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1. HME HA JIJEKAPCTBEHHA NPOAYKT

Buzop 5 mg TabneTku
Bisor 5 mg tablets

Busop 10 mg Tabnetku
Bisor 10 mg tablets

2. KAYECTBEH H KOJIJHMYECTBEH CbCTAB

Besika tabnerka Busop 5 mg ceabpika 5 mg Guconpononos dymapar (bisoprolol fumarate).
Bceska tabnerka Buzop 10 mg ceabpxa 10 mg 6uconpononos dymapar (bisoprolol fumarate).

3a MBbJIHKUA CNUCHK OT MOMOLLHH BELIEeCTBA BHK TouKa 6.1.
To3u NMPpOAYKT ChAbpiKa NaKTO3a MOHOXHApAT.

3. JIEKAPCTBEHA ®OPMA
Tabnetka

Buzop 5 mg: Tabnerkute ca OG1e10XKBJITH C MO3ae4HA CTPYKTYPA, KPBIJIH W ABOHHOM3MBKHAIIK C JIEJIUTE/IHA
yepra.

buzop 10 mg: TabneTkute ca 6e:K0BU ¢ MO3aeUHa CTPYKTYPA, KPbI/IHM H ABOHHOH3NBbKHANH C IENIMTEHA
yepra.

TabneTkure Morar aa Obaar pas3ieNeHH Ha JBE PABHH J03H.

4. KJHMHHYHH JAHHH
4.1 TepaneBTHYHH MOKA3AHHSA:

. JleueHne Ha XMNEPTOHHS
. JleueHue Ha ucxemH4Ha GONECT Ha ChpPLETO (angina pectoris)

4.2 /lo3MpoBKA H HAYHH HA TPHJI0KEHHEe

gosnposxa

Buv3pacmuu

3a nBete Moka3saHMA 103aTa e 5 mg Guconpononoe ¢pymapar BeIHBHK AHEBHO. AKO € HeOOX0AHMO, 103aTa
Mozke 1a ce ypenuuu Ha 10 mg Guconpononoe ¢gymapar BeAHB K AHEBHO. MakcHManHaTa npenopbuMTeHa
no3a e 20 mg BeaHbK AHeBHO. [losaTa TpadBa Aa ce ajanTHpa HHAMBHIYATHO, CIIOPE/ YECTOTATA HA MyJica U
TEPAancBTHYHHUA YCIIEX.

IIpodwvancumennocm na mepanuama
Mo npHHLKMM JleYeHHETO ¢ BUCONPOIION e NPOIb/LKHTENHO. JledeHneTo ¢ Guconponon He Tpsabsa aa ce cnupa
BHE3aIHO, Thil KATO MOXeE 13 I0BE/E A0 NPEXOIHO BlIOLIABAHE HA CheToAHHETO. OcobeHOo NpH MALKHEHTH C
HcxeMHuHa DONECT Ha CBPLIETO, JIEYEHHETO He TPAORA Na ce npekpaTaBa BHe3anHo. [Ipenopbusa ce
NOCTENEHHO HaMANABAHE HA J03aTa.

Hayuenmu ¢ 6v6peuna u veprodpobHa HedocmamviHocm
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TIpy naukeHTH € NEKH 10 YMEPEHH HApYLICHAA Ha GuxOpeynaTa win Yeproapobra GyHKLEA, MO NPHHLIKI He
ce H3HCKBa AjanTHPaHe Ha A02aTa. [1py nanHeHTH ¢ Texka OLOpeuHa HEAOCTATEYHOCT (KPCATHHHHOB
KAHpBHEC < 20 ml/min) H OpH NaUMeHTH ¢ TEXKH HapYLISHHS Ha 4epHoapobHaTa ByHKuHA, C& NPETIOPBIEa
JAHeeHATa no3a ot 10 mg Grconpononor ¢yMapar a He ce HaaBHIIABA.

ONHTET OT NPHUACKEHNETO Ha GHCONPONON NPH NAUHEHTH HA GLOPEYHA AHANH3A € OTPaHHYEH, BBIPEKH
TOBA HAMA NOKAIATENCTBO, Ue JOIOBHAT PEXHM TpAORA 12 ¢e MpOMEHH,

Haywenmu 6 cmapieckd evspacin
He ¢e w3nckpa ajanTHpane Ha Ao3aTa.

Ifeduampuyna nonyrayus
JluIcea OmHUT NpH JELA, 33TORA He ce Npernopbysa ynotpebara Ha GHCOMPONON MpH NeIHATPHYHH MAUHUEHTH.

Hauun Ha mpunoxeHue
Buzop Tabnerku na ce IPHEMAT CYTPHH, ¢bC HIH Ge3 xpana. Moxe 13 ce NorTsilaT ¢ Malko TeYHOCT, 6e3 ra

€€ CABBKBAT.
4.3 TporuBonoKazaHHs

BHCOTIPONON € NPOTHEOTIOKA3aH MPH NALMEHTH ¢

. OCTpa chpaedHa HENOCTATLMHOCT WH M0 BPEME Ha €NIM304H Ha JEKOMMNEHCALMA Ha ChpaeyHa
HEAOCTATLYHOCT, H3WCKBAIH MHTPABEHO3HA HHOTPOMHA TepanKs;

Kap/HOreHeH [IOK;

AV 6710k 0T BTOpa #ITH TpeTa cTeneH (0e3 meiicMelikep);

CHH/POM Ha DOMHMA CHHYCOR BE3EN;

CHHoaTpHaneH O1ok;

CHUMITTOMTHYHA OpajHKapans;

CHMIITOMATHYHA XHITOTOHHS;

TexKa GPOHXHANHA acTMA;

Texka ¢opMa Ha neprdepHo ApTEpHANTHO OKILy 3MBHO 3a00n9BAHE HITH CAHApPOM Ha PeliHo;
MeTabonuTHA aUNa03a,

CBPBXUYYBCTBHTENHOCT KbM GHCONPONOI WK KBM HAKOE OT NOMOLLHMTE BewecTsa (H30pOeHH B TOYKa
6.1);

. HeJleKyBaH (PEeoXpoMOLMTOM (BUXK TOUKa 4.4);

44 CneumaiHM NpeaynpexIeHnN H PeNa3HH MePKH NpH yNoTpeda

OcBeH ako He ¢ H3pHYHO NOKA3aHO, NeueHNeTo ¢ fuconponon He TpAOBA 1a ce NpeycTaroBABA BHE3AMHO,
0cobeHO MPM NIAIHEHTH ¢ MCXEMHYHA GONIECT HA ChPIIETO, Thil KATO TOBAE MOXKE I3 A0BeIe 10 NPEXOIHO
RIIOIIIABAHE Ha ChHpAETHOTO 2abonaAbaHe (81K T.4.2).

Buconponon Tpsbea [a ce NpWIAra ¢ BHHMAHHE [PH TIAUMEHTH ¢ XHITEPTOHMA WM angina pectoris npu
CBIBICTBAIA CHPAECMHA HEAOCTATBYHOCT,

Buconponon tpabea Ja ce U3N0M2BA ¢ NOBHLIEHO BHEMAHUE NMPH:
. 3axapen aualeT, noka3sall roneMu $IyKTyalHH B HUBATA HA KPBBHATA 3axap. CHMNTOMHTE Ha
XHNOTIMKEMHA (HaNpHMED TaxHKapHA, CepriebHeHe WIH H3TOTABAHE) MOXKE [1a C& MACKHMPAT;
CTpOra QHETS;
1o Bpeme Ha JeceHcHOunM3upaa Tepanud. [onobHo Ha octaHaniTe B-6nokepH, GHCONpOIOT MOXeE
A MOBHUIH KAKTO MYBCTBHTENHOCTTA KBM ATEPreHH, Taka  TEXECTTa Ha AHAQHNAKTHIHHTE PEaKLHH.
JleueHueTo ¢ enHHEPHH HE BHHATH 13Ba OYaKBAHHA TepaneBTHYEH eekT;
AV-6710k OT IbpBA CTENEH;
aHfuHa Ha Prinzmental: sabmoaaBaHy ¢a CltyvaK Ha KOpOHapeH Ba30CIazbM. BeNpekH BHCOKATA CH
Bi-cenekTHRHOCT, IPH MAUMENTH ¢ aHr'HHA Ha Prinzmental, npueMauin Suconponon, HE MOTAaT Aa
6BAaT HIKIKYCHH TIPHCTBITH HA CTEHOKApANA; "
. nepudepHO APTEPHANHO OKITy2HBHO 3abonaeate. Moke na ce HabMoaBa 3acHNB
OILTAKBAHKATA, 0C0OEHO B HAYANIOTO HA TEPANMATA,
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1aUAEHTH ¢ NCOpPHA3MG HIH aHEMHE3a 3a IcopHazvc Tpadea aa npuemar P-Ooxepu (Hanp, Suconpoaon),
CaAMO cnea BHHMAaTENTHO GaHchnpaHe Ha MON3HTE CPCILY PUCKOBETE.

Ha doHa Ha neveHneTo ¢ CMCOMPOROI, CHMITOMHTE Ha THPEOTOKCHKO3a MOXKE 14 C6 MAcKMpaT.
Mpy nauvents ¢ PeoXxpoMoLMTOM GHCONPOIION ce MprIara camo el anda-pelentopHa 6nokaza.

Ipy nanHenTH, NOATOKEHH Ha 001na aHecTe3HA, aHECTE3IHONOTLT TPAGBEa Aa ObAE yBenoMeH 3a f-
6noxanara. Axo e HeOOXOIMMO PEYCTAHOBABAHE HA NICYEHHETO ¢ P-Grokep NpeaM XMpYPrudHa onepaus,
TO TpaORa Ja cTaHe MOCTENSHHO ¥ 13 NPUITIIOYH 48 yaca npedH aHecTe3uaTa.

Bunpeks ue, kapanocenekTHeHETe (Bi) f-Crokepn Morar aa HMaT no-cnad edekT pepxy Cenonpobuara
(pYHKLHMA OTKOITKOTO HECENeKTHBHUTE f-010KepH, KakTo BCcHUKM -6IIOKEPH HITTON3BAHETC HM ChING TPAGBA
Ja ce U30Area Npu HauueHTH ¢ oOCTPYKTHEHY 3a00A5BAHHS HA AHUXATETHITE TETHIIA, OCBEH aKO HE
CBILECTBYRAT YORIHUTE/IHE KIHHHYHE MPUYHHK 33 ynoTpedaTta uM. AKO TAKHBA TPHYHHH ChUIECTRYEAT,
OHCOTIPOTION MOME A3 C& H3MON3EA € TIOBHUILIEHO BHHMAHHE.

TMpenopbuBa ce SAHOBPEMEHHO NMPHIOKEHHE HA GPOHXOAHIATHPALIA TEPAITHA NpH OPOHXHAIHA aCTMA WIN
Apyre XpoHH4HO oGcTpykTHEHO Oenoapobho 2abonasane, KOSTO MOXKE 12 NPHYHHA CHMNTOMH. [ToHaxora,
NpH NallHEHTH ¢ ACTMa MOXKE 13 C& MOABH MOBHIIEHHE HA PEZUCTEHTHOCTTA HAa THXATENHHTE METHIA, 3ATOBA
MOXE [a Ce HANIOMH YBEMYABaHE AO3ATa Ha B1-CTHMYIAHTHTE.

4.5 B3ammojgeiicTBHe ¢ APYTH JIeKAPCTBEHA NPOAYKTH H ApYrH GopMH Ha B3aHMoaeHcTBHE

Kombunaynu, koumo He ce npenopoysan

KanmiueBH aHTarOHMCTH OT IPYNAaTa HA BEPANAMUII H B MO-MaIKA CTENIEH OT rPYNaTa Ha JHIITHA3EM:
OTPHUATENHO BRINCHCTEHE BBPXY KOHTPAKTHIMTETA H aTPHO-BEHTPHKYIAPHATA NPOBOAHMOCT.
HHTpaReHO3HOTO MpHIGKEHUE HA BEPANAMIIT MPH MALMEHTH, NeKYBaHH ¢ B-0J10KepH, MoXe Aa JoBene ae
TEKKA XHIOTOHHA W ATPHOBEHTPAKY apeH ONoK.

AHTHXHNEPTEHIHBHU NEKAPCTREHH MPOAYKTH ¢ IEHTPAHO AefcTRue (Hanp. KICHHAHH, METHIZAOIA,
MOKCOHOANH, PUIMeRHauE): Eqnospemernara ynotpeba ¢ aHTUXHNEPTEH3HBHH JIEKAPCTBEHH CPENCTBA C
LEHTPAIHO ACHCTBHE MOXKe Ja A0BE/E A0 HAMANABAHE HA CHPAEYHATA YecTOTa H KAanalluTeT, 4 0TTaM — 10
Ba30JMNaTalMd. BHezansoTo npeycTaHoBABaHE HA JICYEHHETO MOXKE 1a YBe/IMYH PHCKA OT ,,pebayHn
XUIIEPTOHHA™,

Kombunanun, Koumo da ce npuAG2am ¢ ROSUMEHO SHUMANUE

Kanunesn aHTArOHHCTH OT AHXHARONHPHAMHOB THI (Hanp. Hudeaunun): EanorpeMenHsara ynotpeba Moxe
Oa YBEJIHYH PUCKA OT XHIMOTOHHA, KaKTO H HE € H3KMOUEH H NO-TOMAM pHCK OT JONBAHHTEIHO BNOIIAEAHE
HA BEHTPHKYIapHaTa QYHKIMA TPH NALHEHTH ChC CEPASYHA HEJIOCTATBHHOCT,

Knac 1 aHTHapUTMHYHH TEKAPCTBEHH NPOIYKTH {HaNp, THI0OTUPAMHA, THA0KAUH, QEHHTONH, (pReKanuHHA,
nponadeHon): eekThT BbpXy BPEMETO HA ATPHOBEHTPHKYApHA MPOBOAHMOCT MOXe fla Obe YCHIIEHO, &
OTPHUATETHHAT HHOTPONEH edeKT Moxe da Gbae yBenHYeH.

Knac Il anTHapyTMHUHK NexapcTBEHH NPOAYKTH (Hanp. aMHOAAPOH): BB3ACHCTBHETO BLPXY BPEMETO 32
ATPHOBEHTPHKYNIAPHA MPOROIMMOCT MOKE fia Obae yeHneHo.,

MapacAMNaTHKOMHMETHYHH NEKAPCTBERH NPOAYKTH: EnnoepemMennata ynoTpeda MOXKE 3 yBETHYH
BPEMETO HA ATPHO-BEHTPHKYNAPHATA IPOBOIHMOCT, KAKTO H PHCKa OT OpaaHKapaus.

(-Omokepu ¢ noxanHo NpUIOKEnUe (Halp. KATKK 33 O4M 3a [IeYeHHe Ha rNayKoMa) MOraT Ja 3aCHNAT edeKTa
Ha GHCONpOIO.

HHcyauH 1 nepopanii aHTHAHAGETHN NEKAPCTECHH IPOAYKTH: 3aciiiBaHe eheKTa Ha IIOHIKABAHE HA
KpbBHaTa 3axap. Brnoxupanero Ha f-aapeHopeLenTopHTe MOXe 12 MAaCKHpa CHMITTOMM HA XHNOTIHKEMHS.
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AHecTeTHIH: oTcAabBaHe Ha pedeKTopHATa TEXHKAPIHA M YBENHYEH PHCK OT XHNOTOHHA (nopeye
HHopManns 3a 061Ia aHECTE3MA BHK Touka 4.4).,

JIMTHTATHCOBH TAMKO3UAK: 0coDEHO NPH yBENHYABAHE HA BPEMETO Ha aTPHOBEHTPHKYJIApHATa
TIPOBOZHMOCT, C KOETO ce 3a0aB1 CHPASHHHAT PUTHM.

Hectepounnn npotieosbsnanurentu fekapersa (HCIBC): Moxe na HAMANAT XHNOTOHUYHUA edeKT HA
Suconponon.

B-CUMOATHKOMHMETHIH (Hanp. H3ONPEHATHH, Jo0yTaMHH). KOMOHHALMATA C GHCONPOJON MOKe A2 HAMANH
JEHCTBHETO W HA ABATA arcHTa.

CHMNaTHKOMHMETHIIY, AKTHBHPAILM KAKTO B- Taka M o-anpeHopenenropd: Kombunaumara ¢ Guconponon
MoKe Ja A0BEE A0 YEEIWUABAHE HA KPbBHOTO HanaraHe. CMATA ce, 4e TAKOBa B3aMMOICTHCTRHE ce
NOTy4aRa Mo-cKopo ¢ HecenekTHEHA P-Oriokepn. EqHOBpeMeHHATa ynoTpeba ¢ aHTHXHIIEPTEH3HBHH
NeKapcTBEHH CPelCTRa, KAKTO M ¢ APYrH NPOAYKTH, KOMTO HMAT NOTEHIHA 32 HAMANABAHE HA KPBHBHOTO
HaNATaHe (TPHUMKIHYHK aHTHIENPECaHTH, GapOuTypaTH, JEHOTHATIHHH) MOXKE 3 YBEIHYH PHCKA OT
XHNOTOHHA.

Komiuuayuu, Koume 4a ce e3eMam Roo gruManue
MednokuH: NoBHIIEH pUCK oT OpagHKapINA.

4.6 ®epruanter, GpeMeHHOCT H KbPMeHe

bpementocr
Buconponon uMa GapMaxoaoriuHo JeicTBHE, KOTO MOKE Aa HaBpedH Ha GpeMeHHOCTT: H/HIH Ha

MJI0Aa/HOBOPOACHOTO. Haii-06wo, B-anpeHopeuenTopHuTe GNCKEPH HaMaNABAT Iiepdy3naTa Ra MUIANEHTATA,
KOETO MOGKE [la CE CEBpIKe ChC 3abaBaHe Ha pacTeka, BbTPEMAaTOuHa CMBPT, A00DT H NIPEAKICEPEMEHHO
paxaaHe. HexenaHu exapcTBeHH peakiliH (Hamp. XHIOMMKeMH:, OpanAKkapAHa) MOrAT 1a c¢ NOABAT NPH
TUIO/Ia H HOBOPOAGHOTO. AKO € HeoOXonuMO NeveHHe ¢ f-anpeHopenenTopHH BAOKEPH, TO 3a IPEANIOUHTAHE
ca P1-celekTHBHH ANpeHopeLenTOpHA GMoKepH.

Brconponon He TpAGBa ha ce HAON3RA 110 BpeMe Ha OpeMeHHOCT, OCBEH aKO HE € HIPHYHO NOKa3aHo. AKO
JIGUEHHETO ¢ GHCOTIPAIION C& CYHTa 3a HeoOXOMHMO, MaTOYHOIUTALCHTAPHIA KPBBOTOK H PACTE:Ka Ha N/I0Ja
Tpabea na 6baar HaGmonasaud. B cnyuait Ha yepexnamn edextd Brpxy GpeMeHHOCTTA WM mnoga, Tpadea
za ce oOMUCTH anTepHaTHBHO NedeHre. Hoeoponenute Tpabsa Aa GbAAT BHHMATENHO HAbMONaBakH,
[Tpedeara HA CHMITTOMH HA XMIOMINKeMHA W GPATHKAPINI MOTAT Ia C& OYAKBaT NPE3 MLPBATE 3 IHH.

Knpmene
He e u3BecTHO Janu GHCONMPONON CE€ €KCKPETHPA B KBPMATa, KAKTO H 33 Bh3ICHCTBHETO Ha OHconponon

BBpXy Oebeto. [1o Tazn NPUYHHA KEPMEHETO HE C€ NIPENOPbUEA 10 BPEME HA MPHIOKEHHE Ha BHCOMPOIO.
4.7 EdekTH Bbpxy ciocofHocTTa 33 modupane B paboTa ¢ MaIHHA

[1pu M3cNenBaHe HA NALUMEHTH C HCXEMHYHA GoNecT Ha ChpIETo, DHCONPONO HE BIOWaBa cnocofHOCTTA 38
wodupaHe. BeNpexs ToBa, NOpaaH WHAHBUIYANHHTE PAIHYHA B PEAKIHHTE KbM NEKAPCTBEHHA NPOIYKT,
cnocofHOCTTa 33 wWwodHpare wam padora ¢ MaWIMHY MOXKE Ja ce wiowmH. Toea TpaGea aa ce uMa npeasuy,
ocofeHo B HAYANOTO Ha IEYEHHETO, NPH CMAHA HA JISKAPCTEOTO, KAKTO U NPH YIIoTpefaTa Ha ankoXol.

4.8 Hemenauu jeKapcTBeHH PeaKkiHH
MMo-aomy ca H3NON3BAHH CASAHUTE ONPEAENEHUs, KOMTO Ce OTHACAT [0 YeCTOTATa;

YectH (>1% o < 10%), HevecTn {=0,1% g0 < 195), peaxu (>0,01% ao < (,1%), MHoro penkn (<0,01%), ¢
HEHM3BECTHA YECTOTA {HE MOXKE Aa Ce OLEHH OT HAMHYHNITE JaHHH).

Hscnensanud
Pedru: YBENHYEHH TPHITMLEPHIH, YBENUUSHH CTORHOCTH Ha YepHOAPODHHTE EH3HMH (A




Tlo-zoMy ¢a H3MOM3BaHK CIIeARHTE ONPEIENCHHA, KOHTO CE OTHACAT N0 HeCTOTaTa.
Yectu (1% 10 < 10%), HeuecTH (>0,1% 10 < 1%), pemxu (20,01% 1o < 0,1%6), MHOTO peAKH
(<0,01%), ¢ Hem3eecTHA YecTOTA (HE MOKe 1A Ce OLICHH OT HATHYHHTE JAHHH).

Hzcnenpanus
Pedku: yBeIMUeHH TPUTTHIEPH/IH, YBCTHUEHH CTOHHOCTA Ha uyepHoapobuure ensumu (ALAT,

ASAT)

HapyiueHus Ha cLplleuHaTa AeHOCT
Hevecmu: HapymeHus B AV-IPpOBOAUMOCTTA, BIOLIABAHE HA CBIECTBYBAIA ChpAc4HA

HEAOCTATBUHOCT, OpaJHKapIns

HapyiueHHd Ha HEPBHATA CHCTEMA
Yecmu: 3amaliBane*, rmapobonue*
Peoxu: npunaasup

3pHTeNnHH HapyIneHUs
Pedxu; HaMalleHO chi30TeueHk e (1A ce HMa TIpeaBH/l TIpH NAaUUeHTH, H3T0N3BallH TIEIIH)
Mhnozo pedxu: KOHIOHKTHBUT

Hapvinenus Ha 1aOMpPHHTA HA BBTPELIHOTO YXO H Ha CTyXa
Pedru; napymieHvd Ha CIyXa

JluxaTeHH, TPBHIHM H MeJHACTHHATHY HAPYIICHHA

Hevecmu: GpoHxocna3sm, NpH naruenTn ¢ 6poHxyuania acTMa WK aHaMHesa 3a OOCTPYKTHBHO
3a0onABaHe Ha QHXATENHHTE ITBTALIA

Pedru: anepruyeH pHHAT

CroMalIHO-YpeEHN HapyIIEHH
Yecrmu: CTOMAITHO-4PEBHH OIUIAKBAHUA KATO rajiere, NOBphIlaHe, NHapHs, KOHCTHIIAHA

HapyiieHHs Ha KOXKATa U MOJKOKHUTE ThKaHH
Pedxu: peakliiy Ha CBPBEXUYBCTBHTEIIHOCT KaTo [IPYPHTYC, 3aUCPBABAHE, o6pHB
Mhuozo pedicy: anoneuys, B-Onokepure MOXKe /2 MPOBOKHPAT MITK Jia BIOIIAT [ICOPHATHC HITH J1a

HHIYUMpaT NcopHasuc-noiodeH oOpus

Hapyilienns Ha cheIHHETEIHATA THKAH M MYCKYJIO-CKeIETHH HApYLIEHHA
Heuecmu: Mmycky/Ha cnafocT, MYCKyJHH CHa3MU

CoaoBH HApYLIEHHS
Yecmu: ycellaHe 3a CTYA WIH H3TPBABAHE HA KpaHHUIHTE
Hevecmu. XMNOTOHHUA

QOLUK HAPYINEHNA
Yecmu: ymopa*
Hevecmu: acTerns

Hapvinenus Ha uepHoapotHaTa B KIbYHA QYHKIHA
Peoxu: xenatvT

HaQ!HJEHHH Ha penpoAYKTHBHATA CHCTEMA H IbPIANTE
Pedwu: epexrunsa aucyHKuus

[enxHaTpUYHH HAPYIIEHHS
Hevecmu: napynieHns Ha CbHS, JEMpecHs

Pedxu. KowMapH, XalOUMHALHH




*Tead CUMIITOMH CE MOABABAT OCOGEHO B HAYAJIOTO Ha JIeYeHHETO. Te ca Ho NPHHLUMIL JIEKH H HECTO
H34e3saT oo 1-2 ceaMHIH.

Cpo0maBaHe HA NOAOHPAHHE HEKEJIAHH PeAKNHH

CnobIaBaHeTo Ha 110J03HPaHH HeKeraHH JIEKApCTBEHH peaKiHK Ciie]l paspelllaBaHe 3a ynotpeba Ha
JNieKapCTBEHMA IPOAYKT ¢ BaxkHO. ToBa M03BONABA 1A POABIDKM HaOMOIeHHETO Ha CHOTHOILIEHHETO
110/13a/pHCK 32 NIEKAPCTBEHNUA MPOXYKT. OT MEIMIMHCKHTE CISLUAMTHICTH €& H3UCKBA 1 ¢hoOImaBar
BCAKA MOA0ZHPaHA HEXKeNaHa PeaKkius Jpes:

W3menHATEIHa areHIus 10 neKkapersara

yi. ,,Jlamas I'pyes” Ne 8

1303 Codmsn

Ten.: +35 928903417

yebeaiiT: www.bda.bg

4.9 IIpenozupane

Cumnmomu

Haii-4ecTHTe NpH3HALKA, 0YAKBAHH NPH NPEo3Hpane ¢ B-Baoxepu ca GpaauKkapAKa, XHIOTOHHA,
6pOHXOCTIA3EM, OCTPa ChPAEIHA HEOCTATHYHOCT H XMITOTTHKOMHUS.

HMMa oBLIHpHA HETEPHHAMBHAYANHA BApHalHIIHOCT B MyBCTBUTE/IHOCTTA KbM eMHHYHA BHCOKA 034
GHCOMPONON H MIALMEHTH CbC CHPAETHA HEAOCTATEYHOCT BEPOATHO €4 MHOTO YYBCTBUTE/HH.

Hevenue

ITo IpUHLMIL, 4KO HACTBIIH IPeAO3HUPaHe, TEPaNHATa C Guconponon TpAGRa fa ce CIIpe M f1a ce
TIpoBeze CTIOMATATENIHO H CHMIITOMATHTHO JIEUEHHE.

OrpasdYeHH KaHHH NIPEANOarar, 4e GHCOMpONON ce OTCTPAHABA TPYAHO UPE3 AHAIIH3A.

5. ©OAPMAKOJOIMYHH CBOHCTBA
5.1 d@apmakoIHHAMMYHHE CBOHCTBA

(apMakoTepaneBTHUHA IPYNa; CeNeKTHBHH B-Oi0kepH, ATC xox: CO7TABO7

MexaHu3EM Ha JSHCTBHE
Brconponon e fi-cenekTiBeH aApeHOPerenTopeH GIOKHpALL areHT, JTUIIEH OT BFTpelnda

CTMMyJIMpAId CHMITATHKOMHMETHYHA AKTHBHOCT M €3 ChOTBETHA crabunusupaimna MemO6paHHa
aKTHEHOCT. Brcompomon uma MHoTo cnaG adHBHTET KbM [2-PELIENTOPHTE Ha FIafKaTa MyCKylaTypa
Ha GPOHXMTE H ChOBETE, KAKTO H KbM [Br-PELIENTOpHTE CBBP3aHH ¢ MeTaboIHTHATA perynalis.
3aTOBa, 1O MPHHIHI He Ce OYaKkBa GHCOTIPO/ION [a BIIMAe HA IUXATE/IHATA PE3HCTEHTHOCT H Ba-
MeauHpanna Metabonutex edext. Herosata Bi-ceeKTHBHOCT HAMXBBPIIA TCPANIEBTHTHH paMKH.

BrCONpOIION HAMA H3Pa3eH OTPHLATENEH HHOTpOMeH edekT. Brconponon nocTHra MakCHManHuA CH
AHTHXHIIEPTEeH3uBEH edekT 3-4 yaca clie/l NepopalHO MPHIOKEHNE. EnuMHHANHOHHHMAT MY
nony>xHBoT B ruiasMara ot 10-12 yaca ocHrypssa Ha Guconpoon 24-8a aKTHEHOCT CNeJ] € IHOKPATHO
JHEBHO MPHIOKeHHe. MakCUMATHUAT AHTHXHNEPTEH3UEEH eIeKT Ha GHcoMnpoon ce HOCTUra
0OHMKHOBEHO clef 2 CEMHLIH.

HHTEH3HEHO [IPHIIOKEHHE NPH MALMEHTH ¢ KOPOHapHa GOJIECT Ha CHPLIETO be3 XpOHHTHA CHP/E'HA
HeJIOCTATBLYHOCT, GHCOMPOJIOT HAMANABA CHPAEYHATA HeCTOTa U yAapHUs 06eM H IO TaKbB HAYHH
TNIOHMKABA CHPALUHHA e6HT U KHCIopoaHOTO nopebnenue. IIpH XpoHHM4HO MPHIOKEHHE,
IHPBOHAYAJIHO MOBHIIEHATA NEpPU(epHa PESHCTEHTHOCT HaMalBa. Me:xny ApyruTe, HOTHCKAHETO HA
AKTHBHOCTTA HA IUTA3MEHHA PEHHH, ce AMCKYTHPA KaTO MEXAHH3BM Ha JIGHCTBHE, ? Bélhpara
HA AHTHXMIIEPTeH3UBHHA eekT Ha P-OroKkepure.

Upes 6okajata Ha CEpAedHUTE B-peremropy GHCONpONoN NOATHCKA OTFOBOP
CHMNATOAApeHeprHuHATA AKTHBHOCT, TOBA NpeIM3BUKBA HAMANABAHE HA CBPAL



KOHTPAKTWIHTET, ¥ IOPaJH TOBA BOJIM A0 TICHHKEHA KOHCYMAaIMs Ha KHC/IOPO/, OT MHOKap/a, KOeTO ¢
xenaH ediekT Opu angina pectoris ¢ NoATexXama HexeMHYHa GonecT Ha CHPLETO.

52 @®apMaKOKHHETHYHH CBOIlCTBa

Abcopbyus

CJleql nepopaHo TpriioxeHue Guconpomnon ce abcopbupa ToWTH HAIIBIHO (> 90%) ot
TracTPOMHTECTHHANHUA TPAKT H NMOPAIH MHOTO MaTKUs e(eKT HA MPEMHHABAHS Npe3 HCPHHA npob
(first-pass effect) npubnusurento 10%, uMa abcontoTHa GHOHATHHHOCT OT OKOJIO 90% crnen
AEPOPAHO MPHIIOKEHHE,

Pasnpedenenue
Okono 30% oT GHcomponon ¢e CBBP3Ba ¢ IUTasMeruTe NporenHH. OGEMBT Ha pasnpe/leNicHHe e 35

kg,

Memaboauabm u eruMURUDANE

Brconponon ce eJIMMUHKpPa OT OPraHH3Ma Ype3 iBa eAHAKBO e)eKTHBHH [THTA HA KIMPBHC! 50% ce
TpaHC(OPMHMPAT B HEAKTHBHE MeTabONUTH B HepHHA APOD ¢ eKCKpEeLHA Ha MetabonuTUTE Mpes
6b6petwre. Octananure 50% ce eKCKPETHPAT HEMpoMeHeHH npe3 OnOpewpTe. 3aroBa He ce Hajara
NPOMsAHa B 1103aTa Ha OHCOMpPOIION [PH TTAUHEHTH C NIEKa HIIH YMEpeHa yepHOApobHa iH GpOpeuna
JUCHYHKITAS.

O61Es KIHpBHC HA NPoayKTa e MpuomsnTento 15 Vkg. [lnasMeHuAT eTHMHHALMOHEH MOJTYKHBOT ©
10-12 yaca.

Juneunocm
Buconponon UMa NHHejiHa, Bb3pacTOBO-HE3aBMCHMA KMHETHKA.

5.3 TlpeAKkJHHAMHK JaHHH 3a Ge3omacHocT

Hpe,IKKJIHHH‘-lHPITE JaHHU He NMOKA3BAT ocobeHa omacHOCT 3a XOpa Ha 6a3a Ha KOHBEHLIMOHAIHH
TIPOYYBAHHA 34 CIHHHYHA H MHOIOKpaTHa A030Ba TOKCHYHOCT, TEHOTOKCHUHOCT/ MYTar¢cHHOCT HIIH
KapLUHHOTCHHOCT.

B penpoJyKTUEHHTE TOKCHKOIIOTMYHH H3C/IEABAHUS GHCOTIPONION HAMA BJIUAHHUE BBPXY tepTHnHTETA
WIH BEPXY 061IaTa penpoAyKTHBHA CTIOCOGHOCT.

[ono6Ho Ha ApyrH B-Gnokepy, 6UCONPONON BLE BHCOKH A03H BOIH 10 TOKCHUHOCT KaKTO [IPH
MaiikaTa (TOHWeH [IPHEM Ha XpaHa M peylMpaHe Ha TErVIOTO), Taka M Ha eMOproHa/ioaa
(TIOBHIIIEHA YeCTOTA Ha Pe30pOLMs, peAYLIHPaHO Tero Ha 1042, 3abaBeHo ¢u3HYECcKO PA3BHTHE), HO
HAMA TepaToreHeH edeKT.

6. PAPMAOEBTHYHH JAHHHA
6.1 Coucnk Ha TOMOIMHETE BEIIECTEA

Buzop 5 mg

JlakT03a MOHOXHApPAT

Llenynosa, MUKpokpucTanua E460

Marneznes creapat ES72

Kpocnosugon E1202

Wit PB 22812 (JlakTo3a MOHOXHAPAT W XKBIT xeneseH okcun (E172)

Buzop 10 mg

JlakTo3a MOHOXHApPAT

[emnynosa, MukpokpucTanHa E460

Marnesues creapar E572

Kpocnopunon E1202

Bexos PB 27215 (JIakTo3a MOHOXHAPAT H KBIIT H YepBeH xese3eH okcua (El




6.2 HecbBMecTHMOCTH

He ca ycTaHOBEHH

6.3 Cpox Ha roanocT

3 roaunu

6.4 CrHenManHH YCI0BHH HA ChXPaHeHHE

Ja ce cexpansea nop 30°C.

6.5 BuaH cHALPAXKAHAE HA ONAKOBKATA

Buzop 5 mg TabeTky ca MpeAcTaBeHu B.

Bimctepu o1 PVC/PVAC/anymMuaHeBo (OJTHO, MOCTABEH B KAPTOHEHA KYTHA € NEYATHH CHMBOJIH.
Beska kyTus cbIbprka 30 TabneTky.

Busop 10 mg Tabnerku ca NpeacTaBeHH B!

Brxctepu ot PVC/PVdAC/anymurueso (Go/HO, MOCTABEH B KAPTOHEHA KYTH C MEUATHH CHMBOIIH.

Bcsxa kyTHa cbaspka 30 Tabnetk.

6.6 CnenaanHn NpeINa3’HA MepKH NPH HIXBbPJIAHE H pabora

HsaMa cnenHaJHH H3HCKBAHHA.

7. MPHUTEJATEJ HA PASPEINIEHHETO 3A YIIOTPEBA

Uaiikadapma BucokoxauecTenute Jlekaperea” AJl
Syn.” I'.M.Aumurpos”Nel

rp. Codus 1172, bearapus

Ten.: 02/ 962 54 54

daxc.: 02/ 960 37 03

e-mail: info@tchaikapharma.com

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA

Per.Ne 20100323

Per.Ne 20100324

9. JATA HA ITBPBO PA3ZPEIIIABAHE/MIOTHOBSBAHE HA PA3ZPEHIEBHETO 3A
YIIOTPEBA

Jlata Ha mepBO paspelueHue 3a ynoTpeba: 18.05.2010

Jlata Ha nocefHo NOAHOBABAHE: 08.05.2015

10. JTATA HA AKTYAJM3AIIAS HA TEKCTA

11/2020




