JIMCTOBKA



JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Enan®-H 10 mg/25 mg ra6aerku
EHAJIANIPUIIOB MAJIeaT/XUAPOXIOPOTHASH]L

Enap®-H 10 mg/25 mg tablets
enalapril maleate/hydrochlorothiazide

IIpoyereTe BHUMATEIHO LAJIATa JJMCTOBKA, IIPEIH 1A 3all0YHeTe a IpHeMaTe TOBa JIEKapcTBO,

ThH KaTo TS ChAbP:Ka BaxHa 3a Bac nndgopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOKH J1a S IPOYETETE OTHOBO.

- AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, onuTaiTe Bamms nekap nim dpapmanesT.

- ToBa JlekapcTBO € IPEANUCaHO €IUHCTBEHO U JINYHO Ha Bac. He ro nmpeorcrenBaiite Ha npyru
xopa. To Moxe 1a UM HaBpeau, HE3aBUCHMO Y€ MPU3HALMTE Ha TAXHOTO 3a00NABaHe ca ChUIUTE
kato Bamwure.

- AKO NoITy4YuTe HAKAKBU HEXKEJIaHU JICKAPCTBEHH PEAKIIVH, yBenoMeTe Bamms nexap uimn
(papMaHCBT. ToBa Bk/II0YBa M BCUYKH BB3MOKHH HEXKEJIaHU pCaKiuu, HECONMMCAHU B Ta3U
nucToBKa. BixTe Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso npencrasnssa Enan-H 10 mg/25 mg u 3a kKakBoO ce M3M0I3Ba
Kakso TpsibBa 1a 3naere, npeau na npuemere Enan-H 10 mg/25 mg
Kax na npuemate Enan-H 10 mg/25 mg

BBb3M0KHM HEXETaHU peaKuU

Kak nma cexpanssate Enan-H 10 mg/25 mg

ChpprkaHne Ha OTIAKOBKATA U TOMBIHUTETHA HHPOPMANUs

U wdE

1. Kakso npeacrapasisa Enan-H 10 mg/25 mg u 3a kakBo ce M3M0J13Ba

Ta6nerkute Enan-H 10 mg/25 mg ce u3mon3Bar 3a moHmkaBaHe Ha apTEPHATHOTO KPBBHO HaJISTAHE,
Enananpun npuHamiexxy KbM rpynaTa MHXHOUTOPH Ha aHTHOTeH3WH KoHBepTupanus en3uM (ACE).
ToBa jekapcTBO MOTHCKA AaKTUBHOCTTA HA aHTMOTEH3WH KOHBEpTHpaIus eH3uM. [1o Bpeme Ha
JICYCHHUE C SHAJIAIIPIII, KbPBOHOCHHUTE ChJIOBE CE Pa3IIMPsBAT, KOETO MPEIU3BUKBA TOHKABAHE HA
KPBHBHOTO HAJISATAHE M MMOBUIIIABAHE HA TIPUTOKA HA KPBB M KUCIOPOJ KbM ChPACYHUS MYCKYI U
JPYTUTE OpraHu. XUIpOoXJIOpOTHA3UABT MPHHAJICIKN KbM TpyIaTa JIEKapCcTBa, KOUTO MOBHUIIABAT
OTJICJISIHETO Ha ypuHa (auyperui). ToBa jekapcTBO MOBUINABA OTICIISTHETO HA YPUHA U 110 TaKbB
HAYWH [MOHMKaBa KPHBHOTO HANIATaHE. AHTHXUIICPTEH3MBHATA AKTUBHOCT HA KOMOMHAIIUSATA
EHaJIAMPUIT ¥ XUPOXJIOPOTHA3HUT € MTO-CHUITHA, OTKOJIKOTO aKTHBHOCTTA Ha JIBETE JICKAPCTBA
MOOT/IEITHO.

To3u JICKAPCTBCH MPOAYKT CC MPLCIOpbhUBaA 3a JICHCHUC Ha BUCOKO KPBbBHO HAJIATAHC (apTCpI/IaJ'IHa
XI/IHepTOHI/IH), KOraTto C€ n3ucCkKBa KOM6I/IHI/IpaHO JICUCHUC.

2. KakBo Tpsi6Ba 1a 3HaeTe, npeau aa npuemere Enan-H 10 mg/25 mg

He npuemaiite Enan-H 10 mg/25 mg

- aKo CTe aJepruiHu (CBPBXUYBCTBUTEIHN) KbM CHAIANPUII, XUAPOXJIOPOTHASHL HITH
CyI(pOHAMHIH, WK KbM HIKOS OT JIPYTHTE ChCTABKU Ha TOBA JIEKapCTBO (M30pOeHU B TOUKA 6)
wim apyru ACE naxuburopu;

- ako ynotpebata Ha n1pyru ACE nHXuOUTOpH Beue € MpeAu3BUKBalia aJeprUYHU PEaKi C
BHE3AIHO MOIyBaHE HAa YCTHUTE M JIMLETO, LIUATA, EBEHTYaJTHO PhIIETE U KpaKaTa Uil
3ayIIaBaHe W Ipe3raB TJac (aHTHOEAEM);

- aKo MMaTe HacJeICTBEH aHIMOeIeM WM aHTHOEAeM TTOPaaH HIKOU APYTH, HEN3BECTHU
NPUYHHY;



aKo MaTe TeKKO YBpekIaHe Ha ObOpeUHaTa WiIu YepHOIpoOHa (YHKITHS,

aKo HE MOXKETe J]a ypPUHUPATE;

ako cte OpemenHa cien 3-tus Mecell. (Cpio Taka e noOpe aa u3dsreare ynorpedara Ha Enar-
H 10 mg/25 mg B HauanoTo Ha OpeMeHHOCTTa - BikTe Touka ,,bpeMeHHOCT™);

aKo MMare AnadeT Wik HapylieHa Ob0pedyHa (yHKITUS U ce JIEKyBaTe C JIEKapCTBO 3a
MOHKABAHE HAa KPHBHOTO HAJIATAHE, ChIIbPIKAIIO ATUCKUPCH;

aKo CTe MPUEMaJIH WJIM B MOMEHTA TpUeMaTe CaKyOUTpUI/BaiicapTaH, JICKAPCTBO, U3IOI3BAHO
3a JIeYCHUE Ha BUJI XPOHUYHA ChPICYHA HEJIOCTATHYHOCT NP BH3PACTHH, Thi KaTO HMa
MIOBHIIIEH PUCK OT aHTHOeneM (0Bbp30 oOpasyBaHe Ha OTOK IMOJ KOXKaTa B 0OJIACT KaTo Harp.
TBPJIOTO).

IpenynpesxaeHus U NpeanasHu MepKH
['oBopete ¢ Bamust ekap win ¢apmanet, npeau aa npuemere Exnan-H 10 mg/25 mg:

aKo MMaTe HUCKO KPhbBHO HaJsTaHEe W HapylIeH BOAHO-COJICBH AMCOAaaHc,

aKo CTpajaTe OT ChPJCYHO 3a00JIsIBaHe, HAPEUCHO ,,a0pTHA CTEHO3a™, ,,XHIIEPTPOPHIHA

KapIUOMHOMATUA  UJIH ,,3aTPYJHEHO OTTUYAHE HA KPBBTA,

aKo CTe MpHUeMalTi JICKapCTBa, KOUTO yBEIMYaBaT KOJMYECTBOTO Ha ypUHATA (IUYPETHLIH ),

aKo uMare pobiemMu ¢ ObOpeNrTe WK CTE Ha TUANN3a,

aKo CTe UMaJId CKOpoITHa OBOpeYHa TpaHCIUIAHTAITHS,

aKo MMate IpodJIeMH ¢ YepHHUS IPO0,

aKo ce JIEKyBaTe 3a Aualer,

aKo CTpajare OT IoJarpa,

aKo CTe UMM aJiepruiHa peakys KbM JIAKT03a, 3al0TO JIAKT03aTa € €Ha OT HEAKTUBHHUTE

CHhCTaBKHM Ha TOBA JICKAPCTBO,

aKo CTe JICKYBaHH 3a TEXKKO 3a00JIsIBaHE Ha ChEIMHUTEITHATA ThKaH, HAPEYCHO CHCTEMEH JIyITyC

epuTeMaroec,

aKo CTe Ha JIMeTa M Mo-CIelUaTHO Ha JieTa ¢ HUCHK IIPHeM Ha coJl,

ako cre Omn nHGopMupanu ot Bamms nexap, 4e MMaTe HEOHOCHMOCT KbM HSIKOU 3aXapH,

aKo TpreMare JIMTHi, U3II0I3BaH 32 JICYCHNE Ha HAKOW IICUXHYHU 3200 IsIBaHUS,

aKo CTe MMM paK Ha Ko)KaTa, MM ako pa3BUeTe HeouaKkBaHa KOXKHA JIE3Us [0 BpeMe Ha

neueHneTo. JleueHneTo ¢ XUApPOXIOPOTHA3H], 0COOEHO MPOIBIDKUTENTHATA YITOTpeOa Ha BUCOKH

JI031, MOXe J1a TIOBHIIIM PHCKa OT HAKOW BHIOBE PAaK Ha KOXKaTa M YCTHUTE (HEMEJIAaHOMEH paK

Ha KO)KaTa). 3allluTeTe KoXKaTa CH OT U3JIaraHe Ha CI'BHIIE U YATPABHOJIETOBUTE JTHYH, JTOKATO

npuemate Enan-H 10 mg/25 mg,

aKo CTe MMAJIM IPOOJIEMH C AUIIAHETO WK OennuTe ApoOoBe (BKIIOUUTEIHO BB3MAICHHE HITH

TEYHOCT B OenuTe IpoOoBe) Clie/ IPHEM Ha XHIPOXJIOPOTHA3H]] B MUHAIOTO. AKO MOJTY4UTe

TEXKBK 33/1yX WM 3aTPYAHEHO auiane ciea npueM Ha Exnan- H 10 mg/25 mg, nezabaBHo

HOTHPCETEe MEUIIUHCKA TOMOIII.

aKo TOYyBCTBaTe, 4e 3peHneTo Bu HamansBa wim 6oska B okoTo. ToBa Morar na Obaat

CHUMIITOMH Ha HATPYIBaHE Ha TEYHOCT B ChJIOBHS CJIOH HA OKOTO (XOPOHIAJICH U3JIMB) HITH

yBelM4aBaHe Ha HAIATAHETO BB BaleTto oko U Morar ia ce MosIBAT B pAMKHTE Ha 4acoBe JI0

cenmuim ot npuema Ha Exan-HL 10 mg/25 mg. Ako He ce 1ekyBa, ToBa MOXeE Ja JIOBEC 10

TpaliHa 3ary0a Ha 3peHHeTO. AKO IPEIr CTE UMAaIH aJIePrHsi KbM MEHULMIMHU HITH

cynhoHaMHIU, MOXKETE J1a ObJICTE U3JI0KEHH Ha II0-BUCOK PUCK OT Pa3BUTHE Ha TOBA ChOUTHE.

aKo IpueMare KOeTo U JIa € OT CJIEJAHUTE JIEKapCTBa, PUCKBT OT aHTHoeAeM (PSA3KO MMoayBaHe B

IBIOOKUTE CIIOEBE Ha KOXKaTa B Olpe/iesieHa 00J1acT, HalpuMep I'bPJIOTO) ce TOBHUILABA:

- pareKkajgoTpuII - IEKApCTBO, M3IMO3BAHO 32 JIeYEHUE HA JTUAPHSL,

- TEMCHPOJIHMYC, CHPOJIIMMYC, €BEPOIMMYC U JIPYTH JIEKApCTBa, IPUHAUIKAIIHN KbM Kilaca
naxuouTopu Ha MTOR (M3no3Bany, 3a 1a ce N30ErHe OTXBBPISTHETO Ha
TPaHCIUIAHTUPAHHU OPTaHH U TPH PaK),

- BWJIJIATJIMIITHH — JIEKAPCTBO, U3IOJI3BAHO 32 JICUeHHE Ha JUader.

aKo MpHeMare HjIKOe OT CIETHHUTE JISKapCTBa, U3MOI3BaHHM 32 JIEYeHHE HA BUCOKO KPBBHO

HaJIsIraHe:

- anruorensuH lI-penentopen 6mokep (ARB) (n3BecTHM CBIIO KaTO capTaHU — HAIPUMEDP
BajicapTaH, TeJIMUCApTaH, MpOecapTaH), 0COOCHO aKo UMaTe OBOPEUHU POOIEMH,
CBBbp3aHH ¢ 1uabera.



- aJTUCKUPEH.

Bamusr nexkap Moxe NepuoJuyHO Aa nposepsiBa 0b0peunaTa Bu dyHKIuMs, KPbBHOTO HAJIATAHE U
KOJINYECTBOTO Ha €JIEKTPOIMTHTE (HAMp. Kallnii) B KpbBTa BU.

Bwxre cwpio napopmarusaTa, ozarinasena “He npuemaiite Enan-H®.

Tpsi6Ba chiio na nHPopMuUparTe Barms nekap, ue npuemMate eHaIanpul/XuapoXIOpOTHAZHL:

- npenu Bb3MOKHA XHUPYPrHIecKa HHTEPBEHINS (TOpH U IpH 36001eKap), yBepomeTe Bammms
nekap, ue npuemate Enan-H 10 mg/25 mg, Thit kKaTo MMa MOBHUIIIEH PUCK OT Pa3BUTHE HA
XHUIIOTOHHA IO BpeMe Ha 0011a aHecTe3us,

- ako neuenneto ¢ Exmarn-H 10 mg/25 mg npenussuka npoaboKATENHA TEKKA THAPHS,
MOBPBIIIaHE WIIM OOMITHO TTOTEHE, KOHCYNTHpaiiTe ce ¢ Bamms nexap, T KaTo 3arybaTa Ha
TEYHOCTH MOJKE JIa TOBEJE 0 XUIIOTOHUS,

- npear Bb3MOXKHO JICUeHHE C XeMOAHAIN3a WU HAKaKBa Apyra Mpoleaypa 3a OYMCTBaHE Ha
KpBBTa (adepesa) u JIeueHne Ha CBPhXYYBCTBUTEIHOCT KbM OCH HJIM KbM ITYEITHAa OTPOBA
(mecencubmnuzanms), ypegomere Bamust nekap, ue npuemate Enan-H 10 mg/25 mg, Twit kato
MMa MOBHIICH PUCK OT HEXKEJIaH! PeakIiy Ha CBPbXUYBCTBUTEIHOCT,

- Ipeau U3BBPIIBAHETO HAa TECTOBE 32 MapaTHpoHIHaTa QYHKIHA (TOBa ca jKJIe3u B 00J1acTTa Ha
BpaTa, KOUTO KOHTPOJIMPAT HUBOTO HA KM B KPBBTA), Mpeaynpenere Bamms nekap, e
npuemare Enan-H 10 mg/25 mg.

ITo Bpeme Ha neuenne ¢ Enan-H 10 mg/25 mg npoBepsiBaiite perysisipHO KPbBHOTO CH HaJIsITaHE.
ITonuraiite Bamus jiekap OTHOCHO NPENOPBUYUTEIIHATA CTOMHOCT Ha BaneTo KpbBHO HAJIATaHE U KOra
Jla e cneaBauT Bu npernen.

B nonbiiHeHHE KbM H3MEpPBAaHE Ha KpPbBHOTO By Haysirane, Bamusr siekap Moke Jja oKcKa J1a ce
HanpaBH W3ClIe/[BaHe Ha KPHBTA, 3a J1a IPOBepH Jaiu 0b0perure Bu pabotar HopmaiHo, penu a
3anovneTe jaa npuemare Enan-H 10 mg/25 mg u 1a moBropu TOBa Ha ONpe/eeHd HHTEPBAIIH 110
BpeMe Ha JICYEHHETO.

Tps0OBa na yBenomure Bammst nekap, ako MUCIHTE, 4e cTe (MK Moxe Ou cTe) OpeMeHHa.

Enan-H 10 mg/25 mg He ce npenopbuBa B paHHa OPEMEHHOCT U He TPsIOBa Jia ce IpremMa, ako CTe
OpeMeHHa cien 3-THs Mecell, Thil KaTo TOBa MOYKe J[a IPHYMHYU CEPUO3HO YBpeXJaHe Ha Barrero
0e0e, ako ce U3M0JI3Ba B TO3M MEPHO (BUKTE TOYKA ,,bpeMeHHOCT ).

Jleuna u roHOIIHN
Enan-H =e ce mpenopruBa 3a ynorpeba mpu nena.

Opyru aexaperBa u Enan-H 10 mg/25 mg

Hndopmupaiite Bamms nexkap nim dapmaneBT, ako mpreMaTe, HaCKOpo CTe MpUeMaiti Wil €

BB3MOJXKHO J1a TIpreMaTe JpyTH JeKapcTBa.

- JIpYTH JIEKapCTBa 3a JIEYeHHE Ha BICOKO KPHBHO HAJISITAHE;

- KaJHeBU 100aBKHU, KAJIMH-ChIbPIKAIIN 3aMECTUTEIH Ha CONTA, KAMI-ChbXpaHsIBaIlX I1YPETULH
(Hamp. CIMPOHOJIAKTOH, TPHAMTEPEH, aMHJIOPHUT) WIIK IPYTH JIEKApCTBa, KOUTO MOTaT 1a
MIOBUITIAT HABAaTa HAa KM BBB BarmreTo Tsu10 (KaTo XemapuH - JIEKapCTBO, U3MOI3BAHO 32
paspexIaHe Ha KpbBTa U 3a IpeAOTBpaTsIBaHE Ha 00pa3yBaHETO Ha TPOMOH; TPUMETOIPUM H
KO-TPUMOKCA30J1, U3BECTEH ChIIIO KaTO TPUMETONPUM/CYyI(haMeTOKCa301 - U3IOJI3BaHN TIPU
WH(EKIHH, IPETU3BUKAHH OT OAKTEPUH; M IUKIOCTIOPUH - JIEKAPCTBO, TIOTHCKAIIO HMyHHATA
CHCTEMa, KOETO Ce M3II0JI3Ba 3a IPEIOTBPATSIBaHE HA OTXBBPIISTHETO HA OPraHeH TPAHCILUIAHTAT);

- 00e3001BaIIM ¥ IPOTHBOBB3NANUTENHH JiekapcTBeHn npoaykru (HCIIBC, nampumep
nbymnpodeH, TMKI0(eHaK);

- JIEKapcTBa 3a JISYeHHE Ha Aenpecus (Harmp. JTUTHHA, TPUIUKINYHU aHTHACTIPECAHTH,
AHTHUIICUXOTHULIN);

- JIEKapcTBa, KOUTO YBEIMUYaBaT KOJMYECTBOTO HAa yprHATa (IHMYyPETHUIIN);

- JIeKapCcTBa 3a HaMaJIsABaHE Ha XoJiecTeposia (Halp. X0JIeCTUPaMUH, XOJIECTUIIOIOBY CMOJIN);



- JIeKapCTBa 3a MMOTUCKAHE HA TYMOPHHUS pacTex ([UTOCTATHIIN, HapuMep nuKiIodochaMu,
METOTpEeKcar);

- JIeKapcTBa, U3MOI3BAHM 32 JICUCHHE Ha OTpeieNieHH 3a00IABaHuUs KaTO PEBMaTH3bM, apTpHT,
AJIepPTUYHU CHCTOSIHUS, aCTMA WIIM HAKOM 3a00JIsIBaHUS Ha KPBBTA (KOPTUKOCTEPOUIHN);

- JIEKapCTBa, M3IOI3BAHN 3a JICUCHHE Ha HApYyIIEeH ChbPACUYEH PUTHM (IIPOKAUHAMU, aMUOIAPOH
WM COTaJoN);

- JIeKapCTBa, U3MOI3BAHM 32 JIeUeHHE Ha PUTHMHHU HapYIIECHUs (AUTUTAINC);

- JIEKapCTBa, U3I0I3BAHN B HIKOM KOMOWHHUPAaHM JIEKapCTBEHH MPOLYKTH MPOTHB KAIUIHLA U
HACTHUHKA (CUMIIATUKOMUMETHUIIN), UM HOPAJPEHAIUH U apEeHAINH, U3[0I3BaHU IIPU HUCKO
KPBBHO HAJSITaHE, 0K, ChpJeYHa HEAOCTaTHYHOCT, aCTMa MJIH alepPruu. AKO ce N3MO03BaT
ennoBpemento ¢ Enan-H 10 mg/25 mg te3u nekapcTBa Morar aa 3amasst Bamieto KpbBHO
HaJISITaHE BHCOKO.

- aHTHIMA0CTHH JIeKapcTBa, KaTo uHCyauH. Enan-H 10 mg/25 mg moxe 1a npeau3BuKa criagaHe
Ha HMBaTa Ha KpPbBHATA 3axap, ako T0 B3eMeTe €IHOBPEMEHHO C aHTHANA0CTHH JIEKapCTBa.

- MYCKYITHH pelIakCaHTH (Hamp. TyOOKypapWH, H3IIOI3BaHH IIPH aHECTE3Us);

- 371aTO Ype3 MHXKEKLU 3a JeUCHUE Ha apTpUT (HaTpUeB aypoTHOMaJar);

- JIeKapCTBa, KOUTO HAW-4eCTO ce U3MOJI3BAT, 3a JIa ce N30erHe OTXBBPISHETO Ha
TPaHCIUIAHTHPAHU OPraHu (CUPOIUMYC, EBEPOIUMYC, TEMCUPOIUMYC U JPYTH JICKapCTBa,
MIpUHAJUIeKAIN KbM Kitac mExuouTopr Ha mTOR). Bmxre Touka "llpeaynpexxaeHus u
Mpeina3Hu Mepku'.

Mosxe aa ce Hanoxu Bammsit nekap na mpoMenu no3ara Bu u/nnm ga B3eMe qpyrH peana3Hu MepKH,

ako npuemare aHrnoTeHsuH ll-penentopen 01okep (ARB) nnm anuckupen (BHKTe ChIIO

undopmanmsta ozarnasena “He npuemaiite Enan H 10 mg/25 mg” u “TlpenynpexaeHus u

MIpeina3Hu MepKu”).

Ipuem Ha Enan-H 10 mg/25 mg ¢ xpaHa, HAMUTKH ¥ aJIKOXO0J

Bue moxe 1a B3uMmaTe JIeKapCTBOTO 10 BPEME HIIU CJIENl XpPaHEHE ¢ BOJA.

He nmiite ankoxon mo BpeMe Ha JIEYeHHETO, 3alI0TO TOH 3acuiBa Aeiicteuero Ha Enan-H
10 mg/25 mg BbpXy MOHMKABAHETO HA KPHBHOTO HAJISTAHE.

BpemenHoCT, KbpMeHe U (pepTHINTET
AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, Y€ MOJKe J1a CTe OpeMeHHa WK TUTaHupaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap miu gapmaieBT npeau ynorpedaTta Ha TOBA JIEKapCTBO.

bpemennocm

Tps6Ba na yBenomure Bammis nexap, ako Muciure, 4e cte (Wi Moxe 1a Obere) OpeMeHHa.
Oo6wukHOBeHO Bammwst siekap e Bu mocsBeTBa fa cnpere npuema Ha Exarn-H 10 mg/25 mg, nmpenau na
3a0peMeHeeTe Wi Bb3MOXKHO Hall-Obp30 clief] Kato pazdepere, e cTe OpeMeHHa, U 1ie Bu mochBeTBa
Jla mpruemMare Jpyro jiekapctBo BMecto Enarn-H 10 mg/25 mg. Enan-H 10 mg/25 mg e ce
npenopbyBa Mo BpeMe Ha OpPeMEeHHOCT U He TpsIOBa Jja O'bJie MprUeMaH, ako cTe OpeMeHHa oBeye OT

3 Mecenia, Thil KaTo MOXKeE J]a HaBpeaIn cepro3Ho Ha Barero 6ebe, ako ce M3MMoII3Ba Clie/T TPETHs
Mecel] OT OpeMEeHHOCTTa.

Kvpmene
Kaxere Ha Bamust sekap, ako KbpMHUTe WK Bb3HaMepsiBate ja kbpmute. Enan-H 10 mg/25 mg e ce
NpenopbyBa 3a MaKH, KOUTO KbPMSIT.

Ilodupane u padoTa ¢ MAIIMHHA

[pu otnenun nanwentn Enan-H 10 mg/25 mg moxe 1a npuYrHE 3aMastHOCT WIIM OTIIAIHAJIOCT,
0c0o0€HO B HAYAJIOTO HA JICYSHUETO U 10 TaKbB HAYWH MHAUPEKTHO U TIPEXOJTHO JIa YBPEIU
Croco0OHOCTTA 32 mopupaHe HAa MOTOPHO MPEBO3HO CPEJICTBO WITK YIIpaBJIeHUE Ha MalvHu. JlokaTo
HE YCTaHOBUTE KaK pearupare Ha JEUCHUETO, He modupaiTe MPeBO3HO CPEICTBO MM HE paboTeTe ¢
MAIlVHH.

Enan-H 10 mg/25 mg cbabp:ka JaKkTo3a U HATPHId



Axo Bamust nekap Bu e kazal, ye uMaTte HEOHOCUMOCT KbM HSAKOM 3axXapH, KOHCYJITHUPAITE ce ¢
HETO, PE/IN Ja 3all09YHeTe /1a IpreMaTe TOBa JIEKapCTBO.

ToBa ekapcTBO ChabpIKa MO-Manko oT 1 mmol HaTpuii (23 mg) Ha TabIeTKa, T.e. MOXKeE /1a Ce KaxKe,
4e MPaKTUUECKU HE ChAbPKa HaTPUH.

3. Kak na npuemarte Enan-H 10 mg/25 mg

Bunaru npuemaiite ToBa J1€KapcTBO TOYHO KakTo By e ka3zanm BammusT nexap. Ako HE CTe CUTYPHH B
HEIIo, monuTaite Bamus nekap wim dapMariesT.

IIpenoprunTennara g03a € 1 10 2 TabIEeTKH eIHM ITHT THEBHO. Bre TpsOBa 1a B3uMaTe TabJIeTKATE
1IeJIH, TI0 BPEeME WIIH CJIe]l XpaHeHe, ¢ Boza. TpsOBa j1a CBUKHETE J1a B3UMATe JIEKAPCTBOTO PEIOBHO,
Hali-moOpe CyTPUH M BUHATH 10 €JTHO U ChII0 BPEeMe.

Jleuenuero ¢ Enan-H 10 mg/25 mg e xbarocpodHo JieueHune, J0KaTo He Ce MOSABIT 00CTOSATEICTRA,
W3UCKBAIIM HETOBOTO MpeKbeBaHe. Thil KaTo € He0OOXOAUMO Ja B3UMATE JICKAPCTBOTO PEIOBHO,
MOTPIDKETE CC BUHATHU J]a UMATe JJOCTAThUHO TAaOJETKU 3a MPOIbJKaBaHe Ha JICUCHUETO.

AKO cTe mpueJu noBeye ot Heodxoaumata n1o3a Enan-H 10 mg/25 mg

Haii-uecture Gene3u Ha peAo3upaHe ca rajieHe, ChbpleOreHe, 3aMasHOCT U IPUTIAIbK, TOpaIu
3HAYUTEITHO NMOHWYKaBaHe Ha KPbBHOTO HAJIATaHe (XUIIOTOHUS).

Crier B3MMaHETO Ha TOJISIM OpOi TaOJIETKH, MOXKeE J1a C€ TIOSIBH CJIETHOTO: TI0-O0MITHO U TI0-9ECTO
YPUHUpPaAHE, TEXKA XUIIOTOHUS C HAPYIIECHUS B CbPACYHUS PUTHM, KOHBYJICUH, YACTUYHU [IAPAIU3U U
Oe3ch3HaHMe. AKO TALMEHTHT € B Ch3HAHUE cJie]] B3UMaHe Ha CBPBX03a, ONUTAITE 1a peIn3BUKaTe
NOBpPBILAHE U BeTHAra ce o0aaeTe Ha JeKap.

Axo cre npomycHaau 1a npuemere Enan-H 10 mg/25 mg
Axo cte 3a0paBUIIH 112 B3eMeTe TaOJIeTKa, MPOITyCHETE J103aTa.
B3semere cienpamiara 03a KakTo OOMKHOBEHO.

He B3emaiiTe aBoiiHa 032, 32 Jla KOMIIEHCHUpATE MPOIyCHATaTa /103a.

Axo cnpere npuema Ha Enan-H 10 mg/25 mg

Bue Tps0Ba 1a cTe HasCHO, 4e JICYUSHUETO C KOETO U J1a € IIOHMKaBaI0 KPhBHOTO JIEKApPCTBO HAMA 12
U3JIeKyBa 3a00JIsIBaHETO, HO TO 1€ IOMOTHE J1a C€ MOHIKH KPHBHOTO HAJSATaHEe U IIe TO MOAIbpiKa B
’KeJTaHOTO HKUBO. 10 TaKbB HAYMH MMOCICANIUTE WIN YCIOKHEHHUATA OT XUIIEPTOHHUATA I11e ObJIaT
NPEJ0TBPaTeHN MM HAMAJICHH.

AKO UMaTe HSIKaKBH JIOIBJIHUTEIIHHA BBIIPOCH, CBBP3aHH C YIOTpebaTa Ha TOBA JIEKAPCTBO, MOJIS
nonuraiiTe Bamus jiekap uiu GapMarieBT.

4. Bb3MOKHU He:KeJIaHU peakunu

Kakro Bcuuku JICKApCTBaA, TOBA JICKAPCTBO MOXKE J1a NTPECAU3BHUKA HCIKCIAaHU PCAKIIUH, BBIIPECKU Y€ HC
BCCKH I'l TIOJTy4aBa. CJ'Ie,Z[HI/ITe HEKCJIaHU JICKAPCTBCHU PCAKIIMN MOraT Ja Ce Ha6J'IIO,I[aBaT npu
ImprueMa Ha TOBa JICKapCTBO.

/KnzneHnoBaskHo e 1a npekparute npuema Ha Enan-H 10 mg/25 mg n 1a norspcute He3a6aBHO

JIeKapcKa MOMOILL, AKO0 MOJIYYUTe CJAeHHSI CHMITOM:

- AJICpruyHa peakmusa — MOXKE aa IMOJIyYuTe C'Bp6e)K, 3aTPYAHCHO JUINAHE WX XPUIIOBE,
NOJyBaHE Ha PblLIETe, yCTaTa, I'bPJIOTO, JIULETO MU OUUTE.

Cnpere npuema Ha Enan-H 10 mg/25 mg He3a0aBHO 1 MOTBHpceTe JeKapcKa MOMOIIl, aKO
MOJIYyYMTe HSIKOSI OT CJIeJHUTE HeKeJIAHH JIEKAPCTBEHH PeaKum:



CCPUO3Ha 3aMasAHOCT, 0Cco0eHO IIpH 3all0OYBAHE HA JICUCHUETO WM IIPU YBECIINYaBaHC Ha J103aTa,
HJIW CJIC] U3IIPABAHE OT CEAHAJIO ITOJIOXKCHUC.

I[pyl"l/l BB3MOXHU HCKCIIAHU PCAKIIUU Ca:

MHoro 4yectn (Morat Aa 3acerHat nmosede ot 1 na 10 xymm)

3aMbIJICHO BHK/IaHE,
BHEHE Ha CBSAT,

Jipa3HelIa KaumIa,

MO3MBH 3a MOBpBINaHe (rajacHe),
cmabocT (acTeHus ).

Yectn (Morar na 3acernat a0 1 Ha 10 xymm)

HHUCKO HMBO Ha KM B KPHBTA, MOBHUILEHN HUBA Ha XOJIECTEPOJI, MOBUIICHU HUBA Ha
TPUTIHLEPUINTE, TOBUIICHN HUBA Ha MMKOYHATA KHCEITMHA B KPHBTA,

ri1aBoOoNHe, AeTpecs, 3ary0da Ha Ch3HaHHE (CHHKOIT), TPOMSHA Ha BKycCa,

HUCKO KPbBHO HaJlsiraHe (XUMOTOHUS) U e€(peKTH, CBbp3aHH C XUIIOTOHUS, HAPYIICHUS Ha
CBHPIEYHUS PUTHM, OOJIKa B IbpAUTE (CTEHOKAPANs), YCKOpEHa ChpIeYHa JSHHOCT,
3aTpyIHEHO AWIIaHe (IHCITHES),

JIuapusi, KopeMHa 00JIKa,

o0pusB,

MYCKYJTHU KpaMITH,

00JIKa B IbPIUTE, YMOPA,

MMOBHUIIIEHO HMBO Ha KaJIui B KpbBTa, IOBUIICHHUEC HAa CEPYMHUA KPCATUHHWH.

Heuectu (Mmorar na 3acernar a0 1 na 100 qymm)

aHemus,
IIyM B yIIuTe (THHUTYC),

3ayepBsiBaHe, YCKOPEHH yllapy Ha chpueTo (chpuedueHe), nHpapKT U HHCYIIT, BEPOSTHO
JBJDKAIIN Ce Ha MMPEKOMEPHO MOHIKaBaHe Ha KPBbBHOTO HAISATaHE MPH MAIIMEHTHTE C BUCOK
PHCK,

CEeKpeLysi OT Hoca (PUHOpEs), Bb3MAaJICHO I'bPJIO U Ape3ras IJac, acTMa,

WJIeyc, Bb3MaJeHNe Ha MaHKpeaca (MaHKPeaTuT), HepasIoyioXkeHne (MMOBPBIaHe), HapyIIeHNUS B
XpaHOCMUJIAHETO (IUCTIETICHS), 3a1leK, HapYIICHHUs HA XpaHEHETOo (aHOPEKCHsl), pa3/ipa3HeH
CTOMax, CyX0Ta B yCTaTa, 513Ba, HaTpylBaHEe HA ra30BE B UepBara (METEOPU3BM),

yBpeneHa 0b0pedHa GpyHKIus, ObOpeyHa HeAOCTATHYHOCT, OSNTHK B YPUHATA (TIPOTEUHYPHS),
ChpOEK, U3MOTSABAHE, KOCOMAI,

0OJIKM B CTaBHUTE (apTpaTHs),

MOBHUIIIEHA YyBCTBUTEIHOCT WJIM TpenepeHe (IpUIMHEHa OT HUCKHM HUBA Ha KpbBHATA 3axap),
HHUCKHY HHMBa Ha MarHe3uii, nojarpa,

UMIIOTEHTHOCT,

0e3MOKOICTBO, MOBHUILEHA TEMIIEPATypa

00BbpKBaHe, CHHIMBOCT, 0€3CHHNE, HEPBHOCT, CBETOBBPTEX (BEPTHI0), MpaByUKaHE WIIN
W3TPBIIBaHE Ha KPAWHUIIMTE KaTO yCellaHe B PhIIETe WM Kpakara (apecTe3ns), MOHWKEHO
TUOuI0,

NOBHIIIABaHE HA KPbBHATA Ypes, HaMalsgBaHe HA HUBOTO HA HATPUH B KPBBTA.

Penxu (Morar na 3acernart a0 1 va 1 000 qymm)

NPOMEHH B KpbBHATa KapTHHA (HEYTPOIIEHHsI, XUIIOXEMOTIIOOMHEMHSI, HAMAJISIBaHE Ha
XEMaTOKPHUTa, TPOMOOITUTOIICHHS, JICBKOTICHHU),

MOBHIIIABaHE Ha KPhBHATA 3axap,

CTpaHHM CHHUILA, IPOOJIEMHU ChC ChHS, HAPYILLIEHUS B IBH)KEHUETO (TIapesa),

yBeJIUYEHH JTUM(HU BB3JIH, aBTOUMYHHHU 3a00J1BaHusL, cJ1ad MPUTOK HA KPBB KbM NPBCTUTE Ha
pBIIETE U KpakaTa, KOeTO MPUYMHIBA 3a4epBsiBaHe U 0oika (cuHapoM Ha Pelino)

TEYHOCT B OenuTe ApoOoBe, XpeMa UiIh OOJKH B HOCA, €03MHO(UIHA THEBMOHUS (IIPU3HALIMTE
Morar Aa ObAaT KallIuLa, BUCOKa TeMIIepaTypa U 3aTpyAHEHO AUIIAHE),



- HOyBaHE WIH SI3BH B yCTaTa, MH(EKINs nin 00JKa U MoyBaHEe Ha €3HKa,

- 4epHOIPOOHA HEJOCTATHYHOCT MIIM XETIATHT, TOBA MOXeE J1a IPEM3BHKA ITOKBITABAHE HA
KoXKaTa (KBJITCHHULIA),

- MPEKOMEPHO 3auepBABaHE HA KOXaTa, 0OPHB ¢ MEXYPH U Bh3IMAJICHUE Ha KOXKaTa, Mo-
CIIEIIMATHO Ha PBIIETE U KpaKara, B HJIM OKOJIO YCTaTa, IIPHIPYKEHO OT BUCOKA TEMIIEpaTypa
(cungpom Ha Stevens-Johnson), MomieHe Ha MOBBPXHOCTTA Ha KOXKAaTa,

- 0B0peuHn nmpobiemMu KaTo OOJIKK B KPBCTa M HaMallsiBaHe Ha oOeMa Ha ypuHara,

- HapacTBaHE HA T'bPJIUTE TIPU MBXKETE,

- MTOBHIIIEHU Y€PHOAPOOHU €H3UMH WIIH OMITNPYOHH B KPBBTA.

Mpmuoro peaku (Morat aa 3acersat 10 1 ma 10 000 xymm)

- ypeBeH aHTHoeneM. [Ipu3HanuTe MoraT Ja BKIIFOUBAaT 0OJIKa B CTOMaxa, raJicHe U MOBPhINAHE,
MOBHUIIIEHO HUBO Ha KaJlWH B KPHBTA,

- MOBHUIIIaBaHE HA CEPYMHHS KaLnH,

- OCTBP pECIHPATOPEH JAucTpec (MPU3HAIMTE BKIIIOYBAT TEIKBK 3a]1yX, MOBHIIICHA TEMIIEPaTypa,
cmabocT U 00BPKaHOCT).

C HeH3BeCTHA 4eCTOTA (UeCTOTATA HEe MOKe /1a Obje onpeaeaeHa OT HAJUYHUATE JaAHHH)

- pak Ha KOXaTa U yCTHUTE (HeMeIaHOMEH paK Ha KOXKaTa),

- CBPBXIPOAYKIUA HA aHTUANYPETUYCH XOPMOH, KOC€TO BOJAU N0 3aAbpPiKaHC Ha TCUHOCTH U
CBCTOSIHUE Ha cabocT, yMopa Hiu 00bpKBaHe,

- HaMaJsIBaHE Ha 3PEHUETO WK 00JIKa B OKOTO IOPay BUCOKO HAIATaHe (Bb3MOXKHH MIPU3HALM
3a HaTpyIBaHE Ha TEYHOCT B CHJIOBHS CJIOW Ha OKOTO (XOPOUIAJICH U3JIHMB) HIIH OCTpPa
3aKpUTOBI'BIHA TTIAYKOMa).

Hma cpo0O1ieHns 3a KOMIUIEKC OT CHMIITOMHM: NIOBUIIIEHA TEMIIEpaTypa, CepO3HT, BACKYJINUT, MUAIT U,
apTpairus, MOBUIIABaHE HAa TUThpa Ha aHTUHYKJIeapHH aHTuTena (ANA), moBHUIIEHa CKOPOCT Ha
yTasBaHEe HA EPUTPOLIUTUTE, CO3MHO(UINS U JIEBKOLIUTO3A.

Cro01aBane Ha MOJI03MPAHU HEXKEJIAaHH PEaKIIUK

AKO TOITyunTe HIKaKBU HEXEJIaHH JICKApCTBEHU peakiny, yBegomere Bamms nekap, GapmaneBt wim
MEIUIMHCKA cecTpa. ToBa BKIIIOUBAa BCUYKU Bb3MOXKHHU HEOIIMCAHU B TA3U JIMCTOBKA HEXEJIaHU
peaxuuu. Moxere chlIO J1a ChOOIUTE HEKEJIAaH! PEAKLIUU JTUPEKTHO Ype3

W3npnHATENHA areHuus 1o JieKkapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

ten.: +359 2 8903417

yeb6caiT: www.bda.bg.

Kato cpoOmiaBaTe HeXXeIaH! peakiuy, MOJKETe Ja AaJieTe CBOs IPUHOC 3a M0yvYaBaHe Ha TIOBeYe
uH(OpMaIst OTHOCHO O€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kaxk na coxpansiBate Enan-H 10 mg/25 mg
Jla ce cpxpaHsiBa Ha MecTa, HEJIOCTBITHY 32 JIella.

He usmnosn3Baiite TOBa JIEKapCTBO CJIE CPOKa Ha FOJHOCT, OTOEIsI3aH BbPXY KapTOHEHATA OIaKOBKa
cien ,,lonen 10:“. CpoKbT Ha FOJHOCT OTTOBAPS HA MTOCICAHUS JCH OT ITOCOYCHHUS MECEII.

213 CC€ ChbXpaHsBa B OpUTHHAJIHATa OITaKOBKa, 3a a CC IMPEAIasu OT BJjiara.
He H3XB’LpHﬂﬁTC JICKApCTBATAa B KaHAJIM3aluATa UJin B KOHTeﬁHepa 3a JOMAIlIHU OTIIaaAbIIN.

Ilonuraiite Bamms Q)apMaueBT KakK J1a U3XBBPJIIATE JICKAPCTBATa, KOUTO BEYC HC U3IIOJI3BATC. Te3n
MEPKH 1II€ CIIOMOIrHAaT 3a OIla3BaHC HAa OKOJIHATa Cpea.


http://www.bda.bg/

6. Cun)pma}me Ha ONnMaKoBKaTa U J0NI'bJHUTEC/IHA m{(bopMamm

Kakso cbabpaxa Enan-H 10 mg/25 mg

- AKTHBHH BEIIECTBA: SHAJAMPUIOB MalleaT U XUAPOXIOpoTHa3u (enalapril maleate u
hydrochlorothiazide).
Bcesika tadnerka Enan-H 10 mg/25 mg chabprka 10 mg eHananpuioB Maiear, KOWTO €
eKBUBAJICHTEH Ha 7,64 mg eHananpuia u 25 mg XUAPOXIOPOTHAZH.

- Hpyrute cberaBku Ha Enan-H 10 mg/25 mg ca: nakTo3a MOHOXHIpAT, IAPEBUYHO HHUILIECTE,
TaJIK, HATPHEB XUJIPOTEeHKapOOHAT, MarHe3UeB CTeaparT, NpeKeaTHHU3NPaHO HumecTe. Brokre
touka 2 ,,Enan-H 10 mg/25 mg cbappxa nakTo3a 1 HaTpHid™.

Kaxk m3rae:xxaa Enan-H 10 mg/25 mg u kakBo chIbp:ka 0MaKOBKATA
Enan-H 10 mg/25 mg tabneTku ca 6ei1u, KpbIIH, IUIOCKH C JeTUTEeNIHA YepTa OT eHaTa CTpaHa.

I[GJ'II/ITGJIHaTa 4ycpTa HE € IpCAHa3Ha4YCHa 3a CUYIIBAHC Ha TabeTKaTa.

Enan-H 10 mg/25 mg tabietku ce npemtarar B Kytuu 1o 20 (2 x 10), 30 (3 x 10), 60 (6 x 10) u 90 (9
x 10) TabneTku B O1MCTEpHH OMAKOBKH.

IIpuTesxkaTes Ha pa3pelIeHUETO 32 YIOTpeda U MPOU3BOAUTE
KRKA, d.d. Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiioBeH#Us.

JlaTa Ha MOC/IeIHO MpepasrieKaaHe HA JIHCTOBKATa
28 deBpyapu 2022

[ToxpoOHa nH(pOpMAaNHS 3a TO3H JEKAPCTBEH MPOAYKT € IMPEeI0CTaBeHa Ha yebcaliTa Ha V3mbiHATETHA
Arenrus o Jlekapctsara (MAJT) http://www.bda.bg.





