KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

CO-RENAPRIL
KO-PEHAIIPHJI

1. HUME HA JIEKAPCTBEHHUA ITPOJAYKT

Co-Renapril 20 mg/6 mg tablets
Ko-Penanpuna 20 mg/6 mg tabneTku

Co-Renapril 20 mg/12.5 mg tablets

Ko-Peranpun 20mg/12.5 mg TabneTku

2, KAYECTBEH 1 KOJIMYECTBEH CHCTAB

AKTHBHHU BelecTsa:

Beska tabnerka Co-Renapril 20 mg/6 mg cpaspxka 20 mg enamanpuioB mManear v 6 mg
xuapoxyoporuasun (enalapril maleate / hydrochlorothiazide).

Besixa tabnerka Co-Renapril 20 mg/12.5 mg csabspxa 20 mg eHananpwioB MaiearT 1 12.5 mg
xuapoxnopotHasua (enalapril maleate / hydrochlorothiazide).

[TomMomHK BeniecTBa: 3a MLIHUS CIIHCHK HA MOMOILIHUTE BEIECTBA BXK, 6.1,

3. JEKAPCTBEHA ®©OPMA
Tabnerku

Onucasue:
Ko-Penanpun 20 mg/6 mg — cBETNIO CHHM, KPBITIHM, TBOHHO M3ITBKHAIH TabIETKH ¢ QMAMETHD 9 mm .
Ko-Penampun 20 mg/12.5 mg - CBeTNO OpaHKeBy, KPBITIH, ABOMHO M3ITBKHATY TAOICTKY ¢ IMAMETHP 9 mm.

4, KAUMWHUYHHU JAHHHU

4.1. TepaneBTUYHH NOKAIAHUA

Co-Renapril e noxaszan 3a nevyenue HA apmepuaIna XuUnepmonus npu nayueimu, 3a Koumo e
ROOX00AUA KOMOUHUPAHA mepanus.

4.2, Jo3upoBKa N HAYHH HA IPHJIOKEHHE
[lo nexkapcko npennucanue. 3a Nepopanto NPUIOKEHHE.
Jlo3upoBKaTa M NPOABIKHUTEIIHOCTTA HA JICYEHUETO C€ ONIPEACIAT UHIANBUTYATHO.,

Apmepuanna xunepmonus.
CranapTHaTa NpenopruMTENHa THEBHA 1032 € | Taﬁnma maero Co-Renapnl 20 mg/6 mg wm |
tabsetka aHeBHO Co-Renapril 20 mg/12.5 mg. [ipu neobxooumocm 0o3ama modice Od ce ygeaudu 00 0ge
madiemxu 6eOHLIC OHEBHO,

[Ipedxoocoawyo nevenue ¢ ouypemuyu:

Crnen nagannara g03a Co-Renapril Moxe 1a HACTHIIM CHMIITOMATHYHA XUMIOTOHHUY, KOETO € 110-
4ECTO NPH AeXUApaTHpaHH [DALMEHTH, KaTO pe3ynTar Ha [PEeaAXOAHO JICHEH M

[Topaan TOBa AWYPETHYHOTO JIcdeHHe TpsOBa Oa ce Tpekpatu 2-3 OH ’
rpuioxeHue Ha Co-Renapril.

Hosupane npu nayuenmu ¢ yapederna 6vbpeuna pynxuyua.
TuazugHuTe IMYPETUIIM HE ca MOAXOASIIHM npu ObOpeuHr 3a00nsaBaHus
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KpeaTHHUHOB KIUPBHC o4 30 ml/min (cpeaHa uim Texka 0b0peuHa HeA0ORd r;, SO
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IIpu naunuenty ¢ KpeaTHHHHOB KNHPBHC 0T 30 zo 80 ml/min, Co-Renapril Moxe aa ce u3nonspa
CaMO ClI¢Jl THTPHpPAHE Ha OTACITHUTE KOMIIOHEHTH. B Te3W ciydam HE € NPENOPBUUTENHO
IPUIOKEHUETO HA KOMOMHUPAHH JIEeKApCTBEHH IPOAYKTH.

Jleua — Ynorpebara Ha TO3M NPOAYKT HE CE€ MpenopbhyBa IpH acua. [lpu tax O¢3omacHOCTTa H
e(PeKTUBHOCTTA HE € JOKa3aHa.

4.3. IIporusonoka3zaHun

¢ AHaMHE3a 32 AQHTHMOHEBPOTHYEH €IeM IMOAy4YeH mnpu mpenxoxnaamo ncuenue ¢ ACE-
AHXAOWTOPH WIIH IIPH MTAIIHEHTH ¢ BPOAEH HJIH HIHOIATHYEH aHTHOEHEM,
CBPBXYYBCTBUTEIHOCT KbM aKTHBHUTE UJIHM HAKOE OT IIOMOILHUTE BEIIECTBA;
CBPBXYYBCTBUTEIHOCT KbM JIPYTH CYJIDOHAMHUIY;

Anypus;

Texko yepexnane Ha Op0peynara PyHknus (KpeaTHHHHOB KIHPBHE <30 ml/min);

Texko yepHOApoOHO YBpEKIAHE;

bpeMEHHOCT ¥ KEPMCHE.

44. ChneuManHu npeaynpexiaeHus H NpeaAnasHy MepPKH npu ynorpeda

Xunomonus u RapyueHus Ha 600HO-eAeKMPOIUMHUA baianc

KaxTo npu BCAKa aHTUXUNEPTEH3WBHA Tepanud Yy HAKOM [allMEHTU MOXEe [a HAacThIH
CUMITTOMaTH4YHA XUIoToHNA. [lanmmenTuTe TpadBa Aa ce HabmOaBaT 34 KIMHUYHY CUMIITOMU HA
BOAHO-CIEKTPOANTEH  aucOanaHC, KaTo  HaOpuMep - XHNOBOJIEMHSH,  XHIIOHATPHUEMHA,
XHIOXJIOPEMHUYHA AJIKAI03a, XHIIOMArHe3neMus WM XUIIOKAIHEMUsA, KOUTO MOraT J1a Ce HMOABAT
Ha (poHa Ha JUApHUA WK NOBpBLIAHE. [Ipy TaKuBa MAUHMEHTH € HEOOXOIHUM NIEPHOAUYEH KOHTPO
Ha HABATA HA CEPYMHUTE CJICKTPONUTH.

OcobeHo BHHMaHHe TpaAOBa ma ¢e oOpblla HA NALMEHTH C MO3BYHO-CbAOBA OOJECT HIH ¢
ucxeMuyHa 00J1ecT Ha ChPLETO, 3all0TO €KCIECUBHOTO ITOHMKaBaHe Ha apTePHainOTO HajlsATrane
MOXE [a NPeIU3BUKA HCXEMHUYHH MO3BYHH MHUHACHTH WK MUOKap/eH nHGpapkT. [1pu cnanane
Ha KPBBHOTO HAIATAHC MAIUEHTHT C€ MOCTABS B XOPU3OHTAIHO IIOJOKEHHWE M TPH HYXJAa ce
IpHIara HHTPaBeHO3HO BIMBaHe HA GU3UOIOTHYEH Pa3TBOD.

[Ipexoxgnara XHIIOTOHHS HE € MPOTHBOMNOKa3aHUE 3a IIPOXBIKABAHE HA JICYEHHETO. BBIMOXKHO €
TepanuaTa Aa ce IIOJHOBH ¢ IIO-HUCKM JI03M CJEJ Bb3CTAHOBABAHE Ha ILIa3MEHUs O0eM U
HAJIATAHE KW OTACTHHTE ChCTABKH /14 C€ U3NOM3BAT CAMOCTOATCITHO B IOIXOASIIA 103a.

Aopmina cmenoza/xunepmpouuna KapouoMuonamus

Kakto Bcuuku Bazoaunatraropd U ACE-uHxubutopure TpadBa da ¢€ Opujiarat ¢ NOBHUILEHO
BHHMAaHHeE TIPY MADHEHTH ¢ XANEPTPOPUUHA KapAUOMHUOIIaTHA B Cy0aopTHaA CTeHO3a B TpsadBa ga
Obaat U30ATBaHHU B CIyYan Ha KapAMOTreHEH LIOK ¥ XeMOJAMHAMHYHO 3HauuMa 0OCTPYKLIUS.

bvopeunu yspeoicoanust

THazuaHuTe AMYPETULH HE ca NOAXOAIM Ipu Ob0OpeuHy 3a00/aBaHua U ca HeeeKTUBHU IIpH
KpEaTHHUHOB KIMPBHC 1101 30 ml/min (cpeana umu Texka 6p0peuyHa HeT0CTaTHYHOCT).

Tpabea na ce wu3barsa npuaoxeHuetro Ha Co-Renapril npu npaumedtu ¢  Obp0OpeuHa
HeJOCTaTbYHOCT (KpeaTHHWHOB KIHPBHC <80 ml/min), IOKATO THTPHPAHETO HA OTHCIHHTE
KOMIIOHEHTH HE € JOKa3aJ0 HeOOXOAMMOCTTA OT JO30BUA PEXXUM B KOMOUHMpaHaTa TabneTka.
Crnen mpueMase Ha eHananpwl B KOMOHHAIIMS ¢ JAWYPETHK, HAKOM TanucHTH 0€3 JMaHHH 3a
apeamecTsalnoe 0uOpedHO 3a00sBaHe, Pa3BUBAT JCKO KM MPEXOIHO NOBHIICHHEHR~KPHBHATA
ypess W CEPYMHHSA KPEAaTHHHUH., AKO TOBA HACTHIIM 10 BPEeME HA Te ‘iﬁ“l@ril.

KOMOMHHPAHOTO JcueHue TpaOBa aa Obae npekpareHo. Bbp3MOXHO € Tep @\‘r € o1#0 .\ C
MTO-HUCKHA JO03W WU OTACTHHUTS KOMIMOHCHTH Ja C¢ H3MOJA3BAT CaMoOC u THD B MB XV Na
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[Tpunoxenuero Ha ACE urxuOuTOpH NpH NMauMeHTH ¢ MOHO- MMM OujarepanHa CTeHO3a Ha
ObOpeuHa apTepHd, MOKE Ja MPEAW3BUKA IMOBHIICHHE Ha KpPBBHATA ypes W CEPYMHUSA
KpeaTUHUH, OOUKHOBEHO 00paTUMO Cliell IPEKBbCBAHE HA JICUCHUETO.

bvOpeuno-cv008a xunepmonus

ChllecTBYBa MOBUIICH PUCK OT XHUIIOTOHHS ¥ OBOpeyYHa HELOCTATHYHOCT, KOTraTO NALHEHTH C
OGunarepasjHa ¢creHo3a Ha ObOpeUHa apTepHd HIIM CTeHO3a Ha apTepHusaTa NpH cosuTapeH Ondpek
ca gexysanu ¢ ACE unxubutopu. Hapyuenuero Ha Op0peyrHara QyHKIUA MOXE J1a ce U3pasu
caM0 B JICKH NMPOMCHH B CCPYMHHUS KpeaTHHHH. [lpu Te3um manmeHTH JedeHueTo Tpadsa [1a
3alloYHe 1107, HeMOCPEACTBEH JIEKAPCKM KOHTPOJN C HHUCKHM O03d, BHHMATEIHO TUTPHpaHE M
npociiensBane Ha OpOpeunara PyHKuuM4.

bvbpeuna mpancnianmayus

Hsama onuT 1mo OTHOLICHHE IMPUIOKEHUETO HAa CHAIANPHII IIPH NalMEHTH CBC CKOPOLIHA
OBOpevna TpaHcnanTannad. [1o Tasw npuuMHa JTCUYSHUETO ¢ CHITAIPHI NPH TaKWBA DAMCHTH HE
ce MpenopbyBa.

Yeproopobuu 3a00136aHUs

TuazugHUTe OUYpPETHUM TpaOBa na ce Mpuiarar ¢ NOBHIIEHO BHUMAHHME IIPH MAUMEHTH C
yBpEJCHA YepHOAPOOHA (DYHKIIMS MITH TIPOrPECHBHO YEPHOAPOOHO 3aD0NABAHC, THI KaTO JOPY
MAJIKY HapylieHHs BBB BOJHO-€JIEKPOIMTHHA OanaHC Morar Ja IIPOBOKHPAT Pa3sBHTHETO Ha
XeraTajHa KoMa.

Yeproopobra HeoocmamsyHocm

Paako ACE unaxuCuropute ca OMJIM CBBbpP3aHH CHC CHHIPOM, KOHTO 3aloyBa C XOJECTAaTHYCH
MKTEp M Tiporpecupane a0 $yIMUHAHTHA 4epHOApoOHa HEeKpo3a W (romskora) no Qaranex
u3Xo4. MexaHu3MBbT HAa TO3W CHHAPOM He € H3acHeH. [lanuedHtute noayuasamuy ACE
WHXHOUTOPY, KOMTO Pa3sBHBAT MKTEP WM M3PA3eHO IOBHINABAHE Ha YEPHOAPOOHHTE EH3UMH,
TpsaOBa a MpeKpaTAT JeYCHUETO U fa ObJAT NPOCeAeHH OT JIeKap.

Heymponenus/Azpanyioyumosa

[pu nanuenutn nexysauy ¢ ACE unxubutopn ce chobInaBa 3a HEYTPOIEHHMS/arpaHyIoLHTO3a,
TpombonuToneHus u adeMus. [Ipu mammeHTH ¢ HopManHa OnOpeuna @yHKiws 1 0e3 Ipyrw
yCJIOXKHSABALM (PaKTOpH, HEYTPOIEHUs Ce pa3BMBa psaako. Examampun Tpsadsa na ce mpunara
U3KTIOUNTEIHO BHHMMATEIHO TIPH IIAHAEHTH CBC CBAOBA KOJIareHosa, HMYHOCYNpPECHBHA
Tepanug, Je4eHre ¢ AIONYPHHO WM IpOKauHaMU, MIM KOMOHHAUHA OT TE3M YCIOXKHABAIIK
dhakTopH, 0coOEHO TIPH TPEIBAPHTEIHO ChIlleCTBYBaIla yBpeacHa 0n0peyna dyHkius. Haxon oT
TE3W MNAaUUEHTH Da3BUBAT TEXKH HHQPEKLUHH, KOUTO B HAKOW CJAy4ad HE C€ MOBAMUABAT OT
MHTEH3WBHO AaHTHOHMOTHYHO JiedeHHe. AKO EHaJIaNpuil ¢€ HpHiara Ha TakWBa [aLWECHTH,
pernoppYBa Ce MEPUOJHYHO 1@ Ce KOHTPOJMpaT HHMBATA HA JICBKOIUTHTE, KAaTO MAlUEHTHTE
TpaGBa 1a GbAAT YBEIOMEHH, Y€ ¢ic/IBa 1a ChOOIIABAT 3a BCAKA NMPOsABA Ha WHECKIIHS,

Yeprioopobna iedocmamvynocm

Paako ACE uuxuburopurte ca OUIN CBBP3aHH CBHC CHHAPOM, KOHTO 3aloyvBa ¢ XO0JICCTaTHYCH
UKTEP U Oporpecupade o0 (QyJIMHHAaHTHA 4YepHOApOOHa Hekpo3a U (MoHAKora) A0 (aTaicH
u3xom. Mexanm3MBT Ha TO3M CHHAPOM HE € wu3AcHeH. Ilanwmenrtare nojrydaBamn ACE
MHXUOHUTOPH, KOUTO Pa3BHBAT MKTEP WM H3pa3eHO MOBHUIIABAHE HA YEPHOAPOOHUTE CH3UMH,
Tpa2OBa JAa MPEeKpaTAT JCUCHHETO ¥ 12 ObAAT ITPOCIIEICHH OT JIEKAP.

Heymponenus/Azpanynoyumosa
[Tpu nmauuenTd nekyBaHn ¢ ACE uHxubuTopd ce cpobuaBa 3a HEYTPONEHU
TpoMOOLHTONIEHHA U aHeMHudA, [Ipm manweHTR ¢ HOpManHa OnOpeuHa ¢y
YCIIOXKHABAIIN (PAaKTOpPU, HEYTPOIICHHA Ce pasByuBa PAIKO. Enananpun T

C aﬂanypﬂﬂoﬂ HJIYM NPOKaMHaM#[, HIX KOMOuHALMsS OT T€3U YCIOXHSIB
NPH IIpeIBApHTEIHO CBHINECTBYBalIa yBpeaeHa O0n0peuyna PpyHkuus. Hsxo
pa3BUBaT TEXKK HHQPEKUMH, KOUTO B HAKOM Cjiyyal HE € IIOBIHUsBA

3



AaHTHOMOTHYHO JIeUYeHHE. AKO €Halanpui ce€ Mpuilara Ha TaKUBa MALMEeHTH, IIpenopbpyBa ce
IICPUOAHYHO [1a ¢¢ KOHTPOJNUPAT HUBATA HA JICBKOLHMTUTE, KaTO IMAllMEHTHTE TPAOBa 1a OBAaT
YBEIOMEHH, Y€ ClIe[Ba Ja choOIIABaT 34 BCIKA MPOSBA HA HHPEKLIHS.

Memaborumnu u enooxpurnu egpexmu

Tepanusata ¢ THA3KMAHU JUYPETHULIM MOXE Ja HAMAJIH [JIFOKO3HUS Tojiepadc. Moxe aa ce HaloXH
KOPEKITHSA B f03aTa Ha aHTHANAOETHYHUSA TTPOIYKT.

TuasugHuTe JUYPETULIM MOTAT Aa MOHMXKAT YPUHHATA KAJILMEBA €KCKpPEeUUs U Ja Npeau3BUKAT
JICKO, TPEXOTHO NOKAYBAHE HA CEPYMHUS KATIUN. 3HAUUTEITHA XUTIEPKAIIUEM S MOKE J1a Obe
IPU3HAK 3a CKPHT XHNepmapaTUpouAu3bM. luasuaute TpabGea ga Obaar cnpeHu npenu
H3clIeBaHe Ha QYHKUMUATA HA Mapallli TOBUIHUTE KIIE3H.

[Tprito)keHHETO HAa THA3UOHH AUYPETHUM MOXE Aa ObLe CBBpP3daHO C MOBMIIABAHE HUBATA HA
XOJTeCTEPOIa M TPUTTTULICPUIUTE.

Y HAKOHM HALMEHTH JCYCHHETO C THA3WAHH JMYPETHLHM MOXE Ja AoBede A0 PA3BUTUC HA
XHIIEpYPRKEMHA B/HIH nojgarpa. Eramanpmwi, obave, Moxe Ja NOBHUINH OTACIIHETO Ha THKOYHA
KHCEJIHHA ¢ YpPHHATA M TaKa Ja OTC/ady XUMIEPYPHKEMUYHHUS e(PEKT Ha XUAPOXIOPOTHAZHA.
Tuasuaute (B TOBA YHCIO H XHAPOXJIOPOTHA3M]) MOTAT Oa MPEAH3BUKAT HAPYIICH OantaHc Ha
TEYHOCTH WM €JIEKTPOJIHTH (XHUMOKANIMEMHS, XUIOHATPHEMHSA U XUIOXIOPEMUUYHA ATKano3a).
[IpenynpeauTeTHY NTPOSBU Ha HapylIeH OallaHC Ha TEYHOCTH WITH €ICKTPOJIMTH ¢a KCEPOCTOMHS,
KaXKIa, ¢1a00CT, NeTAprus, ChHINBOCT, 0€3NOKOHCTBO, MYCKYJIHH OOJIKM ¥ KPaMIIH, MYCKYJ/THA
c1aboCT, XUMOTOHHSA, OJIMTYPHS, TaXUKApAHS ¥ CTOMAIIHO-YPEBHH CMYIIECHHS, KATO TaJCHC H
noBpbliiade. HezaBucuMo, 4e MpH NpHIaraHeTo Ha THA3UIHH AHYPETHLM MOXKE Ja CE¢ pas3BHue
XUIIOKAIMEMHS, CBIPOBOKIAINOTO JIEHEHHE € €HaJallpH]I MOXE Ja peayuupa IAypeTHK-
MHAYLHpaHaTa XUIIOKaJIMeMHA. PUCKBT OT XUIOKAIMEMHS € HaH-roJsaM IIpH IA&mUCHTH C
yepHOApoOHA IUpO3a, C YBEIHUYEHA AMYpe3a, ¢ HEAACKBATCH NMPHUEM HA CJICKTPOIUTH U TIpH
MALKEHTH, KOUTO MOIy4YaBaT eqHOBpeMeHHO KopTHKocTepouid und ACTH (Bux 1. 4.3).
XUIoHaTPHEMHS MOXe a4 Ce pa3BHE TPH €IeMaTO3HH IallHeHTH B ropeno Bpeme. JeQuunTsT
Ha XJIOpHAU OOMKHOBEHO € JIEK U HAH-4eCTO HE Hajlara JIeUCHHE.

YCTaHOBEHO €, 9e THA3HAMTE MOBHINABAT YPHUHEHATA EKCKPENMs Ha MarHe3uH, KOCTO MOXE Ja
[IOBJIMsE Ha pe3y.iTaTa OT aHTH-AONUHT TECT.

KoMOHHHpaHeTO Ha eHaNalIpAsi H HUCKA 1034 ANYPETHK He MOXKE 1a M3KITIOYH Bb3MOXKHOCTTA OT
I1049Ba Ha XUIEpKaIUEeMUsl.

[ToBHImaBaHe CTOWHOCTHTE HA CEPYMHHA Kt ¢ OO0 HaOIXOAaBaHO IIPH OTACTHH MALHCHTH
nekyBaHd ¢ ACE uHXuOHUTOPH, BKJIIOUUTENIHO H ¢ eHalanpuil. PHCKOBY NAaUMEHTH, KOMTO MOratT
a2 pa3BHAT CBCTOSHHE Ha XHWIEpKaTHeMHA ca Te3n ¢ OnOpedyHa HEZOCTATHYHOCT, 3aXapeH
anaber, WIM TaKHBa, KOUTO H3MOI3BAT E€AHOBPEMEHHO KaHUK-CHXpPaHSABalllM JHYDPETHUIIH,
KOTHEBH TOOaBKH WM KanHH-CBABPKAIMU COJIEBH 3aMECTHTCIH, KAKTO W TAKMBA TANHCHTH,
KOUTO NpHEeMaT APYTrH JIEKAPCTBEHHM MPOAYKTH, CBBP3aHH ¢ NOBHIIABAHE HA CEPYMHHA Kalvi
(Hamp. XenmapuH). AKo ce Haslara yrnorpedara Ha CIIOMEHATHTE MO-rOpe CPeACTBa, TPEHopbYBa Ce
pPEeIOBHO KOHTPOJIUPAHE HA CEPYMHHSA KallH.

C8pbXUy8CMBUMENHOCM/AHSUOHESPOMUYEH edeM
AHTHOHEBPOTHYCH €M HA JHLETO, KpalfHAIUTE, YCTHUTE, €3HKa, ITIOTHCA H/MIY JIapuHKCa Ce
chOOLIABAT PAAKO IPH HAUMEHTH, KOUTO ce JeKyBar ¢ ACE-HHXHOUTOPH, BKJIOYHTEIHO
eHajanprL. Toit MOXe J1a HACTBIN I10 BCAKO BpeMe Ha JICYEHHETO. B TakKBa ciryvyan NpHEMBT Ha
Co-Renapril Tpabpa na ce mpekpary He3a0aBHO M Ja Ce OCUTYypHU HaOMIOJEHHE M MOAXOAAIIC
neuenne. Jlopy B caydamTe, KOraro OTOKBT 0OXBamla caMo e3Wka, 0€3 1a WMa peCrUpaToOpeH
JUCTPEC CHHIPOM, MOXeE Aa ¢e HAJIOXKH [O-IPOABIKATENHO HAOMIOAEHUE HA _DAUMEHTUTE, Thi
KAaTO JIeUEeHUEeTO ¢ AHTHXWCTAMHHH H KOPTHUKOCTEPOUIN MOXKE 1a HE

pSAKO € OHUIIO MOKJIaBaHO 3a CMBPTHM CAyYad B PE3yJITaT Ha aHTHOHEBP
o0nacTTa Ha TapuHKCa U ¢3uKa. [TallueHTH, MpH KOUTO € 0OXBaHaT €3
BH3MOXKHO Ja IToJIy4aT OOCTPYKIMA Ha AUXATEIHUTE MbTdla. B T
rHezabasao axpenamud 1:1000 (0,3-0,5 ml) moakoXHO U ¢e NpeaIpue
HOpMAaJIHaTa MPOXOAMMOCT HA AUXATE/IHUTE IBbTHIIA.
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[laneHTH ¢ aHaMHE3a 3a pa3BUTHE HAa AHTHOHEBPOTHYEH €4CM MNpPH MNPHIOKEHUE Ha Hpyru
JIEKAPCTBEHW MNPOAYKTH Ca ¢ MOBHIIEH PHCK OT pa3BUTH¢ Ha TakbB Mpu JeyeHUue ¢ ACE-
HHXUOHTOPH.

Croliiasa ce, We TpH YEPHOKOXH MALHEHTH HMMa MOBHIICHA YeCcTOTa Ha aHTHOEIEM IIpH
aeyernue ¢ ACE-uHxuduropu.

Peakimiy Ha CBPBXIYBCTBUTEIHOCT OT IIPOAYKTa MOTAT Aa ¢¢ HaOII0AAaBAT NPH NAUHCHTH C WIH
Ge3 anepryd UM acTMa B aHaMHe3saTa. CrolIiaBa ce U 3a ekcauepbanus Ha lupus erythematodes
IIpH JIEY€HHE C THA3ZHIHHA JUYPETHUIIH.

Anauraxmoudnu peaxyuu npu Oecenuburuzayus
[Tonsgxora mnamnentH, JeKyBaHH ¢ ACE HHXMOMTOpPH, OOIy4YaBaT >KABOTO3ACTPalNIaBaIH

aHA(GHJIAKTOUIHM peaklMy IpH AeCEH3UOUIM3alug ¢ OTpoBaTa Ha XMMEHoNTepa. 1€3d peakunu
ce n30arear upes cnupane Ha ACE mHxubuTOpa npeay Beska AeCeH3nOHNIH3aIus.

Anagunarmouonu peaxyuu no 8peme na LDL-aghepesa

Paaxo, naumedtH aexkyBaHH ¢ ACE udaxubutopy, nojaydasaT KUBOTO3aCTpalliaBallid
agadunakTouaHK peakuuu 1o Bpeme Ha LDL (Low Density Lipoproteins - JIHIOTPOTEHHH C
HUCKa IUTBTHOCT) adepesa ¢ zekcTpad cyndar. Te3d peakunu ce u30ArBaT upe3 BPEMHHO
npexbeBane Ha TepanusTa ¢ ACE naxuburopa npeiy Besika adepesa.

[ayuenmu na xemoduanusa

Co-Renapril He ce mpemopsyBa IpH TaOMEHTH Ha Xxemoamanusa. (boOmamar ce
aHabHIaKTOMAHH peaKLMH [pH MANHAEHTH, QUAIM3UpaHH ¢ BHCOKO-npomyckmuBu (high-flux)
Membpann (Harmpumep AN69) u eaHoBpeMeHHa Tepanud ¢ ACE-unxuOurop. Ilpn TtaxvBa
MajHeHTH TpsAOBa Ja ¢e 00CHAM Bb3MOXKHOCTTA 3a U3M0I3BAHE HA APYT TUIT MeMOPaHH WM APYT
KJIAC AHTHXHUIICPTCH3UBHU TIPOJYKTH.

ITayuenmu ¢ ouabem

ITpu maumentd ¢ auader, JEKyBaHA C MEPOPANHH AHTHAHMAOCTUYHY CPEACTBA MM ¢ HHCYJIMH,
TpsaBBa Ja C€ OCBIIECTBABA HENPEKbCHAT INIMKEMHYEH KOHTPOJ MpPE3 OBbPBHA MECEL OT
neuyennero ¢ ACE naxuburop.

Kauuuya

[Ipu neuenne ¢ ACE-uuxubGuropu Moxe Ja ce MOSBM Kauuuua. Is € HENpoAyKTHBHA,
MEPCUCTHPALIA H OT3BydaBa CJICA CIIMPAHE Ha JIeUeHHCTo. MHynupanaTa ot ACE-uaxuburopu
Kaluua TpsaoBa 1a ce BKIKOUYBa B ANGepeHIIHaIHATA JMarHo3a Ha KallljiilaTa.,

Xuneprkanuemus (6uxc u m. 4.5)

PuckoBuTe GakTOPH 3a Pa3sBUTHETO Ha XHNEPKaIMEMMA BKIIOYBAT ObOpeyHa HEJOCTAaTh4HOCT,
muabeT U ChIIbTCTBAIA yIoTpeOa Ha Kanui-ChbXpaHABaIlH AWMYPETHIU (HAIP. CIIUPOHOIIAKTOH,
TpHAMTEPEH, aMUJIOpH), J00ABKH ChABbPIKALIM KATMHA UIH 3aMECTHTEIM Ha CONTA ChAbpPXKallH
KaJIHi,

Yaorpebarta Ha 100aBKH ChABPHKAILM KATUH, KaTIHi-CEXPaHIBallld A1y PETULLY UK 3aMECTUTENH
Ha COJITa ChIBPXKAINM KaIKi, ocoOeHo IpH NAalMeHTH ¢ HamaleHa Op0pevna (pyHKUNS, MOXKe Ja
J0OBeje N0 3HAUUTENIHO YBEIHUYaBAHE HUBOTO Ha Kaluil B cepyMa. XHUIIepKaIueMHATa MOXe [1a
NPUYHHHU CEPHO3HU, IIOHIKOra (paTaTHM apHTMHH.

AKO e HaJTOXUTeIHa ¢chabTcTBaltaTa ynorpedba Ha Co-Renapril ¢ xoe na e ot ropecnioMeHaruTe
cpelcTBa, TO Te TpAbBa Ja ce M3ION3BAT BHMMATETHO M TIPH PEeJOBHO CJIECHE Ha HHBATa Ha
KaJIUH¥ B cepyma. |

XupypeuuHu unmepgeHyuu/anecmesus | Py
Enananpun Onokupa oOpasyBaHeTro Ha aHrMOTCH3MH 1 w HamamsBa /X w@ K \\
KOMICHCAUUS HA PEHMH-AHTHOTEH3HHOBATA CUCTEMa Y NAlUMEHTH, MOMNEHKALIRM fﬂ"a AADRIH Y
MHTEPBEHIIMH W AHECTE3Ms ¢ MEIMKAMEHTH, BOACIIH JO XHUIIOTOHHMA. Cag e '*‘Hﬂ-— P

HaJsAraHe, HaCTBHIIBAIIO IO TO3H MEXaHU3bM MOXE Jla ¢& KOPUTHpa ¢ yBEIH g Rate _Iya ﬁﬁe g } oy
. "& 5 I r wa r_w H.-r"ﬂ ,}f‘*
JTumuu P ﬂ/
KoMOHuHHpaHeTo Ha IUTUH ¢ eHAlallpUI U AUYPETHIHU IO NIPUHIMUIT HE C€ ITPEIRY ﬁﬂ@ﬁa d,ﬁvﬁ
ey
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[ Ipusoocenue npu oeya
He e noxazana CHrypHOCTTa U €PUKACHOCTTA TPH ACTA.

[Ipunoocenue npu nayuenmu 6 HANPeOHANAa 6v3Pacm |
[IpoBeACHUTE KIMHUYHM H3CACABAHHA 3a €(PEKTUBHOCT W TOHOCHMMOCT TIpH KOMOWHUPAHO

[IPHUJIOKCHHNUE HA CHaJIAIIPUWJI U XUAPOXJIOPTRA3d BbPXY INIAJUCHTH B HaIIpCAHalla BB3pacT U I10-
MJIgI¥ ITAHHCHTH HE HIIOKa3BaT Pa3JInYH .

Emnuvecku paznuvus

Kakto n ocranaiimte ACE HHXHOHTOpH, eHAJIANpUI € no-ciiabo e(peKTHBEeH 3a IIOHMXABAHE Ha
KPBBHOTO HAIATaHE MPH YEPHOKOXKH ITAIMEHTH B CPABHEHHUE C HEUECPHOKOXKM, Hal-BEPOATHO

opaad BHCOKaTa 4ecToTa Ha paslpOoCTPaHCHHE HA HHCKO PECHHHHWHOBA XHIEPTOHMUS [pPH
YEPHOKOKHTE.

Haxmosza

Toiu JekapcTBeH MPOAYKT CBHIBPXKAE KAaTO IIOMOIOHO BEINECTBO JIAKTO3a. 10Ba IO TIpaBH
HEMOAXOAAL NIPH TAllHEHTH C JIAKTa3HA HEAOCTAThUHOCT.

AHMu-0onuHe mecm
CpabpxalllaT ce B TO3W JIEKApCTBEH INPOAYKT XUIPOXJIOPOTHA3MA MOXKE Ja JOoBede 10
TOJIOKHUTEIICH PE3YITAT NPU NPOBEKIAHE HA aHTH-IOITHHT TCCT.

4,5. B3aumopgeiicTBHe ¢ JApyrH JIEKAPCTBEHHM TIIPOAYKTH H ApPYrdH (QopMH Ha
B3aUMOJeHCTBHE

[pyeu anmuxunepmen3uenu npoOOYKmu

Korato Co-Renapril ce xoMOuHHMpa ¢ OpyrH QHTHXHMIEPTCH3HBHY HpOHyKTH MOX€E /1a HACTBIH
afHMTHBEH e(eKT.

[anT/IHeBH GIOKEPH MM anpeHepruyHH OJIOKepH, KOMOWHHMpaHU ¢ eHajlanpwi, TpAOBa 1a ce
MpuUjaraT camo IIp¥ BHUMATEIHO HaOIIoACHEe HA MAUSCHTHTE.

Cepymen xauuil (gudc u m. 4.4)

Kanuit-rybemusar eQexT Ha THA3KIHHTE AUYPETHUM OOHMKHOBEHO Ce OMEKOTABA OT edeKra Ha
eHamampuia. CepyMHHUAT Kanmwii ocraBa 0OGMKHOBEHO B HOPMAJIHM CTOMHOCTH. VI310N3BaHETO Ha
KATH-IOMbABALIY, KanHi-ChbXpaHABAllY MPOAYKTH HJIK COJEBU 3aMECTHUTEIH, OCOOEHO MpH
NalHEHTH ¢ OpOPEYHH YBpexIaHus, MOXe 1a JOBEAe [0 YBEIHYaBaHe Ha CEPYMHUS KalIHH.

Jumuu

Iuypernuute ¥ ACE-mHxubutopute HamaigBaT ObOpeyHaTa €KCKpEUHs Ha JIMTUH H
yBEINYaBaT PHUCKA OT JUTHEBA HHTOKCHKAITUS, IOPAJX KOETO €IHOBPEMEHHOTO MPUIIOXKEHUE HE
€ MPEIOPBIUTEITHO.,

Hecmepouonu npomusoswvznarumeniu npooykmu (HCIIBC)

[IpuembT Ha HCIIBC, BKIIOYHMTENHO U HA CENEKTUBHH LHKJIOOKCUreHasa-2 ihxuburopu (COX-
2 UHXHOMTOPH) MOXe Ja HaMalTl aHTUXUIepTeH3uBHAA edekT Ha ACE-HHXnOUTOPHTE.

[Ipu naummentu ¢ 6uOpeuno yBpexaaHe exHoBpeMeHHOTo mpuioxeHne Ha HCIIBC u ACE-
HHXMOUTOPH MOXe Ja JOBEJAe A0 AOMBIHHTEIHO BIIOMIaBaHe Ha OnOpeuyHara @yHkius. Tosa
0OHKHOBEHO € O0paTHUMO.

Cumnamuxomumemuyu
CYMOAaTHKOMMMETMLIUTE MOraT /3 HaMajlaT aHTtuxuneprensusHus edexrt Ha ACE
HiaxubOuropure,

Henenonapusupallid MYCKyJIHH pe/IaKCaAHTH

THa3nAHNTE AMYPETHIIM MOTAT JIa TOBUINAT TyBCTBUTEIHOCTTA KM TYOOK]

31aTo

CUMOTOMH, BK/IIOYBAIM 3a4EpPBABAHE HA JHIUETO, TAAeHE, MOBPHILAR
HajgraHe, ca OOKIAIBAHH PAIKO IIPH HAUMEHTH Ha JICYEHHE C H
ChABPIKAIIA 3JIATO ¥ ChIIbTCTBaIa Tepanusa ¢ ACE uaxuduropu.
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AIKOX0J1, OapOuTypaTH, HAPKOTUIIH
Moxe na HaCTBIK NOTEHI{HPAHE Ha OPTOCTATHYHATA XUITOTOHMH,

AHTHUIMAO0ETHYHY IEKapCTBEHH MPOAYKTH (IIE€POPATHY M HHCYJINH )
Moxke ma ce HaTOXH KOPEKITHA Ha A03aTa Ha aHTHAHAOCTHUTE JICKapCcTBa, MOpaayd 3aCHJIBAHE Ha
XHITOTJIHKEMHA3HPAILUAT UM e(DEeKT.

XOJECTHPAMHH U XOJICCTHIIONOBH CMOJTH

AGcopbumaTra Ha XHAPOXJOPOTHA3HJ € HapylleHa B IMPUCLCTBUETO Ha AHUOHHH OOMEHHU
cMoiIH, EIWHHYHM [O3H OT XOJECTHpPAaMHH MM  XOJNIECTUIIONOBA CMONH  CBBP3BAT
XHIJIOXJIOPOTHA3KUA U HaMangBaT abcopOuudra My B raCIpO-HHTECTHHAIHUSA TpakT. IIpoueHThT
Ha TOBAa HaMallaBaHe MOxKe na JOCTUrHe 85% u 43% CBHOTBETHO.

YasmxeH QT uHTCpBa (Hanp. XUHHAWH, IPOKAMHAMUL, aMHOIapPOH, COTANION )
ChileCTBYBA MOBUILUEH PUCK OT PA3BUTHE HA KHBOTO3aCTpalllaBalllyd KaAMEPHH apMTMHUHW OT THUN
“torsades de pointes”,

JIAruTanucoBU FIUKO3IUIH
XHUMOKATHEMHATA MOXe Ja 3aCH/IH KapAHOTOKCHYHHTE ePeKTH Ha AUTHTAINCOBUTE TIIMKO3HIH
(nanp. [loBuinena kamepHa Bb30yAUMOCT).

Koptukocrepouau 1 ACTH
YcuaeHo OTASTIHE HA SNEKTPOIUTH U NTO-CIICIIMATHO XHIOKATUEMHS,

[TpecopHu aMUHU (HAIIp. aIpEHAIUH)
BB3MOXEH HaMAJICH OTTOBOP KBM ITPECOPHM aMMHH, HO HE JI0 CTETICH HANaralla n3KIOYBaHeTO HM.

LiuTocTatui (Hanp. uukiopochaMuy, METOTpEKcar)
Tnasnaure Morat Ja HamanaT ObOpeuHaTa €KCKpeluus Ha LHUTOTOKCHYHMTC IMPOJYKTH W /4
YCHNAT TEXHUTE MUEJIOCYNPECUBHU eeKTH.

4.6. DbpeMeHHOCT H KbpMeHe

bpemennocm
Co-Renapril He ce wu3nomBa MO BpeMe Ha OpPEMCHHOCT, OCBE€H aKoO JICUCHHETO HE €
XMBOTOCIIACABALIO 34 MakKaTa.,

ACE-MHXHOUTOPATE MOTAT Ja IOBeAaT J0 (eTaiHa U HeoHaTaIHa 3a00JIeBaeMOCT U CMBPTHOCT,
KOraToO ce IpHiIarar Ha OpeMeHHM >KEHH [0 BpeMe Ha BTOPUS M TPETHA TPHUMECTbp HA
bpemernocTTa. Morar 7ga cc  Ha0m0AaBar  XUIOTOHHMA, OnOpeyHa HEAOCTATBYHOCT,
XHOEpKAIMeMHss W/MJIH  dYepelHa XUOOIUIa3ud y  HoBoponeHure. HabmwopaBan e
ONIMTOXUAPAMHUOH KaTo MIPoABa Ha yBpeaeHa On0peuna QpyHkuna Ha 1ioga. Tosa Moxe 1a Onae
CHUETAHO C KOHTPaKTyYpH Ha KpaliHunurte, KpaHuodauuanHud aepopMmanud H 0exoapoOHa
XHMITOTLTA3HA.

Hsama asocTarbuHa uHGOPMAUMA, OTHACALLA C€ J0 CHUTYPHOCTTa Ha NpPOAYKT4 N0 BpeMe Ha |
TPUMECTBD Ha OpeMEeHHOCTTa. 3acera HsAMa AaHHU IIPHJIOKEHHUETO B TO3H IIEPHOI Ja BOAHW [0
H30pOeHHTE N0-TOpe HeXKeIaHH peakluy Y eMOpHOHAa U PeTyca.

[le ce nmpenopw4YBa PEJIOBHO NPHJIOKEHUE HA AMYPETHIIM Ha 37paBH OpeMEHHM XCEHW. loBa
y3inara Mafkara d I1oJa Ha pUCK OT (QeTalHa M HEOHATa/HA XbITEHHUUA, TPOMOCLUTONCHUS U
BB3MOKHH JIPYTH HEXKEJIAHH PEAKIHH, KOUTO ce Hab/ronasar 1py BE3PacTHUTE.

Axo Co-Renapril ce mpumara mo BpeMe Ha OpeMeHHOCTTa, nauMeHTkara TpsadBa_ ja Obae
nH(pOpMHUpaHa 3a BB3MOXKHWA PUCK 3a IUIoAa. B Tesu pemku cnydam, KOr: .“-. N e
HaJIOKHTETHO, TpAOBa Ja ce NpOBEKIAT PEAOBHH IIperiedu ¢ yITpasg }b J
CHCTOSHHETO Ha OKOJIOIUIOAHUA MEXYP. AKO C€ YCTaHOBU OIUTOXHAPAMHUC Hfﬂe‘qa *"' o
7a ce TIPEYCTAHOBH, OCBCH aKO TO HE € KMBOTOCTIACBAIIO 33 MalkaTa. }‘ [ _h-
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TEOPETUYHO U Upe3 OOMEeHHa XeMoTpaHchy3us. Hiama onut B M3BeXAaHETO OT LUPKYIALHATA HA
MJI0AA Ha XHAPOXJIOPOTHA3HIA, KORTO CHINO MPEMHUHABA TIPE3 ILIAEHTATA.

Kvpumerne

Examanpuia 1 XaapoXJIopoTHAa3H MIPEMUHABAT B MAaWYMHOTO MIIKO. AKO MPUIOKEHUETO UM €
HaNOXUTEAHO, IAaLHEHTKATa TpA0Ba Ja [IPeyCTaHOBU KbPMEHETO,

4.7. EdexTH Bbpxy crnocobHocTTa 32 ModupaHe H padoTa ¢ MAIIMHH

B navanoto na neueHuetro ¢ Co-Renapril Moxe na ce HaObnmrogaBaT BpeMEHHA OTIATHAIOCT U
CBCTOBBPTEXK, KOCTO Aa MOBIUsAE modupaHeTo U paboTara ¢ MaliMHH,

4.8. HexelaHH JeKaAPCTBECHH PeaKIIHH

Hexenanure nexapcTBEHH pPeakIdH, KOWTO € BB3MOXHO Ja ce HalmrogaBar mpH yrnorpeda Ha
Co-Renapril ca knacupuudpasy B 3aBHCEMOCT OT 4eCTOTaTa HA TIXHATA IIPOsBa IO CIEIHHUS
gayne: MHoro dectd (>1/10), wectm (>1/100, <1/10), e yectu (>1/1000, <1/100), peaku
(>1/10000, <1/1000), mHoro peaku (<1/10 000), BKIFOYUTETHO H30JIMPAHH CHOOLIECHHS.

Hapywenus na kpvema u aum@nama cucmema,

He qecTn:; anemMus (BKIKOYHTETHO alUIaCTHYHA U XEMOJIUTHYHA).

Penxu: HEYTpOrleHWs, HaManeH XeMOIrNIoOWH, HaMmajieH XeMAaTOKpHT, TpOMOOLMTONEHH,
arpaHyJIoNUTO3a, MOTHCKaHe Ha  KOCTHMS  MO3BK,  JIEBKONCHHA,  TAHITUTOTICHMA,
nuM@aneHonaTus, aBTOUMYHHH 3a001aBaHus.

Hapyuwienusa na memabonrusma u xpanenemo.

YecTH: XMNOKaHMeMHs, HOBUILEH X0AECTEPO], TOBULIECHH TPHIVIMUECPHUIN, XHNCPYPUKEMHUA,
He decTH: XBTOTTIMKEMHS, XHTIIOMarHe3HEMHA,

Penku: noBuieHa KpbhBHa 3axap.

MHoro peaKd: XUIIEPKAIIHCMHA.

Hapywienusa na epgnama cucmema ¥ NCUXUYHU HADYUIEHUA:

YecTH: r1aBoboue, ACPeCHs, CMHKOI, IPOMSIHA BEB BKYCa.

He yectu: o6bpKBaHe, ChHIMBOCT, O€3ChHUE, HEPBHOCT, MAPECTE3UM, BEPTUIO.
Peaxy: HapylueHHe Ha ChHSA, HeOOMHaHN ChHUINA, I1ape3a (TopaaH XHITOKTHEMHA).

Ounu HapyuteHus.

MHoOroe 4ecTH: 3aMbIJIEHO BHXKIaHE.
Hapymensusa Ha yX0TO U Ta0UpPHHTA:
He yectH: 11yM B YUIMTE.

CopOeynu u Cb008U HAPYWEHUA.

MHoro yecTH: 3amaiBaHe.

UecTr: XUITOTOHHA, OPTOCTATHYHA XHMIIOTOHHSA, CHHKOII, HH(apKT Ha MHOKapAa WIIH MO3BYHO-
ChJOB HHUHWAEHT, Bb3MOXKHA BTOPUYHA 0 €KCUSCHBHA XUIIOTOHUA IIPH NallMEHTH ¢ BUCOK PDHUCK,
0oJIka B IBPANTE, PUTHBMHYU HapYLICHUSA, CTEHOKAPINS, TAXHKAPIUA,

He yecTy: 3a4epBaABade Ha AULETO, DaNNMTaLLUMH.

Peaxn: penomen Ha Raynaud.

Pecnupamopnu, 2peORU U MEOUACMUHAIHU HAPYUEHUA.

MHOT0 YecTH: KalllJIHIIA.

YecTH: 3a0yX.

He uectn: HazajlHa CEKpelnA, OOJKH B I'bPJIOTO U APE3raB Iiac, OPoHXOCHY? T

Penxu: 6GemonpobHH HHOQWITPATH, PECHHPATOPEH OUCTpeC (quH@I 0 Whﬁeﬂmég _
ik .

6e10poben OTOK), PUHNT, alepruyeH alBeoMT/e03MHOQUIHA THEBMOHHS & \ .
.

CmoMauiHO-4Pe6HU HaPYUIEHUA. o \%}&‘
MHOro YeCTH: rajieHe. f?* I
Yectu: nuapusa, KopemHa 00JIKa, MIPOMEHEH BKYC.

8



He dectu: ocTbp KopeM, [AaHKpPEaTHT, I[OBpblUaHe, AHCHENCHs, OOCTHIAUMS, AHOPEKCHd,
CTOMAIITHO JIpa3HEHE, CYX0Ta B yCTaTa, TICIITHYHA A3Ba.

Penxu: croMaTuT/adTO3HM YiILEpalu (I3BH), [JIOCHT.

MHOT0 pelIKH: AHTECTHHAICH aHTHOEHEM.

Xenamo-6unuapHu HApyuteHus.
UecTH: 4epHOAPOOHA HENOCTATHYHOCT, YepHOAPOOHA HEKpo3a (BB3MOXKHO H ¢ (paTalteH U3X0l).

XeMaTHT — XemaTOHENyJapeH MI¥ XOJECTATHYEH, >KHITEHHIA, XOJIEHUCTHT (0CODeHO mpH
MAlHEHTH ¢ TIPEAXOXKAAIIA XOJIETTHTHA3a).

Hapywenus na xosxcama u HOOKOJICHAMA MbKAli.

Yectd: OOpuB  (€K3aHTeMa), [OBUIIEHA  YYBCTBHTE/NHOCT/AaHIMOHEBPOTHYECH  €lEM:
AHFHOHEBPOTHYCH OTOK Ha JIHUETO, KpailHAIHTE, YCTHHTE, €3UKa, TJIOTHCA /WY JTapHHKCA.

He yectu: nnadopesa, cbpbex, ypTUKapus, aIONeLHs,

Penxu: cputeMa MynTadopme, cuHapoM Ha Stevens-Johnson, eKC(ONHMATHBEH IEPMATHT,
TOKCHYHA eNUAepManHa HEKpOIH3a, IypIypa, KOXeH IyIyc epuTeMaTtonec, nemduryc,
EPUTpOLEpMA,

JloknaaBaH € KOMIUIEKC, KOHWTO BKIOYBA HAKOHM OT CIE€QHHTE CHMNITOMH - NOBHINCHA
TEMIIEPATYpa, CEPO3WT, BACKYJIHT, MAAITAS/MHO3UT, apTPAITH/apTPUT, MONOXHUTENHH ANA,
ycKOpeHa YyTaiika, eosHHOoQWIMA M JeBkouMTosa. Moxe Ja  ¢C  MOABU 00OpUB,

(DOTOMYBCTBUTEITHOCT MM IPYTH KOXHHU MPOSBH.

Hapyuwienust Ha MyCKYAHO-CKeAeMHAMA CUCEMA U CoeOUHUMENHAMA MBKAH.
He gecTH: MYCKYJIHU KpaMIIy.

Hapywenus na 6vbpeyume u NUKOYHUME NbMUya:
He uectu: 6b0peura qucyHkuus, Ob0peyHa HEAOCTATHUHOCT, IIPOTEHHY PUSL.
Peaxu; OJUrypHs, RHTCPCTHLIHATICH HEQPHUT.

Hapywienus 1ta 6b3npou3sooumentiama CuCmema u 2spoama:
He gecTH: UMIIOTCHTHOCT.
Penku; riHEKOMaCTHA.

Obwu HapyweHus ¥ ehexmu Ha MACIMOMO HA NPURONCEHUE.

MHoro gecTH: acTeHHS.

UecTtu: ymopa.

He wecTH: MYCKYJIHM KpaMIlH, 3a4YepBSBAHE HA JHIECTO, OOIMO HEPA3MONIOKECHUE, BHCOKA
TEMIIEPATYDA.

Nacnensanus:

YecTn: XHNEPKATMEMUS, IOBULIEH CEPYMCH KPECaTHHHUH.

He gyecTH: NOBHILIEHA ypesl, XUHIIOHATPHEMHA.

Penxy: MOBHULIEHU CTOMHOCTH Ha YEPHOAPOOHUTE €H3UMH, [TOBHINEHH CTOMHOCTU HA CEPYMHHUA
OumupyOuH.

4.9. TIlpexosupaue

Haii-yecTo HabmomaBaHHuTe NMPOSABH Ha Ipedo3dpaHe ca CBBP3aHW € Pa3sBHTHETO Ha TEXKa
XMTIOTOHHUS, eNEKTPOIMTEH Auchaianc, nexuaparanus 1 6s0peuna HepoctarbutocT. [1pu naHEY
33 IPEAO3HpaHe IIPUEMBT Ha MPOXYKTa TpAOBA J1a CE MPEKPaTH W NAMHCHTHT /1a CC TOCTaBH 101
nekapcko HabmoneHue, JIeUEeHMETO € CUMIITOMaTHYHO M MOAABPXKAILO. A
[IPHETO HEOTAAaBHA C€ [IPENOPhYBaA IIPEAU3BHKBAHE Ha MOBPbHINAHE, TPHEM
naxkcatuBn. [lpunara ce KOpeKiusA Ha BOJHO-CIEKTPOJMTHUSA OamaHc
BEHO3HH MH(QY3UHM Ha Pa3TBOP Ha HaTpPUEB XJIOPHUI. EHANAanpun Maiear
HUPKYIALUATA Upe3 XEMOIHATH3A.




5.  ®APMAKOJIOI'MYHU CBOUCTBA
5.1. dapmMakoaMHAMHYHH CBOHCTBA

ATC xoa CO09BA02. CpeacrBa NOBIUABAINIM peHHH-aHrHOTEeH3MHOBaTa cucrtema. ACE
UHXUOUTOPH B KOMOWHAIUA C JHYPETHIIH.

Enananpwr/xuapoxjopotiasus € komOuHaius Ha ACE-uHxuburtop (€Hananpu] manear) H
IUYPETAK (XHUAPOXJIOPTHA3NK), KOATO € ePeKTHUBHA 3a JICYCHHE Ha apTepHaIHa XHITePTOHHS.
AHTMOTEH3UH-KOHBEPTUPALLINAT  €H3UM € HCIITUOUI-AUNENTHa34, KaTaag3upalna
[IPEBPBIIAHETO HA AHIMOTEH3WH | BBB Ba3OKOHCTPHKTOpPHHA nenTua adrdoteHsuH I Cren
pe30pOLIMATA EHATANIPUIT C€ XMAPOJIM3KMpa A0 eHaJalpuiIaT, KoHTo notucka ACE. Tosa Boau ao
HaMajleHa KOHUEHTpalud Ha anrnoTeH3wH Il B 1uiasMata M OTTaM [0 IIOBHIICHA TITa3MeHa
AKTHBHOCT Ha PeHHH (IT0paay OTCTpaHsBaHEe Ha OTpULATEIHaTa oOpaTHA BPb3Ka BbPXY PEHMHA)
M peNyLHpaHe Ha aTA0CTEPOHOBATA CEKPEIINA. |

XuapoxJaopTaasuabT € AHYPETHK ¢ aHTUXWUMEPTEH3WBHO [ACHCTBUE, KOUTO [OBUIIABA
pEHHHOBAaTa aKTHBHOCT. He e HM3BEeCTEH TOYHHMAT MEXaHH3bPM Ha ICHCTBHE HA THA3HOHHUTE
IAYpeTHIH. XHUAPOXIOPTUAZUALT OOHKHOBEHO HE OBJIUABA HOPMAIHOTO KPBEBHO HAIATAHE.
AHTHOTEH3WH KOHBEPTHPAIMAT €H3UM € MACHTHYEH ¢ KWHMHasza [l (eH3uM pasrpaxant
6pasukuHuHA). Taka eHananpul Moxe Aa OJOKMpa pasnajaHeTo Ha OpaJuKuHUHA, KOHTO €
[IOTEHLHAJIEH Ba3oJelpecHBeH menTul. J[o KakBa CTEIEeH TOBa MMa 3HAYEHHE B TEPANEBTHIHNIS
edeKT Ha eHAIanpua oule He € H3ACHEHO.

BEIpEeKH u¢ MEXaHU3MBT, 110 KOMTO Ce CMATA, Y€ CHANAITPUILT HAMA/IABA KPBBHOTO HANATAHE €
IBPBHYHOTO I[IOTHCKAHE Ha pPEHHH-aHTHOTEH3MH-alOCTEPOHOBATA CUCTEMa, TOH [€HCTBa
AHTHXHIIEPTEH3NBHO JOPH Y NTALMEHTH ¢ HUCKO-PEHHHOBA XUIIEPTOHHA.

EdexTuBHo notuckane aktuHoctTa Ha ACE HOopmanHo ce moctura 2-4 uaca Ciell €popaieH
NpHeM Ha ¢IMHAYHA 032 CHATANPHI. AHTUXHIICPTEH3UBHUAT €QEKT HACTBIIBA HOPMAHO CJIC/T
| yac, IOKATO MakCHMAaIHA peAyKLUHS Ha KPbBHOTO HaJArane ce nocrura 4-6 yaca cjiej npuema.
[TponbnkuTEIHOCTTA Ha edexkra e po3o3aBdcHMa. BbhopekH ToBa € JI0Kasawo, e
AHTUXUIEPTEH3NBHUAT M XEMOOMHAMHUYeH e(deKTH NpoIbIKaBaT Hak-Manko 24 dHaca Clen
IPUEM Ha MPEnopPhYBaHATA 033,

B xeMOAMHAMHUYHM H3CACABAHHS HA €Halanpul y I[allMeHTH ¢ eCCHUHAaJHA XHUICPTOHHUA,
CIIAaHeTO Ha KPHBHOTO HAIATaHe € CBBP3aHO C pPEAyKIHMS Ha TEePHPEPHOTO CBAOBO
CBIPOTHBIEHHE, NOBMINEHHE HA ChbpAeYHHs ACOHT M OTChCTBAalla WM cilaba NpoMsHa Ha
chpleyrata dectora. CIER MpHEM HAa €Balanpui MajicaT ¢¢ HaOmogaBa MOBHIICHHC Ha
6b6peuHus KpbBOTOK. [ IoMepy1HaTa QUATPalH OCTaBa HEMPOMEHEHA. AHTUXUIEPTCH3UBHOTO
TedeHre ¢ eHaJapHil BOIM O PerpecHs Ha jIeBOKaMepHaTa XMIePTPOQHS ChC 3ala3BaHe Ha
CUCTOJIHHS 00eM Ha JaBaTa KaMepa.

JleueHHETO ¢ €HANAIPWI HWMa TMOJOXHTENEH e(PeKT BBPXY QpPaKiuuTe Ha INIa3MEHHA
JUOOOPOTEHH M A00Bp WM auncpail edekT BbpXy 00IMTe HHBA Ha XONeCTEPoIa.

B KJIMHAYHM NpOYUYBAHHA, [OHMXKAaBaHETO Ha KPBBHOTO HajAraHe, HaOJIOZaBaHO IIpH
KOMOMHALMATA OT €HANANpun H XHIPOXJIOpPOTHAzuld € OWI0 MO-TONAMO OT IOHHXKABAHETO,
HabMIOaBaHO TPHW BCEKH OT OTHACTHHTE KOMIIOHEHTH, JaBaH I10 OTACTHO. UCBEH TOBa
AHTUXUIEPTEHIUBHUAT eeKT € O YCTOHUUB Hal-MalIKoO B IIPOAB/DKEHHE HA 24 vaca.

5.2. ®apMaKOKHHETHYHH CBOHCTBA

Abcopbyus

[TepopanHusaT eHamanpua ce pesopbupa Obp30 M AOCTHrA MAKCUMATHA CEPYMHA KOHUCHTPAHHA
cnen 1 uac. basupailky ce HAa YPUHHHA aHalU3, CTENEHTA Ha pe3opbuua cilel nepopalel HpHeM
e 60%. Crex pesopbrusara Toit ce XHaponnsupa OBp30 HO eHANATIPHIIAT, FOTRQHE p) b

MepopalieH MpPHEM Ha CHATANPHI Masear. | TaBHWTE KOMIIOHCHTH B yprHaTh ¢h Afafpus
koiiTo e 40% or mo3ara,  HeNpoMeHeH eHalanpuil. C U3KIIOYEHHe Ha Tp'_ ShopMariuaTa; 1o |
eHalaNpwiar, HAMa DaHHA 33 ApYr Meraboim3sM Ha eHaanpuil. I1poduiist \gi?epmﬁgyh; j
KOHLEHTpAllUs Ha CHaJalNpujar I[IOKa3Ba yABIDKEHAa TepMUHAIHA ¢a3a, “Q]B% “apopais” /|
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cebp3Bane ¢ ACE. Ilpu nuna ¢ HopmanHa Owvbpeuna ¢yHkuus, steady state cepymHa
KOHIICHTPAIlMsl Ha CHAMANpwiIaT ¢€ JAOCTHIE HA YETBBPTHA ACH OT JIEHEHUETO C CHAMANPHI
Manear. Pe3opOuusta Ha nepopanHata GopMa HE €€ BIMIC OT MOPUCHCTBUETO HA XpaHa B
racTPOWHTECTUHATHUS TpakT. CTeNeHTa Ha pe30opObums M XHAPOIH3a Ha CHANAIPHI € MoJ00Ha
MPY pa3INYHUTE J03H B IPENIOPBYBAHUS TEPAIIeBTHYEH AMANa30H.

Hucmpubyyus

M3cnenpanus mpu KydeTa IIOKa3BaT, Y€ €HAJIAIpull [PEMHUHABA IPe3 KPbBHO-MO3BbYHATA
Gapuepa B MaNKa CTeNeH. EHamampun TmpeMHHaBa IIpe3 [UlaneHTapHata Oapwepa.
XuapoXJI0pTHA34,I CHILIO IPEMHHABA IIpe3 Hes, HO HE H [Ipe3 KpbBHO-MO3b4HaTa Oapuepa.

buompaucpopmayus
C m3xmoueHHe Ha TpancGopManuaTa A0 €HANANpHIaT, HAMa JaHHHU 3a ApYr MeTaboIMIBM Ha
eHananpua. XyuApoXJIopTHA3UILT He ce MeTaboIU3Upa.

Eaumunupane

Exckpeunsra Ha eHananpua € 4pe3 ObOpeuure. | TaBHMTE XOMIIOHCHTH HA YpHHAaTa ca
eHamanpunat (okono 40%) ©w HenpoMeHEH eRananpul. LEQEKTHBHUAT 0OJIYXXHBOT Ha
eHAJTANPU/IAT el MHOTOKpPaTHY 03K eHajanpun MaieaT € 11 .yaca. Korato naa3zMeHOTO HUBO
ce TpocsIen Hal-Manko 24 waca, HaOMogaBaHUAT IIOJYKUBOT Bapupa Mexay 5,6 u 14,8 Jaca.
XHIpOXIOPTHA3UALT He ce MeTabomusupa, HO ce enuMmuHuUpa Obp30 npe3 OnOpenute. Hait-
MaJIKO 61% 0T mepopaliHaTa 03a & eKCKpETHpa HEIIPOMEHEHA 3a 24 vaca.

Enananpui MoXe Ja e OTCTPaHH OT CHCTEMHATA UMPKYTallks Ype3 XeMOaAuaIn3a.

5.3. IpeakKIHHUYHH J2HHM 32 0€30IACHOCT

Enananpun

TOKCHYHOCTTa Ha €HAMANPHI € H3CIACABAHA NPHU MHINKH, IIBXOBE, Ky4eTa U MarMyHH.
VeraHoBeHa € Hucka ToxcruHocT. Opannata LDsy Opd MMIIKH K IUIBX0BE € NPHONM3UTEIHO
2000 mg/kg.

[loguepTaHo MOTEHLMpAaHE HA TOKCHYHOCTTa € HabmozaBaHa IIpH IUIBXOBe, npueMaim 90
mg/kg eHananpui JHEBHO, ¥ KOWTO ¢a MOATOXKEHH Ha aueTa 0€3 IOCTATHHUCH MPUEM Ha HATPUH.
Hsima noKa3aTescTBa 3@ TepaTOreHeH epeKT NpH ITBXOBE U 3aitily, KaKTo 1 33 HeDaaronpUsaTHU
edEXTH BBPXY PEIPOIYKTUBHATA CIIOCOOHOCT Ha MBKKH ¥ XXEHCKH IIBXOBE.

Exananpun ¥ eHajganpuiar, KakTo M €HAJANpPU B KOMOHMHAUUA ¢ XHIAPOXJIOPOTHA3UIA HE ca
MPOSIBUJIK MYTAar¢HEH €(EKT,

HsmMa gaHHM 32 KAHIEPOrEHEH eeKT.

XUopoxnopomuasuo

HN3cnenpaHugra Ha ocTpara M XpOHHYHA TOKCHYHOCT [OKa3Bar, 4Ye XHAPOXJIOPOTHAZUA €
CPaBHUTEIHO HUCKO TOKCHYEH,

XUAPOXJIOPOTHA3UA He IoKa3Ba e(PeKTH BbpXYy (EPTUIIHOCTTA, HE € ICHOTOKCHYEH K HE
MPHTEXKABA KAHIEPOICHEH TOTEHIIMAT.

6. OAPMAINIEBTHUYHHN JAHHHU
6.1. Chnuc¢bK HA MOMOIIHUTE BeIMecTBA

Co-Renapril 20/6 mg: KpockapMeno3a HATpHK, JIAKTO3a MOHOXHpAT, MArHe3UeB CTeapar,
OHBETHTEN CHH (JIAaKTO3a MOHOXHAPAT, £132), npexeratuHupaHo apeBUYHO HULIECTE, HATPUEB
XuIporeHKkapOoHaT.

Co-Renapril 20/12,5 mg: KpOCKapMelo3a HaTpuid, JaKT03a MOHOXHApAT
ouBeTHTEN XBIAT (JIaKTO3a MOHOXHIOPAT, KBIT JXENe3eH OKCHUI, 4Y¢
IpeXEeNaTHHHPAHO [[aPEBHYHO HUIIECTe, HATPUEB XUAPOTEHKapOOHaT.

6.2. HecbBMECTHMOCTH
He ¢ mpunoxumo.
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6.3. Cpox Ha roaHOCT
2 /oBe/ TOOAMHHM OT XaTaTa Ha IMPOU3BOACTRO.

6.4. Chneunanau ycJIOBHSl HA ChXPaHEHHeE

[1pu TemniepaTypa mog 25°C.
Jla ce chbXpaHaBa Ha MACTO HEJOCTHITHO 3a Aela.

6.5. laHHH 34 0IIAKOBKAaTA
Coabpxanue Ha orakoBka Ko-Penanpun 20 mg/6 mgu 20 mg /12.5 mg TabieTku:

[To 14 tabnetku B Onucrep ot AVAI doauo, no 1 ¥ no 2 dbaucrepa B OIIAKOBKA,
ITo 7 Tabnetku B OimmcTep oT Al/Al ponmo, 1o 2 u mo 4 OiaKcTepa B OMIAKOBKA.

6.6. CrnenuajaHH npeaNa3s’HA MEPKH MPH U3XBBPJIsSIHE
HsaMma crienmatau #3UCKBaHHAsA

7. ITPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

"AxtaBuc' EA]Jl
yia. "Atanac Jykos" Ne 29

1407 Codus, brnrapus

Tea. ++359 2 9321762; ++359 2 9321771

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEDBA

Co-Renapril 20 mg/6 mg - Ne I1-7818/21.07.2003 T.
Co-Renapril 20 mg/12.5 mg - Ne 11-7819/21.07.2003 .

9. TATA HA ITHPBO PA3SPEIIABAHE/MTIOAHOBABAHE HA PA3ZPELHIEHHUETO
3A YIIOTPEBA

21.07.2003 .

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA
Centemepu 2008 r. |
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