JIncroBka: Hudopmanus 3a norpeburens e

MOJIYKCHH MR 35 mg Ta6/1eTKR ¢ YABJOKeHO ocmﬁmamnep&? e ,_,J"'.f )‘ l

TPHMETa3HAHHOB JUXHAPOXIOPHA //7 /7/7/ 9%‘4; S d™

MODUXIN MR 35 mg prolonged-release tablets
trimetazidine dihydrochloride -~ B3-m- ﬁﬂg

IlpouereTe BREMATENHO NAAATS JIHCTOBKA, IPEAN 1A 3a00YHETE 18 NPHEMATE TOBS JCKAPCTBO,

ThH KATO TH CLABPkKA BaxkHA 32 Bac sadopmManas.

- 3anasere Ta3M THCTOBKA. MOJKe fa €& HATIOXH Ja A IPOYETETE OTHOBO.

- AKO HMaTe HIKAKBH JOITBIHHTEHN BEIPOCH, NONHTakiTe Baims nexap unu dapmauesT.

- Tosa nexapcTBo € npeanucado au4HO Ha Bac. He ro npeorcrensaifre Ha apyru xopa. To Moxe
Aa MM HaBPeH, HE3aBHCHMO Y€ NPH3HALMTE Ha TAXHOTO 3a00/1ABaHe ca ChiUTe KaTo Batmire.

- AKO noTyuHTe HIKAKBH HEKElIaHHU JIEKAPCTBEHH peakium, ybeaoMeTe Baruua nexap win
thapManienT. ToBa BiuTIouBa M BCHYKH BE3MOJKHH HEXeJJaHH PEaKLHH, HCOHCAHH B Ta3H
JHCTOBKA. BibkTe TOUKA 4.

=

AKBO CLALPKA TAZH JHCTOBKA

. Kaxso npeactasnasa Moxykcun MR u 3a xakBo ce u3monsna
Kaxso TpsaOea ga 3Haete, npeau Aa npueMere Moaykcud MR
Kax na npuemare Monykcnn MR

BB3MOXHHE HexeNnaHN peaKkiHy

Kak na csxpanssare Moaykcin MR

ChAnpikaHHe Ha ONIAKOBKATA M JOMLIHATENHA WopMals

U bW

1. Kakso mpeacraBassa Moaykcaa MR H 3a KaKBO ce H310/13Ba

Toma nekapcTso ¢ mpeAHa3sHavdeHOo 3a ynorpeba NpH BE3PacTHH, B KOMOMHALHA ¢ APYTH MEAHKAMOHTH
3a JICUEHHE Ha aHTHHa NEeKTopHc (rpbaHa Oonka, MpUuHHEHa OT KOpoHapHa Golect).

2,  Kaxso TpsGBa Aa 3HaeTe, npegd A2 npuemere Moaykcan MR

He npremaiite Moayxcan MR
aKoO CTe aJIepTHYHH KbM TPHMETA3HIWH HIH KBM HAKOA OT APYTHTE ChCTABKH HA TOBA
nexapcto (M30poenu B Touka 6),

— aKO CTe aNlepPrHyYHH KBM CON HIH (OBCTBLA, -

- axo HMaTe Oostect Ha IlpakuncoH: 60eCT Ha MO3BKa, KOATO 3aciATa ABIKSHHUATA (Tpemepene,
CKOBaHa CTOHKa, 3a0aBCHH ABIKECHHA H KIATYIIKAINA ce, HeGaNlaHCHpaHa MOX0oAKa),

- aKko HMaTe TeXKH npobnemu ¢ 6p6peumTe.

IIpeaynpexaeHns H NpeANA3SHA MEPKA

I'oBopere ¢ Bamns nekap wiu papmanest nmpeau aa npuemere Moxyxcun MR
— KO HMaTe TeKKO 4epHOApobHO 3abonisane;

— axo HMate rmpobnemu ¢ 6uOpenuTe;

- aKo CTE¢ Ha BB3pacT Haja 735.

ToBa 1ekapeTBO MOMKE [ IPHYHHYA WK A BIOLIK CHMITTOMH, KaTO HAaPHMEp TpeliepeHe, CKOBaHa
1034, 3a0aBeHH ABKEHU M KJIAaTYINKALIA C6, HeGanancHpaHa MoXoaKa, ocoBeHo IIpH Xopa B

CTapuecKa BB3pAcT, KoeTo Tpa6Ba fa ce u3clesBa u Aa ce cpobmaBa Ha Bamms nexap, ko
HaIpaBy MOBTOPHA NMPELICHKA Ha JSYEHHETO.

Mozykcus MR ne e nodxo0sw 3a npemaxeane Ha OCMpy ar2URO3HY NPUCILR, (( bE

Hena # onomn



Momykena MR He ce mpenopbyBa 3a ieta Ha Bp3pact nog 18 ronnHu.

Apyra xexapersa 1 Moaykenns MR
Hudopmupaiite Bauinsg sexap wi papMaLEBT, ako IpHeMAaTe, HACKOPO CTe NPHEMATH HIH €
BB3MOXKHO A IPHEMETE IPYTH JICKApCTBA.

Moaykcur MR ¢ xpaHa ® HAETKH
YCBOABAHETO H e(heKTa Ha TOBA JIEKAPCTBO HE C& BIIHAE OT KOHCYMALAATA HA XpaHa HiIH HAIIMTKH,

bpemMennocT H KLpMeHe
Axo cre Gpemenna KM KbPMHTE, CMATATE, Y& MOXE Aa cTe OpeMeHHa Wi NiaHupaTte GpeMeHHOCT,
NOCHBETBaHTE Ce ¢ Baiua sekap wne dapManesT npean ynotpefara HA TOBA IEKAPCTEO.

BpeMeHHOCT;

Hsbarsaiite sa npyeMaTe ToBa JIEKapCTBO N0 BpeMe Ha GpeMeHHOCT. AKo pasGepere, de cTe
OpeMeHHa, Clle/l KaTo Bede NpHeMaTe TO3H NMPOIYKT, NonuTaiite Bamus nexap 3a noMBIIHATENEH
ceBeT. ExuicTeeHo Bammar nexap Tpa6Ba Ja pelln, nanu Ja NpoasKHTE preMa Ha Momykers MR.

KepMeHe:
He e H3BecTHO, namu TPUMETAa3HANH Ce eKCKPETHpa B MaifuiHOTO MISKO. CIIEIOBATEIHO, TpAOBa na
M30ArBaTe NpHeMa My 1O BpeMe Ha KbpMEHE.

Illodnpane u paGora ¢ Mamuun
Tosa nexapcrso Moske na 6bAe MpUYHHA [1a e MOYYBCTBATE 3aMATHH MM CHIUIMBH, KOSTO IIe
noBHAe Ha cnocobHoCTT2 BH 33 modupane u pabora ¢ MamusH.

Moaykcna MR chbabpixa coeB JlIenHTHH.

AKO CTe aneprauHu KbM QBCTBIH HIH COf, He H3MON3BaiiTe TO3H JSKAPCTBEH NPOAYKT.

3. Kak na npaemare Moayxcan MR

BuHar npuemaiite TOBa JIGKapCTBO TOYHO KAKTO BH e Kazan Bamuar nexap. Ako He CTe CHTYPHH B
HEIIO, nonmraire Balmug nexap win gapmanesr.

Bn3pacThHH
IIpenopbunrennara 1o3a Ha Moxyxcun MR 35 mg e o enna Tabnerka fBa bTH AHEBHO 11O BpeMe Ha
XPaHeHe CYTPHUH H BeMep.

Tabnerxure TpabBa na ce MpHeMAaT CYTPHH H Beuep, IO BpeMe Ha XpaHeHe, ¢ 4ama BOJa.

Axo uMarte npobnemu ¢ 66penuTe WK ako cre Ha Bb3pacT Haj 75 roaunn, BammusT JIeKap MOXe Ia
KOPHIrHpa NnpenopruBaHaTa A03a.

Yuorpeba npn aena
Mooyxcun MR ue ce npenopvysa 3a ynompeba npu deya.

AKo cTe IpHEeJH noBede 0T HeoGxoaumaTa 03a Mogyxcna MR
AKO CTe NpHeNH 1oBeue TabneTkn OT Heobx0aHMOTO, He3aGaBHO ce CBLpieTe ¢ Bammus nexap UM
Hal-0in3KaTa GOJHHLA ¥ CTISIHA OMOII, 3a I3 MONYYHTe HeOGXOANMOTO JIEISHHE.

AKko cTe nponycaany Aa npaemere Moaykcun MR ;
BaxHo ¢ 1a npreMare JIEKaPCTBOTO CH BCEKH AeH. BRIpeKH ToBa, ako MPONyCHETE Jif
HIK NOBEYC NO3M, NPUEMETe pYra Be[Hara {(OM CH CIIOMHHMTS H CJEJ TOBA [IPMIEILKE
npeamucano. He s3emaiite nBoiiHa no3a, 3a Oa KOMIICHCHpAaTe ITPOIyCHATATA J1034.



Axo cTe capenn npaema Ha Moaykcnn MR

Cnenpaiite ykasaHusATa Ha Balllig nexap OTHOCHO 403aT2 M HPONB/DKHTENIHOCTTA HA JEYEHHETO,
KOHTO € OIIpeJieTiI.

AKO BCe NAaK peliMTe Aa crnpere npHeMa Ha MoxgykcuH MR mpemu onpeneneHOTO BpeMe,
uHbopMHpahiTe Bauusa rexkap HezabGasHo.

AKO HMaTe HAKAKBH JONBJIHHTE]HH BBHIOPOCH, CBBP3AHH ¢ YNOTpe6aTa Ha TOBA JIEKAPCTBO, MOJA
nonuraiTe Baimus nexap uiu dapmarert.

4. BB3MOXKHE HeXeNaHH PeaKIun

KaxTo BCHYKH leKapcTBa, TOBA JIEKAPCTBO MOXKE Ja MpeH3BHKA HEXKEJIAHH JIEKAPCTBEHH PeaKI[HH,
BBHIIPEKH Y€ He BCEKH T'H I0TyvaBa.
Cnenuure HeXeNIAHH peaximy ca Cho0iapant 3a Moayxeun MR:

Yecmu nexcenanu peaxyuu (Mozam oa 3acezram o 1 na 10 oywu):
3amMasHoCT, raBoboime, kopeMHa 60JKa, JUAPHA, JIOWO XPaHOCMHIIAHE, MANeHe, MOBPhILAHe, 06pHB,
cpplex, KonpuBHa Tpecka H ycellaHe 3a criabocr.

Peoxu nexcenanu peaxuuu (mozam oa 3aceznam 9o 1 na 1000 dywu):

YCKOpeHa HIIH HEPHTMHYHA ChPAETHA HefHOCT (HapHYaHa NaNIMTAIHH), H3BFHPEIHM ChPACIHH
yAapH, YCKOPEH ChbPACYCH PHTHM, CTIa/IaHe HA KPBBHOTO HAJIATaHe MPY U3MpaBsHe, KOETO
NPEAM3BUKBA 3aMaliBaHe, JIEKO 3alHEMETABaHEe WIH NpHITagaHe, NpHMaiaBaHe (obuo
HEPAINONOoKEHKE), 3amaliBare, Najane, 3aYePBiBaLE Ha JHLETO.

C neuseecmna wecmoma (om nanunrume OGHHU He Modce 0a GvOe HANPAGENT OUCHKA).
ExcTparmpamunsy cumMmrromn (HeoGHualing JBIKEHMS, BIUTIOYHTETHO TPelepeHe 1 YCYKBAHE Ha
PBLETE H IIPBCTHUTE, YCYKBAIlH C€ ABIDKEHHS HA TANIOTO, HeCTAOHIHOCT Ha MOX0aKaTa B obina
CKOBAHOCT Ha PBUCTE U KPAKATA), KOWTO OOMKHOBEHO ¢a 0OpaTHMHM clieq MPEKPATIBAHE HA JISYCHHUETO.

Hapymenus B cpHa (6e3cBHHE, CHHIHBOCT), CBETOBBPTEK (BEPTHIC), 3a11eK, CEPHO3HO
reHepaTH3HpaHo 3a4epBABAHE HA KOXaTa ¢ ofpasyBane Ha MEXYPH, [IOXYBaHe HA JIMLETO, YCTHHT,
ycTara, e3MKa WIH I'bpJI0TO, KOETC MOXKE /12 NMPHYHKEY 3aTpy/AHEHHS B NPErThiIaHETO H JHIIAHETO.

CHHO M3paseHo HaManaBaHe Ha Opos Ha GenMTe KPHBHU KIETKH, KOSTO MPaBH MO-BEPOATHO MOABATA
Ha MH(eKIWH, HaMaIgBaHe Ha GPosA Ha TPOMOOLMTHTE, PH KOETO CE YBETHYABA PHCKET OT
KPBBOTEUEHHE H/IM KpHBOHACANAHE,

YepHonpobHo 3abonarane (rageHe, MosprinaHe, 3aryba Ha aneTHT, 0610 HEPA3NONOKEHHE, TpecKa,
CBPOek, MOKBATABAHE HA KQKATA H OUUTE, CBETIIO ONBETABAHE HA MATIPAXKHEHHATA, THMHO
OLBETABAHE HA VPHHATA).

B Te3n caydau, jgeuenmero TpaOGBa ma ce MpPEKpPaTH BB3MOXKHO HaH-CKOpO cief KOHCYITHpAHe ¢
Bamms nexap.

Cro0mapane Ha HeXKeJaHH peAKDHH
AKO NOIyYHTe HAKAKBH HEMENAHH JIEKAPCTBEHH Peakuuy, yBeaomete Baumms nexap wan dbapManiest.
ToBa BKIIOYBA BCHYKH BBH3MOMKHH, HEOIHCAHH B Ta3H AUCTOBKA HE:KeaHM peakumn. MoxeTe ¢HINO
Ja ChOOLUHTE HEXENAHM peaKklMH NMPeKTHO 4pe3 M3mbiHMTENHA AreHUHA IO JIEKapCcTEaTa yiI.
~HaMan Ipyes” Ne 8, 1303 Codus, Ten.: +35 928903417, yeGeaiir: www.bda bg. Karo

HEXC/TAHN peakUHy, MOXETe Ja AaneTe CBOs MPHHOC 3a NMOTy4aBaHe Ha NoBeue HHGOpM
OeaonacHOCTTa HA TOBA JIEKapCTBO. -

S. Kaxk ga coxpagnsare Moayxcan MR



Ha ce cexpansBa oz 25 °C.
/la ce chbXpanapa B OpHIHHATIHATA OII2KOBKA, 38 []a € NPEANA3H OT Blara.

Ha ce cbxpaHsBa Ha MACTO, HEHOCTBITHO 32 fela.

He u3nionssaiite ToBa NeKapcTBO CleA Cpoka Ha FOZHOCT, OTOE/IS3aH BEPXY KAPTOHEHATA OIIAKOBKA.
CPOKET Ha TORHOCT OTIOBap: Ha TIOCIEHHA JICH OT MOCOYMEHHS Mecell,

He usxenpagitre lekapcTBaTa B KAHAJH3ALMATA WIH B KOHTEHHEDPa 3a IOMAUIHN OTTIAHII.
Honwraiite Bamma papManeBT Kak Aa H3XBBPIATE JEKAPCTBATA, KOUTO BEUE HE M3nomseare. Tesy
MEpKH e CTIOMOTHAT 3a Ola3BaHe Ha OKOJIHATA Cpefa.

6. ChAbpkanne HA ONAKOBKATA H AONBLAHATENHA nAGOpPMANAs
Kakso cpanpxa Moayxenns MR

AKTHBHOTO BENIECTBO € TPHMETA3HANHOB AUXBAPOXIIOPHA (trimetazidine dihydrochloride). Beaxa
TabJeTka ¢ yARDKEHO 0CcBOGOXKIaBaHe CHALPKA 35 Mg TPHMETA3HIHHOB AHXHAPOXIOPHA.

JRpyrure ¢hCTaBKH ca:

CobpueBHHa Ha TabaeTKATA:
MiukpokpucTanta uenynosa (THn 102)

IIpexxenaTHHHIHPaHO HMILECTE (YACTHYHO MPEXKEIATHHHIMPAHO [IAPEBHYHO HHINECTE)
XMIpoMeno3a

Kononnen 6e3s0eH cumuLpep JHOKCHA

MarHesnes creapat

Ilokpurue Ha Tabaerkara:
Honu{sumiioB ankoxosr)

Tank

Turanoe nuokcng (E171)
Maxporon 3350

JleuuTuH (cos)

Kenesen okcun vepsen (E172)
Kenezer oxeun #war (E172)
Kenesen oxcup uepen (E172)

Kak m3raexna Moaykenn MR 1 KakBo ChAbPXKA ONAKOBKATA

Mopykeun MR fipencrasnfasa po20BM, KPbIiy, ABOWHOMIIEKHANM TaGIeTKH ¢ JAAMETBpP OKONO §
mm, 0e3 HAMNKC.

Bun Ha onakoekara: 30, 60, 120 1 180 TaGnerkH ¢ yabmxeHo ocBoGoxnasane B Al/PVC GnncrepHo
(pOJIHO H KAPTOHEHA KYTHA.

He BCHYKH BHAOBE ONIAKOBKH MOTAT f1a (b JaT MyCHATH B NpoRaxba.
TIpETexaTes na paspeileHHETO 32 ynoTpe6a H NPOH3BOAATEN

Ipumeosicamen na paspewenuemo 3a ynompeéba:
Gedeon Richter Plc.

H-1103 Budapest
Gyomrdi ut 19-21.
YHrapus




IIpoussooumen.
Gedeon Richter Plc.
H-1103 Budapest
GyOmroi Gt 19-21.
YHrapus

To3u ekapcTBeH NPOAYKT e paspemen 3a ynorpe6a B crpannTe-4aenkn Ha EM3 cbe ciieqnuTe

HMeHA:

bovarapus Moaykcun MR
Yewka peny6imka Protevasc
YHrapus Moduxin MR
JIutBa MODUXIN
JlarBus Moduxin
[Tommua Protevasc SR
PymbHuS Moduxin MR
CnoBakus Protevasc

Jara Ha noc/eHO Npepasrieskaane Ha JacroBkara: 10/2018




