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JlncroBka: Undopmanns 3a nanuenTa
Tenmucapran HCT ETHC 40 mg/12,5 mg tabnetku
TeJIMHCAPTAH/XUIPOXJIOPOTHAZH]L
Telmisartan HCT EGIS 40 mg/12.5 mg tablets

telmisartan/hydrochlorothiazide

Tenmucapran HCT ET'MC 80 mg/12,5 mg Tabnetku
TeJIMHCApPTaH/XHIPOXJIOPOTHA3H
Telmisartan HCT EGIS 80 mg/12.5 mg tablets
telmisartan/hydrochlorothiazide

Tenmucapran HCT ETUC 80 mg/25 mg Tabnetku
TEIMHCAPTaH/XHAPOXJIOPOTHA3H]L
Telmisartan HCT EGIS 80 mg/25 mg tablets
telmisartan/hydrochlorothiazide

IIpouereTe BHEMATEIHO NAIATA JTHCTOBKA, NPEAH 12 3aM04HETE A2 NPHEMATE TOBA JIEKAPCTBO,

Thil KaTO TS ¢LAbPkKA BakHa 3a Bac nadopmanns.

- 3anazere Ta3u TMCTOBKA. MOJKe 1a ce HAJIOMKH JIa s [pOYeTETe OTHOBO.

- AKO MMaTe HAKAKBH JIOITHIHMTETHH BBIIPOCH, nonuTaiTe Baums nekap win dapmauesT.

- Tosa nexapcTBo € npeiNMcaHoO eAMHCTBEHO W JIMYHO Ha Bac. He ro npeotcrbnBaiite Ha apyry
xopa. To moke na UM HaBpe[H, HE3aBUCHMO Y€ NPH3HALIMTE Ha TAXHOTO 3aboNsABaHe ca ChIUTE
kaTo Bauure.

- AKO 1oJTy4HTe HAKAKBH HEXEJIAHH JIEKapCTBEHH peakLuH, yBenoMere Bawuus nekap wiu
dapmauerT. ToBa BKJIIOYBA M BCHYKH Bb3MOYKHH HEXKEJIaHH PEeaKilMH, HEONHCAHH B Ta3H
nuctoBka. Buwkre Touka 4.

Kakso CBABPIKA Ta3H JJHCTOBKA

Kakso npezacrasissa Tenmucapran HCT ET'MC u 3a kakBo ce u3nonzea
Kakso Tps6sa na 3Haere, npeau na npuemere Tenmucapran HCT ETUC
Kak na npuemare Tenmucapran HCT ETHC

BB3MOKHH HeXKeNaHH peaklLMu

Kak na cexpanssare Tenmucapran HCT ETHC

ChbpkaHHe Ha ONAKOBKATA M Apyra HH(opMarms

o8 LA B L PO

1.  Kakso npeacrasiaBa Teamucapran HCT EI'MC u 3a kakBo ce n3noassa

Tenmucapran HCT EI'MC e komOuHalus OT IBe akTHBHHM BEILECTBA B €/[Ha TabNeTKa — TeJIMHcapTaH
¥ XuzipoxsiopoTHasua. M asere BelecTea noMaraT aa ce KOHTPOIMpPa BHCOKOTO KPBBHO HAJIATaHe.

- Tenmucapran npyHaUIEkKH KbM Ipyna 1eKapcTBEHH NPOAYKTH, HApEYEHH PELENTOPHH
aHTaroOHWCTH Ha aHruotensHH II. AHruorensun 1l e BeecTro, oOpa3yBaHo BB Baius
OpPraHH3BM, KOETO NMPEeH3BUKBA CBMBaHE HA KPBBOHOCHHTE CBHIOBE, KATO M0 TO3H HA4WH
NOBHILABa KpbBHOTO Bu Hangrane. Tenmucapran 6i10kipa edekra Ha aHTHOTEH3H
KPBLBOHOCHHTE CHJIOBE CE OTMYCKAT M KPBBHOTO HANIATAHE Ce MOHMXKABA.

- XHIPOXJIOPOTHA3K]L IPUHAIEXKH KbM I'PYTIa JIEKApCTBa, HApEYeHH THA3H/IH
KOHMTO NpPeJU3BHKBAT YBEJIHYaBaHE Ha OTAEISIHOTO KOJTMYECTBO YPHHA, BOJ,
Ha KpbpBHOTO Bu Hansrawe.




Axo He ce JISKyBa, BACOKOTO KPBBHO HalATAHE MOXE Ja YBPeIH KPBBOHOCHHTE CBHIOBE B PeAuUa
OpraHH, KOETO MOHAKOTa MOXe Aa NoBeAe A0 ChPASYHH NPHCTHIM, CEPACYHA WM 6E0pedHa
ReIOCTATEYHOCT, MOZBYECH HHCYNIT B cilenota. CHMIITOMH, B pe3y/TaT Ha BUCOKO KPBBHO HajlAraHe,
06HKHOBEHO He ce HabMmoAaBaT Npeay Aa BE3HUKHAT YBPE)KIAHHA B opraquTe, ITopagH ToBa € BaKHO
PEIOBHO JIa C€ H3MEPBa KPBBHOTO HaJATaHe, 3a Ja Ce MPOBEPH JAJH TO € B HOPMANIHH MPAHMLIL.

Teamucapran HCT EI'HC ce m3noa3ea 3a jicueHHe Ha BHCOKO KPBBHO HANATaHe (€CEHILHATTHA
XKNEPTOHHA) NPH BB3PACTHH, YHETO KPHBHO HANAraHe He Ce KOHTPOJIHPa AOCTATHYHO, KOTaTO
TeNMHCAPTaH ce H3MOI3Ba CAMOCTOATEIHO.

2.  Kaxkso Tpa6Ba na 3naete, mpenn na npaemere Teamucaprans HCT ETHC

He npremaiite Teamucapran HCT ETHC

- 8KO CTe &JICPrHYHH KBM TEJIMHCAPTAH HiTH KM HAKOA OT OCTAHAIIMTE CHCTABKH HA TOBA JIEKAPCTBO
{u36poeHH B TOUKA 6).

- aKO CTe aJISPrHYHH KbM XMAPOXJIOPOTHAZH/ WM KbM JPYTH JIeKapCTBa, IPOH3BOAHH Ha
cynoHaMBINTE

- axo cre bpemenHa cie Tpetrs Mecel (no-goGpe Aa u3barsare ynorpebara Ha Tenmucapran HCT
ET'MC u B panHa GpeMeHHOCT - BIXKTE TOUKA ,,BpeMeHHOCT)

- aKO HMAaTe TeXKKH YepHOAPOOHH Npo0IeMH KaTo XONeCcTasa Wid XkrbyHa obcTpykums (npobnem ¢
OPEHWKA HA HUTHYKATA OT YePHHA Apob M MITEYHHUA MEXYp) WIH KAKBOTO H Ja € JAPYTO TEKKO
YepHOAPOOHO 3abonspaHe

- aKo cTpajarte oT Texxko 6xOpenHo 3abonspaHe

- axo BanmasT nexap YCTAHOBH, Ye HMaTe HHCKH HMBA HA KANTHIA WIH BHCOKH HMBA HA KAJILIHIA B
KPBETA, KOWTO HE ce MoAoOpsBaT ¢ neueHHe

- ako MMare AHabeT WiH yBpeneHa 6p0peuHa ¢yHKUMA M CTe IEKYBAaHH C IEKAPCTBa, 34
NOHHKABAHE HA KPBBHOTO HANATAHE, CHABPKAINY ATTHCKHPEH.

Hudopmupaiire Bamms nexap win dapMauerT mpeau na npuemere Tenmucapran HCT ETHC, ako
HAKOE OT MOPeNnocOYEeHUTe CHCTOAHMA ¢e OTHacH 3a Bac.

HpenynpexaeHns H NpeANAHA MEPKH
T'oBopere ¢ Bamna nexap, npesn na npuemere Tenmucapran HCT ETHC, ako cTpanaTe WK HAKOTa
CTe CTpajialli OT HAKOE OT CJICAHHTE CHCTOSHHA HIH 3a00/19BaHHs

- aKo cTe UMaTH npobneMu ¢ AuIaHeTo WIH Gemure ApoSore (BKMOYHTENHO BE3NANCHHE HITH
TeqHOCT B OenmuTe ApoboBe) cel MpHEM Ha XHAPOXIOPOTHAIMA B MHHAIOTO. AKO Pa3BHETE TEIKBK
3a7yX WIM 3aTpyAHeHo amuane cnen npueM Ha Tenmvucapran HCT ETHC, nezaGaBHO moThpceTe
MEIHLMHCKA TTOMOIIL.

- HHCKO KPBLBHO HaNAraHe (XMIOTOHHS), KOETO € BE3MOXHO JIa BE3HHKHE, aKO CTe NeXHAPATHPaHH
(mpexoMepHa 3ary6a Ha Boia OT OpTaHH3Ma) MK aKO MMATe HEJOCTHMI HA COJIH, TIOPAJH JIEYEHHE C
auypeTHOH (00e3BOIHARALIH JIEKApCTBA), IHETA ¢ HHCKO ChIBpIKAHHE HA COJI, IMApHA,
NIOBpPBIIAHE MM XeMOAHANH3a;

- 6wu0Opeuno 3abongrane umy 60pevHa TPaHCIUIAHTALIHA;

- CTEHO3a Ha peHaITHATa apTepuA (CTECHABAHE HA KPHEOHOCHHTE CHIOBE Ha €THHHA WJIH Ha JIBaTa
6B6pexa);

- yepHoapoOHo 3abonsBaHe;

- CBhpIeyHH npobiemu;

- puaber;

- noparpa;

-  TIOBMOIEHH HHBA Ha anfOCTEPOH (3aJbpiKaHe HAa BOAA U CONH B TAIOTO, PHAPYKEHO OT
AnCOAIAHC HA PAVINYHH MHHEPAIH B KPBBTA);

- CHCTEMEH JIyIyc epHTeMaTosyc (HapHuaH oue ,aymyc” win ,,CIIE®), sa6onsBan
cobCTBeHATA MMYHHA CHCTEMA aTaKyBa OpraHMzMa;

- IIeKapCTBEHOTO BEIECTBO XMAPOXNOPOTHAIMA MOXeE Jia NPHYHHU HeoOM4aiiHa .
HaMalsiBaHe Ha 3peHueTo U 6onka B ouute. ToBa MOXKe Ha ca CHMITTOMM HATPYTRRaE] BE
CBAOBHA CNOH HA OKOTO (XOPOHIANCH M3TUB) WIH NOBHIIABAHE HA HABITAHETO K




MOJXKE J1a Ce CIIYYM YacoBe A0 CeIMHIM cien npuemanero Ha Tenmucapran HCT ETHC. Ako He
Ce JeKyBa, TOBa MOXKeE [a JIOBENE JI0 NMOCTOAHHA 3aryfa Ha 3peHHeTo. AKOC NPEay CTe HMATH
aneprus KbM TEHHLWINH WiK cyndoHamMuu, Brue Moxke Ja cre ¢ no-BHCOK PHCK OT pasguTHe Ha
TOBA.

I'osopere ¢ Bamus nexap npeny Aa mpruemere Tenmucapray HCT EFHC:

— . 8KO TIPHEeMATe HAKOE OT CJIC/IHUTE JICKAPCTBA, W3NON3BAHN 34 ISUCHHE HA BHCOKO KPBBHO
HAJIATaHe,

— ACE pHxuburop (HanpuMep eHananpil, JTU3MHOUPHIL, PAMHIIPIUT), 0cobeHo axo HMaTe
6p6peuny npobremu, cbp3anH ¢ Auabera,

—  aNHCKHBpeH.

BamasT nekap Moxe NEpUOANYHO Na Nposepasa GuOpeyunara Bu ¢yHKuua, KppBHOTO

HAJIATAHE H KOTHYECTBOTO HA eNIEKTPoNUTHTe (Hanp. Kanuii) B kpeeTa B, Brxre chio

nudopmaimaTa o3arnasena ,He npremaiire Tenmucapran HCT ETHUC™.

—  aKo NpHeMarTe JHIOKCHH.

—  8KO CTe HMAIH PaK Ha KOXATa HiIH aKko Pa3sBHETE HEOHAKBAHA KOXKHA JIE3HA 110 BPEME Ha
neueHneto. JledeHreTo ¢ XHAPOXIOPOTHASH], 0cobeHO NPOInTKUTEHATa YrioTpeba Ha
BHCOKH [I03H, MOKE Na MOBUILH PUCKA OT HAKOH BHIOBE PAK HA KOXKATA H YCTHHTE
(HeMeJIaHOMEH paKk Ha KoXKaTa). 3aiuuTeTe KOXKATA CH OT H3TaraHe Ha CIbHLUE H
YATPaBHOIETOBUTE 1B4M, AoKaro npremare Tenmucapran HCT ETHC.

Tpabsa na ypenomute Banms nekap, ako MHC/HTE, 4e cTe GpeMeHHa (HIH Moxe 113 3abpeMeneere).
Tenmucapran HCT EI'HIC He ce npenopbura B paHHa OPeMEHHOCT H He TPAOBa [a C¢ IPHEMA ClIe)
TpeTHd Mecel 0T GPeMEHHOCTTA, THil KATO MOJKe CEpHO3HO Aa yBpemy Bawero aere, ako ce H3nonssa
B TO3M nepHol (BIDKTE TOUKa ,.hpeMeHHOCT ).

JleuenueTo ¢ XHAPOXIJIOPOTHA3HA MOXKE Ja AOBee O eJeKTPOIHTeH auchanane Ha Bavs
OpraHnybM. THRHYHUTE CHMITTOMY Ha BOJHO-EJIEKTPONTHTEH qucanaHe BKITIOYBAT CYXOTA B yeTaTa,
cn1abocT, neTapras, CHEMBOCT, De3nokoHcTBO, MycKynHy GONKM MM KpamITH, rafeHe (TIOBIHTaHe),
MOBpLINAHE, MYCKyIHa YMOpa H Chpuchuere {fopede ot 100 ynapa 3 Munyta). Tpa6ea na chobugure
Ha Bamms nekap, ako NMOMYBCTBATe HAKOM OT T€3d CHMITTOMH.

Tpabea ceino Aa yeeaomure Bating nexkap, ako YCTaHOBHTE NMOBHINEHA TyBCTBHTEIHOCT HA KOKATA H
TIPH M3/1araHe Ha CITBHIE, ChC CHMITTOMH HA CIYBHYEBO M3CAPAHS (Hanp. 3a4epBRRaHe, chpbex, OToK,
o0puB), KOHTO ce NOABABAT NO-UECTO OT OOMKHOBEHO.

B cryuaii Ha onepaipas Wik aHecTe3Hs, TpA6Ba fa cvobwure Ha Banms nexap, e npueMare
Tenmucapran HCT ETHC.

Tenmucapran HCT ETTHC Moxe na 6b0€ 1i0-MATKO edeKTvBeH MPH MOHIDKABaKHe Ha KPbBHOTO
HaJlTaHe MpH YePHOKOKA NAHEHTH.

Jena 1 joHOIIN
He ce npentopbusa ynorpebara Ha Temucapran HCT ETAC npu aeila v 10HOIIM Ha BB3pACT A0 18
TOMHU.

Apyra aexapersa B Teamucapray HCT ETHC
Hudopmupaiite Bairmsa sexap wik ¢apMailerT, ako npHeMaTe, HACKOPO ¢T¢ NpHeMAad Wiv e
BBIMOKHO 1a MPHEMATe APYTH NekapceTha. Moke na ce Hanoxku BaumaT nexap Ja npoMeHH fo3aTa Ha
TE3M EKAPCTBA HIIM /1A B3eME APYT| [IPEnasHi MepkH. B HAkoM cnydan Moske fa € HeoOXomuMo fa
CripeTe H3NON3BAHETO HA HAKOE OT NiekapeTeara, ToRa ce oTHacs 0coOeHO 3a ekapcTsaTa, Moc
no-A0JTy, KOTaTo ce H3NON3eaT eqHoppemeHHo ¢ Teamucapran HCT ETHC:

- NeKapCeTBa, ChAbBPKALIM JIUTHI, M3NO0J3BAHK 34 JleueHye HA HAKOU THIIOBE AeMp,
- NEKapCTBa, CBLP3aHH C HUCKO HUBO HA KAKH B KPEBTA (XUNOKAJHEMHS ), H
ouypeTHlH (06e3B0AHABAIIM 1EKapCTRa), CNa0HTENHH (HATIpUMED PHLIMHOBO
KOpTHKOCTepouAH (Hanpumep npeannson), AKTX (xopmow), amorepruums




JEKAPCTBO), KAPOSHOKCONOH (M3MONI3BaH 32 IeYeHHE Ha A3BH B YCTATa), CHBHNME G Hartpui
(aHTHGHOTHK), CANMMIUIOBA KMCEJIMHA B HEHHHTE NPOU3BOIHY.,

- NeKApPCTBA, KOHTO MOTAT Ja MOBHIIAT HHBOTO HA Kaiuil B KPHBT2, KATO KANWK-CHXpaHIBALTM
MUYpPeTHLM, KATHEBH A0DaBKH, CHIBPKAILH Kannii samecturesid Ha rotsapcka con, ACE
MHXHOMTOPH, UMKIOCTIOPHH (JIEKapCTEO 32 NOTHCKAHE HA HMYHWTETA) H APYTH JeKAPCTBEHM
MPONYKTH, KATO XENApHH HaTpHit (aHTHKOarynaKT).

- JIEKRPCTBA, XOUTO CE BIHAAT OT NPOMEHH B HHBAaTa Ha Kammii B KPEBTA, KATO NEKapCTBa 38
CHPUETO (HANPAMEDP JUTOKCHH) HiIH NCKAPCTBa 38 KOHTPOJIHPAHE Ha CHPOCYHUA PHTEM
(HanpuaMep XHHHAHH, ZU30OMHPAMKY, AMUOAAPOH, COTANION), ASK2PCTBAE, UNON3BAHH TIPH
YMCTEEMH PascTpoicTEa (HanpHMEp THOPHA3HH, XIOPIPOMA3HH, ICBOMEIIPOMA3HH) ¥ NPYTH
JeKapCTRa, KATO HAKOH aRTHOHOTHEY (Hanphmep, cnap@roKCalMH, MEHTAMHIHH) HIH HIKOK
AEKapCTRA 34 JICUEHWE Ha ATSPIHYHM peakiiit (Hanpumep Tepihenanun).

- JIEKAPCTBA 34 JIeYeHAE Ha Auaber (MHCYIHHH WM EPOPRTHH IEKaPCTRA, KATO METQOPMEH).

- XONSCTHPaMUH H KONECTHIION, JEKapCTBa 33 NOHMAKABAHE HA HABATA HA STHIIMANTE B KPLBTA.

- NEKApCTBA 33 OBHIEABARHE Ha KPHBHOTO BATAraHe, KaTo HOPaApeHATHY.

- NEKAPCTBA 38 OTIYCKAHE Ha MYCKYJIHTE, KATO TYOOKYpapuH.

- KaaImeps No0aBKH W Ao6askE ¢ BHTAMMHE D.

- SHTHXO/THHEPrYMHE IEKAPCTRA (NeKAPCTRE, HITIONIBAHH 34 JISYSHKE HA PA3TUIHH HAPYIICHHA,
KaTo CTOMAUHO~YPEBHM KPAMITH, CIIA3MK Ha IHKOUHHEA MEXYPp, acTMa, Mopcka Gonecr,
MYCKYJTHH cliasMH, fonectra na ITapkiHCOH ¥ 33 MOATIOMAaraHe Ha AHECTEZHATA), KATO aTPONMH
1 6unepuaeH.

- aMaHTaMH (JIEKAPCTBO, KOETO C€ H3TION3BA 32 IgueHne Ha Gonectra Ha [Tapkancon, xakro v 3a
JeveHHe WK NPOGHNAKTHKA Ha HAKOH 3a001ABaHMA, IPHYMMHABAHN OT BUPYCH),

- APYTH NeKapCTRa, HANON3BAHY 33 JIEUSHHE Ha BUCOKO KPBBHO HasraHe, KOPTHKOCTEPOUIH,
o6e3bonapan AekapeTpa (KaTo HeCTEPOMIHE NPOTHBOBE3NAIHTENH cpeacTra [HCIIBC)),
NEKAPCTBA 34 ACHCHHE Ha Pak, nogarpa (Hanp. alloNMypPRHON) WIH apTpHT. ‘

- axo npueMare ACE uHxuburop Ml ansckupes (BIDKTe CHUo wHGopMaLiHaTa o3arnasesa ,,He
npuemaiite Tenmucapran HCT ETHC™ u Ilpenynpesknedus u Xpeinastiu Mepka™.

- Jurokcun.

Tenmucapran HCT EI'IC Moske na yBeanau edekra Ha NOHMIKABAHE HA KPHBHOTO HAATAHe HA JPYTH
NEKapeTRa, HATON3BAHH 33 JIEYeHHE Ha BHCOKO KPBBHO HAIIITAHE Wil HA JIEKapCTBa, KOWTO HMaT
TMOTeHUHANa A2 HaMaNaBaT KpRBHOTO HandraHe {(Hanp. Saxnoden, avadocTun). Ome, HHCKOTO
KPBBHO HAIAraHe MOXE J1a Ce YTEKHU OT aNKoxoji, GapOHTYPaTH, HAPKOTHUN ¥ AHTHAENpecanTH. Bre
Moxke 1a ro 3abenexure kato 3amaiisane npy minpassse. Tpabsa a ce koucynTupare ¢ Bawmn nexap
AKO HMAa Hy)Kfia 0T KOPEKLIHA Ha A03aTa Ha Apyroro Bauie nekapcerso, Aokato npHemarte TenMucaprad
HCT EI'AC.

Edexrst Ha Temmucapran HCT ETHC Moxe na Ose samanen, korato ce npunara ¢ HCTIBC
(HecTepOMIHH MPOTHBOBB3NATHTENHN CPEACTRA, KATO AlETIICATHINIOBA KUCETHHA Wiy nOynpoden).

Teamacapras HCT ETHC ¢ xpasa i aaxoxon

Moxere na npuemare Tenmucapran HCT ETHUC cbe unn 6e3 xpana.

H:6srpajire 42 KORCYMBpaTe ANKOXON NOKATO HE ¢ KOHCYATHpare ¢ Bamys nekap. ANKOXONET MOKE
Jia TIOHIDKH KPBHBHOTO HanAraHe W)WM N2 TIOBHIUM PUCKA OT 3aMaiiBale WiK IpUMaIaBaHe,

bpemenHocT A KbpMeHe
Axo cte OpemMeHHa HTH KbPMUTE, CMATATE, Ye MOXKe 14 cTe OpeMeHHa WiK [IaHupaTe GPEeMEnHOCT,
noceeetpaiite ce ¢ Baluug nexap wis papmaneBT ipeny ynotpebara Ha TOBa 2eKapcTBo,

Bpemensocy




Mecell, ThH KaTo MOKe CepHO3HO 3 YRpenH Bameto fere, ako ce HINOM3BA CIIE] TPETHA MECeL] OT
OpeMEHHOCTTA.

KnpMene
Haudopmnpaiite Bamns sekap, ako KbPMHTe WM HMaTe HAMEpehye 1a Kxpmure, Tenmucapran HCT

EI'HC #e ce npenoprysa 3a ynotpeba oT MalKH, KOUTO KbpMAT H Batunst nexap moxe na Bu
Ha3RaYH APYTO JeUeHHE, aKO HCKATE A KEPMHTE,

Iodupane B pabora ¢ MADIHHE
Haxon xopa ce MyBCTBAT 3aMaAHH WNH M3MOpEHs koraTo npueMar Tenmucapray HCT ETHC. Axo ce
ROMYBCTBATE 3aMafBy WIM H3IMOPEHH, He Imodipalite u He paborete ¢ MAIHHK,

Teamucaprar HCT EYHUC
Tosa aexapcTeo chaBRpKa No-Manko oT 1 mmol warpuif (23 mg) Ha Tabnerxa, T.e. M0 CHIIECTBO HE
CBIOBpIKA HATPHEH.

3.  Kax ga npremare Teamucapran HCT ETHUC

Bunaru npuemalire Tenmucapran HCT ETUC Touno xakto Bu e xazan Baums nexap. Axo He cre
CHI'YPHH B Heilto, notniraitre Bamus nekap win ¢apMauert.

{Ipenoprusanara nosa Tenmucapran HCT EMHC e eana Tabnerxa naepro. Onarraifre ce ga npreMare
TabneTKa no eAHO H CHILIO BpeMe BeekH AeH. Moxke na npuemare Tenvucapran HCT ETUC ¢ min Ge3
xpaHa. Tabnerkure TpAGBa Aa ce HOTTHAT C MAJIKO BOAA WM Apyra Gesanmkoxonua HamuTka. Baxno
e na npuemare Tenmucapran HCT ETHC ncexs nen, noxaro Bauwar nexap xe Bu tiocneeTea mpyro.

Axo Bammsar depen ipof He QyHKUMOHWpPa NpaBwiHO, 0bHyalinaTa 103a He TpsOBa fa HaaBHWAaBa 40
mg/12,5 mg BeaAHBX AHEBHO,

AKko cre npaesn noegeve oT HeobxoanmaTa Ao3a Teamucapran HCT ETHC

AKO CITy4aiHO MPHEMETE TBBPIE MEOrO TabNeTKY, MOXe 1A H3THTATE HYKON CHMITTOMHM, KaTO
NOHWKSHO KPBRHO HAIATaHe ¥ YCKOPeH chpietier purbM, Crolinasan ca ChINO ClIyuad Ha 3a0aseH
ChpJIEHEH PHTEM, 3aMagHOCT, MOBPBINAHe, NOHIDKeHa Ob0pedna yHKHR, BrnoduTento Ouipeuna
HEeAOCTATHYHOCT. XHAPOXJIOPOTHAIHA, KATO 9ACT OT KOMOHHAINS ¢ APYTH MPOAYKTH, MOXKE 1a AOBEe
J10 3HAYMMO NOHIKABAHE KAKTO Ha KPHBHOTO HANATAHE, TaKa H 10 NOHHAKABRHE HHBATA HA KA/IHii B
KPBBTa, KOSTO MOKe A3 6bJe MPHYHHA 33 rafieHe, CHIIMBOCT B MYCKYJTHH CA3ME H/HIH HERPaBWIEH
CHPAEYEH PHTEM, CBBP3aH ChC CHITBTCTRAINA YROTpeDa Ha NEKApC1Ba, KATO JUTHTAIHC, HITH
onpeieneHy aHTHAPHTMIYEY NekapcTRa. Ceppere ce HesabapHo ¢ Bamnud nexap, dapManest wiu ¢
Hai~GHIKMS NEeHTHP 32 CIEIUHA TOMOILL.

AKko cTe nponycHaJIA Aa npaemere Teamueapran HCT ETHC

Axo 3abpasute na npueMere efHa 103a, He ce besnokoiite. Baemere Ko3aTa BeJHATE [HOM CE CETHTE M
¢lled TOBa NPOXLIDKETE PHEMA N0 o0uuaiRAR HaunH. Ako He NpueMete Bamara rabnetka chitus
AeH, B3emere obuyaliHaTa o3a Ha caenBauus AcH. He B3emaiite ABO#iHa [j03a, 38 14 KOMIEHCHPATe
ponycHaTaTa Jo3a.

Axo cTe cnpemu npaema ua Teamncapran HCT ETHC
He cnupaiite npuemaneto na Tenmncapran HCT EI'HC 6e3 1a cte ro ofceamnu ¢ Bauting nexap.
IlpuemaneTo Ha JIEKAPCTBATA 33 BUCOKO K{bBHO HanaraHe oOMKHOBEHO NPOALIDKABA MPe3 HeTis

KuBOT. AKO cnpete npueMmarero Ha Tenmucapran HCT ETUC crofinocrute na Bainero k
HaiaraHe me NOCTHTHAT Te3 NPEH ICYEHHETO 38 HAKOIKO JHH.

AKO HMaTe HAKAKBH JOIIHHTE/IHM BERIPOCH, CBRP3aHH ¢ yrioTpebaTa Ha TORa nexap
Bammd nexap win GapmanesT.



4. Bu3MOXHH BeXEJAHH PEAKIAN

Kakro Bcuyky JICKapCTha, TORA JICKAPCTREO MOXKE g IPEIM3IBHKA BOXKCNIAHH PCakKlUHH, REIIPCKH Ue He
BCCKH T'H [10TyJaba.

Haxon nexxeIanH peakn#n MoXe A ¢4 CEPROIEN H 12 WIHCKBAT He3a0aBHa MEJANAACKS
noMoIm.
Hesabasro ysegoMere Bamna nexap, ako npu Bac ce DosBE HAKOH OT CREAHMTE CHMITTOMM:

Cencuc* (4ecTo HapHaH ,,0TpaRAHE Ha KPBBTA™) € TexRKa HEGEKINS ¢ PH3LANUTENCH TPOLEC B
LANOTO TAN0, 6BP30 NOAYBAHE HA KOXKATA H IMraBUIATA (AHTHOHEBPOTHIEH OTOK), oBpasynaHe Ha
mexypu u Generie Ha IORBPXHOCTHHS €JI0H HA KOXKATA (TOKCH'YHA eNMACPMATHA HEKPOIH3a); TE3R
HEeNanH Peakunn ca pexky (Moxke Aa 3acerHat o 1 Ha 1 000 Qymm) WM ¢ HEH3BECTHA HECTOTA
{TOKCHYHA eTHASPMaNTHA KeKPOJIN3a), HO MHOr0 ceprosHd, IlannenTrre TpafBa Xa IPEYCTAHOBAT
NpPHEMa Ha JSKapCTBOTO B He3abaBHO 1A ce KOHCYIITHPAT C JieKap.

AKO He ¢e JeKyBat, Te3H peakiiHe morar 1a Gbnat darantv. [TosHinena 4ecTOT2 Ha CEIICUC Ce
Habsgonasa caMo NpH TenMICapTay, HO BCe NAK He MOXe a 651e uikmoueHa impi Tenmucapras HCT
EIrHC.

Bramoxnu pexenany peaknua kom Teamacapran HCT ETHC:

Yectn HexenaHy peakuny (morat ia 3acertar no | ua 10 aymm):

CreroBsprex
HevecTy Hedkenany peakumut {(morar a 3acerHar Ao | ua 100 gymm):

TIOHIOKEHH HHBA Ha KAl B KPLBTA, TPEBONKHOCT, IPHTIAALK (CHHKOII), YCEIlaHe 3 MPaByYKAHE H
H3TPBIBaHE Ha KpaiHuire (napecTesus), CBETOBBPTEHK (BEPTHIO), YCKOPEH ITyJiC (TaXuKapavs),
HAPYUIEHUA HA ChPACYHUA PUTEM, HACKO KPBBHO HaJiSTaHe, BHEIANHO NOHIDKaBAHE Ha KPBBHOTO
HaNATaHe UpY M3Npasaue, 3afyx (IucnHexn), Auapua, CyxoTa B ycTara, rasose, fonka 8 repba,
MYCKY/THH CTIA3ME, MyCKyHa Gonka, epektHida AdchyHKuss (HecnocoGHOoCT 3a oNy4aBane win
3aNa3BaHE HR ePeKIkA), OONKA B FPLAHKA KO, MOBHIIEHO HUBO HA NMKOHA KUCENHHA B KPBHBTA.

Penxn Hexxenany peakuny (Morat Aa 3acersar 50 1 xa 1 000 gyum):
BE3nagesue Ha Genus apol (GpoHxuT), akTHBHpaHE HIH BJIOMABAHE HA CUCTEMEH JYIIyC

epuTeMaTosyC (3a6ongsade, HpH KoeTo coGCTBEHATA HMYHHATA CHCTEMA ATAaKyBa OPTAHK3Ma, KOETo
DpHUMHsIRa GONKA B CTABHTE, KOXKeH OOPUB 1 BUCOKA TEMIIEPATYPa), BH3NATIEHO MEPlo, BH3NANEHH
CHHYCH, YyBCTBO 33 TBIa (fenpecHs), He3chhue (HHCOMHMS), 3PUTEITHE CMYILEHARA, 3aTPYAHEHO
Aumane, kopemBa 60nKa, 3aneK, OAYBaHe Ha kopema {Aucnencs), raaene (MOBpLILAHE),
BE3NANEHHE Ha CTOMAXA (FACTPHT), RAPYIUCHHA HA YePHORPOOHaTA (yHKIMA (NP NALMEHTH OT
ANOHCKH NPOH3XOL CHIIECTBYBA M0-TOIAMA BEPOATHOCT 34 PASBHTHE HA TA3K HEXEJIAHA PSAKIINS),
3ayepBiABaHe HA KOXKATA (EPATEM), ANePrHIHHE PeaKUNH Karo copbex win o6pus, NOBRIIEHO NOTEHE,
KOnpHBHA Tpecka (YprHkapun), Gonka B cTasHTe (apTpanrya) ¥ GoNka B KpafHMLMTE, MyCKYIHA
Kpamnd, rpunonoacbHo 3abonseate, 60Ka, HHCKO HHBO Ha HATPuil, NOBHINEHO HUBO HA KPEaTHHHH,
YEPHOAPOOHY CHIHMH WM KpeaTuH GocdOKUHAza B KPHBTA.

Hexesann peaknym, ch0611aBaHU 32 BCEKH OT/ENCH KOMIOHEHT, MOKE /8 ¢a IOTCHUHATHH HEXKENaHH
peaxups 3a Tenmucapran HCT EFHC, aopu  na He ca HabmonaBann B KIHHHYHATE IPOYIBaHHA 34
TO3H NPOXYKT.

TeaMHCAPTAH
Caenaure A0TbIHKTEHY HEKETAAH PeaKIiHh ce CHOOIABAT NPK NALMEHTH, IPHEMAIRH CaMO
TEAMHCAPTaH;

HeuecTn Hemenani peakimuy (Morar Ja 3acertar a0 1 Ha 100 qymmn):
pHbexuns Ha ropHHTe IUXATENHH MHTHIIA (HANpHMED Bh3NANEHO MBPA0, BH3NAIEH

TPOCTYAa), PHOEKIMA Ha MUKOYHHTE NBTAINA, HamManeH Gpoil Ha YePBEHHTE KPHBH



TOBHILEHH HUBA HA Kanuii, 3a6asen nync (Gpaaguxapans), 60pevno yRpexIaRe, BKIROURTEIHO OCTPA
656petia HEAOCTATHYIHOCT, CNAaboCT, KAILTHUA.

Penxu Bexenany peaxkuyy (Morar ja 3acersar no 1 na 1 000 gywm):
namanen 6poit Ha TpomGorpmuTe (TpoMOonToneHRN), yBenuueH 6poil Ha onpeaeneny Genu KpHBHH

KNeTKH (eo3uHOhHN), CEPUO3HE ANEPrHYHH PeakuyH (HANPUMED CBPEXAYBCTBHTEIHOCT,
aHaQHIAKTHYHA PeaKiy, JeKapcTReH OOPHR), IOHMKEHN HHBA HA KPEBHA 3aXap (IPH MAUHSHTH C
nuabeT), pascTpoeH CTOMAX, KOXHH HapylueHus {BXNIOYHTENHO eK3eMa, NEKAPCTBEH 00pUB, TOKCHUECH
KOXeH 00pHB), apTpo3a, BEINATEHHE Ha CYXOXKHIUATS, TIOHWKSH XeMOTIIOOBH (KPBBEH IPOTeHN),
CHHJIHBOCT.

MBHoro pegxu HexeIaH peakipy (Morat ha sacerdar o 1 Ha 10 000 gymms);
ITporpecurno cpacteane Ha 6enoapobHaTa THKAH (MHTePCTHIMANHA Genoapobua Gonecr) **

*Crburnero Moxe aa € CIyvafHO WITH [a € CBBP3aHO ¢ HCIIO3HAT N0 MOMEHTa MOXAHHIBM.

**Cryuan Ha BPOrPeCHBHO cpacTBane Ha GesoapobHara TEKaH ca cxolllaBasy 0 BpEMe Ha NpueM
Ha TenMucapTal. He e waBecTRO o6ave aaim npudvHATA € TeNMHCAPTaH.

OXAOPOTHAS
CiiensiHTe JOMBJIHHTETHH HEXKENAaHH Peakiiy ce co01aBaT npH MaHeHTH, NPHEMAUTH CaMo
XHIAPOXIOPOTHAIMI

Yecrs mexcenany peakimy (MOTAT fa 3acerdar Ao 1 Ha 10 xymmu)
Hospsinane (ragete), HACKN HHBA HA MATHE3WH B KPLBTA.

Penxy nexenany peaxupuu (Morat Ja 3acertar 2o | Ha 1 000 nyimu)

Hamanenve Ha Gpos Ha TpoMOOLKTHTE, KOSTO BOJIM IO NOBMIDEH PHCK OT KupBene Win ofpasysade Ha
CHHUHR {MAJIKM BHONETOBO-HEPREHH IETHA 110 KOKATa HIH JPYr THKaHH BCIEACTBHE Ha KbpBEHeE),
BUCOKHM HHBA Ha KanaUmil B KPLBT2, riasoGonue.

Muoro penky Hexenanm peakignd (Morar za 3acersar Ao 1 nva 10 000 ayumm)
Hosumreno pH (Hapylied ankanHo-KuceHHeH Gaianc), NopaayM HACKH HUBA Ha XI0p B KPBBTA.

OcTyp pecniHpaTopeH AHCTpec (MPH3HALMTE BKIOYBAT TEXKBK 3aAYX, Tpecka, cnaboct u ofspranoct).

Hexenauy peakuyy ¢ HEW3RECTHE ROCTOTA (Bh3 OCHOBA Ha HATHYHATE AGHHH HE MOXE ]2 Ce HATIPABH
OLIGHKA Ha YEeCTOTATA)!

BearaneHHe Ba CTIOHUERMTE HKIE3H, PAK HA KOKATA H YCTHHTE (HEMENAHOMEH PaK Ha KOKATA),
HamaneH Gpoil (Wi ZOPH NMNCA HA) KPERHA KIIGTKH, BKIIOINTEAHO Hamanes Gpoli uepseny u Genu
KPBBHH KIETKH, COPHOZHA ATCPTHIHH PeaKiiy (HANDUMED CBPBXTYBCTBHTEIHOCT, aHabHIaKTHIHA
peakiig), HaMansBaHe WiK 3ary0a Ha aneTut; 6e3nOKONCTREO, NPHMANISEate, 3aMBITIEHO BIKIAHE HIIH
BIDKAAHE B JKBJITO, HAMANCHHE Ha 3PEHAETO WIH Goka B oUMTE NOPAIH NIOBKIICHO HAISTAHE
(BB3IMONCHH NIPH3HALIA 33 HATPYTIBAHE HA TEYHOCT B ChROBHA C/IOH HA OKOTO (XOPOMNANICH U3JIHB) HIIH
OCTPa 3aKPHTOLTB/IHA MMIAYKOMA), BB3MAJICHHE Ha KPBBOHOCHHTE ChA0BE {HEKPOTH3HPALL BACKYIHT),
BB3DATCHHE HA NaHKpeacd, CTOMRIIHO HEpa3NoIoKeHye, NOKBITIBAHE Ha KOKATa HAH OYMTe
(xwnTeHMya), CHAIpPOM NofoOeH Ha Mymyc (CRCTOfHHAe, HanonoOsBalo 3a0osBaHe, HapeUeHo
CHCTEMEH JIYIYC EPATEMATORYC, NIPH KOETO COOCTREHATAa HMYHHATA CHCTEMA ATAKYBA OPraHH3MAa);
HapyIICHUA HA KOXKaTa KaT0 BL3NadeHH KPhBOHOCHH ChAORE B KOKATA, MOBMINEHA YYBCTBHTEHOCT
KbM CITBHUEBA CBETSIMHE, OOPHB, 3a4ePBABAHE Ha KOXKaTa, 00pa3yBaHe Ha MEXyDH IO YCTHUTE, OUUTE
B4 B YCTaTa, o0c/BaHe HA KOXKATa, TPecKa {Bp3MOXKHH IPU3HALM Ha epuTeMa My:rrmbop

TOHWKEH KPBECH OGCM, MOBHILNCHHY HHBA Ha I'TIOKO33 B Kp'snra:’ypuﬁa'ra 1Ip¥ Nanyey f
38XapeH nuaber Wi THIMEAK B KpPBBTa.



CrobmaBaHe HA HeJKeJIAHH PeaAKIHH

AKO MoJTyYHTe HAKAKBH HEKEJIAHH JIEKApCTBEHH peaKiiiu, yBeaomerte Bamus nekap uim (dapMauesT
WM MeJIMLMHCKA cecTpa. ToBa BK/IIOUBA BCHUKH BB3MOYKHH HEONMCAHH B Ta3W JIMCTOBKA HEKEAHH
peakiH. MoseTe ChINo Ja chOOLMTE HEXENAHH PeaKilii JUPEKTHO Ype3 HalMOHAIHATA CHCTEMA 32
cvobasane, B M3meanuTenHa areHuus no nekapereara yo. ,,Jlamss [pyes® Ne 8, 1303 Codus, Ten.:
+35 928903417, yebceaiit: www.bda.bg. Kato chobuaBare HexenaHu peakiiuu, MOXKETE J1a 1ajeTe
CBOSI PMHOC 3a MOJTy4aBaHe Ha Nnoseye HHpopmalua oTHOCHO Ge30macHOCTTa Ha TOBA JIEKAPCTRO.

5.  Kak ga cexpanssarte Teamucapran HCT ET'HC
Jla ce cpXpaHsBa Ha MACTO, HEJOCTBITHO 3a JeLa.

He u3non3saiiTe ToBa JIeKapcTBO CJI€]l CpOKa HAa FOJHOCT, 0TOENA3aH BbPXY KAPTOHEHATA ONAaKoBKa, U
6aucrepacnen Hannmca ,,I'onen 10:“. CpoKsT Ha FOJHOCT OTrOBaps Ha MOCIEAHHS J€H OT MOCOUEHHS
Mecell.

3a brucmepu om Al/AI:
ToBa nekapcTBO He M3HCKBA CMIENMAHH YC/IOBHS 3 ChXPAHEHHE.,

3a 6aucmepu om Al/PVC/PVDC:
Ja ce cbxpanssa noa 30°C.

He u3xBbpnsiiTe JiekapcTBaTa B KaHaIM3aLMATa WK ¢ 6utoBuTe oTnaabuy. [lonwraiite Bauims
(apmarieBT Kak na ce ocBoGoMTE OT JIEKapcTBaTa, OT KOMTO noBeve He ce Hyxaaere. Te3n Mepky e
MOMOTHAT 3a OMNa3BaHEeTO Ha OKO/IHATa cpeja.

6. Chabpixkanne HA ONAKOBKATA H A0NbJIHHTEHA HHpOPMANHS

Kakso cbeabpxka Teamucapran HCT ETHC

- aKTHMBHHTE BELLECTBA ca TeJIMHCApTaH /telmisartan/ M XuapoxJiopoTHasua
/hydrochlorothiazide/. Besika Tabnerka chabpka 40 mg Tenmucaptas 1 12,5 mg XHAPOXJIOPOTHA3HL.
- aKTMBHHTE BElIECTBA ca TeJIMMCcapTaH /telmisartan/ ¥ XMAPOXIOPOTHA3HA
/hydrochlorothiazide/. Beska Tabnetka chabpaka 80 mg Tenmecapran 1 12,5 mg XuapoxiopoTuasui,
- AKTHBHHTE BEIIECTBa Ca Te/IMHcapTaH /telmisartan/ u XuapoxnopoTuasun
/hydrochlorothiazide/. Besika Tabnerka chaspxa 80 mg Tenmucapran U 25 mg XuApoXI0pOTHA3HL.

- APYTHTE ChCTaBKH ca MarHesues creapat (E470b), kanues XxuapokcH, MErTyMHH, TIOBH/IOH,
HaTPHEB HUIIECTEH TIIMKOJAT (THN A), MHKPOKpPUCTATHA Liemyno3a, Manuron (E421).

Kak m3raexna Teamucapran HCT ETMC 1 kakBo chbAbpKa ONAKOBKATA

Teamucapran HCT EI'HC 40 mg/12,5 mg Tabnetku ca Genu win noutH 6eiu, ¢ pasmep

6,55 x 13,6 mm, ¢ oBaJiHa U BOIHO-M3ITbKHANA GopMa, ¢ Haanuc ,,TH* ot exHara CTpaHa.
Teamucapran HCT ET'HC 80 mg/12,5 mg Tabnetku ca Genu win nouru 6enu, ¢ pasmep

9,0 x 17,0 mm, ¢ dopma Ha kancyna u Haanuc ,,TH 12.5% ot asere ctpaunu.

Teamucapran HCT ETHC 80 mg/25 mg tabnerku ca Genu win nouru Genw, ¢ pasmep 9,0 x 17,0 mm,
C OBaJIHA W JIBOHHO-M3NbKHaNa Popma, ¢ Haanuc ., TH* ot eanara crpana u ,,25% ot apyrara cTpaHa.

Buooee onaxosru
bnucrepun onakoBku: 14, 28, 30 <u> 56, 84 u 98 tabneTku

He Bcuuku BHOBE ONAKOBKH Morart aa Obaar NYCHATH Ha nasapa.

IlpuTexkares Ha pa3pelleHHETO 3a YNoTpeda




Egis Pharmaceuticals PLC
1106 Budapest, Keresztiri vit 30-38.
YHrapus

Iponssoauren

Actavis Ltd.
BLB 016 Bulebel Industrial Estate, Zejtun ZTN 3000
Manra

Egis Pharmaceuticals PLC
1165 Budapest, Bokényfoldi it 118-120.
VYHrapus

Toam mpoayKT e paspennen 3a ynorpefa B CTpaHATe-WICHKH HA EBponeiickoTo HKOHOMHEYECKO
OPOCTPAACTBO ChC CIERHATE HMERA:

. Brrapus Teamucapran HCT ETHC 40 mg/12,5 mg, 80 mg/12,5 mg,
80 mg/25 mg rabnerku
Telmisartan HCT EGIS 40 mg/12.5 mg, 80 mg/12.5 mg,
80 mg/25 mg tablets
Yexus Telmisartan/hydrochlorothiazid EGIS
Tonma Telmisartan HCT EGIS, 40 mg + 12,5 mg, 80 mg + 12,5 mg,
80 mg + 25 mg, tabletki
PyMuHEA Telmisartan HCT EGIS 40 mg/12,5 mg, 80 mg/12,5 mg, 80 mg/25 mg
comprimate
Cnosakus Telmisartan HCT EGIS 40 mg/12,5 mg, 80 mg/12,5 mg, 80 mg/25 mg tablet

JaTa HA HOCACAHO HPEPAICNECKAAHES HA THCTOBKATA

Hexemspu, 2021 r.




