UINLAHUTENHA ATEHUWA NO NEKAPCTBATA

KPATKA XAPAKTEPHCTHIRNH v FIPOENINA noogyxme  NMpusaxenue !

1. HME HA JEKAPCTBEHMS IIPOXYKT

AU LR

buzoneH 5 mg punmMupaHu TabneTku OGoBpevLUE ’*/
Bisolen 5 mg film-coated tablets QOODOHUB I ........corereveesicandd erreressnstonseemsssssss o

buzonen 10 mg ¢punmupanu Tabnerkn
Bisolen 10 mg film-coated tablets

2. KAYECTBEH H KOJIHMECTBEH CBhCTAB

Bcaka punmupana Tabnerxa busoneH S mg cbappxa S mg 6uzonpononoB ¢pymapar (bisoprolol
fumarate). Beska gunmupasa Tabnerka brusonex 10 mg craspxa 10 mg 6uzonpononos gpymapar

(bisoprolol fumarate).

3a ITLIHHA CIHCHK HA MOMOLLHHUTE BelleCTBA BIDKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Dunmupana Tabnerxa

buzoneH 5 mg dunmMupaHn TabIEeTKH: CBETIO XKBJTH, KPBIH GUWIMHPAHH TAONETKH ¢ No ABe

KPBCTOCAHH JEJIHTENIHH YEPTH OT ABETE CTPAHH.
bonen 10 mg punmupanu Tabnerku: CRETNO OpaHKeBH, KPbIiH duaMHpasn TabneTkH ¢ no ase

KPBCTOCAHH JE/THTENHH YEPTH OT JABETE CTPAHM.

Tabnerkara moxe 1a Gbae pasaencHa Ha 4 paBHH A03H.

4. KJIHHHYHH JAHHH
4.1 TepaneBTHYHH NOKAIAHAN

° JleueHKe Ha apTepHAIHE XHUITEPTOHHA
Jleuexnne Ha ucxeMu4Ha 6onecT Ha CbpUETO (AHFHHA EKTOPHC)
Jleyenue Ha cTabMnHa XpOHHYHA CbpASHHA HEAOCTATBYHOCT C HAMAJICHA CHCTONMUYHA

nesoxamepHa QyHKILHA, KaT0 AombiiHeHHe KbM ACE HHXMOUTODH M JHYpETHIIH W/ WIH
ChPACHHH I'NMUKO3HAM (32 JOMbAHMTENHE HHOpMALIHA, BIDKTE TOUKa 5.1)

4.2 [o3rpoBKa H HAYHH HA UPHIOKEHHE

Jdo3uposka

[IprHUMnHO, NeyeHHeTo TPabBa na 3anouHe ¢ HUCKH JO3U, KOHTO 0aBHO Aa ce yBenuyanart. Bne
BCHUYKH ClyuaH fo3aTa TpsaOBa Aa ce ajanTHpa HHAMBHIYAIHO, CIIOPE] YeCTOTATa Ha My/ca H
TEPaneBTHYHHA YCIIeX.

A HA XUNEPMORUR U eMUN qecm Ha chpuemo (ar2una nexmo

no3ara MoXke aa ce yseauud Ha 10 mg 6usonpononos pymapaTt BeAHBK JHEBHO.
MaxcumanHara npenopbyHTenHa go3a e 20 mg Guzonpononos gymapar BeAHBLK
Josara Tpabea aa ce azanTHpa MHAWBHAYAIHO CMOpEA YECTOTATA Ha MY/Ca H Te

Cmabunna XpoHuyHa, yMepera 00 medcka ChpOeRHa HeQOC mambYHOCM




Korato ce 3anousa nieueHue ¢ busonponon, nauneHTUTe TpadBa Aa ca crabunniupanu (6€3 nposasH Ha
OCTPa HEAOCTATHYHOCT).

[IpenopbuBa ce NeKyBALIMAT jieKap Ja HMa CbOTBETHHA OFIHT B IEYEHHETO HA XPOHUYHA ChpACYHA
HEAOCTATHYHOCT.

JleueHuero Ha cTaOHIHA XPOHHYHA CHPAEUYHA HEAOCTATHYHOCT C GH30MPOION U3HCKBA THTPALHOHHA
¢a3a.

[IpenopbrunTenHara HauanHa ao3a e 1,25 mg BeaAHBX AHEBHO. B 3aBHCHMOCT OT HHIHBHAYANHATA
NOHOCHMOCT, A038Ta C€ YBenyyasa Ha 2,5 mg, 3,75 mg, S mg, 7,5 mg u 10 mg BenHnx AHEBHO npe3
HHTEpBaN OT 2 WK NoBEYE CEAMHLIM. AKO YBEJIHYCHATA 1032 HE CE NOHACA N00pe, NEHEHHETO MOoXe
Aa MPOXLIDKH C [1I0-HHUCKA A034.

MakcvmanHara npenopsynTenHa Ao3a e 10 mg 6usonpononos pymMapaT BeAHBXK JHEBHO.

[lo Bpeme Ha THTpaLMOHHATA ¢a3a ce NPenopbYBa MPOCAeSBaHE Ha XXHIHEHHTE NOKA3ATE/IH
(cbpaeueH PHTHM, KPBBHO HAJIATAHE), KAKTO H 32 NOSAB3 H2 CHMNITOMH HA RIOLIABAHE HA ChpAEYHATa
HEAOCTATLYHOCT.

AKO MAKCHMA&IIHO NPENOpBbYBAHATA 1034 HE Ce NOHACH o0pe, TeYeHHETO MOXKE Ja NPOAB/IKH C
NOCTENEeHHoO HaManaBaula 103a. B ciayyail Ha npexoaHo BIOIIaBaHE HA ChpAe4HATa HEAOCTATHUHOCT,
Ha XMNOTOHHA WM Opanukapaus, ce Npenops4sa npepasriexiaHe Ha 103aTa Ha CHITbTCTBALLOTO
neyeHde. Moxe 1a ce HaNOXKH BPEMEHHO HAMAIABAHE Ha 103aTa HA OH30MPONoN Win
npeycTaHOBABaHE Ha HEroBus MpHeM. Cnea ctabuan3npaHe Ha ChbCTOAHHETO HA NALMEHTA, MOXKE /18
Ce MPHUCTLIH KbM NOAHOBABAHE Ha JICUEHHETO W/ HIIM NOBULIABAHE A03aTA HA Ou3onponon.

Ilayuenmu ¢ 6v0peyna uau veprodpobna ne YYHOCT

Apmepuanna xunepmonus u ucxemuuna borecm ra copyemo (AH2UHG NeXmMopuc)

[Ipu naumenT! ¢ NEKH A0 yMepeHH HapyuleHus Ha Ob6peuHaTa win yepHOApOoOHATA GYHKLMS NO
MPUHLIKI HE C€ H3UCKBA KOpHUrHUpaHe Ha Ao3ara. [Ipu nauuenTu ¢ rexka 6bbpeyra HeqOCTaTHHHOCT
(kpeaTHHHOB KIHpPBHC <20 ml/min) 4 NpH NALUMEHTH C TEXKKH HAPYILEHHS Ha YEPHOAPOOHATS
¢yHKIHA ce npenopbyBa qHeBHATa 1038 OT 10 mg Ousonpononos pyMapaT Aa He Ce HAABHLIABA.
OnuTeT OT NpUNoKeHHeTo Ha Ou3onpononos $ymapar npu naukeHTH Ha OBOpeuHa AHanwu3a e
OrpaHWyeH, BbIPEKH TOBA HAMA JOKA3aTENCTBO, Y€ AO30BUAT PEXXHM Tpa(Ba Aa ce NPOMEHH.

Cmabunra xporuuna, ymepena 00 mexcxda Copoeuna HedoCmanbyHocm

Hsama nndopmauns 3a papmMaxoxHHeTHKATa Ha GH3ONPOION NPH NALMEHTH C XPOHHYHA ChpPACUHA
HeZOCTATBYHOCT H HapyuleHa 6uOpeyna win yepnoapobHa dyHxuua. [losriuaBaHeTo Ha Jo3aTa B
TE3H CITy4aH H3UCKBE AOITbIIHHTE/THO BHHMAHHE.

llayuenmu ¢ cmapyecxa evipacm
He ce m3nuckBea kopHrupaHe Ha ao3zara. [Ipenopbusa ce leueHHeTo 4a 3aN0YHE ¢ Hak-HHCKATA

BBH3IMOXHA 0034.

[leouampuuna nonysayus
JInncea neqHaTpHUEH OMMT, 3aTOBA HE Ce NMpenopbuBa ynorpedara Ha OU3oNposoNioB GyMapaT NpH

acla.

Ha4uH Ha NPUIOKEHHUE
Tabnerxure buzoneH Tpa6sa na ce npHeMaT ¢ AOCTATBYHO KONHYECTBO TEYHOCT, CYTPHH Ha rMaaHO
HITH CBC 3aKYCKATA.

[lo npuHuKMn, NeyeHueTo ¢ GH3ONPOAON € NPOABKUTENHA TEpanus.

Jleuenuero ¢ 6H30oNponon He TpaGBA Aa C€ CNUPA BHE3AMHO, Thi KATO TOBA MOXE /1a 1
NPEeXOAHO BAOLIABAHE HA CHCTOAHHETO. AKO NMPEYCTAHOBABAHETO HA IEUEHHETO € HAT
no3aTta TpsAOBa NOCTENEHHO Ja ce HaMAallH.



4.3 IIporRBONOKA3IAHASN

busonponon € NpoTHBONOKAa3aH MNpH:

- CBPBXUYYBCTBHTETHOCT KbM AKTHBHOTO BELLECTBO WIH KbM HAKOE OT NOMOLIHHWTE BEWIECTBA,
n36poenn B Touka 6.1;

- OCTPAa ChpAeYHA HESOCTATHYHOCT WM NO BPEME HA eNU30AHU HA JCKOMMEHCALUA Ha ChpAcyHa
HEAOCTATLYHOCT, HIUCKBALLK MHTPABEHO3HA HHOTPOMHA TEPAITHS,

- KApAWOTEHEH LIOK;

- AV-6n0k or BTOpa WIH TpeTa creneH (6e3 neicmeikbp);

- CHHOPOM Ha OOJIHHA CHHYCOB Bb3e;

- CHHOaTpHaneH O/10K;

- cHMNTOMaTHYHA Opaaukapaus;

- CHMITTOMATHYHA XHITOTOHMS;

- TeXKa OpOHXHANTHA 8CTMa HIH TEXKO XPOHHYHO 00CcTpYKTHBHO GenoapobHo 3abonasaHe;

- Texka popma Ha nepHdpepHO apTepUanHoO OKTY3IHBHO 3a00nsBaHe WIH CHHAPOM Ha PefiHo;

- HeneKyBaH ¢eoxpoMouHTOM (BX. TOYKA 4.4);

- meTabonuTHa aunao3a.

4.4 Chnenunanss npeiynpexieHHs H NpeAna3HHd MEPKH OpR ynorpeba

JleuenneTo Ha cTabHWIHA XPOHHYHA ChpAE4HA HENOCTATBYHOCT ¢ GH3onposion TpsbBa fa 3anoyHe Cbe
CTNELHAIHE THTPALKOHHA dasa.

OCBeH 8KO He ¢ H3PHYHO MOKA3aHO, JEYEHHETO ¢ Ou3onmponon He TpAdBA Aa Ce NpeyCTaHOBABA
BHE3aIHo, 0cO0€HO NpH NaLHeHTH ¢ KCXeMHYHA GONeCT Ha CBhPLETO, Thil KATO TOBA MOXE A4 AOBEAE
IO MPEXONHO BIOLIABEHE HA ChPACUHOTO 3a00n1BaHe (BK. TOUka 4.2).

Buzonponon TpaOea a ce npuiara ¢ BHHMaAHHE NPH NALMEHTH ¢ XHNEPTOHHA WK angina pectoris npu
ChITLTCTBALLA ChpAeHHA HENOCTATBYHOCT.

busonponon Tpadea aa ce npwiara ¢ NOBHIIEHO BHUMAHHE MPH:

- 3axapeH auadeT, nokaspauy roneMy GayKTyalHH Ha HABATA Ha KpbBHATA 3axap. CHMrroMuTe
HA XHNOTTTHKEMHNA (HANP. TAXHKAPAHR, H3NOTABAHE, TPEMOP) MOXKE Na C€ MACKHpAT;

- CTpora amera,

- aeceHcuOunm3upawa repanua. [lonoGHo Ha ocTananuTe B-OnokepH, Susonponon moxe aa
NOBHINH KAKTO HYBCTBHTETHOCTTA KbM AIEPreHM, TAKA H TEXKECTra Ha aHaQWIAKTHUHHTE
peakLHH. JleueHHeTO C apeHA/IHE He BHHATH NdBa OYAKBAHHA TEPANEeBTHUYEH edeKT;

- AVY-610k ot mppBa CTENEH;

- aHruHa Ha [IppHuMeTan: HabroZaBaHY Ca C/ly4ay Ha KOpOHapeH Ba30cna3sbM. Bunpeku
BHCOKaTa Oeral - CEIEXTUBHOCT, NIPH NAalLIHEHTHTE C aHrHHa Ha [IpuHUMeTAN, NpUeMAaLlH
Suzonponon, He Morar aa ObAAT H3KNIOYEHH MPHCTHIIH HA CTCHOKAPAUS,

- nepudepHa aprepuanta oxtysueHa 6onecr (ITAOB). Moxe na ce Habmionasa zaciunpaHe Ha
OIUIAKBAHHATA, OCOOEHO B HAYANOTO Ha TepanuITa;

- obuia anecTe3ns.

Hsama TepaneBTHYEH ONMHT 34 ieueHHe HA ChpAEYHA HEAOCTATBYHOCT ¢ OH30NPONON NPH NALHEHTH CbC
ClieAHHTE 3a00NABaAHKA WIH CBbCTOSHHA:

~  HMHCYJNHH-3aBUCHM 3axapeH auabert (Tun I);

—  TeXKHW HapylieHHA Ha 6bOpeuHara GpyHkums;

—  TEeXKH HAPYIICHKA Ha YepHOApoOHATa QyHKLMS;

—  PeCTPHKTHBHA KApAMOMHOIATHS;

— BPOACHH CbpAEYHH 3a00/1ABAHMA;

— XEMOAMHAMHYHO 3HAYHMO OpraHH4HO 3a00n9BaHE HA CHPACYHHUTE KNAMNH;
-~ WHGApPKT Ha MHOKApAA Npe3 MOC/AEAHHTE 3 Mecela.




KoMOnHauusTa Ha OH30Nponos ¢ KaJLMEeBH 8HTAFOHHCTH OT rPYNaTa Ha BepanaMH/l WIH JWITHA3EM, C
AHTHAPHTMHYHH KAC | H AHTHXMNEPTEH3UBHH IEKAPCTBEHH CPEACTRA, HE CE MNPENopbUBa (BK. TOUKA

4.5).

[TauneHTH ¢ NcopHa3Kc WK aHaMHe3a 3a ncopraiue Tpadea aa npuemar B-6nokepu (Hanp.
OGu3onponon), camo cieJ BHUMATENHa OLIEHKA Ha ChOTHOLUEHHETO NoJi3a/pHCK.

Ha ¢ona Ha neuenHero ¢ Gu3onponon, CHMIMOMHTE HA THPEOTOKCHKO3a MOXKE 1 C€ MACKMpAT.
[Ipu nauenTH ¢ peoxpomountom, Gruzonponon ce npunara camo cien anga-peuentopHa 6nokana.

[TpM nauxeHTH, NOANOKEeHH HA o0wa aHecTe3us, B-OnokepHTe HAMAIABAT PHCKA OT APHTMHA H
MHOKAP/HA HCXEMHS NO BpEME Ha HHAYKLMA H MHTYOaLUMA, KAKTO H B NOCTONECPATHBHHUA MEPHOA.
3acera ce npenopb»uBa noagbpxainara fi-6nokana na 6Onae npogbkeHa NEPHONEPATHBHO.
AHecTtesnonorsT TpAbBa 1a Obae yBenomeH 3a B-6nokanara, mopaay Bb3MOXKHH B3aHMOIEWCTBHA C
APYTH NEKAPCTBAa, BoACIIM A0 OpanuapuTMuK, oTciabBaHe Ha pedaeKkTopHaTa TaAXMKAPAHA U
noHwkeHa peduiekTopHa crnocoOHOCT 3a KOMNEHCHPaHe Ha KpbBo3aryba. Axo e Heobxoaumo
NpeyCTAHOBABAHE HA JIEUEHHETO ¢ B-Onokep npean XHpYpruyHa onepaums, Tosa Tpabsa aa crane
NOCTENECHHO ¥ A3 NPHKIIOMH 48 Haca Npeay aHeCcTe3unATa.

Bunpexu ye xapauocenekrusuure (Bi) p-6nokepu morar na umar no-cnad edexr BpXy
6enoapobHaTa PyHKUMS, OTKONKOTO HECEJIEKTHBHHTE B-OstokepH, KakTo BcHuKH B-OnokepH,
H3MOI3BAHETO WM Chillo TPAOBa na ce H30Arsa Npy NALUMEHTH ¢ OOCTPYKTHBHH 3a00148aHHS Ha
AHXATEIHHTE ITbTHILA, OCBEH 8KO HE ChLIECTBYBAT YOCAUTENHH KITHHHYHH NMPHYHHH 34 ynorpelara
UM. B TakuBa ciryuau 6usonposnion Tpabea na ce M3INoN3Ba ¢ NOBMIIEHO BHUMAHHE.

[Mpu 6poHxmanHa acTMa WIH APyro XpOHH4YHO O6CTPYKTHBHO 6enoapobHO 3abo/1BaHe, KOETO MOXKE
Na NPHYHHU CHMITOMH, C€ NPENOPbYBA ChITHTCTBALLA OPOHXONWIATHPALLA TEPATTHA.

[ToHAkora, Npu NALHEHTH C ACTMA MOXE /1a Ce NOABH NMOBHUIEHHE Ha PE3HCTEHTHOCTTA Ha
DMXATE/IHMTE THTULLA, 3aTOBa MOXKE 12 C€ HANOXH YBEHYABaHE /103a8Ta HA Pr-CTUMYJIAHTHTE.

[py 3anouBaHe H NpeyCcTaAaHOBABAHE Ha NedeHHe ¢ Husonponon e HeoGxoaUMO peaoBHO HabmoaeHue.
3a JO3HPOBKA M HAYHH HA NPHIOKEHHE, BXK. TOUKa 4.2.

4.5 BianmojelicTBHe C APYIrH JEKAPCTBEHH BDPOAYKTH H APYrE GOPMH HA BI3aBMO/IclcTBRE

HenpenopsunreHH KOMOHHALIHH
Kanyuesu anmazonucmu om zpynama Ha 8epanamiii U 8 NO-Maika cmenex om 2pynama Ha

OwImua3em: HeraTHBHO BITHAHHE HE XOHTPAKTWIHOCTTE H ATPHOBEHTPHKYJ/IAPHATA MPOBOAHMOCT.
HHTpaBeHO3HOTO NpUNOXKEHHE Ha BepanaMu NMpH NaUHeHTH, fieKyBaHM ¢ f-6nokepH, Moxe aa
DOBERE O TEXKKA XHNOTOHHUA H ATPHOBEHTPHKYapeH O/0K.

Knac I anmuapummuvnu rexapcmseenu npooyxmu (Hanp. XUHUOUH, QU3ONUPAMUO, AUOOKGUH,
penumoun, rexaunuod, nponaghenon): epekTbT BbPXY BPEMETO Ha ATPHOBSHTPUKY/IAPHATA
NPOBOIUMOCT MOXKE [1a C€ MOTEHLUpPA H A Ce NOBHLIK HEraTUBHHA HHOTPONEH edexT.

Anumuxunepmen3usru aexapcmeenu CpeoCmea C YeKMPANKHo oeticmaue (Ranp. KIOKUOUN, MemUroona,
MOKCOHUOUH, DUIMERUOUH) . CIHOBPEMEHHATA YIoTpeda ¢ AHTHXHIIEPHHTEH3UBHH NEKAPCTBEHH
CPE/ICTBA C LICHTPANHO AeHCTBHE MOXKE Ja AOBEAC A0 BNOLLABAHE HA CbPACHHATA HEAOCTATHLHYHOCT
ype3 HaMa/IABaHE HA CbPAECYHATA YECTOTA H KANaluTeT, 8 OTTaM A0 Bazoauaarauns. Buezanunoro
NPEeYCTAHOBABAHE HA IEUEHHETO MOXKE /]a YBEJIH4YH PHUCKA OT “rebound hypertension™.

KomGunaunu, xouro TpabBa 1a ce H3Noa3sar ¢ BHHMAHHE
Kanyueau anmazonucmu om ouxudponupudurnos mun (Kanp. heroounun, amroOunuH,

eJHOBpEMEHHATA YNoTpeOa MOXke /1a YBEJIHYM PACKA OT XHUIMOTOHHA, KAKTO K He € U3
FONAM PHUCK OT ACMBJIHKTENHO BAOLIABAHE H& CHCTONHYHATA (PYHKLIMA HA CHPLIETO N
ChpACYHA HEROCTATBYHOCT.




Knac Il anmuapummuanu nexapcmeenu npodyxmu (Hanp. aMuooapor): ehpexkTbT BbPXY BPEMETO Ha
aTpPHOBEHTPUKYNapHaTa MPOBOIMMOCT MOXKE 1a C€ NMOTEHLHpa.

Ilapacumnamuxomumemuuru sexapcmeesu npooyxmiu. eGHOBpEMEHHaTa ynorpeba Moxe aa yBenHuH
BPEMETO HA ATPUHOBCHTPHKYJAPHATA NPOBOAUMOCT, KAKTO M pHCcka OoT OpagHkapams.

B-6a0oxepu c roxarno npunoxcenue (Harnp. Kank 3a OuM 3a JICYCHUE HA rJ1IayKOMa) MOraT Aa 3aCHIST
cHCTeMHHA edexT Ha HHzonponon.

Hucyaun u nepopannu avmuouabemnu nexapcmseenyu npooykmu: 3aciiBaHe edeKkra Ha HaManaBaHe Ha
KpbBHATA 3axap; 6110xHpaHeTo Ha B-aapeHOpeLeTTOPHTE MOXE Aa MACKHPA CHMITTOMHTE Ha
XHIOTIHKEMHA.

Anecmemuyu. HamanssaHe Ha pePNEKTOPHATA TAXHKAPAUS H NOBHIWABAHE HA PUCKA OT XHIOTOHHA
(Bx. TOUKA 4.4).

Huzumanucosu zruxo3udu; HaManABaHe Ha ChbpAEYHATA YECTOTA, YBETHUABAHE Ha BPEMETO HA
aTPHOBEHTPHKY/IAPHATA MPOBOANMOCT,

Hecmepouonu npomusoevznarumennu cpedcmea (HCIIBC): moxe na HAMaNAT XUNOTOHUYHHA edeKT
Ha bu3zonponon.

B-cumnamomumemuyu (nanp. uzonpenanun, oobymamunr). koMmbnHauuaTa ¢ Suzonponon Moxe Ja
HamanHu eeKTa ¥ Ha 1BETE IEKAPCTBEHH CPEACTBA.

Cumnamuxomumemuyu, axmusupauu xaxmo f-, maxa u a-a0peHopeyenmopu (Hanp. HOpaOpPeHanun u
aopenanur).: KoMOMHauuATa ¢ OH30ONpOAON MOXE a AEMACKHPA NOBIHIHOTO OT
Q-aJpCHOPELCMTOPHTE BA3OKOHCTPHKTOPHO AeHCTBUE HA TE3H ATCHTH, BOAELIO A0 YBEJIHMABAHE HA
KPBLBHOTO HANAraHE M H3OCTPAHE Ha claudicatio intermittens. CMATAa ce, ue TaKkoBa B3auMoaeHcrane e
NO-BEPOATHO ¢ HeceNneKkTHBHH B-OnokepH.

Eonoepemennama ynompeba ¢ asmuxunepmen3ugnu 1exapcmeenu cpedcmsad, KakTo 4 ¢ ApYru
NPOAYKTH, KOHTO HMaT XMIIOTEH3HBEH NOTeHLUAN (HANP. TPHLUMKITHYHHA AHTHACNPECAHTH,
GapOuTypaTH, heHOTHAZNHY), MOXKE 12 YBEJIHUYH PHCKA OT XHNOTOHHA.

Kombunauun, kouro Tpabea aa ce oOMHcaAT:
Medroxun. NOBHLLIEH pUCK OT Opaaukapaus.

MAO-unxubumopu (c uskmovenue na MAQO-B unxubumopu): 3aCWIeH XHNOTEH3UBEH edeKT Ha
p-Onokepure, HO CBHINO TAKA H PHCK OT XHINEPTOHHYHA KPH3a.

Pugpamnuyun: BE3IMOXHO € 1EKO HAMAIABAHE HA MOMYKUBOTA HA GH30MPONoA, NOpaay HHAYKLHMATA
Ha YepHOApoOHHTE nekapcTeo-meTabonuzupauiu eH3uMH. OOUKHOBEHO He e HeoOX0AHMA NpOMSAHA B

NO3HPOBKHTE.
Epzomamuriosu npouzeoOnu. BoLIABaAHEe HA NepHPEPHUTE LHPKYAATOPHH HAPYLLIEHHA.

4.6 OeprTranTeT, peMeEROCT B KBpMeEHE

bpeMeHHOCT
busonponon uma GapMakonorHyHu AeHCTBHA, KOUTO MOTAT Ja NMpEeAH3BHKBAT YBPEXIALIH edexTH

BLTPEMATOYHA CMBPT, a6OpT U NpexaespeMeHHO paxaaHe. HexxenaHure iekapcTeeH
(Hanp. xunornukemus ¥ OpanHKAPAHA) MOTaT A CE€ NOABAT NPH U042 U HOBOPOAEHC
Heobxoaumo neyerue ¢ P-anpenopeuenropun 6nokepH, 3a mpeanouMTaHe ca Bi-cene
aApeHOPELEeNTOPHH BIOKEpH.



bmonponon He Tpabea aa ce H3NoOA3Ba NO BpeMe Ha OPEeMEHHOCT, OCBEH aKO He KpaiHO HeoDX0AHMO.
AKO neyeHKeTo ¢ ODU3oNpoNon ce cuMta 3a Heobxoanmo, Tpabsa aa ce Habnronasa MAaTOMHO-
niaueHTapHUug KpbhbBOTOK M pacTexa Ha nnoja. B cnyuaii Ha yspexxaaluu epeKkTH Bbpxy
OpeMeHHOoCTTa MM MN0Ja, TpaOBa 1a ce oDMucnu arrepHaTuBHO neueHre. Hosopoaenure Tpabaa
CTPUKTHO Aa ce Habnoaagar. CHMNTOMH HA XHIOTJIMKEMHSA H OpaauKapAus Nno NPUHLMI ¢e OYAKBAT

npe3 MbPBHUTE TPH JHH.

Kbpmene

He e n3pecTHO aann OM30MpOSoON ce eKCKPETHPa B KbpMAaTa U KaKBO € Bb3ACHCTBHETO MYy BBpPXY
HOBOPOACHHTE. 3aTOBA KbPMEHETO HE € MPENOPHLUHUTETHO MO BPEME HA APHIOKEHHETO Ha
Ou3zonponon.

4.7 Edexrn Bupxy cnocobnoctTa 3a modHpaHe r pabora ¢ MAmMRHH

[1px npoyusaHe ¢ NaUHEeHTH C HCXeMUYHa OONecT Ha CbpUETO, OU30MIPONON He BIOLIABA
cnocobHoCTTA 38 WodHpaHe. BenpekH TOBR, NOpaaHd HHAKBHAYATHHTE PAIHKH B PEaKIIMHTE KbM
NEKapCTBEHHA MPOAYKT, cnocodHOCTTA 3a WodHpaHe u pabora ¢ MaLIMHK MOXE J1a ¢€ BIOLLH. ToBa
Tpabra na ce nma npeasua, ocoOSHO NpH 3aMO4YBAHE HA TEPATTHATA H NPH NMNPOMAHA HA JICYCHHETO.

4.8 Hexenann JeKapcTBeHH peaxnun

B 3aBHCHMOCT OT Y4eCTOTATa Ha TAXHOTO [POABIIEHHE HEXKEJIAHUTE JISKAPCTBEHH PEaKLIMH Ca:

. MHoro uecTH (3acsraT | wiu nopeue Ha Bcekd 10 nanueHTH);

Yectn (3acarar | win noseye Ha Bcekk 100, Ho no-manko ot | Ha Beceku 10 naineHTH);
Hevectu (3acarar | wau noseye Ha Bcexu 1 000, Ho no-manko ot 1 Ha BcekH 100 naumenTH);
Penxu (3acarat 1 unu nosede Ha Bcexu 10 000, Ho no-manko ot | Ha Bcexku 1 000 nauueHTH);
Muoro peaku (3acarat no-manko ot | Ha 10 000 naumeHTH);

C Hen3BecTHa YecToTa (MecToTaTa He MoXke Aa ObAe onpeneeHa OT HAUTHYHHTE JaHHH).

Hscnenpanus

Penku: YBEJIHYEHH TPUFJIHLIECPHAH, YBETHYEHH CTOHHOCTH HA YePHOOPOOHHTE eHIUMHM
(ALAT, ASAT)

Copaeyns H EHHSA

Muoro yectn: 6panuxapans MU NAUHEHTH C XPOHHYHA ChPAEYHA HEAOCTATEYHOCT

YecTu: BNOLUABAHE HA CHPACYHATA HEAOCTATHYHOCT

Heuecru: HApYLUEHHA HAa aTPHOBEHTPHKYJAPHATA MMPOBOAHMOCT, OpanHxkapaHA MpPH NAUHEHTH C

XHMEPTOHUA WK HCXEeMHYHa 6071ecT Ha ChpLETO, BIOUIABAHE HA HATHYHA ChpACYHA
HEAOCTATHYHOCT NPH MALUMEHTH ¢ XHNEPTOHUA WIH HCXeMHUYHA B0JIeCT Ha CHPLIETO

HapyieHns Ha HEPBHATA CUCTEMA
YectH: 3aMasHOCT, rnasobonue

[1pu nanmeHTH ¢ XMNEPTOHUA WIM HCXeMHUYHA B0NeCT Ha ChpAETO Te3H CHMITTOMH C€ MOABABAT
ocobeHO B HAUANOTO Ha JleueHHeTo ¢ 6u3zonponon. Te ca No NPHHUMN fiekKH # YECTO W34Ee3BaT 1o }-2
CeMHLIH.

Peaku: NpHUNaabLM

HapyuieHus Ha ounTe
Peaku: HaMAaIeHO CWI300TACNAHe (1A ce HMa NPEIBRH NMPH NAUKMEHTH, H3MOM3BALILH J1eLH)
MHOTO peaAKH: KOHKOHKTHBHT

Hapyuienus Ha yxXoTo U N1abupHHTa
Peaxw orcnabpane Ha ciryxa

PecnupaTopHH, rpbaAHH U MEAHACTHHANHHY HADYLIEHHS
HeuecTtu: OpoHxocnasem npH nauMeHTH ¢ OPOHXHANHA aCTMa WIH aHaMHe3a 3a

benoapobHo 3abonapane




Peakwu: ANnepruyeH pHHUT

CTOMaIUHO-YPEBHH HADVIULIEHUSA

Yectu: rajieHe, NOBPbUIAHE, NHAPHA, KOHCTUTIALIMA
Hapyvluenus Ha KOXATA U MOAK0KHATA THKAH
Peaku: peakLHH Ha CBPBXYYBCTBHTENHOCT (ChpOex, 3auepaaBaHe, 0OpHB H aHrHoeaeM)

MHoro peaxu: anoneuus, f-6nokepure Moxe Aa NPOBOKUPAT HIM A BJIOLUAT NCOPHA3HC HIH 1A
HWHAYUHMpAT ncopuasuc-noaobeH obpHB, anoneuus

HapylLieHns Ha MYCKYJIHO-CKENeTHATa CHCTeMA H CheJHHHTE/IHATA ThKAH
Heuectn: MYCKYJIH2 cnaboCT, MYCKYJTHH CNa3mH

Chp108H HAPYMICHHUS

Yecrn: yCElllaHe 3a CTYI WIH H3TPBMNBAHE HA KPAHHHLHTE, XMIIOTOHUA (MPEAUMHO NPH
MAaLHEHTH CbC CHPACYHA HEAOCTATHHHOCT)
Heuectn: OPTOCTATHYHA XHNTOTOHHS

OOuin HapymieHHs U ePeKTH HA MACTOTO HA NPUNOKEHHE
HecTu: acTeHUs, yMOpa

[Tpy nauMeHTH C XHNEPTOHUS KK HCXeMHYHA DONECT Ha CHPLICTO TE3H CUMITTOMH CE NMOABABAT
ocoDeHO B HAYAMOTO Ha JieueHHeTOo ¢ Ou3onponion. Te ca mo NPUHLMN IEKH M YECTO H34e3BaT Ao 1-2
CEIMMLM.

XenaToOHAHADHM HIeHHA
Penku: XernaTur

HapywieHHs Ha Bb3NPOH3BOAWTE/NIHATA CHCTEMA H I'bp/aTa
Penxu: HApYLIEHHA Ha MOTEHTHOCTTA

[ICHXUYHH HAPYIUECHAS

HeuecTtn: HapyLIEeHHR Ha CbHA, ACNpecHs
Penxn: KOLUMapH, XATIOLHHALHH
C e HA NTORO3UDAHH H H H

CnobiaBaHeTo Ha NOAO3UPAHM HEXENAHH PEAKLMM CNIe paspellaBaHe 3a ynorpefa Ha NeKapCTBEeHHS
MPOAYKT € BakHO. TOBA M0380148a A2 MNPOIL/DKH HAOMOAEHHETO HAa CHOTHOUWIEHHETO HON38/PHCK 32
NEeKAPCTBEHRA NPOAYKT. OT MEAHLHHCKHTE CMNELHATHCTH Ce H3HCKBA /ia ChobLiaBaT BCaka

NOAO3HpaHa HeXeNlaHa peakuma upe3 Uanmwinnrenna areHuus no aexapcersara yi. ,,.Jlamau I'pyes™
Ne 8, 1303 Codusa, Ten.: +35928903417, yebcaitT: www.bda.bg

4.9 IIpexozmpane

CuMnTOMH
[1pu npeno3supane (Hanp. AHeBHa f038 oT 15 mg BmMecTo 7,5 mg) ca HabmoaasaHH TpeTa CTefNeH
aTpHOBEHTpUKYynapeH 6nok, Opaauxkapaus U 3amaiBaHe.

Haii-uecTiTe npu3HaLy, o4aKBaHH NpH Npeao3upare ¢ f-Onokepy, ca Opagukapana, XMHINOTOHHA,
O6poHXOCNa3bLM, OCTPA ChpASHHA HEAOCTATLYHOCT H XHNIOrNHKeMHA. Jlocera ca CboOLIEHH HAKOMKO
ciyyas Ha nipeaosupaHe ¢ Ouszonponon (Makcumym 2000 mg) npy naUMEHTH C XMNEPTOHUA H/UNH
CbpACHHO-CHAOBO 3a00/1ABaAHE H BCHUYKK NALHEHTH ca Ce Bb3CTAHOBWIK. UMa uMpokH HHAMBUIYAIHY
paznuyus B YYBCTBHTEIHOCTTE KbM €AHHHUYHA BHCOKA 1034 SU30ONponon H NauMeHTUTE Cbe
HEAOCTATBYHOCT BEPOATHO €A MHOTO YyBCTBHTENHH. 3aTOBA INPH TE3H NaLHEHTH JICUSHU
3aABJDKHTENHO TPAGBA fa 3anouHe ¢ NOCTENEHHO YBEJIHYABAHE HA J038Ta, ChIVIACHO CX
nocoueHa B T. 4.2.

JleyeHue



B cnyuaii Ha npeno3vpaHe, TepanuaTa ¢ Onsonposon Tpadea aa ce cnipe H aAa ce nNposeae
NOATBbPAII0 H CHMITOMATHYHO JieueHHe. Cnopea orpaHHYEHHUTE AHHH, MAJTKO BEPOATHO €
Ousonposnon aa ce eNMMUHHpa 4pe3 auanu3a. Ha 6a3ara Ha oyakBaHWTe (apMAKONOrHYHH NeHCTBUA U
npenopbky 3a apyrure f-6nokepu, Tpabea aa ce HMaT npeasua cneaHuTe o0LH MEPKH, ako ca
KNHHKUYHO 0OOCHOBAHH:

bpaouxapous: UHTpaBeHO3HO NPHICKEHHE HA aTPOMNHH. AKO He ce¢ HabnionaBa aieKBaTeH OTroBOP,
MOXKE BHHMATE/HO [ C€ AaA€ H3OTIPEHANKH WIH APYro JIEKAPCTBO € NO3HTHBHH XPOHOTPOITHH
cBoiictsa. [Ipn onpeaenexu obcroarencrsa Moxke Aa € HEOOXOAWMO TPEHCBEHO3HO BbBEXKIAHE Ha
neAcMeHkbp.

Xunomonus: IlpunoxeHne Ha HHTPaBEHO3HH TEYHOCTH H BA3OMpecopH. [ oKaroH, nprioxed
HHTPaBEHO3HO, MOXe Aa Obje OT no3a.

Ampuosenmpuxynaper baox (emopa wuiu mpema cmenen). Ilaunernture Tpabea aa 6v0aT BHUMATENHO

MPOCNeAABAHH H TPETHPAHH C H3OMPEHANHH HHPY3HOHHO, WM TPaHCBEHO3HO 4a Obae BbhBeACH
chpaeueH neAcMeAKsp.

Ocmpo srowaeane Ha copoeynama nedocmamvyrocm: UHTPaBeHO3HO NPHAOKEHHE HA JHYPETHLM,
HHOTPONHH CPEACTBA, BA3OAHNATHPAILH CPEaCTBa.

bponxocnazem. HaszHauasar ce OpOHXOAHNATATOPHA TEPANUA KATO HIOMPEHANHH, Pi-
CHMIATHKOMKEMETHLH WHIH AMHHODHIHH.

Xunozauxemus. IHTPpaBEHO3HO NPUNOKEHHE HA IMIOKO34.

5. ®APMAKOJOrHYHHE CBOHCTBA
5.1 ®apmaxoamREaMEYEE CBONCTBA

QapmMakoTepanesTH4Ha rpyna: cefexTHBeH B-Onokep
ATC xoa: CO7ABO7

H3bM HA JeHCTBUE
bu3onponon € BUCOKO cenlekTHBEH Pi-aapeHopeuenTopeH Gitoknpall areHT 6e3 BbTpELLIHA
CHMIMATHKOMHMETHYHE 8KTHBHOCT M 0e3 choTBeTHO MeMOpaHocTabuwnmaunpauio aeficreue. [IpoaykTsT
HMa MHOTO cnab apuHHTET KbM f2-peuenTopuTe HA MAAKHTe MYCKYJIH Ha OPOHXHTE H CHAOBETE,
KAKTO H KbM [2-peuenropure, C8bp3aHH ¢ MeTabONUTHATA perynaia. 38T0Ba HE CE O4AKBA
Gu3onponon Aa BIKAC HA AMXATEIHATA PE3HCTEHTHOCT H fr-MeauupaHuTe MeTabonutHu edexru. B -
CEJICKTUBHOCTTa Ha OH30NPONION € H3BbH TEPANEBTHYHHTE JO30BH IPAHHLIM.

KanHuuyHa edrkacHOCT H 0e30MacHOCT
Obo 2647 naunenTu ca snoueHy B npoyusaHeto CIBIS II. 83 % (n=2202) 6unm ot knac [1 Ha

NYHA, a 17 % (n=445) - or xnac IV Ha NYHA. Te ca uManu ctabHnHa CHMITOMATHYHA CHCTONHA
CbhpAe4Ha HeAOCTATLYHOCT ((Pppakums Ha H3THackBaHe < 35 % Ha Oasza exoxkapauorpadua). O6uara
cMBPTHOCT € Ouna HamaneHa or 17,3 % no 11,8 % (orHocurenHo kamanenmne ot 34 %). OruereHo e
HaMaIeHHE HAa BHE3anHaTa CMBPTHOCT (3,6 % cnpamo 6,3 %, oTHocHTenHO HamaneHue 44 %) u
HamalieH Opoif Ha ciTyHauTe CbC ChpACYHA HEROCTATHYHOCT, M3UCKBAUH XocnHTanH3aums (12 %
cpetry 17,6 %, orHocHTenHo HamaneHue 36 %). HabmonaBaHo e H 3HaUMTENHO noaodpeHue Ha
¢yHkuUHOHANHHUA cTaTyC cnopea knacHbukauuaTa Ha NYHA. B nauanoro Ha TepanusTa u
Ha THTPHPAHETO Ha OU3OMPOION €8 OTYETEHH CTYHaH Ha XOCMHTaIu3aLMA, NopaaH nos
Opanuxapaus (0,53 %), xunotensus (0,23 %) u octpa aekomneHcauus (4,97 %), Ho
YeCTH, OTKONKOTO B naauedo rpynara (0 %, 0,3 % n 6,74 %). bposar Ha daranHuTe KU
HHBATHAM3HPALIH YASPH N0 BPpEME Ha LAN0TO Hicneasare ca 20 B rpynara ¢ 613on
ruiauebo rpynara.




B xnunnutoro npoyusane CIBIS Il ca u3acneasann 1010 naunenTn Ha Bb3pacT 2 65 rogun, ¢ neka
10 ymepeHa xpoHuuHa cbpacyHa HeaocTaTbyHOCT (CHE; I wnu 111 xnac NYHA) u naBa
BEHTPHKYJ1apHa Ppakuus Ha H3tnackeaHe < 35 %, XouTo He ca 6unu nekynaHu npeaun ¢ ACE-
HHXHOHMTOPH, B-OnoKepu Wnu aHrHoTEeH3IUH peuenTtopHM Gnokepu. UicneapaHero cpaBHsABa
Ge3onacHOCTTa U €PEKTHBHOCTTA Ha ITbPBOHAYA/IHA LIECTMECEUHa MOHOTEpanua ¢ Ousonponon
(rapretHa no3a 10 mg seaHbX AHEBHO), KbM KoaTO ce npubara ACE-nHxuburop enananpun
(TapreTHa no3a 10 mg ABa MLTH AHEBHO) B NPOAWDKEHHE HA oLe 6 Ko 24 MeceLa, ¢
fIPOTHBOTIONOXHATA NOC/IEA0OBATENIHOCT Ha ITbPBOHAYATHOTO NevyeHHe. Besaka rpyna ce cuxerou ot 505
MAUHEHTH.

JABeTe CTpaTerny €a CN4no CpaBHEHH, KAKTO NO OTHOLLEHHE HA KOMOHHMpaHaTa o6wa kpafina et
(oblia CMBPTHOCT HAK XOCAHTANIM3ALMA), TAKA U MO OTHOIUIEHHE HA BCEKH OT Te3H KOMTIOHEHTH NO
oraenHo. Ot nexyBaHuTe nauMeHTH o01aTa kpatiHa uen e nocrurHara npd 178 naumentn (35,2 %) ot
rpynara, neKyBaHa mbspBo ¢ 6usonponon, cpeury 186 naunenty (36,8 %) or rpynara , nekyBana
TbPBO C €HANANpPK1, KOETO NOKA384, Y€ JICUEHHETO, 3an04YHano ¢ 6u3onponon, € CpaBHHMO Mo
e(PEKTUBHOCT C JIEYEHHETO, 3ano4Hano ¢ eHananpui, [lpy nbxpeoHayanHo neveHue ¢ GHzoNponon ca

NoYHHaNK 65 maLKeHTH cpelly 73, IeKyBaHH MbPBO ¢ eHANANPUN (MeXAyrpynosa paznnka p=0,44) u
151 cpewry 157 xocnuranusuparu nauneHTH (p=0,66). BposaT HAa cepHO3HH ¥ OOUIH HEXKENIAHH
JICKAPCTBEHH peakunHu € noxo0eH 3a ABeTre rpynu. AHAIM3LT HA JAHHMTE 32 ITbPBATa M'OAYHA NOKA3BA
HE3HAMHTEIHA TEHACHLHA KbM HaMaiaBaHe Ha ofLIaTa CMBPTHOCT Ha I'PYNATA, fIeKyBaHa MLPBO C
busonponon, ¢ 31 % B cpasHenne ¢ TasH, JIeKyBaHa ITbPBO ¢ eHananpwi. CTaTHCTHYECKM 3HAYHMOTO
HaMAIABAHE HA PHCKA OT BHe3anHa cMbpT ¢ 46 % (p=0,049) npes mbppaTa roguHa rnasHoO AONMPHHACH
33 NO-A00paTa NPEeKHBAEMOCT HA rpynara, jeKysaHa mspBo ¢ Suzonponon. Jisere crparerus 3a
HA4YaNo Ha NEYCHHE HA XPOHHYHA ChPACYHA HEAOCTATHYHOCT NMOKA3BAT NOAOOHK O0IUM pe3yATaTH Mo
OTHOIICHHE HA CMBPTHOCT H XOCMHTATH3aLMA, KAKTO H TEHAECHUMS KbM YIb/KeHA NPEKUBAEMOCT,
No-CNEeUHATHO Ype3 peayKLMA Ha BHE3armHaTa CMbPT, Hab/llofaBaHa MpH rpymnarTa, IeKyBaHa MbPBo ¢
busonponion. Pesynrature nokassar, ue nopagu cxoaHata 6€30MacHOCT H ePHKACHOCT, ICYEHHETO Ha
XPOHHYHA CbpACYHA HEAOCTATHYHOCT MOXKE Aa 3aMO4He WIH ¢ OH30NPONON, WK ¢ SHANATIPHI.

BH30MpONON CHUIO TAKA CE NPUIAra 3a NEYeHHEe Ha XHMEPTOHHA H CTEHOKAPAMA.

buzonposion HIMa H3pa3eH HEraTHBEH MHOTPONEH e(eKT.

bH30NPOSOA ROCTHIa MAKCHMANHHA CH AHTHXHMINIEPTEH3UBEH eeKT 3-4 yaca cnex nepopaneH rnpHemM.
ENMHMHHALHOHHHA MY NOJY>KHBOT B 1ia3Mara ot 10-12 yaca My ocurypasa 24 uyacopa e(peKTHBHOCT
cel eQHOOO30B AHEBEH MPHEM.

MakcHMATHHAT XHNEpTeH3HBeH edekT Ha OU30NMPONON NPHHLMIHO CEe JOCTUra CeA 2 CEAMHIM.

[1pH HHTEH3IHBHOTO NPHUNOKEHHE MPH NALMEHTH C HCXEMHYHA 6oJlecT Ha ChpLEeTo 6€3 XpoHUYHa
ChpACHHA HEAOCTATHBYHOCT, GH30NIPONON HaMANSBA ChPAEYHATA HECTOTa H YAAPHHSA 00€M H No TaKbB
HaYHH NOHIKABA ChPACHHUA ACOHT U KMCJOPOAHOTO NnoTpebneHHe. IIpn XpPOHHUHO NPHIOKEHHE,
MbPBOHAYATHO NOBHLUEHATA NEpH(EpHa PE3HCTEHTHOCT HamanaBa. [ToTHCKaHeTO Ha aKTHBHOCTTA HA
IUTa3MEHHA PEHHH C€ AMCKYTHpA KATO MEXaHHILM HA NCHCTBHE, 1eXKall B OCHOBATA Ha
aHTUXHNEPTCH3UBHUA edekT Ha B-Onokepure.

Upes 6nokanara Ha chpAcuHHTE B-peuenTopy GH30MPONOA NOTHCKA OTrOBOPA KbM
CHMIIATOAJPEHEPrHYHATA AKTHBHOCT. TOBa NpeaH3BUKBA HAMATIEHHE HA ChPAECYHATA YeCToTa U
KOHTPAKTWIHTET H NOpaAX TOBA BOAM A0 HAMANEHHE HA MMOKAPIHATA KOHCYMALIMA HA KHCJIOpo[,
KOETO € xeylaH epekT NpH aHrHHa NEKTOPUC ¢ HANTHYHA HCXEMHYHA GONecT Ha CHPLUETO.

5.2 PapMakoKHHeTHYHE cBOECTBA

AGcopbuna

bu3onposton ce abcopbupa nowrn HanbaHO (>90%) OT rACTPOHHTECTHHANHHUS TPaKT U MO
Mankus eexT Ha first pass npes uepHus apob (npubnusurenso 10%), uma abcomorHa Gudh
oT okono 90% crea nepopaTHO NPHIOKEHHE. /o
Csbp3paHeTo Ha 6M30NPONON C MNa3MEHHTE MPOTEHHH € okono 30%. ot

Pasnpenenexne
OGemnT Ha pasnpenenenne e 3,5 /kg. OOWMAT KIMPBLHC Ha NPOAYKTa € NpHban3UTENHO



EnHMHHAUMOKHHUAT My NoyxHBoT OoT 10-12 yaca ocurypasa 24 yacopa epeKTHBHOCT cael
€AHOKpAaTHA NHEBHA 1034,

buorparchopmanyg ¥ eTHMUHHpAHE

buzonponon ce enuMHHEUPA OT opraHK3Ma o asa meTa: 50% ce merabonusupart oT 4epHus apob ao
HeaKTHBHH MeTalbOJIMTH, XOMTO ce ekcKkpeTupaT npe3 On0peumte. Ocrananure 50% ce ekckperHpar
HenpoMeHeHH npe3 6uhpeunTe. Thit KATO eTMMHHHPAHETO ce H3BLPLUBA Npe3 6bOpeLMTe K YepHUA
Apod B enHAKBA CTENEH, HE Ce U3KMCKBA aNaMTHpaHe Ha J03aTa Ha OM30NPONoN NPU NALMEHTH C J1eKH
N0 YMEPEHH HapYLEeHHA HA YepHoapobHaTa win 6p0pevHaTa PyHKuHA.

(DapMaKkOKHHETHKATA [PH NALHEHTH Cb¢ CTAOUNHA XPOHHYHA ChpACHHA HEAOCTATBYHOCT U ObOpeunn
WIH YePHOAPOOHH HAPYLUEHHS HE € H3YueHa.

JInseliHocT/HEenuHEHHOCT
buzonponon uMa nuHeHa, Bb3pacTOBO-HE3ABHCHMA KHHETHKA.

[1pv nauMeHTH ¢ XpoHHUHE crpacyHa HenocTatbuHoCT (111 craanii no NYHA), nnasmeHnTe HHBa Ha
busonponon ca No-sUCOKH U NEPHOABT HA MOMYXKHBOT € YXb/DKEH B CPABHEHHE CBbC 3ApaBH
nobposonuu. MakcuMaiHaTa rnasmMeHa KOHUEeHTpauxsa B cTadunHo ceeTogHue € 64 = 21 mg/ml npu
AHeBHA 1034 oT 10 mg 1 nepHoABT Ha noaypa3naa € 17 £ 5 yaca.

$.3 Tlpeaknrnununsu nasnn 3a GezonacHOCT

HexkNUHHYHUTE NaHHH He noka3BaT 0COOEH pHCK 3a Xopa Ha Ha3ara Ha KOHBEHIIHOHATHHTE
¢apMaKkoONOrHuH1 Npoy4YBaHus 3a 6e30nacHOCT, TOKCHYHOCT MPU MHOTOKPATHO NMpHaraHe,
reHOTOKCHYHOCT WIHM KapUMHOTMEHEH NOTEeHLIHAN.

Penpoaykuma
B penpoayKTHBHHUTE TOKCHKOJIOrMYHH M3CEEBAHHA OH3ONPONON HAMA BIHAHHE BbPXY (epTHIHTETA

HIH BhPXY oflltara penpoxyxTHBHa cnocobHocT. [logobHo Ha apyru B-6nokepu, 6Guzonponon Bvs
BHCOKH JO3H BOAH N0 TOKCHYHOCT KaKTO NpH Makkara (HaMaNeH npHeM Ha XpaHa ¥ cran Ha
TEJIECHOTO TErN0), Taka u npH embpuoHa/mnona (ysenuueH Opoit pe3opburH, HaManeHo TenecHo
TerJI0 Ha HOBOPOAECHOTO, 380aBeHO PUIHUECKO Pa3BHTHE), HO HAMA TEPATONCHEH e(eKT.

6. OAPMAIEBTHYHHA JAHHH

6.1 ChnHcbk Ha NIOMOIMBETE BEIIeCTRA

Bu3oneH S mg QuiMHpaHH TabneTkn

Kanuuer xuaporesagocdar, 6e3soaeH
ByTUAXHAPOKCHAHH3ON
MHKPOKPHCTAIHA LieTyN03a
Kpocnosuaox

Huwecre, npexxenaTHHU3HPAHO
CuwiniHeB QHOKCHA, KONOKWACH
Marde3ues cTeapar

Duimoso noxpumue:
XHApoMenosa

Maxporon 400

Turanos auoxcun (E171)
ot keneszen okena (E172)

buzone 10 mg dunmuparu Tabnerku




Kanuunes xuaporengocdar, 6e3soneH
bYTUIXUAPOKCHAHH3ON
MukpoxkpHcTanHa Letynosa
KpocnoBuaoH

Huwecre, npexenaTHHHIUPAHO
CuanuMes AHOKCHA, KOMONAEH
Marxesnes creapat

Duamoeo nokpumue.

XyvnpoMenosa

Maxporon 400

Turanos anokeua (E171)

JKbar xenezeH okeung (E172)

YepreH xenesen okcua (E172)

6.2 HecboBMecTEMOCTH

Henpunoxumo

6.3 Cpok Ba rognocr

3 roguHH

6.4 CoenEanHH YCI0BHS HA ChXpAHEHHE
To3u nexkapcTBeH NpoAYKT HE H3UCKBA CMICLHANTHH YCNOBHUA HA ChXPAHCHUE.

6.5 Bua a chappxaHne HA ONAKOBKATA

PVC/PVAC/Alu 6aucrepu x 10 Tabnerku wnn PVC/Alu 6aucrepu x 10 Tabnerkm.
30 Tabnerky B ONAKOBKA.

6.6 Chnennaamm npeana3ER MePKH UPH HIXBLpJISHE

HaMma cneuHanHy H3UCKBAHHA.

7. NPHUTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA

EKOQAPM I'PYII A

yn. AtaHac [lykos Ne29, er. 3,
1407 Codua, brarapus

ten.: (02) 906 90 70

daxc: (02) 906 90 71

8. HOMEP(A) HA PASPENIEHHMETO 3A YIIOTPEEA

20130201 - buzonen 5 mg punmupaHH Tabnerkn
20130202 - buzonen 10 mg puwimupanm Tabnerku

YIIOTPEBA

Jara Ha mepBO pa3peluasaHe: 13 oun 2013 r.
Jlata Ha nocneano noaHosasaHe: 21 wHH 2018 1.




10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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