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iip s o VE e :
Meronponon Ctaga 50 mg TabneTkn f 8 ﬂbm i
Metoprolol STADA 50 mg tablets g s B, R A AN

Mertonponon Crapa 100 mg Tabnerkn
Metoprolol STADA 100 mg tablets

Mertonposon Ctana 200 perapn 200 mg tabnerkn ¢ yIp/pDkeHO 0CBOOOXKAABAHE
Metoprolol STADA 200 retard 200 mg prolonged release tablets

2. KAYECTBEH 1 KOJIMYECTBEH CHCTAB

Meronpoaon Craga 50 mg raG/aeTku

Bceaka tabnetka cpamspxka 50 mg Meronpononos Taprapat (metoprolol tartarate).

[IoMOIIHK BEBIECTBA C U3BECTHO ACHCTBHE: TAKTO3d MOHOXHAPAT U HATPHA.

Beaka tabnetka Metonponon Crana 50 mg tabnerku cbhabpka 214,75 mg naxkroza.

Bcesxa tabnerka Meronponon Crana 50 mg TabneTky cbAabpika N0-MaJIKo OT 2 mg HaTpuii Ha
TabneTKa.

Metonpogoa Craaa 100 mg rabnerxn

Bcesaxa Tabnerka ceaepxka 100 mg metonpononos Taprapat (metoprolol tartarate).

[loMolLHH BeulecTBA C H3BECTHO AEHCTBHE: JIAKTO3a MOHOXHAPAT K HATPHIA.

Beska Tabnerka Metonponon Craga 100 mg tabnetkn chabpxka 107,375 mg nakrosa.

Besika Tabnetka Meronponon Craga 100 mg Tabnetku caAbpKa N0-MaJKo OT 2 mg HATPHI Ha
Tabnerka.

Meronpoa Ctana 200 Perapa 200 mg tabaeTkH ¢ yab/IkeHo 0cBoGoXKIABaNE

Bceska tabnerka ¢ ynwbkeno ocrodoxkaasate 200 mg Metonpononoe taprapar(metoprolol tartarate).
[loMOLIHH BelECTBa ¢ H3BECTHO ACHCTBHE: NAaKTO3a MOHOXHIpAT..

Besaka tabnerka Metonponon Crana 200 perapa 200 mg TabneTku ¢ yabKeHO OCBOOOMKIaBaHE
cpabpxka 66,00 mg nakro3a.

3a MBJIHHA CIIMCHK Ha MOMOILHHTE BELHEeCTRA BH)KTE To4uka 6.1.
3. JEKAPCTBEHA &OPMA
Tabnerka.

Meronponon Craga 50 mg Tabnerxu
bsna,kpbrna apoiiHOH3MbKHANA TabfleTKa ¢ AENUTENHA YepTa OT ABETE CTPaHH.
Tabnerxata Moxe Aa ce pasfens Ha 1Be PaBHH JO3H.

Metonponon Craga 100 mg TaGnerkn
bsna,kperia ApoHHOH3TbKHANA TabsIeTka C ABE AEMTHTETHH YEPTH Ha KPBCT OT JABETE CTPAHH.
Tabnerkara Moxe 71a ce pa3fens Ha YETUPH PABHH AO3H.

Metonpon Crana 200 Perapn 200 mg tabneTku ¢ yaABRIKEHO OCBOCOXAaBaAHE

bana,kpsrina ABOMHOW3MBKHANA TA0METKA ¢ ACIUTETHA yepTa OT ABETE CTPAHHU.
Tabnerkara Mmoxe aa ce paszens Ha ABE paBHHM 03H.

4. K/IHWHHWUYHH JAHHH




4.1 TepaneBTHYHH NOKA3AHASA

Metonponoa CTAJA 50 mg /-100 mg /- 200 perapn 200 mg
— ApTepHaiHa XMIEPTOHHS;
— Hcxemuyuna 6onect Ha ChpLIETO;
~ XHMNEepKHHETHYEH ChpAeYeH CHHAPOM ((PYHKIHOHAIHO CHPACYHO CMYILECHHE);
— TaxuapuTMuH;
— 3a npodHAIKTHKA Ha MHTPEHA;
— MHTEH3UBHO JIeUeHHEe HA MHOKAPACH HHDAPKT H NPoHIAKTHKA CJied MHOKapAEH HH(papKT.

MeTtonponon Crana 200 Perapa:
Jena ¥ IOHOIIHU HA BB3pACT 6-18 TOIMHK;
JledeHHe HA XHUMEPTOHHA

42 [lo3HpOBKA H HAYHH HA NPHJICKEHHE

Jlo3npoBKA
ITpu Bcekn cmy+ait no3ata Tpabea fa ce onpeaeia HHAHBUAYATHO, KATO C€ B3€Ma NMPEABH MO~
CIIELIHATHO TEPANIEBTHYHHA OTTOBOP. AKO HE € NPeANHCAaHO IpYTo, ¢e MpenopbYBaT CJICAHUTE
JO3HPOBKH:

ApTEepHAIHA XHICPTOHKRSA

Memonponon CTAIA 50 mg

Enna Tabnerka BEIHBXK WIH BA ITHTH AHEBHO WiH 1-2 TabneTku Beaunk nHeBHO (ekB. Ha 30-100 mg
METOTPOJIONIOB TapTapar).

Axo e HeoOX0IHMMO, MHEBHATA A03a MOXKE Ja Ob/ie yBelMUueHa Ha 2 TabJieTKH ABa ITbTH JHEBHO
(exsuBarieHTHO HA 200 mg METOMPONOJIOBR TapTapar).

Memonponoa CTAHA 100 mg

[MonoeuHa TablieTKa BEOHBK WIH ABa MbTHU AHEBHO WiH 1/2 - 1 TabneTkH BeNHBXK THEBHO (eKB. Ha 50-
100 mg MeTonpononop Taprapar). AKo € HeoOX0qHMO, THEBHATA [103a MoKe J1a Ob/ie yBenH4yeHa Ha |
TabNeTKa IBa MHTH AHEBHO {eKB. Ha 200 mg MeTONpPONONOB TAPTAPAT).

Memonponon CTAIA 200 pemapo 200 mg
1/2 TabneTKa ¢ YARDKEHO 0CBOOOKAABaHE BEAHBK JHEBHO (€kB. Ha 100 mg MeTONpoIONIOB TapTapar).

Hcxemu4uHa OoJ1eCT HA CHPIETO

Memonponon CTALA 50 mg

1 TabireTKa BeANEXK WIH XBA [TBETU AHEBHO UM 1-2 TabneTkH Benunxk aHeBHO (ekB. Ha 50-100 mg
METOMPOJIONOB TapTapar). AKo € HeoOXoUMO, THEBHATA 1032 MOXKeE Aa Obae yBelHyeHa Ha 2
TabeTKy ABa ITbTH AHEBHO (€KB. Ha 200 mg MeTONpONoaoB TapTapar).

Memonponon CTAHA 100 mg

[TonosuHa TabneTka BeAHEK HJIH ABa [TETH AHEBHO WIH 1/2-1 TabneTku BeAHbXK JHEBHO (eKB.Ha 50-
100 mg METONPONOJIOB TaApTapaT). AKO € HeoBX0AHMO, AHEBHATA 11032 MOKe Aa Obe yBenHyeHa Ha |
TabneTka ABa MBTH AHEBHO (ekB.Ha 200 mg MeTOonpoioAOR TAPTApAT).

Memonponon CTA/[A 200 pemapo 200 mg
1/2 TabneTKa ¢ YABDKEHO OCBODOKIaBaHe BeAHBK qHeBHO(ekB. Ha 100 mg meTornpononos___ ...

TaprTapar).

XHnepKAHETHYECH ChpAedeH CHRAPOM (T.HAp. HApYIlleHHE HA ChpAeYHATA JeH
Memonponon CTA/{A 50 mg



1 TaGnerxa BEIHEK HIH ABa TLTH JHEBHO HWIH 1-2 TabneTkn BeaHbxk AHEBHO (ekB. Ha 50-100 mg
METONPOJIONOB TAPTApaT). AKO e HeoGXoqHMO, AHEBHATA 1033 MOXKe Ja Obic yBeaHUeHa Ha 2
TabneTKH ABa ITETH JHEBHO (eKB. Ha 200 mg MeTOMpoNOIOB TapTapar) .

Memonponon CTAJA100 mg
1/2 Tabnerka BeJAHBK HJIM JBa MbTH NHeBHO wau 1/2 - 1 TabneTku BeanbxK AHERHO {ekB. Ha 50-100 mg

METONPOJIONOR TapTapar). Ako € HeoOX0JHMO, THEBHATA 1032 MOXeE Aa Ob/le yBenHycHa Ha |
tabneTka ABa MbTH AHEBHO (eKB. Ha 200 mg MeTOTIPOJIONOB TAPTAPAT).

Memonponor CTAA 200 pemapo 200 mg
1/2 Tabnerka ¢ yOABRDKEHO 0CBOOOKAaBaHe BeHbK JHeBHO (ekB. Ha 100 mg MeTOnpONoNAOB TapTapar).

TaxuapaTrmuan

Memonponon CTAHA 50 mg
2 TaGNeTKH BeAHBK WIH ABa ITHTH ZHEBHO (ekB. Ha 100-200 mg MeTonpo10J10B TapTapar).

Memonponon CTAIlA 100 mg
1 Tabnerka BeAHEXK WIH JBA ITHTH AHEBHO (ekB. Ha 100-200 mg MeTonpos10/10B TAPTApaT).

Memonponon CTAHA 200 pemapo 200 mg
1/2- 1 Tabnetrka ¢ yamDKeHO OcBOOOKAaBaHe BeAHBK AHEBHO (ekB. Ha 100-200 mg
METOIPOJIONIOB TapTapar).

HATeH3HBHEO RJIA NPOALDKATEIHO JeueHHe HA HAPAPKT EA MHOKADAA H NpeAnaA3IBaHe OT
NOBTOPEH HHPAPKT

Memonponoa CTAHA 50/-100 mg

Mertonponon Crafa ce H3MON3Ba MPH NALMEHTH, 32 KOHTO HE € TIPOTHBONOKA3aHO edYcHHe ¢ Hera
OnokepH.

a) HUHTEH3NBHO JIeUEeHHE

[1Ipx HHDapKT Ha MHOKApAA H JIUIICA HAa MPOTHBOIIOKA3AHHS JIEYEHHETO TPAOBA Na 3aMovHe BeaHara
clieA npueMaHe B OOJIHMLIATA ¢ HHTPABEHOZHO NIpHJIaraHe Ha MeToNpoon, [lpu nanueHT, KOUTO
noxecar Ao6pe oblaTa MHTPaBEHO3HA 1034, ce AaBa | Tabnetka Meronponon CTAJIA 50 mg unu
'arabnerka Metonponon CTAZIA 100 mg (exs. na 50 mg meronponaoaos Taprapar), 15 MuH. cnen
nocnenHara Hixekuus. [Ipes cneagaiuure 48 4aca ce naBa Ha BCeKH 6 yaca 1o 1 Tabnerka
Meronponon CTAIASO win 1/2 tabnerka Meronponon CTAJIA 100 (exs. Ha 50 mg MeETONMPOJIOSIOB
Taprapar). JlozupaseTo ¢ Ha 6-8 yacos unTeppa. Ilemu ce nocturate Ha 6eta bnokazsa. ObHyakHaTa
nuepHa fo3a ¢ 100-200 mg. [Ipx naineRTH, KOUTO NOHACAT NMO-MAJIKO OT 15 Mg OT HHTPABEHO3HHA
METOTPOJIOJT TapTaparT, epopaIHOTO ieueHHe TpadBa a 3an0YHe BHUMATEHO C €JTHOKPATHO IIPHIIa-
rave Ha 1/2 tabnerka Meronpoaon CTAJIA 50 (exB. Ha 25 mg METONPOJIONIOR TapTapar).

6) [lomaspxaima noza

Cnen ToBa nauueHTHTEe TPAOBA Ja MONydYaBaT NOATbpxalla ao3a ot 2 rabnerkn Meronposion CTAZLA
50 wnu 1 Tabnerka Metonponon CTAJIA 100 mg nBa neTH AHeBHO (€xB. Ha 200 mg MeTonponoIoB
Taprapar). B ciydaif, ye CEpASUHHMAT PHTHEM H/HIH KPBBHOTO HANATAHE CE MIOHMKAT TOJIKOBA, Y€ C€
HAJIOXKH TepaneBTHYHA HHTEPBEHLM MIH B CITyuaii HA APYTH YCIOXKHEHHS, TedeHreTo ¢ Metonponon
CTAJIA Tpa0Ba 1a cnpe He3abaBHO.

Bropa4na npodHIaKTEKA HA HROAPKT HA MEOKAPIA
Metonponon CTAJA 200 perapa 200 mg ce u3noii3Ba NpH NALHEHTH, 32 KOHTO He € NPOTHBOIIOKA-
3aHO NieuyeHHe ¢ Oeta Gnokepu. Crienl oBnazgBaHe Ha ocTpara ¢daza Ha HHPAPKTa HA MHO
nalHeHTHTE TpadBa Na noiyyasaT nmoaabpkauia 103a ot 1/2 -1 TabneTkn ¢ yIBIKEHO ¢
(ekB. Ha 100-200 mg MeTONPOJIONIOB TapTapaT) BEAHBX JHEBHO. /




B ciyqaii, ye ChpASYHHAAT PHTHM W/HITH KPBBHOTO HAJIATAHE CE MIOHWKAT TOJIKOBA, Y€ C€ HAJIOXKH
TepaneBTHYHA HHTEPBEHIIHA MW B CITy4ail HA IPYTH YCIOKHEHHs, nevenHero ¢ Metonponon CTAIA

200 perapn Tpabpa 1a cripe He3abaBHoO.

IlpodRIaKTHKA HA MAI'PDeHA
Meronponon CTAIA 50
IlBe TabneTku BenHbA WM [BA TETH AHEBHO ( ekB. 100-200 mg meTonpoiionoB TapTapar).

Memonpononr CTAIA 100 mg
1 Tabnerka BeAHBK HIH 1Ba ObTH AHEBHO (ekB. 100-200 mg MeTomponoeioB TapTapar).

Memonponon CTAHA 200 pemapo 200 mg
1/2-1 TabneTka ¢ YABDKEHO 0cBOOOKIABAHE BEAHEXK JHEBHO (exB. Ha 100-200 mg
METONPOJIONOB TApTApAaT).

Hena n oromH (camo 3a Meronpoaoa Craza 200 Perapn)

[IpenopbuMTEIHATA HAYAIHA 1034 IIPH NAIMEHTH C XMIIepTOHHA >6 ToauHy € 0,5 mg / kg BeAHBXK
JAHEBHO MeTonponon taprapat. Kpaiinara 1o3a 8 MuurpaM# TpaOBa na Obae Hali-0JIM3KOTO Ha
H3uMcneHara qo3a B mg / kg. [lpu nauueHTH, KOMTO He MPOABABAT KIWHHYEH oTrosop npu 0,5 mg /
kg, moszara Moxe ma 6bae yeenrdeHa 1o 1.0 mg/ kg, no ve noseue ot 50 mg. [Ipn naumeHTH, KOHTO HE
orroBapaT Ha 1.0 mg / kg, no3aTa MOXe Jla ce YBeIMYH JO MAKCHMAJIHA AHEBHA f03a oT 2.0 mg / kg.
Hoszu naa 200 mg BeAHBK AHEBHO HE Ca MIPOYYBAaHH MPH AELia Y IOHOLIH.

EdukacHocTTa H 6e30macHocTra Ha ynoTpeda npu Aelia < 6 roJIHHH He ¢a MpOoy4YBaHH. 3aTOBa,
METONPOJION TAPTAPAT HE ¢ NMPENOPBLYBA NPH TAa3M BB3PACTOBA Ipyna

IMawyienT © YepHOAPOOHO YBpEAKAAHE
ITpu mamMeHTH ¢ TEXKO YBpeKAaHe Ha vyepHoApoOHaTa QyHKIHA, eTUMHHAPAHETO HA METONIPOJION €
NOHIKEHO U TOBA MOXKE /14 HAJIOJKM MOHHKABAHE Ha /103aTa.

HaunH HA DpWIOXKEHHE

KoHBeHIMOHanHUTE TabneTku ¥ TabNeTKMTE ¢ YABDKEHO OCBOOOKaaBaHe TPAOBa 1a ce MpHEMarT LIETH
C A0CTaTh4YHO KOJIHYECTBO TEYHOCTH ClIe]] XpaHeHe.

3a ecHO ¥ TouHO Ao3upaHe Tabierkure Meromponon CTAZA 50 mg/ -100 mg/ - 200 perapa 200
mg ca JOCTHIIHK B €1Ha HoBa TabneTHa dopma (STADA Vario-Tab technology). TabneTkure Morar
Ja ce pa3Ae/IAT ype3 pasyynBaHeTO UM HAMOJIOBHHA ¢ PhLE NOAOOHO Ha APYTHTE TaONEeTKH, HIIH Ypes
MOCTABIHETO HM BHPXY TBBp/a PaBHA MOBBPXHOCT C ACJIMTENHATA YepTa HArope H HaTHCKAHE ¢

nanena oTrope, MPpH KoeTo Tab/ieTKaTa 1ie ce pa3aesy Ha ape paeHu yactH (Meronponon CTAHA 50
mg/ Metonponon CTAJTA 200 perapa 200 mg) wnu Ha 4 pasan yacta (Meronponon CTAHA 100

mg).

AKO He e IpeNHCcaHo ApYyro, efHoKpaTHaTa 103a Ha Meronponon CTAJIA tpabea na ce mpuema
CYTPHH, a ABYKPaTHHTE - CYTPUH H BeUep.

ITpoAB/IKHTEIHOCT HA TEPANHATA

Hsama orpaHiueHU 33 MPOTBIKHTEIHOCTTA Ha JICYEHHE.
Axo neuernero ¢ Meronponon CTAZIA tpabea na 6bae npekbCHATO HITM CNIPSHO Cliel
NMPOABJDKHTENHA ynioTpeda, ToBa TPAORA Jia C€ H3BBPIIH MOCTENEeHHO 3a 2-3 JHM, 3a11I0T
NpeXkLCBaHe MOKe A2 NoBene A0 000CTpAHE Ha MOMIeKaoTo 3adongaBaHe- ,,pedaynn”

4.3 IlporABONOKA3AHHS



— CBPBXYYBCTBUTEIHOCT KbM METOMPOJIONIOB TapTapaT WiH JpYrH OeTa-0JI0KepH WK KBM HAKOE
OT TIOMOIINHUTE BEleCTBa, H30POeHK B ToUKa 6.1;

— TEXXKa Chp/ACYHA HEAOCTATHYHOCT;

— IIOK;

— [I m I1I cTenen AV 0u10K;

— CMHIpPOM Ha OONHHA CHHYCOB BB3€J;

— cHHoaTtpHaeH 0ok (SA - 6710K);

— GpagukapaHa (ChpaeueH puTeM noa S0 yaapa B MMHYTA NpeiH 3an0ouBaHe Ha Tepanus-Ta)

— XMITOTEH3HA (CHCTONMYHO KPBBHO HAJMTAHE TIO-HUCKO OT 90 MM KHMBa4eH CTHIO);

— auMaosa,

~ OpOHX00GCTPYKTHBHH 3a60/ABaHUA (Hanp. GpOHXHANIHA acTMAa); XpPOHHYHA 0OCTPYKTHBHA
oenoapobua Gonecr;

— HanpeaHana GopMa Ha CMYIIEHHA B Nepu(epHaTa apTepHaiHa IUPKYJIalH;

— eanoBpeMenno neuenne ¢ MAO-unxubutopu (¢ uskmoyenrne Ha MAO-B uHxubuTopH);

— TTpUNOKEHHE HA METUKAMEHTH ¢ OTPHLIATENEH KAPAHOHHOTPONEH eeKT- KATIIHEBH aH-
TArOHMCTH OT BEPANIaMKJIOB KITH JMIITHA3EMOB THII, AHTHAPHTMHUYHH CPEACTBA (KaTo
Ju3onupamMu, nponageHoH) ca NPOTHBONOKA3aHH NpH NALHEHTH, JIEKyBaHH ¢ Metomponon
CTAJIA (ocBeH NpH YCJIOBHS Ha CNELMAIHO HalbMOOeHHE).

4.4 Cpoennaannm npelynpexacHAs H NpeANa3HH MEPKH IPH ynorpeba
H3ucKBa ce crenMaieH MeOMIIHHCKH HaI30p Npu ynoTpebara Ha TOBA JIEKaApPCTBO MPH
- MaUMEHTH ¢ ITEPBa cTelleH AV-0110kK;
- nuabeTHIH ¢ MOAYEPTaHA HECTAOMTHOCT Ha KOHLIEHTPALMKTE Ha TIIFOK03a B KPbBTA,
-~ MAUHEHTH, [TOAJI0KEHH Ha CTpOra AHETa 3a AWK NEPUOAH OT BPEME H TAKHEA, [T0JI0XKCHM HA
TEKKH QHIMYECKH HATOBAPBAHUS (TIOPAIH PUCK OT TEXKH XHIIOTTTHKEMHYHH KPH3H);
- [alMeHTH ¢ peoxpomMouToMa (MeTonponon npu Te3u Ciay4an MOXe J1a ¢€ H3MoJI3Ba CaMo
cJie[ NpeABapUTENIHO JieueHHe ¢ anda- OokepH);
- HALMEHTH ¢ YBpeleHa GyHKIHA Ha YEpHHA Opob - enuMuHApaHeTo Ha MeTonponon
¢ 3a0aBeHO H no3aTa TpAOBa Ja ce HamanH (BrokTe To9Ka 4.2 J[o3upoBKa);
I[ipH nauMeHTH ¢ HacIEACTBEHA 0OpeMeHeHOCT 3a ncoprasnc Oera-bnokepuTe TpabBa Aa ce
ynioTpeOsBaT CaMo Clie[ BHHMATEIHA MPELICHKa Ha OYaKBaHaTa 110413a CIpAMO NOTEHLIHAIHUTE
pPHCKOBE T.K OeTa GIOKEPHTE MOKE [1a IIPOBOKHPAT H3ABA HA TICOPHAZHC NMOAOOHH KOXKHH JI€3HH, KAKTO
M Jia ro o0oCTpAT.

Bera-GnokepyTe MOTAaT /1a 3aCHIAT MOJATIIHBOCTTA KbM ANIEPTEHH M TEXKECTTA Ha aHA-QHIaKTHIHHTE
peakunu. I[lopagy ToBa Te Tpg26Ba 1a c€ H3MOI3BAT CAMO aKO ca KpalHO HEOOXOMHMM NPH NaUMEeHTH ¢
NpeapasnoJIOKeHHE KbM TEXKKH PEaKIIHH Ha CBPBXYYBCTBHTEIHOCT H TAKHMBEA, NPHEMALIH
cnenHpUIHA aHTHATIEPIMYHH JIEKapcTRa (TIopagy prcK OT 3aCHJIBaHE Ha aHA(HIIAKTHYHHTE PEAKLIMH).

[IpuemMsT Ha MeTonponon Ctana MOXKE Ja MPEAU3BUKA PamnHBO MTOJOKHTENCH PE3YNTAT NPH
u3cieaBane 3a gonmuHr.He e ycraHoBeH puCK 3a 3apaseto 1ipy npreM Ha Metonponosn Crana kaTo
JOMUHT, HO CHLUO TAKA HE MOMKE U JIa ¢€ H3KMIOUH.

IToMomHAH BelecTBA

Meronposon Craga ¢sabpXka JlakTo3a.

[lanneHTH C peaxy HacneACTBCHH NPOOIEMH HA HENOHOCHMOCT KbM rajlakTo3a, TbJICH JIaKTa3eH
AeHUMT WK ITI0K030-raakTo3Ha Matabcopbuma He TpaOBa qa mpHeMaT TOBA JIEKapCTBO.

MeTtonpoaon Craga 50 mg rabaerxda 1 Meronpoaon Craga 100 mg TabaeTkn
CeaAbpika HATPHH.

ToBa nexapeTso cuAbPIKa no-Manko oT | mmol HaTpuit (23 mg) Ha TabneTka, T.€. MOX
Y€ NPaKTHYECKH He CHIbPIKA HATPHil. 7
He chllecTBYBAT MOAXOAAINM NMoka3aHuA 3a npuiomkenie Ha Meronponon CTAJZIA :
pH AcLa. L




4.5 BzanMoaeilicTBHE ¢ JPYIrH JIEKAPCTBEHH NPOAYKTH H APYrH GopMH HA B32aAMOJelcTBHE

Tpafna qa ce aMaT NpeaBH CleAnnTe B3auModeiicTeaa Mexkny Metonposoa CTAJIA u apyra
JeKapeTBA:

Koraro ca npueMar egaoespeMerso Metonponon CTAJIA 4 MHCY/IMH HIH NIEpOpaiHK aH-THAKA0EeTHU
CPeACTRA, SPEKTHT Ha NOCACAHMTE MOKE Jia CC 3aCHIM WM YIBIDKH, KATO CHMITTOMUTE Ha
HAMA/IEHATA KOHLICHTPAL[HA Ha KPBBHATA 3aXap (XMITOrTTHKEMHATA) M M0- CIICHHAITHO YCKOPEH MYJIC
(TaxMKapAMA) U TPEMOP C€ MacKUApaT WiH oTcinadaT. 3aToBa C€ U3MCKBA PEAOBHO ClleieHe Ha
KpPBBHATA 3axap.

EnnoBpemennara ynorpeta Ha Metonponon CTAJIA ¥ TPUUHKIMYHH AHTHACTIPECAHTH,
bapbutypaty, peHOTHAZHHH, NIMLEPUTTPHHUTPAT, JHYPETHIH, BA30OJHIIATATOPH WIH APYTH
AHTHAETPECAHTH MOXKE J1a IOBeAE N0 CHIIHO CIIAaHe Ha KPBBHOTO HAIATAHE.

EnxospemenHo npuemane Ha Metonponon CTAJIA ¢ KaJlHEBH AHTATOHHCTH OT HHQEAMITH-HOB THI
MOKE JIa Mpeau3BHKa O30 cnafane Ha KPhBHOTO HAIATaHE H B H30JUPAHH CIydaH - pa3BUTHC Ha
ChpACYHA HEAOCTATHYHOCT.

KapauonenpecusHoTo aetictBue Ha Metonponon CTA{Au TOBa Ha aHTHAPUTMHYHHTE JIEKapCcTBa
MOTAT J1a C€ HACJI0XKAaT.

[NaumenT, npueMaiu egaoppeMesHo Metonposion CTAJJA ¥ KaJllHeBH AHTATOHHCTH OT THIA HA
BepanmaMuIa WiIH JHWITHA3eMa WIH APYTd aHTHAPUTMHYHH CpEeACTBA (KATO AHW30IMHpaMM,
nponadeHoH) TpAOGBA na 6pIaT BHUMaTETHO HAOIOAABAHHM, 3aLI0TO CHINECTBYBA PHCK OT XHMOTEH3HA,
Opanukapausa WM APYTH CEPACYHH APHTMHH.

Metonponon e cybcrpar Ha uuToxpom P450 u3oensum CYP2D6. EaHospemeHHaTa ynoTpebda Ha
CYP2D6 nuxubupaim cybeTpaTd MoraT Aa NOBUINAT HHBOTO HA I1a3MaTa Ha METONPOJION;
IJ1a3MEeHUTE HUBa MoraT aa 6baaT HamaneHH 4pes npuioxkense Ha CYP26D nHayMpalnM BelmecTsa.
BemecTpara, KOUTO BOAAT A0 YBEJIHUYABaHE HA HUBOTO HA METOIPOJION B TUIA3MaTAa Ca,
AHTHAPUTMHYHH JICKAPCTBA, AHTHXHUCTAMUHH, H2-perienrTopHH aHTATOHUMCTH, aHTHICTIPECAHTH,
AHTHIICHXOTHYHU cpeactBa U COX2 uHXHOUTOPH.

3abenexka;

HHTpaBeHO3HOTO JIeUE€HHE C KATLHEBH aHTArOHHCTH OT THMA Ha BepalaMuia HiIH JWITHa3eMa | pyra
WHTPAaBE€HO3HH aHTHAPHTMHYHHA CPE/CTBaA (KaTO AH30IMMPaMH) € POTHBOMOKA3aHO [IPH NAlHEHTH,
nexysadu ¢ Metornponon CTAJIA (ocBeH TpU peluM HA HHTSH3IUBHA I'PHIKA).

EnxospeMenHOTO mpmioxenre Ha Metonponon CTAJIA 4 cbplaeydHH IITHKO3MIH, pe3epinuH, andga-
METHJIAONA, KIIOHH/HH, I'YaH(palui WiIH KJIOHWIHH MOXE Ja NMPEeIU3BUKa CHJIHO HAMA/IABAHE Ha
CBPACYHHUA PHTBM WIH 10 3a0aBAHE Ha TPOBEXKAAHETO HA ChPACYHHTE HMITYJICH.

BHe3zanHOTO mpexkbecBaHe Ha ynoTpedaTa Ha KIOHHAWHA NPU €ITHOBPEMEHHO JigdeHHe ¢ MeTonposion
CTAJTA moxe fa aoBeAe A0 NPEKOMEPHO NIOBHAINABAHE HAa KPHBHOTO HanArane. 1lopanu Toea, koraro
KJIOHHAUHDBT ¢ Oun npuemad eqHoBpeMenno ¢ Metonponon CTAMIA, He Tpsa0Ba Aa ce NpeKbCBa
MPHEMET MY, JOKATO MPHEMBT HA METOIIPOJION HE € 01T MpeyCTAHOBEH HAKOJIKO AHH NPEeaH TOBA.
Enpa cnen ToBa KIOHMAMHET MOKe Aa Ob/ie NOCTENIEHHO HAMAJIABAH 10 CIHPAHETO MY (BXK.
undopmanuara B KXIT va K10HHIHH).

Monoamunookcuaasaute HHxUOHTOpH (MAQ) He TpabBa 1a ce W3NOA3BAT € IHOBPEMEHHO C
METONPOIIOAN.

EanoepemenHara ynotpe6a Ha Metonponon CTAJIAc HopanpeHanHH, apeHaIUH
CHMIIATOMHMETHLUH (HAIp.BJIA3AIIH B CHCTABA HA JICKAPCTBEHHM MPOAYKTH [IPOTHB KA
HOC HJIH 32 OYH), MOXE Ja NPEOH3BHKA 3HAYHTEHO YBEIMMABAHE HA KPBBHOTO Ha/A



nexyBaHH ¢ Meronponon CTAJIAMorar aa pearupat no-cinado Ha qo3ara Ha AApeHAIHH, H3T10/13BaHa
OOHKHOREHO 33 JICUCHHE HA ANCPrUyHM peakiium.

MAOQO-uaxubutopu He TpAOBa 1a ¢ce u3mon3Bar eaHorpemenHo ¢ Metonponon CTAJIAnopanu pucK
OT NPEKOMEPHO YBEJIMUEHHE HA KPHBHOTO HAIATaHE.

HugomeTauMHET B pHOaAMIMUHHBLT MOTAT /1a HAMAJIAT AHTHXMANIEPTeH3HBHUA e(eKT Ha MeTtorponon
Crana.

[luMeTnAMHBT MOXKe 2 MOBHUIIH [UTa3MeHaTa KOHUEHTpaLusa Ha Metonponon Crana.
MeTonpononsT MOXKe 1a HAMAIH €KCKPELHATA Ha IpYTrd MEAHKAMEHTH (Harp. JIHIOKAHH).
EnnoBpeMeHHara ynorpeta Ha Meronponon CTA/IA 1 onmronaW/aHanreTHLIM MOXKE Ja Npeanu3BUKa
CWIHO MOHIKABAHE HA KPBBHOTO HansraHe. OTPHLATENHHTE HHOTPO-

IHH e(EKTH Ha Te3H JIEKapCTBA MOTAT 4a CE€ HAC/I0XKaT.

HeperoMyckynHarta 610kaza ¢ nepuepHH MYCKYJIHH peJIakCaHTH (HaIlp. CYKIMHMIXO-
JUH Xanuj, TyOokypapuH) Moxe Ja Obae 3acHieHa OT INOTHCKaHeTO Ha Oera-
peuenropure oT Metonponon Craga.

Ako Meronponon CTAJIA He Moxe 1a Oble CTIPAH Npeand NPoLCIYPH, H3HCKBaLy obma
aHecTe3nud WIM npeau ynorpedara Ha nepudepHH MyCKYTHH PENAKCAHTH, aHSCTE3HOJIO-
rbT TpAOBA Na 6bae uHpopMHpaH 3a ynorpedara my.

4.6 DepTHAHTET, (pEeMEHBOCT H KbpMeHe

bpeMeHHOCT

MeTronpononsT MOKe [1a ¢€ U3II0JI3Ba 10 BpeMe Ha OpeMeHHOCT caMo Cliei BHHMATETHA MpelieHKa Ha
OYaKBaHATA 10133 COPIMO NOTEHUHAIIHHTE PHCKOBE, ThH KaTO 10 MOMEHTA HAMA JOCTaThYHA
HHGOpMALHA 33 IPWIOKEHHETO MY NMPU OpeMeHHH >keHH. MeTOIpoIoN He MMOKa3Ba TepaTOreHeHHH
CBOHCTBA IIPH H3CIEBAHHA BBPXY KHUBOTHH (BX. T.5.3).

Meronpolnon npeMHHaBa 1pe3 TUIAlEHTAaTa U MOXKE J1a NpeA3BUKa Opaukapus, XUIIOTOHUA W
XHIIOTJIMKEMHSA Ha 3apoaAMUIa.

bera 6nokepHTe HaMangBat MuaLeHTapHaTa nepy3nsa, KOUTO MOXE Ja I0BeAe A0 HPeKACBPEMEHHO
pajkJaHe H BRTPEMATOYHA CMBbPT Ha ILUIOJA.

B cieaponoBus nepuoa pUCKBT OT ChpASYHH H 0€10ApOOHK YCI0KHEHHS HAPACTBA TIPH HOROPOICHH
H3JIOKEHH MMPEHATAIIHO HA METOTIPONIOI.

Jleyenunero ¢ MeTonposion TpAOBa Aa ce mpekpaTH 48-72 vaca npeau npeanoiaracMara aata Ha
paXXAaHe, aKO TOBA HE € BL3MOXKHO, HOBOpOoAeHOTO Oebe TpabBa na ce Habmogara BHUMATEIHO Mpe3
nepeute 48-72 gaca cnen paxgaHeTo 3a npu3HalM Ha Oera-010Kkana.

KbpMmene

MeTonposoNsT ce eKCKPeTUPa Ypes MaifuuHOTO MAKO. B MaituuHOTO MIIAKO HHBOTO Ha METONPONION
€ TPH ITBTH NMO-BHCOKO OT CEPYMHATA KOHLIEHTPALMA H3MepeHa NpU Maiikara. Kspmaverara Tpabpa aa
Obaar HabmonaBaHu 3a NpH3HAIM Ha OeTa-0/i0Kana, BBIIPEKH ,4€ CTPAaHUYHHA e(DEKTH He ca
HaOnioaBaHyu NPy Cria3BaHe HA TepaneBTHYHATA JO3IMPOBKa (M3KIIOYeHHe: OaBHH MeTaboNIN3aTOPH).

Honvanernue 3a Memonponon CTANIA 50 mg /~-100 mg
KonuiecTBOTO Ha METONPONIOL, MIOETO ¢ KbpMaTa MOke 1a Oble HaMaieHo 10 BB3MOKHO Hal-HECKA
HUBA, Ype3 BB3AbPrKaHe OT KEpMeHe 3-4 yaca ciel NpHeMaHe Ha TOBA JIEKApCTBO.




4.7 Ed¢exrn BbpXy cnocobnocTTa 3a modapane u padoTa ¢ MAIIHAH

[MaupenTH, YIIOTpeOABAIIH TOBA JIeKapcTBO TPAOBA Na 6BIAT MO NOCTOAHEH MEAHLIMHCKH KOHTPOI.
WupueuayaiHO pa3idyHH peaKIlHd MOraT Aa MPOMEHAT BHUMAHHETO A0 TaKaBa CTEIEH, Y€ Ja ce
HapyIIH CIocoOHOCTTa 33 aKTHBHO Y4aCTHE B IbTHHA TpadHK, 3a paboTa ¢ MalIdiHH WM 3a paboTa
BEpXY HecTaOUAHH mnowanaky. Tora BakH 0co0€HO 3a HAYAJIO0TO Ha JIEYEHUETO, NPY YBEIHYaBaHe Ha
103aTa WK pA3Ka NpOMAHA Ha JIeYeHHEeTO, KaKTO U NPH €IHOBPEMEeHHA ynoTpeda Ha alKoXoJL.

4.8 Hexenann JeKAPCTBEHH PeAKIHA

B 3aBUCHMOCT OT YeCTOTaTa Ha NOABATA UM HEXKEJIAHHTE JIEKAPCTBEHH PeaKkLidi Ca rpyIIHpaHH B pela
HAa HAMAJISBAHETO Ha CEPHO3HOCTTA MM,

B Ta3u pa3aen, 4ecToTa Ha HEXKEJIAHH JICKAPCTBEHH PeakiHH ca Ac(pHHUPaHH, KaKTO ciieaAsa: MHoro
yectd (>1/10); Yectu (>1/100 go <1/10); Heuectu (=1/1 000 no <1/100); Penxu (=1/10 000 no

<1/1 000); Muoro peaks (<1/10 000), C HeusBecTHa yecToTa (OT HATUYHUTES JaHHH HE MOXe Aa Obae
HaIrpaBeHa OLICHKa).

HicaensanuR

Peaxu: npexkoMEpHO NOHKABaHE HA KPLBHOTO HAJIArAHE.

MHOro peZIKH: yBeIH4aBaHE Ha TerJioTo, MOBHINIABAHE HA CEPYMHHTE TPaHCAMHHA3H
(GOT, GPT).

CoppAeuHH HApYUICHRSA

Peaku: Ilannurammn, GpaaMkapansa, CMYIIEHHAA B AaTPHOBEHTPHKYIAPHATA MTPOBOAUMOCT
wii 000CTpsHE HA CHPAEYHATA HENOCTATHYHOCT € NEpUdepHH OTOLW WHITH JACTHES
npu PHU3HYECKO YCHITHE.

MHoro peaku: RIomaraHe Ha AHMHHO3ZHWTE MPUCTHIM NPU NALUEHTH CTPaAaIm Ba3ocC-
MacTH4YHA AHFHHA, KOMTO HE MOraT aa OBA4T OBNaJCHH.

HapymeHnns na KppBTA B TEM(pHATA CHCTEMA
Mmuoro peaku: TpombouMToneHus WA JEBKOTICHHS.

HapymieHnd HA HEPBHATA CHCTEMA

Heuectn: OcobeHo np# 3aro4BaHe Ha JIEYCHHETO MOTaT Ja e NOABAT CMYLIEHHA B LICHTpaJIHATA
HEpBHA CUCTEMA KATO yMOpa, JACNpecHs, 3aMatHOCT, OOBPKaHOCT, Magobonue, H3NOTABaHE, HOLIHH
KOLIMAPH WJIM HEOOHYaiHO 3aCHJIEHA AKTMBHOCT HA ChbHYBAHE, CMYILEHHA B ChbHA HIIH XATIOUHHALIWH,
NapeCcTe3uH.

Penku: Cunxon,

Hapymennd Ha ogunte

Peaxu: KOHIOHKTHBHTH HIIM HaMajieHa cJIb3Ha CeKpelmi (/1a ¢e UMAa IpeaBU/ [IpH MaLHEHTH, HoCelIH
KOHTAKTHH JICUIH ).

Mmoro peaku: CMyLieHHS B 3pEHHETO .

HapymieHHsI HAa yX0TO H JaGHpHATA
MHOro peaku: YBpexxaaHe Ha CIyXa WIH THHHTYC.

PecnHpaTOpHA, rPHAHA H MEIHACTHHAJIHE HAPYIIECHHSA
MHoro peaku: AnepruyHd pUHHTH.

C Hen3BecTHa vectoTa: I[lopagu BepoATHO YBEJIHYABAHE HA Pe3HCTEHTHOCTTA Ha AHXATE/HHTE
NGTHINA, NALHEHTH ¢ OPOHXOOOCTPYKTHBHH CHCTOAHHA MOTaT Aa BIIOIIAT CHCTOSHUETO (0Co0eHo
naLueHTUTE ¢ 00cTpykTHBHA Oenoapobua Honect MOXe Ja MOYYBCTBAT 3a0yX). =

CroMallHO-MpeBHN HAPYIIEHHS

Heuect: Bp3MoskHa € 1osiBa Ha MPeXOJHH racTPO HHTECTHHAIIHA CHMITTOMH, BKJI. T
NMOBPBINAHE , KOPEMHA 00JIKa, KOHCTHIALINA ¥ JHAPHSA

Penxu: CyxoTa B ycTara.




Hapymenus na 6b0pennTe H NHKOYHATE ILTHIA |

Muoro peaxy: Thi KATO NALHEHTH C Texka OBOpeUHa HEIOCTATEUHOCT B OTACITHH CITyYaH NoJy4daBaT
BJIOIIaBaHe Ha ObOpedHaTa (PYHKUHA N0 BpeMe HA edeHre ¢ Oeta Ono kepH, JISUEHHETO ¢
METONPONoN TpAOBa Aa ce NPHAPYKARA ChC CHELMATHO HAOMOAEHHE Ha Ta3H QYHKIIMA.

Hapymennsg HA KOXKATA H MOAKOXKHATA THKAH

HeuecTH: AnleprudHH KOXHW PEaKUUH (epuTeMa, IPYPHTYC, €K3aHTEM, CBETJIOYYBCTBH-
TETHOCT).

MHoro peaku: berabnokepure MoraT B H30JHPAaHH CTy4daHd Ja MPOBOKHPAT HITH BJIOLUAT
NICOPHAINCA WIM A2 NPCANBUKAT NCOpHa3zonoa0dHK KOXKHKM 00pUBH, anonenms.

HapymeHHs Ha MYCKYJIHO-CKEI€THATA CHCTEMA H CheJHHHTEIHATA THKAH
Peaxn: MyckynHa cnaboct WM KpaMiiy.

MHoro peaxu: IlpogbskurenHara ynorpeba Ha METONPOsI0T € 6una
acOlMKpaHa ¢ apTponarTis (MOHO WM NIOJTHAPTPUTH).

Hapymenss HA ¢eHAOKPHHHEATA CHCTEMA
C HensBecTHa yectora: Meronponon CTAJIA HaMansBa cbpAevHATa YECTOTa U MOXKe J1a
»MACKHApa" CUMITTOMUTE Ha XHIIEPTHPOUIH3BM B ONPEAC/IeHH CHTYaLIUH.

Hapymenns BA MeTa001H3Ma H XPAHEHETO

Penku: Bb3MOXHO € ,,0TIUIOUBAHE" HA JIATEHTEH AHAOET WM BAOMIABAHE Ha [POABEH TAKDB.
[TaunenTH, cna3BaliH CTPHKTHA JHETA AbJIBI IEPHOMA OT BPEME H Te3H, MOAI0KEHH HA FOIsMO
(PU3HYECKO HaMpEeXEHUe MOraT 1a MOJTy4aT XHIIOTJIHKeMHUS aKo yoTpebsaBaT B ChIOTO BpEME
mMeTonponodn [IpeaynpeaHTenHuTe CUMIITOMHA Ha XANIOTTIMKEMMSTA (MO-CIIELIMATTHO TaXUKAPAHs H
TPeMOp) Morar Ja ObJaT MacKHpaHH.

C HeH3BecTHa yectoTa: JleueHHeTO € METOMPONOA MOXe 1a Ob/le CBBP3aHO C HAPYHICHHUS Ha
JRIMHAHEA MeTabomu3bM. JlokaTo ofumaT Xosectepon OOMKHOBEHO € OWn Hopmaned, HDL-
XONECTEPONBT & OMNt HaMaeH U IIA3MEHUTE TPUTTIHLEPHUIM Ca OHIH [IOBHILIECHH.

CbI0BH HApYHIEeHHS

C Heu3BecTHa yecToTa: MMano € oTaenHu cxo0meHus 3a BIoliaBaHe Ha CHMITTOMMUTE
NP MALKMEHTH ¢ HapyIreHO nepudepHo KppBoOOpameHne (BKIIOYHTETHO NALHEHTH
CEC CUHApOM Ha Peiino).

O0mH napymeHnsi H edeKTH HA MECTOTO HA NPHJIOKEHHE
HevecTn: UyBCcTBO 32 H3CTHBAHE Ha KpalHHIUTE.

Hapymenns na aMyBHaTa CHCTEMA

C Heu3BecTHA yecToTa: bera OJIOKEpHTE MOrart a 3acH/AT MOAATIIMBOCTTA KbM ajlepreHH U
TEXECTTa Ha aHaQunakTHuyHuTe peakuuu. [lanuenTH ¢ JaHHM 3@ TEXKH  peakIiHH Ha
CBPBXYYBCTBHTE/THOCT H TaKMBa Ha CieliuHIHa HMYHOTe-panus/neceHcuOWTH3aIM MOraT aa
pa3BHAT W3pa3cHH aHa(QUIAKTHYHH PEAKLIMH.

Xenaro-OHNHAPHH HAPYIICHHS
MHoro peaku: Xenaruru.

Hapymenns Ha BE3NPOR3BOAHTEIHATA CHCTEMA H I'EPAATA
Muoro peaxi: CMyiiielns B JTHOHAOTO W HMNIOTEHTHOCT, HHAYpalMs HA nennca (bonec
[Teiiponw).

IIcHXHYHH HAPYWEHAN
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Muoro peakd: JINUHOCTHH IIPOMEHH (HAIIPHMEP €MOIMOHANHA JaOHITHOCT, KpaTKOTpakHa 3aryba Ha
MAMETTA).

CrofLIaBpaHe Ha NMOAO3HPAHH HEXENaHH PeaKLUu
Cro0IABAHETO HA MOAO3UPAHH HEXKENAHH PEAKIIHH Clle/] pajpelaBaHe 3a yoTpeda Ha JIEKApCTBEHHA

NPOOYKT € BaxkHo. ToBa Mo3BONABa Na NPOAb/LKH HAOMOAEHHETO Ha ChOTHOIIEHHETO M0J13a/PHCK 34
JeKapCTBEHHA TPOAYKT. OT MEIMIIMHCKHTE CIICLIMATUCTH Ce M3HCKBA Jla cho0uaBaT BCAKA
NOA03UPaHa HEXKEIaHA PeaKiLus Ypes:

H3nrenaMTENHa areHu A 110 JIeKapceTBaTa

ya. ,.Jdaman I'pyes” Ne8

1303 Codmsn

Ted.: +3592 8903417

yebcadiT: www.bda.bg

4.9 Ilpepozmpane

CumMnmomu Ha UHMOKCUKQYUSA

K/IMH#YHATA KapTHHA 3aBUCH OT CTEMEHTA HA HHTOKCHKALIWA W C€ XapaKTepH3Hpa FJIaBHO C
kapauopackynapau M IJHC-cumirromu. Tlpenozupanero Moxe Aa JOBEIE 10 TE€XKKA XHITOTCH3HA,
Opaaukapaus, AOCTHIAWIA IO CIMPAHE HA ChPLETO, CHPACYHA HEAOCTATRYHOCT H KAPAHOTCHEH LIOK.
JlpyTH MpoABH Ha NpeXOIMPAHETO MOTAT Ja BKIIIOYBAT 3aTPYAHEHHS B AHINAHETO, OPOHXOCHA3EM,
NMOBPBIAHE, 3aMBIIABAHE HA CH3HAHMETO H B PEIKH CITydaH reHepaJH3HpaHH NpHNagbLH.

Jlevenue na unmorcuxayuama
B ciy4yauTe Ha npego3upaHe HIH ONAaCHO MAAaHEe Ha Y€CTOTATa Ha MyJica H /MITH KPBBHOTO HAIIATaHE,
JICYEHHETO ¢ METONpOJIoJI TpAOBa na ce npexbeHe. Hapen ¢ ofumMTe MepkH, KOMTO C€ B3EMAT B
Ha4YaJI0TO 33 OTCTPaHIBAHE HA JICKAPCTBOTO, TPAORA C& CIeNAT XKHIHCHHTE MOKA3aTeTH H aKO €
HeoDX0AUMO, Jla & KOPUMIHpaT Ype3 HHTeH3UBHHU Ipuku. Morart 21a ce H3anoa3Bar CICAHHTE aHTHAOTH:
Atponuu: 0.5-2 mr nox ¢popMara Ha HHTpPaBEHO3¢H OoTyC,
['mokaron: [ITspeona4anHo 1-10 mg wHTpaBeHO3HO,clen ToBa 2-2,5 mg/uac
ype3 MpOABDKMTENHA HHDY3Hs.

—~ CHMIIATOMHMETHIIH B 3aBHCHMOCT OT TENECHOTO TEIVIO H JEHCTBHETO: JOMaMHH, 10-
OYTAMHH, HIOMPESHATUH, OPUANPEHANKMH WK afpeHATUH.
Henoernuseama ce OpaaHKapaHA H3HCKBA JeYeHUE C BpeMeHeH CHPACYEH NEHCMENKED.
ITIpu O6poHxocnaseM TpAOBRa Ja ce Ha3HayaT Oera-2 arOHMCTH HHXAJAUHWOHHO (WIH HHTPABEHO3HO
aKO aepO30NET € HeS(PEKTHBEH), HITH HHTPABEHO3HO aMHHODWIMH. 3a IeYeHHe HAa
reHepaaU3MpaHHTe MPHMAALLH CE NMpenopbiBa Ha3zHauyapaHe 6aBHO MHTPABEHO3HO Ha JHA3EMAM.

5. SAPMAKOJOIMUHM CBONCTBA

5.1 PapmMakoanHAMHYHH CBOHCTBA
dapmMaxoTepaneBTHYHa rpymna; Geta-anpeHepruyHy petientopHH aHTaroHMCTH ATC kon: CO7ABO

MeTtonpononst e cnab 6mokep Ha nunoduwiHuTe 6eTa-apeHePriyHH PELIENTTOPH ¢ OTHOCHUTETHA
CeNIEKTHBHOCT KbM Oera-1 peuentopure, TOKAIU3HpaH# [VIABHO B ChPACYHHA MYCKYJT
(xapmuocenekTHBHOCT). 1ol HAMA CBHINECTBEHA BHTPEIIHA CHMMATHKOMHMETHYHa aKTHBHOCT (ISA), a
caMo cnaba membpaso-ctabumzupaina akTHBHOCT. Kato GyHKILHMA HA CHMNATHKOBHA TOHYC,
METOIPONONsT 3a0aBd ChpASYHATA Y€CTOTa H HaMa/IABa ChpAcYHHA KOHTPAKTHIMTET, CKOPOCTTA HA

MIABHO MYCKYJIHHA TOHYC Ype3 HHxHOUpaHe Ha OeTta 2-penenTopure.

5.2 ®@apMaKoKknHCTHYHH CBOHCTBa
CrneJl nepopaiHo MpHeMaHe METONpoJoNsT ce abcopOupa MOUTH HAITRIHO (ITPHO]
CTOMAIIHO-YpeBHHA TPAKT. BB3 ocHOBa Ha moaqYepTaHus ,,.first-pass” MeTabonns
cUcTeMHa 6noranuyHocT € camo okono 50%. BpeMeTo 3a focTHraHe Ha MaKCHM
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KoHueHTpanws € 1,5-2 yaca. CTeneHTa Ha CBBP3BAHE C TJIA3MEHUTE NPOTEHHH € oKouo 12%, a
OTHOCHTCITHHAT 00eM Ha paznpeeneHse e 5.6 JI/KT.

MeTonposoasT ce MeTaGoMM3Upa IOYTH HANMBLJIHO B yephus Apod. J[Ba ot TpuTe Hal-BaXKHH
mMeTaboTATH nokaseat cnab Oeta-Onokupamy €pekT, HO Te HAMAT KIHHHYHO 3HaYeHHe. Thi KaTo
cTreneHTa Ha OMoTpaHcdopManms € HaMajlcHa NPH [HPO3a HA YEPHUA Apob, NPH TAKMBA NAllUEHTH
IU1a3MEHATE KOHLIEHTPALIHH HAa HEMPOMEHEHHS METOMPO-JION H3MMEXAaT 3aBuileHH. Oxono 95% ot
METOMPOJIOJIA H HETOBHTE MeTab0IUTH ca eTMMHHUpAT 4pe3 Os0penre u okono 10% ot Toa
KOJIIHYECTBO C€ OTKPHBAT B YPHHATA KaTO HEMPOMEHEHO NiekapcTro. BpeMero Ha nomyxueor € 3.3
yaca.

5.3 IlpenknHHHYHH JaHHH 32 6€300aCHOCT

[IpenxMaYHATE NaHHK 3a 6€30MaCHOCT He MOKA3BaT 0COOEHH PHCKOBe 3a XOpa Ha Oa3arTa Ha
KOHBEHIHOHATHHTE M3CI¢/BaHHA 3a MyTAreHHOCT M KapLMHOreHHocT. HacneaABaHuA npH 2
JKMBOTHHCKH BHAa (TUTHXOBE W 3ailiM) HE NaBaT AOKA3ATEIICTBA 38 HATHYME HA TEPATOIeHHH CBOHCTBA
Ha METOMNPOIOJ.

6. OAPMAIIEBTUYHH JAHHHA

6.1 CnHacbk Ha BOMONMIHHTE BEMECTBA

Metonponon CTAIA 50 mg /-100 mg

KpockapMenosa-HaTpuii, 1akro3a MOHOXHAPAT, NOBUAOH, MArHE3UEB CTeapaT,CHITHIIHCE
THOKCH]I, KOJIOHZIeH, Oe3BOACH TaJIK.

Metonponon CTAJZIA 200 perapa 200 mg

XHAPpOKCHIIPOITWIMETHIILIENY034, JJAKTO3a MOHOXMApaT, Makporon 4000, Mmaruesnes creapar,
LAPEBUHHO HHILECTE, MO [eTHIaKpHIAT-KO-METHIMETaKPHJIAT-KO
TpUMeTHIaMoHKeBeTHIMeTaKprIaTxiiopia) (1:2:0.1-tank (99.5:0.5), cunMumMeB MTHOKCHI, KONOHEH,
0e3BOREH TAJIK, THTAHOB JHOKCHII.

6.2 HechBMEeCTEMOCTH
HenpunoxuMo.

6.3 Cpok nHa roamoct
5 roausn,

6.4 Cuoensanun ycIoBHE HR CLXpanenne
JlexapcTBEHHSAT IPOAYKT HE H3UCKBA CICLUHAIIHH YCIIOBHA HA CHXPaHECHHE.

6.5 Bug ¥ chIBpxanMe HA ONAKOBKATA H CICNHAIHHE NPACIOCOOJIEHAS 3a YNIOTpeOa,
NpHJOkeHHE H/IH HMIJIARTHpaHE

Meronposnon CTAJA 50 mg /-100 mg
OpurunanHa onakoeka ot 20, 30, 50 u 100 Tabnetku.

Metonponon CTAIA 200 perapa 200 mg
OpurunanHa onakoska ot 20, 30, 50 u 100 Tabnerku ¢ yapmxeHo 0cBODOKAaBaHE

He BCHUKHM BHAOBE ONAaKOBKH Morat Aa OsaaT MyCHATH B npoaaxba. =

6.6 CpnennaJHE NpeANA3HA MEPKH NPH H3XBbpJaane u pabora
Heusnon3BaHUAT IeKapcTBEH MPOAYKT HJIKM OTNAABLYHHTE MaTepHalH OT Hero Tpad
B CBOTBETCTBHE C MECTHHTE U3UCKBAHMA.
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7. IIPHTEXKATEJ HA PASPENIEHHETO 3A YIIOTPEBA

STADA Arznemmittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmanus

Tem: +49 6101 603-0
(Pakc:+49 6101603-259

8. HOMEP(A) HA PAJPEHIEHUETO 3A YIIOTPEBA
Mertonponon Craaa 50 mg: 9600262

Meronponon Craga 100 mg: 9600263

Meronponon Craga perapn 200 200 mg: 9600264

9. JIATA HA ITBPBO PA3PEIIABAHE/MTIOJHOBSIBAHE HA PASPENIEHHETO 3A
YIIOTPEBA

Ilata Ha mepBO paspemasane: 01.11.1996
Hara na nocneano nmogrHossaeane: 10.10.2007 r.

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA
Anyapu 2020
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