b. JHCTOBKA



JIncroBka: HHpOpMAIIHA 33 NANHEHTa
TpumayxTaa® 20 mg puamupanu TabaeTku
Trimductal® 20 mg film-coated tablets
TPHMECTa3HAMHOB JUXKAPOXIOpHA (irimetazidine dihydrochloride)

vToaﬂ NeKapcTReH MPOAYKT MOIJIEXH Ha AombaHuTeHo Habmonenne. Tosa e no3soinn 6bp30To
YCTaHOBsIBaHEe Ha HOBA HH{OpMalua 0THOCHO Oe3onmacHocTTa. MoskeTe Na najieTe CBOA IPHHOC KATO
CHOOLIMTE BeAKa HEXKENAHA peakiya, KOATO CTe NoJywwtd. 3a HaYHHA Ha Chob1IaBale Ha HeXeJTaHH
peakuHK BHKTE Kpad Ha Touka 4.

ITpodeTeTe BHUMATEIHO ISLIATA JUCTOBKA, IPEAH 1a 3al09HETe 12 NPHEMAaTE TOBA JICKAPCTRO,

Th# KATO TH ChALPXKA BaxHa 3a Bac undopmanns.

- 3anasere Ta3H JIMCTOBKa. Moske 12 ce HAIOXKH Ja 4 MpOYETETe OTHOBO.

- AX0 UMaTe HAKAKBH JOTBEIHMTEIHH BRIPOCH, nonuraitte Bawmus nekap wiu dapMauenT.

- Tora nexapcTRO € MpeANUCaHo eAHHCTBEHO H IMYHO Ha Bac. He ro npeorcrhiiBaiiTe Ha ApYTH
xopa. To MoXe Ja UM HABpeH, HE3ABHCUMO Y€ NPU3HALIUTE Ha TAXHOTO 3a00MsBaHE Ca CHLIUTE
karo Bauure.

- AKO NOTYIUTE HAKAKBH HEXKENIaH! NEKAPCTBEHU peakuuy, yeenomMere Banua nekap unu
¢apmalieBT. ToBa BKIIOMBA M BCHMKH BH3MOXKHH HeXeJIaH! peakiiy, HCOMHCAaHH B Ta3H
NHCTOBKA. BiokTe TOYka 4.
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1. Kakpo npeacrapinsa TpHMIYKTAN H 33 KAKBO C€ H3N0JA3Ba

TpumayKTan e npOXyKT ¢ AHTHCTEHOKAP/HO JSHCTBHE, KOETO ce 00yciaBa oT cocODHOCTTa My Ja
HamMaJIgBa Hy XKIMT¢ HA ChPASYHUA MYCKYJ OT KUCIOPO/.

ToBa JiekapcTBO € npeaHa3sHaYeHo 3a ynoTpeda [pu Bb3pacTHH, B KOMOMHALMA C APYTH MEIHUKAMEHTH
3a IeYCHHE Ha aHIMHa NexTopuc (rppaHa 60JIKa, NpHYMHEHA OT KOpoHapHa bosnect).

2. Kakpo TpafBa Ja 3naere, npean Aa npueMete TpuMAYKTa

He npuemaiite TpuMaykrana

- aKO CTE ATSPru9HH KbM TPHMETA3H/UH WIH KbM HAKOA OT APYFHTE ChCTABKH Ha TOBA
nexapcTso (u3bpoeHu B Touka 6);

- ako uMare Gonect Ha [TapkuHCoH: GONECT Ha MO3BKA, KOATO 3acAra ABHXCHHATA (TperepeHe,
CKOBaHA CTOMKA, 3a0aBeHM ABMKESHUA M KIATYIIKAWA ce, Hebanaucupana NOX0AKa),

- aKo UMare TeXKH npobaemu ¢ OnOpenure;

- aKko cTe OpeMEHHA MM KEPMHUTE,

Hpeaynpexaenus 1 OpeaAniaHa MepKH
["'oBopere ¢ Baums nexap uiny dapmanerT, Nped Aa npuemere TpuMIyKTaL.

- Tpumayxran sHe € nekapcTBO 3a JIeUCHUE HA CTEHOKAPAAA H HHQAPKT.
- ObbpHete ce 3a CbBeT KbM Baliua 1ekap B clyyait Ha CTeHOKapJAEH MPUCTH!
HAJIOXKY NPOBEXJAHE HA AOMBIHUTENTHA A3CIEABAHUA M NIPOMAHA HA JIEYCHHUETO.



- ToBa nexapcTBO MOXKe /1a IPUMHHK HIM A4 BJIOIIN CUMIITOMH KaTO HAIPUMED TPETIEPEHE,
CKOBaHa 11034, 3a0aBeHH ABKXKEHHA H KIaTyIIKAlNA ce, HebanaHCcHpaHa [OX0/Ka, 0cobeHO IIpH Xopa B
CTap4ecKa BR3pacT, koeTo TpsbBa aa ce Wicneasa u Ja ce chobuiaBa Ha Bawus iekap, KOHTO MOoXe Aa
HanpaBH IIOBTOpPHA OLICHKA Ha JICYSHHETO.

Hena H I0HOINH
TpriMayKkTan He ce npenopwyBa 11pH aeua mox 18 roauHmn.

Apyru gexapctsa u TprMaykran
He ca cpobdinaBanu cayyau Ha B3aMMOJEHCTBHE C JPYTH JieKapcTBa.

bpeMennocT, KbpMeHe ¥ GepTHANTET

AKO cTe OpeMeHHa UK KbpMHTE, CMATATE, 4€ MOXKe Ja ¢Te GpeMeHHA WM IaHupaTe OpeMEHHOCT,
nochbBeTBANTE Ce ¢ Balimd nekap uaum papmanesT npeau ynorpebara Ha TOBA N€KapCTRO.
Ynorpebara Ha TpUMAYKTaI He C€ NPENOopPh4Ba 110 BpeMe Ha OPEMEHHOCT, 4 ChIIO ¥ B IEPHOIA HA
KbpPMEHE,

Illodupane 4 paGora ¢ MaIIHHA
ToBa nekapcTBO MOXKE Aa ObJie NpUYKMHa J1a C€ MOYYBCTBATE 3aMASHU WNH CHHIMBH, KOETO LIE
IIoBNMsAE HA criocoOHOCTTa BH 3a modupane u pabora ¢ MallHHH.

TpUMIYKTAJX CHABPAA JIAKT032 MOHOXUPAT KATO IIOMOIHO BELLECTBO.
AKo jekapar Bu e xazan, ye MMaTe HETOHOCUMMOCT KbM HAKOH 3axapH, CBhpakeTe ce ¢ Bauiug nekap

NpeH J1a B3eMaTe TO3H JEKAPCTREH NMPOAYKT
Coabpxaiure ce ouseturend E 110 1 E 124 Morart na npead3BUKAT aICPrHYHM Peakiiuy.

J. Kak aa npuemarte TpaMaykTai

BuHaru npuemaiite ToBa IeKapcTBO TOYHO kaxTo Bu e kazan Bawmusat nekap uny ¢papMaiesT. AKo He
CTe CHT'YPHH B HEILO, NOMUTakTe Bainns nexap wim papMalienT.

[IpennopwunTenHara n03a Ha Tpumaykran 20 mg € eaHa Tadaerka TPH ITBTH JHEBHO 110 BpEMe Ha
XpaHecHe,

Axo uMare npobnemu ¢ GrOpelTe HIH aKko CTe Ha BB3pAcT HAZ 75 roauHM, BawusaTt Jekap MOXe Aa
KOpMIupa npenops4saHaTa 103a.

AKO CT€ npHETH NnoBete 0T HeobxoaumaTa go3a Tpumaykran
AKO CTe B3eJIH 1033, ITO-TOJIAMA OT IPEANNACAHATA, C& NOCHBETBANTE ¢ JICKyBAILHA CH JIEKap.

AKo cTe nporycHa H fa npHeMeTe TpuMaykTan
He B3emaitTe fBoiiHa 1034, 3a J]a KOMICHCHpATE MpoMycHaTaTa Tabnerka (103a).

4. B13M0KHH HEXKEJAHH peaKIUH

KakTo Bcuuku JICKApCTBa, TOBA JICKApCTBO MOXKE Ja MpeIH3IBHKA HEXCIaHH pEaKIMH, BbIIPEKH HC HE
BCCKH I'M IOJIy4aBsa.

Hecmu (3acarat no-masnko or 1 Ha 10 nanyesTn):
3amasHoCT, rnaBofonue, kopeMHa 00NKa, AMapuA, JIOO XpaHOCMHIIAHE, FaJICHE, TOBPBILAHE
cbpOex, KonpHBHA TPecka, YYBCTBO 3a ¢1abocrT.

Peodxu (3acarat no-manko ot 1 na 1000 nanueHTH):

YCKOpeHa HIIH HEPHTMHYHA ChbpACYHA ACHHOCT (HApH4YaHa NaNIHUTAaLHH), H3BbHPCAHH

YJapH, YCKOpPEH ChpJeUYEH PUTDHM, CNIAJAHE HA KPBBHOTO HANATaHE NPH H3IPABAHE, Koe}*p =
3,
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IpeAM3BHKBA 3aMaiBaHe, [1eKQ 3aleMeTsBaHe HIN NpuIajgane, npumanssase (00mo
HEpas3NoJIOKEHNE), 3aMaliBase, ajiaHe, 3a4epPBiBaHe HA JTULIETO.

C' neuzaecmua ywecmoma (4eCTOTATa He MOXKe A Ob/ie H3YHCIIEHA OT HAIMYHHTE JAHHH):
ExcrpanupaMuiHR CUMIITOMM (HeOOH4aiiHH ABMKECHHSA, BKIIIOYHTENAHO TPEIIEPEHE H YCYKBAHE Ha
pBlieTe ¥ IPHCTHUTE, YCYKBALIM Ce ABIKEHHA Ha TAIOTO, HECTAOMMHOCT Ha MmoxozAKara H odma
CKOBAaHOCT Ha PBLETE H KpaKaTra), KOUTO OODHKHOBEHO ca 0OpaTUMU Ciejl IpeKpaTaBaHe Ha ICUSHHETO.

HapymeHus B ¢bHA (0e3cbHEE, CHHITUBOCT), 3a0CK, CEPUO3HO TeHEPANTM3UPAHO 3aUYEPBIBAHE HA
Koxkara ¢ obpasyBaHe Ha MeXypH, NMOJyBaHe Ha JINLIETO, YCTHUTE, YCTATa, €3HKa WM IBpPJIOTO, KOETO
MOXeE 1a NPUYHHH 3aTPYAHEHUA B MPErabillaHeTO K AHLIAHETO.

CunHo H3paseHo HaManseaHe Ha Opoa Ha OeIuTe KPLbBHH KICTKH, KOETO [IPaBH NO-BEPOATHO NOSBATA
Ha UH(QEeKLIMH, HaMaJiABaHe Ha Opod Ha TpOMOOLIMTUTE, MPH KOETO C€ YBENMUYaBa PUCKBT OT
KPBBOTCUCHHE WM KPBbBOHACAJAHE.

HepHoapobro 3abonapane (ragese, noppainane, 3aryba Ha aneTur, obio Hepa3NnoaoXKeHNe, TPECKa,
ChPOEXK, MONKBIITABAHE HA KOXKATA M OYHTE, CBETIO OLBETABAHE HA HIMPAKHEHUATA, TBMHO
OLIBETABAHE HA YPHHATA).

CHY HEKENAHH peaKIiH
JApPyru HeXenaHH peakMH ¢a ce TIOABKIM [PY MHOIQ MaTbk OpOH X0pa, HO TOYHATA HM HECTOTA €
HEHU3BECTHA. CBETOBBPTEXK (BEPTHTO).

Crofmanane Ha HeXxeJIAHNTE PEAKUHH

AKO NOTYHMHTE HAKAKBY HeXeNAaHH IeKapCTBEHN peaKilHH, yBeaoMere Baius nekap wau papMaLest.
ToBa BKIIOYBA BCHYKH Bb3MOKHH HEOITMCAHK B Ta3H JIMCTOBKA HEXENAHH peakuuy. MoxeTe ChLIO Ja
CBOOIIVTE HEXKENAHH PeakHH AUPEKTHO upe3 M3nbIHUTEIHA areHIMA 110 IEKAPCTRATa, YII. ,,JlaMstH
['pyer” Ne 8, 1303 Codus, ten.: +35 928903417, yebcaiiT: www.bda.bg. Karo cpodinaBare HexenaHu
peakuuy, MOXKeTe Ja JAACTe CBOA [PUHOC 3a [0JyyaBaHe Ha MOBevYe HHQOPMALHI OTHOCHO
Oe30nacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak na cexpanassate TpuMayKTan

Ha ce ¢pxpaHdBa Ha MACTO, HEJIOCTHITHO 34 Aela.
Ja ce cbxpaHABa B OpUrHHAIIHATA ONAKOBKA, HA CYX0 M 3aLMTEHO OT CBETIIHHA MACTO, NPH
TeMreparypa noj 25°C.

He n3nonssaiite TpumayKkran cnef cpoka Ha FOHOCT, oT0enA3aH BbpXY onakoBkara. CpokbsT Ha
FTOJTHOCT OTrOBapA HA MOCHEHUA JI€H OT [OCOUSHHA MeCell.

He H3XBBpAsSHTE IEKapCTBATa B KAHATHZALUATA WK B KOHTEHHEPA 34 JOMAIIHH OTNIAABLH.
[TonuTaitTe Baiina dapMalleBT kak Aa U3XBBPIIATE JIEKAPCTBATa, KOMTO BEYe HE HU3MOoA3BaTe. Te3u
MEPKM HI¢ CIIOMOTHAT 33 ONa3BaHe HA OKOJIHATA cpeaa.

6. Corabpxanne HA ONAKOBKATA H NONbJIHHTENHa HHPOPMAUHE

Kakso cbanpaxa Tpumaykran

- AKTHBHOTO BEILIECTBO €: TPUMETA3MAMHOB Auxuapoxaopua 20 mg.
- Hpyrure cheTaBKM (IIOMOLIHH BEIECTBA) €a: MMKPOKPHCTANIHA LIETYJI03a, 1aKkTo3a
MpekKeNaTUHU3MPAHO HUIIECTe, MOBUACH K 25, Tajik, MarHe3HeB CTeapar;
puwmoeo noxpumue: Onaapait Il 85 F 25305 (mosMBHHKIOB aJIKOX01, MAKpOron 3
R (E 124), ceucer xwato (E 110), TutanueB muokcuyg (E 171)).

Kak m3raexaa TpEMAYKTRI H KAKBO ChABPHKA OIIRKOBKATA



20 ¢puamupann tadnerku B 6nuctep ot PVC/anymunueBo ¢ommo; 3 Onucrepa B KapTOHEHa KYTHA,
3a€/IHO ¢ IMCTOBKA.

IpurexaTen Ha paspelieHueTo 3a ynorpeba ¥ nponsBoAnTEN
COPAPMA Al
yi1. Mnuencko woce 16, 1220 Codns, brarapus

Jara Ha MoCJaeqHO MpepasriIexkaaHe HA JACTOBKATA: cerreMBpH, 2023 T.




