KPATKA XAPAKTEPUCTHUKA HA INPOAYKTA

1. IME HA JIEKAPCTBEHUS IPOYKT

PRINDEX 2 mg tablets
I'IPHH,I[EI{C 2 mg Tabaerku

NAJ
OHNOBPEHO!

PRINDEX 4 mg tablets
INPHHAEKC 4 mg radxerku

2. KAYECTBEH X KOJIMYECTBEH ChCTAB

Prindex 2 mg:
Beska tabnetka chaepixa 2 Mg TpeT-OyTHIaMHHOB [ICPUHAONPUN (perindopril tert-butylamine),

CKBHBAICHTCH Ha 1.669 mg nepunaonpun.
Ilomomuwn semectsa: 31.39 Mg TaKTO3a MOHOXMPAT.

Prindex 4 mg:
Beska Ttabnerxa ChABPXKA 4 mg TpeT-0yYTHIIAMUHOR nepuHIONpUN (perindopril tert-butylamine),

CKBUBAJICHTEH Ha 3.338 mg nepungonpua.
[lomomum Bemectra: 62,78 g NaKTo3a MOHOXUAPAT.

32 TBIHHA CIIMCHK HA [IOMOIMHHUTE BEINECTRBA BHX T. 6.1.

3. TEKAPCTBEHA ®OPMA

Tabnetxku

Prindex 2 mg: 6esm, kpbram, OMKOHBEKCHHU TabNETKH, [IAIKH OT IBETE CTPaHH.
Prindex 4 mg: 6eym, MPOABJITOBATH TaOJIETKH, C JeIUTENHA J€pTa OT ABETC CTPAHM M rpaBHpaH
HaIrmIC "PP’ ot eanata crpasa u ‘4° or apyrara,

4. KIMHUYHHA TAHHN

4.1. TepanesTHunu nokazauuy

XHIOEPTOHUY

Jleyenue Ha xuneprowms.

ChpaeyHa HeNoCTAThYHOCT
Jleyenve Ha cumnToMaTHYHa CBhPACYHATA HEAOCTATHLYHOCT,

Crabumia ¢popma Ha KOpoHapHa oJecT Ha ¢rpueTo
HamarneHue Ha pucka oT ChpaeyHo-ChIOBH AHIALCHTH NPH TAUHEHTH C IIPEXHBSH MHOKapAeH

HHGOAPKT H/HIIM PEBACKYTapH3AIHAL. T



4.2. Jo3upoBKa u HAYHE HAa NPHI0KEHHE

[IpenopbuBa ce Prindex na ce NpACMa BETHBX AHEBHO, CYTPHH Ha IJIaIHO.
Jo3zara Tpabea ga ce HHIAMBHYATH3UPA CIIOPER CHCTOAHHETO Ha ManueHTa (BX. 4.4 Crenpansu
HPCAYTIPEXACHNSA U CIICIHATHA NPEANIA3HA MEPKH IIPH YIOTpeba) U HOBIMABAHETO HA KPBBRHOTO

HaJSITQHE.

XUIEPTOHHA

Prindex Moxe na ce npumara camocrosrenmmo wm & KOMOMHAUMA C JPYTH TIpynu
AHTHXHIICPTCH3UBHU MeAHKAMEHTH.

Ipenopruutennara HavanHa 1034 e 4 g, NpUeTa eAHOKPATHO JHEBHO CYTPHH.

Ilpy nmaumenTH ¢ BucCOKa aKTHBHOCT Ha CHCTEMaTa pEeHHH-aHTHOTEHIHH-aJIIOCTEPOH
(KOHKDETHO, PpEHOBa3salHa XHIIEPTOHHA, HapymICHHA Ha BOJAHO-COJNEBHA OanaHc W/HIH
AAcXu/ipaTallud, chpleyHa ACKOMIICHCAIMA MIIH TeXKa XHIIEPTOHHA) ClIeN npueMa Ha IBPBaTa
A03a MOXe Jia ce HaOMIO/[aB2 PA3KO MOHUKABaHE HAa KPHBHOTO HAJISTAHE. IIpn Takuea nanuenTy
CC NpENophiBa Ha4yallHa 1032 OT 2 mg, KaTO HAaYaIHHTE eTald Ha JICYCHHETO TpaAGRa n1a ce
H3BBPIIBAT MO METHIMHCKY KOHTPOJL.

Cnex eAHOMeceuHO JISYEHHE 103aTa MOJKE 113 Ce YBEITHYH A0 § mg BeAHBY THEBHO.

Crnex Havanoro Ha Tepanuata ¢ Prindex Mosxe na ce nosem CHMITOMATHYHA XUIIOTOHHSA, TOBA €
MO-BCPOATHO NpPM MMALKMEHTH, KOKUTO MpPHEMAT YCIOPEIHO avypeTHnH. [lo Tasm mpuumna ce
[IPENIOPEYBA OPH TAX JIEYEHUETO 1a ce H3BBPIIBA ¢ NMOBHIICHO BHHMAHUE, THH KATO TaKHUBA
IATHEHTA MOraT 1a HMaT HapyIIeHUs Ha BOAHO-CONIEBHA SANanc W/ iy JEXHAPATAIIHA.

AKO € BB3MOXHO, AHYPETHYHOTO JICUYeHHE TpAbBa na ce chpe 2-3 AHM Npeou HAYaNOTO HA
TepanmaTa ¢ Prindex (k. 4.4 Cneuuanun PEXyNPEOIOACHI M CIEUHANHH TIPEAIasHA MEepKH
npH ynotpeda).

[IpH XHIEPTOHMLH, IPH KOUTO € HEBB3IMOXKHO CIHPpaHE Ha AHYPETHKA, TepamuaTa ¢ Prindex
TpAOBa fa 3amouHe ¢ no3a oT 2 mg. Tps6sa ma ce KOHTpONHpar OBOpeyHaTa (yHKLHS W
CEPYMHHTE CTOHHOCTH Ha kaymsa. Cnen Toea no3ata Ha Prindex TpsAOBa Jia C€ KOPHrHpa cropen
MOBNHABAHECTO Ha KPBBHOTO HaJIAraHe. AKO € HeoOxoamumo, OIHYPETHYIHATa TepalliHga MOXeE Aa ce
NIOAHOBH,

IIpn mauveHTH B HanpeaHaIa BB3PACT JICYEHHETO TpAOBa n1a 3amovHe ¢ 103a OT 2 mg, KOATO
MOCTENEHHO MOXeE Aa Oble yBeHYeHa 110 4 mg cle/| eMH Mece U 1o 8 mg B MOCIEACTBHE, aKo
€ HEOOXOAUMO H B 3aBHCHMOCT OT 616peynara OyHKIMA (BX. TabaHUaTa no-noy).

CHMIITOMATHYHA CBPAEYEE HEAOCTATLYHOCT
[Ipenoprysa ce Prindex, mo nmpuHLMn [IpHJIarad yCmoOpeaHO ¢ He3aAbpKall KaTHi AHYPETHK
W/HTA IMTOKCHH M/umu GeTa-6i10Kep, na 6b1e Ha3HAYABAH MOA CTPOT METULHHCKH KOHTDOIL, ¢
IIpCIIOPBUNTCIHA RaYanHa o3& OT 2 mg, npuemana cyTpHH. Taszu 1033 MOXeE Aa ce YBEITHYH C
2 mg Cnej Nepuoi, He MO-KPaTbk OT 2 CEAMUIM, 10 4 Mg BEAHBXK JHEBHO, aKO ce TOJIEPHpA
nobpe. Jlosara TpabBa ma ce KOpHMIHMpa Ha 6a3aTa HAa KIHHEYHOTO NOBAHABAHE HA OTAEHHHS
[IAHEHT.

[Tpu TexKa chpaeyHa HEXOCTATHYHOCT M MPH APYTH MAlHEHTH, 38 KOUTO C€ CMATA, Y€ PHUCKET e
BHCOK (ITALIHEHTH C yBpeleHa GbOpeuna dyHKIHA H TEHICHIHS 3a EIICKTPOJHTHH HapYIIEHHS,
[ALHCHTH, JICKyBaHH CIHOBPEMEHHO ¢ NUYPETHUM H/HITM Ba30[MIATATOPH), ICYEHHETO TpsbBa
fa Cc 3all09Ba IIpy BHUMATENEH KOHTPON (BX. 4.4 CreuvanHy npenynpexaeHns ¥ clenHaiHy
[IpEATNIa3sHA MEPKH NpH yrnoTpeba).

[Ipn naumeHTH, H3M0XEHH HA BHCOK PHCK OT CHMOTOMATHYHA XMIIOTOHUSA, HAIp. MAI[HEHTH C
HApYLICH BOAHO-COJIEBH OanaHC ¢ MM Ge3 XMNOHATpHEMHS, MALMERTH, ¢ XHIIOBOJEMHS HJIH
MAlCHTH, MOMNIOXKEH! HA MACHBHA JHYPETHWHA TEPAIHSL, . TE3H CBCTOAHHSA TpabBa na ce
KOPHTHDAT, aKO € Bb3MOXHO, MpeaK nevenuero ¢ Prinde. T-Tﬁﬂ'ﬁ_ﬂ.a’fﬁgﬂ@pﬁg ﬁ? ce NMpoCaeaABaT
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CTOHHOCTUTE Ha KPBBHOTO HaJIATaHe, OBOpeuHaTa QyHKUHS B cepyMHHN Kalmdd, KaKkTo mpeau
Ha9al0TO, Taka U N0 BpEeME Ha JIeYeHHeTo ¢ Prindex (Bx. 4.4 Coneumanuu NPEAYNPSKICHHA U
TpeANIa3sHH MEPKH MpPH ynoTpeba).

Crabunna dopma Ha KOpoHapHa 00J1eCT Ha ¢chpreTo
Hpenopbunurtennara auesna nosa e 4 Mg BEIHBK IHECBHO B IPOABIDKCHHE HA 2 CEIMHIM, KaTO
T4 MOXE 21a OB2ie yBelueHa 10 8 mg Beanb i AHCBHO, B 3aBUCHMOCT OT O6b6peuHara GyHKuus |
IIpH NOIIOKEHHE, Y€ 103aTa OT 4 mg ce noHacs nobpe.

[Ipy mavwentv B Hanpegmana BB3pacT, Prindex Tpabesa ma ce mpmema B noza 2 mg BeIHELX
AHCBHO B IIDONBIKCHAC Ha €HA CEAMHNLA, cjied TOBa 4 Mg BEAHDBX AHECBHO €IHa CeMHIA,
Hpe yBeiaBaHe Ha no3ara 10 8 mg BeAHDbK JHEBHO, B 32BHCHMOCT oT Ob0peynaTa yHxIms
(Bx Tabmuna 1 "Kopexkuus na nozaTa pu HapymeHa 066peuna ¢pyuxuua"). ozara TpAGBa na ce
yBC/IMYaBa, CaMO aKo NMPCAMINHATA MO-HHUCKA /1034 CE TIOHACH nobpe,

Kopexyus na dozama npu napyuiera bvbpeuna dynryus
I1pn nauvent ¢ Hapywena O0B6peuna dynkuus nozara TpAOBa Jla ce ¢boOPpasu ¢ IOCOYeHHTE B

TabJIHIATa MO-AO0MY CTOMHOCTH Ha KPeaTHHUHOBHS KIHPBHHC:

Tabsmnna 1: Kopexuus Ha nosara NpH yBpencHa 0u0peyHa GpyHKIMs

KpeatHHuHOB KIHpBHC (ml/min) MPETIOPBLYHTENHA J1034

Cler > 60 4 mg JHEBHO

30 <Cler <60 2 mg AHEBHO

15 <Cler <30 2 mg npes neH
[lanaentn Ha xeMomHaH3a*

Cler <15 2 mg B neHd 3a Iuanuia

* Iuanuanuar knupuHC Ha nepuHaonpunar ¢ 70 mi/min. Iaunentn Ha xemonmanuza TpaA6Ba Ja npHemar
A03aTa cJie]] IpoBeXXNaHe Ha JUATH3aTA.

Kopexyua na dozama npu YePHOOPOOHU YVepencOanus
[Ipy manmentH ¢ yepHOAPOGHM YBPEKIAHUA HE €€ Hajlara KOpPEeKNus Ha nosara (Bx. 4.4

CnenwanHe npeaynpeXieHHs wu CLICHHANHA NpeAnasHd MeEpKH npH ynotpeba u 5.2
(PapMakOKHHETHYHH CBOHCTBA).

Ynompeba npu deya
He ca npaBenu nscnenBanus Ha ePHKaCHOCTTa 1 6€30MacHOCTTa Ha H3IOI3BAHETO npH aena. ITo

Ta3Hu IIPAYAHA, HE CC NpCHopPRYBA H3MON3BAHE HA TO3U IIPOOYKT IIpH OCLA,

4.3. lIlpoTnBOonOKa3aHNS

. CBpPBXYYBCTBHTEIIHOCT KBM NCPHHIOIIPHNI, KBM HAKOE OT IIOMOINHUTE BEINecTBa HA
NMpoRykTa UK KbM ApYTH ACE-HHXUOUTODH. |

. AHaMHE3a 332 aHTHOHEBPOTHYEH efeM, [IOTY9CH TIpUA npenxoxpama Tepanus ¢ ACE-
HHXHOHUTOPH.

° Bponen umm namonatuyen aHTHoOeneM.

¢ Bropu u Tpety TpHMecTsp Ha GpeMennOCTTa (BX. 4.6 BpemeHHOCT H KBpMEHE).

44. Cneunamu npenympexaenns n npeanassu Mepkn npu ypovpeba . -
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XHIOOTOHHS
ACE-nuxuburopure Mmorar na UPCNH3BAKAT pASKO CnalaHE HAa KDPBBHOTO RAJAraHe.
CHMNTOMaTHYHA XHIOTOHHS ce HaOmoasa pANKO NpM TnamMeHTH C XUIIEpTOHHUS Ge3
YCNIOKHCHHA M € IIO-BEPOSATHO A Ce IONBH HPH NCXHApATUPAHK NALCHTH, Hamp. nopaau
AUYPETHYIHA Te€panusd, OrpaHHYEH MpPHUEM Ha TPallesHa Cox, nuammsa, IUApHA MM [OBPBIIAHE,
WM KOHTC CTpajmaT OT TEKKa PEHHH-3aBHCHUMA XHIIEpTOHUS (BXK. 4.5 JlekapcTeenu u IpYTH
B3aMMOACHCTBHA H 4.8 Hexenaun JICKapCTBCHA peakuun). [lpy mauyenT!H che cHMNTOMAaTHYHA
CbpACYHA HCAOCTATHYHOCT, CHC MIIH Ges IIPMApYKaBaa 6s0peyna HexocTaThuHOCT, € Gmna
Hab/oflaBaHa CHMNITOMATHYHA XHIOTOHMA. ToBa e Hali-BeposATHO ga ce Ha0mozaBa npu
MalHCHTH ¢ NO-HallpeHAlla CTeleH Ha CBPACUHATA HEXOCTATBYHOCT, KATO NPHYHHA OT
M3ILON3BAHETO HA BHCOKH JO03M OGPUMKOBM AHYPETHIH, XHIIOHARTPHEMHS WM HapylIeHa
OBOpedna GyHxIuUs. Ilpy manmeHTH ¢ noBumex PHCK OT pa3BHTHE HA CHMITOMATHYHA
XUNOTOHHA, TPAOBa Aa ce M3BBPLIBA CTPOT KOHTPOJI ITO BPEME Ha HAYaTHATA Ha Tepamus | npu
KOpurupane Ha nosute (Bx. 4.2 Jo3MpoBKa H HAYMH Ha NpHIIOKCHHEe KU 4.8 Hexenanu
JICKAPCTBEHY peakivu). CrlHTe ChOGPakeHHS BaxaT 3a HALKMCHTH ¢ MCXeMu4Ha GolecT Ha
CBPUCTO WK MO3BYHO-CBAOBA GONECT, mpu KoMTO NPEKOMEPHOTO ITOHHXABAHE Ha KPBBHOTO
HaiArane 0¥ MOTJIO Na UMa 3a pe3ynrar HH(p2PKT Ha MHOKAPZAA HITH MO3BYHO-CBA0B HHIIHACHT.
IIpH mosBABaHe Ha XHNOTOHMSA, MAlEHTET TpAOBa Zia Ce€ MOCTABH B NETHANO TONOKEHHE HO
rpsd i, ako € HEOOX0MHMO, TpabBa Ja ce mpHIOXKH HHTPaBEHO3HO HHOY3Hs 0T dusnonoruyen
pastBop. Eaqna npexojnHa XHnorensusya PCAKUHA HE ¢ NPOTHBONOKA3aHHE 33 IO-HATATHLIIHO
JICACHAC € NPOAYKTA, YHHTO IIPHEM OBHKHOBEHO MOXKE Aa NMpoABIKH ©e3 mpobnemn crex
[TOBHIIABAHE HA KPEBHOTO HANATAHE, BC/ICACTRHE Ha YBCIHYEHUS 00eM.

Ilpu Hakom manwmeHTH CBC 3acTOlHA UPPACHHE HEAOCTATBRYHOCT, KOHTO MMAT HOPMAIHO HIH
HHCKO KPEBHO HalnsiraHe, BCJIEICTBHE HA ynotpebata Ha Prindex, Moxe Ja ce I0YBH
AONBIHUTEIIHO TIOHHXABAaHE HA CHCTEMHOTO KPBBHO Hamsirane. Tosa e ovakpan edext u
ODHKHOBEHO HE IIpe/CTaBNIfBA OCHOBAHME 32 [IPCKpaTABAHEe Ha JICYCHHETO. AKO XHNOTOHHSTA
HPCPaCHE B CHMITOMATHYHA TaKaBa, MOXE 42 ce HATOXH HaMansBaHe Ha go3ara HAM

NpeKpaTsaBaHe Ha pueMa Ha Prindex.

CTeHO3a Ha a0PTHATA M MHTPAJHATA KNana/XunepTpopuyuHa KapAHOMHONATHS
Kakto u gpyrute ACE-naxuburopu, NEPHHAONPHUN TpAOBa Ja Ce NpWIAra ¢ BHHMaHHe pH
IIAUHCHTH ¢ MHTpa/HA KJIAlIHa CTEeHO34a U OOCTPYKIHA HA M3XOHHN KPBBOTOK Ha NifBa KaMepa,

KATO a0PTHA CTEHO3a HIIHM XMIIEPTPOdHYHA Kap IMOMHOIATHS,

Hapymena 6x6peyna ¢pyuxims
B cmyvaute Ha Hapymena 656peuna byHKUHS (KpeaTHHUHOR KIMMPEBHC <60 ml/min), navanuara

033 Ha NEpHHAONPHA TPAOBA a ce KOPHTHpa B 3aBHCUMOCT OT KPCAaTHHHHOBHA KIIHPBHC Ha
nmanuenTa (Bx. tabmuua 1 B T. 4.2, JO3HpoBKa W HayHH Ha [IPHTIOKEHUE) H B 3aBHCHMOCT OT
O1TOBOpa Ha malMeHTa CcOpAMO JNedenrero. Heobxomumo e PYTHHHO MNOpPOCHeAasiBaHe H4
CTOHHOCTHTE HA KAJHH M KPEaTHHHH MpH TE€3H NauMeHTH (BXK. T. 4.8. Hexenaun NIEKapCTBEHH
peakuun).

[Ipu mauueHTH ChC cHUMITTOMATHYHA ChDACYHA HENOCTaTHYHOCT, XANOTOHMSA ClIEX HAYANOTO Ha
JieueHneTo ¢ ACE-unxuburopn Moxe na nosene o no-Harammﬂb;yﬂpemaﬁe\ya OnOpeyHara
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Ilpn HaxoH nmauuenTH c AAByCTpaHHa CTe€HO3a Ha OBOpeuHaTa aprepHs AU CbC CTEHO3a Ha
CAHHCTBEH OBOpex, koHTO ca ekyBann ¢ ACE-urxubutop, ca waGnonasauu NOBHINEHH
CCpYMHA ypes M KpEaTHHHH, 0OHKHOBEHO 0OpaTHMO Cllen IpCKpaTaBaHe Ha jeveHueto. ToBa e
0COOCHO BEPOSTHO NPH HAl(MEHTH C OBOpeyHa HENOCTATHYHOCT. AKO € HANHIE H PEHO-Ba3allHa
XHIICPTOHHA, CBHLUCCTBYBA MOBHINCH PHCK OT TEXKA XHHOTOHHS W OBOpeYHA HEZOCTATHYHOCT.
I[Ipn Te3u maumenTH newenuero TpAOBa Aa 3amo4Ba NOJ MEAMIIHHCKO HaOIIOICHHE, ¢ HHCKH
03M H BHHUMATCIIHO THTPHPaHE Ha Ao3arta. Twit KaTo JleueHHETO JUYPETHLIH MOXe Aa OLae
ROTIPUHACAIN (AaKTOp 3a H3MOXKEHOTO no-rope, To TpabBa na OBAE CHpsHO | OLOpeuHaTa
bynxuns ga 6vde noxm HabGmOmSHME MO BpCME Ha IBPBUTE CEAMHIIH OT JICYEHUETO C
MEPUHAOTIPHIL.

Hsxom xuneproHMum ¢ mempossena ChICCTBYBalla OvnOpeuyna cpaoBa Gonecr ca pasBHIH
YBCIAYCHHE HA CEPYMHHTE KPEaTHHHH H ypes, OOHMKHOBEHO cnabo W IIPEXOJHO, 0COOEHO KOraTo
HCPHHIONIPUI € NpHIaraH ¢ AMYpeTHK. TOBa € HO-BepOSTHO 12 HACTHIH IPH NAlUEHTH CLC
ChIieCTBYBamlo O0BOpeuno 3abonseane. Moxe Ha CC HanoXXW HaMAaJIABAHE Ha [03aTa H/UIH
{IPCKLCBAHE Ha THYPETHMHOTO JICYEHHE H/HIIH Ha IEPUHIONpPHIL.

[TansenTH Ha XEMOOHanv3a

[Tpy nanueHTH, OUANM3HpPAHY ¢ MEMOpPaHu ¢ BHCOKa TPONYCKIMBOCT M €AHOBPEMEHHO JICKYBAHH
¢ ACE-unxuburop, ce crobmaBa 3a BB3HUKBAaHE HA aHaHIKTOHAHE peaxuud. IIpH Taxupa
nanueHTH TpadBa 2 ce 06CHAN BH3MOXKHOCTTA 33 U3NION3BaAKE HA APYT THI quanu3Ha MeMOpana
HIIM Ha aHTHXHIIEPTEH3UBEH MEAMKAMEHT OT JIPYT KJIAC.

bn6peuna TpancaHTAMS
Hsma natpynan onut oTtHOCHO lIpuaraneto Ha Prindex npu maumenTH ¢ M3BBpIEHa Or0peuna

TPAHCILIAHTALIHA.

CBPBXYYBCTBUTETHOCT/ AHIHOE AEM

AHryoe/ieM Ha JHLETO, KpaiiHHIHTE, YCTHHTE, €3HKa, IVIOTHCA H/UNH JJapHHKCA ca HaO IO NaBanu
IIPH NanuCHTH, JeKyBaHH ¢ ACE-uaxu6HTOPH, B TOBA YHCNO H C NEPHHIAONPHI. Tol MoXe a
Bb3HAKHE I10 BCAKO BPEME HA JICYEHHETO. B Te3sm cnyuam jeyeHmeTo ce IPEeyCTaHOBABA H Ce
lIpuiara NoAXoAsa Tepanus H HabMoAeHHe A0 OT3ByYaBaHe Ha CHMIOTOMMTe R CJIyYaure,
KOraTo OTOKBT C€ OFpaHHYH HA JHIETO H YCTHHTE, CHCTOSHUETO IO NPUHIHI ce OBnazigaBa 0e3
JICACHHE, Makap Ye 3a OO0JeKYaBaHE Ha CHMITOMHTE € NOJIEe3HO NIPHIAraHETO Ha
aHTHXHCTAMHHOBH JICKAPCTBEHH MPOIYKTH.

AHrroezeM, CBBpP3aH ¢ OTOK Ha JIAPHHKCA MOXE 14 MMa daranen m3xoxn. B ciayuauTe, nmpu xouto
M4 aHrOKHpaHE Ha €3HK4, TTIOTHCA WM JIAPHHKCA, KOETO € BEPOATHO 1a NPUYHHH O0CTPYKIHA
HA JMXATCTHHTE NBTHINA, He3a0aBHO TpAOBa Ja ce 3aMOYHE CIHEIIHO Niedenne. To MoKe aa
BKIICYBA NIPHJIATaHE Ha aApeHANMH H/UMH NOAIbpPXKaHe Ha IPOXOOHMOCT Ha BB3AYLIHHTE
ObTHIMA. IlanueHTsT ce mocTaBs HAa cTPOr MeHMUHHCKH KOHTPOJI A0 IIBJIHOTO U TpaiiHo
OT3By4YaBaHE HA CHMIITOMHTE.

Huxnbutopute Ha aHTHOTCH3WH-KOHBEPTHPAILNA €H3UM NPUYHHABAT ZHTHOSAEM ¢ TIO-rONAMa
HCCTOTA [IPH ICPHOKOXKM MALMEHTH, OTKOJIKOTO NPH HEYEPHOKOXKH TAKHBA,

[TaynenTy ¢ anamHesa 3a aHrmoenewm, HECBBp3aH ¢ TepanuAaTa ¢ ACE-nHxuGurop, Moxe aa ca
M3J0KCHH Ha TIOBHIIECH PHCK OT aHTHOEMEM B IPOLECa Ha IIpHEMaHe Ha ACE-urxuburopa (BX.

4.3 TlpoTurONOKa3aHH).

AHaOMITAKTOMIHN peakuuy npy adepesa Ha JTHIONPOTEHHH ¢ HHCKa trsraocer (LDL)
Pamxo npu mauueHTy, nexysanu ¢ ACE-unxubutopy, npy npogexciane xa LDL. low density
lipoproteins) adepesa ¢ mexctpaH cymdar, morar na B HKﬁaT?KHBﬂTQSIaﬁWMB«BW
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aHapuIaKTOMAHY peaxuun. Tesn PCAKLHH Cca 61K H3GATBAHY Ypes BPCMCHHO TIpeKkpaTdBaHe Ha
repanusta ¢ ACE-unxu6utopa npeau scsxa apepesa.

AHabHiakTHIHH PEAKIUH IO BpEME Ha AECCHCHOMIM3 A

IIpn nmauuenTw, IOJIYYaBallK ACE-HHXHESHTOIJH 10 BpeMe Ha ACCeH3nOnMn3npama Tepanus
(manp. hymenoptera Venom), MOTaT na Cce NogBST aHaQWIAKTOMOHH peakuuH. Tesn peaky
MOrat fa 6vaar u3bersary, xaro Tepanuata ¢ ACE-uRXHGUTOPH BpeMeHHO ce IIPEKPaTH, HO Te
MOraT IOBTOPHO HAAa C€ IOSBAT 1IDH  HCBHUMATENHO, NpeXACBPEMEHHO INOOHOBSABAHE Ha

JICUCHHUETO.

YepHoApo6Ha HENOCTATRYHOCT

Pajxo, nmpunoxeruero na ACE-unxubutopu ce ACOLHHDa CBC CHHAPOM, YHMSTO TBPBOHAYATHA
H3dB2 ¢ XOJECTAaTH4YHA XBIATCHHIZ K NIpOrpecHpa 10 QyIMHHAaHTHA HeKposa W (moHAKOTA)
daranen u3xoa. MexauusMbT Ha To3M “HHApOM ¢ nescen. IlanmenTute, kouto npuemar ACE-
HHXHOMTODH M Inpu KouTo ce Ha0moxara XeBJITEHHMIA HIH H3pa3s€HO II0KaYBaHe Ha
HCPHOAPOOHATE €H3mMu, TpaGea na HPCKpaTAT npueMa Ha ACE-umHxuGuropa u ga Obaar
IIPOCIICACHH OT NeKap (4.8. Hexxenanu JIEKAPCTBEHY peaKIy).

HewponeHHﬂ/arpamegHToaafmomﬁauHTOHEHHH!chMHH
NMa crobmenns 3a HCYTPONCHHA/arpaHyIOLHTO32, TPOMBOLHTONEHHS W AHEMHA IIpH

HauueHTH, nonyyasaum ACE-auxuGuTOpDY. IIpn nammenTy ¢ HOpMasHa OvOpeyuna pyHkina K
Oes mpyrm ycrmoxuenus, HEYTpONleHHs ce HabmopmaBa psjko. Ilepunnonpun Ttpabea na ce
H3TOJI3Ba M3KIIOMHTENTHO BHEMATENHO Mpy [ALHCHTH, CTpanamM OT CHCTEMHH KOJAreHO3H,
TPOBEKAIIH JIEYEHHE C HMYHOCYIIPECHBHY CPCOCTBA, AJIOYPHHON HITH NPOKAHHAMEI, HIH pH
kOMOHHHpaHe Ha Te3d YCHOKHABAILY dakTopu, ocoleno mpu HamHuHe ua CBIIECTBYBAMIO
yBpexaane Ha 6v0peunara Gpynkmmsa. Hakou oT Teau [TAtHCHTH Pa3sBUBAT CEPHO3HH MH(EKLHH,
KOHTO B MalTbK IIPOLEHT HE C€ HOBIHABAT OT HHTE3HBHA aHTHOHOTHYHA Tepanud. [Topanu TOB3,
aKO NCPHHIAOTIPHJ Ce MPKHIara Ha TAKHBA MAlHCHTH, € HeOOXOMUM ITepHomTIen KOHTPOJI Ha Opos
Ha JICBKOLMTHTE, KaT0 NalHCHTHTE TpabBa Aa 6brar HHCTPYKTHPAHH Aa ChOOluaBaT 3a BCEKH

MpH3HAK Ha HHpEKU U,

Pacora npuHaUIEKHOCT
HeprokoxuTe nanmenTH ca ¢ no-sEcok PHCK OT pa3sBHTHC Ha aHTHOEHEM IIpH JieyeHue ¢ ACE-

WHXHOMTODH B CpaBHEHME C HEYEPHOKOXH,

Kaxto u npyrure ACE-unxuGuropn, CPHHAIONPHN MOXe Oa ObAe Mno-cnabo eexTHBEH IO
OTHOMICHAC HA AHTHXHIICPTEH3HBHHSA CU edekT [IPH YEPHOKOXXH NAIIHECHTH B CpaBHEHHWE C He-
ICPHOKOXH. ToBa BepoATHO ce ObLIXKHE Ha haxta, ye B momymanmaTa Ha YEPHOKOXHTE

AHNICPTOHHIM € ITO-TOJIAM NPOUEHTHT HAa HUCKO PEHHHOBHTE NIAIHEHTH.

Karnmuia
HMma cpobmenus 3a kauumuna, CBbp3ana ¢ yeuennero ¢ ACE-uuxHGHTODN. XapaKTepHo 3a

XUDYprus/aHecTezug
Bw3moxna € nmogsara Ha XHMoTOHHS IIPH MALKMEHTH, IO IEXKAIIH Ha XHPYPTHYHH HHTEPBEHLNH

A JIeKyBaHu ¢ nepunionpun. Tosa ce Anmku Ha GIoKMpane Ha BTOPHYHOTO ‘06pasyBaHe Ha

anrvoTensu Il B o1roBop Ha koMneRcaTopHOTO 0CBOGONKTARAHE Ha pernu 110 BpEME HA roJieMu

XHPYPTHYHH ONCPAlAH HM/HTH TPOBEXLAHETO HA AHECTE3HS C M{GQIWK&MEHTI{KQ 0. ‘B,”OI‘HT na
J



NpEAH3BHKAT XHIOTOHMA. [IpH HACTBIMIA XMNMOTOHHS MO TOSH MEXAHH3EM TH MOXE N Ce
KOPHUIHpa C YBeJInyaBaHe Ha obemMa.

XunepKaTHeMus
IIpn yacT OT MAUWEHTHTE ¢ XHUNEPTOHHA, JEKYBaHH C ACE-UHXUOHTOPH MOXKe Aa BH3HHKHE

XHIepkaieMusl. PackoBuTe (QaKTOpH 3a pasBUTHE HA XHNEPKATHEMHS BKIIOUBAT 0BOpeuna
HEJOCTAaTEYHOCT, HEAOOPE KOHTPO/MpaH 3axapeH AHa0eT, eAHOBPEMEHHA ynoTpe(a Ha Kauii-
ChXpaHABAH JIMYPETHUH, KAJIHEBH MNPOAYKTH H/HAH KalHH-CHOBPXAIIH 3aMECTHTEIH Ha
OTBApCKa COJI, MM NPHEM Ha MEIMKaMEHTH NPeAU3BEKBAIY [IOBHIUIABAHE HA CEPYMHUS KaJIHH
(Hamp. xenapHH). AKO €IHOBPEMEHHNSA NPHEM Ha FOPHHTE JIEKAPCTBEHH MPOAYKTH CE IPHEME 32
MOAXOAAIN ¥ HEOOXOHM, HEOOXOAMMO € NPOBEXKAAHETO Ha NEPHOIUYEH KOHTPOJI HAa CepYMHHA
KAJTHH.

IuabeTHIIH

Hpu nanuenTH, KoHTO NPOBEXIAT ACYEHHE € EPOPATHH aHTHANAOETHH CPEACTBA MJIH HHCYJIHH,
Tp0Ba Ja ce OCHIIECTBABA PENOBEH IVIMKEMHYEH KOHTPOJ IO BPEME Ha OBPBUA Mecel OT
nedeHHeTo ¢ ACE-unxuburop.

JInTui
EQHOBPEMEHHOTO NMPHNIOKEHHE HA JTUTHIH H NEPHHIONPHIT MO MPHHIMIT HE Ce NpenopbyBa (BiXK.

T. 4.5 JlexapcTBenu U Apyry B3aUMOACHCTBUS).

Kanuit-ceXpaHdaBai JUYPETHIH, KATHERH AO0ABKH HIIH KaTHH-ChIBIKAIIM 3aAMECTHTEIH Ha

Tpane3na col
Ilo npuHnmn He ce npenoppuBa KOMOMHHpaHe Ha NEPHHAONDHI M KaTHHA-CHXpaHABALIH
OUYPETHIH, KATUEBH 1002BKH MITH ChABLPIKAIIM KaTdi 3aMeCTHTENH Ha Tpale3Ha con (BX. 4.5

JlexapcTBeHu W ApYrH B3aMMOeHCTBHS).

bpeMeHHOCT

Tepanus ¢ ACE-uaxuburopn He TpsGBa 1a ce 3amouBa II0 BpeMe Ha Opemennoct. Ilpu
MANHCHTKHTE, IIPH KOHTO MPOABIKABAHE HA 3aTIOYHATOTO JeweHue ¢ ACE-HHXHOHTOP ce cMATa
32 HAIOXHTENHO, € HCoOX0AMMO, npH TNJaHMpaHe Ha OpeMEHHOCT a Ce CMEHH
AHTHXHIICPTCH3NBHATA TEparis C alTepHATHBHA, ¢ YCTAHOBEH NpodHN Ha 6e30macHOCT MO
BpeME Ha OPeMEHHOCT. AKO Ce yCTaHOBH GpeMeHHOCT, JieuenneTo ¢ ACE-uuxuGuropu TpsibBa
n1a e PEYCTAHOBH He3abaBHO, ¥ aKO ¢ MOXOMALIO /a CE 3aIl0YHe aJITePHATHBHO JeYeHue (BHXK

T. 4.3 1 4.6).

JlaxToza
[lopagu HamuuWe Ha naxro3a, TO3MU JICKApCTBEH MNPOAYKT He Tp:AOBa Ja ce H3NON3Ba IpH

MaHCHTH ¢ BPOACHA TIAKTO3EMHMA, IVIIOKO3HA WM rajiakTo3Ha MaiabcopOuus mnm jmakraseH
OehUIIUT.

4.5. Bzanmonelicraue ¢ APYry JeKapCTBEHH NPOAYKTH U APYTrH GOPMHE HA B3AUMONCHCTBHE

JBypeTHitH

IIpu manpenTy, npuemMamy AHYpeTUIH, 0COOEH0 TaKHUBa ¢ JEXHAPATAIIHS H/HJIM BOZHO-CONCBH
HapylmeHWs, MOXKe Ja ce Habmonasa npekoMepHO IIOHI«I}KaBaHg_I;Ha'.."FP'QQEQTO HanAraHe ciexn
HauanoTo Ha tepanuara ¢ ACE-uaxuburtopu. BeposTHocTTa oq:;;:égg{ﬁﬁregg_nﬁéﬁ,gﬂ);mn MOXe [a
ce pelyLHpa Upe3 CIHpaHe Ha AHYPETHKA, YBeTUYaBaHEe Ha éﬁmanﬂﬂnpﬂéﬁaﬂa COJI IIpeLu

Ha4al0ToO Ha TEepaluATa ¢ HUCKH ¥ HAPaCTBALIM J03H MEPHHAGNPHIL. & L | 2 b
G e
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Kanvesu no6apku, KaHH-ChXPAHABANIN JUYDPETUIHN MITH 3aMeCTHTENM Ha roTBapckara coll,
ChABPXKAUTH KATHH

Bempexn, we cepymMumsT kamuir o6HxHOBeHO OCTaBa B HOpPMANHU TPaHHIH, XHOCPKATHEMUS
MOXKE J1a €€ YCTaHOBM IIPU HAKOH MANUEHTH. Kanuii-cbxpaHsBamy  uypermn (Hamp.
CIIAPOHONIAKTOH, TPHAMTEPEH WM aMWIOPHN), KAIMEBHTE HOGABKH HITH CBABPKALUTE KaHii
SAMECTHTEIIH HAa rOTBApCKaTa COJI MOTAT Ja J0Benar A0 3HAYUMO YBENHYaBaHE Ha CTOMHOCTHTE
Ha cepymHMa kamui. [lo Tasu npuymna, KOMOHHHPAHETO Ha MEPUHAONPUA C IOPENOCOYEHHTE
MCIHKAMCHTH HE CE mpenopryBa (Bx. 4.4). Ako CAHOBpEMeHHATa ynoTpeda e nokasaxa, nopamy
H3ABCHA XHIIOKATMEMHS, Te TpsAOBa Ja ce M3MON3BAT ¢ MOBHUIICHO BHHMMAaHHE U IPH YECTO
[IPOCIICAABAHEC HA CTOWHOCTHTE Ha CEPYMHHANA KATHIL.

JIuTHit
HMa ¢cpobiueHns 3a obpatumo MoxayBage Ha CCPYMHATa KalneBa KOHLEHTPALHA H TOKCHYHOCT

[0 BpEME Ha €JHOBPEMEHHOTO NIPUNOKEHHE HA JIHTHIL W ACE-uuxubutopu. ExnoBpemMenHoTO
HPUIIOKEHHE C THASHAHA JHYPETHIH MOKE Ja YBEIHYH PHCKaA OT AMTHEBA MHTOKCHKAIMSL U 12
ycuiy nosuieHara or ACE-muaxubHTOpHTE THTHEBA TOKCHYHOCT. Yrnotpebara Ha nepuaZONpUT
CAHOBPEMCHHO C JIHTHH HE C€ NPEnopwnYBa. AKO BCE ITak KOMOMHHpAHETO MM ce mpHeMe 3a
Heo6x0MMO, TpA6GBa fa ce M3BBLPIIBA BHUMATENIHO [IPOCTICAABAHE HA CEPYMHHTE HUBA HA JIHTHY.

(Bux T. 4.4).

Hecrepounnn mpoTuporb3nanurennu cpeactea (HCTIBC), Bk, anernncamuumiosa KHCENHHA
>3 g/nen

[lpuemanero Ha wecTepowauu IIDOTHBOBB3NATIUTESIHH CPEACTBA MOXKE 1a HAMAIH
AHTHXHIICPTEH3UBHUS edexT Ha ACE-wuxubutopure. B nonsinHeHue, HCIIBC u ACE-
HHXHOHTOPHTE HMAT aANTHBEH e(BeKT 3a OBMIIABAHE HA CCPYMHHA KAHH B Morar Za NoBelar
A0 BiowaBaHe Ha Ob6peunarTa QyHKuUA, OGUKHOBEHO Te3y eexTy ca obpatumu. Pagko Moxe
fla ce moABH OCTpa OLOpEeYHA HENOCTATHUHOCT, 0COBEHO NMPA MAlHEHTH ¢ KOMNPOMETHPaHa
ObOpeuna Gpyrkum, kato HampuMep I0-BB3PACTHU HIIH NEXHIPATHPAHH NTAIHEHTH.

AHTHXHIIEPTEH3UBHH CPEACTBA H BA30/IMIATATOPH
EanoBpeMeHHOTO M3NoNn3Bade Ha Te3w CPCACTRA MOXE 1A YBEJIHUH XHIIOTEH3HBHHATE €(EKTH Ha

NEPHHAOIPHIL. EAHOBPEMEHHOTO MPHIIOKEHHE C HHUTPOITTMUCPHH ¥ APYTH HUTPATH WK APYTH
Ba30MIaTaTOPH MOXE NOIBIHHTENHO A4 OHUXH KPHBHOTO Ha/IAraHe.

AHTHARAOETHYHH IPOAYKTH
Enupemmonoraunn  npoyusanmus YCTaHOBABAT, Y€ C€AHOBpeMeHHaTa ynorpeba Ha ACE-

MHXHOHTOpPH H aHTHAHAOETHYHH IPOAYKTH (HMHCY/IHH, MEpOPAIHH XHNOTTTHKEMHU3HpAITH
CPENCTBa) MOXE Xa NpeNH3BHKA NMOHH)KABAHE Ha KPbBHATA 3aXap M PHUCK OT XUNOTAHKEMH.
To3u edext ¢ no-BepoaTHo na ce paseue Npe3 MBPBHTE CEAMHLN Ha KOMOHHUPAHOTO JICUeHHE U

NpH natueHTH ¢ 660peuHo yBpexnane.

ALCTHI CATHIHAOBA KUCETHHA, TDOMGONHTHIIA. Oera-0n0KepH. HUTPATH
Hepurmonpun mMoke na ce w3momsea CIHOBPEMCHHO C aUeTHICAJHUNIOBA KHCENAMHA,

TpoMbonuTHIH, HeTa-60KepH u/uny HATpaTH.

I priuxnagyuy AHTHCNPECAHTH/aH THIICHX O THLIH/AHECTETHIIH et
ENHOBPEMEHHOTO M3NON3BaHE HA HAKOM AHECTETHYHH NEKAPCTBEHH NPOAYKTH, TPHUMKITHIHY
AHTHACHPECARTH M AHTHICHXOTHUH ¢ ACE-mmxubutopn Mowe. 1  MM';38, pesynTar
AOBIHATENHO HAMAABAHE Ha KPBBHOTO HanAraHe (B. 4.4) i Ao S 11\




CHMH&THKOMHMETHQH

CHMNATHKOMUMETHIINTE MOraT fa HaMansT AHTHXHNEPTECH3HBHUAT edekt Ha ACE-
HHXHOHTOpHTE.

4.6. BpeMEeHHOCT H KhpMeHe

bpeMeHHBOCT
Ynotpe6ara na ACE-uHXU6HTOpH He ce IPCNIOPEBA NPE3 NBPBHA TPUMECTHP HA GpEeMEHHOCTTa

(Bux T. 4.4.). Ynotpebara Ha ACE-unxuburopn no BpeMe Ha BTOPHS M TPETHA TPHMECTBD HA
OpeMEHHOCTT2 € IPOTHBONOKa3aHa (BuxX T. 4.3 1 4.4).

EnuneMuonoruyHnTe AaHHH OTHOCHO TCPaTOr€HHHA PHCK BCJICACTBHE HMpPHJIOXEHHe Ha ACE-
HHXHOHTODH 110 BpeMe Ha IILPBHS TPHMECTBP Ha OPEMEHHOCTTA He ca yGEequTeNHN, HO BCE NaK
HE MOXE Jia Cce H3KIIOYM H3BECTHO MOBHIUICHHE HA TO3HM DHCK, Iipy nauueHTKUTE, MpPH KOHTO
'IPOAbIKaBane Ha 3anoqHatoTo seueHHe ¢ ACE-umxmbutop ce cmsra 3a HAJOXHTEIHO €
HEOOX0MMO, NPH MNaHMpane Ha GPEMEHHOCT 7a ce CMeHU AHTHXUNEPTEH3IHBHATA Tepanus ¢
AITCPHATHBHA, C YCTAHOBEH Npodua Ha 6e30NnacHOCT Mo BpeMe Ha OpeMeHHOCT. AKo ce
YCTAHOBH OPEMEHHOCT, NEYCHHUETO C ACE-naxuburop tpabdpa na ce IIpeyCTaHOBH He3abaBHO U
aKO € IIOIXONAINO a Ce 3al0YHE ATTEPHATHBHO JICYCHHE

Ilpunoxenuero Ha ACE-uaxubutopn mo epeme na BTOpMA W TpPETHA TPUMECTHD Ha
OpeMenHOCTTa € CBBpP3aHO ¢ YBPCKNAHE Ha muoaa (mOHMXEeHa OnOpeuna ¢yHKIHA,
OMHTOXUIPAMHHOH, XHIIOIJIa3Hs HA Yepena) ¥ HOBOPOLEHOTO (6nbpeuna HenocraTeuHOCT,
XHIOTOHKA, Xunepramuemus). (Bmx cwmo 1. 5.3.). Ako ce ycTaHOBH excrnosunus ma ACE-
HHXHOHTOPH OT HA4alo0TO HA BTOPHA TPHMECTBD Ha OpEMEHHOCTTa, € NPENOPHYHTENHO
yATPa3BYKOBO M3CIC/IBAHE 32 mpocneasBane Ha 6b6peunaTa GpyHKIHS U yepena. HoBopoaeHu,
THATO Manky ca npueMand ACE-unxuburopn, tpabsa CTPHKTHO Oa OBAAT mpociiefsBaHH 33

N0SBa HA XMINOTOHHS (BIXK CBILO T, 4.3 1 4.4).

KspMene
He e n3BectHO manmu HEPUHIOIIPHII CC EKCKPETHPaA B MalluMHOTO MJISKO IpH xopa. [lopanu ToBa

ynoTrpebara Ha NEpHHIONIPUII I10 BPEME Ha KBPMEHE HE C€ NPEMOpPHYBaA.

4.7. Edexrn BLpXy cnocoGHocTTa 32 mogupane u pafora ¢ MAIMHHH

Ilpn modnpane u pabora ¢ maumnmy, Tpsi0Ba 51a ce B3eMe MO BHMMaHHE BBH3MONKHOCTTA 3a
[104Ba Ha OTIIAOHAJIOCT U 3aMaliiBane.

4.8. Hexes1ann iekapCcTBeHn peaknum

CreanuTe HeXeNnaH! peaknHH ca HaGMIONABAHM M OMHCAHM B X0/ia Ha NEYCHHE ¢ NICPHHAOMPHII
CBC CHOTBETHATA UECTOTA: MHOTO WecTH (21/10), yectn (>1/100 no <1/10), neuectH (=1/1 000 no
<1/100), peaxu (>1/10 000 go <1/1 000), muroro peaxu (<1/10 000), ¢ HeH3BeCTHA YecTOTa (ne

MOX€ J1a ObAe yCTAHOBEHA OT HAJTHYHHATE JAHHU)

Hapywenua na kpvema u aumepnama cucmema:
IlonmxaBare Ha XxeMOrmoGHHA H XEMAaTOKpHTa, TPOMOOIHTONEHHA, JICBKOIIEHUSI/HEYTPOTICHHA M
ClyH1an Ha arpaHy/JIOLHTO3a MIIM MaHUHMTONEHHS ca GHIH HaGNONaBaHH MHOFO- pAZKO. MHoro
PAAKO ca Oui CBOOIIABAHH Clydau Ha XeMOJMTHYHA aHEMUS TIPH HALHEHTH ¢ BPOREH J

Ha TImoKo30-6-docar aexmaporenasara (Bux T. 4.4 Crieunanys - npéaynpéxiier

CIIELMATHA PEANA3HH MEPKH IIPH YroTpe6a). /




Heuxuurnu napywenus -
Heuectn: pascrpoiicrsa na HaCTPOCHUETO HIIH CHHSL.

Hapywenus na nepenama cucmema-
Yectn: rnasobonue, 3aMaAHOCT, CBETOBBPTEXK, NaPeCTe3HH.
MHoro peaku: o6spxanocT.

Hapywenua na ouume:
Hecru: sputenuy Hapymenus.

Hapywenua na yxomo u nabupunma:
Hectu: mrym B ymme.

Copdeuno-cvdosu napyuenus:

Hecrn: xunoronua u edexr, CEBP3aHH C XHIIOTOHHSTA.

Muoro peaku: apuTMmus, anrmEa [ICKTODHC, MHOKapAeH HHQAPKT HIIH MO3BYHO-CHAOB
AHIIACHT, BEPOATHO BTOPHYHO, NOPAH H3PA3eHa XHIOTOHMS I[TPHA BHCOKOPHCKOBH ITallHEHTH.

Pecnupamopnu, 2pvonu u meduacmunanmy HapYyweHyA,;
Yeeru: xanmumna, tucngea.

HevecTu: 6porxocnassm.

MHoro penku: eosnrobMIHA NMHEBMOHHK A, PHHUT.

Cmomawno-upesru napywenus:

Hecru: ranene, nospriane, KOpeMHa 00JIKa, AUCHENCHS, IMAPHS, KOHCTHITALHAL
Heuecru: cyxora B yerara.

MHoro penku: nankpeatur.

Xenamo-6unuapnu napyuenus:
MHOT0 peiKd: WATOMMTHYEH MK XOJICCTaTH4YEH XEMIATUT.

Hapywenua na xooicama u nodxoxcnama MbKAH:

Yectn: 06pus, crpbex.

Heuecru: aHrmonemporuuen otox ua JMUCTO, KPaHHMIHTE, YCTHHUTE, €3UKa, MIOTHCA M/HIH
JIRPHHKCA, YPTHKApHS.

Meuoro penxu: eparema MYJITH(OPME.

Hapywenun na mcxyano-crenemnama cucmema v CLEOUHUMENHAMA MbKAN .
Hecru: MyckymHE Kpamm.

tapywenus na 6vbpeyume u nuxounume nomuyQ;

HeyecTu: Hapymena 656peyna 1331000508
MHoro peaku: ocTpa 6B6peyuna HeTOCTATEYHOCT.

Hapywenus na evsnpoussodumennama cucmema u 2vpoamas.
Heyectu: mmnorentHocT.

Obwu napywenus u epexmu na macmomo na HPUROJICEHUE: e PN
Uecrn: acrenns. ?/ EEE s - Y
Hewectu: nanorspane. PR 5 \,3
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Hicnedsanusn:
Morar na ce nosBAT NOBHILABaHe HA CTOHHOCTHUTE Ha KpbhBHATA YPea B NiasMEHUs KpPeaTHHHH,

XHNepkanvemMus (0OpaTMMa cliell mpexbeBaHe Ha npHeMa), 0COOCHO TPH HWIMYHETO Ha
OBOpeyHa HEAOCTATBYHOCT, TeXKa CbpACYHA HENOCTATHYHOCT M PEHOBA3aHA XHNEPTOHHA.
Papko ce cpobwaBa 3a NOBHMIIEHW CTOMHOCTH Ha YCPHOAPOOHHTE €H3UMH M CepYMHHS
OHMupyOHH.

Knunuunu npoyyveanus
[lo Bpeme Ha mepmoma Ha PaHNIOMH3NpaHe Ha NaUHeHTHTe B npoyysanero EUROPA. ca
[IPOCNCAABARM CAMO CEPHO3HHTE HeXENaHH ChOuTHA. HAKONKO MAaHeHTH ¢4 HMATH CEPHO3HHU

HEXenaHu cOUTHA: CHOTBETHO 16 (0.3%) o1 6 122 MALUHCHTH, [IOTyYaBaly NepUHAONIPHI, H 12
(0.2%) ot 6107, nonyyasamu nnaueto. B pynaTa Ha NAHCHTATE, TONYYaBAINH MCPHHAOIPHI.
XHIIOTOHHs ¢ HabmoAaBaHa MpH 6 NalHeHTH, AHrMoeIeM IpH 3 MaUKMEHTH H BHE3ANEH ChPASYEH
apecT npH | nanmenr. Ilosede manuentd ca ormamHanm ot IPOYYBAHETO MOpamg KalLIuia,
XHIOTOHHA WM HENOHOCHMOCT, B TPYNATa, JIEKYBAHH C EPUHACNIPUTI, OTKOJIKOTO B Ipymara,
f€KyBaHH ¢ mnanedo, 6% (n = 366) cnpsaMo croteeTHO 2.1% (n = 129),

4.9. [Ipepoznpane

FiMa orpaHHYeHH NaHHH OTHOCHO [IPEAO3NPAHETO NPH XOpa. CHMIITOMHTE Ha MPEeHO3MpaHe C
ACE-HHXMOHTOPDH MOTaT Ha BKJIIOYBAT XMITIOTOHHA, UHPKYJIATOPEH INOK, €JIEKTPONHTHH
Hapymenus, ObOpedHa HEAOCTATHYHOCT, XHMIEPBEHTHIALS TaXHKapaus, NannHTaldH,
Opamukapaus, 3aMaiisane, HECIIOKOMCTBO, KALTHIIA.

IIpenoprunTentoro nedeHue ipp  TIpE/IO3HpaHE BKNMIOWB2 HHGY3HpaHe Ha CTaHAApTeH
$usnonormyen pasrsop. Ako ce YCTRHOBH XHIIOTOHHA, NAallMEHTHT TpsAOBa Ja Ce IOCTABH B
JICTHANO nonoxenue. Tepanuda ¢ uudysus Ha auTHOTeH3HH 1] W/HIH BEHOIHH KaTeXO/JlaMHHH,
CBINO MOXE Na Obae H3nomssaHa. [lepuHmonpun Moxe fga ce CIHMHHHpA 4Ype3 XeMOJHAIH3a

(Bwx 4.4 CneuHandu NpeJyNpexIeHHS H CHeLHATHH NpelnasHH MEpPKH NpH ynotpela,
[Manuentn na xemomuamuza). Ilpy Hanwume Ha MEAHKAMEHTORHO pe3UCTeHTHA Spaukapaus ¢

HOIXO4AI0 IMOCTABAHETO HA BpeMmeHeH pacemaker. HeobxoauMm e mnocrosmen KOHTPOJ Ha
BHTATHATE TI0Ka3aTe/H, CEPYMHHTE €CKTPOIHTH U KpeaTHHHHA,

5. PAPMAKOJIOTHYHU CBOMCTBA
S.1. @apMakoaMHAMMYNH CBOHCTBA

ATC xon C 09 AA 04

Ilepurnonpan e HHXUGHTOP HA eH3MMa, KOHTO KOHBCPTHDPA AHTHOTCH3HH | B aHrHoTeH3MH ]
(AHTMOTEH3MH KOHBEpPTHpAIL ¢H3uM, ACE). KouBeprupammuar eH3uM, wim KHHa3a,
HPCJICTaB/IIBA  CK3OHENTHAA3d, KOATO I[IO3BONABA KOHBEDCHA Ha AHTHOTEH3MH 1  BLB
Ba30KOHCTPHKTOPA aHTHOTEH3HH I, xakTo | oTroBapsin 3a pazrpaxianeTo Ha BasoAuNIaTaTopa
OpaIMKHUHWH A0 HEaKTHBEH XEKTallerTHA.

Muxubunmsara Ha ACE uma 3a pesyntar peaykuus Ha anrdorernsus 11 B nnasMaTa, KOSTO BOH
0 YBEIMYCHA IUIa3MEHA PCHHHOBA aKTHBHOCT (Upe3 MHXMOMLHS Ha OTpHUAaTenHaTa oGpaTua
BPB3Ka 3a OCBOOOXKIaBaHE Ha PEHHH) W HaMaleHa CEKPELHS Ha anpoctepoH: T kato ACE
HHaKTHBHpA OpaJfWKWHHHA, HETOBATa HHXUOHWIMA UMa 32 pezyma}fﬁqm;mafaaﬁ% -gaf'agTHBanwa
Ha LMPKY/MPAHTE ¥ JIOKATHH KATUKPEHH-KHHHHOBY CHCTEMH,/(H: [0 TO3H; HAYHH ¢BHINO TaKa
aKTHBUPAaHE HA IPOCTArNaHAMHOBATA CHCTEMa). BEIMOXHO e Tqigir'fﬁgéxa@mtbnf«ﬂ_g\]ﬁgﬁg?ﬁﬂam 32
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MOHWIKABAINOTO KPBBHOTC HAIATAHE JeHCTBHE Ha ACE-uHXHOHATOpHTE H OTwacTH na e
OTTOBOPCH 32 TEXHUTE CTPAaHHYHH edekTH (Hanp. KaimIna).

[lepunnonpun geiictpa upe3 cBOS akTHBEH MeTaGoUT nepunaonpuaar. dpyrure MetabonuTu
HE IToxasBaT HHXHOHIHM Ha ACE akTHBHOCTTa HH BHTpO.

XUNEPTOHHA
HEpHH,I[OI‘IpHJI € AKTHBCH IIpU BCHYKH CTEINEeHH Ha XHIICPTOHHA: JICKA, YMEpPEHAa, TeXKa;

Ha0mroNaBa ce MOHMXKAaBaHe HA CTOMHOCTHTE Ha CHCTOJTHOTO M JHACTOJHOTO KPEBHO HalsTaHe,
KaKTO B JICTHATO NOJOXKEHHE MO IPh0, Taka U B H3MPaBEHO MOJIOKEHHE.

Ilepunponpun namanssa nepudeproTo chHaORO CBIIDOTHBJICHHE, KOETO BOAH A0 NOHHXKABaHe Ha
KPBEBHOTO Hallarane. BenemcTsue Ha ToBa ce yBenuuapa NEPHPEPHHA KPBBOTOK, Ge3 etext
BbPXY ChpIAeYHATa YeCTOTA.

Karo mpaBuno ce yBemuyaBa OBOpeyHHST KPbBOTOK, [JOKaTO CKOPOCTTAa Ha TIJIOMEpy/IHa
¢urrpanas (CI'®) 06uxHOoBEHO OCTaBa HENIPOMEHERA.

AHTHXUIIEPTEH3NBHATA aXTHBHOCT € MaKCHMAalHA MeXOy 4 U 0 4. ciiel] IpUeM Ha eNUHHYHZ
AL3a 1 NPOABIDKABa NOHE B TCYCHHE Ha 24 4.: 87-100% oT edexTHTE monanar B MEXXAYNHKOBHTE
CEKTOPH.

CnageT Ha KpBBHOTO HaIATaHe HACTbIBA 6bp30. Ilpy noBnAgBamM ce manweHTH,
HOPMQTH3alMA €€ TNOCTAra B DaMKHTE Ha | Mecen M HEPCHCTHpa 6e3 IoSBsBaHe Ha
TAXUPHUIAKCHSL,

CIMpaHEeTO Ha JIeYeHHETO HE BOJH J0 pebayun edexr. [Tepunnonpun namanssa lIeBOKaMEpHaTa
XHNEpTPOQH.

JloxasaHo e, 4e IpH Xopa NepHHIONPHIT [10KA3Ba ChAOpasIIHPsABALIH CBOHCTBA. Toif moxoGpssa
C/aCTHIHOCTTA [a TOJIEMHTE apTepHH M HaMajsBa OTHOLICHHETO MENUS/TYMEH Ha MANKHTE
apTepHH.

CnomaratenHa Tepampsd ¢ THA3WOeH OUYPETHK BOAM J0 CHHEPrud OT AJHTHBEH THIL
KoMbunanusra ot ACE-MHXHOGHMTOD M TWasM CHINO HAMAISBA PHCKa OT XHIIOKAJIHECMHUA,
NPEM3BUKAHA OT AUYPETHYHOTO JIEYEHHE.

ChpIeyHa HENOCTATHYHOCT
[lepuaaonpun penyuupa paborara Ha ChpPUETO Ype3 NOHH)KABaHe Ha NPEAHATOBAPBAHETO K

CJIEfHATOBAPBAHETO.
[IpoyuBatva nIpu MalMEHTH CBC CHPASYHA HENOCTATBYHOCT CA TOKA3ANIK:

- HaMaJCHH CTOHHOCTH Ha HaNATaHETO Ha IIBIHEHE Ha NIBATA U OICHATA KaMepa,

- HaMmalfBaHe Ha OOLIOTO NMEPHPEPHO CHAORO CHIPOTHUBIICHHE,

- YBCIHMYaBaHE Ha CbpAEYHHA ACOUT U MonoOpABaHe Ha ChpACYHUA UHIEKC.

B cpaBHHTENHM NpoyYBaHMA, HAYANHOTO IPUJIaraHe Ha 2 mg NePHHAOIIPH HA NAlHEHTH C Jieka
A0 YMEpEHa CbpAcYHa HEAOCTATBYHOCT HE CE¢ CBBP3BA ¢ HSIKAKBO 3HAYMMO IMOHWKABAHE HA

KPBBHOTO HaJIAraHe B CpaBHEHME C Manedo,

[lanmenTy che crabunHa dopma Ha koponapHa GosecT Ha CBPIETO
[TpoyuBaneto EURQPA ¢ MHOTOLIEHTPOBO, MEXAYHAPOIHO, PAHAOMH3HPAHO, ABONHO-CIIATIO,
1ane60-KOHTPOMMPaHO KIIHHAYHO IIPOYYBAHE, C MPOABDKUTENHOCT 4 rOAHHHA.

JiBaHaneceT Xunsamu ABecTa H oceMHaneceT {12 218) nanueHnTH Ha BB3pacT Hax 18 romaunu ca
Onnu paHXOMHM3MpaHH Ha NEPHHAONPH 8 mg (n = 6110) uny miane6o (n=6108). - ..
lomynauusra, skmoveHa B npoy4yBaHero, € 6uia ¢ JoKasaHa KOPOHADHA Bosect Ha. £HpiIgTO,

M

0e3 KIMHHYHH NpPU3HALM 3a ChpIeYHa HeHnocTarhbuyHocT. O6mo 90% oT ;z’auugnmwcagg

NPpEAIMECTBANMY MUOKapACH HHPAPKT H/HIH peBacKyIapH3allHs. M&HHK&M@HT{)SH&T{;[WP N7
npoyqsaneTo ¢ Omna poGaseHa Ha (GoOHA Ha KOHBEHIHOHATHA f're:paum, BKJHO
AHTHArPEeraHTH, JTUNHA0-TIOHMXABAIIN MEHKAMEHTH 1 GeTa-GIoKepH. R S e
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OcHOBHEAT KpHTepH 3a eeKTHBHOCT € Gui KOMOHHAIUATa OT CHPACYHO-CHIOEA CMBPTHOCT,
HepaTaNeH MHOKapJeH HH(APKT W/HIH CBPJACUCH apecT ¢ yCIeIHA pecyCHTaluA. JleueHuero ¢
NCPUHACHPHI 8 mg BEAHBX JHEBHO € HOBENO [0 3HAYHTENHO a0COJIIOTHO HaManeHHe Ha
OCHOBHaTa KpaHHa Touka ¢ 1.9%, cwroTBeTCTBAmO Ha PEJIAaTHBHO HAMAJICHHME Ha pucka ¢ 20%
(95% CI [9.4; 28.6] - p<0.001).

[Ipy manmenTHTE ¢ NpemuecTBal MHOKApIeH HHOAPKT A/HITH peRacKyIapH3aiiis, a0CoIOTHOTO
HaMAJICHUE Ha pHCKa € OrIIo 2.2%, CLOTBETCTBAINO Ha PENAaTHBHO HAMAJICHME Ha pucka ¢ 22.4%
(95% CI) [12.0; 31.6] - p<0.001) no oTHOWeH"e 1A OCHOBHaTa KpaliHa TOYKa, B CpaBHEHHE C

nuanebo.
5.2, PapMaKOKHHETHMYHH CBOHCTBA

Cresl nepopanHo npueMaHe, NCPHHAOIPHIT ce pe3opOHpa OBpP30 H ITHKOBU KOHUEHTpaHH ce
[OCTHTraT B paMKHTE Ha 1 4. bHoHamI9HOCTTA MY € 65 10 70%.

Okono 20% or o06moro KoAMYECTBO abcopOMpad MepHHIOIPHN ce KOHBEPTHpA B
MICPHHNIONPAIIAT, HErOBHS AKTHBEH MeTaGonur. OcBeH 00 AaKTHBHHS HIEPHHOIIPHIIAT,
HCPUHAOTIPHIT Ce pasrpaxaa A0 ome 5 MeTaGoinMTa, BCHUKHTE HEaKTHBHH. [LIasMeHUAT
HOJTY)XUBOT Ha HNEPAHACIPUTI € paBeH Ha | 4. JIMKkoBa IJa3MeHa KOHLCHTpalHs Ha
NCPHHAOTIIPAIIAT CE MTOCTUTa B PAMKHTE Ha 3 10 4 y.

Teii kato mpueMBT Ha XpaHa Hamanspa KOHBEpPCHATA B NEPHHAOIPHUNIAT M CHEHOBATETHO —
OHOHaMMYHOCTTa, NepUHOIPUN TpAGBa na ce IIpHJIara OpajlHO KaTO ¢IHWHHYHA JHEBHA [03a,
CYTPHMH Ha I'JIAHO.

ObeMbT Ha pasnpenenchue € npubmusuTenno 0.2 l’/kg 3a wHecsBp3aH mepHHIONpUAAT.
CBBp3BAHETC C NPOTEHHH € CiIabo (CBBP3BAHETO Ha TNEPHHIONDPHNAT C AHTHOTEH3HH
KOHBCPTHPALIAA CH3UM € nTo-Majko OT 30%), Ho 3aBHCH OT KOHIEHTpPAIMATA.

[lepungonpunar ce oraens B ypHHaTa o NOTY’)KHBOTET Ha HECBBp3aHaTa (Qpakuma e
npubnusutenso 3 o 5 u. Jluconpaumgra Ha NEPHHAONPHIAT, CBEP3aH ¢ aHTHOTEH3NH
KOHBEPTHDAIINA CH3UM BOAH A0 “e()eKTHBER" eTHMMHALMOHEH HONYXXHBOT OT 25 Y., KOETO HMa
3a pe3ynTaT NoCTHraHe Ha “steady-state” cien 4 quu.

Crex MHOrOKpaTHO IpHJIOKEHHE, He ce Habmonasa aKyMyJIHpaHe Ha IEpHHAOTIPHIL.
EnuMuHEpaHeTO HA MEPHHAONPHIAT HAMAJIABA [IPpH XOpa B HapeJAHANa Bb3PAcT U CHINO Taka
MpH IaMCHTH CBC ChpAeuHa HITH 0n0peuna nenoctarsunoct. [Tpu 6B6peuna HeqocTaTEYHOCT ¢
ACIIATCNHE KOPEKIMS Ha 103aTa B 3aBHCHMOCT OT CTENEHTa Ha yBPEXKAAHETO (KpEaTHHHHOBHA
KJIIUPBHC).

JIHaMM3HUAT KITHPBHC HA NEPHHJOTIPHIIAT & paBeH Ha 70 ml/min,

KHHeTHKaTa Ha MEPHHAONPHI € IPOMEHERA [IpH MaNUeHTH ¢ UUPO3a: XeNaTaNHMAT KIIHPLHC Ha
MAItpHaTa MONCKyIa ce peayuupa HanosnosHHa. KomuuyecTBoTo 06pasyean NCPHHAONPHUIIAT,
obave, He HAMaIABA ¥ TIO Ta3HM [IPHYMHA HE C€ Hajlara KOpeKUHg Ha H03aTa.

5.3. [IpeaxJHHUYHY JaHHu 32 Ge300acHOCT

Ilpu npoyuBane Ha XpOHUYHA TOKCHYHOCT (IpH IBEX0BE M MaHMYHHM), TIPHMIICITHATE OpraHu ca

OBOpennte ¢ 06paTUMH YBpeXIAHHS.

B npoyusanHs in vitro u in vivo He ce Habmogasa MYTareHHOCT.

[IpoyuBanus 3a penpoayKTHBHA TOKCHYHOCT (naBX0BE, MMINKM, 3af0d W MaliMyHHU) He
YCTaHOBABAT IPH3HALUHK 32 €MOPHOTOKCHYHOCT MJIH TEPaTOTEHHOCT. 3a uEXuOHTOpHTE Ha
aHIMOTEH3UH KOHBEDTHDAMAA EH3MM, obaue, KaTo Ipyma e GHIO JIOKASZHO, He MHIyIHpAT
HE0JIArONPHATHH €(EKTH BHPXY KBCHOTO ()ETANHO pa3BHTHE, MMALIA 38 -PesyEaT, peTanna
CMBPT H KOHTEHHTANHH €EeKTH NPH I'PH3AYH H 331N GBOpeny, IE3UH. H yBETHYSHAIEDH- B
MOCTHATAIHA CMBPTHOCT. R Dt A \
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B nparocpounn [IPOYYBAHUA BBPXY ITHXOBE H MHUIIKH HE e YCTaHOBCHA KaHLEPOreHHOCT.
6. PAPMAIIEBTUYHH JAHHHA
6.1, Canenk Ha nomomﬁm“e BEMIECTRA

Crnuimes auoxcnn, xunpodoGer Koonnen
Lenynosa, Mukpoxpucranua

JlaxTo3a MoHOXHApaT

Maruesues creapar

6.2, HecbBmecTMOCTH

He e npunoxumo.

6.3. Cpox ma rognocr

2 TOMHHH

6.4. Ciennannm yeioeus na ChXpaHeHue

Ha ce cexpanssa npu TeMnepatypa nog 30°C.

6.5. lannn 3a onakoBKaTa

bacrepn or Alu/Alu donuo.

bpoii TabneTku B eAHa OnakoRKa: 14, 20, 28, 30, 56 u 60.
B13M0OXHO € He BcHYKH PasMEpH Ha OaKOBKaTa Ja ce [peiarar Ha nasapa.

6.6. Coemmanun npeanaszan Mepkn OpH UIXBHPAAHE U padora

Hewsnomspammar mnpoayxr waM  ormagsunuTe MaTepuamM TpsOBa Ja ce HU3XBHLPAST B
ChOTBETCTBUE C MECTHHTE HIUCKBAHIS,

1. IIPUTEXATEJI HA PA3SPEINEHUETO 3A YIIOTPEBA

Medicamenta a.s.,
Belohorska 39, Prague 6,

Yemka Peny6nvxa

8. HOMEP HA PA3PEIIEHUETO 3A YIIOTPEEA

9. IATA HA ITBPBO PASPEIIABAHEMTIOAHOBSIBAHE HA PA3PE]]]EHHETO 3A
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