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KPATKA XAPAKTEPUCTMKA HA ITIPOJAYKTA
FOSICARD®
PO3UKAPI®

1. HWME BA JJEKAPCTBEHHS TPOAYKT
FOSICARD" 5 mg tablets

®O3UKAPH® 5 mg TabieTku B ) ) |

[ ;T THUTENHA ATEHLS 110 IEKAPCTBATA
FOSIC ARD@} 10 mg tablets . - RAKG xa'pa.tﬁ:nepucmuua na npodykma - Hpunokerus 1 j
OO3UKAPI® 10 mg TabneTku o Go&R/ A3 AR
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FOSICARD® 20mg tablets Y3 _f
®O3UKAPJ" 20 mg TabneTkn B .

2. KOJUMIYECTBEH U KAYECTBEH CbhCTAB

JleKapcTBEHO BELLECTBO B €/1Ha TabJETKA.

Enna Tabnerka Fosicard® 5 mg chaspika QOO3HHONPHIT HATPHA /Fosinopril sodium/
5 mg.

Enna Tabnetka Fosicard® 10 mg cpabpxa @o3uHomnput Hatpui /F osinopril sodium/
10 mg.

Enna TabneTka Fosicard® 20 mg crappxa PO3UHONPHIT HATPHUH / Fosinopril sodium/
20 mg.

3. JTEKAPCTBEHA ©0OPMA

TabneTky.

Fosicard® 5 mg - Oenu Wiu Mo4TH GelTd, IUIOCKY, KPhIH 6 mm TaONeTKH, ¢ HAAIHIC
WFLS”

Fosicard® 10 mg - OeJI1 W TIOYTH 6eyTH, TUTOCKH, KpBIUH 8 mim TaONIeTKH, ¢ HAJITUC
JFL10”

Fosicard® 20 mg - 6enyt uny pouTH Oemy, IIOCKH, KpbIiid 8 mm TabneTKH, ¢ HAMMNKUC
LJEFL207

4, KJINHNYHU JAHHHU
4.1. IIokxa3zaHRA
3a JJedeHUue Ha.

e ApTepuajHa XUNIEPTOHHA,
e B KoMILIEKCHATA Tepallys Ha CbpIc4HaTa HeAOCTATHIHOCT.

4.2. Jlo3upoBKAa M HAYHH HA yrmoTpeOda

TTo nexapcko npennucanue. Hpuema ce nepopaiHo.
e ApTeprajlHa XMIIEPTOHHUA:

[IpenopbunTelHa HadajiHa no3a - 10 mg eJHOKpPaTHO AHEBHO. Jl03aTg”
[fOKayBa IIOCTEIICHHO Ipe3 MHTepBal oT 1-2 CeIMUIH B 3aBACHMO ar
MOHOCHMMOCTTa J0 MakcuMaiaHo 40 mg CIHOKPAaTHO AHCBHO. 1 Iph HEHNRERIEME.
edexT ot AHeBHa no3a 40 mg TpaGsa Ha ce ODCHAM KOMOUHYPE
noGaBsiHE Ha AWYPETHK. et




B ciyuau Ha NOpeIXOKOAMO JIEweHHe ¢ JWYPETHM, TO TpsbBa na ObAc
[IPEYCTAHOBCHO 2-3 JHM IIpeJd HA4YaNHOTO IIPUJIOKCHUE Ha Fosicard®, 3a ma ce
n30erde CUMITOMATHUHA XUIOTOHHS.

o CppaeddHa HEAOCTATHYHOCT:

[IpenoprunTenHa HadaaHa 103a - 10 mg eHOKPATHO THEBHO.

HeoO6XoauMo € HAYalloTO Ha JIEYEHHETO Ja C€ NpOBEXKIa NOA CTPOr JICKApCKi
KOHTPOJI. AKO HayajdHaTa J03a C€ IIOHacd nobpe, TA MOke Ja ce IIOKayBa
MOCTENICHHO B 3aBMCHUMOCT OT KIMHMYHUA €(PEKT Ha €IHOCEAMUYHN HHTCPBAJINA, IO
makcuMaiHo 40 mg enHokpaTHO OHeBHo. llpw TlanmenTH CBC  CHpACHHA
HEeJOCTATHYHOCT M CpedHa MnM Texka 0bOpedHa HENOCTATHUHOCT WIN TaKMBa Ha
AKTHBHA JAMYPETHYHA Tepamusd, TNPENoOppUYMTEIHaTa HadajlHa n03a © > mg
e IHOKPATHO AHEBHO.

KoMOUHMPaHETO ¢ AUYPETHIIA II0N00pABa (PEKTHBHOCTTA.

= ol

Jlosupare npu 6v6peuna unu 4epHoOpobHa HedoCmanLHHOC.

[Ipy namueHTH ¢ yBpeaeHa ObOpedHa Uiy yepHoApoOHa PyHKIUA OONKHOBCHO HE €
HEOGXO0IMMO HamallABaHe Ha N03aTay TOpaj ABOHHUA THT HAa €KCKpEeTHpaHe Ha
fosinoprilat.

Tayuenmu 6 Hanpedxana evzpacm (Hao 67 200UHU).
He ce u3nucKBa KOPEKIIUA HA 103aTa.

Ieya:
To3u NpoAYKT HE ¢e NpenopbyuBa 33 ICLA. [Ipu Tax 6e30MacHOCTTa U €PEeKTUBHOCTTA
He e JoKa3aHa.

TaGneTkuTe ce TpueMaT ¢ JOCTaThYHO BOJA, HE3ABHCHMO OT MPHCMa Ha Xpard,
[IPEeOPHYUTETHO CYTPHH.

4,3. IIporvBONOKa3aHHSA
o CBPBXUYBCTBUTEIHOCT KbM fosinopril uni KbM HAKOE OT [IOMOIHHUTE BEHIECTBA,

e AnaMHe3a 332 aHTHOHEBPOTHYEH €IeM, IIOJMyueH NPY Mpeaxoxialla Tepariid ¢
ACE-unxuburopu. ITallMeHTH ¢ BPOASH WM HIMONIATHYICH aHIHOCIEM,

o Bmopu u mpemu mpumecmvp Ha OpeMeRHOCMNG (6unc m 4.4 u4.6).
o [lema.

4.4. ChHeuuajHH TPOTHBOMOKA3ZAHHA W CHENHAJTHH OPEAYNpexXAeHHH HpH
ynoTpeda

Anzuoedem: AHTHOEIEM Ha JALETO, KPAHHULUTE, YCTHUTE, e3WKa, IJI0THCa W/HIH
napuHKca ca HabnloJaBaHK HPH NALUCHTH, JICKyBaHH C ACE-uHxubutTopy, B TOBA
yuciio ¢ fosinopril.

B Te3u clyyad JICUSHHETO ¢€ NPEYCTAHOBABA M CC TpHIara HOAXOAAa Tepanud. B
ciyyay Ha OrpaHMYeH OTOK CaMO Ha JHMUCTO M YCTHMTE €€ H3M0I3YBaT
AHTUXMCTAMUHOBY CPEICTBA 3a NTOBHABAHC HA CHMIITOMHTE.

AHTHOeneM, OpoTpecupaly MO OTOK Ha JIapHHKCAa € KMBOTO-3aCTPAlldBAllO

ycnokaenue. Ilpy OTOK ¢ aHTaXupane Ha €3nKa, DIOTMCA A 1 WWHIIHHKSY, €

HeoOxoaMMa He3a0aBHA Tepallus: IIOAKOXHO IpUiarane Ha pasyr @*‘ SIDCHHAE

(0.3 mo 0,5 ml - 1:1000) w/mam TpeanpueMane Ha HeoOXff @ b o e "’-g\
2 f /
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OCBOGOKIaBAHEe HA NUXATEHUTE bTHIA. Te3d MalMeHTHTE TpsAbsa da ca MOX
JTeKapcKo HabaroleHue, JOKAaTO CHMIITOMMTE OT3BYYaT HAIlbJAHO.

Xunomonus: HalbmaonaBaHa € €KCIIECHMBHA XHUIIOTOHMA B XO04a Ha JICUCHHE C
fosinopril. KaTo BE3MOXHA [IPUYKHA 32 TOBA ABIEHHE CE& CUMTAT COJIEBH MK 00EMEH
neGuInT, TEPAH ¢ MOIIHN JAWYPETHIM, NalMeHTH Ha XeMoquamm3a. MHOro psaiko
ce MPOsBABA NPU NALMEHTH ¢ HEYCA0KHEHA (opMa Ha XHICPTOHHUA.

EKcliecBHA XUIIOTOHHSA ¢ HAOMIOAABAHA MPH MMALMEHTH ¢ TEKKA 3aCTOHHA ChpleUuHa
HEIOCTATHYHOCT ¢ Wi 6e3 npuapyxkaBaina Op0pedHa HEJOCTaThYHOCT M MOXKE 11d
IpOTEYE ¢ OJIMTYpUS WMWIH IPOTPECHBHA a30TEMUA, PANKO C OCTpa O6B0peuHa
HEeJOCTATHYHOCT, BKJIIOUMTENHO M ¢ JieTaleH M3Xod. llopamy pucK OT BHE3ANCH
pA3BK CIIaj Ha apTepHaJHOTO HajAraHe NpW TE3W TPYNM MAUNCHTH, Tepanuita
tpa6Ba [a 3alfoYHe TOJ JIEKApCKo HalMIoNeHHe ¢ MO-HHUCKa HavalHa 7034 - 5 mg.
HeoBX0QUMO € Te3d naueHTy Aa 0bJat npocielaBaHu Npes NbpBUTE ABC CCAMULIM
OT JIEUEHHETO., KAKTO M HpH Hajaraulo ¢¢ yBenyyaBaHC Ha A03aTa Ha fosinopril
M/VTH DRy PETHKA.

[TogoOHO noBeeHUE C€ MpHIara ¥ npy ManueHTH CTpajalll OT UbC unm Mo3B4HO-
chIOBa GONIECT, IPH KOMTO PE3KUAT Claji Ha apTepUaNHOTO HAAAraHC MOXKCE [a
noBene OO0 MHGMAPKT Ha MHUOKapia WIM MO3BYHO-CBIAOB MHIUACHT. B cnyuait Ha
MosgBa Ha PA3IBK claj Ha apTePHaHOTO HAATAHE € HeoOX0IMMO TIALMEHTHT Jla Ce
[OCTABK B XOPU3OHTAIHO MOJOKEHHE M NPYU HY’XJa Aa ¢ NPHUI0XKH UHTPABEHOZHO
dbushonoruyeH pasrsop. [IpexonHa XMIOTOHAIHA PCakid, HE © IPOTHUBONOKA3aHUE
3a IpOIbIKaBaHe Ha edeHHETO ¢ fosinopril B afieKBaTHa 103a.

Oyenxa Ha 6vbpeunama @ynxyua: llpend 3amouBaHe Ha TCpanui ¢ fosinopril
Tpa6Ba na ce oueHH ObOpeyHaTa (QYHKUMA Ha nalMeHTa U Ja CC KOHTPOJIMpPA
pEIOBHO 10 BpEMe Ha JIEYCHHETO. AKO €& OZO3HPa CTEHO3A Ha 6n0peuHn apTepun,
HeOGXOAMMO € W3BBpUIBAHE Ha pEHOBasorpagus 3a ONCHKA Ha HATAHHOCTTA M
CTEIICHTA H. |

Vepedena 6vbpeyna @ynxywi: Karo nNOCAEACTBHE OT uuxubupane Ha pPCHUH-
AHIMOTEH3WH-AJIIOCTEPOHOBATA CHCTEMA Ca BB3MOXHH TPOMCHH B OnOpeuHaTa
GYHKUMA HA HAKOM INPEenpasroNioKCHA WHIUBUIH. iMa MOBHIIEH PHCK OT
piomapage Ha OnOpeuHara GYHKUMA IpU MNAUHCHTH C HaJlHMHHA ObpOpedHa
HeIOCTATBYHOCT, 3acTOMHA CHpJCYHA HEJOCTaTBYHOCT, ABYCTpaHH4 CTEHO3A Hd
GHOpEUHUTE apTepHH WM CTEHO3a Ha apTepusTa Ha CAMHCTBEH on0pexk. [Ipu TakHBa
NALIMEHTH MOYKE [1a HaCThIIK MOBUUIABAHE HA ypeATa U CCPYMHUA KPCATHHMH, KOCTO
OGUKHOBEHO € OpPEXOAHO ¥ ThpHH 00paTHO pasBUTHEC CJCA MNPCKPATABAHC Hd
Tepanudara. [Ipn Tax € HeOOXOANMO MOHUTOPUPAHE HA 6nOpeuHaTa QYyHKIMS TIPE3
IBPBUTE HAKOJIKO CEAMUIIA OT JICYCHHUCTO.

BL3MOKHO € HE3HAUYMTE/HO M NPEXOAHO MOBHMIICHHE HAa a30THMUTC TEJIa B KPbBTA
[IpY XHMIEPTOHHUH C NPEIIIECTBALIO, HO HEH3ABCHO OBOpedHO YBPEXKAAHE, KOSTO Ce
cpema mo-yecto, ako fosinopril ce mpuiara CbBMECTHO C IMYPETHK. [Ipu Te3m
NALMEHTH € BB3MOXKHO [ ¢ HAIOKH KOpeKuua Ha no3ara Ha fosmnopril, KaKTo M
IPeyCTAHOBABAHE HA IMypPCTHIHATA TEPAIIHA.
[Ipu snedeHre Ha MALMEHTH C TEXKO yBpeacHa Op6peuna PyHKIL
wiupBbHC < 30 ml/min) ¢ fosinopril, Ha KOMTO C€ Hajlara IOHBIH
AMYPETHK, CE IIpernopbhuBa NPUI0KCHUETO Ha OpUMKOB Uy PETHUK
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Xunepxanuemusa: Tlpu neuenwe ¢ ACE-#HXuGUTOpW, 0CODEHO TIpH HAIWYHA
ObOpeuda u/uiKn cbpieyHa HEAOCTATBYHOCT, MOXKE 11a C& YCTAHOBU XUNEPKAINCMul.
B mopedeTo ciiyuay TOBA Ca €OHOKPATHO U3MEPEHU CTOMHOCTH, KOUTO CIIOHTAHHO CC
HOPMAaJIM3MPAT, BBIPEKH MPOB/DKABAHETO Ha TEpamuATa. PHCKOBHTE (paxTopH 34
pa3BUTHE HA XHIEPKATHEMHA BKIHOYBAT OBOpeuHAa HEAOCTATBYHOCT, 3aXapeH
nuabeT, efHOBpeMeHHa ymoTrpeba Ha Kalnuh-ChXpaHsaBalll IWYpPETHIM, KalHCBA
MPOAYKTH W/WIM KaTui-ChIBPXKAIM 3aMECTUTENH Ha TOTBAPCKa COJI, KOUTO TpsA0Ba
Nla ce YIoTpeOsaBaT NpeanasifnBo B komOunanus ¢ fosinopril.

Yepedena ueprnoopobra Qyniyus. bONHNA ¢ yBpENCHA yepHOApOOHA QYHKIMI MOrar
12 MMAT TIOBMILIEHU HKBa Ha fosinopril, nopamy HapyieHo merabonusupane. PAIKo
py neveHne ¢ ACE-uHxubuTOpH MOXE Ia Ce HaGIOgaBa CHHAPOM, KOUTO 3aMoYBa
¢ XOJIeCTaTHYEH MKTep W Tporpecupa A0 ¢y;IMHHaHTHA YepHOAPOOHA HEKpO3a W
[IOHSKOra OO JieTajicH M3Xo4. IIpu yCTaHOBABAaHC HAa HKTED WM 3HAUHUTCIHO
IoKauyBaHE Ha 4YepHOIpPOOHMTE €H3HMMH [0 BpEME Ha Tepanuiara ¢ fosinopril,
HErOBUAT TipHeM TpsAOBa 1a ce MpeyCTaHOBH.

Xupypeus u anecmesus: Bb3MOXKHA € MOABATA HA XMIIOTOHHA [PH IALHCHIH,
NOIeXKAIIM HAa XUPYPIrUYHU HHTCPBCHUMU U JICKYBaHU C fosinopril. ToBa ¢ce AbJIKA
Ha OJOKWpaHe HWa BTOPWUYHOTO OOpa3syBaHE Ha aHTMOTCH3MH [ B oTroBop Ha
KOMOEHCATOPHOTO OCBOOOXKIaBaHE Ha PEHWH TO BPEME Ha FOJCMM XHPYPTHHHH
Onepalliy WILUTH [POBEXKIAHETO HAa AHECTE3MA ¢ MCAMKAMEHTH KOUTO Molal na
peAH3BUKAT XUNOTOHMUs. [Ipy HACTBIIWIIA XUIIOTOHHA I10 TO3U MEXAHHIBM 13 MOXKE
Nla ¢e KOpUTHpa C yBEJINUaBaHe Ha obeMa.

Heymponenus/Aepanyroyumosa. ACE-puuxuburopute Morar Ja IPHIUHAT
arpaHyJIOLMTO3a U IIOTHCKAHE HA KOCTHUA MO3BK, KOETO € PALKO IIPH HEYCIOXHEHH
[alieHTy, HO € I0-4eCcTo IIPW MAlUCHTH C HapylICHAa OnOpedHa (QYHKIHS WIHA
CTpaJally OT CHCTEMHH KOJAreHO3H, KaTo JyIyC epUTeMaToee, CKIIepOodAepMUs UITH
ca [OMIOKEHH HAa HMyHocynpecuBHa Tepanus. Llopagu ToBa € ReOOX0 UM
MepUOJMUEH KOHTpOJN Ha Opos Ha JICBKOLMTUTC {IpH TaKiba nanueHt. Ig € ¢
o6paTiM XapakTep ¥ W34e3Ba ClIe/l NPEKpaTaBaHC Ha TCpaltiiATa ¢ ACE-uaxuburop

Anagunaxmoudru peaxkyuu.

Hma cpobuicHUd 3a Ciydad Ha aHabHIAKTOUJHH pPeakiuy NOpH MNALKMCHTH Ha
Manu3d, JIEKyBaHH €IHOBPEMEHHO C ACE-unxuburopu. [10 BpemMe Ha JCHCHHUETO C
fosinopril He ce mpernoppYBa XEMOAHAIN3A U xeMo(uyITpauus Mpe3 BHCOKO
mporryckauBd MemOpanu. Ilpy  Takusa NaUKCHTH TpabBa ga ce o0Cchau
BEAMOMHOCTTa 3a WM3NoJ3BaHe Ha JApYyr THN JMali3Ha MeMOpana Wi
AHTHXUIIEPTEH3HBEH MEIWKaMeHT OT [Jpyr Kiac. [lonoOsy peakuuyn ca
HaGJIIOIaBAHU [IpY U3BHPLIBAHE HA aepe3a Ha JTMOONPOTCHHUTE C HHMCKA MIBTHOCT
(LDL) ¢ nexcTpaHoB cyiadar 4 efHOBPEMCHHO NPUIOKCHHE HA ACE-uuxuburtopy,
mopa i KOeTo TO TpsOBa 1a ce u30Arsa. :

bpemennocm
JTevenue ¢ ACE unxubumopu He mpabea 0a ce 3ano46a no epeme Ha bpemeHHOC.

ANMEPHAMUBHO AHMUXUNEDMEHIUBHO NeUEHUe, KOemO umd yemaj
Gezonacnocm no epeme Ha bpemenHocm. Koeamo ce ycman



aeueruemo ¢ ACE unxubumop mpsbea 0a ce npeycmanosu He3a0A6HO U aKo €
HEOBX0OUMO Ce 3aNOYHe ANMePHAmueHo revenue (euxc m. 4.3 u 4.6).

Bzaumooeiicmesue ¢ 1abopamopru mecmose.

Fosinopril Moxe 1a nosene A0 GaialIMBO HUCKH CTOMHOCTH HAa HMBATA Ha CepyMeEH
TWTOKCHH ¢ MeToj Ha abcopOmusa ¢ BeryieH. HeoOXomMMo € W3NOJI3BaHE HA JpYT
METON 33 JHArHOCTHMKA. HIKOJKO [HU [pexd NpOBEXAaHE Ha TECTOBC 34
napaTUpeonHa GyHKums, Tepanuirta ¢ fosinopril TpsbBa Aa ce NPEKHCHE.

To3u JekapcTBEH IPOAYKT ChABpKA KaTO ITOMOIIHO BEIIECTBO JIAKTO3a, KOETO IO
paBd HEMOAXOISUI 33 TAIMEHTH C JIaKTasHa HEROCTATHYHOCT, TallaKTO3EMKsA WIN
[ITFOKO3€H/TaIaKTO3eH CHHAPOM Ha MajiaGCopOIHA.

4.5, JlekapcTBeHH H JPYI'H B3aHMOAEHCTBHA

Kanuesu 006asxu u Kanut-3a0ppicauf OUypemuyi:

V3mon3BaHETO HA  KadWi-3adbpiKaly  JUypeTHIM  (Hamp. CIWPOHOJIAKTOH,
TpUAMTEpPEH, aMHJIOPU/), KaTHEeBY 100aBKI WK KAIU-ChABPXKAIIL 3aAMCCTUTEH Ha
roTBapcKaTa cojl e€HOBpeMeHHo ¢ fosinopril MOXe a MOBHUIIM PHCKA OT Pa3BUTHC
Ha Xunepkainemusa. HeoGxomuMo € BHHMATEIHO MOHHWTOPHUPAHE Ha CEPyMHMA
KaJIUH.

Huypemuyu.

[TpUnoXeHHEeTo Ha JUYPETHLH 3aCHIIBA AaHTUXUNCPTCHIMBHAS epext Ha fosinopril.
Bu3MOKeH € pA3BK ClIaf Ha apTEePHAIHOTO HANATAHE B HAWANOTO Ha JICYCHHUETO ¢
fosinopril mpu NanueHTy, JEKYBaHU ¢ JHYPCTHLA.

Xunoreusupuute edexrd Ha fosinopril morar na O6BpOaT NpeaoTBpaTeHU, ako Ce
[peyCTaHOBHM JIEYESHHUETO ¢ JIUYPETHK HIIH aKO CE [IOBUIIN IIPHEMA Ha COJT B HATAIOT0
Ha JleueHneTo. AKO € HeoOXOAHMO [a €€ HPOABKH JCYCHHETO ¢ IMYypEeTHK CC
3amoyBa Tepanus ¢ HamasneHa no3a fosinopril noa JieKapeko HaOOACHHE.

Jlumuu:

ACE-nuxu6uTOpyTe HaMandBaT GbOpeyHaTa eKCKpeuus Ha JUTUH W yBEINdaBat
pHUCKa OT JMTHEBA MHTOKCHMKaNui. EQEKTHTe Ha JTUTHEBA TOKCHIHOCT Ca oOpaTUMHU
cliell MPeyCTaHOBABaHE Ha JICYCHHETO C fosinopril. [Ipn egHOBPEMEHHO TIPHIIOKECHHE
Ha JuTHesu mponyktw u fosinopril € HEoOXOAMMO 4YeCTO TNPOCICIABAHE HA
CepyMHOTO HUBO Ha JTUTHA.

Anmuayuonu npooYKmul.

AHTHALMIWTE MOTaT Aa Hamajar pesopbuusra Ha fosinopril. Ilpu HeoOX0IMMOCT OT
eJHOBPEMEHHOTO MM [IPIIOKEHUEe TO TpsiOBa fa CTaBa B HHTEpBal OT 2 yaca MexXIy
TAX.

4.6. DbpemMeHHOCT M KbpMEHE

bpeMeHHOCT

Vnompe6ama na ACE-unxubumopu He ce npenopvyea npe3s Nbpéus mpuMecnior
na 6pemennocmma (éxc. 4.4). Ynompebama na ACE-unxubumopu ngBREAA itk ,
8MOPUA U MPeMUSL MPUMECTBD HA bpemernnocmma e npomuaonakg&“ B gl
u4.4). ;7
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Enudemuonozuunume  OQHHU  OMHOCHO  Mepamo2eHius  PUck  8CReOcmee
npunooicenue Ha ACE-unxubumopu no e6peme HA NbpeUl MPUMECbD HQ
bpemeHHOCMMA He ca yOeOumenHuy, Ho 6Ce NAK He MOXCe 04 Ce UIKMOYU U3BECTHO
nosuwienue Ha mosu puck. Ilpu nayuenmxume, npu KOUMo nNpooOwINCABAHE HA
zanournamomo nevenue ¢ ACE-unxubumop ce cmama 34 HATONCUMENHO €
HeobX00UMO, NPU RAAHUPGHE HA OBPEeMEHHOCH O0a Ce CMEeHU AHMUXUNEePMEH3USHAMA
mepanus ¢ GAMePHAMUBHA, ¢ YCMAHOGEH NPOQUI HA Oe30NACHOCH NO 6épeme Ha
6pemennocm. Axo ce ycmanoeu 6Gpemennocm, nevenuemo ¢ ACE-unxubumop
mpabea Oa ce npeycmanosu He3abasHo U aKo e noOX00awo 04 ce 3anoyne
ANMEPHAMUBHO NIeHeHUe.

ITpunoxcenuemo na ACE-unxubumopu no speme Ha 6Mmopus u mpemus mpumMecnop
Ha GpeMeHHOCMMA € C6BP3AHO ¢ QemomoKcuyHocm (noHudceHa GvbpeyHa
DYHKYUA, ONULOXUOPAMHUOH, XUNONAA3US HA Yepena) U HeOHamAanHa MOKCUUHOC
(6vOpeuHa HEOOCMAMBYHOCH, XUNOMOHUS, XUNEPKAIUEMUS).

Axo ce yemanosu excnosuyus Ha ACE-unxubumopu om Ha4anomo Ha 6MOpUA
mpumecmvp Ha GPeMEHHOCMMA, e NPenopbLYUMENHO YIMPA3EYKO80 U3CNe06aHe 3a
npocaedssare Ha 6vbpeunama QyHKYus U yepena.

Hosopodenu, uuumo matiku ca npuemanu ACE-unxubumopu, mpabea cmpuxmHo 0a
6v0am npocneda8anl 3a NOEA HA XUROMOHUA (6. 4.3 u 4.4).

KbpMeEHE

Toit Kamo HAMA UHDOPMAYUL OMHOCHO YHOmpebama Ha QO3UHONPUIL 8 NEPUOOA HA
xvpmene, Do3uxapd He ce npenopvuea 3a ynompeba 6 mosu nepuoo, xamo ce
NpednoYuUma U3NoN36aHemo HA ANMepHamueHa mepanui ¢ no-oobpe ycmaroeeH
npopun Ha GesonacHocm, O0CObDeHO npu  KbpMeHe Ha HOBOPOOEHO  UMU
npesicoespemMeHHo pooeHo deme.

4.7. FEdexkTH BbpPXy CHOCOOHOCTTA 32 MIOGUpaHe H padoTa ¢ MAIITHHA

B nayayoTo Ha Jedenunero ¢ fosinopril Moxe na ce HaGoaaBa KpPaTKOBPEMEHHO
mosiBa Ha OTIAAHAIOCT M CBETOBBPTEXK, KOETO Ja NOBIMAEC BhpPXY CHOCOOHOCTTZ 32
modupaHe 1 paboTa ¢ MalIHHH.

4.8. Hexelanu JIeKapCTBEHH PEAKIHH
B po-rofiMaTta CH 4YacT HEXeJaHUTE JCKApCTBEHU peakiiuy nOpu JIEYECHUE ¢
fosinopril ca ieku, NPeXONHY M HE HANAraT NPEKPATABAHC HA TCPAUATA. Haji-uecto
HaBIIIOMaBAHKTE HEXEJTAHH peaklUy ca: XMIIOTOHMS, OTMAaJHAIOCT, CBETOBBPTCIK,
KalllJIViia, raJeHe, [OBPhINaHe.

IIpyru Bb3MOKHH HEXEJIAHU peaKLMHy Ca:

Obwu.

C11abocT, TeMaepaTypa, XUIMepXuapo3a, HeKapHalHa rpbaHa OoKa.
Cvpoeuno-cvoosu.

JiMa enuMHWYHKM ChOOLICHMS 338 CTCHOKApAUA, MUOKapACH HHQAPKT, MPEXOAHO
HapyIIEHUE HAa MO3BYHOTO KPHBOOOPBIIECHNUE HITH MO3BYHO-CBI0B HHUYACHT, K>

CBBP3aHU CIy4yaW: OpTOCTaTMYHA XHUIIOTOHUS, CHHKOII, TaxXuKapIws
PHTHMHH HapylleHus, 3adepBsaBane, eHoMeH Ha Raynaud. |




['acmpo-unmecmurarruy.

CyxoTa B yCTaTa, JUCHENCHs, raJicHe, KopeMHa 00/Ka. B peaku ciiyuau NOBPBLIAHE,
3arieK, (raryieHnud, 3aryba Ha ametut. ViMa eIMHUYHY CHOOIICHHUA 32 Clydau Ha
MAaHKPEATHT, [TOBHINABaHE HA CEpyMHUS OWIHPYOHH W/IUITH YepHOAPOOHUTE CH3HMH,
XenaTUT(XeNaTouesyjapHa WId XOJECTaTHYHA KBATEHHUIA) 10 BpeMe Ha Teparus ¢
ACE-uaxubutopu.

PecnupamopHu.

Cyxa [pa3Hema Kalluivila, Ha3ajHa KOHIeCTHd, OpPOHXWT, MOHAKOTa MUCITHES,
CHHY3UT, PAOKO OPOHXOCNA3bM, €NUCTaKcUc. B enMHMYHM Cilyyau ¢ HabjolaBaH
KOMIUIEKC OT CHMIOTOMM BKJIIOYBALLl KalJIKia, OPOHXOCHa3bM U €03HHOPUINA.
Vpo-cenumanuu.

B eguuWuHM cioydaH e oTOeiasf3aHa MosABa Ha ONMTYpPHs, TIPOrpeCHBHA a30TECMUA,
ocrpa 6B0peuHa HeIOCTAThYHOCT.

Mycxyno-cxenemnu.

MyCKyJTHH KpaMIIvd, MHAITHA, apTpajrys.

Hesponozuunuw/lIcuxuampuutu.

CBETOBBPTEXK, IIYM B YIUUTE, ACTIPSCHA, CHHIHBOCT, Oe3CbHUE, HEPBHOCT, [TICUXUYHA
06BPKAHOCT, HAPYIIEHO (3aMBIJICHO) 3pEHHE.

Koorcrnu:

Ex3aHTeM, B PEIIKM CIydYad ypTAKapus, cbpbex, GoToceHCHONIN3aIms.

Aneuoeoem.

AHTHOEIEM Ha JIMLETO, KpalHUL|Te, YCTHHUTE, €3HKa, TOTHCA W/HIH JIapHHKCa C¢
HaGMIOaBa PAIKO, HO MOXe Ha ObIe (PaTaliHo.

Xemamono2uutnu.
Penxkn ciiyyaH Ha JIKO HaAMaJIeHWE HAa XEMaTOKPHTA, XeMOTTo0MHOBATA

KOHLEHTPAIA, JICBKONEHHS, HEYTPONEHUs, TpPOMOOIUTONEHNUS, €O3UHODUITUA H
NOTUCKAHE Ha KOCTHUA MO3BK.

Hpyeu:

UMa JOKJAafgBaHH CIyyaW 3a CHMIITOMOKOMIUTEKC, BKTIOUBAIN ITOSUTHBHH
aHTHHYK/IeapHu Tesa, yckopeHa CYE, apTpairdi Wid apTpUT, MHAIrK4, TPCCKa,
BACKY/IMT, JIEBKOLMTO3a, €O3MHOPUIMA, (HOTOCCHCHOMIU3ALIMA, OOpUB M ApYrd
epMaTOAOTHYHH TIPOABH.

ITpomenu e nabopamoprume NOKA3AMENU:

Ha6imronaBanure nNpoMeHH B 1aOOpaTOpHUTE I0Ka3aTed PANKO ¢a OT KIHHHYHO
suauenne. Haii-4ecTo ce perucTpUpa XUIEePKATHEMHA U XUMoHaTpuemus. OOpaTUMO
JIeKO IIOBMINIEHME Ha KPBBHATA ypes M CEpyMHHA KpeaTWHMH ¢ HaONI0JaBaHO TIPH
MaqKka uacT OT lauueHTHTe, JekyBanu camo ¢ fosinopril. Ilo-yecTo cpeinaHo
OBUIIEHUE HA TE3M IOKA3aTeNMH ce HabmoJasa MpM [AUMEHTH, MOPHEMAINH
eIHOBPEMEHHO U OUYPETHLIH.

B peikd cCiyd4al € PpErHCTPHPAHO JIEKO ¥ TIPEXOAHO IOBHMIIABAHC HA
rpancamusasute, LDH, ankannata $ocdatasa u cepyMHus GunUpyOun

4.9. Ilpenosupane
[Ipy KIMHMYHY [JAaHHM 33 [pPeNo3UpaHe C€ MNPOBCKAA CHMITO
nogabpxKauio nevenue. Tepanuara ¢ fosinopril Tpsabsa 1a ¢¢ NpeKpaTyy]
na ce MOCTaBH TOJ cTporo Jjekapcko HabmodeHwe. JleweOHUT
3aBHCAT OT €CTECTBOTO M TEXKECTTA HA KIIHHHYHUTE CUMITTOMH H BK




HaMaJjisBaHe Ha aOcopOLmaTa M 3a yCKOpABaHe Ha SIIMMHHMPAHETO, MOAABPKAHE Ha
OCHOBHHTE >XM3HEHU (DYHKUIMM M KOPEKUM% Ha AeXMApATaluaTa, CJIICKTPOJHTHOTO
pAaBHOBECHE W XMIIOTOHHATA. THIWYHH CHMIITOMH Ha IMpPEAO3UpaHE Ca TEXKa
XHAIIOTOHUS, €NEeKTpONNTeH nucOamanc © OpOpevHa HEHOCTATBUHOCT. AKO Ce
YCTAHOBH TEXKKa XHWIIOTOHHS, MAIUEHTHT TpaAOBa Na C€ TOCTaBM B JICTHAIO
MOJIOWEHHUE U @ My ce Bjiee ObP30 HYXXHOTO KOJIMYECTBO (PU3HMOJIOTMYEH Pa3sTBOP.

Fosinopril B Manka cTemeH ce OTCTpaHABa 4pe3 XeMOJMajiu3a U IICpUTOHEaNHa
ovalinsa.

. OAPMAKOJOI'MYHHU JAHHHU

5.1. ®dapMakoAMHAMHYHH CBOicTBa

ATC Koa - C 09A ADY

Fosinopril ce xuapomusupa OT ecrepasuTe 10 (apMaKoJOTMYHO aKTUBHZ (OpMA,
fosinoprilat, chneumbHYeH  KOMOETHTHBEH  MHXHUOMUTOp HA  AHTHOTCH3UH
KOHBepTHpaluat eH3uM (ACE).

ACE xatanusdpa INPeBpBINAHETO HA AHTMOTCH3HMH | 10 Ba3OKOHCTPUKTOPHATA
cy6cranius anrdoreHsud II. Anrdorensus II ctuMyanpa CbliO ¥ CEKpelLliTa Ha
alfoCTeEpOH oT HanOnOpeka. PeqyKuuATa Ha anfoCTEPOH MOXKE 1a JOBEAC N0 JICKO
MOKAYUBAaHE HA CEPYMHHS KallHH. Bnnpeque MEXAaHW3MBT Ha ITOHWIKABAaHE Ha d/
APTEPUANHOTO HaJIMraHe B Xoia Ha jedeHuero ¢ fosinopril c€ ABUKH TNIABHO Ha
MOTHCKAHE Ha DEHHH-aHTMOTEH3HH-AIOCTepoHoBaTa cucTeMa, fosinopril 1Ma
XHTIOTEH3WUBEH e(heKT ¥ Npu GONHU ¢ HUCKOPEHHHOBA XUIICPTOHM .

Hauvanuusat edext Ha fosinopril no OTHOMICHHE HA APTEPUATHOTO KPBEBHO HAATAHC €

B paMKMTE HA eAMH 4ac. MaKCHMAIHO HaMaJsBaHC HA dPTCPUATHOTO HaliraHe cC
mocrura 2-6 daca ClIeX TNpHEMa W TEPCHCTHpa B NPOJABDKEHHE Ha 24 daca.
[ToHMKAaBaHETO Ha KPHBHOTO HalAraHe MoxXe Ha Objic MPOTPECHBHO B PAMKATE Ha
HIKOJIKO CEAMULM A0 MOCTUraHe HA MAKCHMAaJICH TepaneBTHYEH e(PeKT. |

[Ipu 6ONMHK €BC CHPAEYHA HEROCTATHYHOCT O1aronpyUATHUAT edexT Ha fosinopril ce
IBJDKH TJIABHO Ha TIOTHCKAHE Ha PEHUH-aHIMOTEH3WH-aJIOCTEPOHOBATA CHCTEMA,
Koero BONM JO HaMalnfBaHe KakTO Ha [PCIHATOBApBaHETO, TakKa M Ha
ClIEIHATOBAPBAHETO.

[Tpu GoMHM CBC CHPACHHA HEAOCTATBYHOCT, JEKYBAHW C OUYPETHLH, CBC MK 0e3
NpuApyXkaBalla AHIWTANNCOBA TEpamMs, IbpBaTa 1034 fosinopril moxe na
Mpefu3BAKa  Ps3KO  TOHWKAaBaHe  Ha  TIYIMO-KaMWIAPHOTO  HAjlAraHe
(mpeHaTOBaPBaHETO), Ha CPEAHOTO apTEPHATTHO HALATaHe H Ha CUCTEMHOTO CHIIOBO
CHOPOTHUBIICHHE (CIIeIHAaTOBAPBAHETO).

EfHOKpaTHO [HEBHO mpunoxkeHue Ha fosinopril noaabpxa MONOXUTETHU
XeMOIMHAMUYHE eheKTH Ipes3 Lenus 24 4JacoB 1030B MHTEpBal. B NONBIHEHHE,
ChpAEYHATa YEeCTOTa HaMmaisBa B CPaBHEHNME C H3XOAHATa W yNApHUAT obeMeH
MHIEKC C€ YBElMYaBa, BBIPEKH TIOHWXCHOTO ITHJTHEHE Ha JABaTa KaMepa.
Taxubunaxkcyus He ce HabmoJaBa N0 Bpeme Ha JedeHue ¢ fosinopril. B mpoy4sanus

¢ eJHOKDATHO IHEBHO npmioxeHune Ha fosinopril e oTYeTeHO NONOOpEHUE HA
paboTHUA TOH&paHC}(Zﬁl yaca clieJi MpWIaraHero My. B €1HO OT Te3H NpOoyUBaHHUA He_
ca BKTIOUBAHM TMALMEHTH, eJHOBPEMEHHO JIEKYBAHM C AUTHTAAMCOBM NPOLYKTH:y
KIMHMYHUTe O€ne3d Ha ChpAedHa HEJIOCTATHYHOCT MpU TAX ChLIO ce NOoAo0RABaT:
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CBpAECUYHATA HENOCTATBYHOCT (HaMajicHWe Ha pucka 66%, P=0.001). Fosinopril
HaMajsiBa HYXIUTE OT JONBIAHUTCIHO JUYPETHUHO JCUCHHE 3a KOHTPOJ Ha
CUMIITOMUTE Ha ChpAedHa HeJocTarbuHocT. Tepanuara ¢ fosinopril mogoOpsaBa
CUMIITOMHTE Ha ChPACYHA HEAOCTATHYHOCT, BKIIOUHATENHO JUCIIHEA H YMOpa,
OINpeIE/ICHH criopel knacudukanusara Ha NYHA.

5.2. ®apMaKOKHHETHYHH CBOACTBA

Crnen mnepopanHo mnpuwiokenwe fosinopril mgoctura MakcUMaliHa TUIA3MEHA
KOHLICHTpauus Ha 2-3 uac. Buonamumunoctra My ¢ 30-40%. Fosinopril ce
XUAPOJHU3MPA OT €CTEPa3y MNIABHO B YEPHHSA Jpo0, HO CHIIO TaKa M B YPCBHUA
enuTen 10 (apMakoyorudHo aktuBeH fosinoprilat. CkopoCTTa Ha XHAPOIHM3a IpH
GONTHH ¢ yBpeleHa YepHOApoOHa QYHKIIMA Ce POMEHS, HO CTEICHTA Ha KORBEPCHS €
nenipoMeHeHa. Fosinoprilat ce cBbp3Ba ¢ iporerHuTe B 95%.

Hanuuuero Ha XpaHa B TaCTPOMHTECTHHAIIHUA TPaKT HE OKa3Ba CBINECTBCHO
BIMsSHHE BBPXY pe3opOumsaTa Ha fosinopril oT fosinopril TabneTkwy.

Cnen mepopanHo npuioxeHue Ha fosinopril okono monoBuHaTa OT a0COPOUPAHOTO
KOJIMYECTBO C€ EKCPETHUPA C YPHHATA, 4 OCTAHA/IATA YacT ¢ PeKATUUTE.

5.3. TlpeakJWHAYHHA JAHHH 32 0€30MACHOCT

[Ipu m3cnenBaHe B NPONB/DKEHHME HA NEPHOX OT 2 TOAMHA C MUIIKH ¥ ITBXOBE C
nosu no 400 mg/kg ouesHo (500 mbTM MakcuMagHaTa YOBEIIKA 103a), HAMA
YCTaHOBEHM NAHHM 32 KapHWHOTeHEH eQeKT. HHTo fosinopril, HUTO AKTHBHUSAT
fosinoprilat ca MyTarcHHM OpH MHKpOOUANECH MYTArc¢HEH TCCT Ha Ames, TeCT 3a
MyTalMd Ha KJIETKHM OT MuIlad JdM(oMa WIM MHUTOTHYHA TIEHHA KOHBEPCHI.
Fosinopril He € TE€HOTOKCHYEH M B MHINM MHKPOHYKJICYC TCCT in vivo, ¥ B
(MTOrEHETHYEH TeCT in Vivo ¢ MUIIM KOCTEH MO3BK. B IHTOrCHETHMYEH TECT C
oBapuHaiHM KIETKM Ha KuTalicku xamcrtepd, fosinopril ysennmdapa 4ecToTaTa Ha
XpoMO30MHMTe alepaluy, KOraTo C€ TECTYBa Oe3 meTaboAMTHA aKTUBALUA IIpH
KOHIIGHTpaly4, TOKCHYHAa 3a KIeTKuTe. HsiMa yBEIMYCHHE B XPOMO3OMHHTEC
abepalldd @pd [O-HMCKUTE JICKAPCTBCHW KOHUCHTpaUMH 0e3 merabonuTHA
aKTUBALIKMA WM IPH BCUYKM KOHLIEHTPALUK ¢ MCTaOONUTHA aKTHUBALIKAL.

He ca HabmomaBaHU HEXelaHH e€(QeKTH BbPXY penpOoAyKTUBHOCTTA NPH MBXKH K
KEHCKH ITbX0Be TpeThpanu ¢ 15 o 60 mg/kg nHeBHO.

[Tpu npunarase Ha fosinopril Ha OpeMEHHH IUTBXOBE B 03U 80 no 250 neTH (Ha ba3a
mg/kg OHEBHO) HaABUIIABallM OOHMYAMHHTE YOBCIUKM JO3H, € nabmaroaBaHa
hETOTOKCHYHOCT M deTycHM MangpopMalnu. He ca yCTaHOBEHH TEpaTOrC¢HHH
ehexTH IIpy nprioxeHue Ha fosinopril Ha 3aifiiM B NO34 1O 25 OBTH (na 6asza mg/kg
NHEBHO) HaJBUIIABANIA OOUYAiTHUTE YOBELUIKH O3M.

6. PAPMANEBTNUYHHN JAHHHU
6.1. Choucpk HA TOMOUIHHTE BellIeCTBA

Jlakro3a MOHOXHApAT, HaTpHeBa KPOCKAPMENO03a, MPEKETATHHOIHO
MUKPOKPHCTAIHA [1eJTyJ1033, TIULEPON AHOEXeHAT.

6.2. DHIUKO-XMMHYHH HECHBMECTHMOCTH
He ca U3BeCTHH.



6.3. CpoK Ha TOAHOCT
2 (AB€) rOJMHH OT JaTara Ha NPOU3BOACTBO.

6.4. Crnenna/IHH YCJIOBHA HA CbXpaHEHHE
[Ipu Temneparypa nogn 25°C.
Jla ce cpxpaHsgBa Ha MACTO, HEAOCTHIIHO 3a Acla!

6.5. JlaHHH 332 ONIAKOBKATA

Ta6nerku o 5 mg, o 10 mg u no 20 mg.,

Ta6nerku no 10 6pos wwm 1o 14 Gpos B 6aucrepu ot Al/Al gponno.
2 6aucrepa o 14 6posd TabneTku B KapTOHEHA Ky THA.

3 dnuctepa o 10 6pos TabrieTky B KapTOHEHA KyTHL.

PP xouteiinep no 28 u no 30 6pos tabneTKu.

6.6. IlpenopbKu NpH ynorpeda
JlekapCTBEHMAT MPOAYKT [a HE Ce M3MOI3Ba ClIe] M3THYaHC CpoKa Ha TOAHOCT.
yKa3aH Ha OITaKOBKATa.

7. UME U AJIPEC HA HPUTEXATEJA HA PA3PEIHEHUETO 3A
YIIOTPEBA
"AxTtasuc" EAJ,

yi1. "Artanac Jlykos" Ne 29
1407 Codus, brarapus

8. PETUCTPAIIMOHEH HOMEP B PEIHCTBPA IIO 4Ii28 Ol
3JIAXM

Fosicard® 5 mg - No20060821

Fosicard® 10 mg - Ne20060820

Fosicard® 20 mg -Ne20060819

9. JATA HA IbPBO PA3PEIIABAHE 3A VYINOTPEBA HA
JIEKAPCTBEHUA NPOJYKT

29.12.2006

10. JATA HA (YACTHYHA) AKTYAJIU3ALINSI HA TEKCTA

IOmyu 2009 r.
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