JIncroBka: uugopmanns 3a norpeduTeis

OJIUKAP/l 40 mg TBbp/HM KaIICyJIH ¢ YIBJDKEHO 0CBOOOX1aBaHe
OLICARD 40 mg prolonged-release capsules, hard

M3ocopObua MOHOHUTpAT
(isosorbide mononitrate)

[Ipouerere BHHMATEJHO UAJATA JIMCTOBKA, NpeAH [Aa 3amno4yHeTre /Ja MNpHEeMATE TOBA

JIEKApPCTBO, Thil KATO TH Ch/AbPKAa BakHa 3a Bac undpopmanus.

- 3anaszere Ta3d JUCTOBKA. Moe J1a ce HaJI0XKH J1a 8 NpoyeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOMBbIHUTEIHU BBIIPOCH, NnonuranTe Bauius nekap.

- Tosa nekapcTBO € npeanucaHo JMUHO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To
MOXKE /1a UM HaBpe/H, HE3aBUCHUMO Y€ MPHU3HALMTE HA TAXHOTO 3a00/sBaHE ca CHUIMTE KATo
Bauure.

- AKO MOJIy4YUTE HAKAKBH HEKEJIaHHW JIEKAPCTBEHHU peakuuH, yBeaomere Baiwuus nekap. Tosa
BKJIIOYBA U BCHUKH Bb3MOYKHH HE)KEJIaHHU peaKkliMK, HEONMUCaHU B Ta3M JIMCTOBKA. Bukre
TOuKa 4.

KakBo ChLAbLPAA TA3H JHCTOBKA U3NbAHUTENHA ATEHLIAR N0 NEKAPCTBATA

flucmoBxka [Npurowerue 2
KakBo npeacrasnsa Onukapa v 3a KaKBO Ce M3I10/13Ba|

KakBo TpabBa na 3Haete, npeau aa npuemere Onukapa Kom Pea. Ne ... . A0MWO li A
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Kax na npuemare Onukapa Pazpewenue N

Kak na cvxpansaBate Onukapa
ChabpKaHHE HA OMAKOBKATA W JIOMbJIHUTEIHA HHDOPMAUBEPOeHUE Ne /.
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Bb3MOXKHH HExeNlaHW peaKlrH AL 65535‘ , 08 -Uﬂ'm

1. Kakso npeacrasasiba OJinKapa B 3a KAaKBO ce H3M0J13Ba

Onukapa cbabpka H30cOpOMA MOHOHMTPAT, KOWTO NMPHHALICKH KbM Ipynara Ha JieKapcTBaTa,
HapeyeHU HUTpaTH. Te aeicTBaT BLPXY CbpAEYHO-CbAOBATa CHCTEMA (CHPLIETO U KPbBOHOCHHTE
chjoBe). JlekapcTBOTO ce mpuaara, 3a jJla HaMajlM 4ecToTaTa Ha CTeHOKapaAHUTe Kpu3u (00sKM B
rbpauTe). Kancynure ¢ yabmkeHo ocBoOoXK1aBaHe ca HAMpaBeHH Taka, 4e MO3BOJABAT H30cOopOU/
MOHOHMTPAT J1a Ce OT/1e/11 U YCBOsiBa OaBHO B TAJIOTO 3a NEPHO/1 OT HAKOJIKO Yaca.

[Ipu creHokapaus u30cOpOMA MOHOHHMTpPAT JAEHCTBA KaTO pasiliMpsiBa apTePUHTE, KOWTO JIOCTaBAT
KPbB M KHCJIOPOJ Ha Cbp/IEUHHUS MYCKY!l U HamasigBa pUCKa OT cTeHoKapaus (rpbaHa 0oska), KoSTo
ce MosiBsiBa NpH HaTOBapBaHe Ha ChPLETO.

7 R Kakso TpsiOBa n1a 3naere, npeau aa npuemete Ounkapa

He npuemaiite Onukapa, ako:

* npueMare cuaaeHadua, BapaeHapua WM Taaanadua 3a JeyeHHe Ha epeKTH/IHA AMCHYHKUMS MpH
MbXKETE

* CTe aJIeprMyHM KbM HM30COpOMJ MOHOHMTPAT, APYrH HUTpATH (TMJIMLUEPHT TPUHUTPAT WM
H30CcOpOUA AMHUTPAT) WK HAKOSA OT APYruTe cbeTaBku Ha Onukapa, U30poeHu B Touka 6.

* CTpajare OT HUCKO KPbBHO HajsraHe (CMCTOMHO HajsiraHe no-Hucko ot 90 mmHg)

* UMaTe OCTPO M PA3KO ClajJaHe Ha KPbBHOTO HajisiraHe (LMPKYJaTOpPEeH KoJlanc, KapJAHOreHeH HIOK)
[Ipenynpexennsi u npeanasHH MepKH

['oBopeTe ¢ Bawus nekap, npeau aa npuemere Onukapa, ako:

* UMaTe CTECHEHH CbPACUYHH KJIalMu

* [10JIyYaBaTe 3aMaiBaHe WIM NpUnajate rnpu u3npassHe (OpTOCTaTHYHA XUIMMOTOHHUS )



* yumate 3a00/19BaHe HAa MO3bKa CBbP3aHO C MOBUILIEHO HAJISraHe B YepernHata KyxuHa

* UMATE OCTbP MPHUCTBIT Ha rpbaHa OojKa (OCTbP CTEHOKApAEH MPHUCTHII), OCTbP HH(}pApPKT Ha
ChPLETO WK c1aboCT Ha Cbp/IEYHHUA MYCKYJ1 (JIEBOKAMEPHA Cbp/l€uHa HEOCTATBYHOCT)

* UmaTe 3aaedensBaHe M yBe/lMYaBaHE HAa MYCKYJa Ha CbpueTo, 3ajaedensiBaHe Ha OOBMBKaTa Ha
cbpueTo (xuneprpoduyHa OOCTPYKTHMBHA KApAMOMMOMNATHUS, KOHCTPUKTUBEH MEPHKAPAMT) HJIH
OOBMBKAaTa Ha CHPLIETO € U3ITbJHEHA C TEYHOCT (NnepuKapaHa TaMnoHazaa)

[IpuembT Ha Onukapa MoKe J1a AoBelde J0 NMPexXoAHO HaMajisBaHe HAa MPUTOKA HAa KHCIOPOA KbM
Cbp/IeUHHA MYCKYJl H /1a YBEJIMUHM CHJlaTa Ha rpbaHaTta 0onka. Ako Bawmure onsakBaHus ce 3aCHAAT
B XoJa Ha jieueHue ¢ Onukap, HHdopmupaiite HezabasHo Bauus nekap 3a ToBa.

Apyrn aekapcrea H Ounkapa

Undopmupaiite Bawus nekap, ako npueMare, HaCKOpPO CTE NPUEMaJIM WK € Bb3MOXKHO J1a

npuemMeTe ApYry JieKapcTBa, KaTo Hanpumep:

* IEKapCTBa 32 BUCOKO KPBbBHO HajAraHe, (Harnp. JiekapcTsa ot rpynara Ha 6era-0iokepure,
KaJlIMEBHUTE AHTAarOHHUCTH)

* IEKApPCTBA OT rpyrnara Ha TPUHLUMKJIWYHUTE aHTHAETIPECAHTH 3a JIeYEHHE Ha JIenpecus

* IeKapCTBa OT rpynata Ha HEBPOJENTHLIUTE 3a JIeYEHHUE Ha HAKOH NMCUXUYHH 3a00/19BaHUA

[IpuemaneTo Ha Te3u nekapcTBa ¢ Onukapa MOXKe /1a MOBHILIM PUCKA OT HUCKO KPBBHO HajsraHe.

He npuemaiite cunaeHadun, BapaeHadpun v Taganadui 3a je€4YeHUE Ha €pEeKTHIHA AUCHYHKUMS
3ae1HO ¢ Onukapa. ToBa Moxe aa qoBe/1€ 10 CHITHO M3Pa3eHo CrajlaHe Ha KPbBHOTO HAJISAraHe.

Undopmupaiite Bawusg nekap, ako rnpueMare JeKapcTBa, CbAbPKALIM JAUXHAPOEProTaMHH
(M3n0JI13BaHU 3a JIeYEHHE Ha MUIpeHa) eiHOBpeMeHHO ¢ OnMKap/, Thi KaTO TOBa MOXE /1a J0BE/1E /10
MPEKOMEPHO MOKayBaHe Ha KPbBHOTO BU Hansraue.

[Ipuem na Oankapa ¢ xpana, HANHTKH H AJIKOXO0.J1
He npuemaiite ankoxon eaHoBpeMeHHO ¢ OJMKap[, Tbil KaTO CbHLIECTBYBA PUCK OT MPEKOMEPHO
crlajaHe Ha KpbBHOTO HajiArave, 3aMaiBaHe, CbHIMBOCT HJIH yMOpa.

bpeMenHocT, KbpMeHe H pepTHIHTET
AKo cTe OpeMeHHa WM KbpPMHUTE, CMATaTE, Y€ MOXKE J1a cTe OpeMeHHa WM ruiaHupaTte OpeMeHHOcCT,
nocbBeTBanTe ce ¢ Bawusa nekap npeau ynorpedara Ha TOBa JIEKapCTBO.

Hsama kauMHMYHH naHHM 3a ynotpeba Ha Onukapa no Bpeme Ha OpemeHHocT. Onukapa Moxe aa ce
npunara npu OpeMEHHH >KEHH caMO MO [MpeLeHKa Ha JieKapsd, ako MOTEHLUasHaTa noJjsa 3a
OpeMeHHaTa )KeHa HaJlBUlllaBa pUcKa 3a rioja.

Hsama naHHH u3ocopOu MOHOHHUTPAT J1a ce OT/e/s B MAHYHMHOTO MIAKO. PUCKOBETE MpH KbpMAyeTo
He Morar jJa ce u3kiaouar. JlekyBalwluaT jiekap ule npeueHd aand aa ce npuema Onukapa ot
KbpMELIH )KEHU WUIIK [1a Ce CIpe KbPMEHETO KaTO Ce€ MMa MpeBH/ noJsi3aTa OT KbPMEHETO 3a AETETO
H OTHOLLUEHHETO MM0J13a/pUCK OT JIEYEHHUETO 3a MaHKara.,

lllopupane n pabora ¢ MamIHHK

[To Bpeme Ha neudenure ¢ Onukapa Morar ja ce NnosBAT 3amaiBaHe, CbHJIMBOCT HJIH yMOpa, 0cOOEHO B
HAYaJIOTO Ha JIEYEHUETO, NMPH MOBULLIABAHE HA [03aTa, NPEeMHHaBaHE KbM APYIH JIeKapCcTBa WJIM
npueM ¢ ankoxos. Tosa TpsOBa aa ce uMa npeaBUA NpU wWwodupaHe wian pabota ¢ MallMHH.

Oaukapa cbabpka 3axapo3sa.
Axo Bawuart nekap Bu e Kazan, ye umaTe HEIMOHOCMMOCT KbM HAKOM 3aXapH, MOCbHBETBAHWTE c€ C
HEro, Npeau /1a B3eMEeTe TO3H JIEKAPCTBEH MPOAYKT.

3 Kak na npuemare Ounkapa

Bunaru npuemaiite Onukapa TouHo kakto By e kazan BawmsaT nekap. AKO He CT€ CUIypHH B HEllO
nonuraite Bawus nekap.



[Ipenopbumurennara no3za e 1 kancysa Onukapa 40 mg Beaubx AHeBHO. B cinyuaii, ye Bamusr
JIeKap NpeueHH, ye e HeobXoanuma Mno-rojigma 03a, J103aTa MOXKE /1a C€ MOBHIUH /10 2 MBbTH JHEBHO
no 1 kancyna Onukapa 40 mg kato BTopara a03a TpsOBa ja ce npuemMa He ro-KbCHO OT 6 yaca cief
MbPBUS MPHEM C LIEJT MOAABbPIKAHE HA TpaeH e(eKT.

Kancynure Tpabsa 1a ce nornsuiat uesiu, 06e3 aa ce AbBYAT ¢ I0CTaTbYHO KOJIMYECTBO Boia (Harmp. ¢
yalua Boja).

AKoO cTe npuein noseye oT Heobxoaumara jpo3a Onnkap

AKO cTe mnpHesH noseye or HeoOXoaumara ao3a Onukapa oTkoakoTro Bu e Ouno npeanucano
(cuTyauMs M3BECTHa KaTo Mpeao3upaHe), cBbpxkere ce HezabaBHo ¢ Bawus nekap unu oruaere
He3abaBHO A0 HaM-OMM3KOTO JieyeOHO 3aBeJIeHHME, KAaTO HOCHUTE CbC cebe cH omnmakoBkKaTa Ha
JIEKapCTBOTO.

AKo cTe nponycHau aa Biemere Oaukapa

Bue Tpsbsa na npuemare Onukapa, Taka kakto Bu e npeanucan. Bunpeku ToBa, ako nponycHere
1103a, B3€MeTe s BeJHara LLIlOM Ce CEeTHTe, OCBEH B C/ly4yauTe, KOraTto Beye € HaOJIMIKHIIO BPEMETO 3a
clieaBaulata ao3a. ToraBa npueMere HanpaBo cieaBailaTta ao3a. He B3emaiiTe nBoitHa no3a, 3a ja
KOMMEHCHpaTe nponycHarara /103a.

AKo cTe cnpesin npuema Ha Oaunkapa
AKO MMaTe HSIKAaKBU JOITBJHUTEIHU BBIIPOCH, CBBbP3aHU C ynorpedara Ha TOBA JIEKAPCTBO, MOJIS
nonuraiTe Bawus nexkap.

4. Bb3MOKHH HeKeJIaHH peaKIHH

KakTo BCHYKH JICKApCTBa, TOBA JIEKAPCTBO MOXKE [1a NPEJAH3BHKA HEXKE/IAaHH pC€aKLIHH, BLITPEKH Y€ HE
BCCKH I'H T10JT1YHdBa.

Haii-uecTo noksiaiBaHaTa HexkeslaHa JiekapcTBeHa peakuus e riaobosnue. [1aBobonuero moxke ja
sacerHe Mexay 1 v 10 nauMeHTHM Ha JIeKyBaHM W HamassBa IOCTENEHHO ¢ BPEMETO H
MPOABUKMUTETHOCTTA Ha ynoTpeba.

JIpyrn HekeJIaHH peakilHH ca:

Yecmu (moxce oa 3acecnam medcoy 1 u 10 nayuenmu, na ecexu 100 nexyeanu).
e 3aMaHWBaHe
® ymopa

Hevecmu (mooce oa 3aceenam meoxncoy | u 10 nayuenmu na eécexu 1 000 nexyeanu):
® 3ayepBABAHE HA JIMLIETO

C neuzgecmna vecmoma (om HaruuHume OaHHu He Modce 0a bvoe HanpaseHa OYeHKA KOJIKO 4ecmo
ce nposesasam 6 xo0a Ha 1eyeHue):
¢ CBHHJIMBOCT
e BJIOLLIABaHE Ha rpbaHa O0nka, 3a0aBeH M HapyLIEH CbpaeyeH pUuTbM (OpaauapuTMua),
CrajiaHe Ha KpbBHOTO HaJIAraHe rpu M3npapsHe, KOETO MPUYHHABA 3aMaiBaHe,
[MPUMAJISIBAHE WJIH MPHUIAABK (OPTOCTATHYHA XUITOTOHMSA ), YCKOPEH CbPAEHEH PHTHM
(peieKTOpHa TaXUKapaus)
® KpaTKOTpamHO MNpUMalIsBaHEe WJIK NpUnaaaHe (CHHKOIM), MPEKOMEPHO CrnajaHe Ha KPbBHOTO
HaJIsiraHe M BJI0LIABaHE Ha KPpbBOOOpallleHHEeTO (LIMPKYJIaTOPEH KOoJiarnc)
® rajeHe, NOBpblIAHE
e 00puBH N0 KOXKaTa (eKC(HOJMATHBEH 1€PMATHT), AIEPrUiYHH KOXKHH peaKkLuH

CbobmaBaHe HA HEKEJIAHH PEAKUHH




AKO NMONYUYUTE HAKAKBH HEXeaHH JIeKapCTBEHH peaklMH, yBejioMere Baiuus nekap. Tosa Bkitousa
BCHYKHM Bb3MOXXHH HEOIMHUCAHHU B Ta3H JIMCTOBKA HEXEJIAHHU peakliMH. MoxkeTe Chblilo aa chodLuTe
He)KeJIaHH pPeakLMH AWPEKTHO Ype3 HalUMOHAIHATa CUcTeMa 3a cholOlaBaHe:

H3nbaHuTeIHA areHUMs M0 JeKapcTBaTa

yn. ,,JJamsau ['pyes” No 8

1303 Codus

Ten.: +35 928903417
yeOcaiT: www.bda.bg

Kato cboluuiaBaTe HeXelaHH peakLMK, MOXKETE J1a 1a/1IeTe CBOs NMPUHOC 3a M0J1y4aBaHe Ha MoBeye
HHopMalug OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cbxpausiBate Onnkap)

,[Ia C€ CbXpaHsABa HA MACTO, HEAOCTBHITHO 34 [I€LiA.

Ila ce cbxpansaBa noa 25°C.

He u3non3saire TOBa JIeKapcTBO CJie/l CPOKA Ha rOAHOCT, 0TOE/IS3aH BbPXY KapTOHEHAaTa ONnaKoBKa.
CpOKBT Ha rOJIHOCT OTroBaps Ha MocjAe/HUS JEH OT MOCOYEHHUSs Mecell.

He wusxBbpasiTe sekapcTBara B KaHajM3alMATa WJIM B KOHTeHHepa 3a JOMauUIHW OTNAIbLIH.
[lonurakite Bawua ¢apmaueBT Kak 1a M3XBbPJIATE JIeKapcTBaTa, KOUTO Be4e He H3nosi3Bare. Tesu
MEPKH L€ CIIOMOrHaT 3a Orna3BaHe Ha OKOJIHaTa cpeja.

6. ChabpixaHne HA ONAKOBKATA H 10NbJHHTEIHA HHPOpMANHS

KakBo cbabpxa Oankapn

Besika kancyiia ¢ yabmkeHo ocBoboxaaBaHe cbabpka 40 mg uzocopOua MOHOHUTpAT.

Jpyrure cbeTaBkd (MOMOLIHM BELIECTBA) ca: 3aXapo3a, LapeBUYHO HMILECTE, eTUIILIeNY/103a, TaJlK;
CbCTaB Ha Karicysara — KeJJaTHH U THTAHOB AMOKCH/IL.

Kak n3rnexaa Oankapa H KaKBO CbAbpPKA ONAKOBKATA
benu, Henpo3payHU TBBP/IM JKEJIATHHOBH KarCyJ/id, [TbJHU ¢ Oesu 10 noutH 6enu chepu.

Kancynure no 10 6pos B 6nucrepu ot PVC/anymununero ¢honmno; no 2 61ucrepa B KapTOHEHA KYTHA.

IIpuTexkaren na pazpemieHneTo 3a ynorpeda H npoH3BOAHTE]
[Ipumexcamen na paspeuterue 3a ynompeoa

Maiinan EOOJ]

Od¢muc crpana ,,Cepanka odpucu*

Oyn. CutHsakoBo Ne 48, eT. 7

1505 Codus

bbarapus

[Ipouszsodumenu
Temmler Pharma GmbH
Temmlerstrasse 2

35039 Marburg
['epmaHus

Valpharma International S.p.A.
Via Gianbattista Morgagni, 2
47864 Pennabilli (RN)

HUranus



3a I0MbJHUTEIHA HHEl)OpMElLlHH OTHOCHO TO3H JICKAPCTBEH INPOAYKT, MOJIA CBBHPIKETE CE C JIOKAJTHHUA
MNpEACTABHUTC]1 HA MPHUTEXKATE]IA HAa pa3pClLICHHUETO 3a YHOTPEfSHI

bbarapus

Maiinan EOOJ]
Ten. +359 2 44 55 400

Jlata Ha noc/ieAHO NpepasrJekaaHe HA JIHCTOBKATA
deBpyapu 2025



