KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



L UME HA JIEKAPCTBEHUA ITPOAYKT

bepaunpun 5 mg TabneTku
Berlipril 5 mg tablets

N3Mb/THATENHA ATEHUMA NO NEXKAPCTBATA

WWHW-JWT

bepnunpun 10 mg Tabnerku
Berlipril 10 mg tablets

.........................................................

o G Py £ 3105 T

bepnunpun 20 mg TabiieTky
Berlipril 20 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

bepaunpui 5 mg

Bcska Tabnerka cbabpika 5 mg eHananpuiaoB majieat (enalapril maleate).
[ToMOLIHO BELIECTBO C U3BECTHO AEHCTBHE

Bcsika Tabnerka chabpxka 171 mg nakro3za MOHOXHApPAT.

bepnunpun 10 mg

Bceska Tabnerka ceabppika 10 mg eHananpunor masear (enalapril maleate).
[ToMOI1IHO BEUIECTBO C U3BECTHO AECHCTBHE

Bcska Tabnerka chabpka 166 mg nakro3a MOHOXHApAT.

bepaunpun 20 mg

Bcesika tabnerka chabpika 20 mg eHananpuioB Manear (enalapril maleate).
[ToMOLIIHO BE1LECTBO C H3BECTHO AEHCTBHE

Bcska Tabnerka cpabpxka 156 mg 1akTo3a MOHOXHUApPAT.

3a MbJIHUS CITUCHK HA NOMOIIIHUTE BellleCTBa BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
Tabnerka
bepaunpun 5 mg

[Toutu Gsna, 1eKo ABOHHO M3INTbKHAasIA TabJleTka ChC CKOCEHH pbOOBE U JIe/IMTENIHA YepTa OT €/1HaTa
CTpaHa.

bepaunpua 10 mg
CgetJio KadsBa, JIeKo JIBOHHO W3nbKHasa Tabnerka cbC CKOCEHH pbOOBE M [IeIUTENIHA YepTa OT

€/lHaTa CTpaHa.

bepaunpuia 20 mg
CBeTJIO uepBeHa, JIEKO /IBOMHO H3NMbKHaJ1a TablieTka CbC CKOCEHH pbOOBE U JIeNIUTENIHA YepTa OT

CAHATa CTpPaHAd.

Tabnerkure Mmoxke Jd ObJaT pa3sAciaCHA Ha IBC PABHH J1IO3H.




4. KJIUHUYHUA JTAHHU

4.1 TepaneBTHYHH NOKA3AHHS

- Jleuenue Ha XUNEPTOHHUS
- JleueHne Ha CUMNTOMATHYHA CbpAE€YHA HEAOCTATHYHOCT
- [IpodunakTHKa Ha CHMIITOMAaTHYHA Chp/IEYHA HEI0CTATHLYHOCT NPH NALMEHTH C

ACUMIITOMAaTH4YHa JieBOKaMepHa JuchyHKUHUS (1eBOKamepHa (ppakuMs Ha U3TIIACKBAHE
[JIKDOH] < 35%).

4.2 Jlo3HpPOBKAa H HAYHH HA NPHJIOKEHHE

Jdo3upoBKa

Jlo3zara TpsiOBa /1a ce onpeAesid HHAUBHAYAJTHO B 3aBUCHMOCT OT IIpo(HJIa Ha nalMeHTa (Bx. TouKa
4.4) u OTTOBOpA Ha KPbBHOTO HaJIsATaHE.

AOcopOumsaTa Ha eHaJlalIpHJIOB MaJjieaT He ce MOBJIMABA OT NpyUeMa Ha XpaHa.

XUnepToHus

Hauannarta no3a € ot 5 mg no makcumasnHo 20 mg, B 3aBUCHMOCT OT CTENEHTa Ha XUNEPTOHUATA H
CHCTOSHMETO Ha MaluueHTa (B. no-nony). bepnunpun' ce npunara Benuwx aHesHo. [1pu neka
XHUIIEPTOHMA MpenopbyBaHaTa HavaiaHa f03a € 5 10 10 mg. B Havanoro Ha jie4eHHETO MOXKe Jia ce
MPOSIBH PA3KO NMOHWKEHHE Ha KPHbBHOTO HajlsAraHe NpH NalMEeHTH CbC CHJIHO aKTHBHPaHa peHHH-
AHIMOTEH3MH-aJIIOCTEPOHOBA CHCTEMA (Hamp. peHOBacKyJiapHa XUIIEPTOHMS, HEIOCTUT Ha COJIM /MU
TEYHOCTH, ChpJIeYHA IEKOMIIEHCALIUs WIHN TeXKKa XurnepTonus). Ilpy Te3n naumeHnTy ce npenopbysa
HayasHa [03a 5 mg WJIM C NO-HUCKA J103a, KaTO JIEYEHHUETO TpAOBa 1a 3ar104YHE MNoJ1 JIEKapCKo
HaO/oIeHHE.

[TpeamecTBamio jeuyeHHe ¢ BACOKH 03U AHYPETHLIM MOJXKE J1a I0BEIE 0 AC(PHUILIUT Ha TEYHOCTH H
PUCK OT XMITOTOHHS TIPY 3aro4BaHe Ha JieueHue ¢ eHaanpuil. [Ipu Te3u nauMeHTH ce npenopprysa
11032 5 mg WK NO-HHUCKA J103a. AKO € Bb3MOXKHO, AMYpPETHYHaTa Tepanus Tpsa0Ba 1a ce npeycTaHOBH
3a 2 10 3 AHM Npeay 3anoyBaHe Ha nevyeHne ¢ bepaunpun. Tpadpa na ce npocnenssar ObLOpeyHarTa
(GYHKUMA U CEPYMHMSA KaJIUM.

O6uuaitHaTa noaabpkaina ao3a € 20 mg nHeBHo. MakcuMaiHaTa nojabpakauia 103a € 40 mg AHEBHO.

Cbp/ieyHa HeIOCTAThYHOCT/aCHMIITOMATHYHA JIEBOKaMepHa JINCYHKIIHS

[Tpu neyeHne Ha CUMNITOMATHYHA CHP/IEYHA HEAOCTaTbYHOCT, bepaunpui ce npuiara 0OMKHOBEHO
KaTO AOIMBJIHEHHE KBM JHYPETULIM U, KOraTo € MOoAXOA4110, KbM JUTHTAIMC WK OeTa-0nokep.
Hauyannara no3a bepaunpui npu naueHTH CbC CUMITTOMATHYHA Chp/IEYHA HENOCTATBYHOCT W
ACUMIITOMaTHYHa JiIeBoOKaMepHa QUCHYHKIMA € 2,5 mg U TpsaOBa Jla ce npuiiara 1o npsik JeKapcku
KOHTPOJ1, 3a J1a Ce onpeJieNIi HauaJlHUs e(eKT BbpXY KPbBHOTO Hajnsrane. Ilpu orcueTBue Ha
CUMINTOMATUYHA XHUIMOTOHHUS WIH ciie]l eheKTUBHOTO H OBJIaJisBaHE cJle]] 3all0UYBaHe Ha JIeYeHHe C
Bepiunpun npy chp/ieyHa HEIOCTaTbYHOCT, /103aTa TpsOBa /1a ce YBEIMYH NOCTENEHHO 110 0OnYakiHa
noaabpkamla no3a ot 20 mg, KoATO ce /1aBa €IHOKPATHO JIHEBHO WM pa3/Ic/iCHA Ha JiBa NpHeMa B
3aBUCUMOCT OT NMOHOCHUMOCTTA Ha nauuenTa. lIpenopbuBa ce ToBa THTpHpaHE Ha /103aTa /1a ce
OCBIIECTBsBA 3a nepuojt oT 2 10 4 cenmuu. Makcumainnara 103a € 40 mg 1HEBHO, pa3jiejieHa Ha 1Ba

[TPHCMaA.

IIpenopvuumenno mumpupare na oozama beprunpun npu nayuenmu cvc copoeuna
HEOOCMAMbYHOC/ACUMRIMOMAMUYHA 1€60OKAMEPHA OUCPHYHK YU,

! | anara mudpopmannsd, naneHa 3a bepnunpun, ce otHacs 3a bepaunpun 5 mg, bepaunpun 10 mg n bepiyy



Cenmuna Jlo3a (mg/nen)
1. ceamuuia Lo 3ujien 2, mg/AeH™ €JIMH NbT JIHEBHO
4. —7. neH 5 mg/nen, paz/iesieHa Ha 1Ba rpuema
2. ceMula 10 mg/neH ennuH NbT AHEBHO WJIM pa3/ielieHa Ha J1Ba
npuema
3.1 4. cenmuua 20 mg/neH eauH NbT JAHEBHO WJIM pa3/ielieHa Ha /1Ba
npuemMa

*Tpsa6Ba na ce B3eMar Npe/iBU/L CrIELMAIHK Npe/ina3Hi MEPKH 3a NAaLMEHTH ¢ HapylieHa 0b0peuHa
GyHKUMS UM MOJIyyaBallld 1nypeTuum (BxK. T. 4.4).

KpbBHOTO Hasisrane 1 ObOpeunara pyHkums TpsOBa J1a ce npocinesBaT BHUIMATEIHO KaKTO Npey,
TaKa W CJie]l 3anouBaHe Ha neyenuero Ha bepaunpun (Bx. T. 4.4), Thi KaTO ca cboO1LABaHH
XUMOTOHMS H (MMO-pAaIKo) nociensaila 0b0peuna HerocTaTbuHOCT. IIpH naleHTH, KOUTO ce JIeKyBaT
C AMYPETHIIM, aKO € Bb3MOJKHO, /103aTa TPsOBa 2a ce TIOHHKH NPeJid JIieYeHHeTo ¢ bepnunpua.
[TosiBaTa Ha XMNOTOHHUA CJie/l HaYasiHaTa no3a bepaunpuil He 03HavaBa, 4ye 1€ Bb3HMKHE XHMITIOTOHUA
TNpU NPOIABLIDKUTENIHO JieueHue ¢ bepnurpui v He U3KJIHOUBA NPOAB/DKHTEITHO JIEYEHHE C TO3H
nexapcTBeH npoaykt. CepyMHUAT kanui ¥ 6p0peunara GyHKumMs TpsAOBa ChIIO a ce npocieasBar.

Ilozuposxa npu 6vbpeuna HeoocmamvyHOCM
[To NpMHIIMI HHTEPBAINTE MEXK/TY TIPUJIOKEHNETO Ha EHaNanpuil TpsAbBa f1a ObAaT yABIKEHH W/ I

A03aTa HAaMaJICHA.

KpeaTHHUHOB KJIMPBHC Hauvanna no3sa
(CrCl) ml/min (mg/neH)
30 < CrCl < 80 ml/min 5-10 mg
10 < CrCl < 30 ml/min 2,5 mg
CrCl £ 10 ml/min 2,5 mg B qHUTE Ha aquanuza**
**Bx. T.4.4

Enananpunar ce avanusupa. Jlozara npe3 auute 6€3 XxeMoaHannusa Tpsa0Ba 1a ce ajantypa B
3aBHCHMOCT OT IPOMEHHUTE B KPBbBHOTO HaJIATaHeE.

Cmapuecka ev3pacm
Jlo3ara Tpsa6Ba na 6pae crobpazeHna ¢ 6b0peuHaTa QyHKIMA HA NallMeHTa B CTapuecKa Bb3pacT

(BXK. T. 4.4).

[leouampuuna nonynayus
MMa orpaHHueH ONUT OT KIMHUYHHATE W3NUTBAaHKs 3a NpUJIO’KeHHe Ha bepiunpun npy jeua ¢

xuneproHus (Bx. T. 4.4, 5.1, kakro u 5.2).

[Ipy naleHTH, KOUTO MOTaT Ja MorIbLIAT TabIeTKH, J103aTa TpsOBa fa ce onpeaen HHAMBUAYAJIHO B

3aBUCUMOCT OT Npoduiia Ha NalMeHTa ¥ OTTOBOpa Ha KpbBHOTO Hajsrade. IIpenopbhyuBanaTa HavyajlHa

no3a e 2,5 mg 3a naumenTy ¢ teriio ot 20 no <50 kg v 5 mg 3a naunenty ¢ Terno =50 kg. bepnunpun
ce rpujara eqHokpaTHo aHeBHo. Jlo3ara TpsaOBa J1a ce ananTupa crnopes Hy>)KAMTe Ha nalMeHTa J10
makcuMmanto 20 mg/neH 3a nauueHTH ¢ TenecHo Terno ot 20 1o <50 kg u 40 mg/neH 3a nauMeHT! ¢

tenecHo Teryio =250 kg (Bxk. 1. 4.4).

Bepaunpuil He ce NpenopbuBa Npy HOBOPOJAEHH M NMEJAMATPUYHH NALIMEHTH ChC CKOPOCT Ha
rnomepyinna punrpauns <30 ml/min/1,73 m?, nopaau nunca Ha JaHHMU.

HauyuH HA NpHJIOKEHHE

IlepopanHo npuioxeHue

4.3 IIporHBONOKa3aHHU%A




— CBPBbXUYBCTBUTEIHOCT KbM AKTHBHOTO BEUIECTBO, KbM HKOE OT NOMOIIHHUTE BELICCTBA,
n36poenn B T. 6.1 nin kbm aApyr ACE nnxudurop;

= aHaMHEZ2a 2a AaHFMOeEM, CBbp3aH ¢ npeaniiHo neuenue ¢ ACE nHxubuTop;

—~ HACJIEJICTBEH WJIM UAMOTNIATUYEH AHTHOEIEM,

— enHOBpemMeHHarTa ynorpebda Ha bepnunpui ¢ aJIMCKUPEH-ChABPXKaLLH NPOYKTH €
[POTHUBOINOKA3aHa MPH NMALMEHTH ChC 3axapeH anabet nim 0v0peuno yspexxaane (GEFR <60
ml/min/1,73 M%) (Bk. T. 4.5 1 5.1);

= BTOPH M TPETH TpUMeCTbp Ha OpemenHocTTa (BXK. T. 4.4 1 4.6).

— CwnbTCTBaLLA YNIOTPeOa Npu jieueHne cbe cakyouTpui/Bancaprad: bepnunpun He TpsOBa na

ce 3anouBa no-paHo oT 36 yaca ciejl nocie/iHaTa /103a caKkyOuTpuil/BajicapTaH (BXK. ChLIO
Touku 4.4 u 4.5).

4.4 CnenuaJHu npeaynpexaeHns 1 npeanasHy MepKH NpH ynorpeoda

CumnmomamuyHa XunomoHus

CHUMNITOMATHYHA XMIIOTOHHUSA ce Hab/onaBa psaIKO NMPH NALMEHTH C XUNIEPTOHHs 0€e3 YCII0XKHEHHUS.
[Ipy XMnepTeH3UBHHU NALMEHTH, NoJly4yaBalid bepiunpun, e no-BeposTHO J1a Bb3HUKHE
CHMIITOMATHYHA XUIIOTOHMS TIPH MAlLMEHTH ¢ Ae(PULIMT Ha TEYHOCTH, KaTO HaMp. NpH ANYypEeTHYHA
Tepanus, OrpaHHyaBalla CoJiTa IMeTa, NMaau3a, AMapys Wid MoBpbLIaHe (BX. T. 4.5 M 4.8).
CuMITOMATHYHA XUIIOTOHMS € HabJrojaBaHa NMpH NalMeHTH CbC Chp/iedHa HEIOCTATHYHOCT, C HIIH
6e3 aconMpaHa 6b0pedHa HeloCTaTbYHOCT. I10-B€pOATHO € T4 [1a C€ NOABY NPH NALUEHTH C MO-
TeXKa CTerneH Chp/ieuHa HEI0CTaTbYHOCT, B PE3yJITaT Ha MPUJIOXKEHHE Ha BUCOKH 1031 OPUMKOBH
JINYPETHLIM, XHTIOHATPUEMHS WM QYHKIMOHAIHO 6b0peuHo yBpexaane. I1pu Te3n nanuenTy
JIeyeHMeTo TpsOBa Na 3aroyHe Nnoji JIEKApCKU KOHTPOJI M MAaLMEHTHTE /1a NPOABJDKABAT /1a Ce
NpoCIeasBAT MPH MO-HATATBILHO alaNTHPaHe Ha fio3aTa Ha bepnunpun Wuin auypeTHka. [Tono6uu
cbOoOpakeHUs TpabBa ce MMAT NMpeIBUI U NIPH NMALIMEHTH C HCXEMHYHA 00JIECT Ha ChPLETO HITH
MO3bYHO-CBHIOBH 3a00JIsIBaHM, ITPH KOUTO PA3KOTO ClnajjaHe Ha KPbBHOTO HAJISITaHE MOXKE /1a IOBE/IE
10 WH$apKT Ha MHOKapAa WM 10 MO3bYHO-CBI0B HHLIMIEHT.

[Tpu nposiBa Ha XMMOTOHMS, NALMEHTHT TPsAGBA N1a ce MOCTaBH B JIErHai Mo rpud u, ako e
HeoGXOIMMO, 112 C€ NPUJIOKH MHTpaBeHO3HA HHOY3Us ¢ pu3nosIorHyeH pastsop. l1pexonHa
XUIOTOHNYHA PeaKIUs He € IPOTHBONOKAa3aHUE 3a N0-HATAaThLIHO JieYeHHEe, KOETO OOHKHOBEHO MOXE
N1a ce IPOABIKYM 6€3 NpobieMy ciiel MOBHIIEHHE Ha KPBBHOTO HaJlAraHe ¢ 00eM03aMecTUTeIHA
Tepanus.

[Tpu HAKOM MALIMEHTH CbC ChpAEYHA HEJ0CTATBYHOCT C HOPMAJIHO WJIM HUCKO KPBBHO HaslsraHe, npy
NpUIIOXKEHHE Ha BepJMnpuil CUHCTEMHOTO KPBBHO HaJlsiraHe MOXKe JOMBIIHUTENTHO J1a ce NOoHMKH. To3n
eeKkT MOJKe /1a ce OYaKBa U OOMKHOBEHO HE € MPUYMHA 3a NPEYCTaHOBABAHE HA JICUCHUETO. AKoO
XHIMOTOHUATA CTaHe CUMITOMATHUYHA, MOXKE J1a C€ HAJIOXKH NOHM)KEHHE Ha J103aTa W/ WIIH
IpeycTaHOBABAHE HA MPHJIOXKEHUETO Ha IMYPETHK W/WIH beprunpu.

Cmenosa na aopmnama wiu MUMpAIHama Kaana/xunepmpo@uyna xapouomuonamus

ACE unxu6uTOpuTe, Noa06HO Ha BCHYKH Ba30/IMJ1aTaTOPH, TPAOBa /1a ce U3M0JI3BAaT C BHUMaHHE NPH
nanyeHTH ¢ oOCTPYKIMs Ha KJlaraTa Ha JisBaTa Kamepa Mid Ha KpbBOTOKA Ha JIEBOKAMEPHHS H3XO/L.
[Tpunosxxenuero TpsiOBa na ce n304rea Npy KapAMOreHeH oK H XEMOIMHAMHYHO 3Ha4HMa
O00CTpyKLIMA.

Vepeocoane na o6vopeunama (pynxkyus
[Tpu 6L6peuno yBpexaaHe (kpeaTHHUHOB KiIMpbHC <80 ml/min), HauanHaTa 103a €Halanpuios
masieat TpsAOGBa 1a 6be KOpUrupaHa criopell KpeaTHHHHOBHS KJIMPBHC Ha naimeHTa (Bx. T. 4.2), a
clle/l TOBA - CNope/l OTroBOpa Ha NalMeHTa KbM JIeYeHHeTo. PyTMUHHOTO MOHHTOpHUpaHe Ha Kaus 1
KpeaTMHHHA € YacT OT oOMyaliHaTa JleKapCcKa NpakTHKa NPU TE3H NaLHEHTH.

Mma naHHU 3a 6b0peuHa HE0CTaTbYHOCT BB BPb3Ka C NPHUIOKEHHETO Ha €HaNnanpuioB Majear,
0cOBEHO NPH TALMEHTH € TEXKA Chbp/eUHa HEIOCTaThUHOCT HITU C MouiexKaio 6b0peuHo 3a00ABane
BKJIIOUMTEJIHO CTEHO3a Ha OBOpeuna aprepus. brOpeunaTta HelOCTaTLYHOCT, CBbP3aHE St 0 g,
eHAANpPHIIOB MajieaT, 0OMKHOBEHO € 0OpaTHMa, KOraTo € IMarHOCTHIIMPaHa BeAHary/A & %
NOJAXO/IA1110 JIEUEHUE.




[Tpu Hakou XunepToHuLM 6€3 NposaBeHO npeauecTeaulo 0bOpeuno 3adbongaBane ce Habmonasa
NOBMLIEHUE HA HUBATA HA ypes U KPpeaTUHUH B KPBBTA KOraTo €HAJAaNpuoB MajleaTt ce rnpujiara
€/IHOBPEMEHHO ¢ JIMYpeTHK. Moske 1a ce HanoKK HaMaJleHHe Ha 103aTa €HaJlarnpuioB MajneaTt W/Hnu
npeycTaHOBsIBaHe Ha AMypeTHKa. B Te3u ciyuan TpabBa a ce mMa npe/iBua Bb3MOXKHa NoJuliexKaila
cTeHo3a Ha ObOpeuHara aprepus (Bx. T. 4.4 PenoBackynapHa XUrnepTroHus).

Penosackynapna xunepmouus

[TaunenTn ¢ OunatepaiHa cTeHo3a Ha ObOPEYHHUTE apTEPHUM UIIH TIPH CTEHO3a Ha apTEPUsTA NpH
€/IMHCTBEH (YHKLMOHUpaLl OBOpeK ca ¢ MOBULIEH PUCK 3a XMITOTOHHUS WK ObOpeuHa
HeJocTaThbuUHOCT Npu npunoxenne Ha ACE naxuburop. Moxe na nacrenu 3aryba Ha Ob0peunara
G YHKLMS caMO ¢ JIEeKH TTPOMEHH B cepyMHMs kpeaTUHHH. [Ipy Te3u naumenTH leyeHueTo TpsadBa aa
3aMoYHe Mo NpsK JIEKApCKH KOHTPOJI C HUCKH [103H, BHUMATE/IHO THTPHPAHE W MpOC/IeisBaHe Ha

ObOpeunarta (pyHKLMA.

bvbopeuna mpancnaanmayus
Hsima onuT OTHOCHO NPHJIOKEHUETO Ha bepnunpuil npyu nauMeHTH ¢ HACKOpO TNpeTbprigHa Ob0peuna
TpaHcnnaHTalyd. [lopaau ToBa neyeHHETo ¢ bepaunpun He ce nNpenopbyBa.

Yeproopobna nedocmamuvynocm

Panxo ACE nHxuburopuTe ca OMIM CBbP3BaHU ChC CHHAPOM, KOMTO 3arnoyBa ¢ X0JecTaTUyHa
JKBJITEHH1a UIIH XEMaTUT U Nporpecupa Ao pyaMUHAHTHA YepHOApoOHa HEKpo3a M (IIOHAKOra) ¢
jieTajieH u3Xo[. MexaHu3MbT Ha TO3H CUHAPOM He € u3BecTeH. [lauuentn, kouro npu neuyenue ¢ ACE
MHXUOMTOPH pa3BUBAT XBJITEHHLIA UK 3HAYMTEHO MOBHUILIEHHE HAa YepHOAPOOHHUTE EH3UMH, TpAOBa
na npeyctaHoBAT ieyeHneTo ¢ ACE uHXHOHUTOp M 1a NoJTyyaT NoJAX0A1110 JE€KapCKO MpocaeasBaHe
cjie[] TOBA.

Heymponenus/azpanynroyumo3sa

Heyrponenus/arpanyaouuro3a, TPOMOOLIMTONEHUS U AaHEMHUS ca cboOLIlaBaHH NPH MaLMEHTH,
nekyBanu ¢ ACE naxuburopu. Heyrponenus Bb3HHUKBA pPAAKO NPH NalMEHTH ¢ HOpMajiHa Ob0peyuHa
byHKuMS ¥ 6€3 Ipyrd yCIoXKHABAIM pUckoBH dakTopH. Enananpunos masieat TpsaOBa na ce
M3110J13Ba ¢ 0COOEHO BHUMaHHe NPH NallMEHTH ChC CHJIOBH KOJIAr€HO3HU, MPH UMYHOCYTIPECUBHO
JleyeHue, JIeYeHHe ¢ aJIONyPHHOJI,IIPOKAaHHAMM], WJIH NTPU KOMOHMHALMA OT TE€3H YCII0KHABALIH
cakTopH, 0ocoOEHO MpH NpealecTBalla HapylieHa 0s0peuyna @yHkuusa. Hiakou oT Te3u nauveHTH
pa3BUBAT CEPHO3HHU MH(DEKLIMH, KOUTO MOHAKOra He OTrOBapAT Ha MHTEH3UBHO JICYEHHE C
anTHOMoTHLM. [1pH NpuUoKeHne Ha eHaslanpUIIOB MaJleaT TP Te3H MalLMEHTH Ce NPeropbyBa
NepuoMYHO MOHUTOPHpPaHe Ha Oposi Ha JIEBKOLIMTUTE H NALIMEHTHTE TpsiOBa J1a ca yBE/IOMEHH /1a
chOOLAaBAT Ha JieKapsi CH BCEKH NPHU3HAK Ha UHDEKLUA.

CepvxuyscmeumenHocm/anzuoeoem

AHruoejiem, oOXBainaill JULETO, KpaHHULIUTE, YCTHUTE, €3UKa, I10THCAa W/ WJIKM JIapUHKCca, €
cbOOIIlaBaH NpH NnanueHTH, nekyBanu ¢ ACE nnxuburopu, BrirounTtento U ¢ bepaunpui. Tosa moxe
na ce HabmoaaBa no BCSIKO BpeMe Ha jieueHueTo. B Te3u ciiyuau npuiioxkeHueTo Ha bepnunpun
TpsiOBa He3abaBHO J1a Ce€ MPEYCTAHOBU M J1a C€ NMPOBEAE MOAXOAALIO NPOCIeIsiBaHe, 3a J1a CE OCUTYPH
[bJIHO OT3BYYABAHE HAa CUMIITOMUTE NPEH U3MUCBAHETO Ha NalueHTa. JlopH v B ciyvaure, npH
KOMTO OTOKBT 0OOXBallla caMo e3HKa, 0€3 pecriupaTopeH AUCTpeC, MOXKe J1a € He0OX0AUMO
NPOABHKUTENHO HabM0AEHHE HA NALMEHTUTE, ThH KaTo JICYEHHETO C aHTUXHCTAMHHH H

KOPTHKOCTCPOHUHH MOKE J1a HE C 10CTATbHY1HO.

MHoOro psako ca 0kJiafiBaHH atajiH| cllyyau nopajii aHrHoeIeM, CBbp3aH C JIapHHIealieH OTOK W
OTOK Ha e3uka. [lalineHnTH, Npy KOUTO ca 3aCErHaTH €3uKa, rJI0THCa WK JlJapuHKCa, € BEPOATHO Jla
[oJiyyat auxarenHa oOCTpyKis, 0COOEHO NpH TE3M C NpeKapaHa onepaims Ha quxare TC T AR
[ Ipu 3acsirane Ha e€3MKa, rJ10THca WM JIapuHKCa, KOETO MOXKe /1a JI0BE/1€ /10 iMXaTell ./-:y- DAL FQ.
Be/iHara TpsaOBa z1a ce 3arnoyHe 1noAxo/isa11o JIeHeHHe, KOeTO BKIIOUBaA HaripuMep 1o f
npuioxxeHue Ha pa3teop Ha aapeHanun 1:1000 (0,3 ml go 0,5 ml) w/unu mepxn 3a fjcity

MPOXOJAHUMOCT Ha IUXATCIIHUTC IbTHLIA.




[Tpu uepHOKOKHM NALIMEHTH ce ChobIIaBa 110-BUCOKA YECTOTA Ha aHTHoeleM NpH npunoxkenre Ha ACE
MHXHOHUTOPH, B CPABHEHHUE C HEUCPHOKOIKH TNALIMEHTH,

[TallMeHTH ¢ aHAMHE3a 3a aHI'MoeJIEM, KOHTO He € cBbp3aH ¢ neveHue ¢ ACE nnxuburop, Mmoxe na ca ¢
N0-BUCOK PUCK 3a aHrvoenem npu npuiokenne Ha ACE nHxnbuTop (BK. Cblo T. 4.3).

CenbrerBaiiara ynorpeba na ACE unxubutopu cbe cakyOWTpui/BalicapTaH € NpPOTHBOINOKAa3aHa,
nopaji¥ NMOBUILEH PHCK OT aHruoeaem. Jleuenne che cakyOuTpu/BajicapTad He TpsAOBa aa ce 3arnoysa
no-pano ot 36 uaca cnej nocnejaHara ao3a bepaunpun. Jleuenne ¢ bepnunpun  He TpsOBa na ce
3a104Ba 10-paHo oT 36 yaca clie/l nocjeiHaTa a03a cakyourpwi/Bancapra (BK. TOUkH 4.3 u 4.5).

CwnbrerBamiara ynorpeba na ACE unxubutopn ¢ pauekanorpwi, mTOR wunxuOuropu (Hanp.
CHPOJIUMYC, €BEPOJIMMYC, TEMCHPOJIUMYC) M BHIIJArJIMNTHH MOXE Jla JI0Be/ie 10 MOBMILIEH PHCK OT
aHrvoeneM (Hamp. OTOK Ha JMXaTeJHUTE ITbTHLIA WM €3MKa, ChC MK 0€3 HapyllIeHHEe Ha JIUIIAHETO)
(Bx. Touka 4.5). HeoOxonumo e J1a ce noixo4 ¢ NOBHIIIEHO BHUMaHHE, KOraTo Ce 3arno4ea Je4eHHue C
pauekanorpuia, mTOR wuuHxubutopu (Hamp. CHPOJIMMYC, €BEPOJIMMYC, TEMCHPOJIHUMYC) H
BUJIZIAlJIMIITUH NIPH NaleHTH, koirto Beve npuemat ACE nHXubuTop.

Anagunakmoudnu peaxyuu npu 0eceHCubunu3Upawio ieyenue KoM Yyunokpuiu Hacekomu

Psanko npu nauuenTy, noayyapamy ACE-HHXHOUTOp 1O BpeMe Ha IECEHCUOMIM3UPAIIO JIeYEHHE KbM
LIMTIOKPHJTM HAaCEKOMH, ca ChOOLIIaBaHH KMBOTO3aCTpallaBallld aHa(PUJIaKTOMTHU peakuuu. Te3n
peakiyu ca Ouin u30sreaHy upe3 BpemeHHo cnvpane Ha ACE uHxubutopu npeau Besaka

neceHcuoOuIUu3aLums.

Anagpunakmouonu peaxyuu no epeme na LDL—-agepesa

Psanko npu nauueHTH, nonydasaiii ACE-uHXHMOUTOP 110 BpeMe Ha JIMMONPOTEHHU C HUCKA IUTBTHOCT
(LDL, low density lipoprotein)-agepesa ¢ nexctpaH cyadar, ca cro01aBaHi )XKHBOTO3aCTpalllaBalH
aHaMIaKTOMIHM peakimy. Ako e HasHauena LDL-agepesa, ACE nuxuburopsT TpsiOBa BpeMeHHO aa
ce 3aMEHHM C JIPYTH JIEKApCTBEHU MPOAYKTH 3a XHUIIEPTOHUS UK ChpACYHa HEIOCTaThYHOCT.

ITayuenmu na xemoouanusa

AHa(UIAKTOUIHH peaKLMK ca ChoOLaBaHHW NPH NALKMEHTH Ha JIMaJii3a ¢ BUCOKO-(IIYKCHH MEMOpaHH
(narp. AN 69%) u ennospemenito sieuenne ¢ ACE naxuburop. Eto 3amo npu Te3u nanueHTH Tpsaodsa
na ce 0ObpHE BHUMAHME 32 U3MOI3BAHETO WK IPYT THI JHalu3Ha MeMOpaHa, Wiy pas3jInyeH Kiiac

AHTUXHIICPTCH3HUBHH JICKAPCTBA.

ITayuenmu, cmpaoawu om ouabem
[Ipu nuaGeTHiy, KOWTO ce JIEKYBaT C NepopajiHi aHTHAHA0ETHH CPE/ICTBA WJIM HHCYJIMH, B HA4al0TO

Ha npunoxxenuero Ha ACE nnxubutop, TpaOBa 1a ObaaT nochbBETBAHW CTPUKTHO J1a MpOCTIe/1aBaT 3a
XUNOTJIMKEMUS1, 0CODEHO Npe3 MbPBHUs Mecell Ha €AHOBPEMEHHOTO NPHIIOKEHHE (BXK. T. 4.5).

Kawnuya

CpnbmaBana e kauuivua npu ynorpeda na ACE nuxudburopu. OOMKHOBEHO KauuivlaTa €
HENpOJAYKTHBHA, MEPCUCTUPALLLA H OTLIYMSBA NIPH NPEyCTaHOBABaHe Ha neveHnero. Kamnuua,
npeaussukana ot ACE nnxuburop, Tpsa0Ba 1a ce Ma npeiBua 1py JiidepeHiinaiia Auariosa Ha

KallJIkuLa.

Xupypeusi/anecme3sus
[Ipy nanMeHTH, TIO/IJIOKEHN Ha roJisiMa XMpypruiHa HHTEPBEHLIMSA, WK 110 BpeMe Ha aHeCTe3Hus C

BE11IECTBA, BOJELIH /10 XUIIOTOHMS, €HaAJIalpyuiIoB MajleaT MHXUOMpa oOpa3yBaHeTo Ha aHTHOTeH3HH 1l
B pe3yJiTaT Ha KOMIIEHcaTopHaTa peHuHoBa cekpeums. [lpy Bb3HMKBaHe Ha XMMOTOHUS, KOATO Ce
00siCHSIBA C TO3M ME€XaHU3bM, T MOXKE Jla C€ KOpUrupaHa ¢ o0eMHa 3aMeCTHUTENIHA Tepa




Cepymen Kaiuu

ACE MHXHOMTOPUTE MOTAT J1a NPE/IM3BUKAT XUINEPKATIMEMHSI, ThH KaTO HHXHOMpAT 0CBOOOKAARAHETO
na anjoctepoll. EdexTbT OOMKHOBEHO He € 3HAauuTesIeH NpH NauMeHTH ¢ HopmaiHa OrOpeuna
dynkums. [lpyu naumentn ¢ HapyweHa 0bOpeuna QyHkUMsa obave W/WIM NpU NALUMEHTH, NPHEMALILH
XpaHUTENHH J00AaBKH, CbIbPKALM KaJuid  (BKIIOUMTEIHO 3aMECTHTENIM Ha COJITA), Kalluk-
ChbXpaHsBalllh  JIMYPETHLH, TPUMETONPHM  WJIH  KOTPUMOKCA30J, M3BECTEH  CbUIO  KaTo
TpumeTonpum/cyndamerokcason, U 0COOEHO AaHTAarOHUCTH Ha aloCTepOHa MM  aHIMOTEH3HH-
pelenTopHH GJIOKEpH, MOXKE Jla Bb3HHKHE Xunepkanuemus. KalmH-chbXpaHsBallluTe AMYPETHLM H
aHTMOTEH3WH-pelleNTOpHUTE OlokepH TpsAOBa 1a ce Nnpujarat BHUMaTeJIHO NPH NalMEeHTH, NTpHEMaLlH
ACE MHXUOUTOpH, KATO CEPYMHHUAT KaJinii 1 ObOpeunata GyHkumMs TpsaOBa a ce npocienssar (BXx.

Touka 4.5)

JTumuu
[To npyHLMN He ce NpenopbyBa KOMOMHMPAHETO HA JIMTHH W eHananpun (BX. T. 4.5).

Jl6oiino boKUpane Ha peHuHUH-an2uomen3un-andocmeponosama cucmema (PAAC)

Mma nannu, ye enHoBpeMenHara ynorpeba na ACE naxuburopu, anrnotensut ll-penentopHu
GNIOKEPH MJIM ATMCKHPEH NOBHIIABA PHCKA OT XUITOTOHHS, XUIIEPKAJIHEMHS U HAMAJIABaHE Ha
6Bb6peunara GyHkims (BKIIOUMTENHO ocTpa 6b0peyHa HenocTaTbYHOCT). [Topanu ToBa He ce
npenopbuBa ABoiiHO 6nokupane Ha PAAC upe3 komOunupanara ynorpedba Ha ACE nnxuburopy,
anrvoteHsuH ll-penentopuy 610KepH WIH aIMCKUpEH (BXK. TOYKH 4.5 1 5.1).

AKO ce TIpelleHH, Y€ TepanuaTa ¢ JBoiHO 610kHpaHe € abCcoMOTHO HeoOXo1MMa, TOBa TpsiOBa J1a
CTaBa caMo 1oj HabJIIoIeHHETO Ha CTIELIHAJIMCT U TPH Y€CTO BHUMATEJIHO MOHHUTOPHpaHe Ha
6b0peuHaTa QyHKLMS, €JIEKTPOJIUTHTE U KPbBHOTO HAJIATaHE.

ACE unxubuTtopu v anruorensut Il-peuentopuu 610kepH He TpsAOBa 1a ce U3MON3BAT €IHOBPEMEHHO
NpH NalMeHTH ¢ AnadbeTHa HedponaTus.

Jlaxmo3sa
ToBa nekapCTBO ChABPKA JIAKTO3a, NMALMEHTH € PEJIKH HACJICICTBEHH npo0sEMH KaTO HEMOHOCUMOCT

KbM TaJlakTo3a, IbJIEH J1aKTaszeH AepHLMT WK ManabcopOums Ha riloKo3a/ranakrosa He TpaOBa na
MpyUemMar TOBa JIEKapCTBO.

Hampuu

ToBa nekapcTBO ChAbpXka Mo-Majiko ot 1 mmol Hatpuii (23 mg) Ha TabsieTKa, T.€. MOXKe Jla Ce Kaxe,
ye NPaKTHYECKH HE ChJIbpiKa HaTPHH.

Vnompeba npu oeya

MMa orpaHnueH onur 3a epMKacHOCT U 6€30NacHOCT NpH Jiela Ha/l 6 TOAMHHU C XHIEPTOHH, HO HAMA
ONUT 3a Apyrure nokasanus. Hanuue ca orpannyeny papMakoKMHETHYHH JAAHHH TIpH iena Hal 2
mecena (Bx. cbilo T. 4.2, 7. 5.1 u 1. 5.2). bepaunpua He ce npenopbUuBa IpH Jiela 3a JIpyry noxkasaHms
OCBEH 3a XHUIEPTOHMA.

Enananpuii He ce npernopbuBa 3a HOBOPOZEHH H 3a Jiella ChC CKOPOCT Ha IJIoMepyiHa QUITpaLus

< 30 ml/min/1,73 m?, Thil KaTO HAMAa HAJIMYHW TaKUBa JaHHU (BXK. T. 4.2).

bpemennocm
Jleuenne ¢ ACE unxuburopm He TpsOBa na ce 3arnoysa 10 Bpeme Ha OpeMeHHOCT.
OcBeH ako NpojibibkaBaHeTo Ha JieueHHeTo ¢ ACE HHXMOUTOPH HE € OT ChLIECTBEHA BAXKHOCT,

NEYEHUETO Ha NMALMEHTKH, KOUTO N1aHupaT OpeMeHHOCT, Tpsi0Ba 1a ce NPOMEHH Ha JIpyry
AHTUXUNEPTEH3UBHU JIEKAPCTBA, KOUTO UMAT YCTAaHOBEH Npodui Ha 6€30MacHOCT Npw ynorpeda no

BpeMe Ha OpeMEeHHOCT.

[1pu ycranossBane Ha GpemenHocT, npunokennero Ha ACE nHxubutopy Tpsa0Ba 1a ce npeycTaHoBy

Pacoeu paznuuun
[Tono6no Ha apyru ACE uHXxnOUTOpH, eHananpmi € sBHO NO-Majiko €(EeKTHBEH 3a
KPBBHOTO HaJlsiraHe y YepHOKOKH MAllMEHTH, B CPABHEHHUE ¢ OCTAHAJIMTE, MOXKe O
YEPHOKOIKMTE MAaLMEHTH C XUIEPTOHHS YECTO Ca ¢ HUCKW HUBA HA PEHUHA.



4.5 B3aumoaeicTBHE C IPYIH JEKAPCTBEHH NPOAYKTH H APYrH (JOPpMH HA B3AUMOJEHCTBHE

Jexkapcmea, noguwiasauju pucka om anzuoeoem

ConbrerBainara ynorpeda Ha ACE HHXMOMTOpH cbe cakyOUTpHIl/BajicapTaH € NpOTHBOIIOKa3aHa, ThH
KaTO TOBa NOBHIIIABa pUCKa OT aHruoenem ( Bwk Touka 4.3 u 4.4).

CwnbrerBawiata ynorpeda na ACE unxubutopu ¢ pauekanorpun, mTOR nuxudburopu (Hanp.
CUPOJIMMYC, EBEPOJIMMYC, TEMCHPOJIMMYC) W BUJIAATJIMIITHH MOJKE J1a JIOB€/IE /10 TIOBULIEH PUCK OT
anrvoeneM (Bx. Touka 4.4).

Kanun-cvxpanssawyu ouypemuyu, Xxpanumennu 006asku, CbObpICAuyu KAl wid Kaiuu-cbO0bpicauju
3amecmumenu Ha Coama.

Bbripeky ye CepyMHMAT Kaluid OOMKHOBEHO OCTaBa B PAMKHTE Ha HOPMAaJIHUTE IPAaHULH, NIPH HAKOH
MAalMEHTH, JIEKYBAaHH C €HAJIalpWJl, MOXK€ Jla BB3HHMKHE XMNEpKaJIHeMHsa. YrnoTpedara Ha KajWH-
ChXpaHABall¥M JMypeTHLIM (Hanp. CNUPOHOJIAKTOH, TPUAMNTEPEH WM aMHIIOPH/), XPaHHUTEJIHH
no0aBky, ChbABPXKALIM KaJMH WIM KaJlUH-ChABPIKAILM 3aMECTHUTENH Ha COJITa MOXKE Jla JIOBEAE [0
3HAYUTEJIHO MOBHULIEHHE Ha cepyMHus Kanui. Tpabsa cbl1o na ce BHUMaBa, KOraTo €HaJlalpHil ce
npujiara €JHOBPEMEHHO C JIpyrd CpeACTBa, KOMTO TIIOBMIIABAT CEPYMHHs KaJlHH, KaTo Hamp.
TPUMETONPUM M KOTPHMOKca3on (Tpumeronpum/cyindamerokcason), TbH KaTO € H3BECTHO, ue
TPUMETOINPHM JIEeHCTBa KaTo KaJMH-ChXpaHaBall AMYPETHK 1noaobHo Ha amunopua. Ilopagu ToBa He
ce npenopryBa KOMOMHMpPAHETO Ha €HAJaNpHJ C TFOpPECNIOMEHATHTEe JiekapcTBa. AKO € I0Ka3aHa

ChIIbTCTBAILIA yroTpeba, Te TpsabBa na ce WU3MOA3BAaT C IOBHINEHO BHHMaHHWE W IIPH 4ECTO
npocjesBaHe Ha CEpYMHHs KaJIHH

Luxnocnopun
[Ipu coobreTBalia ynorpe6ba Ha ACE WHXMOMTOpPM € LIMKIOCIIOPDMH MOXK€ Jla BB3HMKHE

xunepkanuemus. [Ipenoprusa ce npocnensBaHe Ha CEPYMHUsA KaJIuH

Xenapuwn
[Ipu cenbsTeTBania ynorpeba Ha ACE MHXMOHUTOpPH € XE€napuH MOXKEe N1a Bb3HMKHE XHWIIepKaJIHeMus.

[IpenoppuBa ce npocnensBaHe Ha CEPYMHHS KaJIWH.

Jlsotino broxkupane Ha peHUHUH-aH2UOMEH3UH-AN00CMEPOHO8AMA CUCEMA

JlaHHHW OT KJIMHHUYHM IPOYyYBaHMs NOKa3BaT, Y€ ABOMHOTO OJIOKHUpaHE Ha PEHHH--
aHrmoreH3uH-ajnnoctepoHosara cucrema (PAAC) upes komObuHHupanara ynorpeba Ha ACE
MHXUOUTOpH, aHruoTeH3uH II-penienTopHy OJ10KEpH UM AITMCKUPEH Ce CBBP3BA C M0-BUCOKA YECTOTA
Ha HeXKeJIaHW ChOMUTHS, KaTO HalpuMep XWUITIOTOHHUS, XMIIEpKaAJIMEMHUS U HaMajisBaHe Ha ObOpeunara

GyHkMS (BKIIOYHTETHO ocTpa ObOpeuHa He0CTaTbYHOCT), B CPaBHEHHE € ynoTpebaTa camo Ha €/IHO
cpenctBo, aeictraiio Bspxy PAAC (Bx. Touku 4.3, 4.4 1 5.1).

Juypemuyu (muazuoru unu 6pumMKo6u ouypemuyu)

[TpeamecTBao jeyeHue ¢ BACOKH 103K ANYPETULIM MOJXKE J1a Z10Bejle 10 00eMeH 1€(ULIMT K 10 PUCK
OT XUMOTOHUS B HAYAJIOTO Ha JieueHHUeTo ¢ eHananpui (BXx. T. 4.4). XMnoreH3nBHUTE e(PEKTH MOrar /1a
Ce HaMaJlST ¢ MpeycTaHOBsIBAHE HAa AMYPETHKA, YBEJIMUEH NIPHEM HAa TEYHOCTH H COJIM WJIH Ype3

3ario4yBaHe Ha JICYCHHUETO C €HAJIAlIpHJl B HUCKH 103H.

Tpombonumuyu
ChobuiaBa ce 3a NMOBUIEH PUCK OT AHFHOE/IEM TIPH TTALMEHTH, NPUEMALIH €IHOBPEMEHHO aJITerjias3a ¢

ACE uHxXuOMTOpH, BIJIIOUHUTEIHO eHananpui (Bx. T. 4.4).

mTOR unxubumopu (Hanpumep CUpoOIUMYC, €6€PONUMYC, MEMCUPOIUMYC)
[TaLeHTHTE, KOMTO MOJIydaBaT CbNbTCTBAILO JieyeHHe ¢ mTOR unxuburopu, morate
M3J100K€HHM Ha MOBMIIEH PUCK OT aHruoenem (Bx. 1. 4.4). §
—~
—
%
%

Ko-mpumokcaszon (mpumemonpum / cyaghamenoxcason)



[laupenTuTe, NpUeMallli eIHOBPEMEHHO KO-TPUMOKCa30J1 (TPUMETONpPHUM / cynpameToKcasoll), Morat
na ObAaT W3J105KEHH HA NOBHLIEH PUCK OT Xunepkaivemus (Bx. T. 4.4).

lpyeu anmuxunepmenzusnu nexapcmaed
EnHOBPEMEHHOTO NPHUIIOKEHNE HA TE3U JIEKAPCTBAa MOXKE Jla YCHIIM XHIIOTEH3UBHHUTE €(PEKTH Ha

eHananpui. EAHOBpeMeHHOTO NpUIIOKEHHE C HUTPOTJIMLIEPHH U IDYTY HUTPATH WK IPYTH
Ba301MJ1aTATOPH CBILO MOXKE JIOITbJIHUTENHO J1a NMOHHKH KPBbBHOTO HaJISTaHe.

Jumuu
O6paTHMO NOBHILIEHHE HA KOHLEHTPALMHUTE HA CEPYMHHS JIMTHH U TOKCHYHOCT ca CboO11aBaHH NpH

e/IHOBpeMeHHOTO npuiiokenne Ha ACE nHXHOMTOpH M TuTHH. ETHOBPEMEHHOTO NPHIIOKEHHE C
THa3UIHH JMYPETHIM MOXKE JIOMBJIHATEIIHO J/1a YBEJIMYH HUBATA Ha JIMTHUS U PUCKA OT JINTHEBA
tokcuyHocT ¢ ACE unxuburopu. He ce npenopbuBa npujio)K€HHETO Ha eHaJlanpHil € JIMTHH, HO aKO
Ta31 KOMOMHALMS € HAJIOXKUTEIHA, TpsOBa BHUMATEIIHO J1a ce NMPOCIeAsBaT CEpYMHUTE HUBa Ha JINTHA

(BXk.T. 4.4).

Tpuyuxnuynu aumuoenpecanmu/aHmuncuxomuyu/anecmemuyu/Hapxomuyu

EHOBpPEMEHHOTO MPUJIOKEHHUE HA HIKOH aHECTETHLH, TPHLIMKIIMYHHA aHTHJIENPECAHTH U
aHTUncuxoTHuy ¢ ACE nHXxuOuTOpH MOXE Aa JoBeAe 10 AOITBIIHUTEIHO HaMaJIeHHe Ha KPBBHOTO
Hangrase (Bx. T. 4.4).

Hecmepouonu npomugoswvsnanumentu cpeocmea (HCIIBC)

[Mponsmwxkurentoro euenne ¢ HCIIBC morxe na nonwxu antuxunepreH3suBHusa edexrt Ha ACE
WHXUOHUTOpA.

HCIIBC (Bxmouurenno COX-2 uuxuouropu) n ACE nuHxuburopure uMat alMTHBEH €(PEKT BHPXY
MOBHMILIEHUETO Ha CEPYMHUSI KaJluii ¥ TOBa MOJXKe Jla 10BeJie 10 BiIolaBaHe Ha ObOpeuHaTa QyHKIus.
Te3u edpext 06MKHOBEHO ca 0OpaTUMH. Psiiko Moke 1a Bb3HMKHE OcTpa Ob0peyHa HeOCTaThYHOCT,
0CcOOEHO TNpH NalMEeHTH ¢ HapylleHa ObOpeyuHa (pyHKkuMs (Harp. Npy NalKMeHTH B CTapyecka Bb3pacT
WJIM TIPM TIALMEHTH ¢ 00eMeH NedULMT, BIUTIOYHTENIHO M TE3W Ha IMypeTHYHa Tepanus). [TauneHtnre
TpsiGBa aJieKBaTHO /1a Ce XMAPATHUPAT U TpAOBa J1a ce MMa NpeABU ITpociieiaBaHe Ha ObOpeyuHara
¢yHKIMS NIpU 3aniouBaHe Ha €HOBPEMEHHA Teparus U NEPHOIHYHO Cle]l TOBA.

3Inamo
Panko ca noxjaaBaHW HUTPUTOMIHU PeaKLMH (CMMNTOMH, BKJIOYBAIIM 3a4epBABaHE Ha JIULIETO,

rajicHe, MOBPbIIlaHEe U XUTIOTOHHS) NP NAaLMEHTH Ha Tepanus ¢ MHKEKIMOHHA (popMa, ChbabpiKallla
31aTo (HaTpUEB aypoTHOMaar) U efiHoBpeMeHHo neyenne ¢ ACE HHXHOUTOPH, BKIIOYUTEIIHO
eHaJ1arnpuiJi.

Cumnamuxomumemuyu
CUMNaTUKOMHUMETHLIMTE MOTAT J]a HaMaJlsT aHTHXUnepTeH3uBHuTe epektu Ha ACE nuxuburopure.

Anmuouabemmnu

EnuaemMuonoryyHuTe NpoyuBaHus npeanojarar, 4e eIHOBpeMeHHOTO npuioxenue Ha ACE
MHXUMOUTOPHU M anTHAKMabeTHH cpeacTBa (MHCYJIMH, NIEPOPAIHU XHIIOMIMKEMHYHH CPE/ICTBA) MOXKE J1a
N0BEJIE 10 YCHIIH MOHWXKABALIMAT KpbBHATA 3axap e(eKkT ¢ pUCK OT XHroraiukeMus. To3u penomen

BB3HMKBA OCOOEHO Mpe3 NbPBUTE CEJIMHIIA OT KOMOMHUPAHOTO JICYEHHE, KAKTO W TMPH NALMEHTH C
OBOpeuHo yBpexaane (Bx. T. 4.4 n 4.8).

Memdpopmun
Ennospemennara ynorpe6a Ha ACE unxuburopu ¢ Mmer()OpMHH MOJKE J1a NMOBHILIM PUCKA OT JIaKTaTHA

aluj103a (BeposaTHo nopaau 6s6peuno yspexkaane). [lopaam ToBa meThopMuH TpsaOBa /1a ce_U3nenlna
C TTIOBULLEHO BHUMAHHWE MPHU PUCKOBH MALMEHTU U € HEOOXOIMMO BHUMATENHO NPOCiie/igjfe
ObOpeuHara pyHKLMSA.

Anxoxoun
ANKOXOIBbT YCHIIBA XHIIOTeH3UBHUA edekT Ha ACE nuxuburopwure.
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Ayemuncanuyuiosa kucenuna u bema-onokepu
Enananpun moske a ce npuiara 6€30rnacHo e/IHOBPEMEHHO € alleTHIICAJIMIIMIOBA KHCelInHa (B
Kap/IMOJIOTUYHM J1031) K OeTa-0J10KepH.

4.6 DeprHanter, OpeMeHHOCT H KbpMeHe

bpeMeHHOCT

Vnorpe6ara Ha ACE MHXMOUTOPH HE ce NpenopbyBa 1npe3 MbpBHs TPUMECTbP Ha OpeMeHHOCTTa (BIK.
T. 4.4). Ynorpebara Ha ACE uHXMOUTOPH € NPOTHBOINOKA3aHa Npe3 BTOPU U TPETH TPUMECTBP Ha

oOpemenHocTTa (BX. T. 4.3 1 4.4)

EnuieMHo0riuHH JaHHW OTHOCHO PHCK OT TEpPaTOreHHOCT ciel ekeno3uimsa Ha ACE nuxuburopu
[0 BpeMe Ha ITbPBHs TPUMECTBP Ha OPEMEHHOCTTA He ca yOeAMTEeIHH; BbIIPEKH TOBA HE MOXe J1a ce

U3KJIKOYH JIEKO INMOBHLIABAHEC HA PHUCKA.

OcBeH ako npoabkaBaHeTo Ha jiedeHHeTo ¢ ACE MHXMOHUTOpH HE € OT ChIECTBEHA BAXKHOCT,
JIeYeHUETO Ha MALMEHTKH, KOUTO TUIaHUpaT OpeMEeHHOCT, TpAOBa /1a ce MPOMEHH Ha JIpyTH
AHTUXUIEPTEH3WBHH JIEKAPCTBA, KOUTO UMAT YCTAHOBEH NPpOodu Ha 6€30MacHOCT NpH ynoTpeoda 1o
Bpeme Ha OpeMEHHOCT.

[Ipu ycranossaBane Ha OGpeMeHHOCT, npuiokeHHeTo Ha ACE uHXHOMTOpH TpsiOBa 11a ce npeycTaHOBH
He3abaBHO, U, aKO € YMECTHO, TpsAOBa J1a ce 3ano4yHe pyra Teparms.

HzgecTHO e, ue ekcnosuuuaTa Ha ACE uHXUOUTOpHU 11pe3 BTOPH H TPETH TPUMECTBP OKa3Ba
deroTokcuuHOCT y X0opa (HamasieHa 6b0peuHa (pyHKLMs, OJIMrOXHAPaMHHOH, 3a0aBeHa ocHpHKaLus
Ha YyepenHUuTe KOCTH) U HEOHATaJlHa TOKCHYHOCT (0bOpeyHa HeOCTaThYHOCT, XHITOTOHHH,
XUrepkaauemus) (Bx. oo T. 5.3).

OJIMroXnIpaMHHOH NPH MaiKaTa, BEpOsTHO BCIEACTBUE Ha HamasleHa ¢eTanHa 0b0peyHa pyHkums,
ce NMOsBSBA MU MOJKE /la IOBEE 0 KOHTPAKTYPH Ha KpalHULIUTE, YEPENHO-JIULIEBH N€(POPMALIUH H
XHIIOMJIACTUYHO pa3BuTHE Ha Oenns apoo.

[Tpu excnosuums Ha ACE nHxuburop npe3 BTOpH TPUMECTBP Ha OpeMEHHOCTTa ce Npenopb4Bar

yJATpa3ByKOBO H3ciie/iBaHe Ha ObOpeuHaTa (hyHKLHMs U uepera.
Kvpmauera, unuto maiiku ca npueManu ACE nnxuburopu, TpsOBa na ce npocne/isiBaT MHOTO

BHMMATEJIHO 3a XUIOTOHHA (BXK. cbllo T.4.3 u 4.4).

KbpMeHe
OrpanuueHn papMakOKMHETHYHU IAHHHU MOKa3BaT MHOI'O HUCKH KOHIIEHTPALMH B KbpMaTa (BX. T.

5.2).

Bbnpeku ue Te3u KOHLUEHTPALMK U3IJIeX/1a HAMAT KJIMHUYHA 3HaYMMOCT, yroTpebarta Ha bepiaunnpu
[10 BpeMe Ha KbpPMEHE He Ce MpernopbyBa NpH NpexaeBpeMeHHO POICHH KbpMayeTa H npe3 NbpBUTE
HAKOJIKO CEJIMMLH CJ€ll PaKIaHETO, MOPAAH XUINOTETHYEH PUCK OT CHPAEYHO-CHJI0BH M OBOpeUHY
e(eKTH U NOpajIy JiurcaTa Ha A0CTaTb4YHO KJIMHHYEH OTHT.

[Ipy no-ronemu kbpmaueta, ynorpedbara Ha bepnunpui oT KbpMeliaTa Maika MOXKe J1a ce WMa
NpeBH1, aKO JIEYEHHETO € HeoOX0AMMO 3a MaliKaTa M ako JIETETO ce Habio/1aBa 3a BCAKAKBH
HEXXEJIaHU €(PEKTH.

DepTHINTET
He ca npoBexnanu npousanus 3a epexra Ha bepnunpuil BbpXy pepTHiIMTeTa 1P
[TpoyuBanusTa 3a penpo/lyKTHBHAa TOKCHUYHOCT T10Ka3Bar, Y€ €HaJIanpujl HiAMa €
bepTHnUTETA U PENPOLYKTUBHATA CIIOCOOHOCT TIPH TJIHXOBE.
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4.7 EdexTn BLpXy cnocodHocTTA 32 I1opHpaHe H padoTa ¢ MAIHHK

TpsaGsa na ce ma npeaBUa Ye Npu WwodupaHe ik npu padoTa ¢ MallMHKU NOHIKOra MOKe /1a
Bb3HUKHE 3aMalBaHe WK OTTIAa/IHAJIOCT.

4.8 Hexenann JleKapCcTBEHH peaKNHH

HU3non3Ba ce cieaHara 4yecrora 3a KHHCH(bHLIHpHHE Ha HEKEJIAHH JIEKAPCTBCHH PCAKLIHH.

MHoro yecTu: > 1/10

Yecru: >1/100 no < 1/10

HeuecTn: >1/1 000 no < 1/100

Penxu: > 1/10 000 no < 1/1 000

MHOro peaku: < 1/10 000,

C Heu3BECTHA YECTOTA (OT HAJIMYHUTE JJAHHHU HE MOXke J1a ObJ/ie HanpaBeHa OLIEHKa 3a
YecToTaTa).

Hapyuienus Ha KpbBTa ¥ IMM(pHATA CUCTEMA

Hevecmu: AHeMus (BKJIFOUMTEITHO arulaCTUYHa U XeMOJIMTHYHA)

Peoxu: HeyTrpornenus, NoOHW)XeHHE Ha XeMOrJIOOMHa, NOHWKEHHE Ha
XEMAaTOKpHTa, TPOMOOLIMTONEHHS, arpaHyJIOLIMTO3a, NOATHCKAHE Ha
KOCTHO-MO3b4HaTa (yHKIIHS, MAHUMTONEHUS, TuMpaneHonaTus,
aBTOMMYHHH 3a00J11BaHUs

Hapyienus Ha eHIOKpHHHaTa CHCTEMA.
C neuseecmua vecmoma:  CHHAPOM Ha HEOCTAThYHA CEKPELIMSA Ha aHTHIMYPETHUYEH XOPMOH

(SIADH)

Hapyienus Ha Mmetaboau3zMa U XpaHEHETO
Heuecmu: Xunornukemus (Bx. T. 4.4)

C neussecmna wvecmoma:  JlakratHa auunosa (Bx. T. 4.5)

HapyllieHus Ha HEpBHAaTa CUCTEMA U NICUXWYHH HapYLIEHUS]

Mnozo uecmu. 3amaliBaHe

Yecmu. ['naBoGonue, nenpecus, CUHKOI, NPOMsHa Ha BKyca

Hevecmu: OOBbpkBaHe, CbHIMBOCT, 0€3CHbHHE, HEPBHOCT, MapeCTE3WH, BEPTUTO
Peoku: Heobuuaiinu cbHU1IA, HAPYLIEH CbH

HapylneHus Ha oyuTe
Muozo vecmu: 3aMbBITIEHO BH)K/1aHE

Hapymienue Ha yXxoTo ¥ 1abupHHTa
Hevwecmu: LLlym B ymuure

CBpﬂEHHH H CbJ/IOBH HAPDYUICHHA

Yecmu. XHUNoToHHUs (BKJIFOUMUTEIHO OPTOCTATHYHA XUITOTOHUA), OOJKa B
bpJANTE, PUTBMHH HapYLLEHUs, aHI'MHA NEKTOPUC, TaXHKapans
Hevecmu: OpTocTaTHYHA XHIIOTOHHMS, 3a4epBsiBaHe, NaJNUTALMU, HHPapKT Ha

MHOKap/ia MM MO3bUHO-Ch/I0B HHIIMAEHT , BEPOSTHO NMPHIMHEH OT
EKCLIECHBHA XUITOTOHUSA NPH BUCOKO-PUCKOBH NALMEHTH (BXK. T. 4.4)
Peoxu: deHomeH Ha PeliHo




PECHHE&TG}’)HH, 'PbJIHH H MEJIHACTHHAJIHHW HAPYIIICHHWA

Mnoeo vecmu. Kaunuvna

Yecmu: 3anyx

Hevecmu: PuHopes, Bb3najieHo I'bpiio W Apesras rijac, Oponxocnasbm/acTma

Peoku: BenonpoOHU MHOUIITPATH, PUHHT, aJIEpruyeH ajBeoJIMT/€03MHO(HIIHA
NMHEBMOHUA

CToMalllHO-YPEBHU HapYLIEHWUS

Mmnozo yecmu: [anene

Yecmu. Jlnapus, 6onka B Kopema

Hevecmu: Hneyc, naHkpeaTuT, NOBpbIIAHE, IUCIIENICHA, KOHCTHIALKMS, aHOPEKCHA,
CTOMaILIHO J1pa3HEHe, CyXO0Ta B yCTaTa, NenTH4YHa si3pa

Peoxu: CtomaTuT/apTO3HH yJLEpaUMH, IJIOCUT

Mhnozo peoxu: UpeBeH aHruoeziem

Xenaro-OMnUapHU HapYLICHUS
Peoku: YepHoapobHa HEQOCTATBYHOCT, XENATUT — XETATOLIENyIapEeH HIIN

X0JIECTAaTHYEH, XENaTHUT, KONTO BKJIIOYBAIl| HEKPO3a, X0JIecTasa
(BKJIIOUMTENTHO XKbJITEHULA)

Hapyienus Ha Ko)kaTa ¥ NOAKOXKHaTa ThKaH
Hecmu: OOpuB, CBPbXYYBCTBHUTEJIHOCT/aHTHOEIEM: MMa IaHHH 3a aHTHOEJIEM,

o6xBalal JIMIETO, KpaHHULIUTE, YCTHUTE, €3UKa, TTI0TUCA U/ WK
napuHkca (Bx. T. 4.4)

Heuecmu: Iluacdopesa, cbpbex, ypTHKapHus, anoneums

Peoxu: Epurtema myntudopme, cunapomM Ha CTHBBHC-/[PKOHCBH, eKC(poIHaTHBEH
JIEPMATHUT, TOKCUYHA eNMUiepMallHa HEKPOIU3a, IeMQHuryc,
epUTPOJIEPMHS

C neuszgecmua vecmoma:. CboOl1aBaH € CUMIITOMOKOMIUIEKC, KOUTO MOXKE J1a BKJIIOUBA HAKOH
WA BCUYKH OT CJIeJHUTE: NOBHILIEHA TEMIIEpaTypa, CEPO3UT, BACKYJIHT,
MHAJITHSA/MHO3UT, apTpairus/apTpuT, NonokUTeIHH ANA, 1oBULIEHO
CVYE, eo3uHoduinns u neBkonyro3a. MoraT fa Bb3HMKHAT OOpHB,
(OoTOUYBCTBUTEITHOCT WIIH APYT'H KOXKHH H3SBH.

HapyiiieHus Ha MYCKYJIHO-CKeJIETHaTa CUCTEMA M ChE€/IMHUTEJIHATA ThKaH
Hevecmu: MyCKyJIHU KpamIuy

Hapyiienns na 0b0peuure v NMKOYHUTE NbTHIIA

Heuecmu: Hapyuiena 6n0peuna ¢pynkums, 0b0peyHa HeI0CTaTbYHOCT,
NPOTEUHYpPHA
Peoxu. Onuroypus

HapyiieHus Ha Bb3NPOU3BOAMTENHATA CUCTEMA W I'bp/laTa
Heuecmu: UMNOTEHTHOCT
Peoxu. [ MHekoOMacTu4

OO1114 HapylIeHus U €PEKTH Ha MACTOTO Ha NPHIIOKEHHE

Mnozo vecmu. AcTeHuns
Hecmu. YMopa
Hevuecmu. O01110 HEP3MOJIOXKEHHE, ITOBUIIIEHA TEMTIEpaTypa

H3cnenBanus
Hecmu: XurepkajimeMmus, NOBUIIEH CEPYMEH KpeaTUHHH
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Hevecmu: [ToBulIEHA KpbBHA Ypes, XHIIOHATPHUEMHUS
Peoxu: [loBuinenue Ha HEPHOAPOOHHUTE €H3HUMHM, NOBHIIIEHUE HA CEPYMHUS
OMIMpyOHH

CphobulaBaHe Ha NOJI03MPAHH HEXKEIAHU pEeaKLIuU

CroOuaBaHeTo Ha NOJI03UPaHU HEXKeJIaHW peaklLMH ClIell paspeulaBaHe 3a ynorpeda Ha JiekapCcTBEHHS
NPOAYKT € BaxkHo. ToBa no3BosiABa j1a NpoAb/KH HaOJIIO/IEHUETO Ha ChOTHOUIEHHETO 0JI13a/pUCK 3a
neKapcTBEeHUs NpoayKT. OT MEULIMHCKUTE CNELIMAJIMCTH CE U3MCKBa /1a choOLI1aBaT BCsika
NoJl03WpaHa He)KeslaHa peakuus Ype3 HallMoOHalHa CUCTeMa 3a ChoOlaBaHe:

HM3nbanuTesina areHiys no jekapernara

yn. ., Jlamsn ['pyeB” Ne

1303 Copus

Ten.: +359 28903417

yebcaiiT: www.bda.bg

4.9 Ilpepo3upane

3a npeo3MpaHe y Xopa ca Hajlvle OrpaHu4eHH JaHHU. Hal-xapakTepHuTe CHMIITOMM NpH
npejo3upaHe, HabJIo1aBaHu 3acera, ca U3pa3eHa XMIOTOHU, KOATO 3arl04yBa 0KoJ1o 6 yaca ciel
npveM Ha TabJIeTKUTE, ¢ EAHOBPEMEHHO OJIOKMpaHE Ha pEHUH-aHT'HOTEH3MHOBATa CUCTEMA U CTYIOP.
CuMnToMHTE, CBBP3aHH ¢ npeno3upane Ha ACE uaxuburopu, Morar na BKIIOYBaT LIMPKYJIaTOPEH
110K, €JIEKTPOJIMTHHU HapylieHHus, 0bOpeyHa HelOCTaThYHOCT, XMITIEPBEHTHIIAlM, TaXUKapAus,
najanuTaly, Opaaukapans, 3aMasHOCT, O€3MIOKOMCTBO U KalUlUla.

Cnen npuem Ha 300 mg u 440 mg eHalanipHJIOB MaJsieaT C€ ONMpeENAT CEpYMHH HHBa Ha €HaJlanpu/ar
cbOTBEeTHO 0K0J10 100- 10 200 mbTH NO-BHCOKH OT OOMYaHHUTE TIPH TEPANICBTUYHH 1O3M.
[IpenopbUBaHOTO JieYeHUE HA NPENO3UPAHE € UHTPABEHO3HA UH(Y3HUS HAa H30TOHUYEH (PU3HONOrNYEH
pa3TBop. [IpU Bb3HHKBaHE HA XUTNIOTOHMA, NALMEHTHT CE MOCTaBsd B aHTUIIOKOBO noJioxkeHue. [1pu
HaJIMYMe MOXKE [la Ce MMa MpeaBUA U NpUJIokKeHrue Ha MHPY3usa Ha anruoTeH3uH 11 u/unu
WHTpaBeHO3HA HH(QY3Hs Ha KaTexoJlaMUHH. AKO TabJIETKUTE ca IPHETH HACKOpo, TpsAOBa Ja ce
npeanpyeMar MepKH 3a eJIMMUHHApaHE Ha €HAJTalpUIIOB MaJleaT (Hamnp. NoBpblllaHe, CTOMalllHa
NPOMMBKa, NMpHIoKeHHe Ha abcopOeHTH unu HatpueB cyndar). Enananpunar Moxe J1a ce OTCTpaHH
OT CUCTEMHATA LIMPKYJlalus uype3 xemoauanusa (Bx. T. 4.4). Ilpu pesucTeHTHA Ha JIeYeHHe
Opaaukapaus € nokasaH nemcMerdkbp. JKU3HEHHTE NOKa3aTeNli, CEpPYMHHUTE €JIEKTPOJINTH H
KOHIIEHTpALIUUTE Ha KpeaTHHHHA B cepyMa TpsaOBa NMOCTOSHHO J1a C€ MOHUTOpHpAT.

5. @MAPMAKOJIOI'MYHU CBOUCTBA

5.1 ®dapMakoAHHAMHYHH CBOHCTBA

(dapmakoTepaneBTHYHA rpyna: HHXHOMTOPH HAa aHTMOTEH3UH-KOHBEPTHPALLHUS €H3UM
ATC kon: CO9AAQ2

bepaunpun (enananpujoB majieaT) € MajleaTHa COJ1 Ha €HaJlafnpuil, IPOU3BOHO Ha JIBE aMHHO-
kucennnu, L-ananun v L-nposinH. AHrHOTEH3UH-KOHBepTUpauusT en3uMm (ACE) e nentuann
JIMIENTHa3a, KOSTO KaTajlu3upa NpeBpbllaHETO Ha aHTMOTEH3MH | BbB BA30OKOHCTPUKTOPHOTO
pellecTBo anruoreHsuH Il. Crien pe3opOuudaTa, eHalanpuIoB MajieaT ce XUAPOIu3upa 10
eHananpunar, koito uHxubupa ACE. Muxubupanero na ACE Boam no Hamanienue Ha aHriorensuH 1l
B n1a3mara. ToBa BOJIM 10 YBEJIMYEHHE HAa aKTUBHOCTTA Ha pEHUHA B 1uU1a3mara (rnopajm
OTCTPaHABAHETO Ha OTpHllaTesHaTa oOpaTHa Bpb3Ka BbpPXY CEKpeLMsiTa Ha pEHUH) U HaMaJleHa
CeKpelms Ha ajiloCcTepoHa.

ACE e upentuuen ¢ kuHuHaza L. Ilopaay ToBa € Bb3MOXKXHO bepaunpuil Cbilo Aa UHX
pa3rpaxiaHeTo Ha OpaaAMKMHUHA, MOLLIEH Ba3oJienpecopeH nentu. Ponsra Ha TO3H
OTHOIIIEHHE TepaneBTHYHUTE e(PEeKTH Ha eHalanpuil octasa a Oblie u3scHeHa.

MexaHu3bM Ha IENCTBUE
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BLHPCI{H ye ce CUMTa, e MEXaHHU3MBT, 110 KOUTO BEPI]HHPHJI IMOHWKABA KPbBHOTO HAJIATI'AHC €
I['bPBHYHO HHXH6HPHHE Ha PCHHH-AHTITHOTCH3HWH AJIJ1IOCTEPOHOBATA CHCTCMA, CHAJIANPHII OKa3Ba
AHTHXHUNEPTEHIUREH E{I]EKT NOPH U TIPH NALIHEHTH € HUCKO-PECHHWHOBA XHIICPTOHHA.

(dapMakoIMHAMHYHH €PEKTH

[Ipunoskenunero Ha bepnunpun Boax 10 NOHWKaBaHe Ha KPbBHOTO HalsiraHe KaKTO B JIErHajlo, Taka v
B M3MPaBEHO NMOJIOYKEHHE NIPH NALIUEHTH C XUIEPTOHUS 0€3 3HAUNTE/THO MOBUILIEHWE Ha ChpAeYHaTa
4yecToTa.

Psiiko Bb3HMKBA CUMIITOMATHYHA OPTOCTATUYHA XHUINTOTOHUS. [1pH HIKOM NallMEeHTH MOJKe /1a ca
HEOOXOAUMH HAKOJIKO CEIMHIIH JISUEHHE 3a JOCTUIaHE Ha ONTHMAJIHO NMOHHKEHHE Ha KPBBHOTO
Hansrase. BHe3anHoTo npeycTaHOBABaHE Ha NMPHJIOKEHUETO Ha bepiaurpun He BOH 10 pA3KO
NOBHIIEHUE Ha KPBBHOTO HaJjiAraHe.

EdextuBHoTo nnxubupane Ha ACE akTHBHOCTTa OOMKHOBEHO HacTbNBa 2 110 4 Yaca cnell nepopajieH
NpUeM Ha eIMHUYHA 1032 eHATanpwiIoB MajeaT. HayanoTo Ha aHTUXMIIEPTEH3UBHHUS €(eEKT ce
Hab/10/1aBa B MOBEYETO ciiyyau ciefi | yac, a MaKCHMAaJTHOTO NMOHMKEHWE Ha KPbBHOTO HajisraHe — 4
no 6 yaca cnen npuema. [IpoaAB/IDKMTENTHOCTTA Ha ACHCTBUE 3aBUCH OT fo3aTta. Ilpu
NpenopbUYUTEITHATE 1031 00aye, aHTUXUNEPTEH3UBHUAT U XEMOAMHAMHYHUAT e(EKT ce MoAAbpxKaT
noHe 24 yaca.

XeMOqHHAMUYHHUTE MTPOYUBaHUs NP MALMEHTH C eCEHIIHAJIHA XMNEPTOHHA 10Ka3BaTt, ue
NIOHWKEHUETO Ha KPHbBHOTO HAJIATaHe Ce CHIIPOBOXK/1a OT HaMaJleHHE Ha NEpU(PEPHOTO apTEPHATTHO
CHIPOTHBJIEHHE M YBETUUEHHE HA ChPACUHHUS MUHYTEH 00€M, HO ¢ Masika WK 0e3 poMsHa B
cbpieunaTa yectora. Cnen npuem Ha bepnunpui ce nosuiasa 6b0peYHUAT KPBBOTOK, a CKOPOCTTA
Ha rJIoMepyJiHaTa (puaTpalMsa ocTaBa HerpoMeHeHa. HsaMa npusHany Ha 3a/ipbiKKa Ha HaTpUH U BOJa.
O6aye npu NaieHTH ¢ HUCKA CKOPOCT Ha rioMepyiiHa GuiITpaums npejiu JieUeHHeTo, Ta3i CKOpOCT
OOMKHOBEHO CE€ yBEJIMYaBa.

B KJIMHMYHHM KpaTKOCPOYHHM NPOYYBaHMs NPU NaLMEHTH ¢ ObOpeuny 3abosiaBaHus ¢ WK 0e3 nuader
cJiel MPUEM Ha €HaJalpuIOB MaJleaT ce HabJlolaBa HaMaJleHHe Ha aJlOyMUHYpHATA, KaKTO U Ha
ekckpeuusTa Ha IgG 4 Ha NPOTEUHH € ypUHAaTa.

[Tpy KOMOMHHPAHO TIPUIOKEHHE C THA3UIIHH IAUYPETHLIM, MOHWKABALIMAT KPbBHOTO HaJlsTaHe e(eKT
Ha Bepnunpui e Hail-MaJIKOTO aAUTUBEH. bepiiMnpuil MOXKE J1a HaMaJli WM Npe/inasy oT nposiBaTa Ha
TUHa3UJI-MHAYLMpaHa XUIIOKaJIHeMHUs.

[TpuiioXKeHHUETO Ha EHATATIPWIOB Maineat (IepopajHO MJIM UHTPABEHO3HO) NPH NMALUEHTH ChC
ChpJlI€YHa HEJIOCTATHYHOCT Ha JIeYeHUe C JUIHTAJIUC Y IMYPETHLIH, BOAU 10 HAMaJICHHE Ha
nepupepHOTO CHIPOTUBIIEHUE U KPBBHOTO HaJiArane. ChbpIeYHUAT MHHYTEH 00€M ce MoBHMlilaBa, a
chp/ieyHaTa yecToTa (OOMKHOBEHO MOBHILEHA NPHU NMALMEHTH ChC Chp/IEYHa HELOCTATBYHOCT), Ce
NnoHWxkasa. benoipoOHOTO KaNnWIApHO 3aKJIMHEHO HaJlsraHe Chlo ce NnoHwkasa. dusnyeckara
M3ABPKIIMBOCT M TEKECTTa Ha ChP/IEYHA HEeJlOCTaThYHOCT (cropet kputepunure Ha New York Heart
Association) cbl0 ce 1moj1o0paBat. Te3u edekTu ce 3ana3Bar npu XpOHHYHO JIEYEHHUE.,

Enananpui 3a6aBs nporpecusTa Ha Aujiataius/yBeJanueHe Ha ChbpLETO U Chp/ieyHaTa
HEJI0CTATHYHOCT TP MALMEHTH C Jieka 10 yMepeHa Chp/ledHa HE0CTaThbYHOCT, KOETO ce 00sCHsIBA C
HaMaJIeHUE Ha JIEBOKaMEPHUS KpaeH AUAcTOJIEH U CUCTOJIEH 00eM M yBeIMUEeHHE Ha (PpaKIUaTa Ha

H3TIIaCKBAHC.

Knnnuuna epykacHOCT U 0€30NaCHOCT
[Tonynanusa ¢ acuMnToMaTH4Ha jieBokamepHa JMChyHkuns (JIKDH<35 %) e npoyyena B
MHOTOLIEHTPOBO, PaH/IOMU3HPAHO, ABONHO-CIIANO, M1ale00-KOHTPOJHPAHO NpoyYBaHe (MPOY4YBaHETO
SOLVD Prevention). 4228 naudeHTa ca paHJloMU3UMpaHy W nojayyasar niauebdo (n=2117) uinu
eHananpunoB Manear (n=2111). B nianedo-rpynarta ce Habmoasar 818 ciyyas Ha cbpaeyuHa
HEAOCTATHLYHOCT WK cMBpTEH U3Xo/ (38,0%), B cpaBHeHue ¢ 630 ciyyas 1ipyu eHaJlanpujioB Majiear
(29,8%) (Hamanenue Ha pucka: 29%; 95% nosepurenen uutepsan: 21-36%; p<0,001). 518 nannenTa
ot nuanedo-rpynara (24,5%) u 434 or rpynara ¢ eHajganpuios manear (20,6%) ymupary
XOCIIMTAJIM3UPAHH 110 MOBOJI HOBOMNPOsIBUJIA C€ WJIK BJIOLLWIA CE Chp/leYHaTa HEAOGFARRYHO
(namanenue Ha pucka: 20%; 95 % nosepuresnien unrepsai: 9-30%; p<0,001). I
[Tonynaims ¢bC CUMIITOMAaTHYHA 3aCTOHHA Chp/I€YHAa HEIOCTATbYHOCT NOPaJI uI
(dpaxums Ha u3rnackane <35%) e npoyueHa B MHOTOLICHTPOBO, paHI0OMH3HPa
njanebo-KoHTpoupaHo npoyurate (npoyusanero SOLVD treatment). 2569 na
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KOHBEHLIMOHAIHO 3a CbpJIEHHAa HEJI0CTAaThbYHOCT, Ca PaHAOMU3UPAaHU 11a nojiyuasar riaauedo (n=1284)
uiu Ha edananpun (n=1285). B nnauebo rpynarta ca Hadmoaasauu 510 cmbpThHy cnyyas (39,7%), B
cpaBHeHue ¢ 452 (35,2%) B rpynara ¢ eHaJlanpuJoB Maneat (Hamajnenue na pucka: 16%; 95%
nopepuTesieH uurepBai: 5-26%; p=0,0036). B nnauedo rpynara ca Habmonasanu 461 cMbpTHH
cllydasi OT Cbp/I€UHO-CBHI0BH 3a00J1siBaHKA B cpaBHeHMe ¢ 399 cnyyas B rpynara ¢ eHananpui
(Hamanenue Ha pucka: 18%, 95% nosepurenen unurepsai: 6-28%; p<0,002); Toa ce 0OacHsBa Hali-
BEYEe C HaMaJIeHWe Ha CMBPTHHUTE CJIy4au Mo NOBOJI HalpelHaj1a ChpjleyHa HelocTaTbyHOoCT (251 B
niaanebo-rpynara cnpsamo 209 B rpynata ¢ eHananpujioB MajieaT; HamajieHue Ha pucka 22%, 95%
NOBepHUTENEH UHTEpBA: 6-35 %). [lo-mMasika yacT OT NAaLMEHTHTE YMHUPAT HJIM Ca XOCIIUTaJIM3UPaHH
110 NMOBOJ1 BJIOILIABAHE Ha ChpevHaTa He0CTaThYHOCT (736 B nuanedo-rpynara v 613 B rpynara c
eHaJIanpuJIOB MaJieaT (HamasieHue Ha pucka 26%; 95% nosepurenen uurepsan: 18-34%; p<0,0001).
KaTo 061110, eHananpu/ioB MajieaT HaMalsiBa PUCKa oT MH(MapKT Ha MUokapaa ¢ 23% (95%
nosepurenieH uatepsan: 11-34%; p<0,001) u pucka oT XocnuTaIM3UpaHe 110 NOBOJA HECTAOUITHA
anruHa nexktopuc ¢ 20% (95% nosepurenen unrepsai: 9-29%, p<0,001) B npoyusanero SOLVD npu
MalMEHTH C JIeBOKaMepHa AUCHYHKILIMSA.

J[Be ronemu panaomuzupand kouTposiipaiu npoyusaHus — ONTARGET (ONgoing Telmisartan
Alone and in combination with Ramipril Global Endpoint Trial - Texymo rnobanHo usnursane 3a
KpaiiHH TOYKH Ha TeJIMMCapTaH, CaMOCTOATENHO U B KOMOMHaLus ¢ pamunpun) ¥ VA NEPHRON-D
(KnuHH4HO npoyuBaHe CBbP3aHO ¢ pa3BUTHE HA HedpornaTHs NpU AWabeT, NpOBEAEHO OT
MHHHCTEPCTBO 1O BBIIPOCUTE HA BETEPAHUTE) — MpOy4YBaT ynorpedara Ha komOuHamaTa ot ACE
MHXHOUTOP M aHrHoteHsuH Il-peuentopen bnokxep.

ONTARGET e npoyuBaHe, NpoOBEAE€HO NPH NaLMEHTH C aHaMHe3a 3a CbPAECYHO-CBA0BA UIIU
MO3BYHOCH0BA 00JIECT, MK 3aXapeH AUaleT THIl 2, IPUAPY)KEHHU C JaHHH 3a YBpeXKJaHe Ha
eexropum oprani. VA NEPHRON-D e npoyuBaHe npu nauMeHTH cbC 3aXapeH auader tvn 2 u
nuaberHa Hedponatus.

Te3un npoyuBaHus He NOKA3BaT 3HAUMM Os1aronpusTeH edexr BbpXy 0b0peyHuTe /M crpieuHo-
CHAOBHUTE MOCJEINIIM U CMBPTHOCT, KaTO ChLIEBPEMEHHO ca HabJ110/1aBaHH MOBUILEH PUCK OT
XUIIEpKAJIMEMHSI, OCTPO YBpeXKJaHe Ha ObOpeuTe W/HIM XUITOTOHHS B CPAaBHEHME C MOHOTEpaIMsITA.
KaTto ce umar npeaBuj cXoaHuTe UM hapMakoAMHAMUYHHU CBOMCTBA, T€3H Pe3YJITaTH ca NPUJIOKUMU
u 3a 1pyri ACE unxuburopu v anruorensul Il-peuentopnu 6oxepwu.

ACE unxuburopu n anrnorensux Il-peuentopum 610kepu ciieioBaTesHO He TpsiOBa a ce U3Mon3Bar
eZJHOBPEMEHHO IPU NALMEHTH ¢ AMabeTHa HedponaTHs.

ALTITUDE (Knuau4yHO npoyuBaHe NMPOBEACHO C AJIMCKUPEH NPH NALMEHTH ChC 3aXapeH auabet TvM
2 ¢ M3M0JI3BaHe Ha CbPACYHO-CBHIOBU U OBbOpeyHu 3a001siBaHUs KaTO KpaHHU TOYKH) € NMPOYYBaHE,
npe/Ha3HayeHo Aa U3CcjieBa 11o3aTa oT 100aBSHETO Ha aJIMCKUPEH KbM cTtaHAapTHa Tepanus ¢ ACE
UHXHOUTOP MJIM aHrwoTeH3uH ll-perienTopen O0Kep NpH NAaLMEHTH ChC 3aXapeH AHadeT THI 2 U
XpOHUYHO OBOpeuHOo 3a00igBaHe, ChbpPAEUYHO-CHA0BO 3a00JaBaHe WK U aBete. [IpoyuBaHeTo e
NpeKpaTeHo MPeXAEBPEMEHHO NOpaJiv NOBUILIEH PUCK OT HeOnaronpusaTHU nocyieauuu. Kakro
ChpJIEYHO-CBHJI0BATa CMBPT, TaKa H HHCYJITHT Ca MO-YE€CTH B rpyrnaTa Ha aJMCKMpPEH, OTKOJIKOTO B
rpynara Ha ruiauefo, a npeacTaBisgBaliMTe HHTEpeC HeXeJlaHH CbOMTHS U CEPHO3HU HEXEJIaHH
chOMTHS (XMNepKaJiueMus, XUITIOTOHUS U ObOpeyHa IMCPYHKIHSA) ce choO1IaBaT 1o-4eCTo B Ipynara
Ha aJIMCKMPEH, OTKOJIKOTO B I'pynara Ha niauebo.

[leanaTpuyHa nonynianus
Hanune ca orpaHuyeHy JJaHHM 3a NPUJIOKEHUETO NpHY JAena Hajl 6 TOJAIMHHU ¢ XUNnepToHus. B KIIMHWUYHO
npoyuBaHe cbC 110 gena ¢ xuneprouus Ha Bb3pact 6 1016 roaunm, TenecHo terno =20 kg u ckopoct
Ha rinomepyJiHa ¢uiarpaimis >30 ml/min/1,73 m?, naumenture ¢ Terno <50 kg nonyuasar 0,625 mg,
2,5 mg unu 20 mg enHananpuiaoB MajieaT Ha JIEH, a NalMEeHTUTE ¢ TejliecHo Tersio =50 kg nonyyaBar
1,25, 5 nnm 40 mg eHananpuiioB maniear Ha aeH. [ IpunokeHHeTo Ha eHalanpuiioB Maslear
€IHOKPATHO JIHEBHO NOHWXAaBa KPbBHOTO HAJISITAHE B 3aBUCUMOCT OT Jlo3ata. Jlo303aBUC
AHTUXUNEPTEH3UBHA €(PUKACHOCT HA eHasalpuil € 3HaYUTeJIHa NPU BCHUKH NOATP
cranmii no Tauep, non, paca). Hali-nuckure npoyusanu 103u obaue, 0,625 mg u
cboTBeTCcTBAT HAa cpeaHo 0,02 mg/kg BeAHBXK JHEBHO, HE IEMOHCTPUPAT 3HAUMT,
aHTUXMNEpTEH3UBHA epUuKacHOCT. Makcumalinara npoy4ysana nosa e 0,58 mg/
aHeBHo. [TpoduibT Ha HexeNlanuTe epeKTH NPH JIelia He ce pa3jiniyaBa OT TO3M

5.2 @®apMaKOKHHETHYHH CBOHCTBA
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AOcopOLus

FEnananpun ce abcopbupa Obp30 cnell nepopaaHo NpHII0KEHHE, a MAKCUMATHH T1J1a3MEHN
KOHIIEHTPALIMK Ha €HaJIarpuJl ce AOCTUraT B pAMKHMTE Ha e€/1iH yac. Ha Oa3ara Ha oTkpuBaHe B
ypuHaTa, IpH NepopajieH NpuemM Ha eHajlanpuioB Masear noj opmara Ha TabJeTKH, CTENeHTa Ha
aOcopOuMs Ha enananpuioB Maneat e okoso 60%. AbcopOuuMsaTa Ha bepannpui npu nepopanen
PUEM HE Ce MOBJIMSABA OT HAJIMUMETO Ha XpaHa B CTOMALLIHO-YPEBHHUA TPAKT.

Cnen abcopOumsTa, nepopajiHo NMPUIIOJKEH eHaaTNpyJl c€ XHpou3Hupa Obp30 U BbB BUCOKA CTEMNEH
10 eHaJlanpUiaT, MOLUIEH HHXHOUTOP Ha aHTHOTEH3HH-KOHBEPTHPALLMS €H3UM. MaKkcumanHuTe
[J1a3MeHH KOHLIEHTPALMK eHalallpyiaT ce JIOCTHraT OKoJIO 4 yaca clie/l epopaiHO MpUII0KEHNE Ha
eHananpun noa ¢popmara Ha TabneTku. EQEXTHBHOTO aKyMynaTHBHO BpeMe Ha IoJiy’)KMBOT Ha
eHananpunat e 11 yaca cie MHOrOKpaTHO NepopaJiHO NPHJIOJKEHHE Ha €HaJIalpHJI0B Majiear,
CepyMHHTE KOHILIEHTPALIMK Ha eHajlanpyuiaT B PpABHOBECHO CBCTOAHHUE CE€ IOCTHIAT OKOJIO 4 IHK ClleN
HAYaJIOTO HA JICUEHUETO MPH MAIMEHTH C HOpMaJiHa ObOpeuHa pyHKIHS.

PaznpenaeneHue
B pamkuTe Ha TepaneBTUYHO-3HAYMMH KOHLIEHTPALIMH, CBbP3BAaHETO HA €HAJIaNpHaT C NJ1a3MEHUTE

NpoTenHH € He noseue oT 60%.

buorpaHcdopmanus
OCBEH NPEBPBIIAHETO B EHAIATIPUIIAT, HAMA JIPYTH JaHHH 3a 3Ha4YUTeNIeH MeTaboIM3bM Ha
eHaJlanpuJIoB MaJsiear.

EnuMuHUpaHe
ExckpenysaTa Ha eHaJlanpuiaT ce OChLIEeCTBABa rIaBHO ¢ Ob0permTe. OCHOBHUTE KOMITOHEHTH B

ypHMHaTa ca eHaJlarpuiart, KOWTo cbeTaBiisiBa 0koso 40% OT no3ara, U HENPOMEHEH eHaNaNpUIoB
maneat (oxoso 20 %).

bsOpeuHo yBpexaaHe
EKcno3uiMsTa KbM €HAJIAMPHIIOB MajleaT M eHajlanpuilaT ce yBeJH4aBa MpH NnalueHTH ¢ 650peyHa

HENOCTATBYHOCT.
[Ipu naumeHTH ¢ jeka 10 ymepeHa 6b0peuHa HelCTaThYHOCT (KPeaTHHHHOB KNHpbHC 40-60 ml/min),

AUC nHa eHananpuiaT B paBHOBECHO CBCTOSHHE € OKOJIO 1Ba IBTH MO-BUCOKA OT Ta3H INPH MaLMEHTH C
HopMmaHa 6L0peuHa (PyHKIMS TIPH NPHIIOKEHHE Ha 5 mg BEAHBK AHEBHO. I1pn Texxkka ObOpeyHa
HenocTaTbuyHOCT (KkpeaThHHHOB KIMpBbHC <30 ml/min), AUC e nosuieHa 0koJio 8 NMbTH.
EdexkTnBHOTO BpeMe Ha NMOJIY>KMBOT Ha €HaJIanpHiaT cjiel MHOIMOKPaTHO I03MpaHe Ha eHaJlalpuioB
MaJieaT ce YI'b/bKaBa J10 TOBa HUBO TIpU OBOpeyHa HEAOCTAaThYHOCT, a BpEMETO 3a JIOCTHIaHe Ha

PaBHOBECHO CHCTOsIHUE Cce yAbikaBa (Bx. T. 4.2.).
Enananpunat moxe a Obie OTCTPaHEH OT CHCTEMHOTO KPbBOOOpallEHHE Ype3 XeMO/1HaNu3a.

JIMaIu3HUAT KIupbHC € 62 ml/min.

IlenaTpyyHa nonynaius

(DapMaKOKMHETHUYHO NPOYyYBaHE C MHOIOKPATHO Jlo3upaHe e npoeezieHo npu 40 jelia, MoMHYeTa U
MOMYETA, ¢ XHIIEPTOHHUS Ha Bb3pacT 2 Mecena 10 <16 roamuu ciea nepopaito npuioxenne 0,07 no
0,14 mg/kg enananpunos majieat AHeBHO. Hima rosnemu pasnuky BbB (papMaKOKMHETHKATA Ha
eHaJlanpuiaT Npy Jiella, B CpaBHEHUE C HAJIMYHUTE J1aHHM 3a Bb3pacTHH. JlanHuTe nokaspar
napacteane B AUC (HOpMaIM3MpaHO CIOPEN J103a Ha TEJIECHO TETJI0) C yBeJIHYaBaHe Ha Bb3pacTTa.
Koraro o6aue JaHHUTE ce€ HOpMaJM3HpaT CIope] TejlecHa MOBbPXHOCT, He ce Ha0JIlo1aBa HapacTBaHe
B AUC. [Ipn paBHOBECHO CbCTOsSHHE, CPEHOTO €(PEKTUBHO BPEME Ha NOJIY>KHBOT 32 aKyMYyJlallks Ha
eHananpunar e 14 yaca.

Kbpmene .
Cren nepopajHo IPUI0KEHUE Ha €IHOKpaTHa J1o3a OoT 20 mg NpH NeT )KEHU B CJ1C /AL L
CPEeIHOTO MaKCHMAaTHO HUBO Ha eHallanpwui B Kbpmara € 1,7 pg/l (8 pamkure na 0 LAF0OAS, g
1 0. yac cjejl NpYeMaHe Ha Jio3ara. .
Cpe/lHOTO MaKCUMallHO HUBO Ha eHananpunar e 1,7 pg/l (B pamkure Ha 1,2 no 2,8 ;:/
HUBO C€ JIOCTHUIa B Pa3IM4HO Bpeme npe3 24-yacoBus nepuod. Kato ce umar npeay
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MaKCHUMaJlHW HUBA B KbpMaTa, MAKCUMAJTHUAT TIPUEM OT KbpMaue, KOeTO C€ XpaHu caMo ¢ KbpMma, Liie
Obse okoJ10 0,16% oT Kopurupana cnopejl TerjioTo Ha Maikara J1o3a.

Kena, koaro e npuemana nepopanno 10 mg eHananpui JHeBHO 3a 11 mecelia, UMa MaKCUMaJIHH HUBA
Ha eHaJlanpui B kbpmata 2 pug/l 4 yaca cnejl npyemM Ha Jlo3aTa ¥ MAaKCUMMAJIHW HUBA Ha eHananpunar
0,75 ng/l okono 9 yaca cnex npuem Ha ao3ara. OdOUOTO KONHYECTBO Ha €HaANpUil U eHananpuiar B
KbpMaTa, M3MepeHo 3a 24 yacoB nepuoj, e cboreeTHO 1,44 ng/l n 0,63 pg/l.

Hupa na enananpunar B kbpMmarta He ce otuntar (<0,2 pg/l) 4 yaca cien npyuem Ha €/IHOKpaHTHa 103a
5 mg eHananpua npu eana Madka v 10 mg npu 1Be MailiKW; HUBaTa Ha €Hananpuil HE ca ONpeaesIEHH.

5.3 Ilpeak/IMHHYHH JaHHH 32 0€30MACHOCT

[IpenknMHUYHK JaHHU He pa3KpUBaT 0COOEHHU PUCKOBE 3a X0opa, Da3HpaliKH c€ Ha KOHBEHLIMOHAJIHH
NMpoy4BaHMs OT (hapMaKoorus Ha 6e30nacHOCT, TOKCHYHOCT NPH MHOTOKPAaTHO 103MpaHe,
reHOTOKCHUYHOCT, KaHLIEPOr€HEH NMOTEH1IHAJl, peNpPOAYKTUYHA TOKCHYHOCT.

[TpoyuBaHHATa 32 PENPOAYKTHBHA TOKCUYHOCT MpEANosarar, 4e eHananpuiaoB MajieaT HiMa eeKT
BbPXY BB3MPOU3BOAUTEIHATA CIIOCOOHOCT H PENPOAYKTUBHOTO MOBEEHHE NPH TUIHXOBE U HE €
TepaToreHeH. B npoyuBaHe, B KOETO JKE€HCKH IJIBXOBE Ca TPETHUPAHH NPEIH YA(PTOCBAHE U TI0 BpEME
Ha OpeMeHHOCTTA, M0 BpeMe Ha JlaKTaluuATa ce Habyro/1aBa NOBHIIIEHa CMBPTHOCT Ha ITOKOJIEHHETO
mIbpXoBe. JIeMOHCTpHpPAHO €, Y€ BELeCTBOTO NPEMHHABA MNpe3 IUlalieHTaTa U C€ CEKpEeTHpa B MIIKOTO.
MuxuburopuTe Ha aHTHOTEH3UH-KOHBEPTHPALMS €H3UMM, KaTo KJiac, ca IEMOHCTpHpaIy
(heTOTOKCHYHOCT (Upe3 3acsaraHe /UM CMBPT Ha IU10/1a), KOraTo C€ Mpujiarart rnpe3 BTOpH MK TPETH
TPUMECTBP Ha OPEMEHHOCTTA.

6. ©®APMAIEBTUYHU JAHHU

6.1 CnHcbK HA IOMONIHHTE BellecTBa

bepaunpun 5 mg
JKenaTtuH, n1akTo3a MOHOXHApaAT, MarHesues creapar (Ph. Eur.) [pacTureneH], nek Maruesues
kapOOHaT, KoJlouiaJieH OE3BOJIEH CUIIMLIMEB JJUOKCH/I, HATPUEB HULIECTEH riukoar (tun A) (Ph.

Eur.).

bepaunpun 10 mg
JlakTO3a MOHOXHMpAT, JIEK Marue3ueB kapOoHar, )KenaThH, KonoujaajieH 60€3B0/1€H CHIIMLMEB TUOKCH],
HatpveB HUlIecTeH rnvkonar (tun A) (Ph. Eur.), marnesues creapar (Ph. Eur.) [pacturenen],

xenesen (11, III) okeun (kadss, E 172).

bepaunpua 20 mg
JlakTo3a MOHOXM/IpAT, JIEK MarHe3ueB KapOoHaT, >kenaTHH, KoJioMaaieH 0e3BO/IEH CHJIMLIMEB JTMOKCH,
HarpveB HuulecTeH rivkonat (tun A) (Ph. Eur.), marnesues creapar (Ph. Eur.) [pacTurenen],

xenesed (III) okeun (uepren, E 172).

6.2 HecbBMECTHMOCTH
Henpunoxxumo
6.3 Cpok na rogHocTt

bepaunpun S mg v bepnunpun 10 mg
3 roAMHU B HHTAKTHA ONaKOBKaA.

bepaunpuia 20 mg
2 rOAMHYW B UHTAKTHA OINaKOBKa.

6.4 CnenuaJinyM yCJIOBHS HA CbXPaHEHHE
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bepaunpun 5 mg, bepannpun 10 mg, bepaunpun 20 mg
Jla ce cbxpansBa noj 25 °C.

,Hﬂ Ce€ CbXpaHsiBa B OpUIrHHAJIHATA OINAKOBKA, 34 1a CC NpCiana3n oT BJ1ara.

6.5 Bujau chabpkKaHHe HA ONIAKOBKATA
Baucrepu, H3roTBeHN OT NOKPUTO allyMHHHEBO (POIHO, 3aNe4aTaHo ¢ alyMUHHEBO (POJIHO, KapTOHEHa

KyTHS.
OpwuruHanuu onakoskw c: 20, 30, 50 n 100 Tabnerku

He BcUukM BHJI0BE ONIAKOBKHM MoraT f1a Ob/1aT mycHaTH B npoaaxoa.
6.6 CuonenuajHu npeanasHu MepKH NPH H3XBbpJisiHE
Hsama cnennaiHy U3MCKBaHUS.

Hewusnon3BaHuAT j1ekapcTBEH NMPOAYKT WIM OTNAAbYHUTE MAaTEPUAIIH OT HEro TpsadBa 1a c€ U3XBBPJIAT
B CbOTBETCTBUE C MECTHHUTE U3UCKBAHHA.

7. IMMPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

Berlin-Chemie AG
Glienicker Weg 125
12489 Berlin
['epmanus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA
bepaunpun 5 mg — 9600019

bepaunpun 10 mg — 20020460
bepaunpun 20 mg — 20020461

9. JATA HA ITBbPBO PABPEHIABAHE/IIO/JTHOBSABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Jlata Ha MbpBO paspellaBaHe:
bepnunpun 5 mg —-26.01.1996 r.
Bepnunpun 10 mg u bepaunpun 20 mg — 05.06.2002 r

JlaTa na nocnenno noaHoasane: 06.07.2007 r

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2024
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