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KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA

1. KME HA JEKAPCTBEHHS NTPOAYKT Paapewenue Ne 5.%.7.7...0.......
Butonpun 10 mg Tabnerku

Vitopril 10 mg tablets
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2. KAYECTBEH A KOJTHYECTBEH CHCTAB

Beaka tabnerka ot 10 mg craspxka 10,89 mg nusuHonpunos auxuapar (Lisinopnl dihydrate),
eKkBHUBajieHTeH Ha 10 mg nusuHonpun (Lisinopril).

3a IBJIHHA CTUCHK ¢ MOMOIIHM BEIISCTBA BUXK TOUKA §.1.

3. IEKAPCTBEHA ®OPMA

Buronpun 10 mg ca, 6emu, Kpbrin, ABOHHOW3MEKHANH TA0NETKHU, ¢ MapkupoBka "10" oT eaHaTa
CTpaHa H ¢ JCIUTE/HH Y¢PTH OT ABeTe cTpaHu. TabneTkara Moxke Aa Ob/ie pa3encHa Ha YeTHPH
paBHH MOJIOBHUHH,

4. KITHHHYHHA TAHHHA
4.1 TepaneBTHYHH NOKA3AHMUSA

Apmepuanna xunepmorus
JleueHue Ha apTepUaiHA XUITEPTOHMUA.

Covpoeyna nedocmamvyHocm
JleueHne Ha CBPACYHA HEAOCTATHYHOCT.,

Ocmvp unghaprkm Ha muokapoa
Kpatkocpo4yHo (I0ecT CeaMHIHO) TeHeHHE Ha XeMOAWHAMUYHO CTaGHIIHK NMALMEHTH B NbpBHTE 24
Yyaca Ha OCTpHA MHOKApPISH HH(APKT.

Bwbpeunu ycnodicrnenun npu ouabem
Jleuenuie Ha 6B6peurn 3a60NABaHHA NPH XHIIEPTOHHIM ¢ AuabeT THII 2 ¥ HadaHa HedponaTHa (BHK
T. 5.1).

4.2 Jo3upoBKa H HAYHH HA OPHIOKEHUE

Tabnerknte Buronprna ca NpeAHa3HAYEHH 33 NEPOPATICH NMPHEM BEAHBXK JHECBHO, KaTo BCHYKH
NeKapCcTBa, NPHEMAHH BEAHEXK AHeBHO, Butonpun Tpabea aa ce npueMa NpHOIH3INTENHO MO eIHO H
CBILO BpeMe BCEKHU AeH. AGcopOuuMATa Ha BUTOMPHI HE C€ MOBJIHABA 0T Xpana. JlosupoBKkaTa TpAOBa
na 6b1e afanTHpaHa HHAHBHAYAJIHO B 3aBHCUMOCT OT Npoduna Ha NalMeHTa H MOBIMABAHETO Ha
KpBBHOTO HaAraHe (BHXK T. 4.4).

TabneTkaTa MOXKE 1a ce Pa3fie)if Ha YeTHPH PaBHH YacTH. 3a LenTa TadlieTKara e MocTaBs BbpXy
TEBpJA NNOCKA MOBBPXHOCT ¢ ACMHTENHATA YEPTa Harope 1 <€ HaTHCKA NEKO ¢ MPECT.

Xunepmonus
BUTOIPHI MOXKE Aa C€ M3MON3Ba CAMOCTOATENHO UK B koMOMHAaLMA ¢ ADYTH NEKAPCTBa 34

AHTHXHIICPTCH3HBHA TEPamMA,

Hauvanna 0osza
[Ipy MMaUMEHTH ¢ XMIEPTOHHA MPEMOPHUYUTE/IHATA HaYamHa 103a ¢ 10 mg. [1py naiMeHTH CbC CUITHO
AXTUBHPAHA PEHUH-aHTHOTEH3HH-AJIOCTEPOH cUcTeMa (ITO-CIICMAIHO IPH peHOBacKy1apHa

XHNEPTOHHUA, HEAOCTATEYHOCT HA TEYHOCTH H COJIH, ChpAeHHA HEAOCTATHYHOCT HITH TEKKA
XHNEPTOHUA), CNeA IPHEM Ha ILPBOHAYATHATA /1034 € BE3MOXKHO PA3KO OHWKABAHE HA KPLEH
Hanaraue. [TpenophunTenHaTa HAYATHA J03a B TAKUBA Clly4yad € 2,5-5 mg, KaTo B Ha4ao
JeYeHHeTo TpabBa Aa ca NpoBeae Moj JiekapckH KOHTpoJL I1o-HKCKa HavanHa A03a Ce MnpX
(IpH NaUMEHTH ¢ GBOpeIHa HETOCTATBYHOCT (BHX MO-A0y Tabmuua 1).

|



Iooowpacawa oosa

OOukHOBEHO e(eKTHBHATA TOAABPKAILA X034 € 20 mg, MPUIOKEHa BEAHBXK AHEBHO. I1o npuHIH,
aKo KeJIAaHUAT TEPaneBTHYECH eekT He 6Be MOCTHIHAT 3a NMEPHOA OT 2 [0 4 CeaAMHUIM, NO3UPOBKATA
TpaOBa Aa OBZic yBeaMueHa. MakcHManHaTa go3a, npunarada B AbIrOCpoYHH KOHTPOIHPAHH
KMHHUYHHA M3CIIenBaHiA, € 6ina 80 mg/aeH.

Ilayuenmu, nexysanu ¢ Ouypemuyu

Cnea 3anouBaHe Ha JieucHHe ¢ BUTONpHI MOXe Ad ¢e MOABH CHMNTOMATHYHA XUNOTOHMUA. ToBa € Io-
BEPOSTHO NpH NALHEHTH, KOUTO Ce JeKyBar ¢ AMypeTuud. [Ipn TakuBa nanuenTH € HeoOxoauMo
BHHMAHHE, Thi KATO [IPH TAX MOXE a C€ NOMYYH HEJOCTHT HA €IEKTPONNTH K TeYHOCTH. Te TpsabBa
Ia COpaT IpHeMa Ha JHYPETHIH, aK0 € Bb3MOXKHO, 2 10 3 AHM Npead Aa 3aMoyHaT NSYCHHETO ¢
sutonpun. [Ipu XUNepTOHHULIK, YHETO JIEUCHHE C AUYPETHULIH HE MOXE Aa ObAe CIPAHO, ICUYCHHUETO C
BUTOIPHJI TpAOBA Aa 3ano4YHe ¢ Ha4auHa 103a oT 5 mg. Tpabsa aa 6vaat npocnenasatu OnOpeuHara
$yHKUKA H HHBOTO HA CepyMHHA Kanuil. [Tocnenpamara nosupoBka Tpabsa aa 6nne crobpaseHa ¢
MOBIHABAHETO Ha KPhBHOTO HANAraHe. AKO € HeoOX0AKMO, IEYEHHETO ¢ AHYPETHULM MOXKe fAa Obae
Bb300HOBeHO (BIK T. 4.4 n T. 4.5).

Hozupane npu nayuenmu ¢ 6vbpeuna HedocmamvuHocm
JloanpoBKaTta npu naunpeHTH ¢ 6s0peuHa HepocTaThbYHOCT TpAOBa Aa 6B crobpaseHa ¢
KpEeaTHHHHOBUA KJIHUPBHC, TAKA KAKTO € YKa3aHo mo-xony, B Tabnuua 1.

Tabauna 1

JlosupaHe NpH AaUHEHTH ¢ 6HOPEYHA HENOCTATHYHOCT
KpeaTununos knapbHC (ml/min) Hauanana no3a (mg/nexH)
[To-Manko ot 10 ml/min (BKMOUUTEIIHO 2,5 mg*

[AlHEHTH HATHAN3A)

10 -30 ml/min 2,5-5 mg

31-80 ml/min 5- 10 mg

* Ilo3WpoBKaTa H/MIK YECTOTATA Ha NpunokeHne Tpabsa fa 6bAaT ONpeneNeHd B 3aBUCHMOCT 0T
NOBIHABAHETO HA KPBBHOTO HaNAraHe,

HoszupoBkara Moxe Aa ObAe NOBHIABAHA JOKATO CE NOCTUIHE ANCKRATEH KOHTPOJ Ha KPBBHOTO
HaNAraHe iy aokaro 6ba¢ AOCTHIHAT MakCUMYM oT 40 mg TH3HHOMPHI IHEBHO,

YnoTtpeda npH neAHaTpHYMHM MALMEHTH Ha Bh3PacT Ha BB3pacT oT 6 1o 16 roquHu
[IpenopruMTenHAT2 Ha4YalHa 103a € 2,5 mg e€IHOKPaTHO AHECBHO NPH MMALMECHTH € TEACCHO TEr0
mexay 20 kg u 50 kg 1 5 mg eIHOKpaTHO JHEBHO TIPH NALMEHTH ¢ TenecHo Terno > 30 kg. flosara
Tpa6Ba [a ¢e ajanTHpa HHAKBHAYATHO IO MaKCUManHa A03a oT 20 mg KHEBHO NPH MAlUCHTH C
TenecHo Terno Mexay 20 kg u 50 kg u a0 40 mg npu nauHeHTH ¢ TenecHo Terno z 50 kg. Jlo3u mo-
sHcoku oT 0,61 mg kg (unu no-prcoku oT 40 mg AHEBHO) HE Ca NPOYYBaHH NPH MEAHATPHIHH
MAUHEHTH (BHXKTE TOUKA 3.1).

[Tpu nena ¢ yBpeneHa 0x0peusHaTa yHKuMA TpAOBa Aa ce npHiara no-HUCkKa Ha4anHa 03a UM Aa ¢©
yAB/KY HHTEpBaNa MeKAY ABE A03H.

Cepdeuna nedocmamvu4Hocm
I[TpH MalHeHTH Che ChpAeUHA HENOCTATEYHOCT, BUTOMpPHI MOXeE Aa ¢¢ NPeANUCBa KaTo AONBIHEHHC
KbM JICHEHHETO ¢ MUYPETHLIH H KOraTo € HeoOX0AHMo AMTUTANHC MK Dera-0noKkepH. JleueHuero
MOXeE J1a 3AIOYHE ¢ HAYAMHA A03a OT 2,5 mg BUTONpWI, €1MH BT JHEBHO, KaTo TpAOBa na ce
OCBILECTBABA IO, IEKAPCKH KOHTPOJI, 3a Aa 651¢ NpocieaeH epeKThT BbPXY KPhbBHOTO Hagr
[Topuimasanero Ha no3ata TpaOBa [a ¢TaBa:

—  Yype3 NOBHLIABAHE, HE MO-TONMAMO OT 10 mg;
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— Ha HHTCPBAJIH, HE NO-MAJIKH OT 2 CCOMHIIH,

— 1o Haii-BHCOKaTa, MOHOCHMA OT Nal{HeHTa J03a, 10 MAKCHMANHA 11034 0T 35 mg
MH3HHOTIPHA AHEBHO.

HosupaneTo TpabBa Aa e co6pa3eHo ¢ HHANBUAYANHUS KIMHUYEH OTroBop Ha naupeHTta. Ilpu
MALMEHTH ¢ BUCOK PUCK OT CHMITTOMATHYHA XHIIOTOHMNA, HAlIpUMeEp NaLHMEeHTH ¢ HEAOCTHT HA CONH, C
1 6e3 XUnoHaTpueMus, MALMEeHTH ¢ XMNOBONEMUA HIH MALMEHTH, IPHEMALlH CanuAHyPETHEK, aKo €
BB3MOXKHO, Te3H HapylleHUud Tpa06ea na 6b0aT KOpHUrupaHy NPeay 3anoyBaHe Ha JICUCHHE ¢
sutonpun. TpaGpa Aa Gbaar npocneassany 6s0peunara GYHKUHA H HUBAaTa Ha CEPYMHHS Kauit (BIK
T. 4.4).

Ocmup ungpapxm Ha muoxapoa

[MTatenTuTe TPAOBA 1A MOMYYABAT CHOTBETHATA CTAHAAPTHA MPENOPBYHTENHA TEPANMA C
TPOMOONHTHIM, ACTHPHH K GeTa-Gnokepu. Bu3MOXKHO € eJHOBpEMEHHO UHTPaBEHO3IHO MM
TPAHCAESPMAIHO NPHIOKEHHE HA TNHLEPHN TPHHATPAT (HUTPOrIHUECPHH) U BHTOMPHIL.

Hauanna do3a (npes nvpeume 3 onu cred ungapxma)

Jlewenuero ¢ Buronpun Tpabaa Aa 3anoyHe 1o 24 yaca cnelx nossaTa Ha ITbPBHTS CHMITTOMH.
Nevennero He TpaGpa Aa 6bae cTapTHPAHO TIPH CHCTOMMYHO KPBbBHO HANATaHe, o-HHCKo oT 100
mmHg. Hauanuara fo3a ot 5 mg BUTONPHN ce nociensa oT S mg cnex 24 waca 4 oT 10 mg cnen 48
yaca. Cnea ToBa fosata ¢ 10 mg Ha JeH. [TauyeHTH ¢ HUCKO CHCTONMHYHO HanaraHe (< 120 mmHg) B
Ha%aJIOTO Ha IEIEHNETO WIH Npe3 MBPBUTE 3 AHU ciea uHdapkTa TpAOBa Aa noIyvdaBar mo-HUcKa
A03a - 2,5 mg (Bux 1. 4.4).

B cnyyqait Ha 656peuHa HeZOCTaTHUHOCT (KpeaTHHUHOB KIHpBHC < 80 ml/min), HayanHaTa 032
Buronpun tps6sa aa 6b1e chobpaszeHa ¢ KpeaTHHHHOBHA KIIMPHHC HA mauueHTa (Bik Tabmuua 1),

Hogdvpacawa dosa

[Toanepxkamara no3a e 10 mg aHeBHO. IIpH NALMEHTH ¢ XHMOTOHHA (CUCTOTMYHO HATAMAHE TO-HUCKO
HAH pasHo Ha 100 mmHg) nHeBHAaTa NOAMBPKAIA K032 He TpAOBa Aa NpeBHINABA 5 Mg HIIH aKO €
HeoGXOMMO MOKE BPEMEHHO JIa c¢ HaMami JIo 2,5 mg. AKO XUIIOTOHUATA MPOABIKH {CHCTOIHYHO
KPBLBHO HAIATaHE Mo-HUCcKo oT 90 mmHg 3a noseye oT 1 yac), NpHEMBT Ha BUTONPHA TPsOBa a ce
npeyctanoBu. JleuenneTo TpAGBa 1a NPOABIKH 6 CEOMULM, CIEN KOETO MallMeHTHT TPAOBa OTHOBO 12
Opae npernenas. [TaLeHTH CBC CHMITOMH Ha ChPACYHA HEAOCTATRYHOCT TPAGBA Aa MpOXB/IKAT
JEYEHHETO ¢ BHTONPUT (BHXT. 4.2).

Bvbpeunu yenroocnenur ecneocmaue na ouabem

[TpH xumepToHKUH ¢ ZHA0eT THN 2 M HaYAIHA HedponaTua ao3ata ¢ 10 mg BUTONPHN AHEBHO, KOATO,
aKko € HeoOXxoaruMo, MoXke Aa ObAe mosHIIeHA 00 20 mg AHEBHO, 3a Aa C€ JOCTHTHE JHACTONHYHO
Hanarase noa 90 mmHg. B cnyyaute Ha 656peuHa HEAOCTATHYHOCT (KPCATHHHHOB KIHPBHC < 80
ml/min), HayasHaTa JO3a BHTONpPUI Tpa6Ba Na Obae cbodpa3eHa ¢ KpeaTHHHHOBHA KITHPBHC HA
nauueHTa (Brx Tabamua 1).

Heduampuuna nonyrayun

HmMa omuT no oTHomEeHHe Ha Ge30MacHoCTTa M ePUKAaCHOCTTA MPH ACNAa Haf 6 TOAHILIHA BB3pacT CaMo
TpH JIeYeHNe Ha apTEPHANHA XUMTEPTOHUA, HO HAMA KIIMHHYEH OIHT NPH OCTAHAIHUTE MOKA3AHHA
(BxTe Touka 5.1). IIpenopbyea ce NeYeHHE Ha AeUA ¢ TM3HHOMPHI CaMO 3a XHUMEPTOHHA, HO HE U 33
OCTAHATIUTE TEPATIEBTHYHY MOKA3aHHA.

JIM3HHOTIPHII HE Ce MPenopbYBa MpH Acla MO 6-TOMHILHA BB3PAcT, WM TIPH AL ¢ TEKKO OBOpeHo
yepexkaane (GFR < 30 ml/min/1,72 m?) (BikTe TouKa 5.2)

Vnompeba om nayuernmu 8 cmapuecka ev3pacm
Knuuuunute U3cieaBaHna He ¢a YCTAHOBHIIH 3aBHCHMOCT MEXIY BB3pacTTa Ha NAllHCHTHTE H

cboOpaseHa ¢ NOBAHABAHETO HA KPBBHOTO HA/LATAHE.
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Ynompeba npu nayuenmu ¢ 6vbpeuna mpancnnanmayius
Toit kaTo HAMA OMUT ¢ IPHIOKEHHETO Ha BuTonpri npu nauHeHTH CHC CKOpOoIlUHa OBpOpeuna
TPAHCNIAANTALINA, JISYSHUETO UM C TOBA JIEKAPCTBO HE Ce Npenopb1Ba.

4.3 IIporHBONOKa3aHUSA

- CBpBXYYBCTBHTENHOCT KbM BUTOMPKI, HAKOE OT [TOMOIMHKUTE BEIECTRA, H30poeHH B ToYKa 6.1 1unu
Apyr ACE-uHxu0HTOP.

- AHaMHe3a 3a aHIHOeIeM MpH npeaiuecTeallo nedeHne ¢ ACE- HHXHOUTODH.

- XepeauTapeH WM MAHONATHYEH AHTHOEAEM.

- BTOpH WIH TpeTH TPHMECTHP OT OpeMeRHOCTTa (BHKTe Touka 4.4 U T. 4.6).

- B KOMOMHALMA ¢ AMHCKAPEH ChABPKALH IEKAPCTBSHH NPOIYKTH MPH MTAlUEHTH CBC 3aXapeH
,tuiaﬁe'r (Tun I unu II) uny cbe cpeAHo TeXKO J0 Texko 6vOpeuno yBpexaate (I'® < 60 ml/min/1,73
m-).

4.4 CnenHANTHH NpeRYNPeXICHHA H NPeANASHH MEPKH nNpH ynoTpeba

CumnmomMamuyHa xunomorus

CHMNTOMATHYHA XHMIIOTOHMA €€ Cpellla PAAKO NPH MALUEHTH ¢ HEYCIOKHEHa XHIEPTOHMA.
XUMOTOHUATA € NO-BEPOATHA NIPU ASXUAPATHPAHH NALUWEHTH WM TAKHBA C €1EKTPOIHTHA
HEAOCTATHYHOCT, NIPH JISHEHHE ¢ AUYPETULIM, TIPH AHETa ¢ OrpaHHYEH TIPHEM Ha COJI, CNe THATIH3A,
MpH MOBPBIAHE HIH IHAPUA WK NIPH NAUMEHTH ¢ TEXKa pEeHHH-3aBHCUMA XUTIEPTOHNS (BHXK T.4.5 H
T. 4.8). Tazu xUNoTOHHUA ce cboOLIaBa TMABHO NPH NALMEHTH ChC 3HAYHMA ChPICUHA
HEAOCTATHEYHOCT, MPUAPYXKCHA HITH He OT OBOpevYHa HEJOCTATBYHOCT, IPH NMALKMEHTH Ha TEparTHA c
OPUMKOBM JUYPETHIIH BEB BUCOKH JO3H H NpPH MALHEHTH ¢ XHIOHATPUEMHUs WM PyHKUHOHATHA
O6n0peuna HeaoCcTaThUHOCT. [IpH NALMEHTH ¢ MOBUILECH PHCK OT CHMIITOMATHYHA XHIIOTOHHA B
HAYaNoTo, JedeHnero TpadBa Aa ce HIBBPIURA M0 MOCTOAHEH NEKAPCKH KOHTPON. CHINOTO BAaXH U 33
[ALMEHTH ¢ HCXeMHYHA GONecT Ha ChPLETO HAH MO3BYHO-ChAOBA OOMECT, IPH KOUTO NPEKOMEPHOTO
[MOHWKABaHe Ha KPBBHOTO HAATaHE MOJKE 1a N0BERE N0 HH(APKT HA MUOKap/ia WIH MO3bUHO-ChI0B
HHIIUOCHT.

[Tpu noABa HA XUMOTOHHUA, MALMEHTHT TPAOBA 14 ¢C MOCTABU B JIETHAJIO MOJIOKEHHE H aKO €
HeOOXOMHMO 3 Ce [IPIIOKH HHTPABEHO3HO QH3HONOTHYEH pa3TBOp. KpaTkoTpacH XHMOTOHHYCH
OTrOBOP HE € NPOTHBOMOKAIAHKHE 33 AOMBAHUTEIHH 103U, KOUTO MOraT a ObAaT JaBaHH,
o6uKkHOBeHO Ge3 YCNoKHeHus, IIIOM KPBBHOTO HAJATaHe Ce MOBHIIK CIe yBenudasaHe 0beMa Ha
TCYHOCTUTE,

ITpd mMaLKUEHTH CBC CHPACHHA HEAOCTATEYHOCT, ¢ HOPMATHO WIH HUCKO KPBBHO HAJIATaHC, MOXE Aa
ce Habnogasa NONBIHHTENHO MOHHXABAHE Ha KPBBHOTO HANATAHE clel ymorpebara Ha BHTOTIPHN,
To3u edeKkT e npenBHAUM H OOMKHOBEHO He ¢ NPHYHHA 33 NPEYCTAHOBABAHE HA JICUEHHETO. AKO
XHUIOTOHHATA CTaHe CHMIITOMATHYHA € HeoOX0UMO J03aTa BUTOMPWI Aa 6bA¢ HaMalleHa HIIH fa ce
NpeyCcTAHOBU MPUEMBT.

Xunomonus npu ocmvp UHPAPKM HA MUOKAPOa
He Tps#6Ba Aa ce 3am04Ba JiedeHHE C BUTOTIPUI MPH ITALMEHTH € 0CTHP HHPAPKT HA MHOKAp/Aa, NIPH
KOHTO HMa PHCK OT CEpPHO3HO BAOLIABaHE Ha XEMOJHHAMHIHOTO CBCTOAHHE CNCH JIEYCHHE C
BasounataTop. Topa ce OTHACA 33 NAUHEHTH ¢bC CHCTONUYHO HaMAraHe, nmo-Hucko ot 100 mmHg
WJIH TaKHBa ¢ KapauoreHeH mok. I1pes mppeute 3 aHu crex uudapkra ao3ara Tpadea Aa Obae
HAMAJICHA, 4KO CHCTONHYHOTO Hanarane ¢ 120 mmHg wnu no-uucko. Moaxbpxarmara no3a tpabea aa
Obae HaMalieHa 0 5 mg HWIH BpeMEHHo 10 2,5 mg, ako cHcTonngHoTo HaAraHde € 100 mmHg nnu
MO-HHUCKO. AKO XHIOTOHHATA € NOCTOSHHA (CHCTOIMYHO HanAraHe oA 90 mmHg 3a noseye ot 1
qac), jedeHHeTo ¢ Butonpun tpabea ia ce npeycTaHOBH.

Aopmua wnu mumpanua cmeno3a /xunepmpoQuuHa KapouoMUuonamus

Kakto BcHukH ACE-nHXHOHTOPH, TaKa ¥ BUTONPHI Tp4a0Ba Aa Ce MpUara ¢ NOBHICHO BHHME
MpY NALMEHTH ¢ MHTPaJIHA CTEHO3a U.00CTPpYKIMA B M3X0/1a Ha IABaTa KaMepa, Karo aOpTHRA
UnH XUnepTpodHYHa KapAHOMHONATHA.

bvbpeuna nedocmamvunocm



[Ipu manmenTH ¢ 66peuHa HEAOCTAaTBYHOCT (KpeaTHHHHOB KIHPBHC <80 ml/min), HavanHaTa
I03HPOBKA HA BHTONPH TPpA6Ba N1a 6bae chobpaseHa ¢ kpeaTHHHHOBIA KIIHPHHC HA TALKSHTA (BHK
Tabnuua 1 B 1. 4.2), a cied TOBA, B 3aBHCHMOCT OT OTTOBOPA Ha MNalMEHTa HA JICYCHUETO. Pe/loBHOTO
HabmoAcHHAE HA KANHA U KPEaTHHHHA €A YacT OT pYTHHHATA MEAHLIHHCKA MPAaKTHKA IIPH TE3U
MaUEeHTH.

[TpH HAKOM MALUHEHTH ChC ChPACYHA HENOCTATHHHOCT MOXKE 12 Bb3HUKHE XHUIIOTOHHA CNE/ 3ano4BaHe
Ha nedeHne ¢ ACE-HHXuOUTOPH, KOSTO MOXE Ja NOBEAe 00 JONBIHMTENHO HAPYIIABaHEe Ha
6n0peunara pynkuns. MMa crobimeHus 3a octpa 6p0peuHa HEAOCTATEHHOCT B TAKHBA CHTYALUH,
KOATO OOMKHOBEHO e obpaTHMa.

I1pH HAKOHN MALMEHTH C ABYCTPaHHA CTEHO3a Ha OnOpeuHara apTepus WM CbC CTEHO3a HA apTepHATa
Ha eMHHCTBEH GBOpek, nekypanu ¢ ACE-uaxuburops, ce Habmonasa NOBMIIABAHC HA ypeATa H
CepyMHHA KpeaTHMHHH, KOeTo OOMKHOBEHO € 0GpaTUMO el peycTaHOBABaHe Ha TepamuaTa. Tosa
Baxky ocobeHo 3a manuenTH ¢ 6x0pevHa HEZOCTATHYHOCT. AKO € HATHIE H PpeHOBACcKynapHa
XUMEPTOHMA, HApacTBa PUCKBT OT OCTPA XUMOTOHUA W 6LOpeuHa HenocTaTEMHOCT. [1pn Te3x
MalMEHTH JedeHreTo TpAORA fa 3al0YHE MO HEMOCPENCTBEH IEKAPCKH KOHTPOJI ¢ HUCKH JIO3H H MPH
BHAMATENIHO fo3upane. Thil KaTo NeueHHe ¢ AuypeTHIM Moxe aa 6sae dakrop, KONTO a AOTIPHHECE
32 MOBUIIIABAHE HA CTOMHOCTHTE HA YpesATa H CCPYMHUA KPEaTHHHH, NpPe3 ITbPBHTE CEAMMIM 0T
fedeHreTo ¢ BUTONpHN TEXHUAT MpreM Tpalea na 6nje npekbeHat u Tpadea fa Obje NpocnennBana
610peunara QyHKIUA.

TTpH HAKOM MALMEHTH ¢ XMIEPTOHUA Ge3 BUAMMO ChInecTBYBaum G0peunn 3a00ni1BaHuA ca
YCTAHOBEHH MOBHILICHH CTOMHOCTH Ha ypes H CepYMEH KPEaTHHHH B KPBBTa, 0OHKHOBEHO
HE3HAYUTENHH ¥ MPEXOAHH, 0cOGEHO KOTaTo BUTONPH € MPMEMaH eJHOBPEMEHHO C AMYPETHLH. ToBa
¢ NO-BEPOATHO Ja ce Habli0/1aBa IPH MTALHEHTH C Bede ChIlecTBYBallla 6r0pedHa HEAOCTATEHHOCT. B
TAKHBA CIIy4aH MOXKE J1a ¢€ HANOXKH HaMaNsBaHE HA 103aTa WK NPEKbCBAHE HA THYPETHKA H/UnH
Buroripuin.

[TauMeHTH ¢ 0CTHP HHAPKT Ha MUOKap/a He TpaOBa Oa 3ano4Bar J¢UeHHe ¢ BUTOIIPHI, aKo HMatT
CHMIITOMM Ha OTKJIOHeHHUs B OpOpeuHara GpyHKIMA, JepuHMpPaHH ¢ KOHUEHTPALHA HA CCPYMHHA
KpeaTHHUH, Hanpumasawa 177 pmol/l w/unu nporenHypus, Hansumasaina 500 mg/24h. Ako
MaUHeHTET pasBie 656peyYHa HeIOCTATHYHOCT MO BPeMe Ha JICICHHETO ¢ BUTOMPHIT (CepyMHa
KpeaTHHHHOBA KOHLEHTpallis, HaBuIasama 265 micromol/l wim yaBosBane Ha 6a30BHTE
KOHIGHTPALIMH HA CEPYMHHA KPEATHHHH), IPHEMBT HA BUTOTIPUIT TPAOBA Ja C€ NPEYCTAaHOBH.

Cepvxuyscmgumennocm / aH2U0E0eM

MuMa cooOnieHus 3a peAky CIyuan Ha aHTHOAEM Ha JIMIETO, KpaliHULuTe, YCTHHUTE, €3HKa, [OTHCA
H/MITH TAPHHKCA TIpH mauneHTH iexyeanu ¢ ACE-unxuburopu, BrmounTenHO H BuronphiL. Tosa
MOKE A4 ¢¢ MPOSBH 10 BCAKO BpeMe Ha TepanusATa. B Takupa cirydan, NpHEMBT Ha Buronpun tpabea
Aa OBje cnpsAH He3abasHO U Aa 6B€ HA3HAYEHO NOAXOJALIO JICUEHRE N0 HaOMOACHHE K0 IIBHOTO
u3ye3BaHe Ha cuMnToMETe. JIOPH U B CTYHaHTe, KOTATo MOAYT € CaMO €3UKET, 03 pecnHpaTopeH
AMCTpEC, MALIHEHTHT MOXKE Aa CE HyXaae OT NMPOABIKHTENHO HabMOACHHE, ThH KaTo NEHSHHE ¢
AHTHXHMCTAMHUHH ¥ KOPTHKOCTEPOHAY MOXKE N1a HE € IOCTATBYHO.

MHoro panKo ce cro0iasa 3a CMBPTHH CITy4aH, ABJIKALIM Ce Ha aHTHOEAEM, CBBpP3aH C TapHHICAICH
efleM WIH e0eM Ha e3WKa. AKO aHTHOoeieMa BKII0OYBA e3HKa, TNIOTHCA HIH JIAPHHKCA € TIO-BEPOATHO 2ia
HACTBIM OGCTPYKUHA Ha AUXATEIHHTE NbTHINA, 0COGEHO NMPH NAIMECHTH ¢ ONEPALHA HA AHXATCTHATE
mbTHINA. B TakuBa ciydan € Heo6X0AMMO Ja Ce 3anoyHe HezabapHo NeueHKe. To MoXke Na BRIOYB2
mpHeM Ha apeHaANHH WHIM NoAABpXKaHe Ha aumaneto. [TauueHTsT TPsAOBa Aa Obae noa
HEMOCPENCTBEHO JICKapcKo HadMoAEHHE 0 MBIHOTO OT3BYUABAHE HA CHMITOMUTC.

[pu yepHOkOXH MatueHTH BEpoATHOCTTA ACE-HHXHOMTOpHTE A2 NPEAU3BUKAT AHTHOC/ICM € T10-
rofsaMa, OTKOJKOTO MPH NAaUUEeHTHTE C IPYT LBIT Ha KOXaTa.
[Tpy maupeHTH ¢ aHaMHe3a 3a aHTHOSEM, KOHTO He € CBBbp3aH C MpHEM Ha ACE-nnxudfOpi
ChIECTBYBa MOBMILICH PHCK OT aHTHOAEM IpH ynotpebara um (Bix 1. 4.3). &




Anaunaxmuunu peaxyuu npu nayueHmu Ha Xxemoouanrusa

CpobiteHo € 3a anapHIaKTHYHH PSAKIMH MPH MAUMEHTH, MOAN0XKEHH Ha JHATH3A C
BUCOKOIPOMYCKIHBY MeMbpanu (Hanp. AN 69) u B chiloTo BpeMe NekyBani ¢ ACE-unaxuburop. [lpu
Te3H NMaLHMeHTH TpA0Ra Aa & M3MOJI3BAT APYrH JHANUIMPAIIH MeMOpaHH WK a CE H3MOJI3BAT APYTH
JIEKAPCTRA 3a JICUCHHUE HA XHIIEPTOHHA.

Anapunaxmuynu pearyuu no epeme Ha LDL-nunuona agepesa

JKuporosacTpamasaiy aHaQHUIAKTHYHE PEAKLHH Ca Bb3MOKHH IIPH NaUKHeHTH Ha eueHHe ¢ ACE-
UHXUOHTOPH, mpeThpnens LDL (MurnonpoTedHy ¢ HUCKA MIBTHOCT)-adepesa ¢ AeKCTpaHCydar.
Tesu peakLH ce H30ATBAT KaTO BpEMEHHO ce npekbeBa Tepanuara ¢ ACE-HHXHOHTOpA Npexy BCAka

adepesa.

Anadunarmuunu peaxyuu no speme Ha 0eceHcubuuzayus

[Mauuent, npuemamid ACE-HHXHOMTOPH Mo BpeMe Ha JieueHue 3a AeceHCUOMNU3aumA (Hamp. ¢
OTPOBA OT LIHIIOKPHAN), MOTAT Aa MOJy4YaT TEXKH aHaduNaKTHYHA PEeaKUdH. Te3n peakiui MoraT Ja
OBaar H3berHatH, KaTo BPEMEHHO ce NMpeKbCeHe NpueMbT Ha ACE-HHXUOHTOPH, HO MOTaT A3 ¢¢
MOABAT OTHOBO NPH MOBTOPHA HEBHUMATENIHA YIOTpeda Ha TaKiBa NEKapCTBa.

Yeproopobua HedocmamuvuHoCm

Jleuenne ¢ ACE-MHXUOHTOPH MHOTO PAIOKO C& CBBP3BA ChC CHHIPOM, 3aMoYBall ¢ XOJCCTATHYHA
¥BJITCHHKEA, IPOrpeCHpalla 10 YSpHOIpOoOHa HeKpo3a ¢ daTalneH

H3X0/l B HAKOU cny4yad. MexaHu3MBT Ha TO3H CHHAPOM HE € U3IBECTEH. AKO MMALIMCHTH HA TCYCHUE ©
BHTONPHN Pa3BHAT XBJITEHHIA HIK MOKAXKAT MOBUIICHHE HA YEPHOAPOOHHTE EH3UMH, IPHEMBT HA
J1eKapCTBOTO TPA0Ba Aa ce MPEYCTAHOBH U MALMEHTHLT NOAJISKH HA NEKAPCKH KOHTPOJIL.

Heymponenus / azpanynoyumosa

HMa choOLieHHA 32 HEYTPONICHUA / arpaHyNOUUTO3a, TPOMOOLMTONICHHA ¥ aHEMHA NPHU NALMEHTH,
npuemam ACE-uuxuGuropu, [Tpn mauueHTH ¢ HopManda Ob6peyuna GyHKUH 1 6e3 ApyrH
YCROXHABAWH (aKTOPH, HEYTpONeHHS Pb3HMKBA pAiko. HeyTponeHHATa H arpaHyJIOLMTO3aTa Ca
oGpaTM¥ ClIER NpeycTaHoBaBaHe Ha nevennero ¢ ACE-nxuburopa. Buronpun Tpsaéea Aa ce
H3MO3Ba ¢ 0cofeHO BHHMAaHUE MPH MALMEHTH ChC CUCTEMHH 3a00N9BaHH Ha ChCAUHUTENHATA
ThKaH; IALIMEHTH, JIEKYBAHH ¢ HMYHOCYIIPECOPH; TALMEHTH, JIEKYBaHH ¢ ANOMYPUHOI HAH
NPOKAWHAMMJL H/IY NAHEHTH, TIPH KOUTO € HANMIE KOMOHHALHA OT TE3H YCAOXKHABAINH (aKTOpH,
ocobeHO ako MMaT HapylueHa 6b0peuHa gyHkiMs. [TpH HAKOH MALHCHTH MOTAT Aa C¢ Pa3BHAT
CEPHO3HH MHPEKIUH, KOUTO B pelKH CyYay He Ce MOBMMABAT OT HHTCH3HBHA aHTHOHOTHYHA
Teparms. [IpH TakuBa MAlMEHTH € HeOOXOMUM NMeproAHYeH KOHTPON HAa HUBaTa Ha OelMTe KpbBHU
knetxy. [TauuerTrTe TpabBa Aa choOLIABAT 32 BCEKH NPU3HAK 3a HHPEKIMA.

Hsotina 6r0xa0a HA PERUH-QHZUOMEHIUH-ANOOCMEPOHOEAMA CUCTREMA C ARUCKUPEH
CHOBPACAWU NeKaAPCMEEHU NPOOYKMU

HBoiina 61okana Ha peHHH-AHMHOTCH3IUH-ANAOCTEPOHOBATA CHCTEMA € BEPOATHA NIPH
KOMOWHYpaHO NeueHHe Ha JIM3MHOMPHI € aJIACKUPEH. 3aTOBA HE C& NIPENOPHYBa

€ AHOBPEMEHHOTO UM MPHJIAraHe, NOpagl BUCOK PUCK OT Pa3sBHTHE Ha XHMOTOHHSA,
XUnepKagHeMHs ¥ poMeHH B Gs0peuHaTa gynxuus (BHAKTE TOUKa 4.5).

Paca
[Tpu gepHoKoXH NaUAeHTH BeposTHOCTTA ACE-uHXHOHTOpHTE 12 NPSAM3BHKAT AHTHOEKEM € I10-
rofAMa, OTKOJIKOTO TIPH MAMEHTHTE ¢ APYT UBAT Ha koxara. Butonpun, kakto u apyrure ACE-
MHXHOUTOPH, MOXE Jia € NO-MAIKO €peKTHBEH NPH TePHOKOKH HaleHTH, OTKOIKOTO NpH
NALMEHTHTE ¢ IPYT LBAT Ha KOXara, Hali-BepoATHO TOpaJii HUICKHTE HUBA HAa PCHHHA NPH
YepHOKOXKATa MonynanHd, CTpajalla OT XHIEePToHHA.,

Kawnuya




Cpo6iapa ce 3a noAsaTa Ha Kaluumiua no speMe Ha ynotpedara Ha ACE-unxudurops. Tasu kamnuia
€ HeNpOoAYKTHBHA, IEPCHCTHPALLA U MPEMHHABA C/ie]l CIHpaHe Ha JieyeHueTo. Kaunuiara,
npenuisakana oT ACE- unxuburopn, TpabBa aa ce HMa npeABH mpy AxdepeHLHaNHaTa AHAarHo32
Ha KalTHIATA.

Xupypzusa / anecme3susn

Butonpun Moxe Aa 610KHpa BTOPHIHO GOPMHPAHETO HA aHFHOTEH3HH 11 cliell KOMIIEHCATOPHO
ocBo00XOaBaHe Ha PEHHH MPH NALMCHTH, OAIOKEHHN HA 3HAYUTSIIHH XHPYPTHYHH HHTCPBCHIMM HITH
HA aHECTE3HA C JICKAPCTBA, MOHIKABALIM KpBBHOTO Hanarane. Karo pesynrar ce nony4yana u3paseHa
XHMOTOHUA, KOATO MOKE Ja C& KOPUrHpa Ype3 BIMBAHE Ha MI1a3MO3aMECTHTEIH,

Xunepxanuemus

[To Bpeme na neyerne ¢ ACE-MHXuGHTOPH, BKIIO9IMTENTHO Butonpun, Moxke fia ce Habnmoaasa
MoKaYBaHe HHBOTO HA CEpYMHHA Kaluil [PH HAKOM MauMeHTH. [1aleHTH, NpH KOHTO HMA PHCK Oa ¢
NpOABH XHIIEPKATHEMHA, Ca Te3H ChC ChIIECTBYBAINA OBOpeYHa HEAOCTATHYHOCT, AHabeT Uy
NpUEMALIH KUTHH-CEXpaHABALH JUYPETULH, XPAHUTETHH R00aBKH, ChABPKAINM KaNuii MK Kanui-
CHABKAIIH COJIH (HAlpUMep AMECTHYHA COM), WM APYTH JIEKapCIBa, MPEAH3BUKBAIOM 3HAYUTEITHO
yBeJIHYaBaHe HA CEpYMHHA Kanui (Hanp. XxenapuH). AkO ¢AHOBPEMEHHOTO H3NOM3BAHE Ha NOPHHTE
MPOAYKTH € TTOKa3aHo, HHBOTO HA CEPYMHHA KA TpAOBA a ce KOHTPONAHpa MEPHOAHYHO [0 BpeMe
Ha NIEYeHUETO (BUXK T. 4.5).

Jluabemuyu

[IpH nauyeHTH, TPUEMAIIH IEPOPANHO ARTHAHAOETHHU fieKapCTBa WIIH MHCYIHH, TPS0Ba 1ia ce
OCBLISCTBABA HEMOCPSACTRCH MMKeMHYEH KOHTPOI 0 BpeMe Ha ITBPBHA Mecel] OT JICYCHHETO C
ACE-unxu6urop (sux 4.5 BaauMonelicTHe ¢ ApyTH JA€KapCTBEHH NPOAYKTH H APYrH (OpMH Ha
B3aUMOJCHCTBHE).

JTumuu
[To npuuumMn koMOUHAIMATA HA MUTHIT ¢ BHTONpIN He ce npenopbyBa (BHX T. 4.5).

Bpemennocm

ACE uHxu6utopH He Tpabpa fia ce ynorpebsasar 1o BpeMe Ha 6peMeHHocTTa. AKO Nedenneto ¢ ACE
MHXHOUTOD € HATIOKHTENHO, MALMEHTKUTE, TTaHKpaiy OpeMeHHOCT TpAOBa fa 6BAaT NOANOKEHH HA
ANTEPHATHBHO AHTHXHNEPTEH3HBHO JICYEHHE ¢ YCTAHOBEH Npodut Ha 6e30MacHOCT IpH OpeMEHHOCT.
Koraro ce ycranoBH Gpemennoct, neueHueTo ¢ ACE naxuGurop Tpabsa aa 6bae npeycraHoBeHO
BE3MOMKHO Halt-6Bp30 H Ja ce NPEMUHE KbM aNTepHATHBHA Tepamus (BUXK T. 4.3 U T. 4.6).

4.5 BaaumogelicTBHe ¢ APYITH JEKAPCTBEHR MPOAYKTH H APYTH (hopMH HA B3aNMOACHCTBHE

Jpyeu anmuxunepmen3usnu nexapcmea

EnHospeMeHHATa ynorpeba ¢ aHTUXUIEPTEH3UBHY JiekapcTBa (HAMPUMEP IMHLICPHN TPHHUTPAT H
ApYTH HATPATH WIK APYTH BA3OQWIATATOPH) MOXE A2 3aCH/IM XHMOTEH3UBHUA edext Ha Buronpun,
EnHOBpeMeHHaTa yrnoTpeda Ha BHTONPMI ¢ ankCKUpeH ChABPKAIIHN NeKapcTBa TpA6Ba na ce u3dArea
(Bx. T.43 uTt44).

Huypemuyu
OBMKHOBEHO TIOHIDKABALLHA KPBBHOTO HAATAHE SEKT Ha BHTONPHJII C¢ YCHIBA NPH €JHOBPCMEHHO
npueMaHe Ha AMypeTHUH. [lanueHTH, npueMalli AMYPETHLH, H TIO-CMNICIHANHO TE3H, KOWTO 0TCKOPO
ce NeKyBaT ¢ AMYPETHIIH, MOTAT TIOHAKOra NPH 3a104YBaHe HA JICYSHHE ¢ BUTONPHWI Aa MONYYAT CHIIHO
MOHUXAaBaHE HA KPHBHOTO HATIAraHe, PUCKBT OT CHMITTOMATHYHA XHIIOTOHHA [0 BPEME HA JICHCHUE C
BUTOIIPHJI MOX€ Ja C€ HaMaJIi upe3 CUpaHe Ha AUYPETHKA Npeand HavyanoTo Ha JICHEHUETO ¢ ToBa
JeKapcTBO (BHK T. 4.4 U T. 4.2).

Xpanumennu 006aexu, CbOBPACAUU KATUT, KATUE-COXPANABAWY U OUYPEMUYL WL NPUEM
CLOBPICAZYY CONU




Bhnpekd ge npH KIHHWYHUTE H3NKUTBAHUSA HHBATA HA CePYMHMA KalHil OOHKHOBEHO Ca OCTABAIH B
HOPMaJHH MPaHULIH, B3MOKHO € Oa BE3HHKHE XHIIEpKaRHeMHs MpH HAKOU NauueHTH. PHCKOBHTE
daxTopu 3a pasBHBaHe Ha XHNEPKATHEMHU BKIIOUBAT ObOpeuHa HeNOCTAaTBYHOCT, AHA0ET, NIPHEM Ha
KaJHIi-ChXpaHaBaillH JHYPETHIH (HAIIp. CIIMPOHOIAKTOH, TPHAMTEPEH HIH AMANIOPHA), MPHEM Ha
XPaHHTENHH JOGABKH, ChIBPXATLH KATHH HIIH IPHEM Ha KallHii-ChAbPKANIM cONH (HAanp. AHETHYHA
con). Ynorpebara Ha XpaHUTENHH A00ABKH, CHIBLPKAIM KATHH, KATHH-ChXpaHABALH AHYPCTHLH
WM PHEM HA KAIHH-CHABPKAIM CONH {Hanp. ANETHYHA COJ) OT MallHeHTH ¢ HapymeHa ObOpeHa
PyHKIMA MOXKE Aa AOBEAE A0 3HAYHTENHO MOBRIIABAHE HA HHBOTO HA CEPYMHHUSA KATHH. AKO
JIH3HHOTIDHA Obae NpHUeMaH ChbBMECTHO ChbC CANUIHYPETHLIH, MOXKE M3 CE MOABK XUITOKATHEMHA,
IPEXH3BUKAHA OT TE3H JUYPETHIIH.

Jlumuii

Hma cholineHusd 3a o0paTUMO NOBUINABAHE HA TOKCHYHOCTTA M HA CEPpYMHNTE KOHICHTPALHH Ha
JIMTHH NpH eAROBpeMeHHaTa My yrnoTpeda ¢ ACE-uHxu6uTopu. CrBMecTHaTa ynoTpeda Ha THa3HIHH
mayperii U ACE-nHXHOUTOPH MOKE Aa YBENUYH PHCKA OT THTHEBA TOKCHYROCT H Aa 3aCHIIH BEYC
CHUIECTRYBAILA Takasa. EqHOBpeMeHHa ynoTpeba Ha NU3UHOIIPHN H NMHTHI HE € IPenopBYUTENHA, HO
aKo O0CTOATEACTRATA HANAraT TakaBa KoMOHHALAA, TpaOBa Aa 6BAAT NPOCACAIBaHA BHUMATEMHO
HHBATA HA CEpYMHHA JIMTHH HA NALHCHTA,

Hecmepouduu npomusosvsnanumennu nexapcemaenu npodykmu (HIIBC) 3aedno ¢ ayemucanuyunoea
Kucenuna > 3g/0neéHo

MMpoaemxuTennuaT (XpoHudeH) mpueM Ha HIIBC moxe Aa HaMauM aHTHXHIEPTOHHYHHA eekT Ha
ACE-unxuburopa. HIIBC u ACE-uHxuburopire oka3saT AOIMbAHUTEIHO BAMAHUE BEPXY
MOBULIABAHETO HA HUBOTO HA CEPYMHHSA KaMii, KOETO MOXE Ja IOBEAE A0 BoMaBaHe Ha Ob0OpevHaTa
dyuxims, Tosu edekt o6uKHOBEHO € 06patuM. B penky cny4an Moxke Ja BB3HHKHE OCcTpa Ob0OpedHa
HEAOCTATHYHOCT MPH NALUEHTH ¢ HapylueHa OnOpeuHa QyHKLHA, KaKTO ¥ NIPH MALHCHTH B CTapyecKa
BBL3PACT HIH ASXHOPATHPAHH NALMEHTH.

3naro

HutpuToMaHu peakliui (CUMOTOMHU Ha Ba3OAMJIATALMA, BIJIOYBALlIA 3aYepBABAHE, MPHJIOMABAHE,
3aMaAHOCT U XHMOTOHHA, KOHTO MOTAT Aa OBJAT TEXKKH), B pe3yNTaT Ha NaPEHTEPATHO MPHIOKECHO
31aTO (HampUMep HATPHEB aypOTHOMAIIAT) ¢ JOKNaABAHH MO-YECTO NPH NAUMEHTH MOJUIOXKEHH Ha
tepamnua ¢ ACE-unxuburopu.

Tpuyurnuuny anmudenpecanmu / aumuncuxomuyu / anecmemuyi

ExnoBpeMenHarta yriotpeba Ha ACE- nHxuOHTOpH € ONpeeneHH aHECTETHLH, TPHIHKITHYHA
AHTUJICTIPECAHTH H AHTHICHXOTHLM MOXKe fAa JAO0BeAc A0 AONBIHUTEIHO MOHMKaBaHE Ha
KPBBHOTO HanAraHe (BUXK T. 4.4).

Cumnamurxomumemuyu
CHMNATHKOMUMETHIIH MOFAT Ja HaMaNAT aHTHXUNEPTeH3UBHUS edekT Ha ACE-uHXUOUTOpHTE.

Anmuduabemuyu

EnuaeMUONOTHYHATE H3C/eABaHHA NI0KA3BaT, Y€ CHBMECTHOTO npunoxenne Ha ACE-HHXWOUTOPH U
aHTHIHaOeTHH cpeacTBa (MHCYN|H, IepOpaTHY aHTHIHAOETHH NEeKapcTBa) MoXe Aa NPHUHHH
3aCHJIBAHE Ha eeKTa Ha MOHHKABAHE HA ITIIOK034Ta B KPBBTA C PHCK OT XHnornukeMus. {lo-
BEPOATHO € TO3H (EeHOMEH 13 Bh3HHKHE TIPe3 MbPBUTE CEAMHLH 0T KOMOHHHPAHOTO NEYCHUC H NIPH
namieHTH ¢ 60peyHa HeAOCTATBYHOCT.

Ayemuncanuyunoea Kucenura, mpombosumuy, bema-onoxepu, Humpamu
Butonpun Moxe fa 6bae ynoTpeSasaH eAHOBPEMEHHO ¢ ALETHICANHIMIOBA KHCENHHA (B
H3[OI3BaHU B KapAHONOTHATA ), TPOMOONUTUIH, HeTa-0/10KEPH H/MJIM HUTPATH.

4.6 DepTHAUTET, GPEMEHHOCT H KbpMeEHe




Bpemenuocm

Ynotpebata Ha ACE HHXUOGHTODH € IMPOTHBOIOKA3aHa N0 BpEME HA MBPBHA TPHMECTHP Ha
O6peMeHHOCTTA (BIOKTE Touka 4.4)[[poTHBONOKa3HO € fa ce npueMaT ACE HHXHOHTOPH Nnpe3 BTOPHA K
TPETUA TPHMECTELP OT DpeMeHHOCTTA(BIDKTE TOYKA 4.3 1 4.4).

EmipeMuoNorfaHUTE NpoyuBaHHA 10 OTHOLICHHE Ha PUCKA OT TepaTOreHHOCT B PE3yATaT Ha
npwioxkenne Ha ACE HHXHOGHTOPH MO BpeMe Ha MBPBHA TPHMECTHP OT OpEMEHHOCTTA HE Ca HAITB/IHO
yOeHTENHNA; IEKO TMOBHILEH PUCK, 00aue, He MOXE J1a ObJie H3KMKYEH. AKO MPOAB/IKABAHC HA
nedennero ¢ ACE HHXMOHTOp HE € HAIOKHUTEIHO, MAllHEHTKHTE, TNaHHpaly GpeMeHHOCT TpAbBa na
NpEeMHMHAT HA AITEPHATHBHO AHTHXKMEPTEHIHBHO JieueHHe ¢ Jo6pe YCTaHOBEH NIPOdHI HA
6e30macHocT 1o BpeMe Ha 6pemmeHocT. Korato GpemMenHocTTa € MOTBhpACHA, nedenuero ¢ ACE
HHXHOUTOP TpAOBA A ce IpeyCcTaHOBHM He3a0aBHO M Ja 3al04HE ANTePHATHBHA TEpalHA.

Ynotpebata Ha ACE-HHXHOGHTODP Npes BTOpHA H TPETHA TPUMECTBP HA OPEMEHHOCTTA NPENM3BHKBA
($ETOTOKCHYHOCT MpH Xopa {BnoluaBate Ha Ob0pedHarTa PpyHKIHA, ONHMOXUAPAMHMA, 9€PETIHO-
JHLEBH NedOopMaLK) U HEOHAaTaNHa TOKCHMHOCT (6b0peuHa HEAOCTATHYHOCT, XMNOTOHHUA,
XHMEpPKATHEMBA - BUK ¢blo T. 5.3). [IpenoprunTento e HabmoaeHue Ha 650peunara PyHKLHA U
Yyeperna Ha TUI0Aa OT BTOPHS TPHMECTBD Ha OpeMeHHOoCTTa, aKko excnosuuuAaTa KbM ACE uHxuburop ¢
NPOILIDKKIA TIPE3 BTOPHA B TPETHA TPHMECTLD Ha OpEeMEHHOCTTA.

KnpMaueTa, KOUTO ca Grin H3aoxkeHn BpTpeMaTouno Ha ACE unxubuTtopH, TpaOBa Aa ce HicaeaBar
32 XHIIOTOHHA (BIDKTE TOMKA 4.3 1 4.4).

Kvpmene

He e u3BecTHO Aany BUTOTIPHA ce €KCKpeTHpA B YOBEILKATA KbpMa. YNoTpebaTa Ha BuTonpun no
BpeMe Ha KbpMEHE He € MPeNoPBYHTENHA H € NPESAONBYUTENHO A3 CC IPEMHHE KbM ATTEPHATHBHO
neveHue ¢ 1o0pe ycraHoseH Mpodun Ha 6e30MacHOCT MO BpeMe Ha KbpMEHE, 0COOEHO IPH KbPMEHE
Ha HOBOPOJECHO WITH MPESKACBPSMEHHO POACHO AeTe

4.7 EdexTH BLPXY ¢nOCOOHOCTTA 32 MIoPHPaAHE H padoTa ¢ MAIIMHH
Tpabpa na ce iMa NpeABHA, 4 CNOCOOHOCTTA 3a AKTHBHO YYACTHE B METHOTO ABHKCHUC HITH Ja €&
YNPaBAABAT MALTHHHA, MOXKE IMOHAKOra Aa Oble HaMaNieHa NOPal CBETOBBPTEK HIIH OTIATHANOCT.

4.8 HexxeNnaHy eKapcTBEeHH peakuuu

CnenHuTe HEXKEIAHA peakuMi, Ha0naaBaHy W AOKJIAABAHK 110 BpEME Ha JICHCHHE ¢ BUTONPHA H
mpyru ACE-HHXHOMTOpH, €a OAPENEeHH IT0 9E€CTOTA, KaTo Ce H3MON3Ba CICAHATA KIacCH(PHKALIHA:
Muoro yectd (=1/10); 9ectr 21/100, < 1/10); Hewectn >1/1000, < 1/100); peaku

>1/10 000, < 1/1000); muoro peaku (< 1/10 000), ¢ Heus3pecTHA YecToTa (OT

HUTHYHHTE JaHHH HE Moxe Jia OBbJe HAapaBeHa OLICHKA).

HapymeHnns Ha KPLETS 4 JHMPHATA CHCTEMA!

Peodxu: TToHRkaBaHe Ha XxeMorjioOHHa, NOHHKABAHE Ha XEMATOKPHTA.

Mrnozo peoxu: KOCTHO MO3BYHA JEMpecHsa, aHeMus, TpoMOOLMTONCHHS,
JIEBKOTICHHA, HEYTPOIEHUA, aTPaHYNOUMTO3a (BUK T. 4.4), XeMONHTHYHA aHEMUA,
nuMdaneHonaTHs, ABTOMMYHHO 3a004BaHe.

Hapymienua Ha MeTa00AH3Ma H XpaHEHETO:
Muozo pedxu: XANornuKeMHa

HapyuieHHs HA HEPBHATA CHCTEMA M NCHXHYHH HAPYUICHHSA:

Yecrmu: CBeTOBBPTEK, rMasodonne

Heuecmu: TIpoMeHH B HACTPOSHHETO, TApeCcTe3is, BEPTUro, BKYCOBH HapyIlUEHH,
CMYLIEHHA B CBhHA

Pedxu. YMCTBCHH HApYIUCHWS

CobpaedHl M CHAOBH HAPYLEHHA:




Yecmu: OpTocTaTUYHH HAPYLUSHHSA (BKJI. XHITOTOHHS)

Hevecmu: Hudapkr Ha MHOKapaa HIH MO3BbYHO-CHAOB HHUMACHT, KOHTO MOXKE Ja A0Beae N0 TEXKA
XUNOTOHHA [TPH BUCOKOPUCKOBH NAaUUEHTH (BWXK T. 4.4), copuedueHe, Taxukapaus, CHHAPOM Ha
Peiino.

PecnapaTopan, rpbAHRE H MEAHACTHHAJIHN HAPYIICHHA:

Yecmu: Kanyua

Hevecmu: Punur

Mhuozo pedxu: bpoHxocnasbM, CHHYHT, aJICPrHieH ajlBEOSINT/ €03NHOMHINSA THEBMOHNA

CToMamno-YpeBHH HAPYIIEHHAS

Hecmu: [lnapus, NOBpBLIAHE

Heuecmu: T'anexe, kopeMHa 00JIKa M CTOMAIIHO pascTporcTBO Peoku. Cyxora B yCTaTa
Mrnoeco peoxu: IlaHKpeaTHTH, aHTHOSAEM, XETIATHT, K bITEHHLA, YepHOAPOOHA
HEeJOCTATHYHOCT (BHXK T. 4.4)

Hapymennst Ha KOXKATA K NOAKONKHATA THKAH:

Hewecmu: O6pue, copbex

Pedxu: CBpbeXYyBCTBATENTHOCT/ AHTHOHEBPOTHYEH OTOK: AaHTHOHEBPOTHYEH OTOK Ha JIHUETO,
KpalHHLUMTE YCTHHTE, €3HKa, ITIOTHCA W/HIN JapUHKCa (BUXK T. 4.4), yYPTHKapHs, alorneLums,
MCOpHa3HC.

Mrnozo peoxu: CuiTHO noTeHe, IEMMUryc, TOKCHYHA eNHIePMAaTHA HeKpoin3a, cMHApOoM Ha CTHUBbHC-
JOKOHCBH, epuTeMa My ATH(ROpME, KOXKHA NCEBI0IHMGOMA.

JepMaTONOrHyHHTE NpOMEHH MOTraT Aa ObAAT NPUAPYKEHK OT NOBHUIIICHA TEMIISPATYpa, BACKYJIUTH,
MHAJITHS, apTparns, NEBKOLUTO3a U/ UK NoBHILIEH ANA-THTBP, MOBHILEHA CKOPOCT Ha YTasBaHe Ha
EPUTPOLIHTHTE, €03HHOPWINS H TeBKOLIMTO3a, OOPHB, HOTOUYBCTBUTENHOCT.

Hapymenns Ha 610peLiyTe H THKOYHHTE NHTHINA:
Yecmu: HenpapunHo QyHKIMOHHpaHE HA ObOpeuuTe
Peoxu: Ypemusa, octpa 01L0peuHa HeAOCTATEYHOCT
Mnuozo peoxu: Onurypus / auypus

Hapymenns Ha penpoAyKTUBHATA CHCTEMA H 'bPAHTE:
Heuwecmu: UMnoTedTHOCT
Peoxu: 'MHekoMacTHA

OO0mu HapynmeHHs H ePexTH HA MACTOTO HA HPHJOKEHHE:
Heuecmu: YMopa, acreHns

HicaenBanusd:

Heuecmu. YBenuvyaBaHe Ha CEDYMHUTE HUBA Ha ypes, KPEAaTUHHWH, NIOBHLLIABAHE HA YEPHOIPOOHHTE
CH3IUMH, XHIICPKAJIHCMHA

Peoxu: 1lopuiilaBaHe HA HHBOTO HA CEPYMHHA OUMHpPYOHH, XUNMOHATPHEMHSA

JadHuTe 32 6€30NMacHOCT, MOJY4EHH NMPH KNMHUYHU [POYYBAHKA NMOKA3BaT, uye TEPANCBTHYHHAT
OTFOBOP KbM JIH3HHOMPWII € A00Bp NpH NEAUATPHYHH NALIHEHTH C XHIEEPTOHHA H NMPOPUILT Ha
6e30nacHOCT NpH Ta34 Bb3PACTOBA IPyNa € ChU3MEpUM ¢ nMpoduia Ha 6e30NacHOCT MPH Bb3PacTHH.

Crobiapate Ha IOAO3HPAHH HESXKEIIAHHU PEeaKIMH
CpobmaBaHeTo Ha HOJO3MPAHH HeXENaHH PEaKIMK Cliell paspellaBase 3a yNoTpedd Hautiug m
JIEKapCTBEHHS HNPOAYKT € BaXHO. TOBa MO3BOJIABA /14 IPOABIIKH HAOIIOACHUCH
CBOTHOIHNCHHETO IOJI3/PUCK 3a JICKAPCTREHHA NMPOAYKT, OT MEAULIMHCKUTE C e
M3HCKBA Jja chOOINABAT BCAKa MO03UpaHa HEXKelaHa peaKLua upes:

L
10 iman o



UanbauuTeiHA areHuus no jJekapcreara, ya. Jamau [pyee 8, 1303 Codus, renedon: +359 2
8903417, yebaapec: www.bda.bg

4.9 lpeno3upane

HMa orpaHuyenH JaHHU 3a NpeaosrpaHde npy xopa. B 3aBHCMMOCT 0T cTeNneHTa Ha Npeio3HpaHe
MOTaT [a Ce 04YaKBaT CICAHHTE CHMITTOMH: TEXKA XHIIOTOHMA, LI0K, EIEKTPOIMTEH AUCOAIaHC,
61BOpeuHa HeJOCTaThYHOCT, XHIIEPBEHTHIALMS, TAXHKAPAHA, ChpLicOHeHE, OpagHKapaua,
CBETOBBPTEK, O€3MOKOHCTBO H Kauwmna. [IpenopsuuTenHOTO NEUYCHHE [IPH NPEa03HpaHe &
HHTPABEHO3HA HH(Y3HA HA GPUIHONOTHYEH Pa3TBOP. AKO € HANHIIE XHIOTOHNA, MAHEHTHTE TpAOBa
I ¢ TIOCTABAT B JIETHATIO ITONIOKESHHE. AKO € BB3MOXKHO, MOXKE [1a € HanpaBy HHQY3HA C
arrnoTessud I W/unK Moxe 1a 6bae 06CHAEHO HHTPABEHO3HO TIPHIOKEHHE HA KATEXONAMHHH. AKO
Npego3UpaHeTo € HIBBPLICHO CKOpO, TpAOBa Ha ce npeAnpHeMaT MEpPKH 33 CITHMHHHPAHETO Ha
BUTONPHUI (Halp. NPEAUIBUKBAHE HA [IOBPBIUAHE, [POMHBKA HA CTOMAXa, PHNaraHe Ha abcopOeHTH
v Hatpues cyndat). Butonpun Moxe Aa ce OTCTpaHH Ypes XeMoAHanu3a (Bix T. 4.4 CreluanHy
npeaynpe;xxaeHUa ¥ CIIeNHaTHN NpeANa3Hl MepkH npd ynotpeba). [Ipn ycroliunBa Ha neucHHE
Opamukapans, TpaOBa na ce uinon3sa nekcMeiikep. Tpadsa yecTo Aa ce NpocaeaaBar XUIHCHUTE
NpPH3HALH, CEpYMHHUTE KOHLEHTpALUH Ha €CKTPONUTHTE U KpeaTHHHHA.

5. GPAPMAKOJIOrHYHH CBOUCTBA

5.1 .@apMAKOAHHAMHYHH CBOHCTBA
dapmakoTepaneBTUYHA Fpyna: HHXUOHUTOPHY Ha aHTHOTEH3NH KOHBEPTUPAIHA €H3UM.
ATC xon: CO9A AO3

MexaHHU3EM Ha AEHCTBHE

JIU3MHOMPHI € NENTHAKI AunenTHAa3a HHXuOuTop. Tol HHXHOMpa aHTHOTEH3HH KOHBEPTHPALIHA
ensuM (ACE), KoiiTo KaTanH3Hpa NpeBphIiAHETO HA AHMHOTEH3NH | BB BA30KOHCTPHKTOPEH MENTHA
aHroTeH3uH I1. AnrnotenssH Il ¢hINO CTHMYTHpA CEKPELIMATA HA ANAOCTEPOH OT Han6BOpeUHaTa
menyna. Huxubupatero Ha ACE poy 10 HaMANABaHE HA KOHIIEHTPAUHHTE Ha aHTHOTeH3HH 11,
BOJICIIO A0 HaMalIABaHE Ha Ba3OMpeCOpHATa AKTHBROCT U HAMAIABAHE CEKPELIHATA Ha aAOCTEPOH.
Hamangsanero Ha IUTA3MEHUTE HHBA Ha alIOCTEpOHA MOXKE a JOBeA¢ A0 MOBHIDABaHe HA CEPpYMHATA
KOHLICHTpALMA Ha KalH.

@apMakoAHHAMHYHH edexTH

Bhnpeky ye ¢ce Opeanosara, 4 MEXaHu3MbT, Ype3d KOWTO TH3HHONPHIBT NIOHHXKABA KPBBHOTO
HAIATAHE € OCHOBHO MOTHCKAHE Ha PEHHH-aHTHOTEH3HH-ANAOCTEPOH CUCTEMATA, TOH JSHCTBA CBINO H
MPH XHIEPTOHHYHH MAHUEHTH ¢ HYUCKA IUTAa3MEHa KOHUEeHTpaluiA Ha peHHH. ACE ¢ HACHTHYCH ¢
gunuHasa [, en3nmM, KoiiTo pasrpaxna 6panu kuHuHA. He € Beeolle H3ACHEHO JaaH NOBHIIABAHCTO
HA HUBATA Ha OpalMKUHUHA, CHICH Ba30JHAATATOPEH NENTH/, HIPae POJiA 3a TEPaneBTHYHOTO
JCHCTBHE Ha JIHIWHOMPHIL.

KnuaugHa eMKaCHOCT H O€30MacHOCT
BAUAHHETO HA JH3HHONPHA BEPXY CMBPTHOCTTA H 3a00J1€BaEMOCTTa OT ChpAeYHA HEAOCTATEIHOCT €
y3clIeBaHA, KaTo Ca CPaBHEHH MALMEHTH C IIPHEM Ha Bucoka Xo3a (32,5 mg uiH 35 mg AHEBHO) ¢
TAKHBa C IpHeM HA HHCKaA f03a (2,5 mg vy 5 mg aHesHo). [Tpu uacneasanu 3164 naiueHTH, 32
NepPHOA ChC CPelHA MPOABDKHTENHOCT 46 Mecela 3a NPEKUBENHTE MALHEHTH, NPH TTALMEHTHTE,
IpUeMallid BHCOKA H03a, HMa 12% HaMalcHHE Ha pHCKa OT CMBPT H XOCTINTaNH3alHA B
koMOUHMpaHaTa KpaliHa Touka 3a BCHdKH cmyyau (p= 0,002) cpeuty 8% namarnenue Ha p
CMBPT H ChPACYHO-ChIOBA XOCMUTATH3ALMSE B KOMOMHKpaHaTa KpaiHa TO4Ka 3a BCHYKH / e
naleHTHTe NpUeMani Hucka ao3a (p = 0,036). HadmonaBaHo e noHMKaBaHe HA PHCK? TS
cnydau Ha cMBpT (8%; p = 0,128) 1 oT chpaeuHocsaosa cMbpT (10%; p = 0,073). B nog
aHa/M3a OPOAT HA XOCHHTANM3HPAHMTE 3a ChPASHHA HEXOCTATHLUHOCT € HaManeH ¢ 249
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MpH MalHEeHTH, TeKyBaHH ¢ BHCOKa N03a JIH3IHHOIPHUI, B CpPAaBHECHHE C TC3H, JIEKYBAHM ¢ HHCKA 0034,
CHMNOTOMATHIHHTE NOM3H ¢a DOAC0OHHM MpU NAUCHTHTE, TCKYBAHH ¢ BHCOKH H HHCKH MO3H
NAU3HHOIMTPHIL.

Pesynrarure OT H3CICABAHNATA 110KA3BAT, Y€ 0OWHAT Mpodun Ha HeXXeTaHH ePEeKTH NOMyUeH OT
MALMEHTH JICKYBAHH C BUCOKH M HUCKH A03HM MM3HHOIPHI € moaodeH no ectecTBo M Opoii.
[TpenckasyeMuTe ChOMTHA, Bh3HMKHANM B cleAcTBHEe Ha ACE HHXHOHpaHETO, KaTo XHIIOTOHHS HIH
H3MeHeHHe B Ob0OpevHaTa QyHKLHS, ¢a JIECHO YNIPABAESMU U PAAKO BOJAT A0 NPEyCTAHOBSBAHC HA
neyendero. Kamnuuara e no-pAgko cpeliaHa Mpy NAHEHTH NEKYBaHH ¢ BUCOKH 0031 JIM3HHOMPHI,
OTKOJIKOTO IPH TE31 NEKYBaHH ¢ HHCKH.

GISSI-3 npoyuBaHe, MpH KOETO ¢ M3M0N3Ba 2x2 GaKkTopHaneH AU3alH 3a 1a ce CPaBHH €(eKTa OT
npueM Ha TH3HHOMPHI H MNMHLEPHI TPHHHUTPAT, IPHEMAHH CAMOCTOATENHO WIM B KOMOyHalus, B
npoAbhKeHre Ha 6 CEAMMITH M0 OTHOIEHHE Ha KOHTPOJIHA TPyNa nokassa, uye npH 19 394 nauueHTH,
KOMTO Ca OMIM TIOUIONKEHH HA JICUEHHE ¢ IM3HHONPUA B paMKHTE HA 24 vaca cle 0CThp HHGAPKT Ha
MHOKAp[a, AMA CTATHUCTHYECKH 3HAYHMO HaManABaHe Ha pHCKa oT CMBPTHOCT ¢ 11% (2p =0,03) mo
OTHOLICHHE Ha KOHTPOJHATA Ipyna.

HamanapaHeTo Ha pHCKa CIISH IIPHEM Ha TIMIEPWI TPHHUTPAT He € 3HATHMO, HO KOMOMHAIUATA OT
IH3MHOMPHN H TIHHEPH TPHHATPAT [MOKAa3Ba 3HAYAMO HaMa/aBaHE HA PHCKA 0T CMBPTHOCT C 17%
(2p =0,02). B moarpymnara Ha nauueHTHTe B CTapyecka Bh3pact (Haj 70 roauHu) U )XEHU, ONpeaeneHu
NpeABapHTENHO KATO NALMEHTH ¢ BHCOK PUCK OT CMBPTHOCT, ca HaboaaBaHH 3HA9MMO MoaoOpaBane
3a kKoMOHANpaHaTa KpaitHa Touka Ha cepAcuHaTa PyHKUMA ¥ HaMaldgBaHe Ha CMBPTHOCTTA.
KoM6uHHpaHaTa KpaifHa TOYKa 32 BCHUKH TIAIMEHTH JIEKYBAHH ¢ JIM3MHOMPUA B KOMOHHALMS OT
JTH3NHOIPWI 1 MIHUEPUN TPHHUTPAT B NPOABIDKCHUE Ha 6 CCAMHIM, KAKTO ¥ MPH MALIHEHTHTE OT
BHCOKOPHCKOBATA NOArPYIaTa JICKYBAaHH B IIPOXBHKEHHE HA 6 MeceLiad, ChILO MOKa3Ra 3HAYUM
npesaHTHBEH ePeKT Ha TuanHonpua. Kakro 61U Moo na ce o4aksa OT BCAKO JIEYCHHE C
8a30AKUIATATOP, CE YBEIMUABAT CIYYAHTe HA XMNOTOHHA H ObOpeyHa TUCPYHKLHA, CBEP3AHH C
NEYEHHETO ¢ MH3HHOMPHI, HO TE HE Ca CBBP3aHH ¢ NMPONOPLIMOHATHO HApacTBaHe HA CMBPTHOCTTA,

B apoiiHO-cNeny, paHAOM H3MPAaHH, MYITHICTPOBH NPOYYBAHKUA, CPABHABALIN JIM3HHOMPH ¢ GlIoKep
Ha KANHMEBUTE KaHANH, [IpH 335 XxunepToHui ¢ Auaber THN 2 M ¢ HaYanHa HedponaTus,
XapaKTEpH3HpalllA ¢ ¢ MUKPOANIOYMHMHYpUs, € npunaras nusuHonpua 10 mg u 20 mg qHeBHO B
NpoALIDKEHHE Ha 12 Mecela, BCIEICTBHE Ha KOETO € MOHMKEHO CUCTONHYHOTO/AHACTONMHYHOTO
KpBBHO Hamarade ¢ 13/10 mmHg u e HamMaieHa CKopocTTa Ha YPHHAPHATA EKCKpeLs Ha anbyMHH ¢
40%. CpaBHEHH C TALUHEHTH, NpUeMallly OJIOKEp Ha KAJTMEBUTE KaHATH H TIPH KOMTO NTOHKKABAHETO
Ha KpBEBHOTO HAJATaHEe € MOA0OHO, MALHEHTHTE, JIeKYBAaHH ¢ MH3HHONMPUI, MMOKA3BAT 3HAYHTEIHO M0-
roJsMa peayKIis Ha CKOpOCTTA HA YPHHAPHATA eKCKpeLlua Ha anGyMHH, KoeTo NoKa3sa, 3¢ ACE-
UHXHOUTOPHOTO AeicTBHE HA NU3UHONPHN HAMAIABA MUKPOAIOYMHHYPHATE Ype3 OUPCKTEH
MeXaHH3bM B OBOpetHHTE THKaHH, KaTO JTONbIHEHHE KbM NOHHKAaBallid MY KPBEBHOTO HANATaHE
edekT. JIeHeHHETO ¢ NMIMHOTIPUN HE OKa3Ba BIHAHUE BbPXY MNIHKEMHYHHUA KOHTPOIL, TOKA3aHO €
JIMICA Ha 3Ha9UM edeKT BBpXY HHBATa Ha riHkuparus xemornooun (HbAlc).

Ileguatpuyna nonynawud
B KIMHHYHO NpoyUuBaHe, BKIIOUBAWo 115 neaaTpiyHu MALHEHTH C XMIEPTOHHA, HA BB3PACT 0T 6
no 16 roaunu, ¢ TerecHo Terno noa 50 kg ca npuemanu 0,625 mg unu 2,5 mg uam 20 mg
NTH3MHOMPHI ¢AHOKPATHO JHEBHO U NALMEHTH C TeNecHo Terno Haa 50 kg ca npuemanu 1,25 mg,5 mg
i 40 mg TH3HHONMPHI €XHOKPATHO AHEBHO, B Kpas Ha BTOpaTa CEAMUIIA, TH3HHONPH NOHHKaBa
KPBBHOTO HAMATAHE NI0303ABHUCHMO C HEMPEKbCHATA AHTHXUMNEPTEH3UBHA €(PHKACHOCT, MPOABABAILA
ce MpY 103 NO-BHCOKH oT 1,25 mg.

To3u eexT ce NOTBbPKAaBa BbB (pa3ara HA OTHEMAaHE, KOraTo AHACTOHOTO HANATAHE CC NOBHUINIABA C
9 mmHg npu rpynara maue6o, JOKaTo NAUMEHTHTE, NPHEMAIH CPEIHH A0 BUCOKH A03H JIH3NH
ca GUNH ¢ TOCTOAHHM NokasaTeny. J0303aBHCHMHUAT AHTHXHUNEPTEH3HBEH €DEKT HA TM3HHO
NOCTOAHEH MPH HAKONKO AeMorpadCcku MoArpyIH: BE3pacT, 101, paca.

5.2.@apMaKOKHHeTHYHH CBOKHCTBa
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JIM3HHONPWIBT € MEPOPanHO aKTHBEH He-cynduapun-coaspxkam ACE- Hﬂmﬁmp .

Abcopbyun

Cnen nepopanHo NpHEMaHe Ha MU3MHOMPUN, THMKBT B TUIa3MEHATa KOHLIEHTpaLlKA c€ JOCTHra 3a
0KOJI0 7 Yaca, KaTO NPH NALMEHTH ¢ OCTHP HHMDAPKT HA MHOKApAa ChIICCTBYBA TSHACHLIMA 32
HE3HAUUTEHO YABKABAHE HA BPEMETO 3a IOCTHIaHe Ha MaKCHMAaJiHa Nna3MeHa KoHUEeHTpauud., [Ipu
KIMHHYHE NpoyYBaHud, Ha 0a3aTa Ha NONYUECHH CTOMHOCTH B OTAENCHATA YPHHA, CPETHOTO
aGcopOHUpPaHo KONMHYECTBO HA JIM3HHONPI € OKONO 25%, KaTo HHAMBHAYANHATA BAPHAOHIHOCT MPH
BCHYKHY 71031 (5-80 mg) e 6-60%. AGcomoTHaTa OHOHANMYHOCT HAMamABa g0 okono 16% mpu
NalHEHTH ChC ChpAedHa HeAOCTATHUHOCT. AGcopOuMATa Ha TH3IHHOMPHUIT HE CE NOBIMABA OT
eAHOBPEMEHEH MPUEM Ha XpaHa.

Paznpedenenue

JIH3MHONPHIBT HE €€ CBBP3BA CHC CEPYMHHUTE MIPOTEHHY, OCBEH C aHTHOTEH3HH-KOHBCPTHPALIHSA
ersuM (ACE). U3cneapaHus py [UTEXOBE MIOKA3BAT, Ye JIM3HHONPUILT MpeMHHaBa cnado npes
KpBhBHO-MO3bUHATA OapHepa. |

Enumunupane

JTH3MHOMPUALT He ce MeTaboNM3Hpa H ce EKCKPETHPa HAITLIIHO HENIPOMEHEH B YpHHaTa. BpemeTo Ha
NONYXKUBOT HA JIH3HHONPHA Clell MHOrOKpaTHO NpHioxkeHue ¢ 12,6 yaca. KIMpBHCHT HA TH3HHONPHI
IpH 3apasu noGpoBonitH ¢ okono 50 mi/min. [To-ronaMara 4acT oT aKTHBHOTO BENIECTBO CC OTACIA B
paHHaTa da3a, KoATO Np# HICKH KOHUEHTPALMH Ce MOCIEABA OT YABKEHA TepMHHAIHA (asa, KOeTo
He BOJM J0 KYMY/IHPaHe Ha jiekapeTBoTo, Ta3u TepmuHanHa dasa BepoaTHO ce Oa3upa Ha HACHTCHO
cebp3BaHe KbM ACE H He e nponopuyoHanHa Ha ao3aTa.

Yepnoopobra Hedocmanmvunocm

Hapyiena uepHoapoOHa GpyHKLHA MPH NALMEHTH ¢ LHPO3a HaManasa adcopOupaTa Ha JTH3HHONPHI
(okoo 30% ompeneNeHo B OTACIESHATA YPHHA), 8 YBEHYaBa eKCoHHpaHeTo (npubnusurento 50%)
B CPaBHEHHE ChC 3APABUTE HOOPOBOIM, KOETO Ce AB/LKH Ha 3a0apeHH KIHPBHC.

Bvbpeuna nedocmamvurocm

Hapymenus B 6s6peuHara GyHKIUA HAMANABaT OBOPEIHOTO eNMMHHHPAHE Ha IH3MHOMNPH, KOHTO C&
eKCKpeTHpa upe3 On0peruTe, Ho TOBa HAMANEHUE € KITHHUYHO 3HaYHMO CaMO KOTaTo CKOpPOCTTa Ha
rnoMepynHa GunTpaus e no-aucka ot 30 ml/min. [pn nexa xo cpeaHa OuOpedHa HEAOCTATHIHOCT
(kpeaTurnHOB KMpbHC 30 - 80 ml/min) cpenuute AUC cTolHOCTH ca ce MOBUIIMIHA caMo ¢ 13%>,
AOKaTO IpH ocTpa 6B6pedHa HeAOCTATEYHOCT € HaTHLE 4,5-MbTH HapacTsaHe Ha cpeaHuTe AUC
CTOMHOCTH (KpEaTHHHHOB KTHPBHC 5-30 ml/min). JIu3HHONPIWITBT MOXKE 1a GBI OTCTPAHEH YPE3
auanmsa. [To BpeMe Ha 4-4acoBa XeMOIHAMHA3A, INTA3MEHNTE KOHLEHTPALHHA Ha JTH3HHOMPHI
HAMAJXABAT cpeato ¢ 60%, npu auanmseH KHpBHC Mexay 40 u 55 ml/min,

Cupoeuna nedocmamyvyHocm

[TaugeHTHTE ChC CHPACYHA HEAOCTATHYHOCT HMAT YBETHICHA €KCMIO3UIMA HA NH3WHOMPUI B
CpaBHEHHE ChC 3ApaBHTe 206poBonuH (mosuiuasase Ha AUC crofinocTHTe cpeato ¢ 125%), Ho Ha
Ga3aTa Ha CTOMHOCTHTE ONpENC/ICHU B OTACNCHATA YPHHA, HAHIIE € eiHa HaManieHa abcopbuus 1o
okono 16% B cpaBHEHHUE CBC 3APABUTE A0OPOBONLH.

[leduampuuna nonynrayus
PDapMaKOKMHETHYHHAAT NPohH/ HA THIHHOMPHI € NIPOY4CH NMpH 29 neAHaTPHYHH MALKHECHTH C

XHTIEPTOHMA, HA BB3pAcT Mexay 6 u 16 rogunu, ¢ uanexc Ha I'® > 30 ml/min/1,72 m’. PaBHOBECHH
Ma3MEHH KOHUEHTPALIHA Ha TH3HHONIPE ¢¢ HabMoAaBaT 6 Yaca cefi mpunarane Ha 203 ot ,1
0,2 mg/kg, kato cTenenTa Ha aGeopGuuara, e okono 28%. CtoliHocTHTE ca NogOOHH HA TE
Bb3PACTHU.

Hadmogasarmte crofiHocT HAa AUC 1 Cmax npH ena B ToBa Npoy4YBaHe ¢a NoAoOHH
Habno1apaHu NPH BB3PACTHH.
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Iayuenmu ¢ cmapuecka gv3pacm
[MTaLKEeHTHTE B CTAPIECcKa Bb3pacT HMAT NO-BHCOKM CTOWHOCTH B KPbBTa U MoBHuIeHH AUC-
croitocTd (mpuOnmu3uTenHo ¢ 60%) B cpaBHEHME C MO-MIAAMTE MALKEHTH,

5.3. IpeaxnnHHYMH SaHHH 32 6€30MacHOCT

TTpeakIHHHYHHTE JaHHH 34 G€30MacHOCT He MOKa3BaT 0cobGeHH PHCKOBE 3a XOpaTa Ha 6a3ara Ha
TpafHUMOHHUTE GapMaKoIOTHYHH H3MHTBAHUS 3a 6e30NacHOCT, TOKCHUHOCT NPH MHOTOKPATHO
[punaraHe, FeHOTOKCHIHOCT, KapLUMHOreHeH edext. YcraHoBeHo e ye, ACE- MHXUOHTOpHUTE, KaTO
KJIAC, OKA3BaT BIHAHHE BhPXY KbCHOTO pa3BHTHE HA 3apoJHilia, KOSTO MOXE Aa AOBCIAC X0 CMBPT H
KOHFEHHTANTHH aHOMATHH, 0cOOEHO0 YepenHo-nuuepH aedopMauii. FiMa cpilio choOILICHNA 3a
eTanHa TOKCHMHOCT, 3a6aBAHe Ha BHTPELUIHOMATOUHNA pacTexk H oTBopeH ductus arteriosus. CMATa
ce, ue Te3W AHOMa/iH B Pa3BHUTHETO Ce AbkaT 0TYACcTH Ha npsikoto aeficreue Ha ACE-
HHXHOUTOPHTE BEPXY PEHHH-aHIMOTCH3MH CHCTEMATa Ha (eTyca ¥ OTYACTH Ha HCXEMIA, ABJIKAlla CC
Ha XHIIOTOHHA NpH MaitkaTa M HAMANABAHE HA ITALICHTAPHUA KPBBCH TOK H MPHTOKA HA KHC/IOPOA 10
3apoaMLIa.

6. PAPMANEBTHYHH JAHHH
6.1.CnHcBK HA MOMOIHHTE BEIECTRA
Kanuues xuapores gochatr Auxuapar
Konounen ciunmuyuer JUOKCHI,

Marue3ues creapar

LlapeBuyHO HHIIECTE

Manuton

[pexenaTHHU3HUPAHO NAPEBHYHO HRINECTE

6.2 HecbBMeCTHMOCTH
HenpunokuMo.

6.3 Cpox Ha roAHOCT
3 rOIMHH.

6.4 CnenHaIHH yC/AOBHA Ha CbXPAHEHHE
Ia ce chXpaHABa NIpH TeMmnepatypa nox 25°C.

6.5 JlaHHH 33 OTIAKOBKATAa
TIBX/anyMuHueB OimHcTEp.
Omnaxosku 110 30, 50 u 100 TabGnetku.

6.6 CnenHaJHH NIpeAna3HH MepKH NpPH HIXBLPIAHE

Hsama cnenfManii H3UCKBAHHA.
7 IIPUTEXKATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

STADA Arzneimittel AG,
Stadastrasse 2-18, D-61118 Bad Vilbel,I'epMaans

8. HOMEP(A) HA PASPEILIEHHUETO 3A YIIOTPEBA
20030256

9. JATA HA TBPBO PA3PEINABAHE/IIOAHOBABAHE HA PAZPEIIEHHUETO 3A
YIIOTPEBA
04.2003

10. IATA HA AKTYAIHIUPAHE HA TEKCTA
Mait 2014

14




