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KPATKA XAPAKTEPACTHKA HA HPOAYKTA



1. MME HA JIEKAPCTBEHUSI IHPOAYKT

Kopnakep 10 mg tabnerkn WSMLIHUTENHA ATEHUNS NO JEKAPCTBATA
Kopnakep 20 mg ra6nerku Kpamxa xepaxmepucmuna Ha npogywma - Mpuraxshue 1
Kom Poz. ..., 28, LS 0 /33
Cordacare 10 mg tablets
Cordacare 20 mg tablets Paspewenue Ne ... G232 /. C1 04 7010
Cj #gg@ewe Ne /.
2. KAYECTBEH M KOJHYECTBEH CLCTAR

Besika tabnerka cuanpxa crotBeTHO 10 mg wiu 20 mg JTH3UHONPHA 110 $opmara Ha nuxuapar.
3a NbIHMS CIMCHK HA [IOMOHIHUTE BELICCTBA, BXK. TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

Tabnerka.

Oxpa KbM PO30BH, OBAJIHH, 6HKOHB€KCHH TabJIeTKH ¢ ACJIMTETHA 4€pTa OT enqHara CTpaHa H BUOHMH
NHArMEHTHPAaHU NEeTHA.

4. KIVMHHYHH JAHHHA

4.1 TepaneBTaunu noxaianus

® 3a leueHHe Ha eCeHHATHA 1 PEHOBaCKy1apHa XHIIEPTOHHS, CAMOCTOATENHO WIH B KOMOHHaius ¢
APYTH aHTHXUMIEPTCH3UBHY JIEKAPCTBEHH MPOLYKTH.

* 3a JleyeHHe Ha ChP/IEYHA HEAOCTATHYHOCT KATo ACTBIHATE/THA TEPANKs NPU AUMEHTH, KOUTO He
pearvpar aneKkBaTHO Ha TEpanus ¢ JUyPETHIM M JUIUTAIHCOBH TICKapPCTBEHH MPOXYKTH.

¢ JaJIeueHHe Ha OCThP MH(APKT Ha MHOKAP/A NIPH MAIKEHTH Che cTabwiHa XeMOIMHAMKKA B BpPBUTE
24 vaca, karo npeanassa MApKa Cpeity jileBokamepHa AUchyHKUuI. AKO e HE00X01MMO, ce

TpeNoptBa NPUNAraHEeTO Ha CTAHAAPTHA TEPALHUS C TPOMOOLMTHY aHTHarperaHTH, acrpuH u Gera-
610Kepn.

4.2 To3upoBKa M HAYMH Ha NPHJIOKeHHe

Kopnakep Tabnerxu ce npuemar TIEPOpPAIIHO NPE/IH, IO Bpeme UK Cllej] XpaHeHe. HHeBHara f03a
HSHHOTIPUII € MHJMBUIYa/IHA M 3aBUCH OT KITHHMYHHTE [10KA3AHKS.

Xunepmonus:
Ipwu naumentu ¢ nexa CCCHLHATHA XMIIEPTOHUS, [IPENOPHYHTEIHATA Ha4aliHa n103a € 10 mg BeHBXK AHEBHO.
ozara ce THTPHPA B 3aBUCHMOCT OT POMSHATA B KPBBHOTO HajisiTaHe, KaTo 06MKHOBEHO Bapupa Mexay 20

A03ara Ha €AHOCEAMUYHHU UHTCPBAIN, KATO MAKCUMAJTHATA no3zae 80 mg. Ako oo 1-3 Mecela KpbBHOTO
HajsraHe He ce HOpManusupa, e HCOGXOLH/IMO KOMGHHHpaHe Ha JIM3HHOMNIPUA C HUCKU J031 JUYypEeTULIH,

KQJILHMEBH aHTATOHHUCTH WJIH Oeta-6rokepw. Haii-noaxoasima e KoMOMHauusTa ¢ 12,5 mg XHAPOXAOPOTHA3U
BSAHBK AHEBHO.

[Tpu naumenTy ¢ PEHOBacKys1apHa XMIEPTOHHA, 0COGEHO ¢ Gunarepanna cTeHosa na 6B6peunara aprepus
WM CTeHO32 Ha apTepus Ha eMHCTBEH GBOpEK, Ipu KoliTO ce HabmosaBa ocTpa peakuus cpeuty
ITbpBOHavaiHara nosa ACE-uHXuGUTOpH, HavaHaTa A03a JIM3HHOTIPHII TPAGBA /1a € NO-HHCKA, KATO

TpenopeuMTeHara e 2,5-5 mg. Jlosara JIM3HHOMNPHTI € UHAMBUAYanHa. O6uuaiinaTa NoAXBPKaIA 1032 ¢ 20
Mg BEAHBK AHEBHO.
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Cvpoeyna nedocmamuvunocm:

[lpu naumenTn ¢ KoHrecTUBHA CBPA€HHA HENIOCTATLYHOCT HAYAIHATA 71033 TPI6BA /13 € [0-HHCKa — 2,5-5 mg,
KaTo B paMKHTE Ha 2-4 ceAMMLM NOCTENEHHO Ce YBEIU4aBa A0 AOCTUTAaHE HA ONTHMAHA edeKTHBHOCT,
KOETO OOMKHOBEHO C€ MOCTHIa npu 5 10 20 Mg NM3HHONIPHI BEAHBK JHEBHO.

Ocmvp undpapxm na muoxapda:
Hpu naumenTy che crabuina xemonuuamuxa B MbpBUTE 24 9aca Ha OCTHP MH(APKT Ha MHOKap/a,
JIU3UHONPUN TPsA6Ba Aa Ce NPUIAra no CEAHU HAYMH:

* [Ipy naLMeHT! Cbe CHCTONMYHO KpPBBHO Hansarane Han 120 mmHg nspeonavansara nosa JIU3UHOTIPHIL
€ 5 mg, B mbpBUTE 24 Yaca OT MosBaTa Ha CHMITOMMTE; B Clie/iBaluTe 24 4aca ce yBeauyaBa ¢ ole 5
mg; cien owe 24 yaca nosara ce nNoBHIaBa ¢ ome 10 Mg, CIEA KOCTO B NPOABIDKEHHME HA IECT
CEAMHLM IHEBHATa 1032 ce 3ana3ea 10 mg.

* Ilpn nanMeHTH ¢ HUCKO CHCTONMYHO HaAraHe (100-120 mmHg) B mbpBuTe 2 nena cinen unpapkra
TpsibBa 1a ce NPHIIAraT No-HUCKH J03H JTM3UHONPUI — 2,5 Mg THEBHO M MO 5 mg AHEBHO B
CJCABAIMTE [IECT CEAMHUM. AKO Ce NPOABH XUIIOTOHMS (cHcTONMHYHO KPBBHO HatArane < 100 mmHg)
AHEBHATa /1032 TPAOBa Aa ce pesyumpa ot 5 Ha 2,5 mg. AKO Ce YCTaHOBH NMPOXB/DKHTENHA XUIIOTOHMS !
(CHCTONMMYHO KPBBHO HasraHe < 90 mmHg 3a noBeye ot uac), npHeMsT Ha JIM3UHONpHUA TpsAOBa na ce i
npeKparH. ?

pu nauventy ¢ ocTep uudapkr Ha MHOKap/la TepanuATa ¢ JTM3HHONPUIT NPOXB/DKABA HIECT CEMHULIA.

bvopeuno vepexcoane.

&

i

Mlo3upoBKaTa Ha JIM3HHONIPHI TIPH MAUMEHTH C HapyieHa 650peuna GyHKLuSA ce onpe/ens B 3aBUCHMOCT OT 1

KpeaTnHoBus knupeHC. [Ipn nauuenTu ¢ kpeatnunos kmapbHC 10-30 mL/min, neponavanHara nosa e S mg '

AHEBHO, 10KaTO NPH NALMEHTH C KPEaTHHOB KIMPBHC MO-HHCHK OT 10 mL/min, npenopsuuTenHaTa HayanHa {

Ao3a e 2,5 mg. Jlozata Moxe 1a Gb€ MOBHIIABaHA TIOCTENCHHO 110 KOPHTHPAHe Ha KPBBHOTO HAJISTaHe, KaTo
MakcumaiHara 103a e 40 mg gHeBHO.

Ipu ocTp undapkr Ha MMOKapaa fosaTa JM3HHOTIPHIT TPsiOBa na Gbe onpeelieHa BHUMATEHO npu ]
NaLMEHTH CBC CUMNTOMH Ha GBOpeuHa auchyHKIMA. !
£
{

Kombunupano npunoxcenue na AUSUHORPUN C OUYDemuK:

IMpu xoMGunMpano TIPHIOXKCHUE Ha JIN3UHOTIPHI C JUYPETHK, NPUEMBT Ha AUypeTHKa TpaGBa fa ce
npekpaty 2-3 neHa npeau 3anoysaHe Ha TepanusTa ¢ tusunonput. Ilpn nanuentu ¢ XHIIEPTEH3HA, KOraTo !
JICHCHUETO € IUYPETHK He MOXKe 11a Obje TIPEKpaTeHO, Ha4anHaTa 103a JIM3HHOIPHI TpsibBa fae 5 mg,as

IOCNEACTBHE ONTHUMAIHATA JAO03HUpOBKa Tp}IGBa Ja 6’51[6 c1,06pa3eHa CbC CTOHHOCTHTE Ha KPBbBHOTO
Hajisrane.

H
Hayuenmu 6 nanpeonana 8v3pacm; ;
DapMaKOKHHETUYHUTE H3CIeABAHUS COYar, 1€ MaKCUMaJIHUTe CTOMHOCTH Ha KPBBHOTO HANATAHE K

YHaCTBKBT NOJ KPUBATA Ha 3aBUCHMMOCTTA Ha [LUIA3MEHUTe KOHUEHTPaIIHH JIN3UHONIPMII OT BPEMETO, Ce

YABOABAT NpH NALMEHTH B HanpenHasna BB3pacT, 1opagu Koero 1IpH onpeACiISHE Ha go3ara Tpﬂ6Ba HJace
NOAX0XKa ¢ MOBHILIEHO BHUMaHUE.

4.3 IlporuBonokasanus

He ce npenopbusa npuemanero ua JM3UHONIPHUII B CJICHUTE CITyYau:

¢ Ilpu cBpBXYyBCTBUTENHOCT KBM Ansunonpun uiv apyrv: ACE-unxuburops, wiv ksM HIKOE OT
BEINCCTBATA, BIIM3AINM B CHCTaBa Ha TabJIeTKUTE.,

* [lpu anamnesa 3a anrnoesema, CBbp3ata ¢ npeuHo jedenue ¢ ACE-nuxuburopy.
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4.4 Coenuaaun NpeAyNpexxeHns H NPeINa3HN MePKH Ipu ynorpeda

Penosackynapnu 3abonseanusn: Benencreue na HHXMOMPAHETO Ha cHCTeMara PeHHH-aHTHOTEH3HH- - ‘»
al1AOCTEPOH, MPH YyBCTBUTENHH NALMEHTH MOTAT A4 CE OYAKBAT NpOMEHHM BbB (GPYHKLHHOHUPAHETO Ha S :
6v0peunte. Heobxommmo e na ce TIOAIX0X71a ¢ MOBHIICHO BHUMaHHUE B MbPBHUTE 2-5

CECAMHIIN Ha JICHEHUETO
M IIpH HEOOXOAMMOCT, f03aTa TpsbBa 1a ce HAMAIM WK 1ia Ce NPEKPaTH U3LAIO IIp

HUCMBT Ha JIBVHOIIPHII.




Haii-nopnarmieu na 6b0peuny yBpexnaHus ca naupeHTy ¢ OCTPa KOHIe€CTHBHA ChPJEYHA HEOCTAThYHOCT,
unaTo 6u6peuna GpyHkums 3aBHCH oT aKTHBHOCTTA HA CHCTEMATa PCHUH-aHI MIOTEH3MH-AIA0CTEPOH.
Jleuenuero Ha TakuBa nauvenTy ¢ ACE-uHXMOMTOPH, BITIOUMTENHO 1 C JIM3UHONIPUII, MOXKeE J1a IOBENIe 10
OJIMIYPHUSs W/MNM MPOTPECHBHA A30TEMMS U B PEAIKH Cllydau 1o octpa 656pedHa HeqOCTaTHYHOCT W/unK
CMBPT.

IMpu naumentu ¢ YHHUNaTepanHa win OunarepanHa cTeHo3a Ha 6B0peunnTe apTepun Morar na ce AOBHLIAT
HHBATA Ha a30T U CEPYMEH KPEATHHHH B KPBBTA — TOBA ChCTOSHIE OOHMKHOBEHO OTMHHABa NpH
NIpekpaTiBaHe Ha npueMa Ha nusuHonpui. [lpy Takusa NauMeHTH e HeoGXOAUMO MpocTesBane Ha
6b0peunara GyHkuus npes TbPBUTE HAKOJIKO CEMMIIH Ha TEPANUATA.

[Tpn naumenTy ¢ nepugepnn BaCKyJIapHH 3a00IBaHUA HITH TCHEpAIM3UPaHa aTepOCKIepO3a, MPH KOUTO
CBLUECTBYBA BE3MOKHOCT 32 HAJIHYHMETO HAa ACHMITOMATHYHO 3abonaBane Ha GLOpeynUTe CBIIOBE, €
HEOOXOUMO PUEMBT Ha JIM3UHOTIPHA 1a €€ N3BBPILBA C IOBULIEHO BHUMaHUe.,

Hpu naumentv ¢ ocThp MH(DApKT Ha MHOKAap/a, 3a KOUTO HMa AQHHH 33 yBpexpaHe Ha 6bOpeunuTe dyHKIIMM
(HHMBa Ha cepyMHHA KpeaTHHHH Haj 177 muxpomona wwin npotrenHypus Han 500 mg/24 h.), kakro u opu

MAUHCHTH CBHC CTOHHOCTH Ha KPHBHOTO HAJATAHE MO-HKUCKH oT 100 mmHg, He TpsGBa 1a ce ochinecTBsBA
JIeYEeHHE C IN3HHONPHII

Aopmua cmenosza/Xunepmpodna kapouomuonamus: Tlpu naumenTy ¢ OBCTpyKLMA Ha M3X0/1a Ha JABaTa
KaMepa JTM3HHONpPHI TPsA6Ba N1a ce IpHeMa ¢ MOBUIIEHO BHUMaHHE,

Xunom

onus: C ocobeHo BHAMaHHUe Tps6Ba fa ce TOAIXONA IPH NALMEHTH, NIPHEMAIIH Y PETHIM, TAKHBA,
KOHTO NpoBexaat Oe/lHa HA COMU AMeTa, WM ca Ha AHaNN3a, NaUKMeHTH C AeXUpaTaums WIH KOHTeCTHRHA
CBPACUHA HEOCTATHYHOCT, NOPaJH OMACHOCTTA OT PasBUTHE Ha XHIIOTOHUA, CHUETAHA C HAMAJISIBAHE Ha
TTHKa Ha KPBBHOTO HaNAraHe, MPOSBSABAIIM ce 6 10 8 uaca cies NpHeMa Ha JIM3HHOIIPHIL.

Ipu nauvenTu ¢ puck or mspasena XMIIOTOHHS, MOHAKOTa CHITLTCTBAHA OT OJIMFYPHS /MK NIPOrpecHBHa
430TE€MHA H NO-PSUIKO OT OCTpa 6B0peyHa HEAOCTATHYHOCT WK CMBPT, Ce HabmoaaBaT cneHuTe
CHMIITOMH: CbPAEYHA HEOCTATHYHOCT CHC CHCTOIHYHO KpBBHO Hamsirate moa 100 mmHg, xunonarpemus,
TEPATMsA C BHCOKH JIO3U AMYPETHLH, CKOPOIIHA MHTEH3HBHA AHype3a MM NOBHILABAHE HA 03aTa
AvypeTuLy, 6b0pedHa QHaNM3a K PA3KO TIOHMKEHHE B CHABPIKAHUETO HA TEYHOCTH M/WITH COMIH B
OpraHM3Ma OT pasnH4Ha eTHONOTHA. B Te3w ciyvau neenuero Tps0Ba /1a 3aN04YHe NOA CTPOT MEMIHCKH
KOHTPOJI M NAUHEHTHTE 1a GAT MOONKEHH Ha TOCTOSHHO HaGTIOaeHUe Npe3 IbPBUTE JBE CEAMHLH Ha
TepaliuiTa 1 KoraTo A03ara JTM3HHONIPHIT H/WIH JUYPETHK Ce MOBHLIARA,

HonoGuu Mepku Tpsabea pa ce lipMiarar npH NaLMeHTH ¢ UICXeMH4Ha GoJrecT Ha CBHPLETO HJIH MO3BYHO-
ChAoBa 6oMeCT, HiH NPH MALMEHTH ¢ OCTBP HH(PAPKT Ha MHOKAPAA, PH KOUTO PA3KOTO criajiaHe Ha
KPBBHOTO HaJlAraHe MOXe Jia 10Be/e X0 MH(ApKT Ha MHOKapza Wi 10 CepHO3HO HAPYLHEHHEe HA MO3ZbYHOTO
KpbBOOOpalleHHe.
Tlpu naumentn nox o6ia anecTesus cbe CPEACTBA, KOMTO BOAAT 10 XUIIOTOHMS, TU3HHOMPHIT MOXE 2
Gutokupa popmupaneTo Ha aHrHOTeH3MH I, BenteacTue Ha koMneHcaTopHOTO OCBOOOKIABaHE HA PEHMH.
AHecTe3nonorsT Tpa6Ba na 6bae MH(OPMHUpAaH, Ye MALUEHTHT ce Jexysa ¢ ACE-unxuGuropu. Ako ce

npearonara, 4€ nosgBara Ha XMIoTOHUS CC MHAYUMpPA OT noio0eH MCXaHH3bBM Ha I[eﬁCTBHe, T5 MOXeE na ce
KOpHrypa OT NOBUIIABAHETO HA obema Ha I1asMara.

Xunepranemus: Tlpu koM6uHMpana Tepanus ¢ Kalui-3ana3Bally AUypPETHLM WK NPORYKTH, ChABPIKALIM
KaJIu#, KaKTO U NMPH NaLHEeHTH ChC 3axapeH nuaber, 666peyHa, KopoHapHa n uepebpoBacKynapHa
HEOCTATLUHOCT, NPMEMBT Ha TM3UHONPHI MOXE Jia JOBEAE 10 Pa3BUTHETO Ha XHIIEPKATIEMHSI.

Aunagunaxmuunu_peaxyuu: Bepostao nopaju pakra, 4e HHXUGHTOPHTE Ha AHTHOTEH3MH-KOHBEPTHpAILHS
CH3UM, NOB/IMABAT MeTaboNu3Ma Ha eHKO3aHOMaUTE U NIOTMNENTHANTE, BIHIOYUTEIHO H Ha €HIOTCHHUS
OpaJMKUHUH, IPH MaLMeHTH, nexysanu ¢ ACE-unxuburopu (i1, 1 JIM3UHONPHIT) 10 BCAKO BpeMe Ha

TepanusTa MOrar Jia ce nposiBAT pasHoobpasHu HEOJIArONPHATHN PeaKIMH, HIKOM OT KOWTO CEePHO3HH, KaTo ..

4HrMOCCMA Ha JINUETO, KpaHHHULIMTE, YCTHHTE, €3MKa, JIAPHHICA Wi apunrca. B Tesu cyuan npuemst
Ha IM3HHONPUA TPAOBa He3a6aBHO Na GbAe NpekpaTeH u 1a ce TIPUIOXKH NOAXOAAIIA Tepaliks U NOCTOAHHO
HabMIoIeHne Ha MAUNeHTa 0 ITHJIHO H34EPHATEHO NPEYCTAHOBSABAHE HA CHMITTOMMUTE,
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ITpn naumenty c anamuesa 3a HacnencTBena WK HAKONATHYHA aHTHOEEMa, KOSTO HE € pesynarar or
Tepanks ¢ ACE-MHXUOHTOP, npu Neuenue ¢ THM3HHONIPUA Ce HaG/MOAABA NOBHMILIEH PHCK OT aHruoenema,
MOpaJn KOETO TepanusTa ¢ IM3UHONPUI WU apyr ACE-unxu6utop Tpa6Ba na ce u36srga.

Hpu naunenTy, npuemanu ACE-unxu6uropu no Bpeme na LDL adepesa c AekcTpacyndar uMa onacHoct
OT Pa3BUTHETO Ha aHaQUNAKTHYHU PEaKLIUH C JIeTaneH u3xon. Eto 3aino, repanusra ¢ ACE-unxu6uropu
TpsA6Ba Aa ce NpekpaTH npean Beska adepesa.

Ipu nauuentu, npuemainu ACE-unxu6uTopu o Bpeme Ha AeceHceOUnM3aums (cnenuduyna
MMYHOTEpaNus) CpeLty OTPOBH Ha HACEKOMH MMa ONACHOCT OT Pa3BUTHETO Ha aHAQUIAKTHYHYU PeaKLM C
neraneH usxol. Eto 3aumo, repanusra ¢ ACE-unxuburopu tps6ea aa ce TIPEKPaTH 110 BpeMe Ha
neceHceOunM3anusITa.

ChbluecTByBaT faHHM 32 Pa3BUTHETO Ha AHA(QUIAKTHYHH PeaKUMH NPH NaUMeHTH Ha XEMOAMAIIN3a C
BrCOkonponyckitusn MeMOGpanu (AN 69), moanoxkeHH Ha JiedeHue ¢ ACE-unxun6uropu. Ipu takupa

MalHUCHTHU € HCOGXO,LIHMO Aa C€ CMEHH nuajin3HaTa MeM6paHa HIIN AHTHXHMNCPTEH3UBHOTO JICKaApCTBEHO
BELICCTBO.

Heymponenus/Aepanynoyumosa: Iopanu daxra, ye apyr HHXHOHUTOp Ha AHTMOTCH3MH-KOHBEPTHUPALIMS
CH3UM — KaNTOMPHIL, IPUYMHABA arPaHyJIOLHTO3a H YBPEKAAHE HA KOCTHHS MO3BK, B PE/IKH Clly4au npu
TIALUCHTH, NIPX KOUTO He ca HAaOMIONaBaHy HAKAKBH YCIIOXHEHHA, HO MO-4€CTO NPH TakuBa ¢ 6B6peyHo
YBpeKIiaHe, 0COOEHO aKo € ChITBTCTBAHO H C KOJIareHo3a, € HeoOXOMMO 1a Ce IPABAT NMePHOAMUHH
M3CJIC/IBAHHSA HA OpOs Ha JIEBKOLIMTHTE.

Yepeocoane na vepnus dpo6: B peaku ciryyau, ACE-unxuburopure mMorar 1a ca IIPHYHHA 33 Pa3BUTHETO Ha
CHHAPOM, KOMTO 3aIl04Ba C XONECTATHYEH XEeMaTHUT K nporpecupa 10 QyIMHHaHTHA YepHOAPOGHA HEKpo3a |
(nonsikora) o cmbpr. Ipu TaUMEeHTH, IOJUTOXKEHHN Ha Tepanus ¢ ACE-uHxubuTOpH, IPH KOUTO ce pa3BuBa
XeNaTUT MIH 3a0e1eKUMO MOBHIIIABaHE HA HUBOTO Ha 4epHOAPOGHUTE eH3UMH, npreMsT Ha ACE-
MHXHOMTOpH TpAGBa /ia ce MpeKpaTu u JICKAPCTBEHUAT NPOAYKT Aa C& CMEHH.

Kauwnuya: ima naunm 3a nosisata Ha TpCHCTHpalla CyXa KaluiMia 10 BpeMe Ha Jieuenueto ¢ ACE-
MHXUOUTOPH. Ta3M KalLIMIA OTMUHABA CIIOHTAHHO CIIeN mpekpaTsiBaHe Ha TepanmMaTa, KOeTo TpsGBa aa ce

B3€ME NipeABUA B zmcbepemmanHo-lmamocmqeﬂ ILIaH.

Heouampuuna ynompe6a: Hapexmmocrra u eEeKTUBHOCTTA IPH NeMATPHYHH NALHEHTH He ca MPOYYEHHU.

4.5 BsaumopeiicTBHe ¢ APYTH JIEKapCTBEHH NPOAYKTH H APYrH GopmMu Ha B3aHMoOaelcTBHE

Aypemuyu: Cremectnata ynotpe6a na JIM3UHONPHII C XMAPOXTIOPTHASU HiIK APYTH THAZHIHH AMY PETHLI
BOJIK /10 3acHNBaHe Ha XMIIOTOHUYHUA edekT. B Takupa ClTy4au no3ata JM3UHONPWI TPpaOBa J1a ce penyumpa.

Hecmepoudnu npomusosvsnanumennu cpedcmea; Ilpu naumenTy ¢ ymepeno yBpexxaaHe Ha 656peunara
GbyHKUHS, NONIOKEHH Ha TeYeHue ¢ HCIIBC, KoMOuHUpaHaTa TEpalus ¢ TM3UHONPHUIT MOJKE A JIOBEE 4O
HO-HATaTBINHO BiIOIIaBaHe Ha 6b0pevnara neiinoct. Tosu edexT 06MKHOBEHO € 06paThM. Hannnte couar,
ue HCIIBC morar na Hamanssar AHTHXHUIIEPTEH3UBHUAT e(peKT Ha ACE-uaxuburopure, BKIIOYHTETHO ¥ Ha

Jmsunonpui. Tesu daktu Tpsa6ea na ce Bzemar NPEABUA Npy CbBMeCTHaTa yrnotpe6a na HCIIBC ¢ ACE-
HHXHOHUTOpH.

Kanuii-coxpanseawu ouypemuyu: Ynotpebara Ha TM3MHONIPHT B KOMBGHHALMS C KaJIMA-ChXpaHsBaIgu
AMypETULY (CIIMPOHONAKTOH, TPHAMTEPEH MU aMWIOPHA), KAJIMEBH 10OABKH MK 3aMecTUTENH,
CRABPKALUH KaMEBH COJIM MOKE J1a JOBEJIE JI0 3HAYMTENHO [OBHLIABAHE Ha TUIa3MEHUTe HUBa Ha Kanusl.

Jlumuii: Yma nannu 3a npostBata Ha muTHeBa TOKCHHHOCT IIPH NAalMEeHTH, NPHEMALIH JUTHI B KOMOUHALHS c

JIU3HHOIIPUII. Hpenopbqsa CC PEAOBHO H3CJICABAHE HA TUTa3MEHHTE HHUBA JINTUA.
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4.6 BpemenHoCT 1 KbpMeHe

Bpemennocr: kareropus C (abpBH TpHMecTHP) H D (BTOpH 4 TpeTH TpHMecThp)
ACE-unxuburopure morar na NpEAN3BUKAT yBPEXKAAHE H CMBPT Ha IUIOAA pu OpeMeHHH KeHH, nopaau
KOCTO B MOMEHTa, B KOMTO Ce yCTaHOBH 6peMeHHOCT, NpUeMLT UM TpAGBa He3abaBHO fa ce npeycTaHoBM.

ApoboBe, aHypus, obpaTima u HeobpaTtuMa 6u6peuna HEAOCTATHYHOCT, OJIMIOXHAPAMHHOH, JTHLIEBO-
4epentu nepopmalmu u cMBpT. B penku CilyHaH, KOraro CIeIHO ce HalloKH npueMade Ha ACE-
MHXHOHUTOPH MO BpeMe Ha GpeMeHHOCT, e HEOGXOMMO Ja ce HanpaesT Y/TPa3sBYKOBH H3cieBaHus. B

HMMa HKaKBO HeobpaTumo yspexaane. HoBoposenure neta na MaHKH, IPUEMATTH JIA3HHONIPHLT, Tps#bBa fa
6BaaT cTporo HabKOAABAHY 33 HATMYHETO Ha XUIIOTOHMS, OJTUTYPHS M XUIIEPKAJIEMHUSI.

He e usBecTro aamu nmsunonpun ce CKCKpeTHpa B KbpMaTta. Thi kaTo MHOTO NekapcTBeHH NipenapaTH ce
OTACAT B YOBEUIKATA KbPMA M 3apaJIH OMACHOCTTA OT CEPHO3HH HEOIArONPHATHH PEakL|H, Pe3yNTaT OT
Tepanusta ¢ ACE-unxuburopw, Tps6ea aa ce Bzeme PCLICHHE Na/H Jla Ce NPEKpaT NPHEMBT Ha

JIU3HUHONIPHIL, KaTO C€ MMA IPEABH HEOOXOMUMOCTTA OT TIpHeMaHe Ha JIEKapCTBEHHS NPOIYKT 3a 3ApaBeTo
Ha Malikara.

4.7 Edexrtu BLpXy cniocobrocrta 3a mo¢upane u padota ¢ MamHHA

Jleuenwero ¢ JIU3VHONPHII HE TOBJIHABA NCHXOMOTOPHHTE CIOCOOHOCTH Ha HalueHrTa.

4.8 Hexenann nexapcrsenn peakuuu

IToHocumocTTa KM TH3MHONIPHI KaTo A0 € fo6pa. IlpekpataBareTo Ha nedenreTo ¢ JM3UHOMPHI B PeOKH
CITy4au ce Ib/DKK Ha HeGaronpUsTHATE peakiuu TIpH MALMEHTH ¢ XUNOTOHUA. [To-yecTo Tepamusta ce
TpeyCTaHOBABA NPH HALMEHTH C OCTbP MHDAPKT Ha MHOKap/a WM KOHTECTHBHA ChPASYHA HENOCTATHYHOCT.
JlusuHonpun ¥Ma chinure HexeNaHK eekTH KaTo ApyTHTE ACE-unxu6uropu:

Cupaeunu HapyHIeHHH:

- MHOro uecty (=1/10): Ipu 3anousane Ha Tepanus ¢ ACE-unxuburopu u, ocobeHo NPH NaLHUEHTH CBhC
ChpACHHa HEIOCTATHYHOCT H NPH HALMEHTH ¢ HHCKO CBAbPIKAHNE Ha HATPHI WM T€YHOCTH B OpraHU3Ma
(Hanp. npu npeauinHa Tepanus ¢ IMYPETHLH), MOXKE Aa C€ NPOSBH H3PA3eHa XUIOTOHHMS, IMpu nanwmentu ¢
MCXEMUIHA DOMIECT Ha CHPLIETO HITH ChPAEYHO-CHIOBO 3a6osBaHe, PA3KOTO criafane Ha KPBBHOTO HaJIAraHe
MO2KE lia noBee 10 HHGApKT Ha MMOKap/a | yaap.

- 4ecTu (21/100 o <1/10): Tpu TALHEHTH, IPHOEMALLM JIM3MHOTIPAI MOTAT A Ce HalJroaBar anruHa,
BACKyMTH, rpbaHa 6onka (1.3 %), oproctaTuunu edexru (1.4 %), chpueGuene, nepudepHa enema,
TaXuKapAus ¥ apPUTMHU, BKJIFOUYHTETHO BEHTPHKYJIApHA K aTpHAJIHA TAXUKAP/Us, aTpHaHA bubpunanus,
NPEXACBPEMEHHH BEHTPUKYTAPHH KOHTPAKLIMM M 6panuxapaus (oxono 1 %).

- Hevecty (>1/1,000 no <1/100): IMpu neuenne ¢ msuHonpun B 0.3 % no 1 % ot cyuaure ce cpo6mana 3a

CBPICYHH HAPYLUEHHS, ITyIMOHAPHA eMBOTHS | MH(APKT, TPaH3UTOpHA HCXeMHYHA araka, HOM[HA JUCITHEs,
nepudepHa enema u BacKyJIMTH.

Hapymenus HAa KPbBTa M auMmdbHara CHCTEMA:

ITpy Tepanus ¢ ausuHONpyn ce chobuaBa 3a 3a001ABaHUs Ha KPBBTA, KATO HEYTPOTIEHUs ¥ arpaHyJIoLHUTO3a
(0cobeHO Npy naLueHTy ¢ OBOpeyHa HexOCTATHYHOCT 1 TIpH TakuMBa C KONIareHo3a, KaTo CHCTEMEH JyIyc |
CPHTEMATO3YC M CKIICPOAEPMHS), TPOMGOLMTONIEHHS 1 AHEMESL.

Hagymemm H2 HEPBHATA CHCTEMA:

- MHOro yecru (21/10): IMpu maumenTy ¢ koHrecTUBHA CBPAEYHA HEIOCTATHYHOCT, NIPHEMAILH JIH3HHONPHIL,
B 12 % ot ciyyaure Moxe na ce HabyronaBa 3amMastHOCT. '
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- gecty (21/100 po <1/10): Tepanusta ¢ JUSHHONPUIT MOXE /12 NPEAH3BHKA 3aMassHOCT NpU 5 % oT
TIALMEHTHUTE C XUrepToHus, rnasoGonue (4,4 % no 5.7 %), acrenns (1,3 %), 4yBCTBO Ha ymopa (2,5 %).

- Hevecty (21/1,000 ao <1/100): Jleuenneto ¢ /TH3MHONPH]T MOXe Nia NPeU3BHKA HHCOMHHA, NapaecTesms
(0.8 %), ncuxnuno pascrpoiicreo, Pa3CTPOHCTBO Ha HACTPOGHHETO M HApyLIEHHUS B CHHS,

CTomamno-qp_emm HADVINCHHSN

- gectH (21/100 1o <1/10): Crobmasa ce, e TMSHHONPHI NpuauHABa Auapus (2.7 % no 3.7 %), ragene 2
%), nospwuane (1.1 %).

- Hewecty (21/1,000 no <1/100): Tepanusra ¢ MTH3HHONPHIT MOXe 11a peAn3BHKa auciHes (0.9 %),
CTOMalIHa 60JIKa, aHOPEKCHsL, 3aMeK, CYXOTa B yCTaTa U IPOMsHA Ha BKyca.

- penku (21/10.000 no <1/1,000): B peakn Cllydau Morart ca ce Habiio1aBatT HapyLieHus B YEPHOAPOOHHTE
TOKA3aTeN, CBbP3aHH C MOBUILEHU HUBAa HA ALT (ananuHamuHOTpPancdepasa), AST

(acnapraramunoTpancdepasa) u ankanua dodaraza, xonecraruuna XKBJITEHALA, XENATHT, J0PU U
NaHKpeaTHT.

Hapymenus va 6n.6pennte u NHKOYHHTE NLTHINA:

- MHOrO yectH (>1/10): Tpu naumeHTH ¢ KOHrecTHBHA CbpACyHa HENOCTAaTBYHOCT, IPUEMAIITH JIM3HHOIMPUII B
KOMOHMHALHS ¢ AUy peTHIH, npu 11.6 % ot ciryuamre Moxke na ce pasue HapywieHue Ha Ob0peyHara aeliHocr,
€CTO CBBP3AHO C NMOBUIIABAHE HAa KOHUEHTPALMHTE HA ypes U KpeaTuH B kpbBTa. B TakuBa cryyau gecro ce
Hajlara peayKius Ha 103aTa JUypTHK.

- ectu (21/100 xo <1/10): Tpu npubnuzurenso 2 % or NaUMEHTHTE C XUIEPTOHHSA, IPHEMALLH
JTH3MHONpHN, ce HaG/MoNaBa HapylleHue Ha GL6peunara REHHOCT, 4€CTO CBLP3aHO ¢ TIOBHILABAHE Ha

KOHLICHTpaLMKTE Ha ypest U KPeaTHH B KpbBTa. B Takusa CllytaM ce Hajlara npexparsBaHe Ha IpHeMa Ha
JIM3HHOTPMIL.

I'nano IIpH MAalHEHTH C 61,6peq}m Him peﬂonacxynaplm Hapyli€HUsA WIH ChpACYHA HEOOCTATHLYHOCT MOXe
Aa ce pa3Bue o6paTnMa OoCTpa 656petma HEAOCTAaTBIHOCT, KATO CHCTOSHHETO MOXKE a ce BJIOLIHN pH
Hann4ue Ha XUITOBOJIEMUS.

Ilpu HAKOH mauMeHTH MOXe aa ce PasUBHE NPOTEHHYPHS, KOATO MOJXKE Jia nporpecupa 10 HeppoTHyeH
CHHAPOM.

I'naBHO npu nanmenTH ¢ octpa 6s6peuHa HeAOCTATHYHOCT H/ MK 3axapeH quaber, Tepanusra ¢ JWISHHONPHUIT
MOX€ 1ia OBENE N0 PasBUTHE Ha XUNEPKAJIEMHSL.

- Hevectn (21/1,000 no <1/100): IMpu uHsikou NIALHEHTH UMa CHOOIIEHHS 32 HUMIIOTEHTHOCT 0.7%) u
oHIKeHo ubuzo (0.2 %) no Bpeme Ha TEPaIKs ¢ TM3HHOIPUIL.

P CAKIIMM HA CBDBLX9YBCTBHTEJAHOCT:

B penkwu ciryuau ce cro6wmasa 3a aHTHOHEBPOTHYEH €/IeM Ha JMIETO, KpaHHIuTe, YCTHHTE, e3uKa,
apuHrea w/nnu papunrca. Jpyru peakumu Ha CBPBXYYBCTBUTENHOCT Ca: KOXHH OOPHBH (BKITIOUHTEIHO
erythema multiforme u TokcHuna CIHCPMAHA HEKPONIH3a), YPTHKAPHS, Chpesk, 6poHxocuazmu.

AE!FH HeXeJaHH PeaKiium:

Habmonasanu ca ciyyaun na TiepcucTHpalia Cyxa Kauutiia ¥ APYTH CUMIITOMH Ha TOPHHUTE OUXaTenHu
TTBTHINA, KATO PHHMT, CHHY3UT M 3a4€PBEHO I'bpIIO, anoneuys, nnadopesa, Tpecka, MHANTHS,
APTPaNrus/apTpHT, NOBHIIEH TUTHP Ha ANA, €O3HHOGHWIINA U JIEBKOLHUTO3a, XUNIOHATPEMHS, MYCKYJ/IHH

4.9 Ilpenozmpane

Haﬁ-mpa%nnm‘ CHUMITOM Ha IpenosupaHe ¢ JH3UHONIpUI € Pa3BUTHETO Ha OPONABILKUTENHA XHUIIOTOHHSL.

Morar na ce npossar u XMIEpKanemMus, XunoHatpemus u 6bL6peyna auchyHKIw, KOpy ocrpa 6b0peuna
HEJIOCTaThYHOCT,

3
KTPOJTHTHUA GanaHc, B CleACTBHE Ha HexXuIparauus u
TEpanus Ha XHUINOTOHMS YPe3 YCTAHOBEHH Ipouenypu. Hsama cneuuduuen antunor.

Jlusunonpun mMoxe na ce OTCTpaHH Ype3 XeMOANAIIH3A.
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5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 ®apmakoauuamuunn coiicrea

®apmakoTepaneBTHUHA rpyna: ACE-unxu6uropu

ATC xon: C09AA03

JluzuHonpun unxuGupa aHTMOTCH3HH-KOHBEPTHPAILMS €H3UM TPH Xopa 4 xuBoTHH. ACE ¢
NICNTHAMNAENENTHAA3E, KOATO KaTaiu3upa npeobpasyBaHeTo Ha aHrMoTeH3uH I 10 ChAOCBUBALIIOTO
CBCIMHEHHE — aHrHOTeH3uH 11, koeTo chino CTHMYJIHpa CeKpeLHATa Ha anfocTepoH. [To3HTHBHIST edekr Ha
JH3HHONPHIT BHPXY XHIEPTOHMATA U ChPAETIHATA HEAOCTATHYHOCT Ce ABJKH OCHOBHO Ha MNOATHCKAHETO Ha
CHCTEMATa PEHHH-aHI HOTEH3UH-AIOCTEPOH. Huxubupanero na ACE Boau 10 NOHWKAaBaHE KOJIMYECTBOTO
Ha IIa3MeHns auruoTeHsuH 1l, B pesysrar Ha koeTo ce noHwkaga NEPUPEPHOTO CHAOBO CHIPOTUBIEHHE U
CEKpEeLHATA Ha aOCTEPOH.

ACE e cxoaeH Ha KMHMHa3aTa — CH3UM, KaTa/lU3MpaIll pasTPaKIAHETO Ha GpaarKMHKHA. [peacrou na ce
YCTAHOBH 1A/ MOBHILEHHTE HUBA GPafMKMHHH — TeNTHL C M3Pa3CHO BasOAMNIATHPAILLO AEHCTBHE, yyacTBaT
B TCPANeBTHYHHTE ebeKTH Ha JIM3UHONpHT.

5.2 ®apmakoxuBernunum cBoficTsa

Abcopbyun

Ilpu nepopanuo npuioxkenue JIM3HHOTIPHIT ce abcopbupa 6aBHO U HEITHIIHO OT CTOMAUIHO-YPEBHUSA TPaKT.
Hpubnuzurento 25 % or TIpHeTaTa efHOKpaTHa 03a ce aGeopbupa, HO CBUIECTBYBAT 3HAYHTEIHM
MHIMBUyanHu pasnnuus (6-60 %) mexny otnenaure NalueHTH. XpaHara He NMOBIUABA HUBOTO Ha
abcopbuus. BuonanuunocTTa cnex OPAICH PHEM € paBHA Ha CTENEHTA Ha aGcopbuus, TOPaJI¥ JIMIcaTa Ha
“first pass” eex B uepHus Apob. MakcuMaiHuTe MmiazsmMeHn KOHLCHTpalUyH ce nocturar 6-7 yaca ciepn
NCPOPANTHOTO aIMHHMCTPUPAHE Ha JIN3HHONPILT M Ce pasHaBat Ha 40 pg/l npu npuem Ha xosza 10 mg u 80-
140 g/l npu npuem ua 20 mg.

Pasznpedenenue

IocTosuuu nnasmenu KOHUCHTpalMK Ce HOCTHraT 2-3 IHH et mpueMa Ha JIEKAPCTBEHMS TIPOIYKT.
Jlusunonpun ce cebp3ra ci1abo ¢ miasMenuTe OPOTEHHH.

Memabonuzom
JlusuHonpun He ce MeTtabomnu3upa u ce CKCKPETHPA B YPHUHATA B HAITLIHO HEIIPOMEHEH BUZ.

Exckpeyun

Oxomno 30 % ot npuerus JIM3MHONPHII C& EKCKPETHpa Ype3 6b6pewure, a 70 % - Upe3 M3MPaKHEHHUSTA.
OtcrpansiBaneto ot nnasmara e ABydasos mpouec: cien nepBata 6bp3a dasa Ha CIIMMHUHUDPAHE, B KOATO NO-
T'O/IIMaTa 4acT OT JIeKApCTBEHNUS MPOYKT ce CKCKpeTHpa, ciiesiBa GaBHa ¢aza c BpeMe Ha MIOJTYXXHBOT OKOJI0

Cneuuafl”u epynu nayuenmu

AbcopGLusTa pu naumenTH, cTpaaaiy ot KOHIeCTHBHA Cbp/IeYHA HENOCTATBYHOCT, € ¢ 15 % no-Hucka oT
Tash NpH 31paBu nauueHTH. OCBEH TOBa, ce ycTaHoBsBa 25 % PEAyKUMS Ha KIMPBHCA Ha JIM3HHONPW, B
CPAaBHEHHE CBHC 3apaBH Xopa.

HpH NaMUEeHTH C 6’B6peqHa HelIOCTaT'b'-IHOCT, KOHHCHTpaHI/IHT € Ha JIH3HHOHPHH Ca HIKOJIKO ITbTH IMO-BHCOKH
OT TE€3H npu S,HpaBH MalMCHTH, MaKCHUMAaJIHUTE KOHIIeHTpaI.[PIH Ce JoCcTHrar H0-6aBHO HCe yﬂ'BJI)KaBa
NEpPHO/a Ha eTUMHHMpAKE, o

HalIMCHTH B CTap4yecka BB3pacT OGHKHOBGHO HMaT YABOCHH CCPpYMHHU KOHLICHTpAaLKUH H IUTOLI 1O J ‘KpuBara :
IVIa3MEHa KOHLICHTpa!.IPIﬂ/ BpEME B CpaBHEHHUE ¢ MO-MJaiu NalMe TH. S .
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5.3 Ipeaxunauunn AaHHH 3a 6e30nacHoOCT

ICKAPCTBEH MPOAYKT, HO HE € OTKPHUTO HHILO B eMOpHOHHTE.

CJ'ICII, JIeYEeHHe ¢ CM.HI/BHHOHPPIJ] B MJIIKOTO Ha KbpPMELIH IIIbXOBE Ce yCTaHOBsiBa ChbAbpPIKaHUE Ha
PaiHOAKTHBHH YaCTHLX.

Hsima HEXe/1anu ereKTPI BbPXY PCNPOAYKTHBHHUTE CIIOCOOHOCTH Ha MBXKKHTE H XXSHCKUTE IUTBXOBE,

YCTaHOBsBA, 4Ye JIM3HHOIIPHJI HE € MYTareH.

He ce nabnionasa edexr na JH3UHONIPUI BBPXY PAKIAEMOCTTA CliEJ| IIPOYYBAHHS BBPXY OpeMEHHH MuLIKH,
TUIBXOBE M 3aiiuM. Ha 6a3a yuactsum ot TIOBBLPXHOCTTA HA TAJIOTO, IPHIIATaHUTE 031 C4 ChOTBETHO Jo
55,33 u 0,15 nbTH NOBeuEe OT MAKCHMATHATA NIPENOPBEYNTEIIHA AHEBHA 1032 HA YOBEK (MRHDD).

6. ®APMAUEBTHYHHU JAHHHA

Cnucnk na HOMOIIHHTE BeNIecTBa

Kopnakep rabnerkn

Homomnn Bemecrna:

Kanuuen xuaporenpochar 6e3ponen

Marsesues creapar

LapeBuuno sumiecre

Maunuron

Hosuaon

Huwiecre , npesxenarunmsupario

Hest OKwar xenesen okeun 10; E 172)

Lpat (Yepsen xenesen okcun 30, E172)

6.2 HecbBMecTHMOCTH
He ca ycranosenu.
6.3 Cpox Ha rognocr

3 (Tpu) rogunn
Ha ne ce ynorpe6ssa Cliell U3THIaHE HAa CPOKA Ha FOJHOCT.

6.4 Cnenuanum yciosus na ChbXpaHeuue
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Hsama COCUMATHH M3UCKaBaHM 3a CbXpaHeHue.

6.5 lanuu 3a onakoBkaTa

Tabnerku 10 mg: Tpu 6nucrepa, Beexu ot kouTo Cbabpxa no 10 rabnerky, B Kapronena KYTHS C JINCTOBKA
34 MalueHTa.

Tabaerku 20 mg: Tpu OmucTepa, Bcexu oT KouTO ChbAbpxa no 10 Tabnerky, B kapronena KYTHs C IUCTOBKA
34 DalMeHTA.

6.6 Cnenuaann npexnasnm MEpKH NpPH H3XBLPJsiHe

Heusnonssanust nponyxr uu OTNafb4HHTE MaTepUay OT Hero TpsbBa 1a ce U3XBBPIIAT B ChOTBETCTBHE C
MECTHHTE U3UCKBAHMS.

7.  HNPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEEA

“Haiikapapma BucokokauecTBenuTe Jlexapcrea” AJ]

rp. Codus 1172, “T -M.Tumurpos” Ne 1, brirapus

Ten: +359 2 962 54 54

daxc: +359 2 9603 703

e-mail: info@tchaikapharma.com

8. HOMEP(A) HA PA3PEIIEHUETO 3A YIIOTPEEA

10 mg - Ne 11 2610/23.07.2008
20 mg - No 11 2611/23.07.2008

9. JIATA HA II'bPBO PAPEHIABAHE/MIOHOBSIBAHE HA PASPENIEHMETO 3A
YIIOTPEFA

YOmu 2008
10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Despyapu, 2010




