JIncroBka: nudopmManus 3a nauHEHTA

buaacrun Tesa 10 mg TabaeTkn, AHCNEPrAPALIH C€ B YCTATA

Bilastine Teva 10 mg orodispersible tablets
ounactuH (bilastine)

[IpouereTe BHHMATEIHO USJIATA JIHCTOBKA, NPE/IH /1a 3aM0YHETE /1A IPHEMATE TOBA JIEKAPCTBO,
Thil KATO T CbAbPKA BakHa 3a Bac nudopmanus.

- 3anasere Ta3M JIMCTOBKA. MOKe J1a ce HaJIOXKH /1a sl poYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOITLJIHUTEIHH BBIPOCH, nonuTaiTe Bawus nekap, papMauesT Hiu

MeJIMLIMHCKA CecTpa.
- Tosa niekapcTBO € npeanucato JuuHo Ha Bac. He ro npeotcTbinBaiite Ha ipyru xopa. To moxe

71a UM HaBpEJIM, HE3aBMCHMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a0osisBaHe ca ChllMTe KaTo Batuwure.
- AKO MOJIYYHTE HAKAKBHM HEXKEJIAHHU peakuuu, yBeaomere Bawus nekap, papmauesT Hiu
MeIMIIMHCKA cecTpa. ToBa BKJIIOYBA M BCHYKH Bb3MOKHH HEXKeJIaHW peakluM, HCOMMHCAHH B

Ta3u JUCTOBKA. BHxkre Touka 4.

KakBo ¢bABbpKa TA3H JIHCTOBKA o!Jj_g OOV

L KakBo npeacrasnssa bunactun Tepa v 3a KaKBO ce H3MoJ13Ba

. Kakso TpsOBa 1a 3Haete, npeau na npuemete bunactun Tepa | -
. Kak na npuemare bunactun Tesa -6 70 Y ) == 1005
4. BBb3MOKHH HEXEJIaHH peaKiLHH

x ) Kak na cbxpansiBate bunactun Tesa

6.  CpabpkaHHe HA ONIAKOBKATA W JIOMBIHUTEIHA HHPOpMaLIUA

1. Kakso npeacrasasisa buiaacrun TeBa H 3a KaKBO ce H3110/13BA
bunactun TeBa cbabpiKa aKTHBHOTO BELLECTBO OMJIACTHH, KOHTO € aHTUXMCTAMHH.

bunactun TeBa ce u3nosa3sa 3a o0JieKuaBaHe Ha CHMITTOMHTE HAa CEHHa Xpema (KuxaHe, CbpOex,
Teyalll WM 3aMylieH HOC W 3a4€pPBEHH W CBJI3SALIUM OYH) U APYTH (pOpMH Ha anepruveH puHuT. Moxke
7a C€ W3MO0JI3Ba ChIIO M 3a JiIedeHHe Ha ChpOsLM KOKHH OOpUBH (KONPHBHA TPECKa WK YPTHKapus ).

bunactun Tesa 10 mg TabaeTku ca nokaszaHu npM Aeua Ha 6 U noBeve roJIMHU ¢ TEJIeCHO Terjlo HaM-
masiko 20 Kg, KaKTO MU MpH Bb3pPaCTHH H FOHOLIH.

2. Kakso TpsiOBa 1a 3HaeTe, npean Aa npuemere buaacrun Tesa

HE u3nosBakite buiaacrun Tesa
- ako Bue wnu nerero Bu cre anepruuHu KbM OHJIACTHH WJIM KBM HSAKOs OT OCTAHAJIMTE ChCTaBKH

Ha TOBa JIEKapCTBO (M30pOEHH B TOUKA 6)

[Ipeaynpexaenus 1 NpeANnasHH MepKH

["oBopeTe ¢ Bawius nekap wiu papmaueBT npeau aa usnonsate bunactun Tesa, ako Bue uiu gerero

Bu umarte ymepeHo uin Texxko 6b0pedHo yBpexaaHe uiam ako Bue win ereto Bu npueyﬁ{@yf&f.‘*m.
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JApyru nexapctea 1 braactnn Tepa
Tps6Ba na kaxere Ha Bawns nekap unu ¢apmaueeT, ako Bue unn nerero Bu npuemare, nackopo cTe
NpHEeMAaJIH Y € Bb3MOXKHO 1a NpHEMeTe APYTH JICKapCTBa.

Hskxon nexapcrsa He TpabGBa Ja ce mpHeMar 3a€/IHO, a ZIpyri MOXKe J1a Ce Hy)KAaaT OT NpOMAHA Ha
JA03UPOBKATa UM, KOTATO CE NMPHEMAT 3a€1HO.

Buharu nagopmupaiite Bawuns nexkap uin ¢papmauesTt, ako Bue win Baiuero aete nsnoassare win
MONy4aBaTe HAKOE OT CNIEAHMTE JIEKapCTBa B AOMbJIHEHHE KbM bunacThH Tesa:

. KEeTOKOHA30. (M3MOA3BaH 32 jieueHue Ha KylIMHT CHHAPOM, NPH KOUTO OPraHH3MbT
MPOY3BENKAA HITHIUBK OT KOPTH30/1)

. epPHTPOMHULIMH (AHTHOHOTHK)
AWATHA3eM (3a JledeHHe Ha 60JIKa M cTaraHe B o6NnacTra Ha rbpAMTE - CTEHOKapaA)

. LMKIIOCTIOPHH (32 HaMaJIsBaHE Ha aKTMBHOCTTa HA KMMYHHATa CHCTEMA, KaTo MO TO3H HAa4HH CC

H36ArBa OTXBBPIIAHE MPH TPAHCIUIAHTALMA WITH CE HAMANIABA aKTHBHOCTTA Ha 3a00MABaHETO
MpH aBTOHMYHHH HJIH anepruyHy 3abonsapaHua KaTo NCOpUasUc, aTONHYCH ACPMATHT KWK
peBMATOUACH apTPHT)

puroHasup (3a neuenue Ha CI1MH)

pudaMnUuyH (AHTHOMOTHK)

bnaacTHH TeBa ¢ XpaHH, HATHTKH H AJIKOXO0JI
Te3u TabneTky He TpabBa Aa Ce NMpHUEMaT ¢ XPaHA HJIH CbC COK OT IpedngpyT HIH APYTH NJIOROBH
COKOBe, Thil KaTO TOBa Lie NOHMXH edexra Ha OunacTuH. 3a 1a ce u3berne Tosa, Bue moxere:

- [1a IpHEMETE WM J1a JJaIETe Ha AeTeTO CH TabneTkaTa U a H34aKaTte eIkH Yac NpeaH 1a NpUeMeTe
XpaHa WK TUI0A0B COK

HIH
- ako Bue wiu nerero Bu cTe npuenn xpaHa UM IJIOROB COK, TpAOBa Aa u3vakaTe 2 yaca npeau Na

npuemeTe TabneTKkara.

B npenopbuyMTENHAaTa 403a 32 Bb3pacTHH (20mg) OUnacTHH He yBenH4YaBa CbHIHBOCTTA,
NpeaH3BUKaHa OT aIKOXO1l.

bpeMenHOCT, KbpMene H GepTHIAHTET
Hama Win UMa OrpaHHYEHO KOJMYECTBO JaHHM 3a ynoTpebara Ha 6unacTHH npu HpeMeHHH KEeHH U no

BpEME Ha KbpPMEHE H 3a e(peKTHTE BBpPXY QepTHIHTETA.

AKo cTe 6peMeHHa WK KbPMHTE, CMATATe, Ye MOXe a cTe OpeMeHHa Wy nnatupare OpeMeHHOCT,
nochBeTRaiTE ce ¢ Bawva nekap npeau ynortpebara Ha TOBa JIEKApCTBO.

[MocsBeTnaiite ce ¢ Balna nekap wiM ¢papMalesT, NpeaHn Aa BIEMETE KAKBOTO W Ja € NeKapCTBO.
llHodupane n paboTa ¢ MAIIHAH

JlokazaHo e, ye 6unacTuH 8 1033 oT 20 mg He OKa3Ba BIMAHHE BbPXY LIOGHUPEHETO NPH BL3PACTHH.
OTroBopbT Ha BCEKH MIALIMEHT KbM NlekapcTBoTo obade Moxke Na e pasnuueH. ETo 3awo Tpsadea na

Bunactun Tepa cbAbpXKa HATPHHA
To3n nekapcTBeH NPOAYKT Chabpxka no-Maako ot 1 mmol Hatpwii (23 mg) Ha Ta0n
Ce KaKe, Y€ NMPAKTUHYECKH HE ChAbpiKa HATPHH.

3. Kaknaa npneﬁla're buaacTHH TeBa

BuHaru npueMaiite TOBa N€KapCTRO TOUHO KakTo By e kazan Bauat nekap win gpapMauesr.

KoncysiTupaiiTe ce ¢ Bauins nekap win ¢papMaLEBT, aKO He CT€ CHI'YPHH B HELLO.
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Ynorpeba npH BLIPACTHH M Aena Ha 12 ¥ noBeye roAHHH
[IpenopwumnTenHara a03a Npy Bb3pacTHH, BINIIOYHTEHO NPH NALMEHTH B CTapYecKa Bb3pacT U
tOHOWIM Ha 12 M noseye roauHu € 20 mg BeaAHBXK AHEBHO (aBe TabiieTku oT 10 mg).

¥Ynorpeba npu Acua

[IpenopbuMTEnHaTa 103a NPH [eua Ha Bb3pacT ot 6 a0 11 roaunu ¢ TenecHo Terno Hai-manxo 20 kge
enHa Tabnerka ot 10 mg Bennnk AHeBHO. He napaiiTe TOBa N€KapcTBO Ha Aeua Noj 6-roaMiuHa
BB3PACT ¢ TeJecHo Tero noa 20 kg, Thil kaTo HAMa A0CTATbYHO JIAHHH.

- Tabnerkara € MpeaAHa3HA4YEHAa 3a IEPOPATTHO NPHIIOKEHHE.

- THocraseTe Tabnerkara B ycrara ¢ WIH B yeTaTa Ha Bauieto agere. Ta wue ce pa3TBopu 6Bp30 B
CIIOHKATA M CJ1e]] TOBA MOXKe J1a C€ MOTbJIHE JIECHO.

- JIpyra BE3MOXKHOCT € Aa pa3TBOpHTE TabeTkaTa B yaeHa JIbXHUYKA C BOAA, NpeH [a 1 NpUeMeTe
WNU 1a A JajeTe Ha JeTeTo cH. Tpsabpa aa ce yBepuTe, Ue HULIO OT JIEKAPCTBOTO HE € OCTAHAJIO B
TBKHLATA.

- 3a pa3TBapsHe TpaOBa Ja U3NOJI3BATE CAMO BO/Ia; HE M3MON3BAHTE COK OT rpendpyT UK Apyry

IUI0I0BU COKOBE.
- Tabnerkara TpaOBa Aa ce npueMa €IHH 4Yac Mpeay UK [1Ba 4aca Cel NPpHEM Ha XpaHa WM
MAoA0B cOK (BK. Touka 2 ,,bunactiH TeBa ¢ XxpaHa, HAIUTKK U ANKOX0™).

TBil KaTO MPOABIDKHTEAHOCTTA HA IEYEHHETO 3aBUCH OT OCHOBHOTO 3a00naBaHe OT KoeTo Bue unu
Bawero nere cTpanare, Baluuar jiekap uie onpenenn koako aAearo Bue wiu aetero Bu tpabdsa na
npuemate bunacTuH Tesa.

AKO ¢Te H3M0.3BAJIH MoBede oT HeoOxoaumaTa n03a bunacrun Tepa

Axo Bue vnu gerero By cre npuenu npekaieHo MHOIO OT TOBA JIEKAPCTBO, BEJHAra cé CBbpXKeTe ¢
Bawusa nekap WK OTHAETE B CNIEUIHOTO OTAENIEHHE Ha Hali-6nnskaTta SonHuua. Mo, He 3abpassiite
Ia B3eMeTe Che cebe CH Ta3H ONaKoBKa ¢ JIEKapCTBa WK Ta3u JIMCTOBKA.

AKO cTe nmponycHaNH Aa manoa3sare busiacTun Tesa
He B3emaiiTe aBoiina n03a, 3a Ja KOMIMEHCUpATE MPOITyCHATaTa /034.

Axo Bue unm sereto Bu cre nmponmycHanu ga npuemMeTe AHEBHATA CH J03a HaBpeMe, T4 TpadBa na ce

B3eMeE B ChILUMA ACH, BEHAra cjief KaTto ¢H cnoMuute. Criell TOBA MPHEMETE WIH AalTe CliCABaUIATA
1034 HA chenBallMsa AeH rno oOHYaliHOTO BPEME KaKTO € NPEAITUCAHO OT JIeKapH.

AKo cTe cnipenH npueMa Ha bunacran Tesa
[To NnpMHUKN HAMA 13 KMa HexenaHu epeKTH KoraTo eueHHeTo ¢ bunactud Tesa ce npeycTaHOBH.

AKO ¥MaTe HIKAKBH JOMBJHHTEHH BBIPOCH, CBBP3aHH C U3NOI3BAHETO HA TOBA N1EKAPCTBO,
nonuraiite Bainna aekap wiu dhapMmauLesT.

4. BL3MOXHH HEXKEJAHH PeAKLIIHH

KakTo BCHUKH IeKapCTBa, TOBA JIEKAPCTBO MOXKE Aa NpeU3BHKA HEXKE/IAHH PEaKLIHH, B Pown Jc. %
Ay

BCEKM I [OJTY4aBa. S N %

AKO MoflyuuTe CHMIITOMM Ha aJiepryuyHa peakuHsa, YUMTO NPH3HALK MOraT 1a BMIOH#E&M@M LA
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AMILAHE, CBETOBLPTEX, KONANC WK 3aryba Ha Ch3HaHHe, NOTYBAHE Ha JIHLETO, YCTHHYE, E3HKA Wi, .. | & |
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FLPAOTO H/WIH NOAYBaHE M 3aUepBIBaHE Ha KOXKaTa, CIIpeTe NpHEMa Ha JICKapCTBOTO Y @aﬁ’m RN
NOTbPCETE CreliHa MEAULIMHCKA NMOMOIL. AT .
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CHKECIAHATE PEAKIIHHA, KOHTO MOTraT Aa C€ MoJiy4qaT IIpH Aclua ca:

YecTU: Mocam oa 3aceznam 0o 1 na 10 oywiu
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PHHHUT (Apa3HeHe Ha Hoca)
anepruyeH KOHIOHKTHBHT (O4HO Apa3HeHe)

rnaBodoiHe
6onky B ctoMaxa (0onkH B KoOpeMa/TOpHaTa 4acT Ha KOpeMa)

HeuecTn: Mozam da 3aceznam 0o 1 na 100 oyuuu
OYHO Apa3HEeHe

BHEHE Ha CBAT

3aryfba Ha Ch3HaHHUE

auapus

rageHe (YWYBCTBOTO 3a rajieHe)

NOAyBaHE Ha YCTHHTE

€K3eMa

ypTHKapHs# (KONpHBHA TPECKA)

yMopa

Hexxkenanure peakmKH, KOHTO MOTAT 24 ¢€ NOJIY4AT NPH BBL3PACTHH H IOHOWIH Ca:

Yectu: mozam oa 3acecnam 0o 1 na 10 oywu

* rnasobonue
* ChHJIUBOCT

Heuectu: mozam oa 3aceznam 0o ! na 100 oywu
oTKJIOHeHHA B 3anHca Ha EKT
KP'bBHH M3C/IENBAHKSA, KOMTO MOKA3BaT MPOMEHH B YepHOAPOOHaTa §yHKLHS
3aMalBaHe
bosika B cTOMaxa | :
yMopa
NOBMILEH aneTUT
HEMpaBWIEH CbPACYEH PHTHM
MOBHIUEHO TEMIO ,
rajieHe (UyBCTBOTO Ha IPWIOILIABAHE)
TPEBOXKHOCT
CYyXOTa WIH JUCKOM(OPT B HOCA
bonka B kopema
anapus
racTput (Bb3najieHMe Ha CTOMaUIHATA JIMraBHila)
BepTHIro (MyBCTBO Ha 3aMaiiBaHe HIIH CBETOBbPTEX)
YyyBCTBO Ha caabocr
KDKAA
JAUCTIHEA (3aTPYAHEHO AH1LaHE)
CYXOTa B YCTaTa
JIOLIO XpaHOCMHIIAHE
chpbex
. Xeprnec Ha YCTHHTE
TpecKa
TUHHUTYC (UIyM B YLLHTE) |
3aTPYAHEHO 3aCIHBAHE
KPBBHH H3C/leIBaHKs, KOMTO MOKa3BaT NpoMeHH B 61n0peuHara QyHKUMS

NOBULLIEHH MA3HHHH B KPBBTA

C Heu3BecTHa 4ecTOTa (Om HaluuHumMeE OAHHU He MOoXce 0a bboe Hanpasena oyex

. chbplieOHeHe (ycelare y1apHTe Ha ChpLIETO)
. Taxukapaus (YCKOpPEH ChbpPACUYEH PUTHM)
° NOBPBLUAHE
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Cro0maBane HA HeXeJIaHH PeaKIHH

AKO MoJly4yuTe HAKAKBH HeXellaH! JIEKapCTBEHH pealcuuu yBegoMeTe Baiwnns nekap unu ¢gapmanesT.
ToBa BKJIIOYBA BCHYKH Bb3MOXHH HEONMCAHH B TA3H JIKCTOBKA HEXENaHHW peakLMn. MoxeTe ¢huio aa
CHOOLIMTE HEXENAHH PEAKLMH IUPEKTHO upe3 U3nbaHHUTENHa areHLHs N0 1eKapeTeara, yi. ,,JlaMan
I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiiT: www.bda.bg. Karo cbobiuasare
HEXXENTAHH peaKLiMH, MOXKETE 1a JajieTe CBOA NPHHOC 32 NOTYyUYaBaHe Ha NoBede HHPOopMaLUI OTHOCHO
0e30nmacHOCTTa Ha TOBA NEKapCTBO.

5. Kak aa coxpanasare buaacrnn TeBa

Jla ce cpXpaHaBa Ha MACTO, HEAOCTBLITHO 3a Aeua.

He uznonseaiiTe TOBA JEKAPCTBO CIE] CPOKa Ha FrOAHOCT, OTOE/If3aH BbPXY KapTOHEHAaTa OMAaKOBKA H
6aucTtepa cren .l onex no:“. CpoKeT Ha roAHOCT OTroBapa Ha NOCJIEAHHA ACH OT NMOCOYCHH MECEIL,

ToBa nekapcTBO HE U3UCKBA CIIEL{HATHH YCJIOBHA Ha ChXPAaHEHHE.

He u3xpbpngiiTe nekapcTBaTa B KAHANIU3AUMATA WM B KOHTCHHEPA 32 JOMALUIHH OTHNAAbLA.
[MonuTaiiTe Bawmns dapMalesT Kak Aa U3XBLPIATE JIEKApPCTBATA, KOHTO Beue He W3nonssare. Tesu

MEPKH (1€ CMNOMOTHAT 32 01a3BaHC Ha OKONIHATA Cpeaa.

6. CbibpKanHe HA ONAKOBKATA H JONBJIHHTE/IHA HHPOPMAL A

Kakso ¢nanpxa busacrun Tesa
- AKTHBHOTO BEWIECTBO € OMIaCTHH.
Bcaka tabGnerka ceabpika 10 mg Ounactus.

- Jlpyrure ¢CbCTaBKH ca:
manuTon (E 421), MUKpOKpHCTaIHA Liey/103a, KpocKapMeno3a HaTpui (BK. ToUKa 2 ,,bunactun
Tera chabprKa HATPUH™), MarHe3Hes ATyMHHOMETACWIHKAT, CYKpanio3a, apoMaT Ha Aroaa,
Marde3HeB CTeapaT, KoNnoujaeH, 06€3B0AeH CHITHLIMEB THOKCHA.

Kak n3raexaa bujaacTun TeBa H KRKBO ChAbLPXKA ONAKOBKATA
BunactiH Tesa 10 mg TabneTkH, AMCNEPryupaliy ce B ycTara ca ¢ AMaMeTsp npubnusurenno 7,5 mm,
6enn 1o nouru 6enu, eAHOLBETHH 0 METHHUCTH, ABOHHOH3NBKHANK, KPbIK TabNeTKH, ¢ BATBLOHATO

penedHo o3HaueHue ,,10” oT eaHaTa CTpaHa U MIaAKH OT Apyrara cTpaHa.
Tabnetkute ce npeanarat B 6nucrepu ot 10, 20, 30 nnun 50 TabneTky.

He scuukH BHAOBE ONAKOBKH Morat Aa Objat mycHaTH Ha nasapa.

IlpuTexkaTes HA pa3pemeHHETO 3a ynorpeba
Teva B.V.,

Swensweg 5, 2031 GA Haarlem
Huaepnanaus

IIpousBoaHTE
Saneca Pharmaceuticals a. s.
Nitrnianska 100

920 27 Hlohovec
Crnopaluka pemnybamka

ToBa JiekapcTBO € pa3pemeHo 3a ynorpeba B AbpaxaBHTe WICHKH HA EBponelickoTo
HKOHOMHYECKO [POCTPAHCTBO NOJ CIEJHHTE HMEHA:
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IBe1ms Bilastin Teva 10 mg munsonderfallande tabletter

bwarapus Bunactun Tesa 10 mg tabneTku, AUcneprupally ce B ycrarta
UcnaHus Bilastina Teva 10 mg comprimidos bucodispersables EFG
Qpanuug Bilastine Teva 10 mg comprimé orodispersible

[Tonwa | Bilagra ORO

[Topryranms Bilastina Teva

JIaTa Ha nocjJeAn0 npepasriexiaHe Ha ancrToBkaTa — 08/2024
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