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Jucroska: HngopMauus 3a noTpebuTenn

Enepnan 10 mg/10 mg puamupann ralaerkn
EHANAMPHIOB MATCAT/IePKaHUTUITHHOB XHAPOXIODH/

Elernap 10 mg/10 mg film-coated tablets
enalapril maleate/lercanidipine hydrochloride

IIpoveTeTe HAAATA JHCTOBKA BHHMATEIHO, IPEIH 12 3aTI0OYHETE 138 NPHEMATE TOBA JEKAPCTBO,

Thi KaTo TS ChAbLPKA BAXNHE 33 Bac undopmauus.

- 3anazere Ta3H JUCTOBKA. Moxke fa ce HanoxH Aa A DpodeTeTe OTHOBO.

- AKO UMATE HAKAKBY OMTBJIHHTEIHH BBHIPOCH, MOMNHKTAITe Bamna aekap Wil Q)apuauen'r

- Toba NekapcTBO € NPEAMACaHo THYHO Ha Bac. He ro npeorcrhnBaitre Ha ApyTH Xopa. To
MOKE /14 MM HABPEAH, JOPH aKo TEXHATE CHMIMTOMH €4 CBHINNTE KaTo BainuTe.

- AKo MONYYHTE HAKAKBH HEXENaHH JICKAPCTREHH peakluy, YBeAoMeTe Banmis nexap wiH
¢apmauenT. Topa BKIIIOUBA M BCHYKH BEIMOKHU HEXKEIAHH peakiiHi, HEOMHCAHH B Ta3H
NTMCTOBKA.

KaKkBo cbAbLPKS TA3H JHCTOBKA

KakBo npefcTaBiiipa EnepHan M 3a KakBo ¢ H3ridWeE
Kakso TpabBa na 3naere, ripenu na pieMere Enej
Kak na npuemare Enepran

BB3IMOXKHH HEXKENAHH peakLiHA

Kak na cexpanasare Enxepnan

ChabpkaHHEe HA ONIAKOBKATa H AOMBJIHHTENHA

Al ol ol b

1. Kakpo npeacrasaaea Enepnan H 38 KAKBO ¢e H3NOJI3BA

Enepuan npencrasnssa duxcupana xombuxauusa ot ACE uHxn6HTOp (SHUTAIPHIT) H
Onokep Ha KAILHEBHTE KAHATH (ICPKAHHMINHH), ABE JCKApCTBa, KOUTO ITOHMKABAT
KPBBHOTO HUTATAHE.

EnepHan ce ynotpebsBa 3a ICYEHHE Ha BHCOKO KPBBHO Ha/IATaHe (XUNEPTOHHA) NIPH NAUMEHTH, YHETO
KPBBHO HANSraHe HE € aJeKBaTHO KOHTPOJHPAHO ¢aMo ¢ NepkaHuauiuH 10 mg. Enepran He Tpa68a
Jia ce yroTpeOaBa 3a HA9aIHO JICYEHHE Ha XHITEPTOHUS.

2. Kaxso Tpufsa aa 3HaeTe npean Aa B3eMere Enepran

He npuemaiive Enepuan:
- AKO CTe ANepradHH KbM SHANANPHT WK TePKAHUAMITHH, HIH KBM HAROS OT APYTHTEC ChCTABKH
Ha TOBa JeKapcreo (M30pOcHH B TOUKA )
- aKO CTE aNeprHYHH KBM JIEKapcTBa, KOHTO ca noao6Hu Ha Enepran (Hanp. aMaouiMH,
tbenoaunuy, HAGeAUIHH, KanTonphua, GO3HHOMPHI, TMIHHOMPILL, PAMHITPHJL).
- aKko cre 6peMerHa caen 3-Tia Meceu (no0pe e, ChIIo Taka, Aa ce u3dsirsa EnepHan npes paHHa
OpeMeHHOCT - BIDKTE TouXa "bpemenHoCT");
- aKO CTPaAaTe OT ONPEAC/ICHH CBPACIHH GoNecTH:
- HEJJIeKYBaHa 3acTOHA ChpASYHA HEAOCTATHYHOCT -z
- obcTpyKuua Ha 1eOWTa Ha KPHBTA OT JINBATA KAMEPa Ha ChbpLETO, meoz ¢
CTeCHSIBaHE Ha aopTara (aopTHA CTEHO03a);
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- HecTaOHITHA aHI'HHA NEKTOPHC (AHrHHA B NOKOH MIN NPOrpeCHBHO 3ACHIBALNA Ce
AHTHHA).

- B paMKHTE Ha SIHH MeCell Clie MpeKapana CupiaeuHa kpuia (MuokapaeH uHdapkr).
aKo MMaTe TEXKH JepHORpoOHH Wik 6nbpeunn mpodneMu, MIH ako CTe Ha RUANTH3A.
axo ynorpedaBare N1eKapcTBa Karo:

- NpOTHBOTHOWMHY (HANpP KETOKOHA30]I, HTPAKOHA3ON).

- MaKpONHAHN aHTHOHOTHLM (Hanp. epUTPOMHLME, TPOJICAHIOMHIIMH).

- NPOTHBOBUPYCHH (HANp. pUTOHABHP).
aKo eHOBPEMEHHO ynoTpedapare AeKapCTBO, H3BECTHO KATO NMKIOCIIOPHH.

3aeIHO ¢ rpeindpyr WK cox ot rpeindpyT.
aKo HAKOTA CTE€ HMAIH aHTHOEREM (OTOK Ha JIMLIETO, YCTHHTE, €34Ka B/HIH JIApHHKCA, PHULTE H

Kpakara), HacNeACTBeH WIH cnel npensinHa Tepandd ¢ ACE-uHxuOHTOP.
aKO HMAaTe HaCISACTBEHA CKIOHHOCT KbM OTOK HA THKAHHTE HJIH aKO Pa3BHBATE THRKAHEH OTOK
MO HEH3BECTHA MPUYHHA (HACIEACTBEH WIH HAHOMATHYEH aHTHOSAEM).

HpenynpexaeHus H NnpeAna3zHy MepKH
Koncyntupaiire ce ¢ Baums nekap unu $apmaiieBT npedu nmpHeMa Ha Enepram.

Mo, yBenoMere Baumis nexap s GapManesT:

AKO C& HYXKAaeTe OT JeCEHCHOHIMIKpAlIa TepallHi Cpellly OTPOBa OT HACEKOMH (Hamp.
ock), Enepnan tpaGpa aa Onae BpeMeHHO 3aMeHEH ¢ MOAXOAALIO JEKapCTBO OT APYT B (

aKo cTpafare OT ChPACHHO 3af0NaBase, BKIIOYBAMO MPEKBCBAHE HA KPhBHUS HOTOK
(ucxemun);

aKo cTpafiare 0T HAPYIIEHHE Ha KPbBOOOPANIEHHETO HA MO3EKA {MO3BYHOCHAOBA

Sonecr)

aK0 HMaTe HAKOE OT CASTHHTE CHPACYHH 3a00NABAHKA: ChPACTHA HEAOCTATBYHOCT, CTECHEHHE
(cTeHO3a) Ha OTBOPA HA AOPTHATA MIH MHTPATHATA KJIANA MK YIOJIEMEHO Chplie
(xaneprpoddHa KAPpAHOMHOIIATHAS),

ako umare 0s0peunn npobneMu (eka 40 yMepeHa OLOpeuHa HEXOCTRTHYHOCT)

aKo HuUBaTa Ha YepHOApOoOHHTE BH eH3HMH ce NOBHIIAT W PAa3BUETE KBITEHHIA.

ako Oenure By KpBBHH KISTKH ca HAM&ICHH B Pa3NMYHHU CTENCHH (IEBKOTIEHHA,
arpaHyfnoLHT03a), KOETO & BE3MOKHO J1a IOBE/IE M0 CKIIOHHOCT KbM HH(EKITHR H TeXKHN o0mmu
CHMITTOMH |

aKo CTpazare OT HAKOH GoTecTy Ha CHEAMHHUTEIIHATA THKAH ¢ BLRIUYAHE HA KPBBOHOCHHUTE
ChAOBe (KONMAreHHHM ChAOBH GONeCTH)

aK0 eNHOBPEMEHHO MPHEMATE ANOITYPHHON (JIEKapCTBO NMPOTHB IION&TPa), MPOKAMHAMM
(1exkapCTBO, yNoTpeGABAHO 3a OBIAAABAHE HAa HAPYUICH ChPACHEH PHTHM) WIH JIHTHIHA
(nexkapcrBo, YnoTpeOABAHO 33 OBNAIABAHE HA HAKOM BHOOBE ACTIPECHA)

aKO Pa3BUETE PEeaKLMM HA CBPBbXIYBCTBUTEIHOCT HIH OTOK HA THKAHUTE (AHTHOCHAEM) IO BpEME
Ha neyeHwero ¢ Enepuan

aKo CTpajaTe OT 3axapeH aAnaber

aKkQ pa3sBUETE MMOCTOSHHA CYXa KAIILTHIA

aKo CTe 3acTpallcHH OT NOBUIIABAHE HA HUBOTO HA KaHii B KpBhBTA, TOBa MOKE 1a ¢€ CIIy4YH B
CEAHUTE YCIOBUS HANIpHMED: HapyllieHHe Ha Ob0pedHara QyHKUHA, RB3pacT HaY 70 roiuHH,
JNIEYSHHE ¢ KANWH-ChXPAaHABAIIM AHYPETHLM. THi KaTO HHBATA HA KANHI B KPbBTA MOTAT Ja Ce
OIIPEACIAT Ypes nabopaTropHu TecToBE, MO, ClleABANTe HHCTPYKLMHTE Ha Baluna nexap.
aKO MOHIMKEHHETO Ha KPBBHOTO HANIATAHE € HeaJeKBaTHO MOpaiH eTHU4eckHsa Bu nponsxon
(ocobeHo NpH YepPHOKOKH NAHEHTH)

aKo MHMCITHTE, He cre (i Omxre MoriiH fa ¢re) Opemenna EnepHan He ce MpenopnyBa B paHHa
OpeMeHHOCT U He Tpsab6Ba fa ce npueMa, ako cre fpeMerHa cites 3-THA Mecell, Thit karo MoXKe
/13 NpHYHHH CEPHO3HO YBpekaaHe Ha Hefero, ako ce U3N0M3BA Pe3 TO3H NeproA (BIDKTE TOUKA
"BpeMeHHOCT")
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CIy4ai MOraT Aa Cé pa3ssBHAT XKXHBOTO3acTpalapamy oGmu caMrrroMu. [Togo6Hn peakiiH MoTar aa
HACTBIAT H CJIEA YXaBaHe OT HACEKOMH (Hamp. YXKH/IBAHE OT MUeNH WIH OCH).

Ynorpebara Ha Enepran no BpemMe Ha JHATH3A WiH A€UYSHHE 32 CHIHO MOBHINCHH HHBA HA KPLBHHTE

JIHNHAN MOXKE Aa A0BEAE AO TEXKKH PEaKLMH Ha CBPBXYYBCTBHTEIHOCT H IOPH }XHBOTO3ACTPAIIABAIT
IOK.

Mo, yperomere Bamus nekap, 9e cre nexysanu ¢ EnepHar, Win 4e ce Hy)KIaeTe OT JHATHIA,
TakKa 4e JICKApAT Ja B3eMe TOBA NMPEABH MPH NPeANHCBAHE Ha JICICHHETO.

AKo TpaOBa CKOpPO Aa CE NOAIIOKWTE HA ONEpaLiHA WIH aHeCTe3HA (BKIIIOMHTENHO I5001eKapcKa
ynoiika), mons, ysenomere Batmua nexap, de npuemare Enepaan, Thit KaT0 MOXE 213 HACTHITH PAIKO
NOHMKABAHE HA KPBBHOTO HAJIATAHE N0 BPEME HA aHECTE3UATA,

¥norpefaTa Ha TOBa JICKapCTBO H3UCKBA PEXOBHO METHIMHCKO Habmonenue. [To Tasu npHIHHA, MOJIS
13 ObJere HATHITHO CHTYPHHM, Y€ [IPaBHTE BCHYKH 1aCOpaTOPHH TECTOBE H MperieaH, KOUTO JICKapsT
HazHAYM,

Heua u1 oHOMIK
BezonacnocrTa B eprracHOCTTa Ha EnepHan He ca Noxa3aHH IPH KOHTPOJIHPAKH NTPOYUBaHHA MPH
oena.

Apyru aexapcTea n Enepnan
Mons, uadopmupatite Bamna nekap unM $apManeBT, ako MpHEEMaTe WIH HACKOPO €€ NPHEMAH
ApYTH JIEKAPCTBA, BKIIOYUTENHO H TAKHBA, OTITycKaHu 6e3 penenra.

Koraro EnepHan ce npueMa efHOBpEMEHHO ¢ HAKOH XPYTH NekapcTea, edextsT Ha EnepHan unx Ha
APYTOTO JeKapCTBO MOXE Ja Obae 3ackiieH WIH 0TcnaleH, AN HAKOH HEXKENaHH peaKiHy MOTAT A ce
TIOABAT [10-YECTO.

E(exThbT Ha NOHIKaBaHe Ha KPBBHOTO HaNAraHe MoXe Aa Obe 3aCHICH, ako YNoTpeGaBare HAKOH OT

CNeQHHTE JICKapCTBa 3aeaHo ¢ Enepran:

—  DHKJIOCIOPHUH (J1€KapcTBO, KOSTO NIOTHCKA HMYHHATZ CHCTEMA);

—  N€pOpaNHH TPOTHBOTEOMMHH JIEKAPCTRA KATO KETOKOHA30M H HTPaKOHA30IT;

—  [TPOTHBOBHPYCHH CPCACTBA KaTO PHTOHABUD,

— . MAaKpOMIHMIHU AHTHOHOTHLIM KATO EPHTPOMHMLIH WK Tponeaﬂ.nommum

—  MPOTHBOA3IBEHOTO JIEKAPCTBO LIMMETHAMH B AHEBHHA No3H Hag 800 mg;

—  JHRYPETHLH KaTQ XHAPOXJOPOTHAMA, XIOPTATHAOCH, Pypo3eMu, TPHAMTCPEH,
aMMJIOPH, HHAANAMHA, CTTHPOHONAKTOH WK APYTH MOHIKABALIH KPEBHOTO HANATAHE
JIeKapcTea,;

~—  HAKOH Ba3OHNATHPAIIH CPEACTRA KATO MIHUESPHA TPHHHTPAT X OPraHA'HHA HHTPATH
(M30copOUA) WM AHECTETUYIHH CPENCTBA,;

—  HAKOH AHTHACIIPECAHTH W AHTHIICHXOTHYHH JICKAPCTRR;

~  GaxnodeH

EdexTsT Ha noHwkapaHe Ha KPHBHOTO HalArane Moxe aa 6sae orcnaben, ako ynorpefsasare HAKOH

OT CJICOHHUTE JIeKapCTRa 3aeaHo ¢ EnepHan:

—  HiAKOM Hoskoycniokoasami (Hanp. napateramMoln, H6ynpodeH, HampokceH, HHAOMETALMH HITH
ACIHpPHH, OCBEH aKO € W3MOJI3BAH B HHCKA 1034);

—  JI€KapCTBa, KOUTO ACHCTBAT BhPXY KPBBOHOCHMTE CHAORE (HANp. HOpaNpEHATHH, U3ONPRHANHH,
NOTMaMHH, canbyraMon); 5

—~  AHTHKOHBYICAHTH KaTO PSHUTOHH W KapbaMazenuH;

—  pudaMnuu@H (1€KapcTBO 32 JIEYECHUE Ha TYOepKyna3a).

SmPCPIL0O30068/5 16.07.2012 — Updated: 12.06.2013




1.3.1 Enalapril + Lercamdipine

SPC, Labeling and Package Leaflet HU

AKO ynorpebaBare QJMIroKCHH (JIEKapCTBO, KOETO BIHAE BBPXY TOHYCA Ha CBPACHHHA MYCKYIT), MOJIA,
nonuraiTe Bamms nexap 3a KakBH NpH3HaiH TPA0Ba Aa CISAMTE.

AKxO ynotpebaBare Kaiuli-CoXpaHABaLlH JHYPETHIH (CITMPOHOIAKTOH) WM KalneBH A00aBKH, HHBOTO
HA Kalyi B KPBEBTA MOXe Ja C& ITOBHIIIH,

EnHoBpeMeHHara ynorpe0a Ha nuTHeB kapGonar u Enepran Moxe aa A0BeIe A0 MHTHEBR
TOKCHYHOCT.

AKO ynoTpebsaBaTe HMYHOCYTIPECOPH HITH IEKapCTBa NMPOTHB MOZArpa MOXkKe B MHOTO PEAKH CIydaH Aa
ObJeTe NpeapasnoNoKeH KM TEXKH HHOERIHY,

Axo cTpajgate oT auaber, Mons 14 OTOeNSkKUTE, e eqHOBpeMEHHATa yrioTpeba Ha EnepHan u
HHCYJIMH HJIH IEPOPATHM IIPOTHROAHAOCTHH Npenaparn Kato cyadoHwrypeiiny U OUrBAHHAM MOTAT
I3 JOBEAAT A0 XMNOTIHKeMHEA (IpeKa/IeHO NOHWKaBaHe HUBOTO Ha KPBBHATA 3aXap) Npe3 IbpBHA
MECeLl Ha JIEYCHHE.

Mona, unpopmMupalite Baniua nexap, ako ynorpedsBare aHTUXHCTAMHHOBH CPEACTRBE KaTO
TepheHaAHH WM ACTCMU3ON MITH AHTHAPHTMHYHH BEIXECTBA KATO AMHOAAPOH HIH XMHHAMH, MK
€CTPaMYCTHH WM ATATO, Thi KATO MOTAT Jia HACTHIIAT HAKOH JICKAPCTBEHH BIaUMOACHACTBIS ¢ TE3H
BEOISCTRA.

EaepHan ¢ XpaHa H aJK0X0,
Enepuan 1pabBa 1a ce mpuema Halt-manko 15 MEHYTH npean XpaHa.

AJIKOXOJI MOKeE A3 3aCHiH edexra Ha Enepnan. ITo Tasu npuunna Bu ce npenopbusa WM A3 He
KOHCYMHPATe aJKOX0J/1, WAH CTPMKTHO JIa OrpaHHIHTE NMpHEMA Ha alTKOXOJL.

BpeMEeHHOLT H KbpMeHe

bpemennocm

Tpabea na kaxere Ha Ballms nekap, ako MMCITHTE, 4e CTe (WIH OMXTE MONH I2 ¢1¢) OpeMeHHa WiH
aKo MUIaHKpaTe OPEeMEHHOCT, NockseTBaiiTe ¢¢ ¢ Baiua tekap npeid Na NPEEMaTe TOBA JCKAPCTRO
Hopmanuo Bawnat nexap me Bu nockeersa aa cnpere npueMa Ha EnepHan npeau Aa 3abpesmeseere
HIIH BefHara Ciel Karo Hay4yHure, ye cre Opemenna u e B4 nocbBeTBa Aa B3EMETE APYT0 ACKapCTBO
BMecTO EnepHan. Enepran He ce npernopbuea B paHHa OpeMEHHOCT H He TpaOBa Aa ¢e npreMa, ako
cte OpeMeHHa cien 3-THA Mecel, Thil KaTo MOXeE Ja MPUYHHHM CepHO3HO yBpexKaaHe Ha Oebero, axo ce
HIMO3BA ClIe] TPETHA Mecel Ha OpeMeHHOCTTa.

Kvpmene

Kaxere Ha Baniua nexap, ako KbpMHTE, WIH KO 11I€ 32MO4BaTe Aa KbpMuTe. KbpMeHETO Ha
HOBOpOAeHH Oebera (ITbPBHTE HAKOMKO CENMMLIM CIISH PAKIAHETO) H 0CODEHO HA HEAOHOCEHUTE
Hebeta, He ce npenopbuBa, A0KaTo ce npuema EnepHan. Ipn no-ronemu 6ebera Bammar nexap
TpaOBa 1a BH n0oCHBETBA OTHOCHO MONI3HTE H PHCKOBETE NPH MpHeMa Ha Enephan, A0KaTo KepMMTe, B

CPaBHEHHE C APYH JIeKapCTha.

ITochBerpatite ce ¢ Banms sexkap wiu dapmanesT npeau yriorpebara Ha3 KOSTO H Aa € IeKapCTBO.

Ulopupane u pabora ¢ MAUIMHHA
[1pu nodea na 3aMaiiBane, ¢n1abocT, yMopa HIH CBHIKBOCT M0 BpEME HA JIEYEHHETO ¢ TOBA nw% g

He TpsabBa Aa modupare Wi Aa paboTHTE ¢ MAIHHH.

EaepHan ¢baAbpka NaKTO34
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Axo Baumat nexap Bn e kazan, ye iMare HEMOHOCHMOCT KbM HAKOH 3aXapH, CRhp¥eTe ce ¢ Baima
nexap, npelyd A4 B3eMETe TO3H MEIMLMHCKH MPOAYKT.

3. Kax na npuemare Eaepaan

BuHzaru npueMaiite EnepHan To4uHo, kakTo By e kazan Baumar nexap. AKO HE CT€ CATYDHM,
nonuralite Bauiua nekap unx dapMalieBT.

Obuualinara no3a e exHa TabieTka eIHH BT AHEBHO IO €IHO H CHILO BPeMe BCEKH A¢H, OCBEH aKo
BammaT nexap He e HasHauun Apyro. TabGnerkara Tpabpa 1a ce npreMa 3a NPEXNOYHTAHE CYTPHH,
Haif-Manko 15 MMHYTH npeaH 3akycka. Ta0nerkara TpadBa aa ce rrbTHE 1141a ¢ BOAA.

Tabnerxure ve TpadBa na ce B3emar ¢ rpedndpyTt win cok ot rpekndpyT.

AKO MMare BIieYaT/ICHHE, Ye ef)eKThT Ha EnepHan ¢ npekaneHo CineH Wil MpeKaieHo cnab, Mo,
pasrosapsiite ¢ Bamus nexap.

AKO cTe nIpHeaH NoBeYe 0T HeobxoaumaTa aoza Enepran

AKO CTe MpHeny MoBeYe OT HA3HA4YEHATA OT Banmix iekap 03a WM B CTydail Ha mpeao3npaHe,
norbpcere He3abaBuo MEAHLHHHCKa MOMOH] M aKO € BB3MOXKHO 3aHeceTe Ha jiekaps Tabnerxure Wind
ONaKoBKaTa.

IIpseManeTo Ha NTOBEYE OT MpEANUCAHATa 2032 MOXKE f1a AOBEAE A0 NPEKATCHO CMaJaHe Ha KPBBRHOTO
HaJIAraHe ¥ ChpLETO Aa Oue HepaBHOMEPHO WM Mo-0bp30. ToBa MOXke Aa MpUYKHH 3aryha Ha
Ch3HAHHUE.

Oceen TOBa, TEXKOTO MOHIDKABAHE HA KPHBHOTO BANIATAHE MOXeE fa A0BeAe 10 HAMAIEH KPbBEH
MOTOK KbM BKHH OPraHM, ChbpAe4HOChAOBA HEAOCTATHYHOCT B ObOpevdHa HEAOCTATEMHOCT.

AKO cTe NpoOycHANH Aa npHeMere Eaepran

AKO CTe NponyCHAIH Ja NpHeMeTe TabneTkara, npueMere MpomycHarara TalJIeTKa KOJIKOTO MOXKE I0-
O1Bp30, OCBEH ako Beue € HaOMIMKIUIO BpeMe 3a CleABaliara Ao3a. Torasa MpoaAwDKeTe Aa IPHEMATE
Tabnerkure, kakTo 06AKHOBeHO. He B3emaiiTe npolina n03a 3a a3 KOMIICHCHPATE MPOITYCHATATA.

AKO CTe cnipead npaeMa Ha Ejaepaan
AKo cipere npHema Ha EnepHan, xpreHOTO Bi Hannrane Mo:Xe OTHOBO 43 ce noBumH. Mo,
KOHCYNITHpaiiTe ce ¢ Baluns nekap npeay aa cupere npdeMa Ha EnepHar.

AKO HMaTE HAKAXBY NOTWIHUTEIRH BERPOCH, CBBP3AHH C YNOoTpehaTa Ha TOBA JEKApCTBO, MO,
nonuralite Bamua nexap unu ¢apMalieBT.

4, Bb3MOKHE HEXETAHH PeAKUHH

KakTo BCHUKH JIEKapCTBa, H TOBA IEKAPCTBO MOXKE /2 MIPEAM3IBUKA HEXKENAHU PEaKIMH, BIPEKH Ue He
BCEKH 'l IOJIy4aBa.

Mons, uudopmupalite Bamua nekap HezabaBHO, aKo c¢ NOSBH HAKOH OT CNEAHMTE NPUIHAIN WIH

CHMITTOMM:

- [ToxyBate Ha NHLIETO, KpallHULIMTE, YCTHHTE, JIMTABHLIHTE, €3MKa, H / WX JIapUHKCA, HITH
HEAOCTHT HA BB3IYX.

—_ JKBITO OLIBETRBAHE HA KOXKATA H JTHTABHIIHTE.

—_ Temneparypa, noxyBaHe Ha THM$HATE BLAIA H / HIH BB3NaNEHHUE Ha CHpJIOTO. A

B TaxmBa cnyyau Tpadsa na cnpere npuema Ha Enepuan u Bammat nekap 1ue npeanpHeMg @. N
HCOOXONUMHTE MEPKH. / ARSI
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Haif-yecture nexenanu peaxuyu (1 oo 10% uectrora) Habmonasarnu ¢ Enepuan 10 mg/10 mg ca
KalUTHNA, 3aMaiiBale H CBHIMBOCT. BcHukM HexkenaHM peakumy, Habmonasanu ¢ Enepran
10 mg/10 mg, camo ¢ eHATANPUIT WM CAMO ¢ IEPKAHMAKIIMH €3 H30POSHH No-A0Ty.

Msoro wectn (Morart aa 3acernar noseue or 1 na 10 aymm):

3aMBbrIICHO 3pEeHHE
3amaiiBane
Kanuruua

Fapene

YyscTBO Ha cnaboct

YecTH (Morar aa 3acerHat go 1 na 10 aymu):

['naBobonue, aenpecus.

OToK Ha riie3eHUTE, 3HAMHTENHOTO NOHKABAHE HA KPBBHOTO HATATAHE, BKIHOYUTETHO
IPEKOMEPHO CNALAHE HA KPBBHOTO HAIATAHe NpH K3NpaBAHe, KpaTkoTpaliHa 3ary0a Ha
Ch3HaHHe (MpUNagbk), HHEQAPKT MK HHCYNT, 00/IKa B rbPAHTE, YyYBCTBO 34 CTAT&HE B
T'bPONTE, HAPYUIEHHA HA CbPACYHHA PHTHM, [IOBHIIABAHE HAa ChPICUHATR YECTOTA
Henocrur Ha BR3OVX.

JAnapns, KopeMHa Gonka, TPOMEHEH BKYC.

3aycpBABaHe HA THLETO, 3a9€PBABAHE H YCEIIAHE 32 TOILTO MO KOXKaTa, KOWHHA 0GpHEH,
N0yBaHe Ha MTHLETO, YCTHUTE, €3HKa, I'EPIOTo, PhlCTe.

YMopa, 3a4epBABAHE HA THLIETO

[ToBHINEHO HHBO Ha KaMKii B KPBBTA, NOBHILECHO HHBO HA KPEaTHHHHA B KPHBTA

Hevectd (Morar aa 3acersar a0 1 Ha 100 gymn):

AHeMMHA.

M3x10uHTeIHO HUCKH HHBA HA KPBHBHATA 3aXap.

OO6BpKaHOCT, CHHIMBOCT, 6¢3ChHIE, HEPBHOCT, aOHOPMHAN YCcelalua (Hanp. M3TPLIBAHE Ha
KpaliHHLUTE)

Yygecreno 6HeHe Ha CBPLIETO.

Xpema, 60MKH B I'bPJIOTO H Ape3ras I7iac, XpHIoBe, acTMa.

ObcTpyxia Ha uepsara, BbINaNeHHe HA TaHKpeaca, NOBPEHIIaHe, XPaHOCMIIATEIHH
CMYIICHHS, 3anek, 3aryba Ha aneTUT, Bh3NaeHHE Ha CTOMAXA, CYXO0Ta B YCTaTa, CTOMAIIHA
A3Ba.

[loBumeno winorasaxe, CbpHek, KONPHBHA TPECKa, KOCOMAL, j
IIpobnemu c 6xbpermTe.

HMnDoTeHTHOCT.

MycCKkyJIHM KpaMIH, IOyM B YIIMTE, 00110 HEpa3nojIoKeHHE, TEMIEpaTYpa

IlopHmena ypea B KpbBTa, HAMAIEHO HHBO Ha HATpHI B KPBBTA.

Peaxn (MoraTt pa 3acernar a0 1 na 1 000 aymm):

Hamanssane Ha 6post Ha onpeaeneHy KphBHY KIETKM, HAMAIABAHE HA HAKOH NabOPATOPHH
CTOHHOCTH (XeMOr/IO0HH H XeMaTOKPHT), HaMaleHa GyYHKIHA Ha KOCTHHA MO3bBK, TOYBAHE
Ha TUMPHUTE BBITH, ABTOMMYHHH 3a00naBamm1.

[IpoMeHH B ChHHLIATA, HAPYIIEHHA HA CHHA.

CTyaeHH pbLE U Kpaka.

HapyuieH#a Ha 6enonpobHata ThKaH, NOJCMbPUAHE, BE3NANCHHE HA OenHTe ApodoBe.
BrinaneHue ¥ A3BH Ha JIMTABUIATA HA YCTATA, Bh3NaicHHE Ha €3HKa.

YepHoapoOHa HEAOCTATEYIHOCT, Bh3NalleHHe Ha YePHUA Apod, ) BITCHHLA (IOXKITIRAHE HA
KOXKaTa ¥ / unu 641070 Ha OYHTe). _
TexKkH KOXHH peakuuy. OMUCaH € KOMIUIEKC OT CHMITTOMH, KOHTO MOKe 1a 61ite CBRpS:
HSKOH HAHY BCHYKH OT CINCAHWTE HE)KENAHH PEAKI{HH: MOBHIISHA TeunepaTypa; @h ;
CEPO3HHTE MOBBPXHOCTH, BL3NAIEHHE HA KPLBOHOCHHTE CHIOBE, MYCKYJIHA 14 B
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MYCKYJIHH H CTABHH BBE3NAJICHHA H HAKOH IPOMEHH B /1a00paTOPHHUTE CTOHHOCTH, KOXKeH
0OpHB, YYBCTBHTENTHOCT KbM CBETJIMHA H OPYTH KOXKHM pPeaKIMH, KOMTO MOTaT Jia C€ [POABAT.
- HamaneHo otaensHe Ha YpHHA, YBeJIHUEHO OT/ENAHE HA YPHHA.
- HapacTBaHe Ha rbpAKTE MPH MBKE.
- IlornmeHH J1abopaToOpHH CTOHHOCTH (YepHOAPOOHH €H3UMH, CepYMeH OUNMpyQmH).

Mpuoro peaxn (Morar aa 3acersar ao 1 ma 10 000 gyymn):
- JagebenaBaHe Ha BEHLUTE, MOAYBAaHE HA YEPBATA.

C Hen3BecTBa JecTOTa (MECTOTATA HE MOXKE A ¢ MPEABHAH OT HAXTHIHHTE AAHHH)
- CHHApOM Ha HealleKBATHA CEKpeLHA Ha aHTHAHYpeTHdeH XopMoH (SIADH)

AKO NoyyHTe HAKAKBH HEXKEJIAHH JIEKAPCTBEHH PEaKlMH, yBeomeTe Bamua nexap wim dapMauesT.
ToBa pxirOYBa M BCHMKH HEKEJIAHM Peakijuy, HEOIHCAHH B Ta3H JIHCTOBKA.

3. Kak aga enxpansBarte Enepuan
Ja ce cpXpaHaBa Ha MACTO HEOCTHITHO 3a Jena.

He w3non3paiiTe TOBa IEKAPCTBO CJIEA CPOKA HA NOZHOCT, OTOENA3aH BHPXY KAPTOHEHATA ONAKOBKA
cnen I 'oaen no”. CpoksT Ha FOAHOCT OTrOBApA Ha MOCACAHUA ACSH OT NOCOYSHHS Mecell.

Ja ce cpXpaHsBa B OPHTHHAIIHATA OINAKOBKA, 33 [a C& NPeana3H OT BJiara.

JlexapcTBaTa He TpabBa Aa Ce H3XBHPIAT B KAHANM3ALIMATA WIH B KOHTelHepa 3a JOMAITHH OTNATbIH.
ITonutadire Bamus dapMatieBT kak 1a YHHIIOXKHTE HeHYKHHTe Bu nexapcrea. Te3u MepkH me
CIIOMOTHAT 33 ONAa3BaHE Ha OKOJIHATA cpela.

6. CorabpaxanHe HA ONAKOBKATA H JONBJHATEIHA HEQOpMAnHa

Kaxspo ¢cbabpxa Enepnan
-  AKTHBHHTE BEILIECTBA Ca €HAJANPUIIOB MaJleaT H JICPKaHHAHITHHOB XHAPOXJIopHI. Beaka
¢punmupana Tabnerka cpabpixa 10 mg eHananpunoe Maneat (eKBUBaNeHTeH Ha 7,64 mg
eHananpun) 1 10 mg nepkaHMAMIHHOB XHAPOXIOPHA (eKBHBaIeHTeH Ha 9,44 mg

NEePKAHUIMITHH).
- JIpyrure cecTaBkH ca noeHAoH K30, ManeHHOBA KHCENMHHA, HATPUERB HUINECTEH TJTHKOAAT THII

A, maKTO3a MOHOXUAPAT H HATPHEB CTeapui GyMapar B AOpOTO Ha Tabnerkara H
XHIPOMENo3a, THTAHOB JUOKCHA (E171), Tank n makporon 6000 ssB pUAMOBOTO NOKPUTHE

Kak m3ranexaa Ejsepaan B KAKBO ChABPKA ONAKOBKATA
POuiMupaHHTe TabneTku ca 6enH, KPBITH, JIeKo ABOHHO H3NMbKHAIH CBC CKOCEeHH prloBe, TabneTka ¢

aHameTsp 10 mm

Enepran ce npeyiara B OycTepHM ONAaKoOBKH, chabpxkamu 10, 14, 15, 28, 30, 50, 56, 60, 84 90, 98
win 100 punmupanu TabneTkyu B KAPTOHEHH KYTHH.

He BcHukH BHOOBE OMaKOBKM MOT'aT Aa OBbAAT MycHATH B npoaaxda.

HpaTexkaren Ha paspenieRHETO 32 ynoTpeta H IPOA3BOIHTEI

KRKA, d.d., Novo mesto, §marje§ka cesta 6, 8501 Novo mesto, CrroseHHs
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To3H JexapcTBen BPOAYKT e pa3pemeH 3a ynorpe6a B JhpxkaBnTe-11enkn na EAII nox
CJIeAHATE HMEHA:

Elernap 10mg/10mg filmtabletta
Elemap 20mg/10mg filmtabletta
Lenap 10mg/10mg Filmtabletten
Lenap 20mg/10mg Fiimtabletten
q E.nepHan'IOmg/ IOHTg puIMHpaHHA TabneTku
EnepHan 20mg,’10mg (bunMHpaHH TabneTkn
Elemap 10mgf 10mg Potahované tablety
Elernap 20mg/10mg Potahované tablety
Ele;nap I Oméf 10mg 6hukes"e-;61ﬁmeerikatte£a_
tabletid
Elernap 20mg/10mg Shukese poliimeerikattega
tabletid
Enalaprll/Lercamd:pmo Krka lOmgf 10mg
comprimidos recubiertos con pelicula
Enalapril/Lercanidipino Krka 20mg/10mg
compr:mldos recubiertos con pelicula
Enalaprlvlﬁwanldlplne Krka 10 mg/10 mg
kalvopiillysteiset tabletit
Enalapril/Lercanidipine Krka 20 mg/10 mg
kalvupaﬂllystelset tabletit
EnalaanLercanldlplne Krka IOmgf 10mg
film-coated tablets
Enalapril/Lercanidipine Krka 20mg/10mg
film-coated tablets
| Elymro 10mg/ lﬁﬁl-g plévele dengtos tabletés
Elymo 20mg/1 Omg plévele dengtos tabletés
Elernap 10mg/ lOmg apvalkotas tabletes

Elernap 20mga' 10mg apvalkotas tabletes
| Elernap
Elemap
Lenap 10mg/1 Omg Comprimido revestido por
pelicula
Lenap 20mg/10mg Comprimido revestido por
pelicula
E]ernai; 10mg/10mg comprimate filmate
Elernap 20mg/10mg comprimate filmate
El;:map 101-1-1; 10mg filmom obalené tablety
Elernap 20mg/10mg filmom obalené tablety
. Ely.r_no 10mg/ la-mg filmsko obloZene tablete
Elyrno 20mg/10mg filmsko obloZene tablete "
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DOunaanaun
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JInTBa

| i
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Hopryranus

Pymnaus

ChoBaxkns

CroBenus

JaTa Ha nocseAHo NpepasraeKIane Ha JIHCTOBKATA
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