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Beska rabnerka coappxa 5 mg 6usonpononos dymapar (bisoprolol fumarate).

3a TEIIHHA CIHHCHK HA MOMOIHITE BEIICCTRA, BYOKTe TOUYKa 6.1,

3. JIEKAPCTBEHA ®OPMA
®rmupana rabnerka

bnrepo-xbirmn pnmupann TabneTky ¢ enna AenuTenHa depra (snap-tab dopma).
Tabnerxkata Moske na 6bae pasnescHa Ha PaBHK QO3H.

4. KIAHHHAYHHA JAHHHA
4.1 TepaneBTHYIHE NOKAIAHHN

~ JISYCHHE HA XHIEPTOHUA
- JIeYeHye Ha ucxemuuHa Gonecr Ha cppueTo (angina pectoris)

4.2 Jo3RpoBKa B BAYHH HA OPHIOKCHHE

Zlo3upopxka

Be3pacThu:

3a nBeTe nokalaHHa 1o3ara € 5 mg Suzonpononos HymMapar BEAHEK KHEBHO, AKO € HEOOXOOHMO,
[03aTa MOXKe Aa ce yBelnHuM Ha 10 mg Omzonpononos ¢gymMapar BEAHBXK BHEBHO.

MakCHMAIHATa NPETIOPHUMTENTHA 0032 ¢ 20 mg BeHbK KHEBHO.

JlosaTa TpabBa na ce aganTHpa HMHAMBHAYAIHO, CHOPEX YECTOTATAa HA IMYJICAa M TEPANCBTHIHMS
yciiex.

[Ipoduaxcumennacm na mepanusma
Tlo npHHIpMN NeYeHneTo ¢ OU3OMPONON € MPONBLIKHTEIHO.
Jleuenmero ¢ G6usonponon He TpabBa na ce cnHpa BHE3aMHO, TH KATO TOBA MOXKE /3 AOBEAE A0
MPEXOAHO RIIOIIABAHE HA CHCTOSHHETO, OCOOSHO NMPH NALMEHTH ¢ HCXEMHYHA DONECT Ha CHPUETO,

fiededneTo He Tpsdsa aa ce mpekparaBa BHesamHo. TIpenopbusa ce MOCTENeHHO HAMANABaHe HA
Aolara.

Hayuenmu c 6v6pevuna wiu vepnodpobna nedocmamvunocm

[Ipy nauMeRTH ¢ NeKu 10 YMepeHd HapyideHus Ha On0peunata wiH yepHoapoOHaTa PyHKnms, Mo
NPHHLHIT He C€ M3HCKBa ajanTtupape Ha posara. [Ipy naumen ¢ Texka On0pe
HEAOCTATRYHOCT (KPCaTHHUHOB KIMpPHHC <20 ml/min) H MpH NAMEHTH ¢ TEXKH HAPYINCHUA e N

yepHoapodHaTa QYHKIM, Ce IpeNophYBa JHEBHATA 11034 0T 10 mg Gusonpononos dymapar i/
ce HaABMIUABA,




ONHUTET OT MPWIOKECHHETO HA OU3OMPONON NMPH NMALHEHTH Ha GLOpeuHa AMANM3a € OTPaHWYCH;
'BBIIPCKH TOBA HAMA A0KA3ATEJICTBO, Y€ JO30BHS pexxuM TPAOBa Jla ¢e NPOMEHH.

Hayuenmu ¢ cmapvwecxa ev3pacm
He ce M3HCKBa ajanTUpaHe HA J03aTa.

Heouampuuna nonynayus
Jluncea OHT NpH Aelia, 33T0Ba HE CE NPenopBrYBa ynoTpedaTa Ha GH30NpONos npH NeAHATPHYHH
YIQXHEHTH.

Hauuy Ha NpUNOKCHHE
buzoramMMa TabileTKH Ja ce UpHeMar CYTPHH, Ch¢ WiH 6e3 xpana. Moxe Ja ce NOrTHINAaT ¢ MANKO
TEUHOCT, 03 1a ce CABBKBAT.

4.3 TlpornBonoxkazanns
bU301IpONON € NPOTHUBONIOKA3aH IPH TIAUMEHTH C'

- OcTpa CcHpACHHA HENOCTATHUHOCT WIM 1O BpeMe Ha eH30AH Ha JEKOMIICHCAIMS Ha
CHPACHHA HEAGCTATHYHOCT, H3HCKBAIIM 1.V. MROTPONHA TEpanuy;

- KapmnoreseH mok;

- AV-010K 0T BTOpa 1 Tpeta crenen (Ge3 nelicmeiiksp);

- CunapoM Ha OONHHS CHHYCOB B3I,

- Cusoatpraner 6110K;

- CumirroMaTiana OpasMxapaws;

- CHMITTOMATHYRA XHITOTOHMA,

- Texka GponxuanHa acTMa;

- Texxa Gopma Ha NeprdepHO aPTEPHATHO DKNY3MBHO 3abosaparne Wik cuuapoM Ha Peiivo;

- Henexypan geoxpomoimToM (BrxTe TouKa 4.4);

- MeraGonurHa alyao3a.

buzoramMMa € MPOTHBONOKA3aH MpPH DANHCHTH CBC CBPBHXUYBCTBHTEIHOCT KbM AKTMBHOTO
BEMICCTBO KITH KBbM HAKOE OT IOMOLIHHTE BElecTsa, H30poeHH B Touka 6.1,

4.4 Cpensajud npegynpexxieHns U OpeANa3nd MEPKH nps ynorpeba

OCBEH aKO He € M3PHYHO NOKA3aHo, JEUCHHEeTO ¢ OM3ONpOoa He TPAOBa Aa Ce NPEyCTAHORABA
BHE3AIHO, 0CO0CHO MPH NallHeHTH ¢ HCXEeMH4YHa OOJIECT Ha CHPUETO, THH KaTo TOBa MOXE Aa
JOBele A0 NPEXOAHO BIOMIABAHE HA CHLPACYHOTO 3a00/19Bane (RHK T.4.2).

buzonponon tpabBa ga ce mpunara ¢ BHEMAHHE NP NAIKEHTH ¢ XMIIEPTOHMS WM angina pectoris
MIPK CHITBTCTBAINA CHPIACYHA HEIOCTATHYHOCT.

buzonponon TpabBa na ce npunara ¢ BHAMaHHE TIPH:

- 3axaped aMaber, nokaspamy ronemu OAYKTYalMM Ha HMBAaTA Ha KPBBHATa 3axap.
CHMOTOMMTE HA XUNOTMKEMHSA (Hanp. TaXHKAp/Ms, ChpUcOHCHE H HINOTABAHE) MOXKS Ja cf
MACKHPAT;

- CTpora JiveTa;

- no BpeMe Ha HeceHcHOHwmMupama Ttepanms. I[logo6Ho Ha ocrasanure f-Gnokepn,
OM20npONON MOXKE N2 MOBHIIH KAKTO YYBCTBMTEHOCTTA KbM ancPreHH, Taka M TEXeCTTA Ha
aHAQHNAKTHIHKTE peakuny. JledeHneTo ¢ enuHedpUH He BUHATH JABA OYAKBAHHA TEPANCBTHYEH
edekT;

- AV On0K OT MBPBA CTETIEH;

- Anryta Ha Prinzmetal: Habmopapanu ca ciiydam Ha KOpoOHapeH Basocmna3bM. Bb ex SN

BHCOKATA CH Oeral — cenekTWBHOCT, NMpH naieHTHre ¢ aHTMHA Ha Prinzmetal, npuemayig
OH30npOsIoN, He MoraT Aa ObAAT H3KNFOYEHN TIPHCTEIM Ha CTEHOKApIHA. ;




- ITepudepro aprepnanHo oximysuBHO 3aongsane. Moxe na ce HabmomaBa 3acHIBaHE Ha
'OTUTAKBAHHATA, OCOOEHO B HAYAJIOTO Ha TepaltMATA.

IlaipieHTH C NCOpHAa3HC WIH aHaMHe3a 3a Ticopudasuc TpaGpa na mpuemart P-Omokepu (Hanp.
GH30TIPONOMT), CAMO CIIER BHUMATENHO GalaHCHpaHe Ha NOJ3NTE CPElTy PHCKOBETE.

Ha ¢ona Ha neueHneTo ¢ 6u30nposos, CHMITTOMHTE HA THPEOTOKCHKO34 MOKE JIa C& MACKHpAT.
TIpH naimeHTH ¢ HeoXpoMOILMTOM, DH30MPOION ce IpMIara caMo ciel anda-penenTopHa 6okana.
[Ipu matmeHTH, NOTOKEHH Ha 00IIa aHeCTe3Hd, aHECTE3HONOrET TPAGBa na Oure yBenoMeH 3a f-
Oiiokanara. Ako € HeoOXOMHMO NPEYCTAHOBABAHE HA JIEYECHHETO ¢ B-Gnokep Mpeay XHpypra4Ha
onepaums, TO TPAOBa Aa cTane NOCTENEHHO B Aa NPUKoun 48 yaca npenu aHecTe3udTa.

Boerpexu 4e kapauocenekTHeHHTe (Gera 1) Geta-Gnokepu Morat ga MMatr no-cial eekT BBpXY
benoapobuara QyHKIMA, OTKOIKOTO HeceNeKTHBHUTE GeTa-6II0KEepH, KaKTO BCHUKH GeTa-GriokepH,
W3ION3BaHETO MM CHUIO TpsOBa Aa ce KU30ArBa npH NalHCHTH ¢ OOCTPYKTHBHH 3a00NABaHHA HA
AHXaTEJIHUTE BTHHIA, OCBeH aKo HE CHUICCTBYBAT YOCAWTENHM KIHHMYHH MpHYHHH 34

ynorpebaTa uM. AKO TAKHBA NMPUYMHKM CHIICCTBYBAT, DM3oraMMa MOXe Aa C€ H3NOA3Ba C©
MOBHIIEHO BHHMAaHHE.

[IpenopbyBa ce €qHOBPEMEHHO NMpWIMKEHHe Ha OPOHXONHNATHPANia TEpalHA NpH OPOHXHANHA
acTMa WIH ApYro XpOoHHMYHO OOCTPYKTHBHO OenoapobHo 3afonaBaHe, KOETO MOXE 13 MPHUHHA
cuMnToMH. [loHAKOra, IPH MIAUUEHTH ¢ ACTMa MOXE Aa Ce NMOABH MOBUINCHHE HA PE3HCTEHTHOCTTA
Ha THXaTeJHUTe ITbTHLIA, 32aTOBA MOXE [1a Ce HalloXH YBeJIMYaBaHE Ha NO3aTa Ha [32-CHMYNaHTHTe.

4.5 BsammopeiicTBHe ¢ APYrH JIeKAPCTBEHH HPOAYKTH H Apyrn popMA na BI33AMoAeHcTBHE

HenpernopbYHTeNHH KOMOHHAIIHH
KanuueBn aHTArOMMCTH OT Ipynara Ha BepanaMuil M B MO-MajKa CTeNeH OT rpymnara Ha

AWITHAIEM: HCTATHBHO BIIMAHNE Ha KOHTPaAKTWIHOCTTA H ATPHO-BEHTPHKYJIAPHATA IIPOBOHMOCT.
HHTpaBeHO3HOTO NPHIOKCHHE Ha BCpaNaMiUl NpH MALMEHTH, JEKyBaHH ¢ B-Omokepn, Moxe aa
AOBEIe IO TEKKA XMITOTOHHUA M ATPHOBEHTPHKYJIapeH O/IoK.

AHTHXMIIEPTEH3HBHH JICKADCTBEHH CpEACTBA ¢ MEHTPAIHO JelicTBMe (Hanp. KJIOHHIHH,
METHIIAONA, MOKCOHMAWH, PUIMEHWINH):

EnxospeMeHHaTa ynotpeda ¢ aHTHXHNECPTCH3UBHH JICKAPCTBEHH CPEJCTBA ¢ IIEHTPAJIHO JeHCTBHE
MOXE Ja AOBeAe 10 HAMANABAHE HAa CBHPACYHATA 4YCCTOTA M KANIAUMTET, a OTTaM - [0
BA3ONWIATALHA. BHE3aNnHOTO NpeycTaHORABAHE HA JIEYCHHETO MOXE 2a YBEJIMYH PHCKA OT

~pebayHa xuniepronua™,

KomOunarmv, kouTo Tpabea 1a ce H3NM0A3BaT ¢ BHHMAaHHE

KammeBH aHTarOHHCTH OT AMXHIAPONHPHAHHOB THI (Hanp. Hudenumuu): EnHospeMeHHaTa
ynotpeba MoXe Aa yBEIHYH PHCKA OT XHMOTOHHA, KAKTO H HE € H3KIMIOYEH H IO-TONIAM PHCK OT
AONMBJIHHTENHO BINOIABAHE HA BEHTPHKynapHata QyHKIMA NpH NALMEHTH CbC CbpHEYHA
HEAOCTATHYHOCT.

Knac 1 anTHapHTMHYHH JeKapcTBEHM NpPOAYKTH (HAIP.AHM3ONMpPAMHI, JHAOKaHH, (EHHTOHH,
dnekauMuA, NMponaeHOH, XHHUAMH). e(eKTHT BLPXY BPEMETO HA ATPHO-BEHTPHMKYJIApHATA
MPOBOAUMOCT MOXKE A4 c€ MOTEHIHPA H [ia Ce NMOBHINN HeraTHBHHA HHOTPOIMEH edexT.

Kiiac III aHTHapHTMHMYHH JICKAPCTBEHH NPOAYKTH (HAIP. AMHORAPOH): €eKTHT BbPXY BPEMETO Ha
ATPHO-BCHTPHKYJIADHATA HPOBOAUMOCT MOXE J1a C€ NIOTCHLMPA.

[TapacCHMNaTHKOMHMETHYHH JIEKAPCTBEHH MpPOAYKTH: EjaHoBpeMeHHaTta ynorpeGa Moxke Ja
YBEIIHYH BPEMETO Ha ATPHO-BEHTPHKY.IAPHATZ IPOBOIMMOCT, KAKTO M PUCKA OT Opagukapaus.




HucynHH B nepopandy aHTHAMA0STHH NTeKapCTBEHH NPOAYKTH: 3aCHABaAE edexTa Ha HaManIpaHe
'Ha KpBBHATa 3axap; OMoKupaHeTo Ha f-axpeHOpelLIeNTOPHTE MOXKE Ja Mackipa CHMIITOMHMTE Ha
XHTIOTJIHKEMHAL.

Anecrermili: Hamangsase Ha pednexroprara Taxyxapaus ¥ OBHINABAHE HA PHCKA OT XHIIOTOHHS
(nosede uHGpopmarpag 3a obuta aHecTesHs, Bk T.4.4).

JAHTUTATHCOBH IIHKO3HAH: OcobeHo npH yBelMuaBane Ha BPEMETO Ha aTPHO-BEHTPHKY/IApHATA
OPOBOIHMOCT, ¢ KOETO ¢ 3a0ass ChpAeYHIA PHTHM.

Hecreponanu npotaeopb3namuresiii cpeactBa (NSAIDSs): Moxe Ja HaManAT XHIIOTOHHIHHSA
edekT Ha OH3ONpOIIOlL.

B-cHMIIaTHKOMHMETHIH (Hanp.H2onpeHanud, noGytamu): KomOunaumsara ¢ SH30NPOaoa MOxe Ja
HaManH AcHCTBHETO H HA JBETE CPE/ICTRA.

CHMIIaTOMMMETHIIH, AKTHBHPAINHM KAKTO B- Taka H ¢-aJpeHOPEREITOPH:
KombOuHaimsTa ¢ Guzonponon Moxe Aa AOBEAE AO yBE/IHYABAHE HA KPHBHOTO Hamrane. CMiTa ce,
4€ TAKOBA B3aHMOIEHCTBHE C€ MOJIyYaBa NMo-CKOpo C HeCEeNIeKTHRHM B-Onokepu.

EnHoBpeMeHHaTa ynotpefa ¢ AHTUXHIIEPTCH3MBHH NEKAPCTBEHH CPENCTBA, KAKTO H ¢ APYIH
NPOAYKTH, KOWTO WMMAT TOTEHHMAN 33 HaMangpaHe HAa KPBBHOTO HAIsAraHe (TPHIHKJIMYHH
aHTHAETIpecaHTH, 0apbuTypaTh, deHOTHAIMHH) MOKE A YBEIHUH PUCK] OT XHIOTOHMA.

KoMOuHanuu, KouTo TpsabBa 1a ce 0OMHCIST
Mednoxus: nosMieH puck oT OpagHKapIus.

4.6 DepruinrTteT, GpeMEeAROCT H KbpPMeERe

bpemenHocT

busonponon uMa GapMakonorHIHK AelicTBHS, KOMTO MOTAT A NPSAH3BHKAT YBPEKAAIH eheKTH
BEPXY OpeMEHHOCTTa WHWITH BBpXY IUIoAa/HOBOpojeHoTo. o mpuuuun, B-anpedopenenropaure
OmokepH HAMAIABT IUIALICHTHATA Nepdy3Hs, KOSTO MOXKE 1a ce CBhpike Che 3abaBsHe Ha pacTexa,
BbTPEMAaTOMHA CMBPT, a00OPT H NPESKACBPEMEHHO PaXKIaHE.

Hexenauure nekapCTBOHH peakuuM (Hanp. XHNOrjHKeMHs H OpaJukapana) MOTAT Aa Ce MOSBAT
MpH IUIOAA H HOBOPOACHOTO. AKO € Heodxomumo negenue ¢ B-anpeHopenenTopHn Onokepw, 3a
NpeAnOYHTaNE Ca i-CEICKTHBHM aipeHOPENENTOPHH GITOKEPH.

buzoramMa He TpabBa na ce W3MON3BAa MO BpeMe HA OPEMEHHOCT, OCBEH 4KO HE € H3PHYHO
MOKA3aHO. AKO JieHeHMeTO ¢ OH3omponon ce cuura 3a Heobxomumo, TpaGsa na ce nabmonaBa
MATOYHOILTALICHTHHA KPHBOTOK W pacreXka Ha mwioga. B cayvali Ha yBpeaamm epeKTH BLpXY
OpeMeHHOCTTa WIM II0oMa, TpAGBA Aa ce OOMHC/IH aTTepHaTHBHO JieueHue. HoBopoaeuute TpaGea
Aa ce HabmonaraT cTPHKTHO. CHMMITTOMHM Ha XMIOTJIHKEMHS M OpaaHkapaHsd, [0 NPHHIHN Ce
OYJaKBAaT IIPE3 MbPBHUTE TPH THH.

KspMeHe
Hama nauuM fann OHM30TIPOJION Ce €KCKpeTHPa B KHPMAaTa, KAKTO M 3a BE3ACHCTBHETO Ha

busonponon Bepxy 6ebeta. 3aToBa KEPMEHETO HE € NPEMOPBHYHTEIHO 110 BPEME Ha IIPHIOKEHHETO
Ha busoramma.

4.7 EdexTr BLpXy cnocobHocTTa 32 wodHpane n paboTa ¢ MAIMAHA

Iipu npoyyeane ¢ nanmeHTH c McXeMHuHa OO0NeCcT Ha CHPUETO, CHM3ONPONION HE BIOLIAB;
CIIOCOOHOCTTA 34 iwodwpade. Bunpexu Tosa, Nopaan HHAMBUAYAJIHHTE PAa3HKH B PCAKLHMHTE i
JICKAPCTBEHAA MPOAYKT, CNOCOOHOCTTA 3a WIOHMPAHE HA NPEBO3HO CPeACTBO M pabora ¢ Mam i
MOX€ Aa ce BioloH. Toea TpabBa na ce uMa npeaBHA, 0coOEHO IPH 3aroUBaHe Ha TepanusiTa H &
TIPOMAHA Ha JICYEHHETO, KaKTO H NPH yTioTpea Ha ajIKoXoJl.

4



‘4.8 HeXkenann JeKapcTBeHH PEeAKIHA

Ilo-n00Ty ca H3MON3BaHH CICIHUTE ONPEACICHHU, KOHTO C& OTHACAT A0 YeCTOTara;
Yecu: (21% mo <10%), Hewecrn: (20,1% no <1%), peaxwu: (20,01% no <0,1%), MHOTO peiKH:
(<0,01%), ¢ HeH3BecTHa uecToTa (OT HAIHYHHUTE NAHHH He MOXKE Na OHbje HanpaBeHa OLICHKA).

Hscnenpanns
Penxu: YBCIIHYESHH TPUTHCLMPHIH, YBEIMYEHH CTOMHOCTH Ha YepHOAPOOHHTE €H3HMH
(ALAT, ASAT).

ChpacyHH HAPYILICHHA
HeyvecTn: HApyIIeHHA B AV-IpoBOAHMOCTTA, BIOIMABAHE HA CHINECTBYBAINA CHPACYHA

HEJOCTATHUHOCT, Opanuxkapams.

Hapymenys Ha HePBHATA CHCTEMa

Hecty: zaMaiinane*, rnasobonuc*

Peaku: ITPHITA b LH

Hapyuiehiis Ha oudTe

Penku: HaMalICHO CRIIOTEHCHHE (a ce WMa NpedBw NP DALMEHTH, W3NOJ3Bailu
JIEITH)

MHOro peaKH: KOHIOKTHBHT

HapyileHis Ha YXOTo | J1abMpHHTA

Penku: HAPYIOEHHA HA CIyXa

Pecniparo H M¢ AJTHH HApYIIeHUS

HeuecTn: OpoHxocnmasbm npH nauMeHTH ¢ OpOHXHMaJHAa acTMa WIM aHAMHE3a 3a
obcTpyKTHBHO 3a60NABaHe HA AHXATETHHTE ITHTHINA

Penxu: aNepryuvicH PHHAT

CToMaIHO-YPEBHH HAPYIICHHY

Yecta: CTOMAINHO-IPCBHN  OILTAKBaHMS, KaTO Ta/ACHe, [OBPbLINAHE, AHADHA,
KOHCTHITALIHA

Hapyiienns Ha KoKaTa ¥ NOAKOKHATA ThKaH

Penxu: PeakuMH Ha CBPBXMYBCTBHTENHOCT, KATO MPYPHTYC, 3auepsasaHe, ofpus M
aHTHOEIEM

MHoro pegkm: anoneuua. P-6irokepure Moke Aa MPOBOKMPAT WIH Ja BJIOLIAT NCOPHA3HC HIH
Aa HHAYIMPAT NCOPHAUC-TIOR00eH o0pus

HapynleHus Ha MyCKYJIHO-CKEJIeTHATA CHCTEMA M CHLEAHHHUTENHATA THKAH
Hedecti: MYCKYTHA cAafocT, MyCKYIHH CNasMH

CpA0BH HapyYILIEHHS

Yecu: yCeliaHe 3a CTyA HWIH U3TPBIIBAHE Ha KPAHHHIIUTE
HeuecTn: XHTIOTOHHA

O6mn Ha cHHA ¥ eeKkTH Ha MA Ha NIPHIOKCHHE

YecTH: ymopa*

Heuectn: ACTCHHUSA

XenaroOumHapHU HAPVINEHUS
Penxn: XenaruT




HapyieHus Ha BR3NPOH3BONNTEHATA CHCTEMA M I'bD/IATA
" Penxu: €peKTH/IHa TUCPHYHKIHA

JQcrxyanm HapyuieHns
HevecTn: HapYIIeHUA HA CHHA, AETIPecHs

Penkn: KOIIMAapH, XaTIOIUHALMHA

*Tesn cHMNTOMH ce MOABABAT 0COGCHO B HAYANOTO HA JICUCHHETO. T€ ca 110 NPHHIMI JeKH H
YeCTO M3ue3pat A0 1-2 ceaMe.

Crobinapane Ha NONO3IUPAHU HEXENANW PEaKIMK
CrodmapaHeT0 Ha NONO3MPAHH HEXENaHH PeaKIHH Cchef paspeilaraHe 3a ynorpefa Ha

NEKapCTBCHHA NPOOYKT € BakHO. 1oBa NO3BOJIBA [a NpOARDKM Hab/MoJeHHeTo Ha
CBOTHOMIEHHETO MON34/PHCK 34 JICKAPCTBEHHA HPOAYKT. OT MEIMIHMHCKHTE CIELHANHCTH Ce

M3HUCKBA Aa ChOOINABAT BCAKA MOAO3HPAHA HEXEJAHA pPeaknmA 4Ype3 HALHOHATHA CHCTEMa 3a
cwoOlLIaBaHe:

bharapus

H3neIHUTENHA areHUHd 110 JIEKapCTBaTa
yi. ,,Jamsn [ pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 Ilpexo3upane
CuMnroMu

Ha#i-yecTTe Npu3HAaL, OMAKBaHH NpPH Npenosupane ¢ B-6lokepu ca OpaaMKApIHA, XMIIOTOHMA,
OpOHXOCHa3zBM, OCTpa ChPACYHA HEAOCTATHYHOCT M XHIIOTJIMKEMHA,

Hma oOwMpHa MHTEpHHAMBHIyaTHa BapHaGHNHOCT B YyBCTBHTENHOCTTA KBM €JHHHYHA BHCOKA
J03a GH3OMPONON K MALMEHTH CHC ChpAeYHa HEJIOCTATHYHOCT BEPOSTHO €4 MHOIO YyBCTBUTE/IHH.

Jeuenme

1o npHHItKAN, aKO HACTHLITH MIPEAO3UPAHE, TEPANIHATA ¢ GH30MpONnon TPAORa Aa CNpe H 1A ¢
TIpOBERE CHOMAraTe/IHO H CUMITTOMATHYHO JICHEHHE.

OrpaniueHH NaHHH [IPEANONAraT, 4¢ GH3oNPONON ce OTCTPAHABA TPYAHO Ype3 JUAIH3A.

5. ®APMAKOJIOTHYHHA CBOMCTBA

5.1 DapMaKoNRHEAMHIHE CBOHCTBR

(apMakorepaneBTHMHA Ipynia: cefeKTHREH f-Onokep.
ATC xox: CO7TABO7.

MexannysM Ha aeiicTBHE
busonponon € Bi-cenekrMbBen aapeHopenenTopeH OJMOKMpAIN AareHT, JMIIEH OT BBTpellHA
CTUMYJIHpAINg CHMNATHKOMHMETHMHA AKTUBHOCT W Oe3 ¢hOTBeTHa crafwmsupama memMOpaHHa
akTHBHOCT. IIponyxTsT HMa MHOrO c1ab adsmuTeT KBM §:-PeLICITOPHTE Ha TNIAKHTE MYCKYIIH HA
OpOHXHTE H CBAOBETE, KakTO H Ha P-peuenTopure, cBBp3aHH ¢ MeTabonuTHaTa peryJalims.
3aTOBa, N0 IPHHIMII, HE C¢ OYaKBa OHIOMPOMNO Ja BiiHAe Ha JAUXATEIHATA PE3UCTEHTHOCT 4 B
MEIMHMPAHUTE MeTabOIUTHH SEKTH.

P1-cenekTvBHOCTT HA 6H30MPOJION € ABHH TEPANICBTHMHMTE J030BH TPAHHIIA.
bH30Mponon HAMa W3Pa3eH HEraTHBEH HHOTPOMeH edekT.




busonponon AocTHra MakCHMANHMR CH aHTUXHIepremsuseH edext 3-4 uaca cien TepopaieH
‘npHeM. EAUMHHAMOHHAAT My MOMYKHBOT B I1asMata ot 10-12 vaca ocurypsisa Ha Gusonponon
24 yacoBa ePUKACHOCT, CliC SAHOAO30B HEBEH NPHEM.

MakcCHManHUAT aHTHXHICPTCH3UBEH eheKT Ha GH30MPONON MO NPUHUMN Ce JOCTHrA cien 2
CeAMMLIA.

MHTeH3HBHOTO NpPUIIOKEHHe NpU NMAaUMEHTH ¢ KOpoHapHAa GonecT HA CupueTo Ge3 XpoHMYHA
ChpAEYHa HEOCTATBYHOCT, OH3OIPONON HAMANABA CBhpACUHATA YECTOTA H YAapHHR 00eM H Mo
TakbB HAYHH [NOHIDKABA CHPACYHMA AEOMT M KUCIOpoaHOTO notpedienne. Iipu XpoHHYHO
MPHJIOXKECHHE, ITbPBOHAYAITHO NOBHINICHATA NEpHQEepHa Pe3UCTEHTHOCT HaMarara. Mexay apyrure,
NOTHCKAHCTO HA aKTHBHOCTTA Ha IUIa3MEHHA PEHHH, ¢¢ JHCKYTHpaA KaTO MEXaHH3BM Ha NCHCTBHE,
JieXalll B OCHOBATa HA aHTHXHUIIEPTCHIUBHHUA ¢deKT Ha B-OnokepuTe,

Upes OmokamaTa Ha cwpAeuHMTEe PB-peuenTopH OH3OMNPONON TMOTHCKA OTTOBOPAa KBM
CHMIIATOA/IPCHCPIUMHATA AKTHBHOCT. ToBa OpeAusBHKBA HAaMANTCHHME HAa ChHPACYHATA HECTOTA M
KOHTPaKTHWIHTET H MOpaJAX TOBa BOMH J0 HAMAICHHC Ha MHOKAapAHATa KOHCYMAIMA HA KHCIAOPOL,
KOETO © 3KeJiaH eeKT npH angina pectoris ¢ HATHYHA UCXeMUTHA GoleCT Ha CHPLETO.

5.2 PapMaxkoKAHETHYHH CBOHCTBA

A6copOims
bmsonponon ce abcopbupa nowrn nambnuo (>90%) B raCTPOMHTECTHHANHHSA TPAKT M MOPAIH

MHOTO MaJTKHg eekT Ha first pass mpe3 yepHus apob — npubmmsurenno 10%, uma abcomoTHa
OHOHAMUYHOCT OT 0Kk0J0 90% cnex nepopanHo MPHIOKEHHE.

PaznpeneneHue
ObeMET Ha pasnpenenenne ¢ 3.5 kg, Ceppspanero Ha GH3ONPOINON © IUIABMEHHTE NPOTEHHHU €
okono 30%.

MeTtabonu3beM H ETHMHHAPAHE

bH301poNON ce eNMMHHHpPAa OT OpPraHM3Ma upe3 ABa CKBMBAJICHTHH IThTA Ha KIMPBHHC: 50% ce
TPaHCQOPMHpAT B HEAKTHBHH MeTabOoNMTH B YepHUS Apob ¢ ekCKpelms Ha merabonmTute mpes
6B6peunre. Octananure 50% ce eKCKpeTHpaT HENMPOMEHEHH npe3 GEOpenHTe. 3aT0Ba 10 MIPHHITMII
OM30MPONON HEe MIUCKB2 AfANTMPAHE HA JI03aT4 NPH NAaLHEHTH ¢ YepHORpobHM H OnGpednn
¢YHKIHOHAIHY HAPYLICHHA C JISKa 10 yMEPEeHa TCKECT.

ODIMAT KIMPBHC HAa NPOAYKTA € npubnusurenno 15 lkg.

[InasMeHHAT eTHMAHAUHOHEH NOayuBoT ¢ 10-12 yaca.

JinHeHOCT
bu3onposron ima nuHeHHA, Bh3PacTORO-HE3aBHCHMA KHHETHKA.

53 IIpeaknEnruBRE JaHAH 3a 6elonacnocT

Hexnvauynnre naHHH He MoOKAa3BaT ocofeH PUCK 3a Xopa Ha 6a3aTa Ha KOHBEHIIAOHATHHUTE

NpOoyYBaHHA Ha CAHHHYIHA H MHOTMOKPATHA A030Ba TOKCHYHOCT, FCHOTOKCHYHOCT/MYTAreHHOCT WIH
KAapIMHOTeHHOCT.,

Penpoiykunsd
B PpenpoXYKTHBHMTE TOKCHKOJOTHYHM H3CNEABaHUA OHIONPONON HAMA BIWAHME BBPXY
drepTHANTETa WK BBPXY 00IIaTa penpoAyKTHBHA CIOCOGHOCT.,

[TopoHHo Ha npyra GeTa-Onokepn, SU3OAPONOIT BPHB BHCOKH A03H BOAM IO TOKCHYHOCT KaKTo NpH
MAMKaTa (HaMajlgiea NPUCMAHETO HA XpaHa W TENECHOTO TErio), TAKA M Ha eMOpHOHA/ IwIofa
(yYBenMtaBaHe ciryyanTe Ha pe3opbimd, HaManqBaHe TETTIOTO Ha IUIOAa, 3a0aBsaHe Ha HH3HYECKOTO
MY Pa3BHTHE), HO HAMa TEPATOTCHEH edexT.




6. @®APMALUEBTHYHH JIAHHU

6.1 Conrchk 52 NOMOIMBHTE BelllecTBA

TabneTHo AApO:
KpocioBHIOH, MpeXENATHHH3HPAHO 1APEBHYHO HHINECTe, MHKPOKDHCTafHA Iiejdy/o3a,
BHCOKOAHCHIEPCEH CHITHIIHER AMOKCH], MArHE3HEB CTeapaT

DHIMOBO NOKPUTHE:
Maxporoia 6000, TuraroB moxcHa (E171), Tank, xenezen oxeup xeuar (E172), xunpoMenosa.

6.2 HecHbBMeCTEAMOCTH

Hsawma.

6.3 Cpok na roanocrt

3 roauHH.

6.4 CpenHanaH ycJI0BHS HA ChXPAHCHHE

Toau npoaykT TpsadBa ga ce chXpaHABa B OPHTHHAIHATA OMAKOBKA.,
Jla ce cexpaHsaBa npu Temneparypa nox 25°C.

Ja ce ceXpaHdBa HA MACTO, HEAOCTRITHO 34 Jelia.

6.5 BnriauchabpkanHe H2 ONAKOBKATA

Owimupann Tabnerks B 6auctepu ot AIV/PVC/PVDC ¢onno, KOHTO ca ONaKOBaHHM B KAPTOHEHA

KYTHS.
Opuriadanay onakosku no 30 u 50 dwmupanu Tabnerxu.
He BCHMKM BHIOBE OITAKOBKH MOraT Aa ObAar MycHaTH B poaaxoa.

6.6 Crnennajuu NpeANL3IRA MEPKH NPH HIXBHPASHE

HaMma cnetmmanyy U3HCKBAHHY .

7. TNPATEXATEJ HA PAIPEHIEHHETO 3A YIIOTPEBA

Worwag Pharma GmbH & Co. KG
Flugfeld-Allee 24

71034 Boblingen

I'epManHa

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

@akc: +49 (0)7031/6204-31
E-mail; info@woerwagpharma.com

8. HOMEPHA PAZPELNIEHHETO 3A YIIOTPEBRA

20020882




9. JATA HA ITBPBO PA3PENIABAHE /[IOJHOBSIBAHE HA PA3SPEIIEHHUETO 3A
‘ YHOTPEBA

.Jara Ha weppo paspemasane: 08 Hoemepu 2002 r.
Harta Ha nocneaHo moaHopssane: 07 ®eppyapu 2008 r.

10. JAATA HA AKTYAJNIN3ZUPAHE HA TEKCTA

01/2023




