KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA,
O3HAYEHUSA BbPXY OITAKOBKATA U JIMCTOBKATA



KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUS TPOAYKT
HPEJAYKTAJI MR 35 mg TabieTku ¢ i3MEHEHO 0CBOOOXKIaBaHe

PREDUCTAL MR 35 mg modified release tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Tpumerasunun quxuapoxiopun (1rimetazidine dihydrochloride) ........ 35mg
3a emHa uIMUpaHa TabIeTKa.

3a MBbJIHUS CHUCHK Ha ITOMOITHHUTEC BEIICCTBA BHXKXTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA

TabneTku ¢ U3MEHEHO OCBOOOXKIABAHE.

Po3zoBu punmupanu TabieTku ¢ emoBuHa Gpopma.

4. KJIMHUYHU JAHHA

4.1 TepaneBTUYHU NOKA3aAHUA

TpumeTa3nauH e 1okasaH IpU Bb3PaCTHHU KaTo JOIBJIBAIIO CUMITOMATHYHO JICYEHUE HA NAIUEHTH
ChC CTa0MJIHA aHTMHA IEKTOPHUC, KOUTO HE Ca a€KBATHO KOHTPOJIUPAHHU UM KOUTO UMAT

HCTIOHOCUMOCT KbM AHTUAHTMHO3HUTC JICYCHU OT II'bPBa JIMHUA.

4.2 Jlo3upoOBKa M HAYMH HA NMPHJIOKEHHE

2103H[20BK3

[o3ara e exna TabaeTka oT 35 mg TpUMETa3UANH JBa ITFTH JTHEBHO MO BpeMe Ha XpaHeHe.

CrenuaiHy IIOyJIaliu

bvopeuno yspescoarne

[Tpu naumeHTH ¢ yMepeHo HapyleHue Ha ObOpeuHara QyHKIus (KpeaTHHHHOB KIUpbHC [30-60]
ml/min) (Bx. Touku 4.4 u 5.2) npenopbunTeNHATA 1032 € | TabieTka OT 35 mg CyTpHUH 1O BpeMe Ha
3aKycKa.

Cmapuecka év3pacm

IIpy naumeHTH B cTapyecka Bb3pacT € Bb3MOXKHA IMOBHUILCHA €KCIIO3UIMS HAa TPUMETA3UINH, TIOPaIH
BB3pPacCTOBO 00YCJIOBEHO HaMalsiBaHe Ha ObOpeunuTe QyHKINH (BXK. Touka 5.2). [Ipu naruenTtu ¢
yMepeHo HapyIeHrne Ha 0b0pednaTa QyHKIus (kpeaTHHUHOB KiupbHC [30-60] ml/min),
npenopbyuTeNHaTa go3a e | Tabnerka oT 35 mg CyTpHH 1O BpeMe Ha 3aKycKa.

Kopexkuusra Ha 103aTa ype3 TUTpUPaHE MPH NMAIMEHTH B CTapuecKka Bb3pacT TpsiOBa Jia cTaBa ¢
MTOBUIIIEHO BHUMaHUE (BXK. Touka 4.4).

lleduampuuna nonyrayus
Bbe3omacHocTTa M1 epUKacCHOCTTA HA TPUMETA3UINH TIPH JeTia Ha BB3pacT 1Moy 18 roauam He ca
ycTaHoBeHH. JlumcBar qanHu.

Hauun Ha npunoxenue
ITepopanHo npunoxeHue




4.3 IIpoTuBomoka3aHusi

- CBpPBX4yBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MM KBM HAKOE OT TIOMOIITHUTE BEIIECTBA,
n30poeHM B TOUKa 6.1.

- bonect Ha [TapkuHCOH, MAPKUHCOHOBU CUMIITOMH, TPEMOp, CHHIPOM Ha HECITOKOMHHUTE KpaKa
W IpyTY CBBbP3aHM JBUTATEIHU HAPYIICHUS,

- Texka crened Ha ObOpEeYHO yBpexkIaHe (KpeaTMHHHOB KIUpBHC < 30ml/min).

4.4 ChenuajaHu npeaynpesaeHus U NpeANasHu MepKH NP ynoTpeda

ToBa He e ekapCTBEH MPOAYKT 32 OBJaIBaHE HA AHTMHO3HU NIPUCTHIIN, KAKTO U 33 MbPBOHAYAIHO
JIieYeHne Ha HecTaOWITHa aHTWHA TIEKTOPHC WM MUOKapJeH nHpapkT. He TpsOBa na ce usmnonssa B
Meprojia MPeIn U Mpe3 ITbPBUTE THU HA XOCTIHTAII3AIHSL.

[Ipu HanvMUMe Ha CTCHOKPAHU IMPUCTHIU, 3200 IIBAHETO aHTUHA MIEKTOPUC ClieBa 1a Obie
MPEOLIEHEHO U Ja ce 00CHIM aJanTUpaHe Ha JICUCHUETO (JIeKapCTBeHA Tepallus UM Bh3MOXKHA
peBacKyapu3aIys).

TpumeTa3nauH MOXe 1a IPUYMHYI WIK Ja BIOIIY IAPKUHCOHOBUTE CUMITOMH (TPEMOp, aKMHE3US,
XHUIIEPTOHYC), KOUTO TPsAOBA Ja Ce U3CIeABAT PEryIIpHO, 0COOEHO IPH MALMEHTH B CTapuecKa
BB3pacT. B ciydail Ha cbMHeHuUe, nanyeHTUTe TpsioBa 1a ObJaT HACOYEHU KbM HEBPOJIOT 32
CBOTBETHUTE U3CIIEABAHNUA.

IlosiBaTa Ha JABUTAaTCJIHU HAPYLIICHUW A, KaTO HAIIPUMEP NaPKUHCOHOBU CUMIITOMU, CUHIPOM Ha
HECHOKOMHHTE Kpaka, TpeMop, HeCTaOMJIHOCT Ha IMoXoJKaTa Ca OCHOBAHHEC 3a OKOHYATCJIIHO
IIpEKpaTdABaHC HA JICHCHUCTO C TPUMETA3UINH.

[Togo6HU citydan ca MHOTO PEIKH H OOMKHOBEHO OOpaTHMH CJIe] CIIpaHe Ha JiedeHueTo. [lpu
OOJIIIMHCTBOTO OT MAIMEHTUTE, KOUTO CE Bh3CTAHOBSIBAT, CHMITOMHUTE M3Ue3BaT JI0 4 Mecela cle.
MpeKpaTsIBaHe Ha MPHEMa Ha TPUMETa3UNH. AKO MAPKHHCOHOBUTE CUMIITOMH MPOIBIIXKAT MOBEYE OT
4 Mecera ciiejl CIMpaHe Ha IpreMa Ha JISKapCTBOTO, TPSIOBA Jla e MOThPCH MHEHHETO Ha HEBPOJIOT.

Texku koxau Hexkenann peakiud (SCARSs)

Texkn koxHN HeXenanu peakun (SCARS), BRIIOUUTEITHO JIEKapCTBEHA PEAKITHS C CO3UHOPIIIHS U
cucteman cumnTomu (DRESS) 1 ocTpa renepanmsupana exzantemaTtosHa mycrynosa (AGEP), kouto
Morar Jia ObJIaT )KUBOTO3aCTPAIIABAIIM WK C JIETAJICH M3XO0JI, Ca ChOOIIECHH BbB BPB3Ka C JICYSHUETO C
TpuMeTasuauH. [1o BpeMe Ha MpeInrCcBaHeTO MAI[HCHTUTE TPsOBa 1a ObaaT HHDOPMHUPAHH 32
MpHU3HAIMTE ¥ CUMIITOMUTE U J]a Ob/IaT BHUMATEIHO HAOJIF0IaBaHU 32 KOKHU PeaKlUu. AKO CE MOSBAT
IMpU3Hal U CUMIITOMHU, ITOKA3aTCJIHU 3a HAKOU OT TE€3U pCaKI MU, JICUCHUECTO C TPUMCTA3UINH TpH6Ba
Jla ce MpeKpaTH He3a0aBHO U Jia ce OOMUCIIN aJITePHATUBHO JieUeHUE (KaKTO € MOIXO/SIIIO).

Mosxe n1a ce CTUTHE J0 TIaIaHusl, CBbP3aHU C HECTAOMITHOCT B ITOXO/KATa MM XUITOTOHUS, MO~
CIIEIMAITHO TIPH MAIIMeHTH Ha aHTUXUTIEPTEH3UBHO JieueHne (BXK. Touka 4.8).

Tps6Ba na ce neiicTBa MHOTO BHUMATEJIHO IPH NMPEINHCBAaHEe HA TPUMETAa3UINH Ha MALUEHTH, IPU
KOHTO C€ OYaKBa MMOBUIIEHA €KCIIO3ULIUS:

- yYMEpEeHO HapylieHne Ha Ob0peuHaTa GyHKuus (Bx. Touku 4.2 u 5.2),

- MAlMEeHTH B CTapyecka Bb3pacT Haj 75 ToauHH (BK. Touka 4.2)

Croprucru:
To3u JIekapCTBEH NPOAYKT ChIbpPrKa aKTHBHO BEIIECTBO, KOETO MOXKE J1a 1aJie MO3UTHBHA PCaKIHs

IIpU AOIIHUHI TECT.

4.5 BsamMmopeiicTBHe ¢ IPYTH JIeKAPCTBEHH NPOAYKTH U APYTrH (POPMH HA B3auUMojelicTBHe



He ce cpoOIaBar ciyuau Ha JISKAPCTBEHH B3aUMOJICHCTBHS. TpUMeTa3uIMH MOXKE Ja Ce MPEANUCBa B
KOM6I/IHaHI/I$[ C XCIapuH, KaJIuIIapud, aHTarOHUCTU Ha BUTaMUH K, OpaJiIH XUIOJIUIIUAECMUYHA
CpelCcTBa, aCIUPHH, OeTa-0JIOKepH, KalIUeBH aHTATOHUCTH U JUTHTAIMCOBY TIpernapaTi
(TpuMeTa3uanH HAMa e(heKT BhpXY IUIa3MEHHUTE HUBA HA TUTOKCHH).

4.6 dDepruaurter, 0)peMEeHHOCT H KbpPMeHe

BpemeHHocT
Hsma nannu 3a ynorpedara Ha TpPUMETA3UIUH ITpU OpeMeHHU xeHH. [IpoyuBaHusaTa PHU )KUBOTHU HE

MOKa3BaT MPEKX WM HETPEKH BpeIHU ePEeKTH, CBbP3aHU C PEMPOAYKTHBHA TOKCHYHOCT (BXK.TOUKA
5.3). KaTo mpeamazna Mspka, 3a IpearoInTane e aa ce u3dsrea ynorpedara Ha [Ipemxykran MR mo
BpeMe Ha OpEMEHHOCT.

Kspmene
He e u3BecTHO anu TpuMeTa3uUH/METa00IMTUTE MY C€ EKCKpPeTUpaT B KbpMmarta. He Moxke 1a ce

U3KJIIOYM PUCK 32 HOBOpoJeHUTe/KbpMaueTaTa. [Ipegykran MR He TpsOBa na ce mpuara 1o BpeMe Ha
KbpPMEHE.

DepTUInTeT
[IpoyuBaHusiTa 32 penpoAYKTHBHA TOKCHYHOCT HE ca MoKa3ain e(heKT BrpXy hepTuianTeTa npu

JKEHCKH ¥ MBXKHU IUTbXO0BE (BXK.TOUKa 5.3).
4.7 EdexTu BbpXy cioco0HOCTTA 32 mopupaHe U padoTa ¢ MAIINHH

TpuMmeTa3uauH He € MoKa3al XeMOJMHAMUYHH e(DEKTH MPU KIMHUYHUTE POYYBAHUS, BHIIPEKH, e
CIy4au Ha 3aMasHOCT ¥ CHHJIMBOCT ca HaOIIOJaBaH! IPU IIOCTMAPKETHHTOBHS OIHUT (BXK. ToUKa 4.8),
KOoeTo OW MOTJIO J1a TIOBJIHSIE CIIOCOOHOCTTA 3a modupaHe 1 padoTa ¢ MaIlIHHH.

4.8 Hexesanu JeKapcTBeHH peaKUUU

Hexenanu peaknuu, )_Ie(l)I/IHI/IpaHI/I KaTO HCXKCJIIaHU C’[>6I/ITI/I$I, 3a KOUTO CC CUNTA, UC BECPOATHO CC
ABJDKAT Ha JICUCHUCTO C TPUMCTA3UANH, Ca I/I36pOCHI/I mo-ao0Jiy, CHGHBaﬁKI/I cJIcagHaTa nNpucTa 4eCToTa:

Msuoro uectu (> 1/10); wectu (> 1/100, <1/10); mewectu (>1/1000, <1/100), peaxu (>1/10000,
<1/1000), muOTO penku (<1/10000) ¢ HEM3BEeCcTHA YecTOTa (OT HATMIHUATE JaHU HE MOXE J1a OblIe
HalpaBeHa OIICHKA).

CucTeM0-OpraHHu KJacoBe YectoTa [IpennouynTa TEPMHUH

Hapyiienus Ha HepBHaTa Yectun 3amMasiHOCT, TIIaBo0oIne

cucTemMa Heuectu [Tapecte3ust
C HemsBecTHa [TapKMHCOHOBH CUMIITOMH (TpEMOp,
4ecToTa aKUHE3Ms, XUIIEPTOHYC), HECTaONUIIHOCT Ha

M0XO0/IKaTa, CHHIPOM Ha HECTIOKOHHHTE
Kpaka, Ipyr'yl CBbp3aHU JIBUTATEITHU
HapyleHUs, OOMKHOBEHO 00paTUMHU CIIe]]
IIpEKpaTsBaHE Ha JICUEHUETO

C Hem3BecTHA Hapymenns B cbHs (0e3CbHME, CHHIUBOCT)
JyecTora

Hapymienus Ha yxoTo u C HeusBecTHa Bepturo

JTAOUPUHTA 4eCcToTa

CobpaedyHr HApYIICHUSI Penxu [TannuTanuu, eKCTPaCUCTOJU, TAXUKAPIUS




Cp10BH HapyIICHUS Penxn ApTepuanHa XUIOTOHHS, OPTOCTaTUYHA
XHUIIOTOHHUSA, KOATO MOXeE 1a Obae
CBIIPOBOJICHA C HEPA3INOJI0XKEHNE, BHEHE HA
CBST, IpUIIaiaHe, 0COOCHO MPH MaLUEHTH,
MpUEMaIl aHTUXUIIEPTEH3UBHO JICUEHUE,
3a4€pBABaHE HA JULETO

CromanrHo-upeBHHU HapymieHus | Yectu KopemHa 6osika, 1uapus, TUCHCIICUS,
rajicHe W MOBPBINAHE
C HemsBecTHa 3amex
4ecToTa
Hapymenns Ha xoxkaTa u Yectn OO0puB, IPypUTYC, YPTUKAPHUS
MOJIKO)KHATA THKaH C HeusBecTHA JlexapcTBeHa peakius ¢ CO3MHOPUIUS U
4yecToTa cuctemuu cumiromu (DRESS), octpa

reHepaIn3ipana eK3aHTeMHa MyCcTy103a
(AGEP) (Bx. Touka 4.4), anrHoenemM

OO6mu HapymeHus u ehpextr Ha | Yectn ActeHnst
MSICTOTO Ha TPUJIOKEHHUETO
Hapymienus Ha KpbBTa U C HeusBecTHA Arpanynonurosa
nuMQHaTa cucTeMa YecToTa TpomboruToneHus
TpomOoIuTONIEHHYHA MypIypa
XemaToOmIMapHu HapyIICHHS C Hem3BecTHA XenaTur
4ecToTa

Cpo0111aBaHe Ha NOAO3UPAHU HEXKEIAHH PEAKIIUHI

CroO0I1aBaHeToO Ha MOIO3UPAHU HEXKETAHU PEaKIUU ClIe]] pa3pelaBaHe 3a ynorpeda Ha JeKaCTBEHUS
MPOJYKT € BaKHO. TOBa MMO3BOJISIBA JIa MPOIBJIKHA HAOIIOJCHUETO Ha ChOTHOLICHUETO IM0JI33/PHUCK 3a
JISKapCTBeHUS POAYKT. OT MEIUIIMHCKUTE CIICIIUANMCTH CE N3UCKBA Jia ChOOIIaBaT BCAKA
MTOI03MPaHa HeXKeJIaHa Peakiius Ype3 HaIllHOHAHA CICTEMa 3a ChOOIIaBaHe, TOCOUCHA B:

bbarapus

WsneaauTenHa arenius no jgekapereata (MAJI)
V., Jlamsn I'pyes* Ne 8

1303, rp. Codus

Ten.: +359 2 8903 417

yebcaiit: www.bda.bg

4.9 Ilpeno3upane

BucoknTe TepaneBTHYHY FPaHULM MPABAT CITydauTe Ha CEPHO3HA NHTOKCHKALUS MHOTO MaJIKO
BepossTHU. DapMaKoIOrHYHHUTE TAaHHU aKIEHTHPAT BbPXY (akrta, ue Mpelo3upaHeTo MOXKe Aa ce
M3pa3u Ype3 NOHIKaBaHe Ha nepudepHaTa pe3UCTEHTHOCT C MOsBa Ha XUIIOTOHHUS U TOpely BbiIHU. B
TO3U CIIy4ail ce MpeJIpruemMa CUMIITOMAaTUYHO JICYCHHUE.

5. ®APMAKOJIOTTYHU CBOMCTBA

5.1 @apmakoIMHAMMYHM CBOICTBA

JPYT'U KAPJUOBACKYJIAPHU AHTUAHI'MHO3HU CPEJICTBA
Kon ATC: CO1EBI15

(C: cppaeuHOCHAOBA CUCTEMA)

MexaHN3bM Ha JIEUCTBHE

Upe3s 3amazBaHe Ha CHEPIHHIS METa00M3bM B KIICTKUTE, U3JI0KCHH HA XUTIOKCHS WA UCXEMHUS,
TPUMETa3UIMH MPeIOTBpPaTABa HaMaJIsIBaHETO Ha BhTpekiIeThuHud AT®D, kaTo 10 TO3U HAUYUH
OCHTypsIBa HOPMATHOTO (YHKIIMOHHPAaHE HAa HOHHUTE MTOMITA M TpaHCMEMOpPaHHUSI HATPHEBO-KaJINEB
TPAHCIOPT, NOAIbPKANKH KIIEThYHATA XOMEOCTa3a.




TpumeTazuana HHXHONpPA B-OKUCIEHUETO HA MACTHUTE KUCCIIMHY Upe3 OJIOKHpaHe Ha
IBITOBEpIKHATA 3-KeToammi-CoA THoJa3a, ¢ KOETO ¢€ yCHIIBa OKMCIICHUETO Ha TIIoKo3a. B
MCXeMHUYHATa KIeTKa, EHEPTHUsATa, OydeHa Ype3 OKUCIICHHE Ha TIIF0K03a N3UCKBA TTO-MaIbK Pa3Xo/l
Ha KUCJIOPOJ B CPaBHEHUE C Ipolieca Ha [3-okucieHue. [loTeHImpaneTo Ha OKUCICHUETO Ha TII0K03a
ONTUMHU3KPA CHEPTUHHUTE IIPOIECH B KIIETKaTa KaTo 110 TO3W HAYMH TOJUIhPKa TOIXOISI] CHEPTUeH
MeTaboJIM3bM B IIEPHOJIa HA UCXCMHUSTA.

dapmakoguHaMUYHU €DEKTH

[Ipu mamueHTH ¢ HCXeMUIHa 00JIECT Ha CHhPIIETO TPUMETA3HUINH JAeHCTBA KaTO METa0OJUTEH areHT,
KOHTO 3ama3Ba BETPEKIEThUHUTE HUBA HA BHCOKOCHEPTUHHU (PochaTi B MUOKapa.
AHTUUCXEMUYHUTE €PEKTH Ce TIOCTUTAT Oe3 J]a ca MPHUPYKEHN OT XeMOJAUHAMUYHHU €(EKTH.

Knunnuna edukacHocT ¥ 6€300aCHOCT

Knvanaau mpoy4BaHus ca IeMOHCTpUpaIH eUKacCHOCTTa U O€30TacCHOCTTA Ha TPUMETa3HIUH TIPH
JICUCHHETO HA MMAIMEHTH ¢ XPOHUYHA AaHTHMHA IIEKTOPHC, IPUII0KEH WIM CAMOCTOSITEHO, HIIM KOraTo
MOJI3UTE OT APYTH aHTHAHTUHO3HU JIEKaPCTBEHHU MPOIYKTH ca O HEIOCTATHYHH.

B pangomusupano, JBOWHOCIIAIO, I1ae00 KOHTpoaupaHo npoyuBane ¢ 426 manuenty (TRIMPOL-
1), TpumeTtazuaun (60 mg aHEBHO), N0O6aBeH KbM MeTomponon 100 mg queBHo (50 mg aBa MbTH
JTHEBHO) B TIPOJABJDKEHUE HA 12 CEIMUIIM, CTATUCTUYCCKH 3HAYMMO TI0JI00pSBa Pe3yITaTUTE Ha
napaMeTpuTe Ha TeCTOBETE C (PU3MUECKO HATOBAPBaHE M KIMHUYHUTE CUMIITOMU B CPaBHEHUE C
miane0o: o0Ia NPOIBIKUTEIHOCT Ha TecTa ¢ pusndecko HaroBapsane +20,1 cek., p= 0,023, o610
pabotHo HaToBapBane +0,54 MET, p=0,001, Bpeme o HacThmBane Ha ST-menpecus ot 1 mm +33,4
cek., p=0,003, BpeMe 10 HacThIIBaHE HA aHTHHO3HA Ooika +33,9 cek., p<0,001, aHTHHO3HU IPUCTHITH
Ha cenmuna -0,73, p=0,014 u xoHCy™marus Ha Obp30 AevicTBan HUTpaTH Ha ceamuna -0,63, p=0,032,
0e3 XxeMOTMHAMHYHH IPOMEHHU.

B pangomusipano, IBOWHOCIAIO, TIae00 KOHTpoIMpaHo npoyuBane ¢ 223 nauuentu (Sellier), eqna
TabneTka oT 35 mg TpUMETa3uANH C U3MEHEHO 0CBOOOKIaBaHe (1Ba IBTH THEBHO), J00aBeHa KbM

50 mg aTeHo101 (€THOKPATHO JHEBHO) B MPOIBIDKEHUE HA 8 CEIMUITH, BOJIU J0 3HAUYUTEITHO
nosumasane (+34.4 cek., p=0,03) Ha BpeMeTo 10 HacThnBaHe Ha ST-menpecus ot 1 mm mpu TecTa ¢
(m3nuecKo HATOBapBaHe, B MoArpymnara nanueHT (n=173), B cpaBHeHHe ¢ maredo, 12 gaca cien
IpreMa Ha JIEKapCTBOTO. 3HaYMMa pa3jinKa, Oe ChIIO 0Ka3aHa, 32 BPEMETO JI0 I0sBa Ha AaHTUHA
nekropuc (p = 0,049). He Mmoxe na ce HaMepH 3HaUMMa pas3fiika MeXIy IPyNuTe, 3a IpyTruTe
BTOPUYHH KpailHW TOYKHU(0OIIa MPOABIDKUTEIHOCT Ha TeCTa ¢ (pU3nUecKo HaTOBapBaHe, 00110
paboTHO HaTOBapBaHE W KIMHUYHH KPAHU TOYKH).

[Ipu 1962 nmarmeHTH, B TPUMECEYHO PaHAOMHU3UPAHO, TBOHHOCIISIIIO IIPOyIBaHe (MPOyIBAHETO Vasco),
Ha BbpXa Ha ateHoson 50 mg/nen, nee no3u Ha TpuMeTasuanH (70 mg/nen u 140 mg/nen) ca Oumm
W3CIIeIBaHN B CpaBHEHUeE c Tuiane6o. B obmara nomynamnus, BKIIOYBAIla aCHMIITOMATHYHA U
CHMITOMATHYHHU NMAIMEHTH, TPUMETA3UINH HE YCIIA Ja JeMOHCTPUPA MTOJI3H €HOBPEMEHHO MPH
epromeTpuaHUTE (00IIa MPOABIKATEIIHOCT Ha TecTa ¢ (PU3MYECKO HATOBapBaHE, BpeMe 10
HacTbiBane Ha ST-genpecus oT 1 mm u Bpeme 10 MOsiBa HA AaHTWHA) U KIIMHUYHHUTE KPAfHU TOYKH.
Bwipexu ToBa, B moArpynara Ha CHMIITOMATHYHU TIAIUEHTH (n = 1574), onpeieNieHn B TOCT-XO0K
aHaym3a, TpuMetasuavH (140 mg) 3HauMMO mooOpsiBa 00IaTa MPOABIKUTEIHOCT HA TECTa C
¢dbu3mdecko HatoBapBaHe (+23,8 cek. cripsimo +13,1 cek. mpu mare6o, p = 0,001) u BpemeTo 110
osIBa Ha aHTMHO3HA Ooika ( +46,3 cek. cupsiMo +32,5 cek. npu 1mare6o, p = 0,005).

5.2 @®apmMakOKHHETHYHH CBOIiCTBa

AOcopbuus
MaxkcuMaTHaTa KOHIIEHTPAIHS CII OPaTHO TPHIIOKEHHE Ce U3MEpBa CPEIHO 5 vaca ciie/] mpremMa Ha

tabnerkarta. Cres 24 yaca riasMeHaTa KOHIIEHTpALUs B MPoIbJKeHre Ha 11 yaca ocTaBa Ha HUBO Hajl
WJTU paBHO Ha 75 % OT MakCcUMaTHaTa KOHITCHTPAIHSI.
PaBHOBECHO CHCTOSIHHE CE€ TOCTUTa Hal-KBCHO cien 60-us Jac.



XpaHEHeTO He OKa3Ba BIMSHIE BbPXY (apMaKOKMHETHYHATA XapakTepucTrka Ha [Ipemykran MR.

Pasnpenenenue
-O6emsbT Ha pasnpenenenne € 4,8 I/kg; cBpp3BaHETO C MIa3MEHUTE TPOTEHHHU € HHUCKO: in Vitro

WU3MEpBHUS MOKa3BaT CTOWHOCTH OT 16%.

EnumMuHunpane
-TpumeTa3suanH ce eKCKpeTUpa NpeIUMHO C YpPUHATa, OCHOBHO B HEIIPOMEHEH BU/L.

BpemeTo Ha MoMyKHBOT HAa TPUMETA3UIMH € CPEHO OKOJIO 7 yaca MpHU 3ApaBH MIIaau JOOPOBOIIH U
12 gaca nmpy MHANBUAM HA BB3pacT HajJ 65 ronuHu. TOTATHUAT KIHPHHC HA TPUMETA3HINH € Pe3yITaT
0T OBOpEeYHUS KIUPHHC, KOUTO KOPENrpa MPsIKO ¢ KPEaTHHUHOBHS KITUPBHHC U B TTO-MaJIKa CTETIEH OT
YepHOAPOOHWS KIMPBHC, KOWTO Ce HAMAJIsBa C Bh3pacTTa.

CHCL[I/IaJ'IHI/I nonyJjannumn

Crapuecka Bb3pacT:

Xopata B cTapuecka Bb3pacT MOXKeE JIa IMaT IMOBHIICHO U3J1araHe KbM TPUMETA3HUIMH B CIIEACTBHE Ha
CBBbp3aHaTa C Bb3pacTTa HaMmajieHa Ob0peuna ¢pyHkius. Crennaino papMakKOKHHETHYHO MTPOYYBaHE,
MIPOBEICHO IIPH XOpa B cTapuecka Bb3pacT (75-84 ronuHn) wIIM B HAIIpeaHANA CTapyecka Bb3pacT (>85
TOJITHY ) TIOKa3Ba, 9€ yMepeHo OBOpevHo yBpexkaane (KpeaTHHHHOB KIuphHC Mexay 30 u 60 ml/min)
MOBHIIABAT ChOTBETHO 110 1,0 ¥ 1,3 IBTH eKCro3uNUATa KbM TPUMETAa3UINH B CPABHEHHUE C TIO-MITA
naruenTn (30-65 roguHn) ¢ ymepeHo 0bOpedHO yBpeKaaHe.

CrienuduyHO KIMHAYHO MPOYYBaHe, MPOBEJICHO C XOpa B cTapyecka Bh3pacT (Hal 75 ToAnHM),
pueManiy 103a ot 2 Tabnetku TpuMmeTazuaud MR 35 mg qHeBHO, B ABa MpueMa U aHATU3UPAHO 110
METOZa Ha KMHETUYHATA MIOIyJIallKs, € YCTAHOBUIIO 2-KPaTHO yBEJIMYEHHE Ha IUIa3MEHUTE HUBA IIPU
MAIUEHTH ¢ TeXKKO OhOpedHo yBpexaane (KpeaTHHUHOB KiuphHC oA 30 ml/min) B cpaBHEHHE C Te3U
C KpeaTHHOB KIUPBHC Haa 60 ml/min.

He ce nabmogasar npoOnemu ¢ 6€301acHOCTTa B CTapuecKka Bb3pacT B CPaBHEHHUE ¢ o0mara
IAIENEE

Br0Opeuno yBpexaane:

Excnosunusta kbM TpumeTasuauH ce yBeiuuaBa CpeHo ¢ 1,7 MbTH MPU MaLMEHTH C YMEPEHO
OBOpedHo yBpekaaHe (KpeaTHHHHOB KIMpbHC Mexay 30 u 60 ml/min), u cpeano ¢ 3,1 mbpTH 1Ipu
MAIUEHTH C TeXKO ObOpeuHo yBpekaane (KpeaTHHIHOB KiuphHC 1moa 30 ml/min) B cpaBHEHHE ChC
3[IpaBu OOPOBOIIM C HOpMaHa ObOpeuHa QyHkIus (Bxk.Touku 4.2 u 4.3).

He ce nabmongasart npoOnemu ¢ 6€30MacHOCTTa B Ta3H MOMYyJIaLs B CpaBHEHHE C 00I11aTa MOMyJIalys.

5.3 IlpeakIMHUYHU JAHHH 32 0€30MACHOCT

[IpuemaneTo Ha BUCOKHU J03U TpUMeTa3uuH mpu KuBOTHH (0T 40 10 200 mbTH MO-BUCOKU OT
TepaneBTUYHATA [103a) IPEIU3BUKBA CUMIITOMH, KOUTO Ca CBBP3aHU ¢ (hapMaKOJIOTMYHUTE CBOMCTBA
Ha JICKapCTBEHUS IPOAYKT.

He ca 6unu koHCTaTHpaHU IPOMEHU B PENPOIYKTUBHATA (DYHKIHS IPU )KUBOTHUTE (TIPU AO3H 110~
BrucokH oT 100 mbTH TepaneBTUYHATA J1032).

6. DAPMAILEBTUYHU JAHHHA
6.1 Cnucbk HAa MOMOIIHUTE BelIeCTBA

- Kanmues xunporen gocdat nuxumnpar;
- XUIIPOMETIO03a;

- TMOBUJIOH;

- 0€3BOICH KOJIONIAJICH CHTULIMH,

- MarHe3ueB cTeapar.

DUIMOBO TOKPUTHUE:



- TuTaHoB aByokuc (E171),

- TJIALEPOT,

- XHUIIPOMEI03a,

- maxkporoia 6000,

- 4yepBeH xene3eH okuc (E172),

- MarHe3meB cTeapar.

6.2 HecnbBMecTUMOCTH

He e npunoxumo

6.3 Cpok Ha rogHocCT

3 roguHu

6.4 CroenuaJiHu ycJIOBHSI HA ChbXpPaHEeHUe
HsMa crienmanHu yCcJIoBHsI 32 ChbXpaHCHHE.

6.5 Buau cbabp:KaHUe HA ONIAKOBKATA

Kapronena xytus ¢ 60 Tabnetku B 3aneyatanu 6auctepau onakosku (PVC/Aluminium).

6.6 CrenuaJHu NpeANa3Hu MepPKH NPHU U3XBBbPJsiHe U padoTa

Hsma cnienmmamau n3nCKBaHHUS.

7. IMPUTEKXATEJ HA PASPEILIEHUETO 3A YIIOTPEBA
Les Laboratoires Servier
50, rue Carnot,
92284 Suresnes cedex
®paHuus
8. HOMEP HA PA3ZPEHIEHUETO 3A YIIOTPEBA
20020977
9, JATA HA IIbPBO PA3ZPEINABAHE/IIOAHOBSIBAHE HA PASPEILIEHUETO 3A
YIHOTPEFA

[Jata Ha mppBO paspemanane: 29/11/2002

[ara Ha nocienno noxHoBsiBane: 20/12/2007

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA: 07/2024 r.



JAHHU BBPXY OITAKOBKATA



JAHHU, KOUTO TPABBA JA CbJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUSA

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

HPEAYKTAJI MR 35 mg Ta0bieTku ¢ U3MEHEHO 0CBOOOXK/1aBaHe
TpuMeTazuIMH TUXUIPOXIOPUL

PREDUCTAL MR 35mg modified release tablets
Trimetazidine dihydrochloride

‘ 2. OBSIBSABAHE HA AKTUBHOTO/UTE BELLIECTBO/A

Bcesika Tabnerka chabpiKa TPUMETA3HINH TUXHIPOXIOpHA 35mg

‘ 3. CIIUCBK HA IIOMOIIHUTE BEIHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/IHA OITAKOBKA

60 TabyIeTKH ¢ U3MEHEHO OCBOOOKIaBaHE

‘ 5. HAYUH HA ITPUJIATAHE U ITBT/MIIIA HA BBBEXK/IAHE

[lepopamro npunoxenwue. [Ipean ynorpeda npodereTe TUCTOBKATA.

JA CE CBbXPAHSBA HA MSICTO JAJIEY OT INOIVIEJA U JIOCEI'A HA TIELA

6. CHHEIIMAJIHO INPEAYHNPEKXJAEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA

I[a CC CbXpaHsABa Ha MsACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'N CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

lomen mo: {mMm/rrrT}

‘ 9. CHHEIIUAJIHU YCJI0OBUA HA CbXPAHEHUE

10. CHHEIIMAJIHU INTPEAITAZHU MEPKH ITPU NU3XBBPJISAHE HA
HEM3MOJI3BAHATA YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHAABYHU
MATEPHAJIA OT THX, AKO CE U3UCKBAT TAKUBA

11. UME U AAPEC HA ITIPUTEXATEJISI HA PASPEHHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot,
92284 Suresnes cedex



@paHuus

| 12.  PETMCTPAIIMOHEH HOMEP(A)

20020977

| 13.  NAPTHJIEH HOMEP

[TapTuaen Ne

| 14.  HAYMH HA OTIYCKAHE

ITo nexapcko npeanucanue

| 15. YKA3AHUS 3A YIIOTPEBA

|16,  MH®OPMAILIMS HA BPAIJIOBA A3BYKA

HPEAYKTAJI MR 35 mr

‘ 17. YHUKAJIEH UWIEHTUO®UKATOP — IBYUSMEPEH BAPKO/{

‘ 18. YHUKAJIEH UIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN



MHUHUMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJINCTEP

| 1. HNME HA JIEKAPCTBEHUSA TPOAYKT

NPEAYKTAJI MR 35 mg Tabnetku ¢ ©3MEHEHO 0CBOOOXKIaBaHE
TpuMeTasuauH TUXUAPOXIOPH]T

| 2. HUME HA TPUTEXATEJIS HA PABPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier

| 3. JAHHMU 3A U3TNYAHE HA CPOKA HA 'OJJHOCT

lonmen nmo: {mm/rrrr}

| 4. IHAPTUIEH HOMEP

[Taptunen Ne

| 5. JIPYTO




JIMCTOBKA



JIncroBka: ungopmanus 3a NaueHTa
HPEJAYKTAJI MR 35 mg Ta0.ieTKU ¢ H3MeHEHO 0CBO0OKIaBaHe
PREDUCTAL MR 35mg modified release tablets
Tpumeraznaua muxuapoxiopun (Trimetazidine dihydrochloride)

IIpoyeTeTe BHUMATEHO USJIATA JUCTOBKA MpeIM 1A 3al04HeTe Ja pueMaTe TOBa JeKapCcTBO,
Thil KaTo TH ChbABbPA BaxHa 3a Bac undopmanus.

° 3amaseTe Tas3H JINCTOBKA. Moxke Jia C€ HAJIOXKHU Aa S IMPOYCTETE OTHOBO.

o Axo nmarte HIKaKBU AOI'BJIHUTCIIHA BBIIPOCH, nonutaiTe Bammms JICKap Ui (1)apMaI_I€BT.

o ToBa JICKApCTBO € MPEANMUCAHO JIMYHO Ha Bac. He ro HpeOTCT’BHBaﬁTC Ha Jpyru xXopa. To moxe
Jia UM HaBp€Iu, HE3aBUCUMO Y€ IMPU3HALNUTE HA TAXHOTO 3a00719BaHe ca chIIUTe KaTo Bammure.

° Axo IMOJIYYHUTEC HAKAKBU HEXKCJIIaHU JICKPCTBCHU PCAKIIUU, YBECIOMETC Bamms JICKap ujin

(dhapmarieBT. ToBa BKIIIOYBA U BCHYKH BB3MOKHHU HE)KEJIAaHU PEaKITHH, HEOITMCAaHU B Ta3H JINCTOBKA.
Buxre Touka 4.

Kakso CbABbPiKa Ta3! JUCTOBKA:

Kaxso npencrasisasa [Ipengykran MR u 3a kakBo ce u3noinssa
Kakso TpsiOBa na 3Haere, npeau na nmpuemere [Ipegykrar MR
Kax na npuemare Ilpenykran MR

BB3MOXHH HexeNlaHu peakiuu

Kak na cexpanssare [Ipegykran MR

ChbabpkaHue Ha ONIAaKOBKATa M JOMBIHUTEIHA HHPOpMALIUS

A e

1. KaxkBo npeacrasasaBa Ilpeaykran MR u 3a KakBO ce U3110J13Ba

ToBa JICKApCTBO € MPCAHA3HAYUCHO 3a y1'IOTp€6a IIpu Bb3paCTHH, B KOM6I/IHaI_II/I$I C Apyru MEANKaMCHTHU
34 JICYCHUC HA aHTHMHA IICKTOPUC (Fp’BI[Ha 60]11(3,, MNPpUYIMHCHA OT KOPpOHApHa 6OJ'ICCT).

2. KakBo Tps0Ba na 3Haete, npeau Aa npuemere [Ipenykraa MR

He npuemaiire IIpegyxkran MR

- aKo CTe aJiepruyueH KbM TPHUMETA3UANH WM KbM HSKOS OT APYTUTE ChCTABKM HA TOBA JICKAPCTBO
(n30poeHu B TOUKa 6)

- ako uMaTte Oosiect Ha [lapkuHCOH: 00JIeCT Ha MO3bKa, KOATO 3acsra ABMKEHHATA (TperepeHe,
CKOBaHa CTO¥iKa, 3a0aBeHH JABM)KCHHMS M KIIaTyIIKaIla ce, HebalaHCHpaHa MoX0Ka),

- aKo MMaTe TeXKKH Mpodiemu ¢ ObOpenure.

Ipeaynpe:xaeHns u npeana3sHu MePKU

I'oBopere ¢ Bamms nekap v gapmarieBT npeau aa npuemete pexykran MR.
ToBa He e cpeCTBO 3a JieueHNe Ha CTEHOKAPAHU MPHUCTBIIN, HUTO 3a IbPBOHAYAIIHO JICUEHHE Ha
HecTaOMiIHa cCTeHOKapAus. ToBa He € CpeICTBO 3a JieueHHEe Ha MUOKapIAeH HH(PAPKT.

Wudopmupaiite Bamms ekap npu cirydail Ha CTeHOKapAeH NpUCThIl. Moxe O 1ie ce HalOKH
IIPOBEXKJAHE Ha JIaOOPaTOPHU U3CIIEABAHUS U IIPOMSIHA HA JICUEHHUETO.

ToBa JiekapcTBO MOXKe J]a MPUYHHU WM Jia BIIOIIN CUMIITOMH, KATO HaIpUMeEp TperepeHe, CKOBaHa
1mo3a, 3a0aBeHN JABIKEHH U KIAaTyIIKalla ce, HebaJaHchpaHa IMoX0/1Ka, 0COOEHO P Xopa B
cTapyecka Bb3pacT, KOETO TPsiOBa 1a ce U3Cie/Ba U J1a ce choOIaBa Ha Barms nexap, KoWTo Moxe Ja
HaIlpaBH MOBTOPHA MPELIeHKa Ha JICUSHUETO.

CpoO111eHH ca CepHO3HH KOKHU PEaKLUH, BKIIOYUTETHO JIEKaPCTBEHA PEAKIHS C €O3NHODHINS 1
cucteman cumnTomu (DRESS) u octpa renepanusupana exzantemMarosHa mycrtyiosa (AGEP), BsB




BpBb3Ka c nedenueto ¢ [Ipenykran MR. Crpere nmpuema Ha [Ipeaykran MR u He3abaBHO moThpceTe
MEMIIMHCKA TTOMOIII, aKO 3a0eIeKnTe HAKOH OT CUMIITOMHTE, CBbP3aHH C Ta3u CEPHO3HA KOXKHA
peakIus, onucaHa B Touka 4.

CroopTucTu:
To3u nexapcTBeH NPOAYKT ChAbpAKA AKTUBHO BEIIECTBO, KOETO MOKE J1a Aa/ie MO3UTHUBHA PeaKlus

IIpu AOTIHUHT TCCT.

Apyru jgexkapcrea u IIpeaykraa MR

Jocera HsiMa cbOOIIEHN 32 JIEKAPCTBEHH B3aUMOEHCTBHSL.

Moz, kaxxeTe Ha Bamms nexap uinn papMareBT ako B3eMaTe WM HACKOPO CTE B3EMaIU APYTU
JIEKapCTBa BKIIOUMTENIHO M TAKUBA, OTITYCKAHH 0€3 JIEKapCKO IPENUCaHue.

penykraga MR ¢ XxpaHa, HAMUTKH ¥ aJKOXO0JI
TabneTkuTe TpsAOBaA Ja ce T'HITAT C Yallla BOJA 110 BPEeME Ha XpaHCHE.

Jeua v roHOmIN
IIpexykraa MR He ce npenophyBa 3a Aema Ha B3pacT noj 18 roguam.

BpeMeHHOCT, KbpMeHe M (pepTHIUTET

bpemennocm

3a mpeamnovMTaHe € Ja He ce MpreMaT JIeKapcTBa o BpeMe Ha OpeMeHHOCT. AKO pa3zdepere, ue cTe
OpeMeHHa, JOKaTO IpUeMaTe TOBA JIEKAPCTBO, CE KOHCYJITHPAKTE ¢ JIEKyBAaIllUs CH JieKap, Thil KaTo
caMo TOU MOJKe Ja MpeLeH! He00X0JUMOCTTa OT NIPOIbDKaBaHE HA JIE€YEHHETO.

Kvpmene
[lopanu nuricata Ha TaHHY 3a U3TbUBaHE B KbpMaTa, HE c€ MPEMOphUBa JICUSHUE 110 BpeMe Ha
KbpPMEHE.

Axo cte 6peMeHHa WM KbPMUTE, CMATATEC, YC MOKE a CTC 6p€MGHHa HJIU TUIaHHUpaTe 6pCMCHHOCT,
IMOCHhBETBANTE ce ¢ Bammus JICKap ujin (bapMaueBT npeau yHOTpe6aTa Ha TOBa JICKapCTBO.

lopupane u padboTa ¢ MAIIMHHA
ToBa nexapcTBo MOXe /1a ObIe IPUYMHA []a C€ TIOYYBCTBATe 3aMasiHA WJIH CHHIIMBHU, KOETO IIe
MTOBJIHsIC Ha criocoOHOCTTa B 32 modupane n paboTa ¢ MaTuHy.

Baskna undopmanus 3a Hsakou oT cbeTaBkute Ha Ilpenykraa MR
He e npunoxumo.

3. Kak na npuemare IIpegyxkran MR

Jo3upoBka

Bunaru npuemMaiiTe TOBa JieKapcTBO TOUHO Taka, KakTo Bu e ka3an BamusT nekap. 'oBopeTte ¢
Bammms nekap nnm papmarieBT, ako He CTe CUTYPEH 3a Helllo.

[Ipenoppuntennara no3a Ha [Ipenykran MR 35 mg e mo enHa Tabnerka qBa MbTH THEBHO IO BpeMe Ha
XpaHeHe CyTpUH U Bevep.

Ako umate pobsieMu ¢ ObOpeNUTE MM aKo CTe Ha Bh3pacT Haja 75 roauHu, Baimusr iekap Moxe na
KOpUTHpA MpenopbhuBaHaTa J103a.

HauyuH ¥ nbTHIIA HA NPUJIOKEHHE
[TepopanHo npunoxeHue.
TabmeTkuTe TPsAIOBA Aa ce TBJITAT C Yalla BoJa 10 BpeMe Ha XpaHeHe.

YecroTa HA IpUeMaHe
OO6uuaiiHaTa JI0O3UPOBKA € 10 e/{Ha Ta0JIeTKa CYTPHH U Beuep.



Ako mucnurte, e aeficteueto Ha [Ipenykran MR e TBBpae cuiIHO WM TBBpJE cnabo, TOBOpeTe ¢
Bammst nexap wim papmaneBT.

Ako cte npueiau noseye Ipexyxkran MR ot HeoOxoaumarta qo3a
Koncyntupaiite ce He3abaBHO ¢ Bamms nekap nin hapmarieBT.

AKko cTe nponycHanu 1a npueMete Ilpexykran MR
[IpoabikeTe Ie4eHNUETO, KAKTO OOMKHOBEHO.
He B3emaliTe nBoIiHA 1032, 32 1a KOMIIEHCHpATE €MHAYHATA J103a, KOSITO CT€ MPOITYCHAJIH.

Ako cTe cnpesau npuema Ha Ilpenykran MR
He e npunoxumo.

AKO UMaTe JOIIBIHUTENIHN BBIPOCH OTHOCHO ynoTpedarta Ha TO3H JIeKapCTBEH MPOIYKT, MOMUTaiTe
Bamms nekap unu gapmanesT.

4. Bb3MOKHM HesKeJIaHU pPeakuuun

Kato Bcuuku nexapcersa, [Ipenykran MR Moske 1a mpenu3BrKa HeXeJlaHU PEaKK BBIIPEKH, Y€ He
BCEKU TH M0JIy4yaBa.

CHpCTC IMPUIIOKCHUCTO Ha Hpe[{yKTaJ’[ MR u ce CBBPIKCTC He3a0aBHO ¢ JICKap, ako 3a0€NIeKUTE HAKOS
OT CJICAHUTE HCKCIIAHU PCAKIIUU:

C neuzeecmua wecmoma. om HAIUYHUmMe OAHHU He Modice 0a ObOe HANpageHa oYeHKa

. [upoko pasnpocTpareH 0OpHB, MOBHUIIIEHA TE€IECHA TEMITEPaTypa, TOBUIIIEHH CTOWHOCTH Ha
YepHOAPOOHHUTE EH3UMH, OTKIIOHEHHSI B KDHBHUTE TTOKa3aTed (€03MHOMUINS), YBETMIEHU JIUMGHU
BB3IIU U 3acATaHe Ha JAPYTH OPTraHu Ha TSUIOTO (JIEKapCTBEHA PEaKIHsi C €O3MHO(IIINS U CHCTEMHH
CHMITTOMH, u3BecTHA ome kato DRESS). Brkre Touka 2.

. CepHro3HO TeHepaTU3uPaHo 3auepBIBaHe HA KOKaTa ¢ 00pa3yBaHe HA MEXYpPH.

Yecmu:
3amasHOCT, TiTaBobOoe, KopemMHa 00JiKa, Tuapws, JIOIIO XpaHOCMIJIAHE, TaJIeHe, IIOBPBITaHe, O0OPUB,
CcHpOEIK, KOTIPUBHA TPECKA U YCEIIaHe 3a caboCT.

Heuecmu:
HeoOwuyaiiHo ycemaHe 1mo KokaTa KaTo U3TPhIIBaHEe WM MpaBydYKaHe (MTapecTe3ns).

Peoxku:

VYCKOpeHa WITH HEPUTMHYHA ChpACYHA ACHHOCT (HapryaHa TMaJIUTAIWN ), U3BBHPEIHU ChPICUHH
yIapH, YCKOPEH ChPIEUYEH PUTHM, ClIaJaHe Ha KPBBHOTO HAJISTAaHe IIPH M3IPaBsSHe, KOETO
MpeaU3BHKBA 3aMaiiBaHe, IEKO 3allleMeTsIBaHe WM MIpUIlaaHe, IpuMajsiBane (00110
HEPA3IOI0XKEHNE ), 3aMaliBaHe, TTalaHe, 3auepBsIBaHe Ha JIUIIETO.

C neussecmna wecmoma:

ExcTpanupamMuHu cuMnToMu (HEOOWYalHU JBMKEHHS, BKIIIOYUTEIHO TPENepeHe U YCYKBaHE Ha
pblLETe U IPBCTUTE, YCYKBAIIX CE JBIKCHHS Ha TSIIOTO, HECTAOMIIHOCT Ha MOXOAKaTa 1 00111
CKOBAHOCT Ha PBIIETE U KpaKarta), KOUTO OOMKHOBEHO ca 00paTHMU clie]] IPeKpaTsIBaHe Ha JIEYEHHETO.

Hapymenns B cbHs (6e3chHUE, CHHIMBOCT), CBETOBBPTEX (BEPTHUTO), 3alleK, MO yBaHe Ha JINIIETO,
YCTHUTE, yCTaTa, €3MKa WIU I'bPJIOTO, KOETO MOKE JIa IPUIMHU 3aTPYJHEHUS B IPETIIBIIAHETO U
JIUILIAHETO.

CuiiHO M3pa3eHo HaMansiBaHe Ha Opost Ha OennTe KPbBHU KIIETKH, KOETO MPAaBH MO-BEPOSITHO MOsIBAaTa
Ha uH(pEKIUH, HaMaIsBaHe Ha Oposi Ha TPOMOOLMTUTE, IPH KOETO CE yBEJIMYaBa PUCKBT OT
KPBBOTEUCHUE UITK KPbBOHACSIAHE.



UYepHoapoOHO 3a00s1sBaHe (rajicHe, MOBPbhINAHe, 3aryda Ha areTHT, 00110 HePa3oJIOKEHUE, TPeCKa,
C'bp6e)K, IMOXXBJITABAHC HA KOXaTa U OYHUTEC, CBCTJIIO OIBCTABAHC HA I/I3Hpa)KHeHI/IHTa, TBMHO
OIBETSBAaHE HA YPUHATA).

Axo MOJYYNUTC HAKAKBH HCIKCIIAHU JICKAPCTBCHU PCAKIINU, YBECIOMETC Bamms JICKap Ujin (I)apMaLICBT.
ToBa BKJII0OUBa BCUUKHU BB3MOXHU, HCOIMUCAHU B Ta3U JIMCTOBKA, HCXKCJIAHU PCAKIIUU.

Chol0maBaHe HA HeKeJIaHU pPeaKIuu

AKO TIOJTy9HTe HIKAKBH HE)KEJIaHH JICKAPCTBEHH peakliy, yBegoMere Bamms ekap. ToBa BKITrouBa
BCHUYKU BB3MOXHHU HCOIIMCAHU B Ta3U JIMCTOBKA HEXEIIAHU PEAKIUU. MoxeTte ChIIO Oa C"b06H_II/ITe
HEXCJIaHU pE€aKIMU JUPEKTHO (Ha MMOCOYCHUS TTO-H0ITY az[pec). Kato C’LOGH_IaBaTG HEXECJIaHU pEaKIuu,
MOXKETC Oa Aa€TC CBO IIPUHOC 3a ITOJTYYaBaHC HA ITOBEYC HH(i)OpMaLII/ISI OTHOCHO 0€30I1aCHOCTTAa Ha
TOBA JICKApPCTBO.

Bruarapus

W3nenauTenHa arenius mo ekapcrsara (MAJI)
Vo ,,Jlamsu ['pyes* Ne 8

1303, rp. Codus

Ten.: +359 2 8903 417

yeOcaiit: www.bda.bg

5. Kak na cexpansiBare Ilpexyxkran MR
Hsama cienmaiiiu yciioBusl Ha CbXpaHEHHUE.
CpxpaHsBaliTe Ha MSICTO, HETOCTBITHO 32 AEla.

He u3non3Batite Hpez[yKTan MR cnen CpOKa Ha TOAHOCT, MIOCOYCH Ha BBHIIIHATA OIIAKOBKA CJIC]
,,FO,I[CH I[OI”. I[aTaTa Ha IrOJHOCT CC€ OTHACs 3a MOCICIHHMA NCH OT ITIOCOYCHUA MCCCII.

JlekapcTBata He TpsOBa /1a ce U3XBBPIAT B KaHATM3ALMATA UJIU B KOHTEHHEpA 32 JOMAIIIHU OTIIAIBITH.
[TonmmraiiTe Bammis ¢apmaieBT Kak J1a YHAITOKATE HeHY)KHUTE Bu nekapcTra. Te3u mepku e
CIIOMOTHAT 32 OTIa3BaHEe Ha OKOJIHATA Cpejia.

6. Chabp:kaHMe HA ONIAKOBKATA M JONBJIHUTEJHA HHPOPMALHS

Kaxkgo cpabp:ka Ilpenykran MR

- AKTHBHOTO BEIIIECTBO € TPUMETAZUIUH JUXUIPOXIOPH]T

- [IpyruTte ChCTaBKH ca: KaJIHeB XuAporeH ¢pochat TUXUApAT, XUIIPOMEN03a, MOBUIOH, Oe3BOJICH
KOJIOWJIAJICH CHIIMIINNA, MarHe3ueB cTeapar, TuTaHoB nByokuc (E171), rmumnepo:, makporon 6000,
yepBeH xenezeH okuc (E172).

Kak m3ruexna Ilpenykraa MR 1 KakBO CbABpka ONAKOBKATA

[Mpenyxkran MR 35mg TabneTku ¢ ©3MEHEHO OCBOOOXKIaBaHE ca PO30BH, GHUIMHPAHU TaOJIETKH C
JienioBuIHa opma.

TabneTkuTe ca HATMYHU B OsucTepu oT 60 TabJIeTKY.

IIpuTeskaTes HA pa3pelIeHHETO 3a YOTpeda
Les Laboratoires Servier

50, rue Carnot,

92284 Suresnes cedex

®paHuus

IIpousBoauTen
Les Laboratoires Servier Industrie



45520 GIDY
@paHuus

unu

Servier (Ireland) Industry Ltd.
Gorey Road Arklow, Co. Wicklow
WNpnannus

uau

ANPHARM Przedsi¢biorstwo Farmaceutyczne S.A.
Ul. Annopol 6B

03-236 Warszawa

[Tonma

MecTeH npeacTaBuTeNI :
Cepsue Memukan EOOJ]
Ten.: +359 2 921 57 00

JlaTta Ha mocJieHO MpepasrJie:kgaHe Ha JucroBkara: (07/2024 r.
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