N3NLIHWTENHA ATEHLURA NO NEKAPCTBATA
omuKa Ha NPOgyana - Mousoxerue 1

Kpamka Xapaxkmepu

1. HME HA JIEKAPCTBEHMSA ITPOJIYKT

TAHTYM BEPJIE 0,15 % npoMmHBka 3a ycra
TANTUM VERDE 0.15 % mouthwash

2. KAYECTBEH H KOJIHYECTBEH CBCTAB
100 ml pasteop chabpkaT GeH3naaMUHOB xuapoxsiopua (benzydamine hydrochloride) 0,15 g

3a NBJIHUA CTHCHK Ha [TOMOILHUTE BELECTRA BUXKTE ToUKa 6.1.

3. JIEKAPCTBEHA ©®OPMA

[IpomuBka 3a ycra. 3eseHa, Oucrpa Te4HOCT, C THITHYEH ApOMAT Ha MEHTA.

4, K/IHMHHYHHU JAHHH

4.1 TepaneBTHUHH NOKAZAHHA

[IpOTHBOBBL3MANIMTENIHO M AHAATETHYHO CPEACTBO NPH BH3NAIUTEIHH ChCTOSHHUA Ha MbPJIOTO, YCTHATA
kyxuHa u BeHunte. TAHTYM BEP/IE npomuBka 3a ycTa Moxe Ja ce npujiara 1 B CTOMAaTo/IOrH4YHaTa

MPaKkTHKa — NPEaH U ¢Jiel BaeHE Ha 310.

4.2 /J0o3MpoOBKA ¥ HAYHH HA NPHJI0KEHHE

Jlo3upoBka

15 ml TAHTYM BEPJE npomuBKa 3a ycTa ce npwiara 2-3 mbTHA AHEBHO B IPOABIDKEHHE Ha 3-7 IIHM.
4.3 IIpornBonoxKa3zaHHA

CBpBX4YBCTBUTEHOCT KbM aKTHBHOTO BEIIECTBO MIIH KbM HAKOE OT NMOMOLHUTE BELIECTRA,
H36poeHH B TOYKa 6.1.

4.4 Chennajinu npeaynpe:xkaeHus H NpeAnasHd MEPKH NpH ynoTpeda

[IpoaABIHKUTENTHOTO JieueHne ¢ OEH3IUAaAMUH MOXeE a MPUYKMHM CEHCHOMTH3aLHA. B TaksB cityyait
JevyeHrHeTo TpAOBa Aa ObAE NpeyCTAHOBEHO U J1a C€ NMPHIOKH MOAXOAAIIA TEPanu.

[lopaau chbabp>KaHKWe HA MEHTOJI, NPOAYKTHT HE € MOAXOAAIN 3a NPHIICKEHHUE TIPH AeLa MO/ 5
roJiuiliHa Bb3pacT.

[IoMOLIHH BelecTBa

Tosa 1eKapCTBO ChOBPKA ATKOXON (€TaHo). MankoTo KOMHYECTBO AIKOXO0J B TOBA JIEKApCTBO HAMA
Aa UMa HAKaKBH 3a0eNexHMH eDEKTH.

ToBa eKkapcTBO ChAbPKa METWINAPAXHUAPOKCHOEH30aT, KOWTO MOXKE 1A IIPHU
peakiiii (BepoATHO OT 3abaBeH TUI).

ToBa lekapcTBO ChABLPAKA MO-MaNiko 0T | mmol HaTpui (23 mg) Ha NPUAOKE
KaXe, 4e [PaKTHUYECKH He ChAbPXKA HATPHH,




ToBa NekapCcTBO ChABLPAKA apOMaT ¢ OEH3UAOB ANIKOXOJ1, UIMHAMHIIOB ATIKOXOJ, UHTPal, LIUTPOHENO,
repaHHo, H30EBIreHOJI, JIMHAI00, eBreHos U d-JIMMOHEH, KOMTO MOTAT Ja IPUYHHAT aNnepruyHu
pEaKLUHU.

4.5 B3sanmogeilicTBHe ¢ JAPYIH JIEKAPCTBEHR NPOAYKTH H APYTrH (POPMH HA B3IAHMOJACHCTBHE
He € ycTaHOBEHO B3aUMOICHCTBHE C APYTH JIEKAPCTBEHH MPOAYKTH.

4.6 DeprAnuTeT, OpeMeHHOCT H KbpMeEHe

HsaMa npoTHBONOKA3aHUA 32 OPOMYKO3HO NMPUNOKeHHe Ha OEH3MIaMUH OT OpeMEHHH H KbpMauKH.

4.7 KEdexTn BLpXy cnocobHocTTa 32 MOodupane H pabora ¢ MAITHHA

[Tpunoxennero Ha TAHTYM BEPJIE B npenopb4uTenHy J03H HE MOBIMIBA CIOCOOHOCTTA 32
iiopupane n pabora ¢ MallIMHH,

4.8 Hexenann JeKapCTBCHH PeaKIHH

YecToTaTa Ha HEXEJAHUTE PEAKUMH € B ChOTBETCTBHE ¢ yectoTata o MedDRA koHuBeHLMATA:
Muoro gectH (> 1/10), Yectu (= 1/100 no <1/10), Heuectu (= 1/1 000 no <i/100); Peaxu (= 1/10 000
no <1/1 000), Muoro peaxu (<1/10 000), C HeusBecTHa yecToTa (HE MOXKE Aa ObJe OLEHEHA OT
HAJIMYHUTE JAHHHU).

CHcTeMO-OpraHHM KAacoBe MHoro peaku HeuseecTHa uecToTa (He MOXe 112
(<1/10 000) OBae OlieHEeHa OT HAJIMYHHTE
MaHHN)
OO01M HapyllleHHUs U €EKTH Ha YcelluaHe 3a napeHe
MACTOTO Ha NMPUIOKEHHUE Ha JIMraBHULIATa HA
yCTHaTa KyX1Ha
CToMamHO-4YpeBHU HAPYILICHUS CyxoTa B ycTara,
rajicHe ¥ NnoppbllaHe
HapylueHusa Ha UMYHHaTa AHapHUIIAKTUYHM peakLuy,
CHCTEMA peaKkiH4 HA CBPBXYYBCTBHTEIHOCT

JIokanHuTe CUMIITTOMM Ca CBbP3aHHu ¢ hapMakoJAMHaM{4HUA epekT Ha OeH3MaaMuH, KOUTO TN0Ka3Ba,
HapeJ ¢ APYroTo, JIOKAHO aHECTETHYHO AeHCTBHE.

JlokanHuTe HeXeNaHH peakUMH OOMKHOBEHO €a MPEXOAHHU, U34E3BaT CIIOHTAHHO U PAAKO U3MCKBAT
JIOITBJIHUTEITHO JICUSHHE.

BenznaaMHH NpUIOKEH JOKATHO ce abcopbupa B MAIKH KOJIMYECTRA B KPLBHHUS IIOTOK, H
CJIE0BATENTHO CHCTEMHH HEXENaHH e(peKTH ce NOABABAT PAAKO.

HamansapaHe Ha 103MpOBKAaTa Ha JIGKAPCTBOTO OOMKHOBEHO €IMMUHHUPA TE3H CUMIITOMM.

CrobliapaHe Ha NOAO3NPAHU HEXKEIAHU PEAKLIMH
CoofluaBaHeTo Ha MOJ03HPaHU HeXe/JaHH peaKLMM cnell pa3pelllaBaHe 3a ynorpeda Ha JieKkapCTBEHHA

NMpOAYKT € BakHo. ToBa MO3B0JIsABa JAa NMPOAB/DKH HaBMIONEeHHETO Ha ChbOTHOIIEHHETO NOJ3a/p
NeKapCcTBEHMA NPOAYKT. OT MEAULIMHCKHTE CIIELMA/TMCTH Ce H3UCKBa J1a cho011aBaT Boaky

[IOAO3HPaHA HeXeNaHa peaklUs 4pe3 HallMOHaJIHA CHCTeMa 3a chodlaBaHe: Mamen e ¥ a2
Mo JieKapcTBara, yi. ,,Jlaman ['pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, ye o
www.bda.bg.

4.9 Ilpeao3upane



HHTOKCHKALHA Ce OUaKBa CaMoO B ClIyyaid Ha cly4yaitHO NOrNblUaHE Ha rojieMH KOJIHYecTBa
6exnzuaamun (> 300 mg).

CuMnTOMHTE, CBBP3aHH ¢ IPEAO3UPAHE NPU NOrTblIaHe HA OEH3NAAMMH ¢a NPEeAUMHO CTOMALIHO-
YPEBHH CUMITTOMH U CHMITTOMH Ha LIEHTpa/lHaTa HepeHa cuctema. Hail-4ecTHTe CTOMAHIHO-YpEeBHH
CHMIITOMH Ca rajicHe, NOBPBILAHE, KopeMHa bonka M IpazHeHe Ha XpaHorposoaa. CHMITTOMUTE Ha
LiIeHTpaTHaTa HEpPBHA CHUCTEMA BKJIIOYBAT 3aMaiiBaHe, XaNioUMHAUMK, Bb30y/1a, TPEBOXHOCT H

pa3pa3sHUTENIHOCT.

5. PAPMAKOJOI'MYHHU CBOUCTBA

5.1 ®apmMakoJHHAMHYHH CBOHCTBA

QapMakoTepaneBTUUHA rpyna: APYrd MEIMKaMEeHTH 33 JIOKANHO JIeYeHue Ha ycTHa KyxuHa, ATC kon;
A0]JADO2

beH3ngaMUH € HeCTEPOKUAHO MPOTHBOBDBINANMTEIHO CPEACTBO C AHAJNNETHYHH U aHTHEKCYAATUBHHU
CBOHCTBA. TOH UMa ChUIO M aHTUCENTHYHO U JIOKAIHO aHECTETUUHO AelcTBHe. beH3naaMuMH UMa
aHAJIFETUYHO AcHCTBHE NpU OONKH, IBJDKAIIM C€ HA Bb3naleHUe. EekTUBHOCTTa My NPH JIOKATHO
NPHUNCKEHHUE C€ ABKH Ha MPOHUKBAHETO TMPE3 €MNMTENa HA JIMFABULATA Y JOCTHraHe Ha e)eKTHBHH
KOHLICHTPALMMY BbB Bb3NAJICHUTE ThKaHH.

5.2 @dapMakOKHHETHYHH CBOHCTBA

Abcopbumara Ha OeH3KMAaMKH OT JIMraBHiiaTa Ha yCcTaTa ¥ papMHKCa ¢€ IEMOHCTPHUPA OT HAJTHUMETO
Ha H3IMEPHMH KoJIHvecTBa OCH3WIaMHH B HOBELLIKHS cepyM, KOUTO 0bade ca HEJOCTaTHYHH 34
[oJly4aBaHe Ha CUCTEMHH (apMaKOIOrHYHH ePEKTH.

beH3WaaMKH ce OTAEeNs Ype3 ypHHaTa rflaBHO noA ¢opMaTa Ha HEAKTUBHHU META0ONUTH WIH NPOAYKTH
Ha KOHIOrauusTa.

3.3 IlpeaxiuHVYHH AAHHH 32 6e30macHOCT

ben3znaaMMH HMa MHOTO HUCKa TOKCHYHOCT OT (hapMaKOJUHAMKYHO €CTECTBO M HE MPEeAU3BHUKBa
3HAYUMHU NMATOXUCTOJIOTHYHH H3MEHEHHA,

['panuua Ha 6ezomachocT Mexay LDso n equHHYHa TepaneBTHYHA nepopaitHa ao3a 1000:1.
beH3HAaMUH HE 3aciara CTOMallHO-UPEBHHUA TPAKT, JICKapCTBEHHAT NPOAYKT HAMa TEPAaTOr€HHH
e)eKTH W HE BJIMAE HAa HOPMAJIHOTO pa3sBUTHE HA 3apoAHLua.

6. OAPMAIIEBTHUYMHHU TAHHHA
6.1 ChnHcbk HA IOMOLHATE BelecTBA

[ nunepon,

€TUJIOB aJIKOXOJ1,

3aXapPHH,

HaTpueB 6GukapboHar,
METHIINapaxMapokKCUOEeH30aT,
MEHTOB apoMar,

nonucopbar 20,

XWHOJIMHOBO #bATO (E104),
nareHT cHHbLO V (E 131),
NPEYUCTEHA BOJA.

6.2 HecnrBMecTHMOCTH




He e u3BecTHA HECHBMECTHMOCT MEKAY OeH3MAAMHKH U APYIH JIEKAPCTBEHH NPOAYKTH WIIH BELLLECTRA.
6.3 Cpoxk Ha rogHoct

48 meceua

CpoKbT Ha FOAHOCT ¢€ OTHACA 3a 3/[paBa ONaKOBKa, CbXpaHdaBaHa NpaBHITHO.,

6.4 ChnennajlHH YCJIOBHA HA CbXpPaAaHEHHE

He ce u3MCKBaT cniel{HaiHM YCJIOBHA.

6.5 Bnjau chabpKaHHE HA ONIAKOBKATA

[Ipo3pauna cTrkiIeHa OyTuika ot 120 nnu 240 ml, ceaspxawma 0,15 % pasrsop Ha OeH3uIaMHUH.

6.6 Chneunansu npeAna3sHH MePKH NMPH H3XBLPJIARE H padoTa

Hsma crieuaiHH M3UCKBAHKUA 33 H3XBBPIISHE.

Heunsnonzsasusar JEKApPCTBCH NPOAYKT WIH OTINIaABYHHUTC MATCPHAJIM OT HET'O Tpilﬁﬂﬂ Aa CC UIXBBLPIAAT
B ChOTBCTCTBHUEC C MCCTHHUTC U3HCKBAHNA.

7. NPHUTEXATEJI HA PA3PEHIEHHUETO 3A YIIOTPEBA

Anmxenuii ®apma bvarapua EQOO/]

yi1. "Hukona Tecna” Ne 3,
6J1. busnec Lientwp BCP Codus 1, et. 4, oduc 401,

Codusa 1574, buarapus

Ten.: +35929751395

8. HOMEP(A) HA PAZPEHIEHUETO 3A YIIOTPEBA

9700592

9. JATA HA ITHPBO PA3SPEIIABAHE/ IIOJHOBABAHE HA PASPEHIEHHETO 3A

YIIOTPEBA

JlaTta Ha nBpBO paspewasade; 22 gekemspu 1997 r.
Iata Ha mocneaHo nogHoBABaHe: 18 cenremepy 2014 r.

10. JATA HA AKTYAJINIUPAHE HA TEKCTA

10/2024




