KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA




1. UME HA JIEKAPCTBEHHUA ITPOAYKT

Pusonpon 5 mg ¢punmupanu tabaeTku
Rizoprol 5 mg film-coated tablets

2. KAYECTBEH H KOJIMUECTBEH CbCTAB
Enna ¢punmupana tabaerka cbabpka 5 mg ouzonpononoB pymapar (bisoprolol fumarate).

[loMOLLIHM BELIECTBA ¢ M3BECTHO JACUCTBUE: XMHOJUHOBO XbJTO (E 104) 1 noHco 4R yepseno (E 124).
3a MbJIHUA CITUCHK HA MOMOILLIHUTE BELLIECTBA BUXKTE TOUKA 6.1,

3. JIEKAPCTBEHA ®OPMA
DunamupaHa tadserka.

JKbyiTa Ha UBAT, ¢ (OpMa Ha CbpLE M JeJIMTEJIHA YepTa OT JABETE CTPaHHU.
Tabnerkara Mmoxe 1a Obae pa3je/ieHa Ha BE paBHH J103H.
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GoailosAUTENHA ATERUKRS N0 NEKAPCTBATA -

e

Ll. -
'(pAMKa xapakmepucmuxa Ha npogyxma - [ lpuaoxeHue 1

:KbMPBE. Ne M@Z/Ocj'yj

iiiiiiiiiiiiiiiiii
----------------------
llllllllllllllll
lllllll

4.1 TepaneBTHYHH NOKA3aHHS

JIeueHue Ha XHIEPTOHMS.
JleyeHHue Ha aHrMHa NEKTOPHUC.

|

PaapeuseHue Ne
4.2 Jl03MpOBKA H HAYHH HA NPHJIOKEHHE

----------------------------

ﬂ03HpOBKa I_OQGG,DEHHE Mle

Bw3pacmmuu

Jlo3aTa TpsiOBa na ce ajganTupa MHAMBUYAJIHO, B 3aBUCUMOCT OT YECTOTATa Ha I1yJ/ICa U TepaneBTHYHUS
ycnex. [IpenopbuuTenHaTa HayajHa 03a € 5 mg BeAHbkK AHeBHO. OOuyaiiHaTa TepaneBTH4YHa go3a e 10
mg BEJIHBXK AHEBHO. MakcuMaJliHaTa npenopbyuTeHa ao3a € 20 mg BeAHbX JAHEBHO.

[ IpOABLIKHTEIHOCT HA TepanusTa

Jleuenunero ¢ Puzonpos 0OMKHOBEHO € AbJTOCPOYHO.

[IpueMbT HE TpsAOBa J1a ce criMpa U3BEAHDBXK, ThH KaTO TOBA MOXeE 1a I0BEE A0 NMPEXOAHO BJIOLLIABAHE HA
CbCTOSAHHETO (BHXK T. 4.4). OcoOEHO NpH NaLUeHTH ¢ KICXeMHYHa 00JieCT Ha CbPLETO, JICYEHUETO HE
TpsOBa Aa ce npekparssa BHe3anHo. Jlo3ara TpsdBa aa ce HaMassBa MOCTENEHHO, HaloJIOBUHA B

MNPOABLJ/DKEHUE HA CCAMMULA.

CneuuMajaHy nonynaimm

bvbpeuro unu 4uepHoOpobHo HapyueHue
[Ipu mauueHTH ¢ JIeKH /10 yMepeHH HapylueHus Ha ObOpeuHara i yepHoapoOHara pyHKLHUs, MO
MPUHLIMI HE Ce U3MCKBA afianTupaHe Ha go3ata. [Ipu nauueHTu ¢ texxka ObOpeyHa Hel0CTaTbYHOCT




Cmapuecka go3pacm
O6UKHOBEHO He Ce Hajlara ajanTHpaHe Ha A03aTa, HO [TpH HAKOH MaukMeHTH Moxe Ja ObAe noaxoadina

no3a ot 5 mg. B cayuaure Ha Texka OpOpevuHa Ui yepHoaApoOHa HEAOCTATHLYHOCT MOXE J1a C€ HAIOKH
HaMaJlsBaHE Ha Jo3ara.

HHeouampuuna nonyrayus
Jluncea onMT B NeAHATPHYHATA NONyNauus, €To 3allo ynorpebara Ha Pusonpon npH aeua He ce

penopb4Ba.

HauuH Ha [IPDHJIOAKCHHC

Pu3onpon ce npunara nepopaiHo.
Tabnerkurte TpabBa 1a ce npreMar CyTPpUH, UenH, ¢ MaJIKO BOAA, CbC UM 6e3 xpaHa. TabneTkure He

TpsA0Ba a ce pa3TpolUaBaT NI JILBYAT.

4.3 IIpoTHBONOKA3aHHA

BU30NnpoION € NPOTHBONOKA3aH TPM:
-~ CBPBbXYYBCTBHTEJHOCT KbM aKTHBHOTO BELIIECTBO WJIM KbM HAKOE OT MOMOLLHHTE BellecTBa,

H30poeHy B TOUKa 6;

- ocTpa ChpASYHA HEAOCTATRYHOCT WM 110 BPEME Ha eNU30AH Ha ACKOMIIEHCALHA Ha ChpASyHA
HEeJOCTATBYHOCT, H3HCKBALLK MHTPABEHO3HA HHOTPOMHA Tepanus;

- KapAHOTeHeH UIOK;

- AV 6510k OT BTOpA WM TpeTa cTeneH (6e3 neACMenKsLp);

—  CHHApPOM HA OOJIHUA CHHYCOB Bb3Ell;

—  CHHoOarpHaneH Onox;

— Opaaukapaus (ChbpAevHa yecToTa NO-Manko or 50 yaapa/MvH. NPeaH 3ano4BaHe Ha TEPAMMITA);
-  XMIOOTOHHMA (CHCTOJHYHO KpBBHO Hanarane nog 100 mm Hg);

- TexKa 6poHXHaHa aCTMa UJIH TexKa XpoHU4YHA 00CcTpyKkTHBHA Denoapobua donecr,

- Texkd Popmu Ha nepudepHo-cbaoBa OonecT U cHHAPOM Ha Reynaud;

-  MeTaboNMTHA auuA03a.
4.4 Coenuajaau npejynpe:aeHHa U NpeanasHH MepKu npH ynorpebda

Jleuenuero ¢ Guzonponon He TpAGBa Aa ce npekpaTABa BHE3AMHO, OCBEH NPH OYEBHAHA HEOOXOAHMOCT,
0c0o0EHO NPpH NALHEHTH ¢ HCXeMHUYHA O0MECT Ha ChPLIETO, ThH KaTO TOBA MOXe [a AOBEAE A0 NMPEXOJHO

BJIOILIABAHE HA ChPACYHOTO 3abonsBaHe (BUXKTE TOUKA 4.2),

Buzonponon Tpa®Ba na ce npuiara ¢ BHUMaHUE NPH:

- BponxocnazuM (OpoHxuanHa acTMa, OOGCTpYKTUBHO 3ab0nsgBaHe HA AMXATEIHHUTE MbTHILA);

-  NpenopbyBa ce eAHOBPEMEHHO NPUIIOKEHHE HA OPOHXOAHIATHPAILA TepanHs NpH OpoHXHaIHA
acTMa HJIH JIpYro XPOHKYHO 00CTpYKTHBHO GenoapoOHo 3abonsgBaHe, KOETO MOXKE Aa NPHYMHH
cUMNTOMH. [ToHsAKora, npy NalKHEHTH C aCTMAa MOXKE J1a C€ NOSBH NOBULLIEHA PE3HCTEHTHOCT Ha
AMXATEeNHUTE ITHTHULIA, 3aTOB2 MOXKE Aa CE HANOXKHK YBEJIH4YaBaHe no3aTta Ha [32-CTUMynaHTure.

- 3axapeH auaber ¢ roneMu QuykTyauuu Ha HHBATa Ha KPbBHATA 3aXap; CHMIITOMHTE Ha
XHIIOTIUKEMHUS (HAMp. TAXUKApIHA, ChpuebreHe WK U3NOTIBaHe) Morat Aa 6bAaT MacKHpPaHH,

- CTpora AueTa;
— pecercubunusupaila tepanns. [Nogo6Ho Ha ocraHanuTe B-On0kepH, OH30NpONO

MOBHILY KAKTO YYBCTBHTENHOCTTA KbM ANEpreHH, Taka v TeKeCcTTa Ha aHahuna
peakipn. JleueHUETO ¢ ENUHEDPHH MOXKE HE BUHArW Aa JaJie OYaKBaHUA TEPaIfs




- AV 010K OT BPBA CTENEH,

- aHruHa Ha Prinzmetal;

- nepudepHo apTepHanHo OKIy3MBHO 3abonaBaHe (MOXe Aa ce Ha0MoJaBa 3aCHIBAHE HA
OTJIAKBaHMATA, 0COOCHO B HAYANIOTO HA TEPAIHATE,;

- o01a aHecTe3us.

[Tpyu nanueHTH, MOAIOXKEHH Ha 00LIa aHecTe3u, [ -6okanaTa HaMalgdBa YECTOTATa HA aPHTMHHTE H
MHOKapAHaTa HCXEeMH 0 BpeMeE Ha HHTYOauus U B nocronepatuBHUg nepHol. [loHacrosmem ce
npefiopb4sa NePHONEPATHBHOTO NMOAAbPKaHe Ha B-Onokanara. AHecTesnonorsT TpsOBa na 6bae
yBEJJOMEH 3a MIPOBEXIaHETO Ha 3-Onokupallia Tepanus, nopaau Bb3IMOXHOCTTA 38 B3aHMOACHCTBHE C
APYTH JEKapCTBEHH NPOAYKTH, KOHTO MOrarT [a AoBeaat X0 OpaaAuapuTMHH, MOTHCKAHE Ha
pediekTOpHATa TaAXHKAPAMUA H Ja MOHKKAT peduieKkTOpHaTa CNOCOOHOCT 32 KOMIICHCHPAHE Ha
KphBO3arybata. Ako € HeoOXOIMMO NpeyCcTaHOBSABaHE Ha JICYEHHETO ¢ [ -Onokep npenu XUpypruyHata
HHTEpBEHLHA, TO TPAOBA Aa CTAHE NOCTENEHHO U A2 NPUKIIoYd 48 yaca npeau aHeCTe3uATa.

Kaxto u apyru B-6nokepu, 6H30Mponon MoXe Aa NOHWKU KaKTO YYBCTBHTEHOCTTA KbM allepreHy, Taka
H TEXKECTTa Ha aHahHTaKTHYHHUTE peakLuy. JIeueHHeTo ¢ aipeHaNnH MOXE HE BHHArH Ja HMa OYaKBaHHS
TepaneBTH4eH edekT.

[TaluHeHTH ¢ NCOpHA3MC UNIH AHAMHE3a 3a ncoprasuc Tpsadea aa npuemar P -Gnoxepu (Hanp. GH3onposnon)
CaMo CJICl BHUMATEIHA OLIEHKA Ha MO3MTE U PUCKOBETE.

[Ipy mauneHTH ¢ PeoxpomMoLUTOM OU30ONPONOI Ce Npunara camo ciiea anda-peuentopHa dnokaga.

CHUMNTOMHTE Ha THPCOTOKCHKO3a MOXEC 4 Obaar MaCKHpPaHH Ha CIJDHR HA JICHCHHCTO C 6H30ﬂp0ﬂ0ﬂ.

4.5 BzanmoaelcTBHe ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrH GopMH Ha B3aumoaeificTBue

Henpenopvuumennu xombunayuu

-  KanuueBH aHTaroHHMCTH OT BEpanaMH/IOB THI U B NO-MaJIKa CTENEH OT THNA HA AHITHA3EM:
HEraTHBHO BJHAHHE BLPXY KOHTPAKTUIIHTETA U ATPHOBEHTPHKYNapHATA NMPOBOAUMOCT.
HHTpaBeHO3HOTO NPUJIOKEHUE HA BepanaMun NpH NalueHTH, JekyeaHu ¢ f -6nokepy, Moxe ja
JOBEJE 10 TEXKKA XHITOTOHHA M aTPHOBCHTPHKYJIApEH ONOK.

-  AHTHXMNEPTEH3IUBHH JIEKAPCTBCHH NMPOAYKTH C LUEHTPANHO AeHCTBUE (HAMp. KIOHHAHH, METHILAONA,
MOKCOHHJHH, PHIMEHHUANH): €AHOBPEMEHHATA YNoTpeda ¢ aHTUXUITIEPTEH3IHBHH JIEKAPCTBEHH
NPOAYKTH C LEHTPAIHO AeHCTBHE MOXKEe JOITbAHUTETHO 1A MOHWKH LEHTPATHUS CHMNATHKOB TOHYC
(HaMaJIsiBaHe Ha ChbpACHHATA YeCTOTA U KanaluTeT, BazoAunaTalus). BHE3aNHOTO CnHpaHe Ha
JIEYEHHETO, 0CO0EeHO aKo ce U3BbPIUHN NPEIH IPEeYCTAHOBABAHE Ha JlieueHHeTo ¢ J-Oliokepa, Moxe Aa

YBCIIHYH DHCKA OT pﬂﬁa}’lﬂl XHIICPTOHHAL.

Kombunayuu, xoumo mpabea oa ce usnoazeam npeonaiuso

- KanuyeBn aHTarokUCTH OT AUXUAPOMHPHAMHOB THN (Hanp.HU(EAUNNH): eAHOBpEeMeHHaTa ynorpeda
MOKe Jla YBEJIHYH PHCKA OT XUNOTOHHUA, KATO HE € U3KITIOYEHO TOBHILABAHE HA PHCKA OT
AOMTBJHHUTENHO BNOLIABAHE HA BEHTPUKYJIApHATA MOMIICHA (PYHKIMA NPH NALHEHTH CbC ChplcYHa
HEeOCTaTBUYHOCT.

- Knac | aHTHADHTMHYHY JIEKAPCTBEHU NMPOAYKTH (Hap. AM3ONUPAMHA H XUHHIHH): €DEKTHT BbPXY
BPEMETO HA aTPHO-BEHTPHKYJIApPHATA NPOBOAUMOCT MOXE Aa ObAe NOTEHLHPaH H Aa € MOBHILH
HeraTHBHHA HHOTPONEH e(eKT.

- Knac IIl asTHApHTMHYHH NIeKApCTBEHU NPOAYKTH (Hanp. aMHOAAPOH): EDEKTHT BLPXY BPS
aTpHO-BEHTPHKYJIApHATA [TPOBOAHMOCT MOXE 114 € MOTCHIMPAaH.




- [B-6nokepuTe 3a JOKANHO NpuiioxKeHHe (HaMp. OYHHK KANKH 34 IeUeHHUE Ha raayKkoMa) MoraT Aa 3acCHIAT
CUCTEMHHA eeKT Ha O13onponon.

— [lapacuMnaTHKOMHMMETHUYHU JIEKAPCTBEHHW MPOAYKTH: €THOBPEMEHHATa YyIoTpeda MOXKe 1a YBEIIHYH
BPEMETO Ha aTPHO-BEHTPHKYIapHATA NPOBOAMMOCT, KAKTO M PHCKa OT OpaiuKapaus.

—  HWHcynuu 4 nepopainy aHTMAHA0ETHU NEKAPCTBEHH MPOAYKTH: 3aCH/IBaHe €(EKTA HA MOHMKABAHE HA
KpbBHATA 3axap. biokupaHeTo Ha B-aapeHopeuenTopuTe MOXKe 1a MaCKHpa CHMITTOMHTE Ha
XHUIIOTJIMKEM HA.

—  AHecTeTHUH: HaMaJIgBaHe Ha peduieKTOpHATA TaxXMKapAUs ¥ NOBHILIABAHE HA PUCKA OT XUIIOTOHHA (34
noBeve KHPOPMALHA OTHOCHO 00LLATA aHECTE3NA BXK. T. 4.4),

-~ JIMrHTaJIHCOBH 'MMKO34MAH: 3a0aBsiHe Ha CbPACYHUSA PUTHM, YBEJIHUABAHE HA BPEMETO Ha aTpHO-
BEHTPHKYJIAPHA NPOBOAKUMOCT, C KOETO C¢ 3abaBs ChbpACYHHUSA PHTHM.,

- Hectepouanu npotHBoBb3NanuTeHu cpeacTsa (NSAID): morar ga HaMansAT XUNOTEH3UBHHUSA eeKT
Ha Dusonponon.

- CHMNaTHKOMHMETHLHTE, aKTHBHPALLH KakTo $-Taka U a-agpeHopeLienTOpUTE (Hanp. HOpaapeHaIHH H
afpeHanuH): koMOMHauuATa ¢ GU30MPONOA MOXE NOTEHLIMPa 0-aApPEHOPELUENTOPHOMEAHHPAHHTE
BA30KOHCTPHUKTOPHH €(PEKTH Ha TE€3H JICKAPCTBEHH NMPONYKTH, KOETO Ja A0Bee N0 OBHUUIABAHE Ha
KPBBHOTO HajsraHe # o60CTpsHE Ha KNnayJAHKalHo HHTEpMHTEHC. CMsATa Ce, He TaKkuBa
B3aUMOJIEHCTBHS Ca MMO-BEPOATHH € HeceNeKTUBHH P Gnokepn. Moxe Aa ¢& HanokH U3MON3BAHETO HA
[O-BUCOKH AO3M aApPEHANHH 32 OBJIaJABaHE HAa aNEPrUuHHTE PEaKLHH.

- EnHoBpemenHaTta ynoTpefa ¢ AHTUXHIIEPTEH3UBHU A€KAPCTBEHU MTPOAYKTH, KAKTO U C APYrH
NeKapcTBa, KOUTO HMaT XMAOTEH3WBEH NOTEHU AN (TPULUHKIHYHY aHTHaenpecaHTH, 6apOutypary,
(peHOTHA3KHI) MOXKE J1a YBEJIMYH PHCKA OT XHIIQTOHHS.

-  MOKCHCHIMT: BE3MOXKHO € Ja JOBee A0 TEXKA NOCTYypanHa XHIOTOHHA.

Kombunayuu, xkoumo mpsbga 0a ce obmucaam

-  Me)noknH: NOBHILEH PHCK OT Opagukapaus.

-~  MoHoaMuHOOKCHAA3HHM HHXUOUTOPH (C n3kmoveHrne Ha MAO-B nuxuduropu). sacunsar
XUNOTEH3UBHUA edekT Ha B-OnokepHTe, HO CHILO TaKa U PUCKA OT XUIIEPTCH3UBHH KPH3H.

4.6 DepTUNHTET, GPEMEHHOCT H KbPMEHE

bpeMEeHHOCT

Busonponon uma papMaxoNortyHu ehekTu, KOUTO MOTaT Ja MPHYUHAT YBPEXKAALLO BIAHAHUE BHPXY
GpeMEHHOCTTa H/MJIH BbPXY NNoAa/HoBopoaeHoTo. [1o npuauun, B-aapeHopeuentopHuTe OJI0KEpH
HaManaBaT niaueHTHaTa nepdys3ui, KOETo Ce CBbP3Ba ChC 3a0aBgHe Ha pacTexka, BbTpEMATOUYHa CMBPT,
abopT UnK NpexxACBpEMEHHO paxkaade. I1pu nnoaa ¥ HOBOPOAEHOTO MOraT Ja C€ MOABAT HEXEaHH
NIEKAPCTBEHH peakuuy (Hamp. XUNoraukeMus, Opaaukapaus). Ako € HeoDX0AHMO NeueHHe ¢ -
ajipeHopeLlenTOpHH O10KepH, [ |-CEeNeKTUBHHUTE Ca 3a NPEANOUHTAHE.

Bu3onposnon He O1Ba Aa ce H3IMO0JI3BA M0 BpeMe Ha OpeMEHHOCT, OCBEH MPH OUeBUIHA HEOOXOAUMOCT.
AKO NleueHHeTOo ¢ OH30IPONON & CHUHUTA 38 HEOOX0AUMO,YTEPONIAlICHTAPHHAT KPLBOTOK H PACTEXBT Ha
nnoza tpsadsa aa 6baaT npocneassadu. B ciay4yail Ha yBpexaaliy epekTH BrpXy OpeMEHHOCTTa HITH
naoja, TpAOBa aa ce OOMHUCIH anTepHAaTUBHO nedyeHre. HosopoaeHuTe TpsabBa CTPUKTHO Ja ce
Habmoaasat. Kato usino, CHMNTOMUTE HA XUIOTJIHKEMHUA H OpaHKapAHg ce OUAKBaT Npe3 MbPBHTE TPH

AHH.

KbspmeHne
He e u3BecTHO JaJIH TO3M JIEKAPCTBEH MPOAYKT C€ €KCKpeTHpa B KbpMaTa. 3aTOBa IO BpEME Ha

MPHIGKEHHUE HA OU30NPONOJ KbPMEHETO HE € NMPEMOPBYUTENHO.




4.7 BaunaHue BLPXY cnoco0HOCTTA 32 WOdHpaHe H paboTa ¢ MALIHHH

[Tpy npoyuBaHe Ha MALMEHTH ¢ HCXeMHYHa 60JeCT Ha ChPLETO, OH30MPOIION He BIIOILABa CIOCOOHOCTTA
3a WodnpaHe. BuApeKkH TOBA, NOPaJy HHAHBKAYAIHHUTE BapHALIMH Ha PEaKLHHTE KbM IEKAPCTBEHRA
NPOLYKT, cnocoGHOCTTA 3a WodHpaHe u paboTa ¢ MalIMHU MOXE Aa ce Biolid. ToBa TpabBa Aa ce uma
npeasua, ocobeHo npu 3anoyBaHe Ha TEpanUATa ¥ NpH NPOMAHA HA JICUCHHETO, KAKTO U NpH ynoTtpeda

Ha ankoXoJL.
4.8 Hexenanu JeKapcTBEHH PEaKIHH

[Tpu knacupUUMPAHETO IO YECTOTA Ca H3NOA3BAHH CACAHUTE JePHHHNLMM:
Mmnoro vectu (= 1/10)

Yectu (> 1/100, < 1/10)

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

Peaxu (21/10 000 go <1/1 000)

Mnxoro peaku (<1/10 000)

CepacvEH HapYILLIEHUA
Heuectu: HapylieHHsA HA AV-NPOBOAMMOCTTA, BJIOLIABAHE HA CHILECTBYBAIIA CbPACYHA HEAOCTATBYHOCT,

Opanukapaus.

CbA0BH HapYILUECHHS
YecTn: ycemane 3a ¢TYA HJIM U3TPBIIBAHE HA KpaHHULUTE, XHNOTOHUS.

HedecTH: OpTOCTATHYHA XHITOTOHMS.

HapyuieHus Ha MeTabonu3Ma U XPaHEHETO
Penxy: nOBUIUEHW TPUIJULEPUAHN.

[IcHXHYHH HAPYILCHHS
HeuecTH: HapylI€HHS HA CbHA, ASNTPECHS.

Pepku: xolIMap#, XaarOLHHALHH.

HapylieHHa Ha HEPBHATA CHCTEMA
UecTu: 3amaiisane*, rnasobonue™,

Penky: CUHKOI.

HapyuieHusa Ha OKOTO
Penxu: HamasieHO CITb300TACASHE (1a ce UMa NPSABHA MPH NALMEHTH, H3MON3BALIH JELH).
MHOro peaku: KOHIOHKTHBHT,

Hapyiuenus Ha yxoTo ¥ 1abHpHHTa
PeIKH: HAPYLUEHHS Ha chyXa.

Pecn¥paTopHy, rpbAHH ¥ MEAHACTUHANHY HAPYIICHHA
HeuecTn: OpoHXocna3bM NpH NalMeHTH ¢ OPOHXHUANHA aCTMa HIIH aHaMHe3a 33 00CTPYKTHBHO

3a00JIRBaHe Ha JHUXATENHUTE ITbTHIIA.
Penku: anepruyeH pUHHT.




CToMalIHO-YPEBHH HapYLIEHUS
YecTH: croMaliHO-YpeBHU OMJIAKBAHUA KaTO Fa/icHe, MOBpbLIaHe, THApHA, KOHCTHITALUA,

XenatoOuaHapHH HapyUICHHS
Peaxy: nosuirenune Ha yepHoapoduute eHsumu (ALAT, ASAT), xenatur.

HapyilieHHA Ha KOXAaTa H NOAKOKHUTE ThKaHH

Penxu: peakuuu Ha CBPbXYYBCTBHTEIHOCT (ChpOeK, 3auepBaBaHe, 0OpHB).

MHoro peaku: f-Onokeprre MOrar Aa npoBOKUPAT WM Ja BIOLIAT [ICOPUA3KC HIIH Aa NPEAU3BHKAT
copHaTHUHO-Nog06eH 0OpHUB, Koconaz.

Hapyuienus Ha MYCKYJIO-CKEJETHH CHCTEMA H CbEAWHUTENHATA ThKaH
Heuectn: MyckyiHa ¢naboCcT, MYCKYJTHH ClTasMH.

HapyiieHus Ha Bb3NPOU3BOAMTE/IHATA CHCTEMA H I'bpAATa
Penxu: HapyLI€HUA HA MOTEHTHOCTTA.

O61wM HapyLIeHUs
Yectu: ymopa*.
HeuecTH: acTeHUA.

*Te3n CUMIITOMY Ce NOoABsRaT oCOOSHO B HaYyanoTo Ha JeueHHeTo. ODHKHOBEHO Te ca JIEKH U 4eCTO
H34e3BaT A0 1-2 ceaMHuLy.

4,9 Ilpenosupane

Hait-uectuTe 0OuakBaHH CHMNTOMH MPH Npeao3dpane ¢ B-6nokep ca: Opaaukapans, XHIMOTOHKS,
OpOHXOCMAa3BM, OCTpA ChPACHHA HEAOCTATHYHOCT, XUMOTIHKEMHUA, [0 TO3H MOMEHT Ca AOKJIAJABAHH CAMO
HAKOJIKO cliy4as Ha npeaosvpaHe (Makcumym: 2000 mg) ¢ 6uszonponon. Crodiuasa ce 3a Opaauxkapaus
H/MJIM XHNIOTOHHUA. BCHUKH NMALMEHTH ca ce Bb3CTaHOBUIIH. MMa 00lUMpHA HHTEPHHAKBUAYAJIHA
BapHabHIIHOCT B YYBCTBUTEIHOCTTA KbM €AHHHYHA BUCOKA J03a ODU30NPOJIO.

[1o npuHLMN, aKO HACTBHIIW NpeAo3upaHe, JeueHHeTo ¢ Susonponon TpAdBa Aa 6blae CNpsAHO K Aa ce
npoBeae NMOAALPKALIO H CHMITOMATHYHO NedcHue, OrpaHvyeHd AaHHH Apeanoiarar, ye 6u3onposion ce
OTCTpaHsABa TPYAHO 4Ype3 AHaNin3a. Bb3 0cHOBA Ha oHakBaHUTE GapMAKOJIOrHYHH €PEKTU U NPENOPBKUTE
3a ApYyru —OnokepH, KOraTo € KIHHHYHO O00CHOBAHO, C€ NPENOPBLYBAT CNEAHHTE O0LUU MEPKH:

bpanukapans: NPUICKETE aTPONUH UHTPABEHO3HO. AKO NMOBAKABAHETO € HEAOCTATHYHO, MOXE
BHHUMATEJTHO Ja c€ MPHJ0KH U3ONPESHAUH WU APYrO CPEACTBO C MOJIOKHUTENHH XPOHOTPOIIHH CBOHCTRA.
[Ipn Hakou 0OCTOATENCTBA MOXE [1a CE HATOXH MOCTABAHE HA TPAHCBEHO3EH NMEHCMEHKHP.

XunoToHus: HeoOX0AUMO € Aa C€ BbBEXJaT HHTPABEHO3HO TEUHOCTH U Ba30INPECOPHU CYOCTAHLIHM.
["ntoKaroH HHTpaBeHO3HO MOKE Ja OKaXKe [ONOKHTENEH €(EKT.

AV-0nok (BTopa WIH TpeTa CTEMNeH ): nauueHTHTe TpsAdBa na 6baaT BHUMATEIHO MOHHTOPHPAHH H
NeKYBaHH 4pe3 MpUJiaraHe Ha H30NpeHalMHOBA HHQY3HA HIIH BbBEXKaHE HA TPAHCBEHO3EH ChPACHEH

nencMenKbP.

OcTpo BAOWIABAHE HA ChPACYHA HEAOCTATHUHOCT: HHTPABEHO3HO [1a CE MMPHJIOKAT AHYPETH
HHOTPONHH CPEACTBA, BA30JUIATATOPH,




BpouxocnazeM: 1a ce NpHAaoxKH OpOHXOAUAATHpALlA TEpanus, KaTO U30NPEHAIHH HIH [3 2-
CHMNAaTOMUMETHLH U/UIH aMHHO(PUIMH.

XHINOrTUKEMHUS: HHTPABCHOZHO ITPHIIOMXKCHHUE HA I'THOKO34.

5. ®APMAKOJIOTMYHH CBOHCTBA
5.1 @apmakogHHAMHYHH CBOHCTBA

dapMaxoTepanesTHuna rpyna: Cenextusuu -6nokepu. ATC kon: CO7ABO7.

MexaHu3bM Ha nefcTBUE

Busonponon e BUCOKO P -CeNIeKTHBEH aapeHopeLenTopeH 610Kkep, THIUEH OT BbTPELLHA CTUMYIHpALLa
CUMIIATHKOMHMETHYHA B ChOTBETHA MeMOpaHocTabnnusnpaiua akTuBHOCT. [Toka3Ba HUCHK aQUHHTET
eIMHCTBEHO KbM P2-peLENTOPHTE HA TMAAKUTE MYCKYIH Ha OPOHXHUTE M ChAOBETE, KAKTO U KbM [2-
pELENTOPHTE, CBbP3aHH C METa0ONHTHATA peryjauunsa. ETo 3a11o kaTo uano He ce 04aksa OM30nposion aa
NOBJIHABA PE3HCTEHTHOCTTA HA Bb3AYXOHOCHHTE MMBTHILA U P2-MEAHMPAHUTE METAOOIUTHH E(EKTH.
HeroBata [3i-celeKTHBHOCT HAAXBLPJIA TEPAneBTHYHUS JO30B AUATIa30H.

Kakto nipu apyrute Pi-Onokupaliy areHTH, MEXaHU3MbT Ha JEHCTBHE [IPU XHIIEPTOHHUS € HEH3ACHEH, HO
e U3BECTHO, Ye BU30MPOJIOI MOAYEPTAHO MOTUCKA IJIa3MEHUTE HMBA HA PEHUHA.

[Ipy mauMeHTH ChC CTEHOKApAMA OOKHPAHETO Ha i-peLlenTOpHTE HaMansaBa CbpAe4HaTa AeHHOCT, KOETO
BOJH A0 NMOHMXKEHA KHCROpOoAHA KOHCYMaLU4. [1o To3n HauuH OU30Nponost ePEeKTUBHO CNUMHHHPA HITH

HaMansaBa CUMIITOMATHKATA.

[TpH HHTEH3HBHO NPHIOKEHHE NPH MaLHEeHTH ¢ KOpoHapHa 6onecT Ha ChplieTO 63 XpOHWYHA ChpACUHA
HeJOCTaTbYHOCT, OM30NpOI0J HaMalsiBa Chbp/ieYHaTa YeCTOTa M YAApHUR 00EM M 10 TaKbB HAYUH
MOHKKaBa CbpASYHHUA JeOUT ¥ KMUCIOpoAHATa KOHCYMaUus. [Ipy XpOHHYHO NPUAOKEHHE, ITEPBOHAYANHO
MOBHIIEHATA nepudepHa pe3UCTEHTHOCT HaMaJlsABa.

5.2 @PapMaKOKHHETHYHH CBOHCTBA

ABcopbuusa U pa3npeaencHHe

Busonponon ce abcopbupa u uma abcomoTHa 6HOHANTHYHOCT oT okono 90% cien nepopanHo
npunoxkeHne. CBbP3BAHETO HA OH3OMPOJION C IJIA3MEHHUTE NpoTerHH € okoo 30%. ObeMbT Ha
pasnpezaeneHue e 3,5 I/kg. O6wusT knupbHC € npubnusdrentdo 15 /yac. [InazmMenuar nonyxwusor ¢ 10-
12 yaca, koeTo ocurypssa 24 4acoB eeKT cliell EIHOKPAaTHO AHEBHO NO3HPAHeE.

buorpaHchopMaliis H ENTHMHHUPAHE

Bu30npoion ce eKCKpeTHpa OT opraHu3Ma no Aasa nbrs. 50% ce Metabonn3upa ot uepHus Apod 10
HeaKTHBHH MeTab0INTH, KOUTO ce enuMHuHUpaT upe3 6ubpeuute. Octananute 50% ce exckpeTHpaT upes
OuOpeunte B HeMeTtabonusupana opma. ToH KaTO CIMMHHHPAHETO CE€ H3BBPLUBA B €AHAKBA CTENEH Ype3
6nOpeunTe H YepHrs Apod, HE ce UIUCKBA AJaNTHPaHe Ha A03aTa MPH NalHeHTH ¢ yBpeIeHa
yepHOApoOHa PYHKLMA HIH OBOpeYHa HEAOCTATBYHOCT.

(dapMaKkOKHHETHKATa NPH MaLKEHTH CbC CTaDMIIHA XPOHHUHA CHPACYHA HEAOCTATRYHOCT H € YBpeJieHa

yepHOoApoOHa uaM ObOpevHa PyHKLHUS HE € [IpoyUeHa.




JIMHEHHOCT/HENMHHEHHOCT
Busonposion npyurexkansa auHeliHa, Bb3pacTOBO HE3aBUCMMA KHHETHKA.

5.3 IIpeaknunu4HH AaHHH 33 (e300aCHOCT

HeknuHU4HNATE faHHK HE NOKa3BaT 0co0EH PUCK 3a Xopa Ha §a3aTa Ha KOHBEHUWOHAITHHUTE
dapMakonOruyHyd NpoyyBaHHs 3a 6€30MaCHOCT, TOKCHYHOCT NPH MHOTOKPAaTHO NpuUnaraHe,

MF’CHOTOKCHYHOCT H KapLUHHOICHCH TIOTCHLHAT.

[TopobHo Ha gpyrute B-610KepH, BbB BUCOKM J03H OH30NPOJION NPEeAH3BUKBA TOXCHUYHOCT NpH MafikaTa
(HaMansBaHe HA MPHEMA Ha XpaHa ¥ TEJIECHOTO Terio) H eMOpHo/deTaiHa TOKCHYHOCT (YBENHYABaKE
yecToTaTa Ha pe3opOLna ¥ HaMassiBaHe Ha TeNIECHOTO TETJIO MPH 1044, 3abaBeH0 PHUIHYECKO PA3BHUTHE),
HO HE € TEPaTOTCHEH.,

6. @®APMAIEBTUYHHU JAHHH

6.1 CnHcebK HA NOMOWIHHTE BEIIECTRA

TabnerHo aApo:
MHukpokpucTalHa Lenynosa

LlapeBuyHo HULIECTE

Kpocnosunou (tun b)

KononaeH 6e3B01eH CUTHLIKEB JHOKCHI
Marnesues cTeapar

DOUIMOBO NOKPHTHE:
Twtanos auokcua (E171)

Maxporoa 4000

Tank

[1oHco 4R uepseno (E 124)
XUHONHHOBO KBJTO (E 104)

6.2 HecbBMECTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHoCT

4 roAMHH.

6.4 ChneunalHn yC/JI0BHA HA CbXPAHEHHE

Ha ce ¢pxpaHsBa nop 25°C.
Ha ce cbXxpaHsBa B OpHTHHAJIHATA ONAKOBKA, 3a Aa Ce Npelnasy OT CBETIIHHA W BJlara.

6.5 Buau cbabpKaHe HA ONAKOBKATA

Przonpon 5 mg gpuamMupanu tabnetku ce onakoepat B PVC/PVAC-Alu bnucrepy, nocrascqs-s (A
KYTHA, cbabprkaiia 30 dunMupaHy TabNeTKH H IUCTOBKA 3a MALIMEHTA, we




6.6 CneusaJHH NpeanNa3’H{ MEPKH NPH H3XBLPJAHE H paboTa
Hsama cneupanid u3HCKBaHMUA.

7. NPHTEXATEJI HA PAZPEHIEHUETO 3A YIIOTPEBA
Bopan Meaucune Espona EOO/]

yn. bopuc PymeHoB Nel6

1407 Codoust, brarapns

8. HOMEP(A) HA PAZPEIHEHHETO 3A YIIOTPEBA

Per. Ne:20210273

9. JATA HA ITbPBO PA3PEINABAHE/MMOJHOBABAHE HA PAIPEIIEHUETO 3A
YIIOTPEBA

Hata xa mepso pazpeluasanc: 03.09.2021
Jara Ha nocreaAHO NOAHOBABAHE:

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

06/2026
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