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1. UME HA JIEKAPCTBEHUS ITPOAYK'T | e e e e e
FaspelucHLe |

Puszonpos 5 mg ¢puiamupanmn TabJIeTKH 2 /MA/MP - :f—/ G M _______ /

Rizoprol 5 mg film-coated tablets | YninERUA Ne ........ccovee, R, R e

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enna ¢uimnpana tabierka chabpka S mg 6usonpononos ¢pymapar (bisoprolol fumarate).

[ToMOII[HH BElLeCTBa ¢ U3BECTHO AciicTBUe: XuHOAMHOBO *bITO (E 104) 1 nonco 4R yepseno (E 124).
3a NbJIHUS CIIMCHK HA MOMOLIHHTE BEUIecTBa BHXTE TOYKa 6.1,

3. JIEKAPCTBEHA ®OPMA

dunmupaHa tadbnerka.

JKbsiTa Ha LUBAT, ¢ opma HA CHPUE W JACJIHTENIHA YepTa OT JIBETE CTPaHHU.
Tabnerkara Mmoxe jaa Obje pasjie/ieHa Ha J1B€ paBHH J103H.

4, KJIMHHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3AHHSA

Jleyenue Ha XMIIEPTOHHAI.
JleyeHue Ha aHrMHa MEKTOPHC.

4.2 Jlo3MpOBKAa H HAYHH HA MPHJI0KEHHE

Jlo3upoBka

Bwv3pacmnu
Jlo3ara TpsOBa Ja ce ajanTupa MHAWBHAYaJIHO, B 3aBUCHMOCT OT YeCTOTaTa Ha I1yJica U TepaneBTHYHHA

ycrniex. [IpenopbuynTenHara HayajiHa j03a € 5 mg BeAnbxk AHeBHo. OOuyaiiHara TepanesTuyHa jjo3a e 10
Mg BeJHbXK AHEBHO. MakcuMasiHaTa npenopbyuTeita o3a € 20 mg BeAHbXK JHEBHO.

[IpoAbJDKHTEIIHOCT HA TEpanusiTa

JleyenuneTo ¢ Pusonpos 0OMKHOBEHO € JbJITOCPOHHO.
[TpuembT He TPsAOBa J1a ce cnupa U3BCAHBXK, Thil KATO TOBA MOXE /14 I0BE/1e 10 TPEXO/IHO BJIOLIABAHE HA

ChCTOSAHHETO (BUK T. 4.4). OcoOeHO IpH NMalUEHTH ¢ HCXeMHYHa 00JIeCT Ha ChPLIETO, JICYECHHETO He
TpsiOBa J1a ce npekpaTsBa BHe3anHo. J(o3ara TpsOBa jia ce HaMmalsiBa NOCTENEeHHO, HalloJIoOB1HA B

NPOABJDKEHHE Ha CEAMULIA.

CneunalHy nonyJauuu

Bvbpeuno unu wepHoOpobHo Hapyuenue
[Tpu MALMEHTH C JICKH JI0 YMEPEHN HapyuleHus Ha ObOpeyHaTa uim yepHojpobHara (QyHKLH, 10 -
MPUHLIHIT HE C€ U3UCKBA a,uan'mpaﬂe Ha jo03arta. [Ipy nauuenTH ¢ Texka ObOpeuHa HeAoCTaTh4




Cmapuecxa gb3pacm
O6UKHOBEHO He ce Hanara aganTHpane Ha 4034Ta, HO NIPH HAKOH NalHueHTH MoXe Ja OB/1e noAXOAsIlA

no3a oT 5 mg. B cnyuanTe Ha Texxka 6b6peuna niaM yepHoApoOHa HEROCTATBUHOCT MOXKE 13 CE HAJIOXKH
HaMalsiBaHe Ha Jo3aTa.

ITeouampuvuna nonyrayus
JIuncBa onNMT B EAHATPHYHATA ONYyNaus, eTo 3awo yrnorpebara Ha Pusonposn npu Aeua He ¢e

[penopLBa.

HauyuH Ha NpUnoKeHHE

Puzonpos ce rpunara nepopanHo.
Ta6neTkuTe TPAOBRa Aa C€ NPUEMAT CYTPHH, LIE/H, C MAJKO BOAA, ChC MK 6e3 xpaHa. TabnerkuTe He

TpaOBa ja ce pa3TpoluaBaT HJIH XbBHaT.
4.3 IIpoTHBONMOKA3AHHS

BHSOHPOHGH € MIpOTHBOIICKA3aH IpPpH.
=  CBPBXYYBCTBHUTC/THOCT KbM AKTHBHOTO geliecTno UM KbM HAKOE OT IMOMONIIHHUTE BCIUCCTBA,

n3bpoeHH B TOUKa 6;
— © 0CTpa ChpACYHA HEAOCTATHLYHOCT HJIH N0 BPEME Ha €MH30A4 Ha ACKOMIEH AU Ha ChpACHA

HEAOCTATHYHOCT, H3HCKBALM WHTPABEHO3NAa HHOTPOMHA TEPAINS;
—  KapAMOMEHEH LIOK,
- AV 650K oT BTOpa MM Tpera creneH (6e3 neficMetknp),
- CHHAPOM Ha OONHHA CHHYCOR BB3EI;

- cHHoaTpHaneH OJoK;
- 6paaukapans (CepAeHHa YECTOTa 110-Malko oT 50 yAapa/MHH. Npeik 3al04BaHe Ha TepanuaTa);

-  XHUNoTOHHA (CHCTONMHYHO KpBLBHO HanaraHe mox 100 mm Hg);
~  Texka GpoHXHMa/IHa acTMa HITH TexKka XpoHudHa obctpykTusHa Oenoapobua bonecr;
- TexxH (GopMH Ha napHdepHo-cLaoBa OosiecT H CHHAPOM Ha Reynaud;

-~ MeTadoINTHA aLua03a.
4.4 CreunaJHH npelynpekaeHns # NpeAnasHH MepPKH NpH ynorpeba

Jleyenneto ¢ 6u3onponon He Tpabpa Aa ce NpekpaTsaBa BHE3ANHO, OCBEH MPH OYCBHAHA HeoOX0XHMOCT,
ocobeHo NpH MauHeHTH ¢ HCXeMHu4na 6onecT Ha CLpUETo, Thit KaTo TOBAa MOXKe Ja AOBEAEC A0 MPEXOAHO
BIIOILIABAHE HA ChPAEYHOTO 3abonsBane (Buxcre TouKa 4.2).

bisonponon TpsAOBa Aa ¢e npHaara ¢ BHIIMaHUE [IPH:

—  6poHxocnazbM (OpOHXHAIHA acTMa, 0OCTPYKTHBHO 3a00/BaHE Ha IMXATEIHUTE TbTHILA);

-~ npenopbuBa ce eAHOBPEMCHHO IpHIOxKeHKe Ha GPOHXOAMIATHPALLA TCPANHA NPH OpOHXHANHA
acTMa WJIH IPYro XpoHuuno obcrpykTHBHO Henoapobno 3ab60.1aBaHe, KOETO MOXKE K& NPUYHHH
cumnToMH. [ToHsIKOra, IPK NALMENTH ¢ ACTMA MOXE Jia CC NOABH NMOBHUIICHA PE3UCTEHTHOCT Ha
IHXaTeNHUTE THTHILA, 33TOBA MOXKE 14 CE HAJIOXKK YBCAHYaBaHE [03aTa Ha [32-CTHMYIaHTHTE.

~ 3axaped A4abeT ¢ roseMH GayKTyallMy Ha HHIHBATA HA KPbBHATA 3aXap; CAMIITOMHUTE Ha
XUIIOTAHKEMUS (HANp. TaXHKapaus, cbpllebrene WK H3MOTABaHe) MOraT Ja ObJaT MaCKHpPaHH;

— CTpora Juera,

- aeceHcubGunu3upaina tepanus. [Togo6Ho Ha octananute B-6nokepn, Guszonponon Moxe 1a
MOBHLLH KAKTO YYBCTBHTENHOCTTA KbM AJIEPreHH, TAKa U TEXECTTA Ha aHADUNaKTHUUH
peakiiy. JledeHHETO ¢ enHHedpHH MOXKE 1€ BUIIArH JIa 1alle O4aKBaHHUs TEpaneBTHY




- AV 650K OT MEpBa CTenely,

— aHruvH{a Ha Prinzmetal;
~ nepudepHO apTepHaTHO OKITY3HBHO 3ab01ABaHe (MOXe Jla ce HabnogaBa 3aCHJIBaHE HA

OnIaxKBaHUATa, 0COOEHO B HAYAJIOTO Ha TEPANHATA,
- obna aHecTesH4.

[Mpu nauuenTH, No/IokeHH Ha obia aHectesus, B -0J10kanaTa HaMaABa YECTOTATA HA APHTMHUTE H
MHOKADAHATA HCXEMHS N0 BpeMe Na HHTYGaUHs U B TIOCTONEpaTUBHUS nepro. [loHacToAueM ce
ApenopbyBa MEPHONEPATHBHOTO NOAABPXKaHE Ha B-Gnokanara. AnectesnonorsT Tpsibsa Ra Orje
yBEAOMEH 33 MPOBEXKAAHETO Ha B-6110KnpatLa TepanHs, opajH Bb3MOXHOCTTA 38 B3IaHMOJEACTBHE C

APYTH JIEKapCTBEHH NPOAYKTH, KONTO MOTaT a I0BEAAaT A0 OpaanapHTMHH, NOTHCKAHE Ha
peteKTOpHATA TAXHKAPANA H Aa MOHHKAT peIeKTOpHATA CIOCOOHOCT 32 KOMNEHCHPAHE Ha

KpbBo3arybara. AKo € HeoDXOAMMO MpeyCTaHOBABAHE HA JICUEHHCTO € B -6nokep npeau XUpypruvyHaTa
MHTEPBEHNHS, TO TPAOBa [la CTaHe NOCTENEHHO H 2 Npukimoiy 48 4aca MPEAH aHECTE3NATA.

KakTo n qpyrs B-6noxepH, 6130nposon MoXe 1@ MOHKXH KaKTO YyBCTBUTENHOCTTA KbM aJICPreHy, Taka
H TEXECTTAa HA aHAPHIAKTHYHHUTE peakunll. JIeueHHeTo ¢ afipeHanHH MOXEe HE BUHArY &8 M¥Ma O4aKBaHUA

TepanesTHUEH €(EKT.

[MaumenTH ¢ ICOpHA3UC MM aHAMHE3a 3a ncopuasuc Tpsabsa na npuemar B -Grokepy (Hanp. Gxu3onponon)
CaMo cJiejl BHHMAaTEHO OLeliKa Ha NON3HUTE U PHCKOBETE, |

[Tpu nauneHTH ¢ GeoxpoMonutoM Gu3omposion ce npuara camo ciell anda-peuentopHa birokana.
CHMIITOMATE Ha THPEOTOKCHKO3a MOXe Aa GhaaT Mackupaiy Ha GoHa Ha neyeHueTo ¢ Ousomnponon.

4.5 BaaumopelicTBHE C APYTrH JeKAPCTBEHH MPORYKTH H APYTH GOpMH HA B3AHMOAEHCTBHE

Henpenopvuumennu xombunayuu
~  KajuueBH aHTATOHUCTY OT BEpanaMuJIOB THII ¥ B NI0-MaiKa CTEMEH OT THNa Ha JUNTHA3CM!

HEraTUBHO BJIHSHHE BLPXY KOHTPAKTHIHTETA H ATPHOBEHTPHKY/1ApHATA NPOBOAHMOCT.
WHTpaBEHO3HOTO NPHIIOKEHHE 1A RepanaMul NPH NaLNelTH, TeKyBaHH ¢ B -0J0kepH, Moxe
NnafoBee A0 TeXKa XUITOTOHHA H aTPHOBESHTPUKY1apeH OOk,

—  AHTHXHNEPTEHR3UBHH JICKAPCTBEHH MPOAYKTH C LEHTPAIHO AeficTBHE (HAMp. KIIOHUAHH, METHIIIONA,
MOHOKCHIHH, PH/IMEHHJIVH): €JHOBpEMCHHATA ynoTpeda ¢ aHTHXUNEPTEH3MBHU JIGKapCTBEHH
MPOAYKTH C HEHTPANHO AeHCTBHE MOXE AOMLIHHTENHO 12 MTOHHKH LCHTPATHAA CHMIIATHKOB TOHYC
(HaMansBaHe Ha CHAPEYHATA YECTOTa H KanaluMTeT, Ba30AHaTallia). BHE3anHOTO CHpaHe Ha
NEYEHHETO, 0COOGEHO aKo CE H3BBLPILY NPEAH NPeyCTAHOBSABAKE HA NIEYEHHETO C [-Onokepa, Moxe J1a

YBEJIHYH PHCKA OT pHOayH XUIEpTOIIHNA.

Kombunayuu, koumo mpsabea 0a ce usnoazeam npeonasiuso

- Kanuuesy aHTATOHUCTH OT AMXHAPOTNIIPHANHOB THIT {Hanp.HHEeNHNUH): €AHOBPEMEHHATA YrioTpeba
MOJKE /14 YBEJIMYH PHCKA OT XMIIOTOIIN, KATO HE € H3KJIIOYEHO NOBHILIABAHC Ha PHUCKA OT
NOMBAHHTENHO BIOIUABAHE HA BEITPHKynapHaTa nomnena ¢pyHKUHs NPU NAIMEHTH CbC ChpAeyuHa
HeJOCTaThHHOCT. -

- Knac [ aHTHAPHTMHYHH JIEKapCTRENX NMPOAYKTH (Hamp. AM3ONHPaMU] H XMHHAHH). €QEKTHT BbPXY
BPEMETO Ha aTpHO-BEHTPUKYIapHaTa NPoBOJHMOCT MOXKE Ja Obe MOTEHLUMPaH U J1a ce NOBHILH
HeraTHBHUS HHOTPOMNEH S(PEKT.

~  Knac [l aHTHapHTMHYHY NEKAPCTBEH IPOAYKTIH (HAaNp. aMUORAPOH). eQeKTLT BbPXY BpeM
aTpPHO-BEHTPHKYJIaPHAaTa NPOBOAHMOCT MOXeE 1a € IIOTCHIHpaH.




~  B-610KepHTE 3a JIOKAJIO NPUNOKCHIE (HANP. OYHH KaITKH 38 JICUEHHE HA IIayKoMa) MOraT Jia 3aCHJIAT
cucTeMHHs edeKT Ha OU30TIPOIIOI,

— TlapacHMIaTHKOMHMMETHUHH JIEKAPCTRCHHU fIPOAYKTH: CAHOBPEMENHATA YNOTpeOa MOXKE 1a Y BEIUYH
BPEMETO Ha aTPHO-BEHTPHKYJIapHaTa NPOBORHMOCT, KaKTO ¥ pHCKa OT OpanuKapAHs.

—  UHcynHH U NepopaNHH aHTHARAbeTIH NeKapCTBEHH NMPOAYKTH: 3aCH/IBaHe edeKTa Ha MOHHKABAHE Ha
KpbBHATa 3axap. bnokupaHeTo Ha B-aApeHOpeLIENTOPHTE MOXE Aa MACKHPa CUMOTOMHTE Ha

XHITOTTHKEMHAL.
—  AHecTeTHUM: HaMa/sBaHe Ha pedelTopHAaTa TAXUKAPUS H MOBHILIABAHE HA PHCKa OT XHIOTOHHA (32

nosede HHOPMALNS OTHOCHO obulaTa anecTesus Bx. T. 4.4).

—  JMraTanucoBH MIMKO3HAK: 3a0aBaHe HA ChPACYHHS PHTHM, YBC/IHYABAHE Ha BPEMETO HA aTpHO-
BEHTPHKYJ/IApHA NMPOBOAHMOCT, C KOCTO €€ 3a0aBs ChbpACHHHS PHTBM.

- Hectepouany npoTHBOBB3Nanutentu cpeactsa (NSAID): MOrar fia HaMansT XUIIOTEH3NBHHA edeKT
Ha OH30MpOoNoII.

~  CuMNaTHKOMHMETHLUTE, aKTHBHPALIH KaKkTo B-Taka U a-aJpeHopeLenTopuTe (Hamnp. HOpaApeHallH H
afipeHa i ); KoMOHHaIHATa ¢ GU30MPONe MOXE ITOTEHIIPA G-aAPEHOPELENTOPHOMEANHUPAHHTE
BA30KOHCTPHKTOPHH ehexTH Ha Te3H JICKAPCTBEHH NIPOAYKTH, KOSTO a AOBE/IE 0 NOBHIIaBaHE HA
KpBBHOTO HanAraHe u ofocTpsiHe HA KnayAUKauHo HHTepMUTeHC. CMATa e, Ue TakHBa
R3aUMOZCHCTBHSA C& NO-BEPOATHH ¢ HecenekTUBHH P Onokepu. Moxe a ¢e HANOXK U3MOJ3BAHETO Ha
[MO-BHCOKH JIO3M aAPSHANMH 32 OBNAJNBAHE 11a alepru4HHTE PCAKLIUH.

- EnHospeMeHHaTa ynoTpeta ¢ aHTUXHIIEPTEH3UBHH JIEKAPCTBEHH NIPOAYKTH, KAKTO H C APYTH
JIeXapcTBa, KOKTO HMAT XHIOTEH3HBeH NOTeHIHAN (TPHLHKIHYHE aHTHACNPpeCaHTH, OapOuTypaTh,
(E€HOTHA3HHH) MOXKE Jla YBE/IMUH PUCKA OT XHNOTOHHA.

-  MoKCHCHINT: Bb3MOXKHO € a AOBEJC /IO TEXKA NOCTYpanHa XUNOTOHHA,

Kombunayuu, xoumo mpsibea da ce obmucaam

- MednokuH: MOBULIEH PHCK OT OpajIHKapAnA.
- MoHOaMHHOOKCHAA3HM #HXHOUTOPH (¢ u3kmoveHne Ha MAQ-B nuxubuTopu): 3acunsar

XHMOTEeH3HBHUA ekt Ha B-OoKepHTEe, HO CLILO TaKa H PHCKA OT XHIIEPTEH3WBHU KPHU3H.
4.6 @PeprTnauteT, 6pemMenHOCT H KbpMene

bpemenHocT |

Busonponon umMa papMakonoryury eexTd, KouTo Morar Aa [PHYHHAT yBPEKAAULO BRUAHHE BbPXY
6peMERHOCTTA H/HITH BbpXY IoAa/iosopoaeioto. 1o npunuuin, B-anpeHopeuenTopHuTe On0KepH
HAMAJIABAT NNNAaNeHTHATA nepdy3ns, KOeTo Ce CBhP3Ba Che 3a0aBsHe Ha pacTexka, BbTPEMATOYHA CMBPT,
abopT M NMpexaeBpeMeHHo paxaade. [1pn nojga 1 HOBOPOAEHOTO MOraT Aa €€ NOABAT HEXKE/IaHH
NEeKapCTBEHH PEaKLMM (Hamp. XHIOTAHKeMHUs, Gpaaukapana). Ako e neobxonumo neueHue ¢ -

anpeHopeLenTopHU OiokepH, B 1-CeNIeKTHBHHTE Ca 3a NpeaIo4YNTaHe.
brsonponon He GMBa Aa ce H3MOJM3BA M0 BpeMe Ha OPeMEHHOCT, OCBEll IPH OUeBIHA HEOOXOAKMOCT.,

AKo JiedeHHeTo ¢ GH30NPOIOT ce CUiTa 38 HEOOXOIMMO, Yy TepONaLeHTAPHHAT KPBbBOTOK H pacTeKbT Ha
naoaa Tpsadea aa 6paar npocneassaiil. 3 cnydai na yBpexaaiiu e(peKTH BBpXY OpeMEHHOCTTA HITH
nnoja, Tpsbsa na ce oOMHUCIH anTepHaTuBHO neveline. Hoopojerure TpAOBa CTPHKTHO Aa ce
Habmionasat: Karto 1sano, CHMITOMHITE Ha XUITOrNMUKEMHA 11 Opalukap/Ans ¢€ OYAKBAT Npe3 MbPBUTE TPH

JAHH.

KnpMeHe
[He e H3BECTHO A)IH TO3M JISKAPCTBEN NPOAYKT €€ EKCKPETHPA B KbpMaTa. 3aTOBA 10 BpeMeE HA

NPUIOXKEHHE Ha GH30MPOIINI KLPMEHETO 1€ ¢ IIPENophUUTEIHO.




4.7 DBnananue BLPXY cnocobHocrra 32 wodupane n paboTa ¢ MANIHHH

[Tpu npoyusaxe Ha MALHEHTH ¢ HCXCMUYHA §onect Ha ChPICTo, OH30NpONoN HE BIOIIABA crmocoOHOCTTA
3a Io¢upaHe. Benpexu ToBa, Nopaan KHAHBUAYAHHTE BapHALUH HA pEAKIHATE KbM JICKAPCTBCHHA
MPOAYKT, cnocofHOCTTa 3a wodupare it paboTa ¢ MalMiik MOXe Aa ce Biowx. Tosa Tps6Ba Aa ce HMa
npeaBuz, 0COBEHO NPY 3aNouBalie Ha TEPANnUSTa U [IPK NPOMJIHA Ha JIEYEHHETO, KaKTO U [IpH YnoTpeba

Ha aJIKOXOJI,

4.8 Hexenann JeKkapCcTBEHH peaKnin

[pn x1acHPUUHPAHETO MO YECTOTA €A H3MON3BAHH CREMINHTC JEPUHHUIIHHU!
Muoro uectr (= 1/10)

Yectu > 1/100, < 1/10)

Heuectu (21/1 000 go <1/100)

Penxu (21/10 000 oo <1/1 000)

Muoro peaku (<1/10 000)

CopAeYHM HapYUICHHS
HeyecTH: HapyilleHHs Ha AV-NpOBOYHMOCTTA, BJOLIABAHC Ha CBILECTBYBALA ChPICHHA HEAOCTATBYHOCT,

SpanKapaus.

CBA0OBH HAPYLIEHHA - * x
YecTH: ycelllaHe 3a CTYA HJIH H3TPLIBAHE 1A KpAHHHUNTC, XHITOTOHHA.

HeuecTH: OpTOCTATHYHA XHITOTOHHA.

HapyunieHua Ha Metaboni3Ma v XpaHEHEeTo
PeKH: NOBHIICHN TPHITIHIEPHIM,

LICUXUYHH HADYICHK S

HeuvecTi: napytietus Ha CHHA, ACTIPECHS.
Penxii: KOUIMAPH, XAIOLIMHAIIHA,

HapyilueHus Ha HEPBHATA CUCTEMA
YecTH: 3aMaliBane®, rnasobosnue*.
Penku: cCHHKOR.

HapyuieHns Ha OKOTO ,
Peaxu: HaManeHo clrb3o0tTaeasHe (J1a ¢c 1iMa NpeABHA NPH NAUHEHTH, H3N0A3BAILH Nieltn ).

MHOro peaxu: KOHIOHKTHBHT.

HapynieHns Ha YXOTO B jabupHHTA
PenkH: HapyILEHHS HA CIyXa.

PecnupaTOpHH, TPBAHU H MEAHACTUHAIHH HADYLICHRA
Heuecty: GpOHXOCHIbM IPH NALMEHTH ¢ OPOHXHANHA aCTMa HIH alaMHe3a 3a 00CTpyKTHBHO 3abondBaHe

Ha AMXaTCRHNTE MHTHLLA.
PeKH: aNepry4eH pHHAT.




MALIIHO-YDCBH iICITIiA
YecTH: CTOMAaIUHO-YPEBHU ONNMAKBAHUA KaTO rafgcHE, NOBPbBILAHS, AH3apus, KOHCTHNALlUA.

XernarofunyapHy HapyIeHHS
Penxu: nosHienue Ha yepHoapoOuure cH3uMU (ALAT, ASAT), xenatur.

HapyuieHus Ha koaTa i DOAKOKHUTE THhKAHH
Penky: peakiiiu Ha CBpLXUYCTBHTENHOCT (Chpbex, 3auepssnatc, oOpHB).
MHoro peaxu: B-610KepHTE MOraT 1a NPOBOKHPAT HIIH Ja BJIOILAT ICOPUA3KC HIIH Aa NPEAH3BHKAT

ncopnaTHyno-nogo6en obpHB, Kocona.

HapyliieHus Ha MYCKYJ0-CKETETHH CHCTEMA H ChEAHHUTENHATA ThKaH
Heuecty: myckynsa cnabocT, MyCKyJIHU CITa3MH.,

Hapylienys Ha Bh3NPOH3BOAUTENHATA CHCTEMA H [bp/AATa
Penki: HapyLICHUSA HA MOTEHTHOCTTA.

OO61uu HapylLeHuUs
UecTH: yMopa™.
[HevyecTHu: acTeHuA.

*Te3y CHMIITOMH CC NOABABAT 0COOEHO B HAYAJOTO Ha JeueHHeTo. OONKHOREHO T ¢a JIEKH H YECTO
134e3Bat A0 1-2 ceaAMHULI.

4.9 Ilpepo3upane

Hait-yecTHTe ouaxBaHW CUMITOMH NpPH npeaozupane ¢ -6nokep ca: OpajuxapaHi, XHNOTOHHS,
GpOHXOCMa3zbM, OCTPA ChPAEUHA HEJIOCTATHYHOCT, XUIIOITHKeMIA. JIO TO3H MOMEHT Ca AOKIaBaHH CaMo
HAKOJIKO ClTydast Ha npelo3upane (MakcumyM: 2000 mg) ¢ 6rzonponon. Crobuiasa ce 3a Gpanuxapaus
W/UAKY XUNoToHUA. BCHUKI MALMEHTH ca ce BbacTadoBund. Mma obuiMpHa HHTEpUHAUBHAYa/HA
BapiabIJIHOCT B YYBCTBHTEIHOCTTA KbM eAWHUYHA BHCOKA 1032 OH30MPOJION.

[To npuHLKMI, aKO HACTBAY NpeAo3HpaHe, NeyeHueTo ¢ Gusonponon TpsAdea Ja Obae cnpsHO U Aa Ce
npoBejie NOAMABLPKALLO M CHMNTOMATHYMNO JedcHHe. OrpaHuuenn JaKHY npeanonarar, 4e On3onposon ce
OTCTpalisBA TPYJHO YPes AHaNTH33. Bb3 0OCHOBA HA OYAKBAHKUTEC (PAPMAKONOMHYHH eEKTH U TPENnOPbKHUTE
13 Apyriu P-61okepH, KOPaTo e KIHInuHo 06OCHOBaHO, e NPeropLysar clieAHHTe oDIUM MEPKH:

Bpasukapaus: npHiIokeTe aTPOTHH 1THTPABEHO3HO. AKO IOBJIHSABAalCTO € HEA0CTaTbUHO, MOXKE
BHHMATEJIHO Ja CE MPHIIOXKH H30NIPEHATUH WIH APYTO CPEACTBO C IONOKHTEIHH XPOHOTPONHHA CBOHCTBA,
[TpH H:iKkOH 06CTOATENCTBA MOXE Aa CE HANOXKH NMOCTABSHE HA TPAHCBEHO3EH NEACMEAKBD.

XUNOTOHMS: HEOOXOAUMO € A& CE& BEBE&XAAT HHTPABEHO3HO TEYIIOCTH K Ba30NPeCOPHH CYOCTaHIMA.
' MOKATOH MHTPABEHO3HO MOXKE J1a OKAXE ITONIOXKKTENEH €EKT.

AV-6n10K (BTOpa WM TPETa CTCIICH); MalicHTHTE TpA6Ba 1a ObJaT BRUMATCIHO MOHHTOPHPAHH H
JIEKYBaHK ype3 IPUAAraie Ha H3oMpelaniioBa HHQY3H WIH BhBCKAAHE HA TPAHCBEHO3CH CHPACHCH
neficMeAKLp. -

OcTpo BIOLIABAHE HA Chp/EHHA HeAOCTaTLYHOCT: HHTPABEHO3MHO Jla C€ NPRIIOKAT ANYD
HHOTPOMNHH CPCACTBA, BA30AUIATATOPH,




BpouxocnasbM: Aa ce NPHIOXH GPOHXOLHIATHPALLA Tepaniisl, KaTO H30MPEHAIHH HiK P 2-
CUMMNATOMHUMETHLIH H/HITH AMUHOQHITHH.

XUNornuKeMHs: HHTPABEHO3HO MPUTIOKEIIHE Ha IIIOKO03a.
5, ®APMAKOJIO'HYHY CBOUCTBA

5.1 @apmakodHHAMHYIIH CBOHCTBA

dapmakorepanestyyna rpyna: Cenexrnnnn B-6nokepu. ATC xoa: CO7ABO7.

MexaHu3bM Ha JeHCTRUE
BU30npoJIoa € BHCOKO [} 1-cenexTHBEH aApCHOPELEITOPEH Os10Kep, NMHILEH OT BbTPELIHA CTHMYJIHpallla

CHMITATUKOMHMETHYHE H ChOTBETHA McMOpaHocTaGuIn3npalla akTHBHOCT. [Toka3a HHCBK aQHHATET
eJMHCTBEHO KbM [2-pelienTopuTe Ha IVIafAKUTe MyCKY/H Ha OpOlIXHTE U CBAOBETE, KAKTO H KbM [32-
pELLENTOPHTE, CBBP3aHH ¢ MeTabonuTHaTa perynauus. ETo 3alo KaTo Lo He ¢e 04akBa OM30NponoN fa
NOBAMABA PEIUCTEHTHOCTTA Ha BB3lyXOHOCHHTE MTHILA H P2-McaAunpaHuTe MaTabOINTHH ePEKTH.
HeroBata Bi-CeleKTHBHOCT HAAXBHPJIst TEpPANEeBTHYHHSA A030B Aliana3oH.

Kakto npn apyrute P1-GJOKHpAILH areHTH, MeXaHH3MBT Ha JACHCTBHE NMPH XHIIEPTOHUA € HEH3ACHEH, HO
e U3BeCTHO, Ye G1Z0npPo0 NoAUepTaHO IOTHCKA [171a3MEHHTE HI1BA 11a pEHUHA.

[Tpu malHEHTH ChC CTEHOKAapAKS GIOKUPaHETO Ha [31-pelienTOpHTE HaMallaBa ChpAeUuHaTa AeAHOCT, KOETO
BOAM AO TMOHMXKEHA KHCAOPOAHA KoHCcyMauua. [1o To3u Hayny OH300posioN ePCKTHBHO €NMMHHADA HIH

HaMandBa CHMIITOMATHKATA.

[Tpi KHTEH3KUBHO [PHIIOKEHUE MIPH NALMENTH ¢ kopoHapHa GonecTt Ha ChbpLETO Oe3 XPOHHYHA ChPACHHA

HEAOCTaTLYHOCT, GH30MPOJION HAMaNABA CLPACHHATA HECTOTA W YAapHuKa obeM H N0 TAKbB HA4YHH
NOHMXABa ChpAeYHUA Re0NT U xuciopoasaTa koHcyManu. I1py XpOHUYHO MPHIIOKEHHE, TEPBOHAYANHO

MOBHILICHATA NepH(epHA PEIUCTEHTHOCT HamMalsba.

5.2 OapMaKOKHHCTHYHH CBOICTRA

Abcopbuus 1 pasnpenencHue
Busontponosn ce abcopbupa n uMa abeonmorHa SuoHanuunocT o1 okoJio 90% cnen nepopaiHo

npunokenve. CobpaBaHeTo Ha GU30NPONON € MIA3MEHHTE NPOTEHHH € 0koJI0 30%, ObeMbT Ba
pasnpeznenexne e 3,5 I/kg. O6umaT knupsuc e npiubauantemio 15 /uac. Inasmenuar nonyxusor € 10-

12 yaca, koeTo ocurypssa 24 yacos edexr cnex eAHOKPaTHO JHCBHO I03HPAHE.

BroTpaHchopMaluns H €IIHMHHKHPAHE
BH30MpPO0i1 ¢e eKCKPETIIpa OT opratii3Ma no asa isTa. 50% ce merabonu3upa oT YepHUS apob 1o

HEAKTHBHH METabONMNUTH, KONTO ce emimiiinpar upes 6s6penure. Ocrananure 50% ce eKCKpETHPAT Hpe3
6L6peruTe B Hemerabonusupada GopmMa. Tbit kaTo ENMMMEHMPAHCTO CE M3BBPLIBA B €IHAKBA CTEICH YPE3
OnOpenuTe ¥ YepHUs Apo0, HE ce H3KCKBa aJlalTUpaHe Ha 103aTa IIPH NauKHCHTH ¢ yBpEACHa

uepHOApobHaE GyHKIIA ik Gpbpeuna HeAoCTaTbHHOCT.
DapMaKOKHHETHKATA NPH NAHEHTH Che ¢cTabHNHa XpOHHUHA ChpACUNA HEJLOCTAaTBYHOCT H C YBpEAeHa

yepHoaApoOHa Han 6LOpeyHa GyHKIMA e e poyYeHa.




JIuneiliHocT/HenuHe i HOCT
Bu30npos0a NpHTekKaea NHHETHa, Bb3pacTOBO HE3aBHCIIMA KHHETHKA.

5.3 IIpenkMTHHHYHH JaHHH 32 6€30NaCHOCT

HexnuuuyuuTte JaHHH He IMOKa3BaT ocobeH PHCK 32 Xopa Ha Ha3aTta Ha KOHREHLIHOHAJIHUTE
(hapMaKoIorHyHH ApoyuBaHis 3a 0230I1aCHOCT, TOKCHUHOCT {IPH MIOIOKPAaTHO NpriaraHe,

re HOTOKCIYMHOCT U KapUHUHOI'CHCH NMOTCHUAL.

[Mozo6Ho Ha ApyTHTC B-6OKepH, BLB BHCOKH 4031 GH30NPONON NPCAN3BHKBA TOKCHYHOCT MpH Madkara
(HaMansBaHe HA IIPHEMa Ha XPaHa M TeJeCHOTO Terno) H eMOpHo/peTania TOKCHYHOCT (yBeNHYaBaHe
YeCTOTaTa Ha pe3opbLua U HaMAIABAHE Ha TEJIECHOTO TErNo MpH MIoAa, 3a0aBeHo PU3UYECKO PasBHTHE),

HO HE € TEPRTDFEHEH.
6. ®APMAIEBTUYHI JIAHHHA

6.1 Cnuchk HA NOMOINHIITE BEMeCTBAa

TabneTHO sapo0:
MHKpOKpHCTANHA LIETY. 1033 . »

Haperpuuto Huumecre

Kpocnosuaon (tul b)

Konounei 6¢3Rr01eH CHIHIIUEB THOKCHY
Marsesuen creapar

DIIAMOBO MTOKPHTHE:
Triranos auokeny (E171)

Maxkporoa 4000
Tank

Flonco 4R yepseno (L 124) .
XuHonHHOBO Xbato (I 104)

6.2 HecenBMecTRMOCTH
chbunomuhm.

(-5.3' . Cpﬁx HA rogHOCT
4 TOAHHM,

,

64 Cneyuansn YCIOBHA HA CLXPAHCIIHE

Ha ce cuxpanssa nox 25°C.,
Jla ce chxpangBa B OPIrHIIaJIHATa ONRKOBKA, 33 Aa Ce IIpeAnasi OT CBETIHHA W Rjara.

6.5 Bt ¥ cuLABPAKANC HA ONAKORKAT?

L
.

Pusonpon 5 mg dunmupatny tabnerk cc onakosar B PVC/PVAC-Alu 6iucTepH, nocTaBeHH B-KAPTOHEHA,
KyTHA, chbabpxkama 30 ¢unaMupanit TabieTKi ¥ IHCTORKA 30 NallHCHTA. R
>
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6.6 CheuuajHH NpeANa3HH MEPKH NPH H3XBbPJAAHE H paboTa

HsaMa crnieliHaliHH U3HCKBAHHA.

7.  IIPUTEXATEJ HA PA3PEIIEHHUETO 3A YIIOTPEDBA

Bopna Meancune Espona EOOJ
yn1. Bopuc PymeHoB Nelé
1407 Codus, bearapus

8. HOMEP(A) HA PA3PELIEHHMETO 3A YIIOTPEBA

Per. No:20210273

9. JIATA HA IIBPBO PA3PELUABAHEMIOHOBABAHE HA PA3SPEILIEHHETO 3A
YIIOTPEBA

JlaTa Ha mbpBO paspemaBaHe: 03.09.2021
Jata Ha noCAeAHO NOAHOBABAKE:!

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

12/2025
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