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Edupa 5 mg Tab.1eTKH 32 IbBYEHE |
Ephyra 5 mg chewable tablets ~ — &g f2 L 20 -08- 2024

3a aena or 6 10 14 roaMHHu

S

MOHTeyKacT (montelukast)

[IpoueTeTe BHHMATEIHO AJIATA JIHCTOBKA npean Bue nan Bamero aere aa 3ano4Here aa
NpHEMATEe TOBA JIEKAPCTBO, Thii KATO TH ChAbPKa BaxKHa HHpopmauus 3a Bac u 3a neteTo Ba.
- 3anaszeTe Ta3u JUCTOBKA. MOXKe J1a ce HalI0XKH /1a s [IPOUYETETE OTHOBO.

- AKO UMaTe HAKAKBH JIOITBJIHUTEIHH BBIIPOCH, NonutaiTe Bawus siekap, neavarsp, Wi
(apmauesrT.

- Tosa siekapcTBO € npeanucaHo JuuHo Ha Bac win Ha Bawero nere. He ro npeorcrenBakre Ha
apyru xopa. To MOXe 1a UM HaBpeH, HE3aBUCHUMO Y€ MPH3HALIMTE Ha TAXHOTO 3a00/saBaHe
CUMITTOMH ca CbiliuTe Kato Bawuvre Wi Ha Bauierto aere.

- Ako Bue wiu BaiueTo aere nojiyudre HAKAaKBH HEXKEJIAHW peakuuH, yBeaomere Baiuus nekap,
rneauaTsp, WK papmaueBT. ToBa BKJIIOUBA U BCHYKH Bb3MOXKHH HEXKENaHH PEAKLIHH,
HEONMUCAHHU B Ta3u JUCTOBKA. BukTe TOuKa 4.

KakBo ¢baAbpka Ta3H JHCTOBKA

L KakBo npeacrasnsBa E¢upa 5 mg TabneTkH 3a IbBYEHE W 3a KAaKBO C€ H3I0J13Ba

Z. Kakso TpsaOBa na 3Haete, npeau Bue unm nerero Bu na npuemere E¢upa 5 mg Tabnetku 3a
IbBYEHE

3. Kak na npuemare Edupa 5 mg TabieTku 3a 1bBUEHE

4. Bb3MOXHH HEXKENIaHH peaKLvH

d. Kak na cbxpanspate E¢upa 5 mg tabseTku 3a 1bBU€HE

6. ChbabpKaHHe Ha OMAaKOBKaTa M JONMbJIHUTEIHA HHOpMaLIHs

1. KakBo npeacrasiasisa E¢pupa S mg rabserkn 3a 1bBUEHe H 32 KAKBO Ce H3I0J13Ba

Kakso npeacrasasiBa E¢pupa S mg TadjieTkn 3a 1bBYeHe
MOHTEYKACcT € aHTarOHKUCT Ha JIEBKOTPHEHOBHUTE PELENTOPH, KOHTO OJI0OKHpa BelleCTBa, HapeYeHH

JIEBKOTPHEHH.

Kak neiicrBa E¢pupa S mg rtadieTkH 3a 1bBY€eHe
JleBKOTpUEHHTE NpEIM3BUKBAT CTECHSABAHE M OTOK Ha Bb3/yLUHHTE MbTHIIA B OenuTe apodose. KaTo

610KHpa JIEBKOTPHEHUTE, MOHTEJTYKAacT Nnojo0psBa CHMIITOMHUTE Ha aCTMa M Nomara 3a rno-a100pms
KOHTPOJ1 Ha 3a00J1siBaHETO.

Kora Tps6oBa aa ce n3no.s3Ba E¢pupa S mg rabaerkn 3a ibBUeHe
BawusaT nekap uiau neavatsp e npeanucan Edgupa 5 mg tabneTky 3a 1bBYEHE 3a JIEYCHHE Ha acTMa,
KaTo NMpeAoTBpaTABa MosBaTa Ha CHMIITOMH Ha acTMa npes J€Hs U npe3 HoLUTa.

e Edwupa 5 mg rabnerku 3a AbBUEHE C€ U3MOJI3BA 3a JICYEHHE HA NEAHATPHUHH MALMEHTH Ha.
Bb3pacT oT 6 10 14 roAMHHU, MPH KOUTO KOHTPOIBT C JIEKAPCTBA HE € a/ICKBATEH W C€ HYXAasAT
OT AOIMbJIHUTE/IHA TEpariHsl.

e Edwupa 5 mg rabneTku 3a 1bBUEHE OCBEH TOBA MOXKE /1a CE€ H3I10J13Ba KaTO alITepHALMEms
JIeYeHHe Ha HHXAJIaTOPHUTE KOPTHKOCTEPOM/IM 3a JieLa Ha Bb3pacT ot 6 10 14
HACKOPO HE ca MoJlyyaBasii NepoOpaIHH KOPTHKOCTEPOM/IH 32 JIEYEHHE Ha ac
[10KAa3aJIH, Y€ HE ca B CbCTOAHHWE /1a U3MO0J13BaT HHXAJIATOPHH KOPTUKOCTEPOh

e Edupa 5 mg tabieTkn 3a IbBUEHE nOMara Cblilo 3a Npea0TBPaTABaAHE CTECHS
Bb3AYLIHUTE MbTHLIA BCIEACTBHE HA (PUBUUYECKH YCHITHA.
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BawnaT nekap MaM neaHaThp UIE onpeaenu kak aa uinonspare Edupa 5 mg tabnerku 3a AbBHeHe, B
3ABUCHUMOCT OT CHMMIITOMHTE U TEXKECTTA Ha acTMaTa Bu Uik Tazn Ha Bawero aere.

KakBo npeacrapisapa actMata’?
ACTMaTa € NPOABLIIKHTENHO 3aD0ONABAHE.

AcCTMATa BKJIKOUBA:
— 3aTPY/AHEHO JHLLAHE, NOPAAH CTECHABAHE HA AHXATENHHTE NLTHLIA. CTecHABAHETO Ha

NUXATETHHUTE MbTHLLA C€ BNOWABRA U 1oA00psABa B 3aBUCHMOCT OT Pa3iHuHH YCIIOBHA,

- YYBCTBHTEIHOCT HA JMXATEHUTE NbTHLILA, KOUTO PEArMPAT HA MHOMO (PAKTOPH KATO LIMrapeH
AWM, TIOJIEHH, CTYAEH BB3AYX UAU (PHINUYECKH YMPAKHEHHUA,

— noayBaHe (Bb3NaJICHHE) MO X042 Ha AMXATE/THUTE MbTHLLA.

CUMNTOMHWTE HA aCTMa BKJKOYBAT: KallTHUa, XPHINOBC H CTAI'AHC B I'bpJHTC.

2. Kakso TpafBa a3 3Haere, npeimn Bue uan gerero Bu na npuemere Edupa 5 mg rabaerkn
33 AbBYeHe

Yeenomere Baluma nekap WM neavaTbp, 3a BCAKAKBY MEULIMHCKH NMPoONeMuy WK alneprii, KOUTO
Bue win Bauieto aete vMaTe UM cTe UMaIH.

He npuematite/nasaiite E¢pupa 5 mg radaerkn 3a AoBucHe:
- ako Bue unu neteto Bu cTe anepruuHu KbBM MOHTENYKACT HWIIH KbM HAKOS OT OCTaHAJIHTE

CHCTABKH Ha TOBA JieKapcTao (M30pOeHH B TO4KA 6).

IpeaynpexaeHnd U npeanaiHn MepKH
["oBopeTe ¢ Bauina nekap unn dhapmauest, npean Bue wiau nerero Bu aa npuemere Edupa 5 mg
TabDNEeTKH 3a AbBYCHE.

. Ako acTmaTa Bu v ta3u Ha nerero Bu wnn avuaanero Bu ce Bnowar, undopmupaidtre
He3abaBHO Bauius aexkap wiu neauarsp.
. [lepopannvTe TabneTkH 3a AvBYeHe Edupa 5 mg HE ca npeana3Hayenu 3a neyeHUe Ha OCTpH

NPUCTBIIK HA aCTMa. AKO CE€ NMOsABK aCTMAaTHUEH MPHUCTBI, CNCABAWTE YKa3aHHATA, KOUTO By €
nan BawuaT nexap 3a aeTero BH. BuHaru Hocete ¢ Bac nHxanaTtopHOTO )XHBOTOCNACABALILO
NIEKapCTBO 3a acTMaTa CH WiH Ta3d Ha Balieto aere.

. BaxHo e Bue unu Bawero nere na u3non3pare BCUUKH JIEKapCcTBa 3a acTMa, KOUTo ¢a Bu
npeanucany ot Bauiua nekap. Edupa 5 mg tabnerkun 3a apBueHe He Tpadsa aa ce H3N03Ba
BMECTO IpYrH Je€KapcTBa 3a acTMa, KOMTo Bauinat nekap € npeanucan Ha Bac wnm getero Bu.

. Bcexn naumedTt, KOHTO NpHeMa APOTHROACTMAaTHUYHH JIEKapcTBa TPAOBA [1a € HARCHO, Y€ aKko
TON/TA pa3BHAT KOMOWHAUMA OT CUMITTOMU KAaTO rPUNONOA00HO 3ab0sBaHE, H3TPLIBAHE HA
KpaiHHUHMTE WK CKOBAHOCT Ha PBLLETE WM KpaKaTa, BliollaBaHe Ha 0esoapoOHUTE CHMIITOMH
u/unu obpuB, TpAOBA A C€ KOHCYJITHPA € JIEKapsA CH WIM MeaHaTbpa Ha AETETO CH.

. Bue nnn Bawero aete He TpabGsa Aa npHeMarte aueTHICAITHUMWIOBA KHCceIHHA (aclinpUH) Unu
NPOTHBOBBIMANMUTENHH JIEKAPCTBA (M3BECTHH OLIE KATO HECTEPOMAHH NMPOTHBOBb3NAIHTE/IHH
cpeactaa v HCTIBC), ako Te Bnowasat Baluata actMa MM Ta3u Ha aeteto Bu.

° Ako Baiuero aere nian Bre umate deHUNKETOHYpHUA € BAXKHO Aa 3Haete, ye Edupa 5 mg
TabJIeTKH 3a AbBUYEHE ChAbLPHKA aCNapTaM, KOHTO € W3TOYHHUK Ha deHunanaHuH. DeHunanaHHH B
TabNEeTKUTE MOXKE 1a ObJe onaceH 3a xopa ¢ PEHUNKETOHYPHSL.

Pa3znuyHH HeBpONCHXHYHH cCHLONTHA (HANpAMeEP NPOMEHH B NOBEACHHETO H HACTPOECHX
AeNnpecHs H CYHIHANH MHCJIH) €A ¢hOGIABAHM NPH NALUHEHTH OT BCHYKH Bb3pacTofn
JIeKYBAHH ¢ MOHTENYKACT (BHXKTe TouKa 4). Ako Bue nan Bamero aete pasepuere’
CHMNTOMH, J0KaTo npuemate Edupa 5 mg, tpadésa ga ce koucyarupare ¢ Bam
neAHATHLPA Ha AeTeTO BH.
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ena H HOWAN |
He naBaiiTe ToBa NeKapcTBO Ha Aela Ha Bb3pacT NoA 6 roJWHH.

3a neauaTpPHYHM NAUMeHTH noA | §-roauniiHa Bb3pacT HMa HAJTMYHH PasjIHuHK JIEKapCTBEHH GOPMH Ha
TOBA IEKAPCTBO, KOUTO c€ AaBaT B 3aBUCHMOCT OT Bb3PACTOBHA AHanNa3oH.

Jipyrn nexkapcrBa H E¢upa 5 mg TabaeTkH 32 1bBYeHE

Tpabea na kaxere Ha Balwus nexap, neauartsp, #an gapmalesT, ako Bue unu Bawero aete
npHeMaTe/u3nos3Bate, HaCKOPO CTe NPUEMA/U3NON3BAIH HIH € BhIMOXKHO 1a NpyUeMaTe/H3non3pare
APYrH NeKapcTBa, BKAKYHMTEHO U TaKMBa, OTNYCKaHH 0e3 peuenta.

Hsikon nekapcTBa MOXKE 1a NOBJIMAAT AeficTBHeTo Ha Edupa 5 mg tabneTku 3a nbBueHe Wik Epupa
5 mg TabneTKM 3a AbBUYECHE MOXE Aa NPOMEHHN NEHCTBHETO HA JPYIH JIEKApCTBa.

Kaxxete Ha Baiuug siekap, ako Bue unu BaweTto nere npueMare C/ieAHUTE JIEKapCcTBa Nnpeau a
safouHeTe na npueMarte Edupa 5 mg TabneTkH 3a ALBUEHE:

. deHoOapObrTan (M3NON3BAH 32 JICUEHHE HA EMHUNETICHS );

. (eHUTOMH (M3NON3BAH 34 JICHECHUE Ha EMWIIENCHA),

° pudaMnKUKH (M3MON3BaH 3a jieueHHe Ha TyOepKy103a H HAKOH APYrH HHOEKLIUK),

. remguOpo3uI (M3NON3BaH 33 JIEYEHUE HA XHNEPTPUIIIMLIEPUIECMHA, CMECEHA XUNECPAHITHACMHS

H NMbPBHYHA XHUIEPXONECTEPOIEMHA).

Edupa 5 mg TadneTKH 3a AbBYEHE ¢ XPAHH B HANTHTKH
Edupa 5 mg Tabnerxy 3a AbBUeHe He TpAOBa J1a Ce NPUEMAT HEMOCPECTBEHO Cle] NMPUEM Ha XpaHa,
Te TpsAOBa Na ce NpuUeMaT MOHE €1MH Yac fIpeld WK [Ba Haca CJI€] XpaHeHe.

BpemenHocT, KbpMeHe H QEePTHAHTET
AKO cTe 6peMEHHA WKW KbPMHTE, CMATaTe, Y€ MOXe J1a cTe OpeMeHHa WK niaHupaTe OpeMEHHOCT,

nochBeTBaiiTe ce ¢ Bawug nekap uny gapmaueBT npean ynotpedara Ha TOBa JIEKapCTBO.

bpevennocm
BawuaT Jiekap Lie npeueHH Jann MoxkeTe na npuemare Edupa 5 mg tabnerku 3a nbBueHe npes
nepuoaa Ha OpeMEHHOCTTA.

Kvpuene
He e u3rectHo nanu Edupa 5 mg Tabnetkn 3a gbBueHe ce noassasaT B KbpMarta. [lpeaw na npueMere
Edupa 5 mg tabneTku 3a AbBUCHE TPAOBA Aa C& KOHCYJITHPATE € JICKap, aKO KbpPMHUTE HIIH

Bb3HAMEPABATE Ja KbPMHTE.

Lllodnpane u padora ¢ MAIIHHH

He ce ouakBa Edupa 5 mg rabneTku 3a AbBUEHE Ja NPOMEHHU CNOCOOHOCTTA 3a WO UPAHE UK
paboTaTa ¢ MaluIMHKU. Bee nak HHAKBHAYaNHHA OTTOBOP KBM JIEKAPCTBOTO MOXe Aa Bapupa. Hakon
HexeNaHH edekTH (KaTo 3aMasHOCT U CBHJIMBOCT), KOMTO ca CbOOLEHHN 32 MOHTENYKACT, MOXKe 12
NPOMEHAT CNMOCOBHOCTTA HA HAKOM MALMEHTH Aa WwodHpaT UK Aa paboTAT ¢ MALLWHH.

Edupa 5 mg TabaeTkH 3a AbBUeHE CHAbPAKA ACHAPTAM

Tosa nekapctBo cbabpxa (0,5 mg acnapraM BbB BCsKka Tad/leTKa 3a AbBYCHE,

AcnapraMbT € M3TOYHUK Ha (heHUanaHuH. Moxe 1a HaBpeau Ha aeTeTo By, ako uma
deHNNKETOHYPHS- PAAKO FeHETHYHO 3abonsaBaHe, NPH KOETO CE HATPYMNBa GEHUNATAHHH, THH KaTo

OPraHU3MbT HE MOXKE JIa [0 OTAeNs NPaBUIHO..

Ednpa 5 mg TabieTKn 32 AbBYEHE CHALPKA HATPHH
ToBa nekapcTBO ChAbpXka no-mManko ot | mmol Hatpuit (23 mg) Ha Tabnerka 3a Ib

Ja ce KaxKe, Y€ NPaKTHUYECKH HE CbAbpKa HAaTPUH.
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3. Kax aa npuemare E¢npa S mg rablieTku 3a AbBuYeHe

BuHaru npuemaiite WiM AaBaiTe TOBA JIEKapCTBO HA ACTETO CH TOYHO KakTo Bu e kazan Bawusr
JieKap, NeaAMaTbp, WiK GapMalieBT. AKO HE CT€ CUIYPHH B HELO, NONMUTainTe Baluns nexap, neanarsp
UH papMaLeBT.

. Bue unu BaweTo nete TpadBa na npuemarte camo eaHa tabnerka ot Edupa 5 mg Tabnetku 3a
ABLBUYEHE BEAHDBK JAHEBHO, KAKTO € NpeanucaHo ot Bavg neanaTsp.
. JlekapcTBOTO TpsbBa Aa ce npHeMa A0pH ¢ korato Bre win BauleTo nete HaMaTe CHMITTOMH

HJIH UMATE OCTHP ACTMATHUEH MPUCTDI,

3a gewia HA BBL3pacT OT 6 30 14 roanuH
[TpenopruMTenHaTa 103a € eHa TabneTKa 3a AbBYEHE OT 5 Mg AHEBHO, KOATO Ce NpHeMa Be4ep.

Ako Bue wnu nereto Bu npuemare Egupa TabaeTky 3a AbBUEHE ce yBepeTe, 4e Bue vin aerero By
He NpHeMarte APYTH JEKApCTBa, KOMTO ChABPXKAT CbLIATA AKTHBHA ChCTABKA-MOHTETYKaCT.

ToBa nekapcTeo € NpeaHa3HaueHo 3a nepopanHa ynorpeda.

Tabnetkurte TpabBa aa ce cABLBYAT MPEAM A4 Ce NPErTbTHAT.

Edupa TabneTkH 3a AbBUYeHe He TPsOBa a ce NpHeMaT HEMOCPEACTBEHO e/ XpaHEHe, TabaeTKuTe
TpabOBa Aa ce nprieMar | vac npeau WM 2 4aca cliell XpaHeHe.

3a fela Ha Bb3pacT OT 2 A0 5 roaAMHH e Hanv4yHa E¢upa 4 mg TabneTky 3a AbBUYEHE.

3a Jeua Ha BL3pacT OT 2 10 5 roAMHM, KOUTO MMaT NpodiieM ¢ NpHEMa Ha TabMETKHU 3a IbBYEHE €
HanHuHa popma OT 4 mg rpaHyJim.

3a nauMeHTH Ha BB3pacT Ha 15 W noeeue roauuu € Hannuda Edupa 10 mg punmupanu tabnetky.

AKko0 Bue uan aerero Bu cTe npuesnn noseue- or HeoOxoaumaTta 103a Edupa 5 mg radnerkn 3a
AbBYEHE |

HezabaBHo ce 00aaeTe Ha Balius nekap uny Ha neaMatsbpa Ha Bamero nete 3a ChBeET,

B no-rongma 4acT OT CliyuauTe Ha Npeao3upaHe, He ca OWiH NoJyYeHH ChOOWIEHHA 33 HEXE/IaHH
peakuuu. Haii-uecTo HabmonasaHuTe CUMITTOMH HA NpeA03WpaHe NMPH Bb3PacTHH K AcLa ca
BKJIKOYBAIH KopeMHa 00JKa, ChHIMBOCT, XKa)Kaa, Masobone, MoBpbLlaHe U XKHNEepaKTHBHOCT.

AKo cTe nponyciaan 1a npuemete E¢pnpa S mg rabaerky 3a 1bBuUeHe HJIH Aa AajeTe RA 1eTeTO
cn Edupa 5 mg tabnaeTkn 3a AnBUEHE

Onuralite ce na npyemare/nasare Edunpa Tabnetiu 3a AbBueHe KakTo € npeantcano. Bee nak, ako
Biie unu Balueto aere nponycHeTe 1034, NPOCTO NPOAbIKETE 10 0OMyaiHaTa CXeMa Ha NIPHEM 1O
¢Ha TabneTKka 3a JIbBUEHE BEAHBXK AHEBHO.

Axo Bue nan gereto Bu cnpete aa npuemate EdHpa S mg tadjeTkH 3a 1bBUEHE
Ecdupa TabneTku 3a AbBUEHE MOXeE Ja NeKyBa acTMaTta By uau Ta3u Ha Bawlero aere, caMo ako

MpUEMaTe HENPEKbCHATO.
BaxxHo e na npoabvmkute a1a npuemate Egupa tabnetkn 3a AbBUEHE TOJIKOBA ABJINO BpeMe, KOINKOTO
Bu e npeanucan Bawuar nexap win neanatbp. ToBa e NoANOMOrHe KOHTpona Ha acTmarta By nnu
Ta3u Ha Bawero gere.

AKO MMaTe HAKAKBH JOIMbIHUTENHH BLIIPOCH CBbP3aHK ¢ ynoTpedara Ha TOBa JIEKAPCTBO, NONUTaHTE
Bawuusa nekap, neadarsp, wiu ¢hapMaLesT.
4. BL3MOXHH HeXeJAHH peaKUHH

KakTo BCHUKH J1€KapCTBa, TOBA IEKAPCTBO MOXKeE [1a MPeAX3BUKA HEXENAHHN peaKLH
BCEKH MM NONy4aea.
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B KAMHUYHH NPOYYBAHUA ¢ MOHTENYKACT 5 mg TabneTKH 3a IbBYEHE HAH-4ECTO CHOOLIABAHATA
HEXKENIAHA JIEKapCTBEHA peaklus (Morke aa 3acerde A0 | Ha 10 qyius), 3a KOATO ce npuema, e €
CBbP3aHA ¢ MOHTENYKACT € Ouna:

. riaasobonue.

OcBeH TOBA B KJIMHRUHH NpoyuBaHus ¢ MOHTenykacT 10 mg ¢punmupann TabneTku e AOKIIa/iBaHa

CNe/IHATa HEXKENaHa pPeakums:
. KopeMHa DoJika.
Te 06MKHOBEHO ¢a OMIIN JIEKH H € MO-roNsAMa YECTOTa NPH NAUKMEHTH Ha IEHCHHUE ¢ MOHTEIYKACT

OTKOJIKOTO NMPH MALHEHTH Ha JieueHHe ¢ niauedo (TabneTkn, KOUTO HE ChABPXKAT AEKapCTBO).

CepHO3HH HeXKe/JaHH peaKIHH |
Beauara xakete Ha Bamua nekap, ako 3adenexure HAKOA OT CIEAHHTE HEXKEAAHH PEAKLHH, KOATO

MOXE 1a € CEpHO3Ha U nopaau koeto Bue unu aetero BU Moxe na ce Hyxaaere OT CMELIHO
MEIHLMHCKO JIEMEHHE.

HeuecTy (Morart ga 3acerHat a0 | Ha 100 gyun)

. anepruuHM peakluMH, BKIIOUYMTENHO NOAYBAHE HA IMUETO, YCTHUTE, €3HKA H/HIH I'bPIIOTO, KOUTO
MOraT a NPUYHHAT 3aTPYAHEHO AUUIAHE HH MPErTbILIAHE;

. NPOMEHH B MOBEJEHHETO U HACTPOEHHETO: Bb30YAa, BKIIOUHTENHO arpeCUBHO MOBEIEHUE WITH
BpaxeOHOCT, nenpecus;

. rbpUYOBE

Penku (MoraT aa 3acerHat ao | Ha | 000 ayuin)

. NOBHULLUEHA CKJIOHHOCT KbM KbpBEHE,
. Tpenepexe;
. ChpLEeOHEHE.

Mtoro peaku (Morat aa 3acerHar ao | nva 10 000 nymn)
. KOMOMHALHUA OT CHMNITOMHU KaTo rpunonoaodHo 3abonsBane, MpapyUuKkaHe WIH H3TPBIBAHE Ha

PLLUETE W KpakKara, BaowaeaHe Ha 6enoapobHUTE CUMNTOMH H/HH 00puB (CHHAPOM Ha Churg-
Strauss) {BX. TO4Ka 2);

. HHCBK Opoil TPOMOOUHTH B KPLBTA;

° [IPOMEHK B MOBEJEHHETO U HACTPOSHUETO: XAJIOUHHALUWH, AE30PHEHTALMS, CYHLHIHA MHCIH K
NEACTBUA,

. noayeaHe (BbinaneHue) Ha benute apodose;

. TEXNKH KOXKHH peakuHH (epHTeMa MyNTH(HOpME), KONTO MOXKeE /1A ce NoaBAT 0e3
npeaynpexacHue;

. Bb3MajleHHe Ha YepHUA apob (xenmaTHr).

Jpyru nexenaHn peakuty, ¢jie]l NycKaHe Ha JIEKAPCTBOTO Ha n1a3apa

MHoro uecTu: Morar Aa 3acersar nosede ot | Ha 10 qywn:
° WH(}eKLMK HA FOPHUTE AMXATEHH MbTHILA.

YecTH: Morar aa 3acerHar o 1 va 10 ayuu:

° AHAPUA, TAJIEHE, NOBPbLUAHE;

° TPECKa;

. o0puB;

. YBEIHYEHH YEPHOAPOOHHTE EHIUMM.
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Heuecrtu: Morar aa 3acernar ao 1 Ha 100 aywu:

. NPOMEHH B MOBEJIEHHETO U CBbP3aHH C TOBA NPOMEHH B HACTPOEHHETO: HEOOHHAHHH CbHHLUA,
BKNIOYBALUH KOUIMapH, NPobNeMH ¢bC CbHA, XOJAEHE HACHH, pPa3Apa3HUTENHOCT, TPEBOKHOCT,
0e3MOKOHCTRO,;

3AMasHOCT, CbHAHBOCT, U3TPENBAHE W MpaBYyUKaHe/CXBalllaHe,

KbpBEHE OT HOCA;

CYXOTa B YCTaTa, JIOIO XPaHOCMHUIAHE;

KpbBOHACAAAHHA, CbPOCIHK, YPTHKAPUS;

CTABHA WAH MYCKYJIHA OONKa, MYCKYJIHH KpaMmIiM;

HOLLHO HanMKaBaxe Mpu Jela;

cnaboct/yMopa, 00110 Hepa3nNoaoXKEHHE, NOAYBAHE.

Penku: morar aa 3acernar o 1 Ha 1 000 aywu:
. IPOMEHHK B NOBEACHHETO U HACTPOCHHUETO: HAPYLIEHUE HA BHHMAHUETO, HAPYLUIEHHE Ha
NaMeTTa, HEKOHTPONUPAHH MYCKYJTHH JBH)XKEHUA

MHoro peaku: Morar aa 3acernat ao | Ha 10 000 aywm:
* YYBCTBUTEHH YEPBECHW OY4KM NOJ KOXKaTa, HAaH-4eCcTOo Mo noadeapruuMTE (EpUTEMa HOA03YM);
. MPOMEHH B NMOBECHHETO K HACTPOCHHUETO: OOCECHBHO-KOMITYJICHBHH CHMITTOMH, 32€KBaHE.

ChobmaBaHe HA HeXeJIAHH PeaKIHH

Ako Bue unu aereto By nonyuute HAKaKBHU HEXKEAHH JICKAPCTBCHH peaklMy, yeeaoMeTe Baiys
neKap unn apmateBT. ToBa BKIIOUBA BCHYKH Bb3IMOXKHH, HEONHUCAHHU B Ta3H JIMCTOBKA HEXKENaHH
peakuun. MoxeTe cblUo 1a CbOOIIKTE HEXETaHU peakUHH AHPEKTHO upe3 UanmbanuTeliHa arenuus no
nekapcTsara, yi. .. Jlamad I'pyes™ Ne 8, 1303 Codua, ten.: +359 2 8903417, yebcaiT: www.bda.bg.
Koraro cpo0L1aBaTe HeKeNlaHH peakUMH, MOXKETE 4a JAAETe CBOSA MPUHOC 3a NOJYYaBaHEe Ha MOBeYe
WH(}pOpMaLIMg OTHOCHO Be30MacHOCTTa Ha TOBa JIEKapCTBO.

5. Kak ga chxpanaBate Egupa S mg TabiieTkH 3a AbBYeHe

ﬂ& CC CbXpaHABa Ha MACTO, HCAOCTBLHNHO 3a ACli4.

He y3non3saiiTe TOBa NEKAPCTBO CNEA CPOKA HA TOAHOCT 0TOENA3aH BbpXYy ONMcTepa H KapTOHeHaTa
OMakoBKa, ¢jen ,,l'onen no:*. CpokbT Ha rOAHOCT OTroBapsa Ha NocneaAHHUA ZeH OT NOCOYEHHS MeCeL.

Jla ce cpxpansaBa noa 25°C. CbexpaHsapaiTe On1UCTEpa B KAPTOHEHATA ONAKOBKA, 3a Aa Ce npeanasy ot
CBET/IMHA.

He n3nonzsaiTte ToBa nekapcTBO, ako 3abenekure BUAMMH NPU3HALM HA BIOLIIABAHE.

He n3xebpnsiiTe nekapcrearta B kaHanuzauuara. [onuravre Bawuna hapManeBT Kak 1a U3XBbpAATE
JeKapcTBaTa, KOMTO BEYE He Winosseate. Te3d MepKH e CIOMOrHar 3a Ona3BaHe Ha OKOJIHAaTa cpeja.
6. CohabpikaHHe HA ONAKOBKATA M J0NBLJAHNTEITHA HHPOpMANHA

KakBo coaspxa Edupa 3 mg radieTkKH 3a IbBUYEHE

- AKTHBHOTO BELUECTBO € MOHTENYKACT,

Besaka TabneTka 3a AbBUYEHE ChABPXKA MOHTENYKACT HaTpu# (5,20 mg), KOHTO € exBH
Ha 5 mg MOHTENYKACT.

FNUKOJIAT (LapeBHYEH) THIT A, MarHe3nes creapar.
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Kax nmargexaa E¢pupa 5 mg Tabierku 3a AbBYEHE H KAKBO CBALPAKA ONIAKOBKATA

Edupa S mg TabneTky 3a gAbBUEHE Ca MCTPOPO3OBH, ¢ KBaapaTHa popma, ¢ BUTLOHATO penedHo
o3Hayenue “93™ oT eaAHara crpaHa Ha TabneTkaTa n 74257 or apyrara crpaHa.

Edupa 5 mg tabiieTky 3a bBUYEHE ce npeanara B onakosku ot 7, 14, 15, 20, 28, 30, 50, 56, 60, 90, 98
1 100 TabneTky U KasteHAapHH onakoBku oT 7, 14, 28, 56 u 98 TabneTkm.

AJYMAHUHU-aJTyMUHHUEBH OJIMCTEPHHY ONAKOBKH.

He BcHUKH BHAOBE ONAKOBKH MOraTt Ja ObaaT nycHaTH Ha nasapa.

[MpurTexkaTe HA pa3pelleHHETO 32 YNOTpeDa H MPOU3IBOAKTEIH

[IpuTexaTen HA pa3penieHHETO 32 YNOTpeDda
Teva B.V.

Swensweg 5, 2031 GA Haarlem
Hupepnanaus

IlpousBoanTenn:
TEV A Pharmaceuticals Works Private Limited Company

Pallagi ul3, 4042 Debrecen
YHrapus

Pharmachemie B.V.

Swensweg 3
Haarlem, 2031 GA
HuaepnaHaun

Merckle GmbH
Ludwig-Merckle-Str. 3

89143 Blaubeuren
I epmanus

Teva Operations Poland Sp. z o.0.
Ul. Mogilska 80, 31-546 Krakow

[Tonma

ToBa JieKapcTBO € pa3pellleHo 33 YROTpeba B ALpKABHTE WieHKH Ha EBponelickoTo
HUkonomnuecko lMpocrpancrio u 8 Odeannenoro kpaacTeo (Cesepua Hpiranann) noj cieiHuTe
ThPrOBCKH HMEHA:

benrus: Montelukast Teva 5 mg kauwtabletten

bbharapus: Edupa 5 mg TabneTkH 3a AbBUYEHE

["'epmannsa; Montelukast-ratiopharm junior 5 mg Kautabletten
Utanus: Montelukast Teva Italia 5 mg compresse masticabili
Jliokcembypr: Montelukast-ratiopharm junior 5 mg Kautabletten
Huaepaanans: Montelukast 5 mg Teva, kauwtabletten

O5LEVTTES Montelukast Teva 5 mg, comprimé a croquer

ObennHEeHO KpaiCTBO
(Cesepna Mpnanaua): Montelukast 5 mg Chewable Tablets

JMaTa Ha nocJieAHO npepasriexiaHe Ha aucroskarta (08/2024
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