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JIACTOBKA: HH®OPMALHS

JICTKH

Jlesonona/benze Baopu Ne ,........ e e

MEHKAPT 100 mg/25 ﬂl

----------------------------------

749 - R
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MENKART 100 mg/25 mg"ia’ﬁl’ei -
Levodopa/Benserazide

IIpovereTe BEAMMATEANO NAJATA JHCTOBKA IpeaAH Na 3aH09HETe A2 NPHEMATE TOBA JEKAPCTBO,
ThH KATO TH ChABPKA BaxHA 32 Bac HupopManus.

3anazete Ta3W IMCTOBKA. MoXe Na ce HATOXH 113 4 IIPOYETETE OTHORO.

AKO MMaTe HSKaKBH JONBJIHATEIHH BEOPOCH, MONMTalTe Banmus JeKap UM GpapMaLesT.

ToBa nexkapcTBO € NpeAnmHcaHo eTUMACTBEHO W MMYHO Ha Bac. He to NPEOTCTHIIBAWTE HA APYTH
Xopa. To MOXe 1a HM HaBpeIH, HE3aBHCHMO Y€ MIPH3HALIATE HA TAXHOTO 3a00MsBaAHE ¢4 CHIIHTE
KaTto Bammure,

AKO TNOTyYMTe HAKAKBH HEXEIAHH JIEKAPCTBEHM peakumu, ysBeaoMere Bamms nexap wiH
¢papmauenr. Toea BIOYBA W BCHYKH BB3IMOKHH HEXEJIAHH pPEaKIMH, HEONMMCAaHU B TA3M
JIMCTOBKA.

KaxBo ¢bABLpxKA TA3H JIHCTOBKA:

&

|

I N S

2.

Kakeo npeactasnasa MEHKAPT 100 mg/25 mg TabieTky ¢ 33 KaKBO Ce H3[ION3Ba
Kakso tpa6ea na snaete npeaw ma npuemere MEHKAPT 100 mg/25 mg Tabnerku
Kak na mpuemate MEHKAPT 100 mg/25 mg TabneTku

BB3MOXKHH HEXEIAHH peaKiuH

Kaxk na cexpanasate MEHKAPT 100 mg/25 mg Tabnerku

ChasprkaHne Ha ONAKOBKATA U JOMBIHHTENHA HHAOPMALs

Kaxso npeacrasnnea MEHKAPT 100 mg/25 mg va6/1eTKH H 33 KAKBO ce H3N0JI3Ba
JleBomona € aHTH-MAPKHHCOHOBO CPEACTBO, a GeHzepasHy e JAeKapOOKCHIA3eH MHXHOHTOP,

KOWTO [OANOMAra JICBOI0Na TAKa, Ye 1a noaoOpu HeHHOTO felicTBHE.
MEHKAPT ce u3nonsea 3a JieueuHe HA CUMITTOMHETE Ha 6oiecTra Ha Parkinson.

Kakso Tpa6Ba na 3naete npeqn a1a mpuemere MEHKAPT 100 mg/25 mg TableTKH

HE npuemaiite MEHKAPT 100 mg/25 mg TaGiericn

aKO CT€ aICPrHYHH (CBPBXUYBCTBHTEIHH) KBM JIEBOAOMNA, G¢H3epasHn MWIH KbM HAKOS OT
OCTaHAIHTE CBCTABKH HA TOBA JIEKAPCTRO:

4KO HMAaTe XHIEPTHPCOHIHIBM (CBPBXAKTHBHA IUTOBHIHA JJIE3d), MHOTO YCKOPEHA ChpACUHa
ACHHOCT WIHM (eoXpoMoUHTOM (TyMOp Ha HaaOBOpeuHHTE XUTe3y, KOHTO Npemu3BHKBA
XHMIIEPTOHMS ),

aK0O MMaTe TeXKKO XOPMOHAITHO, Chpae4HO, YepHOAPOOHO Wi OB0peuHo 3abonsBane;

aKo CTpajare OT McHxo3a (ICHXMYHO CBCTOAHME, KOETO Ce XapaKTepH3Wpa ¢ JIHYHOCTOBA
npoMsAHa U 3aryba Ha BpB3Ka ¢ PeaIHOCTTA);

4KO CTe C TECHOBI'HIHA ITIAYKOMA (BHCOKO BBTPEOYHO HALATAHE);

ako cre 6Gpemenna; o
aKO CTe NOA 25 TO[HHH, THi KATO ONMTET B Ta3H BH3PACT € OrPAHHYEH; Lol
4KO CT€ XKCHA B NETEPOAHA BB3PACT H HE H3MOJ3BATE HANECKIHA KonTpaueﬂmm (BX. T@tm:a
“bpeMEHHOCT H KbpMeHe™); - -

aKO MPHEMATe PE3EPITHH WIH MOHOAMHUHOOKCHAA3HH MHXHOHTOPH (MAO-HHfmﬁmopn) (Harrp
TPAHWILHIIPOMHEH), KOHTO C€ M3MON3BAT 34 JICYEHHE HA BUCOKO KPBBHO Hamlra.ﬂe | noTHcHaTo
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HacTpoeHue. OcBeH ToBa He npueMaiite MEHKAPT, ako cte npuemany MAO-uuxnburop mpes
MOCAECAHUTEZ CEAMMLIH.

Ipexynpexaenns B npeqnazHn MepKH

I'oBopere ¢ Bamms nexap unu hapManesT npeau aa IpUEMETE Ha TOBA JIEKAPCTBO:

- aKO HAKOra CT¢ MMallH CHPACYEH NPHCTDBII WITH ChPCYHH MPOOIEMH;

. 4KO HMaTe OpTOCTaTHYHA XHNMOTOHMA (HHCKO KPBBHO HaJAraHe, CBBLP3aHO ¢ IIPOMEHH B
NO3HIHATA HA TAJIOTO, KOSTO MOXKE Ja TIPeAU3BHKA 3aMaHBaHe HITH CBETORLPTEK);

= 4KO HAKOra CT€ UMald MENTHYHA HIIH TBHKOYPEBHA A3BAa;

. aKO HAKOra CT¢ MOTy4aBany NpUNAxLIM (TEPUOBe);

- 4KO HAKOIa CT€ HManK ocTeoManialig (KocTHa 6onect MoAoOHA Ha paxuT);

. 4KO MMAaTe IIHPOKOBIBIIHA ITIAYKOMA { BHCOKO HAJIATaHE B OKOTO);

. aKO HMaTe 3aXxapeH quater. llle Tpaba ma KoHTpONMpaTe HUBOTO HA KPBBHATA 3aXap IO-YECTO,
a MOXe fa ¢¢ HanokM BamMar jekap Ja KOpHrHpa [03aTa Ha Ballleto aHTHOHAGETHO

JIEKapCTBO;
. ako Bn npencton onepauus;
. aKO HAKOra ¢T€ MMAJIH pPaKk Ha KOxaTa.

Ilo Bpeme Ha neueHwero ¢ MEHKAPT Mmoxe na ce mosBd OEeNpeCHd H MHCIH 3a caMOyOHIfCTBO
BBIIPEKH, Y€ TC MOXKeE /ia Ca cneacTBue Ha BameTo 3abonisase. Ako ce 4yBCTBaTE AEHpecHpaH JOKATO
CTC Ha JIeYeHHe, KOHCYITHpaliTe ce ¢ Bamma nexap.

Hudopmupaiite Bamusg nexap, ako Bue mnm Barero CEMEHCTBO/YOBEKBT, KOHTO ce TpHXH 3a Bac
3abenexky, He MPOSBRABATE NOPUB WM HEMPEOAONHMA HYXJla 7la C€ ABpXHUTE 1O HAYHH, KOUTO €
HeoOHYaeH 3a Bac WM He MoXkeTe 4a YCTOMTe Ha HMITYJICA, JKEJIAHHETO WIH HW3KYIIEHHETO Oa
H3BBPILUTE ONPEACICHH NEHHOCTH, ¢ KOUTO OMXTe MOTIIM A2 HapaHuTe cebe CH MM OKONHUTe. Tora
[IOBCACHHE C¢ HapH4a HAPYINEHWE HAa KOHTPOJla HAa MMIIYJICHTE H MOXE Ja BK/IKOUBA NATOJIOrHYHA
CKJIOHHOCT KBM Xa3apT, IPEKOMEPHO XpAHEHE HIIM XapueHe, HeOOM4aliHO CUNHO CEKCYATHO JKeJIaHHe
HWIH 3aCHIIBAHE Ha CCKCYATHUTe MMCIM WIH 4YyBCTBa. Moxe Ja € HeoOxomumo Banmimst nekap na
npepasriena ne4eHHeTo Bu. Tpadea qa npoxbipkuTe TeUEeHHETO TOMKOBA ABIr0, KOAKOTO BH e Kasan
Bamusar nexap. BHe3amHOTO crmparme MOXE 3 TPeIU3BAKA TOTEHIMATHO KHBOTO3aCTpalIaRaIny
HEXETAHH peakIiy (BIDKTE ToUKa 3 nmo-ao0my “Ako cre crpenu npuema Ha MEHKAPT™).

BatmsaT nekap mMoxe Ja pemn na MPOBEXKIA HAKOH TECTOBE, KOMTO HAJaraT B3EMaHE Ha KPbB MM
YPHHA 3a H3Cie/iBaHe Ha ONpPENCNCHH HHTEPBAIM OT BpeMe, Aa KOHTPONMpa MNy/ica H KPBLBHOTO
Halsrane. Kato nombnHenwe, Bamata koka TpabBa na Owe TecTBaHA 3a MAIHCHEH MeEJAaHOM
PEOBHO.

Apyra nexapcrea 1 MEHKAPT 100 mg/25 mg Ta6neTks

Koncynmupaiime ce ¢ Bawus nexap, axo npuemame naxoe om crednume: |

. Huxubutop Ha MOHOAMHHOOKCHIA34Ta (MAQ) (m3smomsBanM 3a JNeyeHHE HA JIENPECHA):
KOMOMHaumMaTa Ha Te3d JiekapctBa ¢ MEHKAPT mMoxe na MpeAHU3BHKA MHOI0 CHJIHO
TIOBHIIaBaHe HA KPHLBHOTO HansaraHe. Tosa Moxe aa ce ciyud M ako cre npHemaadn MAO-
HHXHOUTOP npes nocnenumTe 2 cenmumy (piokre “He npuemaiire MEHKAPT” o-rope).

. JlexapcTBa, koMTO 61Xa MOT/IH fa YCHIAT M oTcIabsT edexra aa MEHKAPT: . )
- APYTA JIeKapCcTBa 3a JieueHHue Ha Oomtectra Ha Parkinson xato OpOMOKpUITTHH, aMaHTaOuH,
TPUXEKCHDESHHNII HITH €HTAKAIIOH; | AR
- aHTHALM/H (H3MOI3BAHH CTOMALUHH KHCEMHH aKo HMATE JIOLIO XpaHOCMHJIaHe); -
- depocyndar (MU3M0I3BaH 34 JIEYCHHE Ha JKe1e3eH AeDHUIAT); i |
- METOKIONPaMKJ (M3TOI3BAH 32 JIEYCHNE HA XPaHHTEIHH Pa3CTPOHCTBA); '_f
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- JICKapCTBa, MPHHANICKAIM KBEM Tpyna HapeyeHa ONWOMAH KATO KOMEMH, OKCHKOMOH,
MOpPGHH WK TpaMazoln (ofe36onasann);

- JICKApCTBA 3a BHCOKO KPBBHO HAATaHE, KOHTO ChIABpHAT pesepiMH (Bikre “He
npuemaiite MEHKAPT™ no-rope);

- HCBPOJIENTHIM KATO XANONEPHUAON, (GIyNEeHTHKCON WIH XJIOpNpoMasuH (H3MNON3BaHH 3a
JICYEHHE Ha NICHXHATPHYHH 3a00/I9BaHKA, BIJIFOYUTEITHO CIIHO H3Pa3eHa TPEROKHOCT HIH
IIH30(peHHs, raieHe, MOBPBIIAHE W XBIILIAHE);

. JlekapcTea 3a BUCOKO KPBBHO HajisTaHe: BalieTo KPBEHO HAJATAHE IHe CTAHE MHOIO HHCKO.
Moxe na ce Hamoxu Bawmar nekap ma anamrupa nosata Ha Bamero JIEKAPCTBO 3a BHCOKO
KPBEBHO HAJIATAHE.

. JlekapcTea, npHHAIEKAINM KbM IPyNa HApEYeHa CHMIATHKOMHMETHITH KATO KJIOHHAUH WIH
canbyramon He TpabBa aa ce MpHEMAT 1o eAHo H cbilo Bpeme ¢ MEHKAPT: edextsT Ha Tezu
NexapcTea 6M MOTBA a ce YCHIH. Moxke fa ce HajuokH Bammsrt JIeKap Ja aJalTHpa no3ara Ha
Bauilero neueHue ¢h¢ CHMIATHKOMMMETHLIH.

MEHKAPT moxe na p3anuMonelicTsa ¢ PE3YITATHTE OT U3CIICIBAHHATA Ha HAKOH BEILECTBA B KPHBTA.

Onepaumu
Ako BH nipencroun onepaups, kaxere Ha nexapi, ve npueMare MEHKAPT. Toea ce Hanara, Twit kaTo
MOKC [1a CC HAOXKH Ja CIIpeTe Ja ro npHemMare, npean aa Bu Obae npunoxeHa ofma yroiika.

Mons, napopmupaiite Bawus nexap wiaH papManesT, ako NIPHEMATE HIIH HACKOPO CTE NMpHEMAJIH WIH
© BE3MOXHO 112 IpHEMETE APYTH JICKapCTBa, BIIOYHTEHO H TAKUBA OTIyCKAaHH Ge3 perenTa.

MEHKAPT 100 mg/25 mg Ta6nerky ¢ xpaHa m RaNATKH

Ilpuemarero na MEHKAPT ¢ xpanu Goratu Ha Gelrrbium Moxe 1a oTcaabu epexTa my.
Koraro ¢ BraMosxHo, npuemaiire MEHKAPT 30 MHHYTH 10 | 4yac cnen xpaHeHe.
Bbpemennoct, knpMene B pepraauTeT

He Tpabra na npuemare MEHKAPT, ako cte OpemeHHa. AKO CTe B JeTepojiHa BE3PACT, TpAOBa na
H3NOJI3BATE CUTYPeH METON 32 NIPEATIa3BaHe 0T GPEeMEHHOCT Mo Bpeme Ha jeuenne ¢ MEHKAPT.
Brnpexu ToBa, ako Bee max 3abpemeneeTe Wim CMATaTe, Y€ MOXE 1a cTe OpeMeHHA, TpAGBa na ce
koHCynTHpaTe ¢ Bamua nekap. Toii/ts e Bu nocheeTBa Kak ma ce cnpe neyeHuero ¢ MEHKAPT.

He TpaGea na xepmure aokato cre Ha newenne ¢ MEHKAPT. Ako 1o BPpEM¢e Ha KbpPMEHEe ce Hajlara
neuenue ¢ MEHKAPT, Tpa6ea na cnpere na xspmure Bamero 6ebe.

ITochBeTRaiite ce ¢ Bammis nekap win dpapmauesT IPEeIH yoTpefara Ha KOSTO H 4 € JIEKAPCTBO.
Miogupane u paGora ¢ MamuAn

Jlesomona ce cebp3Ba che cHHIMBOCT (IpeKoMepHA CHHIMBOCT) H MHOTO PAJIKO C TEXKA CHHIMBOCT
TPe3 JICHA, KaKTO M €NM30/IM Ha BHE3AMHO 3acnuBane. Toa MoXe Aa ce ciydud 6e3 IpeaynpeanTe s
MPU3HALH. AKO TIOJyYdTe TAKMBA CHMITTOMH, TpAGBa fa HH(popMHpare Baius nekap. TpabGea aa ce
BB3AbpRaTe OT WwodupaHe Wi paloTa, NpH KOATO HAPYWIEHOTO CHCTOSHHE Ha GYJHOCT MOXE Ha
nocraBd Bac win okolHHTE B CECTOSHHE Ha BHCOK PHCK OT CepHO3Ha TpaBMa (Hamp. pabota ¢
MAIHKH), NOKATO Te3u MOBTAPSIIH Ce e[M30IH H CHHIMBOCTTA HE OT3BYYAT. ™

DE/H/1391/001/IB/013 1391-PIL-20150604

-



3. Kak aa npuemare MEHKAPT 100 mg/25 mg Tadnercn

Buuaryn upuemaiite MEHKAPT Touso kaxTo Bu e kazan Bamust nekap wnu dapmanesT. AKO HE CTe
CHIypHH B HEINO, ronyrakite Bammsa nexap mnu dgapmaresr.

Jleuernuero ¢ MEHKAPT 100 mg/25 mg TabieTks oGMKHOBEHO 3aIl0YBa ¢ HHCKH A03H, Hamp.
ITOJIOBHH TabJIeTKa, Ba 0 YETHPH ITETH THEBHO.

Cren TpH 1o ceneM nHM Bamust JIeKap, ako € Heo0XoIAuMoO, MOKE J1a B3eMe pellIeHHe Ja NMOBHILH
no3ata BH ¢ enHa Tablerka Ha Beeku TPH O CefeM JHH 10 MNOCTHTAHE HA aJeKBaTeH KOHTPOMI Ha
Bamyre cumoroMmn.

MakcuManHara 1033 KaTO UAIO He € HOBEeYE OT OCEM TaOJIETKH JHEBHO.

/lHeBHATa N103a TpaOBa na ce pasnpenenH Mpe3 JeHs HA HAKOIKO MO-MAJIKH no3d. I'onemMuHara Ha
OTASIIHHTE JO3H M WeCTOTaTa Ha KOATO Ce MpHEMAT Ipe3 AeHs TpA0Ba 4a Ce amanThpa Taka, Ye Oa
OTroBapsA Hal-Z00pe Ha HyXKIHTE HA BCEKH OT/IESICH TTALHCHT.

3a 51a ce MposABH HambNHO edekTHT Ha BalleTo NekapcTBO, MOXe Ma ca HEOGXOMMMH HAKONKO
CeAMHIIH.

AKO TIpeAH TOBa CTe NPHEMATH JISBOIONA CAMOCTOATETHO MIH C APYT AeKapGOKCHIa3eH HHXHOHTOD,
TpsOBa Ja CrpeTe NpueMa My NOHe JBAHAIECET Yaca IpeaH na sanodHere ga npuemate MEHKAPT.

Koraro ToBa € BB3MOXKHO, Bue Tpaépa na npuemate MEHEKAPT 30 MHHYTH 110 1 4ac cien XpaHeHe.
TpsabBa na norremare TabneTkuTe ¢ HAKAKBA TEYHOCT, 63 §a I TbBYETE.

AKo cTe IpHEIH NMOBeYe 0T HeofxoaAmaTa 103a MEHKAPT 100 mg/25 mg TabaeTKH

Axo Bue (WM HAKOH ApPYT) cTe MOTbIHANM MHOTO TAGIETKH HABENHDBK, WIH MHCITHTE, Y€ NEeTe €
NOT'BJIHANO HAKAKBH TabJlieTKHU, HezabaBHO ce 06aseTe B Hali-6nu3KaTa GOMHKIA WIH Ha Baumms JIeKap.
Mons, HOCeTe Ta3W JIMCTOBKA, KAKTO H HAKAKBH OCTAHAIH TaONETKH H OMAKOBKATA Che cebe CH, 33 ja
3HaAT B OOMHMIIATA WM JIeKaps KaKBH TaOlIeTKH ca NOrbIHATH.

[Ipenosupanero Moxe ma npemusBMKa BiOmaBaHe Ha Bauure CHMITTOMHM, KAKTO H OOBPKBaHe,
XATIONMHAIMH W HADYMEHMA Ha CBHA. Paako MoraT ja ce moOABAT rajeHe M IOBPBIIAHE
(IpHnonIaBaHe) U HEPaBHOMEPEH CHPACYEH PUTEM.

AKO cTe NPORYCHANH a2 npremeTe MERKAPT100 mg/25 mg rabaerku

He piemaiite nBoiima nosa, 32 na KOMIICHCHpaTe MpoIycHaTaTa n03a. B3eMere Bamara nosa xakto
OOHMKHOBEHO, MaKap, 4e MEKIYBPEMEHHO MOXE [a ONy4MTe BHIBPHIIAHE HA HAKOM OT TIPODIEMHTE
JBJDKALH ce Ha Oojectra Ha Parkinson.

Axo cTe cnpenn npaema Ha MEHKAPT 100 mg/25 mg TadeTKkn

Baummsar nexap me onpenenn xora Tpafea xa cripere npuema Ha MEHKAPT. OGukHoBeHO TOBa
JIEKApCTBO CC NIPHCMA NIPOJBJDKHTENIHO BPEME, Thi KaTo 3aMeCTBa BEIIECTBOTO HOAMMH, KOETO He Ce ..

IPOH3BCHKIA B NOCTATHYHO KOJIMYECTRO NIPH MalMedTH ¢ Gonectra Ha Parkinson. el

AKo xernaere sa ciipete npuema Ha MEHKAPT, TpAbBa a ysenomute Bamnsa nexap. Makap i panxo, R
BHE3AINHOTO CIMPAHE HA JCYCHMETO MOXKE [a TpPeNH3BHMKA TOTEHLUWATHO 3aCTpaliaBallH KHMBOTA
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HOMCCIAHH peakln, BKIIOYUTEIIHO CHCTOAHHME HAPEUYEHO HEBPOJENTHYEH MATMIHEH CHHIPOM, KOHMTO
BKIOMBA MHOTO CHIHO IIOBMIIABAHEC HA TEJIECHATA TEMIEPATypa, MYCKYJHH CXBAlAHHA M
(PM3HONOTHYHH TPOMEHH, aKMHETHYHH KPH3H (HEBB3MOXKHOCT 3a NBIKEHHE). 3a 72 ce HaMaIH
BEPOATHOCTTA 32 NOABATA MY, JiekapaT 1mie BH nockBeTBa Kak Ja CHpeTe JICYEHHETO.

AKO MMaTe HAKAKBH JOMBIHATETHH BBHIPOCH, CBEp3aHH ¢ YNoTpebaTa Ha TO3M NPOXYKT, NOIMTATE
Bamiua nexap win dapmanesT.

4.  Bb3IMOXKHH HEKEJAHH peaKHHH

KakTo Beuuku nexapceTsa, ToBa JeKapeTBO MOXKe fa NpeaAH3BUKA HEKENIAHH PEaKIIHH, BBIIPEKH, Ye HE
BCEKH ' TIO/TyYaBa.

Hexenanure peaxuyu onmcanu [10-10/Ty Ca NOKJNAIBAHH B NIOKa3aHATA MPHO/IH3HTEIHA YECTOTA:

Mnozo uecmu (mooce da 3aceznam noseve om I na 10 oyuiu):

° HapyIeHHA Ha CBhHA, IABHO NIPH X0Opa B CTAPYECKA BE3PACT;

. IIOTHCHATO HacTpoeHHe™**, 0cobEeHO NPH XOpa B CTapuecKka BB3PacT;

. 3aryba Ha arneTHr;

o BapHauMH B OTTOBOpa HA JICYCHME KaTO “3ampp3paHe” (BHE3AIIHA MOSBA HA 3aTPYTHEHHS B
ABIDKEHUETO), “HM3uepnBaHe Ha A03aTa” (BB3BPHINAHE HA CHMITTOMMTE TIpE/H ImpAeMa Ha
ClieABalara 703a) H “on-off” ¢eHoMeH (BHe3anHu MPOMEHH B CHCTOAHHETO, OT [IEpHOAN Ha
A00BP KOHTPON Ha CHMITOMMTE JIO TIEPHOAH, TIPH KOWTO JUTICBA KOHTpON)*;

¢ NMPOMEHCHH WIH HapYIICHH BOJIEBH JABWKEHHS (AUCKUHE3HA);

o HEBOJICBH JABHXECHHS,

o rageHe*¥;

° MOBpPBIIaHE **;

° Jvapus**;

. NOBMINICHH HWBA Ha BEIIECTBO Hape4eHO alKalHa (hocdarasa B KPBBTa;

@

NMNOBHIICHH HHBA HA HAKOH BEeHISCTEA B KPBbETaA KaTO ITHKOYHA KHCE/ITHHA WITH Ypei.

Hecmu (moxce 0a 3aceznam do 1 na 10 dyuu):

XaTIOLMHALIAH, ITIaBHO [PH XOpa B CTAPYeCKa BH3PACT;

TPEBOXKHOCT, ITIABHO NP XOpa B CTAPUECKA BB3PACT;

HETIPABHIIEH ChpPACYEH PHTEHM:

TIPOMCHH B KPHBHOTO HAJIAraHe, KOMTO MOTaT Ja Ce NOAOOPAT ¢ HAMAIABAHE Ha [1034Ta;
NPOMAHA Ha BKYCOBM yCEIaHusa**,

Heuecmu (mooice da 3aceznam do 1 na 100 dywu):
. 3aryba Ha BKYCOBHM yCeIaHua**,

Peoxu (mooxce da 3aceznam oo I na 1 000 oyuiu):
. HaMaJjieH Opoii Ha 6enuTe KpBBHE KIESTKH.

C neusgecmua vecmoma (om narusnume danny ne Mooice Oa OvOe nanpasena oyenxa).:

. HaMaJleH Opoii Ha YepBEHUTE KPBBHH KJIETKH HITH Ha TpOMOOLIUTHTE; C S .ff_‘“-'i:

. HapyllICHa OpHEHTALMA 3a BpeMe, INTABHO NPH NALIUEHTH B CTApYECKa BB3pACT; -~ \ 3
. BB30Y 1, 0c06eHO NIPH Xopa B cTapyecka Bh3pacT; R T S
. HAJTyIHOCTH, ITIaBHO IIPH XOpa B CTAPYECKA BH3PACT; S

. JI€KO BHOAYILICBIICHHUE; R

° CBHJIHBOCT; . | " o

e - : .
- f..a. - . - L .'f'_ : il ._-'I
* ) S HE ) Ll
N -, o -~ . . s
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DE/H/1391/001/1B/013 1391-PIL-20150604



arpecus;

NpOABABAHE HAa CKPHTH IICHXO3H (TICHXHATPHYHO CBCTOAHHE, KOETO C€ XapaKTepH3Hpa ¢
FIPOMEHH B THYHOCTTA H 3aryda Ha BPB3Ka C pealHOCTTa);

NPUTECHEHHE;

MHOIO CHJIHa CBHIIHBOCT Npe3 JIeH;

€304 Ha 3aCTIHBaHe;

NpOMSAHA B LiBeTa HA YPUHATA, ODHKHOBEHO B YePBEHHKABA™;

NOBHILIEHH HUBA Ha ypea B KPBBTa,

MOBHIIEHH HHBA HA BELUSCTBA, HAPeUCHHA TPAHCAMMHHA3H B KPLBTA;

AIEPrUYHH KOKHH PEAKLIH KaTo OOpHB U ChpOex;

HEYOBPKHMO JKeNaHHe Ja IBHKHTE Kpakara CH, 3a [a Clpere HeyAoOHOTO WIH CTPaHHOTO

yCelllaHe;

® & & & & &

. KBPBEHE B XpaHOCMWIATENHATA CHCTEMA;
* NpoMsSHa Ha LBETa Ha C/IFOHKA, e3HK, 360H WIH ycra;
° OauepPBIABAHE H H3NOTABAHE.

* Ha mo-KbCeH eTan OT N€YEHHETO U B NIOBEYETO CIYHaHM e KaTo JIEKapeTeOTO € OMno npHeMaHo B
NPOABIKCHHE HA MHOIO FOJAMHM, MOFaT Ja C¢ MOABAT HEKOHTPOIHPYEMH, HEOOWYaHHU NBHKCHUA Ha
phiieTe, KpaKaTa, JJMLETO H €3HKA HIIH HEPaBHOMEPHOCT Ha OTroBOpa. Te OMxa MOIVIM Ja H34Ye3HaT, ako
ce NPOMEHHU THEBHATA AO3a HIM C€ pa3aend Ha [I0-MaJIKH, HO TO-UYECTO MPHEMAHH JO3H Ipe3 JeHA.

** Tesu HexKeNlaHHM peakUHH THIMYHO Ce TIOABSBAT [IPH 3all04BaHe Ha JISWCHHETO U OGHKHOBEHO MOTaT
Aa ce KoHTponupar ot npHemManeTo Ha MEHKAPT ¢ xpana WM HanmdTKa B n0-0aBHO MOBHILIABaHE HA
Ao3aTa.

Moxe a2 NOMYYHTE HAKOA OT CNIESAHHTE HEAKEIAHH PeaKIHH:

. HecriocoOHOCT a YCTOMTE Ha MMITYJIC Oa H3BBpire ASHCTRHE, koeTo OM OMto omacHO 3a Bac
M KOETQ MOE [a BKTIOYBA:
0 CHWJIEH HMIYJIC KBM Xa3apTHH HMIPH, BBIIPEKH CEPHO3ZHHMTE nocheavud 3a Bac HIH 3a

cemeilictroTo By,
o MPOMEHEH WIH NOBHUIIEH CEKCYANIEH HHTEPEC MM MOBEACHHE ChC CHLIECTBEHO 3HAUYCHHE

3a Bac waH ocraHanute, HanpHMEP NOBHULIECHO CEKCYATHO JKENaHHUE,

HEKOHTPOIHPYEMO Na3apyBaHe WA Xap4yeHe Ha I1apH;

0 CKJIOHHOCT KBbM IIpesskaaHe (MOrTpIIaHe Ha roJIeMU KOTHYECTBa XPaHa 34 KpaThK NMNEpHOI
OT BpeéMe) WIH NPHHYIMTEHO XpaHeHe (M3shKAaHEe HA ToBede XpaHa oT obuyaiiHOTO M
MOBEYE OT KOAKOTO BH ¢ HeoOX0oaMmMO 3a 3acHIlane).

O

Kaxere Ha Bamug jexap ako noJyvHTe HIKOA OT Te3u HeoOHUAHBH NOBEACHIECKH NPOMEHH;
TOii/TA mMe 00CHAAT pa3NAYHHE HAYHHH 32 JeYeHHE HJIH HAMAISBAHE HA CHMOTOMHTE,

Crofmasane Ha HeKeJIAHH PEAKIHH

AKo nony4uMTe HAKAKBH HEXXeIaHM JIEKApCTBEHN peaKIlii, yeeaoMeTe Bams iekap Wi gapmalieBT
HJIH MEAHLIMHCKA CeCTpa. TOBA BKIHOYBA BCHYKH BB3MOKHH HEOIIMCAHH B Ta3H JIHCTOBKA HEXEIAHH
peakuuu. Moxere ¢pimo a2 CHOOIUTE HEXKENAHH peakiii JUPEKTHO 4pe3 HALMOHANHATA CHCTEMA 33
cboOmmaBaHe, B M3MBEMHHATEHA areHImA 1o Jiekapersara yi. ,,Jlaman 'pyep” Ne 8, 1303 Codua, Ten.:
+35 9 28903417, yebcaiiT: www.bda.bg. Kato crobmaeare HeXXenaHu peakliMH, MOXETe Oa JaneTe
CBOA MIPHHOC 34 MOJTy4aBaHE HA NOBede HHGPOPMALHI OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO,

..........
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3.  Kak ga coxpaasBare MEHKAPT 100 mg/25 mg raéaerkn
Jla ce CbXpaHABa Ha MACTO HEAOCTHITHO 32 AEla.

He usnonspaire ToBa JEKapCTBO CEA CPOKA HA FONHOCT OTOENS3aH BBPXY OYTHIKATAa U KapTOHEHATA
onakoBka. CPOKLT Ha FOHOCT OTroBaps Ha MOC/IEAHNS IeH OT TIOCOYSHHS MeCell,

To3n JICKAPCTBEH MPOAYKT HE U3UCKBA CIIEIMAJIHU YCIIOBHA HA ChXpaHCHHE.

He H3XBBpIIATE IeKapCTBaTa B KaHANM3ALMATA HTH B KOHTEHHEpa 3a JOMALIHM OTHaabiy. [lomuraiite
Bamnia dapmanesT kak fa M3XbpiATe JEKAPCTBATA, KOMTO Beue He wamonamare. Tesn MEpPKH Ine
CTIOMOTHAT 3a OMAa3BaHe Ha OKONMHATA Cpeaa.

6. Chabpxanne Ha OnakoBKaTa H AOUBJIHATEIHA HHPOPMARHS
Kaxso cbabpxa MEHKAPT 100 mg/25 mg ta6aerxu

- AKTHBHHTE BEIIIECTBA 4 JIEBOJIoNa 1 GeH3epasu.

- Enna Tabnetka coaspka 100 mg nesogona u 25 mg GeHsepasuz (Kato XHIPOXJIOPHA).

- JApyrute CbCTABKH Ca MAHHTON, MHKDOKDHCTATHA LEMYN03a, IPEXKEIaTHHAZHPAHO LHapeBHYHO
HUIICCTE, KAIIMEB XHAPOreH ¢(ocdar, OespoaeH, moBMAoH K-25, KpOCNOBHOOH, CHIMIIHER
AHOKCHE, KontonsieH Oe3BoieH, xene3el okcua, depreH (E172) u MarHesneB cTeapar.

Kax msraesxaa MEHKAPT 100 mg/25 mg Ta6aeTkn H KaKBO ChIBPKA ONAKOBKATA

MEHKAPT tabnetxu 100 mg/25 mg ca KpbIiiH, ABOiHO H3TBKHAIH, CEETIIO YePBEHM ILCTPH
TAOJCTKH ¢ ABE MPeCHYAINH Ce ACNHTEIHH YEPTH OT ABeTe CTpaHH. Te Morar Ja Obae pasaesieHH Ha
PaBHH YCTBBPTHHH U C€ Npejiarat B 6¢)1M, Henpo3pavynr OyTHIKH oT nonMeTtwieH ¢ TE/SF kamauku
Ha BHHT CBC CymuTen, chabpxxaiy 20, 30, 50, 60 1 100 TabneTkH.

He BCHYKH BHIOBE OMTAKOBKH MOXe Aa GBLAAT MycHATH B npolaxsa.
ITpaTexkaTen Ha pazpelieHHETO 33 ynoTpe62 # npon3BogATET

IIpuTexaTen Ha paspemennero 3a ynorpea
Tepa Papmaciotuxbic bearapus EQOOJ]

yit. H.B. I'oron Ne 15, er. 1

Copus 1124

brarapus

IHpon3BoguTenn

TEVA UK Ltd.

Brampton Road, Hampden Park,
Eastbourne, East Sussex, BN22 9AG
ObemHHEHO KPAICTBO

Pharmachemie B.V. R T N
Swensweg 5, Postbus 552 L e -K“u “
2003 RN Haarlem | = \ll
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TEVA Santé S.A.
Rue Bellocier, 89107 Sens

DpaHIy

TEVA Pharmaceutical Works Private Limited Company
Pailagi ut 13, 4042 Debrecen
YHrapus

To3m aexapcTsen mpoaykT e paspemenm 3a ynorpeba B AvpxaBATe-4wI¢eHKE Ha EHII noa
CIIeAHHTE HMEHA:

I'epmanus: Levobens-TEVA® 100 mg / 25 mg Tabletten

benrus: Levodopa/Benserazide Teva 100 mg/25 mg tabletten
bearapus: MEHKAPT 100 mg/25 mg Tabnerxu

Ispips: Levodopa/Benserazide Teva 100 mg/25 mg Sioxio
YHrapns: Levodopa/Benserazide Teva 100 mg/25 mg tabletta
Hrtanus: Levodopa/Benserazide Teva Italia 200 mg/50 mg compresse

JIrokcembypr: Levodopa/Benserazide Teva 100 mg/25 mg comprimés
Hunepnanmus: Levodopa/Benserazide 100 mg/25 mg PCH, tabletten
PyMbHus: Levodopa/Benserazide Teva 100 mg/25 mg comprimate

/laTa Ha Noc/eaHo BpepasTNEKIaAHe HA JHCTOBKATA
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