JIncroBka: HHPOPMALHA 32 NALHEHTA

Penajgank 200 mg rabneTkn ¢ u3MeHeHO ocBOOOKAABAHE
Relafalk 200 mg modified-release tablets
pudamuuus Hatpuii (rifamycin sodium)

[IpouereTe BABMATENHO NAJATA JHCTOBKA, NpeaH A2 3aN0YHETE A2 NPHEMATE TOBA JIEKaPCTBO,

Thil KATO TS CHABLPKA BakHa 32 Bac undopmannsa.

- 3anasere Tasd JUCTOBKA. Moxke a ¢ce HaNOoXKHK Aa 1 NPoYETeTe OTHOBO.

- AKO MMaTe HAKAKBM AOITBIHUTEHH BLIPOCH, ronuTalite Bawma nexap win papMaLesT.

- ToBa NekapcTBo € MpeAnucaHo Ju4Ho Ha Bac. He ro npeotcTenpaiite Ha npyru xopa. To Moxce
[la UM HaBPEIH, HE3ABUCHMO e NPH3HALMTE Ha TAXHOTO 3abonaBaHe ca cpLuMTe KaTo Bammure.

- AKO MOTy4HTe HAKAKBM HEXKEJIaH! NeKapCTBEHHU peakuuH, ybefiomere Bans nekap wiu
dapmauerT. ToRa BIIOUBA H BCHYKH Bb3MOXHH HEXE/IAHH pEaKUMH, HEOTIHCaHH B Ta3H
nuctoBka. Brxre Touka 4.

KakBo chAbLpPAKA TA3H NHCTOBKA:

M3INbAHKTENHA ATEHUNA NO NEXAPCTBATA
Tucmoldxa - Nouscmenue 2

1. Kaxpo npeacrasnasa Penagank u 3a KakKBO C€ H3NOMN3Ba D43

2.  Kakso TpabBa na 3Haete, npeaH Aa npuemere Penagank Kbat Poz. M ....... ﬂz --------- .P_st,__

3. Kak na npuemare Penadank Paspewerus Ne
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5.  Kax na cpxpanasare Penadaik ettt e

6. CobabpXkaHWe Ha ONAKOBKATa M JOITLIHHTENHA HHopMaLl N ST

1. Kaxso npeacrasisnsa Pesagajax H 3a KAaKBO €€ H3M0JI3BA

Penadank cbabpa aKTHBHOTO BELIECTBO PHPAMHLIMH HaTPHI, aHTHOMOTHK, KOWTO AEHCTRA B
nebenoro uepso. Toit ce H3NON3Ba 3a JIeYCHHE HA JHAPHS HA [TBTELUECTBCHHKA, ChIBTCTBAHA OT
CHMIITOMM KaTO rajicHe, MoOBphllaHe, OTAeNIHE Ha ra3oBe, YeCTH HEOTVIOXKHH MO3HBH 32 H3XO0XKIAHC,
GoJlka WM CIIa3Mu B KOpEMa Npu Bb3pacTHH. Penadank He TpaOpa 1a ce H3MON3BA, KOraTo AWapHATa €
CBHITLTCTBAHA OT MOBHUILEHA TEMNEpaTypa WM KPbB B U3NPAXXHEHUATA.

3.  Kaxso TpaOBa 1a 3Haere, npean aa npuemere Penadgank

He npremaiite Penadaik:
- aKo CTE aNepriyHU KbM pU(GaMULME HATPUH, NoA0GHHY BUIOBE AHTHOHOTHIIM, KK KbM HAKOA

OT OCTAHAJIUTE CHCTABKH HA TOBA JIEKapcTBO (M30poeHH B TOUKa 6);
- aKo CTpajare OT NoBpbIIaHe, 60/IKa B KOpeMa WiH 3anek, MPUYMHEH OT 3anyIlBaHe Ha HepBaTa,
- ako MMaTe nepdopallys, paHa WY HapaHABaHe B XpaHOCMHUIATEIHATa CUCTEMA,
- aKO MMaTe AHapHs C MOBHMILIEHA TEMIEPATypa Uil KPbB B U3NPAKHCHHATA.

Penadank cbabpiKa COCB IEUTHH. AKO CT€ a/IEpPrHiHH KbM $BCTHUM UK COA, HE H3MO3BaKTE TO3H
JIEKApCTBEH NPOAYKT.

IIpeaynpexaeHus H NpeANa3HH MEPKH

[opopere ¢ Bawnsa nexap WM ¢papMaUeBT, JOKaTO NPHEMATE Penadank:

- ako cuMnToMHTe BH ce BOWAT NO BpeMe Ha NE€YCHUETO,

- @Ko He ce YyBCTBaTe no-aodpe cnel 3-AHEBHO NEYCHHE,

- aKO CUMNTOMHTE BM BE3HHKHAT OTHOBO CKOpPO CJIC/ CNIHpaHe Ha IEUCHHUETO.

).IGK&TO npHeMarTe ToBa JCKapCTBO, MOXKE J1a C€ NOJIY4YH HEepBCHHUKABO OLBCTABAHC Ha YPLE




Ceopxere ce ¢ Bamus nekap, ako UMaTe CHMITOMH KaTO YECTa BOJAHUCTA JHApHsl, TEXKKH CIIa3MH HIIH
fonka B KOpeMa, MOBUILEHA TEMNEPATYPA M KPBB B M3NPAKHEHUATA. TOBa MOXE N4 CE IBJIXKH Ha
undekumna (auapus, cebpsaHa ¢ Clostridium difficile), X049T0O U3UCKBa CNICUIHA ME/IMIMHCKA IOMOLL

AKO ce leKyBaTe ¢ aHTHOMOTHK OT KJlaca Ha pugaMHUMH 3a 3a00/iaBaHe, NPUYHHEHO OT
mMukobakTepun (Hanp. TyGepkynosa), He TpsbBa na npremare Penadalk.

Mena ¥ OHOIIH
Hsma onut oT ynotpeba Ha Penagank npx aeua H OHOWIH.,
[To Ta3u npuuMHa He AaBaifTe TOBA JIEKAPCTBO HA Jela M FOHOWHK noA 18-roauiiHa Bs3pacr.

HApyru aekapersa H Penajgank

Uudopmupaiite Bamusa iekap uiau gapmanesT, ako npueMate, HaCKopo CTe IPHEMAH WIIH €

BH3MOXKHO JIa NMPpUEeMeETe Jpyry JIEKapCTBa.

- Penadank He Tpsa6Ba Ja ce npueMa 3aeiHo ¢ nogobeH Bua aHTHOMOTHLIM.

- Wndopmupaiite Baius nekap, ako npueMare LHKIOCTIOPHH (MMYHOCYIIPECOD), BapdapHH
(11eKapcTBO 3a pazpeciaHe Ha KPbBTa) I TIEPOPaTHH KOHTPALIETITHRH.

- AKO mpHeMaTe akTHBEH BBIJIEH (HAallpUMep 3a JieYeHue Ha quaphi), mpuemaiite Penadank Hai-
MaJIKO 2 Haca cJIeq NpuUeMa Ha BbIVIeHa.

bpeMeHHOCT H KbPMEHE

AKoO cTe GpeMeHHa WIH KbPMHTE, CMATATE, 4e MOXKE J1a CTE GpeMeHHa HITH IUTaHUpaTe OpeMEeHHOCT,
nochBeTRaliTe ce ¢ Bamuga nekap WM GpapMaleRT npeay ynorpedara Ha ToBa ekapcTeo. He
npremaiite Penadank, ako cre 6peMeHHA WK KBPMHTE, OCBEH aKo Baluuar nekap He Bu € kazaia na
ro HarpasUTE.

Illodpupane n pabora c MAIIHHH
Maiko BepoaTHO e Penadank aa nosiuse peakuuure By, koraTo iwogupare H paboTHTE ¢ MALIHHH.
He wodmupaiite ¥ He U3non3paiTe MaulMHK, ak0 UMaTE 3aMadHOCT WIH YMOpa Cliell [IPUeEM Ha

Penagank.

Penaganx cbaALPKa HATPHHA
Tosa JiekapcTBO ChABPKa no-Manko oT | mmol Harpuii (23 mg) Ha Tabnerka, T.¢. MOXKE Jla C& KK,
ye NpakKTHUEeCKH He ChABpXKa HATPHH.

3. Kak na npuemate Penadanx

BuHaru npueMaiite TOBa JIEKapCTBO TOUHO KakTo Bu e ka3zan BaiuuaT nexap. AKO He CT€ CUT'YPHH B
Helllo, nonuTaiite Baluns lekap unu papMauesT.

[IpenopbYATEJHATA AHEBHA 1032 32 Bh3PACTHH Haa 18-roanmina BE3pacT e:

- JIpe TabneTKH CYTPHH M AB€ TaONETKH Beuep B NPOAB/DKEHHE HA TPH JHH.

- OcBeH aKO He e NPeANHCaHO APYTo, MPOABDKUTEIHOCTTA Ha IeYEHHeTO He Tp:AOBa Ja Ha/lBHILIaBa
TPH THH. AKO CJIe/l TPH JHH He ce YyBCTBaTe no-godpe, ropopere ¢ Baina nekap.

Ynorpeta npH aena H OHOIIH
Penacdank He e npegHa3HaveH 3a yrnotpeba npy Aena 1 FOHOWH N0 18-roauiliHa BB3PacT.

Kak na npuemMate Tad/IeTKHTE:
- TIpuemaiite Tabnerkute ¢ yawa Boaa. TaGneTkure Aa ce NOraBLIAT LeH. [la He ce pazpperlic

WA AbBYAT.
- Tabnerkurte MOXKe J1a C€ TIpHEMAT CbC WK 6e3 XpaHa.

AKO CTe NpHEJIH moseye oT Heobxoaumara no3a PenagaJk

Axo cTe nponycHanu ga npremere Peradank




He B3emaiite apoiina no3a, 3a Aa KOMNEHCHpaTe nNpollycHAaTaTa Ao3a. BaeMere cneasallara cH 1034,
kakTo BH e npeanucaHo.

AKo cTe cnpe/n npaeMa Ha Penadank
[IpenopbunTenHara MPOABDKUTEHOCT Ha JieueHHe € TpH AHM. [ oBoperte ¢ Baluns nekap, ako
cuMnToMHuTe BH ce BiiolIaBaT no BpeMe Ha JIeYEHHETO WK aKo HE ¢e YyBCTBaTe No-godpe cnen 3 AHU.

AKO UMaTe HAKAKBH JOMBJIHMTENHHU BBIIPOCH, CBBP3aHHU C ynoTpebara Ha TORa JIEKApCTBO, NONMUTANTE
Bawns nexap unu gapmaweBT.

4. BL3MOAKHH HEXKEJIAHA pPeaknui

KaKkTo BCHYKH JICKapCTBa, TOBA JICKAPCTBO MOXKE [a NPCAU3BHKA HEXKENAHH PCAaKLHH, BBIIPDCKH Y€ HC
BCEKH I'l M10J1yHaBa.

YecTn: morat Aa 3acerdHar 2o 1 na 10 aymn
- naoGonue

- uapus

HeuecTn: Morat aa 3acerdar a0 1 Ha 100 aymmu

- 3aryba Ha aneTuT

-  besnokolcTsO

- 3amaliBane

- KpaMmnu H cnasMH B KOpeMa, NOAYBaHe Ha Kopema, 00JIKa B rOpHaTa 4acT Ha KOpeMa,
Sone3HEeHOCT B KopeMa, adTo3HO pa3paHsBaHe (B ycTaTa), 3aneK, 4¢CTH HEOTJIOKHH IIO3HBH 3
M3X0XCAAHE, CYXO0Ta B YCTATa, AUCIIENICUA, OPUIBaHE, OTAE/AAHE Ha ra3oBe, yBe/iM4aBaHe Ha
CTOMALIHATA KHCENHHA B CTOMAaxa, rajicHe

- Koconaa, noBHLIEHO H3NOTABAHE, HOLHO H3MOTABaHE, Chpbex

- Bonka B MycKynuTe ¥ cTaBuTe, 60ska B repba, 6onka B kpaliHULIUTE U CTaOUHUTE, MYCKYJTHH
crasMu H MyckyJsiHa cnaboct

- HeobuuaeH UBAT HA YpHUHaTa, OONE3HEHO WM TPYAHO YPUHHPaHE, HAMAJICHO KOJIHYCCTBO YPHHA

- Cnabocr, 6oska B repanTe, 0010 HepaznonokeHue, 6oka, NOBHILIEHA TEMIIEpaTypa

- TlpomeHu B nokazatenure 3a yepHoaApoOHa PyHkuma (nosrieHa AJIAT), npomeHn B KpbBTa
(NMOBHLUIEHH KPEATUHHH H YpeA)

CleJHHTE HEXENAHHU PEakLMH ca chobLllapaHy npu aHTHOMOTHLM, noAo6HU Ha Penadank, u
CNeAOBaTEIHO MOTAT JIa BB3HMKHAT M NPH TORA JieKapcTBO. YecToraTta Ha Te3H HEXKEJIAHH peaKLIHH

KbM MOMECHTA € HEH3BECTHA:

- Bakrepuanuu unekumu (kiocmpuouannu ungexyuu), rbBOMUHY HHPEKLKMH

- Pe3ynTaTtv OT KPBBHHTE H3CIERBAHHA U3BbH HOpPMAaTa (NIOHHKEHH TpoMOoLHTH)

- TeXKH OCTpH peakLIHH KbM JIEKapCTBOTO (aHaQIIAKTUYHH peaKLWK), ATEPriiHH peakluH KbM
JIEKAPCTBOTO

- Cepuo3Ha anepryyuHa peakuus, NIPHUMHABALLA NOAYBAHE Ha JTHLIETO MIIH I'bpJIOTO, CHpOLL 00PHB,
3ayepBABaHe/3arpy0aBaHe Ha KOXKaTa

- TloayeaHe Ha rIe3eHHATE W/ HIH XORWIaTa MOpaAH HATPYNBaHE HA TEHHOCT

CrhobiaBaHe HA HeXEJIAHH PpeaknuH
AKO MONYYMTE HAKAKBH HEXEAHH JIEKAPCTBEHH peakuH, yBegomere Bauina nekap wiu apmalesT.
ToBa BKIKOYBA BCHYKH BB3MOXXHH HEOMUCAHH B TA3H JIMCTOBKA HeXENaHU peakuud. Moxere Chblllo 21a
cbOOLIMTE HEXKENAHM peakiHH IUPEKTHO Ypes:
HM3nbnHuTeNHa areHuMs 110 JleKapcTBara

yn. ,,Jlamsas ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

KaTto cboBIuaBarTe HexenaHd peakliii, MOXKETe Aa JaZieTe CBOS NPHHOC 32 Mo/1y4YaBa
HMH(OpMaLMA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTRO.

3



5. Kak ga cexpansapare Peaadank

I[a CC ChXpaHiBa Ha MIACTO, HCHOCTBITHO 3a JICLA.

He nznon3eaiiTe ToBa JEKApCTBO CIEA CPOKA Ha FOAHOCT, 0TOCIIA3aH BbPXY KapTOHEHATA OMAKOBKA H
6nucrepa. CpOKBT Ha TOOHOCT OTrOBapsA Ha MOCNEAHHUs A€H OT NIOCOYECHUS MeCell.

ITa He ce cpxpanaBa Han 30°C.

He m3axBBpagiiTe eKapcTBaTa B KAHANM3ALMATa WIM B KOHTEHHepa 3a JOMAIIIHW OTHATbLH.
[Tonuraiite Bamusa ¢apmaiieBT Kak Aa H3XBBPIATE IEKapCTBaTA, KOWTO BeUe HE H3noJ3Bare. 1e3u
MEPKH ILie CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATa cpefa.

6. Coabpkanue HA ONAKOBKATA H JOMbLJIHMTEIHA HHPOpMALUA

Kakpo cbabpxa Penagank

- AKTHBHOTO BeliecTBO € pudpaMHUMH HaTpHii. Beaka TabneTka ¢ u3MeHEHO 0cBoOOKAaBaHe
csabpKa 200 mg pudaMUIMH HaTPRH.

- Jlpyrure NOMOIIHH BEIECTBA ¢a: aMOHHOMETAKpHIaTEH chnonuMep (Tun B), ackopOHHOBa
kucenuda (E300), ruieponos aAucTeapar, coes JeuuTHH (E322), MarHesnes creapart, MaHHMTOI,
CBHIOMMED HAa METAKPUIIOBA KHCEIHHA W MeTriaMeTakpuar (1:2), makporon 6000 (E1521),
konouneH Oe3poaeH cwiunues Auokcua (ES51), rank, TutaHoB aguokcua (E171), Tpuetunos
uutpat (E1505), xenezen okeun, xwit (E172).

Kak usriaexaa Penagank H KaKBO ChALPXKA ONMAKOBKATA

Penadank 200 mg TaGneTkH ¢ M3MEHEHO OCBOOOXKIaBAHE Ca KBATO-Ka(sBH €IUIICOBUIHH TabNeTKH,

0D03HAYEHH Che ,,S V2 0T elHATA CTpaHa.
Te ca HATHYHM B GIIHCTEPHH ONMAKOBKH, ChABPKALIY 12 TabneTkH.

ITpuTexaTE)] HA pazpellieHHEeTo 3a YHoTpeda » IPOH3BOAHTE

Dr. Falk Pharma GmbH
[.einenweberstr. 5
79108 Fretburg

I'epmanus
E-Mail: zentrale@drfalkpharma.de

To3H JeKapCcTBeH NMPOAYKT € paspeilieH 3a ynorpe6a B xbpxxasuTe wienxn na EMII nox
caequuTe uMena: buiarapus, danus, ®unnanausd, epmanns, I'spuus, YHrapus, Hopserns, Ilonina,
Ucnanus, lleerua, O6eanneno kpancteo: Relafalk

[Mopryranus: Imfalda

NlaTa Ha NocJIeHO NMpepasriekiane Ha jJHcToBkaTa 05/2024




