WA

QLOBPEHOI
pvA £2:99.:.94

HMudopMatud 3a HammuerTa
[Ipoyememe masu AUCIMOBKA GHUMAMENNO, HPEOU 0Q U3NOI38aMe MO3Y J1eKACMEEH NPOOYKMm.
3anazeme nucmosrkama. Mooice 0a ce nanosicu 0a s npoveme OmMHOBO.
Ao umame OonvaAHUMENHY 6bNPOCY, MO, 00bpHeme ce KoM Bawus nexap unu papmayeem.
To3u nexapcmeern npodyxm e npeonucan 3a Bac nuuno u Bue ne mpabsa da zo
npedocmagame na Opyeu auya. Toil Mooice 0a um Haspeou, He3aGUCHMO, Ye MEXHUME
CUMHUIMOMU Ca Cbujume Kamo Bauiume.

Enap H tablets/ Enan-H Tabnetka
AxTuBHU BemecTBa: enalapril maleate u hydrochlorothiazide
Iomonuu semecTsa Ha Exan-H Tabnerku: naxro3sa MOHOXHAPAT, IBETEH KBUHOIHH XXBIT
(E104), napesnyHO HUIUECTE, KaINEeB Xuaporendocdar, 6e380/eH, TAIK, HATPHER
XHAPOTeHKapObonaT, MATHE3HER CTeapaT.

Hme u adpec Ha npou3go0umens u npumedlcamens Ha paspeweriemo 3a ynompeoa
KRK4, d.d. Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

1. Kakso npencraensea Exan-H u 3a kakBo ce usnoazpa?
CsctaB
1 rabnetka Enam — H csappxa 10 mg enalapril maleate i 25 mg hydrochlorothiazide
Onakopxa
Kytan ¢ 20, 30 wm 60 Exan-H tabmerxm.

Kakgeo npeacrapiaaear tadbaerkure Enan-H?

Tabnerxure Enan-H ce H3nonssar 3a NOHMXABAHE Ha apTEPHANHOTO KPEBHO HAILTaHe.
Enanarnpuin apuHafIeskd KM Ipynara HHXHORTOPY Ha aHryOTeH3MH KOHBEPTHPAIHE eH3UM
(AKE). To3u sekapcTBeH NPOAYKT IOTHCKA aKTHBHOCTTA HA aHIHOTEH3WH KOHBEPTHPAIIHA
enspM. llo BpeMe Ha Je4eHHe ¢ €HANANpIL, KbPBOHOCHHTE CBJIOBE ¢ pasuIupsBaT, KOeTo
TipeAX3BHKBA HOHUAaBaHe Ha KPBBHOTO HANSTaHE H OBHNTIaBaHe HA IPUTOKA HA KPEB B
KHCIIOPOX KM CBPACIHUA MYCKYH H APYTHTE Oprasi. XuIpoXIopoTHasuAGT IPHHAIIICHKE
KBM IpyiiaTa JIEKapcTBa, KOMTO MIOBHINABAT OTAEIITHETO Ha ypHHa (AHypeTnK). Tosa
IEKapCTBO MOBUINABA OTACHSIHETO HA YPHHA B [0 TAKHB HAYHH HOBEHXKAaBa KPBBHOTO
HansTaHe. AHTHXHIIEPTEH3UBHATA AKTHBHOCT HA KOMOUHALMATA SHANANPUIT K
XUAPOXJIOPOTHA3H € IO-CHJIHA, OTKONIKOTO aKTHBHOCTTA Ha [ABETe JIeKapcTBa MOOTAEITHO.
MaxcuMaTHuAT e(eKT Ha CHANallpul ce gBsaBa cnef 6 no 8 gaca or nprema. EQexrsT ot
XHEPOXJIOPOTHA3HA BEPXY IOBHINEHO OTHCIIHE HAa YpuHa OOMKHOBEHO ce ABABRa 2 Haca clief
IIPUTIOKEHASTO MY | € Hail-cuiiHo ciefi 3 xo 4 gaca ot npueMa. EQeKTsT BEPXY KPBEBHOTO
HAJSTAHE Ce ABABA ceX 3 X0 4 HHU OT HAYaNOTOo Ha jeieHnero. EQeKTsT Ha KoMOUHauaTa
00HKHOBEHO NPOLEIDKaBa 0 24 daca. TepaneBTHYHHAT eeKT ce FOCTHIa CIIe] HAKONKO
CEIMHIHK OT JICYSHHETO.

3a kakBo ce mzpoassaT Enan-H Tabaerkure?

To3u nexapcTBeH IPOAYKT C& HPONOpPEYRa 32 JedeHHe Ha BHCOKO KPBBHO HalAraHe
(apTepHanHa XMOSPTOHHA), KOTaTO C¢ H3MCKBA KOMOMHUAPAHO JISUeHHe.

2. OIPEON TA M3TIOJ3BATE EHAT-H L
Hudopmupaiime Bawusa nexap, axo umame HAKAKSU XPOHUYHY 3025.(5}'1}1351?2’123{ HapyuieHUa Ha
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Koii ne mpabea 0a usnonszea mabnemxume Enan-H?
Bue ne Tps6Ba 1a H31I0/3BATE JEKAPCTBEHHSA IPOAYKT, 8KO CTE CBEPXYYBCTBUTEIHM KBEM
eHANAMPHI, XHADPOXIOPOTHAA3H] K CYJI(OHAMUY H KBEM HSKOM OT HOMOIIHATE BeIUECTRA
Ha JIEKapCTBEHHA IPOoAyKT WK KeM npyru maxuonropn Ha AKE; ako ynoTtpeba Ha OpyTH
muxuonTopd Ha AKE ca IpHYMEAM BeJe Peakid Ha CBPBXIyBCTBHETEIHOCT C BHE3AHO
NOXYBAHE Ha YCTHUTE H JULETO, BpaTa, BEPOATHO PHIETE H KpaKata Wiu 3aNyINaBaHe u
mobengpane (RETHOEHEM); aK0O AMaTe aHaMHe3a 3a HACIeCTBEH aHIHOSIEM MM aHTHOSHEM
OT HAIKaKBa Apyra HEH3BECTHA IPHYNHA, TEXKO YBpeAcHa 650pedna u yepHOaApobHa
(yrKnEs, THPBIIEH XUIICPATKOCTEPORU3EM, aK0 uMaTe OL0peTHa TPaHCIIIAHTALH, HO
BpeMe Ha OpeMeHROCT B KEpPMEHe.

IHpeonaznu mepru u npedynpesicoenus

ITo Bpeme Ha nevenne ¢ Enan-H npoeepsBaiite peAOBHO KphBHOTO ¢ Hamarane. OOpriualite
ce KM Bamus Jrexap 0THOCHO HOAXOAINNTE 3a BAC CTOMHOCTH HA KPHBHOTO HAJATaHe B
xora Tps0Ba Aa oTrAeTe Ha CIEABaI KOBTPOJICH HpeTie.

Ilpenu na 3anouHeTe na B3aMare Eran-H, xaxere Ha Baums nexap, ako ce JIEKyBaTe 3a
3axapeH ruabeT, mofarpa, acTMa, GoecTH Ha gepHAA Ipob, 6s0penuTe, ChpAeIHO-CEA0BaTa
cucTteMa (ChpIeYcH MPHCTHI H MO3BUCH HHCYIIT), NAaHKpeac, KOCTEH MO3BK, HMYHHATa
CHCTEMA ¥UTH aneprud. Bue csimoe 1psa0OBa ga kaxere Ha Bammsg gekap, ako cTe HMamd
ChpIeYHa aTaKa iy MO3BUEH MHCYNT, SIEKTPOIMTHYE HApyIeHus, ONEPallid Ha HePRHATA
cHcTeMa (CEMIIATHKOTOMES) M aKO CTe ANepruiHH KbM cyndonamuny. Hadopmupaiite
Iexaps CH, aKO cliassate AueTa M oco0eHO IHeTa ¢ HUCKO ChALPKaHne Ha coli. B HavanoTo
Ha JEYEHHUETO Ce H3UCKBAT 0-9eCTH MEAUIMECKHA Ipere . Bre ne Tpa0sa Aa mponyckara
IIperaefn JOPH, ako ce yyBeTBare Jodpe. Jlekapar me onpenens 9ecToTarTa Ha KOHTPOIHHTE
BH IpETTICHH.

Ciex B31IMaHETO HA HBPBAaTa K032 Ha JEKapCTBOTO K JOPH HAKOJKO Jaca CIe)] B3UMaHEeTO My
MOJKe J2 ¢ MOABH 3HAUKTE/HO IOHMKABaHe Ha KPHBHOTO HayAraHe (XumoTonns). Ta
0OHKHOBEHO CE H3BsBA C rajiene, copredrene, 3aMasHoCT ¥ OpHIagrK. AKO ce HOSBH
XHUIIOTOHHS, JIETHETE Ha HHCKA BB3TTABHNIIA B HOBUKAMTE JIeKap. XANOTOHHUATA ¥ HEHHUTE
IOCHEAHITA ca PeAKH U npexoany. IIpexoHaTa XANOTOHMA HE € IpedKa 3a NpOABIDKaBaHe Ha
NIEUSHHEETO C TO3H JeKapcTBeH IpoaykT. Cliell XAIOTOHKATA BHE OOMKHOBEHO INE IIOHAcSTe
clepBammTe Ao3u jobpe. IIpr HoBTOpHA XHITOTOHMA NPHAPYXKeHa 0T 00IECTHE CHMIITOME
(T.e. rafiee, chpleuene, 3aMasHOCT ¥ BPUHANGK) ¢€ KOHCYnTHpatite ¢ Bamus exap.

AXO 110 BpeMe Ha Ie4eHHETO CE IOSBH 3aMasHOCT, NPANANbK HiH De3Ch3HAHNE DY CTaBaHE
OT JIErHANIO KITH CeNHANO IHON0KEHne, ce Koncynripaiite ¢ Bammg nexap. Ilpenopsasa ce
BUHAIH Jia cTaBaTte 0aBHO, 0cO0EHO aKO CTe BB3PacTeH YOBEK.

Tpems BB3MOXKHA ONepallks HEpOpMHEpaiiTe BaImus JeKap, ye Bue B3uMaTe Exan-H, 3amoro
MMAa OBHIIEH PHCK OT XHIIOTOHUS 10 BpeMe Ha obIia yirokika.

Axo neuennero ¢ Egan-H BoIy o npoAbDiETeNHa TEeXKa IHAPUS, TOBPEIIARE HIH
npohy3HO OTeHe, KOHCyITHpalite ce ¢ Bamua nexap, 3amoTo 3arybara Ha TEYHOCT MOXE 12
TIpegu3BHKA XHITOTOHHS.

[Ipeny BEPOSTHO NeIeHHE KATO XEMOAHANM32 HIIY HAKOHM JAPYTH OYHCTBAIIA KPBBTA
npouexypu (adepesa) i NeUeHe Ha CBPBXIYBCTBHTECHOCT KbM OTPOBH Ha 0ca M IYela
(mecencubumu3anus), ua(opMupaiite Bamms nexap, 4e s3umate Exan-H, 3amoTo uma
MOBHINEH PHCK OT HeXeNAHN Peakiyy Ha CBPBXUYRCTBUTENHOCT.

[Ipepy Ba ce H3cieNIBa HAPANIATOBMAHATE PYHKITHS, npe,uynpene're WAL JeKap, 96 B3uMaTe
Enan-H. P '.' o .

EuxacHoCTTa H curypHOCTTa Ha Enan-H mpu fena He cg, npquerm H saTOBa e TpAdBa Ka
ce JiaBaT Ha JAera. 3
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[lpuem na Enan-H ¢ xpana u meynocm

Bue moxe fa s2uMare TeKapCTBEHHAT IIPOIYKT HO BPEME HIIH CIIEN XpaHeHe ¢ HIKaKsa
TEYHOCT.

He muiiTe anxoxo 0 BpeMe Ha IeYeHHETO, 320T0 T0i NoTeHnApa AelcTBreTo Ha Eran-H
BEPXY HOHHXABAHETO HA KPBBHOTO HalsraHe.

bpemennocm

ObrpreTe ce KpM Bammsa nexap uinn GapMaliepT 3a CBBET NPEIA A B3EMETE HIKOe
JIEKapCTRO.

Enan-H npemmanasa nipes ruianesTapaata 6apuepa 1 MOXKe Ja HpHUUHHA YBPEexXIaHe Ha INoja,
3aToBa He TpA0Ba Ha ro IpHeMarte o BpeMe Ha OpeMeHHOcCT, 0co6eH0 BEE BIOPHS H TPETHS
TPUMECTED.

Enan-H ne ce npernopsuBa Ha SkeHH, KOUTO IIAHMpPAT Aa 3abpeMeHest. JXennTe, KOATO
3abpeMeHesaT 10 BpeMe Ha Ie9eHueTo, TpaOBa 1a ce KOHCYJITHpaT ¢ NeKaps ce 3a
IIOHATATHINHOTO EeUeHHe, KONKOTO € BE3MOXKHO II0-CKOPO, 3al00TC XMIEPTOHHATA II0 BPEME
Ha GPeMEHHOCT € OIIACHA 32 TSX H INIOJAA.

Kopuene

O6spHere ce keM Bamms nexap vy apManeBT 3a CEBET IPEii Aa B3eMETE HAKOE
JeKapCTBO.

Erarr-Hce oTaens B KbpMara, 3aToBa MalfKuTe, JIEKyBaHH C TE€3H JIEKApPCTBEH MPOLYKT ce
CHBETBAT A HE KBPMAT.

Egexmu ewpxy cnocobrocmume 3a wogupane i ynpagnenue Ha Mawlinu

[Ipu otaennu nanpenty Enan-H Moxe fa OpHYHMBEA XHIOTORKS H 3aMafHOCT, 0coDeHo B
HaJyanoTo Ha IEYEeHAETO | [10 TaKEB Ha9HH HHIHPEKTHO U IPEXOAHO Ja YBpeau
criocOOHOCTTa 3a ModHpage Ha MOTOPHO IIPEBO3HO CPEACTBO HNY YIIPaBIICHHE Ha MAINHHH.
Hoxato He ycTaHOBHTE KaK pearupare Ha JIeIeHAETO, He modupaiiTe NpeBO3HO CPEACTBO MM
He paboTeTe ¢ MallHHH.

Kaxeu dpyeu nexapcmea mozam oa ezaumooeticmeam ¢ Enan-H?
Hadopmupaiite Bamuas nexkap mium papManesT, ako B3AMaTe HAKaKBH APYTH JIEKapCcTBa
(errounTeHO NeKapeTea 0e3 penenTa).

Ipenu na cuopere ma B3WMAaTe JSKapCTBOTO, KOSTO B3UMATE PEJOBHO WM Ja 3all09HETE Ja
B3HMaTe HIKOe APYyTo NeKapcTBo, Bue TpsOBa Ka ce KOHCYIITHpATe ¢ iekaps ci. Tora ce
OTHaCs ITIaBHO JI0 APYTH JIEKapeTBa, U3IION3BaHM 34 JICYCHHE Ha XHIIEPTOHNSA, CEPAEYHA
HeJ0CTATEIHOCT, fradeT, 3a OTAeNIHe Ha YpHHA, KalueBH TablleTKH, JIEKapCeTBa NPOTHB
fonku B CTaBHTe, aCIHPHH, YCIIOKOUTEIHHE, XHITHOTHIH, ISKapcTBa 3a JICYEHHE Ha
pEeBMAaTH3IBM, HOFATPA, ICHXHYHYE HapyIIeHisE, CTOMAUHO-IPERAH 3B, NOHIDKARAIIN
XoJiecTepolia B KPBEBTA MIM XpoHudeH GpoHXUT B/ uii actMa. EnnospeMennara ynorpeba Ha
Enan-H n HaKoM nexapcTBa, 3a jieUcHie Ha TOpecOMeHaTHTe 3a00MsIBaHMA, MOXKE Jid
oTciabu ZeCTBHETO Ha TE3H EKapcTBa MK Ja YCRIH TeXHHTE HeJKeIaHH PEeakuy, 1
nopmmie Ha edexta ot Enan-H mmi fa DoBMINE pHCKa OT BIOMaBaHe Ha 610peunara
bynKums, a CHIO MOYKe A NPEH3BAKA ANEPrHYHa DeAKIHSL. .

He m3momspatite nexapersa 6e3 perenTa 6e3 KOHCYNTAIHA ¢ nel&ap ToBa ce OTHaCAK INIaBHO
IO feKapcTBa 3a JIeIeHHe Ha HACTHHKA, 60nKoycu0K051BaHIH, COJIEBO 3aMECTRa MM KaTklt
CBALPKAINY JIEKAPCTBA. Lo 2N




3. KAK JA W3IOJ3BAME EHATI-H

Jozuparne v memod na npuroicenue

CTpHKTHO clia3BaiiTe HHCTPYKUUKTE Ha JeKaps. Bue ne Tpa0Ba Aa npoMeHaTe K03aTa HIH ia
cIIHpare IeIeHneTo Oe3 Ipe/ii ToBa fa ce KoHCcyITHpare ¢ Bamus rexap.

Ob6nuaiiaaTa go3a e 1 1o 2 1ableTKH expy LT JHEBHO. Bue TpsOBa Na B3uMaTe TabIeTKuTe
IeMH, WIHF [0 BpeMe HIIH el XpaHeHe, ¢ HiKaksa TeuHocT. Tpabpa /1a CBUKHETE a B3UMATe
JEeKapCTBOTO PeIOBHO, Hali-n00pe cyTpHH K BHHATH [0 €IHO H CHINO BpeMe.

Jlewenuero ¢ Eran-H e IEIT0 HpoasIkaBanio JeTeHne A0KaTo He ce HoABAT 00CTOATENCTBa,
W3UCKBAMIH HEIOBOTO IpeKbeBane. Thil Karo € Beo0X0EMO Aa B3UMATE JIEKAPCTBOTO
peIOBHO, HOTPHIKeTe ce BUHATH Jla IMaTe JOCTATHYHO TaONeTKH 3a IPOAbIKaBaHe Ha
TNEYESHHETO.

Axo umame eneuamnenue, e ehexma Ha AEKAPCMEEHUSA NPOOYKM € mebpoe Cunet Uiy
mewpoe crab, xoncyamupaime ce ¢ Bauius nexap unu gapmareem.

Axo sue B3emere nopese Enan-H otxosixoro Tpadsa

Axo cTe B3eJH CBPEX03aTa, IerHeTe Ha HACKA BE3TTIaBHANA | ce obajieTe Ha JIeKap.
Hait-gectrTe Genesy Ha MpeRo3upane ca rafeHe, CEpledreHe, 3aMasHOCT H IPUTafbK,
TIOpaJH 3HAYHTEIHO IOHMIKaBate Ha KPHBHOTO HalAraHe (XHIOTOHN).

Crez B3HMaBETO Ha ToJsiM Opoii TablleTky, MOXe JIa Ce IOABH CIIEIHOTO: HO-00MIHO | IOo-
9ecTO YpHHHpaHe, TeXKa XUIOTOHMS ¢ HapyeHHd B ChpPACTIHHS PHTHM, KOHBYIICHH,
JacTHIHA NApaNu3n ¥ 6e3Ch3HaHue. AKO IAMUEHTET € B Ch3HAHHE CIIE B3UMAaHe Ha
CBpBXH03a, ONATAlTE a Opeau3BHKaTe HOBPHINAHE 1 BeAHara ce obaznere Ha JeKap.

Axo 3a0paBure ga B3eMere Egan-H

He gzumatime dsotina do3a, 3a 0a 3amecmume 3abpaeenamal

AKo cTe 3a6paBIiH 1a B3EMETE NeKapcTBEHHs HPOMYKT, B3EMETe IO KONKOTO €& MOXKE II0-
6Bp20, OCBEH, aKO HMa OCTaHAN CaM0 HAKOJKO Jaca JIo ClieflBamara o cxema foza. B Tosn
ciydalf IpOCTO B3eMeTe ceNBaIaTa [0 cxema so3a 6e3 1ia s gyOmupare.

EdiextH, Koraro Jedenuero ¢ Enan-H e cupaHo

Bue tps0Ba xa cTe Ba’ACHO, 96 JIGYICHHUETO ¢ KOETO M Ja € IOHMKABaIK0 KPbBHOTO JIEKAPCTBO
HsAMa Ja H3lexypare 3a00IIBaHeTo, HO TO e MOMOTHE Jia ¢ MNOHUXH KPFBHOTO HAAraHe H
ITe ro IOAIhPKa B KENAHOTO HIBO. [0 TaKEB HAYMH ITOCAENALMTE KN YCIOKHECHHATA OT
XUIEepPTOHUATA INe OB1aT HpeAOTBpaTEeHH MY HaMaJleHH.

4. BH3MOXHHA HEXEJJAHHA PEAKITNA

Karo penuxa nexaperea Exan-H Moxe cpImo Ja HMa HeKelnaHH peaKiii.
Crpere Nia B3uMarTe JIeKapcTBOTO i BeJHAra ce 0bajieTe Ha JieKaps CH, aKO II0TyBCTBATe:
O61pKaBoCT, 3aMastHOCT, CBETOBBPTEXK, HPMNALbK U Ge3ch3HaHHe;

YeKopeHa HITH HEPATMHYHA ChpAeIHA ASHHOCT MM IPHIH OoJKa;

HamaneHO OTHSHAHE Ha YpHHA;

BHe3allHa TpecKa, XJIaH, 3aTpyIHEHO MOTIIbIHaHe;

Heobuuatina ymMopa ¥ cnabocTt; T
MyckynHy KpamMI®, 0c00eHO B [IPacIuTe; e ‘
Kopemra 60JKa, TOBpHIIAHE; g T T
Bionrapage Ha HoHarpaTa; Co T B
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o JKenreHuila;
Bresanso nojyBaHe Ha yCTHHTE H JIMHETO, Bpara, BB3MOXHO U Ha phlleTe H KpakaTa,
3aTpyAHEHO NUINAHE BITK SPe3raBocT;
o KoxeH 00puB, CHIEH ChpOEX IO KOXaTa, 3arpy0sBaHe, YepBeHH [IETHA II0 IsUIaTa
KOKa.
AXo ce IOSBAT cyXa H ApasHemla KanlIHIa, riaso0oue, rajeHe, fHapys, HOBAMEHA
YYBCTBHTENIHOCT KBM CITBHIIE, H3TOINEHOCT HIIH YMOpa H ¢a 00e300K0ABailH M CMYIIIaBaT
KaJecTBOTO BH HA XXHBOT, C€ KOHCYNTHpaliTe ¢ BAlIHA JEKap.
Axo 3abenexuTe HIKaKBH HEXKENaHy Peakiia JOPH, aKo T HE ¢a CHOMEHATH B Ta3H
NHCTOBKa, MOJiA, HEpopMHApaliTe Bamms nexap HIH GapMaIiesT.

5. CbXPAHEHHIE HA EBAII-H

Cpox na 200nocm
Jla He ce U3n0NI3Ba Cle H3TAYAHE Ha CPOKa Ha FOXHOCT, 0TOEMm 3aH Ha ONlaKoBKaTa.

Yenosua 3a cvxpanenue
[a ce cpxpansdBa Ha MECTa, HEOOCTHITHH 32 Jella.
Jla ce masm ot Biara. Ja ce cexpanssa mox 25° C.

Hudopmayua 3a npeonuceane
Camo 1o IeKapcKo upeanucanye.

Hara Ha ocnenHa pefaKIisg
10mm 27,2003 1.




