KPATKA XAPAKTEPUCTHKA HA ITPOJIYKTA

1. AME HA HA JIEKAPCTBEHMUS ITPOAYKT

J6 o Q6 /
Dentinox® 150 mg/3.4 mg/3.2 mg/ 1 g gel i ok
JlentnHoke 150 mg/3.4 mg/3.2 mg/ 1 g ren | Z //3} 26 -02- 20%6

2. KAUECTBEH U KOJIMYECTBEH CbCTAB
AKTHBHH BellecTsa B | g rein:

Tunkrtypa ot Jlaiika (Matricariae tincture) 150.0 mg
Lidocaine hydrochloride monohydrate 3.4 mg
Lauromacrogol 400 3.2 mg

[TOMOIHH BELIECTBA C U3BECTHO JIEHCTBUE — COPOUTOI, MPOMUIIEHITIHKOJI.
3a MbJHUA CIIMCHK Ha MOMOILIHUTE BelllecTBa, BUXK T. 6.1

3. JlekapcTBena ¢popma

JIeHTaJIeH rei.
JKBnreHukaBo-kadsB, OUCTBP U XOMOI'€HEH Tel.

4. KIMHHYHH JAHHH

4.1 TepaneBTHYHH NOKA3AHHA

JIEHTHUHOKC ren ce npuiara 3a obsnek4yaBaHe Ha 00JikaTa M Bb3NaJICHUETO B 11€PHO/Ia HA HHKHEHE
Ha MJICYHMUTE 3bOH.

4.2 Io3MpoBKAa H HAYHH HA ynoTpeda

JIeHTHHOKC TéeJl, KOJIKOTO IPaXxOBO 3bPHO, C€ HaHAcs BbPXY 3acerHarara 00JacT Ha BEHLIHTE H JIEKO ce

BTPUBA C MaCaKHpALlH JBHKEHH

[Tpoueaypara TpsOBa na ce noBTaps 2-3 MbTH JAHEBHO CJIe/I XPAHEHE W MPEJH ChH.

JIEHTUHOKC res Moxe /1a ce M3110J13Ba I0KaTo ce NMOABAT MeYHHTe 3b0K. CbliaTa npoueaypa ce
npuJiara u npu npoGUBaHeTo Ha MoslapHHUTE 3b0H. B nepnosia Ha HHKHEHE Ha MJICYHHTE 30U

JIeHTHHOKC reJl MOXKe J1a ce Npuara ¢ peKbCBaHus B MPOAB/DKEHHE Ha HAKOJIKO CEIMHIIH.

4.3 IIpoTHBONOKA3AHHSA

CBpPBXUYBCTBUTEIHOCT KbM Jlaiika (M1u Apyry pacTeHus ot cemeicTBo CJI0KHOLBETHH), H/WJIK KbM
HSKOM OT JAPYTrHTE CbCTABKH HA MPOAYKTA

4.4 CnieniHAJIHH NPOTHBONOKA3AHHS H CHIELHAJHH NpeyNnpekIeHus 32 ynorpeda

[Tpu MHKO3a MOJXKe Ja ce HabJto1aBa MOBHULIECHA pe30pOLIMsA Ha JIl0KauHa. JIoKIaaBaHH ca ciiyyau,
[Py KOMTO € HabIi0/1aBaHa CBPbXUYYBCTBUTEIHOCT M TOKCHYHOCT CJIE/| PUIOKEHHeTo Ha JIniokanH
npu OpoHxorpadus U OpOHXOCKOMMSI.

He e npenopsunrenso [ToauaokaHoI Aa ce npuiara Ha rojieMH IJIoLK U B O1M30CT J10 OUHMTE.

ETepU4HHTE MAc/ia, pECIIEKTUBHO MEHTOJI MOTaT Jja NMPUUHHAT 000CTpAHE HA acTMa, 0
KOHBYJICHH, OCOOEHO B NO-BHUCOKH JIO3H.




HenTuroKC resi cbabpka CopOuron u Ilponuiaenrankon

To3u IeKapeTBEH NPOAYKT CuaAbpika CopOuTOI, KOHTO € H3TOYHHMK Ha (pyKTO3a.

Axo Baiero gete HMa HEMOHOCHMOCT KbM HAKOH 3aXapy WIM € AHATHOCTHLMPAHO C HAcAeACTBEHA
HermoHocHMocT kbM ¢pykrtosa (HFI) BcneacTBHe Ha KkoeTo He MoOXe fAa pasrpaau ¢pykrosara,
nochBeTBaiTe ce ¢ Balus ekap npeau ynorpedbara Ha JleHTHHOKC red.

10 g ren coaspxar 0,7 g copburon ( m3rounuk Ha 0,175 g dpykTo3a), KOETO CHOTBETCTBA Ha M10-MAJIKO
10 0,1 xne6au eguuuim (BU). Kanopuitnata ctrofiHoct € 2,6 kcal/g copSuron

4.5 BzaumojeiicTBHE ¢ APYrH JIEKAPCTBEHH NPOAYKTH H APYrH B3aHMO/ACHCTBHA
HsmMa HaJIMUHH JAHHH 32 NPOBEJICHH NMPOYYBAHHUA 33 B3aUMOJCHCTBHA C APYrH JIEKApCTBEHH

NPOAYKTH.

4.6 ®epTHINTET, OpeMEHHOCT H KbPMEHE

Henpunoxumo. JlekapcTseHHs NPOLYKT ce H3MON3Ba caMo npH bedeTa 1 MaTky Jeua 3a obnek4aBaHe
CHMITTOMHTE [TPH HUKHEHE Ha MIICHHHTE 3B0H.

4.7 EdexTH BHPXY cnocobHOCTTA 32 WIoPHpaHe H paboTa ¢ MAIIAHE
Henpunoxnmo.
4.8 Hexe/1aHH JIeKAPCTBEHH PeaKIHH

CnegHata TEpMMHONOrHA € Ouna M3NOM3BaHa NpH KIACHOHUMPAHETO HAa HEXKENAHHTe PEakUMH IO
OTHOLUEHHME HA TAXHATa 4yecToTa: MHoro udectu (>1/10), wectu (>1/100 to <1/10), Heweern (=>1/1,000 to
<1/100), peaxu (>1/10,000 no <1/1,000), muoro peaku (<1/10,000), c HensBecTHa UeCTOTA (uecToTaTa HE
MOXKe J1a 6Bie onpeseneHa OT HaJIHIHUTE JaHHH),

MHoro paako Morar Aa 6baar HabnofaBaHH anepriyHy PeakUMH Hanp. KOxeH OOpHB, JIOKaTHO
NpasHEHE H KOHTAKTEH AEPMATHT, MpHuHHEeHH oT JInaokauHa H Ilonunokanona, HO M OT ApyTH

CBhCTAaBKH Ha MPOAYKTA.

[Ipy nokanHoTO NpwicxkeHHe Ha JIMJokauH B yCTHATA W (papHHIeaIHATA KyXHHA MOXKE J1a ce

Ha61I0aBa 3aTPYAHEHO I'biITaHe. MHOro psanko Moxe aa 6bae Habmonasana CbHAKBOCT ClEN

ynotpebaTa Ha JEHTUHOKC ren .

IIpy HHTPABEHO3HOTO NPHIOKEHHE HA MHOrO BUCOKH J103H Tlonnnokanon moxe na ce Habmonara
XEMOJ1M3a H NapacCHMIIATHKOBH CHMITTOMH.

CroOL1aBaHe Ha 1MOJO3HPAHN HEeXeNaHH peaKkuyu

C1o6LIABAHETO HA TNOMO3MPAHM HEXENAHH PEeaKkLMM cnel paspellaBaHe 3a YNMoTpeda Ha JIEKapCTBEHH:
MpOAYKT € BakHo. ToBa MO3BONABa Aa NPOABL/DKM HaOMIOACHHETO Ha CHOTHOLICHHETO non3a/puck 3a
NeKapcTBEHMs MPOAYKT. OT MENULMHCKHTE CNElHalMCTH C& H3WCKBa [a CboOlaBaT BCAKA MOA03MpaHa

HexellaHa peaKklua Ypes:

H3mbaHUTENIHA areHIMA 10 TeKapCTRaTa
ya. ,,JJaman I'pyep™ Ne 8

1303 Codu

Ten.: + 359 2 8903417

yeOcaitt; www.bda.bg
4.9 IIpexozupane

[lopaay HHCKATA KOHLIEHTPALUA Ha AKTHBHKTE ChCTABKH M MAJIKOTO KOJIMUECTBO B ONAKOBKATA,
CUMITTOMM Ha NpeJlo3upaHe He ca HabioAaBaHH.
Hsama crobmieH s 338 ciTy4ad Ha HHTOKCHKaLHA.




5. ®apMaKkoJIOTHYHH JARHH

5.1 PapMakoAHHAMHYHH CBOHCTBA

dapmaxoTepaneBTHUHA rpyna: Jpyrs nekapcTBeHH CpEACTBa 3a JIOKAIHO OPanHO NPHIIOKEHHE
ATC xon: A01AD 11

MexaHu3bM Ha JeHCTBHE

JloxanuuaT aHecTeTHK JIMIOKaHH xuapoxiopua obnekyasa 6bp3o 60akaTa, Bb3HHKHANA TTpH IpoOHBa
Ha 3bOKHTE.

JloxkanHuAT aHecTeTHK [ToNHMIOKaHON NPHTEXABa NPOABIDKUTENEH 06e3601Ball edeKT,
CunepruunuaT edext oT koMOMHauuaTa Ha JInpokand xuapoxnopua v Ilonuaokanon no3poisea
H31I0/I3BaHETO Ha NO-MajKa KOHLIEHTpalusa OT JABaTa JOKalHU aHecTeTUka B JICHTHHOKC ren .

TuHKTYpaTa or Jlalika MMa NPOTHBOBB3NAIHTENICH, aHTUOAKTEPHANIEH H CTUMYJIHpALL MeTabonIH3Ma
Ha koxaTa edexT. Beska eHa OT TpUTE CHCTABKH, ChIBLPXKAILH ce B JIEHTHHOKC rei ca ¢ onobpeHa
TepaneBTHYHA eEKTHBHOCT NPH APA3HEHE M BL3NAJIEHHA Ha BEHUUTE, KaKTo M OOJIKH MO BpeMe Ha
HHKHEHE Ha MJIeYHHTE 3B01.

[Tonupoxanon 600 ¢ reHepuyHO MMe Makporon naypun etep (Jlaypet 9) € HOBBPXHOCTHO AaKTHBHO
BEILECTBO C MYJITHIOTEHTEH XapakTep U MHOroodpasHo npuiokeHue. [1ouTH BCUUKH NpoyyBaHUs
onucat [lonnaokaHon kaTo edekTHBeH MecTeH aHecTeTHK. Toil nMa obesdonspail H
nporuBocspOexeH edekt. B MACTOTO Ha NpHIOXKEeHHE HaMansaBa NPONYCKAHBOCTTA Ha memOpaHara 3a
HATPHUEBH H KANHEBH HOHU. B 3aBUCHMOCT OT KOHLICHTpaLMsATa TOH HaMalABa YyBCTBUTEIHOCTTA Ha
pelienrTopHTe 34 60/Ka U GitoKKMpa NPOBOJKMOCTTA HAa HEPBHHUTE BakHa. [TonHaokaHo enMMHHMpA
GonKaTa U cbpOexa kaTo GIOKHMpa [POBEKIAHETO BBB BCHUKH THUMOBE HEPBHH BlIakHa (CEH30PHH,
MOTOPHH H ABTOHOMHM), BKJIKOUMTEITHO ChpAic4HaTa NpoBoauMocT. Edekra e obpaTum 1
nokanusupan. OcseH ycera 3a 6onka ce peAyuMpa H yceTa 3a CTYICHO, TOIIIO, YCETa 32 IONNUp U
HATHCK.

5.2 PapMaKkoOKHHETHYHH CBOHCTBA

ITpu ynotpeGara Ha JIeHTHHOKC resl 2-3 mMbTH JHEBHO 3a BCAKA arutMKaLKs Ha JICHTHHOKC ren ce
M3MOJI3RA KOJIMYECTBO, KOJIKOTO IPaxoBO 3bPHO, KOETO ce paBHsiBa Ha 250 mg ren, chappxarin(.85
mg auaokadH. Ilo-roisma JacT OT MPHICKEHOTO KoJHuecTBO JIHAOKaWH ce XMAPONH3Upa B CTOMaXA.
CnenopatenHo OMOHATHYHOCTTA Ha JIMAOKAHH ¢liell OpanHa aniMkaluus € OTHOCHTETHO HUCKa. MHoro
MabK npoueHT ot JInokanHa JOCTHra O [UTa3MaTa B HEroBaTa OpHrHHanHa dopMa. JIunokanHbT ce
aGcopOHpa npe3 IMraBMLATa Ha YCTHATa KyXHHA W Ype3 HHTECTHHAHHA TPaKT. HayuHu nybnuxaumu
MOKa3BaT, ye JIMIOKAHH, MPWIOMKEH NEPOPATHO B TONKOBA HHCKH J03H HAMA CHCTEMEH €(IeKT.
JInpokauHbT ce cBBp3Ba 50 no 70 %. ¢ mnasMeHUTe NPOTEHHM NMPH [OCTUraHe Ha KPbBHATA IUIA3Ma.
Toit 65p30 Ce Pa3NoOCTPaHABa B ThKAHHTE M MPEMHHABA B OPraHMTE M0 cneuu¢uyeH HauHH. Bpemero
Ha nebicreve Ha JIngokauHa e 30-60 MuHyTH. EkckpeunsaTa Ha JingokavHa 3aBUCH OT MeTa0ONIH3Ma.
[To-manko oT 10-20% ce eneMHHHUpAT HENMpOMeHeHH. PeHanHara ekckpelHa MoxKe aa Obe yCkopeHa
ype3 OKHCIIABaHE Ha ypuHaTa. JIMAoKanH ce MeTaboJM3Mpa ITOUTH H3LIANIO € YepHHUA apobu U ce
pasrpaxza rnasso o Monoethylglycine Xylidine (MEGX) u B manku konu4ecrtsa Ao Glycine
Xylidine (GX). M aBete cheTaBky ca papmakonornuHo aktieH Metabonuty. [o-nararsk MEGX ce
meTaGonusupa 1o 2,6 Xylidine u 4-Hydroxy-2,6-Dimethyl-Aniline. [lnasMenust My nonyxueot e 1,6
yaca (1,5 o 2 yaca ca rpaHMMHUTE CTOMHOCTH Ha IUIa3MEHHA MYy NONYKHBOT). Cnen opajiHa
arMkauus JlugokanH ce abcopbupa 6p30, KOETO c€ IbIKH Ha HEroBaTa JUNOQUIHOCT.
ExckpelpaTa My 3aBUCH OCHOBHO OT LIMPKYJIATOPHHTE XapaKTEPUCTHKH B MACTOTO Ha MPHIIOKEHUE.
[TonuaokaHosa iMa Jobpa aaxe3zns ¥ ObpP30 NMPOHUKBA NIPE3 KOXKara.

5.3 IipenknAHU4YHH AanHH 32 6e3omacHoOCT

[Topanu HHUcKaTa, €pEKTHBHA 033 Ha ABATA JIOKAIHH aHECTETHKa, PHCKBT OT HHTOK
MOrThIIAHE HA ChABPKAHKETO Ha LA onakoBka  Tyba ot 10 g ) e MUHHManEH.




[Mopanu Huckute a03u Ha [Tonunokarnon 600 B JIEHTHOKC resi € HEBB3MOXKHO Ja ce Haboasa
3HaUYMTETHA TUIa3MeHa KOHLIEHTALUA.

[Tonunokauon 600 nokasea noOpa JoKalHATa MOHOCUMOCT MpPH KOHLIEHTPALMA B KpalHHUA NPOOYKT 1O
0.50%. Jenrurokc ren ceaspxa 0.32 % [lonupoxanon 600.

6. PapManeBTHIHH JaHHH
6.1 ConachK HA NOMOUIHHTE BEUIECTBA

Teuen copburon 70 %, KCWIMTON, NPOIWIEHIAMKO, Kapbomep 934 P, nonucopdar 20, HaTpues
€NeTaT, HATPHEBa OCHOBA, 3aXapUH HAaTPHH, NPEYHCTEHA BOAA.

6.2 PH3AKO-XHMHYHH HECHLBMECTHMOCTH
Hama naHHu.
6.3 Cpok Ha rogHOCT

5 TOAMHH.
Cpok Ha FOAHOCT Cliell NBPBO OTBapAHE Ha TyOara — | roauHa.

6.4 CuenuaniH ycJIOBHSt HA CbXPaHEHHE

Jla ce ¢bxpaHsaBa npH Temneparypa nog 25°C.
na ce 3aTBapA IUTBTHO KarlaykaTa

6.5 JIaHHH 32 ONAKOBKATA

Al-Ty6a ¢ BpTpemna memGpaHa 1 kanauka Ha BUHT oT HDPE x 10ml
6.6 CienuAaHH NpeANA3ZHY MEPKHA NPH H3XBLPJISAHE H padoTa
Hama cneuanHy H3UCKBaHUA

7. Hme 1 azpec Ha NpHTEXKATEAS HA pazpelleHHETO 32 ynorpeda
Dentinox Gesellschaft

fiir pharmazeutische Priiparate

Lenk & Schuppan

Nunsdorfer Ring 19

D-12277 Berlin, 'epmanus

Tel: +49 30 7200340 Fax: +49 30 7211038

8. HOMEP HA PAZPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 9600261

9, TATA HA II'BPBO PA3ZPEINABAHE/MIOZHOBABAHE HA PAZPEINIEHHETO 3A
YIIOTPEBA

JaTa Ha MLPBO paspenmiaBaHe 3a ynotpeda -30.10.1996 r.
JlaTa Ha noceqHO moAHoBsBaHe - 31 asryct 2009

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

12/2025




