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1. HNME HA JIEKAPCTBEHIEH TTPOAYKT T e

gc/ﬁrﬁ B p- SO
Jlanuron 0,1 mg TabaeTku i
Lanitop 0,1 mg tablets e 0 7 -02- 2072
2. KAYECTBEH H KOIMYECTBEH CBhCTAB

AKTHBHO BEIIECTBO: METHMIUTOKCHH (metildigoxin)

Bceaxka Tabnerka csaspxa 0,1 mg metunaurokcux ¥2 (CH3COCH3).
HOMOHJ,HO BEHICCTBO C HIBECTHO ,ueﬁc*rnne: JIAKTO3a MOHOXH/IpAT
3a OBIHEA COIHCEK Ha TOMOIMHMTE BELIECTRA BHKTE TOuKa 6.1,

3. JIEKAPCTBEHA ®0OPMA

Tabnerka

4, KJIHHMYHHW JAHHH
4.1 TepaneBTHUEH NOKAIANES

Lanitop e noka3aH Npy ChpaeYHa HEAOCTATHYHOCT, NPEACHPAHO MEXACHE/ QUOpHIaLUH 1
[ApOKCH3MANHA TIPe/IChpP/IHA TAXHKAPIHA.

4.2 Jlo3npoBKa R HAYHH HA NPHIOKEeHHe

HOSEQOBK&

HPCHOP'L‘IBEHHTC BO3H Ca Ccp€aHHA CTOﬁHOCTH, KOWTO MOrar ja ObJaT 3HAYHTEIHO [IpOMCHEHH B
3aBHCHMOCT OT HHOHBHAYATHATA YYBCTEHTCITHOCT HIITH HYKh4 HA NalHCHTA.

Bup3o murdTanmzdpane (Hanp. ocTpa chpaeuHa HeaoctarkuHoct): 0,6 mg AHeBHO (2 TAbneTKH TpH
IIBTH JHEBHO) B IpoOBDKEHNE Ba 2 (-4) oHH.

VMepeno 6pp30 quratanMsupane: 0,3 mg nxesno (1 Tabnetka 3 meTH AHEBHO) B NPONBIDKEHHE Ha 3
JHH.
B cry9aii Ha OBALIEHA METHIUTHIOKCHHOBH Hyxm: 0,4 mg AxeBHO (2 TabneTkH 1Ba ITETH JHEBHO) B

MIPOALKEHHE HA 3 fAHA.
baeno JAUTHTATH3HPAaHE: JIEYEHHETO MOKE Aa 3aloYHe ¢ moAaspKaIna A034a.

Topaspxaina go3a;

Cpezanarta noagspxama ao3a ¢ 0,15 mg mHeBHO (1% TabneTku AHEBHO).

B ciy4ait Ha MOBHINCHH MCTHIAMIOKCMHOBH HY»KIH (Hanp. MaUMeHTH ¢ NpeichpaHa pubphnaips,
xuriepTHpeonauseM) - 0,2 - 0,3 mg (2-3 Tabnerxu IHEBHO).

B ciyyaii Ha MOHWKEHH METWIAMIOKCHHOBH HYXIH (HAIIP. HHCKO TENIECHO TErNIo, XHIOTHPEOUIM3bM)

- 0,05 - 0,1 mg nuesno (-1 Tabnerka NHEBHO).

Heouampuuna nonyaayus
JlaruranazupadeTo TpaOeEa ga 6bAe HHAHBHIYATHO.




Tayuennu ¢ cmapuecka gv3pacm -

I1pn naiienty B cTapuecka Bb3pact (Hax 65 roquHi) gozata Tpadsa Aa Objae HaMaleHa B CbOTBETCTBHE
c OsOpeyHaTa dyHKUHA.

HamaneHaTta 610peyHa ¢yHKLMA MPH NAUHEHTH B CTapyecKa BB3pacT He BHHATH Ce H3passiBa B IO-
BUCOKY KOHLIEHTPAITHH HAa CEPYMHMs KpeaTHHHH, TIOpaAl HaMalleHaTa MpoXyKiiMA Ha KPEaTHHYH B TA3H
Bb3pacToBa rpyma. Ero 3amo ¢ BakHO BHMHATH Ja CC¢ H3NOM3BAT HM2YMCICHHTC CTOHHOCTH Ha
KPEaTHHHHOB KITHPLHC, 32 1a MOKE TOYHO J1a Ce OLIpe/eNTH ChCTOSHHETO Ha OB0peunaTa QyHKiws.

Bvbpeuna nedocmamuvynocm
Josure npH naipenTH ¢ 6p6peyna HefOCTATBYHOCT c¢ KOPHrHpar cnoper 6u6pednara ¢gyHKums.

Cxema Ba JIO3UpaHe:

CepyMeH KpeaTHHHH KPEATHHHHOB KJIHPBHC /103K

o 1,2 mg/100 m1 (106 pmol/) > 70 ml/min ITBJIHA J03a

a0 2,0 mg/100 ml (176 pmol /1) > 45 ml/min 1/2 ot obuyalinaTa no3a

no 3,0 mg/100 ml (264 pmol /1) > 30 ml/min 1/3 ot oGuuaiinara no3a

> 3,0 mg/100 ml (264 pmol /1) < 30 ml/min 1/4 ot obnyaiinaTa no3a
O0ma Genexka:

Tpaba Aa ce UMa NpeApHI, Ye KPEATHHHHOBHAT KIMPLHC € HO-HANCHKACH NapaMeTnp OT CepyMHUA
KpeaTHHHH (0COOEHO NPH NAUMEHTH B CTapP4ecKa BE3pacT). KpeaTHHHHOBHAT KIHPBHC Moxke Ja Onae
H34HcneH 4pe3 clieqHoTo ypaeHenue (ypaBHeHHe Ha Cockroft u Gault), koeTo e BanMaHO caMo TIpH
BB3PACTHH:

(140 - Bp3pacT [roaunH] x terno [kg)
Mmxe: Cl, [ml/min] =

72 x C_ [mg/dI)

Cl,, = KpeaTHHHHOB KJHPBHC
C_ = cepyMeH KpeaTHHHH

3a xxeHu cTOHHOCTTA ce HaMansea Ha 85% oT onpeneneHara mo ropHarta gopMyia,

Hauun Ha IpHnoXkeHHE

TabnerkuTe cneapa Aa ce MPHEMAT NEPOPATHO, HECALBKAHH, ¢ MAJIKO TSYHOCT, 34 NPEANOUMTEHE Cle]
XpaHeHe.

[Ipogs/DKHTEIHOCT Ha JIe9CHHETO

O6ukHOBEHO NedeHHeTo ¢ Lanitop e mpoib/BKUTENTHO.

4.3 IIporHBOomOKAZAHHH

CBPBXIYBCTBHTETHOCT KbM SKTHBHOTO BEIECTBO WITH KbM HAKOE OT IIOMOIHHTE BELIECTBA, H30PoeRH
B Touka 6.1.

MeTHnaurokcun He TpAGRa [a ce Mpunara npH UHTOKCMKAUMA C APYTH CHPAEYHM TIHKOWIM,

XMIepKATHEMHS, XHTIOKATHEMH, XHIIepTPOodHUHa OOCTPYKTHBHA KapAHOMHONATHA, HAD

aHEeBPHM3MA HA TOPAKa/lHATa a0pTa, CHHAPOM Ha KapOTHIHMSA CHHYC, CHHIPOM Ha
White.

4.4 Cpensannu npeayopexaenus H NPeANAINA MEPKH UpA ynoTpeba




IlanueHTH B cTapuecka BL3PACT MITH C XHITOKCHSA, KAKTO H € OCThP MHOKapAeH UH(aPKT HAH MHOKAPUT
H MALMEHTHTE ¢ WIKATHO-KMCENMHHO W EJIEKTPOJIMTHO Hapyluenwe Tpsabka Ja nomydasat Lanitop B
HaMal€HH J03H H Aa ce NpociaeafaBaT BHHMATEIHO, MOpajH NOBHINCHATa YYBCTBHTC/IHOCT KBEM
CHPJAEHHH ITHKO3H/IH.

Hali-qecTo JMrHTIHCOBaTA HHTOKCHKAIMSA € B pe3ynTaT Ha OGOPeYHO YBPEXKIAHE M XHUIOKAIHCMUIL.
TMepuoauuno TpsORa 1a ce U3CREABAT CEPYMHMTE €eKTpoNuTH 1 ObOpednaTa PpyHxLMA H a ce u3bsarea
Pa3BHTHETO HA SNEKTPONHTEH AucOanaHc.

[Ipu mauweHTH ¢ OBOpeYHO YBpeKaaHe 103aTa Ha TAMKO3HOMTEe TpAOBa Na 6bAe KOPHIHpaHa Criopen
6p0peunns xnupsHe (BX. JJ03HpOBKa H HAYMH Ha MPHACKEHHE).

[Ipn DallMEeHTH ¢ XHIIOTHPEOMZMIBLM [032Ta HAa METWINMIOKCHH TpsOBa na Ovje Hamanena, Tpu
MALHEHTH C XMIMEPTHPEOWAH3BM MOXKE Ja CE HAMOXKK YBENHYABAHE Ha J03ara B 3aBHCAMOCT OT
CEpYMHHTE XOPMOHAITHH HHBA.

XunepkanifeM#s OT KAKBETO H Jd € NPOM3X0A e Ipefpasmonaranl (axrop 3a AMTHTATHCOBA
TokcH4HOCT. [lopaa ToBa, NpHIAraseTo Ha Kajlii, 0co00eHO MHTPaBeHO3HO, TpAGBa Ja ce u3bsrea no
BpeMe Ha JICYEHHE C METHIIUTOKCHH.

Crienanio BHHMaHHe € HeoOX0MMO MpPH NalMeHTH ¢ GpagukapaHa apuTMHS, GenonpobHo cHpue H
TIpeAH KapaHOBEP3HA.

Koraro Lanitop ce npwiara B KoMOMHAlMA C MeJUUHMHCKH BBIVICH, XOIECTHPAMMH, KOIECTHHNOIN,
AHTHALUMAH HITH KaQIHH-NEeKTHH, JBETe JIeKapcTBa TpAOBa Ja ce IPHEMAT Npe3 He IMO-MAIKO OT ABa Jaca.

TanHeHTH ¢ penxH HacNeACTBEHH NpolfrieMH Ha HETIOHOCHMOCT KbM FAIaKTo3a, TbJeH JIaKTa3eH
neQUUMHT HIH [IKOKO30-TanlakTo3Ha Manabcopbiis He TpAGBa 1a npHeMaT TOBA JICKAPCTRO.

4.5 BiammoaelcTBHe ¢ APYTH JieKAPCTBEHH NPOAYKTH H APYTH GOPMH HA B3AEMOICHCTBAE

CHITETCTBALNOTO JIeYEeHHe ChC CICAHHTE JIEKAPCTBA MOJXKE 113 IOBEJE JIO 3aCHNIBAlE HA JSHCTBHETO Ha
METHIIZIMTOKCHH!

kanupii (ocobeHo NpH HHTPABEHOZHO MPIIOKEHHE), AWYPETHLIH, TAKCATHBH (TpeKanieHa ymorpeba),
HeHHLUTHH, aMpoTepHuIHH B, kapOeHokconcH, rmokokopTHrouaH, ACTH, canMupnarH, Kanquesure
aHTaroOHHCTH  (BEpallAMWIAMIITHA3EM), XHHHAWH, AaMHOJApOH, TIpona(eHOH,  KaITONpHI,
CIMPOHONAKTOH, QJIEKAWHW], HTPAKOHA30]1, TETPAHKIHHM, ePHTPOMHIIAH, pe3epiHH, beta-6nokepH,
CYKCAMCTOHHEB XITOpHH, TPUIMKIHYHHA AaHTHACOPECaHTH, CHMIIATUKOMHMETHYHH JICKApCTEA,
ochonuecTepasan HAXHOKTOPH (Hanp. TeodHTHH).

ChIBTCTRALIOTO JICHEHHE CHC CIIGIHHTE JIEKAPCTRA MOKe J1a IoBeae 0 oTciabbae Ha NEHCTBUETO Ha
METHJIHTOKCHH:

Kanuepy HOHHU, KaTHH-ChXpaHABaIIH JUYPETULH, GeHUTOHH. CNHPOHONAKTOH MOXeE 13 NpeAu3BHKa
¢danuuBo MOBHIIEHH JHIOKCHHOBH HHBA OpPH ONpEACNSHe ¢ PafHOHMYHEH METOA H Jia HaMaH
OBLOpeYHHA AHrOKCHHOB KITHPBHC, TaKa Y€ JHIOKCHHOBHTE CEPYMHH KOHUEHTpanuH TpsOBa ma 6baar
HHTCPOPETHPAHH €AHHCTBEHO BB B3aHMOBPE3Ka ¢ KITHHHYHATA KapTHHA.

Bw3amoxHo € ket kKaHTapuoH (Hypericum perforatum) na B3anMozeiicTea ¢ MEXaHH3MA Ha TPAHCIIOPT
npes YpeBHATa CTeHa W/HIN 3 HHOYLHpa YepHoApoOHua MetabonuTeH eH3HM CYP3A.

4.6 PepTHIHTET, GpeMeHHOCT H KLPMEHe

BpeMeHHOCT
He ca HaGmonaeaHd TepaToreHHd edexTd. MeTUNIMIOKCHH TIpEMEHABA B KPHBOOOpALIEHHETO Ha

nnoxa npu 6pemensH. Lanitop Tabnerku Tpsa6Ba Ja ce W3MON3BAT N0 BpeMe Ha GpEMEHHOCT, CaMo aKo
CHAKBAHHAT cd)e!cr OIpaBAaBa NOTCHIHANHHA PHCK 324 IIIOAa.

Krpmene
MeTHNIHIOKCHH TIpeMHHABA B Kbpmara npu 4oeexka. Hama abcomorHH

NPHIOXKCHHE [IPH Maﬁl{lfl, KOHTO KBEPMAT, HO TPSESBH. PENORHO fa Ce mpocicaisa
KbpMa4icTarTa.




deprunurer
Hawma nannu 3a epTHaHTETA.

4.7 EdjexTn BEBpXY cnocofHOCTTA 32 INodgHApaHe H padoTa ¢ MAIIHHH
Hsma navuu 3a edexrare Ha Lanitop npu wodmpane unu paborta ¢ MaIIHHH.
4.8 Hexenann J¢KapCTBEHH PeaAKIHH

HMa crobIueHus 3a ClIeTHATE HeXeJIaHH PeaKIHH:

ChpAcHHO-CHACRA CHCTEMA: aDHTMHH (NPEeAUMHO BEHTPHKYAAPHH, NPEAXOMAALH HOPMATHHS PHTBM
CHKpallleHHA, kKaMepHa TaXHKapaHs, Opanukapausi, AV 6110k).

CroMauiHo-YpeBeH TPAKT: YeCTO 3aryba Ha a[leTHT, KOPEMHH CHMIITOMH (Hamp. raneHe, NoBpbUlaHe),
PAIKO AMAPHUSA; B H30JHMPAHH CTYYaH Me3eHTepHAIEH MH(APKT. '

IlenTpania HepepHa cHCTeMa: psaKo Taeobonre, yMopa, be3chbHEe, NICHXHYHH NMPOMEHH, Aenpecus,
XAMOLMHALMH H NICHXO3H; 3PHTENHH HApYIIeHHA (Hanp. BIDKAAHE B XKBITO).

Jpyru: pAaKo rHHEKOMACTHA; PAAKO AIEPrHYHH PEAKIHH KaTO €PHTEM, AYMyC ePUTEMATOASC H JIYILYC
epHTEMaToeC-TI0Z00EH CHHIPOM; PANKO TPOMOOLIMTONEHHS.

Hpenoaﬂpanem Ha MCTWIOHIOKCHH MOMKE Ja YCHIH HEMKCAaHH JICKAPCTBCHH DEaKnHH, TCXKKATa
HHTOKCHEKAIIHA MOXKe 03 NMPHYIHHH XKHBOTO3acTpalllaBaliy ChpACHHH apHTMHH.

Crobiapane Ha MOAO3HPAHH HEMKENAHH DEaKIIHH

CrolmasaneTo Ha NOJO3MPAHH HEXENAHH PEAKIHU CIiel paspeluaBane 3a ynotpeba Ha NeKapCTBCHHS
NPOAYKT € BakHo. TOBA 03BOJISEA 13 NPOABIKH HAGIONEHMETO HA CHOTHOLIEHHETO M0713a/PHCK 32
JIeKAPCTBEHUS MPOAYKT. OT MEAHIIMHCKHTE CTICHHANHCTH CE€ H3HCKBA 14 CHLODIABAT BCAKA
TIOZI03HPAHA HEXKENaHa peaKLHA 9pe3 HALIMOHAIIHATA CHCTEMA 3a chollnaBaHe:

WsmenHuTeNnHa areHuys 10 JlekapeTeara
ya. Jlamsn [pyes” Ne 8

1303 Codms

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9 Ilpexosmpane

TepanepTuyHmuaT nuanasoH Ha Lanitop e mampk. TepameBTudHHTe cepyMHu HHMBa Ha Lanitop ca B
muanaszona 0,5 po 2,0 ng/ml, kato Hag Ta3u CTOHHOCT NMPH3HALIUTE H CHMITTOMHTE HA TOKCHYHOCT €&
MO-YECTO CPEeLIaHH.

Cumnmomu Ha URMOKCURAYUS

CHMITTOMHTE HA HHTOKCHKALIHA BKJIIOYBAT CTOMALIHO-UPEBHH, CHPACHHH MPOABH H NPOABH OT CTpaHa
HA OEHTPAIHATA HEPBHA CHCTEMA.

ChbpaeyHHTe CHMITOMH HA MHTOKCHKALIHS €3 HAi-TeXKHM H JKHBOTO3AaCTPAIUABAINK M BKIIOYBAT
MYNTHGOPMEHH, NPEAXOKAAIIH HOPMATHATA KAMEPHA KOHTPAKLA MHOKapAHH CHKPAlleHHs, KAMEPHO
MEBXIeHe W (uOpumauuy, acucTonnd. TekecTra HA WHTOKCHKAITMATA 3aBHCH OT KONHYECTBOTO
NIOrBJIHAT FHKO3H], KAKTO H OT eKCTPABa3aHATA H RETPEKIETEYHA KATHEBa KOHUESHTPALKA.

Jlevenue na unmoxcuxayusma
HezabapHO cToMalmHA NPOMHMBKA, akO NMPHEMBT € CTaHAN B MpeaXoXpamure 4 va
npenoprysa npunarasero Ha arpormH (0,5 - 1,0 mg, wuTpaseHo3Ho WK MIOKOXHO)
nalMeHTH ¢ Gpanukapani. BEB BCHYKH OCTaHaNMM CIydad NMALMEHTHTE TPAOBa Aa Momy/
BBIJICH.
Antupor: Paspaboren e aHTHTAnO-mUrokcHAOR (parmedT (Fab) 3a sevenHe Ha K
JKMBOTO3aCTpallaBala AUTHTAIMCOBA HHTOKCHKALIAA C TEXKA ChpeyHa apHTMHA 1
clieq ONHTH 33 caMOyOHHCTBO HIIH MHIMACHTHO NpEAO3HpaHe.




I[HFHT&"[HCOBHHT AHTHTOKCHH CBBLP3BA JIHFOKCHH, AHTOKCHHOBH [POH3BOOHH H AHUTHTOKCHH B
HEAKTHBHH AHTHTAJIO-TIHKO3H] KOMIUICKCH, C KOSTO HaMallsBa ed)el(‘rme Ha HHTOKCHKAIHATA.

He TpﬂﬁBa Ad CC H3BBPIIBAT QJopcupaHa AHype3a, XeMOAHAIH3A H IICPHTOHCANHA JAHaH3a, TBLH KaTo ca
HCe(l)eKTHBHH 3a OTCTPAHABAHE HA JJHTHTATHCOBHTE TTAKO3HAH.

CHMNTOMATHYHO NEUeHUE

AKO MMa JaHHM 34 XHOOKATHeMHs, T TpsOBa Ja ce kopurdpa c¢ jofapsne na xammid. Kamuii e
TIPOTHBONOKA3aH IIPH NAlHEHTH ChC ChpedeH Ook.

B cly4aM Ha rolMO TpelO3MpaHe, B HAYAJIOTO MOXE 12 HMa XHnepkanmuemus. Ta TpaOsa na 6bae
KOPHTHpPaHa ¢ NHTPABEHO3HAa WH(PY3ud Ha rmoko3Hd pasteopH, (0,5 - 1,0 mg, MHTpaBeHOIHO HIH
HOAKOXKHO), CHABPHKALIK HHCYIIHH.

3a xopeKkiMA Ha apyUIMHA:

®@enuronH 125 - 250 mg kaTto 6aBHa HHTpaBeHO3HA MIDKEKLHS, NOCIE]BAHA OT MEPOPATHO JIEHEeHHE
un¥ nepokauH 56 - 100 mg non ¢opmara Ha GaBHa HMHTPABEHO3HA HEXKEKLMA, NOC/e/BaHa OT
HHTpaBeHO3Ha WHPpY3HA (2 - 4 mg/min).

AKO OIHCAHHUTE JO TYK MepKM ce OKakar HeeeKTHBHH, TpAOBa Ja ce NpeLeHH H3BBPIIBAHETO Ha
KapAHOBEP3HA.

3a kopekumua Ha Opagukapaus (mync mox 60 yaapa/MHHyTa):

AtponnH 0,5 mg MHTPaBEHO3HO, TIPH HyXK[a ce [OBTapdA; ako Hama edekT, MOXe Aa e NOCTaBH
(BpeMeHHO) neHcCMeHKED.

BcuukH TepaneBTHYHH MepKH TpabBa fa ce npoeexaat noa EKE xoHTpon.

S. PAPMAKOJOIHYHHA CBOMCTBA

5.1 dapMakoNRHAMHAYHH CBOHCTBA

dapmakorepanesTHuHa rpyna: Crpaeven riukozun, ATC xon: CO1AA08

MeTHNANIOKCHH, KakTC M OCTAHAJIHTE JHTHTAIIHCOBH TMIOKO3WAHM, HMa CJCIHHTE e(lJCKTH BEBEPXY
MHOKapaa:

VEeJH4aBa CHIATAa H CKOPOCTTa HA MHOKAPAHOTO CLKPAIHCHHE.

[MonoAATENTHOTO HHOTPONHO JEHCTEHE € B TACHA BPBh3Ka ¢ KATHEBHA TOK: JHMHTANHCOBHTE rmn{oswm
YBENMYAaBaT KOHUEHTPALMSATA Ha BBTPEKNETBYHHA CcBOOOJEH KW W ¢ ToBa noaoGpsasar
KOHTPAKTHAHOCTTA. TOBa BOAM 70 MOBHINEH ChpAcYeH AcOMT, NoAoOpeHa UHMPKydalus BbE BCHYKH
OprdHH, HAMANEHUE Ha BEHO3HHA 3aCTOH H OTOK, M MoA00psaBaHe Ha JUype3arta.

HamanspaHe Ha chpZeHHATA 9€CTOTA
OTpHOAaTeNHUAT XPOHOTpoIeH ¢(eKT € pe3ynTaT oT 3a0aBiHe Ha CHHYCOBATA YECTOTA.

3abaBeHa CKOpPOCT Ha POBOHMOCTTA
HaMmanenara cKOpOCT Ha aTPHOBEHTPHKYIIApHA MPOBOAMMOCT o0dAcHABa 3a0aBeHATa BEHTPHKYyJapHA
YecTOTa HpH ynoTpeda Ha AUTHTAMKCOBH TIHKO3HAM B CIyYaH HA CYNPABEHTPHKY/APDHA TAXHKAPAHA.

YBenuyeHa BEHTPHKyIapHa BE30Y TUMOCT
Tozu edexr ce Habmonasa NpeAMMHO NPH MOBHINABAHEC HUBATA HA CEPYMHHUTE TIHK
CTaHe NPUYMMHA 32 MOABAa Ha MYNTHQOPMEHH, TIPEIXONAAMH HOPMAJHOTO Chb
KOHTPaKLHH.

5.2 dapMakoKNHETHYHH CBOHCTBA

Pasnpenenenue



Kakto v ocrananure JAUTHTAITHCOBH TIHUKO3HAH, METHAAMI'OKCHH JIeCHO JIPOHHKEBA B kneTkute. Tora
HAMAa OTHOIIEHUE KbM HETOBHTE (papMaKOAHHAMHYHH CBOHCTEA, ThH KaTO MNIHKO3HIHHTE PELEIITOPH ca
PA3NONOKEHH BhPXY KIEThUHATA NOBBPXHOCT. CHIICBPEMEHHO, YecToTaTa Ha obparHa audysus B
SKCTPALCTYIapHOTO TIPOCTPAHCTBO HaCcTMMHO OINpedeis CKOpPOCTTa Ha EIMMHHHpaHE W OTTYK -
[MpOOBIDKHTCTHOCTTA HA JIBFICTBHC Ha JICKapCTECHHA HpOI[YKT.

ObGembT Ha pasnpenenenne noctura 920 1. [Tpubnwanrenno 20-30% oT METHIIHIOKCHH C€ CBBP3RA ChC
CEPYMHHTE NMPOTEHHH.

Metabonussm

MeTHIAMrOKCHH YacTHYHO Ce AeMeTWIHpa A0 JIHWIOKCHH B YepHHS Apod; HENPOMEHCHHST
METWIJUIOKCHH H JUIOKCHH MoOrat aa OBAaT OTKpHTH ¢IHOBPEMCHHO B CepyMa M B YpWHaTa.
YacTHYHOTO AEMETHNHMpPaHE HA METHIIMIOKCHH [0 JUIOKCHH HAMA MPaKTHYECKH TOCNeJCTBHA, THH
KaTO ¥ /IBaTa IITHKO3HA ¢ €IHAKBO KapIHOAaKTHBHH.

Hznnusane

MeTHnIHroKCHH ce H3TBUBA OCHOBHO Tipe3 GuOpenure (okono 60%). JIHesHata 3aryba e okono 20%
0T OOLIOTO KONMMECTBO JIEKAPCTBO B OPraHM3Ma. MeTHIIMIrOKCHH HMa BpPEME Ha [IOIYXMBOT
npubmH3KATENHO 48 Yaca, KATO cpelHATA NPONRDKHTENHOCT Ha leficTBye € 6 AHH.

H3anbsuBaHeTo HA METHNIHIOKCHH € 3a6aBeHO IIPH NalMeHTH ¢ YBpeaeHa 6u6peuna yHkuus.

BHOHATHIHOCT
Abconornara OHOHATMYHOCT HA METHJIJHNOKCHH TabneTkH e nourn 1060%.

5.3 IIpeaxTHAHYHA AAAHH 32 §e30MACHOCT

a) OcTpa TOKCHYHOCT
Bmxre Touka 4.9 “Ilpegosupane™.

6) XpoHHYHA TOKCHYHOCT
TMopanu 3Ha4HTENHHTE BHIOBH pasIHyMA BLE (apMaKkoKHHeTHYHHAA Npodl (pasnpeneneHue B
TBKAHHTE, MaTaboJIH3aM), OTHACAHETO HA JAHHUTE 3a TOKCHYHOCT OT H3CICABAHHATA [IPH XKHBOTHH
BBPXY XOpa HAMA 3Ha9uMocT. [Ipu XpoHHYHO NpHNOKEeHHE Ca HAJIMLIE CHUIMTE HEKeTaHH
CHPAEYHH M He3aCATAIIM CHPACYHATA CHCTEMA HEKENAHH e()eKTH, KakTo NPH Xopa (Bsk. To4ka 4.8
"HesxenanH JIeKapCTBCHH PeaKIMH™).

B} MyTtareHeH noTeHIHan

MeTunaHrokcHH He € oKa3an MyTareHeH MOTeHUMAN TIPH TeCTa Ha Ames.

r) TyMmoporeHeH noreHupan
IMpoy4BaHuaTA IPH MHINKH He ¢a MOKa3allH JaHHH 332 TYMOPOTE€HEH NOTSHIHA Ha
METHJIIUTOKCHH.

1) PempoaykTHBHA TOKCHYHOCT
IIpoyuBanusATa ¢ METIWIIHTOKCHH TPH TUTEXOBE H 33iIIH He ca MoKa3alH NMPH3HAIIM Ha TepaToreHeH

TIOTEHLHATT.
He e m3pecTHO AaNn METWIHINOKCHH NMOBIHARA QepTIIHTETA.

6. PAPMAITEBTHYHHA JAHHH

6.1 CoEcbk Ha NOMOIIHATE BEIIECTBA
Beska TabneTka chABpXKA CIACAHUTE MOMOIIHH BEIECTRA:

JlakTo3a MOHOXHApAT 60,600 mg




Ionueunon K 30 0,200 mg

Hartpuer nMmecten rnukonar (tum A) 3,000 mg
Henynoza MHKpOKpHCTaNHa 10,000 mg
Marsesues creapat 0,300 mg

Cunuimes THOKCHN, KonomaeH 6ezponen 0,800 mg

6.2 HecLBMECTHMOCTH

Henpuno:xkumo.

6.3 Cpox Ha rogaocr

5 romunn

6.4 CpenHajHH YCIOBHS HAa ChXpaHeHHE

Ha ce cexpansapa non 25°C.

Ja ce cbXpaHABa B OPHIHHAJIHATA ONAKOBKA 38 Ja c€ [PeAna3H OT CRETIIHHA M BlIara.
6.5 BaaH cBALpXINHE HA ONAKOBKATA

Bmucrep (PVC/Al). Onakopkara csappia 30 Tabmerku.

6.6 CrennajJnH Opexnasdl MEPKH NPH H3IXBLPJIARE <H padora>

Hama cermHanay H3HCKBAHKUA.

7. TIPATEXATEJ HA PAZPEINIEHUETO 3A YOHOTPEBA

Esteve Pharmaceuticals GmbH, Hohenzollerndamm 150-151, 14199 Berlin, I'epmanus

Ten.: +49 30 338427-0
uMeH: info.germany(@esteve.com

8. HOMEP(A) HA PABPENIEHHETO 3A YITOTPEBA

20020041

9. JATA HA IBPBO PA3ZPEMMABAHE/MOAHOBABAHE HA PASPEHIEHUETO 3A
YIOOTPEBA

08/01/2002 / 06/08/2012

10. JATA HA AKTYATHIAPAHE HA TEKCTA

aexemppu 2021 r




