KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA



1.  MME HA JIEKAPCTBEHUSI [IPOJYKT 20 100933/ 25

buzonponon Buatpuc 5 mg ¢punmupanu tabnerku
buzonposion Buarpuc 10 mg punamupanu tabneTku ?fn\’) S6 - } |
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Bisoprolol Viatris 5 mg film-coated tablets
Bisoprolol Viatris 10 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH ChbCTAB

Bcska Tabnerka chabpka S mg Ouzonpononos ¢ymapat (bisoprolol fumarate).
Bceska Tabnerka cwrabpka 10 mg 6uzonpononos dymapar (bisoprolol fumarate).

[ loMOLIIHHY BeleCcTBa C H3BECTHO JIEMCTBHE

Bceska tabnerka ot 5 mg cbabpika:
0,005 mg cbHceT xkbaTO (sunset yellow) (E110)

Besika rabnerka ot 10 mg chabpixka:
0,114 mg cbHceT xkbaTO (sunset yellow) (E110)

3a MbJIHUA CMIMCHK HA MMOMOLIIHUTE BELLECTBA, BHXKTE TOUKa 6.1.

3 JEKAPCTBEHA ®OPMA

Ounmupana TabaeTka.

buzonponon Buarpuc 5 mg duamupanm Tabnetku ca 05ea0 KbATH, OBaJIHH, ABOMHO M3MbKHAIIM
¢uamupanu tabnerku, ¢ aenuTesnHa JWHUA, npubauzuTesHo 9 mm x 7 mm. Ot eaHara cTpaHa Ha
TabneTkure UMa Haanue “ BL” u “4” oT aBeTe cTpaHu Ha aenurenHarta nuHUA. Ha oOpaTHara crpaHa uma
Haanuc "M”.

buzonponon Buarpuc 10 mg ¢unmupanu tabnetkud ca 6ne1o A0 CBETIO OpaHKEBH, OBAJIHH, ABOHHO
U3MbKHAIK (UIMHUpaHU TaOJIETKH, C JeJuTeNHa JIMHUA, npubauszutenHo 9 mm x 7 mm. Ot eaHara

cTpaHa Ha TabneTkuTe MMa Haanuc “ BL” 1 “6” or aBete cTpaHu Ha aenutenHara JuHUA. Ha obpaTtHara
CTpaHa uMa Haanuc "M”.

TaGneTrkure MOXKe 1a ce AeJIAT Ha JIB€ paBHHU JO3H.

4. KJIMHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHSA

JleyeHue Ha apTepUasiHa XHUIIEPTOHHMA.

JleyeHue Ha XpOHMUYHA UCXEMHUYHA DOJIECT HA CHPLETO (aHIMHA MEKTOPHC).
4.2 J1o3MpoBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Bv3pacmuu




Jlevenue na xunepmonus u XpOHUNHA UCXeMUYHA bonecm Ha CbpYemo

Hosnposkara TpadBa aa ObAe HHAMBMAYyanu3wpaHa. [lpenopbyBaHaTta HayanHa [03a € 5 mg JHEBHO.
O6ukHOBEHO n03ara € 10 mg BeAHBK AHEBHO, a NPENOPHYBAHA MAKCUMAITHA A03a € 20 mg NHERHO.

ITayueumu c yspeoena gynxyus na 6vbpeyume unu Ha uepHus opob

IIpn nauneHTH ¢ yBpexaaHe Ha 6p0penuTe B TexKa CTeneH (KpeaTUHUHOB KNUpBHE < 20 ml/min) u npu
MalMEHTH C YBpeKIaHe Ha yHKIMMTE Ha YepHUA ApoO B TEXKKA CTEMNEH A03ara He Tpabea na Haasuinasa 10
mg BeAHBXK AHEBHO. Ta3u JO3UPOBKA €BEHTYANTHO MOXE Ja C€ pa3/ie/ii Ha ABa NpuemMa.

Cmapuecka év3pacm
O6HKHOBEHO He ce Hajlara npoMaHa Ha no3upoekara. [IpenopbuBa ce 3anoypaHe Ha NEYEHHUETO A € ¢ Hail-
HUCKATa Bb3MOXKHA 1103a.

lleduampuuna nonynayus
Hsama gaHHH.

[Ipeycmarnoensane na nevenue
JleyeHuero He TpAOBa na ce criupa paA3ko (BuxrTe Touka 4.4). Josupoekara Tpabra ma ce HamMalifiBa
MOCTENEHHO HAMOJIOBHHA MPe3 HHTEPBAN OT €QHA CEAMULIA.

HayKH Ha NpUnoxeHue
3a nepopanHo MPUIOKEHHE.

buzonponon Buatpuc Tpabea na ce r3ema cyrpuH ¢ uim 6e3 xpaHa. Tabnerkure TpsaOBa na ce rejrTar ¢
AOCTATBYHO KOMUHMECTBO TEYHOCT H He TpAOBa Ja ce AbBYar.

4.3 IlpornBonokazaHus

buzonponon BuaTpuc € NpOTHBONOKA3aH NPH IMALIMEHTH ¢!
¢ CBPBXYYBCTBMTENHOCT KBM AKTHMBHOTO BELUECTBO WM KBM HAKOE OT MOMOUIHMTE BELICCTEA,
n3bpoenu B Touxa 6.1.

® OCTpa CbpPACHHA HEAOCTATBYHOCT WIH ITO BpCMC Ha ACKOMIICHCALUHA Ha ChpACHHA HEAOCTAThYHOCT,
W3UCKBAILH HHTPABCHO3HO JCYCHHUC C HHOTPOITHH NCKAPCTBA

KapAHOIr€HEH LIOK
AYV 610K OT BTOpa WK TpeTa CTENeH

CHHAPOM Ha OOJIHHA CHHYCOB Bb3ell

CHHOaTpHajeH OJoK

cMMMTOMaTH4YHa Bpaaukapaus

CHMATOMATHYHA XUITOTOHMA

TeXKa OpOoHXHaNTHA acT™Ma

T€XKKa CTENMeH Ha nepudepHO apTepUaTHO OKITY3HBHO 3a00NABaHe MM Texkka GopMa Ha CHHAPOM
Ha PeiiHo

HeleKyBaH (PeoXpOMOLIUTOM {BHOKTE TOUKa 4.4).

¢ MmeTaboMTHA auuao03a

4.4 Chnennanny npeJynpexaeHus H Npeana3’HH MePKH NpH ynotTpeda

Cneg HAJIHH NpEAYNPEKICHHA.

(OcBeH aKk0 He € CTPMKTHO NOKa3aHo, JieueHueTo ¢ Ouzonponon He Tpadea aa ce npe
ocobeHo rpu NauMeHTH ¢ HCXEMHUUYHA OONECT Ha ChPLETO, ThH KAaTO TOBA MOXE Aa
BJIOLLIABAHE Ha ChPASHHOTO 3ab0onsaBaHe (BHXKTe Touka 4.2).




To3u nekapcTBeH MPOAYKT ChAbpKAa no-mManko or 1 mmol Hatpuit (23 mg) Ha Tabnetka, T.e.
MPaKTHYECKH HE ChABPKA HATPHIA.

Cobabpxa cbHeer xbaTO (E110), KOETO MOXKE 212 NPUYKMHH aNEPrHYHH PEaKLHH.

IIpeana3zHu MepkH:
buzonponon Tpabea Aa ce npwiara ¢ BHUMAHHE NPH MAUMEHTH € XMIIEPTOHHA WIM aHMMHA MEKTOPHC NpPH

CBITETCTBALLA ChPASYHA HENOCTATHUHOCT (JieHeHHEeTO Ha cTabWiIHA ChpAEYHA HEAOCTATHLYHOCT ¢ OM30MpoIION
TpabBa 1a ce 3ano4ypa ¢ CreUManHa TUTpUpaila ¢aza [3a noapodbHocti Brokte KXI1 3a 6m3onponon, nokasar
3a JIeYUEHHETO Ha cTabunHa chpaeyHa HEAOCTATEHHOCT)).

buzonponon Tpadea Ja ce npunara ¢ BHUMaHKe NMPpY NaLKUEHTH C:
¢ bponxocnaseM (OpoHXHaANHA acTMa, OOCTPYKTHUBHH 3a00/1SBaAHNA HA TUXATENNHUTE ITHTHILA)

e 3axapeH auabeT, ¢ roneMH QIYKTyalMH B CTOMHOCTHTE Ha 3axap B KPBBTR, CHMIITOMM Ha
XUMOTrMKMKeMHA (Harp. Taxuxapaui, ChpucbueHe, U3NOTABAHE) MOXE Ja Ce MacKUpar.

¢ CTPHKTHA AMETA

¢ 1o BpeMe Ha acceHcuOWnmzHpalua tepanud. [lonobHo Ha BcHuku Apyru Oeta-bnoxepy, Suzonponon
MOXKE Oa MOBHILIK, KAKTO YyBCTBHUTEIHOCTTA KbM QJIEPreHH, TaKa M TEKECTTa Ha aHaQHNAKTHUYHUTE
peakuMu. JleueHHeTO ¢ aApeHanH He BUHArK MOXKe J1a iaJie OMakKBaHHA TepaneBTUYEH Pe3yJITar.

e AV 610k oT mepBa creneH

e aHruHa Ha [Ipunumeran: HabmoparaHu ca cimyuad Ha KOpOHapeH BasocnadeM. Bunpeku Bucokara CH
6eral CeNeKTHBHOCT, NPH NauMeHTHTe ¢ aHruHa Ha [lpuHuMeTan, npuemauy Guzonponos, He MoraT
na 6baT U3KIKOUEHH NMPUCTHIH HA CTEHOKapAHA.

e nepudepHO aprepHanHO OKMy3MBHO 3abongeaHe. Moxe na ce Habmoaasa 3acWiIBaHe Ha
OTUIAKBEAHUATR, OCOOEHO B HAYAIOTO Ha JICUEHHETO

e 00112 aHecTe3us.

[TauueHTH ¢ NcopUMa3uc WM aHaMHe3a 3a ncopuasuc Tpadea na npueMar dera-6nokepu (Hanp. dOuzonponon)
cJie BHHMATENTHA OLIeHKA Ha MOJ3aTa U PUCKa.

CHUMOTOMUTE Ha TUPEOTOKCHUKO3a MOXKe Ja e MACKHUPAT IMpH JieueHHe ¢ 6U30Mponon.

[1py nauveHTH ¢ peoxpoMoLUTOM OU3ONPOIION TPAOBA Ja ce npwiara cnen anda-peuentopHa 6nokaaa.

[Ipy nauneHTH, MomieKay Ha oOwia aHeCTe3us MO BPEME Ha BbLBEKIAHETO H HHTYDAUMATA U
NOCTONEpaTUBHUA nepuon, Oeta-6nokagaTta HamanfgBa HECTOTATa HA APHTMHUHM M MHOKAapAHA HUCXEMHA.
[IpenopbuBa ce, noaabpxaulata feta-610kafa aa NpOABLMKH NEpPHUONEPaTUBHO. AHecTe3noNorsT Tpsabea
aa 6bae n0obpe 3ano3Har ¢ 6era-GnokanaTta, MOpaan Bb3MOXKHOCTTA 3a B3AMMOACHCTBHE C APYTH JIEKAPCTRa,
BoJewo A0 OpaadapuTMui, orcnabBaHe Ha pedIEKTOpHATa TaXMKapAXA M HamaniaBaHe Ha pedUieKTopHaTa
crnocoOHOCT 3a KOMIEHcalMs Ha KpbBo3arybara. AKO BBLIIPEKHM BCHYKO C€ Hanara NMpeycTAHOBABAHE Ha
neveHueTo ¢ Oera-Onokep npeaud XUpyprudHa HHTEpBEHLMA, ToBa TpabBa ga cTaBa NOCTENEHHO U Ja
NPUKITIOYK 48 yaca rpesay aHECTE3UATA.

Bbnpekn. ue kapamocenextusHute (Oera;) Oera-Onokepu Moxe na umar no-cnab edekt Bbpxy
dhyuknmaTa Ha benute ApoOOBe, OTKONKOTO HecenekTUBHUTE DeTa-OaokepH, kakTo U npu Bcuuku OeTa-
bnokepu, Te Tpabsa ga ce u3dArear nMpU NaUUEHTH ¢ OOCTPYKTUBHH 3a00NsABAHUA HA JAMXATENTHHTE
NbTHLLA, OCBEH aKO HE Ca HalMLE HANOXUTENHHW KIHHWYHM NPUHMHK 3a TaxHaTa ynotpeba. Korato
CBILECTBYRAT TaKUBa MNMPUHHHM, OU30OOPONON MOXE Oa C€ M3NoN3Ba ¢ nosuilleHo BHWUMaHue. [lpu
nNauueHTH ¢ OOCTPYKTHBHU 3a00NSBAHUR HA AUXATENHUTE ITbTHULLA, JIEHEHHETO C 6n30nponon Tpabea aa
3aN0UHe ¢ Hal-HUCKaTa Bb3MOXHA J03a W nauMenTuTe Tpsbea na Ovaar BHUMATE.1H)
HOBM CUMATOMHM (HampuMep 3adyX, yMopa, kauuuua). [Ipenoprysa ce eaHOBpeM
OpOHXOAWIATHPALLIO JICYSHHE NPU CUMITTOMATHYHH NalHeHTH ¢ OpoHXHallHa acT E;
obcTpykTHBHO OenoapobHo 3abonasane. [loHskora, nNpu MaLMEHTH C ACTME




NOBULIIABAHEC HA PC3HCTCHTHOCTTA HA JHXATC/THUTE MbTHLLA, 3aTOBA MOXKE J1a C€ HAAO0XKH YBEIIMYAB3HC HA
A03aTa Ha Ge’l‘ﬂz-CTHMYJIﬁI-ITHTE.

4.5 BsaumogelicTBHS € APYrH JEKAPCTBEHH NIPOAYKTH H ApYrn GOpMH Ha B3aHMoOJeicTBHe

Kom0unanun, Konto He ce NpenopbYBAT:

e Kanuuesd aHTArOHUCTH OT rpynara Ha BepanaMMn U B MO-MaJKa CTENeH OT rpynaTta Ha
aunruazeM: HeraTMBHO BAMSAHHE HA KOHTPAKTUIHOCTTa U ATPHO-BEHTPHUKYJIAPHATA NMPOBOAHMOCT.
HMuTpaBeHO3ROTO MPUACIKEHHE Ha BeparnaMu/ NMpd NauMeHTH, JIeKyBaHU ¢ OeTa-6nokepH, Moxe
[a [oBeAe A0 TeXKKa XUMNOTEeH3HA H aTPHOBEHTPHKYNapeH G0k,

e lleHTpanHo JeMcTBAIUM AaHTUXMNEPTEH3WBHM MNPOAYKTH (Hanp. KIOHHMAMH, METHIA0NA,
MOKCOHHAHWH, pUAMEHUAUH): EnHOBpeMeHHaTa ynotpeba Ha aHTHXHMEpPTEH3MBHK NEKApCTBa C
LEHTpanHO ACACTBHE MOXE Ja JOBeAe A0 IMO-HaTaTbLIHO HaMajiiBaHe€ Ha LEHTPANHUA
CHUMIATHKOB TOHYC (M MOKE Aa NPHYHHH HAMANABAHE HA CHPAEMHATA YECTOTA W KanauMuTeT H 10
BazoaMnaTauMs). BHe3anHoTo npekpaTaBaHe Ha JICUCHUETO MOXKE 1A YBEJIHWYHM pHcka oT “rebound
hypertension”.

KoMbOunanuu, kouTO TpAOBA 13 Ce N3NMOI3BAT ¢ BHHMAHHE:
e Knac | aHTHapUTMHYHM JicKapcTBa (HAmp. XUHWOMH, OM3OTIMpaMMI, JNHAOKAHH, (EHHWTOHH,
(nekaunu, nponadeHor): EGexThT BepXy BpeMeTO Ha aTpHO-BEHTPHKYJIapHaTa NMpPOBOAHMOCT

MOJKeE J1a ¢e MOTeHUMpa U Aa ¢ NOBHUIH OTPHLIATEMHMSA HHOTPONEH €(EKT.

o Kanuuerd aHTArOHHUCTH OT OUXUAPONHPHAMHOB TUN (Hanp. HUeaUnuH, (QenocaAUNHH W
aMIOAUITHH):

EnHoBpeMeHHaTa ynotpeba Moxe fa YBETHUH PUCKA OT XMIOTEH3HA, KAKTO H HE MOXe 1a Ce
M3KTIOUM YBEIMUABAHE HA PUCKA OT AOMBIHUTENHO BNOLIABAHE HA BEHTPHKY/IApHATA PYHKLINA,
MpHU NALMEHTH CBC ChPASUYHA HEAOCTATHYHOCT.

o Knac IIl anTHapuTMU4HU aekapcetBa (Hamp. aMHoapoH): EdekTeT BBpXY BpEMETO HAa aTpPHO-
BEHTPHUKYJIAPHATA MPOBOAUMOCT MOXE 12 CE€ MOTEHLIUAPA.

¢ bera-OmoxepH 3a JOKAIHO NMpUIOXKeHHe (Hanp. Kanky 3a O4H 3a JIeueHHe Ha rayKkoMa) MOXKe Ja
3aCHNAT CUCTEMHMA edeKT Ha Guzonponon.

¢ [JlapacumnatukoMUMeTHUHH nexapctBa: EnHoBpemeHHara ynorpeba MoOXxe Aa YBEJW4YH aTPHO-
BEHTPHKY/IapHaTa MPOBOAMMOCT, KAKTO U PHCKa OT Opaaukapaus.

¢ HMHcynuH ¥ nepopalHM aHTHAUAOETHH NEeKapcTBa. 3acHIBaHE Ha e(ekTa Ha HaMallfiBaHe Ha
3axapra B kpbBTa. bnokupaHero Ha OeTa-aApeHOPELENTOPUTE MOXKE 14 MACKHPA CHMITOMHUTE Ha
X UMTOrTHKEMHAL.

e Adecrernuu: HamangeaHe Ha pednekTopHaTa TaxMKapAus U TMOBUIIABAHE HA PUCKA OT
XUMOTOHMA (338 ZOMbIHUTENHA HHPOopMaLHA 32 0011a aHECTEe3HS BHXKTE CBLUO TOUka 4.4).

¢ JIMruTajIHCOBH IMIOKO3WAU: Y BETHYABAHE HA BPEMETO HA ATPUO-BEHTPHUKYJIapHaTa NMPOBOAUMOCT,
¢ Koeto ce 3abaps ChbpASUHUS PHUTHM.

e HecrepouaHu NpoTHBORBINANUTENHHU NekapeTeedd npoayktH (HCTIBJIIT): Te moxke aa HamansaT
XUNOTEH3NBHHUA e(deKT Ha Ousonponon.

e bera-cuMnaTUKOMMMETHUM (Hanp. u3onpeHanuH, AobytamuH): Kombunauusara ¢ Gusonponon
MOJKe fa HaMmany eEeKTa M Ha ABAaTa MPOJYKTa.

e (CUMNaTHKOMHMETHIIHM, aKTHBHpalUM KakTo Oera-, Taka M anda-peuentopure (Hanp.
HOpaapeHaNuH, anapeHanuH): Kombunauusra c¢ Ouszonponon MoOXe nOa HE MNpUKpHE
BA30KOHCTPHKLUHATA, NpPEAU3BHKAHA OT anda-aapeHOPELENTOPHHA e(deKT Ha Te3u JAEeKapCTea,
KOETO BOAM IO MOBHIUABAHE HA KPBHBHOTO HAJIAraHE U MOKA4YBaHe HA MEXAMHHATA LUPKYyHaLus.
[Ipyema ce, uve TakoBa B3aUMOAEHCTBHE € XApPaKTEPHO MO-CKOPO 34 HECENEKTHBHHTE OeTa-
bnokepu.

¢ CumnatukoMHMeTHUM: KoMOWHauusTa ¢ OU30NpoOnon Moxe Aa HaMailu ede
nexkapcTBa. Moxe aa ca HeoOXO0AMMH MO-BHCOKH A03M Ha elMUHeDPHH NpU J1
PEaKLIMH.




e EaHorpeMeHHaTa ynotpeba ¢ aHTHXHNEPTEH3UBHH MPOAYKTH, KAKTO M C IPYrH JIEKAPCTBA, KOHTO
MMaT MOTEHLUHAN 32 HaMansBaHe Ha KPbBHOTO HanaraHe (Hanp. TPHLUMINIMYHHA aHTHAENPECAHTH,
Hapburypaty, PeHOTHA3IUHH), MOXKE 14 YBENUUH PUCKA OT XUIIOTOHMS.

KomOuHauun, kouTo Tparbdsa aa ce 0OMHCAAT:
¢ MeduiokHH: NOBHILEH PHCK OT OpaguKapauA.

¢ MAO-unxuburopu (¢ H3wnoueHue Ha MAO-B nuxuburopn): YeenuuasaHe Ha XHNOTEH3HUBHHA
edexT Ha Bera-OnokepuTe, HO CHILIO PHCKA 33 XHITEPTEH3HBHA KPH3a.

4.6 ®@epTHANTET, OPEMEHHOCT H KhpMeHe

bpeMeHHOCT

buzonponon uma ¢apMakoIOrHyHu epexkTH, KOUTO MOKe a NpeJHU3BHKAT YBpEXKAAIH €(eKTH BBPXY
OpemenHocTra wW/WnM mnoaa/HosopogeHoro. [lo npunHuun Oera-agpeHopeuenTopHuTe Oa0KepH
HAMANABAT IU1aLleHTapHaTa nepdy3us, KOATO ce CBbP3Ba CbC 3abaBsHe HA pacTexka, BETPEMATOYHA CMBPT
WM NpPeXOEBpeMEeHHO paxnaaHe. HexenaHute nekapCTBEHW peakuyd (Hanp. XUIIOrIHKEMHS WU
Opaavkapausa) MOXe Ja ce NpPOABAT IPH IUI0Ja ¥ HOBOPOACHOTO. AKO € HeobXoauMo nedeHue ¢ Oera-
agpeHopeuentTopHy bnokepH, 3a npeanoyMTaHe ca Oera -CeleKTHBHUTE apeHOpeLeNnTOPHH O1oKkepHu.

buzonponon He ce npenopruBa Oa C€ MU3MOJ3BA MO BpeME Ha OpEMEHHOCT, OCBEH aKO He € H3PHUYHO
IOKa3aHo. AKo neueHueTo ¢ Omsonponon ce cuura 3a HeoOX0AMMO, MpenopbyBa ce Aa HabaoaaBa
MAaTOYHO-TUIALCHTAPHOTO KpbBOCHAOAsABaHE M pacTeka Ha Inoaa. B cnydait Ha yBpexpaluyd egeKTH
BbpXy OpeMEHHOCTTA WIH TUTOAA, NPENopbYBa ce Aa ¢ 0OMHUCIH anTepHaTHBHO nedeHue. HoBoponenure
TpabBa na ce Habmopasat cTpukTHO. [lo NpHHUMN CUMNTOMH HAa XUNOTIMKEMHUA W Opaaukapaus ce
OYAKBAT NpPE3 MbPBHTE TPH AHH.

KbpMeHe
Hsama paHHM ganu OW300poson ¢e€ eKCKpeTHpa B KbpMaTa MpH 4YOBEK, WIM 3a 0Oe3omacHOCTTa Ha

Ousonponon npu kuvpmauera. [lopanu ToBa, HE ce€ NpPENOpPLYBA KBPMEHE MO BPEME Ha JeYEHHE C
Su3onponoi.

4.7 EdexTn Bbpxy cnocobnocrra 3a modupane u pabora ¢ MAINHA

[Ipy KAMHHUYMHO NpoyuBaHE C MALMEHTH ¢ MCXEMMYHa OO0JIeCT Ha ChHpLETO OM30ONpOsION HE BIOILAaBa

cnocobHocTTa 3a wodupaHe. Bunpeku ToBa, nopaay HWHAMBUAYAIHHTE pa3jiM4Mg B peakLUUTe KbM
ne4yeHueTo, crnocoOHoCTTa 3a WogupaHe U paboTa ¢ MalIMHM MOXE [1a ce Hapyluu. Toea TpaOBa ja ce
1MMa npeasu 0cobeHo Mpu 3arroMBaHe Ha IeHEeHUETO WM IIPH NPOMSHA HA NeUEHUETO, WM NpH yroTpeda

Ha anKoxoJ.
4.8 Hexenanu JeKApPCTBEHH peaKHH

HexcenaHuTe nekapCTBEHHM peakUMHU ca MOApPeJEeHKW CBIVIAaCHO cCJielHaTa KiacM(HKALMA HA 4YeCTOoTa:
Muoro yectu (=1/10)

Yecthn (=1/100 po <1/10)

Heuectu (>1/1 000 o <1/100)

Penku (>1/10 000 no <1/1 000)

Muoro peaxu (<1/10 000)

C HenspecTHa yecToTa (HecToTaTa HEe MOXKe Aa Obae onpeaencHa OT HATHYHHTE AaHHH).

IIcnXHATPRYHA HAPYUICHHSA:
HeuecTn: HapylueHU HA CbHA, ACTIPECUA.

Penxu: koluMapu, XantoLMHALIHY.

HapymeHnHSs HR HEPBHATA CHCTEMA:




YecTu: samaiisane*®, rmapobonue*.
Penku: cHHKOM.

Hapyuntenna HA OKOTO:
Peaku: HaManeHO ChN300TAENAHE (Aa ce UMa TIpeABU NP MAaLUeHTH, U3NO0N3BalH KOHTAKTHH JISLLH).
MHOro peaxH. KOHKOHKTUBHT.,

HapynieHus na yxoro # n1abupnnra:
Peaki: HapylieHUA Ha clyXa.

CbpaevHH HApYIIIEeHHS:
He 4ecTH: HapylieHHns B AV-NpOBOAUMOCTTA, BAOLIABAHE HA CBILECTBYBALLA ChPACHHA HEAOCTATBYHOCT,

Opanukapaus.

Cba0BH HApYLIEHHSA:

YecTu: ycellae 3a CTyI WIH U3TPBIBAHE HA KPAMHULIMTE, XUITOTOHHKA, 0COOEHO NMPH NALMEHTH ChC
CbhpACYHA HEOOCTATBYHOCT

He4ecTd: opTOCTATHYHA XHINOTOHUSA

PecnupaTopHu, rphbAHH B METHACTHHAJIHH HAPYUICHHA
HeuvecTu: OpoHxocnassM npu NalKeHTH ¢ OpoHXxHaHa acTMa WIM aHaMHe3a 32 00CTPYKTHBHO

3abonaBaHe Ha QUXATEIHUTE MbTHLIA.
Peaku: aneprudeH pyHUT.

CroMaulHO-4peBHH HAPYLICHHA:
YecTu: cToMallHO-4YpEBHH OIUIAKBaHHUA, KaTo rajeHe, NOBpbLIAHE, AHApUA, 3arieK.

XenaTo-06uNuapni HapylIeHHns:
Penku: xenatur.

HapymeHHs HA KOXKATA H MOAKOKHATA THKAH:

Penkn: peakliui Ha CBPBXYYBCTBUTEAHOCT, KaTO [IPYPHTYC, 3a4CPBABaHE, OOPUB W AaHTHOEEM.
MHoro peaku: 6eta-610KkepyTE MOXE Aa NPOBOKHPAT WIH A4 BJIOWIAT ICOPHA3UC KWK Aa HHAYLHpPAT
ncopurasuc-noaodbeH odbpus, anoneums.

Hapyuienus Ha MYCKYJI0-CKeNeTHATA H CheAHHHTE/HA THKAH:
HeuvecTu: myckynHa ci1abocT, MyCKYNHH CIIa3MH.

HapymeHns HA penpoiyKTHBHATA CHCTEMA H MbpAaTa:
Penku: epekTHiHA OUCHYHKLIMA,

O0mu HapYIIeHHA H HAPYIIEHHA HA MACTOTO HA NPHJIOKEHHE:
Yectn: ymopa®.
HeuecTn: acteHus.

JIabopaTopHH H3CA€ABAHHA:
Peaku: nopuilleHH CTOMHOCTH HA TPUIIHLEpHAH U Ha yepHOApoOHHUTE eH3uMHU (AJIAT, ACAT)

* Tesu cUMNTOMH ce MpOABABAT OCOOEHO B HAYaloTO HA NeudeHWeTo. [lo-NMpUHLMM Te ca JeKU U 4ecTo
OT3BYYaBaT 3a 1 00 2 ceAMHULH,

Crobuiapare Ha NOAO3IWPAHH HEXKENAHH peaKUHH

CpobulaBaHeTO Ha NOJO3MPaHHM HEXEJIaHW PEeakLUUH clied paspeulaBaHe 3a yI
NPOAYKT € BaxkHo. ToRa MO3BOJIABRA [a NPOABIKK HAOMIOAEHHUETO HAa CBHOTHO
NIEKapCTBEHUA MPOAYKT. OT MEAULIMHCKUTE CMELUANIMCTA C€ U3UCKBa Aa CHOOLL




HeXXellaHa peaKUHs upe3 HauMOHANIHAa CUCTeMa 3a cboOwaBaHe: M3nbaHUTENHATA areHLMd TO
nexapcraara, yia. ,,Jlaman I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaitT: www.bda.bg.

4.9 Ilpepozupane

CHUMNTOMM

Haif-uecTuTe npusHauy, Oo4axsaHW MpH npenosupaHe ¢ Oera-Onokepu ca Opaaukapausa, XUIIOTOHMA,
OpoHxocnaibM, ocTpa CbpAeYHa HEAOCTATBHYHOCT M xMnoraukemua. KMma orpaHuueH onut npu
npeao3vpaHe Ha OH3onponosn, cCaMO HAKOIKO clyvas ca cbhoOuUleHH Ha npeno3upaHe ¢ OGusonponon
(Makcumanno 2000 mg). Orbenasanu ca Opagukapaus W/WiIM XunoTtoHus. BCHYKH nalHeHTH ca ce
Bb3CTAHOBUWIH. MMa 1IMpOKa HHTEPHHAWBHAYa/HA BapHAOWIHOCT B YyBCTBHTEIHOCTTA KbM €HOKpaTHa
BHCOKA f03a OM30nponion, KaTo MNAaUUEHTHTE CbC ChpPACYHA HEAOCTATBYHOCT BEPOSATHO €A MHOLO
YYBCTBHUTE/IHM.

JleueHue
[To npuHuMn, axko HacTBNH Mpeao3upaHe, JiedeHHeTO ¢ Ou3onponon TpabBa na ce npekpaTH H ce
npenopbiBa Aa c€ HasHauM NOANOMAarailo ¥ CHMITOMATHYHO JIeUeHHe.

B13 ocHOBa Ha o4akBaHHTE ()apMaKOJIOTHYHU AEHCTBUA U MPENOPBKUTE 3a ApYTrd OeTa-0JI0KEPH, KOTaTo
€ KIMHUYHO OCHOBAHO, ¢cienHuTe o6 Mepku Tpabera aa ce HMaT NpeaABUA:

Bpanukapana: UHTpaBeHO3HO NPWIOKEHHE HA ATPONMUH. AKO pe3yNTaThT € He3afOBOJIUTENEH, MOXKE
BHUMATEJIHO 18 C€ NMPHII0XKH H30NPEHATKH WIH APYT MPOAYKT C NOJIOXKHTETHO XPOHOTPOITHO AEHCTBHE.
Flpy chbuiuTe 06CTOATENCTBA TPAHCBEHO3EH MelicMeliKbp MOXKe BpEMEHHO 3 € HeOOXOAMM.

Xunorouus: TpaGea Ja ce MpPUNOXKAT MHTPABEHO3ZHO Pa3TBOPM M Bazomnpecopd. OT monza Moxe Aa e
MHTPABEHO3IHOTO MPHIIOKEHHE Ha [JIIOKAroH.

AV 6nok (Bropa u Tpera creneH): [lauuenture TpaGea BHMMaTenHO ga ce HabAKOOABAaT M JieKYBAT C
H30MPEHATUH UK HHTPaBEHO3HO NMOCTABAHE Ha CbPAEHEH NENCMENKDP.

OcTpo BjIOWIaBAHE HA CbpPACHHA HEJOCTATBUHOCT: FKIHTpaBeHO3HO npHNIOKeHHEe HAa [OUYPETHLH,
MHOTPOMNHH MPORYKTU, BA30JHUNATATOPH.

bponxocnazsm: [lpunokeHne Ha OpoHXxoAWNAaTHpAWO JievMEeHHE, KaTO H3ONpPEHanuH, Oera;-
CHMIMAaTHKOMHMETHYHH MPOAYKTH W/ HIH aMHUHO(HIIHH.

XunornukeMus: UHTpaBeHO3HO NPHIOKEHHE Ha IIOKO3a.

OFPEHHHGHH AaHHH Apeanonarar, 4e 6H30Hp0ﬂ0ﬂ TPYIHO CC OTCTPdHsABa HpPC3 NUalln3a.

5. OAPMAKOJIOIHYHH CBOMCTBA
5.1 dapmakoaHAMHYHH CBOHCTBA

(dapMakoTepaneBTHYHA rpyna: cenekrupeH Oera-6nokep, ATC xon: CO7 ABO7.

MexaHUH3bM HA NeNCTBUE
buzonponon e¢ MmolueH, OeTa;-CEIEKTUBEH alpeHopeuenTopeH ONOKMpall arcHT, JIMWEH OT B‘prEI.I.IHB.

CTUMYJIMpalla CHMMATHKOMHMETHYHA AaKTMBHOCT H 0e3 CLOTBeTHa c*raﬁn.nuau oY x\ #
aktuBHOcT. Toli npureskaBa MHOTO ¢1ab apHUHUTET KbM OeTaz-peLienToOpUTeE B Tl

OpPOHXHTE U ChOBETE, KAKTO ¥ KbM 0eTa;-pelielITOPUTE, CBHP3aHH ¢ METa00IUTH / § . é
MO MPHMHUMN He ce OyakKBa OM3OMPONoa Aa BIMAe HA JUXATeTHaTa pezuc*renmo ""r"‘i'n ' al ﬁie |
MeTabonuTHy edexT. beta-CeneKTHBHOCTTE Ha O6M30MNPOIION € H3BBH TEPANEBTHY @e TRANATIN




AHTHaHIHro3eH MexaHu3eM: Ypes Gnokanata Ha Oera peuenTopuTe B CHPUETO, GH30MPONION MOTHCKA
OTrOBOPa, KbM CHMIATHKOBAaTa aKTUBHOCT. TOBa Npe/M3BMKBA HAMANABAHE HA ChpAEYHATA YECTOTA M
KOHTPaKTWIHTET W N0 TO3H HAYKWH HAMAJIABA MHOKapAHAaTa KOHCYMallUs Ha KHCJIOPOS.

(DapmakoaMHaMHU4YHHU edexTH

buzonposion ce H3NOA3Ba 33 JIEYEHHE Ha XMIEPTOHHA M HCXeMH4HA GonecT Ha chpueto. Kakro u npu
aApyrure 6era;-010kupally areHTH METONLT Ha AeiiCTBHE NPH XUNEPTOHHA He e AceH. U3secTHo e obave,
ye HH30NPONO HaMasABA 3HAYHTETHO AKTHBHOCTTA Ha PEHHHA B IUTa3MATa.

bu3onponon cbLIO ce U3MM0A3BA 32 JICUSHHE HA ChPJIeYHA HEAOCTATBYHOCT.

Cnea HMHTEH3MBHOTO NPWIOKEHHE MNpPH NaLKMEHTH ¢ HUcxeMHUuHa Oonect Ha cbpueTo 6e3 XpOoHHUHA
Chp/ieuHa HEAOCTATHYHOCT OH30Mposoa HaMalfBa ChplAevHATa YECTOTa H YAapHUA 00eM M Mo To3M
HAYMH TOHWXKABA CHpAECUHHA AeOMT M KucnopoaHOTO notpebneHue. [IpH XpOHHHYHO NPUNOKEHHE,
MTbPBOHAYAIHO MOBULUEHATA NepHdepHa pe3UCTEHTHOCT HAMAIABA.,

5.2 @apMaKOKHHETHYHH CBOHCTBa

Peazopbuus
buzonponos ce pe3opbipa NoYTH Halb/IHO OT CTOMALLHO-4YPEBHMS TPAKT.

3a€AHO ¢ MHOIO MaJIKHUAT edeKT Ha “first pass” uma Bucoka 6HoHaNUYHOCT, NpubausuTento 90%.

PasnpeneneHue
CBbp3BaHETO C TUIa3MEHHMTE NpoTeMHH Ha Ouzonponon e okono 30%. O0eMbT Ha pa3snpeneneHue € 3,5

l’kg. ObuwnaT knupsHe e npubnuznurento 15 V/h.
[Inazmenuat enumuHauuoHeH nonyxxuBoT (0T 10-12 yaca) no3ponaBa ePeKTHBHOCT B NPOAB/DKEHHE Ha
24 yaca, cnej efHOKpaTHa AHEBHA JO3HPOBKA.

buotpancgopmalius
[Teraecer npouenTa ce meTabosin3upa B yepHua apob, ¢ otaensHe Ha MeTabonUTHTE upe3 6bOpeLuTe.

EnumMuHKpane
busonponon ce enMMHHUpa OT OpraHusMa upez apa nbTa, 0% ce merabonusmpa B uepHus aApod Ao

HEaKTHBHH MeTabOoJIUTH, KOMTO chen ToBa ce oTaenaT uped 6u6peuure. OcraHanutre 50 % ce oTaensT
ype3 ypuHaTa B HenpoMeHeHa dopma. Toil kato B otaeasHeTo 6vOpeuure u yepHus apod yyacTBar B
€IHAKBA CTEMEH, HE C€ Hanara KOpPEeKUMsA Ha JO3UPOBKATA MPH MaLUEeHTH ¢ yBpeaeHa PYyHKUUA HA YepHHUA
Apob K 6B6peuHa HEAOCTATBYHOCT.

Jpyry cneyyanHuy nonyaaium
[Ipn nauneHTH ¢ XpoHuyHa cepaeyHa HeaoctarbuHocT (III-ta crener mo NYHA), koHUeHTpauunTe Ha

Ousonposion B miazMara ca Mno-BMCOKH, a4 NMONYKHBOTHT € YABDKEH, CPABHEHO ChC 3paBu J00pOBOJILIH.
MakcruManHaTa paBHOBECHa KOHLEHTpaLMs B ruiazMara € 64+2] ng/ml, npu aHesHa xo3a ot 10 mg, a
MOJY2KHBOTBT € 17£5 h.

5.3 IlpeaxkauHuuny JaHHH 32 6ezonacHocT

IIpeAKNHHHYHKTE JaHHH HE NTOKa3BaT 0coOeHa ONMacHOCT 3a X0pa, Ha OCHOBA HA KOHBEHLIMOHATHHUTE
H3CneaBaHuA 3a hapMaKonorHuHa 0€30NacHOCT, XPOHHUYHA TOKCHYHOCT, F’eHOTOKCHYHOCT M
KapUHHOTEHHOCT, Bb3MOXHA TOKCHYHOCT BbPXY pPENpOAYKLMATA U PasBHTHETO.
Kakto ¥ apyrure bera-OnoxkepH, 6H301ponos NpUYHHABA TOKCHHHOCT KAKTO Ha
(HamansgBaHE HA KOHCYMAaUHMATa HA XpaHa U MNOHWKABaAHE Ha TEJIECHOTO TEr0) Taka
(nosuuiabaHe Ha pe3opOLMUMTE, HAMANIABAHE HA TEMJIOTO HA MOTOMCTBOTO, MOBIHUARS
pa3sBUTHE) NMPH BUCOKH J03H, HO HE € TePATOreH.




6. DOAPMAIEBTHYHU JAHHH
6.1 Cnucbk HA NOMOLHHTE BelnecTna

3a gpuamupanume mabaemxu om 5 mg.
CovpuesnHa Ha TabaeTKara:
MuKpokpHcTanHa ueitynosa
byTHNXKHAPOKCHAHU3ON

Kononaen, 6e3soieH CWIHILIHEB AHOKCH]
MarHe3ues cTeapar

Harpues naypun cyngar

Xoar xenesed oxkcua (E172)
KpockapMmenosa HaTpui

Ounm Ha tabnerkara:
TuraHos auoxcua (E171)
Tank

Xunpomenosa (E464)
HMuauro xapmuH (E132)
XnHonoHoBo xwiiTO (E104)
CobHcer xbi10 (E110)

3a pummuparnume mabremxu om 10 mg:
CopuesnHa Ha Tabnerkara:
MukpokpHucTanHa Lenynosa
bByTHIXHMAPOKCHAHH3OI

KononaeH, 6e3roaeH CHINLIMEB NUOKCHIL
Marxeanes creapar

Hatpues naypun cyngar

YepseH skeneazeH okeu (E172)
Kpockapmesiosa HaTpUH

®unM Ha TabneTkara:
Twuranos guokcua (E171)

Tank

Xunpomenosa (E464)

ApaT xeneszen okeua (E172)
CoHcer xbi1T0 (E110)

6.2 HechbBMECTHMOCTH
Henpnnoxumo.

6.3 Cpok Ha roaHocrt

bauctrepy: 2 ronMHH
bytunku: 2 ronunu. [la ce usnonsea ao 180 aHu cnen mepBOTO OTBApsHE HA OyTWIKaTA.

6.4 ChneuHa/IHH YCJIOBHA HA ChXpaHeHHe

bBnucrepu: Jla ce crxpaHaBa npu temneparypa nog 30°C.
bytunku: To3u neKapCTBECH NPOLYKT HE M3UCKBA CNIELMANHH YCAOBUSA HA ChXpaH
180 aHu cnen MBPBOTO OTBapsAHE Ha OYTHIIKATA.
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6.5 Buza B cbabpKaHHEe HA ONAKOBKATA

baucrep or PVC/Al ¢onuno. OnakoskaTa chabpxa Onucrepd ot 6e3usetHo, npospausoc PVC donmo ¢
rps6 OT aTyMHHHMEBO (POJIUO C FOPELIL0 HAHECEHO JIAKOBO MTOKPUTHUE, B KAPTOHEHA OMAKOBKA ChAbpIKallla

14, 28, 30, 50, 56, 60, 84, 98, 100 u 500 dunmupanu TabneTkH.

bytunka ot 6sn HDPE ¢ Henpo3pauyHa kanauka oT nONMNpoJIMAEH B KAPTOHEHA OMAKOBKAa ChAbPIKALIA
14, 28, 30, 50, 56, 60, 84, 98, 100 u 500 ¢uaMupauu TabjieTKM.

B 6yTunkata uma cyiuren B nakerye or HDPE, cxabpaxainl cuavkaren ¥ akTUBEH BBIJIEH.

He BcHuKY BUAOBE OMAKOBKHU MOXE Aa 6baaT nmycHaTH B npoaaxda

6.6 CoenuaiHu npeAnasHH MePKH NPH H3XBLPJAAHE

Heu3znon3saHo KOAHYECTBO OT JICKAPCTBOTO HJIH OCTAaTBbLUH OT HETO TpﬂﬁBﬂ Aa CC YHHIOAKABAT CbIJIACHO
HALlHOHAJIHHUTC KIUCKBAHHA.

7. INMPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
Viatris Limited

Damastown Industnal Park,
Mulhuddart, Dublin 15,

DUBLIN, Upnanaus
8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

buzonponon Buatpuc 5 mg punmupann Tabnerku: 20100833
buzonponon Buatpuc 10 mg ¢unMupanu tabnerku: 20100834

9., HJATA HA II'bPBO PA3ZPEINABAHENIOMHOBABAHE HA PA3PELHIEHHUETO 3A
YIIOTPEBA

Hata Ha mbpBO pa3pewaBane: 16 nexemBpu 2010 r.
Hara Ha nocneaHo nogHoBsaBaHe: 19 ¢pespyapu 2016 .

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

01/2025
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