KPATKA XAPAKTPUCTHKA HA ITPOAYKTA
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(8 UME HA JIEKAPCTBEHUSA ITPOAYKT
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Beranok 30K 50 mg Tabnerku ¢ yaAB/KEHO 0CBODOXK 1aBaHe Paspewerue Ne |

Betaloc ZOK 50 mg prolonged-release tablets |
BG/MA/MP - ... . |

| Ogobperue Ne

2, KAYECTBEH H KOJIHYECTBEH CbCTAB

1 mabnemxka ¢ yowascerno oceobooicoasane cvovpxca: 47,5 mg METONpPOJIONOB CyKUHHAT (metoprolol
succinate), papHsBall ce Ha 50 mg MeTonpooyoB TapTapar (metoprolol tartrate).

3a MbJIHUA CITUCHK HA MOMOILLHHUTE BELLECTBA, BUXKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnemxka c yownxceno oceobodcoasare om 50 mg: bsna 1o cBETIOKpeMansa, Kpbria, ¢ JUaMeThp
9 mm, ¢ AeJMTEHA YepTa OT eiHaTa cTpaHa M ¢ o3HayeHue A/mO ot Apyrara cTpaHa. JlenurenHara
yepTa € camo, 3a Ja YJIECHH CYYINBaHETO Ha TabsieTKaTa, ¢ LeJl 00JieK4yaBaHe Ha NPErIbLUAHETO U U HE

A pa3€liad Ha AB€ €1HAKBH 103H.

4. KJIUHHUAYHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHSA

XHUIMEPTOHHA.

CreHokapaus.

[TpeBeHLMs HA ChpAEYHA CMBPT H MOBTOPEH HH(APKT cie ocTpara (aza Ha MHOKapAEH HH(PAPKT.
CoppaeyHH apuTMHUH, 0COOEHO NMpPH HaJlKaMEepHa TaXHKapaus, MOHWKEHHE Ha KaMepHara 4€CTOoTa MpH
NMPeACHPAHO MBXKAEHE U MPH KaMepHH eKCTpacHcTONH. OYHKUMOHAHH ChbPAEYHH 3a00BaHHS C

najarnuTalHMm.
[TpodunakTuka Ha MUTpeHa.

4.2 Jlo3UpPOBKAa H HAYHH HA NPHJIOXKEHHE

o3upoBKa

Beranok 30K Tabnerku ¢ yabmkeHO 0CBOOOXAaBaHE Ce NaBaT BEAHBK JHEBHO, 3a MPEANOYHTAHE
cyTpHH. TabneTkure ¢ yabmkeHo 0cBOOOKIaBaHe MOrar Jia ce pasaeaT. Te He TpaOBa Ja AbBYAT HIIH
pasmaukBart. Tabnerkure TpAOBa qa ce MOraBLIAT C MOHE MOJIOBHH Yalla TeYHOCT. ETHOBPEMEHHOTO
MpUeMaHe ¢ XpaHa He NMoBIUABa OMOHATHYHOCTTA.

Jlo3upoBkaTa TpsOBa a ce KOpUrupa WHAMBHAYAIHO, 3a Oa ce u3berne Opaaukapaus. CiaeIHUTE Hella
ca BaJIMIHHU KaTO HACOKH:

XunepmoHus
50-100 mg BenHBx AHEBHO. [1pH mauueHTH, KOUTO HE oTroBapAT Ha 100 mg, Ao3aTa MOXKeE Ja ce

KOMOMHHpA ¢ APYTH aHTHXHITEPTEH3UBHU CPEJCTBA, 3a NMPEANOYUTAHE THYPETHIH H KAILIMEBH
AHTArOHUCTH OT AUXHUAPONMHPHAMHOB THII, WM /A CE MOBHILH.

Cmenokapous




100-200 mg Beaubx AHEBHO. Mlo3aTa MOXe Aa ce noBHINH 1o 200 mg wiK npy HyXXAa Aa ce
KOMOHHHpa ¢ HUTPATH.

B cnyuait Ha XHIIOTOHHA H/WIH OpaaMxapaua, MoXe Aa € HeoOXOIHMO NOHIKEHHE Ha NO3HTE HA
CBITHTCTBALIOTO ICUEHHE WK NTOHMKAaBaHe Ha fo3ara Ha beranok JOK. HavyanHara XHNOTOHKA HE
O3Ha4yaBa HEMIPEMEHHO, 4e no3ara Ha beranok 30K He MoXe Aa ce MOHACA NPH XPOHUYHO JIEYCHHE, HO
103aTa He TPAOBa Aa ce MOBHILABA, JOKATO ChCTOAHHETO He ce cTabHNK3Kpa, H Hapell C OCTAHAIHTE
Hellla MOKe Jia C& HaJara 3acHiIeH KOHTpoa Ha 6ubpednara QyHKIMA.

Cwvpleunu apummuu
100-200 mg Beausx AHeBHO. [Ipu Hy>kJa A03aTa MOXE Ja C& MTOBHIIH.

IIpogunaxmuuna mepanus cned muokapoen uHgpapxm
Karo noagepxaiia Tepanus ce gasat 200 mg BeAHBX AHEBHO.

DyuxyuoHanHu copoeuHu 3a001R6GHUR ¢ NAINUMAYUU
100 mg BeaHbk AHEeBHO. I1pH HyXAa A03aTa MOXKe J1a Ce ITOBHILH.

IIpogunakmuxa na muzperama
100-200 mg BeOHBX AHEBHO.

Hapywiena 6vbpeuna gynxyus
CxopoCTTa Ha eTMMHHHpAHE Ce MORIHABA He3HAYMTENHO OT OB0peyHaTa QyHKIHA H 32TOBA HE CE

HaJlara KOpeKLMA Ha 03aTa NpH HapyliueHa OxbpeuHa PyHKLMNA.

Hapywena yeprodpobra @ynxyus

O6uxHoBeHo Beranok 30K ce napa B CBILATA K032 HA [ALMEHTH, CTPAJAINH OT YepHOAPOOHA IHPO3a,
KAKTO Ha NTalIMEHTHTE C HOpMaNHA YepHoApoOHa GpyHKuug. CaMo KOraTo uMa NpH3Hauy Ha MHOTO
TEXKO yBpeXJaHe Ha uepHOApoOHaTa GyHKuUMA (Hanp. MalMeHTH el IILHTOBH onepaluH), Tpabsa
A2 e HMa MpeaBu NOHKDKEHHE Ha 103aTa.

Xopa 8 Hanpedrnana év3pacm
He e HeoOxoauMa xopeKuys Ha 103aTa.

Heya u onowu
[MpoyusaHu ca eHKaCHOCTTa M Ge30MacHOCTTa Ha ynorpefara npu aeua 6-18 roaunu (BX.
TOYKHd 5.1 1 5.2).

He ca npoyusann edHkacHOCTTa ¥ Oe30MacHOCTTa Ha ynoTpebara npH aeua < 6 roANHH.

4.3 IIporaBoNOKa3aHHA

KapauoreHeH LHOK.

CunapoM Ha GOJIHHA CHHYCOB Bh3e/ (OCBEH aKO HAMA [OCTABEH [TOCTOAHEH NEHCMEHK D).
AV-0110K BTOpa WIH TPETa CTEMNEH.

[TauuenTH ¢ HecTabHWIHA, HEKOMINIEHCHPaHa ChpAetHa HepocTaTbuHOCT (GenoapobeH oToK,
xunonepdysus WIH XUIIOTOHHA), ¥ NMALMCHTH C NPOABIKHUTENHA HWIH HHTEPMHTECHTHA HHOTPOTIHA
Tepanus, JeficTpaiia upe3 Gera-peLentopeH aroHH3sM. CHMIITOMaTHYHA OpaArKapAvs Wil
xunotoHuA. TeXxKko HapylIeHHe Ha nepudepHara aprepHanHa UHpKyanys.

Meronposon He TpaGBa Ja ce AaBa Ha MAIlMEeHTH ChC CYCIICKTEH MHOKapAeH WHAPKT, A0KaTo
chbpaeyHaTa YecToTa € < 45 yaapa/min, P-Q nrrepsansT € > (0,24 sec Wi CHCTOJHOTO KPBBHO
nangrade e < 100 mmHg. B cnyyau Ha HHAWKALMH 33 ChpAeYHA HEAOCTATHYHOCT, NALIHEHTHTE C
MOBTOPHO H3MEPEHO KPBBHO HansAraHe, B ierHano nonoxenue mog 100 mmHg, Tpsabea na 6s1at
MOBTOPHO NperyiefaHy Npeay 3anouBaHe Ha eueHue. CepHo3Ho nepudepHo Ch0BO 3abonsaBane ¢




OIAcHOCT OT raHrpeHa. CBPbXUYBCTBUTENHOCT KbM aKTHBHOTO BELIECTBO HJIM KbM HAKOE OT
MOMOILLHHTE BEeMecTBa, H3OpoeHH B Touka 6.1, uwnu kM apyru Oera-0okepH.

4.4 CrnenqajJHu npeaynpexIeHus U Npeana3Hi MEPKH NpPH ynoTpeda

ITpu naumeHTH, NeKyBaHH ¢ GeTa-Gnokepy He TpadBa Ja Ce mprsara HHTPaBeHO3HO BEpanaMul.

MeTonponoa Moxke Aa arpaBHpa CUMITTOMMTE Ha epudepHH apTrepUanty 3abonaBaHus, KaTo
HanpuMmep claudicacio intermitens. Texxo yspeniena 6n6peuna ¢pyHkuus. Texxn ocTpU ChCTOHAHMA €
mMerabonuTHa auuno3a. KoMOMHUpaHO JeueHNe ¢ AUTHTATHCOBH NPENapaTH.

[Ipu nauMeHTH ¢ aHTHHA Ha Prinzmetal, 4€CTOTATa M TEKECTTA HA CTEHOKAPIHHUTE IIPHCTHITH MOFaT Aad
ce MOBHIUAT NOPAAH MEAMHPAHH OT aNda-pelenTopuTe KOHTPaKIHK Ha KOpOHapHHUTe ChAOBe. Ilopanu
Ta3W NPAYHHA, HECENEKTUBHUTE GeTa-GokepH He TpAOBa la Ce M3MOM3BAT IIPH TE3W MauneHTd. berai-
CEJICKTHBHHTE pelenTopHH Groxepu TpA6Ba /ia ce H3I0A3BAT NPEATa3IHBo.

[Tpu GpOHXHMATHA aCTMAa WM APYrH XPOHHUHU 06CTpYKTHBHH 3abonsaBsanus, TpAOBA fa ce npunara
CBITETCTBALLA afeKBaTHA OPOHXOAWIATaATOPHA Tepanui. Moxe fa e HeoOX0aMMO Ja ce NOBHIIH
no3ara Ha OeTax-CTHMYJTAHTHTE.

MerTorponon Tpsa6Ba Aa ce npuiara BHHMATEIHO NIPH NaUMEeHTH ¢ auaber, 0co0eHO Npy TE3H KOHUTO
NpueMaT HKCYJINH WIH NEPOPAHH aHTHAHAOETHH JICKapCTBa.

Bera 6mokepHTe, BKIIOUHTEIHO METONIPOJION, MOTAT a MACKUPAT HAKOH BAXKHH NPEAYNPEAUTCIHN
MPU3HAL, KOHTO Ce MOABABAT NPH XUMOIINKEMHA, KATO HallpUMEp TaXxHKapaus; obaue Apyru
CHMITTOMH KaToO 3aMasHOCT H H3MOTABAaHE, MOXKE /1a HE Ca 3HAYMTENHO NNOTHCHATH, U3IOTABAHETO
IOPH MOXKE A3 C& YBEITHYH.

[To BpeMe Ha JIEUEHHETO C METONPONO, CHIIECTBYBA PHCK OT MAaCKHPAHE Ha XHIIOTIHKCMUA WIH
NOBNMUABAHE Ha BEIVIEXHApPATHHA MeTabonuseM. U nBara edexta Morar ga 6bar 40pH NO-CHITHYU NPH
HeceleKTHBHUTE OcTa-0noxepu.

BeTa-6yiokepHTE MOTAT AOITEIHHTENHO A2 YBE/IHYAT PHCKA OT TeXKa XMIIOTJIMKEMHS, KOTATO Ce
M3MOM3BAT SNHOBPEMEHHO ChC CyndoHmTypeiinu npousponuy. [Tauuenture ¢ auaber TpadBa Aa Obaar
CHBETBAHM A C/IeAST BHHMATENHO HHBATA HA KPbBHATA 3axap (BX. To4ka 4.5).

MHOro paaxo MOe Ia ce BIOIIH ChINEeCTBYBALll0 YMEPEHO TEXKO HapylIeHHe Ha AV-NPOBEXKIAHETO
(koeTo MOXe na Jopeae 1o AV-0nok).

Jleuennero ¢ 6era-610KepH MOKe Ja BIOIIH IEYEHHETO Ha aHadUIaKTHYHA peakum. JIeUeHHeTo ¢
aJipeHaNuH B HOPMANHK O3 He BUHATH BOJHU IO OYAaKBaHHA TepanepTHYeH epekT. Ako betanok 30K
ce mpunara Ha NauMeHT ¢ PeoXxpoOMOLMTOM, TPAOBa a ce HMa NpeABHI JeUCHHE ¢ anda-dnokep.

[ManueHTHTE CHC CUMIMTOMATHYHA CHPACYHA HEAOCTATEYHOCT, BCJICICTBHE HA OCTBP MHOKapIEH
HHGAPKT H HeCTaOWIHA CTEHOKapAHd, Ca H3KIIUECHH OT IPOYYBAHETO, HA Oa3aTa HAa KOETO €
of0OpEeHO MOKA3aHUETO ChPAEYHA HEIOCTATBYHOCT. 3aTOBA CHOTHOLUICHHETO
e(DEeKTHBHOCT/GE30IaCHOCT 3a JISISHHETO HA OCThP MHOKApAeH HH(APKT, acOLMHPaH C TC3H
CHCTOSHHA, HE € ToKkyMeHTHpaHo. [TpoTHBonoka3aHa € yrnorpebara npy HeCTaOMIHA,
HEKOMIIEHCHpaHa ChpAcYHA HEAOCTAaTHYHOCT (BXK. TOYKa 4.3).

BHe3ansoTO clipaHe Ha GeTa-0nokanara e omacHo, 0co0eHo NPH BHCOKOPHCKOBHTE NALMEHTH, U
MOJKE [a arpaBHpa XPOHHUYHA CHPIACYHA HEXOCTATHYHOCT, KAKTQ H A3 MOBUIIH pHUCKa OT MHOKapACH
uHG)APKT M BHE3aIHa CMBPT. 3aToBa Beako cnupaHe Ha beranok 30K 1psA0Ba, ako € BE3IMOXKHO, fia ce
M3BBPILIBA MTOCTENEHHO B NPOABDKEHHE Ha IIOHE B CEAMMLIM, KaTO 103aTa ¢ MOHHKABA Hano/lOBHHA
¢ BCAKA CTHIKA N0 KpaifHa K034, Koraro Tabierka oT 25 mg ce NOHWKaBa J0 NOJIOBHH TabneTka.
Kpaiinara no3a Tpa0sa Aa ce AaBa 3a MOHE YETHPH JHH NIPEAY CIHPAHETO. AKO CE IOABAT CHMITOMH
Ha OTHEMaHE, ce NMpenoprysa rmo-06aBHo criupae.




Axo e Heobxoaumo Beranok 30K 1a ce cnipe npean XMpypruvHa HaMeca, ToBa TpAOBa Aa CTaHe NoHe
48 yaca npeAM HaMecaTa, ¢ H3KJIIOUeHHe HA CNIELHATHH CITy4YaH KaTO THPEOTOKCHKO3a H

$eoXpOMOLIUTOM.

[Ipeau XHpypruyHaTa Hameca, aHecTe3HoOnorsT TpAdBa Aa Hbae HHPOPMUDPAH, Y€ MALMEHTHT
nomyyasa beranok 30K. He ce npermopbuBa za ce cnupa jeveHuero ¢ Geta-0nokep npH NauueHTH,
MOJJVIOKEHH HA XHPYPrUvHA HAMECE.

Tpabpa aa ce u3bAresaT HayaHY BUCOKH O34 METOMPOJION IIPH NaUMeHTH, NOWIOKECHH Ha ONepaltuu
pa3jiH4dHH OT CBPACUHH, TBH KaTO TOBA BOAH 00 OpanuKapAHs, XHMOTOHAA H UHCYIT, BIUTIOWHTEIHO
daraneH U3XOHA ITPH NALUEHTH CbC CHPACYHOCHIAOB PHCK.

[pu namxeHTH Ha OeTa-6n0Kep, aHAQHIAKTHUHHUAT LIOK € C MO-TOJIAMA TEXECT.

ToBa 1exapcTBO ChABPXa no-Manko ot | mmol Harpuii (23 mg) 3a eaxa TabneTka ¢ yXLIDKeHO
ocBobONAABAHE, T. MOXE 1A C& KAXKe, e NMPAKTHYECKH HE CLABDXKA HATPUH.

4.5 B3aumozeliCTBHe C APYIH JEKAPCTBEHH NPOAYKTH H ApYrH GopMH Ha B3aHMOelicTBHE

Meronponon e cy6erpat 3a CYP2D6. Jlexapcrara, kouto HHXHOHpatr CYP2D6, morar na umar
edeKT BBPXY IUIa3MEHHTE KOHLECHTPAUXH Ha MeTonposos. IIpuMepH 3a IeKapeTsa, KOMTO HHXHOHpAT
CYP2D6 ca xHHMAUH, TepOMHa(UH, NapOKCETHH, (IYOKCETHH, CEPTPAIHH, LIEJEKOKCHO, ponadeHOH
u audenxuapamuH. Korato ce 3amousa ieueHHE C TE3M JIEKAPCTBa, MOXKE Aa € HEOOXOAMMO Jia ce
MOHWKHU Ao3ata Ha beranok 30K npu nauueHTH, 1eKyBaHH cu¢ betanok 30K.

Tpabea da ce uzbsazeam crednume xombunayuu ¢ bemanok 30K:
Hpouseodnu na 6apbumyposama xuceasura: Bapbutyparute (Micneapaso 3a gpeHobapburan)

HHAyUHpaT MeTabonH3Ma Ha METOMPONION Ype3 CHIUMHA HHAYKLIUA.

IIponacperon: [1pu npuiokeHUE Ha NponadecHOH Ha YETHPHMA MALMCHTH HA TEPAIHA C METONPOII0,
IUIa3MEHHTE KOHLICHTPAIMHY HA METOMPOJION ¢a ¢& NMOBHLUIHAH 2-5 IThTH H ABaMA MALMCHTH ca
MONYYHIH HEXE/TAHH PCAKLUMH, THITHYHHE 32 MeTonposiol. BaanMonelcTBrero ce 00ACHABA BEPOATHO
oT ¢akra, ue nponadeHoH, noao6HO HAa XUHUAKH, HHXHOHpa MeTaboM3Ma Ha METOTIPOJION 1pe3
uproxpoM P450 2D6. KomGHHaUHMATa BEPOATHO € TPYAHA 33 KOHTPOJ, Thif KaT0 NpOonag)e¢HOH CHILO
npHTEkKaBa Onokupally GeTa-pelenTopUTe CBOHCTBA.

Bepanamun: B xomGuHanus ¢ 61okypallid OeTa-peLienTOPHTE JEKapCTBa (ONHCAHO 3a aTEHOO,
IPOMPAHONION W THHIOJON), BepanaMiI MOXKe Ra IPHYHHH OpagukapaAnuda H MOHIMKCHHE Ha KPBBHOTO
Hanarade. Bepanamun i 6era-610KkepuTe UMAT AAUTHBHY HHXHOHTOPHH edexTh BEpXYy AV-
IPOBEKAAHETC H PYHKUHATA HA CHHYCOBHS BB3€Jl.

Credrnume xombunayuu ¢ bemanox 30K mozam 0g nanazam npomenena 003uposKa Ha ReKapcmeomo.
Amuoodapon: Enno chobuieHHe Ha cinydall npeanonara, Ye NauHeHTHTE, NEKyBaHH ¢ aMHOJAPOH,
MOTAT Ja Pa3BUAT H3pa3cHa CUHyCHa OpagukapaHs, KOraro €THOBPEMEHHO C TOBa CE JICKYBaT C
METOTPOION. AMHOAAPOH HMA H3BBHPEAHO ABTBI NONYXUBOT (0K0N0 50 XHH), KOETO Npeanoara, 4e
MOTAT a HaCTHIAT B3aHMOAeliCTBHA AWIr0 BpeMe Cliell CITHpaHe Ha JIEKapCTBOTO.

Anmuapummuunu cpedcmea, kaac I: Knac 1 anTHapuT™MHUH ¥ GeTa-penenTopHuTe Ookepy UMat
afUTHBHH HEraTHBHH HHOTPONMHH €(eKTH, KOSTO MOXKE J1a AOBEE N0 TEKKH XeMOAHHAMHYHU
HEXEJIAHH peakLdy NpH MauMeHTHTe ¢ yBpeaeHa nesoxamepHa dynkuus, KomGuHauuara tpabsa aa
ce u36arasa ChILO NPH “CHHAPOM Ha GOJTHHA CHHYCOB BB3€/’ M NMATOJOrHYHO AV-NIPOBEIKIAHE,
BiaumoneiicTBueTo e Hali-no0pe AOKYMEHTHPAHO 3a AH30MHPAMHIL.

Hecmepoudnu npomusoevsnarumentu/anmupeamamuunu cpeocmea: 3a HCTIBC-
MPOTHBOBB3NAIHTETHHTE € JOKA3aHO, Ue MpoTHBOAcHCTBAT HAa AHTHXKIIEPTEH3HBHHA edekT Ha OeTa-




Onokepure. [THpBOHAYANIHO € H3CASABaH HHOOMETALMH. TOBa B3aHMOACHCTBHE HE HACTBITBA CHC
cynuHaak. [IpoBeieHO e Npoy4uBaHe 33 HETATUBHO B3aHMOACHCTBHE BBPXY AHKNOQEHAK.

Muzumanucosu 2auxosudu. JIMTHTATHCOBHTE INTHKO3KAHM, 3aeiHO ¢ OeTa-010KepH, MOTaT Aa YARDKAT
aTPHOBEHTPHKYTAPHOTO MPOBEXKIaHe U MOTaT Ja HHOyuupat Opanvkapans.

Tugenxuopamun: JIndpeHxuapaMuH noHkasa (2,5 IbTH) KIHPHHCA Ha METONPOo 3a anda-
xyuapokcuMeronposon, upes CYP 2D6, npu xopara-6bp3H xuaokcwiatopu. EQekTure Ha
METONPOIION ¢a 3acuneHH. JludeHxnapaMHH BEpOATHO MOXe Aa HHXHOMpa MeTab0an3Ma Ha ApyTH
cybcrparu Ha CYP 2D6.

Tuimuaszem: JuwrrnaseM 1 bGera-pelienTopHuTe O10KEpH MMAT aAUTHBHH HHXHOHTOPHH €(EKTH BBPXY
AV-npoBoauMocTTa K HyHKUMATA HAa CUHYCcOBHA Bh3en. Habmozasa ce uipaseHa Opagukapaus
(crobmeHud Ha clyyan) no BpeMe Ha KOMOHHHPaHO JIeYeHHEe C THITTHA3EM.

Enunegppun: ChILECTBYBAT 0KONO AECET ChOOLLICHHS 38 MALMEHTH, JIEKYBAHH C HECENEKTUBHM OeTa-
pelenTOPHH ONIOKepH (BKIIIOMHTEIHO ITMHAOMOI H NMPONPAHOIOT), KOHTO pa3BHBAT M3pa3eHa
XUMEPTOHMA M OpagMKapaus cliel NpwiokeHHe Ha enuHeppuH (aapeHanus). Te3n KITHHIYHY
HaGI0IeHHA ce NOTBBPXKAABAT NPH MPOYYBaHUA NpHM 3apasH 100poBoaLM. IIpeanonara ce Chilo, 4e
envHe@pHH B MECTHHTE aHECTETHILIM MOXKE Ja TPOBOKHPA T€3H peaKLMH NIPH HHTPABA3ANHO
MpUIoKeHHe. PUCKBT BEPOATHO € NO-HUCHK MPH KapAHOCEIeKTHBHUTE OeTa-peLienrropHH ONokepH.

Denunnponarnonamur: QeHWINponaHonaMuH (HopedeapuH) B eAHHHYHH 1034 oT 50 mg MoXke aa
NOBHIIH THACTOJHOTO KPBBHO HAIAraHe IO MATOJIOTHYHHU CTOHHOCTH NMpH 3ApaBH A0OPOBONLH,
[TpoTpaHoIIoN 110 NPaBWIO MPOTHBOAEHCTBA HA NOBHIICHHETO HA KPHBHOTO HANIAraHe, HHAYLMPAHO OT
benmnponanonaMuH. bera-peuenropuure 6nokepu, odaye, Morar Aa NpOBOKHPAT NMapanoKCaIHH
XHNEPTEH3UBHH PeaKiluy NPH NalMeHTH, KOWTO MPHEMAT BUCOKH J03H OT QEHIIINIponaHoaaMuH. B
HAKOJIKO CJIYYaHu C€ ONHMCBAT XUIEPTOHHYHH KPH3H 10 BPEME Ha JIeYeHHe CaMo C
($eHINIPONIaHOIAMHH.

Xunudun: XMHUAHH HHXHOHpa MeTabolMaMa Ha METOTIPOJION MPHU TAKa HapeuyeHHTE Obp3H
XUAPOKCHIATOPH (noBede ot 90 % ot HacesieHHeTo B HsewHa), ¢ H3pa3eHO MOBHILCHU ILTIA3MEHH
HHBA H, B pE3YyJITAT Ha TOBA, 3acineHa Gera-Onokaga. CHLOTBETHO, B3AUMOACHCTBHE MOXKE 12 HACTBIIH
py Apyry 6era-6nokepH, KOUTO ce MeTa0ONM3MpaT OT ChILMA ¢H3uM (LHTOXpoM P450 2D6).

Knonudun: XunepTroHHYHATa peaKiliA, KOraro BHE3aIHO Ce cnpe KIOHUINH, MOXe Aa Opae
rioreHUuHpaHa ot 6era-Gnokepure. Axo TpadBa a ce NpEeyCTAHOBH CHITBTCTBALLIOTO JICUEHHUE C

KIOHUAKH, OeTa-010KepsT TPAOBA A C& Crpe HAKOJIKO THH NpeH KIOHHAMH.

Pugpamnuyun: PudaMntLMH MOXKe Ja HHAYLHpa MeTab0onH3Ma Ha METONPOJION, KOETO BOAH A0
MOHMXKEHH IU1a3MEHK HUBA.

[TauMeHTHTE, NOAYUABAUIY CHILTCTBAILO JIeYeHHe ¢ ApyrH Gera-6nokepH (Hanp. Kanky 3a O4YH) WiH
MAOQO-nHxubuTOpH, TpabBa ga 6baat nox crporo HabmozaeHue. I1py nauHeHTHTE, NOy4yaBaillH
Teparnus ¢ OeTa-peuenTopHy 6nokepH, HHXaJJALUHOHHUTE aHECTCTHLIH 3aCH/IBAT KapA#OACNPeCHBHHUA
edexr.

AHTHINA0CTHH CpEeACTBA H MHCYJIHH

bera-6nokepHTe MOTAT A MOBNUAAT HA HOPMATHHA XEMOJHHAMHYCH OTTOBOP Ha XUMOrNKUKeMHA, 11pu
nauMeHTH ¢ AuabeT, KOMTO H3MOJN3BaT HHCYIIHH, NeYeHneTo ¢ 6era-Onokepu moxe 1a Obae CBbp3aHo ¢
nosHileHa WIH NPOIBDKHTENIHA XUnornukeMus. Heo0xoumo e peloBHO NpocneABaHe Ha HABATa Ha
KpbBHaTa 3axap. CbrbTeTBalaTa ynorpeba Ha 6era-6noxepu cbe CyadGoHUTYpeHH MPOU3BOAHH
MOXe a MOBHILH PHCKA OT TEXKKa XHIOIITHKEMHS (BX, Touka 4.4).

Mosxke f1a € Heo6X0HMO Aa C€ KOPUTHPaT HO3MPOBKHTE HA NIEPOPANHHTE aHTHAHAOETHH CPEACTBA IIPH
TALMEHTHTE, NonyyaBali Sera-0nokepu (Bx. Touka 4.4).




[Tna3MeHaTa KOHLEHTpAKA Ha METOMPOJION MOXKE JIa C€ [TOBHILK, KOraTo C€ npunara ¢AHOBPEMCHHO C
LMMETHAXH HIH XHAPANTa3dH,

4.6 @epTHARTET, OpeMEHHOCT H KbhpMeEHe

BpeMeHHOCT
Beranok 30K He TpaGsa Aa ce 1aBa 1o BpeMe Ha GPEMEHHOCT H KBPMEHE, OCBEH KOoraTo ynorpebara

MY ce NPELIEHH KaTO KaTeropuuHo Heobxonuma. Karo wino, 6era-OnokeprTe NOHMKapar
[UlaneHTapHara nepdysus, KoeTo ce acouuupa cue 3a0aBsiHe Ha pacrexa, HHTpAyTepHHHA CMBPT,
a6opT 1 NpexaeBpeMeHHO paxkaane. [Topaau Ta3u NpUMHHA, CE MPENOPHYBA NPOBEKIAHETO Ha
MOIXOIAINO MaTepHOGMETATHO MOHITOPHpaHe MpH GpeMeHHH XeHH, TEKYBaHH ¢ METOIpONol. beta-
peLienTopHUTE GAOKEpH MOraT Aa NpUYHHAT Opanukapans Ha ¢eryca W Ha HOBOPOAEHOTO. Topa
TpabBa [a ce MMa MPEABHA, aKO TE3H JIEKapCTBA Ce NPEANMCBAT B NOC/ICAHNA TPUMECTHP H BB BPB3KA
¢ paxxaaHero. Beranox 30K Tpabsa na ce cnvpa nocTeneHHo 48-72 vaca NpeAH MIaHKPaHoTo
pakziaHe. AKO TOBa He € Bb3MOXHO, HOBOPOAEHOTO TpAGBa Aa ce npocnendssa 3a 48-72 yaca cnex
pakKI3HETO 3a MPH3HALIM H CUMITTOMH Ha Gera-0nokana (Hanp. CbpACYHHM U benonpodbHH
YCIOKHEHHA),

Kzpmene
MeTtomnposnon ¢e KOHIEHTpHpa B HOBEIIKaTa KbPMa B KOJIHYECTBO, KOETO CHOTBETCTBA Ha

NpUGITH3HTEHO TPH TETH KOJIMYECTBOTO, KOETO Ce OTKPYBa B [1a3MaTa Ha MaiikaTa. PHCKBT 3a
BpeNHH PEAKLHH 1O OTHOIIEKHE Ha KbPMAYETO H3r/IEKAa € HUCHK [TPH TEPANEBTHYHH J03H HA
nexapcTBoTo. KbhpMeHOTO AeTe 06aue TpabBa Aa ce Habmonasa 3a NpU3HALK Ha GeTa Onokaza.

4.7 Edextn Bbpxy cnocobHocTTa 32 wopupane H pabora ¢ MalInHH

Tii xato npu NeueHHero ¢ beranok 30K MOraT ga HacTBHNAT 3aMasHOCT W YMOpa, TOBA TpsOBa na ce
MM NpeABU/, KOTATO € HeOGXOAMMO roIAMO BHUMAHHE, HaNpHMep NpH modupaHe 1 padoTa ¢
MAIIHHH.

4.8 Hexenanun JeKapcTBeHR peaKUHH

Metonponon ¢ ¢ Jo6pa MOHOCUMOCT H HEXENaHHTe PeakiiHy no MPABKIO Ca JIEKH K 00paTHMH.
Crnennure CEOHTHA c€ ChOOLIABAT KaTO HEXENaHHU peakLMH NPH KITHHHIHUTE NpOYYBaHuA HIIH MTPH
PYTHHHATa ynotpe6a, IMaBHO NpH ynorpeba Ha KOHBCHLIHOHAIEH METONPONON (METOIIPOJIONOB
Taprapar). B MHOro ciryuau He € yCTaHOBEHA BPB3Ka € NCUCHHETO C METOMPOJIOL.

[To uecTOTa Ha Pa3BUTHE HENENAHHTE PEAKLIHH Ca MPYNHPaHU KaTO: MHOTO YecTH (> 10 %), yecTH (1-
9.9 %), neuectn (0,1-0,9 %), peaxu (0,01-0,09 %) n MHoro pexxu (< 0,01 %).

Copoeuno-cv00o8a cucmema

Yectu: Bpanuxapaus, OCTYPATHH HapyuleHns (MHOrO PAAKO ChC CHHKOM), CTYICHH I/IAHH U
XOdUNa, MANIIHTALIKH.

Heuecrn: BrolnaBaHe Ha CHMITTOMUTE Ha ChpREeYHATA HEAOCTATEYHOCT, KAPAHOTCHEH LIOK ITPH
MAUMEHTH C OCTHP MHOKApZIcH HHGApPKT *, ChpAeycH 610K ITbpBa CTEMNCH, OTOK,
npekoparanHa 6onka.

Penku: ITpoBOOHM HApYIHEHHSA Ha CHPLETO, CbPACYHH apUTMHH.

Muoro peaky: ['aHrpeHa npH nauHeHTH ¢ NPEAXOKAALIHA TEXKKHM HADYILICHHA Ha nepudgepHoTO
KpBBOOOPBIICHHE.

*[Tosumena yecrora ot 0,4 %, B cpaBrenue ¢ rauebo npu eaHo npoyysase Ha 46 000 nauneHTH ¢
OCTBEp MHOKapieH HHOApPKT, KbAETO YeCTOTATa Ha KapaHOreHeH oK 2,3 % B rpynara Ha
meTonpooa H 1,9 % B mnauebo rpynara, NpH NOArpynaTa NauyeHTH ¢ HUCBK HHIEKC 33 PUCK OT
oK. MHAEKCHT 33 PHCK OT IIOK Ce OCHOBaBa Ha aOCOMIOTHHA PHCK OT LIOK IPH BCEKH OTAENCH
NalMeHT, NOJyYeH Bh3 OCHOBA HA BH3pacTTa, nona, 3a0aBiHeTo BB BPEMETO, Kilaca 1o Killip,
KPBBHOTO HATATaHe, ChbpAEYHATa 9€CcToTa, naronoruudnure EKI npoMess u npeaxoxaalnara




aHAMHe3a 3a XHIEpTOHHA. I'pynara nauHeHTH ¢ HHCBK MHIEKC 3a PHCK OT WOK ChOTBETCTBA HA
NALMEHTHTE, IPH KOHTO METOTPOO Ce NpenopsyBa 3a ynoTpeba NpH OCThP MHOKApIEH HHPApKT.

Iewmpanna nepena cucmema

MHOro 4ecT: YMopa.

YecTH: 3aMasHOCT, rnasobonue.
HeuectH: [MapecTre3suH, MYCKYJIIHH KpaMIIy.

Cmomawuno-ypesHu

Yectn: I"ageHe, kKopeMHa OoJKa, AHApHA, 3an¢K.
Heuectu: [ToppbiuaHe.

Penxu: Cyxora B ycrara.

Xemamonozuuni

Msoro penkn: TpomMOOUHTONEHHA.

Yeprodpobru
Penku: [TaTONOrHYHH OTICIOHEHHA Ha YepHOApoOHKTE PYHKIMOHATHY MOKa3aTeNu.
MHoro penku: XenaTHT.

Memabonuswm
HeuectH: HannapaHe Ha Termnao.

Mycxynno-ckenemnu
MHoro peaku: ApTpanrus.

Hewxuampuunu

Heuecrtu: Jlenpecus, HapymIeHa crocOOHOCT 32 KOHUCHTPHPaHe, COMHOJICHTHOCT WIH (e3ChHHeE,
KOINMAPHH CHHULIA.

Penku: HepBHOCT, TPEBOXHOCT, MMITOTEHTEHTHOCT/NOJ10BA AXUCGhYHKLIHA.

MHOro pefiki: AMHE3HA/HApYIIEHHsA HA NaMeTTa, OOBPKAHOCT, XAMIOLIHHALIHH,

Pecnupamopru

Yectu: JHcrHes npy yCHIHA.
Heuecrn: bpoHxocna3eM.
Penku: PHHUT.

Cemusru opzanu
Penkmu: HapyilieHHA Ha BIDKAAHETO, CyXH WM PasApa3sHeHH OYH, KOHIOHKTHBHT.

MHoro peaxu: THHHTYC, HApyLUCHHA Ha BKYCA.

Kooca

Heuecrn: O6puB (nox dhopMara Ha ICOPHATHYHA YPTHKAPHA H JHCTPOGUUHH KOXKHH NIE3UH),
3aCHIICHO MOTEHE,

Penku: OnnemnBsaBaHe.

Muoro peaku: Peakuuu Ha ¢OTOUYBCTBHTEIHOCT, arpaBUPaH NCOpHasnc.

CrobinaBaHe HA MOJO3HPAHH HEXKEJAHH PeaKUHH

Cpo6LIaBAHETO HA MOIO3MPAHH HEXXEJaHH PeakLiHH Clles paspelliaBaHe 3a ynoTpeba Ha nekapCTBEeHMA
NpoAYKT € BaxHO. ToBa no3ponsAsa Aa NPOAWDKH HaOMIONCHHETO HAa CHOTHOLICHHETO NoJI3a/pHCK 33




JIEKapCTBEHHA NPOAYKT. OT MEAHMIMHCKUTE CMELHANTKCTH C€ H3HCKBA 11a choOiaBaT BCAKA
MOAO3HPAHE HEXEJaHA peaKLiuA No:

bnarapHsa

HamrsnHuTEeNHA ANCHUMA NO JICKAPCTBATA
yn. ,,Jdamsis ['pyes” Ne 8

1303 Codud

Ten.: +359 2 8903417
yeOcaifr: www.bda.bg

4.9 IIpenosupane

Cumnmomiu
CHMITOMH Ha IpeA03HpaHe MOraT Aa BITIOUBAT XHIIOTOHHA, ChpASYHA HEAOCTATHIHOCT,
Gpaaukapaus ¥ GpanHapHTMHsA, CbPACYHH NPOBOAHM HAPYIHEHHA H BpoHXOCna3bM.

ChpaeuHO-ChAOBATA CHMIITOMATHKA € Hal-BaXXHa, HO B HAKOH CIIy'aH, ocobeHO npH Aela M MJIaaH
WHIUBHAY, CUMITTOMHTE OT cTpaHa Ha LTHC ¥ noTHCkaHeTo Ha AHINAHETO MOTaT Aa IOMHHHPAT.

IToox00 npu npedo3upane
TpsGBa a ce OKaxe IPIKa 3a MALMEHTa Ha MACTO, KBACTO MOXE /i C& OCHTYDPAT NOAXOAAIIH MCPKH
33 nognoMaraHe, HabMoaeHUe U HAO30pP.

AKO € OTIPaBIaHo, MOXKE J1a Ce H3BbPLIN CTOMAIIIHA TPOMMBKA H/HIIM JIa C& TIPHIIOKH aKTHBEH BLIJICH.

3a neyeHHe Ha OpaAuKapaud ¥ MPOBOAHM HapyIIEHHA MOXKE Ja C¢ NPHI0KH aTPOTIHH,
aRpeHOCTHMYJ/IUPALIH JICKapCTBa WK NeACMEHKDLP.

XHIOTOHHA, OCTPa CHPACYHA HEIOCTATHYHOCT H IIOK MOraT Aa 6BJaT eKyBaHH Ype3 NOAXOLAIIG
yBeNHYeHUe Ha 06GeMa, HIDKEKTHPaHE Ha [TIIOKAroH (ako & HeoOXOMHMO, NOCJIEIBAHO OT
UHTPABEHO3HA HHGY3HMA HA INIOKAr0H), HHTPABEHO3HO NPUIIOKEHUE HA aRPCHOCTUMY THPAIlIY
NEKApCTBa, KaTo 100yTaMHH, C Q-peLIeNTOPHH arOHHCTH, go6aBeHH MPU HaJIHYHE HA Ba3OAKIATALIMA.
ChHLIO TaKa, MOXE A C& MPUIOKAT HHTPABEHO3HO KammesH Houu (Ca®).

O6uKHOBEHO GPOHXOCTIAILMET € 00PaTHM, aKo Ce MPHIOKAT OPOHXOMHIATATOPH.

5. @APMAKOJIOrHYHH CBOHCTBA

5.1 @apMaxkoIHHAMHYHH CBOHCTBA

dapmakoTepanesTHYHa rpyna: bera-peLenTopeH O110Kep, CEICKTHBEH; ATC xon: CO7A B02

MexaHH3IBEM Ha JIeHCTBHE
Meronposnos € 6eTa;-CeNeKTHBEH peLienTopeH bokep, T.€. METONPOJION MOBIHABA OeTa)-peLiCITPOHTE

Ha CHPLIETO B TO-HHCKHM JIO3H OT HEOOXOAUMMTE, 32 11a C€ MIOBJIUAAT GeTa;-peLieITTOPHTE B
nepudepHuTe CBAOBE H GpoHxuTe. CenexTUBHOCTTa Ha beTanok 30K e 00303aBHCHMA, HO ThH Karo
[MKOBATA IUTa3MEHa KOHLEHTpalus 3a Tasy $opMa Ha AO3UPOBKA € 3HAUUTENRHO NO-HHCKA, B
CpaBHEHHE CEC CBHILATA (033, AaBaHa KaTO OOHKHOBCHH TaObNeTKH, Ce NOCTHIra NO-BHCOKA CTENCH Ha

feTa;-CeNeKTUBHOCT C JIEKapcTBeHaTa dopma.

MeTonpoNoN He IIPHTEKaBa HUKAKbB GeTa-CTUMYHpAILl ePEKT H HMa cnab MemMOpaHO-CTHMYTHpAL]
edexrt. bera-peuentopHuTe 610KepH MMAT OTPHLIATEIHH HHOTPOIICH H XPOHOTPOTICH edeKT.




dapMaxoAUHAMHYHH ebeKTH, ¥ KIHHHYHA ePHKacHOCT B 0e30MacHOCT

TepanusaTa ¢ MeTonposon orcnabpa edexra Ha KaTeXoNaMHHHUTE [IpH (H3NYECKO H NCHXHYECKO
HATOBapBaHe, U JaBa NO-HUCKH CHPAEUHA YeCTOTa, ChpedeH AeOHT H KPBBHO HAAraHe. [Tpu
CTPECOBH CHTYaLHH C MOBHIIEHO OCBCOOXKAABAHE HA APEHANNH OT HanOBOpedHUTE XKIIE3H,
METONPOJION He NpEeBEHTHpa HOpMaNnHaTa GU3HONOrHIHA CHA0BA AWaTauuA. B TepanesTHYHH NO3H,
METOIPOJION HMa N10-CNal KOHTPaKTHICH edeKT BbpXy OPOHXHANHATA MYCKYNIaTypa OT
HeceTleKTHBHHTe 6eTa-Giokep. ToBa CBOKCTBO MO3BOJABA JICYESHHE HA MALKMEHTH ¢ OpOHXHAIHA
aCTMa WM APYTH H3paseHH o6cTpyKTHBHH 6enoapobHH 3a6011BaHHA ¢ METOMIPOJION B KOMOHMHAaIHA C
eTa,-peLeNTOPHA CTHMYJIAHTH. MeTOoIponon NOBNKABA OCBOO0KAABAHETO Ha HHCYIHHE H
BBIIEXUAPATHATA 0OMAHA B NO-MAIKa CTENCH OT HECCIICKTHBHUTE Gera-O10KepH, H 3aTOBA TON MOKe
1a Ce AaBa CHILO Ha NALMEHTH ChC 3axapeH Auadber. CppAeYHO-CHAOBATA PEAKIUA [TPH
XUMOTTHKEMHS, HANPHMEP TaAXHKapaui, Ce MOBJHIBA B MO-MANKa CTENECH 0T METONPOJIOI H
BPBIIAHETO HA KPHBHO3AXAPHOTO HUBO JI0 HOPMATHOTO € M0-6BP30, OTKONIKOTO 32 HECENICKTHBHITS
Geta-peuenTopHH ONOKEPH.

[pu xunepronus, Beranok 30K noHWxasa KPbBHOTO HAIATAHE 3BATUTEIHO 32 MOBEYUC OT 24 yvaca,
KAKTO B JIEFHAJO, TAKa H B H3PABEHO [TONOXEHHE, 4 ChIIO ¥ N0 BpeME Ha GU3HYECKH YCHIHA. [1pH
fIeueHHne ¢ METOTPOJION, ITEPBOHAYATHO ce Habmoapa NOBAUIEHHE Ha MePH(epHATa CHI0BA
pesHcTeHTHOCT. [TpH ABNrOCPOUHO NieyeHHe, obade, MoMyICHOTO MOHIDKEHHE B KPHBHOTO HANATAHE
MOKE 1 Ce XBJDKH Ha MOHMKEHATa nepudepHa cha0Ba PE3HCTEHTHOCT W HEMPOMEHCHHA ChPACHEH
ne6ut. TIpa MBKe ¢ YMEPEHO TEKKa/TeKKa XHIIEPTOHHA, METONPO/ION NOHIDKaBa PHCKA OT CBPACHHO-
chAOBa cMBPT. He ce HabmoaasaT HapyIeHHsA Ha €NeKTPONHTHHA fanaHc.

EdexT npy XpOHHYHA ChPACYHA HEAOCTATHYHOCT: I1pH Npoy|BaHETO BBPXY NPEXUBAEMOCTTA
MERIT-HF, pxmoysamo 3 991 nan4eHTH k¢ ChpaeuHa HeaocTarb4HocT (NYHA [1-IV) 1 noHwxkeHa
dbpakuus Ha usTnacksase (< 0,40), 3a beranok 30K e noka3ano, ue yAb/DkaBa NPEKHBACMOCTTA A
noHHxaea 6pos Ha Xocnuranu3auuuTe. [Ipy ABATOCPOTHO JIEHEHKE, TIALIMCHTHTE MOJyHaBat ob1io
nonoGpeHue Ha cuMroMure (knac cnopea HioHopkckaTa CbpAciHa acolHalnA ! Cxop 3a o0uia
OLEHKA Ha JIEYEHHETO).

OcBeH TOBa € A0Ka3aHo, 4e TepanuaTa ¢ Beranok 30K nosuinasa ¢ppakuHaTa HA HITIACKBAHE U
MOHIKABA KpalHHTE CHCTONIHK M JMACTONHY JICBOKAMEPHH 0DeMH.

I1pH TaxuapUTMHH, ePEKTHT OT IOBHIIIEHATa CHMNATHKOIHTHYIHA aKTHBHOCT CC 6noxkHpa U TOBa BOAH
1O NO-HUCKA ChpAEYHA YECTOTa, OCHOBHO Ype3 MNOHIKEHATa aBTOMaTH3alHA Ha neicMe Kb pHHTE
KJIETKH, HO CBIIIO H YPe3 YABJDKCHOTO CYNPAaBeHTPHKYIAPHO MPOBOAHO BpEME, MeTonponon
MOHUKABA PHCKA OT MOBTOPEH HH(PAPKT ¥ ChpACHHa CMBPT, 0COOCHO BHE3aIHa CMBPT Clie]]
MHOKapaeH HHDAPKT.

[TeauaTpuyHa NOMyJalNA
Tpu 144 neauaTpuyHy NaUKEHTH (Ha BH3pacT 0T 6 fo 16 rOJIMHA), PEAMMHO C eCCHIMANHA

XHIIEPTOHHA, B €AHO 4-CeAMHUHO poyyBaHe, Beranok 30K nonmxasa CHCTONHOTO apTEPHATHO
Hanarane ¢ 5,2 mmHg 32 no3a ot 0,2 mg/kg (p=0,145); 7,7 mmHg 3a no3a oT 1,0 mg/kg (p=0,027) 4
6,3 mmHg 3a no3a ot 2,0 mg/kg (p=0,049), ¢ MakcuManxo 200 mg/NHeBHO, B cpaBHeHHe ¢ 1,9 mmHg
3a TUTane60. 3a IMACTOMHOTO apTePHATHO HAATAHE TOBA MTOHIKCHHE e OI10, CLOTBETHO, 3,1
(p=0,655); 4,9 (p=0,280); 7,5 (p=0,017) 1 2,1 mmltig. He ce HabNMOAABAT HHKAKBH ABHH Pa3IHKH B
[OHIDKEHHETO HAa aPTEPHAIHOTO HaNAraHe, Bb3 OCHOBA HA BB3PAcT, CTAAHH Mo TaHep ¥ pacoBa
NPHHALIEKHOCT.

5.2 OapMAKOKHHETHYHH CBOHCTBA

Tabnetkara ¢ yabmkeHo ocBoGoxaaBane beranok 30K ce CbCTOH OT SHKANCYIHPaHH MEKpocdepH oT
METOMpONONOB CYKUMHAT U BCAKA cepa npeacTap/isba OTACHHA AEN0 eANHHLIA. Beska cdepa e
NOKPHTa ¢ NoAMMepHa MeMOpaHa, KOATO KOHTPOJIHPa CKOPOCTTa Ha ocBo0OXKAaBaHEe HA NIEKapCTBOTO.
Ta6nerxaTa ce pasmnana 6sp30 B KOHTAKT € TEYHOCT, NMPH KOETO cepuTe C€ AUCTICPrHpPaT BBPXY




roJaMa MOBbPXHOCT B CTOMALIIHO-YpEBHUA TpakT. OcBoOOXKIaBaHeTO € He3aBHCHUMO OT pH Ha
OKOMIHATAa TEYHOCT M NTPOTHYA ¢ MOYTH KOKCTAHTA CKOPOCT 3a okosio 20 yaca. JlekapcTBexara ¢opma
Ha JIO3MPOBKA OCHIYpABAa paBHOMEPHA UIa3MeHa KOHLEHTpaluHus H NPOABIKHTETHOCT Ha eeKTa Hax
24 yaca.

Abcopbuns
Mertonponon CR/ZOK ce abcopbypa HAITRIHO ceA nepopaiHe npuwioxkeHye. [lopaan 3HauHTETHHA

edexT Ha ITLPBOTO NPEMUHABAHE, CHCTEMHATE OHOHATHYHOCT HAa METONPOJION OT €AHOKPATHA
nepopaiHa 1032 € npuonusuTenHo 50 %. Cppp3BaHETO HA METOIPONO C IUIa3MEHHTE OENTHLM €
HUCKO H ¢ npubnusurenno 5-10 %.

bu H MaLus

MeTonpoon ce nojara Ha OKCUAATHBEH MeTabomnspM B YepHua 1pob, ocHosHo oT CYP 2D6
w3oeH3uMa. HaenTrduunapaly ca TpH OCHOBHH METa0O0JTHTa, BBIIPEKH Y€ HHTO €AMH OT TAX He
npuTexasa 3-61oxkupain ePexT ¢ KIHHHYHO 3HAYCHHE.

EnuMHHUpRHE
ITo npasuio, noBeye oT 95 % OT nepopaiHaTa n03a MOXe Ja ce OTKpHe B ypuHara. Okono 5 % ot

NPUIOKEHATA 1032 C€ eKCKPETHPAT B YPHHATA B HEMPOMEHEHA GopMa, KaTo B OTACIHH ClIy¥aH TOBa
qucno HapacTsa 20 30 %. ENMMHHALMOHHUAT NOMYKHBOT HA METONPOJION B IUIA3MATA € CPeIHO
3,5 waca (kpafuu crofiHocty: 1 ¥ 9 yaca). TOTATHUAT KNMPHHC € npubnusuTenno 1 Vmin.

Xopara B cTap4ecka Bb3pacT He NIOKa3BaT HUKAKBH 3HAYMMHK IPOMEHH BbB apMaKoXHHETHKara Ha
METOMNPOJION, B CPaBHEHHE ¢ MO-My1aaH Xopa. CHcTeMHaTa OMOHATHYHOCT H CJIMMHUHHPAHETO HA
METOMpPOJION ¢ HEPOMEHEHH NIPH NALHeHTH ¢ noHmwkeHa 6p0peuna pyHkuMA. Ekckpeuusra Ha
meTabonutH obaue e NoHIbKeHa. 3HaYHTENHO HATPYNBaHe Ha MeTabonnty ce Hadmoaasa npy
MALMEHTH ¢ rnoMepynHa duwrrpauus (I'®) noa 5 ml/min. Tosa HaTpynBaHe Ha MeTabonuTu 0batie He
zacuwiBa Oeta-0Onoxanara.

JIuneliHocT/HennHeHHOCT

dapMakOKMHETHKATa Ha METOIPOON C& NORNUABA MHHHMATHO OT MOHHKEHATA YEPHOAPOOHa
dbyuxuua. Benpeku ToBa, 06ave, NpH MALHEHTH € T€XKa YepHOAPOOHA LIMPO3a H MOPTOKABANEH LIBHT
GHOHATHYHOCTTA Ha METOMPOJION MOXKE a Ce ITOBHIIM H OOLIHAT KIHPBHC MOXE J1a € MOHIDKCH.
[TaupeHTHTE C NTOPTOKABANHA aHACTOMO3a MMaT o6ut KIMpBHE oT npubnausuTento 0,3 /min u niowra
NnoJ, KpUBaTa Ha KOHLEHTpauuaTa Bbe BpeMeTo (AUC) e cbe CTONHOCTH 10 6 TBTH NO-BUCOKH,
OTKOJIKOTO TP 3ApaBH JIHLA.

DapMaKOKHHETHYHHAT NpOodHI Ha METONPOJION, IIPH MEAHATPHYHH TALUCHTH ¢ XMIIEPTOHHA Ha
BB3pacT 6-17 roauHu, € cXoaeH ¢ ¢papMaKOKHMHETHKATa, MPEAXOAHO ONMCaHa NNPH BE3PACTHH.
[TpuBuaunat nepopaneH xaupbHe (CL/F) Ha MeTonponon ce NoBHILAaBa JHHEHHO € TEECHOTO TETJO.

5.3 IIpeaxkaHHHYHH ASHHH 38 6e3omacHoOCT

MeTonponon € H3CAeABaH IHPOKO B KTHHIYMHE YCI0BHA. BakHa 3a npeanucsalius HHGopManus
MOXe a C€ OTKPHE B JPYrH YaCcTH Ha KpaTkara XxapakTepUCTHKA Ha MMPOXYKTA.

6. ©OAPMAIEBTHYHHU JAHHH

6.1 ChnHchK HA NOMOIIIHHTE BELIECTBA




ETnnuenynosa, XHAPOKCHITPONAN UENy03a, XHITPOMEN03a, MHKPOKPHCTANHA L€y 1038, napaduH,
MaKporoJ, 6e3B0iIcH HEKOJIOHAEH CHIHLIHEB AHOKCH/I, HATPHEB CTeapui pyMapar ¥ THTAHOB THOKCH
(E 171).

6.2 HecLBMECTHMOCTH

HenpunoXxuMo.

6.3 Cpok Ha roaHoCT

3 rOAHHH.

6.4 Chnennaany yc10BHS HA ChbXPaHeHHE
Ha ce cexpanssa noa 30°C.

6.5 BuaH cprALPKAHKE HA ONAKOBKATA

Daaxon om noauemunNeH ¢ BUCOKA NALMHOCM C NOAUNDONUNEHOBA KANAYKA.
30 Tabnerky ¢ YAIwDKeHO ocBo00XKaaBaue, 50 mg.

Bnucmepu om PVC/PVDC/Al unu om PVC/AL:
28 TabneTkH ¢ yaRDKeHo ocBoboxknasane, S0 mg.

6.6 CnenHaanH NpeANAIHH MEPKH NPH HIXBBPIAHE H paboTa

Henpunoxumo.
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