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1. HAME HA JIEKAPCTBEHHA ITPOAYKT
Septolete plus lozenges
Cenrosiere mroc TabJIeTKH 32 CMydeHe

2. KAYECTBEH 1 KOMMMYECTBEH CHCTAB |
Bceaka TabneTka 3a cMydeHe ChABPXKA 5 mg benzocaine (6en3okansa) m 1 mg cetylpyridinium

chloride (ueTmnnupuaAMH XTOpHA).

[ToMoImuEH BEIECTBA: TeYeH MaJITUTOJN, MAJITHTON.
IITbmuus cnMChbK Ha MOMOINHKUTE BEIECTBA, BIOK pasaen 6.1

3. JIEKAPCTBEHA ®OPMA
Tabmerku 32 cMy4geHe
Tabnerkurte 3a cMydeHe ca CHHH Ha HBSAT, KPHIJIH, JBOMHOMIITEKHANN H JTHCKABH.

4. KJIVMHAYHU IAHHH

4.1. TepaneBTHIHH NOKAIARAA
Tabnerknte 3a cmydeHe Septolete plus ce mpemopwuBar 3a oOnexkwaBaHe Ha OOIKHTE H
ne3unexnus upu:
¢ 10-JIEKH HH(EKIWH Ha YCTHATA KyXHHA U ¢papHuHKca ((papUHTUT, TAPHHIHT, HAYAIO0 Ha
aHTHHA)
e BH3NAICHHE HA BEHIHTE ¥ HA YCTHATA AMTraBHIA (CTOMATHT, THHIHBHT)

4.2. lo3upoBKa H HAYMHH H2 NPHJI0KEHHAE

IIpenoppuBaHata JO3HPOEKA 34 JIMI(A B 3paiia BE3pacT M faena Haf 12 roauaw e 2o 8 TabieTKH
3a cMydeHe Ha AeH. [lo eqna Tabnerka 3a cMy4ueHe HA Beeku 2 10 3 4aca.

[IpenoppuBanara A03MpOBKA 3a Aeua oT 6 go 12-rogumua BB3pacT € Ao 4 TalIeTKH 3a
cMydene Ha JicH. Ilo exna Tabnerxa 3a cMy4eHe Ha BCEKH 4 daca.

OmUTET NpH ACHAa € OTpaHHdeH.

Septolete plus Tabnerxu 3a cMydeHe He Ce NPENOPBYBAT 32 yHnoTpeda Opu nema ooz 6
TOJ{MINTHA BE3pacT MOPaJH JMca Ha JOCTATHhYHO JaHHH 3a 6e30macHOCTTa HM.

4.3. IIpoTEBOmOKA3AHHA
CRpBXIYBCTBATENHOCT KbM aKTUBHHTE BEIIECTBA HJTHA HAKOH OT IIOMOIIIHATE BEIIECTBA.

4.4. Chnenmajnm npeaynpexIeHAs H COCMHAJIHA MEPKH NpH ynoTrpeba

Tabnerkure 3a cmyduene He TpabBa Aa ce ynorpeOABaT NpH HANHYHE HA OTBOPEHH PaHH B
ycTarta, 3a0T0 NETHANMMPHINH XJIOpH]] 3a0aBd 3a3/ipaBABAHCTO KM.

Ipu no-rexxxa uHpEKHHN, CEOPOBOACHH C BHCOK2 TEMIEpaATypa, riasoOoJiHe U NOBPBINAHE,
TpAOBA J]a C€ MOTBHPCH KOHCYATALASA C Jekap, 06co0eHO, aKo ChCTOSHHETO HE e moao0dpsaBa 3a
TPH THH

bonmuure o1 qUabet nanueHTH He TpAOBA Aa 3a0paBAT, Ue BCAKa TableTka ChABPKa OKOJIo 1 g
MAITHTONX. 34 MeTaOOMM3HPaHETO Ha MAITHTONA € HEOOX0MMM MHCY/IHH, HO TIOpagd ¢/1afoTo
MY XHApOJH3HpaHe H abcopbupaHe B CTOMAMHO-YPEBHUA TPAKT, TOH HMa HHUCHK INIHKEMHYCH
HHAeKC. ErepruitnaTa croiiHocT Ha Manrurosa (10 kl/g wmm 2.4 kcaUg) c*pmn € 3HAYMTEIHO
Mo-HHCKa OT TA3H Ha 3aXapo3aTa. TR

He ce npenoprasa ynorpebara mpH aena noa 6-rogumHa B’bSpaCT
He ce npeniopsuBaT A031, IO-BACOKH OT IIPEANHCBAHATE.
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Creyuanuu npedynpedcoenusn 3a HAKOU Om NOMOwHUME Seuecmsa
Septolete plus Tabnerkm 3a cmydeHe cbabpka Manrturon IlarwenTure ¢ BpoACH2
HEMMOHOCHMOCT KbM {pyKTo3a He TpsAOBa Aa NpreMaTt TO3H JIEKapCcTBCH MPOITYKT.

4.5. B3amMmopeiictTBAe ¢ /[PYrH J€KAPDCTBeHH HPOAYKTH M JApyrH (opMH Ha
B3aHMOACHCTBHE
Tabnerxkure 3a cMydeRe HEe TpAOBa Ja ce€ B3eMaT ¢ MIMKO, 3aIMOTO TO HaMAalgBa

AHTHMHKPOOHHSA €PEKT HA HETHIMHPHAUH XJIOPHI,.
He e m3BeCTHO NEKAPCTBEHUAT TPOAYKT /1a NORIHABE SHEKTATE HA APYTH JIEKAPCTBA.

4.6. DbpeMcHHOCT H KbpPMEHe

[IpeanucBaneTo Ha Septolete plus Ha OpeMeHHH H KLpPMadKH TpAOBa a CTaBa BHUMATEIHO.
T'pit xaTO ZaHHATE 32 0€30MAaCHOCT 110 BpeMe Ha OPEMEHHOCT H KbPMEHE ¢a OrpaHHYCHH, HE
CE MPEHOPLURA NPHESMAHETO HA TO3M JIEKAPCTBCH NPOAYKT TIO BpeMe Ha OpEeMEHHOCT M
KBpMEHE.

4.7. Bamsnnre BLpXy cmoco0HOcTTa 33 modupane H paboTa ¢ MAIMHHHA
Hama pamnm tabnerkure 3a cMyueHe Septolete plus za BIHMaAT BBPXY CIHOCODHOCTTZ 34
mogHpare ¥ paboTa ¢ MAIIWHH.

4.8. Hexenand JexapcTBeHH PeakmuH

Hexenanure peakuuH, KOHWTO MOraT Ja BEBE3HHKHAT INpH ynorpeda Ha OeH30KauMH H
HETHINHMPUANH XTOPH CE KNACHPHITAPAT B CISAHATE IPYIH B 3aBHCHMOCT OT 9€CTOTATA:

- MHOro 4ectH: >1/10,

- gectu: >1/100, <1/10,

- HedecTn: >1/1,000, <1/100,

- penxs: >1/10,000, <1/1,000,

- MHoOrO pexka: <1/10,000, BRINIOYHTENHO H30NHPAHA CIIy49aH.

BB BCAKA Tpyma 49eCTOT4, HEXENAHATE PEaKkiUH ca NMPEeACTaBeHH B P& HA HaMansBaHe Ha
CEpPHO3HOCTTA.

YecToTaTa Ha HEXENAHUTE PEAKIMH € IIOCOYECHA IO OTAECITHH OPTAaHHH CHCTEMH:

[acmpounmecmutanni HAPYUWEHUR

- PEAKH: raCTPOMHTECTHHAIHE HapyILICHHS MOraT Ja BB3HHKHAT HaH-Bede NPH J03H HO-
BHCOKH OT IPCAMTHCBAHUTE.

Hapywenus na umynnama cucmema

- MHOTO peJKH: peaKiHH Ha CBPHXYYBCTBHTEIHOCT.
AKO BB3HHKHAT TSKKH HEXeNaHH PeaKIidH, ICYCHRETO TpI0Ba Aa ce IpeKparH.

4.9, IIpenosnpane

Hsima ¢p00IIEeHH ClIYUan HA IPEA03HpaHE.
Tlopann HHCKaTa KOHIICHTpAiUA Ha aKTHMBHHIC BEIIECTBA B TabNeTKHTE 3a CMYYCHE,
MpEAO3UPAHETO [PAKTHYECKH € HEBB3MOXKHO. AKO ObJar NpHEEM . [TO-BHCOKH OT
NpeANACAHUTE AO03H, MOXE Jia HACTBHIAT CTOMAaIlIHO-UPEBHE paampgﬁc*raa, razaeHe,
NOBPBIIAHE M MUApHs. BHCOKH NO3H HOMHONH MOXe /Ja HpeInsHuiesT mapm,%ncqﬁeﬂo TpH
nena. beH3okauH MOXe A3 NPHYRHE METXEMOTIOORHEMHAS, 11Q
H NOBpbINaHe, NOPaaH ApasHEHETO HA CTOMAITHO-IpEBHATA M
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5. DOAPMAIIEBTHYHH JAHHH
Coopen xnacupuxammsta ATC Septolete plus cmagar xsM rpynara Ha AHTHCEOTHIIHMTE

(RO2AA06).

5.1. PapMakoaMHAMHYHH CBOHCTBA

IeTHIMpHAHA XJIOpHA € aHTHCEOTHK OT rpynara Ha Y€TBBPTHYHHTE aMOHHEBH CHCAHHECHHS.
Toit pelicrBa KaT0 KaTHOHEH JETCPreHT. YeTBbPTHUHUTE aMOHHEBH CHETHHEHHS C€ CBBP3BAT
¢ fakTepHanHaTa KIE€ThYHA ITOBLPXHOCT, IPEMHHABAT IIPe3 HEA H ce€ CBHP3BaT ¢ MHKpOOHATa
IHETONJIa3sMcHA MeMOpaHa. B pesynrar Ha ToBa CBEp3BaHE, OHTOILIA3MCHATA MEMOpaHa CTaBa
NPONYCKIMBA 334 HHCKOMOJIEKYJIHMTE CBCTaBKHM, IJIABHO 3a Kanuepure HoHH. Torasa
YEeTBEPTHUHATE AMOHHEBH CHEIWHEHUA IIPOHHKBAT B KJIETKATa, YBpPEXJaT KICTHYHHTE
GYHKIMHE H TaKka NPUYHHABAT KJIECTHYHATA CMBPT. 1aKka LETHIIHPHAWH XJIOPHA OKa3Ba
CBOETO OAKTEPHIMAHC, BEPYCOLMAHO H (PYHTRIIHIHO ACHCTBHE.

benzoxauH OnoKHpa NPOBEKIAHESTO HA HEPBHH HMIYJICH, BKIIOYHTEIHO H B OIHHIMMETO HA
OoNKara, KaTo Taka mpeMaxea dyBcTBoTO 3a Oonka. Heperara mpoBoguMoCT € OIOXHpaHa
Nopagd HamanenaTa NpPONycKIMBOCT HA HATpACBH HOHH npe3 MemOpaHata Ha HEpBHHTE
KJICTKH. |

3.2. DapMaKoKHHETHIHH CBOHCTBA

HsMa JaHHEM B JHTepaTypara 3a papMakOKHHETHKATa Ha LeTHINMUpHANH XJIopHA. [loBedeTo
JaHHY 32 (papMaKOKHHETHKATa HA YETBHPTHIHHTE aMOHHEBH ChCAHHEHHS Ca HONMY4YEHH IIpH
W3CIEABAHNS C JXMBOTHH. M3BE€CTHO € riaBHO, Y€ YETRBPTHYHHTE AMOHHCBH CHEIHHCHHUS C€
abcopbupar cinabo — camo 10 — 20%. HeabcopbupanaTa yacT ce eKCKpeTHpa HCIPOMEHEHA B
H3NpaKHCHRATA.,

B nureparypara HAMa CBIIO MHOTO JaHHH 3a (¢apMakOKHHeTHKara Ha OeH3loxawmd. Hsakox
JIOKQJIHH aHeCTeTHUHM, BKIIOYHTENHO H OeH30KaWH, ca H3BECTHH CbC cnabara CH
pa3TBOPHMOCT BBB BOJa, IopagH koero abcopOmpara M € MHHMMaHA. ABcopOupaHusT
OEH30KaWH c€ XHAPOJIW3ApAa TJIABHO OT IUIa3MEHHTE XOJNHHECTEPa3H, a IO-Majdka 4acT Ce
MeTabOJIH3Hpa B YepHUS Apod. PasnagHuTe NpOAyKTH C& EKCKpeTHpAaT Mpes ypuHaTa.

5.3. IlpeaximEntdHY JAHHH 38 De30DacHOCT
[IpeqIMHUMHATE NaHHH He IOKA3BaT CICHHAHHM PHCKOBE 3a XOpaTa Ha OCHOBaHHE Ha

NpOBEACHHTE KOHBEHIIMOHAHH IPOYYBaHHA 3a 0e30macHOCT, NOBTOPHA J03a TOKCHYHOCT,
Ir€HOTOKCHYHOCT, KApIHHOICHEH MOTEHI[HAN, TOKCHYHOCT BEPXY PEOPOAYKIIHATA.

beHzoxkaun
ITopapn cnabara pa3TBopaMOCT Ha OeH30KaWH BbB BoJara M HEroporo c¢jaabo abcopbupane
TOH MMa MHOIO HHCKa 9e€CTOTa Ha CHcTeMHA TOKCHIHOCT. Opammure LDS5( CTOMHOCTH ca

6unmu 2000 mg/kg npu wisxose ® MuAmxu. Curiacuo gannauTe Ha NTP (National Toxicology
Program), JARC (International Agency for Research on Cancer) u OSHA (Occupational
Safety and Health Administration), 6eH30KalH HE € KAHIIEPOTeHEH.

HernnupagEH XA0pHEN

O6mo B3€TO 4YCTBHPTHYHHTE aMOHHEBH Oakrepunuau (LETHIMMPHIHAH XJIOPHA) ca
HETOKCHYHH M HE APasHAT KoXkKaTa H MyKO3HHTe MeMOpaHH B KOHIICHTpALIHH ¢ aHTHCENTHYEH
e(eKT. A
Opannata LD5() croHHOCT Ha DETHNMHMPHINH XJIOPHAA C€ ABHXHU OT

wrexose H oT 108 go 195 mg/kg npu MamkH. M3cneapannsTa 3a
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LETHNIMPHARR XJIOPH MpH 3adl(H HOKA3BaT HErOJIEMH NTATOJOTHYHH HPOMCHH, KOHTCO MOXE
a My ObAAT IPHIIHCAHH.

LlernnmupuiMeE XJIOpHJ He BIMAEC  BBPXY PEOPOAYKTHBHUTE BHIMOXKHOCTH H HAMA
TEpAaTOr¢HEH ¢(PEKT NPH ILTEXOBE.

Cnopen nausa 5a NTP (National toxicology Program), IARC (International Agency for
Research on Cancer) 1 OSHA (Occupational Safety and Health Agency) neTaamapuas
XJIOpH/E HAMA KaHIEPOTCHEH €(eKT.

Ha 6a3aTa Ha JaHHWTE OT MHTEPATYpPATa 3a OT/CIHUTE CECTABKE Ha Septolete plus moxke aa ce
CYMTA, Y€ TO3H JIEKAPCTBEH MPOIYKT € Oe30MmaceH.

6. ©OAPMAIIEBTUYHH JAHHH

6.1. CpHECchK HA MOMOIDHHATE CHCTABKH

MEHTOBO €CEHIIMANHO MAaCJIO, JICBOMEHTOII, MAIITHTON Te4YeH, MAJIITHTOI, MAHHTOJ, IIHLEPOII,
PHUIJHHOBO MAaci0, MarHe3HeB CTeapar, KOJOHACH CHIHIAH, Oe3BoJicH, NOBHJIOH,
¢apmaneBTHUIEH BOCHK, THTaHHeB MokcHA (E171), can onpetuten V (E131).

6.2. HecnBMecTHMOCTH
He ca u3BecTHH.

6.3. Cpox Ba roguocT
3 roauHA

6.4. CoenualHH Y(JIOBHSA Ha CHXPAHEHHE
CopxpaHdBail B OpHrHHAIHA ONAKOBKA. 3allHTaBak OT CBETIIMHA H BIIAXKHOCT
Jda ce cLIpangBa Ha MeCTa, HEJOCTHITHHA 33 Jend.

6.5. EcTecrBo H chABPXkAHHE HA ONIAKOBKATA

brmcrepaa onakoeka (PVC/PVDC dommo u arymunrueBo ¢omo): 30 TabieTkn 3a cMy4veHe (3
6mucrepa X 10 Tabnerku 3a cMydeHe), B KAPTOHEHA KYTHA

bmucrepHa onakoeka (PVC/PVDC ¢ponno u anymuruero ¢onauo): 18 tabnerxn 3a cmydene (2
6muctepa X 9 TabneTku 3a CMytIi€He), B KAPTOHCHA Ky THS

6.6. Hucrpyknun 3a ynorpeba H paznpocTpaHeHHEe
Hama cienHallHe HHCTPYKIHH.

7. HME H AJPEC HA IPOHU3IBOJUTEJIA H IHIPUTEXATEJA HA
PEINIEHHETO 3A YIIOTPEBA
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Clioperns

8. PETHCTPAIIUOHEH HOMEP

9. JATA HA ITBPBOHAYMAJIHATA PETHCTPAIIMAT/MIIONHOBABAHE HA
PETHCTPAHUATA

10. JATA HA ITOCJIIEJHATA PEJAKIIHS HA KXIT
mMait 2008






