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KPATKA XAPAKTEPUCTHKA HA IPOAYKTA

1. THBPI'OBCKO MME HA JEKAPCTBEHHA HPOAVKT
PRESTARIUM® 10 mg dmnvupany TaGnerxs

2. KOIMYECTBEH 1 KAYECTBEH CBCTAB
Beaxa dunmmMupana TabneTka chABpIKa:
Perindopril 6.790 mg, crorBercTpamio Ha Perindopril arginine 10 mg.

3a roMOIIHH BeIlecTRA BIOK rraparpad 6.1.

3. JEKAPCTBEHA ®#OPMA

OunMupady TabIeTKH.

Seneqy, KpBIIW, ABOHHO W3NBKHANM GuAMupany TabneTkH, rpaBUupaHy ¢ O ot ennara
CTpaHa U ¢ *5° OT Jpyrara.

4. KJIMHAYHU NAHHHA
4.1 . TepaneBTHYHH HOKAZAHHS

- XurneproHus

4.2 . No3HpOBKA H HAYHH Ha NPUIIoKEeHHE

IlpenopruBa ce Prestarium® 10 mg GUIMHUpaHu TabNeTKH Jia ce pHeMa BeIHEXK JHEBHO
CYTpPHH Ha ITTafgHo.

Hozara TpsabBa na ce MEAMBUAYAI3Hpa cnope;l; CHCTOAHHKETO Ha nanuenTa (goc. m. 4.4) 1
TIOBTHMABAHETO Ha KPBBHOTO HAJLTaHe.

Prestarium® 10 mg MOXe Ja ce IpHiara caMOCTOSTEHO WA B KOMORHAIMA ¢ JpYTH
TPYIH aHTHXUTIEPTEH3UBHA MeIMKaMeHTH.

Hpenc;p'faqmenHaTa HA9aNHA 1033 e 5 mg it ¢e IIpHeMa BCAHEX JHEBHO CYTPHUH.

HpH MamueHTH ¢ BHCOKA aKTHBHOCT Ha CHCTEMaTa peHHH-aHTHOTCH3IHH-aIIOCTEPOH (I'IO-
KOHKPETHO, PEHORA3AHA XHIEPTOHHA, HAPYIMIEHHUA Ha BOILHO-COJICBHA Oamanc wWwAn
AcxXyaparanida, CbpiAcdHa JACKOMIICHCAIHUS HIK TEXKKa xnnep'ronnﬁ) MOXKEe Ja ce
Habnroxasa NPeKOMEPHO CHagaHe Ha KPBBHOTO HAalAraHE CIEH 'HpPIBMEL Ha
IIEpBOHaYaNHAaTa J034. HPI'I TaxKHBa INAHUEHTH CE IIpCIOpPERYBa Havdallna Jo3a oT 2.5 mg,
KaTOo HaYallHUTE €Talld Ha JICYCHHETO Tpf[6BEl Ja ¢e U3BBpIIBAT MOHA MEAHIUWHCKH KOHTPOJL.

Cries efHOMECEYHO JIeYeHHe J03aTa MOKeE A2 ce yBeIIrH /10 10 mg BeJHEBK JHEBHO.
Criel HagaIoTO Ha TepamsTa ¢ Prestarium® 10 mg MOXe Ja ce MOABH CHMITOMATHYHA
XUIIOTOHHS; TOBa € II0-BepOATHO IIPH HAl[HEHTH, KOUTO IPHeMaT YCIIOPEAHO AUYPETHLIH.
Io Tasm mpHyYWHA ce NpPENOpBHYBa NPH TAX JCUCHWETO Jla C6 H3BBPIIBA C IOBHMILEHO
BHUMaHH{e, Thil Karo TakWBa NAIMEeHTH MOTaT ja MMaT HapylleHHa H /,e;z;ﬁé‘@t;ﬂesnﬂ
Hananc u/unK JeXuApaTaims, e B9 S
AX0 € BB3MOXKHO, nﬁyge’m}m’r TpabBa Jma ce cope 2 m0 3 AHH i(pejm’ @axal ”ga\x,
repanusta ¢ Prestarium™ 10 mg (goic. m. 4.4). i oy



Ilpu xMIepTOHMIN, IpU KOMTO € HeBB3MO)KHO CIMpaHe Ha IHypeTMKd, TeparmmaTa C
Prestarium® Tps#0Ba ga 3anousHe ¢ 103a oT 2.5 mg. Tp:abea ja ce koHTponupa 6B0peyHaTa
DYHKIEL M cepyMHuTE CTOMHOCTH Ha Kamus. .Chex ToBa J03aTa Ha Prestarium® Tpa0ea 1a
ce KOpHMrHpa CHOpel] NOBJHSBAHETO Ha KPBBHOTO HaIAraHe. AKo € HeoOxomumo,
IIpyeMaHeTo Ha AUYpPEeTHK MOKeE Jia Ce TOJHOBH.

Ipy nauyeHTH B HampeJHANA BB3PAcT JiedeHUeTo TpAOBa Aa 3alovHe ¢ A03a oT 2.5 mg,
KOATO MO>Ke fa OB/ie MOCTeNeHHO YRellMUeHa J0 5 mg clell eXHH Meceli ¥ CJIeJ, TOBA, aKO
& Heobxoxumo, no 10 mg B 3aBucHMOCT OT ObOpeunara Qyrknua (eoxc. mabruyama no-

dony).

KOPEKITHA HA JO3ATA ITPH VBPEJ/[EHA FhFPEYHA OVHKITHA
Ilpn marweHTd ¢ HapyueHa OnOpedHa (yHKupa xosara TpsbBa Aa ce cwoOpasu ¢
TocoueHuTe B Ta0mHIa | mo-Z0Jy CTOMHOCTH Ha KpeaTHHHHOBMS KIMPBHHC!

Tabnpna 1: KOpeKIHa Ha Ko3ata Npy yEpeJeHa 0p0pedHa GyHKIHA
NpenoppYMTENHA 4032

Kpearununop kaupsHe (ml/min)

5 mg nHeBHO

Cler= 60
30 < Clcr < 60 2.5 mg JHERHO
15 <Cler < 30 2.5 mg npe3 AeH

TManuenty Ha XeMoauanu3a*
Clecr <15 2.5 mg B feHs 3a QHANH3a

* Muai3HuaT XiMppae Ha nepunyonpunar € 70 ml/min. [TampenTn Ha Xemonuanuza
TpaOBa Jja IpHeMarT A03aTa clief JUanu3ara.

KOPEKIIHA HA JO3ATA IIPH YEPHOIPORHH YBPEXAHHA
[Ipy maumeHTs ¢ 4epHOAPOOHH YBpEXAaHHI He Ce Hamara KOpeKIud Ha Ao3aTa (6oic. m.
44um. 5.2)

VIIOTPEBA ITPH JIEITA
He ca npaseHu u3cliefBaHMA Ha e(HKacHOCTTA U 6E30IIaCHOCTTZ Ha M3MON3BAHETO npn

nera. [To tasm TIpHYHHa HE CE NPEnCphIBa H3TION3BaHE IIPY L.

4.3 . IlporuBonoxkasaHns
CepbxuyBcTBHTENHOCT KbM perindopril unM XBM HiIKOe OT IIOMOIIHHUTE
BelecTBa Wi KeM Apyr ACE-uaxuburop;
AHaMHECTHYHH J@HHW 33 aHTHOENEM, CBEP3aH C npe,umecmama Teparus ¢
ACE-unxuburop;
Hacrnencrsen HIH HOMONATHYEH AHTHOEAEM; T w, T2, % \
/ R R
BTopH ¥ TpeTH TpUMeCThp Ha OpeMeHHOCTTA (6o1c. 4.6.). A ""“‘\ 5%
'x')




4.4 . Cenua)IHH NPeRyNpeKIeHis H CeHaHM NPeANasHa MepKH 3a ynorpeda
XHITOTOHHA

ACE-nHXHOHTOpDHTE MOTaT [Ha NpPEAM3BUKAT Clafiade Ha KPBBHOTO HAJLTaHe.
CUMITOMATAYHA XWIOTOHWS C¢ HaONIOZaBa PAAKO NpPH NanHeHTH ¢ XHIepToHma Ge3
VYCAOXKHEHMA M € YIO-BEPOATHO Jia ce IOABH IpH JeXHApaTHPaHH YAlUeHTH, Hamp. Jpes
JUypeTUny, OrpaHuyeH IpHeM Ha Tpalle3Ha COll, JHanM3a, Quapus WIM NOBpPEBINaHe, Wk
KOHTO CTpajaT OT TeXKa pPEHHHOaBUCHMA XuriepToHHA (gxc. m. 4.5. u m. 4.8.). Ilpu
NIAHEHTH CBC CHMHTOMATHYHA CHDACYHA HEJOCTATHYHOCT ¢ Wiy 0e3 IpHApYyKapalla
OB0peuna HemocTaTh¥HOCT € Ouna HabmofaBaHa CHMMNTOMATHYHA XHNOToMMsA. Tosa e
Hali-BepOATHO Jia ce HadniofjaBa NpH HalMeHTH C MO-M3pa3eHH CTEIeHH HAa ChpJeYHATa
HEJOCTATHYHOCT, KOeTo pedieKTHpa B H3MO0N3BAHETO Ha BMCOKH J03H OpHMKOBH
JUYPEeTHLH, XWIIOHATPHEMHs WIN HapymeHa OvOpeuna GyHxkuus. Ilpu namuentw,
H3JIOKEHM HA MOBMIIEH PHUCK OT CHMITOMATHYHA XHIIOTOHHA, TpsabBa Ja ce H3BHpIIBA
CTPOT KOHTPOIN 10 BpeMe Ha HadajoToO Ha TepalliiTa H KOPHIHPageTo Ha Jo3ute (8aic. .
4.2 u m. 4.8). Couute choOpaxenus Bakar 3a IalMEeHTH C HeXeMuuHa OonecT Ha
CHPLIETO MM MO3BUHO-CBHAOBA DOJNIECT, IPH KOHTO NMPEKOMEPHOTO CHajlade Ha KPhBHOTO
Baygrage GM MOIVIO ja WMa 3a pesynraT MH(apKT Ha MHOKapAa WM MO3HYHO-CHIOB
PHLUAEHT.

AKO Ce II0SBH XHIIOTOHNA, NAIMEHTHT TPAOBa Aa ¢ NMOCT4BH B HErHANO IOJIOKEHHE IO
rps0 M, aKo e HeobxoNuMo, TpAbRa Ja ce TPUITOKU HHTPABEHO3HO MHQY3HA OT HATPUEB
xiopun 9 mg/ml (0.9%) pasztRop. EfHa mpexojHa XWIOTEH3MBHA peaklud HE €
[POTHBOMNOKA3AHHE 3a I10-HATATHINHO NPHEMaHE HA CHOTBETHHTE HO3M, YHHTO NpUeM
OOUKHOBEHO MOXKeE 12 HPOABIDKM Oe3 npodieMy clek oBUINaBaHe Ha KpBBHOTO HajlAraHe
BCIIEJICTBME Ha YBeNHYeHHI 00eM. .

Ilpu HAKOM HMAUHEeHTH CBC 3aCTOiHA CHpleYHa HeJOCTATHYHOCT, KOMTO HMaT HOPMAaIHO
HIIH HHCKO KPBBHO HAJATaHe, BCICACTBEE HA ynoTpebaTa Ha Prestarium® 10 mg Moxe za
ce OSBH JOIBIHHTENIHO IIOHIDKABaHe Ha CHCTEMHOTO KPBBHO Hangraue. ToBa € o4aKkBaH
edexT ¥ OOMKHOBEHO He IpefCcTaBiIfiRa OCHOBAHHE 3a NpeKpaTABaHe Ha JIEYeHHeTo. AKO
XUNIOTORHATA NPEPacTHE B CHMNTOMATHYHA TaKasa, MOXKE Ja Ce HAllOXH HAMAILIBAHE Ha
J03aTa Wi NpeKparaBaHe Ha NpHeMa Ha Prestarium® 10 mg.

CTEHO34 HA AOPTHATA H MHTPAJIHATA KITAITA/XHIIEPTPODHIHA
KAPITHOMHOIATHA

Kaxro u ocrasanure ACE-umxu6nTopy, Prestarium® 10 mg Tpadsa 1a ce pasmauasa ¢
IOBHINEHO BHYIMaHME Ha MAlMeHTH CBbC CTEHO3a HA MUTpaliHara kijana M oOCIpyKIHud Ha
H3XOJAIMMA IIOTOK OT JIABATA KaMepa, Karo aopTHa CTeH03a MM XHnepTpodHyHa
KapAHOMHOIIATH,

BEBEPEYHH YBPEXITAHHA

B cnysan c¢ Onbpeunwr yepexnaHpa (KpeaTHHHHOB KmuppHC < 60 ml/min),
nepBOHavanHaTa no3a Ha perindopril TpsOBa Ja ce HaMalH CBIVIACHO KpEeaTHHHHOBMA
KAHMpBHC Ha nmanpeHTa (Bx. T. 4.2.), a clie[| TOBa J03aTa ce Onpejend KaTo QyHKIusI Ha
MOBNIMABAHETO HA HalWenTa OT JiedeHuero. [Ipy Te3w manpeHTH HacT oT oOuMyaiinara
MEeIUIHHCKA [TPAKTHKA € PYTHHHOTO NPOCHEAABAHE Ha KAy H erammma (B}K T. 4.8 )
Ilpy nanuwedT# c©BC CHUMITOMAaTHYHA ChpAEYHa HC}lOCTaTL‘:'[HOCT

XMITIOTOHMHS CclieX 3amouBane Ha Tepamusi ¢ ACE-uHxuburops Mo '°'itrj)fee ea\ito




JOIBIHUTEIHO yBpexane Ha 6p0peynara (pyHKuua. B rasyu curyaliua uMa choOINESHNA 32
BBE3HUKBaKe Ha 0CTpa OBOpeYHa HeJOCTAaTHIHOCT, OOMKHOBEHO 00paTHMA.

[Ip# HAKOM DalpeHTH ¢ [BYCTpaHHA CTEHO3a HA apTepdd pEHANC MIHM CTEHO32 Ha
aprepuara KpM emuH ObpOpek, xouto ca Oumn nekysanu c¢ ACE-unxuburops, ca
HaOmrofapaHM MOBMINIEHM CTOMHOCTH HAa KpBBHATA ypes H CEpPYMHHMS KpeaTHHUH,
00HKHOBeHO OOpaTHMH CIIe NpeKpaTsBaHe Ha Tepanuira. ToBa e ocobeHo BepoATHO TIPH
mauHenTH ¢ Os0pevyHa HexocTarsusocT. [Ipy HanMyWe B JONBIHEHME Ha peHOBA3alHa
XHIIEPTOHHS CHINECTBYBa IMOBHIUEH pHCK OT TeXKa XuUNOTOHHI H OnOpeyHa
HEAOCTATHUHOCT. IIpM Te3W IauyieHTH JieyeHueTo TpsGBa Ja 3amogHe IIpH CTPOT
MeJMIUHCKY KOHTPOJI C HHMCKH JO3M H TAXHOTO BHHUMATENHO THTpupaHe. Thil Karo
JeYeHHeTo ¢ JUYPeTHUHM MOXe Ja IpelcTaeisea JOUPHHACAI (akTop 3a
TOPETIOCOYEHOTO, NPIUIAraneTo Ha AUyPeTHIHTe Tpa0Ba Ja ce NpeKpaTH ¥ B TeUeHHe Ha
IIBpBATA CeQMHMIA Ha TepalusTa ¢ Prestarium® 10 mg tpaGpa Aa ce mpocneau 656peunara
(bYHKIMA.

Tlpy HAKOM MANFEHTH ¢ XWIEpTOHHA Oe3 HposBM Ha ChHINecTBYBALO OBOpeuno chHOBO
3a0onaBane ce HaONMIOASBA YIOBUIIEHHE Ha CTOHHOCTWTE Ha KpBBHATA ypes M CEpYMHHS
eraTHHHH, K0eTo OOHKHOBEHO € HE3HAYHTENHO M OBp30 IpexogHo, ocobeHO KOraro
Prestarium® 10 mg ce mpunara eAHOBPEMEHHO ¢ AUypeTwk. ToBa € MO-BEpOATHO Ja Ce
IIOSBY IIpy NalHeHTH ¢ OpeABapHUTeNHo ChIeCTByBamio 660pedno yepexaane. Moxke na
ce HAIOXKH HaMansfiBaHe Ha N03ata WA NpeKpaTdBaHe Ha AUypeTHKa W/HIN Prestarium®
10 mg.

TTAITHEHTH HA XEMOITHAJIH3A

Ilpy manuedTH, qUanu3Hpanyd ¢ MeMGpany ¢ BHcoKa ckopoceT Ha mnotoka (high flux) u
enHoBpemenHo JNekyBaHH ¢ ACE-mExuburop, ce cpoOmWaBa 3a BB3HMKBAHE Ha
anadunakrouasm peaknuy. [Ipy TakvBa IalMeHTH TPsAOBa Ja ¢ pasIiiena M3IOJ3BAHETO
Ha pasliHueH BUJ AUANH3HA MeMOpana HAN aHTHXUIIEPTEH3MBEH areHT OT pa3IH4eH KIaC.

BBEPEYHA TPAHCHIAHTAIIHA
Hsma HaTpynad ONMT OTHOCHO NpHUIAraHeTo Ha Prestarium® 10 mg npu maruenTtH c
H3BBpIIcHa OB0peTHa TpaHCIHAHTAIHA.

CBPBXYYBCTBHTE/IHOCT/AHTHOEJEM

WUma cpobmeHHs 3a peAKM CIydad Ha aHrMOeNeM Ha JIMLETO, KpalHMNWTe, YCTHHTE,
MUraBUNUTe, €3MKa, ITOTHCA H/MIH HapHHKca npd naiueHtH, Jjexysanu ¢ ACE-
HHXUOUTOPY, BKINOUHTENHO Prestarium® 10 mg (eoic. m. 4.8.). Tosa Moxe na ce cay4d
BHB BCEKH €IHH MOMEHT IO BpeMe Ha Tepamuara. B Takuea ciydau Prestarium® 10 mg ce
IpeKpaTIBa He3aDaBHO U ce NpemfpueMa NOAXONAMO IpocHessaHe, KOSTO NPOoIbiKaBa
J1o IBJIHOTO OT3BY4apaHe Ha CHMITOMHTE. B clydauTe, KOraTe OTOKBLT €€ OIPAHUYM Ha
JIALETO M YCTHHTE, CHCTOAHHETO MO NPHHIMI ce OBNajigBa Oe3 JISYeHHe, MaKap 4e 3a
o0Nexyapaye Ha CHMIITOMUTE € TIQJIE3HO MPHANATaHeTO Ha aHTHXUCTAMIHOBH IIpeTIapaTH.
AHruoeseM, CBBpP32H C OTOK Ha JiaprHKca MoxKe Ja MMa (araneH u3xoj. B cnydaure, npu
KOMTO ¥Ma aura)kipade Ha e3dKa, [JIOTHCA WIIH JIApMHKCA, KOSTO € BEPOATHO Ja IPUIHEH
00CTPYKIMA Ha BH3AYIHHATE NETHHIA, He3a0aBHO TpAOBa Aa ce 3an04He CHEIIHO JIEUYCHHE.

To MoXxe Ja BKIIKOYBa IIpHiarane Ha agpCHallHH B/iin IIOOABPKAHE Ha np;g;o‘if_ﬂvroc?ﬂa
o (““‘ T
e




BBE3IyIIHHTE OHTHIIA. [TalMeHTET ce ouara Ha CTpor MEAMIHMHCKH KOHTPOJ JO IBIHOTO
H TpaifHO OT3BY4YaBaHe Ha CUMIITOMHTE.

IMangienTst ¢ aHaMHe3a HAa aHTHOENEM, HecBbp3aH ¢ Tepamuara ¢ ACE-HHXuOHTOp MoXe
Ia ca W3JIOXKEHM Ha IOBHIIEH PHCK OT aHTHOoeNeM B mpoueca Ha mpHemane Ha ACE-
unxuOuTopa {(6c. m. 4.3.).

AHADHIAKTOHITHH  PEAKIJHH IO  BPEME H4  ADEPE34  HA
JIHTIQIIPOTEHHHTE C HHUCKA INTETHOCT (LDL)

B penxu cnydau, npu nagueHTH, npaemaiu ACE-uaxubnTopH mo BpeMe Ha adepesa Ha
NHRONPOTeNHATE ¢ HucKa ImBTHocT (LDL) ¢ mexcrpaHoB cymdar ca Habmomasany
XKHBOTO- 3aCTpallaBailld aHA(HIAKTOMAHE peakiui. Tesw peakiuu ce H30ArBaT upes
BpEMEHHO IpeKpaTaBaHe Ha Tepanmuara ¢ ACE-uuxubnrop npenu Beaka adepesa.

AHADHTAKTHIAEY PEAKITHH 11O BPEME HA JJECEHCHBHITH3AITHA

Tipm macwentd, nonydasamy ACE-uHxuburopm 1o BpeMe Ha JleyeHde 3a
neceHcHORIM3anys (Hanp. OTpoRa Ha XMMEHONTepa), ca Habmionapasy aHa(UIAKTORAHH
peaxryy. Ilpm chIipTe NapWeHTH, NTOCOYGHMWTE peakUHu ca Owin usbermarw upes
BpeMeHHO IpekparssaHe na npuema Ha ACE-umxuburopure, HO Te €a ¢ HOSBIBAIH
OTHOBO IPH HEBHUMAaHHE IIpH IOBTOPHOTO HATOBapBaHe.

YEPHOLPOFHA HEJOCTATHEYHOCT

B penxu ciysan ACE-uEXuOMTOpHTe ca OMIH CBBP3BaHA CHC CHHAPOM, KOHTO 3a004Ba C
XOJieCTAaTHYHA JKBATEHMUA M Nporpecupa N0 (yJIMHHaHTHA depHOApoOHA HeKpo3a H
(onsixora) cMBPT. MexaHW3MBT Ha TO3W CHHApOM € HesceH. [Ipm nauumentH,
nonyuasamy ACE-uaxubutopy, NpH XOHMTO ce pPa3sBHBA JKBJITCHMHA HIIH H3PaseHO
TIOBHIIABAHE HA CTOHHOCTHTE Ha yepHOApoOHuTe eH3mMu, ACE-maxuburopa TpsOBa ja ce
IpeKpaTH M TAXHOTO CHCTOSHUE TpsOBa Ja ce Ipocielu o HaujiexeH HadkH OT JeKap
(6orc. m. 4.8).

HEYTPOHEHHA/ATPARYIOITHTO34/TPOMBOILIHTOITEHHA/AHEMHA

Hpu HallHeHTH, IpreMaly ACE-unxuduTopH, ca HabMroAaBany
HEYTPOIICHHS/arpasyoLoTo3a, TpoMbouuToneH A 1 aneMus. [Ipy namuesTs ¢ HopMalHa
OLOpeuna GyHKI Oe3 APyry ycinokHABAM (aKTOPH HEYTPOICHHS ce NOABABA PANKO.
Perindopril Tpsa0Ba fa ce H3M03Ba ¢ M3KITIOYMTENIHO BHUMAHNIE OT NALIMeHTH ¢ KONareHHH
CHJIOBH 3a00NABAHNsS, HA HMMYHOCYINPECHBHA Tepanus, Je4YeHHe ¢ aJIONyPUHON MM
TIPOKAWHAMUZ, WM KOMOHHAIMA OT Te3H YCHOXHABAmMK (axTopH, ocobeHO B chyyay,
KOraro CBhIIECTBYBA NpeIBapUTeNIHO YCTaHOBeHa yBpeJeHa 0s0peuna gyHxuus. Haxoun ot
Te3W NALHEHTH PA3BUBAT CEPHO3IHU MH(EKUNM, KOMTO B HAKOJKO ClIy4as HE Ca HOBIHAIN
OT UHTeH3UBHA aHTHONOTHYHA Tepanui. AKO Ha TAKHBa [TalMeHTH ce Ha3Ha4M perindopril,
ce mpenopbyBa PedoBHO TIPOCIeABaHe Ha JIEBKOTpaMaTa ¥ NANMEHTHTe TpA0Ba fa OpAaT
TIpeayIpeCeHH Ja ChOOIABAT 33 BCAKAKBY NIPU3HALM Ha MHQEKIAA,

PACOBA IIPHHALIE2KHOCT
OTHOCHTSIIHEAT JAII Ha ClIy4JaHTe Ha anrTHOeREM, IIPHYHHEH OT ACE"‘HHXH6I’1’IEP_P_IJ_.ENHO‘
BUCOK IIpH YEPHOKOXXH [TalHeHTH, OTKOJIKOTO IIpH HE YCPHOKOIKHA HaIII/IeHTP}m - :::.:_.
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ITogo6u0 Ha octananure ACE-uExuOurtopm, perindopril moxe xa OnAe IO-Manmko
e(heKTHBEH 32 HaMallfBaHe Ha KPHBHOTO HAATAHE IPH YepHOKOXKH, OTKOJIKOTO NpH He
YepHOKOKH, BEPOATHO IIOpaid II0-BHCOKaTa GONECTHOCT OT apTepualiHa XHIEPTOHHA H
CBCTOSHIE HA HACHK PEHHH cpell YepHOKOKATa TOMyJalid 0T XUIEePTOHHITA.

KAIITHTIA

Vma cpolluenns 3a NOABsBaHe HA KamUIMa IpH msnonssane Ha ACE-mmxubueropu.
OCHKHOBEHO KallUIMUATa € HeNpOXYKTMBHA, IIepCHCTMpamia H OT3By4aBa Clex
IpekpatsBafe Ha JiedeHreto. Kato yacT oT qudepeHUMaNBaTa QHArHO3a HA KaUIHIATA
Tpa0Ba Jia ce pasriexia Kauuminara, Meaympana Ha ACE-mxnouTopm.

XHPYPIHYHH HHTEPBEHIJHH/AHECTE3UA

Ilpy manpeHTH, TOJJIATaHM Ha TONEMH XHUPYpPTHYHH HHTepBeHuPIH WM [0 BpeMe Ha
aHecTe3usd ¢ areHTH, MPEAU3BHKBAII XUIIOTOHNS, Prestarium® 10 mg Moxe na Onoxupa
obpasyBaseTo Ha aHrmoreHsuH II, @oNyueH BCIEACTBHE HAa KOMIIEHCATOPHO
ocBoOOKIaBaHe Ha peHMH. JleueHuero Tpsabsa Ia ce INpeKpaTd e€JHH [OEH IpenH
onepauuaTa. AKO ce IOABM XHIIOTOHMI, 33 KOATO CE€ IpeNeHH, 4e ce JBIDKH Ha TO3M
MEXAHM3BM, TS MOJXKE Ja Ce KOpHIHpa 4pe3 yBelndaBaHe Ha obeMa.

XHUIIEPKATHEMIA

Ipu Haxkou maumenty, Jekysanu ¢ ACE-umxuburopu, Bmiountenso perindopril, ca
HaGMoAapaly MOBHINEHH CTOMHOCTH HAa CepyMHHs Kamuit, [lanuenTHTe, H3/I0MKEHH HA
PHCK OT pa3BUTHE Ha XUIIEPKATHEMU, BIIIOYBAT NAIMEHTH ¢ 660pedna HeloCTaThYHOCT,
HEKOHTPOJIMpaH 3axapeH Jamaber, HWIM Takusa, IpAeMamy Kamail ChXpaHsBan(A
JMMYPETHLN, KaTHeBH JOOABKY WM ChABPAKAIIN KAk 3aMECTHTENH Ha Tpane3Ha COoJl; HIH
TaKMBA NAlMEHTH, TpUeMallld APYyrd MejUKaMeHTH, CBBP3aHd ¢ IIOBHIIABaHE HA
cepyMHNTe HHBa Ha Kayws (Hanp. xenaprH). PeIoOBHO NpocnejsBaHe Ha CePYMHMA Kanui
Ce IPemopbYBa, aKO YCIIOPEIHOTO M3NON3BaHe Ha TOPENIOCOUCHUTE areHTH €& CMETHE 3a

MOIXOAAIO.

JHABETHI[H »

Tlpes mppeust Mecel oT nevyennero ¢ ACE-uExubuTOpH Ha JHabeTHIH, KOUTO NpHeMaT
aHTHIMA0ETHY NpenapaTi IepopaiHo WIH HHCYJIMH, TpA6Ba Ja ¢e M3BBPINBaA PEAOBEH
KOHTPOJ Ha TIIMKeMusTa (gorc. m. 4.5.).

JIATAN
Kombunupanero Ha IuTHHA ¢ perindopril 1o npuHLEN He ce mpenopruBa (BXK. T. 4.5.).

KATHUH ChXPAHABALIM JHYPETHITH, KAJTHEBH JJOFABKH HIIH
CHIBPIKAIIH KAJIH 3AMECTHTENY HA TPAITE3HA COJT

Tlo npuRnHA He ce mpenoprusa KoMOuHKEpane Ha perindopril u kanui ceXpangpaiiy
JUYPETHIH, KameBy K00aBKH MM ChIbPKally Kaluii 3aMeCTUTENH Ha Tparie3Ha Coll
(6ore. m. 4.5.)

Tlopaay HaRUYKETO HA NAKTO34a, NALMEHTH, HMAUIH PEAKH HACIeICTECHHU npoﬁl}cﬁr" TS
raaaKkTO3HA HENOHOCHMOCT, THOK030-raakTo3a Manadeopbuus wnu Lapp 1 el ("(aBen L TANESY
Jetpuuur, He Tp:OBa Ja IpHeMart ToBa JIeKapeTBO. a5 S




4.5 . JlekapcTBeHH H APYrH B3aUMOAEHCTBHS

HHYPETHIIH

[lpy manueHTH, IpHeMaiy JUyPETHRHE, 0COOSHO NAIeHTH ¢ AeXUApaTalis H/1IH BOJHO-
CONEBM HapyLIeHHsA, MOXe na ce HabmonaBa NPEeKOMEPHO HaMaliBaHe Ha KPBBHOTO
Hajdrane cuen, Havagoro Ha Ttepammara ¢ ACE-unxmOuropu. Bepoarmocrra 0T
XUIIOTEH3UBHE e(eKTH MOxe Ja ce pefylHupa dpe3 clupaHe Ha ANYpeTuka, yBelJapaHe
Ha 00eMa HIH NpHeMa Ha COJI NpeAd HAYAN0TO Ha TepanuaTa ¢ HUCKH M HapacTBaily AO3M
perindopril.

KAJIHE  CBXPAHABAINNM  JHYPETHI[M, KAJHEBH [JOBABKH  HIIH
CBITBPKALLH KAJTHH 34AMECTHTENH HA TPATTE3HA COJI

Makap ue cepyMHMA Kanmii OOWKHOBEHO OCTapa B HOpPMAlHE TIPaHHLM, IPH HAKOH
manpeHtd, JiekyBanm ¢ perindopril Moxxe na ce nosBE Xunepkammemua. Kanmui
CHXpAHABAIM JUYPETHIM (Halp. CNHPOHONAKTOH, TpHaMTepeH WIH aMUIOpUI),
KalHeBHTe N00aBK¥ WM ChIBpKAIIATE KaiuH 3aMECTHTENH Ha TpanesHa cOll Morar ga
JOBENAT JO 3HAYNMO YBejqmdapaHe Ha CTOHHOCTHTE Ha cepyMmHHA Kaimi. Ilo Tasm
npu4rHa KoMOMHMpawero Ha perindopril ¢ ropemocoueHure MeJHKaMEHTH He ce
npenopsuBa (goc. m. 4.4). Axo efHOBpeMeHHaTa ynioTpeba e IoKazaHa NOpajd H3gBEHA
XHUIIOKANMEMHUs, 7€ TpiaOBa Ja ce W3MON3BaT ¢ MOBHIIEHO BHUMaHWE M IOpPH 4YEcTo
NpocneABaHe Ha CTOHMHOCTUTE HAa CEPYMHMA KaKH.,

JIUTHH

Hma crobenss 3a oOparuMo MOBMILABAHE HA CEpPYMHHTE KOHUIEHTpallid Ha JUTHA M
TOKCHYHOCT TIPH eJHOBpeMeHHO npumemane Ha Jurmd u  ACE-mmxubaropw.
ExnoBpemennara yrorpeba ¢ THa3HIHA JUYPETHIM MOXKE Ja IOBUIIH PACKA OT JUTHERA
TOKCHYHOCT M Jia YBEJIHUM Beye IOBHMINECHHA PUCK OT JuTHeBa ToKcmyHocT rnpH ACE-
urxuburopure. He ce IpenopsuBa e{HOBpeMEHHOTO M3NoN3BaHe Ha perindopril 1 muTwii,
HO 2KO KOMOMHAIMATA Ce OKaXKe HeoOXO[MMa, CepyMHHUTe HMBA HA JIATHA TpAOBa Ja ce
OpoceAsBaT BHUMATEIHO (goic. m. 4.4).

HECTEPOHIOHH  IPOTHBOBBIANHIEIHH  CPEJCTRA (HCIIBC)
BKJTFOYHTEJIHO ACITHPHH > 3g/fHEBHO

IlpueManeTo Ha HECTEPOMAH# NPOTHBORL3IANMTEIHM CpefcTBA MOXE Jd HaMaiH
anTuxunepTeE3uBHEA edexr Ha ACE-maxuburopure. B momemrenne, HCIIBC u ACE-
WHXMOUTOPUTE UMAT afuTHBEH e(eKT 3a IOBMWIABAHE HA CEpYMHHs KalMH H MOraT Aa
JOBejar XO BIOLIaBaHe Ha ObnOpeuHara bynknms. OGuMKHOBeHO Te3H e(eKkTH ca
obparuMu. Psanko Moxe Ja ce mogBH octpa OB0peysa HemOCTaTHYHOCT, 0cOOEHO NpH
NAUReHTH ¢ KoMmIpoMeTupana OwvOpeuna (QyHKIMA, OpelAWMHO IO-BB3DACTHH HIH
JeXUJpaTHpaHy [aleHTH.

AHTHXUITEPTEH3HUBHH CPEJJCTBA ¥ BA3OIHIIATATOPH -

EZHOBPEMEHHOTO W3NOM3BAHE HA TE3U CPEACTBA MOKE Ja YBENIMYH XWNOTSHIWBHHATE.

edextn nHa perindopril. ExHoBpeMEHHOTO HNpWIIOXKEHHE © Hnmornnue,pfr/@ﬁ?fﬁﬂ@n
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HHUTpaTH HAH JIpYTH Ba3oJHNATATOPH MOXE JOINBIHHUTSIHO [ IOHEDKM KPBBHOTO
HajIArage.

AHTHITHABETHH ITIPEITAPATH

PesynrariTe OT eNUAESMHONOIMYHY IIPOYUBAHHsS BHYIUaBaT, Y& EAHOBPEMEHHOTO
npunoxenne Ha ACE-uaxuburopn M aHTHIMaOeTHM MeJuKaMeHTH (HHCYIMHH, OpajlHu
XMIOTIHKEMIAYHN CPeCTBa ) MOXKe J1a NPUYMHHA HO-CHJIeH TUIFOKO30IOHIbKaBal edekT ¢
PHCK OT XHWIIOT/IHKeMHA. ToBa JBAGHHE € HO-BEPOATHO Xa c& IOABH Hpe3 IbPBHTE
CeMHLY HA KOMOMHIPAHOTO jIeYeHNe U ITpH IAIHEeHTH ¢ 650peuHo yBpexKaaHe.

TPHITHKIHIHA AHTHIEIIPECAHTH/AHTHIICUXOTUHI[H/ARECTETHIH
ENHOBpEMEHHOTO H3MO3BAHE HAa HAKOW AHECTeTHYHM JIGKapCTBEHH CpPeICTBa,
TPULMKIIHY aHTHUAENpecanTy 1 anTHncuxoTonn ¢ ACE-nHxuburopure MOKe Ja MMa 3a
pe3ynTaT AONBIHHTENHO IOHIDKABAHe Ha KPBRHOTO Hansrase (owc. m. 4.4).

CHMITATHKOMHMETHIH
CUMNaTHKOMAMETHIMTE MOrar Aa Hamansr aHTHxuneprensusHure edextn ma ACE-

MHXHOUTOpHTE.

ALETHICANHIIHIIOBA KHCEIHHA, TPOMBOJHTHIH, FETA-BJIOKEPH,
HHTPATH

Perindopril Moke aa ce H3MOMI3Ba eAHOBPEMEHHO ¢ aleTHACAINIIOBA KHCEAMHA (KOTaTo
Cce U3MI0JI3Ba KaTo TPOMOOIUTHK), TPOMOONHTHIM, 6eTa GII0Kepy #/HIKM HATPATH.

4.6. BpeMeHHOCT H KbpMeHe

BPEMEHHOCT

Prestarium® 10 mg He Tps6Ba Ja ce WIMON3BA IO BpeMe HA ITBPBMA TPUMECTBD Ha
opemennocTTa. Koraro ce miaHHpa WM NOTBEPAH OpeMeHHOCT, KOJIKOTO € BB3MOMCHO
no-6ep30 TpadBa Ja ce IpeMuHe KBM APYrO anTepHATHBHO fedeHue. KOHTpOIHpaHu
npoyusanus Ha ACE-mpxuOuropure He ca OMNM HpOBeXJAHH IIPH X0pa, HO B
orpanuveH 6poit ciydan ¢ KCIO3HIIHA N0 BpeMe Ha IIBPBHA TPUMECTSD HAMA JAHHH 32
HsIKakBA MalopMally, CHOTBETCTBAINM Ha (JETOTOKCMYHOCT INpH YOBEKa, K4AKTO €
OMCaHa I0-HOIy.

Perindopril e npoTHBONOKAa3aH Npe3 BTOPXA M TPEeTH TPHMECTEP Ha OpeMeHHOCTTA.
UzssectHo e, ge nponbmkuTenyara ynorpeba ga ACE-MHXUOUTOD IIpe3 BTOpMA ¥ TPETHA
TPUMECTHP HPeM3BHKBA ()eTOTOKCHYHOCT IpH doBeka (BnomeHa 6h0pedHa QyHKUMS,
OJIMFOXHAPaMHHOH, 3a0aBeHa ocH(UKAUWA Ha 4epella) M HeOHATafHa TOKCHIHOCT
(6B0peuHa HeJOCTATHYHOCT, XUIIOTOHHS, XUIlepKanueMus). (goc. m. 3.3.)

AXO 0T BTOpUs TPUMECTBp Ha OpeMeHHOCTTa HaTaTbK ce YCTaHOBH, 4e € IpHeMaH
perindopril ce mpenopbypa yNTpa3BYKOBO u3cliefBaHe Ha OnOpeuHaTa QyHKHMA H
Jepena.

KbPMEHE




He e n3pectHo ganu perindopril ce OTZRJL B YJOBEIIKATS KEPME. Tlo Ta3y mpHYMHAa He Ce
npenopbyBa H3HONI3BaHE Ha Prestarium® 10 mg ¢eMppasy TaGIeTKH OT KBPMEIH
HKEHH.

4.7. EdexTi BLpPXY cniocoOHOCTTA 32 odHpaHe H padoTa ¢ MAIIHHH
He ca mpoBexxfaHu NpoydBaHus 3a edekTHTe BBPXY cIocoOHOCTTA 3a wodupane K
paboTa ¢ MalHH.
Tpsbea fa ce UMa HpeABHI, Y€ N0 BpeMe Ha IogupanHe Wi paboTa ¢ MallMBEH MOTaT B
OTAEHH CIIy4Yay Ja ce oSBT FlaBo3aMaliBage #iM yMopa.

4.8.HexeJIAHH JICKAPCTBCHH PeaKIun
ITo Bpeme Ha neuenue ¢ perindopril ca HabmoAapaHK CHEAHUTE HEXKENAHH PEAKIINH,
KOMTO Ca KaTeropH3hpaHy 10 4ecToTa, KakTo cleana:

Msoro uects (>1/10); wectn (>1/100, <1/10); ne Tonkosa yectu (>1/1000, <1/100);

pezku (>1/10000, <1/1000); muoro penxm (<1/10000), BKNFOUMTENHO HIOMUPAHU
CcHOOIICHHS.

HAPYIIEHHS OT CTPAHA HA KPHBTA H JIMMDHATA CHCTEMA

Hommxasane Ha XeMorobuna H XEeMaTOKpUTa, TpOMOOLIUTONIEHHS,
JEBKONMEHUA/HEYTPOIICHUS W CIIy9au Ha arpaHyJIOLETO3a HIH [FAHIUTONCHNA ca OmaM
HabmoJaBaeM MHOTO pAAKo. MHoro pagko ca Owin cpoGIaBaHH CIydad Ha
XeMOJNUTHYHa aHEeMHUS IpH HAaHWEeHTH ¢ BpoAeH xeduIMT Ha IiOK030-6-(hocdar
Aexuaporenasara (8. m. 4.4.).

TICHXHATPHIHH HAPVIIIEHHA:
He tonxopa yecTH: pa3cTpoicTBa Ha HACTPOSHHETO HIIH CHHS

HAPYIIIEHHA OT CTPAHA H4 HEPBHATA CHCTEMA
Yectr: raBobonue, 3aMasHOCT, BHEHE Ha CBAT, APecTE3UH
Muoro peaxu: 00BpPKagOCT

OYHH HAPYIIEHHA
YecTy: 3pHTENHN HAPYIICHHA

HAPYIIEHHA OT CTPAHA HA VIUHTE H JIAFBHPHHTA
UecTy: OIyM B yIIATE

HAPYITEHUA OT CTPAHA HA CHEJETHO-CBOBATA CHCTEMA

YecTn: XMIIOTOHMA ¥ e(exTH, CBEP3aHM ¢ XUIIOTOHMATA.

MHOTO peaxy: apuTMIs, aHIHHA IIEKTOPHC, MUOKApXEeH MH(APKT ¥ MHCYIT, BEPOSTHO
BCIIEACTBUE Ha eKCLECHBHA XHUITOTOHUSA [IPH BECOKOPUCKOBH NMalMeHTH (6orc. m. 4.4.).

/"’""“"“‘-
HAPYVIINEHHA OT CTPAHA HA [TUHXATEJIHATA CHCTEMA, I'PHIHI, :KQI’[F
METHACTHHYMA !,/, e ://
YecTH: KalllmAla, JUCIIHES
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He TonmkoBa gecTy: OPOHXOCHIA3BEM
MHoro peaKH: €03MHO(IIHA THEBMOHHA, PHHUT

HAPYITEHHA OT CTPAHA HA XPAHOCMHUIIATE/IHATA CHCTEMA

Yectu: rajicHe, HoBphIlane, OONKN B KopeMa, HapylleH BKYC, JUCIeNCHd, JHapUs, 3aleK
He Tonkosa yecTH: cyxoTa B ycrara

Muoro pellki: aHKpeaTUT

KIBYHO-HEPHO/IPOBHH HAPYIIEHHA
MHOro pefKu: XenaTuT Wi NUTONMEAYEH Win XonecTaTingeH (exc. m. 4.4.).

HAPYVINEHHA OT CTPAHA HA KOXATA H IIOHKOXHHTE ThKAHH

Hectu: 06pus, NpypHTyC

He Tonkopa YecTH: aHTHOEIEM Ha THULETO, KpalHAIWTE, YCTHHTE, TUTaBUIUTe, e3HKa,
TIIOTHCA WHITH JIApUHKCA, Yprukapus (eoic. m. 4.4.).

Msnoro peaxu: epureMa MyaTHdopMe

HAPVITEHHA OT CTPAHA H4 OITOPHO-[BHI'ATEJIHUA ATTAPAT,
CHE/JHHHUTETHATA ThKAH H KOCTHTE
YecTH: MyCKYIHH KpaMIId

HAPYVIIEHHA OT CTPAHA HA BBEPEITHTE H ITHKOYHHTE II'HTHIIA
He ronkopa dectu: 650peyHa HEAOCTATBYHOCT
Mmuoro penxy: octpa 6p0peyna HeN0CTATEYHOCT

HAPYIIEHHA OT CTPAHA HA IIOJIOBATA CHCTEMA HI'bP/THTE
He TonKoBa YeCTH: MMIIOTEHTHOCT

OBIITH HAPYIIIEHHA
YecTH: acTeHHs
He TonkoBa decTH: H3TOTABAHE

H3C/TEABAHHA

Morat ja ce NosBAT NMOBMIIABAHE Ha CTOMHOCTHTE Ha KpBBHaTa yped M IUIa3MEeHHS
KpeaTHHUH, XUIepKalueMud, oOpaTuMa clie)]] IpeKhCBaHe Ha Ipuema, 0co0eHo npu
HaNMYHAEeTO HAa OBOpedHa HeHNOCTaTHYHOCT, TeXKa CBpAeYRa HeHOCTATHYHOCT H
pEeHOBa3allHA XHIEpPTOHHA. Pagxko ce crodlaBa 3a NOBMIIEHH CTOMHOCTH Ha
YepHOAPOOHHTE SH3UMK K CepyMHUs CHIMpYOHH,

4.9.XIpegosupane
HMa na pasnofioxeHHe OrpaHWYeHH JNaHHM 3a NpefosHpane mpu xopa. CHMIITOMMTE,
CBBp3aHU ¢ npenosupaHe Ha ACE-unxuburopure, Morar Ja BKJIIOYBAT XUIIOTOHMS,
EPKY/NIATOPEH  IHOK, CISKTPONMTHH Hapymienus, OwnOpedna He,IKOGTaT'b‘lHOCT
XUIIepBEHTHIIANNSA, TaXHKapIEs, NaluTanud, Opanukapausi, 3aMaiiBase, Tpelilglﬂ-l "
KALTHIIA. ! 241 “\
[IpenopbyBanoTO JIEYEHHEe HA NPEAO3HPAHETO € MHTpaBeHO3Ha MH(Y3 / +Ha ‘HanWB
xnopus 9 mg/ml (0.9%) pa3Trop. AKC e IOABH XHUIIOTOHHS, TTAIUEHTE zgﬂﬁi‘nal ,ua 6’]:,!16

10 N - __/,:‘: 5 oy
\;:\\ é}:-;. syt S
!



TIOCTABEH B TIOJIOKEHAE 32 JIeYeHHe Ha II0K. AKO € Ha PasToJIOKEHHE, MOXE CBILQ Aa Ce
pasriieqia gedeHye ¢ WHQpY3ua Ha aHTHOTEH3WH I W/HNIM KarexoNaMHHKM MHTPaBeHO3HO.
Perindopril Moxe fa ce oTcrpaHM OT OOINOTO KphBOOOpailleHHE Ype3 XeMOTHau3a.
(6ovc. m. 4.4.). 3a Opaugmkapnus, pe3HCTEHTHA Ha JICUeHHE, ¢ II0KasaHa Tepanwdi ¢
nedcmeliep. HenpekbcHaro TpaOBa Aa ce IpoclefsBaT JKMSHEHHTE IOKasaTeld,
CepyMHWTE eNICKTPONIMTH ¥ KOHIIEHTPalMiTe Ha KPeaTAHHHA.

5. PAPMAKOJOI'MYHHA JAHHAH

5.1.@apMaAKOZHHAMHYIHI CBOHCTBA

MapmaxorepanepTHyHa rpyna: ACE uaxubuTop, 06uKHOBEHM

ATC xom: CO9A A04

Perindopril e uHXHONTOpP Ha eH3MMa, KOHTO KOHBEPTHPA aHTHOTEH3UH [ B aHTMOTeH3MH
11 (amrmoTensnr konpepTupain eHsuM, ACE). KonsepTupamuar eHsuM, WI¥ KWHAa3a,
NpefcTaBNiBa €K30MeNTHAA3a, KOATO IMO03BOJEIRA KOHBEPCHS Ha aHTHOTEHSHH I BBE
Ba30KOHCTPHUKTOpa aHruoTeH3uH I, KakTo M OTroBapsAll 3a pasfajaHero Ha
BasoAMIaTaATOpA OpalUKUHNH HA HeakTHBeH Xekramentnn Wuxubmymara va ACE uma
32 pe3yATaT pedyKuwms Ha amrvoTeHsuHd II B IUlasMara, KOeTO BOIM [0 yBelHdeHa
IUTa3MEHa PeHHHOBA aKTHBHOCT {upe3 MHXuOUIMs Ha oTpuLarenHaTa oOpaTEa BPE3Ka 3a
ocBOGONIABEHE Ha pPEHHH) H HaMalleHa cekpewus Ha angocrepoH. TwH kato ACE
WHAKTHBHpa OpagvKNMHWHA, HEeroBaTa WHXHOHLMS MMa 3a pesynTar TOBHIIAaBaHe Ha
aKTHBHOCTTA Ha HMPKYIHPAINHTE W JIOKAHI KAJIHKPEHH-KPHHHOBY CHCTeMH (¥ IO TO3U
Ha4yWuH CHINO TaKa aKTHBHpaHe Ha MPOCTArTaHIWHOBATA cHCTeMa). Bp3MOKHO € TO3H
MEXaHH3bM Ja NONpHHACA 3a MOHMKABANOTO KPBBHOTO HalsraHe melicTeue Ba ACE-
HHXWOWTOPATe W OTYACTH 42 € OTrOBOPeH 3a TEXHHTE CTPaHHYHH e(exTH (Hamp.
KauuTHua).

Perindopril neiicTBa upes cBOS aKTHBEH MeTaOOMMT NepHHACNpHiIar. /[lpyrure
MeTaboJIHTH He nokassaT waxubunms Ha ACE akTuRHOCTTA MH BHTPO.

Perindopril e axTHBEH Mpy BCUYKH CTENEHH HA XHNEPTOHMATA: JIeKa, YMEpeHa, TeXKa,
HaONiofaBa ce IOHIKABaHe Ha CTOHHOCTHTE HA CHCTONHYHOTO M JHACTONMHYHOTO
KpBBHO Hallrage KaKT0 B JIETHANO IIOJNIOXKEHHE N0 Ipwd, Taka H B H3IPAaBEHO
HIOJIOJKEHHE.

Perindopril HamanaBa nepUdepHOTO CBIOBO CBHIPOTHBICHHE, KOETO BOJH JHO
HaMaTsBaKHe Ha KPBHBHOTO HaysraHe. BeneAcTBHE Ha TOBa ce yBelndaBa nepudepruar
KPBBOTOK, Oe3 eheKT BBpXy ChpAevYHaTa YecToTa.

Karo mnpaBumo ce ymenuuapa OBOpeYHMAT KpBBOTOK, MAOKATO CKOPOCTTa Ha
rroMepynapHa duntparps (CI'®) 06MKHOBEHO 0CTaBa HEIPOMEHEHA.
AHTHXWIIEpTeH3NBHATa akTHBHOCT © MaKCHMalHa Mexnxy 4 | 6 4. cjell IpHeM Ha
eIVHIYHA 5033 M NPOABIDKABA [TOHE B TeyeHue Ha 24 4.: §7-100% ot edexTuTe mIOnmagar

B MEXKIYTHKOBHTE CEKTOPH.

[MagsT Ha KpPBBHOTO HajmAraHe HacTenBa OBp30. Ilpm rmopnusABaiy ce name__%H,
HOpManu3anua ce JIOCTHra B paMKHTe Ha | Mecel ¥ nepcHcrHpa 0e3 r@ﬁ}isﬁs’:? &y,
TaxuUAAKCHS. :
CrnmpaneTo Ha JISUYSHHETO He BOAH JIO ,,rebound” edexr.
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Perindopril HamansBa jsiBOKaMepHATa XUIEPTPodus.

Joxaszado e, ye npu xopa perindopril neMoHCTpHpa chACpasHpABaKM ceolicTea. Toi
nofobpsABa €NacTHYHOCTFZ HA TONeMHTe apTepudl M HaMaiiBa OTHOIICHHETO
MeJuA:IyMEH Ha MaJIKHTE apTepHil.

CromararenHa Tepalusd ¢ THA3WAEH NUYPeTHK BOIM AC CHHEPris OT aJuTHBEH THIL
Kombunamuara ot ACE-MHXRORTop 1 THA3H CHHI0 HAMAIABA PHCKA OT XUIIOKATHEMUS,
NpeIU3BUKAHA OT AUYPETUIHOTO JICYEHHE.

5.2. ®apMaKOKHHETHYHN CBOMHCTBA
Cnen nepopanHo npremane abcopbdrmara Ha perindopril e 6np3a u MaxkcuManHa
KOHLIEHTpAIMA ¢e JOCTHTa 3a mo-Maiko ot 1 4. IlnasMennar nomyxusoT Ha perindopril
€ paBeH Ha 1 Jac.
Perindopril e nexapcreen mpenmecTBeHHK. 27% oT npmioxenata nosza perindopril
AOCTHra KpEBOOOPHUIEHUETO N0 (JOPMATA Ha AKTHBHNA MEeTabONAT NepHHAONPHIIAT.
B nmomenuenwe x®M axtuBHmAperindoprilat, perindopril ce pasrpaxpa wa ome 5
MeTabonuTi - BCHYKWTEe HeaKTHBHM. MakcHMmanHa IUIa3MeH4 KOHLEHTpauus Ha
perindoprilat ce mocTura B pamiuTe Ha 3 5o 4 9.
Tsit KaTo MpHEMBT Ha XpaHa HaMalnaBa KOHBepcHATa B perindoprilat u cnenorparenHo
GuoHanuuHOCTTA, perindopril arginine Tps6Ba Aa ce Mpuara HEPOPAJIHO KaTo eIVHIYHA
IQHEBHA 1032 CYTPHH Ha ITIagHo.
HlemoncTpupana e NuHeliHa 3aBHcuMOCT MEXLY fosaTa perindopril n nnasmesara ¥
eKCTIOHALNS.

O6emsT Ha pasnpenenenye e npubmusurento 0.2 1./kg 3a HeCBBP3aH NEPHUHIONPIIIAT.
Capp3panero Ha perindoprilat ¢ nnasmenure Oenteim ¢ 20% TIABHO C AHIUOTEH3HH
KOHBEPTHpALMs SH3MM , HO € 3aBHCUMO OT KOHLIEHTPALIUATA.

[Nepunponpunar ce OTHENS B YpUHATA H IONYKHBOTA HA HECBBpP3aHaTa (paxius €
npnbnusuTenHo 17 4., KOSTo MMa 3a pe3yNTaT HocTuraHe Ha steady state crex 4 nuu
EmaMuaupaneTo Ha nepHHIONpUIAT HaManaBsa IPH Xopa B HallpefHana BE3pacT U ChIIo
Taka HpH NAUMEHTH CBC ChpAedna wnu OBOpeuHa HejocraTsuHOCT. [lpu OBOpeuHa
HEJOCTATHYHOCT € JKeNaTeliHa KOpeKUrsA Ha [034Ta B 3aBHCHMOCT OT CTEICHTA Ha
YBpeXxnanero (KpeaTHHHHOBHA KIMPBHC).

JAanusuvsT KUpHHC HA TepUHIONpHUIaT € paBeH Ha 70 ml./min.

Kuneruxara #a perindopril e mpoMeneHa NpH NaUeHTH C LHpPO3a: XeNAaTATHUAT
KNUPEHC Ha MOJIEKyJaTa-Maika ce penylupa HamoiaoBuHa. KomrwecrBoto obpazyeaH
HepHHEAONpHIar, 00aJye, He Hamansea M II0 TasH NpHYMHA HE C€ Hajlara KOpeKUHd Ha
nosara (goic. cougo m. 4.2. um. 4.4).

5.3. IlpepxnHHAYHE AAHHH 32 (€30MACHOCT
Hpu npoyupaHe Ha XPOHMMHA TOKCHYHOCT CJIEl IIEpopanH0 IpUNoKeHHe (BBpPXY
IDYBXOBE W MaliMyH#) IPpHIETHUTE OpraHu ca OpOpenuTe ¢ 00paTHMHU YBPEIKAaHHS.

B npoyuBanps MH BATPO WIH WH BUBO HE ¢ HabMonaBa MyTareHHOCT.

B npoydpanms 3a perpoTyKTHBHA TOKCHYHOCT (ILIBX0BE, MUIIKHY, 33l 1 MaltMyHH) He
€a YCTAaHOBEHM IPH3HALM 32 eMOPHOTOKCHYHOCT WM TEPaTOreHBOCT. 3a nHXuOuropure
Ha aHIHOTEH3HH KOHBEpTHpaluWs eHsuM ofave Karo rpyna e Omio mnokasagg, 9e
HEIYIpaT HeOMaronpuaTHE e(eKTH BBPXY KBCHOTO GETAHO pa3sBHUTHE, UME N
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" pesynaTaTr (etanHa CMBPT M KOHIeHMTaMHM edeKTH HpH rpusausm u 3aifmy: 6e06peunn
JIe3UH U YBEeNHYeHa NIEpH- M XIOCTHATAIHA CMBPTHOCT.

B [OBITOCPOYHHM HPOYYBAHHS BBHPXY IHIBXOBE KM MHUIIKH HE € YCTAHOBEHA
KaH{epPOTEeHHOCT.

6. PAPMAHEBTHYHH JAHHNA

6.1, CofchbK Ha MOMOUTHIYE BENIECTBA M TEXHATE KOJINMYECTBA
CrpueBnHa:

Lactose monohydrate

Magnesium stearate

Maltodextrin

Hydrophobic colloidal silica

Sodium starch glycolate (type A)

DIMOBO ITOKPUTHE:
Glycerol (E422a)
Hypromellose (E464)
Copper chlorophyllin (E141 ii)
Macrogol
Magnesium stearate
Titanium dioxide (E171)

6.2. HecLBMECTHMOCTH
Hawma

6.3. Cpox Ha roaHocT
2 ronuHU

6.4, Crienyajing YCIOBHSA HA CHXPAHEHHE
HpexTe KyTHATa IIETHO 3aTBOPEHA.

6.5. Bua 1 chAbpIKaAHAE HA ONAKOBKATA
30 Tabnerxy B 641 IONMMIPONKISHOB TabNeTeH KOHTelHep cHableH ¢ HONHETHIICHOB
orpaHpyuTesI H 3eJIeHa HEIpospadHa 3alyllanka ChIbpIKallia H3CyIIaBail rei.

6.6. IIpenopbkn npu ynorpeda
JlekapcTBEHH NpPONYKTH, KOMTO Bede He ca neobOxoyump, He 1pabsa za Onaar
M3XBBPISHHM C MPbBCHAT2 BOJA MM B 0OLecTBeHaTa KaHamu3auusd. BepHeTe TH 0OpaTHO B
anTexarta MIM nornuraiire Bammsa anrexap xak fa ce 0cBOOOAMTE OT TAX B CHOTBETCTBHE C
HanMOHAIHHUTE NpeAnUcaHus. Te3n MepKH CHOMAarar 3a Ola3BaHe Ha OKOJIHATA Cpejia.

7. MIPATEXATE] HA PASPEHIUTE/THOTO 3A INPOIAKEBA

3. HOMEP HA PA3SPEINEHHUETO 3A YHHOTPEBA
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9. JJATA HA I'bPBOTO PASPEINEHHUE / IIONHOBABAHE HA
PASPEHIEHMETO
10. TATA HA (YACTIYHA) PEBH3HA HA TEKCTA
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