JUCTOBKA



Jlucrobka: undopmanus 3a nanuénTa

Enan®-HL 10 mg/12,5 mg radierks -
Exananpunos maneat/Xuapoxnopotuasua

Enap®- HL, 10 mg/12.5 mg tablets
Enalapril maleate/Hydrochlorothiazide

IIpoueTeTe BHUMATENIHO HATATA AHCTOBKA, IPEXH A 32MOMHETE Aa IPHEMATE TOBA JeKaPCTBO,
Thi KaTO TH CLABPHA BaxkHAa 3a Bac undopmanus.

3anaszeTe Tald TMCTOBKA. Moske Aa ce HANOWH A3 9 Mpo4eTeTe OTHOBO.

AKO MMaTe HIAKAKBH JONBIHHTEIHK BRIIPOCH, NonuTaiite Bawua nekap niu dapmauesrt.

Topa nekapeTso € npeanucano AH4Ho Ha Bac. He ro mpeorcrungaiite va apyru xopa. To Moxe Ja
1M RaBPEAH, HE3ABHCHMO HE NPHU3HALMTE Ha TAXHOTO 3a0019BaHE ¢4 ChUIHTE KaTo Bawwre.

AKO NONY4HTe HIKAKBM HEXENaHH eKapCTBEeHY PeaKUMH, yeeaoMeTe Baumsa nexap uan
¢apmanesT. ToBa BKIIOYBA U BCUYKH Bb3MOMKHH HEXENaHH PEAKLHH, HEOTIHCAHM B Ta3H

nHcToeka. Buxre Touka 4.

Kaxkso CLABPAKA TalH JHHCTOBKA,

A

1.

Kakpo npeacraensiza Enan-HL 10 mg/12,5 mg u 3a KakBo ce W3no/3ea
Kaxso TpaGea aa 3naete, npenu 1a npuemere Enan-HL 10 mg/12,5 mg
Kax na npuemare Enan-HL 10 mg/12,5 mg

Bb3Mosknu Hexenanu peakuun

Kak na cbxpanssare Enan-HL 10 mg/12,5 mg

ChibpiKaHHe Ha ONAKOBKATA K AOMBIHKTENHA HHPOPMaUHS

Kakso npeacrasisea Enan-HL 10 mg/12,5 mg u 33 KaKBo ce H310.13Ba

Enan-HL 10 mg/12,5 mg ce u3nonssa 3a noHmkaBaHe Ha apTepHATHOTO KPLBHO HAJIATAHE.
Enananpun nputajiexn Kby rpynara Ha MHXHOMTOPHTE Ha aHTHOTEH3HH KOHBEPTHPALUMS EH3UM
(ACE). Toea nexapcTBO NOTHCKA AKTMBHOCTTA Ha AHTHOTEH3MH KOHBEPTHPalKs eH3uM. TTo speme Ha
JIEHEHHUE C CHaNanpusi, KPbBOHOCHHTE ChIOOBE C& pa3zlHpABAT, KOETC NMPCAWZBHKBA NOHMMKABAHE Ha
KPBBHOTO HalATaHE W NOBHITABAHE HA ITPHTOKa Ha KpPbB H KHCIIOPOA KbM CLpASEYHAA MYCKYJ H
ApYruTe OpraHu. XHapoXJopoTHA3HABT NPUHAANCIKH KbM IPyNaTa AeKapcTa, KOUTO IOBHLLIABAT
OTLEJIAHETO Ha ypHHa (uypeTHun). Toea 1ekapcTBO NOBHILABA OTAENNHETO HA YPHHA U TIO TaKbB
Ha4yHH NOHHIKaBa KPLBHOTO HamAraHe. AHTHKHHB]}T{EHBHBH&T& AKTHUBHOCT Ha KOM6HHaLlHRTa
€Hananpu/l H XUHAPOXJIOPOTHA3KA € NO-CHIIHA, OTKOJIKOTO aKTHBHOCTTA HA JRETE nekapcTea
NOOTAC/IHO.

To3n NEKApCTBEH NPOAYKT Ce pEnopb»UBa 3a J€4YEHHE HAa BUCOKO KPBLBHO HanAraHe (apTepHaﬂHa
XMHG})TOHHH), KOraTo ¢ UH3UCKBa KOMGHHMP&HO JICHEHHE.

2.

Kakso TpsfiBa na suaere npean na npuemere Enan-HL 10 mg/12,5 mg

He npuemaiite Enan-HL 10 mg/12,5 mg
aKO CTE¢ ANICPIHYHN (CBPBXUYBCTBUTETHH) KbM EHANANPH), XHAPOXJIOPOTHA3HI MIH
CyNpOHaMHUAHU WIH HAKOS OT APYTHTE CHCTABKM HA TOBA NeKapcTBo (M3Gpoenn B Touka 6) HIN

apyru ACE MHxuOuTOpH;

NPHU4YHHH,
aKo MMaTe TEXKO yBpexaaHe Ha OuOpeynarTa unu yepHoapoOHa (ryHKLM!

ako ynorpedara na ﬂpym ACE HHXM6HTOpH Beue ¢ NPeAM3BHUKBANA ANEeprUHL
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- aKo HE MOJKeTe 2 YPHHHPAKE,

- axo cTe Gpemesina cnen 3-Tus mecell. (Cbuuo Taka e po6pe na nibsreate ynorpebara na Enan-
HL 10 mg/12.5 mg  navanoto Ha 6pemennocTTa - Busxre Touka Bpemennocr);

- aKo umare auadeT unK Hapywena 6u0peura dyHKUMA U ce eKyBaTe C JlekapcTBo, 3a
MOHHKABAHE HA KPLBHOTO HATATAHE, CHABIKALIC ATHCKHPEH;

- aKO CTE NPUEMANN WM B MOMEHTa NpuemMate cakyOuTpH:I/BancapTaH, JJCKapceTBO, H3N0J3BaHO
34 JIeHEHHE H& BUJ XPOHUYHA ChPASYHA HEJOCTATBLYHOCT [IPH Bb3PACTHH, Thil KaTO HMa
MOBHLUEH PHCK OT anruoeeM (6bp30 obpaszysaHe Ha OTOK Mo/ KoMaTa B obnacT Karo nanp.
rbpIoTO).

IlpeaynpeskaeBHs H PeANa3HH MEPKH

I'oBopete ¢ Bawms nexap umu dapmauest, npenu na npuemere Enan-HL 10 mg/12,5 mg.

- aKO HMATE HHCKO KPBBHO HANATaHE W HAPYIUEH BOAHO-CONIEBH AHCOANaHe,

- aKo cTpanaTe oF ChPACHHO 3a00MABake, HapeUueHO "a0pTHA cTeHo3a", "XHneprpoduUHa

KapAHOMHONATHA" WK "3aTPYAHEHO OTHYAHE Ha KPLBTA™,

- aKO CTe NPHEMAanH JICKAPCTBA, KOWTO YBEJIMYABAT KOJMYECTBOTO HA Ypunara (AHYPETHLH),

- aKko umarte npobneMy ¢ HOpeunTe UK CTe HA ARANM3a,

- aKO CTe MMany cxopoirka ObOpeyHa TpaHcnnaHTaLms,

- aKo MMate npobnemu ¢ yepHus apos,

- aKO Ce JIEKYBATe 3a auader,

- aKko €Tpajarte OT nojarpa,

- 4KO CT¢ MMAJIH aNepriyHa peaKums KbM 1aKTo3a, 3alu0TO JaKTO3aTa € €1Ha OT HEAKTHBHHTE

CLCTABKH Ha TOBA JIEKAPCTBO,

- aKO CTe JIEKYBAHH 3a TEIKKO 3a00/IBaHE HA CheIMHUTENHATA THKAH, HAPEYEHO CHCTEMEH JIYTIYC
epHTEMATO3YC,

- aKO CTe Ha IMETA M N10-CNIEUMANTHO Ha AMETA ¢ HHCBK NPHEM Ha con,

- ako cte Onit HHGOPMHpahK of Baluns nexap, de MMaTe HEMOHOCHMOCT KEM HKOHM 3aXap,

- aKQ NpUEeMATE JINTHH, W3TION3BAH 34 JleHeHHe Ha HAKOM NCHXKWYHH 3abonaBaHus,

- 4KO CT¢ HMaJM PaK Ha KOXATA HIIH KO pa3BHETE HEOYAKBaHA KOXKHA JIE3HUd 110 BPEME Ha
neyennero. JleueHueTo ¢ xuapoxsIopoTHAZNA, 0COBEHO NMPOABLIKHTENHATA YOTpeba HA BUCOKY

/1034, MOXKC 21d NOBHIUH PUCKA OT HAKOM BHAOBE paK HAa KOMKATA M YCTHHTE (HEMENAHOMEH PaK

Ha KOxKAaTa). 3alMTeTe KOXKATa CH OT H3NIAraHe Ha CIBHIE M YITPABHONETOBUTE JIbYH, JIOKATO

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

- aKo NPUEMATE KOETO M [Ia € OT CINEIHHTE JIEKAPCTBA, PUCKBLT OT 2HrioeaeM (pAa3Kko NOAYRaHE B

AbLADOKATE CIIOEBE HA KOXKATA B OnpeeneHa o0NacT, HaNpHUMEp IbPAOCTO) e NOBHLIABA:

- PALEKanoTPUN - 1EKAPCTBO, H3NOUI3BAHO 34 JIeYEH e Ha Haphs,

- TEMCHPOSTUMYC, CHPGTIMMYC, €BEPOSTUMYC J1eKaPCTRa, NPHHALIEKALIH KbM Klaca
nuxuduTopu na mTOR (H3nonssanm, 3a Aa ce M3BerHe OTXBLPIISHETO HA
TPaHCTITIAHTMPAHH OPraHu U MPH paK),

- BWIAAIIHITHH — JIEKAPCTBO, H3MO3BAHO 3a IEYeHHe Ha JHaber.

- aKO NPHEMATE HAKOE OT CNEAHUTE JIEKAPCTBA, M3MONIRAHU 23 HeYCHME Ha BUCOKO KPBBHO

HandraHe:

- aHrnoTeHsud H-peuentopen Gnokep (ARB) (M3BeCTHH CBILO KATO CAPTAHM — HANPUMED
BA/ICAPTAaH, TeIMHCApTaH, upbecapTan), ocobeHo ako umare ObOpesHH npobiemu,
CBBP3aHU ¢ anadera,

- ANHCKHPEH.

BawmmsT nekap Moke nepHouuHO aa npoBepssa SuGpedHaTa Bu GyHKUMA, KPLBHOTO HANAraHe M
KO/IHYECTBOTO HA CNCKTPOIIWTHTE (HANp. KaJiWi) B KpbBTa Bu.

T
Bikre chuio undpopmaumata, olarnasena “He npuemaiite Enan-HL 10 mg/12,5 mg ”-f/ﬁw }‘9/7 .
2 (7

Tpsatea cpuio na uudopmupare Bawins nexap, e npremate eHananpH/xnapoxiop né'? I

- Npe/in BEb3MOKHA XHPYPrU4ecKa HHTEPBEHLHA, (10pH M NpH 3b00.1eKap), yBe, Ete e Bauus .
nekap, ue npuemare Enan-HL 10 mg/12,5 mg, Thii ka10 MMa NOBHLIER pHCK ¢ rpai_spyg!ue Ha
XHIOTOHHMS O BpeMe Ha oBlia anecTesns, PSR




- ako neuenneto ¢ Enan-HL 10 mg/12,5 mg npean3sdka npoab/LKUTEHA TEKKA AMapus,
NOBPbLIAHE MK 0DHITHO MOTeHe, KOHCYITUpaiiTe ce ¢ Bawus nekap, Toit kavo 2arybara Ha
TEUHOCTH MOXE 14 A0BEAC JI0 XUNOTOHMKS,

- NPEAN BLIMOKHO NIEUCHUE ¢ XeMOMANTH3A HIIM HAKAKBA /IPYTa NPOLIEAYPa 32 PEUHCTBAHE Ha
KpbBTa (adepesa) M EHEHHE HA CBPLXYYBCTBUTEIHOCT KbM OCH MM KbM NUEIHA OTPOBA
(AeceHenbunnzauns), yeeaomere Bawns nekap, ue npreMare Enan-HL 10 mg/12,5 mg, Tbid
KaTO WMa NOBULUEH PHCK OT HEKENAHHTE PEAKUMH HA CBPBXYYBCTBHTEIHOCT,

- MPean H3BBPLIBAHETO HA TECTORE 34 NapaTHpouanaTa QyHKUHS (ToBa €a XK1e3H B 06nacTTa Ha
BPATA, KOMTO KOHTPOJAMPAT HHBOTO Ha KaJUMH B KpbBTa), npeaynpenere Baius nekap, ue
npremare Exan-HL 10 mg/t2.5 mg.

Ilo Bpeme Ha neuenne ¢ Enan-HL 10 mg/12,5mg, npoeepssaiite perynsipio KpbBHOTO CH HANATAHE.
MonuTaiite Baums nekap oTHOCHO Npenopb4UTENHATA CTORHOCT Ha BaweTo KpLBHO HanArane v Kora
Ja ¢ caeasawmnat By npernen.

B nonbanenue KeM M3MepBaHe Ha KpbBHOTO BW Hansrane, Bawusr nexkap Moxe 1a ToMcka 1a ce
Hanpagy H3CICABAHE HA KPBETA, 32 1a NPOBEPH Aany ObOpeuute Bu paboTaT HOpManHO, npeay aa
3anouxete aa npuemare Enan-HL 10 mg/12,5 mg 1 1a nosTopu TOBa Ha onpelieleHH HHTEPBATH TI0
BpeMe Ha JieUeHHEeTO.

Tpabsa aa yeepgomute Banus nekap, ako MHciHTe, ye cTe (Mau Moke Gu ¢Te) GpemMenHa.

Enan-HL 10 mg/12,5 mg He ce npenopbuBa B paHHa GPEMEHHOCT M He Tps6Ba /1a ce NpHemMa, ako cTe
OpemenHa caest 3-Tua Mecell, Thil KATO TOBA MOKE 14 IPUUYHHK CEPUO3HO YBpeX/aaHe Ha BaweTo
Oebe, ako ce M3noM3Ba B TO3M Repuoa (BHKTe pasnien BpeMeHHOCT),

Hdena n WHOWH
Enan- HL 10 mg/12,5 mg He ce npenopbyea 3a ynorpeta npu aeua.

Apyra gekapcrpa 1 Enan-HL 10 mg/12,5 mg
Mudopmupaiite Bamns nexap nnn dapmauesT, ako npHemaTe, HACKOPO CTE NPUEMANH HiH e
BL3MOXMHO 13 NPHEMATe APYTH NEeKApCTRA.

- APYTrH JICKapCcTBa 34 J€YCHHEe Ha BUCOKO KPBBHO RANATaHE,

- XpaHWTeNHK N00ABKH, ChABbPKALIN KATHH (BKIIOYHTENHO 3aMECTHTENH Ha COATA), KanHii-
CHXPAHABALLM AMYPETHIM (HANPHMEP CTHMPOHONAKTOH, TPHAMTEPEH, aMHIIOPUA) H APYTH
NeKapcTBa, KOUTO MOT'aT /12 TIOBMLLAT KOJIHYECTBOTO HA KAJTHMHA B KPBLBTA (Hanp. TPHMETONPHM K
KOTPHMOKCA30,1 TIPH HHGEKLHK, IPeaN3BUKAHHK OT GaKTepHH; LIKKNOCTIOPHH, NEKAPCTBO,
NOTHCKALLO MMYHHATA CHCTEMA, KOETO CE M31I0/I3Ba 34 NPEAOTBPaTABAHE HA OTXBHLPARHETO HA
OPFraHeH TPAHCIUIAHTAT, H XeNapuh, NEKAPCTBO, H3NOI3BAHO 33 Pa3peXkAaHE HA KPBLBTa 34
OpeROTBpaTiABaHe Ha 00pa3yBaHeTo HAa TPomMBHU);

- 06e300/1BaILH H NPOTHBORL3NANNTENHN RekapeTBerd npoaykTd (HCTIBC, nanpumep
ubynpoden, auknodenax);

- 7eKapCTBA 3a NeeHHe Ha Jenpecua (Hanp. JIKTHI, TPHUUKIHYHE aHTHAENPECanTH,
aHTHTICMXOTHLHY;

- 7eKapCcTBa, KOWUTO YBEHUYARAT KOIMHECTBOTO HA YPUHATA (ANYPETHUH);

- JIEKAPCTBA 32 HaMa/ABAHE HA XOJlecTeposia (Hanp. XoNeCTHPAMMH, XONSCTHNONOBH CMONH);

- JIEKAPCTBA 332 NOTHCKAHE HA TYMOPHHSA PAcTesk (UHTOCTATHLN, Hanpumep UMKIogocthamu,
METOTpEKCAT);

- JIeKapCTBa, U3NO0I3BAHH 32 IeYeHHe Ha onpeleiedy 3a00NABaHHA KaTO PEEMATH3bM, apTPHT,
ANepPruuHH ChCTORAHMSA, aCTMA MM HAKOM 3a00NABAHMA HA KPLBTA (KOpTUKOCTEpOUan);

- AEKAPCTBA, H3NOI3BAHK 32 JeYeHHe HA HapyLIeH ChpAeYeH PUTBM {NpoKaHHAMMA, aMHDﬂaPOH
WAKW coTajon); - X

- JIeKapCTBa, U3NO0A3BAHH 34 IEUEHUS Ha PUTBMHM HapyILCHHA (AMFMTANKC);

- AKTHBHH CYOCTAHLIMH, W3MOA3BAHH B HAKOH JIEKAPCTBA TIPH KALUIKLA H HACTHHA

(cumnamxomumemun) WIIH HOPaJIPEHAIMH H aApeHAINH, U3NOI3BAHH NPH




e/iHoBpemMerHo ¢ Enan-HL 10 mg/12,5 mg, Tes3n nekaperaa Morar aa noaasp:ar Bawmero
KPBBHO HAIA'aHE BUCOKO,

- auTHAnaBbeTHY flekapeTea, kato uHeyaud. Enan-HL 10 mg/12,5 mg Moske aa npeausBuka
CNaadHe Ha HUBATa Ha KPBLBHATA 3aXap, aKO ro IPUEMATE eIHOBPEMERHO ¢ AHTHIHABETHH
JeKapersa;

- MYCKYJIHM pefakcaHTH (HAmp, TyDOKypaphH, H3NOM3BaHH NPH AHECTE3MA);

- 3NaTO YPe3 HHIKEKLUMA 34 JICYEHHE HA apTPHT (HATPHEBR aypoTHOMANAT),

- JIEKapCTBA, KOWTO HaH-YeCTO Ce HIMON3BAT, 3a Aa ¢e H30ErHe OTXBLP/AHETO Ha
TPAHCTUIAHTHPAHU OPraHK {CHPOJIMMYC, EBEPOITUMYC, TEMCHPOIIHMYC W APYTH NIEKAPCTBEa,
NpuHaanexay koM knac urxuburopn na mTOR). Binkre Touka "[lpeaynpesicaenus u
npeaasHu Mepku”.

Mosie na ce Hanowu Bawmar siewap aa npomexn 103ata Bu u/min na npeanpyeme apyru npeanasuu

MEPKH:

4aKO ItpHeMate aurnorensun ll-peuenropen Gaokep (ARB) wan anuckupen (BHAxTE ChILO

undopmaumaTa ozaraasena “He npuemaiite Enan-HL 10 mg/12,5 mg ™ u “Tipeaynpesxaexus u

NIpeATIa3HKH MepKu™),

Enan-HL 10 mg/12,5 mg ¢ xpaHa, HADHTKH ¥ /IKOX0.T

Bue Moie na B3umate 1eKapcTROTO 10 BPEME WM Cgi XPaHEHE, ¢ BOJI.

He nuiite ankoxon no speme Ha NEUEHHETO, 3al0TO TOH 3ackBa AeiicTBHeTo Ha Enan-HL
10 mg/12,5 mg BbpXY NOHMIKABAHETO HA KPBBHOTO HAJIATAHE.

bpeMennocT, KbpMene u pepruiurer
AKO CTe GPeMeHHa MM KbPMHTE, CMATATE, 4¢ MOKE A4 CTe GPEMEHHA UAH NIaHNPaTe GPEeMEHHOCT,
nocwheeTBaliTe ce Bammg nekap uan dapmaiiest npeay ynotpeGata Ha TOBa NEKapCTBO.

Epertenitocm

Tpatsa na yeenomure Baums nekap, axo MuciuTe, ue cte (unn moxe Bu cTe) BpeMeHHa.
O6uknoseno Bawuar nekap e By nocheeTsa na cripete npuema na Enan-HL 10 mg/12,5 mg npeau
ha 3abpemeneeTe WM BL3MOXKHO Hali-CKOPO CileNl Kato pasbepeTe, ue cTe GpemeHna, U wwe Bu
NOCHLBETRA [a Npremare Apyro jekapceteo emecto Enan-HL 10 mg/12,5 mg. Enan-HL 10 mg/12,5 mg
He ce NPenopbuBa No BpeMe Ha OpeMeHHOCT, 1 He Tpadiea fa 6bae npueman, axo cr1e Opemenna
NoBeHE OT 3 Meceua, ThH KaTo MOXe Ja HaBpeaK cepho3Ho na BaweTo Gebe, ako ce n3nonsea cnen
TPETHA MeCeLl OT HPEMEHHOCTTA.

Kupyene
Kaxere Ha Bawna nexap, ako kbpMuTe wiv Bv3samepasate 1a kbpmute. Evan-HL 10 mp/12,5 mg ne
C€ MpPEnopLYBa 32 MalKH, KOHTO KbPMAT.

Illognpane u pabora ¢ MamAAA

pu otnennn naunentn Enan-HL 10 mg/12,5 mg Moxe la PUUMHK 3aMasaHOCT HIIH OTNAAHANOCT,
0COOEHO B HAMATOTO HA JIEHCHHUETO W MO TAKLE HAYMH MHAMPEKTHO M NPEXOAHO Aa YBPEAH
CIIOCOOHOCTTA 33 WohUpaHe Ha MOTOPHO NIPEBO3HO CPEACTBO WK YIIpaBieHue Ha Mawnnn, Jokato
HC YCTAHOBHTE KakK pearnpate Ha JIEYEHHETO, He LodupaiiTe NPeBO3HO CPEACTBO M He paboTeTe ¢
MallMHH.

Enan-HL 10 mg/12,5 mg coanpixa 3axTo3a # naTpmii
Ako Bawnsar JEKap Bue Ka3an, 4¢ HMaTe HENMOHOCHMOCT KbM HAKOH 3axapwm, KOHC}’J’ITHDEFITE cec
HEro, Npean 1a 3amouHeTre aa npHeMatTe TOB4 JICKapCTBO.

"ToBa NtexkapceTBO ChABbPKa NO-Manko o1 1 mmol HaTpwii (23 mg) Ha TabneTka, T.€. MOKe 3 ce Kaxe,
HE NPAKTHYECKH HE CbabpiKa HanHH —

3. Kaxk aa npuemare Enan-HL 10 mg/12,5 mg




Bunarn npremalite ToBa nekapeTeo TauHO kakTo Bu e kazan BawmaT nekap. AKO He ¢TE CHIYPHHU B
HEeWlo, nonkTante Bawnsg nexap win apmanesT.

Ilpenopbuntennara no3a e 1 0 2 TabneTku eaun nuT AHeBHO. Bue Tpabea na npuemare TabneTkuTe
LETH, IO BPEME MM CJIe]l XpaHeHe, ¢ 9ala BoAa. TpshBa n1a cBUKHeTe 12 B3HMATE JIeKapCTROTO
penoBHO, Halt-100pe CYTPUH M BMHATH NO €HO M ChLIO BPEME.

Jleuenuero c Enan-HL 10 mg/12,5 mg € 1uaro npoas/14apauto 1e4eHHe JOKATO HE Ce TOABAT
06cTOATENCTBA, H3HCKBALIM HETOBOTO ITpeKbeBaHe. T KaTo € HeoBX0AMMO 1a B3MMAaTe 1eKapCTROTO
PEAOBHO, MOTPHIKETE CE BUHArM Aa HMATE JI0CTATLYHO TAbIETKM 32 MPOABIKABAHE HA JICUERUETO.

AKO cTe npueny moseve oT HeobXoxguMara go3a Enan-HL 10 mg/12,5 mg

Haii-uecture Genesun na npenoanpate ca ragede, cbpueGnere, 3aMasHoCcT H NPHNAALK, nopaau
3HAUMTETHO NOHMAKABAHE HA KPLBRHOTO HANAraHe (XWNoToHus ).

Cnen B3MMaHETO Ha FOIAM Opoii TabneTku, Moske aa ce NOABH CNEeJHOTO: Na-00HIHO M HO-YECTO
YPUHHPAHE, TEHKKA XWUTTOTOHHS € HAPYLICHHS B ChPA€4HHMI PHTEM, KOHBYJICHH, HACTHYHH Napa3H 1
Oe3ch3Hanne. AKO TIALUMEHTLT € B Ch3HAHKE CIIC/ B3UMAHE HA CBPBLXI03a, OIUTANTE 13 NpeIu3BHKaTE
NMOoBpLLUIAHE W BEAHAra ce OﬁaﬂETe Ha Jiekap.

AKo cTe nponycuann Aa npuemere Enan-HL 10 mg/12,5 mg
Axo cte 3abpaBiiH aa B3emeTe TabneTka, IPoNyCcHeTe 103aTa.
Bsemere cnensaluara A03a KakTo 0GUKHOBEHO.

He B3emaiite nBoiina n03a, 3a 1a kKOMMeHcHpaTe MponycHaTaTa A0,

Axo cnipere npnema Ha Enan-HL 10 mg/12,5 mg

Bue TpsaOBa pa cre HaACHO, Y€ IEUEHHMETO C KOETO M /1 € NOHWKABALLO KPLBHOTO JIEKAPCTBO HIMA Ja
H3leKyBate 3a00M9BAHETO, HO TO LIE NOMOrHe 1A Ce TIOHWKH KPLBHOTO HANATaHE W 1€ 10 NOAXbPKA
B XKeNIaHOTO HiBO. o Takbe HAUMH MOCAEAMUMTE HIH YCIMKHEHNATA OT XHNEPTOHUATA Lie Ohaar
NPeaoTBPATEHH MITH HAMAJIEHH,

AKO MMAaTE HAKAKBH JOTTBIHKTENHH BBIPOCH, CBbP3aHH ¢ yaoTpebara Ha ToBa J€KapcTBO, MONA
nonuTaiite Baurus nekap unu dbapMauest.

4. Bb3iMoxKIH HeKeNaHH peakuuu

KakTto BcHukH JNIEKApPCTBa, TORA JICKAPCTBO MOXKE J1a NPEAH3BHKA HEXKENAHHN DCAKLIHH, BBITPEKH HC HE
BCCKH I'M Nony4aBa. CrnenHnTe HEXKenaHH NEKapCTBEHN PeaKuKH MOraTt aa ce Ha0nwaaBaT npu
fIpPHEMA Ha TOBA NICKApPCTBO,

Kusnenosaxwuo e na npexkparure npsema na Evan- HL 10mg/12,5 mg » aa norspenTe

He3a0aBHO JIEKAPCKA [TOMOIIL, AK0 IMOJAYYHTE CJIETHHHE CHMOTOM:

- aJICprHvHa PeakLis — MOXKE 2 NOMYyUHTe ¢hpbe:K, 3aTPyAHEHO JHILAHE HIIH XPRITOBE,
TIOAYBAHE HA PLLIETE, YCTATA, IBPAOTO, IHLETO HIH OUHTE,

Cnpere npuema na Evan- HL 10mg/12,5 mg ne3atasHo 1 10ThpeeTe JeKapeKa OMOLI, aK0

NOJIYYHTE HAKOS OT CAEAHHTE HEKEJAHH JEKAPCTBEHH PeaKUMH:

- CEPHO3HA 3aMagHOCT, OCODEHO NPH 3aN0HRAHE HA JIEUEHHETO I NPH YBEHYABAHE Ha J1034Ta,
MK CNejl H3MPABAHE OT CEAHANO MONMKeHHE,

Muore yectn (Morar aa 3acersart nosewe or 1 na 10 ayuiu)
- 3AMBIAEHO BUMAHE,

- BHEHE Ha CBAT,

- ApasHeWwa KalnyLa,

- NMO3HBH 34 NMOBPLILAKHE (raAeHe),

- chabocT (acTenus).




YecTn (morat a3 3acersar 1o 1 va 10 aymnu)

HHCKO HUBO Ha KaIWH B KPLBTA, NOBULIEHH HUBA Ha XONECTEPON, MOBHILEHH HKHBA HA
TPUIVIKUEPHNTE, NOBHIIEHH HUBA HA MMKOYHATA KHCENHHA B KPHLBTA,

rnapobonue, aenpecns, 3aryba Ha ch3HaHHE (CHHKON), NPOMARA Ha BKYCa,

HUCKO KPLBHO HATAraHe (XMNoToHus) W epeKTH, CBbP3aHH ¢ XMIOTOHWA, HApYLIEHHs Ha
CBPACUHHS PHTBM, DOJIKa B IEpANTE (CTEHOKApAMa), YCKOPeHa ChpAeUHa AelHOCT,
3aTpyAHEHO JHllaHe {1HcnHen),

Juapus, KopeMHa GoJka,

olpus,

MYCKY.THH KPaMIlH,

Oonka B rbpauTe, YMOpa,

NOBKIICHO HUBO HA KaJIWH B KPbLBTA, MOBHUIEHHE HA CEPYMHHUA KPEATHHUH,

Hewecrn (MoraT xa 3acernar ao 1 na 100 aywu)

aHeMus,
Y™ B YutuTe (THHUTYC),

3a4epBABAHE, YCKOPEHU yAapH Ha cbpueTo (chpueluere), WHPAPKT U HHCYNT, BEPOATHO
JUbJIACAILHM C€ HA NMPEKOMEPHO NOHMMKABAHE HA KPBBHOTO HANATAHE NPH MALEUEHTHTE ¢ BHCOK
pUCK,

CeKpeLtHs OT HOCA {pHHOPpes), BB3NAJEHO MbPAO H APE3IaB [J1ac, acTM™a,

HJIEYC, BR3MANCHHE HA NalKkpeaca (NaHKpeaTHT), Hepa3snongmkeHue (NOBPBLIIAHE}, HAPYILIEHHS B
XPAaHOCMHIAHETO (INCNENCHA), 3aMeK, HAPYLIEHHE HAa XPaHEHETO (AHOPEKCHs ), pa3Apa3HeH
CTOMAX, CYXOT4 B yCTATa, A3Ba, HATPYNBaHE HA raA30BC B YepBaTa (METEOPHIBM),

yBpeacHa 6bOpeuna Gpynkuns, GuOpeuHa HeAOCTATHYHOCT, BENTBK B YpHHATA (NIPOTEHHYPHA),
CLpOei, M3TIOTABaNE, KOconan,

Gonku B cTaguTe (apTpanrus),

NOBHIICHA YYECTBHTENHOCT M/IM Tpeillepene (IPUYMHERA OT HUCKM HMBA Ha KPLBHATA 3axap),
HUCKH HHBA HA MarHe3Hi, nojarpa,

HMIOTEHTHOCT,

6e3n0KOHCTRO, NOBMILEHA TeMNEpaTYPA

00bPKBAHE, CHHANBOCT, B€3ChHIHE, HEPBHOCT, CBETOBLPTEX (BEPTUIO), MPaBYUKAHE WM
M3TPBMBAHE HA KPAHHHUHTE KAaTO YCEWAHE B PbUETE HAH Kpakarta {napecTe3ua), NOHIKERo
JIHGHA0,

NOBHIIABAHE HA KPbBHATA YPEs, HaMaJABaHe HA HUBOTO Ha HATPHH B KPBBTA,

Peakn (Morat aa 3acernar 10 1 na 1 000 aymmn)

Muoro peakn (Morat aa 3acersar a0 1 ua 10 000 xymu) " \ .

NPOMEHH B KpbBHATA KAPTHHA (HEYTPONEHMS, XHNOXEMOrNOOUHEMHS, HAMANABAHE Ha
X€MATOKPHTA, TPOMOOLMTONCHHA, EBKOTIEHHS ),

NOBULLIABAHE Ha KPbBHATA 3axap,

CTPaHHBH CbHULIA, NPODIEMU CBC CLHA, HapYIIeHUs B ABWKeHMeTO (napesa),

YBEJTMHEHH JHM(HH BL3/IH, aBTOMMYHHH 3ab0naBanus, cnab MPHTOK Ha KPbB KbM IPHCTHTE HA
pPEBLETE M KpakaTa, KOETO NMpHYHHABA 3auepsabaHe M Oonka (cHHApoM Ha Peiino)

TEUHOCT B DenuTe Apofoee, XpeMa K OOIKK B HOCA, €03HHOQNIHA MTHEBMOHHMS (NPU3HALINTE
MOTaT a ObAAT KAlNHLA, BHCOKA TEMNEPATYPA K 3aTPYAHEHO AHLIAHE),

[IOAYBAHE WITH A3BW B YCTaTa, HHOEKUMA nau OoNka W NOLYBAHE Ha €3HKA,

4EpHOAPOOHA HEACCTATHHHOCT MW XENATHT, TOBA MOKE a PEIU3BHKA MO bATIBAHE Ha
KokaTa (3KbITEHHUA),

NPEKOMEPHO 3d4EPBABAHE Ha KOXaTa, OOPHB ¢ MEXYPH M Bb3MaNeHHe Ha KOXKATa, NOo-
CNEUMANHO Ha PBLETE H KPAKATa, B WK OKOJIO YCTAaTa, APUAPYKEHO OT BUCOKA TEM
(cnuapom Ha Stevens-Johnson), moieHe Ha NOBLPXHOCTTA Ha KOXKATA,
GnOpeunn npobnemu kaTo GOIIKK B KPBCTA M HAMAABAHE HA 06eMa Ha YPHHAA
HAPACTBAHE HA TBPJMTE TIPH MBKETE,
NMOBHMIIEHH YEPHOIPOOHH €H3UMH WK GiNpyGHH B KpLETA. !-j




- HPEBEH aHFHOEACM. HpH3H8U,HTe MOrarT Aa BKAKYRaT 00JKa B ¢TOMaxa, raiIcHe ¥ NOBpLLUAHE,
TIOBULUCHO HHBO Ha KUK B KPbLRTA,
- NOBHIIABAHE HA CEPYMHHA KastLIHiA,

C nen3pecTra MecToTa (YecTOTAT2 He MOXKe 12 Gbe ONpegeeHa 0T HANHYHHTE JaHNH)

- PaK Ha KOsKaTa H YCTHHTE (HeMelaHOMEH PaK HA KOXKATA)

- CBPBXNPOAYKLHA HA dHTHAHWYPETHYCH XOPMOH, KOETO BOAH A0 3a0bPKAHE Ha TEUHOCTH !
CBCTOSHUE Ha ¢1aboCT, yMopa MITH o0LpKBaHe.

HMma chofuienns 3a kOMIUIEKE OT HEXKENAHM PEAKIMH, KOWTO MOTAT Aa BKNIOMBAT HAKON Win BCUUKH

OT CHEHNTE CHMITTOMH!

- TPECKA, Bh3NANeHHe Ha KPLEOHOCHHUTE CbAoBe, 00MKA U Bb3NaneHHe Ha MYCKYJIMTe WK CTABMTE,

- KPbLBHW HAPYWICHWS, 38CATA1IM KOMNOHEHTHTE Ha KPbBTA (ODHKHOBEHO ce OTKPHBAT Hpe3 KPbBEH
TecT), 0OpHB, CBPBXYYBCTBUTERHOCT KbM C/IbHYEBA CBETIMHA M JIPYTH eheKTH BBPXY KOXKATA.

Crobliasatie Ra NOAO3MPAHH HESKEIAHM PeaKLIMH

AKO NONyuHTE HAKAKBH HEKENIAHH JIeKAPCTBEHH PeaKiliii, yeeaomere Bawna nekap, gapmaiesT mik
MEIMUMHCKA cecTpa. TOBA BKITIOUBA BCHUKH BLAMOMHH HEONMCAHH B TA3H THCTOBKA HewKe1aHH
peakuMi. MokeTe cblio Aa chobLLNTe HEXENaHU PEAKUNM AUPEKTHO upes H3nmbaHUTeHA areHlus no
NekapceTearta ya. . Jlamad ['pyes™ Ne 8

1303 Codwma

Ten.: +35 628903417

yebcaiiT: www.bda.bg.

Karo cvobimaeare nexcenanu peakuyn, MOxkeTe a Aafete CBOS IPUHOC 32 IOAYYaBaHe Ha NOBeYE
uHbopMaLng OTHOCHO OE30NaCHOCTTa Ha TOBA EKAPCTRO.

5. Kak aa exxpansiare Enan-HL 10 mg/12,5 mg
Ja ce cuXpatisBa Ha MECTa, HEXOCTHIIHA 32 JeLa.

He u3nonssakite ToBa nekapeTeo ciien cpoka Ha FOAHOCT, OTOENN3aH BBPXY KapTOHEHATA OTIaKOBKa
cnen: ,.I'onen not. CpokbT Ha FOAHOCT OTroBaps Ha NOCJEAHUA AeH OT IIOCOUYEHHA MEeCeLl.

I[a Ce CbXpaHsBa B OpUFMHANHATA ONAKOBKA, 33 14 ce npeanasy OT ajara.

He naxebpnsiite nekapeTara 8 KaHAIM3aUMSTA MK B KOHTEHHEPA 32 JOMALIHY OTHAABLLA.
Honuraiite Bawnsg dapmauesT kak na H3XBBPAATE JIEKAPCTBA, KOMTO Bede He onseate. Tesu Mepku
e CNOMOrHAaT 3a ONa3BaHe Ha OKOJIHATA Cpela.

6. Chabpxanue HA 0NAKOBKATA H 1ONBIHATEIHA HHdoOpMauKs

Kakgo cbabpaa Enan-HL 10 mg/12,5 mg

- AKTHBHH BEILECTBA: EHANANPHIIOB ManeaT H XMAPOXIopoTHasna (enalapril maleate u
hydrochlorothiazide).
Beska tabnerka Exan-HL 10 mg/12,5 mg chavpixa 10 mg enananpunos manear (enalapril
maleate), KOHTO € exBHBANEHTEN HA 7,64 mg enananpun (enalapril) n 12,5 mg
XMAPOXNOPOTHASHE (Aivdrochiorothiazide).

- JipyruTe BewmecTea ca: 1aKTO3a MOHOXH/PAT, LAPEBMYHO HUIIECTE, TANK, HATpHER
XHIPOreHkapOoHaT, MarHesuer cTeapar, NpexenaTHHU3IRpaHo huuecte, By
~Enan-HL 10 mg/12,5 mg chaspka nakrosa v naTpuii, ‘

Kak n3rnesna Enan-HL 10 mg/12,5 mg n kakso cbabLpikKa 0MaK0BRATA




Enan-HL 10 mg/12,5 mg rabnetiu ca 6eiu, Kpurn, MIOCKK ¢ AeTHTENHA YepTA OT €AHATa CTpaHa.
lle.m*rem-laTa HEPTa € CaMO 32 YICCHABAHE Ha CHYHBAHETO € NEn NO-NE€CHO Nperyibllaie, a He 3a
pa3acidaHe Ha paBHH J034

Enan-HL 10 mg/12,5 mg taGnetku ce npeanarat kytvu 0o 20 (2 x 10), 30 (3 x 10), 60 (6 x 10) u 90
(9 x 10) Tabnerku B GarcTepHH 0NaKkoBKY,

Hpurexaren na paspemenuero 3a ynorpeda u uponssoanren
KRKA, d.d. Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, ClopeHu.

lIaTa HA NOCICAHO NPEPAITVICHKAAHE HA JIHCTOBKATA
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