KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA



b HWTENHA ATERUMA N0 NEKAPCTBA . |

1. HME HA JIEKAPCTBEHHS ITPOAYKT I'(plm X 8 18 NDOGYXM - Npusonenue 1

'(mPu.N!/J 3 0/?6

Centonere ToTan kona 3 mg/1 mg tabnerky 3a cMyueHe

Septolete total cola 3 mg/1 mg lozenges

2. KAYECTBEH H KO/IHYECTBEH CbCTAB

Bcesika Tabnerka 3a cMy4eHe cbabpxa 3 mg 6eH3MaaMHHOB XHApoOXJopHA (benzydamine
hydrochloride) v | mg uetunnupuanHueB xnopupn (cetylpyridinium chloride).

[ToMOLIIHH BEIIEeCTBA C U3BECTHO NECHCTBUE:

- wzoManT (E 953): 2439,00 mg/TabneTka 3a cMyueHe

- 6ensunos ankoxon (E 1519): 0,012 mg/rabnerka 3a cMyueHe

- Oyrunxuapokcuanuzon (E 320): 0,0008 mg/TabneTka 3a cMy4deHe

3a MbJAHHA CIHCBK HA MOMOLRHHTE BeLUeCTBa, BHKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka 3a cMyueHe

Kadaen, kpbrin TabneTkH 3a cMy4eHe cbC CKoceHUu prdose W rpyba noebpxHocT. Moxe aa uma Genu
MeTHa, HEPaBHOMEPHO OLIBETABAHE, HAJIHYHE Ha BB3RYLIHK Mexypuera B oOema Ha TabneTkarta U

MaJTIKH BUAHMH JPAcKOTHHH MO NMOBbPXHOCTTA. JluameTbp Ha TabaeTkaTa 3a CMyueHe: NPHOIUIHTETHO
19 mm, aebenunHa: npubausurenHo 7,5 mm.

4. KJIMHHYHHA JAHHH

4.1 TepaneBTHYHH NOKA3AHUA

CenTonere ToTan KoAa € NokasaH MpH Bb3PacTHH, IOHOLIH K Aela Hal 6-roaMLiiHa Bh3pacT 3a
NOKa/IHO, KPaTKOCPOYHO NPOTHBOBB3NANUTENTHO, 00€300a48a1110 U AHTUCETTUYHO JISYECHHE Ha
Bb3NANIEHHA B I'bPJIOTO, YCTAaTa U BEHUMTE, NPH FHHTUBHT K (PapHHIHT.

4.2 /103HpOBKA K HAYMH HA NPHJIOKCHHE

J1o3upoBka

BnipactHE: [IpenopbumtenHara no3a e 3—4 tabneTku 3a cMy4deHe Ha AcH. Tabnerkara 3a cMyueHe
TpabBa aa ce pasTeapda OaBHO B ycTaTa Ha BCekH 3 1o 6 yaca.

ManuenTH B cTap4Yecka Bb3pacT: [IpenopbunrenHaTa A03a e CbillaTa KakTo NPH Bb3PACTHH.

KOuomu Haa 12 rogumua Bb3pact: [IpenopbunrenHara Jo3a € 3—4 TabneTku 3a CMy4€HE Ha AEH.
Tabnerkara 3a cmyyeHe Tpabsa aa ce pa3rBapa 6aBHO B ycTaTta Ha Bcekd 3 o 6 vaca.

Heua ot 6 1o 12 roanmaa Bu3pact: [Ipenopvurtentara no3a € 3 TabneTkH 3a CMyy€HE HA ACH.
Tabnerkara 3a cMyueHe TpaOBa na ce pasreaps 6aBHO B ycraTa Ha Bcexkd 3 10 6 e Lig:

Ha TabneTkHTe 33 cMyueHe Mpu Acua ot 6 no 12 roguHu Tpabsa Aa € nog Habn +.= CHABE
Hena, mo-Manks oT 6 rosuiinaa sbipact: CenroieTe TOTAN KOa € NPOTHBGISRAIN
roAUilIHA Bb3pacT (BXK. Touka 4.3).




[NocoueHaTa n03a He TPAOBa Na ce NpeBHILABE.
CenTonere TOTaNn K013 MOXKeE 112 Ce U3MON3BA 33 NEPHOA A0 7 JHM.

Hauun Ha npuiaoxeHHe

TabneTtkara 3a cMy4deHe TpsOBa ga ce paszTBaps 6aBHO B ycTaTa Ha BCEKH 3 30 6 yaca.

3a onrUMaiieH eeKT, He Ce NPEenopbUYBaA H3NOA3BAHETO Ha MNPOAYKTA, HENOCPEACTBEHO Npean KIH
ciel MOYHCTBaHE Ha 3uduTe.

[MaukeHTsT HE TPAORA 2 NpHEeMa XpaHa WK TEYHOCTH HAH-MaJIKO €1MH 4ac CJICI NpUeMa Ha
CenTonere ToTan Koja.

4.3 IIporABONOKA3IAHHNR

CBPBLXUYYBCTBUTENHOCT KbM AKTHBHHUTE BELIECTBA WM KbM HAKOM OT MOMOILHHTE BELIECTRA,
u30poeHH B Touka 6.1.
Heua Ha Bb3pacT rnoa 6 roauHH.

4.4 ChnenHa/JHA DPEAYNPEKICHHA H NPeANA3ZHA MEPKHA NpH ynorTpebda

Cenronere ToTan Kona He TpAOBa aa ce U3NoJ3Ba NOBEYE OT 7 AHH. AKO HAMA 3abenexuMu pelyaTaTu
cnen 3 AHK WIH aKO Ce MOABAT TPECKa WM APYTH CHMIITOMH, NPENOPbYUTENHO € 1a CE MTOTLPCH
KOHCYJITALMA C JeKap.

HM3non3saHeTo Ha npenapaTHy 3a JOKAJTHO NPHAOKEHHE, MO-CNICUHATHO 334 NMPOABDKHTCIICH NEPHOO OT
BpEME, MOXEC Na JOBEAC OO CGHCHGMHB&HHH, B KOHTO Cﬂ}"-!aﬁ JICHEHHETO TpﬂﬁBﬂ aa 6bae CIIPAHO K Aa
3ANIOMHE MoAXOM1lla TEPAIIHAL.

Cenronere Totran Kona He TpabBa aa ce U3no0138a B KOMOMHALMA C aHHOHHU CheJMHEHH, KaTO Te3H,
NPHCLCTBALM B NACcTH 3a 3u0H, NopagH KOETo He ce MpernopbLYBa H3N0A3BAHETO Ha MPOAYKTa
HENOCPEACTBEHO MPEAH WM chel NOYUCTBaHe Ha 3bbure.

He ce npenopwusa ynorpedara Ha OeH3naaMHH NPH NALHEHTH CbC CBPLXUYYBCTBHTEIHOCT KbM
CaNMLMAATH (HAaNpUMep aueTUICATHLANOBA KHCENHHA M CANHIIWIOBA KucenrHa) unu apyru HCTIBC.

BpoHxocnasznm Moxe aa Obae Npean3BHKaH NPH NALKMEHTY, CTPaaaly OT OPOHXHATHA aCTMa HITH C
npeaxonHa aHaMHesa 3a OpoHxHanHa acrma. [Ipy re3u naumeHTH € HeobxoaAHMO NOBHILEHO
BHHMaHHE.

CenTonere ToTaN KOJ1a HE Tpaﬁna Aa €€ H3NOoA3BaT MpH NAUHCHTH C OTBOPCHH pPaHH HNTH A3BH B
YCTHATA KYXHWUHA WiH bpJ/IOTO.

[TOMOLLIHA BELECTBA ¢ U3BECTHO NCHCTBUE
Cenroniere ToTaN KOJa ¢Chabpxa HioManT (E 953). [launenture ¢ peaku HacneaACTBEHU npodneMu Ha

HENOHOCHMOCT KbM (pYyKTO3a HE TPAOBA Ja H3NMON3BAT TOBA 1EKAPCTBO.
Centonere ToTal Kojia cbvabpxa OcH3un0B ankoxon (E 1519). Moxe ga npegu3ByKa anepruyHu
peakuuu. JlekapcTeata, chabpxawu O€H3UN0B aANKOXoN, TpsOBa Aa ce U3NOI3BAT C [TOBHILIEHO
BHUMAHHE NO BpeMe Ha HPEeMEHHOCT U KbPMEHE M NPU NMaLKUEHTH ¢ YepHOApoOHO unu 610peuHo
3abonasane. [[pexoMepHHTE KOTHYECTBA OSH3IWIOR ANTKOXOA MOraT /1a ¢€ HATPYIAT B TANOTO Ha
nalMHeHTa H Aa NPUUKHAT MEeTa0OIMTHA aumnao3a.

CenTonere ToTan kona cbabpxaT OyTunxuapokcuanuzon (E 320). Moxe aa npuud 1 KOXKHU
peakurH (HanpvMEp KOHTAKTEH AEPMATHUT) WK APa3HEHE HA OYUTE M JIMFABH

4.5 B3armoaeHcTBHE C JPYTH JeKAPCTBEHH NPOAYKTH H ApYrH ¢pop



Cenrronere ToTan kona He TpabBa Ja ce U3noA3Ba €AHOBPEMEHHO C APYTH AaHTHCENTTHLM.
TabneTkuTe 3a cmyueHe He Tpabea 4a ce B3eMaT ¢ MJSKO, 3aLL0TO TO HAMAABAa AHTHMHKPOOHU A
e(exT Ha LUSTUNNUPUAHHHEBHS XJIOPHA.

4.6 DepTHAETET, DpEeMEHHOCT H KbpMeRe

bpemeHHocT

Hama unu nma orpaHHyeHo KOIMYECTBO JaHHH 3a ynoTpebara Ha Ha OeH3NnAaMHHOB XUAPOXIOPHI H
UETHIMTHPUIWHKEB XJIOPHI NMPH OPEMEHHH XKEHM.

CenroJieTe TOTal KOa He CE NpEenopbyYBa No BpeMe Ha OpeMEHHOCT.

Kipmene
He € u3BecTHO nanu 6€H3MAAMHHOB XHAPOXJOPHI WIH HEFOBHTE MeTAabONHUTE C& EKCKPETHpAT upes

KbpMara.

Puck 3a HOBOpOAEHOTO/AETETO HE MOXKe a2 Obae H3KITIOYEH.

Tpabea na ce B3eMe pelieBUe, 1AM Aa ce NPEeKpaTH KbPMEHETO MK 1@ Ce npekpaTh/aa He ¢e 3anousa
Tepanuia ¢be CenTonere TOTaN KOMA, UMANHKK NPEeaABUA MON3UTE OT KbPMEHETO 3a JETETO U MON3IUTE OT
TEpalnu1ATa 3a Markara.

4.7 EdexTHn Bbpxy cnocodHocTTa 32 tioPpHpaHe H padoTa ¢ MAIHAHK

CenronieTe TOTan Koja He MOBJIXABA WIK NOBIKHABA NpeHeOpesxMMO cnocoOHOCTTa 3a IO UHPaHE H
paboTa c MallHHHU.

4.8 Hexenann NeKapCeTBeHH peaknua

- MHuoro uectu (=1/10)
- Yectu (21/100 <1/10)
- Heuectu (=1/1 000 <1/100)

- Peaku (21/10 000 <1/1 000)
- Muoro peaku (<1/10 000)
- C Hen3BecTHa YecToTa (He MoraTt na ObAAT NpeABHACHU OT HAUIMYHHTE NaHHH).

TabnnuyeH COIHUCHK HE HEXKEJIAHHTE PCaKLHH

Penxu MHOro peakH C Hen3BECTHA yecToTa
HapyuleHns Ha UMyHHaTa AHadHNaKTHYHH
CUCTEMA peakLuH
Peakuuu Ha
CBPBXUYBCTBHTEJHOCT
Hapyuexna Ha HepBHaTa H3rapane Ha nuraBduara
CUCTEMA Ha ycTaTa
PecnvipaTopHM, rpbAHM H bpoHxocnasbm
MeJIHACTHHAIHH HApYLIeHHUA
["acTpouHTECTHHANHU Hpa3HeHe Ha AHecTe3Huq Ha ycTHaTa
HapyLUCHUS yCTHATA nvrasuia
nyuraBuMua
YceuaHe 3a
uarapsHe Ha
ycrara
HapylmeHua Ha Koxara u YpTHukapus
NOAKOXHATa ThKaH DOTOYYBCTBHTEJIHOCT

CovoliiasaHe Ha NOAO3IUPAHU HEXKENAHH PEAKUHH




CpobuiaBaHeTo Ha MOJ03MPAHH HEXENAHH peakLUMH cnel pa3pellasaHe 3a yrnotpeba Ha 1eKkapcTBeHHUA
MpOAYKT € BaKHO. ToBa No3B0NABa A2 NPOALIKH HAONIOAEHHETO Ha CHLOTHOLIEHHETO NON3a/PHCK 3a
nexapereeHHua npoaykT. OT MEAHLIMHCKHMTE CMIeLIHATMCTH ce U3UCKBA Na choO1aBaT Beaka
NOJO3UPAHA HEXENaHa PeakLMs Ypes

HanbnuuMTenHa areHumMs no nekapereara

yn. ,,Jdamas ['pyes” Ne 8

1303 Codusa

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 IIpenozupane

CHMOTOMH

TokcHUHHUTE NPOABK Ha NMpeAo3HpaHe ¢ DeH3IMAAMHUHOB XHAPOXAOPHI BKNKOYBAT Bb3Oyaa, repuoBe,
H3MOTABAHE, aTAKCHA, TPEIIEPEHE U NOBPbLIAHE.

[IpH3HauyTe H CHMIOITOMHTE HA HHTOKCHKALIMA, B Pe3YJITAT Ha MOT/ILLUIAHETO HA 3HAYHTETHH
KOJTHYECTBA HETHIITHPUAHHHER XJIOPHA, BICTIOUBAT rafcHe, NOBPbLIAHE, AUCNHESA, LIMAHO3A,
acthUKCHUA, cliel apanu3a Ha AMXaTe/HHTE MYCKYJIH, JENPEecHA Ha UEHTPAIHATA HEPBHA CHCTEMA,
XUMNOTOHHA ¥ KOMa. JleTanHaTa A03a npH xopa e npudbnusutenHo 1-3 g.

[loBenenue
Tt kaTO HAMA crieundHYeH aHTHAOT, IEYEHHETO HA OCTPO MPEAO3HPAHE € YHCTO CHMITTOMATHYHO.

5. ®APMAKOJIOTHYHH CBONUCTBA
S5.1. ®apMakoaHHAMHYHH CBOHCTBA
dapMaxoTepaneBTHYHA rpyna: Npenapary 3a rbpno; Apyry npenaparu 3a ropao ATC: R02AX03

MexaHH3bM HA NEHUCTBHE

beH3naaMHHOB XHAPOXAOPH € MOJICKYNA C HECTEPOUAHA XMMHUYECKA CTPYKTYpa ¢
MPOTHBOBL3NAIMTEIHH H AaHANTETHYHHM CBONCTBA. MexaHU3MbT Ha AeHCTBHE Ce AbJDKH Ha
UHXHOHpaHe Ha CHHTE3a HA NMPOCTAIIAHAHHHTE U N0 TO3H HAYHH OO PEAyLIHPAHE HA JIOKATHHTE
NpU3HaLUM Ha BbL3naaeHue (60nka, 3auepBaBaHe, OTOK, NapeHe M HapyleHa PpyHkuMa). beHsnaamHuHoB
XHAPOXJOPHA NMPUTEKABA CLLLO YMEPEH JIOKAIEH aHeCTeTHYEH edexT.

LleTvnnHpHAKHHER XIOPHUA € KATHOHEH AHTHCENTHK OT Mpynara Ha YeTBbPTHYHHTE AMOHHEBH
CbeAWHEHHA. In Vifro TeCTOBE C USTWINHPHAMHUER XJIOPUI OKA3BAT AHTHBUPYCHA aKTUBHOCT; HO
KIIHHHYHOTO 3HAYEHHE HE € U3BECTHO,

Kannuyna edrkacHoCT ¥ 6e3onacHocT

beH3uaaMUHOB XUAPOXJIOPHA C€ M3MOA3Ba MPEAKMHO 34 JicYeHHe Ha 3adonsaBaHus Ha YCTHATA KyXHHa
U ¢papukca. LleTuinupuavHHEB XA0pU € aKTUBEH CpeLlly MpaM-NONOKHUTENHH ODaKTepUH H No-Malko
AKTHBEH CpeLlLy rpaM-OTpHUATEIHY OaKTepUK U 3aTOBA MPHTEXKABA ONTUMATHO AHTUCENTTHYHO U
OakTepuUMAHO AciHcTBUE. TOH CBLIO HMA AHTUMHUKOTUYHH CBOMCTRA.

[Tpu nnauedo KOHTPONHPAHO KIHHHYHO Npoyy4BaHe cbe CenroneTe TOoTan Ha4anNoTo Ha oOneKyaBaHe
Ha 6onkaTta (HamManaBaHe Ha 6ONE3HEHOCTTA Ha MbPJIOTO ¥ PEAYLMPAHE HAa OTOKA Ha MbPJIOTO) Ce
HaOaroaaBa cne okono 15 MHHYTH ciel ynoTpeba Ha TabnieTkara 3a CMy4YEHE U NMPOABIAKHTENHOCTTA
Ha aedicTsue € Ao 3 vaca.

5.2 QPDapMAKOKHHETHYHN CBOHCTBA

Abcopbuus
OT ABeTe aKTHBHH BELUECTBA, USTUINHPHIHHHEB XT0PUI H OCH3NAAMHUHOB X
OeH3nAaMHHOB XUapoxnopua ce abcopbupa. 3aToBa UCTUINMMPUAMHHEB XJIOP




($apMaKkOKHHETHYHH B3aMMOACHCTBHA ¢ OEH3MAAMHHOB XHAPOXJIOPHA Ha CHCTEMHO HUBO.
AbcopbunsaTta Ha OEH3HAaMHHOB XHAPOXJIOPHA 4pe3 opodapHHrealHa MHraBuila ce 10Ka3sa 4pe3
OTKPHBAHETO HA KOJIMUECTBA OT AKTUBHOTO BELUECTBO B CEPyMa, HO TE BCE MaK Ca HEJOCTATbYHHM 3a
noiy4aBaHe Ha CHCTEMHH e(PEKTH.

Ob6aue, 6eH3NAaMHHOBHAT XKApOXNopHA ce abcopbupa ciiel CHCTEMHO NpuUnoXkerue. 3aToBa
abcopbumaTa Ha OEH3HAAMHHOB XHAPOXAOPHA € NO-BUCOKA Npu (papMaLEeBTHYHH HOPMH, KOHTO ce
pa3TBapAT B yCTaTa, B CPABHEHHE ¢ NOKATHO NPHUNOKEHHE (KaTO cripei 3a YCTHA JIMraByua).

Pasnpenenenue

[Tpu nokanHO NpHAOKEHHE HA OEH3HIAMUH C€ YCTAHOBABA, Y€ TOH C€ HATPYNBA BB Bb3MAJCHUTE
TbKaHH, KbAECTO, NOPaAH CocoOHOCTTa My Aa NMPOHHUKBA B €NUTENHATa 0OBUBKA, JOCTHra e(peKTUBHH
KOHUEHTPAaLHH.

EnuMuHHpaHe
ExkckpeumsTa Ha OeH3MAaMHUH C€ W3BbPLIIBA INMABHO Ype3 YPHHATA H B MO-FONAMATA CH HacT, MOA
(opMaTa Ha HEAKTHBHH METa0ONHTH.

5.3 IlpeaxknuaH4HE JaHHH 32 He30nacHOCT
[IpeaAKTHHHYHHTE JaHHH HE MOKa3BaT ClEeLMATHH PUCKOBE 33 YBpeXAaHe Ha XopaTa Ha OCHOBaHHE Ha

NPOBEAECHHTE MPOYUBaHHA 3a 0€30MaCHOCT, TOKCHMHOCT NPH MHOTOKPATEH NPUEM, FTEHOTOKCHYHOCT,
pPENPOAYKTHBHA TOKCUYHOCT H TOKCHYHOCT BbPXY Pa3BUTHETO.

6. ©APMALEBTHYHH JAHHH

6.1. CuoaEchK HR NOMONIHHTE BEUIECTBA

JInmoHena kucennna (E 330)

Cykpanosa (E 9355)

ApoMAaT Ha HaTypanHa kona (cbabpxa 6eH3unoB ankoxoa (E 1519), 6yrunxuapokcuanunzon (E 320))
OugeTnren kapamen (E 150a)

Hzomant (E 953)

6.2 HecbBMeCTHMOCTH

Henpunoxumo.

63 Cpox Ba rogsocTt

2 TOAHHHU

6.4 ChneumaaHR yC/10BHS HA ChXpPaHEHHE

Ha He ce cuxpaHsasa Hag 30°C.
Jla ce chbXpaHsBa B OPMIMHATHATA ONAKOBKa, 3a Ja Ce NpeAna3y OT CBETJIUHA W Bhara.

6.5 Baa u chABpAcAHAE HA OHAKOBKATA

He 8cHvkd BUNOBRE OMaKOBKHM MOraT Ja 6’]:,[[&1“ MYCHATH Ha Nna3sapa.

6.6 CoenHANHNA NpeANa3AR MEPKH HPH H3XBLPJSHE




Heu3snona3BaHusT JICKAPCTBCH MNPOAYKT HJIH OTNHAABYHHUTC MATCPpHA/IH OT HECI'O TPHGBEI Aa CC U3XBDbBPJIAT
B CbOTBETCTBHEC C MECTHHUTEC U3UCKBAHHUA.

y INPUTEXATEJI HA PABPELILIEHHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CroBeHus

8. HOMEP(A) HA PABPEIIEHHUETO 3A YIIOTPEBA

Per. Ne:

9. JATA HA II'bPBO PAZPEHIEHME 3A YIIOTPEBA/IIOJHOBABAHE HA
PASBPEHIEHHUETO 3A YIIOTPEBA

JlaTta Ha MbpBO pa3pellaBaHe:

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA




