KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHUA IIPOAYKT KO f2oo )6
[F(TIMMBAKC 0,148 % cnpeit 3a ycrHa JiMraBuiia, pa3rBop
GLIMBAX 0.148 % oromucosal spray, solution 77\5 X.:?Z 77' 05 -01- 2026

2 KAYECTBEH U KOJITMMECTBEH CbCTAB

Bcesika OyTuika cbabpxa 15 ml pasrsop.
100 ml pazrBop cuabpxar: J(uknodenak (Diclofenac) 0,148 g

3a I'bJIHUS CITUCHK HA ITIOMOIIHMTE BElIlCCTBA, BUXKTE TOUYKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

Cnpeii 3a ycTHa JiIMraBsuiia, pa3rBop
[Ipo3paueH WIM JIEKO Onajiecuupail] YepBCHO-OpAHXKEB pa3TBOp C XapakTepeH apoMar Ha MCHTA W
[TpacKoBa.

4. KJJUHUYHU JAHHH

4.1 TepaneBTHYHH NIOKA3ZAHMS

3a CUMIITOMATHYHO JICYCHME HA BB3INAJICHUS B YCTHATA KyXWHA, NpUIpyXcHU ¢ OoJika (Harpumep:
MHTMBUTH, CTOMATUTH, GapMHIUTH), KAKTO M BCJICJACTBUE HA JICUCHHUE WIIH BaJleHe Ha 350.

4.2 JIo3MPOBKA ¥ HAYHH HA NPUHJIOKCHHE

JIBe BrpbCKBaHMs 2-3 ITbTH JIHEBHO.

[IpotykThT TpsOBa Jla ce BIPLCKBA JIMPEKTHO BLPXY Bb3lajeHus ydacTbK. [IpojykrsT e Oesonacen
npu cayuaitno noribinane. Besiko Bupbeksane jloctass 0,2 ml paszrsop, ekBuBajieHTHd Ha 0,3 mg oT
AKTUBHOTO BELIECTBO,

4.3 [IporuBonokazanns

- CBpPBXUYBCTBHUTEIIHOCT KbM AKTMBHOTO BEIIIECTBO MJIK KbM HAKOC OT IIOMOILHMTE BCIIECTBA,
n30poeHu B Touka 6, 1.

- CBpPBXYYBCTBUTEJIHOCT KbM alETWICAIMIIMIOBATA KUCCJIMHA WJIH KbM JIPYTH HECTCPOMIHH
[IPOTUBOBB3NAJIMTECIIHU JICKAPCTBEHH ITIPOJIYKTH.

- Tperu TpumecTbp Ha OpemennocTra (BuxTe T. 4.6)

4.4 CrnenHaJHu npeIynpex/ieHus 1 1peanasnd MepKH IpH ynorpeoda

EBEHTYa/IHO HECHh3HATEITHOTO MOIJIbIIIAHE HA pa3TBOpa HE IPUUMHSBA YBPEK/IAHMs HA TALIMCHTA, ThH
KaToO €J1Ha J103a € MHOI'O MO-HUCKA OT IperopbyaHara j03a 3a CUCTEMHO TTPHIIOKCHHUE.
Vnorpebara Ha JICKAPCTBCHM TPOJIyKTH 3a JIOKAJHO [PWIOKEHUE, OCOOCHO KOraro Ts ¢
NPOJILJDKUTEIHA, MOXKE J1a [IPHUMHHM CCHCHOMIM3aIUs. AKO IPH M3I10JI3BAHETO HA IPOJIyKTa CC CJIyUH
TOBA, JICUEHUETO TPOBa J1a CC MPEKPATH U Jla CC HA3HAUYM JIpyra I10JIX0/is11a Teparnusi.

4.5




HsimMa JaHHM 33 HEraTUBHH B3aHMOACHCTBUS IpH MapajcnHa yrnorpeba ¢ ApYrH JCKapCTBEHH
[IPOAYKTH IO BpEME Ha JicueHueTo. Boipeku Tosa, TpAdBa na ce MMa NPE/ABHA BB3MOMXHOCTTA 32
B3AUMOJCHCTBHE C JICKAPCTBA, CBhP3aHH BhB BUCOKa CTEIEH C IIa3MEHNTC OENThIIM.

4.6 @epTHAMTET, OpeMEHHOCT U KbpMeHe

bpeMeHHOCT

HsMa kniMEUYHY JaHHHM oT ynorpedara Ha ['numbakc no Bpeme Ha OpemeHHocT. JlopH ako cucremMHaTa
EKCIO3UUUA € MMO-HUCKA B CPAaBHEHHE C Ta3W CJISA [1EPOpaNIHC NPUIIOKEHHE, HE € M3BECTHO Jalld
CHCTEMHATA eKcro3uims | rmOakc, MOCTHrHaTa clell JOKAJIHO IPHIOKEHHE, MOXE Ja YBpeau
embpuoHa/peryca. [Ipes mbpeug U BTOpUA TpUMeECTHp OT OpemenHocTTa ['imMbake He TpsadOBa na ce
M3MOM3Ba, OCBEH ako He e abcomoTHOo HeoOXoaumo. AKQ ce M3Ion3Ba, no3ata Tpabsa aa Obnue
BL3MOXKHO Hall-HACKA U MPOABIKUTEIHOCTTA HA JIEUEHHUETO Bb3MOXKHO HaH-KpaTKa.

[To BpeMe Ha TpeTHS TPUMECTBHP OT OpPEMEHHOCTTa CHCTEMHOTO NPMICKCHHC Ha MHXMOMTOpH Ha
pocTarjlaIMHORHUS CHHTE3, BKIIOYHTENHO AXKIOGEHAK, MOXCE 1a IPSAM3BHKA Kap/IHONYJIMOHAJHA H
61L6peuHa TOKCHYHOCT NpU (eTyca. B kpas Ha GpeMeHHOCTTa MOKeE Jia HACTBIH YAbJDKEHO BpeMe Ha
KbpBEHE KaKTO IpU MaiKara, Taka ¥ Npy JIETETO M paXaaHcTo Moxe Aa Onac 3abaseHo. llopajau ToBa
[numbake € NMPOTHBOMOKA3aH 11pe3 NocAeAHHA TPUMECTHP OT HpeMeHHOCTTa (BX. Touka 4.3).

4.7 EdexrTn BbpXY cnocobnoctTa 33 mrodupane v pabora ¢ MalIkHH
Hsama,
4.8 HexxelaHu JIEKAPCTBEHH PCAKUMH

O6uxnoseno NNTUMBAKC ce nonaca aobpe.

Haif-yecTuTe HeXenaHH JICKAPCTBEHH PEakllMM U TO NABHO NPH TNPOARJDKHUTENIHO JICUCHHUC cCa!
npu3Haud Ha cnabo M3pa3eHO BBANATEHHWE B YCTHATA KyXHHAa, HM3TPLNBAHC HA €3MKa, 3anek M
KalUIrua.

[TpomrbmxuTenHara yrnorpeda Ha JIEKAPCTBEHH NMPOAYKTH 34 JIOKANIHO NIPUIOKCHHUE, MOXE Jia MPUUHHH
ceHCUOUnu3aua. AKO TOBa Ce CIIy4H, JICUCHHETO TpadBa Ja e NpeyCTaHOBY M 1a CC NPHIOKH Apyra
DOAXONAALIA TEPAITHA.

CroMalnHO-4peBHY HAPYICHHUA (C HEU3BECTHA YECTOTA): YCElllaHe 3a apcle B ycrara

CrobulasaHe Ha NOJ03HPAHH HEKENAHN DEAKLINH

CrofluaBaHeTo Ha NoAC3HpaHH HeXeIaHHU peakiiMHy Cllell pa3peliasaHe 3a ynorpeba Ha NCKapCTBEHHA
MPOAYKT € Baxxno. Tosa Mo3BoJABa /]a POABIKU HAGMIOACHHUETO Ha ChOTHOUICHUCTO MMOJI33/PUCK 34
JIEKapCTBEHUA NPOAYKT. OT MEAMIIMHCKMTE CIIEIIHAIMCTH CE€ U3MCKBA J1a ChOOIAaBaT BCAKA
MOAO03NpaHa HEXENaHa peakllis Ype3 HalMoHania cHeTeMa 3a chobliarane: U3mbIHUTENHA areHms
110 JIEKAPCTBATA, YII. ,,JlamsH ['pyes” Ne 8, 1303 Cogusi, Tei.: +359 2 8903417, yebcaifr:

www.bda.bg.

4.9 Ilpeno3upane

Hama nannu 3a npeposupane ¢ 'JITMMBAKC.,

5. GOAPMAKOJOI'NYHU CBOUCTBA

5.1 PdapMakoIHHAMHYRH CROHCTBA

(bapmakoTepaneBTUUHA TPYIIa: IpYry CpeCTBa 3a jJokaiHo opanto ieyenue, ATC xon: AOLADII

CHCTEeMHOTO  NpWIOKEHHE Ha  AWKIOdCHAK  WMa  AQHANFETH4YHH,  AHT
NPOTHBOBBLANAIUTEIHH CBOHCTAA.
[Ipy  nOKanHO  IPUNOXKCHUE  JICKAPCTBEHOTO  BEUIECTBO  NMPHUTEIKABA
NMPOTHBOBL3NANIMTENIHU CBOHCTBA.




.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbuus
Hukiodenak Hatpuit ce abcopGupa 100pe OT YCTHATA JIMMaBHIIA, KaTo NTMKOBATE CEPYMHH HUBA OT 1,5

mg/ml ce JocTvrar B paMKWTe Ha 2 yaca ciell npuiaraHero My. He ce o4akBaT CHCTEMHH
dbapmakonorudHu edeKTH, MOopaJAd HUCKATa CepYMHa KOHICHTpauus. JIMKIo(eHaKk ce eJIMMHHUpA
ype3 MeTaboNU3LEM M 110CIEABALIO OTACAAHC C YPMHATA U MHUTbYKATA, KaTo INIIOKOPOHUA U cyndaTHH
KOHIOTATH Ha MeTabonurure.,

JIutepaTypHu JaHHM IOKa3lBar, ue eAWHW4HA Jo3a or 50 mg nepopaied W uHTpaseHodeH 14C-
MapKupaH JAMKIodeHak, TpUIoXeH MepopaiHo, ce abcopbupa moutd Hanwano. Crex nepopaitio
MPUIOKEHUE IpeThpnsiBa Meraboiu3bM Ha L, ITBPBOTO MpeMMHaBanc”, mpu koero 60 % or
JIEKApPCTBOTO AOCTUra CHCTCMHA LMPKynauus B HenpoMmeHeHa ¢opma. TloBTopHOTO npucmatie Ha
JuknodeHak HAMAa 3Ha4YMTENIEH e(eKkT BbpXy (PapMakOKHMHCTHYHOTO MOBEACHHE HA JICKApCTBOTO B
cpaBHEHHe C TOBA ¢llie]] CAMHUYHA J103a.

PaanpeneneHue

[TpoyuBanuaTa BPXY pasfpelciCHHMETO Ha ANKIIOohEHAK ITPH TPH3a4H ¢ PAIMOMAPKHPaHO JICKapCTBO
NOKa3BaT, ue C M3KIIoUeHHe Ha uepHus Apob, xiabpuxkara U Obbpeudre, HaW-BUCOKWTE HUBA Ca B
KPbBTa, CleBaHHu OT chplero U 6enus apob. Ilonobuo na ppyrure HCTIBC, nuknogeHak ¢ cebp3aH
BBbB BUCOKa cTeneH (99,7) ¢bc cepyMHHUTE NPOTEUHH, Hail-Beue ¢ anbymuna. Junodenak npoHnkea B
CHHOBMAJIHATA TEYHOCT M C€ eNMMHHHUPA NO-6aBHO OT TaM, OTKOJIKOTO OT Ita3Mara.

Hrknodenak W HeroBUTE MeTabOMUTH NPEMHHABAT MPe3 TMIANCHTATA NP MHIIKH M NIBXOBE.

MeTabonuzsm/buoTpanchopmanus
Juwiodenak npeTbprnsBa €KCTEH3MBEH McTabONM3bM NPU BCUUKM BHJIOBE, KOUTO Jlocera ca
[IPOY4ECHU.

EqMMUHUApaHe

IuknodeHak ce eNMMHUHMPA Ype3 MeTabonusseM U OCAeRBaI0 OTACHSHE ¢ YPUHATA ¥ AITbYKATA, KATO
FAIOKOpOHUA U cyndarTHH koHioratd Ha Metabosuture. Jlpyru Tpu merabonura ce OTAENAT upes3
MTHUKATA.

5.3 NMpeakIHHUYHEU AalH 33 He3onacHocT
TOKCHUKOJIOI i L.Dso per os
MUILKH 1300 mg/kg caien 48 yaca
231 mg/kg cien 15 nHKU
[LILXOBE 1500 mg/kg cnen 48 yaca
233 mg/kg cnen 15 auu
MOPCKH CBHHYETA 1250 mg/kg

I[IposeneHuTe NpoyuBaHHA IOKAa3RaT, 4e AUKIopeHax HiMa MOTCHHHWAN 3a XPOHMYHA TOKCHYHOCT,
KapliMHOreHHOCT, TEPATONCHHOCT UM PENPOAYKTUBHA TOKCHYHOCT M TOKCHYHOCT BBpPXY pacTexa.
OTHOCHO JOKANHATA NOHOCMMOCT He ca HabmopaBaHH CHUMIITOMK Ha jJ(pa3liesic WI® CnasmM Ha
PECIMPATOPHHS TPAKT.

0. GOAPMAUEBTUYHHU J1AHHH
6.1 Cnuchk Ha MOMOIHHTE BeL{EeCTRA
Xonuu xjopun, copOUTON TeUeH HEKPUCTAIU3UpALIl, HATPHUCB OeHnzoar, IMHATPUER CACTAT, auecyndam

xanuil, eranon 96 %, HaTypaleH apoMar Ha MEHTa, HaTypalieH apoMar Ha NpacKoBa,
(E 129), HaTpyeB XUAPOKCH], NPEHUCTEHA BOJA.

6.2 HechbBMECTHMOCTH

Henpuioxumo.



6.3 Cpok Ha roanocTt

Tpx rofuHM B 32TBOpPEHA OMAaKOBKa.
[Mepuox 3a H3NON3BAHE CIIC/ ITBPBO OTBApAHE Ha ONaKOBKaTa — 1 roauHa.

6.4 CnennajHM yeJOBHI HA ChbXpaHeHHe

To3H nexapcTBEH MPOAYKT HE U3UCKBA CIICUMAIIHY YCIIOBHA 34 ChXpaHCHHE.
3a yCnoBHMATA Ha ChXPaHCHUE CNCA TbPBOHAYAIHO OTBAPAHE HA NEKAPCTBHCHUS ITPOAYKT BUKTE TOYKA
6.3.

6.5 Buja 1 cHABLPKAHYMC HA ONAKOBKATA

15 mi npospauna tun Il OyTunka, 3areopetia ¢ go3upallia 1ToMIla, IMOCTaBCHA B KapTOHCHA KYTHA.
To3an THN Ha ONAKOBKATZ OCUrypABa KOPEKTHO JOCTaBAHC HAa NpPOJAYKTa B YCTHara KyXHWHa.
BrnipbhckBailiara CUCTEMa ce ChCTOH OT aKTyaTop, NOMIIA M € 3alIMTCHA ¢ Karauka.

Bposit Ha noctaseHM 103W 0T 1 OyTHiKa € He no-Manbk oT 60.

6.6 Chnennannnu npeanasHu MepxH NpH HIXBLpJsHe

3a OpPOMYKO3HO NIPHITOKEHHUE CaMO.
Heu3non3paHuaT NPOAYKT WIH OTHAXBYHUTE MaTepHalnd oOT Hero TpsadBa ja ¢ H3XBBPIAT B
CbOTBETCTBHE ¢ MCCTHUTE H3UCKBAHMII.

7. NMPUTEXATEJ HA PASPEILIEHHETO 3A YIIOTPEBA

Anmxenuny ®@apma bouarapus EOQOJ]

yi. "Hukona Tecna" Ne 3,

611. buznec Llentnp BCP Codus 1, et. 4, oduc 401,
Co¢us 1574, brarapus

Ten.: +3592975 1395

8. HOMEP HA PABPEUIEHHUETO 3A YIIOTPEBA

20130096

9. JNATA HA NBPBO PASPEINABAHE/TIOAHOBABAHE HA PAZPEUHIEHHETO 3A
YIIOTPEBA

Hara Ha mspBO paspewmicHuc: 06 Mapt 2013
Jara Ha nocneaHo noaxoBaBaue: 28 Maii 2018

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

10/2025




