KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. MME HA JEKAPCTBEHM HPOAYKT U3TBIHITENHA ATEHLWS 110 NEKAPCTBATA

'TIMMBAKC 0,148 % cnped 3a yCTHa JiIMraByLa, pa3TBop Kpam«a xﬂﬂaﬂmﬂpuimm H@ NPOGYIMA - Wmmue !
GLIMBAX 0.148 % oromucosal spray, solution Ko Pz Ne < 22 ! e e
Paspawenue Nr

6 7O F 17 =11 W

2. KAYECTBEH 1 KOJITMYECTBEH CBhCTAB V BG/MA/MP - eooeeeeeeeeeecivninns e S oeesrmaneanesrenantesssrsssiens
QOgobpeHug Ne ................. p— Y OO

Beska 6yTinka ceanpka 15 ml pasrsop.
100 ml pasrsop chabpxat: Juknopenak (Diclofenac) 0,148 g

33 MLJIHUS CIIMCHK HA NMOMOILLHUTE BellleCTRa, BHXKTe Touka 6.1.

3. JEKAPCTBEHA ©OPMA

Cnpeit 3a ycTHa NTMraBuLa, pa3TBOp
[Ipo3payeH WM JIEKO OnajJeCLMpalll YEpPBEHO-OPAHXKEB Pa3TBOpP C XapaKTepeH apoMmaT Ha MCHTA W
MpacKoBa.

4. KJAHNYIHN JAHHU
4.1 TepaneBTHYHH TOKa3AHHA

3a CHMIITOMATHYHO JIeYeHME Ha BBL3NWICHHA B YCTHATAa KyXuHa, NPUAPYKEHH C O0/Ka (HanpuMep:
FMHTUBUTH, CTOMATHTH, GAPHHIHUTH), KAKTO W BCIEACTBHE HA JeYEHUE WK BaJeHe Ha 350.

4.2 JNo3upoBKa U HAYHH HA NPHJIOKEHHE
JBe BIIpbCKBaHUA 2-3 MIBTH JHEBHO.

[ponykrbT TpabBa Aa Ce BOPHCKBA AUPEKTHO BLPXY Bb3NAICHHA y4acThk. IIpoaykrhT € OesonaceH
npu cayuaiHo norabiuaHe. Besko Bupbekpane aoctaea 0,2 ml pasrBop, ekBuBajieHTHH Ha 0,3 mg oOF
aKTUBHOTO BELLECTBO.

4.3 IIporuBOonOKa3aHHA

- CBpBXUYBCTBUTEJIHOCT KbM aKTMBHOTO BELIECTBO HIIM KbM HAKOE OT NOMOLIHHTE BCLICCTRA,
n3bpoeHu B Touka 6,1.

- CBpBXYYBCTBHTE/IHOCT KbM aLETWICAIMLMIOBATA KUCENWHA WM KBM JIPYTH HECTCPOMAHH
[IPOTHBOBBLANAJIUTEIHH JIEKaAPCTBEHH NMPOAYKTH.

- Tpetu TpuMecTsp Ha GpeMeHHocTTa (BHKTE T. 4.6)

4.4 Crnennajan npeayupexaeHus H nNpeAna3iid MepKH fIpH ynoTpeda

EBeHTYalIHO HECH3HATEAHOTO NOTNbLIAHE HAa Pa3TBOPA HE NPUYMHABA YBPEKAAHHA HA NALHCHTA, THH
KATO €AHa 11033 € MHOI'O [10-HHUCKA OT MPEropsYaHaTa J03a 332 CHCTEMHO MPHIIOMKEHHE.

Vnorpefata Ha JIEKAPCTBEHH TMPOAYKTH 3a JIOKANHO [pPWJIOXKEHHE, OCOOCHO KOraro
AIPOB/DKMTENIHA, MOXE [1a IPUUUHH CEHCHOMIM3ALMA. AKO NPH U3MON3BAHETO HA TNPOJXKT,
TOBa, JIeYeHHETo TPAOBA Aa ce MPEKPATH K Aa CE Ha3HauW Apyra MoaAxoasila Teparnus S

Fou,
h- I I
S\~

=

4.5 B3aumoaeilcTBHE € APYTrH JeKAPCTBEHH NPOAYKTH H APYrH GpopMH HA §




Hsma naHHM 3a HEraTMBHH B3aUMOACICTBMA Npu rnapanenHa ynortpeba ¢ APYrH JIEKapCTBEHH
NpOAYKTH A0 BpeMe Ha liedyeHHeTo. Bunpeku ToBa, TpabBa na ce MMa MipeBUA Bb3MOXKHOCTTA 34
B3aMMOJICICTBHE C JIEKapCTBa, CBbP3aHH BbB BUCOKA CTENEH C NJa3MEHNTE OENTBLM.

4.6 ®epruanTer, OPpEMEHHOCT H KbPMEHE

bpeMeHHOCT

Hama KIHHUYHMA JaHHU OT ynotpebara Ha I'iumbakc no speme Ha OpemeHHOCT. JIopH ako cUcTeMHaTa
eKCTIO3HULIMA € TMO-HMCKA B CPABHCHHE C Ta3u Cle/l NMepopasHO MPHIIOKEHHE, HE € W3BCCTHO Aa/IH
cUcTeMHaTa ekcrnosuvuua [auMmOake, NOCTHTHATA CNEl JOKAIHO MPWIOKCHHE, MOXE Aa yBpeau
em6prona/eryca. Tlpes bpBUA M BTOPHS TPUMECTBP OT OpemenHocTTa I'umbake He Tpsabsa aa ce
H3MOA3Ba, OCBEH aKo He € abcomoTHO HeoOXxoaumo. AKO ce H3Mnon3ea, Aosara Tpabsa pa Obae
BB3MOXKHO Hal-HUCKA M MTPOJBIKMTEIHOCTTA Ha JIEYEHHETO Bb3MOXHO Ha-KpaTka.

[lo BpeMe Ha TPeTHs TPUMECTBP OT GpeMEHHOCTTa CHCTEMHOTO NPHIJIOKEHHE HA WHXHOMTODH Ha
MPOCTariaHAHHOBHA CHHTE3, BKIIOYHTEIHO JUKIIO(EHAK, MOXKE J1a NpeAn3BUKa KapHONY/IMOHANHA H
6LOpeyHa TOKCUMHOCT NpH (eTyca. B kpas Ha OpeMEHHOCTTa MOXKE J1a HaCThIM YAbJDKEHO BPEME Ha
KbpBEHE KaKTO MpH MakKara, Taka i NpH AEeTeTo M paXAaHeTo Moxe na Onjle 3abaseHo. [lopaau ToBa
I'nmumBakc € NPOTHBONOKA3aH Npe3 NOCNEAHHA TPUMECTbP OT OPEMEHHOCTTA (BX. TO4Ka 4.3).

4.7 Edextn 8bLpXy cnocobHocTTa 32 wodupane H padbora ¢ MAIIHHH
Hsama.
4.8 HexelaHH JIEKAPCTBEHH peaKIIHA

O6ukunoseno 'JIMMBAKC ce nonacs nobpe.

Haji-yecTHTEe HexeNaHW JNEKAPCTBEHH pEakUMH W TO [NIaBHO [IpH TMpOABKHUTENHO JIEHCHHE ca.
npusHauy Ha cnabo H3pa3eHO BbL3NaJeHHE B YCTHAaTa KyXWHa, W3TPBNBAaHE Ha €3UKa, 3al€K H
KallJTMLIA.

[TponwbxuTenHaTa ynorpeda Ha JIEeKapCTBEHH NPOAYKTH 3a JIOKAMHO MPHWIOXKEHHE, MOXKE [a NPUHHHU
ceHCHOUNHU3aLua. AKO TOBa ce CJIY4H, eueHueTo TpaOBa a ce NMPEeyCTaHOBH H Ja Ce NPHIIOKH Jipyra
MOAXOALIA TEPAUA.

CToMallHO-YPEeBHH HapyLIeHHA (C HEU3BECTHA YECTOTa): ycelllaHe 3a [apeHe B ycTara

CrobujaBaHe HA NTOA03MPAHN HEXKENaHU peakliiH

C1061IaBaHETO Ha MOJO3MPAHH HEXeNaHH PeakiuuH Ce/ pa3pelllasaHe 3a yNoTpeda Ha JIEKapCTBEHHS
NpOAYKT € BaxkHo. TOBa Mo3B0JsABa Aa NPOABLKHM HAO/OAEHHETO HA ChOTHOLICHHETO noJi3a/puck 3a
NekapcTBeHHs Npoaykt. OT MeANUMHCKUTE CIIELMATIMCTH CE M3HCKBA a chobllaBar Beska
NOMO3UPaHa HeXeNaHa peakiys Ype3 HaUMOHAIHA cHcTeMa 3a ChobuaBaHe: M3nbaHHUTENHA areHUHA
o nexapcteara, yiu. ,,Jamau I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yeOcaiir:
www.bda.bg.

4.9 Ilpenosupane

Hsma nannu 3a npegosupane ¢ 'JIMMBAKC.

5, OAPMAKOJOTWYHHU CBOUCTBA

3.1 PapMakoAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHa pyna: Apyry CpeCTBa 3a JIOKAJTHO OPanHo nedeHne, AT

CHCTEMHOTO  TMNPHIOXKEHHE HAa  JUKIOPEHAK HMa  AHAIFCTHYHA,
[POTUBOBB3INAJIHTEIIHH CBOUCTBA.

[Ipy  nOKanHO  NPWIOKEHHE  JICKAPCTBEHOTO  BEUISCTBO  TIPHUTEKAB
ITPOTUROBB3NAIMTENIHH CBOHCTBA.




3.2 PapMAKOKHHETHYHH CBOHCTBA

AbcopOius

Huknodenak Hatpuii ce abcopOupa nobpe oT ycTHaTa AMrapyiia, KaTo NHKOBUTE CEPYMHH HHBA OT 1,5
mg/ml ce gocTHraT B paMkudre Ha 2 uaca cjel npwiaradHero My. He ce odaksaT CHCTEMHH
(hapMaKoJIOrH4HH €(deKTH, NOpagyd HHUCKaTa CepyMHa KOHLeHTpaulus. [(ukiogeHak ce eIMMHHHUpa
upe3 MeTaboNnn3bM M NOCHEBAI0 OTAES/IAHE ¢ YPHHATA M HUTBYKATA, KAaTO MMIOKOPOHUA H CYNIaTHH
KOHIOraTy Ha MeTaboNUTHUTE.

JiuTepaTypHu OaHHM NOKA3BAT, Y€ e€AMHHU4HA jo3za oT 50 mg nepopaneH H MHTpaBeHo3eH 14C-
MapKUpaH AMKIO(QEHaK, MPUIOXKEH NepopanHo, ce abcopbupa noutd HanmwnHo. Cnen nepopanHo
[IPWIOKEHHE npeThpngBa MertabonussM Ha ,,OBPBOTO MNpeMUHaBaHe”, npu koeto 60 % ot
JIEKAPCTBOTO JAOCTHra CHMCTEMHA LMpKY/aliMs B HernpoMmeHeHa ¢opma. [loBTopHOoTO npuemaHe Ha
nukiIopeHak HAMa 3HauUMTENeH edexT BLPXY (PapMaKOKMHETUYHOTO MNOBEAEHME Ha JIEKApCTBOTO B
CpaBHEHHKE C TOBA CJie] €IMHYUYHA A034.

PasznpenencHue
[lpoyuBaHHATa BbPXY pa3npeAc/ICHHETO Ha AMKIO(EHAK NPH IPHU3a4H ¢ PAAROMAPKMPAHO JIEKAPCTBO

NMOKA3BAT, Y€ C M3KIIOYEHHE Ha 4YepHUA napol, »urbukaTta W 6bOpeumTe, HAR-BUCOKMTE HUBA Ca B
KPLBTA, ClleIBaHH OT ChpleTo H Oenua apob. [Toaobuo na apyrure HCTIBC, aukiogeHak € cBbp3aH
BBLB BHCOKA cTeneH (99,7) cxe cepyMHHTE NPOTEUWHH, Hal-Beue ¢ anbymuHa. JuknodeHak npoHMKBa B
CHHOBHAJIHATA TEUHOCT U C€ €AWMUHMUpa No-0aBHO OT TaM, OTKOJIKOTO OT Iula3Mara.

Huxnodenak 1 HeroBuTe METabONKTH NPEMHUHABAT [Ipe3 MJIALECHTATa NMPA MULLKYA U TUTbXOBE.

MeTabonnssm/OnoTpaichopmanus
JuknogeHak nperbpnsiBa €KCTEH3WBEH MeTabonu3abM NpH BCHYKM BHAOBE, KOMTO JOCeEra ca

[IPOYHCHHA.

EnuMuHupaHe

HMuxiiodeHak ce eJITMMHHMPA Ype3 MeTadoNHU3bM U MOCAEABALI0 OTACNAHE C YPUHATA M ¥JThYKaTa, KaTto
FIIOKOPOHK M cyindaTHU KoHoraTd Ha mertabonuture. Jlpyrn Tpu merabonura ce oTaensr 4qpes
ACTBYKATA.

5.3 [IpeaxknuaHyHN JaHHK 32 0€30MACHOCT
TOKCHUKOJIOI' S LDso per os
MHILIKK 1300 mg/kg cnen 48 vaca
231 mg/kg cnea 15 auu
JIbXOBE 1500 mg/kg cnen 48 vaca
233 mg/kg cnen 15 auu
MOPCKH CBMHYETA 1250 mg/kg

[IposenenuTe npoyuBaHUs MOKA3paT, Y€ AMKIOPEHAK HAMA MOTEHUMAN 3a XPOHUYHA TOKCHYHOCT,
KapLUMHOTEHHOCT, TepPaTOr€HHOCT UK PENpOAYKTHBHA TOKCHUHOCT H TOKCHYHOCT BbpPXY pPacTexa.
OTHOCHO JIOKAJIHATA MOHOCHMOCT HE ¢a HaOnwaaBaHM CHUMINTOMH Ha [Apa3HEHE MWIIM CIa3bM Ha
pecIiMpaTOpHUA TPaKT.,

6. PAPMAHEBTHNYHHU JAHHHA

6.1 CnuchK Ha NOMOINHHTE BeIecTBA

XONHH XJOpHUA, cOpOUTON TEUYEH HEKPUCTANTU3NpAIN, HATPUEB OEH30AT, AUHATPHUEB &2 &iﬁ%ﬁﬂd}
Kanuit, eraHon 96 %, HaTypanieH apoMaT Ha MEHTa, HaTypaJieH apoOMaT Ha I1packyBay AV pnaeucpuehe
(E 129), HaTpreB XMAPOKCHUA, MPEUHCTEHA BOAA.

6.2 HecbBMECTHMOCTH

Henpunoxumo.



6.3 Cpok Ha roasnoct

TPH "OAHHH B 3aTBOpPCHaA OIIaKOBKA.
HBPHDH 3a H3NOJ3BAHE CIICH ITbPBO OTBAPAHE HA OIldKOBKATA — 1 roanHa.

6.4 CnenMaJiHi YCJIOBHA HA ChXPAHEHHE

To3u NEKapCTBECH MIPOAYKT HC H3MCKBa CIICIIHAITHH YCJIOBHA 3a CbXPaHCHHC.
3a YC/IOBHATA HA CbXPAaHCHHE CIICA MbPBOHAYANHO OTBApPAHC Ha JICKapCTBHCHHA TIPOAYKT BHAKTC TOHKA

6.3.

6.5 Bua ¥ CHABPKAHHE HA ONNAKOBKATA

15 ml npo3pauna tun 1lI 6yTunka, 3aTBopeHa ¢ [Oo3upallla MOMIA, 10CTABEHA B KapTOHEHA KYTHS.
To3sd THII HAa ONAKOBKATa OCHI'ypsBa KOPEKTHO [JOCTaBSHE Ha NpPOAYKTA B YCTHaTa KyXHHa.
BrnpbckBailata CHCTEMA € CHCTOM OT aKTyaTop, [OMIIa U € 3al{HTEHA C Karayika.

6.6 CrnennajHu npeAnasHH MEpPKH NPH H3IXBLPIAsSHE

3a OPOMYKO3HO IPHIGKEHHE CaMO.

Her3snoji3zBaHuAaT NMpOAYKT HIH OTNAALYHHTE MATCPpHAIH OT HCIo Tpﬂﬁﬂa Ad CE€ H3IXBLHPIIAT B
CHOTBCTCTBHC C MCCTHHUTEC M3MCKBAHMA,

7. NPHATEXATEJ HA PASPENIEHHUETO 3A YIIOTPEBA

Anjokenuin @apma boarapua EOO/]
ya. "Hukona Tecna" Ne 3,

on. busnec Heurnp BCP Codus 1, er. 4, opuc 401,

Codus 1574, bunrapus

Ten.: +35929751395

8. HOMEP HA PABPEIIEHHUETO 3A YIIOTPEBA

20130096

9. JTATA HA ITBPBO PAZPEIIABAHE/IIOJHOBABAHE HA PAZPEHIEHHETO 3A
YIIOTPEBA

Hara Ha nspBo pazpeumieHue: 06 Mapt 2013

Hara Ha nocnegHo nogHopsaBaHe: 28 Man 2018

10. JHATA HA AKTYAJIMZBUPAHE HA TEKCTA

10/2024




