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5. 

IpoyeTeTe BHHMaTeTHO UAJATa JIHCTOBKa npenH 1a 3ano4HeTe na npHeMATe TOBA JIeKapeTBO, 

Tb� KaTO TA CL]bp*a BaKHa 3a Bac HHhopMauHA. 

6. 

BuHarH IpHeMaMTe TOBa 1ekapcTBO TOYHO KaKTO e oTHcaHO B Ta3H JIHCTOBKa HJIH KaKTO Bu e kazai 

BauunsT neKap MIM þapMauesT. 

KakBO CLIbPKa Ta3H JIHCTOBKa 

1. 

JIueTOBKa: RHopManHA 3a noTpef#Tena 

4. 
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V30bHITENHA ATEHUMA NO nEKAPCTBATA 

Ks Po. Ne 

TAHTYM BEPIE OOPTE 0,3 % cipeA 3a yeTHa IHraBHna, paTBop 
TANTUM VERDE FORTE 0,3% oromucosal spray, solution 

PaapeueANO N 

6eH34naMHHOB XHAPoxJopu1 (benzydamine hydrochloride) 

3anazeTe Ta3H IHCTOBKa. Moxe 1a ce HaioKH 1a A npo4eTETe OTHOBO. 

67079 

AKo ce HyK+aeTe OT 10nbJIHMTeJHa HHOopMauua HIH CLBeT, 1oIHTaHTe BauHA NEKap HIH 

þapmauesT. 
AKo noIyYNTe HAKaKBH HeKeNaHH peaKuHH, YBenOMeTe BauHA neKap MIH apMaueBT. TOBa 

BKJIKOYBa BCHYKM BL3M OKHH HeKenaHH peakUHH, HeonHcaHH B Ta3H JIHCTOBKa. BHKTe TO4Ka 

Bb3MOKHH HEKenaHH peakuHH 

Ako CIen 7 AHH He ce YyBCTBaTe no-n0Qpe HIH CbCTOAHHeTO BH Ce BJIOWH, TpAÕBa 1a 

noTbpCHTe NeKapcka noMOI. 

Kak na H3NON3BaTe TAHTYM BEPIE OOPTE cnpeH 

KakBO npencTaBJIABa TAHTYM BEPIE OOPTE cnpeH H 3a KaKBO Ce H3noN3Ba 

KaKBO Tpa6Ba na 3HaeTe, npeu ga u3NON3BATe TAHTYM BEPIE 

Kak na cBXpaHABaTe TAHTYM BEPE OOPTE cnpeH 

CLIbpKAHHe Ha onakoBKaTa H 1onBJIHHTeIHa HHoopMauuA 

A.:Ji:02,.. 

KaKBO mpencTaBJIABa TAHTYM BEPAE DOPTE cmpeH H 3a KaKBO Ce H30oJI3BA 

TAHTYyM BEPIE DOPTE cnpeH CHÊbpKa akTHBHOTO BeLIIecTBO PeH341aMMHOB XHApOXJIOPHA. 

BeH3HIaMHHLT e HeCTepoHJHO IpoTHBOBB311alHTeIHO cpenCTBO H IpHTeKaBa H3pa3eHH 

npoTHBOBB311aNHTeJTHH H PoJIKOYCIOKOABA;H CBOMCTBa. BL3 OCHOBA Ha Ðbp30TO IpOHHKBaHe H Ha 

JJOKaJHOTO 00oraTABaHe Ha BL31aJieHaTa TbKaH ce CTHra no Pbp30 OTCJIaðBaHe Ha 0oNKHTe H 

OIJIAKBaHHATa npu nperTbIlaHe. 

He H3noJ3BaÄTe TAHTYM BEPIE DOPTE cnpeH 

TAHTYM BEPIE OOPTE cnpeH ce ipunara karo npOTHBOBL3nanuTeNHO H 0Ñe3PoNABaLLo 

cpencTBO IIPH BL3I1aJIHTeJTHH CbCTOHHA Ha TbpIOTO, yCTHaTa KyXMHa H BeHUHTe. 

OPTE cnpeH 

IlpexypexpeHHA H IpeAna3HH MepKH 

Moxe na ce npHJara B CTOMaTOJIOrHYHaTa ipaKTHKa, KaTO INOMOUIHO CpencTBO CJJeN BaneHe Ha 356, 

npu BL31aieHHA Ha JlapHHrca H ipH HapyueHHA CIEN JIB4eBa Tepanua. 

KakBO TpaOBa 3a 3HaeTe npenH 1a H3nOJI3BaTe TAHTVM BEPIE DOPTE cnpeH 

- aKo cTe asieprHYHH KbM aKTHBHOTO BeuIeCTBO HJIH KLM HAKOA OT 0CTaHaHT BCTADKr Ha 

TOBa JJeKapcTBO (H3QpoeHM B TOYKa 6). 

PENY 

NEKAPC7: 
Ilpegu neyeHHeTOc TAHTYM BEPIE DOPTE cnpea o6bDHeTe BHHMaHHe,AR ÁMàreipobiÇMH 

Aa KOHTpoJinpare npermbulaHeTO CH. 



AKo npH KpaTKOTpa}Ho JNeYEHMe c beH3H1aMHH He ce n0CTHrHe KenaHHA pe3yiTaT, TO HezabaBHo 
TpaPBa la ce KOHcynTHpaTe c ieKap. TAHTYM BEPAE DOPTE cripeA e noKasan ipH natueHTH, 

KOHTO HMaT TPyAHOCTH 1a npaBaT raprapa. 

Apyru ekapcTBa u TAHTYM BEPAE OOPTE cupeÁ 
BL3MOKHa e ynoTpe6ata Ha TAHTYM BEPAE OPTE cripeH n Apyru neKapcTBeHH IponyKTH, Tb¢ 
KaTO HAMa laHHH 3a HeKeNaHH IeKapcTBeHH peakKI;WH. 

BpemeHHOCT, KbpMeHe H hepTHJIHTeT 
AKo CTe ópemeHHa HJIH KbpMHTe, CMATaTe, 4e MOKe la cTe QpemeHHa HJIH IIMaHHpaTe bpemeHHOCT, 
nOCbBeTBamTe cec BauuA NEKap IH HapMaueBT IIPexu ynoTpebaTa Ha TOBa JNeKapcTBO. 

TB� KaTO HAMa naHHH 3a ipoTHBONOKazaHHA IpH JIOKaIHa ynoTpea Ha eH34naMHH IO BpeMe Ha 

QpeMeHHOCT HIH KbPMeHe, TAHTYM BEPIE ÕOPTE cHpem MOKe na ce ynotpebABa 3a 
KpaTKOcpo4HO JIeYEHHe H I101 JJeKapcKH KOHTPOJI. 

Illo¢upaHe H paooTa c MauIHHH 
JlokaHara ynotpeða Ha TAHTYM BEPIE DOPTE cIpeH B Ipenopb4nTeTHH A03M He 1OBTHABA 

cnoco6HOCTTa 3a ioupaHe H paQoTa c MaIuMHH. 

TAHTYM BEPIE DOPTE cnpeH CHILpxa eTaHOJI, MeTHJIINapaxuApoKCHPeH30aT, II0JIHOKCHJI 

40 XHAPporeHHpaHo pHlHHOBO MacIo, MeHTOB apoMaT H HaTpH� 

TOBa JIeKapcTBo CLILPKa 13,6 mg aIKoX0JI (eTaHOJI) BLB BCAKa IpuIOKeHa exMHHYHa 103a oT 0,17 

ml, KoeTO e CKBHBAJIeHTHO Ha 0,34 ml Qupa HJIH 0,14 ml BHH0. MaJiKOTO KOJIHYeCTBO aJIKOXOJI B TOBa 

JIeKapcTBO HAMa na HMa HAKaKBH 3abeJieKHMH eoeKTH. 

MeTHJInapaxuapoKcHbeH30aT MOKe la npuYHHH aNepruyHH peakHH (BepoaTHO OT 3a6aBeH THI). 

TloiHOKCHJI 40 XHAporeHHpaHo pHLHHOBO MacIO MOKe Aa ipuyHHH CTOMaIHO HepasnoIOKEHHEH 

IHapua. 

TOBa neKapcTBO CLIBpKa apoMaT c beH3410B aJTKOXON, IWTPOHeJIOJI, D-IHMOHeH, repaHHOJI, 

JIHHaNO0I H eBreHOJI, KOMTO MOraT 1a IIpu4HHAT aJieprHYHH peakHH. 

TOBa neKapcTBO CHbPKa no-MaIKO OT 1 mmol HaTpuH (23 mg) Ha ipuIOKEHa A03a, T.e. MOKe 1a ce 

KaKe, Ye ipakTHYeCKH He Cb/bpKa HaTpH�. 

3. Kak na H31013BaTe TAHTYM BEPIE DOPTE cpe� 

BHHarH H3I10JI3BaMTe TOBa JIeKapcTBO TOYHO KaKTO e OHcaHO B Ta3M JIMCTOBKa HJIM KakTO Bu e ka3ast 

BauuAT JJEKap HJIH apMaueBT. AKO He CTe CHrypHHB HeÊO, I10NMTa�Te BauHA NEKap HIH 

þapmaueBT. 

KakBO KOJIHYecTBO 

KEHWAN EKAPO 

PEnysJMAy 

aTA * 84 



Bb3pacTHH: 2-4 BIIPLCKBaHHA, 2-6 bTH IHeBHO (BCAKO BIIpbCKaHe e eKBHBaneHTHO Ha 0,17 ml oT 

pasTBOpa). BHuMaHHe: He npeBHIaBaqTe npenopbuMTeNHaTa 103a Qe3 na ce KOHCyITHpaTe bpBO c Bauiua 

JNeKap. 

MHCTpYKUHH 3a ynoTpe6a 
AKo 3a6eneKHTe npoMAHa B CHMIITOMHTe MH Ce 3abiõ04aT, IonHTaHTe BaIHA JIEKap. 

BHMMaHHe: M31013BaaTe camO 3a KpaTKM nepHoH OT BPCMc. 
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1. 3aBupreTe 1O3aTa Ha 03HpauIlaTa iOMIla. 

2. Ilocranere 103ara B ycTara M Haco4eTe CTpyaTa KbM 
Bb31laneHure yuacrbt(H HIH IbpnoTo, ako papuirca e BB3I1a/nen. 
HarHCHere CHHO PyTOHa Ha AO3Hpaumara iOMIa. 

BaxHo: Ilpenn nbpBara yn0TpeQa Ha TAHTYM BEPAE OOPTE cnpeH TpaPBa ja naTHCHCTe 
HAKOJIKO IMTH ÐyTOHa Ha nOMnaTa, 10KaTO Ce noABH aepo301eH OÑnak. 

AKO CTe H3n0.13BA.1H nOBeYe OT HeoPx01HMaTA 103a TAHTYM BEPIE pOPTE cnpeD 

HAma cbo6uueHHA 3a npeno034paHe c õeH3H1aMHH, IpaIOKeH NOKaTHO. 
CayyaHHOTO NOrJbllaHe Ha MankH KONHYeCTBa e õe3oriacHO. 

Ako cIyyaHHo norblHeTe 4acT OT BaueTo NekapcTBO, HezaõaBHO ce cBbpKeTe 3a CHBeTC BaiiuA 

neKap MH VapMaseBT. 

AKo CTe nponycHaNH 1a H310.13BaTe TAHTYM BEPIE OOPTE cnpeH 

He B3eMaiíTe JBO�Ha 103a, 3a 1a KOMneHCHpaTe iponyCHaTaTa. 

SEHAA, no nEKAp 



4. BL3MOKHH HCKeNaHH peaKINHH 

KaxtO BCH4KM NeKapcTBa, TOBa 1exapcrRO MOKe 1a ipeNH3BMKa HCKenaHM peakiLHH, BBIipeKH e He 
BCCKM IH NONyyaBa. 

HenocpencTRCHO CHeA ynorpeba MoKe Na Ce nOABM H3TPBIBaHe B yCTara H rhpioTo. TosM ecpexT 
cnana KHM HayMHa Ha neicTBHe Ha neKapcTBeHMA IIpOnyKT H CIeA KpaTKo BpeMe oTYMABA. 

B MHOrO peAKH cIyyan (C YeCTOTa 10-HHCKa oT 1 Ha 10 000 AyuIH) cnen ynOTpebaTa Ha TAHTYM 

BEPIE OOPTE cnpeH ce Hao1OnaBaT CHeAHHTe HeKeNaHH peaki[HH: 
yceuaHe 3a napeHe Ha JIHraBHL[aTa Ha yCTHaTa KyXHHa; 

raFeHe MIH 1OBpbllaHe; 
anepruyHM peaksuH. 

HenocpeFCTBCHO CJIeN ynoTpeba MOKe Ja ce nogBH M3TPbIIBaHe B ycTaTa H TbpJIOTO. To3H epeKT 
cnana KbM HaYHHa Ha neHcTBHe Ha jekapcTBeHHA IipoiyKT H CJIen KpaTKO BpeMe OTIIIYMABa. 

HexenaHH peaKuuH C HeN3BeCTHa YecTOTa: 

5. 

AnepruYHH peakuHH (CBPbx4yBCTBHTeJTHOCT); 
Cepno3HH aneprHYHH peak|HH (aHaunakTHYEH IIOK), IpH3HaH Ha KoHTO MOraT 1a 
BKJIIOYBaT 3aTpyHeHO HwaHe, 5oNKH B rbpAHTe HIH CTAraHe B IbpAMTe H/HIH YYBCTBO 3a 
3aMaHBaHe/npunanbK, TeKLK CHpóex Ha KoKATa HIH IIOBIMTHaTH Py4KH/NONYTHHH I0 

KOKaTa, oTOK Ha JIHUeTO, yCTHHTe, e3HKa H/HIH IbpJIOTO, KOHTO MOKe 1a bblaT 

nOTeHIHaNHO XMBOTO3aCTpauuaBaIIH. 

CBo6uaBaHe Ha HeKeJIaHH peaksHH 
AKo nOJIyYHTe HAKaKBH HexejaHH JIeKapcTBeHH peakKIHH, YBeIOMETe BaunA JIeKap HJIH þapmaueBT. 

TOBa BKJIIOYBa BCHYKH BL3MOKHH HeoiHcaHH B Ta3M JIHCTOBKa HeKeJIaHH peakiHH. MoKeTe CHIÊO 
1a CLo6IIHTe HeKENAHH peaKlHH IHpeKTHO YPpe3 HauuOHaJIHaTa CHCTeMa 3a Cb0PuaBaHe: 
H3bJIHHTeNHa areHLHA NO NeKapcTBara, yn. ,JaMAH IpyeB* No 8, 1303 CoHa, Ten.: +359 2 
8903417, yebcaHT: www.bda.bg. 
KaTo CbO6laBaTe HeKeJaHH peakIHH, MOKETe na 1aneTe CBOA npHHOC 3a noJIy4aBaHe Ha iOBe4e 

MHOOPMaluA oTHOCHO besonlaCHOCTTa Ha TOBa NeKapcTBO. 

Kak Aa CLXpaHABaTe TAHTYM BEPIE OOPTE cnpeH 

la ce CLXpaHABA Ha MACTO, HenocTLIIHO 3a 1eLa. 

Ia ce Ina3H oT CJILHYeBa CBeTJIHHa; JIeKapcTBOTO 1a ce CHXpaHABa, IIOCTaBeHO BBB BBHIIHaTa 

onakOBKa. 

He H3IoJ13Baire TOBa JeKapcTBO Cnen cpoka Ha rogHOcT, oTQenasaH BbpXy KapToHCHaTa onaKOBKa. 
CpoKBT Ha roFHocT OTTOBapa Ha nOcHeIHHA ICH OT NOCOHCHHA MeCel, 

He w3xBbpusÄTe NeKapcTBaTaB KaHaJIn3aMATa MJIH B KOHTeHHepa 3a AOMAIHH 
Ilonwraäre Bau1na dapMauesT KaK na n3XBLpnaTe JnEKapCTBara, KOWTO Bee Hefsgoaiae 

oymagMA no, 

MepKH Ime ciOMOrHaT 3a OIia3BaHe Ha OKOJIHaTa cpela. 

NEKAD 



6. Cb1bp*aHHe Ha onakoBKaTa M 10bIHWTeJIHa HHÒODMauHg 

KaKBO CbIbPKa TAHTYM BEPIE OPTE cInpeA 

100 ml pasTBOp Cb]bPKaT: 
AKTHBHO BellccTBOo: eH34FaMMHOB XHIpoxNopHÊ 0,30 g. 
Ipyru CbCTaBKH: CTaHOJn 96%, rJIWIepo, I101HOKCHJI 40 XMAporeHHpaHo pHLMHOBO MacJ1o, MeHTOB 
apomar, MeTHI napaxHApOKCHQeH30aT, 3axapuH, ipeyncTeHa Bona. 

EnHO BIipbCKBaHe ce paBHABa Ha 0,17 ml pasTBop. 

Kak H3riexna TAHTYM BEPIE OOPTE cnpeH H KaKBO CbAL pKa onaKOBKaTa 

TAHTYM BEPIE OOPTE cnpeH ce npeniara B 15 ml QyTHIKac n03Hpauua noMI1a, nocTaBeHa B 
KapTOHeHa KyTHA c npunokeHa IHCTOBKa 3a naLHeHTa. 

IIpHTeKaTeJI Ha paspeueHHeTO 3a y1noTpeóa 

AHJKeJIHHH ÖapMa BbIrapua EOOM 
yn. "HHKONa Tecna" No 3. 
6n. Bu3Hec LleHTbp BCP Coua 1, eT. 4, o�uc 401, 
Coua 1574, EbJIrapua 
Ten.: + 359 2 975 13 95 

IIpon3BoIHTeJIH 

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

3a nonbJIHHTeIHa HHOOpMaua oTHOCHO TOBA JNeKapcTBO, MOIA CBLpxeTe ce c Ipurexarena Ha 
paspeieHHeTO 3a ynotpeQa. 

MaTa Ha nocnexHO NpepasrieKIaHe Ha JIHCTOBKaTa 10/2024. 

NHA 
NEHMA, ,NEKAP 
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