KPATKA XAPAKTEPUCTHKA HA ITPOJIYKTA

1. ThPTOBCKO HME HA JIEKAPCTBEHHUSA ITPOAYKT
PRESTARIUM® 10 mg dunmupanu TabneTku

2. KOMNYECTBEH H KAYECTBEH ChCTAB
Besxa dunmupana tabnerka ceOppKa:
Perindopril 6.790 mg, ceoTBeTcTBawio Ba Perindopril arginine 10 mg.

3a nOMOIIHH BellecTBa BHXK maparpad 6.1.

3. JJEKAPCTBEHA ®OPMA

OunMuapaHy TabieTKH.

3eneuy, KpLOAHM, ABOMHO M3MTBLKHANM QuAMHpanu TabreTku, rpagupany ¢ ) oT eanata
crpaHa U ¢ %5 ot gpyrara.

4. KIIMHNYHH JAHHH

4.1 . TepaneBTHYHN NOKA3AHHSA
- XHUrtepToHHA

4.2 . No3upoBKa H HAYHH Ha NpHIToskenme

[Ipenoprusa ce Prestarium® 10 mg ¢unMupaHn TabJIeTKH Jia ce IIpHeMa BeJHHX JHEBHO
CYTPHH Ha INIafHO.

Ho3ata TpsOBa Aa ce HHAVBHAYANU3UPA CIOpe] ChCTOAHUETO Ha nanyenTa (exc. m. 4.4) 1
HOBJIMIRZHETO HA KPBBHOTO HAJraHe.

Prestarium® 10 mg Moxe na ce NPHIATa CaMOCTOATENHO MNM B KoMOMHAIMA ¢ Apyrd
rPYIlH aHTUXHOEPTeH3UBHY MeAUKaMEeHTH.

ITpenoprunTenyara HauanHa 8033 € 5 mg U ce IIpHeMa BeIHBX AHEBHO CYTPHH.

IIpu manuenT ¢ BUCOKA aKTHBHOCT Ha CHCTEMATA DEHMH-AHIMOTEH3HH-aNnJ0CTEpOH (HO-
KOHKPETHO, peHOBa3ajiHa XWUIEPTOHMA, HapyIIeHHs Ha BOXHO-CONEBHMs Oananc WHIH
JeXunpaTalia, ChpACYHA JNEKOMIEHCANMA MM TEXKa XHIEPTOHHA) MOXe O3 ce
HaONIOZaBa NPEeKOMEpPHO CHafgaHe Ha KpPBBHOTO HafsraHe clief @OpHeMa Ha
1bpBOHAYaiHaTa fio3a. [Ipu TakuBa Nal{UEeHTH ce NPEeHnopbYBa HavaliHa #o3a oT 2.5 mg,
KaTO HaYanHWUTe eTarny Ha ieyenuero Tpsi6pa fa ce U3BLPIUBAT N0 MEJUIMHCKY KOHTPOIL.

Cliei eTHOMECEYHO JIEYEHNE 103aTa MOXe Ji3 ce yRENITIH 0 10 mg BeAHBK ZHEBHO.

Cnen HauanoTo Ha Tepanuara Prestarium® 10 mg MOXE Aa c€ MOABH CUMNTOMaTH4YHa
XHMIIOTOHMA; TOBA € H0-BEPOATHO IIPH NAUMEHTH, KOMTO NPHEMAT YCIOPEIHO HHYPETHLM.
Ilo Ta3su mpuduHa ce NpenophbyBa NpPH TAX JIEYSHHWETO Ja CE€ H3BHPIIBAa ¢ NOBUMOICHO
BHHMAHHE, Thil KATO TakWBa [AIMEHTH MOraT Ja UMAaT HapylleHHs Ha BOJAHO-CONIEBHH
GanaHc W1y JeXHapaTalys.

AKO € BB3MOKHO, Im)g)emx'b'r Tpabea nma ce crpe 2 no 3 JIHH npenyd HayalloTe Ha
Tepanuara ¢ Prestarium™ 10 mg (eorc. m. 4.4). o -




[Tpu xnnegronnun IpY KOMTO € HEBB3MOXKHO CNHpaHe Ha AMYpeTHKa, Tepanuira c
Prestarium® tpsa6Ba A2 3amoune ¢ gosa ot 2.5 mg. Tpabba Az ce KOHTpoHpa 656peqﬂa'ra
(dyHKINST U cepyMHHTE cTOHHOCTH Ha Kaimus., Cilen ToBa A034Ta Ha Prestarium® TpabBa fna
Ce KODUTHpa criopei HOBIMABAHETO Ha KPBBHOTO HaliraHe. AKO e HeobXomuMmo,
NPUEMAHETO Ha AUYPETHK MOJKE Ja Ce HOOHOBH.

[pyn nauuwesTH B HanpeiHana Bb3pacT JieueHueTo Tpsbea Ja 3amodHe ¢ jio3a oT 2.5 mg,
KOATO Mo)ke Aa OBJle NOCTENEHHO YBEITHYCHA JI0 5 mg CIeR eOuH MECel i CNIeH TORa, aKo
e HeoOxomuMo, A0 10 mg B zaBucumoct or OnOpeunara Gysxuua (6xc. mabruyama ro-
oony).

KOPEKITHA HA JJO3ATA ITPH YBPEJTEHA BbEPEUHA ©YHKI[HA
Ilpu manwentH ¢ HapymeHa OnOpeyna Gysknmua no3ata TpsabBa Oa ce crpoOpasu ¢
nocoyeHure B Tabmina | no-moiy CTOHHOCTH Ha KpeaTHHHHOBMA KIHPBHC:

Tabnuna 1: xopekiws Ha Ao3ara NpH YBpeaeHa Ox0peuna GyHkuua

Kpeatunupop knupeac (ml/min) NpEnopEIATENHA 032
Cler> 60 S mg AHEBHO
30 < Clcg < 60 2.5 mg AHEBHO
15<Clcg <30 2.5 mg npes e
TanuenTH Ha XeMoauanu3a*
Cler< 15 2.5 mg B IeHA 33 AHaI3a

*Manu3HuAT KIHpBHHC Ha nepunponpunaT € 70 ml/min. [Tanpents na XeMompanusa
TpAbBa Ja NpHeMaT J03aTa CAEH AHATH3ATA.

KOPEKITHA HA JIO3ATA ITPH YEPHOHNPOBHH YBPEX[AHHA
ITpu mauueHTH ¢ YepHOAPOORH YBpEKAAHUS HE ce Hajara KOpeKIlA Ha josara (exc. m.
44um. 5.2)

YIIOTPEEA IIPH JJEIIA
He ca npasenu uzcnenpannd Ha edmKacHOCTTa M D€30MIaCHOCTTA HAa W3NOJN3BAHETO NMpPH
Jena. Ilo Ta3u npuyKHa He ce NPEHOPBHYBA U3NON3BANE IPH JSLA.

4.3 . Hpornponoka3anus

CBpBX4yBCTBUTENHOCT KBbM perindopril mwim KbM HAKOE OT TNOMOLIHUTE
BeHlecTBA WK KM Apyr ACE-unxuburop;

AHaMHeCTHYHM JaHHH 33 AHTHOEIEeM, CBBp3aH ¢ FNpeNNIecTBaIa Tepanus ¢
ACE-unxudurop;

HacrniefcTReH Wi HIMONATHYECH aHTHOSLEM;

Bropu u Tpetu TpuMecTEp Ha 6pemeHHoCcTTa (GOIC 4. 6 )




4.4 . Cnenuainu npexynpexienns H cHellHaJHH NPeANa3HN MepPKH 32 YHOTpeda
XHIIOTOHHA

ACE-nnxubutopute Morar Ja TNpeAM3BHKaT CHaJaHe Ha KPBBHOTO HaldraHe.
CUMIITOMaTHYHA XHIIOTOHUA ce HaOMoJapa pAAKO IPU MAUMEHTH C XHIEPTOHHs Oe3
YCHOKHEHHMSA ¥ € IO-BEPOSTHO Aa C€ NOABH NPH ASXMAPATHPAaHH HALMEHTH, Hafmp. 4pes
JHYpeTHIH, OFPaHMYeH MpUeM Ha TparesHa cojl, Zianusa, AHapHd WM NMOBphIlaHe, UIH
KOHTO CTpajaT OT TeXKa peHMHO3aBHCHMa XuNepToHud (exc. m. 4.5. u m. 4.8.). Ilpu
HNAalKEHTH CBC CHMITOMATHYHA CBPACYHA HEAOCTATHHHOCT ¢ iy 0e3 NpHApyKaBaiia
0r0peuna megocTarRyHOCT € Ouna HabalojaBaHa cCHMOTOMAaTHYHa XunoTouud. Topa e
Haii-BeposATHO Ja ce Habimojapa Hpu NAUKEHTH ¢ HO-U3PAa3cHH CTENCHH Ha ChPAEYHATa
HEJOCTaTHYHOCT, KOeTO peUieKTMpa B W3MOM3BAHETO Ha BHCOKH J03H OpHMKOBH
JUYpDETHIY, XHOOHATpUEMHs wWIM HapymieHa OnOpeuna ¢yHknua. Ilpu nanueHTH,
H3NOKEHHM Ha TMOBMIIEH PHCK OT CHMITOMATHYHA XWIIOTOHHH, TpAOBa Aa ce U3BHPIIBA
CTPOT KOHTPOJI TI0 BpeMe Ha HagaloTC Ha TEpaluaTa B KOPHTHPAHETO Ha JO3WTE (821C. M.
4.2 u m. 4.8.). Cemure cpoOpaxkenus Baxar 3a MAlMEHTH ¢ HCXemuuna OolecT Ha
CHPIETO HIH MO3BYHO-CBA0BA OONeECT, NpU KOWTO TPEKOMEPHOTO CliajaHe Ha KPBBHOTO
HanArade Ol MOIVIO HAa KMAa 3a PE3YNTaT HH(apKT Ha MHOKAapAa UMM MO3BYHO-CHIOB
EHOUACHT,

AXO ct MOABH XHIIOTOHHA, NaIWERTHT TpsAOBa Aa ce HOCTEBH B JIETHANO NOJOXKEHHE Mo
rps0 H, ako e HeoOXoZMMO, TPAOBA Ja ce MPHAOXKK MHTPAaBEHO3HO MH(Y3HA OT HATPHEB
xaopur 9 mg/ml (0.9%) pasteop. EfHa npexofHa XWIOTEH3MBHA peaknusd HE €
NpOTHBOIMIOKa3aHHE 33 MO-HATATHIIHO IIPHEMaHe Ha CHOTBETHHTE JO3H, YHATO NHpHEM
0OHKHOBEHO MOXe Aa IPOABIKH Ge3 npobiieMH ciien HOBHINABAaHE HA KPLBHOTO HAISTaHE
BCIIEICTBHE HA YBEIHUeHHS 00eM.

Ilpu HAKOM manpeHTH CBC 3acToiiHa CHpHeYHa HeJOCTATHYHOCT, KOPI'I‘O HMAaT HOpMAaJTHO .
HIM HUCKO KPBBHO HallsraHe, BClieACTBHE Ha yHoTpebaTa Ha Prestarium® 10 mg Moxe za
ce MOSABU JONBIHUTENHO IIOHIKABAHE HA CHCTEMHOTO KppEHO HandraHne. Tosa ¢ ouakeaH
edeKT 1 0OMKHOBEHO HE NpeJicTaBNABA OCHOBAHME 3a IIpeKpaTdBaHe Ha JISYeHUeTo. AKO
XMIIOTOHHATA NpepacTHe B CHMITOMATHYHa TAKaBa, MOXKE Jla ce HAJIOXKHM HaMaNnsABaHe Ha
Ji03aTa UK NpeKpaTABaHe Ha IpHeMa Ha Prestarium® 10 mg.

CTEHO34 HA AOPTHATA H MUTPAJTHATA KITAITA/XHITEPTPODHYHA
KAPJTHOMHOIIATHA

Kakto u ocrananure ACE-nnxuburops, Prestarium® 10 mg Tps6ea A2 ce HasHayaBa C
HOBHIIIEHO BHHMAaHHE Ha MAllHEHTH CHC CTEHO3a HA MUTPANHATA KINafla u oOCTpyKUus Ha
HU3XOAAMIMs IOTOK OT JisBara KaMepa, KaTo aopTHA CTeHO3a WIM XunepTpoduuHa
KapJIHOMUOIIATHA.

BBbEPEYHH YBPEKJAHHA

B cmywau ¢ OnOpeunm yppexpaHus (KpeaTMHHHOB KiupbHC < 60 mi/min),
DEpBOHAyanHata go3a Ha perindopril TpsabBa pa ce mamany CBIIacHO KpeaTHHHHOBHA
KIUpBHC Ha manyeHTa (Bx. T. 4.2.), a cres TOBa [103aTa ce onpenens xaro QyHKIHA Ha
MOBJIMABAHETO HA NanueHTa oT Nedenuero. [Ipu TesW manmeHTH Hact or oOuuaiinara
MeIUIIHHCKa NPAaKTHKA € PYTHHHOTO NpocliefsBate Ha Kanus M KpeaTuHuHa (Bx. T. 4.8.).
[Mlpr manmentTH cBC CHMATOMATHYHA CHpJeYHa HeJOCTATH4HOCT,, PasBHTHETO Ha
XUNOTOHUS CHEJ 3aM04YBaHE Ha Tepalus C ACE-HHXHGHTopH MODK& a JoBene HO0




JONBIHATENHO YBpex/aHe Ha Ob0peunara dyuxims. B Tasu curyauus nma cpo0mIeHAs 3a
BL3HWKBaHE Ha ocTpa 650peyHa ReA0CTaTHYHOCT, 0OHKHOBEHO 00paTuMa.

Ilpu HAKOW mamWeHTH ¢ ABYCTpPaHHA CTEHO32 Ha apTepusd DEHAIMC MM CTeHO3a Ha
aprepuaTa keM eguH OBOpek, kouwto ca Ounu nekypanuw ¢ ACE-uuxuburopm, ca
HabniofaBaH® MOBUIUEHM CTOMHOCTY Ha XpBhBHATA Yped W CEPYMHHS KPEaTHHHH,
obuKHOBEHO 00paTHMH CJie[ peKpaTsBaHe Ha TepanuaTa. 10Ba € 0cO6eHO BEpOATHO IipH
naiueHTy ¢ OROpeyna HemocTarThbuHocT. Ilpu HanMuye B AONMBIHEHHE HA PEHOBa3alHa
XMOEPTOHMA CBINECTBYBA IMOBHIIGH PHCK OT TeXKKa XHOOTOHHS H Owpbpeuna
HejocTaThysocT. [Ipu Tesn manmentH neqeHHero TpaGea hpa 3amoyHe IPH CTpOT
MEIHUUWHCKM KOHTPOJI ¢ HMCKH FO3M ¥ TAXHOTO BHHMATENHO THTpHpaHe. THH Karo
TNEYEHHWETO ¢ JHYpeTHIH MOXe Jia MpeAcTapfagBa JompuHacamn ¢axtop 3a
rOpenoco4eHO0TO, NpIIaTaHeTO Ha nuype‘mume TpaOBa Aa ce NpeKpaTH M B TeYEHHE Ha
I'EpPBATA CEAMHIA Ha TEpalliaTa ¢ Prestarium® 10 mg TpsbBa ja ce npocienu OvOpeuHaTa
dyHKIA.

Ipy Baxon manueHTH ¢ XuneproHus Oe3 NposSBH Ha CHHIECTBYBAmI0 OBLOpEYHO CHIAOBO
3abonsaBaHe ce HaOmoAaBa MOBHIICHHE HA CTOHHOCTHTE HA KPHBHATA ypes W CEpPYMHHA
eramHHH KoeTo OOHKHOBEHO € He3HauuTelnHo H OBp30 IpexoaHo, ocobeHo koraro
Prestarium® 10 mg ce mpuara eGHOBPEMEHHO ¢ AUYDETHK. T0Ba € HO-BEpOSTHO Ja ce
I105BH MPH NallMEHTH C TIPEABapHTENHO CEIIECTBYBanlo On0peuno yspexaane. Moxe na
Cce HANIOXKM HAMANsBAKE HA [03aTa W/WIH IpeKpaTABaHe Ha JHypeTHKa wimm Prestarium®
10 mg.

ITAITHEHTH HA XEMOITHAJIH3A4

Ipu manvenTy, Apanu3upany ¢ MemMOpaHu ¢ BHcOKa ckopocT Ha moroka (high flux) u
egHoBpeMeHHO JiekyBaHH ¢ ACE-umxuburop, c¢e cpo0maBa 3a BB3HHKBaHE Ha
aHapurakrouany peakund. I1pn TakuBa manpeHTH TpSOBa Aa ce pasriiefia M3M0JI3BaHETO
Ha pa3iuyeH BUJ Juain3Ha MeMOpaHa WM aHTHXUIICPTEH3WBEH areHT OT pas3iHyeH Kiac.

bBEPEYHA TPAHCII/IAHTAIIHA
HaMa HaTpynmal ONMT OTHOCHO NpumaraHero Ha Prestarium® 10 mg TpU HalMEeHTH C
H3BBplIcHa OB0peuHa TpaHCIanTanms,

CBPBXYYBCTBHUHTE/IHOCT/AHTHOEJJEM

Vima croOileHHa 3a peJKW CHywau Ha aHTHOEJeM Ha JIHLETO, KpalHuIuTe, YCTHHTE,
NHTaBHLINTE, €3HKa, INoTHca M/UIH naanKca npn nanuestH, JexkyepaHu ¢ ACE-
MHXUOUTOpH, BKIIOYHTEIHO Prestarium® 10 mg (eorc. m. 4.8.). Tora Moxe ,na ce CAYuUM
BEB BCEKH €[HH MOMEHT II0 BpeMe Ha Teparuata. B Takusa ciayuau Prestarium® 10 mg ce
HpeKpatsaBa He3abaBHO M ce MpeJTipHeMa NOAX0IANI0 NpochelsBate, KOETO NPOLABIDKAEA
J0 OBIHOTO OT3BYYaBaHe Ha CHMITOMHMTE. B cilyuaurte, korato OTOKBT ce OTpaHHuH Ha
JIMIETO H YCTHHTE, CBCTOSHHETO IO NPUHLHI ce OBNajsBa Oe3 JnevueHue, Makap 4e 3a
obileKuaBaHe HA CHMIITOMMTE € IIONE3HO NPHIATAHETO Ha aHTUXICTAMUHOBH IIPET2pPaTH.
AmnruoesieM, CBEP3aH ¢ OTOK Ha JIapHHKca Mojke Jia uMa daraned uzxon. B cayuaure, npu
KOHTO HMa aHTaXMPAHE HA €3MKa, [JIOTHCA KIIH JIAPHHKCA, KOeTO € BEepOATHO Aa IIPHYHUHU
00CTpyKuK4 Ha BB3/YINHATE NBTHIIA, He3a0aBHo TpsOBa Oa ce 3alI0YHe CIENIHO JIEYEHHE.,
To moxe fa BKIIOYBA HpHNAraHe HA aAPeHANTKH H/UAN NOAABPIKAHE HA MPOXOAUMOCT Ha
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BE3AYLIHATE WETHIA. [TanenTsT ce nouiara Ha CTPOr MEAMIIHCKE KOHTPOI A0 ITBIHOTO
U TpaliHo OT2ByYaBaHe HA CUMIITOMHTE.

IMaupenTtu ¢ aHamHe3a Ha aHTHOENEM, HecBHp3aH ¢ Tepanusta ¢ ACE-nnxuburop Moxe
Jla ca M3VOXKEHM Ha MOBHIIEH DUCK OT AHTHOEAEM B Iponeca Ha npuemane Ha ACE-
nuxudnTOpa (6oic. m. 4.3.).

AHADHITARKTOHIIHH  PEAKIJHH 110 BPEME HA  AQEPE34  HA
JHIIOIIPOTEHHHTE C HHCKA IITBTHOCT (LDL)

B penxu cnyyay, nipu nanuenty, npueManii ACE-unxubutopu no BpemMe Ha adepesa Ha
sunonpotrenHuTe ¢ Hucka mrsTHoct (LDL) ¢ nexctpaHoB cyndar ca naOlnronaBasn
MBOTO- 3acTpaliaBailli aHA(WIAKTOMAHY peaknuy. Te3u peakuuu ce u30Arear uypes
BpeMEHHO npekpatseade Ha Tepanuara ¢ ACE-uaxuburop npenu Beaxa adepeza.

AHADHIIAKTHYHH PEAKITUH 110 BPEME HA JECEHCHBHIIH3AIIUA

[Ipu pamuewru, nonywasamy ACE-mmxuuropy m©Do BpeMe Ha JeueHHe 3a
AeceHcHOWIN3anys (Halp. OTpOBa Ha XHMEHOIITepa), ca HabmoxaBany ana(uIaKTOMIHH
peakiyu. Ilpu chINUTe MalUMeHTH, ITOCOYEHHMTE peaKknuH ca OwiM u3berHaru dpes
BPEMEHHO MpeKxpaTsBaHe Ha mpuema na ACE-umxuGuropure, HO Te ca ce NOIBIBANM
OTHOBO IIpH HEBHMMaHHE NP NOBTOPHOTO HATOBAPBAHE.

YEPHOIPOBHA HEJJOCTATHHHOCT

B penxn cnywan ACE-urxuOurtopure ca OMAM CREP3BAHU CHC CHHAPOM, KOHTO 3aI104Ba C
XONECTATHYHA JKBITEHHAUa W IporpecHpa Ao (ynMHHAHTHZ 4epHOApoOHA HEKpO3a H
(momskora) cMBpT. MeXaHH3MET Ha TO3H CHHApPOM € HesdceH. [Ipu manueHTH,
nonyyaBaniy ACE-MHXHOWTOpH, NpU KOHTO €€ Ppa3BHBa KBATCHUIA WIM H3Pa3eHO
TIOBHIIIABAHE HA CTOMHOCTUTE Ha YyepHOApoOHUTE eH3nMy, ACE-mxuburopa tpibsa na ce
APEKPaTH M TAXHOTO ChCTOSHHE TPAOBa Ha ce mpociedy N0 HAMNEXEH HAYWH OT JIeKap
(8xc. m. 4.8).

HEYTPOIIEHHA/AT PAHYIIOITHTO3A/TPOMBOIL[HTOIIEHHA/AHEMHA

IIpu DanueHTH, MpHeManIi ACE-unxuburopu, ca HaOaroapaHy
HeYTpONeHHA/arpanynionoTosa, pombonyronenys 1 aneMus. IIpu nanuenty ¢ HopmanHa
OrOpeyna QyHxuus Ge3 Apyri ycnoxHsIBauM GAaKTOPH HEYTPOICHUS CE IOSBSBA PAAKO.
Perindopril Tpa6Ba Aa ce H3MNoN3Ba C H3KIFCUHTEIHO BHIMAHHE OT HMAIMERTH ¢ KONareHHH
CBAOBH 320019BaHM4, Ha HMYHOCYIpeCHBHA Tepallid, JIeueHHe ¢ aJONypHHON HIIA
NpoOKaWHaMuy wid koMOMHALMA OT TE3H YCIOKHABAM (axTopH, ocobeHo B clyuaw,
KOraTo CBHIIECTBYBA [peABApHUTENHO YCTaHOBEHA YBpeJieHa 6u0peuna dyuxiua. Haxou ot
TE3HM NAllMEeHTH Pa3sBUBAT CEPHO3HM MH(EKIHM, KOUTO B HAKOJKO Cliyyas He Ca TTOBAHLIH
OT HHTEH31BH2 aHTHONOTUYHA Tepanii. AKC Ha TaK{Ba NallMeHTH ce Haspayun perindopril,
Ce NperiopkYBa pefOBHO NPOCHeABaHe Ha JIEBKOrpaMara M MalleHTHTe TpsOpa ja 6njar
npeayNpeseHH Ja choOLIaBaT 3a BCAKAKBH IpH3HAIM Ha HHQeKus.

PACOBA IIPHHATE)KHOCT
OTHOCHTEIHUAT J41 Ha CNy4YauTe Ha aHruoenem, ripuunsed ot ACE-unxuburopy, € mo-
BHCOK IpK YePHOKOXH NAalMEeHTH, OTKONKOTO MIPH HE YEPHOKOXH HAalUeHTH.




HMomobro wa ocrananute ACE-unxuburopw, perindopril mMoxke na OBme mo-Maiko
edEeKTHBEH 3a HaMaIABaHE Ha KPHBHOTO HandraHe TIpHM YEPHOKOXM, OTKOJKOTO NpH He
YEePHOKOJH, BEPOATHO NMOpajH no-BHcOKara OOMECTHOCT OT apTepHaliHa XHWIIEPTOHHS H
CBCTOAHME Ha HHCHK PEHHH CPeJ YepHOKOMKATa MOMYHallis 0T XUIePTORHIH.

KAIJTHIA

VimMa choOuwienus 3a nosissBaHe Ha Kauuidna npe usnonspaHe Ha ACE-uHXuOHTOpPH.
OOHKHOBEHO KalUIAIATA € HeNpoAYKTHBHA, NEpCHCTHpallia M OT3ByYaBa Clel
npeKkpatsaBaHe Ha jgeuennero. Karo yacT oT AudepeHimanHaTa JUaTHO3a HA KalUIHIATa
TpAOBa Ja ce pasriexJa Kauviunara, nHaynupana Ha ACE-unxuburtopy,

XUPYPIHYHH HHTEPBERIHH/AHECTEIHA

IIpy marpeHTH, NOMIATAHE Ha TONEMH XHPYPrHYHH WHTEPBEHLN WA N[O BpEME Ha
AHECTE3Ws C areHTH, NPeTU3BUKBAINY XUNOTORMA, Prestarium® 10 mg Moxe ma Gnoxupa
obpasyranero Ha aHruorTenzun II, mONyd9eH BCIEACTBHE HAa KOMIIEHCATOPHO
ocBoOoXxnasane Ha peHHH. Jleuennero TpaOBa Ja ce OpEeKpaTH €AMH JEH Hpend
onepauHaTa. AKO Ceé HOSBH XMIIOTOHHSA, 32 KOATO Ce IpElleHH, Ye C& ABIDKH Ha TO3H
MEXaHH3EBM, T4 MOXKE A ce& KOPHIHpa Upe3 yBeauJaBase Ha obema.

XHITEPKATTHEMHA

Ilpu Haxowm nanmeHTH, JeKyeanu ¢ ACE-umxuburopu, pkmountenro perindopril, ca
HabOmoAapaHy MOBHIICHH CTOHHOCTH Ha cepyMHBA Kanui. IlanpeHTHTe, H3OKEHA Ha
PHCK OT pa3sBUTHE Ha XHNEpKalHeMHd, BKIIOUBAT HaueHTH ¢ 0B0peuHa HeRoCTAThHHOCT,
HEKOHTPOAMpaH 3axXapeH Jjualer, WM TaKuBa, NpHeMalllF Kallif CBXpPaHsBaIld
JMYPETHIIH, KaNieBH JOOaBKH HITH ChIBPKAIY KaNHi 3aMeCTUTEN Ha TPAe3Ha COIl; HIH
TAKMBA NAHHEHTH, TNpHEMAaily JApyrd MENHKaMEHTH, CBBP3aHM C [OBHIIaBaHe Ha
CEpyMHHTE HHBa Ha Kamid (Hanp. XenapyuH). PeAOBHO NpocCiefiBaHe Ha CEpyMHHS Kanui
ce IIPENOopPBYBA, aKO YCIOPEAHOTO M3MON3BAaHE HA TOPENOCOYCHHTE areHTH ce CMETHE 3a

HOOXO A0,

HHABETHI[H

IIpes mbpeua Mecen ot neyerauero ¢ ACE-uHXuOHTOPH Ha AMaGeTHHH, KOHTO NIpUeMar
aHTHAKMA0ETHY NperapaTy NepopanHe WIH HHCYIIHH, TpsOBa A2 ce H3BBPINBA peJOBeH
KOHTpOII Ha rimuKemMusaTa (6oc. m. 4.5.).

JIUTHN
KomGunupasero Ha nuTHIi ¢ perindopril mo npuHIMI He ce niperiopbusa (BK. T. 4.5.).

KATHYH CBXPAHABAIL[H [[UVPETHITH, KAJTHEBH JJOFABKH HIIH
CBIABPIKAIIIH KAJTHH 3AMECTHTEJIH HA TPAIIE3HA COJI

o npunnun He ce npenophyea koMOuHMpaHe Ha perindopril 1 xanuii cbxpaugsany
JAHYPETHIIY, KalKeBH J0OABKH HilM ChABPXKAINY KaJlHif 3aMEeCTUTENH Ha Tpane3Ha Col
(8o1c. m. 4.5.)

[fopapy HamuyneTo Ha IAKTO32, NALMEHTH, UMALLH PeNKH HACeACTBeHH pobieMy Ha
rafiakTo3Ha HEMOHOCUMOCT, IMIOK030-TaliaKkTo3a Manabcopbuus unu Lappﬂamaseﬂ
AeuLuT, He TpAOBa Ja NPHEMAaT TOBA JIEKapCTeO. -




4,5 . JTekapcrBeHy M Kpyrl B3aHMOAeHCTBHS

HHYPETHITH

Ilpu manpeHTH, NpHeMaili AHYPETHLIH, 0COOSHO NauHeHTH C ASXHAPATAIMA H/UIH BOTHO-
CONIEBH HapylIeHUdA, Moe Ja ce HabnrofaBa IpeKOMEpHO HAaMAlsBaHE HA KPBHBHOTO
HansraHe cnef Havyanoro Ha Tepamuara ¢ ACE-uaxuburopn. BepostHOCTTa OT
XHIOTEH3NBHH e()EKTH MOXKE Ja ce PeAyHypa Ype3 CIHpaHe Ha JUypeTHKa, YBelHyaBaHe
Ha oDema UMM NpueMa Ha Ol NIpeXH HavanoTo Ha TepanuaTa ¢ HHCKH H HapacTBally JO3U
perindopril.

KAJTHY  CBXPAHABAIIH  JHYPETHLH, KAJHEBH [JOFABKH  HIH
CBITbPIKALLIH KAJTHH 3AMECTHTEJIH HA TPAITE3HA COJT

Makap uye cepymBua Kanuii OOMKHOBEHO OCTaBa B HODMAIHM TpauuOy, NPH HAKOH
naHeHTy, JjlekyBaHu ¢ perindopril Moxe fa ce nosBu xunepkanvemus. Kamuii
ChXpaHfBaily AuypeTHuM (Hanp. CHHPOHONMAKTOH, TpUAMTEpeH WAH aMHBAOPUL),
KanueBuTe 00aBKH WIH CHABPKAIIMTE KaIWi 3aMECTHTENH Ha Tpale3Ha CcOJl MoraTr Ja
FOBENaT 10 3HAYHMO YBENMYABAHE HA CTOMHOCTHTE Ha cepyMHMs xanuii. [lo Tasu
npuyMHa KoMmOHHMpaHeTo Ha perindopril ¢ ropenmocouyeHHTe MEAMKAMEHTH HE C€
npenopeusa (exc. m. 4.4). Axo enHoBpeMeHHara ynorpeba € rokasana nopaiH H3sBeHa
XMAOKanueMus, Te TpabBa fAa ce W3MON3BAT C IOBMOIEHO BHUMAaHWe W IIPU HECTO
NpocnensBane Ha CTOHHOCTHTE Ha CEPYMHUA Kanui,

JIHTHH

Hma croOmenns 3a 00paTMMO HOBHIIABaHE Ha CEPYMHHUTE KOHUEHTPAIMM HA JIMTHA H
TOKCHYHOCT 0p¥ €AHOBpEeMEHHO mnpHemane Ha JHTHMH M ACE-uaxnburopm.
Ennospemennara ynoTpeba ¢ THA3sHIHA JUYPETHIH MOXE 3 NOBHILH PHCKA OT JIMTHEBA
TOKCHYHOCT K 2 YBEeIMYM BEYe NOBHIICHHA PHCK OT NHTHeBa ToxcHyHoct mpu ACE-
uuxubHTopute. He ce npenopbuBa 6AHOBPEMEHHOTO H3MOJ3BaHe Ha perindopril H AHTHIA,
HO aKo KOMOHHaIMATa ce okaxe HeoOXomuMa, cepyMHHTe HHBA Ha JUTHA Tpabsa ja ce
HpOCIEASBAT BHUMATENHO (6. m. 4.4).

HECTEPOHITHH IIPOTHBOBBIIAJIHTEIIHH CPEJ[CTBA (HCIIBC)
BKIIFOYHTETHO ACITHPHH > 3g/[THEBHO

[IpuemManero ma HeCTEpOMAHM NPOTHBOBBIIAINTENHH CPEACTBA MOXKe A3 HaMAIH
aHTHXUNepTeH3uBAMA ederT Ha ACE-unxuOuropure. B nomsmnenne, HCIIBC u ACE-
HHXHOHTOpUTE MMaT anuTHBeH e(eKT 3a NMOBMIIABANE HA CEpPYMHHMS Kammif ¥ Morar na
JOBEAaT MO BiomaBaHe na Onbpeynara ¢yHxkummi. OOHKHOBEHO Te3nm eexTH ca
obparumu. Paaxo Moxe Ja ce IosABH ocTpa 6BOpedHa WeAOCTATHYHOCT, ocobeHo Npu
MAUMEHTH ¢ KoMIpoMeTupava OnOpeuHa QYHKIMS, TPEIUMHO I0-BBE3pAacTHH WIH
DEXHIPATUPaHYU NalHeHTH.

AHTHXHIIEPTEH3HBHH CPEJJCTBA H BA3OIHIIATATOPH
ERHOBpeMEeHHOTO H3MOJN3BaHE HA TE3H CPEACTBA MOXE Jad YBEIHYH XUNOTCH3UBHHTE
epexts wa perindopril. EXHOBPEMEHHOTO NPHIOMEHHE C HUTPOIJIMIEPME H ApYTH
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HUTpaTH MMM JApYrM Ba3QMUAATATOPH MOXEe [ONBIHHTEHO Ja TOHMKK KpHBHOTO
HanArake.

AHTHIHABETHH ITPEIIAPATH

PesyntarWte OT enMASMHMONOCHYHUM HpOYYBAaHUA BHYINABaT, Y€ eNHOBPEMEHHOTO
npunoxenne Ha ACE-uHXHORTOpH M aHTHAMAOETHH MEAHMKAMEHTH (MHCYJMHH, OpanHH
XMIIOTIIMKEMHYHH CPEJCTBA ) MOXE JIa MPHYHHM IO-CHIICH FNIIOKO30MOHMKABALY E(EKT C
PHCK OT xunornpkeMus. ToBa sBHeHHME € IO-BEpOATHO Ja Ce MOSBH Ipe3 IBPBHTE
CeJIMHIM Ha KOMOGHHHMP2HOTO Ae4eHNe U NPK HauueHTH ¢ Ge0pedHo yBpexane.

TPHITHRKITHYIHH ARTHITETPECAHTH/AHTHIICUHXOTHITH/AHECTETHIIH
EARHOBpeMEHHOTO H3MON3BAHE HA HAKOM AHECTETUYHM JIEKAPCTBEHH CPEACTBA,
TPUIMKAMYHI aHTHENPeCaHTH U aHTuncuxoromy ¢ ACE-nmxnburopure Moxe Nia UMa 3a
PE3YITAT HOMBIHUTEHO OHKABAHe Ha KPBBHOTO HanAraHe (exc. m. 4.4).

CHMIIATHKOMHUHMETHIIH
CuMIaTHKOMUMETHIIUTE MOTAT Ja HaMalAT aHTUXHIIepTeH3uBHHTE efextn Ha ACE-

HBEXHOHTOpUTE.

ALQETHIICAJIHIIHIIOBA KHCE/IHHA, TPOMBOJIHTHIH, HETA-BJIOKEPH,
HHTPATH

Perindopril mosxe 1a ce U3N0N3Ba €HOBPEMEHHO C aUETHICANHIIMAOBA KUCeNRa (KOoraTo
ce H3MOJi3Ba KaTo TPOMOOMUTHK), TpoMOonmuTuLy, Geta ONIoKepH W/IITH HUTPATH.

4.6. bpemenHocT M KbpMeHe

BPEMEHHOCT

Prestarium® 10 mg Be TpaGBa Ja ce W3NON3BA TO BPEME HA NBPBHS TPUMECTHP HA
OpemennoctTa. Koraro ce miasvpa nny noTBEpAM GPEMEHHOCT, KONKOTO € BE3MOXHO
no-0ep30 TpaGBa #a ce MpeMHHE KEM JApyro antepHatusHO nedenwe, KoTpommpanm
npoyysannad Ha ACE-umxuburopuire He ca OWIHM NpOBEXNaHM OPH XOpa, HO B
orpanuven Opoii ciyyan ¢ eKCIO3HLMA 10 BpEME Ha MBPBHA TPHMECTHD HAMA JaHHH 32
HAKaKBH MandopMaliy, CHOTBEICTBANIM Ha (ETOTOKCHYHOCT IPH UYOBEKZ, KAKTO €
OIHICaHA YIO-OMY.

Perindopril e npoTiBONIOKA3aH Mpe3 BTOPHA U TPETHA TPUMECTEP Ha OpeMEeHHOCTTA.
H3sectro e, we npoxsmxuTensara ynorpeda Ha ACE-HHXHOUTOp NIpe3 BTOpys U TPETHA
TPUMECTBP NpeUSBHKBA (PETOTOKCHYHOCT HpH woBeka (BiowmeHa OnOpeuna (yHKIHA,
ONIUrOXHApPaMHHOH, 3a0aBeHa ocH(MKanys Ha dYepena) M HEOHATalHA TOKCHYHOCT
(6B0peuna HeAOCTATHYHOCT, XHIOTOHNS, XHIIEPKanueMHus). (gxc. m. 5.3.)

AKO OT BTOpHA TpPHMeECTbP Ha OpeMEHHOCTTa HATATHK CE YCTaHOBH, Y€ € NmpUeMaH
perindopril ce mpenopbyBa ynTpa3BykoBO uichensane Ha OnOpeunata GyHKLES H
gepena.

KbPMEHE




He e ussectHo namu perindopril ce OTAELA B goBellKaTa KepMa. [o Tasu npuyHHa He ce
[peliopsYBa H3NOI3BaHe Ha Prestarinm® 10 mg hwmupasy TaboeTku OT KbhpMEH
KEHH.

4.7. EdexTH BLPXY CHOCOOHOCTTA 32 MIoQupane # padora ¢ MAIMEN
He ca npopexxnanM mpoyusaHus 3a eeKTUTE BLPXY crocobHOCTTa 32 HodHpake H

paboTa ¢ MatHHH.
Tpsbsa na ce UMa npeABy], Ue O BpeMme Ha IodHpare uin padoTa ¢ MalIMHK MOTaT B
OTHENHH CTyyal Ja CE NOABAT IilaBo3aMaiiBaHe WM yMOpa.

4.8.Hexxellann JIEKAPCTREHH peaKIHy
IMo Bpeme Ha neuenue ¢ perindopril ca HaOMozaBanH CIISIHHTE HEXENAHH PEaKIHH,

KOHTO ca KaTerOpu3HPaNH 10 YECTOTA, KAaKTO CIepa:
Msuoro uecta (>1/10); wectu (>1/100, <1/10); He Tonkora uectu (>1/1000, <1/100);
penks (>1/10000, <1/1000); muoro pemku (<1/10000), BKIFOMHTETHO H3OIHPAHH
CHODIIEHNA.

HAPYIIEHUA OT CTPAHA HA KPHBTA H JIHM®PHATA CHCTEMA

IHommxasane Ha  xemornobuHa W XEMaToKpHTa, TpOMOOLMTOIEHHS,
JIeBKONCHUSA/HEYTPOTICHUA ¥ CJIy4Ja Ha arpaHyNONHTO3a HAH NAHIMTONEHH ca OHim
HaONo@aBaHH MHOTO psako. Muoro pszpko ca Omix ceoDmiaaHM cloydyad Ha
XEeMONNTUYHA aHEMHS MpW NalMeHTH C BpoJcH AepUUUT Ha TIIIOK030-6-gocdar
JAexunporenasara (6oic. m. 4.4.).

IICHXUATPHYAU HAPVIIIEHYT:
He Tonkoea decti: pascTpolcTBa Ha HACTPOSHHETO MIIH CHH

HAPYINEHHA OT CTPAHA HA HEPBHATA CHCTEMA
Yectu: rnasofoniue, 3aMasHOCT, BUCHE Ha CBAT, IaPECTE3NH
Mroro peaku: 00LpKaHOCT

OYHH HAPYILIEHHA
UecTH: 3pUTENHA HApYIIEHHs

HAPYIITEHHA OT CTPAHA HA VIIIHTE H JIABHPHHTA
Yecry: miyM B yIInTe

HAPYIUEHHA OT CTPAHA HA ChPAEYHO-CBJOBATA CHCTEMA

YecTH: XHITOTOHHS U €(EKTH, CBHP3aHU C XHUIIOTOHHATA.

MHoro penxy: apuUTMES, aHTHH2 HEKTOPHC, MAOKapAeH UH(apKT ¥ HHCYAT, BEPOATHO
BCJIEICTBHE HA €KCLIIECHBHA XMIIOTOHSA IIPH BUCOKOPHCKOBH MALHEHTH (6x¢. m. 4.4.).

HAPYINEHHA OT CTPAHA HA JHXATETHATA CHCTEMA, F PIS,ZIHH.FI Ko
MEJJHACTHHYMA -

UecTH: KaHUTHila, JUCITHES ;;'}f‘ STk “"4;;‘
. e
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He Tonkora 4ecTH: OpOHXOCHAIEM
Muoro peaxy: e03uHO(QUIHA THEBMOHHS, PHHUT

HAPVIIIEHHA OT CTPAHA HA XPAHOCMHIIATE/THATA CHCTEMA

YecTu: rajeHe, IoBpbilane, OONKH B KOpeMa, HapyIleH BKYC, MUCTICTICHS, AHApHs, 3aTeK
He TonkoBa yecTr: CyX0Ta B ycTara

MHOTO pefiku: MaHKpeaTuT

KITBYHO-YEPHOIPOSHH HAPYIIIEHHA
MHOI0 pefiKK: XeNaTAT ik NHTOHTHYCH W XONeCTaTHyeH (. m. 4.4.).

HAPVIIEHHSA OT CTPAHA HA KOXKATA H IIOIJKOKHHTE ThKAHH

YecT: o6pus, npypuTyc

He ToNKOBa YeCTH: aHTHOSEM Ha JIMLIETO, KpailHANMTE, YCTHUTE, IMTaBHIINTE, e3HKa,
rIOTHCA WM AapHHKca, YpTHKapus (6. m. 4.4.).

MHoro pefxu: epureMa MynTadopMe

HAPYIIEHHA OT CTPAHA HA OIIOPHO-JIBHI' ATEJIHHA AITAPAT,
CHEHHHTE/IHATA ThKAH H KOCTHTE
YecTdl: MyCKYRHY KpaMIIH

HAPYIIEHHA OT CTPAHA HA FhLPEIHUTE H THKOYHHTE IIBTHIIA
He Tonxopa yectu: 650pedHa HEROCTATHYHOCT
Mnoro pegxu: octpa 6n6peuHa HeOCTATBYHOCT

HAPYIIEHHUA OT CTPAHA HA ITOJTIOBATA CHCTEMA HI'bPITHTE
He Tonkopa yecTu: IMOOTEHTHOCT

OBIITH HAPYVIITEHHA
UeCTH: aCTEHUA
He Tonkora wecty: H3oTIBaHE

H3CIIEIBAHHUA

Morar ga ce noseAT NOBMILABAHE Ha CTOHHOCTHTE HAa KphBHATA yped M IUiasMEHH:A
KpeaTHHHH, XWNlepkanwemus, oOparuMma cieli MpeKkCBane HA TpHeMa, ocobeHO IpH
HaMYHeTo Ha ObOpevna HENOCTATHUHOCT, TEXKKA CBpJAEYHAa HEAOCTaThYHOCT H
peHOBazalmHa XMIEPTOHHA. PsAKO ce cbobOmiaEa 3a TOBMIIEHM CTOHHOCTH Ha
yepHOApoOHHTE eH3UMH U CepyMHES OumIpyOHH.

4.9.JIpexo3npane

Wma na pasnonoxeHue OrpaHHYCHH J2HHM 3a DpeAo3HpaHe OpH Xopa. CHMITOMHTE,
cBbp3anu ¢ mpenosupane ha ACE-mHxuOutopmTe, MOTaT Aa BKJIIOYBAT XUIIOTOHMS,
UMPKYNATOpeH IIOK, eNEKTPONMTHHA HapymieHus, OnOpeuHa HeZOCTATHLYHOCT,
XHIEPBEHTHIIANNS, TAXHKApAKs, MauTaLHy, OpanykapAns, 3aMaiiBale, TPeBOXKHOCT H
KaHUTHIA.

[IpenopbYBaHOTO JIEYEHHE HA NPEJO3HPAHeTO € WHTPaBeHO3Ha HAdY3HS HA HATpHEB
xjiopun 9 mg/ml (0.9%) paztBop. AKO ce IosSBH xnnomm}?;; TALMCHTET 'I'p}IﬁBa Ha Opge
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FIOCTaBEH B MOJIOKEHHE 32 JieueHHe Ha IOK. AKO € Ha Pa3snojIoxKeHNe, MOXKE CHINO Aa ce
pasrnesa negenue ¢ uHGY3HS Ha anrHoTen3ud Il w/vnM xarexonaMHHH HHTPABEeHO3HO.
Perindopril Moxxe ga ce otcrpaHu oT 0OHIOTO KphBOOOpallleHHE 4pe3 XeMOJAHAiH3a.
(6xc. m. 4.4.). 3a Opangukapnus, Pe3UCTEHTHA Ha HEYeHMe, € JIOKasaHa Tepamui ¢
neticMeiiksp. HempexbcHato Tpabea Ja ce MpOCHEAABAT JKH3HEHUTE IOKa3aTeNn,
CEPYMHHTE ENEKTPONUTH i KOHLEHTPALHHTE Ha KpeaTHHHHA.

5. ®APMAKOJOI'HTYHH JAHHHA

5.1.@apmMakoAHHAMAYHH CBOHCTBA

dapmakoTtepanesTHuHa rpyna: ACE uHXubuTOp, 060HKHOBEHH

ATC rxon: CO9A AQ4

Perindopril e usxuOuTOp Ha €H31MA, KOHTO KOHBEPTHpA SHIMOTEH3HH | B aHrHOTCH3HH
Il (asruotensus xoHeeptupain ensuM, ACE). KoHsepTHpalluaT eH3HM, HAM KHHa3a,
HpeACTABIsABa €K30MENTHAa3a, KOSTO MO3BONABA KOHBEPCHS HA AHIHOTEH3MH | BEB
BA30KOHCTPHKTOpa aurworeHsuH II, xaxto ¥ oOTroBapsAuy 3a pasnafgaHeTO Ha
BazojMnaratopa OpaJUKMHHH HA HeakTHBeH XekTanentus, Maxubumuara Ha ACE nMa
3a pe3ynTatr pefyKups Ha apryotensud II B mimasmara, X0eTo BOAM HO YBEMHMUEHA
InrasMeHa peHHHOBa aKTHBHOCT (Upe3 HHXHOHIINA HAa OTpHIlaTeIHaTa oOpaTHa Bphb3ka 3a
oceo0OKIaBaHe HAa PeHHH) W HamaleHa cekpels Ha anpgoctepoH. TeH karo ACE
MHaKTHBHpa OpadVKHHWHA, HETOBaTa WHXUOHMUIMA MMa 3a pe3ynrarT NOBHINABaHE Ha
SKTHBHOCTTA HA LHPKY/JIHPALLWTE B JTOKAHH KanUKpEHH-KAHIHOBY CHCTEMH (M 110 TO3H
HauMH CHIIO TaKa aKTHBHpaHe Ha MPOCTarlaHAWHOBAaTa cHcTeMa). BBiMOXKHO € TO3H
MEXaHH3bM JAa ACNPHUHACH 33 HOHWKABaOTO KPBHBHOTO Hamgrane geiictBue Ha ACE-
HHXHOUTOpDUTE U OTHACTH Ja € OTrOBOpeH 32 TEXHHWTE CTpaHM4YHH efextu (marmp.
KaliHLA).

Perindopril pelictBa upe3 cBod akTHBeH MeraboiMT mnepuHponpuiaar. Jlpyrure
MeTabonuTy He noxassat HHxuOUIMA Ha ACE akTUBHOCTTZ MH BHTPO.

Perindopril € axTHBeH NpH BCHYKH CTENEHM HAa XUIEPTOHMATA: AEKA, YMEPEHA, TEIKKa;
HaOmojaea ce NOHIKAPAHE HAa CTOMHOCTHTE Ha CHCTONHYHOTO H JHACTONMYHOTO
KPBBHO HaIsraHe KakTO B JIETHANC NOJOXKEHHe 1o TIpwed, Taka M B M3IPaBEHO
TIONOKEHHE.

Perindopril Hamansea nepu)epHOTO CBEOBO CHIPOTHBIEHHE, KOETO BOAM JO
HaMmansBaHe Ha KPLBHOTO Hansrade. BeieAcTeHe Ha TOBa ce YBERWYaBa nepudiepHusT
KPBBOTOK, 0€3 edeKT BpXY ChbpAeYHaTa 4eCcTOTAa,

Kato npasuno ce ymemuuapa OBOpeyHHMAT KpBBOTOK, J[AOKAaTO CKOpPOCTTa Ha
rinoMepyniapua duntpamus (CI'®) 00MKHOBEHO 0OCTABA HENTPOMEHEHA.
AHTHXUIIEpPTEH3NBHATA aKTHBHOCT € MaKCHMaiHa MexXny 4 W 6 4. cned NpueM Ha
eAMHHYHA 1032 H NpOABIKaBa [IoHe B TeueHHe Ha 24 v.: 87-100% or edekrure noasar
B MeKIYTHKOBUTE CEKTOPU.

[lansT Ha KpBBHOTO HamdraHe HacTeuBa Opp30. Ilpw noBmMgsaly ce MANUEHTH,
HOpManu3allis ce [OCTUra B paMmkuTe Ha | Mecell M mepcucTipa 0e3 nosAsspaHe Ha
TaxuQuAaKcHs.

CnupaHeTo Ha JIEYeHHEeTO He BOAK JO ,rebound” edexr. .- =,
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Perindopril Hamanspa JinBOKaMepHaTa XHIEpTpodus.

Jlokazano e, ye npu xopa perindopril AeMoHCTpHpa ChACPA3MpPsABaLIY cBojicTsa. Toi
noxobpsaea enacTHYHOCTTA HAa TOJEMHTE aprepHd H HaMaiiBa OTHOINEHHETO
MEJIHATyMEeH Ha MATKHTE ApTEPHU.

CrnomaraTenna Tepanua ¢ THa3HAEH AHYPETHK BOAH JO CHHEPrHs OT aJWTHBEH THIL
Kombunanusgta ot ACE-UHXHOHTOp ¥ THa3KJ CBHIO HAMAIABA PHCKA OT XUIIOKAIHEMHS,
NpeAN3BHKAHA OT JHYPETHYHOTO JIEYCHHE.

5.2. @apmakoKHHETHYHH CBOliCTBA
Cnex npepopanso npuemane abcopOumara ma perindopril € Obp3a M MakchuManHa
KOHLEHTpALMS ce AOCTHra 33 Ho-Manko oT 1 4. TliasMeHuaT nomyxuBoT Ha perindopril
€ paeeH Ha 1 gac.
Perindopril e nexapcrees mnpemmecTBeHMK. 27% ot npunoxeHata fosa perindopril
HOCTHTra KpEBOOOPBILEHHETO GO (popMaTa Ha aKTHBHHS METa00JIMT NEpHHAOTIPHIIAT.
B rnouwiHende xpM axtuBHmaAperindoprilat, perindopril ce pasrpaxza mHa ome 5
Mera0onuTy - BCHYKHTE HEaKkTHBHM. MakcuMmanHa I[NlasMeHa KOHILGHTpals Ha
perindoprilat ce mocTara B paMkute Ha 3 o 4 4.
Tsi KaTo NPUEMBT Ha XpaHa Hamassa KoHBepcusTa B perindoprilat u cregosaTenHo
6ronanmuuHoCTTa, perindopril arginine Tpsa6Ba Aa ce Hpiiara NEpopaiHO KaTo eIHHAYHA
JHEBHa /1034 CYTPHH Ha TTIafHo.
JeMoHCTpHpana e JikHeilHa 3aBHcHMOCT Mewcy josata perindopril u maasmenata i
EKCTIOHALHS.

O6emeT Ha paznpegencnye e npubnusuTenso 0.2 1./kg 3a HecBBp3aH epHHAONPHIIAT.
Ceop3paneto Ha perindoptilat ¢ nnasmenure doenteun € 20% rAaBHO ¢ aHTHOTEH3MH
KOHBEPTHPAIIHNA €H3HM , HO € 3aBUCHMO 0T KOHLEHTpaIUATA.

INepunponpuiaar ce OTHENs B YpUHaTa M IIOJYKHBOTZ HA HECBbp3aHara (pakuui e
npubnusurenso 17 4., KOETO MMa 3a pe3ysiTaT IOCTHraHe Ka steady state cnen 4 nuHn
ERuMUHHpaHEeTO HA MEPHHIOHPHIIAT HaMansBa MIpH Xopa B HallpeAHANla BE3PAacT U CHII0
TaKa NIpH NEIUEHTH CBC ChpieyHa Wi OwnOpeuna HepocrarbyHocT. [Ipu 6B6peuna
HEAOCTAaTBYHOCT € JKellaTeliHa KOpEeKUWsd Ha [03aTa B 3aBHCHMOCT OT CTeleHTa Ha
yBpexaneTo (KpeaTHHHUHOBHS KIUPEHC).

Jluanu3HuAT KNHPEHC Ha AEPHHIONPUIAT € paBeH Ha 70 ml./min.

Kunernxara Ha perindopril € mpomeHena npH HallMeHTH C LHpO3a: XenaranHudrT
KIMPBHC HA MOJIEKyliaTa-Malika ce peaynmpa nanonoBuua. Konuuectsoro obpasysad
nepMHAonpuiar, obaye, He HamadBa H MO Ta3W NPHYMHA HE Ce Hallara KOpeKuds Ha
no3arta (goc. cotgo m. 4.2. um. 4.4).

5.3. lpeaxnuunyHn FAHHH 32 0e301acHoCT

Ilpr npoyysaHe HA XpOHMYHA TOKCHMHOCT ClI€f IIepopanHo Ipunoxenue (BBPXY
ITEXOBe M MaliMyHH) TIpHIETHITE Oprany ca 6p0perTe ¢ 00paTHMHM YBpPEKAAHHS.

B npoyuBanus ¥H BUTPO WIH BH BUBO He ce HabniogaBa MyTarcHHOCT.

B npoyuyBanus 3a penpoJyKTHBHA TOKCHYHOCT (TIBX0BE, MUINKH, 3aiiltn 1 MaliMyHH) He
ca YCTaHOBEHHU IPH3HALY 32 eMOPHOTOKCHYHOCT MM TepaTOreHHOCT. 3a UHXUOUTOpHTE
Ha AHTHOTEH3HH KOHBEPTHpamMA eH3MM obave xaro rpyna-e-0Mio IokasaHo, de
HHIYLMpaT HeONaronpUaTHH e(eKTH BBpPXY KBCHOTO @’e"ran'no pasm»i"r‘t;p, UMaly 3a
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pe3ynTar geranya CMBPT M KOHI'CHWTanHY e(eKTH I[Ipd rpu3add M 3akinu: OrOpednu
JI€3UM ¥ yBeJIYeHa Nepy- U NOCTHATANHA CMBPTHOCT.

B A®BnrocpoyHM npoy4BaHHA BBPXY IUTBXOBeé K MHIIKH HE € YCTaHOBEHa
KaHIEpOreHHOCT.

6. PAPMANEBTHYHH JAHEHA

6.1. Cniichbk H2 NOMOLIIHITE BEIECTBA H TEXHHATE KOJHYECTBA
CwpreBuHa:

Lactose monohydrate

Magnesium stearate

Maltodextrin

Hydrophobic colloidal silica

Sodium starch glycolate (type A)

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

6.2. Hecr.BMecTHMOCTH
Hama

6.3. Cpox ua roguoct
3 rogunp

6.4. Cnennannu yc1oBHS HA CHXPaHeHHe
JpBKTe KYTHSTA IDIETHO 32TBOPEHA.

6.5. Bua u chabprkanMe HA OHAKOBKATA
30 Tabrerxy B 651 DOMMIPONMIIEHOB TabNerey KOHTEHHED CHADMEH C NOTHETHIEHOB

OTpaHUYHTEN H 3€JICHA HCNPO3pauHa 3allyllaiKa ChABPIKALIA H3CYIABAIN I'ef.

6.6. Ilpennopuxu npu ynorpeba
JlekapcTBeHM TIPOAYKTH, KOHTO Bede He ca HeoOxoxumM, He TpsbBa ma Owaar
U3XBBPJISHH C MPhCHATA BOJA MM B OOLIECTBEHATa KaHamu3auua. BepHere ru obparHo B
anTeKara Wiu nomnuTaiite Bamms antexap kak ga ce oCcBOOOJHTE OT TAX B CHOTBETCTIBHE C
HallHOHANIHWUTE IpeAnHcanns. Te3H MepKy CIoMarar 3a ola3sBaHe Ha OKOJHaTa cpeja.

7. IPHTEXATEJ HA PASPEIIUTEIIHOTO 3A IIPOJTAJKBA ..

I

8. HOMEP HA PASPEIIEHMETO 3A VIIOTPEBA &
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9. NJATA HA OBbPBOTO PA3SPEINEHHE / IOJHOBABAEE HA
PA3SPEINEHHETO
10. JATA HA (MACTHYHA) PEBH315 HA TEKCTA

14



