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Teamucapras Xagpoxnoporaazan CTANA 80 mg/12,5 mg TaGnerkn
Telmisartan /Hydrochlorothiazide STADA 80 myg/12,5 mg tablets

(TenMHCapTAH/XHAPOXTOPOTHA3HA; telmisartan/hydrochlorothiazide)

IIpowereTe BEEMATENNO UANATA JMCTOBKA, HPeAH X4 3ANOYHETE A8 IPHEMATE TOBA JAEeK2PCTRO, ThH KaTo
TH CbALPKA BaxkAa 3a Bac andopmanusn.
~ 3amasere TasH AHCTOBKA. MoiKe 12 ce HAIOXH 12 5§ NPOYETETE OTHOBO,
— AKo HMaTe HAKaKBH JOMBIHHTENEH BBIPOCH, nonnTaiite Bamus nekap win hapMarerT.
— Tosa nekapcTso € npeanucano nAuko Ha Bac. He ro npeorcrsnsatite Ha npyru xopa. To Moxke na uM
HABPEAH, HE3ABHCHMO Y€ MIPHIHALINTE Ha TAXHOTO 3a00nsiBaHe ca chIATE KaTO Bammure.
— Ao monyvHTe HAKAKRY HeXeNaHM NeKapcTBEHU peakuuu, ypemomere Bamms nexap win dapMaliesT.
ToBa BKIIOYRA K BCHYKH BBL3IMOXHH HEXENAHH PeaKIii, HEOIIMCAHN B TA3H JIMCTOBKA. BHkTe TouKa 4.

KakBo cbabpxa TASH NHCTORKA

. Kaxso mpencrasnisa Tenmucaprad / Xaapoxaoporaasan CTAJIA H 33 Kakso ce R3non38a
. KakBo 1pabra na 3naere, apenn na npuemere Teamucapran /Xugpoxioporaasus CTAIIA
Kax sa npuemare Teamacapran / Xnapoxaoporaazag CTATA

BL3MOMXKHH HEeXETaHH PeAKIlnH

Kax aa cxxpanasare Teamucapran /Xuapoxaoporsazan CTAITA

. Cuabpxanue Ha OTIAKOBKATa M JOTBIHATENHA HEPOpMaLUs

DL s W~

1. Kaxso npexcrapasea Teamucapran / Xagpoxnoporaasag CTAA B 32 KaKBo ce BIT0I3BA
Tenmucapran / Xuzpoxnoporrasun CTAJIA e kOMOHHAIEA OT [Be AKTHBHK BEUIECTBA B €lHa TableTka —
TEJIMHCAPTaH ¥ XHAPOXIOPOTHA3MA. M BeTe BemecTa IOMArar Aa ce KOHTPONHpa BACOKOTO KPhBHO HaNsTaHe.
- Temmucapran npHHaAIENKH KbM IPyNa NEKAPCTBEHH IPOAYKTH, HAPEUSHH PEeLelITOPHH aHTArOHHCTY Ha
anrnorTeHsyH Il. Aurnorensun I e pemectso, 0Gpazysato Bse Bammua OprauusnM, KOSTO MpefA3BHKEA
CBHBAHC HAa KPbLBOHOCHHTE CBHAOBE, KATO MO TO3W HAYHH TOBHINABA KPbLBHOTO BH HanArame.
Tenmucaprau Gnoxupa edexra Ha aurnorensuH Il Taka, ue KPBBOHOCHHTE CBIOBE C& OTIYCKAT H
KPBEHOTO HalAraHe ¢& MOHKABa.
- XuAPOXNOPOTHA3UA NPHHALNENH KbM [DPYNa NCKAPCTBA, HAPEYEHH THASHAHH AHYPETHNM, KOHTO
IPEU3BHKBAT YBE/AHYABAHE HA OTASASHOTO KONHYECTEC YPHHA, BOASIIO N0 NOHHXKABAHE HA KPLBHOTO
Bu sangrane.
AKO He Ce JIeKyBa, BHCOKOTO KPBBHO HANATAHE MOXE 2 YBpelH KpbBOHOCHHTE ChIOBE B peauua
OpPraHH, KOEeTo [IOHAKOra MOXe 13 JOBEIE A0 CHPACUHH NPACTEIN, ChpAedHa Wi 6b6peuna
HENOCTAThYHOCT, MO3BYEH HHCYNT H clenoTta. CUMITOMY, B Pe3yNTAT Ha BHCOKO KPBBHO HANATAHE,
0OHKHOBEHO He ¢e HabMONABAT NPEAH 12 BH3HUKHAT YBPEXIAHAA B oprauuTe. [lopaay TOBa € BAKHO
PEAOBHO A4 Ce M3MEPBA KPBBHOTO HAlATaHe, 3a 1a Ce MPOBEPH JATH TO ¢ B HOPMATHH IPaHHLH.

Teamucaptan / Xuapoxsopornasna CTAJIA 80 mg/12,5 mg:

Teamucapran / Xugpoxnopornasun CTAJIA ce H3non3ea 3a fiedeHNe Ha BUCOKO KPBBHO HANATAHE (€ceHUMansa
XHNEPTOHHA) TIPH BB3PACTHY, YHETO KPEBHO HANATAHEe HE Ce KOHTPONUPA NOCTATHYHO, KOTATO TE/IMUCAPTAH Ce
H3M038a CAMOCTOATENHO.

2. Kakso Tpu6sa 1a suaeTe, npean 1a npuemere Tenmucapran / Xnapoxiiop




HE ITPHEMAMUTE Teamacapran / Xuapoxaoporuasua CTANA

4KO CTE aleprudHH KbM TEIMHCAPTAH HIH KbM HAKOA OT OCTAHANMTE CHCTABKM Ha TOBA JIEKAPCTBO
(130poeHH B Touxa 6);

KO CTE AEPryHHH KEM XHAPOXAOPOTHA3H]L HITH KEM HAKOE APYr0o IPOM3BOAHO Ha CyNI(OHAMIAHTE;

ako cTe OpeMenna ciep TpeTHs mecen (mo-go0pe Aa u3bsarsare ymotpeGata Ha Temmucapran /
Xunpoxnoporasug CTAJIA R B pasna GpeMeHHOCT - BUXTe paszen BpeMeHHOCT),

2K0 HMaTe TEXKH YepHOApoOHH npobneMH KaTe Xomecta’a wiM *ourbusa obcrpyxuus (npoGnem ¢
ApeHkKa Ha KITBUKATa OT MILUHHA MeXyD) KT KaKBOTO W Ja e APYTo Texko YepHoapobHO 3abonaBane;
aKk0 HMaTe Texko OubpeuHo 3abonssane;

ako BawmaT nexap ycTaHoBH, ue MMATE HMCKH HHBA Ha KANMil MIH BUCOKH HMBA Ha KANLHi B KpbBTa,
KOHTO He CE MOBTHABAT OT JICUEHHE,;

aKo HMaTe 3axaped Anaer, Hapyuresa 6s0peyHa QyKUNA Wik pHEMaTe aTHCKHPEH;

ako HMaTe qHaber WiIu napymiena 6p6pedna GyHKUMA H ce NexysaTe ¢ NEKAPCTBO 33 TOHIKABaHe Ha
KPBBHOTO HANATAHE, ChABPKAINO ATHCKMPEH.

Wudopmupalite Bawus nexap win dapmaueBr npeas aa npHemere TenmucapTan / XuapoxnopoThasua
CTAJIA, ako HAKOE OT TOPENOCOYEHKTE ChCTOAHHS Ce OTHACA 3a Bac.

IIpenynpexnenns n NpeanasHE MepKA
losopete c Bawmus nexap wiu ¢apmauesr, npean Ja npremere TenMHcaprad / Xuppoxnopotuasug CTAJIA,
ocobeno ako cTpazate ot:

Hucko kpeeHO Hansrane (XMIIOTOHMS), KOETO € BBIMOXHO Ja Bb3HHKHE, aKO CTe JeXHApaTHPAHH
(npexoMepua 3aryfa Ha BOJAa OT OPTAaHH3MA) MK 4KO HMATE HEJOCTHT HA COMH, MOPAlH JIEYeHWe C
AnypeTHIK (0Ge380HABALIM TeKapCTRa), IMETA ¢ HHCKO ChIbPKAHME Ha COI, AMAPHA, IOBPBINARE WIH
XeMoHaInsa;

Bropeuno s3abonaBane min GEOpeyeH TpancHIaHTaT;

CreHno3a HA peHATHA apTephA (CTECHsABAHE HA KPBBOHOCHHTE CHIOBE HA eIHHASA HIH Ha ABATA Oubpexa);
YeproapobHo 3abonnpane; :

Cepneunn npobuemu;

Hnaber;

Hoparpa;

TloBHillenn HMB2 Ha aNJOCTEPOH (3abpKaHe Ha BOZA U COMH B TANOTO, NPHPYKEHO OT AUcOANAHC HA
pasnuIHH MAHEPANH B KPBRTA);

CUCTeMEH Nynyc epuTeMarolec (Hapudan ome “aymyc” unm “CJIE”), 3abonssane mpH Koeto
cobcTBeHaTa HMYHHA CHCTEMA aTaKyBa OpraHM3Ma;

aKTHBHOTO BEINECTBO XHAPOXIOPOTHA3MA MOXe Ja NpHYAHA HeoOHualima peakuus, Bozewa Ao
HaManeHo speuue u 6onxa B okoTo. ToBa MOXe 18 ca CHMITOMH Ha HATPYTIBAKE HA TEYHOCT B ChAORYS CIIOH
Ha OKOTO (XOPOKAATEH YTHB) HITH IOBHIIABAHE HA BLTPEOMHOTO HANATAHE M MOXE Ja CC CIIyUH B PAMKHUTE
Ha 4acoBe MO CEAMHIIM OT HAYaNOTO HA npueMa Ha Tenmucapran / Xuapoxnoportuasuny CTAJTA. Tosa
MOKke fa NoBeNe N0 TpaliHa 33ry(a Ha 3peHMeTo, ako He ce JIeKyBa. Mma MOBHINEH PHCK OT M10ABA Ha
TOBA CHCTOAHME, AKO B MHHAIOTO CTEe HMAJTH aHaMHE3a 3a aneprud KbM NEHHLUMIHE HJid CyndOHAMHEIN;
aKo CTe€ HMalH paK Ha KOkaTa HIM akO pa3zBMETe HEOYAKBAHA KOKHA JIE3MN 110 BpeMe Ha JIeHeHUEeTo.
JleyeHreTo ¢ XMIPOXJI0pOTHA3NA, OCcOOGEHO MPOBIKMTENHATA YIIOTpeOGa HA BUCOKM H03M, MOXeE 7a
NOBHIH PHCKA OT HAKOH BU/IOBE pax HA KOXAaTa H YCTHHTE (HeMenaHOMEH paK Ha KoXara). 3alnutere
KOXara CH OT H3JIaraHe Ha CIbHOE H  YNTPaBUONETOBHTE JThYH, AOKATO npHeMare
Temvucapran/Xuapoxnoporuazun Craza.

Axo cTe HManu npofneMy ¢ AxInaHeTo uny GenuTe ApoGoBe (BITIOHHTENHO Bb3 H TEYHOCT B
Genute apobose) e MpHEM Ha XHAPOXJAOPOTHa3HI B MHHATOTO. AKO
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3aTPYyAHEHO mumane cnen npueM ua Tenmucapraw /Xuppoxnopotwazma CTAJIA, HesaGasHO
NOTLPCETE MEAUIMHCKA TIOMOL,

I'oBopere ¢ Bamus nexap npenn na npuemere Tenmucapran / XuApoxiopoTHAInA CTAIA:

AKO mpHemare HAKOE OT CIEJIHHTE JICKApCTBa, 3MON3BAKH 32 JISYCHHE HA BHCOKO KPbBHO HAIATAHE:
¢ ACE uHX#OMTOp (Hanpumep eHaNanpu, TH3MHONPHII, PAMHIPHI), 0COGEHO AKO HMATE OuOpeunn
opobneMH, cBbp3aHu C Arabera;
®  ANTHCKMpEH;
Bamusat nexap Moxe nepronuvHO Aa nposepsasa GeGpeynata Bu GywKiuna, KPEBHOTO HAIATaHE H
KOJIM1eCTBOTO Ha €NeKTPONUTHTE (Hanp. kaunii) B KpheTa Bu.
Bunkre chmo uHdopmanyara ozarnasena “HE IPHEMAMTE Tenmucapran/Xuapoxnoporuasua CTAZIA™ ;
¢ Ao pHeMaTe JHTOKCHH.

Tpabea na ysenomure Bamus nekap, ako Muciure, ue cre Opemenna (unH Moxe 1a 3abpeMeneeTe).
Tenmucapran / Xunpoxnoporuasun CTAJIA He ce npenophypa B paHHa GpeMeHHOCT 1 He TpsOBa Ja ce Mpuema
Cnea TpeTHA Mecell oT GPEMEHHOCTTA, Thil KaTo MOXe CepHO3HO Ja YBpeaH BalmeTo Aere, aKo ce HAMON3BA B
TO3H Mepuok (BiKkTe pasaen Bpemennoct).

JleyenvieTo ¢ XuaAPOXNOPOTHAIN MOKE A AOBENE /10 ENSKTPOINTEH nucbananc va Bamnsa
OpraHu3EM. THNHYHATE CHMITOMH Ha BOAHO-CNEKTPONMTEH AHCGANANC BRTIOYBAT CYXOTa B yCTaTa,
cnabocT, JIETAPrid, CBHAHBOCT, Ge3noKoCTRO, MYCKYJIHH 60JIKH M)A KpaMITH, raeHe (morgurane),
[OBPBLIAHE, MYCKYNIHA YMOPa H Chpuebuene (noseve ot 100 ynapa B munyTa). Tpabba Ja crobianTe
Ha Bammsa nexap, ako moyyscTeaTe HAKOHR OT TE3W CHMIITOMH.

Tpabza na ysegomute Bamms nekap, axo yCTaHOBATE NOBHIIEHA SYBCTRATENMROCT HA KOKATA CH 1IpH
H3JIarate Ha CIIBHLE, ChC CUMITOMH Ha CTBHYSBO H3rapaHe (TAKHBa KATO 3auepBaBaHe, CHPOEK, OTOK,
o0pHB), KOMTO C€ NOABABAT NI0-4ECTO OT OOUKHOBEHO.

B cnyuaii na onepauus win anecTe3ns, Tpabea Aa crobuuTe Ha Bawms nexap, ue pueMare
Tenmucapran / Xuapoxnoporuasug CTAJIA.

Tenmmucapran / Xugpoxnopotuaska CTANIA Moxe aa 6ble NO-Manko edeKTHBEH NpPH MOHmbKaBaHE Ha
KPBBHOTO HALITaHE NP YepHOKMKH NALHENTH.

Aena A IoHOH

He ce mnpenoptusa ynorpeGara na Tenmmcapran / Xumpoxnopotnasua CTAZIA NpH Jena M oHomH 1o 18
TOOMHE.

HApyrn nexapersa w Tenmucapran / Xugpoxnopornasng CTAJ{A

Hndopmupatite Bamua nexap win dpapmaiest, ako mpueMare, HACKOPO CTe IPHEMANH HIH &

BB3MOKHO Aa MpuemaTe ApyTu JexapcTsa . Moxe na ce Hanoxn Baummar nexap Aa MpoMeHH f03aTa Ha Te3H
JeKapeTRa HIH A2 B3eME IpYr# npeana’Hy Mepku. B makow ciayuan moxe a e heoGxoammo na cripere
HM3MO0/I3BAHETO HA HAKOE OT NexapcTeara. Tosa ce oTHacs 0co0eHO 3a JekapeTBaTa, IOCOYEHH N0-10MY, KOTATo
Ce H3MON3BaT eHOBpeMeHHO ¢ Tenmucapras / Xuapoxnoporuasuz CTALA:

—  JIeKapcTBa, CBABPKALIM THTHH, H3MON3BAHH 32 JICTEHHe Ha HAKOH THIOBE JIENPEeCcHs;

— 7I€KapCTBA, CBhP3aHH ¢ HHCKO HHBO Ha KanHi B KPBBTa (XHIOKATHEMHS), HAPHM ' JHYDeTHIH
(0Ge3ronuABAIH NeXapCTRa), C1aOHTENHH (HANPHMED PULHHOBO Macao), Ko
npeanuson), AKTX (xopmod), amborepuuyH (mpOTHBOrEGHYHO OKCOIIOH
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(3mon3BaH 3a NeYeHHe Ha A3BH B YCTATA), NEHHIMAHH G HaTpHil (aHTHOMOTHK), CANHIAIOBA KHCENHHA
H HefiHUTE NPOH3BOAHK

— NIeKapCTBa, KOMTO MOraT Jia MOBHINAT HHUBOTO HA Kanui B KPBBTa, KaTO Ka/HMif-ChXpaHABALH
RHYDCTHLR, KauHeBR A00asKH, kanumii-ChabpXKamm conepH 3aMmecturend, ACE MHXHOHTODS,
UHKTIOCTIOPHH (1EKApCTBO 32 NOTUCKAHE HA MMYHHTETA) H APYTH NeKAPCTBEHH NMPOAYKTH, KATO XeNapHH
HAaTpHil (aHTHKOATYNIAHT);

— JIeKapcTRa, KOKTO C€ BIHAAT OT OPOMEHH B HHBATA Ha Kalui B KPbBTa, KaTO NeKapeTBa 3a CHPLETO
(HanpaMep, JMrOKCHE) MIY JIeKAPCTBA 3a KOHTPONHPAHE HA CHPICTHHT PUTEM (HanpuMep, XUHHIAHH,
AHIONHPaMHJ, aMHOAAPOR, COTATION), JIEKAPCTBA, HINION3BAHH MIPH TICHXMYHH pa3cTpolcTsa (HanpuMep,
THOPHIA3HH, XIOPIPOMA3HH, ACBOMENPOMA3KH) M APYTH JEKapCTBA, KATO HAKOH AHTHOHOTHIH
(nanpumep, cnapnokcauH, NEHTAMHIUH) KIH HAKOH NEKAPCTBA 34 JIEYEHHE HA ANCPrHuRH peaKIHH
(nanpumep, TepdeHannn);

— TleKapcTha 3a ieucHHe Ha AuabeT (MHCYTHHH MM TEpOPANHH JEKAPCTBA, KATO METQOPMHH);

—  XOJIeCTHpaMuH H KONCCTHION, JIEKaPCTBa 32 NONHXAaBaHe Ha HHBATA Ha JIMIHANUTE B KPLBTA,;

— JeKapCTRa 3a NOBHINARAHE HA KPHBHOTO HANIATAHE, KATO HOPAAPEHAHH;

— TIeKapCTBa 32 OTHYCKAHE Ha MyCKYIHTe, KaTo TYGOKypapuH;

—  Kanuueru 1o6aBKH W/HIK no6aBKH ¢ BUTaMHH D;

— 8HTHXONKHEPTHYHH JICKAPCTBA (VeKapeTsa, M3MON3BAHK 33 JIEMeHHEe Ha PAsIMYHK HAPYIIEHHS, KaTo
CTOMALIHO-YPEBHU KPaMMH, CIIa3MH HA MHKOYHHA MEXyp, acTMa, Mopcka Gonect, Mycky/HH crasmu,
Gonecrra na ITapkuncoH B 32 noANOMarane Ha aHECTE3UATA), KATO ATPONHE A 6unepunex;

— AMaHTajiuH (JIEKapCTBO, KOETO CE H3NON3Ba 3a JieueHHe Ha Gonectra Ha [TapkHHCOH, KaKTO | 34 NeveHue
WIH IPOHUNAKTHKA Ha HAKOH 3a00NABaHHS, NPUHHSBAHHN OT BHPYCH);

— APYTH JIEKApCTBA, H3NON3BAHW 32 JIEYEHHE HA BHCOKO KPBBHO HANATAHE, KOPTHKOCTEPOHMM,
obe36onsBay NekapeTBa (KATO HECTEPOMAMH NPOTHEOBEIMANATSIHH CPEACTRA [HCTIBC]}, nexapcTea
3a NeYeNHe Ha Pax, mojarpa His apTpHT;

— axo npHemare ACE wnxuGutop mn¥ ankckuped (BrTe chimo mHopManuira osarnasena “He
npuemaiire Tenmucapran/Xuapoxnopornasun CTATTA” 1 “Tlpeaynpex/eHHs ¥ MpeanasHu MepkH™);

—  JMTOKCHH;

Tenmucapran / Xugpoxnopotuasua CTAJIA Moxe a2 ypexnun eekTa Ha HOHIKABAHE HA KPLBHOTO Hansraue
Ha JPYTH JICKAPCTBA, H3NON3BAHM 3a JieIeHHE Ha BUCOKO KPHBHO HAJIATAHE WIH HA JIEKApCTBA ¢ MOTCHOAAN 33
TIOHIKaBaHe HA KPHBHOTO HanaAraHe (Hanp. 6aknoden, amudocrnn). OcreH ToBa, €hekTHT Ha NOHIKABAHE HA
KPBRHOTO HAJIATAHE MOXKE A Ce YCHIH Tpu yrnoTpebara Ha ankoxon, GapGHTypaTd, HADKOTHYRH BelLIecTBa HIH
auTHIenpecaHTH. Bue MOxke Aa yceTHTe TOBA KaTO 3amaiiBaHe npH u3npasane. [ToceeTsate ce ¢ Bamua Jiexap,
ako e neobxomuMo Ja ce KOPHTHpA f03aTa Ha JPyroTo NeKapcTBO, JOKATO NpHeMare Tenmucapran /
Xuapoxnopotnasua CTATIA.

EdextsT na Tenmucapran / Xuapoxnopornazua CTAIA moxe fa Ghle HaManeH, KOTaTo e npunara ¢ HCIIBC
(HecTepOMAHH NPOTHBOBLINANHTENHY CPEACTRA KATO ACTHPUHH WIH uoynpogen).

Tenmucapran / Xunpoxnoporuasng CTAJIA ¢ xpana i alkoxon

Moxere na npuemare Tenmucapran / Xuapoxnoporuasux CTAJIA ckc wim Ges xpaHa. Msbareafite na
KOHCYMHMpAaTe aJIKOXONl JOKATO HE ¢¢ KOHCYNTHpaTe ¢ Bauing nexap. AJIKOXONBT MOXKe a MOHMXH KPBBHOTO By
HaIAraHe W/WIH A3 MOBRINH PHCKA A OYYBCTRATE 3aMaiiBaHe HiH TPHMATABAHE.

BpemennocT H KbpMeHe
Axo cTe GpeMeHHa HIM KbDMHTE, MHCIIHTE, Y€ MOXE A3 CTe OpemenHa wan ma 3
nomuraiite Baluus nexap WIH apMaileBT 3a ChBET NpeAH 2 3ANOYHeTe /18 IPHEMATRAO gt




bpemennocm

Tpabtea na ysenomure Bamms nexap, ako MHCIIHTe, Ye cTe OpeMerHa (LaH Moxe fa 3a0pemeneere).
O6nkuoBeHo, Bawmar nexap me Bu noceBerBa ja npeycTamoBuTe npueMa Ha Tenmucapran /
Xuppoxnoporuasun CTAJIA npenn na 3abpeMeneere wiu BeAHara wom pasepere, ye cre GpemerHa i e Bu
OCHBETEA g NpHEMATe APYro JIEKapeTBo, BMecTo Tenmucapran / Xuapoxnopornazng CTAJTA. Tenmucapran /
Xugpoxnopotnasun CTAJIA He ce mpernophysa no speMe Ha GpeMeHHOCT M He TpsabBa Ja ce MpHeMa, ako CTe
OpeMeHHa Crief| TPETHA Mecell, ThH KaTo MOXe CepHO3HO A3 yBpeau Baluero fete, ako ce U3nonssa cIE TPETHS
Mecel ot OpeMeHHOCTTA.

Kvpuene

HWndopmupaiite Bawma nexap, ako KepMHTE MIM HMaTe HaMEpeHWe fa KbpMuTe. Tenmucaprad /
Xuppoxnoporuasua CTAJIA me ce npenopbypa Ha Mafiku, KOMTO KbLPMAT M BalimsT Jekap moxe Aa Bu
Ha3HaYH JPYro JeqeHne, ak0 HCKATe 12 KbpMHATE,

MogEpane 8 paGora ¢ MAIIEER
Hsikon xopa ce 1yBCTRaT 3aMasHu HIH K3MOPEHH KOrato npuemar Temmucapran / Xunpoxnopotuasiy CTAA
AKO ce noYyBCTBaTe 3aMASHH HITH U3MOpPEHH, He modupalite H ue paboTere ¢ MalITHHA.

Teamucapran/Xuaapoxnoporuazas CTajga cbALpkKa HaTpmit.
To3u nexapcTBeH MPOIYKT ChABPKA MO-Maiko OT 1 mmol Hatpuii (23 mg) Ha TabneTka, T.e Ha NpakTHKA €
HeChAbPKAI HaTpuii.

3. Kax na npuemare Teamucapran / Xnapoxaopornasng CTAJIA
BuHarn npremalite ToBa JEKapeTBO TOYHO Kakto Bu e kasan Bawusr nexap unu dapmanesT. AKO He cre
CHIYpPHH B Kelllo, nonuTafite Bamns nexap wnn gapmauesr.

Ipenopwusanara noza Teamucapran / Xuapoxnoportuasan CTAJIA e enna TabneTka qHEBHO.

Omnwuraiite ce aa ipremare TadNeTKa NO €HO H CHINO BpeMe BeekH AeH. Moxke na npueMare

Tenmucapran / Xuapoxnopornasua CTAJIA ¢ nmm Ge3 xpasa. Tabnetkute Tpafpa Aa ce MOTTRIIAT ¢ MAIKO
BOJA WIIH Apyra Oesankoxomia HanmuTka. Baxkno e na npmemare Tenmucaprau / Xugpoxnoporuasun CTAJIA
BCEKH JeH, ZoxaTo Bamua nexap He BH nocssersa Jpyro.

Axo Baiina uepen apo6 e dyHximonApa npaBuiHo, obk4aiiHaTa 103a Re TPAGRA 1A HANBAIIABA
40 mg/12,5 mg BeqHbXK AHEBHO.

AKo ¢Te IpHEH noBeve OT HeoGxonumata qoza Teamucapran / Xuppoxnopornazng CTATA

Ako crydafiHO NpHEMeTe TBLPAE MHOrO TalJIETKH, MOXe I3 H3MHTATE HAKOM CHMITOMH, K4TO TIOHMIKEHO
KPbBHO HAIAraHE M YCKOPEH ChpledeH puThbM. ChoOmaBaT ce b0 M 0aBEH CHPAEHEH PHTLM, 3AMAsHOCT,
noBphllaHe, HaManeHa 666peuna Qyaxuud, BRTIOUHTENHO 650peuna HeaoCcTaTpuUHOCT., XUAPOXTIOPTHASHS, KAaTO
KOMIIOHEHT MOXE 12 JoBelle 1O 3HAYHMO NOHIDKABAHE KAKTO HA KPHBHOTO HAIsraHe, Taka H [0 MOHHKABaHe
HHEBATA HA Kauii B KPbBTA, KOUTO MOTAT Ja 6bRaT NPUYHHA 33 TAAEHE, CHHIMBOCT H MYCKYJIHH CTa3MH K/HIH
HEPABHOMEPEH ChPAEHEH PUTHM, CEBP3aH CBC CHIIBTCTBALNATA YHOTpeba HA exapeTBA KATO JAWTATANHC, WIH
OMNpeneNeHy aHTHAPHTMEUHK Nekapera. Cebpikere ce HezabaBHO ¢ Bawma nexap, dapMaUeBT unM ¢ Haii-
ONM3KHg UEHTED 33 CNEIIHA TOMOII,

Axo cTe mponycnany fa npuemerte Teamucaprar / Xuapoxaopornazay CTAJTA
Axo 3a6papHTe Na pHeMeTe eaHa 103a, He ce Ge3nokolite. B3emere A03aTa BegHAT
cliex ToB2 MPOABIDKETE NpHeMa o o0HYaiHug HaulH. Ako He npuemere Bawara




AeH, B3eMeTe o0Hyalinara 103a Ha creaBamns aes. He B3emaiite gBoifHa 1034, 3a i KOMIEHCHpaTe
NpoOOycHaTaTa A034.

AKO HMaTe HAKAKBH JONBIHKTEIHN BBIPOCH, CRBP3aHK ¢ ynoTpeGata Ha TOB JIEKAPCTBO, MO
nonutatite Bauna nexap nin PapMaiepT.

4, BL3MOXKHEH HeXKeNaHH peaKnan

Kaxro Bciukn sexapcTsa, TOBa NEKapCTBO MOXKe Ja MPeAA3BAKA HEXETAHH PEaKiHH, BBIPEKH Y€ He BCEKH TN
NIOJTYYAaBa.

Heakon HeKeNAHHE PeAKIEA MOKe 1A Ca CePHO3HE A B3HCKBAT BHHMARHETO HA Jnexap.
He3sabaBro ysenomere Bamud nexap, ako npyn Bac ce NOSBH HAKOH OT CHEIHHTE CHMITOMH:

Cencuc* (vecto napuuau “oTpaBsiHe Ha KPBRTA™) € Texkka HHGEKUHS ¢ Bh3NalHTeNeH npolec B

LANOTO TANO, P30 MOAYBaHE Ha KOXKAaTA W JMraBHIaTa (aHruoexeM); obpasypane Ha MexypH H Oenene Ha
TOBBPXHOCTHMA CIIOH HA KOXKATA (TOKCHYHA CTIMICPMANHA HEKPOIIH3A); TE3H HEXXENAHK PeaklHH ca

peaxu (Morar ha 3acernat 0 | Ha 1 000 aymu) MM ¢ HeH3BECTHA 4YecTOTA (TOKCHYHA enHiepManHa
HEKPOJIM3a), HO MHOI'O CEPHO3HH, HO MHOTO CEPHO3HH. [Taumenture Tpabsa na

NIPEYCTaHOBAT IPHEMa Ha JIEKAPCTBOTO H He3aDaBHO a ce KOHCYJITHPAT ¢ exap. AKO He ce JIeKyBar,

Te3H peaKuuy Moxe aa Gbaar aranny. [loBHLIeHa 4eCTOTa HA CENCHC Ce Habmoraka caMo IpH

TEJIMUCAPTAH, HO BCE Nak He Moxe 1a 6bie uskmodena npy TenMucapran / Xuapoxiopotuasnn CTAJIA.

Br3moxan Hexxedann peaknnu 53 Teamucapran / Xuapoxnoporaazan CTATA:

YecTn HeKeIAHE PeaKNHA (MOraT Aa 3acermat A0 1 na 10 aymn):
3amaiisane

HewvecTn HexenaHn peaknun (MOTAT ia 3aceruar Ao 1 Ha 100 AYIIH):

[ToHIKeHH HEBA HA Kauli B XPHBTA, TPEBOXHOCT, IPHNAAEK (CHHKOIL), yeemaHe 3a MpaByYKaHe K
M3TPLNBaHE Ha KpaliHULKTe (IaPecTe3nn), CBeTORLPTEX (BEPTHIO), YCKOPEH Iy ic (TaXuKapaus),
HapyIleHud Ha ChpAieYHHA PHTHM, HHCKO KPBBHO HaJIATaHe, BHE3aNMHO NOHHKABANE HA KPhBHOTO
HajAraHe NPH HINpPaBAHe, 3aAyX (AUCIHeR), AKAPHSE, CYXOTA B YCTaTa, rasore, Gonka B repba,
MyCKYJTHH Clla3MH, MycKynHa O0nka, epexThINA AHCYYHKUMA (HECHOCOGHOCT 32 NO/TyHaBaKe HiH
3ama3seaue Ha epexiud); 60NKa B rpLAREA KON, IOBHINEHO HHBO Ha TIMKOYHA KACEIMHA B KPBBTA,

PexH nexenann peaknun (MoraT aa 3acersat 2o 1 ua 1 000xymmn):
Br3nanenne na 6enus apob (6poHXUT), AKTHBHpAHE WM BIOINABAHE HA CHCTEMEH JIYIIYC

epHTeMaToziec (3abonsBane, MpH k0eTO cOGCTBERHATA HMYHHATA CHCTEMA aTaKyBa OPraHH3Ma, KOeTo
MpUYHHABA GOJNKa B CTABHTE, KOXKEH OBPUB M TPecKa), Bh3NANeHO IbpMo, BE3MAICHH CHHYCH, YyBCTBO

3a Thra (Aenpecus), Ge3cbHue, IPHTETHN CMYIIEHUA, 3aTPy AHEHO AULIAHE, KopeMHa Gonka, 3anek,
NoJyBane Ha KopeMa (IHCHerchs), rajexe (OBPEILAHE), Bh3NANTCHHE Ha CToMaxa (racTpuT), HapyIueHus Ha
uepHoapoOHaTa HYHKIHA (IPH NALMEHTH OT ATIOHCKH NIPOK3XOJ CHUIECTRYBA NO-FO/IAMA BEPOSTHOCT

33 Pa3BHTHE Ha TA3H HEXEJlaHA peakums), 3aueppaBaHe Ha Koxara (epHreMa),

anepraHH PEakiHy KaTo Chpbex uin 06pHB, NOBHILEHO IOTOOTAENAYE, KONPHBHA TPECKA
(ypruxapus), Gonka s crasure (apTpanrus) n 6onka B KpaliMMIMTE, MyCKyIHH Kpamil
rpunonoaolro 3a6onapane, Goika, HUCKO HHBO HA HATPHIA,
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TIOBHIIEHO HUBO Ha KPEATHHHH, YEPHOAPOOHH eH3HMH HilH KpeaTHH ($ocoKMHA3A B KPBBTA.

Hexenany peakuiyin, AOKNAIBaHH 32 BCEKH OTAENEH KOMIIOHEHT, MOXe Ja 02 NOTeHIHAIHY HeKeNaHH
peakuuu 3a Teamucapran / Xuapoxitoporuasnn CTAJIA, fope u ha He ca HAGNIOAABAHH 1O BPEME Ha
KITHRHHYHHATE POY4BAHHA 32 TO3H NPOJYKT.

Teamucapran
CrnepHuTe NOIBITHHTENHH HEXENaHH peakiny ¢ ChoOLIABAT IPH NALHEHTH, npHeMaly camo
TeIMUCApPTAH:

HevecTy Hexenay peaxuuy (Morar aa 3acersat a0 1 Ha 100 aymm):

Wndexuus Ha ropHATe JUXaTEHN IHTHINA (HANPHMEp BH3MANEHO MLPNO, Bh3NANEHH CHHYCH,
NpOCTyAa), AHGEKTHH Ha HKOYHHTe MBTHINA, HaMalleH 6poil Ha YePBeHUTE KPBBEH KIETKH (aHeMH1),
TIORMINCHH HHBA Ha kamuii, Gasen mync (Opanmkapmua), 6p0peuHo yBpexaaHe, BKIIOYHTENHO OCTpa
6p0pedua neAoOCTATEYHOCT, CNABOCT, KALIKOA.

Penxy wexenanu peakilyn (Morar Aa 3acerHat jo | na 1 000 gyum):

Hamanen 6poli na tpomGonutuTe (TpoMGOLHMTONEHHS),yBenMYeH Gpoii Ha onpeneNeHH GenH KPbBHH KIETKH
(eo3uHOGUNNA), CEPUOIHH ANEPIHYHM DeakiHH (HANMPHMEP CBPBXYYBCTBHTENHOCT, AHAQWIAKTHYHA PEAKIHA,
nekapcTBen OOPHB), NOHWKEHH HMBA HA KPHBBA 3axap (NPH nauneHTH ¢ analer), pascTpoeH cToMax, apTposa,
BL3NANICHHE HA CYXOXHINATA, NOHHIKEH XeMOTTIO0HH (KPBREH NPOTERH), ChHAHBOCT.

MBHoro pefxu Hexe¢nany peaitin {Morat Aa sacertat xo 1 Ha 10 000 xywu)
ITporpecuBHo cpacTBane Ha GenoApoOHaTa ThKaH (HHTEpCTHLHANHE GenoapobHa Gonect)**.

*CuOHTHETO MOXKE [1a € OTKPHTO CTy4alHO MM Ja € CBLP3AHO ¢ HENO3HAT R0 MOMEHTA MEXaHHILM.

**Cnyuau Ha porpecHBHO cpacTbaHe Ha GenoApobHaTa ThkaH ¢a ChoBLIABAHK N0 BPEME Ha IPHeM
Ha Tenmmucapran. Obade, He € M3BECTHO JAJIH TIPHYMHATA € TEIMHCAPTAH,

XuppoxnoprHazny
Cneauure HexeNaRH peakunA ce ChoOIABAT NPH MALMEHTH HPUEMAIIH CaMO XHAPOXIOPTHAMA

YecTH HexenaHu peakuyd (MOrart Aa 3acernart o | pa 10 aymn):

Tosanrane (rafeHe), HUCKY HABA Ha MArHEe3ui B KPLBTA,

Peku He)xenauy peakimu (MoraT aa sacerHar ao | wa 1 000 aymu);

Hamanenne ra 6pos Ha TpOMOOITMTHTE, KOETO BOAH A0 MOBAUIEH PHCK OT KhPBEHE WM KPbBOHACAHAHMA (MAIKH
JHIABO-YEPBEHK METHA MO KOXKATA M/IH JAPYTH THKAHH, BCICICTEHE HA KEPBEHE), BHCOKH HHBA HA KAILHI B
KPBRTA, riapobonne.

MHOro peaky HeXenany peakus (MOraT Jia 3acersat Ao 1 wa 10 000 nymm):

Hoputuero pH (Hapywen ankanHo-KHCETHHEH Gananc), nOpajy HHCKH HUBA HA XJIOP B KPHETA.

OcTbp pecnBpaTopeH AMcTpec (NPH3HANMTE BKMOYBAT TEXbK 3alyX, NOBHINEHA TeMIepaTypa, ciaGocT M
0bbpKaHOCT).

HexenaHu peakufn ¢ BEH3IBECTHA YeCTOTA (0T HANMYHHTE JAHHHE He MOKe a GLae HANpaBeHa NPEIEAKA
38 9€CTOTATa): BH3NANCHHE HA CIOHYEHHTE XKIle3H, HamaneH Gpol (1u J0pu Anca Ha




CBPBXYYBCTBHTEIHOCT, aHAQHIAKTHYHA peaKius), HaMaNsBaKe KM 3ary6a Ha aneTuT; Ge3noxoficTso,
3aMaifBaHe, 3aMBITICHO BIXKAAHE WIH BHXKAAHE B KBJITO, HAMAABaHE Ha 3peHHETO MM BOJKa BBB OKOTO HOpaiy
BUCOKO Halisraue (FE3MOXKHH NMPA3HALKA 33 HATPYNBaHe Ha TEYHOCT B CHIOBHA C/IOH HA OKOTO (XOPOHAANEH
H37IUB) AIH OCTPa 3aKPHTOBTBIHA TNAYKOMa); Bb3NaNeHie Ha KPhBOHOCHUTE ChAOBE (HEKPOTH3MpALI BACKYIHT),
BLINAICHNE HA NAHKPEAca, PAa3CTPOEH CTOMAX, MOKBATABAHE HA KOKATa MY OUMTE (KBATEHHUIIA), CHHAPOM,
nonoden Ha Mymyc (ChCTOSHUE, HAMOZOGARAINO 3300/1ABaHe, HAPEUEHO CHCTEMEH JIYIYC epUTEMATONIE, PH
K0eTO cofcTREHaTa MMYRHATa CHCTEMa aTaKyBa OPraHM3Ma); HAPYILEeH S Ha KOXATA KATO Bh3MAICHH
KPBBOHOCHH CBJIOBE B KOXaTa, NOBHILEHA 9y BCTBATEIHOCT KbM CITBHYEBA CBETINHA, 0OPHB, 3a4epBiBaue Ha
Kkoxara, opasyeane Ha MEXYPH [0 YCTHHTE, OYHTE HIIM B YCTATa, IOLICHE Ha KOKATA, TPECKA (BEPOATHH
MpH3HALK HA epHTeMA MyITHQOpME), clabocT, GB0peyno sbanalenne 1y yBpeaeHa 6b0peyna dyHxgua,
HAJTHYKE Ha ITIOKO03a B YpHHaTa (TOKO3YPHA ), TPECKA, HapylleH eEKTPOIHTEH fanaHc, NOBHINEHH HUBA Ha
XONIECTEPON B KPBETA, OBHXKEH KPbBEH 06eM, MOBMIIEHH HUBA Ha TAI0KO33 B KPLBTA, 3aTPYAHEHHS B
KOHTPONHPAHETO HA HUBATA HA IIIOKO32 B KPRRTA/YPHHATA IPH NALMEHTH ¢ OHATHO3A 3axXapen auaber wim
JUITHAK B KPBBTA.

Pax na kosaTa ¥ ycTHHTe (HeMeNlaHOMeH paK Ha KOXaTa),

CrobmaBage 93 HeKeIAHH PEARIHA

AKO nONy4YHTE HAKAKBH HEXENAHH NEKAPCTBEHH peakuuH, ysenomere Bamus nekap uny (apmanest. Topa
BKNIOYBA BCHYKM BB3MOXHH HEONHCAHH B Ta3H JIMCTOBKA HeXeNaHW peakuwn. Moxere cpiio fa cpoSmure
HEJKENIAaHH PeaKIMy JHPEKTHO upes:

ManbannTenHa areHnua 1o JeKapeTBaTa

yn. ,,Jdamsan I'pyes™ No8

1303 Codusa

Ten.: +3592 8903417

yebcaiiT: www.bda.bg

Karo crofimasare HexenaHu peaxium, MOXKETE a JANETe CBOA MPHHOC 3a NOydYaRaHe Ha [oBeve MRdOpMaIHs
OTHOCHO Ge30NacHOCTTa HA TOBA JIEKAPCTBO,

5.  Kaxk pa enxpansBaTe Teamacapran / Xaapoxntopornazaa CTAA
Jla ce ceXpandBa Ha MACTO, HEJOCTBIIHO 3a Aella.

He nsnon3salite T0Ba NekapcTBO Cliel CPoka Ha FOAHOCT, OTGE/N3aH BBPXY KAPTOHEHATA ONAKOBKA, CPOKBT Ha
FOJHOCT OTIOBaps Ha NOCNeaHUd JeH 0T NOCOYeHHs Mecell.

Anymunpaii/anymanuii 6niucrepu 1 HDPE 6yuiku
To3y nexapcTseH NPOJYKT He H3HCKBA CHEHUANHY YCIOBUA 33 ChXpaHeHHe.

Anymuannit /TIBIX Tristar Gnucrepu:
Ja ce cexpanasa non 30 ° C.

He u3xpepnsiite nexapcTbata B KAHAIH3ALHMATA WIH B KOHTeHHepa 3a JOMAIIHY oTnaxsii. [lonurtaiite Bamus
dapManesT kax Ia HIXBBPIATE NEKAPCTBATA, KOMTO Bede He H3momsBate. Tesu MepKW M€ CIIOMOFHAT 34
oTa3BaHe Ha OKO/MHATA CPeAa.




6. Crabpxanne Ha ONAKOBKATA H JODBAHHTEAHA HHpOPMATHS
Kakeo cnappka Teamucapran / Xuapoxaoporuasay CTAZTA

- AKTHBHHTE BEIIECTBA Ca: TEIMHCAPTAH H XHAPOXNOpoTHaIn. Bedka Tabnerka Tenvucapray /
Xuapoxioporuasua CTAZA 80 mg /12,5 mg cxabpxa 80 mg TenmucapTan (telmisartan) u 12,5 mg
xuapoxiuoporuasua (hydrochlorothiazide).

- Hpyrute CECTABKH (TIOMOILHY BEIECTRA) ca: MarHesues creapar (E 470 b), kanues xuapokcus,
ME[IYMHH, HOBHAOH, HATPHEB HHINCCTEH TIHKONAT (THR A), MEKPOKPHCTAIHA Lenyno3a, ManaTon (E 421).

Kak marnexns Teamucapran / Xuapoxnoporraiua CTAJA H KAKBO ¢BALPXKA ONAKOBKATS
Tenmucapran / Xugpoxnoporhasun CTAZIA 80 mg /12,5 mg tabnetiu ca 6enn 1o moutH Henu, ¢ pasmeps 9,0 x
17,0 mm rabnetku ¢ dopMa Ha karcysa, ¢ mapkuposka “TH 12,5” ot aeere cTpanm.

Pa3sMep Ha onakosxaTa:

Anymunuii/anymurntt 6macrepu, HDPE Gyrunku 1 Amymuunit /TIBIX Tristar Gnucrepu

Byrunxu ot 7, 10, 14, 28, 30,50, 56,84, 90,98, 100, 112, 126, 140, 154, 168, 182 r 196 TabneTicn.
Baucrepn ot 7, 10, 14, 28, 30,50, 56,84, 90,98, 100, 112, 126, 140, 154, 168, 182 u 196 Tabnerku.

He BcHYku BHIOBe ONAKOBKA MOTAT A2 OBJAT MycHATH B mpogaxba

IIpETexaTen Ha pa3pemendeTo 3a ynorpeba
Stada Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel

I'epmanus

E-mail: info@stada.de

lpoussoaurenn:
Stada Arzneimittel AG
Stadastrasse 2-18
61118 Bad Vilbel
Tepmasus

Stada Arzneimittel GmbH
Muthgasse 36

1190 Wien

ABCTPHA

Clonmel] Healthcare Ltd.,
Waterford Road
Clonmel, Co.Tipperary
Hpnangyus

Centrafarm Services B.V
Nieuwe Donk 9




4879 AC Etten Leur
Huaepnanpua

Sanico N.V.

Industriezone 4

Veedijk 59

2300 Turnhout

Benrus

To3n nexapcTneH NPOOyKT € 0q00peH B cTpaRHUTe-uneHKn Ha EC che cneanuTe HMeHa:

JHanna Telmisartan/ Hydrochlorthiazid STADA

AscCTprs Telmisartan/ Hydrochlorothiazid STADA 40/12,5mg Tabletten
Telmisartan/ Hydrochlorothiazid STADA 80/12,5mg Tabletten

Telmisartan/ Hydrochlorothiazid STADA 80/25mg Tabletten

Benrus Telmisartan Plus HCT EG 40mg/12,5mg tabletten/comprimés/Tabletten
Telmisartan Plus HCT EG 80mg/12,5mg tabletten/comprimés/Tabletien

Telmisartan Plus HCT EG 80mg/25mg tabletten/comprimés/Tabletten

Benrapus Tenmucapran /Xuapoxnoporuasun CTAJTA 80 mg/12,5 mg TaGnerku

T'epManus Telmisartan Plus Hydrochlorothiazid AL 40 mg/12,5 mg Tabletten
Telmisartan Plus Hydrochlorothiazid AL 80 mg/12,5 mg Tabietten

Telmisartan Plus Hydrochlorothiazid AL 80 mg/25 mg Tabletten

Hpnanmus Telmisartan/ Hydrochlorothiazide Clonmel 40mg/12,5ing tablet
Telmisartan/ Hydrochlorothiazide Clonmel 80mg/12,5mg tablet

Telmisartan/ Hydrochlorothiazide Clonmel 80mg/25mg tablet

Jlroxcembypr Telmisartan Plus Hydrochlorothiazide EG 40mg/12,5mg comprimés

Telmisartan Plus Hydrochlorothiazide EG 80mg/12,5mg comprimés
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Telmisartan Plus Hydrochlorothiazide EG 80mg/25mg comprimés

Hupepnanous

Telmisartan/ Hydrochloorthiazide CF 40/12,5 mg, tabletten.
Telmisartan/ Hydrochloorthiazide CF 80/12,5 mg, tabletten.

Telmisartan/ Hydrochloorthiazide CF 80/25 mg, tabletten

HAaTta Ha HocaeqHO NpepasTiaekRaue HA JACTOBKATA

12/2021
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