JIncroBka: nHpopmManus 3a NALHEHTA

Buaacrun Tesa 20 mg TabJieTKH, AHCNIEPrupaillH ce B ycTaTa/Orz.f O Ooé
Bilastine Teva 20 mg orodispersible tablets
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6unactuH (bilastine)

[MpouyereTe BHHMATEIHO USAJIATA JIHCTOBKA, NPE/IH /1a 3aN04HeTe /1a IpHEMaTe TOBA JIEKAPCTBO,

Thil KATO TH Ch/AbPkKa BakHa 3a Bac undopmanus.

. 3anasere Ta3u JUCTOBKA. MOXKe [1a ce HAJIOXKH J1a A MPoYETETE OTHOBO.

E AKO MMaTe HAKAKBH JOIBJIHUTEIHA BBIIPOCH, nonuTaiTe Bawms nekap, papmauesT Hiu
MEIMLIMHCKA CcecTpa.

. Tosa nekapcTBO € npeankcaHo JuuHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To moxe
/1a UM HaBpEJIH, HE3aBHCHMO Y€ NMPU3HALMTE Ha TAXHOTO 3a00sisBaHe ca chilluTe KaTo Bawure.

. AKO 1OJIlyuMTEe HIKAKBH HEXellaHW peakiliu, yBeaomere Bawus nekap, papMaleBT Wi
MEIMIIMHCKA cecTpa. ToBa BKJIIOYBA H BCHUKH Bb3MOXKHH HEXKEJIaHW PeaKiliH, HEOTNHUCAaHU B
Ta3u JUCTOBKA. BHkTe TOuKa 4.

KakBo ¢bABbpKA TA3H JIHCTOBKA

KakBo npeacrapaspa buinacTvn Tesa v 3a KakBO ce M3M0J13Ba
Kakso TpsOBa na 3Haere, npeam aa npuemere buiactun Tesa
Kak na npuemare buiactun Tesa

B1b3MOKHH HE)KEJIaHH peaKlliH

Kak na cexpanssare bunactun Tesa

ChbabpKkaHHe Ha ONMAKOBKaTa M JOMbJIHUTEIHA HH(pOpMaLIHs

U Sh g ) b, b

1. KakBo npeacrasiasiBa buiaacrun TeBa u 32 KakBO ce H310J13Ba
bunactun TeBa cbhabpKa aKTHBHOTO BELLECTBO OMJIACTHH, KOWTO € aHTHXHCTAMHH.

bunactun Tea ce u3nosi3sa 3a objieKyaBaHe Ha CHMIITOMUTE HAa CEHHA XpeMa (KMXaHe, CbpOex,
Teyalll WK 3aMylieH HOC M 3a4ePBEHH U CBJI3ALIN OUK) U APYTH (POPMH Ha ajlepruyeH pUHMT. Moxe
12 C€ W3MO3Ba ChLIO M 34 JIeYeHHe Ha ChpOSLIM KOKHH OOpHBH (KONPHUBHA TPECKa WJIM YPTHKapHs ).

bunactun Tepa 20 mg TabsieTKH ca noka3aHH Npy Bb3pacTHH H IOHOLLH.

2. KakBo TpsOBa 1a 3naerte, npeaun Aa npuemere buaactun Tesa

HE npuemaiite bunacrun Tesa
- @Ko CTe aJIepru4Hi KbM OMJIACTHH WK KbM HAKOS OT OCTAHAJIMTE ChbCTABKH HA TOBA JIEKAPCTBO

(u30poeHH B TO4YKa 6)

IpenynpexaeHns 1 nNpeaAnasHd MEepPKH

["oBopeTe ¢ Bawms nekap wiu gapmaueBT npe Aa usnojasarte bunactud Tesa, ako UMaTe yMepeHo
WK TEKKO OBOpeUHO yBpeXk1aHe W OCBEH TOBA NpUeMare Jpyr4 jekapersa (Bx. ..JIpyru nekapersa u
bunactun Tesa*).

lena
He nasaiite ToBa jsiekapcTBO Ha Aeua rnoj 12-roauiinHa Bb3pacT.
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Hpyra sexapcTsa i briaacran Tena
Tpa6pa na kaxkeTe Ha Bauma nexap win ¢apMaLeBT, akO NpUeMarTe, HaCKOpO CTE NPHEMANH HIIH €
BE3MOKHO [a MPHEMETE APYTH JIEKAPCTBA, BKIIOYHTENHO H TAKMBA, OTITYCKaHH 0e3 pelienTa.

Mo-cnemuanHo, Mo, obcnbaere ¢ Bammua gekap, ako npueMare HAKOE OT CCAHHTE JICKAPCTBA.

. KETOKOHA30J1 (M3MON3BAHO 3a JieueHHe Ha KyIlIHHT CHHAPOM, NIPH KOHTO OPraHu3MbT
MPOH3BEKAA H3NMIITBK OT KOPTH30)

o EPUTPOMKLIMH (AHTHOHOTHK)

. aMITHAazeM (3a nevucHue Ha 6onka | crarase B 061acTTa Ha rbpAMTE - CTCHOKADIHA)

. LIMKJIOCTIOPHH (38 HAMATABAHE HAa AKTHBHOCTTA HA MMYHHATa CHCTeMa, KATO 10 TO3H HAYHH C¢
H36ArBa OTXBBP/AHE MPH TPAHCILIAHTALMA WIH CE HAMAIABA AKTHBHOCTTA HA 3a00/19BaHETO
NpH aBTOMMYHHH WIH anepruyHy 1a00719BAHMS KATO NICOPHA3UC, ATOITHYEH AEPMATHT WIH
PEBMATOUAEH APTPHT)

. prroHaBHp (3a neuenue Ha CITHH)

. padaMnuIMH (AHTHOHOTHK)

BanacTHE Tepa ¢ Xpans, HANHTKH H AJIK0X0J1
Tesu Tabnerxku He TpAOBa Aa ce MPHEMaT ¢ XPaH2 HJIH ¢hC COK OT rpeANGPYT HJIH APYTH IIOAOBH
cOKOBe, Thi KaTo ToBa LIE MOHIKHK edexra Ha OunacTiH. 3a na ce usberne Tosa, Bue Mmoxere:

- A4 [IPHCMCTC TabseTKATa U Ja U34aKaTe €IKH Yac npenan aa MpHeMEeTe XpaHa HWIH IUI0JOB COK

WJIH
- aKo CTe MPHEH XpaHa WiH IVIOJOB COK, TpsOBa /la H3YaKare 2 yaca npeaM 4a NpHeMeTe
TabneTkara.

- B npenopbuMTeHaTa 2032 38 BB3pacTHH (20mg) OunacTHH He yne.ﬁmana CHHIMBOCTTA,
npeau3BHKAHA OT AIKOXO.

BpeMeBRBOCT, KbpMeHe H QEePTHIANTET
Hsma WM UMa OrpaHHYeHo KOJTHIECTBO JaHHH 3a ynorpefara Ha OHIACTHH npH ﬁpeMGHHH *KEHH H 110
BpeMe Ha KbPMEHe H 38 e(peKTHTE BbpXY (PepTHIHTETA.

Ako cTe OpemMeHHa HIH mﬁum, cMmsATaTe, Ye MOoXe Aa cTe OpeMeHHa WM IUIaHUpaTe OPEeMEHHOCT,
nochBeTBaliTe ce ¢ Bamna nekap npeam ynorpebara Ha TOBA JICKAPCTBO.

[MocuBeTBaiiTe ce ¢ Bawms nexap Wiy GapMaleBT, MPeH Aa B3EMETe KaKBOTO H /1A € JIeKapCTBo.

Hlognpane n pabora c MAmMERH
ToxaszaHo e, ue 6unacTHH B 1032 OT 20 mg He OKka3Ba BAHAHHE BbPXY LIOGPHPAHETO NMPH BB3PACTHH.

OTroBOpBbT Ha BCEKH MALMEHT KbM JIEKAPCTBOTO 0baue Mojke Ja € pazinyes. Eto 3amo Tpabsa na
nponepuTe Kak By siuse ToBa NexapcTBo, Mpeay Aa WodHpare WM padoTHUTe C MALIIHHM.

Banactan TeBa chabpika HaTpHA

To3# NeKapCTBEH MPOAYKT ChABPXKA No-Manko oT | mmol Hatpuii (23 mg) Ha TabneTka, T.€. MOXe Aa
ce KaKe, Ye MPaKTHHECKH He ChAbPKa HATPHH.

3. Kakna npeemate Bunacran Tena

[TpeniopbhuMTENHATA 034 NPH BB3PACTHH, BRIIOYHTENIHO B CTAPYECKa BB3PACT U 10H
nopeye roauuy € 20 mg BeAHbXK AHEBHO.
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Ynorpeba npn gena

JIpyru nexapCcTBEHH (]}OpMH Ha TOBa JieKapcTBO - 6unacTul 10 mg Tabnerkn, AMcneprupauy ce B
ycTaTa Wid 6wiacTuH 2,5 mg/ml nepopalieH pasTBop - MOXE 2a ca NO-TNIOAXOAAMH 33 LA Ha BE3pacT
ot 6 10 11 roguHH ¢ TenecHo terno Haf-manxo 20 kg.

HNomuraitre Bamma nexkap Wiy papMaLieBT.

He napaiite GHIACTHH Ha AeLA N0/ 6-TOHIIHA BL3PACT C TesecHo Ternio no 20 kg, Thil KaTo HAMA
AOCTATHYHO AAHHH.

- Tabnerxara € nMpeana3HAuYCHa 33 NEPOPATHO IIPHIOKCHHE.

- TITocTtaBere Tabnerkara B YCTaTa CH WiK B ycrara Ha Bamero aere. Ta me ce pasTBopH Obp3o B
CJTIOHKATA M ClIeZl TOBA MOXe Ja ce NMOTbJIHe JECHO.

- JIpyra BE3MOXHOCT € Jia pa3TBopHTe TalJIeTKATA B UAeHA JTRKHYKA C BOAA, PEJH /1a A [IPHEMETE

" WM Oa % JaaeTe Ha Jaerero cH. Tpabdsa na ce YBEpHTE, e HHINO OT JIEKAPCTBOTO HE € OCTaHANIO B
IThAKHLIATA.

- 3a pasTeapsHe TpAGBaA Jia H3MONIBATE CAMO BOAA; He H3MOT3BaliTe COK OT rpefindpyT win apyTu
IIOAOBH COKOBE.

- Tabnerxara TpaGea 1a ce MpHeMa €IMH YaC NIPEAH KITH /IBA Yaca Cle]l IPHEM Ha XpaHa WK
IUTOZOB COK (BXK. TOuKa 2 ,,bunacTun Tepa ¢ XpaHa, HAIIMTKH H &7KOX01").

[lo oTHOmMEHKE HA TPOXBDKHTEHOCTTA Ha JICYCHHETO, BaumsaT nexap e onpeaeny BHaa Ha
3a60/ABaHETO OT KOETO CTPAJIATE, H e OMPEACIH KOIKO ABAro Tpabsa na npueMare banacTux Tepa.

AKO cTe IpHEJIA NOBeve 0T HeofxoaEMaTa 1038 brnacran Tesa

Axo Bue wnu Hsxoili ApyT cTe NpUeTH npexaneHo muoro bunactuH Tera, BegHara ce CBbpiKeTe C
Baurms nexap win GapMaLeBT WiIH OTHAETE B COCUIHOTO OT/AE/ICHHE Ha Hal-Onuskara 6oannua. Mons,
He 3aGpaBsiiTe Ja B3eMeTe Che cebe CM TasH ONIAKOBKA C JIEKAPCTBA MIIH Ta3H JIHCTOBKA.

AKo cTe nponycEain s npaemMete banacTran Tesa
He paematite aBoiina 103a, 3a 1a KOMINEHCHPATE MPOMYCHATATA N03a.

AKO cTe npormycHaM fa npuemerte Baitniata 1038 HaBpeme, B3EMETE 5 BB3MOKHO Hal--CKOpO U cliefl
TOBRA CE¢ BhPHETE KBM 0OMYaliHMA peXXHM Ha NMPHEMAHE.

Axo cTe cnpean npaema Ba BanacTun Tesa
Mo npuUHIMI HAMA Aa HMA HexkellaHH e()eKTH KOTaTo JieyeHneTo ¢ bunactuH Tera ce MpeycTaHOBH.

AKO HMATE HAKAKBH JOIBIHUTENIHY BHIPOCH, CBBP3aHHK ¢ H3MON3BAHETO HA TO3H MPOAYKT, NoNUTalTe
Bainus nekap wix ¢papMaresT.

4. Bb3MOXKHE HeXEJIAHH PeAKIHA

KakTo BCHUYKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE A8 NMPEeIH3BHKA HEXKEJIAHY PEaKIAH, BBIIPEKH Ye HE
BCEKH I'H IOJTy4YaBa. AKO ITOJIyYHTE CHMITTOMH Ha AJICPrHyHa peaKkLUns, YHHTO MMPH3HALH MOorar Jja
BKJIIOUBAT 34TPYAHEHO AMliIaHe, CBETOBBPTEXK, KOAANC WIH 3aryba Ha Chb3HaHHe, I0yBaHe Ha JIMLIETO,
YCTHMTE, €3HKA WY I'bPAOTO WK NOAYBAHE U 3a4epBABAHE HA KOXKATAa, CIpeTe MpHEMA Ha
JEKapCTBOTO M He3abaBHO NOThpCeTe CMElIHA MEAULIMHCKA NMOMOLIL.
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HexeNaHETE peAKIHH, KOHTO MOTAT AA ¢ HONYYAT HPH BH3PACTHE H IOHOMIH CA:

YecTi: Mozam Oa 3ace2nam 0o I na 10 dywu

o rnapobonue
. ChHIMBOCT
HeuectH: mMozam da 3aceznam 00 1 ua 100 dyweu

OTKAOHeHHA B 3anuca Ha EKT

KPBBHH H3CJICABAHMA, KOHTO MTOKA3BAT npoucim B yepHOApoOHAaTA QPYHKLMA
3aMaiBaHe

Oonka B cToMaxa

yMoOpa

NOBHINCH ANETHT

HenpaBWIeH ChPACYEH PHTHM

ITOBHIIESHO TEIIO

rafieHe (dyBCTBOTO Ha NMPHIOLIABAHE)

TPEBOMKHOCT |

CyXOTa WM JUCKOM(pOPT B HOCA

6oska B KopeMa

JMapHsd

racTpHT (Bb3NaneHHe Ha CTOMAINHATA JIMMABHLIA)
BepTHro (MyBCTBO Ha 3aMal{BaHe HITH CBETOBLPTEXK)
YYBCTBO Ha ¢1abocT

KA

RUCNHeA (3aTPYAHCHO QMINAHE)

CyXOTa B YCTaTa

noo XpaHOCMHIIaHe

crpbex

Xeprec Ha YCTHHUTE

TPECKa

THHHTYC (UIYM B YIIHTE)

3ATPYAHEHO 3aCNUBAHE

KPBBHH H3CJECABaHHA, KOMTO NOKA3BaT NPOMEHH B 61u6peunara dpyHxims
NOBHILIEHH MA3HKHH B KPbBTA

C Heu3BeCTHA YeCTOTa On HaluuKume OanHu He Moixce 0a Ovoe Hanpaeena oyenka
o cepuebHene (ycemare yaapHre Ha ChPLIETO)

* TAXHKAPAKA (YCKOPEH CEP/ICUEH PHTHM)
° NOBpPBINAHE |

HexeamETE peAKIHNE, KOHTO MOTAT A Ce HOJYYAT OPH AN ca:

YecT: Mo2am Oa 3aceznam 0o 1 na 1 oyuuu
. pHHUT (Apa3HEHE HA HOCA)

aJIepPrHueH KOHIOHKTUBHT (OYHO JIpa3HEHE)
rnasobosnue
6onxu B croMaxa (OOJIKH B KOpeMa/TOpHATa 4acT Ha KopeMa)

euecTH: Mo2am Od 3 am 9o I na 1009
OYHO Pa3HEHE ‘

BHEHE HA CBAT

3aryfa Ha Ch3HaHHE

nuapua

rageHe (MyBCTBOTO 3a raficHe)

NOAYBAHE Ha YCTHHUTE

-lll.l.m
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eK3eMa
¢ ypTHKapHus (KONPHUBHA TPECKA)
¢ yMOpa

CnofmaBane HA HeXeIAHH PeAKIHH

AKO MOJTy4HTE HIKAKBH HEXENIAHH JIEKAPCTBEHH peaKiiM, yBeaomere Baiusa nexkap win papMaLesT.
Tosa BK/IIOYBa BCHYKH Bb3MOXKHH HEOTTHCAHH B TA3H JIMCTOBKA HEXEIAHH peakLMH. Moxere coLIO Aa
chOOLIMTE HEXKEIaHH PEAKIMH JHPEKTHO upe3 H3ImpiiHUTeTHa areHIHs no JiekapeTsara, yi. ,,Jlaman
I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yeGeaiit: www.bda.bg. Karo crobmasare
HEXXEJIAHH PeaKilHH, MOXeTe 1a AajJeTe CBOs MPHHOC 3a NoJy4asaHe Ha nosevye HH(opmMaLuna OTHOCHO
be3onacHOCTTA HA TOBA JIEKAPCTEO.

5. Kak aa coxpaHsgBaTe Baaacred Tena
Jla ce cbXxpaHsBa Ha MACTO, HEZIOCTBITHO 34 AeLA.

He w3noinseaiiTe TOBA IEKAPCTBO CIEA CPOKA HA rOJHOCT, oT6enazan BBPXY KAPTOHECHATA OIAKOBKa U
Gnucrepa cnen ,,l'oaen n0:“. CpoKbT Ha FONHOCT OTTOBaps HA NOCHEAHHS ACH OT MOCOYECHHS Mecell.

Tosa nexapcTBO HE H3UCKBA CNIELMAIHH YCJIOBHA HA ChXPAHEHHE.

He uzxsnpngifTe jeKkapcTBaTa B KAHAIH3ALMATA WIH B KOHTeHHepa 3a AOMAUIHH OTTAXbLIM.
[TonuTaitre Bainua ¢apMalieBT Kak Aa H3XBBPIATE JIEKAPCTBATA, KOUTO Beue He H3nonssare. Tesn
MEPKH e CIIOMOTHAT 3a OMa3BaHe HAa OKOJIHATA CpeAa.

6. CuabpaaHHe HA ONAKOBKATA U JONLIHHTENHA HEPOPMALHS

KakBo cbabpxa banacTan Tena
-  AKTHBHOTO BEIUECTBO € OMNIacTHH.
Besaka Tabnerka chappxa 20 mg OUnacTHH.

- JIpyrHTe CHCTaBKH ca:
- manuTton (E 421), MUKpOKPHCTATHA 1IeTyJI03a, KpocKapMenosa HaTpuil (Bx. Touka 2 ,,buiacTul
Tepa chaABPKA HATPHE), MArHE3HEB ATYMHHOMETACH/IHKAT, CYKpaio3a, apoMar Ha froja,

MAarHe3Hes CTeapar, KoJoHAeH, 0e3BoieH CWIHLIHEB THOKCH.

Kax marnexaa bunacTad TeBa H KAKBO ChABPKA ONIAKOBKATA

Bunactun Tepa 20 mg TabneTkH, JUCTIEPTHpALIM ce B YCTaTa ¢a ¢ pasMepH npubnusurento 10,3 x
5,5 mm, Genn 10 NOYTH 6€NH, €AHOLBETHH A0 NMETHUCTH, NBOHHOU3ITBKHAIH, MPONBITOBATH
Tabnerku, ¢ BATEOHATO penedHO o3HaueHnme ,,20” OT €1HaTa CTpaHa H NIAAKH OT ApyraTa CTpaHa.

Tabnerxkure ce npennarat B Sauctepu ot 10, 20, 30 nan 50 Tabnerks.

He BCcHUKH BHZIOBE OMAKOBKM MOraT Aa ObaaT 1yCHaTH Ha na3apa.

IlpaTexaTte] Ea Pa3peiieHHETO 34 ynoTpeba
Teva B.V.,
Swensweg 5, 2031 GA Haarlem

Hunepnanaus
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IIpor3BoanTeN

Saneca Pharmaceuticals a. s.
Nitrianska 100

920 27 Hlohovec
CnoBauika pemybnuka

Tosa 1eKAPCTEO ¢ pa3pemieno 3a ynorpeba B ALpKkapaTe WieHKH HA EBponeHckoTo
EKOHOMHYECKO IPOCTPANCTEO NOA CJIEHAETEe HMERR:

[HBewms Bilastin Teva 20 mg munsonderfallande tabletter |
brirapHs bunactin Tesa 20 mg TabneTxu, AUCNEprupamy ce B ycTaTa
Hcnanua Bilastina Teva 20 mg comprimidos bucodispersables EFG
DpaHLHA Bilastine Teva 20 mg comprimé orodispersible

‘Tlonma . Bilagra ORO
INopryranus Bilastina Teva

JlaTa HA NOCEANO NPEPAITACKIANE HA AAcTOBKATA — 08/2024
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