JlucroBka: undopManus 3a mauHenTa

Joden” 7,5 mg puamupann TABACTRY
Zofen® 7.5 mg film-coated tablets

301125* 30 mg puamupanu TabACTRH |
Zofen® 30 mg film-coated tablets

3odieHonprn KanuMi
{Zofenopril caleium)

l'lpo'm'rm'c BEHHMATETHO IHAATA JHCTOBKA, NpeaH a4 3an04dpcre = HIMLWIZBATE TOBA

JIEKAPCTEO, Thil KaTo TH CLILpXKa BazkHa 3a Bac nndopmanua.

- 3anascre Tasu MHcTOBKA. Moke ma ce HANOXKH Ja A NPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JAOMBIHWTEIIHH BLIIPOCH, NonuTaiTe Baya nekap wnu (apMariest.

- Toea nexapctro € npennucado nuyHo Ha Bac. He ro npeorcrensaiite Ha npyru xopa. To Mosxe na
HM HABPEOH, HEZABHCHMO OT TORA, Y& ]'Iph3]-|ﬂ].[H'l'¢ Ha TAxXHOTO 3abonasade ca ChUIHTS KAKTO Bawure.

- AKO NONy4HMTE HAKAKBH HEMKCJAHMTE JeKapermenu peaxuuu, yeenomere Bawwus nexap wnwu
tapmaueeT. ToBa BKIIOUBA W BCHYKH BHIMOMKHH HEKENAHH PEaKUMH, HEONHCAHH B TasH NHCTOBKA, BuakTe
To4Ka 4.

Kakpo chIbpH#a TAH JIHCTOBKA

Kakeo npeacrtasnasa Joden” 7,5 mg 3ﬂ'mg H 33 KaKEBO CE M3MON3Ea
Kakso Tpafisa na snaere, npeau na npuemere 3oden” 7,5 mg 30 mg
Kak na npuemare 3oden™ 7,5 mg 30 mg

BB3MOKHN HEKETaHH peakUMK

Kak na cexpansgare 3oden”™ 7,5 mg 30 mg

Crabpikanie Ha ONIAKORKATA H AOITBIHUTENHA HHPOPMaLns

G L P L B =

1. Kakso npeacrasisga 3rurt[Jl:n‘at 7,5 mg 30 in'g H 32 KAKEBO C¢ H3NO0/I3BA

Joden™ 7,5 mg 30 mg crabpika 30(EHONPUIT KANIMil, KOHTO NpPHHAANEKH KbM Tpynata Ha
NOHHAKABALUH KPBEHOTO HATIATAHE NEKAPCTBA, T, HAP. HHXWOHTOPH HA aHTHOTEH3HH-KOHBEPTHPALIHA €HIHM
(ACE).

3oden™ 7,5 mg 30 mg ce H3N0A3BA 33 NICUEHHE HA CIEIHUTE CHCTOAHMS!
®  BHCOKO KPBLBHO HAJTATAHE (XHIIEPTOHMA).
*  ChpaeueH yaap (OCThp WH(APKT Ha MHOKApAA) NPH NAUMEHTH ¢ HAH e3 NMpHIHALK H
CHMIITOMH Ha ChPAEHHA HENOCTATEMHOCT M KOMTO HE Ca NOMYHYHIH NEdeHHe, KOETO NMoMAra
paspyIaBaHeTO HA KPLBHHTE ChCHPCLUM (TPOMDONHTHYHO JICUYEHAE).

2. Kakso e TpubBa 1a 3naete npean qa npuemere 3oden”™ 7,5 mg 30 mg

He npuemaiite 3oden” 7,5 mg 30 mg axo:
®  CTe anepryuiy (CBPbLXYYBCTBMTENHH) KbM HAKOSA OT ChCTABKMTE HAa Npoaykra (Ba. paszaen 6
“Kaweo cuovpaca Joden”™ 7,5 mg 30 me™);
® CTE€ MMalnH aneprauHa peakuus kbM Hakoi apyr ACE MHXMOHMTOp KaTO KanTONpHI HITH
EHANANPHIT;
*  CTE MMAJIH TEXEK OTOK W Chpbes Mo MHLETO, HOCA H FLPIOTO (AHTHOHEBPOTHHEH OTOK) MpH

JIPYTH OPrafu);
*  CTpajaTe oOT TeAKKH YepHopobHH npobieMu;
®  yMaTe cTecHeHHe Ha OBOPEUHHTE apTepum;




cTe GpeMeHHa ciel TpeTHs mecel (cbilo e nobpe aa uzbareare Zoden”™ 7,5 mg 30 mg npwu
paHHa OpeMeHHOCT — BiK. pazien "bpeMeHHOCT M KbpMeHe');

e JKEHA B IETEPO/THA BB3PACT, OCBCH AKO HE H3NOJ3BaTe e(heKTHEHA KOHTPALICNLNA,

ako umarte AMabeT WM HapyweHa OuOpeuna diynkiMA W oce JICKYBATE C NICKApPCTBO 34
NOHHAARAHE HA KPEBHOTO HATATAHE, Chb/ILKALLO ATHCKHPEH.

Tpenynpeaienns 0 OpeanasHi MepKH
Toeopete ¢ Baimua nexap unx GapMaueeT npeid npHeMa Ha Joden” 7,5 mg 30 mg, ako:

-

HMATE BHCOKO KPLBHO HATNATAHE H NPobaemMn ¢ uepaus Apod uim dLOpennTe;

HMATC BHCOKO KPBBHO Hanarade penejicrTeue na OnOpeued npolnem Wi CTECHSABAHE HA
apTepuaTa, KpbeocHalinasama OnOpeka (peHoBackyIapHa XMINEPTOHHA);

CKOPO cTe uManu Gbope na TpancuIanTanus,

cTe MOMIOAEHA Ha MHATHIA,

cre noanomenn Ha LDL-adepesa (npoueaypa, nogofna Ha GuOpedna AManisa, npeyucTsala
KPBETa OT BPEIHHA XO/ICCTEPOI);

WMaTe B KPBETA CH NOBHIIEH0 HHBO HA XOPMOHAZ  AJA0CTEPOH (nbpBHYEH
ANOCTEPOHHIEM),

NpH CTeCHEHHE HA AOPTHATA Kiamna (a0pTHA CTeH03a) WIH Npy vieDendapane HA CTCHHTE HA
chpUeTo (XHNepTpodHyHa KapAHOMHONIATHA ),

cTpajaTe MOM CTeé CTPajiain oT meopuasue (koxno 3abonaApane, XapakTepHsnpaulo ce ©
NIOCMECTH PO3OEH TINAKH);

4KO CTe TMOANCHKEHH HA JeceHCHOMJHZMPALLe NedHeHue (HIKEKUWH NpH ancpritiHui
2aGonABAHHA) 38 YHUIBAHE OT HACEKOMH.

AKO [IPHEMATE HAKOE OT CIEIHHTE NeKApCTRa, M3NOJI3BAHM 34 JIEYCHHE HA BUCOKO KPBBHO
HaJATaHe:

- anruorenskl -peuentopen Gnokep (ARB) (H3BecTHH ¢hIIO KATO CAPTAHH — HAPUMED
BaZiCAPTAH, TeMHCapTaH, Mpbecapran), ocofeno ako umate OuOpeUuHy npobieMH, CEBP3aHH ¢
nuadeTa;

- AIMCKHPEH.

BawpaT fekap Moike NepHoaMdHo aa nposepsea GnOpeunata Bu QynkinA, KPLEHOTO Hanirane H
KOMHHYECTBOTO HA eNeKTponuTHTe (Hanp. kanui) B kpeeTa Bh.

Biokre chulo uudopmaunsta ozarnasena “He npuemaiite Joden™ 7,5 mg 30 mg”

Kpuenoro Bi HAJfirane Mose 1a ce NOHHAH 3HAMHTENRO NPH ynorpebara wa 3ogen” 7.5 mg 30
r_iig, ocobeno el MpHeMa Ha NBPRATA 032 (TOBA € XapaKTEpPHO AKO MPHCMATE THYPETHLM, aKo CTe
NEXMAPATHPAH MM aKo ¢Te NOUTOMEH Ha JueTa, OrpaHHvaBallla npuema Ha con). B Takuea cny4aw
undpopmupaiite Bawma nexap BeHAra W nerueTe no rpo.

Ako BH TpeacTod onepaums, undopmupaiite Bamua amecrezmonor npeid  na Onaere
AHECTEIMPAHH, Ye MPHEMATE Jogen” 7,5 mg 30 mg. Topa we My/H NoMOTHE Jla KOHTPONHPA KPLEHOTO
HANAraHe M ChpAguHaTa JeHHOCT N0 BpEME Ha NpoLeaypara.

AKO ¢Te NpeTbpneny chpaeden HEPapKT (OCTHP MHOKAPIEH HHAAPKT) 1

HMaTe HHCKo KpbBHO Hansrane (< 100mmHg) wan cre B UMPKYIATOPEH HIOK (B pesvaTaTt Ha
npo6nemuTe che chpueto) — 3oder 7,5 mg 30 mg ne ce npenopnusa;

cre Ha BB3pacT Hag 75 roaunn — 3oden™ 7,5 mg 30 mg Tpafisa 1a ce NpHnara ¢hC CNEUMATHO
BHHMAHHLE,

Tpatea na kaxere Ha Bamms aekap, ako Mucnure ye cre OpeMeHHa (MIM MOWE /13 safipemMeHeere).
Joder™ 7,5 mg 30 mg He ce npenoprusa npu panHa GpeMEHHOCT M He TPaGBA 1a ce NpHEMa ClIe]L TpeTHA
Mecell Ha BPEMEHHOCTTA, Thil KATO MOJKe CepHO3HO Ja yBpeau Bameto febe, ako ce UNoA3Ra B TO3M NEpHoa

(k. paznen “bBpemeHHOCT™).

Jeua n oHOMH




He napaiiTe TOBa JIEKAPCTEO HA JIENA H OHOLH Noa 18 rofHilHa Bb3pacT, 3aul0To € BepoaTHO Ja He ¢
fesonacHo.

Jpyru nexaperea u 3oden” 7,5 mg 30 mg
Mudiopmupaitte Bamma nekap ako npreMare, HACKOPO CTE NPHEMATH HIH ¢ BB3MOKHO 1 NPHEMETE
APYTH IEKAPCTRA.

IMo-cneynanuo, yeepoMere Bamug nekap ako npuemMare:

¢ 1eKapCTRA, MOBHIIABALIM HHBOTO HA KANMH B KPLETA (HanmpUMep KaIHA-ChXpaHABALLM
IMYPETHLIM, TAKMBA KATO CIIMPOHOTAKTOH, TPHAMTEPEH, AMHI0OPHIL HIH KATHEBH nobaBKu);

e HTHIT (HINOA3BAH NPH JICYCHHUE HA NIOBEACHYECKA pasTpoHCTEA);
AHECTETHLH;
HAPKOTHYHH NekapcTea (TaKHBa KATO MOPHHH);
AHTHINICHXOTHYHH CPeacTBa (M3NON3BAHU MPH JEueHHe Ha mmiodpends M ApyrH nonobHH
sabonasanud),

*  TPHULIMKIHYHK AHTHICIPECAHTH, KATO AMHTPHOTHINH H KTOMHIPaMHH;

*  [pYTH NEKAPCTBA 33 NOHWKABAHE HA KPLEHOTO HAATAHE H BA3OAHIIATATOPH (BKIIOYBALIH, 3-
Brokepu, 0-010KEPH H IMYPETHLN KATO XHAPOXTOPOTHAaZH, PYPOIEMHIT H TOPA3CMAL,

e MOKe fa ce HanokH BammaT nekap na npomeny nosara Bu w/unu na pzeme Apyry npennasiu

. MEPKH. aKo npuemare anruoTensuH ll-penentophu Gnokep [ARE] WK ATHCKHPeH {BH:rk:Te

chimo  MudropMaumaTa  o3arnapeHa He npuemaiite Zogen” 7,5 mg 30 H
LTIpeIynpesIeHHA M NPeanasii MepkH ),

*  HUTPOTJMLEPHH HIIH APYTH HUTPATH, H3NOJI3BAHH 33 JleYeHne Ha DONKH B I'bpIHTE (aHruHa);

®  AHTHALMIM, BRIOYBAUIM UMMETHIHH (M3MONIBAHH MPH CTOMAIIHH KHCE/TMHW WIH A3Ba Ha
CTOMaxa);

s LMKJIOCHOPHH (M3MO/3BaH clie]l OPraHHa TPaHCINAHTauMA) WKW JPYTH HMYHOCYNPECHEHH
cpencTea (EKapeTBa, NOATHCKALIM 3aLLHTHATA CHCTEMA Ha OpraHn3Ma);

*  AIOMYPHHON (M3MOI3BaH NPYU IEYECHHE Ha nojarpal,

¢ MHCYTHH WIH MEPOPAIHH AaHTHIHADETHH NeKapeTRa;

e UHTOCTATHLM (M3NOA3BAHH TNPH JledeHHe HAa pak WM OonecTH, Nopazfpalld 3alllMTHATA
CHCTEMA Ha OpPraHH3Ma);
KOPTHKOCTEPOMIH (MOULHH NPOTHEOBB3NATHTENHH CPENCTRA);
npokanHaMu (H3N0M3BaH 38 KOHTPON HA HETPABKIHA ChPAEHHA AEHHOCT);

e wHecTepouauu nporusospananurentn cpeacrsa (HCIIBC, rtakupa Kato acnupHi i

Hoynpoden);
e  CHMNATHEOMHMETHYHM JekapeTha (CPefcTra, NOBIMABALIH HEPBHATA CHCTEMA, BKMIOUHMTEIHO
. M TIEKAPCTBA 3 JICYCHNE HA aCTMA H CEHHA XPEMA H NPECOPHH aMHHM, Hanp. alpeHaTHH).

3U¢EII® 7,5 mg 30 ‘mg C XpaHa, HANHTKH H AJIKOX0

Joden™ 7.5 mg 30 mg Moske Na Ce NPHEMA C XPAHA WIM HA MPa3eH CTOMAx, Ho Haii-nobpe ¢
taGneTkaTa ma ObOe NpHeTa ¢ BOJA. AJIKOXONLT MOBHIIABA XHMNOTEHIHBHHA (MOHHKABAUIMA KPBEHOTO
nanarane) edexr na 3oden”™ 7,5 mg 30 mg; nonuraiite Bawma nexap 3a A0NbAHKTENEH CHBET NPH NPHEM HA
ANKOXON Mo BpeMe Ha neuenue cue 3oden” 7,5 mg 30 mg.

BpeMeHHOCT H KbpMeHe

bEpemennoct
AKO cTe DpeMeHHa, aK0 MHC/INTE, Ye MOsKe J1a cTe OpemMeHHa HITH IIaHHpaTe BpemMeHHOCT, NOMTUTAHTE
Bauua nekap 3a cbBeT IPe.H [ta NPHEMATE TORA JIEKAPCTEO. Mo npuuuun Baummar nexap we By nockeetea
[la crpere npHeMa Ha Joden™ 7,5 mg 30 mg npemu aa sabpemereTe Wik rse,J;Hara korato pazGepere, de cTe
Gpemenna, ¥ ¢ By NOCHLBETEA Aa NpHeMaTe APYTo NeKapcTBO BMECTO 3oden™ 7,5 mg 30 mg. :
Zoden™ 7.5 mg 30 mg ne ce npenophuea NpH panna OPEMEHHOCT W He TpAdEA 1a cer
TpeTHA Mecel] Ha GpeMenHOCTTa, Th KATO MOMe /1a HABPE/IHM CEPHO3HO HA Bauiero Hebe ap
chel TpeTHA Mecell Ha GpeMeHHOCTTA,




Knpmene

AKO KBPMHUTE HIIH LIE 2ANousare 1a KbpPMUTE, NHTalTe Baliuar nexap 3a CLECT NPEAM 1a NpHEMaTe
ToBa nekapereo. 3ogen”™ 7,5 mg 30 mg e ce npenopLusa 3a Malk, KOHTO KEpMAT, 4 Bawuar nexkap Moxke
Aa wibepe Apyro sievenue 3a Bac ako uckare ia kppmute, ocobeno ako Bauero Gebe e HOBOPOAGHO, HIH €

POASHO NPERICEPeMEHND,

logupane u padora ¢ MAITHHAN
Toea NekapcTRO MOKE A4 NPHYMHH CHHAHBOCT WM oTnaaHanoct. [Ipu Takuea cnysau He ¢
NpenopLUHTENHO WodHpaHe MK paloTa ¢ MALHHH.

3oden” 7,5 mg 30 mg chABLp&Ka N1aKTo3a
To3H MPOAYKT ChILPAA JAKTO3A — AKO 3HAETE, Y€ MMATE HENOHOCHMOCT KbM HAKOM 3axap,
CEBpIKETE ce ¢ Baluua nekap npeiu 1a NpHeMeTe TOBA NeKapeTho.

ToBa JeKapPCTBO HE CE NPENOPLYUBA 3a YNoTpeda npH jena 0 WHOMH.

3. Kak aa npuemare 3oden® 7,5 mg 30 mg

Buunarn npuemaiite 3oden” 7.5 mg 30 mg touno kakto Bu e kasan Bawmar nekap. Ako He cTe
CHTYPHH B HELIO, nonuTaiTe Bamma nexap.
BGLjJEH 7.5 mg 30 mg Moske 1a ce NPUEMa © XpaHa MIH Ha NpaseH CToMax. Haii-nobpe e Tabnetkara

na Oje NpHEeTa ¢ BojA.

JleueHne HA BHCOKO KPBBHO HaJsrane (XHNepTroHnd)

HopmanHara HavanHa aosa Joden” e 15 mg BeaHbK AHcEHO. BallMAT neKkap NOCTENEHHO wie
npeumsMpa 103ata (0DHKHOBEHO HA NEPHOM OT YETHPH CeaMHLUM), 33 Jid JOCTHIHE noﬂmmmaTa 3a Bac
noza. [Nponumintenen antuxuneprenzusen ediekT oOHKHOBEHO ce nocThra ¢ 30 mg Joden™ enHOKpaTHO
AHesHo. Makcumannata no3a e 60 mg IHeRHO, NpHETa HABCHBXK WIH pasie/IcHd Ha 1Ba NpHEMA.

AKO CTe IeXHPATHPAHH, ChC CONERH AedMUMT WKW NPHeMAaTe AMYPETHUN (OTBOIHABALLH JIEKapCTRa),
¢ HeOBXOMMO 14 TATIONHETE JIeYeHHETo che 7,5 mg 3oden”,

Yepuogpobun wan Ou0peunn npodaemu

AKko cTpajate OT JIEKO JI0 YMEPEHO 4epHOApOOHO YBpeMaHe WIH YMepeHo 1o Texko Onbpeuno
yBpesinane, BalmaT Iekap wle 3aNouHe icueHte ¢ MONOBHH OT TepaneTuuHaTa 103a 3oden” (15 mg). Ako
CTe Ha XeMOIHalW3a, B HayanoTo Ha Bawero nedeHne ¢ HeoDXoauma efHa 4eTBLpT OT obHuaiiHata
TepanerTHYHA 103a (7.5 mg).

Cnpaeqen yaap {ﬂcnug MH{XPKT HA MHOKAP.A)

Jeuennero cke 3odien Tpabea fia 3anouHe B mbpeuTe 24 yaca CNel HAYANOTO HA CHMITTOMHTE.

1le noayumre 3oden” aBa NBTH AHEBHO, CYTPHH W Bedep, B CNICAHATA T03MPOBKA’

7,5 mg Ba bTH AHEBHO NPe3 NBLPBHA H BTOPHA IEH OT JICYEHHETO,

15 mg npa MLTH AHEBHO [Pe3 TPETHA W YETELPTHA ICH OT JTEHEHHETD,

CNe NeTHA JEH JI03ATA MOKE NI ce YBenHdd Ha 30 mg 1ea NBTH AHEBHO,

COOpen CTOHHOCTHTE HA KPBBHOTO Hanarade, Bawwar nexap wie ONpenen MakCHMATHATA

noza;

® EYEHHETO MOMKE [Ja TNpOJBIKM OLIE LECT CCAMMUM MAM NOBEYE, aKo CHMITOMHTE Ha
CBPCYHATA HEOCTATEYHOCT C€ 3aabPIKaT.

L]

L ]

Ao ere npuenu noseue ot neobxoanmara noza 3oden 7,5 mg 30 mg

AKo ciyualiHO cTe MPHMENH TBLPAE MHOro TAGNETKH, cBbpkeTe ce Hezabasno ¢ Bawma nexap wiw
OTHIETE N0 Hali-GIM3KHA LIeHTHP 3a CrelHa MeJIUIHHCKa oMol (BieMere ¢ Bac, ako e BHMW}J},;_BEHHKH
OCTAHAH TADNETKH, ONAKOBKA HJIH IMCTOBKA). '
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Haii-wectute cumnromm u Oenesd Ha npefosHpaHe €a HHCKO KPbBHO HandraHe ¢ NpHIianaHe
(xMnoToHuA), 3abapeHa cCLpaeuHa dectora (OpajMkapadg), NpoMAHA B HAKOM KPLEHH TMOKa3aTenu
{enexTponuTH) U HapyeHa Brdpeuna hynkums.

Axo ere nponycnanu na npuemere 3oden 7,5 mg 30 mg

AKO CTe NpolycHANM enHa 1033, NPHEMETe CIelBdlldTa Bb3MOMKHO HaW-CKOpOo Clefl KaTto cTe
YCTAHOBHIIH. Ako e MuBano AOCTa B}’}E‘ME (_Hanpumep HAKONKQ ‘-]E!.CF.} H TNPpHEMET HA ChejBalara anza €
CKOpo, NponycHeTe 3abpapeHaTa [103a M NpHeMeTe cleBalllaTa InaHHpaHa obnuaiina noza B obHUalHOTO
BpeMe Taka, kakTo Bu e npeanucano. He npuemaiite neoiiHa 1o3a, 3a Ja KOMIEHCHPATE NPOIYCHATATA
TabneTka.

Axo cTe cnpean npuema Ha 3oden 7.5 mg 30 mg _
~ Bunarw ce ceeeTmaiiTe ¢ Bamuma nexap npenu npeycraHosaeaHe ynotpebarta Ha Zoden”™ 7,5 mg 30
Mg, HE3ABHCHMO JANTH IO NPHEMATE 38 BHCOKO KPBEHD HANATAHE WIH CNEM ChpAeyeH Yiap.

AKD UMATE HAKAKEH JOMBEITHHTENMHH H'I:]'IPGCH, CBEBP3AHH © }’HUT‘FEGH’I'H HAa TOBa HEKEPCT’BD, MOIIA,
nonuTaiTe Bamug nekap v gapmauest,

4. BeaMOAHH HEeHETAHH DEAKIHH

KakTo Benukn nekaperea, 3oden 7,5 mg 30 mg mMoske f1a NPe/IH3BHKA HEKENAHH PEakLMH, BLIPEKH Ye
HE BCEKH I'H MOaYy4aea.
[MoBeveTO OT HEKENAHWTE peaklMH, ckbp3anu ¢ ynorpebata Ha ACE muxuGuropw, ca obparaMH H

M3UEIBAT CNEJl PEYCTAHOBABAHE HA TEPATTHATA.

YeeTH HeKeTAHH PEAKIHHA (3ACATAIM NO-MAaNKo oT 1 maimenT Ha Beexu 10 nexysann):
e OTNALHANOCT (YyMopa);
. rajieHe WHIH no BEPBILAHE,
L CRETORBDTEH,
s  raaeoonMe;
*  KalUIMLA,

HeuecTn Hexenany peakums (zacarauiy no-mManko ot 1 nanmenT Ha Beeku 100 nexysatu):
¢  obwa cnaboct;
*  MYCKWIHH KpamMim;
s KOmeH 0OpHE.

Pekn Hedenann peakiun (3acATalld no-Manko or 1 nauuent na seekn 1000 nexyranu):
*  Obp30o nogysaHe M chpdexk, ocobero B obnacTTa Ha AMIETO, YCTATA H FBPIIOTO, ¢ BE3IMOHKHH
3ATPYAHCHAA NPH JHILAHE,

OcBeH CIOMEHATHTE HEKEAHH PEAKLHH, OKIaIBAHH NpK npuesM Ha 3oden 7.5 mg 30 mg, moxe 1a
CE NOABAT H CISHUTE HEKETaHN peaKkumy, xapakrepi 3a ACE unxuGaropure:

¢ CHIHO HAMANABAHE HA KPLEHOTO HANATAHE B HAYANOTO HA JIEYEHHETO WIM NPH NOBHIIABAHE
Ha 7103aTa ChC CBETORBPTERK, HAPYIUIEHO 3PEHHE, HPHIIAILK (CHHKOMN);

&  yuecTeHa WIH HEPHTMHUHA CHLpAeYHA JeiiHocT, chpuebHeHe M Tphiaua Golka (m:.p,ueueu
NPHCTBLI MK AHMHHA NEKTOPHC);

*  3aMBITICHO Ch3HAHHE, BHE3ANHA 3aMaAHOCT, BHEIAMHO HAPYIUIABAHE HA 3PEHHETO HiH cnaboct
WunKH zaryba Ha YYBCTRBOTO 33 JIOMHP B €IHATA NOJ0BHHA HA TANOTO (TpaHmmpHH
MCXEMMYHY ATAKH HIH HHCYIT),

s qnepuipeped 0TOK (3aabpikaHe Ha BOAa B KpalHHMLNMTE), MOHMKEHHE HA KPLBEHOT
NPH H3NPABAHE, IPhAHA DONKA, MYCKYTHH DOIKH H/MIH KpaMK; -

s pamaneda ObOpedna (hyHKUHA, NPOMAHA B KONHYECTBOTO YPHHA, OTAE] ¢
HanMuKe Ha DenTbUM B YPUHATA (NPOTEHHYPHS ), HMNOTEHTHOCT]

s KopemHa Oonka, IHapHH, 3aiek, CyX0Ta B YCTaTa;




*  ANepPrivyHH PeakliMH KaTo KOweH o0pHB, KONpUBHA Tpecka (ypTHKapus), chpbek, NioleHe Ha
KOMATA, 3AUCPBABAHE, pazpaHABaHe M o00pasyBaHe Ha MEXYPH N0 Koara (TOKCH4HA
EMMIEPMATHA HeKpOiK3a), obocTpaHe HA ncopHazue (KowkHo 3abo/aBane, XapaKTepHiMpaio
ce ¢ 0DpazyBaHETO Ha POZOBH JIOCNECTH TUTAKH), KOCONAL (a10TeLHs);

*  [OBHUICHO M3NOTABAHE H 2aUEPRABAHE,

*  NpPOMEHH B HACTPOCHHETO, JENPECHA, HAPYIIEHHA B CBHA, NPOMEHEHa YYBCTBHTEIHOCT Ha
KOMKATA KATO MAapeHe, M3TPBIBAHE WAH MpaByYKAHe (NapecTesdH), HAPYLIEHO PaBHOBECHE,
00BbpKBaHE, LIYM B YLIHTE (THHHTYC), HAPYIIEHHS BLE BKYCA, 3aMBIIICHO 3peHHE;

*  3ATPYJIHEHHE B JIHIUAHETO, CTeCHABAHE HA JIMXATENHHTE NETHIA B Oenua  apob
(GponxocnazbM), CHHY3HT, Te4all WK samyien Hoc (PHHMT), Beananenue Ha esuka (rnocur),
OpOHXHT;

*  NOKBITABAHE HA KOMATA (KBLITEHMUA), BBINANEHHE HA HepHus Jpod MM naHkpeaca
(xenaTHT, MAHKPEATHT), YpeBHA HENpoXoauMocT (Kieyc);

*  [pOMEHH B KPBLBHHTE HICNCABAHHA, HAIpP. NPOMAHA B EFGH Ha HCPBCHHTC KPLEHH KICTEH,
OenuTe KPLEHH KNETKH MIH TPOMOOLMTHTE, WIM HaManaeaHe B Opod HA BCMYKHM KPBEHH
knetkH (nanuutonedns). Mudopsmupaiire Bamua nexap, ako sabenexure, ye Bu ce nossasar
CHHHHM TNPH N€KH HAPAHABAHMA WNH 0€3 NPHYHHA CTE C BBINAISHO TBIO W EHCOKA
TEMNEPATYPa;

*  OBMLIECHH KPBEHW HHEA HA YePHOAPODHH eH3IUMH (TpaHcaMHHazH) M DUNHpYOKHA, NoBULIEHA
KPBEHA YPeA W KpeaTHHHH;

*  aHeMMA, BCIGACTEHE HA PA3pYLIABAHE HA YepPBEHHTE KPHBHH KIETKH (XeMONHTHYHA aHeMHd),
KOATO MOMKE 0a C2 NOABH, K0 CTPATATE OT r:lmrm.’m-ﬁ-dmcd)a’r JCXHOPOreHA3CH !Lﬂd'!HTlHT.

AKO NONYyUHTE HAKAKBH HEIKENaHM JIeKaPCTBEHH peakuuu, yeenomere Batuus nexap wnu dapmauesr.
Tora BKAKWYBA BCHYKH BLIMOMKHM HEOMHMCAHH B Ta3H JIMCTOBKA HeKenaHW peakuwH. Moxere cbuio na
CHODIUIMTE HEKETAHW PEAKLMM JUPEKTHD HAa:

HanwnuuTenna areduus no nexapereara yi. . Jlamsau Ipyes™ Ne 8

1303 Codua

Ten.: +359 28903417

vebcaidT: www. bda bg

Kato chobuiapate HemenaHH peakuun, MOMETe jJa Jaere CBOA NPHHOC 3a MONyYaBaHe Ha nopeqe
HHOpMaLHA OTHOCHO Ge30NacHOCTTa Ha TOBA NEKAPCTERO.

5. Kak 1a cexpaussare 3oden”™ 7,5 mg 30 mg

,[[F.l CEe CbXPAHABA HA MACTO, HENOCTRITHO 33 nenal
Toau JACKAPCTESH NMPOIYKT HE H3IHCKEA CINCHHANHH YCNIOBHA 33 ChXpaHeHHE.

He wanonspaiire 3oden™ 7,5 mg 30 mg cnen cpoka Ha rognoct (“Tonen no:™), orfienssan Bbpxy
KAPTOHCHATA ONaKoBKa M GucTepa.

He n3xpnpnaiite nekapereara B kaHannzauusta. [lonuraiire Bawma dapmanerT kax ga M3xebpiaTe
NEKAPCTRATA, KOMTO BEYC HE HINOA3BaTE. Tezn MEPKH LLIE CNMOMOrHAT 34 OIIA3BaHE HA OKOIHATA Cpeaa.

6. ChbpaHie Ha ONAKOBKATA H A0NbIHHTENHA HHPOPMALHA

Kakso chabpaxa 3oden” 7,5 mg 30 mg

AKTHEHOTO BemecTso ¢ 3othenonpun kanumii (zofenopril caleium) 7,5 mg 30 mg.

Apyrure ChCTABKH ca MHKPOKPUCTAIHA LENYI03a, JAKTO3d MOHOXHIPAT, KPOCKapMeno3a HaTpHid,
MATHEIHER CTEAPAT, KONOMAeH De3RONEH CHIMHLMER IHOKCHI, XHNpoMenosa, THtander awokcun (E171),
maxporon 400 u makporon 6000 (k. 1. 2 “3oden™ 7,5 mg 30 mg chabpia naxroza’).

Kak nsrnexna 3oden”™ 7,5 mg 30 mg u KAKBO CBIB KA ONAKOBKATA
Boden™ 7,5 mg ca Geau, KpLrmM uamupanu TableTKH ¢ ABOHHO-H3NBLKHANH NOBLPX)
28 n 60 B onakoeka.




— . L . B
3oden” 30 mg ca Benu, npoasnroeary gunmupany Tabnetkr no 7, 14, 28 u 60 B onakoeka.
He BCHYKM OMAKOBKH MOME 1A ca HATTHYHH HA TNasapa.

Ipuresxaren na paspelIcHAETo 3a ynorpeda
Berlin-Chemie AG (Menarini Group)
Glienicker Weg 125, 12489 Berlin, lepMmanua

ITponssoauTen:
A MENARINI Manufacturing Logistics and Services Srl
Campo di Pile, L'Aquila, Hranua

Menarini - Von Heyden GmbH.
Leipziger Strasse 7-13, 01097 Dresden, I'epmanus

TosH nekapeTieH NpoayKT € ogodpen ot crpanuTe unenkd Ha EMI1 noa cnepnuTe umena:

Apcrpua:Bifril

Benrua: Zopranol
Opanums: Teoula
I'vpums: Zofepril
Hpnangusa: Bifril
Wranua: Zofepril
HMcnanmusa: Bifril
MokcemGypr: Zopranol
[Mopryranua: Zopranol
Xonauaus: Zopranol
Benukobpuranuna: Bifril

JaTa Ha NoCAETHO NPepasrIekiaHe Ha JTHCTOBKATA
CenTemepn, 2014 r,




