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!
Caprer HCT 160/25 mg pnamupann radaerku
Bancapran/xuapoxnoporuasua

Sarteg HCT 80/12,5 mg film-coated
Sarteg HOT 160/12,5 me film-coated tab

Sarteg HC'T 160/25 mg film-coated tablets

Valsartan/hydrochlorothiazide

72

IpoyereTe BHUMATE/IHO UAIATA JHCTOBKA NPE/IH 1 32NI0YHETE 1A IPHEMATE TOBA JIEKapCTRBO,

32I0TO TH CHABLPKA BaxHa 3a Bac undopmanus.

- 3anasere Ta3n JMCTOBKA. MOXe J1a Ce HANOXH /1a 5l IPOYETETe OTHOBO.

- AKO HMare JIOITb/IHUTE/IHH BBIPOCH, NonuTaiite Bamus nexap win tapmarnieBT.

- Toma nekapcTBO € npeaANKMcaHo eIMHCTBEHO M JIMYHO Ha Bac. He ro npeotcTbiBaiite Ha JIPYTH Xopa.
To mosxe 1a M HaBpeH, HE3ABUCHMO OT TOBA, Y€ TEXHHTE NMPH3HAIM Ha 3a60JISBaHe ca ChIUTE
Kato Bawwure.,

- AKO NOJyYHTE HIKAKBH HEXENaHW JIKApCTBEHH PeakL|H, roopete ¢ Bamms nekap win
dapmauest. Topa BKIIOYBA BCHYKH BH3MOMHH HEOTTHCAHH B TA3H JIHCTOBKA HEKENaHH peaKL1H.
Bux . 4.

B Ta3n ancToBKa:

1. Kakso npencraensea Caprer HCT u 3a kakBo ce H3non3sa
2. Kakso Tpa6sa na 3Haere, npean na npuemere Caprer HCT
3. Kak na npuemare Caprer HCT

4. Bb3MOXKHH HEXelaHH peaKuuH

5.Kak na cexpanseare Caprer HCT

6. Chabpikanne Ha ONaKOBKaTa M pyra HHpopMauus

1. Kaxso npeacrapasiea Caprer HCT u 3a kakBo ce H31m0.1382

Caprer HCT chabpsxa J1Be JieKapCTBEHH BElIECTBA, HAPEYEHH BANICAPTAH M xuzapoxnoporvasua. U neere
JieKapcTBa nomarat Ja ce KOHTPOJIMpa BUCOKOTO KPBbBHOTO HaJlSTaHe (XHUIEPTOHHSA)

* Bajcapran npuHajUIe)KH KbM KJIaC JIEKApCTBa, M3BECTHH KAaTO aHrHOTeH3MH 11 PELENTOPHH
AHTaroHUCTH, KOWTO NOMAraT /1a ce KOHTPOJIMPa BUCOKOTO KPBBHO Hansrane. AHruorensus Il e
BELIECTBO B OPraHM3Ma, KOETO Kapa ChA0BETE /1 Ce CBHBAT H TaKa HAIATAHETO Ha KPBBTA B TAX
HapacTBa. Bancapran 610kupa edekra Ha anruotensus I1. B pesy.irat, KphbBOHOCHHTE ChIOBE
Ce OTITYCKAaT U KPBBHOTO HANATaHE ce NOHMKABA.

*  XHApOXJIOPOTHA3K] NPHHA/UIEKH KbM TPyNa JIEKaPCTBA, HAPHYAHH THA3HHH HYPETHLH
(no3HatH ole KaTo ,,0TBOAHABAIK). XuAPOXTIOPOTHA3M/ YBEIHYABA OTAENISHETO Ha YpHHa,
KOETO CbLIO BOAM JI0 MOHHKABAHE HA KPEBHOTO HaJISTAHE.

Caprer HCT ce u3non3ea 3a JieueHne Ha BUCOKO KPbBHO HAJISTaHE, KOETO HE MOXKE YCIIELIHO Aa Ob/1e
KOHTPOJIHPAHO ¢aMO OT €/IHOTO JIEKAPCTBEHO BELIECTRO.

BucokoTo kpbBHO Hansrane ysennuaBa paGoTara Ha CHpPLETO W apTepuuTe. AKO He ce JISKYBE;TO MOKE
Jia yBpe/ld KPbBOHOCHHTE ChJIOBE HA MO3bKa, CHPLETO M GBOpELHTE, KATO NPHIHHHK é@uﬂr_‘_nhbw‘i'\_
(ynap), cbpieyHa HeaocTaThuHOCT Wi GBOpeuHa HeZocTaThuHOCT. BHCOKOTO Kp yp‘}mhﬁ‘aﬁé Qo W
yBeJIH4aBa pHCKa OT Chp/iedeH npucTbil. [ToHivkaBaHeTo Ha KPBBHOTO HasisraHe Max¢ Mﬁanupncxa
OT pa3BHTHE Ha Te3U YBPEXK/IaHus. R e G
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2. Kaxpo Tps0ra 1a 3uaere, npean aa npuemere Caprer HCT

He npuemaiite Caprer HCT

®  aKO CTe AIEPIUYHA KBbM BANCAPTAH, XMAPOXNOPOTHAIKA, cyndoHaMAIH (BEIMECTRA, CRLP3aHH ¢
XHIPOXIIOPOTHASHN), COSBO MACHO, (PECTBYEHO MACTIO HIIM KbM HAKOE OT OMOLIHMTE BEINECTEA HA
TOBA IEKAPCTBO (IIOCOMEHH B T. 6).

® 8KO CTC B MO-BaNpefAa/Ia oT 3-Mecedna Gpemennoct, (coio no-a06pe e za He npuemare Caprer
HCT s panna GpemeRrHocT, Buok Paznen ,,BpeMeHHOCT H KbpMere™).

®  aKo UMare cepHEO3HO 3a60/9BanHe Ha YepHEA Jpo0, YBpekKIaHe Ha MANTKWTE HTBYHYE FTHINE B

qepHus 1pol (GumuapHa Mpo3a), KOETO BOAM 0 3a/PHKKA HA UTEUKA B UEPHHI APOG (xonecrasa).

aKo HMaTe cepHo3no 3abolRane Ha On6penmuTe,

aKo He MOXeTe Na ypuHHpare (aHypus).

KO CTe Ha JieHeHne ¢ ,,H3KyCTBeH 610pex™.

4KO CTe ¢ MO-HACKY CTOMHOCTH HA KAMHA K HATPHA B KPBHBTA OT HOPMaJIHO WM HHBATa Ha KAILNA B

KPBBTA Ca NO-BHCOKH, HE3ABHCHMO OT IPOBEKIAROTO JISYCHIE.

aKo HMaTe [ojarpa.

aKo HMate nuaber win yepenena 6p0peuna dyHKIMS 4 CTe Ha ledeHne ¢ AEKAPCTBO 3a NOHIKABAHE

Ha KPBBHOTO Handrane, ChILPAKALIO ATHCKKPEH.

AKO HAKOE 0T FOPHHTE CLCTOSHEN C¢ OTHACH 34 Bac, He npremaiiTe TOBA NexapcTBO B TOBOpETE ¢
Bamnsa nexap.

Hpeaynpekaenns & TpeINAINA MepKH

I'oropere ¢ Bammsa nexap win apmanest npeny apuemaneto Ha Caprer HCT

®  aKo CTe HMaiK npobieMe ¢ AMilIaHeTo WiH Genvte ApoSone (BKIIOYHTENHO BE3TATCHHE HITH
Te4HOCT B Benitre apoboBe) cries MpAEM Ha XHAPOXJIOPOTHAZHA B MHHATIOTO. AKO Pa3sBHETE TEXKBK
3ayX HIH 3aTpyaHeHo muunaxe cien npHeM Ha Caprer HCT, sesabapHo noTepeere MeavimMHcKa
TIOMOIIL.

¢ AKO CTe NPHEMANH KATHi - 3aA5PXKAlIM JEKapCcTBa, KATHEBH J0GABKM MM 3AMECTHTENH Ha CONTA,

CBALPAKAINM KANHi WIH APYTH NPOAYKTH, KOHTO YBE/IMYaBaT HHBOTO HA KAMHHA B KPEBTa, TAKMEA

KATO XerapHn. BalonaT exap Moxe PENOBHO /i POBEPABA HUBOTO Ha KaNMA B KPHETA.

8KO HMATC HHCKH HHBA HA KA/THH B KPBBTA.

8KO CT€ ¢ AHapHs WIH TeXRKO NOBPEINAHE.

8KO TIpHEMATe BHCOKH NO3H MHYPETHIH (OTBOAHABAINH).

aKO CTe ¢ TEXKKO CrpAeHHO 3a00MaBaHe.

aKo CTPajaTe OT ChPACYHA HeJOCTATHYHOCT HM CTe NpeKapand uhbapkr. Baumarenno cieapaiite

HpeNnUcaHoTO OT HeKaps. BaluaT fexap Moxe Chitlo ia wcniensa GuOpeunara Bu gymkupa.

&KO HMaTe CTeCHABaHE Ha OLOpevHHTe apTepHn.

axo Hackopo Bu e npasena 610pe4na TpancnanTamns (mpucagen 6x0pek).

*  aKO CTpajfaTe OT XMNepannocTepoHHsbM. ToBa e 3abonaBaHe, IpH KoeTo HAAGHOpeUHAT] HUe3a
NPOM3BEXIA TBEPAE IO/LAMO KOJTHYECTBO OT XOPMOHA ANOCTEPOH. AKO TOBa Ce oTHacH 3a Bac,
npunoxernero Ha Caprer HCT He ce npenoprysa.
ako cre ¢ yepHoapobHo MM Ou6peuno 3aboasbane.
2KO HAKOTA CTE MMANTH [IOYBaHE HA e3WKA WM NULIETO NPHYMHEHO OT ANCPTHYHA peaKuya Hape4ueHa
aHTHOHEBPOTHYEH OTOK, KOTaTo CTe NPHeManu APyro NekapeTeo (sKmountento ACE unxubuTopH).
AKO Te3H CHMITTOMM c€ TToSBaT Korato npueMare Caprer HCT, cripere npuema na Caprer HCT u
reszabasHo kaxeTe Ha Bamma nexap. Huxora nopeve He Tpatea ga Bu 6b1e npesnucean Caprer
HCT. Bixre cbmo 7. 4 Bs3moxHu HexenaHu peakimm.

»  ako MMaTe Tpecka, OGPMB U CTABHH GOJIKH, KOHTO MOFaT Ja 6bAaT MPHIHAL H& CHCTEMEH JTYIyC
epuremarodyc (CJIE - aBroumysHO 3a6ossBane).

*  aKo cre ¢ AualeT, Mojarpa, BUCOKH HHBA Ha XOIECTOPON WIH MA3HHHH B KPHBTA.
ako cTe anepruvHu (MMaTe CBPHXUYBCTBHTENHOCT) KBM APYTH JNEKApPCTEEHH IIpO,
TPyTIa KaTO BaNCapTaH (aHrHOTeH3HH Il peLienToOpHH AHTArOHUCTH) MIIM MMaTe 34

*  4KO JIOYYBCTBATE HaManeHKe Ha 3peHHeTo WK GonKe B ounre. Tosa Moxe na 453
HATPYNBAHE HA TEUROCT B CHAOBHA CI0H HA OKOTO (XOPOHANEeH HATHB) HITH
HAJIArAHETO BHB Balnre 091 H MOJKeE Ja e CTy4H YacoBe J0 CeMHIH OT
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HCT. To moxe na nosefie 1o nocrosHHa 3aryGa Ha 3peHuUe, ako He ce JIekyBa, AKO ipel ¢Te HMaTH
aneprHd KbM NCHHLWINKE WK Cyn(oHaMHLH, Bre Moxe Ja cTe ¢ No-BUCOK PHCK OT PasBUTHE Ha
TOBA.

MO3Ke J1a TIPHYKHE YBEJIHYEHA YYBCTBUTEIIHOCT HA KOKATA KM CITLHIIE.
aKo [IPHEMATE HAKOE OT CIGTHHTE NCKAPCTBA, H3NON3BaHH 32 JIEYEHHE HA BHCOKO KPHBHO HANATaHE:
= ACE nuxsburop (Hanp. eHasanpu, TH3HHONPHI, PAMHIIPHIL), 0cOBEHO ako HMaTe 656peaHn
npofsieMH, CBEp3aHk ¢ Auabera.

—  aJHCKHpEH.
Bammsar niexap Moke pesioBHO ja M3chensa 6npeanara By GyHKuns, KpBBHOTO HAJIATaHE H
KONHYECTBOTO HA €NEKTPONHUTHTE (Hanp, kanuif) B KpeeTa Bu. Bikre chuio audopmaumara
osarnaseHa ,.He npuemaiite Caprer HCT*,

¢  AKO CTe MMaTH pax Ha KOKaTa HTH aKo NOTy4HTe HeOYaKBAHA KOXKH2 JIe3HA 110 BPEME HA JICYEHHETO,
JlevenueTo ¢ xuapoxnopoTHashy, 0coGEHO IPONBIDKATENHATA YIOTPe6a Ha RUCOKH H03H, MOXKE A3
TIOBHIIH PHCKA OT HAKOH BUIIOBE Pak Ha KOKaTa M yCTHHTE (HEMEJTAHOMEH PaK Ha KOXKAaTa),
3amurete KoxaTa cn OT HITAraHe Ha CTLELE H YNTPARMONETOBHTE IBYH, A0KATO ipHeMaTe Caprer
HCT.

JAeua B DoapacTBATIA
Ynotpe6ara va Caprer HCT npu aena u fonomd (noa 18 roquny) ve ce npenopnyea.

Tpabea f1a kakere pa Bamua nexap, ako cmstare, ve cre (wmm Guxte Mormm j1a cre) Gpemesna. Caprer
HCT #e ce npenoprusa B pAHHUTE MECEIIM Ha GPEMEHHOCTTS, 2aIOTO MOXKE CEPHO3IHO Aa YBpeaH
Bainero Gebe, axo ce nprema cen 3-THa mecew Ha GpemenHocTTa (BIDK Touka Bpemenroct u KBbpPMEHE).

Apyra nexkaperea u Caprer HCT -
Kaxere na Bamus nexap win (apmMalerT ako npreMaTe, HACKOPO CTe TIPHEMaNH Wi MoXe 1a

npHeMaTe APYTd JeKapcTsa.

EdekrsT Ha nedenuero moxe na 6pae nowtudn ako Caprer HCT ce npuema ¢ HAKOH Apyry JIEKAPCTEA.
Mosxe na ce Hanoxn Bamust nexap a npoMeHs No3aTa By w/win na B3eMe ApyrH npelnasHe Mepky,
Tora ce oTHacs 3a citleiHHTE JIeKapCTBa:

+  ax0 npuemate ACE nuxuGurop unu amickuped (Bikre cuino uHgopMarmara osarnasena . He
npuemaiite Caprer HCT n JlpenynpexneHns U npeanasHy MEpK™).

*  JIATHE, NEKAPCTBO M3NOMIBAHO 34 JeHCHHE Ha HAKOH BHAOBE NCHXHATPHUHH 3360N9Basng

*  NIEKApCTBA, KOWTO MIOBTMABAT MIM Morar Aa GbaaT MORMAHK OT HUBATA HA Kaauit B KpBbBTA, KAaTO
AMIOKCHH, 33 KOHTPON Ha CHPAETHUA PHTHLM, HIKOH AHTHIICKXOTHIHM JIeKapcTBa

¢ JIeKapCTBa, KOHTO MOTaT A8 YBENUYAT BUBATA HA KANHIi B KPbETA KAaTO KanHesu fAobaBku,
3aMECTHTEIH Ha CONTA, CRABPIKALIM Kajnil, KamHi-3aTbDXKalM JeKapCeTBa, Xenapyuy

* NIekapCTBa, KOUTO MOXE JIa HAMAJIAT HHBOTO Ha KalHii B KPBBTA, KATO KOPTHKOCTEPOH/IH, HAKOH
cnaGurenny _

*  NIeKapcTBa, H3NOoN3BaHH 3a gevenne Ha XYIB/CTIMH undexmy (puronasup). Tesd NexapcTsa Morat
Ja ysenmmyar edekta Ba Caprer HCT

*  NIKapCTBa, KOHTO MOTaT la mpeAu3BHKAT ,forsades de pointes” (HepUTMEuHA ChpaeuHa AekHOCT),
KaTO aHTHAPHTMHLIH (JIEKAPCTBA 3a ChPACYHY Mpob/ieMH) H HAKOM AHTHICHXOTHIIM

s JIEKAPCTBA, KOHTO MOTAT 22 HAMAJIAT KOTHYECTBOTO Ha HATpKit BuB Bamero 110 Kato
aHTHAEINPECARTH, AHTHIICUXOTHIM, AHTHETHACITTHIH

e AMYPETHLH (OTBOAHABAIM), JIEKAPCTBA 34 MOlArpa, KaTo anonypuHon, Buramun D ¥ KailuHeru
AobaBKy, IEKAPCTBA 3a leYenyue Ha Auaber (pes ycTaTa WM HHCYTMHM)

¢ JOPYTH ICKapCTBa 38 BHCOKO KPBBHO Madrade xaro Oera Giokepu HIM METHIIONA, WIH NEKAPCTRA,
CBHBALY KPLBOHOCHHTE CHIOBE MM CTUMYTHPAINH CHPLETO KATO aAPESHAIHH H HO =
TIeKapCTBa 3a YBeJHYABAHE HA HHBATA HA KPBBHATA 3aXap, KaTO JUA30KCH]

e JIEKAPCTB2 32 eJEHNE HA PAK KATO METOTpeKCAT Wik Lukiodhochamuy

»  GONKOYCHOKOSBAILHA KATO HECTEPOMAHH NPOTHBORL3NANATENHY cpencTea (HC
CENeKTHBHITE LMKIOOKCHIeHa3a-2 uaxuburopu (COX-2 urxuburopu) 4 acem
KHCENTHHA >3 g




*  JIeKapCcTBa 3a apTPHUT
* IIKapCTBa 33 OTIYKCAHE HA MYCKYJIMTE, KaTo TyGOKypapHH

*  AHTHXOJICHEPTHYHH JIEKapCTBa, KATO aTPONMH MK GunepuaeH

*  aMaHTajluH (JIexapeTBo 3a JieyeHHe Ha GonecTra Ha ITapkuHCOH H npoduiakTHKa Ha rpumn)
*  XOJIECTMPAMMH H XOJIECTHIION (3a TPETHpaHE HA BHCOKH HUBA HA Ma3HHWHM B KPHBTA)

*  UMKJIOCNOpPHH, 3a IPE/INa3BaHe OT OTXBbPJIsHE HA PUCAJIEH OPraH

*  HAKOM aHTHOMOTHUM (TETPALMKIHHH, pH(aMITHIIHH)

*  IKOXOJI, yNIOHBALIK BEILECTBA H YCIIOKOUTEIHH

¢ kapbama3enuH, 3a Je4yeHHe Ha NPUIIAIbIH

*  HOIHM KOHTPACTHM BELIECTBA (CPEJCTBA, H3MOM3BAHH 3@ KOHTPACTHM H3C/IeIBAHMS )

Caprer HCT ¢ xpann u ajakoxoJ

Mosxe na npuemare Caprer HCT ¢ unu 6e3 xpanua.

H36srsaiite ankoxona npemy fa ropopure ¢ Bawms nekap. AJKOXOmsT MOKe 1a 10BEIE /10 CIANAHe Ha
KPBBHOTO HA/IATaHe M/WIIM J1a YBETTHUH PHCKA OT 3aMasHOCT WITH NPHMAaJIsBaHe.

BpemeHHOCT H KbpMeRe
AKo cTe GpemMeHHa WM KbPMHTE, WK MUCIIATE, Y€ MOXKe 1a cTe GpeMeHHa, WiH njaHupaTte Ja umare
AeTe, nonuTakTe Bamus nekap wiu Gapmauesr 3a chBer, Npe/u Ja B3EMeTe TOBA JIEKAPCTRO.

* Bue Tpu6Ba na xaxkere Ha Bamus sekap, ako cTe GpeMenHa HIH MOKe A2 3abpemeneere.
O6ukHoBeHO, nekapat we By npenopbuya aa cnpete fa mpHemare Caprer HCT npeau na 3a6pemeneere
HJIH BEJIHAra CleJL KaTo CTe y3HaNH, 4e cTe OpemenHa u me Bu npenopsya sa npuemare apyro
nexkapctBo BMecto Caprer HCT. Caprer HCT He ce npenopbusa B paHHa GpeMEHHOCT M He TpsabBa 1a ce
H3ron3Ba criefl 3-TH Mecell Ha GPEMEHHOCTTa, Thif KaTo MOKe /i NPe/IM3BHKA CEPHO3HA Bpeaa Ha
Bawero GeGe B cryqaii ye ce H3M03Ba Cllel TPETHA Mecel] Ha GPeMEHHOCTTa.

» Bue TpsbBa na kaxere Ha Bamus sekap, ako KbpMHTe HIH Lie 3a009BaTe 1a KbpPMHTeE.
Caprer HCT ne ce npenopbusa Ha Maliku-KbpMauky, Bawmst siekap mozke 1a u3Gepe JIpyTro ne4eHHe
aKO HCKaTe Jla KbpMHTe, 0cobeHo ako 6e6eTo BH € HOBOPOIEHO WM HeJOHOCEHO.

Ilopupane n paGora ¢ MamuHEA

Ipenn na wodupare 1 U3NON3BaTE HHCTPYMEHTH WIH MALUWHH, WIH /1a H3BBPIIBATE AKTHBHOCTH, KOWTO
H3HCKBAT KOHLIEHTpALKs, yBepeTe ce, ue 3Haete kak Bu p3neiicrea Caprer HCT. Ilogo6Ho Ha apyru
JlekapcTea 3a BUCOKO KpbBHO Hansrane, Caprer HCT moske na npenuseuka B peku ciryuad ChHIHBOCT
H YMOpa, KOMTO /1 MOBJHAAT COocOOHOCTTA 332 KOHLEHTpALIUS.

Caprer HCTcbabspxa nakroza
Axo cre 6ui1 uHdopMupany o Bawuus Jiekap, 4e HMaTe HEMOHOCHMOCT KbM HAKOH BUIOBE 3aXapH,
CBBpIKeTe ce ¢ Bamums nekap npeau a 3anoyHeTe npHema Ha JIEKapCTBOTO.

Caprer HCT cbaBpka coeBo Macio
AKO CTe anepruHu KbM (YbCTBLM WM COSi, HE NIPHEMAiiTe TO3H JIeKapCTBEH NPOIYKT.

Caprer HCT cbabpika HaTpumii
Tosa nexapceteo chabpika no-masnko or 1 mmol Hatpuii (23 mg) Ha Tabnetka, T.e. MO CHIECTRO He
ChIbpKa HATPUH.

3. Kak na npuemare Caprer HCT ‘ /

Bunaru npuemaiite ToBa nexapcTBo To4HO KakTo Bu e npeanucan Baumis nexap/ Anm CIlapMaueB'r TaKa ‘
Lie MMa Hali-100pH pe3yNTaTh M 1l ce HAMalH PUCKA OT HexKeJIaHH peakiuu. B ’é.ﬂ}"-laﬁ ue He cre :
CHT'YPHH Kak /ia B3eMare JIEKapcTBOTO, YTOUHETe ToBa ¢ Bawuus nexkap unu cbapMaueBT :
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Xopa ¢ BUCOKO KPLBHO HAATaHE 9ecTo He 3afex3Bat MpuasauyTe Ha npobnema. MHOIO OT TIX ModKe
Aa ce 1yBCTBAT HATWIHO HOPMATTHO, 3ATORA € TOJIKOBA BAXKHO NA MOCELIABATE JIEKaps, KAKTO ¢
YTOBOPEHO, IOPH M Jia Ce HyBCTBaTe 100pe.

Bamugr nexap me Bu xawxe Toyno Konko Tabnetkn Caprer HCT na msemare. B sasucumocT ot ToBa,
KaK OTroBapATe Ha JIEHIEHHETO, JIEKAPAT MOXKE 1a MPESIJIOKH 110-BHCOKA HIH NIO-HHCKA 033,

» Ilpenopruranara nosa Caprer HCT ¢ eana TabneTka JHEBHO.

« He npomensiite fo3ata ¥ He crupaiite MpHEMaHETO Ha TableTkyTe Oe3 1a cTe ce KOHCYITHPAIA ¢
Bamus nexap.

« Toea nekapcTeo TpsGBa [a Ce B3eMa MO SHO H CHILO BPEMe HA ReRst, OGHKHOBEH CYTPHH.

« MosxeTe na npaemMare Tabnerkute ¢ wnu Ge3 XpaHa.

+ Ilpnemere Tabnerkara ¢ yama Bosa.

AKo cTe npuesn nosete ot neobxonumaTa 103a Caprer HCT

AKO OYYRCTBATE CHIHA 3aMAAHOCT W/HITH NPHMAIABAHE, JTETHETE H ¢ CBhp)KeTe ¢ Balmis JIeKap.
AKo cTe IPHeNH 110 ciydaifHOCT noBeye TabneTky, o6bpHeTe ce kbM Bammsa nexap, dapMarieBT wim
Gosmmna.

AKko cTe nponmycnann na npuemere Caprer HCT

Axko 3a6paBHTe Jia B3emMeTe elia /103a OT JIEKAPCTBOTO, TPAGBA 4 4 B3eMETe NPH IThpPBa NBIMOKHOCT.
Ako ofate e BpeMe 3a cieBallyA IPHEM, He B3eMaiiTe IIPOTYCHATATA 1033.

He B3emaiire nBojina J03a, 33 18 KOMIIEHCHpaTe IPONYCHATATA 1034.

Ako cte cupenn npaema Ha Caprer HCT

Crmpanero na niewermero cbe Caprer HCT Moxe 1a A0Be/ie 1O BAOIIABAHE HA BHCOKOTO KPBBHO
Hansrane. He cnupaiire nprema Ha T0Ba JlekapcTso, oceeH ako Bamuar nexap By kaxe fa ro
HaIpaBHTe.

AKO HMaTe JORBIHHTENRHN BHIPOCH OTHOCHO YNoTpeGaTa Ha TOBa IEKapCTRO, MHTaliTe Bamus JieKap
IR hapMalesT.

4. Bn3MOXKAH HeXeIaHH Peaknnm

Kato BcHUKH pyru nekapcTsa, T0BA NEXAPCTBO MOXKE Ad NPHYHHA HEXe/AHH PEaKIHH, FbIPEKH Ye He
BCEKH T'H NOJTY4ABRa.

HecToTaTa Ha HexeNaHWTe PEAKINH, OTIMCAHH 110-ZOMY, C& ONPEAEIA CTIOpeX CEAHaTa OpPMYNRPOBKa:
¢  MHOrO 4ecTH: MOTRT Ha 3acerHar noBeue or | Ha 10 Jynm
» YecTn: Morar 1a 3acernat xo 1 na 10 gynm
o Heuectn: Morar ga 3acernar go 1 a 100 gyum
+  Peaxm: Morar za 3acernar 1o 1 wa 1 000 gymm
«  Msoro peaxu: Morat ja 3acernar xo ! Ha 10 000 gywm
¢ C HeW3BECTHA WECTOTA: HECTOTAT2 He MOe 12 Obe onpeleiena OT HATUMHUTE AaHHN

Haxon gexeaann PearkuHad MOTAT A4 Gnaat CEPHO3HH N 23 BINCKBAT He3aBaBHa MelnUNECKa
HaMeca:

Bue Tpsatea HezaGarHo Aa BHmHTe Batus jiekap, ako NOYYBCTBATE HAKOH OT CHMIITOMMTE Ha
AHIHOENEM, KATO!

* OTOK Ha JIMIIETO, C3UK WIH I'biTatda
* 3aTpYAHEHHE B NPETIBINAHETO

* ypTHKapHs (0OpHB) M 38TPYIHEHHS NPK QUIGAHE, el
AKO NOJTYTHTE HAKOH 0T T€3A CHMUTOMH cupere npHema na Caprer HCT m fieda i"ﬁﬂﬁ;s .
cBbpkeTe ¢ Bamng nexap (BaxTe chimo T, 2 ,IIpeAynpexieHns u npeAmass ng it S
e




JApyrure nexeaand PeAKNHE BKIOIBAT:

Hevecmu

s Kamuiuia

¢ HHUCKO KPBHBHO Hangrase
*  3aMagHOCT

* Acxujparalpis (C Kak[a, CyXOTa B ycTara M e3uka, PAIKO YPHHUPAHE, TEMHA yPHKA, CyXa KowKa)
» MycKynsa Gonka

s yMOpseMocT

e HHIEHE WK M3TPLIBaHE

¢  3aMBIIEHO BIDKJaHE

L]

UIYMOBE B YIUMTE (HAMP. CBHCTEHE, KYKEHE)

Mruozo peoxu
*  CBETOBBPTER
»  AUApHA

» crapHa Dojxa

C neusgecmna yvecmoma

*  3auyx

*  CHJIHO HAMAJICHO OTIENABE HA YPHHA

*  HHCKH HHMBA HA HATPWH B KPBBTA (NOHAKOFA ¢ MAALHE, YMOPAEMOCT, OGBPKAHOCT, HEPA3MOJIOKEHHE,
T'BpYOBE)

*  HHCKH HUBA Ha Xa/THH B KPBBTA (IOHAKOTA C MyCKyJHa cnabocT, MyCKyJIHM CriasMu, HEPUTMHYHA
¢ppAeysa Aelinoct)

* HaManeH Gpofi Genu KPBBHY KITeTKH (C NPH3HALA KATO TPECKA, KOAKHH nHbexm, Gonku B repIoTO
HJTH yCTaTa, 43BH, NB/DKAH ¢ Ha nudexumm, cnabocr)

* TOBHIIEHO HHBA Ha SIWIHPYBYE B KPHBTa (KOETO B TEXKH CITYYaH MOXeE 18 JIOBEE 110 TIOXKBITABAHRE
Ha KOJKaTa i OuMHTe)

* YBEIMUCHHE Ha HHBATA HA YpeHHUA 430T B KPhBTR H Ha KPEaTHHMH (KOETO MOXE Ja NOKa3sa

yBpezAeHa 6s6peuna hyHxous)
* YBEJMYaHO HHBO HA NAKOYRA KHCENMHA B KPBBTA (KOETO B TEKKH CIYMAH MOXKE A OTKTIOMH

nosiarpa)
s CHHKOM (IpHAaHBK)

Hexenann peaknun RaGJI0AABANRA CAMOCTORTETHO C BAUICAPTAH AIH XHADOXIOPOTHAAA:

Bancapran

Heuecmu
*  YYBCTBO 38 CBETOBLDTEX
»  KOpemHa boyka

C neuseecmna wecmoma

« obpasyBane Ha MeXypM 1O KOXaTa (npu3nax Ha Synosen nepmaTiT)

* xoxkeH oOpHB ¢ M Ge3 cbplex, 3a6NHO ¢ HAKOH OT ClIeHHTE TIpH3HALM: TPecKa, CTaRHa Gonka,
MyCKy/Ha Gonka, IOy T TEMGHK BB30TH H/WIH IPRIIOTONO6HN CHMNTOMH

*  OOpHB, NiNaBO-4ePBEHH NIETHA, Tpecka, Chpbesk (IPM3HALY Ha BPLanaNeHye Ha KPBBOHOCHHTE
CBHAOBE)

» HamaneH Gpolf Ha KpEBHUTE IICUMIK (MOHAKOTA ¢ HeoGHIalHO KBpBEHE Wi KPLBOHACAAAHHA)

*  YBCIMYEHWS HA HMBOTO Ha KAIHH B KPBBTA (KOGTO MOYKE B TEKMTE CIIYYaH 1a JIOB
CTIA3MH Y HCOPABHIICH CHPACHEH PUTHM)

¢ aICpruYEM peakuyu (¢ MPHIHAIM KaTo OGPHB, CEPBOK, YPTHKApHS, 38/yX U 3
MperabIiaHy, 3aMadHOCT )

* TOAYBaHe MIABHO Ha JIHUETO K IERAOTO, 06pHB, chpbesk

*  YBE/IHYCHHE HA CTOHHOCTHTE Ha YepHOAPOOHHUTE NOKa3aTeNnx




HaMaJlcHHe Ha HHBOTO Ha XeMOTTIO0HHA ¥ HAMANIEHHE Ha YEPBEHWTE KPHBHH KIETKH (KOETO MOME B
TEXKHTE CITYHaH A4 AOBEHAE A0 AHEMHA)

Or6peuna HenocTarEYHOCT

HHUCKH HUBA HA HATPHH B KPERTA (IOHAKOrd ¢ TANCHE, YMOPAEMOCT, 0GBPKaNOCT, HEPaINoNoxeHye,
TrBPYUOBE)

OXJIO;

Muozo yvecmu

HHCKN HHBA HAa Kaluli B KpPEBTA
NOBMIlIEHWE HA AHNIMOMTE B KPBBTA

Yecmu

-

HHCKH HHBA Ha HATPUI B KPBBTA

HHCKW HYEA Ha MarHe3uli B XPBBTa

BHCOKY HUBA Ha THKOYHA KHCEIHHA B KPLBTA
cepbam oOpuB ¥ ApyTH BHIOBE OGPHBY
HaManeH aneTut

cnabo rapene, HOBpLILaHe

NPHMAaNABaHe, NpHNaAaHe MIPH H3NpaBsIHe
HMAOTEHTHOCT

Pedxu

*« & 2 & » @

NOAYRaHe Y ILTIKH 110 KoXkaTa (IOPAXH YBENHIEHa YYBCTEHTENHOCT KbM CITBHLE)
BHCOKH HHBA HA Kanuui B KPLETA

BHCOKH HHBa Ha [MTIOK03a B KPBETa

3aXap B ypHHATA

BlIOUIaBaHE Ha AHA6ETHOTO METAGORHTHO CHCTOAHHE

3aIleK, IHAPHUA, CTOMALIHO-4PEBSH THCKOMGBOPT, 4epHONPOGHHE HapyINeHus, KOHTO MOTAT 14 ce
TIOABAT 3A€/IHO C 5KBJITA KOKE H OUH

HEPUTMHYRA CHPACYHA JEHHOCT

rnaeobonue

HapyIDeHHN HA CEHA

THHHO HACTPOSHHE {fienpecis)

HaMalieH 6polt Ha TpoMBOLMTHTE (DOHAKOrA ¢ OAKOKHO KEPBEHE HJIH KPBBOHACSAIAHE)
3AMASHOCT

H3TPHBAHE HIH CKOBARaHE

IPHTEIHH HAPYIIEHHS

Muoze peoxu

BE3NAJICHHE HA KPEROHOCHHTE CHIOBE CHC CHMNTOMM KAaTO OGPHB, NHIIABO-YEPBEHH NETHS, Tpecka
(BB3NaneH’e Ha KPHBOHOCHHTE CHAOBE)

o0pHB, crpbex, yPTHKAPHS, 38XYX WIH 38TPY/HEHO nperybliaHe, 3aMagHoCT (peakiuy Ha
CBPBLXYYBCTRHTENHOCT)

TEKKO KOMHO 3260019BaHe, KOETO NPUYHHAEA OGpHB, 3auepBsABaKE Ha KOXATA, NOABA HA TLIKY [0
YCTHUTE, OYHTE KM YCTATA, OMIOMBAHE Ha KOXKATA, TPSCKA (TOKCHYHA SMHACPMATHA HekponH3a)
O6pHE 110 THUETO, CTapHA GOIKa, MYCKYJIHY Hapyulenus, Tpecka (€BEHTYaNHH NPH3HALUM Ha MyTyc
€pUTEMATO3YC)

CHJIHA CTOMAIIHA GOJIKa B FOPHATA 4aCT Ha CTOMAXA (BepOSTEH NPH3HAK 32 MAHKPEaTHT, Bh3OANICHHE
Ha 33/ICTOMAIDHATA XIIe3a)

3aTPy AHCHO AMIUAHE ¢ BHCOKA TEMIICPATYPA, KAITHIA, XPUTIOBE, 3aQyX

OCTBp PECHNPATOPEH JHCTPeC (NPH3HALMTE BKIIOURAT TEXBK 3a7yX, TPECKa, CIaGocT
00LpKaHoCT)

Tpecka, Goe3HeHo rhpio, No-4ecTH HEpeXIHY (BEPOSTHY NPH3HALY Ha arpay.
Onena xoxa, yMOPSeMocT, ,,ocTapane 6e3 ABX"“, TBMHA ypHHa (BEPOSTHY MPH3H:
AHEMHA)




*  Tpecka, GOJIKH B IbPJIOTO WIH Pa3s3BsBaHe Ha ycTara, Ib/uKalli ce Ha HHOEKLHH (BeposATHH
NMPH3HALM Ha JIEBKOTICHHS )

*  0OBPKaHOCT, yMOPAEMOCT, MyCKYITHH TOTPENBAHKA W CIIA3MH, YYECTEHO JHLIaHE (BEPOATHH
NPH3HALK Ha XHINIOXJIOPEMHYHA aJIKaso3a)

C neuzeecmma vecmoma

®  PaK Ha Koxara v yCTHHTE (HEMENaHOMEH pak Ha KoxkaTa)

* cnabocT, HATBPTBAHKS M YECTH HH(DeKIMK (BEPOSTHH NpU3HALY HA aHEeMHA)

*  CHJIHO HaMaJeHO OT/E/AHE Ha YPHHa (BEPOATHH IIPHU3HALIA Ha OBOpeuHo HapyieHHe WK
HEJI0CTaTb4HOCT)

* otcnabBaHe Ha 3peHHETO WK GOJIKa B OYHTe TOpaii BUCOKO Ha/sAraHe (BEpOSTHH NPH3HAIH 32
HATPYTIBAHE HA TEYHOCT B CBJOBHA CJOH HA OKOTO (XOPOHANEH M3JIHB) MJTH OCTPA 3aKPHTOBIb/IHA
rjaykoma)

* 00puB, 3auepBeHa Koxa, TBIKH NO YCTHWTE, O4HTE UK ycTaTa, GenleHe Ha KOxaTa, Tpecka (BeposiTHH
NpU3HALM Ha epHTeMa MyNTH(OpPME)

*  MYCKYJIHH Clla3MH

*  Tpecka (yBelHueHa Temiiepartypa)

* cnaboct (acTeHus)

C'boﬁganane HA HEKeJIaHH PEAKIHH

AKO NoJTy4uTe HAKAKBH HEXeNaHu JICKapCTBCHH peakuuu, yBeaoMere Bamms nekap win (dapmariesT.
ToBa BrTIOUBA BCHYKHM BE3MOXKHH HEONMCAHH B TasH JIUCTOBKA HEMXeNaHH peakuuH. MosxkerTe chio 1a
ChOOLLMTE HeKENaHH PeaKLMH THPEKTHO Ype3 HallMOHANIHATA CHCTeMa 3a chobiaBane, B UsmbiHuTeIHA
areHuus 1o siekapcraara, yi. ,,JlamsH lpyes” Ne8, Tejt.: +35928903417, yeGeaiir: www.bda.bg. Karo
ChoOILaBaTE HeXeNaHN PeaKIIMH, MOXKeTe 1a JajieTe CBos NPHHOC 3a M0JTy4aBaHe Ha MOBeyYe
MH(pOPMALIAS OTHOCHO GE30NacHOCTTa Ha ToBa JIEKapCTBO.

5. Kak na cbxpanssare Caprer HCT

*  bBuucrepna onakoska camo: Jla ce ¢bxpansBa noa 30°C.
Ta6neren kouteiinep: Tosu nekapcTeen MPOMYKT He H3HCKBA CIIELHANIHH TEMIIEPATyPHH YCIOBHS Ha
ChbXpaHEeHHe.

* [la ce chxpaHsiBa Ha HEIOCTBITHO 3a Jiela MACTO.

*  He n3non3eaiire Tosa nexapcteo cnen CPOKa Ha MOZHOCT oTOe/3aH BbPXY KyTHsiTa, GHcTepa win
TabneTHus Konreiinep. CpoKbT Ha FOAHOCT OTroBaps Ha INOC/E/IHNS IEH OT NOCOYEHHS Mecell.

* He nsnonseaiire Caprer HCT ako onakoekara e NOBpe/IeHa WIH UMa NIPH3HALIM Ha BJIOILABAaHe
KaueCTBOTO Ha JIEKAPCTBEHHS TIPOJIYKT.

*  He usxsbpnsiite Hukaksu nekapcrea KaHAIH3alMATa WM B KOHTelHepa 3a IOMAIHK OTnaabIy.
Honwraiire Bawus dapmanest kax na H3XBBPITHTE JIEKapCTBaTa, KOWTO MOBEYE HAMA 1a
H3Mo13Bare. Te3n MepKH 1e CIOMOTHAT 3a ONa3BaHeTO Ha OKOJIHATA cpena.

6. Cobabpxanue HAa ONAKOBKATA H Apyra unopmanus
Kaxso cbaspxa Caprer HCT

- AKTHBHHTE BElllECTBa ca Ba/lcapTaH H XH/IPOXJIOPOTHA3HI.
Beska duimupana tabnerka chabpxka 80 mg valsartan u 12,5 mg hydrochlorothiazide.

..... Ei } 2 AN Oraeinorinia;
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Besika dunvinpana tabnerka ¢,

- Jlpyrute cheTaBkH ca:
Cvpyesuna na mabnemxkama.
MHKPOKPHCTa/IHa LIETy103a, JIAKTO3a MOHOXHJIpAT, KpOCKapMeJl03a HaTpHid, NoB
MarHe3ues cTeapar, CHIHLMEB IHOKCHA KoMouzieH 6e3BojeH:



Gurmoso noxpumue:
Caprer HCT 80/12,5 mg GpuamMupanu Tabnetku CBAbPKAT TNOJMBHHIIOB ATKOXOJ, TANK, THTAHOR
Anokcun (E171), makporon 3350, netwrun (ceabpika coeso Mmacno) (E322), xenesen OKCHJI, YepBeH
(E172), xenesen okcun sxwar (E172) u sxenesen oxeun uepen (E172).

b AADKCHA (174 RCHCRCH DRCUIL YeDReT 5 G B s g e BT} LA ATVMUHITE
! EAA0), RCHUTHE (CL Ly Rd COCEO MACHO) (E322)
Caprer HCT 160/25 mg GpUaAMHpann TabieTkn CLABPKAT NOJUBHHHAOB a1KOXOI. Tail i, THTaHoRB
AHOKeHa (E171). makporon 3350, swenesen ORCHILKBAT (E172), nenmrn (enan

eH (E172),

)/d COCBO Mac/10)

(E322). senezen oken, ye )BeH (E172), 1 skenezen OKCH/1 ye

Kak m3rnexpaa Caprer HCT u kakso ChAbPKa ONAKOBKATA

Caprer HCT 80/12,5 m g: PosoBu, kprrom, nsoiito H3ITbKHAIH, uiMHpany TabreTky,
11 x 5,8 mm, mamnosany ¢ ,»V* OT elHaTa ¢tpaHa u ,H” ot apyrara.

Caprer HOT 160/12.5 o :

;]‘\
1.2

¥ 3 I . 1 1/ g ’ l I
HW, JIBOHHO, MINLKHAN M,

Ty N e
Mg *Meprelii. opa.
[

0 MM, 1amMIoBami ¢ Voore aHara'’crpaya v 1" or 1PVIATA.

Caprer HCT 160/25 mg: ¢ IPAHKCBH, OBATHH. IBOHHO W3TLKIAN huavupann tadnerku.

[5 X 6 mm. wamnoeann ¢..V” or entHaTa cTpana u o1 npyrara,

Chanpxanne na onakoskata:
Baucrep:
7,14, 28, 30, 56, 98 u 280 Tabnerku

Ta6neren KOHTekHep:
7, 14, 28, 30, 56, 98 u 280 TabneTku

He Beuuku BHmoBe onakopku Morar 1a 6baat mycHaTH B nponask6a.

Hpurexaren na paipenienseTo 3a ynorpe6a
Egis Pharmaceuticals PLC

1106 Budapest, Kereszturi ut 30-38.

VHrapus

Ilpon3Boaurenn

Actavis Ltd.

BLB016 Bulebel Industrial Estate, Zejtun ZTN3000
Manra

Tel.: +356 2169 3533, fax: +356 2169 3604

E-mail; info@actavis.com.mt

H

Egis Pharmaceuticals PL.C
1165 Budapest, Bokényfoldi it 118-1 20.
VHrapus

H

Balkanpharma — Dupnitsa AD
3 Samokovsko Schosse Str.
Dupnitsa 2600

bbarapus




To3in nexapcreen NpOAYKT € paspemen 3a ynoTpe6a B cTpanATe-wIenKH H3 EC nog caegunre

HMeEHA:

Hcnaugns: Almertan

Bvarapus: Caprer HCT 80/12.5 mg, 160/12.5 mg, 160/25 mg ¢prIMupany TabreTxu

Yexus;
YHrapus:

Jlateus:

JIuTEa;

NMoama:

Sarteg HCT 80/12.5 mg, 160/12.5 mg, 160/25 mg film-coated tablets
BLESSIN PLUS H 80/12.5 mg, 160/12.5 mg,160/25 mg
Tensart HCT 80/12,5 mg, 160/12,5 mg, 160/25 mg tabletta

Tensart HCT 80/12,5 mg apvalkotas tabletes; Tensart HCT 160/12,5 mg apvalkotas 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

Crosaxus: VASOPENTOL HCT 80/ 12.5 mg, 160/12.5 mg, 160/25 mg

IIOCJ'[CIIIIO OpepasriexnaHe ga JHCTOBKATA:

Hexemspn, 2021 r,
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