JIMCTOBKA 3A NALUMEHTA
Enahexal® 10 mg Ctp. 107 10

YBaxaeMu NalueHTH,
Mons npoyeTeTe BHAMATENHO Ta3W JIKCTOEKA, Thi KaTo T ChABPKa BaxHa 3a
Bac wuhtopmauusi. AKO UmaTe [ONbIIHWTENHU BBNPOCH, o6LpHeTE CE€ KbM

Batuus nekyBaly nekap unm hbapMauest.

HaumeHoBaHHUe Ha NeKxapcTBeHMA NPOOYKT. Vi A ﬂ

Enahexal®
/Evaxekcan/ on Oﬂ% ,PD%HD%E

P ——

Koe e akTUBHOTO BEILECTBOT
1 TabneTka cbabpxa 10 mg enalapril maleate

Kakeo gpyro cbabpxa Enahexal® tabnetkn 10 mg?
Hatpues xugporeH kapboHaT, fakrtosa MOHOXWAPaT, LapeBuHHO HUllecTe, Talk,
JKeneseH oKUC (Yepser), markesunes creapat (Ph.Eur.)

Cusem kbM Quabemuyume:
1 Tabrietka cbabpKa 0,01 BbrnexuapaTin eauHULIN.

JlexapcTeeHa chopMa ¥ onakoBKa:
OpuruHanHu onaxkoBku, Chabpxatii 30 TabneTiu

Kol e nputexaten Ha paspeiteHWeTo 3a ynotpeba Ha Enahexal® Tabnetku 10
ma?

Hexal AG

Industriestrasse 25, D-83607Holzkirchen, Germany

Tel.: 08024/908-0, Fax: 08024/908 1290

Ko# e npouzBoauTen Ha Enahexal® Tabnetkn 10 mg?
Salutas Pharma GmbH
Ofito-von-Guericke-Allee 1, D-39179 Barleben, Germany

Kakeo npescTaBnsaBa Enahexal® tabnetku 10 mg?
Enahexal® Tabnetkn e ACE-wHxubButop — wuHxubutop Ha  @HIMOTEH3KH

KoHBEPTUPpaLLs SH3UM.

3a kakBo ce uanonzea Enahexal® tabnetkn 10 mg?

- TPM BUCOKO KPBBHO HansiraHe (XMnepToHus)

- MpW CbpAeYHa HEJOCTaTbYHOCT (B KOMOWHaLMA C OTBOAHABALUU NEKapCTBEHN
NPOAYKTU- SUYPETULM) U 0COBEHO B CrlyHamn Ha Texka CbpheyHa HeAoCTaTbHHOCT
(B KOMBYHALMA C AUTUTATTUCOBN MPOAYKTY)

- HapyweHa (pyHKUMS Ha nsBata Kamepa Ha cbpueto, 6es usfBeHr CUMNTOMM
(Hanp. 3aTpyAHEHO AuULLaHe Npu HaToBapBaHe) (acumnTomarnyHa nesokaMepHa

AncyHKLMST)

Enahexal” He Tpsbea ga ce npunara:
- NPV CBPbXYYBCTBATENHOCT KbM €Hananpun marnear,
WK KbM HAKOS OT ApYrUTe CbCTaBKy Ha NPofyKTa.




JWACTOBKA 3A NALIMEHTA
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- MPpY CKNIOHHOCT KbM OTOK Ha TbKanuTe (YHacneaeHa aHrMoHeBpoTudeH efem i
APYr aHrKOe4eM KaTo pesynrar oT Npefullina Tepanns ¢ ACE-nhxuburopu

- pu cTecHeHne Ha 6pbpevHuTe apTepun

- cneg ObbpevHa TpaHcnnasTauvs

- [PV CTECHEHVe Ha aopTHaTa WK MUTpariHa Knana unm npy 3aTpyaHeHo oTuHaHe
OT NsiBaTa kamepa (xunepTpoduuHa KapaMoMuonaTmus)

- NpuW MbpBUYHO YepHoapobHo sabonsasaHe unu yepHopapobHa HenocTaTbYHOCT

- no Bpeme Ha BpeMeHHoCT (ApegBapuTento TpAdBa Aa ce USKMYK eBeHTyaHa
BPEMEHHOCT, KaKTo 1 fia Ce B3emat NOAXOASLM MEepKku MpoTUB 3abpemeHsBaHe
No BPpeME Ha NEeYEHneTo) U fio BpeMe Ha KbpMeHe

[Mpn gnanusa Ha 6bOpevHo BonHW ¥ eOHOBPEMEHHO NPUAOXKEeHKE Ha Enahexal® ¢
BUCOKO-Nponycknueu membpann “Hanp. AN 69" ebtiecTByBa pUCK OT peakunn Ha
CBPbX4YYBCTBUTENHOCT A0 LWOK. Tasu kombusauus Tpsabsa Aa ce naberHe 4pes
npunarate Ha Apyrv nekapcrsa (pasnuuHu o7 ACE-uHXuOUTOpY) 3a nedenve Ha
BUCOKO KDBEHO HansraHe Unu cbpAgyHa HefocTaTbyHOCT UK HPEs NpunoXenne Ha
Apyrn memBpaHnu 3a Ananusaa.

Mpy nauMeHTW ¢ NOBULLEHO HUBO Ha XOnecTepuHa, npuemailin ACE-uHxubuTopm,
MOFaT [1a Bb3HUKHAT XMBOTO3aCTPALLABALLM PEaKLWi Ha CBPBXYYBCTBUTENHOCT. AKO
e HeobxoauMo uscnesBaHe Ha NUNOMPOTENHN C HUCKa MITLTHOCT, Enahexa!® Tpstea
na 6bae cMeHeH BPEeMEHHO C ApPYro NeKapceTBo, npunaraHo npu BUCOKO KPBEHO
HansiraHe unn cbpAevHa HeoCTaTbUYHOCT.

Mpu nauneHTW, NPOSBABALLM CBPBLXHYBCTBUTENHOCT KbM OTPOBM Ha HACEKOMW
(nuenu, ocu) v npu BONHK, Mpyt KOUTO ce NpoBexaa AeceHchbunmnsupalla Tepanms,
e[HOBPEMEHHOTO NPUMOXEHNE Ha Enahexal® Moxe fa foBene A0 TEXKW peaKLum Ha
CBPbXHYBCTBUTENHOCT, CBbP3aHN CbC CnajaHe Ha KPbBHOTO HarnsraHe, HapyleHo
pULLaHe, NoBpbLUaHe Wunvu anepruurn KoXHU peakuun. lopapn ToBa SIeYeHUeTo ©
Enahexal® Tpsibea fa ObOe npeKbcHaTo Mpeau AeceHcubunmsupaluaTa Tepanus.

B KakBM criyyaM MoXeTe [& U3non3Bare Enahexal® Tabnevku 10 mg camo cneg

KOHCYNTauus ¢ nexap?

Enahexal® moxe aa ce npunara camo ciief MHOMO BHUAMATEnHa OLEeHKa Ha

CbOTHOLLEHWEeTo puckiionaa u npocneaasaHe Ha onpefeneHn KUHUYHA 1 XUMAHHA

nabopaTopHy napameTpy fpes perynsapHn nHTepeany ot Bpeme npu:

- TeXkn Hapywenus Ha GbbOpeuHarta dyHKuMs (KpeaTUHWHOB KIWMPBHC NOA 30
mi/min)

- nauWeHTV Ha gnanusa

- [OBMLUEHO oThensHe Ha BenTbK B ypuHarta (noseye oT 1g/peH)

- TEXKW eneKTPONnTHU HapyLleHus

-  HapylleH MMyHEH OTroBOp WNU CbILUECTBYBALLO KOareHHO sabonasaHe (Hanp.
NYNYC epuTemaTosyc, CKIiepoepmust)

- epnHoBpemeHHa Tepanus C NiekapcTBa, NOTUCKaLUM MMYHHaTa cuctema (Hanp. ¢
KOPTUKOMAW, LMTOCTATVLM, aHTUumMeTabonuTy), anonypuHo:n, npokanHamun uny
STUTWIA (BUX ChLUo peanasHu mepku)

Cnalare Ha kpbeHOMO Hanszane (XUNomoHUs)
Enahexal® moxe f[a npeauaBuka 3HAUUTENHO
ocofeHo cnep NMbPBOTO NPUNOKEHWE HA NPOAYKTS
Bb3HMKBa MO-4eCTO MNpU MaUMEHTU CbC CMYLLEH
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GanaHc (Hanp. NpyU Teparius ¢ OTBOAHSABALUM CPEACTsa, B CriyHaw Ha 6e3conHa
AvieTa, NoBpblUaHe, Quapus unn cneg awanusa). Toea ca NpeavMHo fonHn ¢
uspaseHa CbpAedHa He[oCTaTbYHOCT, C WK 6e3 Hapyllehus Ha ObbpedvHaTa
cyHkumsa. Mpn Tesn nauneHTh Tepanusta C Enahexal® Tpabea na ovpe 3anodHaTa
fpY MHOTO CTPUKTHO MpocheassaHe oT fiexap.

CreuuanHin [pwXu Ce uMsucKeaT Cbuljo U Npn  nauueHtm ¢ HamaneHo
KpbBOCHabAsBaHE Ha CbpAeuvHUst MYCKYS (ncxemuyHa bonecT Ha CbpLETO) Unn
CTECHEeHWe Ha MO3buHUTE apTepuu. Mpu Tesn criydan Moxe Aa Bb3HUKHE nuchapkT
Ha MMOKapAa WUNKM UCXEMUYeH NPUCTBI B PesynTaT Ha pAsKo cnaiaHe Ha KPBBHOTO
HansraHe. TepanuaTa Tpsabea fa ObAe 3anodHaTa ¢ HUCKKM [03N W flo3MpoBKaTa ha
ObAe noBUWIABaHa BHUMAaTEnHO cner npocneassaHe Ha 6bbpeuHarta qyHKUMsA K
HUBOTO Ha Kanusa. [1py 3anouysaHe Ha TepanusTa Nno Bb3MOXKHOCT TpabBa BPEeMEHHO
na 6bfe cnpsaHa cbllecTByBaillaTa 0TBOAHABALLA Tepanus.

EnbpeuHa xunepmoHus/cmecHeHue Ha Opbpednume apmepuu (et CBLO
MMpomusgonoka3saHus)

Mpy nauMeHT C BWUCOKO KPBBHO HansraHe, CBBP3aHo CbC s3abonseaHe Ha
6bbpeynnTe CHOOBE NPK NpUem Ha Enahexal® cbliectsysa NnoBULLEH PUCK OT PAIKO
cnafaHe Ha KpbBHOTO HansaraHe n O6bbpedHa HEROCTaTLYHOCT. [MoHWXEHUETO Ha
GpOpeuHaTa YHKLUMS Ce CbNPOBOX@AA OT fleKU NMPOMEHN B CepyMHWA KpeaTuHUH,
JOpU W TIPU NaumMeHTn € enHOCTPaHHO CTEeCHEeHWe Ha 6LbpeuHaTa apTepus.
NeyeHneTo TpsabBa Aa 3ano4He Nop, HEerocpeAcTBeH NeKapcky KOHTPON B Bonkuua ¢
HUCKa 403a U MpW BHUMATENHo nokadysaHe Ha Josata. [1poBexpaHoTo nederne ©
oTBOAHABAlM cpeacTea Tpsabsa nocTenerHHo ga 6bae npekbcHaTo v 6bbpevuHata
yHKLMS [a Ob4E TOUHO NPOCTIeAEHa MO BpeMe Ha MbpiuTe ceammUn oT TepanusTa,

Brbpeuna HedocmambyHocm/Xxemoduanusa

Enahexal® Tpsbsa ga Gbae BHMMATENHO [O3NPaH Npy nauueHTy ¢ HapylieHus Ha
6bbpeuraTa GyHkumns (ObbpeuHa HEeROCTaTBYHOCT), Thit KaTO € BH3MOXHO [a Ce
HanoXu HamarnsBaHe Ha fosaTa (BWK [loaupoeka v HaqdnH Ha npUnoxexue).

Mpu nauveHTn ¢ Texka 6bOpeyHa HeaoCTaTLYHOCT (KpeaTyHWUHOB KIMpBHC rog 30
mi/min) W rauveHTv Ha Auanuza (BWK /[losnpoBka U HauMH Ha NpUNOXeHNe)
NpoayKTbT Moxe fAa Obje NpUNOXeH Camo Cnef MHOTo KpuThdHa oLieHKa Ha
CLOTHOLLEHMETO NON3a/PUCK ¥ NPU HENOCPEACTBEHO NpocneAsBaHe Ha 6bbpevHaTa
(hYHKLMS MPen y o BPpeMe Ha TepanunaTa.

OcobeHo Npu NaLMeHTW C TeXKa CbpAedHa HeJOCTaTbYHOCT Wik B6bbpeyHn
sabonsBaHus (BKI. cTeHosa Ha Bbbpeunara aptepus) e buna cbobujeHa 6bbpeyHa
HE[OCTaTBYHOCT, CBbp3aHa ¢ ACE-uHxubutopHata Tepanis. Mpy HAKOW NAUMEHTU
Ges Hanuuue Ha HSKaKBo sBHO ObBpeyHo 3abonssaHe Mpy €QHOBPEMEHHO
fnpuemakre Ha OTBOAHSABALUM CPEeACTBa Ca OUnn USMEPEHM NOBULLSHN CTOMHOCTHM Ha
ypesi U KpeaTuHWH B kpbBTa. ToBa MOXE Aa HanoXu HamansBaHe Ha fosata Ha
ACE-uHxubutopa nmnu cnupaHe Ha OTBOSHABaLIOTO CPeACTBO.

MayueHmu Ha xemoduainusa
EQHOBPEMEHHOTO MPUROXEHWe Ha Enahexal® n Bucoko-npomnyckavey membpaHu npu
ANEnU3HO NeYeHue NPEArNoNara puck OT PeaKkuvi Ha CBPbXHYBCERUTENIHOCT A0 LLOK.
[bpBUTE CUMATOMU Ha TEXKM PEaKUMM Ha CBPBXUYBCTE
nyueTo, sadepeaBaHe, NOHWKaBaHe Ha KpbBHOTO Ha f

CymMATOMUTE CE NOSIBABAT HAKOMKO MUHYTY crnel 3an'§
kombBuHalma Tpsibea pga ce wsberHe uypes npuna
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OManusa WM npuioXeHue Ha [pYr NpoAyKT 3a nedyeHne Ha BUCOKOTO KPBbEBHO
HansraHe Uy cbpaeyHaTa HeJoCTaTbYHOCT.

Hapywenus e enexmponumsus 6ananc/Xunepkanuemus

Mo BpemMe Ha neyeHne ¢ Enahexal® moxe na ce nabriofaba NOBULLIEHO HUBO Ha
kanusi, ocobeHo npu BbBpeura WUMKM chpaedHa HepocTaTbUHOCT. [PUNOXEHNETO
Ha KanWi-cbXpaHaBall OTBOAHSBALUM CpeAcTBa MAW Kanueeu NPOAYKTN Kato
npuapyxaealla Tepanus He ce npenopvysa, Tbi kato Moxe Aa foseae .o
3HQUMTENHO MOBMLLABAHE HMBOTO Ha Kanus B cepyma. AKO € HanoxwrenHa
efHOBpPEeMeHHa Tepania ¢ ropecnoMeHaTUTe NPOJYKTI, Kanneeute H1ea Tpsibea Aa
6bAat perynapHo NpocneanasaHun.

B criyyau Ha OCTpW HapyLieHWst Ha enexTponuTHus GanaHc (ocobeHo Ha Kanuh u
HaTPWUiA) Enahexal® TpsBBa Aa ce npuRara caMmo Cnef MHOro BHUMaTerHa oueHka Ha
CLOTHOLLEHVETO PUCK/MON3a U MPU HErnocpeACTBEHO PEerynspHo npocneassade
HUBaTa Ha eNeKTPONUTUTE B Cepymal.

ITbpeuder xunepandocmepoHU3IbM

MauveHT ¢ ObPBUMYEH XUNepanfoCTepoHWSLM He pearvpar Ha nekapctsa,
MOHWXaBALLM KPBBHOTO HamnsraHe, UniiTo edexT ce OCHoBaBa Ha noaTuckane Ha
cnm’emaTg peHUH-aHmoTeHsuH. [lopaan ToBa He Ce MpenopbyBa M3NoN3BaHeTo Ha
Enahexal”.

OmdensHe Ha 6enMbK 8 ypuHama (npomeuHypusi)

B peaKu CRyyan MOXe a Bb3HUKHE NPOTenHypUs Npy NauneHTy cbe ChllecTayBallo
HapyiieHne Ha 6vbpeuHata pyHKUMS wnu cnea NPUNoXeHne Ha OTHOCUTENHO
BUCOKM fo3u oT Enahexal®. B crydau Ha KnMHUYECKM 3HAUMMA MPOTEUHYPUA (noseue
ot 1 g/neH) Enahexal® moxe na 6bae npunarad camo Crefi MHOro ToYHa npeleHka
Ha CLOTHOLUEHWETO PUCK/MOM3a NMpU peryrnspHo npocnefsiBade Ha KIMHUYHUTE W
naBopaTopHu napameTpy.

Omox Ha mbKaHumelAxatoHespomuyern edem (8UX Colo “TpomueonokasaHus’)
Mpu niauvenTy, nekysaHu ¢ ACE-uHXubnTOpPH, BKIKOHWUTENHO Enahexai® ca 6unu
Habnoaasaun OTOK Ha fWLIETO, KpalHuuuTe, YCTHUTE, e3uka, [bTKata niunu
napuHkca. Te Morar ga ce NOABAT NO BCSKO BpeMe Npu NEYeHUETo. Mpu Tesn
cnyyau nevenueto ¢ enalapril maleate Tpsbea Aa 6bae cnpsHo HesabaBHO W
nauMeHTbT ga 6bae Habmogasan. OTouuTe, OrpaHUYeRn BbpXY NIMUETO U YCTHUTE,
OBUKHOBEHG W34e3BaT Npy fpeycTaHoBsiBaHe Ha TepanmsTa. AHTUXUCTAMURUTE Ca
poKasany ceouTe NMPeauMcTaa Npu OTCTpaHABaHe Ha Te3K CMMATOMMU.

[ipy NaLMeHTU C aHamHesa 3a aHIWoeJeM € Hamnuue TOBUILIEH PUCK OT pasBUTUETO
Ha TakbB W cnep npvieM Ha ACE-nHxubunropu.

Mpu YEpHOKOXM NauMeHT ca chboblyaBaHy NO-4ECTO Cnyuyau Ha aHruoeaem no
BpemMe Ha Tepanus ¢ ACE- nHxubutopu.

AHTnoenem, 3acsralll esuka, [ibTkara Wunu  napuHkca Moxe aa obae
XuBOTO3acTpallaeall. B Tosu cnyyait TpsiGea Aa ce npeanpueme cnewHo nevenne ¢
0,3-0,5 mg epinephrine, npunoxeHr nogkoxHo wnu 0,7 mg epinephrine, npuitoXeH
DaBHO WHTpPaBEHO3HO NpW hNpocneaseaHe Ha EK Hansraxe.
MNauuerntnTe TpabBa [a 6baarT nekysaHu B GONH @“' '

nHabniopasanu Hali-manxko 12-24 h, 3a ga ce rapaHyy
CUNTOMUTE Mpeam nsnucesaHe Ha nauueHTa.
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[Mpomeru e KpbeHama KapmuHa (HeymporneHUs, azpaHynoyumosa)

Mpy nauveHT ¢ XMNEepTOHUSA, NeKyBaHu C ACE-nHxubuTtopy, psgko ce Habniofasa
HamansieaHe 6pos Ha NeBKOLMTMTE (HEYTPOneHus Wim arpaHynouuTosa) - ImasBHo
NpW NaLMeHTH, MpK KOUTO NEUYEHUETO Ha BUCOKOTO KPBBHOTO HanaraHe npotuua 6es
ycnoxHeHus. Mpu Hapywenus Ha Bbbpednata cbyHKUMs NpoMenn ce Habniopasat
no-yecto, ocoBeHO ako e Hanvue efHOBPeMEHHO sabongsaHe Ha cwvposaTa U
CheauHUTENHaTa ThkaH (KaTo CUCTEMEH Nymnyc epuTemarosyc Wiv CKNepoaepMus)
WNK BKO eHOBPEMEHHO ce MpoBexaa Tepanus, noTuckalla umyHHaTa cucTema.
KpbBHata kapTuHa Tpsbea pa Obhe npocneassada npn Tesu nauueHTun npes
perynsipHu uHTepsanu ot speme. HeyTponenusTa 1 arpaHynouuTosarta ca obpaTumm
cnej npeKkbCcBaHe Ha NEeYeHNeTo C ACE-uHxnéutop. AKo ce NoABAT CUMNTOMU KaTo
noBULLEHa TemMnepaTypa, NOAYyBaHe Ha JIMGHUTE Bb3U u/vny Bb3naneHue Ha
rbproTO B XOfa Ha TepanwsTa, TpsibBa Aa Ce-KoHCynTMpaTte ¢ nekap v ga ce
npocnegu KpbeHaTa KapTuHa.

Kou apyru npoAyKTH OKaseaT BniusiHWe BLPXY edpekta Ha Enahexal® TabneTku

10 mg wnu morat Aa 6LAAaT NOBRANAHMK OT npoaykra?

- flexapcTsa, MoHWXaBally KPbBHOTO HansaraHe sacunsar edekTa Ha Enahexal®,
ocoBbeHo OTBOAHSBALUMU CpeacTBa

- npogykTn npotus Gonka u Bb3naneHue (Hanp. aleTUncanMuunoBa K1UcenuHa,
uHAOMETaLMH) oTcniabeaT edekra Ha Enahexal®

- xanuii, Kanui-cbXpaHssally OTBOAHABALUM CpeAcTsa (kaTO CRUPOHONAKTOH,
amurniopuz, TpUamTepeH), KakTo W APyru  Jexapcraa, npeanssuKBaLLn
HOBMLLIaBAHE KOHLEHTpaLWATa Ha Karnwii B cepyma (Harnp. XenapwH)

. [MTWA: NOBMILEHA CEpyMHa KOHUEHTpaluusi Ha IMTuiA — u3uCcKBea pErynsipHo
npociieassaHe

- CbHOTBOPHM, HEPKOTWLM, AHECTETULM NPEeausBUKBAT 3aACUMEHO cnagaHe Ha
KPBBHOTO HansiraHe (rekapar, NpoBSXAaLl aHecTesndTa Tpsibea pa Gvhe
nHdopmupaH 3a TepanusTta ¢ Enahexal

- anonypuHoOn, neKkapcTBa, MOATUCKAWM 3aMTHUTE peakLii (unTocTaThLw,
MMYHOCYTPECOPHW areHTi, CUCTEMHI KOPTUKOWUAN, npokauHamma) Npefu3BuKsaT
HamansBaHe 6pos Ha NeBKOLMTUTE B KPBBTE

- nexapcTsa, nNOHWXaBal KpbBHaTa 3axap. (cync.bauwn%pem-m npopykT/
BUrBaHUANHY) UMK WHCYNWUH, NPUIOXEHN 3ae/iHo C Enahexal® sacunsar edexra
Ha NoHWKaBaHe Ha KpbBHaTa 3axap

Kaxkeu xpaHu 4 noanpaeku Tpsbea Aa msbsareare?

- HatpueB xnopup (roTsapcka con): Hamansea ethexta Ha TOHMXaBaHe Ha
KObBHOTO HansraHe W 3acunBa CUMNTOMMTE, CBBbp3aHn CbC chpaeyHara
HEAOCTaTLYHOCT

- ankoxos: sacuned edekT Ha ankoxona

C kakeo TpsiGBa Aa ce chobpasfBar Aelata ¥ BBHL3PaCTHWTE nauuMeHTH npu
MPUACKEHNE Ha Enahexal® TabneTtkn 10 mg?

Jleua He Tpsibea na Gvppat nekysaHu ¢ Enahexal® Tabnetkn 10 m, Tbil KaTo HRMAa
[OCTaTLYHO [aHHW 32 HErOBOTO Bb3AEHCTBYE.
MauneHTUTE B HanpepHana sb3pacT MmoraT fa pearnpas
UHXUBMTOPK, OTKONKOTO no-mnaau bonuu. JievenneTo np
Bb3pacT TpsbBa Aa ce uaBbpLuBa BHMMaTEnHo. [pn nais
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npenopbyBa AHeBHa A03a OT 2,5 mg eHananpwn Manear, Kakro U npocneassaHe Ha
6bbpeunaTa hyHKLMS Py 3anoysaHe Ha TepanuaTa.

Kakeu creuwasniHi npeanasHA MepkM Tpsibea Aa ce B3emar MpH 6peMeHHOCT M
KbpMeHe'?

Mo BpeMe Ha OPEMEHHOCT U KbpMEHE He TpsbBa ga ce n3nonsear ACE-nHxubutopu
kato Enahexal®.

Mpw el B AeTepoaHa Bb3pacT Npedu fa ce 3anoyHe Tepanus © Enahexal® Tpsbea
[ia ce U3KIoun eeeHTyanka dpemeHnHocT. [o Bpeme Ha neqeHune weHute Tpsibsa Aa
W3NON3BAaT MOIXOAsILy MeTofl 3a npeanassaHe oT BpemenHocT., AKO eHarta
3abpeMeHee No BPEME Ha NIEYEHNETO, € HeoBxoauMo L@ Ce U3BbLPLLUM KoHCyNTalms ©
neKap v fa ce NpemMuHe KbM Apyra Tepanus ¢ No-HUCHK PUcK 3a nnoga. MpneMbT Ha
Enahexal® moxe ga yspeau nsiofa v fa foeefe B0 HeroBata CMbPT, ocobeHo npes
nocnegHute 6 Meceua oT BpeMeHHoCTTa.

Enahexal® npemuHasa 8 MailyuHoTO MNsKo. Hama A0CTaThHHO AaHHNA 3a npuema Ha
MpoayKTa npes nepuo/ia Ha KbpMeHe, KOeTO O3Ha4aBa, He He TpAGea fa ce npunara
npes To3n Nepuoa.

C xakso Tps6Ba Aia ce chobGpassBaTe NpW lWogupaHe WNK Npw pabora c
MaLKHKT?

Neuenneto ¢ Enahexal® wusuckea perynsipeH Nekapcku KOHTpPOD. Toit Kato
nauMeHTUTe pearnpaT WHAWBMAYaNHO Ha TepanusTa, peakiusHocTTa UM moxe Aa
6ble NOBAWsAHA Taka, Y& [a Bb3HWKHAT HapyLUeHUs B cnocoBHocTTa 3a wodupate,
paBoTata ¢ MallUHK UNK B HECTADMITHO NONoXeHne (Hanp. uska4yBaHe Ha cTbnba).
Toba ce Habmopgasa B HAYanoTo Ha NeyeHueTo, Npu MoBuUWaBaHe Ha aosata v
CMSHa Ha NekapCTBEHMs NPOAYKT, KakTo 1 nipu ynotpeba ha ankoxon no BpemMe Ha
TepanusTa.

[o3MpoBKa, HaYMH K NPOABLIKUTENHOCT Ha NPUITOHEHKE:

MpenopbyBa ce cregHata [o3upoBKa, aKo BalmsaT nexkap He € npeanucan
Enahexal® Tabnetin 10 mg Tabnetkn B Apyr pexum Ha JosupaHe. Monsi, criazeaniTe
NOCOuEHUTE YKasaHusi 3a npunoxesne. B npoTuBeH cnysall npofdyKTbT HaAMa Aa
pelcTea npasunHo.

B HayanoTo Ha Tepanusta Moxe [a Bb3HWKHE PASKO chafane Ha KpBBHOTO
HansraHe, ocobeHo Npu NauneHTH, CTpafaluy OT HeJOCTUF Ha enekTponuT Uunm
TeyHOCTM (Hamp. MauUMeHTH Ha [wannsa, OTBOAHMABAlla Tepanis, B cnyyali Ha
rospblUaHe/auapusi), CbpAevHa HeAOCTaTEHHOCT, TEXKO UK 6BOPEYHO NOBMLLEHO
KpbBHO Hansrave. Mpn HEJOCTUF Ha ENeKTponuTy WMnu Te4HoCTU HapylleHwsaTa
TpsiBBa fa Ce KOpUIMpaT npeny sanoueaHe Ha TepanusaTa Wi cbllecTeyBalllaTa
Tepanusi ¢ OTBOAHsBaWy cpeAcTsa fa Obae HamaneHa Wi o Bb3MOXHOCT
npekbcHaTa.

Mpw Tean nauUWeHTn TepanuaTa TpsbBa Aa Obae 3anouyHaTa C© Hali-HuckaTa
ellHokpaTHa foza ot 2,5 mg eHananpwi manear. CBbCTOSIHWETO HA TE3N nauueHTn
Tpsibea fa GbAe NpocneaeHo Hal-manko 8 yaca cnef NPUNOXXEHNeTO Ha fbkpBaTta
[03a, CblUo Npu NOBWLLIGBaHE Ha Jjosara Ha eHananpun manear ninn Ha
OTBOAHSABALLUMTE CpeACTBa, 3a jAa ce usberde nosiea DRTDONNPEHO PA3KO
cnagaHe Ha KpbBHOTO HarmsAraHe.

MauueHT B TEXKO CbCTOSHWE (ManurHeHa XnnepToHns
OT TEXKa CbpAEYHa HeAoCcTaThyHOCT, TpAbBa Aa 6bAg

6bae onpeaeneHo fnedelneTo ¢ Enahexal® tabnetkun 10/ mEgs
'S
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B KaKea [o3a M KOJIKO YeCTO MOXeTe Aa npuemare Enahexal® Tabnetkn 10 mg?
XunepTouns

Obuuaiinata HauanHa nosa e 1/2 TabneTka oT Enahexal® 10 mg cytpun (5 mg
eHananpvn manear). Ako He ce NocTUra HOpManuaupaHe Ha KPbBHOTO HanAraHe npu
npUNOXeHe Ha Tasu [03a, Ao3MpoBKaTa MOXe A3 6bae nosuluena fo 1 tabneTka
ot Enahexal® 10 mg (10 mg enalaprii maleate) aHesHO. [lozata Tpsbea da ce
[oBWLLARA NPE3 MHTEPBANW He No-Manku oT 3 CenMnLn.

Mo npaeuno nogabpiawiara gosa e 1 Tabnertka ofT Enahexal® 10 mg (10 _mg
eHananpun manear) AHeBHo. Makcumanha fosa e 2 X 2 TabneTkn oT Enahexal® 10
mg (2 x 20 mg eHananpwun Marnear) AHEBHO.

ChbpaeyHa HefocTaTbYHOCT/HapyLeHa (MYHKLKUS Ha NABaTa KamMepa

HayanHaTta nosa e 2,5 mg eHananpun maneat cyTpuH. JlekysalumsT nekap Moxe Aa
yBEMVUM [03aTa Camo fIOCTENEHHO B 3aBUCUMOCT OT WHOMBUAYaANHATa MOHOCUMOCT
Ha nNauueHTa KbM feYeHNeTo.

Mo npaeuno noaabpxatliaTa fosa e 1/2-1 TabneTka oT Enahexal® 10 mg GHeBHO (5-
10 mg eHananpun maneart). MakcumanHata Aosa OT 2 TabneTtku OT Enahexal® 10
mg AHesHo (20 mg esananpun maneat) He TpRbea na Hbhe HaaBulaeaHa.

[03UpOBKA NPy NauMeHTW C YMepeHo HapyiueHa 6vbpeyna hyHKLMA (kpeaTUHUHOB
knupbHC 30-60 mi/min) ¥ paumeHTV B Hanpefyana 8b3pact (Hag 65 roanHn)
HauanHaTa posa e 2,5 mg eHananpun Marneat CyTpuH. Mo npaBuno noaabpXxaLlaTa
posa e 1/2-1 TabneTtka o7 Enahexal® 10 mg (5-10 mg eHananpwui Manear) AHEBHO.
MakcumankaTta gosa oT 2 Tabnetku ot Enahexal® 10 mg gresro (20 mg eHananpun
manear) He Tpsbsa ga ObAe HaaBulLasaHa.

[oaMpoBKa NPV NaLMEHTW C  TEXKW HapylieHwua Ha 6bbpevHara _ OyHKUNA
(KpeaTUHUHOR KNUPBLHC roa 30 mi/min) v nauveHT Ha anannsa

HauanHata nosa e 2,5 mg elananpun maneat CYTpUH. MaumeHT Ha puanusa
TpsibBa Aa npuemaT Tasu 4o3a cnep guanusa.

Mo npaBuno nopabpxawara posa e 1/2 TabrieTka OT EnaHEXA®L 10 mg (6 mg
eHananpun manear) AHeBHO. Makcumantara fosa orv 1 Tabnetka oT Enahexal® 10
mg (10 mg eHananpun Mariear) AHeBHO He TpsiGea Aa 6bAe HapBKiaBaHa.

Kora ¥ Kak MOXeTe Aa npueMarte Enahexal® Ta6netkn 10 mg?

Moxete aa npuemarte Enahexal ®ratneTkn 10 mg HE3aBMCUMO OT XpaHeHunTa. Mo
rpaBUno OnpejeneHaTa AHeBHa Jo3a ce npuema CYTpuH, HO € Bb3MOXHO n na 6uae
pasferneHa Ha 2 rnpuema - CyTpuH W BeYep. Mons, npuemaiite Tabnetkute C
[OCTaTbMHO KONWYECTBO TEYHOCT (Hanp. Yawa ¢ BOAA).

Yrbmeare npu ynompeba: 3a [a ce ynecHn MHAUBUOYaNnHOTO A03NpaHe, Enahexal®
TabneTky 10 mg umat genuternda yepta. 3a fa pasgenure TabrieTkara A NocTaBeTe
BbpXy cTaburiHa ocHoBa C fefMTenHaTa YepTa Harope. TabneTtkaTta ce pasgens npu
neK HaTUCK ¢ naneua.

nekap.
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Kakeo TpsibBa pa npeanpueMerte, ako Enahexal® tabnerku 10 mg ca 6unu
NpUMeTM B MHOrO TONEMM KOnuuecTBa (npegHamepeHo MNH HEYMMILLIIEHO
npegozupaxe)?

B 3aBUCUMOCT OT CTENEeHTa Ha Npefo3aupaHe ca Bb3MOXKHW CrefHWTe CUMNTOMM.
crniabocT, 3amaliBane, M3NoTsBaHe, HapyWeHo 3peHue, CbHIMBOCT A0 U3najaHe B8
Besch3anaHne, nospbluaHe, koHsyncum, 6uOpeyHa HefoCTaTEYHOCT.

B cniyyait Ha NnpeaosupaHe ce HyXgaeTe OT Nexkapcka nomoty!

Kakeo tTpafBa ga HanpaeuTe, aKo CTE NPUENM NO-Manko ot npeanucanara fosa
Enahexal® Tabnetkn 10 mg unu cre nponycHan npuema Ha npopykra?

Bue He TpsbBa a npuemarte ABOWHA UMM MHorokpaTtHa fosa. [pogbkeTe npuema
na Enahexal® Tabnetkv 10 mg KakTo e npegnmcaH.

Kakeo TpsAb6Ba pa 3HaeTe, aKo CTe NpeKLCHanu JieyeHWeTo unu cre 1o
npeKkpaTUiiM NpeXxneBpeMeHHO?

Mpy nauueHTV, CTPadall OT BMCOKO KPBbBHO HamnsraHe moxe fa ce Habniogasa
MOBTOPHOTO My foBuuasaHe. [TpU naumeHTh ¢ MvokapAHa He[oCTaTEHHOCT MOXE
fa ce Habndaea Bb30bHoBABAHE Ha CMMITOMUTE.

Kakeu HeXenaHu peakumy Moxe Aa NpeAu3BHUKa MPUMOXEHHUETO Ha Enahexal®
tabnetkn 10 mg?

CrpdeyHo-cbdosa cucmema

PAAKO MoraT Aa Bb3HUKHAT PSisKO CnajaHe Ha KPLBHOTO HanaraHe CbC CMMITTOMU
KaTo 3aMaliBaHe, YyBCTBO Ha criabocCT, 3puTenHU HapyLIeHWs, saryba Ha Cb3HaHue.
Toea ce oTHacs oCcOBEHO 3a Ha4anoTo Ha TepanuaTa U 3a nauueHTh ¢ HeROoCTUT Ha
ENEKTPONATY Winnu TEUHOCTY (Hanp. Mpu npeABapuTenHO NieyeHue ¢ 0TBOAHABALLN
CpeAcTea), CbpAeyHa HeAoCTaTbYHOCT, TexXKa Ui fbbpeyHa XMNepToHNs U ChLUO
npu noBulUaBaHe Ha posata Ha Enahexal® Tabnetku 10 mg w/unum Ha
OTBOAHABALUUTE CPEaCTBA.

MMpu npveM Ha NpogdykTa ca CbobLUeHU OTABNHY Cry4aun Ha HeXenaH fIeKapCTBEHM
peakLymu, CBbp3aHn C PR3KO CrafjaHe Ha KpbBHOTO HansaraHe: yd4ecte nyric,
copuebueHe, apuTMuu, CTAraHe W Gonka B repauTe, MUOKapaeH UHAPKT,
KpaTKOTpaiiHa CUMNTOMATUYHa XUNonepdysnsi (MOHWKEHO KpbBOCHabgsBare) Ha
MO3bKa, MO3bLYEH UHCYNT.

brbpeyu

Psako Morar fa Bb3HWKHAT WM fa ce 3acwiAT HapylleHusTa B 6bbpevHaTa
(hyHKUMS, B OTAENHW Cryyau Aopuw Ao ocTpa bbbpeyna HeaocTaThHHOCT. Papnko e
Buno HabMlo4aBaHo NOBULLIEHO OThensHe Ha BenTbk B ypuhaTa ¢ €JHOBPEMEHHO
BroluaBaHe Ha 6bbpedHaTa yHKUA.

PecriupamopeH mpakm

Monsikora ce HabmiogaBaT cyxa Kawnvua, BbananeHo rbprio, Apesrae rnac u
6poHxuT. PAgko moraT fa ObAat ycTaHOBEHW HapyLeHO AullaHe, Bb3naneHne Ha
CHMHYCUTE, DUWHWT, OTOEenHW cnyyYau Ha BpoHxocnasbM/acTma, Benoppobhn
uHunTpaTH (HaTpynBaHe Ha BewecTsa B BenogpobHatg Zatd), BbananuTentn
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CmomatuHo-4peeeH mpaxm/yepeH 0pob

Pspnko ca Habritogasann ragene, bonku B ropHaTa 4acT Ha Kopema, HapylleHus B
XpaHOCMUNaHeTo, NOBPBbLIAHE, Anapust, 3arek ¥ nunca Ha aneTuT. PsiAKo NeveHneTo
¢ ACE-uHxubutopu e 6uno cebpaaHo chC CHHOPOM, 3ano4satl G XbnTeHuua nopaiu
HaManeHa XTbYHa CeKpelws oo uepHogpobHa Hekposa (MoHsKora CbC CMBPTEH
uaxoa). FpUdnHUTE He ca U3SICHEHN.

OnucaHu ca Gunu OTAEMHW Crydan Ha HapyuieHus Ha YepHoapobHaTa (yHKLMS,
Bb3nanexsue Ha dvepHua Apob, uepHogpobHa HefoCTaTBYHOCT, Bb3NaneHne Ha
naHkpeaca v npennuTade Ha yepsata npn ACE-unxubutopHara Tepanus.

Koxa, cu0ose

Psgko ce HabriogaBaT anepruyHn KOXHU peakuwu: obpuBs, ypTuKapus, cbpbex u
aHTUOHEBPOTUYEH EM Ha YCTHUTE, NULETO W/UIK KpalHuLmMTe.

B oTtmenuu cnydau ca GunM onucann TEXKW KOXHK peaKkuun KaTo nemduryc,
eputema Myntucopme, exconuaTueeH AEPMATUT, CMHAPOM Ha Stevens-Johnson,
KaKTO W TOKCUYHa enuaepmMarta Hekponuaa,

KoxHute npomeHu morat ga 6bAaT npuapyXeHW OT NOBWLUeHa Temneparypa,
MYCKYNHU W cTaBHu GOrkW, Bb3naneHue Ha cbAoBeTe, Bb3nalneHWe Ha nuraBulmnTe,
Kakto 1 npomeHu B nabopatopHwTe napameTpy (MOBMILEHO KOSMYECTBO Ha
e03MHOUNUTE, YBENMUEHO KONUYECTBO Ha NEBKOLIMTUTE B KpbBTA U Ap.)

B otpennu criyyan ca HabriofasaHu NpoOMEHU Ha KoXaTa, nozobHu Ha ncopuasuc,
YYBCTBMTENHOCT KbM CBETIMHA, 3auyepBsfBaHe Ha NUUETOo, U3NOTsABaHe, koconag,
YYNNUBOCT Ha HOKTUTE M 3aculIBaHE CbAOBWTE cnasmu npn bonectTa Ha Raynaud.

HepeHa cucmema

Psoko MoratT ja Bb3HUKHAT rnasofonve u  ymopa, CbHNUBOCT, Lenpecum,
HapYLUEHWUS Ha CbHS, MMNOTEHTHOCT, MpaByykaHe W CTYAEHUHa Ha KpaiHuuuTe,
HapylleHUs B paBHOBECUETO, MYCKYfAHW Cras3Mi, HEPBHOCT, HapyLIeHO NoBeACHUE,
LIyM B ylUMTE, 3aMbBITIEHO BIKAAHE, KaKTO W NMPOMEHN unn spemerHara saryba Ha
BKyCa.

TabopamopHu napamempu (Kpbe, ypuHa)

Psnko Morat fa ce HabmopaeaT cnajaHe KOHUEHTpauusiTa Ha XemornobuHa,
XeMaToKkpuTa, Ha 6pos Ha neskouuTUTe U TpombouuTuTe. [pK HapylueHa OubpeyHa
dyHKUMA, 3abonAaBaHua Ha CbeauHUTenHaTa TbKaH WK CbNbTCTBalUa Tepanus C
anonypwHoOn, NpokamHaMmug WK nekapcrsa, NoTUCKatll MMyHHaTa cucTema, MOXe
08 Bb3HUKHE 3HAUYWTENHO Hamarienne ©post Ha KPbLBHUTE KeTku (aHemus,
Hamarnesue Ha TpomBouuTuTe, HamaneHwe Ha HeyTpodmnuTe, ysenuuasaHe Ha
eoanHoOUNUTE U Ap.), B OTAENHU Cnyyam O 3acsiraHe Ha BCUYKU BUOOBE KPbBHW
xknetku. Mpu HanuuneTo Ha IMOKO30-6-hocdaT AexmaporeHasHa HefoCcTaTbYHOCT
MOXe A2 Bb3HWKHE YBPEXaHE Ha ePUTPOLIUTUTE (XEMONM3A/XEMONUTIYHA aHeMus),
APOSIBABALLO Ce Hanp. ¢ TbMHO OLBETEHa ypuHa w/unu XenTennua. B Tosn cnydait
HE e AOKa3aHa Bpbaka ¢ npuema Ha ACE- unxuburop.

MNpy naumenTu ¢ HapyweHa 6u6peyuHa dyHKUMA morar fa ce nosilaT cepyMHUTe

KOHUEHTpauuMm Ha ypes, KpeaTWHWH, Kanuil 1 pa ce Y pmeBMTe
KOHUeHTpaLumn B KpbBHUA cepyM. [Ipy naumeHTn Che 3ax3 ‘Mﬂo e Ja ce

MOBULLIA KOHUEHTpaUWsATa Ha Kanuil B cepyma.
Bb3MOXHO e nosuLlieHo oTAensHe Ha 6enTbK ¢ ypuHaTa.
Bb3MOXHM ca OTAenHW cnyyau Ha noeuileH dunupyouH
Ha YepHoapobHUTE eH3UMMU.
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lopecniomeHaTute naGopaTtopHu NapaMeTpu Tpsibea fa HbaaT npocneaaBany npeau
W PErYNSPHO [0 BpeMe Ha TepanusTa C Enahexal® Tabnetxu 10 mg.

AKo sabenexuTe HSAKaKBY HEXenaHu peakuuun, Kouto He ca orbensdsaHn B Tasu
NUCTOBKA, MOrs MHopMUpanTe Bawwus nekyealy nexkap unu dapmauesT.

Kakeu mepkn Tpabsa ga 614aT B3eTH BLB Bpb3Ka € HeXXenaHuTe fieKapCcTBEHU
peakumm?

[py oToUM Ha ThKaHUTE, NPUYUHEHW OT Enahexal® u sacsraiiy napuHkca, dapuHkca
winnu esunka, Tpabea na Obae npunoxeH epHokpatHo 0,3-0,5 mg appeHanud
noaxoxHo unu 0,1 mg anpeHanmH (Moris cnasBaiiTe ykasaHuaTa 3a paspexpgare!)
HaBHO MHTPaBEHO3HO Npu npocneassare Ha EKM u kpbBHOTO Hansrane. Cned ToBa
ce npunarat KopTukouzw. [lpenopbuBa ce MWHTPABEHO3HO NPUNOXEHWE Ha
aHTUXKUCTaMUHK U Hz-aHTaroHneTH.

AKO BBIHUKHE XBATEHWUA WM 3HaAYUTENHO yBenuuyaBaHe Ha 4YepHoppodHuTe
eHaumu, neveHueTo ¢ Enahexal® Tpsbea na 6bae npekpaTeHo U nauueHTUTe ba ce
KOHCYNTUpaT ¢ fiekap.

B criyuait Ha Texxky KoxHU peakumu e Heobxopuma HesabaBHa KOHcynTaums C nekap
1, aKo Ce HanoXm, NPeKbLCBaHe Ha NeYeHneTo ¢ Enahexal®.

WHCTPpYKUKMM 32 CXPaHeHWe:
CpOK‘bT Ha rogHOCT Ha JTEKapCcTBOTO € HaneYyaTaH BbpXy OnakoBKata,
,[la He ce yl'IOTpeﬁﬂBa criefl uaTudaHe cpoka Ha rogHocCT, NOCO4YEH BbpXy OnakoskaTa.

Kak Tpsibea a2 ce ctxpaHnaea Enahexal® tabnetku 10 mg?
Enahexal® Tpsbea aa ce cuxpausea npu Temneparypa nog 25°C.
[a ce ckXpaHaBa Ha HEAOCTLIHK 32 felia mecTal

[lata Ha nocnepHaTa peAakLMs Ha TMCTOBKaATa:
HOnn 2003

AKO umaTe OoNbLNHUTERHKU BBAPocK, Mornis obbpHeTe ce KbM Ballus riekyBal nekap
wnu hapmauest.




