JJUCTOBKA



JUCTOBKA: HHPOPMAIIHNA 3A IIOTPEBUTEJIA

POPTEKAJ 20 MG TABJIETKH
FORTECAL 20 MG TABLETS

Ounacrud (bilastine)

IIpovuereTe BHAMATERHO HHIATA JHCTOBKA, NPEAH X4 3alI0MHETE AA HPAEMATE TOBA
JEKapPCTRO, THH KAaTO T ChALPXkA BakHa 3a Bac undopmanns.
* 3anasere Ta3d NHCTOBKA. Mooke Jia ce HANOXM /12 A MPOYETE CTHOBO.
e AKO MMaTe HIKAKBH JOITHIIHHTENIHA BRIIPOCH, TIoNHTalTe Balng nekap MiIH
¢dapMarieBT.
¢ ToBa nexkapcTBO ¢ npeanucano JHIHo Ha Bac. He ro npeotcreneaiire Ha Apyru
xopa.To MoXe ga UM HaBpe[H, HE3ABHUCHMO, Ye TIPH3HALHTE Ha TIXHOTO 3abonsBaHe ca
CBIOHTE Karo Bamure.
* AKO NONYyYHTEe HAKAKBH HEXKEJIaHU JICKAPCTBEHH Peakiiiy, yBeJjomere Bailiia nekap
MM papMalleBT. TOBa BKAIOYBA M BCHYKH BB3MOXXHH HEXKEJIAHH peaKiiii, HEONHCAHH B
Ta3H JIUCTOBKA. BikTe Touxa 4.

Kakso crABpKa Ta3H JHUCTOBKA:
Kak na npuemare @oprexan

BB3MOXHH HEXKENTaHH peakiMM
Kak na cpxpangeare ®oprexan

AR

1. Kaxso npeacrapiasa ®opTekas H 33 KAKBO Ce H3N0JI3BA

Poprexan CoabpAa OHITACTHH KAaTO aKTUBHO BELISCTRO, KOWTO € anTHXHCTaMMH. Doprekan ce
H3M0J1384a 32 o0JIeKYaBaHe HA CHMIITOMHTE Ha CeHHA XpeMa (KHuxaHe, chpbex, Teualll uiH
3aITyIIEH HOC M 3aYEPBEHH M CHI3AINM O4YH) H APYTH GOpMHE Ha aneprudcH pHHUT. M3nonssa ce
CBIIO U 3a JIeyeHHE Ha KoxKHH 00puBH cbe copbex (KonpHBHA TPECKa HWIIH YPTHKAPHUA).

2. Kaxpo TpaOBa na 3naere, npeau aa npaemere @oprexan

He npuemaiite @Poprexan:
- aKo CTe aNieprUdHE KbM OHIaCTHH WIH XbM HAKOS OT OCTaHAIIMTE CHCTABKH HA TOBa
neKapeTBo (H36poeHH B TouKa 6).

Ilpeaynpexnenns ¥ npeAla3HH MEPKH
I'oBopere ¢ Bamusa aexap win dapmanerT, npeau na npuemete doprekai, ako crpajare OT

YMEPEHO A0 TeXko 6B6peyno yBpexiaHe H ako AONKIHHTE/IHO HIPHEMaTe APYTH JIEKapCTsa
(Brwxre “dpyrn nekapcrsa u Doprekan®).

Hena

He paBaiite ToBa JeKapeTso Ha aena noj 12 roanHs.

He npesunapaiire Hpenop’bqaﬂa'ra n03a. AKO CHMIITOMHTE IPOABLIIKABAT, Koncy
Bamua nexap.



Apyru nexapersa u Poprexan
Hudgopmupatite Bawmna nekap unu gapmaunesT, ako puemMaTe, HACKOPO CTE NPHEMATH WIIH
IIpHeMaTe ApYrH JISKapCcTBa, BKIIOYHTENHO H TAKHBA, OTITYCKaHH be3 penenta.

Io-cnienmanso, Mo, obewaere ¢ Bammusa nekap, ako MpHeMaTe HIKOE OT ClIeIHATE JICKApCTRA:

KETOKOHa301 (MpOTHBOrbOHYHO JIEKAPCTBO)

CPUTPOMHULIHH (AHTHOHOTHK)

NUITHA3EM (32 JIeueHHE Ha CTeHOKapaHs)

LIMIJIOCTIOPMH (32 NIOHWXABaHE HA AKTHBHOCTTA HA AMYHHATA CHCTEMa, KaTo M0 TO3H
HA4MH ce H304TrBa OTXBEpISAHE MpY TPAHCIUIAHTALMA HiM HaMAJIABaHE Ha GosiecTHATA
AKTHBHOCT TPY ABTOMMYHHH H ANCprU4HH 3a00MsBaHUA KaTO IICOPHA3ZNHC, AaTONUYEH epMAaTHT
HJIH pEeBMAaTCHAEH APTPHT)

. puToHaBHp (3a nevenye Ha XUB)

. prudaMinuyH (aHTHOHOTHK)

Poprexal ¢ XpaHd, HAMATKA H AJIK0X0J1

Tesu Tabnerku me Tpabea ga ce npHeMaT ¢ XpaHa AWM ChE COK OT rpefilppyT HIH XPYTH
II0ROBH COKOBE, THif KaTO TOBA 1€ NOHWKH edekTa Ha OunacTuH. 3a Ja usbernere Tora, Bue
MOKeTe Ja:

. npueMere TabAeTkaTa | Aa H34aKaTe ¢AHH 4ac MPESIN MPHEM Ha XPaHa WM ILION0B COK
HITH

» aKo CTE MpHENN XpaHa WIH IUI0JIOB COK, TpAOBa fja H3vakare 2 Jaca npeay NpueMa Ha
Tabierkara.

bunactuH B mpenopryanara 103a (20) mg He yCHIBa npeJH3BUKAHATA OT aJIKOXOJI CHHITMBOCT.

bpeMenBocT, KbpMeHe H PePTHIAHTET

Hama wid JaHHUATE ca OrpaHHYeHH 3a ynoTpebara Ha OHIacTHR nIpH OpEMEHHH XKEHHU, TI0 BPEME
Ha KbpMEHE M 32 e()eKTUTE BHpXY (epTHIIHTETA.

AKo cTe OpeMeHHa UIH KbPMHTE, CMATATE, Ye MOXE J1a ¢Te OpeMeHHa WK IUIaHMpare
dpeMeHHOCT, rochBeTBaliTE ce ¢ Bamma nexap npean ynorpedara Ha TOBa JIEKapCTBO.
IlocoBerBaiiTe ce ¢ Bauind nekap unu dapmaiieBT nmpeaH ynorpebara Ha KOeTo ¥ Ja €
NICKAPCTBO.

Iloduapare n paGora c MAINKHE

Hoxazano e, ue 6mnactd 20 mg He noeMMABa cnocobHocTTa 3a WwodHpake NpM BE3pacTHH. Bee
NaK OTTOBOPET Ha BCEKH MALIHEHT KBM JIEKapCTBOTO MOXe Aa ObAe pasimMdeH. 3aTosa Tpabea na
IIPOBEpHTE KaK TOBA JiekapcTso By Bimse, npean na moduparte win paboTuTe ¢ MallIuHH.

®oprexal CLALPAKA HATPHH
Tora nexapcTBo chABPKa Mo-Manko oT 1 mmol HaTpwii (23 mg) Ha punmupana Tabnerka, T.e.
MOJKE J1a Ce KaKe, Y€ NPAKTHYECKH HE ChABPKa HATPHIA.

3. Kak ga npuemare ®oprexan

BuHarn npuemaiite ToBa ieKapcTBO TOUHO KaxkTo Bu e kazan Bamuar nekap wnn papMaliienT.
AKO He cTe CHI'YPHM B Helno, nonuTalite Bamus nekap unu ¢papmanesr.

IIpenopbuMTenHaTa no3a NpH BbIPaCTHH, BIUTIOUHTENHO B CTApYecka Bb3pacT H
FOJHIIIHA BBE3PACT U MoBeye, e 1 Tabnerka (20 mg) Ha nen.
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. Tabnetkara ce nIpHeMa 1npes ycrara.

. Tabnerkara TpabBa fa ce npuema eMH Yac NpeaH HIH 1Ba Yaca clie/l MpHeM Ha XpaHa
MJIU TUIONOB COK (BWOK TOYKa 2, “@opTekan ¢ XpaHH, HATTMTKH H aNKOXo ).

» TabneTkara ce mornelua ¢ yama BoJia.

. Jenutennara uepra € caMo 3a yJIeCHeHME Ha CUYNIBaHeTo, ako Bu e TpyaHO Aa noreaHere
1anaTa Tabnerka.

1o oTHONIEHHE Ha NPOABIDKHATEITHOCTTA Ha JICUeHHETO, BaumsaT siekap 1me onpenesiv Biaa Ha
3aboiBaHeTO BU 1 e onpeneny KoNKo Oparo TpAdBa na npueMare doprekan.

Ynorpeda upa nexa

Hpyru dpopMi Ha ToBa JAeKapeTBo —OmmacTui 10 mg rabaeTky, AMCIEPrupaimH ¢e B ycTaTa HilH
bunacTvH 2,5 mg/ml nepopanieH pa3sreop Morar ja 6baaT no-noAXoaAIIH 3a Aiela Ha BB3pacT oT
6 no 11 roaunu ¢ TenecHo Terno Haii-Manko 20 kg - monmraiitre Bammg nekap wiH $hapManest.

He papaiite OunacTuH Ha aeita noa 6 roaunu ¢ tenecHo Terno noA 20 kg, Thi kaTo HAMa
DOCTaTbYHO AaHHH

AKO cTe DpHEJIR NoBeYe oT HeobxoaBMaTa ao3a Poprexan

Axo Bue HIH HAKOR APYT € npHen npekaneno Maoro Moprekar, He3abaBAO C¢ CRBPHKETE C
Bammia nexap nnu ¢gapMalerT WiH OTHIETE B CNIEIHOTO OTAEIEHNHE Ha Hal-Onu3kara bonuuIa.
Mons, He 3a0passiiTe na B3eMeTe CBC cebe CH ONaKOBKATA HA IEKAPCTBOTO WIH JINCTOBKATA.

AKo cTe nponycnaiiH Aa npuemere Poprexkai

He B3eMmaiiTe qBoiiHa 1033, 3a la KOMIIEHCHPATE NPOMYCHATATA K034,

AKO CTe TIPOITyCHAJIH A3 pHeMeTe Bainata f103a HaBpeMe, B3eMeTe S KOJIKOTO MOXE II0-CKOPO
M CJIEJ TOBA C& BLpPHETE KbM 00NYaiiHHA peykvM Ha JO3HPAHE.

AKO MMaTe HAKAaKBH JOMBIHHWTEHH BHIIPOCH, CBHP3aHH ¢ ynoTpebaTa Ha TOBa JIEKapcTBO,
nonuranre Bamua sexap HIHM gapMatieBr.

4. Bb3MOKHE HeXe/IaHH peaKlHH

KakTo BCHUYKH nexapcTBa, TOBa JIEKAPCTBO MOXE Aa NPEIH3BUKBA HesKeJIaHH PEAKUMH, BHITPEKH
Yye He BCeKH I'M NoJTyJyaBa.

AKO yCeTHTe CHMITOMH Ha ajlepruyHa peakiHs, YHHTO NpH3HALM MOTaT Ja BKIoYBAaT
3aTPYAHCHO NUlIaHe, 3aMasHOCT, KOJanc uiM 3aryda Ha Ch3HaHKUE, TIOAYBAHE Ha JIHLIETO,
YCTHHTE, €3HKa WIH I'bPJIOTO M / WIK NIOAYBaHE H 3auepBsaBaHe Ha KoXKaTa, CIIpeTe NpHeMa Ha
NEKapCTBOTO ¥ He3abaBHO NOTHpCeTe CIISIIHA MeAHLIMHCKA TOMO,

JPYra nexenann peaknuu, KOHTO MOTaT Ja Ce NPOABAT NPH Bb3PACTHH H IONCHIH Ca!
YecTH: Morar aa zacersar ao 1 na 10 yosexa
» rnapobonue

® CBHIIHBOCT

HeuecTn: Morar aa 3acersart o 1 na 100 uoBexa

. oTknorenns B EKI' (enexTpoxapanorpama)

. KPBEHM H3CNIE/IBAHUA, KOMTO NOKAa3BaT IPOMEHH B yepHoApoOHaTa GyHKLMA
. 3aMaHBaHe

. cToMauiHa 6onka




yMopa

TIOBMIOEH aNeTHT

HEepaBHOMEPEH MyJIC

YBETHUYEHO TENECHO TEIIO

rageHe (YyBCTBO Ha MPHIOINABaHE)

TPEBOXKHOCT

CyXoTa unu auckoMpopT B Hoca

KopemHa Oonka

ayapys

racTpuT (Bb3MajcHHE Ha CTOMAIIHATA JIMraBnIa)
BEPTHro (MyBCTBO Ha 3aMaiBaHe MJIH CRETOBBPTEK)
YyBCTBO Ha cjaboct

XKaKAZ

[MCTIHEA (3ATPYAHEHO AMIIAHE)

CyX0Ta B ycTarTa

CTOMAIIHO Pa3CTPONCTBO

cBpOex

Xeprnec Ha YCTHHTE

TpecKa

THHATYC (WM B yIIUTE)

HapYLICHUSA Ha CHHA

KPBBHM H3CAC/BAHKA, KOUTQ NIOKa3BaT MpoMeHH B OpOpeunaTa GyHxums
NOBHUUICHH HURA HA JIMITMAM B KPHBTA
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HEH3BECTHA YeCTOTA: HEe MOTAT A2 OBLAAT ONlCHEeHH OT HASHIRATE AAHHH
NajJNATALMH (YCellaHe 3a TYNTeHe Ha ChPLETO)
TaxMkapaus (y4ecTeHo chpuebuene)
NOBpPLINAHE

i.ln

CTpapnunnTe epeKTH, KONTO MOTAT /12 ce NOABAT NPH AeNa, ca:

YecTH: Morar aa 3acersat a0 1 ma 10 xymn

PHHUT (Ha3alIHO Apa3HEHE)

aNepruvYeH XOHIOHKTHBHT (Zipa3HeHe Ha O4MTe)

rnarodonue

croMmamHa 6onxa (xopemua 6onka / Gonxa B ropHara 4acT Ha xopema)

HegecTn: morar aa 3acernar a0 1 sa 100 aymn

ApasHeHe Ha OuHTe

BHEHE Ha CBAT

3aryba Ha chb3HaHHe

aHapy

rajgeHe (UyBCTRO, ue cH OolleH)
NOAYBaHE Ha YCTHH

eK3eMa

ypTHkapHa (KONpHBHA TPECKa)
yMOpa
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Crobmapane Ha HeXeJARH PeAKNHA

AKO TIONTyYHTe HAKAKBH HexeNlaHH JICKAPCTBEHH PEaKIiiH, yBenoMere Bans Jexap HIlH,
(papMmanieBT. ToBa BKIIOURa BCHYKH BE3MOMKHH HEOITHMCAHU B Ta3H JIACTOBKA HEXeE/IaHH
peaxiyi. MoxeTe cbIlo Aa choOIIHTE HEXXETaHU PeaKkliii JHPEKTHO Ype3 HalHOHAIHATA
CUCTEMA 3a chodilaBaHe:

HameiHuTEHA areHd No neKapeTpara

yi. ,,Jlaman I'pyer” Ne 8

1303 Codmus

Ten.: +359 28903417

yebcaiiT: www.bda.bg

Karo crobmapate HexxellaHH peakiiiH, MOXeTe /1a AaJIeTe CBOA MPHHOC 34 NOJIy9YaBaHe Ha
noeeye HHPOpMaIs OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKAPCTBO. |

5.  Kak pa cxxpansBare ®oprexan

Jla ce chxpaHiBa Ha MACTO, HEAOCTEITHO 33 Jella.

He u3snomssaiTe ToBa JIEKApCTRBO Cllefl CPOKa Ha FOQHOCT, 0T0eNd3aH BhpXY KapTOHEeHATa
OMAaKoBKa H Onucrepure ciren ,['onen a0:”. CpoksT Ha OAHOCT OTTOBAPA Ha MOCACAHHA ACH OT
NOCOYEHHA MECEIL. |

ToBa nexapcTBO HEe H3UCKBA HAKAKBH CIICLIHAITHH YCIIOBHSA 33 CHXpaHABaHe,

He M3xprpprngiire nekapcTpara B KAaHATH3AUHATA HiAH B KOHTEHHepa 32 JOMAHIHH OTNAIBUK.
Ionmraiire Bamms gapMaiieBT KaK 1a U3XBBPIATE NeKapCTBATA, KOKTO BEUE HE H3MOJN3BATE.
Tean Mepku DIe cIOMOrHAT 3a ONIA3BAaHE HA OKOJIHATA Cpela.

6. Cupabpkannde Ha ONAKOBKAaTA H JONLJIHATENHA HHGOpMANHA

Kaxso cpanpxa Poprexan:

- AxTHBHOTO BemecTBO € ODunactud (bilastine). Beaka Tabnerka chappika 20 mg OHunacTus.
- Jlpyrure ChCTAaBKH €4 MHKPOKPHCTAIHA HENYJO3a, HATPHES HHIECTEH ITIUKOMAT THIT A
(nonyueHO OT KapTod), KONOHAEH CHIHUNEB aHXHAPHA, MAarHe3HeB CTeapar.

Kax m3raexaa @oprexa H KAKBO ChAbPXA OHAKOBKATA
doprexai ca Oenu, oBaJIHK, ABOMHOM3ITLKHANH TabneTkH ¢ AennrenHa yepra (apary 10 mm,
IIUPOKH 5 mm). |

Tabnerkure ce npeanarar B Onucrepn no 10, 20, 30, 40 wm 50 Tabnerku.
He BcHYkU BHAOBE OMaxoBKHM MOTaT Aa ObAaT mycHaTtH B npopaxkoda.

IIpuTexaren Ra paspemeHHeTo 32 ynorpeda

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

IIponzsoanTes:

Faes Farma S.A.
Maximo Aguirre, 14
Leioa (Vizcaya)




Hcnanusg
MU

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

L’ Aquila

Hranus

HIIH

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

['epmanna

To3m nexapcTBen NPOAYKT € paspellieH 32 ynoTpeba B AbpAKaBHTE-91/IEHKH HA
Enponeiickoro Hxoromrgecko IlpoctpancTBo B O6eannenoro Kpaicreo (Cesepna
Hpaananna) noa cJieARATEe AMEHA:

Apcrpua: Olisir 20 mg Tabletten
benrua: Bellozal 20 mg Tablet
brnrapua: @oprexan 20 mg rabnerka
Kumsp: Bilaz 20 mg Awxio

Yexus: Xados 20 mg Tablety

Hanmns: Revitelle tabletter 20 mg
Ecronna: Opexa

Ownnanaus: Revitelle 20 mg Tabletti
Opanmma: Bilaska 20 mg Comprimé
I'epmanua: Bilaxten 20 mg Tabletten
'npuna: Bilaz 20 mg Awkio
Yurapus: Lendin 20 mg tabletta
Hcnanua: Bilaxten 20 mg t6flur
Hpnanaua: Drynol 20 mg tablets
HWramua: Bysabel 20 mg Compressa
JlarBua: Opexa 20 mg tabletes

JIutea: Opexa 20 mg Tabletis
JrokcemOypr: Bellozal 20 mg Tablet
Manra: Gosall 20 mg tablets
Hopserus: Zilas 20 mg tablett

[lommna: Clatra Allergy

Iopryranus: Lergonix 20 mg Comprimido
PymbHus: Borenar 20 mg Comprimate
CnoBakus: Omarit |
Cnosenus: Bilador 20 mg tablete
HMcnanusa: Ibis 20 mg Comprimido
Hiseuua: Bilaxten 20 mg Tablett
Benukobputanua (Cerepra Hpnapaua): Ilaxten 20 mg tablets

Jara na nociaenno npepasriaexaane Ha JHCTOBKATA
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