JIMCTOBKA



JIncroBka: nHdopmManus 32 NAHEHTA /0,2’ S’
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Basnomunuao 160 mg/1,5 mg tab1eTkn ¢ H3MEHEHO 0cBOOOKIaBaHe
Ba/ICapTaH/MHAANaMM /1
Valomindo 160 mg/1.5 mg modified-release tablets

valsartan/indapamide

[IpoueTeTe BHHMATE/IHO UA/IATA JJHCTOBKA, NMPEAH /1A 3aN04HeTE 1a NpHeMaTe TOBA JIEKapCTBO,

Thii KATO T CbAbPKA BaXKHA 32 Bac undopmanus.

- 3anazere Ta3y JUcTOBKA. MOXe [1a c€ HAJIOXKH Ja A NMPOoYEeTETE OTHOBO.

- AKO UMaTe HAKAKBH JI0MMbJHUTEHU BLIIPOCH, nonuTainTe Bawus nekap unu dpapmauesr.

- ToBa niekapcTBO € NpeanucaHo eIMHCTBEHO U JIMYHO Ha Bac. He ro npeorcrbnBaitTe Ha Apyru
xopa. To Moke 1a UM HaBpeaH, He3aBUCHMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a00/IIBaHE Ca ChLUMTE

kaTo Baiwure.
- AKO NOJIyYUTE HAKAKBH HEXKEJIAHHW JIEKAPCTBEHH peaKLiMH, YBEIOMETE Bawius nexkap uiau

dapmaiieBT. ToBa BK/IKOYBA H BCHYKH Bb3MOKHH HEXKEJIAHHU peaKliMH, HEOTMCAHHW B Ta3H
JTUCTOBKA. ByxkTe Touka 4.

KakBo ¢bAbpka Ta3H JIHCTOBKA
KakBo npeacrasnsasa BaJloMHHI0 U 3a KaKBO C€ H3M0J13Ba

l.

2 KakBo TpsaOBa aa 3Haere, npeau aa npyemere BajiomMuH10

3. Kak na npuemare BanomMuHao

4. Bb3MOXXHH HEXKelaHH peaKLMH

3 Kak na cbxpaHsBare BanoMuHa0

6. CbabpikaHWE Ha ONMaKOBKATa M 10MbJHUTENHA HHPOpMaLUS
1. Kakso npeacrasisBa BaioMHHI0 H 32 KAKBO ce H310./13BA

BanoMuH10 ChbAbprKa 1B€ aKTUBHH BELIECTBA, KOUTO C€ HApH4AT BaJICApPpTdH W HHAallaMH/I.

Basicapran npuHaiexky KbM rpyna JiekapcTsa, HapeueHH aHrMoTeH3uH |l peuentopHu O10kepH,
KOMTO MOMarar 3a KOHTpOJla Ha BACOKOTO KPbBHO HajisraHe. AHruoteHsuH |l e BelecTso B
OpraHu3Ma, npeau3BUMKBaLLIO CBHBAHE HA KPbBOHOCHHUTE CH0BE H MOXKE /1a MPHYHHH MOBHLIIABAHE HA
apTepvaiHOTO HansAraHe. Tol aedcTea ype3 Oi0KMpaHe Ha e(pekTUTE Ha aHrHoTeH3uH 1l. B pesyarar
Ha TOBA KPbBOHOCHHMTE CbAOBE CE€ Pa3lUUPABAT U APTEPHAIIHOTO HaJIAraHe ce NMOHHU)KaBa.

Unpanamupa e auypetuk. [loBeueTo nMypeTuud yBeaM4aBaT KOJIMYECTBOTO Ha YPUHATA, OTAEIEHO OT
ObOpeuuTe. Bbnpeku ToBa, HHAANAMU/ € pa3jiMyeH OT APYTrUTe AHYPETHLH, Tbi KATO TOH NPUYHHSBA
CaMo JIEKO YBEJIHYEHHE B KOJIMYECTBOTO HA OT/E/IEHATA ypHHA.

ToBa lekapcTBO € MoKa3aHo 3a HaMaJ1iBaHe Ha BUCOKO KPbBHO HaisraHe (XUIepToHHUs ) MpH
Bb3pacTHH. Bauusar nekap Moxe aa npeanyiue Banomunao, ako Bue Beue npuemare BasicapTaH M
MHanaMH/1 B CbLATA /1032 KAKTO B KOMOMHALMATA, HO KATO OT/JAE/IHH TaOIeTKH.
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- aKo MMaTe yepHoApoGHO 3ab0naBaHe WIH aKo CTpaaaTe OT ChCTOAHHE, HAPEUYEHO YePHOAPOOHa

eHuedanonatua (aereHepaTuBHo 3ad0AABAHE HA MO3bKa),

- aKko cre OpeMeHHa cien 3-Tha Mecel (1oOpe € cbilo Aa ce u3daArsa npuemMa Ha Banomunzao B

paHHa OpeMeHHOCT — BHXKTE TouKa “bpemeHHocT”),

- aKo cTpazare OT AMA0eT UnK HapyuweHa 6p0peuHa QYHKLMA U Ce JIeKyBaTe ¢ 1eKapcTBo 3a

MOHWKABaHE HA KPLBHOTO HaNATaHe, ChAbpaaL0 ATHCKHPEH,
- aKo uMmare Texko ObopeuHo 3abonssaue,
- aKO UMaTe HUCKH HHBA Ha KAJIMH B KPLBTA.

[IpeaynpexaenHs H NpeinaHH MEPKH

["oropere ¢ Bawns nekap wiu ¢gapMauesT, npeau Aa npuemete BanoMuHAO:
- aKo uMmare YepHoapodbro 3adbonsBaHe,
- aKo uMarte TexKO 0BOpeyHo 3abongaBaHe W CTE HA AYanu3a,
. aKo cTpagaTe OT cTecHABaHe Ha 6bOpeunara aprepus,

- aKO Hackopo cre uManu 6u6peuHa TpaHcniaHTauMs (MOSYYHIIH cTe HOB OBOpeK),
- aKO WMaTe APYro TEKKO ChbpACHHO 3ab0/sBaHe, OCBEH ChPACYHA HEAOCTATBYHOCT H CbPACHEH

WHbapkT,

- aKO HAKOra cTe UMajlH NoJAyBaHE HA €3MKa H JTULETO, APSAN3BHKAHO OT aJICPrHyHa peakuus,
HAMPUMEP aHTHOEAEM, KOTaTo CTe Np1emMaiy ApYyrH aekapcTaa (BkmounuTenHo ACE
HHXWOHUTOpH), YBeaOMeTe Bawnusg nekap. AKo Te3d CHMITOMHM C€ NOABAT, KOraTo npueMare
BanomuHIo, cnpete npueMa Ha BanoMuHoo He3abaBHO U He ro npHeMaiite noseue. Buxre

CbLIO TOYKA 4 ,,Bb3MOXKHH HEXEITAHU PEAKLIMM

- aKo MpHEeMaTe JIeKapcTBa, KOMTO MNOBHLIABAT HUBOTO Ha Ka/lWH B KpbBTA. [€ BKIOUBAT
KaJIMEBH NOOABKH WITH 3aMECTHUTENH Ha CONTA, ChAbpKALIH KATUH, KANMUH-ChXpaHaBallK
nekapceTsa M xenapdH. Moxe a ce HalmoXKH Ja ce NpoBEpABaT CTOHHOCTHTE Ha K&AIHH B

KPBETA ITpe3 pCAOBHH HHTCPBA!IH,

. aKoO CTpajarTe OT XHMNEPANAOCTePpOHH3BM — TOBA € 3abonsiBaHe npH koeto Bawvte
HaaObOpeunn xkie3n obpa3yBaT TBbpAE rojAMO KONHYECTBO OT XOPMOHa angocTepoH. B Tosu

cnhyyai ynorpedara Ha BaloMHHIO HE Ce NpenopbyBa,

- aKo cTe 3aryOniIM MHOTO TEMHOCTH (AeXMapaTauua) nopaan AHapus, NOBPbILAHE H MPHEM Ha

BUCOKH 1034 00e3BOAHABALIN TaONETKH (AUYPETHUH),

- aKO NpUeMaTe HAKOEC OT CNCAHHUTE JICKApCTBA, H3NO0A3BaHHK 3a JICHCHHC Ha BHCOKO KPbBHO

HalAraHe.

- ACE vHXHOWTOp (HanpuMep eHananpwi, MTH3HHONPHI, paAMHANIPUI), OCODEHO ako uMmare

61bOpeutn npobneMu, cBbLp3aHKU ¢ nHabeTa,
- ATUCKUPEH,
- aKO HMarte nUader,
- aKo cTpajare oT nojarpa,
- aKO MMaTe HAKAKBH NpodaeMHn CbC ChPAEUYHHA PHTHM,

- aKoO Ce HYXKAaeTe OT H3C/IeBaHe, 3a Aa NPOBEPHUTE KaK PYHKLHMOHHPA OKONOWHTOBHAHATA BH

AJ1C34A.

CoobweTe va Bamus nekap, ako cTe UMald peakudd Ha GOTOMYBCTBUTENHOCT (KbM CBETJIHHA).

CoobueTe Ha Bamus nekap, ako nodyBscTBarte, Yye 3peHHeTo Bu Hamansea unu 6onka B okoro. Tosa
MOraT Zia 0bJaT CHMITOMH Ha HATPYNBaHe HA TEYHOCT B CbAOBMA CJIOH Ha OKOTO (XOPOMAANEH HITUR)
WM YBeJIMYaBaHE HA HANAraHETO BHE BaweTo OKo U MOTaT Ja C€ NOABAT B PaMKHTE HA YacCOBE N0

ceAMHLA OT NPHEMA Ha HHAANaMKuA. AKO He Ce JIeKyBa, TOBa MOXKE Aa JOBeAE A0 TpaitHa 3aryba Ha
3IpEHUETO. AKO NMPEH CT€ HMaNH aNeprus KbM NEHHLUHIHHY WIH CYIPOHAMUAK, MOXeTe fa Obaere

1310)KEHH Ha NM0-BHCOK PUCK OT pa3BUTHE Ha TOBa ChOHTHE.

Bamusar nekap Moxke REpHOIHYHO Aa nposepsara Ob0peuHaTa BH pyHKUMA, KPBBHOT

KOJIMYECTBOTO Ha €JIEKTPOAUTHTE (Hanp. Kaluii) B KpbBTa Bu.




Foeopete ¢ Bawus nekap, ako nosyuure kopeMHa bonka, raaeHe, NOBpbLIaHE WK AHApUs Cliel
np1em Ha BaomuHao. Bawumar nexap wie B3eMe peLueHHe 3a No-HaTaThliHO JeveHue. He cnupanTe
1ia NpHeMare nekapcTBoTo BanoMHHAO CAMOCTOATEIHO.

Buxre cblo uHbopmauusTa, ozarnaseHa “‘He npuemaiite Banomungo™.

Tpa6ea na yeeaoMuTe Bawns nekap, ako MUCIHTE, Ye CTe OHpeMeHHA UK € Bh3MOXCHO Ja
3abpeMeneeTe. BanoMrMHA0 He ce npenopbysa B nepHoja Ha paHHaTa OpemMeHHOCT U He Tpabsa aa ce
npxema ciiel 3-THs Mecell Ha GpeMeHHOCTa, Thil KaTo MOXE Aa NPHYKUHH CEPHO3HH YBpeaH Ha DedeTo
By, ako ce ynorpefaga ciel To3U NEpHO (BHIKTE TOUKA ,,bpeMEHHOCT H KbpMeHE™).

AKO Hello oT H30pOeHHATE MO-Tope ce OTHACH 3a Bac, KOHCYATHpaiiTe ce ¢ Bamua aexap, npexn
Aa npaemMeTe BAJTOMHHIO.

BaxxHa #sHQOPMANHSA 32 CHOPTHCTH
CrnopTucTyTe TpAOBa 0a UMAT MPEABU, HE TOBA JEKAPCTBO ChAbp’Ka AKTHBHO BELUECTBO, KOETO MOXE
1a Aane NoaoKHUTeHa PEakUUs 1o BpeMe Ha JOTIHHI TeCT.

/lena H woHOIIN
[Topaau nunca Ha maHHy 3a Ge3onacHocT M edukacHOCT, ynotpebara Ha TOBA JIEKAPCTBO HeE Ce
NpenopLYBa MpH Jeua MU FOHOLLH.

Hpyru nekapcersa H BaioMuHao
Tpabsa na xaxere Ha Baluuns nekap wan ¢papMaLeBT, aKO NPHEMATE, HACKOPO CTE NMPHEMATH HJTH €
Bb3MOXKHO Ja MpHEeMAaTe APYrH JIEKApCTBa.

EdexrsT OT NeueHneTo Moxke Aa ce nopause, ako BaroMnHuao ce npHemMa eAHOBPEMEHHO ¢ APYIH
nekapcTsa. Moxe aa € HeobX0AUMO Aa ce MPOMEHHM AO3KWPOBKaTa, Aa Ce NpeaAnpHeMaT ApYrH
Npeanasii MePKH WK B OTAEHH CAyHaKu Ja Ce€ Cpe JICUEHHETO C HAKOH OT JleKapcTeara. Tosa BaxH
KAKTO 3a JIEKApCTBAaTa C peLenTa, Taka H 3a TakHBa, OTITyCKaHHTe Oe3 peuenTa.

Kaxere Ha Bamusa nekap, ako npyemare HAKOe OT CJIEAHHTE /1IEKapcTBa, ThH KATO MOXE 1a C€ U3HCKBA

CNEeLHATHO BHHMAHHE:

- ApYry NeKapcTBa, KOUTO MOHHXKABAT KPLBHOTO HalAraHe, ocobeHo o0e3soanaBaLlid TabNeTKu
(nnypetrun), ACE nHxubutopu (KaTo eHananpul, NTH3HHONPHI H Ap.) WK &IHCKHPEH ( BHXKTE
chLUO UHOpMaLMATA, O3ariaBeHa ,,He npuemaitre BanomuHao™ v ,IlpeaynpexaecHug u
npeana3Hy MEepKH™),

- JIEKApCTBA, MOBMLLIABALIM HMBATa Ha Kanui B kpbeTa Bu. Te BrilouBaT kanuesu 106aBku nau
3aMECTHTENIX HA CONITA, KAMTHH-CHXPaHABallly JHYPETHLIN H XETAPHH,

- B DOJIKOYCMOKOABALUH JIEKAPCTBA, HAPEYEHH HECTEPOMAHHN NMPOTHBOBB3NAIHTEIHH CPEACTBA
(HCTIBC),

- HAKOH aHTHOHOTHLUHM (pudaMNULIBHOBA IPyNa), 1EKapCTBa, H3MOI3BAHH 3a NpeanassaHe oT
OTXBBPJAAHE HA TPAHCIUIAHTALUA (LIHKNOCMOPHH) WK aHTHPETPOBUPYCHH JIEKAPCTBA,
u3nosi3sauu 3a neueHuero Ha XUB/CITUH undexunu (puroHaerup). Te3zu nekapcresa MOXE aa
nouuaT edexra Ha BanoMuHpo,

- nuTHi (1eKapCcTBO, KOETO CE M3MO3BA MPH HAKOH NCUXHUYHH 3a00/19BaHHs),

- NEKapCTBa, HINOJ3BaHH NPU NpobiieMu B CbpAECYHUSA PUTHM (HANP. XHHAIHH, XHAPOXHUHH/IHH,
AU30NHpaMuI, aMHOAZPOH, cOTanon, HOYTHINUI, JOQETHINA, AUFHTAIHUC),

- nekapcTsa, M3NOI3BaHH 33 NeYeHUE Ha NMCHXUYHH 3a00NABaHUs KaTO XENPECcHs, TPEBOXKHOCT,
LH30(PpeHNA (HaNp. TPULMKIHYHH AHTHAENPECAHTH, AHTHITCHXOTHYHH neuapc*rﬂa,

HEBPONCTITHLIH), 1
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- Genpuann (M3MON3BaH 3a JieYeHHe Ha CTeHOKapans (rpbiHa xkaba), 3abonssa Y R

npuunHABa 00/1Ka B IbPAUTE),
- uH3anpua, aMdemMadun (M3N0A3BaH 3a NeYEHUE HA CTOMALUHO-YPEBHH 1P _
- cnap®oKcalluH, MOKCUGIOKCALMH, HHXKEKLIMOHEH EPUTPOMHULMH (AHTHO TEELi mncmmaun
33 JleyeHHEe Ha HHEKLHH), G2 T ey



- HH)KEKLIMOHEH BUHKAMHH (M3MON3BaH 33 CUMITTOMATHYHO JIEUEHHE Ha KOTHHTHBHH HapYyUI€HHA
MpU XOpa B CTapyecKa Bb3PacT, BKIIOUMTENHO 3aryda Ha namer),

. xanogaHTpuH (MPOTHUBONAPA3UTHO NEKAPCTRO 3a NEYEHHE HA HAKOHU BHAOBE Maslapui),

- NneHTaMUAWH (U3M03BaH 32 IEYEHHUE HA HAKOW BUI0OBE NTHEBMOHHSA),

- MH301acTHH (M3MON3BAH 3a IEUECHHE HA ANEPrUYHH PpeaKLMH KaTo CEHHA XpeMa),

- HeCTEPOHAHH MPOTHBOBBL3NANUTETHH CpeacTBa 3a obnexvasane Ha Donkara (Hanp. ubynpodeH)
HNH BHCOKH /1031 AUETHUICATHLIUIIOBA KHCENTHHA,

- HHXHOUTOPH Ha AaHFMOTEH3WH KOHBEpTHPALLKA eH3UM (ACE), (M3non3saHH 3a JieueHHe Ha
BHCOKO KPbBHO HAIATAHE Y ChPACYHA HEAOCTATHYHOCT),

- HHXXEeKLIHOHEH aMoTepHLHH b (NpoTHBOrE0HUHHU NNeKkapcTBa),

- NepopaTHH KOPTHKOCTEPOWIN, U3MOMN3BAHHN 32 JIEYEHHE HA Pa3NnUyHH 3a00naBaHus,
BKJIIOUMTESTHO TEXKKA aCTMa H PEBMATOHACH apTpHT,

- CTHMYJIMpALiH JIAKCATHBH,

- SaiodeH (3a 1eyeHue Ha MyCKYJIHa CKOBAHOCT, HACThIBAaLIA NpU DONECT KATO MHOXKECTBEHA
CK/epo3a),

- Ka/THH#-CbXpaHIBaLLM JUYPETULIH (RMHIIOPH, CTIHPOHOJIAKTOH, TPHAMTEPEH),

- anoNMypHHON (32 NeUEHHE Ha Noaarpa),

. MeThOpPMHH (3a leveHue Ha auaber),

- HoA-CbAbPXKALIK KOHTPACTHH BEWECTBA (M3MOJI3BAHH 32 M3CACABAHHUA, BKIIOYBAILH
H3MOJI3BAHETO Ha PEHTIEHOBH J'bUH),

- Kanuuii Ha TabONETKH WAKN APYTH KAIUHEBH 100ABKH,

- LIMKIOCTIOPHH, TAKPOJIUMYC WK APYTH JIEKApCTB2, KOUTO MOTHCKAT HMYHHATa CUCTEMa Ciell
TPaHCIUTAHTALMATA HA OPraHH, 3a JICYEHUE Ha ABTOMMYHHH 3a00/11BaHHA HITH TEXKKH
PEBMATHYHU H IEPMATOMOrHYHH 3a00NABaHKA,

- TEeTpako3akTH] (32 sieueHHe Ha Bonectra Ha Kpon).

BaioMHHIO ¢ XpaHa U HANIATKH
Moxere na Bzemere BanomuHno ¢be UK 6e3 XpaHa.

bpeMenHOCT H KbpMEHe
AKo cTe OpeMeHHa WK KbPMHTE, CMATATE, Y€ MOXe na cTe OpeMeHHa KU niaHupare OPEeMEHHOCT,

nochBeTBaiiTe ce ¢ Bamua nekap win gapmauest npeau ynorpebarta Ha TOBA JIEKAPCTBO.

- Tpn6Ba na ysenomuTe Bammusn jexap, ako MHC/IHTE, Ye cTe OpemMenHa (HIH € BL3IMOXKHO /12
3a0pemeneere). Baunar nekap obukHoBeHo e Bu nocbBeTBa na cnpere fa npHemare
BanomuHao, npeay Na sabpemMeHeeTe WK BEAHAra el KaTo HayuMTe, Ye cTe OpeMeHHa H e
Bu nochBeTBa 1a B3€METE APYIo ekapcTBo BMecTo Banomuuao. BanoMuHao He ce
npenopbuBa B Mepyoa Ha paHHaTa OpeMeHHOCT M He TpadBa aa ce npyema cnea 3-Tia Mecell
Ha OpPEeMEHOCTTa, Thit KaTO MOXKE [1a NPUYMHH CEPHO3HO yBpeKaaHe Ha Bawero Hebe, ako ce
ynoTpebsBa cnen 3-THa Mecell Ha GpeMeHHoCTTA.

- ¥YBeaomMere Banius nexap, AK0 KbPpMHTE HJIH BE3IHAMEPHBATE A2 3aN0YHeTe Aa KbPMHTE.
BanoMHHAO HE Ce NpenopbYBa 3a KbpMely Maiky ¥ Bawuar nekap Moxke aa Bu npeanuiie
APYro NeYeHHe, ako XKenaere Ja KbpMHTE, 0co0eHo ako Bauero O6ede € HOBOpPOASHO HIIH

pOAEHO HEAOHOCEHO.

[llog¢upane B padoTa ¢ MALIHHH
[Tpeau wodupane, paboTa ¢ MalIKHA WK APYTY REAHOCTH, H3UCKBALUH MHJIHA KOHLIEHTpauus, ce
yBepeTe, 4e 3Haete kak Bu pinse Banomuuao. [lonobHo Ha MHOro apyru nekapcraa 3a BHCOKO

apTepHaIHO HanaraHe, BanoMHHAO MOXE Aa MPUUMHM 3aMagHOCT WK YMOpa H Ja NOBJIH

H3BbPLUBATE IEHMHOCTH, KOUTO KIUCKBAT NOBHILIEHO BHHMAHHE.,

3. Kak na npuemare Basomunno TN



Bunary npuemaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e xazan Bawunar nekap nwin papmaueBT. AKO He
CTE CHI'YPHH B Helllo, nonuTaiiTe Bamus nexap iy papmauesT.

[IpenopbunTennaTa Ao3a BanomuHao e enHa Tabnerka AHEBHO, 3a& NPEANOYHTaHE CyTPHH. [lpuemaiire
BanoMuHAO MO €1HO U CHLIO BPEME BCEKH JIEH.

TabneTrkuTe MOXe Aa ce npyeMaT cbe WK Oe3 xpaHa. Tpabsa na ce npuemar uenu ¢ Boaa. Jla He ce
YyNAT UIH ABBYAT.

[TauMeHTHTE ¢ BUCOKO apTEPHAIHO HANATAHE HE BUHAIM pa3no3HaBaT CHMNTOMUTE Ha TOBA
1abonaeale. MHO3HHA OT TAX C€ YYBCTBAT HOPMAJTHO. 3aTOBA € BAXKHO A2 noceilasate Bauins
NeKyBalll JieKap, AOPH H KOraTo ce yyBcTeaTe 100pe. JleueHHeTo 3a BHCOKO KpbBHO HalsAraHe
OOMKHOBEHO € 3a ugN )KHBOT.

AKO cTe NPHEJIH noBeye OT HeoOxoaumarTa A03a Banomuauao
AKO cTe npurend TBbpae MHoro TabneTku, HezabaBHO ce cBBLpXxETe ¢ Baluna nekap wau papmauesT.

AKO MMOYYBCTBATC CHNTHA 3aMaAHOCT H/ MU NMpUMAaIABaAHE, JICTHETC.

MHoro ronsima ao3a Banomuuapo Moxe aa NPHYHUHM raacHe, NOBPbLILAHE, HUCKO KPBBHO HAJIATAHC,
KpaMIiy, 3aMasHOCT, CbHIIMBOCT, OGLPKBHHG H NMPOMEHH B KOJIHYECTBOTO HA YPpHUHATA, NMPOU3BEACHA OT

OuOpeLuTe.

AKo cTe nponmycHan Aa npuemerte Bajiomarno
AKO CTe NpoMyCHalM Aa npuemMeTe eaHa ao3a Banomuuao, npuemeTe creapawara A03a B 0OHUaHHOTO

BpPEME.
He B3emaiiTe nBoiiHa no3a, 33 Aa KOMIEHCUPATE [IpOIMTyCHATaTa A034.

AKO cTe cnpe/iH npHemMa HA BajoMrAI0

Tbii KaTO JIeUEHHETO 33 BUCOKO KPBBHO HaldraHe 0OMKHOBEHO € 3a usn )XkHBoT, Bue TpadBa na
ropopaTte ¢ Bamnar nexap, npean Aa cnpeTe npHeMa Ha TOBa Jekaperso. He cnupaire na
MpHeMaTe JIEKapCTBOTO CH, OCBEH ako BawnaT aekap He By kaxe n1a ro HanpaeuTe.

AKO HMaTe HAKAKBH AOIMBJIHHTENHHU BbMPOCH, CBbP3aHH ¢ ynoTpedaTa Ha TOBA JIEKAPCTBO, NONHUTAATE
Bawina nekap unu papmauesT.

4. Bu3iMOXkHH HeXke1aHH PeAKIHH

KakTo BCHYKH JICKapCTBa, TOBA NEKAPCTBO MOXKE Na NPpCAH3BUKA HOKCIIAHH PCAKLIHH, BBIIPCKH HC HC
BCCKH I'H NOJIYHaARA.

He3a0aBHO npexpaTeTe JICYEHHRETO ¢ TOBA JIEKAPCTBO H NOTHPCETE MEIHIIHHCKA NOMOIN B
CJIyuaii, 9e 3afe/1e’kHTe NOSBATA HA HAKOH OT CJIETHHTE HEOKEIAHH PeaKIHu:

- aHrvoeleM M/WiM ypTUKapusi. AHIHOeAeMbT CE XapaKTepH3upa ¢ NOJAYBAHE Ha KO»KaTa Ha
KpaiHHLIMTE WM HA JIMLETO, NOJyBaHe HA YCTHHUTE WIIH €3HKA, OTOK HA JIMraBHLIaTa Ha
IbPAOTO WIH HA AUXATEHUTE MbTHULUA, KOETO BOAU 10 3a4yX WK TPYAHOCTH MpH
nperibllade. AKO TOBa CE CIYUH, He3abaBHO ce cabpakeTe ¢ Bawuna nekap (MHOro peaku)
(Mooxxce O0a zaceenam oo 1 na 10 000 oywuu),

- TEeXKH KOXKHH PEaKUMH, BKIIOYHTENHO TEXDbK KOXKEH OOpHB, 3a4epBABaHE HA KO
UAJIOTO TANO, CHIIEH cbpbex, obpasyBaHe HAa MEXYDH, JIFOUIEHE H MOLYBAaHE
Bh3NaJIEHHE Ha JIMraBULMTE (CHHIPOM Ha CTUBBHC-DKOHCBH, TOKCHYHA €
HEKPOJIW3a) UK APYTH alepruiHM peakuuu (MHOro peakH) (mooxce oa 3a
10 000 oywu), |

. )MBOTO3aCTPALLABALLO HAPYLIEHUE HAa CHPACYHHA PUTBM (MHOIO PeaKH) {vo




oo I na 10 000 oyvuu),

. Bb3fafEHHE Ha MaHKpeaca, KOETO MOXeE /a nNpeIn3BuKa CHiIHA 00nka B Kopema U B rppha,
MPUAPYXEHA C yCelllaHe 3a CHIIHO HEPA3NoNokeHHe (MHOTO peakn) (Mooce oa 3acezne 00 |
na 10 000 oyuu),

. 3abongBaHe Ha MO3bKa, NPHYHHEHO OT YepHoapoOHa Honect (uepHoapoOHa eHuedanonaTus)
(C HEW3BECTHA 4YECTOTA),

- BB3MaIEHHE Ha YepHHUa Apob (xenaTur) (C HEH3BECTHA YECTOTa).

AKO noayuHTe HAKOH OT Te3H CHMIITOMH, CIpeTe IpReMa Ha BasioMHHI0 ¥ ce cBBPXETE €
Bamns Jiexap uezadaBno (BHKTe chio Touka 2 ,JIpenynpexaennd H npeanasHin Mepkn‘),

JApYrH HeXeIaHH PeaKHH BKJIIO4YBAT:

Yecru (Moxe aa 3acerHat Ao | Ha 10 qyuum):

- HUCKH HMBA Ha KaJIHH B KPBHBTA,

- ANepruMHA peakuus, NpeaMMHO KOKHH, [IPY XOpa ¢ NpeApasno/IoKEHHe KbM alepruyHy H
ACTMATUYHH PEAKLIHH,

- YyepeeH oOpHB MO KOXKara,

HeuecTH (MOXe pa 3acerHar Ao | Ha 100 aywu):

- HMCKHM HMBA Ha HaTPMii B KPBBTA, KOETO MOXKE [1a JoBeae A0 00e3BoAHABaAHE H MOHUKABaHE HA
KPBBHOTO HANAraHe,

- CBETOBBPTEX (BEPTHUIO),

- KALJTHLA,

- NOBpbLUIaHE,

- KopemHa 0oJika,

- YepBEHH TOUHUH MO KOXKaTa (IMypnypa),

- HMMNOTEHTHOCT (HECNIOCOOHOCT 1a C€ MOCTUTHE WK NOALbPXKA CPEKLIHA),

- yMoOpa.

Peaxkn (Moxe na 3acerHat a0 1 Ha 1 000 oywh):

- HHCKO CBhOBPXKAHHE HA XJIOPUA B KPbBTA,

- HHUCKO ChAbp>KaHWE HA MarHe3iu B KPbBTa,

- rnasobonue,

- MpaByukaHe (napecresus),

- CTOMALUHO-YPEBHH HApYLUEHHS (KaTO rajeHe, sanex),
- CyXOTa B yCTarTa.

Muoro peaxn (Moxe aa 3acernar ao 1 Ha 10 000 ayum):

- NPOMEHH B KPbBHHTE KIETKH KaTo TpoMOouuToneHusa (HamanaBaHe Ha 6pos Ha TpoMOouHTUTE,
KOETO NPUYHHABA JIECHO Bb3HUKBAHE HAa KPbBOHACAAAHHUA NPH HE3HAUMUTENHA TPaBMa U ChLLO
TaKa KbpPBEHE OT HOCA), JIEBKONEHHUA {HaMalABaHe Ha OeIMTe KPbBHH KNETKH, KOETO MOXKE Ja
MPUYHHH TPECKA C HEU3BECTEH NPOU3X0A, BONKH B BbPAOTO UK APYTH FPHITONOA00HH
CHUMITTOMH - aKO TOBA Ce NOABU, CBbpXKeTe c¢ ¢ Bawuus nekap) v aveMusd (HaManaBaHe Ha
YEPBEHHUTE KPbBHH KIIETKH),

- BUCOKM HUBA HA KAJILUH B KPHBTA,

- HUCKO KPBbBHO HaNAraHe,

- abHopMHa yepHOApoOHa dyHKUHA,

- OBOpeuHo 3abonsBaxe (NPUUKMHABA CHMNITOMH Ha YMOPA, YECTO YPHHHPaHE, ChpOexk N0 KOXKaTa,
rajeHe, MNOAyBaHE HA KPpaUHMLIUTE), |

- UHTECTHHANIEH aHTHOEAEM: MOJYBAHE HA Y€PBAaTa, NPOABABALLO CE€ CbC CUMNTOMY KaTO K
foaka, rafieHe, NOBPbLUAHE U IUAPUA. ‘

C Hem3BecTHA YecTOTA (UECTOTATA HE MOXKE A3 ObAC OLEHEHA OT HAJIMHHUTE Aa
- MOHWXEHO HHUBO HA XeMOTrN00HH U NOHWKEH NPOLEHT Ha YEPBEHHUTE I{p’bBl-“-l
(KOETO MOXE NMPH TEXKKH CITy4ad aa AoBeAe A0 aHEMHA),



- MOBHLLUEHH HHBA Ha KANMH B KPLBTA (KOETO MOKE NPH TEXKH CTyYaHd Aa NPHYHHH MYCKY/IHH
CNa3MH W HaApYLLIEH CbPACYEH PHTBM),

- BHe3amnHa 3aryba Ha Ch3HaHUE (CUHKON),

- KbCOTJIEACTBO {MHOIMHA),

- 3aMBIIEHO 3PEHHE,

- 3PUTENHH HApYLUEHHH,

- HAMAIABAHE Ha 3PEHHETO Win O0NKa B OKOTO MOPagH BUCOKO HaNAraHe (Bb3MOXHH MPHU3HALM
3a HATPYMNBAHE HA TEYHOCT B CbAOBHA CJIOH Ha OKOTO (XOPOHAAIEH H3/THB) WK OCTpa
3aKPUTOBLIB/IHA [V1AyKOMa),

- HapyweHusa B EKI (enexkrpokapanorpamara),

- MOpPAaBOYEPBEHH NETHA, TEMNepaTypa, Cbpbex (NposBH Ha Bb3MaNEHHE Ha KPbBOHOCHHTE
CBbAOBE, HAPEUYEHO BACKYJIHT),

- NOBUIUEHH CTOMHOCTH Ha NOKA3aTENHUTE 32 YepHOAPOOHa PyHKUMSA (KOUTO MOrar aa ca
MOKasaTeaHH 33 4epHOAPOOHO yBpeKAaHe), BKIIIOYHUTENHO MOBUILIEHH HUBA Ha OHITHPYOHH B
KpBBTa {KOETO MOXE MNP TEXKKHU CAYHaH 1a NPUYHHHU NOXKBITABAHE HA KOXKATA H OUYHTE),

- aKO CTPaJaTe OT CHCTEMEH JYINYyC EpHTEMATOAEC (HapyLIEHHE HA UMYHHATA CHCTEMA, KOETO
BOJH A0 BBL3MAJECHHE M YBPEKIAHE HAa CTABH, CYXOXWIHATA H OPraHu CbhC CHMITTOMM,
BKNIOYHUTENHO KOXKHH 0OpHBH, YMOpa, 3ary0a Ha aneTyT, HaaJaBaHe Ha Terno v OONKH B
CTaBHUTE), TO MOXKE 1A C€ BAOLIH,

- cbOOLLEHH ¢a ChILO TAKA CYYau Ha PEaKLMH HAa CBPBXYYBCTBUTENHOCT KbM CBET/IMHA
(npomaAHa BBLB BHOA HA KOXKATa) c/el H3JlaraHe Ha CiTbHLE WIH Ha U3KYCTBEeHH UV A nbum,

- KOKeH 0bpuB,

- cbpbex no Koxkara,

- MYCKYAHH BONKH,

- OBHIIABAHE HA HUBOTO HA CEPYMHUA KPEaTHHHH (KOETO MOXE /1a € MOKAa3aTeNHO 3a HapylLleHa
ObOpeuna PyHKLHSA),

- NOBYLIABAHE HA HHBATa HA KPHLBHATA 3aXap NpH nauueHTH ¢ anader,

- NOBHILABAHE HA NMMKOYHATA KHCEJHHA, BELIECTBO, KOETO MOXKE J1a TPHYMHH WIHM 3 BIIOLUH
noaarpara (bone3HeHM CTaBH, 0COOEHO No Xoaunara).

Cro0maBane Ha HeXKeNAHH peaKIHH

AKO NONYYHTE HAKAKBH HEXEJIaHH NIeKapCTBEHH peakuuy, yeeaoMere Bawna nekap nim gapmanesr.
Toea BKJIIOYBA BCHUKH BB3MOXXHH HEOMHCAHH B Ta3M JIMCTOBKA HEXENaHW peakund. Moxkere ¢uluo aa
CBHOOLIMTE 33 HEXKENAHU PeaKLIMH JHPEKTHO Ypes

H3munHHTENHA areHuMsa no JeKapcTsara

yi. ,,JlamsaH ['pyep” No 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiT: www.bda.bg
KaTto cboOlaBaTe HexxenaHu peakuMi, MOXKETE a JaJeTe CBOA NMPHHOC 3a noJiyyaBaHe Ha noseude

HHopMalUHA OTHOCHC 6e30MacHOCTTa Ha TOBA JIEKapCTBO.
5. Kakx na cexpanasate Banomungo
Jla ce cbxpaHfaBa Ha MACTO, HEAOCTHITHO 32 ACLA.

He u3nonsBaiiTe TOBa JIEKapCTBO CAeA CPOKA HA FOJHOCT, OTOEAA3aH BbPXY KAPTOHEHATA ONAaKOBKa U
onucrepa cnea ..l oaen no:”. CpOKbT Ha NOJHOCT OTrOBaps Ha NOCACAHHS NEH OT MNOCOYEHHS MeCeLl.

MEPKH LIE CTIOMOrHAT 34 Orna3BaHC Ha OKOJIHaTa cpela.




6. CobabpikanHe HA ONMAKOBKATA H AONbLJAHHTEJIHA HHPOpMARHEA

KaxkBo cxabpxa BanoMHHIO

. AKTHBHHTE BELLECTRA ca BajicapTaH (valsartan) v unaanamuj (indapamide).
Bcsaka taGnerka ceavpxa 160 mg BancapraH v 1,5 mg unaanaMun.

- Lpyru cucTaBKH:
Cnou na sarcapman: MUKPOKPHUCTAITHA LIETYJ/103a, KPOCMTOBMAOH, KOJIOHAEH O€3BOAEH CUIIHLIUER
JHOKCHJ H MarHe3ueB cTeapar.
Caou ha undanaviud: MHKPOKPHUCTAIHA LIETYJ103a, MAHUTOJ1, XMNPOMEN03a, KonouaeH be3soaeH
CHJIHLIMEB IHOKCH, MarHE3MEB cTeapaTt, kapboMepH H XK baT xkenezeH okcua (E172).

Kak n3raexaz BaioMuHI0 H KAKBO CHABLPXKA ONAKOBKATA

160 mg/1,5 mg Tabnerkn ¢ H3MEHEHO OCBOOOKAABAHE: KPBITTH, ABOHHOM3MEKHAIH, ABYCJIOHHH
Tabnerkd. EaMHUAT cnoii ¢ kadeHHKaBo-XKbJT, MO3aeueH, ¢ 0bo3HaveHue VI2. [lpyrusar cnoi e 6an ao
XbATO-0an. Pazmepu Ha Tabnetkara: AMaMeTsp NpuHbansdTenHo 11 mm.

BanoMuHuzo ce npeanara B KyTHH, CbAbPKALIK:
- 10, 14, 28, 30, 56, 60, 84, 90 unu 100 Tabnerku ¢ H3MeHEHO ocBoOOKIaBaHe B ONHCTEPH, B

KapTOHEHA KyTHS.
- 14, 28, 56 w1y 84 TabneTkH ¢ H3MEeHEHO OCBOOOXKAaBaHe B BaucTepu ¢ 0003HAUECHH AHHUTE OT
Ce/IMHLIATA, B KAPTOHCHA KYTHA.

He BcHYKH BHOOBE OMAKOBKH MoraT Aa Ob4aT MyCHAaTH Ha Nna3sapa.

IpuTexkaTes HA paspelieHHETO 32 YNOoTpeda H NpOH3BOAHTE
KRKA, d.d., Novo mesto, §majje§ka cesta 6, 8501 Novo mesto, CnoBeHus

ToBa JekapcTBO € pa3pemieHo 3a ynorpeda B AbpxkaBHTe — WIeHKH Ha EBponelickoTo
AKOHOMHEYECKO NPOCTPARCTBO MOR CJIeAHHTE HMEHA:

Crvpauna-ynenka | Touproscko ume

Uewka penybadka | Vabinxo

bvarapus Banomunno 160 mg/1,5 mg Tabnerky ¢ H3MeHeHO 0CBODOXK1aBaHE
Kunsp Valomindo 160 mg/1,5 mg dwoxia eEAeyyOueEVNG amodEGPEVONG
EcToHuns Vabinxo

Mbpuns Valomindo

XbpBaTus Valomindo 160 mg/1,5 mg tablete s prilagodenim oslobadanjem
YHrapus Vabinxo160 mg/1,5 mg médositott hatdéanyagleadasu tabletta
JlaTBus Vabinxo 160 mg/1,5 mg modificetas darbibas tabletes

JTutBa Vabinxo160 mg/1,5 mg modifikuoto atpalaidavimo tabletés
[Tomua Vabinxo

[TopTyranus Valomindo

PymbHHA Valomindo 160 mg/1,5 mg comprimate cu eliberare modificata
Caopakus Vabinxo160 mg/1,5 mg tablety s riadenym uvoliiovanim
CrnoBeHus Valomindo 160 mg/1,5 mg tablete s prirgjenim spros¢anjem
UcnaHus Valomindo 160 mg/1,5 mg comprimidos de liberacidn modificada

,HETH Ha NOCJIEAHO NPEPAINCKAAHEC HA JTHCTOBRATA

20 Mespyapu 2025 .




[ToapobHa uHpopMalKs 3a TOBa JIEKAPCTBO € npeaocTaBeHa Ha yebcaiita Ha U3nbaHKTeIHA AreHUus
no Jlekapcteara (MAJT) http://www.bda.bg.
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