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TAHTYM BEPJE 0,15 % cnpeii 3a ycTHa THraBuia, pa3tsop

TANTUM VERDE 0,15 % oromucosal spray, solution

6en3unamMunoB xuapoxyopun (benzydamine hydrochloride)

IlpoyeTeTe BHUMATEJHO USAJIATA JHCTOBKA MPEIH 12 3aNI0YHETe a IpHeMaTe TOBA JIEKapCcTBO,

Thil KaTo TS ChABPAKA BaxkHa 3a Bac undopmaums.

BuHaru npuemaiite ToBa 1€KapcTBO TOYHO KAKTO € OMMCAHO B Ta3M JIMCTOBKA MM KakTo B e kasan

Bawmusr nexap unu ¢apmauesT.

- 3anazeTe Ta3u JUCTOBKA. MoOXe 1ia Ce HaJIOXKH Ja sl [IPOYETETE OTHOBO.

- AKO Cce HyX/JaeTe OT IONbJHUTENIHA HH(OPMALKs K ChBET, NONUTakTe Bauins nexkap niu

- dapmaleBT.

- AKO MONy4HTe HIKAKBH HEXeNaHH peakluy, yBegomere Baums nekap uiu gpapmauesTt. Tosa
BKJIFOUBA M BCHUKH Bb3MOXKHH HEXeJIaHH PeakiyH, HEOMCaHHU B Ta3H JUCTOBKa. BuxTe
TouKa 4.

- AKo cniest 7 IHH He ce uyBCTBaTe Mo-106pe Wik ChCTOsSHHETO B ce Biowy, TpsabBa Aa
NOTBPCUTE JieKapcKa MOMOLI.

KakBo cbabpka Ta3H JIHCTOBKA

1. Kakso npeacraenssa TAHTYM BEPJIE cripeit u 3a KakBO Ce H3M10J13Ba
2. KakBo Tpsi6Ba na 3Haete, npenu ga usnonssare TAHTYM BEP/IE cnpeit
3. Kak na usnonzsare TAHTYM BEPJIE cnpeit

4. Bb3MOXXHY HEXENNaHH PeaKLMH

5. Kak na cexpansisare TAHTYM BEPJIE cnpeii

6. CbabpikaHue Ha ONaKOBKAaTa U JONBJIHUTENHA HHPOpMAaLHs

1. Kakso npeacraBiasiBa TAHTYM BEP/IE cnpeii 4 3a KaKBO ce H3M0J13Ba

TAHTYM BEPJIE cnpeit cbIbpxka akTHBHOTO BEILECTBO OEH3HAaMHUHOB XUAPOXJIOPHA,.
BeH3uIaMHHBT PUTEXAaBa U3pa3eHH NPOTUBOBB3NAIUTENHU U OONKOYCNOKOsBallM cBOlcTBa. Bb3
OCHOBa Ha GbP30TO MPOHUKBAHE M HA JIOKAJIHOTO HATPYIBaHe BbB Bb3MajieHaTa ThKaH Ce CTUra 10
61bp30 oTcNabBaHe Ha GOJIKMTE U OTUIAKBAHUSTA NPHU MPErIbLIaHe.

TAHTYM BEPJIE cnpeii ce npunara npu 60je3HeHH Bb3MAJIEHHs] Ha YCTHATa KyXHHA, BEHLIUTE H
r'bpJIOTO, KAKTO U NPH MHEKIUMHK Ha IMTaBULIATa HA YCTHATA KyXWHA U [bPJIOTO, Hal-Beue npu
[pOCTYIHHU 3a00JIIBaHHUSL.

I[Mpunara ce Mpeam M Ciell BaIeHe Ha 3b6.

2. KaxBo Tpsi6Ba 1a 3Haere, npeau aa u3noassare TAHTYM BEPJIE cnpeii

He u3nonsBaiite TAHTYM BEPJE cnpeii
- ako Bue Wiy BalIETO JeTe CTe alepruyHy kbM GEH3MAaMHH HJIM KbM HAKOS OT OCTAHANINTE
CbCTaBKM Ha TOBA JIEKApPCTBO (M30POEHHU B TOUKa 6).

IlpexynpexneHus U npeanasHA MepKu
Ipu npoab/kaBake Ha ONJIAKBAHUSATA MJIM AKO HE Ce MOSIBH OYaKBAHOTO BB3ACHCT
Jiekapcka KOHCY/TalMs NPHU bpBa Bb3MOKHOCT.



HeBoAHOTO NOrIbIIAHE HA MAJTKH KOJTMUECTBA OT JIEKAPCTBOTO € Ge30rMacHo. AKO rojemMH
KONMYCCTBA CE MOMbAHAT 110 Norpelika (Hanp. oT Jiena), He3abaBHo j1a ce NMoThpeH Jiekapeka MoMolll,.
Kato mspka 3a mbpBa noMolit ce Mpernopbysa MPeM3BUKBAHETO Ha NOBpbILAHE.

Npyru aexapersa u TAHTYM BEPJE cnpeii
Tps6GBa aa kaxere Ha Bawms nekap wim gapMalieBT, ako H3M1013BaTe, HACKOPO CTE H3MO0/I3BAIH UIIK €

Bb3MOXHO /1a U3MON3BaTe JIPYTH JIeKapcTBa.
He ca no3HaTi B3auMoOJEHCTBHS C APYTH JIEKAPCTBA.

BpemeHHOCT, KbpMeHe U GpepTHINTET
Axo cTe 6peMeHHa WM KbPMHTE, CMSATATE, Y€ MOXeE J1a cTe GpeMeHHa HilH ITaHnpaTe OpeMeHHOCT,
nochBeTBaliTe ce ¢ Bawuus nekap unu QapmauesT npeau ynorpedara Ha TOBa JIEKapCTBO.

[pu ynoTpe6a o npegHasHayeHne € Bb3MOXKHO M3MOJ3BaHETO Ha TOBA JIEKAPCTBO MO BpeMe Ha
OPEMEHHOCT U KbPMEHE.

[llo¢upane u paGoTa ¢ MAIIHHH
TAHTYM BEPJIE cnipeii He oka3Ba BIMSHHE BbpXY KOHLEHTpaLusTa Npu modupane u padora ¢
MalIKHH.

TAHTYM BEPJE cnpeii cbabpxa eTaHO, METHJINaPaXHAPOKCHOEH30aT, MEHTOB apOMaT H
HATpHH

ToBa nexapcTBO Chabpka 13,6 mg ankoxon (€TaHoN) BbB BCsika IpHIoxkeHa 1o3a oT 0,17 ml, koero e
exBuBaeHTHO Ha 0,34 ml 6upa unu 0,14 ml BUHO. MankoTO KOJIHYECTBO aJIKOXOJI B TOBA JIEKAPCTBO
HsIMa J1a MMa HAKaKBH 3a6enexuMu edexTy.

MeTunnapaxuapokcubeH30aT MoXe Jia IPHYHHH aJIEprH4HH PEakLHH (BEPOATHO OT 3a0aBEH THIL).

ToBa lekapCTBO ChABPXKa MO-MaJko 0T 1 mmol HaTpui (23 mg) Ha IPHIIOXKEHA 1034, T.€. MOXE /1A Ce
KaXe, Ye PaKTUYECKH HE ChAbPXKa HATpUM.

Toga JIEKApCTBO CBABPXKA apoMart C 6eH31II0B AJIKOXOJI, HIUHAMHUJIOB aJIKOXO0JI, IUTpaJl, LUTPOHEIION,
repaHuoJI, M130€BreHOJI, JIMHAIO0], EBrCHOJ U d-HHMOHCH, KOUTO MOrart Aa INpUu4uHAT aJICpruyHu

peaKulnH.

3. Kaxk aa n3noassate TAHTYM BEPJE cnpeit

TAHTYM BEP/IE cnpeii € npefiHa3Ha4yeH 3a BIPHCKBAHE B yCTHATa KyXHHA M I'bPIIOTO.

ByHary u3noj3saiiTe TOBa JIEKapCTBO TOYHO KAKTO € ONUCAHO B Ta3u JIMCTOBKA UM KaKTo Bu e xazan
Bauusr nekap WM ¢papMaLeBT. AKO He CTe CUT'YpHH B Helllo, nonuTaiite Bamus nexap unu
GbapmaneBT.

KakBo KOJHYECTBO

B'bspachm H IOHOIUM




4-8 BNPLCKBaHHS, 2-6 THTH IHEBHO (BCAKA BIIPBCKAHE e expupaenTHo Ha 0,17 ml oT pasTBopa).

Ynorpeba npu geua

Z

-,

Jleua (6-12 roauiuna Bb3pacT): 4 BIPHCKBAHKA, 2-6 NLTH JIHEBHO.

Kbpmauera H aeua (nox 6 roanHK): | BNpbCKBaHE Ha 4 K TEJIECHO TErJI0, /10 MakCHMYM 4
BNPBLCKBAHHA, 2-6 TbTH IHEBHO.

Buumanne: He npesnwasaiite npenopbuiTeHara 103a 0e3 1a ce KOHCy/ITHpaTe nbpBo ¢ Bawns
nexap.

3a K0JIKO BpeMe
Wsnonssaiite TAHTYM BEP/IE caMo 3a KpaTku NepHO/H OT BpeMe. AKO € HeobxoauMo Uiy Bue

win BaweTo aeTe He ce NouyBCTBATe N0-100pe cled 3 AHH, NONMTaATe Batuus jekap. =
AKO 3a0e/eXHTe POMSHA B CHMITTOMHTE HITH Ce 3a1b1004aT, NONHTanTe Baiuus 11
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1. [ToBaurHeTe A103aTa Ha MoMInara.

2. TlocraBeTe ar03aTta B ycTaTa M HacoyeTe KbM 3acerHatoto mMsacTo. C rnoka3sajiel HaTUCHETe OyToHa
Ha [oMmara.

BaxHo: [Tpeau mepBara ynorpe6a Ha TAHTYM BEPJIE cripeii Tpsi6Ba fa HAaTUCHETE HAKOJIKO MBbTH
6yTOHa Ha MOMIIaTa, JOKATO Ce IOSIBU aepo30JieH obnakK.

AKO CTe M310J13BaJI4 noBeye oT HeooxoaumaTa g03a TAHTYM BEPJE cnpei
AKO ciTy4aiiHO NOTbJIHETE YacT OT BaieTo iekapcTBo, He3a6aBHO Ce CBBPXKETE 3a ChBET C Baius

nekap unu ¢papmalenT.

4. Bb3MOXKHHU HeXeJIaHH peaKkiHH

Kato BCH4YKH JeKapCTBa, TOBa JIEKAPCTBO MOXE 1a NPpEeAM3BHMKa HEXEJIaHU pEaKLUM1H, BBIIPEKH Y€ HE
BCEKU I'M I10J1y4aBa.

Hexenanu peakimy ¢ HEM3BECTHA YeCTOTa:
- AJepruyHM peakuHH (CBPbX4yBCTBUTENHOCT);

- CepHO3HH aJleprH4HH peakiiy (aHaUIaKTHYeH LIOK), IPU3HALIM HA KOMTO MOraT Ja
BKJIIOYBAT 3aTPYAHEHO AHIIaHe, OOJNIKU B IbPAMTE WM CTATAHE B IbPAMTE H/WUIIM 4yBCTBO 3a
3aMaiiBaHe/TIpUIIa[bK, TEXBK ChbPOEX Ha KOXAaTa WK NOBAMIHATH Oy4KH/NOAY THHH 110
KOXATa, OTOK Ha JIMLETO, YCTHUTE, €3MKa W/UJU MbPIOTO, KOMTO MOXeE Ja Obaar
NOTEHLMAJIHO )XKMBOTO3aCTpalllaBalliy.

HenocpeacTBeHo ciex ynorpeba Moxe /a ce MOosBY M3TPbIIBAHE B yCTaTa u rbpiloTo. Tosmn edekr
Ccraja KbM HauuHa Ha JiefiCTB1Ee Ha JIeKapCTBeHHs MPOAYKT M CJIE]l KPaTKO BPEME OTLYMsBa.

B mHoro pejiku cilydan ciej ynorpebara na TAHTYM BEP/IE cnipeit Moxe Jia ¢€ 110sBH JIeKO
rapeHe Ha JIMraBuilaTa Ha yernara Kyxmia, HepasrojlodneHHe HIIH NOBPhILIAHS.

Cro0uaBane na HexeJanu PeaKnum
AKO 110Jly4nTe HAKAKBH HEXKeEIalu JieKapeTBeld peakiiii, yBeJloMeTe Bauuust jie
Tosa BKJIOYBA BCHUKH BL3MOMCHY HEOIMCAIIN B TA3W JIKCTOBKA HEXKCIANH peaK
Aa ChOOIMTE HEeKEIIAHH PCaKIu JMPCKTHO Upe3 HallHoHaJaTa CHETEMA 38 €



rel1MA 110 JiekapeTBaTa, yn. JlamaH 'pyes” Ne 8, 1303 Codus, Ten.: +3592

MsnbnynTenda a
8903417, yebcailT: www.bda.bg.

Kato chobiaBare HeXeEna peakiuy, MoKeTe J1a 1AJIETe CB
MH(opMalHs OTHOCHO Ge3onacHoCTTa Ha TOBa nexapeTBo.

os NpHHOC 3a nonyqaaaﬂe Ha rnopeye

S Kak 1a cbxpansiBaTe TAHTYM BEPJE cripei

a MACTO, HeJOCTBITHO 3a jeua.

Ila ce cpxpansBa H
1aKOBKa.

He n3non3Baiite TOBa JiekapcTBO CICA cpoka Ha rofiHoCT, oT6eis3aH BHPXY KapTOHEHaTa 0
CpOKBT Ha FOAHOCT OTrOBapA Ha roce/iHus AeH OT MOCOHCHHS mecell.
ILHY OTMabLH.

oHTeiiHepa 3a A0Ma
e He U3IoJI3BaTe. Te3un

He H3XB’pr’lﬂﬁTC JekapcTBara B kaHaJuM3auusaTa WJIM B K
KOUTO BEY

[Tonuraiite Bauus hapmaleBT Kak 1a U3XBBpIIATE JIEKapcTBaTa,
MepKH l1ie CTIOMOTHAT 32 ONa3BaHe Ha OKOJIHaTa cpefia.

6. CobpXKaHHe Ha ONAKOBKATa H NombAHATENHA HHPOpMALHS

Kaxso cbabpxa TAHTYM BEPJIE cnpeit

100 ml pa3TBOp CHABPXKAT-
AKTHBHO BeLeCTBO: OEH3U1aMIHOB xugpoxiopun 0,15 g

JlpyrH ChCTaBKH: ETaHOI 96 %, DIMLEPOI, METHINApaXHIPOK
HaTpHUEB XuaporeHkapboHat, nomacop6at 20, peducTeHa BO/a.

cubeH30aT, MEHTOB apoMar, 3aXapuH,

Kaxk mraexaa TAHTYM BEPJIE cnipeii H KaKBO ChBpka OMaKOBKATa

TAHTYM BEPJIE cnipeii ce npeanara B [I0JIMeTHIeHOoBa Oy THIIKA, ChABPXKALIA 30 ml pa3TBOp,
[OCTaBeHa B KapTOHEHa KyTH ¢ NPHIIOKEHE JIMCTOBKA 32 MallMeHTa.

IIpuTexaTe] Ha pa3pemieHHETO 3a ynorpe6a

Anpkenunn Gapma bparapus EOOZ

yi. "Hukona Tecna" Ne 3,
611. Busuec Lleatsp BCP Codus 1, et. 4, opuc 401,

Cooust 1574, bpirapusd
Ten.: +35929751395

Ilpon3BoAHTENH

A.CRAF. S.p.A.,Via Vecchia del Pinocchio 22, 60131 Ancona, Utanus

Famar Nederland B.V., Industrieweg 1, 5531 Ad Bladel, Xonanmus

3a nonmbIHUTENHA HHGOPMALMs OTHOCHO TOBA JIekapCTBO, MOJIA CBBPIKETE CE C [Tpurexa

paspelLeHneTo 3a yrnotpeba.

JlaTa Ha mocJIe/Ho Npepasriek/ane na aucroskara 10/2024.
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