JIncroBka: nHpopManus 32 NANHEHTA

AP VSV 4

buaacrun Tesa 20 mg 1a0j1eTKH

Bilastine Teva 20 mg tablets -G 3;;& / 3 0 -04- 2025
oOunactuH (bilastine)

[IpouereTe BHHMATE/IHO USAJIATA JIHCTOBKA, NPE/IH a4 3aNI04YHETE 1a NPHEMAaTe TOBA JIeKAPCTBO,

Thil KATO T8 ChABLPKA BakHa 32 Bac nudopmanns.

- 3anasere Ta3u JJUCTOBKA. MoXe na ce HaJlokKH /1a s IpoYeTeTe OTHOBO.

- AKO UMaTe HAKAaKBH JOMbJIHUTEIHH BBIIPOCH, NonuTaiiTe Bauus nekap, papmauesT i
MEMLIMHCKA cecTpa.

- ToBa nekapcTBO € npeanucalo Ju4Ho Ha Bac. He ro npeorcrenBaiTe Ha apyru xopa. 1o moxe
J1a UM HaBPEIM, HE3aBUCHMO Ye MPU3HALMTE Ha TAXHOTO 3a00/sBaHe ca chlMTe Kato Bawmre.

- AKO MoJIyyuTe HAKAKBH HEXEJIaHU peakiluu, yBeaomere Bauus nekap, papMaueBT WiH
MeIMLIMHCKA cecTpa. ToBa BKJIKOYBA M BCHYKH Bb3MOKHH HEKEJIaHH PeaKIliH, HEONHUCAHH B
Ta3u JTMCTOBKA. BuxkTe TOuKa 4.

KakBo ¢baAbpAKa TA3H JIHCTOBKA
KakBo npeacrasnssa buiactun TeBa U 3a KakBO Ce U3M0J13Ba

KakBo Tpsa0OBa na 3Haete, npeau aa npuemere bunactun Tesa
Kak na npuemare bunactun Tesa

Bb3MOKHHM HEXKeEJIaHW peaKLiMH
Kak na cbxpanssare buiactun lesa

CbabprkaHue Ha ONMaKoOBKATa M I0MbJIHUTE/IHA HH(DOpMaLIHUS

ON A 4 0 B e

1. Kakso npeacrasiasisa buinacrun TeBa 1 3a kKakBO ce H310/13B2a

bunactun TeBa cbabpika aKTHBHOTO BelIECTBO OMIACTHH, KOWTO € aHTUXUCTaMUH. bunactun Tesa ce
M3110J13Ba 3a 00JIeKYaBaHe Ha CHMIITOMMTE Ha CEHHa XpeMa (KuXaHe, CbpOex, Tevalll WM 3anyLieH
HOC M 3a4€PBEHH M ChJI3ALIH O4H) U ApYTH (hOopMH Ha asiepruyeH pHHUT. MosKe J1a ce U3110J13Ba Chlllo
M 3a JIeYeHHEe Ha ChpOALIM KOKHH OOpHUBH (KOTIPUBHA TPECKA WKW YPTHKapH ).

2 Kakso TpsiOBa aa 3Haere, npean Aa npuemere buaacrun Tesa

HE npuemaiite busacrun Tesa
aKo CTe aJlepruuHi KbM OMJIACTHH WK KbM HAKOSl OT OCTaHAJIMTE ChbCTABKH Ha TOBA JIEKAPCTBO

(u30poeHH B TOUKa 6)

IlpeaynpexaeHnss H npeaAnasHH MepPKH

["oBopeTe ¢ Baiuus nekap wiu ¢apmaLeBT npeaud aa uinoasare bunactun Tesa, ako UMaTe ymMepeHo
WJIM TeKKO ObOpeuHO yBpeK/1aHe, HUCKH HUBA Ha KaJIMk, MarHe3uM, Kajllui B KpbBTa, akO UMaTe WK
cT€ UMajIK NpoOJIeMH CbhC ChPJCYHHS PUTBM WM ako chpAe4HaTa Bu yectora € MHOro HUCKa, ako
npuemare JeKapcTBa KOMTO MOTraT J1a MOBJIMAAT HA ChpACYHHUS PUTBM, aKO HMATe HIIK CTE HMAJTH
ornpe/ie/ieHa MpoMsHa B CbpI€YHHUS PUTHM (M3BECTHA KaTo Y b/pkaBaHe Ha QTc-uHTepBana Ha

Jlena
He naBaiiTe ToBa JiekapcTBO Ha JAena noja 12-roanmHa Bb3pacT.
He npepuinasaiite npenopbunTenHarta n103a. Koncynarupaiite ce ¢ Bauims nexap,

MpOAbJIKABAT.
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JApyrn Jexapcrea ¥ buiaactun Tesa
Tpabsa na kaxkere Ha Bawus nexap wau hapMauesT, ako NPHEMATE, HACKOPO CTE NPHEMANTH UITH €
Bb3MOXKHO 3 NPUEMETE APYrH JIEKAPCTBA, BIUIIOYHTENIHO U TAKMBA, OTITYCKaHH 6e3 peuenTa.

[To-cneumanno, mons, obcbaete ¢ Baliins nekap, ako NPHEMATE HAKOE OT CIEHUTE IEKapCTBa:

. K€TOKOHa30.1 (IPOTHBOreOMUHO TIEKAPCTRO)

. €PMTPOMHLUMH (aHTUOHOTHK)

. OHATHA3EM (32 JieueHHe Ha CTEHOKApAKS )

. LIMKNOCTIOPHH (32 HAMANABAHE HAa AKTUBHOCTTA HA UMYHHATA CHCTEMA, KaTo MO TO3M Ha4HH ce

H30Area OTXBbPJIAHE NMPH TPAHCIUIAHTALMA WK CE€ HAMANABA AKTUBHOCTTA HA 3a0015BaHETO
MpU aBTOMMYHHH MJIH anepruuHy 3abof1sBaHUA KATO MCOPHA3HUC, ATONHYCH ACPMATHT WK
pPEBMATOUIEH APTPHT)

* puToHaBHUp (3a neueHue Ha CiIHH)

. pudaMnULUKH (AaHTHOUOTHK)

Buaacrun TeBa ¢ XxpaHH, HANHTKH H 2J1KOX0JT
Te3u TabneTky He TpadBa na ce nMpHeMar ¢ XpaHa HJIH ChC COK OT rpeAnGpyT WM APYrH NJIOJ0BH
COKOBE, Thif KaTo TOBa LIE NOHHKK epekTa Ha OunacTuH. 3a aa ce uzberHe Tora, Bue Moxere na:

° npueMeTe TabNETKATa U J1a U34aKaTe AHH Hac NPEAH Aa MPHEMETE XpaHa WIH TUI0A0B COK WK
* aKO CTe MpHENiM XpaHa Wiy TUIOJ0B COK, TpAOBa Aa M3yakaTte 2 yaca npeau na rnpueMeTe
TabeTKara.

B npenopbwunTennara noza (20mg) 6unactuy He yBenMuaBa CbHIMBOCTTA, (IPEeAU3IBUKAHA OT ANKOXOIL.

BpeMeHHOCT, KbpMeHe H PEePTHAHTET

Hsama wiM uMa orpaHH4YeHO KOJIMYECTBO JaHHH 3a yRoTpeOara Ha OunacTus npH GpeMEHHH KEHK U No
BpeMe Ha KbPMEHE U 3a ePEKTHTe BbPXY (pepTHIHTETA.

AKo cTe OpemMeHHa WK KbPMUTE, CMATATE, He MOoXKe Ja cTe OpeMeHHa WIH IUiaHupaTe OpeMeHHOCT,
nochBeTBaiiTe ce ¢ Balng nekap npeau ynorpebara Ha ToBa JekapcTBo. [locbBerBalite ce ¢ Batuus
nekap Win (papMalleBT, MPSAHU Aa B3EMETE KaKBOTO H J1a € JIEKapCTBO.

Illopupane n padora ¢ MAITHHHA

HokazaHo e, ye OunactuH B 703a 0T 20 mg He 0Ka3Ba BJAMAHHE BLPXY LIOPHPAHETO NPH BL3PACTHH.
OTroBopbT H2 BCEKH MALMEHT KbM JIeKapCcTBOTO obaue Moxke Ja € pasnuueH. ETo 3ai0 Tpabra aa
npoBepuTe Kak Bu BaKse ToBa nekapcTBo, Npedy aa wodupare Uny paboTUTE ¢ MalLIMHH,

banacTaH TeBa cbABLPKA HATPHHA
To3n neKapcTBEH NPOAYKT ChAbPKa MO-Manko ot | mmol HaTpuid (23 mg) Ha Tabnerka, T.€. MOXe aa
Ce KaXke, Ue NPaKTUYECKH HE ChAbpPXKa HATPHMA.

3. Kax na npuemate Braactun Tepa

Bunary npuemMaiiTe ToBa N1eKapcTRO TOYHO KakTo Bu e ka3zan Bawudar nexap unu dapmalienr.
Koncyntupaiite ce ¢ Bawng siekap win dapmanesT, ako HE CTE€ CUTYPHH B HELLO.

[TpenopbunTenHaTa 103a NPU BL3PACTHH, BKIIOUYHTENHO B CTAPYECKA BbL3pacT Y KOHOMHK Ha 12 M
noeede roauHu e 1 Tabnerka (20 mg) Ha neH.

. Tabnetkara e npeaHasHa4YeHa 3a NEPOPANTHO NPUITOKEHUE.

. Tabnetkara TpsadOBa Aa ce npuema eaMH Hac Npeiyd WK ABa yaca Cliel IpUeM Ha 3
MICAOB COK (BXK. TouKa 2 ,,bunactun Tesa ¢ XpaHa, HANKMTKH U AIKOXO01™).

® [lornsuiadiTe TabneTkara ¢ yauia BoJia.

[lo oTHOILEHHE HA MPOABJHKUTEIIHOCTTA Ha NieueHneTo, Bawuat nexap e ﬁnpe
3a00NABAHETO OT KOETO CTPafare, W LIE ONMPEAEITH KOJKO AbLAro TpabBa aa npue
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Ynorpeba npn Aena

Jlpyru nekapcTBeHn GOpMH Ha TOBa JieKapcTBO - Ounactud 10 mg TadneTku, AMCNEPrupaliy ce B
ycTaTta WK 6unacTuH 2,5 mg/ml nepopaneH pasTBop - MOXeE [a ca NO-NOAXOAALIM 32 A€11a Ha Bh3pacT
oT 6 no 11 roguHu ¢ TenecHo Terno Hai-manko 20 kg. lMonuraire Baling nekap win papMaLesT.

He zaBaiiTe OnacTHH Ha Jeua nojx 6-roJHIIHA BB3PACT € TeJecHo Tero nmoa 20 kg, Thi KaTo
HAIMA JOCTATHLYHO AaHHH.

AKO ¢Te mpHeJH noBevde OT HeobxoxumaTa no3a buaacrun Tesa

Ako 'Bue wiM HaKoH Apyr cTe npuenu npexaneHo Muoro bunactun Tesa, nesabaBHO c€ CBRBPXKETE C
Bawus nekap unu ¢papMaleBT UaM OTHIETE B CNIEITHOTO OTAENEHHE Ha Hal-On3kara OonHKua. Mons,
He 3a0passiiTe Aa B3emere Che cede cU Tazu ONaKkoBKa ¢ JEKapCTBa HIIM Ta3H JIMCTOBKA.

AKo cTe nponycHa/an Aa npuemere bunacTun Tesa
He B3eMaiiTe nBOHMHA 1034, 3a 4a KOMIIEHCHpATE NpoNycHaTaTa j03a.

AKoO cTe nponycHanu Aa npuemere Bawlara 1o3a HaBpeMe, B3eMeTe § Bb3MOXKHO HaH--CKOPO K cnel
TOBA C€ BbPHETE KbM O0OHUaHHHA PEXHM Ha IPHEMAHE.

AKO UMaTe HAKAKBH JOMBJHHUTEHH BLIIPOCH, CRbP3aHH C W3M0/3BAHETO HA TO3H NPOAYKT, NOMUTAHTE
Balins nekap Wiy ¢papMaLesT.

4.  BLIMOKHH HeXKeJIAHH peakmHH

KakTo BCHYKM JieKapcTBa, TOBA JIEKAPCTBO MOXKE 14 NMPEAH3BHKA HEXKENaHH peakKLMH, BbITPEKH Y€ HE
BCEKM T MOIy4YaBa. AKO MOAYyYHTE CUMIITOMH Ha anepru4vHa peakuus, YHUTO MPH3HALKM MOraT aa
BKJIIOYBAT 3aTPYAHEHO AMILIAHE, CBETOBBPTEX, KONANC Wik 3aryba Ha Cb3HaHMe, OAyBaHe Ha JIMLETO,
YCTHHUTE, €3UKa WITH I'bPJIOTO W/WIK NORYBAHE Y 3a4CPBABAHE HA KOXKATA, CIPETe NpHeEMa Ha
JIEKAPCTBOTO W He3abaBHO NMOTHPCETE CNEUIHA MEAHLIMHCKA MOMOIIL.

HexkenaHuTe P€AKIIHH, KOHTO MOraT A3 ¢¢ MOJYHAT NPH BL3PACTHH H 10ROIIH Ca:

YecTu: Morat fa 3acerHat a0 1 Ha 10 aywm
® rIaro0oHE

® CHbHAHBOCT

HeuecTu: Morat ga 3acerHat go 1 Ha 100 aywu
. OTKJIOHeHUA B 3anuca Ha EKIT

KPBLBHHM U3C/IEABAHMA, KOMTO NOKAa3BaT MPOMEHH B uepHoapobHaTa QyHKuUHA
3aMaiiBaHe

Gonka B cToMaxa

yMoOpa

NMOBHILLEH aneTUT

HENMPAaBWIEH ChPAECYEH PHTHM

NOBHILICHO TErNO

rajieHe (MyBCTBOTO Ha NPUNOLLIABAHE)

TPEBOXKHOCT

CYXOTa Wix AUCKOM(POPT B HOCA

bonka 8 kopema

nuapus

racTpHT (Bb3ManeHHe Ha CTOMALIHATA JTMraBHlia)
BepTHUIro (YYBCTBO Ha 3aMaifBaHE MM CBETOBBPTEK)
4yYBCTBO Ha cnabocT

KaKaa

NUCIHeA (3aTPYAHEHO AMLIAHE)
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CYXOTa B ycTaTa
NOLI0 XpaHOCMHJIaHE
cbpbex
- Xeprec Ha YCTHUTE
TpeCKa
THHUTYC (LUYM B YILIUTE)
3aTPYAHEHO 3acCNHBaHe
KPBBHH H3CICABAHNUA, KOUTO MMOKa3BaT NpoMeHH B 61Opeunara pyHKUHA
NOBHIIICHHW MA3HWHH B KPbLBTA

C Heu3BecTHa YecTOTA (OT HATUYHHTE JaHHHU HE MOXKE Ja ﬁbge HanpaseHa OLICHKA)
L

chpuebuene (ycelare ynapure Ha CbpLETO)
- TaxXuKapama (YCKOPEH CbPACYEH PHTBEM)
. MOBPbLUAHE

Hexeaanure PCAKIIHH, KOHTO MOT'aT Ja €€ NNOJIYYAT IIPH AcHA CA:

YecTw: Morart aa 3acerHar ao 1 Ha 10 aymmu

PHHHT (Apa3HeHe Ha HOCa)

anepruyeH KOHIOHKTHBHUT (OYHO Apa3HEeHeE)

rnasobosue

Oonku B ctomaxa (0ONnKW B KopeMa/ropHaTa 4acT Ha KopeMa)

HedecTtun: Morart Ja 3acerHat o 1 Ha 100 gyium
OYHO JpazHEeHe

BUEHE HA CBAT

3aryfa Ha Cbh3HaHHe

Anapus

rageHe (MyBCTBOTO 3a rajicHe)

NOAYBaHE HA YCTHUTE

eK3eMa

YpTHKapHs (KOTIPUBHA TpecKa)

yMopa

Cho0mapane Ha HeXXeJTAHH peaKIHH

AKO NOJYYHTE HAKAKBY HEXKENAHMN JIEKAPCTBEHH PEAKLIMHM, YBEJOMETe Balllua nexkap win papmanesT.
Tosa Bxil0YBa BCHYKH BB3MOXKHH HEONMCAHH B Ta3H JIMCTOBKA HEXeNaHH peakuud. MoskeTe cbilo na
CrOOLINTE HeXkelaH! peakuy JUPeKTHO Ype3 M3mbanuTeNnHa areHIMA N0 nekapeTeara, yi. ,,JlamMaH
I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiT: www.bda.bg. Kato crobiasare
HEXENaHH peakUuHH, MOXeETe a AafeTe CBOA NPHMHOC 3a NMoJjlyYaBaHe Ha noeeye HHPOpMAIlHS OTHOCHO
Ge3onacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kakpa cl.xpaﬂﬂna're Bunaactun TeBa

I[El CC CbXpaHsBA HA MACTO, HCAOCTBHITHO 32 Ac€NA.

He u3non3eaiite ToBa JIEKapCTBO CAEN CPOKE HA FOJHOCT, OTOENA3aH BbPXY KAPTOHEHATA OMAaKOBKA M
6auctepa cnen ,,l'ogeH 10:“. CpoKbT Ha FOAHOCT OTrOBaps Ha NOCJeaHUa AEH OT NOC n

Topa neKapcTBO HE U3HCKBA CMIELHAIHH YCIOBHA HA ChbXPaHEHHE.

He u3xBbpasiite nekapcTBaTa B KaHaIW3aUMATa WIM B KOHTelHepa 38 JOMaLlHH Lt

[TonuraitTe Baiuusa ¢apmanesT Kak aa H3XBLPJATE JIEKAPCTBATA, KOHTO BEYE HE 3%) noA b

MEPKH LlIe CTMIOMOrHAT 3a OMa3BaHE Ha OKOJIHATA Cpeaa. | {\"ér ‘
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6. ChAbLp/KaHHE HA ONIAKOBKATA H AONBJIHHTE/IHA HHEPOpMALKT

KakBo cbabpxa buiacTtan Tesa
- AKTHBHOTO BeluecTBoO € OunactuH. Bedka Tabnerka coabpxa 20 mg O11acTHH.

- Jpyrute c¢heraBku ca: Manuton (E 421), MEUKpoKpMCTAIHA LieSTyJ103a, HATPHEB HULLIECTEH
FIKKONAT, MArHE3UEB ATYMHHOMETACHIMKAT, MarHe3ueB CTeapar, KOJIOHAEH, 0€3BOIEH CHIIHUKEB

AHOKCHII.

Kak uirnexna buaacran Tepa H KAKBO ChAbPKA ONAKOBKATA
Tabnerkure Bunactun Tesa ca kpbriam, 6end 10 NOYTH 01K ABOHHOHU3IMTLKHAJIH ¢ IHAMETBD

npuOAK3UTENHO 7 mm.
Ta6aerkure ce npepnarat B 6nucrepy ot 10, 20, 30, 50 wru 100 TabneTky WK €IHON030BYH bancrepu

¢10x1,20x 1 namn 30 x 1 Tabnerxa.

He BcHuk{ BUAOBE OMAKOBKH MOrar aa ObaaT mycHaTH Ha rnas3sapa.

IpuaTekaTe) HA pa3pelIeRAETO 3a yNorpeda H NPOH3IBOAHTEJ]

[IpuTexaren Ha pa3peLIeHHeTo 3a ynoTpeba
Teva B.V.,

Swensweg 5, 2031 GA Haarlem
Huaepnanaus

[IpousBoauTen

Saneca Pharmaceuticals a. s.
Nitrianska 100

920 27 Hlohovec

Cnosaiuka penmybnunka

To3n nekapcTBeH NPOAYKT € paspemen 3a ynorpeba B xbpkasute wienkH Ha KWL noa
C/IeIHATE HMEHA:

LiIBenns Bilastin Teva

bbunrapus bunactun Tesa 20 mg TabnerTku
HUcnanus Bilastina Teva 20 mg comprimidos EFG
QpaHuus BILASTINE TEVA 20mg, comprime
YHrapus Bilastine Teva 20 mg tabletta

[lonwa Bilagra

[lopryranus Bilastina Teva

JIaTa HA MOCJeAHO npepasriexaane na Jucroskata — 02/2025
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