KPATKA XAPAKTEPHCTHKA HA ITIPOTYKTA

1. HME HA JEKAPCTBEHHS ITPOAYKT .

L _ MITLSIHUTENHA ATERUNA 1O NEKAPCTBATA
Buzonen 5 mg puamupanu TabneTku Kpamxa xapakmspucmuxa g npagyxma. Tipgmomanas 5
Bisolen 5 mg film-coated tablets Koni Pes. Ne "(g Jﬁ D ,ZJ/ /

Buzoaen 10 mg Guamupann tabnerku . |Paspowerus Ne
Bisolen 10 mg film-coated tablets BE/MAMP - 6‘ _? -? 3 9?(-’0 30 -08- 2023
OFOTOAINY S

2. KAYECTBEH 1 KOIHMYECTBEH CHCTAB

Bcesika punmupana tabnerka buzonen 5 mg cuaspka 5 mg Suzonpononos dymapar (bisoprolol
Jumarate). Beaxa punmupana tabnetka Buszonen 10 mg cranpixa 10 mg 6Guzonpononoe gymapar
(bisoprolol fumarate).

3a UBJIHHA COMCLK HA NOMOLUHHTE BEILIIECTEE BHKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

OunmupaHa Tabnetka

buzonen 5 mg dpunmupann TabneTkn: CBETIO HKBJITH, KPEIIH (DHIMHPAHH TAGAETKH ¢ 1o ABe

KPBCTOCAHH E/IMTEAHY YEPTH OT ABETE CTPaHH.
buzosnen 10 mg duaMupaHy TaGneTky: CBETIO OPAHKERH, KPBIAU GUIMHPaiM TaGNETKH ¢ 110 jIBe
KPbCTOCAHH AEJIMTEHH YEPTH OT JIBETE CTPaHH.

Tabnetkara Moxe na 6ae pasfencaa Ha 4 parHH I03H.

4. K/HMHHYHHA JAHHU
4.1 TepaneBTHUHH HOKAZAHHA

Jleuenne Ha apTepHANHA XUIICPTOHUA

Jleuenne Ha HexemH4Ha GonecT Ha chpueTo (aHrHHA NEKTOpPKC)

JleuyeHue na ctabunHa XpOHH4HA CBPACYHA HEJOCTATBYHOCT ¢ HAMANTEHA CHCTO/IMYHA
nerokaMepHa QyHKuUHA, Karo gonbiaHeHHe kbM ACE uHxubutopu v auypetHu Winu
ChbpAeuHH TIMKO3HIH (32 JOMBIHHTENHA HH(pOpMaLIHA, BIKTE TOYKA 5.1)

4.2 J0o3HpOBKa # Ha4HH HA NPHJICKEHHE

J;l,ompomca

[TpHHLMITHO, TeUeHUETO TPAOBA 1a 3aMOYHE C HHCKH 1034, KOHTO 0aBHO 1a ce yBeau4asar. Bbs
BCHYKH CJlyuau Jo3aTa TpsAGBa Aa ce afjanTHpa MHAHBHAYAJHO, CMOPe] YECTOTATA Ha 1yJca U
TepaneBTHUHHA YCIEX.

Apmepuqing xunepmonus u ucxeMuuna 6oiecm HA CopHemo (AnZURA NEKMOPUC)
[Ipenopruntendara no3a e 5 mg 6H3oNpononoB hyMapar BeIHBXK THEBHO, AKO € HEO
h03aTa MOKe /13 ce yrellMyH Ha 10 mg Ou301pononos dyMapar BeAHbK AHEBHO,

Maxcumannara npenopsuMTenHa 103a € 20 mg 6M30NpoaoaOR PyMapaT BEAHBIK
Ho3ara TpaGea fa ce axanTHpa HHAMBHAYATHO CIIOPEN YeCTOTaTa Ha ITyJica U Tep

Cmabunna xporuyna, ymepera 00 Mexckd CobPOCUHA HeQOCMAMbYHOCH




Koraro ce 3anousa nevenue ¢ 6u30nponod, nauieHTHTe TpAORa 1a ca crabHH3ipaHu (6€3 nNposBy Ha
.. OCTPA HenOCTATHUHOCT). e I

Hpenopmsa CE JICKYBaALUHAT JIeKap 1a UMa CHOTBETHUA QHHT B JICUCHHCTO HA XPOHHYHA CBPACYHA
HCAOCTATBUHOCT,

cemes - —JleteHHETO Ha CTabHIIHA XPOHHYHA ChPACUHA HEOCTATEHHOCT ¢ BH30NPONON HIUCKBA THTPALMOHHS -
thasa.
m.——-lipenopruvTennata Hauatta noza € 1,25 mg BeqHsK AHCBHO. B 3aBHCHMOCT OT HHOIHBHAYATHATA R
MNOHOCHMOCT, /103aTa ¢e yBelH4yasa Ha 2,5 mg, 3,75 mg, 5 mg, 7,5 mg u 10 mg BeaHsxk AHEBHO npe3
HHTEPBAJT OT 2 WIH MOBEYE CeAMHLIM, AKO YBEITHUSHATA 1032 HE ¢e IIOHACA obpe, leueHHETO MOXKe
[a NPOOBIKH ¢ [I0-HUCKA J034.

MakcuManHaTta npenopeynTenHa 103a e 10 mg 6H30Mposnonos yMapar BEIHENK IHEBHO.

o Bpeme Ha THTpaLMoHHATA (asa ce MpeNopbYBa MPOCICAABAHE HA KHIHEHHUTE MOKA3aTENH
(CepAgUeH PHTHM, KPBBHO HANATaHE), KAKTO M 32 NIO%BA HA CHMITOMY Ha BIOLIABAHE Ha ChpaeuHaTa
HEJIOCTATBYHOCT.

AKD MaKcHMAaJTHO IpeNopEuBaHara 703a He ce noHaca 4oOpe; NéueHHeTo MOXKe 14 IPOIBITHKH ¢
MOCTENERHO HaManABala Ao3a. B caydail Ha pexoAHO BIOMIaBaHE HA CHPACYHATA HEAOCTATRYHOCT,
Ha XHIIOTOHHA Wiy GpaguKapass, ce NpenopLYea NpepasriekIane Ha A03aTa Ha ChITBTCTBAIOTO
nedenue. Moxe na ce HaNOXKH BPeMEHHO HAMallsaBRaHEe Ha Jto3ara Ha OH30Mponoa HiH
npeyCcTaHoB:ABaHe Ha Herosus npueM. Cnen craliwin3upale HA CHCTOSHUETO HA MALMEHTA, MOXKE 14
ce MPHCTBIM KbM [OJHOBABAHE HA JIEYCHHETO W/WITH NOBHILABAHE 103aTa Ha Guzonponon.

Hayuenmuy ¢ 6vopeyna wi 4epHeOPEOHA HEDOCMANMBYHOC

Apmepuanna xunepmoHus 1 UCXeMusHa HOReCM HA CHPYEMO [GRZUHA REKMOPUC)

Ilpy natMeHTy ¢ neKH 1o yMepedd HapymeHusa Ha 6L0pedHaTa uid YepHOAPOOHATA (PYHKLIHA M0
TIPAHLMII HE ce H3HCKBAa KOPUTHpaHe Ha ao3ata. Flpu nauseHTH ¢ Texka GbOpeuna HETOCTATLHHOCT
(xpearnHHHOB KiMpBHC <20 ml/min) U OpH NALHEHTH ¢ TEXKKH HAPYLIEHHA HA YepHOAPOOHATa
¢yHKLMA ce npenopby4Ba AHeBHaTa Jo3a 0T 10 mg Gizonposionos tymapar Ja He Ce HaBUILIABA.
OnHUTHT OT MPHACKEHHETO Ha OH30IIPOoNOB GyMapaT NpH NauHeHTH Ha OeOpeyHa JHanyza e
OFpaHH4eH, BRNPEKH TOBA HAMA I0KA3aTe/ICTBO, Y€ JO30BHAT PEXMM TpsOBa A2 ce MPOMEHH.

Cmabuwina Xporuvna, yMepena 0o MeXCKd CbPOeuHa HeOOCHambYHOC

Hsama undopmanms 3a papmakokvHeTHKATa HAa GH30TIPOJION NPH MALKEHTH C XpOHUYHA ChPAeYHA
HE0CTATRYHOCT W HapyilueHa 6b0peydna Wi yepuoapobua dyukiHs. [TopuimasaHeTo na X03ata B
TE3M ClyYau UIHCKBA AOTLAHUTENIHO BHHMAHNE,

Hayuenmu 6 cmapuecka eb3pacm
He ce n3uckea kopurupane Ha aosata. [Ipenoprusa ce JeHeHHETO 14 3an0YHE ¢ Hal-HHCKATa
BBb3MOXHA 034,

Heouampuuna nonyvaayus
JIuncea neiMaTpHYEH ONMKMT, 3aTOBA HE ce NpenopruBa ynoTpebara Ha Guzonpononos dgymapar npu
aeua.

HaduH Ha NpHIoKCHHE
Tabnerxkure busonex TpaGea na ce NpUeMar ¢ JOCTATHUHO KOMUYECTBO TEYHOCT, CYTPHH HA IV1afgHO
HJIH CbC 3aKyCKaTa.

o npuHuHT, neueHHETO ¢ GH30MPOOI € NPOIBIKHTENHA TEpaNus.

Jleuennero ¢ Guzonponon He TpEOBA Ja ce CIUPA BHE3AMHO, THH KATO TOBA MOXKE
NPEXOHO BOIIABAHE HA CHCTOAHHETO. AKO NPeyCTAHOBABAHETO Ha JIGUEHHETO
Ao3aTa TpadBa NoCTENeHHO 1a ce HaMalH.




. , 4.3 TIporaeomoxazamus

BH3onponon € NpOTMBONOKA3AH MPH:

- CBPBXYYBCTBHTETHOCT KbM @KTHBHOTO BEINECTBO HIIH KbM HAKOE OT NOMOIHHTE BELIECTRA,
n30poetin B TovKa 6.1; :

e - OCTPA ChpJEYHA HEAOCTATPUHOCT HAHM f1IO-BPEMe Ha €NH304H HA AeKOMIEeHCallud Ha chpaeuHa —
HEMOCTATBHHOCT, H3HCKBALH HHTPABEHO3HA HHOTPOMNHA TEPATHA,
...... — - KapAHOTCHEH WOK, - e - S

- AV-0510k 0T BTOpa MK TpeTa creneH (Ge3 neicmeitkep);

- CHHAPOM Ha DOAHHA CHHYCOR BB3€J;

- CHHOATPHAICH OII0K;

- CHMNTOMaTHYHA OpaanKkapaHs;

- CHMIITOMaTHYHA XHUIIOTOHHA,

- TeXKa OpOHXHATHE aCTMa HIH TEXKO XPOHHYHO 0BCTpYKTHBHO GentoapobHo 3abonssaHe;

- TeXXKa hopMa Ha nepHbEpHO apTEPHATHO OKITYy2HBHO 3a001ABAHE HITH CHHAPOM Ha PeiiHo;

- HeneKkyBaH (peoxpomMouToM (BXK. TouKa 4.4);

- MeTaboJIMTHA auuao3a.

T ' 44 CnenuajHn npeIynpexaeHHs H NpeindiHH MepK# APH ynorpeda

JlevuenuneTo Ha cTaOuiHA XPOHHYHA ChPAEYHA HEAOCTATLHHOCT ¢ GH30NPONO TpAGBa A2 3aNnoYHE Che
creLMaHa THTpaLHoHHa (a3a.

OcBeH aKo HE & H3PHYHO MOKA3aHO, IeYeHHETO ¢ Ou3onponon He TPAGRA a ce NPeyCTaHOBARA
BHE3AIMHO, OCODEHO NPH NALMEHTH ¢ HCXeMHYHA GONeCT HA ChPLETO, THl KATO TOBA MOKE 1A NOBEAE
[0 TIpexoAHO BIOWABaHe HA ChpasdHOTO 3abongBaHe (B:kK. Touka 4.2),

Buzonponon Tpadea na ce nputara ¢ BHMMalKe NPy NANMCHTH C XUNEPTOHNA WK angina pectoris npu
CBIBTCTBALLA CHPAECHHA HEIOCTATEYHOCT,

Busonponon Tpabea Aa ce ApHiara ¢ NOBHLLIEHO BHUMAHHE MPH:

- 3axaped auaber, nokaspain roseM QyKTyaLHH Ha HHBATa HA KPbBHATA 3aXap. CHMITOMHTE
Ha XMIIOTIMKEMAA (Hanp. TAXHKApAKs, H3MOTSBaHe, TPEMOP) MOXKE 12 ce MACKHPAT;

- cTpora oueTa;

- AeceHcHOHAM3Hpaila Tepandd. [TogobHo Ha ocrananuTe B-Oiokepy, HU3OMPOION MOXKE A
TIOBHLUH KaKTO UyBCTBHTEIHOCTTA KbM AJIePreHH, TAKa i TEXECTTa Ha aHAPHIAKTHIHUTE
peakuu. JIeueHHETO C aApeHalHH He BHHArK JaBa OYaKBAaHHA TepalieBTuueH efiekT;

- AV-0m0K 0T nupBa CTeneH;

- aHru#na Ha [IpuHuMeTan: HabmogasaHy ca ciydad Ha KOpoHapeH BazocnasbM. Boipexu
BHCOKATA 6eTal- CeSTEKTHBHOCT, NPH NaLMEHTHTE ¢ aHruHa Ha [IpuHuMeTAaN, IpUeMaltd
Ouzonponon, He MoraT Aa GbJar W3KIFOYEHH NPHCTBIIH HA CTEHOKAPIHA,

- nepudeptia apTeprianta oxty3usha Sonect (ITAOB). Moxke na ce HabniogaBa sacwIBaHe Ha
OflIaKBAaHHATA, 0OCOOEHO B HAYANOTO HA TeparHaTa;

- obtia aHecTe3HA.

HAma TepaneBTHUYCH ONMT 34 JIEYEHHE HA ChPACYHA HEJOCTATHYHOCT ¢ SH30MPOION MPH NALMEHTH Che
cleHUTe 3a00NABaHUS WIH CHCTOAHHS:

- MHCYJIHH-3aBHCHM 3axapen AuHabet (Tun I);

- TEXXKH HapylueHUs Ha ObOpedHara QyHKUuA;

- TEKKH HApyUICHUs Ha YepHoapobHaTa ¢y HKLN,

- PeCTPUKTHBHA KapAHOMHONATHY;

- BPOJICHH CLpAEYHH 3a009BaHUs,;

- XeMOJHHAMHUYHO 3HAYHMO OPraHHYHO 3a00N14BaHe Ha ChP/ICUHHTE KIAMH;
- HH(}apKT Ha MHOKap/Ja npe3 NocaeqHHUTe 3 MeceLa.




KombunauusTa Ha 6H30MposIoNn ¢ KaJIUMEBH aHTArOHHCTH OT rPyTaTa Ha BepanaMiT WK JUITHAZEM, C

AHTHAPHTMHYHH KJaC | B AHTHXMNEPTEH3HBHH NEKAPCTREHH CPEACTBA, HE CE TPeNopBYBa (BXK. TOUKA
. 4-5). PR . - -

OH30MpOA0T), CAMO clie] BHHMATENHA OLeHKA H& CHOTHOHIEHHETO NOI3a/PHCK.

Ha dona na neueHnero ¢ Suonponon, CUMIOTOMUTE HA THPEOTOKCHKO3a MOXE /A C& MACKUpaT.

[Tpu nauxenTn ¢ heoxpomoLuTom, OHB0MPOO/ CE pHara camMo cied anda-penenTopHa 6;10Kana.

Tipn nanpeHTy, NOAOKeH: Ha 00UIa aHecTe3ns, P-ONokepHTe HaMansBaT PUCKA OT apHTMHS H
MHOKAPIHA HCXEMHA O BPEME HA HHAYKLHA H HHTYOALMS, KAKTO H B MOCTONEPATHRHMS EPHOL.
3acera ce npenopb4ea NoAxbpkamara B-01okana 1a Obae NPOIb/LKEHA IEPUONEPATHBHO.
AnecTe3nonorsT Tpabea fa 6vae yBeaoMeH 3a B-610kanara, nopaay Bb3MOKHY B3aHMOIEHCTBUA C
ApyTH NeKapcTra, BoJed 1o OpaquapuTMiy, otcnabeaHe Ha pedieKTOPHATA TAXMKApPIHS H
NOHIKEHA pe(IeKTOPHA CMOCODHOCT 32 KOMIIEHCHpaHe Ha KpbBo3aryda. AKo e HEOOX0MHMO
NpeyCTAHOBABAHE HA JleueHueTo ¢ B-OoKep Apear XHPYpPryuyHa onepauus, Tosa TpiOBa 1a cTaHe
HNOCTENEHHO # Aa NpAKTioUH 48 yaca Mpeau aHecTe3MATa.

Benonpobuara GyHKUMS, OTKOIKOTO HeceseKTuBHUTE B-0/I0KEpH, KAKTO BCHUKH B-OnokepH,

H3MOA3BAHETO HM CBILO TPAOBA /1a ce U30ATRA NPH TAUMEHTH C 00CTPYKTHBHM 3a00N4BaHHsa HA
JAUXATE/HUTE ITETHIIA, OCBEH aKO HE CHUISCTBYBAT YOSAUTENHN KIMHHYHH IPHYMHM 3a yrioTpeOara
uMm. B TakuBa ciyuan 6uzonposon Tpabea fa ce H3MOA3BA C MOBHILIEHO BHHMAaHHE.

INpu 6ponxHanHa acTMa WIH APYTO XPOHHUHO OOCTPYKTHRHO HeNoApoOHO 3a008BaHE, KOETO MOXe
Na NPHHHHH CHMIITOMH, Ce IPENopbYBA CHITLTCTRALA GPOHXOAWIATHPALIA TEPANTHA.

IoHsikOTa, MpU NALMEHTH ¢ aCTMA MOXE J1a C¢ MOBH TIOBHIIEHHe Ha PE3HCTEHTHOCTTA Ha
JHXATENHUTE [ThTHILA, 3aTOBA MOKE [a Ce HATOXKH YBEeMYABAHE 103aTd Ha [3;-CTUMYJIAHTHTE.

I1pu 3amouBaHe M NpeycTaHOBABAHE Ha edeHHe ¢ DH30OPOIION € HEOGXOANMO PeIOBHO HAGMOAEHHE.
3a JO3HPOBKA M HAYWMH Ha MIPUIIOKEHHE, B, Touka 4.2.

4.5 BzaumogeiicTeHe ¢ APYrH JIeKapCTBeHH NPOTYKTH H ApyrH $OpMH HA B3auMoaeHCTBHe

HernpenopwunteiHH kOMOHHALHH

Kanyueau anmazonucmu om zpynama Ha 6epanamut U 6 RO-MOUIKA CIMENeH 0m 2pYRama Ha
Qwimuazem: HEraTHBHO BIMAHWE HA KOHTPAKTHIIHOCTTA M @TPHOBEHTPHKYTAPHATA TIPOBOAHMOCT.
HuTpaseHO3HOTO NPUIOKEHKE HA BepanaMun NPy NauMenTH, Nekysanu ¢ B-Crokepu, Moxe aa
JIoBEE OO TEXKKA XHIIOTOHHA H aTPHOBCHTPHKY1apeH O10K.

Knac I anmuapummuuru 2exapcmeeny npooyKmi (Hanp. XUHUOUH, OUZONUPAMUO, TUOOKAUN,
henumoun, prexaunud, nponagpenon); eheKTbT FHPXY BPEMETO HA aTPHOBEHTPHKY1apHATa
NPOBOJHMOCT MOXKE Ja Ce [IOTEHUHPA H A C€ NOBHILH HEraTHBHHA HHOTPOTICH e(peKT.

Anmuxunepmenzugny 1exapcmeeny CpedCcmea ¢ YeHmpanHo delicmaue (Hanp. KIOHUOUH, MemILIOON,
MOKCOHUOUH, PUTMEHUOUH)  €[IHOBDEMEHHATA YNOTPeDa ¢ AHTHXHIICPUHTEH3UBHH /ICKAPCTBEHH
CpPe/CTRA C LEHTPAIHO JeHCTBHE MOXKE Ja N0Be/C /10 BAOLIABAHE HA ChPASYHATA HEAOCTATHHHOCT
Ype3 HaMaABaHE HA ChpAeHHaTa HecToTa H KamalMTeT, 4 OTTaM 10 BasoAMnaTaums. BaezanHoto
NPEeyCTAHOBABAHE HA IEYECHHETO MOKE N1 YBEJIHYH pHCKA OT “rebound hypertension™.

KoMbuHalmu, KOWTO Tps#0Ba Ja ce M3MON3BAT C BHUMAHHE
Kanyuesu anmazonucmu om ouxudponupudunos mun (Hanp. geroounun, amrooun
€IHOBPEMEHHATa YNoTpeba MOXKE Ja YBEIMYH PHCKA OT XHIIOTOHMS, KAKTO H He €
rojiaM PUCK OT JOMBIHHTENHO BIOLIABAHE HA CHCTONHYHATA (PYHKLMA HA CHPLET
CbpAeYHA HEJOCTATBbHHOCT.




Hucyrun u nepopantu anmuduabemny lexapcmeeHu npodykmu. 3aCHBaHe eexTa Ha HaMangBaHe Ha

Knac HI aumuapummusnu nexapemseni npooyxmu (wanp. amuodapon): eeKTsT BbPXY BPEMETO Ha

aTpHOBEHTPHKYapHATA NPOBOAMMOCT MOMKE Ja ¢€ MoTeHwpa.
lapacumnamuxomumemioiny texapemeenu npodyxmuy: eHOBPEMeHHaTa ynoTpea Moxe 1a YBeIHYM
BPEMETO Ha ATPHOBEHTPHKY/IAPHATA NPOBOAMMOCT, KaKTO M PHCKA OT GpaauKapaus,

f-Orokepu ¢ aokanno npuroxcerue (HANP. KANKH 3a-0UM 34 NeYEHHE Ha TNIayKoMa) MOraT Ja 3aCHIST— -
cHCcTeMHHA edekT Ha Guzonposnon.

KpbBHaTa 3axap; 6nokupaHeTo Ha P-aapeHOpPELIEATOPHTE MOXKE ia MACKMPA CHMITTOMHTE Ha
XUTIOTTHKEMHAL.

Anecmemngy: HamanaBaHe Ha pedIeKTOPHATA TAXHKAPAUA W MOBHILABAHE HA PHCKA OT XHIIOTOHUS
(Bx. Touka 4.4).

Huzumanucosu 2auxo3uou: HAMATABaHe Ha ChpoedHAaTa YeCTOTa, YBEIHYARAaHE Ha BPEMETO Ha
ATPHOBEHTPUKYNAPHATA NPOROIKMOCT.

Ha Guzonponon.

B-cumnamomumemuyu (nanp. usonpenanur, 00Gymamun): KoMOMHALIMATA ¢ OH3ONPOJION MOXKE A3
HamanH eeKTa M Ha ARETE JIEKAPCTBEHH CPEICTBA.

Cumnamurxomumemuyu, aKmusupaiyt KaKmo f-, Maka u o-a0penopeyenmopu (Hanp. HOPAOPEHATUH U
adpenaiun).; KOMOHHAUMATA ¢ OH30MPOJIOT MOXKE Ad AeMACKHPA MOBIUAHOTO OT
0-aiPEHOPELENTOPHTE BA30KOHCTPHUKTOPHO ACHCTBHE HA TE3H areHTH, BOASLIO 10 YBEIHYABAHE HA
KPBLBHOTO HalliraHe W H3ocTpaHe Ha claudicatio intermittens. CMATA Ce, Ye TAKOBA B3aHMOICHCTBHE €
O-BEPOATHO C HECeNeKTHRHH P-0n0oKepH.

Eonospemennama ynompeba c anmuxunepmeH3usHU Aexapcmaery cpedcmesd, KakTo U ¢ Ipyru
NpOAYKTH, KOHTO HMAT XHIMMOTECH3WBECH NOTCHUHAN (Hanp. TPHUHUKITHYHH aHTHACIIPECAHTH,
GapOuTypati, QEeHOTHAZHHIL), MOXKE 13 YBEAUYH PUCKA OT XUNIOTOHUS.

Kom6uuaunu, kouro Tpadsa aa ce 0OMHUCIST:
Megroxun: noBUilleH PHCK OT Opanukapaua.

MAO-unxubumopu (c uskmovenue na MAO-B unxubumopu): 3acuneH XUNOTEH3MBEH edeKT Ha
B-GaoKkepuTe, HO CHLIO TAKA M PUCK OT XMIMEPTOHHYHA KPH3a.

Pughamnuyun. Bb3MOXKHO € JIEKO HaMATABAHE HA NOTYKHBOTA Ha GU30MNPONOS, NOpaaH MHAYKIHATA
Ha yepHoapoOHUTE NekapeTBo-MeTabonn3upaitu chzumu. OGMKHOBEHO He e HeoOX0IMMa POMAHA B
JO3HPOBKHTE.

Epzomamunosu npou3gooH: BIOIIABAHE HA NepHEePHUTE LHPKYIATOPHH HAPYLUCHHA.

4.6 DepTHaHTeT, (PEMEHHOCT H KpPMEHE

Bpementoct
Buzonponon uMma papmakonorHusy QeHCTBHS, KOWTO MOTAT [1a MPeaH3BHKBAT VBPEXIALH etbeK’rn
BBpXY OpeMeHHOCTTa WM BBPXY MI0Aa/HOBOpPOAEHOTO, flo npuHumn B-axpeHopelienTo
GMoKepH HaMasgBaT INALEHTHATA Nepdy3us, KOATO MOKE 113 Ce CRbPXKE Che 3a0asd // Lt
BLETPEMaTOYHA CMBPT, a0opT # MpeskaeBpeMeHHO paxkaare. Hexenanure .nexapcns 5
(Hanp. XUrorJHkemusa ¥ OpanuKapaKa} MOrar Ja ce MosBAT NPH IJTOAA H HOBOPOA I
HeobxonuMo NeueHne ¢ B-aapeHopeLenTOPHH GNOKEPH, 3a NpeanodnTade ca fi-co
aJpeHOPELETTOPHH OIOKEPH.




buzonponon He TpaOpra fa C€ H3MOMIRA MO BpEME HA OPEeMEHHOCT, OCBEH aKO He KpaliHo neobxoammo.
AKO JIeUeHHETO ¢ HH30IPOITO Ce cuuTa 33 HeoOXoauMo, TpAOBA Ja ce Habnoaasa MATOYHO-
N1aLeHTAPHHA KPBOTOK K pacTea Ha Tnoja. B ciayuaii Ha yspexxnamy edekrd Bbpxy - R
GpeMenHoCTTa WK oda, TPAOBa Oa ce 06MHCIH anTepHaTHBHO jJeuenne. Hosopoaeunte Tpabea

CTPHKTHO A2 ce Habmonasar. CHMITTOMH Ha XHMNOTJIMKEMHA 1 OpaJuKapIHA 0 MDUHIMI Ce OYaKeaT

IIPpe3 MbPBHTE TPH AHH.

Kvpmene

He € n3BecTHO nany SH30MPONOI CE EKCKPETHPA B KbPMATA | KAKBO € BB3/ICHCTBHETOMY. BLPXY  ————
HOBODOJCHHTE. 3aTOBA KBPMEHETO HE € NMPETIOPBYHMTENHO MO BPEME Ha NPUIIOKEHHETO Ha

Guzonponon.

4.7 EdexTu Bopxy cunocobHocTTa 33 modupane 7 paboTa ¢ MAIIHHK

[Ipu npoyuBaHe ¢ NaUHEHTH ¢ HCXEMHUYHA DONECT HA CHPLETO, OH30IpONoN He BAOLABA
CrMocoBHOCTTA 3a WwodHpaHe. Bupeky ToBa, nopagy HHAWBHIYATHHTE PA3/IHKH B PEAKIMHTE KbM
JAeKapcTBeHHA NPOAYKT, cnocobHocTTa 3a modHpane H pabdora ¢ MalIHHK MOsKe Ja ce BaouH, Tosa
TpaOBa Ja ce MMa NPeARH, 0COOCHO MPH 3aN04BAHE HA TEPAIMATA H [IPH MPOMSHA Ha JICYEHHETO, |

48 Hexenann JekapcTBeHH PEAKIHE

B 3aBHCcHMOCT OT YeCTOTaTa Ha TAXHOTO TPOABICHHE HEKENAHHTE ICKRPCTBEHH PEAKLIMH Ca:

. Mpuoro yectu (zacarar | wid nosede Ha Beekd 10 nanueHTH);

YecTH (3acarar 1 unu noeeve xa ecekn 100, Ho mo-manko ot 1 da seexu 10 naumeHTH);
Heuectu (3acsarat | Anu noseye Ha eeekd 1 000, Ho no-manko ot 1 Ha seeku 100 nauuenTy);
Penku (3acarat | nnv noseue na scexu 10 000, Ho mo-manko or 1 Ha eeekd 1 000 naumenTn);
Mroro penkd (3acaraT no-Manko ot 1 Ha 10 000 nauuenTu);

C HeW3BeCTHA YeCTOTA (HecToTaTa He MOXe J1a Obe onpeneneHa OT HANMYHHTE JAaHHH).

HicnenpaHus
Peaxu: yBe/IHHEHH TPUTIHLEPHIIH, YBEIHYEHH CTOHHOCTH Ha YepHOAPOOHHTE €HIUMHU
{ALAT, ASAT)

CobpeyHH HApYIUCHHS

MHoro yecTn: OpanHKapAHs NPH HALMEHTH C XPOHHYHA CHPACYHA HEAOCTATHYHOCT

YecTu: BACUIABAHE HA CHPASUHATA HEAOCTATBYHOCT

HeuecTu: HapyUIeHHs Ha ATPHOBEHTPHUKYJIAPHATA MPOBOJHMOCT, GPAHKAP/UA NPH [AUMEHTH C
XHIIEPTOHHSA MM HCXEMHYHA GOMIeCT Ha ChPLETO, BNOUWIARAHS HA HATHYHA ChPASUHA
HEAOCTATBUHOCT [IPH NAUMEHTH C XUIICPTOHUA WM HCXeMHYHa GOIeCT Ha ChPLETO

Hapyiieds Ha HEpBHATA cCHCTEMA

Yecru: 3aMasHOCT, raBobosue

Ipy nanyeHTH ¢ XUNEePTOHHE HITH HCXeMHYHA GONECT Ha CHPIETO Te3H CHMIFTOMH Ce NMOABABAT
ocobeHo B HAYANIOTO Ha JieueHueTo ¢ Gusonponon. Te ca no npHHLHN ICKH | 4ecTO u34essaT Ao 1-2
CEeAMMLH,

Penxn: IPHMTAAbLMY

Hapyimeyus Ha ogurte
Penku: HaMajieHO CBN300TACAAHE (Ia ce MMa NpeABH, NPH NALHESHTH, H3NOA3BALIH JISIIIH)
MHoro peaxH: KOHIOHKTHBHT

Hapymenns Ha vxoTo H nabMpyHTa
Penxu orcnaGeaHe Ha clyxa

Pecnupartophu, rpbAHE B MEIHACTHHATIHHM HAPYLISHUS
Heuectu: OpoHxocna3’bM NpH NaUHEHTH ¢ OPOHXHANHA aCTMA WIH aHAMH:
Genoapobuo adonasane




Penxwu: anepryueH PHHHT
CToMaliHO-YPERHH HADYINEHHT - } T
Yecrn: rajiese, noBphilase, AMAPHA, KOHCTHIIALHS

Hapyiuenns Ha koxKarta W NOAKOKHATA ThKaH

Pepxu: - PEaKUHH Ha ¢BPBXYYBCTBHTEIHOCT (ChpOeX, 3a4epBiBaHe, OOPHB H AaHFHOEAEM)

MHoro penkun: anoneuus, P-bnokepute MOXe 12 NPOBOKHPAT HIM A2 BIOUIAT NICOPHAINC HIH Aa
HHAYLMpaT-ACOopHa3uc-noaobeH 00pHe, aloneLus e

Hapywienus Ha MyCKYJIHO-CKENETHATA CHCTEMA H ChEIMHHTEIHATA ThKaH
Heuecru: MYCKYJHa c1aboCT, MyCKY/THU CNa3MH

CpI0BH HApYLIEHHSA

Yectu: YCellaHe 3a CTyJ /M H3TPBIBAHE HA KPaHHHLIHTE, XHIOTOHHA (MPEIHMHO NpH
NAUMEHTH CBC ChPAEYHA HENOCTATEYHOCT)
HevecTn: opTOCTaTHYHa XMNOTOHHA

OO0 gapyieHHd H edexTd Ha MACTOTO HA NPHIIOKEHHE
Yectu: acTEHNA, ymMopa

IIpu manueHTH ¢ XHNEPTOHHA H/TH HCXEMHYHA OONECT HA CHPLETO Te3H CHMITTOMH C€ II0ABABAT
oco0eHo B HAYANOTO Ha NedenueTo ¢ Ou3onponoi. Te ca mo NpUHLMA NEKH M YECTo H3uessar Ao 1-2
CeMHLIH.

XenaToObnnMapHu HApYHIEHHA
Penxm: XeIMmaTHT

HapyiueHus Ha B3NPOM3BOIHTENHATA CHCTEMA M TbPIATA
Peakmu: HAPYUICHHA HA IIOTEHTHOCTTA

Ulcuxuuny Hapymenus
Heuecru: HapyllieHHA HA ChHA, JenpecHa
Penku: KOLIMAPH, XAMOLHHALHH

CrobuiaraHe Ha MOAO3HPaHH HesKeNaHH PEaKkiHH

CrobInaBaHeTo Ha NOAO3IMPAHH HEXKE/AHH PEaKLIMH ClIca pazpeluasaHe 3a ynorpeba Ha NeKapcTBeH s
OPOAYKT € BakHO. TOBA NO3BONIABA Aa NPOIBLKH HAOMIOACHHETO HA ChOTHOLIEHHETO MOJI38/PHCK 32
NeKapCTRCHUA OPOOYKT. Ot MEAHUHHCKHUTE CIIeHATHCTH C€ U3NCKRBA Aa C’bDGHIaBaT BCAKA
NMOAO3HpaHa HeXETaHa peakuys upe3 H3NsIHUTENHA arcHIMSA 110 ekapcTsara yvi. ,,JamsH [pyes*

Ne 8, 1303 Codus, Ten.: +35928903417, yebeaiiT: www.bda.bg

4.9 TIlpeno3upane

CUvMIToMH

Ipu npenosupane (Hanp. nuesHa noza o7 15 mg sMecro 7,5 mg) ca Halnoaasaty Tperta CTeneH
aTpHOBEHTPHKYNapeH 0ok, Opaaukapaus u 3aMaiBaHe.

Ha#i-uecTnte npH3HaLH, ouakBaHH NpH npeaozupate ¢ f-610kepH, ca Spaaukapana, XWIOTOHUA,
OpOHXOCIa3bM, OCTpa ChpaedHa HeAOCTaThbuHOCT 1 XunormHkemua. Jocera ca cboOLIEHH HAKOIKO
Cllyqas Ha Npeaosupane ¢ 6u3onpono (MakcuMyM 2000 mg) Mpu NagHeHTH ¢ XMMNEPTOHHA B/ WU
ChP/ICYHO-CBAOBO 3a00/1ABaHe M BCHUKH NalMeHTH ¢a ¢¢ Bp3CTaHoBWIH. FiMa ulupokyu uHIMBUoyanHu
pasAHYus B 4YBCTBHTENTHOCTTA KbM €AWHHUHA BUCOKA 032 GH30MPOJION M MALHEHTHTE CBC ChpASYHA

3abJKHTEIHO TPAOBA /13 3aM04HE ¢ TIOCTENICHHO YBETHYaBaHe HAa A03ATA, ChIIACHO
nocoye”Ha B T. 4.2.

JieueHme




B cnyuyaii Ha npenosupaHe, TepanHaTa ¢ 6uzonposion TpabBa Aa Ce Clipe W Ja ce nposeae

OOAABPAALID ¥ CHMITTOMATHYHO neyeHKe. Criopea orpaHHUYeHHMTE JaHHY, MANTKO BEPOATHO €

OH30MpPONON fa Te elMTMMHHHpA upes nuanuza. Ha 6azata Ha owaksaHATe GapMaKonorHIHu AEHCTBUMA KM
npenopbky 3a ApyrHTe P-Onoxepu, Tpabsa Aa ce MMaT NpeaBU CEAHHTE osmu MEpKH, aKo ca

_ KJTHHHYHO OGOCHOBAHH: o o e o o
bpacukapous: IHTpaBeHO3HO NPHITOKEHHE Ha aTPONHH. AKO He ce HabRI0IaBa-aeKBaTeH OTIOBOP,

MOXKE BHUMATENHO N3 C¢ JANe W3OTIPSHAIMH WK ADYTO JIeKapCTBO C MO3UTHBHH XPOHOTPORHH

cBoicrea. [lpu onpeneneHn obCTOATEICTEA MOKE 12 € HEOOXORUMO TPAHCBEHOZHO BHBEIKIAHE HA -
neiicMeiknp.

Xunomonus: TPUAOKEHNE HA HHTPABSHO3IHM TEWHHOCTH M BA3ONPECOPH. I'MOKAroH, npHokeH
HHTPABEHO3HO, MOXe Ia 6be OT Nonza.

Ampuosenmpuxynapern 610k (smopa urtu mpema cmenen): launedrure Tpsbea na 6s0aT BHHMATENHO
MPOCNEAABAHH U TPSTHPAHU ¢ HIOTIPSHATHH UHY3HOHHO, WAM TPAHCBeHO3HO Ha Obae BLBEIEH
%pﬂeqeu neﬁcmeﬁnp.

Ocmpo erowasane a CepoeYHama HeQOCMAMbYHOCH.: HHTpaBeHo3Ho nppmonceﬂue HA JHYPETHLH,
HHOTPOITHY CpeacTBd, BA30AMNATHPALIM cpeAcTBa.

Bponxocnazem: HazHauasaT ce GPOHXONMIATATOPHA TEPANMA KATO UIONPLHANMH, 2-
CHUMNATHKOMHMETHLM H/HUITH AMUHODHIHH.

Xunozruresmua: HoTpaBeHO3HO IPHIOKECHHE HA ITIIOK034.

5. ®APMAKOJIOIHYHH CBOHCTBA
5.1 dapmakoIMHAMHYHE CBOHCTBZ

(apMaxoTepaneBTHUHA rpyna: ceieKTHReH P-Onokep
ATC kox: COTABO7

MexannznM Ha aedcTBHE

buzonponon € BUCOKO cenekTHBeH fBi-aapenopelenTopeH 6aoKupal aredt Ge3 BhTpeLlHa
CHMITATHKOMMMETHYHA AKTHBHOCT H Oe3 choTBeTHO MeMOpaHocTabuiusmpauio Aciicteue. [TpoaykreT
HMa MHOTO crab auHHTET KbM Br-PelICnTOPHTE HA [IAIKHTE MYCKY/TH Ha OPOHXHTE H ChJOBETE,
KaKTO H KbM Pr-peLiellTOpHTE, CBbP3aHH ¢ METaboNMTHATA perynallys. 3aTOBa HE Ce OYaKaa
Gu30mnponon fa BIMse HA IMXATENHATA PE3UCTEHTHOCT W Ba-Meauupannte Metafoauty edektw. B -
CE/IEKTHRHOCTTA Ha OH30MPOION € H3RBH TEPANSBTHYHHTE JO30BH MPaHHIIM.

KnuHnuna edmkacHoeT 1 5€30f1aCHOCT
OO0 2647 naumeHdTH ca eiitiouend B nmpoyusadeto CIBIS I1. 83 % (n=2202) 6uawu or knac 111 Ha
NYHA, a 17 % (n=445) — ot knac IV ya NYHA. Te ca umanu cTabuiHa CHMITOMATHYHA CHCTONHA
ChpAIedHa HEAOCTATEYHOCT ((Ppakims Ha waTnacksare < 35 % Ha Oasa exokapaunorpadus). Odwara
CMBPTHOCT € Ouna namaneHa ot 17,3 % go 11,8 % (orHocuTteHO HamaneHue oT 34 %). OtyeTeHo €
HaMaJleHHE Ha BHe3amHATa CMBPTHOCT (3,6 % cnpaMo 6,3 %, oTHocHTETHO HamaneHue 44 %) u
HamaneH Opo# Ha ciiydante Cbe Chp/iedHa HEAOCTATBYHOCT, W3UCKBAILM XocnHTaHzaLus (12 %
cpewy 17,6 %, oTHOCHTETHO HamaneHue 36 %). HabntonaraHo e v 3HAYHTENHO NI0A0OpEHHE Ha
(GYHKLUHOHAIHKA cTaTYC cnopel kiacudukauuara Ha NYHA. B HauanoTo Ha TepanuaTa v
Ha THTPHPAHETO Ha OM30TIPOION ¢a OTUETeHH CTyYaH Ha XOCIIMTATH3AUH, TOPAIH 11
6panukapans (0,53 %), xunoteusnd (0,23 %) u octpa nexkomnetcaius (4,97 %), v
4eCTH, OTKONKOTO B riaugbo rpynara (0 %, 0,3 % u 6,74 %). Bpoar Ha datanHu
WHBATHIH3HPaLH YAAPH [0 BpeMe Ha LAIoTo H3cneasane ca 20 B rpynara ¢ Gus
onauebo rpynara.




B xnuuuuHoto npoy4sane CIBIS 11 ca menearanm 1010 naumenTi Ha BB3pacT > 65 TOMWHA, ¢ JleKa
1O yMepena xpoHHUHa cspaevHa HeaoctatbuHocT (CHE; 1T vmn I xnac NYHA) u napa
BEHTPHKYapHa dpakilkg Ha H3TIackBane < 35 %, kouro He ca Gutn nexypanu npeay ¢ ACE-
HHXHOUTOPH, B-G10KEpH WK AHTHOTEH3HH peLenTopHH Gnokepu. MacnensateTo cpaBusea
___bezonacHocTra ¥ €pEKTHBHOCTTA HA MBPBOHAHATHA LIECTMECEYHA MOHOTEpAnKs ¢ GH30MpoNoa
(rapretna poza 10 mg BeIHEXK JHEBHQ), KbM KOATO ¢ npnGaBn ACE-unxubutop eHananpun
—-{(rapretHa 1o3a 10 mg 1Ba MbTH JHEBHO) B MPOAWBKEHHE Ha Ote 640 24 Meceua, ¢ -
MPOTHBOTIOAMKHATA MOCNSAOBATEIHOCT Ha MBPEOHAYANHOTO JIeYeHHe. Begka rpyna ce cweron ot 505

ABLHCHTH. : R S —
Jlsere cTpaTeruu ca cifno cpapHEHH, KAKTO 110 OTHOLIEHHE HA KOMGHHHpaHaTa o011a KpaiiHa Len
(00ma CMBPTHOCT WM XOCTTHTATH3ALKA ), TAKA H [0 OTHOLUEHHE HA BCEKY OT TE3M KOMMOHSHTH Nno
oTAerHO. OT JIeKyBaHHTE NaUMEHTH obluara kpakHa uer ¢ mocTuraata npu |78 mauuenrtu (35,2 %) ot
rpynara, jeKyBaHa mepeo ¢ Ouzonponon, cpeuty 186 nauwentd (36,8 %) ot rpynara , nekyBaHa
ABPBO ¢ CHANANPHI, KOETO MOKA3BA, Ye JTeUEeHHETO, 3aMo4Hat0 ¢ OH30MPOI0, € CPABHHMO 10
€(PEKTHBHOCT ¢ JICYEHHETO, 3aN0YHAJIO ¢ enananpui. [TpH mbpBOHAYANHO JIeUeHHe ¢ GH30MpoNIoN ca
MOYHHATH 65 MAUMEHTH cpeuty 73, ICKYBAHH IbPBO ¢ SHANANPHI (MEMAYTPYNOBA paznuka p=0,44) u
151 cpemy 157 xocnutanuzupatu nauueHT! (p=0,66). BpoaT Ha ceprozHH K 00LLM HeXeNaHH
ASKAPCTBCHH peakumy € nofodeH 3a ABere rpynH. AHAH3ELT HA JAHHATE 3a [TbpBaTa roJHHA NoKa3sa
HE3HAYMTETHA TEHICHLIM KbM HaMaJliBaHe Ha o01aTa CMBPTHOCT Ha rPYIATa, IeKyBaHa bPBO ¢
6uzonpono, ¢ 31 % B cpaBHeHHe © Tasy, JIeKyBaHa MBPRO ¢ eHatanpht. CTATHCTHYECKH 3HAYHMOTO
HaMANMBaHE HA PHCKA OT BHE3ammHa CMEpT ¢ 46 % (p=0,049) npes mepeata roauya rnagHo ZONPHHACH
3a Mmo-nobpara NPEeKHBAEMOCT HA IpynaTa, JleKyBaHa mspBo ¢ GHzonponon. JIBere cTparerus 3a
HAYANO HA JICYEHHE HA XPOHHUYHA ChpIeHHa HEIOCTATBYHOCT NMNOKa3RAT MNOAOOHH 00K Pe3yNITATH NO
OTHOLICHHE HA CMBPTHOCT M XOCTHTANM3aLIHA, KAKTO H TCHACHLUS KbM YIBIDKEHA NPEXKUBAEMOCT,

MO-CMIEUMAITHO 4PE3 PEAYKLMA Ha BHE3aMHaTa CMbPT, HabMOAABAHA NIPH PyNaTa, IEKyBaHa IbPBo ©

Gu3onponon. Pe3y/iTaTHTe HOKA3BaT, e MOpPaJH CXOIHATA Ge30MacHOCT W e()HKACHOCT, TEHEHHETO Ha

XPOHHYHA ChpAeYHA HCAOCTaTHYHOCT MOXKE A4 3al0HHEe MK ¢ OU3ONPOION, WY ¢ CHAIANPHIL.

EH3DHp0J10J1 CBLIIO TaKa Ce Mpuiara 3a ne4Ye¢HHC Ha XUIIEPTOHHA H CTCHOKapAHUA.

BH30Mposio/ HAMA H3PA3cH HEFATHBEH HHOTPOIEH edekT.

Buzonponon nocTvra MakCHMallHHA CH aHTUXMNIEPTeH3HBeH edekT 3-4 yaca ciien nepopancH npHem.
EnuMubaunossys My NoMyKHBOT B TUiasMara oT 10-12 yaca My ocurypsaea 24 yacopa e(hpeKTHBHOCT
ciaep eAHOJ030B THEBEH MPHEM.

MakcuManHuIT XyunepTeHzuse edekT Ha GU30MPOION MPHHLMITHO Ce JOCTHIA CIIEN 2 CeIMHLH.

Tlp1 HHTEH3HBHOTO MPH/IOKEHHE TIPH HAUMEHTH ¢ HCXeMHYHa OonecT Ha ChpLIETO Ge3 XpoHHYHA
ChPASYHA HEJOCTATBYHOCT, OU30NPONION HAMANIABA CHPISUHATA YECTOTA H yAAPHHA 00EM M 110 TAKLB
Ha4UH MOHHKaBa ChpaeuHna AeOHT H KuCIopoaHOTO noTpebnenne. [TpH XpOHHYHO NprUAoKeHHE,
TBPBOHAYAIHO MOBHIIEHATA NepU(PEPHA Pe3HCTEHTHOCT HaMan a8, [loTHCKAaHETO Ha AaKTHBHOCTTA Ha
[U1a3MEHUS] PEHHH €€ IHCKYTHPA KaTO MEXaHH3IBM Ha JIeHCTBHE, NeXall B OCHOBATA HA
AHTHXMIIEPTEH3HBHHSA edekT Ha P-Onokepure.

Upes 6nokaznara Ha CbpAeHHUTE P-peLienTopH GU30MPONON NOTHCKA OTTOBOPA KbM
CHMIATOA/|PeHEPrHYHATA AKTHBHOCT. ToBa NpeAH3BHKBA HAMAIEHHE Ha ChPIEYHATA YECTOTa |
KOHTPaKTWIHTET H N0PanH TOBA BOAH 10 HAMATIEHHE Ha MHOKAPIHATA KOHCYMALIHA HAa KHC0pPOA,
KOETO € 3eJ1aH eleKT MPH aHrHHa NMEKTOPHE ¢ HATMYHA MCXeMIYHA GONECT HA CHPLIETO.

5.2 PapmakoxHHEeTHYHH CBOHCTBA

ABcopbuws
Buzonponoa ce abcopSupa noutn HambaHo (>90%) OT racTpOMHTECTUHAIHHA TPAKT H 1O

mankus ehexT Ha first pass npes yepHua npod (npubnusurenno 10%), uma abcomor
oT 0Ko0 90% crel NepopanHO NPUIIOKEHHE,
Crbp3BaneTo Ha OU30MPONION ¢ MNa3MeHUTE MPOTeHHH e okono 30%.

Pasnpenenenne



EJIHMHHauHOHHPlHT My nonyxueot oT 10-12 yaca ocuryps:na 24 4acoBa ecbeKTHBHOCT cnen
€JJHOKpAaTHA JHEBHA /103a.

buotpancdopmaiina ¥ enmMuuupane
Buzonponon ce enMMHHHpa 0T OpraHH3Ma 110 ABa muTH: 50% ce MeTaGoH3MpaT oT YepHus Apol a0

HEAKTHBHH MeTabOIHTH, KOWTO C€ eKCKPETHPAT npe3 GuOpeuure. Octananure 50% ce ekckperdpar
HenpomeHeHu fpes 6p0peunte. Thi KaTo eMHMHHHPaHETO ¢¢ H3BLPUIBa-APes ObOpeuyTe i YepHUs
Apo6 B eaHAKBA CTENEH, HE CE H3HCKBA aJaNTHPAHe HA J403aTa Ha GM30MpOoos NIPH NALMEHTH ¢ eKK
~ 10 YMEPCHH HapylueHHus Ha YepHoApodHaTa wiu On0Opeunara dyukums... .

tDapmaKoKHHETHKATA APH NALMEHTH ChC CTabMIHA XPOHHYHA CHPACUHA HEAOCTATBYHOCT 1 OLGpeunn
HJIH YEPHOZIPOOHH HAPYLIEHHS HE € H3yUeHa.

JluneiHocT/HenwHeliHoCT
BH0Mponos vMa NHHeHHA, BB3PacTORO-HE3aBHCHMAa KHHETHKA.

Ipy naupeHTH ¢ xpoHHyHa cbpAeuHa HegocTaTbuuocT (I craguit no NYHA), miasMeHuTe HHBA HA
GH30MPOAOI Ca RO-BUCOKH H NEPHOABT HA TIONYKHBOT € YAB/KEH B CPABHEHHE ChC 3XPABH
AoOpoROIIH. MakcHmanHara IU1a3MeHa KOHLEHTPauKs B CTabHIHO CheTosHue e 64 + 21 mg/mi nipu
JHEBHA 1034 6T 10 mg v nepHORBT Ha nomypaznaa e 17 £5 qaca:

5.3 IlpeaxkniMHAYHE JAHAH 33 fe3onacHoct

HeknuHAUAWTE JaHHH He MOKasBaTr ocoden PHCK 33 XOpa Ha Gazara Ha KOHBCHUHOHA/IHHTC
¢apmal<0nomqﬂu Npoy4BaHHi 3a 6C3OHaCHOCT, TOKCHYHOCT MPH MHOMOKPATHO MPHITAFaHe,
FEHOTOKCHYHOCT HJTH KApPUHHOICHEH NOTEHLHATL.

Penpoavkiius
B penponyKrHBHHTE TOKCHKONMOMHYHH H3CIeABAHHA GH30MPONOI HAMa BIIHSHIE BBpPXY dDepTUNHTETA

HIH BEPXY 00LIaTa penpoayKTHBHA cniocobHocT. [logobHo Ha Apyru B-GnokepH, Suzonponon v
BHCOKH 034 BOAH KO TOKCHYHOCT KaKTO NpU Malkara (HaMareH MpHeM Ha XpaHa W Criajl Ha
TEIECHOTO TErs10), Taka K NpH eMOpHoHa/oaAa (YReaHyeH Gpoii pe3opOUMH, HAMATEHO TETECHO
TEr0 Ha HOBOPOJEHOTO, 3a0ABEHO (PU3HYECKO pa3BHTHE), HO HAMA TepaTOreHeH eeKT.

6. PAPMAIEBTUYHU JAHHHK

6.1 CHECbHK H2 IOMOIMEATE BEICCTRA

busosien 5 mg dpuamupanu TabneTku

Kanuues xupporengocdart, 6e3soaeH
By THITXHIPOKCHaHU301
MukpokpucTanHa Leayiosa
Kpocnosnaon

Huirecte, npeskeraruHH3IRpaHO
CHNHUKEB AHOKCHI, KOMOHIEH
MarHe3suer creapar

Durvoso norpumue:
Xunpomenosza

Makporon 400

Turanos gyokcun (E171)
HKpar xenesed okeua (E172)

buzonen 10 mg dunmupanu taGnerky




L " MarHesieB cteapar

Kanuues xuaporendocdar, GezroneH
Byrunxunpokcuanuzon o . .
- MHKpOKpHCTATHA HEJTY 1032 ' e R

Kpocnoeunou :

Hunecre, npexenaTHHH3HPAHO

" CunuuMes AWOKCHI, KOMOHIEH

i o - ADUAMOBO ROKpUMUE: S
Xdnpomerosa
Maxkporoa 400
Twuranos auokcug (E171)
Kuar wepeszen oxkeug (E172)
Yepsen sxeneszed okeug (E172)
6.2 HecsBMeCcTHMOCTH
Henpunomkumo
T 777763  Cpox HAa roAHOCT
5 roauHH
6.4 Cnennajnu yc/10BHS HA CHLXPAHEHHE
To3H nexapcTBeH NPOAYKT HE HIMCKBA CTICITMAIIHH YCJIOBHS HA ChXPAHEHHE.

6.5 Buiau chaObpKAHHE Ha OHAKOBKATA

PVC/PVAC/Alu 6imerepu x 10 tabmetku wmy PVC/Alu Gnucrepu x 10 TabneTkn.
30 TabneTKH B OMaKOBKA.

6.6 CrnennajHu NpeAnNasHyu MePKH NPH HIXBLPJAAHE

Hama crnenrjHanyd W3HCKBaHHA.

7. IIPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

EKO®APM I'PYIT AN

yi. Atanac [lykos Ne29, ert. 3,
1407 Codus, Brarapus

temn.: (02) 906 90 70

dakc: (02) 906 90 71

8. HOMEP(A) HA PASPEHIEHHETO 3A VIIOTPEBA

20130201 - buzonex 5 mg dunmupany radiaeTku

20130202 - Busoaen 10 mg dunmipanu TabaeTki

9. JATA HA ITBPBO PASPEINIABAHE/MIOJHOBABAHE HA PA3PEI
YIIOTPEEBA

Jara Ha nmepBo pazpeinasane: 13 wun 2013 r.
Hara Ha nocnenno nojnosiasane: 21 wHu 2018 r.




16. JATA HA AKTYAJTM3UPAHE HA TEKCTA




