KPATKA XAPAKTEPHCTHKA HA IPOAYKTA
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Bs3onponon Maitnad 5 mg dumoipasn TabieTku P 0 R _-
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Bisoprolol Mylan 5 mg film-coated tablets . ;P aspelusarue e gé/ ‘. :; .....

Bisoprolol Mylan 10 mg film-coated tablets g osperse b . 2 5 _m mm
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2, KAYECTBEHH KOJIHYECTBEH CBCTAB

Beska tabnetka cuappxka S mg Gusonpononos dymapar (bisoprolol fumarate).
Bcaka tabnetka ceaspxa 10 mg 6nzonpononos ¢ymapar (bisoprolol fumarate).

OMOMNIHH BEUIECTRA C H3BECTHO JSHCTBHE
Bcska tabnetka OT 5 mg ChABPKA:
0,069 mg TapTpasus (tartrazine) (E102)
30 mg naxrosa 6e3sonna (lactose anhydrous)
Bcska tabaerka or 10 mg coabpxa;
0,042 mg opam:xeso KuaTO (sunset yellow) (E110)
30 mg nakro3a 6essoana (lactose anhydrous).

3a MR CRHCHK Ha MOMOINHITE BEINECTBa, BHKTE TodKa 6.1.

3. JEKAPCTBEHA ®OPMA

OunMipana TabdneTka.

Buzonponon Maiinan 5 mg ¢unMepann Ttabnerkm ca 6neno XbLATH, OBaHM, ABOHHO H3ITBKHANH
unmupain TabneTky, ¢ aenuTenta Mg, Or eqnara cTpaHa Ha Tabmetkure nMa Hagmuc “ BL” u “4”
OT ABeTe CTpaHH na Aenurenuara maHua, Ha ofpaTthHara ctpaHa uMa Hanmac "M

Buzonponon Maiinan 10 mg dunmmupand TabneTku ca 6nefo 10 CBETNO OPAHKEBH, OBAMHM, ABOHHO
H3mBksany GUiIMHpany TableTky, ¢ AerMTeNnHa nuHud. Ot eJHaTa CTpaHa Ha TabneTKuTe HMa HaJmue

BL” 1 “6” oT aBeTe CcTpanH Ha JAenMTendara iunud, Ha oOpatHara crpaHa UMa Haamdc “"M”,

TabneTkuTe MOXe [a Ce ASIAT Ha JBE PaBHH RO3H.

4. KIHHAYHH TAHHH

4.1 TepaneBTHUHH NOKAZAHAA

Jleyenue Ha apTepUanHa XUITCPTORMA.

Jleyeune Ha XpOHIYHA HCXeMHAMHA OONECT Ha CHPLIETO (AHTHHA IEKTOPHC).

4.2 Jo3HpoBKAa H HAYHH HA NMPUJIOKCHHE

Jo3upoBKa

Buvspacmniu




Jevenue na xunepmonus u XpoHutHa ucxemudna borecm Ha cupyemo

Ho3upoBkara Tpabea ga Obae MHAMBHAyanwsupana. IIpenopwuBaHarTa HadamHa 2033 € 5 mg JHEBHO.
OOukHOBenO A03aTa € 10 mg BeAHBXK AHEBHO, a MPENOpBhYBaHa MakCHManHa fo3a e 20 mg THEBHO.

ITayuenmu ¢ yepedena dhynxyus na 6vOpeyume uin Ha veprus Opob

[Tpn nauenTH ¢ yepexaase Ha Gs6penuTe B TexKa crereH (KpeaTHHAHOB KMpBHC < 20 mi/min) n npy
NANVMEeHTH ¢ YBpeXIate Ha QyHKIHWTE Ha YepHud Ipo0 B TEXKA CTeneH Ao3ara He TpaOsa Ja Haasyiuasa 10
mg BeJHb K JHEBHO. TasH QO3HPOBKA €BEHTYATHO MOKE A4 CE Pa3fe/v Ha J1Ba nIpHeMa.

Cmapuecka 6v3pacm
OGHKHOBEHO He Ce Hajnara MpoMAHa Ha fo3upoBKara. [Ipenopbusa ce 3anovsaHe Ha IEYSHAETO /1A € C Hal-
HHCKATa BE3MOX(HA J03a.

Heauampuuna nonynayus
HsaMa gaHnm.

{Ipeycmanoensarne Ha neverue
Jleuenuero He TpaGBa ma ce compa psasko (wxTe Touka 4.4). JlosupoBkaTta TpaOBa Aa ce HaMansgsa
[IOCTENEHHO HAITOIIOBYHA Npe3 MHTEPBAJ OT €Ha CSAMMLA.

Hauuu Ha npunoxeHue
3a nepopanHo NPHIOKEHKE.

Busonponon Maiinan Tpabea fa ce B3eMa CyTpHH ¢ wid 6e3 xpaHa. Tabnerkure Tpabra 1a ce I'BATAT C
NOCTATBIHO KOMMYECTBO TEHHOCT H He TpAGBa fa ce AbBYAn.

4.3 IlpoTuBonoxazanus

bmonponon Maliian e MpOTHBOIIOKA3AH MPH HALHEHTH C!

&  CBPBXYYBCTBUTEJHOCT KbM AKTHBHOTO BELIECTBO MIM KbM HAKOS OT IOMOIIHHTE BEINECTRA,

u306poesy B TouKa 6.1. |
® OCTpa ChpACUHa HeJOCTaTHYHOCT WH N0 BpeMe Ha JEKOMIEHCAIWA Ha ChpJIeYHA HeJOCTATHYHOCT,

H3HCKBaIlli MHTPABEHO3HO JIEYEHHE ¢ HHOTPOIHM JIeKapCTRa
KapJWOTeHEH 10K
AV OJIOK OT BTOpA WU TPETA CTENEH
CHHAPOM Ha (ONHNA CHHYCOB BL3€eM
CHHOATpHANEH 610K
CHMITTOMAaTH4YHA Opaanxapavs
CUMIITOMATHYHA XHIIOTOHUS
TeKKa OpoHXHaHa acTMa
TeXKA CTENeH Ha MepHPEPHO apTepHATHO OKTY3UBHO 3afonsBane IWIH Texka GhopMa Ha CHRAPOM
Ha Pelino
HeNEeKYBaH eoXpOMOLIMTOM (BIDKTE To4KA 4.4).
e MeTabONUTHA auMA03a

44 CnendajJHH NpexynpexieHud H NpeInaina MepKH NPH ynotpeda

CrnennajHu NpexyapexaeHn:

OcBeH ako He € CTPUKTHO MOKa3aHo, eYeHKeTo ¢ Gu3onponon He TpsOBa Aa ce IeRN: INRRANHO,
ocoBeHO NPH MAIHEHTH ¢ HCXeMUUHa 00JIECT Ha CHPLETO, ThH KaT0 TOBA MOXE/% - -
BNOIMAaBaHE HA ChPJeuHoTo 3abonsBane (BrkTe TOUYKE 4.2).




Tabnerkure ceappkaT Oe3BoAHAa Jakrosa. [lauHeHTH ¢ peikH HacHCACTBEHH HApyUIeHHA, KaTo
ramakTozemMus, Jlan-nakTasHa HEIOCTATHUHOCT MM TIIOKO30-ralakTo3Ha Marabcopbumsa He Tpadea aa
[IPUEMAT TO3H JICKAPCTBEH MTPOAYKT.

TabneTkute ot 5 mg chaepxar Taprpazut (E102}), xoiTo Moxe Ja NPUYHHH aICPIUTHH PEaKIiH.

Tabnerkure ot 10 mg cuabpkatr oparkeso xbeaT0 (E110), xoeTo MOXKE 213 NPHIHHRI aJIEPTHYHH PEaKIUM.

Ilpenna3in MEepKH:
buzonponon TpabBa aa ce npunara ¢ BHUMaHWE MPH NAIMEHTH ¢ XMNEPTOHMA WIH AHIMHA MEKTOPUC NPH

CBITBTCTBALLA CHPAEYHA HEJOCTATHMHOCT (JIeYeHHETO Ha CTabHNHA ChpAEUHA HEOCTATRYHOCT ¢ OH30MIPOION
TpaOBa Jia Ce 3aMmoYBa ¢ CneLHanHa THTpHpaiua ¢ala [3a nogpoduoctn BivkTe KXI1 3a Ousonponon, nokasar
3a JICYEHHETO Ha CTa0HIHA CBp/ISYHA HEZOCTATHYHOCT]).

busortponos 1pabsa fa ce npriara ¢ BHUMaHUE NPH NAaHERTH C:

¢ Bponxocnazsm (GpoHxHaiHa acTMa, OOCTPYKTHBHH 33a00/IABAHUA HA AMXATENHNUTE ITETHILA)

e naxapeH muaber, ¢ romemd QUIyKTyallu B CTOHHOCTHTE HA 3aXap B KpBBT4, CHMIITTOMHM Ha
XUNOTTMKEMHs (Hanp. TaXHKapaus, ChpucOueHe, IMOTABAHE ) MOXKE J1a C& MAcKHpar.

® CTPUKTHA JHeTA

* [0 BpeMe Ha JeceHcubumsHpaina Tepanyd. TTogoGHO Ha BCHYKH ApYyrH Gera-Gnoxepu, 6u3omponon
MOMKE Ja MTOBHIIM, KAKTO YyBCTBHTEHOCTTA KBM QISPreHH, Taka M TEXECTTa Ha aHaHIaKTHIHHTE
peaxiEd. JledeHueTo ¢ aapeHaMH He BHHATH MOJKE [a JlaJie OYaKBaHHs TEPACBTHYEH Pe3yITar.

e AV 6nok oT MEpEa CTENCH

e adruvHa Ha [ IpuHipMeTan

¢ nepudepHO aprepHaNHO OKTY3MBHO 3abongpaHe. Moxe nga ce HaOmojaBa 3acHIBaHE Ha
OILTAKBAHHMATA, OCOOCHO B HAYAIOTO HA JICUSHHETO

e 00lIa aHeCTe3Ms.

[TareHTH ¢ ICOPHA3HC HIH aHAMHE3A 32 NICoprasyc TpAOBa Aa npueMar Oera-Onokepu (Hanp. O3onponon)
clie]l BRUMATEIHA OLIEHKA Ha IIOJI3aTa M PUCKA.

CumMITrOMHTe Ha TUPEOTOKCHKO3a MOKE 14 CE MAaCKHPAT IpH JieueHHe ¢ OH30IIpoIoN.
I[Tpu nauuenty ¢ deoxpoMonuroM GHzomponon TpadBa Ja ce punara cieq angpa-penenTopHa 6mokaza.

[Mpr nanyeHTH, NOANSKAIH Ha o0IIA aHeCTe3Wsd IO BpeMe Ha BBBOKIAHETO M HHTYOalMATa M
NOCTONEPAaTHBHEA Tiepron, Oera-0nokajata Hamandpa YeCcTOTaTa Ha apUTMHH H MHOKApIHA HCXEMHS.
[MpenopsuBa ce, NoqABpKallara Geta-610Kkajga Aa NPOABDKU EPHOIIEPAaTHBRO. AHECTE3HONOIBT TpsidBa
na Opgie 1obpe 3armo3gar ¢ Oera-Onokaaara, nopagy Bb3MOXKHOCTTA 32 B3aMOACHCTBHE C APYTH JIEKapcTBa,
BOJELIC 10 OpanuapuTMis, o1cia0pade Ha pedekTopHATA TaXMKapUs H HamMansaBaHe Ha peduiekTopHaTa
cnocoOHOCT 33 KOMIIEHCAIlNA Ha KpbBo3arydara. AKO BBIIPEKH BCHYKO €€ Hajlara IpeyCTaHOBABAHE HA
JeueHHeTo ¢ Gera-Onokep mMpead XHpYpruYHa HHTEpPBEHLMSA, TOBAa TpsAOBa Ja CTaBa MOCTENEHHO H Ja
NpUKIOYH 48 yaca ripeay aHeCTe3HATA.

Bonpekn, 4Ye kapamocenekTHBHHTe (Oera;) Oera-OmokepH MoOXKe Aa HMarT no-cilad eQexT BbpXy
pyukmuaTa Ha Gemate ApoboBe, OTKOJIKOTO HeceleKTHBHUTE OeTa-010KEpH, KAKTO ¥ MPH BCHYKH OeTa-
OnoxepH, Te TpadBa fa ce M30ArBaT NpM HalHeHTH ¢ OOCTPYKTUBHH 3a00ONsBaHus Ha NMXATECITHHTE
NBTHILA, OCBEH aKo He ¢a HAMHIE HAMMKUTENHM KIMHHYHKE TPHYHMHH 33 TAXHaTa ynorpedba. Koraro
CHIECTBYBAT TAaKMBa TIPHUMHHW, OU30MPONOA MOXKe Na Ce HM3M0N3Ba ¢ MOBHUICHO BHUMaHHe. Ilpw
NanMeHTH ¢ OOCTPYKTUBHH 3a00JIgBaHKs HA AUXATENHHTE [IBTHLIA, NeYeHUeTo ¢ On3omponon Tpabsa ja
3aN0yYHE ¢ Hali-HHCKaTa BB3MOXHA J03a W MauueHTHTe TpAOBa Aa GbaarT BHRMATE/HO HAOMOAABAHM 3a
HOBM CHMMITTOMH (Hanmpumep 3aiyX, ymopa, kauumna). [Ipenoprsusa ce eqHOBpEME] T -
OpOHXOAHIATHPAILO feYeHHe NIPH CHMIITOMATHYHU NAMEHTH ¢ OPOHXHATHA acTy A
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obcTpykTiBHO OenompoOHo 3abomaBane. [loHAxkora, nNpW MaUMEHTH ¢ acIMa MOXE /A C€ MPOABH
MOBHIIABAHE Ha PE3UCTEHTHOCTTA HA AVXATENHUTE ITETHINA, 3aTOBA MOXE /ia C€ HANOXK YBEIHIABAHE Ha
I03aTa Ha OeTa;-CTUMYJIAaHTHTE.

4.5 B3aumogelicTBHSA ¢ APYTH JeKapCTBeHH NPOAYKTH H IpYrH GOpMH HA B3aHMOAeHCTBHE

KoMOHHAUWK, KGHTO HE C¢ NPENnoPLYBAT:

KanieBH aHTaroHNCTH OT FPYMaTa HAa Bepamamii M .B [10-MalKa CTENEeH o7 IPynara Ha
AwiTHaseM: HerarusHo BIMAHKME Ha KOHTPAKTUIHOCTTA H ATPHO-BEHTPHKY/1apHaTa POBOAHMOCT.
MHTpaBeHO3HOTO NPHIOKEHHE Ha BEpanaMui MpH MAUACHTH, JIEKYBaHU ¢ Oera-Oyokepu, Moxe
Aa AOBEeRE A0 TEKKa XHNOTEH3UA ¥ aTPUOBCHTPHKYJIapeH O10K.

Llentpanuo fgelictpallli aHTHXHNEPTEH3UBHM NPOAYKTH (Hanp. KIOHHWAMH, METHJLAOMNA,
MOKCOHHJHMH, punMeHnguH): EnHospeMennara ynotpeba HA aHTHXWNEPTEHIHBHH JIeKapcTBa C
HEHTpATHO AelicTBHE MOXE JAa JAOBede N0 MO-HATATHIIHO HamansBaHe Ha LECHTPanHH:
CHMITATHKOB TOHYC (H MOXe Za IpHYHHH HamalsBaHe Ha ChpJleyHara YeCTOTa H KalalHTeT H Ko
Ba3oaMnaTanys). BHezanHoTO MpexparaBaHe Ha JISYEHHETO MOXKE A YBEJIMYH pHCKa ot ~’rebound

hypertension™.

KoMOHHBamum, KOHTO TpAGBa Ja c¢ HIMOI3BAT ¢ BHHMAHHE!

Knac 1 anTHapuT™HuHM JeKapcTBa (HAmp. XWHWAWH, AH30NMHpamMHJ, IHIAOKaHH, (EHHTOMH,
¢nexaunng, nponadeHor): EQekTET BEPXY BPEMETO Ha ATPHO-BEHTPUKYNAapHATA NPOBOAUMOCT
MOXe Aia ¢ce MOTEHIHpPa B A4 ¢€ MOBHLIA OTPHUATETHUS HHOTPOIIEH edeKT.

KanmmeBd aHTAarOHHCTH OT HMXHAPONMPHIHHOB THN (Hanp. HUQEIWNHH, (EAOMUMIHH H
AMJIQ UITHH )

ExnoBpeMenHara ynotpeba Moxe Ja yBeJIMYH PHCKA OT XMITOTEH3HA, KaKTO M He MOXe Jia ce
M3KJIIOYH YBEIHIABAHE Ha PHCKA OT JOITHIHATENHO BJIOIIABAHE Ha BEHTPUKYIAPHATA (OYHKIHS,
NIPH TTAIMERTH ChC CHPACYHA HEAOCTATHYHOCT.

Knac Il anTHApMTMHYHH NekapcTBa (Hamp. amuofiapoH): EdexkTeT BBPXY BpeMeTo Ha aTpoo-
BEHTPUKYNApHATA NPOBOAMMOCT MOKE Ja c€ MOTeHLHpA.

Beta-6/10KepH 3a JOKANHO MPHIGKeHHE (HAIp. KalKH 33 O4H 33 JISYERHE Ha ImayKoMa) MoxXe Aa
JACUIIAT CMCTeMHuA edekT Ha OM30MpOoNoN.

[TapacuMnaTHKOMUMETHYHM NeKapcTea: ExHoBpeMeHHaTa ynortpeba Moxke Ja yBenHdH anHO-
BEHTPHKYJIApHATa MPOBOAMMOCT, KaKTO M pUCKa oT OpaauKapAH4.

HHcyndH M mepopallHd aHTHAMabeTHH JekapcTa: 3acuiBaHe Ha eekTa Ha HaManABaHe Ha
3aXapTa B KPbBTa. bAokupaHeTo Ha OeTa-aapeHOPEUENTOPHTE MOXKe J1a MACKHpa CHMIITOMHTE Ha
XHIOTJIMKEMHSI.

Anecrernii: Hamandapane Ha pedexkTOpHATa TaxXWKapAHA M INOBHIIaBaHe Ha pHUCKa OT
XHIIOTOHHA (34 JOITBJHUTENHA HHGOpMalHA 3a 001lia aHECTe3HA BIDKTE CHING TouKa 4.4).
JIMrHTanMcOBH MIIOKO3NAH: YBeNMUapaHe Ha BpeMeTO Ha aTPHO-BEHTPHKYIapHaTa MPOBOAUMOCT,
C K0eTo ce 3a0aBd chpAe4HHA PHTEM.

HecTeponIHM IPOTHBOBE3NATATENHH NekapcTBeHH mpoaykTd (HCTIBJITT): Te moxe Aa Hamanar
XMNIOTEH3HBHUAA ¢ekT Ha OH30MpPONoL.

Bera-cHMIaTHKOMUAMETHIM (Hallp. H3ompeHamaH, pobyramuH); KomOuHaumaTa ¢ OHM30IIPONON
MOXXE A1a HaMald e(eKkTa H Ha ABaTa IPoAyKTa.

CuMnaTHKOMHMETHLM, AaKTHBMpaum KakTo Oera-, Taka ® anda-penentopure (Hamp.
HOpaJpeHalMK, aapeHamaH): KomOuHaumara ¢ Ousonponon MoXe Ja He HOpPHKpHE
BA3OKOHCTPHKIMATA, TNpeAU3BHKaHA oT anda-aapeHopelenToOpHHA e(eKT Ha Te3u NEeKapcTsa,
KOSTO BOZM JO NOBHINABaHE Ha KPBHBHOTO HAMATAHE M IOKAYBaHe HA MEXXAHHHATA LIMPKYAaluA.
IIpuema ce, 9e TakoBa B3aMMOAeiiCTBHE € XapaKTepHO TO-CKOpO 3a HeceseKTHBHHTE Oera-

Onokepu.
Cuvmamnkomumetiim: KomOuHaumsita ¢ OM3omposion MoXe Aa Hamaln efexTHre H Ha JBere
nexapcTBa. Moxke [a ca He0OXOAHMHE II0-BUCOKHM 03U Ha eNMUHepHH NpH Jeye aJleprHYHH
PeaKi(iH.




s EaHoBpemenHara ymoTpeba ¢ aHTHXMIIEPTEH3UBHM NPOAYKTH, KaKTO H ¢ JIPYTH JIeKapcTBa, KOHTO
HMaT MOTEHUHAN 32 HAMANABAHE HA KPHBHOTO Handrase (Hanp. TPUUMKIMYHH aHTHICTIPECAHTH,
OapOuTypaTn, GeHOTHAZHHN), MOXKE Ja YBEJIMYH PHUCKA OT XHIIOTOHHA.

Kombuaanun, kouTo TpadBa Aa ce 0OMHCIAT:
¢ MednokuH: NOBHILEH PUCK OT OpasKapIuA.
o MAOQO-uaxubHuTOpH (¢ H3KWIOYeHUE Ha MAO-B uaxubutopH). YBEIMYaBaHe Ha XHIIOTEH3HBHIA
edexT Ha HeTa-0JIOKEPHTE, HO CHIND PHCKA 32 XMIICPTCH3HBHA KPH3a.

4.6 DepTuanTeT, 6peMeHHOCT H KbPMEHE

bpeMeHHOCT

Busonponon uMa $GapMakonoTHYHH eheKTH, KONTO MOXe Ja Mpefd3BHKaT YBpeKAal epeKTd BhpXy
OpeMeHHOCTTa W/umu [oga/HoBopoacHoto. [lo mpunHmun OGerta-ajpeHopenentopHuTe  Oroxepy
HaMaJMBAT MAaueHTapHaTa repdy3ud, KOATO ce CBBpP3Ba ¢be 3a0arsHe Ha pacTexa, BhTPEeMAaTOuYHA CMBPT
HIH [pexiaeBpeMeHHo paxaaHe. Hexenanure nekapcTBeHW peakKUHMH (Hanp. XHIOT/IMKEMHA H
OpaauKapams) MOKE Ja ce MPOABAT MpPH MAOAA ¥ HOBOPOAEHOTO. AKO € HeoDX0AHMO JIedeHHe ¢ OeTa-
aAPEHOPEIENTOPHH GIOKEepH, 32 IPeATIoYHTaHe ca OerTa; -CeIeKTHBHUTE aiPEHOPELIENTOPHH OJIOKEpH.

busonponon He ce mpenopbyBa Aa €& U3MON3Ba MO0 BpeME Ha OpeMEHHOCT, OCBEH aK0O HE € M3PHYHO
NoKa3aHo. AKO JiedeHHeTo ¢ OM30MpOJIoN ce CYHTa 3a HeoOXO0aMMO, NpEnoppYBa ce Ja Habmoaara
MaTOYHO-TLIALEHTApDHOTO KPBBOCHa0AABaHe H pacre)ka Ha mnoza. B cioyuadl na yepexgai edextd
BBPXY OpeMeHHOCTTa HIIH L1043, IPEeNophYBa ce 4a ce oOMICcIy anTepHAaTHBHO JeyeHne. HoBopoaeHuTe
TpaOBa na ce Habmozasar cTPHKTHO. 110 MpUHIMD CHMIITOMH Ha XMIOIIMKEMHs H OpamMxapiHsa ce
OYAKRAaT Ipe3 ITEPBUTE TPU NHH.

KspMmene

HaMa panHM jpam GH30TpoNion CE €KCKpeTHpa B KbpMara NpH YOBEK, WM 3a 0€30I1acHOCTTa Ha
O6mzonponon nmpu kbpmadera. [lopaau ToBa, He ce mpemopb4YBa KbPMEHE MO BpeMe HA JICYCHHME C
OH20MIPOJION.

4.7 EdexTH BHPXY cI0cOOHOCTTA 32 WIodHpane v padoTa ¢ MAIIMHH

[Mpu XMMHWYHO MpOYYBaHE ¢ NALMEHTH C HMcXeMHuHa GonecT Ha CHPLIETO OH30MPOJNION HE BMAOIIABA
cnocobHOCTTa 33 modupaHe. BeIpexky ToBa, mopagd HMHIMBHAYAINHHTE Pa3/IM4YHA B PEAKIHHTE KBM
IeYEHHETO, CTIOCOOHOCTTA 3a mohuparHe 1 pabora ¢ ManmHH Mo¥ke Ja ce Hapymy. Tosa Tpabea na ce
MMa TIPeBU/L OCOOSHO NP 3ANOYBAHE Ha NEUCHUETO WK NpH NPOMsHa Ha JIEICHHETO, WK 1P ynotpeda
Ha aJIKOXOJ1.

48 Hexenanm JEeKAPCTBEHH PEAKITHH

Hexenanute nekapcTBeHM peakUHH ca IIOApEeAeHH CBIMIACHO cCiedHara KiacH(puxauus Ha 4ecToTa:
MHoro yectn (>1/10)

Yectau (>1/100 go <1/10)

Heuectu (>1/1 000 no <1/100)

Peakn (>1/10 000 mo <1/1 000)

Muoro peaxu (<1/10 000)

C HenspecrHa sectota (Hectorata He Moxke Ja 6blie onpeesieHa OT HATHYHHTE TaHHH).

HenxnaTpHyHH HAPYIRICHHS:
HeuecT: HapynieHHs Ha CbHA, JACIPECHS.
Peaxu: xomMapH, XamonHAL{HH.

Hapymienua Ha HEPBHATA CHCTEMa:




Yectu: 3aMaiiBaHe®, rnaBobome*.
Penxi: cHHKoII.

HapylieHHs HA OKOTO:
Penxy: HaManeHo chN300TAeNdHe (JIa ¢e HMa NMPeABIRI NPH NAUHEHTH, H3NOI3BALH KOHTAKTHH JIELLH).
MHoro peIxu: KOHIOHKTHBHT.

Hapyumierus ua yxoTo H JabupHHTA:
Penxu: HapyweHHA Ha ClIyXa.

CrpaeuHd HAPYHIEHHA:
He yecT: HapyiueHHs B AV-TIpOBOUMOCTTA, BJIOHIABAHE HA CBUIECTBYBAINA ChpACYHA HEAOCTATBYHOCT,

Gpagukapmus.

Cua0BH HApPYIDEHHS:

Yectn: yceniaHe 3a CTy/] WiIH K3TPBIIBAHE HA KpaHHWLHTE, XUNOTOHUA, OCOOCHO IIPH MalHEHTH CbC
CBpJICYHA HEROCTATHEYHOCT

HedecTH: OpTOCTATHYHA XHITOTOHHA

PecnnnpaTopuM, IPBAHN H MEAHACTHHANHH HAPYILICHNA:

HewecTs: 6pOHXOCHATBM IPH NAMEHTH ¢ OpOHXHAHA acTMa WIH aHaMHE3a 32 00CTPYKTUBHO
3a00JI9BaHEe HA UXATEIHHTE ITbTHILA.

Pepxn: aneprudeH pHHHT.

CToManmHo-9YpeBHN HAPYICHHA:
YecT: CTOMAIHO-YPEBHM OIINIaKBaHNA, KaTo rafieHe, NoBphilaHe, JiapHi, 3aleK.

XenaTo-0UNTHAPDHHE HAPYICHHSN:
Pefikit: XenaTur.

HapyluieHns1 Ka KOXaTa H MOAKOXKHATA THKAH:

Penxu: peakiMH HA CBPBXYYBCTBATENHOCT, KaTo ChpOerk, 3auepBaBane, 00puB.

MHoro peaxH: 0era-0okepATe MOXKe A3 TIPOBOKMPAT WK A BJIOLIAT MICOPHA3HC WIIH 12 MHAYLIMPAT
ncoprasic-noacoeH oOpHB, ANONeLHs.

HapyieHHsa HA MYCKYJO-CKEJIETHATA H ChEeHHHTERHA THKAH:
Heuectu: MycKkyaHa cnaboCcT, MyCKY/IHH CIIA3MH.

Hapyumiena Ha peNpOAYKTHBHATA CHCTEMA H rppaaTa:
Penky: HApYLUIEHNA HA TOTEHTHOCTTA.

OO0 HaApYIIeHMA H HAPYIMEHMS HA MSACTOTO HA NIPHIOKEHHE:
Yect: ymopa¥*.
Heuectu: acTeHus.

JlaGopaTOpHH H3CNEABAHHA:
PelKH: NOBAIIEHH CTOMHOCTH HA TPHIIHUEPHAH K Ha yepHoapoOHuTe exsumu (AJIAT, ACAT)

* Tean CHMIITOMH Ce NPOSBABAT OCOGEHO B HAYAJNOTO HA NeyeHHETO. Ilo-npHHIMI Te ca JIEKH W 4YeCTo
OT38Y4Yapar 3a 1 710 2 ceAMMIIN.

Crofmasatie Ha NOMO3UPAHU HEKENAHN peakiMy
Cpo0lnapaHeTo Ha MOJO3MPAHK HEXKENMAHH PEeakUMU CAEH pa3pellaBade 3a ynorpeda Ha

NpOAYKT € BaaHO. 10Ba MO3BONABA A NPOALMAM HAOMIOASHHETO Ha CHOTHOLIC
NeKapcTBEHUS MPOAYKT. OT MEAHLMHCKUTE CNELHATUCTH € M3UCKBA Ja CholLIaBy

RRADCTBCHHA




HeXKeMaHa peakiua d9pe3 HalMOHANHA CcHcreMa 3a cbhboOlaBaHe: M3smbaHuTEHATA AreHOUA Mo
nekapcTeara, yi. ,.,JaMan I'pyes” Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebceaiit: www.bda.bg.

4.9 Ilpeposupane

CumrrromMu

Haii-uecTute mpu3Hany, oYakBaHH IPH MpeAosupaHe c¢ OeTa-OlokepH ca OpaAuKapaAuA, XHINOTOHHA,
OpoHXocnasbMm, OCTpa CbpA€dHa HEAOCTATBYHOCT M XHIOrNMkeMMs. HMma OrpaHHyeH OIMT [IpH
npeao3HpaHe HA OU30IMpPOJNIO, ¢aMO HAKONKO ciaydas ca choOlieHM Ha npenosupade ¢ OGu30nponon
(MaxcumanHo 2000 mg). Orbensazanm ca OpanukapAus WHIH XHIOTOHWA. BCHYUKH ManHeHTH ca ce
BB3cTaHOBHIN. FIMa IIHpOKa HHTEPHHAMBHyATHA BApHAOUTHOCT B YYBCTBHTSIIHOCTTZ KbM €THOKPATHA
BHCOKA [03a OM30OpOJNION, KATO MALMEHTHTE ChC CBHpPJACYHA HENOCTATPYHOCT BEPOATHO Ca MHOIO
{YBCTBHTENHH.

Jleyenue
[To npHHIKI, aKO HACTHIM NpeRo3upaHe, NeuecHuero ¢ OH3onponon Tpadsa Aa ce NMpeKpaTH H ce
[pENopBYBa Aa C€ HA3HAYYN MOZIOMAralio ¥ CHMIITOMATHYHO JICUCHHE.

B3 ocHoBa Ha Ouaksauute dapmakonormany AelicTBIA ¥ NPENOPBHKUTE 32 Apyru Oera-Onokepu, koraro
€ KITMHWYHO OCHOBAHO, clicAHHTE 00IM MEepKH TpaOea Aa ce HMAT NMpeaABU;

bpamukapausa: VIHTpaBeHO3HO NPUIMKEHHE HA ATPOMMH. AKO pe3ylTarbT € He3aJOBOIUTENCH, MOXE
BHUMATENHO Ja C€ NPIIIOKH M30IPEeHANHH HIH APYT NPOAYKT ¢ MONOKHTENHO XPOHOTPOITHO ASHCTBUE.
ITpH cblMTe O6CTOATENCTBA TPAHCBEHO3EH NelicMeliKEp MOXKE BpeMEHHO Ja € He0OXO0IHM.

Xunotouus: TpabBa ka ce NpUIOKAT MHTPABCHO3HO pa3TBOPH M Basompecopd. OT monsa Moxe Jaa e
WHTPABEHO3HOTO IIPUIOKEHHE HA TTIHOKATOH.

AV Onox (BTopa u Tpera creneH): [Nauuenture TpsOBa BHHMATEIHO Aa C€ HaOMIOAaBaT H JIEKYBaT ¢
W30IPeHANNH UNY MHTPAaBEHO3HO NOCTABAHE HA CHPACUYEH NEHCMENKED.

OcTpo BlOIABAHE Ha CBbpJedyHA HEAOCTATHYHOCT: VIHTPABEHO3HO MpUIMKEHHE Ha JUHYPETHLH,
MHOTPOMNHH MPOAYKTH, Ba30AMIATATODH.

Bponxocnazem: [lpunoxensme Ha OpoHXoAMIaTMpauwo JIEYEHHe, KaTo M30npeHammH, Oerap-
CUMIIATHKOMHMETHYHN MPOAYKTH H/HIH aMUHOGUITHH,

Xunornukemus: HRTpaBeHO3HO MPHIOXKEHHE Ha DIIOKO34.

OrpaHHYeHH NAHHH HPEANONAraT, de GH30TIPOJION TPYAHO Ce OTCTPAHSBA Ypes JHAH3A.

5, G®APMAKOJOTHYHHA CBOHCTBA
5..1 dapMaKoNRAMHYHH CBOICTBA

dapMaxoTepaneBTHYHA rpyna: cenexruBen Gera-Onokep, ATC xox: CO7 ABO7.

MexaHi3bM Ha NCHCTBHE
bBuzonponon ¢ MoilieH, OeTa -CEREKTHREHR ANPEHOPELENTOPEH OJIOKMpaN] areHT, JHMILEH OT BBTPELIHA

CTHMYIIMpalla CHMIaTHKOMMMETHYHA AaKTHBHOCT M Oe3 CbOTBeTHa crafummsupama MeMOpaxHa
akTHBHOCT. Toif mpuTexana MHoro cnad aduHUTET KBM OeTax-pelieNITOpPUTE B IaJKaTa MyCKYIaTtypa Ha
OpOHXHTe H CBHAOBETE, KakTo H KbM (eTa-pelenTopHTe, CBBP3aHH ¢ MeTabonuTHATA perynamm 3Jartopa,




AHTHAHTHIO3¢H MeXaHH3bM: Upes Gnokanata Ha Oeta pelUENTOPUTE B CHPLUETO, OH30MPONOA NMOTHCKA
OTroBopa, KbM CHMIIATHKOBATA akTHBHOCT. ToBa MpeAM3BUKBA HaMalABaHe HA CBpJieYHATa 4ecToTa H
KOHTPAKTHAHKTET H 110 TO3H HAYWH HAMABA MUOKapAHATA KOHCYMAIHA Ha KHCIIOPO.

(dapmakoaunavMidHK edexTi

Busonponon ce U3N0N3BA 3a JiEUeHHE HA XUIIEPTOHHA M HCXeMH4YHa Oonect Ha ChpreTo. Kakto H npH
Apyrute 6eTa;-6roKHpalH areHTH METONBT Ha JEHCTBHE MPH XMIIEPTOHKA He e AceH. M3BecTHO e obaue,
ye OU0TIPOAOA HAMANARA 3HAYUTENHO AKTHBHOCTTA HA PEHUHA B IINA3MATA.

Brzonponon ceimo ce H3M0I3Ba 3a JIeueHHE Ha ChbpAEYHA HEIOCTATHYHOCT.

Cnej HHTEH3HBHOTO MPHIOXKEHHE NPH NAUMEHTH ¢ HCXeMM4HAa Oonect Ha CHpUETO Oe3 XpoHH4YHA
CHPISYHA HEAOCTATHHHOCT OM3OMpONON HAMANABA CHPASYHATA YeCTOTAa M yAapHusA o0eM M Mo TO3M
HaYMH NOHIDKABa CHPAEHHMS AeOHT M KHCNOpOAHOTO moTpebieHHe. Ilpy XPOHHYHO NPHIOKEHHE,
ITEPBOHAYANHO MOBHILICHATA nepudepHa pe3HCTEHTHOCT HAMAIABA.

3.2 @apMaKoKHHETHYHH CBOlicTBA

Pe3opOiysa |
Buszonposnos ce pesopOupa noyTi HAIMBAHO OT CTOMALIHO-YPEBHIS TPaKT.

3aeHO ¢ MHOIO MAITKHUAT edekT Ha “first pass” uma BUCOKAa OMOHANMYHOCT, NpHOIH3HTENHO 90%.

PasnpenencHue

CBBP3BAHETO ¢ IUIA3MEHHMTE MPOTEHHH Ha On3omponon e okoio 30%. O6eMbT HA pasnpeleieHHe € 3,5
lkg. ObmusT knupbHE € npubmazutenso 15 Vh.

[InazmeHuaT enMMHHAHOHEH TOMYKUBOT (0T 10-12 yaca) no3soiBa €pEeKTHBHOCT B NPOJBIKEHHE Ha
24 4aca, cnep efHOKpaTHa JHeBHa A03UpOBKa. |

buotpaxncdopMm
INeTpecet npouenTa ce MeraGonu3upa B 9epHNd Apob, ¢ oTaensHe Ha MeTabomTuTe upes opdpenure.

EnvMiHupane
Buszonponon ce enMMHHHApa OT Oprauy3Ma upes Jea mbTd, 50% ce MeraGonusnpa B YepHHS Apod Jo

HEAKTHBHHA MeTal0oNUTH, KOWTO Clen TOBA ce otaendt ypes Ondpenmre. Octananute 50 % ce oraenar
ype3 ypHHaTa B HenpoMeHeHa dopma. Teii kato B oTaensHeTo 6B0penyuTe U YepHHA Apod y4acTBarT B
e[JHAKBA CTENEH, HE Ce Halara KOpeKiyd Ha JIO3MPOBKATa IIPH MALWEHTH ¢ YBpeIcHa (PYHKIMS Ha YepHUA
apo6 nnu 6B6peyHa HEAOCTATLYHOCT.

EEY_I‘H CIICIHAMHH TMTOITYJIAl{WH

IIpn mauMeHTH ¢ XpOHHYHA ChplAeyHa HeaocTarbuHocT (I11-Ta cTenen no NYHA), koHIEHTpauHHTE HA
OU30LPONON B NAAIMATA CA MO-BUCOKH, A TIOAYKMBOTHT € YXABIDKEH, CPABHCHO CBC 314paBK NOOPOBOMM.
MakcuMaiHaTa paBHOBeCHa KOHLEHTpauua B Tna3Mmara € 64+21 ng/ml, npu axesHa no3a ot 10 mg, a
[IONYXKUBOTHT € 17435 h.

53 TIlpeaxnuuudHH JAHHH 32 GezonacHoCT

[IpeaxIHHIYHKNTE JAHHH HE MOKA3BAT 0C00eHA OMACHOCT 3a X0pa, Ha OCHOBA HA KOHBEHLMOHATHHUTE
H3CJIeIBaHKA 32 dapMakonoryyia §e3onacHocT, XPoHUYHa TOKCHMHOCT, FTEHOTOKCHIHOCT HITH
KaplUHWHOIEHHOCT, Bh3MOXKHA TOKCHIHOCT BEPXY PElpOAyKUHATA U PA3BHTHETO.

Kakto u apyrure 6era-Onoxepu, GH30mpONON NPpHYMHABA TOKCHUHOCT KakTo HA MAHWYHHUA OpPraHH3bBM
(HaMandBaHe Ha KOHCYMAIMATA Ha XpaHA U OHWKaBaHe Ha TeJIECHOTO TErNo) Taka H Ha eMOpHOHa/IuIoAa -
(noBuIIABaHE Ha pe3opOUMHTE, HAMAIIBAHE HA TEMVIOTO HA MOTOMCTBOTO, MOBJIMABAHE HA (PU3HULCKOTO
pasBUTHE) IPH BUCOKHU J03H, HO HE € TepaTOTeH.




6. PAPMAINEBTHYHHA JAHHHA
6.1 ChnHCBK Ha OMOIHHETE BEIECTBA

3a duMupanuTe TabneTKH OT 5 mg:
CrpueBnHa Ha TabJIeTKATA:
MHKpoOKpHCTAIHA LEMYI032

JlakTo32a be3sogua

Konoraen, Oe380eH cHIMIHEB HOKCHA
Marnesves cTeapar

Harpuer naypun cyndart

XKbnr xenezed okcun (E172)
Kpockapmeno3a HaTpuif

(yM Ha TabneTkara:
Tutaunos auokeuz (E171)
[Nomapexctpo3a FCC (E1200)
XumpoMenosa (E464)
Makporon

Taprpasun (E102)

HUnmuro xapmus (E132)

3a chunmuparnume madnemxu om 10 mg:
CupueBHHA Ha TabneTKarTa:
MUKpOKPUCTATHA LTy 032

JlakTo3a 6e3BoHA

KononaeH, 6e3Bo/ieH CHIIHLIHER JHOKCH
MarHesuee creapar

Harpues naypun cyndar

Yepren xenesex okeug (E172)
KpockapmMesnosa HaTpHit

PDunm Ha Tabnerkata:
Turanoe guokcun (E171)
IMomupexctposa FCC (E1200)
Xunpomenosa (E464)
Makporon

Xnort sxenesen oxcup (E172)
Opamskero-x6ato (E110)

6.2 HecsBMecTHMOCTH
Henpuaoxaumo.

6.3 Cpok Ha roaHocr

bmactepu: 21 Mecena
bymiixu: 24 Meceua

64 Cneumaanu ycnoBHS HA ChXpaHeHHE

bmactepH: [a ce ebxpanaBa npH Temaepatypa nox 30°C. fa ce chXpaHABa B OpHTHHANHATA ONAKOBKA, 32
Jia ce npeArnasy oT Biara.

10




byrunku: [a ce chxpansBa npu teMnepatypa rnoa 30°C. Jla ce cexpaHsBa B OPUIHHAIHATA ONMAKOBK4A, 32
Jla ce npeamnass oT Bnara. Jla ce manonsea A0 100 guu cnesi MbpBOTO oTBapsAHE Ha OyTHiIKaTa.Chex BCsKa
ynoTpeba OyTikara fia ce 3arBaps Joope.

6.5 Buau cLIbpxKAHHE HA OIIAKOBKATA

Brmctep ot PVC/Al (chcTaBeH oT Gesiperto, npospayno PVC ¢onuo ¢ rpp6 or anymuHHeBe (oMo ©
ropelo HAHECSHO NAaKOBO TMOKPHTHE) B KAPTOHEHA ONakoBKa Chabpxaiia 14, 28, 30, 50, 56, 60, 84, 98,
100 1 500 ¢unvmpann TabneTKH.

Byrunka ot 61 HDPE ¢ Henpo3padHa kanadka OT MNOJHIPOJIMIEH B KapTOHEHA OMMakoBKa ChAbpXKalla
14, 28, 30, 50, 56, 60, 84, 98, 100 u 500 Junmpanu TabneTKH.

B 6yTwikara uMa cymmten B nakerse oT HDPE, coappikarl] CHIKaren M akTHBEH BLIJICH.

He BcHYKM BHIOBE ONAKOBKM MOKe Na OBIAT ITyCHATH B IpoJaxba

6.6 CrenpajJHH npeanasHa MepKH [PH H3XBLPISIHE

Hen3nons3sano KOAMYECTBO OT JIEKAPCTBOTO HITH OCTATHIM OT HEro TpAOBa Ja ce YHMILOXKABAT ChITIacHO
HalHOHANHHTE H3UCKBAHHA.

7. IIPUTEXATE HA PASPEHIEHHETO 3A YIIOTPEBA

Mylan Ireland Limited,

Unit 35/36 Grange Parade, Baldoyle Industrial state,

Dublin 13, Hpnasmus

8. HOMEP(A) HA PAJPEIIEHHETO 3A YIIOTPEBA

Busonponon Maiinan 5 mg ¢punmupanu Tabnetxu: 20100833
buzonponon Maiinan 10 mg ¢unmMupanu rabnerxu: 20100834

9. JATA HA IBPBO PA3IPEIIABAHEMIOMHOBABAHE HA PA3PEHIEHHETO 3A
YIIOTPEBA

Hara Ha mepBo paspewasade: 16 gexkemepu 2010,
HMara Ha nocnenHo noxHopsease: 19 geppyapu 2016 1.

10. JATA HA AKTYAJIMFUPAHE HA TEKCTA

07/2018
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