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OkTeaHruH 2,6 mg TabNeTKH 3a CMy4eHe
Octeangin 2.6 mg lozenges

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB

Beska TabneTka 3a  CMydeHe cbabpika 2,6 mg  OKTEHWAMH JIMXHIPOXJIOPHA (octenidine
dihydrochloride).

[ToMOLLIHO BELIECTBO C U3BECTHO JEHCTBHE:
Bcsika TabnieTka 3a cMydeHe ChAbpKa 2,57 g U30MaJIT.

34 MbJIHKS CMUCHK HA MOMOLLHUTE BELIECTBA BHXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerku 3a cMy4deHe
C LBST Ha CJAOHOBA KOCT, KPBIJIH, JIEKO NPO3pavyHu TabJIeTKH C AMaMeTbp MPUOIU3UTETHO 19 mm.

4. KJAHWUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3aAHHS

3a KpaTKOCPOYHO MOAMOMArallo JeYeHHe Ha BB3MAJICHWE Ha JIMraBullata Ha ycrata W rbpjoto ¢
THNMUWYHU CUMITTOMH KaTto 00JIKa, 3a4€pBIBaHE U M10/1yBaHE.

OKTeaHrHH TabNeTKH 3a CMy4YeHe € MOKa3aH MpH Bb3PACTHH M IOHOIIM HA BB3PacT |2 roaHHK M 110~
rOJIEMH.

4.2. Jlo3MpoBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBKka
Bb3pacTHU M IOHOLIK Ha BH3PacT 12 roJIMHU M No-rosieM1 TpsdBa /1a OCTaBAT €1Ha TabjeTka 3a CMyYeHe

la ce pa3TBOpH O6aBHO B ycraTra Ha BCeKM 2-3 yaca. MakcumanHara JHEBHa 1103a ¢ 6 TabsieTKkH 3a
CMYUEHE.

[leouampuyna nonyrayus

BesonacHocTTa M epukacHocTTa Ha OkTeaHruH TaONIeTKH 3a CMy4EHE MpH Jieua Ha Bbh3pacT 0 no
11 rogyHH BCe OllEe HE ca YCTAHOBEHH.

HauyuH Ha NPUIOKEHHE
TabneTku 3a CMy4Y€HE 3a OPOMYKO3HO TMPHIIOKEHHE.
Tabnerkara TpsOBa Aa ce CMy4e aKTHBHO H MPOABL/DKUTEIHO B yCTaTa. Tabnerkar

B yCTaTa, 10KaTO C€ Pa3sTBOPH HAIbJIHO.




OKTeaHrHH TabneTKH 3a CMydeHe He TpAGBa 4a ce H3NOJI3Ba NoBeye OT 4 [HK Oe3 npenopbKa OT Jekap.

TpaGBa Ja ce MMa NPEABHA, Y€ HENKEAAHWTE PeaKLMH MOraT Jla Ce HaMaliT, KaTo ¢e H3Noiisa Hau-
HHCKaTa e(eKTHBHA 11034 33 Bb3MOXKHO Hail-KpaTKOTO BpeMe, HeOOXOAUMO 3a KOHTPOJI Ha CHMITTOMHTE.

4.3. JIIpoTRBONOKA3ZAHHSA

CBpbXUYBCTBUTENHOCT Ha KbM AKTHBHOTO BELIECTBO WJIM KbM HAKOE OT TIOMOLIHHWTE BELLECTBA,
u3GpoeHy B Touka 6.1.

44. CnenuanHu npeiynpexaeHns H MPeANa3HA MEPKH NPH ynoTpeda

AKO CHMMITTOMHTE NPOIb/KABaT MoBeue OT 4 AHM, Ce€ MpenopbiBa FMPEOLCHKA Ha AHarHo3aTa H
JIEYEHHETO.

CaMo 3a KpaTKocpo4Ha ynotpeba.
He ce npeasivkaa ynotpeba nopeue oT 4 IHK, THH KaTo iekapcTBeHaTa GpopMa U NOKa3aHUETO €2 HOBH
H HAMA JOITLJIHHUTENEH OFIHT.

OxTeaHrHH TabneTku 3a cMyueHe cbabpxka 2,57 g usomant (E 953), xaro 3amMecTHTeN Ha 3axapTa, Ha
eaHa TabneTka 3a cmyueHe. Enepruiinara crofinoct € 2,3 kcal/g usomant. H3oMant moxke 1a uma cnabo
u3paseHo cnabutenHo aeiicTere. [TaUMEHTH € PeIKH HAC/IEACTBEHH NPOOIEMH Ha HEMOHOCHMOCT KM
dpykro3a He TpabBa Ja MpUEMAT TOBA JIEKapCTBO.

4.5 BiaumoJelCTBHE ¢ APYTH JEKAPCTBEHH NPOAYKTH H APYrH GopmMH HA B3IaHMOAeHCTBHE

He ca npoBexaaHH NMpoy4BaHHs 3a B3aHMOACHCTBHATA.

4.6, DepTHAHTET, OPEMEHHOCT H KbpMeHe

bpeMeHHOCT
JIunceat WiH HMa OTpaHUYEHH JaHHH OT ynorpebara Ha OKTEHUAWH IHXHAPOXJIOPHI NpH OpeMeHHH

keHH, [IpoyuBaHHATa MPH JKMBOTHM HE TMOKA3BAT NMPEKH WA HEMNPECKH BPEIHH e(pekTH, CBLpP3aHH C
penpolyKTHBHA TOKCHYHOCT (BX. Touka 5.3). llopanx HenocTaTh4Ha MHPOpPMALIMA HE MOXKe Ja Ce
HIKMIOYH PpHCK 3a deTyca. OkreaHrnH TabieTKH 3a CMYYEHE HE CC Mpenope4Ba MO BPEME Ha
6peMEHHOCT U MPH HKEHHU C AeTepOeH MOTeHLMAN, KOHTO HE M3MOJI3BAT KOHTPALEMLMA.

KbpMeHe
HMa HeaocTaTh4Ha HHGOPMaUHs 3a eKCKpeLHATa Ha OKTCHUAWH XHAPOXJIOPH]L B KbpMarta.

He Mo03e na ce M3KITIOUYH PUCK 33 HOBOPOACHHUTE/KbpMaveTaTa.
OkTeaHruH TabneTky 3a cMyueHe He TpabBa Ja ce npuiara B Nepuoia Ha KbpPMEHE.

QepTUAUTET
He ca npoBexIaHH NpoyuYBaHus 3a OLieHKa Ha eheKTHTE BbPXY (epTUNIHTETA.




4.7. EdexTH BbpXYy cnoco0HOCTTA 32 mopHpaHe H padoTa ¢ MANIHHR
He ca npoBexnaH# Npoy4BaHKs 3a epeKTHTE BHPXY COCOGHOCTTA 32 WO(PHpaHe U paboTa ¢ MalKHA.
4.8. Hexenann JeKapcTBERH peaKklHH

CnMCHKBT NO-A0JTy NPeAocTass HHPOpMaLMA 33 HEXENAHUTE IEKAPCTBEHH PEakUMH KaTo 4eCToTaTa €
fazMpaHa Ha BCUMKH JAHHH OT KJIMHHHYHW MpPOY4BAHHA, B KOHTO €3 yHacTBA/IH 344 naumentH (301
Bb3paCTHH, 43 IOHOLIM), KOMTO Ca Mony4aBaiH NPENnOpBLUYUTENHHTE 103U OxreaHrwH a0 4 nu4d. B
CIMCBKA Ca BIUTIOUEHHK U JOMBIHHTEIHH HEXEJAHH PEAKLIHH, ChOOLIEHH OT NOCTMApKETHHIOBHA OTIHT.

Hesxenanute peakliu ca M3OpOEHH MO-A0Y MO CHCTEMO-OPraHeH Kjac ¥ KOHBEHLMA 3a HeCToTa.
Yecrorara e aepyiHUpaHa KaTo:

Muoro uectu  1/10)

Yectu (= 1/100 no <1/10)

Heuectu (= 1/1000 no <1/100)

Peaku (= 1/10000 no <1/1000)

Muoro peaku (<1/10000)

C HeW3BECTHA YECTOTA: OT HAJIHYHHMTE JaHHH HE MOXKe Aa Oble HanpaBeHa OLCHKA

HapymeHns #a HMYHHATA CHCTEMA:
¢ HEM3BECTHA HeCTOTa: ANEPruuHH peakivy

HapyimenHs HA HEPBHATA CHCTEMA!
yecTH: Jlucreysus

CToMamHO-9peBHH HAPYIICHHSA:
HeyecTH: Kopemua 6oska, AHapus, rajeHe, CyxoTa B ycTara, NoBpbLUIaHe, AUCMENCHA, CNHracTpaiicH

JUCKOMGOpT
C HeM3BECTHA uecToTa: JIpa3HeHe Ha yCTHATa M CTOMALLHATA JIHraBuua, 0de3uBeTIBaHE Ha €3UKa

CpobliaBaHe Ha 110103MPaHH HEXKEAHHU PeaKIiHH
C1061aBaHETO HA MOJO3MPAHH HEXENaHH PEeakLHH Clie] pa3pelliaBaHe 3a ynorpeda Ha JIeKapCTBEHHS

NPOAYKT € BaXKHO. ToBa NO3B0NSABA /la MPOABIDKHA HAONIONCHHETO HAa CHOTHOWEHHETO [oJ13a/pycK 3a
nexapcTBeHust MPOAYKT. OT MEAHLIMHCKHUTE CMIELIMAJICTH CE H3UCKBA Aa ¢cHOOLIABAT BCAKA MOAO3UPAHA
HEXellaHa peaKLuns upes:

H3mLAHHUTENHA areHlHs No JIeKapCcTBaTa

yn. ,,JlamsH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGcaiiT: www.bda.bg

4.9. IIpeposupane

Hama crobieHHs 3a cly4ad Ha npeao3upaxe.
B MHOro Manko BEpOATHHA CJy4aH Ha TNPEeAO3UpPAHE ONMHCAHHTE HEXKETAHH
BL3HHKHAT C MO-rofigMa HHTeH3WBHOCT. B T034 ciiydal ce npenopbp4Ba CUMITOMA




5. ®APMAKOJOIMYHHU CBOUCTBA

5.1. {dapMaxkoJHHAMHYHH CBOHCTBA

dapmaxoTepaneBTHUHa rpyna: Jinxarensa cucreMa / [IpenapaTH 3a TeueHHe Ha rbpao / AHTHCENTHLH,
ATC koa: RO2AA2].

MexaHH3bM Ha JICHCTBHE

OKTEHHANH AMXWAPOXJIOPHI € KaTHOH-aKTHBHO ChEAMHEHHE M B PE3YNTAT HA fBaTa MY KaTHOHHH
HEHTBPA MPHTEXKABA W3PA3EHH NMOBBPXHOCTHO-AKTHBHH CBOHCTBA. Toit pearpa ¢ KOMINOHEHTHUTE HA
K1eThbYHATa CTeHa U MeMOpaHaTa Ha MUKpOOHATa KIETKA H Taka BOJW A0 pa3pyllaBaHC Ha KJI€TbYHATA
bYHKUHA.

U3BECTHO €, Y€ OKTEHHIWH AMXHAPOXIIOPH MpPOABABA AHTHCENTHYHA AKTHBHOCT cpeLly OaKTepHH,
0GBHTH BHPYCH H rbOMYKH. AKTHBHOTO BEUIECTBO € EPEKTHBHO CpeLlly MaTOreHH, KOUTO HHeKTHpaT
ycTHaTa ¥ (papuHreanHara aurasuua. Hai-uecTo CPCLUAHWTE MATOTCHH, MPUHYHHABALLH ¢hapUHIHUT,
BKJIIOUBAT IPaM-NIOJIOKHTENHH H IPaM-OTPHLATENHH OakTepHH, Kato cTaPWIOKOKH, MHEBMOKOKH,
Staphylococcus aureus w Pseudomonas aeruginosa. TlaToreHHH IbOMYKM M APOXAM CBLIO UMAT
yuacTHe, ocobeHo Candida albicans.

AHTHOAKTEPHATHUAT H IPOTMBOTBOMUHHMAT eexT Ha OKTeaHTH TabNeTKH 33 CMYYeHe ¢ NMOTBbLPACH
in vitro:

KoHneHTpauus Ha TeCTBAHHA
KonTakTHO | npoaykT (0,1% OxTteanrux | @aKTop Ha
lam BpeMe TabNeTKH 32 CMYYEHE) pesyknns (log)
|
Staphylococcus aureus L MuH 80% 7,89
1 MHUH 40% | 4,41
Enterococcus hirae JLLL 80% 7,31
1 MUH 40% 5,67
Pseudomonas aeruginosa | Mok 80% - 6,99
1 MHUH 40% 491
: : 5 MHMH 30% 4,08
Candida albicans 15 wue 20%% 6.20
Venosue 3a BCHukH TectoBe: 0,3% oBuM eputpoumtd, 0,3% anOyMuH; KpUTEPHH 32 H3NHTBAHE!
in vitro cTaHAapTHH MeTOAHN Ha ['€épMaHCKOTO APYECTBO MO XUrHEeHa U Mukpobuonorusa (I'’JIXM) 3a
H3NUTBaHE Ha €PHKACHOCTTA HA XHMHYECKH A€3HHGEKTaHTH.

BupyumaHara epukacHOCT cpellly OOBUTH BMpPYCH € NMOTBBPAE€HA NMOCPEACTBOM in Vitro TeCTOBE ¢
BOJICKH BHpYC Ha BHpycHa auapus (BBBJI) u Vaccimia Bupyc (VV). CbrnacHo oQHUUATTHHTE
npenopbxH Ha uHcTHTYTa "Pobepr Kox" (UPK) Te3n BHpyCH Ca MOIIE/IH Ha CypPOTaTH H pE3y/ITaTHTE OT
TECTOBETE ¢a MPUJIMKMMH 3a BCHUKM OOBUTH BUpycH. Pe3ynTaTsT nokaspa BUpyCcHa peayKUNS = 4 fog
(tecrsanu BupycH cboTBeTHO CCL-81 n CCLV RIE 11 (,uncTH™ yCioBusA, CBITIACHO yKa3aHHATA Ha
MPK ot 2008 r.)) cnea HHKyGAUHMOHEH NMepHoA 3 MUHYTH MpH CTalHa TEMMeEpaTypa U KOHUCHTPALIHA
80%. [1pu ,,MphcHU™ ycnoeus Tectosere ¢ BBB/l n VV noka3ssaT BUpyCHa peayKuMa OKOJIO 3,85 log
(tectBanu BupycH chorBetHo CCL-81 1 CCLV RIE 11) cnex nHkyGaUMOHEH NepUo. 5 MUHYTH TIpH
cTaitHa TeMrnepaTypa U KoHueHTpauus 80%.

OKTeHUIUH AUXUAPOXJIOPUI € e(EeKTUBEH in vilro cpelly METHUHWIWH-PE3HCTECHTHH St

Bcexy. ITb/IHA /leKOHTaMHHALUMA € MOCTUrHaTa NMpH 24 nauneHTH (67%). MHor
KYPCOBE C €XEXHEBHO NPUIOXKEHHE HA JIOKANIEH OKTEHUINH INXUIPOXSIOPHA MOKa
Ha npuaoousaneTo Ha MRSA.




KaTo HeJleT/IHBO CheIHHEeH e, KOeTO He ce abcopObypa npes Koxkara Wi NpexXoaHus CNATEN, OKTECHHIHH
AMXMAPOXJIOPHA OKa3Ba OCTaTBYHO AEHCTBHC BBPXY KOXaTa WAM JIMraBuliaTa, KOCTO MOXKE CC
HaOMKOaBa IOPH CEl HAKOJIKO Yaca.

KnunuuHa edukacHOCT ¥ 6e30nacHOCT

AHTHGAKTEPHATHHAT NOTEHUMaN in vivo Ha OKTeaHriH TablleTKH 3a CMy'eHe € OLCHEH H ONpeacieH
KOJIMYECTBEHO B €IHO MpoyusaHe npu 24 3apaByu 100poBoUM. ToBa € NOCTHIHATO C H3MEPBAHE Ha Opos
Ha KosohHMA-o6pasypamuTe eauHuuy (KOE) B npoba oT Hamaska OT YCTHAaTa JiMraBHLA, B3€Ta
HEMOCPECTBEHO Mpeau H | MUHYTa Clie/l Kpas Ha eKCMNO3KWLMATA HA OKTCHHAWH, B CPABHEHHE C Opos Ha
KOE, nabnionasaH npead W ciel excnosuuus Ha niauebo, kato mepeudHa ues. BropuyHara uen Ha
TOBa NPOY4BaHE € [1a Ce CPABHH pas/iMkara B Opos Ha OakTepunTe NMpH H3mMepeaHuaTa 30 MHHYTH clen
eKCIMO3ULIHATA 33 BCEKH YYACTHHK.

[1pH cpaBHEeHKE HAa OTHOCHTEJIHATA Pa3ivKa CMpAMO H3X0QHATA TOUKA | MUHYyTA Clied eKCNO3HLNA, N0~
rofaMa peAykuMs Ha abcomorHus Gpoii Gaxrepuu ce HabmojaBa Cel €KCHO3ZHUMA HA OKTCHHIWH
(oTHA1 okTenuaut, 40,59%) OTKOAKOTO Ciea EKCMO3HLIHA Ha nnaue6o (oTHA | nnaiebo, 19,32%)

[o OTHOWIEHHE Ha BTOPHYHMA KpuTepHii (30 MHHYTH Criell €KCMO3HIHs ), EKCNO3HUMATA HA OKTEHHAWH
noxassa peaykuus (0THA30 OKTeHHauH, 4,72%) ua 6poa na KOE, nokaro caea €keno3uuns Ha nnauebo
ce Habmonasa yeenuuenne (oTHA30 nnauebo, 44,93%).

Maske SCHO 1a c€ JOKAXE, Y€ UMa NO-rofiaMa peayKumus Ha GakTepun ciiea eKCno3uuus Ha OKTeaHruH
TabNeTKy 33 CMYU€EHE B CpaBHeHHe ¢ nnauebo npH 3apasy 100POBONILY.

EdukacHocTra ¥ GezomacHocTra Ha OkTeaHrHH TaONETKW 3a CMy4€HE NpH JICHEHWETO Ha OCTpO
Bb3MANIEH)E HA MBPJIOTO Ca OLICHEHH B PaHIOMH3HPaHO, MHOTOLEHTPOBO, NApaieNIHO-rpyToso, JIBOIHO-
CNIANO, Manebo- H aKTHBHO KOHTPOJIMPAHO KIMHUYHO npoyusate. O61wo 740 nauueHTH ca BKIIOUCHH
B NPOYYBAHETO, BKIIOYHTENHO 87 NalMeHTH Ha BH3pacT oT 12 ao 17 rogunu.

[TopsuuHMTe UEnM ca OMNH Ja ce JOKaXKe CTATHCTHYECKH 3HAUMMO MPEBBL3XOACTEO HA OKkTeaHTHH
TaGAETKH 33 CMYY€EHE B CpaBHEHHE ¢ 1anebo Mo OTHOLWICHHE Ha YECTOTATa Ha PECMNOHACPHTE, KaKTo H
na ce JoKaxke He no-manka edukacHoCT Ha OKTeaHrHH TabNeTKH 3a CMy4€HE B CPABHEHWE C aKTHBEH
KOMNApOTOp TO OTHOLIEHHE HA YECTOTAaTa HA pecnoHiepuTe (rpaHHUA 3a He Nno-maika e(prKacHOCT
15%).

OtroBopbT € AeHUHHpAH KaTo CKOp 4 WM 5 NO CKanaTa 3a OLUCHKa Ha obnexuaBaHeTo Ha OoskaTa
(oueHka Ha Gosnkarta ot nauvenTute) Ha Busuta 3 (HeH 3 unn 4 ot npoy4BaHeTo) koMOruHHUpaH ¢ o0
ckop 0 unu | nNpu OuUEHKaTa Ha TOH3WNO(apHHIHTa (OLUEHKA Ha CUMITTOMHMTE OT W3caenoBares) Ha
Busuta 3 (Jled 3 win 4 oT MpOy4BaHETO).

YecToTaTa Ha oTroBop € 57,0% B rpynarta Ha N€4€HHE € OKTCHHAHH AKXHAPOX/OPHA, 54,0% B rpynara
Ha JleYeHHe ¢ aKTUBEH KOMNapoTop 1 43,6% B rpynara Ha nedyeHue ¢ niauebo. PaznnkaTa B 4ecTorara
Ha PECTIOHAEPHTE MEXKIY aHTHCENTHKA OKTEHUIMH W ranebo ¢ 13,3% (95% noBEepUTENIEH HHTEPBAIL:
4,6%; 23,25%). PaznrkaTa B 4eCTOTATa HA PECMIOHAEPHTE MEKIY AHTHCONTHKA OKTEHHAKH H aKTHBEH
komnaparop ¢ 3,0% (95% nosepurenet uHTeppan: -10,1%; 14,67%). Bbe Bb3pacToBata rpyna 12 no
17 roguku, dectoTaTta Ha otrosop € 48,8% B rpynara Ha 1€4€HHE C OKTEHUAWH THXHPOXJIOPHA, 50,0%
B rpyMnaTa Ha JledeHHe C aKTHBEH koMnapoTop u 37,5% B rpynaTta Ha neHeHue naaueto. [IbpBruuHuTE
LHesiu ca nocTurHati. OkreHnauH € 6ua Gezonaced U 100pe NIOHOCHM.

[TegnaTpuyHa nomyJjiallus
BesonachocTTa H eduxacHocTTa Ha OKTeaHrnH TabneTkKH 3a CMyUeHE NMpH feua

Ollle HE Ca YCTAHOBCHH.




5.2. PDapMaKOKHHEETHYNH CBOHCTBA

Abcopbuusd

Hama ganHM 33 $apMaKkOKMHETHKATa 10 OTHOLUEHHE Ha MEPOPATHOTO MPHIOKECHHE Ha OKTCHHAWH
auxugpoxiopun npu xopa. Ha Gazara Ha npeAKIMHUYHUTE NMPOYUBAHHA C€ MPUEMA, HC AKTHBHOTO
BELIECTBO MOKA3Ba MUHMMAIIHA CUCTEMHA abcopOLMs B CTOMALLHO-YPEBHUSA TPAKT.

[puet nepopanto “C-panHoakTHBHO MapKHpaH OKTEHHIMH AMXWApoxnopui ce abcopbupa camo B
mankyu koaudectea (0 - 6%) npe3 Myko3HuTe MeMOpaHH Ha CTOMALIHO-4YPEBHHA TPAKT NpH MHLIKA,
kX H Kyue. [lpu rpuzaud M KyuyeTa BEILECTBOTO C€ €IHMMHHpA MOYTH HaMbIHO (93%) ¢
M3NpaKHEHHATA B pAMKHKTe Ha 8-72 uaca, KaTo BbB BCHUKH CJ1y4an C€ OTKPHBAT CaMO C/ICIH (<1%) s
ypHHara. [IpH MUILKH € OTKPHTO, Y€ JIOKAJIHO NPUIIOKEHH KOJTHYECTBA OKTEHHIAWH THXHIPOXJIOpHI CE
abcopObupaT B NPOABIKEHHE Ha 24-4acOB NEPHOI Ha KOHTAKT NOA OKITYy3HBHA NPEBPBH3Ka. Ha 6a3aTa Ha
pOY4BaHHUs iN Vitro MOXe Aa CE HW3KIIOYH NpeMHHaBaHe HAa OKTEHWAMH IHUXWAPOXIOPHI Npe3
[UIAUEHTATA.

OKTEHUINH AUXHAPOXIOPHA He ce abcopbupa HMTO TIpe3 BarMHaaHaTa JIWraByua (3aeK), HHTO Mpe3
paHH (Xopa, MIbX).

PaznpeneneHHeTo, MeTaBOIM3MBT M EKCKPELIMATA HE Ca OWITH OLIEHSBAHH TNPH XOpa.

5.3. IlpeaknHARYNH JaHHH 34 6€30MACHOCT

HexnMHKWYHHTE AaHHK OT NMPOYYBAHHATA ¢ OKTEHHAHH 3a OCTpPa TOKCHYHOCT M TOKCHYHOCT MNpH
MHOTOKPATHO MPUJaraHe, KAKTO W MPOYYBaHHUATA 32 PENPOAYKTHBHA TOKCHYHOCT, NEHOTOKCHYHOCT U
KapLIMHOTEHEH MOTEHLMAI, He NOKa3BaT 0CO6EH PUCK 3a XOpa NPH NMPEABUICHHTE TEPANEBTHYHH 103H.

OKTeHHIMH JUXHIPOXJIOPHA € H3MUTAH B MPOYy4YBAHKUS 332 TOKCHUHOCT MpH eauHH4YHa no3a (He GLP),
npH no3u 1o 3,160 mg/kg nepopainso npu nbxope U 10 800 mg/kg nepopanHo NpH 3aHLH. CMBpTHOCT
e HaOmoaaBana cvoTBeTHO npd 794 u 800 mg/Kg ¥ ePeKTHT Ce CHCTOM NIaBHO OT AHCMHEsA, aTaKCH4,
HEeaKTHBHOCT, HaMa/leHa MOTOPHA aKTHBHOCT, CEKpPET OT HOCA, IIPOMEHH B U3NPAKHEHHATA, AHOPEKCHA,
XMIIEPEMH] Ha NYOJeHyMa, KaKTO YU XHIIEPEMHA W yiLiepaLiis Ha CTOMaxa, ¥ Apa3sHeHEe HA CTOMALIHO-
YPEBHHA TPAKT.

B 5 aHeBHO MPOYYBAHE, NPH KOETO Ha MTbXOBE Ca MPUIOKEHH nepopaind nosu 5, 10 u 20 mlkg or
0,1%-Ha Boza 3a ycra, 10 ml/kg ce cuuTa 3a HUBO, IPK KOETO He ce Habmonasar Hexenanu edexry (No
Observed Adverse Effect Level, NOAEL) Ha 6a3ata Ha npoMsHa B TEJIECHOTO TETJIO MNPH MbXKKHUTE
*UBOTHY. B 12-MeceuHo npoyuBaHe e HaboaaBaHo, Ye CMBPTHOCTTA € 0303aBucuma npu 4, 15 1 30
yMpenH 5KMBOTHH (OT 56) ChOTBETHO B IPYINHTE C NMPWIOKEHHE Ha 2032 2, § u 32 mg/ke.

[Tpy Ky4eTa, HA KOMTO € JaBaHa NepopaiHa 1033 B MPOABIKEHHE HA 5 CeMHMLM, ca HabJII0gaBaHH
HSIKOJIKO ciTyuast (pH 2 oT 6 XKMBOTHU) Ha pexaBH W3NpakHeHus npu Hucka (1 mg/kg) u cpeana no3a
(6 mg/kg), DoKaTo B rpynata Ha BHcoka fo3a (18 mg/kg) e HabaionaBaHO MOBPLLUIAHE MNpH Sorb6
KMBOTHH M PeXaBH M3NpaXHEHHs npu 3 ot 6 sxuBoTHM. He ca HaGnonaBaHn edexTH NpU KOHTPOIHH
JKMBOTHH M 3aTOBA HE MOXE Ja CE W3KIIOUM CBBbP3aH C NedeHUeTo edekT. He Moxe na ce yCTaHOBH
HHBO, MPH KOETO He ce Habmonasar Hexxenanu edektn (NOAEL) 3a ToBa npoyusaHe u 1 mg/kg ce
CUMTA 3a Hali-HHCKO HHMBO, NPH KoeTo ce Habmonaea edekt (Lowest Observed Effect L
12-MeceuHO MpOyYBAHE HA KydyeTa e AaBaHa mepopanHo no3a 2, 6 w 18 mg/k
CHMITTOMM B IpyrnaTa ¢ BHCOKa [03a ca 3aryba Ha Terjio, NOBpblaHe, CIFOHOOTA
Ta3u rpymna | MBKKO KHUBOTHO M 4 JKEHCKH XKHBOTHH Ca yMpEH. YCTaHOBEHO €
HaOmonaeaT Hexestanu edpextu (NOAEL) 6 mg/kg.




[Ipy in vivo MAKPOHYKJIEAPEH aHalM3 Ha €PUTPOLIMTH OT KOCTEH MO3bK Ha D03alHUIIH TIPH MBKKH U
SKEHCKHM MHLUKH C IPHWIOKEHHE Ha eAMHHYHA nepopanHa 103a 32 mg/kg, OKTCHHAMHE AHXHAPOXIIOPHA
He MOKa3Ba [EHOTOKCHYHA AKTMBHOCT. Bb3 OCHOBA Ha AaHHH OT MpOy4BaHWs# BBPXY JKHBOTHH,
Bb3MOXKHHAT KAHLEPOreHeH NoTeHLna He Moxe 1a 6be KaTeropuyHoO onpesencH. Bupeku ToBa, Mpu
KIMHHAYHA yHoTpeba Ha nmpoaykra noj (opMara Ha TabneTKH 3a CMYYEHE ChIIIACHO NMPEMOPBLKUTE B
KXI1, kKaHUEPOreHHHAT PUCK MOXeE N3 ObJI€ H3KITIOUEH C J0CTaTb4HA CUTYPHOCT.

[poyuBaHMATa, BKTIOUBALUH EKCNIEPHMEHTH BbPXY JKHBOTHM ¢ aKTMBHOTO BEIIECTBO OKTEHMIHMH
ANXUAPOXAOPH, HE OaBaT JOKA3ATENCTBO 32 eMOPHOTOKCHYHOCT W TEpPaTOreHHH eeKTH H JMIICBAT
KOHTPOJIUPAHH KTHHHYHH NPOYy4BaHHUs NPH OPEMEHHH HKEHH.

OueHka Ha pHcka 3a okonsata cpeaa (ERA)
OKTeHUaHH JHXUAPOXJIOPUA € MHOTO YCTOHYHMB BBB BOJHA Cpeaa.

6. ©APMAIEBTUUHH JAHHH

6.1. Cnuchpk A NOMOINMHHATE BEIIECTBA
Hiomant (E 953)

BHHEHA KHUCEIMHA

OBKYCHTEN 33 MAaCKHpPaHE Ha rOPYMB BKYC (ChabpkKa NPONWICHIITHKOI, eKCTPAKT OT kade n 4-(2,2,3-
TPUMETHWILMKJIONEHTU )0y TaHOBA KHCE/IHHA)
MAacCJ/10 OT 3Be300BHAEH aHACOH

MEHTOBO Maclio

cykpano3sa (E 955).

6.2. HecnhBMeCTHMOCTH

Henpunoxxumo

63. Cpok Ha rogHocT

5 rooIuHH

6.4. CnelHaJHH YCJIOBHA Ha CHXPAaHEHNE

CobxpaHsapaiite Giucrepa B KAPTOHEHATa OMNAKOBKa, 3a 1a ce Npena3u OT CBETIHHA.
To3u NekapcTBeH NPOAYKT HE H3MCKBA CMICLHATHK TEMIICPaTypHH YCIIOBUS Ha CbXPAHCHHE.

6.5. Bua B cLABPKAHHE HA ONIAKOBKATA
Bauctep ot PVC/PVDC n anymuHreB0 $onuo, ONakoBaH B KAPTOHCHA Ky THA.
Bugose onakoBku: 12, 16, 20 win 24 tabneTky 3a CMy4eHe.

He BcHyKH BMIOBE OMAKOBKH MOraT Aa 6bAaT nycHaTH B nipoaaxoda.

6.6. CrnennaJIAM npeANa3sHA MEpPKH NPH HIXBbpJAfHE




To3u nexapcTBeH NPOAYKT MOXKE Aa NpeicTaBisBa pPUCK 3a OKOJHATA Cpena (BX. TOouka 35.3).
Henznon3paHUAT NEKAPCTBEH NPOAYKT HIH OTNAABYHHTE MAaTEPHAIH OT HETO TpAOBA [1a CE W3XBBPIAT
B CbOTBETCTBHE C MECTHUTE U3NCKBAaHHA.

7. TIPMTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

M.C.M. Klosterfrau Vertriebsgesellschaft mbH

Gereonsmiihlengasse 1-11

50670 Cologne

["'epmanng

8. HOMEP(A) HA PAPEHIEHHETO 3A YIIOTPEbA

20200186

9. JATA HA ITHPBO PA3PEINABAHE/MIOJHOBSABAHE HA PA3JPELIIEHHETO 3A
YIIOTPEBA

JlaTa Ha mbpBO paspewmasane: 13 oxromepn 2020 1.
Ilata Ha nocaenHo noauosseave: 30 mapt 2023 r.

10. JTATA HA AKTYAJIM3UPAHE HA TEKCTA

Hexemppn/2025




