KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHHSA ITPOAYKT

USBBHUTE] ¢ ol
oAb el T o o
- 5 mg film-coated tablets BB, 16 a/o/_{o.,/\p // ol
Buzoned 10 mg unmupanu TadneTku Paspeaweie Ne
Bisolen 10 mg film-coated tablets BG/MA/MP - 6‘_{375»(79\7/ 30 -06- 1023
OgodpeHue Ne ..., AT s ersvs i smins)

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Beska ¢punmupana tabnerka buzonex 5 mg ceabpika 5 mg 6usonposnonios gpymapar (bisoprolol
Jfumarate). Besika dunmupaia tabnerka busonen 10 mg coanpika 10 mg 6uzonpononos gymapar

(bisoprolol fumarate).

3a MBJIHMAA CIIHCHK Ha MOMOLLHKWTE BELLECTBA BYDKTE TOUKA 6.1,

3. JEKAPCTREHA ®OPMA
®unmupaHa Tabnerka

buzoneH 5 mg QUAMHPAaHH TabNeTKH: CBETIIO XKbBITH, KPBIid GUIMHpaHH TAaONETKH ¢ 1O ABE
KPBCTOCAHM ACJMTE/IHH YEPTH OT BETE CTPAHH.

Buzonen 10 mg gunmupany TadaeTkH: cBeTIo opainkesH, KpLIH GuaMupalid TableTkH ¢ no ase
KPBCTOCAHH JEUTETHH YEPTH OT JABETE CTPAHH.

Tabnerkara moxxe fa 6bae pazfeneHa Ha 4 paBHH N03H.

4. KJIMHWYHU JAHHHA
4.1 TepaneBTHYHH NOKA3ZAHHSA

JleueHue Ha apTepHanHa XHUNEPTOHUS

JleueHue Ha ucxeMu4Ha GONECT Ha CHPLIETO (AHTHHA MEKTOPHC)

JleyeHue Ha cTabuiIHa XpOHUYHA ChpAE€YHA HEAOCTATHYHOCT C HaMaJleHa CUCTOJIHYHA
JeBoKamepHa QyHKLMs, kaTo gonbiHeHHe kbM ACE HHXUOUTOPH U TUYpeTHLH W/UITH
CbPACUHH [JIMKO3UIH (32 JOMBIHUTENHA HHDOPMAaLKs, BIXKTE Touka 5.1)

4.2 Jlo3MPORKA H HAYHH HA NIPH/IOKEHHE

ﬂosnposxa

[puHuunHO, neyeHneTo TPAOBA 1a 3aMoYHe C HUCKH 1034, KOMTO 0aBHO M1a ce yBennyasar. Bo
BCHUKH CJTy4aH Ao3aTa TpaOBa Ja ce ajanTypa MHAMBUAYAIHO, CIIOPEN YeCTOoTaTa Ha IyJica U
TEPATIERTHYHUA YCIEX,

Apmepuanna xunepmonus u HcxeMunHa 00Recm Hd Chpemo (AH2UHA REKMOPUC)
ITpenopruuTennara go3a € 5 mg 6U30MPoNOaOB PymMapaT BeHBK AHEBHO. AKO € He
Jo3ata MoXe Ja ce yBeludH Ha 10 mg 6uzomnpononor Gymapar BeAHBK JAHEBHO.

MakcuManHarta npernopbuMTenta 1o3a € 20 mg duzonpononos Gymapar BegHbK
Ho3ara Tps6Ba aa ce afanTvpa HHAMBUAYAJIHO CHOPe YeCTOTaTa Ha MyJica U Tep

Cmabuina XpoHuyrda, YVMEepera 00 mMeNekd ChPOeytda HedoCcmambyiocn




Korato ce 3anouea jieyeHue ¢ 6usonpoion, nauyueHTure Tpsdea qa ca ctabunuszupanu (6e3 nposBu Ha
OCTpa HEIOCTATHLYHOCT).

Hpenopqua CC JICKyBallIMAT JICKAp Aa HMa CbOTBETHHA OMNUT B JICYHCHUETO HA XPOHWUYHA ChpACYHA
HEAOCTATBYHOCT.

JleyeHneTo Ha cTabMIHA XPOHHUYHA ChPAEHHA HeJOCTATHYHOCT C GU30MPOIIOIN H3UCKBA THTPALIMOHHA
thaza.

[IpenopburTenHarTa HayanHa Ao3a-e-1,25 mg BeqHbK AHEBHO. B 3aBHCMMOCT OT WHAMBUAYAIHATA - - —
NOHOCHMOCT, [03aTa ce yBenuuasa Ha 2,5 mg, 3,75 mg, 5 mg, 7,5 mg u 10 mg BeAHBK IHEBHO Npe3
MHTEPBAI OT 2 WJIM MOBeYe ceAMULH. AKO YBeJMUYeHAaTa 1032 He ce MOoHacs A00pe, JIEYEHUETO MOXKE

J1a NPOBJIKHM C MO-HUCKA 103a.

Makcumannara npenopbunTenya go3a ¢ 10 mg Gu30mpononos Gpymapar BeAHBK AHEBHO.

Ilo Bpeme Ha TUTpaLMOHHAaTa ¢a3a ce mpenopbyBa NPOCeAIBaHE Ha )XU3HEHUTE [TOKA3aTENH
(cbpaeyeH puTEM, KPEBHO HAJIITaHe), KAKTO H 3a MOSBA HAa CUMITOMM HA BJIOIIABAHE HA ChPACYHATA
HEAOCTATBUHOCT.

AKO MaKCHMAJTHO MTPCTIOpbYBaHATa 1032 HE CE MOHACH AODpE, JIEYeHHETO MOXKe 1a MPOABILKH C
NOCTENEHHO HamMallgBalla 103a. B cioy4ali Ha pexonHo BJomABaHe HA ChHPAEYHATA HEIOCTATLYIOCT,
Ha XMIMOTOHHS WM OpaiuKapaus, ce NpenopbyBa MpepasriexaaHe Ha 103aTa Ha ChIBTCTBALLOTO
ne4yenure. Moyke 1a ce HalO>KK BPCMCHHO HaMaJisiBaHe Ha 103aTa Ha GM30MpoJIo Wik
IIpeyCcTaHOBABAaHE Ha HETOBHS npueM. Cre/T cTabunu3upaHe Ha ChCTOSHUETO Ha MALIMEHTA, MOXKE 1A
Ce NPHUCTBIM KbM MOJHOBABAHE HA JICUCHUETO M/WIM MOBHIIABAHE [03aTa Ha OU30MpOIIol.

Hayuenmu ¢ 6pOpevna Wil Y epHoopoona HeOoCIANMbYHOCM

Apmepuanna xunepmonus u ucxemuyHa OONECm Ha CbPYeMo (AHZUHA NEKMOPUC)

[Ipu naunenTy ¢ 1eku 10 yMepeHH HapylueHus Ha Gb0peyHara uiu yepHoapoGHaTa QyHKLHS [0
NPUHLKI He Ce W3UCKBA KOPHUIHpaHe Ha no3ata. [Ipu maueHTH ¢ Texkka 6b0peyuHa HeIoCTaThYHOCT
(KpeaTHHHHOB KIHPBHC <20 ml/min) ¥ NpH NALMEHTH C TEXKKH HAPYLIEHUs HA YepHOApPoOHaTa
GyHKLHS ce IpenopLyBa AlieBHaTa 103a ot 10 mg Guzonposonos Gymapar 1a HC CC HA[BHILABA.
OnuTsT OT MpUIOKEHHETO Ha OH30NpoNonoB GyMapar npu NauKWeHTH Ha OLOpPeYHa THaIi3a €
OrpaHHYeH, BBIPEKH TOBA HAMA JOKA3aTENICTBO, Y€ JO30BHAT PEXKUM TPAOBa 1a Ce IMPOMEHH.

Cmabunna xponuuna, ymepena 00 mexicka Copoeyna HedOCMamvyHOC

Hama unpopmauns 3a hapMaKoKUHETHKATa Ha GH30NPOIION [IPH MALKMEHTH C XPOHMYHA ChpAEYHA
HENOCTAaThYHOCT U HapylIeHa 660peyHa unu yepHoapobHa dyHkuus. [ToBriaBaHeTo Ha q03aTa B
TE3H Clly4al WU3UCKBA JOMBJIHUTETHO BHUMAHHE.

HHI[H(?HINH G CINAPHECKU 8B3piacm
He ce usuckea KOpUTrdpaHe Ha ao3ara. HpenoquBa ce JICHEHHUETO Ja 3aMo4yHe ¢ Hal-HHCKaTa
BB3MOKHA N034a.

Heouampuuna nonyviaauis
Jlincea neMaTpuyeH ONMT, 3aTOBA HE Ce MpenopbUBa ynotpebara Ha GU30Nposioos dbymapat npu
JeLa.

HauuH Ha npunoykeHue
Tabnerkure busonen Tpsabea na ce mpHeMaT ¢ JOCTATHYHO KOJIMYECTBO TEUHOCT, CYTPHH Ha NIagHO
WJIH CLC 3aKycKaTa.

o npuHLKN, feUeHHETO ¢ OU30MPOIION € MPOABILKUTEHA TEPAITHSL.

Jleuenuero ¢ 6u30mpoJion He TpOBa Ja ce Crupa BHE3AMHO, Thil KaTO TOBA N
NPEXOHO BJIOIIABAHE HAa CCTOSHUETO. AKO MPEYCTAaHOBABAHETO HA JICUEHN
Ao3aTa TpsAOBa MOCTENEHHO Ja Ce HaMaIH.



4.3 IlporHBomoxazaHus

Busonposion e npoTueonokasau npu:

- CBPBXUYBCTBUTEIHOCT KbM aKTUBHOTO BELIECTBO MK KbM HIKOE OT MOMOLIHHTE BEIECTRA,
u3bpoeHu B Touka 6.1;

- 0CTpa CbpACYHA HEAOCTATBYHOCT WJIH MO BpeMe Ha eMH30H Ha ICKOMIIEHCALIMs Ha ChPAeUHa
HEAOCTATbYHOCT, W3UCKBALIM UHTPABEHO3HA HHOTPOITHA Tepanus;

- KapAHOreHeH oK, -

- AV-6710K 0T BTOpa MM TpeTa cTeneH (6e3 nedcMenKbp);

- CUHAPOM Ha OOJTHUS CHHYCOB BB3EIT;

- CHHOATpHajieH 6I10K;

- cUMINTOMAaTHYHa OpaguKapIus;

- CHUMNTOMAaTHYHA XUIIOTOHHUS,

- TEXKa OPOHXHAIHA ACTMa HJIM TEKKO XPOHUUYHO OOCTPYKTHBHO 6€101poGHO 3a60J1BaHE;

- TeXKKa (hopMa Ha repudepHO apTepHaTHO OKITY3HUBHO 3a00MsBaHe WM CAHAPOM Ha PeiiHo;

- HeJleKyBaH PEeOXpOMOLIUTOM (BiK. Touka 4.4);

- meTabonnTHa auuao3a.

4.4 CncouajHn npexynpexIeHHs H NPeINasHa MEPKH NPH ynoTpeda

JleuenneTo na crabunHa XpoHUUHA ChPCYHA HCAOCTATBYHOCT ¢ GM30MPOIION TPAOBA 12 3aM0UHE ChC
CIIeLIMa/IHa TUTpaLUHOHHA (haza.

OcBeH aKko He € H3PHYHO MOKa3aHo, JIEYEHHETO ¢ GU30MpPOIIoN He TpsAOBA 1A Ce MpeyCcTaHOBABA
BHE3aMHO, 0OCOOCHO MPH MALUEHTH C HCXeMHYHA GOJIECT HA ChPLIETO, Thi KATO TOBA MOXKE Na AOBEE
110 MPEXOAHO BIIOLIABAHE HA ChPASYHOTO 3abomsBaHe (Bxk. To4Ka 4.2).

busonposon Tpsabea na ce npusara ¢ BHUMaHUe MPH NALMEHTH C XUIIEPTOHKS WK angina pectoris npu
CHIBTCTBALIA ChPASYHA HEAOCTATBYHOCT.

buzonponon Tpsadsa ga ce npuara ¢ MOBUILEHO BHUMAHUE NPU:

- 3axapeH AuabeT, NoKa3Ball roJIEMH QJlyKTIyalunMy HA HUBATA HA KphBHATa 3aXap. CUMIITOMHUTE
Ha XMITOTJIMKEMHS (Hanp. TaAXMKapaus, U3MOTIABaHE, TPEMOP) MOXeE ia Ce MACKHUpaT;

- cTpora auera;

- necencuOunusupaua Tepanus. [logo6Ho Ha ocrananute B-610KepH, GHU30MPOJIOA MOXKE 1a
NOBHLIH KAKTO YyBCTBHTEJIHOCTTA KbM allepreHy, Taka U Te)XeCTTa Ha aHadHUIaKTHYHHTE
PeaKLHH. JIEUeHNeTo ¢ aApeHaNKH He BUHATH 1aBa OYAKBAHUS TEPATNIEBTHUEH e(EeKT;

- AV-610K OT mBpBa CTEMNEH;

- anruHa Ha [lprHumeran: HabnronaBaHy ca ciy4yad Ha KOPOHAPeH Ba30cnasbMm. Burpeku
BUCOKaTa 0eTal- CeleKTHBHOCT, IPU NaLMeHTHTE C aHruHa Ha [IpuHIMeTaN, IPUeMallH
Ousomnposion, He Morat Aa 6baT U3KITIOYEHH MPUCTBIM HA CTEHOKAP/HS;

- nepudepna aprepHanHa oxitysusHa 6onect (IIAOB). Moske na ce HaboaBa 3acHUIBaHe Ha
OIUIaKBAaHHUATA, OCOOEHO B HAYAJIOTO HA TeparMsTa;

- ob11a aHecTe3usl.

Hsma TepaneBTyUUeH OMHT 3a IEYSHHE Ha ChPACYHA HEAOCTATHUHOCT C OU30MPOSION MPH NALMEHTH ChC
crienHuTe 3a00IBaHMA WIH ChCTOSHHUS:

- WHCYJUH-3aBUCHM 3axapeH auadert (tun I);

- TEXKH HapyLueHus Ha ObOpevHara GpyHKIus;

- TEXKKH HAPYLIEHU Ha YepHOAPOOHaTa ByHKLKS;

- PECTPUKTHBHA KapAHOMHUOMATHS,

- BPOZIEHU ChPAEUHH 3a00sIBaHNA;

- XEMOMHAMHYHO 3HAYUMO OPTaHUYHO 3a00JIIBaHE Ha CLPACUYHUTE KIIAIH;
- HHGAPKT Ha MUOKap/a Mpe3 MocjaeIHuTe 3 MeceLa.




KombOuHauusTa Ha 6130Mposion ¢ KaJLHeBH aHTArOHUCTH OT TPYyNaTa Ha BEPAnaMuil KK JUITHA3EM, C

AHTHAPMTMHUYHM KJIac | ¥ aHTUXUIIEPTEeH3UBHY JIEKAPCTBEHU CPEICTBA, HE Ce MpenopbuBa (BXK. TOUKA
4.5).

[TauueHTH ¢ NcopuasKc WK aHaMHe3a 3a Ncopuasic Tpsabea na npuemar B-6aokepu (Harp.

6I/I3OHpOJ'IOJ'I), CaMo CJIe] BHUMATEJIHA OLUCHKA HA ChOTHOLUICHUETO non3a/p1401<.

Ha ¢ona Ha neveHneTo ¢ GH30MPOINION, CUMIITOMHTE HA THPEOTOKCHMKO3a MOYKE 11a C& MACKMPAT.
ITpu maumenTy ¢ peoxpomourToM, OU30MPOIION ce npunara camo ciief anda-perientopHa 610kaza.

INpy nauuenTy, NoI0XKEHH Ha 06LIa aHecTe3Hs, P-OI0KepUTe HAMAIISIBAT PUCKA OT APHUTMHS U
MHOKapIHA KCXEMUA N0 BpeMe Ha MHAYKLHSA U HHTYOalLus, KAKTO M B IOCTONEPATUBHUS TIEPHUOL.
3acera ce npenopb4ea nojubpikaliata B-6nokana Aa 6bae NPOAbIKEHA NEPHONEPATHBHO.
Amnecre3nosiorsT Tps6Ba 1a Obe yBegomeH 3a B-Onokanata, mopaau Bb3MOKHH B3aHMOJIEHCTBHS C
ApYTH JIEKapCTBa, BOACIIM A0 OpannapuTMuu, oTciaabpaHe Ha pediekTopHaTa TaXxuKapns u
MOHIDKEHA pedIeKToplia CIOCOOHOCT 3a KOMIIEHCHPaHe Ha KpbhBo3ary0a. AKO ¢ HCOOX0aMMO
IPEYCTAHOBSBAHC Ha JICHCHHETO ¢ B-610kep mpeny XUpyprudHa onepauys, Topa TpAOBa na cTaHe
MOCTENEeHHO U J1a MPUKITIOuH 48 yaca Npean aHeCTe3nsTa.

Brripeku ue kapauocenekrusHute (B1) B-61okepu morar fa WMaT 1io-Ciiab edekT Bbpxy
OeioupobHara PyHKUNMS, OTKOJKOTO HECENEKTUBHHUTE B-OIOKEPH, KAKTO BCHUKH P-610KepH,
M3II0JI3BAHCTO MM ChLIO TPsAOBa fa ce U30Area npy NauueHTH ¢ OOCTPYKTUBHH 3a009BaAHUS HA
AHXATEJTHUTE MBTHILA, OCBEH aKO HE ChIIECTBYBAT yOESAUTEIHH KIIMHHYHH IPHYKMHH 32 yrnioTpeGara
um. B Taxuea ciayqan 6uzonponon Tpabea Aa ¢C M311043B4 ¢ HOBMILCHO BHUMAHME,

IIpn 6poHxHanHa acTMa HITH APYTO XPOHHYHO OOCTPYKTHBHO GeoapobHO 3a6051sBaHe, KOETO MOXKE
Jla IPMYMHUA CHMITOMH, C€ NMPENOphUBa CHIIBTCTBaUA OPOHXOIUIATHpALIA TEPATTHSL.

[Tonsaxora, Mpy NalEHTH C aCTMa MOXe /1a Ce MOSIBY MOBUIICHUE Ha PE3UCTEHTHOCTTA Ha
NMXATEJIHUTE ITHTUINA, 32TOBA MOXKE /12 CE HAJIOXKH yBeIMYaBaHe 103aTa Ha Br-CTHMYJIaHTHTE.

IIpu 3amoyBaHe ¥ NpeyCTAaHOBSABAHE HA JIEYEHHE C OU30MPOIION € HEOOXOAUMO PEOBHO HABIOAEHHE.
3a 103MpOBKA H HAYMH HA NPHIOKEHHe, BXK. Touka 4.2.

4.5 BsanmopeicTBHe ¢ IPYrH JIeKAPCTBEHH HPOAYKTH M APYrH pOpPMH HA B3aUMOAeiicTBHE

Henpenopwuuteniay koMOHHALIAY

Kanyueeu anmazonucmu om epynama Ha 6epanamun u 8 nO-Manka Cmenex om 2pynamad Ha
ounmua3em: HETaTHBHO BIMSHUE HA KOHTPAKTHITHOCTTA U aTPHOBEHTPHKY/IapHATA TPOBOJHUMOCT.
WHTpaBeHO3HOTO NPHIIOKEHHE HAa BepaiaMuIl [IPH MalUeHTH, JIEKYBaHH ¢ B-610kepu, Moxe a
J0BEE 10 TEXKA XMITOTOHHMS U aTPHOBEHTPUKYJIapeH GI1oK.

Knac I anmuapummuynu nexapcmeenu npooyKmu (Hanp. XuHUOUH, OU30NUPAMUO, TUOOKAUH,
penumoun, gnexaunud, nponagenon): ehekTHT BbPXy BPEMETO HA ATPUOBEHTPHKYJIapHATA
IPOBOAMMOCT MOXKE [1a C€ MOTEHLUpA U []a C& NOBHUIIN HEraTUBHHS HHOTPONEH edekT.

Anmuxunepmen3usHu 1eKapCmeeHu cpedCcmsed ¢ YeHmpanHo Oeticmeue (Hanp. KIOHUOUH, Memuidona,
MOKCOHUOUH, PUIMEHUOUH): €THOBPEMEHHATA yrioTpeba ¢ aHTHXUNEPUHTEH3UBHHM JIEKAPCTBEHH
CPENCTBA ¢ LIEHTPAJIHO ACHCTBHE MOXKE Ja JOBEJE /10 BIOLIABAHE HA ChPAEUHATA HEOCTATHUHOCT
4pe3 HAMAISBAHE HA Chp/CHYHATA YECTOTa M KallaLUTeT, a OTTaM 0 Bazoauiarauus. BHezanHoTo
NpeyCTaHOBABAHE HA JICUCHUETO MOXKE [a YBEJIMUYM pUcKa oT “rebound hypertension”.

KomOuHaumu, Kouto Tpsadea fa ce u3noa3Bat ¢ BHUMaHHe
Kanyuesu anmazonucmu om ouxuoponupuounos mun (Hanp. enoounun, amioouy
€IHOBpPEMEHHATa ynoTpeba MOke []a YBEIWYH PHUCKA OT XUIOTOHMS, KAKTO U HE
TOJIAM PUCK OT JOITBJIHHTEHO BJIOLIABAHE HA CUCTONMYHATA (DYHKIIUSA Ha ChPLE
ChpACYHA HEJOCTATBUYHOCT.
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Knac Il anmuapummuynu nexapcmeaenu npooykmu (Hanp. amuooapon): ehekTbT BbpXy BPEMETO Ha
ATPUOBEHTPHUKYJIApHATA MIPOBOAMMOCT MOXKE 1 CE MOTEHUMPA.

Hapacumnamuxomumemuyru 1ekapcmeeru nPoOyKmu: eJHOBPEMEHHATa ynoTpeba MOXe /1a YBETnun
__BPEMETO Ha aTPUOBEHTPUKYJIAPHATA NPOBOJUMOCT, KAaKTO U pHCKa OT Opaankapaus.

B-610Kepu ¢ noxanno npunodicenue (Hamp. KarkH 3a O4M 3a JICYEHHE HA r1ayKoMa) MOrar J1a 3aCHAT
cucTeMHus edekT Ha duzonposion.

Hucynun u nepopannu anmuouademuu jekapcmeenu npooykmu: 3acuiBaHe eexTa Ha HaMaNsiBaHe Ha
KpbBHaTa 3axap; 6/IOKHpaHeTo Ha [-aJpeHOPELeNITOPUTE MOXKE 1a MACKHPA CUMITTOMUTE Ha
XUTOTJIUKEMHUSL.

Anecmemuyu: HamansAiBaHe Ha pedIeKTOpHATA TaXMKAPAKS W MOBHILIABAHE HA PHCKA OT XMUITOTOHMS
(Bx. Touka 4.4).

,Huzumcmucoeu 2AUKO3UOU: HAMAJISIBaHe Ha CbpAcUHaTa 4eCcTOTa, YBEIUHABAHC Ha BPpEMETO Ha
ATPHOBCHTPUKYJIApHATA NPOBOAUMOCT.

Hecmepouonu npomusosvznanumennu cpedcmsa (HCITBC): MOXKC 1a HaMaJIAT XMIOTOHHYHHS eekT
Ha OH30MpPOOI.

B-cumnamomumemuyu (nanp. uzonpenanun, O0Gymamur): KOMOUHALMATA ¢ OMU30MPOJIO MOKE A2
Hamany eeKTa U Ha JBETe JIEKAPCTBEIH CPEeaCTBA.

Cumnamuxomumemuyu, aKmusupauju KaKkmo f-, maxa u o-aopeHopeyenmopu (Hanp. HOpAOPEHAIUH u
aopenanun): KOMOMHAUMATA C GU30MPOJION MOXKeE [1a JEMACKHPA MOBIUSIHOTO OT
(-a/IPEHOPETIENTOPHTE RAZOKOHCTPUKTOPHO ASHCTBHE Ha TE3H areHTH, BOACLLO A0 yBeIM4YaBaHe Ha
KPBBHOTO Hajsl'AHE M MU30CTPAHe Ha claudicatio intermifttens. CmaTa ce, ye TakoBa B3aUMO/IeCTBYE €
[10-BEPOSATHO C HECEIEKTHRHHU [-OnokepH.

Eonospemennama ynompebda ¢ aHmuxunepmen3usHu 1eKapCmeen cpeoCcmed, KakTo U ¢ ApyTy
NPOAYKTH, KOUTO UMAT XHITOTEH3UBEH MOTEHLMAN (Hanp. TPULIMKIIHYHK aHTUACTIPECAHTH,
6apbuTypaT, HEHOTHA3HHM), MOYXKE [1a YBEJIMYM PUCKA OT XHNOTOHHS.

Kom0OuHauuH, KOMTO TpsaOBa 14 ce ODMUCIAT:
Meghnoxun: noBHILIeH pUCK OT OpaguKapIus.

MAO-unxubumopu (c uskniovenue na MAO-B unxubumopu). 3aCAIEH XUIOTEH3UBEH eEKT Ha
B-6s10KkepuTe, HO CHLIO TaKa MU PUCK OT XHIIEPTOHHYHA KPH3a.

Pugpamnuyun: Bb3MOXKHO € JIEKO HaMaJIsIBaHe HA MOTYXHUBOTA HA OM30MPOJION, MOPaJH HHIYKIMATA
Ha YepHOIPOOHUTE NeKapCTRO-MeTadonn3upatiy eH3umi, ODUKHOBEHO HE € Heo0X0aHMa MPOMSAHA B
JO3HPOBKHTE.

Epzomamunosu npouzgoonu: BnouwiaBaHe Ha nepudepHUTEe UHPKYJIATOPHH HAPYIIEHHS.

4.6 DeprHIHTET, GPEMEHHOCT H KLpPMEHe

bpemeHHoCT
buszonponon uma GapMaKkonOruiyHu ASACTBUS, KOUTO MOraT Aa MPEAU3BUKBAT YBPEK/IA
BbpXY OpEMEHHOCTTA H/UK BBPXY MII0Aa/HOBOpoAeHOTO. ITo mpyHLuMn B-agpeHopeL
610Kepy HamasABaT MaLeHTHATa nepdy3us, KOSTO MOXKE [a CE CBbPXKE ChC 3a0aBs
BBLTPEMATOUHA CMBPT, a0OPT U NMpexaeBpeMEHHO paxkaaHe. Hexxenanure iekapeTy
(Hanp. xunornukeMus U OpaguKapaus) MOraT Aa ce MOSIBST MPH [UT0Ja U HOBOPOZ
HeoOX0MMO nedeHue ¢ B-aApeHOpeLenTOPHH OIoKepH, 3a MPEAnoYrTaHe ca Bi-¢
aJipeHOpeLIeNTOPHH OoKkepH.




buszonponon e Tpsa6sa na ce u3non3ea no Bpeme Ha GPEMEHHOCT, OCBEH aKO He KpaiHO Heo6X0auMo.
AKo sleueHHeTo ¢ 6U30MposIoN ce cuUTa 3a HeoOX0AMMO, TPsiOBa 1a ce HabmoaaBa MaTOYHO-
MJlaleHTapHUA KPBBOTOK W pacTexa Ha miofa. B ciy4aii Ha yspexxaaiun ehexTH BbpXy
OpeMEeHHOCTTa WK NJI0f1a, TpsAGBA 1a ce OOMKCITH anTepHATHBHO JeueHre. HoeoponenuTe TpaGea
CTPUKTHO fa ce HabaroaaBar. CUMNTOMH Ha XHMOFAUKEMHS W OpafdKapaus 1O MPUHLIKII CE OYaKBaT
npe3 NbPBUTE TPU AHH.

Kbpmere
He e u3BeCTHO nanin 6U30MpPONION ce eKCKpeTUpa B KbpMaTa U KakBO € Bb3AEHCTBUETO MY BbPXY

HOBOPOAEHHTE. 3aTOBA KbPMEHETO HE € MPENOPBUMTENHO [0 BpeMe Ha MPHIOKEHHETO Ha
OH30MIPOJIOI.

4.7 EdexTn BLpXy cHocO0HOCTTA 32 mo¢gupaHe 0 paGoTa ¢ MALIHHH

[Ipr npoy4BaHe ¢ NAMEHTH ¢ UCXEeMHYHA 6OJIECT Ha ChPLETO, OU3OMPONON He BioLIaBa
crnocofHoCTTa 3a niodupaHe. Beopeky ToBa, Mopagd HHIMBUIYAIHUTE PA3/IMKH B PEAKUHHTE KbM
JIEKAPCTBEHUS IPOAYKT, CIOCOOHOCTTA 32 WwodupaHe u paboTa ¢ MaluHKU Moxe /ia ce rioiu. Tora
TpsibBa a ce MMa MPEABH/, OCOOEHO NPH 3aM0UBaHe HAa TEPANUATA M MPU NPOMSIHA HA JIEYEHHETO.

4.8 Hexenann nekapcTReHH peakium

B 3aBrcHUMOCT OT uecToTaTa Ha TAXHOTO APOSBICHHE HEXEIAHUTE JIeKApCTBEHH PEaKLHH ca:
MHoro uecTu (3acarar | wnu noreve Ha BeekH 10 maLHeHTH);

Uccru (3acsarar | unu noseue Ha Bceku 100, HO mo-manko oT 1 Ha Beeku 10 nanpmenTn);
Heuectu (3acsrar | win noseue Ha Bceku 1 000, HO mo-Maiiko oT 1 Ha Bceku 100 nauueHTy);
Penku (zacarar 1 unu nosede Ha Beeku 10 000, Ho no-manko ot 1 Ha Beeku 1 000 naupeHTy);
MHoro penku (3acsrat no-manko ot 1 #a 10 000 nanuenTH);

C HeusBecTHa 4ecToTa (YECTOTaTa He MOKe [a Obie onpeAeNieHa OT HATHYHWTE JIAHHHN).

Hzcnenpanus
Penku: YBEJIMUEHH TPUITTULECPUAH, YBETHUEHH CTOMHOCTH HA YePHOAPOOHUTE eH3UMH
(ALAT, ASAT)

CepoevHy HApYIIEHHs

Muoro yect: 6paaMkapays NpyY NALKUEHTH C XPOHUYHA ChPAEYHA HENOCTATBYHOCT

YecTu: BJIOLIABAHE HA CHPACUHATA HEJOCTATHYHOCT

Heuecrtu: HApYLUIEHUA Ha ATPUOBEHTPHUKYIapHATA TPOBOJUMOCT, OpanuKapaus NpH NaIUEHTH ¢
XHIIEPTOHHS UM UCXEMHUYHA OOJIECT Ha ChPLIETO, BIOIIABAHE HA HANUYHA ChPAEYHA
HEJOCTATHYHOCT MPU MALUEHTH C XUIIEPTOHHUS WK UCXeMHYHA OOJIeCT Ha ChPLETO

HapyuieHnsa Ha HepBHATA CHCTEMA

Yectu: 3aMasiHOCT, raBobosite

Ilpn nauyeHTH ¢ XHNEPTOHUS UK UCXEMHYHA DOJIECT HA CHPIAETO TE3M CHMIITOMH C€ NOABIBAT
0COOCHO B HAYAIOTO Ha JICUCHHCTO ¢ GH30Mponiof. Te ca Mo MpUHLIKI JIEKH U 4eCTO W3ue3Bar a0 1-2
CeIMHUIH.

Penxu: npunagbLu

Hapyiuenus Ha ounre
Pcnku: HaMaJICHO CBJI300TAENssHe ([a ce UMa MpeIBU MpU NallUeHTH, U3M0JI3BALIH JICLIH)
MHoOro peaxku: KOHIOHKTHBUT

Hapyiuenus Ha yxoto u nabipuHTa
Penxu otciadBaHe Ha ciyxa

PecnupatopHu. rpbAHY U MEAMACTHHANHK HAPYIIEHHS
Heuectu: 6poHX0Ccna3zbM NPH MALMEHTH C OPOHXHATHA aCTMa WITH aHAMHE
denonpodHo 3abonspaHe




Penku: anepruyeH puHUT

CToMallHO-YpEeBHU HAPDYLIEHHS
YecTu: rajicHe, NOBPbLUAHE, AUaPHUs], KOHCTUNALWS

HapylieHus Ha KoKaTa W [0/1K0)KHATA ThKaH

Penku: peaKiii-Ha CBPBX4YBCTBUTEJIHOCT (ChpOex, 3auepBsBaHe, OOpUB U aHFHOEIEM)

MHoro peaku: anoneuusi, B-OnokeprTe Moxe Aa MPOBOKUPAT KITH J1a BJOLLIAT ICOPHA3HC UK Aa
-~ UHAYUMpAT-HCOpUA3HUC-NoJ00eH 00pUB, aoneuus T S

Hapynienus Ha MyCKYIHO-CKEETHATA CUCTEMA M CheqUHUTEHATA ThKaH
Heuectu: MYCKYJIHA ¢1a00CT, MyCKYJIHH CIa3MH

ChOoBH HApYLIEHHS

Yectu: yCEIlIaHe 3a CTY[ WK U3TPbIIBaHE Ha KpaHHULHTE, XUITOTOHUS (IPEAHUMHO NpH
NaUHEeHTH CbC ChpAeYHa HENOCTATLYHOCT)
Heuecru: OpPTOCTATHYHA XUITOTOHHUS

O61un HapymeHns v edhekTH HA MICTOTO HA TIPHIIOKEHHE

Yectu: “acTeHus1, ymopa

llpx nauMeHTH ¢ XUMEPTOHUS WK HCXeMHHIIA OOJIECT 11a CHPLETO Te3U CHMITTOMH Ce HOSBSABAT
0CcO6€EHO B HAYAIOTO Ha JiedeHUeTo ¢ Ouzonpono. Te ca Mo NPUHLMII JIEKH M YeCTO U34e3Bar Ao 1-2
CeOMHMLIH.

XenaroduiuapHyu HapVLUEHHA
Penxu: XenaTHuT

Hapyiuenus Ha EB3MPOHIBONKUTC/IHATA CHCTCMA U MbEPAATA
Penxn: HapylWCHUA Ha NMOTCHTHOCTTAa

Hcuxuunu HapylieHus
Heuectu: HapyLWEHHA Ha CbHA, JCNPECUA
PeﬂKHI KommMapy, XxaarounHaluyuu

Coo0LIaBaHe Ha TTONO3HPAHH HEKEIAHM PEAKLIHH

CrobwaBaHeTo Ha MOJO3HPAHH HeXeTaHU PeakL|y Clie/] pa3pellaBate 3a ynorpeba Ha JIeKapCTBEHUs
IPOTYKT € BayKHO. ToBa M03BOsiBa Ja MPOABIDKH HAOMOJEHUETO HA CHOTHOIIEHUETO MOM3a/pPUCK 32
JIEKAPCTBEHUA MPOAYKT. OT MEAUIIHHCKHTE CIELUAIMCTH C€ H3MCKBA [1a ChOOIIABAT BCAKA
HOAO3MpaHa HeXellaHa peakUus upe3 M3nbaHuTenHa areHu s no nekapcreara yi. ,,/laman I'pyes®

Ne 8, 1303 Codus, Ten.: +35928903417, yebeaiit: www.bda.bg

4.9 Ilpexosupane

Cumnromu
Ilpu npenosupane (Hanp. AHEBHa A03a oT 15 mg BMecTo 7,5 mg) ca HabnrOOaBaHK TPeTa CTeNneH
aTPHOBEHTPHUKYJapeH 610K, Opaarkapaus U 3aMaiiBaHe.

Haii-uecTure npusHauy, oyakBaHH NpH npenosupaue ¢ B-6aokepu, ca Gpagukapaus, XUIIOTOHHS,
OpoHXOCMa3bM, OCTPa ChpAEYHA HEAOCTATBYHOCT M XUNOrukemus. Jlocera ca choOlIeHH HAKOMKO
clty4as Ha npenosvpae ¢ 6usonposon (Makcumym 2000 mg) npu MauMeHTH ¢ XUMEPTOHMS K/ HITH
ChPAEYHO-CBHI0BO 3a00/15BaHE Y BCUYKH MALIUSHTH Ca C€ Bh3CTAaHOBUIH. MIMa LIMPOKH WHAHBUIYATHH
pasiH4Ks B HyBCTBMTEIHOCTTA KbM €MHHYHA BUCOKA A03a OHU30IMPOIIOIN U MALHEHTHT e4Ha
HEIOCTATHYHOCT BEPOSTHO Ca MHOTO YYBCTBHTE/HU. 3aTOBA (PH TE3H MAlMEHTH
3a/ILJDKUTEIHO TPA6Ba [a 3aMo4He ¢ MOCTeNEeHHO yBeMYaBaHe Ha [103aTa, Chbll
noco4yeHa B T. 4.2.

JleueHue



B cnyuaii Ha npenosupane, TepanusTa ¢ 6u3onposion Tpsabea 1a ce Cripe U Aa ce MpoBeje
NOAABPIKALLO U CUMITOMAaTUYHO JieyeHue. Cnopel OrpaHHUYeHUTE TaHHH, MAJIKO BEPOSTHO €
Ou3onposon Aa ce eTMMHHMpa upe3 Auanu3a. Ha 6a3ata Ha ouakBaHuTe HapMakoOrM4HH AeHCTBHS U
MpernopLKy 3a Apyrure f-Onokepu, TpAOBa a ce UMAT NPeaBH/ CAEIIIHTE OOLIH MEPKH, AKO ca
KJIHHUYHO 00OCHOBAaHHU:

bpaouxapous: IHTpaBeHO3HO NMPHIIOKEHUE HA aTPONUH. AKO He ce-HabJIl01aBa aneKBaTeH OTTOBOP,
MOKE BHMMATEJIHO J1a ce Jaje U30MpeHaNuH UK APYTO JIEKapCTBO ¢ HO3HTHBHU XPOHOTPONHH
csoiicTea. [Ipu onpeaeneHn oOCTOATENCTBA MOXKE 1a € HEOOXOMMO TPAHCBEHO3HO BbBEXKIAHE HA
nericMenksp.

Xunomonus: prmonceﬂue Ha UHTPABE€HO3HHU TEYHOCTH W BA30OIIPECOPH. FJ'I}OKaFOH, [IPUIJTOKEH
HHTPABEHO3HO, MOXKE Ja 6’[)[[6 OT 110J134a.

Ampuosenmpurynapen 610k (6mopa wiu mpema cmenenr): IlaipeHture TpsAOBa na 6bAAT BHUMATETHO
NPOCJIEASABAHH U TPETHUPAHH C H30MPEHATHUH UHQY3HOHHO, MJIM TPAHCBEHO3HO Ja Oblie BbBeIeH
ChpAEUEH MEUCMENKLP.

Ocmpo erowasane Ha cepoeuHama vedocmamvyrocm: WHTPaREHO3ZHO NMPUITOKEHNE HA IMYPETHITN,
MHOTPOIIHM CPEACTBA, Ba30AWIATHPALIH CPENCTBRA.

bpouxocnazvim: 1laznauasat ce OpoHXOAMIATATOPHA Tepanys KaTo U3ompenanuy, Po-
CHMMATHKOMHUMETHLIH H/HJIH aMUHODHIHH.

Xunoznuxemus: HHTpaBeHO?-HO MpHUJIOXKCHUEC Ha I'JIKOKO3a.

5. ®APMAKOJOI'HYHHA CBOHCTBA
5.1 ®@apmakojHHAMHAYHYU CBOHCTBY

QapmakoTepaneBTUYHA Ipyna: celekTuBeH B-0nokep
ATC xon: CO7TABO7

MexaHH3bM Ha IEACTBHE

Buzonposion e BUCOKO cenekTHBeH Pi-afpeHopelienToper OIoKupall areHT 6e3 BbTpelliHa
CHMNATMKOMHMETHYHA aKTUBHOCT U 03 ChOoTBETHO MeMOpaHocTabunusupaino aeiicreue. [Iponykret
uMa MHOTO criab ahMHHTET KbM [r-peLienNTOPUTE Ha MIAJKHUTE MYCKYJY Ha OGPOHXHUTE U CHAOBETE,
KaKkTO U KbM [2-pelienTopure, CBbp3aHH ¢ MeTabONMTHATA peryaiys. 3aToBa He ce OUakBa
OHM30NpOJIONT 1a BJIMAE HA TUXATE/IHATA PESUCTEHTHOCT U B>-MeIMUPaHHTe METa0ONUTHH edekTH. B -
CEJIEKTUBHOCTTA Ha OM30MPOIION € U3BBH TEPANEBTHUHUTE T030BU MPAHUIIH.

Knunuyxa edrixacHocT 1 fcsonacHocT
O61wmo 2647 nauneHTH ca BktoueHu B npoy4dsadero CIBIS I1. 83 % (n=2202) 6unu ot kiac Il Ha
NYHA, a 17 % (n=445) — ot xnac IV na NYHA. Te ca umanu crabunHa CUMITOMATHYHA CUCTONHA
chpAeUHa HenocTaTbYHOCT (dpakuus Ha usTiackeane < 35 % Ha Oaza exokapauorpadus). Obwara
CMBbPTHOCT € 6una HamaneHa ot 17,3 % no 11,8 % (oTHocutenHo HamaneHue ot 34 %). OTueTeHo e
HamaJieHHe Ha BHe3anHaTta cMbpTHOCT (3,6 % crpsimo 6,3 %, otHocuTenHo HamanieHue 44 %) n
HamaneH Hpoif Ha cnyydauTe Che ChpJIEUHA HEJTOCTAThUHOCT, WRHCKRAIIH Xocnutanusarms (12 %
cpewwty 17,6 %, oTHOcuTEenHO HamaneHue 36 %). HabnonapaHo € U 3HaYUTETHO NOJ0OpEHUE HA
dbyHKUHOHANHUS cTaTyc cnopen KiacudukaiusaTa Ha NYHA. B nHauanoto Ha Tepanus

4eCcTH, OTKOJIKOTO B miauedo rpynara (0 %, 0,3 % u 6,74 %). Bposar Ha daranty
MHBAMM3HPAILY YIAPH IO BpEMe Ha LsUTOTO u3cnensaHe ca 20 B rpynara c Ou
rane6o rpynara.



B xnunuunoTto npoyusade CIBIS III ca uzcneasann 1010 naumeHTy Ha BBb3pacT = 65 roAuHu, ¢ jieka
JI0 yMepeHa XpoHU4Ha cepaedHa HegoctatbuHocT (CHF; I wnu 111 knac NYHA) u nsiga
BEHTpUKyJapHa ppakuys ua ustnacksare < 35 %, kouTo He ca Ounu nexysanu npead ¢ ACE-
MHXWOUTOPH, B-ONOKEPH HIIM aHTHOTEH3UH peLenTopHu Onokepu. M3ciensatero cpasHsaBa
0e30nacHOCTTa U e(heKTHBHOCTTA HA MbPBOHAYAIHA LUECTMECEYHA MOHOTEPArHA ¢ GH30MposIoN
(TapreTHa no3a 10 mg BeIHBK JHEBHO), KbM KOATO ce npubass ACE-UHXHOUTOD eHananpui
(tapretHa no3a 10 mg-ABa MBbTH AHEBHO) B NPOAbKEHUE Ha oule 6 10 24 mecena, ¢
MPOTUBOIOJIOKHATA [1I0CIEAOBATENHOCT HA ITLPBOHAYAITHOTO JiedeHue. Besika rpyna ce ¢eetou ot 505
NauueHTH. — -

JlBeTe cTpaTeruu ca casno CpaBHEHH, KaKTO 110 OTHOLICHUE Ha KOMOWHUpaHaTa oblua KpaiiHa uen
(of1ma CMBPTHOCT MTH XOCTUTATM3ALINS ), TAKA ¥ [I0 OTHOLIEHHE HA BCEKH OT T€3H KOMIOHEHTH T10
otaenHo. OT nekyBaHHTe MaLHEHTH obLiaTa KpaiiHa ues e nocruryara npu 178 mauuentu (35,2 %) or
rpynara, ieKyBana mbpBo ¢ Ousonposion, cpewry 186 mauuenty (36,8 %) ot rpynara , JekyBaHa
IbPBO € €HaNanpuIl, KOETO [IOKA3Ra, 4e JISYSHUETO, 3aOYHANO ¢ OU30MpONoN, € CPaBHUMO TIO
€(EKTUBHOCT C JIEYUEHHETO, 3aMo4HanNo ¢ eHasnanpui. [lpu nbpBoHauasiHoO NeYeHre ¢ GHU30mposioNn ca
NO4YMHANM 65 NaLMEHTH cpeilly 73, leKyBaHH MbPBO ¢ eHaTanpun (MeXAyrpynora pasiuka p=0,44) u
151 cpemy 157 xocnuranusupanu nauueHTH (p=0,66). BposT Ha cepHO3HHM K OGIIH HEXKENTaHH
JIEKAPCTBEHH pEaKLHM € NoJ00€eH 3a ABETe Ipyny. AHATM3BT Ha JAHHHUTE 32 MbPBaTa NOJMHA [OKA3Ba
HE3HAYMTE/IHA TCHACHLINA KbM HamMasBaHe Ha oblaTa CcMbPTHOCT Ha rpyiarta, JeKyBaHa MbPBO ¢
6usonposnon, ¢ 31 % b cpanieune ¢ Tasu, TeKyBaHa MPBO ¢ CHANANPHT. CTATHCTHHYCCKH SHAYHMOTO
HaMalABaHe Ha pHUCKa OT BHe3anHa cMRpT ¢ 46 % (p=0,049) npe3 mppBaTa ronydHa rjlaBHO JOMPUHACS
38 10-100paTa IPCRMBACMOCT HA I'PYLATA, JIEKYBAHA MBPRO ¢ GU30nponon. J[BeTe cTpateruu 3a
HayaJio Ha JICYCHUE Ha XPOHHWYHA ChPEeYHA HEAOCTAThYHOCT [TOKA3BaT MOAOOHU OOLIM pe3yaTaTH no
OTHOLICHHE 11a CMBPTHOCT H XOCIMHTATU3aLUA, KAKTO H TEHACHLMS KbM YABJDKCHA ITPCKHBIEMOCT,
MO-CHELMAITHO YPE3 PeNyKUMs Ha BHE3ANHATa CMBPT, HaONIOIaBaHa MpH rpynara, JISKyBaHa MbpPBO C
Susonponosn. Pesynrarure nokasear, ye nmopagu cxoaHara 6€30MacHOCT U ePUKACHOCT, JTEYEHUETO Ha
XPOHHYHA CHPACYHA HEAOCTATBUHOCT MOJKE [1a 3aM0YHe UK ¢ OU30MPOSIoN, UK ¢ eHalanpu.

BI/I301'IpOJ'[OJ'I CBhIIO TakKa CC I1puJiara 3a JIEUCHHE Ha XUMNECPTOHUA U CTCHOKapans.

buzonponon HAMa U3pa3eH HEraTUBEH HHOTPOTIEH e(eKT.

busonponon noctura MakCMMAaaHUA CH aHTHXUIEpTeH3uBeH edeKT 3-4 yaca ciieq nepopasieH [PHEM.
EnvMuHalMonHus My NMosTy>KHBOT B Ita3mata ot 10-12 yaca My ocurypsiBa 24 yacoBa e(peKTHBHOCT
c/ie[] €THOA030B JTHEBEH NPHEM.

MaxkcHMaTHMAT XMIIEPTeH3KHBEeH ePeKT Ha OU30IMPOJION NPUHIIKITHO CE IOCTHTa Cel 2 CEAMULIM.

ITpy MHTEH3UBHOTO MPHJIOKEHHE MPU MALMEHTH C UCXeMUYHA GOJIECT Ha ChPUETO 6€3 XPOHHUUHA
ChpJICYHA HEOCTATHLYHOCT, OM30MPOJION HAMaNIABa CHPACYHATA YeCTOTa U YAAPHUA 0OEM U MO TaKbB
HAYUH [IOHKABA CHPACYHHUS JEOUT U KUCIOPOAHOTO noTpedieHue. [IpH XpOHHUYHO NpHIOKEHHE,
IbPBOHAYAIHO NOBMIIEHATA NepUdepHa Pe3UCTEHTHOCT HamansiBa. [IoTHCKaHeTO HAa aKTHBHOCTTA Ha
MU1a3MEHHUS PEHHH Ce AUCKYTHpa KaTo MEXaHU3bM Ha JeUCTBHUE, JIeXall B OCHOBATa Ha
aHTHXUIEepTeH3uBHUS edekT Ha B-Onokepure.

Upes 6nokanarta Ha chpaedHUTE B-peLienTopy 6H30MpPOIOI MOTUCKA OTTOBOpPA KbM
CHUMIIAaTOaIpeHEPriyHaTa akTHBHOCT. ToBa npen3BHKBA HAMaJIeHHe Ha ChpAeYHATA YECTOTa H
KOHTPaKTH/IMTET M MOpaM TOBa BOJH A0 HaMaJleHHE Ha MHOKap/iHATa KOHCYMALMs HA KMCIIOPO/,
KOETO € 3keJ1aH €(PEeKT Npy aHrMHA NEKTOPUC C HATMYHA UCXeMUYHA OONECT Ha ChPUETO.

5.2 ®apmakOKHHETHYHH CBOHCTBA

AGcopbius
busonposnon ce abcopbupa noutu HanmbaHO (>90%) OT raCTPOUHTECTHHAIHHUS TPAKT

mankus edexT Ha first pass npe3 yepHus apob (npubnusutenyo 10%), uma adeo
oT okoJ10 90% cnen nepopanHo NpUAOKeHUE.
Cebp3BaHeTO Ha OU30MPOIIO C MNIA3MEHHTE POTEUHM € OKoI1o 30%.

Pasnpenenenve
O6embT Ha pasnpeseneHue € 3,5 I/kg. OB1UMAT KIMPBHC Ha MpoayKTa € npHo



EnuMuHauMOHHUAT My nosykHuBoT oT 10-12 yaca ocurypsea 24 yacora eeKTUBHOCT CliER
€HOKPAaTHA AHEBHA [034.

buotpancthopmaims v enuMiHHpane

_ busomniponon ce enumutnpa ot oprannsma no asa meTs: 50% ce MeTaboM3MpaT OT YepHUA Apod 10
HEAKTUBHH METabO/INTH, KOUTO ce ekckpeTupaT npes 6x0peuute. Ocrananure 50% ce ekCKpeTHpar
HenpomeHeHH npe3 6vOpenyTe. Thil KATO ENUMHUHUPAHETO Ce U3BbPUIBA NPe3 OBOPELIMTE U UEPHHS
Apod B €IHAKBA CTENEH, HE ce M3MCKBa aNanTHUPaHE HA 103aTa Ha GU30LPOIIOI MIPH NALMEHTH C JIEKH

J0 YMEPEHH HapYLIEHUs HA YEpPHOAPOOHaTa UK ObOpeuHara hyHKIu. -

®apMakOKMHETHKATA NPH MALKMEHTH ChC CTaOMIIHA XPOHHUYHA CbpASUHa HEAOCTATBYHOCT U OBOpeUHr
WJIH YePHOAPOOHU HAPYILCHHUS HE € H3y4eHa.

JInHeHHOCT/HETMHEMHOCT
Busonposon uma nuHelHa, Bh3pacTOBO-HE3aBUCHMA KHHETHKA.

ITpu naumenTy ¢ XxpoHH4Ha cbpaeyHa HegoctarburocT (111 craaumii no NYHA), nnasmeHuTe Husa Ha
OU30MpPOJI0I Ca MO-BUCOKH M MEPHOABT Ha MOMYKUBOT € YAbJUKEH B CPDABHEHNE CbC 3UPABH
nobpoonuy. MakcumanHarta mia3MeHa KOHLEHTPaLs B CTabMiIHO cheTosiHue € 64 + 21 mg/m! npu
AnesHa jo3a or 10 mg v nepyondbT Ha nonypasnan € 17 + 5 yaca.

5.3 TlpeaxMHMHAYHHU JAHHH 32 0€30NACHOCT

HeknuHuyHUTe NaHHM HE MOKa3BaT OCOOEH PUCK 3a Xopa Ha 6a3aTa Ha KOHBEHLIMOHATIHUTE
(hapMakoNOrMYHU MPOyyBaHHA 3a 6€30MacHOCT, TOKCHYHOCT MPH MHOTOKPATHO NpHiaraHe,
FeHOTOKCHYHOCT WJIM KapLMHOreHEeH MOTEHIHATL.

Penpoykims
B peupouyKIuBHUTE TOKCUKOIOTMYHU U3CeABaHUs OU30MPOSION HAMa BIUSHHE BbpPXY QepTHIHTETA

WK BEpXY 0b11iaTa penpoaykTueHa criocobHocT. [lono6GHo Ha apyru B-Giokepu, OHU30MpPOSON BLE
BUCOKM JO3M BOJHM IO TOKCHYHOCT KaKTO Mpu Maikarta (HaMajieH MpydeM Ha XpaHa U Craj Ha
TEJIECHOTO TEIJIO), TaKa U MpU eMOproHa/rnofa (yBeauueH Opoii pe3opOunH, HaMarIeHO TEIECHO
TErJI0 Ha HOBOPOAEHOTO, 3a0aBeHO (HU3MUECKO Pa3BUTHE), HO HIMA TEPATOreHEeH eeKT.

6. OAPMAINEBTUYHA JAHHA
6.1 ChnuchbK HA IOMOUWHHTE BeleCTBA

Busoned 5 mg duamupanu tablieTku

Kanuues xuaporendocdar, 6e3soeH
By THAXUIPOKCHAHU30
MukpoKkpHcTaHa Lemyio3a
KpocnosunoH

Hwuinecre, npexxenaruHuzupano
Cunuuues JUOKCHI, KOJOUOAEH
MarHe3ues creapaT

Dunmoso noxpumue:
Xumnpomenosa

Makporon 400

Turaunos nuokcun (E171)
Kont xkenesen okeun (E172)

Busonen 10 me dunmupanu TabaeTku




Kanuuer xunporendocdar, 6e3soaeH
ByTunxuapokcuanuzon
MuKkpokpHycTaliHa [eTyo3a
Kpocnoeunon

Huuecte, npexenaTHHU3upaHo
CunMuueB JUOKCHA, KONOUAEH
‘Marue3ues creapat

.. Durmogo nokpumue:

Xunpomenosza

Maxporon 400

Tutanoe nuokcua (E171)

Krent xeneseH okcun (E172)

YepeeH xeneszed okeun (E172)

6.2 HecnbBmecTHMOCTH

Henpunoxumo

6.3 Cpoxk Ha rogHocT

5 roAMHK

6.4 ChenunajaHy ycJOBHA HA ChbXPaHeHHe
To3u ekapcTBEeH NPOOYKT He H3UCKBA CIIELIMANTHY YCIOBUS Ha ChXPaHEHHE.

6.5 Bnjau chIbpAxaHHe HA OMAKORKATA

PVC/PVdC/Alu 6nuctepn x 10 Tabnetku unu PVC/Alu 6riuctepr x 10 Tabnetkn.
30 TabneTkyu B ONaKoBKa.

6.6 CpnenuajHH npeana3HH MEPKH NPH U3XBbPJIsiHEe

Hsama cnienanHu M3UCKBaHUA.

7. IIPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

EKODAPM I'PVII AZ1

yi. Aranac JlykoB Ne29, er. 3,
1407 Cocus, bearapus

Ten.: (02) 906 90 70

daxkc: (02) 906 90 71

8. HOMEP(A) HA PABPEHNIEHHMETO 3A YIIOTPEGA

20130201 - buzonen 5 mg dunMupaHu TabaeTku

20130202 - busonen 10 mg ¢punmupaHu TabneTku

9. JATA HA II'BPBO PAZPEITABAHE/TIOTHOBABAHE HA PA3PE
YIIOTPEBA

Jarta Ha nbpBo paspeiuaBane: 13 roHu 2013 .
Jlata Ha nocneaHo nogHoBsaeaHe: 21 roHu 2018 r.




10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




