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JIncroBka: HHpopMaNHA 32 HaHEHTa

Teamucapran CTAJIA 80 mg puamupanun TabaeTkn
Telmisartan STADA 80 mg film-coated tablets

Tenmucapran (Telmisartan)

IIpouereTe BHHMATE/IHO NSJIATA JIHCTOBKA, PE/IH 12 3all0YHeTe Ia IPHeMaTe TOBA JIEKAPCTBO, Thil

KaTO TH ChAbpPKa BaxHa 3a Bac undopmanusn.

- 3anasere Ta3u TMCTOBKA. MojKe Jla ce HATIOMKH 13 5 NPOYETETE OTHOBO.

- AKO MMaTe HSKaKBH JONBIHUTEHH BbIIPOCH, NONHUTaliTe Bawus nekap ,unu dpapmaienT.

- Tosa nexapcTBo € npeanucano nu4yHo Ha Bac. He ro npeotcrbnBaiite Ha apyru xopa. To Mosxke na
MM HaBpe[H, He3aBHCHMO 4e NMPH3HAIMTE Ha TAXHOTO 3abonABaHe ca chuIHTe KaTo Bamure.

- AKO NOJIyuHTe HAKAKBH HEXENaHH JIeKaPCTBEHH peakuHu, yBeaomeTe Bamus nekap, dapmanest
HJIH MeJHIIHHCKA cecTpa. ToBa BKNIOYBA H BCHUYKH Bb3MOMKHH HEXEJIaHH peakiH, HEONHCaHH B
Ta3u NUCTOBKA. BixTe Touka 4.

KakBo cbaABpka Ta3H JHCTOBKA:

1. KakBo npexncrasnssa Tenmucaprad CTAJIA u 3a KakBO ce M3M0JI3Ba
2. KakBo Tps6Ba na 3Haete, npeau na npuemere Tenmucapran CTAIIA
3. Kax pa npuemare Tenmucapran CTAJIA

4. Bb3MOXHH HEXeNTaHH peaKiHy

5. Kak na cexpansBate Tenmucapran CTAJIA

6. CpabpxaHHe Ha ONAaKOBKaTa M JOMBIHHTENHA HHpOpMAaLHs

1. Kakso npeacraBiasea Teamucapran CTAJIA u 3a KaKBO ce H30/13BA

Tenmucapran CTAJIA npuHajiexH KbM rpynarta JeKapcTBeHH NPOAYKTH, H3BECTHH KaToO PELENTOPHH
aHTaroHUCTH Ha aHruoTeHsuH II. Anruorensus Il e BewecTro, 0Opasysano BbB Baluus opraHusbm,
KOETO MpeAn3BHKBA CBUBAHE HA KPbBOHOCHHTE CBHJOBE, KaTo 110 TO3M HaYWH NOBHIIABa KpbBHOTO Bu
Hansrane. Tenmucapran CTAJIA 6nokupa edekra Ha anrnoTensuH I1, Taka ye KPbBOHOCHHTE CBIOBE Ce
OTMYCKAaT H KPBBHOTO HaJAraHe ce MOHHXKAaBa.

Teamucapran CTAJIA ce H3mo13Ba 3a NeueHUe HA eCEHIHAIHA XHNEPTOHHS (BUCOKO KPbBHO
Hansrase). "EceHuuansa” o3HavaBa, Yye BUHCOKOTO KPbBHO HaJlATaHe HE € MPHYHHEHO OT JpYro
3abonsaBane.

AKo He ce neKyBa, BHCOKOTO KPbBHO HaJIATaHe MOXKeE Jia YBpeH KPbBOHOCHHTE ChIOBE B pEAHIIa OPTaHH,
KOETO MOHAKOra Moke J1a JoBe/ie 10 CbpAedYeH HH(DapKT, ChbpAedHa WK Ob0peyHa HeOCTaTEYHOCT,
MO3bYeH HHCYAT U ciienota. OOMKHOBEHO NMPH BUCOKO KPBBHO HANATAaHE HAMA CHMIITOMH MpeaH aa
Bb3HHKHE yBpexkaHe. [lopaan ToBa e BaXKHO PELOBHO Ja ce H3MepBa KPbBHOTO HaJlAraHe, 3a Jia ce
IPOBEPH JAJIU TO € B HOPMAJIHH PaHULIH.

Teamucapran CTAJIA ce H3M0J13Ba CBINO 32 HAMAIABAHE HA ChPAEYHO-ChJ0OBHTE HHIHAEHTH
(HanpuMep cbpeyeH HHPAPKT HIIH MO3BYEH yAap) NPH NALHEHTH ¢ PUCK MOPaiH HaMaJleHO HITH
NpPEYCTaHOBEHO KPbBOCHA0IsBaHe HAa CHPLIETO WM KpAaKaTa, WK MPeTbpIeid MO3bYeH yaap, HiH ©
BHCOKOPHCKOB fuaber. Bamuat nekap moxe n1a Bu uHdopMHpa, ako MMaTe MOBHILEH PHCK OT
BB3HHKBAHE Ha TAKUBA UHLM/EHTH.

2. Kakso Tpabea 1a 3Haere, npean Aa npuemere Teamucapran CTAIA

He npuemaiite Teamucapran CTALA




. aKo cTe aNepri4HH KbM TEIMHCAPTAH HIH KM HAKOA OT OCTAHAINTE ChCTABKH HA TOBA
JeKapeTso (BUKTS Touka 6);

U aKo cTe OpeMeHHa clen TpeTHs Mecel (Io-n100pe ja n3barsarte ynorpebara Ha
Tenmucapran CTAJIA u B panHa GpeMeHHOCT - BUXKTE pasaen bpemeHHoCT);
. AK0 MMATE TEWKH YEPHOAPOOHH IPODIEMH KaTO XONeCTasa MIlH KIbYHA 00CTPYKUHUS

(npobneM ¢ ApeHaka Ha ¥TBUKATA OT YePHHA APOD H K/IBYHHA MEXyp) HiIH HAKAKBO APYTO TEXKKO
yepHoapoOHO 3afonapane;

. ako uMare AuabeT UM HapylieHa Op0pedHa QYHKINA M Ce NIeKyBaTe ¢ NeKapcTBo 3a
NOHHKABAHE HA KPBBHOTO HAIATAHE, CHILPAKANIO ATHCKHPEH.

Hndgopmupaiite Baums nekap unu dapmauest npean aa npuemete Tenmucapran CTAJIA, ako wakoe oT
TOPENOCOYEHHTE CHCTOSHUS CE€ OTHacH 3a Bac.

Hpenynpexaenus H NpeanasHi MEpKH

Mounsi, vngopmupaiite Bammua nekap, ako ¢Tpajarte uiM HAKOTA CTE CTPafalli OT HAKOE OT CNeAHHTe
CBCTOSHHA HAH 3a00NSBaHUs:

* 6b6peuno 3a0onsBane UK OLOpPEYHa TPAHCIUIAHTAUHS;

* CTEHO3a Ha peHaJlnatTa apTepui (CTeCHABaHe Ha KPhBOHOCHMTE ChAOBE HA €AHHHS HIIH HA ABATA
Ondpeka);

* yepHoIpobHO 3abonfBaHe;

* CbpOedeH npobiem;

* MOBHIUEHH HUBA Ha aNJ0CTePOH (331bPKaHe Ha BOAA W COJM B TANOTO, NPpHAPYkEeHO OT auchanaHe Ha
PazH4YHH MHHEPAJIH B KPBETA);

* HHCKO KpPbhBHO HanAraHe (XMNOTOHKA), KOSTC € Bb3MOKHO [a Bb3HHKHE, aKo CT¢ AEXHAPATHPEHH
(npexomMepHa 3ary6a Ha BOAA OT OpPraHv3Ma) UK 2KO MMATE HEAOCTUT Ha CONK, NopagH JeueHHe ¢
JHYpeTHLH (00e3BOIHIBALLM J€KaPCTBa), AMeTa C HICKO ChAbDIKAHME HA COI, AHAPHS WM NOBPbLUAHE,
* NOBHIUEHH HHMBA HA KAJIMH B KPbBTa,

+ quader.

I'osopere ¢ Bamrna Aexap nan ¢gapmauenTt, npeau aa npaemete Teamucapran Crana
* aKO NpHeMaTe HAKOE OT CAEAHHTE JieKapcTBa, H3M013BaHH 34 JIEIeHHE Ha BHCOKO KPBBHO HANATaHE:

- ACE unxu6utop (HanpumMep eHananpu, TUIMHONPUIL, paMUOpHA), 0co0eHo ako umare opOpetnu
npodnemy, cBbp3aHy ¢ gHadera;

- ATHCKHPEH

Bawmar nexap Mosxke neproauuHo fa nposepsasa GbOpeunaTa Bu GyHKUNA, KPBBHOTO HANATaHE H
KOTHYECTROTO HA €EKTPONIMTHTE (Hanp. kKanui) B KpbeTa BH.

BuxTe cuino nHdopmauuaTa ozarnaeeHa “He npuemaiite Tenmucapran Crama®.

Tpabra na ysenomute Bawmms nekap, ako MUCINTE, ue cTe OpeMeHHa (Mad Moxe Aa 3abpemMenecere).
Tenmmucapran CTAJIA He ce npenopnyBa B paHHa OpeMeHHOCT 1 He TPAOBa /14 ce Npuema ciiell TpeThs
Mecel 0T OPEMEHHOCTTA, Thi KATO MOXe CepHO3HO Ja yBpenu Baileto nete, ako ce W3NOI3Ba B TO3H
nepuoa (BUkTe pasaen bpemeHHOCT),

B cnyuaii Ha onepauus niy ynoitka, Tpabsa na chobuinTe Ha Bamua nexap, ue npuemare TeaMucapran
CTAIIA.

Hena u woHoun
He ce mpenopbusa ynotpebara Ha Tenmucapran CTAJIA npw Aena o wHowy 10 1



KakTo 1 mpu BCHYKH ApYIH PELENTOPHH aKTaroHUCTH Ha aHriotensud 1, Tenmucapran CTAIA moke
Aa 6bae no-cnabo edeKTHBEH NMPH NOHWKABAHE HA KPHBHOTO HAISrAaHE NPY YEPHOKOXKH NallHEHTH.

Apyru aexkaperea B Teamucapras CTAIA

Wndopmupaiite Baluns nekap unu gapMaleBT, ako IpHeMaTe, HACKOPQ ¢Te MPHEMAIH HIIH € Bb3MOIKHO
Aa MpHEMETe ApYru AekapeTea. Moxe 1a ce Hajnoxun Bawmsr nexkap na MpoMeHH 1034Ta Ha Te3H
NeKapcTBa WM Ad B3eMe APYrH npeana’Hu MepkH. B HAKOH coydan Moxke Aa ¢ HeobXoJUMO 1A crpeTe
H310/13BAHETO HA HAKOE OT NekapeTraTta. ToRa ¢e 0THacH ocoleHo 3a IeKapeTBara, [OCOYEHH NO-10TY,
KOraTo ¢& H3Moy3Bat eaHospeMenno ¢ Tenmncapran CTAJTA:

-NI€Kap<TBa, ChABPKALIM THTHH, H3MOM3BAHH 33 IeYeHHe HA HAKOU BHAOBE AENpPecHs;

- MEKAPCTBa, KOHTO MOTAT 13 TOBKIIAT HHBOTO HA KaNWH B KPLBTA KATO KaNHH-ChIBPKALLE CONEBH
3aMeCTHTEIM, KaIMH-CbXpaHaBaLly JUypeTHIH (HAKOoH obe3BoHaBaLly NekapeTra), ACE uHxubuTopH,
anrvotensus I peuentopun antaronucty, HCIIBC (HecTtepouaAHH IPOTHBOBLINAIMTENHN CPEACTBA KATO
ACITHPHH HIH UOYTIpodeH), XenapHH, HMYHOCYNpecopu (Hanpumep LIUKIIOCNIOPHH HIIH TAKPOTUMYC) H
aHTHOMOTHKA TPHMETONPHM;

-AMypPETHIIU (00e3BOAHABALLH JICKAPCTBA), 0CODEHO aK0 Ce IPHEeMAaT BbB BHCOKH 03U 3aeIHO C
Tenmucapran CTAJTA, Mo3ke 1a foBeje 10 MpekoMepHa 3aryba Ha BoAa OT OpraHu3Ma H HHCKO KPbBHO
HanATaHe (XUIIOTOHHA).

- Ako npuemate ACE HEXHOHTOp N anvckHpeH (BHKTe chilo HHbOpMauuaTa o3arnaseHa “He
npueMalite Tenmucapran Craga” u “TlpeaynpexieHds ¥ npeanasHy MeprH™).

KakTo H npH pyruTe nekapcTBeHH POAYKTH 34 [I0HHWKABAHE HA KPLBHOTO HanAraHe, epexTeT Ha
Tenmucapran CTAJIA moxe na 6bvae Hamanes, korato ce npuiara ¢ HCIIBC (necteporann
HPOTHBOBB3INATUTENHH CPEACTBA KATO ACTIMPHH WK WOYMpodeH) HIH KOPTHKOCTEPOHIH,
Tenmmucapran CTAJIA moxe fa yBenuur edexra Ha NOHIKABAHE HA KPBBHOTO HAIATAHE HA APYTH
NEeKapCTBa, KOUTO CE M3MOI3BAT 3a JiedeHHEe Ha BHCOKO KPhLBHO HANACAHE.

Teamucapran CTAJA ¢ xpana, HAONTKH H A1K0X0J
Moike na npuemare Tenmucapran CTAJIA ¢be uiu Ge3 xpaHa.

bpeMeHHOCT H KbpMeHe
AKo cTe OpeMeHHa WK KbPMHTE, CMATATE, e MOXe Ia cTe OpeMeHHa MM [IaHHpaTe OpeMeHHoCT,
NOChBETRAliTe ce ¢ Bamma nexap uiu dapmallerT npeau ynorpebara Ha TOBA TEKAPCTBO.

bBpeMeHHocT
Bawmat nexap we Bu nockeetsa na npeycranosurte npuema Ha Tenmucaprad CTAJIA mpenn na

zabpeMeneeTe WM BelHara oM pasbepeTe, Ye cTe GpeMerHa M e By nockReTRa 1a npueMare Ipyro
nexapcteo, BMecTo Tenmucapran CTAJIA. Teamucapran CTAJIA He ce npenopbuBa B paHHa
OpeMeHHoCT ¥ He TpAGEA Aa ce mpueMa, ako CTe BpeMeHHa Cea TPETHA MECEI], Thil KATO MOMKE CEPHO3HO
A2 yspeau BameTo aete, ako ce H3NO3BA Chied TpeTHA Mecel oT OPpeMEeHHOCTTA.

KbpMene
Tenmucapran CTAJIA He ce IIpenopbyBa Ha Maliku, KOUTC KbPMAT ¥ Bawnat nexap Mmoxe Aa Bu

Ha3zHA4YH APYTO JICHCHHE, aKO HCKATC Na KbPMHUTE, ocobeHo ako BameTo AETE € HOBOPOACHO HITH €
POACHO NMPEXKICBPEMEHHO.

Llodpupane n paGoTa ¢ MalIHHA

Hama nanum 3a edexra na Teamucapran CTAJIA supxy cnocoGHocTTa 32 wodHpane y
MallMHH. HAKoHu Xopa ce YyBCTBAT 3aMasHH HIIH H3MOpPEHY M0 BpeMe Ha NedeHHe Hg B
HaATaHe. AKO ce MOYYBCTBATE 3aMasHH HIH H3MOpeHH, He wodnpalite U He pabgy e@ ﬁw}m.
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Teamucapran CTAJA cbabppxa TaKTO032 H HATPHIL.
IMauueHTH C pelKkH HacneACTBeHU NpobaeMy Ha HEMOHOCUMOCT KbM FaJIAKTO33, ITBJCH JaKTa3eH
ZedHIHT WIH TI0Ko30-ranakTo3na MmarabeopOuns ne Tpabea ja npHeMar ToBa feKapcTBo.

To3un nekapcTBEH NPOAYKT ChIbpika no-Manko ot 1 mmol HaTpuit (23 mg) Ha Tabaertka, 1.€. MOXKE Aa ce
Kaxe, Ye [IPaKTHYEeCKH He ChAbKa HATPHIt,

3. Kak na mpuemarte Teamucapran CTAIA
BuHard npueMaiiTe TOBa JCKapCTBO TOYHO KakTa Bu ¢ kasan Bauing nexap. AKo He cTe CUI'YPHH B HeLLO,
nonuTafte Bamus nekap unu drapMauerT.

Oobuuaiinara nosa Tenmucapran CTAJIA e enna tabnetka auesno. Onuraiire ce Aa npHemare TabneTka
Mo e4HO ¥ CBHILO Bpeme Bceku AeH. Moxe na npuemate Tenmucaptad CTAJIA cbe unn 6e3 xpaHa.

Tabnerxknte TpsAOBa 1a ce NOTABIIAT ¢ MAIKO BOAA MW Apyra De3ankoxoiHa HanuTka.

Baxwno e na npuemate Teamucaptan CTAJIA Bceku AeH, AokaTto Bawmus nexkap He Bu nockeeTsa apyro.
Ako edektsT Ha Tenmucapran CTAJIA Bu ce cTpyBa npekaneHo cHieH Ui cnab, KoHCynTupaliTe ce ¢
Bawns nexap unu rapMauert.

3a NleveHHe HA BUCOKO KPBBHO HaJlAraHe IpenopbsuHTenHara jo3a Tenmucaptad CTAJIA 3a noeeuero
nauMeHT ¢ eana Tabaerka ot 40 mg BeAHbX AHEBHO, 3a Jd C& OCHIYPH KOHTPON Ha KPBBHOTO HAIAraHe
3a [lepHoy Hap 24 yaca. BawusT nexkap ob6aye Moxe fa npenopbya No-HUCKa 4032 OT e€/1Ha TabneTka oT
20 mg AHeBHO HIH Mo-BHCOKa A03a oT 80 mg. Tenmucapran CTaga MoXe Aa ce M3MOJ3Ba ChILO B
xoMOWHAILNA ¢ AMYpeTHUM (,,BoHN TableTky™) KaTo XMAPOXIOPOTHA3H, 33 KOATO € J0KA3aHO 4€ HMa
aANTHBEH eeKT N0 OTHONIEHHE HA MOHH aBaHe HA KPBBHOTO HANATAHE,

3a HaManABaHe Ha ChP/ACYHO-CBIOBHTE HHUHASHTH npenopbuntentara aoza Tenmucapran CTAA ¢
enHa Tabnetka oT 80 mg Beanwxk AHeBHO. B Havanoro Ha npo@uAakTHUHOTO AeueHue ¢ Tenmucapran
CTAJIA 80 mg TpaOBa 4ecTo Ja ce Npocieassa KPbEHOTO HANATaHe.

Ako Batuusa qeped apob ve ¢pyHruHOHKHpPA IpaBHIHO, o0H4aiiHata qo3a He Tpabea aa Haasuwasa 40 mg
BEJHBK JHEBHO.

AKO ¢Te npHeH NoBeYe oT HeoGxogumaTta go3a Teamucapran CTAJA
AKO cIyuaitHO MpHEMETe TBBPIE MHOI0 TabaeTKy, cBbpKeTe ce HedabasHo ¢ Bawus nekap, dapmalesTt
HIY ¢ HaH-0MM3KAA LEHTLP 3a CISLIHA NOMOLL,

ARO ¢Te mponycHaau ga npuemere Tenmucapran CTAJA

Ako 3a0paBuTe a npHeMeTe eaHa A03a, He ce OesnoxoiTe. BieMere no3aTta BeaHara 1oM ¢ CeTHTE H
cnej TOBa NPOALIDKETE ITpHeMa o 00uYaiiHuA HauuH. AKo He npuemerte Baluata TabneTka ceuius JeH,
B3eMeTe oOuuaiinaTa /1032 Ha cneapaiius deH. He s3emaiime nBoiiHa 1032, 3a 1a KOMNEHCHpATe
MIPOIYCHATATA 1034,

AKo cTe cnpean npuema Ha Teamucapran Craga
He cniupatiTe npueMa Ha Teamucapran Crana, oceeH ako Bawus nekap He By e kazan. JlekapeTsa 3a
JleueHHEe Ha BHCOKO KPBBHO HanAraHe TpAadBa na ce NpUeMart NOCTOAHHO. AKO CIipeTe fipHeMa Ha
Teamucapran Crana, kpeeHOTO BH Hansrane Mosxe 1a 3ano4ne 1a c¢ MOBHLIABA B PAMKHTE HA HAKONKO
JHH A0 CTOMHOCTH, H3MEpBaHH NPeJH 3aTI04BAHE Ha JIEUEHHETO.

Bawusa nexap unu ¢papMauest.




4. DBu3IMOXKHHA HeMKe/JJaHH peaKnnH
KakTo BcuukH nexkapcTpa, TOBA JEKAPCTBO MOXKE Aa NPE1M3BHKA HEXKeNaHN peakiiMy, BeIPEKH Ye He
BCEKH 'Y NOJy4aBa.

Hsakou fesKeJaHH PeaKIIHH MOKe 12 OLIAT CEPHO3HHE H A3 H3IHCKBAT He3abaBHA MeAHIHHCKA
noMo.

Tpabra na noceture HezabaeHo Bawrng nekap, ako Nony4HTe HAKOH OT CNEAHMTE CHMIITOMH!

Cencuc#* (YecTo HapH4aH ,,0TpaBAHe Ha KPbBTA™ € cepro3Ha HHGEKLHA ¢ OTFOBOP HA LETHA OPTaHH3bM
KBM BB3MaleHHeTo), Obp30 noayBaHe Ha KOXaTa H MeMOpaHaTta (aHrnoeaeM); TEeXKH aepriiHH peakuiH
(aHathHNAKTHYHH peaklMK), ANeprudHy peakuus (Hanp. o6pus, cbpbexk, 3aTPYAHEHO HIIaHe, XPHIITEHE,
IOJYBAHE Ha AMLETO MM HUCKO KPBBHO HANATAHE); Te3H HeXeNaHH peakUHH ca peakH (Moxe Ja
3acernar ot | o 1000 naunenTH), HO Ca MHOTO CEPHOZHM W MalWeHTHTe TPAGBa Aa CNpaT IpHeMa Ha
JIEKApCTBOTO H 1a OTHAAT IIPH CBOA JeKap He3abaBHO. AKO Te3H MPH3HALH He Ce W3NEKYBAT, MOKE Ja ce
oKaxat (aTanyu.

BbaMmoxnn Hexenanu PEaKLHH, CEbpP3aHH C TCIIMHCAPTAH Crana:

YecTH HexenaHd peakliyi (MOrat aa 3acerHar ot | g0 10 uuauenaa)

Hucko KpBpBHO HanAraHe (XHNOTOHMS) NPH NAUMEHTH, NSKYBAHH 32 HAMANIABaHE Ha ChPASYHO-CBIOBHTE
HHUMIEHTH,

Heuecru Hesmenany peakiny (Moxe aa sacernar ot | ao 100 nuaueraa)

Hudexuny Ha NTMKOYHHETE NHTHLIA, HHOEKUMH HA COPHHTE AMXATEAHH NBTKLIA (HANPHMED BB3NANEHO
I'bpi10, Bb3NANEHH CHHYCH, TIPOCTY/Ia), HaMalleH Opoii Ha YepBeHHTE KPbBEHH K1ETKH {aHeMHd ),
NOBHINEHH HYBA Ha KAJIHMil B KPBBTA, 3aTPY/IHEHO 3aCIIHBAHE, YYBCTBO 3a Thla (JeNpecHA), IpHNaIbK
(cHHKOI), YYBCTBO 3a BHEHE HA CBAT (BepTuro), 0aBen cbprever nyic {Opaagnkapaus), HHCKO KPBBHO
HanfAraHe {XUMOTOHUA) IPH NALHEHTH, JIEKYBAHH 33 BHCOKO KPBEBHO HaNsAraHe, 3aMaliBaHe Npu M3NpaBAHe
(opTOCTAaTHYHA XHNIOTOHUA), 3aYX, KAUIAHLA, KOpeMHa DONKa, TMapus, cTOMalleH JHCKoMGOpT, rasose,
NOBpPbIlaHe, ChpOek, NOBULICHO NOTOOTAS/ISHE, 1eKapeTBeH 00pUB, Oonka B repba, MYCKYIIHH ClIazMH,
MyckynHa Hoika (muanrua), GebpeyHo yBpexaarie, BRIKOYHTENHO ocTpa Ob0peiHa HEI0CTaThYHOCT,
Gouika B rpbAHEA KOLI, YYBCTBO 3a ¢1a00CT, MOBHIIEHO HUBO Ha KPEATHHHH B KPBBTA.

Penkn Hexenanu peakipiu (Moske na sacerdar oT | ao 1000 yuaneuan):

Cencuc* (4ecTO HapH4aH ,,0TPaBAHe Ha KPHBTa) € cepuo3Ha HHPEKLHA ¢ OTIOBOP HA LENHA OPraHH3LM
KBM BBIMATEHHETO, KOETO MOXKE jla T0BE/IE [0 CMbpT), YBeJHuYeH Dpoii Ha onpejeneHn dend KpbEHH
KJIETKH (eo3uHO(HINA ), HaMaleH Opol Ha TpoMOOLUTH (TPOMOOLHTONEHNN), TEXHKA ANSPTUUHA peaKLns
(aHadunaKTH4HA peaKkuus), aNepruuHy peakuuy (Hanpumep oOpHB, chpbex, 3a1pyAHeHo IHILaHE,
XpHOTEHE, NOIyBAaHe HA JIMLETO W HHCKO KPbBHO HAJNATAHeE ), NOHHKEeHH HHBA HA KPbBHA 3axap (1IpH
nauueHTH, G0IHH OT AHAteT), TPEBOKHOCT, ChHIMBOCT, 3PHTENHH CMYIISHHS, YCKOPEH ChbpaeyeH nyJic
(Taxykapana), cyxXoTa B YCTaTa, pa3cTpoeH cToMax, HapyUIeHHS Ha YepHonpobHaTa GpyHKuMA (mo-
BEPOATHO € TE3H HEXETaHH PCaKUMH A4 C¢ NOYBAT [IPH NAUHEHTH OT AMOHCKH Npou3xon), Obp3o
HOIYBAHE HA KOXKATa W HraBuLHTe, KOETO ChILO TAKA MOXKE Aa A0BEIe 10 CMBPT (AHMHOEAEM ChILO U ¢
dartaneH H3xoa), ck3eMa (HapylUeHHe HA KOXAaTa), 3a4epBABaHe HA KOXKaTa, KOMPHBHA TPecKa
(YpTHKapHA)}, TEXDbK JNeKapcTBeH 00pHB, 3a4epBsIBaHe Ha KokaTa, Dosika B cTapuTe (aprpanrus), 6onka B
KpaiHHK, 60/IKa B CYXOXUIHE, TpHNonoaobHo 3adongeane, MOHIWKEH XeMOrnoOuH (KpbBEH IPOTCHH),
IIOBHLIEHO HHBO Ha MHKOYHA KMCENTHHA, YepHOAPOOHH eH3NMH WM KpeaTHH docdokuHaza B KPbBTA .

MHoro penky nexenaunn peakunu (Moxe Aa sacerdat ot 1 na 10 000 wnausuaa) |
MporpecuBuyu cpactanua Ha Genoapobuara ThkaH (MHTEpCTHUHATHE DenoapobHg
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*CHLONTHETO MOKE A BE3HUKHE ChBCEM CJIyHaiHO WK OH MOTTIO [12 € CBBP3aHO ¢ HEW3BECTEH
MEXAHH3DbM,

*%CITyuan Ha MpOTPecUBHO cpactTBaHe Ha OenoapodHaTa TEKAH €A JOKIaABAHH 10 BPEME HA NPHEM HA
TenMucaprtad. He e nasecTHo obaue, nany TenMucapTaH e MpHYHHATA.

CrobapaHe Ha HeKeJaHH PeaKIHA

AKO MONyYHTE HAKAKBH HEXENaHH IEKAPCTBEHH peakluH, yBegomeTe Banins nexap ninu gapmaienr.
ToBa BKIHOYBA BCHYKH BhIMOKHH HEONHCAHH B Ta3H JIMCTOBKA HeXelaHH peakuyu. MoxkeTe cblno Ja
ChOBLUMTE HEXSNAHH PEAKLUMH IHPEKTHO Ypes:

M3HLHHHTCHH3 ArcHUMA 110 ﬂcKapCTBaTa

yiI. Jaman I'pyes” Ne§

1303 Codus

Ten.: +3592 8903417

yeOcaiiT: www.bda.bg

Kato C'bOﬁlLlaBaTE HEKENAaHU peaKiHH, MOXKeTe Na JaaeTe CBOA IIPHHOC 3a nojiyyaBaHe HA NMOBe4e
PIHCbOpMaLlHFI OTHOCHO £e30IacHOCTTa Ha TOBa NEKapCTBO.

5. Kax pa cnxpanssate Teamucapran CTAJA

Ja ce chxpausBa HA MACTO, HEAOCTBITHO 32 Aela.

He u3non3saiite TOBa JIEKAPCTBO ClEA CPOKA HA rOAHOCT, 0TOCNA32H BbPXY KAPTOHEHATA OIIAKOBKA CJIe]
"T'ogen n0:" CpokbT Ha TOIHOCT OTFOBApA Ha NOCIEIHHA ACH OT MOCOUEHNA Mecell.

To3u nexapcTBeH NPOAYKT HE H3HUCKBA CHELMANHH YCIOBHS 33 ChXPaHCHHE,

JlexapcThata He TpalBa 14 c& HIXBLDIAT B KAHAIH3ALNATA WU B KOHTEHHEPA 34 JOMALIHH OTNAAbLY.
INonuraiTe Bawns gpapMarieBT kak 1a YHULIOKHTe HeHyxcHHTe Bu nexapctea. Tesn mepkH e
CIIOMOTHAT 3a ONa3jBaHe Ha OKOMHATa cpena.

6. CbabpxaHHe Ha ONAKOBKATA H 100L/JAHHTEIHA HHpOPMAaUHs

Kakpo ceanpxa Teamucapran CTAJIA

- AKTHBHOTO BeIIECTBO € TeJIMHcapTaH. Beska Tabnetka cuabpika 20 mg /40 mg/ 80 mg TenmucapTan.
- Jpyrute ceeTabku ca noBuAoH (K-25), MernyMuH, HaTpHeB XHAPOKCHL, JJAKTO3a MOHOXHIPAT,
MarHe3HeR cTeapat, KpocToRKHAOH, KeNezeH okcha KeaT (E172).

OHIMHPALIOTO MOKPHTHE CE CHCTOH OT: XHIPOMeN03a, THTaHoB auokcua (E171), maxporen 400, tank,
KENe3IeH OKCHJL, *BAT (E172).

Kak marnexaa Teamuacapran CTA/IA n KaKBe ebIbp:ka ONaKOBKATA
Tenmucaptan CTAJIA 80 mg ca #wbatH duaMupanu Tabnetku ¢ popMa Ha Kancylia, BbPXY KOHTO €
rpaBvpaH Hagnuc ,,80” or eaHara ctpana u ., 17" oT Apyrara cTpaHa.

Tenmucapran CTAJIA 80 mg e manuuen B 6aucrephu onakosku ot 7, 10, 14, 15, 28, 30,50 56, 60, 84,
90, 98, 112, 126, 140, 154, 168, 182 unn 196 tabnerkn.

He BCHYKH BHOOBE OIIAKOBKH MOTAT Ja 6’[:.}13'[' TIYCHBTH B npo,ua;xﬁa..
TIpuTeKATEN HA paspelieHHETO 3a ynoTpeha

Stada Arzneimittel AG

Stadastrasse 2-18, 61118 Bad Vilbel

IN'epmanns

ITpouzBoanTEeIH




Stada Arzneimittel AG
Stadastrasse 2-18, 61118 Bad Vilbel
Fepmanns

Tillomed Laboratories Ltd.
3 Howard Road, Eaton Socon, St Neots, Cambridgeshire, PE 19 8ET
OGemunero Kpancteo

Glenmark Pharmaceuticals s.r.o.,
Production site: Fibichova 143,566 17 Vysoké Myto
Yewka Penybnuka

STADA Arzneimittel GmbH,
Muthgasse 36/2

1190 Vienna

ABCTpHA

Clonmel Healthcare Lid,
Waterford Road,
Clonmel Co. Tipperary
Wpnanans

To3n JexapcTBeH NpoayKT e paspeineH B EC noa cieAHATE AMEHA

O 0eanHeHO KPAJICTBO Telmisartan STADA 20mg/ 40mg/ 80 mg film-coated tablets
ABCcTpHA [Telmisartan STADA

20/40/80 mg Filmtabletten
[Benrusn [Telmisartan EG

20/40/80 mg filmomhulde tabletten
LU TrokceMOypr Telmisartan EG

20 mg/40mg/80 mg comprimés pelliculés
[bBarapus Tenmucapran CTAIA

20 mg /40 mg /80 mg ¢gunMupaHu TabneTku
[Cepmanun Telmisartan STADA

20/40/80 mg Filmtabletten
annn Telmisartan STADA
Henauns Telmisartan STADA 20 mg Comprimido recubierto con pelicula EFG
DuHIaHAHA Telmisartan STADA 20/40/80 mg Tabletti, kalvopiillysteinen
DpaHuas Telmisartan EG 20/40/80 mg comprimé pellicule
[Apnapans Telmisartan Clonmel

20/40/80 mg film-coated tablets
Hranus [Telmisartan EG 20/40/80 mg compresse rivestite con {ilm
Xonauaus [Telmisartan CF 20/40/80 mg {ilmombhulde tabletien
MopTyranins Telmisartan Ciclum
IlIBeuns [Telmisartan STADA 20/40/80 mg l'ilmdragerad tabletter

Ila'ra HA MOCJICIHO IPEPA3rICKIaHe HA JHCTOBKATA
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JIncroBka: HHpopMaNHA 32 HaHEHTa

Teamucapran CTAJIA 80 mg puamupanun TabaeTkn
Telmisartan STADA 80 mg film-coated tablets

Tenmucapran (Telmisartan)

IIpouereTe BHHMATE/IHO NSJIATA JIHCTOBKA, PE/IH 12 3all0YHeTe Ia IPHeMaTe TOBA JIEKAPCTBO, Thil

KaTO TH ChAbpPKa BaxHa 3a Bac undopmanusn.

- 3anasere Ta3u TMCTOBKA. MojKe Jla ce HATIOMKH 13 5 NPOYETETE OTHOBO.

- AKO MMaTe HSKaKBH JONBIHUTEHH BbIIPOCH, NONHUTaliTe Bawus nekap ,unu dpapmaienT.

- Tosa nexapcTBo € npeanucano nu4yHo Ha Bac. He ro npeotcrbnBaiite Ha apyru xopa. To Mosxke na
MM HaBpe[H, He3aBHCHMO 4e NMPH3HAIMTE Ha TAXHOTO 3abonABaHe ca chuIHTe KaTo Bamure.

- AKO NOJIyuHTe HAKAKBH HEXENaHH JIeKaPCTBEHH peakuHu, yBeaomeTe Bamus nekap, dapmanest
HJIH MeJHIIHHCKA cecTpa. ToBa BKNIOYBA H BCHUYKH Bb3MOMKHH HEXEJIaHH peakiH, HEONHCaHH B
Ta3u NUCTOBKA. BixTe Touka 4.

KakBo cbaABpka Ta3H JHCTOBKA:

1. KakBo npexncrasnssa Tenmucaprad CTAJIA u 3a KakBO ce M3M0JI3Ba
2. KakBo Tps6Ba na 3Haete, npeau na npuemere Tenmucapran CTAIIA
3. Kax pa npuemare Tenmucapran CTAJIA

4. Bb3MOXHH HEXeNTaHH peaKiHy

5. Kak na cexpansBate Tenmucapran CTAJIA

6. CpabpxaHHe Ha ONAaKOBKaTa M JOMBIHHTENHA HHpOpMAaLHs

1. Kakso npeacraBiasea Teamucapran CTAJIA u 3a KaKBO ce H30/13BA

Tenmucapran CTAJIA npuHajiexH KbM rpynarta JeKapcTBeHH NPOAYKTH, H3BECTHH KaToO PELENTOPHH
aHTaroHUCTH Ha aHruoTeHsuH II. Anruorensus Il e BewecTro, 0Opasysano BbB Baluus opraHusbm,
KOETO MpeAn3BHKBA CBUBAHE HA KPbBOHOCHHTE CBHJOBE, KaTo 110 TO3M HaYWH NOBHIIABa KpbBHOTO Bu
Hansrane. Tenmucapran CTAJIA 6nokupa edekra Ha anrnoTensuH I1, Taka ye KPbBOHOCHHTE CBIOBE Ce
OTMYCKAaT H KPBBHOTO HaJAraHe ce MOHHXKAaBa.

Teamucapran CTAJIA ce H3mo13Ba 3a NeueHUe HA eCEHIHAIHA XHNEPTOHHS (BUCOKO KPbBHO
Hansrase). "EceHuuansa” o3HavaBa, Yye BUHCOKOTO KPbBHO HaJlATaHe HE € MPHYHHEHO OT JpYro
3abonsaBane.

AKo He ce neKyBa, BHCOKOTO KPbBHO HaJIATaHe MOXKeE Jia YBpeH KPbBOHOCHHTE ChIOBE B pEAHIIa OPTaHH,
KOETO MOHAKOra Moke J1a JoBe/ie 10 CbpAedYeH HH(DapKT, ChbpAedHa WK Ob0peyHa HeOCTaTEYHOCT,
MO3bYeH HHCYAT U ciienota. OOMKHOBEHO NMPH BUCOKO KPBBHO HANATAaHE HAMA CHMIITOMH MpeaH aa
Bb3HHKHE yBpexkaHe. [lopaan ToBa e BaXKHO PELOBHO Ja ce H3MepBa KPbBHOTO HaJlAraHe, 3a Jia ce
IPOBEPH JAJIU TO € B HOPMAJIHH PaHULIH.

Teamucapran CTAJIA ce H3M0J13Ba CBINO 32 HAMAIABAHE HA ChPAEYHO-ChJ0OBHTE HHIHAEHTH
(HanpuMep cbpeyeH HHPAPKT HIIH MO3BYEH yAap) NPH NALHEHTH ¢ PUCK MOPaiH HaMaJleHO HITH
NpPEYCTaHOBEHO KPbBOCHA0IsBaHe HAa CHPLIETO WM KpAaKaTa, WK MPeTbpIeid MO3bYeH yaap, HiH ©
BHCOKOPHCKOB fuaber. Bamuat nekap moxe n1a Bu uHdopMHpa, ako MMaTe MOBHILEH PHCK OT
BB3HHKBAHE Ha TAKUBA UHLM/EHTH.

2. Kakso Tpabea 1a 3Haere, npean Aa npuemere Teamucapran CTAIA

He npuemaiite Teamucapran CTALA




. aKo cTe aNepri4HH KbM TEIMHCAPTAH HIH KM HAKOA OT OCTAHAINTE ChCTABKH HA TOBA
JeKapeTso (BUKTS Touka 6);

U aKo cTe OpeMeHHa clen TpeTHs Mecel (Io-n100pe ja n3barsarte ynorpebara Ha
Tenmucapran CTAJIA u B panHa GpeMeHHOCT - BUXKTE pasaen bpemeHHoCT);
. AK0 MMATE TEWKH YEPHOAPOOHH IPODIEMH KaTO XONeCTasa MIlH KIbYHA 00CTPYKUHUS

(npobneM ¢ ApeHaka Ha ¥TBUKATA OT YePHHA APOD H K/IBYHHA MEXyp) HiIH HAKAKBO APYTO TEXKKO
yepHoapoOHO 3afonapane;

. ako uMare AuabeT UM HapylieHa Op0pedHa QYHKINA M Ce NIeKyBaTe ¢ NeKapcTBo 3a
NOHHKABAHE HA KPBBHOTO HAIATAHE, CHILPAKANIO ATHCKHPEH.

Hndgopmupaiite Baums nekap unu dapmauest npean aa npuemete Tenmucapran CTAJIA, ako wakoe oT
TOPENOCOYEHHTE CHCTOSHUS CE€ OTHacH 3a Bac.

Hpenynpexaenus H NpeanasHi MEpKH

Mounsi, vngopmupaiite Bammua nekap, ako ¢Tpajarte uiM HAKOTA CTE CTPafalli OT HAKOE OT CNeAHHTe
CBCTOSHHA HAH 3a00NSBaHUs:

* 6b6peuno 3a0onsBane UK OLOpPEYHa TPAHCIUIAHTAUHS;

* CTEHO3a Ha peHaJlnatTa apTepui (CTeCHABaHe Ha KPhBOHOCHMTE ChAOBE HA €AHHHS HIIH HA ABATA
Ondpeka);

* yepHoIpobHO 3abonfBaHe;

* CbpOedeH npobiem;

* MOBHIUEHH HUBA Ha aNJ0CTePOH (331bPKaHe Ha BOAA W COJM B TANOTO, NPpHAPYkEeHO OT auchanaHe Ha
PazH4YHH MHHEPAJIH B KPBETA);

* HHCKO KpPbhBHO HanAraHe (XMNOTOHKA), KOSTC € Bb3MOKHO [a Bb3HHKHE, aKo CT¢ AEXHAPATHPEHH
(npexomMepHa 3ary6a Ha BOAA OT OpPraHv3Ma) UK 2KO MMATE HEAOCTUT Ha CONK, NopagH JeueHHe ¢
JHYpeTHLH (00e3BOIHIBALLM J€KaPCTBa), AMeTa C HICKO ChAbDIKAHME HA COI, AHAPHS WM NOBPbLUAHE,
* NOBHIUEHH HHMBA HA KAJIMH B KPbBTa,

+ quader.

I'osopere ¢ Bamrna Aexap nan ¢gapmauenTt, npeau aa npaemete Teamucapran Crana
* aKO NpHeMaTe HAKOE OT CAEAHHTE JieKapcTBa, H3M013BaHH 34 JIEIeHHE Ha BHCOKO KPBBHO HANATaHE:

- ACE unxu6utop (HanpumMep eHananpu, TUIMHONPUIL, paMUOpHA), 0co0eHo ako umare opOpetnu
npodnemy, cBbp3aHy ¢ gHadera;

- ATHCKHPEH

Bawmar nexap Mosxke neproauuHo fa nposepsasa GbOpeunaTa Bu GyHKUNA, KPBBHOTO HANATaHE H
KOTHYECTROTO HA €EKTPONIMTHTE (Hanp. kKanui) B KpbeTa BH.

BuxTe cuino nHdopmauuaTa ozarnaeeHa “He npuemaiite Tenmucapran Crama®.

Tpabra na ysenomute Bawmms nekap, ako MUCINTE, ue cTe OpeMeHHa (Mad Moxe Aa 3abpemMenecere).
Tenmmucapran CTAJIA He ce npenopnyBa B paHHa OpeMeHHOCT 1 He TPAOBa /14 ce Npuema ciiell TpeThs
Mecel 0T OPEMEHHOCTTA, Thi KATO MOXe CepHO3HO Ja yBpenu Baileto nete, ako ce W3NOI3Ba B TO3H
nepuoa (BUkTe pasaen bpemeHHOCT),

B cnyuaii Ha onepauus niy ynoitka, Tpabsa na chobuinTe Ha Bamua nexap, ue npuemare TeaMucapran
CTAIIA.

Hena u woHoun
He ce mpenopbusa ynotpebara Ha Tenmucapran CTAJIA npw Aena o wHowy 10 1



KakTo 1 mpu BCHYKH ApYIH PELENTOPHH aKTaroHUCTH Ha aHriotensud 1, Tenmucapran CTAIA moke
Aa 6bae no-cnabo edeKTHBEH NMPH NOHWKABAHE HA KPHBHOTO HAISrAaHE NPY YEPHOKOXKH NallHEHTH.

Apyru aexkaperea B Teamucapras CTAIA

Wndopmupaiite Baluns nekap unu gapMaleBT, ako IpHeMaTe, HACKOPQ ¢Te MPHEMAIH HIIH € Bb3MOIKHO
Aa MpHEMETe ApYru AekapeTea. Moxe 1a ce Hajnoxun Bawmsr nexkap na MpoMeHH 1034Ta Ha Te3H
NeKapcTBa WM Ad B3eMe APYrH npeana’Hu MepkH. B HAKOH coydan Moxke Aa ¢ HeobXoJUMO 1A crpeTe
H310/13BAHETO HA HAKOE OT NekapeTraTta. ToRa ¢e 0THacH ocoleHo 3a IeKapeTBara, [OCOYEHH NO-10TY,
KOraTo ¢& H3Moy3Bat eaHospeMenno ¢ Tenmncapran CTAJTA:

-NI€Kap<TBa, ChABPKALIM THTHH, H3MOM3BAHH 33 IeYeHHe HA HAKOU BHAOBE AENpPecHs;

- MEKAPCTBa, KOHTO MOTAT 13 TOBKIIAT HHBOTO HA KaNWH B KPLBTA KATO KaNHH-ChIBPKALLE CONEBH
3aMeCTHTEIM, KaIMH-CbXpaHaBaLly JUypeTHIH (HAKOoH obe3BoHaBaLly NekapeTra), ACE uHxubuTopH,
anrvotensus I peuentopun antaronucty, HCIIBC (HecTtepouaAHH IPOTHBOBLINAIMTENHN CPEACTBA KATO
ACITHPHH HIH UOYTIpodeH), XenapHH, HMYHOCYNpecopu (Hanpumep LIUKIIOCNIOPHH HIIH TAKPOTUMYC) H
aHTHOMOTHKA TPHMETONPHM;

-AMypPETHIIU (00e3BOAHABALLH JICKAPCTBA), 0CODEHO aK0 Ce IPHEeMAaT BbB BHCOKH 03U 3aeIHO C
Tenmucapran CTAJTA, Mo3ke 1a foBeje 10 MpekoMepHa 3aryba Ha BoAa OT OpraHu3Ma H HHCKO KPbBHO
HanATaHe (XUIIOTOHHA).

- Ako npuemate ACE HEXHOHTOp N anvckHpeH (BHKTe chilo HHbOpMauuaTa o3arnaseHa “He
npueMalite Tenmucapran Craga” u “TlpeaynpexieHds ¥ npeanasHy MeprH™).

KakTo H npH pyruTe nekapcTBeHH POAYKTH 34 [I0HHWKABAHE HA KPLBHOTO HanAraHe, epexTeT Ha
Tenmucapran CTAJIA moxe na 6bvae Hamanes, korato ce npuiara ¢ HCIIBC (necteporann
HPOTHBOBB3INATUTENHH CPEACTBA KATO ACTIMPHH WK WOYMpodeH) HIH KOPTHKOCTEPOHIH,
Tenmmucapran CTAJIA moxe fa yBenuur edexra Ha NOHIKABAHE HA KPBBHOTO HAIATAHE HA APYTH
NEeKapCTBa, KOUTO CE M3MOI3BAT 3a JiedeHHEe Ha BHCOKO KPhLBHO HANACAHE.

Teamucapran CTAJA ¢ xpana, HAONTKH H A1K0X0J
Moike na npuemare Tenmucapran CTAJIA ¢be uiu Ge3 xpaHa.

bpeMeHHOCT H KbpMeHe
AKo cTe OpeMeHHa WK KbPMHTE, CMATATE, e MOXe Ia cTe OpeMeHHa MM [IaHHpaTe OpeMeHHoCT,
NOChBETRAliTe ce ¢ Bamma nexap uiu dapmallerT npeau ynorpebara Ha TOBA TEKAPCTBO.

bBpeMeHHocT
Bawmat nexap we Bu nockeetsa na npeycranosurte npuema Ha Tenmucaprad CTAJIA mpenn na

zabpeMeneeTe WM BelHara oM pasbepeTe, Ye cTe GpeMerHa M e By nockReTRa 1a npueMare Ipyro
nexapcteo, BMecTo Tenmucapran CTAJIA. Teamucapran CTAJIA He ce npenopbuBa B paHHa
OpeMeHHoCT ¥ He TpAGEA Aa ce mpueMa, ako CTe BpeMeHHa Cea TPETHA MECEI], Thil KATO MOMKE CEPHO3HO
A2 yspeau BameTo aete, ako ce H3NO3BA Chied TpeTHA Mecel oT OPpeMEeHHOCTTA.

KbpMene
Tenmucapran CTAJIA He ce IIpenopbyBa Ha Maliku, KOUTC KbPMAT ¥ Bawnat nexap Mmoxe Aa Bu

Ha3zHA4YH APYTO JICHCHHE, aKO HCKATC Na KbPMHUTE, ocobeHo ako BameTo AETE € HOBOPOACHO HITH €
POACHO NMPEXKICBPEMEHHO.

Llodpupane n paGoTa ¢ MalIHHA

Hama nanum 3a edexra na Teamucapran CTAJIA supxy cnocoGHocTTa 32 wodHpane y
MallMHH. HAKoHu Xopa ce YyBCTBAT 3aMasHH HIIH H3MOpPEHY M0 BpeMe Ha NedeHHe Hg B
HaATaHe. AKO ce MOYYBCTBATE 3aMasHH HIH H3MOpeHH, He wodnpalite U He pabgy e@ ﬁw}m.
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Teamucapran CTAJA cbabppxa TaKTO032 H HATPHIL.
IMauueHTH C pelKkH HacneACTBeHU NpobaeMy Ha HEMOHOCUMOCT KbM FaJIAKTO33, ITBJCH JaKTa3eH
ZedHIHT WIH TI0Ko30-ranakTo3na MmarabeopOuns ne Tpabea ja npHeMar ToBa feKapcTBo.

To3un nekapcTBEH NPOAYKT ChIbpika no-Manko ot 1 mmol HaTpuit (23 mg) Ha Tabaertka, 1.€. MOXKE Aa ce
Kaxe, Ye [IPaKTHYEeCKH He ChAbKa HATPHIt,

3. Kak na mpuemarte Teamucapran CTAIA
BuHard npueMaiiTe TOBa JCKapCTBO TOYHO KakTa Bu ¢ kasan Bauing nexap. AKo He cTe CUI'YPHH B HeLLO,
nonuTafte Bamus nekap unu drapMauerT.

Oobuuaiinara nosa Tenmucapran CTAJIA e enna tabnetka auesno. Onuraiire ce Aa npHemare TabneTka
Mo e4HO ¥ CBHILO Bpeme Bceku AeH. Moxe na npuemate Tenmucaptad CTAJIA cbe unn 6e3 xpaHa.

Tabnerxknte TpsAOBa 1a ce NOTABIIAT ¢ MAIKO BOAA MW Apyra De3ankoxoiHa HanuTka.

Baxwno e na npuemate Teamucaptan CTAJIA Bceku AeH, AokaTto Bawmus nexkap He Bu nockeeTsa apyro.
Ako edektsT Ha Tenmucapran CTAJIA Bu ce cTpyBa npekaneHo cHieH Ui cnab, KoHCynTupaliTe ce ¢
Bawns nexap unu rapMauert.

3a NleveHHe HA BUCOKO KPBBHO HaJlAraHe IpenopbsuHTenHara jo3a Tenmucaptad CTAJIA 3a noeeuero
nauMeHT ¢ eana Tabaerka ot 40 mg BeAHbX AHEBHO, 3a Jd C& OCHIYPH KOHTPON Ha KPBBHOTO HAIAraHe
3a [lepHoy Hap 24 yaca. BawusT nexkap ob6aye Moxe fa npenopbya No-HUCKa 4032 OT e€/1Ha TabneTka oT
20 mg AHeBHO HIH Mo-BHCOKa A03a oT 80 mg. Tenmucapran CTaga MoXe Aa ce M3MOJ3Ba ChILO B
xoMOWHAILNA ¢ AMYpeTHUM (,,BoHN TableTky™) KaTo XMAPOXIOPOTHA3H, 33 KOATO € J0KA3aHO 4€ HMa
aANTHBEH eeKT N0 OTHONIEHHE HA MOHH aBaHe HA KPBBHOTO HANATAHE,

3a HaManABaHe Ha ChP/ACYHO-CBIOBHTE HHUHASHTH npenopbuntentara aoza Tenmucapran CTAA ¢
enHa Tabnetka oT 80 mg Beanwxk AHeBHO. B Havanoro Ha npo@uAakTHUHOTO AeueHue ¢ Tenmucapran
CTAJIA 80 mg TpaOBa 4ecTo Ja ce Npocieassa KPbEHOTO HANATaHe.

Ako Batuusa qeped apob ve ¢pyHruHOHKHpPA IpaBHIHO, o0H4aiiHata qo3a He Tpabea aa Haasuwasa 40 mg
BEJHBK JHEBHO.

AKO ¢Te npHeH NoBeYe oT HeoGxogumaTta go3a Teamucapran CTAJA
AKO cIyuaitHO MpHEMETe TBBPIE MHOI0 TabaeTKy, cBbpKeTe ce HedabasHo ¢ Bawus nekap, dapmalesTt
HIY ¢ HaH-0MM3KAA LEHTLP 3a CISLIHA NOMOLL,

ARO ¢Te mponycHaau ga npuemere Tenmucapran CTAJA

Ako 3a0paBuTe a npHeMeTe eaHa A03a, He ce OesnoxoiTe. BieMere no3aTta BeaHara 1oM ¢ CeTHTE H
cnej TOBa NPOALIDKETE ITpHeMa o 00uYaiiHuA HauuH. AKo He npuemerte Baluata TabneTka ceuius JeH,
B3eMeTe oOuuaiinaTa /1032 Ha cneapaiius deH. He s3emaiime nBoiiHa 1032, 3a 1a KOMNEHCHpATe
MIPOIYCHATATA 1034,

AKo cTe cnpean npuema Ha Teamucapran Craga
He cniupatiTe npueMa Ha Teamucapran Crana, oceeH ako Bawus nekap He By e kazan. JlekapeTsa 3a
JleueHHEe Ha BHCOKO KPBBHO HanAraHe TpAadBa na ce NpUeMart NOCTOAHHO. AKO CIipeTe fipHeMa Ha
Teamucapran Crana, kpeeHOTO BH Hansrane Mosxe 1a 3ano4ne 1a c¢ MOBHLIABA B PAMKHTE HA HAKONKO
JHH A0 CTOMHOCTH, H3MEpBaHH NPeJH 3aTI04BAHE Ha JIEUEHHETO.

Bawusa nexap unu ¢papMauest.




4. DBu3IMOXKHHA HeMKe/JJaHH peaKnnH
KakTo BcuukH nexkapcTpa, TOBA JEKAPCTBO MOXKE Aa NPE1M3BHKA HEXKeNaHN peakiiMy, BeIPEKH Ye He
BCEKH 'Y NOJy4aBa.

Hsakou fesKeJaHH PeaKIIHH MOKe 12 OLIAT CEPHO3HHE H A3 H3IHCKBAT He3abaBHA MeAHIHHCKA
noMo.

Tpabra na noceture HezabaeHo Bawrng nekap, ako Nony4HTe HAKOH OT CNEAHMTE CHMIITOMH!

Cencuc#* (YecTo HapH4aH ,,0TpaBAHe Ha KPbBTA™ € cepro3Ha HHGEKLHA ¢ OTFOBOP HA LETHA OPTaHH3bM
KBM BB3MaleHHeTo), Obp30 noayBaHe Ha KOXaTa H MeMOpaHaTta (aHrnoeaeM); TEeXKH aepriiHH peakuiH
(aHathHNAKTHYHH peaklMK), ANeprudHy peakuus (Hanp. o6pus, cbpbexk, 3aTPYAHEHO HIIaHe, XPHIITEHE,
IOJYBAHE Ha AMLETO MM HUCKO KPBBHO HANATAHE); Te3H HeXeNaHH peakUHH ca peakH (Moxe Ja
3acernar ot | o 1000 naunenTH), HO Ca MHOTO CEPHOZHM W MalWeHTHTe TPAGBa Aa CNpaT IpHeMa Ha
JIEKApCTBOTO H 1a OTHAAT IIPH CBOA JeKap He3abaBHO. AKO Te3H MPH3HALH He Ce W3NEKYBAT, MOKE Ja ce
oKaxat (aTanyu.

BbaMmoxnn Hexenanu PEaKLHH, CEbpP3aHH C TCIIMHCAPTAH Crana:

YecTH HexenaHd peakliyi (MOrat aa 3acerHar ot | g0 10 uuauenaa)

Hucko KpBpBHO HanAraHe (XHNOTOHMS) NPH NAUMEHTH, NSKYBAHH 32 HAMANIABaHE Ha ChPASYHO-CBIOBHTE
HHUMIEHTH,

Heuecru Hesmenany peakiny (Moxe aa sacernar ot | ao 100 nuaueraa)

Hudexuny Ha NTMKOYHHETE NHTHLIA, HHOEKUMH HA COPHHTE AMXATEAHH NBTKLIA (HANPHMED BB3NANEHO
I'bpi10, Bb3NANEHH CHHYCH, TIPOCTY/Ia), HaMalleH Opoii Ha YepBeHHTE KPbBEHH K1ETKH {aHeMHd ),
NOBHINEHH HYBA Ha KAJIHMil B KPBBTA, 3aTPY/IHEHO 3aCIIHBAHE, YYBCTBO 3a Thla (JeNpecHA), IpHNaIbK
(cHHKOI), YYBCTBO 3a BHEHE HA CBAT (BepTuro), 0aBen cbprever nyic {Opaagnkapaus), HHCKO KPBBHO
HanfAraHe {XUMOTOHUA) IPH NALHEHTH, JIEKYBAHH 33 BHCOKO KPBEBHO HaNsAraHe, 3aMaliBaHe Npu M3NpaBAHe
(opTOCTAaTHYHA XHNIOTOHUA), 3aYX, KAUIAHLA, KOpeMHa DONKa, TMapus, cTOMalleH JHCKoMGOpT, rasose,
NOBpPbIlaHe, ChpOek, NOBULICHO NOTOOTAS/ISHE, 1eKapeTBeH 00pUB, Oonka B repba, MYCKYIIHH ClIazMH,
MyckynHa Hoika (muanrua), GebpeyHo yBpexaarie, BRIKOYHTENHO ocTpa Ob0peiHa HEI0CTaThYHOCT,
Gouika B rpbAHEA KOLI, YYBCTBO 3a ¢1a00CT, MOBHIIEHO HUBO Ha KPEATHHHH B KPBBTA.

Penkn Hexenanu peakipiu (Moske na sacerdar oT | ao 1000 yuaneuan):

Cencuc* (4ecTO HapH4aH ,,0TPaBAHe Ha KPHBTa) € cepuo3Ha HHPEKLHA ¢ OTIOBOP HA LENHA OPraHH3LM
KBM BBIMATEHHETO, KOETO MOXKE jla T0BE/IE [0 CMbpT), YBeJHuYeH Dpoii Ha onpejeneHn dend KpbEHH
KJIETKH (eo3uHO(HINA ), HaMaleH Opol Ha TpoMOOLUTH (TPOMOOLHTONEHNN), TEXHKA ANSPTUUHA peaKLns
(aHadunaKTH4HA peaKkuus), aNepruuHy peakuuy (Hanpumep oOpHB, chpbex, 3a1pyAHeHo IHILaHE,
XpHOTEHE, NOIyBAaHe HA JIMLETO W HHCKO KPbBHO HAJNATAHeE ), NOHHKEeHH HHBA HA KPbBHA 3axap (1IpH
nauueHTH, G0IHH OT AHAteT), TPEBOKHOCT, ChHIMBOCT, 3PHTENHH CMYIISHHS, YCKOPEH ChbpaeyeH nyJic
(Taxykapana), cyxXoTa B YCTaTa, pa3cTpoeH cToMax, HapyUIeHHS Ha YepHonpobHaTa GpyHKuMA (mo-
BEPOATHO € TE3H HEXETaHH PCaKUMH A4 C¢ NOYBAT [IPH NAUHEHTH OT AMOHCKH Npou3xon), Obp3o
HOIYBAHE HA KOXKATa W HraBuLHTe, KOETO ChILO TAKA MOXKE Aa A0BEIe 10 CMBPT (AHMHOEAEM ChILO U ¢
dartaneH H3xoa), ck3eMa (HapylUeHHe HA KOXAaTa), 3a4epBABaHe HA KOXKaTa, KOMPHBHA TPecKa
(YpTHKapHA)}, TEXDbK JNeKapcTBeH 00pHB, 3a4epBsIBaHe Ha KokaTa, Dosika B cTapuTe (aprpanrus), 6onka B
KpaiHHK, 60/IKa B CYXOXUIHE, TpHNonoaobHo 3adongeane, MOHIWKEH XeMOrnoOuH (KpbBEH IPOTCHH),
IIOBHLIEHO HHBO Ha MHKOYHA KMCENTHHA, YepHOAPOOHH eH3NMH WM KpeaTHH docdokuHaza B KPbBTA .

MHoro penky nexenaunn peakunu (Moxe Aa sacerdat ot 1 na 10 000 wnausuaa) |
MporpecuBuyu cpactanua Ha Genoapobuara ThkaH (MHTEpCTHUHATHE DenoapobHg
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*CHLONTHETO MOKE A BE3HUKHE ChBCEM CJIyHaiHO WK OH MOTTIO [12 € CBBP3aHO ¢ HEW3BECTEH
MEXAHH3DbM,

*%CITyuan Ha MpOTPecUBHO cpactTBaHe Ha OenoapodHaTa TEKAH €A JOKIaABAHH 10 BPEME HA NPHEM HA
TenMucaprtad. He e nasecTHo obaue, nany TenMucapTaH e MpHYHHATA.

CrobapaHe Ha HeKeJaHH PeaKIHA

AKO MONyYHTE HAKAKBH HEXENaHH IEKAPCTBEHH peakluH, yBegomeTe Banins nexap ninu gapmaienr.
ToBa BKIHOYBA BCHYKH BhIMOKHH HEONHCAHH B Ta3H JIMCTOBKA HeXelaHH peakuyu. MoxkeTe cblno Ja
ChOBLUMTE HEXSNAHH PEAKLUMH IHPEKTHO Ypes:

M3HLHHHTCHH3 ArcHUMA 110 ﬂcKapCTBaTa

yiI. Jaman I'pyes” Ne§

1303 Codus

Ten.: +3592 8903417

yeOcaiiT: www.bda.bg

Kato C'bOﬁlLlaBaTE HEKENAaHU peaKiHH, MOXKeTe Na JaaeTe CBOA IIPHHOC 3a nojiyyaBaHe HA NMOBe4e
PIHCbOpMaLlHFI OTHOCHO £e30IacHOCTTa Ha TOBa NEKapCTBO.

5. Kax pa cnxpanssate Teamucapran CTAJA

Ja ce chxpausBa HA MACTO, HEAOCTBITHO 32 Aela.

He u3non3saiite TOBa JIEKAPCTBO ClEA CPOKA HA rOAHOCT, 0TOCNA32H BbPXY KAPTOHEHATA OIIAKOBKA CJIe]
"T'ogen n0:" CpokbT Ha TOIHOCT OTFOBApA Ha NOCIEIHHA ACH OT MOCOUEHNA Mecell.

To3u nexapcTBeH NPOAYKT HE H3HUCKBA CHELMANHH YCIOBHS 33 ChXPaHCHHE,

JlexapcThata He TpalBa 14 c& HIXBLDIAT B KAHAIH3ALNATA WU B KOHTEHHEPA 34 JOMALIHH OTNAAbLY.
INonuraiTe Bawns gpapMarieBT kak 1a YHULIOKHTe HeHyxcHHTe Bu nexapctea. Tesn mepkH e
CIIOMOTHAT 3a ONa3jBaHe Ha OKOMHATa cpena.

6. CbabpxaHHe Ha ONAKOBKATA H 100L/JAHHTEIHA HHpOPMAaUHs

Kakpo ceanpxa Teamucapran CTAJIA

- AKTHBHOTO BeIIECTBO € TeJIMHcapTaH. Beska Tabnetka cuabpika 20 mg /40 mg/ 80 mg TenmucapTan.
- Jpyrute ceeTabku ca noBuAoH (K-25), MernyMuH, HaTpHeB XHAPOKCHL, JJAKTO3a MOHOXHIPAT,
MarHe3HeR cTeapat, KpocToRKHAOH, KeNezeH okcha KeaT (E172).

OHIMHPALIOTO MOKPHTHE CE CHCTOH OT: XHIPOMeN03a, THTaHoB auokcua (E171), maxporen 400, tank,
KENe3IeH OKCHJL, *BAT (E172).

Kak marnexaa Teamuacapran CTA/IA n KaKBe ebIbp:ka ONaKOBKATA
Tenmucaptan CTAJIA 80 mg ca #wbatH duaMupanu Tabnetku ¢ popMa Ha Kancylia, BbPXY KOHTO €
rpaBvpaH Hagnuc ,,80” or eaHara ctpana u ., 17" oT Apyrara cTpaHa.

Tenmucapran CTAJIA 80 mg e manuuen B 6aucrephu onakosku ot 7, 10, 14, 15, 28, 30,50 56, 60, 84,
90, 98, 112, 126, 140, 154, 168, 182 unn 196 tabnerkn.

He BCHYKH BHOOBE OIIAKOBKH MOTAT Ja 6’[:.}13'[' TIYCHBTH B npo,ua;xﬁa..
TIpuTeKATEN HA paspelieHHETO 3a ynoTpeha

Stada Arzneimittel AG

Stadastrasse 2-18, 61118 Bad Vilbel

IN'epmanns

ITpouzBoanTEeIH




Stada Arzneimittel AG
Stadastrasse 2-18, 61118 Bad Vilbel
Fepmanns

Tillomed Laboratories Ltd.
3 Howard Road, Eaton Socon, St Neots, Cambridgeshire, PE 19 8ET
OGemunero Kpancteo

Glenmark Pharmaceuticals s.r.o.,
Production site: Fibichova 143,566 17 Vysoké Myto
Yewka Penybnuka

STADA Arzneimittel GmbH,
Muthgasse 36/2

1190 Vienna

ABCTpHA

Clonmel Healthcare Lid,
Waterford Road,
Clonmel Co. Tipperary
Wpnanans

To3n JexapcTBeH NpoayKT e paspeineH B EC noa cieAHATE AMEHA

O 0eanHeHO KPAJICTBO Telmisartan STADA 20mg/ 40mg/ 80 mg film-coated tablets
ABCcTpHA [Telmisartan STADA

20/40/80 mg Filmtabletten
[Benrusn [Telmisartan EG

20/40/80 mg filmomhulde tabletten
LU TrokceMOypr Telmisartan EG

20 mg/40mg/80 mg comprimés pelliculés
[bBarapus Tenmucapran CTAIA

20 mg /40 mg /80 mg ¢gunMupaHu TabneTku
[Cepmanun Telmisartan STADA

20/40/80 mg Filmtabletten
annn Telmisartan STADA
Henauns Telmisartan STADA 20 mg Comprimido recubierto con pelicula EFG
DuHIaHAHA Telmisartan STADA 20/40/80 mg Tabletti, kalvopiillysteinen
DpaHuas Telmisartan EG 20/40/80 mg comprimé pellicule
[Apnapans Telmisartan Clonmel

20/40/80 mg film-coated tablets
Hranus [Telmisartan EG 20/40/80 mg compresse rivestite con {ilm
Xonauaus [Telmisartan CF 20/40/80 mg {ilmombhulde tabletien
MopTyranins Telmisartan Ciclum
IlIBeuns [Telmisartan STADA 20/40/80 mg l'ilmdragerad tabletter

Ila'ra HA MOCJICIHO IPEPA3rICKIaHe HA JHCTOBKATA
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