JINCTOBKA




JJUCTOBKA: HH®POPMAIINAA 3A NIOTPEBHUTEIA

OOPTEKAJI 20 MG TABJIETKH
FORTECAL 20 MG TABLETS

OunacTtuH (bilastine)

IIpoueTeTe BRHMATE/HO HAJIATA JJHCTOBKA, NPEAH 1A 3aN104HeTe 1A NPHEMATE TOBA
JIEKAPCTBO, Thil KATO TH ChALPXKA BaxHa 3a Bac nudopmanus,

¢ 3anaseTe Tasu JIMCTOBKA. MOXKE 21a ¢€ HAJNOXKHK Ja A MPOUYETE OTHOBO.

e AKO UMaTe HAKaKBH NCMBJIHUTENHM BbLIIPOCH, NONKWTAaNTe Baliua nekap wnu
(hapMaueBT.

e Toea nexapcTBO € NpeaAnucaHo JWUYHO Ha Bac. He ro npeorcrbneaiiTe Ha apyru
xopa.To MoOke na M HaBpeIH, HE3ABUCHMO, Ye NPU3HALIUTE HA TAXHOTO 3a00/gBaHe ca
CbUIMTE KaTo Bawmure.

¢ AKO NMONyYMTE HAKAKBH HEXEJIaHM JIEKAPCTBEHHW peakuuH, yseaoMere Bawunsa nekap
WK (papMaueBT. ToBa BKIKOUBA U BCHYKH Bb3MOXKHH HEXXENAHW PEAKUMM, HEONUCAHH B
Ta3u NKMCTOBKA. BHKTe TOUKa 4.

KakBo ¢babpxa Ta3d JIHCTOBKA:

N3NLIIMUTENHA ATEHURS No NEKAPCTBATA

KakBo npeacrapissa Poprekan U 3a KAKBO C€ M3NPASHI6K - Mousonence 5
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2. Kakso TpabBa aa 3HaeTe, npeau na npuemere Dop eKal, S {37

3. Kak na npuemare Doprekan ' LR R A A
4, B13MOKHY HEXENaHU peaklivy

5. Kak na cbxpaHaBate Moprexan

6. ChAbpiKaHHE HA OMAKOBKATa H AONBIHHUTEIHA HHK ,E_“]ﬂ(‘m
1. Kakpo npeactaBiaasa QopTeKali M 32 KAKBO ce H310/13B2

doprexkan cbabpka OMNACTHH KaTO aKTUBHO BELLECTBO, KOHTO € aHTUXHCTaMUH. Doprekan ce
H3non3sa 3a obJiekuaBaHe Ha CHMNTOMMUTE Ha ceHHa xpeMa (KuxaHe, cbpOeK, Teualll UitH
3AMyLIEH HOC M 3aUE€PBEHH H CHA3ALUK QUH) H Apyrd GOpMH Ha anepruyeH puHUT. Manonssa ce
ChLLO M 32 IEYEHUE Ha KOWKHH 0OpHBH ChC ChpOerk (KonpHBHA TPECKA WK YPTHKApPHA).

2. Kakso rpsa0Ba aa 3naere, npean aa npuemere Poprexal

He npuemante ®oprexadn:
- AKO CTE aJIEPprMHHH KbM OWIACTHH WNH KbM HAKOA OT OCTaHAJIMTE ChCTABKH HA TOBA

NeKapcTBO (M30pPOEHH B TOUKA ).

HpeaynpexaeHns H NpeanasHi MepKH
["oBopere ¢ Bawmsa nekap unu ¢papmauesT, npean aa npuemere OopTekan, ake cTtpajarte oT
YMEPEHO A0 TEXKO ObOpeuHo yBpekaaHe U aKo AOMBJIIHHTENHO NpUEMaTe APYrH JeKapcTa
(BuxxTe “Jlpyru nekapcrea v @oprekan™).

Hlena

He naBaiite TOBa JekapcTBo HA Aena noA 12 roaHHH.

He npesuviaBaiiTe npenopbuaHaTta 103a. AKQO CUMNITOMUTE MPOABLAXKABAT, KOHCYJITH
Baluus nekap.



Apyru Jekaperea H Poprexal
Undopmupaitite Baluuws nekap wid gapMaueBT, ako NPUEMATE, HACKOPO CTE NPUEMANIH WU
npuemare ApYry JeKapcTsa, BKIIOUYHTENHO U TaKHBA, OTNYCKaHU Oe3 peuenTa.

n@-(:l'lﬂLllf‘I&'.tJ'lHD*_,r MOJA, Uﬁc'h,[l,eTE ¢ Bamus JIEKap, akOo NpHEMATE HAKOE OT CIICOAHHUTC JICKAPCTBAL

KeTOKOHa30 (TPOTHBOTBEOMUHO JIEKAPCTBO)

epUTPOMULIMH (AHTHOUOTHK)

AUNTHa3EeM (3a JICUCHUE HA CTEHOKapaAUA)

LIUKJIOCNIOPHH (3a MOHW)KaBaHE Ha aKTUBHOCTTA HA UMYHHATa CHCTEMA, KaTo MO TO3H
HauuH ce U30Arsa OTXBLPJIAHE NPH TPaHCTINAHTALUA UK HaManaBaHe Ha OonecTHaTa
AKTUBHOCT NPU aBTOMMYHHH W anepruyHu 3abonsBanna KaTo NCOPHA3UC, aTONUYEH NEPMaTUT
WIH PEBMATOHIEH aPTPHUT)

L pUTOHABUP (3a neueHue Ha XMUDB)

. pudaMOUUHH (AHTHOHOTHK)

PopTeKa ¢ XpaHH, HANHTKH H AJTKOX0J
Tezun Tabnerku ne Tpadsa 1a ce NnpUeMaT ¢ XpaHa HIIH CbC COK OT FPEHRPPYT WM APYrH
NJIOA0BH COKOBE, Tbil KATO TOBA LLE NOHWXKH edekTa Ha OunacTuH. 3a na uszberdere Toea, Bue

MOXKETE Na.

® npueMeTe TabneTKaTa M a W34akarte €JMH 4ac Mpeam NMpueM Ha XpaHa WM M1040B COK
WM

. aKo CTe TIPUESIH XpaHa WiH 10108 COK, TpAOBa 1a W3vakaTe 2 yaca rnpeau npvemMa Ha
TabNeTKaTa.

bunacTvH B npenopbyaHata A03a (20) mg He yCuiBa npean3BdKaHaTa OT alkOXoJl ChHIHBOCT.

bpeMeHHOCT, KbpMeHE H PepTHIMTET
Hama Wiy jaHHuTE ca OrpaHH4€eHH 3a ynorpebara Ha OMnacTuH Npyu OPEMEHHM HKEHH, MO BPEME

Ha KbPMEHE H 3a ¢PEKTHTE BbPXY QepTHIIMTETA.

AKoO cTe OpeMEHHA WM KbPMUTE, CMATATE, Y€ MOXKE /1a CTe OpeMEHHA UK IAHUPATE
OpeMeHHOCT, MOCHLBETBANTE ce ¢ Baluus nekap npean ynorpedara Ha TOBa JIEKapcTBO.
[locbBeTBaiiTe ce ¢ Baluus nekap wny papMaueBT npead ynoTpedara Ha KOETO U J1a €
JIEKapCTRO.

[Hodpupane u padora ¢ MAIIHHHE

Jloka3zaHo e, ue dunacTvH 20 mg He NoBAKHABA cNOcOOHOCTTA 3a Wo(pHpaHE NPH Bb3pacTHU. Bee
aK OTTOBOPLT HA BCEKH NALIMEHT KbM NIEKapcTBOTO MOXeE Ja Obae paznivydcH. 3arosa Tpadea aa
[IPOBEPUTE KakK ToBa JiekapcTBo By Bausie, npeau aa wodupare uav paboTHTe ¢ MalllMHM.

dopTrekas cbAbLpKA HATPHH
Toea nekapcTBO cbaAbprKa no-manko ot 1 mmol Hatpuid (23 mg) Ha dunMupaHa TabneTka, T.€.

MOJKE [/1a CE€ KAKE, Y€ NMPAKTHUYECKH HE CHABbPKa HATPHH.

3. Kak xa npuemarte Qoprexa

Bunaru npydemaiTe ToBa IeKapcTBO TOUHO KakTo By € kazan Bawudar nekap uan dpapMauesT.
AKO HE CT€ CHT'YPHH B HEllo, nonuTaiTe Bawung nekap unu gapMauesT.

[IpenopruuTEiHaTa J03a NPH BL3PACTHH, BKAKOUYKTENHO B CTApUECKa BBIPACT M 10
roMilHa Bb3pacT M foseue, e 1 tabnerka (20 mg) Ha aeH.
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. TabneTkara ce npueMa npes ycrara.

* Tabnerkara Tpabera na ce npuema €AMH yac Npead Wiy ABa yaca cnej rMmpUeM Ha XpaHa
WJIKW NNIOAOB COK (BHXK TOouKa 2, “@opTeKan ¢ XpaHH, HAITMTKH KU alKOXO0M" ).

. TabneTkara ce norabila ¢ yalla BoJa.

- JenutenHaTta yepTta € caMoO 3a YJIECHEHHE Ha CUYNBAHETO, ako BH € TpyAHO Aa norbiiHeTe

LsJiaTa TabneTka.

1o oTHOLIEHHE HA NPOABLIKUTENHOCTTA Ha JICHEHHETO, BalinuaT nekap e onpeaeiv BUAa Ha
3abonasaHeTo By u we onpeaeny Koiko Awaro Tpadsa ga npremare Poprekan.

Ynorpebda npu aena

Hpyru ¢gopMH Ha TOBa AeKkapcTBO —OunacTuH |0 mg TabneTkn, AUCIeprypauiy ¢€ B ycrata WM
ounactii 2,5 mg/ml nepopanen pasteop morar aa 6saaT No-MOAXOAALIM 3a ACUA HA BB3PACT OT
6 no 11 roannu ¢ TenecHo Terno Han-manko 20 kg - nonuraiite Bawua nexkap unu gpapmanenr.

He napaite 6UM1acTUH Ha Aeua noj 6 roAMHM ¢ TenecHo Terno noa 20 kg, Thi kato HaAMa
OOCTATBLYHO AAHHH

AKO ¢cT€ npHean nosede 0T HeodX0aUMATA 1032 PopTekan

AKko Buve nnu HaKOK apyr e npuen npekaneHo MHyoroe Moprtekan, He3adaBHO Ce CBBPIKETE C
Bawius nekap i ¢papMaueBT HIIM OTHAETE B CNELHOTO OTAENeHHe Ha Hal-Onu3kara DoAHKUA.
Moungd, He 3abpasaiiTe aa B3eMeTe cbe cebe CH OMNaKkoBKaTa Ha NEKApCTBOTO WM JIMCTOBKATA.

AKoO cTe NponyCcHAIH 1a npuemere Doprexal

He B3emMaiiTe I1BOMHA 1032, 3a Ja KOMMNEHCUPATE NPONyCcHATaTa A034.

AKO cTe npornycHany aa npuemere Baiwtara go3a naBpeme, B3eMeTe 4 KOJIKOTO MOXE 1M0-CKOpPO
U CNeJl TOBA Ce€ BbPHETE KbM OOMYAHHUA PEKHUM HA J03UpaHE.

AKO UMaTe HAKaKBH AOMbIAHUTEIIHK BBNPOCH, CBBP3aHH € ynoTpedarTa Ha TOBA JISKAPCTRO,
nonuTtaiTe Bawua nekap wnu gapmaenr.

4. BL3MOKHH HEXeJIAHH peaKkuHH

KakTo BCHUYKM NE€KAPCTBA, TOBA JIEKAPCTBO MOJKE A1 PECAN3BUKBA HEXEIAHH PEaKLUH, BLITPEKH
Ye He BCEKH T'Y MOJYYaBa.

AKO YCETHTE CHMNTOMH Ha allepruyHa peakuns, YMUTO NPU3HALUK MOraT 1a BKJIIoUBaT
3aTPYAHEHO AHLUIAHE, 3aMasgHOCT, KoJsarc Wim 3aryba Ha Cbh3HaHHWe, MNOJAYBaHE Ha JIMLETO,
YCTHHTE, €3MKa WM I'bPJIoTO U / WK MNOAYBaHE U 3adepBsIBAaHE HA KO)KaTa, CripeTe NpUeMa Ha
NIEKAPCTBOTO W He3a0aBHO NOTLPCETE CNEiHA MEIMLIMHCKA MOMOLL.

,prrl‘l HCHKE/IAHH PEAKIIHH, KOUTO MOTI'aT Aa €€ NPOABAT NIPH BBIPACTHH H HDHOIIIH €A

YeeTH: Morar aa 3acernar 10 1 na 10 gosexka
® rnarobonue
® CbHJIHBOCT

HeuecTH: morart aa 3acernart a0 1 sa 100 gsoBeka

o oTknoHeHusa B EKI (enexTpokapauorpama)

o KPBbBHUA HU3CNEeABAHNUSA, KOUTO MOKAa3BaT NPOMEHM B YepHoApoOHaTa GpyHKUMUS
o 3aMalBaHe

. cTOMallHa foJika




yMopa

MOBUILICH ANMETUT

HCpaBHOMEPEH [IyAC

YBEIHYEHO TENECHO TEMNO

raaeHe (UyBCTBO Ha MMPUJIOLLABAHE)

TPEBOKHOCT

CYXOTa WKW IMCKOMQOPT B HOCA

KopeMHa 0onka

anapus

FaCTPHUT (Bb3NaJCHUE HA CTOMALUHATA JIMIraBHLIA)
BEPTHIO (UYBCTRO Ha 3amaliBaHe HITU CBETOBBLPTEXK)
YyBCTBO Ha ¢nadbocT

Kaxaa

JHUCIHeA (3aTPYAHEHO AHLLAHE)

CyXOTa B y¢TaTta

CTOMALLHO Pa3CTPOHCTBO

CbpOeK

XEeprnec Ha YCTHUTE

Tpecka

THHUTYC (ILYM B YUIHTE)

HAPYLIEHUA HA CbHA

KPbBHH H3CAE€ABAHUA, KOMTO NNOKA3BAT NPOMEHH B OLOpeyHaTa PYHKIUS
MOBULLECHHY HHBA HA JIKNUIH B KPBBTA

C HeH3BeCTHA YE€CTOTA: HEe MOraT Ja O0bAaT oneHeHH OT HAJIHYHHTE JaHHH

. najinMTalMy (ycellaHe 3a TYNTEHE HA CbPLETO)
. TaxuKapans (Y4eCcTeHO chpiicOUeHe)
. MOBPBLUAHE

CTpann4HATEe epeKTH, KOHTO MOraT Aa ce NOABAT NMPH Aena, ca:
YecTH: Mmorar ga 3acernar ao 1 Ha 10 ayuin

PUHUT (Ha3a/THO Apa3HEHE)

anepruyeH KOHKOHKTHBUT (Apa3HEHEe Ha OYHTE)

rnaBodosine

cToMaluHa 60nka (kopeMHa 6onka / bonka B ropHaTa 4acT Ha KOpema)

HeuecTH: morar aa 3acerHar a0 1 ua 100 aymm

Apa3HEHE HA OUMTE
BHEHE HA CBAT

3ar'yDa Ha Cb3HaHKWE

avapuns

rageHe (4yBCTBO, Ye cH DoneH)
MOAYBAHE HA YCTHH

€K3eMa

YPTHKapUa (KONPHBHA TPECKA)
yMopa




ChobmaBane Ha HeXKeJIaHH peaKkliuH

AKO MOJIYUMTE HAKAKBH HEXKENAHH JICKAPCTBEHH peakuMrH, yeeaomere Bamus nekap wim,
cdapmauesT. TOBa BKNOUBA BCHUKHM Bb3MOXKHH HEONUCAHU B TA3H JIMCTOBKA HEXEMAHH
peakuu. MoxeTe ChLIO a ChODINUTE HEXENAHH PEAKLUUH JHPEKTHO Ype3 HaALIHOHAJTHATA
cHcTeMa 3a chobllaBaHe:

M3nbaHuTEHA areHuus no Jiekapcreara

yn. ,,Jlamau I'pyes” Ne 8

1303 Codus

Ten.: +359 28903417

yebcaiiT: www.bda.bg

KaTto CLOGIHHBHTE HCXCIIAHH PCAKLUHHK, MOKETC 4d 1aA€TE CBOA MPHUHOC 34 MOJIYHAaBAHC Ha
NoBeHC HHClJOpMEllIHH OTHOCHO De30nacHOCTTa Ha TOBA JNEKapCTBO.

S. Kak 1a cexpaHgsate @oprekan

Ma ce cbxpaHsBa Ha MACTO, HEAOCTHITHO 3a AcLA.

He W3nonseaitTe TOBAa NE€KapCcTBO CNE/ CPOKA HA TOAHOCT, OTOECNA3aH BLPXY KApTOHEHATA
onakoBka ¥ onucrepure cnen ,,J onen no:”. CpokbT HA FOAHOCT OTIrOBapa Ha NOCAEAHUA AEH OT
NOCO4YEHHUA MeEcedl,

ToBa nekapcTBO HE U3UCKBA HAKAKBH CMELHATHH YCAOBHA 332 CbXpaHABaHeE.

He n3xBbpasiiTe iekapcTBaTa B KaHANIU3aUMATA WIH B KOHTEHHEpA 3a AOMALIHU OTIAaIbLH.
[lonuraitTe Bawnsa papmalerT Kak 1a U3XBbPAATE NEKAPCTBATA, KOUTO BEYE HE HU3M0JI3BaTE.
Tesu MepKH L€ CNOMOCHAT 3a CNa3BaHe Ha OKOJIHATA cpea.

6. ChAbpKaHHEe HA ONAKOBKATA M JONBLJIHHTEIHA HHPOpMaLHA

Kakpo cnabpxa @oprekal:

- AxTMBHOTO BewlecTBO € 6unactuu (bilastine). Besika rabnerka ceabpka 20 mg 6unacTun.
- JIpyrvre cbCTaBKH Ca MUKPOKPHUCTaNHA LIENYJ103a, HATPUEB HULLECTEH INIUKOIAT THIT A
(mony4eHo OT KapTod), KONOUAEH CUAUUMEB AaHXUAPK], MATHEZHEB CTEAPAT.

Kak mirnexaa @oprexkaj H KAKBO CbAbPHKAa ONIAKOBKATA

dopTtekan ca O¢id, OBaNHH, 1BOHHOM3NBKHANH TabneTku ¢ aeavrenda yepra (asvary |0 mm,
LIHPOKH 5 mm).

Tabnetkure ce npeanarart B 6auctepu no 10, 20, 30, 40 unn 50 Tabnetku.
He Bcriuki BUAOBE OMAKOBKU MOTaT Aa ObaaT nycHaTH B npoaaxoa.

IIpuTexaTes HA pa3pelleHHETO 32 ynoTpeda

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

Ilpox3BoauTeE.]
Faes Farma S.A.

Maximo Aguirre, 14
Leioa (Vizcaya)




Hcenanus

HIH

A.Menarini Manufacturing Logistics and Services S.r.l.
Campo di Pile

L’Aquila

Hranus

HIIHU

Menarini - Von Heyden GmbH
Leipziger Strasse 7-13; 01097
Dresden

[ epmaHus

To3u JekapcTBeH NPOAYKT € pa3pelleH 3a ynorpeda B 1bpKaBUHTE-1IEHKH HA
Erponeiickoro Hkonomuuecko [lpocTpancrro n Obeannenoro Kpancreo (CesepHa
Upaanausa) noa cJeAHHTE HMEHA:

Asctpua: Olisir 20 mg Tabletten
benrns: Bellozal 20 mg Tablet
bbnarapua: ®oprexkan 20 mg tabneTka
Kunsp: Bilaz 20 mg Awokio

Uexua: Xados 20 mg Tablety

Hauusn: Revitelle tabletter 20 mg
Ectonua: Opexa

®unnanausa: Revitelle 20 mg Tablett
MDpanuyua: Bilaska 20 mg Comprimé
I'epmanusa: Bilaxten 20 mg Tabletten
["opums: Bilaz 20 mg Awxio
Yurapus: Lendin 20 mg tabletta
Mcnanaus: Bilaxten 20 mg t6flur
Upnauaws: Drynol 20 mg tablets
HUranua: Bysabel 20 mg Compressa
Jlateug: Opexa 20 mg tabletes

JIutea: Opexa 20 mg Tabletis
JIrokcemOypr: Bellozal 20 mg Tablet
ManTa: Gosall 20 mg tablets
Hopeerusa: Zilas 20 mg tablett
[Tonwa: Clatra Allergy

[Topryranusa: Lergonix 20 mg Comprimido
Pymbhus: Borenar 20 mg Comprimate
Cnoakus: Omarit

Caosenus: Bilador 20 mg tablete
Hcnanua: Ibis 20 mg Comprimido
[leeuus: Bilaxten 20 mg Tablett
Benukobpuranua (CesepHa Upnanaus): llaxten 20 mg tablets

,[lﬂTﬂ Ha MOCJIE€AHO NIPCPAINNCKIAHE HA JHCTOBKATA

03/2023




