KPATKA XAPAKTEPUCTHKA HA MPOAYKTA



1. MUME HA JEKAPCTBEHHA INTPOAYKT
NMPEAYKTAJlI MR 35 mg tabnetku ¢ usMeHeHo ocBobonasaHe

PREDUCTAL MR 35 mg modified release tablets

2. KAYECTBER U KOJIHMECTBEH ChCTAB

TpuMeTasHaHH JUXHAPOXNOPHA (Trimetazidine dihvdrochloride) ........ 35 mg
3a enHa GunMupaHa radneTka.

3a NLAHMUA CNHCHK HA NOMOLIIHUTE BelecTBa BHKTE TOuKa 6.1.

3TTLAHNTENNA ATEHLMA NO NEKAPCTBATA
KDAITKE XADBHTEPUCITIUKE HE NDOQYWITM - (punciseewe |

TabneTky ¢ H3MEeHeHo 0cBOOOXKIaBaHE. Kow Poe. Ne 127 /‘&) _ ? 72’"% ___________________ .

3. JJEKAPCTBEHA ®OPMA

Po30BH QpunmMupanu TabieTku ¢ nemwosrMaHa gopma.

S 3100

'YEFTFEFS Y PR SRR LN NN ] L B J TR LI N 2 R

4, KAHUHHYHH JAHHH

([ E Rk B Ile-i-l saeppgid-d AN S 4y E RN EFE &

4.1 TepaneBTHYHH NOKA3AHHS
TpuMmeTasuauH e nokasad NpH Bb3PacTHHU KaTo JOMBABAWIO CHMNTOMATHYHO JIEYEHUE HA NAIIUEHTH
ChC CTaOMNHA AHTHHA NMEKTOPHUC, KOHTO HE €a A/IEKBATHO KOHTPOIHPAHH HIIH KOUTO UMAT

HECMOHOCHMOCT KbM dHTHAHT'HHO3HHUTE JICYEHHA OT NbPBA NHHHA.

4.2 J103HPOBKA H HAYHH HA NIPUIOKEHHE

Lo3nposka
Jlosara ¢ enna Tabnetka oT 35 mg TpUMETa3WANH ABa MbTH AHEBHO NO BPEME Ha XPaHEHE,

CrneuuvatHy nonylauuy

bvbpeuno yspescoaine
[Tpn naumenTH ¢ yMepeHo HapyuleHNe Ha ObOpeuHaTa GyHKUMA (KpeaTUHHHOB KIMpLHC [30-60]
ml/min) (ex. Touxu 4.4 u 5.2) npenopbunrtentara no3a e 1 Tabnerka ot 35 mg cyTpMH no BpeMe Ha

3aKYCKa.

Cmapuecka evapacm

[Tpu nauneHTH B CTap4ecKa Bb3pacT € Bb3MOXHA MOBHILEHA EKCNO3ULUMA HA TPUMETA3UAHH, NOPANH
BB3pacTOBO 00YC/IOBEHO HaManABaHe Ha ObOpeuHnTe PyHKUMM (BX. TouKa 5.2). ITpy nauueHTy ¢
YMEPEHO HapylleHHe Ha ObOpeuHaTa ¢pyHkuus (kpeaTHHUHOB KNKHpBHC {30-60] ml/min),
npenopbpyMTENHaTa A03a e | Tabnerka 0T 35 mg CyTpHH No BpeMe Ha 3aKyCKa.

Kopekuusara Ha 103aTa Ype3 TUTpPHpaHe NpU RAUNEHTH B CTAPYECKA Bh3PacT TPa6Ba 1a CTaBa ¢
MOBHILNEHO BHUMAHUE (BX. TOuKa 4.4).

[eouampuuna nonynayun
be30nacHOCTTa H eUKAaCHOCTTAa HA TPHMETA3HAMH NPH Aelia Ha Bb3pacT noj |
YCTAHOBEHHU. JIMNCBAT JaHHU.

HauyuH Ha npHioKeHue
[lepopanHo NpuUnoXeHue




4.3 IlpoTHBONOKA3IAHHS

- CBPBLXYYBCTBHTENHOCT KBM dKTHBHOTO BELLIECTBO WIIKM KbM HAKOE OT NMOMOLIHHTE BELIECTRA,
n3bpoeHH B TOUKa 6.1.

- bonect Ha [lapkMHCOH, NAPKMHCOHOBU CHMIITOMU, TPEMOP, CUHAPOM Ha HECTIOKOHHHUTE KpaKa
K APYFrd CBbP3aHHU ABHIAaTENHH HAPY LUCHUA,

- Texka creneH Ha Ob0OpedHo yBpeXxaaHe (KpeaTHHHHOB KRHPBHC < 30ml/min),

4.4 CneuHalHH NpeaynpexacHUA U NMPeaAna3HH MePKH APH ynoTpeda

ToBa He € NeKapCTBEH NPOAYKT 34 OBladABaHe HAa AHTHHO3HHU NPHCTBIN, KAKTO M 33 MBPBOHAYANTHO
J€YCHUE Ha HECTAaDWIIHA aHTHHA TEKTOpPHC U1K MRoKapaeH MHdapkT. He Tpabsa aa ce u3nonsea B
nepHuoaa Npeu U Npe3 MbPBUTE AHH HA XOCNHTAIH3ALIHA.

an HaJIHYHUE HA CTCHOKpPaAdHH NPUCTBIIN, 3a00JIABAHETO AHrMHA NEeXTOPHC ClICOBa Ja Obae
NpEeoOUCHCHO H Aa CC 00CHAH AJallTHPpAaHC Ha NICHCHUACTO (JIEKHPCTH&HH TEPpANnHA WIH BB3MOXHa

pPEBACKyJIapH3aLHs ),

TpuMeTa3suaNH MOXe Aa NPHUYWHU HIH Aa BIOIH NMAPKWHCOHOBUTE CHMIITOMH (TPEMOD, aKHHE3HH,
XHIEPTOHYC), KOUTO TpAOBa Na ce U3cneaBar peryispHo, 0COOEHO Npy MaUHEHTH B CTApYECKa
Bb3pacT. B cmy4all Ha cbMHEeHUe, nalueHTUTe TPAOBa Na 6BAaT HACOUYSHHK K'BM HEBPOJIOT 34
CLOTBETHHTE H3CJIEABAHUS.

[TossBaTa Ha ABHraTenIHd HapylICHHR, KaTO HANPUMED NapKHHCOHOBH CUMIITOMNK, CHHIOPOM Ha
HECNIOKOHHUTE KpdKa, TPEMOp, HeCTAaOMNHOCT Ha NMOXOJIKaTa ca OCHOBaHME 3a OKOHYATENHO
NIpCKpaTABAHE HA NCYEHHETO C TPHMETA3HRHH.

[lonobHu cnyyan ca MHOTrO peaku U 0OMKHOBEHO 00OpaTHMM Cliell CNMpaHE Ha JicueHHeTo. [1pu
OONLIMHCTBOTO OT NALIMEHTHTE, KOMTO C€ Bb3CTAHOBABAT, CHMITTOMUTE W34E3BaT 10 4 Mecela clen
npexpaTaBaHe Ha MpHeMa Ha TPUMETAZHANH. AKO MAPKHHCOHOBUTE CHMIITOMH MPOIBIDKAT NOBEYE OT
4 mecela cliell CNMpaHe Ha NpUEeMa Ha NEKapCTBOTO, TPAOBA Ja ce MOTbPCH MHEHUETO Ha HEBPOJIOT.

Texxu koxHU HexcenaHy peakiuy (SCARs)

Texxn koxHM HEXenaHu peakun (SCARS), BIKJIIOUHTEIHO IeKapCTBEHA peakLuns ¢ €03HHODIIHS Y
cucteMuu cuMnroMu (DRESS) 1 octpa renepanuinpana ekzantemMaTto3sa nycrynosa (AGEP), kouro
Morar Ja 0bs1art ®KHBOTO3ACTPaIIABALLY UITH C NeTaNeH M3XOJ, ca ChOOLLEHHN BLB BPb3Ka C JICYEHHETO ¢

TpUMeTa3snanH. [lo BpeMe Ha npeanvcBaneTo nauueHTUTE TpAOBa na 6baaT RHPOPMHUpPaHU 3a
MPHU3HALIMNTE H CHMIITOMHTE U 113 0baT BHHMATENHO HabmoaAaBaHH 33 KOXHH peakUHMi. AKO Ce MOABAT
NpH3HaLUK H CHMIITOMH, ITOKa3aTENHU 3a HAKOM OT TE€3M PEAKLNH, TEHEHUETO ¢ TPUMETA3HANH TpAOBa

J1a ce npexkpary He3abaBHO M Aa ce 0OOMUCNH anTepHATHBHO Ne4YeHHe (KaKTO € MOAXOMALIO ).

MoXe Ia ce CTUrHEe RO MagaHuMa, CBbP3aHHU ¢ HEeCTaOMITHOCT B NOXOKATA WIH XUITOTOHHA, [10-
CNELHaIHO ITPH NALUUEHTH HA ARTHXHUIIEPTEH3UBHO NeyeHre (Bxk. Touka 4.8).

Tpabea a ce neACTBa MHOMO BHUMATEIHO NPH NPEANTMCBaHE HA TPUMETA3HAHH HA NauHdeHTH, NpH
KOUTO €€ QUAKBA NOBHUICHA €KCIIO3ULIMA:

- YMEPEHO HapyllieHue Ha ObOpeuyHara GpyHKUHA (BXK. Toukn 4.2 u 5.2),

- MALHEHTH B CTapYEeCKa Bb3pacT Hal 75 roauHy (Bxk. Touka 4.2)

Cnoptucra:
To3u nekapcTBeH NPOAYKT CbABIKA AKTUBHO BELLIECTBO, KOETO MOKE Na JaJ¢ MO3WTHBHA peakilna

MpU AONUKT TECT.

4.5 B3aunmopeiicTBHe ¢ APYIH JieKapcTBeHH NPOAYKTH H APYrH dopM



He ce ¢cpolLuasar cityd4an Ha IEKapCTBCHH B3aMMOAEHACTBUS. TpUMeTa3uANH MOXe Aa CE NMpearnycaa B
KOMOHHALNA C XENapuH, KanluNap1MH, aHTarOHUCTH Ha BUTaM#H K, OpanHu XUnonaunuaeMHYyHH
CpPEACTBa, aCMUPUH, OeTa-Onokepy, KaNUMEBH AHTArOHUCTH U AMTUTAIMCOBH Npenaparu
(TpMMeETa3znIHH HAMA €PEKT BbPXY [UIA3MEHUTE HHBA HA AHTOKCHH),

4.6 @epTHANTET, OPEeMEHHOCT H KbpMEHe

BbpeMeHHoCT

Hsma naHHH 3a ynoTpedara Ha TpUMeTazHanH NpH OpemMetHH xeHu. [lpoyuBaHnsaTa npy KMBOTHHU He
MOKAa3BaT NPEKH WK HENPEKH BPEAHH eeKTH, CBbP3aHH € PENPOAYKTHBHA TOKCHYHOCT (BX.TOUKA
5.3). Kato npeana3sHa Mapka, 3a NpeaAno4YuTaHe € 1a ce u3dbarea ynorpebara Ha [Ipeaykran MR no

BpEME Ha OPEMEHHOCT,

KbpMene
He e u3BeCTHO nann TpuMeTa3suauH/MeTaboONUTUTE MY C€ EKCKpEeTUpaT B KbpMaTa. He Moxe na ce
H3KIIOYH PHCK 33 HOBopoaeHuTe/KbpMaverara. [lpenykran MR we TpabBa na ce npuiara no BpeMe Ha

KbPMEHE,

DepTUnnTeT
[1poyuyBaHHMATA 33 peNPOAYKTHBHA TOKCUMHOCT HE Ca NMOKA3anH eQeKT BbpXY PepTUNUTETA NpH

HEHCKH N MBXKKH NIIbX0BE (BK.TOUKa 5.3).

4.7 EdexkTn BLpXy cnoco0HOCTTA 332 InodHpaHe u palora ¢ M3IIHHH

TpuMeraznavH He € noKasan XeMOJANHAMHUYHH eEKTH [IPKY KINHUUYHUTE NPOYUYBAHHUA, BBIIPEKH, He
CIy4aM Ha 3aMasHOCT W CbHIIMBOCT ca HabnloaaBaHW NPH NOCTMAPKETHHIOBUA ONHT {BXK. TO4YKa 4.8),
K0oeTo OM MOrno aa noenuse cnocobHocTTa 3a 1WodupaHe U paboTa ¢ MalINHA.

4.8 Hexenany JeKapcTBeHH peaKkiHy

Hexenanu peakunu, 1epUHNPaHU KaTo HEXeNaHy CuOUTHA, 32 KOUTO CE CUMTA, Y€ BEPOSATHO CE
AbJBKAT HA JIEYEHHETO ¢ TPHMETA3UAUH, ca U3OPOSeHN NO-R0JTY, CAeABaiKH CAEAHATA NPHETa YecToTa:

Muoro yectu (> 1/10); yectu (> 1/100, <1/10); neuectn (>1/1000, <1/100), peaxu (>1/10000,
<1/1000), MHoro peaku (<1/10000) c Hen3BecTHa vecToTa (OT HATHMYHUTE AaHHU HE MOXKe 1a Obae
HarnpaBeHa OLICHKA).

CHCTEMO-OPraHHH K13C0Be YecToTa MpeanounTan TepMHH

HapyuieHUs Ba HepBHaTa Yectu 3aMagHOCT, rmaBobonmue

CUCTEMA HeuecTw [apectesus
C HeuspecTHa [TapKMHCOHOBHU CHMIITOMH {TPEMOpP,
YECTOTA aKMHE3Us, XUINEPTORYC), HECTAOWIHOCT Ha

MOX0JAKaTa, CUHIPOM HA HECTIOKOHHHTE
Kpaka, Apyry CBbP3aHK IBUraTENHH
HapylieHusa, 0OOUKHOBEHO OOpaTHMH chnej
NpPEKpaTABaHE HA NCYECHHUETO

C HeM3BecTHa Hapylienns B cbHs (0€3CBHRE, CHHAMBOCT)
YECTOTA

HapyiuieHust Ha yXOTO U C HeH3BecTHa Bepruro

NabHpHHTA YECTOTA

CobpaeyuHy HapyLueHus Penky [TannuTauuy, ekcrpacuc




CBbA0BH HapYLLCHHA Penku ApTEepHaITHa XMNOTOHHUA, OPTOCTATHYHA
XUNOTOHUSA, KOATO MOXe Aa Obae
ChIIPOBOJCHA ¢ HEPA3NONOXKEHHE, BUEHE Ha
CBAT, NpHNajaHe, 0COOEHO NpH NaLIMEHTH,
npHeMalid aHTUXUNEPTECHIUBHO NICUEHHUE,
3a4E€PBABAHE HA JIMLIETO

CroMmaliHO-4peBHU HapylleHHa | YectH KopeMmHa bonka, aMapus, IMCNENCHR,
raaeHe v NoBpblllaHe
C HensBecTHA 3anek
YECTOTA
HapyluteHna Ha koxara u HecTH OOpKB, NPYPHTYC, YPTHKAPHSA
NOAKOKHATA ThKaH C HeusBecTHA JlekapcTBEHA peakuMA ¢ COZMHOPHAHA H
YECTOTA cucteMHd CUMITOMH (DRESS), ocTpa

reHepanu3ipaHa eK3aHTeMHa NycTyno3a
{(AGEP) (px. Touka 4.4), aHrnoeaem

001y HapywieHUs U eekTH Ha | YecTw AcTenus
MACTOTO Ha TPHIIOKEHUETO
HapyuieHns Ha KpbBTa U C HEHU3BECTHA ATrpaHyJloOUHTO3a
nuMQpHATA CHCTEMA 4eCcTOTa TpoMmbouuToneHus
TpoMbouuTONEHHUHA Ny prnypa
XenaToOUnnapHu HapylleHHUA C Hen3BecTHa XenaTtur
YeCcTOoTa

ChobliapaHe Ha MOAO3UPAHH HEKEIAHN PEaKIIHY

CpofluaBaHeTO HA NOZO3MpPaHU HeXENaHH peaklnM Clied pa3peilaBaHe 3a ynorpeba Ha NeKacTBeHHH
NPOAYKT € BaHO. TORa no3ponsBa 4a NpoAbMxy HaOMOAEHHETO HA ChOTHOLIEHHETO MOJ3a/PUCK 3a
NEKapCTBEHHUA NPOAYKT. OT MEIULIMHCKUTE CIIEUHATTHCTH €€ M3UCKBA ha ¢hOO1LABAT BCAKa
NOJ03HpaHa HeXeNana peakli|s YUpe3 HallHOHANIHA CACTEMA 3a ¢hoDlIaBane, MocoueHa B:

bnarapus

HanbnHuTENHA areHuua no JexkapcersaTta (MAJ])
Y. ., JJaman ['pyes™ Ne 8

1303, rp. Codns

Ten.: +359 2 8903 417

yebcalT: www.bda.bg

4.9 Ilpenosupane

Bucoknte TepaneBTUYHY IPaHHULIM NPABAT Cy4YaUTE HA CEPHO3HA HHTOKCHKALMA MHOTO MaNKo
BEPOATHU. PapMaKoNOrHYHUTE JAHHH AKUEHTHPAT BPXY (pakTa, ue Npeo3upaleTo MOXe a ce
M3pa3Hn upes MoHHXkaBaHe HAa nepHdepHaTa pe3UCTEHTHOCT € NMOABA HA XUMOTOHHUA W ropellly BbJHH. B
TO3U CAyvail ce NpeanpuemMa CUMITTOMATHYHO JIEYEHHE.

5. ®APMAKOJOIHYHU CBOUCTBA

5.1 PapmakoIHHAMHUYHH CBOHCTBA
APYI'N KAPIAHOBACKYJIAPHH AHTUAHI'TMHO3HU CPEJACTBA

Koan ATC: COIEBIS5
(C: crpagUHOCHAOBA CHCTEMA)

MexaHW3bLM Ha AeiicTBHE
Upes 3ana3zsaHe Ha €HEPruiHUA MeTab0IH3bM B KIIETKHTE, H3JI0KEHN HA XUITOKCUS W
TPUMeTa3ydAHH NpeNOTBPaTABA HAMaNABAHETO HA BbTPeKNeTbUHUA AT, karo nno
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TpumeTa3snanuH HHXHOWpa B-OKUCIEHHETO HA MACTHUTE KUCENURMK upe3 OaoKkHpaHe Ha
abaroBepwkHarta 3-ketoaimn-CoA THoNa3a, ¢ KOETO C& YCHJIBA OKHCIEHUETO Ha rokos3a. B
MCXEMHWYHATA KI€TKa, EHEPTHATA, MONYYESHA YPE3 OKUCICHHUE Ha rII0K03a U3UCKBA NO-MaNbK pa3xol
HAa KHCIOPO/ B CpPaBHEHHE ¢ npolieca Ha B-okHucnenue, [NoTeHuMpaHeTo Ha OKUCTIEHHETO Ha ToKo3a
ONTHKMH3HPA EHEPrUHHHTE NPOLECH B KICTKATA KATO MO TO3H HAYMH NOAABPKA MORXOAALL €HEPTHEH
MeTabOoNIHM3bM B NEPHOAA Ha UCXEMHUATA.

dapMakoINHAMWYHHU edeKTH

[Ipn nauMeHTH ¢ HCXEMUUYHA OOJIECT HA CHPLIETO TPHMETA3HAUH AEHCTBA KaTO METADONUTEH areHT,
KOHTO 3ana3sa BbTPEKJIEThUHHTE HHBA HA BHCOKOEHEPruiHK ocdarH B MHOKapAa.
AHTHHCXeMHUYHHTE eeKTH ce nocTUraT 63 Aa ca NPHAPYKEHH OT XeMOJANHAMUYHH eeKTH.

KnunnuHa edpukacHOCT 1 6€30MacHOCT

KnuHu4HU npoy4yBaHUs €a IEMOHCTPUpAaNH epUKacHOCTTA U 0€30MacHOCTTa HA TPUMETA3HINH NPH
NIEYEHUETO HA MAUHEHTH C XPOHAUHA AHTMHA NEKTOPHC, NPUIIOKEH HIH CAMOCTONTENIHO, WIIH KOTaTo

[MOJ3UTE OT APYIH AHTHAHTMHO3HY IEKAPCTBCHU NPOAYKTH Ca ONIH HEOOCTAaTBYHH.

B panaoMusupaHo, ABOHHOCAATIO, M1auedo KOHTPOAMpaHo npoy4saHe ¢ 426 nauueHTH (TRIMPOL-
), TpuMeTazuaut (60 mg nHepHO), nobaser kM metonponon 100 mg aHeBHo (50 mg aBa MbTH
AHEBHO) B MPOAB/KEHHE HA 12 ceAMHLUM, CTATHCTHYECKH 3HAYHMO NTOoA00pABa PE3YITATUTE Ha
napaMeTPHUTE HAa TECTOBETE C (PU3HYECKO HATOBAPBAHE U KIIMHWYHHUTE CHMIITOMM B CPaBHEHHE C
nnauedo: oblLa NpoALDIKUTENHOCT HA TECTa ¢ (u3nuecko HaTtosapeade +20,1 cex., p= 0,023, obuio
paboTHO HatosapBeane +0,54 MET, p=0,001, speme no nacteneaHe Ha ST-genpecus ot | mm +33 .4
cek., p=0,003, BpeMe 10 HacTBNBaHE HA aHrKHO3HA Donka +33,9 cek., p<0,001, aHrHHO3HU NPUCTHIH
Ha ceamuua -0,73, p=0,014 » koHcyMauns Ha OBp30 AeiCTBaIIM HUTpaTH Ha ceamuua -0,63, p=0,032,
6e3 XeMOIHHAMHYHH MTPOMEHH.

B paknoMM3MpaHo, ABORHOCIANO, [U1aued0 KOHTPOIMpaHo npoyysaHe ¢ 223 nauueHTH (Sellier), enna
TabneTtka oT 35 mg TPUMeTasWANHK C K3AMEHEHO 0CcBO0OOXNaBaRe (1Ba NbTH AHEBHO), 100aBEHA KbM

30 mg areHonon (€AHOKPATHO QHEBHO) B MPOALIKEHHUE HA 8 ceAMHULIN, BOAU A0 3HAYUTETHO
nosviuaBaHe (+34.4 cek., p=0,03) Ha BpemeTo a0 HacTbnBane Ha ST-nenpecus or 1| mm npu Tecra ¢
($bH3KYECKO HATOBAPBAHE, B noArpynara nauneHTy (n=173), B cpaBHeHHe ¢ mauebdo, 12 yaca cnen
npyema Ha JIEKapCcTBOTO. 3Ha4YHMa pa3iiyKa, O€ CblLUO J0Ka3aHa, 3a BpEMETO 10 NMOABA HA AHTHHA
nexTopuc (p = 0,049). He moxe na ce HaMepu 3HAYMMa pasnuKa MEKAY IPynHTe, 3a ApyrurTe
BTOPHYHH KpalHH TOYKH(00ILA NPOABLIKUTENIHOCT HAa TeCTa ¢ (PM3UUECKO HATOBApPBaHE, 06110
pabOTHO HATOBAPBAHE H KIIHHUYHH KpaiiHHU TOUYKH).

[Ipu 1962 nauneHTH, B TPHMECEYHO paHAOMU3HPAHO, ABOWHOCHANO NpOy4YBaHe (Mpoy4YBaHeTo Vasco),
Ha BbpXa Ha ateHonon 30 mg/neH, age no3u Ha Tpumerasvaut (70 mg/nen u 140 mg/neH) ca Ounu
M3CNEABAHK B cpaBHeHUe ¢ mnauebo. B o0mara nonynauus, BKI0YBalla aCHMITOMATHYHH Y
CUMITTOMATHYHH NAUWEHTH, TPUMETA3UAUH HE YCIIA Aa AEMOHCTpHpa NON3K €XHOBPEMEHHO NpU
epromMeTpruuHuTE (00U1Aa NPOABIKMTENHOCT Ha TECTA C PU3NYECKO HATOBapBaHE, BpeMeE /10
HAacTbNBaHe Ha ST-aenpecus or 1 mm U BpeMe 10 MosABa Ha AaHIMHA) H KIIMHHUYHUTE KPaiHH TOYKH.
Bbrnpeku ToBa, B MOArpynara Ha CKMOTOMATHYHM NauMeHTH (n = 1574), onpeneneHy B MocT-XoK
aHanula, TpumeTasuaut (140 mg) 3Haynmo nogodpsasa odwara NpoAbLIKUTENTHOCT Ha TECTA €
¢H3nuecko HaropappaHe ( +23,8 cek. cnpamo +13,1 cek. npu mnauebo, p = 0,001) u Bpemero 1o
nosABa Ha aHrMHo3Ha donka ( +46,3 cex. cnpamo +32,5 cex. npu mwiauedo, p = 0,005).

5.2 @apMaKOKHHeTHYHH CBOHCTRA

Abcopbuusd e
MakcumarnHara KOHUEHTPALMS Cliell OpaiHO NMPUJIOKEHHE CE U3MEPBA CPEAHO 5 U Didema

TabneTkara. Cnea 24 vaca nia3MeHaTa KOHLCHTpALKA B Npoabikerue Ha |1 4
WIH paBHO HA 75 % OT MakcuManHaTa KOHLUESHTPALUA. ;
PaBHOBECHO CBLCTOAHUE Ce JOCTHra Hali-kbCHO cnen 60-us yac, {

\



XpaHeHeTO He OKa3Ba BIUAHHE BbPXY fapMaKOKMHETHYHATa XapakTepucTHKa Ha [lpeaykran MR.

Paznpenenenue
-O6embT Ha pasnpenenetine € 4,8 1/kg; CBbP3BaAHETO ¢ NNAIMEHHTE NMPOTEHHH € HUCKO: in Vitro

H3MEPBHHA NMOKa3BaT CTOHHOCTH OT 10%.

EnuMUHHpaHe

-TpuMeTazuauH ce EKCKPETHPa NPEeAMMHO C YPUHATA, OCHOBHO B HENPOMEHEH BUJ,

BpeMeTo Ha MONYKUBOT HA TPUMETAINMAHNH € CPENHO OKOIO 7 yaca Nnpyu 3APaBd Mnaau 100poBOjiiH U
12 4yaca npy MHAMBHAN HA BB3PACT HAA 65 roauHu. TOTATHHAT KIHPBHC HA TPUMETA3UIMNH € pe3yATaT
oT OBOPEUHHA KITUPBHC, KOHTO KOpenupa NpAKo ¢ KpeaTUHHHOBUA KIMUPBLHC U B NO-MaNKa CTEMneH OT

YepHOAPOOHHUA KNUPBHC, KOKTO C& HAMAJIABA C BBL3PACTTA,

Crieumaniy nonyiau4dm

Ctapyecka Bb3pacT:

XOparTa B CTapyecKa Bb3pacT MOXKE Aa MMAT NOBULLEHO H3j1araHe KbM TPUMETA3KAHH B CJIEICTBHE Ha
CBbp3aHaTa ¢ Bh3pacTtra HaManeHa 6u6peuna pyHkuusa. CneuuanHo GapMaKOKMHETUYHHO MPOYYBAHE,
IIPOBEIEHO NPH XOpa B cTapyuecKa Bb3pacT (75-84 roiMHH) unu B HaNpeaHana crapyecka Bbp3pact (=85
rOAWHH) NOKA3BAa, Ye yMepeHo O0b0pedHo yBpekKaaHe (KpeaTHHHHOB KIHPBHC Mexay 30 n 60 ml/min)
NOBHILABAT CbOTBETHO 10 1,0 ¥ 1,3 NBTH €KCMO3UUKMATA KbM T pUMETa3WANH B CPABHEHHUE C MO-MAIH
nauveHTH (30-65 ronHHH) ¢ yMepeHO OBOPEUHO YBpPEKIAHE.

CrneundpuyHoe KNUHUYHO NTPOYYBAHE, NPOBEACHO ¢ XOPa B CTapuecka Bb3pacT (Haa 75 roauHm),
npueMatly 103a ot 2 rabnerku TpuMeTasuaud MR 35 mg fHEBHO, B 1BA NPHEMA M aHATTH3HPAHO MO
METOa Ha KHHETUYHATA NonyJaLMs, € YCTAHOBUIIO 2-KPAaTHO YBENTHYEHHE HA IUIa3MEHHUTE HUBa NpY
NaLKHEHTH ¢ TEXKO ObOpeuHo yBpexaaHe (KpeaTHHUHOB KIUpbHE Noa 30 ml/min) B ¢cpaBHEHHE € TE3H
C KPEaTHHOB KIHpbHC Han 60 ml/min.

He ce HabnionaBat npodneMu ¢ 6€30MacHOCTTa B CTapyecka Bh3pacT B CpaBHCHUE ¢ odluara

[1OMIYJ1a11N4.

bBLODPEeUHO VBPEXKTAHE !
Excno3nnmata kbM TpuMeTa3sManH ce yBeJlM4aBa cpeAHo ¢ 1,7 nbTH MpU NALKMEHTH C YMEPEHO

O6bpOpeuHO yBpekEaHe (KpeaTHHUHOB KIHPBHC Mexay 30 u 60 ml/min), 1 cpeano ¢ 3,! nbTH npu
MALMEHTH € TEXKO OBOpedYHO yBpexaaHe (KpeaTHHHHOR KINpbHC nol 30 ml/min) B cpaBHEHHE ChC
3apaBy 100poBonUM ¢ HopManHa 610peuna pyHkuus (BX.Toukn 4.2 n 4.3).

He ce nabnronasat npobneMu ¢ 6€30nacHOCTTa B Ta3u NOIMyJaUWA B CpaBHEHHWE ¢ ob1lara nofiyaaums.

5.3 [IpeakAHHHYHH AaHHH 32 0€30NACHOCT

[lpyeMaHeTO HA BUCOKH 403U TPUMETA3UAKH NpH )kKUBOTHH (0T 40 no 200 nbTH NO-BHUCOKH OT
TEpaneBTHYHATA 003a) MPEAN3IBUKBA CUMIITOMH, KOUTO Ca CBBP3AHHU ¢ (PAPMAKOJIOTHYHHUTE CBOCTRA
Ha JIEKApCTBCHUA NPOAYKT.

He ca Ounut kOHCTAaTUPaHU NPOMEHY B PENPOAYKTHBHATA QPyHKLIMA NMPH )KHBOTHUTE (NPH J03H NO-
BucokH 0T 100 nbTH TepaneBTHYHATa R03a).

6. ODAPMAUEBTHYHH NAHHH
6.1 CrnHceK HA NOMOHIHNTE BellleCTBA

- Kanuues xuaporeH gocar ANXHApAT;
- XHUIIPOMENO3a;

- NOBUIOH;

- 0e3BOJAEH KONOUAANIEH CHIHILIMHA,

- MarHe3ueB creapar.

DUIMOBO MOKPHTHE:




- TUTAHOB ABYOKUC (E171),

- FJTHLEPOT,

- XHNPOMEN032a,

- makporosa 6000,

- YepBEH }Keneien okuc (E172),

- MarHesHes creapar.

6.2 HecnrBMecTHMOCTH

He e npunoXxuMo

6.3 Cpok Ha roaHocT

3 roiMHN

6.4 CnennajJHH YCI0BHA HA CHXPAHEHHE
HsaMa cneurainu ycaoBus 3a CbXpaHCHHE.

6.5 DBuaucbabpXKAHKHE HA ONAKOBKATA

KaptoHeHa kyTtha ¢ 60 TabneTku B 3aneq4aTtaHu OnuctepHy onakoekH (PVC/Aluminium).

6.6 Chneunannu npeana3HH MEPKH NPH H3XBL]JISTHE H padoTa

Hsama cnendaizy H3INCKBaHHA.

7. NPUTEXZKATEJI HA PASPELIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot,

92284 Suresnes cedex

DpaHLHA
8. HOMEP HA PAZPEILIEHHETO 3A YIIOTPEBA

20020977
9. AATA HA ITbPBO PASPEUIABAHE/NNIOJHOBABAHE HA PAZPELLIEHHUETO 3A
YNNOTPEBA

Jata Ha epBO pa3pewasane: 29/11/2002

JlaTa Ha nocaeaHo nogHosABaHe: 20/12/2007

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA: 07/2024 1,




