1. UME HA JIEKAPCTBEHUSA ITPOAYKT 9?- OJ'_SL_Z
I

TAHTYM BEPJIE 0,15 % npomuska 3a ycra .

TANTUM VERDE 0.15 % mouthwash ? ,2 7‘) ) 1-10- N

2. KAYECTBEH U KOJIMYHECTBEH ChbCTAB

100 ml pazrsop chjbpkar OensnaamuHoB xuapoxiopuit (benzydamine hydrochloride) 0,15 g

3a I'LJIHUS CIIMCHK HA ITOMOIIHUTE BEILECTBA BUXKTE TOUKa 6. 1.

3. JEKAPCTBEHA ®OPMA

I [[J{}M HBKd 3d YCTd. BEJICIIH. ﬁHUTpH TCHHOCT, C THIIMHCH dpoMaT Ha MCHTA.

4. KJUUHUYHHU JIAHHHU

4.1 TepaneBTHYHH IOKAZAHUS

[ [pOTHBOBB3NAIUTE/IHO M AHAJINCTHYHO CPE/CTBO IPU BH3NATUTEIHH ChbCTOSHHUS HA I'bPJIOTO, YCTHATA
KyxuHa u senuure. TAHTYM BEPJIE npomuBka 3a ycra Moxe J1a ce npujiara 1 B CTOMaToJIorMyiarTa
[IpPAKTHKA — [TPEJIM M CJIe/1 BaJICHE Ha 350.

4.2  Jlo3MpoBKa U HAYMHH HA HPHJIOIKECHHE

Jlo3npoBka

5 ml TAHTYM BEPJIE npomuBka 3a ycra ce npuiara 2-3 mbTH JIHEBHO B IIPOJIbJKEHHE HA 5-7 JUHM.
4.3 IlporuBonoxkazanus

CBPBLXUYBCTBATEIHOCT KbM AKTHBHOTO BCHICCTBO MIIM KbM HAKOC OT HHOMOIIHHUTE BEIICCTBA,
H30poeHH B Touka 6.1.

4.4 CoeuuaiHy HpPeAYHpPeR/IACHUs H NPeANnasn MepPKH IIpH yiorpeda

[ [pOABIKUTEIIHOTO JICUEHHE ¢ OCH3MIaMHUH MOKE J1a IPUUMHU ceHCHOMmM3anms. B TakbB ciyuaii
JICUCHHETO TPsAOBA J1a Ob/IC PEYCTAHOBEHO M J1a CE€ NPHJIOKH TOJIXOs1IIa Teparits.

“{’JPHJIH Ch/IbPAKAHHC Ha MCHTOJL, TTPOJIYKTBT HC € 1TOJIXO/IALL 3a HPHJIOKCHHUE [IPH JICHa 1101 3
FO/IMIIIHA Bb3pacT.

[ [oMOI1IlHM BelLleCcTBA

ToBa jiekapcTBO ChbpKka aJIKOXO0J1 (eTano). MaJIkOTO KOJMYECTBO aJIKOXOJI B TOBA JICKAPCTBO HAMA
J1a UMaA HAKAKBH 3a0es1eKUMH e(PeKTH.

T'oBa jickapeTBO Ch)IbpKa MCTHITTIAPAXWIPOKCHOCH30aT, KOHTO MOXKE JId TPUUNHN AJICPIUYHK
peakiiMu (BCpOsSTHO OT 3a0aBCH THII).
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ToBa JICKAPCTBO ChbAbpKa apOMar C OEeH3UNOoB AJIKOXOJI, IIMHAMWJIOB aJIKOXOJ1, HUTpal, UUTPOHENTOI,
Ir¢paHHON, N30CBICHOI, JIMHATI00JI, €BI'CHOJ H d-HHMDI'IEH, KOHTO MOraT da [IPHYHHAT alCprui4HHi

peakumy,
4.5 B3aumoaeHCTBHE C /IPYI'H JICKAPCTBEHH NIPOAYKTH M 1pYry popmMH Ha B3aHMoOAeHCTBHE
He e ycraHOBEHO B3aUMOACHCTBHE C APYI'M JICKAPCTBEHH IPOAYKTH.

4.6 @epruauTeT, OPpEMEHHOCT H KbpMEHE

bpeMeHHOCT

Hsama KIMHWUHH JaHHK, cBhp3aHHy ¢ u3nonssaHero HAa TAHTYM BEPJIE npoMHBKa 3a yCTa 110 BpeMe
Ha OpeMEHHOCT,

[Tpes Tperusd TpumecThp Ha OpeMeHHOCTTA, CUCTeMHaTa yrorpeba Ha MHXHOMTOpU Ha cuiTe3a Ha
NpocTarnaHinH MOXe f1a NpCAM3BHKa Kap/HoIyJiMoHapHa ¥ 0b0pedHa TOKCHYHOCT B nsiona. B kpas
Ha OpEeMEHHOCTTa MOXE Ha BB3HMKHE NPOUB/DKHTENHO KLPBEHC KAKTO MPU Mailkara, Taka M 1IpH
JICTETO, a paxJaHeTo MoKe Aa OA¢ 3adapeHo.

He e n3sectHO nanu cucrteMuara exciiozdiing Ha TAHTYM BEPJAE npomuBska 3a ycra, jlocturiiara
clic/ JIOKaIHO NpUIIOKCHHE, MOXKE J1a Ob/jic Bpeata 3a embpuona/iona.

Cuenosarenuo, TAHTYM BLEPJIE nipomuska 3a ycra He Tpadga J1a ¢ U3N0J38a 110 BpeMe Ha
OpeMeHHOCT, 0CBEH ako He ¢ abcosloTHO HeobxonuMo. AKO ce W3I10J3Ba, 103aTa Tpidsa /1a ce
NOAABPHKA Bb3MOXKHO HAaH-HUCKA U NIPORBIKUTENHOCTTA HA JicycHHeTo TpsOBa ia ObJIC BBIMOKHO
Hal-Kparka.

4.7 Edexr BLpXy cuuocobHocTTa 32 W1odHpaye U pabora ¢ MaMInHM

[lpunoxennero Ha TAHTYM BEP]IE B npenopbuMreniu 1034 He MOBJIKABA CIIOCOOHOCTTR 34
110(pKpale U padora ¢ MallluHH,

4.8 Hexeaann JjekapcerBent peakiHy

Yccrorara Ha HEKENAHUTE PEAKIIMH € B ChOTBETCTBHE ¢ Yccrorara no MedDRA xoHBenumara:
Meuoro uectn (= 1/10), Uectu (= 1/100 ro <1/10), Heyectn (= 1/1 000 no <1/100); Peaxn (= 1/10 000
o <1/1 G00), Mnoro peakn (<1/10 000), C nenszsectHa yectora (He MOxe 1a 6bAe OlICHEHA OT
HAJIMYHHUTC JAHHH).

CUCTEMO-0Opraliiy KII4COBE Muoro peaku HeussectHa yecrora {(He MOXe J1a
(<1/10 000) Objie oleleHa OF HAUIMYHHTC
JIAHHH)
Obwu Hapyuielins ¥ eexT Ha Yceniaue 3a napeuc
MACTOTO HA NPHJIcKECHHE Ha TWrapyllaTa Ha
A . _____| ¥cTHATA KYyXHHA _ e
CroMallHO-4YpeBHH HAPYIICHUS Cyxota B ycrara,
raJCcHE K MOBpBILAHe
Hapylueuus Ha umyHiiaTa AHadunakTiuHy peaxiivu,
CUCTEMA peakLiM 1a CBPBLXUYYBCTBUTCHHOCT
AR
JlokanHuTe cUMOTOMH ca cBbp3any ¢ papmakoavHaMuuHus edekT Ha GeH3naMuH, Ko df oK .
HApEa € APYIoTO, JIOKANHO aHCCTEIHYHO ICHCTBHC. ;:; o SRR\
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JlokanuuTe HexenaHu peakiiu OGMKHOBEHO Ca MPEXOUHM, H3UC3BAT CIIOHTAHHO M PA/IKO WIUCKBAT
JOITLIHUTCIIHO JICUEHUC.

benzugaMun npunoxen nokanio ce abcopbupa B Majiky KONMUECTBA B KPbBHUA NIOTOK, U
CIIEIOBATE/IHO CHCTCMHH HEXKeliany eeKTH ce MOABABAT PAIKO.

Hamanssaiie Ha j103MpoBKaTa Ha JIeKapcTBOTO OGMKHOBEHO ENMMUHIPA TE3H CHMOTOMH.

Chobulapane Ha 110/1031paHy HEKENAHU PCAKIMY

C1o0LIaBaHETO HA HOJIO3MPaHH HEXENIAHN PEAKL{MK CIlell pa3pellaBaHe 3a ynotpeba Ha JicKapCcTBCHHS
NPOAYKT € BaXkHO. ToBa NO3BOABA /12 NPOBIKK HAGMIOICHHETO HA CHOTHOILCHHCTO 1OJI3a/PUCK 34
NIEKAPCTBEHUA NIpOAYKT. OF MEARUMHCKUTE CRICLIMANTHCTH ¢€ H3NCKBA 1a ChOOLIARAT BCAKA
[0/I03MPaHa HEXKEJIaHa peakiMs Ype3 HALMOHAJIHA CUCTEMa 3a chLobinaBsase: M3nbaauTeiHa archims
Nno JiekapcTaara, yiu. ,MHamsan ['pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaiit:
www.bda.bg.

4.9 TIpenoszupane

WHTOKCHKaLIMA Ce ouaKBa caMo B Cilyuait Ha CAYYaiHO NOIMBIUAHE HA rOJICMH KONMUCCTBa
Oexzunnamun (> 300 mg).

CuMnromure, CBbLP3ALHM € LIPC/IOZUPAHE MPH NOTTbINAHE HA BCHIMIAMKH Ca NPEAXUMHO CTOMAlIIHO-
JpCBHH CHMIITOMM M CUMITTOMM Ha LIEHTpalHaTa HepaHa cucrema. Hali-uecTuTe ctoMallHO-4peRHNM
CHMIITOMH Ca ra/IeHe, 110BpLiIaHe, KOpeMHa 00/1ka M ipa3Hene Ha XpaHonpososa. CUMIITOMHTE Ha
UCHTpaJIHATA HCPBHA CACTCMA BKJIIOUYBAT 3aMaiBaHe, XallOLMHAUMN, Bb30Y/14, TPEBOXHOCT U
pasApa3zHUTETHOCT.

5. ®APMAKOJOIiyHU CBONCTBA
3.1 apmako/IHHAMKHYHH CROICTRBA

OapMaKOTCPAlICRTHYNA FPYiIA: JIPYI'H MCIIMKAMEHTH 33 JIOKAJIHO JIeYeHUe 1A ycrHa KyxuHa, ATC ko
AOTADO2

beusnnamny ¢ HECTEPOUIHO NPOTHBOBBL3NANMTEINO CPE/CTBO C AHANNCTHYHH 1 AHTHUCKCY/IATUBHU
cBOiCTBa. ToH MMa CBUIO M AHTUCCUTHYHO M JIOKATHO 2HECTETUHHO AeiicTBYE. BeH3vuiaMun uma
AHANINETUHNO NEHCTBHE 11pY OONKH, JIbiDKAIUM CE Ha Br3nanenue. EdexTuBHOCTTa My 1IpH 10KasIHO
NPUIIOAKCHHE C€ IBIKH Ha NPOHUKBAHETO 1IPE3 €NUTEIA HA JIMFaBUUATA U AOCTHraHe Ha e(heKTHBHU
KOHIICHTPALIMHY BBLB BhL3I1AJICHUTE ThKaHH,

5.2 (DapMakOKHICTHYHH CBOHCTBA

Abcopbunsra Ha GeH3MIaMHUH OT JIMraBHLIATa Ha yoraTta v GapuHKea ce AEMOHCTPUPA OT HANHUHETO
HA H3MCPHUMH KOIIHUCCTBA OCH3WJIaMUH B YOBEILKHUA CEpYM, KOUTO obaue ca HeJIOCTATbYHH 24
IoNy4aBaHe Ha CHCTCMHM PapMakooruuiy eheKru.

benzuaamull ce oTae)s 4pe3 YpUHATaA INIaBHO 110)1 GOpMaTa Ha HeaKTHBHY MeTabOITMTH UNu NMPOJLYKTH
Ha KOHIOTALUATA.

5.3 Ipeakanuuuny jaunnud 3a 6e3onacHocy

beu3uiaMHH MMa MHOI'O HHCKA TOKCHYHOCT OT (PapMaKOAMHAMUYHO €CTCCTBO U HE PCHH3BUKBA
3HAYUMHU TIATOXUCTOJIOIHUTIN U3MCHEHUS.

I"panuiia na Gezonacnocr mMexgty L.Dsy  esiuynuna Tepalicsnuna lnepopaiiia no3a 1000: 1.
beH3n/IlaMuH HE 3acATa CTOMAIIHO-UPCBHUS TPAKT. JIeKapCTBCHUAT [IPOAYKT 1AMa TEPaToreHHu
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C(EKTH H HE BIIMAC HA HOPMAJIHOTO Pa3BUTHE HA 3apojiMiLa. P




6. OAPMALEBTHYHH JAHHHU

6.1 CHucsk na HLOMOMIIKTC BeuiecBa

[ nunepol,

€THJIOB aJIKOXOJI,

3aXapHH,

HaTpHeB OMKapOOHaT,

MCTHIINapaxugpokcyHdensoar,

MCHTOB apoMar,

loaucopbdar 20,

XHHOIHHOBO #bITO (E104),

nmareHT cMHbo V (E [31),

[IPEYUCTCHA BOJIA,

6.2 HecnBmMecTHMOCTH

He ¢ u3BecTHA HECLEMECTHMOCT MexXULy BeN3MaaMUH U JIpyru JICKAPCTBEHH NMPOIYKTH WM BEIICCTBA,
6.3 Cpok Ha roanocr

48 Mecella

CpoKbT Ha 'OAHOCT c€ OTHAaCH 3a 3/ipaBa ONaKoBKa, ChXpaHABaHa IIPaBHIIHO.
6.4 Cunennaniu ycaoBusl 1a ChXpaHenue

He ce m3ucksar cricuManuu ycnosus.

6.5 Buau chabpXaHHue HA O11AKOBKATA

Ilpospauna cThkiena GyTunka or 120 unn 240 ml, cuaspxama 0,15 % pa3TBoOpP Ha OCH3KWAaAMMH,
6.6 Cneunannu npeanasik MepKH NPH UIXBLPJIsHE U paboTa

HsMa CriCUMaiHM 3MCKBAHMS 34 M3XBBPIISHCE.

HCH3MON3BalMAT NCKAPCTBCH LIPOJIYKT WM OTHAIBYHITC MATEPUAIIM OT HEro Fpabaa J1a ce M3XBLPIIST
B CHOTBETCTBHC C MCCTHHUTC U3NUCKBaLINA,

7. IMPUTEXATEJI HA PA3PEIUEHUETO 3A YIIOTPEEBA

Anjokennniy @apma bruarapus EOQOQO)]

yn. "Hukona Tecna" Ne 3,

611, bustiec Lientsp BCP Codust 1, eT. 4, ouc 401,
Codma 1574, Benrapus

Ten.; +35929675 13095

8. HOMEP(A) HA PASPELUEHHUETO 3A YIIOTPEBA

9700592




9. JAATA HA ITbPBO PAZPELIABAHE/ ITOJHOBABAHE HA PASPELIEHUETO 3A
YITIOTPEBA

Jlara Ha 1rbpBo paspeliasanc: 22 uexemspu 1997 r.
Hara na nocneniio nojuiossisane: 18 cerrremspu 2014 1.

10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA

07/2025




