
JIHcTOBKa: HH)OpMauuA 3a notpeQfeii- ........... 
OgoopeHUO Ne 

TAHTYM BEPJE 0,15 o cnpeH 3a yeTHa IHraBHLA, pasTBOp 
TANTUM VERDE 0,15 % oromucosal spray, solution 

6eH3HJaMHHOB XHIPox/NOPHA (benzydamine hydrochloride) 

IIpoveTeTe BHHMaTeJIHO IAJaTa JIHCTOBKa mpexH Aa 3anoHETe Aa npHeMaTe TOBa JIeKapeTBO, 
TbÈ KaTO TA CLIbpxa BaKHa 3a Bac HHpopMauuA. 

KakBO CbAbpKa Ta3H JIHCTOBKa 

BHHaru IpueMamTe TOBa neKapcTBo TOYHO KaKTO e ONHcaHO B Ta3H JIHCTOBKa HIH KaKTO Bu e kasai 
BauinaT NeKap HIH hapmaueBT. 

1. 

M3MJiTERHA ArEHLMA NO IEKAPCTBATA 
Jlucnoka - lpunox•HUO 

3anazeTe Ta3H NHCTOBKa. MoKe 1a ce HaioKH 1a A IpoyeTeTe OTHOBO. 

3. Kak ga H3noN3BaTe TAHTYM BEPIE cIIpem 

KoM Poe. Ne ..S & 

4. BL3MOKHH HeKeJNaHH peaKIHH 

PaspeuiaHIe Ne 

AKo ce HyxnaeTe oT MOTBJIHUTeIHa HH)opmauna HIM CLBET, nonwTaHTe Bamna neKap HIH 
þapMaueBT. 

1. KaKBO IpencTaBJIABa TAHTYM BEPIIE cnpeHç H 3a KaKBO Ce H3I1013Ba 

5. Kak na cbxpaHaBaTe TAHTYM BEPIE cnpe� 

2. 

AKO NOJIyyure HAKaKBH HeKenaHH peaKHH, yBenoMeTe BauuHA NEKap nIH HapMaueBT. TOBa 
BKIIOYBa H BCHYKH BL3MOKHH HeKeNaHn peakuHH, HeOIHcaHH B Ta3H JIHCTOBKa. BuxTe 
TOYKa 4. 

AKO CIen 7 nHH He ce yyBCTBaTe nO-100pe HJIH CHCTOAHHETO Bu ce BJIOIH, TpAÓBa a 
nOTbPCHTe JIEKapcka IOMOLII, 

2. KaKB0 TpAÐBa na 3HaeTe, npenu ja u3noN3BaTe TAHTYM BEPIE cnpeA 

6. CbAbpxaHHe Ha onakoBKaTa H 1oMbIHHTeJTHa HHopMauHA 

6707 

IIpunara ce npenu H CHeN BageHe Ha 3b6. 

KakBo mpencTaBJIABa TAHTYM BEPIE cnpeH H 3a KaKBO ce H30J13Ba 

He H3noJI3BaÏTe TAHTYM BEPIE enpeH 

TAHTyM BEPIE cnpem cbIbpKa akTHBHOTO BeuecTBO beH3H1aMHHOB XHAPOXIopHg, 
BeH3HjaMHHBT IPHTeKABa M3paseHn npoTHBOBL3nanuTeJTHH H 60JIKOYycnokoABan CBoHcTBa. BL3 
oCHOBa Ha Obp3OTO NpOHHKBaHe H Ha NOKanHOTO HaTpyIIBaHe BBB BB3I1aJieHara TbkaH Ce CTHIra 10 
6LD30 oTCJNaOBaHe Ha QoIKHTe H oiaKBAHHATa ipu nperblaHe. 

08 -11- 2024 

TAHTYyM BEPIE cnpeH ce ipuIara npu 6oJ1e3HEHH BB3NaIEHMA Ha ycTHaTa KyxHHa, BeH;WTe H 
bpnoTO, kaKTO H npu HHHeKI;HH Ha NuraBHuara Ha ycTHaTa kyxHHa H rbpioTo, HaH-Be4e npu 
npocTyIHM 3aQoNABaHH. 

Ilpenynpex1eHHA H npeXnaIHH MepKH 

KaKBo TpaOBa 1a 3HaeTe, mpexu 1a H3I013BaTe TAHTYM BEPIE cnpem 

ako BHe HJIH BaieTO neTe cTe aneprHYHH KHM 6eH3HIaMHH HJIH KBM HAKOA OT OCTaHaiHTe 

CbCTaBKH Ha TOBa neKapcTBO (H3õpoeHH B TOYKa 6). 
ANEHLU9, 

Tlpu np01bJKaBaHe Ha onnaKBaHHATa MJIH ako He ce nosBH O4aKBaHOTO BB31eHCTHA nT 
neKapcKa KOHCyITaL;MA Impu mbpBa BL3MOKHOCT. 

PEnYsSM 

NEKAPC 



HeBoNHOTO norbllaHe Ha MaIKH KONHYECTBa OT JIeKapcTBOTO e be3oriaCHo. AKO roneMH 
KONHYeCTBa ce norbIHaT Io 10rpeuKa (Hanp. T MeIna), He3abaBHO la ce noTbpCM neKapCka IOMOUI. 
Karo MApKa 3a bpBa noMOII ce npenopb4Ba fipenu3BHKBAHeTO Ha riOBpbllaHe. 

Apyru neKapcTBan TAHTYM BEPIE cnpeH 
Tpa6Ba a kaxeTe Ha BauuA NeKap HNn papmaleBT, aKO H3I10.13BaTe, HaCKopo cTe H3I1oJ13BaNH HIH e 
BB3MOKHO Ma H3noN3BATe ipyru neKapcTBa. 

He ca n03HaTH B3auMONeHcTBHA C ApyrH neKapcTBa. 

BpemeHHOCT, KLPMeHe H epTHIHTeT 
AKo CTe 6pemeHHa HJIH KBPMHTe, CMaTaTe, ye MOKe na cTe QpeMeHHa MIH INaHupare QpeMeHHOCT, 

noCbBeTBamTe ce c Bauiua JIEKap HJIH hapMaueBT IpeAH ynotpe5ara Ha TOBa JIEKapcTBO. 

Ilpu ynotpeoa no npeFHaBHaYeHHe e BL3MOKHO H3N0N3BAHETO Ha TOBa JEKapcTBO IO BpeMe Ha 
QpeMeHHocT H KbPMeHe. 

MoupaHe H paQoTa c MauHHH 
TAHTYM BEPIE cnpe� He OKasBa BJIHAHHe BBpxy KOHIEHTPaunara npu uoVApaHe H paboTac 
MaiHHH. 

TAHTYM BEPIE cnpeH CbAbpKa eTaHOJI, MeTHINapaxHApokKCHPeH30aT, MeHTOB apoMaT H 
HaTpHm 
TOBa neKapcTBO CBIBpxa 13,6 mg anKoxon (eraHo) BBB BCAKa npunoxeHa I03a oT 0,17 ml, KoeTO e 
eKBHBaJIeHTHO Ha 0,34 ml Qupa uIu 0,14 ml BHHO. MaIKOTO KOIHYECTBO aTKOxoI B TOBA JIeKapcTBo 
HAMa 1a HMa HAKaKBH 3a6eneKHMH eceKTH. 

MeTHJInapaxnapokcHÑeH30aT MOKe 1a npuyuHH anepruHn peakLHH (BeposTHO OT 3abaseH THn). 

TOBa neKapcTBO CLAbPKa 1o-MaJiKO OT 1 mmol HaTpH� (23 mg) Ha IpHIOKEHa 103a, T.e. MOKe la ce 
Kake, Ye npakTH4eCKH He CBIBpKa HaTpu�. 

TOBa nekapcTBO CLIbPKa apoMaTC beH3HJIOB aJTKOXOJI, IHHaMHJIOB aIKOXOJI, IHTpa, ;HTPOHeJIOJI, 
repaHHoJI, H30eBreHOJI, JIHHAIOOJI, eBreHOJI H d-JluMOHeH, KOHTO MOraT 1a npHYHHAT aJiepruHM 
peakuuH. 

3. Kak xa H310.13BaTe TAHTYM BEPE cupem 

TAHTYM BEPIE cnpem e npeFHaHaYeH 3a BIIpbCKBaHe B yCTHaTa KyXHHa H rbpIOTO. 

BuHarH H3110J13BaHTe TOBa JleKapcTBO To4HO KaKTO e OIHcaHO B Ta3u JIHCTOBKa HJIH KaKTo Bu e Kasa1 
BauiugT JeKap HJH oapMaueBT. AKo He CTe CHrypHu B Heo, nonHTaÄTe Bauua JIeKap HIH 
hapMauerT. 

KaKBO KOJIHYeCTBO 

BL3pacTHH H 1OHOIH 

ral 

PEnYsN 

EKAPO 



4-8 BIIpbCKBAHHA, 2-6 BTH JHeBHO (BCAKa BnpbCKaHe e eKBHBaneHTHO Ha 0,17 ml oT pasTBOPa). 

Ynotpe6a npH 1ena 

Neua (6-12 rouIHa BL3pacT): 4 BInpbcKBaHHA, 2-6 1bTH HeBHO. 

KbpMayeTa H Neua (no4 6 roAMHM): I BnpbCKBaHe Ha 4 Kr TesneCHO Terio, 10 MakcHMyM 4 

BUpbCKBaHHA, 2-6 MbTH AHCBHO. 

BHHMaHHe: He npeBHLUIABaiMTe npenopt4HTeNHaTa 103a Qe3 1a ce KOHCyITHpare bpBO C BauiHA 

neKap. 

3a KOJIKO BpeMe 
Hsnon3BaHTe TAHTYM BEPE caMo 3a KpaTKH NepHOIH OT BpeMe. AKO e HeoXO1MMO MIH BHe 
HNH BauueTO NeTe He ce noYyBCTBATe NO-100pe cien 3 IHH, NOnHTaÄTe BauHa 1eKap. 

AKo 3aõeneKHTe npoMAHa B CHMITOMHTe HJIH ce 3anbIP04aT, nonHTamTe Bauka IGapuA 

NEKA Kak 
Vka3aHHA 3a IOJI3BaHe 



TANTUN 
VERDE 

1. IlOBAHTHeTe NIO3aTa Ha nOMInaTa. 

2. IlocraBeTe 103ata B ycTaTa H HacoyeTe KbM 3acerHaTOTO MACTO. CnOKa3anes HaTHCHeTe OyTOHa 
Ha niOMIaTa. 

BaxHO: Ilpeau bpBara ynotpefa Ha TAHTYM BEPIE cnpeH Tps6Ba 1a HaTHCHETe HAKOJIKO TBTH 
QyTOHa Ha noMnara, noKaTO ce nOABH aeposoJieH 06J1aK. 

AKo CTe H3IOJ13BauH nOBeye oT Heo6xonHMaTa n03a TAHTYM BEPAE cHpe� 
AKo cIyyaHHO nOrbJHeTe yacT OT BaueTO JNeKapcTBO, HezaQaBHO ce CBbpKETe 3a Cb BET C BaIHA 

JIeKap HJIH þapMaueBT. 

4. BL3MOKHH HeKeJIaHH peaKUHH 

KaTo BCHKH JeKapcTBa, TOBa neKapcTBO MOKe 1a npennBAKa He>KeNaHH peak;HH, BbIIpeKH 4e He 
BCeKH H I101y4aBa. 

HexenaHH peakuHH C HeHSBeCTHa YecTOTa: 
AnepruuHH peakuuH (CBpBX4yBCTBHTeNHOCT); 

CepuosHH anepraHH peakuHH (aHaunaKTHYeH IOK), IpH3HaLu Ha KOHTO MOraT 1a 
BKIIOYBAT 3aTpyIHeHO AMMaHe, Qo.IKH B rbpaure HH CTATaHe B TbpAWTe n/nnn 4yBCcTBO 3a 
3amaHBaHe/npunaTbK, TeXbK CHpõex Ha KoxaTa nIH IOBAuTHaTH PyYKH/nonyTHHH nO 
KOKaTa, oTOK Ha IHLeTO, yCTHHTe, e3HKa H/HNH rbpioTo, KOHTO MOKe la 6b1ar 

nOTeHIUHaIHO KHBOTO3acTpaiiaBaiisu. 

HenocpecTBeHO CHen ynorpea Moxe la ce noABM H3TPLINBAHe B ycrara M lbpioTo. To3H e¢eKT 
cnana KbM HaYHHa Ha neHcTBHe Ha JIeKapcTBeHMA NponyKT H CIen kpaTKO BpeMe OTUIy MABa. 

B MHOro pekH cIyan cHel ynorpeQara Ha TAHTYM BEPIE cnpeH MoKe Na Ce IOABH NEKO 
iapeHe Ha JIMraBHIjaTa Ha ycTHara KyXHHa, HepasioioKeHHe HJIH IOBPbllaHe. 

CboQuIaBaHe Ha HeKeJlaHH peaKIHH 
papaatour Ako noiy4wre HAKakBA HeKeJIann JIeKapeTBeHM peaksnH, yBennee BaiHa N©Ap LQapM 

TOBa BKJIIOYBa BCH4KH BI3MOKHH HCOMCaH B Tash JIHCTOBKa ICKCInann peakyigeMoxICbHlQ 
1a CboQuinTe HCKEJlaHM peak1MH JIMpeKTHO Ypes Haunonauara cHeTeMa 3a cypQiAB CTBATA 

sMKA6ibiNNV 



H3nbNHHTeNHa areHLHA NO NeKapcTBara, yn. ,�laMAH I pyeB" No 8, 1303 Cous, Ten.: +359 2 

8903417, yefcaHt: vwww.bda.bg. 
KaTo Cbo6uaBaTe HexenaHH peaki;MH, MOKETe 1a 1ajeTe CBOA IIpHHOC 3a fioJTy4aBaHe Ha fiOBeYe 

HHOoPMauua oTHOCHO be3onacHoCTTa Ha TOBa NeKapcTBO. 

5. Kak na CBXpaHABaTe TAHTYM BEPIE cnpeH 

la ce cLXpaHABa Ha MAcTO, HenocTHIIHO 3a 1ela. 

He n31ON3BaHTe TOBa nekapcTBO CNen cpoka Ha rogHOCT, OTPeJIA3aH BLpXy KapTOHeHaTa ornakoBKa. 

CpoKbT Ha roFHOCT OTTOBapa Ha nocienHHA JCH OT IIOCo4eHHA MeceL[. 

He H3XBbPJIA�Te JIeKapCTBaTa B KaHaIH3aHATa HJIH B KOHTe}Hepa 3a noMaiIHH OTIIaNBUH. 

TlonaTamre BauHA oapMayeBT KaK 1a H3XBbPIATe neKapcTBaTa, KOTO BeYe He H3I10JI3BATe. le3H 

MepKH Êe cnoMOrHaT 3a ona3BAHe Ha OKOJIHaTa cpena. 

6. CBIBpKAHHe Ha onakOBKaTA H A0nbJIHHTeJHa HH)OpMauHA 

KakBO CLILpxa TAHTYM BEPIE cnpeH 

100 ml pazTBOp CLIBPKaT: 
AKTHBHO BeIIecTBO: PeH3HAaMHHOB XHIPOXJIOPHI 0,15 g. 

Apyru cLCTaBKH: eTaHOJI 96 %, rIH;epon, MeTHJIINapaxHIpoKCHbeH30aT, MeHTOB apoMaT, 3axapuH, 

HarpueB XHAporeHKapbOHaT, noJIHCopQar 20, npeYHcTeHa BONa. 

Kak H3rJIeKIa TAHTYM BEPI(E cnpeH u kaKBO CLILPKa onakoBKaTa 

TAHTYM BEPIE cnpeH ce npexjara B IOJIHETHICHOBa PyTHJIKa, CHAbpxauja 30 ml pa3TBOP, 

I10CTaBeHa B KapTOHeHa KyTHA C IpHJIOKEHa JIHCTOBKa 3a nauueHTa,. 

IIpuTexaTeI Ha paspeneHHETO 3a ynotpeQa 

AHJxeIHHH DapMa BbJIrapua EOOI 

yn. "HuKOJIa Teca" No 3. 

6n. Bu3Hec L<eHTbp BCP Coua 1, eT. 4, oHc 401, 

Cous 1574, EBIrapua 
Te.: + 359 2 975 13 95 

IIpou3BoNHTeJIH 

A.C.R.A.F. S.p.A., Via Vecchia del Pinocchio 22, 60131 Ancona, HraIHA 

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

3a 1obJIHHTeJIHa HHOoPMaLsua oTHOCHO TOBa JneKapCTBO, MOJIA CBbPKeTe Ce C lipnreKaTeng Ha 

paspeieHHETO 3a ynoTpeba. 
NEH9 NEKAP 

laTa Ha nocIeIHO Ipepa3rJiexIane Ha JIHCTOBKaTa 10/2024. oCTBATA 
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