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1. HME HA JEKAPCTBEHHSA IIPOXYKT y 06. 04, 201!

PananoHtie No i A
L PGOAREINE T

Honerut 250 mg Tabnerkn
Dopegyt 250 mg tablets

2. KAYECTBEH H KOJIMMECTBEH CBhCTAB
Beska Tabnetka chaspxa 250 mg Metungona (methyldopa).

3a MBAHMA CHIHCHK HA NOMOIIHUTE BELIECTBA, BHXKTE T. 6.1.

3. JEKAPCTBEHA ®OPMA

TaGnerka.,

Beny uiM cHBKaBO-66/TH, IMCKOBHIIHM, TUTOCKH Che 3a00/1eHH prOoBe H ¢ HAAMHC
“Dopegyt” oT enHaTa CTpaHa.

4. KINHWIHHA JAHHH

4.1 TepaneBTHYIHH NOKAIAHAA

ApTepHaHa XHICPTOHHA.

4.2 No3apoBxa H Ha‘llll.l HA OPHIOKEHAE

To3ata ce onpeaena Crope/ HHIHBHAYATHATA HY /14 Ha NalHEHTa.

Br3pactHH

TIpenopbyBaHATA HAYANHA 1032 HA METH/IIONA PH Bb3pacTHH € 250 mg 2-3 MBTH AHEBHO
3a MLpBUTE ABa OHH. Crie] TOBa Jo3aTa MoXe Aa 6b/le yBenyaBaHa Wid HAMAJIABAHA — B
3aBHCHMOCT OT CTETICHTA HA TOHIDKEHHE HA KPBBHOTO HaATaHe — ¢ 110 250 mg Ha BCeKH
IBa OHH. 3a Ja ce PEAYLIHpA CeAaTHBHHAT eeKT, KOHTO ¢e MpoABABa B HA4YaNOTO Ha
TieUeHHETO M TIPH YBEJIHYaBaHe Ha [03aTa, MperophyuBa ¢¢ MBPRO Jia Ce YBEnHuasa
BEYEpHATa N03a.

TlpenoprysanarTa noaaspxama Ao3a e 500-2000 mg, pasneneHa ua 2-4 npHema.
MaxkcumanHaTa aHeBHa 103a € 3000 mg. [IpH HEBB3MOMKHOCT 32 NOCTHTAHE HA ANEKBATCH
KOHTPOJ Ha KpBBHOTO Hayaraxe ¢ 2000 mg AHeBHa no3a METHIOMNA, C& MPeNoph1sa
KOMOHHHMPAHO JIeYeHHe ¢ APYTH AHTHXHIICPTCH3HBHH JICKAPCTEA.

Moske ja ce pa3BHe TonepaHc/HaMaJleHa TyBCTBHTETHOCT KBM JIEKAPCTBOTO CJICA 1BA HITH
TPH Mecena Tepanua. JJo6aBaHeTo Ha AWYPETHK HITH YBEIHYABAHETO HA JO38Ta Ha
MEeTWIONA BOAH A0 e(peKTHBHO KOHTPOJIHPAHE HA KPBBHOTO HAMATAHE.

CnieuHaHH Oy NALHH

Cmapuecka ev3pacm

Hauannara aoza Tpatea g 6oie BE3MOKHO HAl-HHCKATA, KATO He ITPEB
2 % 250 mg QHEBHO, Thif KATO CEAATHBHHAT eeKT ¢C MPOABABA I0-YECT
Ce YBETHYAaBa Ha ABA THH KO ¢ HeoOXoNUMO, 10 MaKCHMAIHA THEBHA I
KOATO He O1Ba Aa ce npeBHIlaBa.




Bwvopeuno yepescoane

Heo6xomuma e pefykuus Ha fosara. [IpH jieko yepexaaHe (ToMepyaHa dpurrpamad >50
ml/min) MexIyAI030BHAT METEpBaT TPAOBa ma 6BA¢ 8 Yaca, MPH CPeAHA CTETEH HA
yepexaase (I'® 10-50 ml/min) — naTepBan®T TPabBa Aa € 8-12 qaca, a MPH TeXKa
6n6peuna HepocTarbutocT (T® <10 m/min) — 12-24 vaca.

Teii kaTo XeMoqHANM3aTa OUHCTBA METHIIAOMNA, €AMH JONWIHHTENEH IPHEM Ha

250 mg Tpa6pa na 6bae HampaseH cnep Hed (B T. 4.4.).

IHecuampwuna nonynayus

IlpenoprupanaTa HaualTHa 1033 HA METH/IONA pH AeNa H loHomd ¢ 10 mg/kg renecHo
TErJIo, pasaenieHa Ha 2-4 npueMa. Ao ¢ HeoOXOOHMO, JHEBHATA 1032 MOXKE IOCTENEHHO Ja
65ae yBemuena ao 65 mg/kg TenecHo Terno. J{ueBHaTa A03a He TpaOBa Oa NpeBHINABA
3000 mg.

He ca mposexxnaHy KITHHHYHHE NPOYUBaHMA 3a ONMpeeidHe HA MHHHMAIHA Bh3pacTopa
TPaHHIIA, TIPH KOATO AKTMBHOTO RELECTBO METHNONA MOKE Jia ce IpHIara IpH Aena H
IOHOIIMH, BKMOYHTE/IHO 32 ONpe/ieiaHe Ha JO3HTe.

IIsT Ha BPEBEXIAHE
TabneTxH 3a nepopaiHa ynorpeba.

Ta0neTKHTe MOTAT A CE TIPHEMAT TP WITH CIIE] xpaneﬂe.
4.3 IlpormBonOKA3aHEE

- CBPBXTYBCTBHTE/IHOCT KbM JIEKAPCTBEHOTO BEIIECTBO HITH KBM HAKOE OT [TOMOLIHHTE
BeINecTBa, NOCOYEHH B T. 6.1,

- AXTHBHO YepHOAPOOHO 3a00N4Bane (Hamp. OCTHP XenmaTuT, 4epHOAPOOHA IUPO3a).

- [IpegusprKano OT METHAZONA YepHOAPoGHO 3abonsBaHe B MEHAIOTO.

- Jleuenne ¢ MAO-uHXHOHTOpH.

- Henpecus.

- DeoXpOMOLHTOM.

4.4 CnensanHEE DPeAYNpexIeHRs H NPEANAIHA MEPKH HPH ynorpeba

IIpes mupaure 6-10 ceAMMIM Ha JIeYeHHETO ¢ METHIONA €& NPENOPEIBa ONPEIEITHE HA
6pos Ha KPBBHHTE KIETKH H H3BBPIIBAHETO Ha AMpexTeH TecT Ha Coombs, a NO-HATATHK —
TE3H U3CNEABaHNA TPAOBA Jia ce paBaT Ha 6-12 Mecena. Ilpu 10-20% ot nexyBaHHTE C
Dopegyt naumeHTH JMpeKTHHAT TecT Ha Coombs ce NO3HTHBHPA, KATO NO-YECTO TORA CTaBa
TEpH JHeBHH ao3H Han 1000 mg 3a nepuon 6-12 mecena. [Tpu mo-manko ot 5% OT T€3H
MAIHEHTH MOKE /13 C¢ PasBHe XeMOJIMTHYHA aHeMHI. AKO TOBa CTaHe, JICICHHETO ¢
METHI0Na He3abaBHO TPaGBa Aa ce MpeycTaHOBH. XeMONHTHYHATA AaHEMHA PErPecHpa Chbe
CIIHpaHe Ha IEYCHHETO ¢ MeTHA/iona. Ako obade ToBa He cTaHe, HeOOXOIHMO € Aa ce
3aMOYHE JICYEHHE C KOPTHKOCTEPORIH, HO TPAORa CHIO Aa Ce B3eMaT OpeABH BE3MOXKHH
JpYri NPHYHHH 33 XEMOTHTHIHATA AHEMHA. AKO AHEMHATA € JICKAPCTBO-CBEP3aHa, Ha
nmanueHTa He TPAOBa Aa ¢ce HAZHavaRa METHIAONA 32 B Obaeie. ITo3UTHBHEAT TecT Ha
Coombs ce HeraTHBHpa B CIEABAIIATE KAKOIKO CEOMHLH HIHM MECeLH CIIeH
MPEKPATABAHETO HA NEUEHHETO C TOBA JICKAPCTERO.

Hanuunero Ha No3HTHEEH B MHHAJIOTO TecT Ha Coombs caM ro cebe cH He ce ABABa

ITPOTHBOIIOKA3AHHAE 34 JIUeHHe ¢ MeTwona. Ako TecTsT Ha Coombs ¢e NO3HTHEHpA IO
BpEME Ha JleueHneto ¢ Dopegyt, TpsaGra aa ce pasbepe namu ToBa ce ChHIIBLTCTBA OT
XEMOJIHTHYHA AHEMHA H J4JIH HO3UTHBHUSAT TECT NPEACTABAABA KIIHHWYCH
Hanpumep, ocBeH NO3HTHBHpaHE Ha OHpeKTHAA TecT Ha Coombs, no-paaxo
EHOBPEMCHHO ¢ HET'O M HHAMPEKTHUAT TecT HA Coombs, koeTo Bh3Tpens
€BEHTYAIHO KPBBONpenMBaHe. AKO NPH MAIHEHT, nipueMan Dopegyt, BE3HA
HeobxonuMocT oT xeMoTpaHChysHa, Tpabea aa 6baaT HANIPABEHH H ABATA




FO3HTHBEH € CaMo MPeKTHUAT TecT Ha Coombs. IlozurueHusT aupekTen TecT Ha Coombs
cam 110 ¢ebe cH He 3aTPyJHARA ONpe/leNIHeTO Ha KPBBHHUTE IPYIH WM KPEBOTIPETHBAHETO.
Axo 0fave ¢ NO3UTHBHPAH ¥ MHAUPEKTHUAT TecT Ha Coombs, Heo6XomMMa € KOHCYITTaIHs
C XEMATONOT WIH TPAHCY3HONOr.

[lo BpeMe Ha HpBUTE 6-12 CeMMMIA Ha IEYeHHETO WM IIPH NOBHIICHHE HA TENECHATA
TEMIIEPATYpa ¢ HESCEH NPOHIXOX € HeoGXOoaHMO MicieaBaHe Ha YepHOapoOHaTa GyHKIMA.
Ilpu yBeHueHNE Ha YepHOAPOSHHTE eH3UMH WIH TNOSBA HA JKBIITCHHIA, TPA0Ba Ja ce
TIOMHCIIH 3a PEAKIMA Ha CBPBXIYBCTBHTE/IHOCT, KOATO MOXKE Ja IPHYMHHE XO0JIecTasa,
XenaToLeyIapHO YBPEXKAAHE WIH XenaTtuT. MHoro paaxo Moxe na ce Habmonasa
taTanHa yepHOAPOOHA HEKPO3a. 3aTOBa IIPH yBEINYeHHE Ha YePHOAPOGHATE eH3HMH HIH
MpH CHMIITOMH Ha 9ePROAPOGHA HEAOCTATHUHOCT ¢ HATara HezabaBHO cniypaHe Ha
nevenrero. Ha Te3n nanmeHTH MeTHIAONA He TpAOBa Na ce NpeAnMCEa OTHOBO, AKO ca
APHYHHEHH OT CBPBXYYBCTBHTE/THOCT KEM JIEKAPCTBOTO, [IOBHINIEHATa TEMIIEPATYPa H
HapyIIeHaTa YepHoApotHa GYHKIMA ce HOPMAIMIHPAT NpH NpeksCBaHe Ha JedeHHero. H
TIPH T¢3H MAIHEHTH JIEKaPCTREHOTO BeleCTBO He TpAORa Aa ce Npriara mnosede,
TTanueRTH ¢ YepHOAPOGHA 3a60MBalKA HIH MPOMEHH B YepHOAPOGHaTa (yHKIMs TpOBa
nia 6BaAT JTeKyBaHH ¢ H3KIIOYMTETHO BHHMAHHE.

Ilo BpeMe Ha JIeYEHHETO ¢ METHJIAONA MHOTO PAAKO MOTAT A3 C€ PasBHAT
rPaHyJIOLHTONEHHA H TPOMOOLMTONEHNA, KOHTO OOMKHOREHO C€ BBICTAHOBABAT NPH
NpEKpaTdBaHe HA JIEHCHHETO.

Tpu HAKON NALMEHTH ModKe Jia Ce PAa3BHAT OTOLM HIIH NOBHINIABAHE HA TEJIECHOTO TEJIO,
KOHTO MOrar Aa Gbgat KynmvpaHu 4pes AaBaHe Ha QHypeTHK. JleueHHero ¢ MeTAAONA
Tpa6Ba Na GhAe NpekpaTeHo aKo OTONHTE NPOTPECHPAT WM ¢& PA3BHMAT CHMITTOMH Ha
CHP/YHA HEJIOCTATBIHOCT.

Teil xaTo XeMOOHANN3ATA OYHCTBA METHIIZIONA, CISIOBATENHO Clie/| TAKARA MpoNeaypa
MOXe Za C¢ MOBKINH KPBBHOTO HanAraHe (BIK ¢hUo T. 4.2 H T. 5.2).

Twii kato MeTwIONA duryopecliipa IpH CHINATA JTE/DKHHA HA BRIIHATA KAKTO
KaTeXOJIaMMHHTE, TPUNOKEHHETO MY MOXKE A2 NIPHYHHH (PaMIHMBO-TOIOKHTEIHM
PE3YNTATH NPHA H3C/EABAHE HA KATEXONAMUHHTE B YPHHATA, KOSTO Ja 3aTpYAHH
JMArHOCTHIMPAHETO Ha heoxpoMoaromM. Metunzona obade He NOBNMABA H3CHEABAHETO
Ha BaHH/IMaHZEIOBATA kucenuHa (VMA).

IIpy nasaHe Ha 00ma aHecTesns, eeKTHT HA AHECTETHIMTE MOXKe Na 6bAE YBEIHYCH,
34TOBA /1034TA HA AHECTETHKA TpACRa fa 6116 HaManeHa. AKO IO BpEME Ha AHECTE3MATA
BH3HHKHE XHIIOTOHMA, T4 C€ [OBIHARA ¢ Ba3ompecopu. UyBCTBHTENHOCTTA HA
aJpeHEPrUHHMTE PELIEITOPH OCTABA HENMPOMeHEHA NPH JIeYeHHEe ¢ METHIIONA (BIX T. 4.5).

IIpu naieHTH ¢ TEXKO JBYCTPaHHO uepebpoBacKynapHo 3aboniBane paaKo MOraT ja ce
HOABAT HEBOJICBH XOPEOATCTO3HO IBMKCHHA (BIDK CBHINO T. 4.8).

Metuniona TpaGea Aa ce MPHNATa ¢ HIKIOYHTENHO BHHMAHHE NIPH MAITHEHTH HIIH NpH
OJIM3KH POACTBEHMUIH Ha TAKHBA, CTPATAILM OT NOPQHPHA.

Tpabea na ce u3barea ynotpeGara Ha alkKOXOJI N0 BPEME HA JIEUCHHETO
(BIK T. 4.5).

CBIIECTEO HE CHIOLPKA HATPHHA.

4.5 BaaumojeiicTBHE ¢ APYyrH JeKapcTBeHEH NPOAYKTE H APYTH dopMB
BIanMojelicTeHe ’



Jlexapcmsomo ne mpabea oa ce npunaza edHOBpeMeHHO ¢
«  MAO-uExuGuTOpH (BHX T. 4.3)

Heobxomumo e MeTiIIONA Aa ce xombuniupa sHumamento ¢

JlexapcTea, Hamanssauin anTixunepremsusaad edexr Ha Dopegyt:

s  CHMIATHKOMHMETHLM,

e  TPHIMKIHYHH AHTHAETIPESCAHTH;

+  (heHOTHA3HHOBH MPOHIBOAHY;

+  MEPOPAJIHH XeNA30-ChIbpKall} IeKapceTBa { OHOHATHYHOCTTA HA MeTWIZIONA MOXeE A
b6na¢ HaManeHa),

¢«  HECTCPOHIHM NMPOTHROBB3NAMHTEIHH IEKAPCTR,

«  JIGKapCTBa, CHOBPXKAMH €CTPOICHH.

JlexapcTBa, nosutasauqu anrixrneprensaenng edext Ha Dopegyt:
*  JIpYTH aHTMXHIEPTCH3IHBHH JIeKapcTea (MOTeHIMpaHe Ha edeXTHTE);
+  aHecTeTHIM (BIK T. 4.4).

Merungona u creHATE NEKAPCTBA MOTAT B3aHMHO JIa MOduP uuupam cexTiTe Cu:

«  JIHTHI (PUCK OT YBeJIHYaBaKHe THTHERBATA TOKCHMHOCT);

e  nepopoiia (MOTHCKA CE AHTMIIAPKHACOHOBHAT €eKT, YBETHIABAT Ce HEXKEIAHHTE
peaxiuu ot cTpaHa Ha ITHC);

+  amxoxon M apyru ITHC nenpecantn (yBemmasa ce notackamua [{HC edexr);

+  AHTHKOATYNaHTH (YBeIH4aBa C& AHTUKOATYJIAHTHHAT edekt, PHCK OT KBPREHE);

«  Bromocriptin (KOHUEHTpaLHATA Ha IPOJAKTHHA MOXe Aa GBAe MpOMEHEHa);

»  Haloperidol (Hapymasane §a KOTHHTMBHHATE (HYHKLMH — JE30PHEHTALHA B
o0BpKkaneCT).

4.6 ®eprraETeT, GPEMEHHOCT ¥ KLpMEHe

IIpedxnunuunu dannu

PenpoayKTHBHM NpOYYBaHHA, H3EBPLIEHN ¢ BHCOKH NEPOPAIHM A03H MeTiiaona (1 000
mg/kg npH Mumky, 200 mg/kg npu 3aiip 1 100 mg/kg npu ruTLX0Be) He N0Ka3aXa AAHHH
33 QeTOTOKCHYHOCT.

Knunuwanu oannu

Bpemennoctr Tan B

Knumnmm npoyvusanma: JleueHHETO ¢ METHIAONA IO BpEMe HA BTOPHA H TPETHA
TPHMECTED Ha GpeMeHHOCTTa He AaZe AAHHH 33 YBpexKIaHHA HA IUIOAA WIH HOBOPOACHOTO.
3a mBpBAA TPHMECTED Ha GpeMeHHOCTA He ¢a M3BBPINBAHH AJEKBATHH W KOHTPONMpPAHH
MpOy4BaHHA.

Twit kaTo NpOYYBaHHATA NPH KUBOTHHM €A HE BUHAIH MOKA3ATENIHMU 3 PeakliHATa Ha
YOBELIKHA OPTAHH3EM, JICYEHHETO MOXKE JIa Ce 3anoyuHe CJiel BHHUMATeIHa MpeLieHKa Ha
CHOTHOIIEHHETO 11038/ PHCK.

Hosoponenure ot Maiik ¢ XMNEPTOHMA, JIEKYBaHH ¢ METHILIONA OT 26-Ta recTALMOHHA
ceMMIIa, He TIOKa3BaT HHKAKBH HexenanH peakiun. IIpy Maliku, ICKYBaHHN Npes TpeTHA
TPHMECTBP Ha OpeMeHHOCTa, pAKIAHETO Ha IUTOAa Oe Mo-JIeCHO, OTKONKOTO IIPH
HEJICKYBaHH Maliki.

Kznpmene
MeTHnznona ce ekckpeTHpa ¢ MaHMHMHOTO MIIAKO, 33TOBA € HEOOXO/IHMMA MHOTO B 9
npeleHKa Ha COBTHOIMIECHHETO PHCK/TION3a, KOTaTo ce IMpe/licBa Ha KbpMa 8_@5

/

4.7 EdexTn B1pxy cnocobrocTTa 33 modapane ® pabora ¢ MAMIERR (



B HayanoTo Ha neueHHeTo mopHpPaHETo U paboTa ¢ MOBHINEH PUCK OT HHIMACHTH Ca
sabpanenn. ITpoabKHTENHOCTTA, KAKTO M CTENEHTA Ha Ta3H 3a0paHa ce onpeaenaT
HHOHBHYAITHO.

4.8 HexenanR JieKapCTBeHH peaknal

B HawanoTo na NeweHHeTo ¢ METHIAOTA WIH NPH MOBMINARAHE HA /103aTa MOXKeE Aa CE
Ha0moaaBaT NpexoieH cefaTHBEH edekT, KakTo W rnasobonme, actenus wm cnabocr,
KOHTO ¢a NMpPEeXOHH.

Ocsen 20pHume Hexcenanu NEXAPCMEERU PEAXyul NO EPEME HA NEYEHUEMO C MEMUROONA
ca nabmodasany u;

HexxenaHHTe NekapcTBeHH peaklliu ca pa3Ae/ieHH B CJICAHHTE KATEIOPHH CIope]] 96CToTa
Ha nodBa: MHoro 4ect (>1/10), 9ect 1/100 g0 <1/10), HeuecTH

(=1/1 000 mo <1/100), peaxu (=1/10 000 go <1/1 000), MHoro peaxs (<1/10 000), ¢
HEH3BECTHA YeCTOTa (YecToTaTa He MOXKeE A2 OBIcONCHEHA OT HAMYHNTE JAHHH).

BEE Beika OT TOPHHTE KATErOpHH HEXCIIAHUTC ICKAPCTBCHH PEAKIHH C¢ mﬁpoana’r B
HHRXOAI pEA 110 OTHOIICHHE HA CEPHO3IHOCTTA.

Hapvuienus na xpvema u aumrama cucmema

Mnozo vecmu: nonoxurenex rect Ha Kym6c (Coombs) (Bmxre 1. 4.4).

PeOxu: XeMOTHTHYHA aHEMHA, IEBKONICHHA, TPAHYNOUMTONICHHA, TPOMGOIMTONEHUA.
C neussecmua yecmoma: NOTHCKAHE HA KOCTHHS MO3BK, MOJIOKTE/THH TECTOBE3a

aHTHHYKJICapHH aHTHTena, LE xnetku, peMaTonaen daxrop.

H HUR HA HAMA CUCMeMa

Mhuozo peOru: MHOKAPINUT, NEPHKAPIIHT

C weussecmua tecmoma: BACKYNMT, TyNO-TIOACOEH CHHAPOM, TIOBHIICHA TEMIECPaTypa,
CBBLP33HA C JIEKAPCTBOTO, COZMHOPHIHA.

Hapvwenur na endoxpunnamg cucmema

C neuzgecmua yecmoma: XHIICPIIPONAKTHHECMHA, 'HHEKOMACTHA, FAJIAKTCPEA, aMCHODEA.

Hapywenun na nepsnama cucmema

Mnozo pedxu: NAPKHHCOHHIBM

C neuszgecmna vecmoma: apaTH3a Ha MHIeTo (napanusa Ha ben), HapyImeHa yMCTBCHA
NeHAHOCT, HEBONICBH XOPEOaTeTHYHH JBIDKEHHA, CHMITTOMH Ha MOZBEYHO-CH/ICBH HAPYIICHHA
(BEpOATHO KaTO NOCREAMIA OT XMNOTOHUATA), ICUXHYHA HapyIIEHHA, BILIOUHTENHO
KOIIMapH, 06HKHOBEHO OGpaTHMAa JIeKa NICHX03a WK JenpecHs, rmaeobommae, cenaly
{0OHKHOBEHO NpEXoHA), aCTEHHA WM ciabocT, 3aMatHOCT, HAPECTE3HH, HAMATEHO
H6HA0.

Covpdeynu napvienun

Mrnozo peoxu: BnoImaBaHe Ha CTEHOKADIHATA.

C neussecmna vecmoma: 3acToiiHa CHPAETHA HEAOCTATEIHOCT, IPOJNOHIHPaHa NOBHINEHA
YYBCTBHTEIHOCT Ha GapOpEeLICITOPHTE B SinUS carotis, OpTOCTaTHYHA XHHOTOHHA
(penopb4Ba ce HAMANABaHE Ha A034aTa), €lEM, HAJ[IaBaHe Ha TErNO, CHHYCOBa
Opaguxapana.

EneMbT H HapiapaHeTo Ha Tero OOHMKHOBEHO ce NOBNHABAT AOGPE IIPH IIp

AHypeTHK. AKO 00atue OTOIMTE NPOrPECHPAT WM C¢ NIOABAT IPH3HALIH HA C;
HETOCTATEYHOCT NIEYEHHETO ¢ METHIACNA TpAOBa N1a ce crpe.

Pecnupamopnu, 2pvonu u Meduacmunanny napyutenus

C neuzgecmua wecmoma: 3aImylIBaHe Ha HOCA.



C neussecmna yecmoma: KONWT, NIOBPHINREE, AHADHA, CHRARCHNHT, Donesnen HAH TBMBO
OUBCTCH CIHK, TaficHe, 3aneK, Hanpexenne » afaoMiHannRTa 061aCT, rasose 3 Yepaary,
CYXOTa B YCTATA.

Cnemcmuecmm uuuotmmocr mpymemnnelxyunmm

Hicaedeamun:

C neussecmua vecmoma: NOBKIICHA HHRA HA KPEBHETA YpeuL.

Mmmmmmmmmmmumm
NEKAPCTRCHHE NPOXYXT ¢ BAXHO. ToR NOIBOAIRS AR NPOASANH HAGMORCHNETO HE
CLOTHOIICHHETO NOIA/PACK 38 ACKAPCTICHNS NPOAYRT. OT MEAHIMHCKNTS CHSIMANHCTH
CC HIHCKBA Jia CROGIRARAT BCAKA NIOBOSHPAHSA HCXCANE PESKIIAA YPEY HALNORAANA
cucTeMa 38 cyobuianane 3 Hymuanwrensa arenipis o nexapersata ynu. ,Jamss I'pyes* Ne
8, 1303 Cotun, Ten.: +35 928903417, yebcaliT: www.bda.bg

4.9 Iipeaosmpane

CHAMITOMH
OcTpa XHROTOHHA, TEAKKS CRRANBOCT, CARB0CT, GPAZRUKRPANA, JAMARHOCT, 3AROK,
HAIIPEKEHHUE B CTOMAXA H GARTYRCHIHS, AMADHS, TAACHE H NOBPLIIANS.

JlevcHue

Benuara ciea npeAOHPAHCTO — CTOMALIHA IPOMHBKA, NIPOBOKHPANO NOBPRIRAKC MOTET AR
HAMAIST pe3opOIMATA Ha NeKapcTRoTO. CREA KATO CKAPCTIOTO € Bede PeropOupanc —
HH(}pYIHH MOTAT AA CTHMYAHPAT eXCKpeLpaTa My ¢ ypanata. Tpxbaa na ce caeast
ChPACTHATR HOCTOTA, KPLBHHAT O6CM, CACKTPOIHTHHET GAIANHC, CTOMMIRO-UPCMNRTS,
610pemiaTa w MovsuHATE yHKINHM. [Ipit HEOOXOANMOCT MOXE A8 CE ARAAT
CHMIRTOMHMCTHIH (HAND. ANPECHANIH).

5. ®APMAKOJOI'RNMHE CBORCTBA

5.1 Dapmacoannammuun csolicTea

LICHTPANHO sieficToHe
ATC xon: C02A BO1




Memwinona (I9B0BBPTAINA), TEKAPCTBEHOTO BEIECTRO Ha Dopegyt, ¢ aHTHXHIIEPTEH3UBHO

JICKApCTRO € LEHTPATHO AeHCTBHE. MEeXaHHIMET My Ha ACHCTBHE HE € HATLJIHO H3ACHEH.

Ilpu nocTeENBaHE B ICHTPATHATA HEPBHA CHCTEMA TOBA JICKAPCTRO NPOSRABA

XHIIOTCH3HBHOTO CH AeHCTBHE 9pes3 CBOA aKTHReH MetaboymT (alpha-methyl-noradrenaline)

FI0 CTIE{HHMTE XHIOTETHIHH MEXaHH3MH!

- 9pe3 AKTHBHPaHE HA LCHTPATHHTE HEXHOHPAlH NpecHHAITHIHA aldaz-afpeHepTHIHH
PELICIITOPH, KAaTO MOHIKABA CHMIIATHKOBHA TOHYC;

- 4pe3 3aMECTBaHE Ha €HAXOTCHHMA NOMAMHH B JIONAMHHEPTHYHHTE HEPBHH OKOHYAHHA
KaTO NCeBJOREBPOTPaHCMHTED;

- upe3 NOHIKABAHE HA IUTA3MEHATA PCHHHOBA AKTHRHOCT M HAMAIABAHe Ha NepH(epHOTO
CBAOBO CHIIPOTHRIICHHE;

- dpe3 HHXHOMpaHe Ha AONA-ICKAPGOKCHIA3ATA TOTHCKA CHHTE3a HA HOPAIPCHAIHH,
OOMAaMHH, CEPOTOHHH H HAMAIYRA THKAHHATA KOHIEHTpallHd Ha HOPaIpeHATHH H

anpeHIHH,

Memnnona HaMa mupekTeH edekT BepXy (yHKUMATA Ha MHOKAp/Ia, HC HAMANIABA YAAPHASA
ofeM Ha CHpIIETO, He MPHYHHABA PedUIeKCHA TAXHKAPANA, He HAMANIABA TJIOMEPY/THATa
derrparms, 6p0peunns KpEBOTOK H QuITpauMoHHaTa gpakima. ChpJieuHaTa JECTOTa B
HAKOH CAyHaH € HaMasicHa. IJoHIDkaBa KPEBHOTO HANATAHE B H3IPABEHO H JIETHANO
NOMOKEHHE M PANKO MPHYHHABA OPTOCTATHYHA XHIIOTOHMA.

5.2 ®apmaxoxmHETHYHE cBOlicTBa

AGcopbuna

A6copOimdaTa Ha METHITZIONA OT CTOMAINHO-YPESBHUA TPAKT BAPHPA, HO € OKOJIO
50%.

Pasnpenencane

CBBp3RaHETO © IIA3MEHHUTE MPOTEHHH € He3HAUMTAIHO (To-Manko ot 20%).
MaKkCHMATHHAT aHTHXHNIEPTEH3HBEH eeKT HACTRIRA 4-6 waca clie/l HepopalieH NPHEM H
npoaepkaBa 12-24 qaca.

ITpu noBTapsIIH ce MPHEMH MAKCHMANHUAT AaHTHXHIIEPTEH3HBEH epeKT ce mocTHra crel 2-
3 mam. [Tpy npexpaTaBade HA ICYEHHETO KPEEHOTC HAATAHE JJOCTHIA NPETHIIHUTE CH
cToitHOCTH 3a 1-2 OHH.

Bnchp aHcopmMaimy

MeTtnnaona ce Meraboan3apa, Hali-seve B yepnns pob. Heropuar axruBeH MerabonuT,
alpha-methyl-noradrenaline ce Hamupa B ieHTpanHMTE AApeHeprHiHA HeBpoHH. Ilo3HaTh
Ca OIne MHOTO JpyrH MeTabONHTH, KOWTO C€ €KCKPETHPAT C YPHHATA.

Emamunupane

Ipubmusurenso 70% ce eKCKPETHPAT ¢ YPHHATA KATO METHIZONA WIH KaTo CyijaTHa
€O, OCTAHANIOTO KOMHMMECTBO — Upe3 (heueca HenpoMeneno. Ipy HopManHa 660peuna
GYHKIHA BpEMETO Ha NOMYXKHUBOT € 1,7 yaca. AKTHEHHAT MeTaGOMT c¢ eKCKpeTHpa
HAITLITHO OT TANOTC ClieA 36 Jaca.

Merunzona nojyiexku Ha aAdamm3a, Ilpu Takasa, Tpaema 6 vaca, 60% or pesopOupaHoTO
KOJIMIECTBO MOXE [1a C€ OCTPEHH OT LIMPKYJIalMATa, a Npu Tpacma 20-30 vaca — ome 22-
35%.

MeTrnnona npemiHapa ruialieHTaApHATA GapHepa H Ce €KCKPETHPa B KbpMa “E“w flo

Creyuannu nonyaayuu (

BrOpeuto yepexnane



IIpu 656peuna HeROCTATEMHOCT SMMHHHPAHETO HA METIUIONA c¢ 3a0aBs B 3aBHCHMOCT OT
creneHTa Ha 6n0peunoTo yBpexkaane. [Ipu Texko Gp0pedHo yBpekaane (O3 AHANH3a)
STHMAHAAOHHIA [FOJIYKHBOT HA METH/IIoNA € 10 meTH Mo-Aeasr (BEXK cbiiio T. 4.2).

5.3 HpexxcnHuBavHH JaNEE 33 GezonacHocT

IIpr npoy<BaHMs Ha JKHBOTHHM HE Ca HAMEPEHH OKA3ATENCTRA 38 KaHUepoTeHeH eeKT Ha

METHI/IONA, /]aBaH B NPOTEKEHHE Ha 2 roguay. PenpoayKTHBHATa (DYHKITHA CHINO HE €
6una 3acerHara. He e HaMepeHa MYTareHHOCT TIpH TECTa HA AmeS H He € YCTaHOBEHO
YBeIIHYEHHE HA JECTOTATA Ha XPOMO3OMHHUTE abepaumn.

6. OAPMAUEBTHYHH JAHHM

6.1 CnnchK Ha NOMOIIHNTE BEMIECTRA

Etunnenynoza

MarsesHnes cTeapar
IHapesuano Humecre
CreapHHOBA KHCETHHA
Harprer HUIIECTEH rAMKONAT
Tanx

6.2 HechBMeCTHMOCTH

He ca m3BecTHu.

6.3 Cpox Ba rogmoct

5 rogunn

6.4 Cnenuanne yc10BHA HA ChXPARCHHE
Ha ce cxxpanapa nop 25°C.

6.5 BEX H chbABPRABAE HA ONAKOBKATA
Omnakopxa

ByTHnka ot xaaBo cTEKIO, ChC 3aIMUTEHA CPENy OTBAPAHE MOTHETWICHOBA KANAYKA H C
TOJIHETHACHOB AMOPTHCEOP.

30 unu 50 Tabnerku ca nocraBeHn B GyTHnka. T# e NocTaBeHa B KAPTOHEHA KYTHA 3a€IHO ©
JMCTOBKATA 33 MAIMEHTA.

6.6 Cnenpannm npeanasHR MEPKH OpH E3XBLpAAAE B paboTa

Hsama cnenpantim uzHCKBaHHA.

Bcexu HeH3amon3BaH NPOAYKT WIM OTHAXBYHH MATEPHANH OT HETO TPAOBA ia C& H3XBBPIAT
B CBOTBETCTBHE C MCCTHHTE H3HCKBAHHA.

Pexcaam Ha omniyckase: o nexapeko npemucanue.

7. IIPHTEXATEJI HA PASPENNIEHHUETO 3A YIIOTPEBA
Egis Pharmaceuticals PLC

1106 Budapest, Kereszthri ut 30-38.
YHrapus




8. HOMEP(A) HA PASPENIEHUETO 3A YIIOTPEBA

Honerur 250 mg tabnerku: Per. Ne: 970 0504/ 17.10.1997 .

9. JIATA HA IBPBO PABPEIIABAHEMIOAHOBABAHE HA
PASPEIIEHHETO 3A YIIOTPEBA

Jarta Ha mepBO paspemeHue 3a ynotpeba: 12 anpun 1968 r.
Jata Ha mocneaHo nofHoBaBaHe: 11 Hoemspu 2008 r.

10. TATA HA AKTYAJIM3HPAHE HA TEKCTA

®erpyapu, 2021 1.




