JIUCTOBKA
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Metungurokcun (Metildigoxin)

IIpoyeTeTe BHAMATEIHO IAJIATA JACTOBKA, NPEAH A4 3AN0YHETE A2 IPHEMATE TOBA
JNEKAPCTBO, Thil KATO TH CHABLPAA BAXKHA 32 Bac uEpopManms.

- 3anazere Ta3d INCTOBKA. MOXKe Ja ¢€ HAJIOKM 1a 4 IIPOYETETE OTHOBO

- AKO HMAaTe HIKaKBH JOITLIHATEHH BBIPOCH, TIONMHTakTe Bamina nexkap uan
¢hapMaLCBT.

- ToBa sekapcTBO € NPeANHCcaHO EAHHCTBEHO B JIHYHO Ha Bac. He ro npeorcroneafiTe Ha
opyrd xopa. To Moxe Ja UM HaBpPEOH, HE3ABUCHMO Y€ IPH3HALIMTE HA TAXHOTO
3aboJaBaHe ca ChIOHTEe KaTo Bammure.

- AKO IIOJIYIHTe HAKAKBH HEKETIaHH JICKAPCTBEHH peakUHH, yBeaoMmere Bamwua nekap
wH papmaneeT. ToBa BKMOYBA H BCHUKH PE3MOKHH HEKE/IAHH PEaKIlHH, HEOTTHCAHM B
Ta3H JUCTOBKA.

Kakso cbABLPAKA TA3H JHCTOBKA:

. KakBo npeacraejisea JIAHUTOI H 32 KaKBO C& H3MOJI3BA

. Kakso TpabBa ga 3Haere npenu ga npHeMere Jlanuton

. Kak jna nmpuemare Jlaniron

BB3MOXHH HE)XENaHH peakiiHH

Kak pa ¢cpxpaHaBate Jlaruron

ChabpXKaHAE Ha ONIAKOBKATA H AOMBIHKMTENHA HHGOpMALIUA
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1. Kaxkpo npeicrapiaapa JINAATON H 32 KAKBO C¢ H3INO/I3BA

MeTHNAUIOKCHHBT, aKTHBHOTO BELICCTBO Ha JlaHUTOMN, pHHALIEKHM KBM IPYTIATa HA
IQHTHTAMCOBHTE IIMKOZHIH H € CyOCTaHIMA, MONyYeHa OT pacTeHHeTo OecHude, AAA0B 3b0
(nart. Digitalis). Toit nogoOpsaea noMreHara pyHKIME Ha cmpuero, HAMAaJIABa 3aCTOS HA
Te4HOCT (OTOLIM) B OpPraHH3MA.

JIaHHUTOII Ce NpeANHCEa NPH CHPACHHA HEIOCTATHRYHOCT, PEACHPAHO MEXIEHE H
huGpUNaliK, HApYILISHHS Ha CBPACYHUS PHTHM (IIapOKCH3MANHA NPEACEPAHA TAXUKADAUA).

2. Kaxso TpafBa Aa 3naeTe npean Aa npuemere Jlannron

3a 12 MO¥e BainmAT Jekap BHUMATEMHO Ja IPELICHH Jay ¢a HAIHIE TPOTHBONIOKA3aHH,
HeoOXONUMO € a My ChoOLIHTE 3a Baliyre npeaxoaHH H ChIIBTCTRAIH 3a00/1BaHNs, 38
eBEHTYAIHO JIPYTO NapajIeNiHO JeueHHe, KAKTo U 32 Bamus HauuH Ha XHBOT M HaBHLIMTE BH.
Hudopmupaiite Baius nexap, ako o BpeMe Ha JICYCHHETO C€ NOABAT HOBH 3a00/IABaHHA.

He npuematite Jlanarom

HAKOS OT OCTAHANIMTE CHCTABKH HA TOBA JIEKAPCTBO (M30pOCHH B TOUKA 6).
- B ciyvaii Ha OTpaBsHE ¢ JUTHTAIHKC.
-  AKo HMaTe NMOBHLUCHH HHBA HA KANIIHH B KPHBTA.
- AKO HMaTe MOHIDKEHA HHMBA HA Kaiuil B KPHBTA.
- B ciyuaii Ha xuneprpodudHa OOCTPYKTHBHA KAPIHOMHONATHA.




-  AKo MMaTe HapyLiCHHA B MPOBOAHUMOCTTA HA ChpAevHHAA UMITYIC (AV-0nok or 2-3Ta
CTEIICH).

- AKoO MMaTe KaMepHHU TaXMKapaus 1 pubpuiaiu

- Axo nmarte aHeBpH3Ma (pa3lIHpeHNE) HA TPBHATA YacT HA aOPTATA.

- AKo cTpazare 0T CHHAPOM Ha KaPOTHAHHS CHHYC.

IIpeaynpexnenns H NpeaAnasHH MepKH

IIpuemaiite neKapCcTBOTO CAMO 110 JIEKAPCKO NpEANHCAHAEe B ClIe/] [IPSHBAPHTEIIHO
pa3fCHABAHE HA JICYCHHETO OT Bamua sekap, KaTo cnaspare JEKapCKHUTE MMPEeOPbKH.

AKo Mo HAKaKBa [PHYMHA CTIpeTe nNpHeMa Ha Jlanuron, HHpopMupaiite Baius nexkap, 3a aa
ce u3berHar BE3MOXKHHTE OTPHLATENIHH [TOC/eHIM 3a BaureTo 3apage.

Cneanure CLCTOIHHA M3HCKBAT NMOBHIIESHO BHUMAHHE 10 BpeMe Ha JieueHHe ¢ JlanuTon:
HamnpeaHana Bb3pacT, HapylIeHO CHA0AABaHe HA THKAHUTE ¢ KHCJIOPOA, OCThP HHPApKT Ha
MHOKapia H MUOKAPJHT, HAPYLICHHA BBB BORHO-CONEBHA OalaHC HA OPraHH3MA.

Jlanuron TpaOpa na ce npuiara ¢ NOBHILEHO BHHMaHHe H NpH YBpedcHa Gp0pedHa dyHKiaa,
3acH)IeHa WK OTcabeHa QYHKUHA Ha IMUTOBUAHATA JKIe3a (XHIIO- H XHNEPTHPEOOHIEM),
HAKOH GenoapoOHH 3a00/IABaAHHS 1 HAPYIICHHS Ha CHPACYHHA PHTEM.

Axo0 Bamuar nexap BH e ka3at, ye UMaTe HETIOHOCHMOCT KbM HAKOH 3aXapH, NOCHBETBANTE
C€ C Hero, Npeau Ja NpHeMeTe TO3H NPOAYKT, ThH Karo JIaHHTON ChABPIKA JTaKTO3a.

Hpyra aexapcrsa u JlaauTon

Hudopmupaitre Bamug nexap, ako mpHeMare, HAaCKOpO CTe NpHeMalH WIH € BE3MOXKHO Aa
NPHEMETE JOPYTH JISKAPCTBRA.

JIeACTBHETO Ha OTACITHHTE JIEKapcTBa MOXKe Ja Oba¢ 3aCHIICHO MITH OTCIIabdEHO AOPH H KOTATo
Te ce MPHeMAT Mo pa’zTu4HO BpemMe. He B3uMaiite HUKakBH NeKapcTsa (KAKTO U KYNEHHUTE OT
anrrekarta Oe3 penenta), 6e3 Aa cTe ¢e KOHCynaTHpaaH ¢ Bamus nekap.

Bzaumooeticmeusn mozam oa HACTNonRAM CbC CACORUIME AeKAPCTBA.

Kanuuii (ocob6eHo ako € MpHIOKEH HHTPABEHO3HO), KAIIMEBH AHTATOHHCTH (BEPAIIAMMIL,
IIJITHA3EM ), KAITHH, AHYpeTHLH, OCO0EHO KTUH-ChXPAaHABAIE AUYPETHIH, OYHCTHTEIHH
(mpu npemo3upane), amgoTepulMH b, kapOeHOKCOMOH, NEHUIWINH, TeTPALUKIHHH,
EPHTPOMHLIMH, IIOKOKOpTHKOMAH, AKTX, canui(unaTi, XMHHAMH, aMHOAAPOR, MponageHoH,
KaITTONpPH, CTUPOHONAKTOH, (pICKaWHuUA, HTPAKOHA30/1, pe3epuH, OeTa- OoKepH,
CYKCaMETOHHEB XMAPOXJIOPH, TPHLMKIHYHH ASTPECAHTH, CHMIMATHKOMHMETHIIH,
npenapary, noTHckaH gocdoauecrepasara (Teoduwnn), GSHHTONH, XONCCTUPAMHH,
MEIHIIMHCKH BBEIJICH, AHTHALMIOH, JICKAPCTBA, ChABPKAIH KAOJIHH HITH TICKTHH.

CohIo Taka, B3aUMOAEHCTBHE MOXKE 1A HACTHIIN ¢ PENAPATH, ChABPKAIIH KBIT KAHTAPHOH

(Hypericum perforatum).

bpeMernocT B KbpMEHe

Koncyrrrapaiire ce ¢ Bamms nexp Wi ¢apMaLEBT NpeaH NPHEMa Ha KOETO H Ja € JISKAPCTEO.




Mlopupane u paboTa c MAIIHHH

Hsama nauun 3a edexrrre Ha Jlanuron npu mwodupane WK paboTa ¢ MalMHA.

3. Kak aa npaemate JIaHuTON

Bunary npuemaiite TOBa JEKAPCTBO TOUHO KaKTo BH e ka3an Baunis nexkap. AKO He CT€ CHIYPHH
B HEINO, nonuTaiTe Banma iekap Wid ¢papMaLepT.

Tabnetkure TpAOBa a ce MPHEMAT /el XpaHEHe ¢ OOMIHO KONMWUECTBO TEYHOCT.

YyBCTBHTENHOCTTA KBM CHPASMHUTE IIMKO3HM € payiudHa. IIpH Jo3HpaHEeTO JIEKApAT B3eMa
ApEABH BB3PAcTT4, TETIOTO, ChCTOAHHETO Ha OBOpeLTe # YepHUA APoD, KAKTO H HATHYHE
HA eBeHTyanHa OpeMeHHOCT.

JlekapAaT onpe/en mo Koako TabJeTKH Ja B3eMaTe H 3a KaKbB IEPHO/L OT BpeMe. B HHKaKbB
cy4daii He MPOMeHsTe MPeMECAHATA OT JeKapa A03UpoBKa. AKko cMsaTaTe, 4e Jlanuton Bu
AEHCTBA MPEeKAJIeHO CIUTHO HIHM € MHOTO ¢J1ab, KOHCYIITHpaiire ce ¢ Bammns jexap.

B cny4aii, ue He e npeAnMUCcaHO APYTO JIeKApeTBO, JlaHKTON ce Ho3Hpa No CASTHUA HAYHH:

bwpzo nacwuyane
0,6 mg aHeBHA 1033 WM 3 ITETH JHERHO N0 2 TabneTku 3a nepuon ot 2 (10 4) THH

Ymepeno 6vp30 nacuwane:

0,3 mg aHeBHa A03a Wi 3 mbTH o 1 Tabnerka AHEBHO 3a nepHoA OT 3 AHM. [1pH HakoH
NALHEHTH € HeOOXoMMMa AHEBHA J103a oT 0,4 mg WK 2 ITHTH JHEBHO MO 2 TabneTKH B
[POAB/DKEHHE HA 3 JIHH.

baeno nacuwane

JIHepHaTa mo3a 3a 6aBHO HACHINAHE € paBHA Ha nmoaabpxkamara nosa M e 0,1- 0,3 mg aneBHO
unu 1-3 msTi No 1 TabeTka AHESBHO.

B moBeueTo ciydaH Moxke Aa ¢e 3alo4He BEXHAra ¢ HoAXbpKaIaTa A03a. OGHKHOBEHO €
noctareuHo (0,1 mg AHeBHO. ["OnAMa 4acT OT MAIMEHTHTE 00aye ¢ce HYXJadaT OT MoAabpKama
no3a ot 0,15 mg nHepHO.

B cny4aii, 4e MponycHETE €JHH MPHEM Ha JIEKapCTBOTO, HE YBENIMYaBaKTE ClICABAIIATA J0343,
a IPOABJDKETE ¢ HOPMAJIHO NPENIHCAHATA OT Jiekaps Ao3a.

Hosuparemo npu Oeya e cmpo20 undusudyaino. Bawusm nexap we onpedenu mourama 0034
U HaYURQ Ra npuemane xa Jlanumon,

AKO CTe IpHEe/IH NoBeve 0T HeoOxoaumMaTa f03a JlanaTon

[Tpu npexo3npaHe WA 3aCHICHH HEKEMaHH peakiyi He3abaBHO NOBHKaliTe nekap. Kato
MBEPBOHAYAIHA MAPKa, [IPeAM3BHKAlTe [TOBPBIIAHE,

AKO cTe NpPONyCcHAJIH Aa npHeMere JlagaTon

KoHcymrmupaiite ce ¢ Baunas srexap.
He r3emaiiTe ABOIHA 1034, 3a 1a KOMIIGHCHpATe NpoIycHaTaTa fo3a.

T
e

AKO MMaTe HAKAKBH JOITBJIHHTEIHA BBIPOCH, CBbP3aHH ¢ yOTpebaTa Ha TOBA YIERAPCTBY,  : idy
A AT A

nolHTaiiTe Bauna nexap win ¢papMalesT. \\\\



4. Bu3MOXHH HeXKeIaHH peaxkmHH

KakTo BCHUKH JIeKapcTBa, TOBA JIEKAPCTBO MOXKE Aa NpE/H3BAKa HEXKeNTaHH PeaKLiH,
BBIIPEKH Y€ HE BCEKH I'M NONTy4aRa,

B ciydaii, 4e MOMYMHTE HAKOA OT H3OPOSHHTE NO-A0Ny HEKEAHK peaKLMH, He3a0aBHO
yBenoMere BainMa neKkap.

[To BpeMe Ha JieYeHHE ¢ METHIAHTOKCHH MMa ChOOIIEHHA 33 apUTMHA, 3ary0a Ha aneTur,
rajcHe, OBPBIIAHE, AUAPHUS B peKH CITyYaH, PAAKO Cpemano rnasobomnue, yMopa, 6e3chHEe,
Ienpecys, XaToUMHALMH H IICHXO3H, 3PUTE/THH HapYILIEHHS - BHOKJAHE B XKBJITO.

Jpyry paaxo choOlIaBaAHE PEaKLHH Ca THHEKOMACTHS (Pa3sBUTHE HAa MbPAMTE MPH MBIKE),
aepriuHy peakHy Kato 3a4epBspane U oOpUB M NoHWKeHHe Ha OpoA Ha TOPMOOLIMTHTE.

AKO Mony4YHTe HAKAKBH HEXKEJIAHH JIEKAPCTBEHH peaKilHH, yBeioMeTe Bamus nexap. Toea
BKJTIOYBA BCUYKH BB3MOXKHH HEONHMCAHH B Ta3M JJHCTOBKA HEXEJIAHH PeaKI{HH.

S. Kax na coxpanaBate JlanaTon

CexpansBaiiTe TaOJIeTKUTE NPH TeMmepaTypa noA 25°C, Ha CyXo MACTO.
I[Tazete OymcTepHTE B KAPTOHEHATA OIIAKOBKA, 38 Ja I'H NPEANa3sHTe OT CBET/IHHA.

Ha ce cexpaHsBa Ha MACTO, HEAOCTHIIHO 3a AcIa.

He m3nomspaiite TOBA JIEKApPCTBO G CpOKa Ha TOIHOCT, oT0eng3ad BbpXY OAKOBKaTa
(Tonen n0:) CpoKBT Ha TOAHOCT OTTOBAPS Ha HOCNEAHHA AEH OT MMOCOYCHHS MECell.

He u3xBnpiisTe NEKAPCTBATA B KAHATTH3AHMATA WIH B KOHTEHHEPA 3a AOMAIIHH OTNagbLH.
ITonuraiite Bamua papMaLieBT Kak Ja H3XBPIATE JICKapcTBaTa, KOUTO Beve HE M3MOI3BaTe.
Te3u MepKH 11e CIOMOTHAT 3a OMa3BaHe Ha OKOJIHATA Cpela.

6. ChrabpxAHHEE HA OMAKOBKATA H JONBJIHATEIHA HHPOpPMANHS
Kakpo coanpxa JlanaTon

- AKTHBHOTO BEILIECTEO & MeTWIaHrokcuH. Eqna TaGnerka ceaspxa 0,1 mg
METHWIAMIOKCHH.

- Jlpyrure cuCTAaBKM ca: 1aKTo3a MOHOXHpaT, nonuBHAoH K 30, HaTpHeR HULICCTCH
rndkonar ( T A), LEey/103a MUKPOKPHUCTAIIHA, MArHE3HER CTEapaT, CHIIMLIACB THOKCHA,
KOJIOMAeH Oe3BO/IEH.

Kak m3rnexaa JIAHATON B KAKBO CHALPKA ONAKOBKATA

Jlanuron ce npeayara nox gopMara Ha TabneTky.
Tabnerkure ca nocrapeny B Onucrepn (PVC/AL).
Onaxoskara ¢easpka 30 Tabnerxw.




IpuTexaTen Ha pazpemeHHeTO 32 YHOoTpe6a H NPOH3BOARTE

IIpaTexaTen Ha paspelenHeTo 33 yHoTpeda

RIEMSER Pharma GmbH, An der Wiek 7, DE-17493 Greifswald — Insel Riems, I'epmarus
Hpon3BoauTen

Kern Pharma S.L., Venus 72, Poligono Ind. Colén 11, 08228 Terrassa (Barcelona), Mcnanns

RIEMSER Pharma GmbH, An der Wiek 7, DE-17493 Greifswald - Insel Riems, I'epManus

JaTa Ha MocJIeAHO MpepasriieK/IaHe Ha JHCTOBKATA

Homeaaurenda nagopMauua 3a JlaHuTon MOXEe 1a moayuuTe oT Baimua nekap HiH
dbapmaueBT, KakTo U Ha yeOcaiiTa Ha M3mpnHuTETHA areHIHd 1o
nekapcrBata/brarapus.




