JIUCTOBKA



JMCTOBKA: HHOOPMAIIHSA 3A HOTPEBUTEJIA

®oprexan 20 mg TabIeTKH
Fortecal ® 20 mg tablets

ounactud (bilastine)

[IpodereTe BAHMATE/IHO NAJIATA JTHCTOBKA, NPEAH A4 3ano4yHeTe 1a IPpHEMATE TOBA

NIeKAPCTRO, Thil KATO TH CHABLPXKA BAKHA 32 Bac uadopMauus.

Busaru npremaiite ToBa JIKapCTBO TOYHO KAKTO © ONMMCAHO B TA3H JIMCTOBKA WK KakTo Bu e

kaza1 Baluus mexap Wid GpapMaLCET.

- JanazeTe Ta3M JHCTOBKA. MOXe Na ce HANIOXKH Aa S IPOYCTETE OTHOBO.

- AKO ce HY»KaaeTe OT JOITBJIHUTE/IHA uiGbOPMALMA WIH ChBET, MOMHTANUTE Barus
¢apMalieBT.

- AKO TIOJTy4HTE HAKAKBH HEXKeJIaHH JEKAPCTBCHH PEAKIIHM, yBeAoMeTe Bawysa jekap vy
dbapmauepT. ToBa BKIIOYBA M BCHUKH BB3MOXHH HeKeJIaHH PeaKUMy, HEONUCaHH B TasH
nHcTOBKa. BiokTe ToUKa 4.

- AKO cel 3 iHH He ce YyBCTBaTe N0-A00pe WK ChCTOAHUETO Bu ce Biowd, TpsAbBa aa

MOTBHPCHTE JICKAPCKa MOMOLL. W3NbNAHUTENHA ATEHUKR NO AEXAPCTBATA

] Kakeo npencrasisasa Qoprexan  3a Kakso ce H3NpREIPee. A .. LW ol oo
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Kak na cexpanasare QopTeKal JOBDE
ChabpKaHHe Ha OMAKOBKATa H JONBJIHHTC/IHA undopmalLKl

iiiiiiiiiiiiiiiiiiiiiiiiii

1. Kaxso opeacranjigsea PopTexan H 33 KAKBO €¢ H3N0J1388

dopreKan ChABPKA OHUNACTUH KATO AKTHBHO BellleCTBO, KOUTO € aHTUXHCTaMuH. PopTeKan ce
U3nON3Ba 33 O6AeK4IaBaHe Ha CUMITTOMMTE Ha CeHHa XpeMa (kuxaHe, Chpbex, TeHanl HIH
3amyIlieH HOC K 3a4epBEeHH M ChI3AIIH oun) u Apyry Gopmu Ha aneprayeH pHHMIT. H3nonzea ce
CBHILIO H 38 JIEUCHHE HA KOXKHH OOpHBH CBC cbpOex (KOMpHBHA TPECKA HIIH YPTHKAPHA).

2.  Kaxso Tpa0Ba 1a 3HaeTe, IPEAH A4 NPHEMETE dopTexan

He npuemaiite @Poprexa:
- aKo CTe afnepruusy KbM OWIACTHH WIH KBM HAKOA OT OCTAHAJIUTE CHCTAaBKH Ha TOBA

fieKkapcTBO (M30POCHH B TOMKA 6).

[peaynpexicHus B NPEANa3HH MEPKH
[CoBopere ¢ Baiuus nexap Wi (hapMaLEBT, MPEAH /1a NPUEMETE dopreka, ako cTpaaare oT
yMEpeHO A0 TEXKO 6B6peyHo yBpeKIaHe HUCKH HHBA Ha Kanuii, Marde3ui, KaJuu# B KpbBTa,
akO MMATE HIH CTE HMAJIH NPo6/IeMH ChC ChPAEHHA PUTHM WK aKo chppAcyHaTa By 4ecTOTa €
MHOFO HUCKA, aKo IIPHEMATe JIEKAPCTBA KOMTO MOraT 21a MOBJIHART Ha CHPACYHHA PHUTEM, 8KO
aMaTe WM CTe KMATH OTpeAeeHa NPOMIHA B ChpACHHHA PHTEM (H3BE€CTHA KaTO
Ha QTc-uHTEpBana Ha eJIEKTPOKapAKOrpaMa), KoaTo MOXe /a BL3HHKHC npH




chp/EYHO 3a00NsBaHe H aKO OMBAHKTEIHO NpHEMATe ApYTH nexkapctBa (BHXTe “/lpyru
nexapcrea 1 QopTexkan”).

Hena
He napaiiTe T0Ba jJIeKAPCTBO HA geua nox 12 roaEus.

He nipesHilIaBaiiTe rnperiopeiaHara a03a. AKO CHMITTOMHTE IPOABIKABAT, KOHCYITHPAHTE Ce C
Bamusa nexap.

Jpyru JexapcTea B @PopTexal
Mudopmupaiire Bamus nekap win ¢apMauesT, ako NpHEMATE, HACKOPO CTE NPHEMAJH HITH
pHeMaTe APYTH JIEKApPCTBA, BKIIOYHTENHO H TAKHBA, ormyckaHy Oe3 peuienTa,

TMo-creLario, Mo, obcbaere ¢ Bauna nekap, ako IpHEMaTe HAKOE OT CICAHHTE NeKapCTBa:

KeTOKOHA301 (IIPOTHBOIBOHYHO JIEKAPCTBO)

epUTPOMHLIAH (AHTHOHOTHK)

awiTHa3eM (3a IeUCHHE Ha CTEeHOKApAHA)

LMKIOCTIOPHH (32 MOHIDKABaHe HAa AaKTHBHOCTTA Ha HMyHHATA CHUCTEMA, KATO IO TO3M
HauMH ce W3BArBa OTXREBLPJIARE NPH TPAHCIIAHTALHMA WIH HAMAIABAHE Ha OonecTHaTa
aKTHBHOCT NPH ABTOUMYHHHU H aNepruiHi 3200NABaHMA KATO NCOPHA3UC, ATONMHYCH ACPMATHT
HNIH PEBMATOHACH apPTPYT)

o PHTOHABHp (3a JIEUCHHE Ha XWB)

. prudaMnuLKH (aHTUOHOTHUK)

@OPTEKAJ € XPAHH, HANHTKH H AJIK0X0]1

Tesu TabneTku me TPAOBa Aa ce NPHEMAT ¢ XPAHA HJIH ChC COK OT rpeiimgpyT IR ApPYTH
N10A0BH COKOBE, Thil KaTO TOBA LUE MOHIKH edexTa Ha GunacTvH. 3a Ja H3berHeTe Tosa, Bue
MOJXKETE Ja:

. npuemeTe TabNeTKaTa K Aa H34aKaTe ¢/IHH Hac Npe/iu NpHCM Ha XpaHa WIH IJI0A0B COK
WU

o ako CTe MPHENH XpaHa WiH IUIOAIOB COK, TpAOBa /i H3yaKaTe 2 4aca npejad npHemMa Ha

TabieTKaTa.
BwiacTyH B NpenopbyaHara ao3a (20) mg He ycHiBa NPeAU3BHKAHATA OT ATKOXOJI CHHIIWBOCT.

BpeMenHOCT, KbpMeHe H (pepTANHTET
HsMa WM SaHHHTE ca orpaHHYeHH 3a yrnorpedara Ha GIIAaCTHH NpU OpeMEHHH XKCHH, MO BPEMC

Ha KbpPMEHE U 33 €QEeKTUTE BBPXY beprureTa.

AKO cTe GpeMeHHa WK KBPMUTE, CMATATE, “e MOXE 113 cT¢ OpeMeHHa Wi TUIaHHpaTe
6peMEHHOCT, MOCHBETBAUTE CC C Bamusa nexap npeau ynorpedara Ha TOBa ICKapCTBO.
TMocueeTraliTe ce ¢ Bauus nexap Win gapMaLeBT Npeax ynorpebara Ha KOETO H Jia €
NIeKapcTRO.

Moduapaue 1 padoTa ¢ MALIKHHA
Jloka3aHo e, 4e GuiacTiH 20 mg He NOR/IUsABA crocoBHOCTTa 3a Wodupane NpH BE3pacTHU. Bee

faK OTFOBOPBHT Ha BCEKM MALMEHT KbM JE€KAPCTBOTO MOXKE A3 6bae pasnuueH. 3aToBa TpsAdBa Aa
[pOBEPHTE KAK TOBA JICKAPCTBO B Biusie, Npeay Aa wodupare Wik padoTHTE C MALIHHH.

dopTexan ChAbLPKA HATPHA
Topa J€KapCTBO CHAbPRKA MO-MAIKO OT 1 mmol HaTpuii (23 mg) Ha PUIMHPaH
MOJKE N1a Ce KaKe, Ue NpaKkTHiecKd HE ChAbPXKA HATpUH.
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3. Kak 1a npuemarte ®@oprexan

BuHaru npuemanTe TOBa JIeKapCTBO TOUYHO KakTO BH € ka3an Bammar sekap unm apMaliesT.
AKO He cTe CHI'YPHH B HElllO, NoNMTaiTe Bams nexap unu gapMauesr.

[IpenopbuHTENIHATA 4033 MIPH Bb3PacTHH, BKSIIOHMHTENHO B CTApYECKa Bb3pacT U IOHOWIK Ha | 2-
roJMUIHA BB3pacT U noseue, € 1 tabaetka (20 mg) Ha neH.

. Tabnetkara ce npHeMa rnpe3 ycrara.

. TaGneTkaTa TpaOBa na ce npvema eHH 1ac Npean UM IBa vaca cjel NpHeM Ha XpaHa
WJIM TINOAOB cOK (BIXK Touka 2, “@opTeKkall ¢ XpaHH, HAIIUTKH U aIKOXO0N™ ).

. Tabnerkara ce nornslua ¢ yaiia BOJAA.

. HenuTtennaTa yepTa € €aMoO 3a YIeCHEHHE Ha CUYNBAHETO, ako BH ¢ TpyIHO Aa NorbjHeTe

[s1aTa TadbneTKa.

¥Ynorpeba npn gena

Jpyru no3u uin gopMH Ha TORa nekapcTeo - OunactuH 10 mg nucneprupaium ce B ycrarta
tabneTkn nnu 6unactuH 2,5 mg/ml nepopaneH pasTseop - ca HAJIMYHM K MOXeE J1a ¢a 1o-
NOAXOAALLM 3a AeLa Ha Bb3pacT oT 6 10 11 roauuu ¢ tenecHo terno Hai-Manko 20 kg -
nonuraite Bawuar nexap unu dbapMauesT.

He napafiTe OnnacTHH HA gena nog 6 roanun ¢ TenecHo reruo noa 20 kg, TsH KaTo HamMa

AOCTATHYHO N1AHHH

AKO cTe HpHeNH noBete 0T HeoOXoaKMAaTa 2032 DopTeKa
AKO Bue unu HAKON Apyr € npuest NpexkancHo MHOro Poprexait, He3abaBHO CE CBBPXKETE C

Bammus nexap wau GpapManesT WIH OTUAETE B CNICLIHOTO OTAC/ICHHE Ha Hail-Onuskarta OonHUuA.
Mons, He 3abpaBsiiTe Ja B3eMETE CbC Ce0E CH OINAKOBKATA HA JIEKAPCTBOTO WIH JIMCTOBKATA.

AKo0 cTe nponycHAJIN aa npuemMere Poprekan

He B3emMaiiTe 1BOHHA 1032, 34 1a KOMNIEHCHPATE MPONyCcHaTaTa f03a.

AKO cTe nponycHalu J1a npueMeTe Bawiata n03a HABpeMe, B3eMeTe A KOMKOTO MOXe M0-CKOpO
H CJiell TOBA C€ BbPHETE KbM 00HUaiHHUA PEXHM Ha AO3HpaHe.

AKO MMaTe HAKaKBH JOMBJAHHUTENHH BBIPOCH, CBBLP3aHU ¢ ynoTpedatra Ha TOBA JIEKApCTBO,

nonuraiite Bamva nekap unm dapMmanesr.

4. B13MOXKHH HEXKE/NIAaHH pPeakliui

KakTo BCHYKM JIeKapCTBa, TOBa JIEKAPCTBO MOXKE A4 NPEAN3BHKBa HEXENAHNA PEAKLIHH, BhIIPEKU
4ye HE BCEKH M NoJiy4asa.

AKO YCETUTE CUMITTOMH Ha ajlepruyHa peaklus, YHUTO FIPU3HALIW MOraT l1a BKJIKOUBAT
3aTPYAHEHO AMIUAHE, 3aMasHOCT, KOJanc WK 3aryba Ha Cb3HaHMe, NOAYBAHE Ha JTULIETO,
YCTHUTE, €3MKa WU I'bPJIOTO U / WIIK NI0AYBAHE W 3a4epBABARE Ha KOXKaTa, CIpeTe NMpUeMa Ha
N€KapcTBOTO M He3abaBHO NMOTHbpCETE CNEHA MEAULIMHCKA MTOMOLL.

ﬂ[}yl‘ll HEKCJIAHN PCAKIIHH, KOHTO MOraT xa €€ NNPOoABAT [IPpH BbH3IPACTHH H WOHOIIR C€A:

YecTn: morar na zacernar 10 1 va 10 wosexka
* rnasoSonue
. CBHAUBOCT




HeuecTu: morar aa 3acersart Ao 1 #a 100 woBeka
otknoHenns B EKI (enextpoxapamorpama)

KpbLBHH U3C/IeABAHUA, KOUTO NOKa3BaT MIPOMEHH B UepHOAPOoOHaTa PyHKIUSA
3aManBaHe

cToMallHa 6oka

yMOpa

NOBUINEH ANETHT

HEpaBHOMEPEH NYJIC

YBEIIMYEHO TEJIECHO TEIJIO

rafeHe (YyBCTBO HA MPUIONIZBAHE)

TPEBOXHOCT

CYXOTa UM ANCKOMGOPT B HOCA

kopemHa bonka

aHapus

racTpuT (BB3MalicHHE Ha CTOMalIHATA JIMraBH1A)
BEPTHIro (4yBCTBO Ha 3aMaiBaHe HJIH CBETOBBPTEK)
4YBCTBO Ha cabocTt

XanJa

OMUCNHed (3aTPYAHEHO AULLAHE)

CYXOTa B yCTara

CTOMALLHO Pa3CTPONUCTBO

chpdex

Xeprnec Ha YCTHUTE

Tpecka

THHUTYC (lUYM B YLIHTE)

HapyLU€HHA Ha CHbHA

KPpBBHH M3CAEABAHNUA, KOUTO MOKAa3BaT npoMeHH B 61nOpeunaTa hyHkuus
MOBUICHM HHBRA Ha JIMNINIH B KPBBTA

C Hen3BeCcTHA YecTOoTa: He MOraT Aa 0b3aT OlEHEHH OT HAJTHUHHTE NAaHHH

. nannurauru (ycewaHe 3a TYIITEHe Ha ChPLETO)
. TaxHKapaus (y4ecTeHoO cbpreduecHe)
. NOBpbLIAHE

CrpannunnTe edeKTH, KOHTO MOFAT Ja ce NOABAT NPH Aena, ca:
YecTn: Morar aa 3acerHar a0 1 na 10 aymu

PHHHT (HA3alIHO JIpa3HEHE)

ajepryueH KOHIOHKTUBHUT (Ipa3HeHe Ha OYUTE)

rnasobonune

cToMaluHa 6oiika (kopemHa 6onka / 6onka B roprara 4yact Ha Kopema)

He4vecTn: Morar Aa 3acernar a0 1 #a 100 aymn

Apa3HeHe Ha OUUTe

BUEHE Ha CBAT

3aryba Ha Chb3HaHHeE

nauapus

rageHe (1yBCTBO, ue cH OojieH)




OJYBaHE HA YCTHH
eK3eMa
ypTHKapHs (KONpHBHA TpecKa)

ymMopa

CrobimaBaHe HA HEXENaHH PeaAKURH

AKO MOJIYYHTE HAKAKBU HEXXENIaHU JIEKAPCTBEHW pPeaKkUUH, yBeaoMeTe Baluns jiekap wiy,
thapMaueaT. ToBa BKITHOUBA BCUYKH Bb3MOXHH HEOMNUCAHN B TA3H JIMCTOBKA HEXENaHH
peakuuy. MoxeTe Chllo Aa CHOOLHTE HEXENAHN PEaKUMH JHPEKTHO Ype3 HallMOHANHATa
CHCTEMaA 34 ChboDIIaBaHe:

Hz3nbnHUTENHA areH YA No NeKapcTRarta

yn. ,,Jaman 'pyes” Ne 8

1303 Codus

ten.: +359 28903417

yeOcaiiT: www.bda.bg

Karo crobimaBare HexenaHu PEAKLHHA, MOXKCTC a JaAcTC CBOA IIPHHOC 34 MONYHABAHC Ha
[TOBCUC HH(})ODMHHHH OTHOCHO De3omnacHoCTTa Ha TOBA JNCKApCTBO,

5. Kak aa cbxpanssare Poprexan

Jla ce cbXpaHABa HA MACTO, HEAOCTHITHO 32 AcLA.

He u3nonssaiiTe TOBa JIeKapCTBO CJied CPOKa Ha FOAHOCT, OTOE/A3aH BhpXY KapTOHEHATa
OMNaKkoBKa U OnucTepure ciaex ,,J oneH go:”". CpoKsT Ha rOAHOCT OTroBapsA Ha NOCAECAHHSA OEH OT
MOCOYMEHUA Mecel,

Tosa nekapCTBO HE H3NCKBA HAKAKBH CIIEUMANIHH YCIIOBHUA 3a ChXPaHABAHE.

He n3XBBpngiiTe NekapcTBaTa B KaHAMM3alMATA WIIM B KOHTEHHEPA 3a 1OMALIHK OTNaIbLIH.
[TonuTaiiTe Bauiua ¢papMaueBT Kak Ja U3XBLPJATE JIeKapCcTBaTa, KOUTO BEHE HE U3MON3BATe.
Te3u MepkH LIe CIIOMOrHAT 3a ONa3BaHe Ha OKOJTHATa cpeaa.

6. ChABpKAaHHE HA ONAKOBKATA K A0NbLJAHHTEIHA HHPpOpMALHA

Kakpo cbanpxa Poprexan:

- AKTHBHOTO BellecTro € bunactun (bilastine). Besaka TabneTtka cbaspka 20 mg dunacTuH.
- JIpyrure chCTaBKM Ca MUKPOKPHUCTANTHA LIENTY/I03a, HATPUEB HULLECTEH IVIMKOMAT THI A
(NONy4eHo oT KapTod)), KONMOUAEH CHIUMLIMEB aHXUAPH/I, MarHE3UER CTeapar.

Kax H3TJdCKAa (DDPTEI{HJI H KAKBO C(bAbLPAKA ONIAKOBKATA

doprekan ca 6enn, OBANHU, ABOMHOWINMBbKHAIMU TadNETKU ¢ AehnTenHa Hepra (aparu 10 mm,

IIMPOKK S5 mm).
Tabnerkure ce npegnarar B Onucrepu no 10, 20, 30, 40 unn 50 Tabnerxy.
He BcHukW BMAOBE ONAKOBKM Morat Aa 6baaT nycHaTH B npogaxoa.

IIpuTexkaTes HA pa3peliecHHETO 32 ynoTpebda

Menarin International Operations Luxembourg S.A |
1, Avenue de la Gare, L-1611, Jlrokcembypr




IIponzBoanTen

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

HIIH

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

L’ Aquila

Hranus

HJIH

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

['epmanus

To3n nexkapcTBeH NPOAYKT € pa3pemien 3a ynorpebda B AbPKABHTE-JIEHKH HA
Epponeiickoro Uxonomnuecko Ilpocrpancreo u Obeaunenoro Kpancrso (Cesepna
Hpanangus) noa cleJARTE HMEHA:

Apctpua: Olisir 20 mg Tabletten
benrus: Bellozal 20 mg Tablet
bwarapus: @oprekan 20 mg Tabnerka
Kunsp: Bilaz 20 mg Awkio

Yexna: Xados 20 mg Tablety

Janusn: Revitelle tabletter 20 mg
Ectonusa: Opexa

dunnasaua: Revitelle 20 mg Tabletti
M®panuus: Bilaska 20 mg Comprimé
["'epmanus: Bilaxten 20 mg Tabletten
['spums: Bilaz 20 mg Awkio
Yurapus: Lendin 20 mg tabletta
Hcnanansa: Bilaxten 20 mg t0flur
Upnanausa: Drynol 20 mg tablets
HUranua: Bysabel 20 mg Compressa
Jlareus: Opexa 20 mg tabletes
Jlutea: Opexa 20 mg Tabletis
JrokcemOypr: Bellozal 20 mg Tablet
ManTta: Gosall 20 mg tablets
Hopeerus: Zilas 20 mg tablett
[Tonuia: Clatra Allergy

[Topryranusa: Lergonix 20 mg Comprimido
PymbHHUa: Borenar 20 mg Comprimate
Cnoeakua: Omarit

CnoBenusa: Bilador 20 mg tablete
HUcnanusg: Ibis 20 mg Comprimido
[ieennsn: Bilaxten 20 mg Tablett




Benunkobputanus (CesepHa Upnanagns): Ilaxten 20 mg tablets

)_IEITR HA MOCJAEAHO MPEPAZNIEKIAHE HA JIHCTOBKATA
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