JIncroska: nupopmanus 3a norpeduTes
AR YEN
Aunerpa 120 mg ¢puiamupanu TadjeTKH

bekcodeHaaMHOB XHIAPOXIIOPH]L ;,2 b« 4 el 2 & -09- 2076

Allegra 120 mg film-coated tablets
fexofenadine hydrochloride

IIpoyerere BHHMATEIHO USAJIATA JIHCTOBKA, MIPE/H /1A 3aMI04HETE /1a IpHeMaTe TOBA JIEKapCTBO,

Thil KATO TS ChAbPAKA BaxkHa 3a Bac undopmanus.

Bunaru npuemMaiite ToBa JIeKApCTBO TOYHO KAKTO € ONMUCAHO B Ta3M JIMCTOBKA WJIM KakTO Bu e Ka3an

Bawuusat nekap wiu gapmaiiest.

e 3anasere Ta3MW JUCTOBKA. MoOKe n1a ce HAJTI0KH /1a S MPOUYETETE OTHOBO.

e AKO ce Hy>KJaeTe OT JIONbJHUTEe/IHa MHpopMallMsg UK CbBeT, nonuraire Bamus gapmauesr.

e Bue tpsabBa 1a noTbpcUTe NEKapeKa oMo, B cay4ai ye Bamure CMMITOMM Ce€ BJIOIIABAT UJIH HE
ce noaodOpsaBar.

e AKO NoJIydHuTe HIKAKBH HEKEJIaHH JIEKapCTBEHHU peakLvH, yBeaomere Bawus nekap niu
(apmaiieBT. ToBa BKJIIOUBA BCHYKH Bb3MOKHH HEKEJIAHW PEaKLIMK, HEOMHUCAHHU B Ta3H JINCTOBKA.
Buxre Touka 4.

Kakso ChbABbPAKA TA3H JIHCTOBKA:

Kakso npeacrasiassa Anerpa 120 mg 1 3a KakBO ce M3M0J13Ba

L.

2, Kakso TpsOBa na 3Haete, npeau aa npuemere Aserpa 120 mg

3. Kak na npuemare Anerpa 120 mg

4, Bb3MOKHHM HEXKEJIaHU peakliuu

3. Kak na cbxpanssare Anerpa 120 mg

6. CbabpiKaHUe Ha OMAaKOBKATa W AOMbIHUTEIHA HHPOpMALIHUS

P Kakpo npejacrasiasa AJsierpa 120 mg u 3a KakBo ce H3N0/13BA

Anerpa 120 mg cbabpxka (pekcoheHaAMHOB XUAPOXIJOPH/I, KOUTO € AHTHXHCTaAMHUH, 0€3 CelaTHBHO
JIEUCTBHE.

3a kakBo ce u3noqassa AJsierpa 120 mg

Anerpa 120 mg ce u3nosssa rpuv Bb3pacTHH M MOJIpACTBalllKd Ha Bb3pacT |2 v rnoBeye rojiMHy 3a
o0JIeKyaBaHe Ha CUMITTOMMTE Ha ajliepruyeH pUHUT (HaNnpUMep CeHHA Xpema) KaTo KuxaHe, CbpOosiil,
Teyalll ¥ 3aryLleH HOC U CbpOsILLU, 3a4EPBEHU U ChII3SALILH OYH.

2, Kakso TpsiOBa 1a 3Haete, npean aa npuemere AJierpa 120 mg
He npuemaiite Aserpa 120 mg m nadpopmupalite Bamus jJekap axo:
® CTe aJiepruyHu (CBPbXUYYBCTBUTE/IHH) KbM (peKCcO(hEHAIUH, APYTH aHTUXUCTAMHHOBH JIEKapCTBa

HAKOS OT OCTAHAJIUTE ChCTABKHU HA TOBA JICKAPCTBO (M30POCHHU B T.6)

IlpeaynpexeHust H NpeaNasHH MEPKH
TpsaGBa na ce koHcynTupare ¢ Bawus gekap win (papmauesT rpeju jaa sanouHere ynorpedara Ha
Baiwero nekapcTBo ako:
® umarte npodseMH ¢ yepHUus Apod Kk ObOpeuuUre,
e KMaTe WIHK CTE UMAJIU ChPACYHHU 3a009BaHUSA, TbH KATO TO3HM JIEKAPCTBEH MPOAYKT M
J10Be/1€ 10 N0-0bp3 WK HEMPABHJIEH ChPACUYEH PUTHM,
® CTe B CTapyecka Bb3pacr.

AKO cMATaTe, Ye HAKOM OT Te3H YCJIOBHUS Cce OTHAcA 3a Bac, WM uMaTe HAKaAKBH CbM
KOHCYJATHpaiTe ce ¢ Bamus nekap miau gapmaueBt npeau Jieuenuero ¢ Anerpa 120



Jipyra nekapcrea H Anerpa 120 mg
Mons uHdopmupaiite Baluvs nexap wid gapMaliesT, ako pHEMATE,HACKOPO CTE NIPHEMAJTH HITH €
BB3MOXKHO [1a MPHEMeETE NpYyrH JIEKapCTBa.

AKo npuemare ananytamMmu (JIEKApCTBO 3a JICYEHHE Ha pak Ha [IpOCTaTaTa), ThH KaTo e(PEeKTHT Ha
hekcoderaauH Moxke aa Obae HamaneH.

AKO H3MOJI3BaTe JIEKAPCTBA KOWTO ChAObPXKAT ATYMHHUI W MarHe3ui, Mpenopeysa ce Aa MpeaBHANTE
OKOJIO 2 yaca MeXXAy BpeMeTO, B KoeTo B3emate Anerpa 120 mg u apyrure nexkapcrsa. ToBa ce npaBH,
3aL10TO T€ MOTAT A MOBIMAST Ha JelicTBHETO Ha Anerpa 120 mg, KaTo MOHMXAT KOJHYECTBOTO HA

MPHETOTO JICKAPCTBO.

bpemMeHHOCT, KbpMene H PepTHIAHTET
Axo cTe OpeMeHHa WIH KbPMHUTE, CMATATE, Y€ MOXKE Aa CTe OpeMeHHa WK I1aHupaTe OpeMEHHOCT,

nochBeTBaiiTe ce ¢ Bamua nekap unu gapmauesT npeau ynorpedara Ha TOBA JIEKAPCTBO.

He Tpabea na npuemare Anerpa, ako cre OpeMeHHa. Tosa nekapcTBo TpsaOBa 1a ce npuiara, CaMo aKo
€ HATOXKHTENHO K CNIed MEIMLIMRCKA NpenophKa.

Anerpa 120 mg He ce npenopbyBa NPH KbPMELIH XKEHH.

IMo¢upane u paboTa ¢ MAIIHHHA *’

Mako BeposTHO € Anerpa 120 mg fia npeau3BUKBa CHHAMBOCT, Taka,ue MOXe [a Wwodupare U aa
pabOTHTE ¢ MAllIKMHH, AOKATO npuemate Anerpa 120 mg.

Brnpeku ToBa TpabBa na ce yBepHTe, e Bue He cTe NoBIUAHHM I10 TO3H HaYHH H, Y€ HE YyBCTBATE
ChHNHBOCT WX 3aMasiHOCT, NTPeAH Aa WwodupaTe UK Aa U3NBIHABATE 3aJ4a4H4, KOUTO H3UCKBAT
KOHLIEHTpaLU4.

Anerpa 120 mg cuabpixa HATPHH
Tosa nekapeTBo chAbpAa no-Manko ot 1 mmol HaTpuii (23 mg) Ha Tabnerka, T.€. MO CBLIECTBO € ,,0€3

HaTpPUH".

3. Kak aa npaemaTte Auerpa 120 mg
BuHaru B3MMaiTe TOBA JICKAPCTBO TOYHO MO YKa3aHHATA B Ta3H JIMCTOBKA. AI{O HE CT€ CHTYpPHH B
Helo, nonuraiite Bauiua nekap win gapmalesT.

Buw3pacmnu u oeya nao 12 zo0unu:
AKoO He € npeanucaHo Apyro, npenopvunTenHara 4osa ¢ | tabnerka (120 mg) nHesHo. Ilpuemaiite

TtabneTkara ¢ BoJAa, NNPEeaH XpaHEHE.

HPO,EI'LJIKHTEJIHOCT HA JICHCHHETO
HPOH'LJ‘IH{HTEIIH_OCTI‘R Ha JIeYeHHETO MOXKe Ja Obae pa3jindHa B 3aBHCHMOCT OT CHMIITOMHTC.

AKo0 CTe npHeIH nosede oT Heobxogrmara n03a Ajerpa 120 mg

AKO cmyuaiiHO CTe MpHean TBBPAC MHOTO TabneTku, cObpHeTe ce KbM Ballinsg jiekap 3a ChBET HIIH
OTHAETE B Hali-Onuzkara 6onHuua, CUMITOMUTE HA NpeAO3HpaHe ca 3aMastHOCT, CbHJIMBOCT, YMOpa U
CyXOTa B yCTAaTA.

AKO cTe nponycRAJH Aa NpHeMeTe Anerpa 120 mg
. He B3emaiiTe ABoitHa A03a, 3a Ja KOMMNEHCUHpATE MPOMyCHATATA A034.
. [Ipuemere cneapawiaTa A03a, KAKTO OOMKHOBEHO.

AKO MMaTe HAKAKBH AOMBJAHUTEIIHH BBIIPOCH, CBLP3aHH C yiIoTpedaTa Ha TO3U NPOAYKT, MOJIH
nonuraifte Bainua nekap unu ¢gapmauepT. '

4. Bb3MOXKHH HeXeIaHH peaKlHH
Kaxro Bcruku nekaperna, Anerpa 120 mg Moxe Aa npeiM3sriKka HexkellaHH peakiliH

BCEKH 'Y [10JTy4aBa.
Kaxere Ha Baiiun Jexkap BeaHara u cnpere npuemManetTo Ha Ajierpa 120 mg axc




® NoAyBaHHWA MO JHLUCTO, YCTHHTC WIH e:im{a, SB.ll.l-l'JT*D TOBd MOTAT A4 €Ca NPH3HALH Ha TC/KKA
AJIEPruiHa pCakunsl.

CnenHuTe HeXenaHyu ChOMTHA ca OWNH AOKNaJABaHHU MO BpeMe Ha KIHHHYHHUTE H3MUTBAHHA, C YECTOTA
nogofHa Ha yecToTaTa Ha HabnrogaBaHuTe B Fpynara c mwiauedo:

YecTH HEXREJTAHH peaknun (morar aa 3acerHar a0 1 Ha 10 gywua):
e rnasobonue,
® CBHHJIHUBOCT,
¢ rajcHe, -
® 3aMaMBaHe.

HeuecTH He:keJaHB peaknun (Morat aa 3acerHart o | Ha 100 gyuwn):
® yMOpa
® CBHHJIMBOCT.

JAPYrH HexeJIaHH peakiyH
C HeH3BecTHA YeCTOTA (MECTOTATA HE MOXKe J1a ObJae onpeesieHa 0T HAJTHYHHTE NaHHH):

® CEepHO3HHM ANEPruiHH peaKUHH NPOABCHHU ¢ aHrHoeeM (TTI0QyBaHE Ha JIULETO, YCTHHUTE, €3HKA
WU I'bpJIOTO), CTATAHE B MbpAUTE, 3aTPYAHEHO AMllaHe, 3a4epBABAaHE Ha JIUHETO,
HHCOMHHUA (D€3CBhHHE),

HapyLUEHHS Ha CHbHA,

HEPBHOCT,

HapylUEHHA Ha ChbHA WK KOLIMAaPH,

YCKOpECHa MM HeMpaBHIHA CbpACYHA AEHHOCT,

Anapui;

obpus,

YPTHKAPUA,

ChpOeK,

3aMBIJICHO 3PECHHE.

Cro0maBane Ha HeXKeJIaHH PeaAKIHHA

AKO NONYYHTE HAKAKBY HEXENIAaHHW JIEKAPCTBEHH peakuuH, yBeaomere Baluuns nexkap wian papmauesr.
Topa BxJIIOYBA BCHUUYKH BB3MOXXHH HEONMHCAHM B TA3H JTUCTOBKA HEXENAHM peakuMu. MoxeTe ¢hilo Aa
CHOOUINTE HEXENaHH peaklHd AUpekTHO upe3 MsnwnnuTenHa aredHuus no nekapcreara yi. ,JlamaH
['pyes” Ne 8, 1303 Codusa, Ten.: +35 928903417, yebcaiiT: www.bda.bg.

Karo cbobinasaTe HeXenaHd pPeakLHM, MOXKeTe fa AaJeTe CBOA NMPHHOC 3a NONy4YaBaHe HA MOBEeuE
HHOpMaLIMA OTHOCHO De30MnacHoCTTa Ha TOBa JIEKapCTBO.

3. Kak na coxpaussare Aserpa 120 mg

CobxpaHsaBaiiTe Ha MACTO, HEIOCTRITHO 32 ACLA.

He u3nonspaiite Anerpa 120 mg cien cpoka Ha FOAHOCT, OTOE/NA3aH BbPXY OMAKOBKATA.
CpOKBT Ha rOGHOCT OTTOBapd Ha NMOCJACAHHA ACH OT NOCOYEHHs MeceL.

He ce u3ucksar cnelHPHUYHUA MEPKH 33 ChXPaHEHHE.

JlexapcTBara He TpaOBa Aa Ce H3XBBLPJIAT B KAHATU3ALMATA UM B KOHTEHHEPA 3a JOMAIUHH OTHAABLMH.
IlonuTaiiTe Bainusa dapMalieBT Kak Ja YHUILOXHWTE HeHykKHUTe B nekapcrsa. Tean Mepky e
CMTOMOTHAT 34 Ofa3BaHe Ha OKOJTHATa cpela.

6. ChabpKanue HA ONAKOBKATA H JONbLJAHHTEIHA HHPOpMaL KA
KaxBo chabpxa Auserpa 120 mg
¢ AKTHBHOTO BemecTBo € PpexcodeHannHoB xuapoxaopus (fexofenadine hydrogh
Ttabnerka cbabpxka 120 mg ¢pekcodpeHaAMHOB XHAPOXIOPUI KATO CbOTBETHOTL
or0Oena3aHo Ha OUcTepa U KapTOHeHaTa ONAaKoBKa

e Jlpyrure chCTaBKH ca:




- 20po Ha mabaemrxama: MUKPOKPHCTAJIHA LIENTy103a, IPEXKENaTHHUPAHO LAaPeBUYHO HULLIECTE,
KpOCKapaMmesno3a HaTpHH, MarHe3ueB cTeapar.

- purmoeo noxkpumue. XUNpPOMENo3a, NOBUROH, THTaHOB AHOKCHA (E171), kononnen 6e3poaeH
CHJIMLIMEB AHOKCHI, Makporon 400, uepBeH XeJie3eH OKCUA U XKBbIT sxeneseH okcua (E172).

Kak nargexaa Anerpa 120 mg B KakBo ChaAbLpAKa ONNAKOBKATA

Tabnerxkure Anerpa 120 mg ca ¢ BAT Ha npackoBa W ¢ jopMaTa Ha Kancyna ¢ pasmepu 6,1 x 15,8
MM, KOSITO OT eJHaTa CTpaHa HMa MapkupoBka ,,012” a oT apyrara cTpaHa ,,e”. Tabnerkure ce
npeanarat 8 PVC/PE/PVDC/Al unu PVC/PVDC/Al 6nucrepn, onakoBaHH B KAPTOHECHH KyTHH.
Bcexu 6nuctep cuabpxa 7, 10 wmu 15 puamupanu tabnerky.

Mpeanarat ce onakoBkH oT 7, 10 1 30 TaGneTky, onakoBaHU B KAPTOHEHA KYTHS.

He Bcuuxky BUAOBE ONMAKOBKH MOraT Aa ObAaT MycHaTH B npoJaxoa.

IlpuTexxaTes HA pa3pelIeHHETO 32 ynoTpeda:
Opella Healthcare France SAS,
157 avenue Charles de Gaulie

92200 Neuilly-sur-Seine
DpaHLus

IlpoH3BOAHTE IH:
Sanofi Winthrop Industrie, 30-36 avenue Gustave Eiffel, 37100 Tours, ®paHuus
Opella Healthcare International SAS, 56,Route de Choisy, 60200 Compiegne, ®pasuus

3a aonbiHHTENHA HHpOpMAaLHMA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPIKETE Ce ¢ JIOKATHWA

NpeACTABUTEN HA TIPUTEXATENs Ha pa3pelleHHeTo 3a ynoTpeda:
CTAJA bwnrapua EOO/I, Ten.: + 02 9624626

JlaTa Ha DOCAEeAHO Npepasrjackaane Ha JacToBKaTa: 09/2025




