KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HNME HA JIEKAPCTBEHUSA TPOAYKT

Kagpukcam 10 mg/2,5 mg/10 mg/5 mg TBbpAM Kancyiu
Quadrixam 10 mg/2.5 mg/10 mg/5 mg hard capsules

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Ksaapukcam 10 mg/2.5 mg/10 mg/5 mg TBBpIa Kamncyua

Bcesika TBBpAa Kancyna ceaspxa 10 mg nepuHIONpHI apruHuH (perindopril arginine), eKBUBAJICHTEH Ha
6,79 mg nepungonpun (perindopril), 2,5 mg unganamun (indapamide), 13,87 mg amnonunuHoB Oe3uiat
(amlodipine besilate), exBuBanenTtex Ha 10 mg amnoaunuH (amlodipine), u 5 mg 6u3onposnonos pymapar
(bisoprolol fumarate), ekeuBanenteH Ha 4,24 mg ouzonposnon (bisoprolol).

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIECTBA BUXKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Keagpukcam 10 mg/2,5 mg/10 mg/5 mg: TBbpAa KeJIaTHHOBA KarlcyJia (IbJDKMHA OKoJIo 19 mm, auameTsp
OKOJIO 7 mm), ¢ YepeH OTIEeYaThK ,,3° BBPXY CHBO TSUIO M 3€JICHA Kaladka, ChIbpiKaimia JBe Oeiu
bumMupaHn TaONETKH TEPUHIONPUI apTHHWH/MHAAaMU (CKBUBAJCHTHH Ha 10 mg mepuHIOTpPHI
apruHvH # 2,5 mg wHmanamun), 120 mg aMIOMUNUH CBETIOXKBITEHHKABO-3€JIEHH OOBUTH TpaHYJH C
He3abaBHO 0cBOOOXaBaHe (ekBUBaiIeHTHH Ha 10 mg ammoaunuH) U 60 mg ouzomnpomnonoB pymapat Oenn
10 Jieko Oenmu oOBUTH IpaHynu ¢ He3abaBHO OCBOOOXIaBaHE (CKBHBAJCHTHH Ha 5 mg OHM30IpOJIOIOB

¢dbymapar).

4. KJIMHNUYHU JAHHU
4.1 TepaneBTHUYHU MOKAZAHUS

Ksagpukcam 10 mg/2,5 mg/10 mg/5 mg e nokasan 3a ynorpeoa:

- KaTo 3aMeCTUTENIHa Tepamnus 3a JICUCHHE Ha XUIEPTOHHWS NPU BB3PACTHU MALMEHTH, P KOUTO
apTepUaTHOTO HAISTaHe € aJeKBaTHO KOHTPOJIMPAHO C MEPUHIONPHI, UHIATIAMU, aMJIOJUINH H
OM30MPOII0I, IPUJIaraH! eTHOBPEMEHHO B CHIIUTE 03U, HO KATO OT/ICIIHHU JIEKAPCTBEHU TPOJYKTH;

- KaTo JIOITBJIHUTENIHA Teparus 3a JICUeHHE Ha PEe3UCTEHTHA XUIICPTOHHS TPU Bh3PACTHH MAIMEHTH,
IpU KOMTO apTepPHATHOTO HAJSTaHE HE € aJeKBATHO KOHTPOJIMPAHO C TEPalHs C HEPHHIONPHIT
10 mg, naganamun 2,5 mg 1 aMJIOUIINH B MAaKCHMAJIHO MMOHOCMMaTa f1o3a (5 mg uinu 10 mg).

4.2 I[o3np0mca U HAYMH HA MPUJIOKECHUE

2 lOSI/I[!OBKa

Bw3pacmuu
OOwnuaiiHaTa 71032 € efHa KalcyJia BeTHBK JHEBHO CYTPHH MPE/IH 3aKyCKa.

q)I/IKCI/IpaHaTa J030Ba KOM6I/IHaI_[I/I$I HC € IMoaxoJsi1Ia 3a Ha4aJIHO JICUCHUC.



HpI/I HCO6XO,Z[I/IMOCT OT IpOMsSHA Ha AO3UPOBKATa Tp$I6Ba Ja CC U3BBPUIM TUTPUPAHC HA AO3UTC HA
KOMIIOHCHTHUTC IIOOTACIIHO.

Korato ce oOmucns npekpaTsiBaHe Ha JCYCHUETO, ce MPENophyuBa MOCTEIICHHO HaMalsiBaHEe Ha J103aTa Ha
OTJIEJTHUTE KOMIIOHEHTH, Thil KaTO PSA3KOTO CIUPAaHE HA OM30MPOIIOT MOXKE Ja TOBEJC 10 pedayH T eeKT.

CrenmanHy momnyJanun

Cmapuecka ev3pacm (6. mouku 4.3, 4.4 u 5.2)
[Tpu naumeHTH B cTapyecka Bb3pacT EIMMUHUPAHETO Ha IEPUHIONPHUIIAT € HAaMaJleHO.

[NanmenTn B cTapyecka BB3pacT Morar ja ce JiekyBarT ¢ KBajgpukcam B 3aBHCUMOCT OT ObOpeuHarta
dbyaKIH.

bvbpeuno yspeacoane (6orc. mouxu 4.3 u 4.4):
OOWYaifHOTO METUIIMHCKO MPOCIIE/ISBaHE BKIIIOYBA YSCTH MIPOBEPKU HA KPCATHHUHA U KaJusI.

[Tpu Texko Ob0peuHO yBpekaaHe (KpeaTHHUHOB KIUpBHC 10 30 ml/min) 1eueHNeTo € MpOTHBOIIOKA3aHO.

[puembr Ha Ksampukcam B m03u ot 10 mg/2,5 mg/5 mg/5Smg u 10 mg/2,5 mg/10 mg/S mg e
MPOTHBOIIOKA3aH MPH NMAIMEHTH C YMEpeHO ObOpedHo yBpexkaane (KpeaTHHHHOB KInpbhHC 30 — 60 ml/min).

EnnoBpemenHata ymorpe6a Ha KBampukcaM ¢ aluCKUpEH € MPOTHBOIIOKA3aHa MPH MMallueHTH ¢ 0bOpedHo
yepexaane (GFR <60 ml/min/1,73 m?) (Bx. Touka 4.3).

YeprodpobHo yepesicoane (8oic. mouku 4.3, 4.4 u 5.2):
[TpuemsbT Ha KBagpukcam e mpoTUBOIIOKa3aH MPU TEXKKO YEPHOAPOOHO yBpEKIaHE.

KBagpukcam TpsiOBa nma ce mpmiara ¢ IOBHINIEHO BHUMAaHUE MPH MAIMEHTH C JIEKO TI0 YMEpPEHO
YepHOAPOOHO YBpEKIaHe, Thil KaTO HE ca YCTAaHOBEHH MPEMOPHKHU 3a TO3UPaHe HA aMJIOIUITMH TIPH Te3U
TAIUEeHTH.

IHeouampuuna nonynayus
BeszonacnoctTa n edukacHocTTa Ha KBagpukcam mpu ena M IOHOIIM HE ca YCTaHOBeHH. JIumcBar ganHu.

ITopanu ToBa, ynorpedata py Jela 1 I0HOLIN He e NPEHopbYBa.

HaunH Ha npunoxxkeHue

3a mepopaHO MPUITOKEHNE.

4.3 IIporuBomoka3zaHus

- CBpBXUYBCTBUTEITHOCT KbM  aKTHBHHUTE BEIIECTBA, KbM Jpyrd  cyldOHAMHUIH, KbM
TUXUJPOTTHUPUINHOBH TIPOU3BOIHHU, KbM KOUTO U 12 € apyr ACE-MHXHOUTOP UM KBbM HSIKOE OT
ITOMOIITHNATE BEIIECTBA, M30pOcHU B Touka 6.1.

- 0CTpa CchpliedyHa HEJOCTATHYHOCT WJIM IIO BpEME Ha €MM30AU Ha JEKOMIIEHCAlMs Ha ChpIeyHaTa
HEAOCTaThYHOCT, U3UCKBALM HHTPABEHO3HA HHOTPOITHA TEPATIHS;

- XEMOJIMHAMUYHO HECTaOMIHA ChPACYHA HEJOCTATHUHOCT CIIe]] OCThP MHOKapAeH HH(APKT;

- MALUEHTH ¢ HEJIEKyBaHa JEKOMIIEHCUPaHa ChpAECYHA HEJOCTAThYHOCT;

- AV 06110k OT BTOpa WM TpeTa CTENeH OJIOK BTOpa WK TpeTa cTereH (TpH JIMICca Ha TeHCMEHKBD);



4.4

CHUH/IPOM Ha OOJIHHS CHHYCOB BbB3€J;

CHUHOATpHaJieH OJIOK;

cUMITOMaTHYHa Opanukapaus (ceplaedHa dvectoTa mnoj 60 yaapa/MUH Tpend 3amouyBaHe Ha
JICYCHUETO);

CHMITOMAaTHYHA XAMOTOHHS (CUCTONMYHO apTepraiHo Haimsrane <100 mmHg);

LIOK, BKJIFOUUTEIHO KapANOTCHEH IIIOK;

0OCTpYyKIHS Ha U3XOAAIINSA KPBBOTOK OT JIsIBaTa Kamepa (Hamp. BACOKOCTEIICHHA a0PTHA CTEHO3a);
TEXKa OpOHXMaJHA acTMa,;

TeXkHu GopMHu Ha nepudepHa apTepruanHa OKIy3HMBHA OoJjiecT WM TeKKH GopMu Ha (EHOMEH Ha
Pelino;

HeJleKyBaHa (heoxpomornuToma (Bxk. Touka 4.4);

MeTa0OoIMTHA aly103a;

MAIMEeHTH HA XeMOINAIIN3a;

EKCTPaKOPIIOPAJHU JICUSHHUST, BOJICIIH 0 KOHTAKT Ha KPBBTA C OTPHUIIATEITHO 3apeIcHU TIOBBPXHOCTH
(BX. Touka 4.5);

TeXK0 ObOpeuHo yBpexkaaHe (KpeaTHHHHOB KIupBHC moa 30 ml/min);

yMepeHo 0bOpedHo yBpexnaHe (KpeaTHHUHOB KUpbHC o 60 ml/min) 3a 1031, chabpsKaiiu

10 mg/2,5 mg/5 mg/5 mg u 10 mg/2,5 mg/10 mg/5 mg oT koMOMHALMATA IEPUHIOTIPHI/
WHIanaMu1/aminoaunus/ouzomnponon (T.e. KBagpukcam 10 mg/2,5 mg/5 mg/5 mg u Keagpukcam
10 mg/2,5 mg/10 mg/5 mg).

3Ha4YMMa JBYCTpaHHA CTEHO3a Ha OBOPEYHHTE apTepuH WM CTEHO3a HA apTepUsATa KbM CJJMHCTBEH
¢byHKIIIOHMpAal] 0B0peK (BK. Touka 4.4);

XUIIOKAJINEMUS;

aHaMHe3a 3a aHruoeneM (otok Ha KBuHke), cBbp3aHa c nedenue ¢ ACE-uHxuOutopn B MHHAJIOTO
(BXk. Touka 4.4);

HACJICACTBEH WM UIMONATHYEH aHTHOEIEM;

TEXKO YepHOIPOOHO YBpEKAAHE;

4epHOAPOOHA eHIledanonaTus;

eIHOBpEMEHHa ynoTtpeba Ha KBajpukcaM ¢ IPOIYKTH, ChABPKAIIY ATMCKUPEH, TIPH ITAIUEHTH ChC
3axapeH nuadeT wim 6u6peuno yspexaane (GFR <60 ml/min/1,73 m?) (Bx. Touku 4.5 u 5.1);
eIHOBpEMEHHA yroTpeba chC cakyouTpmi/Bancaptan. KBaapukcam He TpsiOBa Ja ce 3amodBa I0-
paHo ot 36 Jaca cieq mociieJHaTa 103a cakyOuTpui/BancapTad (Bx. Touku 4.4 u 4.5);

BTOPH U TPETH TPUMECTHP Ha OpeMeHHOCTTa (BXK. ToUkH 4.4 1 4.6).

CrnenuaJjHu npeaynpe:kIeHus U Mpeana3Hu MepKu Npu ynorpeda

Bewuky mpeaynpexaeHus U mpena3Hi MEPKH, CBbP3aHU C BCEKH €MH OT KOMITOHEHTHUTE, Ca MPHUII0KUMHI
kbM KBagpukcam.

3a IOMBIHUTENHA TEpaIisl JICYEHUETO TPSIOBa Jla ce 3a1oyuBa caMo Ciie]] HOTBbpKIaBaHe Ha IPUABPKAHETO
Ha [IALMEHTa KbM ChILECTBYBAIATa TPOMHA Tepamusl.

CrmpaHe Ha JEYEHUETO

Oco0eHo mpH MaIMeHTH ¢ ICXEMUIHa 00JIECT Ha CHPIIETO MPEKPATABAHETO HA TepaIusiTa ¢ OM30IIPOIION HE
TpsiOBa J1a CTaBa PSI3KO, OCBEH MPH SCHU WHAWKAIUH, ThHA KaTO TOBAa MOXE Ja JIOBEAE JIO MPEXOIHO
BJIOIIaBaHE Ha ChpjAeYHATA (YHKIMA. 3alOYBAHETO M MPEKPATIBAHETO HA JICYEHHUETO C OWU30MpOIoN
M3HUCKBAT PEJOBHO MpociesBaHe. J[o3upoBkaTa TpsOBa 1a ce HaMalsBa MOCTEIICHHO, KATO CE M3MOI3BaT
OTJICIIHATE KOMIIOHCHTH, 3a MPEANOYNTAHE B PAMKUATE Ha JIBYCEIMUYCH NIEPUOJI, KATO IIPH HEOOXOMMOCT
€IHOBPEMEHHO C€ 3all0YHE 3aMECTUTENIHA TepaIHs.



ChplieyHa HEAOCTATHYHOCT/TEKKA ChpICYHA HEJIOCTATHYHOCT

[Ipu mamuieHTUTE CHC CHPJCUHA HEJOCTATHYHOCT JICUCHUETO TPSAOBA Ja CTaBa C IMOBUIIICHO BHUMaHKe. B
JBITOCPOYHO, TUIANC00-KOHTPOIMPAHO MPOYYBAHE MPHU MAIMEHTH C TEXKa ChpACYHA HEIOCTATHYHOCT
(xmac III u IV mo NYHA) cpobmaBanata yectora Ha 0e10po0CH OTOK ¢ Oujia Mo-BHCOKAa B TpyliaTa,
JIeKyBaHa C aMIIOJIUIMH, B CpaBHEHHWE C Tpyrara, JieKyBaHa c IUlane0o. KanmueBu aHTaroHucTH,
BKITIOUHTEIHO aMJIOJIMITUH, TPsOBa Jia ce MpuiiaraT ¢ MOBUIICHO BHUMAaHUE TPU MAIIMEHTH ChC 3aCTOWHA
Chp/ICYHA HEJOCTATHYHOCT, ThI KaTO MOXKE Jla YBEIMYaT PUCKa OT OBJCIH ChPJICYHOCHIOBH CHOUTHS U
CMBPTHOCT.

[Tpu nanuenTH ¢ Texxka GopMa Ha ChbpAeYHa HerocTaThYHOCT (cTerneH V) neueHnero TpsOBa 1a ce 3amo4Ba
MoJI JIEKapcKO HaOJII0JeHHE C HamalleHa HadanHa jao3a. Jledenunero ¢ OeTa-OnoKepu NMpH MAlUEeHTH C
apTepualiHa XUIICPTOHUS W KOPOHApHA HEJ0CTAThUHOCT HE TpsiOBa aa ce npekbeBa: ACE-UHXUOUTOPHT
TpsiOBa Jia ce 100aBu KbM OeTa-0iokepa.

CreHoO3a Ha a0pTHATAa MJIM MUTpaJHATa Kiana/XurnepTpo@uyHa KapJuOMUOIATH

ACE-unxubutopute TpsOBa Jla ce MpUJarat ¢ MOBUIIEHO BHUMAHWE MPH MAIMEHTH ¢ OOCTPYKIUS Ha
M3XOJIHUSI TPAKT Ha JIABaTa Kamepa, KaKBaTo ce HaOJIo/aBa MpU aopTHA CTEHO3a WM XUIEPTpOohUYHA
KapAMOMUOTIATHSI.

AV 0JI0K OT IbpBa CTENeH
buzonponon TpsdBa 1a ce nmpuiara ¢ TOBUIICHO BHUMAaHUE IIPY MalueHTH ¢ AV OJI0K OT IbpBa CTEIEH.

Anruna na Prinzmetal

HabnronaBanu ca ciydad Ha KOPOHApeH Ba3ocma3bM. BhIpekn BHcokaTta Oera 1-CENEKTUBHOCT Ha
OM30MPOIIOT, HE MOXKE HAMBJIHO J]a CE U3KJIFOYUH MOsIBATA HA AHTMHO3HH MPUCTBITH TP MAI[MSHTH C aHTHHA
Ha Prinzmetal.

XUNepToHUYHA KpU3a
BeszomnacHocTTa 1 eh)MKacCHOCTTA Ha aMJIOMITAH IIPU XUIICPTOHUYHA KPH3a HE Ca YCTAHOBCHH.

IlepudepHa aprepraina OKIy3UBHA 00JIECT
BB3MOXHO € 3aCHIBaHE Ha OIIAKBAHUATA, 0COOEHO B HAYAJIOTO Ha JIEYEHHUETO.

Artepockueposa
CT)HIGCTBYB& pI/ICK OT XUITIOTOHUA HpI/I BCHUYKHU IMAalIUCHTH, HO OCO6€HO BHUMAHUC CC U3HUCKBaA HpI/I IMaquCHTU

C UCXeMHUYHA OO0JIECT Ha ChPIIETO WIIK [IepeOpoBacKyIapHa HEJIOCTATHYHOCT, KaTO JICYSHUETO TPIOBa Jia ce
3amoyBa ¢ HKUCKA J103a.

Bponxocnazem (OpoHxmamHa acTMa, 00CTPYKTHBHU 3a00JIIBaHHS HA INXATETHNUTE ITHTUIIA)

Brmpexu ve xapauocenekruBanuTe (1) Oeta-O6mokepn MoOXKe Ja BIUSAT MO-c1abo BBpXy OemompoOHaTa
(yHKIUS B CpaBHEHHE C HECETIEKTUBHHUTE OeTa-0JI0OKepH, KaKTO IMPU BCHYKU OeTa-0iokepw, Te TpsOBa ia
ce M30srBaT Npu MAIMEHTH C OOCTPYKTHUBHH 3a00JIsIBaHHS Ha AWXATEIHUTE ITBTHUINA, OCBEH aKo He ca
Hanuue yOequTeTH! KIMHUYHA OCHOBAHUS 3a TAXHOTO MpHIoKeHHe. [Ipr Han4me Ha TaKuBa OCHOBAaHUS
KBangpukcam mMoxke Jla ce mpuiiara ¢ IOBUIIEHO BHUMaHue. [Ipy manueHTH ¢ 00CTpyKTHBHU 3200 ISIBAHUS
Ha JWXaTeIHUTE MIBTUINA JICYSHUETO C OU30MPOIION TPsiOBa Jia ce 3armovBa ¢ Bb3MOXKHO Hal-HHCKaTa J103a
W MaleHTuTe TpsiOBa ja ObJaT BHUMATEIHO MPOCICIIBaHM 32 MOSBA HA HOBH CHMITOMH (HAIp. 3a/1yX,
HETOJIEPAHTHOCT KbM (PU3UYECKO YCWIIME, Kaunuia). [Ipy nmarueHTH ¢ OpOHXHMATHA acTMa I JPYTH
XPOHUYHU OOCTPYKTHBHH O€NOJpOOHM 3a00NISIBaHHUS, KOMTO MOTaT Ja MPUYMHAT CHMIITOMH, TpsiOBa
€IHOBPEMEHHO JIa ce Tpuiara OpOHXOIUIaTaTOpHA Tepamnus. [[oHsIKora MpU MalMeHTH ¢ aCTMa MOXE J1a
HACTBIIH MTOBUIIABaHE HA CHIIPOTHBICHUETO HA JUXATEIHUTE IIBTHIIA, TIOPAJH KOETO MOXE J1a CE HAJIOXKHU
yBelIM4aBaHe Ha J103aTa Ha 32-CTUMYNaTOPHTE.




Kamuna
[Ipu ynorpeba Ha ACE maxubuTopu ce cho0I1aBa 3a cyxa Kalniuna. Ts ce XapakTepusupa ¢ YIOPUTOCT U

H34e3Ba MpU IpeKpaTsIBaHe Ha JeueHueTo. [Ipu mosBa Ha TO3KM CUMIITOM CIIEBA 1a C€ OOMUCIIU ATPOTeHHA
etuonorusi. Ako npeanucBaneto Ha ACE mHXMOUTOp BCE OIlle ce MPEearodnuTa, MOXKe J1a c€ OOMUCIH
MPOBIKABAHE HA JICYCHUETO.

XUPYPrHYHU OTICPAIIH/aHEeCTE3Us

[pu manueHTy, MOAJI0KEHU Ha 001112 aHECTE3HsI, TPHIOKEHUETO Ha OeTa-0J0KepH HaMallsiBa YecToTaTa Ha
ApUTMHUM M MHOKapJHa HUCXEMHUs MO BpeME Ha MPHUJIAraHeTO Ha aHECTe3Ws W WHTYOalusATa, KaKTO U B
crnenonepaTuBHus nepuoa. [loHacTosmem ce npenopbyBa MoIbpiKalaTa Tepamnus ¢ Oera-0okepu jaa
MPOABIKHA B TIEPUOTICPATUBHUS MEPUOJ. AHECTE3UOJIOTHT TpsiOBa a € nHpopMupaH 3a Oerta-OnokasaTa
mopajd BB3MOKHH B3aUMOJCHCTBUS C IPYTH JIEKAPCTBEHU MPOIYKTH, BOJCIIU 10 OpaluapuTMus,
MOTUCKaHe Ha pedreKTopHaTa TaxXWKapAus U HaMalleHa peqIieKTOpHa CITOCOOHOCT 3a KOMIICHCHPaHe Ha
KpBhBO3aryba. AKo ce MperneHd, 4e ¢ HeoOX0MMO IIPEYCTaHOBSBAHE Ha JICYCHUETO ¢ OeTa-0oKep mpean
oriepaIusi, ToBa TPsiOBa Jia ce U3BBPIIBA MOCTEIICHHO U J]a TPUKITFOYX OKOJIo 48 Jaca Mmpey aHecTe3usTa.

I/IHXI/I6I/ITOpI/ITe Ha aHT'MOTCH3WH-KOHBCPTUPAILHA CH3UM MOIr'aT J1d NPUYINHAT XUIIOTOHHUS IIPU aHESCTC3U,
0COOEHO KOTaTo MOPUIOKCHOTO AHCCTCTUYHO CPCACTBO MMA MMOHMXKABAIlO KPbBHOTO HAJIATAHC JICHCTBUE.
Hopazm TOBa CC IPECIopbyBa JICYCHUCTO C ACE I/IHXI/I6I/ITOpI/I C IMPOABIKUTCIIHO I[eﬁCTBPIe, KaKbBTO €
NepuHAONIPUII, Aa C€ NIPCKPATU, KOTATO € Bb3MOXKHO, CANH JCH MPEAN OICpanus.

KoMOuHaLMs ¢ KaJIIMEBH aHTAarOHMCTU, aHTHAPUTMHUYHHM CpPEeACTBA OT Kjac I M IeHTpajaHo AeicTBalIU
AHTHXHUIICPTCH3NBHHU CPEACTBA

KomOunanmsaTa Ha OM3OMPOIION ¢ KaJIMEBH AHTAarOHWUCTA OT THIA HAa BepamaMill WM JWITHA3eM, C
AHTUAPUTMHUYHU CPEICTBAa OT Kiac I M ¢ LeHTpadHO AeUCTBAIld AHTUXUIIEPTEH3UBHH CPEICTBA IIO
MIPUHIIMIT HE ce TpenophbyuBa (Bxk. Touka 4.5).

JIutuii
KomOuHanusTa Ha JUTHI C IEPHHIONPHIT/ MHIANaMu] OOMKHOBEHO HE Ce MpernopbuBa (BxK. Touka 4.5).

JIBoiiHO Gi0KMpaHe Ha cucTeMaTa peHUH-aHTHoTeH3uH-annoctepod (PAAC)

Nwma moxazatenctsa, 4e exHoBpeMeHHaTa yrnorpeba Ha ACE waxubutopu ¢ anrnoteHsuH Il penenropan
OJIOKepH WJIM aJHCKUPEH yBENIM4YaBa PUCKA OT XHUIIOTOHHS, XWUIEpKAIMEeMHsl M BjolIaBa ObOpedHaTta
($yHKUMs (BKIIOYUTETHO OCTpa ObOpedyHa HeAOCTaTHYHOCT). 3aTOBA HE C€ MPEeNnopbYBa ABOMHA OJloKaga Ha
PAAC upe3 kombunanusi ot ACE naxuburtopu ¢ anruorensus Il perentopau 010Kkepy WIN aqHCKUPEH
(Bx. Touku 4.5 1 5.1).

AKO ce TIpelieHH, ue JICYCHUETO C ABOHHA OI0Ka/1a € aOCOIIOTHO 33 IbJKUTEITHO, TO TPSIOBA J1a Ce M3BBPIIBA
camo 1o/ HabIroeHNe Ha CTICIIMANKCT | JIa BKIII0YBA YECTO ¥ BHUMATEIHO TpociiesiBane Ha Ob0pednara
(GyHKIUS, €JIEKTPOIUTUTE U KPBBHOTO HAJITaHE.

[Ipu manmenTn ¢ ArabeTHa HeQpONmaTHs He TPAOBa Ja ce U3Moia3Bar eaHoBpeMeHHO ACE mHXHOHTOpH U
anruorensuH Il penentopau 610KepH.

KaﬂHﬁ-CBXDaHHBaH]H cpeacTBa, KaJIueBU I[O6aBKI/I 51058 KaJ’IHfI-C’LI[’bD)KEHHH 3aMCCTUTCJIN Ha IrOTBapCcKaTa
con

KoMOuHanuara Ha MEpUHAONPHI C KaIWH-ChXPaHSBAIA CPEACTBA, KAIMEBH JOO0ABKM WIW KallUi-
ChAbPIKAIIK 3aMECTUTEJIM Ha TOTBapCcKaTa cojl OOMKHOBEHO HE Ce MpernopbhyBa (BXkK. Touka 4.5).




HeyrponeHust/arpanyionuro3a/TpoMOOIUTOIIEHU ST/ aHEMUS

[pu mnamuentn, npuemamm ACE wHXMOMTOpH, ce ChOOmM@aBa 3a HEYTPOICHUs/arpaHyJIONUTO3a,
TpoMOonuTonIeHus U anemus. [Ipu manuenTn ¢ HopMaiHa Ob0peyHa QyHKIUS U 0e3 APYTH YCIOKHSIBAIIN
(daktopu, psaKo ce HaOJI0AaBa HEYy TPOIICHUSI.

Heo0xommMo € M3KITIOYUTEIHO TOIsIMO BHHUMAaHKE MPU MpUIAraHe Ha NEPUHJIONPHI MPH MAUESHTH ChC
3a00JISIBAHUST HA CHEIMHUTEITHATA THKAH, UMYHOCYNPECUBHA Teparus, JICYCHUE C aIOMyPUHON HITH
MPOKAaUHAMUJT HITH KOMOUHAIIUS OT T€3H YCJIOKHSBAIIH (HaKTOPH, OCOOCHO aKO € HAITUIIC U ChINECTBYBAIIO
MPEeIXOMHO HapylieHne Ha ObOpeuynata GyHkius. [Ipy HAKOM OT Te3W MAIMEHTU CE PA3BUBAT CEPUO3HU
MH()EKIINU, KOUTO B HAKOHU OTJCIHH CIy4ad HE ca Ce MOBIUABAIM OT MHTCH3MBHA aHTUOMOTHYHA TEPAIIUs.
AKO TIEpUHJIONPUJI CE MPHUJIara MpH TaKWBa MAIUSHTH, IPEIOPHUUTEIIHO € IEPUOAMYHO Jia CE MPOCIIe/IIBa
OposiT Ha OENUTe KPbBHU KIETKUA M MALUECHTUTE Ja ObJaT MHCTPYKTUPAHH Ja ChOOIIABAT 3a BCSIKAKBU
npu3Haiy Ha HHQeKIus (Hanp. OOJIKK B I'bPJIOTO, BUCOKA TeMIlepaTypa) (Bxk. Touku 4.5 u 4.8).

CBPBXUYYBCTBUTEIHOCT/aHTHOEIEM

Psinxo ce cpo01aBa 3a aHrnoeieM Ha JIMLETO, KpalHUIUTE, yCTHUTE, €31Ka, [NIOTHCA W/WIIM JJApUHKCA TIPU
nanueHTH, jekyBanu ¢ ACE unxuOutopu, BKIOYMTENHO nepuHAonpui (Bxk. Touka 4.8). ToBa Moxe na
CTaHEe BbB BCEKM MOMEHT B X0Ja Ha jiedyeHueTo. B takuBa ciayuyan KBaapukcam TpsOBa He3abaBHO aa ce
MpEeKpaTl W Ja Cce 3aloyHe MOAXOAALI0 MpocieNnsBaHe, 3a J1a CE€ OCUTYpH NIBJIHO OT3ByYaBaHE Ha
CHUMIITOMUTE, MPE NalUeHTHT Aa ObJe U3MKcaH (3a PsI3KO MpeKpaTsIBaHe BXK. CHIO ,,[IpekparsBaHe Ha
Je4eHneTo  mo-rope). B cnyyanrte, B KOUTO MMOAYBAaHETO € OTPAHUYEHO U 3acATa CaMo JIMIETO U YCTHUTE,
CHhCTOSIHUETO NPEMHHABAa OOMKHOBEHO 0e3 JIedeHUe, BBIPEKU 4e 3a Oo0JieKYaBaHe Ha CHMITOMHTE € OT
[10J13a IPUEMAHETO HA aHTUXHCTAMHHU.

AHruoesieM, CBbpP3aH C OTOK Ha JIApUHKca, MOke 1a Obae daTanen. [Ipu 3acsraHe Ha e3uKa, MIOTHCA WUITH
JapUHKCA, KOETO MOXKE Jia JIOBeJe 70 OOCTPYKIHMS Ha JUXATEIHUTE MBTHUILA, TPIOBa He3a0aBHO 1a ce
MPUIIOKH MTOIXOJISIIA TEPaIIusi, KOSTO MOXKE J]a BKJIFOUBA ITOIKOYKHO MPHUII0KEHHE Ha aIPESHAINHOB Pa3TBOP
1:1000 (0,3 ml mo 0,5 ml) n/mnu Mepku 3a ocUTypsiIBaHE Ha MPOXOJAUMOCTTA HA AUXATEIHUTE ITBTUILA.

[Ipn uepHokoxu marmuentd, JexkyBann ¢ ACE wmHXMOWTOpHM, € MOKIaZBaHa TO-BHCOKa YeCTOTa Ha
AaHTHOE/IEM B CpaBHEHHUE C OHE YEPHOKOKH.

[TarmenTuTe c aHaMHe3a 3a aHTHOEAEM, KOWTO He € cBbp3aH c yieueHne ¢ ACE unxuburopu, Moxe na ca
W3JI0KEHHU Ha TOBUILEH PUCK OT aHruoeaeM npu npuemane Ha ACE uaxuburtop (Bx. Touka 4.3).

KoMmOuHanumsTa Ha NEpUHIONPUI ChC CaKyOUTpHII/BaJicapTaH € MPOTHUBOIIOKA3aHA TOPaIU MMOBUIIICHUS
pHUCcK oT aHruoeneM (Bk. Touka 4.3). CakyOuTpui/BaicapTaH He TpsOBa Ja ce 3armouBa NpeaH Ja ca
u3MUHaMM 36 4aca OT TMpHeMa Ha TIOCJeJHATa J103a TMEPHUHIONPUI. AKO JIEYCHHUETO ChC
caKyOuTpHiI/BaicapTan ObJe IPEKPATCHO, TEPANTHUITA C ICPUHIONPUI HE TPSAOBa Ja ce 3armodBa Ipean 1a
ca u3MHHAIU 36 gaca OT IpreMa Ha IOocJIeHaTa J03a caKyOuTpri/BacaptaH (BxX. Touku 4.3 u 4.5).

Ennospemennata ynorpe6a Ha ACE unxubutopu ¢ NEP mnxuburtopu (mamp. pacuxanorpui), mTOR
WHXUOUTOpH (HAMp. CHPOJIMMYC, €BEPOIUMYC, TEMCHPOJIMMYC) W TJMITHHU (HAmp. JMHATIUITHH,
CaKCarJUNTHH, CUTATJIUITHH, BUIIATJIMIITHH) MOXKE J1a JOBEJE 0 MOBHILIEH PUCK OT aHTHoeaeM (Harp.
OTOK B 00JIaCTTa Ha IUXATCTHUTE ITHTHINA WA HA €3UKa, ChC WK 03 3aTPyTHEHO Iuliane) (BxK. Touka 4.5).
TpsiOBa ma ce mposSBM MPEANa3TUBOCT MPH 3ar04YBaHe Ha JiedyeHne ¢ parekagorpmwi, mMTOR uaxuOutopn
(Hamp. CUpPOIMMYC, €BEPOIHMMYC, TEMCHUPOJMMYC) U TJIUNTHHHU (HAIp. JMHATIWNTHH, CAKCAIJIMITHH,
CUTAIJIMIITUH, BUWIJATIUIITHH) IPU HauKUeHTH, KouTo Beue npuemat ACE unxuduropu.

HpI/I ManrueHTH, JICKYBAHHU C ACE I/IHXI/I6I/ITOpI/I, B pCAKHU Cliydau CC C’bO6H.[aBa 3a HHTCCTHHAJICH aHT'MOCIEM.
OmnnakBaHUATA IIpyu TC3W MALIMCHTU BKIIOYBAT 0OJIKH B KOpeMma (C’BC nm 0e3 raacHe u HOBp’I)HIaHe); B



HSIKOM CJIy4ad He € YCTaHOBEH Ipe/IIIeCTBAIl aHTHOeIeM Ha JTIeTo 1 HuBata Ha C-1 ectepasara ca Ounm
HopMajHu. To3u BUJ aHTHOE[eM € OWJ MUArHOCTHIMPaH 4pe3 mpoleaypu, kouto BriarouBat CT wmim
YITPa3BYKOBO H3CIEBAaHE HAa KOpPEMa, WM IIPU XUPYPTrUUHA OMepalrs, KaTO CUMITOMUTE ca OT3BydYalu
cien criupane Ha npuema Ha ACE-unxuOutopa. HTECTHHANHUAT aHTHOEAEM TPsiOBa Ja C€ BKJIIOYH B
mudepeHImaiHaTa auarqo3a npu mnanueHntd, npuemamy ACE wHXHOWTOpH, KOWTO C€ OIIaKBaT OT
KOPEMHHU OOJIKH.

AHa(UIAKTOUIHY PEAKIINH [0 BpEMe Ha JIeCEHCUTH3AIIHS

CroOmaBaHu ca OTHENHM CIIy4ad Ha WAlMEHTH, Pa3BUIM TPOIBIDKUTEIHH, >XHBOTO3aCTpallaBalll
aHamIakTouaHU peakiyu npu jJeueHue ¢ ACE nHxuOuTopu 1o BpeMe Ha JeCEHCUOMITN3AIMOHHA TEPaITUs
c orpoBa oT xumeHontepu (muenu, ocu). ACE uHxuOuropute TpsOBa Ja ce MpHJIarat ¢ IMOBHIICHO
BHUMaHHWE TPH MAUEHTH C aJleprHsd, JIEKyBaH! C JICCCHCHOMIIM3AIMS, 1 a ce M30sArBaT MpH MMalUCHTH,
MOIJIOKEHN Ha UMYHOTEpamnus ¢ OTpoBa. Berpekn ToBa Te3n peakiuu Morar aa ObJaT IpeJoTBpPaTeHU
upe3 BpeMeHHO npekpatsBane Ha ACE uaxuburopa noxe 24 yaca mpean JICUCHUETO MPH MAUEeHTH, KOUTO
ce HyknasaT exHoBpeMeHHO oT ACE nHXuOuTOpH 1 AcceHCHOMIM3anmsl (3a psA3Ko MPEeKpaTsIBaHe BXK. CHIIO
»l[peKpaTsBaHe Ha JEUYSHHETO  ITO-Tope).

Kakro u nmpu apyru 6eta-610kepu, OM30IIPOIIOS MOKE A2 TOBHUIIH KAKTO YyBCTBHTEIIHOCTTA KbM aJIePreHH,
TakKa M TeKecTTa Ha aHAQUIAKTOMIHUTE peaknu. JIeueHneTo ¢ agpeHanuH He BUHATH BOJW 10 OYaKBaHUS
TepaneBTHYCH €PEKT.

AnadunakTonHu peaknuu 1o Bpeme Ha LDL adepesa

B penxu ciyvaum, nauuenTy, nonyyaBamm ACE uaxuburopu mo BpeMe Ha adepesa Ha JIMIONPOTEHHH C
Hucka mieTHOCT (LDL-adepe3a) ¢ mekctpaHoB cyndar, ca moiydaBaJi >KHBOTO3ACTpAIlaBalIly
aHaUIaKTOMIHY peakuuu. TakruBa peakuuy ca Ouiay N30ArBaHM Ype3 BPEMEHHO CIIMPAHE Ha JICUCHUETO C
ACE unxu0utop npeau Bcsika adepesa (3a ps3Ko NpekpaTsBaHe BXK. CblI0 ,,l[pekpaTsaBaHe Ha TeueHHETO
o-rope).

AHabhHUIAKTOWIHY PEAKIIMH IIPY MTAIMCHTH Ha XeMOIHAIN3a

3a aHapWIIAaKTOMTHU PEaKIy ce CHOOIIaBa MPH TMAIMEHTH, MOMIOKECHN Ha JHain3a ¢ BHCOKOJICOUTHH
meMmbpanu (Hanp. AN 69%) u nexysanu ceBMecTHO ¢ ACE nnxu6urop. Ilpu Te3u nanueHTH TpsAbBa 1a ce
0oOMUCIIH M3IONI3BaHEe Ha IPYT TUM IUAIM3HA MeMOpaHH WA Ha aHTUXWUIEPTEH3WBHO CPEJICTBO OT JPYT
KJ1ac.

brOpeuna dbyHKIMs

- EdexrpT Ha KOMOMHanmsaTa KBagpukcaM He € M3ciie/iIBaH MpH ManueHTy ¢ Ob0peuHa TuchyHKIHs.
[Ipu manmenTn ¢ 0b0peuHO yBpekaaHe no3ute Ha KBaapukcam TpsOBa 1a ChOTBETCTBAT Ha JO3UTE
Ha OTIEIHUTE KOMITOHEHTH, ITPHJIaraHu TTOOT/IETHO.

- [Ipu Ttexko OBOpeduHo yBpexnmaHe (KpeaTHHHHOB KiuphHC <30 ml/min) nedeHneTo e
MIPOTUBOIIOKA3aHO.

- [Ipu mammenTH ¢ ymepeHa 0b0peyHa qUCQyYHKIUA (KpeaTHHUHOB KIUpBhHC <60 ml/min) neueHnero
¢ KBagpukcam e mpoTHBONOKA3aHO 3a 103H, chabpskamy 10 mg/2,5 mg/5 mg/5 mg u
10 mg/2,5 mg/10 mg/5 mg oT KOMOMHAIMATA EPUHIONPHUII/MHAATIAMA/aMII0AUITNH/OU30TIPOIION
(t.e. KBagpukcam 10 mg/2,5 mg/5 mg/5 mg u KBagpukcam 10 mg/2,5 mg/10 mg/5 mg).

- [Tpy HSIKOW MAIMEHTH C XWIIEPTOHWS, 0e3 MpeAlecTBalld BUIUMHA OBOpPEUHH YBpEXKIAaHUS, TPH
KOUTO JIabopaTopHHTE H3cieBaHms Ha ObOpeuHaTa (hyHKIHS MOKa3BaT (PyHKIMOHATHA ObOpeyHa
HEIOCTATHYHOCT, JICUCHUETO TPpsOBa mda OBIe amanTUpaHo (3a PsI3KO TpeKpaTsBaHE BXK. CHINO
HlIpekpaTsBaHe Ha JsedeHHeTo mo-rope). l[lpw Te3n mnanmweHTH OOWMYAWHOTO MEIUIIMHCKO
IpociieAsBaHe BKIIOYBA YECTO MPOCIIeIIBaHE HA KAINI U KPEaTHHHH — CJIe]] IBE CEIMULM JICUCHHUE
W cJle] TOBAa Ha BCEKH JBa Mecella Mpe3 IMepHojaa Ha TepaneBTH4HA cTaOmiHocT. CholiiaBaHa e
OBOpeuHa HEJOCTATBYHOCT, OCHOBHO NPH MALMEHTH C TEXKKAa CHhpACYHA HEIOCTATHYHOCT HIIU



nmoajiexania ObOpeYHa HEeIOCTaThYHOCT, BKJIIOYHTENHO CTEHO3a Ha ObOpedyHara aprepus.
JlexapcTBEHUSAT MPOJAYKT OOMKHOBEHO HE CE MPENopbhyBa MMPH JABYCTPaHHA CTEHO3a Ha OBOpevHaTa
apTepus WK NIPU €IUHCTBEH QYHKIMOHUPAIL] ObOpeK.

Puck ot aprepuasiHa XUNOTOHUS W/WIM OBOpEYHA HEMOCTATHUYHOCT (B CIydyad Ha ChbpACYHA
HEJOCTAThYHOCT, BOJHO-CIICKTPOIUTEH aeuuutr u ap.). [Ipu nepungonpui ¢ HaOJtoJaBaHa
M3pa3zeHa CTUMYyJAIUs Ha CHCTEMaTra pPEeHHH-aHTHOTEH3WH-aJIOCTEPOH, OCOOECHO IMPH H3pa3eHU
BOJHO-CNIEKTPOIIUTHN AeMUIINTH (IFieTa C OTpaHWYeH IMPHEeM Ha HATPUA WM TMPOIBIDKUTEIHO
JIeYeHHE C AUYPETHIIN), IPH TAIMEeHTH ¢ MHPBOHAYAIHO HIUCKO KPHBHO HaJATaHe, IIPH CTEHO3a Ha
O0bOpeuHara aprepus, 3aCTOHA ChpeYHa HEAOCTATHYHOCT WM IIUPO3a C OTOIM U acuuT. [lopaam
TOBa OJokupaHeTo Ha Ta3u cucrema ¢ ACE mHXuOuTOp MOXKE 1a oBeae, 0COOCHO MPU BPBOTO
MPUJIOKEHUE U MPE3 MbPBUTE JIBE CEJAMUIU OT JICUCHHETO, JI0 BHE3AITHO TOHMKCHUE Ha KPBBHOTO
HaJIsIraHe W/WJIU JI0 TOBMINABAHE HA TUIAa3MCHUTE HHMBA Ha KPEATHHHH, IOKA3BaIlo (pyHKIMOHATIHA
O0bOpeuHa HemocTaThuHOCT. [ToHsIKOra TOBa MOXeE Jia ObJE ¢ OCTPO HAYajao, Makap M PSIKO, U C
MIPOMEHJIMBO BPEME Ha MOsBSBaHE.

B TakuBa ciyuan jeueHuneTo TpsIOBa /1a ce 3a0vYHe C MO-HUCKa /1032 U J1a C€ YBEIM4YaBa IMOCTETIEHHO.
[Ipu manmeHTH ¢ WCXxeMUYHa OOJIECT Ha CHPIETO HMIM MO3BYHO-CHOBA OOJECT MPEKOMEPHOTO
MOHIKEHUE Ha KPHBHOTO HAJISITAHE MOXKE J1a JIOBEJIE /0 MHOKapAeH HH(APKT WIH MO3bYHO-CHIOB
WHIUJICHT.

TuasuaauTe U THA3UIONMOMOOHUTE AUYPETUIM ca HAIbIHO e)EKTUBHU CaMO KoraTo ObOpeuHaTa
(YHKIHMS € HOpMaJHa HITH CaMo JIEKO HapyIlleHa (HUBAa Ha KPEaTHHWH 01 TprOIM3uTeHo 25 mg/l,
T.¢. 220 umol/l mpu BB3pacTHM). [Ipy manueHTH B cTapyecka Bb3pacT CTOHHOCTUTE Ha MIa3MCHHUS
KpeaTHHHH TPIOBa 1a Ce KOPUTUPAT CIPSIMO Bb3PACTTa, TETJIOTO U I0JIa.

XuroBonemMusiTa, KOATO BB3HMKBA BTOPHYHO OT 3arybara Ha BOAa W HATPWUH, NPUYAHEHA OT
MUypETHKa B HAYAJIOTO Ha JISYCHNETO, MPUYMHSABA HaMaJsIBaHe Ha TiIoMepynHata guirpanus. ToBa
MOJXKE Jla JIOBeJle 10 MOBUIIABaHEe Ha HUBATa Ha ypes W KPEaTHHHWH B KPBBTA. TakaBa mpexojHa
¢yHKIIMOHATHA OBOpEeYHa HEMOCTATHYHOCT HsAMAa HEOJIAroNpHUSATHH TMOCIEAWIN TMPH MAUSHTH C
HOpMajHa ObOpeuHa (YHKIHMS, HO MOXKE Jia BJIOIIM ChHINECTBYBAINIO MPEad TOBa OBOPEUHO
YBpEXKIaHE.

AMJIOUITMH MOKE J]a ¢e IIpujiara B 0OMYaiiHUTE 103 P NAIMEHTH ¢ ObOpeYHa HEAOCTATHYHOCT.
[IpomeHnuTe B ITa3MEeHNTE KOHIIEHTPALMY HA aMJIOAWITMH HE Ca CBBhP3aHU ChC CTETIEHTa Ha OBOpedHO
YBpEXKIaHe.

XunoroHus, 00e3BOAHsIBAHE M HEAOCTUT HA HATPUI

CobliecTBYBa PUCK OT BHE3allHa XHUIIOTOHUS NPU HAJM4YME Ha IMPEILISCTBAIl HATPHUEB ACHUIUT
(ocobeHo mpu MaIMeHTH ChC CTEHO3a Ha ObOpeuHaTa aptepus). [lopanu ToBa € HEOOX0AUMO J1a ce
HU3BHpIIBA CUCTEMATHYHA IMPOBCPKA 3a KIMHUYHMU NPU3HAIIM HA BOJHO-CIICKTPOJIUTCH I[eq)I/I[II/IT,
KOMTO MOXeE Jla C€ MMOsIBU TP MEKAWHCH €TIM30/0 Ha AUapusd UJIU IMTOBPBIIAHEC. HpI/I TaKuBa MMallMCHTH
TpsiOBa Jia ce U3BBPINBA PEAOBHA MPOBEPKA HA TUIA3MEHUTE EIICKTPOJIUTH.

N3pasenara XUIIOTOHKS MOXeE Ja HAJOXKHU NpHUJIaraHe Ha WHTPaBEHO3HA MH(Y3US HA M30TOHHYCH
(hHU3MOTOTHYECH pa3TBOP.

[lpexogHata XWIOTOHHMS HE € MPOTHBOIOKA3aHWE 3a TPOABIDKaBaHe Ha JedeHuneTo. Cien
BB3CTAHOBSIBAHE HA aJICKBaTCH 00EM Ha KPBBTAa U Ha KPBHOTO HAJSITaHE JICYCHHETO MOXKE Ja Oblie
MOIHOBEHO C TIO-HUCKA JI03a WIIK CaMO C €JIUH OT OTJCITHUTE KOMIIOHCHTH.

HamansiBaneto Ha HMBaTa Ha HATPUH MOXKE ITBPBOHAYAIHO Ja MpOTeYe OC3CHMITOMHO M MOpaau
TOBa € HeOoOXOIMMO pEeIOBHO IpociensBaHe. M3cneaBanuara TpsOBa ga OBbAAT MO-4eCTH MpPU
MAIMEHTH B CTapyecka Bb3PacT U IIPU MAIMEeHTH ¢ nrpo3a (BxK. Toukd 4.8 u 4.9).

Bcesiko quypeTndHO JieueHre MOXKe /1a IPUYNHHE XUIIOHATPHEMHS, KOSITO B HAKOU CIydau BOJH JIO
CEPUO3HH TTOCIIEeIUIHN. XUIOHATPUEMHUSATA C XUTIOBOJIEMHS MOYKE J1a ca MIPUYMHA 32 JeXHUIPATALHS 1
OpTOCTaTH4HAa XWIOTOHMS. ENHOBpeMeHHaTa 3ary0a Ha XJIOPHUIHM HOHU MOXeE Ja JIOBEIE IO
BTOPUYHA KOMIIEHCATOpPHA META0OJIMTHA AJIKAJI03a: YeCTOTaTa M CTENICHTA Ha TO3U e(eKT Ca MaJIKH.



PeHoBackynapHa XUnepToHus

Jleuenunero Ha peHOBacKyJlapHaTa XMIIEPTOHUS € peBacKyiapu3auus. Bonpexu ToBa ACE unxuburtopute
MoraT Ja ObJaT OT MoJi3a MpU MAIlMEHTH C PEHOBACKYJApHA XWUIIEPTOHUS, KOUTO M3YaKBAaT KOPEKTHBHA
XUPYpPrUYHa ONepalus WM KOraTo TakaBa ollepanys He € Bb3MOXKHA.

[Ipn mammeHTH ¢ AByCTpaHHa CT€HO3a Ha OBOpeyHaTa apTepHsl WM CTEHO3a Ha apTepusiTa Ipu €AuH
dbyuakauonupam 6s0pek, nexkyBann ¢ ACE WHXHOWTOPH, CHIIECTBYBA MOBHIIECH PHUCK OT XHIIOTOHHUS H
O0BOpeyHa HeTOCTaTHYHOCT (BXK. ToUKa 4.3). JleueHneTo ¢ AMypeTUIIN MOKeE JIa CTaHe TOoTPUHACATI (HaKTOoP.
3arybarta Ha ObOpedHa (QYHKIUS MOKE J]a HACTHITM MIPH MUHUMAJIHA U3MEHEHHS B CEPYMHUS KPeaTHHUH
JIOPH TPU MANUEHTH C eJHOCTPaHHA CTeHO3a Ha ObOpeyHaTa apTepusl.

Axo KBazgpukcam ce mpennucBa Ha MAMEHTH ¢ U3BECTHA WM MpenarnojaracMa cTeHo3a Ha ObOpeuyHara
apTepus, JedeHHeTo TpsAOBa Jla ce 3amo4yHe B OOJHUYHHU YCJIOBHS C HHCKA /10332, KaToO Ce€ IMpOCieasBaT
ObOpeyHaTa PyHKIMS M HUBATa HA KAJIUH, ThH KaTO HAKOM IMALIUEHTH ca pa3BHiid (PyHKI[MOHAIHA ObOpeYHa
HEJIOCTAThYHOCT, KOSATO CE € MOBJIHAJIA CIIe/] CITUpaHe Ha JICYSHHETO.

Hupa Ha xammi

- KomOnnauusita Ha MHAANaMUI C NEPUHAONPHI, aMJIOAWIUH M OM30IPOJION HE HpPEAOTBpaTABa
MosiBaTa Ha XWIIOKAJUEMHs, OCOOCHO IMpH MalMEeHTH ¢ AWadeT WM NpH MalUeHTH ¢ ObOpeuHa
HEeJTOCTaThYHOCT. KakTo Mpu BCEKH aHTHXHIIEPTECH3MBEH JICKAPCTBEH MPOAYKT B KOMOWHAIMA C
JIMYPETHUK, TpsiOBa Jla ce U3BBPIIBA PEAOBHO MpOCieIBaHe Ha TIA3MEHHUTE HUBA HA KaJIHH.

- HabnronaBanu ca MOBHINICHW HUBA HAa CEPYMHHS KallMid MPH HAKOM TMalUeHTH, JiekyBaHu ¢ ACE
nHXuOuTOpH, BKmMounTenHO mnepuHmonpwir, ACE wuHXMOMTOpMTE MOrar Ja MPUYHAHAT
XUTEPKATNEMHs, Thi KaTo HWHXHOHUpAT OCBOOOXTABAaHETO Ha alIOCTepOH. Bb3aciicTBHETO
O0OMKHOBEHO € HEe3HauYnMO IpU MalMeHTH ¢ HopMaliHa O0bOpeuHa ¢yHkuus. PuckoBute daxropu 3a
pa3BUTHE Ha XUIOKaJIMEMHs BKIIOYBAT OBOpEeYHa HEAOCTATHYHOCT, BIOLIaBaHE Ha ObOpedyHaTa
¢byHkuus, Bw3pact (> 70 rogwHM), 3axapeH AMabeT, MHTEPKYPEHTHH CBHOUTHS, B YacTHOCT
JeXuapaTtaiys, ocTpa CbpAeYHa JeKOMIIEHC AU, METaOOIUTHA alli103a U €THOBPEeMEHHa yroTpeba
Ha KalWi-ChbXpaHSABAIlM JUYPETHLX (HAMp. CIHPOHONAKTOH, eIJIEPEHOH, TpUAMTEPEH WIN
aMIJIOPHT]), KallMeBH JO0ABKM WIIM KAJMH-CHABPKAIM 3aMECTUTEIH Ha TOTBAapCKaTa COJ; WU
TaKMBA MTALMEHTH, KOUTO IPUEMAT APYIU JEKapCTBEHH IPOAYKTH, CBBP3aHH C IIOBUIIABAHETO HA
CepyMHHUSA KaJaui (Hamp. XeIapuH, KO-TPHMOKCAa30171, Hapu4aH CBIIO u
TPUMETONPUM/CYI(aMeTOKCa301), U OCOOCHO AHTArOHHCTH HAa aJJOCTEPOH MM AHTHOTCH3MH
penentopan O6mokepu. Ilpu mammeHTH ¢ yBpeneHa OnOpedHa (DYyHKIMS yrmoTrpebaTa Ha KallUeBU
N00aBKH, KallUi-ChXpaHABAILM AUYPETULH WM KaJIUH-ChIbPKAIlX 3aMECTUTENIM Ha rOTBapcKaTa
COJI MOKE J]a IOBEJIE J10 3HAUMTEITHO MOBHUILIABAHE HAa CEPYMHHUS KaJlnil. XHIlepKaJIueMHusITa MOXKe J1a
NPUYMHU CEPHO3HH, TOHsKora (aramHu aputmun. Kanwii-cbxpaHsBamuTe JHYPETHLIN H
AQHTMOTEH3MH PEIeNTOPHUTE OIOKepH TPsiOBa Ja ce MpUIIarat ¢ OBUIICHO BHUMAHHUE MTPU MAIIUEHTH,
npueman ACE wHXHOHTOpH, KaTo € HeoOXOIMMO Ja ce MPOCIIeNsIBaT CEPyMHHST Kalluid U
O0b0Opeunara GpyHKIWA. AKO eTHOBpeMeHHaTa yIoTpeda Ha MOCOUYCHHUTE IMO-TOpe CPeIcTBa ¢ Omia
IIpPELEHEeHa 3a YMECTHA, T€ TpsA0Ba Ja ce W3I0JA3BaT BHUMATEIHO IPU YECTO IpOoCciensiBaHEe Ha
cepyMHUS Kanui (BX. Touka 4.5).

- WzyepnBaneTo Ha Kajius, BOACLIO O XHUIIOKAIMEMHs, € OCHOBEH PHCK NPH THA3UAHUTE U
THA3UAOTIONOOHUTE AWYpPETUM. XHUIMOKAJIMEMHUSITa MOXKE Ja NPUYMHH MYCKYJIHH HapyLICHUS.
CpoOmaBanu ca cilydyad Ha pabJIOMHOIIN3a, TTIABHO B KOHTEKCTa HA TEKKa XUMOKaJIHEeMUs. PHCKBT
OT TIOHWXKaBaHe HA HUBaTa Ha Kanmuil (<3,4 mmol/l) Tpsi6Ba na Obae NMpeaoTBpaTsIBaH MPU HIKOU
BHCOKOPHCKOBH TPYyITH, KaTO MAIMEHTH B CTapyecka BB3pacT W/WIIM TaKuBa C HEJIOXpaHBaHE,
HE3aBUCHMO JajM IPUEMAT MHOIO JIEKAPCTBEHU MPOILYKTH, NMPH MALMEHTH C LUpPO3a C OTOLHM U
aCILIUT, MALIMEHTH C KOPOHApHA OOJIECT U MALMEHTHU ChC ChbpACYHA HEAOCTATHYHOCT.

B TakuBa ciydyan XUMoKaJneMusATa yBeJIHyaBa KapIHMOTOKCHYHOCTTA HAa ChPICYHHUTE TIIMKO3UIN U
pHCKa OT apUTMHHU.
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[Namuenture ¢ yapmken QT nHTEpBa CHIIO Ca U3II0KEHU HAa PUCK, HE3aBHCUMO JTATH YIBIDKEHUAT
WHTEPBAJl € C BPOJCH WM SITPOTCHEH MPOU3XOJl. XHWIOKAIUEMHATa, KaKTO M OpaguKapausiTa,
JeiicTBaT KaTo (akTopH, OJIaronpusTCTBALIN MOSIBATa HA TEKKU apUTMHUH, MO-CIIeNHaiHo torsades
de pointes, kouTo Morar ia ObaaT paTanHu.

BbB BCcHukm ciiydam € HEoOXOIMMO IO-4eCTO IpociensBaHe Ha HUBaTta Ha Kamwii. IIspBOTO
M3MepBaHe Ha TUIa3MEHHWTE HMBAa HA Kanuid TPpsAOBa Jja ce M3BBPIIN INPE3 IMbpBaTa CEAMHIIA CIIE]
HAYaJloTO Ha JICYSHHUETO.

AKO ce yCTaHOBSIT HICKH HHBA HA KaJMH, € HE0OX0IMMa KOPEKIHs. XUTOKATNEMHsI, yCTAHOBEHA B
KOMOWHAIMS C HUCKAa CepyMHa KOHIIEHTpAllUs Ha MarHe3wid, Moxke Ja Obae pedpakTepHa KbM
JieueHHe, OCBEH aKO CEPyMHUST MarHe3uii He Ob/ie KOpUTHpaH.

Hwusa Ha kammii

TuasuaanTe U THABUAOIOAOOHUTE AUYPETHII MOTAT JIa HAMAJISAT OTACISTHETO Ha KA ¢ YpUHATA U J1a
TIPEIN3BHUKAT JIEKO U MPEXOTHO MOBUIIABAHE HA TUIA3MEHUTE HHUBA Ha KAMUH. SHAYUTEITHO MTOBUIIICHUTE
HMBa Ha KaJIMi MOXeE Jia ca CBbpP3aHU C HEJMArHOCTUIIMPAH XUMEePIapaTUPEOuIu3bM. B TakuBa ciryyau
JICYEHNETO TPsIOBa J1a ce MPEeKpaTH IMpeIu u3clieABaHe Ha (DYHKIMATA Ha MMapalluTOBUIHUTE JKIIe3u (BK.
Touka 4.8).

Marses3uii B maa3mara
YcTaHOBEHO €, 4e THA3UIHUTE U THA3UOMOJO0OHUTE TUYPETUITH, BKIIOUUTEITHO HHAAIAMU/I, YBEIHNYABAT
OTJICJITHETO HA MAarHe3Wii ¢ ypuHaTa, KOETO MOXKE Jia IOBEJIE 10 XUIoMarnesuemust (BX. Touku 4.5 u 4.8).

YepHoapoOHO YBpEKIAaHE

EdexTbT Ha xoMOuHarmaTa KBagpukcam He € U3CNEABaH MPU MAIMEHTH ¢ YePHOAPOOHA TUCHYHKIIHS.
Kato ce B3eme mpeaBuI JCHCTBHETO HA BCEKU OTJCIICH KOMIIOHEHT OT Ta3u komOuHanus, KBaapukcam e
MIPOTUBOIOKA3aH MMPHU MAIIMEHTH C TEXKO YEPHOAPOOHO YBpEKIaHE U TPsOBa Ja ce Mpriiara ¢ IOBHIICHO
BHHMaHUE MPH MalUEHTH C JICKO JI0 YMEPEHO YSPHOAPOOHO YBpEKIaHE.

B penxu ciaygan ACE mnxuburopute ca CBHp3BaHH ChC CHHIPOM, KOWTO 3all0YBa KaTo XOJECTaTHYHA
KBJITCHHWIIA W TIporpecupa 1o (¢yJIMHHAHTHA YEPHOAPOOHA HEKpo3a W (B HAKOW CIIy4aW) CMBPT.
MexaHU3MBT Ha TO3W CHHIPOM Bce ole ¢ Heu3BecTeH. [lammenTn, npuemamu ACE uaxudutopu, KOUTO
Pa3BHAT XBIATCHHIA WM 3HAYATEIHO MOBUIIABAHE HA YEPHOAPOOHUTE EH3WMH, TPSOBA 1@ MPEKPaTsT
npuema Ha ACE-uHxuOutopa 1 na ObAaT MOMIOKEHH HA MOAXOSII0 MEIUIIMHCKO MpocieasBane (BK.
Touka 4.8).

[lpu mamuweHTH ¢ yBpeaeHa YepHOAPOOHA (YHKIMS TMONYKUBOTHT Ha aMJIOAWIHNH C€ YABIDKaBa M
croiiHoctuTe Ha AUC ca mO-BHCOKH; JIMIICBAT YCTAaHOBEHHU MpPENOpbKH 3a jao3upaHe. ClenoBaTeHo
aMJIOZIMIIMH TPSOBa Jla ce 3arodBa OT JOJIHATA TPaHWIlA Ha AWAlla3oHa Ha JO3MpaHe M J1a ce Mpuiara ¢
MTOBUIIIEHO BHUMAaHHUE KaKTO IIPH 3all04YBaHE HA JICYEHUETO, TAKa U IIPU YBEIIMYaBaHE Ha J103aTa.

YeproapoOHa eHIed aonaTus

[Ipu yBpeneHa yepHoapoOHa HYHKIWS THA3UIHUTE U THA3UIOTOJOOHUTE JUYPETULU MOTaT, OCOOEHO MpU
CJICKTPOJIUTEH AucOaNatc, Jla MPeIM3BUKAT YePHOPOOHA eHIle(aIonaTys, KOsITO MOXKE Ja IPOrpecupa Jio
4epHOAPOOHA KOMA.

[Ipu mosiBa Ha TOBa CHCTOSTHEE TTPUITOKeHHETO Ha KBasprukcam TpsiOBa He3a0aBHO /1a ce MpeKpaTH (3a pA3Ko
TIpeKpaTsABaHe BXK. ChIIO ,,CIIUpaHe Ha JICUCHUETO  TI0-TOpe).

IInko4Ha KuCeIMHA
Bb3moxHO € IIpU MAOUCHTHU C XUTICPYPUKEMUA Oa CC MOBUIIN CKIIOHHOCTTA KbM IIOAATrPO3HU KPU3HU.
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deoxpomorToMa
Busonponosn He TpssOBa 1a ce mpujara MpH MarHeHTH ¢ GEOXPOMOIMTOMA, J0KAaTO He ObJie OCHTypeHa
anda-perentopHa 0JI0Kaa.

IIspBHYEH a1IOCTEPOHU3BM
[TanmenT ¢ MbPBUYEH aJOCTEPOHU3BM KATO IAJI0 HE CE€ BIHUSIAT OT JICUEHHE C aHTUXUIEPTECH3UBHU
JIeKapCcTBa, MIEWCTBAIY Ype3 HHXUONpaHe Ha cHcTeMaTa peHUH-aHTHoTeH3uH. [Topamu ToBa yriotpebara Ha
MPOJIyKTa HE CE MPErnopbhyBa.

[aruentu ¢ guader

[Ipu manueHTH ¢ MHCYJMHO3aBHCHUM 3axapeH auadeT (CIOHTaHHA CKJIOHHOCT KbM IOBUIICHU HHBAa Ha
KaJIMii) JIeYeHHeTOo TPsOBa Ja ce 3arouBa Mo/ JIEKapCKA KOHTPOJI C HaMaJleHa HadallHa J103a.

HuBara Ha riiukemus TpsiOBa Ja ce MPOoC/easBaT CTPUKTHO MPH MAUEHTH ¢ 11a0eT, ISKyBaHH MTPEId TOBA
C TIEPOpPAITHU aHTHANAOCTHH CPeJICTBAa WM WHCYJIMH, 0COOCHO Tpe3 MhpBHUs Mecel oT jJedennero ¢ ACE
HHXUOHUTOP.

IIpocneasBaHeTo Ha KpbhBHATA TIIIOKO3a € BAXKHO MPH MAIUCHTH C JuadeT, 0COOCHO KOraTo HUBaTa Ha
Kallui ca HUCKU. br3omnpoion Moske J1a 3aMacKupa CHMIOTOMHUTE Ha XUITOTIMKEMUS (HAIp. TaXUKAPAUS W
MATMTUTALUH).

Ctpor peXuM Ha IiiaJyBaHe
buzonponon TpsabBa 1a ce mpuiara ¢ MOBUIICHO BHUMAaHUE TPU MAIIMCHTH, TOIOKEHH Ha CTPOT PEKUM
Ha IJIalyBaHe.

POTOUYBCTBUTENHOCT

CroOmiaBann ca cinydaw Ha (DOTOUYBCTBUTENHM pPEaKkUWW TPU THA3UTHUTE W THA3UOINOJIOOHUTE
muypetuny (Bxk. Touka 4.8). Ilpu mosiBa Ha (OTOYYBCTBHUTENHA peakiiis MO BpeMe Ha JICYEHUETO Ce
MpenophYBa JCUCHUETO /1a Ce MPEeKpaTH (3a psI3KO MpeKpaTsBaHe BxK. CbhIo ,,CriupaHe Ha JIeYEHUETO  T0-
rope). AKko ce npreme, ue € HeoOX0AUMO MOBTOPHOTO MPUJIaraHe Ha JIUYPETUK, PETIOPHUBA CE OTKPUTHUTE
JaCTH Ha TSUIOTO Jia CE 3aIUTaBaT OT CIIBHIIE WK U3KycTBeHH UV A Ihum.

Ilcopuasuc
[lammenTn ¢ mcopuasWc WM C aHaMHe3a 3a IICOpHA3WC TPsAOBa Na MmoiyvaBar Oera-Omokepw (Hamp.

6H30HpOJ'IOJ'I) caMoO CJI€J BHUMATCIJIHA OICHKAa Ha CbOTHOIICHUCTO HOJ'I3a/pI/ICK.

TupeoTokCcHuKo3a
[To BpeMe Ha JieUeHUE ¢ OM3OMPOJION CUMIITOMUTE Ha THPEOTOKCHUKO3a MOraT Jia ObJIaT 3aMacKUpPaHHU.

XopouaieH U3IUB, OCTPa MUOIHS ¥ BTOPUYHA 3aKPUTOBI'bIHA INIAyKOMa

JlekapctBa OT rpynata Ha Cyn(QOHAMHUOWTE WM TEXHH NPOW3BOJAHM MOTaT Ja TNpeAu3BUKAT
WIMOCHHKPATHYHA peakivs, BOJEIa N0 XOPOWJANIEH M3IMB C Ne(eKT B 3pUTEITHOTO TOJe, MpexoaHa
MUOTHS U OCTPa 3aKPUTOBI'bIHA TTIaykoMa. CHMIITOMHTE BKIFOUYBAT OCTPO HAYAJIO HA HAMAaJleHa 3pUTelTHa
OCTPOTa WU 0OJIKAa B OKOTO M OOMKHOBEHO CE MOSBSIBAT B PAMKUTE Ha YaCOBE JI0 CEIMUIIM CIIE]I 3aII0UBaHE
Ha JedyeHneTo. HemekyBaHaTa ocTpa 3aKpUTOBI'BIIHA TJIAyKOMa MOXKE Jla JOBeAe N0 TpaiiHa 3aryba Ha
3perneTo. OCHOBHOTO JICUCHHUE € BB3MOKHO Haii-Obp30TO MpeKpaTsBaHe Ha MpHeMa Ha JIEKapCTBOTO. AKO
BBTPEOYHOTO HAJSITAaHE OCTaHE HEKOHTPOJIMpPAHO, MOXKE Ja Ce HAJ0XXM CBOEBPEMEHHO MpujlaraHe Ha
MEIUIIMHCKO WM XUPYPTHYHO JedeHue. PuckoBuTe ¢akTopw 3a pa3BUTHE Ha OCTpa 3aKPUTOBI'BIHA
TJIayKOMa MOTAT J1a BKIIIOYBAT aHAMHE3a 32 aJeprusi KbM CyJI()OHAMHTN FITH TIEHAIMIIVH.

Bbpemennoct
[puemsbT Ha ACE nnxubutopu He TpsiOBa Ja 3amouBa 1o BpeMe Ha OpeMeHHOCT. OCBEH ako He Ce pelllH,

4C MpOoABbJIZKABAHCTO Ha IpHUCMa Ha ACE I/IHXI/I6I/ITOpI/I € OT ToJisIMa 3HAa4YMMOCT, IMAllMCHTKHUTEC, KOUTO
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IJIaHUpaT OPEeMEHHOCT, TpsOBa Ja MPeMUHAT Ha aJITEPHATUBHO aHTHXUIICPTECH3UBHO JICUCHHE C JIOKa3aH
npodui Ha 6€30IaCHOCT 3a MpUJIaraHe mo BpeMe Ha OpeMeHHocTTa. [Ipy muarHocTunmpane Ha OpeMEHHOCT
neuennero ¢ ACE naxuburopu TpssOBa He3abaBHO Ja ObJe CIPSHO U IIPH HEOOXOIUMOCT JIa CE 3aIl0YHe
aITEpHATUBHO JieueHue (BX. Touku 4.3 u 4.6).

ETHndeckn pasnumuuns

KaxTo npu apyrutre HHXUOUTOPH Ha aHTHOTCH3WH-KOHBEPTHUPAIINS CH3UM, TICPUHIOIIPHII € OUESBHIHO T10-
MaJKo eeKTHBEH 3a MOHKaBaHe Ha KPhBHOTO HAJSTaHE TPU YEPHOKOXKH MAIMEHTH, OTKOJIKOTO MPHU He
YEPHOKOXKH, BEPOSTHO MOPaJH MO-BHCOKATA YECTOTA HA CHCTOSHUS C HHCKA PEHUHOBAa aKTUBHOCT CPeJl
YEPHOKOKUTE MAIIUEHTH C XUTIEPTOHUSL.

Crapuyecka BB3pacT

[Ipenu 3amouBaHe Ha JICUEHHUETO TPsAOBa JIa ce M3cieaBaT ObOpeuHaTa (YHKIMS W HUBATa Ha KaJHU.
[IspBOHAUaIHATA 1032 BIIOCJICACTBUE CE€ KOPUTHPA CIOPE OTIOBOPA Ha KPHBHOTO HaJIAraHe, 0COOCHO IpU
CJIydau Ha BOJIHO-EJICKTPOJIUTEH Ne(HITUT, C 11T 1a ce W30erHe BHEe3aIMHaTa MOsIBa HA XHUITOTOHHSI.
YBeNnn4yaBaHeTo Ha J103aTa Ha aMJIOJIMITWH TPU MAMeHTH B CTapyuecka Bb3pacT TpsOBa Ja ce W3BBHPIIBA C
MTOBUIIEHO BHUMaHUe (BXK. TOUku 4.2 u 5.2).

CropTucTtu
Criopructute TpsOBa Ja UMaT MpeJBUJ, Y€ TO3H MPOIYKT ChAbPKAa aKTUBHO BEIIECTBO, KOETO MOXE J1a

MPEaAN3BHUKA ITOJIOKUTCIICH PE3YJITAT IIPU JOIMMHI TECTOBEC.

ITomourHM BemecTBa
Ksampukcam cpappxa mo-manko ot 1 mmol Hatpuit (23 mg) B efHa Karicynia, KOETO MO CBHIIECTBO
03Ha4yaBa, YeHE ChAbPKa HATPHH.

4.5 BsaumopaelicTBHe ¢ IPYIrH JeKapCcTBeHU NMPOAYKTH U APYru ¢popMH Ha B3auMojeiicTBUe

KnuanvanTe W3NMTBaHUS TOKa3BaT, Y€ JABOMHOTO OJIOKMpaHE Ha cHUCTeMaTa pPEeHWH-aHTHOTEH3WH-
annoctepoH (PAAC) upe3 kombunanus ot ACE waxubuTopu ¢ anrnoTen3ud Il perenTopHu 6J10KepH HITH
AMCKHUPEH € CBbp3aHa C IMO-BHUCOKA YE€CTOTa Ha HEXKEIaHU CHOWTHS KaTO XUIOTOHUSA, XUTIEPKATHEMHs U
BIIOIIaBaHE Ha ObOpeuHara (QyHKIUS (BKIIOYUTETHO OCTpa OBOpeyHa HETOCTATHYHOCT), OTKOJIKOTO
M3IIOJI3BAHETO CaMO Ha €IJHO cpecTBO ¢ neiictBue Brpxy PAAC (Bxk. Touku 4.3, 4.4 u 5.1).

JlekapCcTBEHU MPOAYKTH, MOBUINIABAIIM PHCKA OT AaHTHOEACM

Ennospemennata ynotpeba Ha ACE uHXuOUTOpH ChC cakyOMTpHII/BalicapTaH € MPOTHBOIOKA3aHa, Thi
KaTo TIOBHIIaBa pUCKa OT aHTHoeneM (BX. Touku 4.3 u 4.4). CakyOuTpmi/Bancaptad He TpsOBa na ce
3amo4Ba Mo-paHo oT 36 Jaca ciien mprueM Ha ToclieHaTa 103a nepuHaonpmit. KBaaprukcam He TpsOBa 1a
Cce 3amoyYBa Mmo-paHo oT 36 Jaca ciie[| mociIeHaTa 103a caKyOuTpui/BancapTa (Bk. Touku 4.3 u 4.4).

EnnoBpemennara ymnotpe6a Ha ACE wunHxubOutopu c pacekagorpmwi, mTOR wuaxubOutopu (Hamp.
CHPOIIUMYC, €BEPOIUMYC, TEMCUPOIUMYC) U TNIMIITUHU (HAIIp. IMHATIIUIITAH, CAKCATJIUIITUH, CHTATJIUIITHH,
BIUIJIATJIMIITAH) MOKE Jia IOBEJIE JI0 MIOBHIIICH PUCK OT aHTHoeneM (BxK. Touka 4.4).

JlekapcTBEHU TPOAYKTH, MPEAN3BUKBAIIN XUITEPKATNEMUS

Brnpeku ye cepyMHUSAT Kaauii OOMKHOBEHO OCTaBa B HOPMAJIHU IPaHUIIM, IPU HAKOM IALMEHTH, JIEKYBaHU
¢ KBagpukcam, Moxxe na HacThIM Xunepkanuemus. Hskon jnexapcTBeHHM NPOAYKTU WM TE€PaNEeBTUYHH
KJIaCOBE MOJKE J]a MIOBHUINIAT YECTOTaTa Ha MOSBA HA XUIIEPKAJTHUEMUs: aJJMCKUPEH, KaJHUEeBU COJIM, KA -
ChXpaHsBaIll AWYPETULH (HANp. CIUPOHONAKTOH, TpuamrtepeH wiu amuiopuna), ACE wmaxuburtopw,
anrunorensuH Il penenropuu 6mokepu, HCIIBC, xenapuau, IMyHOCYHpecOpH KaTO LHMKJIOCHOPHUH HIIH
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TaKpOJIUMYC, TPUMETOIIPUM U KOTPUMOKCA3011 (TPUMETOIIPUM/CYI(PaMeToOKCasol), Thil KaTo € U3BECTHO,
Ye TPUMETOIIPHUM JICHCTBA KaTO KalUii-ChXpaHsIBaIll AUYPETHK, 0o100HO Ha ammiopuy. KomOuHanumsTa ¢
TE3W JICKapCTBa IMOBUIIaBa pucka OT xurnepkanmuemus. [lopaau ToBa xomOuHanusTa Ha KBampukcam c
MIOCOYCHUTE TIO-TOPE JIEKAPCTBEHHW NPOAYKTH HE CE€ MPEmophiyBa. AKO CBHIIECTBYBAT ITOKA3aHHS 3a
eHOBpEeMEHHa ynoTpeba, MeANKaMEHTHTE TPAOBa []a C€ U3II0JI3BAaT BHUMATEITHO ¥ IIPU YECTO HAOMI0IeHUE
Ha CEpyMHHUS KaJlUH.

EnnoBpemenHaTa ynorpeba € IpoTUBONOKa3aHa (BXK. Touka 4.3)
Anuckupen: Ilpu manumenTn ¢ nuaber wnu yBpeneHa ObOpeyHa (YHKLHUS PHUCKBT OT XHUIIEPKaIHMEMus,
BJIOIIaBaHe Ha ObOpeuHaTa pyHKIMA U ChPACYHOCHI0BA 3200€BaEMOCT U CMBPTHOCT CE yBEJIHYaBa.

ExcTpakopnopaiHo jeyeHue, BOJCIIO 10 KOHTAKT Ha KPbBTa C OTPHLIATEIHO 3ape/ICHN IIOBBPXHOCTH, KaTo
HanpuMep JWajn3a Wi XeMOQWITpalus C ONpEJCJICHH BHCOKONPOIYCKIMBH MeMOpaHu (Hamp.
MTOJIMaKPUIIOHUTPIIIHU MeMOpaHn) 1 adepesa Ha JIMIONMPOTENHN C HUCKA TUTBTHOCT C IEKCTPaHOB CyJdar,
TIOpaan TIOBUIIICH PUCK OT TEKKHM aHA(PMIAKTOMTHU peaknuu (BX. Touka 4.3). Ilpn HEoOXOoIUMOCT OT
mooOHO JiedeHwe TpsiOBa Ja ce OOMHCIM W3MOJ3BaHE Ha APYr THM AWATU3HU MeMOpaHW WM Ha
AHTUXUIICPTEH3UBHO CPEJICTBO OT APYT KIIAC.

Eonospemennama ynompeoa ne e npenopvuumeing

Komnonenmu |Hzeecmmno e3aumodeiicmeue |Bzaumooeiicmeue ¢ opyz nexapcmeen npooykm
CbC clle0Onus nPOOyKm

Mepunnonpwn/ |[Jlumuii CpobmaBa ce 3a oOpaTMMO TIOBUIIaBaHE Ha CepyMHaTa
Wunanamu g KOHIICHTpAIMs ¥ TOKCUYHOCTTA Ha JIMTHUS NPU €IHOBPEMEHHO
npwiarane Ha jutuii ¢ ACE wunxubutopu. Ymorpebata Ha
NEPUHAONPHI B KOMOMHAIMS C WHAANAMHUJ C JIUTHA HE ce
IpernopbyBa, HO aKO KOMOMHAIMATa ce OKake HeoOXomuma,
Tps0Ba J1a ce M3BBPIIIBA BHUMATEITHO HAOIIOJICHHUE HA CEPYMHHTE
HMBa Ha JINTHH (BX. TouKa 4.4).

[lepunnonpun |Anuckupen [Tpu manmeHTH, KOUTO He ca ¢ quabeT Wwin yBpeneHa ObOpedHa
(yHKIMSA, PHUCKBT OT XHUIEPKAIMEMHs, BIOIIABaHE Ha
ObOpeuHaTa (YHKIUS W CHPJCYHOCHIOBA 3a00JIEBAEMOCT U
CMBPTHOCT ce yBelIn4aBa (Bxk. Touka 4.4).

Eonoepemenno neuenue ¢ B nwureparypaTa WMa CHOOLICHHs, Y€ MpPU TAIMEHTH C
ACE-unxubumopu u 610kep |yCTaHOBEHa aTePOCKIEPOTHIHA bonecr, ChpAeYHA
Ha peyenmopume Ha HEJIOCTaThYHOCT WIM JuabeT ¢ TEPMHHAJIHO OPraHHO
AHSUOTEH3UH yBpexnaane, eqHoBpeMeHHOTO JiedeHne ¢ ACE wmaxubutop u

6J10Kep Ha PELeNTOPUTE HAa aHTMOTEH3UH CE CBBP3Ba C II0-BUCOKA
YecTOTa Ha XMIIOTOHUSA, CHHKOII, XUIIEPKAJIHEeMHUs U BIOIIaBaHE
Ha ObOpeuHara (yHKOUA (BKIIOYHTENHO oOcTpa OBOpedHa
HEIOCTAaTHYHOCT) B CPaBHEHHE C YIOTpeOaTa Ha eIUH-eIMHCTBEH
JIEKapCTBEH MPOAYKT, AEHCTBAll BBPXY CHCTEeMaTa pPEHUH-
aHTMOTEH3UH-AIIOCTepoH. [IBoiiHaTta Onokaza (Hamp. dpes
komOunupane ©Ha ACE wuHXMOMTOp C aHTaroHMCT Ha
anruorensuH Il penenropa) TpsaOBa na ce OorpaHMYHM camMo 0
WHIVBHAYaHO  ONpEAE]eHHM Ciydal TIpH  BHHUMATEIHO
npociesBaHe Ha ObOpeuyHara (QyHKIWS, HUBAaTa Ha Kalusl U
KPBBHOTO HaJsiraHe (BK. Touka 4.4).

Ecmpamycmun Puck oT moBmmIaBaHe Ha HEXeJIAHUTE JEKAPCTBEHU PEaKLUH,
KaTo HalpuMep aHT'MOHEBPOTUYEH OTOK (aHTHOETEM).
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Kanuii-coxpanssawu
ouypemuyu (Hanp.
mpuammepen, amuiopuo,
...), Kanuil (conu)

Xunepkanuemus (TIOTSHIHATHO (paTarHa), 0COOCHO CHBMECTHO C
yBpeneHa ObpOpeuHa (GYHKIUS (aIUTHBHH XUNEPKATHEMHUYIHU
edpextn). KomOnHanusaTa Ha TMEPHHAONPWI C TOPETIOCOUYCHUTE
JIeKapCcTBa He ce penopbuBa (BX. Touka 4.4). AKO BBIIPEKH TOBA
CBIICCTBYBAaT IOKa3aHWsA 3a ENHOBpPEMEHHa  ymnorpeda,
MCANKAMCHTHUTC Tpﬂ6Ba Ja CC HM3MOJ3BAT BHUMATCIHO M IIPpU
4yecTo HaOMIOICHHE HA CEepyMHHUs Kajauid. 3a ymorpebara Ha
CITMPOHOJIAKTOH npu CbpJcyHa HCIOCTAaTBhYHOCT BX.
»EJHOBpEMEHHa  ynoTpeba, KOATO M3HMCKBA  CIENUAITHO
BHUMaHHE".

AMIOIUNUH

lanmponen (ungy3us)

[lpu KMBOTHH cCllell TpHEM HA BepalaMiil ¥ HHTPABEHO3HO
NPUIOKEHUE HA JaHTPOJICH ca HaOJllolaBaHy JIeTalHa KaMepHa
¢ubpumayiss W ChPACYHOCHIAOB  KOJIAIIC, CBBP3aHH C
xunepkanuemus. [lopamu pucka OT XUIEpKalnueMus ce
npernopbyuBa 1a ce M305rBa eIHOBPEMEHHOTO NPHIOXKEHHE Ha
KaJIOIUCBXU QAHTArOHUCTHU KaTo aMJIOJUIIMH TIpU T[alUCHTH,
Npe/Ipa3nooKeH! KbM 3JI0Ka4eCTBEHA XHIEPTEPMUs], KaKTO U
NPY JICYCHUETO HA TaKaBa.

TI'petinghpym unu cox om
epetingppym

HpI/I HAKOM TalIlMCHTH € BB3MOXHO IIOBHIIIABAHC Ha
6I/IOHaHI/I‘lHOCTTa, KO€TO BOAW OO MO-HU3Pa3€HO INOHMXaBaHE Ha
KPBBHOTO HaJIATAaHE.

buzonposnon

Lenmpanno oeticmeauyu
AHMUXUNEPMEH3UGHU
JleKapcmeen npooyKmu
Kamo KIOHUOUH U Opyau
(ranp. memunoona,
MOKCOHUOUH, PUIMEHUOUH)

EnHoBpemenHata yrnotpeba Ha AQHTUXUIIEPTEH3UBHU
JIEKapCTBEHH MPOIYKTH C LEHTPAIHO JIEHCTBHE MOXKE Ja BIIOIIN
Chbp/ievHaTa HEJAOCTAThYHOCT Ype3 MOHMKaBaHe Ha LIEHTPATHUS
CHMIIATHKOB TOHYC (HaMaJieHa ChPICYHA YECTOTa M ChPACYCH
neOuT, BasomwiIaTanus). BHe3amHOTO mpekpatsBaHe, 0COOCHO
aKo € Iper CIIHpaHe Ha OeTa-0J0Kepa, MOXe JJa YBEINIH PHUCKa
OT IMOBTOPHO MTOBHUIIIABaHE HA KPHBHOTO HaJIAraHe.

Anmuapummuunu
JleKkapcmeeHu npooOyKmu om
kaac I (nanp. xunuoum,
ou30nUPamMuo; TUOOKAUH,
Genumoun; @rekauruo,
nponageroH)

Moxe na ce HaOmOAaBa 3a0aBsiHE HA MPEACHPIHO-KAMEPHOTO
MPOBEXKJaHEe U 3acCHJBaHE Ha OTPHUIATETHOTO MHOTPOIHO
nelicTBHE.

Anmazonucmu Ha Kanyus om
Muna Ha 8epanamui u 8 no-
Manka cmenen om muna Ha
ounmuazem

OTpunaTeTHO  BB3ACHCTBHE BBPXY KOHTPAKTHIMTETAa U
MpeAChPIHO-KaMEPHOTO IIPOBEXIaHE. HHTpaBeHO3HOTO
NPWJIOKEHUE Ha BepallaMuil MpU MalUeHTH Ha JieueHue ¢ Oera-
Onmoxepu MoOXe [Ja JoBele MO0 H3pa3eHa XUIOTOHHS H
NpeAChPAHO-KaMepeH OJIOK

Ednospe.ueuua vnompeﬂa, Koamo U3UCKeA Cneyuaino 6Humanue

Komnonenmu |H3zeecmuo e3aumooeiicmeue |Bzaumooeiicmeue ¢ opyz nexapcmeen npooykm
CbC C1eOHUA NPOOYKM
Hepunnonpun/ |baxrogpen [oBumeH anTuxunepTeH3nBeH edexr. HabmogaBaite KpHBHOTO
WNupanamun HaLITaHE W TIpU HEOOXOOUMOCT KOpHTHpaiTe [mo3ara Ha
AHTHXUIIEPTCH3UBHUS MEIUKAMECHT.
Hecmepouonu IMpu emHoBpemenHo mnpwiarane Ha ACE wHXuOuTOpH C

NPOMUBOBLINANUMETHU
JleKapcmeen npooyKmu
(8KmOUUMENHO
AYEMUICATUYUNIOB8A KUCETUHA
6b8 BUCOKU 0031U)

HECTEPOWUAHN  NPOTHUBOBB3MAJIWTEIHM  JIeKapcTBa  (Hamp.
aleTUICATNLIWIOBA KUCEIMHA B IPOTUBOBB3MNAIUTEIHA CXEMa Ha
nosupane, naxubutopn Ha COX-2 n nHecenexrusHu HCIIBC)
MOXE Ja HacThIM OTCla0BaHe HA AHTHXHUIEPTEH3UBHOTO
BB31ciicTBHe. EmHOBpeMenHarta ynotpebda Ha ACE uaxuburopu
u HCTIBC moxe na moBefe 10 MOBUIIEH PHCK OT BIIOIIaBaHE Ha

ObOpeuyHaTa (QYHKIWS, BKIIOYHTEIHO BB3MOKHOCT OT OCTpa
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ObOpedHa HENOCTaTPYHOCT M IIOBUILABAaHE HA HHUBAaTa Ha
CepyMHHS KalMid, 0COOCHO MNpHU MAIUCHTH C IPEIuIecTBAIIO
BJIOIIaBaHe Ha ObOpeuyHara ¢pynkuus. KomOunamnmsara TpsaoBa na
ce Ipuiara BHUMAaTelHO, OCOOEGHO IPHM Xopara B cTapyecka
BB3pacT. [lanuenTture TpsA6Ba 1a ObIAT aAEeKBATHO XUAPATHPAHH
u TpAbBa na ce TOMHCIH 3a HaOmoaeHHe Ha OBOpedHaTa
(GyHKIUS clel 3aloYBaHe Ha €IHOBPEMEHHO JIEYEHHE, a Cle]
TOBA — NEPUOANUYIHO.

Ilepunnonpun

Kanuti-necvxpansaeawu
ouypemuyu

[pu nanueHTHTE, MPUEMAIH JUYPETHLHI, 1 0COOCHO MPH TAKUBa
C M34UepriaHny 00eMHY W/UIIN COJIEBH PE3EepPBH, CIIE] 3aIl09YBaHe Ha
tepamusaTa ¢ ACE MHXHONTOp MOXeE Ja HACTBIIH IIPEKOMEPHO
HaMajsiBaHe Ha KPBBHOTO HaisiraHe. Bb3moxkHOCTTa 32
HACTBIIBAaHE HA XUIIOTOHMYHU €(EeKTH MOXKe 1a Obae HamaleHa
ype3 clHMpaHe Ha AUypeTHKa, 4pe3 NOBHUIIaBaHE Ha o0eMa WM
COJICBHSI TPHEM IIPEAM 3allouBaHe Ha JICYCHUETO C HUCKH U
MPOTPECUBHO ITOBHIIABAIIN CE J03H MEPHHIOTPHIL.

[pu apTepuanHa XUIEPTOHHS, KOTaTO MPEIXOJHOTO JICUCHUE C
IUYpPeTHK MOXKE Ja € MIpeAN3BUKAN0 3aryba Ha coim/o0eM,
JMYPETUKBT TPsIOBa J1a Ob/Ie MPEYCTAHOBEH MMPE/X 3all0YBaHe Ha
ACE mHXHOUTOpA, KaTO BIOCIEICTBHE MOXXE OTHOBO Ja OBIe
BBBEIIEH TUYPETHK, KOUTO He € Kanmi-chxpanssani, win ACE
MHXUOMTOPBT TpsiOBa aa ObJe 3amo4yHaT B HHUCKA J103a C
MIOCTETICHHO YBEINYaBaHe.

[Ipwu 3acToitHa chpaeyHa HEJOCTATHYHOCT, JICKYBaHA C IUYPETHK,
ACE umHXHOUTOPBT TpsOBa ma ObAe 3allOYHAT B MHOTO HHCKa
J103a, Bb3MOJKHO CIIe]l HaMalIIBaHEe Ha [03aTa Ha ChI'bTCTBALIUSL
JIMYPETHUK, KOMTO HE € KaJIMH-ChXPaHABALLL.

BeB BCHukm ciyuan ObOpeuHata QyHKUMS (HHBOTO Ha
KpeaTHHUHA) TPsOBa /1a ce MPOCIIeAsiBa Ipe3 MbPBUTE HIKOJIKO
ceamutn ot ederneTo ¢ ACE naxuburop.

Kanuii-cvxpanseawu
ouypemuyu (eniepeHoH,
CRUPOHONAKMOH)

[Tpu 1031 Ha emIepeHoH U CIUPOHOIAKTOH OT 12,5 mg mo 50 mg
JTHEBHO U nipu HUCKH 7034 Ha ACE-unxuburopure:

[pu neveHne Ha ChbpACYHA HEJOCTATHYHOCT OT (HYHKUHMOHAJICH
kinac [I-IV. (NYHA) ¢ ¢pakmus Ha wu3tnacksane <40% wu
npeaxonHo JedeHue ¢ ACE waHxuOutopn wu OpuMKOBHU
IOUYPETHLH CBIIECTBYBa PHCK OT XHICPKAIHEMHS, KOATO €
NOTEHIMAJIHO JIeTaJHa, OCOOGHO IIpH HeCIa3BaHe Ha
MPENOPBKUTE 32 MPEANICBaHEe Ha Ta3U KOMOMHAITHSL.

IIpenn 3anmouBaHe Ha KOMOHMHaIMsTa TPsAOBAa Aa C€ YCTaHOBHU
JWIICaTa Ha XUMEpKaIneMus 1 ObO0pedHO yBpeXJaHe.

HpenoquBa CC CTPUKTHO IMPOCJICAABAHC Ha KaJIuCMUATa U
Kp€aTUHEMUATA NPE3 MIbPBUA MECCI OT JICUCHUCTO: B HAYAJIOTO
BCIHBXK CCIMHUYHO, a CJIC] TOBA — BCIHBK MCCCUHO.

Anmuouabemnu
JleKapcmeeH npoOyKmu
(uHCyIUHU, NEPOPaIHU
XUNO2IUKEMUZUPALYU
cpeocmea)

Enmupemuonoruanu NPOyYBaHUS npexrosarar, qe
enHoBpeMeHHOTO Tnpwiarane Ha ACE  wmHXHOUTOpH U
aHTHIMA0CTHH JIEKApPCTBEHH HNPOIYKTH (MHCYJIMHH, HEPOpaTHH
XHUIOTJIMKEMU3UPAILY CPEJCTBA) MOXKE J1a PEIU3BHKa 3aCHICHO
MOHIWKaBaHe Ha KPBbBHATA INIIOKO3a C PHUCK OT XHITOTJIMKEMHMS.
Oxa3Ba ce, 4e HACTBIIBAHETO HA TOBA SBJICHUE € IIO-BEPOATHO
npe3 MbPBUTE CEAMHUIM OT KOMOMHUPAHOTO JICUSHHWE M TpHU
MalUEeHTH C yBpeaeHa Ob0peyHa (QyHKIIHS.

16




Wananmamun Jlexapcmeenu npodykmu, ITopamu pucka OT XHUIOKaIWeMHs, MHIOANAMHI TpsOBa na ce
npeoussuxeéawu torsades de |mpumara ¢ TOBUIIEHO BHHMAaHHE, KOTAaTO Ce KOMOWHHpa C
pointes JIEKapCTBEHH NPONYKTH, Npeam3BUKBaIIu torsades de pointes,

KaTo HAaIpUMep, HO 0e3 1a ce OrpaHuvaBa J0:
- AQHTHAPUTMHUYHH JIEKAPCTBEHU NMPOAYKTH OT Kiac IA (Harp.
XUHHUUH, XUIPOXUHUNH, TU30TIHPAMUL);
- AHTUAPUTMUYHH JIEKapCTBEHU NIPOLYKTH OT Kiac II1
(Hanp. amMmuoIapoH, NoGeTWINI, HOYTHIUI, OpeTHINYM,
coTason);
- HKOM aHTHUIICHXOTUYHH JIEKAPCTBEHH MPOTYKTH:
®denotnazuny (Hanp. XJIOPIPOMa3HH, IHAMEMAa3HH,
JIEBOMENPOMa31H, THOPHUIA3HH, TPUQITyorepa3rH),
OeH3amMuaM (HaIp. aMHUCYJIIIPH, CYIIITUPUI, CyITOIPHI,
THanpun), OyTupodeHoHH (HAIp. APOTICPHUIOIN,
XaJIONEPHUI0N) U APYTY aHTUIICUXOTHYHH JIEKApPCTBEHU
MPOIYKTH (HATIp. MTUMO3H]);
- JpYTH BelecTBa (Harp. Oenpuaul, u3anpus,
mudemanun, eputpoMutivH [V, xanodpanTpus,
MH30JIACTHH, MOKCH(IOKCAIMH, NEHTaMU/IHH,
cnapdiokcanut, BUHKaMuH [V, MeTanoH, acremMu3on,
TeppeHAINH).
IIpenoTBparsiBaHe Ha HUCKM HUBA HA Kaluil U KOPEKLHs IIPU
HeoOxoxumoct: npocneassane Ha QT uHTepBana.
Ampomepuyun B [ToBumieH puUCK OT HUCKU HUBAa Ha KalWid (aOUTHUBCH CSQEKT).
(unmpaseno3no IIpocnensBane Ha HUBaTa Ha Kalusid W KOPEKIMA MpH
npuaodicenue), HEOOXOIMMOCT; H3UCKBA CE 0COOEHO BHUMAaHHE TP JICUEHHE ChC
2NIOKOKOPMUKOUOU U chbpAedHH rIuKo3uau. TpsOBa fa ce N3MoN3BaT HECTUMYIIHPAIIN
MUHEPATIOKOPIMUKOUOU clIabuTeTHH CPEeICTBA.
(cucmemmo npunodcenue),
Mmempaxo3axmuo,
cmumyaupawu ciadumentu
cpedcmea
Cvpoeunu enuxkosuou XUIMOKaINEMUITA W/ WM XUTIOMAarHe3eMHTa ITOBHIIABAT PHCKA
OT TOKCHYHOCT Ha ChpJAeYHHTE TnuKo3uau. IlpemoppuBa ce
IpociesBaHe Ha IIa3MEHUTE HUBA HA KW U MarHe3ni, KakTo
n Ha EKT', kaTo mpu HE0OX0IMMOCT JICUEHHETO TPSOBa a Obe
npepasrieano.
Anonypunon EnHOBpeMEHHOTO JieueHHE C WHIANaMHJ MOXE Jla yBEIH4H
yecToTarTa Ha pEaKIMM Ha CBPBXYYBCTBUTEIHOCT KBbM
QJIOITY PHHOI.
AmmnonunuH CYP3A44 unoykmopu IIpu ennoBpemennata ymotpeba ¢ CYP3A4 wunnmyktopu e
BBH3MOXKHO IIIa3MeHaTa KOHIIEHTPALMS Ha aMJIOIMTIMH Ja BapHpa.
[Topaau ToBa KPBBHOTO Hajlsirane TpsiOBa Ja ce mpocie/siBa 1 aa
ce 0OMHCITM KOPEKIIMS Ha 103aTa KaKTo 110 BpeMe Ha, Taka U Clie]|
CIHOBPEMCHHOTO TIpUIIOKeHUe, ocobeno mpu cwiau CYP3A4
MHIYKTOPH (Hamp. puaMITUIKH, KbIT KAHTAPHUOH).
CYP3A4 unxubumopu EnnoBpemennara ymorpeba Ha aMIOOUNHWH CHC CHIHH WU

ymepern CYP3A4 uuxubutopu (MHXMOMTOpU Ha MpOTEa3aTta,
a30JI0BU  INPOTUBOI'BOMYHM  CPEJCTBA, MAKpPOJIHMIAH  KaTo
CpUTPOMHUIINH nin KIIapuUTPpOMHUIVH, BEparnamMuil niIn
JJITHA3eM) MOXKE Ja JIOBEJIE JI0 3HAYMTEIHO YBeJlWYaBaHe Ha
CKCIIO3UIIMATA Ha aMJIOAUIIUH. KJ’II/IHI/I'-IHaTa IposiBa Ha TE3U
(hapMaKOKMHETHYHU BapHallid MOXE Jia € MO-M3pa3eHa Mpu
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MalMEeHTUTE B cTapyecka Bb3pacT. Moke Ia ce HaloXu
KIMHUYHO TIPOCJIEASBAaHE W KOPEKIWs Ha Jo3ara. Hammme e
MOBUIICH PUCK OT XWIOTOHMS IPH MAIMEHTH, MOTy4aBaIld
KIapUTPOMULIMH € amiioaunuH. lIpemoppuBa ce€ CTPHKTHO
HaOJIFOZIEHNE HAa MAlUEHTUTE NMPHU €JHOBPEMEHHO NMPWIOKCHUE
Ha aMJIOAMITNH C KIapUTPOMHUITHH.

Busonponon | Aumuapummuurnu Moxe na ce HaOII0aBa MO-U3pa3eHo 3a0aBsiHe Ha IPeJICHPIHO-
JleKapcmee i npoOyKmu om  |KaMepHOTO TPOBEXKIaHe.
xnac Il (nanp. amuodapon)
IHapacumnamuxomumemuyny |EqHOBpeMeHHaTa yrioTpeda MOXKe /1a YBEJITNIH NPEACHPAHO-
Jlekapcmeen npooyKmu KaMEpHOTO ITPOBEXKAaHE U PUCKa OT OpaiKapausl.
Jloxannu 6ema-6noxepu EnHoBpemenHarta ynorpeda Moke Jja yCHUIIA CUCTEMHOTO
(Hanp. oYHU KAnkKu 3a JIeHCTBUE Ha OU30TIPOIIOIN.
Jleuenue Ha 2naykoma)
Jlueumanucosu enuxosuou  |HamansBaHe Ha Chp/iedHaTa 4€CTOTa, yBEIMIaBaHE Ha
NpeIChPAHO-KAMEPHOTO POBEXKIAHE.
Kanyuesu anmazonucmu om |EnHoBpeMeHHaTa ynoTpeda MOXKe J1a yBEJIHYH PUCKA OT
muna Ha XHUIIOTOHHUS, @ IIPU NMAIUEHTH ChC ChPACYHA HEAOCTATHYHOCT
ouxuoponupuouHume Kamo |ChIIECTBYBa U PUCK OT JOIIBIIHATEIHO BIIOIIABAaHE HA
genoounun u amnoounun KaMepHaTa IMoMITeHa (QYHKITHSL.
Hucynun u nepopanu 3acuieHo TIOHMKaBaHe Ha KpbBHaTa 3axap. brokanara Ha Gera-
anmuduabemmu aJIpCHOPELETITOPUTE MOXE Ja NPUKPHE CHMITOMHUTE Ha
Jlekapcmeenu npooyKmu XMIOTTHKCMHAL.
Anecmemuunu nexapcmeeny |OrciabBaHe Ha peIEKTOPHATA TAXUKAPAHS U OBUIIABaHE HA
npooyKmu pHCKa OT XUITOTOHUS (32 JIOIBIHUTETHA HH(OPMAIHSI OTHOCHO
o0Irara aHecTe3usl BXK. ChIIO TOUKa 4.4).
Hecmepouonu HCIIBC moke 1a HamMalsT XUIIOTEH3UBHUS ePEeKT Ha
NPOMUBOELINANUMETHU 6uzomposnon.
cpedcmea (HCIIBC)
[-cumnamomumemuunu KomOnHanusiTa ¢ OM301posIon MoXe Ja HaMalli JEeHCTBHETO U
cpeocmea (nanp. Ha JIBaTa JIEKapCTBEHHU MPOIYKTa.
U3OnpeHanun, 000ymamun)
Cumnamomumemuyy, xoumo |KoMOMHaMATA ¢ GH3OIPONON MOXE Ja JOBEAE N0 NPOsBa Ha
akmusupam xaxkmo f- Ba30KOHCTPUKTOPHOTO ACHCTBUE HA TE3H CPEJICTBA, IBJDKAILO Ce
adpenopeyenmopume, maxa 1@ 0-2IPCHOPELENTOPUTE, KOECTO MOXKE Ja MOBHIIN KPHBHOTO
u a-adpenopeyenmopume HayArake 1 1a 000CTpU MHTEpPMHUTEHTHATA Ki1aynuKanus. TakuBa
B3aUMOJICHCTBUSI  CE  CUMTAT 3a  I0-BEPOSITHU  MPH
(wanp. nopadpenanun, HECceJIEeKTUBHUTE B-O10KepH.
aopenanun)
Eonospemenna ynompeba ¢ |Moxe 1a IOBHIIH PUCKA OT XUIIOTOHUS
anmuxunepmeH3uHuU
cpedcmea, Kakmo u ¢ opyau
Jlekapcmeeny npoOyKmu ¢
NOMeHYUa 3a NOHUICABAHE
Ha KPbEHOMO HAjlA2aHe
(nanp. mpuyuxauuHu
anmuoenpecanmu,
bapbumypamu,
Genomuaszunu)
Eodnospemenna ynompebda, koamo mpaoea 0a ce 63eme npeosud
Komnonenmu |Hzeecmno é3aumooeiicmeue|Bzaumooeiicmeue c opyz nexapcmeen npooykm

CbC CNeOnUA nPoOyKm
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Hepuanonpun/ |Hmunpamuronodobnu [ToBHIIEHO aHTHXWIIEPTEH3UBHO JICHCTBUE U MOBHIIEH PHCK OT
Wanamamun anmuoenpecanmu OpPTOCTAaTHYHA XUITOTOHUS (ATUTUBHO JIEHCTBHE).
(MpuyuKIUYHU),
Hesponenmuyu
[Hepunnonpun |AnmuxunepmensusHu EnnoBpemenHa ymorpeba ¢ aHTUXUIEPTEH3MBHH CpEJICTBA,
cpeocmea u Ba30MIaTaTOpPU (KaTo HUTPOIJIMLEPUH, NIPYTH HUTPATH WU
sazoounamamopu IpyTH Ba3oJWIaTaTOpM) MOXE Ja TIOBHIIM pHUCKa OT
XHUIIOTCH3UBHUTE JIEHCTBHS HAa IEPHHIOTIPHIL.
Anonypunon, yumocmamuyu |EnnoBpemenno npuiarane ¢ ACE nHxuOuTOpr Moxe 1a 1oBeze
UY UMYHOCYNpecopu, JIO TIOBHIIIEH PHUCK OT JICBKOIICHUSI.
KOpMUKocmepouou cbc
cucmemHo oeticmaue uiu
NPOKAUHAMUO
Anecmemuunu nexapcmeeny |ACE nHXMOWTOpUTE MOTaT Oa 3acWIAT XHUIIOTEH3HBHUTE
npooyKmu JEHWCTBYA HA HAKOM aHECTCTUYHH JIEKAPCTBEHHU CPEJICTBA.
Jluypemuyu (muasuonu unu  |[IpeaxomHo JeueHne ¢ BUCOKHU JIO3M JUYPETHIM MOXKeE /1a JIOBeIe
OpumKo8u ouypemuyu) JI0 HamaJsiBaHe Ha o0eMa Ha IMPKYJIUpAIIUTE TEYHOCTH U 10
PHCK OT XUIIOTOHUS IIPH 3aII0YBaHE Ha Teparnus ¢ IepHHAONPHIL.
Cumnamomumemuyu CuMnNaTOMUMETHIINTE MOXKE 1a HAMAJIAT aHTUXUIIEPTEH3UBHOTO
nerictue Ha ACE nunxuburopure.
3namo Psinxo ce cpoOmmiaBa 3a HUTPUTOMIHN PEakuuy (CHMITOMHUTE UM
BKJIIOYBAT 3a4epBSBAaHE Ha JIMIETO, TajieHe, ITOBPBIIAHE U
XWUITOTOHUS) TP TIAIMEHTH, JICKYBAaHH C HHXCKIHOHHH (OpPMHU
Ha 35aTO (HAaTpHEB aypOTHOMANIaT), U CHBMECTHO MpPUIAraHO
nederne ¢ ACE nHXuOUTOPH, BKIFOUUTEITHO TIEPUHAOTIPHIL.
Wunanamun Mem@opmun JlakraTHa anuo3a, AbJDKaIA ce Ha MeT(OpPMHH, IPUYMHEHA OT
BB3MOXKHa (DYHKIIMOHAIHA ObOpeYHa HEJJOCTaThYHOCT, CBbp3aHa
C JUYpeTHLH, W TO-CIEeUaIHO ¢ OpuMKoBHM amyperunn. He
M3MOJI3BaliTe MET(OPMHUH, aKO HMBaTa HA IUIA3MEH KPEaTHHWUH
Hajgsumasatr 15 mg/l (135 pmol/l) mpum wmbxke u 12 mg/l
(110 pmol/l) mpu >xeHu.
Hoocvovporcawu [Tpu pexuaparaiysi, NpUUMHEHA OT AWYPETHUIIM, UMa TOBHIICH
KOHmMpacmuu eewecmed puck OT ocrpa ObOpedyHa HEIOCTaTBYHOCT, OCOOEHO IpHU
NPUWIOKEHUE Ha BHCOKH JI03M HOACHABPXKAIINM KOHTPACTHU
BelecTBa. Xuparanusara TpsioBa 1a 0b/Jie Bb3CTaHOBEHA NpeIu
NPWIOKEHUE Ha HOJCHABPKALIOTO ChEIMHEHHUE.
Kanyuii (conu) Pruck oT moOBWIIEHNM HWBAa Ha KaJlOWid INOpagd HaMaleHO
eJIMMUHHPaHE Ha KW C ypUHaTa.
Luxnocnopun Puck or mnoBuIIEHM HHMBa Ha KpeaTHMHMH Oe3 NpOMsHa B
IUPKYJIHUPAIINTe HUBA Ha IUKJIOCHOPHH, JOPH TIpH JIMICA Ha
JneduuT Ha coyu ¥ BOJaA.
AMJ’IOI[I/IHI/IH AmopgacmamuH’ OULOKCUH B knuHnuH#" IIpOyYBaHUA 3a B3aI/IM0,Z[CI7'ICTBI/I$[ AMJIOOUIINH HE

unu eapgapun

IIOBJIUsIBA (bapMaKOKI/IHeTI/IKaTa Ha aTOpBaCTaTUH, AIMT'OKCUH U
BapdapuH.

Tapxoaumyc

Hanuiie e puck oT MOBHIIICHH KPHBHU HHBA HA TAKPOIUMYC MPU
€IHOBPEMEHHO TIPIIOKEHUE C aMIIOJUIHH. 3a Ja ce u30erHe
TOKCHYHOCTTA Ha TAaKPOJIMMYC, MPHIOKEHHUETO Ha aMJIOAUIHNH
NPU MAlUEeHTH, JIEKyBaHU C TAKPOJIMMYC, H3UCKBA MPOCIIe/IBAHE
Ha KPBbBHUTE HUBA HA TAKPOJIMMYC M KOPHTHpaHE Ha J03aTa My,
KOTaTO € YMECTHO.
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Mexanucmuuna yen Ha mTOR I/IHXI/I6I/ITOpI/I KaToO CHUPOJIMMYC, TEMCHUPOIMMYC U

panamuyun (mTOR) esepoauMyc ca cybctpatn Ha CYP3A. Amnomunua e cnab

uHxuGUmopuU naxubuTop Ha CYP3A. [Ipu ennoBpemenHa ynorpedba ¢ mTOR
MHXUOUTOPH aMJIOIUIINH MOJKE J]a TIOBUIIN TSXHATA CKCTIO3HIIHA.

Luxnocnopun He ca nmpoBexnaHu  mpoydyBaHMS 32  JIEKapCTBEHU
B3aUMOJICHCTBUSL MEXKJY LMKIOCIIOPHH W aMJIOJUIIUH TIpU
3[paBH JOOPOBOJIN WM JIPYTH TOIyJIAlMH, ¢ W3KITIOYCHUE Ha
MalMeHTd ¢ ObOpeyHa TpaHCIUIAHTALMsS, HPH KOUTO ca
HaOJIFOaBaHW MPOMEHJIMBH YBEIMUYCHUS HAa MUHUMATHHUTE
KOHIICHTpAINH Ha nukiIocnopuH (cpexHo 0% — 40%). Crnenpa na
ce oOMHCIM TIpocie[sBaHe Ha HHUBAaTa Ha LUKIOCIHOPUH IpH
MAaIUEeHTH ¢ ObOpeYHa TPAHCIIAHTALNS, JIEKYBaHHU C aMJIONIINH,
KaTo MpH HE0OXOAWMOCT TpsiOBa Ja ce HAIpaBAT KOPEKIMH Ha
J103aTa Ha UKIOCTIOPHH.

Cumeacmamun EnHOBpeMEHHOTO NPUIIOKEHNE Ha MHOTOKpaTHU 7034 0T 10 mg
amiiogunuH ¢ 80 mg cuMBacTaTHH BOIU 10 77% yBennueHUe Ha
SKCTIO3UIHATAa Ha CHMBACTAaTHH B CPaBHEHHE ChC CUMBACTATHH,
TIPUWIIOKEH CaMOoCTOATENHO. OrpaHnyeTe 103aTa HA CHMBACTaTHH
IIpH MTAIIMEHTH, JIEKyBaHHU C aMJIIOANIHH, 10 20 mg THEBHO.

Bbusonpoion Medhnoxun [ToBuieH puck ot Opamukapans

WNuxuburopu Ha 3acuiieH XUIIOTEH3UBEH e(eKT Ha OeTa-0J0KepHuTe, HO U PUCK OT

MOHOAaMHMHOOKCH/a3aTa (C  |XHIIEPTOHHYHA KPH3a.

U3KITIOUCHUE Ha

naxuburopure Ha MAO-B)

4.6 @epTHAUTET, OPEMEHHOCT U KbpMeHe

C orjen Ha BB3ACHCTBHETO HA OTICITHUTE KOMIIOHEHTH B Ta3u KOMOMHMpPaHa JeKapcTBeHa (popMa BbPXY
OpemenHoctTa, KBanpukcaMm He ce IpernopbyBa Mpe3 MbPBHS TPUMECTHP Ha OPEMEHHOCTTa, OCBEH aKO
KIMHUYHOTO CHCTOSIHME Ha JKCHATa HE M3HMCKBA JICUCHHE C (PUKCHUpaHaTa KOMOHMHAIMS TEPUHIONPUIL,
WHJaIaMuJl, aMJIOIMITUH U Ou301poioi. KeajapukcaM e MpOTUBOMOKA3aH MPe3 BTOPHUS U TPETUS TPUMECThP
Ha OpeMEeHHOCTTA.

KBanpukcam He ce mpenopbuBa 1o BpeMe Ha KbpMeHe. TpsOBa Ja ce B3eMe pPelleHre JalH Ja Ce TPEeKpaTH
KbPMEHETO WJIH J1a Ce MpeKpaTH/u30srea Tepanusta ¢ Kagpukcam, KaTo ce OTYNTA MOJ13aTa OT KbPMEHETO
3a IETEeTO W I0JI3aTa OT JICYCHUETO 33 KEeHaTa.

bpemenHoCT
IHepunoonpun

Ynorpedara Ha ACE uHxuOutopu He ce npenopby4Ba npe3 NbPBUA TPUMECTbP HA OpeMEHHOCTTA
(Bx. TOuka 4.4). Ynorpeb6ara Ha ACE MHXMOMTOpPH € NPOTHBONOKA3aHA INpe3 BTOPUSI M TPeTHUsi
TPUMeCTBP HA OpeMeHHOCTTA (BK. ToukHu 4.3 n 4.4).

EHI/IIIGMI/IOJ]OFI/I‘-IHI/ITC JaHHU OTHOCHO pHUCKa OT TCPATOrCHHOCT MpPU CKCIIO3UIHA Ha ACE I/IHXI/I6I/ITOpI/I
npe3 bPBHUS TPUMECTHP Ha OpEMEHHOCTTAa He ca yOeJMTENHH; He MOXe obade Jla ce M3KIIOYU MAallKo
TTOBHINIaBaHe Ha prucka. OCBEH ako HE ce Pelld, Ue MpoabiDkaBaHeTo Ha mpuema Ha ACE uaxubuTopu € ot
roJisiMa 3HaYMMOCT, MAIIUEHTKUTE, KOUTO TUIAHUPAT OPEMEHHOCT, TPSAOBA J1a MPEMUHAT Ha aJITEPHATUBHO
AHTUXUIICPTCH3UBHO JICUCHHE C JIOKa3aH OpoQui Ha Oe30MacHOCT 3a MpHiiaraHe Mo BpeMe Ha
OopemennoctTa. [1pu quarnoctunupane Ha OpemenHocT JiedeHneto ¢ ACE uaxuburopu TpsoBa He3abaBHO
na ObJe CIIPSHO U, aKO € MOAXOMAIIO, JIa 3a04He aJTEPHATHBHO JICUEHHE.
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Excnosunusra Ha gedenne ¢ ACE uHXuOUTOpH mpe3 BTOpUS U TPETHs TPUMECTHP € U3BECTHA C TOBA, Ue
Mpear3BUKBa PETOTOKCHYHOCT MPU YOBeKa (HamalieHa ObOpeuHa QyHKIHS, OJUTOXUAPAMHHUOH, 3a0aBeHa
ocupuKanyMs Ha 4deperna) M HeoHaTajdHa TOKCHMYHOCT (OBOpeyHa HEJOCTaTBYHOCT, XHIIOTOHUS,
XHUnepKaarneMus) (BxK. Touka 5.3).

Axo ¢ Hactenmma excriosuiis Ha ACE WHXHUOMTOpPH OT BTOPHS TPUMECThPp Ha OpEMEHHOCTTa, CE
MpenopbuBa yITPa3BYKOBO H3clie/IBaHe Ha ObOpeuHaTa QyHKIHS U Yepera.

HoBoponenu, unuto maiiku ca npuemanu ACE naxuburtopu, TpsiOBa 1a ObIaT BHUMATENHO HAOII01aBaHU
3a XUMOTOHUSA (BX. TOUkH 4.3 11 4.4).

Hnoanamuo
JlanuuTe 3a yrnorpedara Ha WHAAMaMU TIPH OPEMEHHH JKEHHU JIMIICBAT UJIM Ca OTPaHUYCHHU (I10-MaJIKO OT
300 u3xoma oT OpeMEHHOCT).

HpO}I’LJ’DKI/ITeHHaTa CKCIIO3UIIUA Ha THAa3uJ Npe3 TPETUsA TPUMCECTHD Ha 6peMeHHOCTTa MOXE Ja HaMaJIu
o0ema Ha IIa3MaTa Ha MaﬁKaTa, KaKTO U MAaTOYHO-IUIAIICHTAPHUA KPBBOTOK, KOCTO MOXKC J1a JOBCAC 10
q)eTo-rmaueHTapHa ncxeMmust U 3abaBsiHEe Ha pacTexka. OcBeH TOBa ca CT>O6IIIaBaHI/I pPEeaAKu Ciiydyau Ha
XHUIIOTTIMKEMHUS U TpOM6OLII/ITOHeHI/I$1 IIpY HOBOPOJACHH CJIC CKCIIO3UIH B ICPUOJa OKOJIO TCpMHHA.

IIpoyuBaHusATa IpU )KMBOTHU HE IOKA3BAT MPSAKO WIM HEMPSKO BPEIHO BB3ACUCTBUE IO OTHOUICHHE HA
pEenpOAYKTUBHATA TOKCUYHOCT (BX. Touka 5.3).

Amnoounun
Be3omacHocTTa Ha aMIIOAMIIMH TI0 BpeMe Ha OPEeMEHHOCT IIPU XOpa He € YCTAHOBEHaA.

[IpoyuBaHusATa NpH )KUBOTHU MOKA3BaT PENPOAYKTHBHA TOKCUYHOCT IPU BUCOKH JI03M (BXK. TOUKa 5.3).

Buzonponon

buzonponon uma dapmMakoIOrHYHO AEHCTBHE, KOETO MOXKE Ja NMPUYMHU HEXKEJIaHW Bb3ACHCTBUS BBPXY
OpeMEHHOCTTa W/WIK BBPXY IIoAa/HoBoponeHoTo. KaTo 1suto Onokepute Ha OeTa-aJpeHOPELENTOpUTE
HaMalsiBaT IUTalleHTapHaTa nepy3usi, KOeTo ce CBbP3Ba ChC 3a0aBsHE Ha pacTexa, BbTPEyTpoOHa CMBPT,
abopT WM NpeXIeBpPEMEHHO paxkaaHe. Hexxenanu peakiuuu (Hamp. XUIIOTTMKEMHUS M OpaIuKapaus) MOTaT
Jla ce MPOSBSAT MPH IUI0AA U HOBOPOACHOTO. AKO JIeueHHETO ¢ OJoKepH Ha OeTa-aapeHOpeLenTOpuTe €
HE00XO0IUMO, MIPENOYNUTaHH ca B 1-CeNeKTUBHUTE OJIOKEepH Ha aJpeHOPELETOpUTE.

buzonponon He TpsAOBa Aa ce U3MOI3Ba MO BpeMe Ha OpEMEHHOCT, OCBEH aKO TOBA HE € SICHO HEOOXOIUMO.
AKO JTIEe4eHHETO ¢ OU30IPOIION CE€ CUNTA 32 HEOOXOIUMO, MATOTHO-TIIAIICHTAPHUAT KPBBOTOK M PACTEKBT
Ha 1iofa TpsOBa ma Owpmar mpocnensBaHu. llpw Hammyme Ha HEOMATOMPHUATHO BB3IEHCTBHE BHPXY
OpeMeHHOCTTa WM II0/a TpsOBa na ce 0OMUCIN anTepHAaTHBHO JedeHne. HoBopoaeHoTo TpssOBa na 6b1e
BHHUMATEITHO IIpociieisiBaH0. CHMIITOMUTE Ha XUITOTJIMKEMUS U OpauKap s OOMKHOBEHO CE O4aKBaT Ipe3
IBPBUTE 3 THU.

Kbpmene

IHepunoonpun

IMopagu numca Ha WHGOPMAIMS OTHOCHO YIOTpedaTa Ha NEPHHAONPHI IO BpeMe Ha KbpPMEHE,
NEPUHJIONPIIT HE Ce MPEnopbyuBa U ca 3a MPEIINOYNTaHe ANTCPHATHBHY JICYCHHS C MMO-J00pe YCTaHOBEH
npod w1 Ha 6€30MacHOCT PH KbpPMEHE, 0COOEHO NP KbpMEHE HAa HOBOPOAEHO WIIM HEJOHOCEHO OeOe.
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Hnoanamuo

Hsama mocrarbuno nHGOpMAIUs OTHOCHO €KCKPETUPAHETO Ha WHIAMAMUJ/META00OTUTHTE My B KbpMaTa.
Mosxe J51a BB3HHKHAT CBPBXYYBCTBHTEITHOCT KBM JIGKAPCTBAa, MPOU3BOJHU Ha CYJI(QOHAMHUIUTE, U
xunokanuemus. He Moxe J1a ce U3KIIH0YM PUCK 32 HOBOPOJIECHUTE/KbpMaieTaTa.

WHpamaMu € TSICHO CBBP3aH C THA3UIHHUTE NUYPETHITH, KOWTO IO BpeMe Ha KbPMEHE CE CBBP3BAT C
HaMaJlsIBaHE WU JOPH MOTUCKAHE Ha JaKTaIUsATA.

Amnoounun

AMIIOMIINH ce eKCKpeTHpa B KbpMarta. J[ensT oT MaliunHaTa 7103a, HoJy4yaBaH OT KbpMadeTo, € OLICHEH B
WHTEPKBapTUIIHUA Tuana3oH Mexay 3 u 7%, ¢ MakcumyM 15%. Bb3neiicTBueTo Ha aMIOIUNNH BBPXY
KbpMaueTaTa € HEM3BECTHO.

buzonponon
He e wm3BecTHO manm OWM3OIMPOIION/HETOBUTE METaOOJUTH CE EKCKpPeTHpaT B KbpMmaTa. ClemoBaTeirHo
KBbPMEHETO He Ce NMPENOophUBa 110 BpeMe Ha JIe4eHHe ¢ OM30IPOI0.

PepTunurer
Obwo 3a nepundonpuL U UHOANAMUO

[IpoyuBaHusTa 32 peNPOAYKTUBHA TOKCHYHOCT HE MOKA3BaT Bh3/ICHCTBHE BBPXY (DePTUIUTETA IIPH )KEHCKU
Y MBXKKH IUTbX0BE (BK. Touka 5.3). He ce ouakBa Bb3/eiicTBHE BHPXY (DEepTHIMTETA IIPU XOPa.

Amnoounun

[lpu HAKOM MAaIMECHTH, JICKYBaHH C KaJ[MEBU AHTArOHHCTH, ca CHOOIICHW OOpaTHMU OHMOXMMHYHH
MPOMEHH B IJIaBaTa Ha CliepMaTo30uanTe. KTMHUYHNUTE TAaHHW OTHOCHO MOTEHI[MATHOTO BB3ACHCTBHE HA
aMJIOZIMIIUH BHPXY (PEPTHIIMTETA Ca HENOCTAaThUHH. B €IHO MpoydYBaHEe NpU ITHXOBE Ca YCTAaHOBEHU
HEXCJIAHU PEaKIUU BbPXY MBKKHUs (EpTUIUTET (BXK. TOUKa 5.3).

buzonponon
He ca nanwie KTMHWIYHN TaHHU OTHOCHO (hepPTUIINTETA.

4.7 EdexTu BbpPXYy CIOCOOHOCTTA 32 IO UpaHe U padoTa ¢ MAILIUHU

He ca mpoBexxmanu mpoydyBaHus 3a BAHSHHETO Ha KBagpukcaM BBPXY CIOCOOHOCTTA 3a ImodupaHe u
paboTa ¢ MallliHY.

Buzormnposon, nepuHAOIPUI U WHAAMaMU HSIMAT MPSIKO BIWSHUE BBPXY CHOCOOHOCTTA 3a modupane u
paboTa ¢ MalMHU, HO IPU HAKOM MALMEHTH MOTaT Ja Ce MOSBIT WHAWBUAYAIHH PEaKUHU, CBBP3aHU C
HUCKO KPBBHO HaJsiraHe, 0COOCHO B HA4aJOTO Ha JICYCHHETO, IPU CMsSHA HAa MEAWKAMEHTa WU NPH
€IHOBPEMEHHA yIoTpeda Ha anKoXoJl.

AMJIOIUIIVH TIOBIIMSBA B CJia0a WM yMEpPEHa CTENCH CIIOCOOHOCTTA 3a modupaHe U padoTa ¢ MaIlKHU.
AKo manMeHTUTe MoJTy4yaT 3aMaiiBaHe, I1aBo0ore, yMopa, mpeyMopa Wid raJieHe, ClIocOOHOCTTa UM Jia

pearupaT Moke Jia ObJie HapyIlIeHa.

B pesynrar Ha TOBa cmocoOHOCTTa 3a ModupaHe WiIM paboTa ¢ MamMHU MOXKe Ja ObIe HapylleHa.
[IpenopbuBa ce MOBUILICHO BHUMaHKUE, OCOOCHO B HAYAJIOTO HA JICUCHHUETO.
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4.8 HesxeJlaHM JIEKapCTBEHHN PeaKIUH

00001menue Ha npoduia 3a 0€30MacHOCT

Haii-uecto cho0IIaBaHuTE HEXKETAHN PEAKIIUH TIPH OT/ICITHO MTPHIIOKEHNE HA MTEPUHIONPIII, HHIATTAMH]I,
aMITOJTUIIMH 1 OM30IPOJION ca: 3aMaiiBaHe, IIaBo0OJIMeE, TAPECTe3ns, ChHIMBOCT, TUCTEY3Hs, HapYIIEHHE
Ha 3PEHHETO, TUILIONMS, THHHUTYC, BEPTUIO, MAJIUTALMK, Opaadkapaus, 3auepBsBaHe, BIIOIIABAHE Ha
ChpJcYHATa HEJOCTATHYHOCT, XMITIOTOHUSA (M CHMIITOMH, CBBP3aHU C XMITIOTOHHUSATA), KAIILJIUIIA, AUCITHES,
CTOMAIITHO-YPEBHU HApYIIeHUs (KOpEeMHA 0O0JIKa, KOHCTHIIAIMS, THAPUs, TUCIICTICHS, TaJicHe, TOBPBIIAHE,
MPOMSIHA B HaBHIIUTE Ha JedeKanus), IpypuTyc, 0OpUB, MaKyJIONayl03eH OOpUB, CTYJICHA KPaWHHUIIY,
MYCKYJIHU CIIa3MH, MOyBaHe Ha TJIE3EHUTE, ACTCHUS, €IEM, YMOPA U XHITOKATHEMHSI.

TabauueH CIMCHEK HA HEXETAHUTE PEAKIIMI

CreHUTE HEXKEJIaHU PEaKIuK ca HaOJII0JaBaH| [IPH OTICIIHO MPHIIOKECHUE HA IEPHHIOTIPHII, HHIATIaMHU/I,
AMJTOIMITMH WM OM30IIPOJI0J (B KIMHUYHN U3MUTBAHMS W/UIIH CJIe] IyCKaHEeTO Ha MPOAyKTa Ha masapa) u
ca MOAPEJCHH B CHCTEMHO-OPraHHU KJIaCOBE M 110 YECTOTa Ha IposBjieHue cbhriiacio MedDRA:

Mmoro gectu (>1/10); wectn (=1/100 mo <1/10); meuectu (=1/1 000 mo <1/100); pemxu (>1/10 000 mo
<1/1 000); maOrO peaxu (<1/10 000); ¢ HensBecTHA 4ecToTa (OT HAJMYHUTE JAaHHHU HE MOXe Ja Oble
HaIlpaBeHa OLICHKA).

Cucremo-opranen |Hexxenann YecToTa
knac 1o MedDRA | iexapeTBenn peakuun Hepunnonpua Huganamua  (Amaogunus  |Busonposion
Nndexuum u Punur MHoro peaku |- Heuectn Penxu
uHdecTaunu
Hapyumienus Ha Eosunodmmms Hewectu* — - —
KpBBTA I Arpanynomurosa (Bx. |[MHoro peaku [MHoro peaku |- —
IMM(pHATA Touka 4.4)
cucrema AmnactudHa aHeMHus  |— MHoro peaku |- —
ITaHmuTONEeHNSs MpmHoro penxu |- - -
JleBkomneHus (BK. Msuoro peaku  |Muoro penku  [MHoro penku |—
Touka 4.4)
HeyTtponenus (Bx. MHoro peaku |- - -
Touka 4.4)
XemonuTuyHa aHemust |MHoro peaxku  [MHoro peaku  |— -
TpombGonnTonenus (Bx. |MHoro penku  (MHoro pexkn  |MHoro peaxu |—
Touka 4.4)
Hapymienust Ha CBpBXUyBCTBUTEIHOCT |— Heuectn MpHoro penxu |Penxu
HMYHHaTa
cucTemMa
Hapymenus Ha CunppoMm Ha Penku
eH/IOKPHHHATA HeaJeKBaTHA CEKPEINs
cucremMa Ha aHTUANYPETHYCH
XOPMOH
Hapyumienus Ha Xunormukemus (BxK. Heuectu* — - -
MeTadoIu3Ma u To4kH 4.4 1 4.5)
XpaHeHeTo Xwurnepranemus, Heuectn* - - -
oOpaTuMa Ipu cripaHe
Ha JIeYeHHEeTO (BXK.
Touka 4.4)
Xunonarpuemnus (Bx. |Hewectu™ Heuectn — —
Touka 4.4)
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Cucremo-opranen |He:xenanu Yecrora

kaac no MedDRA |iekapcTBenn peakuun Hepunponpun |Mupanamu Amaonunun |buzonposon
XunepraukeMust - — MHoro peaxu |-
XurnepKkaiiueMus — MHoro peaku |- -
Xurokanuemus (BxK. — YecTtu - -
Touka 4.4)
XunoxjaopueMust Penxu
XUIIoOMarue3ueMust Penxu

Hcuxuynu bescbHue — — Heuectn —

HapyIHeHust IIpomsiHa B Heuectu - Heuectn -
HACTPOEHUETO
(BKJIIOUUTENTHO
TPEBOXKHOCT)
Henpecus Heuectu - Heuectn Heuectn
Hapymenust Ha cbHs Heuectu — - Heuectn
Kommapuu cbHumma — — - Penxu
XaroHaIu| — — - Penku
ChbcTosiHuE HA MHoro peaku |- Penxu -
00BpKaHOCT

Hapyumienus Ha 3amaiiBane Yectu — Yecrtu Yectu

HEPBHATA CUCTEMA |10 50 Gorie Yectn Penxu Yectn Yectn
[TapecTe3us Yectu Penxn Heuectn -
CBHIUBOCT Heuectn * - Yectu -
Xurmnoecte3ust — — Heuectn -
Hucreysus Yectu - Heuectn -
Tpemop — — Heuectu —
CuHKOn Heuectu* C memwsBectHa |Heuectn Penxu

YECTOTa

XuInepToHyc — — MHoro peaxu |—
[Mepudepna — — MHoro peaku |—
HEBPOMATHUS
ExcTpanupamugHu — — C HeusBecTHa |—
HapyUIeHUsI 4ecToTa
(excTpanupamusieH
CUHJIPOM)

Mo3bueH UHCYIIT,
BBH3MOKHO U BTOPHYCH,
MOpajy IPeKOMepHa
XUIMOTOHUS MIPH
BHCOKOPHCKOBH
MaIUeHTH (BK.

Touka 4.4)

MHoro peaku

BB3MokHOCT 32 TI0siBa
Ha yepHOapoOHa
eHnedanonaTus B
ciayyail Ha
4epHOIPOOHA
HEZIOCTaTHYHOCT (BK.
Touku 4.3 u4.4)

C HensBecTHA
yecToTa
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Cucremo-opranes
kjaac no MedDRA

He:xenann
JIEKAPpCTBEHH PeaKkIuu

YecToTa

Ilepungonpuna

HNnpanamug

AMJI0OUITNH

buzonposoa

Hapymienust Ha
o4nTe

Hapymenue Ha
3pEHUETO

Yectn

C HeusBecTHaA
yecToTa

Yectn

OCTpa 3aKpUTOBI'BJIHA
TJlaykoMa

C HeusBecTHaA
yecToTa

XoponuaneH H3JIMB

C HeusBecTHaA
YecToTa

Jurmonust

Yectn

Muomnust

C HeusBecTHaA
YecToTa

3aMBIIICHO 3pCHUC

C HeusBecTHaA
YecToTa

CyxoTa B 0KOTO (512 ce
B3eMe IPEe/IBU/I, aKO
MAIHEHTHT U3IT0NI3Ba
JICTIH)

Penxu

KoHIOHKTHUBHT

MHoro penxu

Hapymienust Ha
YXOTO H
JIA0MpPHUHTA

Tunutyc

Yectn

Heuectn

Bepruro

Yectn

Hapymenus Ha ciayxa

Cobpaeynu
HApPYUIEHUS

[Manmuranun

Heuectu*

Taxukapaust

Heuectu*

Bpanukapaus

MHoro yecTu

Bromasane Ha
chpleyHaTa
HEIOCTATHYHOCT

Yectn

Hapywenus na AV
MPOBOJMMOCTTA

Heuectn

CreHokapans (BX.
Touka 4.4)

MpHoro peaku

Aputmus
(BKJIIOUNTEITHO KaMepHa
TaxuKapaus 1
HpeACHPAHH
hubpmmarym)

MpHoro peaku

MHoro peaku

Heuectn

MpuoxkapaeH nHpapKT,
BB3MOKHO U BTOPHYEH,
opajau MpeKoMepHa
XUTIOTOHUS TIPU
BHUCOKOPHUCKOBH
MaUeHTH (BXK.

Touka 4.4)

MHoro peaku

MHoro peaku

Torsade de pointes
(moTeHIMaTHO
(aTanHo) (BXK.
Touku 4.4 n 4.5)

C HeusBecTHA
yecToTa

CoaoBu
HAPYIIEHUS

3auepBsiBaHe

Penxu*

Yectn

Penxu

XwuroToHus (1
CHUMIITOMH, CBbP3aHH C
XUTIOTOHUATA) (BXK.
Touka 4.4)

Yectn

MHoro peaku

Heuectn

Yectn

25




Cucremo-opranen |He:xenanu Yecrora
kiac 1o MedDRA |;1ekapcTBeHH peakuuu Hepunponpua (Mupanamun AmuomunuH | Buzonposion
Backynut Heuectn™ — MHoro peaxu |-
®enomeH Ha PeifrHo C Henm3BecTHa |- - -
yecToTa
VYceuwane 3a crya wim - |— — - Yectn
U3TPBIIBAHE B
KpalHULMTE
OpTtocraTuvHa — — - Heuectn
XUIOTOHHUSI
Pecniupatopun, Kammuma (Bx. Yectu — Heuectn -
TPbAHU U Touka 4.4)
MeIUMACTHHAIHU  |/{ucniHes Yectu - Yectu -
HapymeHus Bponxocnazsm Heuectu — — Heuectu
Eozunodmina MpHoro peaxu |- - -
ITHEBMOHUS
CroMaiHo- Kopemna 6omka Uectn - Yectu -
IpeBHH Konctunanus (3anex) |Yectu Penkn YecTn Yectu
HAPYIICHUS
Huapus Yectu — Yectu Yectu
Jucnerncus Yectu - Yecrtu -
I'anene Yectu Penxn Yectn Yectu
[ToBpbiIane Uectn Heuectn Heuectn UecTtu
Cyxa ycra Heuectun Penku Heuectn —
[IpomsiHa B HaBuIUTE  |— — Yectu —
Ha JedeKalys
XunepIuiazus Ha — - MHoro peaxu |-
BEHIIUTE
ITankpeaTur MHoro peaku  |MHoro penku  |MHoro penku |—
lactpur — — MHuoro peaxu |—
XenaToOuMapHu |XemaTur (BX. Mmnoro peaxu  |C HeusBecTHa  |MHoro penku |Penku
HApyLICHHUSA Touka 4.4) 4eCcToTa
Kbiarenuna — — MmHoro penku |—
Hapymena — MHuoro peaku |- —
gepHOapoOHa PyHKITHSL
Hapymienus Ha Cupbex Yectn - Heuectn Penxu
Koxkara n O6pur Yectn - Heuectn Penxu
NMOJAKOKHATA
THKAH MakynonanyJsoseH - Yectu - -
obpuB
VYprukapus (BK. Heuectu Msmuoro peaxu  |Heuectun -
Touka 4.4)
AHruoenem (Bx. Heuectn MHoro peaku Mpuoro peaxu |Penku
Touka 4.4)
Anonenus — — Heuectn MHoro peaku
[lypnypa — Heuectn Heuectun —
IIpomsHa B 11BeTa Ha — — Heuectu -
KO)KaTa
Xunepxuaposa Heuectu — Heuectu -
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Cucremo-opranes
kjaac no MedDRA

Hexemanu YecToTa
JEKAPCTBEH PEAKUMH I1yonyynonpua |MuganamMun AmyomunuH | Bu3onpoJion
Ex3anTem — — Heuectn —
Peakuuu Ha Heuectn* C memsBectHa |MHOTO peaku |—
(hOTOUYBCTBUTEITHOCT gecToTa (BXK.
touka 4.4)
[Tcopuasuc, Bnomasane |Peaku — — MHoro peaku
Ha TCOpHa3uc,
00puB OT NICOpHA3UCEH
THUII
[Memduronn Heuectn* — - —

Epurema mynrudopme

MpHoro peaku

MHoro peaku

Cungpom Ha CTUBBHC-
JKOHCBHH

MHoro peaku

MHoro peaku

Exconmarusen
JIepMaTUT

MHoro peaku

TokcuuHa enuaepmanHa
HEKpOJIu3a

MHoro peaku

C HeusBecTHA
YyecToTa

Orok Ha KBunke

MHoro peaku

Hapymenus Ha MycCKyJIHU cria3Mu Yectn C memsBectHa |[Yectu Heuectn
MYCKYJIHO- 4ecToTa
cKeJleTHATa MyckymnHa cnaboct — C HemsBecTHa |- Hegectn
cucTemMa U 4ecToTa
CheIUHHMTEJIHATA  |PaGnomuonusa — C HemsBecTHa |-
ThKaH 4ecToTa
OToK Ha rye3eHuTe — — Yectn -
ApTtpanrus Heuectn* - Heuectn -
Muanrus HeuecTu* C meusBectna |Heuectu -
4ecToTa
Bonku B repba — — Hewectn —
B®3MoxHO BiIOmIaBaHe |— C HemsBectHa |- -
Ha MpeIBAPUTEITHO yecToTa
CBII[ECTBYBAIII
CHCTEMEH JTyIyC
€pUTEMATO3yC
Hapymenus Ha MukunoHHH — — Heuectn —
0bOpenuTe M HapyIICHHS
NMUKOYHHUTE Hoxrypus — - Heuectn -
TbTHINA ITonaxuypus — - Heuectn -
Octpa 6b0peuHa Penxu — - -
HEJIOCTaThYHOCT
BrOpeuna Heuectu MHoro peaku |- —
HEJIOCTaThYHOCT
Anypust/Omurypust Penxu*
Hapymienus: Ha Epexrunna Heuectu Heuectn Heuectn Penxu
BB3NPON3BOANTEN |TUCHYHKIHS
HATa CUCTEeMa H I'mexomacTus — - Heuectn -
repaara
Acrenus Yectu — Yectu Yectu
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Cucremo-opranes
kjaac no MedDRA

OO0mu HapylIeHns
U edeKTH HA
MSICTOTO Ha
NPUJIOKeHU e

He:xenann
JIEKAPpCTBEHH PeaKkIuu

YecToTa

Ilepungonpuna

HNnpanamug

AMJI0OUITNH

buzonposoa

Ymopa

Penxu

Yectn

Yectn

Otox

MHoro yectn

boaku B TPpbAHUSA KOII

Heuectn*

Heuectn

bonka

Heuectn

001110 HePa3IOIOKEHHE

Heuectu*

Heuectn

[Mepudepen oTok

Heuectu*

OebdpuureT

Heuectu*

HN3caenBanus

IToBumaBane Ha
TEJIECHOTO TETJIO

Heuectn

ITonmxaBane Ha
TEJIECHOTO TETIIO

Heuectn

IToBuIIEHN CTOMHOCTH
Ha ypesi B KpbBTa

Heuectu*

IloBuIIEHN CTOMHOCTH
Ha KpEaTHHHH B KPbBTA

Heuectu*

IToBuienu croitHOCTH
Ha OMnMpyOUH B KpBBTa

Penxu

IToBuIIEHN CTOMHOCTH
Ha TPUTJIULEPUIN

Penxu

IToBuIIEHN CTOMHOCTH
Ha 4YepHOIPOOHH
€H3UMH

Penxu

C HeusBecTHA
yecToTa

MHoro peaku

Penxu

Hamanenu ctoitHocTu
Ha XeMOIJIO0UH 1
XEMaTOKpPHUT (BX.
Touka 4.4)

MHoro peaxu

Enekrpokapanorpama c
yaemked QT mHTEpBaN
(Bx. ToukH 4.4 1 4.5)

C HensBecTHA
yecToTa

IToBHummenn cTOMHOCTH
Ha TIII0OKO3a B KPBBTA

C HensBecTHA
yecToTa

IloBuIIEHN CTOMHOCTH
Ha MMKOYHA KHCEJIMHA B
KpBbBTa

C HeusBecTHA
YyecToTa

HapansiBanus,
OTPaBSHHUA U
YCJI0:KHEHHU,
Bb3HHKHAJH B
pe3yJrar Ha
HHTEPBEHIHH

ITagane

Heuectu*

* YecTOTaTa € M3YHCICHA I10 AaHHU OT KIIMHUYHU U3NHUTBAHUA 3a HCKCIJIAHU JICKAPCTBCHU PCaKIUU,

OTKPHUBAHU 4pe3 CHOHTAHHU CHOOIEHNSI.

Omnncannre Ha M30paHU HEXEIAHN PEAKIINN

ITo Bpeme Ha mpoyuBanus oT ¢asza Il u 111, cpaBasaBamy uagamamua 1,5 mg u 2,5 mg, aHaIM3bT HA

IUTA3MEHUS KaJTuit YCTaHOBsBa 10303aBUCUMH IPOMEHU IIPU WHAAITaMU
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- Mamanamun 1,5 mg: [Tnazmen kamit <3,4 mmol/l ce ycranossisa npu 10% ot nanuentute, a <3,2
mmol/l mpu 4% ot manuenTure cien 4 1o 6-cenMuyHo seduenue. Cien 12-ceqMUYHO JICUSHUE CPETHOTO
HaMaJIeHHe Ha mia3Menns kani € 0,23 mmol/l.

- Mupmanamun 2,5 mg: [Tnasmen kamuii <3,4 mmol/l ce ycranoBsiBa npu 25% OT nmaiueHTUTe, a

<3,2 mmol/l mpu 10% ot mauuenTute cien 4 10 6-ceamuyno Jieuenue. Cien 12-ceMUUHO JICUSHUE
CpPEeTHOTO HaMaJlleHUE Ha ra3Menns kammid ¢ 0,41 mmol/l.

Cpo0O11aBane Ha HOAO3UPAHU HEKEIAHH PEAKIINHU

Cro0rmraBaHeTo Ha MOAO3MPAHM HEXKEIaHW peakluH CJe] pa3pelaBaHe 3a yrnoTpeda Ha JeKapCTBEHUS
MPOJYKT € BakHO. ToBa MO3BOMSIBA J1a MPOABIKUA HAOIIOJCHUETO Ha CHOTHOIICHUETO MOJI3a/PUCK 3a
JICKapCTBeHUS MPOAYKT. OT MEIUIIUHCKUTE CIEIUAIIMCTH C€ M3KMCKBA Jia ChOOIABAT BCAKA IOJ03MpaHa
HEXeJlaHa PeaKiys Ype3 HallMOHAIHATA CUCTEMa 33 ChOOIaBaHe:

boarapus

M3neiauTeTHA areHius mo nekapcersarta (MAJT)
Va. ,,Jdamsn I'pyes® Ne 8

1303, rp. Codus

Ten.: +359 2 8903 417

yebcaiT: www.bda.bg

4.9 Ilpeno3upane
Hswma nadopmanus 3a npenosupane ¢ Kpagpukcam npu xopa.

Hepundonpun/undanamuo

Cumnmomu

Haii-BeposiTHaTa HexellaHa peakiys MPHU MPEI03UPaHe € XUIIOTOHUS, MMOHSIKOTa ChIIPOBOJICHA C rajicHe,
MOBPBIIAHE, KPAMITH, CBETOBBPTEXK, CHHIUBOCT, JIC30PUEHTALINS, OJUTYPHs, KOATO MOXE Ja IIporpecupa
10 aHypus (opaau XUIoBojieMus). Morar 1a ce MOsIBIT HapyIICHHs B HUBAaTa Ha BOJa U COJI B OpraHu3Ma
(HUCKM HUBA HA HATPWHA, HUCKH HUBA HA KaJIni).

Ynpasnenue

[IppBUTE MEpKM BKIIOYBAT OBP30 OTCTpaH’IBAHE HAa MPHETUS MPOAYKT/NIPOAYKTH Ype3 MPOMHBKa Ha
cToMaxa W/WIW NpuiaraHe Ha aKTHBEH BBIJICH, CJie[ KOETO BH3CTAHOBSBAHE Ha BOJHO-CJICKTPOJIUTHUS
OanaHC B ClIELIMAN3HUPAHO 3BEHO, JOKATO TOH c€ HOPMAaI3Hpa.

[Ipn HacThNBaHE Ha M3pa3eHa XHWIIOTOHHS, TOBAa MOXKE Jla CE€ TPETHUpa Ype3 MOCTAaBSHE Ha MalfeHTa B
JIETHAJIO MOJOXKEHUE C IOHM)KEH HAKIOH Ha raBaTta. [Ipum HeoOXoauMocT MOXe [a ce NPUII0XKHU
HWHTpaBeHO3Ha MH(Y3HsI HA H30TOHUYEH Pa3TBOP HA COJI MJIM J1a C€ U3II0JI3Ba APYT METOJ 33 yBeJIMYaBaHe
Ha o0eMa Ha [IUPKyJIMpalara KpbB.

[epunponpunar, akTuBHATa (hopMa Ha MIEPUHAONIPHIL, TOUICKH Ha TUau3a (BXK. Touka 5.2).

Amnoounun
OnuThT C YMUIILICHO MPEI03UPAHE ITPH X0pa € OrPaHUYECH.

Cumnmomu

Hannunnre JaHHU IIpeArnojarat, 4€ 3SHa4YuTCIIHOTO MMPEA03UPaHE Ou MOTJI0 Ja JOBCAC 10 TCXKKaA nepmbepHa
BasogujiaTaliisa U Bb3MOXKHO 10O pe(bneKCHa TaxXukKapaus.
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C’BO6H.[aBa CC 3a HU3pa3CcHa U BCPOATHO IMPOABJLKUTCIIHA CUCTCMHA XUIIOTOHUSA N0 IMOKOBO CHCTOSAHUC U
IIOK, BKIIFOUHUTCIIHO C (l)aTaJ'ICH n3Xo0nmd.

Hexaparorenen 6enopoOeH OTOK € psIKO ChOOIIABaH KaTo MOclieAnla OT MpeJao3upaHe ¢ aMIIOIUIINH,
KOWTO MOXE JIa CE MPOsIBH ChC 3a0aBeHO Hadao (24 mo 48 waca cieq mpueMa) U Jla M3UCKBa JUXaTeliHa
MOJUIPBXKKA. PaHHUTE peaHMMAIIMOHHW MEPKH (BKIIIOYHMTEIIHO YBEIMYaBaHe Ha oOeMa Ha TCYHOCTH) 3a
MoThpKaHe Ha Mepdy3uaTa U ChbpACUYHHS TeONUT MOTaT Jla ObIaT MPOBOKUPAIIH (PAKTOPH.

Ynpasnenue

KnunuyHO 3HauMMaTa XUIIOTOHUS, AbJDKAIA C€ Ha MpEeA03UpaHe ¢ aMJIOAUIINH, U3UCKBa MpeIIpueMaHe
HAa aKTUBHHM MEPKH 3a TOAIbpKaHe Ha QYHKIUUTE Ha CHPICYHOCHAOBATA CUCTEMA, BKIIOUYUTEIHO YECTO
npocliefisiBaHe Ha ChpJe4YHATa M JUXaTelHaTa (YHKUUs, MOBIUTaHE Ha KPaWHUIMTE M HACOYBaHE Ha
BHUMAHHUETO KbM [IUPKYJIATOPHUS 00eM U JHype3aTa.

BbBexganeTo Ha Ba30KOHCTPUKTOP MOXKE J1a ITOMOTHE 3a Bb3CTAHOBABAHE HAa CbA0BUSA TOHYC U KPBBHOTO
HaJiaraHne, rmpu yCJIOBUE Y€ HAMA MIPOTUBOIIOKA3aHHUs 3a yHOTpe6aTa My. HHTpaBeHOSHOTO IIPUJIOKEHNE Ha
KaJIIIHUEB I'IFOKOHAT MOXXE Ja OKaXXe 6HaFOHpI/I$ITHO BB3JCHCTBHUC 3a IpeoaoJasAsBaHC Ha MOCICAUIUTE OT
6n0Ka;[aTa Ha KaJIMUCBUTC KaHAJIA.

B msaxon ClIydan MOKE J1a € OT I10JI13a CTOMalllHa IPpOMHBKaA. HpI/IHO)KCHI/IeTO Ha aKTHUBCH BBIJICH 10 2 gaca
cien mpueMm Ha 10 mg amJIOAMIIMH TIPU 37paBH JOOPOBOJIIHM € TOKA3ajl0 HaMajsiBaHE Ha CTENEHTa Ha
a0copOIus Ha aMJIOIMITHH.

Twi1 kaTo AMJIOJUIINH NPUTE)KaBa BUCOK a(I)I/IHI/ITeT Ha CBbP3BaHE€ C IPOTECUHUTE, A IN3aTa BEPOATHO HAMA
Ja € OT I10J13a.

buzonponon
Cumnmomu

[Ipu npeno3upane (Harp. JHEBHA 1032 OT 15 mg BMecTo 7,5 mg) ca choOIaBaHU aTPUOBESHTPUKYJIAPECH
OJIOK OT TpeTa CTereH, OpajuKap Ius ¥ CBETOBbPTEK. [10 MPUHITUIT HAH-YeCTUTE CUMIITOMH, OYAKBaHH TTPU
npeno3upane ¢ Oera-Oiokep, ca Opamukapaus, XHIOTOHHWS, OpPOHXOCHa3bM, OCTpa ChpicYHA
HEJOCTATHPYHOCT W XUMOTIHKeMHs. J[0 MOMEHTa ca HalWIe HSAKOIKO PETUCTPUpAHM Cclydas Ha
npeno3upane (Makcumaiano: 2000 mg) ¢ 6u30mpoIoNn, ChOOIICHN MPHU MANUEHTH C XUIEPTOHUS W/WIH
KOpOHapHa OOJIECT Ha CHPIIETO, MPOSABSBAIIMA OpaTuKapaus W/WIH XUTOTOHUS, BCHYKU MAlUEHTH ca Ce
BBb3CTaHOBHJIHN. HaHI/IHC € IMMpPOKa MCKAYUHIUBHUIYAIHA Bapl/la6I/IHHOCT B 4YYBCTBUTCIIHOCTTA KbM C€JIHA-
€JIMHCTBEHA BHCOKA 71032 OM30MPOIION U MAIUSHTUTE ChC ChPACUYHA HEAOCTATHYHOCT BEPOSTHO Ca MHOTO
yyBCTBUTEIHU. [1opau TOBA € 33 IbJDKUTETHO JICUSHUETO MTPH TE3H MAI[UCHTH J1a CE 3aI04Ba C MOCTEIICHHO
TIOBHINIABaHE Ha J03aTa ChIVIACHO CXEMaTa, II0COYeHAa B TOUKa 4.2.

VYnpasnenue

[Ipu mpeno3upane JEYCHUETO ¢ OM30MPOIION TPAOBA Ja ce MPEeKpaTh U Ja ¢ OCUTYPU MOUTBPIKAIIO U
CHUMITTOMATHYHO JicueHre. OrpaHUYCHUTE JaHHU COYAT, Ye¢ OM30MPOJION MPAKTHUIESCKH HE CE OTCTPAHABA
ype3 auanu3a. Bp3 ocHOBa Ha OYakBaHUTE (HAPMAKOJOTMYHH JCHCTBUS M MPEIOPHKUTE 3a APYrH OeTa-
OJsiokepu, TpsAOBA Jla C€ OOMHUCIIAT CICIHUTE OO MEPKH, KOraTo TOBa € KIMHUYHO 00OCHOBAHO.

Bpaavikapnus
IIpunara ce aTponuH UHTPABEHO3HO. AKO OTTOBOPBT € HEAOCTAThUEH, MOXKE C TTOBUIIIEHO BHUMAaHUE Ja Ce

MIPUITOXKHU U3O0IMPCHAJINH WA APYTO CPEACTBO C ITOJOKUTCIIHU XPOHOTPOITHU CBOICTBA. HpI/I OIIpeACJICHU
00CTOSITENICTBA MOXKE Ja CC HAJIOKU MOCTABAHEC Ha TPAHCBCHO3CH HeﬁCMeﬁK’Bp.
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XUIOTOHUS
TpsiOBa 5ma ce TpUIIOKAT WHTPABCHO3HW TEYHOCTH WM Ba3ompecopr. MHTPaBEeHO3HO MPUIOKEHUE Ha
TJIFOKAarOH MOJKE Ja € OT I10/3a.

AV 0710k (BTOpa WJIA TPETA CTEIEH)
[TammmenTrTe TpsOBa Ma OBIAT BHUMATETHO HAONIOAABAHHU M JIEKYBaHH ¢ WHGY3US HA W30MPCHAINH WM
Yype3 MOCTaBsSHE Ha TPAHCBEHO3€H ChpJeUYeH MeHCMENKBD.

OCTDO BJoIIaBaHC HAa CbpACYHATA HCAOCTATHbYHOCT
HpI/maraT CC MHTPABCHO3HO AUYPETHUIIHU, UHOTPOIIHU CPEACTBA, Ba30AUJIaATATOPH.

Bponxocnazbm
[Ipunarar ce OpOHXOIMIATATOPHH CPEACTBA, KATO W3OMPEHAINH, [3,-CHMIIATHKOMHMETHYHU JICKApCTBA
W/WITi aMAHO(DIIIHH.

XHUIOTIMKEMHS
[Ipunara ce UHTPaBEHO3HO IIIOKO3A.

5. ®APMAKOJIOTMYHU CBOMCTBA

5.1 @®apmakoaMHAMMYHM CBOIiCTBA
dapmaxorepanetuuna rpyna: ACE-uaxuburopu, apyru komounau ATC koa: C09BX06

KBa,Z[pI/IKCB.M (& KOM6I/IHaI_II/I$I OT YETHPHU aHTUXUIICPTCH3WMBHHU KOMIIOHECHTA C JOITbJIBAIIN CE€ MEXaHU3MHU 3a
KOHTPOJI Ha apTCPUATHOTO HAJIATAHE IIPU MANUCHTU C XUIICPTOHUS.

[lepunponpusl apruHUH € WHXUOUTOP HAa AaHTCHOTCH3WH-KOHBEPTHPALIMs €H3MM; WHIANaAMHUI €
xJ1opocyihaMuIIOB JUYPETHK; aMJIOJUIINH € HHXUOUTOP Ha TPaHCMEMOPAaHHUS IIOTOK Ha KaIlUeBUTE HOHU
OT rpynara Ha JUXUAPONUPUIMHUTE, a OH30IpPOJION € BHCOKOCEICKTHBEH Oyiokep Ha Pi-
aJpEHOPENENITOPUTE.

q)apMaKOHOI‘I/I'-IHI/ITe CBOMCTBa Ha KBaZ[pI/IKcaM nopou3Tuyar OT CBOIMCTBaTa Ha BCEKH OT KOMITIOHCHTHUTE,
B3C€T IMOOTACIIHO.

MexaHU3bM Ha JIEHCTBUE

Tlepunoonpun

[lepungonpuin € WHXHOWTOp HA aAHTHOTEH3WH-KOHBepTHpammsa eH3uM (ACE-uHXUOHTOp), KOWUTO
MpeBpblna aHruoTeH3uH | B aHrmoTeH3uH II, Ba30KOHCTPHKTOPHO BEIMIECTBO; OCBEH TOBA EH3UMBT
pasrpaxnaa OpaJuKWHWHA, BA30AUJIATATOPHO BEIIECTBO, /0 HEAKTHBHHU XENTANCHTHINM U CTUMYIHpA
CEKpelHsTa Ha aJiJIOCTEPOH OT HaAOBOpeUHaTa Kopa.

Tosa Boau 110:

- HaMaJIsIBaHe Ha OOIIIOTO CHIIPOTUBJICHUE HA MTEPUPEPHUTE CHAOBE C MPEAMOUNTAHO ACHCTBUE BHPXY
ChIOBAaTa CHUCTEMa B MYCKyJMTe W ObOpeka, 0e3 CHIIBTCTBAINA 3aapHKKa Ha COM M BOJAa WU
peduiekTopHa TaXUKApAUS TPU XPOHUYHO JICUCHHE;

— HaMaJlsiBaHe Ha CEKPEIUITA Ha alJIOCTePOH;

- yBEJIMYaBaHE Ha IUIa3MEHATa aKTUBHOCT Ha PEHHMHA, ThH KaTO aJJJOCTEPOHBT BeUe HE YIPAKHSIBA
HEraThBHA 00paTHA BPB3Ka.

AHTHXUTIEPTCH3UBHOTO JICHCTBUE HA MIEPUHIONPUII CE MPOSBSIBA U MIPH MAIMCHTH C HUCKH WM HOPMATHH
KOHIIEHTpaIlMU Ha PEHUH.
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[lepunmonpun neiicTBa 4pe3 aKTUBHHS CH MeTAaOOJMT NepuHionpuiar. Jpyrure meraboiauTu ca
HEaKTHBHH.

[lepunonpun HamasiBa HATOBaPBAaHETO HA CHPLETO:

- Yype3 HaMaJsBaHE Ha BEHO3HHS NMPUTOK KbM CHPILETO: Ype3 Ba30AWJIATaIlMs HAa BEHHUTE, BEPOSTHO
BCIIEZICTBHE HA TPOMEHH B METa00IM3Ma Ha IPOCTATIaHNHATE;

- Ype3 HaMalsBaHEe Ha YCWJIMETO, KOETO CBHPIETO IoJiara IPH H3TIAcKBaHE Ha KPBBTA: HUpe3
MTOHIKaBaHe Ha 00IIOTO CHIIPOTHUBIICHHE HA IEpU(EPHATE CHIOBE.

[Ipoy4uBaHus1, IPOBEACHU MPU MAIMEHTH ChC ChPACYHA HEOCTATHYHOCT, Ca TTOKA3aIIH:
- HaMaJIsIBaHC Ha HAJIATAHCTO HAa I'BJIHCHE B JIABATa U AsACHATA KaMepa,

— HaMaJisIBaHE Ha OOIIOTO CHIIPOTUBJICHUE Ha NepU(EPHUTE ChIOBE;

— yBCIMYaBaHC Ha CbpPJACYHUA I[e6I/IT u HO)Z[OGpeHI/Ie Ha CbpACYHHNA UHICKC,

- yBEJINYaBaHe HA KPHBOHOCHUS MTOTOK B 00J1aCTTa HA MYCKYJTUTE.

PesynTatute oT TecToBeTe MpH (HU3NIECCKO HATOBAPBAHE CHINO MOKA3BAT MOT00OPEHHE.

HUnoanamuo

Wupanamun € mpou3BOAHO Ha CyJNdOHAMHUJ C HWHAOJNOB NPBCTCH, (PAapMaKOJIOTHMYECKH CBBP3aHO C
THa3MHATA Tpyna quypeTunu. Muganamua naxuOrpa noBTopHaTa abcopOnus Ha HATPUI B KOPTHKAITHUS
paspexaiil cermMeHT. Toi yBenuaBa eKCKpelusaTa Ha HATPUM M XJIOPUIX OT ypUHATA U B TIO-MaJIKa CTETICH
CKCKpeIMsITa Ha Kajuii M MarHe3uid, Karo MO TO3W Ha4yMH TIIOBUIIABa AWype3aTa W MPOsIBsIBA
AHTUXUIICPTECH3UBHO JICHCTBHE.

Amnoounun

AMIIOMTIMH € MHXUOUTOP Ha BXOASAIIMS MOTOK HA KAIUEBUTE HOHM OT IpymaTa Ha JUXUIPOIUPHIAHUTE
(Obnokep Ha OaBHUTE KaHAJIW WIM AHTATOHHCT HA KaJIUEBUTE HOHW) M MHXUOHMpA TpaHCMEMOpaHHHS
BXOJISII MOTOK Ha KaJIUEBU WOHHM CIEIU(PUYHO B CHIOBATA IJIaJKa MYCKyJaTypa. MeXaHW3MbBT Ha
AHTUXUTICPTCH3UBHOTO JICHCTBHE HA aMJIOJUIIUH C€ JBDKH HA JUPEKTHO PEJIAKCUPAIIO JACHCTBUE BBPXY
ChJIOBaTA IIaJIKa MyCKyJIaTypa.

buzonponon

buszonponon e  BuCOKOceneKTHBEH  Ojokep Ha  Pi-agpeHopeuentopute, 0€3  BBTPEIIHO
CHUMITATUKOMHUMETHYHO AeicTBHE. Tol MposBABa caMO HUCHK a(UHUTET KbM [32-pelienTOpUTe Ha IIIaaKaTa
MYCKyJaTypa Ha OpOHXHTE M CBAOBETE, KAKTO M KbM [3-pelenTopHTe, CBHP3aHU C METa0OIMTHATA
perynanus. Clie1oBaTeIHO HE ce 0YaKkBa OM30MPOJION Ja BIHsIe BbPXY ChIPOTUBICHUETO HA AUXATCIHUTE
I'bTUIIA U METaOONUTHUTE e(EeKTH, MEIUHpPaHHu OT Pr-penentopure. HeroBata CeNeKTHBHOCT KbM [i-
pelenTopruTe ce 3ama3Ba M M3BBH JAMana3oHa 3a JIo3WpaHe, U3MOJI3BaH NpH JedeHue. Hamanssanero Ha
ChpJICYHATA YECTOTA M CHJIaTa Ha ChKpalleHHe, BOJCIIO JI0 MOHMWKEH ChpJlieueH JIeOUT, ce mpremMa Kato
MEXaHU3bM Ha AEHCTBHE, CTOAII B OCHOBaTa HA aHTUXHUIIEPTEH3UBHOTO AEHCTBHE Ha OeTa-Ojo0KepuTe.
HabnronaBaHOTO MOHMXKEHME Ha IJIa3MEHaTa AaKTUBHOCT Ha pPEHMHA ChINO YydYacTBa B
AHTHUXUIICPTECH3UBHUTE CBOWCTBA.

dapmakogHaMU4HU €(HEKTH

Hepunoonpun/unoanamuo

[Ipy manueHTH ¢ XWIEPTOHHUS, HE3aBHCUMO OT BB3PacTTa, KOMOMHAIMATA MEPUHIONPUI/HHIAIAMHET
MPOSIBSIBA JI0303aBHCUMO JICHCTBUE BHPXY MOHIKABAHETO HA JIMACTOIMYHOTO U CUCTOIUYHOTO apTEPHATHO
HAJATaHe KaKTO B JIETHANIO, TAKA M B U3MPABEHO MOJOKEHNUE. B KIIMHUYHK M3MUTBAHE €JIHOBPEMEHHOTO
MPUIOKCHUE HA MEPUHAOTNPHI U WHIAMAMHUJ MMOKa3Ba aHTUXUICPTCH3UBHO JICHCTBHE OT CHHEPTHUCH
XapaKTep B CPAaBHCHUE C BCEKHU OT MPOIYKTHUTE, IPUJIaraH CaMOCTOSTEITHO.
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IHepunoonpun

[lepunmonpus € aKTUBEH NPH BCHYKM CTETIEHH HAa XUIEPTOHMS: Jieka 10 yMEpeHa WM TEeXKa.
HamansBaneTo Ha CHCTOJIMYHOTO U AMACTOIMYHOTO apTEpHAIHO HAJISITAaHE ce HaOJI0jaBa KaKTo B JIETHAJIO,
TakKa ¥ B U3NPABEHO IOJIOKEHHE.

AHTUXHIIEPTEH3UBHATA aKTUBHOCT CJIE]] EAHOKPATHA /1032 € MaKCHMallHa MeXIy 4-THs U 6-THS 4ac U ce
MOJTbprKa npe3 1enus 24-4acoB MepHo/I.

Hanuue e BHCOKa CTenmeH Ha ocTaTbhbyHa OJIOKMpAIla aKTHBHOCT BBPXY aHTHOTEH3MH-KOHBEPTHPAILHS
eH3UM Ha 24-us yac, npudiamuzutenHo 80%.

[Ipu mamueHTH, KOUTO OTTOBAPAT HA JICUYCHHETO, HOPMAITM3UPAHOTO KPBHBHO HAJIATAHE CE MOCTHUTA CIE]
€JMH MeCell U Ce MOIbpKa 0e3 Taxu(uIaKcHsl.

OTTETIIIHETO HA JICUSHUETO HE BOH JI0 ,,peOayHa" (puKomupani) eQexT Mo OTHOIICHNE Ha XUIICPTOHHATA.

HepI/IH,Z[OHpI/IJ'I HMa Ba3oanJIaTaTOPpHU CBOICTBA M Bb3CTAHOBSBA €JIACTUYHOCTTA HA OCHOBHHTE apTCpraiHn
CTBOJIOBE, KOpHUTrHhpa XI/ICTOMop(l)OMCTpI/ILIHI/ITG HU3MCHCHHUA B apTCPUUTC HA CHIPOTUBJIICHUCTO U BOAU 10
HaMaJIsIBaHC Ha JICBOKaMEpHaTa XI/IHeprO(I)I/I}I.

[Tpu HEOOXOTUMOCT, TOOABSHETO HA THA3ZUICH AUYPETUK BOJHU J0 AJUTHBEH CHHEPTHU3HM.

KOM6I/IHaHI/I$ITa oT I/IHXI/I6I/ITOp Ha aHTUOTCH3UH-KOHBEPTUPpAILIUA €H3UM C THA3UJACH JUYPETHUK HaMaJIsiBa U
PHUCKa OT XUIIOKaJIMEMUA, UHAYLIHPaHa OT CaMOCTOATEIIHOTO JUYPETUYHOTO JICUCHUE.

Huoanamuo
WNunanamu kaTo MOHOTEpANKS MMa aHTUXUIIEPTEH3UBHO Bb3ACHCTBUE C TPOIBIDKUTEITHOCT 24 yaca. To3u
e(eKT ce MPOosIBSIBA MPH JIO3U, MIPU KOUTO JUYPETUYHUTE MY CBOWMCTBA Ca MUHUMAJIHHU.

AHTUXHIIEPTEH3UBHOTO MY JIEHCTBHE € POIIOPIMOHAIHO Ha TOA00PIBAaHETO HA apPTEPHATHIS KOMITJIABHC
Y Ha HaMaJISIBAaHETO Ha OOIIOTO M apTepHONIAPHOTO TIepr()epHO CHIOBO CHIIPOTHBIICHHE.

I/IH,I[aHaMI/II[ HaMaJIsIBa JICBOKaMCpHaTa XI/IHeprO(l)I/IfL

HpI/I HaJaBuUIIaBaHE Ha J03aTa Ha THA3UWJIHHU H TI/Ia3I/IﬂOHOI[O6HI/I ANYpPETULIU AHTUXUINICPTCH3UBHOTO
B’bSI{CﬁCTBI/IC A0oCTUra ILIATO, AOKATO HEXKCIAHUTEC KM PCAKIWU MNPpOABLJDKABAT Ja HapacCTBaT. Axo
JIEYCHUETO ¢ Hee(heKTUBHO, TO3UTE HE TPSOBA Ja CE TTOBUIIIABAT.

OcBeH TOBa € yCTaHOBEHO, Y€ B KPaTKOCPOUEH, CPEIHOCPOUEH M IBITOCPOYEH IJIaH IPU MAIUEHTHUTE C

XUIEPTOHUS UHAATAMUJ:

- HE OKa3Ba BIIMSHHE BBbPXY JUNHUOHUS MeTabonu3bMm: Tpurauuepum, LDL xomectepon u
HDL xonecrepoun;

- HC OKa3Ba BJIMAHUC BBPXY BBIJICXUAPATHUA MeTa6OHI/I3’bM, AOpU 1pH MAIUCHTH C I[I/Ia6eT unc
XUIICPTOHUA.

Amnoounun

[Ipu mamueHTH C XUIEPTOHUS €IHOKpaTHATA AHEBHA 1033 aMIIOJUIIMH OCHUIYpsBa KJIMHHYHO 3HAYMMO
HaMallsiIBaHEe HAa KPBBHOTO HAJSITaHE W B JIETHANO, U B M3MPABCHO MOJOXKEHHE Mpe3 Ienus 24-4acoB
uHTepBan. [lopaau 0aBHOTO HAyalo Ha JCHCTBHETO MY, OCTpaTa XWIIOTOHHS HE € XapakTepHa MpH
MIPUIIOKEHUETO Ha aMJIOJIHITHH.
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AMJ'IO):[I/IHI/IH HC € CBBbP3aH C HCIKCIIaHU METa0OIUTHU IposABU WJIM NPOMCHU B IJIA3SMCHHUTC JIMIIUOIU U €
IOAXO o111 3a y1'[0Tp€6a IIpyU MalMMCHTH € aCT™Ma, Z[I/Ia6eT U rmojgarpa.

buzonponon

Kaxto u pu npyru Pi-61okepu, 6U30IIpoIon oTciadBa IEHCTBUETO Ha aJpeHalIMHAa BbPXY ChpAeYHATa
ThKaH, KOETO BOU JI0 HaMaJIeHa Chp/Ie4YHa YeCTOTa U CHJIa Ha ChbKPAILCHUE U IIOHUKEHO KPBBHO HaJISTaHe.
OcBeH TOBa HaMaJIIBAaHETO HA IJIA3MEHOTO HUBO Ha PEHHMHA MOJKE [la y4acTBa B aHTHUXUIIEPTEH3UBHOTO
JelicTBUE Ype3 TOHIKEHUE Ha Nepu(epHOTO ChJOBO CHIIPOTHBIICHHE.

Knnunyna edrkacHOCT U 0€300aCHOCT

THepunoonpun/unoanamud/amioounun/ouzonponon

[IpoBeneHo e AByMEeceYHO, MHOTOLICHTPOBO, PaHJOMH3UPaHO, JIBOMHO-CIISO TpoyuBane ¢asa I ¢ aBe
paMeHa, YMATO OCHOBHA 1I€J € Ja IEMOHCTpHpa M0-BUCOKaTa epuxkacHocT Ha KBagpukcam 3a moHmxaBaHe
Ha aMOyJIaTOpHO M3MEPEHOTO CHCTONMYHO aprepuanHo Hansrade (CAH) cnen 2 mecena B cpaBHEHHUE ¢
MPOABIKABAHETO HAa TPOHHATA aHTUXUIIEPTEH3UBHA Tepamnus ¢ HEPHHIONPUI, HHIAMAMUI U aMJIOTUIIMH B
ONTUMAJIHO MOHOCHMMATa 10334 MPH NAalUEHTH C HEKOHTPOJIMpPaHa XHUIIEPTOHHSA, KOUTO ca MpPEeMHHAIN
JBYMECEUEeH BBBEXKIAIL IEPUO]] C Ta3u TPOiHA Tepamnusl.

Pannomusupanu ca obmo 183 manuenTu, xouto ca momyuwnum win Keanmpukcam (10/2,5/5/5 mg wnum
10/2,5/10/5 mg), unu TpoiiHa Tepamnusi ¢ MEPUHIONPWUI, HHAanamun U ammoaunua (10/2,5/5 mg wumm
10/2,5/10 mg): 53,0% ca Mbxe, cpeaHaTa Bb3pacT € 57,4 roaunu, cpeanusat UTM e 28,2 kg/m?, cpeaHOTO
amMOymaTopHO W3MepeHo KpbBHO Hamsrane e 150,3/90,0 mmHg, a chpmednara decToTa B CEIOHAIO
ToJIOJKeHue e Ouna cpearo 77,9 bpm.

Cnen 2 Mecena cpeJHOTO MOHMKEeHUE HA aMOyaTtopHo m3MepenoTo CAH B cenHano nonoxeHue e Ouio -
20,7 mmHg B rpynata ¢ Quadrixam cmpsimo -11,3 mmHg B rpynaTta ¢ TpoliHa Tepamnusi, ¢ pa3iuKa MexXIy
nevenusra ot -8,0 mmHg (95% IU: ot -12,0 no -4,1). (mepBU4Ha KpaitHa Touka, p<0,0001)

24-9acoBOTO aMOyJIaTOPHO MPOCIIEASBaHE HA apTEPUATTHOTO HAJIATaHE MMOKa3Ba MOHIKEHHE HA CPEHOTO
CAH 3a 24 gaca ot -14,1 mmHg ¢ Quadrixam crpsimo -7,0 mmHg ¢ TpoifHaTa Tepanmsi, ¢ pa3irKa MeXIy
nedenusra ot -7,5 mmHg (95% JAU: ot -11,0 no -4,1) (p<0,0001).

AwmbOynatopao m3mepenoro JJAH B cennano monoxeHue mokasa monumxenue ot -10,5 mmHg copsamo -
5,3 mmHg npu TpoiiHaTa Tepanus, ¢ pa3iruKa MeXIy JiedeHusrta ot -6,14 mmHg (95% JU: ot -9,0 1o -
3,3) (p<0,0001).

JIOI'bIIHUTEIIHY aHAJIM3U Ha apTEepPUAIHOTO HaJsraHe, M3MEPeHO B aMOyJIaTOPHU yCJIOBUS, IPH 24-4acoBO
amMOyJIaTOpHO NPOCIEIsIBaHE U B IOMAIIHU YCJIOBUS, IOTBbPXKIABAT OCHOBHHUTE PE3YNITATH 32 €(PUKACHOCT.
Ilo Bpeme Ha mpoyduBaHETO HE Ca YCTAaHOBEHH IMpoOieMH, CBbp3aHu ¢ Oe3zomacHocTTa. IIpodmnsT Ha
6e3onacHoct Ha KBagpukcam e mogoOeH Ha TO3M Ha TPOHHATA TepaItusl.

Bw3neiictBuero Ha KBagpukcam BbpXy 3a0071€Ba€MOCTTa 1 CMBPTHOCTTA HE € IPOYYEHO.

IHepunoonpun/unoanamuod

PICXEL — MHOroLEHTpOBO, PAHAOMHU3HUPAHO, IBOMHO-CISANO, AKTUBHO KOHTPOJHMPAHO IMPOYUBAHE,
OLIEHsBA 4pe3 exokapauorpadusi BB3ACHCTBHETO Ha KOMOMHALUATa NEPUHIONPHI/MHIANAMHUI BBPXY
neBokamepHaTa xuneprpodus (JIKX) cupssmo MmoHOTEpanus ¢ eHananpuI.

[Ipu npoyusanero PICXEL maunmentn c¢ xumepronuss u ¢ JIKX (medhmHupana kaTo WHAEKC Ha
nesokamepnara Maca (Left Ventricular Mass Index, LVMI) >120 g/m? nipu mbixe u >100 g/m? npu »xeHn)
ca paHJIOMHU3HUPaAHH WIH Ha IEPUHIONPIUI TepT-OyTriiaMuH 2 mg (€KBUBaJICHTHH Ha 2,5 mg IepUHIOTIPHIT
apruauH)/mHgamamuy 0,625 mg wm Ha eHananpui 10 mg BeAHBX JHEBHO 3a €IHOTOAWIICH MEPHO Ha
nevyenue. Jlozara e amanTupaHa cropea KOHTpPOJa Ha KPBHBHOTO HaSTaHE N0 TEPUHIONPUT TepT-
OyTtuiaMuH 8 mg (eKkBUBaJIeHTHH Ha 10 mg MepuHAONPWII apTUHIH) U MHIANAMK] 2,5 Mg UK eHaTaIPIII
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40 mg Benubxk AHeBHO. Camo 34% OT yyaCTHHIUMTE ca OCTaHAIM HAa JIEYEHUE C NMEPUHIONPHI TEPT-
OyTunamuH 2 mg (€KBUBaJICHTHH Ha 2,5 mg nepuHaonpui apruaus)/mananamun 0,625 mg (cnpsmo 20%
Ha eHananpui 10 mg). B kpas Ha neuennero LVMI HamansiBa cTaTuCTHYECKH 3HAYUMO MOBEYE B Ipymara,
nexyBaHa ¢ nepuHponpui/maganamun (-10,1 g/m?), oTkoaKoTO B TpymaTa, JeKyBaHa C eHajampwi (-
1,1 g/m?), B panjoMu3upaHaTa MONyJalusl NalUeHTH. Pa3nukata Mexay TpyNmuTe MO OTHOIIEHUE Ha
mpomsiHata B LVMI e -8,3 (95% AU (-11.,5; -5,0), p<0,0001).

[To-mo0Bp pesynrat mo ortHomenne Ha LVMI e mocturHaT mpu MO-BHCOKHTE JO3W TIEPUHIOTPHI/
WHJAaM{]] OTKOIKOTO TIPH pa3pelieHuTe 3a MNepuHponpwr/uHiamamun 2,5 mg/0,625 mg u
nepuHIonpwI/MHaanamMu S mg/1,25 mg.

[lo oTHOIIEHHE Ha KPHBHOTO HAJNATaHE, W3YHUCICHUTE CPEIHU Pa3MKH MEXIy TpylIuTe B
paHmoMu3upaHara momyniarms ca -5,8 mmHg (95% AU (-7,9; -3,7), p<0,0001) 3a cHCTOIMYHOTO KPHBHO
Hamsrade u -2,3 mmHg (95% U (-3,6; -0,9), p=0,0004) 3a 11acTOIMYIHOTO KPBBHO HAISITAHE, CHOTBETHO
B 1107132 HA rpyInara, JeKyBaHa ¢ MePHHIOTPUIT/WHIATaMUI.

[IpoyuBanero ADVANCE e MHOTOLIEHTPOBO, MEKIYHAPOIHO, PAHIOMHU3UPAHO U3MUTBAHE, IPOSKTUPAHO
¢ 2x2 daxropu, ¢ 1e7 Ja oNpeAcin MOI3UTe OT HaMallsiBaHe Ha KPBHBHOTO HaJsraHe 4ype3 QUKcHpaHaTa
KOMOMHAaNWs MEepUHAONPWI/MHAATaMU, CIPSAMO IIanedo B AOMBIHEHHE KbM MPOBEKAaHOTO B MOMEHTA
CTaHJApPTHO JieueHHe (JBOHHO-CIISITIO CPABHEHHUE), KAKTO M Ha CTPATETHS 32 HHTCH3UBEH [NIIOKO3€H KOHTPOI
Ha Oa3zaTa Ha riuknasug MR (¢ moauduiupano ocsodokaaBane) (1enesa croiHoct 32 HbAlc 6,5% wumu
[MO-HUCKA) CIIPSAMO CTaHIapTeH IIoKo3eH KoHTpoa (au3aitn PROBE [Prospective Randomised Open study
with Blinded Evaluation — mnpocnekTHBHO paHIOMH3UPAHO OTKPUTO TIPOYYBAHE CBC 3aCIENEHO
OIIeHsIBaHE|) BHPXY MAaKpOCHIOBH M MHKPOCHIOBH CHOUTHS TP MAIIMEHTH ¢ AradeT Tvm 2.

[IppBUYHaTa KpaiiHa TOYKA € ChCTaBEHA OT IJIaBHU MAaKpOCHIOBH (CHPIECYHOCHIIOBA CMBPT, HedaTaneH
MUOKapJieH HH(ApKT, He(haTaIeH MO3bUCH MHCYJIT) U MUKPOCHI0BYU (HOBOIIOSIBUIIA CE HITH BJIOIIIABAIIA C&
HedpomnaTs u 04HO 3a00JIIBaHE) CHOUTHSI.

B m3nutBanero ca BrmodeHu o6mo 11 140 mammenTn ¢ muabeT Twir 2 (CpeaHU CTOWHOCTH: BB3PacT —
66 rogunu, uHAEKC Ha TenecHaTta maca (BMI) — 28 kg/m?, mpoaskuTenHOCT Ha auabera — 8 TOIMHH,
HbAlc —7,5% u cuctonmano/muactonmano kpbBHO Haisrane (CAH/IHAH) — 145/81 mmHg). Ot tax 83%
ca OuiM ¢ XunepToHusl, choTBETHO 32% 1 10% ca Ouiu ¢ mposiBeHa aHaMHe3a 32 MaKpO- WM MUKPOCHI0BA
Oosect u 27% ca umanu MHKpoanOymuHypus. EZHOBpeMEHHO mpuiaraHuTe Tepanuy ca BKIIOYBAIN
Cpe/cTBa 3a HaMaJsABaHE Ha KpBBHOTO Hamsrane (75%), cpencTsa 3a HamansgBane Ha gunuaute (35%,
TJIaBHO CTaTUHU 28%), aCIMPHUH WK ApYyTH aHTHarperanty (47%).

Crnen 6-ceqMuueH BBBEKIAIL IIEPUOJ ¢ OTKPUTO JICUCHHE ¢ KOMOMHAIMITA TICPUHIONPUI/MHIAIAMIT U
00MYallHOTO JICUCHWE 3a MOHMKABAHE Ha TIIOK03aTa, MAIMEHTHTE €4 PaHJIOMH3HPAaHU Ja TOoIydaBaT
miare6o (n=>5571) wim KkoMOUHAITUS TIepHHIOTPHI/HHaanamMua (n=5569).

CJ'IGZ[ CpcaHa NPOABIDKUTCIHOCT HAa IPOCIICAIABAHE OT 4,3 T'OAWHHU JICYHCHUCTO C HepI/IH,I[OHpI/IJ'I/ HHIOamaMung

BOAU N0 CTATUCTUYCCKHU 3HAYUMO OTHOCHUTCJIHO HaMAJICHUC Ha pI/ICKa C 9% 3a H'BpBI/I‘IHaTa KpaﬁHa TOYKa
(95% JTH [0,83; 1,00], p=0,041).

Tazu mon3a ce IbIKU Ha CTaTUCTHYECKH 3HAYMMOTO OTHOCHUTETHO HaMaJieHue Ha pucka ¢ 14% mpu oOriata
cmbpTHOCT (95% AU [0,75; 0,98], p=0,025), ¢ 18% mipu cMBPTHOCTTA OT CHPAEYHOCHIOBH TpHIUHH (95%
JAN [0,68; 0,98], p=0,027) u ¢ 21% npu cvbutus, cBbp3anu ¢ 6p0penure (95% AU [0,74; 0,86], p<0,001)
B IpymarTa, JIeKyBaHa ¢ TIepUHIONIPII/HHAAIaMU]I, B CPaBHEHHUE C TPyIaTa, JIeKyBaHa ¢ rianeoo.
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B neneBaTa noarpyna nauueHTy ¢ XUIIEPTOHUS ce HaOJI0aBa OTHOCUTEIHO HaMalleHHe Ha pucka ¢ 9% 3a
KOMOMHHpAaHUTE OCHOBHM MAaKpPOCHJOBH M MHKPOCHJIOBM CBOWTHS B TIpylaTa, JeEKyBaHa C
MEePUHAOIPIII/MHIAIIAMU/L, B CPAaBHEHHUE C TpylaTa, moirydyaBaia mianeoo (95% AU [0,82; 1,00], p=0,052).

Ca1ro Taka ce HaOMI0JaBa CTATUCTUIECKU 3HAYMMO OTHOCHTETHO HaMaJleHne Ha prcka ¢ 16% mpu obmiarta
cmbpTHOCT (95% AN [0,73; 0,97], p=0,019), ¢ 20% miprr cMBPTHOCTTA OT CHPAECYHOCHIOBH TpHIUHH (95%
1N [0,66; 0,97], p=0,023) u ¢ 20% npu crbuTHs, cBbp3anu ¢ 0s0pennte (95% AU [0,73; 0,87], p<0,001)
B TpyIaTa, JICKyBaHa ¢ IEPUHIONPHII/MHIANAMUJI, B CPABHEHHE C TpyTaTa, MojdyJaBaia miareoo.

IlIon3ute ot HWHTCPBCHIMATA 3a MIOHUKABAHC HA KPbBHOTO HAJISATaHE Ca HEC3aBUCUMU OT TC3HU, Ha6HIOJIaBaHI/I
IIpU CTpaTETrrATa 3a MHTCH3UBCH TJIFOKO3€H KOHTPO.JI.

Hannu om Knunuunume usnumeanus ¢ 0860UHA OA0KAOA HA CUCMEMAMA PEHUH-AHSUOMEH3UH-ATI00CHEDPOH
(PAAC)

B nBe romemu panmomusupanu, koarpoiaupann manutBanus (ONTARGET (ONgoing Telmisartan Alone
and in combination with Ramipril Global Endpoint Trial) — n3nmuTBaHe 3a TpoBIHKaBAIIN TIOOATHA
pe3yaTaTH MpH TEJIMUCAPTaH KaTo MOHOTepanus 1 B komOuHauus ¢ pamunpuit, # VA NEPHRON-D (The
Veterans Affairs Nephropathy in Diabetes) — nedpomatuss npu BeTepanu ¢ auaber) € H3CleABaHA
ynoTpebata Ha komOuHanus ot ACE-unxubutop u O10kep Ha peuentopa 3a aHrnoteH3uH 11
ONTARGET e mnpoyuBaHe, MpOBEIEHO Cpel TAalMEeHTH C aHaMHe3a 3a ChbpACYHOCHAOBO HIIH
MO3BUYHOCH/I0BO 3a00IsIBAaHE WIIM ChC 3aXapeH AuabeT TUI 2, MPUAPYKEH € T0Ka3aTeICTBO 38 TEPMHUHAIHO
opranuo yBpexnane. VA NEPHRON-D e mpoyuBane cpen ManueHTH ChC 3axapeH aualdeT TUM 2 u
muabeTHa HepomaTHs.

Tesn mpoy4uBaHWs HE MMOKa3BaT 3HAUUTENIEH ONaronpuareH e(deKT BbpXy U3X0oJa OoT ObOPEedYHOTO W/Win
CBHPACYHOCHIOBOTO 3a00JIsIBaHE U BHPXY CMBPTHOCTTA, HO CBHIIEBPEMEHHO CE€ HAaOJI0aBa MOBUILEH PHCK
OT XHIIEPKaJIEeMusl, OCTpa ObOpevHa HEAOCTATHYHOCT W/MIIM XUIIOTOHHS B CPaBHEHHE C MOHOTEPAIUSTA.
Tesu pesynratu ca B cuia u 3a aApyru ACE-uaxuburopu u Onokepu Ha penenTtopa 3a aHruoteHsuH Il ¢
moo0HU (hapMaKoJMHAMHUYHY CBOMCTBA.

CrnenoBaTelIHO TIpW TAITMEHTH ¢ nuadeTHa HedpomaTus He TpsOBa ma ce m3mom3BaT cbBMecTHO ACE-
WHXUOUTOPH U OJOKEpH Ha perenTopa 3a aHTnoTeH3uH 1.

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints —
U3MUTBAaHE Ha aJJMCKUPEH NMPH AuadeT TUH 2 upe3 pe3yJITaTu 3a CbpACYHOCHIOBO U ObOpeuHo 3a00IsBaHe)
€ TIpoy4BaHe, MpeJHa3HaYeHO Ja OLICHHU TOJI3UTE OT JOOABSHETO Ha aIMCKUPEH KbM CTAaHAAPTHO JICUCHHE
¢ ACE-unxubutop miaum OJIOKep Ha perenropa 3a aHruoTeH3uH Il mpu manueHTH ¢ auaber Tum 2 u
XPOHUYHO OBOpEUHO 3a00IIsIBaHe, CHPICYHOCHIOBO 3a00IsIBaHe WK | ABeTe. [[poydBaHEeTO € MpeKpaTeHoO
MPEkKIEBPEMEHHO MTOpay MOBHIIEH PUCK OT HexeTaH!u n3xou. CMBPT OT ChbPACYHOCHIOBU MPHUHHU U
MHCYJIT Ca YHCIICHO II0-4ECTH B Ipymara, JIEKyBaHa C aJMCKUPEH, OTKOJKOTO B rpymara ¢ Ianebo, a
HE)KENIAHUTEe CHOWTHS ¥ LENCBHTE CEPUO3HH HEKENAHW CHOUTHS (XMIEpKAIHMEMHs, XUIOTECH3US M
OBpOpedHa IMCYHKINS) ca M0-4eCTOo ChoOIaBaHy B rpyIaTa, JISKyBaHa C AIMCKUPEH, OTKOJIKOTO B rpynara
¢ mane6o.

Amnoounun

C 1men cpaBHsSBaHE C IO-HOBU JICKAPCTBEHU TEpPAlUKM € IMPOBEACHO pPaHIOMHU3UPAHO, IBOHHO-CIISAIO
MpOy4YBaHe 3a 3a00JIeBAEMOCT U CMBPTHOCT, HAPEUEHO ,,AHTHXUIICPTCH3UBHO U MMOHIIKABAIIO JUITHIUTE
nmedeHue 3a nmpodmimaktuka Ha wHMapkT (Antihypertensive and Lipid-Lowering Treatment to Prevent
Heart Attack Trial, ALLHAT): ammonunua 2,5—-10 mg/neH (kanmueB aHTaroHUCT) WU Ju3uHONpu 10—
40 mg/nen (ACE-uHXHOUTOpP) KaTo JICYSHUE OT MbPBA JIMHHS, COPIMO CXeMarTa ¢ THA3WJACH JUYPETHK
xJiopTanuon 12,5-25 mg/neH npu naimeHTy ¢ Jieka JI0 yMepeHa XHUIIEPTOHMSL.
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Pannomusupanu ca o6mio 33 357 nanueHTy ¢ XUIEePTOHUS Ha BB3PACT HAJl 55 TOIWHU U ca POCIIeAsIBaHHA
B IIPOJBIDKCHKE Ha cpeHo 4,9 roqunau. [lanmeHTruTe ca Many MOHE eUH JOIIBIHUTEIICH PUCKOB (DaKTop
3a kopoHapHa Oonect Ha cbprieto (KBC), BKIIOUNTEIIHO: TPEUIIEH MUOKApeH WH(APKT WIH UHCYIT
(moBeue oOT 6 Mecenma Tpead BKIIOYBAHETO) WM JOKYMEHTHPAHO JIPYro aTepOCKIEPOTUYHO
ChPIACYHOCHI0BO 3abojsiBaHe (o0mo 51,5%), mmaber tum 2 (36,1%), HDL-C <35 mg/dl (11,6%),
xunepTpodus Ha JsABaTa KaMepa, TUarHOCTUIIMpPaHa 4Ype3 eJIEKTPOKapArorpamMa HIH eXOKapAuorpadus
(20,9%), macrosmy mymray (21,9%).

[IspBudHaTa KpaiiHa TOouka € OWila ChCTaBHA BeNMYMHA OT (haTamHa KOpOHapHa OOJECT Ha CHPIETO W
HedaTtaneH MuokapaeH WHpapkT. He € ycTaHOBEHO HalM4Me HAa CTATHCTUYECKH 3HAYUMa pasjfKa I10
OTHOIIICHUE HAa IbPBUYHATA KpaliHA TOYKA MEXKIY JICYCHHETO Ha 0a3a aMJIOAMIIMH U JICUSHHETO Ha 0aza
xyopranmunon: CroTHoleHneTo Ha pucka (Relative Risk, RR) e 6mio 0,98 mpu 95% AU (0,90-1,07)
p=0,65. Cpen BTOpUYHUTE KpailHM TOYKHM UYECTOTaTa HAa CHPJCYHA HEIOCTATHUYHOCT (KOMIIOHEHT Ha
KOMOMHHMpaHa ChpPACYHOCHAOBA KpaiiHa TOYKa) € 3HAYMTEJIHO I10-BHCOKAa B TIpylaTa, JICKyBaHa C
aMJIOJTUTINH, CIIPSIMO TpyIiaTta, mosrydaBana xiopTtammoH (10,2% cropsmo 7,7%, RR 1,38, 95% AU [1,25—
1,52], p<0,001). Beripeku TOBa HE € HANKIIE CTATHCTHYECKY 3HAYMMA Pa3IKa B CMBPTHOCTTA 10 BCHUKU
MPUYMHU MEXIy TepamusarTa, Oa3WpaHa Ha aMIIOAWIIMH, M Tepamnuara, Oa3mpaHa Ha XJIOPTAIHJOH.
CrotHomenueTo Ha pucka (RR) e 0,96 mpu 95% U (0,89-1,02) p=0,20.

Ieouampuuna nonynayus

He ca namuue nanuu 3a ynorpebara Ha Kanpukcam nipu jaena. EBporielickata areHIus 1o jiekapcrpara
0CBOOOXKIaBa OT 3aBJDKEHUETO 3a MPEOCTABSIHE HAa PE3yNITATUTE OT MpoydBaHusATa ¢ KBajpukcam BBHB
BCHYKH TOJATPYNH Ha TeJUaTpUYHATA IOMyJAlMs NpU XWUOEepToHHsS (BK. Touka 4.2 3a wHDOpMAarus
OTHOCHO yIToTpeOa B IIeNaTPHUATA).

5.2 ®apMakoKMHeTHYHHU CBOICTBA

Kesaopuxcam
EHOBpPEMEHHOTO TPHIIOKEHHE Ha TIEPHHIONPUI, WHIAAMAMMI, aMJIOJUIIMH U OHU30IMPOIION HE MPOMEHS
(bapMaKOKMHETHYHUTE UM CBOWCTBA B CPABHEHHUE C MPUIIOKCHUETO UM MOOTICIHO.

Ilepunoonpun

AOcopOLys 1 OMOHAIIMYHOCT

Crnen mepopaliHO MpHIIOKEeHUe abcopOuusaTa Ha MEePUHAONPUI € Obp3a U NMUKHT HA KOHIICHTPAIUATA CE
JIOCTUTA B paMKuTe Ha 1| yac (MepUHAONPHI € IPEKypcop, a MEPUHAONPUIAT € AKTUBHUAT METa0OIUT).
[Toyry>kMBOTHT Ha IEPUHAOIPUII OT IJIa3MaTa € paBeH Ha 1 yac. [IpueMbT Ha XpaHa HaMaJIsIBa KOHBEPCHUSITA
JI0 TICPUHJIONPHUJIAT, OTTaM W OWOHAJTMYHOCTTA, MOpPajM KOCTO MEPUHIONPHII aprHHUH TpsAOBa 1a ce
MpuJiara nepopagHo KaTo eJHOKpaTHA JHEBHA 7033 CYTPHH MPEaN XpaHEHE.

Pasznpenenenue
O6emsbT Ha pasmpenenenue e okoino 0,2 1/kg 3a HecBbp3aHus nepuHaonpuiaT. CTerneHTa Ha CBbp3BaHE Ha

MEPUHJIONIPWIIAT ¢ Tuta3MeHuTe nporeuHu € 20%, 0COOCHO ¢ aHTMOTEH3WH-KOHBEPTHPAIUS €H3UM, HO
3aBUCH OT KOHLIEHTPALUATA.

Buorpanchopmarus

[Tepunmonpu € NpeKypcop Ha akKTHBHOTO BEIECTBO. J[BaleceT U ceieM MPOILEHTa OT MPHIIOJKEeHATa 103a
MEPUHIONPHUIT JOCTHra HUPKyIalusaTa moa opMara Ha aKTHBHUSA METa0OIMT mepuHaonpriaT. OcBeH
AKTUBHHS TCPUHJONPUIIAT, IEPUHIONPUI 00pa3yBa MeT MeTaboNIHuTa, KOMUTO €A HEaKTHUBHH. [IMKBT Ha
M1a3MeHaTa KOHIEHTpAlUs Ha TICPHUH/IONPUIIAT Ce JOCTUTA B paMKHUTe Ha 3 710 4 Jaca.
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Eanmunupane
[MepunmonpuiaT ce eMMMUHUpA Ype3 YPUHATA, 2 TPMUHATHUAT IMOIYKHBOT Ha HECBbp3aHaTa (ppakius e

HpI/I6J'H/I3I/IT€J'IHO 17 Jaca, KOE€TO BOJU A0 MOCTUTAHEC Ha CTAIIUOHAPHO CHCTOAHUC B PAMKUTC HA 4 JHH.

JInHeHOCT/HEIMHENHOCT
JlokazaHa € JTMHelHa 3aBUCUMOCT MEK/Iy 103aTa Ha IePUHIONPUI U IIa3MEeHATa MY SKCIIO3HIIUSL.

CrenuajaHya HonyJIalun

Cmapuecka 8v3pacm

[Ipu manueHTH B cTapyecka Bh3pacT, KAKTO U IPH MAIUEHTH ChC ChpJIcUHa WM ObOpeyHa HeTOCTAThYHOCT,
SITMMUHUPAHETO Ha MIEPUHIONPUIIAT € HAMaJICHO.

bvbpeuno yspescoane
Kopexkiusita Ha fo3ata npu ObOpedHa HEJNOCTATHYHOCT € JKENaTeHA B 3aBHCUMOCT OT CTENEHTa Ha
yBpexmane (KpeaTHHHHOB KIUPBHC). KIMMpBHCHT Ha TIepHHAONIPHIIAT TIpH auanm3a ¢ 70 ml/min.

YeprodpobHo ypedcoane

[Ipu manuwenTH ¢ nuposa (apMakOKMHETHKAaTa Ha MEPUHIONPHI € MPOMEHEHA, KaTo YEepHOAPOOHUAT
KIMpBHC Ha MOJEKylaTa-Maiika € HaMalleH HaloJOBMHA. BBIOpeku ToBa KOTUYECTBOTO OOpa3yBaH
MIepHHIOTIPUIIAT He HaMaJliBa, Iopaii KOeTo He ce Hajlara KOpeKIus Ha Jo3aTa (Bx. Touku 4.2 u 4.4).

Hnoanamuo

AOcopOrus

HNupanamun ce abcopOupa Obp30 U HAMBIHO OT XPAHOCMUJIATEITHHSI TPAKT.

[MukbT Ha MIIA3MEHATA KOHIICHTPAIUS TPH XOpa €€ JOCTUra MPUOTH3UTEIHO SIMH Yac CJIe]] IEPOPATHOTO
MIPUIOKEHUE HA TTPOAYKTA.

PasnpenencHue
CBBp3BaHETO C IMIa3MEHUTE MPOTeHHH € 79%.

MeTabonu3bM U SIMMUHUPAHE
[TomryxnBOTHT Ha enMMMUHUpaHe € Mexay 14 u 24 gaca (cpenno 18 gaca). [Ipu moBTapsio ce mpuioKeHwe
He ce HaOmoJaBa HaTpyIIBaHe.

EnumunnpaneTo e rnaBHo upe3 ypuHata (70% ot no3ata) u dpekanuute (22%) noa popmara Ha HEAKTHBHU
MeTa0OoIUTH.

Crenmaniy monyJanun
bvbpeuno yspesicoane
dapMakOKWHETHKATA MTPH TAIMEHTH ¢ ObOpeUHa HEAOCTATHYHOCT OCTAaBa HEIIPOMEHEHA.

Amnoounun

Abcopbuus 1 OMOHAIMYHOCT

AmtonunuH ce abcopOupa 1odpe clies mepopaHo NPUIoKEHHE Ha JIO3UTE 3a JICUeHHE, KaTo MUKBT Ha
KOHIIEHTpAIHITa B KpbBTa HACTBHIIBAa MeX Ay 6 U 12 gaca cies mpruemMa Ha j1o3aTa. M3unciaenara abcoaroTHa
OomoHamuuHOCT € MexIy 64 u 80%.

buonanmynocTTa Ha AMJIOJIUIINH HE CC IMMOBJIUABA OT IIpMEMa Ha XpaHa.
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Pasnpenencnue
Ob6embT Ha pasnpezaenenue e okoio 21 I/kg. In vitro npoyuBanus nokaspar, e npuOnusutento 97,5% ot

HUPKYJIUparg aMJIOAUIINH € CBbp3aH C MJIa3MCHUTE ITPOTCUHU.

Metaboau3bm
AMJIOUIVH ce METa0OJM3Mpa BB BUCOKA CTEIEH OT YepHUA Apo0 10 HEaKTHBHHU MeTabonmuTtu, kKato 10%
OT IIBPBOHAYATHOTO CheanHeHue U 60% OT MeTabOINTHTE Ce eKCKPeTHpaT B ypHUHATA.

Eanmunupane
TepMUHAIHUAT TONYKUBOT Ha EIMMUHHUpAHE OT Ia3Mara € okojo 35-50 yaca, KOETO MO3BOJISIBA

MPHIOKEHUETO A3 ObJIe BEAHBK JHEBHO.

CrenuansHy monyJIanun

Cmapuecka év3pacm

BpemeTo 3a mocTuraHe Ha IMHKa Ha IUIA3MEHUTE KOHICHTPAIMKM HAa aMJIOJAMIIMH € CXOJHO IIPH JIMIA B
cTapyuecka Bb3pacT M MPHU MO-MJIaJIU JIHIIA.

KimupbHCHT Ha aMITOIUTIMH TIOKa3Ba TEHACHIUS KbM MO-HUCKH CTOHHOCTH C MOCIEABAIIO TOBUIIICHHAE Ha
AUC u nonry>kMBOTa Ha CIIMMUHHUPAHE MIPH MTAIUCHTH B CTapYECKa Bbh3PacT.

HapactBanero na AUC (1uiormira moj KpuBaTa BpeMe-KOHIICHTPAIIHS) ¥ MTOJIYKUBOTHT Ha €IMMHHUPAHE
MPH MAIMEHTH ChC 3aCTOWHA ChPJCUHA HEIOCTATHUYHOCT Ca OMJIM ChOOPa3HO OYAKBAHOTO 33 MPOYYBaHATA
BB3pacToBa IpyIa.

Yeprnodpobmo yepescoane

CpIecTByBaT CHJIHO OTPaHMUYCHH KIMHUYHU JaHHU OTHOCHO NMPHEMAaHETO Ha aMJIOAUIMH OT MALMEeHTH C
HapyleHa yepHoapoOHa ¢pyHKus. [TanmenTy ¢ 4epHOAPOOHA HEAOCTATHYHOCT UMAT HaMaJjIeH KIIMPBHC Ha
aMJIOAMIIMH, B pE3yJITAaT Ha KOETO MOITYKHUBOTHT ce yabibkaBa 1 AUC ce nmosumana ¢ okoso 40—60%.

buzonponon

AGcopbuus
Crnen nmepopaliHO IPUIIOKEHHE OM30IPOIIoN ce abcopOupa 1 MMa OHOIOTHYHA HATMIHOCT OT OK0J10 90%.

Pasnpenenenue
Ob6embT Ha pasnpenenenue e 3,5 1/kg. Cepp3BaneTo Ha OM30IPOIIOI C IUIA3MEHUTE IPOTEHHHU € 0K0JI0 30%.

EI/IOTDaHCd)ODMaHI/ISI U CJIMMHWHHUPAHC

buzonponon ce eauMmuHUpa OT opranu3Mma upe3 aBa nbTia. 50% ce meTabonm3upa OT YepHHUS Jpod 10
HEaKTHBHU METa0OJMTH, KOUTO CJIEJ| TOBa Ce€ eKCKpeTwpaT upe3 ObOpenute. Octanamure 50% ce
eKCKpeTHpaT OoT OBnOperuTe B HempoMmeHeHa (opma. OOmuAT KaupbHC € mnpubimsutenHo 15 1/h.
[TonyxuBoThT B Mmazmara oT 10—12 gaca ocurypsiBa BB3ICHCTBHE B NMPOABIDKCHHE Ha 24 daca Tpu
MIPIIIOKEHUE BETHBXK JTHEBHO.

JInHEHOCT/HEIMHENHOCT
dapMaKOKMHETHKATa HA OM30IIPOJIOI € JIMHEHHA U HE 3aBUCH OT Bh3pacTTa.

CrenuansHy nonyJanun

bvopeuno/ueprnodpobro yepesicoane

Tbii KaTo JEKAPCTBOTO CE ENMMHUHUPA KaKTO IIpe3 ObOpennTe, Taka U Ipe3 YepHUs ApoO B €JHAKBA CTEIICH,
[IPY TTALUEHTH € YepHOAPOOHO yBpeskaaHe nin Ob0peyHa HeIoOCTaThYHOCT HE € He0OX0ArMa KOPEKLUs Ha
no3ata. PapMaKOKMHETHKATa NMPH MAlUEHTH ChC CTAOMIIHA XPOHMYHA CHPIEYHA HEIOCTAaThYHOCT U C
yBpekIaHe Ha 4epHus Apod uiau ObOpenure He € u3cieaBaHa. [Ipu mamueHTH ¢ XpOHMYHA ChpleYHa
HepoctaTbuHOCT (cTeneH Il mo NYHA) nnasmenuTe HuBa Ha OM30IPOIION Ca IO-BUCOKHU U MOJTY>KUBOTHT
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€ YOBJDKEH B CpaBHEHHE ChC 3ApaBU JOOpoBoM. MakcuManHaTa Imjia3MeHa KOHIICHTPALHs B CTAOMUIIHO
cberosiHue € 64421 ng/ml npu nHeBHA A03a oT 10 mg, a momy’uBOTHT € 17+5 vaca.

5.3 IlpeaxkIUHUYHU JAHHM 32 0€30MACHOCT

Tepunoonpun

B mpoyuBanusTa 3a XpOHWYHA MEpOpaHa TOKCHYHOCT (TIPH ITHXOBE M MalMyHH) LEJIEBHAT OpraH €
OBOPEKBT, KATO YBPEXKIAHETO € OOPATHMO.

He e ycranoBena MyTareHHOCT HUTO NpH i1 Vitro, HUTO NpHU in vivo mpoyuBanusa. He e HaOmonaBana
KapIIMHOTEHHOCT MPH IBJITOCPOYHU MPOYUBAHUS MTPU TUIHXOBE U MUIIKH.

PenponyKTHBHUTE TOKCHKOJIOTMYHU TPOY4YBaHMs (IUTBXOBE, MUILIKHU, 3aillM M MaliMyHH) HE TOKa3BaT
MIPHU3HAIY 32 HATMYHE Ha eMOPHUOTOKCHYHOCT MIIH TEPaTOreHHOCT. DepTUIIMTETHT He € OMII HapyIlieH HATO
MIPH MBIKKH, HUTO TIPH KESHCKH TTHXOBE.

Bobrpexn ToBa e ycranoBeHo, ye ACE-MHXHOUTOpUTE KaTo TpyIa MOTaT Ja IIPHYHHAT HeXKEJIaH! peaKIin
B KbCHOTO Pa3BHUTHE HA ILIOJIA, BOJCIIH JI0 CMBPT Ha IUI0JIa ¥ BPOJICHN YBPEKIaHHS IIPU TPU3adH U 3ainu:
HabmroaBaHy ca ObOPEYHH JIE3UH U TIOBUILIEHA IEpUHATAIHA U TIOCTHATAIHA CMBPTHOCT.

Hnoanamuo

Haii-Bucokure 1031, MpUiIaraHy MepopaHo Ha pa3IudHu KUBOTUHCKU BHJ0BE (40 1o 8000 mbTH mo3aTa
3a JIeueHHe), BOJAT 10 0OOCTPSIHE HA TUYPETHYHUTE CBOWCTBA Ha MHAanaMua. OCHOBHHUTE CUMIITOMHU Ha
OTpaBsiHE 10 BpEMe Ha IIPOYYBaHHITA 32 OCTPa TOKCHYHOCT MPH UHIAIAMUI, TPHIIAaraH HHTPABEHO3HO MJIN
MHTPANEPUTOHEATHO, Ca CBBP3aHM ¢ ()apMaKOJIOTHYHOTO JACHCTBUE HA MHIANIAMU, a IMCHHO OpajuIHes
U riepudepHa Ba30ANIATALHSL.

WHpanamMun naBa OTpUIATENHM pE3yATaTH Ha TECTOBETE 3a MYTareéHHM M KapLMHOTEHHU CBOWCTBA.
[IpoyuBanusita 3a penpoAyKTHBHa TOKCHUYHOCT HE IIOKa3BaT EMOPHOTOKCHYHU WM TEPaTOTEHHU
HM3MEHEHUS IIPU ILIIbXOBE, MUIIKU U 3aH1U.

QepTUIUTETHT HE € O HapyIIeH HATO MPH MBKKH, HUTO IIPH KEHCKH IITHXOBE.

Tepunoonpun/unoanamuod

KomOuHanmsTa nepuH 0 pyII/MHIANAMH/]] KMa JIEKO MO-BUCOKA TOKCHYHOCT OT CyMapHaTa TOKCHYHOCT Ha
OTACTHUTE M KOMIOHEHTH. [Ipy mubxoBeTe He ce HAOMIOJaBa 3acHiIBaHe Ha OBOpeYHATA TOKCHYHOCT.
Brrpexu ToBa koMOMHAIUATA TPEIN3BUKBA TACTPOMHTECTHHAIIHA TOKCUYHOCT MTPH Ky4eTa, 2 TOKCHYHUTE
BB3JICHCTBHS BbPXY MaliKaTa IpU IUITbXOBE U3TIIEK]IA CE YBEJINYaBaT (B CPaBHEHHUE C TICPUHIOIIPUI).

BBHpeKI/I TOBa TC3W HCXKCJIAaHMW PpCaKIUuu CC Ha6JHO)Z[aBaT Impu 1031, CHbOTBETCTBAILIM HAa MHOI'O BHUCOKa
CTEIEeH Ha 0€30MMacHOCT B CPaBHCHUE C U3ITOJI3BAHUTE JIO3U 3a JICHCHHUC.

Hpe,HKJ'II/IHI/I‘IHI/ITC IIpoy4YBaHus, NPOBECACHU MOOTACIHO C NEPUHAONPUI W HUHAANIaMU[, HE IIOKa3BaT
TCHOTOKCHUYCH, KAHIICPOICHCH HUJIN TCPATOICHCH ITOTCHIIUAJI.

Amnoounun
IIpoy4Banus BBPXY PENpPOAYKTUBHOCTTA MPH IIBXOBE M MHUIIKK MOKa3BaT 3abaBeHa Jara Ha pakaaHe,
yIBIDKEHA MPOABDKUTETHOCT HA PaKIaHETO W HaMaJleHa TIPEKUBAEMOCT Ha HOBOPOJCHUTE TIPH O3,
npubm3uTenHo 50 MBTH MO-BHCOKM OT MAaKCHMAJHO IperopbuaHaTa 103a 3a XOopa, W3YMCIIEHH Ha
6aza mg/kg.

He ¢ YCTAHOBCHO BL3ﬂeﬁCTBHe BBpPXY (bCpTI/IJ'II/ITeTa IIpyu MIBXOBE, JICKYBAHHU C aMJIOJUIINH (M’L)KKI/I -

64 nHu n xeHcku — 14 mHu npenu uudrTocBane) B ao3u A0 10 mg/kg/nen (8 mbT* Haj MakCHMMAIHO
npenopbyanaTa 103a 3a xopa ot 10 mg, u34uciena Ha 6aza mg/m?). B apyro npoydsaHe Ipu ILTbXOBE, B
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KOETO MBXXKH IUIBXOBE ca OWIM JIEKyBaHU C aMIIOJUITMHOB Oe3miaT B MpoabbkeHue Ha 30 JHH B 11034,
n3uucieHa Ha 6a3za mg/kg KkaTto chIocTaBUMa C J103aTa 32 XOpa, Ca YCTAHOBEHH MOHIKEHHY T1a3MCHH HUBA
Ha (OJMKYJIOCTUMYIHMpAI XOPMOH M TECTOCTEPOH, KAaKTO W HaMajsBaHe Ha IUTBTHOCTTa Ha
CIIEpMAaTO30UANTE U Ha OPOs Ha 3peNTUTEe CIIEPMATUAN U CEPTOTUEBUTE KICTKH.

[IpoyuBaHusATa 32 MyTareHHOCT HE TTOKA3BaT JEKAPCTBEHO 00YCIIOBEHH BH3ACHCTBUS HUTO HA TEHHO, HUTO
Ha XPOMO30MHO HHBO.

[IrpX0OBE W MUINKH, TPETUPAHH C aMJIOJUIIMH 4Ype3 XpaHaTa B TPOABIDKEHHE Ha JBE TOMUHHU TpPH
KOHIIEHTpAINH, U3YHCIEHH J]a OCUTypsBat AHeBHU a03u oT 0,5, 1,25 u 2,5 mg/kg/neH, He moka3BaT NaHHH
3a KapUUHOTeHHOCT. Hali-Bucokara f03a (3a MUIIIKM — CXO/IHA HA MAKCHMAJTHO MIPEropbyaHaTa KIMHHYHA
no3a or 10 mg, ¥ 3a IIBXOBE — ABOMHO* I0-BHCOKA, M3YMCIIEHA Ha 0aza mg/m?) e Ouma Oamska 10
MAaKCHMAJTHO ITOHOCHMATA 1034 3a MUIIKH, HO HE U 3a IIBXOBE.

* M3uncnena 3a marueHTy ¢ TesecHo terio 50 kg

buzonponon

[penkMMHUYHUTE TaHHU HE pa3KpUBAT OCOOCH PUCK 3a XOpaTa Bb3 OCHOBA HA CTAHJAPTHH MPOYYBAHUS HA
(dapmakonornyHata 06e30MaCHOCT, TOKCUYHOCT TMPH MHOTOKPATHO MPHIOKEHHUE, TEHOTOKCHYHOCT HIIH
KapIIMHOTCHHOCT.

ITomo6HO Ha apyru Oeta-0moKepH, OU30MPOIION MPEIU3BUKBA TOKCHYHOCT NIPH MalKkarta (HaMaJieH preM
Ha XpaHa U HaMaJICHO TEJIECHO TETJI0) ¥ eMOpHo/(eTanHa TOKCHYHOCT (TIOBUIIICHA Y€CTOTa Ha Pe30pOInH,
HaMaJIeHO TEerj0 Ha HOBOPOJCHUTE, 3a0aBeHO (DU3MYECKO pa3BHTHE) MPHU BHCOKH JIO3HM, HO HE €
TepaTOTreHEH.

6. OAPMAIIEBTUYHU JAHHHU
6.1 Chnucnk Ha IOMOIIHHUTE BelleCTBA

CohabpkaHie HA KancyJaaTa

Tank (E553b)

Tao0eTka(n) NepUHAONPHUI APTHHUH/MHIATTaAMUI

Cvpyesuna na mabremkama:

o Kammmes kap6onat (E170)
[pexxenaTHHU3UPAHO IAPSBUYHO HUIIECTE
MuxkpokpuctanHa 1enyno3a (E460)
Kpockapmenosa natpuii (E468)
Marnesues cteapat (E470b)

CunuuyeB IUOKCH, KOJIOUAEH, 0€3BOIEH

Qunmupaujo noxpumue Ha madiemxume:
e ['muuepon (E422)

Xumpomenosa (E464)

Makporoxn 6000

Maruesues creapat (E470b)

TuranoB anokcun (E171)
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OOBHMTH I'paHVJIH C He320aBHO 0CB0O0O:KIaBaHe ¢ OM30IPo0.J10J10B (GyMapaT, H 00BUTH I'PaHVJIH C
He320aBHO 0CBOOOKIABaHE C aMJIOJIUIIMHOB 0e3MJIaT

e  MuUKpOKpHUCTaNHA LIEeTy103a (E460)
e Xumnpomeno3sa (E464)

OO0BHBKA HA KAaCYyJaTa

Kenatun (E441)

TutanoB muokcun (E171)

Uepen xenesen okcup (E172)

Kwar xenesen okeun (E172)

BpunsaTtHo cuabo FCF — FD&C Blue 1 (E133)

C'b[l"bD)RaHI/Ie Ha MaCTHJIOTO

[emmax (E904)
[Iponunenrmukon (E1520)
Pa3ztBOp Ha amonsk (ES527)
Uepen xenesen okcun (E172)
Kamues xunpoxcun (E525).

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha TOIHOCT

3 roaguHu

6.4 CrnenuaJHu ycJOBHS Ha CbXpaHeHHe

Jla ce cpXxpaHsiBa B OpUTHHAIIHATA OMAKOBKA, 3a Jia Ce MPEe/ANasyu OT Bliara M CBETIIHHA.
Ja ce cexpansgsa nox 25°C.

6.5 Buau cbabp:KaHUE HA ONIAKOBKATA
30 TBBpAM KaIlCyJH B TOJIMIIPONHMIICHOBA Ty0a, 3aTBOPEHA C MOJMETHICHOBA 3aIyIIajKa.
6.6 CrnenuaJHu NpeANa3HU MePKHU NPH U3XBBPJIAHE

Hewnsnoms3BaHusT NeKapcTBEH MPOAYKT WM OTIIAJbYHUTE MaTepHAIId OT HEro TpsOBa Ja ce M3XBBPIAT B
CHOTBETCTBHE C MECTHUTE M3UCKBAHUSI.

7. HNPUTEKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes Cedex

®paHius
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA:

Peructpanuonen Ne: 20260181

9. JATA HA HIBPBO PA3PEINABAHE/IOJHOBSIBAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA:

[ata Ha mbpBo pa3pewmaBane: 11.06.2026 r.
Jlata Ha moceHO OTHOBSIBAHE:

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA: 06/2026 r.
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JAHHU BBPXY OITAKOBKATA



JAHHMU, KOUTO TPABBA JA CBbJABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUS IMTPOAYKT

Ksagpukcam® 10 mg/2,5 mg/10 mg/5 mg TBbpau KarcyJm
MEPUHIOTIPHI apTHHUH/MHIATIAMH ]/ aMIIOJUITMH/OU30TIponoioB Gymapar

Quadrixam® 10 mg/2.5 mg/10 mg/5 mg hard capsules
perindopril arginine/indapamide/amlodipine/bisoprolol fumarate

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEIIECTBO(A)

Bceska TBbpaa kancyna cpabpxka 10 mg nepuHAONpUII apruHuH, eKBUBaJIeHTEH Ha 6,79 mg
MEPUHIOIPUIL, 2,5 mg uHnanamu, 13,87 mg amnoaunuHoB Oe3unar, ekBuBajieHTeH Ha 10 mg
aMJIOJIMITNH, ¥ 5 mg Ou3onpoionoB gymapat, eKBUBaIeHTEH Ha 4,24 mg OU30MPOIIOIL.

| 3. CIMCBK HA TOMOIIHUTE BEIIECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Tebpaa kancyna

30 TBBpAM KaNCyIH

5. HAYMH HA IMTPUJIOKEHUE U ITbT(MIIMA) HA BBbBEKJAHE

ITepopanHo npUIOKEHUE.
[Mpeau ynorpeba mpoueTeTe JTMCTOBKATA.

6. CHELMAJHO OPEIYIPEXJIEHUE, YE JIEKAPCTBEHUSIT IPOAYKT TPSIBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA U JOCETA HA JEIA

I[a CC CbXpaHsABa Ha MACTO, HCAJOCTHIIHO 3a ACHA.

| 7. APYI'N CIIEHUAJIHU NPEAYTNIPEXJIEHWSA, AKO E HEOBXOJIUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onmen no:



| 9. CIIEIlMAJIHUA YCJIOBUSI HA CbXPAHEHHUE

Jla ce cbxpaHsiBa B OpUTrMHAIHATA OMAKOBKA, 32 Jia Ce Mpe/a3y OT Biara u cBeTinHa. [la ce chxpaHsBa
oz 25°C.

10. CIENOUAJIHU IIPEAITAZHM MEPKH ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NJIX OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKNBA

11. HWME U AJIPEC HA ITIPUTEXATEJISI HA PASBPEIIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier

50, rue Carnot
92284 Suresnes Cedex
®paHuus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Perucrpannonen Ne: 20260181

| 13. TAPTHJIEH HOMEP

[Taptugen Ne

| 14. HAYUMH HA OTITYCKAHE

[To nexapcko npeanucanue

| 15. YKA3AHWUSI 3A YIIOTPEBA

| 16. MH®OPMALIMSI HA BPAIJIOBA A3BYKA

Ksagpukcam 10 mg/2,5 mg/10 mg/5 mg

| 17. YHUKAJIEH UAEHTU®UKATOP — IBYU3MEPEH BAPKO/

JByn3mepeH 0apko[ ¢ BKIIOYCH YHUKaIEH ACHTH(HUKATOD

| 18. YHUKAJIEH UIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHMH, KOUTO TPABBA JIA CBABPKA ITBPBUYHATA OITAKOBKA

KOHTEMUHEP

| 1. HUME HA JIEKAPCTBEHUS MTPOAYKT

Ksanpukcam® 10 mg/2,5 mg/10 mg/5 mg TBBbpaM Karcyu
MEPUHIONIPHI apTHHUH/MHIATIAMH ]/ aMIIOJUITMH/OU30TIponooB Gymapar

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska TBbpaa kancyna cpabpxka 10 mg nepuHAONpUII apriHuH, eKBUBaJIeHTEH Ha 6,79 mg
nepuHponpui, 2,5 mg unaanamug, 13,87 mg amoqunuHoB Oe3uiart, eKBuBajeHTeH Ha 10 mg
aMJIOJIMITMH, U 5 mg Ou3onpoionos gpymapar, eKBUBajeHTeH Ha 4,24 mg OU30mpOIIoI.

| 3.  CHUCBK HA IOMOIIIHUTE BEUIECTBA

| 4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Tebvpaa kancyna

30 TBBpAM KANCyIH

5. HAYMH HA IMTPUJIOKEHHUE U ITbT(MIIMA) HA BBBE/KJAHE

ITepopanHo npUIOKEHUE.
[Mpeau ynorpeba mpoueTeTe JTUCTOBKATA.

6. CHELMAJIHO MPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUSIT IMMPOAYKT TPSIBBA JIA
CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA U JOCETA HA JELIA

I[a CC CbXpaHsABa Ha MACTO, HCAJOCTHIIHO 3a ACHA.

| 7. APYI'N CIIEHUAJIHU NPEAYTNIPEXJIEHUSA, AKO E HEOBXOJIUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA T'OJJHOCT

T'onmen no:

9. CIIEIlMAJIHUA YCJIOBUSI HA CbXPAHEHUE




Jla ce cbxpaHsBa B OpUTrMHAIHATA OMAKOBKA, 32 Jla Ce MpeIa3y OT Biara 1 cBeTinHa. [la ce chxpaHsBa
oz 25°C.

10. CIEOUAJIHMU ITPEAITA3HU MEPKHU ITPU N3XBBPJISIHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NJIK OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. NUME N AJPEC HA ITPUTEXATEJISI HA PASPEILIEHUETO 3A YIIOTPEBA

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes Cedex
®paHuus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Perucrpannonen Ne: 20260181

13. HAPTUJAEH HOMEP

[Maptunen Ne

14. HAYMH HA OTITYCKAHE

[To nexapcko npeanucanue

15. YKA3AHUS 3A YIIOTPEBA

CrkpaleHust Ha THUTE OT CeIMHUIIATa
ITH
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JINCTOBKA



JlucToBKa: l/IH(l)OpMaIII/Iﬂ 3a MalMeHTa

Ksaapukcam® 10 mg/2,5 mg/10 mg/5 mg TBLPAM KancyJiu
Quadrixam® 10 mg/2.5 mg/10 mg/5 mg hard capsules
TIEPUHIOTIPIIT APTUHUH/UHIATaMH I/ aMIIOJUITHH/ O130TIp0I10JI0B pymMapat
perindopril arginine/indapamide/amlodipine/bisoprolol fumarate

IIpoyeTeTe BHUMATEJHO LAJIATa JUCTOBKA, MPeAH Aa 3all04YHeTe [1a MpHeMaTe TOBA JeKapcTBO,
ThH KaTO TS ChAbPKa BakHa 32 Bac unpopmanus.

3amaszeTe Ta3u JUCTOBKA. Moxe Jja ce HaJIOK! /1a 51 IPOYeTeTe OTHOBO.

AKO MMaTe HSIKaKBH JAOMBJIHUTEIHHW BBIPOCH, MONUTAiTe Bamms nexap, ¢apManeBT wim
MEIUIMHCKA CECTpa.

Tosa nekapcTBo € npeanucano JuyHo Ha Bac. He ro mpeorcThnBaiite Ha apyru xopa. To moxe
Jla UM HaBPEIH, HE3aBUCHMO 4e MPU3HAIINTE Ha TAXHOTO 3a00JIsIBaHe ca ChIIMTE KaTo Bammre.
AKO TOJNyuyuTe HSIKAKBH HEXENaHH peaKkluu, yBeaoMeTe Bamms nekap, ¢apMmaueBT WK
MEIUIIMHCKA cecTpa. ToBa BKIIOYBA BCUYKM BB3MOYKHHU HEXXEJAHU pEaKkli, HEOMUCAHU B Ta3u
JTUCTOBKA. Buxre Touka 4.

KaxkBo CbADbPiKa Ta3u JUCTOBKA

A

1.

Kakso mpencrasnssa Kagpukcam u 3a KakBo ce U3I10J13Ba
KakBo Tps6Ba na 3Haete, npeau na npuemere Kpaapukcam
Kak na mpuemate Kpanpukcam

BB3MOXXHU HEXETaHU peakuu

Kak na cexpansBate KBagpukcam

CopIbpKaHUE HA OMAKOBKATa W JIOMBJIHATEHA HHPOPMALHS

Kakso npeacraBjisaBa KBaIIpPIKCﬂM H 32 KAKBO C¢ M3I10J13Ba

KBagpukcam e koMOMHANMS OT YETUPH aKTUBHH BEIIECTBA — IEPUHIONPHUII, HHAATIAMH/I, AMJIOJUIINH U
OM30TPOJION — B eHa Kancysa. ToBa € aHTUXUIIEPTEH3UBEH JIEKAPCTBEH MPOJYKT, KOUTO c€ U3M0J3Ba
3a JICYCHHE HA BUCOKO KPBBHO HAJSATaHE (XUIIEPTOHUS).

KBa,I[pI/IKcaM C€ M3II0JI3Ba 3a JICUCHUE HAa Bb3PACTHU MALIUCHTH

KOHTO BeYe MpHeMaT NEepUHIONPWI, HHAANIAMH], aMJIOAUIUH U OU30IPOJION KATO OTACIHU
TabneTku. BMecTo 1a mpuemare nmepuHAONPHI, HHIAAMIJ, aMJIOJUITMH U OH30MPOJION KaTo
OoTHeNHH TaONeTKH, IIe NpueMaTte eHa Karcyna Ksampukcam, KOSATO ChAbpXKa YETHPUTE
AKTHUBHU BEILECTBA B CHIIUTE KOJIMUECTBA.

IpU KOUTO apTepHaTHOTO HajsraHe He € Jo0pe KOHTpoiupaHo ¢ mepuHmonpua 10 mg,
MHAAMaMu[ 2,5 mg ¥ aMIOAMIIMH B MaKCUMAJIHO TOHOcHMaTa J1o3a (5 mg nuimu 10 mg).

Bcsiko OT akTHBHHTE BeIECTBa MOHMXKABa KPBBHOTO HANATaHE M Te AEHCTBAT 3aeAHO, 32 Ja IO
KOHTPOJIMPAT:

[epuHmonpun MpUHAMLIECKH KbM Tpyla JICKApCTBa, HAPEUYCHN MHXUOMTOPH HA aHTHOTEH3HH-
kouBepTupaums eH3uM (ACE umaxubutopu). Toil melicTBa KaTo pa3mupsBa KPbBOHOCHHUTE
CHIIOBE, KOETO YJIECHSIBA CHPIETO Ja U3MOMIIBA KPBBTA IIPe3 THX.

Wupanamuy e nuypeTuk (KOWTO MPUHAIUIEKH KbM TpyIia JIeKapcTBa, HAPEUSHU CyJI(pOHAMUIHI
nepuBath). JJuypeTHiuTe yBenn4yaBaT KOJUYECTBOTO ypHHA, KOETO ce OTHelNs oT OnOpeuure.
Brbrpeku ToBa HHAANIAMU/I CE pa3iivaBa OT APYTH AWYPETULH, Thid KATO IIPeAN3BUKBA CaMO JIEKO
yBeJIM4aBaHe Ha KOJIMYECTBOTO MPOU3BEACHA YPUHA.

AMIIONMNMH € KallWeB aHTaroHHCT (KOMTO MpWHAUIeRHd KbM Tpyla JIeKapcTBa, HapedeHH
auxuaponupuaan). Toil neiicTBa, KaTo OTIYCKa KPBbBOHOCHUTE CHAOBE, Taka 4e KPBBTA
MIPEeMHUHAaBa TO-JIECHO MPe3 THX.

Buzonposon mpuHamiiexxu KbM Tpyma JeKapcTBa, HapeueHH Oerta-Onmokepu. bera-Omokepute
3a0aBsIT ChpEYHATA YECTOTA ¥ [TOMAaraT Ha ChPLETO J1a H3IIOMIIBa KPHBTA NO-€(PEKTHBHO.



2. Kaxkgo TpsidoBa na 3HaeTe, npean na npuemere KBaapukcam

He npuemaiite KBaapukcam

- aKo CTe aJlepruyHu KbM nepunponpwi win apyru ACE mHXuOWTOpH, MHIATIAMU]I WK APYTH
cynpoHaAMUIM, aMIIOJUIIUH WIH APYTU JUXUIPONHUPHINHH, OU30TPOJION WM KbM HIKOS OT
OCTaHaJIMTE ChCTABKH HA TOBA JIEKAPCTBO (M30pOEHU B TOUKa 6);

- aKo CTpajaTe OT OCTpa ChPICYHA HENOCTATHYHOCT;

- aKo CTpajaTe OT BIOLIaBaHE Ha ChHpleYHATa HEJOCTAaThYHOCT, KOETO HM3HCKBa JICUCHHE B
0OIHMIIA;

- aKo ce MpeJroara, 4ye iMaTe HelleKyBaHa JIEKOMIIEHCUpaHa ChpliedHa HeJJOCTaThYHOCT (CHITHO
3aJbpKaHe Ha TEYHOCTH, 3aTPYJHEHO IHINaHe) WM HecTaOMiIHAa ChpJeYHa HEAOCTATHYHOCT
(cnen uH(DApPKT);

- aKo HMMaTe OIpEeIeNIeHH CBHPIEYHH 3a00iABaHUS, KOWTO NPUYMHSIBAT MHOTrO OaBeH WM
HEpaBHOMEPEH ChpPACUYCH PUTHM H HE € TIOCTaBeH MeHCMEKbD;

- aKo MMaTe HHUCKa chpledHa yecrora (mog 60 yaapa/MuH Mpean 3all0YBaHe Ha JICYEHHETO);

- aKo UMaTe MHOTO HHCKO KPBBHO HAJISTaHEe (XUIIOTOHU);

- aKo CTe MPETHPIEIH KapJHOTeHEeH IIOK (TeXKKO ChPIEYHO CHCTOSHHE, MPUYUHEHO OT MHOTO
HHUCKO KPBBHO HaJIATaHe);

- aKo UMaTe TeKKO CTECHEHHE Ha aOpTHATA KJama (a0pTHA CTEHO3a);

- aKo UMaTe TeXKa acTMa;

— aKo MMaTe TeKKU HapyIIeHHs Ha KPbBOOOpaIleHHEeTo B KpaltHUIUTE (KaTto ¢eHoMeH Ha PeiiHo),
KOHTO MOTaT Ja MPHYMHAT U3TPBIIBaHe, ONEOCT WM MOCHHSABAHE HA MPBCTUTE HA PBIETE U

KpakaTa;

— aKo UMate HelleKyBaHa (PeOXpOMOLUTOMA, KOETO MPEICTABISABA PSABK TYMOP Ha Han0BOpeuHaTa
KIIE3a,;

— aKo cTpajaTe OT MeTa0OJNMTHA anuao3a — ChCTOSHHE, NP KOETO KPhBTa € C IOBHILICHA
KHCEJIMHHOCT;

- aKo CTe Ha AMaNU3a WK ApYT BUA (uitpamus Ha KpbBTa. [Ipunokennero Ha KBagpukcam moxe
Jla He € TIOAXO/SII0 B 3aBUCUMOCT OT U3I0JI3BAHATA aaparypa;

- aKo cTpajaTe OT TEXKO ObOpedHo 3aloJsBaHEe W/WIM CTEHO3a Ha ObOpedHaTa aprepus
(ceCcTOSsIHME, TTPU KOETO KPHBOCHAOAIBaHETO Ha OBOPELIUTE € HAMAaJIeHO);

- aKo mMaTe yMmepeHo ObOpedHO yBpekmaHe (OTHacs ce 3a clenHuTe no3u Ha KBajgpukcawm:
10 mg/2,5 mg/5 mg/5 mg u 10 mg/2,5 mg/10 mg/5 mg);

- aKO UMaTe HUCKU HUBA Ha KaJIUi B KPBHBTA;

- aKO CT€ MMaJId CUMIITOMH KaTO XPHIIOBE, MTOIyBaHe Ha JINIETO UITH €3UKa, BKIIOYHTEIHO OTOK Ha
KBuHKke, cuiieH chpOexk MM TEXKN KOXKHU 0OpHUBH TIpH npeaxoHo gedeHne ¢ ACE-unxuburop,
WIA aKo0 BHE WIM WIEH Ha CEeMEICTBOTO BM CT€ WMAaJH TaKHMBa CHUMITOMH TIPH APYTH
oOcTosTENCTBA (CHCTOSIHUE, HAPEUEHO HACIICICTBEH aHTHOEIEM);

- aKo cte OpeMeHHa ciejl 3-Tusi Mecell (ChIIo € mo-a00pe ja ce n3bsrea npueMbT Ha KBajapukcam
B paHHa OpPEMEHHOCT — BK. pa3zeln ,,bpeMeHHOoCT );

- aKo CTpajaTe OT TEXKKO YepHOAPOOHO 3a00JsBaHE WM OT ChCTOSHHE, HAPEUEHO YepPHOAPOOHA
ennedanonatus (3a0osBaHe HA MO3bKa, IPUYNHEHO OT YSPHOAPOOHO yBpEXKIaHE);

- aKo UMaTe 1uadeT WK HapylleHa Ob0peuHa QYHKIHS U ce JIEKyBaTe C JIEKapCTBO 3a MOHMKABAHE
Ha KPBBHOTO HaJSITaHE, ChABPIKAIIO aJIUCKUPEH;

- aKo CTe MpUeMajH WIM B MOMEHTa MpHeMaTe CaKyOuTpWII/BajicapTaH, JIEKapCTBO 3a ChpledHa
HEJ0CTAaThYHOCT, Thil KATO PUCKBT OT aHTHOeaAeM (ObP30 MoayBaHe 1Mo KoXKaTa B 00JI1acTH KaTo
I'bpJIOTO) € TMOBHUIIEH (BX. ,lIpeaynpexnenus u npeianasHu Mepku’ u , Jlpyru nexapcrsa u
Kagpukcam™).

Ipeaynpe:xaeHns: U Npeana3sHu MEPKH

T'oBopere ¢ Bamms nexap wim gapmanesT, npeau 1a npuemere Kagpukcam, axo:

- “MaTe a0pTHA U MUTpPAJIHA CTEHO3a (CTECHEHHE Ha OCHOBHHS KPbBOHOCEH Ch, KOWTO U3JIK3a OT
CBHPLETO) WM XHUIEPTPOoPHUHA KapIUOMHONATHS (3a00JiiBaHE HA CHPIACYHHS MYCKYJ) WU
CTeHO3a Ha ObOpeuyHaTa apTepus (CTECHEHHE Ha apTepHATa, KOATO CHa0as1Ba ObOpeKa ¢ KPbB);

- nMmate OJIOK Ha CBPLETO OT I'bpBa CTENEH (ChCTOSHHE, NPU KOETO HEPBHUTE CHIHAIH KBM
CHPILETO Ca HAPYIICHH, KOETO MOXKE MIOHAKOTa Ja IOBEJe 10 MPOIyCKaHe Ha ChbpACUYCH yIap Win
JI0 HETIPaBUJICH PUTHM );



- uMate OINpeAeICHN ChPIEYHH 3a00JsIBaHUs, KATO HAPYLUICHUS B CHPIACYHHS PUTHM WM CHIIHA
0oJka B I'bpAMTE B MOKOI (aHTHHA Ha [IpuHIIMETAN);

- uMarte ChplieuHa HelOCTaThYHOCT;

- “MaTe MHOTO BUCOKO KPBBHO HaJIATaHe (XUIIEPTOHMYHA KPH3a),

- uMarte JIeKH/yMepeHH HapyLIeHUs! Ha KphBOOOPAIIEHUETO B KpallHULINTE;

- CTpajaTe OT arepockiiepo3a (BTBBPISBAHE HA apTePHUTE), OCOOCHO aKO MMaTe HUCXEMHUYHA
00JIeCT Ha CHPIETO UM MO3BYHO-CHI0BA HEJOCTATHYHOCT (HHUCKO KPBBHO HAJISITAaHE B MO3bKA);

- CTpajate OT Ho-Jieka opMa Ha acTMa WM XPOHUYHO OeTI0APOOHO 3200 IsIBaHeE;

- CTpajate oT 3a00JIiBaHe HA ChEeAMHHUTEIHATA ThKaH (KOXKHO 3a00JIIBaHE), KATO CUCTEMEH JIYIYC
epUTEMAaTO3yC WU CKIIEPOJIEPMHUS;

- cTpaaate oT ObOpeYHO 3a00IIBaHE WIH IIPOBEXKAATE AUAN3A C BUCOKOMPOITYCKIMBY MEMOPaHH;

- CTpajaTe OT TYMOp Ha HaaObOpedHaTa *kJiie3a ((heoXpoMOoIUTOMA);

- cTpajaTe OT HEOOMYalHO MOBHUILEHW HHBA Ha XOpPMOHA alIOCTEPOH B KPBbBTA (ITbPBUYCH
AIIZIOCTEPOHU3BM);

- e HeoOxoguMo naa Bu Obxe HampaBeHO wH3cleBaHE 3a NpOBEpKa Ha (QyHKIMATA Ha
MapammMTOBUIHATA XKJie3a (3KJIe3U, KOUTO OTACIAT XOPMOHA, KOHTPOJIUpAIll HUBaTa Ha KaJIIHi B
KpPBBTA);

- “MaTe MPOOJIEMH C YePHUS JIPO0;

- CTpajate OT NOJarpa;

- cTpajate OT AUadeT, Thil KaTo OM30MPOIIOT MOXKE Jla 3aMAaCKUpa CUMIITOMUTE HAa HUCKA KPbBHA
3axap (Hamp. yCKOpeH ITyJiC, HeTIPaBUIIEH ChPJCUCH PUTHM);

- cra3BaTe CTPOT PeXKHUM Ha TJiayBaHe WM AUETA;

- crasBaTe JWeTa C OrpaHWuYeH MPHEM Ha COJI MM H3IOJ3BaTe 3aMECTUTEIH Ha COJITa, KOUTO
ChIBbPKAT KaJIUK;

- CTe UMAJI PeaKkUH Ha (HOTOUYBCTBUTEIHOCT;

- “MaTe aHaMHe3a 3a JIFOIIeI] ¢ KOXKeH 00puB (TicopHrasuc);

- CTpajate OT 3a00JIIBaHMs Ha IIUTOBUIHATA JKIIE3a;

- CTpajiaTe OT MYCKYJIHU HAPYyIICHHUS, BKIIFOYUTEITHO O0JIKA, TYyBCTBUTEIHOCT, CIA00CT UITH KPaMIT
Ha MYCKYJIUTE;

- “Marte TOBHILECHA KHCEJIMHHOCT Ha KPBBTa, KOETO MOJXKE JIa IOBEJIE 10 yYeCTsABaHe Ha JUIIAHETO;

- mpueMare JUTHH WITH Kallni-ChXpaHsSBaIly AUYPETHLH (CIUPOHOIAKTOH, TPHAMTEPEH), ThH KaTo
ynotpebata uM 3aeqHo ¢ KBaapukcam TpsOBa ma ce u3dsarBa (Bx. ,,Jlpyrm jekapcTBa u
Kanpukcam™);

- CTe B CTapuecKa BB3pacT U € HeoOXxoaumo o3ata Bu na Obzie yBenndeHa;

- CTE C YEPHOKOX MTPOM3XOJI, MOXKE J]a € HAJIUIE TTOBHILIECH PUCK OT aHTHOEIEM M TOBA JIEKAPCTBO
MOXeE JIa € IMO-MaJIKO e()eKTUBHO 3a MOHM)KaBaHEe Ha KPBBHOTO HAJISATAHE;

- uMarte MoJyBaHe Ha JIMIETO, YCTHUTE, yCTHATa KyXHHA, €3MKa HJIM T'bPJIOTO, KOETO MOXE Ja
MIPUYHMHY 3aTPyTHEHO MPErTblIaHe MK AUIIaHe (aHTHOeeM), KOETO MOYXKE /1A C€ MOSBU M0 BCSIKO
BpeMe 10 BpeMe Ha JieueHuero. lIpexparere He3abaBHO JIEUECHHETO U ce CBBbpxkeTe ¢ Bamms
nexap;

- pueMare HAKOe OT CIICHUTE JIEKapCcTBa, Thi KATO PUCKBT OT aHTUOEIEM € MOBHUIIICH:

—  pamexagoTpui (M3IM0I3Ba Ce 3a JICUCHUE Ha THAPHS);

—  CHpPOJHMMYC, €BEpOJIMMYC, TEMCUPOJIMMYC U JPYTHU JIEKapcTBa OT Kiaca Ha T.Hap. mTOR
WHXUOUTOPH (M3MOI3BAT Ce, 3 J1a Ce N30eTHE OTXBBPIISHE HA TPAHCIUIAHTUPAHU OPTaHU H
MIPH OHKOJIOTHYHH 3a00JISIBaHMS);

—  cakyOuTpmi (mpeaiara ce KaTo KOMOMHUPaH JIGKAPCTBEH MPOAYKT ¢ (PUKCUpPAHH O3 C
BaJicapTaH), M3II0JI3BaH 3a JICUCHHE HAa XPOHUYHA ChPJIeUHa HEI0OCTAThYHOCT;

—  JIMHATJIMOTHH, CAKCATJIMIITHH, CUTATJIHUIITHH, BUJIATJIMIITHH U APYTH JIEKapCTBa OT Kiaca
Ha DIIMNTHHUTE (M3MI0NI3BaT Ce 3a JIeYeHue Ha nuader).

- IprueMare HAKOe OT CICAHUTE JIEKapCTBa, M3IOI3BaHH 32 JICUSHHE Ha BUCOKO KPBBHO HaJlsTaHe:

—  ,anruorensuH Il penenropHu Omokepu (ARB) (M3BECTHH Olle KaTO capTaHH — HAIIPUMEP
BaJicapTaH, TeIMHCapTaH, updecapTaH), 0cOOEHO aKo CTpajaTe OT mpodiemu ¢ ObOpenuTe,
CBBP3aHU C JHa0eT;

—  aJUCKUPEH.

Bammsar nekap mMoxe na mpocneisBa ObOpedHaTa (pyHKIHMS, KPBBHOTO HaJsiTaHEe W Jla Ha3HAadaBa
M3ciieIBaHNS Ha KPbBTa 3a MIPOBEPKA HAa HUCKW HUBA Ha HATPUM WM KaJMi, WM HAa BUCOKO HUBO Ha



KaJIHui, HAa PEryJSIpHU MHTepBaimd. Brkre cbiio nHbOpManusTa moj 3ariaBuero ,,He mpuemaiite
Ksanpukcam®.

Korato mpuemare KBagpukcam, TpsioBa cpmio na mH(opmupaTte Bamms nekap WM MeIULIUHCKUS
IIEPCOHA:

aKo MpeACTou J1a Ob/IeTe MOAIOKECHU Ha aHECTE3Hs U/ OTIeparys;

aKO HACKOPO CT€ CTpaJaly OT JUapHs WIK MOBPBILIAHE, HIIH CTe 00€3BOTHEHH;

aKo TpeACToM Ja ObaeTe NoANoxkeHW Ha guamm3a win LDL adepesa (orcTpaHsBaHe Ha
XOJIECTEepOJIa OT KPhBTA C MOMOIITA Ha anapar);

aKo MPEACTOH Jia MPOBEXKIATe ASCCHCHOMIM3UPAIIO JICUEHUE 32 HaMaJlsiBAHE Ha Bb3JICHCTBUETO
Ha aJleprusi KbM Y>KUJIBaHE OT ITYeJIa UM 0Ca;

aKo MpencToun Aa Bu Obae M3BBPIICHO MEIUIMHCKO H3CIEABAHE, KOETO M3UCKBA HHKEKTUPAHE
Ha HOJCHABPIKAILO KOHTPACTHO BEIIECTBO (BEIIECTBO, KOETO IPAaBU OpraHu KaTo ObOpeIuTe Nin
cTOMaxa BHJIMMHU Ha peHTreHorpadus);

aKo cTpazaTe OT HaMalleHO 3peHue Wwin Oojka B ouyuTe. TOBa MOXE Jla ca CUMIITOMH Ha
HaTpyMBaHe HA TEYHOCT B ChJIOBUS CJIOM HAa OKOTO (XOPOMIAJIEH M3JIMB) WX Ha MOBUIIEHO OYHO
HaJIsiraHe ¥ MOTart J1a ce MOSABSIT B pAMKUTE Ha YacOBE J10 CEIMUIIU clie mprueMa Ha Kagpukcam.
ToBa Moxe Ja [oBeze 10 TpaiiHa 3ary0a Ha 3peHHETO IPHU JIMIICA Ha JieYeHHne. AKO B MHHAJIOTO
CTe MMaJIY AJIEPTHSI KbM NEeHUIMIINH WK CyJI(OHAMUIH, PUCKBT OT Pa3BUTHE HAa TOBA € 110 -BUCOK.

Cnopmucmu
Cnopructute TpsiOBa aa uMaT npeaBu, ye KaapukcaM chbpxa aKTUBHOTO BEIECTBO (MHIAIAMHI]T),
KOETO MOXeE J1a JJaJie MOJIOKUTEJICH Pe3yNTaT IIPH JOTHHT TECT.

Jlena u roHOIIH
KBanpukcam He TpsiOBa J1a ce mpuiiara npu Aela U I0HOMIM 1Mo 18-roquiiHa Bh3pacT.

JApyru nexapcrBa u KBagpukcam
Tpabea ma kaxxere Ha Bamus nexap wnm (apmaneBT, ako IpHUeMare, HACKOPO CTe MPHUEMAad WIH €
BB3MOXKHO J1a IpUeMaTe APYyTH JeKapcTBa.

He npuemaiite KBasiprikcam 3ae/1HO ¢ aTUCKUPEH (M3I10JI3BAH 3a JICUEHHE Ha BUCOKO KPHBHO HAJISITAHE),

ako uMate auadet uian npobiemu ¢ ObOpenuTe.

M30srBaiite eqnoBpeMennara ynorpeba Ha KsagpukcaM c:

TUTUR (M3MI0JI3BaH 3a JICYEHHE HA HSAKOW TCHUXWYHHM HApYIICHHS KaTO MaHUs, MaHHAaKaJHO-
JICTIPECUBHO Pa3CTPOMCTBO M PELUAMBUPAILA IETIPECHS);

KaJMHA-ChXpaHABaIlld JIeKapcTBa (HAmp. CIHPOHONAKTOH, TPUAMTEPEH, aMUJIOPHU); KaJIUCBH
J00aBKY MITH KaJII-ChIbPIKAIIN 3aMECTUTEIH Ha TOTBAPCKATA COJI; WIIM APYTH JISKAPCTBA, KOUTO
MOraT Jia MOBHUIIAT HUBOTO Ha KaJIWi B OpraHu3Ma (KaTo XemapHhH — JeKapcTBO, U3MOI3BaHO 32
paspexaaHe Ha KpbBTa C LeJ IPEAOTBpaTsIBaHe Ha ChCUPEIH; TPUMETOIIPUM H KO-TPUMOKCA30II,
M3BECTEH OIlle KaTO TPUMETONMPUM/Cyn(aMeToKcas3oll, H3MOI3BaH! NpU WH(EKINH, TPUINHEHU
oT OakTepun);

JOaHTpolieH (MHPY3HsT), KOWTO CHIIO C€ M3IMOJI3BA 32 JICYEHHE Ha 3JI0KAYECTBEHA XUTIEPTEPMHUSI 10
BpeMe Ha aHecTe3Hs (CHMIITOMH KaTO MHOTO BHCOKa TEMIIEpaTypa U CKOBAaHOCT Ha MYCKYJIUTE);
eCTpaMyCTHH (M3IOJI3BaH MPH JICYCHUE HA PaK),

JIEKapCTBa, KOMTO Hal-4ecTO ce M3IOJI3BAT 3a JICUCHHWE Ha Juapus (palekaloTpui) WM 3a
MpeAOTBpaTsBaHE Ha OTXBBPJISIHE Ha TPAHCIUIAHTUPAHH OpPraHd (CHPOIUMYC, €BEpPOIHMYC,
TEMCHPOJIMMYC M APYTH JieKapcTBa OT kiaca Ha T.Hap. mTOR uuxubutopm). Bmxre pazgen
L LIpenynpexxIeHus U Ipeana3Hd MepKu';

cakyOuTpHi/BasicapTaH (M3MOJI3BaH 3a JICYEHHE Ha XPOHHYHA ChHpleYHa HEIOCTATHYHOCT).
Buxre paznenute ,,He npuemaiire KBagpuxkcam™ u , JIpenynpexaenus u npeanazHa MEpKu‘);
HSKOW JIEKapCTBa, M3MOJI3BAHM 3a JICYCHHWE HAa BHCOKO KPHBHO HAJSITaHe, CTCHOKAPIHS WIH
HEPUTMUYCH ChPJIICUYCH PUTHM (KaJIIMEeBU aHTATOHUCTH KaTO BEpallaMII U JUJITHA3EM);

JpYTH JIeKapCTBa, M3NOJ3BAHM 3a JICUCHHWE HAa BHUCOKO KPBBHO HAJsiTaHE: WHXUOWTOPH Ha
AQHTUOTEH3WH-KOHBEPTHPAIIUS €H3UM, aHTHOTeH3HUH 1] perientopHn OIOKepH U T.Hap. IEHTPAITHO
JIeWiCTBAIM AaHTUXUIIEPTEH3UBHH CPENICTBA KATO KIOHUJMH U JIPyrd (METHUIIAONA, MOKCOHH/IUH,



pUIMEHUAMH). BbOpekn ToBa He cnHpalTe MpueMa Ha Te3W JieKapcTBa, 0e3 MBpBO Ja ce
KOHCyJnTHpaTe ¢ Bammms sexap;

JPYTH JIEKapCcTBa, M3MOJ3BAHU 32 JICYCHHUE Ha HEPABHOMEpPEH MM HAapyLIeH ChbPACYECH PUTHM
(aHTHapUTMHUYHU CpeACTBa OT Kiac [: XWUHWAWH, IM30MHUpaMUI;, JIHIOKaWH, (HEHUTOWH;
¢dekanHII, TponadeHoH).

Jleuenuero ¢ KBaapukcaM Moxke 1a ObJ1€ IOBJIUIHO OT APYIHU JeKapcTBa. Moxke Ja ce HalloKu Bamusr

Jexap Aa MpoMeHH jao3ata Bu w/mwim na B3eMe Apyru mpeanasHu mepku. HempemeHnno undopmupaiite
Bamms nekap, ako mpueMaTte HAKOE OT CIIEIHUTE JEeKapcTBa, ThHA KAaTo MOXKE Ja € HeoOXOJMMO
B3€MaHETO Ha CIEIMATIHU IPEANa3HI MEPKH:

JpYrH JIeKapcTBa 3a JIe4eHHEe Ha BHCOKO KPBBHO HaJsTaHe, ATUCKUPEH (BHIXKTE CBHIIO
uHpopManusTa B paszaenu ,,He npuemaiite Kpampukcam™ u ,JIpenynpexnenus u npeanasHua
MEpKHU), W TNYPEeTUIH (JIEKapCTBa, KOMTO YBEIUYABAT KOJUYECTBOTO Ha MPOU3BEXKIaHATA OT
OBOperuTe ypuHa), KaalMeBU aHTaTOHUCTH OT THIA HA JUXHUJIPOIMUPUIMHUATE KATO HU(PEIUTIH
U (eNOJUINH;
KaJMi-ChXpaHsABAIlld JIEKApCTBA, W3IOJ3BAaHM 3a JICYCHHWE Ha CBHPAEYHA HEJAOCTATHYHOCT:
€IUIEPEHOH 1 CIMPOHOJIAKTOH B /1031 Mexay 12,5 mg n 50 mg 1HeBHO;
HSIKOU JIEKapCTBa, N3IOJI3BaHU 34 JICUYCHUE HA CHPJCYHH aPUTMUH (HEPABHOMEPEH HJIH HapyIIeH
CBhpACYEH PHUTHM): aHTHAPUTMUYHHU cpenctBa OoT kimac Il (Hamp. amumomapoH, modeTuimn,
uOyTUIH], OPETUIINYM, COTAJION, AUTUTANINC), KAKTO U APYTH BEIECTBA!

—  MeTaJoH (M3MOJI3BaH 3a JICYeHHE Ha OMMOUIHA 3aBHCUMOCT),

—  TmpokamHaMmH[ (3a JieYeHHe Ha HepaBHOMEPEH ChpACYCH PUTHM),

—  Oempuaui (M3MOI3BAH 32 JIEYSHHE Ha CTCHOKApAUs),

—  mmsanpup, gudeMaHui (M3MON3BAHM 3a JICYCHHE HA CTOMALIHM W XPaHOCMUJIATEIHHU

npobiemn);

JIEKapCTBa, KOUTO C€ HM3MOJI3BAT 3a JICYEHHE Ha OCTPU CHPICYHH CHCTOSHHS WIM acTMa
(CHMIAaTUKOMUMETHIIM KaTO H30TPEHANNH, HOpaJApCHANIUH, aJpeHaluH, I00yTAMHH WIIH
edenpun);
JMTOKCHH WJIH APYTH CHPJAEYHU IIINKO3HUIH (32 JIeYeHHEe Ha ChbPACYHU CHCTOSHUSA);
HUTPOTIIMIEPHUH U IPYTH HUTPATH, WM APYTH Ba30JMJIATATOPH, KOUTO MOTAT AOITBIHUTEIHO J1a
MIOHUKAT KPHBHOTO HAJISTAHE;
Me(IIOXIH (M3II0JI3BaH 32 MPEIOTBPaTsIBaHE HIIH JICYCHUE HA MaJIapus);
AQHECTEeTHYHU CPEJCTBA (HAIPUMEp 10 BpeMe Ha Oleparys);
HOJCHABPIKAIIO KOHTPACTHO BELIECTBO;
AQHTUOMOTUIM, M3IOJI3BAaHU 3a JIeYeHHWEe Ha OakTepualHu HH(EKuuu (Hamp. pudamIuimH,
EPUTPOMHUIIVH, KIAPUTPOMHUIIMH, criapIIOKCaluH, MOKCU(IIOKCAINH);
MIPOTUBOTHOMYHHU JIeKapcTBa (MTPAKOHA30JI, KETOKOHA30J M WHIKEKIHMOHHO IMPHIJIOKECHUE Ha
amdorepunuH B);
AJIOITYPHHOJI (3a JISYSHHUE Ha [0/1arpa);
AQHTUXHUCTAMUHHM, W3MOJI3BaHU 3a JICUCHHE Ha AJePTUYHHM PEaKIMU KaTO CeHHa Xpema (Harmp.
MU30JIaCTHH, Tep(peHaaNH UK aCTEMH30);
KOPTHKOCTEPOUIH, N3MOI3BAHH 34 JICYSHHE HA PA3IIMYHU ChCTOSHHS, BKIFOUUTEITHO TEXKKa acTMa
U pPEeBMATOHJICH apTPUT, U HECTEPOUIHHU NMPOTHBOBB3MAINTEIHH JIeKapcTBa (Hamp. noynpoden
WK TUKITO(EHAK), H3II0JI3BAHH 32 JICYCHHE Ha apTPUT, OOJIKA HIIH BB3MAJICHUE, HIIH BUCOKH JJO3U
caMIuiIaTd (Hamp. aneTHICATHIMIOBA KHCEIHHA (BELIECTBO, CHIBPIKAIIO CE€ B MHOTO
JIeKapCTBa, M3MOJI3BaHK 3a OOJeKuaBaHe Ha 0OJKa U MOHM)KaBaHEe HAa TeMIlepaTypa, KaKTo  3a
MIpe0TBpaTsBaHe Ha 00pa3yBaHETO HA KPBBHH ChCHPEIIH));
UMYHOCYIIPECOpH (JIeKapcTBa, HW3NOI3BAHM 3a KOHTPOJIHMpPAHE HAa HWMYHHHS OTTCOBOp Ha
OopraHu3ma) 3a JICYeHHE Ha ABTOMMYHHH 3a00JSBaHUS WJIM CIeJ TpaHCIUIAaHTalws (Harp.
LUKJIOCIIOPUH, TAKPOIUMYC);
TETPaKo3aKTUJ (3a JeueHue Ha Oosect Ha Kpon);
37IaTHU COJIH, 0COOEHO PU UHTPABEHO3HO MPHJIOKEHUE (M3M0I3BaHH 32 JICUSHHE Ha CUMIITOMHTE
Ha pEBMATOUJICH apTPHT);
xano(haHTpHH (M3MON3BAH 34 JICYSHUE HA OTPE/ICIICHH BUIOBE Maslapusi);
Oakio¢eH, U3I0JI3BaH 3a JICYUeHHE Ha MYCKYJTHA CKOBAHOCT ITPU 3200 IsIBaHU I KATO MHOKECTBEHA
CKJIEPO3a;
JIeKapCTBa 3a JIeYeHHe Ha AUa0eT, KaTo MHCYJIMH WM MET(POPMUH U TIINITHHH;



- KaJIIWH, BKIIFOUNTEITHO KaJMEBH T00aBKH;

- JIAKCATUBH ChC CTUMYJIMPAIIIO JICHCTBIE (HAIp. CeHa);

- JIeKapCTBa 3a JIeYeHHEe Ha PaK;

- BUHKaMHH (M3I0JI3BaH 34 JICYCHHE Ha CHMIITOMATUYHN KOTHUTHBHH HAPYIICHHS [P BB3PACTHU
X0pa, BKIIIOYHUTEITHO 3aryda Ha IaMeTTa);

- HSIKOW JIEKapCTBa, U3IOJ3BAHM 32 JICYCHUE HAIlpUMep Ha OosiecT Ha AJIXaiiMep MM rliayKoMa
(mapacHMMaTHKOMUMETHIIN KaTO TAaKPHH MM KapOaxodn);

- JIeKapCTBa, W3MOJ3BAaHM 3a JIeYeHHE Ha JIeTpecus: TPUIMKIMYHU aHTHACHPECAHTH,
AQHTUACTPECAHTH OT THIIA HA UMHIIPAMUH, HHXUOUTOPH Ha MOHOaMuHOOKcuaazata (MAO) (c
nskiroueHne Ha MAO-B unxuburopure);

- JIEKapCTBa, M3MOJ3BAaHH 32 JICUCHHE HA ICUXUYHH Pa3CTPOMCTBA KATO TPEBOKHOCT, N30 PEHUS
(Hamp. AaHTHICUXOTUIM, HEBPOJENTHIM Karo (EHOTHA3WHH, aMUCYIIPHI, CYIIHPHI,
CYATONPUI, THATIPHUJI, XAJONIEPUIOI, JPOTIEPHION);

- HSIKOU JIEKapCTBa, M3IOJI3BaHH 32 JieueHHe Ha enuerncus (bapourtyparu kato Gpenobdapouran);

- MIEHTAaMUIUH (M3I10JI3BaH 32 JICUYCHHE HA ITHEBMOHHS);

- PUTOHABUD, WHAWHABHD, Hen(uHABHp (T.HAp. MHXUOWTOpPHM HA MpoTeasaTa, W3MOI3BAHU 32
neuenne Ha XMB);

- Hypericum perforatum (5XbJIT KAHTAPUOH);

- OeTa-0JI0OKepH 3a JIOKAITHO MPHUIOKEHUE (KaTO OYHHU KAIllKK C THMOJION 34 JISYEHHUE Ha IJIayKoMa);

- CUMBACTaTHH;

- MOKCHCHIIUT, KOWTO C€ M3IOJI3BA 32 JICUCHHE Ha UPKYJIATOPHU HapyIICHHS KaTo (PeHOMEH Ha
Peiino.

KBaapukcam ¢ XxpaHa 1 HAIUTKH

Xopata, xouto npueMaT Kpanpukcam, He TpsOBa ga KOHCYMHpAT COK OT TpeindpyT u rpeindpyTH.
ToBa ce Hanara, 3alI0TO TPEHN(PPYTHT U COKBT OT TPeHnpyT MOXKe Aa AOBEIAT A0 MOBHIIABAHE HA
KPBBHUTE HHMBAa Ha aKTHBHATA CHCTaBKa aMJIOAWIIMH, a TOBAa OT CBOSI CTpaHa MOXE NOa NPUYHUHH
HelpeAcKa3yeMo yBelMUeHne Ha e)eKTa Ha IOHIDKaBaHe Ha KpbBHOTO HaysiraHe oT KBajgpukcam.

BpemeHHOCT U KbpMeHe
AKko cte OpeMeHHA WM KbPMHUTE, CMsTaTe, 4e MOXKe Jla CTe OpeMeHHA I TUlaHhpaTe OpeMEeHHOCT,
MoCHBETBalTE ce ¢ Bamus nexap wim apmaneBT npeau ynorpedara Ha TOBa JIEKapCTBO.

Bpemennoct
Bammusr nekap oOukHOBeHO mie Bu mochBeTBa na crmpere mpuema Ha Ksaapukcam, mpeau na

3abpeMeHeeTe, WK BeHara oM pasdepere, e cte OpeMeHHa, 1 e Bu ochBeTBa [a IpreMaTe Ipyro
nexapcTBo BMecTo KBampukcam. Kaapukcam He ce TipenophuBa B paHHa GPEMEHHOCT ¥ He TpsOBa 1a
ce rmpueMa cje]] TPETHs Mecel] OT OpeMEHHOCTTa, Thii KaTO MOKe Jla IPUUYNHH CEPUO3HO YBPEXKIAaHEe Ha
Bamero 0e6e.

Kepmene
VYBenomere Bamms nekap, ako KbpMHUTE WM Bb3HaMepsiBaTe Ja 3armo4Here Ja kbpmure. Kagprukcam

He Ce MIPernophyBa 32 MAKK, KOUTO KbPMST, U aKO JKeJIaeTe J1a KbpMHTe, BamusT nekap Moxe aa uzdepe
npyro jedeHue 3a Bac, ocobeHo ako 6e6eto Bu € HOBOpOIEHO MK € POACHO MPEXKIEBPEMEHHO.

lodupane u padora ¢ MaIIUHU

KBagpukcam Moxe /1a IOBIHsAE BHPXY CIIOCOOHOCTTA 3a MIO(pUpaHe WIM padoTa ¢ MalliHU. AKO TOBa
JIEKapCTBO MpeIu3BUKa rajieHe, 3aMaiiBaHe, yMopa WiH IaBoOoiue, He modupaiite u He padoTeTe ¢
MAaIlIMHU U He3a0aBHO ce CBBpxkeTe ¢ Bamms nekap.

KBagpukcam cbabpixka HATpUH
KBagpukcam cpappka mo-manko ot 1 mmol Hatpuit (23 mg) B eqHa Karmcylna, KOETO MO CHIIECTBO
03Ha4aBa, Y€ HE ChIbpka HATPUH.



3. Kak na npuemare KBaapukcam

Bunaru npuemaiite ToBa JIeKapcTBO TOYHO KakTo Bu e kazanm BamusT jgexap. Ako He cTe CUTYpHH B
Helo, nonuTaite Bamms nexap uin papmarnenT.

BammusaT nekap e onpejenu npaBwiHaTa j03a 3a Bac. [IpenopbuntenHara 103a 0OMKHOBEHO € €JHa
Karcyina aaeBHo. [lormpinaiitTe Karcynara ¢ yaiia Boja, 3a IPeANounTaHe CYTPUH IIPEeIn XpaHeHe.

Jlozuposra npu nayuenmu ¢ HapyuieHue Ha 4epHoopodbHama u/uiu 6vopeunama Gynkyus
OOMKHOBEHO HE Ce Hajara KOpeKIs Ha J03aTa NpH MNAalUeHTH C JEKO A0 YMEPEHO HapylleHHEe Ha
yepHOApoOHaTa Wim ObOpedHara GyHkuus. [lanneHTH ¢ yMepeHo HapyleHne Ha Op0peuHaTa () yHKIus
(kpeatuHuHOB KiMpbHC 30-60 ml/min) He TpsOBa ma mpueMaT TOBa JIEKApCTBO B JO3U OT
10 mg/2,5 mg/5 mg/5 mg u 10 mg/2,5 mg/10 mg/5 mg. [lanuenTH ¢ TeXKO HapylIeHne Ha OpOpeyHara
¢yHKuus (kpeaTHHHHOB KMpBHC <30 ml/min) He TpsOBa a mpreMaT TOBa JIEKapCTBO.

To3u KoHTelHep WMa CeJMHYEH KaJeHIap, paslojoKeH BBbpPXY OMAaKOBKAaTa TOYHO IOJ opeOpeHarta
kanauka. Ciies1 KaTo IpreMeTe KarcyuaTa 3a aeHs (pur. 1), 3aBppTere kanaukata (Gur. 2) U HarjaceTe
CTpeNKaTa Jia COYH KbM CICABAIIUS AeH OT cenmuuata (¢ur. 3), 3a 1a HAIIOMHS, Ye 03aTa 3a ICHS Beye
€ Tpuera.

AKO cTe MpueJH MoBeye 0T HeoOxoauMaTa 103a KBagpukcam
AKo TpueMeTe MoBeYe Kalcyld OT IMPeANUCaHOTO, He3a0aBHO Ce CBbpXkeTe ¢ Bamms yexkap wim
(apmaresT.

[IpueMbT Ha TBBPE MHOTO KaIlCYJIM MOKE Ja TOBEIE 10 ITIOHIKaBaHe Ha KPBBHOTO HAJISTAHE WIIH JOPH
JI0 OTIACHO HHCKH CTOWHOCTH, TIOHSKOTa IPUAPYKEHH OT TajeHe, MOBpbIIaHe, KpaMIH, 3aMaiiBaHe,
CBHHITUBOCT, IE30PUEHTALIU, OJUTYpHs (OTIEISIHE Ha [T0-MAJIKO YPHUHA OT HOPMAJIHOTO), aHypus (JIIica
Ha oOpa3yBaHe MJIM OTJEJsiHE Ha ypuHA). BE3MOXKHO € Ja MOoYyBCTBaTe CBETOBBPTEXK, MPUMAJsIBaHE
nim cnaboct. Bp3MOXKHO € Jja moNy4ynTe CHIIeH 3a1yX, TpenepeHe (IIopaay NOHIKeHa KpbBHA 3axap) U
3a0aBeH cbplaedeH puThM. [Ipu CIITHO MOHMKEHHE HAa KPBBHOTO HAJIATaHE MOXKE JIa C€ Pa3BHe IOKOBO
crerostaue. Koxkata Bu Moke 1a ctaHe cTylieHa M BllayKHa, M € Bb3MOXKHO J1a 3aryOuTe Ch3HaHME.

B Genute Bu apoboBe Moxke Ja ce HaTpyIa M3IUIIHA TeYHOCT (0esoApoOeH 0TOK), KOCTO Ja MIPUIHHU
3a]lyX, KOWTO MOJKe J1a ce MposiBU 0 24—48 yaca cief npuema.

HezabaBHO oThpceTe MEAMIITHCKA TIOMOIL, aKO PHEMeTe TBbPAE MHOTO Kancyimi Keaapukcam.

AKo cTe nponycHaJM Ja npueMere KBaapukcam

BaxHo e nma mpuemare JIEKapcTBOTO BCEKH JEH, ThH KaTO PEIOBHOTO JICYCHHE € MO-e(EeKTHBHO.
Brrpeku ToBa, ako mpomycHeTe na mpueMere eiHa fno3a Ksampukcam, B3emere ciejBaiiata 1032 B
obuyvaitHoTO BpeMme. He B3emaiite qBOMHA /1032, 3a Ja KOMIIEHCHPATE MPOITycHATATa 103a.

AKko cTe cripesiu npuema Ha KBagpukcam
TBif KaTo JIEYSHUETO HAa BUCOKO KPHBHO HAIATaHE OOMKHOBEHO MPOABIDKABA ST )KHUBOT, TPAOBA Jia ce
KOHCynTHpaTe ¢ Bamms nexap, mpean aa crupeTte To3H JIEKAPCTBEH MPOAYKT.



He cnmpaiite BHe3amHo mpueMa Ha Kanpukcam U He IpoMeHsiTe 1o3ata 0e3 KoHcynTanus ¢ Bamms
JieKap, Thi KaTo TOBa MOXKE /1a JOBEJE JO CHJIHO IOBHUIIABaHE Ha KPBBHOTO HAJSITAaHE M CEPHO3HO
BIIOIIaBaHE Ha CHPACYHOTO Bu 3a0ossiBaHe.
Korato ce oOmucIs mpekpaTsaBaHe Ha JCUYSHHUETO, c€ MPENopbUBa MOCTENIEHHO HAMAaJsiBaHe Ha /103aTa
C OTHETHHUTE KOMIIOHEHTH, ThH KAaTO BHE3alTHOTO CIUpaHe Ha OW30MpOoNoN MOXE JAa IOBelIe 0
3aBpBIIaHE WU 3aCHJIBAHE HA CUMIITOMUTE.

AKO MMaTe HAKAKBH JOIBIHUTEHN BHIIPOCH, CBBP3aHHU C YIOTpebaTa Ha TOBA JIEKapPCTBO, IIONHUTANTE
Bamms nekap, papmManeBT WM METULIMHCKA CECTpa.

4. Bb3MOKHM HexKeJIaHU peakuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Ja NPE€AN3BUKA HEXKEJIaHU PCaKIMH, BBIIPEKU Y€ HE
BCCKH T'M ITOJIyYaBa.

CnpeTe npueMa Ha JICEKAPpCTBEHHUS INPOAYKT H He3a0aBHO noTrnpceTe JeKapCcKka momMoin, axKo
MOJTYIUTE HAKOU OT CJCIHUTEC HEKECJIAaHU PEaKIUuu:

- 3a0aBsiHE Ha ChpJIeYHATa YeCTOTa (MHOTO YeCTH, MOXKeE J1a 3acerHat noseue oT 1 Ha 10 mymm);

- BJIOIIABaHE HAa ChpJEYHATa HEJOCTATHYHOCT, BOJACIIO /10 MOBHIICH 3ayX W/WIIM 33pbXKKa Ha
TEYHOCTH (4ecTH, MOxke Jia 3acerrar ao 1 Ha 10 mymm);

- CHJIHO 3aMaiBaHe WM IpunajaHe (4ecTy, Moxe ja 3acerHat 1o | Ha 10 gymm);

- HEpaBHOMEPEH ChP/ICUCH PUTHM (HeuyecTH, Moxe Ja 3acerHar 7o 1 Ha 100 gymm);

- BHE3aIlHA 110s1Ba HA XPHIIOBE, OOJIKa B I'bPIUTE, 3a/yX WIH 3aTPyIHEHO TUIIaHE (HEYECTH, MOXKE
na 3acersat 1o 1 Ha 100 mymm);

- MOyBaHe Ha KIIEMaynTe, JMLIETO MM YCTHUTE (HedecTH, Moxke Ja 3acerHat 70 1 Ha 100 mymm);

- MOJyBaHe Ha ycTaTa, €3MKa ¥ I'bPIOTO, KOSTO MPUYMHSBA CHITHO 3aTPYIHEHO AUIIaHe (HEUYECTH,
Moxke na 3acerHat a0 1 Ha 100 mymm);

- TEKKU KOXKHU PEaKIH, BKIIOYNTEITHO CUIIEH KOXKEH 00pUB, YPTHKApHSs, 3a4epBsIBaHe Ha KOXKaTa
Mo ISUIOTO TSJIO, CUJIEH ChpOex, oOpadyBaHe Ha MEXypH, JIIOLICHE U IOJyBaHE Ha KOXKaTa,
BB3NaJeHNe Ha JuraBunute (cuHApoM Ha CTUBBHC—/[PKOHCBHH, TOKCHYHA eNHJepPMaTHa
HEKpOJIM3a) WM JPYrH alleprHYHd peaknud (MHOTO PEAKH, MOXKe Ja 3acerHat no 1 Ha
10 000 mymm);

- uHpapkT (MHOTO peaku, Moxke jaa 3acerHat no 1 Ha 10 000 mymm), KMBOTO3acTpalaBail
HEpaBHOMEPEH ChpACUYECH PUTHM (C HEU3BECTHA YECTOTA, OT HAIMYHUTE JJAHHU HE MOXe J1a ObJie
HaIlpaBeHa OLIEHKA);

- BB3MAJICHIE Ha MaHKpeaca, KOETO MOXKe Ja MPUYMHU CHIIHU KOpeMHH OOJKH U OOJNKH B rbpoa,
OPUAPYKEHH OT TEXKKO OOLIO HEpasMoJoKEeHHWe (MHOTO peiKd, MOXKe Ja 3acerHar 1o 1 Ha
10 000 mymm);

- MyCKyJiHa CcJabocT, KpaMIH, YyBCTBUTEIHOCT WIM OOJKa B MYCKYJIUT€ M OCOOEHO aKo
€IHOBPEMEHHO C TOBA C€ YyBCTBATE 3JI€ MJIM UMAaTe MTOBHILIEHA TEMIIEpaTypa — TOBa MOXKE J1a ce
IbJDKM Ha HEoOW4YalHO pasrpakJaHe Ha MYCKyJlHaTa ThKaH (C HEHM3BECTHa YeCTOTa, OT
HaJMYHUTE JaHHU HE MOXKE 712 ObJIc HAllPaBeHa OLICHKA).

Ot Haii-uecTHTEe KbM [O-PEIKUTE, HOKESTAHNTE PEAKI[MH MOTAT [1a BKIIOYBAT:
- Mnoeo ywecmu (moswce 0a saceenam noseue om 1 Ha 10 oywu):
Otonu (3aApBKKa HA TEYHOCTH).

- Yecmu (moowce 0a saceenam 0o 1 na 10 dywu):
I'maBoGonue, 3amaiiBane, MadMUuTalWy (yCellaHe Ha yAapuTe Ha ChPIIETO ), 3aUePBIBaHe, BEPTHUTO,
MpaBy4YKaHe, HapyllIeHHe Ha 3pEHUETO, pa3BOCHO BIDKAAHE, IIYM B yIIUTe (ycellaHe 3a IIyM B
VIIUTE), YCeIlaHe 3a CTyIl WM U3TPBIIBaHE B PBLETE WIM Kpakara, 3aMaiiBaHe MMOpaad HHUCKO
KPBBHO HallsiTaHe, KallIMIA, 3aAyX, CTOMAIHO-YPEBHH HapylleHHs (TaJeHe, MOBpBIIaHe,
KOopeMHa 00JKa, HapylIeHUs BbB BKyca, JUCIENCUS WM 3aTPyAHEHO XpaHOCMUJIAHE, JHAPHS,
3aleK, IPOMsIHA B HABHLIUTE Ha Ae(ekanus), aepruyHy peakun (KaTo KOXKHU 0OpHBH, CHPOEK),



MYCKYJIHH CIIa3MH, YyBCTBO Ha yMOpa, CIa0OCT, CHHIUBOCT, MOJyBaHE HA TJIE3CHHUTE, HUCKU
CTOWHOCTH Ha KaJluil B KPBBTA.

Heuecmu (mooice oa 3acecnam 0o 1 na 100 oywu):

KonebaHust B HacTpOeHHETO, TPEBOXKHOCT, IEMPECHs, HApYIIEHHWS Ha CHHA, TpemepeHe,
YpTHKapHs, MpHUIAAbK, 3aryda Ha ycemiaHe 3a OOJIKa, HEPEIOBEH W/MIM YCKOPEH ChPICUCH
PUTBM, PUHHT (3aIyIICH WM Tedalll HOC), KOCOoMaJ, Mmypnypa (YepBeHH TOUYHIHN IO KOXKATa),
MpOMsIHA Ha IIBeTa Ha Ko)kaTa, ChbpOexk, M3MOTABaHe, 00JNKa B rbpAuTe, 0OJKAa B CTABUTE WIH
MycKynuTe, 6oika B rbpba, 00J1Ka, 00110 Hepa3noiokeHne (TPUIIoIaBaHe), MyCKyJIHa cliabocCT,
MYCKYJIHH KpaMITH, IpobiaeMu ¢ ObOpennTe, HapyleHus Py ypUHAPaHe, MOBHIICHA HYXKIa OT
YpUHHpaHEe Tpe3 HOINTAa, YBEIWYaBaHE HA 4YeCTOTaTa HAa YpHUHUPAaHE, HMIIOTEHTHOCT
(HEBB3MOKHOCT 32 MOCTHTaHe WM 3aJbpKaHe Ha epeKlysl), TpeCKa WM BHCOKa TeMIepaTypa,
JuckoM(OpPT WM yroseMmsBaHe Ha T'bpPAWTE NPU MBXKE, MOBUIIABAHE WM HaMalsBaHE Ha
TETJIOTO, MOBHIIABAHE HA HAKOM OEMM KPBHBHU KIETKH, BUCOKM HHBAa Ha KallMii B KPBBTA,
XHITOTJIMKeMHUsI (MHOTO HUCKY HUBA Ha KPbBHATA 3aXap), HUCKH HUBA Ha HATPUH B KPBBTa, KOETO
MOXe JIa TOBEZe 10 AeXUpaTalus U HUCKO KPbBHO HaJIsITaHe, HEPABHOMEPEH ChPJICUeH PUTHM,
BacCKyIUT (BB3MaJieHHE Ha KPHBOHOCHUTE CHAOBE), 3aMaiiBaHe NpH HM3IPaBSHE, PEakKUys Ha
(OTOUYBCTBUTENHOCT (IIPOMSHA Ha BBHHIIHUS BUJ HA KOXKAaTa) CIIE/ M3JIaraHe Ha CI'BHIE WIH
n3kyctBeHa UV A, MmexypueTa o KokaTa, IoJyBaHe Ha pbIieTe UM KpakaTa, OBUILIEHN HUBA Ha
KpPEaTHHHH U ypes B KpbBTa, NaJaHe, CyXoTa B yCTaTa, 3aTPYAHEHO AMIIAHE TPH MallUeHTH C
acTMa WJIM XpOHHYHH 0eNoApoOHHU 3a00IIIBaHHUS.

Peoxu (moorce 0a 3aceenam oo 1 na 1000 oywiu):

OObpKBaHe, TPOMEHH B JIA0OPATOPHUTE TTOKA3aTEIH: IOBUIIICH! HUBA HA YePHOIPOOHHU EH3UMH,
BHCOKH HHBa Ha CEpyMEH OMIMpyOWH, TOBUILIEHH M MOHIKEHH HMBAa Ha Ma3HHHHU B KPBBTA,
MosIBa MJIM BJIOIIABAHE Ha JIIOCIECT KOXEH oOpHB (IICOpUAa3HC), OOPHB OT IICOPHA3HCEH THII,
KOIIMapHU CHHHUIIA, XATIOUUHALINN, aIepTHYeH PUHUAT, HAMaJIeHO OTJIeJIIHE Ha ChJI3H (CyXOTa B
ouHuTe), MPOOJIEMH ChC CIIyXa, BB3MAICHHE Ha YepHUs Ipo0, KOETO MOXKe Ja NPHYHHU
MOXBJTABaHE Ha KOXaTa WM Ha Osutata wacT Ha ounte. OcTpa OBOpeYHa HEJOCTATHYHOCT C
HaMaJIeHO WJIM JIMIICBAILNO KOJUYECTBO YpPHHA, HUCKH HUBA Ha XJIOp B KPBBTA, HUCKH HUBA Ha
Mar"e3uil B KpbBTa.

TBMeH UBAT Ha ypUHATa, raJieHe WU MOBPBIaHe, MyCKYJIHU KpaMIli, 0ObpKBaHE U MPHUIATbIH.
ToBa MOXe J1a ca CHMIITOMH Ha ChCTOSHHE, HAPEYEHO CHHIPOM Ha HeaJeKBaTHA CEKpelHs Ha
anTuanypetndeH xopmoH (CHAJIX).

Mmnozo pedxu (mosice oa 3aceene 0o 1 na 10 000 oywu):

Hamanen Opoii Ha OenuTe KpbBHH KIIETKH, HaMaJieH Opoil Ha TpoMOOIHUTUTE (KOETO BOAU 1O
JIECHO MOSIBSIBaHE HA CHHUHU U KbPBEHE OT HOCa), aHeMHU s (HaMasieH Opoii Ha YepBEHUTE KPbBHH
KJIETKH), cTeHOKapaus (OOJKH B T'bpPAWTE, YENIOCTTa U I'bp0a, MPEIN3BUKAHH OT (PUIHMUECKO
yCHJIME M ObJDKAlld ce Ha HapylIeHHs Ha KPhBOCHAOIIBAaHETO Ha CHPLETO), €O3MHO(PHIHA
MHEBMOHHUS (pAABK THII ITHEBMOHUS), TOJYBaHE HA BEHIMWTE, TEKKA KOXHHU PpEaKilvy,
BKITIOUMTEITHO CHIJIEH OOPHB IO KOXKaTa, 3auepBsABaHe Ha KOXKAaTa 110 ISUI0TO TSUI0, CUIIEH ChPOeXK,
o0OpasyBaHe Ha MEXYPH, JIIOLICHE U MOyBaHe HA KOXkaTa, MyITU(HOPMEH epuTeM (KOXKeH 0OpHB,
KOWMTO YeCTO 3aroyBa ¢ YepBEHH ChpOSLIM METHA MO JHMILETO, PhLETe WM Kpakara), KbpBEHE,
OONIe3HEHH WJIM YTOJIEMEHH BEHIM, HapylleHa (YHKIHMS Ha 4YepHUS P00, MOXKBJITABAHE Ha
KOkaTa (KBJITEHHLIA), TOJyBaHE Ha KOpeMa (FacTpUT), HapylIeHHUe Ha HEPBUTE, KOSTO MOXKeE Ja
npeau3BUKa ClaboCT, MpaByYKaHE WM H3TPBIBAHE, IMOBHUIIEHO MYCKYJIHO HaIpeXeHHE,
XHIIEPTIIMKeMHsT (MHOTO BUCOKa KPbBHA 3axap), MOBUIIEHO HUBO Ha KaJMid B KPbBTA, HHCYIIT,
BB3MOKHO BTOPHYEH MOPaJH NPEKOMEPHA XHIIOTOHHUS, Pa3IpasHEeHNe U 3a4epBsiBaHE HA OKOTO
(KOHIOHKTHBUT).

C Heuzsecmua yecmoma (0m HaauuHumMe OAHHU He Modice 0a 6bOe HANPABeHa OYEeHKA):

YepaoapoOHa eHnedanonatusi (3a0oisiBaHe HAa MO3bKa, HPUYMHEHO OT YEPHOAPOOHO
3a0ossiBane), aHomaysmu B EKI; mpm cucremen nymyc epuremaro3yc (3aboiisiBaHe Ha
ChEeIUHHTENIHATA ThKaH) ChCTOSHUETO MOXKE J1a ce BJIOIM. KbcoreacTBo (MUOIHS), 3aMBIIIEHO
3peHHe, HaMaJIeHO 3peHUe WK 00JIKa B OYUTE MOPaTd BUCOKO BBTPEOYHO HAIATAHE (BB3MOKHH
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MIPU3HAIM Ha HATPYIIBaHE HAa TEYHOCT B CHJOBHS CJIOM HA OKOTO (XOPOHIAJIEH U3JIHB) HIIH OCTBD
MNPUCTBI HAa 3aKPUTOBI'BJIIHA TJiaykoma). TpenepeHe, CKOBaHa CTOiKa, O€3M3pa3HO IHIIE,
3a0aBeHH JIBIDKEHHS M TPOMaBa, HecTaOuiIHa moxo/ka. [IpoMsiHa B OLBETSABaHETO, U3TPBIIBAHE U
0oJka B MPBCTHUTE Ha phlieTe WK KpakaTa ((heHoMeH Ha PeitHo).

Morat Ja HacTHIAT NMPOMEHH B Ja0OpAaTOPHUTE MOKasaTedu (KPBBHH HM3cieqBaHMs). Moxe 1a ce
HaJIOXKHU JIeKapsT 1a By Ha3HauM KpbBHM M3CIEIBAHUS 32 MPOCIIeIsIBaHe HAa ChCTOSTHHETO Bu.

Axo umate T€3M CHUMITOMU, CBBPKETe ce ¢ Bammus nexap Bb3MOXKHO Hail-CKOPO.

C'bOﬁlIlaBaHe Ha HEKEJAaHU peaKIuu

Axo TIOJIYYUTEC HAKAKBU HEXKEJIIAHU JICKAPCTBEHU pC€aKIUH, YBEAOMETE Bamus JICKap Win (I)apMaHCBT.
ToBa BKJIIOYBA BCHYKU Bh3MOXXHU HCONKMCAHU B TAa3U JINCTOBKA HEXKEIIAHU pe€aKknuun. Moxerte ChIIO Ja
C’bO6IHI/ITe HEXEIaHU pCaKIUK JUPEKTHO Ha!

Wsneaaurenna arenmnus no nexkapcrsara (MAJD)

V. ,,JJamsan I'pyes* Ne 8

1303, rp. Copust

Ten.: +359 2 8903 417

yebcaiit: www.bda.bg

Kato cpoOmaBaTe HeXelaHW peaKklWH, MOXKETE Ja JaJeTe CBOS MPUHOC 3a MOJIyYaBaHE HA IOBEYE
HH(pOpMAL OTHOCHO 0€30I1aCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak na cbxpansiBate KBaapukcam

I[a C€ CbXpaHsBa Ha MACTO, HEJOCTBHITHO 3a ACIIA.

He uznonsBaiiTe TOBa JEKapcTBO ClIA CPOKA Ha TOJHOCT, OTOEINsA3aH BbPXY KapTOHEHATa OMaKOBKa U
KOoHTelHepa ¢ Karcynure. CpoKbT Ha TOJHOCT OTTOBAps Ha MOCJIEAHUS IEH OT IOCOYEHHS MECeLl.

Ja ce cpxpaHsBa B OpUTHHAJIHATA OMIAKOBKA, 32 J]a C€ MPEAIa3n OT BJlara M CBETIHHA.
Ja ce cpxpanssa mox 25°C.

He u3xBbpuisiite nexkapcTBaTa B KaHAIM3alKATa WM B KOHTEHHEpa 3a JoMaIIHK oTnaabiy. [lonuraiite
Bamms ¢dapmaneBT kak Ja H3XBBPIATE JIEKapcTBaTa, KOUTO BeYe HE W3MON3BaTe. Te€3d MEpKU Ie
CIIOMOTHAT 3a OIIa3BaHE HA OKOJIHATA CPEeJa.

6. ChabpikaHHe HA ONIAKOBKATa U JONbJIHUTETHA HH(pOPMaNHs

KakBo cbabpixa Kpaapukcam

- AKTUBHHTE BEIECTBA Ca MEPHHAONPHI aprHHUH, WHIAAMHJ, aMJIOJWIUH U OH30IMPOJI0JIOB
¢dymapar.

Bcesxa tBppaa kancymna cbabpka 10 mg nepuHIONpPUI apriHKH, €KBUBAJIICHTEH Ha 6,79 mg
NepUHIONPWI, 2,5 mg unpanamu, 13,87 mg amnoaunuHoB Oe3uiiaT, eKBUBaJieHTeH Ha 10 mg
aMIIOJTUTIMH, U 5 mg OM30MpoIIoIoB pyMapaT, eKBUBAJICHTEH Ha 4,24 mg OH30MpOoIIOo.

- Hpyrure cbCcTaBKy ca:

CoobppkaHue Ha KalcyaaTa
o Tank (E553b)
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Tabremxa(u) nepunOOnpPUL APSUHUH/UHOANAMUO
Covpyesuna na mabremxama:

o Kamues kapoonar (E170)

o [IpeskeaTHHU3UPAHO APEBHYHO HUIIIECTE

o MuxkpoxkpuctanHa nenyiosa (E460)

¢ Kpockapmenosza Hatpuii (E468)

e Marnesues creapat (E470b)

o CHITHIIHEB THOKCHUI, KOJIOU/IEH, Oe3BOICH

Quamupawo nokpumue Ha mabiemxume:
o ['muuepon (E422)

o Xunpomeno3sa (E464)

e Makporon 6000

e Marne3ueB creapat (E470b)

o Tutanos quokcun (E171)

O0BUTH I'PaHyIH ¢ OU30IPOI0JIOB hyMapaT, U OOBUTU IPAHYIU C AMJIOIUIINH:
e MukpokpucranHa nerynosa (E460)
o Xunpomenosa (E464)

OO0OBHBKa Ha KalcyJiata

o Xenarun (E441)

o TurtanoB auokcun (E171)

o UepeH xeneseHd okcun (E172)

o Xt sxenesen okcup (E172)

o bpunsatHO cuHbo FCF — FD&C Blue 1 (E133)

CoabppkaHue Ha MaCTHIOTO:

o [llemrak (E904)

o [Ipormmnenraukon (E1520)

¢ Pa3tBop Ha amoHsik (E527)

e YUepen xeneszen okcun (E172)
o Kanuer xunpoxcun (E525)

Kak usrJaexna KBaIIpHKCﬁM N KaKBO ChAbpPiKa OIaKOBKaTa

Keagpukcam 10 mg/2,5 mg/10 mg/5 g: TBBpAa KenaTMHOBA Karcyla (IbDKHHA OKoio 19 mm,
JMaMeThp OKOJIO 7 mm), C YepeH OTIeYaThK ,,3° BBPXY CHBO TSUIO U 3€JIeHa Kallauka, ChIbp)Kalla JIBe
Oemu ¢uIMUpaHd TaONeTKH NEPHUHIONPWI AaprUHUH/WHAanamup (ekBuBaJeHTHH Ha 10 mg
MEPUHJIONIPIII aprMHUH U 2,5 mg uHmanamua), 120 mg aMIogUNHNH CBETIOXKBJITEHHKABO-3EJIEHU
00BUTH TpaHyM ¢ He3a0aBHO OCBOOOXkIaBaHe (ekBMBaJeHTHH Ha 10 mg amnogumuH) m 60 mg
OuzonposonoB Qymapar Oeinn A0 Jeko Oenn OOBUTH TpaHydW C He3a0aBHO OCBOOOXKIaBaHE
(eKBHUBaJICHTHU Ha 5 mg OU30MpPoJI0JIoB (hymapar).

TBBbpANTE KaINCyNH ce mpeaarar B KoHTelHepH 1mo 30 Opost cbe 3amyIanka.
IIpuTexaTres Ha pa3pelieHHETO 3a ynoTpeda

Les Laboratoires Servier

50, rue Carnot

92284 Suresnes Cedex
OpanHmms
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IIpounsBoauTten

ANPHARM PRZEDSIEBIORSTWO FARMACEUTYCZNE S.A.
Ul. Annopol 6 B

03-236 Warsaw

Tlomma

To3m JexkapcTBeH NMPOAYKT e pa3pellieH 3a ynorpe6a B abpxaBuTe—uiednku Ha EWII, nmox
cJieJHUTe HAUMEHOBAHMS:

Benrus Quadrixam 10 mg/2,5 mg/10 mg/5 mg gélules / harde capsules / Hartkapseln
Brirapust Ksampukcam 10 mg/2.5 mg/10 mg/5 mg

XbpBaTus Quadrixam 10 mg/2.5 mg/10 mg/5 mg tvrde kapsule
Kunsp Quadrixam 10 mg/2.5 mg/10 mg/5 mg

Uemnrka Quadrixam

PenyOnuka

Ecronus Quadrixam

Opanus Quadrixam 10 mg/2.5 mg/10 mg/5 mg gélule
I'epmanus Quadrixam 10 mg/2.5 mg/10 mg/5 mg Hartkapsel
Ieprust Quadrixam 10 mg/2.5 mg/10 mg/5 mg

Yurapus Quadrixam 10 mg/2.5 mg/10 mg/5 mg

Uranus Quadrixam 10 mg/2.5 mg/10 mg/5 mg

JlaTBus Quadrixam 10 mg/2.5 mg/10 mg/5 mg cietas kapsulas
JlutBa Quadrixam 10 mg/2.5 mg/10 mg/5 mg

JlrokcemOypr ~ Quadrixam 10 mg/2,5 mg/10 mg/5 mg gélules / harde capsules / Hartkapseln
Hupnepnanguss  Quadrixam 10 mg/2,5 mg/10 mg/S mg, harde capsules

[Tomma Quadrixam

[optyranus Quadrixam 10 mg/2.5 mg/10 mg/5 mg

PymbHUs Quadrixam 10 mg/2.5 mg/10 mg/5 mg

CroBakust Quadrixam 10 mg/2.5 mg/10 mg/5 mg

CrnoBenus Quadrixam 10 mg/2.5 mg/10 mg/5 mg trde kapsule
Ucnanus Quadrixam 10 mg/2,5 mg/10 mg/5 mg capsulas duras

JaTa Ha mocJielHO Mpepa3riexaane Ha JucroBkarta: 06/2026 r.

[oapoOHa wHpOpManMs 3a TO3W JIEKAPCTBEH IPOAYKT € TpenocTaBeHa Ha yeOcaiita Ha WAJL
www.bda.bg
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