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busoramma 10 mg puiMupany Tabnerku
Bisogamma 10 mg film-coated tablets
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2. KAYECTBEH H KOJHMECTBEH CHCTAB B R——— & T Lo T
Besaxa tabnetka ceanpoxa 10 mg 6uzonpononos gymapar (Bisoprolol fumarate).

34 ITh/IHMA CTMCHK Ha MOMOIIHKTE BELIECTBA, BIKTE Touka 6.1.

3. JEKAPCTBEHA ®0PMA

Dunmupana Tadnerka

bexacoBo-kadsu punmMupany Tabnerky ¢ eana aeaurenHa dyeprta (snap-tab dopma).
Tabnerxara Moxe fa Obe paznenena Ha paBHH AO3H.

4. KJIHHUWYHHU JAHHHA

4.1 TepanepTHIAH NOKAIAHAA

- JICYEHHUE HA XHIICPTOHNA
- NEYCHHE HA HCXeMURHA OatecT Ha chpueTo (angina pectoris)

4.2 Jlo3dpopka H HAYHH HA NPUJIOKEHNE

O3KpPOBKA
Brapacran: |

3a anere noxalaHUMA Ao3ara € 5 mg Gusonpononos dyMapaT BeAHBK JHEBHO. AKO € Heobxommmo,
7103aTa MOXeE Ja e yBenvuH Ha 10 mg Suzonpononor GymMapar seaHbk AHEBHO.

MaxkcHMaIHAaTa OpenoprYUTEITHa 1032 ¢ 20 mg BeUEX AHEBHO.

Ho3zara Tpsbesa na ce agamrrHpa HHAHBHAYATHO, CHOPE] “eCTOTATA HA NYJICA H TEPANCBTUMHUS
ycnex.

IIpodvaocumennocm na mepanuama

T10 NpHHIHIT JICYEHHETO ¢ OU3ONPONoN € NPOILIKUTENHO,
JleueHueTo ¢ buzonponon He TpaOea Aa ce cnHpa BHE3AMHO, THil KaTO TOBA MOXeE Za AOBEHe A0
NPEXOMHO BAOIIABAHE HA CBCTOAHHETO. OCOGECHO NPpH NAUMEHTH ¢ HCXeMKYHA O0NeCT Ha ChPLETO,

NEYSHUETO He TPAOBA 1A ce NpeKkpaTaBa BHE3anHO. [IpenophuBa Ce NMOCTENICHRO HAMANABAHE HA
[03aTAa.

IHayuenmu c 6ebpeuna wiu yeprnodpobra nedocmameunocm
[1py natgeHTH C IEKH A0 YMepenH HapymenHs Ha 6n0peunara vy yepHoApoOHaTa (PyHKIMA, IO
NPHHLMIT HE C€ H3HCKBAa ajaANTHpaHe H4 A03aTa. llpH nanmeHTH ¢ TeXKa OnOpedna
HEAOCTATHIHOCT (KPEATHHHMHOB KIHPBHC <20 ml/min) u npH manHeHTH ¢ TEKKH HapyWeHHA

gyepHoapobHaTa pyHxuua, ce npenopsuBa JHEBHATa 1033 oT 10 mg Susonpononos dymapar
Ce Ha/IBMIIIABA,




" OmuTHT OT NpHIIGKEHHETO Ha OM3ONposOoNn NpH NanMeHTH Ha OBOpeuHa AHAaTH3a € OrpaHMHUCH;
BBLIIPCKH TOBA HAMA JAOKA3aTeNCTBO, Y€ JO30BHA PEKHM TPAOBa J1a ce [IPOMEHH.

Hayuenmu e cmapuecka évipacm
He ce u3nckBa ananTHpaHe Ha Jo3ara.

Heduampuuna nonyrayus

Jluncea onuT npH aena, 3aToBa He ce Npenoprusa ynorpefata Ha GH30MPONON NMpH NETHATPHYHH
NAIHEHTH.

Ha4yrH Ha IpHIOKEHHE
buzoraMma TabieTkH fla ¢¢ DpHEMAT CYTPHH, Ch¢ HiH Oe3 xpaHa. Moxe 22 ce NOTBIIAT ¢ MAJIKO

TCYHOCTH, 0e3 Ja ce CXBBKBAT.

4.3 IlporaBonoKaA3AHAS

bizonponon € MpOTHRONOKAa3aH MPU MALMEHTH C:

- OcTpa chpaedHa HEZOCTATBYHOCT WIH [0 BpEME Ha €MM30JH Ha NCKOMIIEHCALHA Ha
ChpACYHA HENOCTATHEYHOCT, M3MCKBAIIH 1.V, HHOTPOITHA TEPaIu;

- KapauoreseH mok;

- AV-6nok ot BTOpa Win Tpera crenieH (0e3 neiicMeiikep);

- CuHApOM Ha OOTHHA CHHYCOR BB3€];

- CuHoarpranes 6J10k;

- CumrnroMaTuuHa GpanMKkapaus;

- CHMIITOMATHYHA XUIIOTOHHA,

- Texxka OpoHXHATHA acTMA;

- Texxa (popma Ha nepudepHo apTepraNHO OKITY3HBHO 3a00NasaHe WiH CHHApPoM Ha PeiliHo;

- HenexkypaH deOXpoMOIMTOM (BHKTE TOUKA 4.4);
- MeTtabonuTHa aumno3a;

buzoraMMa € TpPOTHBOMNOKA3aH MpPH MAIHEHTH CBC CBPBXYYBCTBHTENIHOCT KbM AKTHBHOTO
BEINECTBO MJITH KbM HAKOE OT IOMOIIHKTE BEMeCTBa, H30pOoeHH B TOYKa 6.1.

4.4 Cnenusjau npefynpexaennsE NPpeATAZHYM MePKR NpH ynoTpeta

OcBeH ako He ¢ H3PHYHO MOKAa3aHo, JIEYeHHeTo ¢ GHzonposion He TpAGBaA aa ce NpeyCcTaHoBsBa
BHE33MHO, OCODEHO NpPH MALMEHTH ¢ MCXEMHYHa GONECT HA CHPUETO, THil KaTO TOBa MOXE Ja
JOBeAe A0 MPEXOAHO BJIONIABAHE HA CHPACYHOTO 3abonsaBaHe (BWK T.4.2).

busomnposion Tpsabea ga ce npunara ¢ BHHMaHWE NMPH MAIMEHTH ¢ XUIICPTOHHA WIH angina pectoris
[pH CHITBTCTBAIA CHPACHHA HEAOCTATHYHOCT.

byzonposnion Tpadea Aa ce npunara ¢ BHUMAaHHE TIPH:
- 3axapeH aAuaber, nokassam rojemMH QIyKTyalmd Ha HHBaTa Ha KpHBHATa 3axap.
CUMITTOMHTE HAa XMIOIIIMKEMHS (HAnp. TaXHKapaMs, chpleOHeHe H HM3NOTABAHE) MOXE Ha Ce
MaCKHpaT;

- CTpOra AHeTa; |

- MO BpeMe Ha JeccHCHOMmm3upama Ttepamua. [logoOHO Ha ocradanure [-Omokepw,
Onzomnpolnon Moke 1a HOBHIIH KAKTO MYBCTBHTENHOCTTA KbM AJIEPreHH, Taka M TEXecTra Ha
aHaHnakTHYHKTe peakiuu. JledeHueTo ¢ enuHe)pUH HE BHHATH JaBa OUAKBAHWA TepaneBTHUEH
edexT;

- AV O5oK OT ITEPBA CTENEH;
- Anruna Ha Prinzmetal: Habmiogasanu ca cmyvad Ha KOpoHapeH BasocnmassM. Bb
BHCOKATA CH Oeral — CemekTMBHOCT, NMpH NallMEHTHTE C aHTMHA Ha Prinzmetal, npw
Ou3ONpONnoN, He MOraT a 6BHAAT MIKTIOUSHH MPHCTHITH Ha CTEHOKAPIIHAL. ;




- [Tepudepro aprepuanno oxrysueHO 3aboissaHe. Moxke na ce HaOmoxaBa 3acHIBaHe Ha
OTUIAKBaHHATA, OCOOCHO B HAYANOTO HA TEPANUATA.

ITaieNTH ¢ TICOpPHA3HC WIM aHaMHe3a 3a ncopuasuc TpaGsa na mpHemar P-Giokepu (Hanp.
GH3onponon), camo Cne/i BHUMATETHO DalaHCHpaHe HA NON3HTE CPely PHCKOBETE.

Ha (oHa Ha fieueHueTo ¢ GH30npoacn, CHMITOMHTE Ha THPSOTOKCHKO3a MOJKE JIa C& MAacKHpar.
Ilpu mauHeHTH ¢ $eoXpoMOILMTOM, GH30MPOIIO Ce Mpaiara caMo cliest anda-peuernrropHa Grokana.
[Ipn nanmeHTH, NMOLIOKEHH Ha 00INa aHeCTE3Nd, aHECTE3HONOTLT TpAORA Aa Ople yBenoMeH 3a fi-
Onoxaxara. Ako € HeoOX0AMMO MpeycTaHOBABaHe Ha JedeHMETo ¢ B-O/lokep mpeaH XHpyprudHa
onepatwd, TO TpAOBA Na CTaHe NOCTENeHHO M Ja npukmoun 48 yaca nmpean anecre3msTa.

BonpekH, e KapauocenekTHBHHTE (6eta 1) Heta-Onokepu Morat na mmar no-cnal edexr BpXy
SenoapobHara QyHKUHA, OTKONKOTO HECeNIEKTHBHMTE OeTa-O110KepH, KakTo BCHUKH OeTa-OTOKepH,
H3MOI3BAHETO HM ChIIO TpAOBA 1a ce H36ArBa mpH MalHEeHTH ¢ oOCTPYKTHBHH 3abonssaHus Ha
AVXATeHATe ITbTHIIA, OCBEH aKO He ChINeCTBypar YOEIHTENHH KIMHHYHUA TPHYHHH 32
ynorpefata WM. AKO TakMBa NPMMMHH CBHIISCTBYBAT, DH3OTaMMa MOXKE A2 ¢ M3MOA3BA C
HOBHIICHO BHUMAHME.

IIpenopnura ce SOAHOBPEMEHHO NPHIIOKCHME Ha OpoHXoAMIaTHpania Tepamua NMpH OpoHXHaIHA
acTMa HJTH JAPYro XpoHM4YHO obcrpykTuBHO OenoapofHo 3afonsBaHe, KOETO MOKE A3 NPWIHHH
cuMrToMH. TIoHsgKora, NpH MALHEHTH ¢ aCTMa MOXKE 2 Ce NOABH NMOBHINCHHE Ha PE3HCTEHTHOCTTA
Ha OHXATS/IHATE TBTHINA, 3aTOBA MOKE la ¢ HAJIOXKH YBEJIHYABRaHE Ha J03aTa Ha P-CHMynaHTure,

4.5 BsaumopeilicTBHE C APYTR AEKAPCTBEEHN NPOAYKTA B APYrH GOpME Ha B3IARMOAeiicTBRE

HenpenophyHTeNHl Ko
Kanpesd aHTaroHHCTH OT rpynara Ha BepanaMMiI H B MO-Majka CTelleH OT Tpynara Ha
AUIITHAICM: HEraTHBHO BIHAHKE HAa KOHTPAKTIIHOCTTA H aTPHO-BEHTPUKYNAPHATA NPOBORHMOCT

HHTPaReHO3HOTO NMPHJIOKEHHE HA BepamaMH/I IPH MALMEHTH, NeKyraHW ¢ f-Gnoxep, Moxe na
HOBEC O TEXKA XHIIOTOHHI H aTPHOBEHTPHKYIAapeH OJIOK.

AHTUXHOICPTEH3UBHY JIEKAPCTBCHM CPEACTBE ¢  LEHTPUIHO A¢HCTBHe (Hamp. KIOHHIHH,
METHIOONA, MOKCOHHAMH, PHIMEeHHOMH):EanorpeMmennata ynorpefa ¢ aHTHXUNICPTECHIWBHU
JICKApCTBEHH CPEACTBa ¢ LIEHTPATHO ACHCTBHE MOXe Aa JOBEAEe J0 HaMaNdBaHe HA ChpAEYHATA
YCCTOTa H KalALHTET, 4 OTTaM - J0 Ba30AHMNaTaluA. BHE3aNHOTO NPEYCTAHOBABAHE HA JICYCHHETO

MOXKE Ja YBEJIHMYH PHCKa OT ,,pedaynil XAnepTOHHS ™,

KoMOuHauwH, kouTo TpabBa 1a ce M3Nnoa3BaT ¢ BHHMAHHE

Kanipess aHTarOHWCTH OT AUXMJIPONHPHMAHMHOBR THN (Hanp. HH¢peaunun): EasoBpemeHHaTa
ynotpeba MOKE Aa YBENWHH PHCKA OT XHITOTOHHMSA, KAKTO H HE € M3KIIOYEH H [M0-roJISM PHCK OT
JOITBTHUTENHO BAOIIABAHEC Ha BEHTpUKynapHara yHKIMS §pH NAUMEHTH CBC ChbpJAEuHa
HEeAOCTATBYHOCT.

Kiac | anTHapuTMHuMB NeKapcTBeHH NpPOAYKTH (Hamp. AM3ONMpaMHl, JHAOKAMH, (JeHHTOHH,
drexannua, mponageHoH, XHHHIMH): ©pEKTHT BBPXY BpPEMETO Ha ATPHO-BEHTPHKYJApHATA
IIPOBOHMOCT MOXKE Jia C¢€ TIOTEHITHPA H Ja ce MOBUIIH HETATHRHHSA HHOTPOIEH €(EKT.

Knac 11l aHTHADUTMHYNH JIEKapCTBeHH NPOAYKTH (HAMP. aMHOAAPOH): e(PEKTRT BLPXY BPEMETO Ha
aTPHO-BEHTPUKYNAPHATA NIPOBOAMMOCT MOXKE Jja CE TIOTEHLMPA.

[lapacHMITaTHKOMHMCTHYHH JIEKADCTBeHH npoayktu: EmHoBpeMeHHata ymortpe6a moxke Ja
YBE/IHYIH BPEMETO Ha ATPHO-BEHTPHKYIapHATA DPOBOJAHMOCT, KAKTO H PHCKa 0T 6paaukapAns.

p-0n0KepH ¢ MOKaIHO NpANOKEHME (HANP, KANKH 34 09M 34 ICYEHUE HA TNAYKOMa). MOTAT ka
3aCHJIAT epeKTa HAa OH3OoNIpOoNoN.




" WHCYJIHH M NlepopallHM aHTHAHAOETHH NeKapCcTBeHH MPOAYKTH: 3acHIBaHe e(eKTa Ha HaMaNIABaHe

Ha KPBBHATA 3axap; OJIOKHpaHeTo Ha B-aApeHOopeleNTOPHTE MOXe a MACKHPa CHMITTOMHTE Ha
XHIOT IMKeMHA.

AnecreTHiiM: Hamangasane Ha pepnekTopHara TaxHkapaus H NOBHIIABANE HA PUCKA OT XHIIOTOHHA
(nmoBeue HHPopMaLBA 38 OOMa aHecTe3HA, BHXK T.4.4).

JAMIHTANHCOBH IHKO3uaM: OcobeHo MpH yseAM4apaHe HA BPEMETO Ha aTpHO-BEHTPHKYJIapHATa
IMPOBOJHMOCT, ¢ KOETO C¢ 3a0aBs CHpHAeUHUSA PHTEM.

Hecreponnun npoTHBOBE3NAnUTENHH cpenctBa (NSAIDs): Moxke na HaMajasST XHIOTOHHYHMSA
edexT Ha Guzonmponon.

P-cMMNAaTHKOMMMETHIH (HAMp. H3OTIPpeHAIHH, N00yTamuH): KoMOunamara ¢ GH3oriposion Moxe Aa
HaMaJIH ICHCTBHETO M HA IBETE CPEACTBA.

CuMnaToMUMeTHIIH, aKTHUBHpaNny KakTo - Taka ¥ a-aipeHOpeeTTOpH:
KombuHaimATa ¢ GH30nposion MOXxe a JoBeAe A0 YBEINYaBAHE Ha KPBHBHOTO Harane. Cmara ce,
Yye TAKOBa B3aMMOICHCTBHE Ce MOMYYaBa Mo-CKOPO ¢ HECEIIEKTHRBHM [-ON0KepH.

EnHoBpeMeHHaTa ynioTpeba ¢ AHTHXMNECPTEH3HBHH JIEKAPCTBEHH CPEACTBA, KAKTO H ¢ ApPYTH
NPOAYKTH, KOMTO HMAar NOTEHLHA 3a HAMAJIABAHE HA KPHBHOTO HAIATaHe (TPHUMKIHYHH
anTHRenpecanTH, 6apObuTypary, PeHOTHA3HHH) MOXKE JIa YBEJIHYHM PHCKA OT XHIIOTOHHA,

KoMOuHaimm, kouto TpaOBa fia ce oOMUCasT
MednokuH: MOBHIIEH PHCK OT OpaauKapaus.

4.6 PepTHIAHTET, OPpeMEHHOCT H KLPMeHe

bpemeHHOCT
buzonponon uMa gapMakonoruyiE feHCTBUA, KOHTO MOTAT A2 NPEIMIBUKAT YBRPeXAAIM eeKTH

BhpXYy OpeMeHHOCTTa W/WIH BBPXY mwi0ja/HoBopoaeHoTo. Ilo npuuipm, P-agpeHopenenTopHUTE
OJIOKEPH HaMagBT TUIALIEHTHATA Nepdy3Hsi, KOATO MOKE J1a Ce CBbPKE ChC 3abaBsiHe HA pacTexka,
BLTPEMATO4YHA CMBPT, A00PT U NPEXKACBPEMEHHO PaKIaHE.

Hexenmanyre NeKapCTBEHH peakiMH (HAmNp. XHIOT/IHKEMHd ¥ OpaaukapaAmMs) MOTAT 2 C¢ MOABAT
TIpH TUIOZAa  HOBOPOZEHOTO. AKO ¢ HEoOXOoAHMO JIeUcHHE ¢ B-aapeHopelenTOpHH ONOKEpH, 3a
ApennoyMUTate ca Bi1-CeJICKTHBHH aApeHOPENENTTOPHH OJ10KepH.

brzoramMMa He TpadBa g2 ce W3INMON3BA MO BpeMe HA OPEMCHHOCT, OCBEH aKO HE © HM3PHIHO
NMOKa3aHo. AKO JievyeHMETO ¢ OH30onposon ce cumra 3a HeoOXomumo, TpsOBa Aa ce Ha0mMoOaBa
MATOYHOIUIAUCHTHHA KPBBOTOK H pacTeXa HA Ioga. B ciyuail Ha yBpexxaamu eeKkTH BBPXY
OpeMeHHOCTTa MM TLIOJA, TPAOBa Aa ce oOMHCAN anTepaaTHBHO JeucHue. HoBoponeHuTe Tpabea
Ja ce HaOMOAaBaT CTPHKTHO, CHMMIOTOMH H2 XHIONTHKEMHA H Opagukapius, Mo MNpHHUHI Ce
OYAKBAT NP3 INLPBUTE TPH JHA.

KzpMene
Hama aaHHE Jatd OH30IPONION C€ eKCKpeTHpa B KbPMATa, KAKTO ¥ 338 BE3/IEHCTBHETO HA

Omzonponon Bepxy Oebera. 3aTOBa KEPMEHETO HE € MPEMOPHIHTENHO [0 BpeMe Ha NPHIOKSHHETO
Ha buzoramma.

4.7 Edexrn Bopxy cnocobnocrTa 3a modrpane u pabora ¢ MANIHEA

[Ipn npoyusaHe ¢ DaUMEHTH ¢ HCXEeMHYHAa GOnecT Ha CHPLETO, OMIONPONION HE BIOM

crnoco0OHOCTTa 3a mopupane. Bripeku ToBa, Nopany HHAMBHIYAIHHTE PA3IHKH B PeaKIHHUTe
JCKApPCTBCHHUA NMPOAYKT, CIIOCOOHOCTTa 32 modupaHe Ha IPEBO3HO CPEACTBO M pabora ¢ M

MOJKe 21a ce siolnH. Tosa Tpsabea fa ce uMa npensua, 0cOGEHO NPH 3aNOYBAHE HA TEPAITHUATA ﬂjnpn A W

OpOMAHA Ha JICUCHHETO, KAKTO M MPH ynoTpeda Ha ankoxod.




4.8 Hexesans JeKapPCTBeEN PeaknHm

ITo-nomy ca H3NOI3BaHM C/ICAHHTE ONPEACICHHSA, KOWTO €€ OTHACHT AC YSCTOTATA!
Hectu: (21% no <10%), neuectn: (20,1% mo <1%), peaxu: (20,01% no <0,1%), MHOTO penku:
(<0,01%), c HeusBecTHa YecTOTa (OT HATTHYHMTE JAHHH HE MOXKe Aa Oble HanpaBeHa OlEHKa).

Hacaensanmug

Penx: YBCTUYCHH TPHIICHMPHAH, YBSIIMUCHH CTOMHOCTH Ha YEpHOIPOOHHTE €H3HMH
(ALAT, ASAT).

CepacuHy HapyuieHUus

Hevectn: HapylleHHS B AV-NPOBOAMMOCTTA, RIOIIABAHE Ha CHINECTBYBamla ChpAECYHA

HEAOCTATHMHOCT, OpanuKapaH.

Hapyiienns Ha HepBHATa CHCTEMA:

YectH: 3aMaliBane*, rnapobomue*

Penxu: NpHIIaabLM

Hapyinenus Ha oumre

Peaxwu: HAMAaNneHO CLI30TeUcHME (fAa ce ¥WMa NpeABH7 NpHM NAHEHTH, HM3MOM3BAIlH
HenxH)

MHoro peaku: KOHIOKTHBHT

Hapymenys Ha yxoto M JabHpHHTA

Peaku: HapyHICHUA HA CiIyXa

Pe aTOpHHU H METHACTHHAJTHH HA €HUSA

HeuecTn: OpoHxocnasbM npu mauMeHTH ¢ OpOHXHATHA acTMa WIH aHaMHe3’a 3a
oOCcTpYKTHEHO 3a00ngBaHe HA AUXATETHATE METHINA

Peaxu: ANEePrUYeH PHHHT

CTOMaIHO-YPEBHY HADYUICHHY:
Yectu: CTOMAIMHO-YPEBHH  OINAKBaHUA, KATO TaAcHe, [OBPHUIAHE, [uWapud,

KOHCTHITIALHA

Hapvinenis Ha KOXATa H TIOAKOXKHATE THKAH

Peaxwu: PeaktMy Ha CBPLXUYBCTBMTENHOCT, KATO TIPYPHTYC, 3avepBiBaHe, OOpHB H
aHTHOCIEM
Muoro peaku:  anoneima. B-6rokeprre Moxke 1a MPOBOKAPAT HITH [i2 BIOMIAT MCOPHAIHC WIH

Na MHHAYLMpAT Icopuasic-noaoben obpus

Hapyimenns na MyCKYJIHO-CKEJIETHATA CHCTEMA U CHE/IMHUTENHATA THKAH
HeyecTu: MYCKyRHa C1aboCT, MyCKYITHH CIIa3MH

ChJ0BH HAPYIUCHUA

YecTH: ycelmaHe 3a CTYA WIH H3TPBNBAHE HA KpAHHHLIMTE
Heuectn: XUTIOTOHMA

OO0 Ha eHUuIUu KTH HA MACTOTO HA NIDIWIOXKECHUE
Yecrn: ymopa*
HeuecTH: ACTEHHA

XenaroOunHapHH HAPYINCHHA
Penxu: XenaTuT




-

HapyiieHHa Ha BE3IPOM3BOAMTENIHATA CHCTEMA H IEPAATA

Peaku:; €pPeKTHIHA THCPYHKITHA
IIcHXHYHI HADYHICHHA HAPYIIIEHHS

Heuectu: HAPYUIEHMA HA ChLHA, ACTIPECHI
Penxu: KOHIMAPH, XAIIOLMHALM

*Tesn cCHMITOMH ¢e MOABABAT OCOOEHO B HAYANOTO HA JICUEHHETO. Te ca mo MPAHLIMN JIEKH W
yecTo H3Uesnar no 1-2 ceaMuIm.

Cro0inaBaHe Ha MORXO3APAHN HEXETAHH DEaKHU
CrobmasaneTo Ha NOMOZMPAHH HEKeNaHW peakiMM cief paspelnaBaHe 3a ynoTpeba Ha

JEKApCTBCHHA TMPOAYKT € BaXHO. [0Ba MNO3BMIABA Jla MPOABIDKM HAOMIOAEHHMETO HA
ChOTHOLICHHETO IIO/I3a/PHCK 34 JIeKapCTBEHHA mpoAykT. O1 MEAMIHHCKHTE CHCHHATHCTH ce
H3MCKBa Aa CHOOINABAT BCAKA MONO3HpAHA HeXelaHa PEakildg 4upe3 HAUMOHANHA CHCTEMa 3a
chrobmaBane:

buarapas

H3muiHUTE/THA areHIUs N0 JIEKAPCTBAaTa
ya. ,Jlaman I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiir: www.bda.bg

4.9 Ilpenoampane

CuMnroMu

Hait-9ecTire npusHauM, o4YakBaHH mpd npeno3upaHe ¢ B-O6nokepu ca Opanukapaus, XMIOTOHMS,
OpoHXOCNaIbM, OCTpa CHPASHHA HeJOCTATEYHOCT M XMITOT/IHKEMHUA.

HMma oOIMpHA MHTEPHHIMBRHIYATHE BAPHACHIHOCT B YYBCTBHTCIHOCTTA KbM CIMHMMHE BHCOKA
A03a OM30MpOJION H MALMEHTH CHC CHPACYHA HEAOCTATHYHOCT BEPOSTHO ¢4 MHOT'O YUyBCTBHTEIIHH.

JleueHue
Ilo npHHIMIL, aKO HACTHIHM NPERO3UpaHe, TepanmuaTa ¢ Guzomponon Tpabea Na cmpe u Ja ce
TPOBEAC CIIOMATATENHO W CHMITTOMATHYHO JICUCHHE.

OrpaHyyeH NaHHH NpeAronaraT, 4e GA30Npoion ce OTCTPAHARA TPYAHO Upe3 NHANU3A.

5. ®APMAKOQJIOI'HYHH CBONCTBA

5.1 @apMaKoTEHAMHYHEH cBOlicTBa

(apMakoTepaneBTHYHA TpyNa: ceNieKTHBEH P-Onokep.
ATC xon: CO07ABO07.

MexanusbM Ha aelicTBHe
buzonponon e PBj-cenextwBen aapeHopeuenTOopeH ONOKMpam areHT, JIMIIEH OT BBTpEIlHA

CTHMYJMpAIa CHMIATHKOMHMETHYHA AKTUBHOCT W 0e3 ChOTBeTHA crafunwsppaiia mMemOpanHa
akTHBHOCT. JIpoRyXTET HMa MHOFO cnab adunHTeT KBM fo-pelLienTOpHTE Ha INIaKHTe MYCKY/TH Ha
OpOHXHTE H CBLAOBETE, KAKTO H Ha [-peuenTopurTe, CBBP3aHH ¢ MeralojMTHAaTa pery:n
3aT0Ba, 10 NPHHIAI, He ¢¢ OYaKBa GH3OIPONON Aa BIMNE HA JUXATEIHATA PE3HCTCHTHOCT
MeIUHpaHuTe MeTaOOMHTHH edeKTH.

B1-CeneKTHBHOCTTA Ha SM3ONPONON € M3BbH TEPANCBTHIHUTE HO30BH IPaHMIIH.
bu3onponon HaMa H3pa3eH HEraTHBEH MHOTPOIIEH e(eKT.




bu3onponon KOCTHra MakCHMAallHHA CH aHTHXMIEpTeH3HBEH edekT 3-4 uaca cjief mepopaieH
npueM. EanMHHaIMOHHNAT My NOMY;KHBOT B ru1azMara oT 10-12 gaca ocHrypaea Ha Gu3onposnon
24 yacopa e¢pHKaCHOCT, Ciiell AHOA030B HEBCH MPHEM.

MakCHMATHHAT AHTHXHICPTCH3UBeH edeKkT HAa GH30MpPONION MO NPHHUHI CE AOCTAra ciex 2
CeAMMIIH.

HHTEH3UBHOTO NPWIOKEHHE NPM NANMEHTH ¢ KOpoHapHa OolecT Ha copretTo 6e3 XpoHHYHa
CBPACYHA HENOCTATHYHOCT, GH3OMPONOR HAMANABA CHPACYHATA YECTOTA M yAapHua ofem ¥ no
TaKbB HAYHH [IOHIDKABA CHpUEYHUA AeOHT W KucaopoaHoro norpednenne. IIpH XpoHHYHO
TMPHIIOKCHWE, ITEPROHAYANHO NOBKINCHATA IEpH(EPHa PEIHCTEHTHOCT HaManasa, Mexay npyrure,
MOTHCKAHETO Ha AKTHBHOCTTA HA TUIA3MEHHA PEeHHH, C€ JUCKYTHpPa KaTO MEXaHH3IBLM Ha JAciicTBHeE,
JICKAIN B OCHOBATA HA AHTUXMITEPTEH3UBHHA e(eKT HA P-OokepHTe.

Ypes Onokanarta HA cCppiAeYHHTe p-peuenTopd GH30MpPONOA IMOTHCKA OTTOBOPA KBM
CHMINATOAAPCHEPrHYHATa aKTHBHOCT., ToBA MpeIM3BHKBA HAMAJIICHHE HA CHPAEYHATa 4eCcTOTa M
KOHTPaKTHIATET H NOPaJAH TOBa BOAH A0 HAMANEHHE HAa MHOKAPAHATA KOHCYMALMA Ha KUCIOPOA,
KOCTO € JKenaH e(peKT 1Ipy angina pectoris ¢ HATHYHa HCXeMHYHA 00JIECT Ha CHPLETO.

5.2 DapMAKOKHHETHYNHA CBOlicTBA

Abcopbima

Busonponon ce abcopbupa noutn HambaHO (>90%) B racTpo-MHTECTHHANHHA TPAKT H NOpPaRH
MHOro MayikHsa edext Ha first pass npes dyepuus apob — npHbmusurenno 10%, uma abcomoTHa
OMOHATHYHOCT OT OKono 90% ciienl nepopaTHO MIPHICKEHHE.

Pa3npesnenenne
O6embT Ha paznpenencuue € 3.5 kg, CabpssaneTo Ha OM3ONPONOA C MWIA3MEHHTE TIPOTEHHH €
okono 30%.

MeTtaboau3sM B eTMMHHUPAHE
bH30IPONION Ce eIIHMHHHpA OT OPraHH3MAa Upe3 [BA CKBHBAIEHTHA MbTA Ha KIHPBHC: 50% ce

TPAHC(POPMHPAT B HEAKTHBHH METabOJMTH B YEPHHA Apo0 ¢ eKCKpeUMA Ha METalOoIHTHUTE Mpe3
616peuTe. Ocrasaymre 50% ce ekckpeTupar HenpoMeHeHH npe3 6x0peliTe. 3aToBa MO MPHHLMIT
OM3ompomon He HM3MCKBAa ajaNTHpPAHE HA [I033TAa NPH NAIMEHTH ¢ 4YepHoppoOuu u OnOpewnm
GYHKUHOHATHH HAPYIICHHA ¢ JIEKA 10 YMEpPEHa TEeikKeCT.

Ofmuat KIMPLHC Ha NPOXYKTa ¢ npubnmuTenno 15 Vkg.

ITnasMeHHAT eNMHMHHAITHOHEH NOMYKHBOT € 10-12 yaca.

JIMHEHHOCT
BH30NIPOJION HMa JIHHEeHHa, Bb3PaCTOBO-HE3ABHCHMA KHHETHKA

5.3 IIpeaxnmnavBH AanHH 3a GezomacHocT

HeknHHHYHHTE NaHHH HE 10Ka3BaT Oco0eH pHCK 3a Xopa HAa 0a3aTa HA KOHBEHIIMOHANHHTE

NpoyHBaHKs Ha SAVHINHA H MHOTOKPaTHA J1030BA TOKCHYHOCT, N6 HOTOKCHYHOCT/MYTAr¢HHOCT HIH
KapUMHOT€HHOCT.

Penpogykims
B penpoayKTHBHHTEC TOKCHUKOJIOTHYHH H3CIAEABAHMN OH3ONPONON HAMA BIHAHHE BBPXY
¢depTHIHTETa WK BBPXY O0LIaTa PenpoAyKTHBHA CHOCOOHOCT.

[TomoOHO Ha Apyru Gera-bGnokepH, 6M30NPONON BBB BUCOKH O3H BOJH O TOKCHUYHOCT KAKTO IIPH
Mafikara (HaMa/igBa NPHEMAHETO HA XpaHA M TENECHOTO TErJi0), TaKa M Ha eMOpHOHA/ maoxa
(YBesiHyaBaHe ClydauTe Ha pe3opOims, HaManaBaHe TENIOTO Ha Tiroaa, 3a0aBsaHe Ha (PH3HUECKOTO

MY Pa3BHTHE), HO HAMA TEPATOreHEH e(eKT. A y
o

6. ®APMANEBTHMHM JAHHH |



* 6.1 CoHchk HA TOMOMENUTE BLINECTDA

 TabnerHo anpo:
KpocnoBuaoH, npexenaTHHH3UPAHO HAPEeBHYHO HMINECTE, MHKPOKPHCTATHA LICMYJ03a,
BHCOKOTHCIICPCEH CUNMIMEB AKOKCH, MATHE3WER CTEapaT,

DUWIMOBO IOKPUTHE:
mMakporon 6000, nomucopbar 20, Turanos auoxcun (E171), xanmmeB kapOoHarT, Tank, KeJl¢3eH
okcup x6aT (E172), xunpomenoza (HPMC 5), xunpomesniosa (HPMC 50).

6.2 HechBMeCTHMOCTH

Hama.

6.3 Cpox a2 roguocT

3 rOAMHH.

6.4 Coenpannmu ycnoBHY HR CLXPAHCAHE

To3u mpoAYKT TpAOBa fa Ce CHXPaHIBa B OPUTHHATHATA ONIAKOBKA.

Hla ce cbXpaHaBa IpH TeMnieparypa nox 25°C.,

Jla ce chXpaHABaA HA MACTO, HEAOCTHITHO 38 ALIA.

6.5 Bua e chILPKAHAE HR ONAKOBKATA

Oummupanu Tabnetku 8 Omicrepu or AVPVC/PVDC ¢donuo, KONTo ca ONakOBaHH B KAPTOHEHA
KYTHA.

Opurudanuu onakosku 10 30 1 50 dunmupany Tabnerka.

He BCHYKH BHIOBE ONIAKOBKM MOraT Jia ObIJaT nycHaTtH B npoaaxOa.

6.6 Cnenuanan NpeANa3HH MEpPKH NPH H3XBLPJISHE

HsmMa cneurdaTHi H3HCKBaAHHUA.

7. TIPATEXATEJN HA PASPEINNEFHUETO 3A YHOTPEBA
Worwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Bblingen

I'epmanna

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

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

E-mail: info@woerwagpharma.com

8. HOMEP HA PASPEINIEHUETO 3A YIIOTPEBA

20020883

YIIOTPEBA
Jlata Ha mepeo paspeiasane: 08 Hoemepu 2002 r.
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Jata Ha nocaenno nogHosssane: 07 Oeppyapu 2008 .

10. AATA HA AKTYAJIMINPAHE HA TEKCTA
01/2023




