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JacToBKa: gHPopMALHAL 32 HAMHEHTA

buaactun Tesa 20 mg TabaeTkn
Bilastine Teva 20 mg tablets

6mnactun (bilastine)

IIpovereTe BAEMATE/IHO IAATA JAHCTOBKA, OPEAH 14 32H0YHETe 13 MPHEMATE TOBA JEKAPCTEBO,

Thil KATO TH CBALPXKA BAKAA 33 Bac Hadopmanns.

- JamazeTe Tain AUCTOBKA. Mojke N1a C¢ HANOMH Ja A TIPOYETETE OTHOBO.

- AKO HMaTe HAKAKBH TONBIHHTE/IHE BBIPOCH, omUTaiiTe Bamus Jiexap, GapMateBT HIH
MEIMLHHCKA CecTpa.

- Tosa nekapctBo e npemucano nuuHo Ha Bac. He ro npeotcrhmbaiite Ha apyr# xopa. To moxe
Jla MM HABpPEIH, He3aBHCHMO Ye [IPH3HALITE Ha TAXHOTO 3a00/siBaHe ca ChinuTe KaTo Bammre.

- AKO MOJY4HTe HAKAKBH He)KENAHH PeaKiumu, yBeaomere Bauud ekap, GapMalieBT nin
MEIHIMACKA cecTpa. Tosa BKIOUBA M BCHUKH BBH3MOKHH HEXEJAHH PEaKLMH, HEOITHCAHH B
Ta3H ANCTORKA. BkTe Touka 4.

Kakso chanpaa Tasn aucTOBK2 { V3NBbIHATENHA ATERLIAS N0 NEKAPCTBATA

1. Kakso npencraenssa Bunactan Tepa u 3a KakBo ce HINmoM3 omota - Tpomoee s

2. Kakeo Tpabpa na 3Haere, npeau na npuemere Bunacrun Te J /

3.  Kak aa npHemate Bunacrun Tera Kbu Pog, Me Pzat?!/‘}/ ..............................

4, B13MOXHH HeKelaHH PEAKLIAU -

5. Kak aa cxxpanapare Bunacrun Tepa Paspewenue Ne AJ/HIZ'&/’J%SP/?

6. Coabpkanue Ha ONAKOBKATa M JONBITHUTENHA HHPOPM. 18 06 200
Ogobpenie Me ..veeeoricnnen, Ssireenree

1. Kakso npencrapassa Bunscrar Tepa H 33 KAKBO c¢ B3N0J3Ba

Brnactui TeBa chabprka aKTHBHOTO BeLUeCTBO GHIACTHH, KOKTO € aHTHXHCTaMHH. BinackH Tesa ce
H3001382 32 00/IeKUaBaHe HA CUMITTOMMTE Ha CeHHa XpeMa (KHXaHe, ChpOex, Teal| WIH 3amylLieH
HOC M 3a9€PBCHH K CRII3AL OMH) H APYTH (GOpMHU Ha allepruyen PHHHT. Moke a ce HAMOI3Ea ChING

H 3a JleYeHHe Ha ChpOSLIM KOXHH 0OPHBH (KONPHBHA TPECKA HITH YPTHKAPHS).

2.  Kaxso TpaGpa na 3naere, npean a2 npremeTe basacran Tera

HE npuremaiite Banactan Tepa
aKo CTe anepriviHi KbM SHWIHCTHH HIH KbM HAKOA OT OCTAHAIIHTE CHCTABKH HA TOBA ICKAPCTRO
(n36poenn B TOuKa 6)

IIpenynpexaenns B npeanassn MepkH

T'oBopere ¢ Bawms nexap win ¢gapMauieBT nipenn aa wanoasate brractun Tesa, ako uMare YMepeHo
HH Texxo GROpeuHo yBpeskiaHe H OCBEH ToBa NpHEMate JPYrH NeKapeTsa (BK. ., J[pyri ieKapcTsa H
bumacrun Tepa™).

Jena

He napaiiTe ToBa NeKapcTBO Ha gena moa 12-roABRmEAA BHIPACT.
He npepunagaiite npenopbunTennara ao3a. Koncynmupaiire ce ¢ Bamms neka
NpOXbIDKABAT.
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JApyra nexapersa u Bunacran Tesa
Tpabea ga xaxere Ha Bamma nexkap unu apMalLeeT, ako NMPUEMATE, HACKOPO CTE IIPHEMAIIH WITH €
BB3MOXHO J1a IIPHEMETE APYTH JIEKAPCTRA, BKTIOYHTETHO H TAKHBA, OTITYCKAHH 6e3 pelenTa.

I[No-crieupanno, Mons, obcbaere ¢ Bawms nekap, ako NpHEMATE HAKOE OT CISAHHIE JICKAPCTRA:

. KETOKOHa30J1 (IPOTHROIBOHTHO JIeKapCTBO)

. €PHTPOMHLIMH (aHTHOHOTHK)

. AMITHa3eM (33 JIeyeHHe Ha CTeHOKap/Hs)

. LIMKJIOCTIOPHH (33 HAMAJIABAHE HA AKTHBHOCTTa HAa HMYHHATA CHCTEMA, KATO 1O TO3H Ha4YHH ce

u30ArBa OTXBEPIAHE NPH TPAHCIVIAHTALAS WM C€ HAMAJIARA AKTHBHOCTTA Ha 3abonaBaHeTo
TIPH aBTOMMYHHH MIIH aJICpTHYHM 2a00NsIBaHUs KATO ICOPHAZKC, ATONMHYEH JAEPMATHT HITH
PeEMaTOHIEH aAPTPHT)

PHTOHaBMp (3a nedenue Ha CITHH)

pudamomumH (BHTHOHOTHK)

BriaacTan Tesa ¢ XpaHH, HAMTKH H 2JIKOX0,T
Tesun TabneTkn Be TpaOBa Ja ce mpHeMaT ¢ XpaHa HIH CBHC COK OT rpeingpyT HIH APYTH II0A0BH
COKOBe, Thii KaTO TOBA llle OHKKH efekTa Ha OunacTuH. 3a Aa ce uzberne Tosa, Bre Moxere na:

. npueMere TabIETKATA H Na M34aKkaTe €IHH Yac NPeNH Oa NpHEMeTe XPaHa WM IUIOAOB COK HIH
. 4KO CTS MPHENH XpaHa Wi [LTO0B COK, TpAOBa Ja M3daKaTe 2 vaca npely fa NMpHemere
Tabierxara.

B npenopbaurensara n03a (20mg) GunacTH He yBEIHYaBa CHHIMBOCTTA, IPSAH3BHKAHE OT AJIKOXOJ.

Bpemennocr, kbpMeHe B $epTHAHTET

Hsma uH uma orpaHHYeHO KOHYECTBO JaHHH 32 yroTpeGaTa Ha GHAacTHH NpH GPeMEHHH JKEHH U 110
BpeMe Ha KEPMEHE H 33 edeKTHTe BhpXy depTHaHTeTa.

Axo cTe GpeMeHHa HIH KbPMHTE, CMATATE, Y€ MOXKE [a cTe GpeMeHHa WM IaHKHpaTe GPeMEHHOCT,
noceBeTBakTe ce ¢ Bamma nekap npeau ynorpebara Ha Tosa nexapctso. ITocheeTtraiite ce ¢ Bama
nexap HiM GapMaleBT, Npeiv A3 B3eMETe KAKBOTO H [1d € JIEKAPCTRO.

Ilodapane 1 paGoTa ¢ MAIEAM

HokasaHo e, 4e 6unacTiH B 1033 oT 20 Mg He OKA2Ba BIMAHME BEPXY LIOMUPAHETO NMPH BH3PACTHH.
OTroBopeT Ha BCEKH MALMEHT KbM JIGKAPCTBOTO 0bade Moxe Aa € pazauden. Ero 3amo Tpabea na
NpoBepHTE Kak By Brse ToBa NeKapcTBO, Npeay Aa WodHpaTe Wik paboTHTE ¢ MALIKHH.

buraacTan TeBa ChABPKA HATPHE
Tozn nexapcTeeH NpoAyKT ChABPKA no-Manko ot | mmol natpwit (23 mg) na TabneTka, T.e. MOKeE Aa
Ce KaXe, Ye NpaKTHYeCKH HE ChAbPKa HaTpHii.

3. Kak aa npuemarte Banacran Tepa

Brnard npuemaiite ToBa JIEKapCTBO TOYHO KAKTO BH e kazan Bammat nekap win dapManesT.
Koncyrrupaiite ce ¢ Bamus nexap inu ¢papMaLeBT, aKo He CTe CHTYPHH B HEIIO.

[IpenoprhunTeIHaTa 1032 NP BH3PACTHY, BKIIOUKTEIHO B CTAPYECKa BH3PACT M I0HOMM Ha 12 H
noBeye roguHy ¢ 1 tabnerka (20 mg) Ha nen.

. Tabnerkata e NpeAHa3HAYEHA 3a IEPOPATIHO MPUIIOKEHHE,

. Tabnerkata Tpa6Ba fa ce npuema eKH Yac NpeaH WIH ABa Yaca C/ieq NpHe XpaHa iiIH
IONOB cok (B, Touka 2 , bunactun Tepa ¢ xpaHa, HAKTKHY W AIKO

. [Tormsmaiite Tabnerkara ¢ yama poga.

Ilo oTHOWENNE Ha NIPOABIKHMTENHOCTTA HA JIEYEHHETO, Bammar nexap
3a009BaHETO OT KOETO CTpajaTe, | e ONPEAETH KOIKO ABIT0 TpabE
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¥Ynorpeba npn gena

HApyrH nekapcreens GopMH Ha ToBa JieKapeTBo - GunacTeH 10 mg TabneTky, AUCIEprEpaly ce B
ycrata Wi Gunactu 2,5 mg/ml nepoparen pasTBop - MOXe X €& N0-IOAXOAAIIM 3a [e1a Ha BL3PacT
0T 6 10 11 ropumu ¢ TenecHo Terno Haii-manko 20 kg. Tonuraiire Bamms nexap unn gapmanest.

He papaiite 6m1acTHH HA Aena moa 6-roaBmma BB3pACT ¢ TeAecHO Terio moa 20 kg, Twif xaTo
HAMA AOCTATHIHO AAHHM.

AKO CTe mpHEJH NoBede OT HeoGXoJuMaTa A03a Brracran Tena

Axo Bue unn nakoli apyr cre npuesu npekaneno Muoro Bunactun Tepa, He3saGaBHO ce CBBPIKETE C
Banus nexap unu apMaleBT win oTHAETE B CNEWIHOTO OTAENCHHE Ha Hali-0/skara Goammna. Mons,
He 3abpaesiiTe 12 p3eMeTe Che cefe CH Ta3H OMAKOBKA C JIEKAPCTRA FIM Ta3H JIMCTOBKA.

AKo cTe nponycHann aa npaemere buaacrun Tepa
He B3emaiite aBoiina 11033, 33 1a KOMIIEHCHPATE MPOMYCHATATA 1034,

AKo cTe nporycHaM Aa npHemere Bamara 103a HaBpeMe, B3EMeTe # BE3MONKHO HakH--CKOPO H ClIej
TOBA C& BEPHETE KbM 0OHYAfHHA peXkHM Ha IPHEMAHE.

AKoO HMaTe HAKAKBH JIOIThIHHTENIHH BLOPOCH, CBBP3aHH C H3TOM3BAHETO HA TO3H NPONYKT, NOMHTaliTe
Bamma nekap unu gapmanesT.

4, BuimMokHE HeKeIAHH peakuan

KakTo BCHuKH nexapcTBa, TOBA JIEKapCTBO MOXE Ja MPeAH3BHKA HeyKelaHH PeakiliH, BBIIPEKH e He
BCEKH T'd NOJTy9aBa. AKO [OTy9HTe CHMIITOMH Ha ANISPrHYHA PEaxld, YHHTO NPH3HALKM MOraT Ja
BKMIIOYBAT 3aTPYHCHO HIIAHE, CBETOBBPTEK, KOJANC WM 3aryba Ha ch3HaHue, MoJyBaHe Ha THLETO,
YCTHHTE, €3HKA WIH I'EPIOTO H/MAH NOYBAaHE H 3a46PBABAHE Ha KOMKaTa, CIIpeTe NMpHeMa Ha
JIEKApCTBOTO M HE3a0aBHO MOTHPCETE CIIELNHA MEAMITMHCKA NIOMOILLY,

Hexenanmte PeAKItHH, KOHTO MOTAT 4 ¢e MOJYyI_T OpH BLIPACTHH H WHOINH Ca:

YecTy: MoraT aa 3acersar 1o 1 na 10 AyIe

. raasobonve
. CBH/IHBOCT

Hevectn: morar aa 3acersar go | Ha 100 AYIIH

OTKJIOHEHHA B 3anuca Ha EKT
KPBBHH H3CNICABaHUs, KOMTO IOKA3BAT NPOMEHH B YEPHOAPOGHaTa GyHKLIHA
jaMaiiBaHe

Gonka B cromaxa

ymopa

NOBHIIEH ATIETHT

HENpaPHIEH CHPACYEH PHTEM

MOBHLIEHO TErNo

rajieHe (4yBCTBOTO HA MPHIIOILIABAHE)

TPEBOXKHOCT

CyXoTa WIH NHCKOMGOPT B Hoca

6oska B KOpeMa

AuapHs

TacTpHT (Bb3MNANEHHE HA CTOMALIHATA JTHI'ABHIIA)
BEPTHIO (IyBCTBO Ha 3aMaiiBaHE MIH CBETOBLPTEX)
YyBCTBO Ha cnaboct

Haxna

AucnHes (3aTPYAHEHO NHlIaHe)
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CyXoTa B ycTaTa

JIOHIO XPaHOCMHJIaHe

cupbesk

XEpIiec Ha YCTHHTE

Tpecka

THHHUTYC (WIYM B yIIHTE)

3aTPyAHEHO 3acNHBaHe

KPBBHH H3CJICABAHHA, KOMTO TIOK23BaT NMpoMeHH B 6LOpeuHaTa dyHkims
NOBHINEHH Ma3HHHM B KPBETA

C HeM3BeCTHA YeCTOTA (0T HANMYHUTE AAHHM HE MOXe 13 (blie HanpaBeHa OlieHKa)

. ceprefnene (ycemare yapuTe Ha ChPLETO)
° TaxuKapams (YCKOpeH ChpACHIEH PHTHM)
. NOBPBILAHE

* & & & ¢ & & ¢ @

Hexenarare PEAKIHME, KOHTO MOFAT A c¢ HOJMYIaT OPH Aena ¢a:

Yecty: MoraT aa 3acersar Ao 1 na 10 aymn

. PHHHT (apasHeHe Ha HOCA)

. anepruvycH KOHIOHKTHBWT (OYHO ApasHeHe)

. rnasofonue

. Gonku B croMaxa (60nk: B KOPeMa/TOPHATa YACT Ha KopeMa)

Hewectn: Morar f1a 3acernat go 1 ua 100 i \A0105

OYHO ApasHeHe

BHEHE Ha CBAT

3aryba na Cr3HaHHe

JHapHA

rajiese (yBCTBOTO 3a IaieHe)
MONYBaHe HA YCTHHTE

ek3eMa

YpTHKapua (KONpUBHa TPecKa)
yMopa

s & & & 2 0 9 & @

Crobmapase Ha AeXeqaHH peaKknIHn

AKO noNy4HTe HIKAKBH HEXKENAHH JIEKAPCTBEHH PEaKiH, yeaoMeTe Baimms nexap miu dapMaueet.
ToBa BKTIOYRA BCHUKH BL3MONHY HEONMCAHN B TA3M JTHCTOBKA HEYKENANH PEakin. Moxere chiIo Aa
ChOOIIMTE HeKENAHN PeakLMK TUPEKTHO Ypes MBI IHHTeIHA areHIHEA 110 TEKapCTBaTa, Y. ,,JlaMan
I'pyes” Ne 8, 1303 Codua, Ten.: +359 2 8903417, yeGeaiit: www.bda.bg. Kato crobmapare
HEXENAHH PeaKIMH, MOXKeTe 1a AaeTe CBOA NPHHOC 3a MOMy4aBaHe Ha NoBede HHQOpMAalHs OTHOCHO
6e30MaCHOCTTa Ha TOBA JIEKAPCTRO.

5. Kax na cpxpanasarte Banactre Tera

I[a Ce ChXpaHsABa Ha MACTO, HEAOCTERIIHO 34 Jella.

Tora JCKAPCTBO HE M3HCKBA CNELHANHH YCIOBHA Ha ChXpPaHCHHC.

He waxsspnsiiTe NexkapcTRaTa B KAHATH3ALMATA WM B KOHTEIHEpa 38 A0MAIHH
Ionuraiite Bamus dhapMaliesT kak ja WIXBLP/IATE IEKAPCTBATA, KOWTO Beye HE
MEPKH I0¢ CIOMOIHAT 3a Ora3BaHe HA OKOJIHATA CPexa.
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6. CuInpxanme Ha OMAKOBKATA H AONLIHHTENH HEGOpMANES

Kaxso cbabpaxa Banactan Tesa
- AXTHBHOTO BemecTBO e GunacTun. Besika Tabnerka chaspixa 20 mg GunacTuH.

- Jpyrare cheTaBku ca: MaHHTON (E 42 1), MHKPOKPHCTANHA 1€TyN033, HATPHER HALIECTEH
TTIHKONAT, MATHE3HEB ATyMHHOMETACH/IHKAT, MArHE3HER CTeapar, KONoKIeH, 6e3B04CH CHITHL{HER
JHOKCH.

Kaxk marnexaa Banacrus Tesa u kakBo ¢hALPKA OHAKOBKATA

Tabnerkere Bunactun Tepa ca KpbIiH, G6end 10 OYTH GETH BOHHOM3ITEKHANMA C THAMETHD
npubnusuTenHo 7 mm.

Tabnerkure ce npeanarar B 6aucrepn ot 10, 20, 30, 50 unu 100 TabaeTky WM eAHORO30BH OIMCTEpH
c10x1,20x 1 wm 30 x 1 TabneTka.

He Bewaxy BHAOBE 0nakoBKH MOTaT 1a OBIAT [TyCHATH HA Na3apa.

IpATe:xkaTe 1 Aa pa3pemeHHeTo 33 yNoTpe6a H NPOR3BOAHTE

IlpwTeskaTen Ha paspeleHHETO 3a ynoTpeba
Teva B.V,,

Swensweg 5, 2031 GA Haarlem
Huaepnangua

IIpowsBoanTen
Saneca Pharmaceuticals a. s.

Nitrianska 100
920 27 Hlohovec
Cnopamka pemy6nuka

JlaTa Ha HOC/IEIHO NpepA3TIek/IaHEe HA JIHCTOBKATA —

To3n nexapcTBeR NPOXYKT € pazpemen 3a ynorpeda B appaasure unenxn as EUTT noa
CICAHHTE HMEHa:

IIsemms Bilastin Teva

Bbarapus Bunactun Tepa 20 mg TabneTkn
Hcnanus Bilastina Teva 20 mg comprimidos EFG
Opanius BILASTINE TEVA 20mg, comprimé
VYHrapua Bilastine Teva 20 mg tabletta

Tlosmma Bilagra

TopTyranas Bilastina Teva
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