Jincronka: Audopmannn 3a norpeburens

Anerpa 120 mg ¢puamapans TabreTKn
(dekcodeHanIHOB XHapOXITOpAL

Allegra 120 mg film-coated tablets
fexofenadine hydrochloride

IpoyeTreTe BHAMATERO OAAATA JIMCTOBKA, IPEAR 13 32N0MHETE IR HPHEMATE TOBA JIEKAPCTBO,

Thil KATO TH CHABPKA BaxkHA 34 Bac mEGopManks.

Busary npeemaiiTe TOBA JIEKAPCTBO TOYHO KAKTO € OMKCAHO B TA3H JIMCTOBKA WK KAKTO Bu € kazan

BawinsaT nexap nwnm gapManieer.

¢ 3amasere TasH NMCTOBKA. Moxke Ja ce HANOXKH Ja A IPOYETETE OTHOBO.

* AKO Ce HyKJaeTe OT AOITKIHHTENHA HHPOPMALIMA WIIH CHRET, NonuTaiite Baums dgapmanesT.

¢ Bne Tpa6sa na noThpouTe Nekapcka MOMOII, B clyYai e Bamiure CHMITOMH ce BIOMIABAT WIH He
ce noaoOpABAaT.

®  AkO NoJTyYHTe HAKAKBH HEKEMAHH JICKAPCTBEHH PEakLMK, yeeaoMeTe Baums nexap umu
tapmauert. Topa BKMOYBA BCHYKH BH3MOKHH HEXEJIAHY PEAKLHH, HEONMCAHH B Ta3H JIHCTOBKA.
Bukre Touka 4.

Kakpo ¢bABpka TAZH JHCTOBKA:

1. Kaxpo npeacrasnssa Anerpa 120 mg 4 3a KaKBo ce H3TOMBRI L HATETHA Af’f;ai‘: 5_ ,. “

2, Kakso Tpabea na 3Haere, npenu na npueMere Anerpa 120 i o ——

3. Kax na npuemare Anerpa 120 mg / u /J J’.; _3

4, BB3MOoXKiH HexeNaHH peakimu i Kum Pee. Ne .. 0 A

5. Kak na chxpanasare Anerpa 120 mg g

. C'bﬂ'BpmaH]’[e Ha ONAKOBKATA U JOITBJIHHTEITHA HHq)OpMaLmPagpgweHue Ne .. ’g é./ /7/47 ,17/’“.‘!’“6‘5 34]
Ogofigenue e ... fﬂgszi

1. Kakso npeactaBnasa Anerpa 120 mg u 3a KAKBO Ce B3NOJI3BA

Anerpa 120 mg cpappka dekcodeHaMHOB XHAPOXIOPHA, KOHTO € AHTHXUCTAMMH, (€3 CeJaTHBHO
Aelictaue.

3a kaxso ce H3mOI3Ba Asterpa 120 mg

Anerpa 120 mg ce H3non3Ba Npy BL3PAcTHH U NOAPACTBALIA Ha BH3pacT 12 i moBRede rogMHM 3a
ofnexqaBane Ha CHMIITOMHTE Ha CEHHATa XpeMa (Ce30HEeH aNepriyuel pUHHT) KATO KHXaHe, Chpoa,
Te4alll ¥ 3aylieH HOC H CHPOAIH, 3aUepBEHH H CHIBAIIM OYH.

2. Kaxso Tpa6Ba a2 3raeTe, npeas na npuemere Aserpa 120 mg

He npremaiite Anerpa 120 mg » ungopmnpaiire Bamns rexap axo:
. CTE aNeprHHH (CBPBXYYBCTBHTENHA) KbM GEKCOPEHAANH, APYTH AHTHXHCTAMEHOBH JIeKapcTBa
HAKOA OT OCTAHANIMTE CHCTABKH HA TOBA JIeKapCTBO (M30pOEHH B T.6)

IIpexynpexneHns H NpeINAIHE MePKH
Tpabea oa ce koncynmupame ¢ Bawuua nexap unu dpapmayeem npedu da sanouneme ynompeGama
na Bawemo nexapcmso axo:
* umarte npobneMu ¢ YepHust Apob wiK 616pennte,
*  MMaTe WK CT¢ HMAJIH ChPACYHH 3a00MABaHHA, THi KATO TO3H NEKApCTBEH npo,uylcr 0
noseae Ao No-0ep3 HNKM HENPABHUIIEH CbPACYEH PUTHM, /
*  CTe B CTAPYECKA BB3PacT.

Axo cuamame, 4e HAKOU oM Me3u YCA08UA ce omudaca 3a Bac, wnu umame naxaxeu cwueﬁ
xoncyamupatime ce ¢ Bauus sexap unu ghapmayeem npedu newenvemo ¢ Anezpa 120 mg.




JApyra nexapcrea u Anerpa 120 mg

Mona undpopmupaiime Bawun nexap unu papmayeem, axo npuemame unu HACKOPo cme
npuemanu Opy2u 1eKapcmea, 6KTIONUMERHO U MAKUEA, OMNYCcKanu be3 peyenma.

AKO H3NON3BATE NIEKAPCTBA KOUTO ChALPKAT ATYMHUHHI ¥ MATHE3HH, NIPEMOPBYBA Ce /13 [IpeIBHANTE
OKOIIO 2 yaca MEXIy BPEMETO, B KOETO B3emare Anerpa 120 mg m apyrurte nekapersa. Tora ce npasy,
3aM0TO T¢ MOTAT A NOBIHMAAT HA AeicTBHeTo Ha Anerpa 120 mg, KaTo NOHKHKAT KOJHYECTBOTO Ha
NIPUETOTO JIEKapCTBoO.

BpeMeRAROCT, KbpMeHe H PepTHANTET
Ako cTe GpeMeHHa WIH KbPMHTE, CMATATE, Y& MOKE Aa cTe GpeMeHHa HiTH TUIaHNpaTe SpemMeHHOCT,
nochBeTBaliTe ce ¢ Bamng nekap Wik dapMauepT npeau ynotpebaTa Ha TOBA EKapCTEO.

bpemennoct
Anerpa 120 mg ne Tpabsa na ce H3NOM3Ba 1O BpeMe Ha GPEMEHHOCT, OCBEH aKO TOBA € HATIOXKHTENHO.

KbppmeHe
Anerpa 120 mg He ce npenopbyBa Npy KhPMEI[H KEHH.

Biumazu ce xoncynmupaiime ¢ Bawus nexap unu hapmayesm npedu da 3anouneme 0 npuemame
HAKAKEO OpYe0 REKAPCMEO.

Modupane B pabora ¢ MAKHHA

Masko peposTHo € Anerpa 120 mg na npeM3BHKEa CHHIMBOCT, TAKa, Y€ MOXe a odHpaTe U 1a
paboTHTe ¢ MaWIHHK, nokaTo pHeMare Anerpa 120 mg.

BunipexH ToBa Tpabea na ce yBepHTe, ue Bie He cTe NMOBITHAHM Mo TO3H HAYHH H, Y€ HE YyBCTBATE
CHHJIHBOCT HITH 3AMagHOCT, NMpeJH Ja wodupare 1K Aa WIMTBIHABATE 334341, KOHTO M3HCKBAT
KOHIICHTpPALs.

Auxerpa 120 mg cbabpska BATpHEH
Tosa nexapcTso chabpaka no-Manko or 1 mmol HaTpuii (23 mg) Ha TabreTka, T.€. MO CHIIECTBO € ,.0e3
HaTpHii”.

3. Kax na npremare Asnerpa 120 mg
Bunazu é3umaiime mosa rexapcmeo MOYHO RO YKA3aHuAMA 6 masu aucmoska. Axo ne cme cuzypniu 6
Hewjo, nonumatime Bawus nexap wiu dapmayeem.

Kak 2a npEeMaTe TOBA NEKAPCTBO
¢ [Ipuemaiire nexkapcTBOTO Ipe3 ycTarTa,
¢ Moxe aa ro npueMare ¢ WiH 6e3 xpana,
¢ Cna3pafiTe NpeMMCAHHETO B TACTOBKATA 11O BPEME HA LIEIUA IEPHOJ HA JIEYEHHE,

Toea nexapctBo 3anoupa na obnekyasa cumrromMute Bu go 1 vac u aeiicTBHeTo Npoabipkaea no 24
yaca.

KakBo KOJIHIECTBO 12 mpHEMATE

Buv3pacmnu u deya nao 12 200unu:

AKoO He € IpeNHCaHo APYTo, NMPEeNopbYHATeNHaTa no3a e 1 Tabnetka (120 mg) AHESHO ¢ Yawa Boaa
TIpeH XpaHeHe.

AKko cTe npHeJH nopeve oT HeobxoaumaTa g03a Aserpa 120 mg
AKO CITy4a¥iHO CTe npHeIH TBBPAS MHOTO TabneTku, oObpHeTe ce KbM Balna nexap 3a ¢
OTHAETE B Hal-OniM3kara Gomiuna. CHMITTOMMTE Ha peo3HpaHe ca 3aMasHOCT, CHHI
CYXOTa B yCTaTa.

AKo0 ¢Te NponycHANA Ja npaemMeTe Aserpa 120 mg |
. Ilpuemaitre Aserpa 120 mg BHHArH TOYHO NO YKA3aHWSATA B Ta3H JIMCTOBKATA \: <, >



. Axo 3abpaBHTe na B3eMeTe €1HA 1034, B3EMeTe A BeAHara clie] Kato cd cnoMuute. Korato
obaue BpemeTO, B KoeTO TpsGBa Aa MpHEMETe ClieABallaTa Jo3a & Giu3Ko, TpIGBa Na BieMeTe
¢aMo eQHOKPaTHA 1034, KaKTo 0OHKHOBEHO.

He nipuemaiiTe noseye ot npenophyaHaTa B Ta3H IMCTOBKA AHEBHA A03a Anerpa 120 mg
He B3emaiiTe nBofiHa n03a, 32 1a KOMIIEHCHPATE NPOMYCHATATA A03A.

AKo cTe cripesi NpHema Ha Ajterpa 120 mg

IocheeTBaiite ce ¢ Bamms nekap ako uckarte Ja crpeTe OpHema Ha Anerpa 120 mg, npean fa
3aBBpnTe Bamero nevenne. Axo cnpere aa npuemate Anerpa 120 mg no-paso OT npeJBHAEHOTO,
Bamure CHMITTOMH MOTAT 1a ¢ Bb30GHOBAT.

Axo umame Haxaxeu OONBINUMENHY BYNPOCY, CELPIAHY C yRompebama na mo3u npodyKm, Mona
nonumaiime Bawus rexap unu hapmaieem.

4. BriMOoKHE HexeJAHH peaKIHE
Kaxmo ecuuru nexapcmea, Anezpa 120 mg modice Oa npecu3suxa HeNCeAan Pearyliy, Gunpexu ye He
GCEKU 21 nomMHABA.
Kaxere Ha Bamnas nexap Beanara u cnpere npaemanero Ba Anerpa 120 mg ako noyynre:
¢ [MOOYBAaHHA IO JTHLETO, YCTHHTC HIIH €3HKa, 3aI0TO TOBa MOTaT Ja ca NMpPH3HalH Ha TekKKa
anepruyHa peakums.

I[IpH BB3pacTHH, CleAHHTE HeskenaHu ChOMTHA ca GHIH AOKIABAHH 110 BpeMe Ha KITMHHYHATE
M3MNHTBAHHA, ¢ 4eCTOTa NojobHa Ha YecToTara Ha HabmonaBaH|Te B rpyfara ¢ mwane6o:
Yectn HexeIaRH peaxnan (Morat Aa 3acernar ao 1 va 10 ayum):

® rnapodoue,

*  CHHIMBOCT,

® TaleHe,

= 3aMaliBaHe.

HeuecTn HexeJaHH peakuun (Morat 4a 3acernat 10 1 xa 100 aymm):

*  YMOpa
®* ChHIHBOCT.

C HeR3BeCTRA 9€CTOTA (TECTOTATA HE MOzke fAa Gbae oupeaeeHA OT HAJIATHATE JAHRHH):
* CepHO3HH AICPrHYHHA PEeaKUMH NPOABCHH ¢ aHTHOeneM (MOXYBAaHE Ha JIHLETO, YCTHHTE, e3HKa
HJIM I'bPNOTO), CTATAHE B I'bPANTE, 3ATPYIHEHO JUILIAHE, 3a4ePBIBaHE HA JIHLIETO;
HHcOMHUA (0e3CTHHHE),
HAPYIIECHHA HA ChHA,
HEPBHOCT,
HAPYIICHHA Ha ChHA KK KOMIMapH,
YCKOpeHa HNIH HeTIpaBHIIHA ChpaeYHa AeHHOCT,
ZHapHA;
o0pHB,
YPTHKapHs,
s cuplex.
CrobmanaHe Ha HeXKeJAHH PeaKIuu
AKO TMONYYHTe HAKAKEH HeXKEITAHH JIEKapCTBEHH peaKlyy, yeeaoMere Baluns nekap win dapmatiesr.
ToBa BKIIOYBa BCHUKM Bb3MOXKHH HEOIHCAHH B TA3H JIHCTOBKA HExXENaHH peakuy. Moxere cbiio Ja
ChOOIIMTE HEKENaHK peaKUMM AMPEKTHO upe3 M3mbiHHTENHA areHius mo nexapersata yi. . JlaMsn
['pyes” Ne 8, 1303 Codns, Ten.: +35 928903417, yefcaiir: www.bda.bg.
Karo cpobmaBate HeskellaHH peakuM, MOXeETe Ja JafneTe cBOS IIPHHOC 3a NoJyyasa
HH(OpPMALIHA OTHOCHO Ge30MaCHOCTTA Ha TOBA J1eKapCTBO.

5. Kak xa coxpansBaTe Ajxerps 120 mg



CrpxpansBaiiTe Ha MACTO, HENOCTERITHO 32 AELA.

He usnonzeaiite Anerpa 120 mg cnen cpoka Ha rogHocT, oT0ENS3aH BBPXY ONAKOBKATA.
CpOKBT Ha FOAHOCT OTTOBApPA HA HOCIEAHMA J€H OT IOCOYCHHA Mecell.

He ce H3ucKpaT cnenmgpHIHE MEPKH 3a ChXpaHeHHe.

JlexapcTBata He TpAGBa Aa Ce M3XBBPJIAT B KAHAJIH3ALMATA MM B KOHTEHHEpa 33 AOMALIHH OTNAAbLA.
ITonwrafite Bamua dapmanerT kak aa yHHIoxHTE HeHyskHuTe Bu nexapcerea. Tesn Mepku 1ne
CIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpefia.

6. CrappxkanHe HA ONAKOBKATA H JONB/IHHTEIHS HAGOpMALHS

Kaxso cuanpxa Asterpa 120 mg

¢ AKTHBHOTO BelliecTBo € dekcoeHaguHoB Xuapoxnopun (fexofenadine hydrochloride). Beska
TabneTka chabpxka 120 mg dexcodeHaqMHOB XHAPOXIOPHA KATO CHOTBETHOTO KOMHYECTBO €
otbens3aHo Ha OnMCTEpa M KAPTOHEHATA ONAKOBKA

e Jlpyrure cheTaBkH ca:

- Chpyesurama Ka madiemxama: MUKpOKPHCTANHA LIENYJI03a, NPEKENaTHHUPAHO APEBHYHO

HHIIECTE, KPOCKapaMeso3a HATPHH, MarHe3HER CTeapar.

- obsusxama na mabaemxama: XMnpomesnosa, NOBUACH, TuTaHoB auokcui (E171), konouaen

Oe3BoneH CHNHIMEB THOKCHA, Makporon 400, uepBeH XeJe3eH OKCHA M AKBIIT JKEME3eH OKCHL

(E172).

Kak miriexaa Anerpa 120 mg 4 KaKBO chABLPKA ONAKOBKATA

TabneTksre Anerpa 120 mg ca ¢ uBAT Ha npackoBa U ¢ OPMATA Ha Kancyna ¢ pasMepH 6,1 x 15,8
MM, KOATO OT eAAHATA CTpaHa MMa MapkupoBka ,,012” a ot apyrata ctpaHa ,.¢”. Tabnerkure ce
npexnarat B Genn Henpospadxu Ginucrepu. Beexu Gnuctep coappika 10 nnn 15 punmupany
TabneTku.

IIpeanarar ce onakosku ot 10 1 30 Tabnerky, ONaKOBaHH B KAPTOHEHA KYTHSL.

He BCHYKH BHIORE OMAKOBKA MOTAT A2 GbAAT ITyCHATH B TIpofaxba.

IlpuTexares na pa3pemennero 3a ynorpeba:
Opella Healthcare France SAS,

82 Avenue Raspail,

94250 Gentilly,

Dpaniws

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

3a gomeIHUTENHA MAGOPMALINS OTHOCHO TOBA JIEKAPCTBO, MO, CELPIKETE CE C NOKATIHHA
NpeacTaBUTE]l HA NPUTEXATE S Ha pa3peleHHeTo 3a ynorpeda:

CTAJIA bwnrapua EOOJ, ten.: + 02 9624626

JaTa HA HOC/IeAHO Npepa3Tiexkiane Ha JucToBkaTa: Hoemepn 2021




