK uHxuGutop, uim kadeproirH B KOMOMHALHS C
nesogona/JJJIK naxuburop), Taka v OT IOCTMAapKETUHTOBUTE JaHHH CJIE] BbBEXKIAHETO Ha
CHTAKaIlOH Ha Ma3apa 3a M3IM0JI3BaHe Ha eHTAKaoH B KomOuHausa ¢ nesogona/JJAK naxudurop.

Hexenanute nexkapcTBeHU peakIMy ca TPYMUPAHU 10 YECTOTA, KaTo Ce 3all0uBa C Hali-4eCTUTE U Ce
M3II0JI3BA CIIeAHATa KOHBEHIHsI: MHOTO decTH (>1/10); wectr (>1/100 o <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 JaHHU HEe MOXKe J1a ObJle HalpaBeHa OIeHKa, Thi KaTo He MOXe J1a ObJe NU3BEICHO
BaJIMTHO M3YMCIICHNE OT KJIMHHYHUTE WIH SMTUASMHUOIOTUYHY ITPOYIBAHNUSA).

Tabnmuna 1. Hexxenanu nekapCcTBEHU peakiuu
Hapywenusn na kpvema u iumpnama cucmema
Yectu: Anemus

Heuecru: TpomOouuTOnICHHS

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

Hcuxuunu napywenusn

Yectu: Jlenpecusi, XaTIOIUHAIIAN, ChCTOSHUE Ha 0O BPKaHOCT™,
MaTOJIOTHYHH CHHHUIIAY, TPEBOKHOCT, O€3CHHHE

Heuectnu: ITcuxo3a, BB30yma*

C HemsBecTHA

YEeCcTOoTA: CyunuaHo moBeieHrne, CHHAPOM Ha TOMaMHUHOBA AUCPETYIaIlns



Hapywenua na nepenama cucmema

Msuoro yectu: Juckunesus*

Yectu: Bromasane Ha mapKUHCOHU3MA (HAIp. OpaaguKkuHe3us)*, TpeMop, “on-off” ¢peHOMEH,
JUCTOHUS, ICUXMYCCKU HAPYIICHHS (HAIp. 3acsAraHe Ha MaMeTTa M JICMCHIINS ),
CBHJIMBOCT, 3aMastHOCT®, TJIaB00OJIHE

C HemnsBecTHa

YeCcToTa: ManurHeH HeBpOJIENTUYEH CUHAPOM*

Hapywenus na ouume
Yectu: 3aMBIJIeHO BIKIAHE

Covpoeunu napyuieHus

Yectu: [IposiBu Ha HcxeMHu4yHa OOJIECT HA CHPLETO, PA3IUYHU OT HH(APKT HAa MUOKapAa (KaTo
CTCHOKapAuA)**, HempaBUIIEH ChPACUCH PUTHM
Heuecrn: Wndapkr Ha Muokapaa**

Cvooeu napywienus
Yecru: OpTocTaTnyHa XUIOTOHUS, XUTICPTOHHS
Heuecru: CromairHo-4peBeH KPbBOU3IINB

Pecnupamopuu, 2pbOHU U MEOUACMUHATIHU HAPYUWEHUS
Yecru: HucnHes

Cmomamno-upegnu napyuieHus

Mtuoro vectu: [uapus*®, ragene®

Yecru: 3anek*®, noBpbIIaHe™®, AUCIIENICHs, KOpeMHa 00JIKa U AUCKOMQOPT, CyX0Ta B ycTara®
Heuecrtu: Konut*, mucdarus

Xenamoounuapnuu HapyuieHus

Heuecru: OTkII0OHEHUS BbB (D)YHKIIMOHAIHUTE YEPHOAPOOHH MOKA3aTen ™
C HemsBecTHa
YeCcTOoTa: XemaTurt, TJIaBHO ¢ TIpU3HAIK Ha XojecTasa (BX. Touka 4.4.)*

Hapymemm Ha KOXYcama u nOOKOMNCHAMA MbvKaH

Yectu: O6pus*, xunepxuaposa

Heuecrn: [Ipomsina B 11BeTa HE camMO Ha ypHHATa (KaTo Hamp. KOXKa, HOKTH, Koca, 1oT)*
Penkn: AHrnoenem

C HensBecTHa

4eCcToTa: Yprukapus®

Hapywienus na MycKyiHo-cKelemHama cucmema u CbeOUHUMeIHAMma movKaH
Mmuoro yectu: bonku B MYCKYyJIHaTa, CKCJICTHO-MYCKYJIHATA U CbCAMHUTECIIHATA ThKaHU *

Yecru: MycKynHM criasMu, apTpajirus
C HensBecTHA
YeCcToTa: Pa6ogomuonmsa *

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

Yecrtu: WHubekuns Ha MTMKOYHUTE MIbTHIIA
Heuectu: 3aapmKKa HAa yprUHA

Oouwgu HapywieHUA U ehekmu Ha MACMOMO HA NPUTLOICEHUE

Yecrtu: I'pbana Oosika, mepudepeH enem, rmaaane, HapylieHa MOX0AKa, aCTCHHS,
YMOPSIEMOCT,
Heuecru: OO01110 Hepa3MoIOKEHUE
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* HexenaHu JIEKapCTBEHH PEaKLUH, KOUTO ca MPEJUMHO CBBbP3aHHU C CHTAKallOH WM ca M0-4eCTH (C
pas3nuka B yectoTara Hai-mManko 1% crnopea JaHHUTE OT KIMHUYHOTO MPOY4YBaHE) IpH ynoTpeda Ha
SHTaKaIloH, OTKOJKOTO MpH ynotpeda camo Ha jesogona/JIK naxuburop. Brxre Touka B.

**YecTOTUTE Ha TOSBa HA MUOKap/IeH HHGAPKT U APYTH MPOSBU HA HCXEMHUYHA OOJIECT Ha
cbpueto (0,43% u 1,54%, CbOTBETHO) ca yCTaHOBEHH Bh3 OCHOBA Ha aHaju3a Ha 13 ABoHO-ciienn
MpOYyYBaHUs ¢ yuyacTtuero Ha 2082 manyeHTy ¢ JBUraTeIHA IPOMEHHU MPU U3YEPIBaHE HA 103aTa,
KOHUTO Ca MOJIy4YaBajiy €HTaKaIoH.

B. Onucanue Ha OTAEJTHHU HeKeJIaHH JIEKAPCTBCHU PeaKIuu

Hexenanute nekapcTBEHH peaKIMK, KOUTO ca MPEAUMHO CBbP3aHU C €HTAKaIllOH MM €a MO0-4eCTH NMPU
ynotpeba Ha EHTakaloH, OTKOJKOTO Hpu ynorpebda camo Ha jeomona//JJIK wuuxuburop ca
oTOeNsI3aHM ChC 3Be3AMUKa B Tabnuna 1, Touka 4.86. HAKoM OT Te3n HexxenaHu JIEKapCTBEHHU PEeaKLuU
ca CBbpP3aHHU C MOBHUIICHA JONAMHUHEPTUYHA aKTUBHOCT (HANp. JUCKUHE3Us, rajieHe U MOBPBIIAHE) U
HACTHIIBAT HAW-4ECTO B HAYAJIOTO Ha JedyeHueTo. HamansBaHeTo Ha mo3ara Ha JEBOJONA HaMassiBa
TEeXECTTa M YECTOTaTa Ha TEe3W [ONMaMUHEPIrMYHM peakiuu. M3BecTHM ca MalKko HeXeJlaH!
JIEKapCTBEHH DPEAKIMM, KOUTO Ca TUPEKTHO CBBP3aHMU C aKTHBHOTO BEIIECTBO €HTAKaIllOH, KOUTO
BKJIIOYBAT AMAPUS U YepBEHUKABO-Ka(sBO OLBETABaHE Ha ypuHarta. [[oHsKOra eHTaKamoH MOe ChIIO0
Taka Jla MpPUYMHUA TPOMSHAa B LIBETa Ha KO)KaTa, HOKTUTE, KocaTa M moTTa. Jpyrn HexenaHu
JICKApCTBEHU PEeaKIMU ca OTOeNsA3aHu ChC 3BE3AMUKa B Tabnuua 1, Touka 4.80. WM BBB BpPB3Ka C IO-
gyecTaTa UM MOsiBa (C pas3iiiKa B yecToTaTa Hail-mayiko 1%) B JaHHWUTE OT KIMHUYHOTO NMPOYYBAHE C
SHTAaKaIloH, OTKOJKOTO caMo ¢ jeBopona/[IJIK uHxuOutop, nin B MHIMBUIYaTHUTE CHOOLICHHUS 3a
0e30macHOCT, MOMyYeHH CJIe BbBE)KJAHETO Ha EHTAKAIlOH Ha ra3apa.

F’Lp‘{OBC HACTBhIIBAT PAAKO IIPpU IIPUCM Ha J'IeBO,I[OHa/Kap6I/I,Z[OHa, obaue He e YCTaHOBCHA MPUYINHHO-
CJICACTBCHA Bpb3Ka C JICUCHHUCTO C neBoz[ona/Kap6I/I/:[0na.

HapymeH KOHTPOJI HaJl UMITYJICUTC!: IlaTonormyna CKJIOHHOCT KbM Xa3apT, MIOBUIICHO J'II/IGI/I,Z[O,
XHUIICPCCKCYATHOCT, KOMITYJICUBHO Xap4CHC WJIU MMa3apyBaHC, IPCAKAAHC U KOMITYJICUBHO
MNpesKAAHEC, MOTaT 1da Bb3HUKHAT IIPU MAlTUCHTUTEC, JICKYBAHU C IOITAMHWHOBH arOHUCTHU W/WIH Apyro
AOIMaMHUHCPIru4IHO JICYCHUC, CbABPIKALIO JICBOJOIIA, BKIFOYUTCIHO Stalevo (B)K. TOYKa 44)

Cunzpom Ha gonamMuHoBa aucperynanus (DDS) e pa3cTpoicTBO, CBBP3aHO ChC 3aBUCUMOCT,
Ha0JI01aBaHO NPHU HAKOH MALMEHTH, JIEKYBaHH C KapOHUI011a/IeBoI0Na. 3aceTHATUTE MAlMEHTH
MOKa3BaT KOMITYJICUBEH MOJIEJ Ha 37I0ynoTpeda ¢ JonaMUHEPTHYHH JICKapCcTBa ¢ T03H, Hall
MOAXOJAIINTE 32 OB BaHE HA MOTOPHUTE CUMIITOMH, KOETO B HAKOM CIydal MOXKE Ja JOBEXE A0
TEXKa JUCKUHE3Us (BXK. ChIIO Touka 4.4).

EHTaKaHOH, B KOM6I/IHaI_[I/I$I C JieBO0I1a, € CBBP3aH C OTACIIHU ClIy4dan Ha IPECKOMEPHA ChbHIUBOCT IIPE3
JCHs M BHE3AIIHU CIIM304H1 Ha 3aCIIMBAHC.

C’BO6HIaBaHe Ha IMoA03WpaHn HEXKECJTAaHU pCaKIInu

C’BO6HIaBaH€TO Ha MOJ03HWPAaHU HCKCIIAHU PCAKIUU CIICA pa3pClllaBaHC 3a yHOTpe6a Ha JICKapCTBCHUA
MMPOAYKT € BaXXHO. ToBa mmo3BoJsBa Ja MpoabJIKA Ha6J'IIOI[CHI/IeTO Ha CbOTHOIICHUCTO HOJ'IBa/pI/ICK 3a
JICKApCTBCHUS NPOAYKT. Ot MCIUIUMHCKUTC CIICHHUMAJIUCTH CC U3UMCKBA Ja C’LO6H_IaBaT BCsKa
IoJa03UpaHa HEXKEIaHa peaKius 4Ype3 HallMOHAIHa CUCTEMA 3a C’BO6I]_[aBaH€, IIOCOYCHA B

[Ipunoxenue V.

4.9 IIpepo3upane

[TocTMapkeTHHIOBUTE JaHHU BKJIIOYBAT OTIACIHH CIy4au Ha NpeAo3upaHe, Mpyu KOUTO ChOOLICHUTE
Hall-BUCOKY JHEBHH JJO3M Ha JIEBOAONA M EHTaKamloH ca ouim cboTBeTHO none 10 000 mg u

40 000 mg. OcTpuTe CHMITOMH U MPU3HALM NIPHU TE€3U CIydad Ha Ipefo3upaHe ca BKIOYBAIN
BB30yZa, CbCTOSHUS HAa OOBPKAHOCT, KOMa, OpaguKapaus, KaMepHa Taxukapaus, qumane Ha Cheyne-
Stokes, o0e3BeTsABaHE HA KOXKaTa, €3MKa U KOHIOHKTUBATa U XpoMmartypusi. OBiaasiBaHETO Ha OCTPOTO

11


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

npenosupane Ha Stalevo e mogoOHO Ha TOBa MPU OCTPO Mpeao3upanHe Ha jeBoaona. [lupunokcus,
obaue, He e e(eKTHBEH 3a 00pbILaHe AercTBHETO Ha Stalevo. [IpenoppuBa ce xocnuTanu3anus u
TpsiOBa J1a ce MPUIIOXKAT OOLIH MOJABPKAIIM MEPKH ¢ He3a0aBeH CTOMAIIICH JIABaX M HEKOJIKOKPATHO
MPUIIOKEHUE HA aKTHBEH BBIVIEH. ToBa MOXeE Jja YCKOPH OTACISHETO HA EHTaKaroH, 0COOEHO upe3
HaMallsiBaHe Ha HeroBata abcopOuus/peabcopOuys Ipe3 TaCTPOUHTECTUHATHUA TPAKT. ChCTOSHUETO
Ha pecnuparopHara, LIMPKyJIaTopHaTa 1 ObOpedHaTa CUCTEMH TpsIOBa J1a ce ClieA BHUMATEIHO U J1a
ce MPUJIOXKAT aJleKBaTHH NMOJAbpKamy Mepku. Tpsaosa na ce 3anoune EKI” monuTopupane Ha
nanyreHTa 1 BHUMATENTHO J1a Ce CIIEIH 3a M0sIBa Ha apuTMHU. AKO ce Hanara, TpsiOBa 1a ce mpoBeze
MOIXOMAI0 AHTHAPUTMUYHO JieueHue. Tps0OBa 1a ce uMa MpeaBul BEPOSITHOCTTA MALMEHTHT J1a €
B3€JI IpyTY aKTUBHU BelecTBa ocBeH Stalevo. [TonzaTa ot Ananusa npu J€4EHUETO HA OCTPO
IIPEJO3UPAHE HE € H3BECTHA.

5. ®APMAKOJIOTHYHHA CBOMCTBA
5.1 ®apmakogUHAMH4YHHU CBOICTBA

dapMakoTepaneBTUYHA I'pyTa: aHTUIIAPKUHCOHOBH JIEKApCTBa, Jona 1 pona-nmpoussogau. ATC kox:
NO04BAO3

Criopen ceramHuTe pa3oupanus, ciMrntoMuTe Ha Oosiectra Ha Parkinson ce nbipkaT Ha u3depriBaHe
Ha JIONIAMIHA B KOPITyC cTpraTtyM. [lormaMuHbT He IpeMUHaBa Mpe3 KPhbBHO-MO3bUYHATA Oapuepa.
[IpexypcopbT Ha TONAMUHA, JICBOAOIA, IPEMIHABA MTPe3 KPbBHO-MO3bYHATA Oapuepa 1 obliekyaBa
cuMnToMuTe Ha Oonectra. T'hil KaTo JIeBOOMA ce MeTaOOIM3Upa UHTEH3UBHO B iepudepusTa, camo
MaJlKa JacT OT JajieHara J03a JOCTUTa JI0 [IEHTpaTHaTa HEpPBHA CUCTEMA, aKO JICBOJIONA CE TPUIIOKHU
0e3 HHXUOUTOPY Ha METAOOIUTHUTE CH3UMH.

KapOunona u 6encepasun ca nepudepun JAJIK nuaxudutopu, Konto HamassiBaT nepuQepHUs
MeTa0OoIM3bM Ha JIEBOAOINA A0 IOMaMHUH U TI0 TO3M HaYHMH IOBEYE JIEBOJIONA € HA Pa3NOJI0KEeHUE Ha
Mo3bka. EnHoBpeMenHoTo npuwiarane Ha JJJIK naxuburopu HaMmansaBa 1eKapOOKCHIMPAHETO Ha
JIeBOZ0NA, KOETO MO3BOJIsIBA YIOTpeOa Ha MO-HUCKA /1032 JICBOZOMA, KaTO YeCTOTaTa Ha HEXKEIaHUTe
peaKknuy KaTo TaZieHe, ce HaMaJsBa.

Upes motuckane Ha nekapookcunaszata ¢ JIJIK naxuburop, karexon-O-metuntpancdepazara (KOMT)
ce sIBSBa OCHOBHUS Nepu(epeH MeTaboNINTEeH BT, KaTaJH3Upalll KOHBEpCUsATa Ha JieBogorma B 3-O-
Metuinpona (3-OM/I), moteHIMaIHO BpeaAeH MeTabouT Ha JieBogoma. EHTakamon e ooparum,
cneuuduyeH u ¢ npegumHo nepudepro aeiicrsue KOMT naxuburtop, npeqHa3HaveH 3a
€THOBPEMEHHO MPUIIOKEHHE ¢ JieBoomna. EHTakanon 3a0aBst KMupbHCa Ha JIEBOAONA OT
KpPBBOOOPAIIEHUETO, BOJIEIIO 0 oBuIIeHa o nox kpusata (AUC) BbB (papMaKOKHHETUIHUS
npodun Ha neBojxona. B pesynarar Ha TOBa, KIMHUYHUAT OTTOBOP HA BCSKA 71032 JIEBOJIONIA € 3aCUIICH
U YIABJDKEH.

JlokazaTencTBara 3a TepaneBTHYHUTE eekTr Ha Stalevo ce 0a3upaT Ha ABE ABOHHO-CIIEIIN
npoyusanus BbB (aza III, npu kouto 376 manuentu ¢ 6onectra Ha Parkinson, c MoTopHH
¢GyKTyauu B Kpas Ha MEXIyJ030BHsI HHTEPBAJI, IOJyYaBaT WM €HTaKarloH, WK T1anedo ¢ Beska
no3za nesonona/IJIK naxudutop. AneBHoTo “ON” BpeMe ¢ unu 6€3 eHTaKaIlloH € pErMCTPUPaHO B
JOMalIHUTE JHEBHULIM Ha ManueHTuTe. Ilpyn mbpBOTO H3CIeIBaHE, EHTAKAIIOH yBEINYaBa CPEAHOTO
nHeBHO “ON” Bpeme ¢ 1 h 20 min (CI 959, 45 min, 1 h 56 min), B cpaBHeHHE C H3XOHATA CTOHHOCT.
ToBa croTBeTcTBa Ha 8,3 % yBenuueHne Ha JHEBHOTO “ON” BpeMme. ChOTBETHO, HAMAJIEHUETO HA
nueBHOTO “OFF” Bpeme B rpymnata Ha eHTakanoH € 24 % u 0% B rpynara Ha mnane6o. [Ipu Bropoto
n3cnenBane, cpeqHoto qHeBHO “ON” Bpeme ce yBenmmyasa ¢ 4,5 % (Cl 959 0,93 %, 7,97 %), B
CpaBHEHUE C U3XO/HaTa cToiiHOCT. ToBa 03Ha4aBa, 4ye cpeAHOTO AHEBHO “ON” BpeMe ce yBennudasa ¢
35 min. CpoTBeTHO, HaManeHueTo Ha nHeBHOTO “OFF” Bpeme B rpymara Ha enrakamnoH e 18 % u 5 %
B IpymnaTa Ha riane6o. Te3u pe3yaTaTd ca IpUIIOKUMH U IPH onKcaHue Ha edexture Ha Stalevo, Toi
KaTo eeKThT Ha TabieTkuTe Stalevo e ekBUBaneHTeH Ha TabneTkure eHTakanoH 200 mg, npuioKeHn
3a€HO ¢ HATMYHUTE B ThProBCKAaTa MpEKa KapOHUI011a/IeBOI0Na IpenapaTi ¢ HEMPOMEHEHO
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0cB0OOOKIaBaHE B ChOTBETHUTE JJO3H.
5.2 ®apMakOKMHETHMYHHM CBOIiCTBA

Obwu ceoticmea Ha akMugHUmMe CbCMAaBKU

Abcopoyus/pasnpedenenue: CplIecTBYBAT 3HAYUTEIHN UHTEP- U MHTPAUHANBUAYATHH BapUallly B
abcopOuusTa Ha IeBoJoNa, KapOugona u eHrakanoH. Jlesogona u eHTakamnoH ce abcopoupar u
enxumuHApat 0bp30. Kapbugona ce abcopOupa 1 enMMuHIpa Majiko mo-0aBHO oT JieBogomna. Korato
ce JaBa CaMOCTOSITENTHO, O€3 APYTHUTe J1BE aKTHBHU BelllecTBa, OMOHAIIMYHOCTTA Ha JieBogomna e 15 - 33
%, Ha xapounomna — 40 -70 % u Ha eHtakanoH — 35 % cnen 200 mg nepopanHa no3a. [IpueMbT Ha
XpaHa, 6oraTta Ha IBJITM HEYTPAIHN aMUHOKHCEIMHH, MOKe J1a 3a0aBU 1 HaMaau abcopOuusiTa Ha
JeBoiona. XpaHara He MOBIIHMsIBA 3HAYUTEIHO adcopOuusaTa Ha eHTakanoH. O0eMbT Ha
pasnpexnenenue Ha nesonomna (Vd 0,36 — 1,6 I/kg) u enrakamnon (Vdss 0,27 /kg) e ymepeno Mansbk, a 3a
KapOuzona HsiMa JaHHU.

JleBogoma ce cBBp3Ba ¢ MIA3MEHUTE MMPOTCHHU B MaJika cTereH nmpubauzutentno 10-30 %, a
KapOuI0ma ce CBbp3Ba NPUOIU3UTEIIHO 36 %, T0KAaTO EHTAKAIIOH CE CBhP3Ba B rojisiMa CTEIICH C
TUTa3MEeHUTE POTEeuHH (TIPUOIM3UTENHO 98 %) - MPEUMHO ChC CEpyMHUS anOymuH. B TepaneBTHYHN
KOHOCHTpaluu, CHTaKaloOH HE U3MECTBa APYTI'U, CBbp3aHU BbB BUCOKa CTCIICH, aKTUBHU BCUICCTBA
(Hamp. BapgapuH, CATMIIUIOBA KUCEIMHA, PCHUIOYTa30H WM TUa3eraM), HUTO € M3MECTBaH B
3Ha4YMUTECIIHA CTCIICH OT TE31N CY6CTaHHI/II/I, B TCPAINICBTUYHU HUJIU IIO-BUCOKH KOHICHTpAUH.

buompancopmayus u enumunupane: B ronsiMa cTereH JIEBOJIOMNA ce META0OIN3UPA A0 Pa3IHIHH
METa0OJINTH KaTo Hali-Ba)KHHUTE ITBTHINA ca JIeKapOOKCHIIMpaHeTo OT Aona aekapookcunasara (/1K)
n O-Metunupanero ot katexon-O-metunrpancdepasara (KOMT).

Kapbumona ce metabonusupa 10 JBa rIIaBHU MEeTabOIUTA, KOUTO CE EKCKPETUPAT B YPUHATA KaTO
TIIIOKYPOHUIIY M HEKOHIOTUPaHU chelnHeHus. Hempomenenara kapoumomna cberabinsisa 30 % ot
o0I11aTa ypuHapHa eKCKPELIHsl.

Enrakamnon ce MeTabou3upa MouTH HAITBIHO Npenu oTaensHe ¢ ypunara (10 mo 20%) u
xipukara/pexanuure (80 10 90%). [maBHUAT METa0OIUTEH BT € TIIOKYPOHUPAHETO HA CHTAKATIOH U
HETOBUSI aKTUBEH META0OJIHT — IIUC-U30MEPBT, KOWTO MPECTaBIsiBa OKOJI0 5 % OT 001mI0TO
KOJIMYECTBO B IJIa3Mara.

ToTtanHUT KIUPBHC Ha JieBoI0Ma € oT nopsaabka Ha 0,55 — 1,38 I/kg/h, a 3a eHTakanoH ¢ B paMKHUTe
Ha 0,70 1/kg/h. EnuMuHaIMOHHUAT MOJTYKUBOT (t12) € 0,6 — 1,3 vaca 3a JieBogona, 2-3 Jaca 3a
kapoumona u 0,4 — 0,7 yaca 3a eHTaKaIoH, B3€TH IIOOT/IEIIHO.

JleBonomna nnyu eHTaKanoH He KyMyJIMpaT IIPU MHOTOKPATHO IIPWIOKEHUE, IIOPATHA KPATKHUS
€IIMMHUHAIMOHEH ITOJTYKUBOT.

JIaHHY OT W3CIEBaHMUS in Vitro, U3MOA3BAIIN MHKPO30MAITHH MIPETapaTH OT YOBEIIKH YepPeH Jpo0,
MOKa3BarT, Y€ eHTakamnoH uaxuoupa uuroxpoM P450 2C9 (IC50 ~ 4 uM). ExTakanoH noka3sa Majka
WM HAKaKBa WHXUOMIMS Ha apyrute Tunose P450 m3oensumu (CYP1A2, CYP2A6, CYP2DG6,
CYP2E1, CYP3A u CYP2C19); BuxTe TOuKa 4.5.

Xapaxkmepucmuxa na nayuenmume

Cmapuecka év3pacm: AKo ce mpruema 0e3 KapOuIoIa ¥ €HTaKaIloH, JICBO/I0Ma UMa MO-ToJIIMa
abcopOIus ¥ 10-0aBHO OTIIEIISIHE ITPH XOpa B CTapuecka Bh3pacT, OTKOJIKOTO MmpH mo-miuanu. Cien
KOMOMHHMpaHe Ha KapOuIo01a ¢ JieBojoma obaue, abcopOiusTa Ha JIeBOI0IA € 10 100Ha IIPU X0pa B
cTapyecka Bb3pacT u no-miuaau, Ho AUC ocrasa 1,5 mbTH mo-rojisiMa pu Xopa B cTapyecka Bb3pacT,
nopanu HamaneHata J[/IK akTHBHOCT ¥ MO-HUCHK KIMPBHC, IBIDKAIIN CE HA MPOoleca Ha OCTapsBaHe.
Hsma 3naunmvu paznuku B AUC Ha kapOHI0TIa M €HTAKAIloOH MEXIY o-MiIaau (45—64 ronuan) u
Xopa B cTapuecka BB3pacT (65—75 ronunmn).
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M buonanmmynocTTa Ha JICBOJOIIA € 3HAYUTCIIHO IMO-BUCOKaA ITPU KCHU, OTKOJIKOTO IMPU MBIKC. HpI/I
q)apMaKOKI/IHCTI/I‘IHOTO H3CJICABAHE HA Stalevo, OMOHATUYHOCTTA Ha JICBOJOIIAa € MO-BUCOKA ITPU KCHHU,
OTKOJIKOTO IIPpU MBIKE, INTaBHO MMOPAaX pa3jIMKaTa B TCJICCHOTO TCTJIO, JOKATO IIpU Kap6m[ona n
CHTAKAIlIOH HAMa pasJivKa I10 I0JI.

Yeproopobuo yepescoane: MeTabonu3MbT Ha €HTAKAIIOH € 3a0aBEeH NPH MAIUESHTH C JIEKO JI0
ymepeHo uyepaoapoOHo yBpexaane (Child-Pugh Class A u B), koeto Bou 10 moBuIlieHa T1a3MeHa
KOHIIEHTPALMsI HAa €HTaKaloH BbB (a3uTe Ha abcopOuus U enuMuHupane (Bx. Touku 4.2 u 4.3).
(dapMakOKHHETHKAaTa Ha KapOuIoTia ¥ JIEBOI0TA HE € M3CJIeBaHa MPH IMAlUEHTH ¢ YePHOIPOOHO
yBpexaaHe. BrIipeku ToBa ce mpenopbuBa Stalevo a ce npuiiara ¢ OBHUIIIEHO BHUMaHUE MPU
MAIUEHTH C JIEKO JI0 YMEPEHO YepPHOAPOOHO YBpEKIaHE.

bvbOpeuno yspesxcdane: BLOPEUHOTO yBpexkaaHe He 3acsira (hapMaKOKHHETHKATa Ha €HTAKaIlOH.
dapMakOKHHETHKATa Ha JIEBOIOIA M KapOuIona He € U3CJIeBaHa P MalUeHTH ¢ 0hOpedHO
yBpexaaHe. Berpexu ToBa, Ipy MalMeHTy Ha Uajin3a, HHTEpPBAIUTE MKy JA03uTe Ha Stalevo
TpsOBa a ObAAT O-ABATH (BXK. Touka 4.2).

5.3 IlpeakJMHUYHU JAHHH 32 0€30IACHOCT

Hpe,I[KJ'II/IHI/I‘IHI/ITe JaHHHU 3a JI€BOAOIIAa, Kap6m[or[a 1 CHTAKaIlOH, U3IIMTBAHU CaAMOCTOATCIIHO WU B
KOM6I/IHaL[I/IH, HE MOKa3BaT 0COOEH PHUCK 3a XOpaTa Bb3 OCHOBA HAa KOHBCHIIMOHAJIHU ITPOYYBAHUA 34
6630HaCHOCT, TOKCUYHOCT IIPU MHOTOKPATHO IMPUIIOKCHUC, TCHOTOKCUYIHOCT U KapIIMHOTCHCH
IIOTCHIIMAI. HpI/I Opoy4BaHUA 34 TOKCUIHOCT MMPU MHOTOKPATHO IMMPUJIOKCHUC HAa CHTAKAIIOH, €
Ha6n}0/:[aBaHa aHCMMUs, ObJDKalla CC, Haﬁ—BepOHTHO, Ha CBOMCTBOTO My a o6pa3yBa XC€J1aTHHU
KOMIIIEKCH C KeJs130To. I1o oTHomIeHne Ha PCIPOAYKTHBHATA TOKCUYHOCT HAa CHTAKAIIOH €
Ha6J'IIO,Z[aBaHO HaMaJICHO (l)eTaJ'IHO TErJI0 U JIEKO 3a0aBEHO KOCTHO Pa3BUTHUC ITpU 3a1}'1u1/1, TPETHUPAHU HA
HHBA HAa CUCTCMHA CKCIIO3UIUA B TCPANICBTUIHUTC I'PAHULIN. Kakro JICBOAOIIAa, TaKa U KOM6I/IHaI_II/I$ITa
oT Kap61/mona H JICBOJOIIA, NPpUYUHABAT BUCHCPAIHA U CKCJIICTHU Ma.]'[(i)OpMaL[I/II/I napu 33171111/1.

6. OAPMAIEBTUYHU JAHHHA

6.1 Chnucbk Ha IOMOIIHHUTE BelleCTBA

TabnerHo sapO:
Kpockapmenosa Hatpuit

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

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

Xurnpomenosa

Marsnesues creapar

[Tommcop6ar 80

Uepsen xene3eH okcup (E172)

3axapo3za

Turanos auokcun (E171)

XKeat xxenezen 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:
['manepon (85 mpouenta) (E 422)

Xurnpomenosa

Marsnesues creapar
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[Tommcop6ar 80

Uepsen xene3eH okcup (E172)

3axapo3za

Turanos auokcun (E171)

6.2 HecbpBMecTUMOCTH

He e mpunoxumo.

6.3 Cpok Ha rogHocT

3 roguHU

6.4 CuoenuajHu ycJI0BHUSI HA CbXpaHeHHe

To3u nexapcTBeH MPOIYKT HE N3UCKBAa OCOOCHU YCIIOBUS 32 ChXpaHCHHE.

6.5 Bwuau cbabpixaHue Ha ONAKOBKATA

BYTI/IHKa OT MOJUCTUIICH C BUCOKA INIBTHOCT U 3alllUTCHA CPCIY OTBAPAHC OT ACLA MOJHUIIPOIINICHOBA
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 Bcuuky BHIOBE OMAaKOBKH MOTaT Jja ObJaT MyCHATH B MPOJaxoa.
6.6 Crnenuananu npeanasHu MepPKH IPH U3XBBPJISHE
Heusnon3BaHusT JeKapcTBEH NPOLYKT WIK OTHAIBUYHUTE MAaTEPUAIN OT HEro TPsAOBa Ja ce U3XBBPIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHHS.

7. MNPUTEXKATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Orion Corporation

Orionintie 1

F1-02200 Espoo

dunnangus

8. HOMEPA HA PA3PEHIEHHUETO 3A YIIOTPEBA

50 mg/12,5 mg/200 mg

EU/1/03/260/001-004

EU/1/03/260/013
EU/1/03/260/016

75 mg/18,75 mg/200 mg
EU/1/03/260/024-028

100 mg/25 mg/200 mg
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EU/1/03/260/005-008
EU/1/03/260/014
EU/1/03/260/017

125 mg/31.25 mg/200 mg
EU/1/03/260/029-033

150 mg/37.5 mg/200 mg
EU/1/03/260/009-012
EU/1/03/260/015
EU/1/03/260/018

175 mg/43.75 mg/200 mg
EU/1/03/260/034-038

200 mg/50 mg/200 mg
EU/1/03/260/019-023

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

Jlata Ha TBpBO paspemaBane 3a ynorpeba: 17 okromspu 2003 .
Hata Ha nociaeano nonHoBsaBaHe: 17 okromepu 2008 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Monpo6Ha nH(pOpManUs 3a TO3H JIEKAPCTBEH MPOAYKT € MpefocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHIus 1o Jekapcreara: http://www.ema.europa.eu.
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HPUJIOKEHMUE 11
NNPOU3BOJIUTEJIN, OTTOBOPHHU 3A
OCBOBOXJIABAHE HA ITAPTUN

YCJIOBUSA NJIN 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. TTPOU3BOJMUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTU/IN

HmMe 1 agpec Ha MPOU3BOIUTEINTE OTTOBOPHH 32 OCBO60)KJIaBaHe Ha IapTUAUTC

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

Orion Corporation Orion Pharma

Orionintie 1,

F1-02200 Espoo

dunnangus

[leyaTtHaTa MMCTOBKA Ha JIEKAPCTBEHUS MPOAYKT TPSAOBA J1a ChIIbpiKa HIMETO H ajjpeca Ha
MIPOU3BOIUTENS, OTTOBOPEH 32 OCBOOOKIaBaHETO HA CHOTBETHATA MAPTH/IA

b. YCI0OBHUA NN OI'PAHUYEHUS 3A JOCTABKA U YIIOTPEBA

HeKapCTBeHI/ISIT MMPOAYKT CC OTITYCKa I10 JICKApCKO MPECATIMCAHUC.

B. JPYI'M YCJIOBHUA U U3NCKBAHUS HA PASPEIHIEHUETO 3A YIIOTPEBA

. I[Mepuoguynm akTyaausupaHu qokjaaau 3a oezonacuoct (ITA/IB)

M3uckBanwmsita 3a nogasane Ha ITAJIb 3a To3u JIeKapCTBEH MPOAYKT ca MOCOUYCHHU B CITUCHKA C
pedepentaute natu Ha EBponeiickus cpio3 (EURD cnuchk), npeasuaeH B wi. 1078, ait. 7 ot
HupextuBa 2001/83/EO, 1 BbB BCHUKH CIIE/IBAIM aKTyaH3allly, TyOINKyBaH Ha eBPONCHCKHS

yebmopTai 3a JiekapcTBara.

r. YCJI0BUA NN OT'PAHNYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA

HA JIEKAPCTBEHUSA ITPOAYKT
IInan 3a ynpaBiaenue Ha pucka (IIVP)

Henpunoxumo
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HPUJIOKEHME III

JAHHU BBPXY OITAKOBKATA U JINCTOBKATA

19



A. JAHHH 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

Stalevo 50 mg/12,5 mg/200 mg ¢punmupanu TabIeTKU
JICBOI0Ma/KapOn0Ta/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 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 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 PASPEHIEHUETO 3A YIIOTPEBA

EU/1/03/260/001 10 ¢puamupann TabiaeTKu
EU/1/03/260/002 30 ¢punmupanu TaOieTKu
EU/1/03/260/003 100 ¢punmupanu TabaeTku
EU/1/03/260/004 250 ¢pmnmupanu TabaeTku
EU/1/03/260/013 175 dhunamupanu Ta0IeTKH
EU/1/03/260/016 130 ¢hunmupasu Ta0IeTKH

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

stalevo 50/12,5/200 mg [camo na kapmonenama Kymusi]

17. YHMKAJIEH WIEHTUDUKATOP — IBYU3MEPEH BAPKO/]
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JIByn3mepeH 0apKo[| ¢ BKIIOYEH YHHKAICH HACHTH(OUKATOP [CaMo HA KapMOHEHAma Kymusi]

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

[camo na kapmonenama Kymusi]
PC {nomep}

SN {HoMep}

<NN {Homep}>

23



JAHHHU, KOUTO TPABBA JA CbAbP/KA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITIAKOBKA

ETUKET HA BYTUWIKATA U TEKCT HA KAPTOHEHATA KYTHUA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

Stalevo 75 mg/18,75 mg/200 mg ¢huimupanu TabiaeTku
JIEBOI0Ma/KapOuI01a/eHTaKaoH

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

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

| 3. CIIUCBK HA ITOMOIIHHUTE BEHIECTBA

Copabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Kapmonena xkymus

10 ¢punMupanu TabIeTKH
30 dhunMupaHu TabICTKH
100 punmupanu TabaCTKH
130 punmmupanu 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. CHELOUAJIHO MPEAYHNPEXJIEHUE, YE JIEKAPCTBEHUAT INTPOJAYKT 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/1/03/260/024 10 ¢punmupanu TaOIeTKH
EU/1/03/260/025 30 ¢punmupanu TaOieTKu
EU/1/03/260/026 100 ¢pmnmupanu TabaeTku
EU/1/03/260/027 130 ¢punmMupanu TabaeTku
EU/1/03/260/028 175 dhuamupanu Ta0IeTKH

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

stalevo 75/18,75/200 mg [camo na kapmoHnenama Kymusi|

| 17. YHMKAJIEH WIEHTUDOUKATOP — IBYU3MEPEH BAPKO/|

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

[camo na kapmonenama Kymusi]
PC {nomep}

SN {HoMep}

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

ETUKET HA BYTUJIKATA U TEKCT HA KAPTOHEHATA KYTHUSA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

Stalevo 100 mg/25 mg/200 mg ¢punmMupanu TabIeTKu
JIEBOI0Ta/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

Copabpika 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 HAa 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 JIEKAPCTBEHHUTE INPOAYKTU UWJIN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

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

Kapmonena xymus
Orion Corporation
Orionintie 1
FI1-02200 Espoo
dunnanaus

Emuxem na oymuakama
Orion Corporation

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/03/260/005 10 ¢punmupanu TaOIeTKH
EU/1/03/260/006 30 ¢punmupanu TabieTKu
EU/1/03/260/007 100 ¢pmnmupanu TabaeTku
EU/1/03/260/008 250 ¢punmupanu TabaeTku
EU/1/03/260/014 175 ¢punmupanu TabaeTku
EU/1/03/260/017 130 ¢punmupaHu Ta0ICTKH

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

stalevo 100/25/200 mg [camo Ha kapmonenama Kymusi]

17. YHMKAJIEH NWIEHTUDUKATOP — 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 xkapmonenama Kymusi]
PC {nomep}

SN {HoMep}

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

ETUKET HA BYTUJIKATA U TEKCT HA KAPTOHEHATA KYTHUSA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

Stalevo 125 mg/31,25 mg/200 mg punMupanu TabIeTKu
JIEBOI0Ma/KapOuI01a/eHTaKaoH

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

Bcesika punmupana tabnetka chabpxa 125 mg neBogona, 31,25 mg xkapougona 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 punmmupanu 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 N3TUNYAHE 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/1/03/260/029 10 ¢punmupann TaOIeTKH
EU/1/03/260/030 30 ¢punmupanu TabieTku
EU/1/03/260/031 100 ¢pmnmupanu TabaeTku
EU/1/03/260/032 130 ¢punmupanu TabaeTku
EU/1/03/260/033 175 ¢punmupanu TabaeTku

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

stalevo 125/31,25/200 mg [camo na kapmonenama Kymusi|

| 17. YHMKAJIEH WIEHTUDOUKATOP — IBYU3MEPEH BAPKO/|

JiBynsmepeH 0apko[ ¢ BKIIOYEH YHHKAICH HACHTH(OUKATOP [caMo Ha KapmMOHEeHama Kymusi]

31



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

[camo na kapmonenama Kymusi]
PC {nomep}

SN {HoMep}

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

ETUKET HA BYTUJIKATA U TEKCT HA KAPTOHEHATA KYTHUSA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

Stalevo 150 mg/37,5 mg/200 mg ¢punmupanu tabieTku
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

Copabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA 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 TabneTku

250 TabmeTKn

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

[Ipenu ynotpeba npoyerere TUCTOBKATA.
ITepopanHo npusioxeHue.

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

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

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

T'onen no:

| 9. CHEHNUAJIHA YCJIIOBUSA HA CbXPAHEHHUE

10. CHENOUAJIHHA IMPEAITAZHUA MEPKU I1PU U3XBBPJISAHE HA HEU3ITOJI3BAHA
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/1/03/260/009 10 ¢punmupann TaOIeTKH
EU/1/03/260/010 30 ¢punmupanu TabneTku
EU/1/03/260/011 100 ¢pmnmupanu TabaeTku
EU/1/03/260/012 250 ¢pmnmupanu TabaeTku
EU/1/03/260/015 175 ¢punmupanu TabaeTku
EU/1/03/260/018 130 ¢huamupanu Ta0IeTKH

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

stalevo 150/37,5/200 mg [camo na kapmoHnenama Kymusi|

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 xkapmonenama Kymusi]
PC {nomep}

SN {HoMep}

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

ETUKET HA BYTUJIKATA U TEKCT HA KAPTOHEHATA KYTHUSA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

Stalevo 175 mg/43,75 mg/200 mg ¢unmupanu TabIeTKu
JIEBOI0Ma/KapOuI0Ia/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

Copabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Kapmonena xkymus

10 ¢punMupanu TabIeTKH
30 dunMupaHu TaOJIETKA
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 TPUWJIOKEHUE U IT'BT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere TMCTOBKATA.
ITepopanHo npuiioxeHue.

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 U3TUYAHE HA CPOKA HA T'OAHOCT

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/1/03/260/034 10 ¢punmupanu TaOIeTKH
EU/1/03/260/035 30 ¢punmupanu TabieTku
EU/1/03/260/036 100 ¢pmimMupanu TabaeTku
EU/1/03/260/037 130 ¢pmnmMupanu TabaeTku
EU/1/03/260/038 175 ¢punmupanu TabaeTku

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

stalevo 175/43,75/200 mg [camo na kapmonenama Kymusi]

| 17. YHMKAJIEH WIEHTUDOUKATOP — IBYU3MEPEH BAPKO/|

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

[camo na xkapmonenama Kymusi]
PC {nomep}

SN {HoMep}

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

ETUKET HA BYTUWIKATA U TEKCT HA KAPTOHEHATA KYTHUA

| 1. NME HA JIEKAPCTBEHUSA IPOAYKT

Stalevo 200 mg/50 mg/200 mg ¢punmMupanu TabaeTku
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

Copabpika 3axapo3sa.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EIHA OITAKOBKA

Kapmonena xkymus

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

Emuxem na 6ymunxama
10 TabneTku

30 TabmeTKn

100 TabaeTkn

130 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 MACTO JAJIEYE OT HOI'JIEJA U 1OCET'A HA TEHA

I[a CC CbXpaHsABa HA MACTO, HCAOCTBITHO 3a ACIA.

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

T'onen no:

| 9. CHEHNUAJIHA YCJIIOBUS HA CbXPAHEHHUE

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

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

Kapmonena xymus
Orion Corporation
Orionintie 1
FI1-02200 Espoo
dunnanaus

Emuxem na oymuakama
Orion Corporation

12. HOMEP(A) HA PASPEHHIEHUETO 3A YIIOTPEBA

EU/1/03/260/019 10 ¢punmupann TabiIeTKH
EU/1/03/260/020 30 ¢punmupanu TabieTku
EU/1/03/260/021 100 ¢pmamupanu Ta0IeTKH
EU/1/03/260/022 130 ¢hunmupaHu Ta0IeTKH
EU/1/03/260/023 175 ¢punmupanu TabaeTKu

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

[TapTuna Ne

| 14. HAYHMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. HH®OPMAIINSA HA BPAMJIOBA A3BBYKA

stalevo 200/50/200 mg [camo Ha kapmonenama Kymusi]

| 17. YHMKAJIEH WIEHTUDOUKATOP — IBYU3MEPEH BAPKO/|

JIBynsmepeH 0apko[ ¢ BKIIIOYEH YHHKAICH HACHTH(OUKATOP [CaMo Ha KapMOHEHAma Kymusi]
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| 18. YHMKAJIEH NWIEHTUDUKATOP — JTAHHMU 3A YETEHE OT XOPA

[camo na xkapmonenama Kymusi]
PC {nomep}

SN {Homep}

<NN {momep}>

4



Bb. IUCTOBKA
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JIncroBka: uH(popManus 3a norpeduTeNst

Stalevo 50 mg/12,5 mg/200 mg ¢puamMupanu TadjaeTKu
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

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

Thil KaTo T4 ChAbpPiKa BakHa 3a Bac undopmanmus.

- 3amaszeTe Ta3u JTMCTOBKA. MOXKe J]a UMaTe HyX/Ja Ja g povYeTeTe OTHOBO.

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

- ToBa nekapcTBO € MPEeANNCaHO EAUHCTBEHO U IMYHO Ha Bac. He ro nmpeorcrenBaiite Ha Apyru
xopa. To Moke J1a IM HaBpeIX, HE3aBUCUMO Y€ MPHU3HALUTE Ha TAXHOTO 3a00JsBaHe ca
ChIIIUTE KakTo Bammure.

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

KakBo cbIbpika Ta3u JIMCTOBKA:

KakBo npencrasinsiBa Stalevo u 3a KakBo ce U3M0I3Ba
Kakgo Tps10Ba na 3Haete, npeau a npuemete Stalevo

Kak na nmpuemare Stalevo

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Stalevo

CT)I[’Lp)KaHI/Ie Ha OITaKOBKaTa U AOIIBJIHUTCIIHA I/IH(l)OpMaHI/ISI

ANk L=

1. KakBo npeacrapiasia Stalevo n 3a KakBo ce U3M0JI3Ba

Stalevo cbabprka TpU aKTUBHU BelllecTBa (JEBOAONA, KapOUIOIa U eHTaKaroH) B enHa GuiMupana
tabnerka. Stalevo ce u3nomn3sa 3a ieueHue Ha OosectTa Ha [TapKUHCOH.

bonecrra nHa HapKI/IHCOH CC MPUYMHABA OT HUCKU HMBA B MO3bKa Ha BCIICCTBO, HAPCYCHO 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 JeBOaoIIA.

2. KakBo TpsioBa 1a 3HaeTe, npeau aAa npuemete Stalevo
He npuemaiite Stalevo, ako:

- CT€ QJIEPTUYHU KbM JIEBOJIOTIA, KapOUIOMa, EHTAKAIIOH MJIN HIKOS OT OCTAHAINUTE ChCTaBKH Ha
TOBA JIEKapCTBO (M30POCHU B TOUKA 6)

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

- uMmare TyMop Ha HagObOpeyHara xJjesa.

- npreMare HJIKOU JIEKapCcTBa 3a JIeUeHUEe Ha Jenpecus (KoMOUHAIMY OT celeKTUBHU MAO-A u
MAO-B unxuburopu unm HeceneKTHBHE MA O-UHXHOUTOPH).

- HSIKOTa CT€ MMaIX HeBpoJienTuieH Manurden cuaapom (HMC-toBa e psiiko cpeliana peakuus
KBbM JICKapCTBEHH NpenapaTy, U3MOI3BaHHU 32 JICYEHUE Ha TEKKH ICUXUYHU HAPYILICHHS).

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

- uMate TeXKO YepHOAPOOHO 3a00IIsIBaHe.

Ipenynpe:xnenusi 1 NpeAna3sH MEPKH

FOBODCTe ¢ Bamms JICKap UK (baDMaLIeBT, Opeau ga mMpueMeETe Stalevo, dKO MMaT€ UJINW HAKOra CTC

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, 3aI0TO MOXKe Jla € HeoOX0 Mo f03ata Bu 1a 0b1e kopurupaHa

- OBOPEYHO WITH XOPMOHATHO 3a00IIsIBaHe

- CTOMAIITHH SI3BH HJTU T'BPUYOBE

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

- HsKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KAaTO MICUX03a

- XpOHWYHA OTKPUTOBI'BIIHA TTIAYKOMA, Thil KATO MOXe Jla € HeoOxoaumo no3ara Bu ga 0be
KOpHUrupaHa u 04HOTO By HansraHne ma Ob/e cleeHo

IlochBeTBaiTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMpHUEMAarTec:

- AHTUIICUXOTHUYHU CPCACTBA (J'IeKapCTBa, yHOTpe6$IBaHI/I 3a JICYCHHUC Ha HCI/IXO3I/I)

- JICKapCTBO, KOCTO MOKC Aa MPUYINHU TOHN)KABAHC HA KPBbBHOTO HAJISTAHE IPHU CTABAHC OT CTOJI
WA JETJ0. TpH6Ba Ja 3HacTe, 4c Stalevo Moxe Ja BJIOIIU TC3H PCAKIHU.

IMocwBeTBaliTe ce ¢ Bamus ngekap, ako mo Bpeme Ha JedeHHeTo che Stalevo:

- 3a6eﬂe)i(I/ITe, Y€ MYCKYJIHNUTE Bu cranar MmHOTO HalperuaTtu Wik CUJIHO NOTPBIBAT, U1
MOJIy4HTE TPETepene, Bb30yaa, 00bpKBaHe, TPECKa, YCKOPEH IIYJIC MU TOJIEMU OTKJIOHEHHUS B
KPBBHOTO HajisiraHe. AKO Ce CIIy4d HSIKOE OT TE3U Hellla, He3a0aBHO ce CBbp:keTe ¢ Bammus
JeKap.

- Ce YyBCTBATE JCTIPECUPAHH, UMATE MUCIIU 32 CAMOYOUHCTBO HITH 3a0€NIeKUTEe HEOOHUaiiH
MPOMEHH B MOBEICHUETO CH.

- YCTaHOBABATEC, U€ BHE3AITHO 3aCIMBATC WUJIM C€ YYBCTBATC MHOT'O CHbHJIMBU. AKO TOBa CC CJIy4H,
He TpsiOBa Ja modupare WM Ja U3MO0JI3BaTe HHCTPYMEHTH WIIM MAIIMHU (BHXKTE CHIIO pa3fiell
"[lloupane u padorta ¢ MaTuHKA").

- 3a0CNEKUTE, Y€ CC MOSIBSIBAT HEKOHTPOJIUPAHH JBHKEHUS WM CE BIIOIIAT, CJIE]] KAaTO CTe
3armovyHay Ja npueMate Stalevo. Ako TOBa ce CIy4d, MOXKE J1a Ce HAJIOKU Bamust nekap na
MPOMEHH J103aTa Ha aHTHIIAPKMHCOHOBOTO BH JiekapcTBo.

- MOJYYHTE TUApHs; MPEMOPhUBa Ce CIICJCHE Ha TETJIOTO, 3a Ja ce M30erHe Bhb3MOKHA
mpeKoMepHa 3aryba Ha TerJio.

- uMare MporpecuBHa aHOPEKCHs, acTeHHs (c1adoCT, U3TOIECHHE) U HAMAJICHHE Ha TEeTJIOTO 3a
OTHOCHTEITHO KPaThK MEPHUOJ OT BpeMe. AKO TOBa ce CIy4H, TPSOBa 1a ce OOMUCIH 001
MEIUITUHCKH TIPETJIe]l, BKITIOYBAII OICHKA HA YePHOIPOOHATA (DYHKIIHS.

- YyBCTBATe HYXJIa Jia cripeTe ynorpedara Ha Stalevo, BikTe pasaen “AKo CTe Crpeny npuema
Ha Stalevo”.

Wndopmupaiite Bamms nekap, ako Bue win cemeiictBoro Bu/To3m, kKoifTo nmonara rpuku 3a0esiexu,
4e pa3BUBAaTE MOJOOHH HA 3aBUCHMOCT CHMITOMH, BOJIEIIHU 10 CHITHO XKEJIaHHE 32 TOJIEMHU 03U
Stalevo u npyru nekapcTBa, M3MOA3BAHM 3a JiedeHne Ha 6osectTa Ha [lapkuHCOH.

WNudopmupaiite Bamms nexap, ako Bue nnu Banrero cemelictBo/0onHorIe[a4 3a0eexure, ue
IIPOABABATE CKIIOHHOCT WUJIM HEIIPCOJOJIUMO XKEJIAaHUC JIa C€ IBbPKUTE 110 HAYUH, KOITO € HeoOMJacH
3a Bac unm He MmoxeTe Ia YCTOUTEC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
OTIpeIeNIeHH JICHCTBUS, C KOUTO MOXKE Jla C€ HapaHUTE WU Jia HapaHuTe okoiHute. [1o100HO
MMOBCACHUC CC HapHU4a HAPYUICH KOHTPOJI HaZl UMITYJICUTC U MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, IPEKOMEPHO SIICHE WU XapuyeHe, IPEKOMEPHO CEKCYaJIHO JKEJIaHUE WIA HaTpar4uBU
CCKCYaJIHU MUCJIU WJIN NTIPEACTaBU. Moxe Ja C€ HaJIOXKH Bammsar JICKAap Ja HarlpaBX NPCOIICHKA Ha
Jedyenueto Bu.

Bamusr iekap Moe J1a HalpaBu HAKOU PEIOBHH JTA00PATOPHU U3CICBAHUS TIPU MPOIBIKATESITHO
JeyeHue cue Stalevo.

Axo TpSI6Ba Ja €€ MOJIOKHUTEC Ha Oriepanus, MOJIsI YBEAOMCETEC Bamms JICKap, 4€ nmpuemare Stalevo.
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He ce npenoppuBa u3noia3Banero Ha Stalevo 3a JeueHne Ha eKCTPpaMpPaMUIHU CUMIITOMH (HalpuMmep
HEBOJICBH JIBM)KCHUS, TPENEpeHe, MYCKYyJHAa CKOBAaHOCT M MYCKYJIHH CBKpAIICHHUS) NMPUYMHEHH OT
JpYyTH JIEKapCcTBa.

Jena u roHomm
Onutst cbe Stalevo npu nauuentu nox 18 ronunu e orpannded. [lopaau ToBa ynorpebara Ha Stalevo
IIpH Je1a UK FOHOLIN HE CE NMPENnopbhyBa.

dpyru nexapcrBa u Stalevo

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

He npuemaiite Stalevo, ako npuemare HAKOM JIEKapCTBa 3a JCUCHHE Ha Aerpecus (KoMOWHALNU OT
cenektuBH MAO-A 1 MAO-B naxubutopu unu HecenektuBHE MAO-uHXHOUTOPN).

Stalevo moxke Ja yBCIn4yaBa Gq)eKTI/ITe 1 HCIKCIIAHUTC PCAKIIUU Ha OIIPCACIICHU JICKAPCTBA. Te
BKJIIOYBAT:

JICKApCTBAa, U3IIO0J3BAHU 3a JICUCHUC Ha ACTIPECUA, KATO MOKHO6€MI/I)_I, AMUTPUINITUIINH,
AC3UIIPpAMUH, MAIIPOTUIINH, BCHHa(baKCHH " MapOKCECTUH

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

- aJpCHAJIMH, U3MOJI3BAH IIPU TCIKKHU AJICPIrUIHN pCaKINN

HOpaApCHAJINH, JOIIAMUH U ,Z[O6YT3_MI/IH, H310JI3BAHU 34a JICYCHUC Ha CbpACYHU 0O0JIECTH U HUCKO
KPBbBHO HAJIATAHC

- aJ'I(l)a—MeTI/IH,I[OHa, H3M0JI3BaHa 34 JICUCHUC Ha BUCOKO KPBbBHO HAJIATAHE

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

Edexrure na Stalevo morar ga 6baat oTcinadCHN OT HAKOH JieKapcTBa. Te BKIOYBAT:

- JONaMUHOBU aHTarOHMCTH, U3IOJI3BAHHM 32 JICUCHUE Ha IICUXUYHU HAPYIICHUS, TaIcHe U
MOBpPBLIAHE

- (eHNUTOUH, U3ION3BaH 3a MPOPUIAKTUKA HA ThPUOBE

- TIamaBepuH, U3IOJI3BaH 3a OTIYCKAaHE HA MYCKYJIUTE

Stalevo Moxe 1a mpedn Ha yCBOSIBAHETO Ha kensa30. CreoBaTeHo He npueMaiite Stalevo
€IHOBPEMEHHO C XpaHUTETIHH A00aBKH, ChIbPKaIIHN keJs130. Cles KaTo cTe MpHUEeIH HIKOE OT JABETE,
M34akaiTe Hal-Maiko 2 10 3 yaca, Ipeay 1a IpueMeTe IpyroTo.

Stalevo ¢ XxpaHu ¥ HAIUTKHA

Stalevo Moxe na ce mpuema ¢ wim 0e3 XpaHa.

[Ipu maxown nanuentu Stalevo Moxe na He ce abcopOupa 100pe, ako ce mprueMa C HITH CKOPO CIIeN
Ooraru Ha OENTHYMHM XpaHU (KaTo HapuMep Meca, prda, MIICYHH MTPOAYKTH, CEMEHA U SI/IKH).
[TocwBeTBaiite ce ¢ Bamus nekap, ako cuuTaTe, 4ye ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

AKko cTe OpeMeHHa WK KbPMUTE, CMATAaTE, Y€ MOXE Ja CTe OpeMEeHHA WM [UTaHupaTe OpeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms nekap niu papManeBT npeau ynorpedaTta Ha TOBa JEKapCTBO.

He Tpsi6Ba 1a kppMuTE IO BpeMe Ha JIeUeHHETO Che Stalevo.
Hlopupane u padoTa ¢ MAIIUHU
Stalevo Moxe na mOHWXH KpBBHOTO Bu Hansirane, koeto Moxe /1a Bu Hakapa fa modyBcTBaTe

¢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 yCCIIATC, Y€ BHEC3AaIIHO 3aCIINBATC, H34aKanTe
AO0KATO CC€ Pa3CbHUTC HAITBJIIHO, PN Oa H_IO(I)I/IpaTe WJIN Aa BbPIIHUTC HCIIO APYTO, KOCTO U3UCKBA
BHUMaHHKE. B MMPOTHUBCH cnyqaﬁ, MOXKE Ja ITIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsiBaHC WX CMBPT.

Stalevo cbabp:ka 3axapo3a

Stalevo cpabpika 3axaposa (1,2 mg/rabnerka). Ako Bamust nexap Bu e xa3an, ue umate
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce C HEero, IpeIu 1a MpHUeMeTe TO3H JIEKapCTBEH
MPOAYKT.

3. Kak na npuemare Stalevo

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

IIpu BB3pacTHU U XOpa B CTapueCcKa Bb3PAacT:

- Bammst nekap e Bu kaxke TouHO K0nKo TabneTku Stalevo na B3emMare THEBHO.

- TabGnerkure He ca mpeHA3HAYCHU Aa C€ JEISAT WM YYIT Ha MO-MaJIKU apyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

- B 3aBUCHMOCT OT TOBa KaK pearpare Ha JeueHHEeTo, BamusT gekap MoXke 1a IOBUIIN HITH
HaMalu 103ata.

- Axo npuemare Stalevo 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 ¢ Bammus inexap unu hapManeBT, ako MUCITUTE, Y€ ePeKThT Ha Stalevo e mpekajgeHo cuieH
WM TIPEKAJICHO CcJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHu.

3a ma otBOopuTe 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 pHesu MoBeve 0T HeodxoaMMaTa 103a Stalevo

AKoO ciTy4aifHO cTe TIpuely oBeue OT HeoOxoaumuTe Tadetku Stalevo, obanere ce He3abaBHO Ha
Bamms nekap nnm ¢apmaneBt. B cinydaii Ha npeno3upane MoXKe Jia IO9yBCTBaTe OObPKBaHE WIIH
BB30y1a, chpaeuHata Bu geiiHOCT MoXke fa Obe mo-0aBHa MU 1M0-0bp3a OT 00MYAHOTO MM LIBETHT
Ha KO’kaTa, e31Ka, OYMTe WK ypuHaTta Bu Moxe 1a ce mpoMeHu.

AKo cTe MpoNycHAJIHN Aa npuemere Stalevo
He B3emaiiTe nBoiiHa /103a, 3a JlJa KOMIICHCHUPATE IPOIyCcHAaTa 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 nMa mmo-mainko oT 1 gac 1o crienBamiata Bu go3a:
B3emeTe eqHa TabiieTka, BeHAra ciiej KaTo ce CeTUTE, H34akaiTe 1 Jyac ¥ B3eMeTe Ollle eaHa
tabnerka. Cien ToBa ce BbpHETEe KbM Batus peoBeH rpaduk.

BuHaru ocrapsiiiTe MoHe €MH Yac MHTEPBaJl MEXIy TabaeTkuTe Stalevo, 3a 1a n30erHere Bb3MOXKHU
HEXEJTaH! PeaKITiu.
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Ako cTe cripesiu npueMa Ha Stalevo

He cniupaiite npuema Ha Stalevo, ocBen ako Bamusr nekap ne Bu kaxe na ro Hanpasure. B TaksB
cirydaii, Moxe Jja € HeoOXxoauMo Bamusr siekap Ja MpoOMEHHU I03UTE Ha OCTAaHAIUTE
AHTUIAPKUHCOHOBH JIEKAPCTBA, KOUTO MIPHEMATe, MO-CIIEUAIHO JIEBOIOMA, 32 Jja IOCTUTHE
JOCTaThu€H KOHTPOJ BbPXY cuMnToMute Bu. Axo ps3ko npekscHeTe npueMa Ha Stalevo u npyru
aHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E O HEKETaHHU PEAKIUH.

AKO MaTe HAKaKBU AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHOTpedaTa Ha TOBA JICKAPCTBO, IOMHUTATE
Bammms nekap nim ¢papmaresT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumumn

KaxkTo BcH4KH IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH T MMoJTyyaBa. MHOTO OT Te3U HEXXEJaH! PeaKkI[Mi Morat Jia ObJaT 00JIEKYEHHU Upe3 peryupaHe
Ha Jio3arta.

AKO TI0 BpeMe Ha JICYCHUETO Che Stalevo monydnre CleIHUTE CUMIITOMH, CBBPsKeTe 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 nia
ObJIaT CUMIITOMH Ha 37I0KadyecTBeH HeBposenTtuyeH cuaapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3MOJ3BaHM 3a JIUEHHWE Ha HApYLIEHHs Ha ILIEHTpajHaTa HEpBHA CHCTEMA) WIH
pabnomuonuza (psSaKo, TEXKKO MYCKYJTHO HApYIICHUE).

- ajlepruyHa peakuus, YAUTO TPU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONpPHUBHA TPECKa),
CchpOek, 0OpHUB, NOJyBaHE HA JIMIIETO, YCTHHUTE, €3MKa MJIM I'bPJIOTO. TOBa MOXKE Ja MPUYMHU
3aTPYAHEHO JIUIIIAHE WIH MPETIbIIaHE.

MaHuoro dectu (Morar fa 3acersar moseue ot 1 Ha 10 gymm)

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UHN)

- 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 TIPWIONIABaHE, ITHDKAIIKA C€ HA HUCKO KPHBHO HAJSITaHE, BUCOKO KPBHBHO
HaJlAraHe

- BIIOIIIABaHE HA MAPKHHCOHOBU CUMIITOMH, 3aMaiiBaHe, CHHIMBOCT

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

- 0e3CchbHUE, XaTIIMHAIINY, O0BPKAHOCT, APKU ChHUIIA (BKIIIOYBAIIN KOIIIMAPH), YMOPSIEMOCT

- MICUXWYHU U3MCHECHHMSI, BKJTFOUBAIIM MTPOOJIEMH € MTAMETTa, TPEBOXKHOCT U AenpecHs (Bb3MOKHO
C MHCJIY 332 CaMOYOHHCTBO)

- MposiBM Ha 3a00JsiBAHE HA CHPIETO WIM apTepuuTe (Hamp. TphIHA O0JKa), HENPaBUIHU
ChpAeYHa JICMHOCT WU PUTHM

- MO-4€CTO MaJaHe

- 3aIyX

- 3aCUIICHO TIOTeHEe, OOPUBH

- MYCKYJIHH KpPaMIIH, TOJAyBaHe Ha KpakaTa

- 3aMBIJICHO BUKIAHE

- aHeMUs

- HaMaJIeH aleTUT, HaMaJIeHO TerJjIo0

- rinaBo6oire, OOJKK B CTABUTE

- nH(pEKIYS Ha MUKOYHUTE IBTHIIA
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Heuectu (Mmorat ma 3acernar jo 1 Ha 100 mytimm)

- ChpJICUCH MPUCTHIT

- KbpPBEHE OT uepBara

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

- I'BPYOBE

- ycelaHe 3a Bp30yaa

- MICUXOTHUYHU CHMITTOMH

- KOJIHT (BB3MANICHUE Ha Ie0e0TO YepPBO)

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

- 3aTpyHEHHE MPH I'bIITaHEe

- HECIIOCOOHOCT 33 ypUHUPaHE

C HEeH3BECTHA YECTOTa (OT HaJIWYHUTC JaHHHW HE MOXEC J1a 6’5,[[6 HalpaB€Ha OI.[GHKa)

CuiIHO XeJIeHHE 3a TOJIEMHU 031 Stalevo, HaJaBUIIIaBallun H606XO,Z[I/IMI/ITC 34 KOHTPOJHUPAHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KAaTO CUHAPOM Ha JOIIAMUHOBA JUCPCTYyJIallUA. Hsxkon INalnnuCHTH
ojry4aBat HEOOWYalHH HEBOJICBU JABHKCHHA (I[I/ICKI/IHC3I/I$I) B TCXKKa q)opMa, IIPpOMCHU B
HAaCTPOCHUCTO HUJIU APYTU HCIKCIIaHU pCAKIIHUU CJIICA MMPUCM Ha I'OJICMHU 103U Stalevo.

Cn00I1IeHH ca ChIO CHASTHUTE HeKESIAHN PeaKIIHH:
- XeTaTuT (Bb3MaJIieHUE Ha YePHHUsI IPO0)
- ChpOexK

Moske 1a MOSyYnTe CIASAHNUTE HEKETaHHU PEaKIIHH:
. HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
e (CuneH UMITYJIC KbM MPEKOMEPEH Xa3apT BBIIPEKU CEPUO3HUTE JIMYHU WU CEMEWHU
MOCTIEACTBUS;
e Hapy1ieH win NoBHIIEH CEKCYaleH HHTEPEC WM MIOBEEHUE, KOETO MOKE 3HAUUTEIHO /1a
Bu nputecHs1Ba nM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
e HekoHTpoaupyeMo na3apyBaHe WM XapueHe Ha MapH;
e Jlpessxnane (mpueM Ha TOJIEMH KOJIMYECTBA XPaHa 3a KPaThK MEPUOJ] OT BpeMe) MU
KOMITYJICUBHO TIpespKAaHe (IIPUeM Ha MO-TOJSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBede 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

Nudopmupaiite Bamms nekap, ako uMate 1mo1o0HO TIOBEACHUE; TOM 1Ie 00Chau ¢ Bac kak na ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMMU.

Cro01aBaHe HA He)KeJIAHU PeaKIuu

AKO MoJTyuuTe HIKAKBU HEXeJlaHH JIEKapCTBEHHU peaklnu, yBeapoMere Bamus nexap unu gapmanesT.
ToBa BKJII0UBa BCHUKY Bb3MOXKHH, HEOITMCAHU B TA3U JIMCTOBKA HEXeJaHU peakuuu. Moxere ChIIo
Jla ChOOIIUTE HEXKEJIaH! PeaKkMu AUPEKTHO Ype3 HallMOHANHATA CUCTEMA 3a ChOOIIaBaHe, IIOCOYCHA
B Ilpunoxxenue V. Karo cro0maBare HexkelaH! peakliy, MOKETe Jja JaieTe CBOSI IPUHOC 3a
MoJIy4aBaHe Ha MoBeve HH(POpMaIHs OTHOCHO Oe30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate Stalevo

Jla ce cpxpaHsIBa Ha MSCTO, HETOCTBITHO 32 Jea.

Jla He ce U3MoII3Ba ciIe]] CpOKa Ha TOAHOCT, OTOENA3aH BhpXY OyTHIIKaTa U KapTOHEHATa KYTHS CIIe]
“T'ogen n0:”. CpOKbT Ha TOTHOCT OTTOBAPs Ha MOCIETHH JIeH OT TOCOUEHUS MECell.

To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.
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He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3allUATa WA B KOHTeﬁHepa 3a JOMalIH! OTIIaJdbIIH.
IlonuraiiTe Bamms (l)apMaL[eBT KakK a U3XBBPJIATE JICKApCTBATAa, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HA OKOJIHATa cpcaa.

6. ChbabpkaHue Ha ONAKOBKATA U IONbJIHUTEIHA HHpOpMALUS
KakBo cbabp:ka Stalevo

- AKTUBHHTE CbCTaBKH Ha Stalevo ca jeBopona, kapOuaona 1 eHTaKaIoH.

- Bceska Tabnerka Stalevo 50 mg/12,5 mg/200 mg ceappika 50 mg neBogona, 12,5 mg kapOunona
1 200 mg eHTaKarnoH.

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

- ChcraBkuTe Ha (pUIMOBOTO MOKpHUTHE ca rmiepon (85 nporenra) (E422), xumpomenosa,
MarHesueB creapart, noiaucopoar 80, uepseH xene3en okcug (E172), 3axaposa, TutanoB
muoxcun (E171) u xbat xenesed okeun (E172).

Kak u3riexaa Stalevo m KakBo ChbIbp:Ka ONaKOBKATa

Tabnerkure Stalevo 50 mg/12,5 mg/200 mg ca kadeHUKaBU MU CHBO-YEPBCHUKABU KPBIJIH,
M3MbKHAIM, 0€3 JAenuTenHa yeprta, o3HaueHu ¢ ,,L.CE 50 oT eqHara ctpaHa.

Stalevo ce mpemjiara B IIeCT ONMAKOBKH € pa3indHo chabprxkanue (10, 30, 100, 130, 175 wmu 250
TabyeTkn). He Bcuku BUIOBE OMAaKOBKM MOTAT Ja ObJaT MyCHATH B IIpoAaxoa.

IIpuTexaTtes1 Ha pa3pelIeHHETO 32 ynoTpeda
Orion Corporation

Orionintie 1

F1-02200 Espoo

dunnangus

IIpounsBoauTesn

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

Orion Corporation Orion Pharma
Orionintie 1

F1-02200 Espoo

dunnangus

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

Belgié/Belgique/Belgien Lietuva

Orion Pharma BVBA/SPRL UAB Orion Pharma
Tél/Tel: +32 (0)15 64 10 20 Tel. +370 5 276 9499
bbarapus Luxembourg/Luxemburg
Orion Pharma Poland Sp z.0.0. Orion Pharma BVBA/SPRL
Ten.: +48 22 8333177 Tél/Tel: +32 (0)15 64 10 20
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Ceska republika
Orion Pharma s.r.o.
Tel: +420 234 703 305

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

Deutschland
Orion Pharma GmbH
Tel: +49 40 899 6890

Eesti
Orion Pharma Eesti OU
Tel: +372 66 44 550

| WYX T
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Pharma S.L.
Tel: +34 91 599 86 01

France
Centre Spécialités Pharmaceutiques
Tel: + 33 (0) 1 47 04 80 46

Hrvatska
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Ireland

Orion Pharma (Ireland) Ltd.
c/o Allphar Services Ltd.
Tel: +353 1428 7777

Island
Vistor hf.
Simi: +354 535 7000

Italia
Orion Pharma S.r.l.
Tel: +39 02 67876111

Kvnpog
Lifepharma (ZAM) Ltd
TnA.: +357 22056300

Latvija

Orion Corporation

Orion Pharma parstavnieciba
Tel: +371 20028332

Magyarorszag
Orion Pharma Kft.
Tel.: +36 1 239 9095

Malta
Salomone Pharma
Tel: +356 21220174

Nederland
Orion Pharma BVBA/SPRL
Tél/Tel: +32 (0)15 64 10 20

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

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

Portugal
Orionfin Unipessoal Lda
Tel: + 351 21 154 68 20

Roménia
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Slovenska republika
Orion Pharma s.r.o
Tel: +420 234 703 305

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

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

United Kingdom
Orion Pharma (UK) Ltd.
Tel: +44 1635 520 300

I[aTa Ha IMOCJCAHO NMpepasriaecKiane Ha JUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[Monpo6Ha nH(pOpManHs 3a TOBa JIEKAPCTBO € MPEeI0CTaBeHa Ha yeOcaiita Ha EBporietickara areHIus
0 JIeKapcTBara: http:// www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Stalevo 75 mg/18,75 mg/200 mg puamupanu TadaeTKH
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

IIpouereTre BHUMATEJIHO LSJIATA JUCTOBKA, IIPEIM 1A 3alI04YHETe 1a IpueMaTe TOBa JIEKapcTBO,
Thil KaTo T4 ChAbpPiKa BakHa 3a Bac nundopmaunmus.

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

AKO UMaTe HAKAKBH JOBIHUTEIHHU BBIIPOCH, MONUTalTe Barms aexap win papmaiieBr.

ToBa nekapcTBO € MPEeANNCaHO EAUHCTBEHO U IMYHO Ha Bac. He ro nmpeorcrenBaiite Ha Apyru
xopa. To Moke a UM HaBpeIu, HE3aBHUCUMO Y€ TPU3HALIMTE HA TAXHOTO 3a00JIsIBaHE ca CHIIUTE
KakTo Bamwure.

AKO mosTyuuTe HIKAaKBU HEXEJaHW PeakLuy, yBegomere Bamms nexap unu ¢apmanest. Toa
BKJIFOUBA ¥ BCUUKH BB3MOKHH HEKETIaHW PEaKIH, HEOMHCAaHU B Ta3H JIUCTOBKA. BrkTe Touka
4.

Kakso CbABbpPiKa Ta3u JUCTOBKA:

ANk L=

KakBo npencrasinsiBa Stalevo 1 3a KakBo ce U3MOI3Ba
Kakgo Tps10Ba na 3Haete, npeau a npuemete Stalevo

Kak na nmpuemare Stalevo

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Stalevo

CT),Z[’Lp)KaHI/Ie Ha OIIaKOBKaTa U NOII'bJIHUTCIIHA I/IH(l)OpMaHI/ISI

KakBo npeacraBJisiBa Stalevo u 3a KaKBO ce U3M0JI3Ba

Stalevo cbabprka TpU aKTUBHU BelllecTBa (JEBOAONA, KapOUIOIa U eHTaKaroH) B enHa GuiMupana
tabnerka. Stalevo ce u3nomn3sa 3a ieueHue Ha OosectTa Ha [TapKUHCOH.

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 JeBOaoIIA.

2.

KakBo TpsioBa 1a 3HaeTe, npeau aAa npuemete Stalevo

He npuemaiite Stalevo, ako:

CT€ QJIEPTUYHU KbM JIEBOJIOTIA, KapOUIOMa, EHTAKAIIOH MJIN HIKOS OT OCTAHAINUTE ChCTaBKH Ha
TOBA JIEKapCTBO (M30POCHU B TOUKA 6)

uMare TECHOBI'bJIHA TIayKoMa (3a00JsiBaHe HA OUUTE).

uMare TyMop Ha HagOBOpeuHara >xiesa.

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

HSIKOTa CT€ MMaIX HeBpoJienTuieH Manurden cuaapom (HMC-toBa e psiiko cpeliana peakuus
KBM JIEKapCTBEHH MpenapaTy, U3MOI3BaHHU 32 JICUEHHE Ha TEXKKH NCUXUYHU HAPYILICHHS).
HSKOTa CTE UMalM HETpaBMaTH4YHa padaoMuonu3a (psSAKo MyCKyJTHO 3a00JsBaHe).

uMate TeXKO YepHOAPOOHO 3a00IIsIBaHe.

Ipenynpe:xnenusi 1 NpeAna3sH MEPKH

FOBODCT@ ¢ Bamms JICKap UK d)aDMaLIeBT, Opeau ga mMpueMeETe Stalevo, dKO MMAaT€ WJIKW HAKOIra CTc

nMajiau:

CbpACYCH I/IH(l)apKT W ApyTro 3a00JIIBaHE HA ChpPUCTO, BKIIFOYUTCIHO ChbPACYHU ApUTMHUH, NI
Ha KPbBOHOCHHUTC CHAOBC

52



- acTMa Wi Jpyro 3a0ojsiBaHe Ha OenuTe ApoOoBe

- 4epHOIPOOEH MpodIIeM, 3aIl0TO MOXKe Ja € HeoOXoauMo go3ata Bu 1a 0b/1e kopurupasa.

- 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 TEXKKO IICUXUYHO 3a00JIIBaHE KAaTO MICUX03a

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

IlochBeTBaiTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMpHUEMAarTec:

- AHTUIICUXOTHUYHU CPCACTBA (J'IeKapCTBa, yrIOTp€6$[BaHI/I 3a JICYCHUC Ha HCI/IXO3I/I)

- JICKApCTBO, KOCTO MOKC a MPUINHU ITIOHUKABAHC HAa KPBbBHOTO HAJISAATAHE IPU CTABAHC OT CTOJI
WA JETJ0. TpH6Ba Ja 3HacTe, 4c Stalevo Moxe Ja BJIOIIU TC3H PCAKIHU.

IMocwBeTBaliTe ce ¢ Bamus jgekap, ako mo Bpeme Ha JedeHHeTo che Stalevo:

- 3a6eﬂe)KI/ITe, Y€ MYCKYJIHUTEC Bu cranat MHOTO HaIlperuaTtu Wik CUJIHO IOTPBIBAT, U1
MOJIy4HTE TPETepene, Bb30yaa, 00bpKBaHe, TPECKa, YCKOPEH IIYJIC MU TOJIEMU OTKJIOHEHHUS B
KPBBHOTO HajisiraHe. AKO Ce CIIy4d HSIKOE OT TE3U Hellla, He3a0aBHO ce CBbp:keTe ¢ Bammus
JieKap.

- Ce YyBCTBATe JCMPECUPAHH, UMATE MUCIIH 32 CAMOYOUHCTBO WITH 3a0eNeKUTe HeoOHUaitHu
MPOMEHH B MOBEICHUETO CH.

- YCTaHOBABATEC, U€ BHE3AITHO 3aCIMBATC WUJIM C€ YYBCTBATC MHOT'O CHbHJIMBU. AKO TOBa CC CJIy4H,
He TpsOBa J1a modupare WK Ja U3I0JI3BaTe HHCTPYMEHTH WIIM MAIlIMHU (BYDKTE CHIIO pa3aes
"[lloupane u padorta ¢ MaIuHKu").

- 3a0CNEKUTE, Y€ CC MOSIBSIBAT HEKOHTPOJIUPAHH JBHKEHUS WM CE BIIOIIAT, CJIE]] KAaTO CTe
3armovyHay Ja npueMate Stalevo. Ako TOBa ce CIy4d, MOXKE J1a Ce HAJIOKU Bamust nekap na
MPOMEHH J103aTa Ha aHTHIAPKMHCOHOBOTO BH JiekapcTRo.

- MOJYYHUTE TUAPHS; TPEMOPHYUBA CE CICCHE Ha TErJI0TO, 3a JIa ¢¢ M30erHe Bh3MOXKHA
mpeKoMepHa 3aryba Ha TerJio.

- uMare MporpecuBHa aHOPEKCHs, acTeHHs (c1adoCT, U3TOIECHHE) U HAMAJICHHE Ha TEeTJIOTO 3a
OTHOCHTEITHO KPaThK MEPHOJ OT BpeMe. AKO TOBa ce CIy4H, TPSOBa 1a ce OOMUCIH 00II]
MEIUIUHCKH TIPETJIe]l, BKITIOYBAIIl OICHKA HA YePHOAPOOHATA (DYHKIIHS.

- YyBCTBATe HYXJIa Jia cripeTe ynorpedara Ha Stalevo, BikTe pasaen “AKo CTe Crpeny npuema
Ha Stalevo”.

Wndopmupaiite Bamms nexap, ako Bue miun cemeiictBoro Bu/To3m, kKoiiTo monara rpuxku 3a0esiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJIEIIN 10 CHITHO XKEJIaHHE 32 TOJIEMHU 103U
Stalevo u npyru nekapcTBa, M3MOA3BAHM 3a JiedeHne Ha 6osectTa Ha [lapkuHCOH.

WNudopmupaiite Bamms nekap, ako Bue nnu Bamrero cemelictBo/0onHorIe1a4 3a0enexuTe, ue
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
OIpe/ieNieH: ACHCTBUS, C KOUTO MOXE JIa CE€ HapaHUTE WX J1a HapaHuTe okonHuTe. [1000H0
MMOBECACHUC CC HapH4a HAPYHICH KOHTPOJI HaJl UMITYJICUTC KU MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO SIICHE HIIH XapueHe, MPEKOMEPHO CEKCYaTHO JKeIaHHe MM HATPAuUuBH
CCKCYaJIHU MUCJIU WJIN NTIPEACTaBU. Moxke Ja C€ HAJIOXHN Bammsar JICKAp Ja HallpaBU IIPCOIICHKA Ha
Jedyenueto Bu.

Bamwsr iekap Moe J1a HanpaBu HAKOU PEOBHH JTA00PATOPHU U3CICBAHUS TIPH MPOIBIKUTESITHO
JeyeHue cue Stalevo.

Axo TpSI6Ba Ja €€ MOJIOKHUTEC Ha Oriepanus, MOJIsI YBEAOMCETEC Bamms JICKap, 4€ nmpuemare Stalevo.
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He ce npenoppuBa u3nonsBanero Ha Stalevo 3a jeyeHne Ha eKCTPaUPaMUIHN CUMITOMH (HalpuMep
HEBOJICBH JIBM)KCHUS, TPENEpeHe, MYCKYyJHAa CKOBAaHOCT M MYCKYJIHH CBKpAIICHHUS) NMPUYMHEHH OT
JpYyTH JIEKapCcTBa.

ﬂega W IOHOIIIH

Onutst cbe Stalevo npu mauuentu nox 18 ronunu e orpanndeH. [lopaau ToBa ynorpebara Ha Stalevo
MIpH Jiela UK FOHOIIN HE CE NMPENopbhUBa.

dpyru nexapcrBa u Stalevo

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

He npuemaiite Stalevo, ako npuemare HAKOM JIEKapCTBa 3a JICUCHUE Ha Aenpecus (KOMOMHALNU OT
cenektuBHE MAO-A 1 MAO-B naxubutopu miu HeceleKTUBHE MAO-HHXHOUTOPH)

Stalevo moxke Ja yBCIn4yaBa Gq)eKTI/ITe 1 HCIKCIIAHUTC PCAKIIUU Ha OIIPCACIICHU JICKAPCTBA. Te

BKJIIOYBAT:

- JICKAapCTBa, U3MOJI3BAHU 34a JICUCHUC HaA ACIIPECHA, KaTO MOKJ'IOGCMI/I):[, AMUTPUIITUIINH,
AC3UIIPpAMUH, MAIIPOTHUIINH, BeHJ'Ia(baKCI/IH " MapOKCETHUH

- PpUMHUTCPOII U U30NPCHAJINH, U3IIOJI3BAHU 34 JICUCHUC HA OonecTu Ha JUXaTCIIHUTC IIbTUIIA

- aJpCHAJIMH, U3IMOJI3BaH PU TCKKHU AJICPrUIHN pCaKINN

- HOpaApCHAJIWH, JOIIaMHUH U ,Z[O6YTaMI/IH, H3MO0JI3BAHU 34 JICUCHUC HAa ChbPACUHHA 00JIECTH U HUCKO
KPBbBHO HAJIATAHC

- aJ'I(l)a—MeTI/IH,I[OHa, H3M0JI3BaHa 34a JICUCHUC Ha BUCOKO KPBbBHO HAJIATAHE

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

E(i)eKTI/ITe Ha Stalevo morar Ja 6’L,Z[aT OTCIA0CHU OT HAKOU JICKapCTBaA. Te BKIIOYBAT:

- HOIIaMHWHOBU aHTAarOHUCTHU, U3IIOJI3BAHU 3a JICHCHUC HAa ICUXWUYHU HAPYUICHHUA, TaICHC U
MOBPBLIIAHE

- (1)6HI/ITOI/IH, H3II0J3BaH 3a HpO(I)I/IJ'IaKTI/IKa Ha I'bPY0BC

- MalaBCpuH, U3IOJI3BAH 34 OTIIYCKAHC HA MYCKYJIUTC

Stalevo Moxe 1a mpedyn Ha yCBOSIBAHETO Ha kensa30. CreoBaTeHo He npueMaiite Stalevo
€IHOBPEMEHHO C XpaHUTEIHH J0OAaBKH, ChIbPIKAIIHN Keis130. Clie KaTo CTe MPUENH HIKOE OT JIBETE,
M34akaiTe Hal-Maiko 2 10 3 yaca, Ipeay 1a IpueMeTe IpyroTo.

Stalevo ¢ XxpaHu ¥ HAIUTKHA

Stalevo Moxe na ce mpuema ¢ wim 0e3 XpaHa.

[Ipu msxou mauuenTu Stalevo Moxe na He ce abcopOupa no0pe, ako ce IpueMa ¢ Uk CKOpO ClIe]
Ooraru Ha OENTHYMHM XpaHU (KaTo HapuMep Meca, prda, MIICYHH MTPOAYKTH, CEMEHA U SI/IKH).
[TocwBeTBaiite ce ¢ Bamus nekap, ako cuuTaTe, 4ye 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 Tpsi6Ba 1a kppMuTE IO BpeMe Ha JIeUeHHETO Che Stalevo.
Hlopupane u padoTa ¢ MAIIUHU
Stalevo moxe a moHWXH KpBBHOTO Bu Hansirane, koeto Moxe /1a Bu Hakapa 1a modyBcTBaTe

¢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 IMOHAKOIra yCCIIATC, Y€ BHEC3aIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ Pa3CbHUTC HAITBJIIHO, PN Oa H_IO(I)I/IpaTe WJIN Aa BbPIIHUTC HCIIO APYTO, KOCTO U3UCKBA
BHUMaHHKE. B MMPOTHUBCH cnyqaﬁ, MOXKE Ja ITIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsiBaHC WX CMBPT.

Stalevo cbabp:ka 3axapo3a

Stalevo cpabprka 3axaposa (1,4 mg/rabneTtka). Ako Bamust nexap Bu e xa3an, ue umate
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce C HEero, IpeIu 1a MpHUeMeTe TO3H JIEKapCTBEH
MPOAYKT.

3. Kak n1a npuemare Stalevo

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:

- Bammst nekap e Bu kaxke TouHO K0nKo TabneTku Stalevo na B3emMare THEBHO.

- TabGnerkute He ca mpeAHA3HAUCHH Ja CE ACIISAT WK YyIST Ha [I0-MaJIKU apyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

- B 3aBUCHMOCT OT TOBa KaK pearpare Ha JeueHHEeTo, BamusT gekap MoXke 1a IOBUIIN HITH
HaMalu 103ata.

- Axo npuemare Stalevo 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 ¢ Bammus inexap unu hapManeBT, ako MUCITUTE, Y€ ePeKThT Ha Stalevo e mpekajgeHo cuieH
WK TIPEKAJICHO cJ1a0, WM U3MUTBATE HEXKEJIAHN PEaKINU.

3a ma otBOopuTe 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 pHesu MoBeve 0T HeodxoaMMaTa 103a Stalevo

AKo ciydaifHO cTe TIpuely moBeue oT HeoOxoaumuTte Tabnerku Stalevo, ob6anere ce HezabaBHO Ha
Bamms nekap nnm ¢apmaneBt. B cinydaii Ha npeno3upane MoXKe Jia IO9yBCTBaTe OObPKBaHE WIIH
BB30y1a, chpaeuHata Bu geiiHOCT MoXke fa Obe mo-0aBHa MU 1M0-0bp3a OT 00MYAHOTO MM LIBETHT
Ha KO’kaTa, e31Ka, OYnTe WK ypuHaTta Bu Moxe 1a ce mpoMeHu.

AKo cTe MpoNycHAJIHN Aa npuemere Stalevo
He B3emaiiTe nBoiiHa /103a, 3a JlJa KOMIICHCHUPATE IPOIyCcHAaTa TabJIeTKa.

Axo nMa noseue ot 1 gac go ciensamiara Bu go3a:
B3emeTe enqHa TabiieTka, BeAHAra e KaTo ce CETUTE U Clie[Baliara TabjeTka B peJI0BHOTO BpeMe

AKo nMa mmo-mainko oT 1 gac 1o crienBamiata Bu go3a:
B3emeTe eqHa TabiieTka, BeHAra ciiej KaTo ce CeTUTE, H34akaiTe 1 Jyac ¥ B3eMeTe Ollle eaHa
tabnerka. Cien ToBa ce BbpHETEe KbM Batus peoBeH rpaduk.

BuHaru octapsiiTe MoHe €UH Yac MHTEpBaJl MEXIy TabaeTkuTe Stalevo, 3a na n30erHeTe Bhb3MOXKHU
HEXEJTaH! PeaKITiu.

55



Ako cTe cripesiu npueMa Ha Stalevo

He cniupaiite npuema Ha Stalevo, ocBen ako Bamusr nekap ne Bu kaxe na ro Hanpasure. B TaksB
ciryyaii, Moxe Jja € HeoOXxoauMo Bamusar jiekap Ja MpOMEHHU I03UTE Ha OCTAaHAIUTE
AHTUIAPKUHCOHOBH JIEKAPCTBA, KOUTO MTPHEMATE, MO-CIIEUAIHO JIEBOIOMA, 32 Jja IOCTUTHE
JOCTaThu€H KOHTPOJ BbPXY cuMnToMute Bu. Axo ps3ko npekscHeTe npueMa Ha Stalevo u npyru
AHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J]a IOBENE A0 HEKETAHHU PEAKIUH.

AKO MMaTe HAKaKBU AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHOTpedarTa Ha TOBA JICKAPCTBO, IONMHUTANTE
Bammms nekap nim ¢papmaresT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumumn

KakxTo BcH4KH IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH T MMoyTydaBa. MHOTO OT Te3W HEXeJaHW PEeakIUi MoraT Jia ObJaT 00JIEeKUYeHH Ype3 peryupaHe
Ha Jio3arta.

AKO TI0 BpeMe Ha JICYCHUETO Che Stalevo monydnre CleIHUTE CUMIITOMH, CBBPsKeTe 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 HeBposenTtuyeH cuaapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3MOJ3BaHM 3a JICUEHHWE Ha HApYLIEHHs Ha ILIEHTpajHaTa HEpBHA CHCTEMA) WIH
pabaomuonu3a (psSAKo, TEXKKO MYCKYJTHO HApYIICHUE).

- ajlepruyHa peakuus, YAUTO TPU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONpPHUBHA TPECKa),
CchpOek, 0OpHUB, NOJyBaHE HA JIMIIETO, YCTHHUTE, €3MKa MJIM I'bPJIOTO. TOBa MOXKE Ja MPUYMHU
3aTPYIHEHO JIUIIIaHE WM MPETIbIIaHe.

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

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UHN)

- noBaurane (rajeHe)

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

- TAAPHS

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

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

- BIIOIIIABaHE HA MAPKHHCOHOBU CUMIITOMH, 3aMaiiBaHe, CHHIMBOCT

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

- 0e3chbHUE, XaTIOIMHAIIMY, 00BPKAHOCT, APKU ChHUINA (BKIIIOYBAIIN KOIIIMAPH), YMOPSIEMOCT

- MICUXWYHU U3MCHECHHMSI, BKJTFOUBAIIM MTPOOJIEMH € MTAMETTa, TPEBOXKHOCT U AenpecHs (Bb3MOKHO
C MHCJIY 332 CaMOYOHHCTBO)

- MposiBM Ha 3a00JsiBAHE HA CHPIETO WIM apTepuuTe (Hamp. TphIHA O0JKa), HENPaBUIHU
ChpJA€YHa ICMHOCT U PUTHM

- MO-4€CTO MaJaHe

- 3aIyX

- 3aCHUJICHO TIOTE€HE U OOPUBHU

- MYCKYJIHH KpPaMIIH, TOJAyBaHe Ha KpakaTa

- 3aMBIJICHO BUKIAHE

- aHeMUs

- HaMaJIeH aleTUT, HaMaJIeHO TerJjIo0

- rinaBo6oire, OOJKK B CTABUTE

- nH(pEKIYS Ha MUKOYHUTE IBTHIIA
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Heuectu (Mmorat ma 3acernar jo 1 Ha 100 mytimm)

- ChpJICYCH MPUCTHIT

- KbpPBEHE OT uepBara

- MMPOMEHU B KPBBHATA KapTHHA, KOETO MOXeE Ja JOBelAe 10 KBbPBEHE, OTKJIOHEHUS B
MOKA3aTEeNNUTE TPU YePHOAPOOHN (YHKIIMOHAIHHA TECTOBE

- I'BPYOBE

- ycelaHe 3a Bp30yaa

- MICUXOTHUYHU CHMITTOMH

- KOJIHT (BB3MANICHUE Ha Ie0e0TO YepPBO)

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

- 3aTpyHEHHE MPH I'bIITaHEe

- HECIIOCOOHOCT 33 ypUHUPaHE

C HEeH3BECTHA YECTOTa (OT HaJIWYHUTC JaHHHW HE MOXEC J1a 6’5,[[6 HalpaB€Ha OI.[GHKa)

CuiIHO XeJIeHHE 3a TOJIEMHU 031 Stalevo, HaJaBUIIIaBallun H606XO,Z[I/IMI/ITC 34 KOHTPOJHUPAHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KaTO CUHAPOM Ha JOIMMAMHWHOBA JUCPCTYyJIallUA. Hsxon ManuCHTHU
nojry4aBat HEeOOWYalHH HEBOJICBU JABHKCHUA ()_II/ICKI/IH63I/I$I) B TCXKKa q)opMa, IIpOMCHU B
HAaCTPOCHUCTO HUJIU APYTU HCIKCIIaHU pCAKIIHUU CJIICA MMPUCM Ha I'OJICMHU 103U Stalevo.

CBOOIIIEH] ca CBINO CACTHUTE HEKEIAHN PEAKIINN:
- XEMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
- ChpOexK

Moske 1a MOSyYnTe CIASAHNUTE HEKETaHHU PEaKIIHH:
. HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
e CuieH UMIYJIC KbM NMPEKOMEPEH Xa3apT BbIIPEKH CEPUO3HUTE JTUYHH WIIM CEMEHHH
MOCTIEACTBUS;
e Hapy1ieH win NoBHIIEH CEKCYaleH HHTEPEC WM MIOBEEHUE, KOETO MOKE 3HAUUTEIHO /1a
Bu nputecHs1Ba nM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
e HekoHTpoaupyemMo nasapyBaHe WM XapueHe Ha MapH;
e Jlpesmxnane (mpueM Ha TOJIEMH KOJIMYECTBA XPaHa 3a KPaThK MEPUOJ] OT BpeMe) MU
KOMITYJICUBHO TIpespKAaHe (IIPUeM Ha MO-TOJSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBede 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

HNudopmupaiite Bammst nekap, ako nuMate 1mo1o0HO TIOBEICHUE; TOM 1ie 00Chau ¢ Bac kak 1a ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMMU.

Cro01aBaHe HA He)KeJIAHU PeaKIuu

AKO MoJTyuuTe HIKAKBU HEXeJlaHH JIEKapCTBEHHU peaklnu, yBeapoMere Bamus nexap unu gapmanesT.
ToBa BKJII0UBa BCHYKH Bb3MOXKHH, HEONTMCAHU B Ta3W JIMCTOBKA HEXEJIaHU peakuuu. Moxere chIIo
Jia ChOOIIUTE HEXKEJIaHU PeaKkMi AUPEKTHO Ype3 HallMOHANHATA CUCTEMA 3a ChOOIIaBaHe, IIOCOYCHA
B Ilpunoxxenue V. Karo crobuiaBare HexkeslaHH PEaKLKU, MOKETE Ja JaJieTe CBOS MPUHOC 32
MoJIy4aBaHe Ha MoBeve HH(POpMaIHs OTHOCHO Oe30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate Stalevo

Jla ce cpxpaHsIBa Ha MSCTO, HETOCTBITHO 32 Jea.

Jla He ce U3MoII3Ba cie]] CpoKa Ha FOAHOCT, OTOENA3aH BbPXY OyTHIIKaTa M KapTOHEHATa KYTHS ClIe]
“TI'ogen 10:”. CpOKbT Ha TOHOCT OTTOBAPS Ha MOCIETHUS I€H OT TOCOUYEHHUS MECelIl.

To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.
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He H3XB’BpJ'I$IﬁT6 JICKApCTBAaTa B KaHAJIU3allUATa UJIA B KOHTCﬁHepa 3a JOMAalIlH! OTIIadbIIH.
Ilonuraiite Bamms q)apMaueBT KakK a U3XBBPJIATE JICKApCTBATAa, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH LIS CIIOMOTHAT 3a OIla3BaHC HA OKOJIHATa cpcaa.

6. ChbabpkaHue Ha ONAKOBKATA U IONbJIHUTEIHA HHpOpMALUS
KakBo cbabp:ka Stalevo

- AKTUBHHTE ChCTaBKH Ha Stalevo ca ieBogona, KapOuIona 1 eHTaKaIoH.

- Bceska tabnerka Stalevo 75 mg/18,75 mg/200 mg chabpxa 75 mg neBopomna, 18,75 mg
kapOumona u 200 mg eHTaKamnoH.

- OcrtananuTe ChCTABKHU B SIIPOTO Ha TabJeTKaTa ca: KpocKapMello3a HaTpHil, MarHe3ueB creapar,
napeBuyHO Humrecte, ManuTol (E421) u moBumon (E1201).

- CncraBkuTe Ha GUIMOBOTO TIOKpHUTHE ca Tauuepo (85 npouenta) (E422), xunpomernosa,
MarHe3ueB creapart, noiaucopoar 80, uepseH xene3en okcug (E172), 3axapo3a u THTaHOB
muokcnn (E171).

Kak usriexaa Stalevo m KakBo ChIbp:Ka ONAKOBKATa

Stalevo 75 mg/18,75 mg/200 mg: cBeTiIo-KaeHUKABO-YePBEHH, OBAIHU TabIeTKH, 03HaueHu ¢ ,,LCE
75% oT emHaTa cTpaHa.

TabOnetkata Stalevo 75 mg/18,75 mg/200 mg ce npeayara B neT ONMAKOBKU C Pa3IHYHO ChIAbPIKAHUC
(10, 30, 100, 130 mnm 175 Tabnerku). He Bcuuky BUAOBE OMAKOBKHM MOTaT Ja ObJIaT MyCHATH B
npojaxoa.

IIpuTexaTtes1 Ha pa3pelIeHHETO 32 ynoTpeda
Orion Corporation

Orionintie 1

F1-02200 Espoo

dunnangus

IIpounsBoauTesn

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

Orion Corporation Orion Pharma
Orionintie 1

F1-02200 Espoo

dunnangus

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

Belgié/Belgique/Belgien Lietuva

Orion Pharma BVBA/SPRL UAB Orion Pharma
Tél/Tel: +32 (0)15 64 10 20 Tel. +370 5 276 9499
bbarapus Luxembourg/Luxemburg
Orion Pharma Poland Sp z.0.0. Orion Pharma BVBA/SPRL
Temn.: +48 22 8333177 Tél/Tel: +32 (0)15 64 10 20
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Ceska republika
Orion Pharma s.r.o.
Tel: +420 234 703 305

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

Deutschland
Orion Pharma GmbH
Tel: +49 40 899 6890

Eesti
Orion Pharma Eesti OU
Tel: +372 66 44 550

| WYX T
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Pharma S.L.
Tel: +34 91 599 86 01

France
Centre Spécialités Pharmaceutiques
Tel: + 33 (0) 1 47 04 80 46

Hrvatska
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Ireland

Orion Pharma (Ireland) Ltd.
c/o Allphar Services Ltd.
Tel: +353 1428 7777

Island
Vistor hf.
Simi: +354 535 7000

Italia
Orion Pharma S.r.l.
Tel: +39 02 67876111

Kvnpog
Lifepharma (ZAM) Ltd
TnA.: +357 22056300

Latvija

Orion Corporation

Orion Pharma parstavnieciba
Tel: +371 20028332

Magyarorszag
Orion Pharma Kft.
Tel.: +36 1 239 9095

Malta
Salomone Pharma
Tel: +356 21220174

Nederland
Orion Pharma BVBA/SPRL
Tél/Tel: +32 (0)15 64 10 20

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

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

Portugal
Orionfin Unipessoal Lda
Tel: + 351 21 154 68 20

Roménia
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Slovenska republika
Orion Pharma s.r.o
Tel: +420 234 703 305

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

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

United Kingdom
Orion Pharma (UK) Ltd.
Tel: +44 1635 520 300

I[aTa Ha IMOCJCAHO NMpepasriaecKiane Ha JUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[Monpo6Ha nH(pOpManHs 3a TOBa JIEKAPCTBO € MPEeI0CTaBeHa Ha yeOcaiita Ha EBporietickara areHIus
0 JIeKapcTBara: http:// www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Stalevo 100 mg/25 mg/200 mg puavmupanu TadieTKH
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

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

Thil KaTo TH ChbAbPKa BaxkHa 3a Bac undopmaunmus.

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

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

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

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

KakBo cbIbpika Ta3u JINCTOBKA:

KakBo npencrasinsiBa Stalevo 1 3a KakBo ce U3MOI3Ba
Kakgo Tps10Ba na 3Haete, npeau a npuemete Stalevo

Kak na nmpuemare Stalevo

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Stalevo

CT)I[’Lp)KaHI/Ie Ha OITaKOBKaTa U AOIIBJIHUTCIIHA I/IH(l)OpMaHI/ISI

ANk L=

1. Kakso npencrapiasiBa Stalevo n 3a KakBo ce U3M0JI3Ba

Stalevo cbapprka TpH aKTUBHU BelLlecTBa (J€BOAONA, KapOUIONa U eHTAKaloH) B efHa puiMupana
tabneTka. Stalevo ce n3non3a 3a ieueHue 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 aHTUIIAPKUHCOHOBHUTE e(DEeKTH Ha JIeBOJIONA.

2. Kakso Tpsi6Ba 1a 3HaeTe, mpeau aa npuemere Stalevo

He npuemaiire Stalevo, ako:

- CTC aJICPruvHu KbM JICBOAOIIA, Kap61/111011a, CHTAKaIlOH HUJIN HAKOS OT OCTaHAJIUTE ChbCTAaBKH Ha
TOBA JICKapPCTBO (M30pOCHHU B TOYKA 6)

- MMaTe TeCHOBI'BJIHA IIIayKoMa (3a0osIBaHe HA OUUTE).

- uMare TyMop Ha HaJOBOpeuHara sxiesa.

- npreMare HsIKOH JIEKapCTBa 3a JICUeHHE Ha Jerpecus (KoMOnHauu ot cenekTuBHU MAO-A u
MAO-B uHXuOUTOpY MM HeCEeeKTUBHU M A O-MHXUOUTOPH ).

- HSIKOTa CT€ MMaJIA HeBposienThuueH ManuraeH cuaapoM (HMC-ToBa e psko cpeliana peakius
KBbM JICKAapCTBCHU IIpE€TIapaTy, U3M0JI3BaH! 3a JICHCHHNUEC Ha TCKKU IICUXUYIHU HapymeHI/m).

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

- MMaTe TeXKKO YepPHOAPOOHO 3a00JIIBaHE.

Ipenynpe:xaeHus ¥ npeanasHu MepKH

ToBopere ¢ Bamws nekap unu hapMaliieBT, npeau ja npuemere Stalevo, ako WMaTe Wi HIKOTa CTe

HMMAaJIH:

- ChpJcueH UH(APKT WK APYTo 3a00/sIBaHE HA CHPIETO, BKIYUTEIHO ChPACUHU apUTMHH, UITH
Ha KPbBOHOCHHUTE ChIOBE

- acTMa WJIM JIpyro 3a0oJjisiBaHe Ha OenuTe IpoOoBe
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- 4epHOIPOOEH MpobIeM, 3aI0TO MOXKe Jla € HeoOX0 Mo f03ata Bu 1a 0b1e kopurupaHa

- OBOPEYHO WIIH XOPMOHATHO 3a00IIsIBaHe

- CTOMAIITHH SI3BH MJTU T'BPUYOBE

- aKO MMaTe MPOJBIDKUATEIHA IHAPHs, KOHCYITHpalTe ce ¢ Bamms nexap, Thil KaTo TS MOXe Ja
€ TIPU3HAaK Ha BB3MAJICHUE Ha e0eTI0TO YepBO

- HsIKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KaTO MICUX03a

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

IlochBeTBaTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMPpHUEMATec:

- AHTUIICUXOTHUYHU CPCACTBA (J'IeKapCTBa, yHOTpe6$IBaHI/I 3a JICYCHHUC Ha HCI/IXO3I/I)

- JICKApCTBO, KOCTO MOKC a MPUINHU ITOHUKABAHC HAa KPBbBHOTO HAJISAATAHE IPU CTABAHC OT CTOJI
WA JETJ0. TpH6Ba Ja 3HacTe, 4c Stalevo Moxe Ja BJIOIIN TC3H PCAKIHHU.

ITocwBeTBaiTE ce ¢ Bamus jekap, ako 1o BpeMe Ha JIEYEHHUETO Che Stalevo:

- 3abenexuTe, 4e MyCKyIuTe Bu craHaT MHOTO HANPETHATH WITU CHITHO MOTPBIIBAT, WIIN
MOJTyYUTe TpernepeHe, Bb30yna, 00bpKBaHe, TPECKa, YCKOPEH MYJIC HITU TOJIEMU OTKJIOHEHUS B
KPBBHOTO HaJAraHe. AKO Ce CITy4d HAKOE OT T€3U Hellla, He3a0aBHO ce cBbpkeTe ¢ Bamus
Jekap.

- Ce UyBCTBaTe JCNPECUPaHU, UIMaTe MICIH 33 CAaMOYOHICTBO WIIH 3a0eNeKUTe HeOONIaiftHN
MIPOMEHHU B MOBEJICHUETO CH.

- YCTaHOBSIBAaTE, Y€ BHE3AITHO 3aCIIUBATE I CE€ YyBCTBATE MHOTO CHHIMBU. AKO TOBa C€ CIy4H,
He TpsOBa 1a modupare WK Ja U3MO0JI3BaTe MHCTPYMEHTH WIIM MAaIllMHU (BHXKTE CHIO pa3zel
"[lloupane u padorta ¢ MaIuHKu").

- 3a0enexuTe, 4e ce MOSABsIBAT HEKOHTPOJIMPAHH JIBUKCHUS WK C€ BIIOIIIAT, CIIE]] KaTO CTe
3armovHaiy Ja mpuemate Stalevo. Ako ToBa ce CiIydH, MOXe Ja ce HaJIoKK Bamwust jgexkap 1a
MIPOMEHHU J103aTa HAa aHTUIAPKUHCOHOBOTO Bu nekapcTBo.

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

- “MaTe MPOTPecUBHA aHOPEKCHS, aCTeHUs (cIaboCT, U3TOIIEHUE) ¥ HaMalleHUe Ha TETJIOTO 3a
OTHOCHTEITHO KpPaThK MEePHOJ] OT BpeMe. AKO TOBa C€ CIIy4H, TPAOBa a ce 0OMHUCIN 00T
MEIUIIMHCKH TIpeTJie]l, BKIIOYBAII OIIEHKA Ha YepHOApOoOHAaTa (QYHKIIHSL.

- YyBCTBaTe HyX/Ia Jia CIipeTe yrnoTpedara Ha Stalevo, BikTe pasaen “Ako cTe ciupend mprema
Ha Stalevo”.

Wndopmupaiite Bamms iexap, ako Bue mnu cemeiictBoro Bu/To3m, KoifTo monara rpuxku 3a0esiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJIEIIN 10 CHITHO XKEJIaHHE 32 TOJIEMHU 103U
Stalevo u npyru nekapcTBa, M3MOA3BAHM 3a JiedeHne Ha 6osectTa Ha [lapkuHCOH.

Wudopmupaiite Bammst nekap, ako Bue nnm Bameto cemeiictBo/6onHore1ay 3abenexure, e
IIPOABABATE CKIIOHHOCT HUJIM HECIIPCOJOJIMMO KEJIaHUE 1a C€ AbPKUTE 110 HAYUH, KOWUTO € HeoOMUaeH
3a Bac unmm He MoxkeTe Ia YCTOUTEC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
OIpe/ieNieH: ACHCTBUS, C KOUTO MOXE JIa C& HapaHUTE WK J1a HapaHuTe okoiHuTe. [101006H0
MMOBCACHUC CC HapH4a HAPYIHICH KOHTPOJI HaJl UMITYJICUTC U MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO SIICHE HIIH XapueHe, MPEKOMEPHO CEKCYaTHO JKeIaHHe MM HATPATuUuBH
CCKCYyaJIHU MUCJIU WJIN TTIPEACTABU. Moxe Ja C€ HAJIO0XHN Bammsar JICKAp Ja HalpaBu IIPCOIICHKA Ha
Jedyenuero Bu.

Barmusar iekap Moe J1a HanpaBu HAKOU PEIOBHH JTA00PATOPHU U3CICBAHUS MIPH MPOIBIKUTESITHO
JeyeHue cue Stalevo.

Axo TpSI6Ba Ja €€ MOJIOKHUTEC Ha Oriepanus, MOJIsI YBEAOMCETEC Bamms JICKap, 4€ nmpuemare Stalevo.

He ce npenoppuBa u3non3Banero Ha Stalevo 3a jeyeHne Ha eKCTPaUpaMUIHU CUMITOMH (HalpuMep
HEBOJICBH JIBM)KECHUS, TPENEpeHe, MYCKYyJHAa CKOBAHOCT M MYCKYJIHU CBKpAIICHHUS) NMPUYMHEHU OT
JpYyTH JIEKapCcTBa.
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ﬂega Y IOHOIIIH

Onutst cbe Stalevo npu nauuentu nox 18 ronunu e orpannde. [lopaau ToBa ynorpebara Ha Stalevo
MIpH Jiela UK FOHOIIN HE CE NMPENopbhUBa.

dpyru nexapcrBa u Stalevo

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

He npuemaiite Stalevo, ako npuemare HAKOM JISKapCTBa 3a J€UCHHE Ha Aenpecus (KoMOWHALNU OT
cenexktuBHA MAO-A 1 MAO-B naxubutopu unu HecenektuBHE MAO-uHXHOUTOPN).

Stalevo moxke Ja yBCIn4aBa Gq)eKTI/ITe 1 HCIKCIIAHUTC PCAKIIUHU Ha OIIPCACIICHU JICKAPCTBA. Te

BKJIIOYBAT:

- JICKapCTBa, U3IIOJ3BAHHU 3a JICUCHUC HA ACTIPCCUS, KATO MOKJ'IO6CMHZ[, AMUTPUIITUIINH,
AC3UIIPpAMUH, MAIIPOTHUIINH, BeHJ'Ia(baKCI/IH 1 MapOKCETHUH

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

- AAPCHAJINH, U3IIOJI3BAH ITPU TCXKKHU AJICPIrUIHN pCAKIUN

- HOpaApCHAJIUH, JOTIAMUH U )_IO6YTaMI/IH, H3IOJI3BAHU 34 JICUCHUC HAa ChbPACUHHA 0O0JIECTH U HUCKO
KPBbBHO HAJIATAHC

- aﬂ(i)a—MeTI/IJ'I)_IOHa, H3IM0JI3BaHa 3a JICUCHUC Ha BUCOKO KPbBHO HAJISATAHE

- aHOMOp(I)I/IH, KOMTO ce M3IT0JI3Ba 3a JecUcHue Ha 00lecTTa Ha HapKI/IHCOH

Edexrure na Stalevo morar ga 6baat oTCIa0CHN OT HAKOH JieKapcTBa. Te BKIOYBAT:

- JIOIAaMHMHOBH aHTAarOHHCTH, U3IIOJ3BAaHU 34 JICUCHUE HA TICUXUYHH HapyLICHUs, FaIcHe U
MOBpPBLIAHE

- (eHNUTOUH, U3ION3BaH 3a MPOPUIAKTHKA HA ThPUOBE

- TamnaBepUH, U3MOI3BaH 3a OTIYCKaHE HA MYCKYJINTE

Stalevo Moxe &1a mpeyn Ha yCBOSIBAaHETO Ha kema30. ClieoBaTeIHO He IpueMaiite Stalevo
€HOBPEMEHHO C XPaHUTEIHU T00ABKH, ChIABPIKAIIH jKea30. Clies KaTo cTe MPHUeH HIAKOE OT JBETE,
H34akaiiTe Hail-Manko 2 10 3 yaca npeau aa npueMeTe ApyroTo.

Stalevo ¢ XxpaHu ¥ HAIUTKHA

Stalevo Moxe na ce nmpuema ¢ win 0e3 XpaHa.

[Ipu maxown nanuentu Stalevo Moxe na He ce abcopOupa J00pe, aKko ce IpueMa C HITH CKOPO CIIe
Ooraru Ha OENTHYMHH XpaHU (KaTo HapuMep Meca, prda, MIICYHH TPOAYKTH, CEMEHA U SI/IKH).
[TocwBeTBaiite ce ¢ Bamus nexap, ako cuuTaTe, 4e ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

AKko cte OpeMeHHa WK KbpPMHUTE, CMATATE, Y€ MOXKE Aa CTe OpeMEHHA WM [UTaHUupaTe OpEeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms nekap nnm papManeBT npeau ynorpedaTa Ha TOBa JEKapCTBO.

He Tpsi6Ba 1a kppMuTE IO BpeMe Ha JIedeHHETO Chbe Stalevo.

Hlopupane u padoTa ¢ MAIIUHU

Stalevo moxe a moHW XK KpBBHOTO Bu Hansirane, koeTo Moxe /1a Bu Hakapa 1a modyBcTBaTe
cmaboct i 3aMasiHocT. CienoBaTenHo TpsiOBa ga ObaeTe 0cOOCHO BHUMATEHU NIpH ModupaHe u

pa60Ta C UHCTPYMCHTHU WJIK 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 cnyqaﬁ, MOKE aa ITOCTaBUTE cebecuu APYTUTC B OITACHOCT OT CCPHUO3HO
HapaHsIBaHC WX CMBPT.

Stalevo cbabp:ka 3axapo3a

Stalevo cpabprka 3axaposa (1,6 mg/rabnerka). Ako Bamust nexap Bu e xa3an, ue umare
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce C HEero, MPeIu 1a MpHUeMeTe TO3H JeKapCTBEH
MPOAYKT.

3. Kak na npuemare Stalevo

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

IIpu BB3pacTHU U XOpa B CTapuecKa Bb3PAacT:

- Bammst nekap e Bu kaxke TouHO KOJIKO TabneTku Stalevo a B3emare THEBHO.

- TabGnerkure He ca mperHA3HAYCHU Aa C€ JEIISAT WM YYILT Ha IMO-MaJIKU apyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

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

- Axo mpuemare Stalevo 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 apManeBT, ako MUCTUTE, Y€ eQeKThT Ha Stalevo e mpekajgeHo cuieH
WM TIPEKAJICHO CcJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHu.

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

AKo cTe pHesu MoBeve 0T HeodxoaMMaTa 103a Stalevo

AKO ciIy4aifHO CTe TpUeln TpeKalieHo MHOTO TabneTku Stalevo, obanere ce He3abaBHO Ha Barmms
nexap i papmanent. B cirydait Ha mpeio3upane MoKe Jia MovyBcTBaTe 0OBPKBaHE HITH BB30Y/Ia,
chbpieuHaTa Bu nefinoct Moke 1a Obie o-0aBHA WK 10-0bp3a OT 0OMYAHHOTO HJIK IIBETHT Ha
KOJKaTa, e31uka, OYMTe WK ypuHata Bu Moxe 1a ce MpOMEHH.

AKo cTe MpoNycHAJIN Aa npuemere Stalevo

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

Axo nMa noseue ot 1 gac go ciensamiara Bu mosa:
B3emere eana TabieTka, BeJHara ciej KaTo ¢ce CETUTE U clieBaliara TabjaeTka B peIOBHOTO BpeMe.

AKo nMa mmo-mainko oT 1 gac 110 crienBamiata Bu go3a:
B3emeTe eqHa TabiieTka, BeHAra ciiejl KaTo ce CeTUTE, u34akaiTe 1 Jyac ¥ B3eMeTe Ollle eaHa
tabnerka. Cien ToBa ce BbpHETE KbM Baius peoBeH rpaduk.

BuHaru ocrapsiiiTe moHe €1H Yac MHTEPBaJl MEXy TabaeTkuTe Stalevo, 3a 1a n30erHeTe Bb3MOXKHU
HEXEJTaH! PeaKITiu.

AKo cTe cripesii mpuema Ha Stalevo
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He cniupaiite npuema Ha Stalevo, ocBen ako Bammusar nexap ne Bu kaxe na ro Hanpasure. B TakbB
ciryyaii, Moxe Jja € HeoOXoauMo Bamusr siekap Ja MpoOMEHHU I03UTE Ha OCTAaHAIIUTE
AHTUIApKUHCOHOBH JIEKAPCTBAa KOUTO MIPHEMATE, MO-CIIEIUAIHO JIEBOAONA, 3a Ja IOCTUTHE
JOCTaThu€H KOHTPOJ BbPXY cuMnToMute Bu. Axo ps3ko npekbscHeTe npreMa Ha Stalevo u npyru
AHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J]a IOBENE A0 HEXKETaHHU PEAKLUH.

AKO MMaTe HAKaKBU AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHIOTpedaTa Ha TOBA JICKApCTBO, ONMHUTATE
Bamms nekap nim ¢papmarenT.

4. Bb3MOKHH HeKeJIaHU P€aKkumuun

KaxTo BcH4ku IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIAHN PEAKIINH, BHIIPEKH Ue He
BCEKH T MMoyTydaBa. MHOTO OT Te3W HEXENaHH PEeaKIUi MoraT Jja ObJaT 00JIEeKUYeHH Ype3 peryupaHe
Ha Jio3arta.

AKO TI0 BpeMe Ha JICYCHHETO Che Stalevo monydnre cleIHUTE CUMIITOMH, CBBPsKeTe ce He3a0aBHO ¢

Bamus jekap:

- MyCKyJuTe Bu ca MHOTO CKOBaHM WM CHJIHO TOTPBIIBAT, MMaTe TpEmepeHe, BB30yna,
00BpKBaHe, TPECKA, YCKOPEH IMYJIC I TOJIeMH OTKJIOHEHHS B KPbBHOTO Haisirane. Te morat na
ObJIaT CUMIITOMH Ha 37I0Ka4uecTBeH HeBposenTtuyeH cunapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3MOJ3BaHM 3a JICUEHHWE Ha HApYILIEHHs Ha LIEHTpajHaTa HEpBHAa CHCTEMA) WIH
pabnomuonu3za (psAKo, TEXKKO MYCKYITHO HApYIICHUE).

- ajlepruyHa peakuus, YAUTO TPHU3HALKM MOraT Ja BKJIIOYBAT YpPTHKapus (KONpPHUBHA TPeECcKa),
CchpOek, 0OpHUB, NOJyBaHE HA JIMIIETO, YCTHHUTE, €3MKa MJIM T'bPJIOTO. TOBa MOXKE Ja MPUYHHU
3aTPYAHEHO JIUIIIAHE VI MPETIbIIaHE.

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

- HEKOHTPOJIMPAHU ABMKEHUS (IMCKUHE3UHN)

- noBaurane (rajeHe)

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

- TAAPHS

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

- CBETOBLPTEK WM TIPUJIONIABAHE, MBDKAIA CE HA HUCKO KPHBHO HAISATAaHE, BUCOKO KPBHBHO
HaJIsIraHe

- 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 M3MEHEHHUS, BKJIIOYBAIIM INPOOJEMH C MaMeTTa, OE3MOKOHCTBO MW JENpecHs
(BB3MOIKHO ChC MHCJIH 32 CaMOYOHICTBO)

- MpOsSIBU Ha 3a00JisBaHEe Ha CBHPIETO WIM apTepuuTe (Karo IpbAHAa O00JIKA), HENPABUIHH
ChpJeYHa ICMHOCT U PUTHM

- I10-4EeCTO MajaHe

- 3aIyX

- 3aCUIJICHO TIOTeHE, OOPUBH

- MYCKYJIHH KpPaMIIH, TOJAyBaHe Ha KpakaTa

- 3aMBbIJICHO BIDKIAHE

- aHeMUs

- HaMaJIeH alleTUT, HaMaJICHO TErjIo

- rinaBoboire, OOJIKK B CTABUTE

- MH(pEKIYS Ha MUKOYHUTE IBTHIIA

Heuectu (morar ga 3acersat 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 e0eI0TO YepBo)

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

- 3aTpyJAHCHHUE NIPU T'bIITAHE

- HECIIOCOOHOCT 33 ypUHUPAHE

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

CHIHO XeJICHHE 3a TOJIEMHU J031 Stalevo, HaJaBUIIIaBalln HCO6XO,I[I/IMI/ITC 34 KOHTPOJHUPAHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KAaTO CUHAPOM Ha JOIMMAMWHOBA AUCPCTyJIallus. Hsxon ManuCHTHU
nojry4daBat HEOOWYalHH HEBOJICBU JABHKCHUA ()_II/ICKI/IH63I/I$I) B TCXKKa q)opMa, IIpOMCHU B
HAaCTPOCHUCTO HUJIU APYTHU HCIKCIaHU pCAKIHUU CJICI IMMPUCM Ha I'OJICMU 103U Stalevo.

ChOOIIIEHH] ca CBINO CACTHUTE HEKEIAHN PEAKIINN:
- XeMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
- CHpOeK

Moske 12 MOSyYUTe CIASAHNUTE HEKETaHU PEaKITHH:
. HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO
Morar fia ObJaT BpeIHH, B TOBA YUCIIO:
e (CuneH UMITYJIC KbM MPEKOMEPEH Xa3apT BBIIPEKU CEPUO3HUTE JIMYHU WM CEMEWHN
MOCTIEACTBUS;
e Hapy1ieH win NoBHILIEH CEKCyaleH HHTEPEC WM MIOBEEHHE, KOETO MOKE 3HAUUTEIHO /1a
Bu nputecHsBa nnM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
e HekoHTponupyemo na3zapyBaHe WM XapueHe Ha MapH;
e Jlpessxnane (mpueM Ha TOJEMH KOJIMYECTBA XPaHa 3a KPAaThK MEPUO]] OT BpeMe) MU
KOMITYJICUBHO NpespKAaHe (IpUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBede 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

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

Cro01aBaHe HA He)KeJIAHU Peakiuu

AKO MoJTyuuTe HIKAKBU HEXeJlaHH JIEKapCTBEHHU peaklnu, yBeaomere Bamus nexap unu gapmaresT.
ToBa BKJII0UBa BCHUKM Bb3MOXKHH, HEOITMCAHU B TA3U JIMCTOBKA HEXeJaHU peakuuu. Moxere ChIIo
Jia ChOOIIUTE HEXKEJIaHU PeaKkMi AUPEKTHO Ype3 HallMOHANHATA CUCTEMA 3a ChOOIIaBaHe, IIOCOYCHA
B Ilpunoxxenue V. Karo crobmaBare HeskeslaHN PEaKIU, MOKETE Ja JaJleTe CBOS MPUHOC 32
MoJIy4aBaHe Ha MoBeve HH(POpMaIHs OTHOCHO Oe30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate Stalevo

Jla ce cpxpaHsIBa Ha MSCTO, HEIOCTBITHO 32 JIea.

Jla He ce U3MoII3Ba cie]] CpOKa Ha TOAHOCT, OTOENA3aH BhpXY OyTHIIKAaTa U KapTOHEHATa KyTHS CIIe
“T'ogen n0:”. CpOKbT Ha TOTHOCT OTTOBAps Ha MOCIETHU JIeH OT TTOCOUYEHUS MECell.

To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.

66


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

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

6. ChbabpkaHue Ha ONAKOBKATA U I0NbJIHUTEIHA HHpOpMALUS
KakBo cbabp:ka Stalevo

- AKTUBHHTE ChCTaBKH Ha Stalevo ca jeBopona, KapOuaona 1 eHTaKaIoH.

- Bceska Tabnerka Stalevo 100 mg/25 mg/200 mg ceabpxa 100 mg neBogona, 25 mg xapOugomna
1 200 mg eHTaKarnoH.

- OcrtananuTe ChCTaBKU Ha SAPOTO Ha TaOJIETKATa ca: KpOCKapMeJio3a HaTpHid, MarHe3ueB
cTeapar, napeBu4HO Humiecte, MaHuTol (E421) u mosumon (E1201).

- ChcraBkute Ha (pUIMOBOTO MOKpHUTHE ca rmnepon (85 nporenra) (E422), xumpomenosa,
MarHesueB creapat noaucopOar 80, yepBeH xeneseH okcun (E172), 3axaposa, THTaHOB
muoxcun (E171) u xbat xenesed okcun (E172).

Kak usriexna Stalevo n kKakBo ChIbpiKa 0NAKOBKAaTA

Tabnerkure Stalevo 100 mg/25 mg/200 mg ca kadheHNKaBH WM CHBO-YCPBEHUKABH, OBAJIHH, 0€3
JenuTenHa yepra, osHadenu ¢ ,,LCE 100 ot emnara ctpana.

Stalevo ce mpemjara B IIeCT ONMAKOBKH ¢ pa3IndHo chabprxkanue (10, 30, 100, 130, 175 umu 250
Tabyetkn). He BcHyku BUIOBE OMMAKOBKM MOTAT Jia ObJaT MyCHATH B IIpoAaxoa.

IIpuTexaTtes1 Ha pa3pelIeHHETO 32 yNoTpeda
Orion Corporation

Orionintie 1

F1-02200 Espoo

dunnangus

IIponsBoauTesn

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

Orion Corporation Orion Pharma
Orionintie 1

F1-02200 Espoo

dunnangus

3a nonmbaHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MTPOAYKT, MOJISI CBBPIKETE CE C JIOKATHUSI
MpeJICTaBUTEN Ha TIPUTEKATENSI HA pa3pelIeHHeTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien Lietuva

Orion Pharma BVBA/SPRL UAB Orion Pharma
Tél/Tel: +32 (0)15 64 10 20 Tel. +370 5 276 9499
bbarapus Luxembourg/Luxemburg
Orion Pharma Poland Sp z.0.0. Orion Pharma BVBA/SPRL
Ten.: +48 22 8333177 Tél/Tel: +32 (0)15 64 10 20
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Ceska republika
Orion Pharma s.r.o.
Tel: +420 234 703 305

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

Deutschland
Orion Pharma GmbH
Tel: +49 40 899 6890

Eesti
Orion Pharma Eesti OU
Tel: +372 66 44 550

| WYX T
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Pharma S.L.
Tel: +34 91 599 86 01

France
Centre Spécialités Pharmaceutiques
Tel: + 33 (0) 1 47 04 80 46

Hrvatska
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Ireland

Orion Pharma (Ireland) Ltd.
c/o Allphar Services Ltd.
Tel: +353 1428 7777

Island
Vistor hf.
Simi: +354 535 7000

Italia
Orion Pharma S.r.l.
Tel: +39 02 67876111

Kvnpog
Lifepharma (ZAM) Ltd
TnA.: +357 22056300

Latvija

Orion Corporation

Orion Pharma parstavnieciba
Tel: +371 20028332

Magyarorszag
Orion Pharma Kft.
Tel.: +36 1 239 9095

Malta
Salomone Pharma
Tel: +356 21220174

Nederland
Orion Pharma BVBA/SPRL
Tél/Tel: +32 (0)15 64 10 20

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

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

Portugal
Orionfin Unipessoal Lda
Tel: + 351 21 154 68 20

Roménia
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Slovenska republika
Orion Pharma s.r.o
Tel: +420 234 703 305

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

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

United Kingdom
Orion Pharma (UK) Ltd.
Tel: +44 1635 520 300

I[aTa Ha IMOCJCAHO NMpepasriaecKiane Ha JUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa mH(pOpMAaNHS 3a TOBA JIEKAPCTBO € MPEeI0CTaBeHa Ha yeOcaiita Ha EBporietickara areHIus
0 JIeKapcTBara: http:// www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Stalevo 125 mg/31,25 mg/200 mg ¢puimMupanm TadJeTKU
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

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

Thil KaTo T4 ChAbpPiKa BakHa 3a Bac undopmanmus.

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

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

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

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

KakBo cbIbpika Ta3u JINCTOBKA:

KakBo npencrasinsiBa Stalevo 1 3a kKakBo ce U3M0I3Ba
Kakgo Tps10Ba na 3Haete, npeau a npuemete Stalevo

Kak na nmpuemare Stalevo

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Stalevo

CT)I[’Lp)KaHI/Ie Ha OITaKOBKaTa U AOIIBJIHUTCIIHA I/IH(l)OpMaHI/ISI

ANk L=

1. Kakso npencrapiasiBa Stalevo n 3a KakBo ce U3M0JI3Ba

Stalevo cbapprka TpH aKTUBHU BellecTBa (JeBOAONA, KapOUIONa U eHTaKaloH) B efHa puiMupana
tabneTka. Stalevo ce u3non3sa 3a jeueHue Ha Oonectra Ha [lapkuHCOH.

Bonecrra na [lapkuHCOH ce MpUUMHSABA OT HUCKM HHBA B MO3bKa Ha BEIIECTBO, HAPEUECHO TOTIAMHH.
JleBosroma moBmIIaBa KoJM4YecTBaTa Ha IOMIAMHH U Taka HaMaslsiBa CHMIITOMHTE Ha 00JiecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTHIIAPKHHCOHOBHTE ¢(PEKTH Ha JIEBOJIONA.

2. Kakso Tpsa6Ba 1a 3HaeTe, npeau aa npuemere Stalevo

He npuemaiire Stalevo, ako:

- CTC aJICPruiHu KbM JICBOAOIIA, Kap61/1,uona, CHTAKaIlOH HUJIN HAKOS OT OCTaHAJINTE ChbCTAaBKH Ha
TOBA JICKapPCTBO (M30pOCHHU B TOYKA 6)

- MMaTe TECHOBI'bJIHA IIIayKoMa (3a00JIIBaHe Ha OUUTE).

- uMare TyMop Ha HaJOBOpeuHara sxiesa.

- npreMare HsIKOH JIEKapCTBa 3a JICUeHHE Ha Jerpecus (KoMOnHauu oT celneKTuBHU MAO-A u
MAO-B uHXuOUTOpY MM HeCEeeKTUBHU M A O-MHXUOUTOPH ).

- HSIKOTa CT€ MMaJIA HeBposienTuueH MainuraeH cuaapoM (HMC-ToBa e psko cperiana peakius
KBbM JICKAapCTBCHU IIpE€TIapaTy, U3M0JI3BaH! 3a JICHCHHNUEC Ha TCKKU IICUXUYIHU HapymeHI/m).

- HSKOTa CTE MMaJId HeTpaBMaTHYHA pa0IoMHOIH3a (PSAKO MYCKY/IHO 3a00/IsIBaHE ).

- MMaTe TeXKKO YepPHOAPOOHO 3a00JIIBaHE.

Ipenynpe:xxaeHus ¥ npeanasHu MepKH

ToBopete ¢ Barus nekap win gapMarieBt, npeau jia mpuemere Stalevo, ako UMaTe Wik HIKOTa CTe

HUMaJIn:

- ChpJcUeH UH(APKT WK JPYTo 3a00JsIBAaHE HA CHPIETO, BKIOYUTEIHO ChPACYHN apUTMHH, UK
Ha KPBBOHOCHHUTE CHIOBE

- acTMa WM JIpyro 3a0oJjisiBaHe Ha OenuTe IpoOoBe
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- 4epHOIPOOEH MpodIIeM, 3al0To MOXKe Ja € HeoOXoauMo ao3ata Bu 1a 0b/1e kopurupaHa.

- OBOPEYHO WIIH XOPMOHATHO 3a00IIsIBaHe

- CTOMAIITHH SI3BH WU T'BPUYOBE

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

- HsIKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KaTO MICUX03a

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

IlochBeTBaTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMpHUEMarTec:

- AHTUIICUXOTHUYHU CPCACTBA (J'IeKapCTBa, yHOTpe6$IBaHI/I 3a JICYCHHUC Ha HCI/IXO3I/I)

- JICKApCTBO, KOCTO MOKC a MPUYINHU NOHN)KABAHC HA KPbBHOTO HAJISATAHE IPHU CTABAHC OT CTOJI
WA JETJ0. TpH6Ba Ja 3HacTe, 4c Stalevo Moxe Ja BJIOIIN TC3H PCAKIHHU.

IMocwBeTBaliTe ce ¢ Bamus ngekap, ako Mo Bpeme Ha JedeHHeTo che Stalevo:

- 3a0eNeKUTEe, Y€ MYCKYJTUTe BU cTaHAT MHOTO HANIPETHATH WJIH CHITHO TIOTPBIIBAT, HITH
MOJYYHTE TPETEPEHe, Bb30y/a, 00bPKBaHE, TPECKa, YCKOPEH MYJIC MU TOJIEMU OTKJIOHCHHUS B
KPBBHOTO HassiraHe. AKO Ce CITy4Hd HIKOE OT Te3U Hellla, He3a0aBHO ce cBbp:keTe ¢ Bamus
Jiekap.

- Ce YyBCTBATe JCMPECUPAHH, UMATE MUCIIH 32 CAMOYOUHCTBO WITH 3a0eNeKUTe HeoOHUaitHu
MPOMEHH B MOBEICHUETO CH.

- YCTaHOBABATEC, 4€ BHE3AITHO 3aCIMBATC WUJIM C€ YYBCTBATC MHOT'O CHbHJIMBU. AKO TOBa CC CJIy4H,
He TpsiOBa Ja modupare WM Ja U3MO0JI3BaTe HHCTPYMEHTH WIIM MAIIMHU (BHXKTE CHIIO pa3fiell
"[lloupane u padorta ¢ MaIuHKu").

- 3a0CNEKUTE, e CE MOSBIBAT HEKOHTPOJIUPAHU JBMKCHUS WIIN CE BIIOIIAT, CJIE]] KATO CTe
3amoyHay Ja npueMate Stalevo. AKo TOBa ce CIy4d, MOXKE J1a Ce HAJIOKU Bammust nekap na
MPOMEHH J103aTa Ha aHTHIIAPKMHCOHOBOTO BH JiekapcTBo.

- MOJYYHUTE AUAPHS; MPEMOPHYUBA CE CIECHE Ha TErJI0TO, 3a Ja ce M30erHe Bh3MOKHA
mpeKoMepHa 3aryba Ha TerJio.

- uMare MporpecuBHa aHOPEKCHs, acTeHHs (c1adoCT, U3TOIECHHE) U HAMAJICHHE Ha TEeTJIOTO 3a
OTHOCHTEITHO KPaThK MEPHUOJ OT BpeMe. AKO TOBa ce CIy4H, TPSOBa 1a ce OOMUCIH 001
MEIUIUHCKH TIPETJie]I, BKITFOYBAII] OLICHKA HA YePHOAPOOHATA (DYHKIIHS.

- YyBCTBAaTe HYXJa Jia crpeTe ynoTpedata Ha Stalevo, BixkTe pasfien “AKo CTe CIpesu nprueMa
Ha Stalevo”.

Wndopmupaiite Bamms nexap, ako Bue mwium cemeiictBoro Bu/To3m, KoiiTo nmonara rpuxku 3a0emiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CUMIITOMH, BOJICILU 10 CHJIHO JKEJIAHHE 32 TOJIEMHU 103U
Stalevo u npyru nekapcTBa, M3MOA3BAHM 3a JiedeHne Ha 6osectTa Ha [lapkuHCOH.

WNudopmupaiite Bamms nexap, ako Bue nnm Banrero cemelictBo/0onHorIe 124 3a0€1ekKuTE, e
IIPOABABATEC CKIIOHHOCT HUJIM HECIIPCOJOJIMMO KEJIaHUEC J1a C€ AbPKUTE 110 HAYUH, KOHMTO ¢ HeoOnuaeH
3a Bac unm He MmoxeTe Ia YCTOUTEC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
OTIpeIeNIeHH JICHCTBUS, C KOUTO MOXKE Jla C€ HapaHUTE WU Jia HapaHuTe okoiHute. [1o100HO
MMOBCACHUC CC HapH4a HAPYUICH KOHTPOJI HaZl UMITYJICUTC U MOXKE a BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, IPEKOMEPHO SIICHE WM XapuyeHe, IPEKOMEPHO CEKCYaJIHO JKEJIaHUE WIH HaTpar4uBU
CCKCYaJIHU MUCJIU WJIN NTPEACTaBU. Moxe Ja C€ HaJIOXKH Bammsar JICKAap Ja HarlpaBX NPCOICHKA Ha
Jedyenuero Bu.

Barmwmsr iekap Moe J1a HanpaBu HAKOU PEIOBHH JTA00PATOPHU U3CICBAHUS TPH MPOIBIKUTESITHO
JeyeHue cue Stalevo.

Axo TpSI6Ba Ja €€ MOJIOKHUTEC Ha Oriepanus, MOJIsI YBEAOMCETEC Bamms JICKap, 4€ nmpuemare Stalevo.

He ce npenoppuBa u3non3Banero Ha Stalevo 3a jeyeHne Ha eKCTPaUpaMUIHU CUMITOMH (HalpuMep
HEBOJICBH JIBM)KECHUS, TPENEpEeHe, MYCKYyJHa CKOBAHOCT M MYCKYJIHH CBKpAIICHHUS) NMPUYMHEHU OT
JpYyTH JIEKapCcTBa.
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ﬂega Y IOHOIIIH

Onutst cbe Stalevo npu nauuentu nox 18 ronunu e orpannded. [lopaau ToBa ynorpebara Ha Stalevo
MIpH Jiela UK FOHOIIN HE CE NMPENopbhUBa.

dpyru nexapcrBa u Stalevo

Wndopmupaiite Bammst nexap i papmaneBT, ako pueMaTe, HaCKOpo CTe MPUEMaId WU €
BB3MOXHO J1a TpHEeMaTe APYTH JIEKapCTBa.

He npuemaiite Stalevo, ako npuemare HIKOH JIEKapCTBa 3a JCUCHHE Ha Aerpecus (KoMOWHALNU OT
cenexktuBHE MAO-A 1 MAO-B naxubutopu miu HeceleKTHBHE MAO-HHXHOUTOPH)

Stalevo moxke Ja yBCIn4aBa Gq)eKTI/ITe 1 HCIKCIIAHUTC PCAKIIUHU Ha OIIPCACIICHU JICKAPCTBA. Te

BKJIIOYBAT:

- JICKApCTBAa, U3IIO0J3BAHU 3a JICUCHUC Ha ACTIPECUA, KATO MOKHO6€MI/I)_I, AMUTPUIITUIINH,
AC3UIIPpAMUH, MAIIPOTHUIINH, BeHJ'Ia(baKCI/IH 1 MapOKCETHUH

- PUMUTEPOJI U U3OMIPCHAIINH, U3ITOJI3BAHU 3a JICUHCHUC Ha OolecT Ha JAUXATCIIHUTC IIbTUIIA

- AAPCHAJINH, U3IIOJI3BAH ITPU TCXKKHU AJICPIrUIHN pCAKIUN

- HOpaApCHAJIUH, JOIIAMUH U ,Z[O6YT3_MI/IH, H310JI3BAHU 34a JICYCHUC Ha CbpACYHU 0O0JIECTH U HUCKO
KPBbBHO HAJIATAHC

- aﬂ(i)a—MeTHJ'I)_IOHa, H310JI3BaHa 3a JICHCHUC Ha BUCOKO KPBbBHO HAJIATAaHE

- aHOMOp(I)I/IH, KOMTO ce M3IT0JI3Ba 3a JecUcHue Ha 00lecTTa Ha HapKI/IHCOH

E(i)eKTI/ITe Ha Stalevo morar Ja 6’B,Z[aT OTCIa0CHU OT HAKOH JICKapCTBa. Te BkIIOYBAT:

- HOIIaMHWHOBU aHTAarOHUCTHU, U3IIOJI3BAHU 3a JICHCHUC HAa ICUXWUYHU HAPYUICHHUA, TaICHC U
MOBPBLIIAHE

- (1)6HI/ITOI/IH, H3II0J3BaH 3a HpO(I)I/IJ'IaKTI/IKa Ha I'bPY0BC

- naraBepuH, U3MOJI3BAH 3a OTIIYCKAHC Ha MYCKYJIUTC

Stalevo Moxe 1a mpedn Ha yCBOSIBAHETO Ha skensa30. CreoBaTenHo He npueMaiite Stalevo
€IHOBPEMEHHO C XpaHUTEIHH J00AaBKH, ChIbPIKAIIHN Keys130. Clies KaTo CcTe MPUENIH HIKOE OT ABETE,
M34akaiTe Hali-Maiko 2 10 3 gaca Mpeau Aa NpHeMeTe IPYyroTo.

Stalevo ¢ XxpaHu ¥ HAIUTKHA

Stalevo Moxe na ce mpuema ¢ wim 0e3 XpaHa.

[Ipu maxown nanuentu Stalevo Moxe na He ce abcopOupa J00pe, aKko ce IpueMa C HITH CKOPO CIIe
Ooraru Ha OCITHYMHH XpaHU (KaTo HampuMep Meca, pruoda, MIICYHH MTPOAYKTH, CEMEHA U SIKH ).
[TocwBeTBaiite ce ¢ Bamus nekap, ako cuuTaTe, 4ye ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

AKko cte OpeMeHHa WK KbpPMHUTE, CMATATE, Y€ MOXE Aa CTe OpeMEHHA WM IUTaHUupaTe OpEeMEHHOCT,
nochbBeTBalTe ce ¢ Bamms nekap niu papManeBT npeau ynorpedaTta Ha TOBa JEKapCTBO.

He Tpsi6Ba 1a kppMuTE IO BpeMe Ha JIeUeHHETO Che Stalevo.

Hlopupane u padoTa ¢ MAIIUHU

Stalevo moxe a moHW XK KpBBHOTO Bu Hansirane, koeTo Moxe /1a Bu Hakapa 1a modyBcTBaTe
cimaboct i 3aMasiHocT. CiemoBaTenHo TpsiOBa Ja ObaeTe 0cOOCHO BHUMATETHA MTPpH o(QUpaHe u

pa60Ta C UHCTPYMCHTHU WJIK MAalllMHU.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIAaTe, Y€ BHEC3aIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ PA3CbHUTC HAITBJIHO, IIPCAN A I]_IO(i)I/IpaTe HJIN Ja BbPIIWUTE HCIIO APYTO, KOCTO U3UCKBaA
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BHUMaHHE. B IMPOTHUBCH cnyqaﬁ, MOXKE Ja IIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsIBaHC WX CMBPT.

Stalevo cbabp:ka 3axapo3a

Stalevo cpapprka 3axaposa (1,6 mg/rabneTtka). Ako Bamusat nekap Bu e kazan, ue numate
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce C HEero, MPeIu 1a MpHUeMeTe TO3H JeKapCTBEH
MPOAYKT.

3. Kak n1a npuemare Stalevo

Bunaru aneMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bamusar JICKAp Wi (I)apaMueBT. Axo He
CTC CUT'YPpHHU B HCIIO, nonuTaite Bamms JICKap Win (bapMaL[eBT.

IIpu BB3pacTHU U XOpa B CTapuecKa Bb3PAacT:

- Bammst nekap me Bu kaxke TouHO K0nKko TabneTku Stalevo na B3emMare THEBHO.

- TabGnerkure He ca mperHA3HAYCHU Aa C€ JEIISAT WM YYILT Ha IMO-MaJIKU apyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

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

- Axo mpuemare Stalevo tabaetku 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 apManeBT, ako MUCTUTE, Y€ eQeKThT Ha Stalevo e mpekajgeHo cuieH
WM TIPEKAJICHO CcJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHu.

3a ma otBOopuTe 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 pHesu MoBeve 0T HeodxoaMMaTa 103a Stalevo

AKO ciIy4aifHO CTe TpUeln TpeKalieHo MHOTO TabneTku Stalevo, obanere ce He3abaBHO Ha Barmms
nexap i GapmanesT. B ciydait Ha ipeio3upane MoKe Jia MoYyBCcTBaTe 0OBPKBaHE HITH Bh30Y/a,
chpieuHaTa Bu nefinoct Moke 1a Obie o-0aBHA WM T0-0bp3a OT 0OMYAWHOTO HIIK IIBETHT Ha
KOJKaTa, e31uka, OYMTe WK ypuHata Bu Moxe 1a ce MpOMEHH.

AKo cTe MpoNycHAJIN Aa npuemere Stalevo

He B3emaiiTe nBoiiHa /103a, 3a Ja KOMIICHCUpATE MPOIycHaTa TabJieTKa

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

AKo Ma rmo-Maiko oT 1 yac 1o cineaBamara Bu no3a:
Bzemere enqna Tabnerka, BeHara ciej| KaTo ce CeTUTe, U34akaiTe | yac U B3eMeTe Ollle eIHa
tabnerka. CieJ ToBa ce BbpHETE KbM Barmms penoseH rpaduk.

BuHaru ocrapsiiiTe moHe €1H Yac MHTEPBaJl MEXy TabaeTkuTe Stalevo, 3a 1a n30erHeTe Bb3MOXKHU
HEXEJTaH! PeaKITiu.

AKo cTe cripesin mpuema Ha Stalevo
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He cniupaiite npuema Ha Stalevo, ocBen ako Bamusr nekap e Bu kaxe na ro Hanpasure. B TakbsB
ciryyaii, Moxe Jja € HeoOXoauMo Bamusr siekap Ja MpoOMEHHU I03UTE Ha OCTAaHAIIUTE
AHTUIApKUHCOHOBH JIEKAPCTBAa KOUTO MIPHEMATE, MO-CIIEHUAIHO JIEBOAOINA, 32 ]a IIOCTUTHE
JOCTaThu€H KOHTPOJ BbPXY cuMnToMute Bu. Axo ps3ko npekbscHeTe npreMa Ha Stalevo u npyru
AHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E A0 HEKETaHHU PEAKIUH.

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

4. Bb3MOKHH HeKeJIaHU P€aKkumuun

KaxTo BcH4ku ieKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH T MMoyTydaBa. MHOTO OT Te3W HEXENaHH PEeaKIUi MoraT Jja ObJaT 00JIEeKUYeHH Ype3 peryupaHe
Ha Jio3arTa.

AKO TI0 BpeMe Ha JICYCHHETO Che Stalevo monydnre cleIHUTE CUMIITOMH, CBBPsKeTe ce He3a0aBHO ¢

Bamus jekap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpeEmepeHe, BH30yna,
00BpKBaHe, TPECKA, YCKOPEH MYJIC MJIM TOJIEMU OTKJIIOHEHHS B KpBBHOTO Haisrane. Te morat na
ObJIaT CUMIITOMH Ha 37I0Ka4uecTBeH HeBposenTtuyeH cunapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3MOJ3BaHM 3a JIUEHHWE Ha HApYILIEHHs Ha LIEHTpajHaTa HEpBHA CHCTEMA) WIH
pabnomuonu3za (psAKo, TEXKKO MYCKYITHO HApYIICHUE).

- ajlepruyHa peakuus, YAUTO TPU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONPHUBHA TPeECKa),
CchpOek, 0OpHUB, NOJyBaHE HA JIMIIETO, YCTHHUTE, €3MKa MJIM TI'bPJIOTO. TOBa MOXKE Ja MPUYHHU
3aTPYAHEHO JIUIIIAHE VI MPETIbIIaHE.

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

- 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)

- CBETOBLPTEK WM TIPUJIONIABAHE, MBDKAIA CE HA HUCKO KPHBHO HAISATAaHE, 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 U3MCHECHHMSI, BKJTFOUBAIIY MIPOOJIEMH € 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

- 3aCUIJICHO TIOTeHE, OOPUBH

- MYCKYJIHH KpPaMIIH, TOJAyBaHe 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 uepBara

- MPOMEHH B KpbBHATa KapTHHA, KOETO MOXE Ja JOBEAC 10 KbpPBEHE, OTKJIOHCHUS B
MTOKA3aTeUTE TPU YePHOAPOOHN (HYHKITMOHAIHHA TECTOBE

- 'bPUOBE

- ycelaHe 3a Bp30yaa

- MCUXOTUYHU CUMITOMH

- KOJIHT (BB3MANICHUE Ha JIeOeI0TO YepPBO)

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

- 3aTpyJAHCHHUE NIPU T'bIITAHE

- HECIIOCOOHOCT 33 ypUHUPAHE

C HeM3BeCTHA YE€CTOTa (OT HaJIMYHUTC JaHHHW HC MOXXE 1a 6’L,Z[e HalpaB€Ha OHGHKa)

CHIHO XeJICHHE 3a TOJIEMHU J031 Stalevo, HaJaBUIIIaBallu H606XO,Z[I/IMI/ITC 34 KOHTPOJHUPAHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KaTO CUHAPOM Ha JOIMMAMUHOBA AUCPCTYyJIallU. Hsxon ManuCHTHU
ojry4aBat HEeOOWYaliHM HEBOJICBU JABHXKCHUA (,Z[I/ICKI/IH€3I/I$I) B TCXKKa q)opMa, IIpOMCHU B
HAaCTPOCHUCTO HUJIU APYTU HCIKCIIaHU pCAKIHUU CJIIC MMPUCM Ha I'OJICMU 103U Stalevo.

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

Moske 1a OJyYnTe CIASAHNUTE HEKETaHU PEaKIIHH:
. HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
e (CuneH UMITYJIC KbM MPEKOMEPEH Xa3apT BBIIPEKU CEPUO3HUTE JIMYHU WM CEMEWHN
MOCTIEACTBUS;
e Hapy1ieH win NOBUILIEH CEKCYaleH HHTEPEC WM MOBEAEHHE, KOETO MOYKE 3HAUUTEIHO /1a
Bu nputecHsBa nnM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
e HekoHTpoaupyemMo na3apyBaHe WM XapueHe Ha MapH;
e Jlpessxnane (mpueM Ha TOJEMH KOJIMYECTBA XPaHa 3a KPAaThK MEPUO]] OT BpeMe) MU
KOMITYJICUBHO TIpespbKAaHe (IIpUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBede 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

HNudopmupaiite Bamms nekap, ako nMate 1mo100HO IOBECHHUE; TOM 11e 00Chu ¢ Bac kak 1a ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMHU.

Cro01aBaHe Ha HeKeJIAHU PeaKiuu

AKO MoJTyuuTe HIKAKBU HEXeJlaHH JIEKapCTBEHHU peaklnu, yBeaomere Bamus nexap unu gapmaresT.
ToBa BKJII0UBa BCHUKY Bb3MOXKHH, HEOITMCAHU B TA3U JIMCTOBKA HEXeJaHU peakuuu. Moxere ChIIo
Jia ChOOIIUTE HEXKEJIaHU PeaKkMi AUPEKTHO Ype3 HAllMOHAIHATA CUCTEMA 3a ChOOIIaBaHe, IOCOYECHA
B Ilpunoxxenue V. Karo crobmaBare HeskeslaHN PEaKIU, MOKETE Ja JaJleTe CBOS MPUHOC 32
MoJy4aBaHe Ha MoBeue HH(popMaIysa OTHOCHO 0€30IacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate Stalevo

Jla ce cpxpaHsIBa Ha MSCTO, HEIOCTBITHO 32 JIea.

Jla He ce U3MoII3Ba ciIe]] CpOKa Ha TOAHOCT, OTOENIA3aH BbpXY OyTHIIKAaTa U KapTOHEHATa KYTHS CIIe]
“TI'ogen no0:”. CpoKbT Ha TOTHOCT OTTOBAPs Ha MOCIETHUS I€H OT TOCOUEHUS MECell.

To3u JICKAPCTBCH MPOAYKT HC U3UCKBaA ocobeHu YCJ10BUA 3a CbXpPAHCHHUC.

75


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

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. ChbabpkaHue Ha ONAKOBKATA U I0NbJIHUTEIHA HHpOpMALUS
KakBo cbabp:ka Stalevo

- AKTUBHHTE ChCTaBKH Ha Stalevo ca jeBopona, KapOuaona 1 eHTaKaIoH.

- Bceska tabnerka Stalevo 125 mg/31,25 mg/200 mg ceabppxka 125 mg neBonona, 31,25 mg
kapOumona u 200 mg eHTaKanoH.

- OcrananuTe ChCTAaBKU Ha SAPOTO HA TabJeTKaTa ca: KpOCKapMeso3a HaTpUid, MarHe31eB
cTeapar, napeBn4yHo Humecte, ManuTol (E421) u mosunon (E1201).

- ChcraBkute Ha (pUIMOBOTO MOKpHUTHE ca rmnepodn (85 nporenta) (E422), xumpomenosa,
MarHe3ueB creapat noaucopOar 80, yepen xene3eH okcun (E172), 3axapo3a u TuTaHOB
muokcun (E171).

Kak usriexna Stalevo n kKakBo ChIbpiKa 0NAKOBKAaTA

Stalevo 125 mg/31,25 mg/200 mg: cBeTn0-Ka)eHUKaBO-UYCPBEHH, OBAJIHU Ta0JICTKH, O3HAYCHH C
,,LCE 125% oT enmnara ctpana.

Tabnetkata Stalevo 125 mg/31,25 mg/200 mg ce npejyiara B IMeT OMAaKOBKH C PA3JIMYHO ChIbPIKAHHUE
(10, 30, 100, 130 unm 175 Tabnerku). He Bcuuku BUIOBE OMAaKOBKKM MOTAaT Ja ObJIaT MMyCHATH B
npojaxoa.

IIpuTexaTtes1 Ha pa3pelIeHHETO 32 yNoTpeda
Orion Corporation

Orionintie 1

F1-02200 Espoo

dunnangus

IIpounsBoauTesn

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

Orion Corporation Orion Pharma
Orionintie 1

F1-02200 Espoo

dunnangus

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

Belgié/Belgique/Belgien Lietuva

Orion Pharma BVBA/SPRL UAB Orion Pharma
Tél/Tel: +32 (0)15 64 10 20 Tel. +370 5 276 9499
bbarapus Luxembourg/Luxemburg
Orion Pharma Poland Sp z.0.0. Orion Pharma BVBA/SPRL
Ten.: +48 22 8333177 Tél/Tel: +32 (0)15 64 10 20

76



Ceska republika
Orion Pharma s.r.o.
Tel: +420 234 703 305

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

Deutschland
Orion Pharma GmbH
Tel: +49 40 899 6890

Eesti
Orion Pharma Eesti OU
Tel: +372 66 44 550

| WYX T
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Pharma S.L.
Tel: +34 91 599 86 01

France
Centre Spécialités Pharmaceutiques
Tel: + 33 (0) 1 47 04 80 46

Hrvatska
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Ireland

Orion Pharma (Ireland) Ltd.
c/o Allphar Services Ltd.
Tel: +353 1428 7777

Island
Vistor hf.
Simi: +354 535 7000

Italia
Orion Pharma S.r.l.
Tel: +39 02 67876111

Kvnpog
Lifepharma (ZAM) Ltd
TnA.: +357 22056300

Latvija

Orion Corporation

Orion Pharma parstavnieciba
Tel: +371 20028332

Magyarorszag
Orion Pharma Kft.
Tel.: +36 1 239 9095

Malta
Salomone Pharma
Tel: +356 21220174

Nederland
Orion Pharma BVBA/SPRL
Tél/Tel: +32 (0)15 64 10 20

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

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

Portugal
Orionfin Unipessoal Lda
Tel: + 351 21 154 68 20

Roménia
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Slovenska republika
Orion Pharma s.r.o
Tel: +420 234 703 305

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

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

United Kingdom
Orion Pharma (UK) Ltd.
Tel: +44 1635 520 300

I[aTa Ha IMOCJCAHO NMpepasriaecKiane Ha JUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[Monpo6Ha nH(pOpManHs 3a TOBa JIEKAPCTBO € MPEeI0CTaBeHa Ha yeOcaiita Ha EBporietickara areHIus
0 JIeKapcTBara: http://www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Stalevo 150 mg/37,5 mg/200 mg puamupanu TadaeTkn
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

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

Thil KaTO TH ChAbP:Ka BaskHa 3a Bac undopmaunmus.

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

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

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

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

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

KakBo cbIbpika Ta3u JINCTOBKA:

KakBo npencrasinsiBa Stalevo 1 3a KakBo ce U3MOI3Ba
Kakgo Tps10Ba na 3Haete, npeau a npuemete Stalevo

Kak na nmpuemare Stalevo

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Stalevo

CT),Z[’Lp)KaHI/Ie Ha OIIaKOBKaTa U NOII'bJIHUTCIIHA I/IH(l)OpMaHI/ISI

ANk L=

1. Kakso npencrapiasiBa Stalevo n 3a KakBo ce U3M0JI3Ba

Stalevo cbabprka TpU aKTUBHU BelllecTBa (JEBOAONA, KapOUIOIa U eHTaKaroH) B enHa GuiMupana
tabnerka. Stalevo ce u3nomn3sa 3a ieueHue Ha OosectTa Ha [TapKUHCOH.

Bonecrra Ha [lapkuHCOH ce MpUUMHSABA OT HUCKM HHBA B MO3bKa Ha BEILIECTBO, HAPEUECHO TOTIAMHH.
JleBonoma moBuIIaBa KOMMYECTBATA HA IOTIAMHH M Taka HaMajsiBa CUMIITOMHTE Ha OoyiecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTHIIAPKHHCOHOBHTE ¢(PEKTH Ha JICBOJIONA.

2. KakBo TpsioBa 1a 3HaeTe, npeau Aa npuemere Stalevo

He npuemaiite Stalevo, ako:

- CTE aJIEPrUYHU KbM JIEBOJIONA, KApOUI0IIa, EHTAKAIIOH WM HIKOS OT OCTaHAJINTE ChCTABKH Ha
TOBa JIEKapCcTBO (M30POCHHU B TOUKA 6)

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

- uMare TyMop Ha HagOBOpeuHara xjesa.

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

- HSIKOTa CT€ MMaIX HeBpoJienTuieH Manurden cuaapom (HMC-ToBa e psiiko cperiana peakuus
KBM JIEKapCTBEHH NpenapaTH, U3IMOI3BaHHU 32 JICUCHHE Ha TEXKKH NCUXUYHU HAPYILICHHS).

- HSIKOTa CT€ MMaId HeTpaBMaTH4Ha pabaoMuonn3a (pSAKo MyCKYJTHO 3a00IBaHe).

- uMare TeKKO YepHOApOoOHO 3a00sIBaHe.

Ipenynpe:xnenusi 1 NpeAna3sH MEPKH

I'oBopete ¢ Bamus nekap unu dapMaiieBT, npean aa npuemere Stalevo, ako MMaTe WiK HIKOTa 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 € HeoOXoauMo ao3ata Bu 1a 0b/e kopurupaHa.

- OBOPEYHO WIIH XOPMOHATHO 3a00IIsIBaHe

- CTOMAIITHH SI3BH MJTU T'BPUYOBE

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

- HsIKaKBa opMa Ha TEKKO IICUXUYHO 3a00JIsIBaHE KAaTO MICUX03a

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

IlochBeTBaTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMpHUEMarTec:

- AHTUIICUXOTHUYHU CPCACTBA (J'IeKapCTBa, YHOTp€6$IBaHI/I 3a JICYCHHUEC Ha HCI/IXO3PI)

- JICKApCTBO, KOCTO MOKC a MPUINHU ITOHUKABAHC HAa KPBbBHOTO HAJISAATAHE IPU CTABAHC OT CTOJI
WA JETJ0. TpH6Ba Ja 3HacTe, 4c Stalevo Moxe Ja BJIOIIN TC3H PCAKIHHU.

IMocwBeTBaliTe ce ¢ Bamius nekap, ako mo Bpeme Ha JedeHHeTo che Stalevo:

- 3a0eNeKUTEe, Y€ MYCKYJTUTe BU cTaHAT MHOTO HANIPETHATH WJIH CHITHO TIOTPBIIBAT, HITH
MOJyYHTE TPEMepeHe, Bb30yaa, 00bpKBaHE, TPECKa, YCKOPEH MYJIC MU TOJIEMU OTKJIOHCHHUS B
KPBBHOTO HassiraHe. AKO Ce CITy4Hd HIKOE OT Te3U Hellla, He3a0aBHO ce cBbp:KkeTe ¢ Bamus
Jiekap.

- Ce YyBCTBATe JCMPECUPAHH, UMATE MUCIIH 32 CAMOYOUHCTBO WITH 3a0eNeKUTe HeoOHUaitHu
MPOMEHH B MOBEICHUETO CH.

- YCTaHOBABATEC, 4€ BHE3AITHO 3aCIMBATC WUJIM C€ YYBCTBATC MHOT'O CHbHJIMBU. AKO TOBa CC CJIy4H,
He TpsOBa Ja modupare WK Ja U3I0JI3BaTe MHCTPYMEHTH WA MAIlIMHU (BMXKTE CHIIO pa3aes
"[lloupane u padorta ¢ MaIuHKu").

- 3a0CNEKUTE, Y€ CC MOSIBSIBAT HEKOHTPOJIUPAHH JBHKEHUS WM CE BIIOIIAT, CJIE]] KATO CTE
3amoyHay Ja npueMate Stalevo. AKo TOBa ce CIy4d, MOXKE J1a Ce HAJIOKU Bammust nekap na
MPOMEHH JI03aTa Ha aHTHIIAPKMHCOHOBOTO BH JiekapcTRo.

- MOJYYHUTE TUAPHS; PEMOPHYUBA CE CICCHE Ha TErJI0TO, 3a Jla ¢¢ M30ErHe Bh3MOXKHA
mpeKoMepHa 3aryba Ha TerJio.

- uMare MporpecuBHa aHOPEKCHs, acTeHHs (c1adoCT, U3TOIECHHE) U HAMAJICHHE Ha TEeTJIOTO 3a
OTHOCHTEITHO KPaThK MEPHOJI OT BpeMe. AKO TOBa ce CIy4H, TPSOBa 1a ce OOMUCIH 00II]
MEIUIUHCKH TIPETJIe]l, BKITIOYBAIIl OICHKA HA YePHOAPOOHATA (DYHKIIHS.

- YyBCTBATe HYXJIa Jia cripeTe ynorpedara Ha Stalevo, BIkTe pasaen “AKo CTe Crpeny npuema
Ha Stalevo”.

Wndopmupaiite Bamms nexap, ako Bue win cemeiictBoro Bu/To3m, KoifTo nmonara rpuxku 3a0emiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJIEIIN 10 CHITHO XKEJIaHHE 32 TOJIEMHU 103U
Stalevo u npyru nekapcTBa, M3MOA3BAHM 3a JiedeHne Ha 6osectTa Ha [lapkuHCOH.

WNudopmupaiite Bamms nekap, ako Bue nnu Bamrero cemelictBo/0oHorIe a4 3a0enexure, ue
IIPOABABATE CKIIOHHOCT HUJIM HECIIPCOJOJIMMO KEJIaHUE 1a C€ AbPKUTE 110 HAYUH, KOWUTO € HeoOMUaeH
3a Bac unmm He MoxkeTe Ia YCTOUTEC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
Ompe/ieNieH: ACHCTBHUS, C KOUTO MOXE JIa Ce HapaHUTE WK Jia HapaHuTe okoiHuTe. [10100H0
MMOBCACHUC CC HapH4a HAPYIHICH KOHTPOJI HaJl UMITYJICUTC U MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, MPEKOMEPHO SIICHE HIIH XapueHe, MPEKOMEPHO CEKCYaTHO JKeIaHHe MM HATPATuUuBH
CCKCYaJIHU MUCJIU WJIN NTPEACTaBU. Moxe Ja C€ HAJIOXHN Bammsar JICKAp Ja HallpaBU IIPCOIICHKA Ha
Jedyenuero Bu.

Barmusar iekap Moe J1a HanpaBu HAKOU PEIOBHH JTA00PATOPHU U3CICBAHUS MIPH MPOIBIKUTESITHO
JeyeHue cue Stalevo.

Axo TpSI6Ba Ja €€ MOJIOKHUTEC Ha Oriepanus, MOJIsI YBEAOMCETEC Bamms JICKap, 4€ nmpuemare Stalevo.

He ce npenoppuBa n3noisBanero Ha Stalevo 3a jgeyeHne Ha eKCTPaUpaMUIHU CUMITOMH (HalpuMep
HEBOJICBH JIBM)KECHUS, TPENEpeHe, MYCKYyJHAa CKOBAHOCT M MYCKYJIHU CBKpAIICHHUS) NMPUYMHEHU OT
JpYyTH JIEKapCcTBa.
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ﬂega Y IOHOIIIH

Onutst cbe Stalevo npu nauuentu nox 18 ronunu e orpannded. [lopaau ToBa ynorpebara Ha Stalevo
MIpH Jiela UK FOHOIIN HE CE NMPENopbhUBa.

dpyru nexapcrBa u Stalevo

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

He npuemaiite Stalevo, ako nmpuemare HIKOM JIEKapcTBa 3a JCUCHHE Ha Aerpecus (KoMOMHALNU OT
cenexktuBH MAO-A 1 MAO-B naxubutopu i HeceleKTUBHY MAO-HHXHOUTOPH)

Stalevo moxke Ja yBCIn4aBa Gq)eKTI/ITe 1 HCIKCIIAHUTC PCAKIIUHU Ha OIIPCACIICHU JICKAPCTBA. Te

BKJIIOYBAT:

- JICKApCTBa, U3IIO0J3BAHU 3a JICUCHUC HA ACTIPCCUS, KAaTO MOKJ'IO6CMI/I):[, AMUTPUIITUIINH,
AC3UIIPpAMUH, MAIIPOTHUIINH, BeHJ'Ia(baKCI/IH " MapOKCETHUH

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

- AAPCHAJINH, U3IIOJI3BAH MTPU TCKKHU AJICPIrUIHN pCaAKIUN

- HOpaApCHAJIUH, JOIIaMUH U ,Z[O6YTaMI/IH, H3MO0JI3BAHU 34 JICUCHUC HAa CbPACUYHU 00JIECTH U HUCKO
KPBbBHO HAJIATAHC

- aﬂ(l)a—MeTI/IHI[OHa, H3M0JI3BaHa 3a JICUCHUC Ha BUCOKO KPBbBHO HAJIATAHE

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

E(i)eKTI/ITe Ha Stalevo morar Ja 6’B)IaT OTCIa0CHU OT HAKOH JICKapCTBa. Te BkIIOYBAT:

- AOIMIaMHWHOBH aHTAarOHUCTHU, U3IIOJI3BAHU 3a JICUCHUC HA IICUXWUYHU HAPYUICHHUA, TaICHC U
MOBPBLIIAHE

- (1)6HI/ITOI/IH, H3II0J3BaH 3a HpO(I)I/IJ'IaKTI/IKa Ha I'bpPY0BC

- narnaBEepuH, U3IMOJI3BAH 3a OTITYCKAHC Ha MYCKYJIUTC.

Stalevo Moxe fa mpeun Ha YCBOSIBAaHETO Ha kens30. CleioBaTellHO He pueMaiite Stalevo
€HOBPEMEHHO C XPaHUTEIHU T00ABKH, ChIABPIKAIIH jKea30. Clies KaTo cTe MPHUeH HIAKOE OT JBETE,
H34akaiiTe Hail-Manko 2 10 3 yaca, npeau 1a MpueMeTe APYroTo.

Stalevo ¢ XxpaHu ¥ HAIUTKHA

Stalevo Moxe na ce mpuema ¢ wim 0e3 XpaHa.

[Ipu vsaxon manmenTu Stalevo Moxe na He ce abcopOupa g00pe, aKo ce mprueMa C Ui CKOPO CIIeT
Ooraru Ha OENTHYMHH XpaHU (KaTo HapuMep Meca, prda, MIICYHH TPOAYKTH, CEMEHA U SI/IKH).
[TocwBeTBaiite ce ¢ Bamus nekap, ako cuuTaTe, 4ye ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe M epTHINTET

AKko cte OpeMeHHa WK KbPMHUTE, CMATATE, Y€ MOXKE Ja CTe OpeMEeHHA WM IUTaHupaTe OpeMEHHOCT,
nochbBeTBalTe ce ¢ Bamms nekap niu papManeBT npeau ynorpedaTta Ha TOBa JEKapCTBO.

He Tpsi6Ba 1a kppMuTE IO BpeMe Ha JIeUeHHETO Che Stalevo.

Hlopupane u padoTa ¢ MAIIUHU

Stalevo moxe a moHW XK KpBBHOTO Bu Hansirane, koeTo Moxe /1a Bu Hakapa 1a modyBcTBaTe
cmaboct i 3aMasiHocT. CienoBaTenHo TpsiOBa ga ObaeTe 0cOOCHO BHUMATEHU NIpH ModupaHe u

pa60Ta C UHCTPYMCHTHU WJIK MAalllMHU.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WUJIN aKO IMOHAKOra yCCIIATe, Y€ BHC3aIIHO 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 cnyqaﬁ, MOXKE Ja IIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsIBaHC WX CMBPT.

Stalevo cbabp:ka 3axapo3a

Stalevo cpapprka 3axaposa (1,9 mg/rabnetka). Ako Bamust nexap Bu e xa3an, ue umate
HETIOHOCUMOCT KbM HSIKOM 3aXapH, CBBPKETE Ce C HEero, MPeIu 1a MpHUeMeTe TO3H JeKapCTBEH
MPOAYKT.

3. Kak n1a npuemare Stalevo

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

IIpu BB3pacTHU U XOpa B CTapuecKa Bb3PAacT:

- Bammst nekap me Bu kaxke TouHO K0nKko TabneTku Stalevo na B3emMare THEBHO.

- TabGnerkute He ca mpefHA3HAUCHH Ja Ce ACIIAT WK YyIST Ha [MO-MaJIKU IapyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

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

- Axo mpuemare Stalevo tabaetku 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 apManeBT, ako MUCTUTE, Y€ eQeKThT Ha Stalevo e mpekajgeHo cuieH
WM TIPEKAJICHO cJ1a0, WM U3MUTBATE HEXKEJIaH! PEaKItu.

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

AKo cTe pHesu MoBeve 0T HeodxoaMMaTa 103a Stalevo

AKo ciy4aifHO cTe TIpuely moBede oT HeoOxoaumuTe Tabnerku Stalevo, o0anere ce He3abaBHO Ha
Bamms nekap vnm ¢apmareBt. B cinydaii Ha npeno3upane MoXKe Jia IO9yBCTBaTe OObPKBaHE WIIH
BB30y1a, chpaeuHata Bu qeiiHOCT MoXke a Obie mo-0aBHa MU 1M0-0bp3a OT 00MYAHOTO UM LIBETHT
Ha KoOXarta, €31MKa, O4YUTEC UJIN ypHUHaTa Bu moxe Ja C€ IIPpOMCHHU.

AKo cTe MpoNycHAJIN Aa npuemere Stalevo

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

Axo nMa noseue ot 1 gac go ciensamiara Bu mosa:
B3emeTe eqHa TabiieTka, BeAHAra cliel KaTo e CETUTE U ClieaBaliara TadjaeTka B peIOBHOTO BpeMe.

AKo Ma 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 €MH Yac MHTEpBaJl MEXy TabieTkuTe Stalevo, 3a na n30erHere Bhb3MOXKHU
HEXEJTaH! PeaKITiu.

AKo cTe cripesii mpuema Ha Stalevo
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He cniupaiite npuema Ha Stalevo, ocBen ako Bamusr nekap e Bu kaxe na ro Hanpasure. B TakbsB
ciryyaii, Moxe Ja € HeoOxoauMo Bamusr siekap 1a MpoOMEHHU I03UTE Ha OCTaHAIUTE
AHTUIAPKUHCOHOBH JIEKAPCTBA, KOUTO MTPHEMATE, MO-CIIEUAIHO JIEBOIOMA, 32 J]a IOCTUTHE
JOCTaThueH KOHTPOJ BbPXy cumnroMute Bu. Ako psa3ko npexkbcHeTe npueMa Stalevo u apyru
aHTUITApKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J]a IOBENE A0 HEXKETaHHU PEAKIUH.

AKO MMaTe HAKaKBU AOIBIHUTEIHU BBIIPOCH, CBBP3aHU C YHIOTpedaTa Ha TOBA JICKApCTBO, ONMHUTATE
Bamms nekap nim ¢papmarenT.

4. Bb3MOKHH HeKeJIaHU P€aKkumuun

KaxTo BcH4ku ieKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH T MMoyTydaBa. MHOTO OT Te3W HEXENaHH PEeaKIUi MoraT Jja ObJaT 00JIEeKUYeHH Ype3 peryupaHe
Ha Jio3arta.

AKO TI0 BpeMe Ha JICYCHHETO Che Stalevo monydnre cleIHUTE CUMIITOMH, CBBPsKeTe ce He3a0aBHO ¢

Bamus jekap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMAaTe TpElepeHe, BB30yna,
00BpKBaHe, TPECKA, YCKOPEH IMYJIC I TOJIeMH OTKJIOHEHHS B KPbBHOTO Haisirane. Te morat na
ObJIaT CUMIITOMH Ha 37I0Ka4uecTBeH HeBposenTtuyeH cunapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3MOJ3BaHM 3a JIUEHHWE Ha HApYILIEHHs Ha ILIEHTpajHaTa HEpBHAa CHCTEMA) WIH
pabnomuonu3za (psAKo, TEXKKO MYCKYITHO HApYIICHUE).

- ajlepruyHa peakuus, YAUTO TPHU3HALKM MOraT Ja BKJIIOYBAT YpPTHKapus (KONpPHUBHA TPeECcKa),
CchpOek, 0OpHUB, NOJyBaHE HA JIMIIETO, YCTHHUTE, €3MKa MJIM TI'bPJIOTO. TOBa MOXKE Ja MPUYHHU
3aTPYIHEHO JIUILIaHE W MPETIbIIaHe.

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

- HEKOHTPOJIMPAHU ABMXKEHUS (IMCKUHE3UN)

- noBaurane (rajeHe)

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

- TAAPHS

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

- CBETOBLPTEK WM TIPUJIONIABAHE, MBDKAIA CE HA HUCKO KPHBHO HAISATAaHE, BUCOKO KPBHBHO
HaJlAraHe

- BIIOIIIaBaHE HA MAPKHHCOHOBU CUMIITOMH, 3aMaiiBaHe, CHHIMBOCT

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

- 0e3chbHUE, XaTIIMHAIINY, 00BPKAHOCT, APKU ChHUIIA (BKIIOYBAIIN KOIIIMAPH), YMOPSIEMOCT

- MICUXWYHU U3MCHECHHMSI, BKITFOUBAIIY MIPOOJIEMH € MTAMETTa, TPEBOXKHOCT U AenpecHs (Bb3MOKHO
C MHCJIY 332 CaMOYOUHCTBO)

- MposiBM Ha 3a00JsiBAHE HA CHPIETO WIM apTepuuTe (Hamp. TphIHA O0JKa), HENpaBUIHU
ChpJAeYHa ICMHOCT ¥ pUTHM

- MO-4eCTO MaJaHe

- 3aIyX

- 3aCUIJICHO TIOTeHE, OOPUBH

- MYCKYJIHH KpPaMIIH, TOJAyBaHe 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)

83



- CHP/ICUYCH MPUCTHIT

- KbPBEHE OT uepBara

- 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 (Hamp. K0Xa, HOKTH, KOca, MOT)

- 3aTpyJAHCHHUE NIPU T'bIITAHE

- HECIIOCOOHOCT 33 ypUHUPAHE

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

CHIHO XeJICHHE 3a TOJIEMHU J031 Stalevo, HaJaBUIIIaBallu H606XO,Z[I/IMI/ITC 34 KOHTPOJHUPAHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KAaTO CUHAPOM Ha JOIMMAMHUHOBA AUCPCTYyJIalluA. Hsxon ManuCHTHU
nojry4daBat HEOOWYalHH HEBOJICBU JABHKCHUA ()_II/ICKI/IH63I/I$I) B TCXKKa q)opMa, IIpOMCHU B
HAaCTPOCHUCTO HUJIU APYTU HCIKCIIaHU pCAKIHUU CJIIC MMPUCM Ha I'OJICMU 103U Stalevo.

CBOOIIIEHH Cca CBINO CACTHUTE HEKEIAHN PEAKIINU:
- XeMaTHUT (Bb3MAJICHUE HA YEPHUS IPO0)
- ChpOexK

Moske 12 MOSyYUTe CIASAHNUTE HEKETaHU PEaKITHH:
. HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
e (CuneH UMITYJIC KbM MPEKOMEPEH Xa3apT BBIIPEKU CEPUO3HUTE JIMYHU WM CEMEWHN
MOCTIEACTBUS;
e Hapy1ieH win NoBHILIEH CEKCyaleH HHTEPEC WM MIOBEEHHE, KOETO MOKE 3HAUUTEIHO /1a
Bu nputecHsBa nnM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
e HekoHTponupyemo nazapyBaHe WM XapueHe Ha MapH;
e Jlpessxnane (mpueM Ha TOJEMH KOJIMYECTBA XPaHa 3a KPAaThK MEPUO]] OT BpeMe) MU
KOMITYJICUBHO NIpesbKAaHe (IPUeM Ha MO-TOJSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBede 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

HNudopmupaiite Bammst nekap, ako nMate 1mo1o0HO TIOBEICHHUE; TOM 111e 00Chau ¢ Bac kak 1a ce
CIIPAaBUTC WUJIN KaK J1a IOTUCHETC TE3U CUMIITOMHU.

Cro01aBaHe HA He)KeJIAHU Peakiuu

AKO MoJTyuuTe HIKAKBU HEXeJlaHH JIEKapCTBEHHU peaklnu, yBeaomere Bamus nexap unu gapmaresT.
ToBa BKJII0UBa BCHUKH Bb3MOXKHH, HEONTMCAHHU B Ta3W JIUCTOBKA HEXeJIaHU peakuuu. Moxere ChIIo
Jia ChOOIIUTE HEXKEJIaHU PeaKkMi AUPEKTHO Ype3 HallMOHANHATA CUCTEMA 3a ChOOIIaBaHe, IIOCOYCHA
B Ilpunoxxenue V. Karo crobmaBare HexkeslaHH PEaKLKU, MOKETE Ja JaJieTe CBOS MPUHOC 3a
MoJIy4aBaHe Ha MoBeve HH(POpMaIHs OTHOCHO Oe30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate Stalevo

Jla ce cpxpaHsIBa Ha MSCTO, HEIOCTBITHO 32 JIea.

Jla He ce U3MoII3Ba cie]] CpoKa Ha FOAHOCT, OTOENA3aH BbPXY OyTHIIKaTa U KapTOHEHATa KYTHS CIIe]
“T'ogen no0:”. CpOKbT Ha TOHOCT OTTOBAPS Ha MOCIETHUS I€H OT IOCOUYEHHUS MECeIl.

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

6. ChbabpkaHue Ha ONAKOBKATA U I0NbJIHUTEIHA HHpOpMALUS
KakBo cbabp:ka Stalevo

- AKTUBHHTE ChCTaBKH Ha Stalevo ca ieBopona, KapOuI0na U eHTAKAIIOH.

- Bceska Tabnerka Stalevo 150 mg/37,5 mg/200 mg cpabpxa 150 mg neBogona, 37,5 mg
kapOumona u 200 mg eHTaKanoH.

- OcrananuTe ChCTAaBKU Ha SAPOTO HA TabJeTKaTa ca: KpOCKapMeso3a HaTpUid, MarHe31eB
cTeapar, napeBU4HO Humiecte, MaHuTou (E421) u mosunon (E1201).

- ChcraBkuTe Ha (PUIMOBOTO MOKpHUTHE ca: rmnepod (85 mponenra)(E422), xunpomenosa,
MarHe3ueB creapart, noiaucopoar 80, uepseH xene3en okcug (E172), 3axaposa, TuTanoB
muokcun (E171) u xbaT xenesed okeun (E172).

Kak usriexna Stalevo n kKakBo ChIbpiKa 0NAKOBKAaTA

Ounmupanunte Tadbnerku Stalevo 150 mg/37,5 mg/200 mg: ca kadeHHKABH WK CUBO YEPBEHUKABH, C
YABIDKEHA SIUTICOBUIHA opma, Oe3 penuTenHa uyepra, o3Hauenu ¢ ,,LCE 150“ ot exnaTa cTpaHa.

Stalevo ce mpenjara B IIeCT ONMAKOBKH ¢ pa3IndHo chabprxkanue (10, 30, 100, 130, 175 wmu 250
Tabyetkn). He BcHyku BUIOBE OMMAKOBKM MOTAT Jia ObJaT MyCHATH B IIpoAaxoa.

IIpuTexaTtes1 Ha pa3pelIeHHETO 32 yNoTpeda
Orion Corporation

Orionintie 1

F1-02200 Espoo

dunnangus

IIponsBoauTesn

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

Orion Corporation Orion Pharma
Orionintie 1

F1-02200 Espoo

dunnangus

3a nonmbaHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MTPOAYKT, MOJISI CBBPIKETE CE C JIOKATHUSI
MpeJICTaBUTEN Ha TIPUTEKATENSI HA pa3pelIeHHeTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien Lietuva

Orion Pharma BVBA/SPRL UAB Orion Pharma
Tél/Tel: +32 (0)15 64 10 20 Tel. +370 5 276 9499
bbarapus Luxembourg/Luxemburg
Orion Pharma Poland Sp z.0.0. Orion Pharma BVBA/SPRL
Ten.: +48 22 8333177 Tél/Tel: +32 (0)15 64 10 20
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Ceska republika
Orion Pharma s.r.o.
Tel: +420 234 703 305

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

Deutschland
Orion Pharma GmbH
Tel: +49 40 899 6890

Eesti
Orion Pharma Eesti OU
Tel: +372 66 44 550

| WYX T
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Pharma S.L.
Tel: +34 91 599 86 01

France
Centre Spécialités Pharmaceutiques
Tel: + 33 (0) 1 47 04 80 46

Hrvatska
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Ireland

Orion Pharma (Ireland) Ltd.
c/o Allphar Services Ltd.
Tel: +353 1428 7777

Island
Vistor hf.
Simi: +354 535 7000

Italia
Orion Pharma S.r.l.
Tel: +39 02 67876111

Kvnpog
Lifepharma (ZAM) Ltd
TnA.: +357 22056300

Latvija

Orion Corporation

Orion Pharma parstavnieciba
Tel: +371 20028332

Magyarorszag
Orion Pharma Kft.
Tel.: +36 1 239 9095

Malta
Salomone Pharma
Tel: +356 21220174

Nederland
Orion Pharma BVBA/SPRL
Tél/Tel: +32 (0)15 64 10 20

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

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

Portugal
Orionfin Unipessoal Lda
Tel: + 351 21 154 68 20

Roménia
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Slovenska republika
Orion Pharma s.r.o
Tel: +420 234 703 305

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

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

United Kingdom
Orion Pharma (UK) Ltd.
Tel: +44 1635 520 300

I[aTa Ha IMOCJCAHO NMpepasriaecKiane Ha JUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[Monpo6Ha nH(pOpManHs 3a TOBa JIEKAPCTBO € MPEeI0CTaBeHa Ha yeOcaiita Ha EBporietickara areHIus
0 JIeKapcTBara: http:// www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Stalevo 175 mg/43,75 mg/200 mg ¢puamupanm TadJeTKU
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

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

Thil KaTo T4 ChAbpPiKa BakHa 3a Bac undopmanmus.

- 3amaszeTe Ta3u IMCTOBKA. MOXke Jla UMaTe HyX/1a Ja g IpoYeTeTe OTHOBO.

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

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

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

KakBo cbIbpika Ta3u JINCTOBKA:

KakBo npencrasinsiBa Stalevo u 3a KakBo ce U3MOI3Ba
Kakgo Tps10Ba na 3Haete, npeau a npuemete Stalevo

Kak na nmpuemare Stalevo

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Stalevo

CT)I[’Lp)KaHI/Ie Ha OITaKOBKaTa U AOIIBJIHUTCIIHA I/IH(l)OpMaHI/ISI

ANk L=

1. Kakso npencrapiasiBa Stalevo n 3a KakBo ce U3M0JI3Ba

Stalevo cbapprka TpH aKTUBHU BelLlecTBa (J€BOAONA, KapOUIONa U eHTAKaloH) B efHa puiMupana
tabneTka. Stalevo ce u3non3sa 3a jeueHue Ha Oonectra Ha [lapkuHCOH.

Bonecrra na [lapkuHCOH ce MpUUMHSABA OT HUCKM HHBA B MO3bKa Ha BEIIECTBO, HAPEUECHO TOTIAMHH.
JleBonioma moBuIIaBa KOIMYeCTBAaTa Ha IOMIAMHMH U Taka HaMassBa CHMIITOMHTE Ha 00JIecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTHIIAPKHHCOHOBHTE ¢(PEKTH Ha JIEBOJIONA.

2. Kakso Tpsi6Ba 1a 3HaeTe, mpeau aa npuemere Stalevo

He npuemaiire Stalevo, ako:

- CTC aJICPruiHu KbM JICBOJOIIA, Kap614110na, CHTAKaIlOH HUJIM HAKOSA OT OCTaHAJIUTE ChbCTAaBKH Ha
TOBA JICKapPCTBO (M30pOCHHU B TOYKA 6)

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

- uMare TyMop Ha HaJOBOpeuHara sxiesa.

- npreMare HsIKOM JIEKapCTBa 3a JICUeHHe Ha Jienpecus (KoMOuHamu oT celnekTuBHU MAO-A u
MAO-B uHXuOUTOpY MM HeCEeeKTUBHU M A O-MHXUOUTOPH ).

- HSIKOTa CT€ MMaJIA HeBposienTuueH MainuraeH cuaapoM (HMC-ToBa e psko cperiana peakius
KBbM JICKAapCTBCHU IIpE€TIapaTy, U3M0JI3BaH! 3a JICHCHHNUEC Ha TCKKU IICUXUYIHU HapymeHI/m).

- HSKOTa CTE UMAJIM HeTpaBMaTU4YHA padoMuoan3a (PsiAKo MyCKyITHO 32001 BaHe).

- MMaTe TeXKKO YepPHOAPOOHO 3a00JIIBaHE.

Ipenynpe:xxaeHus ¥ npeanasHu MepKH

ToBopete ¢ Barus nekap win gapMarieBt, npeau jia mpuemere Stalevo, ako UMaTe Wik HIKOTa CTe

HUMaJIn:

- ChpJcUeH UH(APKT WK APYTo 3a00/sIBaHE HA CHPIETO, BKIIOYUTEIHO ChPACYHN apUTMHUH, WK
Ha KPBBOHOCHHUTE CHIOBE

- acTMa WM JIpyro 3a0oJjisiBaHe Ha OenuTe IpoOoBe
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- 4epHOIPOOEH MpodIIeM, 3al0To MOXKe Ja € HeoOXoauMo ao3ata Bu 1a 0b/1e kopurupaHa.

- OBOPEYHO WIIH XOPMOHATHO 3a00IIsIBaHe

- CTOMAIITHH SI3BH WJTU T'BPUYOBE

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

- HsIKaKBa opMa Ha TEKKO MCUXUIHO 3a00JIsIBaHE KaTO MICUX03a

- XpOHMYHA OTKPUTOBI'BIHA TIIAYKOMa, Thil KATO MOXe Jla € HeoOxoaumo fno3ara Bu na 0b1e
KOpHUTHpaHa u 04HOTO By Hansarane ma Ob/e clefeHo

IlochBeTBaTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMpHUEMarTec:

- AHTUIICUXOTHUYHU CPCACTBA (J'IeKapCTBa, yHOTpe6$IBaHI/I 3a JICYCHHUC Ha HCI/IXO3I/I)

- JICKApCTBO, KOCTO MOKC a IMPUINHU TOHUKABAHC HAa KPBbBHOTO HAJISATAHE IPU CTABAHC OT CTOJI
WA JETJ0. TpH6Ba Ja 3HacTe, 4c Stalevo Moxe Ja BJIOIIN TC3H PCAKIHHU.

[oceBerBaiite ce ¢ Bammis nekap, ako o Bpeme Ha JISYeHHEeTOo che Stalevo:

- 3abenexuTe, 4e MyCKyJIuTe Bu cTaHaT MHOTO HAIPETHATH WU CHITHO MOTPBIIBAT, WIIN
MOJTyYUTe TpernepeHe, Bb30yna, 00bpKBaHe, TPECKa, YCKOPEH MYJIC HITU TOJIEMU OTKJIOHEHUS B
KPBBHOTO HaJsTaHe. AKO Ce CITydd HSIKOE OT TEe3H Hellla, He3a0aBHO ce CBbp:KeTe ¢ Bamms
Jekap.

- Ce UyBCTBaTe JCMPECUPaHU, UIMaTe MICIH 33 CAaMOYOHICTBO WIIH 3a0eNeXUTe HeOONIaiftHN
MTPOMEHU B IMOBEACHUETO CH.

- YCTaHOBSIBaTE, Y€ BHE3AITHO 3aCITUBATE WIIU CE€ YyBCTBATE MHOTO CHHJIMBHU. AKO TOBa CE CITyYH,
He TpsOBa a modupare WK Aa U3M0I3BaTe MHCTPYMEHTH WIH MAIlIMHA (BHXKTE CHIO pa3ael
"[llodupane u pabora ¢ MamTuHA").

- 3a0enexuTe, 4e ce MOSBIBAT HEKOHTPOJIMPAHH JBUKCHHS WK CE€ BIIOIIAT, CIIE]] KaTO CTE
3armovHaiy J1a nmpuemate Stalevo. Ako ToBa ce ciy4H, MOXKe Jia ce HaJloXKu BammsT nexap na
MTPOMEHHU J103aTa Ha aHTUITAPKUHCOHOBOTO BU JtlekapcTRoO.

- MOJTyYUTE TUAPHSI; IPETIOPbYBA Ce CIe/IeHe Ha TErJIOTO, 32 JIa ce n30erHe Bh3MOKHA
MpeKoMepHa 3ary0a Ha TerJio.

- “MaTe MPOrpecuBHA aHOPEKCHs, acTeHUs (c1aboCT, U3TOMEHNE) U HaMaJIeHHe Ha TeTJI0TO 3a
OTHOCHTEITHO KpPaThK MEePHOJ] OT BpeMe. AKO TOBa C€ CIIy4H, TPAOBa a ce 0OMHUCIN 00T
MEIUIIMHCKHY TIpeTJie I, BKIIOYBAII OIICHKA Ha YepHOApOoOHAaTa (QYHKIIHS.

- YyBCTBaTe HYXJa Jia cripere ynorpedaTa Ha Stalevo, BIbkTe pasen “AKo cTe CIpeu npuemMa
Ha Stalevo”.

Wndopmupaiite Bamms nexap, ako Bue mwium cemeiictBoro Bu/To3m, KoiiTo nmonara rpuxku 3a0emiexu,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJCILH 10 CHIIHO KEJIAaHHE 32 TOJIEMHU 103U
Stalevo u npyru nekapcTBa, M3MOA3BAHM 3a JiedeHne Ha 6osectTa Ha [lapkuHCOH.

WNudopmupaiite Bamms nexap, ako Bue nnm Banrero cemelictBo/0onHorIe 124 3a0€1ekKuTE, e
IIPOABABATC CKIIOHHOCT HUJIKM HECIIPCOJOJIMMO KEJIaHUEC J1a C€ AbPKUTE 110 HAYUH, KOITO € HeoOMYacH
3a Bac unm He MmoxeTe Ia YCTOUTEC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
OTIpeIeNIeHH JICHCTBUS, C KOUTO MOXKE Jla C€ HapaHUTE WU Jia HapaHuTe okoiHute. [1o100HO
MMOBECACHUC CC HapH4a HAPYUICH KOHTPOJI HaJl UMITYJICUTC U MOXKE a BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, IPEKOMEPHO SIICHE WM XapuyeHe, IPEKOMEPHO CEKCYaJIHO JKEJIaHUE WIH HaTpar4uBU
CCKCYaJIHU MUCJIU WJIN NTPEACTaBU. Moxe Ja C€ HaJIOXKH Bammsar JICKAap Ja HarlpaBX NPCOICHKA Ha
Jedyenuero Bu.

Bamwsr iekap Moe J1a HanpaBu HIKOW PEOBHH JTA00PATOPHU U3CICBAHUS TIPH MPOIBIIKUTEITHO
JeyeHue cue Stalevo.

Axo TpSI6Ba Ja €€ MOJIOKHUTEC Ha Oriepanus, MOJIsI YBEAOMCETEC Bamms JICKap, 4€ nmpuemare Stalevo.

He ce npenoppuBa u3non3Banero Ha Stalevo 3a jeyeHne Ha eKCTPaUpaMUIHU CUMITOMH (HalpuMep
HEBOJICBH JIBM)KECHUS, TPENEpeHe, MYCKYyJHAa CKOBAHOCT M MYCKYJIHU CBKpAIICHHUS) NMPUYMHEHU OT
JpYyTH JIEKapCcTBa.
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ﬂega Y IOHOIIIH

Onutst cbe Stalevo npu nauuentu nox 18 ronunu e orpannded. [lopaau ToBa ynorpebara Ha Stalevo
MIpH Jiela UK FOHOIIN HE CE NMPENopbhUBa.

dpyru nexapcrBa u Stalevo

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

He npuemaiite Stalevo, ako npuemare HIKOH JIEKapCTBa 3a JCUCHHE Ha Aerpecus (KoMOWHALNU OT
cenektuBHE MAO-A 1 MAO-B naxubutopu mim HeceneKTuBHE MAO-HHXHOUTOPH)

Stalevo moxke Ja yBCIn4aBa Gq)eKTI/ITe 1 HCIKCIIAHUTC PCAKIIUHU Ha OIIPCACIICHU JICKAPCTBA. Te

BKJIIOYBAT:

- JICKApCTBAa, U3IIO0J3BAHU 3a JICUCHUC Ha ACTIPECUA, KATO MOKHO6€MI/I)_I, AMUTPUIITUIINH,
AC3UIIPpAMUH, MAIIPOTHUIINH, BeHJ'Ia(baKCI/IH 1 MapOKCETHUH

- PUMUTEPOJ U U3OMIPCHAJINH, U3IIOJI3BAHU 34 JICHCHUC Ha OoecTu Ha JAUXATCIIHUTC IIbTUIIA

- AAPCHAJINH, U3IIOJI3BAH ITPU TCXKKHU AJICPIrUIHN pCAKIUN

- HOpaApCHAJIUH, JOIIAMUH U ,Z[O6YT3_MI/IH, H310JI3BAHU 34a JICYCHUC Ha CbpACYHU 0O0JIECTH U HUCKO
KPBbBHO HAJIATAHC

- aﬂ(i)a—MeTHJ'I)_IOHa, H310JI3BaHa 34 JICHCHUC Ha BUCOKO KPBbBHO HAJIATAaHE

- aHOMOp(I)I/IH, KOMTO ce M3IT0JI3Ba 3a JecUcHue Ha 00lecTTa Ha HapKI/IHCOH

E(i)eKTI/ITe Ha Stalevo morar Ja 6’B,Z[aT OTCIa0CHU OT HAKOH JICKapCTBa. Te BkIIOYBAT:

- HOIIaMHWHOBU aHTAarOHUCTHU, U3IIOJI3BAHU 3a JICHCHUC HAa ICUXWUYHU HAPYUICHHUA, TaICHC U
MOBPBLIIAHE

- (1)6HI/ITOI/IH, H3II0J3BaH 3a HpO(I)I/IJ'IaKTI/IKa Ha I'bPY0BC

- naraBepuH, U3MOJI3BAH 3a OTIIYCKAHC Ha MYCKYJIUTC

Stalevo Moxe 1a mpedn Ha yCBOSIBAHETO Ha skensa30. CreoBaTenHo He npueMaiite Stalevo
€IHOBPEMEHHO C XpaHUTEIHH J00AaBKH, ChIbPIKAIIN Kess130. Cliel] KaTo CcTe MPHUEIH HIKOE OT JIBETE,
M34akaiTe Hali-Maiko 2 10 3 gaca Mpeau Aa NpHeMeTe IPYyroTo.

Stalevo ¢ XxpaHu ¥ HAIUTKHA

Stalevo Moxe na ce mpuema ¢ wim 0e3 XpaHa.

[Ipu maxown nanuentu Stalevo Moxe na He ce abcopOupa J00pe, aKko ce IpueMa C HITH CKOPO CIIe
Ooraru Ha OCITHYMHH XpaHU (KaTo HapuMep Meca, pruoda, MIICYHH MTPOYKTH, CEMEHA U SIIKH ).
[TocwBeTBaiite ce ¢ Bamus nekap, ako cuuTaTe, 4ye ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe B epTHINTET

AKko cte OpeMeHHa WK KbPMHUTE, CMATATE, Y€ MOXKE Ja CTe OpeMEHHA MM IUTaHUpaTe OpEeMEeHHOCT,
nochbBeTBalTe ce ¢ Bamms nekap niu papManeBT npeau ynorpedaTta Ha TOBa JEKapCTBO.

He Tpsi6Ba 1a kppMuTE IO BpeMe Ha JIeUeHHETO Che Stalevo.

Hlo¢pupane u padota ¢ MAIIUHU

Stalevo Moxe 1a moHWXH KpBBHOTO Bu Hansirane, koeto Moxe /1a Bu Hakapa fa modyBcTBaTe
cmaboct i 3aMasiHocT. CienoBaTenHo TpsiOBa ga ObaeTe 0cOOCHO BHUMATEHU NIpH ModupaHe u

pa60Ta C UHCTPYMCHTHU WJIK MAalllMHU.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, WJIN aKO IMOHAKOra yCCIIAaTe, Y€ BHEC3aIIHO 3aCIINBATC, H34YaKanTe
AO0KATO CC€ PA3CbHUTC HAITBJIHO, IIPCAN Oa moq)npaTe HJIN Ja BbPIIWUTE HECIO APYTO, KOCTO U3UCKBaA
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BHUMaHHE. B IMPOTHUBCH cnyqaﬁ, MOXKE Ja IIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsIBaHC WX CMBPT.

Stalevo cbabp:ka 3axapo3a

Stalevo ceabpxa 3axapo3sa (1,89 mg/Tabnetka). Ako Bammsr nexap Bu e xazan, ye umare
HEMOHOCHUMOCT KbM HSKOHW 3aXapH, CBBPKETE CE€ C HETO, IPEH Ja PUEMETE TO3H JIEKaPCTBEH
MPOYKT.

3. Kak n1a npuemare Stalevo

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

IIpu BB3pacTHU U XOpa B CTapuecKa Bb3PAacT:

- Bammst nekap me Bu kaxke TouHO K0nKko TabneTku Stalevo na B3emMare THEBHO.

- TabGnerkure He ca mperHA3HAYCHU Aa C€ JEIISAT WM YYILT Ha IMO-MaJIKU apyeTa.

- Bceku mbT mpuemaiite camo 1o eHa TadneTka.

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

- Axo mpuemare Stalevo tabaetku 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 apManeBT, ako MUCTUTE, Y€ eQeKThT Ha Stalevo e mpekajgeHo cuieH
WM TIPEKAJICHO CcJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHu.

3a ma otBOopuTe OyTMIIKAaTa 3a I'bPBU IBT: OTBOpETE
Kalraykara M CJIeJl TOBa HaTUCHETE ¢ majen (OJIH0TO, C
KOETO € 3aledaTaHa OyTHJIKaTa, JOKaTO C€ CKbCa.
Buxre ¢purypa 1.

AKo cTe pHesu MoBeve 0T HeodxoaMMaTa 103a Stalevo

AKO ciIy4aifHO CTe TpUeln TpeKalieHo MHOTO TabneTku Stalevo, obanere ce He3abaBHO Ha Barmms
nekap uim GapmanenT. B cirydait Ha ipeio3upane MoKe Jia MoYyBcTBaTe 0OBPKBaHE HITH Bh30Y/Ia,
chpieuHaTa Bu nefinoct Moke 1a Obie o-0aBHA WM T0-0bp3a OT 0OMYAWHOTO HIIK IIBETHT Ha
KOJKaTa, e31uka, OYMTe WK ypuHata Bu Moxe 1a ce MpOMEHH.

AKo cTe MponycHAIHU Aa npuemere Stalevo

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

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

AKoO Ma rmo-Maiko oT 1 yac o cieapamara 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 ocrapsiiiTe moHe €1H Yac MHTEPBaJl MEXy TabaeTkuTe Stalevo, 3a 1a n30erHeTe Bb3MOXKHU
HEXEJIaH! PeaKIuu.

AKo cTe cripesii mpuema Ha Stalevo
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He cniupaiite npuema Ha Stalevo, ocBen ako Bamusr nekap e Bu kaxe na ro Hanpasure. B TakbsB
ciryyaii, Moxe Jja € HeoOXoauMo Bamusr siekap Ja MpoOMEHHU I03UTE Ha OCTAaHAIIUTE
AHTUIApKUHCOHOBH JIEKAPCTBA KOUTO MIPHEMATE, MO-CIIEHUAIHO JIEBOAONA, 33 Ja [IOCTUTHE
JOCTaThu€H KOHTPOJ BbPXY cuMnToMute Bu. Axo ps3ko npekbscHeTe npreMa Ha Stalevo u npyru
AHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E A0 HEKETaHHU PEAKIUH.

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

4. Bb3MOKHH HeKeJIaHU P€aKkumuun

KaxTo BcH4ku ieKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH T MMoyTyyaBa. MHOTO OT Te3W HEeXENaHH PEeakIUi MoraT Jia ObJaT 00JIEeKUYeHH Ype3 peryupaHe
Ha Jio3arta.

AKO TI0 BpeMe Ha JICYCHHETO Che Stalevo monydnre cleIHUTE CUMIITOMH, CBBPsKeTe ce He3a0aBHO ¢

Bamus jekap:

- MyCKyiuTe Bu ca MHOTO CKOBaHM WIM CHJIHO TOTPBIIBAT, MMaTe TpeEmepeHe, BH30yna,
00BpKBaHe, TPECKA, YCKOPEH MYJIC MIJIM TOJIEeMH OTKJIOHEHHS B KPbBHOTO Haisrane. Te morat na
ObJIaT CUMIITOMH Ha 37I0Ka4uecTBeH HeBposenTtuyeH cunapoM (3HC, psnka, Texxka peakuus KbM
JIeKapcTBa, M3MOJ3BaHM 3a JIUEHHWE Ha HApYILIEHHs Ha LIEHTpajHaTa HEpBHA CHCTEMA) WIH
pabnomuonu3za (psAKo, TEXKKO MYCKYITHO HApYIICHUE).

- ajlepruyHa peakuus, YAUTO TPHU3HALKM MOraT Ja BKJIIOYBAT YpPTHKapus (KONPHUBHA TPECKa),
CchpOek, 0OpHUB, NOJyBaHE HA JIMIIETO, YCTHHUTE, €3MKa MJIM TI'bPJIOTO. TOBa MOXKE Ja MPUYHHU
3aTPYAHEHO JIUIIIAHE VI MPETIbIIaHE.

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

- HEKOHTPOJIMPAHU ABMKEHUS (IMCKUHE3UHN)

- noBaurane (rajeHe)

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

- TAAPHS

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

- CBETOBLPTEK WM TIPUJIONIABAHE, MBDKAIA CE HA HUCKO KPHBHO HAISATAaHE, BUCOKO KPBHBHO
HaJlAraHe

- BIIOIIIaBaHE HA MAPKHHCOHOBU CUMIITOMHU, 3aMaiiBaHe, CHHIMBOCT

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

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

- MICUXUYHU U3MCHCHHMSI, BKJTFOUBAIIU MIPOOJIEMH C 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

- 3aCUIJICHO TIOTeHE, OOPUBH

- MYCKYJIHH KpPaMIIH, TOJAyBaHe 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 uepBara

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

- 3aTpyJAHCHHUE NIPU T'bIITAHE

- HECIIOCOOHOCT 33 ypUHUPAHE

C HEeM3BECTHA YECTOTA (OT HaJIMYHUTC JaHHHW HEC MOXEC J1a 6’5,[[6 HarpaB€Ha OHeHKa)

CHIHO XeJICHHE 3a TOJIEMHU J031 Stalevo, HaJaBUIIIaBallu H606XO,Z[I/IMI/ITC 34 KOHTPOJHUPAHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KaTO CUHAPOM Ha JOIMMAMUHOBA AUCPCTYyJIallU. Hsxon ManuCHTHU
ojry4aBat HEOOWYalHHM HEBOJICBU JABHKXCHHA (,Z[I/ICKI/IH63I/I$I) B TCXKKa q)opMa, IIpOMCHU B
HAaCTPOCHUCTO HUJIU APYTU HCIKCIIaHU pCAKIHUU CJIIC MMPUCM Ha I'OJICMU 103U Stalevo.

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

Moske 1a OSyYnTe CIASAHNUTE HEKETaHH PEaKIIMH:
. HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
e (CuneH UMITYJIC KbM MPEKOMEPEH Xa3apT BBIIPEKU CEPUO3HUTE JIMYHU WM CEMEWHN
MOCTIEACTBUS;
e Hapy1ieH win NOBUILIEH CEKCYaleH HHTEPEC WM MOBEEHHE, KOETO MOYKE 3HAUUTEIHO /1a
Bu nputecHsBa nnM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
e HekoHTpoaupyemMo na3apyBaHe WM XapueHe Ha MapH;
e Jlpessxnane (mpueM Ha TOJEMH KOJIMYECTBA XPaHa 3a KPAaThK MEPUO]] OT BpeMe) MU
KOMITYJICUBHO NIpespKAaHe (IIPUeM Ha MO-TOSIMO KOJIMYECTBO XpaHa OT HOPMaTHOTO U
noBede 0T HeOOXOMMOTO, 3a 33JJ0BOJISIBAHE Ha II1aja).

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

Cro01iaBaHe HA He)KeJIAHU Peakiuu

AKO MoJTyuuTe HIKAKBU HEXeJlaHH JIEKapCTBEHHU peaklnu, yBeaomere Bamus nexap unu gapmaresT.
ToBa BKJII0UBa BCHUKY Bb3MOXKHH, HEOITMCAHU B TA3U JIMCTOBKA HEXeJaHU peakuuu. Moxere ChIIo
Jla ChOOIIUTE HEXKEJIaH! PeaKkMi AUPEKTHO Ype3 HAllMOHAIHATA CUCTEMA 3a ChOOIIaBaHe, IOCOYECHA
B Ilpunoxxenue V. Karo crobmaBare HeskeslaHN PEaKIU, MOKETE Ja JaJleTe CBOS MPUHOC 32
MoJIy4aBaHe Ha MoBede HH(opMaIys OTHOCHO 0€30IacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate Stalevo

Jla ce cpxpaHsIBa Ha MSCTO, HEIOCTBITHO 32 JIea.

Jla He ce U3MoII3Ba ciIe]] CpOKa Ha TOAHOCT, OTOENIA3aH BbpXY OyTHIIKAaTa U KapTOHEHATa KYTHS CIIe]
“TI'ogen n0:”. CpoKbT Ha TOTHOCT OTTOBAPs Ha MOCIETHUS IeH 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. ChbabpkaHue Ha ONAKOBKATA U I0NbJIHUTEIHA HHpOpMALUS
KakBo cbabp:ka Stalevo

- AKTUBHHTE ChCTaBKH Ha Stalevo ca jeBopona, KapOuaona 1 eHTaKaIoH.

- Bceska Tabnerka Stalevo 175 mg/43,75 mg/200 mg ceawvpxka 175 mg neBonona, 43,75 mg
kapOumona u 200 mg eHTaKanoH.

- OcrananuTe ChCTAaBKU Ha SAPOTO HA TabJeTKaTa ca: KpOCKapMeso3a HaTpUid, MarHe31eB
cTeapar, napeBn4yHo Humecte, ManuTol (E421) u mosunon (E1201).

- CncraBkuTe Ha GUIMOBOTO IIOKpHUTHE ca riuuepo (85 npouenta) (E422), xunpomenosa,
MarHe3ueB creapat noaucopOar 80, yepen xene3eH okcun (E172), 3axapo3a u TuTaHOB
muokcun (E171).

Kak usriexna Stalevo n kKakBo ChIbpiKa 0NAKOBKAaTA

Stalevo 175 mg/43,75 mg/200 mg: cBeTn0-Ka)eHUKaBO-UYCPBEHH, OBAJIHU Ta0JICTKH, O3HAUCHH C
,,LCE 175% oT enmnara ctpana.

Tabnetkata Stalevo 175 mg/43,75 mg/200 mg ce npejyiara B IeT OMAaKOBKH C PA3JIMYHO ChIbPIKAHHUE
(10, 30, 100, 130 unm 175 Tabnerku). He Bcuuku BUIOBE OMAaKOBKKM MOTAaT Ja ObJIaT MMyCHATH B
npojaxoa.

IIpuTexaTtes1 Ha pa3pelieHHETO 32 yNoTpeda
Orion Corporation

Orionintie 1

F1-02200 Espoo

dunnangus

IIpounsBoauTesn

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

Orion Corporation Orion Pharma
Orionintie 1

F1-02200 Espoo

dunnangus

3a nombaHATENHA HHGOPMAIIHS OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJISl CBEPIKETE CE C JIOKATHUS
MPeJICTaBUTEN Ha TIPUTEkKATENSI HA pa3pelieHueTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien Lietuva

Orion Pharma BVBA/SPRL UAB Orion Pharma
Tél/Tel: +32 (0)15 64 10 20 Tel. +370 5 276 9499
bbarapus Luxembourg/Luxemburg
Orion Pharma Poland Sp z.0.0. Orion Pharma BVBA/SPRL
Ten.: +48 22 8333177 Tél/Tel: +32 (0)15 64 10 20
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Ceska republika
Orion Pharma s.r.o.
Tel: +420 234 703 305

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

Deutschland
Orion Pharma GmbH
Tel: +49 40 899 6890

Eesti
Orion Pharma Eesti OU
Tel: +372 66 44 550

| WYX T
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Pharma S.L.
Tel: +34 91 599 86 01

France
Centre Spécialités Pharmaceutiques
Tel: + 33 (0) 1 47 04 80 46

Hrvatska
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Ireland

Orion Pharma (Ireland) Ltd.
c/o Allphar Services Ltd.
Tel: +353 1428 7777

Island
Vistor hf.
Simi: +354 535 7000

Italia
Orion Pharma S.r.l.
Tel: +39 02 67876111

Kvnpog
Lifepharma (ZAM) Ltd
TnA.: +357 22056300

Latvija

Orion Corporation

Orion Pharma parstavnieciba
Tel: +371 20028332

Magyarorszag
Orion Pharma Kft.
Tel.: +36 1 239 9095

Malta
Salomone Pharma
Tel: +356 21220174

Nederland
Orion Pharma BVBA/SPRL
Tél/Tel: +32 (0)15 64 10 20

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

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

Portugal
Orionfin Unipessoal Lda
Tel: + 351 21 154 68 20

Roménia
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Slovenska republika
Orion Pharma s.r.o
Tel: +420 234 703 305

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

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

United Kingdom
Orion Pharma (UK) Ltd.
Tel: +44 1635 520 300

I[aTa Ha IMOCJCAHO NMpepasriaecKiane Ha JUCTOBKaTa



JApyru n3rouyHunu Ha nHGopmManus

[MonpoOHa mH(pOpMans 3a TOBA JEKAPCTBO € MPeI0CTaBeHa Ha yeOcaiita Ha EBporietickara areHIus
0 JIeKapcTBara: http://www.ema.europa.eu.
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JIncroBka: uH(popManus 3a norpeduTeNst

Stalevo 200 mg/50 mg/200 mg puamupanu TadjieTKH
neBoona/kapouaona/enrakanoH (levodopa/carbidopa/entacapone)

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

Thil KaTo T4 ChAbP:Ka BakHa 3a Bac undopmaunmus.

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

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

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

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

BKJIFOYUBA U BCUYKU Bb3MOXKHU HCKCIIAHU PCAKIINN, HCONTMCAHU B Ta3W JIMCTOBKA. Bmxre Touka
4.

KakBo cbIbpika Ta3u JIMCTOBKA:

KakBo npencrasinsiBa Stalevo 1 3a KakBo ce U3MOI3Ba
Kakgo Tps10Ba na 3Haete, npeau a npuemete Stalevo

Kak na nmpuemare Stalevo

BB3MOXXHHM HEXKeTaHU peakoumn

Kak na cpxpansiBate Stalevo

CT),Z['bp)KaHI/Ie Ha OIIaKOBKaTa U NOII'bJIHHUTCIIHA I/IH(l)OpMaHI/ISI

ANk L=

1. Kakso npencrapiasiBa Stalevo n 3a KakBo ce U3M0JI3Ba

Stalevo cbabprka TpU aKTUBHU BelllecTBa (JEBOAONA, KapOUIOIa U eHTaKaroH) B enHa GuiMupana
tabnerka. Stalevo ce u3nomn3sa 3a ieueHue Ha OosectTa Ha [TapKUHCOH.

Bonecrra Ha [lapkuHCOH ce MpUUMHSABA OT HUCKM HHBA B MO3bKa Ha BEIIECTBO, HAPEUCHO TOTIAMHH.
JleBonoma moBuIIaBa KOMMYECTBATA HA IOTIAMHH M Taka HaMajsiBa CUMIITOMHTE Ha OoyiecTTa Ha
IMapkuncon. Kapbunona u eHTakanoH nogo0psBaT aHTHIIAPKHHCOHOBHUTE e¢(DEKTH Ha JIEBOJIONA.

2. KakBo TpsioBa 1a 3HaeTe, npeau Aa npuemere Stalevo
He npuemaiite Stalevo, ako:

- CT€ QJIEPTUYHU KbM JIEBOJIONIA, KapOUIOMa, EHTAKAIIOH MIIN HIKOS OT OCTAHAINUTE ChCTaBKH Ha
TOBA JIEKapCTBO (M30POCHU B TOUKA 6)

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

- 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€ MMaIX HeBpoJienTuieH Manurden cuaapom (HMC-ToBa e psiiko cperiana peakuus
KBbM JICKapCTBEHH IpenapaTy, U3I0I3BaHNU 32 JICUCHHE Ha TEXKKH NCUXUYHU HAPYILICHHS).

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

- uMate TeXKO YepHOAPOOHO 3a00IIsIBaHe.

Ipenynpe:xnenusi 1 NpeAna3sH MEPKH

I'oBopere ¢ Bamus nekap unu dhapManieBT, npeay aa npuemere Stalevo, ako MMaTe WiK HIKOTa 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 € HeoOXoAuMo go3ata Bu 1a 0b/e kopurupaHa.

- OBOPEYHO WIIH XOPMOHATHO 3a00IIsIBaHe

- CTOMAIITHH SI3BH MJTU T'BPUYOBE

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

- HsIKaKBa opMa Ha TEXKKO IMCUXUYHO 3a00JIsIBaHE KAaTO MICUX03a

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

IlochBeTBaTe ce ¢ Bamms JICKAap, akO B MOMCHTA IMpHUEMarTec:

- AHTUIICUXOTHUYHU CPCACTBA (J'IeKapCTBa, ynOTpe6$IBaHI/I 3a JICYCHHUC Ha HCI/IXO3I/I)

- JICKApCTBO, KOCTO MOKC a MPUINHU ITOHUKABAHC HAa KPBbBHOTO HAJISAATAHE IPU CTABAHC OT CTOJI
WA JETJ0. TpH6Ba Ja 3HacTe, 4c Stalevo Moxe Ja BJIOIIN TC3H PCAKIHHU.

IMocwBeTBaliTe ce ¢ Bamus gekap, ako Mo Bpeme Ha JedeHHeTo che Stalevo:

- 3a0eNeKUTEe, Y€ MYCKYJTUTe BU cTaHAT MHOTO HANIPETHATH WJIH CHITHO TIOTPBIIBAT, HITH
MOJyYHTE TPEMepeHe, Bb30yaa, 00bpKBaHE, TPECKa, YCKOPEH MYJIC MU TOJIEMU OTKJIOHCHHUS B
KPBBHOTO HassiraHe. AKO Ce CITy4Hd HIKOE OT Te3U Hellla, He3a0aBHO ce cBbpikeTe ¢ Banus
Jiekap.

- Ce YyBCTBATe JCMPECUPAHH, UMATE MUCIIH 32 CAMOYOUHCTBO WITH 3a0eNeKUTe HeoOHUaitHu
MPOMEHH B MOBEICHUETO CH.

- YCTaHOBABATEC, 4€ BHE3AITHO 3aCIMBATC WUJIM C€ YYBCTBATC MHOT'O CHbHJIMBU. AKO TOBa CC CJIy4H,
He TpsiOBa Ja modupare WK Ja U3M0JI3BaTe HHCTPYMEHTH WIIM MAIIMHU (BHXKTE CHIIO pa3fiell
"[lloupane u padorta ¢ MaIuHKu").

- 3a0CNEKUTE, Y€ CC MOSIBSIBAT HEKOHTPOJIUPAHH JBHKEHUS WM CE BIIOIIAT, CJIE]] KATO CTE
3amoyHay Ja npueMate Stalevo. AKo TOBa ce CIy4d, MOXKE J1a Ce HAJIOKU Bammust nekap na
MPOMEHH J103aTa Ha aHTHIIAPKMHCOHOBOTO BH JiekapcTBo.

- MOJYYHUTE TUAPHS; PEMOPHYUBA CE CICCHE Ha TErJI0TO, 3a Jla ¢¢ M30ErHe Bh3MOXKHA
mpeKoMepHa 3aryba Ha TerJio.

- uMare MporpecuBHa aHOPEKCHs, acTeHHs (c1adoCT, U3TOIECHHE) U HAMAJICHHE Ha TEeTJIOTO 3a
OTHOCHTEITHO KPaThK MEPHOJI OT BpeMe. AKO TOBa ce CIy4H, TPsOBa 1a ce OOMUCIH 00II]
MEIUIUHCKH TIPETJIe]l, BKITIOYBAIIl OICHKA HA YePHOAPOOHATA (DYHKIIHS.

- YyBCTBATe HYXJIa Jia cripeTe ynorpedara Ha Stalevo, BIkTe pasaen “AKo CTe Crpeny npuema
Ha Stalevo”.

Wndopmupaiite Bamms nekap, ako Bue nnn cemeiictBoto Bu/To3u, Kol TO nonara rpuxu 3a0emesk,
4e pa3BUBaTe MOJOOHHU HA 3aBUCHMOCT CHMITOMH, BOJIEIIN 10 CHITHO XKEJIaHHE 32 TOJIEMHU 103U
Stalevo u npyru nekapcTBa, M3MOA3BAHM 3a JiedeHne Ha 6osectTa Ha [lapkuHCOH.

WNudopmupaiite Bammst nekap, ako Bue nnm Bamero cemeiictBo/6onHornenay 3abenexure, e
IIPOABABATE CKIIOHHOCT HUJIM HECIIPCOJOJIMMO KEJIaHUE 1a C€ AbPKUTE 110 HAYUH, KOITO € HeoOMYacH
3a Bac unm He MmoxeTe Ia YCTOUTEC Ha UMITYJICUTEC, BJICUCHHUCTO WUJIN U3KYHICHHUETO Ja U3BHPIIBATC
OTIpeIeNIeHH JICHCTBUS, C KOUTO MOXKE Jla C€ HapaHUTE WU Jia HapaHuTe okoiHuTe. [1o106HO
MMOBCACHUC CC HapH4a HAPYIHICH KOHTPOJI HaJl UMITYJICUTC U MOXKE Ja BKIIIOYBA NPUCTPACTCHOCT KbM
Xa3apT, IPEKOMEPHO SIICHE WM XapuyeHe, IPEKOMEPHO CEKCYaJIHO JKEJIaHUE WIH HaTpar4uBU
CCKCYaJIHU MUCJIU WJIN NTPEACTaBU. Moxe Ja CC HaJIOXHU Bammsar JICKAp Ja HarlpaBu NPCOICHKA Ha
Jedyenuero Bu.

Barmusar iekap Moe J1a HanpaBu HAKOU PEIOBHH JTA00PATOPHU U3CICBAHUS MIPH MPOIBIKUTESITHO
JeyeHue cue Stalevo.

Axo TpSI6Ba Ja €€ MOJIOKHUTEC Ha Oriepanus, MOJIsI YBEAOMCETEC Bamms JICKap, 4€ nmpuemare Stalevo.

He ce npenoppuBa u3nona3Banero Ha Stalevo 3a jgeyeHne Ha eKCTPaUPaMUIHU CUMITOMH (HalpuMep
HEBOJICBH JIBM)KECHUS, TPENEpeHe, MYCKYyJHAa CKOBAHOCT M MYCKYJIHU CBKpAIICHHUS) NMPUYMHEHU OT
JpYyTH JIEKapCcTBa.
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ﬂega Y IOHOIIIH

Onutst cbe Stalevo npu nauuentu nox 18 ronunu e orpannded. [lopaau ToBa ynorpebara Ha Stalevo
MIpH Jiela UK FOHOIIN HE CE NMPENopbhUBa.

dpyru nexapcrBa u Stalevo

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

He npuemaiite Stalevo, ako npuemare HIKOH JISKapCTBa 3a JICUCHUE Ha Aenpecus (KoMOMHALNU OT
cenexktuBH MAO-A 1 MAO-B naxubutopu i HeceleKTUBHY MAO-HHXHOUTOPH)

Stalevo moxke Ja yBCIn4aBa Gq)eKTI/ITe 1 HCIKCIIAHUTC PCAKIIUHU Ha OIIPCACIICHU JICKAPCTBA. Te

BKJIIOYBAT:

- JICKApCTBA, U3IIOJ3BAHU 3a JICUCHHUC Ha ACTIPCCUA, KATO MOKJ'IO6€MI/I,I[, AMUTPUNITUIINH
AC3UIPpaMUH, MalIpOTHUIINH, BGHHa(baKCI/IH " MMAapOKCCTUH

- PUMHUTCPOJT U U30TIPCHAJIMH, U3TI0JI3BAHHA 3a JICHCHHUC Ha OoyecTu Ha JAUXAaTCIIHUTC IIbTHUIIA

- aJIpCHAJINH, U3I0JI3BAH IIPHU TCKKHU AJICPTUIHN PCAKIIUN

- HOpaApCHAJINH, JOIIAMUH U )_IO6YTaMI/IH, H3M0JI3BAHU 34a JICYCHUC Ha CbpJACYHU 0O0JIECTH M HUCKO
KPBbBHO HAJIATAHC

- aﬂ(i)a—MeTI/IJ'I)_IOHa, H3IM0JI3BaHa 3a JICUCHUC Ha BUCOKO KPbBHO HAJIATAHE

- aHOMOp(I)I/IH, KOMTO ce M3IT0JI3Ba 3a JcucHue Ha 00JeCcTTa Ha HapKI/IHCOH

Edexrure na Stalevo morar ga 6baat oTci1adCHN OT HAKOH JieKapcTBa. Te BKIOYBAT:

- JIOIAaMHMHOBH aHTAarOHHCTH, U3IIOJ3BAaHU 34 JICUCHUE HA TICUXUYHH HapyLICHUs, FaIcHe U
MOBpPBLIAHE

- (pCeHUTOMH M3MOJI3BaH 3a MPOMUIAKTUKA HA THPUOBE

- TamnaBepUH, U3MOI3BaH 3a OTIYCKaHE HA MYCKYJINTE

Stalevo Moxe fa mpeun Ha YCBOSIBAaHETO Ha jkensi30. CieoBaTellHoO He mpueMaiite Stalevo
€HOBPEMEHHO C XPaHUTEIHU T00ABKH, ChIABPIKAIIH jKea30. Clies KaTo cTe MPHUeH HIAKOE OT JBETE,
H34akaiiTe Hail-Manko 2 10 3 yaca npeau aa npueMeTe ApyroTo.

Stalevo ¢ XxpaHu ¥ HAIUTKHA

Stalevo Moxe na ce mpuema ¢ wim 0e3 XpaHa.

[Ipu vaxon nanmenty Stalevo Moxe na He ce abcopOupa 100pe, aKko ce IpreMa C WU CKOPO CIIeNT
Ooraru Ha OENTHYMHH XpaHU (KaTo HapuMep Meca, prda, MIICYHH TPOAYKTH, CEMEHA U SI/IKH).
[TocwBeTBaiite ce ¢ Bamus nekap, ako cuuTaTe, 4ye ToBa ce oTHacs 3a Bac.

Bpemennoct, kbpMeHe M epTHINTET

Axo cTe 6p6M€HHa HJIN KBPMUTC, CMATATC, Y€ MOXKE J1a CTC 6p€MeHHa HJIN IIJIaHUPpaTe 6peMCHHOCT,
IIOChBETBalTE ce ¢ Bamms JICKap Win q)apMaueBT npeau yrIOTpe6aTa Ha TOBa JICKApCTBO.

He Tpsi6Ba 1a kppMuTE IO BpeMe Ha JIeUeHHETO Che Stalevo.

Hlopupane u padoTa ¢ MAIIUHU

Stalevo moxe a moHW XK KpBBHOTO Bu Hansirane, koeTo Moxe /1a Bu Hakapa 1a modyBcTBaTe
cmaboct i 3aMasiHocT. CienoBaTenHo TpsiOBa ga ObaeTe 0cOOCHO BHUMATEHU NIpH ModupaHe u

pa60Ta C UHCTPYMCHTHU WJIK MAalllMHU.

Axo ce YYBCTBATC MHOI'O CbHJIMBU, UJIM aKO IMOHAKOIa yCCIATC, U€ BHC3AIIHO 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 cnyqaﬁ, MOXKE Ja IIOCTaBUTC cebe cu u APYTUTC B OITACHOCT OT CCPUO3HO
HapaHsIBaHC WX CMBPT.

Stalevo cbabp:ka 3axapo3a

Stalevo cbeappxa 3axapo3sa (2, 3 mg/tabnerka). Ako Bammsat nexap Bu e kazan, ue nmare
HEMOHOCHUMOCT KbM HSKOHW 3aXapH, CBBPKETE CE€ C HETO, IPEH Ja PUEMETE TO3H JIEKaPCTBEH
MPOYKT.

3. Kak n1a npuemare Stalevo

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

IIpu BB3pacTHU U XOpa B CTapuecKa Bb3PAacT:

- Bammsar nekap me Bu xaxe TouHO Konko TabneTku Stalevo a B3emare IHEBHO.

- TabGnerkute He ca mpenHA3HAUCHH Aa C€ ACIISAT WM YyIST Ha ITO-MaJIKU apyeTa.

- 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 Stalevo tabnetku 200 mg/50 mg/200 mg, He B3eMaiiTe moBeye OT 7 TabIETKH
JTHEBHO.

I'oBopete ¢ Bammus nexap unu apMareBT, ako MUCTUTE, Y€ epeKThT Ha Stalevo e mpekajaeHo cuieH
WM TIPEKAJICHO cJ1a0, WM U3MUTBATE HEXKENaH! PEaKIHu.

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

AKo cTe pHesu MoBeve oT HeodxoaMMaTa 103a Stalevo

AKoO ciIy4aifHO CTe TIpuelu oBede oT HeoOxoaumuTe Tabnerku Stalevo, ob6anere ce HezabaBHO Ha
Bamms nekap nnm ¢apmaneBt. B ciydaii Ha npeo3upane MoxKe Jia IO9yBCTBaTe OObPKBaHE WIIH
BBb30ya, chpaeuHata Bu qeiiHOCT MoXke a Obe mo-0aBHa WU 1M0-0bp3a OT 00MYAHOTO MM LIBETHT
Ha KOXara, €31uKa, O4YUTEC WJIN ypruHaTa Bu moxe Ja C€ IIPpOMCHHU.

AKo cTe MpoNycHAJIHN Aa npuemere Stalevo

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 ¢ce CETUTE U Clie[Baliara TabjaeTka B peIOBHOTO BpeMe.

AKo Ma rmo-Maiko oT 1 yac 1o cieapamara Bu no3a:
Bzemere eqna Tabnerka, BeHara ciell KaTo ce CEeTUTe, U34akaiTe 1 yac U B3eMeTe olle eHa
tabnerka. Cies ToBa ce BbpHETe KbM Barmms penoseH rpaduk.

BuHaru octapsiiiTe moHe €UH Yac MHTEPBaJl MEXIy TabaeTkuTe Stalevo, 3a 1a n30erHeTe Bb3MOXKHU
HEXeJTaH! PeaKITiu.

AKo cTe cripesii mpuema Ha Stalevo
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He cniupaiite npuema Ha Stalevo, ocBen ako Bamusr nekap e Bu kaxe na ro Hanpasure. B TaksB
ciryyaii, Moxe Jja € HeoOXoauMo Bamusr siekap Ja MpoOMEHHU I03UTE Ha OCTAaHAIIUTE
AHTUIIAPKUHCOHOBH JIEKAPCTBA, KOUTO MpHEMATE, MO-CIIEUAIHO JIEBOIOMA, 32 Jja IOCTUTHE
JOCTaThu€H KOHTPOJ BbPXY cuMnToMute Bu. Axo ps3ko npekbscHeTe npreMa Ha Stalevo u npyru
aHTUITAPKUHCOHOBH JIEKAPCTBA, TOBA MOXKE J1a IOBE/E JO HEKETaHHU PEAKIUH.

AKO MaTe HAKaKBU AOIBIHUTEIHN BRIIPOCH, CBBP3aHHU C YIOTpedaTa Ha TOBA JICKAPCTBO, IOMHUTATE
Bamms nekap nim ¢papmarenT.

4. Bb3MOKHH HeKeJIaHU pP€aKkumumn

KaxkTo BcH4ku IeKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MPEIU3BUKA HEKEIIAHU PEAKIINH, BHIIPEKH Ue HE
BCEKH T MMoJTydaBa. MHOTO OT Te3W HeXellaHW Peaklui MoraT Ja ObJaT 00JIeKUeHH Ype3 peryupaHe
Ha Jio3arta.

AKO TI0 BpeMe Ha JICYCHHETO Che Stalevo monydnre CleIHUTE CUMIITOMH, CBBPIKeTe ce He3a0aBHO ¢

Bammus jekap:

- MyCKyiuTe Bum ca MHOTO CKOBaHM WM CHJIHO TOTPBIIBAT, MMaTe TpeElepeHe, BH30yna,
00BpKBaHe, TPECKA, YCKOPEH ITyJIC I TOJIeMH OTKIOHEHHUS B KPbBHOTO Hajsrane. Te morat na
ObJIaT CUMIITOMH Ha 37I0KaduecTBeH HeBposenTtuyeH cuaapoM (3HC, psanka, Texxka peakuus KbM
JIeKapcTBa, M3MOJ3BaHM 3a JICUEHHWE Ha HApYILIEHHs Ha LIEHTpajHaTa HEpBHA CHCTEMA) WIH
pabaomuonu3za (psSAKo, TEKKO MYCKYJTHO HapYIICHUE).

- ajlepruyHa peakius, YAUTO TPU3HALKM MOraT Ja BKJIIOUBAT YpPTHKapus (KONPHUBHA TPECKa),
CchpOek, 0OpUB, NOyBaHE HA JIMIIETO, YCTHHUTE, €3MKa MJIM TI'bPJIOTO. TOBa MOXKE Ja MPUYMHU
3aTPYAHEHO JIUIIIAHE VI MPETIbIIaHE.

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

- HEKOHTPOJIMPAHU ABMXKEHUS (INCKUHE3UN)

- noBaurane (rajeHe)

- 0e3BpEIHO OIBETSBAHE HA YPUHATA B YePBECHUKABOKA(SB I[BAT
- MycKyHa OoJka

- TAAPHS

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

- CBETOBBPTECIK W NPUJIOMIABAHE, IBJDKAIIM CE HAa HUCKO KPBBHO HAJIsTaHE, BHUCOKO KPBHBHO
HaJIAraHe

- BJIOIIIABAHE HA TAPKMHCOHOBHM CUMIITOMH, 3aMaiiBaHe, ChHIUBOCT

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

- 0e3ChbHUE, XaTIOIMHAIINY, O0BPKAHOCT, APKU ChHUIIA (BKIIIOYBAIIN KOIIIMAPH), YMOPSIEMOCT

- MICUXUYHU U3MCHECHHMSI, BKJTFOUBAIIU IPOOJIEMH € MTAMETTa, TPEBOXKHOCT U AenpecHs (Bb3MOKHO
C MHCJIY 332 CaMOYOHHCTBO)

- MPOSIBH Ha 3a00JIsIBaHE HA CHPIIETO MIIM apTepUUTE (HAIP. IPhAHA 00JIKa), HEIIPABHIHU
ChpAeYHa JICHHOCT ¥ PUTHM

- I10-4EeCTO MajaHe

- 3ayX

- 3aCUIJICHO TIOTeHE, OOPUBH

- MYCKYJIHH KpaMITH, OAyBaHe Ha Kpakara

- 3aMBIJIEHO BIDKIAHE

- aHeMust

- HaMaJIeH aleTUT, HaMaJIEHO TETJI0

- rinaBoboire, OOJIKK B CTABUTE

- nH(pEKIYS Ha MUKOYHUTE IBTHIIA

Heuectu (morar ga 3acersar go 1 Ha 100 gymm)
- CBHPIICUCH MPUCTBHIT
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- KbPBEHE OT uepBara

- MPOMEHH B KpbBHATa KapTHHA, KOETO MOXE Ja JOBEAC 10 KbpPBEHE, OTKJIOHCHUS B
MOKA3aTeNNUTE TPU YePHOAPOOHN (HYHKIIMOHAIHHA TECTOBE

- 'bpPUOBE

- ycelaHe 3a Bp30yaa

- MCUXOTUYHU CUMITOMH

- KOJIHT (BB3MANICHUE Ha IeOeI0TO YePBO)

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

- 3aTpyJAHEHUE TIPU T'hIITAHE

- HECIIOCOOHOCT 3a ypUHUPaHE

C HeM3BECTHA YECTOTa (OT HaJIWYHUTC JaHHHW HEC MOXEC J1a 6’5,[[6 HalpaB€Ha OI.[GHKa)

CHIHO XeJIeHHE 3a TOJIEMHU 031 Stalevo, HaJaBUIIIaBallun H606XO,Z[I/IMI/ITC 34 KOHTPOJHUPAHC Ha
ABUTATCIHUTC CUMIITOMU, U3BCCTHO KAaTO CUHAPOM Ha JOIMMAMUHOBA JUCPLTyJIalluA. Hsxon ManuCHTHU
nojry4aBat HEeOOWYalHH HEBOJICBU JABHKCHUA ()_II/ICKI/IH63I/I$I) B TCXKKa q)opMa, IIpOMCHU B
HAaCTPOCHUCTO HUJIU APYTU HCIKCIIaHU pCAKIHUU CJIICA MPUCM Ha I'OJICMHU 103U Stalevo.

Cpo0111eHH ca ChIIO CACTHUTE HEKEJIAHN PEAaKINU:
- XenaTHuT (Bb3MajJCHUE Ha YEPHUS APO0)
- ChpOexK

Moske 1a OJyYnTe CIASAHNUTE HEKETaHU PEaKIIHH:
. HecnocobHocT 1a ycTonTe Ha MMITYJICUTE J1a M3BBPILBATE ONPENEICHU ICHHOCTH, KOUTO
Morar fia ObJaT BpeJHH, B TOBA YUCIIO:
e (CuneH UMITYJIC KbM MPEKOMEPEH Xa3apT BBIIPEKH CEPUO3HUTE JIMYHU WM CEMEWHN
MOCTIEACTBUS;
e Hapy1ieH win NOBHIIEH CEKCYalleH HHTEPEC WIIN MOBEJEHHE, KOETO MOYKE 3HAUUTEIHO J1a
Bu nputecHsBa nnM 1a NPUTECHABA OKOJIHUTE, HAIIPUMED MOBUIIEHO CEKCYAIHO JKEIAHUE;
e HekoHTpoaupyeMo na3apyBaHe WM XapueHe Ha MapH;
e Jlpesmxnane (mpueM Ha TOJIEMH KOJIMYECTBA XPaHa 3a KPaThK MEPUOJT OT BpeMe) MU
KOMITYJICUBHO TIpespKAaHe (MIPUeM 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 1a ce
CIIPAaBUTC WUJIM KaK J1a IIOTUCHETC TE3U CUMIITOMHU.

Cro01aBaHe HA He)KeJIAHU Peakuu

AKO MoJTyuuTe HIKAKBU HEXeJlaHH JIEKapCTBEHHU peaklnu, yBeaomere Bamus nexap unu gapmaresT.
ToBa BKJII0UBa BCHYKM Bb3MOXKHH, HEOITMCAHU B TA3U JIMCTOBKA HEXeJaHU peakuuu. Moxere ChIIo
Jia ChOOIIUTE HEXKEJIaHU PeaKkMi AUPEKTHO Ype3 HallMOHANHATA CUCTEMA 3a ChOOIIaBaHe, IIOCOYCHA
B Ilpunoxxenune V. Karo crobmaBare HeskeslaHN PEaKUU, MOKETE Jia JaJleTe CBOS MPUHOC 32
MoJIy4aBaHe Ha MoBede HH(OopMaIysa OTHOCHO O€30acHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na coxpansiBate Stalevo

Jla ce cpxpaHsIBa Ha MSCTO, HETOCTBITHO 32 Jea.

Jla He ce U3MoII3Ba ciIe]] CPOKa Ha TOAHOCT, OTOENIA3aH BbpXY OyTHIKAaTa MU KapTOHEHATa KyTHS ClIe]
“I'ogen 10:”. CpOKBT Ha TOAHOCT OTTOBaps Ha MOCIETHUS JIeH OT TOCOUEHUS MECeEll.

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

6. ChbabpkaHue Ha ONAKOBKATA U I0NbJIHUTEIHA HHpOpMALUS
KakBo cbabp:ka Stalevo

- AKTUBHHTE BelllecTBa B Stalevo ca jgeBopona, kapOuIona 1 eHTaKaIoH.

- Bceska Tabnerka Stalevo 200 mg/50 mg/200 mg cpabpixa 200 mg nesogona, 50 mg xapougomna
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 (PMIMOBOTO HOKpHUTHE ca Tauuepon (85 mpouenra) (E422), xunpomenosa,
MarHe3ueB creapart, noiaucopoar 80, uepseH xene3en okcug (E172), 3axaposa u THTaHOB
muokcun (E171).

Kak usriexna Stalevo n kKakBo ChIbpiKa 0NAKOBKAaTA

Stalevo 200 mg/50 mg/200 mg: TbMHO KaheHUKABO YSPBEHHU, OBAJTHH Ta0JICTKU, O€3 JICITUTETHA
yepta, Mapkupanu ¢ “LCE 200” ot eqnaTa cTpaHa.

Tab6netkata Stalevo 200 mg/50 mg/200 mg ce npenajara B IeT OMAKOBKHU C Pa3jIMYHO ChAbPIKaHUE
(10, 30, 100, 130 mnm 175 Tabnerku). He Bcuuku BUAOBE OMAKOBKKM MOTAT Jia ObJaT IyCHATH B
npoaaxoa.

IIpuTexaTtes1 Ha pa3pelIeHHETO 32 ynoTpeda
Orion Corporation

Orionintie 1

F1-02200 Espoo

dunnangus

IIpounsBoauTesn

Orion Corporation Orion Pharma
Joensuunkatu 7

FI1-24100 Salo

dunnangus

Orion Corporation Orion Pharma
Orionintie 1

F1-02200 Espoo

dunnangus

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

Belgié/Belgique/Belgien Lietuva

Orion Pharma BVBA/SPRL UAB Orion Pharma
Tél/Tel: +32 (0)15 64 10 20 Tel. +370 5 276 9499
bbarapus Luxembourg/Luxemburg
Orion Pharma Poland Sp z.0.0. Orion Pharma BVBA/SPRL
Ten.: +48 22 8333177 Tél/Tel: +32 (0)15 64 10 20
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Ceska republika
Orion Pharma s.r.o.
Tel: +420 234 703 305

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

Deutschland
Orion Pharma GmbH
Tel: +49 40 899 6890

Eesti
Orion Pharma Eesti OU
Tel: +372 66 44 550

| WYX T
Orion Pharma Hellas M.E.IL.E
TnA: + 30210 980 3355

Espaiia
Orion Pharma S.L.
Tel: +34 91 599 86 01

France
Centre Spécialités Pharmaceutiques
Tel: + 33 (0) 1 47 04 80 46

Hrvatska
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Ireland

Orion Pharma (Ireland) Ltd.
c/o Allphar Services Ltd.
Tel: +353 1428 7777

Island
Vistor hf.
Simi: +354 535 7000

Italia
Orion Pharma S.r.l.
Tel: +39 02 67876111

Kvnpog
Lifepharma (ZAM) Ltd
TnA.: +357 22056300

Latvija

Orion Corporation

Orion Pharma parstavnieciba
Tel: +371 20028332

Magyarorszag
Orion Pharma Kft.
Tel.: +36 1 239 9095

Malta
Salomone Pharma
Tel: +356 21220174

Nederland
Orion Pharma BVBA/SPRL
Tél/Tel: +32 (0)15 64 10 20

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

Osterreich
Orion Pharma GmbH
Tel: +49 40 899 6890

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

Portugal
Orionfin Unipessoal Lda
Tel: + 351 21 154 68 20

Roménia
Orion Corporation
Tel: +358 10 4261

Slovenija
Orion Pharma d.o.o.
Tel: +386 (0) 1 600 8015

Slovenska republika
Orion Pharma s.r.o
Tel: +420 234 703 305

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

Sverige
Orion Pharma AB
Tel: +46 8 623 6440

United Kingdom
Orion Pharma (UK) Ltd.
Tel: +44 1635 520 300

I[aTa Ha IMOCJCAHO NMpepasriaecKiane Ha JUCTOBKaTa
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JApyru n3rouyHunu Ha nHGopmManus

[Monpo6Ha nH(pOpManHs 3a TOBa JIEKAPCTBO € MPEeI0CTaBeHa Ha yeOcaiita Ha EBporietickara areHIus
0 JIeKapcTBara: http:// www.ema.europa.eu.
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