T3NBAHVTENHA ATEHLMA N0 NEKAPCTBATA

Nucmobixa - MpuroxeHue 2

Kom Pe2. Ne ........ A_)()/&557 ...........................

JIMCTOBKA: HHOOPMAILIMS 3A TIOT TEJIA

;‘ PaapeweHue Nz I ......................

Telfast® 180 mg film-coated tablets
Teadacr 180 mg puamupann TadieTkn - i

dexcodenaanHoB Xuapoxiopua (fexofenadine hydrochloride)

TpouereTe BAMMATE/IHO USJIATA IHCTOBKA NPE/H 12 3aN01HETE 1a npHemare

TOBA JIEKAPCTBO.

e 3anasere Ta3u JIMCTOBKA. MOKe J1a ce HAJIOXKH /1a sl NPOUETETE OTHOBO.

e AKO MMaTe HAKAKBH JOMBJIHUTEIHN BBIIPOCH, nonutaidte Bawms nekap win
(hapmarnieBT.

e ToBa JieKapcTBO € MpeAnucano au4Ho Ha Bac. He ro MpeoTCThIIBANTE HA APYTH
xopa. To MoJXe /1a UM HaBPE/IH, HE3ABUCHMO OT TOBA, Y€ TEXHHTE CHMITTOMH Ca
chiuuTe kato Bammre.

e AKO MOJy4HTE HAKAKBM HEXKEJIAHH JIEKapCTBEHH peakiny, yBeiomere Baums
nekap niu hapmanieT. ToBa BKJIIOUBA BCHUKH BH3MOJKHH, HEOMNCAHH B Ta3H
JIMCTOBKA HEXKEJIAHN PEaKLIHu.

B Ta3u JNCTOBKA:

1.Kaxso npeacrasasisa Teadacr u 3a KAKBO ce H3110J13Ba

2. Kakso Tpsi0Ba 1a 3naeTe, Npejiu 1a npuemere Teadacr
3.Kak na npuemarte Teadacr

4.Bb3MOKHH HEKEJTAHH PeaKuuu

5.Kak na coxpansiBate Teadacr

6. ChAbpKAHAE HA ONAKOBKATA W I0NbJAHNTEIHA HHGOpMauus

1.Kakso npeacrasasisa Teadacr u 3a KAKBO ce H3110J13Ba

®ekcodeHaMHOB XUAPOXJIOPHJL, AKTHBHOTO BelecTBO Ha Tendact, € npoykT ot
rpynara JiekapcTea, HapeueHH aHTHXHUCTaMHHH.

3a kakBo ce n3nouassa Teadacr

Tendact 180 mg Ppunamupanu TableTKU ce U3110/13Ba NPH BH3PACTHH U NOAPACTBALIH
Ha BB3pacT 12 W noBeye roIMHM 3a 06JIeKYaBaHe Ha CHMIITOMHTE KOUTO Ce MosABABaT
NPH IBATOBPEMEHHN KOJKHH QJIEPrHYHH Peakiuy (XpOHHYHA HAMONATH HA
ypTHKapHs) KaTo cbpOexk, OTOK U 0OpHBH.

2.Kakso Tpsi6Ba aa 3naere, npean 1a npuemere Teadacr

He npuemaiite Teadacr u undgopmupaiire Bamusi siekap axko:

. cTe anepruuHu (CBPLXUYBCTBHTENHH) KbM (ekcodenannn, Apyru
AHTHXMCTAMUHOBH JIEKAPCTBA HAKOS OT OCTAHAIMTE CHCTABKM HA TOBA
nexapcTBo(n36poeHH B T.6)
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TpeaynpexaeHus H NpeAnasHn MEPKH
['oBopere ¢ Bawms nekap, hapMaueBT WM MEJMLIMHCKA CECTPa, NPE/H J1a pueMeTe
Tendacr.

- ako umare npoGiemu ¢ uepHus apod uim 6ubpeuuTe,

- aKO MMATE MM CTE MMAJIK Chp/IeuHH 3a00/1BaHus, Thil KATO TO3M JIEKAPCTBEH
NPOIYKT MOXKE /1a JI0BEJIE /10 MO-0bP3 HIIM HENPABHIICH ChPJCUCH PHTHM,

- aKO CTe B Hanpe/iHaia Bb3pacT.

AKO CMATaTe, Ye HAKOM OT TE3H YCIIOBHS ce OTHacs 3a Bac, wim umare HAKaKBH
CbMHEHHS, KOHCYTHpaiiTe ce ¢ Bawms nekap wiv gapMauesT npe/iu Je4eHHeTo ¢
Tendacr.

Jipyru aexapersa i Teadacr
Mons undopmupaiite Bawus nekap uian apmaneBT, ako npueMare Wik HacKopo cTe
npUeMali ApyrH JISKapcTBa, BKIIOUMTEHO M TaKUBa, OTIyckanu Ge3 peuenra.

AKO M3MOJI3BaTe JIEKapCTBa KOMUTO ChAbPIKAT AlyMUHHUH W MarHesui, npenopbysa ce
J1a Npe/IBUANTE OKOJIO 2 Yaca MeXJly BpeMeTo, B koeTo B3emare Tendact u apyrure
nekapcrsata. ToBa ce Mpasu, 3all0TO T€ MOTaT /1a NOBJIMSAAT HA JEHCTBHETO HA
Tendact, KaTo MOHWKAT KOJIMYECTBOTO HA MPUETOTO JIEKAPCTBO.

BpemMeHHoOCT H KbpMeHe

Axo cTe GpeMeHHa WK KbpPMHTE, CMATaTe, Ye MOjKe a cte GpeMeHHa Wik niiaHupare
GpeMeHHOCT, nochBeTRaiiTe ce ¢ Bawusa nekap win (apmauesT npeau ynorpebara Ha
TOBA JIEKapCTBO.

IMocwBeTBaiiTe ce ¢ Bamms nekap win gapmauert npeau ynorpebara Ha KOETO U J1a €
JIeKapCTBO.

Undopmupaiite Bawus nexap, ako KbpMUTE HJIH Bb3HAMEPABATE /1a KbPMHTE.

bpemenHoct
Tendacr He TpsabGBa Ja ce H3M0A3Ba N0 BpeMe Ha OPEMEHHOCT, OCBEH ako TOBa €

HaJIOXKHUTEJIHO.

Kbpmene
Tendact He ce npernopb4Ba NP1 KbPMELLH JKeHH.

Bunazu ce xoncyrmupatime ¢ Bawwus nexap unu gpapmayeem npedu 0a sanouneme 0a
npuemame HAKAKEO Opy20 NeKapcmeo.

[lopupane u pabora ¢ MAIUHHH
Tengact He Npean3BUKBa CHLHIMBOCT, TaKa,ue MOXe Ja wodupare u aa paboTuTte ¢
MallMHK, 0KaTo ce Jiekysate ¢ Tendact.




B'bl'lpCKl‘l TOBa Tpﬂ6Ba Jla Ce yBEpHTE, He Bue He cTe NOBJMAHM MO TO3W HAYMH U, Y€
HE YYBCTBATE CHbHIMBOCT HJIM 3aMasiHOCT, npeau j1a moqmpaTe WJIK J1a U3ITbJIHABATE
3a/1a44, KOUTO U3UCKBAT KOHLEHTpALKA.

3.Kak na npuemare Teadacr
Bunaru s3umaiite Tendact 180 mg Touno kakto Bu e kazan Bawus siekap. Ako He
CTe CHTYpHH B HElLO, nonuTaiite Bamms nekap niv apmarest.

Kak 1a npaemMaTe TOBA JIEKAPCTBO
e [Ipuemaiite JI€KapCTBOTO Mpe3 ycTara,
e Mose aa ro npuemare ¢ uim 6e3 xpaua,
e Cna3paiiTe npeanucaHoTo ot Bamus nekap no BpeMe Ha Leaus Nepuo Ha
NIeYEHHeE.

KakBo KOJIHYECTBO /1a npHemare
Buvspacmuu u deya nao 12 2oounu:
IMpenopbuntentara no3a e 1 Tabnerka (180 mg) auesno.

AKo cTe npuesn noseve oT neobxoaumara ao3a Teagacr

AKO cllyqaifHO CTe MPHeNH TBBP/e MHOTo TabsieTkH, oGbpHeTe ce kbM Bauims nekap
3a ChBET WM OTHJIETE B Haii-Gim3kara Gonuuua. CUMNTOMUTE HA MPeo3upaHe ca
3aMasHOCT, CHHJIIMBOCT, YMOpA M CyXOTa B yCTara.

Ako cre nponycuann Aa npuemere Teadacr

. npuemaiite Tendact kakro Bu e kazan Bauims nekap

. Axo 3a0paBuTe /12 B3eMeTe e/IHa 103, B3EMETe s BE/IHara clie/i Kato CH
cnomuute. Korato obaue Bpemero B KoeTo TpsaOBa 1a npuemere criejsaiiara
103a e 61M3K0 TpAOBa J1a B3eMeTe camMo eIHOKpaTHa /1038, KAKTO 00MKHOBEHO.
He npuemaiite noseue ot npeanucanara Bu anesna go3a Tendact
He B3emaiiTe iBOiiHa /103, 3a 1a KOMIIEHCHPATE MPOMyCcHaTaTa 103a.

Axo cnpere npuema na Teadacr

Kaxere na Bamms nekap ako uckare ja crnipere npuema Ha Tendact npeau na
3aBBLPLIMTE BALLETO JiedeHne. Ako cnpere aa npuemare Tendact no-pano ot
npeaBK/AEHOTO, BalnTe CHMNTOMM MOrat /1a ce Bb300HOBAT.

AKO MMaTe HAKAKBH JIOMBIHUTEIHH BBIIPOCH, CBBP3aHH ¢ ynorpebara Ha TO3H
MpOJYKT, MOJIsi monuTaiite Bawmms nekap wi papmaiesT.

4.Bb3MOKHH HEXKEJIAHH PeaKIHu
KakTto Bcuuku nekapctsa, Tendact 180 mg Moxe /1a npein3BUKa HEXEJIaHN PeakLny,
BBITPEKH Y€ HE BCEKH I'M 110/1y4aBa.

Kasxere Ha Bawmsa nexkap BeHara u cripere npuemanero Ha Tendacr 180 mg ako
MOy4uTE MOYBAHMS 10 JIMLIETO, YCTHHTE WM €3HKa, 3all0TO TOBA MOraT Jia ca
MPU3HALM HA TEXKKA alepruvHa peaxius.




- YecTu Hekenanu peakuuu (npu no-manko ot 1 Ha 10 u npu no-geue ot 1 va 100
nauMeHTH): rinaBobosMe, CbHIMBOCT, rajileHe, 3amaiBaHe.

- Heuectn Hexenanu peakumu (npu no-manko ot |1 va 100 v npu no-seue or | na
1000 nauuenTn): ymopa

- C nenssecTHa yecToTa: Peakiium Ha CBPbXYYBCTBUTEIHOCT MPOSBEHH C aHTHOE/IEM,
CTAraHe B bp/JMTE, JIMCITHES, 3aUepPBABAaHE HA KOXKATa U CHCTEeMHa aHauIaKkcus. ;
CBHIMBOCT, HEPBHOCT, HAPYIIEHHs HA ChHSA WM KOLIMAapH, NapaHos; yCKopeHa
chp/Ae4Ha AeHHOCT, chplebuene; auapus; oOpuB, ypTHKapus, chbpOex.

AKO NMOJYYHTC HAKAKBH HEXKCJIAHH JICKAPCTBEHH PCAKIMH, YBE/IOMETE Baius Jiekap
UJIH (bapmaueBT. Tosa BKJIIOUBA BCHUYKH Bb3MOKHH, HCOINMUCAHHU B Ta3M JINCTOBKA
HEXCJIaHHU pEaKLIUH.

5.Kaxk na eexpansiare Teadacr

CoxpansBaiiTe Ha MACTO, HEJIOCTBITHO 32 Jela.

He usnonssaiite Tendact cnen cpoka Ha rogHocT, 0TOeNsA3aH BHPXY ONAaKoBKa.
CpOKBT Ha rOZIHOCT OTrOBAps Ha MOC/IEAHUSA JIEH OT NOCOYEHUs MECELL.

He ce n3ncksar cneupuyuHu MEPKH 3a CbXpaHeHHe.

JlekapcTBata He TpA0Ba /1a ce M3XBBPJIAT B KAHAIH3ALMATA WM B KOHTElHepa 3a
nomawiu otnaabuu. [onuTaiite Bamns dapmaneBT kak 1a YHHILIOKHTE HEHYKHUTE
Bu nexapcrpa. Te3u MepKH 1€ CIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpe/a.

6. ChabpKanne HA OMAKOBKATA H A0NBbJAHHTEAHA HHpOopmanus
Kakso cuabpxa Teadacr

e AKTHBHOTO BELLECTBO € (heKCOPeHaIMHOB XHAPOXIIOPH L

(fexofenadine hydrochloride).Bcska Tabnerka cuabpika 180 mg
(excodeHaMHOB XHAPOXJIOPH/I KATO CHOTBETHOTO KOJIMUYECTBO € 0TOeNA3aH0 Ha
GmcTepa M KapTOHEHAaTa ONaKkoBKa
e Jlpyrute ChCTaBKHM ca:
- copyesunama na mabremkama: MUKPOKPHCTAJIHA LIeJTyJ103a,
NpexeNaTHHUPAHO LIAPEBUYHO HUILIECTE, KPOCKAapamMeso3a HaTpHil, MarHe3ues
creapar.
- ob6uekama na mabaemxkama: Xunpomeso3a,noB1a0H, Tutaos auokeun (E171),
CHJIHLIMEB IHOKCH]L, KONouzeH Ge3BozieH, makporon 400, skene3eH OKCHI YepBeH,
JKeJIe3eH OKCHJL JKBJIT.

Kaxk n3raexna Teadacr n KAaKBO CbABLPKA ONAKOBKATA

TaGnerkute Tendact 180 mg ca ¢ upaT Ha npackoBa 1 ¢ (hopmara Ha Karncyna, KosSTo
OT e/IHaTa cTpaHa uma mapkuposka ,,018” a or apyrara crpana ,.e”. Tabnerkure ce
npearar B 6eim Henpo3spaunu G6ancrepu. Beeku Gnncrtep cvabpixka 10 punmupanu
Tabnerku ,OMNaKoOBaHH B KAPTOHCHA OIIaKOBKa.

INpennarar ce onakoskyu ot 10 u 30 TaGneTku, ONakoBaHu B KapTOHEHA KyTHS.

He BcHuKM BMIOBE ONaKkoOBKH mMorar ja Obaar IMyCHaTH B npo,ua>K6a.




[IpuTekaTe] HA PA3PEICHHETO 32 ynoTpeda e:
Canopu-Asentuc Brarapust EOO/L

1303 Codus, Gyn. Anekcanbp Crambonuiickn 103,
Buirapus
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