U3NLAHNTENHA AT, EHUNR NO JIEKAPGYBATA
1.  ¥IME HA JEKAPCTBEHMSI IIPOTYKT Koamen xapanopicriuns o ooy —

Enalapril-Tchaikapharma 5 mg, 10 mg u 20 mg TaGnerin, | Kom PY A4 a3 /9l 200

Odatipone: .. g/ ‘9? // & 0_’2’

2. KOJIMYECTBEH HKAYECTBEH CBhCTAB

Besxa TabreTka cprbpka 5 mg, 10 mg uau 20 mg enalapril maleate xato akTHBEH2 ChCTaBKa.
3a nOMOLIHY BelecTBa BIXK 1.6.1.

3. JIEKAPCTBEHA ®OPMA

TabneTku 3a nepopansda ymortpeba.

5 mg: po30Ba, MO3auyHa, KPBINa, IWocKa Tabnerka ¢ Ppacera, mamnosana ¢ “ELP 5 “ ot equara
CTpaHa | ¢ JeNIHTeNHa uepta OT Jpyrara.

10 mg: xaheHHKaBO-pO30Ba, MO3AHYHA, KPBIVIA, INTocka Tabnerka ¢ (acera, wamnosana ¢ “ELP 10
20 mg: cHBKaBO-BHOJETOBA, MO3aM4HA, KpbIla, INTOcKa TableTka ¢ dacera, wamnosana ¢ “ELP 20 “,

i

4. KIMHWYHH TAHHU
4.1. TepaneBTHYHH HOKAZAHASA

Benuxyr cTeneHn Ha eceHIManHa XHIEPTOHMs

BeHuKY CTENEHH Ha ChpJSYHA HEAOCTATHYHOCT

JlesoxamepHa AuchyHKIUA clel ocTEP HHDaPKT Ha MHOKapa.
Hsxou THIOBE HA PEHOBA3ANIHE XMICPTOHHS.

JlekapcTBEHHAT NPOAYKT € NPEAHAZHAYECH 3a BE3PACTHH NAlWEHTH.
4.2. lozupoBKa N HAMHH HA NPHJIOKEHHe

Ecesnmanna xuneprorns: Haganmata nosza e 5 mg Beausx UM Apa NETH AHeBHO. (fHuaiinaTa
noaaspIKkala fosa e 10 mg agBa neTH AHeHo. Jfo3aTa TpaOBa ja ce YBENHUH HapacTBamo A0
MakcHMyM OT 40 mg B 3aBHCHMOCT OT HY>KIHTE Ha [ali{eHTa,

CoobpTCTBAINA TEPANUA ¢ ANYPeTHK npn xanepronna: [Ispponatanyara xo3a Enalapril moxe xa
0'p/le OCTEABaHA 0T CUMITOMATHYHA XMIIOTOHMA, KOATO € I10- BepOSTHO Ja Ce MOSBH NIpH NalHeHTH,
nexyBaH# ¢ quypetuk. Thil KATO NPH Te3 NaLEeHTH MOJKE ja HMa HaMaleH 00eM Ha KpBLBTa 1
MOHIDKEHO KOMHYECTBO HATPHEB XJIOPHI, ¢e HpenophyBa ocofeHo BauManme. JluypeTnuHarta Tepanis
cJlenBa fia ce NpeKEsCHe, ako e BH3MOKHO 2-3 any npedy HayanoTo Ha JeyeHHe ¢ Enalapril.

AKO TOBa He € BB3MOXKHO, HavanHaTa fosa Enalapril TpabGea ga e vucka (2,5 mg), Taka ve ga ce
n3berne HadanHuaT edexT BEPXY KPBRHOTO Handrane. B nmocnexcrsie nozara TpsadBa Aa ce OIpeneny
Ha 6azaTa Ha CTOHHOCTHTE Ha KPBBHOTO HANIFaHe H NOHOCHMOCTTA HA ALMEHTA.

Joznpane npu 6B6pevna HexocTaTpYHocT: O600IIeH0, HHTEepBaNITE MLy ABe No3u Enalapril,
Tps6Ba a ce YABILKAT W/ WK 103aTa Jja ce HaMaJlH.

Br6peuna auchyHKImsa Kpearnnunos knmupsae  Havansa noza

{ml/ min) (g aHEBHO)
Jlexo yBpexnane < 80> 30 ml/ min 5 mg
VYMepeHo yBpexaaue <30 > 10 ml/ min 2,5 mg
Tesxko yspexnane < 10 ml/ min 2,5 mg

TlanpenTs Ha AManuza B THHTE Ha ;u&annsa*




* ( Bk “Crieunalsy UpeoynpekaeH s U Npeanassy Mepku 3a ynorpeba” [anuenty na
XeMOAMAIH3a).

Enalaprilate ce gnanuzppa. JlozaTa B JHUTE, KOTATO NALMEHTET HE € Ha JHalii3a ce ONpe/eNs B
3aBUCHMOCT OT PeakLHATa Ha KpHBHOTO HaNAraHe.

Crpaeuna HeIOCTATHIHOCT/ ACHMITOMATHYHA JeBoKaMepHa auchyskuns: Havansata foza na
Enalapril npu nanpent ¢be CAMITOMaTHYHA ChPACYHA HEAOCTATHYHOCT MIIH aCHMOTOMATHYHA
neBokaMepHa JUchYHKLMA € 2,5 mg ABa NETH AHEBHO. Tpabsa Aa ce npuiiara noj MeAUNUHCKO
HabIoIeHk e, 32 Ja ce n3derHe HauanHua eeKT REPXY KPBBHOTO HaIATaHe.

Ilpu nocrasGapkTHA IeBokaMepHa NHCQYHKHA AOSHPOBKATA ¢ Olpee/Ia HHAHBHAYATHO B
3aBHCHMOCT OT CHCTOSHHETO Ha MallMeHTa.

Enalapril moxe fna ce H3M0M3Ba 32 JICUCHHE HA CHMIITOMATHYHA CHPACYHA HEOCTATEYHOCT,
0OHMKHOREHO B KOMOHHALMA ¢ AMYPETUK MU ¢ ZUIHTATHCOR NPOLYKT KaxTo e noaxoasamo. Korato
HSIMA XMIOTOHUA HIH clel eeKTHBHOTO JIeueHHe Ha CHMITTOMAaTHYHATa XUIIOTOHHS, ClIeA TepanuaTa
¢ Enalapril npu cepaeusa HeocTarb4HOCT, J03aTa My TPAOBa NOCTENICHHO I ¢ YBEAMYH [0
noabprama go3a ot 10 - 20 mg, nprnoxeHa BeAHEK WIK JBa IETH AHEBHO B 3aBHCHMOCT OT
MIOHOCUMOCTTA Ha maupenTa. Toea TUTpUPaHe HA J103aTa MOXKe Ja & USBBPIIHM 3a HepHoZ oT 2- 4
CEAMUIH HIH 0-0BP20, aKO MPH3HALKTE Ha ChpAeYHa HeNOCTATEYHOCT ca Hanuie. IIpu natueHT!
ChC CHMITOMATHYHA CHPIACUHA HENOCTATRYHOCT, TA3H CXeMa Ha JIosUpaHe Moxke Ia 6b/e edukacHa U
JOBEX/A R0 HAMANABAHE HA CMBPTHOCTTA.

Buumatenno Tpg6Ba Jia ce npociieNaBaT KpSBHOTO Hansrane M 6r0pednara QyHKIMS NPEH H e
nevenne ¢ Enalapril (Biwk “Creuuaiti HpeynpexaeHua 1 npeanasHil Mepky 3a yrotpeda™), nopaxH
PEAKHTE JOKIAIM 3a XMITOTOHKA K nocneapaia 6p0peuna Hepoctars4HOCT. Ilpn naupentTH, nekysaHu
¢ JUYPETHLIH, H03aTa Ha JHYPeTHKa, ako € BE3MOKHO TPA0Ba Aa ce HaMaiH NMpeny Ja 3arnoqHe
TepanuaTa ¢ Enalapril. [Tosrarta na xuroTonna cnen nepeoHazandata J03a Enalapril He npeanosnara,
Ye XHIOTOHMS Ile BE3HHKBA IO BpeMe Ha JBIrocpoyHata Tepanus ¢ Enalapril u He e npuunna 3a
cnipane Ha ynorpebara My. CepyMHMAT Kanuii cbLI0 TPAGBa Ha ce npocneadra (sHx “JIekaperBeH: B
IPYTH B3aUMOJEHCTBHS ).

Tabnerxure Enalapril- Tchaikapharma morar fia ce mprsarar npeaH, O BpeMe WIH CHel XpaHeHe,

4.3. Ilporuponorazanus

Enalapril € npoTHBOMOKA3aH NipH HaliUEHTH CBC:
®  CBPEXMYBCTBUTEJIHOCT KbM aKTHBHOTO BELECTBO HIIM HAKOE OT IOMOIHUTE BEIIECTBA Ha
IPOJYKTa, aHAMHE3a 32 AHTHOHEBPOTHUYEH efieM, CREp3aH ¢ npeaxosrawy npueM Ha ACE
BHXHOHTOP;
*  apaMHE3a 32 HACNIeNCTBEH HIH MIHONATHYCH aHTHOSIEM;
* BYCTpaHHA CTEHO3a Ha OLOpevTHaTa apTepusl, MUTpalIHa CTeHO03a, O0CTPYKTHBHA
xurepTpodHYHa KapIHOMHOIETHA.
Enalapril- Tchaikapharma e npordBonokasan npu GpeMeHHOCT U KbpPMeHe,

4.4, Crexaansu NpeAyNPEXKACHHAA ¥ NPEINA3HH MEPKH HpH ynorpeda

CumMnmoMamu4na Xunomonys
CHMITTOMATHYHA XHIIOTOHUS € HaGAIOAaBaHA PAKO NPH NALHEHTH ¢ HeYC/I0MKHEHA XUIIEPTOHHA.
Tlpu xurepronnLy, rtonyyasay Enalapril, XurnoToHus e no-seposTHO Aa ce NOABK aKO NaLHeHTHTE
ca ¢ HaMmajieH 00eM Ha KPBBTa, HAIPHMEp Cilel AMYPETHYHA Tepays, HaMallABade Ha COJTa B
IHETaTa, A9anusa, QUapHs HIIH NORpBINaHe (BIK cbiio “JlekapcTBEHH M APYTH B3aUMOIEHCTRHA™ U
“Hezxenaru jekapcTBorH peaky ). CHMATOMATHYHA XHIOTOHKA € Habmonagana U IIpH NAUMeHTH
CBHC CBPAESYHA HEIOCTATHYHOCT ¢ HIH 63 chnsTeTBala Oh0peyHa HelOCTaTLYHOCT.
CHMIITOMaTHYHATa XUITOTOHHA € Hal-BEePOSTHO /1A ce MOSBH IPU OHE3H 0T TAX, IPH KOHTO CTeleHTa
Ha Chp/IeuHa HeTOCTATEYHOCT € NO-TekKKa, KOeTO ¢€ OTpassBa B ynoTpebara Ha BUCOKY,
BpUMKOBH JHypeTHLH, XUTIOHATPHEMHS My (GyHKIHOHaNHO 660pedno yspexaan {%@3
JeYeHHE Ha TAKKBA MalueHT. KaTo npaBuiio npM Te3H NaHHeHTH, JTeHEHHETO TP, 6;@ d3anous
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AeKapCKo HAbMOIeHHe, KaTO MIAHEHTHTE CIIeABA Ja Ce CAeHAT OT BIIHz0 M cllel
onpenens gozara #a Enalapril wumn auyperuk. oxoben noaxon Tpabea aa ce Aty




NALMEHTH ¢ HCXEMHS WIH LiepebpoBackynapHo 3afonisate, KOUTO MOIaT Aa IONYHAT [IPEKOMEPHO
CliafaHe Ha KPBBHOTO HalsraHe, KOeTo Ja JoBelle A0 MHOKapeH urapKr HiH HepeGpoBackyIapHo
HapyLieHHe.

AXo ce pazBye XHIIOTOHHS, MAITMEHTHT TPAORA 14 Ce NOCTABY B JIETHANO NOJIKEHHE © IOBAMIHATH
Kpaka H aKo e Heo0xoauMo fa ce Iiposefe 00eMO3aMecTBaLa Tepariid ¢ HHTPaBEeHOSHO BIMBAHE Ha
(PH3HONIOTHYEH Pa3TROP WM ApYT moaxonsm pasteop. Ilpexoauara xumoroHus He e
KOHTPaHHAMKALHS 32 TPHIOKEHHSTO HA CITSBAILE A03H, KOMTO MOTaT ja ce AaBat Oe3 npobiaewm, ciex
KATO KPBBHOTO HalAraHe € OHIO NOBHIIECHO B NOCIENCTRYE Ha 00eMO3aMecTRaliaTa Teparu.

IIpy HIKOH NANHEHTH CBC CHPAEYHA HEROCTATBYHOCT, KOMTO HMaT HOPMaITHO HAM HHCKO KPBBHO
HAJIATaHe, € BB3MONKHO AONBIHHTENHO MOHWKABAHE HA CHCTEMHOTO KPBBHO HalAraHe cnej
npunoxerue Ha Enalapril. To3u edexr Moske fa ce oyaxsa ¥ 06u4aiiHO He € IIPHYHHA 32
IpeKpaTABaHe Ha TeparmiaTa. AKC Takaba XHIIOTOHM] CTaHe CHMIITOMATHYHa, MOXE Ja C& HaJlokKH
HaMaJifBaHe HA NO3aTa /MM NpeKpaTsBare Ha IpueMa Ha auyperHk u/unu Enalapril.

Yepedena Gebpeuna gynxyun

TIpH HAKOH MaNHEHTH XUIIOTOHHATE, MIOCTeRBana HadanoTo Ha Tepanuata ¢ ACE unxuburopu, Moxe
Ia AOBefe N0 N0- HATATBHIIHO YBpexknaHe Ha 6p6peunara dynkupa. Cplio Taka e ZoKiafBasa 0CTpa
6B6peyHa HelOCTATEYHOCT, KOATO 0GHKHOBEHO € o6parnMa. [Ipu nanueHTH ¢ 6B6peyHa
HEJOCTAThYHOCT MOKE Ja ce HAJIOXKH HaMasisBaHe Ha J03aTa W/ MK 4eCTOTara Ha npHeMa (BHK
Jlo3supoBKa U HaYKMH Ha npunoxeHne). [Ipyu Hakou nauuentd ¢ 6unarepanna 6p6peuna aprepuanta
CTEHO3a MK conrapHa OLOpeyHa cTeHo3a, ¢ HaboXaBaHO MOBUIIABAHE HA CEPYMHATA ypesd 1
CePYMHHS KPEaTHHHH, KOUTO 00HKHOBEHO ca 61l o6paTHMU Cliex NipeKkpaTaBaHe Ha TEPafluaTa.
TlopuiraBaseTo Ha cepyMHATa ypes U CePYMHHA KpeaTHHUH ¢4 IfO-XapaKTepHH 3a MallesTH ¢
OpOpeuna HeOCTaTBUHOCT,

Haxou naupeHTH Se3TpenxofHoHeARarHocTHIUpaHG GEOpeyHo. 3a00/19Rate ca Oy YHIH’
yBenuyapane Ha KpHBHATA Ypes H CePYMHHEA KpeaTHHHH, 00HUaliHO JeKO ¥ NMPEXONHO, KOTaTo
Enalapril e 611 nprnarad ceBMecTHO ¢ AHypeTHK. Moxe ja e HaJOMXKH HaMansdBaHe Ha J103aTa W/
Ha TUypeTHKa W/HAK ipeKkpaTaeaHe Ha ipHema Ha Enalapril.

Cepuvxuyscmeumenrocm / Anzuonegpomuien eoem

ANTHOHEBPOTHYEH eIeM Ha JIHIETO, XpalHHITe, YOTHHTe, €3KKa, IJI0THCA 1/ HIIM JIarrHTca ca Gymm
PAAKO NOKJIAABAHM NPy naueHTH, nexysauu ¢ ACE usxuburopy, sxmodntenHo 1 Enalapril. Tosa
MOKe JIa G TI0STYYH TI0 BCSKO BpeMe Ha Jedenneto, B momobuu cnyvau, npueMsT Ha Enalapril cnensa
Ja ce npexpaTti He3abaBHO # Jia cé OCHIIECTBH LAJIOCTHO JISYeHHME JO TPAHHO H34e3BaHe Ha
CHMITTOMMTE MPEAr MALMEHTHT Aa ¢¢ u3nuite oT SonHuuara. CheTogHUeTo OOHKHOBEHO ¢ 06paTHMO B
ciyyali, ¥e [oIyBaHeTo € OIPaHHYeHO 10 JIMHETO, YCTHHTe U yCTara, BEIPEKH Y& aHTHXHCTaMHUHHTE
MOTaT Ja ca IIONIe3HH 3a o0neKkyaBaHe Ha CUMIITOMMTE.

AHTHOHEBpPOTHUEH e1IeM, CBBP3aH ¢ JIapHHreaneH oTok Moxe fa 6bae daranen. B cryyalt va
BBBIIMYEHETO Ha €3UKA, IJIOTHCA WIH NapHHKCa, KOETO MPHYHHABRA 0OCTPYKIINA HA JUMXATENHHTE
ABTHIA, H3MCKEA He3aDaBHy MEPKH, KATO MOKOKHO NIpHnoKeHHe Ha afpenanuH (0,3 ml go 0,5 ml,
1:1000) # crOTBETHN MEPKH 32 IOAIBPIKAHE HA NIHXATeNHUTe NbTHINA NpoxoaumMu. CpaBHEHH ¢
TIANHEHTHTE OT JPYTUTE PACH, HEPHOKOKUTE TTALHEHTH UMar [10- BUCOKA YeCTOTa Ha
aHTHOHEBpOTHYCH cargpoM npx npueM Ha ACE naxuburopu. ITanenTy ¢ Munana aHaMHe3a 3a
a"rnoeneM, 6ez Bph3ka ¢ ACE unxubuTopHa Tepanus, Clieipa Ja ce CYHTAT 3a [IAUMEHTH ¢ IOBHIICH
PHCK 3a aHrHoeneM, noxaro nomyqasaT ACE unxuburop (Byx cbio Ipotusonokazanus).

Cneznpa a2 ce o6phila 0c0GeH0 BHAMAHME ¥ TIPH NANMEHTH ¢ aBTOMMYHHH 3a0onasanus (lupus
erythematosus, scleroderma), KOuTo ca ¢ MOBHIIEH PHCK 33 pa3BHTHE Ha HEYTPOIICHHA H
arpa"yIoLUKTO3Aa.

Anagunaxmuuny peaxyuu no epeme Ha O0eceHCUBUNUSAYUS KoM KPUIAMY Hacexo
B pexnku ciyyau € ycTaHOBEHO, Ue nauuenTH, nomyyasamy ACE unxuburops; ¢
JKUBOTO3ACTpALIABALIY aHA(HUIAKTONIHY PeaKidy 0 BpeMe Ha AeceBcHOusi



KpMJIATH HaceKoMH. BpeMeHHO npekpatsBane Ha Tepanuata ¢ ACE uHxuburop, Npeaxoxalio Beaka
JeceHCHOHAM3aIHs, MOJKe Jia [IOMOTHE 3& NPEJOTBPATABAHETO Ha NOJOOHH peaKiyH.

Hayuenmuy na xemoduanusa

AnaQHnakTOMAHH peakiiHy ca A0KIaABAHH NPH NalMeRTH Ha JHanu3a ¢ BUCOKO IIPOITYCKAMBH
memBpanu (Harpumep AN69 mongakpWIHWTPHT MeMOPaHni) K neKyBaHH enHoepeMerHo ¢ ACE
HHXHOHTOD. [IpH Te3u manueHTy TpAGBA Aa ¢e U3MOA3BAT JpyT THII MeMOpaHH 3a JHAIH3A HIH JpyT
K7ac HHTHXHUNEePTeH3HBHE IPOAYKTH.

Kawnuya

HenponyxrHeHa, nepcucTUpania KaUuliLa e Aowianpada npy ynorpeda Ha ACE uHXHOUTOP, KOATO
H3ye3Ba ciiell pexpaTaBake Ha Tepanuata. Kamumua, npenussuxana ot ACE naxuburopn, Tpabsa ga
ce ¥Ma npelBkA B JuiepeHnuanHaTa ABariosa,

Xupypeus/Anecmesusn

Enalapril Moxxe na 6nokupa obpa3yBaseTo Ha aHMHOTeH3HH-II Benencrse Ha KOMIIGHCATOPHOTO
oceo00sKIaBaHe Ha PEHHH NPH MALHEHTH, NOJIOKEHH Ha IoAMa Ollepatys K- 110 Bpeme Ha
aHeCTE3Ms ¢ MPOLYKTH, KOUTO NMPHUHHABAT XUIOTOHHA. XHIOTOHHA, IPEIH3BUKAHA 110 TO3U
MEeXaHU3bM, TPIOBa Na ce KOpHrHpa upes 06eMo3aMecTHTENH.

Cepymen xkanuii

B xauau4HM IPOyYBAHHA, CEPYMHHAT Kaniid 0OUMKHOBEHO € OcTaBai B PAMKHTE Ha Hopmata. IIpu
NAalHeHTH ¢ XHIIEPTOHMs, fekyeanu camo ¢ Enalapril 3a neprion o1 48 cenqMuuy, e HabmoAaBaHo J1eKo
TIOXauBaHe Ha cepyMHHA kKanuii, okono 0,2 mmol/ L. Tlpu nanuenty, iekysaun ¢ Enalapril n
THARHAER AUYPETHK, e)eKTHT HA JUYPETHKA 3a eJIMMMHUPAHE Ha Kamusa ¢ obuHaliHo HaManeH OT
ethexra Ha Enalapril.

Axo Enalapril ce npunara ceEMecTHO ¢ IMYPETHK, TIpeNu3BHKsal 3ary6a Ha KanuH, XumoKkaageMus K
XUNTEPyPUKEMHSI, PEAU3BHAKAHE OT JHYPETHKA MOKE J1a Ce HaMaH (JIEKO yBeNHYCHHE Ha CepyMHUS
KaNuii IpH ManHenTy, Nekysans ¢ Enalapril). Prackosure daxTopH 3a pasBHUTHE Ha XHIICpPKaTHeMHs
BKIrOUBaT GBOpeyHa HeIOCTaTHEYHOCT, 3aXapeH auabeT U ChBMeCTHa yrioTpeba Ha Kanuii-
CHXpaHaBaIM JuypeTiiy (Hanpumep spironolacton, triamterene, amiloride), kamnesu go6asxu WK
3aMeCTHTeNH Ha KajiHil- ChABPIKAINH COL.

4.5, JlekapcTBeHH M APYTH B3aHMOACHCTBHA

Anmuxunepmensusna mepanus

AHTHXUIEPTEH3UBHITE IPOIYKTH, IPUIIoKeHu ¢ Enalapril, MoraT la MOBHINAT aHTHXHITEPTEHIHBHUA
eexr. AxpeHepritHuTe 6I0KepH cieaBa Aa ce koMGurnpat ¢ Enalapril camo nog BuuMatenso
HabmoaeHuHe.

Kanuti-coxpanneawy Ouypemuyu, Kanuii-CoOopiicatyy Rpooykmu

Cohemectnara ynotpeba Ha Enalapril ¢ Tesu npomykrs, ocofeHo MpH naugenTy ¢ yspeneHa. 0s0peuna
hYHKUMSA, MOXKE A4 JOBELE A0 NOBATA Ha XUNepKalueMHs (BIDK ChIN0 “CrelHalHy NpexynpeKaeHus
U TIpearasHa MepK 3a ynoTpe6a”). Ako chBMecTHaTa ynoTpe6a Ha TOPenoCOUeHUTE NPOAYKTH Ce
CMETHE 3a IOAXOAAINa, TO T€ cle/iBa Ja ¢e NIPHaraT NPeAnasideo, KaTo YecTo Ce NpoCIeRsBar
CepyMHMTE KaAMeBH HHBA.

Cepymen aumuti
Kakto BCekH ApYr NPOAYKT, criocoGeTBall eTMMHHUPEHETO Ha HAaTpHs, ApuyionkeHueTo Ha Enalapril
MOJKe /12 ¢ aCOLMHpa C HaMaeH KIAPBHC Ha inThd. ETo 3aimo HUBATA Ha cepyMHHMA nutwii Tpabea 1a

€& MOHHATOPHPAT PEIOBHO. s
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Anonypunon, yumocmamuyy, UMyHOCYRDECUSHY AZEHMY U KOPIWUKOUOU
CoeMmectrara yriotpeba Ha Enalapril ¢ allopurinol, raroctatiind, UMyHOCYIIP
KOPTHKOMAH YBEHUABa PUCKA OT PA3BUTHE Ha JICBKOTIEHH,



Hecmepouduu npomusose3narumenny npooyKmu

Ilpu naxou nanuenty ¢ yepelieHa 060pedna GpyHKIHA, KOUTO ¢a JTEKYBaHH ¢ HECTEPOMAHH
HpPOTHBOEB3NAMUTENHN HPOAYKTH, ChBMecTHaTa ynorpeba ¢ ACE HHXHOUTOPH MoXKe a loBeAe 10
TIOHATATHINEOC BIOWasare Ha OEOpeunara dyHkups. Teau edexrn obpuaiino ca obpaTHMH.

B wiunn4Ho dapmaxonornyHo npoyusare indomethacin u sulindac ca 61Im NpunaraHy Ha NaUUeHTH
C XHNepTOHu, puemaly Enalapril. B Tora npoyuraHe HAMa JaHHY, CBHAETEIICTRALIM 33 HAMAJIABaHe
Ha AaHTHXHIepTeH3uBHuA edexr Ha Enalapril. O6ade moxnani codar, 4e HECTEPOUAHHTE
NPOTHROBE3NATHTEHH HPOAYKTH MOTAT A2 HaManAT anTHxuneprensissusa edexr na ACE
unxubuTopute. TOBA IEKAPCTBCHO B3aUMOASHCTRYE CIeABa Ja ¢¢ HMa IPESABHA NIPH DALMEHTH,
TIpUEMAIIH HECTEePOMIHH TPOTHBOBE3NAIMTENHH IeKapCTBeH: IPOonyKTH cbeMecTHO ¢ ACE
FHXHOUTOPH.

4.6. BpeMeHHOCT H KhLpMeHe

Ynompeba no epeme na dpemennocm

Vnotpebara ga Enalapril e KOHTpaHH,uuquaHa IO BPEME Ha 6peme1—moc>'r Cs1no Taka enlapril cneaea
Ila ce TPEKPATH BB3MOKHO Hali-CKOpo, Cliel KaTo ce ycTaHopH bpeMenHocT. Ako ACE nHxuOuTOpi ce
npHAaraT NpH OpeMEHHH JKEHH [IPe3 BTOPHA M TPeTHA TPHUMECTHD, T MOTaT Aa JoBenar 2o detansa u
HeoHaTallHa 3a00/eBaeMOCT H CMBPTHOCT. ¥YitoTpebarta Ha ACE HHXHOHTOpH npes TO3M IiepHoT Ce
CEBp3Ea ¢ (peTaNHNA N HEOHATANHN YBPEIKIAHNS, BIUTIOUBALIA XHIOTOHMA, OEOpeuna HEJI0CTATHIHOCT,
XHNEepKATHeMAs W/ UM XHIOTIIA3KMA Ha Yepera MpH HOBOPOAEHOTO.

Tipu nosBa Ha ONHIOXHAPAMHHOH, KOHTO € B Pe3yNTaT Ha HamaneHa Op6peuna yHKUMS Ha UTOJA,
MOZKe 12 ce TIONYYaT KOHTPAKTYPA Ha KpaHHHIKTe, KpaHHodauualIHH 1e(opMaliy ¥ XHITOILIACTHIHH
Genn apobose.

Te3n HeXeMaHM JEKaPCTREHH peakiy 3a eMOpHOHa M Iutofa H3INeKAa He ¢a Pesynrar OT
UHTpayTepuHHOTO Uinarane Ha ACE waxuGurop, orpasnyeHo B IBPBHA TPHMECTED.

Ynompeba no epeme na xopmene
Crienu ot enalapril u Enalaprilat ce cexperrpar B yoBelnkata kbpMa. KenaTelko e nNpexpaTasaHe Ha
KBPMEHETO, ’

Ynompeba npu oeya
TTprnoxenuero Ha enlapril npH Aela He ce Mperopb4Ba, Thil KaTo edukacHOCTTa U He30I1acHOCTTa My
B Ta3¥ BB3PACTOBA [PyIla He € YCTaHOBeHA.

4.7. EdexTn BLPXY cuocobHocTTa 32 o HpaHe H-padora ¢ MAHHA

HuausuIoyaTHRAT OTTOBOP KBM JISUEHHMETO MOsKe /12 BapHpa. Hakou HexxenaHH peakiyy, JOKIaABaHA
BB BpPB3KA ¢ mpunokeruero Ha Enalapril, Morar aa nosmusst BEpXY crocoOHOCTTa Ha NaLlHeHTa 3a
miogHpade 1 pabota ¢ Mansay. { Bk “Hedkenany AeKapcTBEBH peakuun”),

4.8. HexxeJ1aHH JeKAPCTBEHH PEAKIMHH

Hesxenanure sexapcreeHi peakiii Ha Enalapril, mocouenn oT KIMHHYHH H3NATBAHKA, C& GHITM JIEKH
H IIPEXOMTHM 10 NPKPOJia Y B IOBEHETO CiTyYaH He Ca H3UCKBaIM NpEeKpaTiBale Ha Tepariara,
CriefiHuTe HeKeNaHu JIeKapCTBeHH Peakniy ca OaK acoLEupany ¢ yrotpedara Ha Enalapril:

LTHC: 3amassocT 1 riapoGomie ca Suii Hai-oCuuaiiHuTe HOKIaiBaHH crpaHHynK edekTi. YMopa H
acTeHud ca OWIMH AoknafBaHH B 2- 3 % oT nalldenTHre.

CopaeuHO-CHI0BA CHCTEMA: B TIO- MANKO 0T 2 % OT NaUdeHTHTE C& NOMy4aBaT XHIIOTOHHS,
OPTOCTATHYHA XUIIOTOHHS, CHHKOTL

TCacTporHTecTHHANHA CHCTEMA: TafieHe, HapHd (B 10~ MaJko oT 2 %).

Otpenurenda cucTeMa: NMO-pAAKO ca OHIY NOKIafBay HapyieHa OB0pedHa (byﬂmlﬁf,}? 'p“’f)“‘,?
HEAOCTATHYHOCT M OJIHTYPMIL. ’a:%“ .r?
PecrmpaTopha cucTeMa: B IO-Mako oT 2 % OT malMeHTHTe C& NoJydaBa K

Jpyru: MyckyJIHU Kpamiy, 0OpHBE (B 1o-Manko ot 2 %),




Cepoxuyecmeumennocm/ Anzuonesponurien edem

AHTHOHEBPOTHYEH €eM Ha JIHLETO, KpaituuiTe, YCTHHTE, e3HKa, FIOTHCa W/ KI) TapuHrca ca 0unn
nabmopapany paako (K “Creniaidy NpefynpecaeHid U NpeanasH MepkH 3a ynorpe6a’).
Hesxenanu nekapeTBeHy peakiiy, BE3HUKBALIN PAZIKO [10 BpeMe Ha KOHTPOIHPAHATE KIMHHYHH
NpoyYBaHMs1 HITY KaTO MMOCTMAPKETHHI'OB ONMT, BRIMIOUBAT!

Kapouoeackyrapru

MuokapaeH HHAPKT WK 1epedpOoBACKyNapeH HHLIHAEHT, BE3MOKHO BTOPUYHO Cle TeXKa
XHIOTOHHS TIPY PHCKOBH NALMEHTH, 00JIKa B MBpANTe, MANIUTALNH, PATHMHA HapyIIEHHs, aHTHHA
NeKTOpHC, (heHoMeH Ha Raynaud. (Brx “Crienpantn npefynpesxaeiia v NpeAnasHd MEPKH 3a
ynotpeda”).

Tacmpounmecmunanmu
Wneyc, naukpearht, vepHOApobHa HEAOCTATEYHOCT, XENATUT- XeHaTOLCTYIapeH MiH X0JECTaTHYEH,
HBLATCHHMLA, abaoMANaTHa 6ojika, NOBPBLUIAHE, AUCTIETICHS, KOHCTHIIALS, aHOPCKCHS, CTOMATHT.

Hepena cucmema/cuxsiarmpun )
Henpecus, 0GbpksaHe, COMHOJIGHTHOCT, Oe3CHHIE, HEPBHOCT, NIapECTE3MH, 3MATHOCT, KOMIMapH.

Pecnupamopnu
ITynMonapuu uHGpMITPATH, 6pOI-IXOGHaBMH acTMa, AUCIIHEA, PUHOPes, BH3NANEH0 IBPIIO,
TPECHIHANOCT.

Kooicnu
Huadopesa, eputema MynTHbopMe, exchoNHaTHBEH JePMATHT, CHHAPOM Ha Stevens-Johnson,
TOKCHYHA ENUNSPMANIHA HEKPOJin3a, eMuryc, IpYypUTYe, YPTUKapHs, anonenys.

Hpyau

HMnoTeRTHOCT, 3auepBaBaHe Ha KOJKaTa, NpOMIHA BBB BKYCa, THHHTYC, [JIOCHT, Pa3Masas0 BIDKAAHE,
Jloxnamead ¢ KOMIIEKC OT CHMIITOMHE, KOMTO MOXKe Jia BIJIFOYBA €IHH KM BCHYKY OT CIIeAHUTE
CHMIITOMM: TPECKE, CEpPO3MT, BaCKyJHT, MAANrHA/ MUO3HT, apTpasirus/ apTpHT, MO3HTHBHO ANA,
nosuirero ESR, eostHogwang H neBronuToza. Morat ja ce nospsT ex3aHreMa, GOTOYYBCTBUTEIHOCT
MM APYTH AEPMATONOTHYHHA [IPOABH.

Jabopamopnu Haxo0xuy

Ipunosxenuero Ha Enalapril psanko ce acouupa ¢ KIMHHYHO CRBP3aHH NPOMEHH B CTAHAAPTHUTE
naGopaTopHH cTolfHoCTH. Habmoaasane e MOBHIIABAHE HA CEPYMHHTE HIMBA Ha yPedTa, KpeaTHHKHHE,
yepHOAPOOHATE ex3umy W Wik OwHpyouH. Tesn npomeHu obmyaiiHo ca oGpaTumu ciex
npexparasate Ha Enalapril. Be3HUKBaNM ¢a XUIEPKATUEMUS H XHIIOHATPHEMHSL.

Habmonasanu ca criagane Ha XxeMoTJIoOKHa M XEMaTOKpHTA.

Or nauanoto Ha ynotpebara Ha Enalapril, ca 6uma nowiaiBany pend ciiyyad Ha HEYTPONEHHH,
TpOMﬁOIIHTOHCHHﬂ, NCATHCKAHE Ha KOCTHHA MO3EK H arpaHyJJOLNT03a, B KOMWTO Ciy4aHd IIpHiyHHHO-
caelcTBeHaTa Bphika ¢ Enalapril e Bee olie HecurypHa.

4.9. Ilpeposapane

JaHHUTEe OTHOCHO Npeno3xpane IPpH YOBEKa ¢a orpaHKHYeHH. XUIOTOHMS, 3all0YBalla OKOJIO WIECT
yaca clief JIOTIbEIate Ha TabeTkuTe (KaTo NocnenBailla XapakTepHCTHKa Ha IOATHCKaHe Ha peHKH-
aHIMOTEH3UH-AJOCTEPOHOBATA CUCTEMA) U CTYNOP Ca NPElCHEHH KaTo Hali- BaKHHTE IPOABH Ha
nipeposupaneTo. CepyMun uuBa Ha Enalaprilat 100 npTa 1 200 nbTH N10-BUCOKM OT OOHYalHO
HabmoaasaHuTe Crejy TepareBTUYHH J03K, ¢a ToKnajBaHy ciex norikmase Ha 300 mg u 440 mg
Enalapril pecriektieHO. ,j—_-——\
r.(‘f,ﬂij,i?}f 1.?
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HpenopbuaHoTo JieuenHde Ha MOA0OHH CltydaH BKIIOYBA IOCTARAHE HA NIAIL ﬁ

DOJIOXKEHUE ¢ IIOBIHIHATH KpaKa M HHTpaBeHo3Ha UH(Y3HS Ha HOpMaNieH

npyr nofxoasm pasteop. [oxxondma e nudy3marta Ha angiotensin II, ax t 5 lyﬁi_}o% ,;,0;
.{‘_'e Rl
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NPEnO3UPAHETO € CHBCEM CKOPO, To TPAOBa Jja ce Npey3BHKA TTOBPBIIAHE M [a C& Hanpasy CTOMAllieH
napax. EHanmanpumaTeT Moxce na Gbe OTCTPaHEH 0T CHCTEMHOTO KphBOOOPALLEHHE Ypes
xemoauanuza (siwk “Crielyanyy ipeAyIpesAeHUs ¥ NpeanasHi MepkH 3a yrnotpeba - [laupenTtu Ha
XeMoJHalIn3a’).

5. PAPMAKOJOTIHMYHH JAHHU
5.1. ®apMaroAMHAMHYIHA JAHHH

ATC Kon: C09A A02
(PapMakoTepaleBTHYHA TPpyla: AHTHXHIIEPTEH3IHBHO CPeacTBO. HXHOUTOp HA AHFHOTEH3HH
KOHBEPTHPAILMA €H3UM.

AKTHBHOTO BelliecTBO Ha enalapril (Enalapril maleate) e Manearna con Ha Enalapril, nporseoaHo Ha
ABe aMUHO Kucenuuw; L—ananun u L-npoimH. AurdoTeH3HH KoHBepTHpaiirsT ensiM (ACE) e
TETTHAKI QUIeNTHAA33, KOATO Karalu3upa KOHBEPCHATa HA AaHTHOTeH3KH I B nipecopHara cyOcTaHuua
anrdoTessud II, selecTRO MOBUIABAO KpBBHOTO Hansrare. Chey abcopbrmata, Enalapril ce
xXuaponusupa no Enalaprilat, koiito maxubupa nnasmenns u tbkasdaus ACE. Tora Boau Jo naMajieHa
[171a3MEeHa aKTHBHOCT H2 aurHoTensud 11, Koero noBUinaBsa IIa3sMeHaTa akTHBBOCT Ha peHuH (opajiH
OTCTpaHsdBake Ha HeTaTHRHATa 0OpaTHa BPB3KA Ha OCBODOXK/IABAHETO Ha PEHMM), aHrHoTeH3UH I 1
HaMaleHa CeKPeIHs HA aiIOCTepOH.

Tsii karo ACE e unentuyeH Ha xunasa 1I, Enalaprilat cemo Taka Moxxe na GIIOKHpa pasrpaxIaHeTo
Ha OpanuxHnuna, BaKeH BasonpecopeH nentya. Pons Ha OpanukuKyHA B TepaneBTHIHKA edeKT Ha
Enalaprii Bce oue He € NOATBBEpISHA.

Brnpeky, ue efekTHT Ha MOHMKABaHe HAa KPEBHOTO Hansarane Ha Enalapril ce nbmxu ocHOBHO Ha
CYNPECHATA HA PEHHUH-aHIHOTEH3MHE-AIA0CTEPOHORATA CHCTEMA, KOATO UIPAe OCHOBHA PONIS B
KOHTPO/Ia Ha KPHBHOTO HANPaHe, € yCTAHOBEHO, ve enalapril okazsa aHTHXMIEPTEH3HBEH eeKT JOpH
BpY MaUHSHTH ¢ XHISPTOHUS ¢ HHCKO HYBO HA PEHHH.

Hpunoxennero Ha Enalapril Ha raueHTH ¢ XUNepTeH3KA BOAY 0 NOHIKABAHE HA KPBBHOTO
HaNAraHe B U3MPABEHO M CEAHAJIO [TONoXKeHu e 6e3 3HauuTeNIHO JIOBHIaBane Ha Chp/ievHaTa 4ecToTa.
CHUMITOMATHYHATA MOCTYPAHA XUIIOTOHMS He € wecTa, [1py HAKOM NMAlfReHTH ITOJIyYaBaHeTo Ha
ONTHMANEH CIIaj Ha KPBBHOTO HAIKITaHe MOXE Ja H3MCKBA HAKOJIKO CeAMMYHO AeveHue. Buesamnoro
ppekparseane Ha npueMa Ha Enalapril ne e 61 acolimupaH ¢ BHE3aNHO NOKauBaye Ha KPEBHOTO
HasATaxe.

Edexruena uxutumus Ha ACE akriBHOCTTa 06ugalino ce roayyasa 2 - 4 gaca ciell epopainHo
NPHIOKEHHE Ha HHANBHAYyanHa fo3a Enalapril. Hauanoto Ba aHTHXUNIepTeH3HBHATA aKTHBHOCT
o6uyaiiHo ce HAGOAABA B TeYEHHE HA eIHH Yac, KaTo MaKCHMATHO MTOHIDKABAHEe Ha KPBBHOTO
HasIATaHe ce MOCTHra oT 4 fo 6 yaca cliel HPUICKEHHETO Ha JIeKapeTBOTO. IIpOABILKMTEIHOCTTA Ha
edeKTa e To303aBucHMA. TIpH IperophUMTeNHH NO3H, AHTHXUIIEPTEH3MBHHAT edexT U edexTsT Ha
XeMONHMHAMMKATA Ce IOIILPKAT B paMKUTE Ha NoHe 24 yaca.

Tlpu npoy4Banys Ha XeMOAHHAMEKATA NPH NALHEHTH ¢ eceBlpallHa XHIepTOHH, HAMaIBaHETO Ha
KPBBHOTO Hajldrane ¢ OHIO NPHAPYKEHO ¢ IOHMKaBaHe Ha NiepudepHara apTephalHa Pe3HCTeHTHOCT,
MOBULIABAHE HA CHPASUHMA AeOMT 1 He3HAUNTENHA MK HUKAKBa IPOMAHA B Chp/eYHATa YECTOTA.
IMponsioKkATENnnOTO NpHioKkeHue Ha Enalapril e 6uno aconuupano ¢ nosuiieH 650peyeH KPBBEH TOK,
JOKATO HUBOTO Ha [NOMEPYIHA HITPalHs ce € 3anasiio HenpoMeseHo, Habnoaasana e chilo Taka
3afpBKKa Ha HAaTpAil # Boga. Obaye, IPM HATHEHTH ¢ HHCKO HUBO Ha TTIOMepYJIHA QHITPAI Npeay
Teparnid, 38IBPIKAHETO Ha HATPHit B BoJa OGHKHOBEHO & YBEIHUEHO.

Tlpu nposexxniane Ha KPATKOCPOYHH KIIMHAYHE NIPOYUBAHHS NpH HauueHTH ¢ 650peuno 3abonasane ¢
u Ge3 npuApy:Kasai graber cren mpynoxkenye sa Enalapril ca naGmonasany HaManssase Ha
anbyMUHYPHATS, eKCKpeIHATa Ha ypuHHH Ig G 1 061ys OenTrk B ypHHATA.

Axo Enalapril ce npunara ¢EBMECTHO ¢ THA3HAHH AXYPETHLH, eheKTHT Ha HaMalsABaHe Ha KPHBHOTO
pangrase e anurueeH. Enalapril Mojke fa Hamanu Wik HpeA0TBPaTH BPE3HHKBAHETO
WHAYHHpaHaTa XUITOKANHEMHS.

Tepanuatra ¢ Enalapril e 6una aconunpasa ¢ 61aronpuaTHHA eQexT BhPXY IL
JIMMONPOTEHHNTE, KAKTO M BhPXY HUBATa Ha OOILMA XoNecTepol.




ITpy naiyeHTH ©bC CHpeYHa HEAOCTATHYHOCT, JIEKYBAHH ¢ NUrOKCHH, Tepanuara ¢ Enalapril e 6una
acoLMMpana ¢ HaMalgsaHe Ha mepuepHaTa ChA0BA PERHCTCHTHOCT H KPEBHOTO HaJTaHe,
CrpaeunusaT nebHT ce e YBenWyul, JoKaToO ChpAcuHara yectora (06HuaifHO YBEAHYCHA IPY MIALHEHTH
CBC ChPACUHA HEAOCTATHYHOCT) ce e HaManuna. [TymokanmwipHoTo Halsrane (CEIPOTHBRIICHUETO Ha
GenoapobumnTe xanMIIpH) cHINO ce e HamManwio. Criopen kpuTephvTe 3a oletikara Ha New York Heart
Association, TonepaHchT IPH HATOBAPBAHE H CTEIIEHTA Ha ChPASYHA HEMOCTATEYHOCT €a ¢e
nopobprnn. Tesu edexry ce NOXBPKAT [0 BpeMe HA ABNIOCPOUHA TepanHi.

Ipu naumenTy ¢ neka oo yMepeHa ChpAeYHa HeloCTaTBuHOCT, Enalapril 3abaBs HuBoTO Ha
NpOrpecHBHATA ChpAeyYHa AHAATAHA B HEAOCTaTHUHOCT, KOCTO € 0T6eN13an0 Upe3 HaMaLIBaHe Ha
KpaifHus JHACTORMYCH M KpaliHKi CHCTORSH 00eM Ha JisBaTa KaMepa ¥ nonobpseane Ha ¢pakuuaTa Ha
H3TNacKBaHe.

B mMBoroueHTposo, nnaneto-KOHTPOIHPaHo, NBOHHO ClANO H3CNeBaHe IIPH HapyIueHa KaMepHa
dysxups (SOLDV) e onereH edexrsTt Ha Enalapril npu 6797 nauwenta. O61o 2569 nanueHTH ©
BCHYKE CTEIISHH HA CHMOTOMATHUHA ChpAeyHa HeJOCTATEYHOCT (oBeYeTo Jeka 1o yMepena, NYHA
wnac I u I1) ca 6unu panmoMusupany B “JleuebHa” rpyna, a 4228 naupeHTa ¢ aCUMITOMATHYHO
HapywapaHe GyHKIMATA Ha JISRA kamepa B “TIpepanTHeHa” rpyna. O6obmenara undopmaiys
riokaspa obul0 HaMaJsBaHe HA PHCKa OT Pa3sBHTHE Ha rojieMH ucXeMuuHu NpHcTsnu. Enalapril
HaMAaJIfgBa ClIyuanTe Ha MHOKAapASH WH(apKTH CTENeHTa Ha XOCTIUTAIN3aIMs IpH HectabumHa
CTeHOKAapJHs IpH NMAaLHeHTH ¢ HapylueHa QyHKIMs Ha JIBa KaMepa.

B gonensenwe B “IIpesanTiBHa” rpyna, Enalapril 3HaunMo e npemoTBpaTil pa3BUTHETO HA
CHMITTOMATHYHA ChPaeUHa HEMOCTATHUHOCT U € HaMamil 6pos Ha XOCTIHTaNH3allHUTe Mopaan
CBpAEYHA HEOCTATBYHOCT.

B “JleuebHna” rpyna, Enalapril xaTo momeinenne KbM KOHBEHIIMOHAIHATA TEPANKA 3HAUHTEIHO
HamMa/aBa o61HaTa CMbPTHOCT H CTENEHTA Ha XOCIHHTaNH3aLHA [IOpaaH CHPIICTHA HEAOCTATHYHOCT H &
noAeOpHn pyHKiHoHHpaneTo Ha NYHA knac,

B nonoGHO mpoy4dBate, BKJIFOUBRALIO 253 NanHeHTa ¢ TeXKa ChpAedHa HemocTarsynoeT (knac IV mo
New York Heart Association) Enalapril e noxazasn rionoGpseade Ha CHMIITOMHTE Ha CEPJSUHA
HeAOCTAaTBYHOCT M 3HAYUTENHO € HaMaJHI CMBPTHOCTTA.

Kapauonpotextusante kadecrsa Ha Enalapril ca 61mn nemoncTpupany B Te3 NpOyuBaHus upes
6naronpuaTHETE eeKTH BEPXY OLENABAHETO U upes3 3a0aBiHe Nporpecupatero Ha CHpJEHaTa
HEAOCTATBYHOCT MPU MALMEHTH Cb¢ CHMITOMATHYHA ChpAeUHA HeNOCTAThYHOCT, ypes 3abapgHe Ha
Pa3BUTHETO HA CHMITOMATHYHA CBPASYHA HENOCTATHYHOCT NPH NallHeHTH ¢ aCHMITTOMATHYHA
HapyueHa QyHKIMS Ha JIBa kKaMepa H upes NpeaoTBpaTIBaHe Ha HCXEMH Ha KOPOHapHHTE CHIO0BE
IpH NalMeHTH ¢ HApymeHa GYHKIHS Ha JiABa KaMepa, KaTo SHAUMTENHO HaMaiaBaT clydaure Ha
HH(papKT Ha MHOKApIa ¥ CTEeHTa Ha XOCTIHTAIH3ANN Hopagy HecTabHIHa CTeHOKapAHs.

5.2. @apmMaxkoxuHeTHYHH AAHHH

Abcopbyun

Enalapril ce aGoopbupa 6Bp30 B racTpORHTECTHHAHHS TPAKT, CNISM NEPOpPalIHO NPUIIOKEHHE
npubmuzurenso B 60 %. MocTHra MakchManHy Mia3MeNy KOHISHTPalKH B PaMKHTE Ha Yac.

Cnen abcopGupane Enalapril 65p30 1 3HayuTenHO ce xuapomusupa o Enalaprilat, mowen ACE
HuxubuTOp. MakcHManuuTe CepyMHH KOHIEHTpatuy Ha Enalaprilat ce mocturar okoso 4 yaca cien
niepopanna nosa Enalapril. Enalaprilat ce emumunnpa ocuosHO upes 6s6penure. EQextneaoTo Bpeme
Ha nony»xupoT Ha Enalaprilat, cnea Maorokparsu Aosu Enalapril e 11 gaca. AGcopbuusrta Ha
nepopanuo npunoxenus Enalapril He ce ToBNusBa OT HANMIHMETO HA XPaHA B TACTPOMHTECTHHANHHIA
TpaKT.

Pasnpedenenue

Enalaprilat, xoiiTo ce cBBp3Ba ¢ UIa3MeHNTe IPOTEHHH, OLeHeH Kakto ypes Oanancypana npuanmsa,
Taka ¥ upes duarpanms, yokasba 6ndasHy Auarpavu Ha Scatchard, MHAMPEKTHO NpeAnOAaTali
HaNHYMETO Ha ABE CBHP3BALIH MecTa, ITBpBOTO BUCOKO-~ apMHHTETHO CBBP3BALIO MACTO C HUCHK

CBEp3Ball KanauuTer npeobianasa npy Huba Ha Enalaprilat rioa 8 ng/ mL. Tog_a,. UHHTETHO
cpBp3Bae e croiicTBeHo Ha rmnasmennte ACE. JIpyroro cBBp3Baino MACTO 2?& I - HTET
U [0- MaiBK apuauTeT; 00ade, CBBP3BAHETO NPH CTOMHOCTH Haj HHBATa HY SFI ca

TepaleBTHUHO eeKTHBHY He Haamwuarat 60 %, koeTo npenmnonara, ye papia



AIPONYKTA He e MOBAMABA 3Ha4UTeNHO, [IpoyuBaHus BEPXY KydeTa l10Kka3sar, ue Enalapril mpemunasa
cnabo, ako M He HHKAK KphBHO- MORBYHATa Gapuepa; Enalaprilat He s npemunasa n3o0uro.

Memabonuzem
Oceen npeeprmaneto B Enalaprilat, He ¢ ycraHOBeH 3HaunM MeTabonnssM Ha Enalapril.

Ernumunupane

Enalaprilat ce exckpetrpa ocHoBHO Upe3 OBOperuTe. OCHOBHHTE KOMITOHGHTY B YPHHATA Ca
Enalaprilat n uHTaxTeH Enalapril, xato Enalaprilat npesgcrasisea oxono 40 % ot gosara.
Enalaprilat Moxxe 21a ce enyMEHIpa OT NUPKYALIKHATA MPe3 XeMoaUallu3a.

5.3. HpenxauHHYHHA JaHHN 32 fe30macHoCT

BesonacuocTTa Ha MIpoayKTa ¢ Onna u3nuTRaa Hpe3 NPOALILKUTENHNEA NepHoA Ha yn0'rpe6a B
KNEHATHATA [IPaKTHKA.

6. PAPMALEBTHYHI JAHHHA

6.1. Cnnebk Ha NOMOIHHTE BEHIECTRA

Smg 10mg 20mg

. mg/tab mg/tab mg/tab
Sodium hydrogen carbonate 0,70 1,40 2,80
Lactose monohydrate 232,0 1420 2840
Maize starch 2548 18,0 36,0
Croscarmellose sodium 10,0 5,40 10,0
Pregelatinised starch 5,6 1,8 3,6
Magnezium stearate 1,14 1,0 2,0
Iron Oxide Red E172 0,08 0,25 0,3
Iron Oxide Black E172 - 0,15 0,5

6.2. HechEMECTHMOCTH

He ca powianganu.

6.3. Cpok HA rOAHOCT

24 mecena

6.4. CnenuajmH yCJIOBHS HA CHXPAHEHHE

Ha ce coxpaHsisa npn Temneparypa rog 25°C. Jla ce nasn or Birara.
Ha ce mazu Ba MACTO, HEAOCTBITHO 3a Jgka.

6.5. llan¥H 32 ONaKOBKATA
Bnuicrep ot 10 Tabnerkn, kytua 3 x 10, 2 x 10.
6.6 Cnenuanng mpeana3sHy MEPKH Hpu ynoTpeda / u3XBbPAAHE

Hawma.

7. MPUTEXATEJ HA PASPEHIERHETO 3A YVIIOTPEBA
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8. HOMEP HA PA3ZPEINIEHHUETO 3A YIIOTPEBA
Enalapril — Tchaikapharma Smg — No.20020715 -

Enalapril — Tchaikapharma 10mg — No.20020716
Enalapri} — Tchaikapharma 20mg — No.20020717

9. JATA HA TBPBO PA3ZPEIIABAHE/MOXHOBSBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

115893/ 19.08.2002

10. JATA HA AKTYAJIMSHPAHE HA TEKCTA

OxromepH, 2007
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