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KakBO CLILPKa Ta3H JIHCTOBKa: 

6. 

IlpoyeTeTe BHHMaTeJHO IAJJaTa JIHCTOBKa, IpejH 1a 3anoYHeTe Aa npHeMaTe TOBA JIeKapcTBO, TH� 
KaTO TA CHIbpxa BaKHa 3a Bac HHopMauHA. 

1 

M3NbIHUTENHA ArEHLWA N0 NEKAPCTBATA ucmoßKa -IlpusoxeHUe 

JIucTOBKa: HH)OpManna 3a noTbeñHP 
OgoópeHue Ne 

BHHarH IIpHeMamTe TOBa JNeKapcTBO TO4HO KaKTO e OHcaHO B Ta3H JIHCTOBKa HJIH KaKTO Bu e Kazai 
BauusT neKap HNH þapMaueBT. 

|PaspeuweHJe Ne 

TAHTM BEPIE c BKYc Ha eBKaIHIT 3 mg Ta6neTKH 3a CMyueHe 

6703 

TANTUM VERDE with eucalyptus flavor 3 mg lozenges 

6eH3MjaMHHOB XHApoxnopun (benzydamine hydrochloride) 

*****e****......, 

3arnazeTe Ta3H JIHCTOBKa. Moxe na ce HaIOKH 1aA ipoyeTeTe OTHOBO. 

BB3MOKHH HEKEnaHH peaKIHH 

AKo ce HyxnaeTe oT 1OTBIHHTeNHa MHhopMauua HIH CHBeT, nOIHTaYTe Bauna IEKap KIH 
þapMauesT. 
AKo nonyuHTe HAKaKBH HeKEMaHH peakuuH, yBenoMeTe Bauua neKap niH papMaueBT. ToBa 

BKIIOYBa H BCHYKH BE3MOKHH HeKEnaHH peaKI;HH, HeONHcaHH B Ta3H JIHCTOBKa. BHKTe TOHKa 4. 
AKo CJen 7 JHH He ce yyBCTBaTe no-106pe HJIH CHCTOAHHETo Bu ce BIOIIH, TpsÕBa 1a 
nOT5PCHTe JIeKapcka noMOI. 

KaKBO IpencTaBJIABa TAHTYM BEPIE TaoneTKH 3a CMyyeHe H 3a kakBO ce H3I10J3Ba 
KakBo Tps6Ba 1a 3HaeTe, Ipenu na npHemeTe TAHTYM BEPIE TaoneTKH 3a CMy4eHe 
Kak na IpHeMaTe TAHTYM BEPIE TaoneTKH 3a CMy4eHE 

Kak na cEXpaHABaTe TAHTYM BEPIE Ta6neTKH 3a cMyyeHe 
CsILpxaHHe Ha onakoBKaTa H IOTBJIHHTeTHa HHþopMaua 

He CbILpxa 3axap. 

08-11- LuL 
ese.. 

KakBo IpencTaBJIABA TAHTYM BEPAE Ta6neTKH 3a CMyYeHe H 3a kakBO ce H3noN3Ba 

TAHTYM BEPAE TaÑneTKH 3a CMyYeHe CLILpka akTHBHOTO BeIIeCTBO beH3HIaMHHOB XHAPOXJIOPHI. 
BeH3HIaMHHOBHAT XHAPOXIoPHA npHTeKABa H3pazeHH npoTHBOBE3I1aNHTeJIHH H OoIKOYcnOKOABAULH 
CBOMCTBa. BL3 OCHOBa Ha 6bp30TO npOHHKBaHe H JIOKaIHOTO HaTpyIIBaHe BLB BL3I1aneHaTa TbKaH ce 
CTHra o Ûbp30 061eK4aBaHe Ha CHMITOMHTe. 

TAHTyM BEPIE e c 100pa JIOKaIHa niOHOCHMOCT H BOIH AO HacoyeHa TepannA Ha cHMIITOMHTe Ha 
BB3I1aJIeHHe H Ha oJiaKBaHHATa ipu nperblaHe. 

TAHTYM BEPE ce ipHJiara ip boJie3HeHH BB3I1aieHHA B ycTHaTa KyXHHa H rbpiOTO, BB3I1aNeHHA Ha 
BeHLHTe, Ha cIHBMLWTe, BB3/1aneHHA Ha JIHraBHLaTa Ha rbpioTO H Ha napuHKCa. OcbeHO NONxONAl e 
3a HaMaJIABAHC Ha orJiaKBaHHATa ipH ipoCTYIHH 3aboiABaHHA. 

ATENH 
NEHIM9 nEKAPC) 

PErysM 



2. 
KaxBO TDg6Ba Ja 3HaCTe npeu 1a npuemeTe TAHIYM BEPIE Ta6IeTKH 3a cwyyene 

He npeMamTe TAHTYM BEPIE Ta6.1eTKH 3a CMy4ene 

Ako cTe aneprHYHH KM (bCH3MJ|aMHH HJTM KM HMKOA OT OCTaHasTHTe CHCTaBKH Ha TOBa 

JnCkapcTBO (436poCHM B TO4Ka 6); 

aKo cTe anepru4HM KEM caiHlMTOBa KHCeJTHHa HJTH 1pyrH HeCTepoujIHM ipoTHBOBH3rlatHTeJIHH 

cpencTBa, HapuvaHu HCITBC. 

IIpenynpexncHuA H npennaIHH MepKH 
IlOBHuCHO BHHMaHHe e HeOOxonUMO IPH InailHeHTH C opoHXHAJIHa acTMa, TH¢ KaTO e Bb3MoKHO 

paBuTHe Ha 6poHXOCHa3MH IIpu Ta34 Tpyna IialuHeHTH. 

Apyrn IeKapcTBa n TAHTYM BEPIE ra6neTKH 3a cMyveHe 

He ce oyaKBaT B3auMONeHCTBHA Ha TAHTYM BEP/E TabiieTKH 3a CMyYeHe C ApyrH JeKapcTBa, 

BbIipeKH TOBa, akO He CTe CHIypHH, o6bpHeTe ce KBM Bauiua nekap HIH papmaeBT B CIY4aH, ye 

ipHeMaTe Apyru JIeKapcTBa, BKJIIOYHTeJIHO H TaKHBa, OTIIYCKaHH be3 IeKapcKo ipenriHcaHHe. 

BpeMeHHOCT, KbpMeHe H epTHIHTeT 
AKO CTe bpemeHHa HIH KbPMMTe, CMATaTe 4e MOKe 1a cTe bpeMeHHa HJIH IJTaHHpaTe bpeMeHH0CT, 

InOCbBeTBaGTe ce c Bau1ua NeKap npenu ynoTpebara Ha TOBa ieKapcTBO. 
ToHTA Êe peuH jaiH MOKe Na H31013BaTe TAHTYM BEPIE TaoneTKH 3a CMyYeHe. 

IMo¢upaHe H paboTa c MauiHHH 
JlokanHata ynoTpeba Ha eH3HNaMHH B IpenopbYHTeIHHTe N03H He nOBJIHABa cIocoÕHOCTTa 3a 

uoupaHe H paboTa C MaLIMHH. 

TAHTYM BEPIE Ta6neTKH 3a CMyyene cHbÊLpKa H30MaJIT H eBKaJIHIITOB apoMaT 
AKo BauHAT Jekap Bue kazai, 4e MMaTe HeriOHOCHMOCT KAM HAKOH 3aXxapu, CBbpKeTe ce c Hero IipeFu 

1a ipueMeTe TO3H JTeKapcTBeH IIponykT. 

TOBa neKapcTBO CLABPKa apoMaTc d-JIuMOHeH, KOÁTO MOKe ja ipu4HHH alepruYHH peakLHH 

3 Kak 1a IpHeMaTe TAHTYM BEPAE Ta6IETKH 3a cMy4ene 

BL3pacTHH H 1eua Han 6 ronHHH - eIHa TabneTKa 3a CMy4eHe 3 IbTH Ha neH. 

JleyeHHeTO He TpAPBa 1a ipeBHuaBa nepHoA T 7 AHH. 

leua Ha BB3pacT MeKIY 6-11 roNHHH 
IIpIoKeHHETO npu nea MeKAY 6H1l roAHHH Aa 6b4e IIoN HabnONenetO Ha BL3pacTeH. 

Neua nOI 6 ronHHH 
Ilopanu JIeKapcTBeHaTa My opMa - TaoJieTKH 3a CMyyeHe, IipularaHeTO Ha neKapCTBeHHA iponyKT ipu 

nega ion 6 ronMHn He ce ipenops4Ba. 

AKo cJieA ynoTpeQa Ha TAHTYM BEPAE TaQneTKH 3a CMy4eHe He HaCTbIIH OMaKBaHHA eOCKT QT 

JneHeHHETO, ce KOHcyrTHpaHre c BauinA JICKap HJIn papmauICBT. HMTEH 
NEHLUIH no nEKAPC 
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Ha4MH Ha ipunOkCHHE 
OpoMyKO3HO iPNOKCHMe. Ta6neTKata 3a cMyyeHe TpaOBa 1a ce pasTBapa 6aBHO B ycrara. la He ce 

noribula. la He ce 1bB4C. 

AKo CTe npueH nOBeYe oT HeO6xonuMaTa 103a TAHTYM BEPIE Ta6neTKH 3a cMyreHe 
AKO CIYyaMHO cTe B3eNM 110BeYe OT IIpenopB4aHaTa 103a TabJieTKH, Bue Tpa6Ba ia ce CBbpKeTe C 
Bauuna hapMaueBT, JNeKap HIH C Ham-6J1H3KaTa boIHHUa. BuHaru HOceTe c Bac ornakoBKa OT 
JeKapCTBOTO, He3aBHCHMO OT TOBA 1aIH Ca ocTaHaTH TabieTKHB Hes IH He. 

4. BL3MOKHH HCKenaHH peaklWH 

KakTO BCHYKH JIeKapcTBa, TOBa JieKapcTBO MOKe Ja ipeju3BHKa HeKeJraHH peakuHH, BbI1peKH 4e He 

BCeKH rH NOIYyaBa. 

HexenaHM peakIMH C HeH3BeCTHa yecTOTa: 

AnepruyHH peaknH (CBpBX4yBCTBHTeJIHOCT); 
Cepuo3HH aieprHYHM peakUHH (aHaounaKTH4eH IOK), ipu3HaH Ha KOHTO MOraT na BKJIHO4BaT 

3aTpylHeHO IMuaHe, boIKH B IbpAHTe HJIH CTAraHe B IbpIHTe H/MJIH YYBCTB0 3a 

3aMaMBaHe/npunanbK, TeKbK CHpõeK Ha KOKaTa HIH IIOBIHTHaTH PyYKH/ionyTHHH nO KOKaTa, 

OTOK Ha JIHUETO, ycTHHTe, e3HKa H/uJIH bpJIOTO, KOHTO MOKe 1a QL1aT IIOTeHLHaTHO 

KHBOTO3acTpauaBauiu. 

B enMHHYHH CIyyau cieI ynoTpeba Ha Ta6neTKHTe 3a CMyyeHe MOKe 1a ce nOABH IlapeHe Ha IHraBHLaTa 

Ha ycTHaTa KyxHHa HIH CyxoTa B yCTaTa. 
AKo TOBa ce cIy4H c Bac, H3IIHTe 4aua BONa Ha rIbTKH, 3a 1a HaMaHTe eeKTa. 

PanKo HaQnIonaBaHa peakKIHA CIEA CHCTeMHa ynoTpeba Ha beH3H1aMHH e CBeTIOYYBCTBHTeJTHOCTTa. 

CLoOaBaHe Ha HeKeiaHH peak[HH 

AKo noyYuTe HAKaKBH HeKeJlaHH JIEKapcTBeHH peakIAH, YBeIOMETe Bauug NeKap HIH apMaueBT. 

TOBa BKJIIOYBa BCHYKM BL3MOXHH HeOIHcaHH B Ta3M JIHCTOBKa HeKeJIaHH peaKL;HH. MoKeTe CHIIIO 1a 

CLO6IWTe HeKeJIaHH peaKI;HH AMPeKTHO Ypes HanOHaJTHaTa cHCTeMa 3a cbo6maBaHe: M3bHHTeJIHa 

areHLua no neKapcTBaTa, yn. �laMAH Ipyes" Ne 8, 1303 Coua, Ten.: +359 2 8903417, yefcamr: 

www.bda. bg. 
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KaTo CL0OlaBaTe HeKeJIaHH peakuHH, MOKETe 1a 1aneTe CBOA IIpHHOC 3a IiOJIY4aBaHe Ha IOBeYe 

HHÒOPMauA 0THOCHO be3onacHOCTTa Ha TOBa JIeKapcTB0. 

Kak 1a CLXpaHaBaTe TAHTYM BEPAE TaoneTKH 3a CMyeHe 

la ce cbxpaHABa Ha MACTO, HeAOCTBIIHO 3a neua. 

la ce cbXpaHABa IipH TeMInepatypa 04 30°C. 

JlekapcTBeHHAT IpoAykT Ha ce CBXpaHABa B opurHHaJIHaTa onakOBKa. 

He w3noJ3Bakre TOBa JIeKapcTBO cJIe| cpoka Ha roqHocr, oTPenA3ana BLpxy onakoBKaTa cIeA ,ToneH 
n0:�. CpoKBT Ha ronHOCT OTTOBapa Ha nocneNHHA AeH T HOCO4¢HHA MeCei. 

nHMTENHA 
AEH9, no NEKAP, 

Eny 6b/l 
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le waxBbpnaÄTe nCKapcTBaTa B KananwsauaTa HIH B KOHreÄHepa 3a 1OMaIHM OTriaJTbI(H. IloriHraYre 
BauuHA þapmaiieBT KaK la W3XBb)piATe NCKapcTBaTa, KOHTO ReYe He w3rION3BaTe. Te3H MepKH UIe 

cnOMOHaT 3a oMa3BaHe Ha OKONHATa cpena. 

6. ChIbpkanne na onakoBKaTa n 10nb.1HNTeIHA HHHopwanna 

KakBo ChIbpKa TAHTYM BEPAE Ta61eTKH 3a cuyuene 

AKTHBHO BeIiecTBO: eH3unaMHHOB XHIpoxNoPHI (benzydamine hydrochloride) 3 mg. 
CKBHBaIeHTeH Ha 2,68 mg eH3HNaMHH. 
Apyru CbCTaBKH: W3OMaT (E 953), eBKaIHIITOBO MacIo, JIHMOHeHa KHCesTHHa MOHOXHApaT, 

aiecynpaM Kanu4, JNEBOMCHTOJI, XHHOJIHHOB0 KbJITO (E 104), HHNHrOTHH (E 132). 

Kak n3TJIEKIa TAHTYM BEPIE Ta6neTKH 3a CMyyeHe H KaKBO CLIbpKa omakOBKATA 

TaHTYM Bepne TaQneTKH 3a CMyyeHe ca TbMHO 3¬JNeHH TabneTKH C KBaNpaTHa popMa.. 

TabneTKHTe 3a cMyYeHe MOraT na 6blaT onakoBaHH B PVCPE/PVDC � ALU 6IHCTepu HIH 

napa¢uHOBa xapTHS. 
TAHTyM BEPIE TaóneTKH 3a cMyYeHe ce npeiaraT B KyTHA CLIbpxaula 20, 30 HIH 40 TaoreTKH 3a 

CMyYeHe C IipuJIOKEHa JIHCTOBKa 3a naIHeHTa. 

IIpuTe*aTeI Ha paspemenHeTO 3a ynoTpeba 

AHIKeNHHM OapMa Bb1rapua EOOI 
yn. "HHKONa Tecna" No 3, 
6n. Bu3Hec LleHTbp BCP Codua 1, eT. 4, oHc 401, 
Coua 1574, BbIrapua 
Ten.: + 359 2 975 13 95 

Ipon3B01HTeJI 

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

3a nombJIHHTeJIHa HH)OpMaluA OTHOCHO TOBa JIeKapcTBO, MOJIA, CBbpKeTe ce c IIpuTeKaTeJIA Ha 

paspeueHHeTO 3a ynotpea. 

AlaTa Ha 10CJIenHO IIpepasreKIAHe Ha JIHCTOBKaTa 10/2024. 

NEHLMA 

FEnyEJM 

C 
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IIpoveTeTe BHHMATeIHO IIANaTa IHCTOBKa npenu 1a 3arioVHeTe [a npHeMaTe TOBa JieKapeTBO, TbÄ 

KaTO T9 CHIbpKa BaKHa 3a Bac HH)opMaIuA. 
BHHarH ipueMaüTe TOBa JieKapcTBO TOYHO KaKTO e oITHCaHO B Ta3H THCTOBKa HJIH KaKTO Bu e ka3asi 

BaiunsT Nekap uJH hapma1ueBT. 

KakBO CLIbpKa Ta3H JIHCTOBKa: 

1 

V30b0MATENHA AEHWA NO NEKAPCTBATA 

PaspeuseAJO N 

JIHcTOBKA: HHQOpManua 3a norpeoureta RGNAMP 

TAHTyM BEPIE c BKYyc Ha IUMOH 3 mg ra6.1eTKH 3a CMyuene 

TANTUM VERDE with lemon flavor 3 mg lozenges 

GeH3MFaMHHOB XHIPOxAopWa (benzydamine hydrochloride) 

3anazeTe Ta3H JIHCTOBKa. MoKe 1a ce HaioKH 1a A IpoveTeTe OTHOBO. 

67o76 8 -1i- 2024 

Ako ce HyKMaceTe OT IobIHHTeIHa HHOopMaIHA HIH CLBeT, IoriHTaHTe BauiHA JIeKap MiM 

apmaueBT. 

BL3MOKHH HeKeNAHH peakuuH 

Ako i0JIyYHTe HAKaKBM HeKeNaHH peakuHH, YBenOMeTe BauiHa JieKap MJIH papMaueBT. IOBa 

BKJIIO4Ba u BCHYKH BL3MOKHH HeKeJjaHH peaKuHH, HeoHCaHHB Ta3H JIHCTOBKa. BMKTe TOYKa 4. 

AKo cJIeN 7 AHH He ce yyBCTBaTe In0-1o0pe HJIH CHCTOAHHETO Bu ce BJIOIH, TpAÔBa 1a noTbpcHTe 

JNEKapCKa iOMOI.. 

KaKBO npencTaBJIABa TAHTYM BEPIE Ta6neTKH 3a CMyyeHe H 3a KakKBO Ce H3/1013Ba 

KakBO TpaPBa 1a 3HaeTe, npenu na npueMeTe TAHTYM BEPIE TaQsieTKM 3a CMyyeHe 

Kak na npHemaTe TAHTYM BEPIE TaQneTKH 3a CMy4eHe 

He ChXBpxa 3axap. 

Kak na CLXpaHABare TAHTYM BEPIE TaóneTKH 3a CMyyeHe 
CbIbpKaHHe Ha onakoBKaTa H 1oTbJIHHTeNHa MHoopMaLuA 

KaKBO IIpejcTaBJIABA TAHTYM BEPAE Ta01eTKH 3a CMyyeHe H 3a kakBO ce H31OJI3BA 

TAHTYM BEPIE ca TabieTKH 3a CMyyeHe, CLILPKaiu akTHBHOTO BeI;eCTBO beH3H1aMHHOB 
XHApoxJIOPHA, beH341aMHHOBHAT XHAP0XJIopHa ipHTeKaBa H3paseHH IIpoTHBOBB3I1aJIHTeIHH H 
OoJIKOYcnOKOABaulu CBOHCTBa. Bb3 0CHOBa Ha bbp30TO IIpoHHKBaHe H JIOKaHOTO HaTpyIIBaHe BBB 

BL311aJIeHaTa TbKaH ce CTHra 1o bbp30 061eKYaBaHe Ha CHMIITOMHTe. 

TAHTVM BEPIE e c n00pa IOKaJIHa INOHOCHMOCT M BOAM A0 HacoyeHa TepaIHA Ha CHMIITOMHTe Ha 

BL3I1aJIeHMe H Hà onJIaKBaHHATa ipu IiperIbIlaHe. 

........ .. Mr4*s***. 

TAHTYM BEPIE ce IpHiara ipu b0JIe3HeHH BB3I1aleHHA B YycTHaTa KyXHHa H IbpJiOTO, BB3naneHHA Ha 

BeHIMTe, Ha cJIHBHIIHTe, BB3lajieHHA Ha JIHIaBHlaTa Ha rbpiOTO H Ha JlapHHKCa, OcobeHO IIONXONAUI e 3a 

HaMaJ1ABaHe Ha oIIJlaKBaHHATa ipu ipocTYAHH 3abo1ABaHHA. 

Ilopa1u JIeKapcTBeHaTa My popMa- TabJieTKH 3a CMy4eHe, IipunaraHeTO Ha JIeKapcTBeHHA ipoNy KT Ha 
Nena iioI 6 ronHH He ce Iipenopb4Ba. TlpuJIOKeHHeTO IIpH leya MexJIy 6 H 1l roHH la 6b|e IlOA 

HaoJiiojIeHHeTO Ha BL3pacTeH. 

NEHAN, 

1 



2. KakBO TPa6Ba na 3HaeTe, npenu 1a npueMeTe TAHTYM BEPIE Ta6neTKH 3a CMyuene 

He npHemaÄTe TAHTYM BEPIE Ta6.1eTKH 3a CMy4eHe 
ako cTe aneprHYHH KbM eH3MlaMHH HIH KHM HAKOS OT 0CTaHaiHTe CHCTaBKH Ha TOBa JTeKapcTBO 

(430pocHH B TOYKa 6); 
ako CTe aiepruyHM KLM caiHMIOBa KHCeIHHa HIH IpyrH HecTepoHIHH IpOTHBOBb311astHTeTHH 

cpeFcTBa, HapuyaHH HCIIBC. 

lpeiynpexneHHA H IpeIna3HH MepKH 

AKO Ciel KpaTbK INepHoI OT BPeMe He HaCTHIIH O4aKBaHMAT eHeKT OT JIEYEHHETO, Ce KOHCyITHpaWTe C 

BawnA Jiekap. IlbpBHTe CHMIITOMH Ha nOABa Ha HeKeNaHH peak[HH CHIO TpAÔBa 1a ce Cb0OLAT Ha 

J1ekapa. lOBa BaKH M 3a cJIyyauTe, InpH KOHTO I0 I1OTpeUKa ce IpHeMaT rOJIeMH 103H OT IeKapcTBeHHA 

IiponyKT (HanpuMep oT 1ea). 

M3noJ13BaHeTO Ha beH3HJaMHH He ce ipenopbYBa npu naueHTH CbC CBpbX4YBCTBHTeJTHOCT KbM 

caiMUHJIOBa KHceJIHHa H/MIH HecTepoHIHH npoTHBOBB3naiHTeJIHH cpejCTBa. 

TlOBHueHO BHMMaHHe e Heo6xoIHMO IPu nauneHTH C õpOHXHaHa acTMa, TL� KaTO e BB3MOKHO 

pazBuTHe Ha bpoHXOCHa3bM NpH Ta3H rpyia ilauueHTH. 

Apyra JIEKapcTBa H TAHTYM BEPIE Ta6neTKH 3a CMy4eHe 

He ca IO3HaTH B3aHMOneHcTBHA C ApyH BeIeCTBa. 

BpemeHHOCT, KLpMeHe H epTHJIHTeT 
TaHTYM Bepne He TpaÓBa ja ce npHnara no BpeMe Ha QpeMeHHOCT H KbPMeHe, oCBeH ako KJIHHHYHOTO 

CLCTOAHHe Ha KEHaTa H3HCKBa JieYeHHe c beH3H1aMMH. 

MoupaHe H pa0Ta c MaIHHH 
JlokanHara ynoTpeba Ha QeH3HJaMHH B Npenopb4UTeJIHH .034 He nOBJIHABa ciocoÕHOCTTa 3a loHpaHe 

H paboTa c MauHHH. 

TAHTYM BEPIE TaoJIETKH 3a CMyYeHe CHAbpKa acnapraM, H3OMaJIT, yTHJIXHApokCHaHH30J1, 

JIHMOHOB H MeHTOB apoMaT 

TOBa neKapcTBO CbILPKa 3,26 mg acnapraM BBB BCAKa TaôleTKa 3a CMyYeHe. AcnapraMBT e H3TOYHHK 

Ha deHnNanaHHH. Moxe ja Bu HaBpeNn, ako HMaTe HeHHIKETOHypua, paIKO reHeTHYHO 3a6oNABAHe, 

npu KoeTO Ce HaTpyIBa peHHTANAHHH, Tb� KaTO opraHH3MBT He MOKe 1a ro oTAenA NpaBHIHO. 

AKo BauuuAT JeKap Bu e kasan, Ye HMaTe HenOHOCHMOCT KBM HAKOH 3axapH, CBBpKETe Ce C Hero, penu 

1a npueMeTe TO3H JIeKapcTBeH IIponyKT. 

TOBa neKapcTBO CLIBPKa yTHJIXHIpokcHaH30J1, KOMTO MOKe Aa ipuYHHH Apa3HeHe Ha uraBHLHTe. 

TOBa ieKapcTBO CbAbpKa apoMaT c beH34IOB aJIKOXOJI, I;WTpa1, \WTpOHeJIOJI, epaHHOJn, eBreHOJI, 

JIHHaIooI H d-JlMMOHeH, KOHTO MOraT 1a npuynHAT aneprHYHH peak;HH. 

3. Kak 1a IIpHemaTe TAHTYM BEPIE TaoneTKH 3a CMyYeHe 

BuHaru IIpHeMaHTe TOBa JIeKapcTB0 TOYHO KaKTO e ONncaHO B Ta3H JIHCTOBKa HJH KaKTØBE ka3aT 

BauunaT NeKap HIu hapMaueBT. AKo He cTe CHIrypHH B Heuo, nonHraHTe Bauua neKaß y oapatc NEKAR 
PEnysN A 6 



Haunn Ha ipnIOAKCHHC 

4. BsiMo nexeTaHH peaKIHH 

KakTo BCHYKH NeKapCTEa, TORA JMEKADCTO MOKe Na npetwIRVKA HeKENAH peak, 81peKH e He 

BCeKH H DOIYy4aRa. 

HexenaHn peaKIHH C HeuBBCCTHa ycCTOTa ca: 

Aneprv4HH pcakILHH (CBpbx4y BCTBHTCTHOCT). 

Ccpuo3HH aNepHYHH pcakilMM (aHapumaKTHYCH IOK). npW3HaH Ha KOWTO MOraT a BKJIIOVBaT 

3aTpyJIHCHO JHIJaHc, 60JKH B IbPIHTC HIH CTAraHe BrbpTe H/H 4YBCTBO 3a 

3aMañBaHc/npuI1abK, TeXbK CbpócK Ha KoxaTa H nOBIHTHaTH 6yyKH/nO/1yTHHH 10 KOKATA. 

0TOK Ha MicTO, VCTHHTC, C3M Ka M/MJH Ibpi0TO, KOHTO MOKe a Ûb/aT nOTeHIUIHO 

KMBOTO3acTpaIlaBaum. 

HenocpcNCTBCHO CICA YnOTpeba MOKe 1a ce nosBH H3TPbIIBaHe B ycTara n IbpioTo. Ton cpeKT CInala 

KbM Ha4MHa Ha ncHcTBHC Ha aKTHBHOTO BCUleCTBO H CIel KpaTKO BpeMe OTUIy MABa. 

B euHH4HH CIy4an cneA ynoTpeba Ha Ta6neTKHTe 3a CMyYeHC MOKe 1a ce ii0ABH JICKO napene Ha 

JIHraBnsaTa Ha ycTHaTa KyXHHa, Hepasno.0KCHHe, In0BPblllaHe HIH asiepru4HH peakI|MH. 

PsnbK edeKT Ha6onaBaH cHen cHCTeMHa ynotpeõa Ha õeH3H1aMHH e CBeTIO4Y BCTBHTCTHOCTTa. 

Cho6IaBaHe Ha HeKeJlaHH peaKUHH 

AKO noy4MTe HAKaKBH HeKeNaHH JIeKapcTBeHH peaksHH, yBenOMeTe Bauina 1eKap JIH apmaseBT. 

TOBa BKJIIOYBA BCHYKH BL3MOKHH HeonHcaHH B Ta3H IHCTOBKa HeKenaHH peakHH. MoxeTe C'buo 1a 

CLObHTe HeKeNaHH peaklMH AHpeKTHO Ype3 HasHOHaTHaTa CHCTeMa 3a cboÕsaBaHe: M3nbIHHTeHa 

areHuns no JekapCTBaTa, yJ. ��laMAH Tpyes" Ne 8, 1303 CooHa, Ten.: +359 2 8903417, veõcaiT: 

www.bda.bg. 
KaTO ChO6umaBaTe HeKenaHH peaksHH, MOKETe la la1eTe CBOA IIpHHOC 3a [ioJ1y 4aBaHe Ha noBeYe 

MHHopMana oTHOCHO ÕesoaCHocTTa Ha TOBa leKapcTBO. 

Kak Ja CLxpaHABaTe TAHTYM BEPAE Ta6.1eTKH 3a cMy4eHe 

la ce cLxpaHABa ipu TeMIleparypa l1o4 25°C. 

Jla ce cLXpaHaha Ha MACTO, HeAOCTLIIHO 3a /1ela. 

Jla ce lasn oT CJILHYCBa CBeTJIMHa. JlekapcTBCHMAT IIpoYKT Ja ce CLXpaHNBa, lI0CTABCH Bb8 BbUIHara 

O1laKOBKA. 

He nsn0J13BahTe 10Ba NeKapcTBO CICA CPOka la IOCT, OIÓeNH Bb)Ny KapronCHata ou4NKa CICA 

.Jocn J0:".CpoKLT Ma 1000CT OTTOBapa na nOCICMA JLCH OI OCOVcHHN Me. 
NEHIU9, 



He n3XBbpJiAÄTe iekapcTBaTa B KaHaiH3auAta HJIH B KOHTeHHepa 3a [OMaLUHM OTIHalbIH. IlonHTaHTe 

Bauina papMaueBT Kak na H3XBBPJJATe JIeKapcTBaTa, KOWTO BeYe He M3OJI3BaTe. Te3n MepKH Ile 

cnOMOHaT 3a 0na3BaHe Ha OKOJIHaTa cpena. 

6. CBIbpKaHHe Ha onakoBKaTa H IoMbJJHHTeJTHa HHOOpMaIHA 

KakBo CbNbPKa TAHTYM BEPIE Ta6neTKH 3a CMyyene 

AKTHBHO BeUlecTBO: eH3H]aMMHOB XHIDOxNOPHI 3 mg, eKBHBaJNeHTeH Ha 2,68 mg beH341aMHH. 

TlOMOUHH BeUÊecTBa: acnapram (E 951), H30MaJIT (E 953), JIHMOHeHa KHCeJIHHa MOHOXHApaT, 

BKyC Ha IHMOH, BKYC Ha MeHTa, XHHOJIHHOBO KbITO (E104), HHIMrOTHH (EI32). 

Kak H3TJIEKIa TAHTYM BEPIE Ta6IeTKH 3a CMyYeHe H KaKBO CLILpxa 0nakOBKaTa 

TabieTKMTe 3a CMy4eHe MoraT na 6bIaT OnaKOBaHH B PVC/PE/PVDC - ALU 6nHCTepH HJIH napapHHOBa 

xapTHA. 
BcAKa onakoBKa CbIbpKa 10, 20, 30 HJIH 40 Ta6neTKH 3a CMyyeHe c npHIOKeHa JIHCTOBKa 3a iiaHeHTa. 

IIpwrexaTeJI Ha paspeueHeTO 3a ynoTpeba 

AHIKenHHH ÖapMa BbJIrapua EOON 

yn. "HHKOJa Tecna" Ne 3, 

6n. 5u3Hec L<eHTbp BCP CoHA 1, eT. 4, o�uc 401, 

Co�ua 1574, BbIrapua 
Te.: + 359 2975 13 95 

IIpon3BonTeJIH 

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

Pierre Fabre Medicament Production, Site Dietetique et Pharmacie, 

Zone Industrielle de la Coudette, 32290 Aignan, ÖpaH;uA 

3a 1oTbJIHHTeJIHa HHOopMa;uA OTHOCHO TOBa JIeKapcTBO, MOJIA CBBpKere ce cllpurexaTeJIA Ha 

paspemeHHeTO 3a ynotpeQa. 

AlaTa Ha nocieNHO Ipepa3rIeK.aHe Ha IHCTOBKaTa 10/2024 

NEHLMA n0 nEKAPC 
nHMTENHa 

FEnys 6b 



1. 
2. 

3. 
4. 
5. 

IlpoyeTeTe BHHMaTeJIHO IAJJaTa JIHCTOBKa, IIpenH La 3aiioyHeTe Ia IIpHeMaTe TOBa JIeKapcTB0, TbH 

KaTO TA CLILpxa BaKHa 3a Bac HHGopMaIHA. 

6. 

BHHarH ipueMaMTe TOBa JIeKapcTBO TOYHO KaKTO e ofiHcaHO B Ta3H JIHCTOBKa HJIH KaKTO Bu e Ka3asI 

BaunaT NeKap. 

JIneTOBKa: HH)OpMauHA 3a 1oTpeuTen 

KaKBO CbÊLPKa Ta3H JIHCTOBKa: 

1. 

I3bDRUTETHA ATEHUUA nO nEKAPCTBATA 
Jiucino6Ka -T+puAOxOHue 

| PagpeweKIe Ne 

BGIMA/MP 

TAHTVM BEPIE c BKYC Ha MeHTa 3 mg Ta6J1eTKH 3a cMyyeHe 

TANTUM VERDE with mint flavor 3 mg lozenges 

6eH3HNaMHHOB XHApoxnopuA (benzydarmine hydrochloride) 

OGoopeHue Ne ........ 

3ana3eTe Ta3H NHCTOBKa. MOKe Ia ce HasioKH 1a a IpoyeTeTe OTHOBO. 

67077 98-11- 2024 

AKO ce HyKFaeTe OT IobJIHHTeJIHa HHOOPMauua HJIH CLBeT, IIOMHTaHTe BauIHA JIeKap HJIH 

þapmaueBT. 
AKO IIOJIYYHTe HAKaKBH HeKeJlaHH JIeKapcTBeHH peaK;HH, YBeNOMeTe BauHA JIeKap HJIH 

papMaueBT. T'OBa BKJIKOYBa H BCHYKH BL3MOKHH HeKeJIaHH peaKI;HH, HeoIHcaHH B Ta3H 

JIHCTOBKa. BuDKTe TOYKa 4. 

BB3MOKHH HeKeJaHH peakHH 

AKo cJeN 7 AHH He ce yyBCTBaTe Ino-Ioope uJIH CHCTOAHHeTO Bu ce BJIOIIH, TpAÓBa 1a ioTbpCHTe 

JIeKapCKa nOMOIII. 

Kak 1a CHXpaHABaTe TAHTYM BEPIE TaoneTKH 3a cMyyeHe 
CLIbpKaHHe Ha onakOBKaTa H 10M5JIHHTeJIHa HH)OpMauuA 

He cbIbpKa 3axap. 

KaKBO npencTaBJIABa TAHTYM BEPIE TaQneTKH 3a CMyyeHe H 3a KakKBO Ce H3I1OJI3Ba 

KakBO TpaPBa na 3HaeTe, npenu 1a ipHeMeTe TAHTYM BEPIE TaðJieTKH 3a CMyYeHe 

Kak na mphemare TAHTYM BEPIE Ta6neTKH 3a CMyYeHe 

KakBo mpexcTaBJIABa TAHTYM BEPAE Ta6neTKH 3a CMyyeHe H 3a KaKBO Ce H310JI3Ba 

TAHTYM BEPIE ca Ta6JieTKH 3a CMyyeHe, CbIbpKaulH aKTHBHOTO BeleCTBO QeH3HMaMHHOB 
XHIpoXJIOPHI. BeH3HIaMHHOBHAT XHApoxiopHA npuTeKABa H3pazeHH IpoTHBOBL3I1aJIHTeNHH H 
QoJIKOycnokoBAlIH CBOHCTBa. BB3 oCHOBa Ha bbp30TO IIpOHHKBAHe H IOKaIHOTO HaTpyNBaHe BLB 

BL3I1aIeHaTa TLKaH Ce cTHra 10 65p30 ObJIeKYaBaHe Ha CHMITOMHTe. 

TAHTYMBEPIE ecno6pa nOKaJHa noHOCHMOcT M BOJM no HacoyeHa TepanA Ha CHMITOMHTe Ha 
BL3I1aJIeHHe H Ha oiJIAKBaHHATa IIpH iperJIbIlaHe. 

TAHTYM BEPIE ce npunara npu 6one3HeHM BL31aneHHA B ycTHaTa KyXHHa M TbpIOTO, BB3I1aneHHA Ha 
BeHUHTe, Ha cHHBHIHTe, BL3I1aneHHA Ha IHraBHuara Ha rspnoTo H Ha napnHKca. Oco6eHO NOJKONAIII e 3a 
HaMaJlABaHe Ha onJiaKBaHHATa IipH IIpocTyIHH 3aboIABaHHA. 

Ilopayu nekapcTBeHara My hopMa � TaQneTKH 3a CMyueHe, npunaraneTo Ha neKapcTBeHHA nponykT Ha 
nena non 6 ropMHH He ce npenops4Ba. IlpuNOKEHMETO npu qeua Me>KAy 6 H1l roquHn Aa QB1e noA 
HaQnIoIeHHETO Ha BL3pacTeH. 

NEHLMA, no nEKAPC 



KaKBo Tpa6Ba 1a 3HaeTe, npepu 1a ipHeMeTe TAHTYM BEPIE Ta6neTKH 3a cMyyeHe 

He npneMaHTe TAHTYM BEPIE Ta6neTKH 3a cMy4eHe 

2. 

ako cTe aJieprHYHH KbM beH3IaMHH HJIH KbM HAKOA OT 0CTaHaJIHTe CHCTaBKH Ha TOBa JTeKapcTBO 

(H36poeHH B TOYKa 6); 
ako cTe aiepruYHH KBM caJIHIHJIOBa KHCeIHHa HJIH ApyrH HecTepOHIHH IpOTHBOBH311aiHTeIHH 

cpeFcTBa, HapuyaHH HCIIBC. 

IlpenynpexneHHA H npeImaIHH MepkH 

AkO CHel KpaTbK IIepHoA OT BpeMe He HacTbIIH OyaKBaHHT ebeKT 0T JIeYEHHeTO, Ce KOHCYJITHpaqTe c 

Bauina NEKap. IlbpBHTe CHMIITOMH Ha noABa Ha HeKesnaHH peaKuHH CHUIO TpaPBa 1a ce CboOILAT Ha 

NeKapa. TOBa BaKH H 3a cIy4auTe, ipu KOMTO INO norpeuKa ce ripueMaT rOneMH 103H OT JIeKapcTBeHHA 

ipoiykT (HanpuMep oT 1ea). 

H3no13BaHeTO Ha beH3HJaMHH He ce npenopbBa IDH nauHeHTH CHC CBpbX4YBCTBITeJTHOCT KEM 

caiHsHJIOBA KHCeNHHa H/JIH HecTepoHNHH IpoTHBOBL311aIHTeJIHH cpencTBa. 

TlOBHueHO BHMMaHHe e Heo6xonHMO IPH nauneHTH C 6poHXHaIHa acTMa, TH� KaTO e BB3MOKHO 

paBuTHe Ha QpoHXOCna3BM npu Ta3H rpyna na;ueHTH. 

ApyrH NeKapcTBa H TAHTYM BEPIE Ta6neTKH 3a CMyYeHe 

He ca IOBHaTH B3aHMOieHcTBHA C ApyrH BeLLÊecTBa. 

BpeMeHHOCT, KLPMeHe H epTHJIHTeT 
TaHTyM Bepne He TpaPBa na ce ipHnara no BpeMe Ha QpemeHHOCT H KBpMeHe, OCBeH aKo KJIHHHHHOTO 

CLCTOAHHe Ha KeHaTa u3HCKBa JleYeHHe c OeH3H1aMHH. 

IMooupaHe H paÑ0Ta c MauHHH 
JlokaIHara ynotpeba Ha TaHTyM Bepie B npenops4uTeTHH 103H He InoBIHABA CnocoðHOcTTa 3a 

IIOHHpaHe H paQoTa c MauIHHH. 

TAHTYM BEPIE Ta6neTKH 3a CMyYeHe CbIbpka acnapraM, H30MaJIT, PyTHJIXHAPOKCHaHH30JI, 

JIHMOHOB H MeHTOBapoMaT 

TOBa JieKapcTBO CbIbpKa 3,5 mg acnapTaM BBB BCAKa TabJIeTKa 3a CMyYeHe. AcnapTaMET e H3TOYHHK Ha 

heHuJaiaHHH. Moxe na Bu HaBpeAH, aKo HMaTe þeHHJIKETOHypuA, paIKO reHETHYHO 3aÓoJIABAHe, npu 

KoeTO Ce HaTpyIBa eHuJlaTaHMH, Tb� KaTO opraHH3MLT He MOKe 1a ro oTAeJiA IIpaBHJIHO. 

AKo BauIHAT Jekap Bue Ka3asi, Ye HMaTe HenoHOCHMOCT KBM HAKOH 3axapu, CBbpKeTE ce c Hero, IipeAH 

1a ipueMeTe TO3H JIeKapCTBeH IIponyKT. 

TOBa neKapcTBO CbIbPka 6yTHJIXHIpokcHaHH30J1, KOÏTo MOKe Aa npu4uHH Apa3HeHe Ha JIHraBHsHTe. 

3 

TOBa IeKapcTB0 CLIbPKa apoMaT C beH34JIOB aJIKOXOJI, IWTpan, IHTpOHeNON, repaHHOJI, eBreHON, 

IHHANOoI H d-JIHMOHeH, KOHTO MOraT 1a InpuYHHAT aJIeprHYHM peakHH. 

Kak 1a upHemaTe TAHTYM BEPIE Ta6neTKH 3a CMyYene 

BuHarH IpHeMaiTe TOBa JICKapCTBO TO4HO KaKTO e OIHcaHO B Ta3H JIHCTOBKa HJIH KaKTO BfeKasa 
BaunaT JeKap nH papmaiseBT, AKo He CTe CHrypHH B HeILIO, nonwTaÄTe BauHa neKgP papMeBR auTENHA 

AP 

PENYS KA 5) 



AKo NeKapaT He C npenHCaI HCMI0 Ipyro, n034pOBKaTa TpaPRa 1a ce crnazsa ToYHO -3 bTH AHCBHO IO 
enHa Ta6neTKa 3a CMyyeHe. JleycHneTO He TpaÔBa 1a ipeBHInaBa nepo1 0T 7 AH#. 

HayMH Ha IipwiOKCHNC 
Ta6neTKara Tpa6Ba baBHo na ce pasTonn B yCTaTa. 

4. Bb3MOKHH HeKeJTaHH peakuHH 

KakTO BCHYKH JIeKapcTBa, TOBa NeKapcTBO MOKe 1a ipenH3BHKa HeKeNaHH peaksHH, BbIIpeKH 4e He 

BCeKH rH IIOJY4aBa. 

HexenaHM peak1uHH c HeM3BeCTHa yecTOTa ca: 
Anepru4HM peakuMH (CBpbX4y BCTBWTeNHOCT) 

Cepuo3HH aneprHYHM peaKI|MH (aHaounakTH4CH WOK), IpH3HauH Ha KOHTO MOraT la BKJTHOY BAT 

3aTpyIHeHO MMIlaHe, 6oIKH B IbpuTe HIH CTAraHe B IbpIHTe H/MTH YYBCTBO 3a 

3aMamBaHe/npunaFbK, TeKLK CbPóex Ha KOKaTa HJIH NOBIHTHaTH PyYKH/noIyTHHH 10 KOKaTa, 

OTOK Ha JIMIeTO, yCTHHTe, e3HKa H/HJIH TbDJIOTO, KOHTO MOKe na bbnaT nOTeHILMaHO 

DKMBOTO3acTpaiuaBaulu. 

HenocpeNCTBeHO cHel ynOTpeoa MOKe la ce nosBH H3TPbIBAHe B ycTaTa H rbptOTO. To3H epeKT cIiana 

KLM HaYMHa Ha neHcTBHe Ha akTHBHOTO BelecTBO H CJ1eA KpaTKO BpeMe oTIIY MABa. 

B exMHHYHH CJIy4aM cNeN ynoTpeba Ha TaQneTKHTe 3a CMy4eHe MOKe 1a ce INOABH JIeKO IlapeHe Ha 

JIHraBuuaTa Ha ycTHaTa KyXHHa, HepasnoIOKEHHe, nOBPbUlaHe HIH asieprH4HH peak;HH. 

PanKo HaQIIOnaBaH eoeKT CJIeN CHCTeMHa ynoTpeoa Ha beH3H1aMHHe CBeTIO4Y BCTBHTeJIHOCTTa. 

CbooaBaHe Ha HeKeJlaHH peaksHH 

5 

AKo n0JIy4HTe HAKaKBH HexeJlaHH JIeKapCTBeHH peak;HH, yBeNOMeTe BaiuHA IeKap HJIH hapMaueBT. 

TOBa BKJIOYBa BCHYKH BL3MOKHH HeoNHcaHH B Ta3H JIHCTOBKa HeKelaHH peaKI|HH. MoxeTe CHUIO 1a 

CHOOuIHTe HeKenaHH peaklMH IMpeKTHO Ype HauOHaIHaTa CHCTeMa 3a CHoõuaBaHe: M31bJIHHTeIHa 

areHuua no NekapcTBaTa, yn. �laMaH TpyeB" No 8, 1303 Coua, Ten.: +359 2 8903417, yeõÑcaHT: 

www.bda.bg. 
KaTo CbOOlaBaTe HeKeiaHH peakLHH, MOKETe 1a laneTe CBOA InpHHOC 3a iory4aBaHe Ha nOBe4e 

HH)OpMa;HA oTHOCHO besonacHOCTTa Ha TOBa JIEKapcTBO. 

Kak 1a CLXpaHABaTe TAHTYM BEPIE Ta6neTKH 3a cMyueHe 

la ce cbXpaHABa npu TeMIeparypa non 25°C. 

la ce cLXpaHABa Ha MACTO, HeNOCTBIIHO 3a leua. 

la ce ila34 oT CJIBHYCBa CBeTJIHHa. JleKapcTBeHHAT IIPOAyKT Aa ce cbXpaHABa, IOCTABeH BBB BbHIIHaTa 

o[laKoBKa. 

He M3I1OJIBBaDTe TOBa JICKapcTB0 CJIeI Cpoka Ha roHOCT, OTPeJISI3aH BLpxy kapTOHCHaTa OnakOBKa CJICl 

�JoneHN0:".CpOKDT Ha rOJHOCT OTTOBapA Ha locJIeHHA IeH oT IocoYeHHA MCCeLL. 

He n3xBbpJIHKTe JIeKapcTBaTa B Kalaw3anATa MJM B KOHTeIinepa 3a AOMaLIH OTIAnHAN AO 
Bains papmainCBT KaK Jla M3XWLPINTe JICKapcTBara, KOHro Be4e He H310J13BTC. C Mepkit 

cIIOMOrHaT 3a Oila3BaHe 1a OK0J1HaTa cpela. 

EnyJMKA 



6. CbIbpKanne Ha onakoBKaTa u 1onbIHWTeTHA HHOopMaHA 

KaKBo Cb]bp%a TAHTYM BEPAE Ta6neTKH 3a cMy4ene 

AKTHBHO BeujecTBO: 6eH3MJaMMHOB XMIpOxIOPHa 3 mg, eKBH BAJIEHTeH Ha 2,68 mg 6eH3HAaMHH. 
IloMoLIAH BeLIeCTBa: acnapTam (E 951), w30MarT (E 953), neBOMeHTOJI, InHMOHeHA KHCeIHHA 

MOHOXMApat, BKyC Ha MeHTa, BKyC Ha MHMOH, XMHONHHOBO KLJITo (E104), HHIMrOTHH (E132). 

Kak w3rIeKNa TAHTYM BEPIE Ta 61eTKH 3a CMyYeHe H KaKBO CLIbpKa OT1aKOBKaTa 

Ta6neTKHTe 3a CMyyeHe MOraT na 6b1aT OnakoBaHH B PVCIPE/PVDC - ALU 6nnCTep MIH TIapa�aHOBa 
xapTHA. 

BcAKa omakOBKa ChIbpKa 10, 20, 30 HJIH 40 Ta6JeTKM 3a CMyyeHe c puIOKeHa inCTOBKa 3a naukeHTa. 

IlpurexaTen Ha paspemenneTo 3a ynorpe6a 

AHIxeIHHH DapMa BbIrapua EOOI 
yn. "HuKOna Tecna" Ne 3, 
6n. Bu3Hec LleHTbp BCP Coua 1, eT. 4, ouc 401, 
Coua 1574, Bs1rapua 
Ten.: + 359 2 975 13 95 

IIpo3BonMTeNH 

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

Pierre Fabre Medicament Production, Site Dietetique et Pharmacie, 
Zone Industrielle de la Coudette, 32290 Aignan, opaHUAA 

3a 1obJIHHTeNHa HHÒOPMaIHa oTHOCHO TOBa neKapcrBo, MOIA CBBPXeTe ce c npaTeKaTeIA Ha 
paspeieHHETO 3a ynotpeoa. 

aTa Ha II0CJIeIHO IIpepa3r1eKLAHe Ha JIHCTOBKaTa 10/2024 
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V3bIMATENHA AEHUMA N0 NEKAPCTBATA 
|Ducrmosxa - ipunoeNUA 

KoM Pe2. N 

Pa3peu.eue N 

JIucTOBKa: HHØopMaunA 3a noTpe6nTeIg 

IIpoyereTe BHHMaTeNHO 1AJaTa JIHCTOBKa Ipenu 1a 3anoyHeTe na mpHeMaTe TOBa JIeKapcTBO, TLH 
KaTO TA CbIbp*a BaKHa 3a Bac nH¢opManua. 

KakBO CbÊLpKa Ta3H JIHCTOBKa: 

GG/MAMP .. 

BHHaru npueMaHTe TOBa neKapcTBO TOYHO KaKTO e OTHCaHO B Ta3H JIHCTOBKa HJIH KaKTO Bu e Kasai 
BauuuaT neKap uIM apmaueBT. 

TAHTYM BEPIE c BKyC HA mopToKAJI H Men 3 mg Ta6.reTKH 3a cMyyene 

6 0Y9 8-íi- 2024 

TANTUM VERDE with orange-honey flavor 3 mg lozenges 

...*...s......... .../. 

6ew3HJaMMHOB XHIPOXIopnn (benzydamine hydrochloride) 

3ana3eTe Ta3H JIHCTOBKa. Moxe la ce HaioKH la A ipoueTeTe OTHOBO. 

BL3MOKHH HEKeJiaHH peakI;AH 

AKo ce HyKJaeTe OT 10TbJIHHTeNHa HHopmauHA HJIH CbBeT, IIOrIHTaÄTe BauunA JIeKap HIH 

apmaueET. 
AKO NOJyynTe HAKaKBH HeKENaHH JeKapcTBeHH peaKuHH, yBeFOMeTe BauiHA NeKap KiH 

hapmaueBT. TOBa BKIIOYBa H BCHYKH BB3MOKHH HeKeNAHM PpeakunH, HeoIHcaHH B Ta3H 
JIHCTOBKa. BuxTe TOYKa 4. 

AKO cHeI 7 AHH He ce yyBcTBaTe no-noope JIH CHCTOSHHETOo Bu ce BJIOIIH, TPAÔBa 1a 
nOTbPCWTe JIeKapCKa iOMOI. 

He chXbpxa 3axap. 

KakBO npencraBJiABa TAHTYM BEPE Ta6neTKH 3a CMy4eHE H 3a KaKBO Ce H3I0J13Ba 
KakBo Tpa6Ba ya sHaere, 1peau Aa npueMere TAHTYM BEPIE Ta6neTKH 3a CMyYeHe 
Kak na ipHemare TAHTYM BEPIE Ta6neTKH 3a CMy4eHe 

Kak na cBXpaHABaTe TAHTYM BEPIE TaÑneTKH 3a CMyYeHe 
CbIBpKaHue Ha oaKOBKaTa H JoTbIHHTeNHa HHHopMaLAA 

1. KakBO npexcTaBJIABa TAHTYM BEPIE Ta6JIeTKH 3a cMy4eHe H 3a kaKBO Ce H310JI3BA 

TAHTYM BEPIE ca TaÑneTKH 3a CMyyeHe, CbIbpkauu aKTHBHOTO Be;eCTBO PeH3HAaMUHOB 
XHapoxJIOPa. BeHsAnaMHHOBMAT XMapoxnopaA npuTeKasa wspaseHu npoTHBOBB3NanwreIHH H 
6oIKOycnOKOABaIu CBo}CTBa. BL3 oCHOBa Ha 6bp3oTo npoHHKBAHe H J1OKaNHOTo HarpynBaHe BLB 
BH3I1aeHaTa TbKaH ce cTHra Io bp3O 061eKyaBaHe Ha CHMIITOMHTe. 

TAHTYM BEPIEec no6pa nokaTHa noHOCHMOCT H BOJH A0 Haco4eHa Tepanua Ha cHMIITOMHTe Ha 
B31aJ1eHHe H Ha oniaKBaHHATa ipH iperibI[aHe. 

TAHTYM BEPIE ce ipuIara 1pu 6one3HeHH BL31aneHMA B YCTHaTa KyXHHa H TbpnoTo, Bb3I1aneHHA Ha 
BeHLIHTe, Ha cJIHBHLHTe, BL3naneHHA Ha sIHraBHuata Ha rbpioro H Ha JlapuHrca. OcoQeHO IOJXONAUl e 
3a HamaIABaHe Ha onJiaKBaHHATa Ipu ipocryAHH 3aÑonABaHHA. 

Tlopa1u JIeKapcTBeHaTa My opMa -TaoieTKH 3a CMy4eHe, npunaraHeTO Ha neKapcTBeHHA +pONYKT Hà 
ena rnoi6 rouunn He ce npeinops4Ba. TipunoxeHHeTO IpH Aeua MeKAy 6 n ll roAAHH Na ÖBAe noi 
HaQJIroMeHHeTO Ha BL3pacTeH. 

NEHLM9 KAPC7 

tnysA 



2. KaKBo TpsQBa na 3HaeTe MpeAu 1a npueMeTe TAHTYM BEPIE Ta6neTKH 3a cMyyeHe 

He npueMaÑTe TAHTYM BEPAE Ta61eTKH 3a cMy4ene 

ako cTe anepruYHH KLM beH3MlaMHH HJIH KBM HAKOA OT OCTaHastHTe CbCTaBKH Ha TOBa 

nekapcTBo (H36poeHH B TOYKa 6); 
ako cTe anepruYHH KBM CaiH\MJIOBa KHCeJTHHa HJIH Apyru HecTepOHIHH IpoTHBOBB3I1aIWTeJIHH 

cpencTBa, HapuyaHu HCIIBC. 

IlpexynpexneHHA H npexla3HH MepkH: 
IlOBHuIeHO BHHMaHHe e Heo0xoNHMO IIPH InaueHTH C PpOHXHaIHa acTMa, Tb� KaTO e BL3MOKHO 

pazBuTHe Ha bpoHxXOCIna3BM ipu Ta3u rpyna naisHCHTH. 

Apyru eKapcTBau TAHTYM BEPAE Ta6neTKH 3a CMyyene 

He ce o4aKBaT B3aHMONeÝCTBHA Ha TAHTYM BEPIE Ta.NeTKH 3a CMy4eHe C Apyru neKapcTBa, 

BBIipeKH TOBa, ako He CTe CHrypHu, o6BpHeTe ce KLM BauuHA JNeKap MJIH hapMaueBT B CJIyyam, ye 

npHeMaTe NpyrH JIeKapcTBa, BKIIOYHTeJIHO M TaKHBa, OTnyckaHu bes sieKapCKO IpeAIHcaHHe. 

BpemeHHOCT, KbPMeHe n þepTHIHTeT 
AKO CTe ópeMeHHa IH KLPMHTe, CMATaTe Ye MOKE Ja CTe QpemeHHa HIH IJIaHHpaTe opeMeHHOCT, 
nOCbBeTBa�Te cec BauiuA JNEKap npenu yIOTpebaTa Ha TOBa JiekapcTBO. 
ToH/TA LIe peiH laiH MOKe la npuemaTe TAHTYM BEPAE TaósieTKH 3a CMy4eHe. 

IMoupaHe H paÑoTa c MamuHH 
JlokanHara ynoTpeba Ha TAHTYM BEPIE TaQneTKH 3a CMyyeHe B IIpenops4MTeIHH 103M He NOBJIHABA 

cnocoQHOcTTa 3a uIoupaHe u pabora c MaWMHH. 

TAHTYM BEPIE TaoIeTKH 3a CMyYeHe CbÊbPKa H3OMaJIT, CHHCeT KLJITO (E110) H nopTOKaIOB 

apomaT 
AKo BaHAT Iekap Bue Ka3a1, 4e HMaTe HeIIOHOCHMOCT KEM HAKOM 3axapu, cBBpKETe ce c Hero, Iipenu 

1a ipueMeTe TO3H JIeKapcTBeH IIpO1yKT. 

3. 

TOBa nekapcTBO CLIbpKa CbHCeT KBIITO (EI10) H apoMaT C IHTpai, IHTPOHeJIOJI, repaHHOJI, JIHHaNOOJI H 
d-JIMMOHeH, KOHTO MOraT 1a ipuYHHAT aJNeprHYHH peakiWH. 

Kak ja mpueMaTe TAHTYM BEPIE TaoneTKH 3a CMyyeHe 

Bb3pacTHH M 1eIa Ha 6 roIMHH - eAHa TabiieTKa 3a cMy4eHe 3 IbTH Ha neH. 

JleyeHnerO He TPA6Ba na ipeBMwaBa nepnoA OT 7 AHM. 

leua Ha MeKIy 6-11 roJMHH 
IlpuJoxeHHETO IpH nema MeKIy 6 n ll ronHHH Aa 6bIe NOA Ha6iioneHHETO Ha BB3pacTeH. 

Ieua rio6 ronMHH 
Tlopann IEKapcTBeHaTa My hopMa -Ta6neTKH 3a cMy4eHe, IpunaraHeTO Ha JIeKapeTBeHMA ipoiykT ipa 
ACLA NON6 rojuHM He ce ipenops4B. 
Ako cIeA ynorpeQa Ha TarryM Bepae TabneTKH 3a CMy4CHe He HaCTLIH O4aKBaHHA gEKVrO nE 
JneYCHMETO, ce KOHCYITHpaäre c Bainna JeKap MIH ()apmauesT. 
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HayuH Ha ipHIOKEHHe 
OpoMyko3HO ipMNoKEHHe. Ta6neTKaTa 3a cMyyeHe TpaPBa na ce pastBapa 6aBHO B ycTara. Jla He ce 
norIBa. la He ce bB4e. 

Ako CTe ipHeIH nOBeYe oT Heo6xonHMaTa 103a TAHTYM BEPJE Ta6sieTKH 3a CMyyeHe 
AKO CJIYyyañHO CTe B3eJIH nOBeYe OT IIpenopb4aHaTa j03a Ta.JieTKH, Bue TpsÓBa 1a ce cBbpKeTe c 
BauHa hapmaueBT, JNEKap HJIH c HaH-6J1H3KaTa 6oJIHHILa. BuHarH HOceTe c Bac ornakoBKa oT 
JIeKapcTBOTO, He3aBHCHMO OT TOBa naJiH ca ocTaHaNH TabneTKH B HeA HJIH He. 

4 BL3MOKHH eKeJIaHH peaKIIHH 

KakTO BCwYKH JeKapcTBa, TOBa JeKapcTBO MOKe Na ipenn3BHKa HeKeJlaHH peakMM, BBIIpeKH Ye He 
BCeKH rH NO1y4aBa. 

HexeaHH peaKLIHH C HeH3BeCTHa YeCTOTa: 

AnepruuHH peakuHH (CBpLX4yBCTBMTeNHOCT); 
CepHo3HH ajeprHYHH peakuHH (aHaoHJIaKTHYeH WOK), IIpH3HauH Ha KOHTO MOraT 1a BKJIHO4BaT 

3aTpyFHeHO IHuaHe, 6OJIKH B IbpAMTe HIH CTAraHe B rbpIMTe H/HiIH YYBCTBO 3a 
3aMaHBaHe/npunanbK, TeKbK CLpõex Ha KoxaTa HJIH IOBIHTHaTH Qy4KH/nonyTHHH IO KOKaTa, 
OTOK Ha JIHUETO, yCTHHTe, e3HKa H/HIH IHPJIOTO, KOHTO MOKe 1a bblaT IIOTeH\HaIHO 

KHBOTO3acTpauaBasA. 

B enuHH4HH CIy4aH cHen ynotpe6a Ha raoIETKHTe 3a cMy4eHe MOKe 1a ce nORBM JICKO napeHe Ha 
JIHraBHLara Ha ycTHaTa KyXHHa HJIH cyxoTa B ycTaTa. 
AKO TOBa ce ciyyu c Bac, H3IIHÄTe yauma BONa Ha rIbTKH, 3a 1a HaMaTHTe eheKTa. 
PanKo Ha6NHOIaBaHa peakua cnen cHCTeMHa ynoTpeQa Ha QeH3MJaMHH e CBeTIIOHYBCTBHTeJIHOCTTa. 

CHoomaBaHe Ha HeKeJIAHH peakIHH 
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AKo noJIyyure HAKaKBH HeKeJMaHH JIEKapcTBEHH peakuun, yBenoMeTe Bauus nexap nIH þapMaueBT. 
TOBa BKJIIOYBa BCHYKM BL3MoKHH HeOIHcaHH B Ta3M NHCTOBKa HeKenaHH peaKLHH. MoKETE CBIo 1a 
CBO6LHTe HexenAHH peakuHH AupeKTHO ypes HaunoHaJNHATa CHCTeMa 3a cBo61laBaHe: H3blHHTeIHa 
areHIHA NO JNEKapcTBATa, yn. �laMAH Tpyes" Ne 8, 1303 Cooua, Ten.: +359 2 890 34 17, yefcaäT: 
www.bda.bg 
Karo co6uaBaTe HeKeTaHH peaKIHH, MOKETe 1a 1aFeTe CBOA IIpHHOC 3a IOJIY4aBaHe Ha nOBeYe 
HHÒOPMaua oTHOCHO Oe3onacHOCTTa Ha TOBa JIeKapcTBO. 

Kak a cbxpanBaTe TAHTYM BEPIE TaóJeTKH 3a cMyueHe 

Ma ce cbxpaHABa Ha MACTO, HeNOCTBIIHO 3a 1©;a. 

la ce cbXpaHABa ipu TeMInepaTypa non 30°C. 

JlekapcTBeHHAT IponyKT 1a ce CbXpaHABa B OpHrMHaJIHaTa onakoBKa. 

He M3rIOJI3BaMTe TOBa JIeKapcTBo cJIeN cpoka Ha rONHOCT, OTPeJIA3aH BbpXy kapToHCHATa OjakoBKa cieA 
�,ToneH no:�. CpoKBT Ha roIHOCT OTTOBapa Ha IocJHeNHHA JeH OT II0CO4EHHA MeceLU. 

iHMTENH 

NEHH no NEKAR 
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He H3XBLbpiaÄTe JNeKapcTBaTa B KaHaM3aLHaTa HJIH B KOHTeMHepa 3a 1OMaIHH OTIHaJbL[H. IlonTaMTe 
Bauua þapMaueBT KaK la H3XBbPJIATe JIeKapcTBATa, KOHTO BeYe He H3I10J13BATe. Te3H MepKH Êe 
cIHOMOTHaT 3a ona3BaHe Ha OKOJHATa cpena. 

6. CBIBpXaHne Ha onakoBKaTa H JonbJIHITeJIHa HHOopManuA 

KaKBO CHIbPxa TAHTYM BEPIE TaóneTKH 3a CMyyene 

AKTHBHO BeLyecTBO: 6eH3HnamHHOB XHIPOXJIOPHI 3 mg, eKBHBaneHTeH Ha 2.68 mg beH3MIaMMH. 
Apyru cbCTaBKH: M3OMaJIT (E 953), JMHMOHeHa KHCeIHHa MOHOXHIpaT, BKyc Ha nopTOKaN, BKYc 

Ha Men, IeBOMeHTOJI, auecynam KannÄ, XHHOJIHHOBO KBIro (E 104), CbHCeT KbIro (B 110). 

Kak H3rJIEKIa TAHTYM BEPIE Ta6JIeTKH 3a CMyYeHe H KaKBO CbIbpKa omakoBKaTa 

TAHTYM BEPIE TaoneTKH 3a CMyYeHe ca XbJITO-opaHxeBM TabJieTKH, C KBaIpaTHa popMa. 
TaóneTKHre 3a CMyYeHe MOrar Ia 6blaT oaKOBaHH B PVC/PE/PVDC � ALU 6nnCTepH HIH 
napa�uHOBa xapTua. 

TAHTYM BEPIE Ta6neTKH 3a cMyyeHe ce npejnarar B KYTHA, CHILPXama 20, 30 HIH 40 Ta6neTKH 3a 
CMyYeHe C IipHIOKEHa JIHCTOBKa 3a TiaueHTa. 

IIpurexaTeI Ha paspemeHnero 3a ynoTpeóa 

AHIKeIHHH DapMa BLIrapua EOOI 
yn. "HuKOna Tecna" No 3, 
61. BusHec LleHTHp BCP Coua l, er. 4, ouc 401, 
Coua 1574, Eb1rapus 
Ten.: +359 2 975 13 95 

Ipon3BoFuTeJI 

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

3a nobJIHHTeNHa HHopMaLHA OTHOCHO TOBa ieKapcTBO, MOJIA CBBpKETe ce c IlpHTexaTeJIA Ha 
paspeueHMeTO 3a ynotpea. 

Aara Ha nocTeHO mpepasrIeKAAHe Ha JIHCTOBKaTa 10/2024 

ANEHLAR no nEKAPO 
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