JincroBKka: HHQOpMAIIHA 32 HAMEHTA

Penadaak 200 mg TadaeTku ¢ H3MeHeHO0 ocBo0oXKNaBaHe
Relafalk 200 mg modified-release tablets
pupaMuunH Hatpui (rifamycin sodium)

IIpouereTe BHHMATE/IHO NAJ1ATA JJHCTOBKA, PE1H AA 3aNI0YHETE AA NPHEMATE TOBA JIEKAPCTRO,

ThH KaTO T4 CHABPXKA BAxXHA 32 Bac uHpopManuu,

- Jana3ere Ta3y ITUCTOBKA. Moxe Aa ce HallOXH A2 S [TPOYEeTETe OTHOBO.

- AKO UMaTe HAKAKBH JONBAHUTENHH BEIPOCH, NONMTANTE Bamiusa JIeKkap uiH GapMareBT.

- Tosa nexapcTBO € npeanucadHo TM4HO Ha Bac. He ro npeorcreneaite Ha apyru xopa. To Moxe
Ia UM HaBpeIM, HE3aBNCHMO 4¢€ NPU3HALMTE Ha TAXHOTO 3aboisBaHe ca ChIHUTE KaTo Bammre.

- AKO NOJYYUTE HAKAKBH HEXKEIAHH NEKapCTBEHHU peaklMK, yBeaoMeTe Bamna nekap unm
¢apmaneBT. ToBa BKIIOUYBA M BCUYKH BB3MOKHHU HEXEHAHHU PEAKLIMHY, HEOITHCAHH B TA3H
NUCTOBKA. ByxkTe To4yka 4.

KakBo ChAbLpP:KAa TA3H JHCTOBKA:

N3TLIHNTERHA ATEHURR RO REXAPCTBATA

KakBo nipencTtasnssa Penadank u 3a KakBO Ce M3II0JI3Ba
Kakpo Tpabea aa 3naere, npeau aa npueMere Penadan
Kak na npuemare Penadank

B13MOXKHH HEXETaHH pEeakLMH

Kak 1a cexpansBate Penadank

CobanpKaHue HA OMAaKOBKATa M JIOMBJIIHKTETHA HHPOPM:
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1. Kakspo npeacrasianasa Pejnagalk 4 3a KAKBO ce H3IT0/13Ba

Penadank cbIbpKa akTUBROTO BEIECTBO pHaMHIIMH HAaTPHi, aHTHOHOTHK, KOHTO JcHCTBA B
nebenoro yepso. TOH ¢€ H3IMOJI3RA 32 JICYCHUE HA AMAPHA HA THTEIECTBEHHKA, CHIIBTCTBAHA OT
CHMINTOMM KAaTO rajicHe, TIOBPBIIAHE, OTXCIAHE HA ra30BE, YECTH HEOTIOXKHU [O3MBH 34 M3XO0XKIaHE,
bonka MM CriasMM B KOpeMa IpH Bb3pacTHH. Penagank He TpsabBa na ce u3non3pa, KOraTo AMApHITA €
CBHIIBTCTBAHA OT [TOBHUIIECHA TEMIICPATypa WIH KPBB B U3IIPaXHCHHSTA.

2. Kakpo rpaGBa na 3naere, npeaH Na npuemere Penadank

He npremanTte Pennadank:

- aKO CT€ aJICprH4YHHU KbM prpaMUIIMH HATPUH, NOJOOHU BHIOBE AaHTHOMOTHIIM, WM KBM HAKOS
OT OCTaHAJIUTE ChCTABKH Ha TOBA JIEKapCTBO (H30pOeHH B TO9KA 6);

- aK0 CTPaJaTe OT OBPBINAHE, D0MIKA B KOpPeMa WM 3aNeK, IPHYMHEH OT 3anyILIBaHe Ha YepBara;

- ak0 UMate nepdopanms, paHa Wiy HAPAaHABaHE B XpPaHOCMUJIATETHATA CHCTEMA,;

- aKO MMAaTe AUApHA C ITIOBHIICHA TEMIICpaTypa WIH KPBB B H3IPaKHCHHATA.

Penagank csabppika coeB NEUUTHH. AKQ CTE AJICPrUYHA KbM (YBCTHIIA HITH COA, HE H3MOM3BAalTE TO3H
JIEKAPCTBEH NPOAYKT.

IIpeaynpexaeHus H APEANA3ZHH MEPKH

["'oBopete ¢ Bamms nexap wiau gpapmalest, JoxaTo npueMare Penadgank:

- aKo cMMOTOMHTE BH ce BJIOIIAT MO BpeMe Ha JICYEHHETO;

- aKoO He ¢ 4YBCTBATE M10-100pe ciien 3-THEBHO JICHCHHE,

- aKO CMMIITOMHTE BU BB3HHMKHAT OTHOBO CKOPO ClIE CIIMpaHEe Ha JICYCHHUETO.

JlokaTo npueMaTe TOBa JICKapCTBO, MOXE Ja CE NMOJYIH YEPBEHHKABO OLIBCTABAHE HA YP
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Ceppxkete ce ¢ Bamns nekap, ako MMaTe CUMIITOMH KaTO 4eCTa BOAHUCTA JHAPHSA, TEKKH CIIa3MH FLIH
foJka B KOpeMa, IOBHILIEHA TEMIIEpaTypa WIH KpbB B H3NpaXKHEHHUATA. TOBa MOXKe /12 C€ ABIDKH Ha
uHbexua (auapus, cebpiana ¢ Clostridium difficile), KoATO U3UCKBA CrENIHA MEIHIIHHCKA ITOMOIIL.

AKO Cce N€KyBaTe ¢ aHTHOMOTHK OT KJlaca Ha pudaMHALMH 3a 3a00JIBaHe, IPUYHHEHO OT
MUK0OakTepuu (Hanp. Tybepkyno3a), He Tpabsa 1a npuemare Penadaik.

Jleua H IOHOLIW
Hsama onut ot ynorpeba Ha Penadank npu aqena v IOHOUIN.
[Io Ta3u npUYHHa HE JaBailTe TOBa JCKApCTBO HA ACUA M I0HOWIM oA 18-roaunina Bu3pacr.

Hpyru nekapcrea u Peaagank

Mugopmupadnte Bamus nekap win papManesT, ako npueMare, HaCKOpo CTe MPHEMAalH HIH €

BL3MOXKHO Ja [IpHEMETE APYTH JIEKapCTBa.

- Penadank He TpabBa 1a ce nmpueMa 3acaHO ¢ Nog00eH BUA aHTHOHOTHLIA.

-  Huadopmmupaiite Baiuus nekap, ako [pHeMaTe UHKIOCNOPHH (MMYHOCYTIpecop), BapdapHH
(JIeKapCTBO 3a pazpekJaHe Ha KPbBTA) WM NEPOPATHU KOHTPALICIITUBH.

- AKO npHeMaTe aKTHBEH BBIJICH (HaIlpUMED 3a TEYCHHE Ha Auapus), npueMaite Penadank Hali-
MaJKQ 2 daca crnep npueMa Ha BBIIIeHA.

bpeMeHHOCT H KbpMeHe

AKxo cTe 6peMeHHa WIH KbPMUTE, CMATaTe, Y€ MOXeE J1a CTe OpeMEeHHA WK TUTaHHpaTe OpeMEHHOCT,
nochbBETBaNTE e ¢ Baiuns iexkap wiM papMaleBT npeau ynorpebdara Ha ToBa nekapcTo. He
npuemaiTe Penagank, ako cre OpeMeHHa MM KBPMHTE, OCBEH ako Bamuar nexap He Bu ¢ kaszan aa
ro HanpaBHTeE.

[llodnpane u pabora ¢ MAIUHH

Manko BepoaTHO € Penadgank ma nopnuse peakuumute By, korato wodupare u paboture ¢ MalIMHH.
He modupalTe ¥ He M3NON3BANATE MAallIMHK, aKO MMAaTe 3aMasHOCT WIIH yMOpa CIie]] MPHEM Ha
Penadaik.

Penagank cuAbpAxa HATPHIA
ToBa nekapcTBO ChABLPXKA MO-Manko OT | mmol Hatpuil (23 mg) Ha Tabnetka, T.€. MOXeE Ja Ce KaxKe,
qe MPAaKTHYECKH HE ChAbpiKa HATPHH.

3. Kak na npuemare Peaadank

BuHaru npueManTe TOBa JICKAPCTBO TOYHO KakTO By ¢ kazan BamuAar nekap. Axo He CTe€ CUTypHH B
Hello, monuraite Bainusa nexap unn dapmManesr.

I[IpenopbYHdTEJIHATA JHEBHA 4032 32 BLIPACTHH HAA 18-roaummARa BB3pacT e:

- JIBe TabneTKM CYTpUH M ABE TabJaETKH BEYEP B MPOIBIDKEHUE Ha TPH JHH.

- OCBEH aKo He € IPEANMCcano APYTOo, IPOALIDKUTEIHOCTTA Ha JICUCHUETO He TpA0Ba aa HaZBHILIaABA
TP OHH. AKO Clle[] TPH JHH HE C€ YyBCTBATE Mo-n00pe, ropopere ¢ Baling nekap.

Ynorpeda npu gena U I0BOIIH
Penadanx He e npeaHasHat4eH 3a ynorpebda npy Aeua ¥ KHOmH noj 18-roguniza By3pacr.

Kax na npHeMare TabjaeTkure:

- Ilpnemaiite TabneTkure ¢ yama Boaa. TabaeTKUTE Aa ce normbuiar ueau. JIa He ce pasrpo
WM FbBYar.

- Tabnerkute MOXE Ja CE IPUEMAT ChC UM €3 XpaHa.

AKO cTe IpHE/IH NIOBeYe OT HeodXoauMaTa Ao3a Peaadank
CBBpXKETE CE C JIEKap, aKO HHIHACHTHO CTE IIPHUEIH MOBEYE OT NPEHOPBYUTEIHATA J034.
AKO cTe nponycHalu Aa npuemMere Peragank
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He B3eMadiTe 1BokHHA A03a, 33 Ad KOMIEHCHUPATE MpOoIycHaraTa Ao3a. Biemere caeasaniara cH J103a,
KAKTO BH € nIpeaAnucaHo.

AKO cTe crnipesid npHema Ha Penagank
[IpenoprunTEIHATA MPOABIDKUTEIHOCT HA JIedeHue ¢ Tpu AHH. ['oBopere ¢ Bamus nekap, axo
cHMITOMHUTE BH ce BnoiliagaTt no BpeMe Ha JICHEHHMETO MU aKO HE € YYBCTBATe No-100pe cnea 3 QHH.

AKO UMaTe HAKaKBH AOITBJIHHTEIHU BBIIPOCH, CBBP3aHH ¢ ynoTpedaTa Ha TOBa JIEKapCTBO, MOMUTANTE
Bamns nexap wim ¢papMarcer.

4. BBb3MOXKHH HEXKEJTAHH PeAKIHH

KakTo BCHYKH I€KapCTBa, TOBA JICKAPCTBO MOXKE /1a NPEXM3BUKA HEKEJIAHH PEAKLUM, BRIIPEKH 4E HE
BCEKH T'l IIOJTy49aBa.

YecTr: Morar aa 3acerdar ao 1 ua 10 aymm
-  I'mapobomnue

- Juapus

HeuectTH: Morart aa 3acerdar Ao 1 na 100 aywn

- 3aryba Ha aneTur

-  be3NnoKOUCTBO

- 3amaiiBaHe

- Kpammm 1 cnasmu B KOpeMa, 10yBaHe Ha Kopema, OoJika B ropHaTa 4acT Ha KopeMma,
boJIe3REHOCT B KOpeMa, apTO3HO pa3paHABaHe (B ycTara), 3alekK, YeCTH HEOTIIOKHH IT03UBH 3a
M3XOKAAHE, CyX0Ta B yCTaTa, JHCIIETICHS, OPHUIBaHe, OTIC/AAHE HA ra30BE, YRE/IMYARAHE HA
CTOMAILIHATAa KHCEMKHHA B CTOMAaxa, raJicHe

-  Koconan, noOBHIIEHO M3NOTABAHE, HOIHO H3IIOTABaHE, ChpOex

- Bonka B MyckynuTe H cTaBHTE, O01Ka B repba, 6onka B KpakHHINTE H CNa0MHUTE, MyCKYJIHH
Cra3MHi H MyCKYJIHa ¢1abocT

- HeoOuuaen 1BAT Ha ypHHaTa, O0IE3HECHO UNH TPYAHO YPHHHPAHE, HAMAJICHO KOJMYECTBO YPHHA

- Cnabocrt, fonka B repaure, ob1io HepasznonoxeHue, 60IKa, NoOBUILICHA TEMIIEpPATypa

- IIpomeHm B nokaszarenaure 3a yepHoApobHa pyHkuus (nosuieHa AJIAT), mpoMeHH B KpBBTA
(MOBHUILECHHA KPEAaTHHHH U ypeA)

CrneaHUTE HEXENAHH PeaKiMKy ¢a ChoOLaBaHy npH aHTHOHOTHLM, NONOOHM Ha Penadank, u

CIAEAOBATE/IHO MOTAT Aa Bb3HUKHAT M [P TOBA JIEKapCTBO. HUECTOTATAa Ha TE3M HEXENaHH peaKLuK

KbM MOMEHTA € HEM3BECTHA!

- Bakrepuanum undexuun (xrocmpuduanuu ungexyuu), rbOMYHH HHPEKIIHU

- Pe3ynTaTu OT KPHBHHUTE H3CIECABAaHHNA H3BBH HOPMATa (HOHMKEHH TPOMOOITUTH)

- Texkm OCTPH peakiUH KbM JIEKAPCTBOTO (AHAPMIAKTHYHH PEAKUMH ), ATEPTHYHH PEAKLIUM KBM
NEKapCTBOTO

- Cepuo3na ajiepryyHa peakius, IpU4IHHABalla NOJYBaHe Ha JINLETO WK I'bPJIOTO, ChpOsll 00pHB,
3adepBsIBaHe/3arpy0OsiBaHe Ha KOXKaTa

- IloxyBane Ha II€3CHUATE W/WIK XOAWIATA TIOPAIN HATPYNBaHE HA TEYHOCT

CrofinaBaHe HA HEXKEJIAHH PEAKIHH
AKO NONYYHTE HAKAKBH HEXEJIAHH JIEKAPCTBEHHU peakluH, yBeaoMeTe Bammug nekap win ¢apmMalicBT.
ToBa BKIIOYBA BCMYKH BB3MOKHHM HEOMUCAHRM B Ta3H NMCTOBKA HEXEAAHU peakuyy. Moxere ¢bLo aa
CHOOLINTE HEXENAHH peaKlMU JUPEKTHO Ype3:
M3NbAHNTENIHA arcHUA 10 JIEKapCTBaTa

yi. ,,Jdamsau I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

Karo cp0o0IaBaTe HeXXENaHH PEAKLMY, MOXKETE 1a JaACTE CBOA IPHUHOC 3a M0JIyYaBaHE Ha
HHGOpMaLKd OTHOCHO D€30MMacHOCTTa Ha TOBa JIEKapCTBO.
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5. Kak pna coxpanaBarte Penadank
Jla ce cbXpaHABa HA MACTO, HEJOCTBITHO 3a AeLa.

He u3nos3eaiite TOBa T€KapCTBO Clel CPOKa Ha FOAHOCT, otdeng3aH BbPXY KapTOHEHATa OMaKOBKa U
Gauctepa. CpokbT Ha FOAHOCT OTrOBApA Ha MOC/IEIHUSA N€H OT MOCOYEHHUS MECELL.

Jla He ce cpxpansaBa Haa 30°C.

He u3xBBLpAliTE IeKapCTBATa B KAHAJIM3ALUUATA WK B KOHTEHHEPA 3a JOMALUHY OTNAAbLH,
[Tonuraiitre Bamus papMaleBT Kax Aa U3XBBPIATE JIEKAPCTBATa, KOUTO BEYE HE U3No3BaTe. Tein
MEpPKH LIE CMOMOTHAT 33 ONAa3BaHe Ha OKOJTHATa cpea.

6. CopabppXkaHHe HA ONAKOBKATA H JONbJIHHTENHA HHPOpMAaLHA
Kakso cuabpxka Penadank

- AKTHBHOTO BELIECTBO ¢ pHdaMHLIMH HaTpui. Bedka Tabnietka ¢ M3MEHEHO OCBODOXIaBaHe
cbabpka 200 mg pudaMULMH HATPUH.

- Jpyrure MOMOILLHH BELIECTBA €a: aMOHHOMETAKPHJIATHH ChnonuMep (Tun B), ackopbuHosa
kHcenuHa (E300), rimuueponos aucreapar, coeB jJeuuTuH (E322), MarHe3ueB creapart, MAHHTON,
CBNONUMEDP HA METAKPHIIOBA KMCEeNUHA U MeTMeTakpunar (1:2), makporoa 6000 (E1521),
konouaeH be3poaeH cwiHiueB avokcua (E551), tank, TuraHos auokeua (E171), Tpuetunos
uutpat (E1505), »xeneseH okcua, xuat (E172).

Kak narnexna Penagank H K2KBO CbABLPKA ONAKOBKATA

Penadank 200 mg TaGaeTky ¢ UBMEHEHO OCBOOOIKAABAHE €A XK BATO-Ka(QSABU ENUIICOBUARM TabJETKY,
o003HauYeHHU CBC ,,SV2“ 0T enHaTa cTpaHa.
Te ca HannuHKM B GNUCTEPHHU ONMAKOBKH, ChAbpxaty 12 Tabnerku.

IlpuTexares HA pa3pelIeHHETO 32 ynoTpeda

Adalvo Limited Malta

Malta Life Science Park, Building 1 Level 4, Sir Temi Zammit Buildings, San Gwann
Industrial Estate, San Gwann, SGN 3000,

ManTta

IIpoH3BoaANTE/I

Dr. Falk Pharma GmbH
Leinenweberstr. 5

79108 Freiburg
['epManus
E-Mail: zentrale(@drfalkpharma.de

To3u AekapcTBeH NPOAYKT € pa3pelneH 3a ynorpeda B appxkaBuTe wiieHKn Ha EUII noa
CJIEIHHTE HMeHa!
bbarapus: Relafalk

[loptyranusa: Imfalda

Jdara Ha nocJ1eAHO Npepasrexaane Ha JucToskara 02/2024




