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2.  KoamuecTBeH H KA9eCTEEH CHCTaB 654(13.04.04 WM

Besaka TREpA2 Kancyna ceaspika 10 mg oT JekapcTBeHOTO BEMIECTRO ramipril.

3a NOMOUHHITE BEINECTBA BIDK T. 0.1.
3. JlexapcrBeHa gopma

TBEpIOH Karcyim.

4, KanpRun\ 1aaHg
41. Ioxazanms

Jlewenue Ha JieKa [0 yMEpeHa apTePHANHA XHIIEPTOHHA.

[IpH 3acTOMHA CHPYEYHA HETOCTATHIHOCT KATO HOIBIHATENHA TEPAUNS KbM JNUYPETHIHO
Aedenre ¢ WK Oe3 MPHIOKEHHE Ha ChPACIHE TIIMKO3HIH.

HemocpeAcTBeHO Cliek OCTHP MAOKapAeH HH(APKT, U KIHMHKTHHA JaHHH 33 CEPACIHA
HEJOCTATHYIHOCT.

4,2. Jlo3upoBKa U HAYHH HA NPHIOXKEeHHE

Jlo3HpoBKa:

Xunepmonus: TIpenoppanTennaTa WEpBOHAYANINA 1038 PH AaHeHTH, KOUTO HE ¢4 Ha
JieYeHNe ¢ MAYPETHNHE B HAMAT IAHHH 33 3aCToHHA ChpIedYHa HEAOCTAaTEYHOCT, ¢ 1,25 mg ramipril
BEHEK JHERHO. J[o3ata Tpsa6Ba A ce YBEETasa IOCTECHHO Hpes 1-2 CeMHLY, B 32BHCEMOCT OT
0TTOBOpa HA HAIWeHTa, 10 MaKcHMAaNHa fo3a 10 mg BenaBK THEBHO.

Josa ot 1,25 mg BoxM [0 TEPANEBTHYEH OTIOBOP caMO0 IIPH MaJIKa JacT OT HAIMCHTHTE.
O6uuaiigaTa ToIEPKANIA 7032 € 2,5 — 5 Mg KaTo eIHOKpaTHa THEBH N03a. [Ipn namueHTH, Ipa
KOHTO HAMA HOBIHgBaHe Opyu 1033 10 mg ramipril ce npenopr4sa KOMOHHEPAHO ICICHAE.

IpH NANMERTH, NEKYBaHY C JMYPETHIM, IPHEMbT HA THYPETAITHTS TPsOBa fa ce
IpeycTaHOBH 2 — 3 [HH IIPe/A 3a0YBAHETO Ha TEpanuaTa ¢ ramipril, 3a fa ce samam
BEPOSTHOCTTA OT JI04B2 HA CHMITOMATHIHA XHTIOTOHM:. IIpH HEOOXOAUMOCT My PETHIHOTO
JAeYEHHE MOXKE J(a ce HOTHOBH HO-KBECHO.

TTpu Ian@eHTy ¢ XMIEePTOHNS ¥ KORTECTHBHEA ChPACTHa HEAOCTAaTHIHOCT, IPANPYIKeHa HITH
e 0T OBOpetHa HEAOCTATHIHOCT, € HabmoAasana CEMIITOMATHIHA XUHOTOHHK CIIC) JICHCHHAE ©
ACE mmxuburtopu. ITpd Te3n anHenT4 IEYSHHETO TPsOBa Ja 3all0uHE C ZI03H 0T 1,25 mg nog,
CTporo IeKapcko Habmoneane B OonHANA.

Bacmoiina cepdeuna nedocmamvyunocm: IIpenopsuuTeHa HavanHa fosa: IIpy
cTaGHIHM3RpaNy NATHEHTHA Ha TEpalds ¢ AUypeTHHH fo3ara € 1,25 mg BeHBXK JHEB
3aBHCHMOCT OT OTTOBOP2 Ha MAllHeHTa Ta3H /034 MOKEe Ja Ce MIOBHNIH, KaTO C& Npgr
yIOBOsBAHE Ha [03aTa Ha HHTepBand oT 1 —2 cemvumy. AKo ¢e A3HCKBa JHERHA Ji B
IT0Bewe, IPOLYKTHT MOXKE Jfa ce IPHEMa KaTo eHOKpaTHA M4 BE Pa3HETICEH 1 s 35 o
MaxcHMalHa rheBHa fo3a: 10 mg. T\




3a #5a ce HaMaJIM PHCKBT OT CUMIITOMATHYHA XUIIOTORM, IIpH HalHeHTH Ha HpeiecTsala
JIIypeTHIHa Tepalis BEB BHCOKY JI03H, {03aTa Ha AUYPETHIMTe TpaOBa ja ce HaMany Npean
3a0YBAHE Ha JIEGeHHEeTO ¢ ramipril.

Coemosnue ched UHQAapKm HA MUoKapoa:

3anousane na mepanuama: Jlegennero TpabBa Aa 3anogne B Oonanna Mexny 3 # 10 gen
clest ocThp MuokapaeH rHpapkT. IIsppoHadanHaTa 7032 € 2,5 mg iBa ILETH AHEBHO, KOATO CHEN
2 [MHH ce YBeNrdYaBa J0 5 mg OBa NETH JHEBHO. AKO Ha4alHAaTa 032 OF 2,5 mg He ce MOHECe
Iobpe, TpsOBa Oa ce 3amo4He ¢ 1,25 mg fea NETH JHEBHO 32 Ba JH MPeIH Aa Ce IPEMHAHE KBM
2,5 mg | 5 mg 1Ba WHTH JHEBHO. AKO 03274 He MOJXKE Jla Ce YBeNHJH R0 2,5 mg NBa IBTH Ha JCH,
NedeHAeTo TpL6Ba Aa ce IPEyCTaHOBH.

Hoodwvporcaya 0osa: 2,5 1o 5 mg nea NBTH AHEBHO.

Ipomsna na do3uposKama npu nayuermu ¢ 6s0peuno yapescoane:

O6uuaitraTa )03a ramipril ce npenopbYBa Npy HAIHEHTH ¢ KPeaTHHHHOB KIHPHHC > 30
ml/min (cepymeH kpeatuHuH <165 pmol/l). 3a manweHTH ¢ KPEaTHHUHOB KIHPHHC < 30 ml/min
(cepymeH xpeatunns > 165 pmol/l) ce npenopsuBa FEPBOEAYaNHa 032 oT 1,25 mg ramipril
BEIE'RK THEBHO ¥ MakCHMallHa o34 5 mg ramipril BenseX JHEBHO.

IIpH mAUEHTH C TEXKO CTelleHHo 6:0peuno yBpexnane 3abonspane (KpeaTHHHHOB
KIEpEHC < 10 ml/min u cepymen kpeatnBrE 400 — 650 pmol/l) npenopsunteNnnara nppoHajanHa
mo3a e 1,25 mg ramipril BeIHBXK JHEBHO, HO OIALPIKaaTa 03a He TpA0Ba JIa HanpuImasa 2,5 mg
ramipril BeHEBXK HHERHO.

Hosupane npu weprnodpobro yspescoane:

TIpu manueHTH ¢ YBpeAeHa YepHOpoOHa BYHKIHA MeTab0NH3MBT Ha OCHOBHOTO BEHIECTRBO
ramipril, a cnegoBarenso ¥ 00pasyBaHeto Ha OwoakTHBEMS MeTabomuT ramiprilat, e yABIDKeH
Hopajii HaMaJieHaTa akTHBHOCT Ha €CTepasuTe B uepHHs Apod, Bofgema O yBEAHYCHH INIa3MEHH
HpB2 Ha ramipril. TIpH HANASHTH ¢ yBpeAeHa YepHoapoOHa BYHKIHA JeIeHHeTo ¢ ramipril TpsbBa
1A 3anodee ¢ HadaaHa no3a 1,25 mg nox cTporo nekapcko HabmoneHuHe.

Iayuenmu 6 nanpednana evspacm (Haod 65 zo0unu): IIponykTsT TpA6Ba Aa ce NpHara
BHYIMATEJIHO IpH HAUNEHTH B HallpeHalla BE3pacT, IPHeMAlly ¢IHOBPEMEHHO THYPETHIH,
CTpaJaily OT 3acTOHHA CEPIETHa HeJOCTATEIHOCT, ObOpeyTHa HIH YepHOPOOHa HEAOCTATFYHOCT.
JlozaTa TpbBa 7a Ce OIpPeNeNs CIIope] Hy /IaTa 3a KOHTPOJI Ha KPBBHOTO HaISTaHe.

Heya: TIpunokeHAETO Ha ramipril He € NpoyYeHO IPH Hena ¥ CHeI0BATENHO He Ce
Ipernopbysa IpH Ta3l BB3PacToBa IPyHa.

Hagun Ha npHiIoxeHuc:
IMpunara ce nepopango. KancymuTe TpadBa ia ce NpHEMAT ¢ YacHa Jailia BOJA.
Pe3opOirgTa Ha ramipril He ce MOBMIAABA OT XpaHara.

4.3. HIpormBonoxazanus

¢ CBpHXUyBCTBUTENHOCT KM Iamipril My HAKOe OT IIOMOLIHHTE BEINECTRA.
¢ Mupana anaMHe34 332 aHTHOHEBPOTHYIEH OTOK, XEMOAHHAMIIHO 3Ha9AMa CTEHO34d Ha
GEOpedraTa apTepHs, XAMOTOHIIHY A XeMOJHHAMITYHO HeCTAO0M/IHY HaNUeHTH.

4 DBpeMeHHOCT.
+ Krpmene.
4.4. CoenuajHi NPOTHBONOKAZAHKA H CHENHAJIHA HPEXYNPERICHHA 32 Y

Cneyuannu npedynpeocoenus.




Ramipril xe Tpa0pa ja ce NpHiara npu MaNHeHTH ChC CTEH03a Ha a0pTHATA I
MUTpalIHaTa KJIaia, KakTo K ¢ OOCTPYKIHs Ha KPBBHHSI TOK.

Ipeonaznuu mepru:

Oyenxa na Gvbpeynama Gynxyus: Ilpocaenssakero ga 6x0peunaTa QyHKImA TpsOBa Ha
BKIIOYBA Hel{HaTa OIeHKa HPeH | JI0 BpeMe Ha JIEYeHHETO.

Hapywena 6vbpeyna gyrryus: Ilpu nanuenTd ¢ 650peyda HeJOCTATEUHOCT MOXKE 12 ce
HaIOXH HamaJsgBaHe Ha J1034Ta WM YecToTaTd Ha IpHeMeTe Ha ramipril. BrOpeanaTa dyHKus OpH
TaK¥Ba TANHEHTH TPAOBa BHUMATENHO A ce IPOCHEAABA, BRIPEKH Ye IPH IO-ToNIMa 9act 0T
HANEEHTHTE TA He ce mpoMerst. CriliecTByBa pHCK OT BlomaBaHe Ha O60peunarTa Qysiuus,
ocoBeHo MpH nanueHTH ¢ 6n6pedHa u 3acToliHa CHPAETHA HeNOCTATHYHOCT, OHIaTepanna CTeHo3a
Ha 6p0peuHaTa apTepus Wil YHUNATEpaliHa CTeH03a Ha O0peynara apTepys IpH NAUeHTH ¢ eAHH
610peK, XakTo u cieln 6s0peyna TpaHcagTami. Ilpy panHo OTKpHBAHE TOBA BIIOIABAHE HA
Gu6peanata QyHKis € 0OpaTHMO TIPH IPEKLCBAHE HA TepanusTa.

TTpu TAEEHTH HA XEMOHATIH32 ¢ BHCOKOTIOTOYHY ITOTHaKpIIOHITPIIIoBY (AN 69)
MeMOpaHH € II0-BepOSTHO [ ¢ Paspre aHa(RIaKTHYHA peakipig npu nedenue ¢ ACE
HHXROuTOpH. Tlopany Tasy NpHYLHA Ta3H KOMOMHANHAS Tp:i0Ba 1a ce H30Arsa Hin ype3 ynorpedara
HAa anTepHATHBHH aHTUXUNEPTEeH3NBHE CPECTBa W Ha anTepHaTHBHH MeMOpaHy 3a Ham3a.

IomoGru peaxmuy ca HabMOKaBaHy ¥ ITPH adepe3a Ha IMIIOIPOTEHHY ¢ HUCKA IIIBTHOCT C
zexcTpan cyidar. CrefoBaTeHO TO3M METOJ| He TpA0Ba Ja ce IpHIIara ipH NanieHTH Ha JISUCHHE
¢ ACE maxrOUTOpH.

HIKoH aTeHTH ¢ XHIEPTOHMs 1 03 Tpenxoxamo 0r0pedro 3abomsBpane MOraT 1a
Pa3BHAT JIEKO X 0OWKHOBEHO IIPEXOXHO YBENWUYESHNE Ha YpelHus a30T B KPBBTa ¥ Ha CEPYMHH
KpeaTHHWH OpH Ipyiarase Ha ramipril, oco6eHo eaHOBpeMeHHO ¢ AHYpeTHIH, MoXe Ja ce HaloXKA
HaMalsBaHe Ha J03aTa Ha ramipril # HaManeHue WiI¥ TpeKbeBane Ha auypervuTe. OCBEH TOBa,
IpH MagenTH ¢ 0x0peuHa HeOCTATAYHOCT CHIIECTBYBA PUCK OT XHIICPKaIHeMHs.

Hapywena ueprodpobra gynxyus: Tbii Kato ramipril € IponexkapcTBo, MeTaboIH3upamo ce
[10 aKTUBHOAEHCTBAINMTE CHCTABKH B 9EpHU Ap00, TIPH HANWeHTH ¢ HapyIieHa qepHoApoOHa
dysxnEs e HeoOXoAUMO 0co0EHO BHAMAaHHE H CTPOTO Ipocieaisane. MerabomisMbT Ha
OCHOBHOTO BEIECTBO H 00pa3yBaHeTo Ha OHOaKTHBHHEA METa00duT ramiprilat mMoxe ga ce HaMalH,
B PE3YIITAT HA KOESTO 3HAYHTENHO Ja ce yBeIfuaT IasMeHuTe HM Huea (Iopaiy HaMaleHaTa
aKTHBHOCT Ha €CTEPA3HTe B YEPHHA Ipo0).

Cumnmomamuyna xunomorus: IIpyu manieHTH ¢ HEYCIOKHEHA XUNEPTOHIS PAIIKO €
HabHOfABAHA CHMITOMATHYHA XUIIOTOHES ClSZ IEPBOHAUANHA 034 ramipril , KakTo ¥ clief
yBellHIeHNe Ha 703aTa. [10-BeposTHa € HOABATA Ha XHIOTOHI HPH NATMEHTH, KOUTO ca Omm ¢
HaMalieHo 00EMHO M CONIEBO ChIBDIKAHNE IIOpasd NPOXEIDKATENHO JIEYeHHE ¢ THYPETHLY,
OrpaHHYEHHE Ha CONITa B JMeTaTa, JHaIM3a, JHapys, IOBpEINaHe MK IIPY HallHEHTH ¢ TeXKa
cupredna HepocraTpurocT. CllejoBaTelHo, IPH Te3H NaNUCHTH TpsOBa Ja ¢e HpeyCcTanoBH
JMUypeTHYHATA Tepamus ¥/uny 00eMHOTO H COJIEBO ChABPIKaHNe 1a C& BE3CTAHOBAT HPEAH
3a04BaHe HA JIEYeHHeTo ¢ ramipril.

AKO ce HOSBH CHMITOMATHYHA XHIOTONNS, TalMeHTET Tps0Ba Ja ¢e MOCTABY B JIETHATO
TIOJIOKEHIe U IIpy HeoGX0MMMOCT [ My Ce HAllpaBH HATPaBEHO3HO BIWBAHE Ha HHU3HONOTHICH
pastBop. MoiKe 1a ce HanoXy HHTPABEHO3HO NPUIIOIKEHIE HA aTPOKH, aKO CECTOSHHETO €
cBEp3aH0 ¢ Gpamuxapmud. JledeHneTo ¢ ramipril 06HKHOREHO MOXeE 12 OB NPOTBIDKEHO CIIE
BB3CTaHOBABaHe Ha e()eKTUBHHA KpBBeH 00eM H KPBBHOTO HaNATaHE.

Xupypauuna unmepgenyuit/anecmesus: |1pya nanpenTy, MOANIOXKCHE HA OTIEPANMA M IO
aHECTe3Ns CBC CPE/ICTBA IPEAH3BHKBAIY XHIOTOHAS, ramipril Moxe ja Oioxupa o6pasyBaHeTo Ha
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PE3YIITaT Ha TO3H MEXaHH3bM, ChCTOSHHETO MOXKE Jia C& KOPHTHpa 9pe3 MoK 0]

Azpanynoyumosa u nodmuckane GyHKyuume Ha KOCHHUL MO3vk: 11pu
negenre ¢ ACE nuxuburop psaxo ce HabmrolaBa arpaHyoniTo3a i MOATHCHAR
KOCTHHS MO3BK, HaMalnsBane Ha OPOs Ha YCpBeHMTE KPLBHH KIIETKH, ChABPHA



xeMoryobuHa H 6pod Ha TpomOoruTaTe. Tesn edeKTH Ce CpeInar I10-9ecTo IpH NallMeHTH ¢
OB0Opeqy HapyImeHns, 0CO0eH0 aKo HMAT CHI0BO KOJNareHoBo 3aboiriBaHe. Ilpy manuenaTd Che
CHIOBO KOJIareHoBo 3abolsBane (karo lupus erythematosus; sclerodermia), ocobero CENPOBOACHH
¢ HapyueHa OrOpedra QYHKINA 1 SAHOBPEMEHHEA TEPANKS ¢ KOPTHKOCTEPORAH H aHTUMETa00HTH,
Tps0Ba Aa ce H3BbpIIBa PeAOBHO NpocieAdBate Ha Opos Ha OemiTe KPBBHY KIETKH ¥ HHBOTO Ha
GenrbK B ypuHara. [lanpenture Ha Jegenue ¢ allopurinol, IMyHOCYHpPECOPH H JPYIH BEIGECTEA,
KOHTO MOTaT A2 IPOMEHST KpBBHATA KapTUHA, CHIO ¢a ¢ HOBHIIEGH PHCK OT Pa3sBHTHE Ha APYTH
IPOMEHH B KpLBHATA KapTHHA.

Xunepranuemusi: I[IOBUIICHY HIBA Ha CEPYMHHES KalMi ca YCTAHOBABAHY MHOI'O PSAKO IIPH
[IaAeHTH ¢ XMIepTOHKA. PHCKOBHTE (hakTOpH 3a PA3BHTHE HA XHIICPKATHEMHS] BKIIOYBAT
OE0OpeuHa HeIOCTATHYHOCT, YIIOTpeOa Ha Kanui-3a(bpikaliy JAyPETHIH H eFTHOBPEMEHHEO
[IPATOXKEHHS Ha IPOJIYKTH 32 ICICHHE Ha XHIOKATHEMHS.

4,5, Jlexapcersend u apyrH ¢opMu B3anMoNeHcTBHA

KomOunnpaseTo ¢ JUypeTHIE WK APYFH AHTHXUIIEPTEH3UBHH CPSIICTBAa MOXE Jia
HOTeHIUpa AHTHXUIIEPTEH3UBHAT 0TrOBOp KbM ramipril. AxpeneprauauTe OIOKepy MOTaT Ja ce
KOMOHBMPAT ¢ ramipril camo cief BEMMAaTENHO Habmonenue.

Kanuit-3agppxamure qaypetuus (spironolactone, amiloride, triamterene) mig KaqueBUTeS
J0DaBKE MOIaT /1 HOBHAINAT PHCKa OT XUIIepKaIHeMus. AXO € IIOKa3aHO CHIBTCTRAIOTO
HpHJIOKEHYE Ha TE3U JIEKAPCTBa, T¢ TpAbBa ia ce IpHaraT BHEMATEIHO M YeCTO Jia ce IPOCIe/Ba
HHBOTO Ha cepyMHRS Kamii. Ramipril Moxe Aa HaManM KaymesaTa 3ary0a, IpHIMHEHa OT
TIPHIOXKECHUETO HA THASHIHE JHYPETHIH.

IIpH ycropeaHo IPWIOKEHHE Ha aHTH a0 TIHIHI areHTH (MHCYIMH WiH cynbanmiypelinn
TIPOM3BOJIHK) TpsOBa 12 ce MMa TIPeJ, BUA BE3MOXHACTTA 3a CHIIHO HaMaNceHNe Ha KPBBHATA 3aXap.

Ilpu egnoppeMerso npmioxkenne Ha ACE HHXHOHTOPH B HECTSPOUIHK
IIPOTHBOBE3NANATEN Y cpeficTBa (acetylsalicylic acid, indomethacin) mosxe nia ce HabiroAaBa
orcrabBaHe HA AHTHXHICPTCH3UBHEA e(eKT.

Axo ramipril ce rpanara ¢ JHTHI, MOXKe Ja C€ YCTAHOBH YBEIHYCHHEE Ha CEPyMHATa
JIATHEBA KOHIEHTPALHL.

CBBP3BAHETO HA TTA3MEHHUTE NPOTEHEH ¢ ramipril e okoio 73 %, a ¢ ramiprilat oxono 56 %.

4.6. BpeMenHoCT B KbpMEHE

IIpemw samodBake Ha Nevenue ¢ ramipril TpsGBa ga ce Jokaxe MUIIca Ha HpeMeHHOCT B 3
HE ce NONYCKa TaKaBa II0 BpeMe Ha caMoTo JedeHHe. Excrosuius Ha wmaiikara pa ACE
AHXAOHTOPY B CPeiaTa WAK B KECHI MTepHON Ha GpeMeHHOCTTa MOXKe Ka IOBELE 10
ONHUTOXHAPAMHMOH H XHITOTOXHS Ha HOBOPOAEHOTO C aRypHs Wik 650petHa HeoCTaThIHOCT.

ITpu excTiepEMEHTH C JKMBOTHY € JOKa3aHo, 4e ramipril Moxe Jia oee Ko HaMaleHa
yTepo-TianeHTapHa nepdy3ust. CHIIecTByBa K PUCK OT (eTaneH Wi IOCTHATATICH S(exT, ThA KaTo
ACE uExnOHTOpHTE BIMSST U BBPXY JOKAIHATA PCHHH-aHTHOTEH3HHOBA crcTeMa. [Ipn mepH-
IOCTHATANHHM NPOYIBaRHS € HaOJHoZaBaKa yBelMucHa RUiaranus Ha Ob0peusyTe NeTeHIeTa P
OBPBOTO IIOKONeHke. Ramipril e e moxasan GeTOTOKCHIHOCT B HPSAKIHMHIIHY IIPOY IBaHM. Ilpu
HSKOH BHJOBE & KoKasana PeTOTOKCHIHOCT Ha JexapcTsara o rpynara Ha ACE uHxuGuTopHTe.

Ramipril ue Tpg6Ba Ja ce OpreMa 10 BpeMe Ha KbPMEHS.

4.7. EdexTa BppXy crnocofxocTTa 32 modupane i paboTa ¢ MAMBHA

B HAKOH ciydaH, B pe3yNTaT OT HaMaNeHAETO Ha KPHBHOTO HALATaHe, JIe9e
MO3Ke Jia IIOBJIMse BBpXy CIOcOOHOCTTA 32 modupane 1 paGora ¢ Mamuen. Topa ¢f
TJIABHO B HAYANIOTO Ha TEpamusgTa, IIPH CMIHA HA JEKAPCTEEHN NPORYKT WIH IIp
ymotpeba na ankoxoin. Clen HspBaTa J103a HilH HOCIEABAMO YBEAMICHHC Ha 03
IPenOpBUUTENHO AA He ce modupa WiH paboTi ¢ MAIIMHHK 32 HAKOIKO Jaca.



4.8. Hexenanu JeKapcTBeHH PCAKIAN

B noBeveTo Cliyyau HeXeNaHHTe IEKapCTReHH Peakiiy ca HEKH ¥ PEXOAHH X He A3HCKBaT
THpexbcBaHe Ha TepamuaTa. Hali-4ecTo cpelfannTe HeXKeNlaHy peakiiuy ca rafeHe, 3aMaliBane u
riapofome.

Covpdeurocv006u; CAMIITOMATHYHA XHIOTOHHA], CBIIPOBOACHA CBC 3aMaliBane, cirabocT ¥
rafgeHe Mo)Ke Jia Ce II0SBH cliel IIbPBATa Ji03a HIH Cliel yBeNnnJyapane Jo3ara Ha ramipril.
CHUMITOMATHYIHATA XHIIOTOHHA € HabJrogaBana psako, HO MOXe Ha CE TOABY IIPH MANHEHTH ChC
CHNHO HaMaJieHHe Ha CONIEBOTO B 00eMHO CBABDKaHHE, KaTO NEXYBaHNTE C JHYPETHIM,
HAIMEeHTHTE Ha AHATHM3A ¥ HAlHEHTHTE C TEXKA 3aCTOHHA ChpASYIHa HEOCTATEUHOCT. PAAKO MOXe
ja ce Habmrorasa CHHKOIL.

3aeHH0 ¢ TeXKA XHIOTOH¥S IPH BACOKOPHCKOBH NANMEHTH, TPhAHA 00JIKa, HaliHTAEH,
PHTBHMHI HapyIieHHs, AHTHHA IEKTOPHC MOTAT Ja ¢e HaGmoasar H MHOKapAEeH HH(apKT Bl
nepedpoBacKynapeH HHIHACHT.

Bvbpeunu: Jleueruero ¢ ramipril Moxe Aa Bromu GE0peuHaTa QyHKIHIL.

Tacmpounmecmunannu: JleaeHneTo ¢ ramipril Moxe Ja JOBEAS N0 [IOABA Ha CHMIITOMHE OT
CTpaHa Ha FacTPOHHTECTUHANIHMA TPAKT KATO CyXO0Ta B YCTaTa, ApasHeHe WM Bh3NICHUE Ha
NUraBHIla HA YCTHATA KYXWHE, HapyHIeHys B XpaHOCMIIIRHETO, 3al€K, JHapHs, FaJieHe, IOBPEIIAHS,
TacTpHTO-TIoK00Ha cToMAaInHa HONKa, JHcKoM(OpT B ropHaTa JacT Ha KopeMa (HOHSKora C
yBEMYEHH HUBa Ha IAHKPeaTHYHHTE CH3MMH), IOBHINABAHE CTOHHOCTHTE HA YEPHOAPOOHHTE
EH3EMH H/¥IH CepyMEIS OunupyOuH, JKBITEHMIa IOpafl HAapYIIeHaTa eKCKPEIs] Ha XIIBICH
IHTMEHT (XOJECTATHYHA KELITEHHA), Apyr# GopME Ha HapynieHa 9epHOAPOOHA QYHKIHA,
XEHaTHT.

ITpu maryrerTy, gexysann ¢ ACE urxuburops, paako ca cr00IUaBaHK CAY4YaH Ha
[IAHKPEATHT, HOHAKOT2 ¢ (paTaleH H3XOJI.

Anepeuunu: Morar fia ce IIOABAT PEaKHHH Ha CBPHXIyBCTBHTENHOCT, CHIPOBOJISHH OT
cepbesx, 06puB, 3aTPyIHEHO IUINAHE M MOHAKOTA TPECKA, HO Te OOMKHOBEHO H3Ye3BaT CIIOBTAHHO
cllef IpeKsCBaHe Ha TepalysTa ¢ ramipril.

OcBeH TOBa MOTAT Jia ¢ce HaOJIOHaBaT | CHeHATE PeaKIHy OT cTpaHa Ha KOXaTa i
JIHUTaBHUMTE: 32UepBABAHE HA KOXKHHE YJacTHIH, CBIPOBOAEHO C yCEIIaHe 3a TOILIIHA,
KOHIOHKTHBHT, CEPOEK, YPTHKADHS, NPYTH 0GPHBH IO KoXKarta M JIHraBunure (MaKyIo-nanynapHa 1
JMXEeHOHNHA eK3aHTeMA H eHanTeMa, erythema multiforme), HoHsAKOra ¥3paseH Koconarn 1
HAMAJITBaHe WM 32CHIBaHe Ha (peroMena Ha Pejtno. Ilpu apyrute ACE nuxuburopu ca
HabIFoIaBaHH ICOPRA3UCHM B NEM(QUTOWIHY ¢K3aHTeMA H EHAHTEMa, KO)KHa CBPbXIyBCTBHIEIHOCT
KBM CBETIIHHA ¥ OHHUXONH3A,

Mo3xe [a ce IOSBAT BACKYIIHT, MyCKYJIHH H CTABHY OO0, TpecKa My eosurodmms. I1pn
apyra ACE uHxuOHTOPH ca HabllFoaBaHy IOBHINEHY TATPH Ha aHTAHYKIICApHH AHTHTENA.

Anzuonespomusen omox: B MHOTO pejki clydan Ho BpeMe Ha jiegenye ¢ ACE
HHXHCHTOPH, BKIIOYHTENHO ramipril, € HanonaBas aHTHOHEBPOTHEeH OTOK. [Ipy mosisata Ha
JapHBreaieH CTPHIOP MIIH aHTHOSHEM Ha JIMNETO, €3UKA HUIK ITOTHCA, JIISHHETO ¢ ramipril TpaGea
Jla ce MIPeycTAHOBH ¥ He3a0aBHO fa ce HazaHaul IOAXOSIa Tepallis.

Juxamennu nomuya: Moxe Ja ce MOSBH CyXa Apa3HeIma KahTHia. Tosa BEPOATHO CE
neIoKE Ha xenadata ACE upxubumis, KoATa BOMH 0 CTIefHATE HeXenany eQekTH: PHHUT,
CHHYHT, OPOHXHUT ¥ INIABHO IIPH NANHEHTH C Jpa3HeIla Kaninna - OpoRXOCHa3bM.

Hpyeu Heoicenany rexapemeeny pearyui; HapymieHnsd B paBHOBECHETO, T.
HepBHOCT, Ge3IOKOHCTBO, TPEMOp, HapYIieHHs Ha ChHS, 00BPKaHOCT, 3aryda H
JIeNPECHBHO HaCTPOCHHE, YyBCTBO HA TPEBOIKHOCT, TIApECTe3HHE, IPOMIHA, HaM |
3ary0a Ha BKyca, MyCKYJIHH CIIa3ME, €PEKTHIHA HMHOTEHTHOCT H HAMAJICHO CEX
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Jlabopamopru naxooxu: Moxe na ce HabmoNiaBa NOBUIICHNE Ha YPEeHHHA 30T B KPBBTA H
CepYMHHS KPEaTHHHH, IMIABHO NIPH HallieHTH ¢ 650pedHa HeTOCTaTHYHOCT MM IPEIIIECTBAIIO
AeseHHe ¢ AuypeThiy. ChllecTsyBala Bede IPOTEHHYPHS MOJKE JIa CE YTEXKHM.

Moxe aa ce NIOBIKA HABOTO Ha CEPYMHMS HaTpmil. Moxe fa ce HabmojaBa H yBEIHUCHHE
CTOMHOCTHTE Ha CEpyMBEMs Kanmit, Thi KaTo ramipril Bojm 5o HaMaleHUe Ha alnf0CTEpOHOBATA
cexpenus. B Takasa ciiyyau Tpg0sa Ia ce H30sArea ApHeMa Ha Kanuii-3abpiKaiiy JHYPeTHHY
(spironolactone, amiloride, triamterene) Wi KaIHeBH JOOABKH.

4.9. IIpenmosupane

B cnygan Ha pefozupane ce 09aKBa HPOABDKHTENHA XMIIOTOREA. MoXKe Ja ce HATOXH
HETPABEHO3HO BIIMBaHe Ha (PH3HONOTHYEH pa3sTBOp /MM aHriotensud I

3. DapMaKoJOTrHIHH NAHHH
5.1. @apmaxoguHAMIYHH CBOHCTBa
®apmaxoTtepanesTrana rpyna: ATC-code: CO9A A0S.

Ramipril ce pe3opfupa B raCTpOHHTECTHHANHIA TPaKT, XUAPOIH3APA CE B YepHHS Apad ¢
obpasypare Ha aKTHBHHS HAXHOUTOP HA aHTHOTEH3¥H KOHBEPTHPAOTIS CH3HM — ramiprilat.
Ramiprilat e momen # neirozeiicrBam ACE urxuburop. IIpHnoxkeHHeTo Ha ramipril BOAR 1o
[OBHIIABANEe AKTUBHOCTTA Ha IUIA3MEHHI PeHUH M HamaldBaHe Ha NIa3MeHHUTE KOHHEeHTpanud Ha
arrnoTensun I1 1 anroctepon. IonoxuTenHuTe XeMonnHamuarn edexra Ha ACE uHxubpnnusra ca
HOCHERANA OT PeAYKI{HATA Ha auruoTensuH [, Koero BOM B0 [UNaTalys Ha NepudepHuTe Ch0Be
H [IOHKDKABAHE HA CBAOBOTO ChIpOTHBIeHHES. CHIIECTBYBAT JOKA3aTENCTEA, MPeANONarany, 3¢ Io-
CKOpO THKABHUAT aHrHOTeH3MAKOHBepTHpaIl ex3aM (ACE),0c00€H0 B CH0BETE, OTKOIKOTO
NEPKYAHpPAIH, € OCHOBEH (GaKTop, ONpee il XeMONHHAMEIHATE eQEKTH.

AHTHOTEH3HHKOHBEPTHPAINFAT €H3HM € HACHTHYCH ¢ KuHasa II, efun or eH3nMeTe
OTFOBOPHY 32 pasrpaxaaneTo Ha Opamukueme. Mma naunu, 3¢ ACE uaxubuipsTa, Ipeu3BUKaHa
oT ramiprilat uMa Hsxou edeKTH BEPXY KalHKPEHH-KUHHH-TIPOCTArAaHTHHOBITE CHCTEMH.
Ipenmonara ce, e eekTHTe BEPXY TE3H CHCTEMM HONPHHACST 32 XHIOTCH3UBHATA H MeTaG0HTHA
AKTHBHOCT Ha ramipril.

Ipunoxennero Ha ramipril HpY NalKesTyH ¢ XMOEPTOHHA BOJM AC HAMANCHHE HA KPBEBHOTO
HansIraHe, KAKTO B JIETHATO, TaKa ¥ B IIPaBo NONOMKeHue. AHTHXKHIISPTHH3UBHEAT €QEKT € HaNuIe
IIEH N0 JiBa 9aca cJiell IpHeMa Ha JIeKapcTBOTO. BEPXOBHAT aHTHXHIICPTEH3UBEH e(eKT oo
wabimozasa 3 — 6 Jaca clIel ApHeM Ha MEAMKAMEHTa ¥ ce 3aXBpiKa Hait-manko 24 gaca crer
[IpUNOJKeHRE HA 0OHYaiiHuTe TepaNeBTHIHY JO3H.

5.2. @apMaxOKNHETHIHHU CBONMCTBA

Crer NepopANHO IprIioKeHse ramipril ce pesopOupa 6Bp30 B raCTPOMHTECTHHANIHES TPAKT,
TIMKOBATA Iia3MeHa KOHIEHTpalms Ha ramipril ce moctara mo 1 gac. ITuxoBara nasMeHa
KOHHESHTPAIHA HA aKTUBHISA MeTaboINT, ramiprilat, ce gocTura o 2 - 4 gaca.

TlnasMeHaTa KOHIEHTPAIHS Ha ramiprilat mamansea 10 Homidaser HaurH. EQeKTHBHOTO
BpeMe Ha HOIyelIIMUHypate Ha ramiprilat ¢4 MHOTOKPATHO TIPHJIOIKEHEE Ha ramipril BEXHEX
nHesHO € 13—17 yaca 3a 5-10 mg ramipril 1 3HaYATENHO MO-FTBITO 32 MO-HACKH A03H, 1,25-2,5 mg
ramipril. Tasu pasnuka ce 0TAABa Ha AbiraTa TepMHEHATHA dasa oT KpHBaTa KOHLISHTpaIH1/BpeMe
Ha ramiprilat, na6rofapana Mpy MHOTO HECKH KOHITeHTpauky. Tasu TepMunaita (asa e

Ramipril ce MeTabomm3npa IOYTH HATBIEO H MeTaCONATHTE ce MeTalo
6n0penuTe. OcBen GROaKTHBEAL MeTabonuT ramiprilat, ca ycTatoBeHH ¥ IPYTH



METa0O0NUTH, MEXTY KOUTO AUKETONHIIEDA3HHOB €CTEP, AUKCTOMHIEPA3HEOBA KUCEIMHA ¥
KOHIOTATH.
53. IpeaxkauHnIHH JAHHN 33 0€30NaCHOCT

TIpoyuBaHus Ha PENpoyKTHBHA TOKCHIHOCT, IIPOBEACHH IIPH IUTBXORE, 3aiil i MalMyH#
He ca [TOKa3aly TepaToreHHn edexti. @epTHIIHOCTTA He € HapyIIeHa HUTO IIPH XEHCKHTE, HUTO
IIpH MBXKATE WIbxoBe. [IpunoxenreTo Ha ramipril Hpw *XeHCKH ILTBX0BE Hpe3 QeTaraus IePHO
¥ [0 BpEMe Ha JI2KTall|s € JOBENOo A0 Heobparuma 6u6pedna yBpeaa (pasimapenue Ha 650pedHOTO
JIeTeHYe) B IOKOIIEHHUETO, Iipd JHeBHH Hoz3u 50 mg/kg TemecHO Terio ¥ No-BHCOKH.

6. MapManeBTHIHM JaHHK
6.1. CHouchbk Ha HIOMOIIHHTE BeIHeCTBa H TEXHHTE KOJINMeCcTBA

Coonpocaniie Ha Kancyramd

Pregelatinised starch — 119,50 mg/capsule

Capsule shell

Gelatin - 15,70 mg

Patent blue (E131) —0,0061 mg
Titanium dioxide (E171) — 0,2880 mg
Purified water - @.s.

Printing ink

Shellac

Propylene glycol

Potassium hydroxide

Black iron oxide (E172)

6.2. DOWINKO-XHMHYHE HeCHBMECTHMOCTH
Hama.

6.3. Cpoxk Ba roguocr

2 TONHHH.

6.4. CrhenmalHy YCJIOBHA 38 CbXPAHEHHE

I[a Ce ChXpaHiBRa B OpPUrHHAITHATa OIIaKOBKA.
Z[a CE I1a3H BLB BbHINHATA KapTOHCHA o0OBHBKA.

6.5. [1anup| 3a onaxoBKaTa




ANYMHUHHEBH CTPHIIOBS, CHCTOSNIM Ce 0T ATyMHHHEBO (oo, TaMrHERpano ¢ LDPE. Tezn
CTPHIIOBE ¢a BIIOJKEHH B KAPTOHEeHA onakoBka mo 21, 28, 30, 56 u 60 xancym:. He BcHuku BUAOBE

OTIaKOBKH MOXKE Oa ce IIpOoHaBar.

6.6. IIpemopnkm npu ynorpebda
Hsva.

7.  Uime u ajpec Ha MpHTe;KATENR HA Pa3pelicHAETO 3a yIIOTpeba

Glaxo Group Litd.
Greenford road, Greenford,
Middlesex UB6 ONN, UK

8. PerncrpanuoneH HoMep B perucTbpa no 1. 28 3JIAXM
9. Mara na nspBo paspemasade 32 yHoTpeda Ha AeKapCTBEHHA NPOAYKT
10. [Jata ma (yacTHYHA) aKTyAIH3AIHS HA TECKTA

Cenrremapu 2002




