KPATKA XAPAKTEPHCTHKA HA HPOI{YKTA 1St 110 NEKAPCT

| {nNAam YADAKT 8D _f'i']ff 1 |!':| i r'_, MBIl

1.  HME HA JJEKAPCTBEHMSI TPOJAYKT B ﬂz 00 _1\5 J az 6
[TJIMMBAKC 0,074 % npomuBKa 3a ycTa | " | T N
GLIMBAX 0.074 % mouth wash _6 G8LO |6 -10- 208
2.  KAYECTBEH M KOJIMYECTBEH ChCTAB

100 ml npomuBka 3a ycra cbabpxat: [ukiodenak (Diclofenac) 0,074 g

3a IMbLJIHUA CIIMCHK Ha MOMOILHUTE BElleCTBA, BUXXTE TOoUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

[IpomuBKa 3a ycta

4. KJIMHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3aAHHUS

3a CUMIITOMATHYHO JIEYEHUE HA BB3IAJICHUS B YCTHATa KyXWHa, NPUAPYXKEHH ¢ Oosnka (Hanpumep:
CMHTUBHUTH, CTOMATUTH, GapUHIMTH), KAKTO U BCJIC/ICTBHE HA JICYEHHE WM BaJIeHE Ha 350.

4.2 J{O3MpOBKAa H HAYHH HA NPUHJIOKEHHE

[IpenopbyrTEeIHATA JO3UPOBKA € 2-3 NMPOMHUBKM WJIM raprapy aHeBHo ¢ 15 ml (I mepurenna vanika)
OT JIEKApCTBEHHUS MMPOAYKT, HEpa3peaAeH UJIM pa3pe/IeH ¢ MaJIko Bo/ia.

4.3 I[IpornBonokazanus

- J]aHHHM 3a CBpBbXYYBCTBUTEIHOCT KbM JIMKJIO(PEHAK WM KbM HAKOE OT NMOMOLIHHUTE BElLECTBA.

- CBpPBXYYBCTBHTEJIHOCT KbM alleTHJICAJIMIIMIIOBATA KMCEJIMHA WJIM KbM JIPYI'H HECTEPOH/IHH
MPOTUBOBB3IAJIMTEIIHHU JIEKAPCTBEHH MPOJIYKTH.

- Tperu TpumecTbp Ha OpemMeHHOCTTa (BUXKTE T. 4.6)

4.4 CrnenHaJIHH npeaynpex/ieHus 1 npeana3snu MEepKHy pu ynorpeda

EBeHTyanHO, HECBH3HATEJIHOTO MOIIBLUIAHE HAa pa3TBOpa 3a MPOMMBKA HWJIM raprapa He IpHYHHSABA
yBpexX/JlaHWsl Ha MalMeHTa, Thb KaTo Ce paBHsABA Ha €/HAa reTa OT NnperopbyaHaTa 103a 3a CHCTEMHO
[IPHJIOKEHHE.

Vnorpebara Ha JIEKApCTBEHH TNPOJAYKTH 3a JIOKaJIHO TNPHJIOKEHHE, OCOOEeHO Koraro Td €
MPOAbJDKMTEIHA, MOXKE Jla NPUYUHU ceH3abuim3als. AKO NpH M3I10JI3BAHETO Ha MOJIyKTa Ce CIIYy4YH
TOBA, JICYEHHETO TPAOBA J1a ce NpeKpaTH U Npu HeOOXOAMMOCT J1a C€ Ha3HAYM MOAXOAMIIa Teparius.
[IpoaykTsbT € npeiHa3sHayeH 3a ynorpeda npy Bb3pacTHH.

Jla He ce mpuiara np# jeua noja 16 roguHu.

4.5 B3anmojaeiicTBHe ¢ APYIrd JIeKAPCTBEHH IPOAYKTH H APYrH ¢opMH HA B3aHMO/JAEHCTBHE

\WAR nﬁ\

Hsama naHHM 3a HeraTMBHM B3aWMOJICHCTBUS [pU TapajiejiHa ynorpeda
MPOJIYKTH IO BpeMe Ha JieyeHueTo. Bourpeku toBa, TpsOBa na ce uma I
B3aMMO/ICHCTBHE C JICKApCTBA, CBbP3aHHU BbB BUCOKA CTEICH C MJIa3MEHHUTE

4.6 bpeMeHHOCT H KbpMeEHe

———— T . W



bpeMeHHOCT

HsiMa ¥JIHHHYHY AaHHH oT ynoTpebara Ha I numObakc rno BpeMe Ha OpemeHHOCT. JIopH ako CHCTeMHaTa
€KCIIO3HLIMA € MO-HHCKA B CpaBHEHHE € Ta3d CIEA [I€POPANHO MPHNOXKEHHUE, HE € H3BECTHO M
cucTeMHaTa ekcno3uuua I'uMmOakc, MOCTHrHara chell JIOKAJHO MNPWIOKEHHE, MOXE Na YBpPEaH
em6pHouna/deryca. [Ipes nbpBuA ¥ BTOpHA TpUMecThp OT OpemenHocTTa ['numbaxc He Tpabsa aa ce
M3M0J38a, OCBEH ako He € abcomoTHO HeoOxoaumo. AKO ce W3Nonssa, Jo3ata Tpadsa na Obae
BBb3MOXKHO Hal-HHCKA Y MPOABIDKUTEAHOCTTA HA JIEYEHHETO Bb3MOXKHO HaH-KpaTKa.

[lo BpeMe Ha TpeTUs TPUMECTbpP OT OpPEMEHHOCTTA CHUCTEMHOTO MPHIOKEHHE Ha WHXMOWTOpH Ha
MPOCTAIIAHAWHOBUSA CUHTE3, BKIIIOUHTENHO AHKIO(EHAK, MOXKE [a IpelH3BHKa KapAUOMy/IMOHA/IHA U
OBOpeuHa TOKCHMHOCT MpH (eTyca. B kpas Ha OpeMEHHOCTTa MOXE 1a HACTBIN YJIB/DKCHO BpEME Ha
KbPBEHE KAaKTO MPH Maiikara, Taka U MpH AETETO M paskAaHeTo Moxe Aa 6nae 3abaseHo. Ilopanu Tosa
['numbakc € NpoTHBOMNOKA3aH Npe3 NOoCIeAHUA TPUMeCTbp OoT 6peMeHHOCTTa (BXK. Touka 4.3).

4.7 BinsHHe BLPXY KOHICHTPAKKMATA NPH odupaHe H pabora ¢ MALIMHH
Hama.
4.8 Hexenann NeKApPCTBEHH pPeaKUHH

Ob6uxknoseHo ['JIMMBAKC ce noHaca pobpe. Hail-uecTure HexenaHW nekapcTBEHH peakLUH U TO

rlaBHO NP NPOOLIDKUTENTHO JieweHHe ca: MpM3HAauM Ha cjabo u3paseHo BB3NAJICHUE B yCcTHATa
KYXHHa, U3TPLIIBAHE HA €3UKa, 3alleK ¥ KalluLa.

[IpoabyokuTenHaTa ynorpeda Ha JeKapCTBEHH NPOAYKTH 3a JIOKAIHO MPHUIIOKEHHE, MOXKE 11a MPHUHHHH
ceHcHOWIM3aLHg. AKO TOBa C€ CNY4M, JieueHHeTO TpAOBa Aa ce€ NpEyCTAaHOBM M 1a Ce MPUNOKH
NOAXOAALIA Tepanus npu HeoHXOAUMOCT.

CroMalIHO-4peBHH HapyilleHHs (C HEM3BECTHA YECTOTA): YCELIAHE 3a NTApEHE B yCTaTa

CrobimapaHe Ha OJQ3UPAHH HEXKEIAHU PeaKlIMH

CooflaBaHeTo Ha MOJO3UPAHH HEXKENaHW peaKLHHU ¢Jie]l pa3peliaBaHe 3a ynorpeda Ha JeKkapcTBeHHA
NPOAYKT € BaxkHO. ToBa Mo3BonsBa Ja NpoAbL/DKM HabnioAeHUEeTO Ha ChbOTHOILIEHHETO NMOM3a/pHCK 3a
nekapcTeeHus mnpoAykr. OT MeJMUMHCKMTE CNELMANIMCTH ce M3MCKBa Aa cbhoOllaBaT BeAKa
MOJO3MpaHa HeXellaHa peaklUs Yype3 HALIMOHAIHA CHCTeMa 3a chboblasane: MambiaHuTenna areHums
no nexapcreara, yia. . Jlaman ['pyes” Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebcair:
www.bda.bg.

4.9 Ilpeaosupane

Hsama nannu 3a npenosupane ¢ I'JIMMBAKC.

5. ®APMAKOJIOTTYHU CBOVCTBA

3.1 PapmMakoaIHHAMHYHH CBOHCTBA

dapmakoTepanesTH4UHa rpyna: Apyru CpeAcTBa 3a nokaiHo opanHo neueHue, ATC kon: AOLAD]1
CHCTEMHOTO  MPWIOKEHHE Ha  JMKJIOPEHAK  HMA
IIPOTUBOBb3INATUTEAHN CBOHCTBA.

[Ipp  nokanHO  NPWIOKEHUE  JIEKAapCTBEHOTO  BELIECTBO | _ - H

IMIOTUBOBRBIMNAJIMTEIHH CBOHCTERA.

5.2 PapMaKOKHHETHYHH CBOHCTRA




CnexTpodTyopOCKONMUATA MOKa3a, Ye KoraTo JAUIUIopeHak ce KOHLIEHTPHpAa BbpXY YCTHATA JIMTaBHLIA
H clieA ToBa MOCTENeHHO ce abcopbupa, nopaxaa HHCKM KOHUEHTpAlKH B cepyMa, KOMTO obaue ca
HEJOCTATHYHH, 33 MOTy4aBaHe Ha CHCTEMHH (apMaKoIOTHYHU EQEKTH.

JuknodeHak ce oTaens OCHOBHO upe3 ypUHaTa noj ¢popMara Ha METabOJIMTH, a OCTaHajlaTa YacT Ce
eKCKPETHPA Ype3 MUTbUKaATa U QEeKATHHUTE.

5.3 IIpeakIHHHYHH JAHHH 32 Oe301ACTHOCT
TOKCHKOJIOI'MA
LDso per os

MHILIKH 1300 mg/kg cnen 48 yaca

231 mg/kg cnen 15 aum
IUTEXOBE 1500 mg/kg cnen 48 daca

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

[1pu TpHUMeceYHO NEPOPANTHO JIeYeHHe Ha FUTbX0Be ¢ 103K oT 2 mg/kg/newn He ce HabogaBa XpoHUUHA
TokcHuHoOcT, [lpoBeleHUTe ONMTH Ha ca MOKa3land MYTareHHd, KapuUHMHOTEHHH WIH TEPAaTOreHHH
c(eKTH Ha AUKNOQEHAK.

6. PAPMAINIEBTHYHHA JAHHH

6.1 CouchbK HA MOMOILHHTE BellecTBAa

Copbuton, XONMH XJIOpHJ, HATPHEB XHAPOKCUA, HaTpuer OeH3oar, HATPUEB eleTar, alecysidam
KaJIMH, HATYpaJleH MEHTOB apoMarT, HaTypaneH apomar oT npackoBa, Anypa pea AC (E129),
MpeYucTeHa Boa.

6.2 HechbBMEeCTHMOCTH
HenpunoxuMo
6.3 Cpok Ha rogHocT

TpH roaMHu B 3aTBOpPEHA OMAKOBKA.
Cpok Ha roIHOCT CeA OTBapAHE Ha onakoskara: 12 mecena

6.4 Cnenua/jiHd yC/I0BHS HA ChXpaHeHHE
Ha ce cuxpansapa noa 25°C.
6.5 Bua H chABPAKAHNE HA ONAKOBKATA

200 ml TeMHa cTbKIEHA OYTHIKA CHC 3alllMTEHA OT AELA Karnadka, [I0CTaBeHa B KApTOHEHa KYTHA.

7. IIPUTEXATEJI HA PABPEILIEHHUETO 3A YIIOTPEBA

Anpxenvuuu @apMa bonarapus EQO/]
Byn. Acen HUopaanos 10

Codusn 1592, brarapus

Ten.: +35929751395

Qakc: +35929715745

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

20050526




9. JATA HA ITBPBO PA3ZPEHNIABAHE/TIOAHOBSIBAHE HA PA3SPEIHIEHHUETO 3A
YIIOTPEBA

10 noemBpu 2005/ 23.02.2011

10. HATA HA AKTYAJIN3ZHPAHE HA TEKCTA

09.2024




