KPATKA XAPAKTEPUCTHKA HA ITIPOAYVKTA

1. WME HA JEKAPCTBEHUA TPOAYKT I3TbJIHUTENHA ATEHLAS 130 IEKAPGTBATA

-quu K& XKRDAKMepUCITUKaE Ha npagykma - [Tousoxkenua 1

KbMPec- Me .. /2{7051}'09'6
2/ Bp- 2509

§9-10- 2T

100 m! pazTeop chABPKA 200 Mg XeKceTHIAMH (hexetidine) i i Qooéperue e ... rrteerasesressannaraes Y S rerraronsess

Xekcopan Crpeii 0,2 g/100 ml cnpefi 3a ycTHa THraBHIa
Hexoral Spray 0,2 g/100 ml oromucosal spray

2. KAYECTBEHH KOJHYECTBEH CBhCTAB Paspewenie N

3a MBJIHHA CIIHCHK HA IOMOLIHHTE BELHECTEA, BHYKTE TOUKA 6, ].
3. JEKAPCTBEHA ®OPMA

Cnpeii 3a ycTHa nMraBulla, pa3sTBop

4. KJHHHYHHA JTAHHH

4.1 TepaneBTHYHH DOKAZAHHA

BnarogapeHue pa cBOETO AHTUOAKTEPHAAHO M [POTHROTBOMUHO ACHCTBUME, XEKCETHIMH € TOKalaH Tipu
cleaHuTe 00CTOATEICTRA:
* Manku opodapHHreaniiv NHOEKIHA | Bb3NATHTENHH CHCTOAHUA, BKIIOMHTEHO KaHAHI034;
KaTto nomomuo cpeacTeo 3a npeoTBpaTAEAHE H JIeUEHHE Ha MHHTHBHT,
Ilpu neuenue Ha GOAKH B MHPIOTO H PEUHAHEHPALIH AQTOIHH A3BH;
ObGnexuapale Ha XaaHTO34,
Tpenu u cien opoapHHreana oleparts;
+ EmeaHesHa XUrMeHa HAa yCTHATA KyXWMHA, BKIIIOUHTEIHO NPEN0TBpaTABaHEe W KOHTPON Ha 3n0HA IMIaka,

42 [lo3upoBKa H HAMHH Ha HPH/IOKEHHE

Z!OSHEOBKR

Bw3pacmuu u oeya nad 6 200unu:

1 no 2 BOpbCKBaHHA, BCAKO C MPOAB/LKHTENHOCT | 00 2 CeKyHAH, A0 3 TBTH AHERHO, AKO ¢ HeoOXOqHMO,
CTIOpe TEXECTTa HA HADYINeHHETO WIH ChBETA Ha NIeKaps HIIH 3n0oneKaps.

Jla He ce BAMIIBa, MOXKe Ja NPEIH3BMKA TAPHHIOCTIa3sM (BIKTE Touka 4.4).

Haung HA NPHI0KEHHE
332 OpOMYKOZHO NPITONCHHE.

JlekapcTBOTO c€ BOpPBCKBA B YCTaTd H FEpnoTo. [Io TO3M HAUMH 3acerHarWTe YU4acThUM C€ TpPETHpAT
cnenuHYHO, GBP30 K yIOOHO,

Huctpyxiuu 2a noassane: [a ce nocTasy BRpbeksaltara TpeOWUKA BBPXY CHOTBETCTBAINHA HAKOHEUHHK
Ha (IakoHa, KaTO ¢ OPHTHCKA eko. Jla He ce Haco4Ba ArO3aTa Ha BIIPECKBAIIATA TPHOKMYKA KBM TATOTO.

Ja ce noctasH BOpbCKBalilaTa TpEOHYKA B YCTATa U Ja C€ HACOUH KBM MECTaTa, KOHTO TpsadBa Ja 6snat
TPETHPAHH B ycTaTa U reproto. [Jokato ce BIPBCKBa, BHHATH Oa e ABMKH ()IaKOHA B H3NPaBEeHO
No/0KEHHE, KAKTO € [OKa3aHO HA CXeMAaTa [10-101y.
Ja ce Bnpbcka HEOOXOAHMOTO KOJMYECTRO XeKcopan clpei, KaTo C¢ HATHCKA KANadeT: /u., o= iﬁesymm
Jla He ce BAMILBa MO BPEME HA BIIPHLCKBAHETO. fsSW'




4.3 IlporuBonokazaHusi

CBpBbX4yBCTBUTE/THOCT KbM aKTHBHOTO BEILECTBO HIIH HAKOE OT NMOMOLIHKUTE BELIECTBA.

44 CnenuajHH npeaynpexIeHus H NpeNa3HAa MePKH NpH ynorpeba

Camo 3a nokanHo npunoxeHue.Jla He ce BaMmBa, Aokato ce npunara. CnpesT MoOXe [Ja HaBjese B
AHUXATENHUTE ITBTHILA W Ja MPeJH3BHKA JIAPHHTOCTIA3bM.

AKO CMMNTOMHMTE NpPOABL/DKABAT WM CE€ BIIOMIAT, WIH Ce MOABAT HOBHW, NpHIOKEHHETO Tpabsa na ce
NpeyCTaHOBH H J1a Ce NOThPCH KOHCYITALMS C JeKap.

[NpunoxenueTo 3a MPOABL/DKHTENIHO BpeMe He € MpenopbuHTeNHO (Ja He ce npunara noseve ot 10 guu Ges
KOHCYJITalMs OT JieKap).

Tosa nekapcTso cbabpxka no-manko ot | mmol (23 mg) watpuit Ha ml, T.e. no chiuecTso € ,,6e3 HaTpHiA™.
4.5 BsaamopaeiicTBHE C IPYrH JieKAPCTBEHH NPOAYKTH H APYrH ¢opMH HA B3anMoeiicTBHe

He e n3secTHo.

4.6 ®epruauTer, GPEMEHHOCT H KEPMeHe

Hsama nocrarsyHo u no6pe KOHTpOIMpaHH NPOYYBaHHS 33 XEKCETHANH NMPH GPEMEHHH WIIH KbPMELLHM XKEeHH.
He e u3BecTHO 1anu XeKCeTHAMH HIIH HEroBM MeTabOoNTUTH Cce eKCKpeTHupar B kbpMata. HesHauurenHo
KOJIMYECTBO XEKCETH/IMH ce abcopOupa cucteMHo. Masiko BeposTHO e ynoTpebaTa Ha XEKCETHAMH 110 BpeMe
Ha OpeMeHHOCT WK KbPMEHE J1a NPeICTaB/IABa PHCK 32 IUI0Ja WK KbPMa4eTo.

Buripeku TOBa TO3H NPOAYKT He TpaOBa na ce W3Non3sa no BpeMe Ha GPeMEHHOCT WM KbPMEHE, OCBEH aKo
MOTEHLMAIHATA M1013a OT JICYEHHETO 3a MaiikaTa Ha/IBMIIABa Bb3MOXKHHTE PUCKOBE 32 Pa3BHTHETO HA IUIoja
MITH KbPMa4eTo. AKO JeHaTta e OpeMeHHa WK KbpMH, € HeoOX0MMa KOHCYNITALMs C JieKap.

4.7 EdexTn Bbpxy cnocofHocTTa 32 modupane u pabora ¢ MAIIMHEK

XeKceTHIHH HAMA U3BeCTeH eeKT BBPXY CMocoOHOCTTa 3a wodupaHe U paboTa ¢ MALIMHK,

4.8 Hexenanu JeKAPCTBEHH PeaKIHH

Hexxenanure nexapcTBeHH peaKLlMH, ONpeJeNeHH MO BpeMe Ha MOCTMAapK
XEKCEeTHIUH, ca BimoueHH B Tabnuua 1. TaxuaTa yecTora € npecTaBeHa, KakTo cliel



Meoro gectn (>1/10); sectut (21/100, <1/10); newectu (=1/1 000, <1/100); peaku (=1/10 000, <1/1 000);
MHOrO peakd (<1/10 000), ¢ HeusBecTHa uecToTa (OT HANMMYHWTE AAHHH He Moxe 1a Gbae HanpaseHa
OLICHKA).

Tabnuua 1. HexeNlaHH JIeKapCTBEHH peakUHH, ONpeaeaeHH Mo BpeMe Ha MOCTMAPKETHHIOBM NMPOYYRAHHSA C
XEKCETH/IMH [0 4ECTOTA, OLIEHEHH [0 BPEeMe HA KIIMHHYHH HIH €THASMHOIOTHYHH NPOYYBAHHS:

YecToTa Hexenana peaknud

HapymreHHs Ha HMYHHATA CHCTEMA

C HEH3BECTHA YECTOTA | Peaxuun na CBPEXUYBCTBHTENHOCTY

Hapymenns ga HepBHATA CHCTEMA

{ HEM3BECTHA YECTOTA | Areyaua; Jlucreysus

PecnupaTopus, rPhIHH H MEeIUACTAHAIHH HADYIIEHHES

C HeHIBeCTHA YeCTOTa | Kawnuna;, Jucnues**; JlapuHrocnassm

CromarHo-9peBHH HAPYIIEHHA

C "ensBecTHa HecTOT2 Cyxora B ycrara; [Jucharus; TDapene;
Ypennuenne Ha CIIEOHYEHHTE HKITEH;
Ilospbuiane

HapymeHHnn Ha KOKATA H HOAKOKHATA THRAH:

C HeM3BeCTHA HeCTOTa | Anrvoenem

O0mm Hapynienns H eeKTH HA MACTOTO HA NPHJIOKEHHE

C HEH3BECTHA YECTOTA | Peakipin Ha MACTOTO Ha IPHIOKEHHS** *

*BrAOUEAREMO HA NPEOROYUMARWT MEPMUH ,, PEAKYUY HA CEPLXYYECIEUMENHOCIN ' C& OCHOBARA HA CAYVYAY,
npu xoumo ce cvobwasam creonume oonvanumenru mepmtinu no MedDRA: |, Cepvxuyecmsumennocm”™ u
., Ypmurapua”,

** Habriwoasana 6 xonmexcma Ha ,, Capoxuyecmeumentocn .

**% BrlougaHemo Ha npednovumanun mepmun ,, Peaxyuu na macmomo na npwiosxcenue” ce ocHoBaga Ha
CAYHQY, HpU KOUMO ce cvobuyasam MHodcecmso npednovumany mepmunu no MedDRA. Te erxmousam
#ApasHene Ha auzasuyama va ycmama u 2vpaomo”, , Opamna napecmesus’”, |, [lpomana na ysema na
esuxa”, , llpomana na yeema na 3v6ume”, ,, Bvsnanenue”, ,, Obpazysarne na mexypu” u ,, Passzessane”.

CrobmaBane HA NOJ03HPAHN HEKETAHH PEAKIIHHA

CrollaBaHeTo Ha MOJO3HpAHM HEXKENAHH PEaKLMH CIell pa3pellaBaHe 3a ynorpeba Ha JIEKAPCTBEHHS
NpoOyKT € BakHO. ToBa MO3BOJIABA Ja MPOAB/DKH HAONIONEHHETO Ha CHOTHOLUICHHETO TION3a/pHCK 3a
NeKapcTBeHUA NpoAyKT. OT MeIMUMHCKHTE CNEUHATMCTH Ce M3KMCKBA Ja CHobIlasar BCAKA MOJ03MpaHa
HEXENIAHA peaKuMA 4pes HallHOHAJIHATA CHCTEMA 3a ChoDIIlapaHe B:

HanenHuTenna ar CHLUHA MC JICKapCTeaTa

yi. ,Jdamsan ['pyes” Ne 8

1303 Codasn

Ten.: +359 2 8903417

yebcalit: www.bda.bg

4.9 Ilpenosupane

IMocTMapKeTHHIOBH CITydaH, CBBP3aHH ¢ OpeJO3WpaHe, ca WM BKIOYeHH B pazgen 4.8 Hexenanu
TeKapcTBeHH peakuun Ha Kpatkara XapaktepuctHka Ha IIpooyxra, WIH He ca MOAKpeleHH C
JokazatencTsa. He ca ycTaHOBEHH HEXENaHH JIEKAPCTBEHH PEaKIIHH.

XekceTHanH, B KOTMYECTBA HA AKTHBHOTO BEILIECTBO B XEKCETHANH MPOAYKTHTE, € MAIKO BEpPOsTHO Aa OB1e
TOKCHHEH, KOTaTO C€ M3M0/13Ba CNIOPE]] YKA3aHUATA.

Hama nasHM, KOMTO Ja NOKA3BaT, Y€ MHOTOKPATHO MPEKOMEPHO NMPHIOKEHHE HA xexcg::@' @%N{) o
PeaKUHH OT THIA Ha CBPBXYYBCTBHTENHOCT, N\ ey
Hormeiianero Ha MOCTATHYHH KONHYMECTBA XCGKCETHAHH B ANKOXOJEH pa:m;op m3 ke ,J:gar ,uoB&:}jg \g:to
NPH3HALM/CHMITTOMH Ha AJIKOXOJTHE HHTOKCHKALIMA. «, REREAREURY
Ja ce cexpaHdisa Ha MACTO, HEJOCTBOHO 3a Aetia. B cnydali Ha npeposupaue;. !se,aﬂara f1a ce- nm'bpcn
CTietliHa MeHUMHCKA MOMOLL. PR T o




5.  ®APMAKOJOIMYHM CBONACTBA
5.1 dapmakoIHHAMHYMH CBOHCTBA

dapmakoTepaneBTHYHA rpyna; AHTHHH(EKIHO3HY H AHTHCENTHLM 3a JIOKATHO NleueHHe Ha ycrata, ATC
kon: A0l AB 12

XeKkCeTHIHH € aKTHBHO BELIECTBO ¢ OBP3 M NMPOAL/LKHTENEH edeKT, MPHHAUIEKAUIO KbM [PYTaTa Ha
NOKATTHUTE AHTHCEMTHUM 34 JeHTamHa 1 opodapuureanHa ynorpeba.

XeKceTHIMH HMAa IIHPOK CIIEKThP Ha aHTHOAKTEPHAIHO H IPOTHBOIBOHUHO AeHCTBHE, NOAXOIAINO 3a
[IATOTEHH, TPHYHHABALLH OpodapHHrea Hi HHPEKLIHH.

XeKCeTH/IMH MPHTEKABa XEMOCTATHHHH CBOHCTBA H CBOJICTBA, CIIOMArallH 3apACTBAHETO HA PAHH H
JIOKANEH aHECTETHYEH eQeKT B yeraTa M Ha (apHHKCA.

52 ®@apMarkoKHHETHIHH CBOHCTBA

Hsma HanmaeM KIHHHYHH JaHHH OTHOCHO (JapMaKOKHHETHKATa HA XEKCeTHIHH pu xopa. [IpoaykTeT
AcHcTBA IOKATHO B yCTHATa MTHrasHia. O4akBa ¢ce caMo MaJIKM KOJTHYecTBa fa ObaaT aGcopOHpanH.
BUCOKHAT aHHHTET HA XEKCETHAMH KBM IIPOTEHHH U MOTHMEPH ¢ €NEKTPO-OTPULIATETHH MecTa 00ACHABa
CEBP3BAHCTO MY € 6alcrepume H CHCLIHCl)H‘*IHO JONPHHACA 334 HerOBaTa aKTHBHOCT Hpe3 HACHIAHE HA HAKOH
MECTA.

Tozn agunuTeT 00ACHABA CHUIO H CBLPIBAHETO CHC 350HATA [UIAKA M MPOHITHYALIHA OT TOBA AHTHILTAKOB
ethekT.

B npotu ot 3u0na ninaka axTneHa KOHUEHTpanus ce yeraHosssa 10 1o 14 yaca cnen npuiarasero.

53 TlpenkJHHHYHH JAHHH 33 (G€30MACHOCT

[IpenknHHAMHATE JaHHH B3 OCHOBA HA KOHBEHLMOHATHUTE MPOYHBAHHA 32 TOKCHUHOCT TIPH €AHOKPATHO H
MHOTOKPaTHO NMpWIATaHe, TeHOTOKCHYHOCT, KAPLIHHOTEHHOCT M TOKCHUHOCT TIPH PENpOTyKLHMITA H
Pa3BHTHETO He MOKA3BAT OCOOEH PHCK MPH XOpa.

4. PAPMANEBTUYHA TAHHI
6.1 CnHCBLK HA TOMOIIHHTE BEelleCcTBA

[Monucopbar 80

JluMoHeHa KHCEMHHA MOHOXHAPAT
3axapun HaTpHii

JlepomenTON

EBkanunroso Maciio

Hatpueso — kanuues enerat
Etanon 96%

HaTpues xuapokcun,

[lpeuncrena roaa

Asor

6.2 HecnBmecTumocTn
Henpunoxumo.

6.3 Cpoxk Ha roaHoct
3 roauHH.

CPOK HAa TOZHOCT CJIeR IIEPBO OTBAPAHE — 6 MECEHa.




s ¥

6.4 ChnennanHs ycJOBHH HA CLXpaHcHHE

Ha ce cpxpanssa non 30°C.

6.5 BuaH CBABPKAHHE HA ONAKOBKATA

(Dnakon: [InacTH4Ha anyMHHHEBA OIAKOBKA [0/ HANATAHE C BRTPEIUHA 0OBHMBKA, CHabeHA ¢ AIUIMKATOp OT
[OJIMNPONHACH C 1033 OT MOJHETHIEH ¢ HUCKA IUIBTHOCT.

Byrunka ¢ 40 ml cnipeii 8 KapTOHEHA KYTH#.

6.6 CroeunajaHn Npedna3HH MepKH NPH H3XBLPJAHE H paboTa

HeM3mon3BaHMAT NPOAYKT KM OTIIATBYHHTE MATEPHAIIH OT Hero TpAGBa Ja ce UAXBBPIAT B CBOTBETCTBHE ¢
MECTHHTE U3HCKBAHU,

7. HNPHUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght
Dublin 24

HUpmanaus

8. HOMEP(A) HA PASPEINIEHHUETO 3A YTIIOTPEBA

20030096

9. JATA HA TIBPBO PA3PEHIABAHE/MIONHOBABAHE HA PA3PEIIEHHETO 3A
YHOTPEBA

Jata Ha nupea pernctpauns: 30.01.2003

Hara Ha nocieaHo noaHoBABaHe: 13.03.2008

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

07/2019




