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Undopmanusda 3a norpedurefis

Ewofex 120 mg film-coated tablets
Epodexc 120 mg rabnerka puamupana
Ewofex 180 mg film-coated tablets
Epoderc 180 mg Tabxerka puaMuapana

Fexofenadine hydrochloride (¢excodenanun XaIpo3xI0pHE)

IIpouereTe BHAMATENHO NAIATA JHCTOBKA NPEIH 12 3a00THETE 2 NpAeMaTe TOBA
JEKapCTBO.

- JanaszeTe Ta3H JIUCTOBKA. Moske ga uMare HyXIa ra s Ipo4YeTeTe OTHOBO.

- AKO EMaTe BSKAKBHY JOITBLIHMTENINA BRIPOCH, HONUTaiTe Balis IeKap Wik
(papMalEeBT.

- ToBa IEXapCIBO € IpeIucato JIadHo Ha Bac. He ro npeoTcTEIBANTE Ha IPYTH
xopa. To MOXe [ia UM HaBpE/IH, HE3aBUCHMO OT TOBA, 1€ TEXHUTE CHMIITOMH C2 CHIHATC
KaTO BAIIHUTE.

- AKO HIKOS OT He)XEIAHNTE PEaKi[dy CTAHe CEpHO3Ha MK 3a0eNexuTe APYTH,
HeoNMCaHHd B Ta3y JIACTOBKA HEXXENAHy PEakiliy, MOJId ypegoMeTe Barmus fexap uiy
(papManeBT

B Ta3| JHCTOBKA :

Kaxso npenctapiasa EWOFEX # 3a KakBO ¢€ H3II0J13B2
Ipenu na npuemere EWOFEX

Kax na npuemate EWOFEX

BramoxHy Hexenany peakian ga EWOFEX
Crxpanenne Ha EWOFEX

JTOIbITHATEITHA HHGOPMaIis
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1. Kaxso npencraiasisa EWOFEX m 32 kaKBo ce H300/13B4

Fexofenadine hydrochloride, akTBHOTO BEIECTBO BBR BalleTo JCKapCTBO
IPHEAIEKH KBM I'PyIia jJeKapcTBa, HapeueHy aHTHXUCTAMUHHL.

EWOFEX 120 mg tablleTKH ce H3I0n3BaT 3a 00JeKJaBase Ha CAMITOMH KaTO KAXAHE,
cppbex B HOCa, XpeMa, chpOex B OUHTE, 32UEPBEHHA K CHI3ANIH OTH, KOHTO ce
HaOTIONABAT IPH CEHHA XpeMa (Ce30HeH allepriycH PHHHUT).

EWOFEX 180 mg tabneTky ce u3mon3sar 3a 00aeK4aBane Ha CHMIITOMH XaTo cepbex,

[IoAyBaHe, 3a4epBABaHe, KOUTO CHIIFTCTBAT alePruyHATE KOXKHY OILUIAKBAHMIE IpH
XpOHHYHA uoronaruysa ypruxapus (CIU).

2. Ilpenu na mpuemere EWOFEX

He npuemaiite EWOFEX: T T
- aKO CTe aNepridHy (CBpBEXJIyBCTBUTENHH) KbM fexofenadine e

. Ly N T
hydrochloride uny KbM HSKOS OT OCTAHAIMUTE CHCTABKH Ha EWOFEX . B S

To3H JEKapCTBEH NPOIYKT HE Ce NPENophyBa 3a fela Nox 12 ToMHHA. L

O6npHeTe CHeNrAH0 BHUMAHHE IPH ynoTpedaTa Ha EWOFEX S
- axo Bue cte No-BB3pacTHH "



- axo BHe umaTe npobiemu ¢ 6b6pennTe Uik 9epHEs xpob
[Ipenu ja IpHeMeTe TOBa JIEKapCTBO, 00BPHETE CC KbM Bamsa nexap 32 ChBET.

Ilprem pa ApPyrH JieKapcrea

AKO W3N03BaTe JIEKAapCTBO IPOTHB CTOMAITHY KUCEeIIMHH, ChABPAKANI0 ANYMHHHNA ¥
MarHe3mii, IpelophuBa ce Aa NPEABHAATE OKOIO 2 Jaca MEXIy BPEMETO, B KOCTO
pzeMate EWOFEX # sexkapcTBOTO. JIEKapcTBOTO NPOTUB KHCEIHHE MOXCE fd IOBIHAC
neicrerero sa EWOFEX, KaTo NOHKXY KOJMYECTBOTO Ha PE30POKPAHOTO JIEKAPCTBO.

Axo npuemate fexofenadine hydrochloride ¢ erythromycin unu ketoconazole, mnz ¢
eTHOKpaTHa H03a Ha lopinavir # ritonavir koMbmHaN®d, HHBOTO Ha fexofenadine

hydrochloride BpB Bamata muasmMa MOXe Ja C€ YBCIHYH. B13MOXKHO € HEXeJNaHHTe
peaki(fiy 1a ce 3aCHIAT.

AneprraueH TecT: YnorpebaTa Ha TO34 NEKapCTBCH HPONYKT TpsaOBa na Opae NnpekpaTeHa
TPH HHH IpeaH TecTa.

Mounsi, sadopMEpalite Bamug nexap Wi QapManeBT, aKo NPHEMATe WM HACKOPO C1C
NpUEMaiTy APYrH JeKapcTBa, BKIIOYMTEIHO ¥ TaKuBa, OTIY CKaHH 6e3 penenrta.

MIpuem pa EWOFEX ¢ Xxpaun v HANKTKA
[Tpuemaiite EWOFEX Tabnerky ¢ BoJa.

bpemenHocT H KbpMeHe
[TochBeTRaliTE Cce ¢ Bampg mekap npelH ynorpedara Ha KOeTo H [a € IEKapCTBo.

bpemennoct: Bue TpaOBa na npaeMaTe EWOQOFEX cam0 CBIIIaCHO HHCTPYKLWHUTE Ha
Banmusa nekap.

Kbpmene: Ax0 KbpPMHTE, HE € IPEOPBUMTEIHO 1A IPHEMATE EWOFEX.

Hlodmpane u pabora ¢ MAITHHA
Beposrroctta EWOFEX na nopimse ciocobHOCTTa Bu 3a modupane u pabota ¢
MAIIMHEA € Manka. ETo 3amo Tpg6Ba aa ce yBepuTe, ue Bue Be CTEC NOBJIMAHY 10 TO3H

HAYIHH ¥ He TOJIydasaTe CHHIMBOCT, IPey Aa IohHpaTe KIK A2 H3NBIHABATE 3a1atTH,
KOUTO U3HCKBAT KOHLEHTPaLY.

3. Kax na npmemare EWOFEX
Bumaru npuemaiite EWOFEX TounO XaxTo Bu e xa3an Banmus jexap. AKO Be cTe
CUT'YpHM B HEILO, NONHTaWTe Balmus JeKap Al (papMaiieBT.

EWOFEX 120 mg Tabnerku: 3a obrexyaBane Ha CUMITOMUTE, CBBP3aHH CBC CC3OHHUA

alleprutcH PUHAT:
Br3pacTHe M Aella Hax 12 rofnaM: oduyannara J03a ¢ efHa TabIeTKa BENHRX JHECBHO.

EWOFEX 180 mg Tabnerxu: 3a obixeKkuaBane Ha CAMIITOMATE, CBLRSarH CXPOHMTHA
MHONATHHHA YPTHKAPH: g ™
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Axo mucngTe, ge ebextute 52 EWOFEX ca TBBp/e CHIHE HIM TBEPLAC Cliab, MO
xoHCyJITHpaiTe ce ¢ Bamms neKap Uil (papManeBT.

Axo cTe IpHEeNd nosede o1 Heobxoammarta go3a EWOFEX

Axo mpyieMeTe noBeye TalJeTKH Ewofex® oTkoNKoTO € Heo6xonuMO, OOBPHETE Ce KBM
Bamiuist jieKap By (papMaleBT 3a ChBET WM OTHAETE B Hak-Onm3kara OONHMNA.
CHMIITOMHTE Ha Ipefo3upane BKIIOYBAT 3aMaliBale, ChHIMBOCT, yMOpa 1 CYX0Ta B

yCTara.

AKko cTe nponycHaIH aa npaemere EWOFEX

AKO cTe IIPOIMYCHANM Jia IpAeMeTe eIHa 1033, MOXE JIa 1 B3EMETE BEHara Clie/| Karo CH
CIIOMHHTE, OCBEH, aKo He € JOIYbI MOMEHTHT Jia IpueMeTe cliefiBamara Ao3a. He
B3WMAliTE NBOMHA 1034, 32 Ja KOMIIEHCHpAaTe TIpoIlycHaraTa TabieTka.

AKO HMATE HIKAKBH JOIBIHUTENHY BBIIPOCH, CBHP3aHH ¢ yrioTpebara Ha TO3H NPORYKT,
MOJI monuTaiTe Bailus texkap Wi (apMariesT.

4. BL3MOXHH HEeKEJIAHH JIEKAPCTBEHH PeaKIHH
KaxTo Bcuuxy nexapctBa EWOFEX Moxe Ja Ipeiu3ByKa HeXENaHy peaKivy, BIPEKH

ge HEe BCEKH T'H LIOJIyJaBa.

Yecr (mo-Manko ot 1 Ha 10 namuenTa): riraBo6oike, CHHIIMBOCT, IajicHe | 3aMaHBaHe.

He gectu (mo-Manko or 1 wa 100 nannenTta): ymopa, 0e3ChbHAS, HEPBHOCT, TPYAHO
3acHKBale ¥ ChHYBAHE HA KOIMapH.

Penixu (mo-Mamxo ot 1 Ha 10 000 manueHTa): ClIeIHATE HEXENAHH PEak4H ce Habmonapar:
AJlepridHa KOKHa peakilis KaTo ek3eMa, 0OpuB i Chpbex, HeOYAKBAH OTOK

(emeM), CTSTaHE B PHPAHUTE, 3aTPYNHEHO JUIllaHe U 3a4epBaBane Ha KoxxaTa. lIpyu nossa Ha
CHMIITOMY Ha aH(GWIAKTAYHY PEaKIyH (HaIpyuMep OTOK HIIM 3aTPYHEHO AUIIAHE)

WM CEpHO3Ha KOXKHA PeaKiiys, OThPCeTe IEKapCKU ChBET.

AKO HIKOS OT HeXXEIaHuTe peakliiy CTaHe Cepro3Ha Uitk 3adefiexure IpyrH,
HEOMHUCAHHM B Ta3H UCTOBKA HEXKEIIAHY PEakIlny, MOJs yBegoMeTe Banius

jexap HiIH (apManesT.,

5. Coxpanenne aa EWOFEX

CrxpaHsaBaiiTe Ha MACTO, HeJIOCTBIIHO 3a xena. He usnonspaure EWOFEX crexn cpoxa
Ha roJHOCT, OT0end3aHa BHPXY KapToHeHaTa ollakoBKa unu Onrcrepa. Cpoka Ha
rOAHOCT OTFOBaps Ha HOCHEHHUS OEH OT IIOCOYEHHST MECEl.

He ce u3MCKBaT cHelHaliiy YCIOBHA HA ChXPaHCHHC.

JlexapcTBaTa HE TpI0Ba [a ce H3XBBPIAT B KAHANU3AIKSITA MIIH B KOHTEHHEDA 32
noMamuu oTHagbiy. [Tonutaite Bamus papmaleBT Kak a YHHIIOKUTE HEHYKHUTE Bu
nexapersa. Te3M MEPKH IIE CIIOMOTHAT 3a ONasBae Ha OKOJIHATa. CPeLa. >
6. JonbauuTeTHA WA OPMAITHS

Kaxeo cohappxa EWOFEX

AxTtusHa ceerapka: fexofenadine hydrochloride .




Bcaxa Tabnerka EWOFEX 120 mg ceappxa 120 mg fexofenadine hydrochloride
(expuBanenTed Ha 1 12mg fexofenadine).

[ToMOIIHH BENECTBA: MUKPOKPHCTANHA [ieAy1034, HaTpHU KpOCKapMeEno3a, HapCBAIHa
cKopOssia, TOBUOH, MarHe3ues CTEaparT, XUpoMeno3a, THTAHKUCE JUOKCU (E171),
MaKpOrolH, Xeme3eH oKCHA Xt (E172), xene3eH OKCHA IEPBEH (E172).

Beska tabnetka EWOFEX 180 caxspxa 180 mg fexofenadine hydrochloride
(exBmBanenTeH Ha 168 mg fexofenadine).

TToMOmEY BEMECTBA: MEKPOKPUCTATHA [EIYJI03a, HAaTPHHK KPOCKapMerno3a, HapeBHIHa
cxopOsia, IOBUJIOH, MarHe3ueB CTEapart, XUIIPOMENo3a, TATAHHEB THOKCH] (E171),
MaKpOTOJIH, JXelie3eH OKCHA XKBIT (E172).

Kax marnexaa EWOFEX 1 kKakBo CHABPKA ONAKOBKATA

EWOFEX 120 mg Taberky ca IpOIbIroBaTH, IIOCKH OT JBETE CTpanu, QUIMHPAHH
TabJIeTKH ¢ IPACKOBEH 1BAT.
EWOFEX 180 mg Tab1eTku ca XBIITH, HPONBIroBaTH, QRIMHpaHU TabJETKH, IUIOCKA OT

emHATa CTPada ¥ ¢ NeHTpanHa pasacidTelHa JIMpds OT Apyrara CTpana

Bpo#t ga Tabnerkute B exHa omakoeka: 10, 15, 20, 30, 50, 100 mmm 200 .
He BcyuKH BAIOBE OIAKOBKH MOTrar na ObHaT IMycHaTH B Iponaxoa.

ViMe 1 2apec Ha NPATEKATEd Ha paspeniennero 3a ynorpeda
Ewopharma International s.r.0., Bratislava, CoBaxus

Hme u aapec Ha NPOMIBONHUTENH

Chanelle Medical, Loughrea, Co. Galway, Hpnangzs

ToBa IeKapcTBO € pa3pellieHo 3a ynoTpeda B CpaHUTE WICHKH Ha EEA nox cneHHTE
THPFOBCKH MMEHA:

benrus Doc Fexofenadine 120 mg
Doc Fexofenadine 180 mg
brnrapus Ewofex® 120 mg
N Ewofex" 180 mg
Yexus Ewofex 120 mg
o B Ewofex” 180 mg
Kunsp Fexonad 120 mg
) Fexonad 180 mg o
Jauus Alterfast 120 mg, filmovertukne tabletter
Alterfast 180 mg, filmovertukne tabletter
Qunnasgus Alterfast 120 mg
Alterfast 130 mg LT
OpaHLHs Fexofenadine DCI Pharma 120 mg, comprime pellicule . %
Fexotenadine DCI Pharma 180 mg, comprime.petlicule = % i\
Yurapus Ewofex” 120 mg [ bl
Ewofex” 180 mg L :i} o
Uranmus Fexofenadine Docpharma 120 mg - )
Fexofenadine Docpharma 130 mg LT T

JroxceMbypr Doc Fexofenadine 120 mg



Hopserus
Xonanmus
Tlomma
PyMbHAS
Crosakust
CroBenHs

HIsenmud

Jara Ha MoCIeAHO 0400peHne Ha JNCTOBKATA: 0N 2007.

Doc Fexofenadine 180 mg

Doc Fexofenadine 120 mg

Doc Fexofenadine 180 mg
Fexofenadine HCI 120 A
Fexofenadine HCI 180 A
Ewofex” 120 mg

Ewofex® 180 mg

Ewofex” 120 mg

Ewofex” 180 mg

Ewofex” 120 mg

Ewofex” 180 mg

Ewofex" 120 mg

Ewofex” 180 mg

Fexofenadine Docpharma 120 mg
Fexofenadine Docpharma 180 mg



