A

JIncroBka: HHpoOpMaALHS 32 NAUHEHTA

MOJJICUAOMMUH WZF 2 mg TabaeTKH _ }O '7‘7'2 10
MOLSIDOMIN WZF 2 mg tablets *

MOJICHOOMHUH (molsidomine)

IIpoyeTeTe BHHMATENHO JIHCTOBKATA NMpeAH A2 3aM04YHeTe 1A NpHeMaTe TOBA JIeKapcTBO, Thil

KaTo TH CbAbpKa BakHa 3a Bac undopmauus.

- 3ana3ere TMCTOBKaTa, MOXKe 1a BH ce HAJI0XKHU Aa 1 NPOYETETE OTHOBO.

- AKO UMaTe HAKaKBH JOMBJIHUTEIHH BBIIPOCH, NonuTaite Bawus nekap Wik ¢papMaueBT.

- Toa nekapctBo € npeanucaHo n1U4HO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe
[a UM HaBpEIH, HE3aBUCHUMO, Y€ MMPU3HALMTE Ha TAXHOTO 3a00/ABaHe ca ChIIMTE KAKTO
Bawuure.

- AKO MOJIyYHTEe HAKAKBHU HEXEJIaHH JIEKAPCTBEHH peakUuuu yBeaomere Bawus nekap uiu
¢bapmauesT. ToBa BKJIIOYBA U BCHUKH BB3MOXHH HEXEJTaHW peaKLUH, HEONMUCAHH B Ta3u
NACTOBKA. BywxTe TOUKa 4.

KakBo cbabpika Ta3H JHCTOBKA

KakBo npeacrasnssa MoncuaoMuH WZF M 3a KakBO ce€ M3MM0J13Ba

I

2. Kakso TpsOBa na 3Haere, npeau na npuemere Moncungomu WZF

3, Kak na npuemare MoncunoMu WZF

4, Bb3MoxHH HEXXenaHu peakuud WZF

3. Kak na cexpanssare MoncunomMmud WZF

6. Copabp)kaHue HAa OnakoBKaTa M JOIMBIIHUTEIHA HHOpMaLUA

1. Kakso npeacrasasasa Moacuaomud WZF u 3a KakBO ce H3110/13Ba

MoncHIOMHH pa3lIKMpsABa apTEPHAJIHUTE ChAOBE H HAMAJIABA Clla3bMa HA KOPOHAPHUTE apTEPHH.
HamansiBa kMcopoaHaTa KOHCYyMalMs Ha MHOKap/aa, KOETO BOAHU A0 nogoOpsBaHe Ha TOJIepaHca KbM
YCHJIHS, ChILIEBPEMEHHO HaMalsBa YECTOTaTa Ha MoABa Ha KOpOHapHa 6oka.

[TpenapaTeT Moncunomud WZF ce usnonsea npu:

- npodUIaKTHKA U JICUeHHE Ha CUMIITOMHU HAa aHTMHA MEKTOPKC

- KOpPOHapHa HEAOCTATbYHOCT

- 3a nogo0peHue Ha ToJiepaHca KbM YCHIIUA MPH UCXEMHUYHA OonecT Ha ChpLETO.

7 Kakso TpsiOBa aa 3HaeTte, npeau Aa npuemere MoJsicnaoMmun WZF

He n3noassaire Moacuaomun WZF:

- aKO CTE€ aJIepru4HH KbM MOJICHIOMMH WJIH HAKOA OT OCTAHAJIMTE ChbCTaBKM Ha TOBA JIEKAPCTBO
(u30poeHH B TOUKa 6);

- aKo cTpajare OT OCTpa LMPKyJIaTOpHA HEAOCTAThYHOCT (Hamp. LOK, IEBOKaAMEpHa
HENOCTATBbYHOCT WJIH OCTBP ChbPACYEH MPUCTHI);

- aKO UMATE TEXKa apTepUaiHa XUIIOTOHHUS;

- B ci1y4ail Ha OpeMeHHOCT, 0COOEHO B MbPBUA TPUMECTBP;

- B C/Iy4ail Ha KbpMEHE;

- aKo u3noJ3Bare cunaeHadun, taganadun, BapaeHadun (Jiekapersa, noaoopsaBalu
epEKLMATA) — BHXKTE MO-A0ay To4Ka , JIpeaynpexaeHus u npeanasHd MEpKHU®;

- aKO nMpUeMare eIHOBPEMEHHO CTUMYJIaTOPH Ha ryaHWJaTUMKNa3a (JiekapeTsa,
6enonpoOHUTE apTepHH — KPHbBOHOCHH ChA0OBE, KOHUTO CBBP3BAT ChPLETO C
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YJIECHABAT H3NIOMIIBAHETO Ha KPBBTA KbM OenuTe npodose), mopagy NOBHLIEH PHCK OT
NOHIKaBaHe Ha KPBBHOTO HaNsiraHe.

MoscuaoMuH WZF He e noaxondil 3a JeYeHHe Ha OCTPa aTaka Ha CTeHOKapius.

IIpeaynpe:xaeHHN H IPeANa3HH MEPKH
["'osopere ¢ Bawus nexap wnd $dapmauesT, npeay aa uinonspare MoacuaoMuH WZF,

OOBpHeTe crienuaniHo BHRMaHUe, Korato uanon3pare MoncupoMus WZF npu:

- OcobeHo BHUMaHHe TpAOBa Ja ce 0ObpHE NpH NallHEHTH ChC TEXKKA ChpACHHA TUCPYHKLUA
(NaIMEHTH ¢ T.Hap. XMNepTpopriHa 0OCTPYKTHBHA KapAHOMHOMATHA, KOHCTPHKTHBEH
epPUKApAMT Wi ChpAeYHA TaMIIOHAZa, MALMEHTH C OCThP HHPAPKT Ha MHOKapaa 4
feBoKaMepHa TMcYHKIA, IALMEHTH C A0PTHA H/IUIH MUTpasiHa CTEHO34).

- B caysait Ha cepaeyeH npucthil Moncuaomur WZF Tpabsa aa ce rnipunara camo 1oj CTporo
MEAHLMHCKO HabNMoaAeHHe W CTPOro MOHHTOpHpaHe Ha KPbBOOOPAILIEHHETO.

- [TaliEHTH ¢ HHUCKO apTePHANTHO HANIATaHEe M Bb3PacTHH NALMEHTH, 0cO0EHO TaKHBa ¢
XUNOBONEMHA (CLCTOAHHE Ha HaManeH o0eM Ha KpbBTa B OpraHM3Ma) W/HNnM MpHeMaiiy Jpyry
Ba30UIIATATOPH, MOPALH OMACHOCT OT PA3KO ClafiaHe Ha apTEPHATHOTO HANATAHE.

- EnHoBpeMeHHaTa ynoTpeba Ha MOJNICHAOMHHE H ciiaeHadun taaanagmn, BapaeHad I
(M3MONM3BaHM TIPH €PEKTHIHA AHCYHKLMA) € NMPOTHBONOKA3aHa, MOPaJH ONMacHOCT OT PA3KO
CMaJiaHe Ha APTEPHANHOTO HAIATAHE, 3aryba Ha Ch3HaHNe U konanc (Bx. no-rope To4ka ,,He
Hanom3Baiire MoxcnaoMud WZF”),

- JlekapAT MOXeE 2 U3MEHH NO3MPOBKATA HA AEKAPCTBOTO {IPH MaLMEHTH ¢ YepHOAPOoOHA HITH
O10pevuHa HeZOCTaTHLYHOCT B 3aBHCHMOCT OT CLCTOSIHHETO HA nauMeHTa. [Ipyd naumeHTH ¢
yepHOApOoOHA HEAOCTATLYHOCT JICKAPAT MOXE A3 3aroyHe TepanuaTa ¢ o-HHUCKa 1032 U 1a
s yBeNnyaBa MoCTENeHHO 0 MOCTUraHe Ha TepaneBTHMeH edekt. ToBa ce oTHACH 0COOEHO 3a
MaLHEeHTH C YepHOApOoOHa HEROCTATHYHOCT, TPHEMALM BA3OAWIATATOPH.

Apyru nexapersa 4 Moachaomuau WZF

Mons, uropMupaiite Bannis nekap win ¢papmaLest, ako rpHeMaTe, HaCKOpo CTe NMpUEeMalti KiIH

MOJXE 1a IpueMeTe Opyru JIeKapCTha.

- MoncuaoMuH NMOBHINABA ASHCTBHETO HA ChAOPa3lIMPABALIHMTE CpeacTBa (KATO HUTpATH, OeTa-
bnokepn, 0710KepH Ha KAILIMEBHTE KAHANIH), KOSTO MOXE Aa NPEeAM3BUKA PA3KO NOHMKABAHE HA
APTEPHATHOTO HaJIAraHe.

- ENHOBpEMEHHOTO NPHIIOXKEHHE HA MOJICHAOMHH H HWIOTIPOCT MOXKE 3HAYHUTE/IHO 1A IOTHCHE
TpOMOOLIMTHATa arperalms.

- EnHOBpeMeHHOTO MpHUIoKEHHe HA MOJICMAOMUH U cunaeHadun, razanadui, sapacHagua (4
APYTH NeKapCcTBa, H3ITOM3BAHH MPH ePeKTHIHM HapyLIeHHsA) € IPOTHBONOKAa3aHo, Thil KaTo
MOJKe Ja HacTHIH OBP30 U CHITHO MOHIDKABAHE HA apTepHanHoTO Hanaraue. ['osopere ¢ Bawmn
jleKap, ako Bb3HAMEPABATE 71a M3NON3BATE TAKMBA JIeKapCTBa.

- EnHOBPEMEHHOTO MIPHIOXKEHHE HA MOJICHIOMHH H €proTOBH aJKaloWAH (M3MOI3BaHH 32
fleyeHHe Ha MUTPEHa, NpoOieMH Ha KpBEBOOOpaLIeHHETO, BEHO3HH 3a00JIABaHHA) HE CE
Npenopw48a, Thi KATO TE MOTAT AA CH BIHAAT CPELLYTOJIONKHO.

Moacugomun WZF ¢ XpaHH, HANHTKHK H a1K0X0J
Tosa nekapcTBO MOXKE Aa C€ NPHEMa NpeaH, 10 BpEME Ha H CJICH XpaHEHE.
He TpabBa na npuemare aikOXONHH HaIMUTKH, A0KaTO puemare MoncuaoMud WZF,

bpeMeHHOCT, KbpMEHe H PepPTHIHTET

bpeMEeHHOCT

AKO cTe 6peMeHHa WM KbPMHTE, CMATATE, Y& MOXKE Aa CTe OpeMeHHa Wi TUlarupaTe OpeMEeHHOCT,
nochBeTBalTe ce ¢ Bammua nekap unu ¢papmauesT npeau ynorpedara Ha TOBA eKapCTBO.
VYnoTtpebara Ha MoicHaoMuH Npu OpeMeHHH, 0CO0EHO B MbPBHA TPHMECTHD € MPOTHBOMIOKA3AHA.




KBspMEHe
Vnorpedara Ha MONCHIOMHH NPH KLPMEINH XEHH € NPOTHBONOKA3aHA.

QepTURUTET
HaMma naHHH 32 edeKkra Ha MOJICHAOMME BBpXY depTwinTeTa NpH Xopa. [IpoyuBaHuATa NIPH )KHBOTHH

HE MTOKA3BaT OTPUUATENCH €(eKT BbpXY epTWINTETA.

Ilodupane # padora ¢ MAIIHHHU

Hsxon cTpaHnyHE peakuuy (Hanp. 3aMaliBaHe) MOraT Ja HapywaT CrnocoOHOCTTa 38 KOHUEHTPALUA
U peardpaHe U CIeOBaTeNHO Ja CL3AaAaT PUCK MPU CUTYALMH, KBAETO Te3H YMEHHA ca 0cobeHo
BaXkHH (Harp. pabora ¢ MAlIMHH WIH LIOdUpaHe).

MoacunaoMuH WZF ¢panpika 1aKT03a MOHOXHAPAT, 3aXapo3a H CoHeeT xbaT0 (E110)

Axo Bawwat nekap B e xazan, ue HMaTe HEOHOCUMOCT KBM HAKOH 3aXapH, CBBPXKETE CE C HEro,
MIpPeRu Ja NPHEMETE TO3M IEKapeTBeH poayYKT. [lopaay chabpxkanueTo Ha azofarpuwioro CeHCET
xwTO (E110), TOBa NEekapcTBo MOXeE Aa NPEAU3BUKA AIEPrUYHH PCAKLIUH.

3. Kak na npuemare Moacuaomuu WZF

Bunarn npuemaiite MoncuaoMus WZF TouHO KakTo € kasan BaumAaT nekap wid gapMaueBT. AKO He
CT€ CUTYPHHU KOHCYNTHpANTE Ce ¢ NIekap Wi papMalesT.

JlexapaT npenopbh4Ba A03a H HHTEPBAT MEXAY NMPHEMHTE HHAWBHAYAITHO, B 3aBHCUMOCT OT TEXeCTTa
Ha 3a0os1ABaHe Ha NaUMEHTa ¥ HeropaTa ABHraTe/lHa akTHBHOCT.

JlekapcTBOTO MOKE Ja ce MpHeMa NPeaH, Mo BPpEME H Cle XpaHeHe.

[IpenopsyBaHaTa n03a ¢ 06HKkHOBEHO | mg zo 2 mg 3-4 nbTH AHEBHO (3 mg A0 8 mg OT MOJICHAOMHH
Ha AeH). AKO € HeoOXOAUMO J03aTa MOXe I1a ce YBenudH a0 4 mg 3-4 meTH aAHeBHO (12 mg no 16 mg
MOJICHIOMMWH Ha IeH).

JlekapsAT MOKe Jja MPOMEHH J03HPOBKATA HA IEKAPCTBOTO MpH NaLHEHTH ¢ YepHoapoOHa WHIH
OB0OpeuHa HeZOCTATHYHOCT (BX. CHILUO TOYKA , [ IpemynpexaeHus U NMpeana3sHn MEpKH').

AKO ¢Te npHeaH nosede or Heobxoaumara MoacuaomMud WZF

['MaBHKHTE CHMNITOMH Ha Mpef0o3upaHe ¢a HUCKO KPBBHO HaNAraHe (XHITOTOHKA), 3a0aBeH rync
(bpanukapaus), cnabocr, 3amaiiBaHe, CBHJIKBOCT, KONAINC M WOK. B ciyual Ha npeno3upaHe BeaHara
¢e MochBETRANTE ¢ NeKap.

Hekctus: BeaHara ce cppxeTe ¢ nekap. B cnyyalt Ha npueM Ha MHOMO BUCOKa 1033 JIeKapsAT MOXKe
Ia W3BBPIIH CTOMALITHA NIPOMHMBKA. AKO € HeoOX0MMO ce NpeATnpHeEMa CHMITTOMATHYHO JIEYEHHE,

AKO CcTe nponmycHaJ H na npueMere Moacnaomun WZF
He npuemaiiTe 1BOMHO NO-BUCOKA A03a 32 A2 KOMIIEHCHpaTe NpolycHaTara.

Axo npexparure npiuema Ha Moacuaomun WZF
AKxo0 AMaTe IpyrH BEIPOCH OTHOCHO yrorpebaTa Ha ToBa JieKapcTBo, nonuTalite Bawus jgekap Win

¢dbapmaleBT.
4. BBH3MOKHH HEKEIAHH PEAKUHHA

Karo BCHUKH JIEKApCTBa, TOBA JIEKAPCTBO MOXeE 12 NPeAH3BHKA HeXeNTaHH PeakiMi, BBIPEKH He He
BCEKH 'l IOJTy4aBa.

Coperte ynorpe6aTa Ha TOBA JIeKAPCTBO H NOTHPCETe BeAHATA JEKAPCKA NMOMO
AJIEPrHYHH PeaKLHH, BKAIOMHTENHO 00pHB, NoayBaHe HA JMLETO, YCTHHTE,




rbPaoTo, KOETO MOXKe A8 NPHYHHK 3aTPYANSBaHe Ha AHIIAHETO HJH NPeraALIiaHeTo (BX.
HHpOPMAUHATA MO-10JY).

[TosiBaTa na HaGNMIODABAHUTE HEXETAHU PEaKLIHH CE ONpeAesd o CleIHHA HAYUH:

Yectn (Moxe na 3acer”ar go 1 ot 10 aymmu):
- ['naBobSonue. SIBABa ce OOHKHOBEHO NMpH 3aMQYBAHE HA JICYEHHETO H OOMKHOBEHO OTMHHABA
MpH [M0-HATATBIIHO JIEYCHUE. JlekapaT MOXKe Aa afanTupa 103aTa HHIVBUIYATHO, 38 04

peayLHpa WM NpeMaxHe Ta3d CTpaHHYHA peaKiuA.

Peaxu (moxe ga 3acerHar ao 1 or 1000 aymn):

- Peak1uuy Ha CBpBbXYYBCTBHUTEIHOCT (Hanp. KOXKHM PCAKLMH, KOHBYJICHBHO CBHMBAHE HA
OpoHxute (OpoHXOCNA3BM).

- 3ayepBABaHE HA THIIETO,

- 3aMaiiBaHe,

- Psa3k0 cniaaaHe Ha KPEBHOTO HajlsArase. MoyicuoMiuH OOHKHOBEHO peIyunpa KpbBHOTO
Hansarade npy nokoH. 1 ao 10% or nauueHTHTE NPETHPNABAT HEXKENAH CNall HA KPBBHOTO
HajAraHe (Hanp. 3aMaiBaHe) ¥ TOBA MOXKE [a HAJIOXKH HaManABaHe Ha 03aTa WiIH
npeKpaTaBaHe Ha JISUeHHETO — TOBA TPAOBa Ja pellM JeKapaT. PAIKo MOXKe Ja HACTBITH PA3KO
cnajaHe Ha KPbBHOTO HANAraHe, CbC CHMITOMH KaTO UHPKYIATOPEH KOMarc M LIOK.

- ["apeHe.

- ANePruvyHy KOXXHH peaKuuy.

MHoro peaxn (Moxe na 3acernar no 1 or 10000 xywmu):
- AHnadunakTrueH wok (0CTpa peakiLiMs Ha CBPLXYYBCTBHTEIHOCT, IPHAPYXKEHA ChC CaaaHe Ha
KPBBHOTO HAIATAHE, NOAYBaHe HA TEKAHHTE, CBEHTYATHO 3aQyX).

C Hen3BeCTHA 4eCTOTA (UeCTOTATa HE MOXKeE Ja Ce OINPEeNesIH OT HaJIHUHHTE JaHHH):
- Hucwk 6poit Tpombonutu (TpoMOOLIMTOTICHNA).

CrobiraBaHe Ha HeXeJAAHH PCaKLUHH
AKO INONIYHHUTE HAKAKBH HEXENAHHK NCKAPCTBCHH PCAKLIHH, YBEIOMCTC Baums JEKap. Tora BKIKOYBA
BCHYKH Bb3MOKHH, HCOMMHCAHH B Ta3H JINCTOBKA HEXCIAHH PCAKIIHH. Moxere chlIOo Ja ChOOIIUTE

HeXXEJIaHH peaKHH JUPEKTHO 4pes:
H3anbaHuTENIHA areHM 110 JIeKapcTBaTa

ya. ,,JJamsH ['pyes” Ne 8

1303 Cogus

Ten.: +35 928903417

yeOcailiT: www.bda.bg

Karo crobimaBare He'kesJaHU peakiuy, MOXeTe a AajieTe CBOA MIPHHOC 3a NOJIyYaBaHe Ha NoBeye

AH(GOpPMALA OTHOCHO 0e30MacHOCTTa Ha TOBA JIEKAPCTRO.

S. Coxpanenne Ha MoacuaomMmuu WZF

CoxpausBaiTe npu remneparypa noa 25°C. CexpaHasalite B OpHrHHaTHATa KAPTOHEHA ONAKOBKa, 3a
13 NpeanasuTe OT CBETNHHA.

Jace CbXpaHABA HA MACTO, HCIOCTDBITHO 34 J€1a.

He usnonssaiiTe TOBA JIEKAPCTBO CNIE/ H3THYAHE Ha CPOKa Ha FOAHOCT, 0TOENA3aH Ha KAPTOHEHATA
onakoska cnen .l oaen no:* u onucrepa cnen ,,EXP”. CpoKBbT Ha FTOAHOCT OTIOBAPA Ha [TOCACIHUA
I€H OT fOCOYeHHA Mecell,

He u3xBLpagiiTe eKapcTBaTa B KAHAIM3ALMATA WM B KOHTeHHEpa 33 JOMAaLIHH




[Toruraitre Bamua ¢papMalieBT Kak 1a H3XBBPIATE IeKapCTBaTa, KOUTO BEYE HE U3nonisare. Te3n
MEPKH LIE CIOMOTHAT 3a ONa3BaHe Ha OKOJIHaTa cpena.

6. ChbabpkaHNe HA OMAKOBKATA H AOMBJHHTEIHA HHPOpMALBA

KakBo cpaspka MojacuaoMuH WZF

- AKTHBHOTO BeLUECTBO € MOJICHOOMHH. Beska TabneTka chappka 2 mg MOJICHIOMHUH,

- JIpyT# CHCTABKH €a: JIAKTO32 MOHOXHAPAT, 3aXapo3a, KaprodeHo HUILECTe, OPAHXKER J1aK
(E 110), xonuaoH 25, MarHesuee creapar.

Kax uwiraexaa MoacnaoMmueH WZF H KaxBo ¢CbhbAbBPKA ONAKOBKATA

Tabnerkure MoacuaoMud WZF ca cBeTn00OpaHkeBH, KPBIH, ABYCTPAHHO MNOCKH CBC CKOCEH Kpail,
¢ JCNIUTEIIHA YEpPTa OT €AHATA CTpaHa, KOETO MO3BOABA PasiENAHeTO UM Ha ABE YacTH.

OmakoBka: KapToHeHa KyTHs ¢ 30 tabnerku B 6nucrep ot AI/PVC.

IIpuTexkaren Ha palpeuieHHeTO 3a ynorpeba u npoussoauTen
[TpuTexaTen Ha pajpelieHnero 3a ynorpeba

Zaklady Farmaceutyczne POLPHARMA S A,

ul. Pelplinska 19, 83-200 Starogard Gdanski, Ionina

[Iponzpoauren
Pharmaceutical Works POLPHARMA S.A.

Production Department in Nowa De¢ba
2 Metalowca St, 39-460 Nowa Deba, ITonma

3a JOMBJTHHUTENHA MHGOPMALIHA OTHOCHO TOBA JICKAPCTBO, MOJIA, CRBPXKETE CE C JIOKATHUA
NpeICTABHTEN Ha MPHTEKATENA Ha paspelicHHETO 3a ynoTpeda:

»3. ©. [Nondapma — kn1oH brarapus™

Oyn. Cumeononcko woce 85, et. 3 , odpuc 3

Codus, CTyneHTCKH rpan

Ten: 02/440 0843; 0886 511 160

J1aTa HA MOCAEAHO Npepajraexkaane Ha aucroskara: 07.2025




