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Enap®- HL 10 mg/12.5 mg tablets
enalapril maleate/hydrochlorothiazide

IIpoveTere BHEMATENHO OAIATA JHCTOBKA, IPeIN 1a 3anouneTe Ja APHeMATE TOBA JEKAPCTBO,

Thi KATO T8 CHALPKA BakHA 32 Bac madopmaund.

- 3anaseTe Ta3K NHCTOBKA. Moxke 1a ce HANO0KH N1a A IPOYETETE OTHOBO.

- AKO UMaTe HAKaKBH JOTBJIHKTEHA BRIPOCH, TonuTaiiTe Bamus nexkap win dapMauesT.

- Toga siekaperBo e npednucano augno Ha Bac. He ro npeorcrenpaiite Ha apyry xopa. To Moxe
1a UM HaBpe/IH, He3aBUCUMO Ye IPHIHALMTE HA TAXHOTO 3a00asBaHe ca ChinMTe Kato Bawmre.

- AKO NOYYHTEe HAKAKBY HEJKENAHH JIEKApCTBEHH peaKilMu, yeeaomere Balung siexap uin
drapmatiest. ToBa BKTIOUBE H BCHUKH BB3MOKHH HEXEIAHH PEaKIMH, HEOTIHCAHH B Ta3H
JIHCTOBKE. BipkTe Touka 4.

KaxBo ¢LALPKR TA3H AHCTOBKR:

Kakgo npeacraernaea Enan-HL 10 mg/12,5 mg u 3a kakBo ce W3NoN3Ba
Kakso Tpabsa na 3naete, npenu na npuemere Enan-HL 10 mg/12,5 mg
Kak na npuemare Enan-HL 10 mg/12.5 mg

B13MOkHH BeKeTaHd peakivH

Kak pa cexpanssare Eran-HL 10 mg/12,5 mg

ChbabpAAHKE HA ONAKOBKATA W AONBJIHUTENHA HHHOpMALIA

A

1.  Kakso npegcrasiasa Esan-HL 10 mg/12,5 mg # 3a kakso ¢e B300/1382

Enan-HL 10 mg/12,5 mg ce u3non3ea 2a MOHWKABAHE HA aPTEPHATHOTO K'bBHO HA/IATaHe.
EHananpui NpuHan1exu KM rpynara Ha HHXHOMTOPHTE Ha aHTHOTEH3HH KOHBEPTHPALIHA CH3HM
(ACE). Toea nekapcTEO NOTHCKA aKTHRHOCTTA Ha aHMMOTEH3HA KOHBepTHpaiHa ed3uM. [lo Bpeme na
NCUEHHE ¢ eHaTallpril, KPLBOHOCHHTE ChOBE C€ Pa3LHPABAT, KOETO NPEIW3BHKEA IOHKABAHE HA
KPBLBHOTO HANSTaHE H NOBHILIABAHE HA MPHTOKA HA KPBB H KHUCIOPOA KbM ChpACUHHA MYCKYJl U
ApYTWTE OpraHv. XHAPOXAOPOTHASHALT NPHHAANEHKH KbM rpynara IeKapcTsa, KOUTO TIOBHITABAT
OTREAHETO Ha ypuHa (auypeThii). ToBa NexapCTBO NOBUIARA OTACAAHETO HA YPHHA U 10 TaKbB
HauHH TOHHXABA KPBBHOTO HANATaHe. AHTUXMICPTEH3UBHATA AKTHBHOCT Ha KoMOMHaUHATa
EHAJANPHI U XHAPOXJIOPOTHA3H] € M0-CHTHA, OTKONKOTO aKTHMBHOCTTA Ha JBETE JICKapcTBa
NOOTAEAHO.

To3n nekapcTBeH MPOAYKT c€ NPENopbYBa 34 JeYeHHe HA BHCOKO KPBBHO HATAIaHE (apTepHaiHa
XHIIEPTOHHUA), KOraTo ce UIUCKBA KOMOMHHPAHO JleueHUE.

2.  Kaxso Tpa6Ba na 3maeve npead aa npuemeTe Enan-HL 10 mg/12,5 mg

He npuemaiite Enan-HL 10 mg/12,5 mg

- aKO CTE aNeprUyHe {CBPLXYYBCTBHTENHH) KBM EHANANPHIL, XHIPOX/IOPOTHAZH]T HITH
cyndOHaMHIH, WK KBM HAKOA OT APYTHTE CbCTABKM Ha TOBA JieKapcTeo (M30poeHn B Touka 6)
uin apyrid ACE unaxuburopu;

- ako ynorpebara Ha apyru ACE unxuGuTopu Beue € Npeau3BHKBaNa anepruil

3axyulaBane H Ape3raB Fyiac {aHTHOeAEM);

- 4KO MMaTe HACHeACTEEH AHIHOESASM HITH AHTHOEAEM MOPafy HAKOH ApYrH
MPUUMHH;

- aK0 MMATE TEXKKO yBpeknaHe Ha OpOpeyHaTa uiny yepHoapodua gyHKuHs]




aKO He MOXKETE [11a YpHHHpaHe;

ako cre 6peMenna cnea 3-tus Mecew. (Couto Taka e noGpe pa u3dareare ynorpebara va Enan-
HL 10 mg/12,5 mg B Hawanoto Ha 6pemeHHOCTTa - Biakre Touka bpemenaocr);

axo UMate AHaber uiK Hapyena 6u0peyHa QYHKUMA W ce NeKyBare ¢ ICKapCTBO 32
NOHMKABAHE HAa KPHBHOTO HAJIAraHe, ChXbIKALIO ATHCKHPEH;

4KO CTe IIPHEMAITH KITH B MOMEHTA NPHEMATE caKyOWTpHI/BANCapTaH, TeKapeTBo, HAMOM3BAHO
34 JIEYCHHE Ha BH XPOHHYHA ChPACHHA HEXOCTATBMHOCT IPH BB3PaCTHH, Thil KaTO HMa
NOBHILIEH PHCK OT aHrkoeneM (Gup3o oGpasyBane Ha OTOK NOJ KOXKATa B 061aCT KATO Hanp.
CBPIOTO).

Iipeaynpexaenns H OpeiuA3HE MEPKE
Tosopere ¢ Baluns nexap unu papmauerrt, npenu na npuemere Exqan-HL 10 mg/12,5 mg.

aKO HMATe HUCKO KPBBHO HaJiiraHe W HapylUIeH BOAHO-cOJIEBH avchananc,

aKo CTpajaTte OT ChpAeUHO 3a60nsBaHe, HapeueHo "aopTHA CTeHOo3a", "XunepTpoduuHa

KapAKOMHONATHA" WM "3aTpyIHEHO OTH4aHE Ha KpbBTa”,

AKO CTe NpHeMAIH JICKAPCTRA, KOMTO YBETWYABAT KOTHUYECTROTO Ha YPHHATA (AHYPETHIH),

aKko uMare npobrnemu ¢ GEOpeLIMTE WK CTE HA THATH3A,

8KO CT€ MMAJTH cKopoiiHa Ge0peuHa TpaHCILIaHTaLuA,

aKo HMarte NpobneMu ¢ YepHHA apod,

AKO ¢e NeKyBaTe 3a Jqualer,

axo cTpajare oT mojarpa,

aKo CTe MMATTH allepriyHa peaklys KbM JaKTO3a, 3211070 JIaKTO34Ta € €1HA OT HEaKTHBHHTE

CBLCTaBKH HA TOBA JIEKAPCTBO,

AKO CTE JIEKYBaHH 33 TeXKKO 3a00/BaHE Ha CheJHHUTENTHATA ThKAH, HApeYeHO CHCTEMEH NYITYC

€pHTEMATO/IEC,

4KO CTE Ha JHeTa U O-CNELHANHO Ha IHeTa ¢ HUCHK IIPHEM Ha col,

ako cre 6u1n HHQOpMHpaHy oT Baiuus iekap, te HMaTe HENOHOCHMOCT KEM HIKOH 3aXapH,

aKo NpHeMaTe JIMTH, H3M03BAH 33 IEYCHUE Ha HAKOW NCHXWYHH 3a00n19BaHMA,

aKO CTe HMAIIH PaK Ha KOXKATa, WITH aKO pa3BHeTe HEOUaKBaHA KOXKHA fe3Ha 1o BpeMe Ha

neyeHueTo. JIeUeHHETO ¢ XMAPOXI0pOTHa3uj, 0coGeHo MPOXLIAKHTENHATA YNoTpeba Ha BHCOKH

AO03H, MOKE Ja NOBHIUH PHCKA OT HAKOH BHAORC pakK Ha KOKaTa H YCTHHTC (Hemcna}iomeu PaK

Ha KOKaTa). JalldTeTe KOXKaTa CH OT H3jiaraHe Ha CITBHIE H YITPABHONIETOBHTE JIbYH, IOKATO

npuemare Enan-HL 10 mg/12,5 mg,

4KO CTe MMANTH npolyieMH ¢ IMINaHeTO WiIH Oenure Apobose (BKIFOUHTEIHO BE3MATCHHE HITH

TedHoCT B Genmrte Apodose) cien ipHeM Ha XHAPOXACPOTHAZHA B MHHAJIOTO. AKO IOTyUHTe

TEXCHK 33IyX WITH 3aTPYIHEHO AHIuane cnes npuem Ha Exan-HL 10 mg/12,5 mg, Hesabarno

NOTHPCETE MEJHIIMHCKA MOMOLL,

aKO NOYyBCTBATE, Ye 3peHHeTo Br Hamansasa nin Gonka B okoto. Tora Morar aa Gbaat

CHMITTOMM Ha HATPYMBAHE HA TSYHOCT B CHAOBHA CNOH HA OKOTO (XOPOMAAIEH HANHE) WIK

YBE/MYaBaHe HAa HANATAHETO BLB BallleTo OKO M Morar /ia ce MOARAT B PAMKHTE Ha YaCOB¢ 10

cenmMuiy ot npuema Ha Exan-HL 10 mg/12,5 mg. Ako He ce feKyBa, TOBa MOXeE Ja IOBE/E 10

TpaiiHa 3aryba Ha 3peHueT0. AKo Npeld cTe HMaTH aRepris KbM NSHULWIHHHY HITH

CyMDOHAMHUH, MOXKETE A4 OBAETE HAI0KEHH Ha HO-BHCOK PHCK OT Pa3BUTHE HAa TOBa ChOUTHE,

aKO fIPHEMATE KOETO W /1 € OT CIIEJHUTE JIEKAPCTRA, PHCKET OT aHrHoe/ieM (PS3Ko NOAYBAaHE B

IBNGOKMTE CI0EBE HA KOXKATA B ONpeeneHa 061acT, HaNPUMEP FbpPIOTO) CE OBKINARA:

- PaLEeKATOTPHI - TEKAPCTBO, H3MOM3IBAHO 3a JICUSHHE HA AHapHA,

- TEMCHPOITHMYC, CHPOTHMYC, €BEPONTMMYC 1EKapCTBa, IPHHAANIEKAH KbM KJiaca
nExubETopH Ha MTOR (M3nos3BaHu, 3a Aa ce u3OErHe OTXBLPIAAHETO HA
TPaHCIUIAHTUPAHH OPraHy U OpH Pak),

- BIIJArIMITTHH — IEKAPCTRO, M3MONIBAHO 34 JIEYEHHE Ha JAHabeT.

aKO MPHEMATE HAKOE OT CIEAHUTE JICKAPCTBS, H3MOI3BaHH 32 JIEUECHHE HA BUCOK.

Hansrase:

- anurvorensuH [I-peuentopen 6nokep (ARB) (H3BecTHE CBIIO KaTo ca
BajICapTaH, TenmMucapTaH, HpbecapraH), ocobeHo ako HMate OLOpeuH
CBbp3aHu ¢ AualeTa,

- ANUCKHPEH.




BaimuaT nexap Moxe nepHOIHYHO ja npoeepasa GuOpeunata Bu dynkuus, kpeBHOTO HanAraHe H
KOIMYECTBOTG Ha €NeKTpONAMTHTE (Hanp. kanuif) B kpupTa Ba.

Bukte cbio nHGopMaumaTa, o3arnasena “He npuemaitre Enan-HL 10 mg/12,5 mg ™.

Tpsabra chino fa HHdopmupare Baiuus nekap, ye npuemMare eHaIANPHN/XHAPOXIOPOTHAZH/L:

- npeau Ph3MOXHA XHPYPrHYECKa HHTEPBEHLMSA, (AOPH ¥ npH 3u60nekap), ysenoMere Baiuusa
nekap, 4e npueMare Enan-HL 10 mg/12,5 mg, Toit ka1o HMa [OBHIIEH PHCK OT PA3BATHC HA
XHMOTOHUA MO BpeMe Ha 00112 aHecTe3us,

- ako neuehnero ¢ Exan-HL 10 mg/12,5 mg npenusBHKa NPOABDKHTENHA TEKKA RHAPHS,
NOBPBIAHE HTH 00UIHO NOTEHE, KOHCYITHpaiite ce ¢ Bawnns nexap, Toii KaTo 3arybara Ha
TEYHOCTH MOXKE 13 JOBEIE 10 XMIOTOHKS,

- NIpeid BB3MOMKHO JJEYEHHE C XEMOAMAIN3A HIIM HAKAKBA ApYra NPoLEAypa 33 IPeYHCTBaHE HA
KpBETa (adepesa) v JiedeHre Ha CBPBXUYBCTBATENHOCT KbM OCH HIH KbM MYENHA OTPORa
{necencubunuzanug), yseaoMere Bauna sekap, ue npueMare Enan-HL 10 mg/12,5 mg, Thi
KaTO HMAa MOBHILIEH PHCK OT HEWKENAHH PEaKIlH Ha CBPEXYYBCTBHTENHOCT,

- npeH H3BBPIIBAHETO HA TECTOBE 3a MapaTHpouaHATa PyHKUHA (TOBa ca #Ue3u B obracTra Ha
BpaTa, KOMTO KOHTPOJMpaT HHBOTO Ha Kanuuil B kpbBTa), npenynpenete Bainig nekap, ue
npuemare Enan-HL 10 mg/12,5 mg.

ITo BpeMe wa neyenue ¢ Enan-HL 10 mg/12,5mg, nposepsasaiite pery/ispHo KpbBHOTO CH HaATaHE.
Tlonuraiite Bamus nexap oTHOCHO NPeNOPBYMTENHATA CTOWHOCT Ha BallieTo KpEBHO HajIAraHe U Kora
Ja e cnenpauust Bu npernen.

B nonwiHeHHe KbM M3MepBaHe Ha KpbBHOTO BH Hanarane, Bamuar Jekap MOKe 12 DOKMCKA 1a ce
HANpaBH W3CNeBaHE HA KPHBTA, 33 Aa nposepu Aand 6u6peunte By paboTaT HopManHo, Npeay aa
3anoyHere Aa npHemare Edan-HL 10 mg/12,5 mg u na noBTOpH TOBA Ha ONPEAETIEHH HHTEPBAIIM (IO
BPEME Ha NEUEHHETO.

TpaGea na ypenomure Bauius nexap, ako MucnuTe, ue cre (Wid Moxe 0# cre) HpemMenHa.

Enan-HL 10 mg/12,5 mg He ce npenopbusa B paHHa GpeMeHHOCT M He TpAGBa Ja Ce MpMEMa, ako CTe
Gpemenna ciien 3-THA Mecell, Thil KATO MOXKE a IPHYHHM CEPUO3HO YBpexkaaHe Ha Bawero 6efe, ako
Ce M3MQJI3Ba B TO3H NEPHON (BHXKTe paziesn bpeMeHHOCT).

Jdena B wuomn
Enan- HL 10 mg/12,5 mg He ce npenopbusa 3a ynotpeba npu feua.

Apyra nexapersa 1 Enan-HL 10 mg/12,5 mg
Hudopmupaiire Bamna nexap niu dapManesT, ako nprHeMare, HACKOPO CTe IPHEMATH HIH €
BL3MOXKHO 112 TIPAEMATE APYTH JIeKapcTRa.

- JpYrd NeKapcTBa 32 JIeYeHHE Ha BHCOKO KPbBHO HAJATAHE;

- XpaHUTEIHH NOOABKH, CHITLPKALIM KANHH (BK/IIOYHTEHO 3aMECTHTE/H HA CONTA), KANUii-
CBXpaHABAIY JHYPETHLK {HAMPUMED CIIMPOHONAKTOH, TPDHAMTEPEH, AMHIIOPHA) U IPYTH
JIEKApCTRa, KOMTO MOTaT /1a MOBHLIAT KOMHYECTBOTO HA KATHI B KPBBTA (HAID. TPHMETOMPHM U
KO-TPHMOKCa30J Py MHDEKNMH, NPEIH3BUKAHRY 0T OAKTEPHH; LIHKIOCNOPYH, JIEKaPCTRO,
MOTHCKAO IMYHHATA CHCTEMA, KOETO C€ U3MO/I3RA 33 NPEAOTBPATABAHE HA OTXBBLPISHETO HA
OpraHCH TPAHCIUIAHTAT; H XENApHH, ISKAPCTBO, M3MOI3BAHO 32 paspexaaHe Ha KPbBTA 33
OpeaoTBpaTsBane Ha 0DpazyBaneTo Ha TpoMOH);

- obe3boniBainy M MPOTHBOBBINAIKTENHU NekapcTeenH npoayxTa (HCTIBC, Ha
ubynpoden, auwiodenak);

- NEKapCTBa 3a NeveHHe Ha aenpecHs (Hanp. AUThil, TPMUMKIHYHHA AaHTHIENpe
AHTUTICHXOTHLHK);

- JIeKapcTBa, KOUTO YBENMYARaT KOTHYECTBOTO HA YPUHATA (MY PETHUH);

- JIEK2PCTBA 33 HAMANISBaHe HA XOJIeCTepoa (Harnp. XONecTHPaMHH, XONECTUITO




- NeXapcBa 3a MOTHUCKAHE HA TYMOPHHS PacTex (LTOCTATHLM, HanpHmep HuKciodocdamu,
METOTPEKCAT);

- JIeKapcTRa, HAMOI3BAHH 33 JIeUSHUE HA Onpee/ieHH 3a00SBaHHS KATO PEBMAaTHIbM, aPTPHT,
aNePrHYHH ChCTOAHUS, ACTMA MIIH HaKOM 3a60MsiBaHHA Ha KpbBTa (KOPTHKOCTEPOHIH);

- JIEKAPCTBA, H3M0A3BaHH 38 ISHEHHE HA HapyWIeH CppACHeH PHTLM (IPOKaHHAMuZL, aMHOAAPOH
WIH COTaJION);

- NieKapCTBa, H3MOJI3BaHH 3a NEUCHHE HAa PUTEMHH HAPYILECHHA (JIHTWTanAc),

- AKTHBHH CyOCTAHLIMH, W3MION3BAHH B HAKOU JIEKAPCTRA NMPH KALLTHLE ¥ HACTHHKA
{CHMMATHKOMHMETHIIH), HITH HOPaAPEHAIIHH H AIpeHalliH, H3N0M3BaHH NPH HKCKO KPBBHO
HaIAraHe, NOK, CHPAEUHA HEAOCTATEHHOCT, CTMAa HIIH aneprul. AKo ce H3MONA3BaT
enHospemenHo ¢ Eran-HL 10 mg/12,5 mg, Te3u nekapcrsa morat Aa noaaspxar Baiieto
KPBBHO HaJISTaHE BUCOKO;

- anTHavabeTHy iekapcTea, Kato HacysanH. Enan-HL 10 mg/12,5 mg moxe na npeaussrka
CMajaHe Ha HABATA Ha KPbBHATA 3aXap, aKO I'o NPUEMaTe eHORPEMEHHO ¢ aHTHANAbeTHH
JieKapcTBa;

- MYCKYJ/IHH DE/IaKCaHTH (Harp. TyOOKYpapHH, H3{I0M3BAHH MIPH AHECTE3UA);

- 37aTO 4Ype3 MHXEKIUA 33 JIeUeHUe Ha apTPUT (HaTPHEB aypOTHOMANAT),

- J€KapCTBa, KOHTO Hali-4ecTo ce U3MON3.aT, 3a Aa ce uilbertde OTXBBP/IAHETO Ha
TPaHCTUIAHTHPAHH OPraHH (CHPOITHMYC, EBEPOIHMYC, TEeMCHPOJIHMYC H IPYTH JIEKAPCTEA,
MPHHAAEKAUHA KbM K1ac HHxub6uTopu Ha mTOR). Buxre Touka "[lpenynpexnetns u
NpEAna3HH Mepra”.

Mosxke na ce Hanoxn Bainuar nexap na npomers gozara Bu w/wim pa npeanpueme Apyry npeAnasHi

MepKH, ako Tpuemate anrnorensut [I-penenropen 6nokep (ARB) wiu andckuped (BHXKTE ChINO

uropmannata ozarnapena “He npuemaiire Enan-HL 10 mg/12,5 mg ™ u “IlpeaynpexaeHus v

TIPEONa3Hd MEPKH™).

Enap-HL 10 mg/12,5 mg ¢ xpasa, HAMATKA H ATK0X01

Bre Mo3ke na B3MMaTe AEKAPCTBOTO [0 BpeMe WIH cilef XpaHeHe, ¢ BOJa.

He nuiite ankoxon no speMe Ha JICUEHHETO, 3aOTO TOH 3acHiBa neficTeueto na Enan-HL
10 mg/12,5 mg BEpXY NOHIKABAHETO HA KPBBHOTO HAIATaHE.

bpemenHocT, KEpMene B epTHAATET
Ako cTe GpeMeBHa MM KbPMMTE, CMATATE, U MOXE Ja cTe OpeMeHHa HIH NaHApaTe OPEMEHHOCT,
nocwBeTBaiiTe ce Bamus nekap win dapmaiuesT npeau ynorpebara Ha TOBa 1€KapcTRO.

Bpemennocm

Tpsbra na yeegomure Bamsa nexap, ako mucnute, de cre (Win Moxe 6H cTe) Opemenna.
O6ukHoBeHO BaumuaT nekap e Bu nocbseTsa aa cnpete npuema va Enan-HL 10 mg/12,5 mg npeay
Aa 3alpemeHeeTe WM BE3IMOXKHO Hai-CKOpo cnef kaTo pasbeperTe, ue cTe GpemenHa, v we Bu
NochBETBA 1A MpHeMaTe Apyro Jiekapeteo eMecto Exan-HL 10 mg/12,5 mg. Eran-HL 10 mg/12,5 mg
HE CE NPEnopLUBa 10 BpeMe Ha GpeMeHHOCT M He TpA0Ba Aa Ob/e npueMaH, ako cre SpeMeHHa HoseYe
0T 3 Mecena, Thil KaTo MOXeE J1a HAaBpelH CEpHO3HO Ha Bameto Oe6e, ako ce W310/13Ba B TO3H NEPHOA.

Kvpmene
Kaskere na Bawimsa siexap, ako KbpMHTE WM Bu3Hamepssate aa kepMute. Evan-HL 10 mg/12,5 mg he

€& IpenoprYBa 3a Maliki, KOHTO KbPMAT.

Nlodupase n paboTa ¢ MANIMHM

MalllHHH.

Enan-HL 10 mg/12,5 mg chanpxa JaKT03a 0 HATPHH




Axo BammsaT nekap Bu e kasa, 4e uMaTe HEMOHOCHMOCT KbM HAKOW 32XapH, KOHCYITHPAHTE ce ¢
HEro, MpeH fa 3aN0YHETE Ja IPHeMare TOBa JIeKapcTBO.

Toea nexapcTso ChABPHA NO-MAIKO OoT 1| mmol HaTpuii (23 mg) Ha TabneTka, T.€. MOXKE 4 Ce Kaxe,
4e NPAKTHYECKH HE ChABP A HATPHIA.

3.  Kak aa npuaemare Enan-HL 10 mg/12,5 mg

Butary ripdeMaitte ToBa IEKapCTBO TAHHO KakTo Ba e kazan Bawuar nekap. AKO Be CTe CHTYPHH B
Hello, monuTaiTe Bawvsa nexap wiu gapmanesT.

INpenopruntennara fo3a e 1 go 2 tabneTku eanH meT AHeRHO. Bue Tpabsa aa npHemare TabneTkute
LN, TIO BPEME WM clel XpaHeHe, ¢ Haiia Boja. Tpabsa ga CBHKHETE 13 B3UMAaTe JIEKApCTBOTO
PeROBHO, Hali-700pe CYTpHH H BHHATH N0 €4HO M CBHIIO BPEME.

Jleuennero ¢ Enan-HL 10 mg/12,5 mg e apnro npomwmkasaiio ne4eHHe AOKATO HE CE TOSBAT
obcToaTencTsa, H3HCKBAIH HErOBOTO Mpekbeeane. Toil kaTo e HeoGXoaUMO fa B3UMATE IEKapCTBOTO
PEIOBHO, MOTPHKETE Ce BHHATH Ja HMAaTe JOCTATHYHO TaONeTKH 3a NPOABDKABAHE HA NEYCHUETO.

AKO cTe npuean nopede o1 Heobxoanmara no3a Enan-HL 10 mg/12,5 mg

Haili-uecTuTe Genesu Ha npeio3kpane ca ranexe, cxpucbuete, 3aMagHOCT H MPUIAabK, NOPajIH
3HAYHTENHO NOHHKABAHE HA KPBBHOTO HANATAHE {XHIIOTOHHA).

Cren B3uManeTo Ha roisaM Opoii TabneTkn, MOXe 1a Ce IOABH CIIGAHOTC: MO-O0UIHO H N0-4E€CTO
YPHHHPAHE, TEKKA XUIMOTOHUS C HAPYIIEHHS B CLP/CYHUA PHTEM, KOHEY/ICHH, YACTHYHH NEPATIH3H H
Ge3cL3HaHHe. AKO NALMEHTHT € B Ch3HAHWE ClTe/| B3MMAHE HA CBPBLX/103a, OTTHTAKHTE Na npean3BUKaTe
NOBPBLIAHE H BeJHara ce 00aaeTe Ha JieKap.

AKo cte nponycnann Aa npaemere Exan-HL 10 mg/12,5 mg
Ako cre 3abpasuin 1a B3eMeTe TabueTka, npomyCHeTe A03aTa.
BseMere cleaBaiaTa 103a KAKTO 0OHKHOBEHO.

He B3emaiite npoiina A03a, 3a Ja KOMNEHCUPATE NpoMyCHATaTa A03a.

Axo cnpere npuema ga Enan-HL 10 mg/12,5 mg

Bue Tpabra Aa cTe HAACHO, ue IEHEHHETO C KOETO H Jd € NIOHHA@BALIO KPBBHOTO IEKAPCTBO HAMA /1a
n3neKyBate 3a00/19BaHETO, HO TO Lue MOMOrHE J1a ce MOHMKH KPBBHOTO HalAraHe H Ie ro noaxspxa
B €/1aHOTO HUBO. [To TAKLB Ha4MH NOCAEAMLIMTE KIH YCIIOKHEHHATA OT XHIIEPTOHHATA (e Obaar
MPENOTBPaTEHH HWIH HAMAICHH.

AKO HMATE HAKAKBU JOMBIHATEIINM BBIPOCH, CEbP3aHH ¢ YNoTpedaTa Ha TOBa JIEKAPCTBO, MOJI
nonuraiite Bamua nekap unn dhapmarest.

4. BBE3MOXKEH HeXEJIAHH PeAKIHE

KakTo BCHUKH JICKapCTBa, TOBA JICKAPCTBO MOXKE 13 MPeAU3BHKA HEKCTAHH PCAKUHH, BLITPEXKH Y€ HE
BCCKH 'H NIO/Ty4aBa. CneaHWTe HexelaHu NEKAPCTBEHH PCaKIHM MOTaT Ja ¢€ Habnmogasar pH
npHEMa Ha TOBa JIEKApPCTBG.

Ku3iHeHoBakHO € 12 npekpaTHTe npHema HA Enan- HL 10 mg/12,5 mg v aa noTupeH

He3a0aBHO NEKAPCKA IOMOTH, AKO NOJYYATE CICHAHEN CAMITOM:

- anepruyHa peaKuMs — MOXe J1a MOJYHHTE ChPOeK, 3aTPYAHEHO JAHLIAHE WIH
A0JYBAHE HA PBLETE, YCTaTa, FBPAOTO, IHIETO WIIH OYHTE.

Capere npuema Ha Enan- HL 10 mg/12,5 mg ueiabapno 1 noTbpceTe JCKape
NOJIYYNTE HAKOA OT CJICAHHTE HeXeJANH JEKAPCTREHH PEAKIHNA:




CEPHO3HA 3aMasHOCT, ocobeHo [IpH 3ar1OYBaHE Ha JICYCHHETO KM OPH YBeIHYaBaHe Ha 103aTa,
HITH cnej H3fpaBiHe OT CCAHANO MOMOXKEeHHE.

Mnoro decTH (MOraT A4 3acernaT noeede oT 1 ua 10 xymmn)

3aMBITICHO BUAIAHE,

BHEHE Ha CBAT,

Jipa3Hella Kalanla,

MO3MBY 33 MOBPEBILAHE (rajieHe),
cnaboct (acTenus).

Yectr (Morar aa 3acernar ao 1 ua 10 gyms)

HHCKO HHMBO Ha KaJIHi B KPBBTA, NOBHIICHH HHBA HA XOJIECTEPOS, MOBHILICHH HHBA Ha
TPUTTTHNEPUAUTE, NOBALICHH HHEA HA MMKOYHATA KUCEIHHA B KPBBTA,

rnasobonue, Aenpecus, 3aryba Ha Cb3HaHKe (CHHKON), IPOMAHA Ha BKyca,

HHCKO KPBBHO HAJIAraHe (XHNoToHKA) H edekTH, CBBP3aHH ¢ XUIIOTOHHA, HapyLUeHHs Ha
CEPACYHHA PHUTHM, 60NKa B rbpAnTe (CTEHOKAP/AHS), YCKOPEHa ChPACYHA AEHHOCT,
3aTPYIHEHO AUILAHE (TUCTIHEA),

HApHA, KopeMHa Gonka,

obpus,

MYCKY/IHH KpaMIIH,

Oonka B repauTe, yMopa,

TIOBHLICHO HHBO Ha KANUH B KPBHETA, NIOBHIHEHHE HAa CEPYMHHS KDEAaTHHHH.

HeuecTn (Morar qa 3acersar Ao 1 ma 100 xymn)

aHeMms,
LIyM B YIUIHTE (THHHTYC),

3a4cpBABaHE, YCKOPEHH yAapH Ha chplieTo {cbplebuene), uH$apKT H HHCYNT, BEPOATHO
I'B/DKALIH CE& HA NIPeKOMEPHO NOHUKABAHE HA KPBBHOTO HAJIATAHE NPH MALIMEHTHTC ¢ BHCOK
PHCK,

CEKpELMs 0T HOCA (PUHOPER ), BR3MANEHO IEP/IO U Ape3ras riac, aCTMa,

HIeyc, BR3NaeHHe Ha MaHKpeaca ([aHKpeaTHT), Hepa3moloxkeHHe (NMOBPEIIAHE), HAPYUICHHA B
XpaHOCMHAGHETO { JUCMeTICHs ), 3aneK, HapyeHHe HA XpaHeHeTo (AHOPEKCHA), pasApasHeH
CTOMAX, CyXOTa B yCTaTa, 43Ba, HATPYTIBAHE HA Ta30BE B 4epBaTa (METCOPUIBM),

yBpeneHa 6u6peuna dynkums, 6p0peuna HeroCTATHYHOCT, OENTHK B ypHHaTa (IPOTSHHYPHA ),
chpOek, HANOTABAHE, KOCOMAN,

001KH B cTaBHTe (apTpanrus),

NOBHILICHA YYBCTBHTEIHOCT HIH Tpenepere (MpHYWHEHA OT HUCKH HHABA HAa KPBBHATA 3aXap),
HHUCKH HHBA Ha Marve3uii, noaarpa,

HMIIOTEHTHOCT,

GeznoxoiicTBO, MOBHIIEHA TEMITEPATYPA

ob6bpKBaHe, CEHIIMBOCT, 0¢3CHHEE, HEPBHOCT, CBETOBLPTEX (BEPTHIO), MpaBYUKAHE WIH
M3TPBIBAHE HA KpalHULKTE KATO YCEILAHE B PLUETE HIH Kpakara (napecTe3na), MOHHKSHO
MU0,

TIOBHILIABAHE HA KPBHBHATA ypes, HAMANIABAHE Ha HHBOTO Ha HaTpui B KphBTa.

Peaxn (Morar aa 3aceruar ao 1 ma 1 000 aymmn)

(IPOMEHU B KPLBHATA KAPTHHA (HEYTPOMECHHUS, XHMOXEMOTIOOHHEMHS, HAMA/IABAHE Ha
XEMATOKPHTA, TPOMOOIMTONEHHA, JIEBKOTICHHA ),

NOBHIGABAHE HA KPLBHATA 3axap,

CTPaHHH CLHHINA, [IPOONEMH CLC ChHS, HAPYIIEHHA B IBHKEHHETO (mapesa),
yBenH4YeHH THMOHH BB3IH, aBTOMMYHHH 3a00/19BaHus, cab IPUTOK HA KPbB KBM J
PBLETE H KpaKaTa, KOeTO NPHYMHABA 3auepeaBaHe u 60.1ka (CMHApOM Ha PelHo)
TeYHOCT B DenuTe npoboBe, xpema WiH GoiKM B HOca, €03WHODHIHA THEBMOHHA [
MOoraT Aa ObJaT Kaluikiia, BYCOKa TEMIepaTypa M 3aTPyHEHO AUILaHE),
[OJYBAHE WK 3B B YCTATa, HHPESKUHA M OONIKA U TOAYBAHE HA €3HKa,




- YEepPHOAPOOHA HEIOCTATLYHOCT HITH XENATHT, TOBA MOXE 3 NPEAH3BHKA NOKBATABAHE Ha
KOKaTa (KEBITEHHLA),

- NPEKOMEPHO 3a4CPBABAHE HAa KOxKara, OOPUB ¢ MEXYPH H Bb3MaJIEHHE Ha KOXATa, 110-
CMCHATHO Ha PHLETE M KPAKaTa, B WilH OKOIO YCTara, NpuapyKeHo 0T BHCOKA TEMNEPaTypa
(curppom Ha Stevens-Johnson), moiileHe Ha TOBBPXHOCTTA HA KOXKaTa,

- 6u0peyHH npodnemH Kato 60NKKM B KPbCTa M HaMansBaHe Ha o6eMa Ha ypHHaTa,

- HapaCcTBAHE HA I'bPINTE NPH MBXKETE,

- MOBHLIEHH YEPHOAPOGHH eH3NMH WH OHnMpyOHH B KPBETA.

Muoro peaxn (Morar aa 3acernar Ao 1 sa 10 000 gymn)

- ypered anrioeneMm. Ipuanaumre Morar Aa Bmousat H0IKa B CTOMAXa, raJicHe H NOBPRINAHE,
MOBHIIEHO HHBQ HA KANIIHI B KPLETA,

- MOBHIIABAHE Ha CEPYMHMS KANIHi,

- OCTEP peCITHPATOPEeH AUCTPEC (NMpH3HALMTE BIUTIOYBAT TEXNKBK 33/1yX, NOBHINEHA TEMMEpaTypa,
cnabocT H 0OBpPKAHOCT).

C Hen3BecTHA JeCTOTA (YecTOTATA He Moske /ja Gbjae onpene/iena OT HANHIHATE TaHHHA)

- PaK Ha KOXaTa M YCTHHTE (HeMeJlaHOMEH paK Ha KoXKara),

- CBPLXIIPOAYKLHS HA AHTHAMYPETHYEH XOPMOH, KOETO BOJH 10 3aIbPIKAHE HA TCUHOCTH K
CBCTOAHHE Ha cabocT, ymMopa uinH 06bpKBaHe,

- HaManABaHe Ha 3peHHeTo MM OoJIKa B OKOTO NIOPAJH BUCOKO HaniaraHe (Bb3MOKHH MpH3HALIA
32 HATpPYIIBaHe Ha TEYHOCT B CHAOBHA CAOH HA OKOTO (XOPOHAATEH H3MMB) WIIH OCTpa
3aKPHTOBIRIHA ITIAYKOMA).

HMMa cpoDIleHHS 33 KOMIUIEKC OT HEKENIaHH PEAaKLIMH, KOWTO MOTAT 42 BKIIOYBAT HAKOHM MIIH BCHUKH

OT CAEAHUTE CHMITTOMM:

- TPeCKa, Bh3NANCHHE HA KPHBOHOCHHTE ChA0BE, OONKa U BL3NAICHHE HA MYCKYTUTE HITH
CTaBHTE,

- KPBBHH HapyIIEHHA, 3acATalli KOMIIOHEHTHTE Ha KpbBTa (OGHKHOBEHO C€ OTKPHBAT 4Ype3
KPBBEH TECT), OOPHB, CBPEXUYBCTBHTETHOCT KEM C/IHHYEBA CEETIIHHA H IPYTH e(peKTH BbPXY
KOXKaTa.

Crobmasane Ha NOJO3HPAHH HEXKENAHH PEAKIIMH
AKO nony4uTe HAKAKBH HEXKeNlaHH ICKapCTBEHH peaKiluy, yeeaoMmerte Batna nekap, hapManesT win

MeAMUMHCKA cecTpa. ToRa BKIFOUBA BCHUKH BB3MOXKHH HEOITMCAHHU B TA3H JIMCTOBKA HEXENaHH
peakuuH. Moxere ¢hilo Aa chOOMHTE HEXKENAHH PEAKLMH THPEKTHO YPE3

H3nbanauTenHa areHuus no nekapcreara yiL. ,.Jlama ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yeOcaiiT: www.bda.bg.

Kato cvobmiasate hexenaHi peakuun, MOXETE 1a Aafiete CBOA MPUHOC 33 N0IyYaBaHe Ha [IOBCYE
HHGOPMAIHA OTHOCHO 6e30MaCHOCTTA HA TOBA JICKAPCTBO.

5. Kak ga cexpannsare Enan-HL 10 mg/12,5 mg

JIa CC CBXpaHABa Ha MECTA, HEJIOCTHIIHH 33 Acla.

He u3non3paiite TOBa slekapcTBO CieR cpOKa Ha FOAHOCT, OTOEMA3AH BhPXY KAPTOHEHATa OMAKOB

I{a Ce CbXpaHABa B OpHirHHATHATA OMAKOBKA, 33 3& C€ MPCAna3d OT Bjara.

He u3xpbpnsiite lekapcTeata B KAHANH3ALMATA WM B KOHTEHHEPA 32 IOMALIHH OTT
ITonuTaiite Baums dgapMalieBT kak Aa W3XBBPIISTE JIEKAPCTBA, KOMTO BEYE HE MOI3BA
L€ CNOMOTHAT 34 Oa3BaHe Ha OKOJIHaTa cpela.




6. ChabpkaHHe HA ONAKOBKATA H JONbJAHHTEIHA HHpOpManHs

Kakso cpabpxa Enan-HL 10 mg/12,5 mg

- AKTHBHH BELLECTBA: €HAANPUIIOB MajleaT u XHApOXJIopoTHasua (enalapril maleate u
hydrochlorothiazide).
Bceska tabnerka Enan-HL 10 mg/12,5 mg chabpka 10 mg eHananpuios manear (enalapril
maleate), KOUTO e exBUBasieHTeH Ha 7,64 mg enananpun (enalapril) v 12,5 mg
xuapoxaopoTtHasua (hydrochlorothiazide).

- Jlpyrute BelecTra ca: JakTo3a MOHOXH/PAT, LAPEBHYHO HHLLECTE, TAJIK, HATPHUEB
XHIpOreHKapOOHaT, MarHe3HeB CTeapar, NpeKeNaTHHU3MpaHo Hulecte. Bukre Touka 2
~Enan-HL 10 mg/12,5 mg cbabpka nakTo3a W HATpHIH®.

Kaxk nm3raexna Enan-HL 10 mg/12,5 mg n KakBo ¢bIbp#ka 0NAKOBKATA

Enan-HL 10 mg/12,5 mg taGneTku ca Genu, KpbIUiK, IJIOCKH ¢ JETHTEIHA YepTa OT e/IHaTa cTpaHa.
JlenuTenHara yepTa e caMo 3a yJIecHsiBaHe Ha CHYMBAHETO C LieJ1 M0-JIECHO MPErTbIlaHe, a He 3a
pasaensiHe Ha paBHH J103H

Enan-HL 10 mg/12,5 mg tabnetku ce npeanarar kytuu no 20 (2 x 10), 30 (3 x 10), 60 (6 x 10) u 90
(9 x 10) Tabnerku B G1MCTEPHH OMAKOBKH.

He BcuukM BMI0BE OMAKOBKH Morar aa Obaar NYCHATH Ha nasapa.

IIpuTexaren Ha paspemenneTo 3a ynorpeda H NpoH3BOAHTE
KRKA, d.d. Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CnoBeHus.

I[a'ra Ha NOoCJIeJHO npepasrjexiaHe HA JIHCTOBKATA




