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KPATKA XAPAKTEPUCTHUKA

ThPTOBCKO HME HA IEKAPCTBEHHUA ITPOOYKT

PREDUCTAL® 20 mg
IPEAVKTAJ® 20 mg

KO/HMYECTBEH 1 KAYECTBEH CHCTAB

Enma TabneTka CEOBpKA:
Trimetazidine dihydrochloride: 20 mg

JIEKAPCTBEHA ®OPMA
®unvupasn TabNeTKH.
KIMHAYHHA JAHHHU
Ilokazanus.

O Kapouonozus:

MIHWCTERPCTBO HA 3BPABEONASBAHETO

Mpaaoizetie Kb
paspemeuuesaynomeﬁam -1 394 |1 105 06,

‘69%5:0%9/5 OW{J{/( ‘

HpoxsxareNHO TedeHNe Ha KOpoHapHa apTepHalHa OolecT: HpoduIakTuka Ha
aHTHHO3HY NPHCTHIHN ¢ MOHOTEPAIIUs WM IIPH KOMOMHHUPaHO IIPUNAraHe ¢ ApYTH

NEKAapPCTBEHM NPOXYKTH.
O  OTOpHHOIAPHHTONIOTHS — 3a00IIBaHM:

Jleuenne Ha Koxneo-BecTHOYJIapHH IPOOIEMHE OT HMCXEMMYEH NPOU3XO7, KaTo

CBCTOBBEPTEK, IITYM B YIIHUTC, XHIIOaKY3H.

,I[oanpomca H Ha'ijpH Ha NPRIGKEHHC

ObrgaiinaTa AHEBHA 1034 € TPH TAONeTKH, pa3elicHH Ha TPH OTHCNHH IpueMa, 1o

BpeMe Ha XpatcHe.

HpOTHBOIIOKaBaHHH

Amamiresa 3a CBPBXIYBCTBHTCIIHOCT KBM TOBa JICKAPCTIBEHO CPEICTBC HIH KbM HAKOA OT

CBECTAaBKHTC MY.

CroennaJiHu NpeRyIpeRIeHAs ¥ NPeANaZHE MEPKH NPH ynoTpeda

‘To3H nexapcTBEH IPOJYKT HE € 34 JeUeHye Ha AaHrHHO3HY HPUCTRIIM, 33 HATaTHO
neyeHne Ha HecTaOHUITHA aHTHHA MK MEOKapieH urdapkT. IIpH Te3: CBCTOLHU Aa
HE C€ H3II0JI3Ba IPERH, WK B TBPBUTE THY OT XOCHHTAIH3ALHATA.

B ciygaii Ha aHrEHO3HM IPUCTHIM TpAOBA J1a ce OLIEHH KOpOHapHaTa NATOIOr U K

PeBacKyIapH3allis).
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NDPEAYIIPEXTEHHUE 3A OIIBETUTEJIH
Tabnerxure cpabppxar E110 u E124, xoeTo MOXe ia IpeAU3BHKA aliCPrAIay
PeaKifH, BINIOYHTEIHO aCTMaTHYEH IPHCTEIL.

HPEAYIIPEXXAEHUE 3A TJIMIEPOJI

Tabnerxire CHABPIKAT THIEPOJI, KOMTO BEB BHCOKH KOHINEHTPAIHH MOXe Ja Obe
BpEIeH.
Moske ga npagMHY riaroboNHe, CTOMAIHO JpasHeHe, JHaphst.

BzanmonelicTBES € APYrn JeKkapcTBeHBM INPOAYKTH H ApyrH dopMu Ha
B3anMoeiicTBHA
Ho To31 MOMEET He ca choOMaBany CiIyJan Ha JICKapCTBEHY B3aUMOISHCTRHA.

Bpemelmoc"r H KEpMCHE

bpeMeHHOCT:
Wscnempamis BEPXY )KHBOTHE He ca TOKA3aIH TepaToreHeH ediekT; HO MOpajy NHICa HA

KIDIHIYHY JaHHH, PECKBT 0T MandopMaye He MOXe Ja Oble H3KIroueH. 3aT0oBa, HOpatH
cpOOpaKEeHN 3a CHIYPHOCT, HazHadaBaHETO HA JIEKapCTBEHHSA IPONYKT HO BpeMe Ha
bpeMeHHOCT TpAOBa Ia ce H30sATBA.

KspMene
Ilopanu nmrca Ba J2BHHY 3a €KCKpelIHATa Ha JICKApCTBEHHS IPOHYKT ¢ KbEpMara, He ce

IPENOPHYBA KEPMEHE [I0 BpeMe Ha JeYEHHETO.

EdexTn BHpXy ciiocobHoCTTA 32 moprpaHe H padoTa ¢ MAIAHU
Preductal He BiHsge BpXy cHOCOOHOCTTA 33 ModupaHe H paboTa ¢ MalIHHH.

Hesxenann JIeKApCTBEHH peaKHA
T'acTponHETeCTHHANINA CMYIIEHNA
YecTn: OONKH B KOpeMa, Auapys, TUCHEIICHS, TajcHe B TOBPBINAHE.

O6uu EposBH
YecTH: acTEHHS

Hesposxorayns NposiBH

YecTH: 3aMagHOCT, rlIaBOOOIHE,

MHOr0 pelKd: eKCTpanHpaMAHy CHMIITOMY (TPEMOD, PATHAHOCT, aKHHE3HA,
HecraOunHOCT), 0c00eHO Npy nanueHTH ¢ bonect Ha [lapxunCcoH, KOUTO
OTIIYMSBAT CICH HpeKpaTaBaHe Ha JCYECHHETO.

Ko:xau npoasn
Yectu: 0bpus, chpbex, YpTHKApAL.

CHA0BH OPOSBH .
YecTH: OpTOCTATHYHA XHIIOTOHHA H TOPSITH BHIHY.
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IIpeposupane
Ho To31 MOMEHT HAMA CEOOMEHHAS 3a CIy4aH Ha IIpeo3upane.

DAPMAKOJIOTHYHNA JAHHHA

DapMaxoNHHAMAYEY cBoiicTBa

IIpuRannexy KM Ki1aca Ha IpYTH KapAHOBACKYNapHy aHTHAHIHHO3HHU CPEICTRa
( CO1EB15: cepmedHO-CHI0Ba CHCTEMA )

Karo 3anaspa eHepruiinus MeTabONHU3BM B KICTKHTE IIPH CHCTOSHMS Ha XHIIOKCHS
HHH HCXeMud, trimetazidine NpeHOTRpaTsBa HaMaABAaHETO HAa BBTPEKICTHYHHL
AT®, xato 1m0 TO3H HaYHH OCHTYDSBa HOPMANMHOTO (GYHKIMOHHpaHe Ha HOHHHUTE
HOMITY ¥ TPaHCMeMOpaHHHA HaTPHEBO-KallHeB TPAHCIIOPT ¥ NOANEPIKa KIeThYHATa
XoMeocTasa.

IIpm ;KHBOTHM:
Trimetazidine:

crioMara 3a NOANGDKAHETO HA eHepruiiaws Meraboimm3EM B CHPIETO H
HEBPOCEH30pPHUTE OpPTaHu HO BpeMe Ha HCXEMHSA |- XHAIOKCHS.

HamaisiBa BHTPEKIETHYHATA afNui03a ¥ HapylUlaBaHETO Ha TpaHcMeMOpaHHMS
11OHEH TPAHCIIOPT, IPUIHHEHN OT HCXEMHATA.

HaMaJiiBa MHrpanEaTa H HWHOWITpaumATa Ha MOMMHYKIeapHW HEYTPOQUIA B
HCXeMUuHHTE ¥ penepdysdupann zomE Ha mMuoxapria. ChIo Taxa HaMalgBa
pa3MepuTe Ha eKCIIepPAMEHTAeH HHPapPKT.

OKa3Ba TOBA JIEHCTBHE NP OTCHCTBHE Ha TUpPEKTeH XeMOAHHaMIdeH e(eKT.

ITpu xopa:
KorTponupanu mpoy4BaHMA BEpPXY NAIMEHTH ¢ angina pectoris ca mokazaid, de
Trimetazidine:

yBeluaBa PpE3epBUTC HA KODOHAPHHSI KpBBEH TOK clefi 15-Ttms nen ma
TIeYEeHNeT0, KaTo IpH ToBa 3a0aBd HACTHNBAHETO HA HCXEMHA, NpeIU3BHKAHA
ot (uzEgecKko 00peMeHIBaHe,

orpanugaBa Osp3uTe NPOMEHHE Ha apTepHAIHOTO HaluArane 063 CHrHI)HKaHTHA
MPOMEHH B CBPACIHATA YeCTOTa.

3HAYUTEIHO HAMAJIABA 9€CTOTATa Ha aHTHHO3HHUTE aTaKH.

MIpeIi3BHKEA 3HAYMTEIHO HaMalliBaHe Ha W3iQJ3BAHETO Ha trinitroglycerin.

DapMaKoKHHETHYHN cBoHcTBa
Cner opamuo npuemade trimetazidine .ce pesopbupa OBp30, MaKCHMailHATa
KOHIIEHTpaIys Ce JOCTHIA 3a [I0-MaNKo 012 Jaca.

IhixeT Ha masMeHaTa KOHIIEHTPAIA cne,u IpreMaHe Ha €IHO
ot 20 mg trimetazidine e oxono 55 ng.ml™.

paTHa opallHa J03a
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Ipu MuOrOKpaTHO HpHeMane steady state ce goctrra cner 24 mo 36 waca 1 octana
¢1abuisEo MO BpeMe Ha JISYCHMETO.

ObeMbT Ha paznpenenenne e 4.8 1kg", xoero npennonara go6po pasmpenencHEe B
TEKkaauTe. CBBP3BAHETO ¢ MIa3MeHUTe IPOTEHHHE € HICKO, 0K0I0 16% in vitro.

Trimetazidine ce ekCKpeTHpa NpeMUMHO ¢ YpHHATa, OCHOBHO B HEIIPOMEHEH BH]I,

EIIHMHHaHHOHHHSIT IIORYXHUBOT € OKOJO 6 uaca.

CAPMANEBTHYIHNI TAHHHN

CiachbK Ha IOMOIHATE BeIeCTBa
Maize starch, mannitol, povidone, magnesium stearate, talc, titanjum dioxide (E171),
glycerol, sunset yellow FCF aluminium lake (E110), ponceau 4R aluminium lake (E124),
macrogol 6000, hypromellose.

DOu3AKRe-XUMHYHE FeCHBMECTHMOCTH
Hsamva.

Cpox Ha rogHocT
3 TOAHHH.

Craennajann YCAO0BHA HA CHhXPaHCHHC
He ce m3ncksar CICITHAIHH YCIIOBEA.

Jlanan 3a omakoBKaTa.
TTonmMBMHI XIOPHI/ayMUHIEBH OIHUCTEPH B KAPTOHEHA Ky THA.
Kytas ¢ 60 Tabnerku. .

CHEHHQJH‘IHH NpennasHl MEpPKH HPH H3XBBPAAHE HA HINMQJIIBAH JEKAPCTBECH

HPOAYKT
Hava

UME 1 AIPEC HA IIPUTEXATEJIS HA PASPEHIEHHUETO 3A YIIOTPEBA

LES LABORATOIRES SERVIER
22, rue Garnier

92200 Neuilly.sur Seine

FRANCE

PETHCTPAITMOHEH HOMEP: 20000695

JATA HA IITBPBOTO PA3SPEIITEHWE 3A YIIOTPEBA
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