KPATKA XAPAKTEPUCTHKA HA TEKAPCTBEHMS ITPOAYKT

1 VIME HA JIEKAPCTBEHHS ITPOXYKT - ASNMTBIHUTERHA ATEHLAA 110 EXKAPCTBATA
.; KpamKa xapaKmepuUCmuKa Ha npogyKma - [ IDuACKenus 1

Heo Tupuus Jlamon 5 mg/l mg ipecosann Tabnemkn sa emysesie | oo IOIGOIAR]

Neo Tyrcine Lemon 5 mg/l mg compressed lozenges  PaspeiueHue Ne 3¥J}JF./03.“B.M7

BDBHUB NB .......ccoecvnevrrrricsrsmd sesasormererssasessessorossares

2, KAYECTBEH U KOJIHYECTBEH CbCTAB

1 TabneTka 3a cMyueHe ceOBPXkA 5 mg xnopxekcuaunos xugpoxaopuz (Chlorhexidine hydrochloride) u
1 mg munokanHor xuapoxiaopua (Lidocaine hydrochloride).

IoMolunH BelrecTBa ¢ H3BECTHO JeAcTBIE: cOpOUTON U acriapTaM.
3a MBJIHHMA CIUCHK HA OMONIHMTE BEIIECTBA BHXKTE TOuKa 6.1

3. JIEKAPCTBEHA ®OPMA

[Ipecosana TabneTka 3a cMyueHe.,
Heo Tupunn Jlimon e 6sna xo nouty 6suta TaGneTka 3a cMydueHe ¢ Kpbria ¢opMa H BKYC Ha JIHMOH.

4. KJIMHITIHA JTAHHH

4.1 TepaneBTuuHE NOKAZAHNS

Heo Tupips JTaMoH e moka3aH 3a CHMIITOMAaTHYHO W JIOKAJTHO JieueHre Ha 3a00/MBaHus Ha dapuHKca.
JeicTBa KaTo Ae3HH@EKTAHT H JTOKaIHO 06e300iaBalno CpeACcTBO [IPH BB3NAIEHO I'bPJIO U CBCTOAHMS Ha
¢dapHHKCca U YCTHaTa KyXHHA, ChIIPOROECHH C Pa3ipa3sHEeHHe, KATO (papUHIUT, THHTHUBHUT, CTOMATHT M
a(TH. Hanvumnero Ha TujioKaH B ChCTaBa BOJH JIO OBP30 00€KYaBAHE HA CUMITTOMMUTE,

B ciyqau Ha SakrepuanHa HHEKLIMS CHIIPOBOJICHA ¢ BUCOKA TEMIIEPATYPa € HEOOXOIUMO JONBIHHTENHO
NeYyeHne.

Heo TupiuH JIUMOH He ChABPKA 3aXap U MOXKE Aa CE H3NOJ3Ba OT JHADSTHILM.

4.2 Jo3HpoBKA H HAYHH HA NPHIACKEHHE

EDBHEOBK&I

Bw3pacmnu: 6 1010 TabneTky JHEBHO, KOHTO C€ CMYYaT OaBHO.

Heya nao 6 2o0unu: 3 no 5 TabneTkn AHEBHO, KOHTO C€ CMy4aT 0aBHO.

Heo TupuyH JInMoH He TpaOBa Jia ce M3M0N3Ba NpH Aeua Noj, 6-roAUIIHG BE3PACT.

To3m nexapcTBEH NPOAYKT € NPEJHA3HAYEH 34 CUMIITOMATHYHO JieueHUe K He TpaOsa Oble H3MIo3BaH

ABITOCPOYHO.
AKO He HAaCTENH noAoOpeHue ciel 3-4 JHEBHO JIEUEHHE € MPENOPBYNTEIHA KOHCYITALMA C JIEKap.

Hauwun Ha npHioxeHHe

OpOMYKO3HO NPUIOKEHHUE,




4.3 IlporABONOKA3AHESA

- Hena nox 6-roauiiHa Bb3pacr.
- CBpBXYYBCTBHTE/IHOCT KBM AKTHBHHMTE BEIIECTBA FUIH KM HAKOE OT IMOMOIHHTE BEIIECTRA,
H30poeHH B TO4YKa 6.1 U 0COOEHO KBM JIOKATHH aHECTETHIM KATO NMHUIOKAMH.

44 CpensajHs npelynpe:xAcHESA H NpeJNa3HH MEPKH OPH yonoTpefa

- Jle3suH(peKTHpalUTe BELIECTBA HAMAT cTepwimsupan egekT. Te camo BpeMeHHO HaManaBaT Gpod
Ha MUKPOOPraHM3MHTE B YCTaHATA KYXHHA H (dapHHKca.

- YnotpebaTta Ha TO3H AEKApCTBEH NMPOAYKT TPAOBA Ja ce orpaHHyM A0 NORIHABaHE Ha GONKaTa H
ApasHEHETO. YroTpebaTa Ha TO3H JICKPCTBEH MPOAYKT He TpaORa fja O5a€ ABITOCPOYHA H HENPEKhCHATA.
- Jla ce M304rBa H3MON3BAHETO HA TO3H NCKAPCTBEH NPOAYKT OT MANHEHTH C allepruyHa
NPEUCTIO3AIIMA.

- CrimecTByBa MaTbK PHCK OT N0ABATA HA HEUYBCTBHTEIHOCT Ha 00IacTTa Ha CIOTHCA H
HaMa/IABaHe KOHTPOJIa HA I'BITAaTENHHA peduieke, KOEeTO Aa JoBe/e 0 acTHpalMs Ha XpaHa B
IMXATETHHTE TFTHINA NpH YIIOTpeOaTa Ha MHOTO BHCOKM JO3H (TToBeve oT 20 TabneTkH 3a cMydeHe
JIHEBHO),

- Heo Tupipn Jlumon ceaspka copburon. HamienT ¢ penkn HacaencTReHH npobieMH Ha
HENMOHOCHMOCT KbM (pyKTO3a He TpabBa Na M3NOI3BAT TO3HM JIEKAPCTEEH NMPOAYKT.

- Heo Tupims JIuMoH chaBpAKa acnapTaM, KOHTO € H3TOYHHK Ha deHunananaH. Moxke fa e
BPEIEH 34 XOpa ¢ QeHHIKESTOHYPHA.

4.5 BsamMopneiicTBHe ¢ APYTH JeRAPCTBEHE NPOAYKTH H Apyra GopME HA B3aAMo/JeiicTBHE

ITopazu BE3MOKHH B3aUMOAEHCTBHA (IIPOTHBOTIONOKHO ACHCTBHE UM HHAKTHBHPAKE) SAHOBPEMEHHATA
WK IOCJICNOBaTeNHA yroTpeba ¢ aHTHCermrTrM TpaOBa 1a ce u3barea.

4.6 DepTHAATET, GPEMEHHOCT H KbpMEne
Toau nexapcTBeH NMpOAYKT € NpeIHa3HAYeH 33 JIOKATHO JiedeHue. AKO H3OPOEHHTE NIpeAyIPEKICHHA 1

OrpaHHYCHHA 3a YNoTpedaTa ca B3CTH N0J BHUMAHKUE, TO3H JIEKAPCTBEH NMPOAYKT MOXeE 1a Onae
H3NOM3BaH I10 BpeMe Ha OpeMeHHOCT M KbpMeHe. TlamHeHTKUTe TpsaGpa 1a 6bAaT CHBETBAHM J1a

UHPOPMHPAT JeKYyBalllMs CH JIeKap.

4.7 EdexTa Bbpxy cnioco0HOCTTA 32 modHpaHe B pabora ¢ MamBHA

Heo Tupipn JInMon ve nosimmuaea cnocoGHoCcTTa 3a modupase H pabora ¢ MalllHHA.
4.8 Hexenann JieKapcTBeHH peaKkiun

B13MOXHMTE HEKENAHK JIEKAPCTBEHH peakiiuy ca rpynmpadu o MedDRA cucrema-oprau uiac
KJIacCHU(PHKAUHATA H YECTOTA.

Meroro uect (=1/10)

Yeeru (21/100 to <1/10)

HeuecTu (>1/1,000 to <1/100)

Peaxu (21/10,000 to <1/1,000)

MHoro peaxu (<1/10,000)

HewnzpecTHa (He Moske Jla 6bJ€ ONpeAencHa OT HANMMYHATE JaHHH)

—ERUAS f
CHcTema-opran Kiaac YecroTa Hexenann peax g.,_qn A &\
Hapymenss Ha AMyHEHATA Penkn 3\
CHCTEMA 3 ; LAteds | &
HapymeHus Ha koxara H HewsecTHa ANepriuvHy peakr ;r-
TNOJKOXHATA THKAH MYKO3HHTE Memﬁp i WA



NMPHYHHEHH MPH KOHTAKT ¢ AHECTETULH
OT THIIA Ha aMHAHTE, KaTO JHAOKAHH
HATIpHMED: ONMCAHH ca CJIydaH Ha
JEpMATHT H OOPHBH, KOHTO ¢a

MPHYMUHEHH OT TO3H NPOAYKT NPH APYTH

00CTOATENCTBA.
O61mu HapymeHHs ¥ ¢PeKTH Ha IIpoMenu BBR BKYCA.
MACTOTO HA NMIPHJIOKEHHE ¥YcewaHe 3a NapeHe BEPXY €3HKA.

[IpoALIDKUTENHA H HENMMPEKBCHATA
ynorpeba Ha XJIOPXEKCHIMH MOXKe J1a
MpeaH3BHKA KAaPABO OLBETABAHE HA
ap6uTe, Kato ToB2 KadaBo olBeTABAHE
€ NPeXOJHO M oOpaTHMO.

CpobmasaHe Ha MOAO3UPAHU HEXKeJIAHH PeaKIIHK

Cro0maraHeTo Ha MMOJO3IHPAHH HeXeIAaHHM PeakLiMHM criel pa3pelnaBaHe 3a ynorpeda Ha JieKapcTBeHHs
MPOAYKT € BAXXHO. T0Ba NO3BOJABA Aa NPOXB/DKMA HAOMOACHHETO HA CHOTHOIICHHETO MOJ34/PHCK 33
JIEKaPCTBEHHA MPOAYKT. O MEIHIIHHCKHTE CTIELIHAJIHCTH CE€ H3HCKBA J1a ChobIMaBaT BCAKa Noao3HpaHa
HEXenaHa peakuHs Ypes HallMOHAIHA CHCTEMa 3a Chobinasane, oco49eHa ro-Aaouy:

H3nnasATena areHnag no JeKapeTBaTa

yi. ,Jamau ['pyep” Ne 8

1303 Codms

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

4.9 Ilpenosmpane

Bropexw, we To3n NeKpCTBeH NPOAYKT € MpeAHA3HAYEH 3a IOKATHA ynorpeda, ChIeCTRYBa BEPOATHOCT
3a NpEaO3UpaHe NOpay Ipellika WIH HEBHHMaHHe, 0COOEeHO NpH Aeua.

Cumnmomu Ha UHMOKCUKAUUA.

JInpokavH MoXe Na MpeAu3BAKa CHCTEMHA HHTOKCHKAIHA (TOKCHYHATA A03a 3a Bb3pacTHH € Hax 0,5 g),
K&TO ce 3acAra LISHTPAIHATA HEPBHA CHCTEMA H CHPJCYHO CHAOBATA CHCTEMA.

CaMITTOMETE Ca:

- yMOpa, NPO34BaHe, HEPBHOCT, IYM B YIIMTE, HICTArbM, MYCKYJIEH TPEMOP, KOHBYJICHH,
Aenpecus, AUCIHEN;

- HAMaJICH KOHTPaKTWIHTET Ha CBPACYHUA MYCKYJ/, NepudepHa Ba30quIaTaLMA, XHIIOTEH3HA,
OpaaMkapaus, HapyIleH CLPAEYCH PHTHM, ChPACUEH apecT;

XJI0pXeKCHANH ce abcopOupa B MHOIO MaJIKO KOMIMYECTRBO OT CTOMAUTHO-UPESBHUS TPaKT.

AHTHIOT: HAMA.

JleueHne:

Cucmemna unmorxcuxayua.

- He3zabaBHo criMpaHe H3MOMA3BAHETO HA IEKAPCTBEHUA NIPOAYKT;

- XOCIHTaIH3aLMs, 3a 1a C€ OCHCYPH BH3CTAHOBABAHE HA UUIAHETO, OBNANSBAHE Ha
JCXMIPATAIHATA H IOAABPKAHE HA KPLBHATA LMPKYJ/IALHA;

- B cnyyau Ha pHNagbIH: JHAZETIAM.

Coecmonnue na 3adywaeane:

- OcBoboxxaapane Ha AMXaTE/IHATE ITHTHINA W Npwiarate meroaa Ha Heimlich;

- XOCIHTAH3AMA HA MALHEHTa aKo O0CTPYKIIMATA NPOB/DKABA.

5. @®APMAKOJOIrmMYHH CBOUCTBA

3.1 ©PapMakoaFHAMHYHH CBOHCTBA




(dapMaKoTepaneBTHYHA Irpyna: npenapatu 3a repno, ATC xox: RO2AAQS5

JIMnoKauH XHAPOXIIOPH) € JIOKAJICH, NepUdepHO AelicTBalll AHECTETHK OT IPYIIaTa Ha aMHANATE, KOMTO
HMa [TIOBBPXHOCTCH aHanreTH4IeH edexr Oe3 1a noBMMIABa MOTOPHATA (PYHKIHA HA MACTOTO Ha
npunoxeHue. Tol aeHcTBa TOKATHO noA popMaTa Ha He-HoHM3HpaHa Oaza. JIuaqokaud HMa
ONaronpHATHO CHOTHOLICHHE €(PHKACHOCT/TOKCHIHOCT H MHOTO PAOKO MOXKE 1a MPEOH3BHKBA AICPruIHH
pPeaKiMH.

XTOPXCKCUHH € KaTHHOH-aKTUBEH aHTHCEIITHYCH areHT. 10 MmpyUTeKapa CHJICH OakTepHiuaeH edekr,
KaKTO Cpeiy rpaM-IIO3HTHBHY TaKa M rpaM-HeraTUBHH GAKTEpHH H AHTHMHKOTHYEH €eKT Cperry

AepMaTOUTH H JAPOXKAH.

S.2 DapmMakOKHHETHYHH CBOHCTBA

Ilpn m3nomaeane Ha Heo Tupurps JInMoH TabneTky 3a cMydeHe aKTHBHHTE BELIECTBA ¢ OCBOOOKIABAT
MOCTENEHHO H AICHCTBAT JIOKAMHO. MallK¥ KONMHYECTBA MOTAT Aa JOCTHTHAT XPaHOCMILIATETHATA CHCTEMA
TpH MOTIBINAHE HA CIFOHKA., XJIOPXSKCHAHH He ¢¢ pesopOupa. Pesop6iia Ha IOKaJIHHA aHECTETHK
JTHA0KAUH MOXKeE 1a ce HabmoaaBa OT CTpaHa Ha YCTHaTa M (papHHreaHaTa IMrasuuia. Bunpeku Toea,
ro/ITMAaTa 49acT OT HEro C¢ pasrpakia npeam Aa JOCTHIHE CHCTEMHATA LIMPKY IalHA.

5.3 IlpeaknEHAYHHA J2HHH 32 0e30HACHOCT

HaMa HaJIHUHH JaHHM.

6. @APMAIEBTHYHU JAHHHN

6.1 CoachLk HA NOMOIMHETE BeIecTBA

Copburon
MarunesueB creapaT

Acnapram
Apomar Ha mumoH 501050-AP0551

Atnecyndam kanmii

6.2 HecnamMecTaMOCTH

Henprioxumo.

6.3 Cpok na rogaoct

2 rOHHH

6.4 Coennannu ycJI0OBHS HA CHXpAHCHHE

Ia ce chXpansBa Ha MACTO HEAOCTHITHO 32 Acna. Jla ce chXxpaHABa Hoa 25 C B OpHrHHANHATA OTIAKOBKA.
He w3non3saiite Heo Tupimna JIMMOH ciies cpoka Ha rOHOCT, OTOSNA3aH Ha KyTHATA/GiMcTepa cnen
Haanuca "T'oxen no:". IlspeuTe ABa cHMBONA O3HAYaBaT MECELIA, C/ICIBAIIHTE J[Ba WM YCTUPH CHMBOJIA-

roaHarta. CpOK’BT Ha IOAHOCT OTTOBaApPA Ha NOCIENHHAA A€H OT [TOCOYCHHA MecCell,

6.5 BHA R chABpXKARAEE HA ONAKOBKATA

Heo Trpuun JluMmon npecoraHs TabeTkH 3a CMyU€He ca HATHYHH B KyTHH ¢ 12, 24, 36
Tabnerku B neppoprpan eqHogozorn omicrepu ot PVC/PCTFE/AI dommo.

He BcHYKM BHIOBE OMaKOBKH MOTAT Aa 6BJAT MYCHATH B poAax6a

6.6 Crenuajins npeinasnn MepKkn NpE BIXBLPJRRE B padora



HsmMa cnempanHu M3HCKBaHMA.

7. IIPUTEXATEJ HA PABPEIIEHHETO 3A YIIOTPEBA

Sandoz d.d.

Verovskova 57,

1000 Ljubljana

CrnoseHys

8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEBA

Per, No: 20160319

9, JATA HA ITBPBO PAIPEIIABAHE/TIOTHOBABAHE HA PAZPEINEHHUETO 3A
YIIOTPEBA

Hara Ha oBpBO pa3pemaBane: HoeMepH 2016 r.

10. JATA HA AKTYAJINIUPAHE HA TEKCTA

06/2017




