JJACTOBKA: HHOPOPMAIIUA 3A TIOTPEBUTEJIA

Edrpa 5 mg TablieTkn 32 ALBICHE
Ephyra § mg chewable tablets
Mowntenykact (Montelucast)

3a nena or 6 no 14 ronnAn

IIpoueTeTe BHEMATE/IHO NAJIATA JHCTOBKA NPEAH Ja 3AN0THETE A2 NPpHEMATE TOBA JIEKapCTBO.

- 3anasete Ta3u JMCTOBKA. MoXke fja ce HaJIOXM J1a 1 MPOYETETE OTHOBO.

- AKO UMaTe HIKAKBY JOMBJIHHTENHH BBIIPOCH, NonuTaiTe Bamms nekap unu ¢papMauesrT.

- Tosa nexkapcTBo € npeanvcado mudHO Ha Bac. He ro npeotcronBaiite Ha Apyru xopa. To Moxe
12 MM HaBpeJH, HE3aBMCHMO OT TOBA, Y€ TEXHUTE CHMITTOMHY Ca ChIHTE KaTo Baliure.

- AKO HAKOS OT HEXEJIAHHTE JIEKAPCTBEHH PEAKIIMU CTaHe CePHO3HA, WiH 3adeNexxuTe ApyrH,
HEONHCAHY B TA3U JIMCTOBKA HEXKETaHH peaKlWH, MOJA yBenoMeTe Bamna sekap HId
dbapmaLeBT.

B Ta3u 14CTOBKA:

Kaxso npeacrapnapa E¢upa 5 mg TabneTku 3a AbBUECHE H 332 KAKBO C¢ H3MOJI3BA
[Ipenu na npueMere Edupa 5 mg rabnerku 3a nbBUCHE

Kak na npuemate Edupa S mg TabsieTxknt 3a 1pBUEHE

BB3MOXKHH HeXXENaHH peaKiHK

Kak na cpxpanaBare Edbupa 5 mg TabneTks 3a 1pBYCHE

TomrpnHuTenHa nagopManua
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1. KAKBO INIPEJACTABJISIBA E®HUPA 5 mg TABJIETKH 3A AbBYEHE H 3A KAKBO
CE K3I10JI3BA

Bamuar nexap ¢ npeanucan Edupa 5 mg TaGnerkH 3a ApBYCHE, 3a J1a JieKyBa acTmaTa Ha Bamiero
nere. Edupa 5 mg TtabneTku 3a ABBUCHE C€ M3MON3BAT 32 JieUeHUE HA MALHCHTH, NPH KOHTO
KOHTPOJTBT Ha aCTMATa He € AACKBATEH M CE HYXKAAAT OT AOMTBIIHUTE/IHA TEPanHs.

Edupa 5 mg TabneTky 3a JbBUCHE fIOMara 3a NpeAOTBPATABAHE 110ABATa HA CUMIITOMH Ha aCTMa ITpH
bHU3HYCCKH YCHIHA.

BamuAT nekap 1e onpeaeny kak aa minonssare Epupa 5 mg Tabnerku 3a AbBYeHe, B 3aBUCUMOCT OT
CHMITTOMHTE U TEXKECTTA Ha acTMaTa Ha Bamero aere.

Edupa 5 mg Tabnerku 3a jpbBUCHE NPHHAVICKAT KbM Fpyna JIEKApCTBEHU NPOAYKTH, HapeuCHH
AHTATOHHCTH Ha JIEBKOTPHEHOBHTE peuenTopd. Te Gnokupar HOPMaJHO HamMHpalluTe ce B Oenmre
apofoBe XHMHMYMHM BeINECTBAa, HAPEYCHH JICBKOTPHEHH, KOWTO HPEJHW3BHKBAT CTSCHABAHE Ha
AVXATEIHUTE TETHILIA Y B3naleHHe B Oenure [poboBe, KOETO BOAH A0 MPOABH HA acTMa.

2. IIPEIH JA IPUEMETE E®HPA 5 mg TABJETKH 3A JIbBYEHE

He npremaiite Epupa 5 mg rablieTkn 32 AbBYeHE
- ako BameTo feTe € anepruyHo (CBPbXIYBCTBUTENIHO) KbM MOHTEIYKACT HATPHH HIM KbM HAKOA
OT OCTaHAIHTE ChCTaBKU HAa Edupa 5 mg TabneTkH 3a AbBUCHE.
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- Ilepopannute Epupa 5 mg tabnerxu 3a aeycHe HE ca npeaHasHadeHu 3a NievueHHe Ha BHE3aNeH
TPHCTBIT OT 3aAbXBaHe. Te HAMa Jia TIOMOTHAT Ha AETeTO BH B Ta3u CHTyalks ¥ HUKOra He TpAOBa
Jla Ce H3MON3BaT C TaKaBa L)l AKO ce NMOABH aCTMATHYEH MPUCTHII, TpEOBa CTPHKTHO Jia CIIa3BaTe
nageHate Bu or Bamms nekap ykasamua. OT ocofeHa B@KHOCT € BHHATM [a HMATe Ha
pasnosoKeHHe JIeKapcTBaTa, HeoOX0AMMH 3a OBNAABAHE Ha TAKWBA NIPUCTHITH.

- Axo getero BH ce HyX7ae OT HHXanaTopeH [3-aroHucT no-decto ot obuyaitHoro, Bue Tpadsa fa
ce KOHCYJITHpATE ¢ HEroBH JICKap, KOJIKOTO € Bh3MOXKHO MO-CKOPO.

-  Baxdo e Bamero amere Aa HM3MOI3Ba BCUMKH IpEANIMCAaHU OT Jiekaps JI€KapCTBa 3a acTMa 1o
npenHazHaveHune. Edupa 5 mg tabnerku 3a ApBYeHEe HE 3aMecTBA CTEPOMAHHTE JIEKapCTBa
(HE3aBHCUMO JajIM MHXAIATOPHH WM NEpOpaIHK), KouTo Baurero fere Moxe 61 Beye H3No3Ba.

- Axo Bamero nere HMa QpeHUnKeTOHypus, TpaGBa na orGenexure, 4e Edupa 5 mg tabnerku 3a
AbBUCHE CBABPXKA acmapraM, KoiTo € M3TOYHMK Ha (QeHwianaHuH. DeHHnanaH B TaOleTKHTe
MozKe Aa 6Be onaceH 3a Xxopa ¢ PeHHIKETOHYpHA.

- Cpen MHOro Manek Opoii malMeHTH, IPHEMAIH JICKAPCTBA 32 4CTMA, BKIIIOYHTEIHO MOHTEITYKACT,
pelpeky, 4¢ 3a Edmpa 5 mg Tabnerkw 3a ABBUEHE 3a QBHBYCHE HAMA [0Ka3aTeicTsa, ce
HabmoaaBa PAAKO ChCTOAHHE, AKO IMOMYYUTE KOMOHHALMA OT HAKOH OT CJIEHIHHTS CHMITTOMM U
ocoGeHo, ako Teé MPOABDKAT ABAr0 BpeMe WIHM Ce BIOIIAaBaT, MOThpceTe He3abaBHO Jyiekapeka
MOMOML: IPUNOTIONO6HH NPOSBK, 3aTPYJHCHO AMINAHE, H3ITPBNBAHE Ha KPaHHHULIHTE W/HIH 0OpHB.

- Vnorpe6a npu Oebeta u manku aeua: Epupa 5 mg TabneTkn 3a AbBUEHE HE Ce TpenopbyBa 3a
ynoTpeba npu Aeua Nox Ase roAHIIHA Bb3PAacT.

IIpuemM Ha APYrH JeKapcTBA

Edupa 5 mg TabneTky 3a AbBUSHE MOXE Ja CE H3MO/3Ba 3a€JHO ¢ APYTH JieKapcTsa, koHuTo Baimero
neTe Moxe Gu npHeMa 3a actMa. Bunpeku TOBa, HAKOM JIEKapcTBa MOXe J1a B3auMozekicTsar ¢ E¢upa
5 mg Tabnerku 3a gpBYeHe win Edupa 5 mg TabneTkH 3a ABBYCHE MOXKE Jia MPOMEHH HAYMHA, IO
KOMTO Te JeicTBaT Ha JeTeTo BH.

Mons urdopmupaitre Bamug sekap Wi ¢apMalesT, ako ACTETO NMpHEeMa WIH HaCKOpO € IIPHEMAIo
APYrHU JIeKapcTBa, BKIIOYMTETHO M TaKWBa, OTIycKanu 6e3 peuenta. Tosa e 0T 0co00€HO 3HaYeHHE aKo
Te3M JAPYIH JICKapCTBa Ca:

- ®enobapOuran (M3M0N3BaH 3a JICYCHHE Ha STHIICIICHA)

- (DeHUTOHMH (M3MON3BAH 32 JICUEHHE HA CTIMIETICHA)

- Pudamnuuus (M3n0138aH 3anedeHHe Ha TyOepKy103a H HAKOH APYT'd MHQEKIIUH).

' IIpaem Ha Edapa § mg TabneTkH 3a AbBYE¢HE C XPAHH H HANHTKH
Axo EdHpa 5 mg TabreTky 3a IpBUSHE Ce NIPHEMAT 3a¢JIHO ¢ XpaHa, T¢ TpA0Ba J1a ce NIPHEMaT BeYED,
€/IUH vac MpeAr WIHM ABa Jaca Cjefl XpaHa.

BpeMenHOCT H KbEpMeHe
Bpemennocm; OpeMEHHMTE JKEHH M Te3H, KOHTO BE3HAMEpABAT A3 320peMEHEAT WIIH MHCIAT, 4Y¢ ca
6peMeHHH TpsabBa 1a ce KOHCYNTUpAT ¢ JIeKap mpeau Aa npremat Edupa 5 mg tabnerku 3a bBYCHE.

Kvpmene: ne e uspectHo Jany Edupa 5 mg Tabnetku 3a XbBYECHE C€ HAMUpA B KbpMaTa. Jlekapsr
TpsOBa Na KOHCYJITHPa KbPMEIIUTE XKEHH W TAKHBA, Bh3HAMEPABALIN Ja KEPMAT MpeiH NPHeMaHe Ha
E¢upa 5 mg Tabnerxu 3a ALBYEHE.

IMToctBeTBaliTe ce ¢ Bamus nexap iy dapmaueBT npeau ynorpedaTa Ha KOETO H Aa € JISKapCTBo.

Illo¢npane 1 paboTa ¢ MAIHHHE
[Tpu su3pacTHy He ce oyakBa Edupa 5 mg TabneTku 3a 1pBUEHE Aa
modupaHe Wik pabora ¢ MalmWHK. Bee nak MHAWBAAYATHHA O
papupa. HikoH HexenaHu edekTH, KOUTO ca chobuenn 3a Ed
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Baxkna aHdopMANHA OTHOCHO HEKOH OT cheTaBkaTe Ha Edprpa 5 mg Tabnerku 3a AbBUeHe

MOHTENYKACT CBABPKA aCapTaM, H3TOYHHK Ha pennnananuH. Moxe aa 6s1e onaceH 3a xopa ¢
(PCHUIIKECTOHYPHA.

3. KAK JA IPHEMATE E®HPA S mg TABJIETKH 3A IBbBYEHE

Hanpagere Taka, ue Bawmero aete Bunarn aa npuema E¢upa 5 mg TabeTku 3a AEBYCHE TOHYHO, KaKTO
e ka3an Bamus nexap, ROpHM KOraTo AETETO HAMA CHMITTOMH WJIH IOJTy4aBa aCTMATHYEH MPHCTHIL AKO
HE CTe CHIYPHM B Hello, nonuTaiire Bamus nexap und gapManesT.

O6GuuaiiHaTa [03a 3a Aeua Ha Bb3pacT Mexay 6 u 14 rogunu e egHa tabnerka E§upa 5 mg Tabnerka
3a IBBYCHE JHEBHO, BEYep.

Ako npueMsT Ha Edupa 5 mg, TabneTkn 3a apBucHe ce CBBP3Ba ¢ XpaHa, TabneTkuTe TpAOBa na ce
npueMar | 9ac npeau WM ABa Yaca CJIeH XpaHa.

Edupa 5 mg Tabnerku 3a AbBYeHE HE TPAOBa ja ce U3MO3Ba enﬂospeMEHHO ¢ IPYTH MIPOXYKTH,
CHAbPKAIIK CHIIATa AKTHBHA CHCTABKA, MOHTEITYKACT.

AKO cTe IpHeJH moBede oT HeobxoaamarTa xo3a Edupa 5 mg rabiaerxs 3a xnBaene

Ako Bamero nmere (MM HAKON ApYr) MOrbjHE MHOro TalNeTKH eNHOBPEMEHHO, He3abaBHO ce
o6bpHETE KbM Haii-GiM3KaTa GONHHMIA WY LEHTHP 32 CNICIHA MOMonl WiM ce obaaere Ha Jekap 3a
chbBeT. BB3MOXKHO € NMPeNIo3HpaHeTO Ra MPHYMHH KopeMHa OOJIKa, CHHIIHBOCT, JKAKJA, riiasobomnue,
MOBpPBINAHE W HEKOHTPOMMPYEMH ABIDKeHHA. MoJIs, B3eMeTe JIMCTOBKATA M OTIAKOBKATa ChC Ce0e CH B
GoNMHMIATA WK [IPH JIEKaps, 3a a ce 3HAE KaKBH TabJIETKH Ca MOrbJIHATH.

AKo cTe nponycHann A2 apaemete Ednpa 5 mg Tabserxy 3a 1bBucHe
Axo mereto Bu npomycHe f03a, MPpOCTO MPOARIKETE ChC ClieBaINaTa, KakTo obudaiiHo. He B3emaiire
WIH fiaBaiTe ABOMHA 034, 3a Ja KOMIICHCHpATe NIpOMyCcHaTaTa J03a.

Axo Bamerto aere cupe npaema Ha Ednpa 5 mg TabneTkn 3a 1pBUeHe

Baxto e Ja npoxs/iku aa npueMa Edupa 5 mg TabneTkd 3a bBYCHE, He3aBHCHMO OT HAJTMIHETO HITH
OTCHCTBHETO Ha CHMIITOMH 3a TOJIKOBa IBJITO BPEME, KOJIKOTO e MpejnHcal JeKapsaT Ha aeteto By, 3a
a TIOMOTHE Jla ce MOAXbPXKa KOHTPOJ Ha actMara Ha Bamerto gete. Edupa 5 mg Tabnetkn 3a KeBUeHe
MOJKE 712 JIEKYBa acTMa, CaMo MpH NMpOIBL/DKUTENHA ynoTpela.

AKO HMaTe HAXAaKBH AOITBAHHUTEIHH BBIIPOCH, CBBp3aHH C YIOTpebaTa Ha TO3M NPOAYKT, MOJA
nonuraiite Bamua nexap unu ¢papMaLEBT.

4. BB3IMOXKHU HEXKEJAHU PEAKITMU

Kakro Bcmuku nexapcrBa, Edupa 5 mg Tabnerku 3a JbBUeHe MOXe Ja MNPEAM3BHKA HEXENaHH
peakiM BBIPEKH, 4€ HE BCEKH I'H MOMy4aBa.

MMa cpoOllieHHd 3a AJIEPrUdHH PEaxkiMi, KOMTO BKJIIOYBAT OTOK HA JIMIETO, YCTHHTC, €3UKa W/ WIH
IBPJIOTO, KOETO MOXeE a [PEAM3BHKA 3aTPYAHCHHA B NMPEryTbIIaHeTo, ¢bpOerx, OOpHB Wi KONpPHBHA
Tpecka. B TakaBa CHTyauus € >KM3HEHO BKHO IETETO Ja MpeycTaHOBH mpueMa Ha Edupa 5 mg

tabIeTkyu 3a IBBY€HE U aKO ACTCTO pa3BHUC aiCprHdMHa pCaKiluid HEB&G&BI;I@:I[&"IE@’I:EPQHTG JCKapCKa
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YecTn Hexeland epextn, chobmasann Mexay 1 aa 10 1 1 na 100 mnansen T BKAIOYBAT:
Kopemna 6oika, rinaBoboue U JKaxna.

C HeH3BECTHA 9€CTOTA:

Be3nokoicTBO, TpeMop M JeTlipecHd, BB30yJa, BKTIOUMTENIHO  arpecHBHO  [OBEJEHHE,
pa3ApasHUTEHOCT, CTaBHH OOJIKM, CBETOBBPTEK, CYXOTa B YCTara, HapyMIEHO XpaHOCMHIIAHC,
CBHJIMBOCT, XAMOLUMHALIMM, HApYLIEHHA Ha CBbHA, BKIIOYHTEIHO KOIIMapH, HEBB3MOXKHOCT 3a
1aCIIMBaHe, OOINO HEepasMoONOXKEHWE, M3TPBIIBAHE HA KpaHHWIMTE, IbPYOBE, MYCKYJNHH OOJIKH,
MYCKYJIHM KPaMIIH, JUapHs, TrafeHe H TMOBPBINAHE, BL3MATCHHE HA YepHUA Apo0, NOBHINCHH HHBA Ha
CepYMHMTE TpaHCaMHMHa3H (UepHOAPOOHM €H3WMH), NaNNMTAlKH, NOBHINEHA CKIOHHOCT KbM
KPBBOM3JIHBH.

CnabocT 1 JieCHA YMOPAEMOCT, HATHPTBAHHA H OTOLIM B CJICACTBHE Ha 3aAbPKaHS HA TCHHOCTH.

Muoro peaxH Hexeand edekTH, chobmasags npa no-Manko ot 1 na 10 000 nannenTa:

[To BpeMe Ha CYEHHETO ¢ MOHTEIYKACT Ha MALHEHTH ¢ aCTMa ce chodInaBaT MHOTO PelIKH CJTIydaH Ha
CBCTOSHME, M3BECTHO Kato cuHApoM Ha Churg-Strauss. Ako Bamero pere nomyyd koMOMHauus OT
HAKOM OT CJIICOHMTE CUMNOTOMH, 0coO€HO ako Te NpoAB/DKaBaT ALJTO BpeMe HJIM C¢ BJIOLIABAT,
He3abaBHO MOTHPCETe JIEKapcka NOMOLL: TPHIONOAOOHO CBHCTOSHME, YBETHYaBallo C¢ 3afBbXBaHE,
M3TPBIBaHe Ha KpaiHULIATE W/HIH 0OpHB.

AKO HAKOA OT HEXC/AHHTE JICKAPCTBEHH peEaklMH CTaHe CepHO3HAa, WK 3a0eNieXHTe ApYTH,
HEONK{CAHH B TA3M JIACTOBKA HEJKeJIaHHM peakliMy, Moja yBeaoMeTe Bamms nekap win papMaliiesT.

4. KAK JA CHXPAHSABATE E®HPA 5 mg TABJIETKHA 3A IBBUEHE

CrxpamsBaiiTe 5a MICTO, HEXOCTHIHO 34 ACNA,

Ta ce cexpangasa noa 30°C. Cexpanasaifre 6mcTepa B KapTOHEHATa ONAKOBKA, 33 /1a C€ MPENasH OT
CBET/IMHA.

He usnonzpaitre Edupa 5 mg TabneTkm 3a ABBUCHE CNeX CpPOKa HA TOAHOCT OTOENA3aH BBPXY
GnMcTEpa U KapTOKEHAaTa OnakoBka. CPOKBET Ha NOJHOCT OTrOBapA Ha MOCHEIHMA ACH OT NOCOYCHHS
Mecell.

JlekapcTBaTa He TPAOBa Aa Ce U3XBBPJIAT B KAHAIH3ALMATA WIKM B KOHTeHHEpa 38 JOMAIIHH OTIIAABLIH.
[Monuraiite Bamus (apMalleBT Kak Aa YHHINOXHTE HEHYXHHTe Bu siekapcrsa. Te3n Mepkn ime
CIIOMOTHAT 3a Ora3BaHe Ha OKOJHaTa Ccpefa.

6. JONMBJIHUTEJHA HHPOPMAILINA
Kakso ceanpxa Edapa 5 mg Tabaerks 3a AbBueHe:

- AKTHUBHOTO BEIIIECTBO € MOHTEJTYKACT HaTpHii, CKBUBAICHTCH HA 5 Mg MOHTETYKACT,

- Rpyrure cheTaBKH ca: ManuTon (E421), Hatpres naypuincynadar, XMAPOKCHIIPOIII LENyJI03a,
seseseH okcun, yepseH (E172), apoMar Ha uepenra PHS-143671: mantoaexcTpHH (UapeBH4eH)
u Moaupuumpano Huuecre E1450, acnapram (E951), HaTpHeB HHMINECTEH IIHKONAT
(uapeBH4eH) THII A, MarHe3HEB cTeapar.
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Benrusi: Montelukast Teva 5 mg kauwtabletten

Brarapua: Edupa 5 mg tabneTku 3a AbBYCHE

I'epmanus: Montelukast Teva 5 mg Kautabletten

Nauus: Montelukast Teva 5 mg Tyggetablet

MoxcemOypr: Montelukast Teva 5 mg comprimes a croquer
Xonauaua: Montelukast 5 mg PCH, kauwtabletten

Pymbuns: Montelukast Teva 5 mg comprimate masticabile
IlIsenns: Montelukast Teva 5 mg tuggtabletter
Benuko6puranua: Montelukast Teva 5 mg Chewable Tablets

Kak marnexna Edpapa S mg Tabnerkn 3a AbBYeHe H KAKBO CHABPKA ONAKOBKATA

Edupa 5 mg TabnerTxu 3a A-BYEHE Ca IBCTPO PO30OBH, C KBaxpaTHa GopMa ¢ MPMHTHPaH peneden
Haamuc “93” ot eHaTa cTpaHa H “7245” or ApyraTa cTpaHa Ha TabJyieTkaTa.

Edupa 5 mg TabnaeTkH 3a ALBYEHE cE MPEJ/IaraT B ONaKOBKH OT 7, 14, 15, 20, 28, 30, 50, 56, 60, 90,
08 u 100 Tabnerkw.

He BcHUKH BWIOBE OTMIAKOBKH MoraT aa 6baT IycHaTH B npojaxoda.

IIparexaTen HA pa3pemieHAETO 32 YHoTpeba

Tepa ®apMmaciotukbic beiarapus EOO/]
ya. “H.B. l'oron™ Ne 15, er. 1
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brarapus
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TEVA Pharmaceuticals Works Private Limited Company

Pallagi ul13, 4042 Debrecen
YHrapus

TEVA Pharmaceuticals Works Private Limited Company
H-2100 GAdO11O, Tancsics Milaly ut 82
YHrapus

TEVA UK Ltd.

Brampton Road, Hampden Park
Eastbourne, East Sussex

BN22 9AG

BenuxoOpuranus

Pharmachemie B.V.
Swensweg 5, Postbus 552
2003 RN Haarlem

XoJanaus

JlaTa Ha nocjaeqHO ofjo0penHe HA HCTOBKATA
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