JIncroBka: undopmannsi 3a NANHEHTA JZ Il 30O oy

Peaadanxk 200 mg rabierkn ¢ H3MEHeHo ocnoﬁomaﬂam;f_\o — -
Relafalk 200 mg modified-release tablets = /13 0 7 -10-

pudamuumn Hatpuid (rifamycin sodium)

[IpoueTeTe BHHMATE/IHO IAJ1ATA JIHCTOBKA, NMPeIH /1A 3aN04HeTe /1a IpHeMAaTe TOBA JIEKAPCTBO,

ThiHl KaTO T8 CHALPKA BaXKHa 32 Bac uadopmanns.

- 3ana3zeTe Ta3u JIMCTOBKA. MOXKe /1a ce HaJlOXkKH J1a A Mpo4veTeTe OTHOBO.

- AKO MMaTe HAKAKBU JOMbJIHUTE/IHK BbIPOCH, nonuraire Bawus nekap wiun papmauesrt.

- Tosa nexkapcTBo € npeanucaHo JMuHo Ha Bac. He ro npeorcrensaire Ha apyru xopa. To moxe
J1a UM HaBPEIH, HE3aBUCHUMO Y€ MPU3HALMTE HA TAXHOTO 3a00a9BaHe ca ChiUTe KaTo Bammre.

- AKO MOJTYYHTE HAKAKBH HEXEJIAHH JICKAPCTBEHU peakiiu, yBeaomere Bamus nekap vim
¢apmarieBT. ToBa BKJIFOUBA M BCHYKH BB3MOKHH HEKE/TAHH PEaKIIMM, HEOMHCAHH B Ta3H
nucroBka. Buwxkre Touka 4.

KakBo cbabpka Ta3H JIHCTOBKA:

KakBo npeacrasisasa Penacdaiik v 3a KakBo ce U3noJj3Ba
KakBo TpsOBa aa 3Haere, npeau aa npuemere Penadank
Kak na npuemare Penadank

Bb3MOXXHHM HEXKEJIaHHU peakLny

Kak na cvxpausisare Penadank

CbAbpXKaHUE Ha OMAaKOBKaTa M A0IMbJIHUTEIHA HHpOpMaLIUs

N SN A i

1. KakBo npeacrasinBa Pesiadaiik u 3a KAaKBO ce H3M0J13BA

Penadank cpabpika akTHBHOTO BelecTBO pudaMHIIMH HAaTPHH, aHTHOHOTHK, KOWTO NelicTBa B
nedbenoro yeppo. Toi ce u3non3ea 3a JieYEHUE HA MAPUA HA NbTELUECTBEHUKA, ChI'bTCTBAHA OT
CHMITTOMH KaToO rajieHe, MoBpbliane, OTAeNSHE Ha ra30Be, YeCTH HEOTIIOXKHH NMO3UBH 34 U3XO0XK/IaHe,
OosKa WM crasMu B Kopema 1pu Bb3pacTHH. Penadank He TpabBa na ce M3nons3sa, Korato JHapHAaTa e
ChITBTCTBAHA OT MOBUILUEHA TEMIMEPATYPA WK KPBB B U3MPAXKHEHUSATA.

2, Kakso TpsiOBa na 3naere, npean aa npuemere Peaadgank

He npuemaiite Penagank:

- aKO CTe aJepruyHyd KbM puaMMLMH HATPHH, NOJO0O0HM BU10BE AHTUHOUOTHLIK, HIIK KbM HAKOS
OT OCTAHAJIUTE ChCTABKH HA TOBA JICKApCTBO (M30pOoeHHU B TouKa 6);

: aKo CTpajiare OT MoBpbinaHe, OOJIKa B KOpeMa WU 3anek, MPUYWHEH OT 3amnyliBaHe Ha yepBara;

- aKko umare nepdopaums, paHa Wid HapaHsBaHEe B XpaHOCMMJIATE/IHATA CUCTEMA,

- aKO MMATE /IHapUs C MOBHULLECHA TEMIepaTypa WK KPbB B U3MPAKHECHHUATA.

Penadank cbabpika COEB ACLIMTHH. AKO CTE aJIEPrUYHH KbM (DbCTBLM WIK COS, HE U3M0JI3BaNTE TO3M
JIEKApCTBEH MPOAYKT.

[IpeaynpexaeHusi H NPEeANA3HH MEPKH

['oBopere ¢ Bawus nekap wiu papmauest, nokato npuemare Penadank:

- ako cuMmnromMure Bu ce Biowar 1o Bpeme Ha JIEHEHHETO;

- aKO He ce YyBCTBaTe no-a00pe cien 3-AHEBHO JICUCHHE:

- aKO CUMNTOMHUTE BU BB3HWKHAT OTHOBO CKOPO CJI€/ CMTUpPAHE Ha JTCHEHUETO.

JlokaTo npyeMare TOBa JIEKapCTBO, MOXE /1a CE 10J1y4YH YEPBEHUKABO OLIBETABAHE H




Ceepxete ce ¢ Baiiuga nekap, ako HMaTe CHMITTOMH KaTO Y€CTa BOAHHCTA AHAPHA, TEXKKH CITa3MH HTH
Oonka B KOpeMa, NOBHUIIEHA TEMIIEPATYPa WK KPLE B M3MPAKHEHUATA. T0OBa MOXE A C€ NBJDKH Ha
WHdekuUs (IHapus, cBbp3ana ¢ Clostridium difficile), K09TO U3KUCKBA CNEIHA MEULUMHCKA MOMOLLL.

AKo ce ieKkyBare ¢ aHTHOHOTHK OT Knaca Ha pupamMULMH 32 3a0018BaHe, NPUYHHEHO OT
mMukobakTepru (Harp. TybepKynosa), He Tpsadea aa nipuemare Penadank.

Aena A 0OHOMHA
Hsawma o ot yrorpeba Ha Penadank npu aeua W 10HOIH.
[To Ta3u MpUTHHA HE KaBaHTe TOBA JIEKAPCTBO HA Jiela U oHOmH noj |1 8-roavinHa Bb3pacT.

Apyra nexapersa H Peaadgank
Hudopmupaitre Batmvs nekap wiu apmanesT, ako mpUeEMaTe, HaCKOpPO CTE€ MMpUEMATH UITH €

BB3MOKHO A2 NPHEMETE APYTH ACKAPCTRA.

- Penagank He Tpabea na ce npuema 3aeHO ¢ noaodeH B aHTHOHMOTHUM.

- Hudopmupaitre Bamna nekap, ako npuemare HHKAOCHopHH (HMyHOCynpecop), BapdapHH
(JiekapcTBO 32 paspeKIaHe Ha KPbBTa) HIH NEPOPATHH KOHTPALIEITTHBH.

- AKo npuemare aKTHBEH BbIJIEH (HATIPHMED 34 JIEUeHHe Ha NHapHA), NpHeMaiiTe Penadank Haii-
MAJTKO 2 yaca cJiell NpYeMa Ha BLIrieHa.,

bpemenBOCT H KbpMene

AKO cte 6peMeHHA HIH KbPMMTE, CMATATE, Y€ MOXKE Aa CTe OpeMeHHa UM IUTaHUpaTe OpeMEeHHOCT,
nochBeTBaiiTe ce ¢ Bawns nekap unu dapmauert npeau ynorpedara Ha ToBa nekapeTso. He
npaeMaiiTe Pemadank, ako cre OpeMeHHa HITH KEPMHTE, OCBEH ako Bammar iexap He Bu e kazan na
IO HanpaBRHTeE.,

IIlodupane n pabora ¢ MAIMHABHR

Manko BeposaTHo ¢ Penagank na nosimmse peakupnre BH, xoraro modupare u paboTHTe ¢ MaIWHY.
He wodwupaitre B He W3MoN3paifTe MATHHA, aKO UMATE 3aMasHOCT HITH YMOpa el ITpHeM Ha
Penadanx.

Penadank cuabpiKa HATPHA
ToBa nexapcTBO chABRPKE MO-Manko ot | mmol Hatpuii (23 mg) Ha Tabnetka, T.€. MOXe Jia ce Kaxe,
Ue MPAKTHYECKH HE ChIAbPKA HATPHH.

3. Kak aa npuemare Penadank

Bunary npyueMaiTe TOBa 1EKAPCTBO TOYHO KakTo B e kazan Bawnrar nexap. AKO HE CT€ CHTYPHH B
HeLO, nonuTaiTe Baiuusa nexap unu dapmauesT.

IIpenopharTENIBATA XHEBHA 1034 34 BL3pacTAA BaA 18-roarmuaa sn3pacr e:
- Jlse Tabnetku CyTpHH M aBe TabneTku Beuep B MPOAL/HKEHHE HA TPY JHH.

- OcBeH aKo He € PeARHCAHO APYTO, NPOABIKMTENHOCTTE HA JEUCHUETO Be TpAORa 1a HAIBUILABA
TPH AHU. AKO C/I€A TPH AHH He ce YyBCTBare 1no-a06pe, ropopere ¢ Bauua nekap.

Ynorpeba upa Aena H WHOMIE
Penadasnk He e npeaHasHadeH 3a ynorpeba npu aeua M 1oHOoUiH noj 1 8-roauitHa sb3pacr.

Kax na npuemarte Tad1eTKHTE:

-  Flpuemaiire Tabnerxure ¢ vama sona. Tabnerkure na ce normewmiar ueny. Ja ne ce p
WY 1HBYAT.

- TabnerkMTe MOXKE Oa CE€ NpHEMaT ¢bC WM Oe3 xpaHa.

AKO cTe npHEJIH HOBeYe OT HeodxoxaMaTa 103a Penadaak
Crepxere ce ¢ IeKkap, aKo HHLMIAECHTHO CTe MPHETH NIOBEYE OT MPENOpPhUHTETHATA /i
AKo0 cTe mponycHanH n1a npaeMere Penadank




He B3emaiiTe aBoitHa /1034, 3a Ja KOMIIEHCHpATe TNIPOITycHAaTaTa 103a. BiemeTe cneaBaimara cH K034,
kakTo By ¢ npeanwcano.

AKo cTe cipean npuemMa aa Peaadank
I IpenopbunTeHaTa NPOABTKUTENHOCT Ha nedYeHuKe € Tpy AHU. ['oBopere ¢ Batua aekap, ako
CUMNTOMHUTE BH ce BIOIIABAT 10 BpEME Ha JIeYEHUETO HIH aKO He ce YYBCTBATe No-a00pe cnen 3 AHM.

AKO #MaTe HSKAKBH JOTBITHUTEIHH BBIIPOCH, CBBP3aHH C YIoTpedaTa Ha TOBA NEKAPCTBO, MONMATANTE
Bamwua nexap unu gapmMalest.

4. Bb3MOXKHR BEKEIAHH Peaknan

KakTo BCHYKH TEKApCTBa, TOBA IEKAPCTBO MOXE Aa MpeAN3BHKA HEXCIIAHH PeaKIlH, BBITPEKH Y€ HE
BCEKH M MOMYJara.

YecTn: morar aa 3acersart A0 1 na 10 aymn
-  T'narobomme

- Jnapus

Heuecrn: morar aa 3acernar 2o 1 na 100 xymu

- 3ary6a Ha aneTuT

-  beanokoHcTBO

- 3amMaiiBaHe

- Kpamnu 1 cnasMu B KopeMa, MOAYBAaHE Ha KOpeMa, O0Nka B TOpHaTa YacT Ha KopeMa,
bonezHeHOCT B kopema, adTO3HO pa3paHaBaHe (B ycTara), 3anex, HeCTH HEOTJIONKHH MO3HBH 34
W3XO0XKAaHe, CyX0Ta B ycTara, JUCTETICHS, OPUIrBaHe, OTICNISHE Ha ra3oBe, YBE/IHYaBaHEe Ha
CTOMAILIIHATA KMCENIMHA B CTOMAaXxa, raaeHe

-  Koconan, nopMineHo M3N0TABAHE, HOLHO H3NOTABAHE, ChpOek

-~ bosika B MycKynWTe ¥ cTaBuTe, 60sTka B repba, Ooitka B kpaliHWUWTE ¥ cllabWHHTE, MYCKYITHH
CHa3MH H MYCKYJTHa criafocT

- Heobuuaen usAT Ha ypHHaTa, OOAE3IHCHO WIHW TPYXHO YPHHHpPAHE, HAMANEHO KOJIMMECTBO YPHHA

- Cnabocr, boska B repauTe, 00LO HepasnoaoxkeHde, 601Ka, NoBHLIEHA TEMNEpaTYpa

- Ilpomenu B noka3sarenure 3a yepHoapobHa ¢pyHkuna (nosuineHa AJIAT), npoMeHM B KpbBTa
(TOBHIIEHN KPEATHHHH H Yped )

Crennure HeXXENaHH peakUWy ca crodmasakn npu aHTuOHOTHIM, NoaoOHY Ha Penadank, v

CJIEROBATENTHO MOr'aT Ja Bb3HHKHAT M NIPH TOBA NEKapcTBO. HecToTaTa Ha Te3u HeXXeJlaHW PeakuHy

KbM MOMEHTA € HEH3BECTHA:

-  baxtepuanun unpexumu (xrocmpuouansnu un@exyuu), r-OnIHE HHPEKLIKH

- PesynTaTv OT KPBBHHTE H3CJIeIBAHUS H3BBH HOpMAaTa {TOHHXEHH TPOMOOHWTH)

- Texku oCTpH peaklvi KBM JICKapCTBOTO (aHA(DUTAKTHYHH peaKllui), ANePrudHH peakiiii KbM
NEKapCTBOTO

- CepunosHa anepruunia peakuusa, NPUYMHABALLG NOAYBAHE HA JTMLIETO WIIH [BPIAOTO, ChpOsiL 06pus,
3auepBaABane/3arpybapaHe Ha Koxara

- llomysane Ha re3cHWTE W/UNHW XOAMIIaTa NOPAJH HaTPYTIBAHE HA TETHOCT

CrobmaBane HA HEXKEIAHA PeaKUHH
AKO MNONYy4YHTE HIKAKBY HEXKENAHH JICKAPCTBCHH peakuu, yseaomere Bauuua nekap unu gapmauesr.
ToBa BKMIOYBa BCHYKH BB3MOKHH HEOTTHCAHH B TA3W THCTOBKA HeXenanW peakuH. MoxeTte cbino aa
CHOOIIHATE HEXXENTAHN PEAKIIAHA THPEKTHO Ype3:

HamsmmwmenHa areHUMs 1o IeKapcTBaTa

ya. ,Jaman I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

Karo chobuiasare HexelaHH peakuyt, MOXXeTe 1a AaJeTe CBOS MPHHOC 38 noayy
HH(popMaLIA OTHOCHO HE30MaCHOCTTA Ha TOBA NIEKAPCTRO.




S. Kak aa ecsxpansipate Penadanx
Jla ce chxpaHaBa Ha MACTO, HEJOCTBITHO 34 Jieua.

He w3non3ealite TOBa NEKapCTBO CJIEA CPOKA Ha rOAHOCT, OTOENA3aH BEPXY KAPTOHEHATa OMaKOBKa H
6mcrepa. CpoxbT HA FOAHOCT OTTOBapA HA NOCNEAHUSA A€H OT NOCOYECHHA MECEL.

Jla ne ce chxpanssa Han 30°C.

He u3xBspasiiTe iekapeTsaTa B KAHATW3ALHMATA WIH B KOHTEHHEPA 3a NOMAIHH OTNIAXBLH.
[TormTaiiTe Bamus dpapMaleBT Kak A28 HW3XBHJIATE JIEKAPCTBATA, KOUTO Bede He U3non3sare. Te3u
MEPKH LIle CNOMOTHAT 3a ONa3BaHe Ha OKOJIHATa CPeaa.

6. CpabpkaHHE BA ONAKOBKATA H AONBJIAHHTE/IHA HHPOpMANHS
Kaxeo ceanpxa Penadank

- AXTMBHOTO BemecTBO € pudamuuny HaTpuii. Beaxa Tabnetka ¢ vameHeHo ocBofoknaBaHe
cpabpka 200 mg pudaMuaLyH HATPHH.

- Jlpyrure nOMOLIHHK BELLIECTBA Ca: AMOHHOMETAKPUIATHH cbhionuMep (Tun B), ackopbyHoBa
kucemrHa (E300), rmyueponos aucreapar, coes JetMTHH (E322), Maraesnes creapar, MaHWTON,
CHIOTUMEP HAa METAKPHWIOBA KHUCETHHA W MeTHIMeTakpHnar (1:2), makporon 6000 (E1521),
KOJIonaeH O6e3BoaeH cunuuuer aMoxkcud (E3351), Tank, tutados anokeuna (E171), Tpuernnos
uutpat (E1505), :xeneszen okcua, xoar (E172).

Kaxk marnexna Peaadgank H KaKBO ChAbPXKA ONAKOBKATA

Penadank 200 mg tabnetkn ¢ n3meHeHO oCBODOXKZABAHE Ca KbJITO-KadhABH €JTMNCOBHIHN TaDNETKH,
o0o3HaYeHH cbe ,,SV2“ OT eHaTa cTpaHa.
Te ca HankWuHK B GnKcTepHH ONakoBKH, ChAbPXkAWM 12 TabneTkn,

IIpaTexaTen HA pa3pemIeHHETO 32 ynoTpeda
Adalvo Limited

Malta Life Sciences Park,

Building 1, Level 4

Sir Temi Zammit Buildings,

San Gwann Industrial Estate,

San Gwann SGN 3000, Malta

IlpoR3isoauTen

Cosmo S.p.A

Via C. Colombo, 1
20045, Lainate

Milan, [taly

Phone: +39 02 93 3371
Fax: +39 (02 93 33 7663

Email: glo-regulatory(@cosmopharma.com

To3R JexapcTBen NPOIYKT € pa3pemien 3a ynoTpeba B AbLpKaBHTE WieHKR Ba E
CJICAHATE HMEHA:
bunrapus: Relafatk
Ilopryranua: Imfalda

JdaTa Ha nocyieHO Hpepasriaekaane Ha aecroskara 01/2025.




