JIncroBka: Undopmanus 3a norpeduTe s /JJ }‘JJ éj 7/‘7/‘J79;é

EL3YS -39/77 - 2025

BaJicapTaH/XUApOXJIOPOTHA3H/

film-coated tablets
arteg HCT 160/12,5 mg film-coated tablet

Sarteg HCT 160/25 mg film-coated tablets
valsartan/hydrochlorothiazide

IIpoueTeTe BHHMATEJHO NSAJIATA JHCTOBKA NPE/IH J1a 3all04YHETe 1a IPHeMaTe TOBA JIEKAPCTBO,

3al10TO T8 ChAbpPKa BazkHa 3a Bac undopmanus.

- 3amnasere Ta3u JMCTOBKA. MOKe J1a ce HaJIOXKH JAa s NpoYeTeTe OTHOBO.

- AKO MMare JIONMbJIHUTEJIHU BBIIPOCH, nonuraite Baluusa nekap unu papMaresr.

- Toaa nekapcTBO € NpeanucaHo €AMHCTBEHO U TMYHO Ha Bac. He ro npeorcrbrnBaiTe Ha 1pyru xopa.
To Moxke 1a UM HaBpeaH, HE3aBUCUMO OT TOBA, Y€ TEXHUTE MPU3HALIKM Ha 3a00/19BaHe ca ChIIUTE
kaTto Bawuure.

- AKO Mosy4yMTe HAKAKBH HE)KEJIAHW JIEKAPCTBEHHU peakLHH, ropopere ¢ Bamus siekap unu
¢apmanieBT. ToBa BKJIFOUBA BCHYKH Bb3MOKHH HEONHUCAHHW B Ta3H JIMCTOBKA HEXKEJIAHW pPEaKLIMM.
Bux T. 4.

B Ta3u aHcTOBKA:

1. KakBo npeacranaBa Caprer HCT u 3a kakBo ce u3roJi3Ba
2. KakBo TpsibBa aa 3Haere, npeau aa npuemere Caprer HCT
3. Kak na npuemare Caprer HCT

4. Bb3MOXXHH HEXKeJIaHW peaKLIHuH

5. Kak na cbxpansasare Caprer HCT

6. ChabprkaHUe Ha ONaKOBKaTa M Apyra HHQopmaLus

1. Kaxkso npeacraBiaasa Caprer HCT u 3a kakBo ce H3moJ13Ba

Caprer HCT cbabpika /1Be 1€eKapCTBEHHW BELIECTBA, HAPEYEHH BajicapTaH U XuapoxjaoporHasua. M neere
JieKapcTBa rnomarar Jla ce€ KOHTPOJIMpa BUCOKOTO KPbBHOTO HajsiraHe (XUIEepPTOHMS )

e Baicapran npuHaa/Ie)KU KbM KJ1ac JIEKapCTBA, M3BECTHU KaTO aHrHoTeH3MH Il peuentopuu
AHTArOHUCTH, KOMTO MOMArar /1a C€ KOHTPOJIMpa BUCOKOTO KPbBHO HajisraHe. AHruoteHs3uH 1l e
BEIIIECTBO B OpraHu3Ma, KO€TO Kapa Cbh/JI0BETE /1a CE CBMBAT M TaKa HaJIAraHETO Ha KPbBTa B TAX
HapacTBa. Bancapran 6710kupa edekra Ha aHruoreH3uH Il. B pe3yiarat, KpbBOHOCHHUTE CbhAOBE
Ce OTITYCKaT U KPbBHOTO HaJIiraHe ce MOHUKaBa.

e XHAPOXJOPOTHAZHA IPHUHAJIEKH KbM Ipyrna JiIeKapcTBa, Hapu4aHHU THA3UJHU JUYPETHLIH
(MO3HATH OLlEe KaTo ,,0TBOJAHABALLM ). XUAPOXJIOPOTHA3H/l YBE/IMYABA OTAEJISHETO HA YPHHA,
KOETO CbLIO BOJAM 10 MOHWKaBAaHE HA KPbBHOTO HaJIAraHe.

Caprer HCT ce u3non3pa 3a JiedeHHE Ha BUCOKO KPbBHO HaJiiraHe, KOETO HE MOXK€ YCIeLIHO aa Ob/e
KOHTPOJIUPAHO caMO OT €IHOTO JIEKAPCTBEHO BELLECTBO.

BHCOKOTO KpbBHO HaJissraHe yBeJiMyaBa padoTarta Ha CbpPLIETO U apTEPUUTE. AKO HE CE JIEKYBawTQ MOXKE
J1a YBpeIM KpbBOHOCHHMTE Ch/I0BE HA MO3bKa, ChbpLETO U ObOpeLTe, KaTo NMPUYHHH N -~
(yaap), cbpJe4Ha He0CTaTbYHOCT WK ObOpeyHa HeI0CTaThYHOCT. BUCOKOTO KpE / HQTYF
yBe/IHUaBa PUCKa OT Chp/ieueH npucThil. [ToHmkaBaHETO HA KPLBHOTO HasIsraHe YOXRE /2 G

OT pa3BUTHE HA TE3HU YBPEXKIAHMA.

o



2. Kakso 1psubsa 1a 3uaete, npean aa npuemere Caprer HCT

He npuemanite Caprer HCT
® AKO CTE &IEePrUHHY KbM BAICAPTAH, XHAPOXIOPOTHA3NA, cyihOHAMUAH (BEUIECTBA, CBBP3AHU C
XHUAPOXIOPOTHAZMA), COEBO MAcNo, (PCTbUYEHO MACNO MM KbM HAKOE OT MOMOILUHUTE BELIECTBA Ha

TOBa JIEKAPCTBO (ITOCOYEHH B T. 6).

® aKO CTE B NO-HANpPEIHA A 0T 3-MecedHa GpemenHocT, {Cbulo No-100pe € na He npuemare Caprer
HCT s panna 6peMeHHOCT, BUXk Pasnen ,.bpeMeHHOCT U kbpMeHe™).

® aKO MMaTe cepuo3HO 3ab0onsBaHe Ha YEPHUA APOO0, YBpeKaaHe Had MATKHMTE MK/bYHH MbTHLLA B
yepHus Apob (OunuapHa UMpo3a), KOETO BOAM A0 33/1PbhIKKA HA ¥ITbUKA B HEPHUA APOO (XOIeCTasa).

® aKO UMaTe cepHO3HO 3abondgsaHe Ha OLDpeumre.

® aKO He MOXETE Aa ypuHUpare (aHypua).

®  3KO CTE Ha JICYEHME C ,,M3KYCTBEH ObOpeEK™,

® aKO CTE ¢ NO-HUCKM CTOMHOCTH HA Kanusa W HATPUSA B KPbBTA OT HOPMAMHO WJIM HMBATA HA KajiuMsa B
KPBbBTA Ca [10-BUCOKM, HE3ABUCHMO OT NPOBEKAAHOTO NIEUEHHE.

®* aKO UMare rojarpa.

* ako umarte auadbeT U yBpeaeHa OLOpeuHa MYHKLUMA U CTE HA NEUEHHUE C IEKAPCTBO 33 MOHWKABAHE
Ha KPbBHOTO HANfiFAHE, ChAbPMKAUIO aTHCKHPEH.

AKO HAKOE OT FrOpHHUTE CbCTOSIHUA Ce OTHACH 3a Bac, He npuemaiiTe TOBa J1€KAapCTBO U roBOpeTeE ¢
Baiwun nexap.

[Mpeaynpexiaenns H npeanaiinu MepKH

"oBopeTe ¢ Bawuusa nexap uiau papmauest npeau npuemanerTo Ha Caprer HC'T

® aKo CTe uManu npobnemy ¢ AMaHeTo UK BenuTte ApodoRe (BKNIOUMTENHO BbL3NAJTEHHE UK
TeuyHOCT 8 Oenute ApoboBe) cnen NpueM Ha XUAPOXAopoTHA3Kd B MUHAJIOTO. AKO Pa3BHeTe TEXhK
3aJlYX MM 3aTpyaHeHo avwaHe cned npuem Ha Caprer HCT, HezabaBHO noTspceTe MeAHUMHCKA
MOMOLLL.

® AKO CTC MPHUEMANIM KATUH - 3a0BbPKALUM JIEKAPCTBA, KATMEBU 100aBKW WY 3aMECTHTENM Ha CONTA,
CbABLPKALUM KANWH MM APYTH NPOAYKTH, KOMTO YBENMUaBaT HUBOTO HA KAJIMM B KPbLBTA, TAKWBA
KaTo XenapyH. BawuaT nekap MOxKe peloBHO Ja MPOBEPABA HUBOTO HA KaA/IMA B KPbLBTA.

®  aKO UMATE HUCKH HWBA Ha KaJWH B KPbBTA.

®  aKO CTE C JIHAPHA KUJIM TEKKO NOBPLILAHE.

®  AKO npHeMare BUCOKH 03U AMYPETULIK (OTBOAHSBALLM).
®*  aKO CTE C TEXKO ChpAEUHO 3a00MaBaHeE,

®  aKO CTpanare OT ChbPACYHA HEAOCTATLYHOCT WY CTE Npekapany undapkT. BHUMaTenHo cneasanTte
NPEANUCaHOTO OT Jiekaps. BaluunAaTt nexkap Moxe ¢bLUO Aa u3caensa OuOpeuHaTta Bu dyHkuus.

®  aKO MMaTe CTEeCHABAHE Ha ObOPEUHUTE APTEPUN.

e ako Hackopo By e npaBeHa 6bOpeuHa TpaHcnaaHTauMs (npucaaes OLOpek).

® aKO CcTpanare OT XWINEepaIA0CTEePOHK3IbM. ToBa ¢ 3a001sBaHe. NpY KOeTo HanOLOpeuHaTa xesa
MPOU3BEN(AA TBLPAE rONIMO KOMHMYECTBO OT XOPMOHA aNAOCTEPOH. AKO TOBA C€ OTHacs 3a Bac,
npunoxeHneto Ha Caprer HCT He ce npenopnusa.

® aKO CTe ¢ uepHoapobHO Unu 6BLOpeuHo 3abonssane.

®  aKO HAKOTa CTE MMaNH NOAYBRAaHE HA €3MKa HJIM NTHUETO NPHUUYKUHEHO OT aJEPriuHa PEAKIMA HAPEUEHa
AHTMOHEBPOTUYUEH OTOK, KOTATO CTE NpHeMau Apyro JiekapcTso (Brawuutendo ACE unxuburopn).
Axo Te3u cumntomu ce noaeaT korato npuemare Caprer HCT, cripete npuema Ha Caprer HCT #
He3abaBHO KaXkeTe Ha Bawusa nexap. Huxora noseue He TpaOera na Bu Obae npeanucean Caprer
HCT. BukTe ¢BlO T. 4 BB3MOXHK HEXKENAHW peakumni.

®  aKO KMAaTE Tpecka, oOpHB M CTaBHU DONKKU, KOWTO MOraT aa ObAaT Npu3HauM Ha CUCTEMEH NYIyC
eputematolyc (CJIE - aBroumyHHO 3a0osisBaHe).

e aKko cTe ¢ avadber, nonarpa, BUCOKM HMBA HA XOJECTEPOJ MJIHM MAa3HHUHU B KPHBTA.

® aKO CTE AlCPTrHUHHKU (MMATE CBPBLXUYBCTBUTENHOCT) KbM APYTIH JIEKAPCTBEHU NIPOAY
rpyna Kkarto pasicapTaH (aHruoTeH3uH 1l peueNTOPHHU AHTArOHUCTH) UITU UMATE

® aKO NOYYBCTBATE HAMaleHWe Ha 3peHUeTo unu 6onky B ouuTe. ToBa MOXKe Na
HATPYMBAHE HA TEYHOCT B CHAOBHA C/IOH HA OKOTO (XOPOWAANEH HINKB) KIH




HaNAraHeTo BbB BalluTe ouM 1 MOXKeE 1a ce C/1yHH 4acoBe A0 CEAMULH OT 3anousaHeTo Ha Caprer
HCT. To Moxe aa AoBeae A0 nocrofHHa 3arydba Ha 3peHMe, aKo He e NIeKyBa, AKO Mpeau CTe HManu
ANEprus KbM NEHUUHAUH UH cyndoHamuaun, Bue Moxe na cTe ¢ NO-BUCOK PUCK OT Pa3BUTHE HA

TOBd,

¢  MOXeE Ja NPHYMHU YBeSHUEHA YYBCTBUTEITHOCT Ha KOXATA KbM ClIbHLE.
®  aKO [IPUEMATE HAKOE OT CJISAHWTE JIEKAPCTBA, W3MON3BAHM 3d JIEYEHHE HA BUCOKO KPbBHO HANIATaHE!
—  ACE unxubutop (Hanp. eHananpun, JTW3MHONPUN, PAMUIIPHI), OCOOEHO ako umare ObOpeHHH
npobneMu, CBLP3aHH ¢ auadera.

—~  @JHUCKUpEH.
BawuaT nekap Moxe peJoBHO Aa uscaeaBa Obbpeunata Bu dyHxums, KpbBHOTO HATATaHe U
KOJIMYECTBOTO Ha ENIEKTPONNTHTE (Hanp, Kanui) B kpuBTa Bu. BrxTe cbILO MHpOpMauuaTa

o3arnaseHa ,,He npuemaitre Caprer HCT™,

¢ aKO CTE€ UMATTH paK Ha KOXaTa MK aKo NONYyHWUTE HEOUAKBAHA KOXHa JIE3Ud 110 BPEME Hd JICHEHULTO.

JleueHUETO ¢ XUAPOXNOPOTHA3KA, OcODEHO NPoABIKMTENHATA ynoTpeda Ha BUCOKH A03H, MOXeE 13
[IOBMLLIYN PUCKa OT HAKOU BUAOBE paK Ha KOXaTa M YCTHUTE (HEMENAHOMEH paK Ha KO¥XaTa).
JauIMTeTe KOXKATa CH OT MajlaraHe Ha CAbHUE U YATPaBUONETOBUTE TbUK, 1okaTo npuemMare Caprer

HCT.

Jeua u noapacrsalin
Ynotpebara Ha Caprer HCT npu aeua v roHowy (oA |8 roanMHu) HE ce NpenopbyBa.

Tpabsa na xaxere Ha Bawna nekap, ako cmarare, 4e cre (nny duxre morau aa cre) dOpemenna. Caprer
HCT He ce npenopbuBa B paHHUTE MeCelM Ha OPEMEHHOCTTA, 3alll0TO MOXE CEPUO3HO Aa YBpeau
Bawerto 6ebe, ako ce npuema cnea 3-THA Mecell Ha DpeMeHHOCTTa (BMXK TOUKA BpeMEHHOCT U KbpMEHE).

CoBopere ¢ Baliug nekap, ako uMarte kopemHa Dosika, rajieHe, NoBpbilaHe UAK AXapUa Clel rpueM Ha
Caprer HCT. BaluuaT nekap Lue B3EMe pelleHUe 3a NO-HaTaThWHO nevenne. He cnvpaiite npuema Ha

Caprer HCT camu.

Apyru nekapcrsa 4 Caprer HCT
KaxkeTe Ha Baling nekap Uiy hapMaueBT ako [IPUEMATE, HACKOPO CTE MPUEMANIM WKW MOXKE 12

NPpHUEMATE APYIH JICKADCTBAG.

EdexkTbT Ha neueHHeTo Moke Ja Obae nosausaH ako Caprer HC'T ce npuema ¢ HAKOM Apyry NekapcTsa.
Moxe na ce HanoxKu Bawvsat nekap oa npoMeHy ao3ata By w/uny na BieMe APYTryd NpeanasHy MepKH,
ToBa ce oTHACs 3a CNeAHUTE NEeKapCTRA:

« axo npuemare ACE uxxubuTop nnu anuckupeH (BHXTe CblLLO HHPOpMauuaTa o3arnaseHa , He
npuemaiTe Caprer HCT" u ,[lpenynpexaenns U npeanazHu Mepku™).

s JIATHH, NEKapCTBO U3NOA3BAHO 33 NEYEHHE Ha HAKOM BHAOBE NICUXMATPUUYHH 32005 BaAHKA

s NIEKApPCTBA, KOWTO NOBIMABAT WK Morar Aa ObAaT MOBJUMAHU OT HUBATA HA KaJIMi B KPbBTA, KAaTO
IIUTOKCHH, 33 KOHTPOJ HA CbPAEUHHUS PHTBM. HAKOH AHTHIICUXOTHYHH JICKAPCTRA

e  J1eKapCTBa, KOMTO MOraT Aa yBENMUAT HMBATA HA KaNWil B8 KPbBTA KATO KaJueBH 0100aBKH,
3aMECTHUTEJIM HA CONTA, ChAbPMKAILM Kanuil, Kanui-3albpxatly 1eKapCTBa, XenapuH

s JIEKAPCTBA, KOMTO MOXE Ja HaMallAT HUBOTO Ha Kanui B KPLBTA, KaTO KOPTUKOCTEPOUAH, HAKOH
CnabUTeNHH

e JNexapcTsa, M3nonisanu 3a neueHue Ha XUB/CITHMH undekunu (putoHasup). Tean nexapctea Morar
na yeenuuat eexta Ha Caprer HCT

e JIEKapCTBa, KOWTO MOraT aa npeau3Bukar ,torsades de pointes™ (HEpUTMHMUHA CbpAEUHA ACHHOCT),
KaTo aHTHAPHTMHULUM (hexkapcTBa 3a ChpaeUHH NpoDAEMH) K HAKOU aHTUTICUXOTHLH

e JNIEKApPCTBA, KOMTO MOTAT 1a HAMAJAT KOJMMUYECTBOTO Ha HATPpHi BbB BalueTo TANO KaTo
AHTHAETNPECAHTH, AHTUIICHXOTHLM, AHTHENUIENTHLH

o IMypeTHUM (OTBOAHABALUM), JIEKAPCTBA 34 NoAarpda, Karo ajonypuHoi. BuraMur L2 Preamnnds
noOaBky, JieKapeTia 3a neyeHue Ha arader (npes yorata Ui MHCYJIUHHK) / ﬂtml?‘




e JIEKApPCTBA 3a YBE/IMYaBAHE HA HMBATA HA KPbBHATA 3aXap. KaTo JIMA30KCH]L

e JIEKAPCTBA 32 JIEUCHME HA PAK KaTO METOTpEeKCcaT Wil LrKiIohochammuil

e  OOJKOYCIMOKOSIBALLM KATO HECTEPOU/IHK npoTuBoBb3nanuTeHn cpeacrsa (HCIIBC), sBkaouunTesHo
CEJIEKTUBHHUTE LIMKII0OKCHTeHasa-2 uHXuouTopu (COX-2 HHXHOUTOPH) M aceTUICAITHIINIIOBA
KUCEIMHA >3 ¢

e JIEKAPCTBA 3a APTPUT

e JIEKApCTBA 3a OTIYKCAHE HA MYCKYJIMTE, KATO TYOOKYpapHH

e  AHTHUXOJIEHEPruyHHM JIeKapCTBa, KATO aTPOIUH HIIM OUNEpH/IEH

e aMaHTaaMH (JIeKapCcTBO 3a JeueHue Ha OosiectTTa Ha [lapkMHCOH K npoduiakTKa Ha rpui)

e  XOJECTHUPAMMH W XOJIECTHUNOJ (3a TPETHPAHE HA BUCOKHM HUBA HA MA3HWUHH B KPbBTA)

¢  UMKJIOCIIOPHH, 3a Npe/na3BaHe OT OTXBBbPJISIHE HA MPHUCA/IEH OpraH

e  HAKOW @aHTHOMOTHUM (TeTPALMKIUHH, pUpAMITULIMH)

e  AJIKOXOJI, YNOHBALLK BEULIECTBA U YCIIOKOUTEJIHH

e kapOamasernuH, 3a JieYeHUe Ha npunaabLm

e  HOJIHM KOHTPACTHH BelllecTBa (Cpe/icTBa, U3I0J3BaAHN 32 KOHTPACTHH M3C/IeABAHMS )

Caprer HCT ¢ xpanu u ajikoxoJ

Moxe na npuemare Caprer HCT ¢ nimn 0e3 xpaHa.

M30sreaiiTe aikoxoJuia npeau jga ropopure ¢ Bawums jiekap. AJKOX0JbT MOKE J1a J10Be/1e 10 Cria/laHe Ha
KPbBHOTO HajsraHe u/ujiu J1a yBEJIUYM PUCKA OT 3aMasiHOCT WK NPUMaJIsiBaHe,

bpeMeHHOCT H KbpMeHe
AKO cTe OpeMeHHa MKW KbPMUTE, MJIM MUCIIUTE, Y€ MOXKE J1a CTE OpeMEeHHa, WM TJlaHupare jla umare
aete, nonuradTe Bawus nekap uian dapmalieBT 3a CbBET, MMPEAN Aa B3EMETE TOBA JIEKAPCTBO.

e« Bue TpsioBa 1a kaxere Ha Bamus gekap, ako cre OpemeHHa MM MOXKe /1a 3a0pemeHeeTe.
OOMKHOBEHO, JiekapsT uie Bu npenopbua na cnipere aa npuemare Caprer HCT npeau j1a 3abpemeneere
WJIW BeJiHara clie/l Kato CTe y3Haiu, ue cre OpemeHnHa v e Bu npenopbua aa npuemare Apyro
nekapcTo BMecto Caprer HCT. Caprer HCT He ce npenopbuBa B paHHa OpeMEHHOCT U He Tps0Ba /1a ce
M3M0J3Ba CJIeJ1 3-TH MeCell Ha OPeMEHHOCTTA, Thil KaTO MOKeE J1a NPeJIM3BMKA Cepro3Ha Bpe/1a Ha
Bawero 0ebe B ciiyuai ue ce u3noJi3sa cje/l TPETUsi Mecell Ha OpemMEeHHOCTTA.

« Bue TpsiOBa na kaxxere Ha Bauiusi jiekap, aK0o KbPMHTE HJIH LI1€ 3a1104MBATE /14 KbpPMHUTE,
Caprer HCT He ce npenopbuBa Ha Maiku-KkbpMauku, Bawuar jekap moxe a1a usdepe JApyro JeHeHume
AKO MCKaTe Jla KbpMHUTE, 0c00eH0 ako 0edeTo B1 € HOBOPOJAEHO HIIH HEJIOHOCEHO.

LLogpupane n pabora ¢ MmatiuHH

[Ipeaun na wodupare 1 U3Noa3BaTe HHCTPYMEHTH HIIM MALLIMHH, WK J1a U3BbpUIBATEe AKTHBHOCTH, KOUTO
M3UCKBAT KOHLIEHTpALIMA, yBepeTe ce, e 3HaeTe Kak Bu Bb3jaeicrea Caprer HCT. IoaoOHo Ha apyr#
JIeKapcTBa 3a BUCOKO KpbBHO Hajisirane, Caprer HC'T moxke J1a npe/in3BuKa B pejlku ciiyuyan CbHJIMBOCT
M yMOpa, KOMTO 2 MOBJIMAAT CITIOCOOHOCTTA 338 KOHLICHTPALIUA.

Caprer HCTcebabpika j1akTo3a
AKO cTe Ounu uHpopmupann ot Bawus 1exkap. 4e UMaTe HEMOHOCUMOCT KbM HSIKOW BHIOBE 3axapu,
CBbpKETE ce ¢ Bailuus siekap npeau aa 3arovyHeTe rnpueMa Ha JjJeKkapcTBoTo.

Caprer HCT cbabpika coeBo mac.io
AKO CTE ajlepruyHM KbM (PbCTHLM WK COSl, HE NPUEMAKNTE TO3M JIEKAPCTBEH MPOAYKT.,

Caprer HCT cbabpika HaTpHUH
ToBa slekapcTBO ChaAbpKA M0-ManKo OT | mmol HaTpuil (23 mg) Ha TabneTka, T.€. 110 CblIECTBO HE
ChAbpiKa HATPUH.




3. Kak aa npuemate Caprer HCT

Buuary npuemMaiite ToBa ekapcTBO TOUHO KakTo Bu e npeanucan Bawus nexap vnn ¢apmauesT. Taka
i€ UMa Hail-100pU pe3ysiTaTi U LI €& HaMAJIM pUCKa OT HEXENaHu peakumy. B coyual. ve He ¢Te
CUMYPHU KaK [d B3eMaTe NEKapcTBOTO, YTOHHETE TORa ¢ Bauns nexkap wnu gapmauesT.

Xopa ¢ BUCOKO KPbBHO HalsiraHe uecto He 3abesisi3aT npusHauure Ha rpodiema. MHOro 01 TAX MOXKe
Na c€ YyBCTBAT HAMBJIHO HOPMANHO. 3aTOBA € TOJIKOBA BAXHO Aa NOCEIUABATE 1€KAPs, KAKTO €

YrOBOpPEHO, I0PH ¥ Aa ce YyBcTBare aodpe.

BawusT nekap we Bu kaxke TouHo koako tabnerku Caprer HCT aa B3emare. B 3aBUCHMOCT OT TOBA,
KaK OTIOBapsITE HA NEUYEHHUETO, JIEKAPAT MOMKE 1a NPEASIONKHU NO-BHCOKA WM NO-HUCKA 103a.

« [lIpenopnusanara no3a Caprer HCT e enHa TabneTka N1HEBHO.

e He npomeHsiiTe no3ata U He cnupaiiTe NpUeMaHeTo Ha TabneTkute OE3 J1a CTE C€ KOHCYNITHPANK ¢
Bawus nexap.

« ToBa nekapcTso TpabBa ga ce B3eMa Mo €IHO U ChLLUO BPEME Ha AeHS, OOMKHOBEH CYTPHH.

e MoxkeTe Ja npuemare TabneTkuTe ¢ UK DE3 XpaHa.

o [Ipuemere TabneTkara ¢ yalwa BoAa.

AKO cTe npuenn nosede oT HeoOxoaumara a03a Caprer HCT
AKO MOUYBCTBATE CH/THA 3aMasiHOCT W/ WM NpuMaiaBaHe, NETHETE U ¢ CBbpeTe ¢ Bauivs nexap.
AKO CTE MpHUENH No CiydaiHocT rnoseye Tabnetiy, obbpHere ce kbM Balius nexap, hbapMauesT UK

boHULA.

AKo cTe nponycHany ga npuemere Caprer HCT

AKo 3abpaBuTe 12 B3IEMETE €1Ha 1032 OT JIEKapCTBOTO, TPAOBa 1a s BIEMETE NPU MbpBa Bb3IMOMXKHOCT.
AKko obaue e BpeMe 3a crieiBalluA [IpUeM, He B3eMalTe nNporycHaTara 103a.

He B3emaiiTe ABOiHa A03a, 32 /1a KOMIIEHCUMpaTE NponycHarara 103a.

Axo cre cnpeau npuema Ha Caprer HCT

CnupaHeTto na nedeHunero cec Caprer HCT Moxe na 1oBeae 10 BnowasaHe Ha BUCOKOTO KPbBHO
HasisraHe. He cnupaiite npueMa Ha ToBa JIeKapcTBO, OCBEH ak0 BawuaT nexap Bu kaxe ga ro
HaIpaBHTE.

AKO UMaTe NOMBIHWTENHKW BhNPOCU OTHOCHO yroTpedaTa Ha TOBa NeKapceTBo, nuraidte Battina nexap
Win dapMaLesT.

4. BBb3iMOKHH HeXeJlaHH peakuuH

KaTo BCHYKH APYTH NEKapCTRA, TOBA AEKAPCTBO MOXKE [1d MPUYMHU HEXENAHU PEAKUHNY, BHIIPEKM YE HE
BCEKHM 'Y nonyyaea.

YecToTaTa Ha HEXENaHUTe peaKuuy, ONMCaHKW NO-A0MY, CE ONPeaens Cnopen cieaHara PopMyINPOBKa:
e MHoro yecTu: Morar Jia 3acerHar nosede ot | Ha 10 aywu
« Yectn: Morar aa 3acerdar o | Ha 10 aywu
» HeuecTu: Morar aa 3acernar ao 1 Ha 100 aywu
« Penku: Morar na 3acerdat Ao | Ha 1 000 ayuu
» MHoro penaku: morat aa 3acerHat 4o | Ha 10 000 aywu
o C HeusBecTHa uecToOTa: YyecToTara He MOoXe 1a ObAe onpeaeneHa OT HATHMUHHATE OAHHHU

HAMECA.

Bue Tpabpa He3abaBHO aa BManTe Bauivs nekap, ako novyBCTBaTe HAKOH OT CH
AHMMOENEM, KaTo:




* OTOK Ha JIHLIETO, €3UK WK I'bjiTaua

* 3aTPYAHEHHE B NPErIbLIAHETO

* ypTHKapus (0OpHB) W 3aTpyAHEHHUA MPU AULLIAHE,

AKO DOJY1HTE HAKOH OT Te3H CHMNTOMH cupete npuema Ha Caprer HCT n HezabaBHo ce
cebpxere ¢ Bamng Jekap (BuxTe chmo 1. 2, JIpenynpexaenns 1 npegnazan Mepka®),

JApyrure HeXKeJIAHH peaKlHH BK/JIIOYBAT:

Hevecmu

¢ KaulLlMua

¢  HHUCKO KPBBHO HansAraHe

*  3aMasiHOCT

 JEeXWApaTalus (C KaKa, CYXOTa B YCTATa H €3UKa, PAAKO YPHHHPAHE, TBMHA YPHHA, CyXa KOXa)
s MYcKyJiHa 00sika

s  YMOPSEMOCT

¢ HIMIICHE WIM H3TPbHABAHE

* 3aMBIIEHO BUXKAAHE

* IIYMOBE B YIUHTE (Hamp. CBUCTEHE, XKY>KEHE)

Mnozo pedxu
¢ CBCTOBBPTCK
e NHapHi

e CTaBHa Oonka

C nHeussecmna wecmoma

* 3amyx

e CHJHO HaMajIeHO OTAE/IAHE HA YPHHA

* HHMCKH HMBA Ha HATPHH B KPBBTA (MOHAKOra C raIcHE, YMOPAEMOCT, OOBPKAHOCT, HEPA3NOIOKEHHE,
I'bPUYOBE)

* HHCKH HUBA Ha KANMH B KPBBTA (HOHSKOra ¢ MyCKyJ/IHa Cl1abocT, MYCKYJIHH CNa3MH, HEpMTMHUYHA
CbpACYHA ACHHOCT)

* HamaJyieH Opoi Oenn KpbBHH KIETKH (C NPH3HALM KATO TPECKa, KOXHH uHbEeKLMH, 6OJIKH B LPAOTO
WJIM yCTaTa, A3BH, ABDKALIHY ce Ha HH(EKUHHU, crabocT)

* MOBHIICHO HHUBA HA OWTHPYOHH B KPBBTa (KOETO B TEXKKH CIIY4aH MOXKe Aa JOBEAE A0 NOXKbATIBAHE
HA KOXAaTa H OUUTE)

* YBEJIHYEHHE HA HUBATA HAa YPEHHHA a30T B KPbBTA H Ha KPeaTHHHH {KOETO MOXKe [1a M0Ka3Ba
yBpeneHa 0bp0peuHa ¢hyHKuMA)

* YBEIUYAHO HUBO HA [TMKOYHA KHCEJIMHA B KPBBTA (KOCTO B TEXKH CITy4au MOXKE A2 OTKITIOUH
noaarpa)

* CHHKOMN (MpUNAILK)

Hexenann peakiHH HaG/I01aBAHH CAMOCTOATENHO C BANCAPTAH WIH XHAPOXJIOPOTHASHL

BancapraH

Hevecmu
*  YYBCTBO 34 CBETOBBLPTEXK
e KOpeMmHa Oonka

Mruoco pedxu
* HHTCCTHHAJICH AHTHOEJICM: TIOAYBAaHE Ha YepBaTa, MPOSBABAILO C& CbC CHMIITOMH KaTO KOpeMHa
Ooika, raneHe, NOBpBILAHE H AHAPHSA

C Heuzgecmua wecmoma

» o0pa3yBaHe Ha MEXYDH 110 Ko)kaTa (IpH3HaK Ha 6y/103€H 1epMaTHT)

*  KOXeH oOpHB ¢ WiH €3 Chpbesk, 38€1HO C HAKOH OT CJIEIHHTE TIPHU3HALIH:
MYCKYJIHa 60J1Ka, NOAYTH THMOHH BB3JTH WWIH MPUMONOAOGHH CHMITTOMY




o6pHB, NMNaBO-YE€PBEHH NETHA, TPECKA, ChpPOEN (NPHU3HALM HA BH3NATEHHE HA KPhBOHOCHHUTE
CbJ0BE)

HamaseH Opoi Ha KPbBHHUTE NAOYHLM (NOHAKOTA ¢ HEOOMYANHO KbPBEHE W)IM KPhBOHACAIaHNS )
yBENMYEHNE Ha HUBOTO Ha KAJIMH B8 KPBLBTA (KOETO MOXE B TEXKUTE CltyUan Aa J0BEAC 10 MYCKYJTHU
Cr1ia3MK M HEMPABUIIEH CbPAEUYEH PUTHM)

anepruyuHm peakuru (c npuaHauy karo o6pus, cbpbex, yprukapms, 3aayX U 3aTpyRHEHO
rperabllaHy, 3aMasiHoCT)

MMOAY8aHE [JIABHO Ha JIMLETO U r'bprioTo, o0puB, chpbex

yBEJIMYEHHUE HA CTOMHOCTHTE Ha YepHOAPOOHHTE Noka3arenu

HaMA/IEHUE HA HUBOTO Ha XeMOrao0KHa 1 HaManeHUE Ha YEPBEHUTE KPbBHM KNETKM (KOETO MOKE B
TEXKKHWTE Cyyau [a J0BEAe 10 aHEMHA)

ObOpetHa HE10CTaThbYHOCT

HHUCKH HUBA HA HATPUM B KpBbBTA (NOHAKOra C TaA€HE, YMOPAEMOCT, 00bPKAHOCT, HEPA3NONOKEHHUE,
"bPUOBE)

XHKAPOXNOPOTHAHA

Muoeco vecmu

HUCKN HMBA HA KAJIMA B KpbBTA
NOBUILEHME HA TUNTUIUTE B KPLBTA

Yecmu

HUCKH HUBA HA HATPUK B KPBLBTA

HWUCKM HWB& H& MarHe3uH B KPLBTaA

BUCOKHM HMBA HA [MMKOYHA KHCEIIMHA B KPLBTA
cbpOaL OOpUB U Apyry BuaoBe 0OpUBH
HaMajleH aneTuT

cnabo rageHe, NOBpbLLIAHE

NpyUMalsBaHe, NPUNANAHE NPK H3NPABAHE
UMNOTEHTHOCT

Peoxu

NOAYBAHE W ITBITKM NO KOxKaTta (nopaay yBeNUyeHa YYBCTBUTENHOCT KbM C/TBHLUE)
BHUCOKW HUBA Ha KalllUk B KPBLBTA

BMCOKHW HMBA Ha IJ1KOK03a B KPLBTA

3axap B ypuHara

BIIOUIaBaHE Ha AHA0ETHOTO METabONMTHO CBCTOSHUE

3anex, Auapus, CTOMalllHO-4peBeH AUCKOMGOPT, YepHOApoOHK HapyLIEHNE, KOMTO MOraT Jda ce
[TOABAT 3a€AHO € XBJTA KOXKa H 04U

HEPUTMHUHA CbpAeuHa AeHHOCT

rnapobonue

HapYUIEHUSA HA CbHSA

ThAKHO HACTPOEHHUE (J1enpecus)

HamalleH OpoH Ha TpoMOOUMTHTE (MOHAKOrA € MTOAKMKHO KbPBEHE UK KPbBOHACHAAHE)
3aMaAsHOCT

H3TPBLMBAHE MW CKOBABAHE

3PUTENTHY HAPYLUEHUH

Mnoeo peoku

Bb3NaleHUe HA KPEBOHOCHHUTE ChAOBE CBC CHMITTOMU KaTO 00puB, N1MNaBOo-U€pBEHHU METHA, TPpecKa
(Bb3MaIeHHUE HA KPBBOHOCHHUTE ChAOBE)

00OpuB, CbpOEXK, YPTUKAPUS, 3alyX UK 32TPYAHEHO NPerfibuaHe, 3aMmasHOCT (peaxkLry Ha
CBPBLXY4YBCTBHUTENHOCT)

TEXKO KOXHO 3a00JisiBaHe, KOSTO NPUUHUHABA OOPHB, 3a4epBsiBaHe Ha KOXKAL4
YCTHUTE, OUUTE UM yCTAT], OJIKOLLBAHE HA KOXaTa, Tpecka (TOKCHUHa € /.-
OOpUB NO JIMUETO, CTABHA 00JIKA, MYCKYJIHU HAPYLWIEHUA, TPECKA (EBEHTH {40
epUTEMATOZYC)




s CH/IHA cTOMaIlHA O0/ka B rOpHaTa 4acT Ha CTOMAaxa (BEpPOATEH NMPU3HaAK 3a MaHKPEATUT, BB3NANICHHE
Ha 3a/ICTOMALIIHATA HJ1e3a)

e 3aTpyJHEHO AMILAHE C BUCOKA TEMIMEPATypa, KallIKLia, XPHUIIOBe, 3aJyX (pecnupaTopeH AUCTpeC,
BKJIFOUHTE/THO MMHEBMOHHT Y 6enoapobeH O0TOK)

¢ OCTBD pecnupaTopeH AucTpec (MpH3HALMTE BIUTIOUBAT TEXBK 3ayX, TPECKa, CJIabocT
06 BpKaHOCT)

e Tpecka, 0ONE3HEHO I'bPiO, MO-UYECTH HH(pEKLMH (BEPOATHU MPH3HALIM Ha arpaHyNoOLMTO3a)

¢ 0Onena koxa, yMOPAEMOCT, ,,ocTaBpaHe 6e3 AbX", TEMHA YPHHA ( BEpOATHH NMPH3HAUM Ha XeMOJIKTHYHA
aHeMH)

e Tpecka, 6ONKM B I'bpJIOTO WIH pa3A3BABAHE HA YCTATa, AB/DKALUM C& HA HHPEKUHH (BEPOATHH
NMPU3HALY Ha JIEBKOMEHHA)

» 00BPKAHOCT, YMOPAEMOCT, MYCKYJIHH [IOTPENBAHUI H CIa3MH, YYECTEHO IHIIAHE (BEPOATHH
MPH3HALK HA XHMOXJIOpPEMHHYHA a1Ka/103a)

C neuzgecmua yecmoma

*  paK Ha KOXaTa U YCTHHTE {HEMEJTAaHOMEH pak Ha KoXara)

e ¢nabocT, HAaTHLPTBAHHA U HECTH HHDEKLIHH (BEPOATHH NPU3HALK Ha AHEMHSA )

e CHIHO HaMAJEHO OTAe/sHe Ha YpHHa (BepOATHHU MpH3HauU Ha 6LOpeuHo HapyLIeHHe Wi
HEeIOCTATHYHOCT)

« orcnaOBaHe Ha 3peHHeTo WK 00/1Ka B OYHTE NOPaAM BUCOKO HaNAraHe (BEpOSTHH MPH3HALY 32
HATPYIIBAHE HA TEYHOCT B CHAOBMA CJIOU HA OKOTO (XOPOHIaEH H3IHUB) HUIIH OCTPa 3aKPUTOBIb/IHA
rnaykoma)

e 00puB, 3auepBeHa KOXKa, MbIKH 10 YCTHUTE, OYUTE WIH YCTaTa, OeneHe Ha KO)KaTa, TPECKa (BEPOATHH
MPH3HALK HA epuTeMa MyaTudopme)

*  MYCKYJIHH Cna3MH

» TpecKa (yBeJlHUEHa TeMIiepaTypa)

e cnabocT (acTeHus)

Cro0maBaHe HA HEXKEJAHH DEAKNHH
AKO MoNy4YuTe HAKAKBH He)keNaHH JIEKapCTBEHH PEaKkLuH, YBeaoMeTe Balus nekap WiH ¢papMaLeBT.

Topa BKTHOUBA BCUYKH BB3MOXHH HEOIMHUCAHH B Ta3u JIMCTOBKA HEKeJIaHH peakund. MoeTre ¢bLllo jJa
cHOOLIHTE HEXKENTaHH peakiLiMM JHPEKTHO Ype3 HauHOHA/IHaTa CHCTeMa 3a chobluaraHe, B M3nbiHUTEIHA
areHuMs 1o nexapcTeara, yi. ,, JJamsan I'pyes® Ne8, Ten.: +35928903417, yebcaitT: www.bda.bg. Karo
choOLIaBaTe HEXETaHH peakLiMK, MOXKETe Aa Aafere CBOA NMPUHOC 3a MOTy4aBaHe Ha OBeYe
HH(opMaLUsa OTHOCHO 6€30M1acHOCTTa Ha TOBA NEKApPCTBO.

5. Kak na chxpanasare Caprer HCT

 bBnaucrepna onakoska camo: Ja ce cexpausasa nox 30°C.
TabneTeH koHTeliHep: To3u NnekapcTBeH NPOAYKT HE M3MCKBA CIIELIMAIHA TEMIEPATYPHH YCIOBUSA Ha
CbXpaHeHHE.

 Jla ce chXpaHsBa Ha HEAOCTEITHO 33 AEUA MACTO.

 He usnon3paiiTe TOBa MEKaPCTBO CJIEH CPOKA HA MOAHOCT O0TOENA3AH BbPXY KyTHATa, OiIMCcTepa iU
TabneTHus KOHTEHHEp. CpOKET Ha TOAHOCT OTrOBAPA HA NOCACAHUA T€H OT NOCOYCHHA MECeL,

« He nanon3sadre Caprer HCT ako onakoskarta € IOBpeAeHa WIM UMa [IPU3HALIM HA BIOLIABAHE
KayeCTBOTO Ha IEKAPCTBECHUA NMPOLYKT.

« He u3xBbppasiTe HUKAKBH JIEKAPCTBaA B KaHAJIM3aLMATA HIH B KOHTEHHEpPA 3a NOMAalllHK OTNANBLIY.
[TonuraiiTe Bamus gapMaueBT Kak Ja U3XBBPJIUTE JIeKApCTBaTa, KOUTO NMOBEYe HAMA Ja
M3MOJ3BATE. T€3H MEPKHM LLE CMIOMOrHAT 33 0fla3BaHETO Ha OKOJIHATA Cpela.

6. ChabpxkaHHe HA ONIAKOBKATA H JApyra HHopMalua
Kakpo cpanpxka Caprer HCT

- AKTHBHHTE BEUIECTBA Ca BANICAPTAH H XHAPOXJIOPOTHA3HA.




Besika punmupana Tabnerka cbabpika 80 mg valsartan u 12,5 mg hydrochlorothiazide.

Besika hunmupana tabnerka ceaspka 160 me valsartan u 25 mg hydrochlorothiazide.

- Jlpyrure cbCTaBkH ca:
CupyesuHa Ha mab.aiemkama.
MUKPOKPUCTAIHA 11€J1yJ103a, JIaKT03a MOHOXM/1pAT, KpocKapmesio3a HaTpuil, noBuaoH K 29-32, taik,
MarHe3neB cTeapar, CUJINIIMEB JIMOKCHL KOJIOU/1eH Oe3BO/IEH:
(huaimoso nokpumue.
Caprer HCT 80/12.5 mg ¢gunmupanu 1abaeTku cbAbpPKAT NOJUBUHUIOB AIKOXOJ, TAJIK, THTAHOB
mmokeun (E171), makporon 3350, neuntnH (chabprka coeBo maciio) (E322), wene3eH OKCui, YepBeH
(E172), xkene3en okena xbuatT (E172) n xkeneseH okena uepeH (E172).

‘aprer HCT 160/25 mg ¢dunMupaHu TabNeTku CbAbPAKAT MOJTUBUHHIIOB alKOXOJ, TallK, THTAHOB

nuokcua (E171), makporon 3350, xkxene3zeH okeua kot (E172), neuutuH (chabpka COEBO Macio)
E322). kene3eH okcua, uepeH (E172), v xxene3eH OKCH ye

Kak usraexiaa Caprer HCT u KAaKBO ¢CbAbpPAKA ONAKOBKATA
Caprer HCT 80/12,5 mg: Po3oBM, Kpbrin, ABOIHHO M3MbKHAMM, (PUAMUPAHH TAONETKH,
11 x 5,8 mm, wiamnoBauu ¢ ,.V* oT eHara crpaHa v ,,H™ ot apyrara.

“aprer HCT 160/25 mg: OpaHxeBH, OBAJIHH, ABOHHO U3NMBKHAIH (PUIAMHpPAHU TaOJETKH,
|5 x 6 mm, wamnoBauu ¢ ,,V* or eanara crpana m ,,H* ot apyrara.

CbhabpRaHHe HA ONIAKOBKATA:
biaucrep:
7. 14, 28, 30, 56, 98 u 280 tadbnerku

TabnereH KOHTEUHED:
7, 14, 28, 30, 56, 98 u 280 Tabnerku

He BCHUKHK BHIOBE OMAKOBKKM MOrar jla Obaar nycHatry B rpoaaxoa.

[TpurTexkares Ha paspeuieHueTo 3a ynorpeda
Egis Pharmaceuticals PLC

| 106 Budapest. Kereszturi ut 30-38.

YHrapus

[IpousBoauTeIn

Actavis Ltd.

BLBO16 Bulebel Industrial Estate. Zejtun ZTN3000
Maurra

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

E-mail: info{@actavis.com.mt

"
Egis Pharmaceuticals PLC
1165 Budapest, Békényféldi at 118-120.

YHrapus




Balkanpharma — Dupnitsa AD
3 Samokovsko Schosse Str.
Dupnitsa 2600

bbirapus

To3u JiekapcTBeH NMPOAYKT € pa3peuien 3a ynorpeba B crpanure-qienku Ha EC noa caeanure
HMeHA:

Ucnanaus: Almertan

Buarapus: Caprer HCT 80/12.5 mg, 160/12.5 mg, 160/25 mg ¢punmupann tabieTku
Sarteg HCT 80/12.5 mg. 160/12.5 mg, 160/25 mg film-coated tablets

Uexus: BLESSIN PLUS H 80/12.5 mg, 160/12.5 mg,160/25 mg
Vurapus: Tensart HCT 80/12.5 mg, 160/12,5 mg, 160/25 mg tabletta

[ lonwa: Tensart HCT

[Tocaeano npepasrJiexaiatHe Ha JIMCTOBKATA:

Mapt. 2025 r.
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