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TAHTYM BEPJE ®@OPTE 0,30 % cnpeii 3a ycTHa IuraBuna, pasrsop
OenznamiHoR Xuapoxopu (benzydamine hydrochloride)

IMpotueTeTe BHAMATE/IHO USJIATA JHCTOBKA MPEAH A 3aM04HETe 14 NpHeMaTe TOBA JIeKapCTBO,
Thif KATO TH CbAbPska BaskHa 32 Bac nndopmanus.
BuHArd mpueMaliTe TOBa JIEKAPCTBO TOUYHO KAKTO € ONMCAHO B Ta3H JMCTOBKA WM KakTo Bu e kasan
Bawusat nekap unH (apMaLest.
- 3amaseTe Tazu AHCTOBKA. Moxe 1a ce HANoKH A2 5 TPOUETETEe OTHORO.
- AKo ce HyXJaeTe OT JONbIHMTEIHA WHOOPMALIMS WM ChBeT, monuTaiite Bawus nexap umm
thapmaueBr.
- AKO MonyuuTe HIKAKBH HEXKENAHW peakuuu, yBeromere Bamus nexkap unn dpapmatiest. Tosa
BKJTIOWBA BCHYKH Bb3MOXKHH HEXenaHw peakiiii, HeOMHCaHW B Ta3H TUCTOBKA. BIkTe Touka
4.

- AKo cnen 7 aHM He ce 4yyBCTBaTe no-n00pe WM cheToAHWETOo BH ce BhowM, TpsdBa na
NOThPCUTE IEKAPCKa MOMOIIL

KakBo cbAbp#a Ta3H JHCTOBRA
Kakso npeacrasnasa TAHTYM BEPJE ®OPTE cnpeii u 3a kakBo ce H3mon3pa

1.

2. Kaxso Tpadsa na 3naere, npeau ga nsnonzsate TAIITYM BEPJIE ®OPTE cnpeii

3 Kak na nznonssare TAHTYM BEPJIE ®OPTE cnpeii

4. BbaMoicHH HeXxenaHu peakiiu

5 Kak na cexpanssare TAHTYM BEPJIE ®OPTE cnpeii

6. Chabp#aHie Ha ONIAKOBKATA W AOMBAHUTENHA HHhOpMAIUs

1. Kaxso npeacrasasisa TAHTYM BEPJAE @OPTE cnpeii n 3a KakBo ce H3110/13Ba

TAHTYM BEPJIE ®OPTE cripefi ¢bibpika akTHBHOTO BELIECTBO OEH3MIaMUHOB XHAPOXJIOPHI.
EEIISHLI,aMHH’bT € HECTECPOHIHO NMPOTHBOBBLINAIMTENHO CPEJICTRO U NIPUTEKABA U3PA3CHU
NPOTHBOBLNATMTEHH H 00JIKOYCIOKOARALLY CBOHCTBA. Bb3 0CHOBA Ha GBP30TO MPOHHKBAHE W HA

JIOKQTHOTO 000raTsaBaHe Ha Bb31a/ICHATA ThKAH CC CTUra ity 6’bp30 orcnabBaHe Ha DONKHTE W
OIMJIaKBaAHHATA MPH NPErabIaHe,

TAHTYM BEPJIE ®OPTE cnpeii ce npuiara KaTo MPOTHBOBB3MAIHTENHO W 06e30019Ba110
CPEACTRO IPH Bh3NAJHMTE/IHH ChCTOAHKA Ha I'bpJIOTO, YCTHATA KYXHHA H BCHUIHTE.

Moske 1a ce npuiara B cTOMaToIOTHYHATA MPAKTHKA, KATO MOMOIIHO CPEACTRO Cie/, BaAeHe Ha 360,
PU BB3MAIEHNS HA JTAPUHICA M TP HAPYLUEHUS Clie]] IbYeBa TeparnHsi.

Z: Kakeo TpsiGea 3a 3naere npeau na ninoussare TAHTYM BEPAE ®@OPTE cnpeii

He usnoazeaiite TAHTYM BEPJE ®OPTE cupeii

- dKO CTE aJIEPrHYHKM KbM aKTHBHOTO BELIECTBO UM KbM HAKOS OT OCTAHAJIMTE ChCTABKH HA
TOBA JeKapeTBO (M30pPOEHH B TOUKa 6).

Tpenynpe:xaenust 1 upeEA3HE MEPKH
[Tpeyn neuenunero ¢ TAHTYM BEPE ®OPTE cnpeii 00bpHeTe BHHMaHHe;'
Ja KOHTPONIMPATE NPErbIUAHETO CH.



AKO NpH KpaTKoTpaiHo JiedeHrie ¢ OCH3HIAMHH He Ce [IOCTHTHE KENaHWs pe3yNTar, To He3abaBHo
TpabBa na ce koHcyarupare ¢ nekap. TAHTYM BEPIAE ®OPTE cnpeii ¢ nokasad npy NalHeHTH,
KOUTO UMAT TPYJAHOCTH [d NpassiT raprapa.

Hpyru nekapersa 1 TAHTYM BEPIAE ®OPTE cupeii
BramvoxkHa e ynotpedara na TAHTYM BEPJIE ®OPTE cnpeii u ipyru nekapcTBeHH NPOJLYKTH, TLi
KATO HAMA JAHHH 3@ HEXKENAHU JEKAPCTBEHH PeaKiHH.

bpemennoct, kbpMene H pepTHIANTET
AKo cTe OpeMeHHA HIIM KbPMUTE, CMATATE, Ye MOXke Ja cTe OpeMeHHa WITH NTaHHpaTe OpeMEeHHOCT,
nockBeTBaliTe ce ¢ Baluusa nexap wiu dapmauest npeau ynorpebara Ha ToBa NeKapcTBo.

T'vii kaTo HAMA JAHHH 3@ NPOTHBONOKA3AHMA MPH TOKanHa ynotpeda Ha OeH3MIaMHH 110 BpeMe Ha
opemennoct unn kbpMene, TAHTYM BEPE ®OPTE cupeii moxe aa ce ynorpebsea z2a
KPaTKOCPOUHO JIGUCHUE W MO/ JIEKAPCKH KOHTPOII.

ogupane 1 padora ¢ MalIMHH

JlokanuHara ynotpeba na TAHTYM BEPJIE OPTE cnipeii B TpenopbYuTeHH 103K HE MOBINHSABA
cnocobHOCTTA 3a modupaHe U padoTa ¢ MalHHH,

TAHTYM BEPJE ®OPTE cnpeii ceabpxa erano, MeTHINAPAXHAPOKCHTEH30A T, OJTHOKCHIT
40 xpaporeHHpano pHOHHOBO MACIO, MEHTOB APOMAT H HATPHH

Tosa nexapcTeo chabpka 13,6 mg ankoxoi (eTaHon) BLB BCAKA IPUIOKEHa efHHNYHA 103a ot 0,17
ml, koeto e exBuBanenTHo Ha 0,34 ml 6upa nau 0,14 ml BUHO. MankoTo KOMTHYECTRO AJKOX0A B TOBA
JIEKapCTBO HAMA Ja HMa HAKAKBH 3a0e/IKMMH e(eKTH.

MeTtunnapaxupokcibeH30ar MoKe J1a IPUYHHE aNepru4HH peakii (BeposTHO OT 3a6aBeH THIT).

Iomoxcun 40 XuaporeHMpaHo PHIMHOBO MACHIO MOXKE Ja MPHUMHKM CTOMAIIHO HEPa3noJomKeHHe 1
AHAPHAL,

Toea JICKapCTBO ChOBPXKA apoMart ¢ OGeHznnoB AJNKOXOJ1, HUTPOHEN0, D-nuMoHeH, repaHuol,
JIHHAI00 H €BM€HOJI, KOUTO MOraT Ja MPUYUHAT aJlepriiYHu peaKkuuu.

ToBa j1ekapcTBO ChAbPIKE N0-MaaKko oT | mmol narpwii (23 mg) Aa npuimKeHa j103a, T.e. MOXKE 14 ce
Kae, e MPAKTHYECKH HE ChIABPKA HATPUIA.

3. Kak na manonzeate TAHTYM BEPIE ®OPTE copeii

Bunary usnomnssalitTe ToBa ICKAPCTBO TOYHO KAKTO € OMUCAHO B Ta3H JIMCTOBKA WM KakTo Bu e kazan
Bawar nekap unu dapmaieBT. AKO HE CTe CHIYPHHM B Hello, nonuraiite Bawus nekap niu

(apmauesr.

KakBo KOIHYECTBO
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Bw3pacTHu: 2-4 pnpbckBanus, 2-6 NbLTH JHEBHO (BCAKO BIPBCKaHe ¢ ekBHBaneHTHO Ha 0,17 ml ot
pazTBopa).

Buumanne: He npesuiuagaiite npenopbuntenyara 103a 0e3 J1a ce KOHCynTUpare nbpeo ¢ Bamius
nekap.

Hucrpykuun 3a ynorpeda

Axo 3abenexuTe npoMaHa B CHMITOMHTE MK ce 3aabiabouar, nonuTaiite Bamms nexap.
Buumanue: n3nonssaiTe camo 3a KPATKH MIEPHOAH OT BPEME.

1. 3aBbpTeTe /103aTa Ha JO3MpALLATA TIOMIA.

2. llocTaBeTte 1103aTa B YCTATa W HACOYETE CTPYATA KbM
BB3MATEHHTE YHACTLLUN HIM IBPI0TO, aKO (DAapHHTCA & Bh3NaleH.
Haruchere cunHo GyTOHA HA TO3MPALIATA IOMIIA.

BaxHo: Tpeau meprara ynorpeba na TAHTYM BEPJIE ®OPTE cnpeii Tpabsa na natuchere
HSAKOJIKO MbTH OYTOHA HA MOMTIATa, IOKATO CE NMOABH aepo30ieH obliak.

AKO CTe H3M0JI3BAJIM NOBeue 0T Heodxonaumara no3za TAHTYM BEPAE ®OPTE cnpeii
Hama cwobiuennd 3a npejiosupase ¢ OSH3uaMuH, PUIOKEH JIOKAIHO.
Ciy4aHHOTO MOrTbIIAHE HA MANKH KOJIMYECTRA ¢ He30MacHO.

AKO CJly4aiHO NOrbjHeTe 4acT 0T BaleTo fekapcTeo, He3a0aBHO Ce CBLIKETE 34 ChBeT ¢ Baums
aexap Ui dgapMarienT.

Ako cre nponycaanu aa usnoussare TAHTYM BEPJAE ®OPTE cnpeii
He B3emaiite nBoiiHa 71033, 3a 1a KOMIIEHCHPATE [IPOIYCHATATA.




4. BL3MOKHH HeKeJIAHH PEAKLHH

KakTo BCHUKH NeKapcTBa, TOBd JICKAPCTBO MOXKE Aa MPeAU3BHKd HEKEIaHH PCaKlHH, BbIIPEKH Y€ HE
BCEKH I'M I10J1yHaBa.

Henocpeacteeno ciiest ynorpeda MOKe 7a ce [0sBM M3TPBIIBAHE B ycTaTa H rbpnoto. Tosu edekr
Crajd KbM HaYMHa Ha JieficTBHE Ha JIEKapCTBeHH NPO/YKT W CIE/ KpaTKO BpeMe OTLIYMABA.

B mHoro pejaky cinyyuan (¢ yectota no-Hucka ot 1 na 10 000 ayum) cnen ynorpedara va TAHTYM
BEPJIE ®OPTE crnpe#i ce HabMoAaBaT ClgiHUTE HEXKEITAHH PEaKIHH:

® yccllaHe 3a MapeHe Ha JTHTaBHLATa HA YCTHATA KYXHHa;

® [3/ICHE HIIH MOBPBIIAHE;

® QIEPrHYHH peaKilii.

HenocpencTtseHo crnep ynorpeba MoXKe Ja ce N0sBH U3TPBIIBAHE B yCTaTa M MbpIioTo. To3M edexTt
crnaja KbM HauMHa Ha AelCTBHE Ha JIEKapCTBEHUS POAYKT H CE KpaTKo BPEME OTLLY MsiBa.

Hexenanu peakumu ¢ HEH3BCCTHA YECTOTA:
- AnepruyHH peakunH (CBPbXYYBCTBUTEIHOCT);

- CeprosHH aiicpriiHy peakuun (anadunakTH4eH oK), NPH3HALH Ha KOHTO MOTaT Aa
BKJIIOYBAT 3aTPyAHEHO AHIIaHE, DOJIKK B MEPAMTE WM CTAraHe B MbPAHTE M/HIH YyBCTBO 32
samaiBalie/NpUnaibK, TeKLK Chpbek Ha KOKAaTa HITH MOBAHIHATH OYUKKH/TIOAY THHH 1O
KOMKATa, OTOK HA JIHLETO, YCTHUTE, €3HKa W/WIH I'bPJIOTO, KOHTO Moke aa Obaat
MOTEHLHATHO XKHBOTO3ACTPALLIABAIIH,

CrolmaBaHe HA HeXKe/IaHH PeaKlHA

AKO N01yunTe HAKAKBH HEXKEJIAHH JIEKAPCTBEHH peakiluy, yeejomere Bauius nekap wiu gapmanesT.
ToBa BKNKOYBA BCHYKH Bb3MOKHH HEOMUCAHH B Ta3M JIMCTOBKA HEXENAHW peakiii. MOkKeTe Chilo
Ja cbOOLINTE HEKENAHH PEaKUHH AWPEKTHO Ype3 HALIMOHAIHATA CHCTEMA 3a ChODIIaBaHe:
MsnbianuTenHa areHuns 1o gekapersara, yi. . Jdamsad ['pyes”™ Ne 8, 1303 Codwmsn, Ten.: +359 2
8903417, yeOcaiit: www.bda.bg.

Karo chobasaTe Heskenany peakiuy, MOKeTe J1a J1a/IeTe CBOs IPHHOC 34 MoIyYaBaHe Ha noBeve
nHpOpMaLHs OTHOCHO GE30MacHOCTTa HA TOBA JIEKAPCTBO.

5 Kak 1a epxpanasate TAHTYM BEPIAE ®OPTE crpeii
Jla ce cpXpaHsBa Ha MACTO, HEJOCTBIIHO 34 Jeua.

ILE. C€ Mas3H OT CIIbHYEBA CBETIWHA; JIEKAPCTBOTO Ja €€ ChbXPaHABa, MOCTARCHO BRbB BRLHIIHATA
OMnaKoBKa.

He uznonssaiite Tosa JIEKAPCTBO CJIedl CPpOKa Ha roJiIHOCT, oTbesA3an BbPXY KaPTOHEHATA OlMaKOBKa.
CpOK‘bT HA TOAHOCT OTroBaps Ha MOCICAHUS JeH OT MOCOYEHU MeCell.

He nsxpbpndiiTe nekapcTeata B KaHATW3AUMATA WK B KOHTEHHEPA 3a IOMAIIH| OTNALbLM.
[lonuraiite Bawus GapmaierT Kak Ja H3XBbPATE NEKapCTBaTa, KOMTO Beve He uinonssate. Tesn
MEPKH LIE CIIOMOTHAT 32 0ONa3BaHe HA OKOJIHATA cpea. T




6. Cpabp:kanue HA OMAKOBKATA H TONLJIHHTeAHA HHGOpManus

Kakso chabpika TAHTYM BEPJAE ®@OPTE cnpeii

100 m] pa3TBOp CHABLPHKAT:

AKTHBHO BellecTBO: OeH3naaMuHOB xuapoxnopun 0,30 g.

Jlpyru cheTaBKi: eTaHon 96%, rauuepon, nonuokcun 40 XujiporeHupaHo pHLHHOBO Maciio, MEHTOB
apoMart, MeTH] MapaxuaApoKCHOEH30aT, 3aXapHH, MPEYHCTEHA BOJA.

Enno Bnphwckeane ce pasHsBa Ha 0,17 ml pazrsop.

Kak usranexna TAHTYM BEPAE ®OPTE cnpeii 1 KaKBO ChibpiKa 0NAKOBKATA

TAHTYM BEPJE ®OPTE cnpeii ce npeanara B 15 ml OyTunka ¢ gozupaiia rnomra, ocTapeHa B
KAPTOHEHA KYTHS C MPUIOKEHA THCTOBKA 32 MAIHEHTA.

IlpureskaTes HA pa3pelIEHHETO 32 yHOTpeda

Anprennnn @apma buarapus EOO/]
byn. Acen Hopnanos 10
Codusa 1592, Benrapus

Ten.: +3592 9751395
daxc: +3592 971 5745

I[Ipon3BoauTenn
A.C.R.AF. S.p.A.,Via Vecchia del Pinocchio 22, 60131 Ancona, HMrtanus

3a J0MbAHUTENHA UH(OPMALMA OTHOCHO TOBA JIGKAPCTBO, MOJs cBbpikeTe ce ¢ [purexarens na
pasperienueTo 3a ynorpebda.

JaTa Ha noc/ieno npepasriexkiane na ancrosxkara 10/2020.




