JHACTOBKA: HHOOPMAIIHA 3A IIOTPEBUTEJISA

EHOTEJIOH 150 mg croMauHo-ycToii9nBH TadneTKH
ENDOTELON 150 mg gastro-resistant tablets
NPONHAHNAC/IOBH OJINTOMEpPH
procyanidolic ohgomers

IIpoueTeTe BHHMATEIHO NAJIATA JJHCTOBKA, IIPE]H JA 3aNo'1HeTe 1a NPHEMATE TOBA

JIEKaPCTBO, Thil KATO TA ChABPKA BaxHa 3a Bac ungopmanus.

ToBa 1eKapcTBO Ce OTIycKa Ge3 ekapeko npeanucalie. Bunard npueMalTe TOBA JIEKApCTBO

TOUHO KaKTO € OTTHCAHO B Ta3H JHCTOBKA WK KakTo B e kasan Baums nekap uix ¢papmMauesT.

- Banazere Ta3W AMCTOBKA. Moxke a Cc& HAJIOXKH Aa A MpOYETETE OTHOBO.

- AKO ¢€ HYXJAeTe OT AOMBJIHUTENHA HHGOPMALIUA WK CHBET, nonuraiite Bawms
(hapMaLEBT.

- AKO MONYYUTE HAKAKBH HEXKEJIaH! JICKaPCTBCHH PeaKkiiH, yBCAOMETS Bainus siekap Wid
thapmaLieBT. TOBA BKIIOYBA W BCHHKH BB3MOMKHH HEXKEAHHN JICKapPCTBEHH PeaKitnH,
HEONUCaH! B Ta3H JMCTOBKA. Bipkre Touka 4.

- AKO He ce 4yBCTBaTe 110-106pe KK cheTosHUETo By ce BioIIN, TPAGBA 1a OTBPCHTE
JieKapcKa noMoL,
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6. CbabprKaHUE Ha ONAKOBKATA H JOMBJIHHTENHA nadopMall

1. Kaxso npeacrapiasa EnpoTe/10H ¥ 32 KAKBO €€ H3N0JI3BA

To34 NeKapCTBEH NPOAYKT € BEHOTOHHK (moul nosuuiaeqa monyca Ha GeHOSRUME cmenu) M
MPEANaspa ChAOBETE (MOl nosumasa yemouuugsocmma Ha MARKume Kpb6OHOCHU cvooee).

3a kaKso ce H3noJa3Ba Enporeon

Enpotenos e npeAHa3HAueH 3a:

- MopoGpenue Ha CHMITOMUTE CBBP3aHH ¢ BEHO3HA H TUMHA HEAOCTATHYHOCT, CBBp3aHa C
OI1aKBAHUS KATO: yMOpa, TeXkKeCT, MoAyBaHe v OONKH B KpaKkaTa, KpaMinH (MYCKYJIHH
CXBalllaHHA), ,,HENIOUMBAILM KpaKa™ , Ha4YaJieH JEKYOHTYC.

2. KakBo TpabBa aa 3uaere npeau Aa npuemere Engoreion

He npuemaiite En10Te10H AKO:
e CTe aNnepruyHH (CBPbXYYCTBUTE/HH) KbM:
- NPOLMAHUAOIIOBH OSIHFOMEPH,
- KEM HAKOE OT OCTAHATHTE CheTaBKy Ha EHfoTenon (onMcanu B Touka 6 ChabpiaHne Ha
ONaKOBKATa M AONbAHHTENHA HHpOPMALHA).

To3u NEKAPCTBEH MPOAYKT He Tp:AOBA Aa ce U3MO0NI3BA N0 BPEME Ha KbPMCHE.

Axo cmamame, ue HAKOU om me3u YCAoeusa ce OMHAca 3a Bac, uau umame Hi
xoncyamupaiime ce ¢ Bawwus hapmayesm uru rexap npeou nevenvemo ¢ Eno




O06LpreTe cCienHa/H0 BHHMAaHHE IpH JieueHneTo ¢ Enpore/oH

ToBa JIeYeHHE MOXKE Ja € HAMbAHO e(heKTHBHO, KOraTo € B KOMOHHALMI CbC 31paBOC/IOBEH
HAaYHH Ha >KHBOT.

AKO CHMITOMHTE HE CE MOBJIMABAT WIH ce 3aAba004aBaT, H ca BEpOSATHO CBbpP3aHH C OCHOBHATA

ChAOBA NATONOTHA (KPbBOHACAAAHMS, TyPAYpPa M Ap.), IedeHueTo Tpabea 1a 6b1aT NPEOLECHEHO.

gDH'I:JIHHTeJlHH CEBETH KM HANHCHTHTE € XBH !KEOHH‘IH& BEHO3IHA HEQOCT&T’B'IHOCT!:

¢« Jla ce n3barea:

IlponbmkuTenHo CTOEHE TpaB WM CEAHal, o0yBKM ¢ MHOM0 HHCKY MJIH BHCOKH TOKYETA,
J3narade Ha CYbHIE WIM HA M3TOUHHLUM HA TOMJIKWHA, NPEKOMEPHO HaJJaBaHE Ha TErAO M Ja Ce
W30ArRaT XpaHuTe, CUMTAHWM 3a NOBWILABAILK NPUAMBA HA KPBETA BbHE BCHHTC (ankoxon,
noanpaeku, kade, yai, TIOTIOH).

« CbBerH:
KpakaTa fia c€ BAHIraT HABMCOKO BHHATH, KOraro € Bh3MOXHO, MO-CNELHANHO BEYep B JIErT0TO.

Jla ce mpaKTUKyBa peAoBHO Pusuuecka aeliHocT (Obp30 XoA€HE, [UTyBaHC, THMHACTHKA,
KOJIOE3EHE), KpaKaTa f1a Ce MHUAT C Iyl ChC CTy/IeHa BOAd H J1a C& MacaKHpPaT KOJIKOTO ©
BB3MOXKHO MO-4ECTO, Aa ¢€ HOCAT NOAXOASIINA €NacTHYHH HOparH.

» IIpu3Haun 3a TPEBOra, H3UCKBAMM KOHCYJITALHSH C JekKap:
He ce onuTRaiiTe Aa NOEMETE JIGUEHHETO CH aKO:!

- BALLIHTE MPU3HALIK Ca JTIOKAIH3HPAHH CaMO B €1HH 10JI€H KpaHHHK,
- pawara 60JKa ce€ NOABRABA BHE3AIHO,

- pawiMTe NPU3HALY Ce IPUAPYKABAT OT JAPYr¥ IPU3HALM 32 CEPHO3HOCT KATO 3akCPRABANC,
IOKANHO BTELPAABAHE, SAHOCTPaHEH eeM (TIOAYBaHE).
Te3H NPH3NAIH MOTAT Ja 03HAYABAT NO-CePHO3HO 3ab0/19BAHE, 3ATOBA Ce HATATA
MEAHIHHCKO MECHHE.

Baxxna undopmanis OTHOCHO HAKOH 0T ChCTABKHTE HA Engore/ion

TMopaay ¢bAbPKAHHETO Ha 3aXapo3a, TOBA JICKAPCTBO He TpabBa Aa ce U3MOA3BA B Cly4ad Ha
HEeMOHOCHMMOCT KbM QPYKTO3a, CHHAPOM Ha IVIIOKO30 WIIH rajlakTo30 matabcopbuya Uiy cnydau
Ha AePHLIMT HA CYKPO30-H30MAJITasa — PAJKO CpelliaHu MeTabonuTHHU 3adonABaHuUA.

Axo ne cme cuzypen(nal, He moea 1ekapcmeo € nodxodaiyo 3a Bawua ciyuail, ce noceeemsaume
¢ Bawun ghapmayesm unu rexap.

Ilpuem HA ZPYTH JEKAPCTBA
3a na ce u3berHe BCAKa Bb3MOKHOCT 34 HEXE1aHH B3aHMOJSHCTBHS MEKNY pas/IuiHUTE

JIEKAPCTBEHH MPOAYKTH, BKIIOUMTEIHO H TAKHBA OTIyCKaHH Ge3 peuenTa, Bue Tpabsa n1a
yBeioMuTe Baluus GapMaleBT 3a BCH'KHM JIEKAPCTBEHH NPOIYKTH, KOHTO B3UMATE WITH CTE
B3EMAIH HACKOPO.

BpeMeHHOCT, KbpMEHe H pepTHARTET
Ako cTe OpemeHHa WIH KbPMHTE, CMATATE, Y& MOXKE Ja CTC OpeMeHHa WM faHupaTe
6peMeHHOCT, NochBETRalTe ce ¢ Baiuus nekap i hapMaLieBT npeaM ynorpedara Ha TOBa
NeKapcTBo.
e He ce npenopbuBa Aa ce M3NOA3BAT NPOUMAHKHAOIOBH OIMIOMEPH no BpeMe Hi_i______:\
OpEMEHHOCT. A AT
e He ce npenopbHBa PUEMAHETO Ha TO3H JIEKaPCTBEH MPOAYKT MO BpEMEHa &

Bunazu ce xovcyamupaiime ¢ Bawus apmayesm uiy aexap npedu 0a 3ano
HAKAKGO OpYy20 NEKAPCMEO.



Mlodnpane n padoTa ¢ MAWIHAH
Engorenon 150 mg HAMa U3BECTHH e()EKTH BBHPXY CTIOCOOHOCTUTE 3a LIOPUPaHe WIH
M3M0JI3BAHETO HA HHCTPYMEHTH MJIM MALLUHM.

3. Kak na npuemare EHaoreon
Bunazu npuematime Endomenon cnoped uncmpyxyuume 6 masu IUcmosKa. Aro ne cme cucypru
e newo, nonumaiime Bawun chapmayeem wiu rexap.

Kaxk na npaeMaTe TOBA JI€KapCTBO
e [Ipuemaiire sleKapcTBOTO Npe3 yCcTara
¢ [Ipenopbusa ce TabneTKHTE Aa ¢ MPUEMAT CYTPHH H BEUED NPSIH XPaHCHE

OOuvalinaTa A03HPOBKA €:
IIpu 6eH03HO-TUMPHA HEOOCTAMBYHOCTA!

e no 1 TabneTka cyTpHH M Beuep B NpoawDkeHue Ha 20 JHYU B Mecela
( npeKbCBALLK KYpPCOBE).

Jia He ce npeprInara 3 Mecela Jeuenre 5e3 MeTHIMHCKO MHEHNE.
Axo cTe nponycHaNH 2a npaemere EHpore/oH
Bunaru npuemaiite EHaoTenoH cropes MHHCTPYKUHHTE B Ta3H JIMCTOBKA,

e Axo 3a6paBuTe ia B3eMETe e/1Ha 1033, B3eMeTe 5 Be[HAra cJie[l KaTo CH CIIOMHHTE.
KoraTo obade BpeMeTO B KOeTO TPAORA Ja npueMeTe ClieiBaliata 1032 € 6nusko, TpsOBa
1a B3eMETE CaMo eJHOKpATHA /1033, KAKTO 00HKHOBEHO,

¢ He npuemaiiTe nopeye OT nNpenopbyaHaTa 103a EupotestoH,

¢ He B3eMaiire ABOiiHA 1034, 3a Ja KOMIEHCHpaTe NpomycHatTarTa 103a.

Ao uManie HaKarxeu OONbIHUMENRHY bNPOCH, CEbP3AHY ¢ ynompebama ra mo3u HPOOYKM, MONR
nonumaume Bawus ghapmayesm uau Aexap.

4. BL3MOKHH HEXKEJAHH PeakKuHy

KakTo BCHuKM JieKapcTa, EHIOTenI0H MOXe ia Npeu3BHKa HEXEIaHH PEaKLUH, BhAPeKH HC HE
BCEKHM I'M NONYyuaBa.
YecToTaTa Ha Bb3MOXKHHTE HEXKEIAHH Peakiyn, u36poeHn No-101y, € ONPEAe/ICHA KaTo Ce
V31101384 C1€AHATA KOHBEHIHA:
e  MHOrO 4ecTH (3acaraT noseye ot 1 morpeburen Ha 10)
yecTH (3acarar ot 1 ao 10 norpeGutenn Ha 100)
Heuectw (3acarar ot 1 a0 10 notpeburens Ha 1 000)
peakw (3acarart ot 1 1o 10 norpebutenn Ha 10 000)
MHOTO peaKH (3acAraT no-Majiko OT | notpeburen Ha 10 000)
¢ HeH3BECTHA HECTOTa (OT HATMYHUTE JaHHHM He MOXe Ja Objie HampaBeHa OLIEHKA)

Hs koM NaUMEHTH ca IONy4aBajy CCAHATE HEKENAHH JEKapPCTBCHH peakitin no BpEME Ha
nevyeHue ¢ EHIOTENOH:

Pexxn (3acarart ot 1 10 10 norpe6uTenn una 10 000):
ANepruyHH NposBH: YPTHKApUs, OOpHB C HIIH Ge3 chpOex, GOTOUYBCTBHTENHOCT { KOXKHH
PEAKUMH NIPY UBNArAHE HA CABHLEG), eKICMA.

Te3u peaxuuy ca oOpaTHMH ( T.€. CIIHPAT CNEA NPEKBCBAHETO HA JICYEHUETO)

Peaxn (3acsirar or 1 10 10 norpeduTenn na 10 000):
CTOMAIWHO-UPEBHH HApyLUeHns: CToMaLIHA Oofka, raneHe, IHapus,

MHoro peaxH (3acAraT no-MaJko ot 1 moTpebuTen na 10 000):

IlonyBaHe Ha JHLETO, YCTHHTE H / WM TapHHKCa, 3aTPyAHEHO NTHIIAHE WK
NOAYBAHE Ha PHLETE ¥ KPaKaTa, H3HCKBALLH He3abaBHA KOHCYJITalNuA C IEKap,\
[masobonue.



AKO HAKOR 0M HENCCAAHUME NEKAPCMBEHU PEAKUUU CIAHE CEPUOINA UnU 3abenedxcume
Opy2u, HEORUCAHU 6 MA3 N IUCMOSKA HENCENARN Ppearkyutl, MOIR ysedomeme Bawiun
papmayesm wru rexap.

5. Kak pa cexpannsate Engore/ion

Jla ce cbXpaHsapa Npu Temnepatypa noj 25°C. [a ce cpxpaHABa Ha MACTO, HEAOCTDBITHO 34 neua.
Na ne ce ynorpebsBa ciel H3TH4YaHe CPOKa Ha FOAHOCT, oTbenA3aH BbpXY OINaKOBKa.

JlekapcTeara He TpaGBa Ja ce U3XBBPJIAT B KaHANH3ALMATA WIH B KOHTEMHepa 3a JOMALLHH
otnaabuy. [Monuraiite Bauns ¢papMaleBT Kak /12 YHHILOKHATE HEHYIKHATC Bu nekapcrsa. Te3u
MEPKH 1ile¢ CTOMOMHAT 32 ONa3BaHe Ha OKOJIHATa cpefa.

6. ChrALpKaHHE HA ONAKOBKATA H JONBJAHHTE/IHA uugpopMannsa

Kaxkso coanpxa Eagorenon

AKTUBHOTO BeLECTBO Ha ERaoTenon ca mpouuaHuaoiosu onuromepy 150 mg (procyanidolic
oligomers).

JIpyruTe CLCTaBKH Ca: MHKPOKPHCTAIHA LIENTy/103a, CATHLEE JHOKCH]L KOMOHACH 0e3BO/IeH,
MarHe3ueB CTeapaT, METAKPHIIOBA KHCENHA/ €THIT aKpUaT KonoauMep (1:1), HaTpHeB
XWAPOKCH[I, TPHETHA LIMTPAT, 3aXapo3a, JKeNaThH, apabcka ryMa, THTaHHEB JHOKCHI, TAJIK, 2KbIT
Kee3eH okcHl, KapHayOCKH BOCHK

Kaxk marjexna EHoTe10H H KAKBO ChABPAKA ONAKOBKATA

Tabnerkure EHAOTENOH Cca KPbBIJIH, XbATH Ha LBHT.

EHOTEN0H Ce Npeyiara B KApTOHeHa onakoBka no 20 TabneTkH (2 6nucrepa x 10 TabneTKy) Wik
60 Tabnetku (6 Givctepa x 10 rabnetkn) B PVC/anymuesn faucTepu.

He BCHUKH BHIOBE OMAKOBKH MOTAT J1a Ce TIyCHAT B npoaaxoa.

TIpuTexaATE HA PAa3pellicHHeTo 34 ynorpeda
CHEPLAPHARM Arzneimitte]l GmbH
Bahnhofstr. la

17498 Mesekenhagen

'epManus

IIpon3BoauTENH
Sanofi Winthrop Industrie
1 rue de la Vierge B.P. 599

33440 Ambares
OpaHyus

U/ WIH

Sanofi S.p.A.
S.S. 17, Km 22, 67019 Scoppito
Hranus

JlaTa Ha NOCJEAHO Npepasriexkjane Ha JHCTOBKATA:
Anpun 20135






