PERTFINDIEE 1. ¥ -p il ey pl S
L - IOt A AR AP 4 —""\';'_::f"‘*t‘“ | R
I A T R RS L AL I

LR e T ik AT Cr T e e W T T
] ATk - T

ipe Fe REOgyRIGE - paASKeRLs ]

BE/ P47 114 - L eb

-----------------------------------

A ST Ad;ﬁﬁiia"?fﬂﬁuf-—i;
k]

ot e SN

1.']— P f-w"i‘:/i:r::l FJ:' EFRY

1. HME HA JEKAPCTBEHHA IPOAYKT e

Beranox 30K 50 mg Tabnerky ¢ yubivkeno ocsoboxaasane -+ & Ne

Betaloc ZOK 50 mg prolonged-release tablets b /zgwmi

ol B, 7 oL SR T T T

2. KAYECTBEH H KONMYECTBEH CBCTAB

I mabremxa c ydensiceno oceoboxcoasane cvdvpoca: 47,5 mg METONPONON0B CyKIMHAT {metoprolol
succinate), paBHABal] ce Ha 50 Mg METONPONONOB TapTapar (mefoprolol tartrate).

3a ITeJTHHS CHMCHK HA MOMOIIHHTE BEMICCTBA, BIXKTE TO4Ka 6.1.

3. JEKAPCTBEHA ®OPMA

Tabremka ¢ yowadiceno oceoboxcoaséane om 50 mg: bana 1o CBETNOKPEMaBa, KPBIIA, C AHAMETLD

9 mm, ¢ AeSTHTETHA YePTa OT eJHATA CTpaHa y ¢ o3Hadenne A/mO ot apyrara cTpaHa. JlenuTenHara
YepTa e caMo, 3a Ja YIECHH CUyNBaHeTo Ha Tal/eTkara, ¢ uen obnekyasane Ha NPErTBIaHeTo i ¥ HE
4 pa3iesq Ha IBe eIHAKBH JO3M.

4. KJIHHHYHHU JAHHH

4.1 TepaneBTHHHH NOKAIAHHA

XHIEePTOHHA.

CreHoKapaHs.

TIpeBeHnuA HA CHpACIHa CMBPT M MIOBTOPEH HH(ApPKT cijex ocTpara Qasa Ha MHOKapAeH HH}ApKT.
ChphedHA ApHTMUK, OCOGEHO MPH HaAKkaMepHa TaxHKapIud, MOHIKEeHHEe Ha KaMepHaTa HeCTOTa IpH
MPEACHPAHO MEXIECHE H TIPH KAMEPHH €KCTPaCHCTOMH. PYHRKIHOHANHY CHPACTHH 3a0oApanma ¢
NUITHTALMM.

[MpodmmakTiHka Ha MHTPEHA.

4.2 JI03MpOBKA H HAYHH HA NPHJICKEHNE

,HOSH@B Ka

Beranox 30K TabneTky ¢ yIRDKEHO 0CB0OG0XIaBaHe Ce 1aBaT BeAHbXK JHEBHO, 32 MPCNOTHTaHE
cyrpuH. Tabnerkure ¢ yABIDKEHO 0CBOOOXKAABAHE MOTAT N1a C¢ pasaenAr. Te He TpaAdBa Aa AEBYAT WIH
pasmauksar. TaGneTkute TpAGBa Aa ce MOTMIBIIAT ¢ MOHE MOIOBHH vallia TeHHOCT. EIHOBPEMEHRHOTO
npHeMaHe ¢ XpaHa He NoB/HIBA OHOHANMYHOCTTA.

JlosHpoBKara TpAOBa Ja ce KOPUTHPa NHAWBHAYAIHO, 3a Ja ce niberHe Opanmkapaua. CneqHATE Hella
Ca BANMIHH KaTO HACOKH:

Xunepmornus

50-100 mg BeTHBXK AHEBHO. [IpH MauuenTH, KOUTO He oTroBapsAT Ha 100 mg, fo3aTa MOXE na ce
KOMOMHUpA ¢ APYTY AHTUXHNEPTECHIUBHH CPEICTRA, 33 MPEAoYHTaHe JHYPCTALH H KATIIMCBH
AHTArORKCTH OT AMXMIAPONUPHAHHOBE THII, HIH 1A C€ MOBHIIH.

Cmenorapous




100-200 mg senubx AHEBHO. Jlo3aTa MOXKeE Ja Ce MOBHIIH RO 200 mg WIH IpH HyKAa Aa ¢
KOMOHMHHpa ¢ HUTPATH.

B ciyuaii Ha XMIIOTOHHA WILTH OpanKapIus, MOXe 1a ¢ He0OXOOUMO MOHKEHHE Ha JO3HTE HA
CHIBICTBAILIOTO JEUEHHE WK MOHMXaBaHe Ha 03aTa Ha beTanok 30K. HauanHata XHIIOTOHHA HE
03HayaBa HempeMeHHo, Ye no3ara Ha Beranok 30K He Moxe fa ¢ NOHACH NpH XPOHHYHO JIEYCHHE, HO
no3ara He TpabBa Ja ce NoBUIliaBa, NOKATO ChCTOAHHETO HE CC cTa0HIH3Npa, H HApel C OCTaHATHTS
HeIlla MOYKE A3 CE Hajlara 3achied KOHTpon Ha 6nbpeyHara GyHKIMA.

Copdeunu apummuu
100-200 mg seauEx AxesHo. [Ipa Hyxa n03aTa MOXE Ja CC TOBHILH,

MIpogunaxmuuna mepanus cred MUOKApOeH unghapxm
Karto nourspiaiiia Tepamis ce Aapat 200 mg BeAHBX JHEBHO.

Pynxyuonaniu cepoesru 3abOIA6aAHUA C RATNUMAYUY
100 mg BeaHBX AHeBHO. [IpH Hykaa KO3aTa MOXKE A C& [IOBHIITH.

Mpodunaxmuxa na muzpenama
100-200 mg BeAHEXK THEBHO.

Hapywena 6v6peuna QyHKyua
CxopocTTa Ha ETHMHHMPAHE Ce OBMNABA HESHATHUTCIIHO OT 6n0peunaTa GYHKIHA K 3aT0BA HE CC
Hanara KOpEKIMs Ha 103aTa IpH HapyuieHa 6s0peHa dyHKIHA.

Hapywena uyeproopobra gyrkyun

O6uknopeHo Bertanox 30K ce naBa B ChHINATA K033 HA MALMCHTH, CTPA/IANTH OT yepHOApoOHa MHPO33,
KAKTO HA NAUMEHTHTE C HOpMANHA YepHoApoGHa GyHKLHA. CaMO KOraTo MMa Npu3HAlA Ha MHOTO
TexKo yBpEeKAaHe Ha YepHOApoGHaTa GyHKIAA (HAND. NAUMEHTH CICA IIBHTOBH onepanun), TpAOBa
Ja ce UMa NpeBHA MOHWKEHHE Ha 03aTa.

Xopa 6 nanpednana gv3pacm
He e HeobX0AMMA KOPEKLIHA Ha J03aTA.

Heya u onowu
[IpoyuBaHH ca euUKacHOCTTa 4 He30MacHOCTTa Ha ynotpebara rnpy Aeua 6-18 romHuH (BX.
TOYKH 5.1 1 5.2).

He ca npoydBany eMKaCHOCTTa H §€30MaCHOCTTa Ha ynoTpeOara mpH Aewa < 6 NOAUHH.

4.3 IIpoTHBONOKA3AHHA

Kapaunorenen oK. |

CHRApoM Ha GONTHUA CHHYCOB BB3€M (OCBEH aKo HAMA MOCTaBCH MOCTOAHCH nelicMexBp).
AV-6510K BTOpa HIIHX TPETA CTEIEH.

TlauuenTH ¢ HECTaOWIHA, HEKOMMEHCHPaHa CHpAeTHa HEAOCTATRIHOCT (GenoapoOeH OTOK,
XHNOnepdy3us MM XUIIOTOHMA), ¥ TIALMEHTH C NPOANIKHTENHA W VHTePMHATEHTHA HHOTPOITHA
Tepamus, AeHCTRala Ype3 OeTa-pelieNTOPEH arOHKHIBM. CuMnroMaTHaHa OpaaukapaAns Hitd
xanoToRKs. TekKo HapyllleHye Ha nepudepHaTa apTeprHania HpKynatyi.

Meronponon He Tps6Ba Aa ce AaBa HA NAUEHTH CBC CYCNEKTCH MHOKAPAEH HH}ApKT, AOKATO
CHpIEYHATA YECTOTA € < 45 yaapa/min, P-Q uHTEpBATET € > 0,24 s€C WM CHCTOIHOTO KPBBHO
Hanarane e < 100 mmHg. B cnyda# Ha HHAMKALMHY 32 CHPIETHA HEAOCTATHIHOCT, TAHCHTHIE
MOBTOPHO M3MEPEHO KPHBHO HAJIATaHe, B JIETHANO MONOMCHHE N0 100 mmHg, 1pabrasie

IOBTOPHO NpETNieaHH IIPEAH 3arlovBAHE HA NCHECHHS. Cepro3Ho nepudepHo CHAOBE/SNON




OMAcCHOCT OT raHrpeHa. CBPBXUyBCTBHTEIHOCT KbM aKTHBHOTO BEIUECTBO H/IH KBM HAKOC OT
" [IOMOLLHHTE BelleCcTBa, H30GpoeHH B Touxa 6.1, Wy xbM Apyru Gera-GiokepH.

4.4 CneuHaAHH NpeaAynpexXAcHHA H NPEANA3HH MEPKH NpH ynorpeba

TIpu nauueHTy, JeKysaHu ¢ Gera-6nokepu He Tp2OBa Aa Cé npunara HHTPABEHO3HO BEparTaMII.

MeTOnpONoa MOXKE A3 arpasypa CHMITTOMUTE Ha NEpUGEpHH apTEPHAIHH 3abonapaHns, XaTo
nanpuMep claudicacio intermitens. Texko yBpeliena 650peysa QyHKINA. TexXKH OCTPH CHCTOHAHHA C
metabosnuTHa aupio3a. KoOMOHHHPAHO JIeUCHHE ¢ JHTHTATHCOBH NPETIAapaTH.

[Tpu NaUpeHTY ¢ aHTHHA HA Prinzmetal, 36CTOTATA H TEAKECTTa HA CTEHOKAPIHHTE NPHCTHIN MOTaT 1a
ce ITOBHIIAT NOPajH MEMMUPAHH OT anda-peLenTopuTe KOHTPAKIHK Ha KOPOHApHUTE CHIOBC. [Nopaan
Ta3¥ NPUTKHA, HecenekTHBHUTE Gera-Goxeph He TpAOBa fa ce U3MO3BAT [IPH TE3H NALHCHTH. bera;-
CEJIEKTHBHUTE PENETTOPHN GA0KepH TpaOBa a ce H3MON3BAT NPEANA3IHBO.

Ipu 6poHXHANHA ACTMA WIH APYTH XPOHHYHA OOCTPYKTHBHH 1afonssaHKA, TpaOBa Aa ce npHnara
CBHITPTCTBALIA afEKBaTHA GPOHXOAHAATATOPHA TepamuA. Moxe Aa ¢ HeoOX0MHMO Aa C& IIOBHIIH
fi03ara Ha GETaz-CTHMYJIQHTHTE.

ITo BpeMe HA JIECIEHHETO C METOTIPOION, PHCKET OT NOBJIHABAHE HA BBIICXH/IPATHI MeTaboNH3bBM
MM MACKHPaHE Ha XHTIOITIMKEMUSNTA € MIO-HHCBK, OTKOJIKOTO ITPH HECENCKTUBHUTE Gera-GnokepH.

MHOT0 pAIKO MOXKE [a CE arpaBHpa ChIECTBYBAUI0 YMEPEHO TEKKO HapyIICHAS Ha AV-
IIPOBEXIAHETO (KOeTo MOXe fia AoBene Ao AV-6i10k).

Jleuennero ¢ GeTa-GOKepH MOXKe A arpaBhpa ICYEHHETo Ha aHadwiakTHyYHa peakmnd, JIE4eHHeTO C
aNpeHanyH B HOPMaJTHH 034 HE BUHATH BOAM 10 04aKBaHKA TCPANCBTHICH edext. Axo beranok 30K
ce IpuIara Ha NauMeHT ¢ GpeoXPOMOUKTOM, TPAOBA Aa C& MMa NPEABHA ICICHUE C anga-onoxep.

[TALIMEHTHTE CHC CHMITTOMATHYHA ChpPACYHA HEAOCTATEYHOCT, BCIEACTBHE HA OCTBP MHOKAPACH
wadapkT U HeCTaGWIIHA CTEHOKApAHA, Ca H3K/MOYEHH OT BPOY'BAHETO, HA Oa3aTa Ha KOeTo €
000PEHO TIOKA3aHHETO ChpAetHA HEJOCTATHAHOCT. 32T0Ba CHOTHOLICHHETO
e)eKTHBHOCT/GE30NACHOCT 32 NIEYEHHETO Ha OCTHpP MUOKapAeH HH(ApKT, aCOLMKPAH C TCIH
CBLCTOAHHSA, HE € MOKYMEHTHpaHo. [lpoTrBoNoKkasana € ynorpebaTa npy HecTaOHIIHA,
HEKOMIEHCHPaHA ChPISUHA HEeAOCTATHIHOCT (B, TOUKA 4.3).

BHe3anHoTo cripane Ha Gera-Grokauara e onacHo, 0c00eHO PN BHCOKOPHCKOBHTE MALMEHTH, 1
MOXCE /i@ arpaBHpa XpOHHYHA CHPAETHA HEAOCTATHYHOCT, KAKTO H ia NOBHINYK PHCKA OT MHOKapACH
na(apPKT 1 BHE3aIHA CMBPT. 3aTOBA BCAKO CIHPAHE Ha Beranox 30K 1pabBa, axo € Pb3MOXKHO, a C&
M3BLPIUBA TOCTENIEHHO B IpoIL/DKEHHE Ha [IOHe XBE CeAMHIIH, KaTo /103aTa € NOHNXABA HATOMIOBIHA
¢ BCAKA CTHIKA A0 KpaiiHa 1o3a, KOraTo TableTKa OT 25 mg ce NOHMKABa A0 TIONTOBHH Tabnerka.
KpaiiHara no3a Tpabsa Aa ce 7apa 3a MOHE YCTHPH JHH NPEAH CITHPAHETO. AXo ce MOARAT CHMIITOMH
Ha OTHeMaHe, Ce TIpenopbYBa Nno-6aBHO CIMpaHe.

AKo e HeobxomiMo Beranok 30K fia ce cripe npeay XHPypravHa HaMeca, Topa TpA0BA a CTaHE noHe
48 vaca npean HAMECATA, ¢ HIKTIOUSHHE HA CTIEMHATHH CTy9al XKaTo THPCOTOKCHKO33 H
GeOXpOMOLIUTOM.

Tlpenn xUpypruvHaTa HAMECA, AHECTE3HONOTST TpAbBa Ja 6bae HQOPMHPAH, J€ MALHCHTET

-nonyqasa beranox 30K. He ce npenopbiea fa ¢& CMHPA NEUCHHETO C 6era-6s0Kep NpY NALIACHTH,
NOVIONEHH HA XHPYPri4dHa HaMeCa.

datanen W3Xoa NpY MAUHEHTH ChC CHPACYHOCHAOB PHCK.




Ipu nauyenTy Ha Gera-6n0Kep, AHAQIIAKTHYHHAT WOK € C NO-TOJIAMA TEHECT.

ToBa J1ekapcTBO CHIBPXA MO-MANKO OT | mmol HaTpHi (23 mg) 3a efIHa TabACTKA C YABIAKSHO
0cBOGOKIABAHE, T.€ MOXKE [ C& Kaxke, Ue IPAXTHIECKH He ChALpka HaTpHH.

45 BsauMoneiicTBHe ¢ APYIH JeKAPCTBEHH NPOAYKTH H APYrH $opMH Ha piauMo/eiicTeHe

Meronponon e cyberpar 3a CYP2D6. JlexapcTbara, KOHTO nxuGupar CYP2D6, Morar fa HMat
epeKT BLpXY [U1a3MEHUTE KOHLCHTPAUUK Ha METOIPOION. [IprMepH 3a TEKAPCTBA, KOHTO HHXHOHpAT
CYP2D6 ca XMHUAKH, TepOHHADVH, NapOKCETHH, (IyoKCeTHH, COPTPRIIHH, nenexoxcHob, nponagenon
n gudenxunpamun. Korato ce 3amoysa JIeUeHHe ¢ TE3U J1eKapCTBa, MOXE /1a € HeoOXOAMMO 113 ce
MOHIKK Ao3aTa Ha beranox 30K npy naimeHTH, NexyBaHH ¢bC beranok 30K.

Tpsbea da ce usbs26am crednume KOMOUHaYUY ¢ Femanox 30K:
ITpouseodnu na 6apbumyposama xucenuna.: bapduryparure (n3cnenBano 3a peHobapbuTan)
MHAYLHpAT MeTa00IM3Ma HA METOTIPOJION Ype3 CH3IMMHA HHIYKIHMA.

Hponacpenon: Tipu npunoxenye Ha MponadeHOH Ha YCTHPYMA NAlHCHTH Ha TEPAHa METOIIPONOJ,
TIa3MEHHTE KOHIEHTPAlHH Ha METOTIPONON ¢4 C¢ TOBUUNTH 2-5 ITBTH K ABAMA NIALMEHTH ca
NOMYyYHITK HeXeNaHH peaklMH, THMHYHY 32 METOMPOJIOI. BianmoneilicTBHeTO ce 004CHABA BEPOATHO
ot daxTa, ue nponadenoH, NooGHO HA XMAMANH, HHXKHOKpa merabonmaMa Ha METOTIPOJION Ypes
uToxpom P450 2D6, KoMbuHalMATa BEPOATHO € TPYAHA 34 KOHTPOI, 7B Xaro nponadeHoH CHILO
npHTeXRaBa GloKHpaly OeTa-penenTopHTe CBOACTEA.

Bepanamun: B xoMGuHaIua ¢ Gnoxupaimy OeTa-peLieATOPHTC JICKapCTsa (onecaHO 3a aTEHOJOI,
NPOIPAHONON ¥ MMHIOJON), BEPANIAMHUIT MOXKE Jia TIPHIMHHA GpauKapauA ¥ MOHMKeHHE Ha KPBBHOTO
nanarase. Bepamamun 1 OeTa-610xepHTEe UMAT ANHTHBHH WHXWOHTOPHH epeKTH BEPXY AV-
MPOBEXIAHETO A GYHKIMATA HA CHHYCOBUSA BB3CIL.

Cnednume xombutiayuu ¢ bemanox 3OK mozam Oa Harazam RpoMerend 003uposKa HA NEKAPCMEOMO,
Amuodapon: EnHo crobigHne Ha cnydali npennonara, y¢ NaudeHTHTe, ICKYBaHH ¢ AMHOOAPOH,

MOTAT J1a PA3RHAT H3paseHa CHHyCHA Gpanrkapaus, KOrato SAHOBPEMEHHO C TOBA CC JICKYBAT C
METOTIPOJION. AMHONAPOH HMa H3BBHPENHO THKTLI HONMYKHUBOT (OKOMO 50 mau), KoeTo NpeAnonara, 4e
MOTAT J1a HACTBIAT B3aMMOIEHCTBUA ABIIT0 BPEMe CIICK CIIHPAHE HA A¢KapCTBOTO.

Aumuapummunnu cpedemsa, knac I: Knac 1 aHTHapuTMHIH H GeTa-perenTOpHUTE OJIOKEPH HMAT
QIMTMBHA HErATHBHH MHOTPONHHA eeKTH, KOSTO MOXE J1a I0Bee 0 TEKKH XCMOMHAMHTEH
HEeXENaHH PEAKLMH TPH TALMEHTHTE ¢ YBpEICHa JICBOKaMCpHa bynkuua. KomOunamusta Tpadpa na
ce H3BArBa CHIIO NPK “CHHAPOM Ha GOMHKA CHHYCOB BB3€N” H NAaTONOTHYHO AV-nipoBexgane.
B3auMopeiicTBreTO € Hali-100pe NOKYMEHTHPAHO 332 AH30NHPAMH.

Hecmepoudnu npomueosb3nanumenn/anmupesmamuysu cpedcmea: 3a HCTIBC-
NMPOTHBOBE3NANHTENHHTE € OKa3aHO, e IPOTHROAESHCTBAT Ha AHTHXHUIEPTCHIHBHUA epekT Ha Hera-
6nokepure. [IspBoRaUATHO e n3ceNBad HHAOMeTayH. Tosa B3aMMOIcHCTBHE HE HACTBIIBA CBC
cynuHaak. [Iposenedo e npoy4sase 33 HETaTHBHO B3auMoaelicTBHE BLPXY AMKNOGheHaK.

Juzumanucosu 2auxo3udu: JJHrHTaTMCOBHTE TMNKO3NAN, 3aE0HO C Gera-6mokepH, MOraT Aa yARDKAT
aTPHOBEHTPHKYIAPHOTO NTPOBEKIAHE M MOTAT l1a HHIYLHpaT OpaguxapaHa.

Jiugpenxudpamun: [nbeHXxnIpaMHE MOHMKABA (2,5 ITeTH) KNHPBHCA HA METOMPOJIoN 32 alda-
xuapokcumeronposnon, upes CYP 2D6, npu xopata-0sp3n XHAOKCHIATOPH. Edexrure Ha

METOTIPONION ¢a 3aciiucHH. JluteHxuapaMiH BEPOATHO MOKE Jia nHxubrpa MeTaboIM3Ma Ha IPYTH
cyGcrpard Ha CYP 2D6.




Jhurmuasem. JunTuazeM u GeTa-peLenTOpHATE OIOKEPH UMAT aIHTHBHH HHXHOHTOpHH edeKTH BEPXY
AV-NpoBOMMOCTTA i GYHKLMATA Ha CHHYCOBMA Bh3en. Habmonasa ce u3pascHa Opaguxapnus
(CHOBIEHHA Ha CITy4aHn) [0 BpEME HA KOMOHHHUPAHO JICHEHUE C NMITTHAIEM,

Enunegpun: CHIIECTBYBAT OKOJIO AeCeT ChOOILCHI 32 TANMEHTH, JIEKYBAHH C HeceleXTHBHH Oera-
penentopH 610kepH (BKIIOYUTENHO MHAOI0N K NPOIPAHONON), KOHTO pa3sBHBAT H3pa3CHA
XHTIEPTOHUA M OpasHKapaus Clel NPHIOKCHHS Ha emmHedpuH (aapeHanuH). Te3n KIHHHIHH
HAGJIIOICHHA Ce MOTBHPKAABAT PY NPOYYBAHHA NPH 3APABH AOOPOBOJILM. IIpeanonara ce ChillO, Y€
enMHedpPHH B MECTHHTE 3BHECTETHLH MOXeE Aa NPOBOKHPA Te3H PeakiiNK NpH HHTPABA3ATHO
MPHIOKEHHE. PHCKBT BEPOATHO € TIO-HHCHK NPH KapAHOCENCKTHBHHTE Hera-penenTopHy OIOKepH.

Denwmponanoramur. QeHUINPONaHONAMHH (HopedeapHH) B eAHHHYHH A03H 0T 50 mg MoXe Aa
HOBHIDH JUACTOTHOTO KPHBHO HATATaHe JO MATOJIOrHYHH CTOHHOCTH IIpH 3/paBH A0OPOROIIH.
TIponpaHonon no NpaBHNO MPOTHBOAEHCTBA HA MOBHIICHHETO Ha KPbBHOTO HAIATAHL, HHAYIHPAKO OT
denmmponanonamMuH. Bera-peuenropauTte 6nokepH, 0bade, Morar Aa NPOBOKAPAT NapalloKCATHHI
XMTICPTEH3MBHY PEAKLHH NPH NALMEHTH, KOWTO MPHEMaT BHCOKH 1034 OT denunnponanonamus. B
HAKOJIKO CIy¥aH ce OMMCBAT XMITEPTOHHUHH KPH3H TI0 BPEME Ha JIEICHHE CaMo ©
(eHIINPONanoiaMHH.

Xunuoun: XMHUIHA HHXHOHpa MeTabonn3Ma Ha METOTIPOJION NPH Taka HApEUCHUTS Obp3H
xagpoxcuiaropy (noepeye o1 90 % OT HaCENEHNUETO B [1IBe1na), ¢ #3pa3eHO NOBAIICHN IVIa3MEHH
HHWBA H, B PE3yATaT Ha TOBA, 3aCHJICHA GeTa-6okaga. CHOTBETHO, B3aUMOACHCTBHE MOXKE 113 HACTBITH
npu ApyrH Gera-Goxepy, KOUTO ce METaDONM3HPaT OT CHUMA CHIHM (uurroxpoM P450 2D6). -

Kronudur: XAnepTOHHYHATA PEaKIyis, KOTATO BHE3AIHO Ce CIpe KIOHHAHH, MOXKE 114 29 C
noTeHUMHpana ot bera-6nokepute. Ako TpaGBa fa ce NpeyCcTaHOBX CHIBTCTBALIOTO JICICHUC ©
KIOHHAKH, OeTa-OnoxepsT TpabBa Na ce cripe HAKOJIKO JHY NPEAH KIOHHINH.

Pugannuyun: Pubamnuuuy moxe 1a HHAYUMpa MeTaboM3Ma Ha METOMPOIION, KOETO BOAHY A0
NOHMXEHH MIa3sMEHHA HUBA.

TanmuenTHTE, MONYYABAMM CHITETCTBAIIO NeYeHue ¢ ApyTH Gera-6rokepH (HaIp. KalKH 3& OYH) WIH
MA O-usxu6uropy, Tpa6Ba Aa OBAaT oA cTPOro HadmoaeHue. [1pH naiMeHTHTE, MOy IaBAIIH
Tepanus ¢ 6era-perenTopHu GNOKepH, HHXATAMOHHHUTE AHECTCTHIIM 3aCHITBAT KapAroenpecHBHUs
edekT. Moxe Aa ¢ HeoGX0MHMMO a2 ¢e KOPHTHpaT NO3UPOBKUTE Ha NEPOPATHHTS auTHaHabeTHH
CpeACTBA NMPY NALMEHTHTE, NONyYaBaiy GeTa-0noKepH. [InasmeHara KOHLEHTPAI{HA HA METOMPOIOIN
MOsKe N CE HOBHIHNH, KOTATo ¢& NPWIAra eIHOBPEMEHHO C LIMMCTHIMH HIH XHADAJIa3HH.

4.6 DepTHANTET, OPeMEHHOCT H KbpPMEHE

BpemenHoct

Beranox 30K He tpa0Ba 1a ce AaBa ro BpeMe Ha OpeMEHHOCT M KBPMEHE, OCBCH KOTaTo ynorpedara
My ce MPELCHH KaTo kareropHiHo Heobxoanma. Karo usno, Heta-6GroxepHTE MOHMXABAT
IUTaLeHTapHaTa nepdysns, KOeTo Ce acoIHNpa Che 3a0aBsHe Ha pacTexa, HHTpAyTEpHHHA CMEPT,
abopT 1 npexacBpeMenHo pakaate. [lopany Tasy NPHYHHA, CC PENOPLHEA IIPOBEXKAAHETO Ha
HOAXOAALLO MAaTepHOGETATHO MOHMTOPHPAaHE NpH GpeMEeHHH XEHH, IEKYBaHH C METOIPOJION. bera-
pelenTopHuTe 6I0KEpH MOTAT Jia NPHIHHAT OpaguKapavs Ha deryca ¥ Ha HOBOPOZIEHOTO. TOBa
Tpa6Ba a Ce UM TIPEABHA, aKO TE3H JIEKapCTBa Ce NPEANKCBAT B MOCICAHNA TPHUMECTHP U BHB BPB3KA
¢ paxaanero. Beranck 30K tpabra na ce cripa NOCTCIICHHO 48-72 yaca MpeiH IUTAHKPAHOTO
paxaaHe. AKO TOBA HE € BE3M0XHO, HOBOPO/ZICHOTO Tpabpa Aa ce npocnenssa 3a 48-72 vaca caen
PaKNIaHeTO 3a NpU3HALK i cuMnToM# Ha Gera-Gnokana (uanp. cepacuHH # 6enoapoOHH
YCHOKHEHHS).

Kspmene P
MeTOorIpono) ce KOHUEHTPHPa B HOBEIKATa KbpMa B KONHYECTBO, KOETO CBOTBETCTBA HA ¥

A
npAOIM3KTENNO TPU IBTH KOJHYECTBOTO, KOSTO CE OTKPHBA B IL1A3MATa Ha malixara. PH
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BPE/IHK PEAKIMH 110 OTHOMIEH)E HA KBPMAYeTO H3MNIeR/Ia € HUCHK I1PH TepancBTHHH 03K HA
JIeKapCTBOTO. KspMeHOTO fiete 06aye TpaGsa aa ce HabmroZasa 3a NPU3HALM Ha 6era Gnokana.

4.7 EjekTn BLPXY CnocoGHOCTTa 33 modupane H padoTa ¢ MAINHHH

Trit kaTo npH nevenueto ¢ beranok 30K Moratr ga HaCTBIAT IAMAAHOCT H YMOPa, TOBA TpabBa Aa ce
MMa NpepBH, KOraTo € ReoGXoauMO rolaMO BHUMAHHE, HAPUMED IIPH modupate H pabota ¢
MAllIHHI.

4.8 Hexenann JeKapcTBeHH PeaKIiHH

Meromnponon CR/ZOK e ¢ nobpa OHOCHMOCT ¥ HeXETAHWTE PEaKLHH 10 IIPABUIIO CA JIEKH H
obparnmu. Crennure chOHTHA ce CROOILABAT KATO HEXENAHH PeaKiWiH PH KITHHWIHHUTS MpoyJBaHus
WIK TIpY PyTHHHATA ynotpeba, [1aBHo NpH ynorpeba Ha KOHBCHIHOHAICH METONIPOJION
(METONpONOIOB TapTapat). B MHOTO ¢lly4aH He € YCTAHOBEHA BPB3Ka C JICHCHHETO C METOTIPONON.

[lo yecTOoTa HAa Pa3BUTHE HEIKETAHUTE PEaKIHH ¢a MPYNMHPaHH KaTo: MHOTO HY€CTH (>_10 %), uectH (1-
9,9 %), neuectu (0,1-0,9 %), peaxu (0,01-0,09 %) 1 MHOrO PeAKH (< 0,01 %).

Cupoewrno-cvoosa cucmema

Yeeru: Bpanyukapand, MOCTYpaIHy HapymeHus (MHOrO PAIKO ChC CHHKOII), CTYACHH JJIaHH H
XOMHJIA, NANIHTALHY.

Heuecru: BnoiaBane Ha CHMIITOMHTE Ha CBPACYHATA HEAOCTATHYHOCT, KAPAHOTCHEH LIOK IIPH
MALMEHTH C OCTHP MHOKapieH rHpapkT ¥, cxpaedeH 6ok MhpBa CTENEH, OTOK, |
npexkopauaiga 0oJka.

Pepku: [1poBOAHH HAPYIICHHA HA CHPLETO, CBPACYHH APHTMHAM.

MHoro peikn: [aHrpeHa nmpH NAalMeHTH ¢ MPeIXOXAAlM TEKKH HAPYIICHHI HA nepHPepHOTO
KPBBOOOPBLIEHHE. |

*TlosmueHa yecroTa oT 0,4 %, B cpaBHeHue ¢ rianebo npy eaHo npoydsane Ha 46 000 manueHTH C
OCTBP MHOKapIeH HH(apKT, KbASTO YeCTOTara Ha KApANOTCHCH HIOK 2,3 % B Irpynara Ha
meronponox u 1,9 % B maueGo rpynara, Npy NOArpynara NaillMeHTH ¢ HACBK HHCKC 33 PUCK OT
wok. MHAEKCHT 33 PHCK OT INOK Ce OCHOBaBa Ha a0COMOTHIA PHCK OT WIOK IPH BCCKH OTACIICH
naLMeHT, MTOyMeH Bb3 OCHOBA HA BBH3PAcTTa, 110114, 3a0aBAHETO BBB BPEMETO, KIIaca 1o Killip,
KpPBBHOTO HalAraHe, ChpACYHATA YECTOTA, MATONOTHYHHTE EKI" mpomeHs H IPEAX0oKaamara
aHAMHE3A 34 XATIEPTOHNA. [ pynaTa NauyeHTH ¢ HECBK HHACKC 32 PHCK OT LIOK CHOTBETCTEA HA
TALMEHTHTE, [IPH KOUTO METONPOJION e MPEMopEUBa 32 yroTpeda mpu oCTHP MHOKapACH RHPAPKT.

Ilenmpanua nepena cucmema

MHoro yectu: YMopa.

YecTu: 3aMagHoCT, ri1asobosHe.
Hegecth: [MapecTesun, MyCKYIJIHH KpaMIH.

Cmomauino-upesHu

YecTn: ["apeHe, kopeMHa Oonka, IMapH, 3arnckK.
Hewectn: [TospEinaxe.

Penkn: CyxoTa B ycTara.

Xemamonozuunu

Muoro penku:  TpoMOouHTONEHNU,

Uepnoopobru
Penxu: [1aTOMOrHYHM OTKJIOHEHHA Ha YepHOAPOOHUTE PyHKIHOHATHH [IOKA3aTelN
MHoro penku: Xenarur.,




Memaboniizvm
Heuectu; Haanapare Ha TErno.

Mycxynno-crenemuu
MHoro peaxu: ApTPaNrus.

Hcuxuampuunu

Heuectn: Tempecun, HapylneHa crioco0HOCT 3a KOHLEHTPHpaKe, COMHOJICHTHOCT MK BescpHHeE,
KOIIMAPHH CHHUIIA.

Peakn: HepeHoCT, TPeBOXHOCT, HMIIOTEHTEHTHOCT/MOJIOBA BHUCOYHKIHA.

MHoOro peki: AMHE3Hs/HapYIICHHA HA TaMeTTa, 00BPKAHOCT, X ATIOLIHHAIHMH.

Pecnupamopru

YecTH: JIMCIIHeA NpH yCHIHA.
Heuwecru: BpoExocnazLMm.
Penxun: PUHHT.

Cemuenu opzanit
Penxwu: HapylleHHs Ha BIKIAHETO, CyXH W/WIH pasApa3HEHH O'1H, KOHIOHKTHBHT.
MHoro penk: THHHTYC, HApYILIEHUA Ha BKYyCa.

Kooica

Heuecru: O6pus (ox $opMaTa Ha ICOPHATHYHA YPTHKAPHA ¥ AHCTPOPHIHH KOXKHY f1e3NH),
3aCHNCHO ITOTCHE,

Penxu: OnnemyuBsaBaHe.

Mmoro pegxy: Peaknuy Ha GOTOTYBCTEBHTENHOCT, arpaBHpaH NCOPHAINC.

Cro0uiaBane Ha MOAO3HPAHH HEXeJaHH PeaKuHH

CpobluaBanero Ha MONO3MPaHi HeXETaHH PeakIMH CIIe/ pa3spelliaBaHe 3a ynorpeba Ha NeKapCTBEHUA
NPOAYKT € BaxkHo. ToBa M03BOJIABA Ia MPOABIDKH HAaOMIOACHUETO HA CHOTHOUICHAETO noJ3a/pPHCK 32
sieKapcTBEHHS NPORYKT. OT MSAHLIMHCKUTE CICLMANKCTH CE H3INCKBA 1a crOOUIABAT BCAKA
NoJ03HpaHa HEXKENaHa Peakms 1o:

Brarapus

W3ImeHUTE A areHUKs 110 JIEKapCTBara
yiL. ,,JlamsH ['pyes” Ne 8

1303 Copus

Texn.: +359 2 8903417
yeOcaiiT: www.bda.bg

4.9 IIpenosnpane

Cumnmomu
CHMNTOMH Ha NIPEIO3UPaHe MOTAT Aad BIITIOYBAT XMIIOTOHHKA, ChpAeiHa HEAOCTATBHHOCT,
Gpanuxapaus M 6panvapuTMHs, ChpAEYHA NPOBOAHH HApYIICHNA 1 OpOHXOCTIAIBM.

CrpneyHo-ChA0BATa CHMIITOMATHKA € HaH-BaXHa, HO B HAKOH CiTy'aH, ocoOeHo npH Zeua H MJIaIH
HHIMBHIH, caMOToMUTe OT cTpaHa Ha [THC 1 noT#ckaHeTo HA AMILAHETO MOTaT Nia JOMHHHAPAT.,

ITooxo0 npu npeoo3upane



Tpabpa aa ce OKayke rPHKA 33 NALMEHTa HA MACTO, KBACTO MOXKE 1a C& OCHTYPAT NOIXOOATIH MEPKH
34 noAnomarane, HabAIACHUE W HAK30P.

AK0 € onpaBIaHo, MOXE Ja ¢€ M3BBPLIM CTOMalIHa NPOMHBKa H/ANH Ja CE MPHIOXKH aKTHBCH BBITICH.

3a nedyeHHe Ha 6paMKapaKs N NPOBOJHH HAPYILCHHA MOXe J1a Ce IPIIIOXKH aTPONHH,
aAPeHOCTHMYJIHPALIM T€KapCTBa HITH NEHCMEHKBD.

XHUNOTOHMS, OCTPa CHPAEUHA HENOCTATHIHOCT H MOK MOTaT A OBAAT NCKyBaHH ¥pe3 MOAXOIAIIO
yBENMYEHAE Ha 06emMa, HHXeKTHpaHe Ha [IIIOKaroH (ako € HeoOX0AHUMO, MOCTICABAHO OT
MHTPABEHO3HA HH(Y3HA HA [IIOKAroH), HHTPaBEHO3HO NPHIOKEHHE HA AllPEHOCTHMYIHPAILH
TEKapCTBa, KaTo A0OYTAaMHH, ¢ 0. peUCNTOPHN arOHHCTH, nobapeHM Py HAIMYKE Ha Ba3OHAaTallnd.
CHIIO TaKa, MOIKE Ja Ce MPHII0KAT HHTPABEHO3HO KaNIIMEBH HOHH (Ca®™).

Q6uKHOBeHO GPOHXOCNAZEMET € 00paTHM, aKo Ce NPUNOoXKAT OPOHXOAHAATATOPH.

5. @OAPMAKOJOTrHYHH CBOUCTBA

5.1 dapmMakoANHAMHYHH CBOHCTBA
dapMakoTepanesTHIHA rpyna: bera-peyerrropeH 610Kep, CENEKTHBEH; ATC xon: CO7A B02

Mexann3bmM Ha AEHCTBHE
Metonponon e 6era)-CeleKTHBEH peLienTopeH OI0Kep, T.€. METONPO/IOoN NOBIHABA OeTa;-peleNITPOHTE

HA CHPLETO B NO-HUCKY J03M OT HEOOXOMVMHTE, 32 Ja C© IIOBIIHAAT feTaz-pelieTTOpHTE B
nepudepuure cruose u Gporxute. CenexrnsHocTTa Ha Beranok 30K e n0303aBHcHMd, HO THH KaTo
MBKOBATA MJIa3MeHa KOHLeHTpauud 3a Ta3i dopMa Ha JO3HPOBKA € 3HAYWTEIHO NO-HUCKA, B
CpaBHEHHe ChC ChILATA A034, NABaHa KaTo 0GHKHOBEHH Ta0NETKH, Ce IIOCTHIA [10-BHCOKA CTCIICH Ha
6era;-CelIeKTHBHOCT ¢ eKapcTBeHaTa popmMa.,

MeTonpono He NpHTeXkapa HUKaxbB GeTa-cTHMyJTHpall epekT H HMa cnab MemMGpaHO-CTHMYTHpaIL
edexT. bera-peuenTopHATE OJOKEPH MMAT OTPHLIETEIHH HEOTPOIICH H XPOHOTPONCH eexT.

PapMaxoavHaM HIHH ePeKTH, H KIHHHIHA ehHKacHOCT H 0e301MacHOCT

TepanuaTa ¢ METONPONON OTCNa0Ba ePEKTa Ha KaTEeXONaMHHHTE TIpH bu3HYECKO M ICHXHIESCKO
HATOBApPBaHe, 1 JaBa NI0-HUCKH CHPAEYHA 9eCTOTa, ChPAEUCH AeOUT N KPBBHO HANAraHC. Ipu
CTPECOBH CHTYALUHH C IOBHIIEHO 0CBOOOKIaBaHe HA AApeHANNH 0T HanOBOpeYHHTE XKIe3H,
METOIPOA0 HE IPEBEHTHPA HOPMAIHATA PH3NONOTHYIHA ChA0BA AWIATAIIHA. B TepaneBTHYHH NO3Y,
METOTPOON MMa NO-C1a6 KOHTPAKTIICH epekT BBPXY OPOHXHANHATA MyCKYIaTypa OT
HeceJleKkTHEHUTE OeTa-Onoxepu. ToBa CBOMCTBO 1O3BOJIABA JICHEHHE HA MAIMCHTH © OpoHxHalHa
aCTMAa WM APYTH H3paseHn o6CTpyKTHBHE GenonpobHn 3abonsBaHNs ¢ METONPONOI B koMOHHAIMSA C
GeTaz-pelienTOPHY CTUMYIaHTH. MeTonpooN roBIHABA 0CBOOOKAABAHCTO HA HECY/THHA U
BBIAICXHApaTHaTa 0OMAHA B N10-MANKa CTENICH OT HECENCKTHBHATE Gera-6noKepH, U 3aT0BA TOH MOXeE
71a C€ aBa CHILO HA MALMEHTH CBC 3axapeH guaber, CHpAEIHO-CHAOBATA PEAKIIHA IIPH
XHIIOCNUKEMHA, HAPHMEDP TAXHKApAKA, Ce MOBJIHABA B I0-MaNnka CTCICH OT METONPOJI0) X
BPBILAHETO HA KPhBHO3aXapHOTO HHBO 10 HOPMATHOTO € 10-6bpP30, OTKOMKOTO 33 HECENCKTHBHHTE
fera-peuenTopHd GIOKEPH.

ITpu xuneprounus, beranok 30K nonwxasa KpBHOTO HAIATaHE 3HAHTCIIHO 3a moBede ot 24 yaca,
KaKTO B JErHAI0, TAKA H B H3NPABEHO MOJIOXKEHHE, a CHINO H MO BpEME HA ¢usvaecku yorHa. [pu
NedeHre ¢ METOIIPONON, ITHPBOHAYANHEO C& Ha0MOoAaBa NOBHIICHHE Ha mepadepHaTa CHA0Ba

pesncTenTHOCT. TIpH IBIrocpoUHo JeueHue, ofaue, MONYICHOTO NOHHKEHHE B KPBBHOTO H
MOKE JIa Ce I'BJDKH Ha MoHWKEHaTa nepudepHa CbA0Ba PESUCTECHTHOCT ¥ HEMIPOMCHE:




nebut. [IpH MBKe ¢ YMEPEHO TexkKa/TeKKa XUNEPTOHHA, METOTIPOIOJ NTOHYKaBa PRCKa OT ChpACHHO-
chaoBa cMbpT. He ce HabmonaBaT HapyIeHHs Ha €1eKTPOJHTHUA OaIaHC.

EdexT npy XpoHU4Ha chpAetiHa HeaocTarbuHocT: [Ipn npoyssaneTo BHPXY NPEXHBACMOCTTA
MERIT-HF, sxmoupaiio 3 991 nauuedTH ¢be cupacyHa negoctarsatocT (NYHA II-1V) 1 nombreHa
dpaxuys Ha wsTnacksare (< 0,40), 3a beranok 30K e n0ka3aHo, 9¢ YARIKABA MIPEKHUBACMOCTTA H
MOHM>kaBa 6poA Ha xocnurannsaguuTe. JIpH ARITOCPOYHO IEYSHHE, HALMEHTUTE IIONYaBaT ofIHO
noaoGperse Ha cuMaToMuTe (Knac criope Hioliopkckara cspaeuna acounanys H Ckop 3a obma
OLICHKA Ha JICYEHHUETO).

OcBeH TOBA € AOKa3aHO, e Tepanuara ¢ beranok 30K nosumasa ¢pakuuiTa Ha M3TIACKBAaHE H
NOHIDKABa KpaHHTE CUCTOJTHH H IMACTONHH JIEBOKaMEepHH 00eMu.

[Tpu TaxuapUTMHU, €PEKTHT OT MOBHINEHATA CHMITATHKOIMTHYHA AKTHBHOCT CC GiioKkHupa ¥ TOBa BOAH
110 MO-HUCKA ChpPAEYHA Y€CTOTa, OCHOBHO Ype3 NOHMKCHATA aBTOMATH3alUA HA neicMeAKbpHHTE
KJIETKH, HO CBILIO H 4pe3 yABKEHOTO CYNpaBeHTPUKYIapHO MPpoBOAHO Bpeme. MeTonponon
MOHMKARA PHUCKA OT MOBTOPEH HHPAPKT H CHPACIRA CMBPT, oco0eHO BHe3anHa CMBPT CACH
MHOKapaeH HHQapKT.

[lenmaTpy4dHa nONyJIauua

Ipn 144 neauarpuyHy NauueHTy (Ha BH3pacT oT 6 fo 16 rogusu), MPEAHMHO C SCEHUHATHA
XHIIEPTOHHUA, B €1HO 4-CeaMIHO npoydsare, Beranok 30K noHmxasa CHCTOIHOTO apTEpHAIHO
Hansraxe ¢ 5,2 mmHg 3a goza ot 0,2 mg/kg (p=0,145); 7,7 mmHg 3a nosa ot 1,0 mg/kg (p=0,027) n
6,3 mmHg 3a 103a ot 2,0 mg/kg (p=0,049), ¢ MakcumanHo 200 mg/AHeBHO, B cpapBeHuE C 1,9 mmHg
3a maue6o. 3a AMACTONHOTO ApTepHalIHO HAJATaHe TOBA TIOHIDKEHHe € 61no, CHOTBETHO, 3,1
(p=0,655); 4,9 (p=0,280); 7,5 (p=0,017) un 2,1 mmHg, He ce HalmoaaBaT HAKAKBA TBHH PA3HKH B
NOHIKEHHCTO Ha APTEPHATHOTO HAIATAHE, BB3 OCHOBA HA BB3PacT, cTagui no TaHep H pacosa
NPHHARAEKHOCT.

5.2 @apMaKOKHMHETHYHH CBOHCTBA

Tabnerkara ¢ yabmxeHo ocBobokaasane beranok 30K ce ChCTOH OT SHKANCYTHPaHH MUKpOC(EpH OT
METOTIPOJIONIOB CYKI[MHAT M BCAKA cepa MPSACTaBNgBa OTACHHA XSO CAHHHLIA. Bcsaka cpepae
TIOKPHTA ¢ TIOJIAMEPHA MeMBpaHa, KOATO KOHTPOIHPA CKOPOCTTa Ha 0CBOO0KAaBaHe HA JIEKApCTBOTO.
Tabnerkara ce pasfnala 6bP30 B KOHTAKT C TEYHOCT, IPH KOETO CHEepUTE CE AMCIEPTHPAT BHPXY
FOASMA NORBLPXHOCT B CTOMAINHO-YpeBHus TpakT. OcBofoxkaapaneTo € HeaaBueumMo oT pH na
OKOJIHATA TEYHOCT H MPOTHYA ¢ TIOYTH KOHCTAHTA CKopocT 3a okono 20 gaca. JlekapcreHara dopMma
HA JIO3UPOBKA OCHIYpABa paBHOMEPHA IUIa3MEHA KOHIECHTPALMA H NPOARDKATEIHOCT Ha edexTa HAN
24 qaca.

ABcopbrius
Meronponoi CR/ZOK ce aGcopbupa HATRIHO ClIE IEPOPANTHO MpAokeHHE. [Topajy 3HaHTe HAA

edeXT Ha IBPBOTO NIPEeMHUHABAHE, CHCTEMHATa GHOHAIHYHOCT Ha METOIPO/ION OT €AHOKPAaTHA
nepopanHa 103a e npuoinzutento 50 %. Cpbp3BaHeTo Ha METONPOJION C IIAIMCHHTS OeNTHLH €
HHCKO ¥ e npubnuzutenHo 5-10 %.

byoTpancdopMauuns

MeTonpono ¢ce NoAiara Ha OKCHIATHBEH METabONMM3EM B YePHHA apob, ocnosxo ot CYP 2D6
m3oeH3uma. Moentnduuuapany ca Tpin OCHOBHH METa0OJIHTA, BHIPEKH 9€ HATO CHH OT TAX HE
npHure:kasa B-6noxupall epexT ¢ KINHHIHO 3HAUCHHE.

EnuMuHUpane
ITo npasuno, moseue ot 95 % oT nepopaiHara 103a MOXe a CC OTKPHE B ypHHATA. Oxkoi10 52
NPHIIOAEHATA 1034 C& EKCKPETHPAT B YPHHATA B HENMPOMEHEHa (opMa, KaTo B OTACIIHH




qraciIo HapacTea 10 30 Y. EnHMHHaquHHHaT NOAYKHBOT Ha METONPOJION B IMa3mMara € CpEAHo
3,5 gaca (kpaiinu croitnoctu: 1 ¥ 9 yaca), TOTANHHAT KIHPBHC € mpubnusurenso 1 1/min.

Xopara B cTapuecKa BE3PacT HE TOKA3BaT HAKAKBH 3HATHMH TPOMEHU BB dapMaxOKHHETHKATa Ha
METONPOIOJ, B CPABHEHKE C MO-MJIaay Xopa. CHCTEMHATa OHOHATHYHOCT ¥ STMMHHHPAHCTO Ha
METOIIPOJION Cca HEIPOMEHEHH NPY TMAHEHTH € NOHIKCHa 6u6peuna pynxuHA. EKCKpernaTa Ha
MeTaboTHTH 0Gatue & NOHMKen?2. SHAYATEIHO HATPYIBaHEe Ha MeTabONMTH Ce Ha0MOAaBa Mpy
flAlMEHRTH ¢ ToMepyiHa dunrpauus (I'®) moa 5 ml/min. ToBa HaTpynBaHE Ha meTabouTH obaye He
1acinBa Oera-G1okanara.

JIuneiiHOCT/HETMHEHHOCT

dapMaKOKHHETHKATA Ha METOMPOJION CE NOB/THABA MHHUMAJIHO OT IOHWKCHATA yepHoapobHa
dyuxuus. Benpexn Tosa, 06ave, NpH NALHEHTH C TCKKA yepHOApoOHa MPO3a # NOPTOKABATICH ITBHT
GHOHATHYHOCTTA HA METOMPOION MOXe 4 ce MOBUIM K OOMHMAT KIHPEHC MOXKE 18 © TIOHIDKEH.
[IauMeHTHTE C IOPTOKABAJIHA AHACTOMO3a MMAT OO KIUPBHC OT NPHOMM3UTEIHO 0,3 I/min 1 nuomra
110/l KpHBaTa Ha KOHLICHTPaUHATa BBE BPEMETO (AUC) e ¢b¢ CTOHHOCTH 210 6 IBTH NO-BHCOKH,
OTKOJIKOTO NpH 3APaBH JIHLIA.

DapMakOKHHETHHHUAT Npodul Ha METONPOION, TIPH NEAHATPIHA NALMCHTH ¢ XHMEPTOHHA HA
BB3pact 6-17 romunu, € cxoneH ¢ GapMaKoKMHETHKATa, MPEAXOHO ONHCAHA IIpH BH3PacCTHH.
Mpusupuust nepopaned kupbHe (CL/F) Ha MeTOMIpOION C€ OBHINIABA NUHEHAO ¢ TENIECHOTO TETTO.

5.3 TIlpeaknMHHYHH JAHHH 33 0e30NMACHOCT

MeTonponos € U3cNeaABaH IMHPOKO B KIIMHHYHH yCIIOBHA. BaxHa 3a IpeATACBANMA HHpOopMaIHa
MO3ice J1a ce OTKpHe B Ipyru uacty Ha KpaTkara xapakTepucTHKa Ha NIpOLyKTa.

6. ©OAPMAUEBTHYHH JAHHHU

6.1 CnucebK HA MOMOLIHHTE BEIECTBA

Erunuenynosa, XUApOKCHIPOHI LeTyios3a, XHIPOMENo3a, MHKPOKpHCTATHA nenynio3a, napapuy,
Makporon, 6e3soeH HEKONOUAEH CHTHLHEB THOKCHA, HATPHER CTCAPHI ¢GpyMapar H THTAHOB JHOKCHN

(E 171).

6.2 HechrBMECTHMOCTH

Henprioxumo.

6.3 Cpox Ha FOAHOCT

3 roguHN.

6.4 ChneunajHH YCIOBHS HA CBXPAHEHHE
Ha ce cexpansiia niog 30°C.

6.5 Bupa u chabpXKAHHE HA ONAKOBKATA

Dnaxon om ROAUEMUNEH ¢ GUCOKQ NILMHOCH C RONUNPONUAEH08A KanaiKd.
30 TabneTky ¢ yABIKeHo ocoboxkaasane, 30 mg.
Brucmepu om PVC/PVDC/Al wnu om PVC/AL:




28 Tabnerky ¢ yABRTIKEHO ocs000kaaBane, S0 mg.
6.6 CreunajaHy NpeAna3HH MEPKH NPH H3XBLPJANE H paboTa

Henpurnoxumo.

7. HPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Recordati Ireland Ltd.
Raheens East, Ringaskiddy,
Co. Cork, P43 KD30

Hpnanaus
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9900024

9. JIATA HA I'bPBO PABPEIIABAHE/TIOJHOBABAHE HA PA3PEIIIEHHETO 3A
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