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1. UME HA JIEKAPCTBEHMUWS INTPOAYKT

Honerut 250 mg tabieTku
Dopegyt 250 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Besika Tabnerka cbabpxka 250 mg metunaona (methvldopa).

3a nbJIHUA CITUCHK HA NMOMOLIHUTE BelleCcTBa, BUXKTE T. 6.1,

3. JIEKAPCTBEHA ®OPMA

Tabnerka.

benu unu cuBkaBo-0€sK, JIMCKOBUAHM, IJIOCKHU CbC 3a00J1€HH pbOOBE M C HAITHUC
“Dopegyt” OT e/1HaTa cTpaHa.

4. KJIUMHUYHU JAHHH

4.1 TepaneBTHYHH NMOKaA3aHHS

AprepuajiHa XUNEePTOHMS.

4.2 JI03MpOBKA U HAYHH HA IPHJIOKEHHE

Jlo3ara ce onpeaesns criopel MHAMBH/IYa/IHATA HYX/1a Ha MalueHTa.

Bb3pacTHH
[TpenopbuBaHaTa HayasHa J103a Ha MeTuJ/i10na rnpy Bb3pactiu € 250 mg 2-3 nbTH IHEBHO
3a mbpBUTE JBa AHU. Ciea ToBa Jlo3ara MOKe J1a Ob/ie yBeMyaBaHa uin HaMmajisiBaHa — B

3aBUCUMOCT OT CTEMEHTA Ha NOHHXKEHHE HA KPBbBHOTO Hasisraie — ¢ 1o 250 mg Ha BCEKH
J1Ba JIHM. 32 Ja Ce pe/lylurpa celaTUBHUAT e(PEKT, KOMTO ce NnposiBsiBa B HAYaJI0TO Ha
JEYEHHUETO H IMPH YBECIMYABAHC HaA /103aTa, MNnperopbyiBad CC ITbPBO Jld CC YBC/IMHABA
BEeUCpHaTa /1034.

[IpenopbuBanara noaaspxkatia 103a e 500-2000 mg, paszjnenena Ha 2-4 npuema.
Makcumasnsara jHesHa 103a € 3000 mg. [ Ipyn HEBB3MOXKHOCT 3a MOCTUIaHe Ha aJleKBaTeH
KOHTPOJ1 HAa KpbBHOTO Hajsirane ¢ 2000 mg JiHeBHa 103a METHJI/1011a, CE MPEnophUna
KOMOHMHHUPAHO JICYEHHE C JAPYTH AHTUXHUIIEPTEH3UBHHU JIEKapCTBaA.

Moke 1a ce pa3BHe TOJIepaHc/HaMalleHa YyBCTBUTEIHOCT KbM JIEKAPCTBOTO CJ1e/1 J1BA UJIH
TpH MECCLA TCpaliHi. HDSHBH}-IETD Ha IHYPCTHUK HJTH YBCJIIHHABAHCTO HA /103aTa HA
METHJIA0Na BOAM A0 €(PEKTHBHO KOHTPOJMUPAHE HA KPBBHOTO HaJIsiraHe.

CneuuajiH4 nonyjaaumm

Cmapuecka 6v3pacm
HauannaTta no3a tpsaOBa jaa Ob/e Bb3MOXKHO HaW-HUCKATa, KaTo He npeanm a\\ﬂﬂ No
2 X 250 mg nHeBHO. Thil KaTO CelaTUBHUAT ePeKT ce NposiBsiBa M0-4ecTo. JYO3ATg :
Ce yBe/IM4yaBa Ha JiBa JIHW ako € HeoOX0AMMO, 10 MaKkcuMaliHa JIHEBHA 11 ;-= -
KOSTO HE OMBA J1a ce npesBuilIaBa.




bvbpeuno yepeaxcdare

Heobxonuma e peaykuus Ha no3ata. [Ipu neko yspexaaHe (rnomepynHa gunrpauus >50
ml/min) mexayno30BuaT HTepBat Tpabsa 1a Obvae 8 yaca, npu cpenHa crereH Ha
yspexaane ('@ 10-50 ml/min) — ueTepBantT TPsOBa na e 8-12 vaca, a npy TexkKa
Ob0Opeuna HepocTaTbuHOCT (1" <10 ml/min) — 12-24 uaca.

THhi KaTo xemMoaranu3aTa ouMcTBa METUNIONA, SANH ZOMBAHHUTENEH [TPHEM Ha

250 mg tpaOea na Obae HanpaBeH cnen Hes (BUXK T. 4.4.).

Heduampuuna nonviayus

[IpenopbuBaHaTa HauaaHa A03a HA METUAAONA NpY Aeua ¥ onowH ¢ 10 mg/kg renecHo
TErJ10, pasaenesa Ha 2-4 npuema. AKO € HeOOX0AMMO, AHEBHATA 1034 MOXKE NOCTENEHHO 4
Oniie ypenuyena 10 65 mg/kg renecHo Terno. JlHeBHaTa 1032 He TpAOBa Aa npesuLLaBa
3000 mg.

He ca npoBexAaHU KNHHUUHHY NPOyuBaHus 32 ONpeaensHe Ha MMHUMaNlHa Bb3pacToBa
rpaHuua, NPy KOSITO aKTUBHOTO BELLECTBO METUJII0NA MOXE Ja Ce npunara npu aeua v
FOHOLU U, BKJIFOUUTEINIHO 3a OpEIeNsiHEe Ha NO3UTE,

[IbT HA BLBEX1AHE
TabneTky 3a nepopanHa ynorpeda.
Tabnerkure MOraT aa ce NPUMEMAT NPEay WKW CES XpaHeHe.

4.3 TpornBonokalaHHA

- CBpbXUYYBCTBHTETHOCT KbM JIEKAPCTBEHOTO BEILECTBO MM KbM HAKOE OT NOMOLIHUTE
BeljecTsa, mnocoueHu B T. 6.1.

- AKTHBHO uepHoaApoOHO 3abonsaBaHe (Hanp. OCTbP XENnaTHT, YepHOAPOOHA LUPO3a).

- [1pean3BuKaHo OT MeTuaaona YepHoapobHO 3ab0naBaHE B MUHANIOTO.

- Jleuenne ¢ MAO-uHXHOHUTOPMU.

- Henpecus.

- (DeOXPOMOLHUTOM,

4.4 CneuwnajHu NpeaynpekKiaeHUs ¥ NpeanasHu MepKH npu ynorpeba

[1pes nupaure 6-10 ceamuLi Ha JIEYEHUETO C METHUIAONA CE NPENOPLUBA ONPEAC/IAHE HA
Opos Ha KPBBHUTE KIIETKH M U3BBLPIUBAHETO HA AMpeKTeH TecT Ha Coombs, a 1o-HaTaTBK —
Te3x WicnenBaHus TpsabBa na ce npasat Ha 6-12 Meceua. [1pu 10-20% ot nexyBanuTte C
Dopegyt nauneHTy aupexTHUAT TecT Ha Coombs ce no3MTuBMUpa, KaTo NO-4eCcTO TOBA CTaBa
npu aHesHn no3u Han 1000 mg 3a nepuon 6-12 meceua. lpu no-manko ot 5% o1 Te3u
MalMEHTH MOMKE A3 Ce pa3BUe XeMONHUTHYHA AaHEMMA. AKO TOBa CTaHE, JIEYEHHETO C
MeTuaona HezabapHo TpAORa Aa ce NMpeyCTAHOBH. XEMONUTHYHATA AHEMUSI perpecupa cbe
CrMpaHe Ha NIeueHMeTo ¢ MeTunaona. Ako obaue Tosa He cTaHe, HeoDxoAKMMO € 1a ce
3aMOUHE TEYEHHUE C KOPTUKOCTEPOUILH, HO TpADOBA ChILO 21a CE€ B3eMaT NPeaBUL BL3MOXKHH
APYTH NPUYKMHY 32 XEMONUTHUUHATZ aHeMHUA. AKO aHEMMUSATA € JIeKapCcTBO-CBbp3aHa, Ha
rnalMeHTa He TpaOBa fa ce HazHavapa MeTuaona 3a B Ovaewe. [o3uTHBHUAT TECT Ha
Coombs ce HeraTuBnpa B ClIeABALLMTE HAKOJIKO CEAMULIMA WK MECELIU ClEd
TPEKPaTABAHETO HA IEYEHHUETO C TOBA JIEKAPCTBO.

HanuuneTo Ha no3suTUBEeH B MUHANOTO TecT Ha Coombs caM no cebe cu He ce SBABa
MPOTUBONOKa3aHMe 3a JieueHue ¢ meTunaona. Ako TecTbT Ha Coombs ce No3uTUBUpa NO
BpeMe Ha jeueHreTo ¢ Dopegyt, TpsaOpa Aa ce pazbepe oaiH ToBa Ce CbILTCTRA OT
XEMOJIUTHYHA aHEMMS Y AU NOIUTUBHUAT TECT NPEACTABABA KNMHHUEH NTpodiem,
Hanpumep, oCBeH NO3MTURMUpaHe Ha AupexTHUs TecT Ha Coombs, no-psako .-:
eAHOBPEMEHHO € HEro ¥ HHAMpEKTHMT TecT Ha Coombs, K0eTO B'hBHpEl'IHT N
EBEHTYAJTHO KPbBONpenrBaHe. AKo [pu nauveHT, npuemait Dopegyt, Bb3 /
HeoOXoaAUMOCT OT XeMmoTpaHcdysus, Tpsabea na ObaaT HanpaBeHW W ABaTa[fel
Coombs, IMPEKTEH ¥ MHAMPEKTEH. AKO HAMA XeMOJNUTHYHA aHemus, oOu c%
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[MO3UTHBEH € camMo AMPeKTHUAT TecT Ha Coombs. [To3nTHBHUAT aAKpekTeH TecT Ha Coombs
caM no cebe CH He 1aTpyAHABA ONPEAEIAHETO HA KPbBHUTE rpyNy WK KPbBOMPEIUBAKETO.
Axo oDaue e NMO3UTHBUPAH U HHAKPEKTHUAT TecT Ha Coombs, HeobOxoanma € KOHCYNTauus

C XeMaTOoNor Wiy Tpancdy3nonor.

[To Bpeme Ha NbPBUTE 612 CEAMHKHLIM HAa NEYECHUETO WIIK NPH NOBULLIEHUE HA TeNnecHaTa
TeMrepaTypa ¢ HEACEH NPOH3X0A € HeoDX0auMO M3CEBaHE HA YepHOAPOOHATa PYHKUUS.
[Mpu yBenuueHue Ha HEPHOAPOOHUTE EH3IUMK WY NMOABA HA XKbATEHKUA, TpADOBa aa ce
MOMMCIIH 32 peaKliMs Ha CBPBLXUYYBCTBUTENTHOCT, KOATO MOXE Ad NPUYHMHU X0OJlectasa,
XenaToLeNynapHoO YBpPEXIaHE UK XenaTUT. MHOro paako MOXe 1a ce Habnonasa
¢daTtanHa 4epHOAPOOHA HEKpO3a. 3aTOBA NpH YBEIUUEHUE HA UEPHOAPOOHHTE EH3UMHU UIIH
APH CUMITTOMM Ha 4epHOAPOOHA HEAOCTATBUHOCT €€ Hajlara HezabaBHO CIIMpaHe Ha
neyexyero. Ha Te3n nauneHTH Metunaona He TpAOBa A ce rpeanycea OTHOBO. AKO ca
MPUUUHEHH OT CBPBXUYBCTBUTENHOCT KbM JEKAPCTBOTO, TOBHUILIEHATA TEMIIEpATYpa 1
HapyuleHarTa yepHoapobHa QyHKLHA Ce HOPMATU3KUPAT NPKU NMPEKbCBAHE Ha neyeHueTro. U
[P TE€3W NalMeHTH NEKAPCTREHOTO BELIECTBO HE TpADOBa Aa ce npusara noBeye.
[TauneHTH ¢ YepHOAPOOHH 3a00NABAHUA UK NPOMEHH B YepHogpoOHaTa GyHKUMS] TpaOBa
Aa 6bAaT AeKyBaHH C U3KNKUYKUTENHO BHUMAHHE,

[1o BpEME HA JICUYCHUECTO € METUNAO0ITA MHOTO PAILKO MOraT fla CC PA3BHAT
rpadHynouHTOIICHUA H TpﬂMﬁDLlHTDHEHHH, KOMTO OOMKHOBEHO Ce Bb3CTAaHOBABAT IpH

NnpeKpaTaABaHE Ha NCHEHUCTO.

[TpH HAKOM MALMEHTH MOXE 1A C€ Pa3BHAT OTOLH MM [TIOBHILABAHE HA TENECHOTO TErNO,
KOUTO MOTaT 1a ObAaT KynupaHu upe3 /laBane Ha AuypeTHk. JleweHHeTo ¢ meTunaona
TpsaOBa na Obae NpekpaTeHo ako OTOLIMTE NPOrPECHpaT UK CE Pa3BUAT CUMNTOMMU Ha
CbpAeYHa HEAOCTATLYHOCT.

THi KaTO XeMOAUAIKM3aTa OUKCTRA METUAAOMNA, CICAOBATENHO Clleld Takapa npoueaypa
MOME & C& MOBHIIK KPbBHOTO HanaraHe (B ¢cuio 1. 4.2 u . 5.2).

THH KaTo MeTrnaoNa Gpnyopecurpa NpH CbILAaTa AbJDKUHA HA BbAHATA KAKTO
KaTeXONlaMUHUTE, IIPUNOKEHUETO MY MOXE Ja NPUYUHMA HaNuXBO-NON0XKUTENHH
PEIVATATH NIPU U3CNEABAHE HA KATEXONAMMHUTE B YPUHATA, KOCTO 12 3aTPYAHU
OUarHOCTHUMPAHETO Ha peoxpoMounToM. Metnnaona obavye He NOBMHABA K3C/EABAHETO
Ha BaHUAMaHAeN0BaTa kucenmua (VMA).

[Ipn napaHe Ha ob11a aHecTe3uA, e(DEKTHT HA aHECTETHLIMTE MOXeE 1a Oble YBE/HUEH,
3aTOBa A03aTa Ha aHecTeTHka Tpsabsa aa 6bae HaMmaneHa. AKO 10 BpEME Ha aHecTe3usiTa
Bb3HUKHE XUNOTOHHS, TH CE MOBMMABA € BA30ONPecopH. HyBCTBUTEIHOCTTA Ha
aZipEHEPruyHNUTE PELENTOPH OCTABA HENPOMEHEHA NIPHU HedeHue ¢ MeTuiaona (Bux T. 4,5),

[Ipu naLiMeHTH € TEXKO ABYCTPaHHO UepebpoBacKynapHo 3abossBaHe PRAKO MOraT Na ce
TOABAT HEBOJIEBU XOPEOATETO3HO ABHKEeHUA (BUX Ch1LO T. 4.8).

Metunaona Tpsabpa aa ce npunara ¢ U3KIKOYKTEIHO BHUMAHUE MPH NALIMEHTU WITH TTPH
OnM3KK POACTBEHMUM HA TaKWBa, CTpadally OT NOppHPHUA.

Tpsibea na ce u3bsArea ynorpebaTta Ha ATKOXON 10 BPEME Ha JIUEHHETO
(BHXK T. 4.5).

HaTtpuii
Tosa nekapcTBO CbABPXKa NO-MaAIKO oT | mmol HaTpuil (23 mg) Ha TabneTka, T4
CbIUECTBO He ChbAbPXKAa HATPHIA.

4.5 BiaumogeHcTBHE ¢ APYIH JIEKAPCTBEHHU NPOAYKTU M APYTH POpMH
B3aMMOJEHCTBHE



Jexapcmaeomo ne mpabsa 0a ce npuia2a eOHOBPEMENHO C
e  MAO-HHXUOHTOPH (BHK T. 4.3)

Heobx0nHMO € MeTHUNIoMNa Ja Ce KOMOUHUPA BHUMAMEIHO C

JlekapcTpa, HamaiAcau AaHTUXUIIEPTEH3IUBHUA edeKT Ha Dopegyt:

¢«  CUMNATHUKOMUMETHLM;

e  TPUUMKNHYHH AHTUIAETIPECAHTH,

»  (EHOTHA3UHOBU MPOU3BOIHY,

«  [EPOPANTHU KENAIO-ChAbPHALUY NekapcTea (OHOHANMYHOCTTA Ha METHA0NA MOXeE 14
ObIe HaManeHa);

«  HECTEPOMAHHW NPOTHUBOBLINANUTENHH JIEKAPCTBA;

«  JIEKAPCTBA, ChAbLPKALIY ECTPOrEHHN.

JlekapcTBa, nosuiiasauid aHTHXUNEPTEH3UBHNAA edexT Ha Dopegyt:
»  JPYTH aHTUXMIIEPTEH3WBHU NekapcTBa (NOTEHUWPAHE HA EQEKTUTE),
s  aHecTeTHuM (BHXK T. 4.4).

MeTtunpona u CIeIHKUTE JIEKAPCTBA MOraT B3aUMHO 1a Modughuyupam e PEKTUTE CH:

«  aWATUi (pUCK OT yBenNuyaBaHe NMTHEBAaTa TOKCUYHOCT);

e  Jnepofona (MOTHCKA C& aHTUITAPKUHCOHOBHUAT €MEKT, YBEJIHYABAT CE HEWENAHUTE
peaxkuuu oT cTpaHa Ha LIHC);

« ankoxon ¥ apyru LIHC nenpecanTty (yBennuasa ce notruckamus LIHC edekr);

e  AHTHKOArynaHTH (YBenruapa ce aHTUKOAry/JaHTHUAT €PEKT, PUCK OT KbPBEHE);

»  Bromocriptin (kOHUEHTpaUMATA HA NPOJIAKTHHA MOXE /1a ObAE NPOMEHEHA),

»  Haloperidol (HapyliaBaHe Ha KOrHUTUBHUTE QYHKLUNU — AE30PUEHTALMS H
O0BbPKAHOCT).

4.6 @epTuanrer, OpeMeHHOCT ¥ KbpMeHe

[Ipedwrunuunu OanHi

PenpoayKTUBHHU NPOYUBaHHUs, U3BbPLICHH C BUCOKHU nepopanHy 103u metunaona (1 000
mg/kg npu muiuky, 200 mg/kg npu 3aium 1 100 mg/kg npu nhbxose) HE noka3axa faHHU
38 (PETOTOKCHUYHOCT.

Krnunuwnu oannu

bpemeHHocT THN B

KnuHuyHM npoy4BaHus: JIEUEHUETO ¢ METHILAONA 10 BPEME HAa BTOPHSA U TPETUA
TPUMECTBP Ha OPEeMEHHOCTTa HE N1a/1e JAHHU 3a YBpeXIaHUs Ha T1o4a HWIIH HOBOPOAEHOTO.
3a NbPBUA TPUMECTBLP Ha OPEMEHHOCTA HE €A W3BBPLUBAHKM aNEKBATHH U KOHTPOJIMPAHU
MPOYYBaAHUS.

Tbit KATO NPOYUBAHUATA NP KUBOTHY €a HE BUHAI'M MOKA3aTENHH 332 peaklUHATa Ha
YOBEUIKWS OpraHU3bM, JIEHEHUETO MOXE 1d Ce 3al0YHE clie]] BHUMaTeNnHa [peLeHKa Ha
ChOTHOLIEHHETO MOA3a/PUCK,

HosoponeHuTe OT MaliKy ¢ XMNEPTOHUA, IeKyBaHW C METUNAONA OT 26-Ta recTalMoHHa
ceaMHLA, HE NOKa3BAT HMKAKBH HEXKEeNaHW peakuuu. [1pu Malku, 1€KyBaHU PE3 TPETUS
TPUMECTLP Ha OpeMeHHOCTa, paXkaaHeTo Ha rioaa 6e no-necHo, OTKOAKOTO TpH
HeleKyBaHH MaHKH.

KbpMeHe
MeTunaona ce eKCKpeTupa ¢ MaluMHOTO MISKO, 3aTOBA € HEOOX0AUMa MHOTO BHUMATEIIHA

npeLeHKa Ha COLTHOWEHKETO PHCK/MON3a, KOraTo Ce NPEANMCBA Ha KbPMaUKH.

4.7 EdexkTH BbLpxy cnnocofHOCTTA 38 WogHpaHe U padoTa ¢ MALIHHH




B HayanoTto Ha neueHHeTo wodupaHeTo 4 padoTa ¢ NOBMLLEH PUCK OT HHUMACHTH Ca
3abpadeHu. [TpOaBIKUTENHOCTTA, KAKTO W CTENEHTA Ha Ta3y 3abpaHa ce onpeaensT

UHAWBUAYAIHO.
4.8 Hexenanu NeKapcTBEHH peaKkuHy

B HauanoTo Ha NeYeHHeTo C METUIIAONA HIIK TIPU NOBHILIABAHE HA J103aTa MOXE Aa ce
Habn0NaBaT MPEXO/AEH cefaTuBeH edekT, KAKTO 1 r1aBobonye, acTeHus uir cnabdbocr,
KOMUTO ca MpeX0aHH.

Ocaen 20pHUME HEXCE1AHU TEKAPCMBEHU PEAaKYUU MO BDEME HA TEHEHUEMO C MEMUTO0NA
ca Habrooasarny u.!

HexenaHuTe NeKapcTBEHU peakUMy ca pa3/ieleHH B ClIeJHWTE KaTeropuy Cnopes HecToTa
Ha nosBa: MHOTO HecTH (21/10), uectu (>1/100 no <1/10), HevecTH

(>1/1 000 no <1/100), peaxku (=1/10 000 no <1/1 Q00), muoro peaxu (<1/10 000), ¢
HEM3BECTHa vecToTra (yecTorara He MOXe aa ObjleoleHeHa OT HATMYHKTE NaHHM).

BB BCAKA OT FOPHUTE KATErOpUM HEXENAHNUTE EKapCTBEHU peaxKiu ce u3dpoasar B
HU3XOAAML pea NO OTHOLLEHHE Ha CEPUO3HOCTTA.

Hapywenus na kpvema u aumgpnama cucmema

Miozo vecmu: nonoxunTtenel tTect Ha Kymbe {(Coombs) (suwkre 1. 4.4).

PeOxu: XeMONWTHYHA aHEMMA, JIEBKOTIEHUSA, TPAHYIOLMTONEHUS, TPOMOOUNTONEHMUA.
C weuzgecmna vecmoma: NOTUCKAHE HA KOCTHHA MO3BK, NONIOXKTENHHU TECTOBE3A
aHTUHYKNeapHy auTuTena, LE knetky, peemaTonzeH GhaxkTop.

Hapywienua Ha uMyHHamMa cucmema

Mnozo pedxu: MUOKApAUT, MEPUKAPAUT

C nHeuzgecmua vecmoma: BACKYJIMT, NYO-N0A00eH CHHAPOM, MOBULIEHA TEMITEPATY pa,
CBbp3aHa C NeKapCTBOTO, €03HHOPHIIUA.

Hapviuenus ha eHdokpunnama cucmema
C veuszgecmua wecmoma: XUnepnponakTUHEMUs, THHEKOMACTH, rajlakTopes, aMeHopes.

Hapyvuenus na nepguama cucmema

Muoco pedxu: NApKUHCOHUIBM

C neuzgecmna vecmoma: NIapalivia Ha JuLeTo (apanyia Ha ben), Hapyliena yMCTBEHaA
NEMHOCT, HEBONEBY XOPEOATETHYHM IIBUXKEHU, CHMNTOMHK Ha MO3IBYHO-CHA0OBU HapPy LUEHUS
(BEPOATHO KaToO NMOCASANLA OT XMNOTOHHATA), NCUXUYHY HapyLIEHHA, BKIIOUHTENHO
kotumapu, 0OMkHOBEHO oOpaTHMa feka Ncrxo3a MK Aenpecus, riasobonue, cenanus
(0OMKHOBEHO NpPEXOAHA), aCTeHHR UK cnabocT, 3aMasitHOCT, NapecTe3rny, HaMaJIEHO

nnbuno.

Ceplevunu napyuweus

Mnoeo pedxu.; BAOLIABAHE HA CTEHOKAPAMATA.

C neuzgecmna yecmoma: 3aCTORHA cbpAeyHA HEAOCTATBUHOCT, NPONOHI MPaHa NOBHULUEHA
yyBCTBHTENHOCT Ha DapopeLienTopuTe B SINUS carotis, OpTOCTaTUUHE XHUNOTOHHS
(npernopbuBa C€ HaMallABaHe Ha R03aTa), €4eM, HAALABaHe Ha TErno, CUHycoBa

Opaaukapans.

EnemMbT ¥ HAANaBaHETO Ha TErno OOMKHOBEHO CE NOBMUABAT A00pe Npu NPUNONKEHUE
AUypeTHk. AKO obaue OTOUKUTE NPOrpecHpaT Ny Ce MOABAT NMPU3HALUK Ha Chp
HeJOCTATBYHOCT NEUCHUETO C MeTUNAoNa TpadBsa aa ce crpe,

Pecnupamopnu, 2poOku U MeQUACMUNAINU HADYUIEH US
C neuzgecmua wecmoma: 3anylUBaHe Ha HOCA.




CromauHo-4peeru HapyuieH us

Muozco pedxu: NaHKpeaTur.

C neuzgecmHa yecmoma: KONUT, NOBPbLUIAHE, AMAPUA, CHANAIEHUT, OONE3HEH KK TBMHO
OLIBETEH e3MK, r'ajieHe, 3aneK, HanpexeHune B abaoMuHanHara obiacT, ra3ose B YEpBATa,

CyXoTa B yCTaTa.

Xengmo-ourapHu HapYuweHus
Mroco pedxu: xenarut, 4epHoapoOHa HEKpO3a.
C neuzgecmua yecmoma.: XONecTasa, XbATeHULa, aDHODMHM uepHoapoOHU npodu (Bibicre

T.4.4).

Hapyuwieus Ha Koxcama 4 ROOKONCHAMA MbKAaM
C neuszgecmua wecmoma: TOKCUUHA EIMAEpMantHa HEKPOAKU3a, €K3EMA UK JIMXEHOUAEH

o0pHB.

Hapvuienust Ha MYCKVIO-CREAeMHama CHCMeMa U Ha CheOUHUMEIHAMA MBKAH
( neuzgecmua vecmoma. JIeKa apTpanrus ¢ 1Ny bes NoaAvyBaHEC Ha CTABUTE, MHAJITHA.

Hapyuienua na penpodyxkmugnama cucmema u MaguHama Jiciesd
C weuszsecmua wecmoma: UMNOTEHTHOCT, HAPYILEHHWA B €AKYJTAUHATA.

Hzcaedsanua.
C neuszgecmHa yecmona’ TIOBULUEHU HHBA HA KPbBHATA ypes.

CpoOLiaBaHe Ha N0AQ3UPAHY HEMENaHH peaKunu

CrobuiaBaHeTo Ha MOAO3UPAHM HeXeNaHH peakuuy cnej paipelsasaHe 3a ynorpeda Ha
NEKAPCTBEHHA NIPOAYKT € Ba)KHO. TOBa [103BO/IsIBA Aa MPOABIKHY HAOTIOAEHUETO Ha
CHOTHOLIEHHUETO NTON3a/PUCK 32 NEKAPCTBEHHUA NpoayKT. OT MEAMUMHCKUTE CNEUHANIHCTH
ce M3UCKBA Ja ¢HLOOUIABAT BCAKA MOAO3MPAHA HEXENAaHA peaklMs Ype3 HauMoHanHa
cucTeMa 3a choblwaBaHe B M3nwnHuTenHa areduus no nexkapcreara ya. ,JiamsaH [pyes™ No
8, 1303 Cothus, Ten.: +35 928903417, yebeaiiT: www.bda.bg

4.9 Ilpeno3upaHe

CUMNOTOMH
OcTpa XMNOTOHUSA, TEXKKA CbHINBOCT, cnabocT, Opanukapaus, 3aMasHOCT, 3allek,
HarnpexeHue B ctoMaxa W uaTtyneHuus, Avapus, raaeHe ¥ NOBpbLLUIAHE,

JleyeHue

Bennara cnen npero3MpaHeTo — CTOMalllHa MPOMMBKA, NPOBOKKMPAHO NOBpLUIAHE MOTAT Aa
HaManAT pe3opbunAaTa Ha nekapcTBoTO. Crien KaTo JEKapCTBOTO € Beue pe3opOupaHo —
MH(Y3IHY MOTAT O CTUMYJUPAT SKCKpeuUusTa My ¢ ypuHarta. Tpsabsa na ce cneasr
CbpJIeUHaTa YeCTOTa, KPbBHUAT 00EM, BNEKTPOIUTHUAT OanaHe, CTOMalHO-4peBHaTa,
ObOpevHaTa U MO3buHaTa GyHKUMK. [IpH HEOOXOAMMOCT MOXeE Aa Ce Jaaar
CUMMATOMHMETHUM (HaNpP. a4PEHATIHH),

5. ®APMAKOJIOrM4HU CBONCTBA

5.1 MapmaxoaAMHAMHUYHU CBONCTBA

GapMaKoTepaneBTHYHA IPYNa: aHTUXUIIEPTEHIUBHH, AHTHAAPEHEPTUYHH

LEHTPANHO ASHCTBUE
ATC kon: CO2A BOI




MeTtungorna (1ABOBbPTALLA )}, NEKAPCTBEHOTO BElWECTBO Ha Dopegyt, € aHTUXHUIIEPTEH3UBHO

JIEKapcTBO C LUEHTPaJIHO AeHCTBHE, MexaHU3MbT My Ha JCUCTBHUE HE € HANMBIHO U3ACHEH.

[1pH nmocTbNBaHE B LEHTPAIHATA HEPBHA CUCTEMA TOBA JIEKAPCTBO NPOABsSBA

XMIIOTEH3MBHOTO CH AciCTBUE upe3 ¢BOs akTuBeH metadbonuT (alpha-methyl-noradrenaline)

10 CNEAHNTE XMNOTETHYHU MEXAHU3MHU:!

- ype3 aKTHBHUPAHE Ha HEHTpAAHNUTE HHXUOUpalLM NPecHHANTHUYHY andaz-aApeHEPruyHH
PELIENTOPH, KATO NOHUKABA CUMIIATUKOBHUSA TOHYC,

- Ype3 3aMEeCcTBaHe Ha EHAOreHHUA JOoNaMHUH B JONTAMHHEPIUYHHTE HEPBHK OKOHUAHUS
KaTo 1CEBAOHEBPOTPAHCMHUTED;

- Yype3 NOHMXKABAHE HA 1a3MEHAaTa PEHWHOBA AKTUBHOCT ¥ HAMAJIRBAHE HA NEPUPEPHOTO
CbAOBO ChNPOTHBIIEHKE;

- ype3 UHXxUOMpaHe Ha aona-aexapbokcHnasaTa NOTUCKAa CHHTE3d Ha HOPa4pEHAIHH,
OOTNAMKH, CEPOTOHWH M HAMansBa ThKaHHATA KOHUEHTPALIMA HA HOPAAPEHAIUH Y
aapeHasuH.

MeTuagona HaMa AMpeKTeH eekT BbpXy hyHKUMATA HA MUOKApAA, HE HaMANABa yaapHus
o0eM Ha CbPUETO, HE NPHUMHABE ped/ieKCHA TAXWKAPAHS, He HaMalliBa MIOMEPYHATE
duntpauns, Ox0peuHuns KpbBOTOK M pUATpaLUXOHHATA Qpakuusa. CbpaeyHara YecTora B
HAKOY Clyday € HamaneHa. [ToHMaBa KpLBHOTO HANAraHe B U3NPABEHO U NErHaNo
MNOJIOKEHUE Y PAJIKO NPUYUHABA OPTOCTATHYHA XUIIOTOHHKA.

5.2 ®MapMaKOKHHETHYHH CBOWCTBA

Abcopbuns
Abcopbuusta Ha METUIIONA OT CTOMALLHO-YPEBHUSA TPAKT Bapupa, HO € OKOJIO
50%.

PasnpeaenexHmne

CBBP3BaHETO € MAA3MEHUTE NTPOTEUHHU € HE3HAYUTANHO (110-Manko ot 20%).
MakCHMANHUAT aHTUXUINIEPTEH3INBEH €(heKT HACTENBA 4-0 Haca cnen nepopaneH npuem u
npoasnxaea 12-24 yaca.

[Tpn noBTApsLLHK CE TIPUEMH MAKCHMaNHUAT aHTUXUINIEPTEHIUBEH e(EKT ce nocTura cnel 2-
3 nuu. I'lpy npexkpaTasaHe HA J84YEHUETO KPbBHOTO HaARTAHE 10CTUra NIPEIUILHUTE CH
CTORHOCTH 3a 1-2 AHYN.

buoTpaHchopmanus
MeTunaona ce Meraboauinpa, Haii-peue B uepHus Apo0. HerosuaT aktureH MeTabonuT,
alpha-methyl-noradrenaline ce HaMMpa B UEHTpaNBUTE agpeHEepruuHU HEBPOHU. TTo3HaTu

ca ollle MHOrQ ApYyry MeTaboNuTH, KOUTO Ce eKCKpeTUpaT C ypyHaTa.

EnymMuHupare

[Mpubnusurento 70% ce eKCKpeTHUPAT C yPUHATA KATO METHIIAOMNA MK KaTo cyndaTHa
COJ, OCTAHANOTO KOMUUYECTBO — upe3 deleca HenpoMeHeHo. [pu Hopmanna 6b0peuHa
(hyHKLHS BPEMETO HA NONYXHBOT € 1,7 yaca. AKTUBHUAT MeTabOJIMT ce eKCKpeTHpa

HAMTBLAHO OT TAJICTO cien 36 4aca.

MeTunaona rnojaniexu Ha aManu3za. [Ipy rakasa, Tpaeiua 6 yaca, 60% or pezopbupaHoTo
KOJIMYECTBO MOXE J1a C& OCTPAHM OT LIMPKYJaLusTa, a npy Tpaewa 20-30 vaca — owe 22-
39%.

MeTunaona npeMuHaBa nnalenTapHara Hapuepa u ce eKCKpeTupa B KbpMara.

Creyuannu nonyaayuu

btOpeuHO yBpexaaHe




[Tpu 6b6peuHa HEOOCTaTLYHOCT ENUMUHUPAHETO HA METHIAONA ce 3a0aBs B 3aBUCHMOCT OT

creneHta Ha ObOpeuHoTO yBpexaare. Ilpn Texko 6u0peuno yspexaane (6e3 aAnanusa)
eNUMHUHALMOHHUS NONYKWBOT Ha MeTHiaona e 10 NbTH no-abasr (BUX WO T, 4.2).

5.3 TpeakAHUHHUYHH JaHHU 34 De30omacnocT

[Tpy npoyUBaHMA Ha XMBOTHH HE Ca HAMEPEHH JOKA3aTe/ICTBA 3a KAHLEPOTreHEH EPEKT Ha
METHUNAONA, JaBaH B MPOXbIIKEHUE HA 2 TOAMHU. PEnpoayKTUBHATA PYHKLUHS CBILO HE €
Ouna 3acersara. He e HamepeHa MyTareHHOCT NpUW TECTa HA Ames U He € YCTAHOBEHO
YBE/IMYEHHUE HA 4ECTOTATA HA XPOMO3OMHUTE adepaLimy.

6. ODAPMAUEBTUYHU JAHHH
6.1 CIuCBK HA NOMOLIHHUTE BelecTBAa
Erunuenynosa

Marde3ueB creapar

[lapeBHUHO HHILECTE

CTeapHHOBA KHCE/MHA

HaTpueB HMILECTEH IMUKOoNaT
Tank

6.2 HechBMecTHMOCTH

He ca ussecTHu.

6.3 Cpok Ha rogHoOCT

3 roanHu

6.4 CneuuanHu ycJI0BUA HA ChXPAHEHHE

Ila ce cbxpaHsBa nox 25°C.

6.5 Bua 1 cbabpKaHHe HA ONAKOBKATA

OnakoBska

byTunka oT kaABO CTBKJIO, CbC 33LUMTEHA CPELLY OTBAPRHE NOJIUETHUNAEHOBA Kanauka U C
MOMUETU/IEHOB aMOPTHCLOP.

30 unu 50 TabneTku ca nocTapeHU B OyTUNKA. T € NOCTageHa B KAPTOHEHA KYTHUS 3a€IHO ¢
NUCTOBKATA 33 MalMUeHTa.

6.6 Cneunajinu npeanasHy MepKu NPy UixssLpasHe u padora

Hama cneunanBy U3nUCKBaHUA.

Bceky HeM3anoniBaH npoayKT WK OTIHaAbYHA MATEPHATY OT Hero TpAOBa A C€ U3XBbPIIAT

B CLOTBETCTBUE C MECTHUTE UBUCKBAHHA,
Pexxum Ha otnyckane: [1o nekapcko npeanucaHue.

7. TNMPUTEXATEJI HA PABPELLIEHUETO 3A YINIOTPEBA

Egis Pharmaceuticals PL.C
| 106 Budapest, Keresztiri ut 30-38,
YHrapus




8. HOMEP(A) HA PAZPELUEHHUETO 3A YIIOTPEBA

HMonerut 250 mg tabnetku: Per. No: 70 0504/ 17.10.1997 r.

9. HAATA HA IMTbPBO PA3ZPEIUABAHE/TTIOAHOBABAHE HA
PAZPELUEHUWETO 3A YIIOTPEBA

JlaTa Ha MbpBO pa3peiueHye 3a ynorpeda: 12 anpun 1968 r.
JlaTa Ha nocneaHo noaHoBaeaHe: 11 Hoemepu 2008 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

Cenrtemspu, 2024 r.




