JACTOBKA: HHOOPMAIIUS 3A TAIIMEHTA -

Sarteg HCT 80/12,5 mg film-coated tablets™ - - - - ST
Sarteg HCT 160/12,5 mg film-coated tablets" 7" . m ! “ Or
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Sarteg HCT 160/25 mg film-coated tablets — R
valsartan/hydrochlorothiazide

Caprer HCT 80/12,5 mg ¢puiamupanu TabaeTku
Caprer HCT 160/12,5 mg puamupanu tabiaerkn
Caprer HCT 160/25 mg dunamupann Tab1eTkH
BaJICapTaH/XHIPOXJIOPOTHASH

IIpoqueTe BHHMATEC/JIHO IAJIATA JJHCTOBKA NPCAH Ja 3all0MHETE Ja IIPHEMATE TOBA
JCKAPCTBO.

- 3anasere Ta3d TUCTOBKa. Moie /1a ce HalloXKHU J1a sl IPO4ETETE OTHOBO.

- AKo BMare JOII'BIHHTENHH BBIIPOCH, nonuTtaite Bawung nexkap uiu gapManesr.

- Toga nexkapcTBO € npeanucano Tu4HO Ha Bac. He ro nmpeorcrenBaiiTe Ha 1pyru xopa. To
MOXE 1a UM HaBpeJH, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CUMIITOMH Ca CBIOUTE KaTro Bammre.

- AKO HAKOS OT HEeXKeJIaHUTE JICKAPCTBEHH PEAKIIMH CTaHE CEPHO3HA, WK 3abenexnre Ipyry,

HEONMCaHU B Ta3M JINCTOBKA HEXE/IAHH PCaKIIMK, MOJIA yBeAoOMeTe Bamus nexap unn
¢apmalieBT.

B ra3n JNCcTOBKA

1.Kakso npeacrasmasa Caprer HCT 1 3a KakBo ¢e H3nonssa
2.1lpenu na mpuemere Caprer HCT

3.Kak na npuemare Caprer HCT

4. Bb3MOXHH HEXKEJIAHH PEaKIIHU

5.Kaxk na crxpansasare Caprer HCT
6. JonbnHuTE THE HHPOPMALIHA

KAKBO IIPEACTABJIABA CAPTEI HCT ! 3A KAKBO CE N3110JI3BA

Caprer HCT Biuge 3a moHM>kaBaHe Ha KPBBHOTO HAJISITAHE C JIBETE CH AKTHBHM CHCTABKH T.€.

xuapoxnopotnasun (hydrochlorothiazide) (auypetuk) u Bancapras (valsartan) (aurnorensus Il
aHTarOHWCT).

Bancapran nonmkaBa KpbBHOTO HAIATAHE Ype3 HHXMOUpaHe Ha eeKTa Ha XOPMOHA

aHTHOTEH3UH [I, xOiTO ro nopuinasa. ToBa BOAM J0 BAa3OAUNATAIIUA ¥ IO TO3H HAYWH CE
[IOCTHTA IIOHHXKABAHE HA KPBBHOTO HANAraHe.

XuIpoXNOpoTHA3KI YBEIHYaBa OTACAIHETO Ha COM oT 61OpennTe. VBENIHUEHOTO OTACSHE HA

COJM ,,M3BJIHYA™ BOJATA OT TAIOTO. B ABATOCPOYEH MIaH TOBA BOJM O IIOHKXAaBaHE ¥ KOHTPON
H& KPBBHOTO HaJIATaHe.

HalPEXKEHHE BEPXY CHPLETO M CHAOBATA CHCTEMA. TOBa HanpexeHue MOXe aa 11

MO3BYHH, CbpAETHH M OBOpedHH yBpexaanuna. [ToHMXKaBaHeTO Ha KPBBHOTO H
OrpaHH4YM TE3H YBPEXKIaHHA.
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Caprer HCT ce m3rion3Ba 3a jie4YeHHE Ha BUCOKO KPBBHO HAAraHe, KOraTo HE € MOCTArHAT

OCTaThueH KOHTPOA NpH MoxoTepanud ¢ Bancaprad. Caprer HCT rabnerkure 80/12,5 mg
MOTaT ChIO TaKa fa C€ M3MOI3BAT, KOraTo MOHOTEPAITHATA ¢ XHIAPOXJIOPOTHA3H] CE € OKa3ana
HEeOCTATHYHA IIPH JICYEHHETO HAa BUCOKOTO KPHLBHO HajATaHe.

IIPEJU JA IPUEMETE CAPTEI HCT

Bunaru cnassaiiTe JEKapCKATE HHCTPYKLHMH, I0PH H aKO C€ pasjiiyaBaT OT HHCTPYKIHHTE B
HacTosHiara oOpourypa.

He npuemaiite Caprer HCT

- axo cTe aleprudHy (CBPBXIYBCTBUTENHA) KbM BaJICapTaH HIIM XHIPOXIOPOTHA3H], COCBO
Macno, GbCTHYEHO MACTO HIIH KbM HAKOS OT ocTaHaMTe cheTaBku Ha Caprer HCT;

- aKO CT€ alepruYHM KBM CYIQOHAMUIH (aKTHBHATA CHCTABKA B PA3JIHIHH JIEKapCTBCHH
IPOIYKTH 3a IeUeHHe Ha DakTepuansy HHGEKIHN);

- TIpe3 mocneIHHuTe 6 Mecenia Ha OpeMeHHOCTTa, BHxkTe Pasaen "bpeMeHHOCT B KbpMEHE”;
- aKo HMaTe CEpHO3HO 3a00JsABaHe Ha UepHUA Apob (TeXKO yBpexIaHe Ha QpyHKIUATa Ha
yepHus qpo0, OMmapha Epo3a HIIH X0JecTasa),

- IIpM CEpHO3HO YBpeAcHa GpyHKuus Ha 6p0penuTe (KpearTHHHHOB KIMpbHC < 30 ml/min);
- axo BH e HazHayeHO JIeYeHHE C XeMOIuaIu3a,
- TP HACKHM CTOMHOCTH Ha Kajgus H HATPHA B KPBBTA;

- IIpH TBHPAE BUCOKM CTOMHOCTH Ha KalllHUg B KPBBTA,

- Ipu yBeTMYEHH HHBA Ha IIMKOYHATa KUCENHHA B KPBBTA (XUIIEPYPHKEMHUA) MK CIIHPAHE HA
IIPOH3BOACTBOTO HA YPUHA (aHYPHS).

O61pHeTe cnenHaIHo BHUManHe Mpn ynorpedaTa Ha Caprer HCT
- @Ko MMaTe HENOCTHT Ha HaTpHH WM HaMalieH 00eM Ha KpBBTa, KOUTO MOXE JIa C€
MPHAPYKABAT OT CUMIITOMH KaTO M3BBHPEAHA XaXa, CyXoTa B YCTaTa M YMOPa,;

- aKo UMaTe OBArOTpaifHa ChplieuHa HeIOCTaThIHOCT WIH APYro 3abonaBaHe, KOETO
IIOBJIHABA KOHTPOJIA HA TANOTO HAX KPBBHOTO HAIISITaHE,

- aKo Beue BH € MpaBeHa OpOpeYHa TpaHCIUIaHTalHS,

- aKo uMaTe cTecHsBaHe Ha OpOpeunuTe aprepuu;

- aKo cTe CBe 3a009Bane, XapaKTepH3KUpamo ce ¢ TBbpAE roIIMO IPOU3BOACTBO Ha
AJOCTEPOH B TUIOTO (IIBPBUYCH ALOCTEPOHH3IEM);

- aKo KMarTe eJIHO OT CJIENHHUTE ChPACYHH 3a00NIBaHuA: HEJOCTATHYHOCT Ha Chp/ACYHATa
KJIana ¢ oOCTPYKIHMS MEXIY ChpLIETO B aopTara (a0pTHa CTEHO3a), HEAOCTaThYHOCT Ha
ChPJICYHATA KJIama ¢ OOCTPYKIUHA MexXIy JISBOTO NPEeACHPIUE M NsBaTa KaMepa (MHTpanHa
CTEHO03a) HJIH YBEJIHYEH ChPJeUeH MYCKYJI, KOETO BOJM 0 YBEIHNYABAHE Ha pasMEpPHUTE Ha
cBpueTO (0OCTPYKTUBHA XUIIEPTPOPHUHA KAapAHOMHONIATHA);

- IpH HapylneHa GPyHKIHMA Ha 4epHHUA qpob;

- @Ko CTe ¢ XpoHU4HO 3abossBaHe ¢ 0OpuB, OONKN B CTABUTE, MYCKYIHO 3a00N9BaHe ¥
H3MeHeHHUe Ha OeuTe KPBBHH Tenmla (CUCTEMEH TYIIYC epHMATO3YC);

-~ @Ko cTe ¢ aQpUKaHCKH NPON3XO0J € BE3MOKHO NPOAYKTHT Jia HMa N0-ciabo u3paseH edexT
3a IOHM)KaBaHe Ha KPBBHOTO HAIATAHE,

- aKo0 uMate MeTabOoJUTHO pascTpoicTBO.
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- @Ko mpHemaTe APYTH NeKapcTsa (BHXKTe paszgena ,[IpueM Ha ApyrH jieKapcTBa’ ol ‘gf;;ﬁ

- aKO CTe alepruyHy (MMare CBPbXYyBCTBHTENHOCT) KbM JIEKaPCTBEHH PO hIATE '&?ﬁ%ﬁ‘a\% ‘**
. A A AT A

KaTeropHu KaTo BajicapTad (aRTarOHACTH Ha aHrHoTeH3uH II penentopure); s | Y ‘:_,:?zw

- aKO HMaTe alepriy M acT™Ma. AJIEpruaTa (CBPbXYYBCTBUTEIHOCTTA) KbM | AN

XHAPOXJIOPOTHA3K CE CPEINa [I0-9ECTO B TA3H IPYIIA MALUEHTH. o~ &

Hyppaa©
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Tpsabsa na uuopMupare Bamus nekap, ako cMATaTe, 4e CTe (MM OMXTE MOTJIHM Jia CTe)
6pemenna. Caprer HCT He ce npenopsysa B paHHATE Mecelid Ha OpeMEHHOCTTa M MOXE 113

HaHece CEpHO3HHM TlopaxkeHus Ha Bamero 6ebe cien 3-THa Mecell Ha OpeMEHHOCTTa, BHKTE
pa3fiena bpeMeHHOCT M KbpMEHE.

Vrnotpebara Ha Caprer HCT moxe 1a fane NoJNOXUTENIHH pe3yJITaTH NPH JOHMHI KOHTPOIL.

IlpneM Ha ApYrH JieKapcTBAa

Moina undopmupaiite Bamns nexap iy ¢dapManesT ako IpHEMATE HIIH HACKOPO CTe NpHeMal

NPYry NEKapCTBa, BKIIOYUTENHO U TAKWBA, OTIYCKaHH Oe3 penenta, OMIKOBY Npenapary 1
roJleMH J034 BUTAMHHHM U MHHEpPAIIH.

HeoOx0auMMO0 e M3KIIOYUTENHO BHEMAHHKE, aKo NIPHEMATE:

- ApYTO JEKapCTBO CPEIly BUCOKO KPBBHO HAIATAHE,

- JIUTHH (JIEKapCTBEH MPOIYKT 32 YMCTBEHH 32001 IBaHus ),

- JIEKapCTBEHH MPOAYKTH 3a YBEJIHYaBaHE HIW HaMallABaHe HAa HMBATA Ha KaJIHA B KPHBTa,
- JIeKapCcTBEHH IIPOAYKTH, BIUACLIH CE¢ OT NPOMAHA Ha HUBaTa HA KAJIHA B KPBBTA,

- IUFHTAJIHC MIHKO3UAH (IEKApCTBO 32 CHLpACHHH 3a00JaBaHNu);
-  BHTaMUH D UIH KAIIMEBU CONH;

-  AHTHAWAOETHYHH JCKApCTBEHU NIPOXYKTH;

- JeKapcTBEeHH TMPOAYKTH 3a ChpACYHOCHAOBH 3abosBanud (DeTa-0/10KepH) HIIH 3a TBBPIE
HHCKa KpBbBHA 3axap (IUa30KCHL);

. JIEeKapCTBEHH IPOXYKTH 3a noaarpa (mpobenenun, cyIGURNUPA3OH H AMOIYPHHOI),

- aHTUXONHHEPIHYHH JIEKApCTBEHH CpeACTBa (Hamp. aTponuH, OuNepuneH);

- JIEKapCTBEHH CPEACTBA, IIPHUMHABAINH CBHBAHNS HA CHIIOBETE U ChPACYHH CTHMYJIAHTH
(Hanp. HOpaApeHAIHH N ajpEHAIMH);

- aMaHTaIuH (JexapcTBo 3a OomecTra Ha [TapkMHCOH, XepIiec 30cTep H KaTo NpodHIakTHIHO
CPEeACTBO Cpely IpUI);

- XONECTHPAMHH M KOJIECTHIION CMOMNH (JIEKAPCTBEHH CPEICTBa 3a MOHM)XKaBaHe Ha
X0JIeCTepoJia B KpbBTA); |

-  OMTOTOKCHYHH areHTH (Hanp. muxnodocdaMun, METOTpEKCAT);

- OONKOYCNOKOSBAIIY H MPOTHBOBB3NATHUTEIHY arcHTH (HAIlp. MPOU3BOJAHHM Ha CATHIIANOBATA
KHCEIMHA ¥ HHIOMETALMH);

- MYCKYJHH penakcaHTH (Haip. TYOOKypapHH),

- IHKAOCOOPHH (HMYHOCYIIPECOP, H3NOI3BaH HapBMEp IPH PELMITUEHTH Ha
TpaHCIUIAaHTHPAHH OpPraHu);

- TEeTPAUHUKIUH (JIEKapCTBO 3a GaKTepHAIHN HHPEKUHHU);
- aJIKOXOJI, HAPKOTHIM B CEAATHBH;

- METHIOoNa (JEKapCTBO Cpeuly BUCOKO KPBBHO HAIATAHE).

YeenomMere Banmus ekap, ako Beue CTe NIPHEMANH HAKOH OT TE3H JieKapcTBa. AKO ce Hanara

3all04YBaHe Ha NpUEM Ha APYro JekapcTBo, Xokaro ome cre Ha Caprer HCT, nrndopmupaiite 3a
ToBa Banmisa nekap.

IIpuem Ba Caprer HCT ¢ Xpann 1 HANHTKH

Caprer HCT moxe Ja ce H3103Ba ¢ XpaHH ¥ HamHTKHU. JlekapcTBOTO TpsibBa 1a ce np 18 a1 g

Jama Boja. AJKOXOJBT MOXE Aa JOBEIE A0 cnanaHe Ha KPBBHOTO HAISMraHe Wi Jia
PHCKa OT 3aMassHOCT WJIY NPHNATBK.

o mn,
bpeMeHHOCT B KbpMeHe AR ey I
- H\:‘ % _“’.H b U*&%ﬂ?#?
Ionuraiite Bamms nexap unu dpapmaueBT 3a chBeT, MPEIH Ja B3eMeTe KAKBOTO U Ja &, * N
JIEKapCTBO. N
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Tpabra na xaxere Ha Bamusg jekap, ako cMaTaTe, 4e cre OpeMeHHa (MK IU1aHupaTe

sabpemensBane). B mopedeTo cnyyau Bamuar nexap nie Bu nochBeTBa Ja B3EMETE APYTO
nexapcetso BMecTo Caprer HCT, Thil kaTo TOM He ce npenopbysa NpH paHHa OpeMEHHOCT U €
BH3MOXHO CEPHO3HO J1a YBPEOH IIJI0Ja, aKO C€ U3MO0JI3Ba Clel 3-THA Mecell Ha OpeMeHHOCTTA.
IMoaxonsiro AeKapCTBO Cpellly BUCOKO KPBBHO Hansrane TpadBa OOMKHOBEHO Jia 3aMEHH
Caprer HCT npeaun Havanoto Ha OpeMeHHocTTa. Bammusat JoKTop cTasaapTHo e By
nocsBeTBa Ja cinpere npueMa Ha Caprer HCT mom pasbepere, ue cte 6peMerHHa. AKO

3abpeMeneeTe no BpeMe Ha Tepanus cbe Caprer HCT, Tpabra na undopMupare 4 1a NoceTHTE
Bamus nexkap HesabaBHo.

Mudopmupaiite Bammug nekap, ako KbpMHUTe WK BH npencron aa 3amouHeTe Aa KbPMHTE,

Caprer HCT He ce npenopbusa, ako KEpMHTE U BamusaT 1ekap Moxe 1a uzbepe Apyr Bua

JICHCHHUC, aKO JKCJIaCTC 1a KbPDMHUTC, 0cobeHO aKo JAETeTO € HOBOPOIACHO HIIH POACHO
IIPpCAKICBPCMCHRO.

Ilodupane n padora ¢c MAIIBHHA

Caprer HCT MOXe Ja NpHYHHN HEXXENIAHA PEAKIHH (3aMasHOCT B YMOPa) NPH HIKOH
NanueHTH, KOeTo Ja 3acerte crnocodHOCTTa UM Aa modupar 1 paboTAT ¢ MAIIMHH.

Baxxna nnopManus 0OTHOCHO HAKOH OT ¢CheTaBKHTE Ha Caprer HCT
JlekapcTBOTO CHOBPXA NakTo3a. AKO ¢Te 6unn nadopMuparn ot Bamms nekap, ue uMare

HENTOHOCHMOCT KbM HSAKOM BHIOBE 3aXapH, CBhpXeTe ce ¢ Bams nexap npeay aa 3arnoyHeTe
IpHeMa Ha JIEKAPCTBOTO. |

Caprer HCT cvaspika coeBo Macno. AKO CTe ajieprHYHH KBM GBCTHIH HIM COs, He MpHeMaiiTe
TO3M JIEKapCTBEH IMPOAYKT.

Caprer HCT 160/12,5 mg cpmo Taka ceabpxkat CoHeer xk51T0 FCF (E110), xofiTo Moxe Ia
IPUYHHY aJIEPrHYHy PEAKIIHH,

3. KAK JA ITPUEMATE CAPTET HCT

Bunaru npuemaiite Caprer HCT Touno xakTo Bu e xa3an Bamus nekap. AKo He CTe CHI'YDHH B

Hemmo, nonuTaiTe Bamus nexap win dpapmanest. JJo3MpoBKaTa € MHIHBHAYANHA B IOBEYETO

cnydau. Jlosure He TpAOBa fa ce MPOMEHSAT H JEYCHHUETO He TPsOBa J1a ce npexbesa He3
KOHCYJITAIIUS C JeKap.

Bh3pacTHM M 1MOa B cTap4ecKa BH3PacT:
IIpenoprunTenta Ao3a: 1 Tabnerka BeHLXK JHEBHO.

Tepanusata Hukora He Tpa6Ba 21a 3am04Ba ¢ Hall-BACOKATA JIEKAPCTBEHA KOHIIEHTPALAS

(Caprer HCT 160/25 mg) 1 Huxora goxaro Caprer HCT 160/12,5 mg He ca 6unm IIPUEMAHH B
NPONBDKCHHUE Ha HAKOMKO ceAMMIM. Bunarn cnexpaiite mHECTpYKUMKTE Ha Bammms nekap.

MakcumanuuTe pesynTaTd 3a MOHMKABaHE HA KPEBHOTO HAJATaHE Ce 3a6eng3Bar

2-4 cenvuin cue Caprer HCT 80/12,5 mg u Caprer HCT 160/12,5 mg, HO B
4-8 cenmunn cue Caprer HCT 160/25 mg.
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Hena 1 1oHomM nox 18-roaumAa BH3PacT:

Hena u 1oHomH (nox 18-roaumHa Be3pact) He TpaOBa na npueMat Caprer HCT, ocBeR no
JIEKapCKO IpeANnncaHne, Thil KaTo eeKTET Ha IEKapCTBOTO IIPH JieNa H IOHOIOH HE € H3BECTEH.

Yepeaena 6b0peuna nim 9epHOAPOSHA PyHKUHUA:

JInna ¢ yspeneHa 4epHoIpoOHa PyHKIHA H/IWIH CEPHO3HO yBpelicHa On0peuna dyHKIHA He
TpabBa aa usnon3sar Caprer HCT.

JIuna cue nieko 10 yMepeHo yBpeaeHa YepHoapobraa QyHkuua 6e3 xonecTa3a MOraT Ja IpHeMart
Caprer HCT 80/12,5 mg 1o 1eKkapcKo npeamucaHHe.

AKo cTe nNpHeH noseve oT Heobxoaumarta no3a Caprer HCT

OOnpHETE Ce KBM NeKap WM OONHHIIA, aKo CTe NPHETH MO-TojIsIMa 103a OT IPEnophYUTEIHATA
M YyBCTBAaTe JUCKOMQOPT.

CHMniToMHTe Ha nipefo3npane Morat fa 6saat: Hucko kpBBHO HaIAraHe, 3aMasiHOCT, TajcHe,
CBHJIMBOCT, MYCKYJIHH OOJIKH W/HIIH HEPEOOBEH ChPACUEH PUTEHM.

Axo cTe nponycHaau aa npuemere Caprer HCT
AKo 3a0paBHTe Ija B3eMETE €1Ha 1032 OT JIEKapCTBOTO, TpAOBA Ja s B3eMETe NPH IILPBa

BBE3MOXXHOCT HITH Ja IPOIIyCHETE Ta3H [03a JO BPEMETO 32 MpBeMaHe Ha cieasamara. He
B3eMaKTe JBOiHA 103a 3a J1a KOMIIEHCHpATE IPOIyCHATATa 03a. AKO CTE€ IPOIYCHAIM NOBEYE
J03U WK MHCIIHTE, Y€ MOJKE JIa CTE€ 'O HaNpaBHIIK, € Heo6XOAMMO Ja Ce KOHCYITHPATE ¢ JIEKap.

AKo cre cnipere npuema Ha Caprer HCT
Koncynrupaiite ce ¢ nekap Ipeas aa cpeTe npHeMa Ha JeKapCTBOTO.

Bb3MOXHH HEXEJIAHH PEAKITHHA

Karto Bcuukwm apyru nexapctsa, Caprer HCT Moxe a npuYMHHA HeXXelIaHH PEakIiK, BHIPEKH
4ye HE BCEKH T'Hl [10JIyJaBa.

HecToTaTa Ha CTpaHHYHHTE PEaKIHy, OIMCAHH MO-I0JTY, CE ONpeieNs CIIope] CleaHaTa
dopmynupoBxa:

MHoro gecTH: 3acaramm noseue Ot 1 mammenTH ot 10

Yecrn: 3acsaram 1 o 10 nauuenTs ot 100

Heuyectn: 3acsaramu 1 go 10 mammuestv ot 1 000

Penxu: 3acaramu 1 1o 10 nanuest ot 10 000

MHoro pelxkn: 3acsraniy no-Maiko oT 1 nanuentn ot 10 000
C HEeH3BECTHA YECTOTA: YECTOTATa HE MOXe Aa Oble onpeneneHa OT HATHYHHUTE JaHHH

JOKnanBany ca CleHHUTE HeXENaHH PEaKIun;

Mnozo pedxu nexcenanu peaxyuu, koumo mozam da 6v0am cepuosny:

CHMOTOMM 32 IOHHKEHH HHBA HA TPOMOOIMTH, HAMP. O-NECHO BL3HUKBAHE HA KBpPBEHE,
KBPBCHETO CTABA II0BEYE OT 9ECTO H JIECHO CE NOMy4yaBaT CHHUHH. CepyMHH Hapyme}
CHMIITOMH KaTO KOXHH OOpHBH, 3aTbpKaHe HA TEYHOCTH, OOJIKH B CTABHTE U o’ TyRa
TAMQHATE BH3NK. AJIEPIHU (CBPBXYYBCTBHTENHOCT) C NOIyBaAe Ha JIMUETO,

YCTHHATE, €3UKa H TBPNIOTO. Bh3laieHne Ha KPLBOHOCHHUTE CBHIOBE B KOXKATA.
CBPAEYCH PHTHM.
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Ipn nabmonaBade Ha KOMTO H Ja € 0T rOpenocoIeHUTE HexeNaHH ePeKTH TpadBa Aa ce
00LpHeTe He3a6aBHO KBM JOKTOP HIH 60IHHIA.

JIpyr# HeXelaHH peakIiMy BKIIOYBAT:
Hecmu: JlnapHs, yMOopa, BB3NAICHUE HA HOCA H TBPJIOTO.

Hevecmu: Hapyineno 3peHue, raicHe, CTOMALIHO-YPEBHO HEPas3mooxKeHue, O0JIKH B KOpeMa,
uHMeKIHs Ha TOpPHUTE AUXATENHHE THTHITA, YPUHApHA HHEKIMS, BUpYyCHa HHOEKIHS, 3alrylIeH
HOC (PHHMT), IPOMSHA B NI0KA3aTEIAUTE Ha KpbBHATA KapTHHA (ITHKOYHA KHCEJINHA, KPEaTHHHH
n/um OunHpyOuH), IOHUW)KABaHe HA HUBOTO Ha KaJlud B KPBBTA, IOBUIIABAHE HA HHBOTO Ha

HAaTpHs B KPbBTa, O0JIKa B KpalfHHIIHTE, HABAXBAHE Ha CTABUTE, BL3MAICHUS Ha CTABUTE,
3aMaiiBaHe, KallIHla, YIECTCHO YpRHHpaHe, 00JIKK B I'bpDAHUTE.

Peoxu: CBeTOBBPTEXK OT BUCOUMHH, IIYM B YINHUTE, YBEJINYEHO U3NOTABAHE, OONKH B
MYCKYJIHTE, MYCKYIHA ¢1a00CT, HICKO KPBEBHO HallAraHe.

Mnozo peoxu: AHeMus, KbpBeHe, 3aIbpKaHe HAa TEYHOCTH, KOCona, ajeprus, odpus, cepoex.

Hexenauure PCaKIIHy, JOKJAABAHHA B IPCAHINHH NEPHOAH, KOUTO CC IbJIKAT HA

BAJICAPTAH HJIM XHAPOXJIOPOTHA3H] OHXa MOYJIA Ja BH3HHUKHAT MO BpeMe Ha ynoTpeda Ha
Capter HCT:

Bancapran:

Mnoeo pedxu nesicenanu peaxyuu, xoumo mMozam 0a bvoam cepuosnu:

Hapymena 650pevyHa GyHKIINA WK JOIIBJIHUTEIHO HAMAISBAHE Ha BEYe YBpEACHATA G'bﬁpeq}ia
¢ yHKIHA.

I pyru HexenaHu peakIiiH, HabloAaBaHK BB BPh3Ka C BalICapTaH:

He mnozo vecmu neoicenanu peaxkyuu: Cnadoct, 6onka B repba, CEKpeua 0T OYHTE, JIOMIO

HAcTpoeHHue (aenpecus), KbpBEHE OT HOCA, Pa3CTPONCTBO HA CHHS, OOJKM B MYCKYJIIHTE,
BBb3NaACHHUE Ha CHHYCHTE, 3aMassHOCT

Peoxu neoicenanu peaxyuu: HeBpaITH.

Mrnoeo peoxu nexcenanu peaxyuu: GOJKH B CTOMaxa KaTo raCTPUT HIH Bh3NaJCHHE Ha CTOMaxa,
OONKH B CTABHTE.

Xuapox/J10poTHA3MA;

PeOxu neorcenanu peaxyuu u MHO20 PeOKU HEXNCENAHYU DeaKyuu, KOumo mozam 0a 6voam
CEPUO3HU:
Cympecus Ha KOCTHHS MO3BK, HAMAIIBAHE Ha HMYHOTCHETHYHHES OTTOBOD H YBEIHJYaBaHe Ha

CTy4auTe Ha HHGEKINH, IbIDKAINM ¢ Ha HaMaigBaHe Ha Opos Ha 6enTe KpHBHH Tenma, .- —__

Tpecka. 3acarane Ha 4epHHA Opo0; MOXKEITABAHE HA OUMTE M KOXKATA (XbITEHHIA). GW@E\\

M NapecTe3us Ha phleTe, KpakaTa i ycTHHTe. Hekposa Ha KpbBOHOCHHTE ChoBe. OMOHEAR
Ha FOpHHS CIIO¥ Ha KOXaTa (HEKPOJTH3a Ha enuepmuca). Mamomsan ce o6puB i ym‘ﬁ**": el
BHJ1I0BE 0OpUBH (JIymyc €pHMATO3YC) ¥ pelnusupaneTo uM. Kopemua 6omka ¢ r#.meﬂe; > ‘
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Ilpx nosipa Ha KOSITO H 1 € OT ropPeNnocoYeHUTe HeXeJaHH PEAKIHH, TpaOBa He3abaBHO
[a ce cBhpIKeTe C JieKap HiH 6oHHDA.

Jlpyrd HexenaHH peaKI|H, KOUTO ca O1in HabIo1aBaHH BBB BPBb3Ka ¢ XUAPOXJIOPOTHA3H,

Yecmu nexcenany peaxyuu: Koxuu o6pusH cbe chpOex ¥ Apyru BuioBe 00puB, 3aryba Ha

aneTuT, yMepeHa GpopMa Ha rajicHe ¥ NOBpBINAHe ¥ 3aMasiHOCT NPH CTaBaHE OT JICTHAIO
NONOXKEHHE, UMIIOTEHTHOCT.

Pedxu nexcenanu peaxyuu: Cnaba qyBCTBHTENHOCT Ha KoXara (noysaHe M obpasyBaHe Ha
MEXYpH), KORCTHNANHS, IHapys, CTOMAMIHO-YPEBHH HEPA3NOIOXKEHAA, YBPEKIAHHA HA YEPHUS
npo6, HepeHOBEH CHPAEUEH PATEM, IMIABOOONHE, 3aMasHOCT WM KPaTKOTpaifHO 3aMaHBaHe,

HApPYIIEHNS Ha ChHS, JeTpecHsi, HapyIieHo 3peHke, MOHIKEHH HUBA Ha TPOMOOLHTHTE,
NPUIPYKEHY MOHAKOra OT KOXHH KPhBOH3THBH.

Mnozo pedxu nexcenanu peaxyuu: Hamangsane Ha KPPBHUTE KIICTKH, aHCMHA, ocobeHo
MOHM)XEHH HUBA HA YePBCHUTE KPHBHU TEJIIIA.

AKO HAKOS OT HEXKEJIaHATE JIeKApCTBEHH peakIlK CTaHe CEPUO3HA, HITH 3a0eNIC)KATE NPYyTH,

HeONMCaHH B Ta3H JUCTOBKA HEXeENaHU peaKiHu, MOJIA yBeoMere Bailus gekap Rl
dapMalIeBT.

KAK JIA CbXPAHSIBATE CAPTEI HCT

Ila ce chrXpaHsBa Ha MACTO, HEAOCTHIIHO 33 Jera.

braucrtep:
Ha ce cexpanssa nox 30°C.

Tabneren xoHTeHHED:
He ce n3uckear CrICIHAIHN YCIOBHA HA CBXPaHCHHE.

He u3nonspaiire Caprer HCT cnen cpoxa Ha roqHocT oT0ea3aH BpXy KyTHATa, Omcrepa

i Tabnetaud KoHTerHep kKato EXP. CpoxbT Ha roJJHOCT OTTOBapd Ha MOCNeAHUS JEH OT
ITOCOYEHHA MECEIL.

JlexapcTBaTa He TpaOBa J1a c€ U3XBBPIAT B KAaHATH3AUATA HIIH B KOHTEHHEpa 3a IOMaIIHU

otnaneuy. [lonuraiite Bammsa gapMalieBT Kak Jia YHUIO)KUTE HEHY)KHUTE Bu nexkapcTBa. Te3n
MEPKH II¢ CTIOMOTHAT 3a OIla3BaHETO Ha OKOJIHaTa Cpexa.

TabneTkute He TpaOBa A2 ce pa3noNoOBABAT.

AOITBIHUTEJIHA HHOOPMAILIMA

Kakso chaspxar Caprer HCT

AKTHBHMTE BELIECTBA: BAICAPTAH B XMAPOXIOPOTHAZH]L.
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- [lomoluHM BelllecTBa: chpyesuna Ha mabremxama: N1aKT03a MOHOXMAPATHA, LIETYI03a
MHKPOKPHUCTANIHA, KpOCKapMeno3a Harpuid, noBuIoR K 29-32, Tank, Marse3nes creapar,
CHJIMIIHEB THOKCHA KONOKJEH 6e3BoJieH; puwiM060 nokpumue.: NOTABHHKUIOB aNKOXOJ,

Makporol 3350, Tank, nenuTHH (ChABPXKa coeBO Macno) (E322), Turarno guokcun (E171),
Xene3eH OKCHT, depieH (E172).

Caprer HCT 80/12,5 mg u 160/25 mg dbunMupanu TabneTky ChabPXKAT KeNe3eH OKCH XKBIT
(E172) u xene3zen okcun yepeH (E172).

Caprer HCT 160/12,5 mg ¢ummupann rabnerku cpxppikar CrHCET *xbIT0 FCF anyMunues nax
(E110).

Kak msrnexaa Caprer HCT u KakBo ¢bALPKA 0NIAKOBKATA
Caprer HCT 80/12,5 mg: Po30BH, KpBIiH, ABOWHO K3TbKHANH, GHIIMHPAHHU TaOJIETKH,
11 x 5,8 mm, mamnoBanu ¢ "V" ot ¢gaTa cTpada 1 "H" ot apyrara.

Caprer HCT 160/12,5 mg: Yepeenn, oBajiiy, JBOHHO M3MBKHANE GYIIMAPAHH TabIETKH,
15 x 6 mm, mamnosany ¢ "V" ot ¢1HaTa ¢TpaHa H "H" oT apyrara.

Caprer HCT 160/25 mg: Opanxeps, OBaIHH, ABOKHO H3TBKHANH GHUIMHEPaHH Ta0NeTKH,
15 x 6 mm, mamMnoBasu ¢ "V" oT egHara crpasa u "H" ot npyrara.

bnucrep:
7, 14, 28, 30, 56, 98 n 280 Tabnerxu

Tabneren xoHTEHHED:
7,14, 28, 30, 56, 98 u 280 rabnerku

He BcHykM BUAOBE OMMaKOBKHU Morar ja 6baaT mycHaTH B poaaxba.

IIpuTenxaTesn Ha paspemeHHETO 32 YHOTpeOa
EGIS Pharmaceuticals PLC

H-1106, Kereszturt ut 30-38.
BUDAPEST, YHI'APUA

IlponzBoanTen
Actavis Ltd.

BLBO016 Bulebel Industrial Estate, Zejtun ZTN3000
Manra

Tel.: +356 2169 3533, fax: +356 2169 3604
E-mail: info@actavis.com.mt

To3u nexapcTBeH NPOAYKT € paspemeH 3a ynorpeda B cTpanuTe-wienks Ha EC non
CJIeIHATE HMEHaA :

Ucnanausa: Almertan

brarapns: Sarteg HCT

HYexna:  Meditrend 80/12,5 mg; Meditrend 160/12,5 mg; Meditrend 160/25 ;

YHrapua: Tensart HCT 80/12,5 mg, 160/12,5 mg, 160/25 mg tabletta
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JlaTBHA:

JIutBa:

[Tomma:

PyMBHHA:

Tensart HCT 80/12,5 mg apvalkotas tabletes; Tensart HCT 160/12,5 mg apva]kotﬁs
tabletes; Tensart HCT 160/125 mg apvalkotas tabletes

Tensart HCT 80/12,5 mg plévele dengtos tabletés; Tensart HCT 160/12,5 mg plévele
dengtos tablets; Tensart HCT 160/25 mg plévele dengtos tabletes

Tensart HCT

Tensart Plus 80/12,5 mg comprimate; Tensart Plus 160/12,5 mg comprimate;
Tensart Plus 160/25 mg comprimate

Cnosakus: Vasopentol HCT 80/12,5 mg; Vasopentol HCT 160/12,5 mg ;

Hacrossmara ancroBKa e omo0peHa Ha
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Vasopentol HCT 160/25 mg
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