KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

[Ipecrapuym 10 mg punmupanu TabneTku
Prestarium 10 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

[epunnonpun apriuaux (perindopril arginine).

Enna ¢ummupana tabnerka cpabpxka 6,790 mg nepunmonpuia (perindopril), cworBercTBamo Ha 10 mg
nepuHaonp apruaud (perindopril arginine).

IToMomrHO BemecTBO ¢ M3BecTeH edekT: 145,16 Mg rakTo3a MOHOXHUAPAT.

3a MBJIHUS CHUCHK HA TTIOMOIIHUTE BEIECTBA . TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

duamupana TadeTka
3eneHu, KPBIJH, ABOHHO U3MIbKHAM (PUIMHPAHU TaOJICTKH, TPABUPAHU C T or e[HAaTa CTpaHa u ¢ *= or

Jpyrara.
4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU NOKA3ZAHUS

XuneproHus
Jleuenue Ha XxunepTOHUA

CrabunHa dopma Ha KopoHapHa 00JIECT HA CHPLIETO:
Hamanenue Ha pucka OT ChpJCUYHO-ChJIOBU WHITUCHTH MIPH TMAIIMEHTH C MPESKUBSIH MHOKAP/CH UHPAPKT W/UIH
peBacKyJiapu3ariusl.

4.2 Jl03MpoBKAa H HAYHMH HA MPUJI0KEHUE

203H[20BK3

Jo3ata TpsOBa ma ce MHAMBHUAyATN3Upa CIIOpE]] CHCTOSIHUETO Ha TMarueHTa (BX. Touka 4.4) ¥ MOBIMSIBAHETO HA
KPBHBHOTO HaJIsTaHE.

XuneproHus
[IpecTapuym Moke Ja ce Mpuiiara CaMOCTOSATCIHO WM B KOMOHWHAIMS C JPYTH TPYIH aHTUXHUIICPTCH3UBHU

MenukaMeHTH(BX.Toukn 4.3, 4.4, 4.5 u 5.1).

[IpenopbunTenHaTa HaYagHa 103a € 5 My U ce MpreMa BEAHBXK THEBHO CyTPHH.

I[lpy manueHTH ¢ BHCOKA AaKTHMBHOCT Ha CHCTEMaTa pPEHUH-aHTMOTECH3WH-aJIOCTEPOH (MO-KOHKPETHO,
peHOBa3allHa XWIEPTOHUS, HAPYNICHWS Ha BOJHO-COJICBUS OaJaHC W/WIW JeXuIpartanus, ChpJledHa
JICKOMITCHCAITUS UM TeKKA XUTICPTOHUS) MOXKEe J1a ce HaOJr0aBa MPEKOMEPHO CIajiaHe Ha KPhBHOTO HAJIATaHEe



cJel mpHeMa Ha IIbpBOHavasiHaTa J103a. [Ipy TakuBa MAllMEHTH CE MpEeropbuBa HadajaHa ;03a oT 2,5 Mg Kato
HaYaJHUTE €TaId Ha JICYCHUETO TPSAOBa 1a ce M3BBPIIBAT 1O MEIUITMHCKH KOHTPOJI.
Crnen eqHOMECEYHO JIeUeHHUeE /103aTa MOXKe Aa ce yBemaun 10 10 mg BemHbX JHEBHO.

Cren HauanoTto Ha Tepanusta c¢ IIpecTapuym Moxke l1a ce TMOSBM CHMITOMATHYHA XHUIIOTOHHS, TOBa € TIO-
BEPOSITHO IIPY MALMEHTH, KOUTO MPUEMAT YCHOpPEeAHO AuypeTHLH. 1o Tasu mpuymMHa ce mpenopbuBa IpPH TIX
JICYCHUCTO Ja C€ U3BBpIIBA C ITOBUIICHO BHUMAaHHUC, TBH KaTO TaKHBa MaouEeHTHU MoraT Jia UMaT HapylICeHUus Ha
BOJIHO-COJICBHSI OaJIaHC W/HITH JIEXHUIPATAIIHSL.

AKO € BB3MOXKHO, IMYPETUKBT TPsOBa 1a ce crpe 2 70 3 HU Mpean HavanoTo Ha Tepanusta ¢ [Ipectapuym (Bxk.
Touka 4.4).

[Ipu XUNEepTOHUIM, IPU KOMTO € HEBB3MOXKHO CIMpaHe Ha JUypeTHKa, Tepanusara ¢ [Ipectapuym TpsOBa na
3aroyHe ¢ jo3a ot 2,5 mg. Tps6Ba na ce koHTponupa ObOpeuHara GyHKIUS U CEPYMHHUTE CTOWHOCTH Ha KaJHS.
Cren ToBa jo3ara Ha [Ipectapuym TpsiOBa J1a ce KOPUTHpPaA CIOPE]T MOBIHSIBAHETO HA KPHBHOTO HaJsiraHe. AKO €
HEOOXOIMMO, TPUEMAHETO Ha UYPETHK MOXKE JIa C€ TOAHOBH.

[Ipu manueHTH B HalpeIHaNa Bh3pacT JEUSHUETO TPSAOBa Ja 3amo4yHe ¢ 032 OT 2,5 MJ, KOsATO MOXe jJa Oble
MOCTETIEHHO yBEeIUUeHa 10 5 My cien eauH Mecen u cief ToBa A0 10 mg, ako e HeoOX0AUMO, B 3aBHCUMOCT OT
0bOpeuHaTa QyHKIUs (BXK. TAOJIMIIATA [10-]I0JTY).

Crabunza ¢opMa Ha KOpoHapHa 60JIeCT Ha CHPLETO!

[Ipectapuy™m TpsiOBa &1a ce 3amoyHe B 033 OT 5 MJ BEAHBK JHEBHO B MPOIBDKCHUE HA 2 CEIMHMIM, CIIE]l TOBA
na ce yBennuu 10 10 Mg BeaHBXK THEBHO, B 3aBUCHMOCT OT ObOpeuHaTa QyHKIMS U IPU TOJI0KEHHE, Ye J03aTa
5 mg ce monacst 1o6pe.

[Ipu mo-BB3pacTHH MaIMEHTH TpsiOBa Ja ce mpreMaT 2,5 MY BeAHBHXK AHEBHO B MPOJbIDKEHHE Ha | ceaMuIia,
clieBaIaTa ceIMHIA — 5 MY BEeAHBXK JHEBHO, NMPEAN yBeIW4YaBaHe Ha fo3ata 10 10 MQ BeaHBXK IHEBHO, B
3aBUCHUMOCT OT ObOpeuHara ¢yHkums (Brk tadmmma 1 “Kopekmus Ha nmosata mpu HapymieHa ObOpedHa
¢ynkuus”). o3ara TpsOBa Aa ce yBeIMYM caMO aKo MpeArIIHATA [TO-HUCKA J103a ce MOoHAcs Joope.

Cneyuannu nonynayuu

[MammmenTy ¢ OBOPEYHO YBpPEKIAHE:
[Ipu naumenTtu ¢ HapyueHa ObOpeuHa GyHKIUS go3aTa TpsiOBa na ce choOpasu ¢ mocoyeHuTe B Tabmuua 1 mo-
JIOJTy CTOMHOCTHU Ha KPeaTHHUHOBHUS KIUPBHC:

Tabnuiia 1: KOpekiys Ha J103aTa U yBpeaeHa 0bOpeuHa QyHKIIus

KpearnanaoB xkimpbHC (ml/min) [IpenoprunTenHa g03a
Clcr>60 5 mg aHeBHO

30< Clcr <60 2,5 mg nHeBHO

15<Clcr < 30 2,5 mg npes ien
ITarmenTn Ha Xemoauanmsa™

Clcr< 15 2,5 Mg B neHs 3a auanmsa

* IMaM3HUAT KIMPBHHC Ha nepuponpuwiat ¢ 70 ml/min. [Tanuentn Ha xeMoauaiu3a TpsOBa Ja mpueMar J03arta
clIe]] Ihaan3ara.

IaneHT ¢ YepHOAPOOHU YBPEKAAHUS:
[Ipu nauyeHTH ¢ YepHOAPOOHM YBPEKAAHUS HE CE HaJlara KOpeKuus Ha Jo3ata (Bxk. Touku 4.4 u 5.2)

Ilepnarpuyna nonyJanus
besonmacHocTTa M eukacHOCTTa Ha MEPUHAONPUI TMPH JAella M IOHOIIM Ha BB3pacT mox 18 rogumHm He ca
YCTaHOBEHH.




HannuauTe moHACTOAIIEM MAHHU Ca OMHMCAHHW B TOYKa 5.1, HO mpemopbhKa 3a JO3UpOBKaTa HE MOXE 1a Oble
JajieHa.
o Ta3u mpuuMHA HE Cce MperopbyYBa HU3MOI3BAHE MPH Jiela U FOHOIIIH.

Hauun Ha npunoxeHue
3a mepopanHo MPUI0KEHUE.
IIpenopbusa ce IIpectapuym z1a ce mprueMa BeIHBXK JHEBHO CyTPUH IIPEIU XPaHEHE.

4.3 IIporuBonoxa3zanus

o CBpPBXUyBCTBUTEIHOCT KbM AKTHBHOTO BEIIECTBO MJIM KbM HIKOE OT IIOMOIIHUTE BEIeCcTBAa, N30pPOCHHU B
touka 6.1 wmu kM apyr ACE-naxuburop;

° AHaMHECTHYHM JaHHU 3a aHTHOEJIEM, CBBP3aH ¢ mpeamiectpaiia tepanus ¢ ACE-unxuburop (Bk. TOUKa
4.4);

o HacnencTBeH nnm uauonaTuyeH aHTHOENEM;

. Bropu u TpeTH TpuMecThp Ha OpeMEeHHOCTTa (BXK. TOUKH 4.4. 1 4.6);

o EnnoBpemenHo npuiarane Ha IlpecTapuyMm ¢ amMCKUpEH-ChIbpXKAIlM NPOAYKTH MNP MAaLUEHTH ChC

3axapeH auaber wim ObOpedHo yBpexaaHe (ckopocT Ha riomepyiHa ¢unrpamus (GFR) <60 ml/min/1,73m?)
(Bk. Touku 4.5 u 5.1),

. EmnoBpemennara ymorpeba IpH JiedeHHE ChC cakyouTpmi/BaicapraH, [Ipectapmym He TpsOBa ma ce
3aroyBa Npejy Ja ca U3MUHAIK 36 Yaca OT IpreMa Ha MOoCieHaTa 1038 CaKyOuTpuIl/BancapTad (Bxk. ToukH 4.4
u 4.5);

o Excrpakopriopaiinu jiedeHus, BOJCIIH JI0 KOHTAKT HA KPBBTA C OTPHUIIATEIIHO 3apSICHH MTOBBPXHOCTH (BK.
Touka 4.5);
. 3HaunMMa JByCTpaHHA CTEHO3a Ha OBOpPEUYHHWTE apTepUM WM CTEHO3a Ha OBOpedHaTa aprepus Ha

eIMHCTBeH QyHKIMOHUpaI 6b0pek (Bxk. Touka 4.4).
4.4 CuneuuajaHu npeaynpe;xaeHUs U MPeANa3Hil MEPKH NMPH ynoTpeda

Crabwina ¢opma Ha KOpoOHapHa 00JIECT Ha CHPIETO:

AKO 1pe3 IbpBHS MeECEl OT JICUCHHETO C ICPHUHIONPHUI BB3HMKHE CHMITOMATHKA Ha HECTAOMJIHA aHIHMHA
NEKTOpUC (CUJTHA WM He), TPSAOBA Ja Ce M3BBHPIIM BHUMATEIIHA OIICHKA Ha CHOTHOIICHHETO MOJ3a/PUCK Mpeau
JICYCHUETO A2 ObJIe TPOIBIDKEHO.

XUNOTOHUS

ACE-uHXHOUTOpUTE MOTaT Jla MPEJN3BUKAT ClIajjaHe Ha KPHBHOTO HaisraHne. CHMIITOMATHYHA XUIIOTOHHS CE
HaOMOjaBa PAIKO TPH TMAlWEHTH C XHUIEPTOHHS O€3 YCIOXKHEHWS W € TO-BEPOSITHO Jla CE IOSBU TIPU
JEXUPAaTUPAHU TAIMEeHTH, HAIp. Ype3 JUYPETUIM, OTpaHHYEeH MPUEM Ha Tpalle3Ha COJ, JUalln3a, TUAPHs UIH
MOBPBIAHE, MIIM KOUTO CTPajaT OT TeXKa PEHUHO3aBUCHMa XHUIIepTOHUS (BK. Touku 4.5 u 4.8). [Ipu nanuentn
ChC CHMIITOMAaTHYHA ChpPJICYHA HEJAOCTATHYHOCT C WM 03 MpHIpyXkaBaila ObOpeYHa HEJOCTATHYHOCT ¢ Onla
HaOJro/IaBaHa CHUMIITOMATHYHA XWIIOTOHHWs. ToBa € Haii-BeposiTHO Ja ce HaOnrolaBa NMpH NAlUEHTH C T0-
M3pa3eHu CTENeHH Ha ChpJedHaTa HeI0CTAThbUYHOCT, KOETO pedieKTHpa B H3MOJI3BAHETO HAa BHCOKH 03U
OpUMKOBH ITMYpPETHIIH, XUTIOHATPUEMHUS WM HapylieHa OnOpeuHa QyHkuusa. [lpm mamueHTH, W3N0KEHH Ha
MOBHIIEH PUCK OT CUMIITOMAaTHYHA XUIIOTOHUS, TPsOBa a c€ M3BBPLIBA CTPOT KOHTPOJI MO BpeMe Ha HayaJloTo
Ha TepanuaTa U KOPUTHpPAHETO Ha J1o3uTe (BXK. Toukd 4.2 u 4.8). ChuTte choOpakeHUs BaKaT 3a MAIMEeHTH C
MCXEMHYHA OOJIECT Ha CHPIETO WM MO3BYHO-CHI0BA OOJIECT, IPH KOUTO MPEKOMEPHOTO CIaJlaHe Ha KPBBHOTO
HaJsiraHe OM MOTJIO J1a UMa 32 pe3yiTaT HHPApKT Ha MHOKap/a MIIK MO3bYHO-CHJA0B MHIIHICHT.

[Ipu mosBsiBaHEe HA XWUIIOTOHHS MAINMEHTHT TPSIOBa Ja CE€ MOCTAaBU B JICTHAJIO TOJOXCHHE IO TPhO W, aKo ¢
Heo0X0MMO, TpsiOBa Jia ce MPUJIOKKM MHTpaBeHO3HO MH(DY3us ot HaTpueB xjopun 9 mg/ml (0.9%) pa3Top.
EnHa nmpexojHa XUIOTCH3WBHA PEAaKIUs HE € MPOTUBOIIOKA3aHKUE 3a MO-HATATHIIHO MIPUEMaHe Ha ChOTBETHUTE
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JI03H, YUATO TIPHEeM OOMKHOBEHO MOXeE Ja MPOABIDKK 0e3 mpoliaemMu cien MOBUIIaBaHe Ha KPHBHOTO HANATaHE
BCJIECTBUE HA YBEIUYEHUS 00eM.

Ilpy HSIKOM MALMEHTH ChC 3aCTOMHA ChbpAeYHA HEAOCTATHUYHOCT, KOMTO MMAaT HOPMAlHO WJIHM HHUCKO KPBBHO
HaJIsiraHe, BCJIEACTBHE Ha ymorpebara Ha IlpectapuyMm Moke na ce MOSBH JONBIHHUTEIHO MOHHM)KaBaHE Ha
CHUCTEMHOTO KPBBHO HaysiraHe. ToBa € o4akBaH e(peKT W OOMKHOBEHO HE MpPEICTaBIsiBA OCHOBAHUE 3a
MpeKpaTsBaHe Ha JIEUYCHHETO. AKO XWIIOTOHMSTA INpepacHe B CHMIITOMAaTHYHA TaKaBa, MOXKE Jla C€ HAJIO0XKHU
HaMaJIsIBaHEe Ha J103aTa WJM MpeKpaTsABaHe Ha mpuema Ha [Ipectapuym.

CreHo3a Ha a0pPTHATa U MUTpaJHATA Kijana/XunepTpoduiHa KapJHOMUONATUS

Kakro u ocrananute ACE-unxubutopu, IIpectapuym TpsiOBa na ce HasHauaBa C IMOBHUILICHO BHUMaHHE Ha
NalMeHTH ChC CTEHO3a Ha MUTpaNHaTa Kiarna u OOCTPYKIUS Ha M3XOMSIIMS TMOTOK OT JisiBaTa Kamepa, Karo
AOpTHA CTEHO3a WM XUIEePTPOUIHA KaPAHOMUOTIATHSL.

BbrOpeuHo yBpexaHe:

B caywsan c ObOpeunm yBpexaaHus (KpeaTHHMHOB KiaMpbHC < 60 ml/min), mbppBoHadanHaTa 1032 Ha
NEPUHAONIPHII TPAOBa Aa ce MPUTOJH ChIIACHO KPeaTHHWHOBHUS KIUPBHC Ha MaipeHTa (Bx. Touka 4.2), a cieq
TOBA JI03aTa ce omnpeaess Kato (yHKIUS Ha TIOBIHUABAHETO HA MMAIMEHTA OT JeUeHHEeTo. [Ipy Te3u manueHTH 4act
OT oOWYaifHaTa MEIUITMHCKA MTPAaKTHKA € PYTHHHOTO MPpOoCieasiBaHe Ha KalIusd ¥ KpeaTHHUHA (BXK. ToUka 4.8).
[Ipn manueHTH CbC CUMNTOMATHYHA ChPJEYHA HEJOCTATHYHOCT Pa3sBUTHETO HA XHUIIOTOHUS CIIE] 3all0YBaHe Ha
tepanus ¢ ACE-unxuburopn Moxe Aa foBene A0 JONBJIHUTENHO YBpekaaHe Ha ObOpeunaTa ¢yHkius. B tazu
CUTyauus uMa cboOIIeHHs 3a Bb3HUKBaHE Ha ocTpa ObOpeuHa HeAOCTATHYHOCT, OOMKHOBEHO O0OpaTuMa.

[Ipu HsKOM MAIMEHTH ¢ ABYCTPaHHA CTEHO3a HAa apTepHs PEHAJIMC WM CTEHO3a Ha apTepusTa KbM eJIMH ObOpeK,
KouTo ca Owmm jekyBaHu ¢ ACE-mHXuOHTOpH, ca HaOMOJaBaHW TOBUIIICHW CTOWHOCTH HAa KpbhBHATa ypes U
CepYMHHUSI KPEaTHHUH, OOMKHOBEHO NPETHPIISBAIIY 00paTHO Pa3BUTHE CIIEH NPEKpaTsIBaHe Ha Tepanusara. Tosa
€ 0coOeHO BEpOSTHO MPH MAaLMEHTH ¢ ObOpeyHa HeJOCTaThbUHOCT. [Ipy HanuuKe B NOMIBIHEHNE Ha PEHOBA3aIHa
XHUIIEPTOHMS CHIIECTBYBA IMOBHIIEH PUCK OT TEXXKa XHUIOTOHMs M ObOpeyHa HemocTaThbuHOCT. llpu Tesm
NalMeHTH JICUCHHETO TpsOBa Ja 3alo4yHe IpPHU CTPOT MEIWIMHCKA KOHTPOJ C HHUCKH JIO3H H TAXHOTO
BHUMATEHO THTpUpaHe. Thi KaTo JIEYeHUETO C JUYPETUIM MOXE Ja TPEJCTaBIsABa JAONpPUHACAIL (aKTop 3a
TOPENOCOYEHOTO, TPHJIAraHeTO Ha JUYPETUIIMTE TPsOBa 1a ce MPEKpaTH M B TEUYCHHWE HAa MBPBHUTE CEMUIM Ha
tepanusta ¢ [Ipectapuym TpsioBa na ce nmpocienu ObOpeyHata QyHKIHMS.

[lpy HsAKOM TaUMEHTH C XUMEPTOHHMA Oe3 MpPOsSBM Ha CHIIECTBYBAIIO OBOPEYHO CBHAOBO 3a00NsABaHE ce
Ha0Jr0/1aBa MOBUIICHUE HAa CTOMHOCTUTE Ha KpPBbBHATA ypes M CEpyMHHS KPEaTHHHH, KOETO OOMKHOBEHO ¢
HE3HAYUTEIHO U OBP30IpexoiHo, 0cobeHo korato [Ipectapuym ce mpuiara eTHOBPEMEHHO ¢ AnypeTuK. ToBa e
HI0-BEPOSATHO J1a CE MOSIBU ITPU MALMEHTH C NPEIBAPUTENHO ChINECTBYBANIO OBOpedHo yBpexxaaHe. Moxe na ce
HaJIOXKM HaMaJIsIBaHE Ha JI03aTa M/WIIM MPEeKpaTsaBaHe Ha quypeTnka u/umu [Ipectapuym .

ITanmenTH Ha XemoManusa:

[Ipu narmeHTH, AMATM3UpPaHn ¢ MEMOpaHHu ¢ BUCOKa ckopocT Ha moToka (high flux) u emHOBpeMEHHO JICKYBaHU
¢ ACE-unaxubutop, ce cho0I1aBa 3a Bb3HIUKBaHE HA aHa()UIAKTOUTHH peaknuu. [Ipu TakuBa mammeHTH TpsiOBa
la ce pas3riena H3MOI3BAHETO Ha PA3NIMYeH BUJ TUATM3HA MeMOpaHa WM aHTHUXWIEPTEH3WBEH areHT OT
pas3yInyeH Kiac.

br0peuna TpaHCIIAHTAINA:
Hsma HaTpymaH OMMT OTHOCHO MpujaraHeTo Ha Ilpectapuym MpH ManMeHTH ¢ HACKOPO H3BBLpIICHAa ObOpedHa
TpPaHCIUTAHTAIIHS.

PeHoBackysapHa XMIIEPTOHUS:
IIpy manueHTH C JAByCTpaHHa CTeHO3a Ha ObOpeuyHaTa apTepusl WJIM CTEHO3a Ha apTepusTa NpU €IuH
¢dyakunonupani 660pek, ekyBanu ¢ ACE MHXHOUTOPH, ChIIECTBYBa OBUIIICH PUCK OT XUTIOTOHHS M ObOpedHa
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HeOCTaThYHOCT (BXK. Touka 4.3). JledeHneTo ¢ qUypeTHII MOXKE Ja CTaHe mompuHacAm] ¢akTtop. 3arybarta Ha
O0BOpedHa QYHKIHS MOXKE J1a HACTHIIN TP MHHUMAITHA U3MCHEHUS B CEPYMHUS KPEATHHUH JIOPH TPH MAIUESHTH
C eTHOCTPaHHA CTEHO3a Ha ObOpevHaTa apTepusl.

CBpBXYYBCTBUTENHOCT/ AHTHOEAEM

WNma cwpoOlmieHust 3a peaKd ciiydyad Ha aHTHOeNeM Ha JIMIETO, KpalHWIWTE, YCTHUTE, JIUTABUIIMTE, €3WKa,
TJIOTHCA W/WJH JTApUHKCA MIpH ManueHTy, JexkyBanu ¢ ACE-unxuburopu, BximountenHo [Ipectapuym (Bx. Touka
4.8). ToBa MOXe Ja ce CIIy4H BbB BCEKH €IMH MOMEHT 110 BpeMe Ha Tepamnusara. B TtakuBa ciaydan [Ipectapuym
ce TIpeKpaTsABa He3a0aBHO W Ce NpeanpueMa MOIXOAANI0 MpociensBaHe, KOETO MPOABIKaBa O ITBIHOTO
OT3By4YaBaHE Ha CUMITOMHUTE. B ciydanTte, KOraro oTOKbT C€ OTPaHUYM Ha JMIETO U YCTHUTE, CbCTOSIHUETO 11O
NPUHIMII Ce OBJIA/sABA O€3 JIeYeHHE, Makap 4e 3a oOJieKuyaBaHe HAa CHMIITOMHUTE € TOJIE3HO MPUJIaraHeTo Ha
AHTUXMCTAMHHOBH TIPETIAPaTH.

AHFHOeILCM, CBBpP3aH C OTOK Ha JIApUHKCa MOKC [a HMa (I)aTaJ'IeH n3xon. B CJIydyauTe, IpUu KOUTO HMa
AaHlra’KMupaHe Ha €3UKa, TJIOTHCAa WM JIApUHKCA, KOCTO € BCPOATHO [a MPUYINHH O6Cpr1(I_II/I$I Ha BB3AYLIHUTEC
II'pTHUIIA, He3abaBHO Tp}I6Ba Ja CC€ 3aIllOYHC CIICHIHO JICUYCHUC. To moxe Jla BKJIFOYBA MNpUJIaraie Ha aApCHAJINH
15047%8) 4% MoAabpPIKAaHE HAa MPOXOAUMOCT Ha BB3AYIIHUTC IIbTUIIA. HaHI/IeHT’bT CC€ moJjiara Ha CTpoOr MEANMIMWHCKA
KOHTPOJI I0 IIBJIHOTO U TpaﬁHO OT3By4YaBaHC Ha CUMIITOMUTE.

[TanmenTn ¢ aHamHe3a Ha aHTHOEIEM, HeCcBbp3aH ¢ TepanuiaTa ¢ ACE-uHxubutop, Moxxke ma ca M3I0XKEHU Ha
MOBHIIECH PUCK OT aHTHOeIeM B Ipoueca Ha npueMaHe Ha ACE-unxuburopa (Bx. 4.3).

Nma penxu chOOILIEHHUS 32 UpeBEH aHTHOHEBPOTHUYEH OTOK MpH NanueHTu JekyBaHu ¢ ACE-unxubutopu. Te3u
MalMeHTH ca C€ TMPEICTaBWIN ¢ KopeMHa Ooyika (¢ wim 0e3 rajeHe WIHM MOBPBHINAHE); B HIKOW CIydad HE €
MMAaJIo TIpeAIecTBall aHTHOHEBPOTHYEH OTOK Ha nureTo, a C-1 ecrepasara e Omia B HOPMajJHH CTOWHOCTH.
AHTHOHEBPOTUYHUAT OTOK € OWJI AMaTHOCTUIIMPAH Ype3 MPOIeIypH, BKIIOUYHTEITHO a0OMIHAIIHA KOMIIOTBPHA
ToMorpadus WM yITpas3ByK, WM [0 BpeMe Ha olepanys, a CHMITOMAaTUKaTa € IpeMUHaBaia Clie]] ClIupaHe Ha
ACE-unxuburopa. UpeBHUAT aHTHOHEBPOTUYEH OTOK TpsiOBa Ja ObAe BKIIOYEH B IU(epeHInaIHaTa AMarHo3a
Ha npueMainn ACE-MHXUOUTOpH MalMeHTy, MpeCTaBsIIM ce ¢ 00JIKa B Kopema.

KomOuHmMpaneTo Ha MEpUHAONPUI CbC CaKyOMTpHII/BajcapTaH € MPOTHBOIOKA3aHO MOpaId YBEIUYEH PUCK OT
anruoeneM (Bxk.Touka 4.3). JleueHue cbc cakyOWTpHi/BalicapTaH He TpsOBa Ja ce 3amoyBa Npead Aa ca
u3MUHaIM 36 4aca OT IMpHEMaHEeTO Ha IMOCJeHaTa 1032 OT JICYCHHETO C MEePUHIONPHI. AKO JICYCHHUETO ChC
CakyOHMTpHII/BaJICapTaH € MPEKpPaTeHo, JICYSHHETO C TEPUHAONPHII He TpsOBa Ja ce 3amodBa Npelad Jia ca
mMuHAM 36 Yaca OT NpHEMaHETO Ha IIOcjenHaTa J03a cakyowtpui/BaicaptraH (BkK.Toukd 4.3 um 4.5).
EnnoBpemennata ymotrpeba Ha ACE wnxuburopu ¢ NEP wuaxuburopm (Hamp. pauekamorpmin), mTOR
MHXUOUTOpPH (HANp. CHUPOJUMYC, €BEpPOJMMYC, TEMCHUPOJMMYC) W TJIMOTUHH (Hamp. JIMHATJIMITHH,
CaKCarMIITHH, CUTATJIMOTHH, BWIJATIMITHH) MOXE Ja JOBele 10 IMOBHIIEH PHUCK OT aHruoeneM (Harp.
MOJyBaHE Ha JUXATEJHUTE IIBTHINA WU e€3UKa, ChC WM 0e3 HapylieHo auiinane) (Bxk. Touka 4.5). Tpsoea na ce
MOJIXO’K/Ia C TIOBUIIICHO BHUMaHHE KOTaTo ce 3amouBa parekanorpui, mTOR MHXuOUTOpU (HAMp. CHpOIUMYC,
€BEPOJIIMYC, TEMCUPOINMYC) U INIMITUHU (Hamp. JUHATIUITHH, CAaKCArJIMITHH, CUTArJIWITHH, BUIOATJIUITHH)
IpY NaluMeHT, KoiTo Beue npruema ACE naxuOuTop.

AnadunakToNIHU PeaKiMy 1Mo BpeMe Ha adepesa Ha JUMONPOTEHHHTE ¢ HUCKA IIbTHOCT (LDL):

B penxu ciyuam nipu nanuentH, npueMamu ACE-unxubutopu mo Bpeme Ha adepe3a Ha JIMIONPOTEHHHUTE C
Hucka TreTHOCT (LDL) ¢ mekcTpanoB cymndar, ca HaOfOJaBaHU >KABOTO3aCTpallaBaid aHA(QMIAKTOWUIHU
peakiuu. Te3n peaknum ce W30SATBAT Ype3 BpeMEHHO INpekpatsBane Ha Tepanusata ¢ ACE-uHxuOuTop mpemu
Besika adepesa.

AHadUIaKTUYHU PEAKIIMU 10 BPEME HA ASCEHCUOMIN3AIMSL:
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[Ipu nanuentu, nomydaBanm ACE-mHXuOUTOpH 110 BpeMe Ha JIeUeHHE 3a JeCCeHCHOMmIM3anus (Hamp. oTpoBa Ha
XMMEHOIITepa), ca HaOMoAaBaHu aHaQWIaKTONIHN peakuuu. [Ipu chimTe NanueHTH IOCOYCHUTE PEeakiuu ca
Ounu n3berHaTu 4ype3 BPeMEHHO mpekpatsiBaHe Ha npuema Ha ACE-unxuburtopurte, HO Te ca ce IOSBSBAIU
OTHOBO IIPH HEBHUMAaHHE TP MOBTOPHOTO HATOBApBAaHE.

YepHOoapoOHA HEJIOCTATHYHOCT:

B peaxun ciydan ACE-muaxubutopute ca OWIM CBBpP3BAHM CHC CHHAPOM, KOWTO 3all0odBa C XOJIEeCTaTHYHA
JKBITEHHUIIA U TIporpecupa a0 QyIMHHAHTHA YepHOAPOOHA HEKpo3a U (MTOHAKOTa) CMBPT. MeXaHU3MbBT Ha TO3H
cuHapoM e HesceH. llpu manmenTn, momydasany ACE-UHXHOUTOpH, TIpM KOWUTO CE€ Pa3BUBA XKBITCHHIIA HITH
M3pa3eHo MOBHIIABaHE HAa CTOMHOCTUTE Ha YepHOoApoOHuTe eH3nmu, ACE-nnxuburopa TpsOBa ia ce mpeKpaTH U
TAXHOTO ChCTOSHUE TPSOBA Jla c€ IIPOCIIC/IM 10 HAJJICHKESH HAYKMH OT JieKap (BXK. Touka 4.8).

Heyrponenust/Arpanyinonurosza/TpomGonntonenus/Aemus

IMpu namuentn, npueMamy ACE-unxuOutopu, ca HaOMIOJaBaHW HEYTPOICHHUS/ — arpaHyJonoTo3a,
TpoMOOIMTONICHUST ¥ aHeMus. [Ipu mampeHTH ¢ HOpMaiaHa ObOpeuHa GyHKIMsS 0e3 APYrH yCIOKHSIBAIIMA
(akTOpH HEYTPOIIECHHUS CE TOABSBA PSAKO. [lepuHIonpuI TpsiOBa J1a ce U3MO0JI3Ba ¢ U3KITIOYUTETHO BHUMAHHE OT
MAalMeHTH C KOJAreHHHM CBHIOBH 3a00JIABaHUS, HA MMYHOCYIPECHBHA TEpamwus, JEUCHHUE C aJOIMyPHHON WITH
MIPOKAMHAMH WM KOMOWHAIMS OT TE3W YCIOKHSBAI (DaKTOpH, 0COOEHO B CIIydaHW, KOTaTO CBINECTBYBa
Npe/IBApUTEIIHO YCTAHOBEHA yBpelaeHa ObOpeuHa ¢yHKims. HsAkoM OT Te3d MAMCHTH Pa3BUBAT CEPHO3HU
UH(EKIHH, KOUTO B HAKOJKO CIydYas HE ca MOBJHMSHH OT HHTCH3WBHA aHTHOMOTHYHA Tepamus. AKO Ha TaKWBa
HAlMEHTH CE Ha3HA4YM MEPHHIONPHI, CE MPENOphyUBa PEIOBHO MPOCIECIABAHE Ha JIEBKOIpaMaTa W MalMeHTHTe
TpsiOBa Ja OBJIAT MpeAyNpesCHN Aa ChOOINABAT 32 BCSAKAKBU NMPHU3HAIM HAa MH(EKIMs (HanmpuMmep Bb3MAJICHO
TBPII0, TEMITEPATYpPa).

PacoBa OPHUHAJICKHOCT!
OTHOCHTETHUAT AJ1 Ha CIIYy4auTC Ha aHTUOCACM, ITPUYNUHCH OT ACE-I/IHXI/I6I/ITOpI/I, € IMO-BUCOK IMPU YCPHOKOKHN
ManueHTH, OTKOJIKOTO IMPU HC YCPHOKOKU MAllUCHTHU.

ITono6mHo0 Ha ocTtananmute ACE-mHXHONTOPH, TIEPUHIOTIPIIT MOXKE 1a OBIe I0-Mallko €peKTHBEH 3a HaMallsiBaHe
Ha KPBHBHOTO HAJSITaHE TPU YEPHOKOXKH, OTKOJIKOTO IPH HE YEPHOKOXKH, BEPOSATHO MOPAIH MpeodIiajaBaHeTo Ha
MO-HUCKU PEHUMHOBU HUBA CPEJ YEPHOKOMkKATA MOIMYIALUs OT XUIIEPTOHULIU.

Kanuna:

Mma croOmieHus 3a mosiBABaHe Ha Kanumia mpu u3noinadne Ha ACE-uaxubuTopr. OOMKHOBEHO KalnIuIaTa €
HETIPOMYKTHUBHA, IIEPCUCTHpAIla W OT3ByYaBa CJem TMpeKpaTsABaHe Ha JiedeHHWeTo. KaTto dact ot
mudepeHnranHaTa AUarHo3a Ha Kalumuiata TpsAOBa Ja ce pasmiexkaa kanmmnara, uHaynupadHa ot ACE-
MHXUOUTOPH.

XUPYPrUuyHU UHTEPBEHIIUN/AHecTe3usI

Ilpyn marmieHTH, TOIJIaraHW Ha TOJIEMHU XUPYPTUYHH WHTEPBEHIIMH, WM IO BpEeME Ha aHECTE3Wsl C arcHTH,
MPEeIN3BHUKBAINN XHUMOTOHUA, [Ipectapmym Moke na Omokupa oOpasyBaHeTO Ha aHTHOTeH3WH lI, momyden
BCIIE/ICTBHE HAa KOMIIEHCATOPHO OCBOOOXKIaBaHe Ha peHUH. JledeHneTo TpsOBa a ce MpeKpaTu eIuH ACH Mpean
omepanusaTa. AKO ce MOSIBU XUIMOTOHUS, 32 KOSITO C€ IMPELICHH, Y€ € IBJDKM Ha TO3U MEXaHU3bM, TS MOXKE Jia ce
KOpUTHpa Ype3 00eMHO 3aMecTBaHe MOCPECTBOM BIIMBAHHUSL.

XHUNepKaJIneMust:

[loBumaBanusi Ha cepyMHHs Kajquii ce HaOnromaBaT NpU HIKOM mauueHTd JiekyBaHu ¢ ACE-unxuburopw,
BKItountenHo mnepunaonpuwi. ACE wuHxuOuTOopuTe MOraT nAa MpEeIU3BHKAT XUICPKAIUEMHs, Tbi KaTo
UHXHOUPAT OCBOOOXKAaBaHETO Ha anjgoctepoH. OOMKHOBEHO e(ekTa HE € 3HAUYMM IPH MAIMEHTH C HOpMaJiHa
O0bOpeuna yHkiusa. PuckoBute (hakTopH 3a pa3zBUTHETO Ha XUIEPKAIMEMHS BKIIOYBAT MaIMEHTH ¢ ObOpeuHa
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HEJ0CTAaThYHOCT, BJIOIIaBaHE Ha ObOpeuHata (yHKIMS, HAaNpeaHada Bb3pacT (> 70 romuHu), 3axapeH auader,
BMETHATHUTE CHOUTHSA, TO-CIIEIHAITHO IEXHUIPATAINs, OCTPa Chp/IeYHA IEKOMIICHCAITNS, META0OJINTHA alliI03a H
€JJHOBPEMEHHA YIIOoTpeba Ha Kaluii-ChbXpaHsIBaId AUYPETUIN (HAIp. CIIMPOHOJIAKTOH, eTUIEPEHOH, TPHAMTEPEH
WIH aMHIJIOPU), KalMeBH JO0ABKU WA KaIUW-ChABPIKAIIA 3aMECTUTEIN Ha TOTBApCKATa COJI; WJIM MAIlMEHTH
IpUeMaly APYTH JIEKapCTBa, CBbP3aHH C TOBUILABAHHUS HA CEPYMHHUsI Kanui (Hamp. XemaphH KO-TPHMOKCA30I1,
M3BECTEH OlIe KaTo TPUMETONPUM/CYI(paMeTOKCca30d) M OCOOCHO aHTArOHUCTH Ha alJ0CTepOHA HIIH
aHTUOTCH3WH PEIENTOPHU OMoKepu. YmoTpebaTa Ha KaTWeBH JO0ABKH, KaJIMW-ChXPAHSIBAIIA JUYPETHITH WU
KaJIMH-ChAbPKAIIN 3aMECTHTEIIA Ha TOTBapCcKaTa COJI, 0COOCHO MPH MAMEHTH ¢ HapyIlleHa Oh0peuHa (QyHKIHS,
MOTaT Ja JOBeIaT J0 3HAYMMO IOBWINABAaHE HA CEPYMHHUS Kajuid. XUIEpKaTUeMHsITa MOXe Ja MPUYHHA
CEpUO3HHU, MOHsKOra (aTamHu apuTMuu. Kanmii chXxpaHsSBalIMTE AWYPETHLIH WM AHTHOTEH3MH DPELETITOPHHUTE
Onokepu TpsiOBa J1a ce U3IOJ3BaT C BHUMaHUeE MpH nanueHTy, npuemManm ACE nHXuOUTOpH, M CepyMHUS KaJlUit
n O6pOpeuynata QyHKOMA TpAOBa na ce HaOmIOaBaT. AKO €THOBpPEMEHHATa ymoTpeba Ha TropecrloMeHaTHTe
BEIIECTBA CE€ CUMTA 3a IMOAXOJAIIa, Te TpsiOBa na ObJAT M3MOJ3BaHW C TOBHUIIEHO BHUMAHWE W TIPH YECTO
KOHTPOIIMPaHEe Ha CEPYMHUS Kanuii (BxK. Touka 4.5).

JInabeTHIu:

IIpe3 mepBust mecernr ot Jnedennero ¢ ACE-uaxubutopn Ha nuabETHIM, KOWTO MpHUEMAT aHTUANAOCTHU
TpernapaTy MepopaTHO WM WHCYIIHH, TPSOBa 13 ce U3BBPIIBA PEIOBEH KOHTPOJ HA TIIMKEeMUATA (BXK. Todka 4.5).

JluTnii:
KoMOuHHMpaHeTo Ha TUTUIN C IEPUHAOIPHUII 110 PUHIIMIT HE CE MPerophyBa (Bxk. Touka 4.5).

Kannii cpxpansiBaiy JeKapcTBa, KaaueBr JOOABKY MM ChbABPIKAIIM KAJIWH 3aMECTUTENN HA TPaIe3Ha COl:
Ilo mpuHIMIT HE ce TMpernmopbuBa KOMOMHUpPAHE Ha MEPUHIONPHI W Kaduil ChXpaHSBAIIH JEKApCTBA, KAJINCBH
JOOABKHU MM ChIBPIKAIIN KAl 3aMECTUTENIN Ha Tpare3Ha cout (Bxk. Touka 4.5)

JIBOMHO OJIOKMpAaHEe HAa PEHUH-aHTMOTEH3NH-ajyiocTepoHoBara cucrema (PAAC)

Wma nannm, ye exHoBpemenHaTa ynoTpeba Ha ACE mnxubutopu, aHrnoreHsun ll-penentopuu G10kepu uiam
ANMMCKUPEH IOBHINABA PHCKA OT XHUIIOTOHHS, XHUIECpKAIMEMHS W HaMmallsiBaHe Ha ObOpeuHaTa (yHKUIHUS
(BxrounTenHO OocTpa OBOpeuHa HemoctaThuHOCT). llopamm ToBa He ce mpemopbyBa JBOWHO OJIOKMpaHE Ha
PAAC upe3 xomOmampanara ymorpeba Ha ACE wmaxXuOuTopw, aHTHOoTeH3WH II-penenTopHU ONOKEpH N
amuckupeH (Bk. Touku 4.5 1 5.1).

Axo ce IpeucHu, Y€ TCpalmsra C ﬂBOﬁHO 6HOKI/IpaH€ ¢ abCOJI0THO HCOGXOI[I/IMEI, TOBa TpSI6Ba Ja cTaBa CaMO
mo1a Ha6J'IIO,Z[eHI/ICTO Ha CHOCHHUAJIMCT W IPU YCCTO BHUMATCIHO MOHHUTOPUPAHC Ha 61:6peqHaTa (bYHKLII/ISI,
CJIICKTPOJIUTUTC U KPBbBHOTO HAJIATAHE.

ACE unaxubutopu u anruoteHsuH ll-penentopau Onokepu He TpsiOBa Aa ce HM3MON3BAT €IHOBPEMEHHO NPHU
MAIUEHTH C JMa0eTHa HepomaTusl.

IIppBHUYUEH a1JOCTEPOHU3EM:

HaHI/IeHTI/I C IIBPPBHUYCH XUIICPAIAOCTECPOHU3IBM KaTO LAJIO HC CC BJIUAAT OT JICUCHUC C AHTUXUIICPTCH3HWBHU
JICKapCTBa, HeﬁCTBaH.[I/I qpe3 I/IHXI/I6I/IpaHC Ha CUCTCMATa PCHUH-aHT'MOTCH3UH. Hopa;m TOBa yrIOIpe6aTa Ha TOBa
JICKapCTBO HE CC MPCIIOPHYBA.

BpemeHHOCT:
ACE-uaxubutopn He TpsOBa &a ce 3amodyBar 1o BpeMe Ha OpemeHHocT. OCBEH KOTaTo MPOABIKaBAHETO Ha

ACE-HHXH6I/ITOpHOTO JICUCHUE C€ CUMTa 3a CBIIECTBCHO, MNAIMEHTH IIJIaHUpaI 6p6MCHHOCT TpH6Ba Ja
MNPpEMUHAT HAa AJITCPHATUBHO AHTUXHUIICPTCH3MBHO JICUCHUC, KOCTO NUMa YCTAHOBCH HpO(i)I/IJ'I Ha 0e30IMacHOCT Ha



ynotpeba mpu GpeMeHHOCT. AKO ce ycTaHOBH OpemeHHOCT, iedennero ¢ ACE maxuburopu TpsiOBa 1a ce crpe
He3a0aBHO 1 aKO € HEOOXOAMMO J1a Ce 3aIl0YHE aJITePHATUBHO JeueHne (BX. TOUkH 4.3 u 4.6).

IomomHy BeniecTna:

[lopagn HanuuueTo HaA JIAKTO3a, NAlMEHTH, HMMAlld PEAKA HAcICICTBEHHM MpOOJEeMH Ha TalakTO3Ha
HETOHOCHMOCT, TJIIOKO30-TaJIaKT03a MayabcopOuus wiK o0l JakTa3eH AeHUIUT, He TpsAOBa Ja IpHeMaT ToBa
JIEKapCTBO.

HuBo Ha HaTpus
Ipectapuy™m chabprxka mo-manko ot 1 mmol warpuii (23 mg) 3a eqna TabneTka, KOSTO MO CHIIECTBO 03HAYABA,
4ye He ChAbPKA HATPUIA.

4.5 B3aumojeiicTBHE ¢ APYTH JeKAPCTBeHH MPOAYKTH U APYTrH (hopMH HA B3anMoAelcTBHE

JlaHHM OT KIMHUYHY IPOYYBAHUS MIOKA3BaT, Y€ ABOMHOTO ONOKMpaHe HA PEHHH -aHTMOTEH3MH al0CTEPOHOBATA
cucrema (PAAC) upe3 xomOunupanata ynorpeba Ha ACE unaxuburtopu, anruoteHsus ll-penentopan 010xkepu
WIA AIUCKUPEH C€ CBBbpP3Ba C IO-BHCOKA YECTOTa HAa HEXKENaHW CHOUTHSA, KaTO HAlpUMEP XHIIOTOHWS,
XUTIepKATUEMHUS 1 HaMaIsgsBaHe Ha ObOpedHaTta QyHKIHSA (BKIIOYHTEITHO OocTpa OBOpedYHa HETOCTATHYHOCT), B
CpaBHEHHeE Cc yrmorpebaTa caMo Ha eHO CpeACTBO, Aeiictramo Bpxy PAAC (Bx. Toukn 4.3, 4.4 u 5.1).

Jlexapcmea, nosuuiasauiy pucka om anzuoedem

EnnoBpemennara ynorpeba Ha ACE mHXuOutopm cbhc cakyOWTpwi/BajicapTaH € MPOTHBOIIOKA3aHA, ThU KaTo
TOBa IOBHIIIABA PUCKA OT aHruoeneM (BxK.Touku 4.3 u 4.4). CakyOuTpui/BajcapTan He TpsOBa Ja ce 3aro4yBa
npeau 1a ca u3MHHaiIM 36 yaca OT IIpHeMa Ha IociielHaTa 103a OT TepamusaTa ¢ nepuHaonpui. Jleuenue c
NEPUHIONPHII HE TPsAOBa Aa ce 3amoyBa Mpeau Ja ca M3MHUHAIM 36 4aca ciief npueMa Ha MocjelHara 103a OT
cakyOutpui/Bancaprat (Bx.1ouku 4.3 u 4.4).

EnnoBpemennara ynorpeba Ha ACE maxubutopu c¢ paunexanorpui, mTOR wHXuOuTOpH (Hamp. cMpoauMmyc,
€BEPOJIMMYC, TEMCHPOJIHMMYC) ¥ TIIMITHHYU (HAMp. JTUHATIUITAH, CAKCATIMIITHH, CUTATJIMIITHH, BUJIIATIAIITHH)
MOJKE J1a JOBEJIC JI0 MTOBHUITICH PUCK OT aHTHOEAEeM (BXK.Touka 4.4).

Jekapcmeenu npodykmu npeou3suKeauiil XunepKaiuemus

Brrmpeku, de cepyMHHS Kaluii OOMKHOBEHO OCTaBa B HOPMAaJHM TPAHMIIU, XUTIEPKAIMEMHS MOXE Jla CE MOSBU
IIPpU HSKOM IIALIMEHTH, JieKyBaHUu ¢ IIpectapuym. Hskou jiekapcTBEHHM NPOAYKTH WM TEPANEBTUYHU KIIACOBE
Moratr Ja MOBHIIAT CJIy4YauTC Ha HACTbIIBAHC Ha XUIICPKAIMEMHA: aJIUCKHUPCH, KaJIWEBU COJIH, Kanui
ChXpaHsBAIlld AMYPEeTULH (HAmp. CHOHPOHOJAKTOH, TpuamTepeH wind amuiopun), ACE-uaxuburopu,
anrnoteHsuH-11 penentopun antaronuctu, HCIIBJI, xemapuHu, HMYHOCYNIPECHBHH CPEACTBA KATO HAMPUMED
[UKIIOCTIOPUH WJIM TAKPOJIUMYC, TPUMETOIIPUM M KOTPUMOKCA30JI (TPUMETOIIPHM/CyihamMeTokca3ol), Thil KaTo e
W3BECTHO, Y€ TPUMETONPUM JICHCTBA KaTO KaJIMH ChXPaHSBAIll AMYPETUK KaTo amuiopua. KoMOuHanusTa ¢ Te3u
JICKapCTBEHHU MPOYKTH IMOBHUILIABAT PUCKa OT xunepkanuemus. [Topanu ToBa, komOuuupaneto Ha [Ipecrapuym ¢
rOpeclioMeHaTUTe JIeKapcTBa HE ce MpernopbuBa. AKO € Mpe/ucaHa eJIHOBpeMeHHa ymorpeba, TpsOBa na ce
MOJIXO’K/Ia C BHUMAHHE U C YECTO MPOCIICASIBAHE HA CEPYMHHUS KaTHH.

Eonospemennomo npunoscenue e npomugonoxasano (6. mouxu 4.3):

ATvcKUpeH:

[Ipu mammenTrTe ¢ AnadeT Wi OBOPEYHO YBpEKAaHE, HAPACTBA PUCKBT OT XUIEPKAJTHUEMHs, OT BJIOIIABaHE HA
OBOpevHaTa PYHKITUSA B ChPICTHO-CHIOBATA 3200JIEBAEMOCT 1 CMBPTHOCT.

ExcTpakoprnopainy JIeYCHHUS:
ExcTpakoprnopanHy Je4eHus, BOACINO O KOHTAKT HA KPBbBTAa C OTPULATEIHO 3ape/I€HU MOBBPXHOCTH, KATO
HampuMep Juanu3a WIM XeMO(WATpamuss C ONpeAesieHH BHCOKOMPOMYCKIMBM MeMOpaHu  (Hamp.
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MOJIMAKPUIIOHUTPHIIHK MeMOpaHu) U adepe3a Ha JIUMIONPOTEHMHHM ¢ HUCKA IIBTHOCT C JCKCTPAHOB CyJdar,
MOpaay TOBUIIICH PHCK OT TSKKH aHA(DMIAKTOMAHHN peaknud (Bxk. Touka 4.3). [Ipn HE0OX0MuMOCT OT TOA00HO
nedeHue TpsOBa Na ce OOMUCIM W3MOJ3BaHE HA JPYT TUM THAIM3HA MEMOpPaHH MM HA aHTUXHIICPTCH3WBHO
CPEIICTBO OT JIPYT KJac.

Eonoepemennomo npunodcenue ne ce npenopvuea(exic. mouka 4.4):

AJMCKHpEH:

IIpu mammeHTHTE, KOUTO HAMAT AUabeT wim OBOPEYHO yBpEXKAaHe, HapacTBa PUCKBT OT XHUIIEPKATHEMHUS, OT
BIIOIIaBaHE Ha ObOpeuyHaTa (YyHKIHS U ChPACYHO-ChA0BaTa 3a00J1€BaeMOCT U CMBPTHOCT.

Enunospemenno sieuenre ¢ ACE MHXHONTOPH M aHTHOTEH3HUH PELEITOPHUA OJIOKEPH

B mmrepatypata ce cpoOmiaBa, 4e TpW MAalMEHTH C YCTAaHOBEHA aTEpOCKIEPOTHYHA OOJecT, ChpleYHa
HEJOCTAaThYHOCT WM JUa0eT ¢ TEePMUHAIHO OpraHHO YyBpexaaHe enHoBpeMeHHoTo Jeuenne ¢ ACE-
WHXUOUTOPH M aHTUOTEH3WH PELENTOPHHU OJOKEPH € CBHP3aHO C IMOBUIICHA YECTOTa Ha XUIOTOHHS, CHHKOII,
XUIEPKATUEMHusl U BIIONIaBaHEe Ha ObOpeuyHata (yHKIMS (BKIOYHTEITHO ocTpa OhOpedHa HEI0CTaThUHOCT) B
CPaBHEHUE ChC CaMOCTOSTCIHOTO NPUJIOKCHHE Ha JICKAPCTBEH MPOIYKT, BIMSCI] BbPXY CHUCTEMara PCHHH-
AHTMOTCH3UH-aJII0CTepoH. JIBoiiHa Onokana (Hamp. upe3 komOunupane Ha ACE-unaxuburop ¢ anruorensu Il
pELeNTOPEeH aHTAaroOHUCT) TPsOBa Ja ce OrpaHWYd [0 HMHIWBUAYaTHO ONPEICICHH CIy4Yad MPH CTPUKTHO
HaOmoIeHne Ha ObOpevYHaTa PyHKIMS, HUBAaTa Ha KaJMs M KPbBHOTO HaJISTaHE.

EctpamycTtuH:
Puck or mnoBuIaBaHe Ha HEXKEJIAaHUTE JIEKAPCTBEHU PEAKIMHU, KATO HAlNpUMEpP AHTHMOHEBPOTHYEH OTOK

(anTHOCIIEM).

Kanuii chxpaHsBaiiy JuypeTuiy (Hanp:, TPUaMTepeH, aMHIIOPUL.....) KAJTUEBU COJIH:

Xunepkanuemusi (MOTECHIMAIHO JieTajdHa), OCOOCHO B YCJOBHATa Ha OBOpeuHO yBpekgaHe (aJAWTHBHU
XUMEPKATUEMUYHN €PEKTH).

ITo Ta3u mpuyMHa, KOMOMHUPAHETO HA NEPHHIONPHI C TOPETIOCOUCHNUTE MEINKAaMEHTH HE Ce MpPeropbuBa (BiK.
Touka 4.4). Axo eqHOBpeMeHHaTa ynorpeba € BBIIPEKH TOBa MOKa3aHa, T¢ TPsOBa J1a Ce M3II0JI3BAT C IIOBUIICHO
BHUMAaHHUE H IIPU YECTO MpOCieIsiBaHe Ha CTOWHOCTHTE Ha CEpyMHUS Kaluii. 3a ynotpedara chC CIUPOHONAKTOH
IpU ChpJlievYHa HEJOCTATHYHOCT, BHXK TO-A0ITY.

JluTui:

Nma cpoOmiennst 3a 0OpaTHMO MOBHINABAHE HA CEPYMHHUTE KOHIIGHTPAllMd HAa JUTHA W TOKCUYHOCT IIPH
eHOBpeMeHHO npremane Ha nutnii 1 ACE-uaxuburopu. He ce nmpenopbuBa eHOBPEMEHHOTO M3IIOJI3BAaHE HA
TIEPUHJIOTIPWIT U JINTHI, HO aKO KOMOMHAIUATA CE OKake He0OX0o[uMa, CCpyMHUTE HUBA Ha JIMTUS TPsOBA J1a ce
MpOCIEIBAT BHUMATETHO (BXK. Touka 4.4).

EOH08D8M8HHO RPUI0ICeHUEC UBUCKBAULO CREUUATIHO BHUMAHUE.

AHTuMaOeTHH penapaty (MHCYJIHHU, OPAJTHU XUIOTIMKEMUYHH CPEJICTBA):

Pesynratute OT eNUAEMHOJIOTHYHU MPOYYBAHUS I[IOKA3BaT, Y€ €IHOBpeMEHHOTO mpuioxkeHue Ha ACE-
UHXUOUTOPH W aHTHIWA0CTHH MEIMKAMEHTH (MHCYJMHU, OpPAJHHM XHUIOTJIMKEMHYHH CpPEICTBA) MOXE Ja
MIPUYMHM TO-CHJICH TIIIOKO30MOHIKABAIT €PEeKT C pUCK OT XUIOTIMKEMHUs. ToBa SIBICHHUE € TI0-BEPOSTHO J1a Ce
TIOSIBY TIPE3 ITbPBUTE CEIMUIIA Ha KOMOMHUPAHOTO JIEUeHUE W IIPH MAIHEeHTH ¢ ObOpEedHO YBpeKIaHe.

Baxnoden:
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[NoBumen antuxunepren3uBeH edekt. la ce ciean KpbBHOTO HaJsITaHE W MPH HEOOXOJIMMOCT JIa C€ KOPHTHpa
J03aTa Ha AaHTUXHUIIEPTEH3UBHIS JIEKAPCTBEH MPOIYKT.

Hesagbprkamy kanui JUypeTHIN:

[larmenTuTe Ha OUYPETHYHO JIEYEHHE, OCOOCHO TEe3M, KOMTO MMAaT HapyLICHUS BbB BOIHO-COJEBHs OanaHC
W/WIIN AeXUIpaTanus, MOXKe Ja M3MUTAT MIPEeKOMEPHO HaMmalsiBaHE Ha KPHBHOTO HAIATAHE CIIE] 3allo4BaHEe Ha
neuenuneto ¢ ACE- nnxuburopu. BeposaTHOCTTa OT XMIIOTOHMYHH e(hEeKTH MOKE [la ce HaMaJlil upe3 CIIpaHe Ha
JIUypeTHKa, ype3 TOBUIaBaHe Ha oOeMa Ha TEYHOCTUTE WM Ha TIpUeMa Ha COJIH MPEH 3arloyBaHe Ha JICYCHUETO
C HUCKH M MTOCTENIEHHO HapacTBaIlX J031 NEPUHAOMPUIL.

Ilpu apmepuanna xunepmonus, KOTaTo AXyPETUIHATA TEPAIHsI MOXKE /1a € MPUYMHIIIA HAPYIIEHUS BbB BOJHO-
coJeBus OallaHC W/MIIN JeXupaTalys, TpsAOBa Ja ce MpeanpreMe WIH CIMpaHe Ha TUypeTHKa Mpen 3aroYBaHe
Ha nedyenueto ¢ ACE-uHxubuTtop, Karo B TakbB ciydall MO-KbCHO MOXE OTHOBO Ja CE BKJIIOYHM HE3aIbpiKalll
KaJU{d IUYpeTHK, WM HavyajaHoTo mpuiarane Ha ACE-maxuOutopa TpsbBa na 3amodBa ¢ HUCKU JI03H, KOUTO
MIOCTENEHHO Ja CE YBEIN4YaBarT.

Ilpu nexyeana c Ouypemuyu 3acmotina cvpoeuHa HedocmamvyHocm, 3amouBaHe Ha yedeHuero ¢ ACE-
WHXUOHUTOp TpsiOBa Jla CTaBa OTHAYAJIO ChC CHBCEM HUCKH 103U, BB3MOXHO CJie[] HaMallsiBaHe Ha J03aTa Ha
CHBMECTHO MpUIIaraHusl He3a bprKall] Kaluil AUYPETHK.

BbB Bcuuku citydan, ObOpeunara dyHkius (HMBaTa Ha KpeaTHHHHA) TPOBa Ja Ce CIEAAT Mpe3 MbPBUTE
HSKOJIKO CeaMHUIIH OT JiedeHneto ¢ ACE-uHXuOUTOp.

Kanwuii cexpansBany quypeTiiy (eIepeHoH, CIMPOHOIAKTOH):

C eruiepeHOH WM CHUPOHONAKTOH B 103U OT 12,5mg mo 50 mg nHeBHO M mpu Hucku no3u Ha ACE
UHXHOUTOPH:

[Ipu neuenue Ha chpacuHa HepocTaThbuHOCT OT Kiac Il mimm IV (mo NYHA) ¢ ¢pakius va usriacksane < 40% u
npenmectsanio JieueHne ¢ ACE uHXuOUTOpH M OPUMKOBU JTUYPETHUIIN, IMa PUCK OT XHUIIEPKATTUEMUSI, KOSTO €
MOTEHITHAITHO JIeTaJlHa, 0COOSHO TIPH JINTICA Ha CIIa3BaHE Ha MPETOPBHKUTE 32 MPEANMCBAaHE HAa Ta3U KOMOWHAIIHSL.
[Ipenu 3amouBaHe Ha KOMOMHAIMATA, TPSIOBA [1a CE€ HAIIPABAT U3CIECABAHU 33 U3KIIOUBAHE HA XUIIEPKATUEMHUS U
OBOpeyHO yBpEKIaHE.

[IpenopbuBa ce BHUMATEIHO CJICACHE HA KAJIMEMUATA U KPEaTUHUHEMHUSTA - B HAYAJIOTO BEJHBX CEAMUYHO IPE3
II'BPBHSI MECEI] OT JIEYEHUETO, a CJIE] TOBA - BEIHBX MECEUHO.

Hecteponanu nporuBoBB3mamTeH jekapcTBeHrn npoayktu (HCIIBC) BKIIOYHTETHO AalleTHUIICATUITUIOBA
KHCeNnHa >3 T/ AHEBHO:

Korato ACE-unxuburopn ce BbBEXIAT €IHOBPEMEHHO ¢ HECTEPOHIHH ITPOTHBOBB3NATUTEIIHN CPEACTBA (HATIP.
AleTHJICAAIIMIIOBA KHCEIMHA B TPOTHBOBB3MANUTETHN N03UPOBKHA, COX-2 WMHXMOWTOpPH M HECEICKTUBHU
HCIIBC) Moxe ia HacThIM OoTciIa0BaHE HA aHTUXUTIEPTCH3UBHUS eekT. EnHoBpemennara ynorpeda na ACE-
naxuburopu U HCIIBC moxe na goBeje [0 MOBHIICH PHCK OT BIOlIaBaHe Ha ObOpedHaTa (yHKIUS,
BKJIIOYUTEIIHO BBh3MOXKHA OCTpa ObOpeYHa HEIOCTATHUHOCT M IMOBHILIABAHE HA CEPYMHHUsS KaJlUii, 0COOCHO MpH
MaleHTH ¢ JIomIa TpesmecTBama 0popedna ¢yaknus. KomOuHanusTa TpsOBa ma ce mpuiara ¢ IMOBHIIECHO
BHAMaHHe, 0COOCHO TpH HampeaHana Bh3pacT. llanmeHTtHTe TpsiOBa Ja OBOAT JOCTATHYHO XUApPATHPAHU U
TpsiOBa &la ce MpeABUAN KOHTpOJHMpaHe Ha ObOpeuyHata (pyHKIMS B HAYaJIOTO Ha KOMOWHUPAHOTO JCUEHHUE, a
CJie]] TOBa — IEPUOUYHO.

Eouoepemelmo npujioycernue, U3uCKeaulo u3zeecmmno enumanue

AHTI/IXI/IHGDTGHSI/IBHI/I CpCACTBA M Ba30MJIaTaTOPH

EHHOBpeMCHHOTO H3IO0JI3BAHC Ha TC3U CPCACTBA MOKC Ja YBCIINYN XUIIOTCH3UBHUTC e(l)eKTI/I Ha INCPUHAONPUIIL.
E,I[HOBpeMeHHOTO MNPUJIIOKCHUC C HUTPOITIMUCPUH W APYTH HUTPATH HWIIKA APYTA Ba3oAUJIATATOPU MOKE
JOI'BJIHUTCIIHO Jia TOHUKU KPBbBHOTO HaJIATaHE.

TDI/IHI/IKJ'II/I‘IHI/I aHTI/II[CHDGCB.HTI/I/ AHTHUIICUXOTULIH/AHSCTETULIN:
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EnHOBpPEeMEHHOTO M3MOJI3BaHE HA HAKOM aHECTCTUYHH JICKAPCTBEHU MPOAYKTH, TPULUKINYHUA aHTUIACTIPECAHTH
u antuncuxotunu ¢ ACE-MHXHOUTOpUTE MOXKE Ja MMa 3a PEe3yJNITaT JOMBIHHUTEIHO HaMaJsBaHe Ha KPHBHOTO
HajsTane (BXK. Touka 4.4).

CHUMIATUKOMUMETHIIN
CHUMITATHKOMHMETHUIIUTE MOTAT J1a HAMAJISAT aHTUXUIIEpTeH3uBHUTE eekTh Ha ACE-unxuburopure.

3naTHU npenapary:

Wma penxu cboOIIeHNs 32 HUITPUTOUIHN PEAKUUH (CUMIITOMATHKATa BKIIIOYBA 3aUepPBsBAaHE HA JIMLIETO, TaJCHE,
MOBPBIAHE U XUITOTEH3MS) MIPH MAUEHTH MPOBEKAAIIN JICUCHUE C MHKEKIIMOHHHU 3JIaTHU Ipenapaty (HaTpueB
ayporuomainart) eqHoBpeMeHHO ¢ ACE mHXuOUTOp, BKIIOUUTETHO IEPUHAOTIPUIL.

4.6 DepTUINTET, OPEMEHHOCT U KbpPMeHe

Bbpemennoct:

Ynorpebara Ha ACE-uHXHOUTOPH HE ce IMpernopbyBa Mpe3 MbPBUS TPUMECTHP Ha OpeMEeHHOCTTa (BXK. TOYKa
4.4). Ymorpebata Ha ACE-uHXHOWTOpDH € TpPOTHBOIIOKAa3aHa IIPe3 BTOPHUS W TPETHUS TPHUMECTHP Ha
OpemenHocTTa (BXK. Toukd 4.3 u 4.4).

EnunemMuonornyHuTe JAHHU OTHOCHO TepaToreHHHs puck ciieg ACE-uHXHOMTOpHA €KCIO3UIHKS Mpe3 ITbPBUS
TPUMECTHP Ha OPEMEHHOCTTa HSAMAT OKOHYATENIEH XapaKTep; MaJIKo IMMOBHIIABaHE Ha pHCKa o0adye HE MOXe Jia
0b1e u3kirodeHo. OcBeH KoraTo npoabinkaBaHeTo Ha ACE-HHXHOUTOPHOTO JICYSHHE Ce CUMTA 3a CHIIECTBEHO,
NalueHTH TUIaHupally OpeMEeHHOCT TpsOBa a MPEMUHAT Ha aITEPHATHBHO aHTHXUIEPTEH3UBHO JICUEHUE, KOETO
uMa YCTaHOBEH Npodui Ha Oe30macHOCT Ha ymnoTpebda mpu OpeMeHHOCT. AKO ce yCTaHOBH OpEeMEHHOCT,
neuennero ¢ ACE-unxubutopu TpsiOBa 1a ce chpe He3a0aBHO M ako € HeoOXOoAMMO Ja ce 3alovyHe
ANTEPHATHBHO JICUCHHE.

WsBectHo e, dwe excrmosuimsata Ha ACE-mHXuOWTOpHA Tepamusi Tpe3 BTOPUS W TPETHUS TPUMECTHP Ha
OpeMeHHOCTTa, TIpeAW3BUKBA (ETOTOKCMYHM e(eKTH NpH uYoBeKa (MOHKeHa ObOpedHa GyHKIWMS,
ONUTOXUAPAMHUOH, 3a0aBsiHE Ha uepenHata ocH(UKalMs) M HEOHAaTaJHAa TOKCHYHOCT (ObOpeuHa
HEJIOCTATHhYHOCT, XUIIOTOHUS, XUTICPKATHEeMus) (BXK. Touka 5.3).

B cayuaii Ha ACE-uHXHOMTOpHA EKCIO3WIIMS OT BTOPUS TPUMECThP Ha OpPEMEHHOCTTa C€ MpernopbyuBa
YATPa3BYKOBO M3CJIeIBaHE HA ObOpedHaTa (yHKINS U Yepera.

beGeta, unnuto mabiku ca mpuemamn ACE wHxuOutopm TpsiOBa na ObaaT HaOMIOJaBaHM BHHUMATENHO 3a
XUNOTeH3Us (BXK. TOUkH 4.3 u 4.4).

Kspmene:
Ilopamgn numnca Ha HammyHa WHGOpPMAIMs OTHOCHO ymoTpebata Ha [IpecTapmym mo BpemMe Ha KbpPMEHE,

[IpectapuyMm He ce MpenopbyBa M MPEMHUHABAHETO KbM aJITePHATHBHA TEPAIHs, KOSTO € C M0-100bp YCTaHOBEH
npodua Ha 6e30MacHOCT MO BpeMe Ha KbPMEHE € 3a MPe/oYnTaHe, 0COOCHO KOraTo ce OTHACS 32 KbpMEHE Ha
HOBOPOJICHO MJIH Ha MPEKAEBPEMEHHO poJieHO Oebe.

depTuaurer
He oka3Ba BiusiHNE BHPXY pENPOIyKTHBHATA CITIOCOOHOCT M (hepTHIINTETA.

4.7 EdexTu BHpXy ciocofHocTTA 32 IodupaHe u padora ¢ MAIINHU

[Ipecrapuym HsIMa TPSKO BIHMSIHUE BHPXY CIIOCOOHOCTTA 3a HIOQupaHe W paboTa ¢ MAIIMHU, HO MPH HIKOU
HAlMEeHTH MOraT Ja HAacTBIST WHAMBUAYAIHH PEAaKUUH, CBBP3aHU C HUCKO KPBBHO HaJAraHe, OCOOEHO B
HA4aJ0TO Ha JICYEHUETO WIM B KOMOMHAIMSA C IPYTH aHTUXUIIEPTEH3UBHH JICKapCTBA.

B pesynraT Ha ToBa MO>ke 1a ObJie HapyllIeHa CIOCOOHOCTTA 3a o upaHe U padoTa C MAIIMHH.
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4.8 Hesxes1anu 1ekapcTBeHU peaKuuu
a. Kpatko onucanue Ha npo¢uiia Ha 6€301acHOCT

[IpopunsT Ha Ge30MaCHOCT Ha MEPUHIONIPHII CHOTBETCTBA Ha poduina Ha 6e3onacHocT Ha ACE-unxuburopure:
Hait-uectute Hexelanu JICKapCTBCHU pEaKIuu, KOHUTO CC C’LO6HIaBaT OT KIMHHUYHUTC HW3IIUTBAHUA H Ca
HaOIIoNaBaHU W IpU HEPUHIONPUI ca: 3amaiiBaHe, IJIaBOOOJME, NapecTe3WH, CBETOBBPTEX, 3PUTEIHU
HapyLEeHNs, THHUTYC (LIyM B YIIUTE), XUIOTOHUS, KallNIMIA, AUCIHES, KOPEMHH OOJIKH, KOHCTUIALUS, AUapus,
JHCTeY3Hsl, TUCTICNICHS, TaJeHe, MOBPBIIaHe, MIPYPUTYC (ChbpOEkK), OOpPUB, MyCKYJIHU KPaMIIH U aCTCHHUS.

6. Tabsuia Ha KPaTKOTO ONUCAHUE HA HEKEJIAHUTE JICKAPCTBEHU PEaKIIUU:

ITo Bpeme Ha KIMHUYHHUTE W3IMUTBAHUS W/WIM IIOCTMApKETUHIOBA yIOTpeda Ha MEPHHIONPII ca HAaOII01aBaHU
CIIEIHNTE HEXKEJIaHU PeaKiuy, KOUTO ca KaTeTOPU3UPAHHU 110 YECTOTa, KAaKTO Clie/Ba!

Mtoro uectu (>1/10); wectu (>1/100, <1/10); He TomkoBa yectH (>1/1000, <1/100); peaxu (>1/10000, <1/1000);
MHoro peaku (<1/10000), ¢ HenzBecTHa YecTOTa (OT HATHYHUTE JJAHHU HE MOXe Ja ObJie HalpaBeHa OICHKA).

Cucremo-opransa Hexesianu peakuuu Yecrora
kaacupukamus no MedDRA

Hapyumienus Ha KpbBTa U Eosunodumnms Heuectu™
JuMpHaTa cucreMa
ATpaHyJONNTO3a WM MAHIUTOIICHYSI MHoro peaku
[ToHMKeH XeMOTTI00UH, TIOHWKEH XeMaTOKPHUT MHoro peaku
JleBKOTIeHHS/ HEYTPOIICHHSI MHoro peaku
XeMOJIUTHYHA aHEMHUSI TIPY TTALIMEHTH C BPOACH MHoro peaku

JneUIUT Ha TIH0K030-6-pocdaT nexumporenasara
(G-6PDH) (Bx. Touka 4.4).

TpoMOonmuTOTIEHUS MHoro penku
CuHIpOM Ha Hea/leKBaTHA CEKpenus Ha

Hapymenusi Ha eHAOKPHHHATA Penxun
Py P aHTHanYpeTHYHHS X0pMoH (SIADH)
cucTemMa
Hapymienns Ha Metadoam3zma | Xunornukemus (Bx. Touku 4.4 u 4.5). Heuectu™
U XpaHEHeTo
Xunepkaivemusi, o0paTiuMa Mpu CupaHe Ha Heuectu™
TIPUIIOKEHUETO (BXK. ToUKa 4.4)
XUnoHaTpUEMUS Heuectn*
Hemnpecust Heuectn*
IcnxuyHu HApYLIEHUS Hapymenns Ha HacCTpOoeHHETO Heuectn
Hapyiienus Ha cbHs Heuectu
Hapyumenusi Ha HepBHaTa 3amaiiBaHe Yectn
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Cuctemo-opranna He:xenanm peakuuu YectoTa
kiacupuxkanus mo MedDRA

cHCTeMa
I'maBoGonue Uectn
ITapecTe3us Yectu
Bepturo Yectu
CBHIUBOCT Heuectn*
CuHKON Heuectn™
O0BpKaHOCT MHoro peaku

HapyumeHnus Ha ounTe Hapyenue Ha 3peHueTo Yectn

Hapyumenus Ha yxoTo 1 Tununryc Yectn

Ja0upUHTA

ChbpaeyHu HapylieHust CropriebneHe Heuectn™
Taxuxapaust Heuectn™

Crenokapaus (Bx. Touka 4.4)

MHoro penku

AputMmus

MHoro peaku

MpuoxkapaeH nHpapKT, BEpOSTHO BTOPHUYCH B
pe3yaTaT OT MIPEeKOMepHa XUIIOTOHHUS IPU
BHCOKOPHCKOBH MAalMEHTH (BX. Touka 4.4)

MHoro penku

CbaoBu HapylIeHHUsA

Xwunotonus (M epeKTH, CBbP3aHU C XUIIOTOHUSITA) Yectn
Backynur Heuectu™
3adepBsiBaHE Penxu*

WHcynt, BEpOSITHO BTOPHYEH B pe3yJITaT OT
MpEeKOMepHa XUITOTOHUS TIPU BUCOKOPHUCKOBH
MMaMeHTH (BXK. TOUKa 4.4)

MHoro penku

denomen Ha Peiino

C HeusBecTHA

YECTOTA
PecnimpaTopHu, rpbIHH 1 Kammuna Yectu
MeIUACTHHAJHN HApyLIeHHUs Jncrmes Yecrn
Bponxocnazem Heuectn

Eo3unodunHa mHeBMOHHS

MHoro peaku

CToMaliHO-4YpeBHH
HapyleHust

Punut MHoro penku
Kopemuu 6omku Yectu
Konctunanusa Yectn
Huapus Yectu
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Cuctemo-opranna He:xenanm peakuuu YectoTa
kiacupuxkanus mo MedDRA

Hucreysus Yectn
Jucnencust Yectn
l'anene Yectun
IToBpbiiane Yectun
Cyxa ycra Heuectn
ITankpeatur MHoro penku

Xenaro0uauapHu HApyIeHUs

XemnaTuT - IUTOJIMTUYEH WIN X0JIeCTaTUUeH (BXK.
Touka 4.4)

MHoro penku

Hapymiennsi Ha KoxkaTa
MOJKOKHATA ThKAH

u

[pypuryc YecTu
O6puB Yectn
Yprukapus (Bk. Touka 4.4) Heuectn
AHrroeneM Ha JUIETO, KpaHHUIIUTE, YCTHUTE, Heuectu
JIUTABUIIUTE, €3UKa, TJIOTUCA /WU JIAPUHKCA (BXK.

Touka 4.4)

Peakruu Ha oTOCCH3NOMIM3AITIS Hewectn*
[Temdurong Heyectu*
Xunepxuaposa Heuectn
BiiomaBane Ha ncopuasuc Penxu*

Epurtema myntudopme

MHoro peaku

Hapyumenust Ha MyCKyJIHO- MyckynHM Kpamou Yectn
CKeJIETHATA CHCTEeMA H
CheHHUTEJHATA ThKaH Aprpanrus Heuectu™
Muanrus Heuectn *
Hapymienust Ha 0b0peuuTe 1 | brOpeyHa HEMOCTATHUHOCT Heuectu
NMUKOYHUTE MbTUILA
OcTtpa Ob0peyYHa HETOCTATHYHOCT Penxu
Anypust/onurypust Penxu*
Hapymienus Ha Epexrnnna nucyHKmms Heuectu
BB3NPOU3BOANTEIHATA
CHCTEMA U I'bpJaTa
OO0mu HapymeHust M egpekTH | ACTeHUS Yectu
HA MSICTOTO HA MPUJIOKEeHHe
P I'pbaHa Gonka Heuectn™
O06ma oTmagHaIOCT Hewectn™
ITepudepen oTok Heuectn*
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CucreMo-opranna He:xenanu peakuun YecToTa
kiacupuxkanus mo MedDRA

[Tupexcust Heuectu™
H3cnensanus IToBuieHa ypes B KpbBTa Heuectu™
[loBuIleH KpeaTHHUH B KPBBTa Heuectu™
[ToBumen 6unMpyOuH B KpBBTA Penxu
[ToBuienn yepHOIPOOHU EH3UMH Penxun
HapansiBanusi, OTpaBsSiHUS U [Tanane Heuectun*

YCI0KHEHUSl, Bb3HUKHAJIU B
pe3yJaTaT HAa MHTEPBCHIIUU
* Yecmoma e uzquciend no OauHu om KIUHUYHUME USNUMBAHUS 30 HeXCelaHU peakyuu, omdemeru no

CHOHmMaHHume Cb06W€Hu}Z

KiuHu4YHY OpOyYBaHUS:

ITo Bpeme Ha mepuoja Ha paHIOMH3HpaHe Ha marueHTHTe B mpoyduBaHeTro EUROPA, ca mpocnenssanu camo
CEepHO3HUTE HEeXelaHW ChOMTHS. HSKOIKO ManueHTH ca MMalli CePHO3HW HEXENAaHW CHOWTHA: CHOTBETHO 16
(0,3%) ot 6 122 manmenTtH, nmomydaBamm nepusionpuia, u 12 (0,2%) ot 6 107, momyuaBamm tuiane6o. B
rpynara Ha NaIlUeHTUTE, MOJIyYaBalld NePUHIONPUI, XUTIOTOHUS ¢ Ha0JIr01aBaHa NPy 6 MaIMEHTH, aHTHOCIEM
npu 3 MAIMeHTH U BHE3aIeH ChpJieueH apecT npu 1 naiueHt. [loBeue manyeHTy ca OTnaHall OT IPOYYBaHETO
MOpajy KaluTuIla, XAIIOTOHUS WK APYT BUJ HEMOHOCHMOCT B IpylaTa, JIEKYBaHU C IIEPUHIONPHII OTKOJIKOTO B
rpynara, JJeKyBaHU c miamnebo: 6% (n = 366) crpsmo croTBeTHO 2,1% (n = 129).

Cro0111aBane Ha MOAO3MPAHU HEKEIAHU PEAKIIUU

Cro0I11aBaHEeTO Ha MOI03UPAHN HEKEJIAHU PEeaKIMK CIe]] pa3peliaBaHe 3a ynorpeda Ha JICKapCTBEHUS MPOIYKT
¢ BakHO. ToBa MO3BOJISIBA Jla MPOIBIKM HAOJIOJCHHETO Ha CHOTHOIICHHUETO IOJI3a/PUCK 3a JICKAPCTBEHUS
npoxykT. OT MEIUIMHCKHUTE CIICIMAIMCTH C€ M3UCKBA Ja CHOOIIABAT BCsKa MOM03WpaHa HEKeJaHa pPeaKIIHs
4ype3 HallMOHAJIHA CHCTEMA 33 ChOOIIaBaHe, IIOCOYCHA B :

bbarapus

M3nbaautenHa arenius mo ekapersara (MAJT)
Va. ,,Jamsa ['pyes Ne 8

1303, rp. Codust

Ten.: +359 2 8903 417

yebcaiitT: www.bda.bg

4.9 IIpeno3upane

HMa Ha pa3mnonoxkeHue OrpaHuYeHd JAaHHU 3a mpeao3upane npu xopa. CHMOTOMHTE, CBBP3aHH C MPEA03UPAHE
Ha ACE-uHxuOutopute, MOraT Ia BKIIOYBAT XHUIIOTOHHWS, IIMPKYJIATOPEH IIOK, CJIEKTPOJUTHU HapyIICHUS,
ObOpeyHa HEJOCTATHYHOCT, XHUICPBCHTHJIAIUS, TaXUKapAus, NaINMUTAIMKW, Opaaukapaus, 3aMaiBaHe,
TPEBOYKHOCT M KAlILJIMIIA.

[IpeniopbuBaHOTO JIeYeHNE HA MPEO3MPAHETO € WHTpaBeHO3Ha MH(Y3ua Ha HaTpueB xiopua 9 mg/ml (0,9%)
pasTBoOp. AKO Ce TOSBU XHUIIOTOHUS, MAIUCHTHT TPIOBa J1a ObJie TIOCTABCH B MOJIOKCHUE 32 JICUCHUE HA IIOK.
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AKO € Ha pa3loJIOKEHHE, MOXE ChBIO Ja ce pasriena JieueHHe ¢ WHQy3us Ha aHrmoTeHsuH Il w/wmm
KaTeXOJJaMUHU HMHTpaBeHO3HO. IlepuHpompun Moxe 1a c€ OTCTpaHd OT OOLIOTO KpbBOOOpallleHHE 4pe3
xemoauanu3sa. (BX. Touka 4.4). 3a Opanukapaus, pe3sUCTEHTHA Ha JICUCHHE, € MI0Ka3aHa Tepanusl ¢ NeHCMEHKBD .
HenpexbcHato TpsiOBa 1a ce mpociensBaT >KU3HEHUTE [TOKa3aTeNl, CEPYMHHUTE €NIEKTPOIUTH U KOHLCHTPALUUTE
Ha KpeaTHHHHA.

5. ®APMAKOJOTMYHA CBOMCTBA

5.1 ®dapmakoaMHAMUYHHU CBOWCTBA
dapmaxorepanetnuna rpyna: ACE naxuburopu, oonknosern, ATC kox: C09A A04

MexaHn3sM Ha ICHCTBHUC

[lepurmonpun e MHXMOUTOP HA €H3MMa, KOMTO KOHBepTHpa aHTHOTEeH3WH | B aHrmoreH3uH Il (aHTHOTEH3WH
koHBeptupaiy eH3uMm, ACE). KoHBepTupamusaT eH3uM, WM KWHA3a, MPEACTaBJIsIBa EK30MENTHa3a, KOSATO
MO3BOJIIBA KOHBEPCUS HA aHTUOTCH3WH | BBB Ba30KOHCTPUKTOpa aHruoTeH3uH I, kakTo W oTroBapsmy 3a
pasnaZaHeTo Ha BazojWiaTaTOpa OpaJMKMHUH Ha HeakTMBEeH xekranenTun. WuxuOuimsra Ha ACE uma 3a
pe3ynTar peayKuus Ha aHTHOTeH3WH Il B murazmara, KO€TO BOIU IO YBEIHWYCHA IUIA3MEHA PEHUHOBA aKTHBHOCT
(upe3 MHXUOUINS HA OTpUIIATETHATa OOpaTHA BpBh3Ka 32 OCBOOOXTaBaHE Ha PEHHWH) W HaMaJeHa CEKpeIus Ha
annocrepoH. Tl kato ACE nHakTHBUpa OpaJiKHHIHA, HETOBaTa MHXUOWIIMS UMa 33 Pe3yIITaT MOBUIIIABAHE Ha
AKTUBHOCTTA Ha LUPKYJIUPAIIUTE U JIOKAIHU KaJUKPEWH-KWHUHOBH CHCTEMH (M 1O TO3M HAYMH ChHINO TaKa
aKTUBHPAHE HA MPOCTArJIAHJMHOBATA CUCTEMa). Bh3MOXKHO € TO3U MEXaHU3bM Jia JIOTIPUHACS 32 TOHMKABAIIOTO
KPBBHOTO Haysirane aeiicteue Ha ACE-HHXHOHTOpUTE M 0TYACTH J1a € OTTOBOPEH 33 TEXHUTE CTPAHUYHU e(DEeKTH
(mamp. KannmuIa).

[lepurmonpun aeficTBa 4pe3 CBOS aKTHBEH META0OJIHT MepUHIONpHiIaT. Jpyrute MeTaOOIUTH HE TOKa3BaT
naxuOuis Ha ACE akTuBHOCTTa UH BUTPO.

Knnanyna eukacHocT 1 6e300acHOCT

XUnepToHus:

[lepuHmoOTIpHII € aKTWBEH NPW BCHYKU CTETIEHW Ha XHUIEPTOHMATA: JIeKa, yMepeHa, Texka; HaOmomaBa ce
MOHIDKABAHE HAa CTOMHOCTUTE HAa CHCTOJIMYHOTO M JIMACTOJNMYHOTO KPHBHO HaJsITaHE KAaKTO B JIETHAJO
MOJIOKEHUE 110 TPHO, TaKa U B H3MPABEHO MOJIOKCHUE.

[Mepunmonpun HamansiBa NEpUPEPHOTO CHAOBO CHIPOTUBICHHE, KOETO BOAW IO TOHM)KaBaHE HA KPBBHOTO
Haysirane. BenencTere Ha TOBa ce yBenH4aBa neprQepHust KpbBOTOK, 0e3 e()eKT BhPXY ChpeYHATA YECTOTA.
Kato mpaBmiio ce yBemmdaBa ObOPEYHHUAT KPBBOTOK, JOKATO CKOPOCTTa Ha TiioMepyiapHa ¢uirparus (CI'O)
O0OMKHOBEHO OCTaBa HEMIPOMEHEHA.

AHTUXHITEPTCH3UBHATA AKTUBHOCT € MaKCHMallHa MEXIY 4 u 6 4. cJie]] MpUeM Ha eJUHIYHA /1032 U MPOIbJKAaBA
noHe B TeueHue Ha 24 4u.: 87-100% ot edeKTuTe MonajaT B MEKIAYIUKOBUTE CEKTOPH.

CrnaabsT Ha KPBBHOTO HAJISITaHE HACThIBA ObP30. [Ipy moBnMsBaIIM ce MAlEHTH, HOPMAIHU3AIUs Ce TOCTHTA B
pamkuTe Ha | Mecer u mepcucTrpa 6e3 mosiBsIBaHe Ha TaXU(UITAKCHSL.

CrmpaHeTo Ha JIeYeHHETO He Boau 10 rebound edekT.

[lepunrmonpun HamasBa IeBOKaMepHATa XUIIEPTPOQHSL.

JlokazaHo e, Ye mpH Xopa MEPUHAONPUI JEMOHCTpPUpa ChIOpa3lIMpsBAIIM CBOMcTBa. Tol momoOpsiBa
€JIACTHYHOCTTa Ha TOJIEMHUTE apTepHH M HaMallsiBa OTHOIIEHUETO MEIUS: TyMEH Ha MAJIKHTE apTepPHU.
CriomararejiHa Teparus ¢ THa3uACH TUYPETHK BOIU 10 CHHEPIU3bM OT amuTuBeH Tui. KomoOunaiusta or ACE-
WHXHOUTOP 1 THA3UJ CHIIO HAMaJsBa PUCKA OT XUIIOKAIMEMIIS, TPEIN3BUKAaHA OT JHYPETUIHOTO JICUeHHeE.

[ManuenTH che cTabuiiHa opMa Ha KOpOHApPHA 0OJIECT HA CHPIIETO:
[IpoyuBaneto EUROPA € MHOTOIIEHTPOBO, MEXIYHAPOJHO, PaHAOMU3UPAHO, IBONHO-CIISINO, IUIANEe0o0-
KOHTPOJMPAHO KIMHUYHO TPOYYBaHe, C MPOABIDKUTETHOCT 4 TOAMHH.
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[Banamecer xumsgm nBecta w ocemHazeceT (12,218) mamumentd Ha BB3pacT Hanm 18 roamHmM ca Owim
paHIOMU3UpaHU Ha 8 MQ MepHHIONPHI TepT-OyTriaaMuH (eKBUBaeHTHO Ha 10 mg nepuHaonpui aprutun) (N =
6,110) nam mmare6o (n = 6,108).

[Monynamnwmsita, BKIFOYEHA B MPOYYBAaHETO, € OMJa C JOKa3aHAa KOpOHapHa OOJECT Ha CHPIETO 0e3 KIMHUYHH
IpU3HAlM 3a chpAeyHa HeAocTaTbyHOCT. O0mo 90% OT manueHTHUTe ca MMajd MpEIiecTBAalld MHUOKApICH
WHOApKT W/WIM peBacKynapu3anus. MeJuKkaMeHTO3HaTa Teparis B MpoydYBaHeTo € Omia pobaBeHa Ha GoHa Ha
KOHBCHI[MOHATHA TEPaNHsi, BKIIOYBAIIA aHTHATPETaHTH, JIUITHIO-TOHNKAaBaIlld METUKAMEHTH U OeTa-0JIoKepH.
OCHOBHUS KpUTEpUH 3a €(DEKTUBHOCT € OMI KOMOHMHAITMATA OT CHhPACYHO-CHIOBA CMBPTHOCT, HedataieH
MHUOKapJieH MHPAPKT, /MK ChPJIEYEH apecT ¢ yCIenHa pecycnuTanus. Jledennero ¢ 8 My nmepuHIONPIIT TEPT-
OyrmnamuH (ekBUBaJeHTHO Ha 10 mg TMEepUHAONPWI apriHHMH) BEIHBK JHEBHO € JIOBEJIO 0 3HAYUTEIHO
a0COJIFOTHO HaMaJicHUE Ha MbpBHYHATa KpaiiHa nen ¢ 1,9% (penatuBHO HamasneHue Ha pucka ¢ 20%, 95% CI
[9,4; 28,6] — p<0,001).

[Ipu mamuenTrTe ¢ MpeaecTBa] MUOKapAeH HH(PAPKT W/ peBacKyIapu3alis, abCOMOTHOTO HaMalleHHe Ha
pucka e 6wio 2,2%, ChOTBETCTBAIO Ha PEJIATHBHO HamajeHue Ha pucka ¢ 22,4% (95% CI) [12,0; 31,6] —
p<0,001) mo oTHOLIEHNE Ha IbPBUYHATA KpaiiHa 1€ B CpaBHEHHUE ¢ Tu1areo.

JlaHHM OT KIMHMYHWTE TNPOYYBAaHWS 3a JBOWHATA OJIOKaJa Ha CUCTEMaTa PEHUH-aHTMOTCH3UH-aI0CTePOH
(RAAS):

JIBe Tonemu panaomusupanu koHtposmpanu npoyuBanus — ONTARGET (ONgoing Telmisartan Alone and in
combination with Ramipril Global Endpoint Trial - Texymo rno0anHO W3MUTBaHE 3a KpailHM TOYKH Ha
TEJIMUCAPTaH, CaMOCTOSTENHO W B KoMmOuHamus ¢ pamunpwi) ¥ VA NEPHRON-D (Knuanuno mpoyuBane
CBBP3aHO C pa3BUTHE Ha HepomaTHs Mpu AUA0eT, MPOBEAEHO 0T MUHHCTEPCTBO MO BHIPOCUTE HA BETEPAHHUTE)
— mpoyuBaTt ynorpebarta Ha komOuHatmsta ot ACE uaxuburtop u anrnorensus Il-penenropen Gnoxep.

ONTARGET e npoydBane, IpoBeIeHO TPH MAIMEHTH ¢ aHaMHe3a 3a ChPJCYHO-CHIOBA MM MO3BUYHOCHIOBA
Oonect, WM 3axapeH auabeT TWO 2, NPUAPYKEHH C JaHHU 3a YBpeXaaHe Ha e(eKTopHH opraHud. VA
NEPHRON-D e npoy4Bane npu naueHTH CbC 3aXapeH auadeT Tul 2 1 auadeTHa HepomaTHs.

Te3u mpoyuyBaHMs HE MOKa3BaT 3HAYUM OJaronpusTeH e(eKT BbpXy OBbOpEeYHHTE W/WIIN ChPICUHO-CHIOBUTE
MOCIIEMIIA U CMBPTHOCT, KaTO CHIIEBPEMEHHO ca HaOMI0JaBaHH IOBUIIEH PUCK OT XHUIIEPKATHEMHUS, OCTPO
yBpexIaHe Ha ObOpenuTe W/Uiau XUIIOTOHHUS B CpaBHEHHE ¢ MOHOTepanusta.Kato ce umaT mpenBua cXogHUTE
uM (papMakoAMHAMUYHM CBOMCTBA, TE3M pe3ydTraTH ca npwiokumu u 3a Apyru ACE uaxubutopu u
aHrnoteH3uH ll-penentopuu 6okepH.

ACE wunxubutopun u anruoTeH3uH Il-penentopHu Onokepu ciegoBaTenHO He TpsiOBa Jga ce H3MON3BAT
€HOBPEMECHHO IPH TMALMEHTH ¢ AuabeTHa HePpOmaTHsL.

ALTITUDE (Knuan4yHO TpoydYBaHE MPOBEACHO C aJMCKUPEH IMpH MAIieHTH ChC 3aXapeH auaber Tum 2 ¢
M3M0JI3BaHe Ha ChPJCIHO-CHIOBH M OBOpEeUHN 3a00IIBaHUS KaTO KpaifHU TOYKH) € MPOyUIBaHe, IPeIHa3HAUYCHO
Ja u3cielnBa IMoj3aTa OT N00aBSHETO Ha AlIMCKUpeH KbM craHgaptHa Tepanus ¢ ACE unxubutop wmmm
anrnoreH3uH ll-penentopen Onokep NMpH MalMEHTH CbC 3axapeH auabeT TN 2 W XPOHHYHO OBOpEYHO
3a00JsIBaHe, ChPIICYHO-CHIOBO 3a00isiBaHe WK U ABete. [IpoyduBaHeTo € mpeKpaTeHo NpekIeBPEMEHHO opaIu
MOBHIIIEH PUCK OT HEOJIAronmpusTHU mociienii. KakTo chplieuHO-ChI0BATa CMBPT, TaKa W MHCYATHT ca IO-
YecTu B Ipynara Ha ajJuCKUPEH, OTKOJKOTO B IpylaTa Ha Ianeo, a MpeacTaBIsIBALMTE WHTEPEC HEXKETaHU
CHOUTHS M CEPUO3HU HEXKEJIaHU CHOUTUS (XUIEPKAIMEMHUs, XUTTOTOHUS 1 ObOpeuHa nuchyHKIH) ce choOImaBaT
M0-4eCTO B rpynara Ha aIICKUPEH, OTKOJIKOTO B TpymaTa Ha miaueoo.

[leanatpuyna ynorpeba:

besonmacHocTTa M edukaHcoCTTa Ha MEPUHAONPUI IMpHU JAella M IOHOMIIM Ha BB3pacT moxa 18 rogumHum He ca
YCTaHOBEHHU.
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B oTkpuTO, HECPAaBHUTEIHO KIMHUYHO IpOy4YBaHe MpH 62 Aena ¢ XUIEePTOHH Ha BB3pacT oT 2 10 15 roannu
ChC CTETeH Ha TiioMepyiapHa ¢uarparms > 30 ml/min/1,73 m2, manueHTHTE ca TMOMYYHIIN TIEPHHIOTIPHUIT ChC
cpenna posza ot 0,07 mg/kg. [lozata e Omia MHAMBUAyaTu3UpaHa B 3aBUCHMOCT OT MAMEHTCKUS MPOGUI U
OTroBOpa Ha KpbBHOTO HaJsiraHe 10 MakcuMmanHa n1o3a ot 0,135 mg/kg/nen.

59 manmeHTH ca 3aBbPIINJIM TPUMECEUHHUS MepHoJ U 36 MAlMEeHTH ca 3aBbPLIIM YIABDKEHHS INEpHOJ Ha
MPOYyYBAHETO, T.€. OWMJIM ca MpocHeAsIBaHU Hail-manko 24 mecena (cpefHa MPOABIHKUTEIHOCT Ha NMPOYYBAHETO:
44 mecera).

CHUCTONHOTO U AWACTOIHOTO KPHBHO HAJSTaHE OCTaBa CTAOMIIHO OT BKJIIOYBAHETO 0 IOCJIEAHATA OLIEHKA IIPU
NAlMEHTH, JeKyBaHH IIPeId TOBA C IPYTH aHTHXUIIEPTEH3UBHM JICKApPCTBA, M € HAMAJAIO IPH HENEKyBaHU
HalyeHTH.

IToBeue ot 75% OT Aemarta ca WMaiaM CHCTOJNIHO M IHUACTOJIHO KPBBHO HAJsITaHEe TOM 95TH MEPCEHTHI MPH
TSIXHOTO ITOCJIEAHO OLIEHSIBAHE.

be3omacHocTTa € Orita ChbBMECTHMA € TTO3HATHS ITPOQIUT Ha O€30TTaCHOCT Ha TICPUHIOTIPHIL.

52 PapMaKOKMHETHYHHU CBOICTBA

AGcopOrtus
Crnen rmepopajiHO NMpPUEMaHE MEPUHIONPUI Ce pe3opOupa ObP30 M NMHUKOBH KOHIEHTpPAIMM B IUIa3Mara Ce

Jocturat B paMkuTe Ha 1 4. [masMeHuaT momy>KUBOT Ha MEPUHAOIPUI € paBeH Ha | dJac.

[lepurmonpun e JeKapcTBEH NpPENIIeCTBEHUK. 27% OT TpUioXKeHaTa J03a MEPHHIONPHI JOCTUTA
KPBBOOOPBILIEHHETO N0 (popMaTa Ha aKTUBHHUS META0OIUT MEPUHAOTIPHIIAT.

B nombnHeHME KbM aKTHBHUS TIEPHHIONPUIIAT, IEPUHAONPHI CE pasrpaxia Ha omie 5 MeTaOOJIUTH, BCHUKUTE
HeakTuBHU. [IMKOBa 1I1a3MeHa KOHIIEHTPALMS Ha IEPHHIOTIPUIIAT CE TOCTHTA B paMKHUTE Ha 3 70 4 4.

Tt KaTo TPUEMBT Ha XpaHa HaMajsiBa KOHBEPCHATA B MEPUHAONPHUIIAT M CJIEIOBATEIHO - OHMOHAIMYHOCTTA,
TIEPUHIOTIPIII ApTHHHH TPSIOBa J1a ce mpuJiara mepoparHo KaTo eJUHIUYHA JHEBHA /1032 CYTPHH Ha TIIaTHO.
JleMoHCTprpaHa € JIMHEeHa 3aBUCUMOCT MEXy 103aTa NEPUHIONIPUI U IJa3MeHaTa i eKCIIOHALMSL.

Paznpenenenue
O6embT Ha paznpenencHue ¢ npubmmsutenno 0,2 l/kg 3a HecBbp3an mepuHmonpuiaaT. CBBP3BAHETO Ha

NEPUHAONIPUIIAT C IJIIaSMEHUTE 6CJ'IT’BI_II/I e 20% riaaBHO C aHTHOTEH3UH KOHBEPTHpAIUAg €H3UM, HO € 3aBUCUMO
OT KOHLICHTpalusATa.

Enumunupase
[lepuronpuiat ce oTAeNs B ypuHaTa U MOTYKHBOTA HAa HECBbp3aHaTa Gpakuus e npuommsutenHo 17 4., koeto

MMa 3a pe3yJITaT MMOCTUTaHe Ha ,,steady state” cnen 4 qaM.

CrenuanHy HonyJaalnuu

EnumuHupaHeTo Ha IEpUHIONPUIIAT HAMANABA IIPU XOpa B HAIlpeHaja Bb3pacT U ChIIO0 TaKa P MalUCHTH ChC
chbpeuHa uin ObOpedYHa HeloCTaThUHOCT. [Ipn ObOpeyHa HEeIOCTATHYHOCT € JKeJIaTeTHa KOPEKIUs Ha 703aTa B
3aBUCHMOCT OT CTETIEHTa Ha YBPEXKIAHETO (KPEaTHHHHOBHS KIIMPBHC).

Jnanu3HUAT KIMPBHC HAa NEPUHIONPHIAT € paBeH Ha 70 ml/min.

Kunernkara Ha mepHUHIONPUI € MPOMEHEHA NMPH MALUEeHTH C IMPO3a: XEMaTaJHUAT KIMPHHC Ha MOJEKyJjaTa-
Maiika ce peaynupa HamonoBuHa. KonndecTBOTO 00pazyBaH MEpUHIONPHIAT 00ade HE HaMalsiBa M MO Ta3H
MIpUYMHA HE Ce Hajlara Kopekuus Ha jo3aTa (Bxk. Touka 4.2 u 4.4.).

5.3 IpeakJMHUYHA TAHHHA 32 0€30MACHOCT
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[lpu mpoyuBaHe Ha XPOHMYHA TOKCHYHOCT CJENl NMPHIOKEHUE MEpopasHO (BBPXY IUIBXOBE W MaHMyHH)
MIPUIICITHATE OpraHu ca Os0pennTe. HacThimm ca yBpeKaaHus ¢ 00paTHM XapakTep.

B mpoyuBaHus in vitro wiu in vivo He ce HaOIr01aBa MyTareHHOCT.

B mpoyuBaHms 3a penpoAyKTUBHA TOKCHYHOCT (TLIBXOBE, MHIIKH, 3aWIlM M MalMyHH) HE Ca YCTaHOBEHH
OpU3HalM 32 eMOPHOTOKCHMYHOCT WJIM TEPATOT€HHOCT. 32 MHXMOMTOPUTE HA aHTHOTEH3MH KOHBEPTHPALLMS
eH3UM, 00aue, KaTo rpymna € OMIo IoKa3aHo, Ye MHIYLIUPAT HEONMaronpusaTHU epeKTH BbPXY KBCHOTO ()eTaaHO
pa3BUTHE, IMAIIX 32 Pe3yaTaT (heTaqHa CMBPT U KOHTEHUTATHH ¢()eKTH MPU TPU3AYH U 3aUIH: OBOpEeTHN JIe3UHN
W yBEIMYeHA TepH- U TMOCTHATAJHA CMBPTHOCT. DEepTUIUTETHT HE € OWi HapyIleH HUTO MPH MBKKUTE, HATO
TIPH KEHCKUTE TUTHXOBE.

B nxparocpoynu npoydBaHus BbpXY IIBXOBE U MUILKHU HE € YCTAHOBEHA KAPLUHOITCHHOCT.

6. OAPMAIIEBTUYHU JAHHU
6.1 CnuchbK HA IOMOIIHUTE BelleCcTBAa

Covpuesuna:
JlakTo3a MOHOXUApPAT
MarnesueB cteapat
ManTonekctpux
Cunuuues Tuokcua, XuapohoOeH KOJIOUIeH
HaTpueB HumiecTen raukonat (Tum A)

DWIMOBO MOKPUTHE:
I'unepon

Xumpomeosa
MenHu cheTMHEHHS OT XJIOPO(UIIeH JaK

Maxporon 6000
Marse3ues creapat
TuranoB quokcun
6.2 HecnBMecTHMOCTH
Henpunoxumo
6.3 Cpok Ha roqHoOCT
3 roauau
6.4 CrnenuaJHu yCJI0BHUSI HA ChbXPaHeHHe
JpwxTe omakoBKaTa 3a TaOJISTKH IUIBTHO 3aTBOPEHA, 3a Ja MPENa3uTe OT BJiara.
6.5 Bua u chabpkaHHe HA ONAKOBKATA
28 wim 30 TabeTKy B OsUTa MOTUIIPOITMIICHOBA OTIAKOBKA 3a TaOJIETKH, CHaOeHA ¢ MTOIHECTHIICHOB OTPaHUIUTEI
1 Osy1a HeMIpO3pavyHa 3aIyIiaiKa ChIbpiKalla JeCEKaHT.

Kytus ot 1 onakoska 3a tabnetku ¢ 28 unu 30 TabneTku.

He Bcuuku BH0BE ONTAaKOBKH MOTaT J1a ObJIaT ITyCHATH B MPOIaXo0a.
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6.6 CrhenuaJiHu NpeANa3HU MEPKH NMPHU U3XBbPJIsTHE

Hsama CIICIHMaJIHN U3NMCKBAHUA.

7. IIPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
DpaHuus

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

20040169

9. JATA HA ITBbPBO PABPEIIABAHE/TIOJHOBABAHE HA PAZPEIIEHUETO 3A YIIOTPEBA
[laTta Ha epBO pazpemasane: 16 anpun 2004

JaTa Ha nocnenHo nmoxHoBsBaHe: 2 centemBpu 2009

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA: 10/2021
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JAHHU BbPXY OITAKOBKATA
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JAHHMU, KOUTO TPABBA JJA CbAbP/KA BTOPUYHATA OITAKOBKA
KAPTOHEHA KYTUSA

‘ 1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

MNPECTAPUYM 10 mg ¢pwimMupanu TabieTKu
Tlepunaonpusl apruHuH

PRESTARIUM 10 mg film-coated tablets
Perindopril arginine

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Enna ¢unvupana Tabnerka cbabpka 6,790 mg mepungonpmi, chorBeTcTBamyd Ha 10 mg mepuHIOIPHI
ApTUHUH.

‘ 3. CIIMCBK HA IIOMOIIIHUTE BEINECTBA

Cbm,pxca JIAKTO3a: 3a IOBEYE I/IH(I)OpMaHI/IH IMPOYCTETEC JIMCTOBKATA.

‘ 4, JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/IHA OITAKOBKA

28 prMupaHu TabIETKA
30 ¢unmupanu TaOIeTKH

‘ 5. HAYMH HA IPUWJIATAHE U ITbT(UILIA) HA BbBEKJIAHE

[Mpeau ynoTpeba mpoyeTeTe IMCTOBKATA.
IlepopanHo npusioxeHue.

6. CHEHUAJIHO HNPEAYHNPEXIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA JIA CE
CBXPAHSBA HA MSACTO JAJIEYE OT IIOITVIEJA U TOCEI'A HA JELIA

D,'a CC CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHENUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'omen no: {mMm/rrrr}
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‘ 9. CIHHEINMAJIHU YCJI0BUSA HA CbXPAHEHUE

I[p”b)KTe OITaKOBKaTa INITbTHO 3aTBOPEHA, 3a Aa IIPEAINIasUuTE OT BJiara.

10. CHEIUWAJIHU NMPEANAZHU MEPKUW ITPU U3XBDBHPJISIHE HA HEU3IMOJ3BAHATA YACT
OT JIEKAPCTBEHMTE IIPOAYKTHU MU OTHAABYHHU MATEPHAJIN OT TiX, AKO CE
N3NCKBAT TAKUBA

11. NME U AJIPEC HA ITPUTEKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot,

92284 Suresnes cedex
®paHuus

12.  HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEGA

Per.Ne: 20040169

13. TAPTHUJAEH HOMEP

ITaptunen Ne:

14, HAYHH HA OTITYCKAHE

IIo JICKApCKO MpeANUCaHuc.

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIMS HA BPAIJIOBA A3BYKA

[NPECTAPUYM 10 mr

‘ 17.  YHUKAJIEH WIEHTU®UKATOP - IBYU3MEPEH BAPKO/|

JIByn3mepeH 0apKkoJ1 ¢ BKJIFOUCH YHUKAJICH UICHTU(DUKATOP.
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18.

PC

YHUKAJIEH UWAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

SN
NN

25



MUHUMYM JAHHHU, KOUTO TPABBA JIA CBABPXAT MAJIKUTE EJUHUYHMU IITbPBUYHU
OITAKOBKH

OITAKOBKA 3A TABJIETKH

1. NME HA JIEKAPCTBEHUSA TPOAYKT U ITbT(MIIIA) HA BBBEK/IAHE

MPECTAPUYM 10 mg ¢puimMupanu TabIeTKu
Tlepunaonpuil apruHuH
IlepopanHo npunoxeHue

‘ 2. HAYMNH HA ITPUJIATAHE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJJHOCT

l'onen mo: {mMm/rrrr}

4, IHAPTUJIEH HOMEP
ITaptunen Ne:
| 5. CBbABbPKAHUE KATO MACA, OBEM WJIN EJUHULIN

28 dunMupanu TaOJIETKU
30 ¢punmupanu TaOIeTKH

6. JPYIO

ChKpaleHrue Ha JHUTE OT CeIMHUIIaTa

TTIOH
BT
CP
YET
MET
Cbb
HEJI

CBXpaHHBaﬁTC OIAKOBKATA 3a TAOJIETKH IIIHTHO 3aTBOpPCHA, 3a 1a NpCAa3snuTe OT BJjiara.
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JIMCTOBKA
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JucToBKAa: mubopMaum[ 3a ManMeHTa

Ipecrapuym 10 mg puamupanu TadaeTku
Prestarium 10 mg film-coated tablets

Ilepunaonpun apruauH
(Perindopril arginine)

IIpoyeTreTe BHMMATEIHO ISAJIATA JUCTOBKA MPeIH /A 3all0YHETe [a pHeMaTe TOBA JIeKapCTBO, Thil KaTO
TH ChABbPKa BaskHa 3a Bac ungopmanus.

- 3amazere Ta3u JUCTOBKA. Moxe J1a UMaTe HyXk/a Ja 5 IpoYeTeTe OTHOBO.

- AKo uMmaTe HSKAaKBM JOMBJIHUTEIHHU BBIPOCH, Monuraite Bamwus nekap, (bapMaueBT WM MEIUIIMHCKA
cecTpa.

- ToBa nexapcTBo € mpeanucaHo Jau4HO Ha Bac. He ro mpeotcrenBaiite Ha apyru xopa. To Moxe na uMm
HaBpeAM, HE3aBHCUMO Y€ MPU3HALUTE Ha TAXHOTO 3a00Js1BaHe ca ChUIMTe Kato Bammre.

- AKO TONyuuTe HSKAKBH HEXEJaHW JEKapCTBEHW peakluu, yBeaoMmeTe Bamms nekap, QapmaneBT Wim
MCIUIMHCKA CeCTpa. ToBa BKJIIOYBA M BCUUKH BB3MOKHH HEXKCIAHH pCaKkunu, HCOMMMCAaHU B Ta3u JIMCTOBKA.
Buxre Touka 4.

KakBo cbabp:ka Ta3H JINCTOBKA:

Kaxso nmpencrasisBa [IpectapuyMm u 3a KakBO ce U3IOJI3BA
Kaxkso TpsiOBa ma 3naere, npeau na npuemere [Ipectapuym
Kak na npuemate IIpectapuym

BB3MokHM HEXETaHU peakunu

Kak na cexpansBare Ilpectapuym

ChbabpkaHue Ha OTIAaKOBKATa M JOMIBJIHUTEIHA HH(POpMAaLs

SurwdE

1. Kakso npexncrapiassa IlpecrapuyM u 3a KaKBO ce U3M0JI3Ba

[Ipecrapuym e nHxubutop Ha anruoTeH3uH koHBeptupamus eHsuM (ACE). Tesu mpenapatu AencTBar upe3
pasupsBaHe Ha KPHBOHOCHHUTE ChAOBE, KOETO MpaBU IMO-JIECHO 3a Bariero chpiie Aa M3MOMIBa KpbBTa Mpe3
TSX.

[Ipecrapuym ce n3nonssa 3a:

- JICUCHHE HA BUCOKO KPbBHO HalsAzane (XUIIEPTOHU),

- HaMallsiBaHe Ha PUCKa OT ChPACYHU MHLUUACHTH, KaTO HalpuMep MUOKapAeH MH(APKT, IpH HalMeHTH ChC
cmabunna xkoponapra 6Gonecm (ChCTOSHHE, MPH KOETO KPHBOCHAOIABAaHETO HAa CBHPLETO € HAMAJICHO WIHN
OOKMpaHO) W KOMUTO BEYEe ca HWMald MHOKapaeH WH(}apKT w/uiam omepamus 3a IMOJ0OpsBaHE Ha
KPBBOCHA0ASBAHETO HA CHPLETO Upe3 Pa3IIUPsBaHE HA ChIOBETE, KOUTO IO CHAOAABAT C KPbB.

2. Kaxkso Tps6Ba na 3naete, npeau Aa npuemete [lpectapuym

He npuemaiite Ilpectapuym

- aKo CT€ AJEePruuHu KbM IEPUHAONPHI WM KbM HSAKOA OT OCTAaHAIUTE CHCTABKM HA TOBA JIEKAPCTBO
(130poenu B Touka 6), uinu KbM HAKOH npyr ACE-unxubdutop,

- aKo CTe MoJlyyaBaJldi CHMITOMH KaTO CBUpKAIIO JAWINAaHe, MOJyBaHE Ha JIMLETO, €3UKa WIH T'bPJOTO,
CWJIEH ChpOeX I TEXKKH KOXKHU 0OpHBH IpH npenuiiHo jedeHne ¢ ACE-unxuburopu wim ako Bue nnm uien
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Ha Bamero ceMeiicTBO cTe MManM TakWBa CHMITOMU NpU APYTH OOCTOSTENCTBa (CHCTOSHHE HApEYCHO
AHTUOHEBPOTHYCH OTOK),

- ako cre OpemeHHa cien Tpetus Mecel. ([loOpe e na uzdarsare nmpuemanero Ha llpectapuym o Bpeme Ha
paHHaTa OPEMEHHOCT - BXK. ,,BpEMEHHOCT U KbpMEHE”),

- aKo MMate nuabeT Wiu HapylieHa ObOpedyHa (YHKIMS W CE JIGKyBaTe C JIGKapCTBO 3a MOHM)KaBaHE Ha
KPBBHOTO HaJsITaHe, ChABPKAIIO AMCKUPEH,

- aKo CTE Ha JMaH3a WM HAKaKbB JIpyr BUI QUITpalms Ha KpbBTa. B 3aBHCHMOCT OT amapara, KOHTO ce
u3noia3Ba, [IpectapuyM Moxe na € Henoaxonsi 3a Bac,

- aKo mmare mpobiieMu ¢ ObOperuTe, Mpu KOUTO CHaOIsABaHeTO Ha Bammre O0pOpenn ¢ KpbB € HaMaJeHO
(creHo3a Ha OBOpeuHaTa apTepus),

- aKo MPOBEXKIATE MM HACKOPO CTE TPOBEXKIIANIHN JICUSHUE ChC CaKyOUTpHJl/BalicapTaH, JIEKapCTBO,
W3MOJI3BAHO 32 JICYEHHE HA ChpJeYHa HEAOCTATHUHOCT, Thi KaTO PUCKBT OT aHTHOoeIeM (OBP30 IMOoayBaHe MO/
Ko)kaTa B 00JIacT KaTo I'bpJIOTO) € moBHINeH. (BXK. “Tlpexynpexaenns u npeamna3say Mepku' u ,,Jlpyru nexkapcTaa
u [Ipectapuym*).

IlpeaynpeskaeHus M NpeANa3sHu MePKU

AKO HSKOE OT CJeIHHTE CBhCTOSIHUS ce oTHacs 3a Bac, Mons, yBegomere Bamms nexap, nnu dapmaneBT uiam

MEIUIMHCKA cecTpa npeau aa npuemerte lIpectapuym, ako Bue:

- HMMaTe aOpTHA CTEHO3a (CTECHSABAHE HA TJIABHHUS KPBBOHOCEH ChJ U3JIH3AI OT CHPIIETO) I XUIEPTPOPUIHA

KapauoMuonatrs (3a0oiisiBaHe Ha CHPACYHHS MYCKYJ) HJIM CTCHO3a Ha OBOpeduHa aprepus (CTECHsABaHE Ha

aprepusTa, KosiTo cHaO/s1Ba ObOpeKa ¢ KpbB),

- HMMaTe OpYyTd ChbpACYHH MpodiemMu,

- MMaTe YepHOAPOOHM MpoOIIeMH,

- uMate ObOpEeYHHU MPOOJIEMH WIIM aKO CTE Ha JICUCHHUE C INaIN3a,

- uUMaTe HEOOWYallHO IIOBMIIEHW HHBAa HAa XOPMOH B KPbBBTA, HApEuYeH aJlJ0CTepOH (IIbpBHYEH

aJI0CTEPOHU3BM),

- cTpajgare OT KojareHo3a (3a0ojsiBaHe Ha CbEOUHUTENHATa THKaH), KaTo HAIpPUMEpP CHUCTEMEH JyIyc

€pPUTEMATO3YC UJIH CKIEPOJACPMHUS,

- umare auaber,

- CTe Ha JIMeTa ¢ OTpaHWYCHHE Ha TOTBApCKaTa COJI MM M3IMON3BATE 3aMECTHTENN HA TOTBAPCKATa COJl, KOUTO

ChIbpKAT KaJlui,

- TpsiOBa na ObIeTe MOUIOKEHH Ha YIOMKa W/WIIN TOJIsIMa OTleparius,

- TpsiOBa ma Obaere momiokeHn Ha LDL adepesa (koeTo mpeacTaBisiBa OTCTpaHsSBaHE Ha XOJIECTEPONA OT

BamaTa kpbB 4ype3 MalvHa),

- TPeICTOM JICYeHHE 32 HaMaJsiBaHE Ha YYBCTBHTEIHOCTTa Bu kbM edekTuTe Ha ajeprus oT yKWJIBaHE OT

ITYEeJIM WIN OCH,

- HacKopoO CTe CTPaJaly OT AUAPUS UM NOBPBLIAHE, UM CTE€ 00E3BOJHEH,

- Bammsr nekap Bu e xa3an, ye nMate HETOHOCHMOCT KbM HSIKOM 3aXapH,

- aKo mpueMare HIKOe OT CICJHHUTE JIEKapCTBa, U3IO0I3BAHH 32 JICUeHHE Ha BUCOKO KPBBHO HaJISITaHE:

-,anrnotensud Il penentopen Onokep™ (ARB) (M3BecTHHM ollle KaTo capTaHW — HANpUMEp BaJlicapTad,

TeJIMUCapTaH, updecapTaHn) 0ocoOeHO, ako uMare OBOpPeUHr POOIIEMH, CBBP3aHH C TUa0eT.

- QJIUCKUPEH.

Bammsar nexkap MoXe NEpHOAMYHO Ja IpoBepsBa ObOpeunata Bu QyHKUOUS, KpbBHOTO HajsraHe |

KOJIMYECTBOTO Ha €JIEKTPOJIMTHUTE (HAMp. KaJinii) B KpbBTa Bu.

Buxre cpiio napopmarmsTa o3ariasena ,,He npuemaiite [Ipectapuym®.

- CTe OT YEPHOKOX MPOM3XOJl, ThIi KaTO MOXE Jia MMaTe MO-BHCOK PHUCK OT aHTHOEJEM M TOBa JICKAPCTBO
MOXe€E Ja € I0-MaJIKO €(EeKTHBHO 3a HaMaJsIBaHE HA KPBbBHOTO HAJATAHE, OTKOJKOTO IIPU HE UCPHOKOXKU
HalKEHTH.

- PHUCKBT OT aH[HOEJIEM € TIOBHILEH, aKO IIPUeMaTe HAKOE OT CJICAHUTE JIEKapcTBa!

- pauexaToTpui (M3MO3BaH 3a JeUCHUE Ha AUApPHs)
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- CHpOJHMYC, €BEPOJIMMYC, TEMCUPOJIUMYC M JIPYTH JIEKapCTBa, MPHHAIICKAIIA KbM KIJIAC JIEKAPCTBEHU
npoayktd, HapedeHd MTOR uuxuOutopu (M3MOJ3BaHHM, 3a Ja CE IPEIOTBPATH OTXBBPJSHETO Ha
TPaHCIUTAHTUPAHH OPTaHH U TIPH PaK).

- cakyOuTpun (Hanu4yeH KaTto QPUKCHpaHa 1030Ba KOMOMHAIUS C BaJicapTaH ), U3IOJI3BaH 32

MPOJIBIDKUTEIHO JICYCHUE Ha ChP/ICYHA HEJAOCTATHYHOCT,

- JIMHADJIMIITHH, CAKCATJIUITHAH, CHTATJIMIITHH, BUIJIATJUIITHH U APYTH JICKAPCTBA, IPUHAIICKAIH KbM

KJIac JIEKapCTBEHU MPOAYKTH, HAPUYAH MIUNITUHU (M3I0JI3BAHU 32 JieueHrue Ha quaber).

AHrmnoenem

AnrvoeneM (TeXKa aJepruiHa peaklus, U3pa3eHa ¢ MOLyBaHE Ha JIMIETO, YCTHUTE, €3MKa WUJIM I'bPJIOTO, ChC
3aTpyAHEHO TMpEeTyTbllaHe WM [HIIaHe) € cbhoOIleH npu nauueHTH, JjekyBaHu c¢ ACE wunxuburopw,
BktountenHo ¢ [Ipectapuym. Toli MOke 1a ce TIOSIBH 1O BCSKO BpeMeE Ha JICUYEHHUETO. AKO pa3BHeTe MOA00HH
CUMITOMH, TpAOBa Ja crpeTe npuema Ha llpectapuym u He3abaBHO Aa ce KOHCYNTHpaTe C Jekap. Bx. cbio
Taka 1.4.

TpsioBa na kaxere Ha Bamms nekap ako MHUCIHTe, 4e CTe OpeMeHHa (WJIM 4e MOke jaa 3abpeMeHeere).
[Ipecrapuym He ce mpenopbyBa B paHHA OPEMEHHOCT M HE TPsOBa Ja ce B3eMa, ako CTe OpeMEeHHa Clie]l TPeTUs
Mecell, Thii KaTo MOXe Ja Ipe3BHKa Cepruo3Ha Bpe/a Ha Bamrero Oebe, ako ce M3Mon3Ba B TO3U MEPUOT (BX.
TOYKAaTa 3a OPEMEHHOCT).

Jleua u roHOIIHN
YnorpebaTa Ha IEPUHAOTPHII IIPH JICIa U FOHOIIM A0 18 roIuIiHa Bh3pacT He ce MpenopbyBa.

Apyru gexapcrBa u Ilpectapuym

WNudopmupaiite Bamms nexap wimm papmaneBT, ako mpuemMaTe, HACKOpO CTe MpHEeMalHd WM € BB3MOXKHO 11a

MpreMeTe APYTH JIeKapCTBa.

Jleuenuero c Ilpectapuym Moke 1a ce TOBIMsE OT APYTH JieKapcTBa. Moxke Ja ce Halnoxu Bammsar jgexap na

poMeHH J1o3aTa Bu n/unm na B3eme npyru npeanasHu Mepku. Te BKITFOYBAT:

- JIpyTH JeKapCcTBa 3a BUCOKO KPBbBHO HaJSITaHE, BKIIIOYMTENHO aHTHoTeH3uH 1l peuentopan 6nokepu (ARB),
aJMcKupeH (BIKTe chio nH(popmanusarTa o3ariaasena ,,He npuemaiite [Ipectapuym™ u , Ilpenynpexnenus u
MIpeNNa3Hu MEPKH TpH yrmoTpebda™), uim AMYpeTHIH (JeKapcTBa, KOUTO yBEINYaBaT KOJIMYECTBOTO YPHHA,
npou3sBenieHa oT OBOperwmTe),

- Kamuil-chXpaHsBaIly JiekapcTBa (HAmpuMep: TPHAMTEPEH, AMUIIOPHU), KaTUeBH JO0ABKM WM KaJH-

CBABPIKAIIM 3aMECTUTEIM Ha TroTBapcKaTa CoJl, Py JIEKapcTBa, KOMTO MOTAaT Ja MOBUIIAT Kalus B TAJIOTO

(TakuBa KaTO XemapyvH, JIEKapCTBO M3MOJI3BAHO 32 pa3pekaHe Ha KPhBTA M 3a MPEAOTBPATABAHE HAa CHCHUPEIIH;

TPUMETOIPUM U KO-TPUMOKCA30JI, ITO3HAT OIIE KaTo TPUMETOIPUM/CyI(paMeToKca3o 3a JedeHne Ha HH(DEeKInH,

NPUYHUHEHH OT OaKTepHs),

- KaJWii-ChXpaHsBAIld JIGKAPCTBA, WM3MOJ3BaHW 3a JICUCHHE HA ChpJICYHA HEJIOCTATHYHOCT: CIJICPEHOH W

CIIUPOHOJAKTOH B 1034 OT 12,5 mg no 50 mg Ha nex

- JINTUEBH MpenapaT 3a MaHUsS WK JETIpecus,

- HECTEepOUIHH MPOTHBOBB3NAIMTEIIHU CpeACTBa (Hamp. nOynpodeH) 3a obnekuaBaHe Ha 00JIKaTa WM BHCOKA
J03a AlleTUIICATHIIIOBA KUceanHa (BEIIeCTBO, KOETO CE€ ChAbpPKAa B MHOTO JIEKApCTBA, M3MOJI3BAHH 3a
oOyex4aBaHe Ha OOJIKa W MOHIKAaBaHE HA TEMIIepaTypara, KakTo U 3a IPeJOTBpaTsIBaHe Ha ChCUPBAHETO Ha
KPbHBTA),

- JIeKapcTBa 3a JIeYeHHe Ha AuabeT (KaTo HalpuMep UHCYJIMH Wik MeT()OPMHUH),

- OakmodeH (M3MOJI3Ba C€ 3a JICUCHHE HA MYCKYJIHAa CKOBAaHOCT TIpH 3a00JsIBaHUS KAaTO MHOXXECTBEHA

CKJIIepo3a),

- JIeKapCcTBa 3a JIeUYEeHHE Ha IICUXWYHHU HAPYIIEHHS, KaTO HAIpUMEp JIETPEcHs, TPEBOKHOCT, MHU30(OPEHUS U

T.H. (Hamp. TPUIUKIHYHE aHTUACTIPECAHTH, aHTUTICHXOTUYHU TIPeraparTu),
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- UMYHOCymIpecopu (JeKapcTBa, KOWUTO HAMaJsABaT 3alIMTHUTE MEXaHHM3MH Ha OpPTraHWM3Ma), M3MOJ3BaHU 32
JeYeHHEe Ha ABTOMMYHHHM HAapyIIEHMs WM Clle[ TPaHCIUIAHTALMOHHA XUPYprus (Hamp. LHKIOCIOPHH,
TaKPOJIUMYC),

- TPUMETONpUM (32 JIe4eHHe Ha HHPEKIMHN),

- ecTpaMyCTHH (M3I0J3Ba CE IIPU JICUCHUETO Ha PAKOBH 3200 IsIBaHU),

- JIeKapcTBa, KOUTO Hai-4ecTO ce M3MOJ3BAT 3a JIeUeHHe Ha quapus (paleKaTOTPHII) MU 3a Ja ce u30erHe
OTXBBPJSHETO Ha TPAHCIJIAHTHPAHH OPraHu (CHPOIMMYC, €BEpPOJMMYC, TEMCHPOJHUMYC M APYTH JEKapcTBa,
IOpUHAIeKAIM KbM  KJIAac JIGKapcTBEHM Ipoxykrd, HapedeHn mTOR — wunxuOuropm). Bx.Touka
L IpeIyTIpexxIeH s 1 peIa3Hu MepKH IIpu yrmoTpeoda,

- cakyOuTpwmi/BancapTaH (M3MO0I3BaHM 32 MPOIBDKUTEIHO JIUeHHE Ha ChbpACYHA HEJOCTATBYHOCT).

Bk.touku ,,He npuematite [Ipectapuym™ u , [IpenynpesxxneHus u npeanazHil MEpPKH Ipu ynotpeda®,

- aJoIypHuHOI (3a JIeueHUE Ha 1Mojarpa),

- npokamHamuj (3a JieueHHe Ha HEpUTMHYHA ChpJe4Ha JIeHHOCT),

- ChAOpA3UIMPSBAIIM CPEICTBA, BKIIOYMTEIHO HUTpaTu (IpernapaTv, KOUTO BOIAT IO paslIMpsBaHe Ha
KPBbBOHOCHHTE ChHAOBE),

- JIeKapcTBa, W3MOJ3BaHM 32 JIeYEHHME HAa HUCKO KPBBHO HaJiTaHe, HIOK WM acTMa (Hamp. edeapuH,
HOpaJpeHaIVH WU aIpeHaJIIH),

- 3JaTHU COJM, OCOOCHO MNpWIaraHUTe HHTPABEHO3HO (M3MOI3BAT C€ 3a JICYCHUE HA CHMIITOMHUTE Ha
pEBMATOUICH apTPHT).

IIpecTrapuym ¢ Xpana, HAMUTKHA H AJTKOXOJ
3a npeamnountane e [Ipectapuym na ce mpuema npean XpaHeHe.

bpemennoct, kbpmeHe u pepTHIANTET
AKko cre OpeMeHHa WIH KbPMHUTE, CMsTare, 4e MOXE Ja cTe OpeMeHHa WM IUIlaHUpaTe OpEeMEHHOCT,
MOCHBETBalTe ce ¢ Bamms jnexap win ¢apManeBT 3a ChBET IPE/IH J1a B3EMETe TOBa JIEKapCTRBO.

BpemenHoct
TpsibBa na yBemomurte Barmst yiekap, ako MUCIHTE, Ye cTe OpeMeHHa (MWiIM OMXTe MOIJIH Jia 3a0peMeHeeTe).

Oo6ukHOBeHO Bammmst nekap e Bu mocsBeTBa fna cripete mpuema Ha [IpectapuyM mpeau Ja 3a0peMeHeeTe Wiu
BeJHara, moM pasbepere, 4e cTe OpeMeHHa W IIe Bu mochbBeTBa Ja B3eMaTe ApPYro JEKapCTBO BMECTO
IIpectapuym. [Ipectapuym He ce mpenopbyuBa MPU paHHA OPEMEHHOCT M HE TPpsOBa Ja Ce B3eMa Cliel] TPETHUs
Mecell oT OpeMeHHOCTTa, ThH KaTo MOKe Jia MPUYMHU Cepuo3Ha Bpena Ha Bamero 6ebe, ako ce ymorpeOsBa
cnen 3-us Mecel] Ha OpeMEeHHOCTTA.

Kbpmene
Kaxere na Bamms nekap, ako KbpMUTE WM 1€ 3alouBaTe Ja KbpMmute. lIpectapuym He ce mpemopbyBa Ha

MalKu, KOUTO KbpMSAT M Bammar nexkap moxxe na uzbepe apyro jeueHue 3a Bac, ako jxenaere ga KbpMHUTE,
ocobeHo ako 6ebeTo Bu e HOBOpPOZEHO MK € POACHO MPEKICBPEMEHHO.

Ilodupane u padora ¢ MAIIUHU

[IpectapuyMm OOMKHOBEHO HE TOBIIMSIBA OIUTEIHOCTTA, HO NMPH HSAKOW IALMEHTH MOXKE Ja HACTBHIIM BHUECHE Ha
CBSIT WX CJIA0OCT MOPaJN HUCKO KPBBHO HalsiraHe. AKO CT€ 3aCerHaTH MO TO3W HayMH, Bamara cmiocoGHOCT 3a
modupane WM padboTa ¢ MAIIMHU MOKe Jja ObJic HapyIleHa.

IIpecrapuym chabp:ka JaKT03a
[pecrapuym chabpxa akro3a. Ako Bammusrt nexkap Bu e yBemomui, ye Bue umare HEMOHOCHMOCT KbM HSIKOU
3axapu, 00bpHETE ce KbM Barmus ekap mpeay 1a npueMeTe TO3H JICKapCTBEH Mperapar.

IIpecrapuym cbabpska HATPUi
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Ipectapuym chabpika mo-manko ot 1 mmol warpuit (23 mg) 3a exHa TabneTka, KOSTO MO CHIECTBO 03HAYABA,
4ye HE ChIbpKa HATPHUH.

3. Kak na npuemare Ilpectapuym

Bunaru mpuemaiite TOBa JIEKapCTBO TOYHO KakTo Bu e kazam Bammsar mekap wimm dapmareBT. AKO HE CTe
CUTYPHH B HEIO, onuTaiTe Bamus ekap wiu GpapMarieBT.

[IpernprHeTe Bamara tabneTka ¢ 4ama Boja, 3a MPEANOYUTAHE MO €JHO W CHIIO BpEeMe BCEKH NIeH CYTPUH
npeau xpanene. Bamuar nekap 1me onpenenu noaxoasmara 3a Bac nosa.

[IpenopbunTenHaTa 103a € KakTo Clie/Ba:

Bucoko kpvero Hansieane: oOnvaiiHaTa HadaJlHA M TIOJIBPIKAIa 103a € 5 mg BeAHBXK MHeBHO. Clies eliH Mecel]
TS MOXKe Aa Obae yBenmueHa 10 10 mg BeAHBX THEBHO, ako € HeoOxomumo. 10 mg JHEBHO € MaKkCHMallHaTa
MpernopbYBaHa 71032 32 BUCOKO KPHBHO HAJIATaHE.

AKo cTe Ha 65 roIMHU WM MO-BH3PACTHHU, OOMUYaliHATa HayaiHa Jo3a ¢ 2,5 mg BemHbK AHeBHO. Cren enuH
Mecell TS MOXKe Jla ObJie YBeJMYeHa J0 5 mg BEIHBXK THEBHO, a CIlieJ] TOBa, ako € Heobdxoaumo, 1o 10 mg
BEIHBK THEBHO.

Cmabunna koponapua 6orecm: oONYaifHaTa HadajgHa J103a € 5 mg BeaHBXK JHEeBHO. Ciel 1Be CEIMUITHN TS MOXKE
na Opne yBenmwdeHa 1o 10 mg BeOHBK THEBHO, KOATO € MaKCHMallHaTa MperophbYyBaHa J03a IMPU TOBA
MOKa3aHue.

AKko cTe Ha 65 TOAMHU WM MO-Bh3pPacTHH, OOMYaiiHATA HadajHa J03a € 2,5 mg Beauwbxk aHeBHO. Cien eaHa
ceJMHMIIAa TSI MOXKE Ja ObJie yBEIMUYCHA 0 5 Mg BEAHBK JHEBHO M CJEX olle eAHa ceamuiia 10 10 mg BeaHbX
TTHEBHO.

AKO cTe npuesn MoBede 0T HeodOxoanMmarta n03a Ilpecrapuym

AKO cTe MpHeH MpeKajIeHO MHOTO TabJeTKH, OOBpHETEe ce KbM Hai-ONM3KOTO 3BEHO 3a OBbp3a MOMOI WX
yBemoMeTe HezabaBHO Bammsi nekap. Haii-BepostHusT edekT B ciaydall Ha Npeno3upaHe € HHCKO KPBHBHO
HaJIATaHe, OT KOETO MOXeE Jla II04yBCTBATe BUEHE Ha CBAT WU IpUoNIaBaHe. AKO TOBa C€ CIIy4H, 3a€MaHETO Ha
XOPH30HTAIHO MOJOXKEHHUE C TIOBIUTHATH JOJIHHU KpaliHUIM MOke Aa Bu moMorse.

AKko cTe npomycHaJu 1a npuemerte Ilpectapuym

BaxHo e na mpuemate Bamero jexapcTBO BCekH JIeH, Thbi KaTo PeOBHOTO JIeUeHHE UMa M0-100po AelcTBue.
Ako obaue nmpornycHere eaHa g03a [IpectapuyM, B3eMeTe cieaBaiaTa 103a 1o oonyaiiHotro Bpeme. He B3emaiite
JIBOMHA 11034, 32 J]a KOMIIEHCHpaTe MpOoIycHaTaTa J03a.

AKko cTe cipesn npuemMa Ha [Ipectapuym

Toii karo snedenuero c¢ [Ipectapuym e 0OMKHOBEHO 3a IS KMBOT, Bue TpsibBa na ce mocbBeTBaTe ¢ Barmms
JIEKap Mpeau Ja CIpeTe MIPUEMAHETO Ha TO3H JIEKAPCTBEH IPOIYKT.

AKO WMaTte HAKAaKBH JIONMBIHUTENHN BBIIPOCH, CBBP3aHU C yNOTpebaTra Ha TOBA JIEKAPCTBO, MOJS, MOMUTANHTE
Bamus nexap, dapmaneBT WiIM MEAUIIUHCKA CECTPA.

4, Bb3MOKHH HexeJTaHH peakumumn
Kakro Bcuukmu JICKapCTBa, TOBA JICKAPCTBO MOXKE Ja NMPEANU3BUKA HEXKEIIAHU PCAKIIUN, BBIIPEKN Y€ HEC BCCKHU I'l
nojry4ana.

Beanara cnperte na nmpueMarte TO3HM JeKapCTBeH NMPOAYKT M MOTBhpceTe JieKapcKa MOMOII, aKO MOJy4uTe
HSIKOSI OT CJIETHUTE HeKeJIaHH PeaKIuu, KOUTO MOTaT Jia ObJIaT CepUO3HHU:
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MoyBaHe Ha JIMIIETO, YCTHUTE, ycTaTa, €3uKa WIH I'bPJIO0TO, 3aTpyAHEHO auinane (anruoenem) (Bx. 1. 2
LHlpeaynpexnenns 1 peamna3sau Mmepku ‘) (Hegecto — moxe na 3acerte no 1 ga 100 gymm),

TEXbK CBETOBBPTEXK WM MPUIIONIABAHE B CIEJACTBHE HAa HUCKO KpbBHO HaimsArane (Yecto — Moxe naa
3acerne 1o 1 Ha 10 qymm),

HEOOMYafHO yCKOpEHa WM HePUTMHUYHA ChpACYHA JEHHOCT, OOJIKa B IbpAWTE (aHTMHA) WIN ChPICUCH
yaap (Muoro psaako — Moxke na 3acerte g0 1 va 10 000 mymm),

OoTMaJIsSIBaHEe Ha PhIETE U KpaKaTa WK MpolieM ¢ TOBOPa, KOETO MOXKe Jia € MpHU3HaK Ha uHCyAaT (MHOTo
psiako — Moske aa 3acerde o 1 ma 10 000 pymmm),

BHE3AITHO XPHUIITeHE, O0JIKa B THPIUTE, HEAOCTHUT HA BB3AYX HIIM 3aTPyIHEHO AuinaHe (OpOHXOCHa3bM)
(Hedecto — Mmoxke na 3acerne mo 1 Ha 100 mymm),

BB3NAJICHUE Ha MMaHKpeaca, KOETO MOXe Ja Mpeau3BUKa CHUJIHHM KOpeMHH OOk W OOJKH B rbpoa,
NpUJPYKEHH C yCelllaHe Ha CHIIHO Hepasnonoxkenune (MHoro pejku — morat Ja 3acerHat 10 1 va 10 000
Ayuin),

MOXKBJITABAaHEe HA KOXKaTa WIM O4nTe (KBJITEHHWIIA), KOETO MOXeE Ja € MpHu3HaK Ha xumatuT (MHoro
penku — morart Aa 3acersar Ao 1 Ha 10 000 mxymm)

KOXEH 0OpWB, KOWTO OOMKHOBEHO 3all04YBa C YEPBEHU CHPOSIIN METHA 110 JULETO, PhIIETE WIN KpakaTa
(myntudopmer eputeM) (MHOro psiiko — Moske 1a 3acerae J0 1 Ha 10 000 gymm).

TI'oBoperte ¢ Bamus jgekap, ako 3a0esie;kuTe HAKOS OT CJIe€HUTE HEKeJTAHU PeaKIu:

Yectu (Morart aa 3acersar jo 1 Ha 10 aymm):

riaBoOoue,

3alIeMeTsIBaHe,

CBETOBBPTEXK,

W3TPBIIBaHE Ha KpaWHUIINTE,

3pUTEIHU HapyILIECHUS,

LIyM B YILIUTE,

Kaluuia,

HEJIOCTUT Ha BB3AyX (IUCITHES),

CTOMAIITHO-YPEBHU HapyieHus: (TajzieHe, MOBpbBIaHe, OONKM B KOpeMa, HapylIeHUs Ha BKyca,
JUCTICIICHS WM 3aTPYAHEHO XpaHOCMUJIaHe, IUapHs, 3a1eK),
aJIeprU4HU peakuuy (KaTo HalpuMep KO>KHU 0OpHBH, ChPOEK),
MYCKYJIHU KpaMIiH,

YyBCTBO Ha ciabocT.

Heuectn (Morart ma 3acersar g0 1 Ha 100 mymm):

Jenpecus,

MIPOMEHHU B HACTPOCHUETO,

HapyILICHUS Ha CHHS,

CyXOTa B ycTaTa,

CHJICH CHhpPOEK WIIN OCTPH KOXKHH OOPHBH,
o0pa3yBaHe Ha IpyIu OT MEXypH 110 KOXaTa,
O0BOpeuHH npodiemu,

HMIIOTEHTHOCT,

NIOTEHE,

MOBHIIEH Opol eo3nHOGMIM (BH O€TTM KPBBHHU KIETKH),
CBHJIMBOCT,

npumaaaHe,

ChpleOueHe,

TaxuKapIus,

BacKyJUT (Bb3MajJeHUE HAa KPbBOHOCHUTE ChJIOBE),
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- peakuuu Ha poToceH3nOMIM3anys (MMOBUILICHA YyBCTBUTEITHOCT HA KOXKATA KbM CITBHIIE),

- aprpairus (CTaBHU OOJIKH),

- Muanrus (MycKyJTHH OOJKN),

- OOJIKU B IPBIHHS KOIII,

- 00Ia oTmaaHaIocT,

- nepudepeH OToK,

- TIOBUIIICHA TEMIIEPATYpa,

- Iajaxe,

- IpoMsHa B JJa0OpAaTOPHHTE IOKA3aTeNH: BUCOKM HUBA HAa KaJHi B KPBBTA, KOMUTO ca OOpaTHMH IpU
CIHMpaHe Ha JICYUCHUETO, OHIKCHN HUBA HA HATPUS, XUIIOTJMKeMUs (MHOTO HUCKU HHBA Ha KpbBHATa
3axap) B Cllyuad Ha MAIMEHTH ChC 3aXapeH AuadeT, MOBUILCHA ypes B KPbBTA M MOBUIICH KPEaTHHHH
B KPBBTA.

Penxu (Moxe na 3acerHat o 1 Ha 1000 mgymm):

- ocrtpa OBOpedHa HETOCTATHYHOCT,

- TBbMHA Ha IBAT ypWHA, TaJICHE WM TMOBPBIIAHE, MyCKYJIHH KPaMIH, ChCTOSHUE Ha OOBPKAHOCT U
npunaabid. ToBa MOXKE Ja ca CHMITOMH Ha ChcTosiHMe, Hapeueno CHAJIX (cuHapoMm Ha
HeaJeKBaTHa CEKpeIHsl Ha aHTHINYPETHYCH XOPMOH).

- HaMaJICHO WJIM JIMTICBAIO OTMEJISIHE HA YPHUHA,

- 3aueBpsiBaHe,

- BIJIOIIaBaHE Ha ICOPHA3HUC,

- TpoMsHA B JJAOOPATOPHUTE MOKA3aTE/IM: MOBUIIICHH HUBA HA YEPHOJPOOHUTE CH3MMH, BUCOKH HUBA
Ha OunpyOuH B cepyma.

Mmuoro peaku (Moxe aa 3acernat g0 1 va 10 000 ayum):
- o0BpKaHoCT,
- eo3nHO(MIIHA THEBMOHUS (PAIBK BUJ THEBMOHHS),
- puHMT (3amylIBaHE HA HOCA UJIU Xpema),
- TpOMEHM Ha KPhBHUTE TOKA3aTell, KaTO HalpuMep HamalieH Opoii Oenu M YepBeHH KPHBHU KIIETKH,
TTOHIKEH XEMOTJIO0NH, HamMalleH Opoii Ha TPOMOOITUTHTE.

Axo MOJIyYHnTEC HSKOH OT Te3Hu CUMIITOMH, CC CBBPIKETE C Bamus JICKap Bb3MOXXHO Hai -CKOpO.

C Hem3BecTHa yecToTa (0T HAMYHHUTE IAHHHU HE MOKe Jia Objie HalpaBeHa Ol[eHKa): TIPOMSHA B [[BETa, H3TPBIIBAHE U
0oJKa B MPBCTHUTE Ha phlIeTe WM KpakaTa (peHoMeH Ha PeitHo).

Cpo0maBaHe Ha He:KeJIaHH JICKAPCTBEHH PeaKIuH

AKO TOJyuuTe HSKAKBU HEXKEJIaHW JICKApCTBEHH peaKLUuH, yBepomere Bamms nexap mnu ¢dapmanest. ToBa
BKJIIOUBa BCHYKH BB3MOYKHH, HEOITMCAHU B Ta3M JIMCTOBKA HEXXEJIaHU peakuuu. MoxkeTe ChUIO0 Ja ChOOIHUTE 3a
HEXKEJIaHU PeakLUy TUPEKTHO (Ha IocoueHus mo-aoiy aapec). Karto cboliiaBaTe HexxeNaHU peaklud, MOXKETe
Jla JazieTe CBOsI IPUHOC 3a [10JIyYaBaHe Ha I0Be4e MH(OpManus OTHOCHO O€3011acCHOCTTa Ha TOBA JIEKAPCTBO.

bbarapus

M3npaHuTenHa areHuus no jJekapcereaTa yi. ,,Jlamsan I'pyes” Ne 8 (MAJI)
1303, rp. Codus

Ten.: +35 928903417

yebcaitr: www.bda.bg

5. Kak na cexpansiBate IIpectapmym
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http://www.bda.bg/

I[a C€ CbXpaHsBa Ha MACTO, HEAOCTBITHO 3a A€HA.

He wusnomsBaiite ToBa JICKaApCTBO CJIEA CpOKa Ha TOAHOCT, oTOeNsI3aH BBpPXY KapTOHCHAaTa OIIAKOBKa H
OIIAaKOBKATa 3a TaOJIETKU. CpOK’bT Ha roAHOCT OTroBaps Ha NOCJICIHUA ACH OT MMOCOUYCHUS MCCEII.

CpraH;{BaﬁTe OITaKOBKaTa 3a TaOJIETKU IUTBTHO 3aTBOpPCHA, 3a Jia C€ NMpEaArasyu OT BJiara.

He HSXB’BpHﬂﬁTe JICKapCTBATa B KaHAJIW3allusATa UJIN B KOHTefIHCpa 3a JOMAIlIHU OTIIaAbIIH. ITommratite Bamms
(bapMaueBT KaK Oa U3XBBPIIATC JICKApCTBATA, KOUTO BCUYC HC HU3IMOJI3BATC. Te3u MCpPKH LIS CIIOMOrHaT 3a
OIra3BaHC Ha OKOJIHATa cpea.

6. Chbabp:kaHue HA ONIAKOBKATA M JOI'bJHUTEIHA HHGOpMaLust

KaxBo cbabp:ka [pecrapuym 10 mg

- AKTHBHOTO BEUIECTBO € MEPUHIONPWII apruHuH. EnHa ¢unMupana Ttabnerka chappxa 6,790 mg
NePUHIONIPHII (ChOTBeTCTBAIIM Ha 10 mg nmepuHI0MIPHIT apTHHHKH ).

Jlpyrute CBCTaBKM Ha ChpIEBHHAaTa Ha TalOjeTkara ca: JIaKTO3a MOHOXMIpAT, MarHe3WeB cTeapar,
MaNTONEKCTPHUH, CHIIMIIMEB TUOKCHI, XHIPOo()OoOSH KOJOWJICH, HATPUEB HHUINECTCH TIHKoiaT (TWn A), a BbB
(UIMOBOTO TOKpUTHME Ha TabieTkaTa: TIJIMLEPOJ, XHUIPOMeENo3a, MeaeH xiuopoduiauH, Makporon 6000,
MarHe3ueB cTeapar, TATAHOB AUOKCH/I.

Kaxk n3riexxaa [pecrapuym 10 mg 1 KaKBO ChIbP3Ka ONIAKOBKATA

IIpectapuym 10 mg TabmeTkn ca 3eleHU, KPBIIH, JBOMHO M3MBbKHAIHN, (GUIMHUpAHU TaOIETKU, TPABUPAHH C Q
OT e/IHaTa CTpaHa U * OT Jpyrara cTpaHa.

TaOieTknuTe ca HAIMYHU B onakoBKa OT 28 win 30 TaOJIeTKH.

He Bcuuku BU0BE ONTAaKOBKH MOTAT J1a ObJIaT ITyCHATH B MTPOIaXo0a.

IIpurtexaTtesn Ha pa3pelIeHHETO 32 YIOTpeda U MPOU3BOIUTET

IIpuTekaTea Ha pa3pellIeHHETO 32 YHOoTpeda
Les Laboratoires Servier

50, rue Carnot

92284 Suresnes cedex — ®pannus

IIpoussoaure

Les Laboratoires Servier Industrie
905 route de Saran

45520 Gidy - ®panius

n

Servier (Ireland) Industries Ltd
Gorey Road
Arklow - Co. Wicklow — Vpnauaus

n
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Anpharm Przedsiébiorstwo Farmaceutyczne S.A.
03-236 Warszawa
ul. Annopol 6B - ITosrra

MecTteH npeacTaBUTe
CepBue Menukan EOOJ]
Ten.: +359 2 921 57 00

JlaTa Ha mocjeaHO Mpepa3riekiaaHe Ha gucroBkara: 10/2021 r.
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