KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

FOSICARD PLUS® 20mg/12.5 mg:
®O3UKAPJ IIIIOC® 20mg/12,5mg

NAN
1.  VIME HA JEKAPCTBEHHS IPOAYKT OOOBPEHO!

FOSICARD PLUS 20mg/12.5 mg tablets
DO3ZUKAPA ILTIOC 20mg/12,5mg TabaeTKH

2. KOJUYECTBEH U KAYECTBEH CbCTAB

JlekapcTBeHH BelllecTBa B eqHa Tabaerka Fosicard Plus® 20mg/12.5 mg:
dosunonpwn Harpuit /Fosinopril sodium/ 20 mg

Xugpoxmnopornasux /Hydrochlorothiazide/ 12.5 mg

3.  JIEKAPCTBEHA ®OPMA
TabneTkn. |
Brneno opaHXeBH, IUIOCKH, KPBINIK 9 mm tabaerku ¢ wagmic ,FH” oT enHarta

CTpaHa.

4. KJIUMHHAYHA JAHHHA

4.1. TloxazaHud

3a leueHHe Ha apTepraiTHa XHTIEPTOHHA, KOTaTO He € TIOCTHIHAT aIeKBaTCH KOHTPOJ
Ha apTEPHANHOTO HAIATaHE TIPH MOHOTEpanus C fosinopril W/uny nMpy NALHACHTH TIPA
KOUTO € NOCTUrHATO CcTabMIH3HpaHE Ha apTepUATHOTO HAAraHe ¢ OTACIHHTC
JIEKADCTBEHM BELIECTBA JaBaHU B ChLIUTE JO3H.

4.2. Jl0o3MpOBKAa H HAUHMH Ha ynoTpeda
[To nexapcko npennucanue. Ilprema ce nepopaiHo.

Bv3pacmuu: |
TuepHarta no3a Ha Fosicard Plus® 20/12,5 mg e exna TaGnerka, eIHOKPATHO THEBHO.

Hayuenmu ¢ 6v6peuna He0OCMamvYHOCM:

Fosicard Plus® He e moaxoasin KaTo HayajlHa Tepalus NMpu MamuMeHTH ¢ 6bOpeuHa
HEOCTATHRYHOCT. AKO Ha TaKVBa MAlMEHTH HPEACTON MPOBEXAAHETO Ha JCICHUAC C
TasH KOMOMHAIMs, WHPBO TpAGBa MHa ce OMpenenu creneHra Ha ObOpedHa
HEOCTATHYHOCT M [Ia CE 3aII0YHE HAYaIHO JiedeHue camo ¢ Fosinopril Npu CTpUKTEH
KOHTPOJI Ha CTOMHOCTUTE HA CEPYMHHTE ypes K KPCATHHHH.

Fosicard Plus® Moxe na ce wu3noa3Ba TpH MALMUEHTH CBC CTOHHOCTH HA
KpeaTMHHHOBUA KadpbHC Mexay 30 u 80 ml/min, HO caMO CeA NPEABAPHTETHO |
OIpeleIAHE A03aTa Ha OTACIHUTE CHCTaBKH.

TuasznouTe He ca 0coOeHO MOAXOANINH 334 AHMYPCTUYHO JICHEHHWE TIPH TIAUNCHTH ¢
yBpeneHa 6x6peuna GyHKImA U ca HeeeKTHBHH TP CTOHHOCTH Ha KPCaTHRHHOBHA

KTUpPBHC O-HUCKM oT 30 ml/min (cpensHa u Texka 650pedHa HeIoCTaTHYHOCT).
| o #.;x:.}-u_ﬂfﬁ}' I S
Hayuenmu 6 HanpeoHana 8b3pacm (Hao 65 200uru). s NN

He ce n3nckBa KOopeKuusa Ha 103aTa.




Heya.
To31 NPOLYKT He ce NpenophuBa 3a gema. [Ipu T4x 6e30MmacHOCTTa H €(peKTUBHOCTTA
He € JOKa3aHa.

Tabnerkure ce npueMar ¢ JOCTAaThYHO BOJA, HE3aBUCHUMO OT IIpHEMa Ha XpdaHa,
NPEenoOpBrIUTEIHO CYTPHUH.

4.3. IipoTuBOnOKa3aHHA

o CBpPHXUYBCTBUTCIHOCT KBbM AaKTUBHUTC HJIM KbM HAKOE OT IOMOLIHMTE
BEILICCTBA, BKIIOYCHM B ChCTaBa Ha MPOAYKTAd, KAKTO M KbM JpYIH
cyIpOHaAMHUAN; |

e AmnaMHe3a 33 aHI'MOHEBPOTHUEH elleM, MOMy4eH Py Npeaxoxala Tepanusi ¢
ACE MHXMOMTOD HJIM NALHMEHTH ¢ BPOJEH WM HAUONATHYCH aHTHOEAEM;

e AHypHui,

¢ bpeMEHHOCT ¥ KbpMEHE,;

e Jlerna.

4.4. ChenHaNHH TPOTHBOMOKA3AHHNA H CHCHHAIHAH NpPEIYNpPERACHAsS MNPH
ynoTpeda

Xunomonus u 600H0-eaeKkmpoRUmen OuUcbananc:

[Ipy HAKOM NAMEHTH MOXKE Ja Ce pa3BHEC CHMITOMATHYHA XUIOTOHUA. ToBa ce
HabonaBa pAOKO MNpPH HEYCIOXXHEHA XMIIEPTOHMA, HO € MO-4eCTO IpU HAIWHUCH
BOJIHO-ENIEKTPOJINTEH AucOanaHc - HaMaleH WHPKy/JIUpam 00eM, XHIOHATPHEMHS,
XHUMOXJIOPEMUYHA &JIKaI03a, XUTIOMarHe3ueMUs HIH XUIOKATHEMHs, KOWUTO MoTart
12 ca MPeAM3BHKAHM OT Npeaxoxjaila JMypeTuyHa Tepanus, 1uera ¢ OrpaHuiCHUe
Ha COJITa I B CIEICTBYE Ha MPOABDKUTEITHA AMApHs WK TIOBPHINAHE.
IMpemxoxaamara JMypeTHYHa Tepanns TpsAOBa 1a ce Cripe 2-3 OHH 1IpeaH 3aM09YBAHE
Ha JieYeHHeTO M ¢ HeoOXomuMo INEepHOAHYHO KOHTPOJHPAaHC HA CepyMHUTE
€JICKTPOJIUTH.

[lpy TIaUMEHTH ¢ TOBMINCH PHUCK OT Da3BHTHC Ha CHMITTOMATHiHA XHIIOTOHMA,
HAYATHAAT TMepHol Ha JIeUeHHe M DeryjupaHe Ha Iosara, Tps0Ba Ja CTaBa IO
MEIHIMHCKN KOHTpoi. OcobeHo BHHMaHue TpabBa 1a ce o6pbila HA NALMEHTH C
MO3Bb4YHO-chaoBa Ooject wm ¢ HMbC, 3amoro €KCUECHBHOTO [MOHMXKABAHE Ha
apTEPUATHOTO HAJISraHe MOXE A3 MPeAN3BHKA HCXEMUTHY MO3BYHH HHIMACHTH WK
MEOKapeH UHGAPKT. AKO ce ABST CUMITOMH Ha XUITOTOHMS, HALUCHTHT TpsaOBa na
ce MOCTAaBU B JIETHAIO NOJOKEHHE W IPH HYXKIa Ja ¢€ HaIlpasAT BJIHMBaHHA Ha
bHU3HONOTUUEH CEPYM. |

[IpexomHa XMNOTOHMYHA peakiWsd He € IPOTHBOIOKA3aHUC 3a MO-HATaThUIHO
TleYeHre, KaTo BPEMEHHO MOXE J1a ¢¢ HAJTOXKH OTACIHO MPHUJIOKEHHUE Ha CHCTABKHTE
B TIOAXOMAINA 4034,

KakTo ¥ ApyrHTe Ba3oAMNaTaToOpH, GOSHHONPIT TpsAOBa fa ce mpuiiara ¢ NOBHIICHO
BHHMAHHE TIPH MALHEHTH ¢ a0pTHA CTEHO3a HITU XUNEPTPOPUIHA KapIHOMHUOTIATHSL.

Ouenxa Ha 6vbpeynama ¢ynkyun: Tlpenu 3anmousane Ha Tepanus ¢ Fosicard Plus®
rpsbBa fa ce OUEHM ObOpeyHaTa (YHKUMA Ha MALMEHTA JF Ja.i0e,KONIpOnHpa
pPEeIOBHO II0 BPEME HA JIEYEHHETO. AKO C€ TIOJ03UPa CTEHOH X2 OB

HeOOGXOAMMO € H3BBpLIBAHE Ha pEeHOBazorpadui 3a o
CTEMEeHTA H.

-"




Hapywerna 6vbpedna QyHxyua:

TuazuauTe He ca MOAXOMAINH 34 JUYPETHYHO JICYECHHE MIpH NAIMEHTH C YBPEACHA
OnOpeuHa ¢yHKLUMA U ca Hee(PEKTUBHH NPH CTOMHOCTY HA KPEATHHHMHOBHA KIHPBHC
mo-Hucky ot 30 mi/min (cpenna u Texxka 66OpeyHa HEAOCTATHUHOCT).

Fosicard Plus® we 6uBa ma ce mpunara Ha marmenTd ¢ 6BOpedHa HEAOCTATBYHOCT
(kpeaTHHHHOB KIMpBHC <80 ml/min), HOKaTO MOCTENEHHOTO ONPEACIIHE N03aTa HA
OTHETHHTE ChCTABKH HE MOKAKE BL3MOKHOCTTA 32 IMPIIOKEHNE Ha KOMOHHAUHATA.
[TpM HAKOM XWUIMEPTOHHLUK O0e3 YCTaHOBEHO TNPEALISCTBAIO HApYHICHHE - Ha
6L6peuHaTa GYHKUMS MOXE fa ce HaO/I0fasa JACKO M MIPEXOJHO NOBUIICHHE Ha
CEpYMHHTE ypes ¥ KpeaTuHuH, Korato fosinopril ce nasa enuospemeﬂﬂo C
IAYpeTHK, AKO C€ YCTAHOBH TaKOBa MOBHIIECHHUE ITPH JIEYEHHE C Fosicard Plus®, Toit
Tpa6Ba na Obe BpEMEHHO CNpsAH. Tepamusra MOXe 1a IPOMB/KHA ¢ NPHEMaHE Ha
OTACIHUTE ChCTABKH CAaMOCTOATENHO B ITOAXOAd11a A032.

YeprodpobHu 3a60136aHUA.

Bonuu ¢ yBpeAcHa 4epHOApOOHA tbyHKuHﬂ MoraT Ja HWMaT TIOBHIIEHHW HUBa Ha
fosinopril, mopaau HapymieHo MeTabonusupane. PAagxo mpu JIEUCHHE C ACE-
MHXUOUTOPH MOXE Ja ce HabmoaaBa CHHAPOM, KOHTO 3amo4yBa ¢ XOAECTATH4CH
MKTEp M IIporpecupa A0 QyIMHHAHTHA yepHOApoOHa HEKpO3a W TMOHAKOra IO
netaned wsxold. IIpH ycTaHOBsABaHE HA WKICp WM SHAATEITHO IMOXauBaHe Ha
yepHONPOOHHTE EH3MMH 110 BpeMe Ha TepanuaTa ¢ Fosicard Plus®, HeroBusaT npuem
TpsbOBa Z1a ce NMPEYCTAaHOBH.

TrasHaHHTE IUYPETHIH Tpsa6Ba [1a ce NpwiaraT ¢ TOBMINEHO BHUMaHHE NpPH
ALMEHTH ¢ HapylueHa YepHOApo6Ha QYHKIMA WIH IPOTPECHPALly YePHOAPOOHH
3ab0/aBaHud, Thi KaToO MHHHMMATHU [POMEHH BBB BOMHO-CACKTPOJUTHOTO
paBHOBECHE MOTAT Aa [IPOBOKMPAT PA3BHTHETO Ha XEMaTalHa KOMa.

Xupypausa/Arnecme3us.

Fosinopril Moxe na 610kypa BTOpUYHO 0Gpa3yBaHETO HA aHrMOTeH3UH 11 B OTroBop
Ha KOMIIEHCATOPHOTO OCBOOOXJaBaHe Ha PEHHWH MpH TALMEHTH, TIOAJICHAIM Ha
rojieMy XMpYPrHuHH HMHTEPBEHIMH WIH 1O BpeMe Ha aHECTC3MA ¢ MEANKaMCHTH
BOHELIH JO XHMOTOHUA. AKO HACTBHIIM XUNOTOHUA H C€ II0OA03UpA, Y€ CC OB/UKH Ha
TO3U MEXAHH3IBM, T MOXE 12 6be KOPHIUpaHa ¢ yBelMyeHHe Ha obema.

Memabonumnu u eHOOKPUHHU RPOMEH U
TepanusTa ¢ THA3UIHW JUYPETHLM MOXE JAa BJIOMM ITIFOKO3HMA TOJCpAHC. TOB&
MOJKE 1a HATOXH KOPEKLMA B AO3aTa HA XHUITOINTMKEMUYHUTE MEANKAMCHTH, B TOBA
YHCJIO ¥ HA HHCYJIHHA.

TuasuaHEUTE -TUYPETHIIM MOraT Ja MOHWXKAT YPHHHATa KalueBa CKCKpPCIMs U 1A
IpeAU3BUKAT JIEKO, NPEXOAHO MMOKAYBAHE Ha CEPYMHMUS Kanimii. YCTaHOBsAIBaHE Ha
XUTNIEpKanueMus Moxe na Opae Oe€ner 3a CKpUT XUIEPNapaTHPCOUAHUIBM. IIpenn
U3cleapaHe Ha QYHKIMATA Ha NApaTHPCOMIHHUTE MKIIC3H, PHEMBT | Ha THa3UIK
Tps6Ba aa 6b1e NpeyCTaHOBEH. -
TepanuaTa ¢ TUA3UAHU AMYPETHLMA MOXKE Ia MPECAMU3BUKA
XOJIECTEPOIIA K TPHIITHIIEPHANTE.




THa3u[HATA Tepanys MOXKe [a NPUUHHK XUNepypHKEMHU U BIOLIABaHEe HA HAJIMYHA
oaarpa.

Cepoxuy8cmeumennocm/aH2UOHEEPOMUYEH e0eM

AHTHOEeNEeM Ha JIHLIETO, KpallHUIUTE, YCTHUTE, €3MKa, [NIOTHCA WHIIH JIApHHKCA Ca
HAGIO JaBaHU PAAKO IPH NanueHTH JieKyBand ¢ ACE-uHXMOUTOpH, B TOBA YUC/IO U
¢ fosinopril. B TaksB ciywait npunoxennero Ha Fosicard Plus® TpsaOBa HEe3a0aBHO
JIa ce MIPEKPATH M [a Ce OCHIYPH MOIXOAMIa Tepamusd ¥ HaOMOJeHHE Ha MATUCHTA
0 IBJHOTO M TpalHO H3ue3BaHe Ha CHMNTOMUTE. B ciyyall Ha OrpaHHuYCH OTOK
caMoO Ha JIMLETO W YCTHHTE, ChCTOAHUETO MOXKE J1a ¢€ Bh3CTAHOBH 0€3 JIeUeHHE, HO
MOTAT Ia 6bOaT U3TOI3BaHY ¥ aHTHXHCTAMUHY 3a O0JIEKYaBaHE HA CHMIITOMHTE.
AHTHoefeM, ChueTaH ¢ OTOK Ha JiapuHKca, Moxe na Obae ¢araieH. Koraro €
HAJIMIIE AHTaXKMUPaHe HA €3MKa, [VIOTHCA WK JIapUHKCa, IPUYKHABALIO OOCTpYKIUs
Ha OUXaTEJHWTE IhTHINA, TpaOBa He3abaBHO Ha Ce MPOBEAC MOAXOAANIA Tepanu,
Harp. TIOZKOXHO Npwiarade Ha ajnpenamd (0,3 mo 0,5 ml - 1:1000) w/unm ma ce
MpeanpueMaT HeoOX0IUMUTE MEPKH 3a 0CBOOOXKIABAHE HA AMXATEIHUTC NIETHINA.
[TanwenTsT TpAOBa Aa OCTaHE IMOJ CTPOT JIEKApCKH KOHTPOJI, IOKATO HE HACTBHITH
ITHJIHO OT3BY4YaBaHE Ha CUMIITOMHTE. |
[TauuedT ¢ aHaMHECTHYHM NAHHHU 32 aHIHOENEM, HECBbp3aH ¢ TEpalui ¢ ACE-
MHXUOUTOpH, MoraT Aa OBAaT HM3NOKEHH Ha MMOBUINEH PHUCK OT pasBUTUC Ha
anTroeneM rpH Tepanusi ¢ ACE-UHXHOHTOD.

[Ipu JedeHWe C THa3sHOHM AMYpPETHIM, MALMCHTH ¢ HalWdHa WIK JIMICBAMa
aHamMHe3a 32 OpoHXWaliHa acTMa Morat Ja TIpPOABAT  pCakuud  Ha
CBpBXUyBCTBUTENHOCT. OOOCTpAHE WIH TOABA HA CHUCTEMEH JyMyC €pUTEMATOACC
(SLE) mMoxe fa ce HaOmoAaBa Mpy JEYCHUE ¢ THASHIIH. |

Pacoea npunaonexcrocm. |
YepHOKOXKUTE MALMEHTH ca ¢ MOBULICH PUCK OT Pa3sBATUE Ha AHIUOCACM IIpH
negenne ¢ ACE-nHXOHUTOPH B CPAaBHEHHE C Te3M ot O4iaTa paca.

Iayuenmu Ha xemoouanusa:

[TpunoxeHuero Ha Fosicard Plus® nmpu naumentn Ha XxeMmonuanu3a He ce
IpeTIophYBa, NOpagH HaTHYHATa OEOpeYHa HENOCTATHIHOCT.

ViMa cpoOmeHus 3a clyyad Ha aHaQWIAKTOWAHM peakuyy MNpH TAIHCHTH Ha
XeMOIHAIM3a, TeKyBaHu enHospemeHHO ¢ ACE-unxuburopu. Ilo BpemMe Ha neueHne
¢ Fosicard Plus® He ce mpemoppuBa XeMoAHaIU3a K XeMOQWITPALUS TPE3 BUCOKO
npornycksuBd MeMmOpaHu. Ilpy TakuBa TIAMCHTH TpsOBa Ha ce pasriena
BLIMOKHOCITA 3a M3MIOJ3BaHe Ha Opyr THI JOWaiu3Ha MeMmOpaHa WIH
AHTUXUIEPTEH3UBEH MEOWKAMEHT OT Jpyr Kiac. [Tomobuu peakuun ca
Ha0JII0JaBaHY TIPH U3BHPIIBAHE Ha aepe3a Ha JTMIOMPOTEHHNTE ¢ HUCKA TITETHOCT
(LDL) ¢ mexcTpaHOB CyNQar W €IHOBPEMEHHO NPUIOKCHNC HA ACE-uaxuburopu,
nopal# KoeTo To TpabBa Ja ce u30drsa.

Heymponeﬁuﬂ/AzpaHyﬂouumoéa:
ACE-uaxubHTOpHTE MOTAT J]a MPUYMHAT arpaHyJIONUTO3a U MOTHCKAHC HA KOCTHHA
MO3BK, KOETO € PAJIKO MPH HEYCIOKHEHH MALMeHTH, HO € M0-UECTO MPH MAlMEeHTH C
HapyeHa GhOpeyHa QYHKUMS WIH CTPajalid OT CHUCEEM Hih KOJargHO3H, KaTo
IYTIyC €pUTEMaTOeC, CKIEPONEPMUS WM Ca ITOII0

repanvd. [lopami ToBa € HEOOXOMMM TIEPHOLH




JIEBKOLIMTUTE [IPH TAKMBa NallMeHTH. Te3d peakluuud ca ¢ o0paTUM Xapakrep H
M34e3BaT ciel npeKpartiaBane Ha Tepanuara ¢ ACE-unxuburop.

Kauwwnuya:

[Ipu neuenue ¢ ACE-uHXMOHTOpH MOXe na ce HaOmronaBa [10ABaTa Ha KALLIMLA.
XapakTepHO 3a Hed e, 4e TA € HENPOAYKTHBHA, HPONBDKUTC/IHA M H34Ye€3Ba CIEN
MpeycTaHOBSABaHe Ha jeueHHero. Mumymupanata or ACE-HHXHOWTOPH KalLIHLA
TpA0Ba a ce€ UMa B IIPEABUI NpH AUdEepeHIHATHATA THATHO3a Ha KallKuLaTa.

H3nonszsane npu oeya:
HsmMa npoBexIaHK w3c/IeABaHNA 3a €PEKTUBHOCT M 0€30IMacHOCT MpH LIa.

Hsnonzeane npu nayueHmu 8 Hanpeonana ev3pacm (>65 200unu).

TaHHWUTE OT KIMHWYHM MPOYYBAHHA 3@ U3C/IeBaHe Ha eEeKTHBHOCT H Oe30IacHOCT
nmpH KoMOMHMpaHo mnpuiaoxeHne Ha fosinopril u hydrochlorothiazide BBpXYy
naldeHTH B HalpelHajia Bh3pacT W NMo-MJIaJi He IoKa3BaT pa3auyud. Bee mak MmpH
0-Bb3PACTHUTE € MPENOPBLUMTENHO Ja CE€ H3MOA3Ba C INOBUILICHO BHUMaHME,
TIopajiy Bh3MOXKHA TOBUIIEHA HHAMBHAYIHA YyBCTBHTEITHOCT.

Bsaumooeiicmeue ¢ rabopamopru mecmoee:

Fosinopril Moxe 1a gosene 00 QaniiyBo HUCKM CTOHHOCTM Ha HUBATA HA CEPYMCH
JIMIOKCHH ¢ MeToA Ha abcopOuus ¢ BbricH. Heobxoaumo € M3MOA3BAHE Ha ApYT
METOA 3a JWArHOCTHKA. HAKONKO AHM Tpeau HPOBE'}I{,I[EIHE Ha TECTOBE 3a
napaTHpeouIHa QyHKIMA, TepanuaTa ¢ Fosicard Plus® Tps6Ba 1a ce mpeKbCHe.

To3u JekapcTBeH TPOAYKT ChIbpXKAa KaTO MOMOIIHO BEIIECTBO JIAKTO3a, KOCTO TI'o
MpaBH HEMOAXOMALN 3a MAlWEHTH ¢ JakTa3Ha HEZOCTaTBYHOCT, TATAaKTO3EMHs WA
[IFOKO3EH/TalakTo3eH CHHAPOM Ha ManabcopOuus.

4.5. JlexkapcTBeHH M JAPYIrH B3aHMOJCHCTBHSA

IIpeoxoxcoawia ouypemuyHa mepanus.

[Ipu s3anousBaHe Ha JieyeHue ¢ Fosicard Plus® moxe na ce HaGmonasa
CHMINITOMATHYHAa XWIIOTOHMA. ToOBa € TIO-YeCcTo MpH MAalUCHTH JICKYBaHM
MPEIXOKIAN0 ¢ THypeTHUN. B ciiyya#i, ye MauueHThT NPEeIBapUTENTHO € JICKYBaH C
JAYPETUK, APUIOKCHUETO My TpabBa na ce crpe 2-3 OHM NPEAH 3anoyBaHe Ha
neuenuero ¢ Fosicard Plus®. AKO TOBa € HEBB3MOXKHO, JleueHHETo TpabBa na
3artouHe caMo ¢ fosinopril.

Cepymen xanuu:

TuasumHuTe AMYPETHLH HMMAT Kamuii rybeut edexr, HO TOH OOHUKHOBEHO C€
KOMITEHCHpa OT Kani chxpanspamus edexr Ha fosinopril. Ynorpebara Ha xanneBu
NOGaBKM, KadHi CBXpaHABAIM IUYPETHLM WIM KajJWeBa COl, OCOOEHO TpH
NanMeHTH ¢ HapyumieHa OnOpeduHa ¢(yHKUMA, MOXE Aa OOBEAC A0 aﬁaqmenﬁa
MOBHIIABAHE HAa CEepyMHMA Kaaui., AKO npuwioxkeHuero Ha Fosicard Plus®
eXHOBPEMEHHO C HAKOM 0T M30pOeHNTe IPOAYKTH C€ NMPELCHH KaTo HeoOXoMMa, Te




JIumuii:

He ce npernoprsusa €JHOBPEMEHHOTO TIPUIOKEHWE Ha NHTHH ¢ auypetnin U ACE-
HHXHOUTOPH, ThH KaTO T€ MOHIKaBAT OBOpeUYHN KINPHHC HA JTUTHA W MOBULIABAT
PHCKA OT Pa3BUTHE HA TUTUEBA UHTOKCHUKALIUA.

Ilpyeu anmuxunepmen3ueHu NPoOOYKmu.
Moske na ce HaOnrolaBa ITOTEHUUpPaHE Ha €EKTa HM.

Anmuayuduu npooykmu.

AHTHALHAXTE MoOraT na HaMaJiar p630p6HHHTa Ha Fosicard Plus®. Ilpu

HeO6XOAUMOCT OT €JHOBPEMEHHOTO HM IPWIOKEHHE TO TPSOBa J1a CTaBa B MHTCPBAJI
OT 2 yaca MEXIY TAX.

Hpyau cpedocmea:

TuazHaHWTe TAYPETHLIM MOTaT [a OBHUIAT YyBCTBUTETHOCTTA KBM Ty60KypapHH
EnnospemenHoto npunoxenue Ha ACE-MHXHOHTODH ¢ WHCYIMH WIH OpaliHH
aHTUONAOETUYHM MPOAYKTH MOXE [a 3aCHIM XUIOIJIMKCMH3UpAllHd e(eKT Ha
MOCNEAHNTE U J1a TIOBHIIM PUCKa OT PasBUTHE HAa XUIIOTTMKEMUsA, KOETO Ja HAIOKH
KOpHUTHpaHe Ha Jo3uTe WM. To3M edeKT € Mo-u3paseH Npe3 MbPBUTE CEAMHIIN OT
KOMOMHMpPAHATa TEpAnuA U [Py NALUEHTH ¢ yBpeaeHa 6b0peuna QyHKums. |

3aeqHO ¢ AajuKoxoJ, OapOWUTypaTH WK HApPKOTHLUM MOXE [a C€ IOTCHLHpA
Pa3BUTHETO HA OPTOCTATHYHA XHIIOTOHHA. "
XOMeCTHpaMHH M XOJNECTHIIONOBH CMOMH - B NMPHCHCTBHETO HA aHUOHHH OOMEHHH
cMOJIM ce HapyuiaBa aGcopOuusara Ha Hydrochlorothiazide. EnunuuHu AO3K OT TAX
ce cepp3par ¢ Hydrochlorothiazide u Hamanssar HeroBata abcopOuus B
TaCTPOUHTCCTUHAIHUA TPAKT.

3aenno ¢ kopruxoctepona U ACTX MoxXe na HaCTBIM YCHJICHO HM3Y€PIIBAHE HA
eJICKTPOIUTHTE, OCOOEHO Ha KalHS.

[Tpu HakoM nauweHTH, mpriokeHnero Ha HCIIBC moxe fa HaMai THypETHIHAA,
HaTPHYPETUYHAUSA U aHTUXHIICPTEH3UBHUA ePeKT Ha NYPETHLIMTE.

4.6. DbpeMeHHOCT H KbpMeHe
Bpemewocm

Fosicard Plus® e mpoTHBONOKa3aH 10 BpeMe Ha 6pemernoctTa. ACE-unxuburopure
MOraT Ia NpeJU3BHKAT YBpeXKIaHE M CMBPT Ha IUIOAA, aKO C€ Mpuiarar IpH
6peMeHHM JeHH. [Ipu ycTaHoBsBaHe Ha OpeMEHHOCT B XOAa Ha JICUEHHETO C
Fosicard Plus® e Heob6xoaumo He3a6aBHO NpexpaTABaHe TipHemMa Ha MIPOAYKTa.
Ipunoxenuero Ha ACE-HHXHOUTOPH MO BpeME Ha BTOPUA M TPETUA TPUMECTBP HA
6peMeHHOCTTa € CBbp3aHa C YBPEXIdHE Ha IUI0Aa W HOBOPOIEHOTO, BKIIOHBAIIO
XUIOTOHMS, XHMITOIUIa3us Ha yeperna, anypus, obparuma win Heobparuma OBOpedHa
HENOCTAThUHOCT W CcMBpT. CpoOmaBa ce ¥ 3a OJUINOXHMAPAMHUOH, BEPOATHO
BCENCTBYE Ha IOHMWXKeHa OpOpeuna ¢yHKkuUA Ha IIoJa. B TakuBa Clydau
ONIUTOXUAPAaMHHOH C€ ChYETaBa ¢ KOHTPAKTYpH Ha KpalHHUIUTE Ha IJION], JTHLEBO-
4eNIOCTHY AeOpMallii H Pa3BUTHE Ha XHIOILIa3ksA Ha Oenus Apod.
HosopojieHH ¢ aHaMHe3a 3a HHTPAYyTEpHHHO H3/1araHe Mox ﬂﬂ%’gﬂkﬁ:ﬁg‘
TpsAOBa BHHUMATENHO Ja OBJAT M3CICABAHU 3a
XUNEePKATHEMHS .

fosinopril



M3non3BaneTo Ha NUypeTUlY IIpy 3ApaBy, OpeMeHHH KEHU HE C€ MpeNophuBa, Thil
KaTo MaiKaTa W IJI0JIa HEHY)XHO C€ M3J1araT Ha OMacHOCT, BKJIFOMHUTENIHO ()eTaHa |
HEOHATAIHa KBATCHULA, TPOMOOIIUTONICHHA U BE3MOXXHY OPYTH HEKEAHH ABICHHA.

Ynompeba no epeme Ha KbpMmeHe
Fosinopril u hydrochlorothiazide npemunaBar B MailumHoTO MIAko. Ilopanu
MOTEHLIMAJIHUA PUCK OT CEPHO3HU YBPCKIAHUA Ha KbPMadero, TpAOBa Ja ¢& B3eMe

pEIICHHE HJIPI 38 CIIUpaHE Ha K’bpMeHeTO MU 33 TIPCKPATABAHE HA Teparudara ¢
Fosicard Plus®.

4.7. Edexrn sbpxy cnnocobHocTTa 32 mwodupaHe H paboTa ¢ MAIIHHM

B wavanoro Ha neuenuero ¢ Fosicard Plus® Moxe na ce unabmonasa
KPaTKOBpPEMEHHO MOSIBA Ha OTHAJHANIOCT U CBETOBBPTEK, KOETO Aa MOBIUAE BBPXY
crrocoOHOCTTa 3a modupaHe U padoTa ¢ MAITHHH.

4.8. Heme.naﬂn JIEKAPCTBEHH PeaKIAH

Fosicard Plus® o6ukHOBeHO ce moracs go6pe. HabmonaBanuTe HEXENaHN peaKInn
ca JICKH, MPEeXOAHY H He Hanarat nperaTﬂBaHe Ha TepanuATa. [loBedeTo HexenaHu
peakuMy IpH JedeHue ¢ Fosicard Plus® ca momo6HM Ha Te3n HabmonaBaHu NpH
camocTosTened npueM Ha fosinopril wnu hydrochlorothiazide, xato naii-yecture ca
XHATIOTOHUA, 3aMaiiBafe, CBETOBBPTEXK, OTIIaAHAJIOCT, KallUIULIA, TaAeHe, TIOBpPBIllaHe. |

JApyru BE3IMOXHH HEXEJIaHH PEaKIUH Ca.

Qbwu.
AHabUNaKTOHAHH peaklUy, IPBhAEH AUCKOMQOPT, TPECKa, 3a4EPBABAHE, (PUINUECKO
HEpa3MoON0KEHHE, OTNAAHAIOCT, ACTCHHUA.

Covpoeuno-cvoo8u:

IIp¥ BHCOKOPHCKOBY MALHEHTH ChC COJNECB ACOUIMT HW/MIH AexuapaTtaundd (Hamp.
BCIEACTBHE AUYPETHUHO JIeYeHHME), & CBINO M IIpH ManMeHTH CBC ChpACYHA
HENOCTATHYHOCT, TEXKA WIH PeHaJIHA XUIICPTOHHA, MOXKE J1a BE3HHKHE €KCLIECHBHA
XUIIOTOHUSA UIIH OPTOCTATUIBM, 0COOEHO B HAYAJIOTO HA JICYEHHETO.

HMa eguHWuHM CBHOOIIEHHsA 3a CTEHOKapAus, MHOKapOeH WH(apKT, NPEXOdHO
HapylIeHHe Ha MO3BYHOTO KPHBOOOpallleHNE WIHM MO3BYHO CBHAOB WHIMIESHT,
BTOPHYHO OOYCIOBEHU BCIICACTBUE PA3BK CHajl Ha apTepUalIHOTO Haldraie.
BB3MOXKHHM ca M NOABA HA OPTOCTATHYHA XMIIOTOHMA, TaXMKapiaus, Mannuralumu,
PUTBMHH HApYIIEHUA U PAAKO NEpUPEPHY OTOLM H BACKYJIUT.

Pecnupamopnu.

Cyxa Apa3Helua Kalinuua, Ha3anHa KOHTECTUs, CHHY3HUT, ODOHXHT, AUCNHEH, PAIKO
6ponxocrasbM W rmaocuT. CpobmaBa ce CBIIO 38 EIUHWYHHM CITydan Ha
€03HHOMIIHA, ITHEBMOHUT, PECTTUPATOPEH AUCTpEC U OenoApobeH OTOK.

I'acmpo-unmecmunanuu:
CyxoTa B ycTarta, JUCHEICUs, rajieHe, IOBPBIIaHe, KOpeMHH OOJIKH, JrHapHs, 3alek,
brnarynenuug, 3aryba Ha ameTur. B e€AMHUYHH CIy4yad TaHKPOATUT, XEMaTHT

o AT 5‘1 -~
(MHTpaxenaTajiHa WM X0JecTaTHYHA XKBITEHHIA) B WIeYC. /7 & e g,

Ypo-eenumannu:



B enuHAYHY clyyad € oTOeNA3aHa [101Ba Ha ONMIYpUA, NIPOTEHHYPHUs, NPOrpECHBHA
a30TeMHS, MHTEPCTHIMANECH HeQPHT, ocTpa ObOpedHa HeAOCTaThIHOCT.

Cepbxuyscmeumeniocm/aH2uoHegpOmuien e0em:

AHIMOHEBPOTHYEH OTOK B o0nacTra Ha KpaHHWIMTE, JTULETO, YCTHUTS, €3UKA,
[IOTHCA W/HITH JapHHKca ce HaGmonaBa MHoro panko. HaOnoxaBaHa € mosBaTa Ha
CHHADPOM, KOHTO MOXe Ja BKJIIOYBA CEIHATE CHMITTOMH: BaCKYJIHT, COSHHOQUITHA,
NEeBKOLIMTO32, oNoKATeNHH ANA, ycKopeHa yTalika, apTpalTus/apTpuT, MAAITHA H
Tpecka, 06pnB, GoTOCCHIUOUNN3A1MSA, KOXKHU [TPOSBH.

Koorcnu:
Ex3anteM, ypTHKapud, cbpOexX, GOTOCCHIUOMMMU3AIMA M TEXKKH. KOXHH PCaKlHn
(BKITIOYUTENHO MNEMQUryc, TOKCHYHA €HOHACpMalHa HEKponu3a, CHUHIpOM Ha
Stevens-Johnson, u epureMa MyIaTH(HOPME). |

XemMamono2uiru. |

Psako e HaOmMoOMaBaHO MOTMCKAaHE Ha KOCTHHSA MO3BK, NMpOABABaNIO CC C aHEMMA,
TPOMOOLIMTONEHHA, ICBKOLIMTONEHHA, HEYTPOITeHHA. KiMa eAnHnHK CbOOLIEHHKA 32
arpaHyIoOIMTO3a, BBIPEKH Y€ HE € OTKpHTa NMPHYMHHA BPB3KA. CpaBHHUTEIHO TO-
wecTO € HabMIONaBaHO JeKO MOHMKEHHE Ha XEMOIIOOWHA M XEeMAaTOKpHTa TNpH
XUMEPTOHULM JEKYBaHH ¢ KOMOMHALMATA, HO TOBA PAAKO HMa KIMHUIHO 3HATCHUC,
OCBEH B CIIy4YauTe Ha NPUIPYKaBallla aHEMUS € APYT IIPOU3XOA.

Heesponozuunw/Tlcuxuampuuru: |

3aMaifBaHe, CBETOBLPTEXK, MaBo0o/iMe, acTeHNsd, JACTPECHs, ChbHINBOCT, Oe3ChHHE,
HEPBHOCT, NCHXH4YHA OOBPKAHOCT, HAPYUICHO (3aMBIVIEHO) 3peHHe, LIyM B YLIUTE,
neprudepHa HeBponaTHA (MapecTesus, OU3CCTE3NS, MyCKyJIHH KpaMIid ¥ MYCKYJTHa
cliaboct), HamaneHo THOHIO.

IIpomenu & 1abopamoprume ROKA3aMenu:

Ha6nrofaBaHuTe NpoMeHd B nabopaTOpHHTE MOKasaTeld PAAKO €a OT KIHHUHHO
3HaveHMe. Hal-uecTo ce PErHCTpHpa XHIEPITTUKeMUs, XUIEPYPUKEMAA H XHIICD-
VTR XHHOKaaueMAs. OGHKHOBEHO MPH MaIieHTH 6e3 NaHHH 32 HAIHYHO OBOPETHO
yBpEXKAAHE C€ PECHCTPHpA JIEKO U MPEXOAHO MOKa4YBaHC Ha CCPyMHHIC ypes U
KpEaTHHAH. AKO TOBa IMOKa4YBaHE MEPCHCTHPA, TO 0OMKHOBEHO € OOpaTHMO Clieq
NPEKHCBAHE Ha TEpaIHATa. |

Panko ce perucTpupa IOBHUIIEHHE Ha YEPHOAPOOHHTE CH3UMU W/Vnu Ha CepyMHUSA
6winpy6uH, 6e3 YCTaHOBEHA BPB3Ka C NPUI0KEHHETO Ha IPOXYKTa.

4.9. Ilpenosupane

[Ipd KIMHMYHK JaHHM 32 [pelo3MpaHe Ce MPOBEXAa CHMITOMATHYHO M
NOANBPKAIIO JIeHueHHne. lepanusira ¢ Fosicard Plus® TpA6Ba Aa C€ NpEeKpaTh H
MALMEHTHT H& ce TIOCTaBH TOX CTporo Jekapcko Habmonenwe. JledeOnute
MEPOTIPUATHA 3aBUCAT OT €CTECTBOTO K TEXECTTa Ha KIMHUYHWUTC CHMIITOMH U
BKJIOUBAT MepKH 3a HamansBaHe Ha abcopbwuira # 32 yCKOpABaHC Ha
eTMMUHAPAHETO, NMOAAbPIKaHEe Ha OCHOBHUTC JKH3HCHM GYyHKIMM W KOPEKLWSA Ha
NeXUpaTalliaTa, ENeKTPOIHTHOTO PABHOBECHE H XHIIOTOHKATA.

Fosinopril: TunM4yHH CHMITOMM Ha MpPEJO3HpaHe ca T KA w HHAD
‘:":ﬁ ‘" - 4

eNIeKTpONTMTeH aucbananc W GbOpedyHa HENOCTATBYHOCT. AKO §‘yﬁ@§03qﬂ\§;g
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XUITOTOHUSA, NAUEHTHT TPAOBaA Jla ¢€ IIOCTAaBU B JIETHANO ITOJIOXKEHHE H Ja MY C€
‘Bllee OBP30 HY)KHOTO KONMHYECTBO GHU3NOJOTHYEH Pa3TBOP.

Fosinopril B Manka CTeleH Ce OTCTpaHfBa 4pe3 XEMOIWalu3a H IEPUTOHCATHA
auanusa. Jla ce u3064rsa H3MOA3BAHETO HA BHCOKO MPOMYCKNIMBH XEMOJHANIH3HU
MeMOpaHu.

Heo6xo1MM € MeEpHOANYEH KOHTPOII Ha CEpYMHHTE €JIEKTPOJIUTH 1 KPCaTHHHH.

Hydrochlorothiazide: Haii-uecto CpeIIaHATE CHUMITTOMH Ca TE3U TNPHINMHEHHW OT
eJIEKTPOJIMTHUA AucOanaHe (XUMNOKANUCMUs, XUNOXNIOPEMMUA, XUIIOHATPUEMUA) U
NEXUAPATAINATA, PE3Y/ITaT Ha eKCclecBHa aAuype3a. [Iph eqHOBPEMEHEH TPHEM Ha
NUTUTAINC, XHITOKAINEMHUATA MOXeE a ObLAC NpUAPYKEHA OT pUTBMHH HapyIICHHUA.

S. OAPMAKOJOI'NMYHHA JAHHHU
5.1. ®apMaKoAMHAMHMYHH CBOHCTBA
ATC Koga - C 09B A09 -
Fosicard Plus® e xoM6HHUpaH aHTHXMIEPTEH3UBEH NPOAYKT ChabpxKaiy fosinopril,
WHXHOMTOp Ha AHrHOTEH3MH KouBepTupamms emsuM m  hydrochlorothiazide,
THA3WIEeH HOAypeTvK. JIBeTe CBCTABKM HMMaT CaMOCTOSTENTHO JICHCTBHE, a B
KOMGMHALMA IPOABABAT B3AUMHO ITOTEHLMPALI C& AHTUXUIIEPTEH3UBEH EEKT.
Fosinopril ce Xxuapoiu3upa OT €CTepasure A0 (PapMaKOJOrAYHO aKTHBHA popma,
fosinoprilat, crnenmMpuueH  KOMIIETHTMBEH  WHXMOWTOp Ha  aHIMOTCH3WH
KoHBepTHPAIMAT eH3uM (ACE).

ACE xaTanu3upa NPEBPHIIAHETO HA AHTMOTEH3WH | N0 Ba3sOKOHCTPUKTOPHATA
cyberannus anrworensuH I1. AnrnorensuH I crumynupa CBIIO M COKPEIMATA Ha
alIoCTepOH OT HanOBOpeka. PemykusaTa Ha alAOCTEPOH MOXE a ROBEAC N0 JIEKO
IOKaYyBaHe Ha cepyMHus Kanuil. Bunpexky, 4e MeXaHHM3MBT Ha MOHWKABAHE Ha
apTEPHAIHOTO HAIATaHE B XOAa Ha JICUEHHETO C fosinopril ce OBIXKH [NIaBHO HA
TOTHCKaHE Ha PEeHWH-aHTHOTEH3WH-aJIAOCTEPOHOBATA CHCTEMA, fosinopril uMa
XUMOTEH3UBEH edeKT ¥ Ipy OOJIHK ¢ HUCKOPEHWHOBA XHITEPTOHHH.

Hauanuuat edexT Ha fosinopril no oTHOUWICHUE HA APTEPHATHOTO KPbBHO HALATAHE €
B pAMKMTE Ha eauH dac. MakCHMaTHO HaMmajsBaHe Ha apTepHATHOTO HAATAHE CC
moctura 2-6 waca clen TpHeMa M IMEPCHCTHpa B TPOIB/DKEHHE Ha 24 daca.
[ToHM)XaBAHETO HAa KPHBHOTO HajsAraHe Mo)ke Ia 0pAe NMpOrpeCHBHO B PAMKUTE Ha
HSIKOJIKO CeIMHIH IO MOCTUraHe Ha MaKCHMAaJleH TepaneBTHUEH SeKT.

[Ipu 60HM ChC ChpAeYHA HEJOCTATBYHOCT ONarompHATHHAT edexT Ha fosinopril ce
NB/DKY TJIaBHO Ha MOTHCKAaHE HA PeHHH-aHTHOTCH3MH-AJIIOCTEPOHOBATA CHCTEMA,
KOeTO BONH [0 HAMaIsBaHE KAKTO Ha [PEJHATOBAPBAHETO, Taka H Ha
cJIe THaTOBApBaHETO. |

Hydrochlorothiazide e cyndonaMueH THypeTHK ¢ aHTUXHIICPTCH3NBEH edexT. Tok
NeHCcTBa Ha HUBO AMCTATHM 6B0peunn TyGynm, KaTo ydacTBa B peabcopbuuira Ha
eICKTPONMTH M TIOBMILABA CKCpeLMATa Ha HATPHCBU U XJIODHH MOHW B IIOYTH
eKBUBAJCHTHY KOJMUYECTBA. JarybaTa Ha HaTpUH e mocieBa oT 3aryoa Ha KaJiii U
HATPHEB XWApOTeHKapGoHAaT. MeXaHH3MBT Ha AHTUXWNCPTEH3MBHO ACHCTBHE Ha
THA3UIHUTE OUYPETHLY HE € YTodHCH. Te oOHuyaliHO HE IOBAHABAT- AJIHOTO
apTepUATHO HAJIATAHE. S 0
[Ipy koMOGWHHpaHe C APYrd AHTUXWNEPTCH3WBHH MpPOXY “
OTEHIINPAHE Ha JeHCTBUETO UM.




S.2. (DapMaKOKHHETHYHH ¢BOHCTBA
EnHoBpemeHHOTO npunoxenue Ha fosinopril u nydrochlorothiazide uma Manbk MM
HUKAKbB €(EKT BBPXYy OHOHAIMYHOCTTAa HA OTHENHHTE CHCTABKH. YCTAHOBEHA e

OMOEKBHBANIEHTHOCT Clie, NPWIOXKEHHE HA KkoMOuHHpanaTa TabneTHa GopMa U Ha
CHOTBCTHHTE KOJIMYECTBA OT ABETE ChCTABKU [AaeHH MO OTAEIHO.,

Fosinopril:

Cnex mepopanHo mnpwioxenuwe fosinopril nocTHra MaxkcHMaiHa TIa3MeHa
KOHIEHTpalud Ha 2-3 yac. buonanumunoctra My e 30-40%. Fosinopril ce
XUAPOIN3Kpa OT €CTEpa3W INABHO B 9YEPHHA Apo0, HO CHIIO TaKa W B YPEBHHS
CIUTENT 10 (PapMaKkoIOrHYHO akThBeH fosinoprilat. CxopoctTa Ha XUAPOIN3a TIpH
OONHMU ¢ yBpeneHa YepHOAPOGHA (YHKLMA Ce IPOMEHS, HO CTENEeHTa Ha KOHBEPCHA €
HETIpOMEHEHa. Fosinoprilat ce cBbp3Ba ¢ nporennuTe B 95%.

HamnyneTo Ha XpaHa B racTPOMHTECTHHAIHHUS TPAaKT HE OKa3Ba ChHINECTBEHO
BITMSIHHE BBPXY pe3opOumsaTa Ha fosinopril ot fosinopril TabneTkn.

Ciaen nepopaiHo npunoxeHue Ha fosinopril oxono HogoBHHATA OT abcopbupaHoro
KOJIMYECTBO CE €KCPETUPA C YPUHATA, a OCTAHANATA YaCT C (peKaTinTe.

Hydrochlorothiazide: |

Cliea opanHo MpUIOXKEHHE ILIa3MEHMAT IONY)MBOT Ha hydrochlorothiazide Bapupa
MEKAY 5,6 u 14,8 waca. Haii-Manko 61% or mpueraTa no3a ce CIMMUHUPA B
HETMPOMEHEH BUA 3a 24 yaca. Havano Ha QMypeTHYHOTO NeiCTBHE Ce pErmcTprpa Ha
BTOPHS 4ac Cliefl epopaieH mpreM. MakcHMaiHa TUla3MeHa KOHUEHTpAIUg ce
noctura Ha 4 uac. IIpoasmkurenHoct Ha geficteue 6-12 yaca. Hydrochlorothiazide
[IPCMHHABAa MIallCHTapHaTa, HO HE M KPBbBHO-MO3BYHATA GapHepa.

3.3. Ilpeaxnunu4nu qanHM 3a GezonacHOCT
Fosinopril; |
Ilpn w3cnensane B NpoXBIXKEHHE HA MEPHOL OT 2 TOAMHH ¢ MUIIKA M ILTHXOBE C
mosu o 400 mg/kg muesHo (500 mBTH MakcHMaNnHAaTa YOBEMIKA 103d), HAMA
YCTAaHOBCHH NaHHU 3a KapuuHoreHeH edexr. Huro fosinopril, HUTO akTHBHMAT
fosinoprilat ca Mytaresnn npu MukpoGuanen MyTarcHeH TeCT Ha Ames, TecT 3a
MyTalH¥ Ha KICTKH OT MHIIa JHUMQpOMa WIM MHTOTHYHA TeHHa KOHBEPCHA.
Fosinopril He € reHOTOKCHYEH M B MHIUM MHKPOHYKJIEYC TECT in Vivo, M B
LHUTOI'CHETHYCH TECT IN VIVO C MUINH KOCTEH MO3bK. B IMTOreHETHUYeH TeCT ¢
OBApPHAJIHH KJICTKH Ha KWTAaWCKH XxamcrepH, fosinopril ysenwuaBa uecToTaTa Ha
XPOMO3OMHUTE a0epalliH, KOraTo ce TecTyBa 6e3 MeTaGONMTHa aKTHBALMS MNpPH
KOHIICHTpallud, TOKCHYHA 3a KICTKMTe. Hiama ypenuueHune B XpoMO3OMHHTE
abepallud MW TO-HHCKWUTE JICKAPCTBEHH KOHLEHTpALMK 0e3 MeTaGouTHa
AKTHBAUMA WIH TPU BCHYKH KOHLEHTpAIMK ¢ MeTabOIUTHA aKTHBAIIN.

He ca Habmonasanu HexenanH eheKTH BbPXY pENnpoOLyKTHBHOCTTA [IPU MBXKKH U
KEHCKH ILUIBXOBE TPETHpauH ¢ 15 no 60 mg/kg nHepHo.

IIpn npunarane Ha fosinopril Ha GpemenHN mTBX0Be B 1031 80 10 250 MBTH (na Oa3a
mg/kg IHEBHO) HANBWINABAINY OOWYANHWTE YOBEIIKH JO3H, € HaOI0oaBaHa
beTOTOKCHYHOCT H (heTyCcHH Mambol_maunn. He ca }fCTaHOBeJHH_J..-Tﬁp'a‘T'QECHHH
eeKTH npy npunoxenue Ha fosinopril Ha 3atium B o3m Ko 25 i Gﬁaﬁagﬁ
JIHEBHO) HaABUIIABAIMM OOHYAHITE YOBEIIKY TO3H. Vs

Hydrochlorothiazide.
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[Ipu mepopanen npuem Ha hydrochlorothiazide LDy, € Hag 10 g/kg npu muiku u
IIEX0Be. EKCHCpUMEHTaTHH OIMTH ¢ KCHCKM MHIIKH  TPETHPAaHH ¢
hydrochlorothiazide B npoaemkeHne Ha Ase roguH# B po3a 600 mg/kg T.T. ¥ ¢
MBXKKH M XKCHCKM IUrbxoBe B pmo3a 100 mg/kg T.T. He noka3BaT [JaHHH 34
KaHUeporeHHocT. Te3u fo3u ca ¢hoTBeTHO 150 1 12 mbTH 3a MUILKKU U 25 4 4 IBTH
3a TUTBXOBE HaJ MaKCHMAJlHaTa 03a 3a Xopa ompeAencHa Karo mg/kg u mg/m’
CHOTBETHO.MBXKKHTE  MHUIIKH, ofade  pa3BMBAT  XEMaTOKAHUIEPOTEHHOCT.
[IpoyuBanmns y MUIIKH ¥ ILTEXOBe Tpetupanu ¢ hydrochlorothiazide B ¢hoTBeTHHTE
EpHUOJH Ha OpraHoreHe3a B J03M cwvoTBeTHO O 3000 m 1000 mg/kg nHeBHO He
NOKa3BaT yspekAaHe Ha Iofa. HaMa mpoBeeHH NpelU3HM HAOIOAEHHUS Y Xopa.
Tuasunure npeMHHABAT INPE3 IUTANEHTATa M MOorar fJa IPEeAM3BHKAT HCOHATAIHA
KBJITCHUIA, TPOMOOLMTONEHMs W JApyrH Hexenann edexrd. Tuasupure
MPpEMHUHABAT B KbPMATa M 3aTOBA HE CE MPENOphYBa MPATAraHETO UM B NEpHoaa Ha
KBEPMEHE.,

0. OAPMAIIEBTHYHHA TAHHH
6.1. Cuucbk H2 IOMOIIHHTE BelleCTBA

JlakTo3a MOHOXMIpPAT, IPEKETATHHO3HO HMINECTE, KPOCKApMeNo3a HaTpHH,
ruuepon aubexeHart , nakrosa MoHoxuapat (Tabnerose 80 ), ouseruten PB-23601
(THTAHOB IMOKCHI, XKHJIT XkeJieseH okcu E 172, ueppeH xeneseH okeua E 172).

6.2. OH3INKO-XHMHAYHH HECHBMECTHMOCTH
He ¢ca u3secTHM.

6.3. Cpok Ha rOAHOCT
2 (1B€) roAMHU OT AaTaTa Ha IIPOU3BOJCTBO.

6.4. Cpnenmanny ycjaoBus Ha ChLXpaHeHHe
TIpu TeMneparypa nog 25°C.
Jla ce cpxpaHsBa Ha MACTO, HEAOCTBITHO 3a Aela!

6.5. JIaHHH 32 ONAKOBKATA

Ta6nerxu no 10 Gpos wix 1o 14 6pos B Gnucrepu ot Al/Al pomnso.
2-0nmuctepa no 14 6pos TablIeTKH B KAPTOHECHA KYTHA.

3 6mmctepa o 10 6pod TabneTKH B KapTOHEHA KyTHSA.

PP xouTelidep no 28 u no 30 6pos TabiaeTky.

6.6. IIpemopbku npu ynorpeda
JIekapCTBEHHAT NPOAYKT HE C€ H3IION3Ba Cllell U3THYaHe CPOKa Ha FOJHOCT, yKa3aH
Ha OITaKOBKATa.

7. MUME B AAPEC HA IIPUTEJKATEJIS1 HA PA3P§!JJ_E1—IHETO 3A

i - A .nu:‘:":-u .\"\"‘.
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8. PEI'HCTPAIIMOHEH HOMEP B PEIT'ACTDBPA IIO HJL28 OT
3JIAXM |

No20060830

9. JATA HA IIbPBO PA3PEHIABAHE 3A YIIOTPEBA HA
JEKAPCTBEHHUSA ITPOAYKT

29.12.2006

10. JATA HA (UACTHYHA) AKTYAJIN3AILINY-H

Centemspu 2008 r.
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