KPATKA XAPAKTEPHCTHKA HA IPOAYKTA

1. ¥WME HA JEKAPCTBEHMA IIPOXYKT

Buzoramma 10 mg duamupan# TabneTkH
Bisogamma 10 mg film-coated tablets

2. KAYECTBEHH KOJIMMECTBEH CBHCTAB

Besixa Tabnetka chappxa 10 mg Guzonposonos dymapar (Bisoprolol fumarate).
3a ITEAHMA CIIHCHK Ha NOMOIIHHTE BOILIECTBa BHXKTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

DwiMupana TabneTka

Bexoso-kadapy dwiMupaHu TalNeTKy ¢ efHa aenuTenHa depra (snap-tab dopma).
Ta6neTkata Moske Ja Obae pasencua Ha PaBHH I03H.

4 KIAHWYHA JAHHH W3NBAHUTEAHA ATEHUMA N0 s
4.1. TepanesTW9HH NOKAIAHAA Kpamea xa hy % "
- JledeHHe HA XHIIEPTOHHS Ko Pag. Ne Lo X Z 86
- NedeHHe Ha MCXeMHuYHa GOecT Ha ChpueTo (angina pector% t,( A, / M p_, }{ 2? > 2 Q g
4,2, J03HpPOBKA H HAYKH HA NPHJIOKEHHE E ; /‘7 A2b - § g Af

3UPOBKA
BeapacTHE:

3a npeTe MoKa3aHMUA A03aTa € 5 mg GH30MPONONOB PyMapaT BEAHLXK AHEBHO. AKO ¢ HeoOXxoauMOo, no3aTa
MOXe 13 ce yBenuuy Ha 10 mg 6u3onponosios pyMapar BeAHEXK THEBHO.

MakcuMaiHaTa MpenopeYHTENTHA 1032 € 20 mg BeqHEkK AHEBHO.

Hozara TpabBa na ce afanTHpa MEAUBHAYAIHO, CIIOpE], Y€CTOTATA Ha ITyJiCA M TEPAINICBTHIHHA YCTIeX.

IIpodvmicumennocm na mepanuama

Tio mpHHLMI Jie4eHAETO ¢ OH3OMPONON € POABIDKHTENHO.

JlewenueTo ¢ Gu3onponon ve TpgbBa Ja ce CIMpPa BHE3AMHO, Thi KATO TOBAa MOXeE Ja JOBEAE N0 MPEXOAHO
BIIOIIABAHE HA CHCTOAHMETO. OcobeHO PH MALHEHTH ¢ HeXeMMHA 60IECT Ha CLPLETO, IEUEHHETO HE
TpafBa Aa ce mpexparsea BHezanHo, [Ipenoprdea ce NOCTENEHHO HAMAIBAHE Ha J03aTa.

ITayuenmu ¢ Gvbpeuna uru 4epHoOpOOHA HeAOCMAMBYHOC

TIpu nauWeHTH ¢ JIEKM A0 YMepeHH HapyleH#s Ha 6p0peyuHara wiM qyepHopoSHaTa GpyHkuus, no
NPHHIHI HE Ce W3UCKBA aAANTHPaHe Ha fo3aTa. [IpH MalHeHTH ¢ Texka Oh0peuRa HENOCTaTLYHOCT
(KpeaTHHHHOB KIHPBHC <20 ml/min) H TIPH [IALMEHTH © TEXKKH HAPYIUeHus Ha uyepHoApoOHaTa QyHKuus,
e IpenopLuBa JHeBHaTa 3034 ot 10 mg Guzonpononos Gymapar Ja He ce HaNBHIIABA.

OnMrsT OT MPHIIOKEHHETO Ha GH30NPOION NpH NaLKeHTH Ha 6b0peYHa IHATH3A € OTPAHHYSH; BBIPEKH
TOBA HAMA JOKA3ETE/ICTBO, Y€ N030BHA PesxuM TPAGBa Ja CE€ NPOMEHH.

Ilayuenmu 8 cmapuecka ewv3pacm
He ce u3ncKkBa ananTHpaHe Ha J03aTa.

ITeduampuvna nonynayus

NANHeHTH.
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Haull Ha 0pUIOXKEHAE
Brzoramma tabneTku Ja ce npueMar CYTpuH, cbe WK He3 XpaHa. Moe /ia ce NOMIBIIAT ¢ MAIKO
Te4HOCTH, 0e3 1a ce COLBKBAT.

4.3. IlporEsOomOKAlAHHN
Buzonponon e NpOTHBONOKA3aH NPH NAalMEATH C:

- Octpa cBbp/iedHa HeTOCTATHIHOCT WM IO BpeMe Ha eNW30/M HA ACKOMIICHCAllMA Ha ChpiguHa
HEJOCTATBYHOCT, H3HCKBAIIM 1.V, HHOTPOTHA TePAITHA;

- KapauoreneH ILok;

- AV-Gnok ot Bropa uim tpeta cTeneH (Oes nelicmelixsp);

- CurapoM Ra 60NHKA CHHYCOB BE3e;

- CunoarprayieH 610k;

- CumnroMaruysa Gpanukapans,

- CHMOTOMATHYHA XHIIOTOHHS;

- Texxa GporxHaHa aCTMA;

- Texxa dopMa Ha neprdepHO apTepHATHO OKITYIHEHO 3a0onasane WM cuHapom Ha PeiiHo;

- Henexysar dbeoxpomoudToM (BHKTe TOUKa 4.4);

- MeraGonMTHa aliaAo3a;

BrzoraMMa e IPOTMBONIOKA3AH NPH TIALMEHTH ChC CBPLXIYRCTBHTEIHOCT KbM AKTHBHOTO BEIECTBO MM
HAKOE OT MOMOI{HHTE BemlecTsa, H30poeHH B TOYKa 6.1,

4.4. Coenuandg DpeaympexIcHHER H BpeanasHu Mepkn npn ynorpeba

OceeH aKo He € W3pHYHO NOKA3aHO, TedeHHeTo ¢ Gusonponon He TpabBa Ja ce MpeycTaHOBABA BHE3AIHO,
0cofeH0 MPH NAUHEHTH ¢ McXeMUMHA JONIeCT Ha CHPIeTOo, Thil KaTo TOBA MOXKe Jia JOBeE 10 MPEXOIHO
BIOIIaRaHe Ha CHPUEIHOTO 3abongasane (BiDk 1.4.2).

Buzonposon Tpabea Na ce NprIara ¢ BHMMAHNE NPH NANKHEHTH ¢ XHNepToHMs WM angina pectoris Ipx
CHITETCTBAINA CHEPAEYRa HEOCTATHIHOCT.

Buzonponon TpadBa Na ce MpHIara ¢ BHUMaHWE [pHA:

- 3axapeH JuaGer, ROKa3Bau] FoJIEMH (IyKTyaIMy Ha HABATA HA KPHBHATA 3axap, CHMITTOMUTE HA
XHNOTJIHKEMHA (HaIp, TaXHKapausd, CHpUedHeHe H H3NOTABAHE) MOXE 13 ¢ MaCKHpAaT;

- cTpoTa IHeTa;

- 10 BpeMe Ha JecencHOMmM3Hpama Tepanus. [ogo6Ho Ha ocraHamute $-Onokepu, 6UsonpoIOn
MO)KE€ 4 OOBHILH KAKTO YMyBCTBHTEIHOCTTA KbM &IepreHH, Taka M TeXecTTa aHAQHIAKTHUHHTE
peaki. JledeHHeTO ¢ enMHedPHH He BHHATH aBa OYAKBAHHMA TEPaleBTUICH €(eKT;

- AV 00K OT THPBa CTETIEH;

- Anrusa Ha Prinzmetal;

- nepu(epHO APTEPHATHO OKITY3HBHO 3abonaBane. Moxke 1a ce HabmoRapa 3aCHIBAHE Ha
OIVIAKBaHWATS, 0COOEHO B HAYANOTO Ha TePalHsTA.

TMaumenTy ¢ NMcopHAZHC HITH AHAMHE3a 3a TIcopHazHe Tpabea fa npueMart P-Grnokepu (Hatp. Suszonponon),
caMO CJTefl BHHMATeAHO OaaHclpane Ha NOJI3HTe CPelly PHCKOBETE.

Ha ¢oka Ha feueHHeTo ¢ GH3ONPOION, CHMITTOMHTE HA THPSOTOKCHKO3a MOXKE /14 C& MACKHpAaT.

TIpu manyeHTH ¢ PeoxpoMoLTOM, 6130MPoONTOa ce MpHnara camo cnej anda-penentTopHa 6nokaza.

Tlpyi DaupeHTH, NomIoKeHy Ha 00Ila aHeCTe3HA, AHeCTe3HONOTET TPAOBa fa 6nae yBeaOMEH 3a -
6iokanara. Axo € HeOHXOAHMO NPeYCTAHOBABAHE Ha JIeMeHyeTo ¢ B-61okep npelu XUpyprudHa
orepais, To TpadBa 1a CTaHe HOCTERCHHO H Ja MPUKIIOYH 48 Jaca Npead aHeCTe3HTA.

GenoapobHaTa PyHKLMA, OTKONKOTO HecenekTUBHUTE Bera-GaoKepH, KaKTO BC
H3MON3BAHEeTO WM chuo TpsdBa ha ce n3b4rea NPH NAHEHTH ¢ 00CTPYKTHBHH
AMXATEIHUTE MBTHOIA, OCBEH aKO He ChIHECTBYBAT yOeqHTeTHE KIHHHIHH AP ff i
AKO TakHBa NpHYMHH CHIICCTBYBAT, BH30raMMa Moxe ia ce M3I0M3Ba ¢ NOBHY



IIpenops4Ba ce eZHOBPEMEHHO NPHIOKeHMe Ha GpOoHXOMIUIaTHpAIA TEpaHa IIpH GpOHXMANHA acTMA
WIH APYTO XPOHHIHO O0CTPYKTHBHO GenompobHo 3a6ongpane, KOETO MOXKE 13 NPMYHHKH CHMITTOMH.
ToHaKOra, NPH NANHEHTH ¢ aCTMA MOKe Ja C¢ IOSBH [OBHLICHHE Ha PEAHCTeHTHOCTTA HA AMXATETHHTE
NBTHLIA, 3aTOBA MOXKE /13 Ce HATIOKYM YBEIHYARAHe HA 03aTa HA Pr-CHMYIRHTHTE.

4.5. BaaumoaeiicTBHe ¢ APYIH JeKAPCTBEHA HPOXYKTH A IPYTH OpMA HA BlaHMoaekcTeHe

Henpenopvuumennu xombunayu

Kastupie 8 aHTArOHUCTH OT IPYNaTa Ha BEpANaMMIl M B IO-MAKA CTETIOH OT rpynara Ha JHITHA3eM:
HETATHBHO BIMAHHE HA KOHTPAKTHIHOCTTA H aTPHO-BEHTPHKYIApHATA MposoauMocT MuTpasenozHoTo
NPHIOKEHHE Ha BEPANaMu Py NAlHEHTH, TeKyBanu ¢ -Onokepu, Moke Ja JoBeae I0 TEXKa
XHIIOTOHMS H aTPHOBEHTPHKYNApeH 60K,

AHTHXHNEPTCH3UBHH JICKAPCTBEHH CPEICTRA ¢ HSHTPATHO AcficTeHE (Hanp. KIOHHAMH, METWIAOTA,
MOKCOBMAWH, PHIMCHUIMH):

EnnoBpeMeHHaTa ynotpeba ¢ aHTHXUTICPTEHIHBHH JIEKAPCTBEHH CPECTBA ¢ ICHTPANIHO ACHCTRHEE MOXKe
I IOBENE N0 HAMAJIABAHE HA CHPISYHATA TECTOTA H KAITALMTET, 8 OTTAaM - J0 BazOAHNATALIHA.
BHe3anmHoTO NpeyCcTAHOBABAHE HA IEHEHHETO MOXKeE JIa YBeIuH PHCKa OT ,,pebayri XunepToHus”.

KomGurnayuu, koumo mpabea 0a ce usnorisam ¢ GHUMaHue

Kanmuess aHTATOHKMCTH OT THXMAPOTHPHIMHOB TUM (Hanp. Hudenunun): ExnospeMenrara ynorpeba
MOXKe N3 YBETHYM PHCKA OT XHIIOTOHHA, KaKTO H He € H3KIIIOUEH Y MO-TO/IAM PHCK OT JOITKIHHTENHO
BJIOIABAHE HA BEHTPUKYNAPHATA HYHKIMA TPy NALIMEHTH ChC ChPAeYHA HEIOCTATHYHOCT.

Knac 1 aHTHApUTMHYHH JIEKAPCTBEHH TPOAYKTH (HATIp. AU3ONUPAMHA, IHAOKAHH, GECHHTOMH,
daekanHK), NpoMadeHOH, XKHHAHH): eQeKTHT BhpXY BPEMETO Ha aTPHO-BEHTPHKYNapHaTa NPOBOAUMOCT
MOJKE Ja C¢ TIOTEHLMpa ¥ J1a Ce TIOBHINH HeTaTHBHAS HHOTPOIEH edexT,

Knac 11l aNTHApHTMEYHH NeKapCTBEHHE NPOAYKTH (Hanp. aMuoAapoH): ¢hekThT BEPXY BpeMe Ha aTpho-
BEHTPHKYN&PHATa POBOAHMOCT MOXKeE Ja Ce TIOTEHLMPA.

[TapacHMIIATHKOMHMETHYHH JIEKAPCTBEHH TPORYKTH: EAHOBpEMeHHaTA YHOTpeba MOJKe fa yBEIHUM
BPEMETO Ha ATPHO-BEHTPHKYIAPHATA [IPOBOJMMOCT, K4KTO M pHCKa oT GpanyKapimi.

B-BnokepH ¢ IOKATHO NPHAOKeHHe (HANp, KalKK 32 09H 34 JIEYeHHE HA [71ayKOMa): MOTaT &a 3aCHIAT
edexTa Ha OHIOIPOION,

HrcynuH ¥ nepopanty anTeARaerHy jekapcTBeHH NPOMYKTH: 3aciUIBane e(eKTa Ha HAMANABAHE HA
KpBBHATA 3aXap; 60kMpaHeTo Ha B-aApeHOPeLIENTOPHTE MOXKE Ja MACKHMPa CUMITTOMHTE Ha
XUIOTTHKEMHS,

Amnectervnm: HamansasaHe Ha pedrekTopHaTa TAXHKAPAHA M MOBHINABAHE HA PHCKA OT XMIOTOHUSA
(noseye undopManua 32 oIl aHecTesus, Bk T.4.4).

Jururanncosy ravkosuay: OcobeHo Npy YBETKHUARAHE HA BPEMETO HA ATPHO-BEHTPHKYIApHATA
MPOBOAHMOCT, ¢ KOETO ce 3a0aBd ChbPACUHHA PHTEM.

HecTepouiHA POTHBOBB3NAIHTENHHA cpencTra (NSAIDS): Moxe a HaMaNaT XUIIOTOHMUHHAS edeKT Ha
Ouzonponon.

HaMan§ [eficTBHeTO U Ha IBETE CPEACTBA.

CUMNaTOMUMETRLM, aKTHBHPAIH KAKTO B- TaKa H 0-8QpeRopeLeTOpu:
KomOuHammsaTa ¢ GH30Mponos Moxe Jia JOBSAE A0 YEEG/IHUIABAHEe Ha KPBBHOTO H:
TAKOBa BIAMMOJEIHCTBHE ce TOsYydaRa O-CkOpO ¢ HeceeKTHBHM P-GnokepH.



EanoapeMenHaTa ynoTpe(a ¢ aHTHXHNEPTEH3NBHE eKAPCTBEHA CPECTBA, KAKTO ¥ C IPYTH MPOAYKTH,
KOWTO HMAT MOTSHITHAN 32 HAMATIABAHE HA KPBBHOTO HANATAHE (TPHIHKIHYHA aHTHACIPECaHTH,
fapOuTyparH, GeHOTHAZHHA) MOJKE 3 YBEJIHYH PHCKA OT XMIIOTOHMS,

Kombunayuu, xoumo mpabea da ce oGmucanm
MednokHH: HOBHIIEH PHCK OT OpamuKapiua.

4.6. ®epraanrer, GpeMeBROCT B KbPMERe

Bpemennocr
Buaonponon uMa GapMaKonormaHH AeficTis, KOWTO MOTAT Ja IPENH3BUKAT YBPEXKAAIIM ebeKTH BEpXY

GpeMeHHOCTTA W/HIH BBPXY ToAa/HOBoponeHoTo. 1o npuHImn, f-agpenopeuenTopHrTe G0Kepy
HAMAIABAT [LUTALICHTHATA TepQy3HA, KOATO MOXE A2 Ce CBBLPKE Che 3afaBae Ha pacTexka, BHTPEMATOuHA
CMBPT, abOPT A IPEXKAESBPEMEHHO PaXKIaHe.

HexenaHute AeKapCTBEHH PEAKIMM (HANP. XUNOrTHKeMus ¥ Opajukap/us) MOrar Aa ce MoABAT OpH
AR0J2 ¥ HOBOPOAEHOTO. AKO ¢ HeOOXONMMO JieueHue ¢ B-anpeHopenenTopHE ONIOKePH, 3a PEATIOUHTAHEe
ca f1-ceNeKTHBHH aJipeHOpeHemTOpHH GokepH.

Busoramma He TpsOBa [1a ce HIMOJI3BA [0 BpeMe Ha OPEMEHHOCT, OCBEH aKo He € H3PHYHO NoKa3aHo, AKo
nevenneTo ¢ GU3OIPONON ¢e CYHTA 3a HeoOXomuMo, TpabBa fa ce Habmonapa MATOUHO TIALICHTHHS
KPBBOTOK H PacTe’ka Ha IjiofAa. B ciydaii Ha yBpexIaiy edekTH BpXy OpeMeHHOCTTa HIH IUIona,
TpsGEa Aa ce oOMHCAM anTepraTuBRHO Jledenne. HosopoaenuTe Tpatea na ce HaOMOAABAT CTPUKTHO,
CHMITOMM Ha XHIIOITIRKeMHS U OpaayKkapus, N0 TPHHIIAII C& 0YaKBAT 1Ipe3 MBPBHTE TPH JHH.

KxpMene
Hsma zasHy qanm GM30TIPONION Ce eKCKPEeTHpa B KPMATA, KaKTo U 3a BhajelicTBueTo Ha Ousonposion

BEpPXY Oebera. 3aT0Ba KbPMEHETO HE € NPENOPBLYHTEIIHO 10 BPEeME Ha NPHIOKEHHETO, Ha busoraMma.
4.7. Edexra Brpxy cnocoSHocrTa 33 modapane u pabora ¢ MamMBN

Tpu npoyvBaHe ¢ MALMEHTH ¢ HCXeMu4Ha Gonect Ha cuplieTo, GH30MPONON He BIOMARA CIIOCOGHOCTTA 38
wodupane. Belipeku TOBa, NOpay HHAWBHIYATHHTE PA3THKH B PEAKIHHTE KbM JIEKapCTBEHHA MPOIYKT,
cniocoBHOCTTa 32 modHpaHe Ha NPEBOIHO CPencTBO M pabora ¢ MAKMHM MOXe Ja ce romH. Topa
TpAOBA [a ce HMa MpeIBH/, OCOGSHO NPH 3aMoyvBaHe Ha TeparHATa H IPH MPOoMAHA Ha JICUEHHETO, KAXTO

H npH ynorpeba Ha akoxos.

4.8. Hexenans JeKAPCTBCHE PeAKIHE

o-nosy ca u3non3BaHK caefHMTe OMpeAeNeHHs, KOHTO ¢e OTHACAT A0 4ECTOTAaTa:
Yectn: 1% mo <10%), HenectH: (>0,1% no <1%), peaxu: (20,01% a0 <0,1%), MHOro penxn:
(<0,01%), ¢ Hew3BecTHA vecToTa (0T HAMHYHUTE JAHHH He MOXe Jia O'blic HAIpaBeHa OLEHKA).

Hscnenpanng
Penxu: YBEIHYEHY TPUITIELMPHIH, YBEIHYEHH CTORHOCTH Ha YepHOIPOOHHTE EHIHMH
(ALAT, ASAT).

Hapyinenus Ha crpaedHara nefiHoct

Heuectu: HApYIIeHHA B AV-IpOBOAMMOCTTE, BJIDIIABAHE HA CHIIECTBYBAA CHPICYHA
HEJOCTATBYHOCT, OpajuKapaui.

Hapyjueduq Ha HepBHaTa cHcTEMA
YecTi: samaiipane¥*, rmapobonue*

Penxu: MPHIaILIH

Hapypienus Ha ouprre gy
Pexu: HAMAJIEHO CLI30TeUEHHe (1a Ce MMa TIPEBH/I TPH NALMEHTH, H3NOI3BALL .

JIEIIH) SRS
MHOFO peKH: KOHIOKTHBHT




Ha eHH4 Ha VXOTO H JaOHDHHT

Peaxu: HapyIEHHA Ha cIyXa
eCNUPATOPHY, IPEIHH B MENWACTHHAIIHYN H eH
Hevecrtu: 6poHXxocnazbM fIpH NalUeHTH ¢ GpOHXHATHA acTMa HY AHaMHE3a 3a
oBctrpyxTHEHO 3206019BaHEe HA NWXATETHHTE ITHTHNA
Penxu: anepru4eH pHHUT

Cromainko-YpeBHy HapyIIeHHA
Yecmn: CTOMAIUHO-UPeBHH OTUIAKBAHUA, KATO FafieHe, MIOBPHIAHE, THADKA,
KOHCTHIAIMA

Hapyiuesns Ha KoxaTa ¥ NOJKOXHATA ThKay

Peaxm: PEaKLMH Ha CBPBXTYBCTBHTENHOCT, KaTo Cbpbeik, 3a4epBaBane, 00pHB

Muoro penkn:  anonenud. f-6roxepyute MoXKe Aa IPOBOKUPAT MM A2 BIOIIAT NICOPHAINC HIH
Ja MHAyUMpaT ncopuazuc-nionobed o6prs

Ha €HKA HA MYCKVIHO-CKEIETHATA CHCTEMA U Ch €IHATA TEKAH
HeuectH; MycKyJHa cn1abocT, MyCKYIHH CTa3MK

ChO0BH HapYIIEHHS

YectH: yCelIaHe 3a CTy WIH H3TphIBane Ha KpadHHITUTE, XHIIOTOHHA

Q61K HapvIeHHd H edexTH Ha MACTOTO HA MPHICKEHIE
Yectn: yMopa*
HevecTtH: acTeHHA

XenaToOuIHApHH HADYIIEHHS

Penxn: XenaTHT

Hapyiuenns Ha 8b3NPOMIBONHMTENIHATA CHCTEMA W [BP/IATA
Pemicn: HapyuIeHHS HA [TOTEHTHOCTTA

[cuxuatpuyHyn HapyIeHNs
Heuectn: HAPYILEHHA HA CHHA, AENPECHA

Peaxu: KOILIMAapPH, XATIOUHHAIMH

*Te3n CUMITTOMH ¢€ TOABABAT 0COGEHO B HAYAIOTO Ha IEIEHHETO, Te ¢a N0 MPHHLMM JICKH H 4eCTO
Hsuessar Ao 1-2 ceaMHLM,

CrolimasaHe Ha DOAO3UPaHH HEKETAHH PEAKIIMH

Cpo01aBaHeTo Ha MONO3MPAHN HEKENAHM PEaKIMK Clef pajpelilasae 32 ynorpeda Ha JeKapCTBeHHA
MPOaYKT & BaxHo. ToBa H03B0IABA Aa UPOABUKH HaG/IFOAEHHETO HA CHOTHOLIGHHETO MON3a/PUCK 34
neKapeTBeHHS NPoAYKT. OT MEHIMHCKUTES CICLHATHCTH ¢€ W3MCKBA J1a Cho0mABaT BCAKa NOA03HPaHA
He)Kenaha peakiug Ypes HalMOHAIHA CHCTeMa 32 ChobiliaBane:

Bnirapus

HsnbiHUTENHA areHI1MA o JIeKapceTBaTa
yi. ,Jamas I'pyes" Ne 8

1303 Codun

Ten.: +35 928903417

yeBcaiiT: www.bda. bg

49, Ipeaosmpane
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Haii-yecTuTe TIpU3HALY, 0OYaKBAHK Npy NpenosupaHe ¢ (§-61okepH ca Opaaukapand, XHIIOTOHHA,
GpoHxociaseM, 0CTpa ChpAeTHA HEJOCTATHIHOCT 1 XHITOTTIHKEMHA.

Hima o0InHpHA FHTEPHHAMRHIYATHA BAPHAOKITHOCT B WYBCTBHTE/IHOCTTa K6M JHHHYHA BHCOKA 1034
6H30NPOJION M MAMEHTH ChC ChPAeUHA HEAOCTATHIHOCT BEPOATHO €4 MHOI'O TyBCTBHTEAHH.

Jeuerue
Ilo npuHMN, aKO HACTRIH NPERO3NPaHE, TepanuaATa ¢ Gusonposon TpAGEa na cripe U Ja Ce IpoBe/e
CIIOMATATEJTHO ¥ CHMIITOMATHYHO ASYCHHE.

OrpaHHveHH JaHHH MPEAIIONArar, ue GH30MpoNo ¢e OTCTPaHABa TPYAHO 9pes RHanH3a.
5.  @®APMAKOJIOrHYHY CBOMCTBA
5.1. PapmaxopHHAMHUHE CBOiicTBA

DapMmakoTepaneBTHIHA IPyNa: celiekTuBeH B-Gnokep.
ATC xon: CO7TABO7.

MexanussM Ha peficTene

Buzonposion e h-cenekTrHBeH aApeHOpelienTopeH OloKHpAal aTeHT, THIeH OT BETPEIIHA CTHMY/THpamia
CHMITATIKOMMMETHYHA AKTHBHOCT H 63 croTBeTHa cTabuwinznpama MemOpadHa akTHBHOCT. [TpogyxTsT
HUMa MHOTO ¢1al adUHHTET KBM P2-peLienTOPHTe Ha IMANKHUTe MYCKY/IY Ha OpPOHXUTE H CHAOBETE, KAKTO
¥ Ha fr-penenTopuTe, CBHP3aHK ¢ MeTabonuTHATA peryaauns. 3aTosa, N0 MPHHIIKIL, He Ce 0YaKBa
GH30MpONION 2 BiIUAe Ha AMXATE/IHATE PESHCTERTHOCT H Pr- MeuHpaHuTe MeTabonHTHH edexTh,
Pi-ceteKTHBHOCITA Ha BH30MPOION € W3BEH TEPANEBTHIHHTE IO30BH I'PaHKIH.

Besonponon HiMa H3pa3eH HETATHBEH HHOTpomneH edekr.

Busonponon QocTura MAKCHMATHHA CH aHTHXHTIEpTeH3HBeH edekr 3-4 Haca e/l nepopancH MpHeM.
EAHMAHALMOHMHHAT MY TIONTYXHBOT B ruiazMara ot 10-12 uaca ocurypsasa Ha 6usonponon 24 wacosa
e(pUKACHOCT, CAeA eHOJ030B JHEREH [TPHEM,

MakcHMaTHUST aHTHXHTIIEPTEH3MEeH eeKT Ha OU30MpOoIION 10 NPHHLIMI Ce HOCTHIa cNel 2 CeAMMUK.
HHTEHSKBHOTO NPUIOKEHHE TIPK TIALIMEHTH © KOpOHapHa 60MeCT Ha CEpLIETO 6€3 XPOHHYHA CHpaeIHa
HEAOCTATHYHOCT, GH30MPONION HAMALABA CHPIACHHATA HeCTOTA H YAapHHA 06eM K 110 TaKLE HAUMH
TIOHKXKABA CHPACHHMS AeCUT U KHcnopoduoro notpebiacrue. Ipd XpOHHIHO TPHITOKEHHE,
ITBPBOHAYAIIHO IOBHIIEHATA NepAdepHA pe3sHCTEHTHOCT Hamangsa, Mexay Apyrure, NOATHCKAHETO Ha
AKTABHOCTTA Ha MNA3MeHHA PEHUH, C¢ JHCKYTHPA KATO MEXAHH3ILM Ha JIeICTBME, IEkalll B OCHOBAaTa HA
aATHXMNEepTeH3HBHEUA edekT Ha B-6rokepure.

Ypes 6nokanaTa Ha ChpAcUEMTE P-penenTopu 6M30NPONoN NOATHCKA OTIOBODA KBM
CHMIIATOaipeHEprHYHATa GKTHBHOCT. TOBA NPEAHIBHKRE HaMAICHHAC Ha CHPICYHATA YECTOTA U
KOHTPaKTHJIMTET ¥ NIOPaH TOBA BOJH IO HAMAJICHHE HA MMOKAPAHATA KOHCYMALMA HA KMCTIOPO, KOETO €
*enaH edexT npH angina pectoris ¢ HaNHYHA HoXeMuIHa GOJlECT Ha ChpLIETO.

5.2. MdapmaxoKHHCTHUHH cBOlcTBA

AbcopBuus

Busornposon ce abcopbupa mouTH HamreHO (>90%) B racTpo-MHTECTHHAIHEA TPAKT H TOPAIH MHOTO
mankua edext Ha first pass npea yepumst Apob - npudansuTenno 10%, uma abcomoTHa SHOHATHIHOCT OT
okono 90% ciles nepopatHO NPHITOKEHHE.

Pasnpepenenue
O6GeMteT Ha pasnpenenenue e 3.5 IYkg. Cebpapanero Hd 6y30mposon ¢ ria3MeHHTe MPOTEHHH € OKOJIO
30%.

MeTabonyzeM | eTMMUHMpale W
BH30mponos ¢¢ eINMHEHPA OT OPraHH3Ma upes IBA eKBHBATICHTHH BT HA KITHPHH B5e0 ¢
TPAHC(OPMHpAT B HEAKTMBHH METAGOTHTH B HepHHA P06 C CKOKPEIMA HA MeTASOTHTITS, pes.
fubpeipre. Ocrananure 50% ce eKCKpeTHpaT HenpoMEHeHH npe3 &u6permTe. 34108 IO TIpBBLATT;
GH30MpPONON He HINCKBA 2JANTTHPAHE HA J03ATA NPH NALKEHTH ¢ YePHOPOGHH B GBOpevHH . - -




(YHKUMOHANHH HAPYLUEH I ¢ TeKa A0 YMepeHa Texkect. OOIMAT KIMPBHC HA MPOAYKTA €
npubnusurendo 15 kg, [TnasMeHuAT enuMUHALHOHEH NOaY»HBoT ¢ 10-12 qaca.

JIupekinoct
BHSO[I})OJ‘IOII HMa HHHeﬁHa, Bmpacrono-ﬂeaasncwa KHHETHKA

5.3. IIpeaxaruAYEE JapyHd 33 GezoNacROCT

HexnuHWYHETE AAHHHM HE MOKA3BaT 0cobeH PHCK 3a XOpa Ha GazaTa Ha KOHBEHLMOHAIHUTE MPOYy4BaHHs
Ha ¢IHHKYHA ¥ MHOTOKPATHA A030Ba TOKCHYHOCT, FEHOTOKCHYHOCT/MYTAr€HHOCT IWIH KapHMHOTEHHOCT.

Peupomykims

B penpoyKTHRHUTE TOKCHKOIOTHIHH M3CNEABaHIs GH30NPOION HAMA BiIMAHNS BBPXY (QepTHInTeTa
WK BbpXy 00IMaTa penpoAyKTHBHA CHOCOGHOCT.

TlonoGHo Ha apyru Gera-Gnokepy, GU30NPONOT BBE BHCOKH J03H BOIH A0 TOKCHYHOCT, KAKTO IIPH
MalKaTa (HaMATIBa NPHEMAHETO Ha XPaHa U TENECHOTO Tero), Taka H Ha eMOpHOHA/TIIoa
(yBennuapate CliydaHTe HA pe3op6UHA, HAMAIIBAHE TEIVIOTO HA FI10/3, 336aBaHe Ha QUIHIECKOTO My
Pa3BUTHE), HO HAMA TEPATOreHEH &PEKT.

6. ®APMANEBTHYHY JAHHH

6.1. Cnacek HA TOMOIIEHTE BeNleCTBA

TabrmeTHo AnpO:
Kpocnoeuzion, npexeiaTHHH3HPAHO LAPEBHYAO HUIIECTE, MAKPOKPHCTANIHA LETYJI034,
BHCOKOAHCIIEPCEH CHIIMIHEB NHOKCHII, MaTHEIHEB CTeapar,

PUAMOBO IOKPHTHE:
maxporon 6000, nonucopGat 20, Trasos gHokcun (E171), kanuues xapbonar, TANK, xeTe3¢H OKCHI

#uit (E172), xunpomernosa (HPMC 5), xunpomenosa (HPMC 50).
6.2. HechBMeCTHMOCTH

Hama.

6.3. Cpok Ha rognocr

3 rogunu.

6.4. Cnennansn yc/10BuS HA CHXPAHEHHE

Tosu npoayKT TpadBea Na ce ChXpaHABA B OPHTHHATHATA OMAKOBKA,
Ha ce crxpaHsBa pu Temneparypa tioa 25°C.

Ja ce cExpaHAsa Ha MACTO, HEROCTRIING 3a AeLia.

6.5. BBA B CHABPXKAHBE HA CHAKOBKATA

Guamupany tabnetkr B Ginctepu oT AV/PYVC/PVDC ¢onro, KOHTO ca OIaKOBAHYW B KAPTOHEHA KYTHA.
Opurvinanud onaxkoskH 1o 30 u 50 dumvupanu Tabrerku.

He BcHMKH BUIOBE OTIGKOBKM Morar Aa 6B1at mycHaTH B mpoaaxGa.

6.6. CnenmajaHs NpefOa3HH MEPKH NPH HIXBhP.IsiHe

Hsama cnensaniy H3HCKBAHUS.




7. IIPUTEXATYEJ HA PABPEIIEHMETO 3A YIIOTPEBA

Worwag Pharma GmbH & Co. KG
Flugfeld-Allee 24,

71034 Biblingen,

TepManus

Ten.: +49 (0)7031/6204-0

Maxc: +49 (0)7031/6204-31

E-mail: info@woerwagpharma.com
8. IIPHTEXKATEJI HA PASPEIIEHHETO 3A TTAPANEJEH BHOC

“Becra Mea™ EQOL, yn. ,,Ksuuo Cropues® Ne8, 5350 Tpas#a, Bearapus
9. HOMEP HA PASPEHIEHMETO 3A YIIOTPEBA
20020883

10. TATA HA ITBPBO PA3SPEIIABAHE MONHOBSIBAHE HA PAJPEIIEHMETO 3A
YIIOTPEBA

Jlata Ha mepeo paspemanare: 08 Hoemepu 2002 r.
Jlata Ha nocneauo noaHosasake: 07 @eppyapu 2008 1.

11. JATA HA AKTYATN3IUPAHE HA TEKCTA
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T e
BN



