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Mertpauum 23,75 mg Tabnerku ¢ YABJ/DKCHO 0CBODOXK/1aBaHe Kpamxa XapaKmepucmuKa Ha npogyKma - IpUACKSHUS 1
Metpaium 47,5 mg Tabnerku ¢ yabpmkeHO 0cBOOOKIaBaHE |
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2. KAYECTBEH U KOJIMYECTBEH ChCTAB

Mertpaumum 23,75 mg TabneTku ¢ yabmkeHo 0cBo60KIaBaHE :

Bcska Tabnerka ¢ yabinkeHO 0cBOOOXK 1aBaHe ChAbPXKA 23,75 mg METONPOJIOJNIOB CYKIMHAT
(metoprolol succinate) (Ph.Eur.), exuBanenten Ha 25 mg MeTonponosios Taprapat (metoprolol
tartrate).

Merpauum 47,5 mg TabneTkH ¢ yabIDKeHO 0CBOGOKIaBaHE
Besika tabnetka ¢ yanmkeHo ocBo6oxiaBane chabpka 47,5 mg METOIPOJIOJIOB CyKUMHAT (metoprolol
succinate) (Ph.Eur.), exBuBanenten na 50 mg METOIPOJI0JI0B TapTapat (metoprolol tartrate).
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[TOMOIIIHHU BELIECTBA C U3BECTHO NelcTBHE:

Beska Tabnetka ¢ yabinkeHO ocBoboKIaBaHe CbhAbpika MmakcuMyM 1,84 mg 3axaposa.
Besika Tabnerka ¢ yabmkeHo ocBoGOXKaaBaHe ChaBbPKa MAKCHMYM 3,68 mg 3axaposa.

Fy st i

Beska

3a IBJIHUS CMUCHK Ha MOMOIUHUTE BELIECTBA BHXKTE TOUYKA 6.1.

3.  JIEKAPCTBEHA ®OPMA
Tabnetka ¢ yabikeHo ocBoOOkK1aBaHE.

Metpauum 23,75 mg Tabnerku ¢ yabmkeHo 0cBOGOXK/ [aBaHe

benu no noury Genu, npoabiropaTy, ABOKHOM3MBKHAIM, GPHUIMHPAHH TaGNETKH C AETUTETHA yepra
OT JiB€Te CTpaHHu. [Ib/kuHaTa Ha Tabnerkata e Mexay 9,0 1 9,4 mm, a mMpuHAaTa e mexay 4,0 u
4,4 mm.

Tabnetkara moxe na 6b1e pa3neneHa Ha 1Be paBHH 403H.

Mertpauum 47,5 mg TabneTku ¢ yabmkeHo 0cBo60K/IaBaHe

benn 0 nouTu Genu, NporLIroBaTH, ABOHHOU3ITEKHAH, DHIMHPaHH TabNETKH C e
OT ABETe CTpaHH. JIb/DknHaTa Ha TabneTkara e Mexay 12,0 u 12,4 mm, a mupuHaTa e M
5,9 mm.

Tabnerkara moxxe na 6bJie paszeneHa Ha Be PaBHHU H03M.
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4. KJUHUYHU TAHHH

4.1 TepaneBTHYHH MOKA3AHHSA

Mempayum 23,75 mg mabaemxu ¢ yowvaxceno océobodicoasane]

Bw3pacmnu.

MeTtpaumM e nokasaH NnpH Bb3pacTHH 32 JIEYEHHE Ha

- CraluiHa XpOHHYHa JieKa JI0 yMEepeHa Chp/IeYHa HEIOCTATHYHOCT ¢ HapylleHa JeBOKaMepHa
dyHkums (ppakums Ha uztnackeane < 40%) — B no6aBka kbM oOMualiHaTa CTaHAApTHA
Tepanus ¢ ACE MHXHOMTOPH M IMYPETHLIH M, aKO € HEOOXOIMMO, CHP/IEYHHM INTMKO3MAH (3a No-
noapo6Ha uHdopMaus BXK. Touka 5.1).

[Mempayum 47,5 mg/ 95 mg/ 190 mg mabremxu c yovriceno océoboxrcoasane]
Bw3pacmuu:

MeTpaium € nokasaH NMpu Bb3pacTHH 3a JIEYEHHE Ha

- XUIepToOHU

- CreHokapaus

— TaxukapaHu apuTMHK, MO-KOHKPETHO HAaJKaMEPHA TaXHKap s

- [Tomnwpxaiia Tepanus cinen uHGapKT Ha MHOKap/a

- XHIEPKHHETHYEH ChPACUEH CHHAPOM

- [Ipodunakruka Ha MurpeHa

B CrabunHa XpoHH4Ha Jieka 10 yMepeHa Chp/ieYHa HEJJOCTATHYHOCT C HapylleHa JIeBOKaMepHa
(yskums (ppakums Ha usTnacksane < 40%) — B 106aBka kbM 0OMUalHATa CTAHAAPTHA
tepanus ¢ ACE HHXHOHTOPH M AMYPETHLIM H, KO € HEOOXO0IMMO, ChPAEYHH INIMKO3UAH (32 1o-
noapoOHa HHGOpMAaLHS BK. TOUKa 5.1).

Jeya u ronoutu:
MeTpauum e nokasaH npw Jiela ¥ KOHOIIM Ha Bb3pacT oT 6 10 18 roauHu 3a neyeHue Ha
- XUNEPTOHUS.

4.2 Mo3upoBKa H HAYHH HA NPHJIOKEHHE

Ho3upoBka
Ho3ara TpaGBa /1a ce KOpHrHpa B CbOTBETCTBHE ChC CIIEJHHTE YKa3aHHA:

- Cmabunna xponuuna nexa 00 ymepena copoeuna HeOOCMamvyHOCH ¢ HAPYULEHA 1e60KAMEPHA
dyHryun
Jlo3aTta MeTonponon cykuuHar TpsabBa Jja ce KOpUrupa HHAMBUIYAITHO 3a MALMEHTH ChC
cTabWiIHa CHMITOMATHYHA Chp/ieYHa HEIOCTATbYHOCT, KOMTO IMOJTyYaBaT Apyra Tepa
Chp/ieuHa HeoCcTaThbUHOCT. [IpenopbunTenHaTa HauanHa J103a 3a NalKMeHTH ChC Ch
HepocTaTbyHOCT OT Kiac Il no NYHA (New York Heart Association, Hroiopke
acouraums) e 11,88 mg meronposion CykuMHAT BeIHBK THEBHO Mpe3 MbpBaTa C [

Moske J1a Ob/ie MoBHLIEHa 10 23,75 mg METONPOJIONOB CYKIIHHAT AHEBHO TPE3 B ]ﬁﬂacba;u' MHLE 5
g pig A oosl B
OT Tepanusra. % e




[IpenopbunTenHaTa HayaiHa 1032 32 MALIMEHTH ChC ChpAeYHa HeaocTaThbuHOCT OT Kiac I mo
NYHA e 23,75 mg MeTonposoNnioB CYKLMHAT BEAHBXK JHEBHO MPE3 IbPBUTE JIBE CEAMHILIH.
Cnen mbpBHTE BE CeAMMLIM Ce MpernopbyBa yABOsABaHE Ha no3ara. J[o3aTa ce yaBosBa npes
ceMULa 10 MakcuMyM 190 mg MeTonpoonos CyKLUMHAT IHEBHO WK 10 Hai-BHCOKATa /1034,
noHacsHa oT nauueHTa. [Ipu npoabmkuTenHa Tepanus uesra TpsaOBa aa ObAe AHEBHA 103a OT
190 mg MeTonpononoB CyKUMWHAT WITM Hal-BUCOKATA 1034, MOHACAHA OT MaLMEHTA.
JlekyBauuar nekap TpsabBa 1a UMa OIMUT MPH JIEYEHHUETO HA CTAOMIHA CHMNTOMATHYHA
ChpJeyHa He0CTaThYHOCT. Cie]l BCAKO NMOBULLIEHUE HA 103aTa ChbCTOSHHUETO Ha MallMeHTa
TpsaOBa na ce Habmonasa BHUMaTenHo. [Ipu cnaa Ha KPLBHOTO HANIAraHE MOXKE /14 CE HAJIOXKH
MOHWXXaBaHe Ha I03UTE Ha €THOBPEMEHHO NMpHeMaHuTe JekapcTBa. CnaabT Ha KPbBHOTO
HansAraHe He NMpeACTaB/IgABa HEMPEMEHHO MPEYKa 3a MPOAB/LKUTE/IHA TEpanus ¢ METOMPOJION, HO
fio3aTta TpsaOBa a ce MOHWIKHU, JOKATO ChCTOAHUETO Ha MALMEHTA C€ CTaOHIIU3Hpa.

g mabnemxu ¢

Honvanumennu mepanesmuunu noxasanus 3a Mempayum 47,5 mg/ 95 mg/ 190 m
YOvJdKIceHo oceoboowcoasane:

- Xunepmonus
47,5 mg METOMPOJIONIOB CYKLIMHAT BEIHbX JHEBHO TPH MALMEHTH C JieKa 10 yMepeHa
XUIepTOHUs. AKO € He00X0IMMO, 03aTa MoKe Ja Ob/1e moBuuIeHa 10 95 u 10 190 mg aHeBHO
WK KBbM TepanusaTa aa Obae 106aBeHO Apyro aHTUXUIIEPTEH3UBHO CPEACTRO.
- Cmenoxapous
47,5 no 190 mg MeTONpOJIONIOB CYKIIMHAT BEHBK JHEBHO. AKO € HeoOX0auMo, B 106aBKa
MOX€ J1a C€ MPUEMA U JIpYT JIEKApCTBEH NPOAYKT 3a JICYUEHHE Ha HCXeMHYHa 6oJiecT Ha CHPLIETO.
E Taxuxaponu apummuu
47,5 no 190 mg MeTonpoJIOJIOB CYKLIMHAT BEHBK AHEBHO.
. Ilooowvporcawya mepanus cned ungapkm na muoxapoa
95 no 190 mg MeTonpoJIO/IOB CYKIMHAT BEJAHBXK AHEBHO.
- Xunepxunemuyer copoeyen CuHOpom
47,5 no 190 mg MeTonpoJIoNIOB CYKIMHAT BEHBXK JHEBHO.
- Ipoghunaxmuxa na muzpena
95 no 190 mg MeTonposoNIoB CYKIMHAT BeAHBX AHEBHO. OG0 B3€TO, MPHUIOKEHHETO Ha
95 mg MeTOnpoIoNOB CYKLIMHAT BEAHBXK JHEBHO € 10CTaThyHo. B 3aBucHMocCT oT
HMHJIMBUAYaAJTHUS OTFOBOP [03aTa MOXE J1a C€ MPOMEHS B paMKHUTE Ha ropernocoYeHHs JHanasoH.

Yepeoena 6vopeuna gpyrnkyus
He e HeoOxoauma kopekuus Ha j03aTa.

Vepeoena ueprnoopobua gynryus
[Ipu naumeHTH ¢ Texka yepHOAPOOHA HEAOCTATHUHOCT, HAMP. MPH JIEYEHHUETO HA MALMEHTH C
MOPTOKABaJIEH LILHT, TPpAOBa Ja ce 0OMHUCTU MOHWKABaHEe Ha J103aTa (BXK. TOUYKa 5.2).

ITayuenmu 6 cmapuecka avapacm
Hsama nocTaThb4yHO HaJIMYHU IaHHM NMpU nauueHT Haa 80-roauuiHa Bb3pact. ETo 3awmo e Heo6xoaumo
CreLHAIHO BHUMAaHHUE, KOraTo ¢ce MOBHIIAaBa J103aTa MpH TE3W MaLUeHTH.

Ileouampuyuna nonynrayus
[IpenopbpuKTeIHATA HAaYaNHA 103a NMPH XUMEPTEH3UBHH MaLUeHTH > 6 roaunu e 0,5 mg/kg MeTtpauum
(0,48 mg/kg MeTonpononoB CyKLMHAT) BeAHbK AHEBHO. [IpHIOKEHHETO HA OKOHYATEIHATA 1032 B
MUJIHUrpaMHu TpsaOBa 1a Obje Hali-ronsaMoTo npubawkeHre 10 U34KcieHara qo3a B mg/kg. [pu
nalMueHTH, HeoTroBapsaK Ha 0,5 mg/kg, no3zara moxe na ce nosuium ao 1,0 mg/kg (0,95 mg/kg
METOIMPOJIONOB CyKLMHAT), 0e3 na Haasuiwaea 50 mg (47,5 mg meTonposiosioB cykuuHar). I1
natMeHTH, Heotroeapsay Ha 1,0 mg/kg, no3ara Moxke a ce MOBMIIK A0 MaKCHMaJTHa 1
2,0 mg/kg (1,9 mg/kg metonpononos cykuunar). Jlosure naa 200 mg (190 mg meron
CYKLIMHAT) BEAHBHK THEBHO HE Ca NMPOYYBaHM TPH Jiella U FOHOLIM.

be3onacHOCTTa ¥ e()MKaCHOCTTA NpHU Jelia Ha Bb3pacT < 6 TOAMHHU HE Ca YCTAHOBEHH.
MeTpaium He ce npenopbyBa NMpHM Ta3u Bb3pacToBa rpyna.




Kopuzupane na 0o3ama wiu npexpamasane na iedeHuemo

BCAko NPeKpaTABaHe Ha IeYEHHETO HITH KOPUTHPAaHe Ha 403aTa TpAOBa /1a CTaBa caMo 110 JIeKapckH
cbBeT. [Ipoab/DKMTENHOCTTa Ha IEYEHHUETO Ce OMpENEsIt OT JeKyBalllHA JIEeKap.

AKO NIEYEHHETO ¢ METOMpOoN TPAGBa 11a ce NpeKbeHe M MpekpaTd (0coBeHo NpH MaMEHTH ChC
ChpACYHA HEIOCTATHEYHOCT, HCXeMHMYHA 0OJIeCT HA CHPLETO WM HH(pAPKT Ha MHOKApAA), TOBa TpiOBa
BUHArH Ja cTasa 0aBHO M MOCTENEHHO 3a MEPHO/ OT HAl-MAJIKO IB€ CEAMHIH, KATO 103aTa ce
HaMaJaBa CTHMAIOBHAHO HAMOMOBHHA, OKATO C& AOCTUIHE HAl-MATKATA A03a OT MOJIOBUH TabneTKa
23,75 mg metonpononos cykuuHar. Ilocneanara nosa Tpsa6ea fa ce npuemMa 3a HaH-ManKo YETHPH
AHH, NIPEAM NPOAYKTHT Ja ObAe CNpAH. AKO € NO4BAT CUMIITOMH, TIPOLIECHT TPAOBa Aa ce 3abasH.
Besko pa3Kko OTTeNIIHE MOsKe [a I0BEAE 10 BJOLIABAHE HA ChPACHHATA HEAOCTATHYHOCT Ha NallieHTa
¢ MOBHIICH PUCK OT BHE3AMHA ChpACYHA CMBPT HIH ChpAEYHA HCXEMHA C 000CTpAHE HA CTEHOKAP/IUS,
MHGAPKT HA MUOKAPAA WM IOBTOPHA NOSBA HA XUNEPTOHHUS.

HauuH Ha DpUNIokKeHHE
3a nepopasiHO MPHIIOKEHHUE.

Metpauum TpabBa f1a ce MpHeMa BEAHBK JHEBHO, 3a MPEANOYHTaHE CbC 3aKycKaTa. TabmeTkuTe
TpA0Ba Aa Ce MOTNTBINAT LENH WK A2 CE Pa3feNAT, HO He TpaOBa J1a ce ABBYAT WK Pa3TPOLIABAT.
Tabnerkure Tps6Ba a ce npuemart ¢ Boaa (Hai-Manko Y2 yamra).

4.3 Ilporueonokasanus

MeTonponos € NpoTUBOMOKA3aH MPH:

— CBpPBXYYBCTBUTENHOCT KEM aKTHBHOTO BEIIECTRO, APYTH 6eTa-peleNTOPHH GI0KEPH HITH KBM
HAKOE OT MOMOIIHWTE BELIECTBA, H3OpOEeHH B TOUKA 6.1

— AV 010K 0T BTOpa HWIH TpeTa cTeneH

— CunoaTtpuaneH 610K OT BUCOKA CTEMNEH

— HenekyBaHa cppaeuna HeAoCTaTBUHOCT (Oenmoapober 0TOK, HapyIllleH KphBOTOK HWIH
XHUIMOTOHHA) 1 HEMTPEKBCHATO WM MEPHOIHYHO TeUEHHE, BOACIIO 0 TIOBHILEHA
KOHTPAKTH/IHOCT Ha ChpAEYHHA MYCKYJ (O€Ta-peLieITOpeH arOHH3bM )

— H3paseHa n KTHHUYIHO 3HAYMMa CHHYCOBa OpamnKapaus (chpAevHa yectoTa < 50 yaapa/MHH)

- CHHapom Ha GOJIHHA CHHYCOB Bb3eJl

— KapauoreneHn mok

— Texxu cMyLIeHHS HA nepUPEPHOTO APTEPHATTHO KPHBOOOpalieHHe

- XunotoHus (cuctonto < 90 mmHg)

- HesnexysaH deoxpoMoumToM

— MetabonuTHa aiugo3a

— Texkka ¢opma Ha OpoHxHaNHA aCTMa MIIM XPOHHYHA o6cTpykTHBHA Genoapobua Gonect

— EnnospemenHa ynorpeba Ha MAO unxubutopH (¢ uskiouenue Ha MAO-B uHxuGHTOpH).

Meronponon He TpabBa na ce ynorpebasa NpH NALMEHTH ChC CYCNIEKTEH OCThp HHAPKT Ha
MHOKap/ia UK ¢ChpAcYHa YecToTa < 45 yaapa/min, PQ unteppan > (0,24 ceKyHAH HIH CHCTOMHO
KpbBHO HayArade < 100 mmHg.

MeTtonponon He Tpabea na ce ynorpebaBa H NpH MALMEHTH Che CHPASYHA HEAOCTATHYHOCT U
MHOTOKPATHH CTOHHOCTH Ha CUCTOJTHOTO KpbBHO Hajlsrane < 100 mmHg (npeawm 3armousade Ha
IEYCHHETO € HEOOXOAUM MOPEACH Iperyea).

EaHospeMeHHAaTa MHTpaBeHO3HA YTIOTpeOa Ha KaJIUMERM AHTATOHMCTH OT TUIA HA BEpaaMWI U
JAWITHA3EM HITH IPYTH AHTHAPUTMHLM (KATO AU30NUPAMK]L) € IPOTHBOMOKA3aHO (H3KTIOUCHHE:

NIEKAPCTBO 32 HHTEH3HUBHH FPHXXH).

4.4 CnennaiHu npexynpexieHusi H NpeAnazau MepKu npu ynorpeda

bera-peuentopHuTe 610kepu TpabBa Aa ce ynoTpeOaBaT NpeANasiuBo MPH NAUHEHTH
nalnMeHT ¢ acTMa ynotpebsea 0eTa-aroHUCT (non popMaTa Ha TaONETKH HIH Ype3 HHX2
KOraTo 3aMoyvHe NEYEeHHETO ¢ METONPONoN, TpAGBa Aa ce HalpakH MpELCHKA Ha JA03aTa



aroHUCTa M, aKo ¢ HeOOXO0AHMO, T4 Ja ce noBHIIH. [Topagu nocTOAHHHTE NNa3sMeHH HURa obaye
edexTsT Ha MeTpaitum TabeTKH ¢ YABIKEHO 0CBOGOXKIaBaHE BBPXY GeTar-pelienTopUTe € No-Manbk
OT TO3H Ha KOHBEHLIHOHAITHMTE Tab/MeTHH (JOPMH Ha CeNIEKTHBHHTE OeTa;-peLenTOPHH GIOKEpH.

MeTonponon MoXke Aa NOBIUAE KOHTPOJIUPAHOTO JICYEHHE HA 3aXapeH auabeT H MoxKe fa 3aMacKupa
CUMIITOMHMTE Ha XHIONTHKEMHUA. PHCKBT OT BB3eHcTBHE BhpXY METaOONM3Ma HA TIIIOK034aTa HITH
3aMacCKHPAHE HA XHITOTTMKEMUYHHTE CHMITTOMH € TIO-HHUCBK NPpH MeTpauuM TabneTku ¢ yAbMKEeHO
OCBODOK/IaBaHe, OTKOJIKOTO MPH KOHBEHLMOHAIIHHTE TabieTHH POPMH Ha CeNEeKTHRHUTE bOeTa, -
peLenTopHH ONOKEPH H 3a0eNeKHMO NO-HUCHK, OTKONKOTO MPH HE-CENEKTHBHUTE PELIENTOPHH
dnokepu.

Hapymenuara Ha AV-npoBoHMOCTTa MOTAT [IOHAKOTA i c€ B/IOLIAT [10 BPEME HA EYEHUETO ¢
METOMPOO (Bb3MOXKEH € aTPHOBEHTPUKYJIapeH OJI0K).

[Tpu naupenTHte ¢ anruaa Ha Prinzmetal Geta;-cenekrHBHUTE CPEACTBA TPAOBA Aa Ce NIMOM3BAT
BHUMATEITHO.

MeTtonponon Mosxe fa 3acHIH CHMNTOMUTE Ha HapylieHHe Ha nepHdepHOTO KphBooGpaleHHe
Mopajgy CBOA AHTUXHIIEPTEH3UBEH edeKT.

AKO METOMPONON € NPEANMCAH Ha MAllMEHTH ¢ PeoXPOMOIIMTOM, IPEAH H N0 BPEMe Ha TepanuaTa ¢
METOIIPONOJ TpAORA fa ce ynoTpebasa anta-penentoper Gnokep.

TCpﬂHHHTEl C METONPOIONT MOXKE 1a 3aMacKHpa CHMIITOMHUTE HA XHIICPTHPOHIHIBM.

[Ipenu onepaTHBHA HHTEPBEHLMA AHECTE3HONOrBT TpOBa Aa 6bAe HHPOPMHPaH, Ye MALUEHTHT
npuema Oeta-penentopen 6okep. He ce npenopbusa npekparssaHe Ha Geta-peuentopaus 6aokep mo
BpeME Ha XHPYpPruyHaTa HHTepBeHIUA,

Jleuenuneto ¢ Oera-peuentopru 60KkepH He TpAORa 1a ce MpeKpaTABa pA3K0. AKO JeueHHeTo TpsatBa
Aa C€ NMPEKPaTH, 3a NPEANCYUTAHE € TOBA a CTAHE NOCTENEHHO 3a MEePHO/ OT HalH-MalKo Oae
CEIMHLIM, KaTO J03aTa C€ HaMatgBa HaMOMOBHHA, JOKATO Ce AOCTHTHE Haii-MankaTa A03a OT NOJJOBHH
TablieTka ¢ YAb/LkeHO ocBoboxkaarane oT 23,75 mg MeTonpononoe cykinHar. [locneaHara no3a
TpadBa aa ce NpHeMa 3a Hal-ManKko YeTHPH GHH, NIPEAN NEUEHHETO 1a Ob1e CIPAHO OKOHYATENTHO.
AKO MauueHThT pa3BUe HAKAKBH CHUMITTOMH, 103aTa TpaGBa Aa ce MOHIKaRa No-6aBHO. Paskoro
cnHpaHe Ha OeTa-peLieNTOpPHHUTE OMOKEPH MOXE Jia JOBEE A0 BIOMIABAHE HA ChPAEYHATA
HEOCTATBYHOCT H MOXE 14 MOBHILUK PUCKA OT HH(PAPKT Ha MUOKApPIa H BHE3AMMHA ChPACYHA CMBPT.

MeTtonponosn MOXe J1a IOBUILY HYBCTBHTEITHOCTTA KBM aJIEPreHH H TEKECTTa Ha aJleprudyHHTE
peakund. Tepanusara ¢ aqpeHaNMH He BUHAI'H MMA XENaHUA TepaneBTHYEH eeKT NpH HHAHBUAYANHU
MAaLHEHTH, TeKYBaHW ¢ OeTa-penenTopHH OJ1oKepH (BX, ChIIO TO4YKa 4.5).

beta-peuenTopHATE 6I0KEPH MOTAT Aa BIOIIAT MCOPHA3KCA WM Ja NPHYHHAT Da3BUTHETO MY.

I[NoHacTosmeM HiMa MOAXOAAIIH NPENOPBKH 3a YNOoTpebaTa Ha METOMPOJIONOB CYKLHHAT NpH

MALHEHTH CbC ChpAEYHA HEJOCTATBYHOCT H HAKOE OT CJISJIHHTE ChIIBTCTBANIH 3200/ 19BAHUA

— Hecrabunna cepaeuna HegoctarbunocT (kiac IV mo NYHA)

— OcTsp HHOAPKT Ha MHOKapAa HITH HecTabHIHA CTEHOKAPAUA MPE3 MOCHSAHNATE 28 AHH

~ YBpeaerna 0n0peuHa pyHKLIHA

- YBpeneHa yuepHoapoOHa GyHKLIHS

- [TauuenTy Hag §0-roguiHa BL3pacT

— [ManuenTH noa 40-rogHilHA BE3PACT

— XeMOARHAMHYHO PENEBaHTHY 3200N9BaHHA HA ChPACYHHTE KIIATIH

— XuneprpodpHuHa o6CTPpYKTHBHA KapAHOMHOMATHA

— Crnep viH NO BpeMe Ha MJIAHOBA ChpPACHHA ONepaLHs B paMKHTe Ha 4 Mecela
Ha JIEYCHHETO ¢ METOMPOJIONOB CYKI{HHAT.




[laumeHTHTE ¢ penKKUTe HaCIEACTBEHH NPOGIEMH HEMOHOCHMOCT KbM (DPYKTO03a, ITIFOKO30-TA/IaKTO3HA
MaabcopOuus WK CyKpasa-u30MaNTa3Ha HEIOCTATHUHOCT He TPAOBA /1a pHEMAT TOBa JIEKAPCTBO.

4.5 BsaumopeiicTBHe ¢ APYrH JIeKAPCTBEHH NPOAYKTH W APYrH GopMH HA B3auModeiicTBHe

dapMaKoAHHAMHYHH B3aHMOAEHCTBHA

Kanyueeu anmazonucmuy (8epanamun, Ounmuazem), anmuapummuyHy IeKapcmea

HNatmentsT Tp68a a2 Gbae BHUMAaTENHO HAO/IIOaBAH 32 HEFATUBHH HHOTPOITHH H XPOHOTPOTNHH
e(peKTH, KOraTo METONpONON ce YnoTpe6aBa 3aeHO ¢ KalllUeBH AHTAFOHMCTH OT BMAA HA BEParaMHLT
HJTH ZUITTHA3EM HITH ¢ AaHTHAPHTMHLIK, ThH KaTO MOTaT J1a ce pasBUAT XUMOTOHHA, OpaAuKapaus Wil
APYTH CBPACYHH aPUTMHK. KalllHEBHTE aHTarOHHCTH OT BHAA Ha BepanaMui He Tpa6Ba aa ce
MPUIATaT HHTPABCHO3HO Ha MAlMEHTH, NOTyqaBalliy GeTa-penenTopHH OIIoOKepu.

AHTHAPHTMHUH OT Knac I: anTHapHTMULHTE OT Kiiac | u Geta-peuenTopruTe 6n0KEPH HMAT UTHBEH
HEraTHBEH HHOTPONCH €PeKT, KOHTO MOXKe Aa HOBEAE N0 CEPUO3HH XEMOAMHAMHYHIA CTPaHHYHH
e(beKTH NPH NAIKEHTH ¢ MOHHWXKEHa NeBOKaMepHa PyHkuHg. KoMOHHHpaHeTo Ha Te3u BelnecTpa
TpaOBa fa c¢ ¥3DATB2 NPU NALMEHTH CbC CHHAPOM Ha GOMHUA CHHYCOB BB3€J H HApyLIeHHs Ha AV
[IPOBOIMMOCTTA OT BTOPA H TpeTa cTerneH. BiaumoaeiicTBHeTo ce HabNoaaBa MO-KOHKPETHO NPy
AH3OTIHpaMHKI,

HCIIBC
Ennoepemennata ynotpe6a Ha MHIOMETAUMH HITH APYT HHXHOGHTOP Ha MPOCTATNAaHANH CHHTETA3aTa
MOXKE /1a OTC/IabU MOHIDKABALLMA KPBBHOTO HasisTaHe edekT HA GeTa-pelenTOPHHTE GAOKEPH.

Aodpenanun

AKO, [IpH ONpeAC/ICHH 06CTOATENCTRA, HA NALMEHTH, KOMTO pHeMaT GeTa-pelienTopHH 6IOKepH, ce
MPUIOKH aapeHalIHH, KapIHOCeIEKTHBHUTE BeTa-pelienTopHi O10KepH UMAT U3pa3eHo 110-c1abo
BB3ACHCTBHE BbPXY KOHTPONA HA KPEBHOTO HANATaHE, OTKO/IKOTO HECEIEKTHBHUTE GeTa-peLienTopHHU
6noKepH.

ITpu naunenTH, kOMTO H3NON3BaT GETa-PELIENTOPHH GnokepH, ePEKTHT HA AAPEHANTHHA [TPH NEYEHHETO
Ha aHapHIAKTHYHH PeaKLMH MOXe Ja ObJie HapylleH (BX. ¢BLIO Touka 4.4).

Anecmemuunu cpedcmsa

HMHuxanauuoHHUTe aHECTETHIH YBENMYABAT KapAHOAENPECUBHHTE €€KTH MPH MALHEHTH, IEKYBaHH ¢
Oera-peuentopHu GJI0KepH.

AKO METONPO/ION HE MOXe Na O'blle CIIPAH Npeay ONepaLus Mo o61a aHECTE3HS, AaHECTE3HONOrbT
TpaOBa aa Obae HHGOPMUPAH 32 JIEYSHHETO ¢ METONPOOI.

Mornoamunoxcudasru unxubumopu

MAQO uxubutopH (¢ uskmodenne Ha MAO-B unxu6uropu) He Tpa6Ba aa ce mpunarar
CIHOBPEMEHHO C METOTPONON (BXk. Touka 4.3). AKko JafieH nal|eHT nojyy4asa G1okepu Ha
CUMHOATHKOBUTE MAHIIIHU B KOMOMHAIMA ¢ ApYrH GeTa-peuenrropHH G10KepH (HaIp. KarlkH 33 OUH)
uiH MAQO-B uHxuOHTOPH, KIIHHHYHOTO ChCTOSHHUE HA NMALHeHTa TpAOBa aa ce HabnogaBa
BHUMATEIHO,

Knonudun
AKO eTHOBPEMEHHOTO JICYEHHE ¢ KIIOHH/MH TpabBsa a ce crpe, HeTa-perteNTOpHHAT Gliokep Tpatea
Jia C€ OTTENH HAKONKO AHU Npeau KIOHAIHHA.

Cupoeuno-cv0osu 1ekapemeq (aHmuxunepmensueHu cpedcmaea)
Mertonposion Moke aa 3acHiIK eekTa HA EAHOBPEMEHHO yNOTpeOIBaHHTE BElLECTBA 3a I1

Ha KPBEBHOTO HallATr'aHE.

Copoeunu 2ruxo3udu
EAHOBPEMEHHOTO NPHITOMEHHE HA METOMPONION M ChPACYHH FAMKO3SHIH MOXKe Aa [0
HaMangBaHe Ha ChpeyHaTa 4YeCTOTa WM 0 3abaBAHE HA MIPOBOJAHMOCTTA HA ChPLET




Cumnamomumemuunu cpedcmea

EnHospemenHara ynotpe6a Ha MeTONPONON M HOPAAPEHAHH, 2IPEHATHH WIH APYTH
CHMIIaTOMHMETHIM MOKS 1a HHAYLHPA H3PAa3€HO MOBHIICHUE HA KPBRHOTO HaNgraHe.
EntospeMeHHaTa ynotpe6a Ha METOMPONION | pe3epnuH, anda-MeTHIAONA, KIOHHAHH U ryaHpaLmH
MOsKe Aa NPHIVHK H3Pa3cHO HaMansBaHe HA ChpReuHaTa 4eCcToTa d 3a0aBAHe HA ChpAcUYHaTa
MPOBOAUMOCT.

Hpyeu bema-peyenmopru orokepu
[lpn nauneHTHTE, KOMTO Ce NeKyBaT €IHOBPEMEHHO ¢ APYrH GeTa-penentopHu 610KepH (Hanp. O4HHU
KamnkH, ChIAbPXKAIH THMOJION ), C€ H3UCKBA BHHMATETHO MEIHLIMHCKO HAOMIOteHHeE.

IIpomusoduabemna mepanus

MeTonpononor CyKUMHAT MOYE ]a HAMAJIH CHMIITOMHUTE Ha XMIIOTTUKEMUR, TI0-KOHKPETHO
TaXHKapauATa. bera-peuentopuute 610KkepH MOrat aa UHXHOMPAT OCBOGOXKAABAHETO HA HHCYITHH NPH
nauueHTH ¢ AHadeT Thi 2. HuBarta Ha KpbBHATa 3axap TpAOBa a C€ KOHTPOJHPAT PENOBHO H
TEpanuATa 3a NOHWXKaRaHe Ha KPBBHATA 3axap (MHCY/IHH H NIEPOPATHA aHTHAHAOETHI(M) CHOTBETHO /1A
CE KOPHTHpaT.

PapMaKOKMHETHYHH B3aUMOREIHCTRUS

Cybempamu na CYP 2D6

Meronponoin ciyxu karo cyberpar Ha CYP 2D6, usoensum Ha tutoxpoM P 450.
EH3UM-HHAYUHHPALIKTE M eH3UM-WHXUOUPAIIMTE BELLECTBA MOTaT Ja MOBIUAAT [Ia3MEHATa
KOHUEHTPALUA Ha METONPOON. PHMaMIHIHHE NOHMKABA UTa3MEHATA KOHUCHTPAIHMS Ha METONMPOAOH.
LimeTnams, ankoxon ¥ xuapanasyH MOTAT a NOBMILAT M/1a3MEHATA KOHLIGHTPALIMA HA METOMPOJIOL.
MeTonposnon ce MeTaGoH3MpPa MABHO, HO He H3KIIOUHUTENTHO, YPe3 YEPHOAPOGHUA SH3UM LHTOXPOM
CYP 2D6 (Bx. cbino Touka 5.2). Bewectra, kouto umat unxuburopen edekr espxy CYP 2DS6,
HapHMep CENEKTHBHH MHXHOMTOPH Ha 0OpaTHOTO 3axBalllaHe HA CEPOTOHHHA KATO MAapPOKCETHH,
(b11yOKCETHH M CEPTPANTHH, KaKTO M AUPEHXHIPAMHH, XUEPOXTOPOKBHH, LENEKOKCHO, TepbuHadmn,
HEBPOJIETITHLIH (HAMNP. XAOPMPOMa3HH, TPH(IYNPOMAasHH, XJI0PIPOTHKCEH), RHTUXUCTAMHHY H
€BEHTYaTHO NMPONa(eHOH, MOTaT Ja YBEIHYAT [UIa3MEHaTa KOHLEHTPALHA HA METOIIPOION.

Huxuburopen edekt pppxy CYP 2D6 ce chobimasa chIlo MpH aMHOOAPOH ¥ KBHHHIWH
(AaHTUAPHTMHLIN).

Mertomposion Moxe A2 NOHKKH eTMMHHUPAHETO Ha APYTH EeKApCTBEHH NPOAYKTH (HAOp. MHAOKAHH).

4.6 @epruaHTeT, GPEMEHHOCT H KbPMENE

bpeMeHHOCT

TbH karo HNcBat 106pe KOHTPONMPAHH MPOyUBaKKA 32 YNOTpeSATa HA METONIPOION NPH GPeMeHHH
AKEHH, METONPOJION MOXKE A C€ U3MO0/3Ba NMPH OpeMEeHHOCT caMO aKo MOJI3aTa 3a MaiikaTta HaJBHILABA
pucka 3a emOpuoHa/deryca.

bera bnokepure MpUUMHABAT HaManeHa Nepdy3Hs Ha IIALICHTATa M MOTaT 1a IPHYHHAT deTanHa
CMBPT M MPEKACBPEMEHHO paxkaaHe. Clea NpoAbIKHTENIHO NPMIo’KeHHEe Ha OpeEMEHHH XKEHH C eKa
H YMEpEeHa XUIIEPTOHHA ¢e Had/toaaBa BhTpeMaTo4Ho 3a0aBgaHe HA pacTexka. Crobllasa ce, ue HeTa
O/10KepHTE NPHYHHABAT MPOIBILKUTETHO PAKAaHe W 6paguKapaus npH GeTyca H HOBOPOIEHOTO.
CroblLiaBa ce ChIlo 3a XUMOTIHKEMHA, XHIIOTOHHS, MOBHILICHA GHITHPYGHHEMHS W BB3OPENATCTBAHA
peakiua KM aHOKCHA Ha HOBOPOAEHOTO. MeTtonposton Tpabea aa ce crpe 48 — 72 yaca npeau
M34HC/IEHNA TSPMHH Ha paXKaaHe. AKO TOBA € HEBB3MOXHO, HOBOPOACHOTO Tp2OBa Na ce Ab
Habmonenue 48 — 72 yaca cnes pakaaHeTo 3a NPU3HALH H CHMITTOMH Ha Geta-6/10kaia
ChbpJeuHHU H OenoapodHM yenokHeHnd).

)

o
X
beTa G10KepHTE He MOKA3BAT TepaToreHeH MOTEHIMAN NPH KMBOTHHUTE, HO NOKa3BaT ay
YMOHIIMKATIEH KPBBOTOK, 3abaBsHe Ha pacTexa, NOHWKEHa OCUHPUKALIMA H YBETHYEHH \C
(eTamHa H NOCTHATAIHE CMBPT.




KnpmMene

MeTonpomnon ¢e KOHUEHTpHpa B KEPMaTa B KOJIHYECTRA, MPHOAM3HTENHO TPH MTETH TI0-BHCOKH OT TE3H
B MalyHHAaTa rasMa. Benopexu ye pUCKBT OT HEXKeMaHH peaklHU 32 KbpMAaYeTo HIrMEeKa HACHK Clle]
TCpANeBTHYHH 403K OT aKTHUBHOTO BELIECTBO (OCBeH NpH OapHUTE MeTabOoMIU3aTOPH), KbpMAadeTO
TpaOBa a ce HaOMoAaBa 3a npu3HaUM Ha Oera-0/tokana.

4.7 Ed¢exTH BLpXy cnocobHocTTa 32 wodupane H padoTa ¢ MALIHHH

MeTonponon NOB/IKHABA B MAJIKa CTEIIEH CIOCOOHOCTTA 3a odupade U paboTa ¢ MaLIHHH.

[Ipenu mwodupane unm paboTa ¢ MaIllHHH MALKEHTHTE TPAOBA A ca YBEAOMEHH, Y€ MO BPEME Ha
NEYCHHUETO ¢ METOMPOJIOI MOraT Aa ce MOABAT 3aMakpaHe W ymopa. ToBa ¢e oTHacs Mo-CreLHaIHo 3a
KOMOHMHALIHATA ¢ aNKOXOJ MITH KOTaTo A03aTa METOMPOO/ ¢€ NOBHILIABA.

4.8 HexenaHu JekapcTBeHH PEAKIHH

OueHkara Ha HEXENaHUTE peakUHH € 6asHpaHa Ha CISIHHTE YeCTOTH:

Muoro yecTH =1/10)

Yectu (=1/100 oo <1/10)
Heuectn (=1/1000 no <1/1060)
Penku (=1/10 000 ao <1/1000)
MHoro peaku (<1/10 000)

C HeusBeCTHa YecToTa (0T HATMYHUTE JaHHHU He MO>Ke J1a Ob1e HanpaBeHa OLIEHKA 34 YeCTOTaTa)

Hapywenua na xpvema u numpnama cucmema
MHoro peaku: TpombouuTONeH:Us, NTEBKONCHUS

Hapywenun na endoxpunnama cucmema
Penxu: BnomasaHe Ha naTeHTeH 3axapeH Auaber

Hapywenua na memabonusma u xpanenemo
Heuectn: [loBulilcHHE HA TErJIOTO

Hcuxuunu napyuienus

Heuectu: Jenpecus, cMyLIEHUS B KOHLUEHTPALMATA, ChHIHBOCT HIH Oe3ChbHHE, KoLIMapH
Penkm: HepBHOCT, TpeBOKHOCT
MHoro peaku: PascednocT wnu HapylueHHe Ha MaMeTTa, 00bPKBaHe, XATIOLUHHALMH, THYHOCTHH

U3MEHEHHA (Hanmp. MPOMEHH B HACTPOEHHUETO).

Hapywenun na nepenama cucmema
Yectu: 3aMmaliBaHe, rnaBo0oHeE
Heuecty: [TapecTesus

Hapywenua na ouume
Penku: CMyHIeHHd B 3peHUETO, CYXOTa MITH pa3/ipa3BaHe Ha OYHTE, KOHIOHKTHBUT

Hapyuernus na yxomo u nabupunma

Muoro penxu: TuaUTYC, HapynIeHHs Ha clyXa

Cupoeunu napyuienus

Hectu: bpaaukapaus, HapyIIeHO paBHOBECHE (MHOTO PAAKO ACOLMHPAHO ChG,
ChpUeOHEHE

Heyectu: [Ipexoano sioiiapaHe Ha CUMNTOMMTE Ha ChpAcHHa HEOCTATD
I'BpBa CTENEH, NpeKopaAHanta Gonka

Penku: (OyHKUHOHANHH HAPYLIEHHA HA ChPLETO, APUTMHH, HAPYLUEHH
IPOBOAHMOCTTA




Cwvoosu napyutenus

MHoro yecTu: H3paseH cnan Ha KpHBHO HAJIraHe W OPTOCTATHYHA XHUIIOTOHHSA, MHOTO PAJKO
pHAPYKaBaHa OT CHHKOI

Heertu: CTyzaenn polie 1 CThNaNA

MHoro peaku: Hekposa npu nauneHTH ¢ Teskku nepudepHi HAPYIIEHUs Ha KPbBOOOPalLIeHNETO
NpEaH JICYCHHETO, BIOLIABAHE HA HHTEPMHUTEHTHO KIAYAHKALIMO KK CHHAPOM Ha
Raynaud

Pecnupamopru, epoOHU 1 MeQUACTMUNATHY HADYIUEHUA

Yectu: HucnHes npu dpU3HUECKO YoHnHe

Heuectn: bponxocnasmu

Penku: Punut

Cmomauino-upeeru Hapyue nus

YecTH: ["anene, kopemua Gosnka, Auapua, 3anek
HegecTn: [loepbinane

Penku: CyxoTa B ycTara

MHoro peaku: HapymieHus Ha BKyca

Xenamoburuapuu apyuteHus

Penxu: OTKI0HEHNA B H3C/IEABAHUATA Ha YepHOAPOOHATa PYHKUMA (IOBHIIEHHE HA
TpaHCAaMHHA3UTE)
MHoro peaku: XernaTmr

Hapywenus na xoscama u nodxoscnama muran

Heuectu: O6pus (ncopuaTHYHa yPTAKAPUS W AUCTPOPHUHH KOXKHH JIE3HH), YBETHYEHO
M3TIOTABaHE

Penku: Anoneuus

MHoro peaku: DOTOYYBCTBUTENHOCT, BNIOIIABAHE HA [ICOPHA3HCA, HOBA MTOABA. HA TICOPHA3HKC,

NCOPHATHYHH KO)KHH HIMEHCHHA

Hapyuenud na MyckyaHo-ckeaemuama CUCmema u CbeOUHUMEIHAMa MvKan
Heuectu: MyckymHy Kpamiiu
MHoro peaku: ApTpanrus, MyckyJHa cnadocr

Hapywenus na éb3npoussodumennama cucmema u 2upoama
Penku: HMOOTEHTHOCT H OPYTHM CEKCYATHH HAPYLIEHHA, TNIACTHYHA HHAYPALHs Ha [IeHHca
(6onect Ha Peyronie)

Qb6uyu napyuenua u eexmuy Ha MACIMOMO HA HPUAONCEHYE
Muoro yecTtu: YMopa
HeuecTh: OTok

Crof1arane Ha MOAO3IMPAHH HEXKENAHH peakLvH

Cpo0LIABaHETO HA NIOJO3HPaHH HEXENAaHH PEaKLMH ClIe] paspellaBaHe 3a ynotpeba Ha JIEKapCTBEHHS
NPOAYKT € BaKHO. ToBa mo3BosIaBa Aa MPoaAB/DKH HAaOMOAeHHeTO Ha ChOTHOLEHHETO 0JI3a/pHCK 3a
NeKapcTBeHUA MPOAYKT. OT MeAHLIMHCKHUTE CHELMANMCTH C€ U3HCKBA 1a ChoOIaBaT Beska
MOJI03HPaHa HEXKENAHA PEaKLIH Ype3 HALHOHATHA CHCTEeMa 3a choOlItaBaHe:

HsmeanuTeiHa areHIM 110 JieKapeTBaTa

yi. ,,Jlamau I'pyes” No 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 IIpeno3upane
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CuMnToMHU

[IpeaosupaneTo ¢ METOMPOION MOXKE Ja AoBeJe A0 TeKKa XMINOTOHHUS, CHHYcoBa Opagukapaui, AV
OJI0K, ChpJEYHA HEJOCTATHYHOCT, KAPAHOTEHEH LIOK, ChPASYEH apecT, OpPOHXOCNa3MH, Ge3Ch3HAHHE
(IopH KOMa), rafieHe, NoBpbLIaHe U LiMaHo3a. EqHOoBpeMerHaTa ynoTpe6a Ha ankoxod,
aHTHXHITEPTCH3UBHM CPEACTBA, KBUHWIUH WIH 0apOHTYpaTH MOXKeE JAa BAOIIM TE€3H CHMITOMH.

[IspBHTE NpH3HALM Ha Npeao3UpaHe BE3HUKBAT OT 20 MUHYTH X0 2 Yaca Ciief IpMeMa Ha MPOAYKTa.

JlevueHue

MeHUHHCKY BBITICH U, IPH HEOOXOAUMOCT, CTOMALLIHA IPOMUBKA, aKO JIEKAPCTBOTO € NPUIIOKEHO
HeOTAaBHA. B cry4ail Ha TexKka XUmOToHHA, GpaauKapaus WM 3alUlalBala ChpAeYHa
HENOCTAaTHLYHOCT Ha MauHeHTa Tpadsa 1a Obae npunoxkeH Oetar-aroHUCT (Hanp. NPeHAJITePos WIH
NIOOYTaMHH) HHTPABEHO3HO Ha MHTEPBAJH OT 2-5 MHHYTH WIIH KAaTO HENPeKbCHAaTa HH}Y3HUS, A0KATO
C€ MOCTHIHE KCIAHUAT €PEKT. AKO HE € HATHYEH 0eTa;-aroHUCT, MOKE Ja Ce W3IMOM3Ba U JONAMHUH.
Moske aa ce MpUIOXKH H aTponHH cyndart (ot 0,5 10 2 mg MHTpaBeHO3HO), 3a Aa ce GIIOKMpPa BAryCHUA
HEPB. AKO HE ObJIe NOCTUIHAT XKEMTAHUAT €PEKT, MOKE 1A CE H3MOJI3BA IPYTO CHMIIATOMHMETHUHO
CPEACTBO, HANP. AJPEHATHH WIH HOPAAPEHANHH.

Ha nauueHTa MOXe CBIIO aa ce gane 1-10 mg rarkarodH. Moxe Aa ce HaJIOXKH Tepanu ¢
nelcMerKbp. 3a Aa ce MpefoTBpaTAT OPOHXOCNA3MHU, NALMEHTHT MOXE Aa MONYYH HHTPAaBREHO3HEH
0eTaz-arOHHCT.

benexka
Ho3uTe 3a NeYeHHe Ha MpeJo3upaHe ¢a MHOTO NO-BUCOKM OT OOMUYAMHHTE TEPANEBTHYHH 103U, Thil
KaTo OeTa-penenTopHuaT 61okep € bnokupan GeTa pelienTopuTe.

5. @DAPMAKOJOTHYHHU CBOUCTBA

S.1 dapmMakoAHHAMHYHH CBOHCTBA

(DapmakoTepanesTiyHa rpyna: Bera-6nokupawm CPEOCTRA, Ce/IEKTHBHH
ATC kon; CO7ABO2

MeTomnposton e cenekTHpeH GeTai-peLienToped 610Kkep, T.€. Toil 60KHpa GeTar-peHenTopuTe B
CHPUETO MPH 03K, KOUTO Ca 3HAYUTENHO MO-HUCKH OT HeoGxoauMHTe 3a GitokHpaHe Ha GeTas-
peLIETTTOPHTE.

MeTonposnon uMa caMo He3HauHTeIeH MeMOpaHo-cTabunH3upall epekT H He MOKA3Ba HUKAKEB
arcHUCTHYeH eeKT.

Meronponon HaMangea WK ONOKHPa CTHMYJTHpAIUHA e(eKT BHPXY ChPLUETO HA KATEXONMAMHHHTE
(kouTO ce 0CBODOKAAaBAT 0cOBEHO NpHt PUBHUCSCKU U YMCTREH cTpec). MeTonponon peayuupa
TaXHKapAHATA, YBEAMYCHHS ChpACUeH JEOHT U YBETHUCHATA ChPACYHA KOHTPAKTHIHOCT, KOUTO
OOMKHOBEHO C€ MPUYUHABAT OT PAKOTO YBEIHYUEHHE HAa KATEXONAMHHMTE, M MOHIDKABA KPbBHOTO
Hanarane. [InasmMenaTa koHLeHTpauus U edukacHocT (6eta -610kaaa) Ha METONMPOMON B TabJIeTKH ¢
YABIDKEHO OCBODOXIaBaHe ca NO-CTa0WIHM B IPOARDKEHHE Ha 24 yaca, OTKOJIKOTO MOCTUTHATHTE
MOCPeACTEOM KOHBEHLIMOHAIHY TabneTHH (OpMH Ha ceNeKTUBHY OeTa;-peLienTopHU BIokepH.

T'bii KaTO IIA3MEHHTE KOHLIEHTPALMU Ca CTaOKMIHH, KIHHHYHATA 0€Ta -CENEKTHBHOCT € no-1o6pa ot
MoTy4yeHaTa ¢ KOHBEHUHOHAJIHH TabneTHH POpMH HA CENEKTHBHM OeTar-petenTopHH 6nokepH. OcBeH

HomnecT.

EdekT npH ¢hpaevyHa HEAo0CTATHYHOCT!
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B npoyusanero MERIT-HF (3991 nauueHTH ¢ XpoHHYHA ChPAEHHA HEAOCTATYHOCT, kiaac II-IV no
NYHA u ¢paxung Ha ustnackBane < 40%) Metonponon € KOMOMHHpPaH CBC CTaAHAAPTHA TepanuA 3a
CbpACHHA HEAOCTATHUHOCT, T.€. AuypeTHk, ACE uaxuburop wiu xuapanasul, ako ACE waxubutopsbt
HE e MoHacs, NPOABIDKHTEIHO ACHCTRAL HATPAaT WJIH aHTHOTeH3UH-11-aHTaroHMcT H, npu
HEOOXOAUMOCT, ChpACYEH MHKO3HA. OCBEH OCTAHAINTE PE3YJITATH, MPOYYBAHETO MOKA3Ba
IIOHHXEHHE Ha 001aTa CMBPTHOCT B cpaBHeHue ¢ utalebo ¢ 34% [p=0,0062 (kopurupaHo);
p=0,00009 (HomunanHo)]. Ot rpynara Ha METOMpPOJI0T YMHpAT 145 nauuesTH (cMBpPTHOCT 7,2% Ha
NalMeHTO-roMHAa B MEpHOAA Ha npocnenssane) B cpasHeHue ¢ 217 (11,0%) ot rpynara Ha niauebo ¢
oTHocuTeneH puck 0,66 {95% CI1 0,53 — 0,81].

B eano kuraiicko NpoyyBaHe ¢ yyacTHeTo Ha 45 852 nalHeHTH ¢ ocThp HHGpAPKT Ha MHOKApAa
(npoyuBaHeTo COMMIT) kaparoreHeH WIOK BE3HHKBa 3HAYHMMO No-4ecTo (5,0%) npu TepantA ¢
METONPONOI, OTKONKOTO ¢ auedo (3,9%). Tosu edekt e 0cobeHO OUeBHAECH MPH CNEAHUTE TPYIH
MauHeHTH:

OTHoCHTEHA YeCTOTa HA KApAMOreHeH [OK B KOHKPETHHTE IPYIH MALIMEHTH B POYUBAHETO
COMMIT:

XapaKTepUCTHUKH Ha I ['pyna 3a Tepanug
MalHEHTHTE onon | [Ilnanebo

B&spact > 70 ronuHH

KpbBHO Hangrane
< 120 mmHg

Crpaeura yectora > 110/min 14,4% 11,0%

Killip-knac 111 15,6% 9,9%

[eauaTpHyHa nomyaalums

lipu 144 neanarpuydd nauueHTH (Ha BB3pacT oT 6 A0 16 roaHHH) ¢ MPeIHMHO eCeHLHANHA
XHIEPTOHHA B €IHO 4-CEAMUYHO MPOYYBAHE € NOKA32HO, Y& METOMPONION HAMAJIIBA CHCTONIHOTO
KpBbBHO HansraHe ¢ 5,2 mmHg npu 0,2 mg/kg (p=0,145), ¢ve 7,7 mmHg opu 1,0 mg/kg (p=0,027) u ¢
6,3mmHg npu no3u ot 2,0 mg/kg (p=0,049) ¢ makcumym 200 mg/neu B cpaBrenue ¢ 1,9 mmHg npn
rnanebo. [oHWKEeHHETO Ha AUACTONHOTO KPBBHO HansArade € CLOTBeTHO 3,1 (p=0,655), 4,9 (p=0,280),
7,5 (p=0,017) u 2,1 mmHg. He ce naGmrogasar seHH pa3ivuKg B MOHIKEHHETO Ha KPEBHOTO
HaJldraHe Bh3 OCHOBA Ha BB3pacTTa, cTagusa no Tanner uiM pacopata NpHHAIIEKHOCT.

5.2 dapMakoKHHETHIHHU CBOIiCTBA

Abcopbuug v paznpeaencHue
MeTtonponon ce abcopOupa HanwJIHO cnieA NepopanHo npunoxenne. [Topaau u3pazeH MeTaboNMHIEM

MpH NbLPBO OPEMUHABAHE HANMUHHOCTTA ClIe] eAHOKPaTHA NepopanHa 1o3a BH3NN3a Ha NpuONM3HTeNHO
50%. bHoHAnMUHOCTTa Ha TabNETKUTE ¢ YABIKEHO 0cBOOOXK IaBaHe e npuOnusuteaHo ¢ 20-30% no-
HHCKA, OTKOJIKOTO Ha KOHBEHUKHOHAMHUTE TabneTku. Tora obaue HAMA KITHHHYHO 3HAYHM edeKT, Thi
Kato ctoHHocTUTe HAa AUC (rmync) ca ¢hIUHUTE, KAKTO M 34 KOHBEHLHOHANHHUTE TabneTKH. CaMo eHA
MaJIKa 4acT OT METONPOSON, NPUOMM3UTETHO 5-10%, ce cBbp3Ba ¢ MNA3MEHHUTE MPOTEHHH,

Beaka TaGnetka ¢ yanmkeHo ocBoboknaBaHe Chabprka roisam Opoii neneTd ¢ KOHTPOJIHPaHO
ocBobOKaaBaHe, Bedka nenera e oOBUTa ¢ MoMMepeH PHIIM, KOHTO KOHTPOIHMpa CKOPOCTTa Ha
OocBODOMNAABaHE HA METONPOIION.

Tabnerkara ¢ yaemkeHo ocBoboXIaBaHe ce pa3nana Obp30 U FPAHYNIUTE CE paspeCKBaT B~
CTOMALIHO-4YPEBHHA TPAKT, KBASTO METOMPONON C€ OCBO0OKAABA HENIPEKBCHATO B NMPOABLKCHHE Ha
20 yaca. ENHMHHALMOHHUAT 10J1y)KHBOT Ha METOMNPOJION BBH3AH3a Ha cpeaHo 3,5 vaca (
~MeTabomuasM u enuMHHUpaHe*), Crea NPUIOKEHHE BEAHEXK JHEBHO AOCTUrHATaTa
[UIa3MEHA KOHLUECHTPALMs Ha METOMPOJI0) € NPHOIUZUTENIHO ABA [TETH MO-BUCOKA OT
[UIA3MEHO HURO.,

MeTabonu3bM M IIMMUHHPAHE
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Meronposion ce Metabonuanpa NocpeACTBOM OKCHAHPaHe B YepHHs apo6. TpHUTe U3BECTHM
MeTabo/THTA He MOKAa3BaT KIMHHYHO 3HAYUM Gi10KHpail GeTa-pelielTOpHTe eheKT.

Meronponon ce MeTabonM3npa rinasHo, HO He HIKITIOUHTEIHO, TOCPEACTBOM YEPHOAPOOHHS EH3UM
uuroxpom CYP2D6. Ilopagu nonumopdmsma Ha rena CYP2D6 ChIlECTBYRAT MeXIYHHAUBUAYATHH
Pa3/MKH B CTeNCHTa Ha MeTabonusMa ¢ 6asHH MeTabonusatopu (MpuOIH3uTenHo 7-8%), KOHTO
MOKa3BaT MO-BUCOKH MJIa3MEeHH KOHUEHTPALIHK 1 10-0aBHO eTUMHHHPaHE OTKONKOTO GBp3UTE
Metabonusaropu. [Ipu oTaenHuTe nauueHTH o6aue mnasmMeHuTe KOHUEHTPALMU ca CTaOWIHM U
BEIMNPOUIBOAHMH,

[Toeue ot 95% ot eqHa nepopanua Ao3a ce ekckpeTHpar ¢ ypunata. [pubausutento 5% ot go3ara, B
OTAeNHH cnydan 1o 30%, ce exckpeTHpar HenpoMereHH, [I1a3MEHHAT €THMHHALMOHREH MOTY)KUBOT
Ha MEeTOIPOON Bb3IU3A CPelHO Ha 3,5 yaca (quanaszoH: 1-9 yaca). O0mHaT knupeHhe € 1 I/min.

DapMakOKHHETHKATA Ha METOMPOJION MPH NMALMEHTH B CTApYECKa BB3PACT HE Ce pa3iiHyaBa
3HAYHTENHO OT Ta3H NPH NO-MNaaKl NauHeHTH. CUCTEMHAaTa HATHYHOCT M eMUMHUHHPAHETO HA
METOMPOJTON €& HOPMATHU NPH NALUEHTH ¢ HBE0petHa HeROCTaTHYHOCT. ENMMHHMpaHETO Ha
MeTa0oMHTHTe 00aYe € mo-6asHo. [1pH MalMeHTH che ckopocT Ha rioMepynHa duntpauus (GFR) non
5 ml/min ce nabmonaasa 3HaUHMO KyMy/nHpaHe Ha MetaGonuthre. ToBa o6aue He BOAM A0 MOBHLIEH
etieKT Ha OToKMpaHe Ha GeTa-penenTopyuTe OT METOIPOJION.

pu nauMeHTH ¢ YepHoApoOHa HUPO3a GHOHATHYHOCTTA HA METOMPOSION MOJXKE /12 CE YBETHYH, a
OOIMAT KITUPBHC MOJKE Ja CE MOHMKH. YBETMYECHHETO Ha OHOHATHYHOCTTA 00aye ce cMATa 34
KIMMHHYHO 3HAYHMO CaMO TIPH NALIMEHTH C TEXKKO YBPSXKIaHE Ha YePHOAPOOHAaTA YHKUMS WK
MOpTOKaBalcH UIBHT. [Ipu MmaHenTH ¢ MOPTOKAaBaJIeH LILHT OOIHUAT KIMPBHC BB3/IM3a HA
npubmuzkTendo 0,3 /'min u croiinocTire Ha AUC ca npuGIM3HTENHO WECT MbTH MO-BUCOKYU
OTKOJIKOTO 1IPH 34PABH JIMLA.

[lenuaTpHyHa nOMyJaLms

DapMakOKHHETHUHHAT NPOGUIT Ha METOTIPONION MPH NEAHATPHUHH XHNCPTCH3UBHH MALMCHTH Ha
BE3pAcT OT 6-17 ronuxu e noaobeH Ha hapMaKkOKUHETHKATA NpH B3PACTHH, OTIHCaHa TI0-rope.
OueBUAHUAT NepopaieH KIMpbHC Ha MeTorponon (CL/F) ce yBenn4asa JIMHEHHO € TEJIECHOTO TETIO.

5.3 IIpeakMHHHYHH NAHHH 32 Ge30MACHOCT

HexnuHuuHuTe NaHHA HEe NOKa3BaT 0CO0EH PHCK 3a Xopa Ha 6a3aTa HA KOHBEHLIMOHATHUTE
(apMakoJIOrHYHH NPOYYBAHHA 32 GE30MACHOCT, TOKCHYHOCT [IPH MHOTOKPATHO MpPHIAraHe,
FCHOTOKCHYHOCT HITH KapiuHoreHeH norennuan. [lono6uo Ha npyru B-6nokepu MeTonponon
MPHYHHABA TOKCHYHOCT Ha MalKaTa (HAMalleH NIPHeM Ha XpaHa M TIOHHKEHO TETECHO TErNO) H
eMbpuoHATHA/PpeTanHa TOKCHYHOCT (MOBHIIEHA YECTOTA Ha PE3OPOLHH, OHHKEHO TENIO NpH
pa>KiaHe Ha MAJIKUTe, 3a0aBeHO QHIHYECKO PA3BHTUE) MPH BUCOKH JO3H, HO HE € TEPATOTEHEH.

6. ®APMANEBTAYHU TAHHU

6.1 ChnHChK HA NOMOUHHTE BelllecTBA

Covpyesuna na mabiemxama

3axapo3a

Llapepuuno HHLIECTE

Makporoin 6000

[TonuakpunatHa aucnepcus 30%

Tank

[losumon K

MukpokpHcTaliHa Leynosa

Maruesues creapat (Ph. Eur.)
Konougen canuimes JuokcH, 6e3soneH
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Obsusxa na mabremxama
Xunpomesosa
Tank

Makporon 6000

Twuranos auokcua (E171)
6.2 HecbBMecTHMOCTH
Henpunoxumo.

6.3 Cpok Ha roguoct

3 roJIUHHM.

bytunka ot nonueruneH ¢ Bucoka nastHocT (HDPE): [la ce usnon3sa B paMKHTe Ha 6 Meceua cien
OTBapsSHETO.

6.4 CneunanHHu yc/I0OBHS HA ChbXpaHeHHe
Jla He ce cvxpansBa Hazn 25°C.

6.5 Bwnau cbabpkanue HA OMAKOBKATA
Aﬂymunuufanymuunen OsmcTep
23,75 mg /47,5 mg /95 mg

Onaxkosku ¢ 10 x1, 14 x1, 20 x1, 28 x1, 30 x1, 50 x1, 60 x1, 90 x1, 98 x1 u 100 x1 Tabnerku ¢
yﬂ'bnﬂ{eﬂoocsoﬁomaaaue

Kaneﬂnapnu-onalcoskn ¢ 14 x1, 28 x1 1 98 x1 TabneTku ¢ yabkeHo 0ocBOGOK1aBaHe.

Bytunku or HDPE ¢ Kanaqkunasmrr ot nosmnponusiex (PP)
23,75 mg /47,5 mg /95 mg /190 mg
Onakosku ¢ 30, 60, 100, 250 u 1 500 TabneTk ¢ YABJDKEHO 0CBOOOK1aBaHe.

He BCHUYKHM BHIOBE ONMaKOBKH Morart aa Obaar MyCHaTH B npoaaxoa.

6.6 CrneunanHu NpeANasHH MePKH NPH H3XBLPJAAHE H padoTa
Hsama cneuunanHu u3MckBaHus.

Heusnosi3BaHUAT JieKapcTBEeH NPOAYKT HIIH OTIIAAbYHHTE MATEPHAH OT HETO TPAOBA 1 Ce M3XBBPIIAT
B ChOTBETCTBHE C MECTHHTE H3UCKBAHMA.

7. INPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA
STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel,
['epmanus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA
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MeTpatmm 23,75 mg - Per. Ne: 20160257
MeTtpauum 47,5 mg - Per. Ne: 20160258
Metpauym 95 mg - Per. Ne: 20160259
Metpamm 190 mg - Per. Ne: 20160260

9. JIATA HA TbPBO PA3PEINIABAHE/MIOHOBSIBAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

Harta Ha mbpro paspewrasane: 09.08.2016

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2017
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