W3NLAHUTENHA AFEHUS NO NEKAPCTBATA

Kpamua xapaxmepucmuna Ha npogyxma - fpunoxenue
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1. HME HA JIEKAPCTBEHHSI IIPOLYKT | Ogospene M oo/ AL IR B

TAHTYM BEPJE ¢ Bkyc Ha MeHTa 3 mg TaGReTKH 3a cMyyeHe
TANTUM VERDE with mint flavor 3 mg lozenges
2. KAYECTBEH U KOJIMYECTBEH CBCTAB

Bceska TabneTka chAbpXKA aKTHBHOTO BELUECTBO OeH3naaMHUHOB XHApoxaopua (benzydamine
hydrochloride) 3 mg, exBupanenTex Ha 2,68 mg GeHsugamun (benzydamine)

3a TbJIHKA CHUCHK HA NOMOIIHUTE BELIECTBA, BHKTE TOUKA 6, 1.

3. JIEKAPCTBEHA ®OPMA

TaGnetka 2a cMyuene.

IMonynpospauty, seneHu, c KBaIpaTHa Gopma TabneTkH, ¢ KyXHHa B CPeliaTa  THIHYEH BKYC HA MEHTA.
4, KJIWHUYHH JAHHH

4.1 TepaneBTHUHH NOKA3aAHHS

CuMNTOMATHYHO NleueHHUe 3a obekyaBane Ha Gonkara npH GONe3HEHHU BbaNaneHus Ha yCTHATA KyXHHA H
rbPAOTO.

4.2 Jo3HpoBKa H HAYHH HA NPUIOKEHHE

EOSHQOBKE

o enHa TaGnetka 3 NbTH Ha JeH.

Jledennero Ke TpAGBa Ja NpeBHILIAaBa NEPUOT OT 7 [HH.

IMopaau nexapcreeHata My $hopMa, mpHIaraHeTo Ha GeH3MIaMWH TabNeTKK 3a cMydeHe Ha Jeua noa 6
POAMHH He ce Mpenopbysa.

IMpunoxennero npu aeua meskay 6 u 11 roauny ga Gbae nos HabMIOJCHHETO HA BE3PACTEH.

Hauun Ha npunoxenue
Opomykosno npunoxenne. TaGneTkaTa 3a cMyueHe ce 0CTaBs Ja ce CTOMH B YCTaTa.

4.3 IlpornBonokazanng

CBPBLX4YBCTBHTETHOCT KbM aKTHBHOTO BEILECTBO UM KbM HAKOE OT NOMOILHHTE BELIECTBA, M30POSHH B
Touka 6.1.

4.4 Creunajnu npeaynpexIeHHA ¥ IPeATaZHH MePKH NpH ynorpeba
[Tpu Mansk Opolt naunedTH, yCTHO-(hapHHIeaNHHTE J1e3HH MOXeE A3 GbAaT NPU3HAK 3a NO-CEpUo3eH

natonoruueH npouec. [NaupeaTn, npy KOUTO CHMNTOMHTE He ce NOJOGPABAT ciel KPaThk NEPHOA OT
Bpeme, 61 cneapano Aa NOTLPCAT ChBET OT TEXHMA NeKap WIH CTOMATONIOT.




H3non3sanero Ha O€H3MIAMHH HE CE NIPENOPLYBA NPH NALHEHTH CBC CBPbXUYBCTBHTEAHOCT KbM
CANTMLMNI0BA KHCETHHA /UMK IPYTH HECTEPOMAHH NPOTHBORB3NATHTEIHH CPEACTEA.

TToBHWIEHO BHUMAHHE € HeoOXOAUMO NPH TTAIMEHTH ¢ OPOHXHANTHA ACTMA, Thil KaTO € BL3IMOKHO
Ppa3BUTHe Ha OpOHXOCNA3LM MPH Ta3H rpyna nalHeHTH.

IToMouUIHH BELLECTBA

ToBa exapcTBO ChAbPXKA acnapTaM, KOATO € H3TOUHHK Ha PeHunananui. Moxke na HaBpead Ha
NaLHEeHTH ¢ PEHHNIKETOHYPHS, PAIKO FeHETHYHO 3a00ABaHE, IPH KOETO C& HATpyNBa (peHUNATaHUH, Tbi
KaTO OpraHH3MBT He MOXKe Ja 'O OTACHA IPABHITHO,

TTauueHTH ¢ pelKy HACTEACTBEHH NPOGNEMH HA HENOHOCHMOCT KbM (pyKTO3a He TpsbBa aa npuemar
TOBA NEKAPCTBO.

Topa nekapeTso ChABPXKA apoMat ¢ 6eH3UNOB ANKOXoJ, LMUTPaN, UHTPOHENON, FrepaHHoM, EBreHor,
JHaN0oa ¥ ¢-JIHMOHEeH, KOMTO MOTAaT 13 TPUYMHAT ANEPrUYHH PEaKihK.

ToBa nekapcTBO ChAbPXKA Oy THAXHAPOKCHAHU30I, KOHTO MOXE Ja NPHYMHH JApa3HeHe Ha THraBHUNTE.
4.5 BiaumoneficTHe ¢ APYIH JeKapcTBeHN NPOIYKTH ¥ APYrH GOpMH Ha B3aHMoAeHCTRHE

He ca uspecTHu.

4,6 ®epmanaTeT, (peMEHHOCT H KbpMeHe

JIunceaT ¥aH HMa OrpaHHYEHH JaHHA OT ynoTpebaTa Ha OeH3HAaMHH NPH OPEMEHHH H KbPMELLK KEHH.
He e nipectHo fany GeH3HAAMUH/MeTa0OHTHTE CE eKCKPETHPAT B KbpMaTa.

[TpoyuBaHuATa NpH KUBOTHH MPE3 NEPHOAA Ha OPEMEHHOCT H KbPMEHE Ca HEQOCTATbhYHM (BXK. ToYKa 5.3),
AOPAJH KOETO NOTEHLHANHHAT PUCK 3a OpEMEHHNTE W KEPMELIHTE XKEHH He MOXKe Aa ObJie YCTAHOBEH.
Tantym Bepae ve Tpabea fa ce npunara no BpeMe Ha GpeMEHHOCT H KbPMEHE, OCBEH aKO KJIMHHYHOTO
CbCTOAHHeE HA JKeHaTa U3UCKBA IeyeHHe ¢ GeH3uaaMUH.

4.7 EdexTn BEpxy cnocoGHOCTTA 32 miodHpane H pafiora ¢ MAalIMHA

JlokanHoro npunoxenue va Tantym Beplie B npenopb4HTENHN JO3H He NOBIMABA CIOCOGHOCTTA 33
wotupare u paboTta ¢ MAIUMHH.

4.8 Hesxenann JexaperBeHy peakung

H3non3paHa e cnepnara knacuHkauus No 4ecToTa Ha HEWENAHKTE NIEKAPCTBEHH PEaKuu:

Muoro gectH (2 1/10), Uectn (= 1/100 a0 <1/10), Hevectu (= 1/1 GO0 po <1/100), Pearu (21/10 000;
<1/1 000) u MHoro peaku (<1/10 000)

CTOMAallHO-UPEBHH HAPYHIEHYS
Peoxu: [lapene, cyxoTa B ycTara

HapyiiteHHs Ha UMYHHATA CHCTEMA
C Heuzgecmua yecmoma: AHaOUNAKTUYHH PEaKUMH, PEaKUlH HAa CBPbXUYYBCTBHTENHOCT

PecnuparopHy, rpbAHH ¥ MEAHACTHHANHH HAPYHIEHUS
Mrnozo pedru: JlapuHrocnasbm




Hapyiuienns Ha koxara U oAKQXKHATA ThKaH
Heuecmu: CBeTnoYyBCTBHTENHOCT

Mhuozo pedxu: AnrnoeaeM

Crolluapane Ha NOJO3MPAHH HEXENAHW PEAKIIHU
CroblapaHeTo Ha NMOAO3WPAHM HEXENaHH PEAKUMH Cllell paspellaBaHe 3a ynoTpeGa Ha NeKapcTBEHHA

OpoAYKT € BakHo. TORa MO3BOJIABA Ja MPOABLMKU HaOMKOACHHETO HA CHOTHOIIEHHETO MOA3a/pPUCK 3a
JleKkapeTBeHus npoAyKT. OT MEAHLMHCKHTE CHeLHanicTH C€ M3HCKBA Ja chobLuaBaT BCAKA NOAO3MpaHa
HEXENaHa peaklida Ype3 HallHOHA/THA CHCTEMA 34 C'bOﬁl.l.[aBaHe: HansasuTenHa arcHUMA no neKapcTeara,
yn. ,Jdaman Fpyes” Ne 8, 1303 Codwua, Ten.: +359 2 8903417, yeGeaii: www.bda.bg.

4.9 Ipexo3upane

He e n3secTen puck oT npefosupaHe ¢ nekaperseHata Gopma TableTkH 3a cMyuene. Burpexu ToBa,
MHOrO PEAKY CUMITTOMH Ha NPEeAo3upane, KaTo Bb30yaa, KOHBYJICHH, H3NOTABAHE, ATAKCHS, TPEMOP,
NIOBPBILAHE, ca HabMofaBany NpH Jela cie] NepopanHe NPUIcKeHHe Ha GeH3HIaMHH B I03H ¢ OKOJO
100 mb1H NO-BUCOKH OF TA3M B TabneTKara,

B cnyuanTte Ha ocTpo npeao3HpaHe caMO CHMATOMATHYHO JiedeHue e BramoskHo. Tpaésa na Guae
Npean3BHKAHO NOBPBILIAHE HIH CTOMALIHA MPOMUBKA, CIE/ KOETO MALMEHTLT Ja ObAe BHIMATENHO
HabmionaBaH rpu NOAX0AAWIO neveHHe. Tpabpa 1a Gbae noaabpKaHa NoAXOAALUIA XHAPATALKS.

5. ®APMAKOJOTUMHHU CBOMCTBA
5.1 ®apMakoqIHHAMHYHH CBOHCTBA

(apmaxorepanerTHYHa rpyna: JuxaTenHa cUcTeMa, APYTH MPEnapark 3a JeueHHe Ha rupao, ATC kox:
RO2AX03.

Knnnuunute npoy4Banns 0Ka3Bar eeKTHEBHOCTTA HA GEH3HIAMUH BbPXY JIOKANHOTO OTHHLIE HA
Bb3NANCHHETO B YCTHATa KyXHHa U dapuHKca. BeH3sumamMuH nputexasa yMepeH nokaneH ofe3bonspall
edexT.

5.2 (apmaKoKHHETHUHH CBOicTBA

AbGcopbnuara npes Myko3aTa Ha ycTaTa M (apuHKca ce 10Ka3Ba C HAJIHUHE HA M3MEPHMH KOAMUECTBa
GeH3uaaMKH B 4OBELIKHA cepyM. JIBa yaca cienl npHeMaHe Ha TabneTku 3 mg, HHWBOTO Ha OeH3HAAMHH
Aoctura io 37,8 ng/ml ¢ 367 ng/ml AUC. Benpeku ToBa, CepyMHITE HHBA CA HUCKH H HE NPEIH3BHKBAT
thapMaKoIOTHUHH cucTeMHH edekTH. JIekapeTBOTO Ce eKCKPETHpa MIABHO UPe3 YPHHATA, KATO HEAKTHRHH
MeTaboauTH W cheiHHEHNS,

Ilpu noxanHoTO My Mpunarane OeH3MJaMHH ce HATPYNBa BbB Bb3NANEHHTE ThKaHH, KbAETO JOCTHIA
e(eKTUBHA KOHLIEHTPALH, OPatH Bb3MOKHOCTTA CH 3 IPOHHKBA B ENATENA,

53 IIpeaKIHHHYHE AAHHH 32 §e30MaCHOCT

EMOpHOHANHH H NEpH- M NOCTHATANHH TOKCHYHH e(EKTH Ca H3YYaBaHH upes npoy4eaHyg 3a
PENpPOOYKTHBHA TOKCHUYHOCT, IPOBEAKIAHM BLPXY NITbXOBE W 3aiLM IPH CEPYMHY KOHLEHTPALHH MHOMO
no-eucoky /Haa 40 mbTH/ OT HabMOAaBAHHTE CJie] TePopaiHO NPUEMAHE HA eAHOKPATHA TepaneBTHUYHA
Jo3a. Te3u npoyysaHus HE OKA3BAT TEPATOreHHH edexTi. HanHUHHTE KHHETHUHH JaHHH HE NO3BOJA




U CJI€0BATEAHO OrpaHNYEHa 3HAYUMOCT Ha NIPEAKIUHHYHETE NPOYYBAHHA, TE HE NPefoCcTaBaT
AONBLITHHTENHA HRPOPMALIHA H3BLH BKAOYEHaTa B KpaTkaTa XxapakTepHCTHKA HA TPORYKTA.

6. DAPMAIIEBTHYHHA JAHHH

6.1 CHouchk Ha NOMOIIHATE BELECTBA

Acnapram (E 951), uzomant (E 953), nesoMeHTON, NHMOHEHA KHCEAHHA MOHOXMIPAT, BKYC HA MEHTE,
BKYC Ha JIIMOH, XMHOJNHHOBO K biT0 (E104), unpurotun (E132).

6.2 HecbhBMeCTHMOCTH

Henpunoxumo

6.3 Cpok Ha rognocr

4 TOAHHH.

6.4 Crienuanny ycnoBMs Ha ChXpaHeHUE

Ja ce cbxpansBa npy TemMneparypa nog 25°C B OpHIMHANHATA ONAKOBKA.
6.5 Bua n coABpKARHE HA ONAKOBKATA

TabnetkHTe 32 CMy4ene morar a 6waar onakosanu B PVC/PE/PVDC — ALU 6auctepn iy napadunopa
XapTHA.

Onakoska ¢ 10, 20, 30 i 40 raGneTkH 3a CMyueHe,
He BCHUKH ONakoBKH MoraT Ja 6bAaT MycHaTH Ha nasapa

6.6 Cnennaauu npeanasHH MEPKH NPH HIXBLPJIAHE

Hsma cneunasnHi H3HCKBaHUA.

He#31013BaAHHAT CKAPCTBEH NPOAYKT HIH OTNAABRHHTE MATEPHAMM OT HErO TPROBA A4 C& H3XBBPIAT B
CBLOTBETCTBHE C MECTHHTE H3NCKBAHUS,

7.  TIPHTEXATEJ HA PASPEIIEHUETO 3A YTIIOTPEBA

AHnpkennny ®apma Buarapus EOOJ

6yn. ,,Acen Hopnaunos* 10,

Copus 1592, Benrapns

Ten: +35929751395

8. HOMEP({A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per.No: 9800129




9.  JATA HA IIBPBO PA3PEIIABAHE/MOJTHOBSBAHE HA PA3PEULIEHUETO 3A
¥YIIOTPEBA

Jata Ha nbpso paspelnapaxe: 15 maii 1998 r.
Jlara Ha nocieaHo nogHOBABaHe: 20 Maii 2014 r.

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

03/2022




