KPATKA XAPAKTEPUCTHKA HA ITPOJIYKTA

FOSICARD®
©O3UKAPT® N
1. MME HA JIEKAPCTBEHMS ITPOAYKT 0N0 E Pt ..ol
~ FOSICARD® 5 mg tablets BT o k24 )21 42
®O3UKAPI® 5 mg rabnerku —

FOSICARD@ 10 mg tablets
®O3UKAPA® 10 mg TabieTku

FOSICARD@’ 20mg tablets
®O3UKAPA® 20 mg Tabnerku

2. KOJMHYECTBEH U KAYECTBEH CHCTAB

JlexapcTBEHO BEIIECTBO B e1Ha TabiIeTKa:

Enna Tabnetka Fosicard® 5 mg chabpska dosuHONpui HaTpuil /F osinopril sodium/
5 mg. |

Enna tabnerka Fosicard® 10 mg caaspxa ®ozuxonpun Hatpuit /Fosinopril sodium/
10 mg.

Enua Tabnerka Fosicard® 20 mg cpappxa Goszusonpun Hatpuit / Fosinopril sodium/
20 mg.

3. JEKAPCTBEHA ®OPMA

Tabnerku. |

Fosicard® 5 mg - Gemu wim moutH 6eiw, IIOCKH, KPBITH 6 mm TaGNeTKH, ¢ HajTHC
»FLS”

Fosicard® 10 mg - 6enu wiu nogaru 6enu, [TOCKH, Kp‘bl‘HH 8 mmn TalbnerTky, ¢ HAAIMKUC
F1.10”

Fosicard® 20 mg - 6e1y WK nouTH OelH, TIOCKH, KpBIIH 8 mm TaGNeTKH, ¢ HagImuc
»FL20”

4. KIHNHNYHHA TAHHHA
4.1. Iloxazauus
3a JieueHHe Ha:

* ApTepHajiHa XHIICPTOHNA,
e B xoMruieKkcHaTa Tepanus Ha ChpAevyHaTa HEL0CTATHYHOCT.

4.2. Jo3WpoBKa H HAYHH HA yrnoTpeda

[1o nexapcko npeanucanue. Iipuema ce [1EpOPAHO.

e ApTepyaiHa XUIEPTOHHS:

[penopbunTenHa HauanHa fo3a - 10 mg exHokpatHO AHeBHO. J[03aTa
IoxKayBa IOCTEIICHHO IIpe3 UHTepBal oT 1-2 ceAMUIM B 3aBHUCH
NMOHOCHMOCTTa A0 MakcHMManHOo 40 mg e€JHOKPaTHO AHEBHO.
edext ot aHeBHa nHo3a 40 mg Tpabea ma ce obchAM KOMOWHF
nobaBsHEe Ha NUYPETHUK. |




B cayyanm Ha npeaxoxmalio JedeHue ¢ OuypeTdl, To TpabsBa na Obae
MpPeyCTAHOBEHO 2-3 JHM Tpeay HA4yaJHOTO NpuiokeHwe Ha Fosicard®, 3a ma ce
u30erde CHMIITOMATHYHA XMIIOTOHHS.

° Cbp,ueqﬂa HEAOCTaTbYHOCT:

[IpenopbuKTenHa HayaHa 103a - 10 mg eqHOKPaTHO THEBHO.

HeobxommMo € HavYalloTO Ha JEYEHHETO Ha ¢€ MPOBEXAA IOI CTPOr JNEKApCKH
KOHTpOJ. AKO HayajgHara [J03a c¢ moHaca mo0pe, TH MoxXe Ja C€ TOKAYBa
MOCTENEHHO B 3aBUCHMOCT OT KJIHHHYHUA e(eKT Ha efHOCEIMHYHH MHTEPBANy, A0
MakcuManHo 40 mg enHOKpaTHO AHEBHO. [Ipy nanueHTH C¢BC CBpAEYHA
HEZOCTATBYHOCT U CpEOHa WM TEXKKa 6136petma HEAOCTATBYHOCT WM TAKMBA Ha
aKTMBHa JHYpPETHYHA Tepanus, npen()pmmenﬂa'ra HayaJiHa Jo3a € 5 mg
€IHOKPATHO JHEBHO.

KoMmbuHNpaHeTo ¢ AUYPETHIIH nonoﬁpaaa e(EeKTHBHOCTTA.

Jozupare npu 6v6peyHa unu wepHoOPObHA HEOOCMAMBLYHOC:

ITpu nauweHTH ¢ yBpeneHa 6bs0peuna wiy yepHOAPoOHa PYHKUMA OOUKHOBEHO HE €
HEOOXOOMMO HamaniBaHe Ha A03aTa, [IOpaa¥ ABOHHUSA BT Ha EKCKpETHpaHe Ha
fosinoprilat.

[Tayuenmu 6 nanpeonana év3pacm (nao 65 200unu).
He ce H3uCKBa KOpeKLIUS HA 103aTa.

Heya: -
To3mn NpodyKT He ce npenopwyBa 3a Aeua. [Ipu Tax 6e30nacHOCTTa ¥ €PEKTHBHOCTTA
HE € JJOKa3aHa. -

TabneTkure ce npueMaT ¢ AOCTaThYHO BOJA, HE3aBMCHMO OT NpHUEMa Ha XpaHa,
npenopmmenno CYTDHH.

4.3. Ilpo'maonoxaaanﬂﬂ |
e CBpPBHXYYBCTBHTETHOCT KBM fosinopril M KBM HSKOE OT MOMOLIHATE BEIIeCTBa;

e AHaMHe32 33 aHTHOHEBPOTHYEH €IEM, [TQJIYICH NPH NPEAXOXKJaIla Tepamud
ACE-naxuburopu. IlaimenTtu ¢ BpoJieH HIH HIHONATHYCH aHTHOCAEM;

bpeMeHHOCT M KEPMEHE;
e Jleua.

4.4. CrneuuadHH NPOTHBOMOKA3AHHA H CHENHANHHU INpeRyIpexKICeHHA IPH
ynoTpe6a . |

Anzuoedem: AHIHOSHEM Ha NMUETO, KpalHULIMTE, YCTHHTE, €3HKA, [IOTHCA W/MIH
napuHKca ca HabmoAaBaHU NpH NauHeHTH, JekyBaHn ¢ ACE-unxuburopu, B TOBa
yuciio ¢ fosinopril.

B Te3u ciydyaM JIEUEHHETO ce MPEYCTAHOBABA ¥ C€ NIpWIlara MoAxXoAdiua Tepanud. B
cyYyaH Ha OrpaHWYEH OTOK CaMO Ha JIMLIETO W YCTHUTE C€ M3MO3yBar
aHTUXHUCTAMUHOBH CPSACTBA 3a NOBJIMABAHE HA CUMIITOMUTE. |
AHruoeneMm, nporpecdpaly IO OTOK Ha JIapuHKCa € JKHBOTO-3aCTpalliaBauio
ycaoxkHeHHe. IIpy OTOK ¢ aHraxupaHe Ha e€3MKa, [JIOTHCAa HMAM JapH :
Heobxonuma He3afaBHA Tepanmya: MOAKOXKHO TIPUIIaTAHE HA PasTBOP Ha NS
(0.3 ngo 0,5 ml - 1:1000) w/unu npepnpueMaHe Ha HEOOXOAUMUTE// \




ocBobokIaBaHE Ha NHMXATEIHHTE NbTUMIA. Te3 mauueHTHTe TpAOBA nNa Cca moOX
nexapcko HabmoeHne, JOKATO CHMITTOMHTE OT3BYYaT HAITHIIHO.

Xunomonusa: HabmrogaBaHa € EKCIECHBHA XHIIOTOHMS B XoJa Ha JIEYCHHE C
fosinopril. Kato Bp3MOKHa NPUYHHA 32 TOBA ABJICHHE CE CUMUTAT COJCBM UM ODEMEH
AeOULUT, Tepanua ¢ MOLIHU JUYPETHLH, NALIMEeHTH Ha XeMoauanu3a. MHoro paaxo
ce MMPOSBABA MPH MAUMEHTH ¢ HEYCIOXHEHA (hopMa Ha XHIIEPTOHMS,

ExclecHBHA XHITOTOHHSA € HAOMIOLaBaHa IIPH NMAlMEBTH ¢ TEXKKa 3aCTOHHA ChpACYHA
HEOOCTAaThYHOCT ¢ WK Oe3 mpuapyxkapania 6n0peyHa HEQOCTATHYHOCT U MOXE Ja
poTeye ¢ ONUTYpHUs W/WIH TPOrpecHBHAa a3oTeMus, psfAKo ¢ octpa 6B0peuHa
HEAOCTATBYHOCT, BKIFOYUTENIHO H C - JetaneH u3xoA. Ilopaau pHCK OT BHE3amneH
PI3BK CHajJ Ha apTepHaNHOTO HAISraHe Npv TE3W IPYNH MallMeHTH, TepamnuiaTa
TpaOBa Aa 3aMmouHe NOJ JeKapcko HaGaoneHue ¢ NMo-HHCKA HavajaHa Jo3a - J mg.
Heobxonumo € Te3u mauueHTH Aa Ob0aT POC/CASBAaHHA NIPE3 IBPBATE B CEAMHLH
OT JICYEHHETO, KAKTO W IIPH HAjlaramo ce yBeJIHMYaBaHe Ha Jo3ara Ha fosinopril
H/WIH JUYPETHUKA.

[Tono6Ho MoBecHNE Ce MpWiara ¥ NpH nauyerTy crpagamy ot UbC mnm Mo3naHO-
cpaoBa GosiecT, MPH KOWTO PE3KUAT CrMaj HA apTEpHATHOTO HAIAraHe MOXe Ja
nosefe 10 MHGApKT HA MHOKapaa WIM MO3BYHO-CHAOB HHUMAEHT. B clyvail Ha
[osIBa Ha PA3BK CHAL HAa apTepHalHOTO HAlAraHE € HEOOXOMMMO NALMEHTHT A2 Ce
[IOCTaBH B XOPH3OHTAITHO TIOJIOKEHUE M TIpU HYXa Ja € TPHITOXH WHTPaBEHO3HO
dusHoNOrHUeH pa3TBOp. IlpexoqHa XUIIOTOHHYHA PeaKLiusA, He € IPOTHBONIOKA3aHUE
3a NpoIbJokaBane Ha nedeHueTo ¢ fosinopril B agexpaTHa H03a.

Ouenxa Ha 6vbpeuynama @ynxyus: llpenu 3anmousane Ha Tepamma c fosinopril
Tpa6Ba na ce oueHm OnOpeynara QyHKLIMsS Ha MaLMEHTa M A2 C€ KOHTPOIHpa
PENOBHO 1O BpeMe Ha JeYeHueTo. AKO ce IOJ03Hpa CTeHo3a Ha 6B0peyHn aprepuy,
HeoGXOMMMO € M3BBPILIBAHE HA peHoBasorpadui 3a OlEHKA HA HANMYHOCTTA H
CTENCHTA H. | | | |

Vepeoena 6vbpeuna ¢ynxyus: KaTo NOCHEACTBHE OT WHXHOMpaHe HAa PEHHH-
AHFMOTECH3MH-AIOCTEPOHOBATA CHCTEMAa €a Bb3MOKHH MPOMEHH B ObOpeuHara
GYHKIMA Ha HAKOHM TpPEAPA3NOIOKEHH WHAWBHAH. VIMa IIOBHMIIEH pHCK OT
BAOmAaBaHe Ha OBOpeuHaTa (YHKUHA [pH MNAUMEeHTH ¢ HajindHa OBOpeyHa
HeJOCTATHhUYHOCT, 3acToliHa ChpAeYyHa HEOOCTAaThYHOCT, ABYCTpaHHA CTEHO3a Ha
. 6B6peYHUTE apTepHH WK CTEHO3a Ha apTepusaTa Ha eIMHCTBEH OBOpek. 11pu TakuBa
MalMEHTH MOXeE Ja HACThIIM NOBHINABAHE Ha YPEATa H CEPYMHHA KPECAaTHHUH, KOCTO
OOUKHOBEHO € TIPEXONHO M THPIMM OOpaTHO pasBWTHE CIEX MNpeKpaTsABaHe Ha
TepanuaTa. [Ipy Tax € HeoOxomuMO MoHUTOpHpaHe Ha ObOpeuHaTa QyHKLUUA Npe3
IThPBUTE HAKOJIKO CEAMHIIH OT JICUEHHETO.

BB3IMOXHO € He3HAYHTENIHO ¥ IPEeXOJHO TOBHINIEHHE HAa a30THUTE Te/ia B KPbhBTa
[IpY XMOEPTOHUIM C MpedilleCTBAo, HO Hen3aBeHo 6b6peuHo yBpeXxaaHe, KoeTo ce
cpemia mo-4yecto, ako fosinopril ce mpunara ceBMecTHO ¢ AuypeTuk. Ilpu Tesu
MAUWeHTH € Bh3MOXKHO JIa C€ HAJIOKHM KOpeKIuA Ha mo3ara Ha fosinopril, kakTo
IpeyCTaHOBABAHE HA ANYPCTHYHATA TEpaus.
TIpy neyenre HA MALUMEHTH C TEXKKO yBpelcHa ObOpeduHa QyHKUHA (RPRY
kmupbHC < 30 ml/min) ¢ fosinopril, Ha xoHTO ce Hayiara AOTBITHUTES >
AVYPETHK, Ce MPENOPHIBA NPHITOXKEHHETO Ha OPUMKOB IHYPETHK (Ha DS




Xunepxanuemus: llpu nevenue ¢ ACE-unxuburopu, ocolGeHO IIpH HalH4yHA
00peUHa W/HTH ChpIeYHa HEHOCTAThYHOCT, MOXKE Jia C& YCTAHOBH XHIEPKATHEMHS.
B moBe4eTo CiTyYaH ToBa Ca €NHOKPAaTHO H3MEPEHH CTORHOCTH, KOWTO CIIOHTaHHO Ce
HOPMAJIM3UPAT, BHIPEKH HPOXBDKABAHETO HA TEPAIIMATA. Puckosure dakropu 3a
pPa3sBUTHEC Ha XHMOEPKATHMEMHA BKIIOYBAT OBOpeyHa HEMOCTAaTHYHOCT, 3aXapeH
anaber, eIHOBpeMEHHa yroTpeba Ha KasHi-ChXpaHABAaIlM AHYPETHIHN, KaTHEBH
MPOAYKTH W/HIH KaJTH#-ChABPXKAINM 3aMECTUTENM HA TOTBAapCKa COJl, KOMTO TpHGBa
ia ce ynm‘peﬁﬂsa'r TIpenasnuBo B KoMOuHauwus ¢ fosinopril.

Yapeoena qepnodpoﬁﬂa qbyﬁxuua bonHK ¢ yBpeaeHa YepHOAPOOHA QYHKIMA MOTaT
lla UMaT NOBUIIEHN HUBA Ha fosinopril, mopaau HapymieHO Merabonusupane. Psaako
nnpH neyenne ¢ ACE-HHXOHTOpH MOXKe a ce HabmonaBa CHHAPOM, KOHTO 3alo4Ba
C XONeCTaTH4eH MKTep H Iporpecupa A0 (GYJIMHHAHTHa uepHOApOOHa Hekpo3a M
MOHAKOra MO JeTaleH W3Xoi. IIpH ycTaHoBfBaHE Ha HKTEP WM 3HAYUTEIHO
MOKayBaHe Ha YEpHOAPOOHHMTE €H3MMH MO BpeMme Ha Tepanuara ¢ fosinopril,
HEroOBUAT [IpHeM TpAOBa Aa ce MPEeyCTaHOBH.

Xupypeus u auecmesus: BB3MOXKHA € MosgBara Ha XWIIOTOHHUSA [IPU TALMEHTH,
MOJIEKAIA Ha XHPYPTHYHU HHTEPBEHIMH U JIeKyBaHHU ¢ fosinopril. ToBa ce XKy
Ha OJIOKMpaHe¢ Ha BTOPHMYHOTO OOpasyBaHe Ha AHTHOTEH3UH Il B OTroBOp Ha
KOMIICHCATOPHOTO OCBOOOXKIAaBAHE HA PEHHUH [10 BpeME Ha roJNCMHd XUPYPrHYHH
oneparyy W/WIM TMPOBEXJAHETO HA aHECTe3nd C MEIHKAMEHTH KOWTO Morat Ja
MpeAU3BAKAT XUNOTOHUA. [IpHM HACTBIMMIA XMITOTOHUS 110 TO3H MEXaHH3BM TS MOXKE
Ja C€ KOpHIrupa ¢ yBeau4yaBaHe Ha obema..

Heymponenus/Azpanynoyumosa: ~ ACE-unxuburopure Morar fa NPWHHHAT
arpaHyfOINTO3a M MTOTHCKAHE HA KOCTHHA MO3BK, KOETO € PAJIKO IPH HEYCIONKHEHH
MalMeHTH, HO € [10-4eCTO IpH MAlMEeHTH c HapymeHa ObnOpeyHa (QyHKIHA HIH
CTpajallli OT CUCTEMHH KOJIAT€HO3H, KaTo JYITyC EpUTEeMaToleC, CKICPONCPMUs Win
ca TOMIOKEHHM Ha HMYHOCyHpecHBHa Tepamma. Ilopamm ToBa € HEOOXOAMM
NEpHOAMYEH KOHTPOJI Ha Opofd Ha JIEBKOLMTUTE NMPH TaKWBa NMAaUWEHTH. I € ¢
oBpaTyM XapakTep u H3ue3Ba cief IpeKparaBaHe Ha TepanuaTa ¢ ACE-unxuburop

Anaghunaxmoudru peaxyuu.

Mma crobimienuss 3a ciydYad Ha aHa(pWIAKTOMIHW PEaKIHH IIpH TIAlIHEHTH Ha
auanysa, nekyBaHd enHoBpeMeHHO ¢ ACE-uaxuburopu. Ilo BpemMe Ha NCYCHHUETO C
fosinopril He ce mnpenopbyBa XEMOJHANM3a M XeMOQUATpaLHas Npe3 BHCOKO
npomycknuBn MeMOpanu. [Ipw TakuBa nauueHTH TpAOBa Ja ce 0OOCHAM
BE3MOXKHOCTTA 34 H3NOJA3BaHE HA Jpyr TAN JAuaTH3Ha MeMOpana WiIH
aHTUXMIIEPTEH3UBEH MeaukaMeHT or apyr knac. IlomoOHuM peakuum ca
Ha6TIOJaBaHy PH M3BLPIIBAHE Ha adepe3a Ha JTMHONPOTEHMHHTE ¢ HUCKA [UTBTHOCT
(LDL) ¢ pexcrpanoB cyndar ¥ egHOBpeMeHHO mpunoxeHue Ha ACE-WHXHOHTODH,
nopaaM KoeTo To TpaOBa Aa ce u3darsa.

Bzaumooeucmeaue ¢ aabopamopru mecmose:

Fosinopril Moxe Ha mosene 0 QalHBO HHCKH CTOWHOCTH Ha HMBAT
JIUTOKCHH ¢ METOA Ha abcopbuma ¢ BEIVIEH. HeoOXouuMO € H3Igy
MeTO4 3a JUArHOCTHKA. HAKOIKO JHM Ipedu IPOBEXIaHE éﬁ TCCT R
napatupeonna GpynHKkiHa, Teparmdara ¢ fosinopril Tpsa6Ba aa ce mj ﬂ) Gt ;




To3n JICKAPCTBCH IMPOAYKT CBIABpPIKA KaTO ITOMOIIHO BEUIECTBO J1aKT03a, KOETO Iro

[paBH HETIOAXOMAII 3a MNAUUCHTH C JIAKTa3Ha HEOOCTATBYHOCT, TajIaKTO3EMHUA WM
[TIOKO3CH/TAJIAKTO3€H CHHAPOM Ha ManabcopOirusi.

4.5. JlexkapcTBeHH H APYIH B3aNMOgeHCTBHSA

Kanueeu 0obaexu u kanuti-3a0vepicawju QOuypemuyu:

M3mon3BaHeTo Ha  KaiWii-3a0bpKaliy  JHYpeTHRH (Hamp. CHNHPOHOJIAKTOH,
TPHaMTEPEH, aMIIOPHA), KaIueBH JOOABKY WM Kauni-ChABPXKallMd 3aMEeCTHTENH Ha
roTBapcKara coi eqHoBpeMeHHO ¢ fosinopril Moxke [a MOBMIOH pucCKa OT pa3BHTHE
Ha xunepkamrueMus. HeoOXoouMoO ¢ BHHMATENHO MOHUTOPHpPAHE Ha CEPYMHHA
Luypemuyu:

[TpunoxeHHETO HAa OVYPETHIH 3aCHMNIBa aHTHXMIEpTeH3UBHUA edekT Ha fosinopril.
B®3MOXeH € pA3bK ClTaj Ha apTepManHOTO HajlfraHe B HAYANOTO HA JIEYECHHETO C
- fosinopril npH NallMEHTH, TIEKYBAHU C IHMYDPETHIIM. |
XunoreHsusHUTe ePexTH Ha fosinopril Morar na OBIar IPeIOTBPATEHH, aKO Ce€
IIPEYCTAHOBH JICYEHHETO C AMYPETHK WIH aKO ¢e TOBHILH IPHEMa Ha COJ B HAUanoTo
Ha JICYCHHETO. AKO € HEOOXOAMMO Ja C€ NMPOOB/DKH JICUCHHUETO € IUYPETUK ce
3ari04Ba Tepanya ¢ HamaneHa ao3a fosinopril nmoa aekapcko HabJroAeHME.

JTumuii:

ACE-unxubutopure HamanaBaT OLOpeyHaTa eKcKpelMs Ha JUTHH H yBelIWYaBaT
pPHCKa OT JINTHEBa WHTOKCHKauus. EdexTrre Ha JMTHEBa TOKCHYHOCT ca 00paTHMH
cliell peycTaroBsBaHe Ha nedeHuero ¢ fosinopril. lipy eqHOBPEMEHHO TIPHITOKCHHE
Ha JuTHeBd mnpoAaykTH H fosinopril € HeobxomMMO YeCTO nNpPOCICAABAHE Ha
CEPYMHOTO HUBO HA JIATUA.

Armuayuonu npooyxkmu. |

AHTHaIMIXTE MOTAT fa HamaiaT pesopOumata Ha fosinopril. ITpn neobxomumocT oT
eIHOBPEMEHHOTO MM MpUWIOKEHHE TO TpsOBa Aa CTaBa B UHTEPBAN OT 2 yaca MEXAY
TAX.

4.6. DBpeMeHHOCT H KbpMeHe
bpemennocm:

Fosinopril e mpormBonokasad mo BpeMe Ha OpemenHoctTa. ACE-mHXMOHTOpHTE
MOraT Jia TIpEeAW3BHMKAT YBPEXAAHEC U CMBPT Ha IUIOMAA, aKO Ce€ mpuaarar TpH
OpeMeHHH XeHU. IIpu ycTaHOBsBaHEe Ha OpPEMEHHOCT B X0Ja Ha JIEYCHHETO C
fosinopril ¢ HeoOxoAMMO He3a0aBHO IpEeKpaTABaHe NIPHEMa Ha IPOAYKTa.
[Tpunoxennero Ha ACE-WHXUOHUTOPH 1O BpEME Ha BTOPHA M TPETHI TPUMECTEP Ha
OpEMEHHOCTTa € CBbpP3aHa C YBpexjaHe Ha IU10Ja MU HOBOPOACHOTO, BKIIOYBALIO
XHUMIOTOHMSA, XHIIOIIA3UA Ha yepena, aHypus, obpatumMa WM HeoOpaTtuMa 6BOpeUHa
HeJOCTAaTHYHOCT W CcMBpT. CpofiaBa ce M 338 ONUTOXHAPAMHHOH, BEpPOATHO
BCJIEJACTBHE Ha TIOHMkeHa OnOpeuna ¢QyHKIUS Ha 1UoAa. B TakuBa ciaydyau
OJIMTOXHIPAMHHOH C€ ChUeTaBa ¢ KOHTPAKTypH Ha KpaHHUIUTE HA [AOTa. JIREBO-
YETFOCTHH NeQOpMalliy H pa3BHTHE Ha XHMITOTLIa3HA Ha OeTHa Tpog \3\&‘ ' E‘@gp \
HoBoponenu ¢ aHaMHe3a 3a HHTpayTEPHHHO H3jlaraHe moj AeHCTHET0 Saigim Oy \
TpAGBa BHMMATENHO Aa ObAAT M3CHCABAHM 33 XMIOTOMUS, YARVEPNE
XHNEPKATUEMHSA. | ”




Ynompeba no epeme Ha kvpMmeHre

Fosinopril npeMunaBa B MalfYHHOTO MITAKO. AKO IIPHIOKEHHETO MY € Hanox{menno
nanMeHTKaTa TpsAOBa Aa NpeyCTaHOBH KbPMEHETO.

4.7. E¢exTn BbpXy cnocO0HOCTTA 3a modupane n paboTa ¢ MAIIAHN

B nawanoro Ha neueHunero ¢ fosinopril Moxe ma ce HabMrOmaBa KpaTKOBPEMEHHO
10SBa Ha OTMANHANIOCT M CBETOBBPTEK, KOETO 1a NOBIMUAE BHPXY CIIOCOOHOCTTA 34
modupane U pabora ¢ MatuIMHHU. |

4.8. HexeJaHH JeKapCTBEHH PEAKIHH
B 1no-rosaMara CH 4aCT HEXKEJIAHUTS JICKAPCTBCHM pEaKUMy 0Opy JieUeHUe C
fosinopril ca neku, npexonHn M He Hanarar npekparapase Ha tepanuara. Hait-uecto
HabmOAaBaHUTE HEKEIAHW pPEeakUHU Ca: XWIIOTOHHA, OTMAJHAIOCT, CBETOBLPTEX,
KalUTHIA, FaieHe, TIOBPLINaHE.

- Ipyru BB3MOXHM HEXXENaHU PEeaKLUH ¢a;

Obwu.

CnabocTt, TeMTIepaTypa, XRIIepXuapo3a, HeKapJuallHa rpzs.nHa boinka.
Copoeuno-cv008uU. |

AMa enMHMYHM CHOOILCHMA 338 CTEHOKapAMs, MHOKapieH HMHGApKT, [PEXOAHO
HapyIIeHWE Ha MO3BYHOTO KPBBOOODBIIEHHE WX MO3BYHO-CHA0B HHIIMACHT, KOUTO
ca Bb3MOJKHM BTOPHYHO BCJIEACTBHE PA3BK CMal HA apTEpUATHOTO Hajgrawe. Jpyru
CBBP3aHH CAyYad: OPTOCTATHYHA XHIIOTOHUSA, CHHKOI, TaXWKapAHsi, MaJlHTauWH,
PUTHMHY HapyIIeHUs, 3auepBaBaHe, GeHoMeH Ha Raynaud.
lacmpo-unmecmunannu:

CyxoTa B yCTaTa, AUcIencus, rajeHe, kopeMaa 6onka. B peaku cnydan noap'bmaﬂe
3afneK, (aaryacHiiug, 3aryba Ha anetuT. ma eauHUMYHM CHOOMICHH 3a Cay4ad Ha
MaHKPEaTHT, TIOBUIIABAHE HAa CEPYMHHA OMIMPYOHH W/UITH YepHOAPOOHHUTE CH3UMH,
xenaTUT(XenaTolenynapHa HIH XONECTaTHYHA XBITEHHUIIA) 110 BpEME Ha Tepanm C
A CE-unxuburopu.

Pecnupamopru. |

Cyxa Ipa3Hellla KaIJIMIa, HA3aJHA KOHTECTUs, OPOHXHT, IIOHsMKOIa JIWCITHEd,
CHHY3UT, PANKO OpOHXOCMHA3bM, CMUCTAKCUC. B eaMHMyHU caydau € HabiaioAaBaH
KOMILIEKC OT CMMITTOMH BKIIOYBALL KALInKUa, OpOHXOCHa3bM ¥ €O3MHODUIINII.
Ypo-eenumannu:

B exuundHn ciydaw ¢ orOenf3aHa MosBa Ha OJHTYpPHA, MPOTPECHBHA a30TEMHA,
ocTpa Ob0peyHa HENOCTATBYHOCT. |

Mycxyno-ckenemnu. |

MyCKyJIHHA KpaMITi, MRaNTHS, apTpaaras.

Hesponozuunw/ITIcuxuampuunu.

CBETOBBPTEX, LIYM B YIIHTE, ACTIPECHS, CHHIUBOCT, 563C'BHHE: HEPBHOCT, [ICUXHUYHA
00BPKAHOCT, HAPYINEHO (38MBITIEHO) 3PCHHE.

KoocHu.

Ex3aHTeM, B pedKHU Cllyyau ypTHKapHH c:'bpﬁex{ horoceHCHOUTYI
Anecuoedem.

AHrHoeIeM Ha JIMUETO, KpaHHUIIMTE, YCTHUTE, €3HKa, IIIOT]
Habal04aBa pAaKO, HO MOXeE Aa 6Ba¢ QaTanHo.




Xemamonocuutu:

Pemky cirydam Ha JIeKO HaMalieHME H4 XEMaTOKPHTa, XeMOIJIOOMHOBATA
KOHIUCHTpalluA, JICBKONCHHUSA, HEYTPOIEHUS, TPOMOOLIUTONCHUA, €O3MHODUINA H
NOTUCKAHE HA KOCTHHA MO3BK.
Lpyau. -
Mma foknagBaHH ciydya 3a CHMIOTOMOKOMIDIEKC, BKJIIOYBAIL MO3HTHBHM
AHTHHYKJICApHU Tena, yckopeHa CYE, apTpanrusa widM apTpuT, MHaIrHA, TPECKa,

BaCKyJIMT, JICBKOIMTO3a, €O3MHOOWIHA, (oroceHCcHOMnM3anus, oO6puB M IpYru
AEPMaTOOTHYIHHA MPOSABH. |

ITpomernu 6 nabopamoprume noxazamenu:

HabmonaBaHHTE NpoMeHH B JIa6OPaTOPHHUTE MOKA3aTeNH PANKO €a OT KIMHHUYHO
3HaucHHe. Hali-uecTo ce perucTpupa xunepkaaiveMus H xurnoHatpuemus. O6patuMo
JIEKO MOBHMINEHWE Ha KPHBHATA ypes W CEpYMHHI KpPEaTHHMH € HaGmoaaBaHO IpH
MaJIKa d9acT OT TMaluMeHTUTe, JekyBaHM camo ¢ fosinopril. Tlo-uecto cpemano
NMOBUILIEHHE Ha Te3M IoKasarend ce¢ HabmonaBa NpW MaUMEHTH, IIPHEMalIH
€JHOBPEMEHHO Y IUYPETHIIH. |
B peaxu ciayyam € pEerncTpHpaHO JIEKO - M TIPEXOLHO IIOBHIIABAHEC Ha
TpaHcamuHasute, LDH, ankannara ¢pocdarasa U cepyMHus OunupyOus

4.9. Ipepozupane

[fpn WIMHUYHH JAHHK 34 TPEAO3UpaHe Ce€ IMPOBEXJAa CHMITTOMATUYHO W
noankbpxkao neyeHue. Tepanuata ¢ fosinopril Tpa6Ba ga ce npexpaTH ¥ NALHUEHTHT
a ¢€ TIOCTaBH TIOJ CTPOTO JIeKapcko Habmomenue. JleyeOHUTE MEPOTIPHUATHA
33BHCST OT €CTECTBOTO M TEXKECTTA Ha KTMHHYHHATE CUMIITOMH H BKJIFOYBAT MEPKH 34
HamaisaBahe Ha abcopOuusaTa ¥ 3a YCKOPABAHE HA CNTUMHHUPAHETO, MOANLPIKAHE HA
OCHOBHHTC >XM3HEHH (PYHKUMH M KOPEKLUA HA AeXHApATaUHUATa, €ACKTPOJUTHOTO
paBHOBECHE M XHWIIOTOHMATA. THNHYHH CHUMIITOMM Ha TNPEAO3HpPAaHE Ca TEKKa
XUTIOTOHUA, €NeKTpoauTeH aucbananc M OnOpedHa HEZOCTATHYHOCT. AKO cCe
YCTAHOBH TEXKAa XUMOTOHHA, MNalMEeHTHT TpAOGBA 1Ja ce IOCTaBM B JIETHAIO
FIOJIOKEHUE U Aa MY ce Bjlee 6Bp30 HYXKHOTO KOJIWUECTBO (PUIMOIIOTHYEH Pa3TBOP.
Fosinopril B Ma/nka cTelleH ce OTCTpaHfBa Ype3 XEMOAWAlIM3a W IIEPUTOHEaTHA
nyannsa. | |

5. PAPMAKOJOI'HYHHN JAHHHA
5.1. PapMakoxHHAMHYHH CBOHCTBA
ATC Koxa - C 09A AQ9 |
Fosinopril ce xuaponusupa OT €cTepasuTe A0 (apMaKOAOTHYHO aKTHBHA (opMa,
fosinoprilat, = cnemupuaeH  KOMIETHTUBEH HMHXHOMTOP Ha  aHTHOTEH3HH
KOHBepTUpaMAT eH3uM (ACE). .

ACE xatanusupa NOpeBpbLUAHETO HAa AHMHOTEH3UH | N0 BAa3SOKOHCTPUKTOPHATA
cyOcTaHuua anruoTeH3uH II. Aardorensud Il cruMynmpa ChImO W cekpenpara Ha
annocTepoH oT Haabsbpeka. PeayKumaATa Ha alfioCTepOH MOXE Aa JIOBEaE A0 JIEKO
[IOKAYBAHE Ha CEpYMHHs Kanuil. Bbhopeku, 4ye MeXaHU3MBT Ha NOHWXKABAaHE Ha
ApTEpHAIHOTO HAJIATAHE B XO4a Ha Je4eHUEeTo ¢ fosinopril ce IpmKy#
[MOTHCKaHE Ha pPEeHHH-aHTHOTCH3HH-ATI0CTEPOHOBAaTa CHUCTeMa, {gh
XUIIOTEH3UBEH ePeKT ¥ nMpH O0NHU ¢ HUCKOPEHHHOBA XHIIEPTOHMA.




Havanuuar edexrt Ha fosinopril Mo oTHOLIEHHE Ha apTEPUATTHOTO KPBBHO HAJATAHE €
B PaMKHT¢ Ha €IWH 4ac. MakCHMalTHO HaMalifBaHe Ha apTepHATHOTO HalfraHe ce
moctura 2-6 vaca cllefl INpHueMa M IEPCHCTHpa B MpOABDKeHWe Ha 24 daca.
[ToHMWKABAHETO Ha KPBBHOTO HAIAraHe Moxe Ja 6bAe MPOrpecHBHO B PAMKHUTE Ha
HAKOKO CEAMMIM IO MIOCTHIaHE HA MAKCHMAJICH TEPANeBTHYCH €(PEKT.

ITpu GonHu Che Chp/EYHA HEAOCTATHYHOCT GnaronpuaTHUAT edekt Ha fosinopril ce
JTBH/KH TJIaBHO HA TOTHCKaHe Ha péHHH-aHT‘HOTeHBHH-aJIJ.IOCTepOHOBaTa CHCTEMA,
KOETO BOAM JO HaMalsiBaHe KakTo Ha npenHaToBapBaHeTo Taka W Ha
CJ/IEIHATOBAPBAHETO.

[Tpi GONHM CBHC CHPACYHA HEJOCTATHYHOCT, JIEKYBAHH ¢ JNUYPETHIHM, ChC WiH Ge3
NpUApYXKaBalla AUTHTAIMCOBA Tepalusi, ITbpBara [03a fosinopril MoXxe na
NpeIM3BUKA  PA3SKO  IOHW)KABaHEC  Ha  MYJIMO-KANWIAPHOTO  HAIATaHE
(MpeHaTOBAPBAHETO), Ha CPEAHOTO APTEPHAITHO HANATAHE K HA CHCTEMHOTO CHJ0BO
CHITPOTHBJIEHNE (CIeIHATOBAapBAHETO).

EnHokpatHO JAHEBHO npuioxkeHHe Ha fosinopril noanepxa MOMOXKHUTENHH
XEMOIMHAMMYHH e(eKTH npe3 Ieans 24 4acoB [030B MHTEpPBai. B JOMbIHEHHE,
ChpJleYHaTa YECTOTa HaMaJiiBa B CpaBHEHHE C M3XOAHATa W yHApHHAT OOcMeH
MHAEKC C€ YBEJHYaBa, BBOPECKM [IOHHXCHOTO IIhJHEHE HA JIABATa KaMmepa.
Taxubunakcdsa He ce HabmoJasa no BpeMe Ha jgedcHue ¢ fosinopril. B npoyusaHus
C €IHOKpaTHO [IHEBHO npwioxkeHue Ha fosinopril e oTuereHo momoOpeHHE Ha
paGoTHUA TOJIEpaHC, 24 yaca Cex MpuiaraHeTo My. B eAHO OT Te3M MpOyYBAHUA HE
ca BKIIOYBAHH MNAlMEHTH, €THOBPEMEHHO JIEKyBaHH C AUTUTAJIHCOBH IPOAYKTH.
KnuununuTe Genle3n Ha ChpAedHa HEAOCTaThYHOCT TIPH TAX CBIIO Ce MOXoOpsABaT.
ToBa e omnpeneieHo ypes Opos Ha OTMAJHANNATE OT HM3CIEABAHETO (HaMaJleHHWe Ha
pucka 66%, P=0.001) wiu ypes 6poa Ha XOCHUTANM3AUKMMTE NOPALX BJIOLIABAHE HA
ChpIECYHATA HeNoCTaThuHOCT (HamaieHue Ha pucka 66%, P=0.001). Fosinopril
HaManaBa HYXIWTE OT JONBJIHHUTEHO MHYPETHYHO JIEUEHHE 3a KOHTPOI Ha
CHUMITTOMHMTE Ha CbpAeYHa HemoctaTsuHOCT. Tepamusra c fosinopril momo6pssa
CUMIITOMHTE Ha CBpAEYHAa HENOCTATBYHOCT, BKIIOYWTENHO MOHCIHES M YyMOpa,
OTIpeAeiIeHH criopen KiacugpukanuaTa Ha NYHA. |

5.2. (PapMAKOKHHETHYHH CBONHCTBA

Caen nepopajHo MNPUWIOKEHHE fosmaprll OOCTMra MAaxKcumanHa [1a3MeHa

KOHIIeHTpals Ha 2-3 wac. BromammunHoctra My € 30-40%. Fosinopril ce

XMAPOAH3HpAa OT €CTepa3H IIaBHO B MepHHUst ApoO, HO CHUIO TaKa W B YPCBHHA

eruren o ¢dapmakolorHyHo akTuBeH fosinopritat. CxopocTTa Ha XHApPONM3a MpH
6osHH ¢ YBpeneHa YepHOApoOHa PYHKITUA Ce MPOMEHS, HO CTEINIEHTa Ha KOHBEPCHA €

- HempoMeHeHa. Fosinoprilat ce cBsp3Ba ¢ npoTenHuTe B 95%.

HannuMero Ha XpaHa B FaCTPOMHTCCTHHANHHMA TPAKT HE OKa3Ba cxmecmeﬂa

BIMAHYE BEPXY pe3opOiuaTa Ha fosinopril ot fosinopril TabieTku.

Cnen nmepopanHo npunoxenue Ha fosinopril okomo nonoBuHata ot adbcopOHpaHOTO

KOTHYECTBO CE echeTHpa C ypHHaTa, a OCTaHa/aTa acT ¢ dbexanuuTe.

5.3. Hpemc.nnﬂnqﬂu A2HHH 33 0€30NaCHOCT
[lpv m3cnenBane B MPOXAB/DKEHHE HA TEPHON OT 2 FOAURK C MUK
nosu no 400 mg/kg nueBHo (500 nbTH MakcuMmanHaTa 4YOBELU
YCTaHOBEHH AaHHH 3a KAapLUHMHOTCHEH €(eKT. HHTO fosinopril, H\




fosinoprilat ca MyrareHHH mpM MuKpoGHaleH MyTareHeH TeCcT Ha Ames, TECT 3a
MYTallH¥ Ha KIIETKM OT MHIa JMMpOMa UAH MUTOTHYHA T'€HHA KOHBEPCHH.
Fosinopril He € TeHOTOKCHMYEH M B MHWIOM MHKPOHYKJIEYC TeCT in Vivo, U B
LMTOTCHETHYEH TECT IN VIVO ¢ MMIIM KOCTEH MO3BK. B LIUTOreHETHYEeH TeCT ¢
OBapHaliHM KIETKM Ha KWTalckd xaMmcrepd, fosinopril ysenuduyaBa uecToTaTa Ha
XpoMo3oMHHUTe abepanuy, korato ce TecTyBa 0e3 MeTabONMTHA aKTHBALMA IpH
KOHIIEHTpanuA, TOKCHYHZ 3a Kjaerkure. HsAma yBenudeHHe B XPOMO3OMHHUTE
abepali IpH IO-HUCKUTE JIEKApCTBEHH KOHUEHTpauuu 6e3 MerabonuTHa
aKTVBALMSA WIN NIPH BCHYKH KOHIEHTPALMK ¢ MeTaGOoNMTHA aKTUBALIHS.

He ca HaOmogaBaHH HexeNaHH €DEKTH BbPXY PENPOAYKTHBHOCTTA MPH MBKKH H
KEHCKH IbXOBe TpeTupaHH ¢ 15 g0 60 mg/kg nHeBHO.

[Tpu npunarane Ha fosinopril Ha GpemenHu mIBXx0Be B 1031 80 10 250 mbTH (Ha Oa3a
mg/kg nHEBHO) HaIBHIDABAIlX OOMYAWHWTE YOBEIIKM MA03H, € HabmoJaBaHa
deTorokcHYHOCT M QerycHu MandopMmauun. He ca ycTaHOBEHU TepaTOTE€HHH
edexTy npy mpmioxeHue Ha fosinopril Ha 3aitiy B go3u 00 25 npTH (Ha 6a3a mg/kg
IHEBHO) HaJABUILABAIK O0UYaHHUTE YOBEIIKH JO3M.

6. (I)APMAIIEBTH'—IHI»I JAHHHA
6.1. Cnuchk HA NOMOILHMTE BenjecTBa

JlakTO3a MOHOXMIDPAT, HATPHEBa KPOCKAPME03a, MPEKENATHHO3HO HHILIECTE,
MUKPOKPHCTAIHA [IeyJI03a, ITHiepos AubexeHar.

6.2. OPOHIAKO-XHMHYHH HECHBMECTHMOCTH
He ca usBecTHHU.

6.3. CpoxHa ronHocT
2 (nBe) rOAMHM OT JATATA HA npoﬂaaoncmo

6.4. Cnendannu ycnonuﬂ HA ChbXpaHeHHe
[Tpu Temnepatypa nox 25°C. |
Jla ce ¢cbXpaHaBa Ha MACTO, HEAOCTBIHO 33 nenal

6.5. /{aHHM 32 OIIAKOBKATA

Tabaetku no 5 mg, no 10 mg 1 no 20 mg.

Tabnerku no 10 6pos wmu o 14 6pos B 6uctepn ot Al/Al dponno.
2 6imucrepa o 14 6pos TabieTkH B KAPTOHEHA KYTHA.

3 6nuctepa no 10 6posa TabneTky B KApTOHEHA KyTus.

PP xonTteiinep no 28 u no 30 6pos Tabnerku.

6.6. IlIpenopbku npH ynoTpeda
JlekapcTBEHMAT MPOAYKT Aa HE Ce U3MO0/3Ba Cel M3THYAHE CPOKY,
YKa3aH Ha ONaKOBKATA.




7. UME H AJIPEC HA IIPUTEXATEJISI HA PA3SPENIEHHETO 3A
YIIOTPEBA

"Axrasuc" EAJl, -

yi. "AtatHac Jlykos" Ne 29

1407 Codus, bearapus

8. PETHCTPAIMOHEH HOMEP B PETHCTBPA N0 Y28 OT
3JIAXM

Fosicard® 5 mg - Ne20060821

Fosicard® 10 mg - Ne20060820

Fosicard® 20 mg -Ne20060819

9. JATA HA IIbPBO PA3PEIIABAHE 3A VYIIOTPEBA HA
JEKAPCTBEHHA ITPOAVKT

29.12.2006

10. JATA HA (MACTHYHA) AKTYAJIN3AIIUA HA TEKCTA

HoemBpu 2008 r.
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