KPATKA XAPAKTEPHUHCTHKA HA ITPOAYKTA
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A3TTL/IHUTETHA ATERLLIS 110 nﬁmmam]
NG HA NOOGYKME - [TPUAONEHLE 1

1. HUME HA JIEKAPCTBEHUSA IMTPOAYKT

CernrroneTe TOTaN JIMMOH M UBAT OT 0b3 3 mg/1 mg TabneTku 3a cyp
Septolete total lemon and elderflower 3 mg/1 mg lozenges

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB

Beaka tabnerka 3a cMyuene coanpka 3 mg deHznaamuHoB xuapoxnopun (benzydamine
hydrochloride) v | mg uermnnupuanHueB xaopua (cetylpyridinium chioride).

[[oMOUIHM BeLLIECTBA € H3BECTHO AelicTBUE:

- usomant (E 953): 2448.3 mg/rabneTka 3a cMyueHe

- OyrTunxuapokcranuzon (E 320): 0,0004 mg/rabnerka 3a CMyueHe
- Harpues Oenzoar (E 211): no 0,00075 mg/rabnerxa 3a cMyveHe

3a MbJIHHUA CNHUCHK HA MOMOLHHWTE BeLIeCTBa BHKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA

Tabnerka 3a cMyueHe

Kpbrau tabnerku 3a cMy4eHe ChC CKOCEHH PBEOOBE M Ipy0da NOBLPXHOCT ¢ OJiel03eNeH A0 3€/eH UBAT.
Mooxe ga uma Genu neTHa, HEpaBHOMEPHO OLIBETABAHE, HATMYHE HA BH3IYLIHH MexypyeTa B o0ema Ha
TabieTKaTa M MATKH BHAMMH JPACKOTUHH MO NOBBPXHOCTTA. JIHAMETHP Ha TabneTkara 3a CMyYeHE:
18,0 mm - 19,0 mm, agbennua: 7,0 mm - 8,0 mm.

4. KIMHAYHHU JAHHHA

4.1 TepaneBrHYHH HOKAIAHHA
Cenronere TOTaJl AIMMOH U LUBAT OT Ob3 € MOKa3aH [PH Bb3PACTHH, FOHOLLM M J€ua HaJZ 6-roJIHIIHA
BB3PacT 34 NPOTHBOBBLINATHTENIHO, 00e300MABAII0 H AHTHCENTHYHO JICUCHHE Ha Bb3MAIEHHA B

IbPJIOTO, YCTaTa M BEHLMTE, NPH FTMHTHBUT 4 QAPHHIUT.

4.2 [1o3HpOBKA H HAYMHH HA NPHJI0KEHHE

Ho3uposka

Bou3pacrun: [Ipenopbuntenyara aosa e 3—4 Tabnetku 3a cMyueHe Ha aeH. Tabserkara 3a CMyUeHe
TpsAOBa Aa ce pa3Tsaps OaBHO B ycTaTa Ha BCEKH 3 Jo 6 yaca.

IIannenTH B cTap4yecka Bb3pacT: [IpenopbunTendarTa 103a € ¢blIATa KAKTO MPH BE3PACTHH.

Heouampuuna nonyaayus

HOsown Han 12 roanmua su3pact: [IpenopbunTtensara nosza € 3—4 tabaerky 3a cMydeHe Ha NeH.
Tabnerkara 3a cMyyeHe Tpadea Aa ce pa3zreaps GaBHO B ycTaTa Ha BCEKH 3 10 6 4Jaca.

Hena, no-maakH ot 6 rognmHa suL3pact: Cenronere ToTan AMMOH H LBAT OT
IPH Aeua noa 6 roauiiHa pbL3pacr.




3a onTHMAJIEH EDEKT, He Ce NMPENnophYBa H3NOI3BAHETO Ha NTPOLYKTA, HEMOCPEICTREHO Mpean Hiln
cinel MoYUCTBaHe Ha 3LDUTE.

[locouenara no3a He TpAOBa Aa ce NMpeBHIIIARA.
CenronieTe TOTAN TMMOH H LBAT OT Ob3 MOKE Aa € H3MOUI3Ba 3a NepUol A0 7 HH.

HayuH Ha NpHNOKEHHE
Tabnerkara 3a cMyueHe TpsOBa 1a ce pasTBaps OaBHO B ycTaTa Ha Bceku 3 10 6 vaca.

4.3 IlporHsonokazanns

CBpbX4YBCTBUTE/HOCT KbM AKTHBHUTE BELUECTBA WM KbM HAKOH OT NOMOLHHTE BCILCCTRA,
U30poeHH B TOuka 6.1,
Jleua Ha BB3pacT noa, 6 roaAHHH.

4.4 CroeunnaJHu npeaynpekIcHHs H NPeANAa3ZHA MePKH NpH ynoTpeta

CernrosieTe TOTaN JTAMOH H UBAT OT 013 He Tpa0Ba /1a ¢ce H3MO0N3Ba NOoBeYe OT 7 JHH. AKO HAMA
3abenexuMu pelysITaTu ciell 3 JHM, NPeIOPbUNTENHO € Ja C€ NOThPCH KOHCYJITALH C ieKap.

U3non3BaHeTo Ha npenapaty 3a JIOKANHO NPUWIMKEeHUE, MO-CNIELHATHO 38 NPOIb/DKHTENCH NCPHOL OT
BpEME, MOXKE J1a I0Bee 10 CEHCUDUAN3ALM, B KOHTO ciiy4ai neuyeHuero Tpadsa aa Obae cnpsHO U 1a
3aM0UHe NOAXOAALA Tepanu.

Cenronete TOTaA JIMMOH # UBAT OT OB3 He TpAOBa fa ce u3no3sa B KOMOHHALIMA C aHHOHHH
CheAHHEHHS, KaTO Te3H, NPHCHCTBALIM B NACTH 3a 3b0H, MOpaaAH KOETO HE ce NPenopbpvEa
H3NOI3BAHETO Ha MPOAYKTA HSMOCPEACTBEHO MPeaH WK CIIe]] MOYHCTBaHEe HA 3HOHTE.

He ce npenophuea ynorpedaTta na OeH3MAAMMHE NPH NAIMEHTH CbC CBPbXUYBCTBUTEIHOCT KbM
caTMUMAATH (HAIlpMMep alleTH/CANHMLIUIOBA KHCEMHHa H calMUuMNoBa kucennda) ik apyru HCTIBC.

BpoHxocna3zbm MOXKe f1a ObAC NMpeard3BHKAH MPH TalHEHTH, CTpajJauly oT OpoHXHaIHa acTMa UM ¢
MpeIXoAHa aHAMHE3a 3a OpoHXHanHa actMa. [IpH Te3n nauMeHTH € HeoOXO0ZUMO NOBULLIEHO
BHHMAaHHUE.

[IoMOWHH BELIECTRA

Cenrofere TOTAN JIMMOH H LUBAT OT 013 ChAbpaka HzomanT (E 953). [lauMeHTHTE C peaKH
HACAeACTBEHH NPOOIEeMH HA HEMOHOCUMOCT KbM (pyKTO3a HE TPAOBA Aa H3DOJI3BAT TOBA JICKAPCTBO.
Cenronere TOTa/l AMMOH U LBAT OT 053 CbAbpKaAT OyTHixuapokcuanuson (E 320).
Bytunxunpokcuanuson (E 320) Moxke 1a npyuyMHHN IOKATHH KOXHM peakiuu (HaIpuMep KOHTaKTeH
NePMaTHT) UIH APa3HEHe HA OYMTE H TUTABHLHUTE.

CenroJiere TOTa/l IMMOH M LBAT OT Ob3 chabpka ao 0,00075 mg HaTpuer Oexsoar (E 211) BuB Beaka
TabneTka 3a cMy4deHe. Toi Moxe na MpHYHHH JOKATHO Ipa3HEHE.

CentoseTe TOTAN NUMOH M UBAT OT Ob3 chabpska HATpui. TOBa NEKapcTBO ChABPIKA NO-MATIKO OT

| mmol HaTtpui (23 mg) na TabneTka, T.e. MOXKE /1a Ce& KaXKe, Y€ MPAKTHYECKH HE ChIbpiKa HATPHH.

4.5 BsanmogeHcTBHe ¢ JPYIH JIeKAPCTBEHH NPOAYKTH H APYru opmMH HA B3aHMOACHCTBHE

AHTHCENMTHLIH.
TabneTkuTe 3a cMyueHe He TpAOBa a ce B3eMaT € MIIAKO, 3aL0TO TO HaMas
epeKT Ha UETHUINIUPUIUHUEBHS XJOPHA.




4.6 DepTnanTeT, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT

Hama Hau vMa orpaHHYeHO KOJTHYECTBO JAaHHH 3a yroTpebaTa Ha Ha OeH3UAaMUHOB XHAPOXJIOPHA M
UETHIMHPHARHHEB XJA0PH TTPH OpeMeHHH XKEHH.

CenTonere TOTAM IUMOH M LBAT OT O3 HE Ce NPeNnophyYBa MO BPEME HA OPEMEHHOCT.

KopMmeHe

He e u3BecTHO gayin OEHIUAAMHUHOB XHAPOXJIOPHA HIK HErOBUTE METADOIHTE Ce CKCKPETHPAT Ype3
KbpMmara.

Puck 3a HOBOPOAEHOTO/1ETETO HE MOXKE Aa Ob/ie U3KJIKUEH.

Tpsabea na ce B3eMe peuleHUe, JaNH Ja CE MPEKPATH KbPMEHETO WK 14 C€ NPEKPaTH/Aa He Ce 3ano4Ba
Teparnus ¢be CenToneTe ToTaa TMMOH H UBAT OT 053, MMalKky NpeaBUA MOJI3UTE OT KbPMEHETO 3a
AETETO M MOI3UTE OT TEPANUATA 3a MalKkaTa.

4.7 EdexTn BbpXy cnocofHOCTTa 32 oPpHEpaHEe ¥ padOTA ¢ MABINHH

CenToneTe TOTAN IHMOH Y UBAT OT OBb3 HE MOB/MABA WIH NOBJIHSABA NpeHeGpexuMo crocobHOCTTA 32
wogupaHe ¥ padoTa ¢ MalIHHY.

4.8 Hexeaann JJeKapCTBeHH pPeaKI MK

- MHoro yectH (>1/10)

- YecTu (=1/100, <1/10)

- Heuectu (=1/1 000, <1/100)

- Penxu (=1/10 000, <1/1 000)

- Muoro peaxu (<1/10 000)

- C Heu3BecTHA 4ecToTa (HEe Morat 1a ObAAT NPEABUACHH OT HAIHYHHTE JaHHH).

TabsiunueH cOMCHK Ha HEKEJAHUTE peaKLUH

Penku Muoro peaku C Heu3BeCTHaA 4YeCcToTa
Hapyuienus Ha MMyHHaTa AHadunaKTHYHH
CHCTEMA peakiHy
Peakuuu Ha
CBPBX4YBCTBUTETHOCT
Hapyluexnus Ha HepeHaTa H3arapsine Ha nuraBuLaTa
CHCTEMA Ha ycTaTa
PecniupatopHu, rpbaHM H bpoHxocnazsm
MEIHACTUHATHH HAPYILIEHUS
["acTpoHHTECTHHANHH JpazHeHe Ha AHecTe3Ha HA YCTHATA
HAPYIICHHA YCTHATA NIMraByvua
JTMraBHLa
YceulaHe 3a
H3rapsHe Ha
ycrara
Hapyiwuenuns Ha kokara M ¥Yprukapud
NOAKOXKHATA ThKAH DOTOUYBCTBHTENHOCT

CboOLuaBaHe HA NORO3MPAHH HEXKENAHU PEAKLINK
ChobuwaBaHeTo Ha MOAO3UPAHH HEKENAHH PEAKLIMU CIIE pa3peliiaBaHe 3a yIo
NPOAYKT € BaXKHO. 10Ba N0O3BOJIABA Aa NMPOALIIKM HAOITIOAEHHETO HA ChOTHOLI
JIEKAPCTBEHUA MPOOYKT. OT MEAHUHMHCKUTE CNELHANUCTH ¢€ N3HCKBA 1a Chod




MOO3HPAHA HEKENlaHa peakiua upes
M3nbaHHTEIHA areHUMA NO JIEKapceTBaTa
ya. Jamaud [ pyes” Ne §

1303 Codus

te.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 Ilpego3zupane

CHMIITOMH

TokcuuHuTe NPOSBH HA Npeac3upaHe ¢ OeH3IMIAMHUHOB XHAPOXJIOPH] BKJIIOUBAT Bb30Y/1a, MbpPHOBE,
H3NIOTABAHE, ATAKCUS, TPEMepeHe y MoBpbUaHe. Thil kaTo HAMA crietudHYeH aHTHAOT, ICUCHHETO Ha
OCTpa HHTOKCUKALMA ¢ DEH3UIAMHUHOB XHAPOXJIOPUI € HUCTO CHMITTOMATHYHO.

[IpU3HaLKTE W CUMITTOMHUTE HA HHTOKCHUKALUSA, B PE3YATAT HA NOTNTBILAHETO Ha 3HAYHTENHH
KOJUYECTBA UETHIITHPHINHHER XJIOPU, BIJIKOYBAT rajicHe, MOBpbUIAHE, JUCIIHES, [IAAHO03a,
ac(PUKCH1, Clie/] NAPAIN3a HA JUXATEAHUTE MYCKYS#H, ACTIPECHS Ha LIEHTpanHaTa HEPBHA CUCTEMA,
XUNOTOHKA ¥ KoMa. JletanHara noza npu xopa e npudnu3uTenHo 1-3 g.

[ lopeneHue
Toii KaTo HAMA crieUM(DAYCH aHTHIOT, JJeUEHHETO Ha OCTPO NMpedo3HpaHe € YUCTO CUMINTOMATHYHO.

5. OAPMAKOJIOTHYHH CBOHCTBA
S5.1. dapmarkoaHHAMHYHH CBOHCTBa
(apMakoTepaneBTHUYHA rpyna: npenapartu 3a repino; ATC: ROZAX03

MexaHH3BM Ha JeHCTRUE

be€H3HIaAMHUHOB XHIPOXMOPHA € MOJIEKYJIA C HECTEPOUIHA XUMUUECKA CTPYKTYpa ¢
MPOTUBOBBL3MAINTEIHH H AaHAIFETHYHH CBOMCTBA. MEXaHM3MBT HA AEHCTBHE € AbJIKH HA
HHXHOHpPAHE HA CHMHTE3a HA [IPOCTArIAHAHHUTE U MO TO3M HAUMH A0 peAyLIMPaHe Ha JIOKATHHTE
MpU3HAaLK HA Bh3naneHue (0oska, 3aYepBsiBaHe, OTOK, IIApeHe H HapyuleHa ¢pyHKUMs ), beH3H1aMHHOB
XUAPOXJIOPH MPHUTEKABA ChIIO YMEPEH TOKAJIeH aHECTCTHUEH eeKT.

lHetunnupunuHues XJI0pU € KATUOHEH AHTHCEITHK OT FPynara Ha YeTBBPTUYHUTE aMOHHEBH
CbeJUHEHHA. In vitro TECTOBE ¢ LETHIMAPUIUHHER XJIOPHA NMOKA3BaT aHTUBHPYCHA AKTUBHOCT; HO
KJIMHAYHOTO 3HAYEHHUE HE € U3BECTHO.

KIMHHYHA ehHKACHOCT U 0€30MacHOCT

BeH3nAaMUHOB XHIPOXIOPHA CC W3NION3BA NPSANMHO 32 JieYeHHE Ha 3aDOJIsIBAHUS Ha YCTHATA KyXHHa
u dapukca. LleTHnnupuanH1eB X10pU/ € aKTHBEH CPeLLy rPaM-TIONO0KHUTETHU OaKTEPHHU H N10-MAaJlKO
aKTHBEH CpeLly rpaM-OTpHLIATEIHH DAKTEPHH W 3aTOBA MPHTEXKABA ONTHMAIHO AHTHCENTHYHO U
DaxkTepuLaHO nelcTBHE. TOH CHUIO UMa aHTUMHKOTHYHH CBOHCTBA.

[Tpu niaue6o KOHTPOJIHPAHO KJIMHHUYHO NpoyuBaHe ¢be CenTosieTe TOTAN JHMOH W UBAT OT Ob3
Ha4yanoTo tia o0nexkuaBaHe Ha OosikaTa (HaManaBaHe Ha DOE3HEHOCTTA HA IbPSOTO H PEAYLMPAHE Ha
OTOKa Ha rbpAoTo) ce Habsmonaea ciea okono 15 MUHYTH ciep ynoTpeba Ha Tab;aeTkara 33 CMyUEHE U
MPOIB/BKUTENIHOCTTA HA ACHCTBHE € 10 3 vaca.

5.2 Q@apMakoKHHETHYMHH CBOHCTBA

Adcopluusg
OT ABeTe aKTUBHH BELLECTBA, UCTHINHPHAHHUEB X10pya H DEH3UIAMUHOB XHP
OCH3MNAMHUHOB XHAPOXIOPHA ce abcopOupa. 3aToBa LIETHINHPHAWHHER XJIOPHL
(papMaKOKHHETUUHH B3aHMOAEHCTBHA ¢ ODEH3MAAMUHOB XHAPOXJIOPHI HA CHCTE
AbcopbuusaTa Ha OEH3HAAMHHOB XUAPOXJIOpU Hpe3 opodaprHrealiHa IHrasuua




OTKPHBAHETO HA KOJIHUYECTBA OT aKTHBHOTO BELUECTBO B CEPYMA, HO T€ BCE NAK €2 HEAOCTATHYHH 32
MOJIYYABAHE HA CHCTEMHH e(eKTH.

Obaue, HeH3MAAMUHOBHAT XHAPOXAOPHA ce abcopOupa ciien CUCTEMHO NPHIAOKEHHE. 3aTORa
aOcopOuMaTa Ha DEH3UTAMHHOB XUAPOXAOPH] € NMO-BUCOKA NMPH (hapMailleBTHUHH OPMH, KOUTO C€
pa3TBapAT B yCTaTa, B CPABHEHHE C JIOKATHO NPHIOKEHHE (KaTo CNIPEeH 3a YCTHA JIMraBUila).

Paznpenenetie

[1pH JOKaIHO NpWIOKEHUE Ha OCH3UMAAMHH C€ YCTAHOBABA, Y€ TOM CE HATPYNBA BbB Bb3NAJICHHTE
ThKaHM, KbASTO, NOPAaM CNOCOOHOCTTa My [1a MPOHHKBA B €MKHTETHATA OOBHMBKA, IOCTHIA €PEKTHBHH
KOHLICHTPALIKH.

EnumuHuUpaHe
ExckpeuuaTa Ha O€H3HIAMHH Ce€ U3BBLPLIBA IVIABHO YPE3 YPHHATA H B MO-rOJIAMaTa CH 4acT, noa
¢opMarTa Ha HEAKTUBHH META0OJIUTH.

5.3 IIpeak/HHHYHH JAHHH 332 0€30NMacHOCT

npe,[ll{J'IHHH'-{HHTe DAHHH HE ITOKA3BaT CINELHAJIHH PUCKOBC 34 YBPEKIAHC Ha Xopara Ha OCHOBAaHHC Ha
[IPOBCACHHUTC KOHBCHLUHOHATHH NMPOYYBAaHHKA 34 6E3DHHCHOCT, TOKCHYHOCT APpH MHOIMOKpPAaTCH IIPpHCM,
FrCHOTOKCHYHOCT, KAPUHHOINEHEH MOTECHUHAT, PEIIPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT BBPXY
PA3BHTHCTO.

6. @®APMAIIEBTHUYHH JAHHU

6.1. CHnHcHK HA NOMOINHHATE BEeHIECTBA

Mac10 oT NHTHBA MEHTA
JleBOMEHTO1

Cykpanosa (E 955)
JInmoneHa kucenuna (E 330)
Hzomant (E 953)

Apomart Ha uMTpyc (cbabpxai Oyrunxuapokcuannzon (E 320))
ApoMmar Ha UBAT OT OBb3

KypkymuH (E 100) (cbabpsxaw; Hatpuer 6en3oar (E 211))
Meanu komniexcu ot xuiopodunudu (E 141) (ceabpxa HaTpHid)
6.2 HecsBMeCcTHMOCTH

Henpunoxkumo.

6.3 Cpok Ha rognocr

4 roariHH

6.4 ChonendajaHu yc/10BHA HA cCbXpaHeHHe

ﬂﬂ C€ CbXpaHABA B OPHIr'HHA/THATA ONAaKOBKa, 3a Jd C€ IIPEANAa3H OT CBCT/IMHA.
To3u JEKAPCTBCH MPOAYKT HE H3HCKBA CNCUHATHH TEMNCPATYPHH YCNIOBHA HA CbXPAaHCH

6.5 Buia 4 chabpKAHHE HA OMAKOBKATA
baucrep (PVC/PE/PVDC//AL): 8, 16, 24, 32 nnu 40 TabneTkH 3a CMyU€HE, B KyTHH.

He Bcuukn BUAOBE ONakoBkv MOraT Aa ObAaT MycHATH Ha raszapa.



6.6 Crneuna/HH npeanasHH MEePKH NPH H3XBbpJ/IAHE

Hewu3nosa3paHuAT JIEKAPCTBEH MPOAYKT HJIH OTNAABYHHUTE MATEPHAJIH OT HEI'O T’pﬂﬁBa Aa CC UBXBbPJIAT
B CbOTBETCTBHEC C MCCTHHTC U3UCKBAHHA.

Te IMPUTEXATEJI HA PASPELIEHHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, gmarjes‘;ka cesta 6, 8501 Novo mesto, CiroBeHuUd

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per. No: 20170331

9. JATA HA ITBbPBO PA3ZPEHIEHHME 3A YIIOTPEBA/TIOJHOBSIBAHE HA
PASPEIIEHHUETO 3A YIIOTPEBA

JlaTa Ha nbpBo paspewasane: 01.11.2017
JlaTa Ha NocJieAHO NOAHOBSABAHE:

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

24 Mai 2023




