KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HUME HA JIEKAPCTBEHHUSA ITPOAYKT A HIIHATENHA AFEHUWNS N0 NEKAPCTBATA

Kp&amxa XapakmepucmuKka Ha npogyxma - Npuioxerwue 1

N'TIUMBAKC 0,074 % npomuBka 3a ycra
GLIMBAX 0.074 % mouth wash

2. KAYUECTBEH U KOJIMUECTBEH CHECTAB BG/MAMP - .. ceeeetreerrneeeens o eeererainnsenranreacsrarienan
| OgotineHug Me ... .......... T O

100 ml npomuBKa 3a ycta ceabpxat: Juiiiogenak (Diclotenac) 0,074 g

3a MLAHKS CIIMCBK HA NMOMOLLIHUTE BEIECTBa, BHXKTE TOUKa 6. 1.

3. JIJEKAPCTBEHA ®OPMA

[Ipomueka 3a ycra

4, KJIAHUYHHA JAHHH
4.1 TepaneBTHYHH NOKAIAHUSA

3a CUMIITOMAaTH4YHO JleYE€HHE Ha Bh3MajCHHA B YCTHATA KyXHHa, NpuapyxeHu ¢ 6onka (Hanpumep:
FHHIMBUTH, CTOMAaTHTH, GapHHIUTH), KAKTO M BCJIE/ICTBHE HA JICUEHHE WIIH BaJieHE Ha 310.

4.2 JTO3RPOBKA H HAYHH HA NPHJI0KEHHE

[penopbyuTenHaTa A03MPOBKA € 2-3 NPOMHBKM WM raprapy aHesno ¢ 15 ml (1 mepurenna vaiika)
OT JIEKAPCTBEHHWS MPOAYKT, HEpa3peaeH WK paspeeH ¢ Majlko Bojia.

4.3 IIpoTHBONOKA3AHHS

- JaHHH 3a CBPBXYYBCTBUTEIHOCT KbM JUKIIOPEHAK HITH KbM HAKOE OT MNOMOIIHUTE BELIECTBA.
- CBPBXUYBCTBUTETHOCT KbM aALETHUICAIMLWIOBATA KMCEIMHA WIM KbM JIDYTH HECTEPOHAHH

NPOTHBOBB3MNAIUTENTHU JIEKAPCTBEHH NPOJIYKTH.
- Tperu TpumecTbp Ha GpeMeHHOCTTa (BHXTE T. 4.0)

4.4 Cneuna/iHH npeaynpexiaeHns H NpeAna3Hd MEPKH NpH ynorpeda

EBeHTYaIHO, HECH3HATENIHOTO MOTNbLIAHE HA pa3TBOpa 3a NPOMHBKA WM raprapa He NpHYHHABA
YBpEXAaHKA Ha MalLMeHTa, Thil KaTO ce paBHABA Ha €AHA MeTa OT NpenopbhyaHara K03a 3a CHCTEMHO
MPUIIOKEHHE.

Ynorpebara Ha JIeKapCTBEHM TNPOAYKTH 32 JIOKANHO [PWIOXKEHHe, O0C0oDeHO Korato TH €
NPOAL/DKHUTETHA, MOXKE J1a IPHYHHHU ceH3albunu3aLua. AKO TNpH H3MO0J3BAHETO HA TMOAYKTa €€ CITY4H
TOBa, JIEYCHNETO TPAOBA Ja ce npeKpaTH U NMpHU HEOOXOAMMOCT Aa C€ Ha3Ha4M MOAXOAALIA TEPanH.
[IpoaykThT € NpeaHa3Ha4YeH 3a ynoTpeda NpH Bh3pacTHH.

Jla He ce npunara npu aeua noxg 16 roguHmu.

4.5 B3anmoaeHcTBHE ¢ APYrH JICKAPCTBEHH NPOAYKTH B APYIrM GOpMH Ha B3aHMOMOHS

Hama naHuuW 3a HEraTMBHHM B3aWMOJIGHCTBMA MpM mapanenHa ynotpeba ¢ :
NPOAYKTH [0 BpeMe Ha JieueHuero. Brwnpeku Tosa, TpadBa na ce vmMa npens !4 SN2\ 72
B3aMMO/ICHCTBHE C JIEKAPCTBa, CBhP3aHU BbB BUCOKA CTEMEH C I1aaMeHuTe benTt § W X
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- e AN S ,;
w

4.6 bpeMeHHOCT H KbpMeEHE



bpeMeHHOCT

Hsama k1MHHUYHY AaHHM oT ynorpebara Ha I'mumbakc no speMe Ha OpeMeHHocCT. JlopH ako CHCTeMHaTa
€KCTMO3HMIIMA € IM0-HUCKa B CpaBHEHHE € TasW CIICA [EepPOpaHO NPHIIOKEHHE, HE € H3BECTHO Jallv
cucTeMHata ekcro3uimsa ['nuMOakc, nMocTUrHaTta cneln JIOKaJIHO [PUIIOXKEHHE, MOXE Ja yBpeau
emOGpuoHa/deryca. Ilpes nbpBua ¥ Bropus TpumecThp OT OpeMenHocTTa I'iumbake He Tpabpa na ce
M3MOM3Ba, OCBEH akO He € abcomoTHO HeoOxoaumo. AKO ce W3Noa3Ba, fAosara Tpsdsa aa Obae
BB3MOMCHO Hal-HHCKA M MPOALJDKUTEHOCTTA HA JICHEHUETO Bb3MOXKHO HAM-KpaTKa.

[To BpeMe Ha TpeTHA TPUMECTHP OT OPEMEHHOCTTa CHCTEMHOTO MPHIIOKEHHE HA WHXHOWTOPH Ha
MPOCTArNaHAWHOBUA CHHTE3, BIUIIOUMTENHO AMKIIOPEHAK, MOXE Aa NPEAM3BMKA KapIHONYyJIMOHATHA 1
6hOpeuHa TOKCHMYHOCT npu ¢eTyca. B kpas Ha OpeMeHHOCTTa MOXE J1a HACTBIHU YAB/KEHO BPEME Ha
KhpPBEHE KAKTO MpU MaikaTa, Taka ¥ [pU AETETO M paxaaHeTo Moxe Aa Obae 3abaseno. [lopaau rosa
I nuMbakc € NPOTHBOMOKA3aH Npe3 NOoCIeHUS TPHMECTbp OT OpeMeHHOCTTa (BXK. TOuKa 4.3).

4.7 BiusiuHe BLPXY KOHUEHTPAUHATA NIPpH wodnpaHe H paboTa ¢ MALIMAH
Hama.
4.3 Hexe/IalH 1eKAPCTBEHH pPeaKlHu

O6uknoseHo 'NIMMBAKC ce nonacs paobpe. Hali-uecTure HexenaHW JIEKapCTBEHU pEaKLIMUd H TO

[IABHO NPH MPOABOKMTENIHO JieYeHHe ca: Mpu3HalM Ha cnabo wn3paseHo Bb3NANICHWE B yCTHara
KYXHHA, H3TPbIBAHE Ha €3MKa, 3aMeK U KalIMLa.

[lpoabmxurenHara ynotpeba Ha neKapcTBEHH NPOAYKTH 3a JIOKANHO NPUIOKEHHE, MOXKE J1a MPHUYUHH
ceHCHUOWIM3aLMA. AKO TOBAa C€ CIIYHMH, JIeYEHUETO TpadBa Aa ce [PeyCTaHOBH W Ja CE NPUIIOKH
MOAXO0AdlIla Tepanua NMpH HEOOXOAUMOCT.

CroMallHO-4YpeBHH HapYLICHUA (C HEM3BECTHA HYE€CTOTA): YCEIAHE 3a NapeHe B YCTATa

Crofuiapate Ha NOJO3UPAHU HEXKENAHHU peaKUUy
ChoflaBpaleTo Ha OAO3UPAHHU HEXENaHU peaKilMu Cnejl pa3peluaraHe 3a ynorpeda Ha JiekapcTBEHUA

NpOAyKT € BaxHO. ToBa no3sosissa jJa NpoALKK HabNOAEHHETO HA CHOTHOLUEHHETO MOJI3a/PHCK 32
nekapcTBeHMA MpoayKT. OT MEeAMUHHCKHTE CNELUMaIMCTH Cc€ M3MCKBAa Ja cbhobuiasat BCsKa
MoAO3HPaHa HEXENaHa PeaKuMs upe3 HallMOHallHa cHcTeMa 3a cbobuabaHe: M3nbiHuTeNHA areHius
no nekapcteata, yiu. ,JamaH I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yeGcair:
www.bda.bg.

4.9 IIpenosnpane

Hsma nannu 3a npenoszupane ¢ 'JIMMbAKC.

5. PAPMAKOJOI'MYHUA CBOUCTBA

3.1 @apMaKOANHAMHUYHH CBOHCTBA
dapMakoTepaneBTHUHA rpyna: Ipyry CpeAcTsa 3a JiokanHo opaiHo neuenre, ATC koa: AO1ADI |
CHCTEMHOTO  [IpHNOXEHHWE Ha  JAMKNopEeHaK  uMa  AHAITETHYHHW,  AHTHIUPETHUHM U
[IPOTHBOBB3NAITATE/IHH CBOUCTBA.

[Ipy  nokanmHO  MPHIOKEHHE  JIEKAPCTBEHOTO  BEILCCTBO

NOTHROBBLINANUTEAHN CBOHMCTBA.

5.2 PapMaAKOKMHETHYHH CBOHCTBA




CnexTpo¢nyopOoCKONMUsTA [10Ka3a, Ye KoraTo JMKIOPEHaK ce KOHIEHTPMpPa BbpXY YCTHATA JIMFABHLA
M Cjejl ToBa nocreneHHo ce abcopbupa, mopaxk/ia HUICKKW KOHLEHTPALUMU B cepyma, KOUTO obaue ca
HEJIOCTATHYHH, 32 MoJTydaBaHe Ha CHCTEMHM (PApMaKOAOTHYHH €(PEKTH.

JluknodeHak ce oTae/s OCHOBHO upe3 ypuHaTa noj ¢opmara Ha METabOJIMTH, a OCTaHANAaTa 4YacT ce
CKCKpeTHpa upe3 XKIbuKaTa H heKkanuure.

5.3 IlpeaKAMHAYHE AaHHH 32 6C30NMACTHOCT
TOKCHUKOMOI'MA
L.Dso per os

MHLLKH 1300 mg/kg cnen 48 yaca

231 mg/kg cnen 15 aHu
[UTbXOBE 1500 mg/kg cnen 48 uaca

233 mg/kg cnen 15 aum
MOPCKH CBHHYETA 1250 mg/kg

[Tp TprMecedHO NepoPaNTHO JIEUEHHE Ha TUTbXOBE ¢ A03H OoT 2 mg/kg/neH He ce nabmonasa XpoHUYHA
tokcH4yuocT. IlpoBeneHuTe OnMUTH Ha ca MOKa3aJM MYTATCHHH, KAPLUWHOIEHHH WJIM TEpaTOreHHH
edeKkTH HA AUKITO(PEHAK.

6. PAPMAIEBTUYHHA JAHHHU

6.1 CnHchK HA NIOMOIIHUTE BEIIECTBA

CopOuton, XOJIWH XJNOPHWJ, HAaTpUEB XHUIPOKcHI, HaTpueB OeH3oaT, HATpUEB e€leTaT, alecyJipam
KaJMH, HaTypajleH MEHTOB apoMaT, HarypajieH apoMaT OT mpackoBa, Anypa pea AC (E129),
[PEUHCTEHA BOJA.

6.2 HecbBMeCTHMOCTH
Henpunoxumo
6.3 Cpox Ha rogHocT

TpH roanHH B 3aTBOpPEHA ONMAKOBKA.
Cpok Ha roJJHOCT cl€f] OTBapsiHe Ha onakoBkara: 12 mMecela

6.4 CroeuHAHE YCJIOBMSH HA ChXpaHEHHE
Jla ce chxpansapa noa 25°C.
6.5 Bua n ¢habpKaHHe HA ONIAKOBKATA

200 ml TbMHa cTbK/IeHA OyTHIKA ¢bC 3alMTEHA OT A€lla Kalayka, [I0CTABEHAa B KAPTOHEHA Ky THH.

7. IIPUTEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA

AHmxkennHu Papma bearapus EOO/L

yia. "Hukona Tecna" Ne 3,
6a. buznec Llentsp BCP Codus 1, eT. 4, oduc 401,

Codus 1574, bbnarapns
Ten.: +35929751395
8. HOMEP HA PAZPEIIEHHETO 3A YIIOTPEBA

20050526




9.

JATA HA ITHPBO PA3ZPEIIABAHEAIOAHOBABAHE HA PA3PEINIEHHUETO 3A
YIIOTPEBA

10 Hoemepu 2005/ 23.02.2011

10.

10.2024

JATA HA AKTYAJIM3UPAHE HA TEKCTA




