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ounactuH (bilastine)

IIpoueTreTe BHHMATEJIHO IAJIATA JIHCTOBKA, NPEAH /1a 3aM0YHeETE Aa NpHeMaTe TOBA JIEKAPCTBO, ThH
KaTo TH ChAbPKa BaxkHa 3a Bac nupopmaumus.
~ 3ana3eTre Ta3u JIMCTOBKA. MoXKe [1a ce HaJIOXKH Ja A NpOYeTeETEe OTHOBO.

~ AKO UMATe HAKAKBH JIOMMBIIHUTEIHU BBIIPOCH, nonuranTe Bawus nekap wiu dapMalesT.

- Tosa nekapcTBO € npeanyMcaHo JUYHO Ha Bac. He ro npeorcrenpaite Ha apyru xopa. To Moxe na um
HaBpeaH, HE3aBUCUMO Y€ NpPHU3HALMTE Ha TAXHOTO 3a00JsIBaHe ca chLUMTE KaTo npu Bac.

— AKO TOJy4YuTE HSAKAKBH HEXeJaHU peakudu, yBeaomere Bawmsa nekap unu ¢apmauestr. Tosa
BKJIIOYBA BCHUYKH Bb3MOXKHH HEOMMCAHH B Ta3H JIMCTOBKA HEXKeJlaHW peaklMH. Buxre Touka 4.

KakBo ChAbPAKA TA3H JIHCTOBKA

L. Kakeo npexncrasnasa @oprekan 20 mg aucrnieprupailiy ce B ycrara TabJIeTKM U 3a KaKBO C€ H3M0JI3Ba
2. KakBo TpsabBa na 3Haere, npeau na usnonspare @oprekan 20 mg nucneprupaiiy ce B ycrara TabneTku
3.  Kak na uznonszsare @oprekan 20 mg aucneprupaily ce B ycrata TabneTku

4. BBb3MOXXHH HEXeJlaHU peakUHu

5. Kak na cpxpanssare @oprekan 20 mg aucnepryupaiiy ce B ycrata TabeTku

6. Chabp)KaHHE Ha OTNAaKOBKATa U JOMbJIHUTEIHA HHpOPMALIUS

1. KakBo npeacrasasea @oprekaa 20 mg aucneprupamu ce B ycrara Ta0JIeTKH H 3a KaKBO ce
H3110J13Ba

Doprekan 20 mg aucneprupally ce B ycrata TabNeTku CbAbp)Ka aKTUBHOTO BELECTBO OMIACTHH, KOETO €

AHTUXHUCTaMHH.
Doprekan 20 mg aucneprupailiy ce B ycrara TabneTku ce u3noji3pa 3a obJiekyaBaHe Ha CHMIITOMMTE Ha

CeHHa XpeMa (KuxaHe, CbpOsll, Teyalll WK 3arylleH HOC M 3a4E€PBEHHU U CHJI3ALLM O4YM) U Apyrd GOpMH Ha
ajiepruyeH puHUT. M3nos3Ba ce chllo W 3a jleueHHe Ha KOXKHH OOpHUBH cbC CbhpOex (KONMpHUBHA TpecKa WM

ypPTHKapus).

2. KakBo Tpsa0OBa aa 3Haere, npean Aa uinouassare @oprexan 20 mg aAucneprupamiy ce B ycrara
TadJIeTKH

He u3noassaiite @oprexka 20 mg Aucneprupaimu ce B ycraTra Ta0/1eTKH:

aKO CTE aJleprMYHU KbM OMJIACTHH WJIM KbM HAKOS OT OCTAHAJHUTE ChCTAaBKH Ha TOBA JIeKapCcTBO (M30poeHH B
TOYKa 6).

IpeaynpexaeHns H nNpeanasHu MepKH

["'oBopete ¢ Bawuus nekap wnu gpapmauert, npeau aa npuemere Goprekan 20 mg aucnepryupaily ce B ycrata
TabJIETKH, aKO CTpajare OT YMEPEHO /10 TEKKO ObOpEeUYHO YyBpeXaHe U aKO JOMBbJIHUTEIHO MpUeMarte Apyru
nekapcrsa (Bwkre “Jlpyru nexapcrea u @oprekan 20 mg aucneprypaliiy ce B ycrata TabneTku™).

Jlena
He naBaiite ToBa JlekapcTBO Ha Aeuna noa 12 roaunm.

He npeBunaBaiiTe mnperiopbyaHara no3a. AKO CUMITOMMTE TpPOAbJKABAT, KOHCY
nekap.




dpyrn aekapcrea u Poprekad 20 mg aAucneprupaiiu ce B yerara tadjieTku

HUudopmupaiite Bawns nexkap wam gapmanesT, ako rnpuemare, HaCKOpO CTe NMpUEMaJIH WM NpUuemare ApyrH
JIEKapCTBa, BKJIIOYUTEJIHO U TaAKMBA, OTNYCKAaHHU Oe3 peuenTa.

[lo-cneumnanno, Mo, obcbaere ¢ Bawus nekap, ako MpUeMaTe HAKO€E OT CJIEIHUTE JIEKapCTBa:
KeTtokoHa30.1 (MpOTHBOrbOMYHO JIEKAPCTBO)

EputpoMuiMH (aHTHOMOTHK)

Jnntrazem (3a ieueHHe Ha aHTMHa NMEeKTOpUC-00J1Ka WM cTAraHe B obJiacTra Ha rbpaAMTE)

LluknocnopuH (32 NOHW)KaBaHE Ha AKTUBHOCTTa HA UMYHHATa CHCTEMA, KaTo I10 TO3H HA4YMH ce
u30sArea OTXBBPJIAHE MPH TPAHCIUIAHTALMA WM HamajisiBaHe Ha OoJiecTHaTa aKTHUBHOCT MNpH
ABTOMMYHHH W ajiepruyHy 3a00/1ABaHUs KaTO NCOPHA3UC, aTONUYEH AEPMATUT UM PEBMATOUIEH
apTPHMT)

e PuroHaBup (3a seuyeHue Ha CIIMH)

e PudamnuuuH (aHTUOUOTHK)

@oprekan 20 mg AUCNEPrupaliy ce B ycTaTa TabJIeTKH ¢ XpaHa, HATHTKH H AJIKOX0J1
Te3n nucneprupaium ce B ycrara TabjieTku He TpsAOBa Aa ce NpHEMAT ¢ XpaHa HJIH CbhC COK OT rpeingpyr
HJIH APYrH IJIOZOBH COKOBe, Thi KaTO TOBA LUe NMOHWXKH edekTa Ha OunacTuH. 3a na uzberHere Toea, Bue

MOXKCTEC 4a.
® [MPHCMCTC tabneTkara 1 JAda U34aKaTC €AHH 4acC MNpeEaH NMpHEM Ha XpaHa HJIH TU1I010B COK HJIH
® dKO CTC IPHCJIH XPaHA HJIHA TUI0A0B COK, Tpﬂﬁﬂ& Ja U34aKaTc 2 4aca MpEaH rnpucEmMa Ha taberkara.

bunactuH B npenoppuyaHara no3a (20) mg He ycuJiBa Npeiu3BMKaHaTa OT aJIkOXO0J1 CbHJIMBOCT.

bpemMenHocT, KbpMeHe H pepTHINTET
HamMa unu njaHHUTE ca orpaHuyeHHM 3a ynorpedara Ha OMIacTHH NpH OpPEeMEHHH XKEHH, 10 BPEME Ha KbpPMEHE

U 3a epekTuTe BHpXY (hpepTunuTera.

AKo cte OpeMeHHa WJIM KbPMHTE, CMATATe, Y€ MOXKE Jda cTe OpeMeHHa WM IUIaHHpaTe OpeMEeHHOCT,
nocbBeTBaKTE ce ¢ Bawuusa nekap npeau ynorpedara Ha ToBa JIEKapCcTBO.
[locbBeTBaiiTe ce ¢ Bawuus nekap unu apmaueBT npeau ynorpedaTta Ha KOETO H J1a € JIEKApCTRO.

Illopupane u padora ¢ MALIHHH
Jloka3zaHo e, 4ye OunactuH 20 mg He NoBJiMABa HAa CNOCOOHOCTTA 3a WOodHUpaHe NpH Bb3pacTHU. Bbrnpeku

TOBA pPeaKLMATA HA BCEKH MAaLMEHT KbM JIEKAPCTBOTO MOXE /1a € pa3jiMuHa. 3aToBa TpsOBa 1a NPOBEPHUTE KakK
TOBA JieKkapcTBO Bu Biusie, npeau na wodupare Wik paboTuTe ¢ MalIMHH.

@oprexkai 20 mg AUCNEPrUpallH c€ B YCTATA TA0JIETKH CHABPKA HATPHH H €TAHOJ
Toea nekapcTBo cbabpka no-mMajako ot 1 mmol Hatpui (23 mg) Ha auMcneprupalla ce B ycrara tabnerka,
T.€. MOXE Jla C€ KaXke, Ye NMPAKTHUYECKHU HE CbAbpiKa HATPHUH.

ToBa nekapctBo cpabpka 0,0030 mg ankoxon (eraHoJ1) BbB BCSAKa JUCIeprypaila ce B ycrara tabJieTka,
koeTo € ekBuBajieHTHO Ha 1,6 mg/100 g (0,0016 % T1/1). KosiMuecTBOTO B €1HA AMCNiepryupaila ce B ycrara
tabnerka, Texxawa 185 mg e eKkBUBaAJIEHTHO Ha no-Manko ot 1 ml 6upa nnu 1 ml BuHO.

MaJIKOTO KOJMYECTBO aJIKOXO0J1 B TOBA JIEKAPCTBO HAMA J1a MMa 3a0enexxuMu eQeKTH.

3. Kak na nznoaszsare @oprekan 20 mg Aucneprupauiy ce B ycrara Tab/1eTKH

CUI'YpPHHM B HellO, nonuTaiTe Bawiuga nekap uiu ¢papmMalenT.

[IpenopbuuTenHara no3a NpyU Bb3pPacTHU, BKJIKOYUTEHO B CTapyecKa BB3PacT H 10
Bb3pacT U noBeue, € 1 aucneprupaiia ce B ycrara tadbaerka (20 mg) Ha JieH.
. Jlucneprupaiuara ce B ycrara TabjieTka € 3a nepopajiHo NnpHJI0KeHHE.

2




. Mons, nocraBere AUCneprupailara ce B ycrara tabjietka B ycrara. Ts e ce pa3rBopu Obp30 B
CJIOHKATa U CJIe] TOBa MOXKE /1a C€ IIbTHE JIECHO.
. Karo anTepHaTHBa MOXKETe /1a pa3TBOPUTE AUCNEprupallara ce B ycrara tabjiietka BbB BOJa, Npeau

J1a 1 NpHEMETE.
. TpaOéBa na n3nos3Bare caMmo BOAA 32 pa3TBapsiHe, HE U3I0JI3BAUTE COK OT rpernppyr Wi Apyru

[JI0JJOBH COKOBE.
. TpabBa na npuemeTe nucneprupainiata ce B ycrata tabjieTka eMH 4ac Nnpead WM JiBa yaca ciejl
[MPMEM Ha KaKBaTO U Jla € XpaHa WIH TUIOA0B COK (BHXTe Touka 2, ,,Doprekan 20 mg nucneprupailu ce B
ycTaTa TabJIeTKH ¢ XpaHHU, HAMMUTKHU W aJIKOX0J1 ).

[Io oTHOMIEHHE Ha NPOAB/HKUTEITHOCTTA HA JIeYeHHUEeTo, Bamuar nekap uie onpejaend Bujaa Ha 3a00JIIBaHETO
Bu v me onpenenu konko aAwbaro Tpsbea na npuemare @oprekan 20 mg aucneprupaild ce B ycrarta
TabJ1eTKH.

Ynorpeba npu aena

Jlpyru ¢opmu Ha TOBa JiekapcTBO - OunactuH 10 mg TtabneTku, AUCHEpryupally ce B ycrata uiau OuiacTHH
2,5 mg/ml nepopasneH pa3TBop Morar Aa ObAaT nMo-noaXoAslIM 3a Jeua Ha Bb3pacT oT 6 1o 11 roamuu c
TeJIecHO Teryio Har-Masnko 20 kg - nonuraiite Bawius nekap wiu papMaleBT.

He paBajliTe TOBa JlekapcTBO Ha Jeuna noa 6 roauHu ¢ TejiecHo tersio moa 20 kg, TbH Karo HaAMa
AOCTATHYHO JAHHH

AKo cTe mnpHeqH noBeue OoT HeoOxogumara no3za Poprekan 20 mg aucneprupamu ce B yCTaTa

TA0JIETKH
Ako Bue unu HAKOH Apyr e npyen TBbpAE rojsiMO KOJUYECTBO OT JIEKapCTBOTO, HH(pOpMHUpaliTe He3a0aBHO

Bamus nekap uiM oTHAETE B CNELMIHOTO OTAEJIEHHE Ha Hai-Onu3kara 6onHuua. He 3abpassiite na B3emere
OMNAaKOBKAaTa Ha TOBA JIEKAPCTBO MJIM Ta3M JIMCTOBKA ¢ Bac.

AKO cTe nponycHa M Aa npuemere @oprekan 20 mg Aucneprupauim ce B ycrara TadjieTKu
He B3emaiiTe aBoiiHa 11034, 3a 1a KOMIIEHCHpaTe NMporycHaTaTa J103a.
AKO cTe nponycHaau aa npuemere Bamara no3a HaBpeme, B3eMeTe s KOJIKOTO MOXKE MO-CKOpPO M cJie]l TOBa

C€ BbpHETE KbM OOHUYAMHUA PEKUM Ha JO3UpaHe.
AKO UMaTe HJAKAKBU OOMBJIHUTEIIHU BBIPOCH, CBBP3aHM C yrnorpedara Ha TOBa JIEKAPCTBO, MOMUTAHUTE

Baiwuus nekap unm papmauesrT.

Ako cupere npuema Ha Poprekas 20 mg Aucneprupany ce B ycrara tabdjieTrku
[lo npuHUMN HAMA A UMa MOCJIEACTBUSA, KoraTo JieueHuero ¢ @oprekan 20 mg aucneprypallm ce B ycrara

TabsieTku Obae CripsHo.

AKO MMaTe HSKAaKBH JOIBbJIHUTEIIHW BBIIPOCH, CBBP3aHU € ynorpedara Ha TOBAa JIEKApPCTBO, MOTMUTAWTE
Bawus nekap unm gapmauesT.

4. Bb3MOXKHHN HeKeJIJaHH peaKkinH

KakTo BCHUYKH JICKApPCTBA, TOBA JICKAPCTBO MOXKC J[1a MNPEAHU3BHKBA HEXKCIIAHH PCAKUHH, BBIIPCKH 4€ HC BCCKH

'd MoJy4yaBa.
AKO yceTHTEe CUMIITTOMHM Ha aJlepruyHa peakiiys, YMHTO NPU3HALIM MOTAT J1a BKJIIOYBAT 3aTPYJAHEHO JIMILIAHE,
3aMasgHOCT, KOJIArNC WM 3ary0a Ha Cbh3HaHWE, MOAYBaHE Ha JIMLETO, YCTHUTE, €3UKa WJIM I'bPJIOTO U / UIIH

MCIAHULHUHCKA NMOMOLIL.




,[lpym HECKEJTAHH peaKIlHH, KOHTO MOraT ia €€ NNposABAT IIPH Bb3pPaCTHH H OHOIIH CA.

YecTH: morar aa 3acernart 10 1 1a 10 yvoBeka
® rinapodonue
® CBHJIMBOCT

HeuecTn: morar aa 3acersar 10 1 na 100 woBeka
otknoHeHus B EKI" (enexkTpokapauorpama)

KPBbBHM HU3CJIE[IBAHUSA, KOMTO NMOKa3BaT MPOMEHHU B uepHOApoOHaTa pyHKLIMS
3aMavBaHe

cToMallHa 6onka

ymMopa

[MOBHUILEH areTUT

HEpaBHOMEPEH MYJIC

YBEJIMUEHO TEJIECHO TErJo

razieHe (UYyBCTBO Ha IMPHJIOLLIABAHE)

TPEBOXKHOCT

CyxoTa WK IHCKOMQOpPT B HOca

KOopeMHa 00J1ka

auapus

racTpuT (Bb3MajieHUE Ha CTOMAlLlIHATA JIMTaByLa)
BEPTHUIO (UYBCTBO HA 3aMaiBaHe HJIH CBETOBBPTENK)
4YyBCTBO Ha c1abocCT

Kaxkaa

JUCIHEs (3aTpYAHEHO JHULIaHE)

CyXOTa B ycTara

CTOMAUIHO pa3CTPOHCTBO

crpbex

Xeprec Ha YCTHUTE

TpecKa

THHHUTYC (LIYM B YIIUTE)

HapylleHHWs Ha CbHA

KpbBHH U3CJIe[BaHHs, KOUTO OKa3BaT NPOMEHHU B ObOpeuHara GyHKLMS
MOBHILIEHW HUBA Ha JIMMUU B KPbBTa

C HeHM3BeCTHA 4eCTOTA: HE MOraT na 6'1:,{[31" OUECHCHH OT HAJIHMYHHUTE JaHHH

2 najanuTauuu (ycelaHe 3a TyNTeHe Ha ChpPLETO)
® Taxukapaus (y4ecTeHo cbpledueHe)
& MOBPbLUAHE

CT[]HHH‘IHHTE E(l)EI{TH, KOHTO MOraT /ia C€ NNOABHT IIPH Acla, Ca:

YecTr: morar aa 3acernar a0 1 na 10 aymmn

¢ PUHUT (Ha3aJIHO Apa3HEHE)

e aNepruueH KOHIOHKTHUBHT (Jipa3HEHE HA OUYUTE)

e rnaBooosue

® cToMalHa 6oska (kopeMHa 0oJika / ©6oska B ropHaTa 4acT Ha Kopema)

HewecTn: morar aa 3acernar a0 1 na 100 aymmn

° Apa3HEeHe Ha O4YMUTe
2 BHEHE Ha CBAT
® 3ary0a Ha cb3HaHUeE




auapus
rajieHe (YyBCTBO, Y€ CH O0JieH)
MoJyBaHEe Ha YCTHH

eK3eMa

ypTHKapHs (KOnpUBHA Tpecka)
ymMopa

Cbo0miaBaHe HA HeXKeJIAHH peaKl MU
AKO NoJIy4uTe HAKAKBH HEKEJIaHH JIEKapCTBEHHW peakLMM, yBeaomere Bawius nekap unum ¢papmauet. Tosa

BKJIIOYBA BCUUYKH BB3MOXXHH HEOINMUCAHU B Ta3H JIMCTOBKA HEXKEJIaHU peakuMH. MoxeTe cblIo Aa cboOLIMTE
HEe)KeJIaHW peaklMM JUPEKTHO Ype3 HallMOHAJIHaTa CUCTeMa 3a ChoOlIaBaHe:

HM3nbiaHuTENHA areHUMs 1o JieKapcTBaTa
yi. ,,JlamsaH ['pyes” Ne §

1303 Codus

ten.: +359 28903417

yebcaiT: www.bda.bg

Karo cpobuiaBate HexenaHM peaklMM, MOXKETe [a JaneTe CBOS MNPHHOC 3a TNOJIyYaBaHE Ha TIoBeYe
UHGpOpMaUUsi OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTRO.

5. Kak na coxpansBare @oprekan 20 mg nucneprupainiy ce B ycrara tabdJjieTku

Jla ce cbxpaHaBa Ha MACTO, HEJIOCTBITHO 3a Jielia.

He wu3nonsBaiiTe TOBa JIEKapCTBO Cjiel CpOKa HAa TOAHOCT, OTOENs3aH BBPXY KapTOHEHaTa OrNakoBKa H
Oonucrepa cnen ,.I'oaen no:“. CpokbT Ha roAHOCT OTroBaps Ha MOCJIEAHUA IEH OT NMOCOYEHHS Mecell.

To3u nekapcTBEH NPOAYKT HE U3UCKBA CIIeLIMATTHU YCJIOBUS Ha ChbXPaHEHHE.

He u3xpbpisiiTe JjiekapcTBaTa B KaHaJM3aUMATa WIM B KOHTEeHHepa 3a JAoMamlHW oTnaabuu. IlonuraiiTe
Bawus ¢gapmalieBT Kak 1a H3XBBPJIATE JIEKApCTBaTa, KOMTO Be4ye He u3rnoj3BaTe. Te3n MepKH liie CrIOMOrHaT

3d Olla3sBaHC HA OKOJIHATa Cpca.

6. ChbabpkaHHe HA ONAKOBKATA H A0NbJHHTE/IHA HHPoOpMal U

KakBo cuabpxka Poprekan 20 mg aucneprupauniy ce B ycrara T1adbjieTKH
- AKTHBHOTO BeuiecTBo € OunactuH (bilastine). Besaka aucneprupaina ce B ycrara TabneTka cbabprka

20 mg GunacTHH.

- Jpyrute cbcraBku ca Mmanuton (E421), kpockapmesnosa HaTtpud, HaTpueB creapuidymapar,
cykpano3a (E955), apomar Ha yepBeHO rpo3ae (OCHOBHM KOMIIOHEHTH: ryma apabuka, etwnOyrupar,
TPUALIETUH, METHWJIAHTPAHWJIAT, €TaHOJ1, d-TUMOHEH, JIMHAJIOJ )

Kak m3raexaa @oprekan 20 mg Aucneprapamu ce B ycrara Tab/IeTKH H KAKBO ChAbPKA ONAKOBKAaTA
@oprekan 20 mg aucneprupaliyd ce B ycrara TaOJIETKM ca KpbIrJiM, TJIOCKMU, Oenu, rpaBupaHu ¢ ,,20” or

e[lHaTa CTpaHa M ¢ AMamMeTsp 8 mm.

Qoprekan 20 mg aucrieprypally ce B ycrara TabiieTku ce npeajiara B rnepgopupaHu €1HOA030BH O1UCTEpH
or 10x1,20x1,30x 1,40 x 1 wnu 50 x 1 aucneprupaum ce B ycrara TabNeTkHu.

He BCHYKHM BHIOBE OMAKOBKH MOrar Ja ObaaTt nycHaTH B npojaaxoa.

IIpuTexaTen Ha pa3pelIeHHETO 32 YNOTpeda H NPOH3BOAUTE/I
Ipumeoicamen na paspewenuemo 3a ynompeoa

Menarini International Operations Luxembourg S.A.,
1, Avenue de la Gare, L-1611,




JItokcemMOypr

IIpouzeooumen

FAES FARMA, S.A.
Maximo Aguirre, 14, 48940 Leioa (Vizcaya)
Mcnanwms

Tosa nexkapcTBO € paszpelieHo 3a ynorpeda B AbpxkaBHTe-4wiIeHKH Ha EBponeiikoro Hkonomuuecko
[Ipocrpancreo 1 Obeannenoro kpajicTeo (CeBepHa Upaanaus) noj cjieIHHTE HMeHA:
Asctpus: Nasitop 20 mg Schmelztabletten

benrus: Bellozal 20 mg orodispersible tablets

byvarapus: ®oprekan 20 mg qucneprupally ce B ycrara TabjaeTkH
Kunsp: Bilaz 20 mg d1oxio O100TEPOUEVA GTO CTOUN

Yexus: Xados

Ectonus: Opexa

dunnanaus: Revitelle 20 mg tabletti, suussa hajoava

®panums: Bilaska 20 mg comprimé orodispersible

['epmanus: Bilaxten 20 mg Schmelztabletten

["spuus: Bilaz 20 mg owokia dwwomepopeva 6to oTopna

Yurapus: Lendin NEO 20 mg szajban diszpergalodo tabletta
HMpnanausa: Drynol 20 mg orodispersible tablets

HUranus: Bysabel 20 mg compressa orodispersibile

JlarBusa: Opexa 20 mg muté disperg€jamas tabletes

JIutea: Opexa 20 mg burnoje disperguojamos tabletés
JIrokcemOypr: Bellozal 20 mg orodispersible tablets

Manra: Gosall 20 mg orodispersible tablets

Hopgerus: Zilas 20 mg smeltetablett

[lonma: Clatra

[Topryranusa: Lergonix 20 mg comprimido orodispersivel
Pymbhausa: Borenar 20 mg comprimate orodispersabile

Cnosakus: Omarit 20 mg orodispergovatel'né tablety

CnoBenusd: Bilador 20 mg orodispersibilne tablete

Ucnanusa: Ibis 20 mg comprimidos bucodispersables

JaTa Ha nocjeHo npepasriie;xiane Ha JHCTOBKATA
01/2024




