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1. HME HA JIEKAPCTBEHMA MPOAYKT samamp. © /Zo%‘r ...... L, U B -11- 70724
TAHTYM BEPJIE ¢ Bkyc Ha nopTokan u mex 3 mg TabneTky Sgeimymesibe .., .. —

TANTUM VERDE with orange-honey flavor 3 mg lozenges

2. KAYECTBEH H KOJIMMECTBEH ChCTAB

Bceaka TabneTka cbIbpia akTHBHOTO BelllecTBO GeH3naaMuHoB xuapoxnopua (benzydamine
hydrochloride) 3 mg, exkBuBanenTeH Ha 2,68 mg 6eHsnaamuH (benzydamine).

[Tomowunu seiectra: uzomant 3073,53 mg.

34 MbJIHKMA CMTUCHK HAa MOMOILIHUTE BELIECTBA, BHOKTE TO4Ka 6.1.

3. JEKAPCTBEHA ®OPMA

TabneTtka 3a cMyueHe.
XKiunro-oparxkeBd, ¢ KBaapaTHa popMa TabneTku, ¢ KYXHHA B CpellaTa H THIIMYEH BKYC Ha NMOPTOKal M
MELl.

4, K/IMHHYHHA JAHHH

4.1 TepaneBTHYHH NOKAZAHUA

CuUMNTOMaTHYHO NeueHHe 3a obnexkuapaHe Ha bonkarta Mpv OONE3HEHH BB3NAJICHHA HAa YCTHATA KYXHHA H
['BPJIOTO.

4.2 JIo3HpOBKA H HAMHH HA NPHJI0KEHHE

Jloauposka

Bb3pacTHu M Jeua Han 6 ronuHu
Enxa Tabnerka 3 meTu Ha aeH. JleuenneTo He TpabBa a npeBULIAaBa NEpHO OT 7 JHM.

Heua Mexxay 6 1 11 roanum
[TpunoxeHHeTO Ha NeKapCTBEHWA MPOAYKT NpH Jeua Mexay 6 ¥ 11 roaunu pa 6bae nox HabmMOOEHUETO

Ha Bb3pacTCH.

Ileua non 6 roAWHY
[Topanu nekapcTeeHaTta My ¢dopMma, npujlaraHeTo Ha 6eH3naaMKH TablieTkH 3a CMyUeHe Ha Aeua noa 6
rOJHHU He ce MPENnoOpbYBA.

HauuH Ha NpHIOKEHUE
OpoMyko3Ho npunoxeHue. TaGneTkaTa 3a cMydeHe ce OCTaB4 Ja ce pa3TBOpH 6aBHO B 1P J[a He ce

rbjiTa. Jla He ce ObBUE.




4.3 IlporaBomoxasaHus

CBpBEXYYBCTBHTENHOCT KbM aKTHBHOTO BEBIECTBO WM KbM HAKOE OT NOMOILLHUTE BELECTBA, H30pOEHH B
TO4YKa 6.1,

4.4 ChnenualHu NpeaynpexicHHA H NPeNa3HR MEPKH NIPH YHoTpeda

[Ipu Manbk 6poit NaLUEHTH, YCTHO-(PapUHreaIHOTO BBL3NAICHUE MOKE J1a Ob/1€ MPHYMHEHO OT CEPHO3€EH
NATOJIOIMYEH MpoUeC.

[TauuenTH, MPH KOUTO CUMITTOMUTE He ce noaodpaBaT ciie]y KpaThk repHo] oT BpeMe, Ou cneasano aa
NOTBHPCAT CHBET OT TEXHUA JIEKap WIH CTOMATOJIOT,

Ynorpebara Ha OeH3UAAMHH HE CE NPENOPBYBA NPH MALKMEHTH CbC CBPBXYYBCTBHTETHOCT KbM
CaJTMLIMIOBA KHCEJIMHA MK JPYTH HECTEPOUIHH NPOTHBOBB3NAIUTENHA CPEACTBA.

[loBHiLIEHO BHUMaHUE € HeOOXOAUMO NPH NaLUEHTH ¢ OPOHXHANIHA ACTMA, ThH KATO € Bb3MOXKHO
pa3BUTHE Ha OPOHXOCIA3BM NMPH TA3H I'PyNa NalMeHTH.

[TomolHH BellleCTRA

[TaLeHTH ¢ peAKH HacNEACTBEHH NpobieMH HA HENMOHOCHUMOCT KbM $pyKTo3a He TpaOBa Aa npueMar
TOBA JIEKAPCTBO.

Tosa AexapcTBO CbaAbpKaA ChHCET XkbATO (E 110) 1 apoMmaTy ¢ uMTpas, UMTPOHENON, FEPAHHO, THHAJIOO]
i d-JIMMOHEH, KOUTO MOXKE 1a NPUYHHAT AJICPTHUHHU peaKkLMHu.

4.5 BsanMoaelcTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrH ¢opMH Ha B3IaEMO/IeHCTBHE

He ca H3BeCTHHA.

¥

4.6 OepTHIUTET, OPEMEAHOCT H KbpMeEHe

JIMnceaT UM UMa orpaHHMEeHH AaHHH 3a yrnoTpebara Ha OcH3UAaMMH NpH OpeMEeHHY U KbPMELLH JKEH!.
ExckpeLaTa B MAHYHHOTO MJIAKOTO HE € NpOYyUBaHa.

[IpoyuyraHusATa NMpH »KHBOTHH MNpe3 riepruoa Ha OpeMeHHOCT U KbPMEHE ca HEAOCTaTbYHU (BXK. TOYKa
5.3), nopaaM KOETO NMOTEHUHANHHAT PHCK 33 OPEMEHHHTE H KhPMELIUTE XKEHH HE MOXeE fa ObAe
YCTAHOBEH.

TAHTYM BEPJIE ne tpabBa na ce npunara no BpeMe Ha OpeMEHHOCT U KbPMEHE, OCBEH aKO
KIKHHYHOTO ChCTOAHHUE Ha XKE€HATAa H3UCKBA JeuyeHHe ¢ OeH3naaMHH.

4.7 EdexrTH BLPXY cnucoﬁﬂocﬁa 3a wodgupane H pabora ¢ MAIHHK

JokanHoTto npunomkerune Ha Tantym Bepae B npenopbuMTEIHH 1034 He MOBJIMABA CNTOCOOHOCTTA 34
wogupaHe ¥ padboTa ¢ MalLIUHU.

4.8 HexenaHu JieKapPCTBCHH PeaKUHH

H3non3saHa e cneaHaTa KnacudUKaLUA N0 4ECTOTA Ha HEXEIAHUTE JIEKapCTBEHU PEaKLHMU:
Muoro uectu (= 1/10), Hectn (= 1/100 no <1/10), Heuectu (= 1/1 000 no <1/100), Pe

HanpaBeHa OLICHKA).




CToManHO-4YpEeBHH HAPYLICHUSA
Peoxu: TlapeHe, cyxoTa B ycTarTa
C neusgecmua yecmoma: XHNoecTe3us Ha ycraTa

HapyumieHus Ha HMYHHATa CUCTEMA
C neuzsgecmua vecmoma: AHAQWIAKTUMHH PEeaKIlHH, peaKLMH Ha CBPBEXUYYBCTBHTE/IHOCT

PecnypaTOpHH, FPbAHMA M MEAWACTHHATHHU HapYILICHUS
Mnozo peoxu: JlapuHrocnassm

HapyuieHns Ha KoXKaTa U NOAKOXHATa ThbKaH
Heuecmu.: CBETNIOMYBCTBUTEIHOCT

Mnozo peoxu: AHrnoenem

CrobuiaBaHe Ha NOAO3UPAHHY HEXETAHU PEeaKLUU

C106111aBaHeTO Ha MOAO3UPAHH HEXKEAHHU peakLMy el paspelllaBaHe 3a ynoTpeba Ha IeKapCTBEHHA
MPOAYKT € BaXkHO. TOBa MO3BOJIABA 4 NIPOALIDKM HaONIOEHHUETO HAa ChOTHOLLIEHHETO NOJI3a/PUCK 34
nekapcTBeHUs NpoayKT. OT MEAULIMHCKUTE CIICLIMATIMCTH €€ H3UCKBA Ja Chodmanar BCAKa MOAO3HpaHa
HeXKeJIaHa peakliva Ype3 HallMOHaIHA CHCTeMa 3a cbodllaBade: UanbaHuTeHa areHuMs 1o neKkapeTeara,

yi. ,,JamsaH I'pyes” Ne 8, 1303 Codusn, Ten.: +359 2 890 34 17, yebeaiT: www.bda.bg.
4.9 Ilpepo3upane

He e usBecTeH puck OT nNpeo3UpaHe ¢ JiekapcTBeHaTa ¢opMa Tabnerku 3a cMmy4deHe. Bbnpeku Tosa,
MHOTO peJKH CUMITTOMM HA NpeJo3dpaHe, KaTo Bb30yla, KOHBYJICHH, U3TOTIABAHE, ATAKCHSA, TPEMOP,
MoBpblIaHe, ca HabMmoOJaBaHy NMpH Aeua clieji NEPOPATHO NPUIIOXKEHHE Ha OEH3UAAMHH B 103H C OKOJIO
100 muTH NO-BHUCOKH OT Ta3H B TabieTkara.

B cnyyauTte Ha OCTPO NpeAO3HpaHe € Bb3MOXHO CaM0 CHMITTOMATHYHO JieveHUe. Tpadea na ce
npeAH3BHKA NOBPBLIAHE WM CTOMALIHA MPOMMBKA, CJIe]l KOETO NaLMEHTLT 1a ce Habmoaasa
BHHUMAaTeJIHO npy noaxoaso acueHue. Heobxonmmo e na ce noaasprka noaxoAfla XuaparTaius.

5. ®OAPMAKOJOImM4HHU CBONUCTBA

5.1 dapmakoIHHAMHYHH CBOHCTBA

PapmaxoTepaneBTHYHA rpyna: JuxarenHa cucTeMa, Ipyru npenapar 3a JeueHue Ha repno, ATC koa:
RO2AX03.

KnuHHYHHATE NpoyUYBaHKA AOKAa3BAT €PEeKTUBHOCTTA HA OEH3MAAMMH BbLPXY JIOKATHOTO OFHHULLE Ha
Bb3HAJICHHETO B YCTHATA KyXHHA U papuHkca. beH3uIaMHH NpUTEKaBa yMepeH JIoKajleH 06e300nsBalil
edexT.

B paHzoMu3HpaHO, aKTUBHO KOHTPOJIMPAHO KITMHHYHO H3NIMTBAHE € Ha0mo01aBaHo TbPBOHAYAIHO
HamalsBaHe Ha OoJikaTa | MHHYyTa ciie[l MpUIoXKEHHe HA eaHa TabsieTka 3a cMydeHe ¢ 3 mg beH3naamMuH
npy 87% OT NAUMEHTHUTE C OCTPO BBINANEHO BP0, KaTo foctrra 91% ot nauneHTHTe cnes 2 MMHYTH.
Cnen 15 MUHYTH OT NPpUIIOKEHMETO € HaboaRaHO 3HAUMTEHO obneKkyaBaHe Ha DoJkara npn
npubnusurenHo 83% ot nauuenture. Habmopasanu ca cuiuo nopobperHus np
NpermbHIaHE M Ha yeellaHero 3a noaysaHe. [lorsbpikaasa ce MHOro nobpus N SHMAOCT Ha
OcH3naaMHH.




5.2 (PapMaKOKHHETHYHR CBOHCTBA

AGcopbLusaTa npe3 AMraByiIaTa Ha ycTaTa U (PapUHKCA ce J0Ka3Ba C HaJIMYME HA W3MEPHMH KOJIHYECTBA
OeH3uIaMHH B HOBELIKHMA cepyM. J[Ba uaca cien nmpuemane Ha TabneTku 3 mg, HUBOTO Ha OEH3HIaMHH
nocrura a0 37,8 ng/ml ¢ 367 ng/ml*h AUC. Bbnpeku ToBa, CCpyMHHUTE HMBA Ca HUCKH U HE
peIM3BHKBAT (GapMaKoSIOrHYHH CHCTEMHH EEKTH.

JlekapcTBOTO C€ EKCKPETHpa rIaBHO Ype3 YPHHATa, KaTO HEAKTHBHH META00JIMTH U CheIMHEHHA.

[1pu nokanHOTO My npunarade 6eH3UaMHH CE€ HATPYNBA BbB Bb3NAJEHHUTE ThKaHH, KbAETO JOCTUIA
ehekTHBHA KOHLIEHTpALK, IOPAAX Bb3MOXCHOCTTA CH 1a IPOHUKBA B CNUTE/A.

3.3 IIpexkIHHNYHHA JAHHH 32 H€30IaCHOCT

EMGpuoHaiHK ¥ NEpH- U MOCTHATAIHH TOKCHUYHH €(PEKTH Ca M3yuaBaHH Ype3 penpoaAyKTHBHH
IPpOYyuYBaHus 32 TOKCHYHOCT, IPOBEKAaHH BBPXY IUTbXOBE M 3aiI{H PH CEPYMHH KOHLIEHTPAaLlMi MHOIO
no-sucokH /Hag 40 T/ OT HADJIIOJaBaHHTE CAECH NEePOPanHO NMPUEMaHE HA eTHOKPaTHa TepaneBTHYHA
no3a. Te3d npoyuBaHHA HE NOKAa3BaT TEPaTOreHHH edekTH. HannuHuTe KHHETHYHHM 1aHHH HE NO3BONABAT
OLICHKA Ha KJIMHUYHOTO 3HAYEHHE Ha NPOYYBAHHUATA 32 PENPOAYKTHBHA TOKCUYHOCT. llopaaun HemrbnHoTa
M CJIEA0BATENIHO OrpaHHYEHa 3HAUMMMOCT Ha NPEAKIAUHUYHHUTE IIPOYUYBaHHA, T€ HE MPEAOCTABAT
AOMBJIHUTENHA HHOOPMALMA H3BBLH BKIIOYEHATa B KpaTkaTa XapakTepuCcTHKA Ha NMPOAYKTa.

6. OGAPMAINEBTHYHA JAHHHU
6.1 Copchx HA NOMOIIHHTE BeIlleCTBA

Hzomant (E 953),

NTHUMOHEHA KHCEMTHUHA MOHOXHApAT,
BKYC Ha MOpTOKa,

BKYC Ha Me],

JIEBOMEHTOJI,

auecyndam Kanum,

XHHOJIHHOBO *KbiTO (E 104),
ceHeeT xbaTo (E 110).

6.2 HecrBMECTHMOCTH

Henpunoxumo

6.3 Cpok HA rOAHOCT

4 roAUHH

6.4 ChoenHanHn YCJIOBHS HA ChXPaHEHHE

Jla ce cbxpansBa npy temneparypa noj 30°C B opuriHaiHaTa onakoBKa.
6.5 Bugn chabpKaHHE HA OIAKOBKATA

Tabnetkure 3a cmyueHe Morat aa 6bvaar onakoBanu B PVC/PE/PVDC - ALU
riapadUHOBA XapTHA.




Onaxoska ¢ 20, 30 wiu 40 TabneTku 3a CMyU€He.

He BcHUKH OnMakoBKH MOrart Zia ObaT MyCHAaTH Ha nasapa.
6.6 CronenHaJHH OIpeaANa3BH MEPKH MPH HIXBLPJIAHE
HsaMa cnenuaiHy U3UCKBAaHHUA,

Heuzrion3BaHUAT JIEKAPCTBEH MPOAYKT WIH OTNAABYHUTE MaTepHaIH OT HETO TP20Ba /1a Ce U3XBLP/IAT B
CBHOTBETCTBHE C MECTHUTE H3IUCKBAHHA.

7. TIPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Anmxenvuun ®apma benrapus EOOH

yi. "Hukona Tecna" No 3,

6a. Busuec Lleutsp BCP Codns 1, er. 4, oduc 401,

Codusa 1574, buiarapus

Ten.: +35929751395

8. HOMEP HA PAZPEIIEHHETO 3A YIIOTPEBA

Per.No: 20110377

9. JATA HA MIHPBO PA3PEIHIABAHEAMIOAHOBABAHE HA PA3PEINIEHHETO 3A
YIIOTPEBA

Jlata Ha mbpBO paspewaBaHe: 15 oun 2011 r.
Jata Ha rmociieaAHo noaHosaBaHe: 05 asryct 2016 .

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

10/2024




