-FoI2) | i

JIncroBka: uHpopmauus 3a norpeduTes

TAHTYM BEPAE ®OPTE 0,30 % cnpeii 3a ycTHa JiHraBuna, pasrBop
TANTUM VERDE FORTE 0.30 % oromucosal spray,solution
OensunamMuHoOB xuapoxyopun (benzydamine hydrochloride)

IIpoyeTreTe BHHMATE/IHO USJIATA JIHCTOBKA NMpPEAH Ja 3aM0YHeTe Ja MPHEMAaTe TOBA JEKapCTBO,
ThH KaTo T4 CbAbP2Ka BaXkHa 3a Bac undopmanus.
BuHaru npuemainTe ToBa JIEKAPCTBO TOYHO KAKTO € ONMMCAHO B Ta3H JIMCTOBKA MM KakTo Bu e kasa
Bawust nekap unu ¢gapmauesr.
- 3anasere Ta3u JUCTOBKA. MoKe Nja ce HaJIOXKH /1a s IPOYEeTeTe OTHOBO.
- AKO ce Hyx/JiaeTe OT JIOMbJHHUTENHAa HHPOpPMALIUs UM CbBET, monuTaiTe Bawus nekap uiu
(apMaLeBT.
- AKO MOJIyuHTE HAKAKBH HEXENaHU peakuuH, yBeaomere Bauuus nekap unu ¢papmauest. Tosa
BKJIKOYBA BCHYKH Bb3MOXKHHU HEXEJIAHW peaKLlMy, HEONMUCAHU B Ta3M JIMCTOBKA. BHXTe TOYKa
4.
- AKO cinea 7 AHM He ce 4yyBcTBaTe no-aobpe wiu cberosiHuero Bu ce Bnowwm, Tpsbsa aa

[IOTBPCHUTE JICKAPCKa IMMOMOILLL.

KakBo chabpxka Ta3H JIHCTOBKA
Kakso npeacrasnssa TAHTYM BEPJIE ®OPTE cnpeii 1 3a kakBo ce M3M0J13Ba

KakBo TpsibBa na 3Haete, npeau Aa usnonssatre TAHTYM BEPJIE ®OPTE cnpeii

I
2
3 Kak na usnonssare TAHTYM BEPIIE ®OPTE cnpeii
4, Bb3MOXHH HEXEJIaHU peaKLHH
5
6

Kak na cexpanssare TAHTYM BEPJIE ®OPTE cnpeii
ChbaAbpkaHue HA OMAKOBKaTa M JOMbJIHUTEIHA HHPOPMALIUS

1. Kakso npeacrasiasiBa TAHTYM BEPJE ®@OPTE cnpeii 1 3a KakBO ce H310/13Ba

TAHTYM BEPJIE ®OPTE cnpeit cbabpxa akTHBHOTO BeLIECTBO OEH3HAaMHUHOB XUAPOXJIOPHL.
beH3uaaMUHBT € HeCTEPOHIHO NPOTHBOBB3NAINTENHO CPEJICTBO U MPUTEXKABA H3PA3EHH
MPOTHBOBB3NAIMTEIHH H OOJIKOYCNOKOsIBaLLK cBOMCTBA. Bb3 0CHOBa Ha OBP30TO NPOHUKBAHE U HA
JIOKAJIHOTO oboraTsBaHe Ha Bb3NaJieHaTa ThKaH ce cTura 10 6bp30 orciabBaHe Ha 6ONKHTE U

OMNJIAKBAHUATA IPH MperjibllaHe.

TAHTYM BEPJIE ®OPTE cnpeii ce npunara kato npoTHBOBb3NAJIMTEIHO U 06e36015BaL0
CPe/JICTBO MPH Bb3MNAJIUTEIHH CbCTOSHUA HA I'bPJIOTO, YCTHATA KYXHHA U BEHIUTE.

Moxxe 1a ce npujara B CTOMaTOJ0rHYHaTa MPakTHKa, KaTO MOMOLLHO CPECTBO CJie]] BaJeHe Ha 310,
MpH Bb3NaAJICHUS Ha JJADHHICA W MPH HapyLUEHHS Clie/l IbYeBa Teparimsi.

2. Kakso TpsOBa 3a 3Haere npean aa usnoissate TAHTYM BEPJE ®OPTE cnpeii

He n3noassaiite TAHTYM BEPIAE ®OPTE cnpeii
- aKO CT€ aJIeprHYHHd KbM aKTHBHOTO BELUECTBO HUJIM KbM HSAKOS OT OCTaHAJIMTE ChCTAaBKH Ha

TOBA JIEKapCTBO (M30pOEHH B TOYKA 6).

[Mpeaynpexxaenns H NnpeanasHH MepKH 7R ¢
[Ipeau neuennero c TAHTYM BEPJIE ®OPTE cnpeii 06bpHeTe BHUMaHHUE, axo HMaTe npaﬁnemu
J1a KOHTPOJIUpATe NPErbIIAHETO CH. i & _



AKO NpM KpaTKOTpanHoO JeuclHe ¢ OeH3IUIaMHUH He Ce NOCTHIHE XEJIaAHH Pe3yJITaT, To Ie3adbasno
TpsadOBa na ce koucynrupare ¢ nekap. TAHTYM BEPJIE ®OPTE cnpeii e nokasan npx naieirmi,
KOHMTO UMaT TPYAHOCTH Jla NNPARAT raprapa.

Jdpyrn aekapersa ¥ TAHTYM BEPAE ®OPTE cupek
Be3moxkna e ynorpebara na TAHTYM BEPJIE ®OPTE crnipeit u npyru nekapcrBeHu NpoayKTH, Thil
KaTO HAMa JaHHM 34 HEXEJIAHH JIEKAPCTBEHHU PEaKIUH.

bpemMenHoCT, KhbpMeHne H GEpPTHINTET

AKO cTe OpeMeHHa UM KbPMUTE, aKO CMATATE, 4e MOKE Ja ¢T¢ OpeMeriHa MM IJIaHUpaTe Jia UMaTe
bebe, 0bBLpHeTe ce kbM Bautus nexkap unu ¢gapMalieBT 3a ChBET, NIPEAM jia IPHEMETE TOBA JIEKAPCTBO.
He tpabsa na nanonssare TAHTYM BEPAE ®OPTE cnpeit o BpeMe Ha O6peMEHHOCT, OCBEH aKo
TOBA He ¢ abcoMmoTHO HEOOXO/IMMO U He € niperopbuano oT Baiuus nekap. Ako ce Hy»Xjaaere OT
JICUEHHe, TPAOBa J1a ce M3I10J13Ba Hal-HUCKATa J103a 32 Bb3MOXKHO HAl-KPaTKO BpeMe.

Twi xaTo nsAma gaHHK 3a IPOTHBONIOKA3aHMA TIPU NIOKaAJIHA ynoTpeba Ha GeH3WAaMMH 110 BpeMe 1a
opemenHocT uinn kbpmene, TAHTYM BEPJIE ®OPTE cnpeit moxe j1a ce ynorpedspa 3a
KPaTKOCPOHHO JIEYCHHUE M I10]] JieKAPCKH KOHTPOJI.

Hiodupane u pabora ¢ Mamunn
JlokanHara ynorpeba Ha TAHTYM BEPHE ®OPTE cnpeii B npernopbyuTeNIHH /1034 He NOBIHABA
cnocobHocTTa 3a Wodupanc U pabora ¢ MaLLIMHMU.

TAHTYM BEPJE ®OPTE cupeii cbabpika eTano) 1, METH/INAPAXHAPOKCHOCHIOAT, HIOJHOKCHJI
40 xuaporesHpano pHIMHOBO MACJI0, MEHTOB APOMAT B HATPHH

ToBa nekapcTBO Chiabpka 13,6 mg ankoxon (€TaHON) BbB BCAKA NPUI0OXKEHA €1MHWYHA 034 oT 0,17
ml, xoero e ekBuBaeHTHO Ha 0,34 m] Gupa unu 0,14 ml BuHO. MAaJIKOTO KOTHUECTBO @71KOXOJ B TORA
JIEKapCTBO HAMA J1a UMA HAKaKBH 3abenexkumMu edekTy,

Merrunnapaxmapokcndensoar MoxXe jia IPUYUHYA allepriuyHy peakiivu (BeposTHO OT 3abaBcu TuIi).

[ lonnokcuit 40 xujporesnpano pHIMIIOBO MACIO MOXE J1a IPUUMHHU CTOMALIIHO HEPA3MOJIONKCHUC H
JINapUsl.

ToBa nekapcTBO ChAbPKa apoMar ¢ OCH3WIIOB AJIKOXOJ, UMTpoHeno, D-niMoHeH, repaitunol,
JIAHAJIOOJN M €BIr'€HOJI, KOUTO MOTaT J(a NPHYKHAT aliCpridHl PEaKkLKH.

ToBa siekapcTBO Ch/{bpKa 110-Manke oT 1 mmol HaTpuit (23 mg) Ha npuUIeXKeHa 1033, T.C. MOXC Jia CC
Kaxe, 4e NMPaKTUYECKH HE ChAbPKa HaATPHIA.

3. Kak aa n3nonzsare TAHTYM BEPJAE ®OPTE cnpeii

BuHaruy usnoyssarMre TOBA JIEKAPCTBO TOUHO KAKTO € ONMCAHO B Ta3W JIMCTOBKA WM KakTo By e kazai
Baumsar nexap unu papMailcsr. AKo HE CTe CUTYPHH B HELLO, TIToiMTaiTe Bauis nekap miu
¢dapmaLeBT.

KakBo KOJIHUYCCTBO




Bu3pacruu: 2-4 BrpnekBanus, 2-6 bTH JIHEBHO (BCIKO BIIpbCKaHe ¢ ekBuBajieHTHO Ha 0,17 ml or

pasTBopa).
Buumanue: He npesuinasaire npeniopsunresiHara j1o3a 0e3 j1a ce KoHeysirupare 1spo ¢ Bauius
JIeKap.

Uncrpykuuu 3a ynorpeda

AKO 3a0€JICKHTE IIPOMSAHA B CUMITTOMHUTE WM ce 3a/IbJidoyar, nonuraire Bamus JieKap.
BuuManue: u3ioJi3BanuTe camo 3a KpaTky 1HEPUOJIU OT BpeMe.
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Harucnere cuiino Oyrona Ha jlo3upalnara rnomria.

Baxkno: pejm mmupsara ynorpeda na TAHTYM BEPJIE ®OPTE cnipeit tpsOra j1a naruchere
HAKOJIKO 1I'bTH OyTOHA HA 1oMI1aTa, JIOKATo e 10SBH aepo30JicH 00J1aK.

AKO cTe H3noJi3Bajin noseue o1 neodoxoaumara jroza TAHTYM BEP/IE ®OPTE cupeii
Hsma choOtienus 3a 1pejozupate ¢ OeH3u1aMUH, NPUII0KEH JIOKAJTHO.
CilyuyaiHoTo 1norjibiaie Ha MaJjiku KoJimyecrna ¢ 6e3onacHo.

AKO CJIy4alHO norsjHere 4act ot Baiuero siekaperBo, He3adaBHO ce CBbpIKeTe 3a ¢hBeT ¢ Bartius
nekap uiu hapmaiiestr.

AKo cre nponycuau j1a uinoiszsare TAHTYM BEPJAE ®OPTE cupeii
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4. B3MOKHHA HEXENIARM PeaKllHK

KakTo BcUukH JACKAPCTB4d, TOBA JICKAPCTBO MOXKC [ld [IPCAH3IBHUKA HCXKE/1aHHU PCAKIIHHN, BBLITPCKHA Ul 1IC
BCCKH I' IIOAyuaBa.

HenocpeacrTeeHo ciien ynorpeda moxe aa ce NOSBH UITPBIIBAHE B YCTATa U FLPAoTo. To3u edekr
cnaja KbM HauMHa Ha JICHCTBHE Ha JICKAPCTBEHUA NPOAYKT M CIIEAl KPAaTKO BpEeME OTLIYMABA.

I3 MHOI'O peaky cnydan (¢ yectora no-tuucka or 1 na 10 000 xyuun) cnea ynorpedbara ua TAHTYM
BEPJIE ©OPTE cnipent ce nabimojasar ciieqHATE HEXEIAHH Peakilui:

® yccllalie 3a fapeHe Ha JIMraByuaTa Ha yerHaTa Kyxuia,

® rajieHe WiK NoBphLUIAKCE;

¢  AJICPrUyHM PCaKINMU.

Henocpeacraeno crey yiiorpeba MoXKe Ja ce MOSBH M3TPBLIIBAHE B ycTarta U rbpiioTo. Tosn edekr
clajla KbM HauHMHa Ha JICHCTBHE Ha JICKAPCTBEHUS NMPOJAYKT M CJIEJ KPaTKO BpeMe OTLLUYMSBA.

Hexxenanu peakuun ¢ HCU3BECTHA YE€CTOTA:
- AJICPIrY4HH pCaKiiMh (CBPbXUYBCTBHTEIIHOCT),

- CepHosHU alepriuHy peakund (aHaduIakTHYEH MIOK), MPH3HAIM Ha KOUTO MOT'AT /1A
BKJIFOUBAT 3aTPYAHEHO AHLIAHE, OOJIKH B IbPAUTE WIM CTATAHE B I'bPUUTE W/ WM YYBCTRO 34
3aMaitBaHe/TIpUNaIbK, TEXbK ChbpOEK HA KOXKATA WK MOBAUrHATH OYUKH/NOJIYTHHH 110
KOXarTa, OTOK Ha JIMLIETO, YCTHHTE, €3UKa W/ WY I'bPJIOTO, KOUTO MOXE Ja Obaar
NOTEHIHAJIHO XXHBOTO3acTpalllaBallH.

CroburaBsane Ha HEXKCIANH peaKiHH
AKO NOJIYyUHTE HIKAKBHY HEXKENAHH JIEKAPCTBEHH peakluy, yeejaomere Balunsa nekap unu dapmMauest.
ToBa BximouBa BCHUKH Bh3MOXHU HEOIMCAHM B Ta3H JIMCTOBKA HEXeNlalu peaklud. Moxere chino
1a ChOOLIMTE HEXKEIIAHHW PCaKIIMK JUPEKTHO YPE3 HAlLMOHAJiaTa CHCTEMA 3a Chob1IaBale:
HM3nbaduTesina arcHuMA 1o nexapereara, yiu. ,.Jlaman I'pyes” Ne 8, 1303 Codwums, Ten.: +359 2
8903417, yebcaiiT: www.bda.bg.

Karo chofuiasare HexeNnaHu peakliMy, MOKETe 1a 1aJieTe CBOs NPHHOC 3a M0Jy4asate Ha [10BeUC
HHpOpMaLKUs OTHOCHO He30MacHOCTTa HA TOBA JIEKapCTBO.

3. Kak na cexpanssate TAHTYM BEPJAE ®OPTE cnpeii

Jla ce chxpanaBa Ha MACTO, HCAOCTBLITHO 32 JIC1IA.

Ja ce nasu ot CirbHYCBA CBETIIMHA; JICKAPCTROTO Jia C€ ChXpaHABa, I0CTABCHO BhLE BLHINIIATA
OI1aKOBKA.

e u3nosizBaidTe TOBA JICKAPCTBO Cle/l CPOKA Ha rOAHOCT, OTOENN3aH BbPXY KAPTOHEHATa Ol1aKOBKA.
CpOKBT Ha 'OHOCT OTroBaps Ha MOC/ICAHUA JICH OT MOCOYCHHS MECEll.

I'le vaxsbLpIisiiiTe NekapeTsara B KaHaJiM3aliMaTa WIHM B KOIITCHHCpa 3a JIOMAalIHH O IhLN.
Hlonuraire Baing gapmaiieBT Kak 1a M3XBBLPIIATE JICKApCTBATd, KOUTO BEUe He M3liojizsare. I'eaum
MCPKH 1IiC CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpeia.




6. CouAbpiKanHe HA OIIAKOBKATA M 10ILJIHHTEIHA HHDOpMaANHS
Kakso cuianpxka TAHTYM BEPAE @OPTE cupen

100 ml pazrBOp cbaBpKAT:

AKTHBHO BelllecTBO: Oenznnamuuos xuupoxiopuia 0,30 g.

Jpyru cberaBkH: eTanon 96%, riuepos, 11ouokeun 40 XxuaporeHupaHo pUuLUHOBO MAciI0, MCHTOB
apoMar, METHJI NapaxuapokcHOEH30aT, 3aXapHH, IPEYUCTEHA BOA.

EnHo BuphckBane ce pasusisa na 0,17 mi pasrsop.
Kak maraexaga TAHTYM BEP/AE ®OPTE cnpeit 1 KakBo CbABPKA ONAKOBKATA

TAHTYM BEPJIE ®OPTE cnpeit ce npennara B 15 ml Oyrunka ¢ po3upaiia nomna, riocrasea B
KapTOHEHA KYTHS ¢ NPHJIOKCHA JINCTOBKA 32 [MaLMCHTA.

IIpurexkaren ua paspeunicnuero 3a ynuorpebda
Anpkennny Papma buarapus EOO/]

yn. "Hukona Tecna" Ne 3,
o51. busnec llenrsp BCP Codus 1, erT. 4, opuc 401,

Codusa 1574, bbarapus
Ten.: +35929751395

Hpouzsoaurein
A.C.R.AF. S.p.A.,Via Vecchia del Pinocchio 22, 60131 Ancona, Uranus

3a JI0ITbJIHUTENIRA WRBOpPMaliMi OTHOCHO TORA JIEKAPCTBO, Mo CBbpkeTe ce ¢ Ilpurexarcins na
pa3peLICHUETO 3a yioTpeoa.

Jara Ha nocjeaHo npepasriaex/jance na aucroskara 07/2025.




