MUHUCTEPCTBO HA 3LPABECIAZBAHETO
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KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA

1. THBPIOBCKO HME HA JEKAPCTBEHHA IPOAYKT
PRESTARIUM® 5 mg dunmupanu tabreTkn

2. KOJIMYECTBEH H KAYECTBEH CbCTAB
Beska grnMupana Tabnerka cpaBpKa:
Perindopril 3.395 mg, crorBercramo Ha Perindopril arginine 5 mg.

3a HOMOIUHH BeIecTBa BIDK Naparpad 6.1.

3. JEKAPCTBEHA ©®OPMA

DunMHpaHd TaOIETKH.

CBETIIO 3eJ1eHn, IPOALArOBaTH (GpUiMHUpaHu TableTKy, rpaBupai ¢ 5 oT enHaTa CIpaHa
W JenMMa OT JBaTa Kpas.

4. KJIMHUAYTHHU JAHHHI
4.1 . TepaneBTHYHH MOKA3AHMSA

- XuIepToHuA
- Cobpregna HeJOCTaTBYHOCT.

4.2 . J03HpoBKA H HAYHN Ha NpHIIoIKEHHE

Ilpenoprura ce Prestarium® 5 mg dMEpany TabNeTKH Ja ce NpHeMa BeJHBK JHEBHO
CYTpHH Ha I'TIaIHO.

Jlo3ara TpsabBa da ce MHANBHIYaIH3HUpa CIIOpe) CECTOTHHUETO Ha HaluenTa (goc. m. 4.4) 1
[IOBNIARAHETO Ha KPBEBHOTO HAJATAHE.

XHITEPTOHHA

Prestarium® 5 mg Mosxe Ja ce npuiIara caMOCTOSTENHO WM B KOMOHHAKS ¢ APYTH IPyIH
aHTHXHIIEPTEeH3HBHH MEJUKAMEHTH.

TIpenoprunTenuara HavanHa 103a € 5 mg U ce NpHEMa BeJHRX JHEBHO CYTPHH.

TIpH NauueHTH ¢ BHCOKA aKTHBHOCT HA CHCTEMATa PeHHH-aHIMOTEH3MH-aJ0CcTepoH (110-
KOHKPETHO, pEHOBA3ANHA XHIIEPTOHES, HAPYIIeHHS Ha BOJHO-COJEBHA GamaHc B/HIH
JEXHApaTalyd, CHpASUHA ACKOMIEHCALs MM TeXKa XWIIEPTOHHA) MOXe Ja ce
Habyiofigsa MpeKOMepHO cIiajaHe Ha KPBBHOTO Halsfrage Clej [pHeMa Ha
IEpBOHavanuaTa fosa. [Ipi TakuBa MAlUeHTH ce OpeNophyBa HavamHa fosa oT 2.5 mg,
K4TO HAYalHKTE eTalll Ha JIeueHHeTo TpsAOBa fa ce H3BBPINBAT M0 MEIHIIHHCKH KOHTPOI.
Crex emHoMecedHO JISUSHHE JI03aTa MOXKe Jia ce yBenuay 10 10 mg BeHbX JHEBHO.

Cren HayanoTo Ha TeparmsiTa ¢ Prestarium® 5 mg MoXe Ja ¢ TIOABM CHMITOMATHYHA
XHTIOTOHHSA, TOBA € I0-BePOATHO IPH MALMEHTH, KOUTO IpHeMaT YCIIOPEXHO JUypPETHLIH.
ITo Tasm nprywHa ce npenopbyBa NP TAX JEYSHHMETO JAa ¢ W3BHPIUBA C IOBUINEHO
BHUMAHHE, ThH KaTO TaKWBa IAIMEHTH MOTFar Ja MMAaT HapylIeHMs Ha BOAHO-COJEBHA
HanaHe WHIH JeXuapaTalys.

AKX0 e BB3MOJKHO, nnyéaemxm Tpabea na ce cnope 2 Ao 3 OHM NpenH HWM\R&

TepanuAara ¢ Prestarium” 5 mg (eorc. m. 4.4). 5 f“ 2 B, &‘\'i\
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Tpu XUTISPTORMLM, NPY KOHTO & HERLIMOXHO CNMpaHe Ha JHMYDETHKE, TEpamdATa c
Prestarium™ Tps0Ba ja 3arrouHe ¢ xo3a oT 2.5 mg. Tpabea na ce koRTponHpa OxOpedHaTa
¢byHKUAS ¥ cepyMHHTe cToiiHOCTH Ha Kayms. Ciel ToBa A03aTa Ha Prestarium” tps6ea ja
Ce KOpWUrHpa CHOpeZX IOBIHABAHETO HAa KPBHBHOTO HaAraHe. Ako e HeoOXoumo,
NPHEMaHeTO Ha AHYPETHK MOXKE Ja Ce IOJHOBH.

[pn nanpeHTH B HampeAHANa BH3pAcT JISYEHHETO TPAOBa Ja 3amoyHe ¢ 1o3a oT 2.5 mg,
KOATO MOJXKe Ja OBbJie IIOCTENeHHO YBENHUeHa N0 5 mg cliell eIMH Mecell U CJIe] TOBa, ako
e neobxoaumo, no 10 mg B 3aBHcHMOCT OT OnOpeuHaTa $yHKIMs (6oic. mabruyama no-
dony).

CHMIITOMATHYHA CHPHEYHA HEQOCTATBYHOCT

IpenopsuBa ce Prestarium®, mo mpHHIUI mpunaran yoropeaHo ¢ He3aTBpKALy Kayui
JUYpeTHK WWiIx IUrokcuH wwinm Oeta Onokep, Xa ObAe HasHayaBaH IOJ CTPOT
MENUEMHCKKE KOHTpOJ, ¢ IPeNophuYHTeNHa HadalHa %03a OT 2.5 mg, NpHeMaH CYTpEHH.
Tasu mo3a MOXKe Jia ce YBEMUH CJIe] IepHOA OT 2 CeMUITH 0 5 mg BEAHBXK JHEBHO, aKo
nMa norocumoct, osara Tpabea Ja ce Kopurupa na 6asaTa Ha KIMHHYHOTO NOBIMABRHE
Ha OTACHUS MalHeHT.

Tlpu Texka chbpiedHa HeJOCTATHYHOCT M IpH JApPYTH HalMEHTH, 34 KOWTO C& CMATa, 4e
DUCKBT € BHCOK (TalMeHTH ¢ yBpejieHa OnOpedHa (QyHKIUA M TeHASHLMA 32
eNEKTPONUTHY HApYIIeHHs, MANHEHTH, JIEKYBaHH ©IHOBPEMEHHO ¢ AWYPETHLIM W/
Ba30NHIIATATOPH), JIeueHueTo TpsA6Ba Ja ce mpoBexa NIPH BHAMAaTeNleH KOHTPOI (BX. T.
4.4).

[Tpy manueHTH, H3MOKEHH HA BHUCOK PHCK OT CHMIITOMATHYHA XHIOTOHHA, HaIp.
HAUMEHTH ¢ HapyLied BOAHO-BOJEBH OamaHc ¢ WM Ge3 XHIOHATpMeMHs, TIALHEHTH C
XMIIOBOJIEMHS WM TIAIMEHTH, NOANOXKCHH HA MacHBHa [AUYPETHYHA Tepanusa Te3Hd
CHCTOSHMA TpsOBa Jla ce KOPUTHpPAT, aKo € BB3MOXKHO, NPeAH JNEHEHKETO ¢ Prestarium®.
Tpsa6Ba pemoBHO Ja ce NpOCIeAsBaT CTOHHOCTATE Ha KPBBHOTO HaisaraHe, OnOpeunara
GYHKUMT M CEpYMHUS Kaluif KakTo Npey Ha4galoTo Ha, Taka M 110 BpeMe Ha JIEYEHHETO C
Prestarium® 5 mg (6oic. m. 4.4.).

KOPEKIIHA HA [JO3ATA IIPH YVBPEJJEHA BEbEPEYHA OYHKIHA
IIpy manueHTH ¢ Hapymeda OsOpeuna (ywkinms HosaTa TpadBa jJa ce cpoOpasu ¢
nocovenute B Tabnuua 1 1o-q0ny cToHOCTH Ha KpeaTHHHHOBYA KIHPBHC!

.

Tabnvna 1: xopekIsa Ha fo3ara npH yBpenesa 6x0peuna QyHKIHSE

KpeaTHHHHOB KIaphHC (ml/min) [pETIOPBUHTENHA 1033

Clcr = 60 5 mg AHEBHO

30 <Cler < 60 2.5 mg JHEeBHO

15<Clcgr <30 2.5 mg npes3 AeH

[NarenTH Ha XeMoAuanu3a™

Clcr <15 2.5 mg B yeHs 33 THaH3a . o 3y !;fg@;"*{\:
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*MMUaNU3HUAT KNUpBHC Ha nepuHponpwiaT e 70 ml/min. IManmentn Ha XeMoawanmsa
TpsOBa Jja IpyeMaTt N03aTa Cle] NHai3aTa.

KOPEKI[HS HA JJO3ATA ITPH YEPHOIPOBHH YBPEXIAHHSA
Hp]’rl IIAIYICHTH C qepHonpoﬁﬂn prex{;[aHHa He ¢¢ Hanara KOpeKIHA Ha J03aTta (8.?:‘6‘. H.
44um. 5.2)

YIIOTPEBA ITPH JIEIA
He ca npaBenn nzcnenpanusa Ha e(pUKacHOCTTA M 0E30MACHOCTTa HA M3NO3BAHETO NPH
zena. [o Tasu npuunHAa He ce MpenophuBa U3IION3BAHE NIPH JENa.

4.3 . IlporHBonoxazanus

CBpBXYYBCTBHTENHOCT KBbM perindopril unm KeM HAkoe OT IOMOINHUTE
BeulecTea Uik KeM Jpyr ACE-HHXuOHTOD;

AHaMHECTHYHH JaHHH 3a aHTHOEJEM, CBBP3aH C NpEHIIeCTBANIa TEpamus C
ACE-unxuburop;

HacnencrseH il HAHONIATHYEH aHTHOSIEM;

BTopu K TpeTH TpUMeCTRp Ha OpeMeHHOCTTA (8oic. 4.6.).

4.4 . Cnenuanuy HpeAynpexIeHNs H CHeNHAIHH OpeJIa3HH MEPKH 32 ynoTpeta
XHIIOTOHHA

ACE-uHXuOHTOpHTE MOraT JHa INpeU3BHKaT ClH2JaHe Ha KPBHBHOTO HalsTaHe.
CUMITOMATHYHA XUNOTOHMS Ce HaGMIoJaBa PSAKO NpHM NENMEHTH C XMIepToHM: Oe3
YCIIOKHEHHMA W € M0-BEPOATHO Ja ce TIOSBH NpU AEXWAPATUPAHU NAaLMEHTH, HAIp. 4pe3
JIypeTHIH, OFpaHHYeH MpHEM Ha TpanesHa cofl, AUaln3a, AHapHd MIH OBPBINAHE, MM
KOMTO CTpajar OT TeXKA PEeHHHO3AaBHCHMA XUnepToHusa (6xc. m. 4.5. u m. 4.8.). Ilpu
NAUEHTH ChC CHMIOTOMATHYHA CHPACYHA HENOCTATHUHOCT ¢ MM 0e3 IpUipyxapama
OBOpeuHa HenocTaThuHOCT € OMna HabnIoXaBaHa CUMIITOMaTHyHA XHMoTOHuA. ToBa e
Hali-BepOATHO fa ce HaONMIoZaBa MpH [AIMEHTH C NO-M3pa3’eHy CTETIEHH Ha ChpAcuHATA
HEZOCTATHYHOCT, KOeTo pedieKTHpa B M3MION3BAHETO HA BHCOKH JO3H OpHMKOBH
JUYpEeTHHE, XHUIIOHATPHEMHS MM HapymeHa OsbpeynHa ¢ymkmua. [Ipm naupeHTH,
W3A0KeH Ha TIOBHINEH PHCK OT CHMIITOMATHYHA XWIOTOHMA, TpsA0Ba Jla ce M3BBPIIBA
CTPOT" KOHTPOJI 10 BpeMe Ha HAYaloTo Ha Tepanniara ¥ KOPUTHPaHETO Ha AO3uTe (k. m.
4.2 u m. 4.8.). Ceiure chOOpasKeHHA BaKaT 32 NAlMEHTH C HCXeMHYHA 0oJecT Ha
CBPLETO MM MO3BYHO-CHA0BA G0JIECT, IpH KOUTO IPEKOMEPHOTO CNajaHe Ha KPHEBHOTO
Hajgarane Ou MOFIO Ja HMa 3a pe3ynTtar WH(apkT Ha MHOKapAa HIH MO3BYHO-CHAOB
WHHUAEHT.

AXO ce NOfBM XMIIOTOHWS, [AIIEHTHT TPsAOBa Ja ce IOCTABU B JIETHANO MONOMKEHHE IO
rpe0 U, aKo e HeoOX0AHUMO, TPAOBA Ja ce NPWIOKK HHTpaBeHO3HO MH()Y3HA OT HATPHEB
xnopux 9 mg/ml (0.9%) pasteop. EnHa mnpexojHa XWIIOTEH3HWBHA pEaKklMsI He €
NPOTHBOINIOKA3aHHE 3a IO-HATATHUIHO NPHEMaHe Ha CHOTBETHHTE JO3M, YHHTO IpHEM
O00HKHOBEHO MOXKe Jia MpoasIDKi Ges pobieMHu ciie]] IOBHIIaBaHe Ha KPHBHOTO HANAraHe
BCJIGACTBHE Ha YBEIIHUeHHA 00eM.

Ilpy HAKOM HALMEHTH CBC 3aCTOHHA CHPAEUYHA HEAOCTATHLYHOCT, KOH’I}Q”@}QO
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ce MOABY AOIIGINHUTENHO IIOHMKaBaHe Ha CHCTEMHOTO KPBBHO HalAraHe. ToBa € oYaKBaH
edeKT ¥ 0OHKHOBEHO HE MpEeNCTaB/ABAa OCHOBAHME 34 NpeKpaTsBaHE Ha JICYEHHUETO. AKO
XUIOTOHHATA TIPepacTHe B CHMITOMATHIHA TaKasa, MOXE Jia C& HAJ0XKI HAMATBAHC Ha
03212 WK OpeKpaTsisaHe Ha Ipuema Ha Prestarium® 5 mg.

CTEHO34 HA AOPTHATA H MHTPAJIHATA K/IAIIA/XHITEPTPODHYIHA
KAPQHOMHOIIATHA

Kaxro u ocranamure ACE-umxuGuropu, Prestarium® 5 mg tpsbea na ce HasHayasa ¢
IIOBHIIEHO BHEMaHHe Ha MALMeHTH ChC CTEHO03a HAa MUTpAaJIHATa Kiana M oO6CTpyKUMI Ha
H3XO[MIHsS MOTOK OT JIABAaTa KaMepa, KaTo aopTHA CTEHO3a MM XuneprpoduyHa
KapAHOMHOTIATHA.

FBEBPEYHH YBPEXKIJAHHA

B ciyuan ¢ OnOpeuni yBpexnaHHs (KpearTMHHHOB KIMpBHC < 60 ml/min),
IIBpBOHAYaNHATa A03a Ha perindopril TpsOBa 2 ce HaManM CBIIACHO KpPEATHHHHOBHA
KNEPBHC Ha nanpedTa (BX. T. 4.2.), a ciel ToBa J03ara ce ONPEReNd KaTo (QYHKIHS Ha
[OBIMABAHETO HA NALMEHTA OT JedeHueTo. IlpH Tesw maupenTH dact ot obOHdYaliara
MEQUIAHCKA TIPAKTHKA € PYTHHHOTO NPOC/e/(sBaHe Ha Kanus ¥ KpeaTHHHHa (BXK. T. 4.8.).
Tlp# manMeHT# CBC CHMITOMATHYHA CBPAEYHZ HEeNOCTATHYHOCT, pasBUTHETO Ha
XUIIOTOHUA cief 3anoupaHe Ha tepamua ¢ ACE-uHxmOHTOpHM MOXKe Aa JoBene 1o
JOMBIHUTENIHO YBpexJaHe Ha OpOpeynara QYHKL. B TasH cHTyalus uMa choBIeHns 3a
BE3HHUKBAHE Ha OcTpa GB0peyHa HeJOCTaTRYHOCT, OOMKHOBEHO 00paTHMa.

[Tpy HAKOM NanMeHTH ¢ JBYCTpaHHa CTEHO3a Ha apTepHA DPEHAINC Wi CTEHO3a Ha
apTepusita KpM eguH OnOpek, xomro ca Omnm Jnexysanu ¢ ACE-uaxuburopy, ca
HabmiofiapaHy IOBMINEHM CTONHOCTH Ha KphBHATa yped M CEPYMHHsA KpEaTHHMH,
0OMKHOBEHO OOpATHMH Cief HpeKpaTsBaHe Ha TepalusTa. ToBa € 0CO0EHO BEPOATHO IPH
maupenTH ¢ 0sOpevHa HenocTarsyHoOCT. IlpH Hamugue B AOXBIHEHHE HA PEHOBA3alHA
XHNIePTOHMA CHINECTBYBA IOBMINEH pWMCK OT TeXKAa XHIOTOHMA H Onbpeuna
HEJOCTATRYHOCT. [IpM Te3H [AlMeHTH JeYeHHEeTo TpaAbBa Aa 3alloyHe IIPH CTPOr
MEIALMHCKA KOHTPOJI C HHCKM JO3H H TAXHOTO BHHMATENHO TUTpHpaHe. Twi Karo
NTEYEHWETO ¢ JUYPETHIM MOXKe [a [peICTaRisBa JONpHHacAl Qakrop 3a
rOpEerIoCcOYeHOTO, NPHIIAraHeTo Ha NuypeTunuTe TpAbGsa jJa ce NMpeKpaTty ¥ B TeYeHHE Ha
IIBPBATA CEAMMLIA Ha Tepamiira ¢ Prestarium® 5 mg TpaGBea ma ce mpocnemn Gp6pednara
¢byHKIE.

Tpy HAKOW MALMEHTH C XBIEPTOHHA Oe3 MpOoABM Ha CBHUIECTBYBAO (nOpeYHO CHAOBO
3abonsBade ce Habn0aBa NOBUIIEHHE HA CTOMHOCTHTE HA KPHBHATA ypes H CepYMHUA
KpeaTuHHH, KOETO OOMKHOBEHO € HEe3HaYUTENHO W OLp30 IPEXOJHO, 0cOBEHO KOraro
Prestarium® 5 mg ce mpunara eFHOBpPEMEHHO ¢ JMypeTHK. TOBA € NO-BEPOSTHO Ja CE .
NOABM NpH TMALMEHTH C MpeBapUTeNIHO CHINeCTRYBANIo GBOpeyHo yBpexaane. Moxe xa
Ce HAJIOXKH HaMaJlsiBaHe Ha J03ata Wiy NpeKparsaBaHe Ha JAHYPETHKA W/HId Prestarium®
5 mg.

HTAIJHEHTH HA XEMOIHAJIH3A

[Tpy manueHTH, AMATU3UPAHH ¢ MEMOpaHHU ¢ BHCOKAa ckopocT Ha moToka (high flux) u

emHoBpeMeHHO JekyBaHM ¢ ACE-umxmburop, ce cpobinasa 3a/n:r§‘§nn?ng"fae\ Ha
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anadpnaxTonaHu peakuuy, [Ipx TakyBa HalUeHTH TpAOBA Ja ce pasriefa M3HI0I3BAHETO
Ha pasliuyeH BHA ANATn3Ha MeMOpaHa IWIH aHTHXHIIEPTEH3MBEH areHT OT pasiiuyeH Kiac.

FbBPEYHA TPAHCIIVIAHTALIHA
Hsama HaTpyman ONMT OTHOCHO IIpHIIaraHeTo Ha Prestarium® 5 mg npw manpentH ¢
W3BbpIIeHa OBOpeYHa TpaHCIIaHTalKA.

CBPBXYYBCTBHTE/IHOCT/AHI HOEEM

WmMa cpobmenus 3a peAKH Cliy9ay Ha aHTHOEHEM Ha JIHLETO, KpaWHMIMTE, YCTHUTE,
JIUTaBULWTE, €3HKa, IIIOTHCA WM Jlapnmcca npu TauyeHtd, nekysaHH ¢ ACE-
HHXHOHTOPH, BIIOUKTENHO Prestarium® 5 mg (6orc. m. 4.8.). Tosa MOKe za ce cnyqn BEB
BCEKHM eJMH MOMEHT HO BpeMe Ha Tepanuara. B Takusa ciydan Prestarium® 5 mg ce
NpeKpaTaBa He3a0asHO H Ce OpeArpueMa MOAX0HALHO IPOCAsaaBaHe, KOSTO NPoabILKaBa
Ji0 TBIHOTO OT3BYYABaHE Ha CHMOTOMHTE. B cilyuaure, KOTaTO OTOKET Cé OTpaHMyYM Ha
JIMLETO U YCTHUTE, CHCTOSHUETO 1O NMPHHIMI ce OBNaisBa Oe3 NeueHue, Makap 4e 3a
obnexyaBade Ha CUMITTOMHATE € IIOJIE3HO NPHIaraHeTo Ha aHTHMXMCTAMHHOBH IIpeapaTH.
AHrnoenemM, CBbP3aH ¢ OTOK Ha JIapUHKca MOXKe Jia nMa (hataneH usxol. B ciywaute, npu
KOUTO HMa aHTaXHpaHe Ha €3HKa, [IOTHCA WITH JIADHHKCA, KOETO € BEPOATHO [ MpHYHHA
00CTPYKINA Ha BE3NYUIHHTE IFTHINA, He3a0aBHO TpAOBa Ja Ce 3al0YHe CIEINHO JCUCHHE.
To MoOXe 1a BKIIOYBA MpUIaraHe Ha ajpeHaNHH WHIK HOJAbPXKaHe Ha IPOXOAMMOCT Ha
BB3AYIIEHMTE HTHA. [1aMenTsT ce Ioaiara Ha CTpor MEJMIIMHCKH KOHTPOI A0 ITBIHOTO
¥ TpaliHo OT3ByYaBaHe Ha CUMIITOMMTE.

[ManpenTH ¢ aaMyesa Ha aHTHOENeM, HecBBp3aH ¢ TepanuaTa ¢ ACE-mHxudutop Moxe
I3 ca W3JIOMKEHH Ha IOBUIICH PHCK OT aHrdoeieM B npoleca Ha mpuemane Ha ACE-
uHxuduropa (eoic. m. 4.3.).

AHADHIAKTOHIIHH  PEAKLHH 110  BPEME HA  A®EPE34  HA
JHITOITPOTEHHHTE C HHCKA IVIBTHOCT (LDL)

B peaxn ciyuau, npu nauuenty, npuemamy ACE-uaxubuTopu 1o Bpeme Ha apepesa Ha
numonpoTerHnTe ¢ Hucka mwistHocT (LDL) ¢ mekcTpaHoB cyndar ca Habmoxasanu
JKHBOTO- 3acTpaliaBaliy anadUIAKTOMAHY peakiyd. Te3n peaknuu ce usbarear upes
BpEMEHHO IIpeKpaTaBane Ha Tepanuata ¢ ACE-uBxubuUTOp Npean Beiaxa adepesa.

AHADHIAKTHYIHH PEAKI[HY ITO BPEMFE HA JIECEHCHEHTH3AITHA

Tpu nanpenru, nonyuasaud ACE-unxubGuropm mo Bpeme Ha JeyeHHe 3a
JeceHCHOMMH3anmya (Harp. OTpoBa HAa XHMEHONTEpa), ca HaOmoJaBaHH aHaQHIAKTOMIHK
peakimu. IIpy CBIUWTE NAUMEHTH, IOCOYEHMTE peakuue ca Ounm m3erHaTH 4pes
BpeMeHHO npexparspaHe Ha npuema Ha ACE-unxuburopure, HO T€ ¢a Ce MOABABAIN
OTHOBO NIpH HEBHUMaHVe IPH IIOBTOPHOTO HATOBAPBaHE.

YEPHONPOBHA HENOCTATBYHOCT
B peaxu cnyuan ACE-urxu6uropuTe ca OMnM CBBP3BaHH CBC CHHIPOM, KOWTO 3ar04Ba ¢
XOJIECTATHYHA >KBATEHHMIA ¥ TIporpecHpa O (YNIMHHAHTHZ YEpHOAPOOHA HEKpo3a H
(monsikora) cMBpPT. MexaHusMBT Ha TO3M CHHOpoM € Hesaced. [lpu mauweHTH,
nonyvasamy ACE-#HXuOMTOpPH, NPU KOHTO C€ pPa3BHBa JKBITEH @pmeﬁo
IIOBHUIIIABAHE Ha CTONHOCTHTE Ha YepHOAPOOHHTE CH3HMH, ACE—HH}: 6Hf§paw%§ﬁ§ég.ﬁq ce

: PR\
ELI % _‘U 1
oLal




IpeKpaTH H TAXHOTO CHCTOAHME TpAOdBAa Aa ce MNpOCleAd N0 HaIe)keH HauMH OT JIeKap
(6oic. m. 4.8).

HEYVTPOIIEHHA/AT PAHYJIOLIHTO3A/TPOMBEOLIHTOIIEHHA/AHEMHUA

IIpn MaHEeHTH, npUeMAliu ACE-nuxuburopu, ca HabnoaaBaHy
HeyTpOIeHus/arpaHyonoTo3a, TpoMOOUTONeHNUA | aHeMud. [1py nanyenTH ¢ HOpMalHa
OB0peyuna GyHka 0e3 ApyrH YCNOXHABAmH (HakTOpH HEYTPOIIEHHA ce IOSBABa PAIKO.
Perindopril Tpabea na ce H3NON3BA C HKMIOYUTENHO BHUMAHHE OT ITANHEHTH ¢ KOJIAreHHH
CcHNOBH 3a00NsBaHMs, HAa UMYHOCYIpPECHBHA Tepanus, JICUeHHE C ajlonypHdHON HIH
TIPOKaWHAMHUE HIH KOMOMHAUMA OT Te3H YCHOKHABau(M (hakTopH, 0cobeHO B Cliydaw,
KOraTo CBHIIECTBYBA IIpeBApHTEIIHO YCTaHOBEHA YRpeeHa Op0peuna (yrxnusa. Hakon ot
TE€3H MallHeHTH Pa3BHBAT CEPHO3HM MH(EKIMH, KOUTO B HAKOJKO CIydYas He Ca NOBIMAILA
OT METEH3WBHA ANTHOKOTHYHA TepallisA. AKO Ha TaKHBa NAIUEHTH ce HasHagx perindopril,
ce IpenophyYBa peJOBHO NpocieAaBaHe Ha NEBKOrpaMaTa i nanueHTaTe Tpsabsa Aa 6pxar
IpeayNpeaeHn Xa ¢po0IaBar 3a BCAKaKBY NpH3HAIM Ha HHOEKIHA.

PACOBA HPHHAIJ/IEXKHOCT

OTHOCHTENHKAT JSI HA CiyJauTe Ha aHTHoedeM, npuuraeH oT ACE-unxuburopH, € mo-
BHCOK IIpH YEPHOKOJXXH NMANUEHTH, OTKOJKOTO MPH He YePHOKOXKH [TallHeHTH.

IMomobHo Ha ocrtanmamure ACE-uHxuOnTOpH, perindopril moxke gma ObAe IIO-MalKo
e()eKTHBEH 33 HAMaJlsBaHe Ha KPBBHOTO HAJATaHE NIpH YEPHOKOXKH, OTKOJIKOTO YIPH He
YEepHOKOIKH, BEPOSTHO IOpaju IO-BHCOKaTa OOJIECTHOCT OT aprepuainHa XHIEPTOHHA H
CHCTOSIHNE Ha HHCHK PEHMH Cpeji YepHOKO0XKATa IIOMYIalyd OT XHIIEPTOHHIIH.

KALLUTHITA

WMa choOmieHHA 3a MOABABaHE Ha KaUUIMBA NpH H3non3pane Ha ACE-mHxubnTopH.
OOHKHOBEHO KalIiuaTa € HeNpoJyKTHBHA, IIEPCHCTHpalla M OT3BydYaBa cClef
npeKkparaBake Ha jledyeHHeTo. Kato yacT o1 gudepeHnuaniaTa JUarHosa Ha KallllHlara
Tpa0Ba Jia ce pasriekaa Kamnunata, mEnynupasa Ha ACE-uHXn6HTOpy.

XHPYPIHYHH HHTEPBEHITHH/AHECTE3HA

Ilpy manMeHTH, NOJJAaraHd Ha TOJNEMH XUPYPrAYHH UHTEPBEHIMH WM 10 BpeME Ha
AHECTe3Hs ¢ ATeHTH, NPeIUSBUKBAIM XUIOTOHMs, Prestarium® 5mg Mmoxe ja 6Gnoxupa
oOpasypaHeTo Ha adrdorensuH II, monydyeH BCHEACTBHE HAa  KOMIICHCATOPHO
ocsoboxmapane Ha penuH. JleueHuero TpabBa ja ce IIpeKpaTH €IUH JEH [peay
omepaupsTa. AKO ce TOSBH XWIIOTOHHS, 32 KOSTO €€ HpeHeHM, 4Ye ¢& NBIDKK Ha TO3H
MeXaHM3BM, T% MOXeE [la Ce KOPHUIHpa dpe3 yBejlugasaHe Ha obeMa.

XHIIEPKAJTHEMHA

Tlpu makom mauuents, mexyBanH ¢ ACE-uHxuGurtopu, BxmounrenHo perindopril, ca
HaOJIOKaBaHH MOBHLICHH CTOMHOCTH Ha cepyMHMA Kanmi. [lauueHTHTe, U3JIOKEHH Ha
PHCK OT PasBHUTHE Ha XHIEPKATHEMUS, BKAIOYBAT NALHEHTH ¢ 6b0peyHa HeI0CTaTbuHOCT,
HEKOHTPOJIpaH 3axapeH JauabeT, WM TakuBa, IIpUEMAIlH Kanuil ChbXpaHABaIid
JAYpPeTHLH, KaTHeBH H00ABKM HIIH ChABPMAIIM KallHi 3aMecTHTENH Ha Tpa




ce TpenopryBa, dKo YCIIOpeAHOTO M3ION3BaHe HA IOPENOCOYCHHUTE arcHTH ¢ CMETHE 3a
NMoAXO0OALHO.

HHABETHITH

[1pe3 mepBust Mecell 0T JieweHHeTo ¢ ACE-uHXHOHTOPH Ha fpabeTHId, KOMTO NpHeMatT
aHTHMa0eTHH [IpeNapaty nepopaiHo WM MHCYNHH, TpAOBa ia ce U3BBPILBa PeIoBeH
KOHTPOJI Ha TIHKeMHATa (6oic. m. 4.5.).

JIATUHA
KoMmbuHmpaneTo Ha utiii ¢ perindopril 1o NpUHIAN He ce npenopbysa (BXK. T. 4.5.).

KAJTHH CBXPAHABALIIM THYPETHIIH, KAJTHEBH JJOFABKH HITH
CBIBPIKALH KAJTHA 3AMECTHTETH HA TPAITIE3HA COJT

ITo NpUHIIKI He ce NpenopruBa KOMOuHHUpane Ha perindopril 1 Kanui ceXpaHIBaIK
JHYpEeTHIH, KaIHEeBH J0GABKH WK CHABPKALE KA 3aMecTHTeNH Ha TPaNe3Ha Coll
(6atc. m. 4.5.)

ITopafn HANWYHETO HA JIAKTO38, IALUeHTH, MMAIW PeXKY HaclieICTBeHH NMpobeMy Ha
ranaKkTo3Ha HEMOHOCHMOCT, MIFOK030-TaNlakTo3a Manabcopduus uim L.app naxrasen
aedvuur, e Tpabra a npuUeMar TOBA JIEKapeTBo.

4.5 . JlekapcTBeHH H APYTH B3aHMOACHCTBHS

AUYPETHIIH

TTpy NALMEHTH, IPHEMAIE JUYPETHIH, 0COOSHO NAlHEHTH ¢ ASXUApaTalys W/ WIH BOJHO-
COTIEBH HApYMeHHd, MOXe Na ce HaboAaBa NPEKOMEPHO HaMaldBaHEe Ha KPBBHOTO
gandarage cnef Havanoto na tepamusara ¢ ACE-unxuGuropn. BepoatHocTTa OT
XHIOTeH3nBHK eeKTH MOJKe Jia ce pelylupa Ype3 CnUpaHe Ha JUYPeTHKA, yBeaudaBaHe
Ha 00eMa HJIH MpueMa Ha Ol NPEXH HayalloToO Ha TepanuaTa ¢ HECKH ¥ HapacTBallH JO34
perindopril.

KAJIHEH  CBXPAHABAIIIH  JIUYPETHIIH, KAJIHEBH  JOBABKH  HIIH
CBIBPKALH KATHH 3AMECTHTEIH HA TPAIIE3HA COJI

Makap 4ye cepyMmEHi Kanuii OOMKHOBEHO 0OCTaBa B HOpPMAaNHH IpPaHHUM, IPH HAKOH
NalieHTH, Jekysanu ¢ perindopril Moke ma ce nosBu xunepKamuemus. Kamwid
CHXpAaHsBAIlM JAMYPETHUH (HAmp. CHOMPOHONAKTOH, TpHAMTepeH WAH aMMIOPHL),
KanmieBuTe N00ABKK MM CHABPHKAIATE KAJIAHM 3aMECTHTENN Ha Tpare3Ha COJ MOraT ja
JIOBEJAT JI0 3HAYHMO yBelHdYaBaHe Ha CTOHHOCTHTe Ha cepyMHua kammi. Ilo Tasm
npuunHa KomOMHEpaHeTo Ha perindopril ¢ ropenocoueHuTe MEAMKAMEHTH HE Ce€
nperiopbuBa (exc. m. 4.4). Ako exgHospeMeHHaTa yrnoTpedba € MoKasaHa [0Opajy U3ABEHA
XUNOKAIHEMHUs, Te TpabBa Ja ce W3NOA3BAT ¢ HOBHINEHO BHUMAHHE ¥ IIPH YECTO
npocleAsBaHe Ha CTOMHOCTHUTE Ha CepyMHMA KA.

JIHTHH

Wma crolbiueHus 3a o0paTMO TOBHINABAHE HA CEPYMHHTE KOHIEHTpaUMHM Ha AUTHA H

TOKCHMYHOCT TIpH EJHOBpeMeHHO IipmeMare Ha Jmthid u  ACE-HHXpOHTOpH.

EnuoBpemensaTa ynotpeGa ¢ THasUIHM QUYPETHIM MOXKE Ja TOBHMIIA PHC] L JTUCERY,
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TOKCHYHOCT 4 JAa YBENUYH Beue NOBHIUIEHHS PUCK OT JMTHeBa ToKchyHocT mpu ACE-
naxubutopute. He ce npenopbyusa eAHOBPEMEHHOTO M3NOM3BaHe Ha perindopril u uTHi,
HO aKo KOMOHHAIMATA ce OKake HeOOXO[UMa, CEpYMHHTe HHBa Ha NUTUA TpabBa Ja ce
TIPOCHE(SBAT BHAMATENHO (goic. m. 4.4).

HECTEPOHIHU [IPOTHBOBDIITATHTE/AHA CPEICTBA (HCIIBC)
BKJTIOYHTE/HO ACITHPHH > 3g/IHEBHO

lpreMaHeTo Ha HECTEPOMIHE IPOTHBOBL3NANMTENHH CPEJACTBA MOXKE Ja HaMaly
apTEXuneprensueHus edext na ACE-unxuburopute. B nonsnnenne, HCIIBC u ACE-
HHXMOHUTOPUTE MMAT aJuTHBeH edeKT 3a IOBHIIABAaHE HA CepyMHUS Kajuid ¥ Morar ja
JOBeJaT OO BIomaBaHe Ha OnOpeunara Gysxmmi. OOuWkHOBEHO Te3d edextu ca
ofpaTiuMu. PsjKo MOXe Ja ce MofBH ocTpa GBOpeuHa HeJOoCTaThYHOCT, 0COOEHO IpH
IAUMEHNTH ¢ KoMIpoMeTHpana OwOpeuna OyHKIMS, NpeJHMHO MO-BB3PAaCTHM HIIH
JAeXVIpaTHPaHU NalUeHTH,

AHTHXHIIEPTEH3HBHE CPEJJCTBA H BA3OJHIIATATOPH

EfHOBpEMEHHOTO W3MOJI3BaHe Ha Te3H CpEJICTBA MOXE Ja YBEJIWYH XHIIOTCH3MBHHTE
edextn Ha perindopril. EAHOBpeMEHHOTO NPHIOKEHHE C HHTPOTIMUEPHH H APYTH
HMTPaTH MWIH APYTH Ba30AMAATATOPH MOXE JONBINHUTENHO Ja TOHMXKH KPBBHOTO
HaJAraxe.

AHRTHITHABETHH IIPEIIAPATH

Pesynratute Or eNUIEMHONOIMYHM IIPOYYBaHHs BHYIIABaT, Y€ ©JHOBPEMEHHOTO
npunoxenue Ha ACE-uuxubutopn ¥ anTHAHAOETHM MEAMKaMeHTH (MHCYNHHH, OpAIHA
XHIOIMKEMHYHH CPEACTRA ) MOMKE Ja IPHYMHK T0-CHIICH [TIIOKO30HOHIDKABAl edexT ¢
pPHCK OT xumoriukemus. ToBa sABJNEHHE € IO-BEPOATHO Ja Ce MOSABM IIPe3 ITBPBHMTE
ceAMHIIM Ha KOMOHHHUpPAHOTO JISUeHHe | PH MalUeHTH ¢ Ox0peuHo yBpexaHe.

AHETHIICATTHITHIIOBA KHCEJIHHA, TPOMFBOJIHTHIH, BETA-BJIOKEPH,

HHTPATH
Perindopril Moske a ce M3MOJ3Ba €AHOBPEMEHHO ¢ AlETHICANHITIOBA KHCEIMHA (KOTaTo
ce U3MONI3BA Karo TpOMOONUTHK), TooMBONHTHIM, 6eTa BIOKepH W/HIM HUTPATH.

TPHITUKIIHYHH AHTHIEITPECAHTH/AHTHIICUXOTHIH/AHECTETHIH
EqHOBpeMeHHOTO MSION3BaHE Ha HIKOM AHECTETMYHM JICKApCTBEHH CPeACTRa,
TPULHKINYHY aHTHACTIPECAHTH M aHTHICHXoTON! ¢ ACE-uHXuOMTOpHTE MOXKE Nid MM 32
PE3YTaT HOWBAHUTENHO NOHIDKaBaHe Ha KPEBHOTO Hasirage (6oic. m. 4.4).

CHMIIATHKOMHMETHITH
CUMIaTUKOMUMETHIMTE MOTAT Jd HAMANAT aHTHXunepTeHsuBHHTe edextn Ha ACE-

HHXHOUTOPHTE.
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4.6. BpeMeHHOCT H KbpMeHe

EPEMEHHOCT

Prestarium® 5mg He TpsGBa &a ce WM3MON3BA [0 BPEME HA NLPBYS TPUMECTHD Ha
fpeMeHHocTTa. Korato ce rulaHppa WM NMOTBEPIM OPEMEHHOCT, KOJIKOTO € Bh3MOXKHO
no-0ep30 TpAGBa A2 ce TpeMuHE KBM JAPYro alTepHAaTHBHO Jevenwe, KoHTponmpanu
npoyuanus Ha ACE-uHxuOGutopute He ca OunM TNpOBEKJAaHM OpH XOpa, HO B
orpanuyer Gpoii clydan ¢ eKCIIO3UIMSA 110 BpeME Ha IIBPBHA TPHMECTED HAMA JaHHH 32
HIKaKBy MandOpMaIiH, CHOTBETCTBALLM HAa (PETOTOKCHYHOCT IIPM YOBEKA, KaKTO €
OfMicaHa No-JoNy.

Perindopril e npoTHBOIOKa3aH Npe3 BTOPUs K TPETHS TPHMECThp Ha OPeMEHHOCTTA.
H3eecTHO €, Ye MpoAbbKATeNHaTa ynoTpeda Ha ACE-HHXHOUTOp Ipe3 BTOpHA H TpeTHA
TPHMECTBP NpeAN3BHKBa (JETOTOKCHYIHOCT NpH YoBeka (BromeHa Obdpeuna QysHKiws,
ONMHroXunpaMHuoH, 3abaBeHa ocuduKalWs Ha Yepena) M HEOHATalHa TOKCHYHOCT
(6B6pevHa HeNOCTaTHFYHOCT, XUIOTOHHS, XuflepKateMus). (6o, m. 5.3.)

AKO OT BTOpHs TPHMeCTHp Ha OpeMEHHOCTTa HATaThK €& YCTAHOBH, Y€ € IMpHEeMaH
perindopril ce mpemoppuBa YNTpa3BYKOBO H3cleiBaHe Ha OnOpeunara QyHkuua u
Yyeperna.

KbPMEHE
He e uzpectHo mamu perindopril ce oTaens B yopemkara kbpMa. 1o Ta3u npH4HHa He ce
npenopsuBa uanon3eane Ha Prestarium® Smg dunmupany Ta6nerka 0T KbPMeIH XKeHH.

4.7. Edextn BHPXY Cl10c00HOCTTA 32 HIOPHPaHe H padoTa ¢ MANIHHU
He ca npoBexaany mpoydpanus 3a edekruTe BBpXy crmocoOGHOCTTa 33 Wod¥paHe H
paboTta ¢ ManmuHK,
Tpsabsa na ce MMa npeiBUA, Ye IO BpeMe Ha modupase WK paboTa ¢ MAlIMHK MOTraT B
OTIEJIHM CIIy4an Ja ce MOABAT Ilapo3aMaliBaHe WK yMopa.

4.8. HexxenaHH JIEKAPCTBEHN PeaKHHH
ITo Bpeme Ha neuenue ¢ perindopril ca HaGmofaBaHy CleJHATE HEKEIAHH PEAKLAN,
KOHTO Ca KaTerOpH3HpaHy 110 4ecToTa, KAKTO cle/IBa: :

Mmoro gect (>1/10); wectu (>1/100, <1/10); He Tonkoea yecru (>1/1000, <1/100);
peaxku (>1/10000, <1/1000); muoro peaxu (<1/10000), BKIIOUMTENHO H3OJIHPAHH
ChHOOIIEHHA.

HAPYIIEHHUSA OT CTPAHA HA KPBEBTA 1 TMMOHATA CHUCTEMA

IToumxkapane Ha XeMorIo0HHa H XeMaTOKpHTa, TPOMOOLHTONEHNS,
JIEBKOTIEHHS/HEyTPOIIEHMs ¥ CIydYad Ha arpaHylionuTo3a HIH NaHLWTOIEHHA ca OGumu
HabmojaBan® MHOTO pgpko. MHoro psagko ca Ownm cnofiljaBaHM ClydYaw Ha
XeMONHTAYHA aHeMus NPH TNALWEHTH C BpoZeH AedHIHT Ha TIoko30-6-(ocdar
Jexumaporenasara (gowc. m. 4.4.).

TMCUXHUATPUYHA HAPYIHEHHWA:
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He TonxoBsa uecTi: paschoﬁcTBa Ha HACTPOCHHUETO UK CHBHA

HAPVIHEHUS OT CTPAHA HA HEPBHATA CHCTEMA
Yectu: rnasodonue, 3aMagHOCT, BUCHE Ha CBAT, IIaPECTe3HH
MHoro peku: 06BpKaHOCT

OYHH HAPVILIEHHA
YecTH: 3pUTENHN HapYLIEHN

HAPYVIINEHHA OT CTPAHA HA YIHHTE H JIABHPHHATA
YecTH: LIyM B YIIHTE

HAPYIUEHHA OT CTPAHA HA CBPIJEYHO-CHIJOBATA CHCTEMA

YecTH: XUIIOTOHUA 1 €deKTH, CBBP3aHU C XUIOTOHUATA.

Muoro pexxu: apaTMust, aHTHHA HEKTOPUC, MUOKapAeH UH(GApKT ¥ HHCYIT, BEPOATHO
BCJICACTBHE HA EKCLIECHBHA XHITOTOHHA IIPH BUCOKOPHCKOBH IAlIUEHTH (goic. m. 4.4.).

HAPYINEHUA OT CTPAHA HA JHXATEJTHATA CHCTEMA, T'PRIHHA KOIII H
MEJNHACTHHYMA

YecTH: KalUTHIA, JUCITHESR

He Tonkopa uecT#: GPOHXOCIIA3BM

Msuoro peJkn: e03uHO(HUITHA THEBMOHUS, PHHHT

HAPVYIIEHHKS OT CTPAHA HA XPAHOCMMIIATEIITHATA CHCTEMA

YecTH: rajese, oBphuane, GONKH B KOpeMa, HapyIHeH BKyC, JUCIIEICHA, AMAPHS, 3alIeK
He TonkoBa 9ecTH: cyxoTa B ycTaTa

MHOT0 peiKy: NaHKpeaTUT

JKITBYHO-UYEPHO/JIPOEH HAPYIHEHHW A
MHOTO pelIKH; XeNaTHT MK LUTOJIMTHYEH UK XOJeCTaTHdeH (goc. m. 4.4.).

HAPYIINEHHA OT CTPAHA HA KOMKATA H IIOAKOXHHUTE ThKAHH

Uectn: 0OpuB, NpypuTyc

He ToykoBa YecTH: aHTHOE/IEM Ha JIALETO, KpaliHULINTE, YCTHUTE, JINTABULUTE, €3HKa,
[JIOTHCA W/VWIIY JIAPUHKCA, YPTUKaphs (eoic. m. 4.4.).

Mhuoro penku: epurema MynTHhOpMe

HAPYIIEHHA OT CTPAHA H4 OITOPHO-ABHI ATE/THHA AIIAPAT,
CHE[HHHTFE/THATA ThKAH H KOCTHTE
YecT: MyCKyNHH KpPaMIIH

HAPYVIINEHHSA OT CTPAHA HA FBRPEI[HTE H ITHKOYHHTE IBTHIIA
He Tonkora yectn: 650pedHa HEAOCTATEUHOCT
MHoro penxu: ocTpa 650peyHa HENOCTATHYHOCT

HAPYIIEHHA OT CTPAHA HA ITOJIOBATA CHCTEMA H I'bPITHTE
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He ronKoBa 4eCTH: HMIIOTEHTHOCT

OB HAPYILIEHWA
YeeTH: acTeRHs
He TonkoBa 4ecTH; W3n0TIBaHe

VI3CJIEABAHHS

Morar fa ce MOABAT MOBHIIABAHE Ha CTOHHOCTHTE HA KPBBHATa ypesd ¥ INUIasMEHMA
KpEeaTHHUH, XMIepKanuemus, obpaTuMa Cliefl HpeKbCBAaHE Ha INpHeMa, 0CODeHO IIpH
HanHunero Ha OpOpeyHa HENOCTATBYHOCT, TEKKA CHPACYHA HENOCTATHUHOCT H
peHOBa3ajiHa XHIIEPTOHHA. Pajgko ce choOmiaBa 32 IIOBHIIEHH CTOMHOCTH Ha
YepHOApoOHUTE EH3UMH ¥ CEPYMHUA OMIUpyOUH.

. 4.9.I1penozupane
Hma Ha pasoloeHye OFpaHWdeHM JaHHU 3a mnpenosupane Npu xopa. CHMOTOMUTE,

cBbp3aHu ¢ npeposupane Ha ACE-uHxubutopmre, MOrar Na BKIIOUBAT XMIIOTOHHA,
UMPKYNaTOpeH INOK, efeKTPONUTHH HapymeHusa, OnGpeyHa HENOCTATLYHOCT,
XHIIEPBEHTHIALWS, TaXHKap s, TannuTanuy, GpajuKapans, 3aMaiiBaHe, TPEBOKHOCT U
Kanujna.

[IpenopbuBaHoTO feueHMe Ha NPEAO3HUpPAaHETO ¢ MHTPABEHO3HA HHQY3HA Ha HATPUEB
xnopua 9 mg/ml (0.9%) pa3TBop. AKO C€ MOSBY XUIIOTOHHA, NANUEHTHT Tp:AdEa fa 6B le
MOCTABEH B IOJOXEHHE 3a JEYEHHE Ha LIOK. AKO € Ha pasNoJoiKeHHe, MOJKe ChUI0 Ja ce
pasriesa fieueHue ¢ UHGY3HUT Ha anrHoTeHsHH 11 W/unmy KaTexonaMHHH HHTPABEHO3HO.
Perindopril Moxxe na ce oTcTpanH OT 0OBHIOTO KpBBOOOpAliEHHE Ype3 XEeMOAHAIM3a.
{6oic. m. 4.4.). 3a Opamukapius, PEe3HUCTEHTHA Ha JIGYCHHE, © MOKasaHa Tepamus ¢
neiicmeiixep. HenpexscHaro Tps6ea fa ce npocieXdBaT JKU3HEHHTE IIOKa3aTemH,
CEpYMHHNTE €JIEKTPONTUTH ¥ KOHIEHTPalMHTE Ha KpeaTHHHHA.

5. ®PAPMAKOJIOTHYIHH JAHHY

. 5.1.@apmakogHHAMHEYHN CBOHiCTBA

DapmakorepaneBTuana rpyna: ACE uaxuburop, 0OMKHOBEHH

ATC xon: CO9A A04

Perindopril e nExuOHTOp Ha eH3HMa, KOHTO KOHBEpTHpA aHTMOTeH3HH | B aHTHOTEH3MH
I (amrmotensun kouseptupanm] ensuMm, ACE). KoHBepTHpalluaT eH3uM, WIM KHHA33,
HpEeICTaBNs#Ba eK30IENTHAAa3a, KOATO I03BOJsIBa KOHBEPCHS Ha aHIMOTEH3WH I BBLB
Ba30KOHCTPUKTOpA aHruoteHsud II, kakro M orropapdll 3a pasnajaHero Ha
BazomwiaraTopa OpaIuKHEMH Ha HeaKTHMBeH Xexranentua. Muxubumusra na ACE HMma
3a pe3ynTaT peXykuus Ha asruorensuH Il B ruasmara, koero BOAM NO yBenMueHa
niasMeHa peHUHOBA aKTHBHOCT (dypes HHXUOHIIMA Ha OTpUIIaTeIHaTa 00paTHa Bph3Ka 34
ocBo0osKJaBaHe Ha pPEeHHH) W HaMalieHa ceKpelns Ha angocrepoH. Twi xaro ACE
HHAKTHBHpa OpaJuKWHMHA, HEroBaTa WHXMOMIMS HMa 33 Pe3yNTaT NOBHIIABAHE HA
aKTMBHOCTTA Ha LIMpKYIHpallUTe K NOKATHE KalMKpeHH-KUHHHOBH CHCTEMHA (H IO TO3H
Ha'uhH CBHINO TAKA AKTHBUPaHe Ha NpocTarlaHAMHOBATA CHCTema). Brsmo /}(/He'e
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MEXaHU3bM Ja JOTPHHACS 32 IIOHHKABANIOTO KPHBHOTO HaisraHe aeiicteue Ha ACE-
HHXUOUTOpHTE M OTYACTH Ja € OTrOBOPEH 33 TEXHHUTE CTPaHMYHM edexTd (HaIp.
KauLIHua).

Perindopril neiictBa upes cBOA aKkTHBEH MeTAOONHT TECPHUHIONpHIAT. Jpyrure
MeTabonuTH He riokaszsar HHXHONIHA Ha ACE akTHBHOCTTa HH BHTPO.

XHIIEPTOHHA

Perindopril e akTiBeH Np# BCHYKH CTelleHH Ha XHIIGPTOHHATA: JISKa, YMEpEHa, TEKKA;
HaOMIOJaBa Ce NOHIKABaHEe Ha CTOWHOCTHUTE Ha CHCTONHYHOTO H OMACTONHYHOTO
KpPBBHO HaJsiraHe KakTO B Jlersano IOJIOKeHHe Ie Iped, Taka U B H3MIpaBeHO
MOJIOJKEHHUE.

Perindopril mnamanssa wnepHdepHOTO CBAOBO CBHIPOTHBICHHE, KOETO BOZH [0
HaMallgBaHe Ha KPEBHOTO HansraHe. BeleACTBME Ha TOBA ce yBeNMYapa nepu(epHusT
KpPBBOTOK, 03 eeKT BbpXy ChpJeYHaTa YecTOTa.

Kato mnpasmmo ce yBemuuaBa ObpOpedHHAT KpBBOTOK, MJOKATO CKOpOCTTa Ha
rimoMepynapsa untpanus (CI'®) 06HKHOBEHO 0CTaBa HEIIPOMEHEHA.
AHTHXMIEPTEH3UBHATA AKTHBHOCT € MakcuMallHa Mexxy 4 M 6 4. clei NIpHeM Ha
€QMHHUYHA 032 ¥ IpOoABJDKABA IIOHE B TeueHHe Ha 24 w.: 87-100% ot edexrure nonasat
B MEXIYITHKOBHTE CEKTOPH.

MaxsT Ha KpBBHOTO Hamarane HacrpnBa OBp30. Ilpu NOBIHABANIM CE NADMEHTH,
HOpManH3alMA ce [IOCTHra B pamkute Ha 1 Mecell u repcHcrvpa Ges nosigBaHe Ha
TaxUPHIaKCHA.

CrnpaneTo Ha JIEYeHHeTO He BOJIH H0 ,,rebound” edexr.

Perindopril HamansgBa napoKamMepHaTa XunepTpodus.

Hoxazano e, ue npu xopa perindopril nemoHcTpupa chRopasMpABaIIM cBoiicTsa. Tok
nopoOpsipa enacTHYHOCTTA Ha TOJEMHTE apTepud W HaMaliBa OTHONIEHHETO
MEIUA:IYMEH Ha MANKUTE apTepyH.

CrnioMarareiiHa Teparus ¢ THa3HOCH AXYPETHK BOJW A0 CHHEPrHs OT alUTHBEH THIL
Kombunanusra or ACE-MHXUOUTOp U THA3UA CHIO HaMaliBa PHCKA OT XUHOKANMEMUH,
[peAu3BHKaHa OT JUYPETHYHOTO JICUSHHME.

ChP/IEYHA HEJOCTATAYHOCT
Perindopril namansea paboTara Ha CHPLETO Upe3 OHIKABAHE HA IPEAHATOBAPBAHETO H
CJIeTHATOBAPBAHETO.
IMpoyyBanus NpH NALKMEHTH CBC CHPAEUHA HEJO0CTATBYHOCT ¢a IIOKA3aIu:
- HaMaJieH! CTOMHOCTH Ha HABIraHeTO Ha NBIHEeHe Ha JIABaTa M JIcHaTa KaMepa,
- HaMaJABaHe Ha 0DIIOTO NepudepHo ChAOBO CBHIIPOTHBIICHHE,
- yBenwyaBade Ha CHLpIEYHHs NeOHUT U NofoOpsABaHe Ha ChPASYHNS HHAEKC.

B cpasruTenHH mpoyuBaHMA HAYAIHOTO Npunarane Ha 2.5 mg. perindopril arginine Ha
HallieHTH ¢ Jieka O yMepeHa ChpAeYHa HEJOCTHYHOCT HE C€ CBBHp3BA ¢ HAKAKBO
3HAYHMO HaMAllsABaHe HA KPHBHOTO HaJArane B cpaBHEHHE ¢ Iuiane6o.

5.2, PapMaKoKMHETHYUHH CBOlicTBA
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Cnen nepopamHo npuemase abcopbuuara Ha perindopril e 6mpsa M MakcHManHa
KOHHEHTpaLysA ce ZOCTHra 3a no-mManxo ot 1 4. [InasMennar nmomy:xuBoT Ha perindopril
e paBeH Ha ] yac.

Perindopril e sekapcTBeH mnpemmecTBeHHK. 27% OT npuioxeHara Jo3a perindopril
IOCTUTa KphBOOOPHLIEHNeTo 1T/ (opMaTa Ha AKTHBHAA METabONKT MePHBAOIIPHIIAT.

B nonennenwe xbeM axTuBHMA perindoprilat, perindopril ce pasrpaxiga Ha ome 5
MeTabONMTH - BCHYKHTE HeaKTHBHH. MaKcHMalHa TIla3sMEHa KOHLEHTpanud Ha
perindoprilat ce noctura B pamxure na 3 o 4 4.

Tsif KaTo NpHeMBT Ha XpaHa HamalsBa KOHBepcHaTta B perindoprilat u ciefoparenHo
OuonanuuHOCTTa, perindopril arginine Tpabsa Ha ce npunara NepopaiHo KaTo efuHUYHA
JIHEBHA J{03a CYTPUH Ha INIaiHo.

Hemoncrpupana e nuHelHa 3aBHCHMOCT MEXIy Kosara perindopril w nnasmenarta i
GKCIIOHAITHS.

O0embT Ha pasnpeneneHue e npudinutento 0.2 1./kg 3a HecsbpaaH NepHHAONIPHIIAT.
Caupzeanero na perindoprilat ¢ mmazmennte Oentbud e 20% THaBHO € AHIWOTEH3HH
KOHBEPTHpaUINs SH3HUM , HO © 3aBHCHMO OT KOHLISHTpayITa.

Perindoprilat ce oraens B ypuHaTa M IOJXYXXKHBOTA Ha HeCREp3anara (paxkuuda e
npubnu3uTenHo 17 4., KOETO MMa 33 Pe3yJITaT TOCTHraHe Ha steady state cires 4 nuu.
EnmaMuBupaneTo Ha NepHHIONPUIAT HaMalsiBa NIPH XOpa B HaNPEAHAIA BE3PACT H CHIIO
TaKa NpH NalMeHTH ChC ChpHcuHa wm 6u0peuHa HemocrarbyHocT. [lpu 6BOpeuna
HEIOCTATHYHOCT € JKeJlaTeliHa KOpDEeKuMd Ha J03aTa B 3aBHCHMOCT OT CTelEHTA Ha
YBPEKIAHETO (KPEaTHHHHOBHS KIHPEHHC).

JIuanusHuaT KIHPHHC Ha IEpHHACMPUIIAT € paseH Ha 70 ml./min.

Kunernkara Ha perindopril e mpoMeHeHa NpH NamUEHTH ¢ LHPO3a: Xel&TANHHIAT
KIAPBHC HA MOIieKynara-Malika ce pexylpa HamonosuHa. KommuecTBoTo 06pasysaH
MepUHAOTIPHIIAT, 00aue, He HaMaisBa Y IO Ta3H IPHUYMHA HE Ce Hajara KOPeKuMsa Ha
Jo3ata (eorc. cougo m. 4.2. um. 4.4).

5.3. IIpenxkIMANYEN JaHHM 32 Oe30MacHOCT
[lpy ripoyuBaHe HAa XPOHHYHA TOKCHYHOCT ClieX [epOparHO TpPHIOXKEHHE (BBPXY
IHX0Be ¥ MaliMyHH) NpUIENHATE OpraHy ca 6n0peiinTe ¢ 06paTHMM YBPEXNAHMS.
B npoyyBanus in vitro nim in vivo He ce Habmogapa MyTareHHOCT.
B npoyuBaHus 3a penpoAyKTHBHE TOKCHYHOCT (THIBXOBE, MHUINKH, 3alIi U MaliMyH#) He
ca YCTAHOBEHH NPU3HALK 33 eMOPHOTOKCHYIHOCT HIH TepaTOreHHOCT. 32 HHXHOMTOpHTE
Ha aHTMOTEH3WH KOHBEpTHpaumus eH3uM obaue kato rpyna e Ouino ToKasaHo, e
HWHAYLMpaT HeOnaronpuaTHu e(exTH BBPXY KBCHOTO ()eTalHO pasBHTHE, HMaild 3a
pesynrar ()eTaiHa CMBPT W KOHreHnranuu eeKkTH NpM rpu3avd M 3ainu: 6pOpeunn
JIE3HH U YBENYeHa [lepy- H I0CTHATaaHa CMBPTHOCT.
B AgpnarocpodnHu INpoyuBaHHA BBPXY IIBXOBE M MHIIKH HE € YCTaHOBEHa
KaHLIEPOT€HHOCT,

6. DAPMAIIEBTHYHY AAHHHA

6.1. CnnchK HA MOMOHIHHTE BELECTBA H TEXHHTE KOJHYECTRA
Cspuepuna:
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Lactose monchydrate
Magnesium stearate
Maltodextrin

Hydrophobic colloidal silica
Sodium starch glycolate (type A)

DREIMOBO [TOKPHTHE:
Glycerol (E422a)
Hypromellose (E464)
Copper chlorophyllin (E141 ii)
Macrogol
Magnesium stearate

Titanium dioxide (E171)

6.2. HecLEMECTHMOCTH
Hama

6.3. Cpok Ha reaHocr
2 rooaHu

6.4. CienHanHu yCJI0BHS HA ChbXpaAHEHHe
HpexTe KyTHATA ILTETHO 3aTBOpEHA.

6.5. Bua » coappikaHme H2 ONAKOBKATA
30 Tabnerku B 0431 MOMHNPOINIEHOB TabNeTeH KOHTeHHep, cHaleH ¢ NONHETHIIEHOB

OTPAHHYHTEI M 3€JIEHa HeIIpOo3padHa 3anylliallka, ChAbpiKaild H3CyIIasatl reil.

6.6. IlpenopsxkH HpH yHoTpeda
JlexapcTBeHH HpOJNYKTH, KOWTO Bede He ca HeoOXoAwmMH, He Tpabea na Owiar
M3XBLDJIHH ¢ MPBCHATa BoJa WM B ofllecTBeHara KaHanM3auua. BepHete ri obpaTHO B
anTeKaTa WAH HonuTaiite Balma anTekap Kak jga ce oCBOOONHTE OT TAX B CHOTBETCTBHE C
HallHOHaMHuTe Hpeanucanns. Te3n MepkH cioMarar 3a OIa3BaHe Ha OKOJIHATA cpela.

7. IIPUTEXKATEJ HA PASPEIINTETHOTO 3A IIPOJAXKBA
8. HOMEP HA PA3SPEINEHHETO 3A YHOTPEBA

9. NATA HA ITBPBOTO PAZPEHIEHHE / TOXHOBSIBAHE HA
PASPEHIEHHUETO

10. TATA HA (MACTHYHA) PEBH3HA HA TEKCTA
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