W3MBLIHUTENHA ATEHUUR 110 TEKAPCTBATA

%] sopherma Fucmoska - punonee 2
: BULGARIA

VASOPREN®3 mg}lj mg, 20 m fabl.

JIUCTOBKA: HHOOPMAIMS 3A ITIOTPEBHUTEJLA

VASOPREN®5 mg, 10 mg, 20 mg tablets
BA3OIIPEH® 5 mg, 10 mg, 20 mg 1abnerxn
enananpu Majear (enalapril maleate)

IIpouememe ¢HuMamMenno WANaAmMa AHCIMOSKA npedu Oa 3anouHeme 04 Rpuemame
064 JIEKApCHE0.

e Sanaseme masu aucmoera. Mooxce 0a umame uyoicoa 0a s npoyememe OmHo6o.

o  Ax0 umame HAKAKEU OONBAHUMENHY GLHPOCH, nonumaiime Bawus iexysawy rexap unu
dapmayeam.

e Tosa nexapcmeo e npednucano auyro Ha Bac. He 20 npeomcmvnsaiime na opyau xopa.
To mooice 0a uM HAGPeOU, HE3ABUCUMO OM MOBA, Y& MEXHUME CUMIIOMY €A Cowume
xamo Bawume.

o AK0 HAKOA OM HEJCENAHUME NEKAPCMBEHY PEAKYUY CIMAHE cepuosna unu 3abenesicume
Opyeti, Heonucanu 6 masu TUCMOBKd, MO ysedomeme Bawus nexap unu hapmayesm.

B Ta3u aucTroBKa

Kaxso npencrasigasa Basonped H 3a KakBo ce H3MO0J3B2
pemn na npuemere Basoipen

Kak na npuemare Bazonpern

BB3MOXKHE HEXENaHU peakimy

Csxpanenne Ha Basonpex

Jonnauprenna uadopManus
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1. KAKBO IIPEACTABJISIBA BA3OIIPEH H 3A KAKBO CE H3IIOJI3BA
Basolper chOBPXKA JIEKAPCTBEHO BEINCCTBO CHANANPHI MAJeaT, KOSTO Ce OTHAacH KBEM
AHTUXANEpPTeHs3UBEUTE (HOHIDKABAINE KpPBBHOTO HaliraHe) JIEKapCTBa, HAapPEHUCHH
WHXHGHTOPH Ha aEruoTeHsuH-xonBeprapamys exsuM (ACE umaxubutopw). Jlexapereara
OT Ta3H rpyna TMOTHCKAT aKTHBHOCTIA Ha TO3M €H3UM, B Pe3yiITaT Ha KOSTO C¢ IIOHKKABA
KpPBBHOTO HAILIraHe, Nogo6paBa ce HANTOCTHATa HeHHOCT Ha CHPAEYHO-CHIOBATA CHCTEMA.
BasompeH € MOKa3aH 3a JedeHue Ha XHNepTOHus (BHCOKO KPBHBHO HajArawe), 3actoiina
CBpAEYHA HeAOCTaThusocT (0TcnabBade Ha chpiedHara GYHKUUS), Ip¥ HapYIICHHE Ha
dyHKOEITa Ha fIBaTa KaMepa Ha ChPLETO.

2. TIPEJANA JA IPUEMETE BAZOIIPEH
He npuemaiite Bazonpen axo umare:
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VASOPREN® 5mg, 10 mg, 20 mg tabl.

* Axo npu mpexpmHo neueHne ¢ ACE-uxubutopu cre IMOMYYHIH ANSpPrHYHE PeaKIHH
KaTO OTOK HA JIMIETO, YCTHUTE, €3HKA H/UNH I'BPIOTO, CHC 3aTPyAHCHHUA B JHINAHETO M
I'BIITABETO;

* AKO CTe HMAIH TAKHBA PEAKIHY HA CBPBXUYBCTBUTEIHOCT C HEU3ACHCHA IPYYMEA I
ako BH e mocTaBgHa AMArHO3a HACIEACTBSH MIIE HAMOTIATUYCH aHTHOSHEM;

e AKO HWMare NBYCTPaHHO CTeCHEHHe Ha OBLOpeyHHMTe apTepHH WM CTECHEHHME Ha
6r0peunara apTepis Ha eIAECTREHIA OBR0peK;

e Axo cte OpeMeHHa WIH KEPMUTE,

O0npHeTe cNEenUANHO BHUMaHHE NPH jJeveHanero ¢ Basonpen

Ipenu 3amo4saie Ha JedeHEreTO ¢ Basonpen undopmupalite Nekysamps Bu nexap:

e AKo HMaTe ChpAcUeH IpobneM, 6n6pedHn 3a00/aBaHUd, aKO CTE HA AWalnsa UM ce
AEKyBaTe ¢ AuypeTriy (06e3B0HABAINM IeKapCTBa).

¢ AKO B MHHAJIOTO CT€ IONYIaBaNy alepruyHa peakiys ¢ HOAyBaHe Ha JIHIETO, YCTHUTE,
€3MKA ChC 3aTPYTHEHHS [P IperTENIaHe i AUIIaHe,

e Axo uMare 3a00NgBaHHA Ha HMMyHHATa CHCTEMa, 3axapeH AHabeT, NpH BCAKAKBH
HHPEKIHO3HO-BR3NANNTENEN  3abondBanus  (BB3NANeHHe Ha TBPIOTO, IIOBHINEHA
TEeMIIEPaTypa | 1p.).

e A0 DpoBEeXKIATe NeUcHHe ¢ aloNyPHHON, NPOKauHAMMI UIH ¢ KaNHH-CHXPaHIBaly
IEYPETHIIH, Kanuerd NoOaBKy, KaluH-ChABPXKAM CONH ¥ JPYTH JIeKapCTBa, CBBP3aHH C
MOBHIICHHE Ha KK B XPBBHEA CEPYM.

o Tlpexu XupyprauHa MaHHIysJaUHs MW aHeCTe3Wsd YBEOOMETe JieKaps, ue IpHeMare
EHANATIPAL, THI KaTo MOXe Ja ce Haboapa pA3KO HOHMKEHHE Ha KPBBHOTO HAATaHe.
Ymotpeda Ha npyrn Jexapcrsa

Mona, ungopmupaiime Bawua nexap unu dpapmavesm, ako npuemame uiil HaACKopo
Cme npuemany dpy2u AEKAPCmMea, SKIIONUIMENHO Il IMAKUGA, OMUYCKany bes peyenma,
Jleuenmero Moe Ja ce NOBIMse, ako IpHeMaTe: QUypeTHIM (IEKapcTBa 3a JeYSHHE Ha
OTONM H XHIEPTOHHS), APYIH CHPIEUHO-CHAOBH NeKapcTBa (HATPONpPOAYKTH, Oera-
GHOKEpH — IPOIPAHONION, ATEHONOM; KANIHEeBH aHTarOHMCTH ~ HH(CMUINH, BEpPAIaMHuII,
AMATHA3EM;  NPOKaWmHAMM,  JMTOKCHH),  KamHeBM  JICKapCTBSHH  IIPOXYKIH,
IPOTHBOBE3NANUTENHN JIeKapcTBa (WHAOMETAlME, aclHPHH M [Ip.), AHTHIONATPOSHH
fexapcTBa (AOIyPHHON), NPOOEHEIH, JIMTHEBY COMM; ASKapcTBa, IOTHCKAINY MMyHHATa
cucTeMa; aHTUAMAOETHH NIeKAPCTBEHH IPOIYKTH, JIeKapeTBa MPOTHB JACnpecws,
AHTHAIMIHA CpeACcTBa.

Ynorpeda Ha Bazonpes ¢ XpagH HIM HANATKH

ITo BpeMe Ha nevenue ¢ Basompen He ce IpenoppyBa ymoTpeba Ha aIKOXoN HOpagH
BB3MOIKHO YCHIBaHe Ha e(eKTa Ha IeKapcTBOTO.

BpemennoceT n KbpMeHe

Hocveemeaiime ce ¢ Bawun nexap unu papmayesm npedu ynompedama na Koemo u
0a e eKapcmeo.

HpunoxeHneTo Ha HPOAYKTa MO BpPeMe Ha OPEMEHHOCT M B IIEpUOJia Ha KBPMEHE €
TIPOTHBOIIOKA3AHO. ‘

Hlodupane g paéoTa ¢ MADHHH

Bazompes Moe Aa BpelH3BHKa XUOOTOHMS IPH HAKOY MAlNCHTH, oco§efr6fif'—ﬁé%‘%§oro\fza

NedeHNeTo, koero TpabBa Ja ce uMa PeNByA APy ModhHpane B paboTa %Mamnnnw\’mc?
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VASOPREN® 5mg, 10 mg, 20 mg tabl.

3. KAK 1A TIPUEMATE BA3OIIPEH

Jozama u npodvANCUMETHOCIMA HA 1edenie ce onpedenam om aexyeawjun Bu nexap.
Baocno e da ezemame nexkapcmeomo maxa, xaxkmo nexapam Bu zo e npednucan. He
mpabea da npomeHAme dosume HAU Oa npeycmanosasame Jexenuemo, bez oa ce
KoHcynmupame npedu moea c jexapa, 00pu axo ce yyscmeame 0obpe. Onumaiime ce
0a g3emame AeKapCmeomo no eOHO U COUL0 6peMe Gcexu OeH,

Bazonpen ce mprema mpe3 ycrara, | mmi 2 I'BTH NHEBHO IPEMH, IO BPeME KA CIef|
Xpasese,

Bucoxo kpeBHO Hamsarane: IIperropruBanara Hadanna gosa ¢ 10 go 20 mg B 3aBECHMOCT
OT CTeNEHTA HA XHIEPTOHMATAa. LIpm ;mexa CTelleH Ha XHUIEPTOHHA IIpernopbYBaHaTa
Havanwa Jo3a ¢ 10 mg, 1 wnm 2 neTH AHeBHO. [Ipy HIKOM MAlMEHTH MOXe Ha €
HeoOXompMa H IIO-HHCKA HayanHA [o3a. 3a OCTAHAUTE CTEIeHM Ha XHICPTOHMSA
Havanuara 7o3a e 20 mg nuesno. OGuKHOBEHO Mozxbpkamara goza ¢ 20, mg 1 wm 2
I'BTH JHEBHO.

Cepneuna penocrarpunoct: OOHKHOBEHO HpeNoOphYBaHaTa HadaiHa jJo3a € 2,5 mg
eXHoKpaTo JHeBHO. [lozara 1psOBa na ce yBeNmyasa MOCTENEHHO B 3aBUCHMOCT OT
HHAUBHIYAIHOTO IIOBIUIBAHE JO JOCTHTaHe Ha obnyaiiHaTa noAbpxaa fo3a oT 20 mg,
TIpHEeMaya eTHOKPATHO WITH pasielicHa Ha 2 IpHeMa,

AKo umame 4yecmeomo, e eheknvint HA JEKAPCHBOMO ¢ MHO20 CUNIeR UH mebpoe
Cab, MoOAA, CLOOUenE HA IEKYCaUUA ClL ACKAaAp,

Ako cme npuenu nogeue om Heobxodumama 003a Bazonpen

B crryuay Ha ImpreM Ha MHOTO BHCOKA J103a MOJKe Ja ce HaOIIoJaBa 3aMasHOCT BCUEACTBHE
Ha PA3KO NOHMIKABAHE Ha KPHBHOTO Hassraxe. HeszabasHo mEQOpMupaiite Bamms nexap
HIIH C& CBBPIKETE ¢ Hali-GIH3K0TO CIISINHO OTAC/ICHHUE,

Axo cme nponycuanu 0a npuememe BazonpeH

Axo mporycHeTe efHa 032, B3EMeTe s KOJNKOTO € BB3MOXHO IO-CKOPO. AKO NOYTH €
CTaHaJo BpeMe 3a CIIeHBanIaTa 033, B3eMeTe s KaxTo o0ukHoBeHO. He B3emaiite nBoiina
Io3a, 3a Ja KOMIeHcHpare IponycHaTara. IIpoabinkeTe fa B3eMaTe JEeKapCTBOTO, KaKTo
Bu e npepnucano.

4. Bb3MOXHH HEKEJIAHU PEAKITHI
Kaxmo ecuuxu nexapcmea, Bazonpen mosice 0a uma uexcenanu peaxyuu. Te obaue ne
ce nabniodoasam npu écuyku nayueHmu, maxa ve Bue mosice 0a ne nonyuume HuUKaKea

peaxuun,
O6uxHOBeHO Bazonper ce moHacs noGpe. [Ipy HAKOA HanHEHTH MOXE Ja ¢& HabonaBar
CICHHATE HEXeNaHy JIEKApCTBEHH peaKiyy: Haif-4ecTo — Kallnui@, 3aMasHoCT,

rnasoBonme, yMopa, cnabocr. Jpyrn BB3MOMKHH HEXEIaHH PEakIuM, BE3HUKBAINA IO-
PAIKO Ca: CBETORBPTENK NOPANH IIO-CHIHO MOHMKEHAES Ha KPBBHOTO HAAraHe, 3aMbIIICHO
BHXAAHE, rajcHe, HOBPBINGHE, KOPeMed IUCKOM(OPT, AUapHs, OOPHBH, MYCKyJIHE
criasMu, Gonkk 3@ TPHAHATA KOCT, IPOMEHH B 9ecToTaTa H PHThMAa Ha CHPACYHATA
IefiHOCT, HapyIIeHHs B IyBCTBMTENTHOCTTA, NOGNEHABAHE, H3TPHIBaHe Ha OPBETUTE Ha
KpalHunuTe, CBpIEYHA HENOCTATBYHOCT, HAPYMIEHME HA CBHA, ng;xpecpmﬁq ﬁpema
IpPOMEHW BBHB BKyCa, HApyIIeHHWsl B eNEKTpoNuTHara OOMsAHA, aHe ﬁ@ },neaxogem{ﬂ
HEYTpOIIeHHs, arpaHyIou¥T03a, TpoMGounToneHus (HamajBase Gpos g ‘npe,uenewsn 2
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Y/,




sopharma

VASOPREN® 5mg, 10 mg, 20 mg tabl.

KPBBHY KJIETKH), NAHUMTONEHHS (HaMmanspaHe Opos HAa BCHYKH KpPBBHM KIETKH),
3auepBsaBage, CHPOEK IO KOXKATa, MAHKPEaTHT, XKEITCHALA, HAPYIUCHH] B yPUHAPAHETO,
HMIIOTEHTHOCT, YBENMYABAHE HA MIICYHUTE JKIE3H Y MBXa, allepruuHu o6puBH, OTOIH,
3ACATaNIY Pa3NIHUHH YIacThuy OT THIOTO (BKJI OTOK HA HapHHKCa).

Aro wuakoa om HexceRanume JIEKAPCMEEHU pearuyiu CMane CepuosHa U
3abenexcume Opy2u, HEORUCAHU & MA3U JUCHOGK, MOAR yeedomeme Bawun nexap
unu hapmareem.

5. CbLXPAHEHUE HA BA3OIIPEH

Ja ce chxpansdBa B OpWUTHHAJHATA ONAKOBKA, HA CYXO M 3alMTEHO OT CBETIMHA MICTO,
mpu Temneparypa nox 25°C.

Ja ce cexpaHsBa HA MACTO, HEAOCTRIIHO 32 AeTa.

He m3nonzpaiite Basomped ciel cpoka Ha TOTHOCT, 0TOEMA3aH BBPXY ONaKOBKATA.

6. JONBJIHUTEJIHA UHOOPMAITMA

Kaxreo cvdvpaca Bazonpen

Bcsika TabneTka Basonper cpAbpika aKTABHOTO BEHIECTBO eHANApHI Maneat (enalapril
maleate) 5 mg, 10 mg unm 20 mg.

JlpyruTe CHCTABKH Ca: MaHUTOJ, MHKPOKPHCTAHA [ENY)I03a, XMAPOKCANPOIKI Lelyi03a,
HATpHEB XHAPOTEH KapboHaT, HaTpuil HMIUECTE IVTMKONAT, KONOHJANeH CHIMLMEB
IHOKCHJ, MArHe3HeB cTeapart, uepBeH JKeNleseH OkcHp (Tabnerka 10 mg u 20 mg), XBIT
xenezen oxcuy (tadierka 20 mg), Tank.

Kax uzzneycoa Bazonpen u kakeo co0bpica onaxoskama

Tabnerkn 5 mg: KpeIiW, IWIOCKH Tabnerku ¢ Osn LBAT, ¢ JBYCTpamHA (acera H
AeNUTEIHAa YepTa OF efHaTa cTpaHa, AHaMETEP O M.

Taéaerxn 10 mg: KpbIid, IOCKH TabIETKHE ¢ PO30B IBAT C jeKa Mo3aiiKa, ¢ IBYCTpaHHA
aceTa n fenATENHA YepTa OT AHATA CTPaHa, JUAMETED 7 MM.

Ta6aerkn 20 mg: Kpbrayu, mWiocku TabneTky ¢ G6exoB UBAT, ¢ ABYCTpaHHa (dacera M
IeNUTENHA YepTa OT eAHATA CTPaHa, AMaMeTsp 8 MM.

Ta6xerku no 5 mg , 10 mg, 20 mg: Ilo 7 tabuerxu B Onucrep or PVC/anmymunneso
(oIHo HITH TPHILIACTOBO ANYMHUHKERO /anyMuHMERO (Gonuo; 1o 4 Gmactepa (28 Tabrerkm)
B KapTOHEHa KYTHS, 3a6H0 ¢ AHCTOBKA.

Hpumexcamen na paspeutenuemo 3a ynompeda u npou3eooumen

COOAPMA AJT

1220 Codus, yi1. Minuencko nroce 16, byirapus

IMocnenro onodpeHye Ha NUCTOBKATA
Oxromepu 2007




