. U3NLITHUTENHA ATEHUNS NO NEKAPCTBATS

Aucmodka - Mlpunaxesug 2

Ko PY Ne: 53‘5;')’77‘003

JINCTOBKA: UHOOPMALIWS 3A NOTPEBYTENR, O / 030207
Texcap® 40 mg, pnnmupana Tabnerka B | |
Tensar® 40 mg, film-coated tablet

Onmecapran mepokcoMmun (Olmesartan medoxomil)

MNpouerere BHMMATENHO UANATa JNIMCTOBKA NpeaAn Aa 3anouyHere pAa
npunararTe ToBa f1eKapcreo.

- 3anaseTe Ta3u AMCToBka. Moxe Aa ce HanoXu Aa A NpoYereTe OTHOBO.

- AKO UMaTe HSAKAKBW ACMLAHUTENHM BbNPOCHM, nonuralTe Bawua nekap ww
¢hapMalLeBT.

- ToBa nekapcTBo e npeanucaHe MMuHo Ha Bac. He ro NpeoTcTenBaiTe Ha Apyrk Xopa.
To MOXe Aa UM HaBpenu, He3aBUCUMO OT TOBA, Ye TEXHUTE CUMITTOMM Ca ChlyUTe KaTo
BawwuTe.

- AKO HAKOR OT HEeXenaHuTe NEKAapCTBEHW peakuuu CTaHe CepuMO3Ha, Unu 3abenexure
ADYrM, Heonucasn B Ta3u NUCTOBKa HEXENaHW peakuud, Mona yeeaoMmete Bawmusa

neKkap wan apMaLeBT.

B Ta3u AMCTOBKA:

Kakeo npeacrasnsasa Tencap® 40 mg v 3a KaKBO Ce WU3MON3BA
Npeau aa wanonseate Tencap® 40 mg

Kak aa anonseare Tencap® 40 mg

Bb3MOXXHW HEXenaHu peakuymu

Kak pa coxpaussate Tercap® 40 mg

AombnHuTenHa uHdopMaums

e 2 8 o il

Becaka ¢punmmupada Tabnetka cvabpxa 40 mg onMmecapTad MefAokcomun (olmesartan
medoxomil). Cubabpxa olle MUKPOKPUCTaNHa UeNynosa, JNlakrtosa MoHoxuapart¥,
XWAPOKCUNPONPWALIENYNO3a, MarHesueB creapaT, TutaHueB auokeua (E 171), Tank M
XUNpoMeno3a.

*AKO CTe yBefioMeH OT Bawums nekap, 4ye uMaTe HEenoHOCUMOCT KbM HAKOW 3axapu,
yBEAOMETE NIeKapa CM Npean NpueM Ha TOBa IeKapcTBo.

Tencap® 40 mg ¢unMupaHn TabneTkm e B onakosku no 14, 28, 56 wnu 98
dunMupaHu TabneTtiu,

NMpuTerkaTen Ha paspelleHUeTo 3a ynoTpeba:
MENARINI INTERNATIONAL OPERATIONS LUXEMBOURG, S.A.1,

Avenue de la Gare L-1611, Jliokcembypr
Mo nuuens Ha Daiichi Sankyo Europe GmbH

fIpoussoguTen
Berlin-Chemie AG
Glienicker Weg 125
D-12489 Berlin, N'epmarus
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1. Kakso npeacrapnasa Tencap® 40 mg v 3a kakBso ce nanonsea

Tetcap® 40 mg npuHaanexu KoM rpynata NeKapcTsa, HapEYEHU AHMMOTEH3UH-II-
pPeLEnTOPHU aHTaroHWCTW. Te MOHMKABaT KPbBHOTO HanfraHe W OTMNYCKaT KPbBOHOCHUTE
CbAOBe.

TeHcap® 40 mg ce M3NON3Ba 3a NleYeHUe Ha BUCOKO KPbBHO HansaraHe (M3BECTHO
olle KaTo XMNEPTOHMUA). BUCOKOTO KPbBHO HANAraHe MOXe Aa yBpedn KPbBOHOCHUTE CbAOBe
B OpraHn kato cepue, 6vbpeun, MO3bK U OuKn. B HAKOM CnydYaun TOBa MOXe Aa AoBefe A0
MH(pAPKT HA CbpUeTo, CbpAedHa unu 6bbpeyda HEAOCTaTBLUYHOCT, MHCYNT WAKW CNenoTa.
OBMKHOBEHO BMCOKOTO KPbBHO HanAraHe HAMa CUMNTOMU. 33 Aa Ce npeanasuite oT
Bb3MOXHU YCNOXHEHUS, BaXKHO  pefloBHO Aa n3MepBaTe KPbBHOTO CU HandaraHe.

BMCOKOTO KPbBHO HanAraHe MoXe Aa Ce KOHTpoAMpa C nekapcrea kato Texcap® 40
mg. BawwumAT nekap CblWlo MOXe Aa BWM e npenopbYan Aa HaNPaBUTE HAKOM NPOMEHU B
Ha4YMHa Ha XXMBOT, KOMTO L& NOMOrHaT 3a HaManaBaHe Ha KPLBHOTO Hansrade (Hanp.
HamManeHue Ha TernQTo, CNUpaHe Ha LUrapute, HManeHue Ha KoAM4ecTBOTO asIKOXON, KOETO
npueMaTe W HaManesue Ha KOAMMECTBOTO CON B XpaHaTa). Bawust nekap Cbwo we Bu
npenopb4a Aa NpaBUTe pPeaoBHn (PUIUYECKK YNPaXHEeHUs, KaTto XoaeHe new Whu nJiysaHe.
BaxxHo e aa cnaseaTte Te3n CLBETU Ha Bawna nekap.

2. MNpenau aa wsnonssare Tencap® 40 mg

2.1 3afaNnTe CM CnegHUTEe BLNPOCH
e WManu nu CTe HAKOra aneprvs KbM ONMECapTaH MEAOKCOMWUAN WK HAKOA OT
ApyruTe cueraskn Ha Tencap® 40 mg?
» DbpeMeHHa nu CTe, MUCJIMTE NN, Ye MOXe Aa cTe bpeMeHHa WU NNaHupaTe au
OpeMeHHOCT?
e KvbpMmuTe nu?
» Crpapate nn OT KAMBHU B XXNbMKATa UAU OT XXKbATEHUUA?

AKO OTrOBOPbT Ha Te3n BbnpocM e “ga”, He npuemaire Tercap® 40 mg w
nHpopMupavTe Bawina nekap unu dpapmMaLleBrT.

2.2. Kakso gpyro Tpa6sa ga uMmaTte npeaBuA npeav npuem Ha Tencap® 40
mg?

UHDOpMUpaUTE nekapa CW, ako cTpaaaTe OT HAKoe OT cieaHuTe npobneMu Cbe
31paBeTo.

o bbbpeunn npobnemu nnu YepsoapobHo 3abonaBaxe

e (bpacdHa HeAOCTAaTHLYHOCT UK NpobneMu CobC ChpAevHUTE Knanu U CbROBE.

¢ (OOMNHO NOBpPLUE@HE, AMAPUR, JleYeHUe C BUCOKM A03K ANYPETULIU UAU aKO CTe HA
aveta, 6egna Ha Conu;

e [loBMWEHW HKMBA HA KanWni B KPbBTa

¢ [Ipobnemu ¢ HaabLOPeUYHUTE XNesu

KaTto BCAKO NEKapCTBO, KOETO NOHWXKaBa KPLBHOTO Handrade, BawuvAaT nexap
PEAO0BHO LIE U3MEPBa KPLBHOTO HansraHe.

Moye M Aa wodmupaTte U a U3NON3BaTe MALLKHKU?

He ce ouaksa Tencap® 40 mg na 3acerHe cnocobHocTta Bu Aa wodwmparte W
paboTuTe C MawuHW, Bbnpekn ToBa NOHAKOra NpU nNeUeHWe Ha BUCOKO KPbBHO HansAraHe
MOXE fa ce NOoABAT 3aMaAHOCT W OTNaaHanocT. Axko 3abenexuTe TakuBa eqQeKkTH,

KOHCYNTUpaiTe ce ¢ Bawua nekap npeau wodupaHe nnu pabota ¢ MaluHw,




Mons, nHpopmupanTe Bawmus nekap wav papMaueBsT ako npyueMare uiam Hackopo cre
npMeManu Apyru NeKkapcTea, BKAIONMUTENHO U TaknBa, oTnyckaHu 6e3 peuenTa, ocobeHo:

e aKO MpueMaTe Kanuesn A05aBKWU, CONEBU 3aMECTUTENM, KOUTO CbABLPXAT Kaniuh,
AWYPETULU UK XENAPHH;

e AKO NpUeMaTte AUTUK;
aKo npueMaTe HecTepouaHu NpoTuBoshananutenHu cpeacrea (HCTBC);
aKo npueMaTe Apyry Nekapcrsa, KOUTO NOHWXKABAT KPLBHOTO HansiraHe,
aKo npueMarte onpeaeneHn NEKApCTBa 33 HapyLWeHO XpaHOCMUNaHe (aHTHAUWAM).

3. Kak pa npuwemare Tencap® 40 mg
Bunaru npuemaitte Tencap® 40 mg TOYHO Cbriacko ykasaHudTa Ha Bawws nekap.
AKO He CTe CUrypH# 3a Helto, MO, KOHCYNnTUpauTe ce ¢ Bawws nekap uwiv gapmauest!

3.1 Kax ga npuemare Tencap® 40 mg

Tencap 40 mg Moxe aa ce npueMa ¢ wn 6e3 xpaHa. lNorbnseTe TabneTkn ¢ Manko
BoAd. AKO e Bh3MOXHO, MpUeMaiiTe AHeBHATa A03a NO eQHO U CblUO0 BpeMe BCEKN AEH,
HanpuMep Ha 3akycka. BaxHo e aa He cnupate npuema Ha Tencap® 40 mg, ocBeH ako
Bawwusa nekap He npenopvya Aa ro cnperte.

3.2 Konko Tabnetkn Tencap® 40 mg Tpabea aa ce npuemMar

BeposiTHO We 3ano4vHeTe neyeHueto ¢ 10 mg eaud NbT AHeBHO. AKo obaue He ce
NOCTUIHEe 3a40BONUTEASH KOHTPON Ha KPbBHOTO Hanarade, BawuAaT nekap MOXe Aa yBennyn
posata Ha Ao 40 Mg OnMecapTaH MefOKCOMUA eAWH MbT AHeBHO (eaHa TabneTka TeHcap®
410 mg). Moxe aa Bu ce npenoptya gosa Ao 40 mg onmecapraH MeAOKCOMMA eaAuH NMbT
AHEBHO ¥NK Aa Bu Ce npeanuwLAaT AOMBAHUTENHW NeKapCTea.

Ao cre Ha Bb3pacT Haja 65 roavHn v nexkapsTt Bu pewu aa yBenndyu A03aTa Ha
ONIMECapTaH MEAOKCOMUA, TOoraBa fNexkapaT TpsabBa peaoBHO Aa USMEPBa KPLBHOTO Bu
HanAraHe, 3a Aa € CUrypeH, 4e He Ce NoOHWXWAQ TBbpPAE MHOI.

Mpy naumneHTU C NeKo Ao yMepeHo 6bbpeyvHo 3abonasaHe, KakTo U NPU NaUueHTuTe
C yMepeHO 4depHoApobHO 3abonsaBaHe, po3ata He Tpsbsa Aa e no-Bucoka o1 20 mg
onMecapTad MefoKCoOMUN eAMH NBLT AHEBHO.

He ce npenopbusa npueMa Ha Tencap® 40 mg oT geua.
AKO MMaTe HAKAKBU CbMHEHWA OTHOCHO NeYeHUeTo cy, MHpopMupanuTe Bawma nexap.

3.3 KakBOo pa npaBuTe, akKo CTe npuenn nosede oT NpeaAnHCaHOTO
KONUUECTBO TabNEeTKN NAu aKo nponycHere npueM Ha Tencap® 40 mg

AKO CTe npuenu noseue Tabnerku oOT HeoBXOAMMOTO WMAKM aKO AEeTe € Npueno
Tabnetku, Beaxara Ce CBbpXeETe ¢ Bawuna nekap unu ¢ Haru-6IM3KOTO CNEWHO OTAENeHWeE U
B3eMeTe ONaKoBKaTa Ha NeKapCTBOTO Cbe cebe ow.

AKO CTe nponycHanu npueM, B3eMeTe cnefpawata odmyanHa f033a Ha Cneasawms
AeH, KakKTo obuKHOBEHO. He B3eMauTe ABOWHa A033, 332 A3 KOMMEHCHpaTe NpornycHartara
TabneTka.

4. Bb3MOXXHH HEeXXeNaHU NIeKapCTBERU peakLMM
Tencap® 40 mg e noaxoasw 3a NOBEYETO XOpa. Bbnpeku TOBA, KAKTO BCUHKM
nexapcrea, Tencap® 40 mg MOXe Aa NPeansBUKA HEXENaHu peakuuu. AKO Te Ce NOABAT,
OOUKHOBEHO Ca NEKU U HE U3UCKBAT NpeyCTaHOBABAHE Ha NIeYEHKETO.

YecTute HeXxenaHu KLUWW BKAIOYBAT CNeaHAUTE. i




3aMagHOCT, YYBCTBO Ha OTNAAHANOCT, HApYLEeHO XpaHoCMUNaHe, Avapus, CTOMALLHa
bonka, racTpoeHTeput, yMopa, BbL3MNANEHo Mbpno, Teuyalw| WAK 3anyweHd HOC, OpPOHXUT,
rpunonoaobHK CUMNTOMM, Kawnvua, 60nka B ropaure, B Mppba B CTEBUTE U KOCTUTE,
MHGEKLNA Ha OTAeNUTeNHaTa CUCTEMA, OTOK Ha rnes3eHnTe, KpbB B YPUHATA.

HeYyecTure HeXenaHy peakun BKAIOYBAT cneadvTe:

CeetoBbpTeX (3aMasHOCT), KOXeH oOpuB, aHrMHa (bonka wnAn JyBCTBO 32
ANCKOM@OPT B rpavuTe).

Peakure HEXENaHU Peakuvn BKIIOYBAT CIeaHuTe:

UyBCTBO HA 3aMasHOCT, KPAaTKOTpauMHa 3aryba Ha Cb3HaHWe UNU CBETOBLPTEX
(cny4ysaT ce Manko ro-4ecro NpU nauMeHTU B HanpegHana Bb3pacT). AKO TOBA Ce Chyuw,
cnpu npueMa Ha Tencap® 40 mg v BegHara ce CebpXH € nekap!

Paako MOXeE M3CNenBaHuATa Ha KpbBTa Aa MOKA3BaT YBENMMEHW HUMBA Ha Kanui
{(XunepkanueMms ).

MHOro peaku:

Hepasnonoxenue, rnaBobosve, MycKynHWU KpaMnu W MYCKyfHa O0NKa, CUHUHMK,
6w6peuru npobnemid, cnabocT, MMNCa Ha eHeprun, obLo HepasnonoxeHme.

OTOK Ha hUUEeTo, ycTaTa u/vnn napuHkca {rnacHUTE BPBL3KKU) 3aeAHO CbC Chpbex u
oOpUB MOXE 2@ BL3HUKHAT MO BpeMe Ha NleYeHWEeTO C TOoBa NeKapCTeo. AKO TOBa Ce CAyuM,
npeyctaHoBeTe npueMa Ha Tencap® 40 ma v ce cebpxeTe BeaHara ¢ Bawua nekap.

Cuwo ca HabmoaaBaHU HAKOM NMPOMEHN W B KPbBHUTE U3C/IEABAHWA, BIUTIOYUTENTHO
yBesiInueHue B NOKa3latenuTe 3a 6ubpeuHa pyHKUWA.

WudopmupanTe Bawuns nexkap vwnu dapMauesT BegHara, ako 3abenexure HAKOA
HEXXeNaHa peaKuuvs, AOPHU W ako He ca CNOMEHaTU B INCTOBKaTa.

5. Kax aa coxpanasare Tencap® 40 mg
[la ce CbxpaHABa Ha MACTO, HEAOCTHLNHO 33 Aeual

fla He ce U3NoN3Ba Cnea Cpoka Ha roaHOCT, OTOENA3aH BLPXY ONAKOBKAaTR.

HaTta Ha nocheaHO oA0OpEeHue Ha NUCTOBKATA
{Onn, 2007
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