JIncropka: Hagopmanns 3a norpeburenn

MOJYKCHH MR 35 mg rafaerxn ¢ yanipkeno ocBobGoxaasane
TPHMETA3HIMHOB JHXHAPOXJIOPHI

MODUXIN MR 35 mg prolonged-release tablets
trimetazidine dihydrochloride

ITpoueTtere BHEMATEIHO ORIATA ARCTOBKA, MPENH AA JAN0YHETE AA IPHEMATE TOBA JTeKAPCTBO,

Thil KATO TH ChALPXkA Baxkna 3a Bac nrdopmanns.

- 3anasere Ta3d mcTOBKA. MOXe Aa ce HaZOXH Aa 5 NPOYETETE OTHOBO,

- AKO MMaTe HAKAKBH JIOITB/THATENHH BHIPOCH, nonuTaiire Bamus nexap win GapmauesT.

- Tora nexapcreo e npeanncano mano Ha Bac. He ro npeorcTenpaiite Ha ApyrH xopa. To Moxe
Ja HM HaBPEIH, HE3aBHCHMO Y€ NPH3HALMTE Ha TAXHOTO 3a00/IABaHe Ca CBhINHMTE KaTo BammuTe.

- AKO NOny4HTE HAKAKBH HEKe/IaHH JISKAPCTBEHH PeakllMM, yBeoMeTe Bauvs fexap win
dapMauesT. ToBa BRIFOUBA ¥ BCHYKK BE3MOKEH HEXXEJIAHH PEAKITHH, HEOTHCAHH B TA3H
mHcToBKa. Biokre Touka 4.
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1. Kaxgo npenicraenssa Mogykcin MR u 3a kaxso ce nznompd3MTbAHUTENHA ATEHUNSA N0 NEKAPCTBATA

2 Kakso Tpa6za na sHaete, npenu aa npuemere Momykcun 2 - TIPUAGHOMID £

3. Kak na npuemare Moaykcue MR y

4. B13MOXHH HekeNaHA peaKiuu feow Poe. .. ZOL4 00 .23
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1.  Kakso npeacrapxasa Moaykcna MR H 33 KaKBO ce H3TON3BA

ToBa nexapcTBo € NpeaHasHayeHo 3a ynoTpe6a MpH BE3PACTHH, B KOMOMHALMA C APYFH MEIHKAMEHTH
34 NEYCHHE HA AHTHHA NEKTOpHC (TphAHa OoMKa, IpHYMHEeHa OT KOpoHapHa Honect).

2.  Kakso rpufBa A2 3Haete, npean aa npremere Moayxcan MR

He npuemaiite Mogyxeas MR

- 4KO CTe aNICPrUiHH K6M TPHMETA3HAHH HiH KbM HAKOA OT APYTHTe CHCTABKH Ha TOBA
neKapeTBO (M3GpoeHH B TovKa 6),

- aKO CTe aNeprudH KEM COf WH (BCTHIM,

- ako umare Gonecr Ha [Ipakuncon: GoiecT Ha MO3BKA, KOATO 3aCATa ABIKCHHATA (Tpenepene,
CKOBaHa cToMKa, 3a0aBeHH ABIDKEHHS H KIATyLIKAILA ce, HebaNaHCHpaHa IOXO0Ka),

- aKO HMaTe TeKKH Npobiemn ¢ Gubpenmre.

IIpexynpexgenns o nNpeanasHa MepKH

T'oropere ¢ Bamus nexap win apmanesT npezu aa npuemere Momykcru MR
- AKO HMaTe T¢KKO YepHoapoOHO 3a00BaHe;

- aKo umare npobnemu ¢ GrOpeluTe;

- 4KO CTe Ha Br3pacT Han 75.

ToBa nekapcTBO MOKe [1a NPHHMMHK HIH A3 BAOIIH CHMITOMH, KATO HalpHuMep TpelepeHe, CKORaHa
11033, 3a0aBEHH JBIDKEHHA H KIATYLIKAIA Ce, "HebanaucHpaHa noxoaxa, 0co0eHo Npu nanye
CTapueCKa Bb3pacT, KoeTo TpAGRA Aa ce H3chenBa H Ja ce chobinara Ha Bamus JeKap, Ko
HalpaBH NOBTOPHA NpPEIEHKA Ha JIEZEHHETO.

Monyxcun MR ne e nodxodswy 3a npemaxeane na OCIDU GH2UHOZHU NPUCHTENI,

Jena & onomn



Moxyxcrn MR He ce sipenopruBa 3a fena Ha Bh3pacT nof 18 roauum.

Apyra nexapcrea 1 Moayxcan MR
Hudopmupaiire Bammus nexap win GpapManest, ako mMpHeMaTe, HACKOPO CTE PHEMATH HIIH €
BBE3MOXHO Ja IIPHEMETE IpYTH JIEKapCTBa.

Moayxcae MR ¢ xpana B sanuTKH
YcBosBaHETO M e()eKTa Ha TOBa JICKAPCTEO HE Ce BJIMAC OT KOHCYMAIHATA HA XPAHA HIH HAITHTKH.

bBpeMeanocT B KbpMeHe
Axo cTe GpeMeHHa HM KEPMHTE, CMATATe, Ye MOXKE Aa cTe GpeMeHHa WIH InaHupare GpeMeHHOCT,
NIOCHBETBalTe ce ¢ Bammg nekap 1imv dbapMauesT mpeau yriorpebara Ha TOBa EKAPCTBO.

BpeMeHHOCT:
Habsreaiite ma npreMare TOBa 1€KapCTBO 1O BpeMe Ha GpemenHocT. AKO pasGepere, ue cTe

GpeMeHHa, Clie]l KATO Bee IpHeMaTe TO3M NPOAYKT, NoMHTaiTe Banmus Niekap 3a JOMLIHUTENEH
ceser. EnuncTeerHo Bammsr nexap TpaGea Aia pely, fami fa Npoae/DKHTE npuema Ha Monykcun MR.

KxnpMene:
He ¢ u3secTHO, DAl TpHMETA3HIHH CE SKCKPETHPA B MaiiumHoTo Magko. ClefoBaTento, Tpadea aa
H30ArBaTe MpHEMa My 110 BpeMe Ha KbPMEHE.

Modnpane u paGora ¢ MamuaA
Tosa nexapcTro Moke na GbAe IPUYHHA O3 Ce TOUYBCTBATE 3aMATHH WIH CHLEJIHBH, KOETO IIe
noesnse Ha cnocobHocTTa B 3a mwogupane 1 pabora ¢ MamyHH,

Moayxcas MR cbAbpxA cOeB JERATHH.

AKO CTe aneprudny KeM (YbCTHLM HITH COS, HE H3NO0N3BaifTe TO3H JIEKAPCTBEH NPOAYKT.

3.  Kak aa npaemare Moayxcan MR

Bunaru npuemaiite ToBa neXapcTBO TOYHO KakTo Bu € kasan Baummar nekap, AKO He CTe CHTYPHH B
Hemo, nonwrare Bamms nexap wnu dapManepr.

BoapacTan

Ipenopsuwrennara nosa #a Mogykerns MR 35 mg e nio exya TabneTka 1Ba ITETH JHEBHO 110 BPEME Ha
XpaHeHe CYTPHH M Beuep.

Tabnerxure Tpabea ja ce mpHeMAaT CYTPHH H Beyep, MO BpeMe Ha XpaHeAe, ¢ Jalla BOja.

Axo HMare npoSieMu ¢ GBOpemTe WK aKO CTe HA BB3pacT Hax 75 rofuHu, BammAaT nekap Moxe aa
KOPHI'Hpa NpenopsYpaHaTa 1034,

¥Ynorpeba npn gena
Modyxcun MR ne ce npenopvusa 3a ynompeba npu deya.

AKo CTe npaenn noBeue 0T HeoOXoAEMATA no3a Moxykern MR
AKko cTe mpuenH noseve TabieTki OT HeOGXOAMMOTO, He3abaBHO ce CBBMKeTe ¢ Bamus Nekap win
Hal-GH3KaTa GOMTHIIA H CrielHa TIOMOI, 32 A NOTYIHTe HeoBXOMHMOTO JISUEHHE.

Axo cre nponycaanu Aa npnemere Mogykean MR

BaxHo € 11a mpueMaTe IeXapeTBOTO CH BCEKH AeH, Brnpexu ToBa, ako nponycHere
HJIH TIOBEY¢ JO3M, TIPHEMETE ApYra Be/lHara IIOM CH CIIOMHHMTE M C€] TOBAa fp
npenmucato. He Baemaiite npoiina f03a, 3a ia KOMIEHCHPATE IPOMYCHATATA 1034,



AKo cre copenn npreMa B2 Mogyxcan MR

Cnezpalite ykazaHusTa Ha Bamms jexap OTHOCHO 703aTa M HPOXL/DKHTENHOCTTA Ha JIEYEHHETO,
KOHTO € OIIpe/Ie/ L

Ao BCe maKk pemmMTe Aa copeTe mpHemMa Ha MoaykemH MR npems onpeseneHoTo Bpeme,
uH(opmupaiite Bamus nexap nesabapHo.

AKO MMAT¢ HAKAKBM JONLIHHTEAHH BBIIPOCH, CBLP3aHM C YNOTpe(aTa Ha TOBA JIEKAPCTBO, MONSA
nonuralire Bamua nexap unu dapManesT.

4, BoaMokaH HeXXeJAHH peaknan

KakTo BCHUKH JIeKapcTBa, TOBa JIEKAPCTBO MOXE Ja TPEIW3BHKA HEKC/IAHH JIEKAPCTBEHH pEaKiliy,
BBIPEKH Y€ HE BCEKH T'H MOMyvasa,
ChegpnTe HeXenaHN peakiyy ca chobmapanu 3a Mogykcun MR:

Hecmu nexcenann peaxyuu (mozam da zacezram oo I na 10 dywn):
3amasaHOCT, raBoGoinHe, kopeMHa GOMKa, JHAPHS, JIOIIO XPAHOCMEJIAHE, TalleHe, NOBPBIIARe, 0OpHR,
cpplex, KOMPHBHA Tpecka H ycelane 3a crabocT.

Peoku nexcenann peaxyuu (mozam oa zaceznam oo 1 na 1000 oyumu):

YcKopeHa HIIH HEpHTMHYHA ChPAEYHA ASHHOCT (HApPHYAHA TANNHTALIMH), H3BBHPERHH ChpIEYHH
YAapH, YCKOpPeH ChPZCYeH PHTHM, CrajaHe Ha KPHBHOTO HANSIAHE IPH H3NPABIHE, KOETO
NIpeIM3BHKBA 3aMaiiBaHe, JIeKO 3alleMeTSBAHE HIIH NPHOafaHe, npuMaapane (o6mo
HepasNolOKeHHe), 3amatipate, NajiaHe, 3a4ePBABAHE Ha JIHLIETO.

C Heuseecmna uecmoma (om nanuunume OaHHU He moxce Oa Gvde HANPAGEHA OUEHKA):
ExcTparmpamMumy cuMrroMH (HEOGHUANHHA ABKDKEHIS, BIUTIOUHTEITHO TpeTlepeHe H YCYKBaHe Ha
PBIETe H NPECTHTE, YCYKBAIIH CE ABIKEHHA Ha TANNOTO, HecTa0MIHOCT Ha NOX0oIKaTa H 00Ima
CKOBaHOCT Ha PBLIETE H KPaKaTa), KOHTO COHKHOBEHO ca 0GpATHMM CJIeM] IIPEKPATABAHE HA JICYCHHETO.

Hapymerns B cona (Geschine, CHHIHBOCT), CBETOBBPTEX (BEPTHTO), 3aTICK, CEPHO3HO
TCHCPATHIHPAHO 3a9epBABAHE Ha KoxXKaTa ¢ o0pasypaHe Ha MeXypH, NOAYBaHE Ha JTULETO, YCTHHTE,
YCTaTa, €3HKa HITH I'bPOTO, KOETO MOXKE /ia IPHYHHH 3aTPYAHCHAA B MPETTBIIAHETO H AHIIAHETO.

CunHo n3paleno HaMansBaHe Ha 6pos Ha GeiTe KPEBHH KIETKH, KOETO NPasH MO-BEPOATHO I10ABaTa
HA WH(EKIHH, HaManABaHe Ha Gpos Ha TPOMOOITHTHTE, IPH KOETO CE YBETHIABA PHCKBT OT
KPBBOTCUEHHE HITH KPhBOHAC/AHE,

Yepronpobro 3a6onsBane (rafeHe, nospeiane, 3ary6a Ha aneTyt, o6mo HepasnoJoKeHHe, TPECKa,
cBhpOesk, MOXBLITABAHE HA KOXKATA H OYMTE, CBETJIO OL[BETABAHE Ha H3DpaKHEHHATA, THBMHO
OLIBETABAHE HA YPHHATA),

B Tean crmyvau, nedenvero TpaGBa A2 ce NMpeKPaTH BBIMONKHO Habi-CKOpO CJed KOHCYITHpAHE ©
Baums nekap.

CoobmaBade Ha HeKEIANHE PeaKIHE
AKO NOJTyYHTe HAKAKBH HEKENAHH JIEKapCTBCHH PeakiuH, yBeaoMere Bammis JieKap WiIH dapMaLieBT.
ToBa BKEOYBA BCHYKH BB3MOXMHH, HEONHCAHHW B TA3H JIHCTOBKA HEXKEIAHH peakumH. Moxete cpLIo
Aa cpobuIHTe HENENAHH PeaKIHM IBPEeKTHO upe3 M3mbnHWTENHA areHuMs MO JeKapcTsara il
sJamsi Ipyes” Ne 8, 1303 Codua, Ten.: +35 928903417, yeOcatiT: www.bda.bg. Kato cb

HEKEIAHH peakiiiH, MOJKEeTe Ja Jafere cBOg NPHHOC 3a TTOJTYYaBaHE HA MOBEYe PIH(I)O])M
Ge3omacHocTTa Ha ToBa JIEKAPCTBO.

5. Kax ga coxpanasare Mogyxkcans MR



Ja ce cexpansea nox 25 °C,
Ha ce cbxpaHsABa B OPHIHHAJTHATA OTIAKOBKA, 33 14 C€ TIPe/Ia3d OT BJIara.

Ja ce cpxpaHABa Ha MACTO, HEIOCTHITHO 33 JELIA.

He m3nomsBatite TOBa JIEKapCTBO Clle] CPOKA HA TOOHOCT, OTOE/A3aH BEPXY KAPTOHEHATA OMAKOBKa.
CpoKBT Ha TOZHOCT OTIOBapsA Ha IOCHEJHUA JEH OT [HOCOYEHHS Mecell.

He u3xprpnsitre nekapcraata B KaHATH3ALHATA WM B KOHTeHHEpa 3a JOMALIHM OTTIAXBIH.
Honwraitre Bamms ¢apManeBT kak 1a M3XBLPIATE IEKAPCTBATA, KOHTO Bede He marionssare. Teaun
MEPKH IIe CIOMOrHAT 32 Ona3BaHe Ha OKOJIHATA Cpefia,

6. Cuabpaanne HA ONAKOBKATA H JONLIHATEIAA ARGOpMARHS
Kakpo cbabpixa Mogyxeaa MR

AKTHBHOTO BEIIECTBO € TPHMETAa3sHAHHOB AMXHAPOXIOPHA (frimetazidine dikydrochloride). Beska
Tab/eTKa ¢ YARDKEHO 0cBOCOKIABAHE CHABPAA 35 M TPUMETA3HAHHOB HXHAPOXAOPHA.

JpyTHTe CHCTABKH Ca:

ChpleBHHa Ha TabneTkara;

MuxpokpurcTanua temynosa (tan 102)

TIpexeNaTHRM3MPaHO HULIECTE (YACTHYIHO NPEXKENaTHHH3HPAHO HAPEBHUHO HHINECTE)
Xunpomenosa

Kononpen 6e3soneH CHIHIKER JHOKCH]

Marnesner creapar

[okpurie Ha TabneTkara;
INom(BHHANOB aNKOXO0M)

Tank

TuraHoB auokcuy (E171)
Maxporon 3350

Jleumrsn (cost)

Jenesen oxcun uepees (E172)
XKeneszen oxcun xwt (E172)
Kenesen okcup uepeH (E172)

Kax m3rnexna Mogykcas MR B KaKB0 ChIbPika ONAKOBKATA

Mozayxcur MR npeacTaBispa po3oBu, KPBIJTH, JBOHHOH3ITBKHATH TRGIETKY ¢ JUAMETHP OKOMIO §
mm, 6e3 nagmuc,

Buz Ha onakoskara: 30, 60, 120 u 180 Tabnerxy ¢ yaumkeHo ocBoboxknasane B AL/PVC 6micrepro
(ONMO M KAPTOHEHA KYTHS,

He Bciuku BHAOBE ONMAkOBKH MOTAT Aa GBAAT MyCHATH B MpoAaX0a.
IIpurexaren na paspenienneTo 3a ynorpeéa u nponspoguTen

Ilpumedicamen na paspewenuemo 3a ynompeba:
Gedeon Richter Plc.

H-1103 Budapest

Gy6mrbi ut 19-21.

VHrapus
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Ilpouzeooumen:
Gedeon Richter Plc.
H-1103 Budapest
Gy6mrdi at 19-21.
YHrapus

To3u iekapcTBeH NPOAYKT € pa3pemeH 3a ynorpeda B crpannTe-wienkn na EA3 cbe caeanute
HMeEHa:

brarapus Moaykeus MR
Yeuka pemybnuka Protevasc
VYHrapus Moduxin MR
JIluTBa MODUXIN
JlatBus Moduxin
IMonua Protevasc SR
PymMBHMA Moduxin MR
CnoBaxus Protevasc

Jata Ha nocjeqHO Npepasriexiane Ha JacToBKaTa: 08/2018




