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U3MbAHWTENHA ATEHUIA 1O REXAPCTBATA

Kpamka xapaxmepucmuka Ha npogysmd - Mpurowenue 1
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L. HMME HA JEKAPCTBEHUSA ITPOAYKT L PBZ, N& srensesr o i iartosrs ot
L&/ A7 S f- €0 7Y
Cenrronete Totan eskamunT 3 mg/1 mg tabnerky 3a cMyquFaapewenue Ne L2 O e
Septolete total eucalyptus 3 mg/! mg lozenges ) 2 "_"_m
OpNARAHUE NE o sensenerp S :

2. KAYECTBEH M KOJJMYMECTBEH ChCTAB

Besixa Tabnerka 3a cMyueHe ¢babpxka 3 mg GeH3uAaMMHOB XHAPoxJIopHn (benzydamine
hydrochloride) u | mg nernanupnaunnes xnopun (cetylpyridinium chioride).

TIoMOIIHM BeUIECTRA ¢ MIBECTEH edexT:
- m3omani (E953): 2471,285 mg/Tabnerka 3a cMydene

3a BAHYA CITHCBK HA NOMOLIHHTE BEIECTRA BHXKTE TOUKA 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnerka 3a cMydeHe

Kpvray, cunso-Genu 110 CHHH TabneTKu 3a CcMyUeHe Cbe CKoceHH phlose. Moke 1a uMa BHIANMU
Majiky ApackoTuHH. J{HaMeTsp Ha TabreTkarta 3a cMyuene: 18,0 mm - 19,0 mm, aeenuna: 7,0 mm ~
8,0 mm.

4. K/MHHIHHA JAHHU

4.1. TepaneBTRUHH NOKAZAHHNA

CenrrosieTe TOTAN €BKATHNT € MOKA3aH TIPY BL3PACTHY, IOHOLIY K Jeua Hal 6-roJuuIHa BL3pacT, 3a
JIPOTHBOBB3MAWTENHO, 00€300IABALI0 i AHTHCENTHUHO JIEHYEHHE HA BB2NANEHHS B IBPIOTO, YCTATA N
BEHUNTE, [IPH FHHIUBHT HPPHHIHT.

4.2 Jlo3upoBKa ¥ HAYHH HA DPH/IOKEHHE

EOSHQOBK&

Buapactun: [Ipenopsuvtentara 103a € 3—4 1abaeTu 3a cmyyeHe Ha neH. Tabnerkara 3a cMydeHe
TpAOBA na ce pasTeapa OaBHO B yeTaTa, BeekH 3 10 6 uaca.

IManuenTu B cTapHecka Bh3pact: [Ipenoprunrenara 103a € CbINATa KaKTO NPy BH3PACcTHU.

Hleduampunna nonyrayus

HOuown wap 12-ronumua su3pact: [Ipenopbunrendara 503a ¢ 3—4 1abiieTKH 3a cMy4eHe Ha JeH.
TabneTkara 3a cMyuene TpsaOBa 1a ce pasrsapa 0aBHO B ycTata Beexy 3 110 6 vaca.

Heua o1 6 20 12-repnmna puapact: NpenopbunTtentara no3a ¢ 3 TaGAeTKy 38 CMyUEHE Ha JeH.
Tabnerkara 3a cMyuene TpaOBa Aa ce pasteaps GaBHO 8 ycTata Beekd 3 1o 6 uaca.

Heda, no-MaIKH o1 6-roanmua Bhapact: CenTonere TOTal eBKATHNT & MPOTHBONOK
oA 6 roiMiiHA BbL3PAcCT.

3a ormrHMaeH ecbcfc'r, HE ¢€ NIpenepLYBa H3NON3BAHCTD HAa NPONYKTa, HEMOCPSACTBEH
CAed HOYMCTBAHE Ha 3h0MTE.




Tocouewara no3a He TpaGBa aa ce npesHinaes,

Cenrosiere TOTAT €BKATHITT MOYKE A2 C€ W3NON3BA 3a NepHOA A0 7 AHH.

Hauuu Ha opuioxenue
Talnerkara 3a cMy=ene Tpsa6Ba na ce pasTeaps OaBHO B yeTaTa BCekH 3 A0 6 waca.

43 Hporueonoexaiannn

CEpBoXHYBCTBATENHOCT KbM GKTHBHUTE BELLECTBA HIIH KbM HAKOM OT NOMOIHHTE BEINECTSA,
n3bpoenu B Touka 6.1,

Heua na Bn3pacT nox 6 ronnbu, Thii kato GapmaueeTHuHaTa Gopma He e NOAXOANNIA INPY Ta3K
BB3PAcTOBA rpyna.

4.4 Cpennaann upenynpexieHus ¥ peInasHy MEPKH Upn ynorpeba

Cenronere Toran eBKANMNT He TPAOBA 4 ce W3NMOA3Ba foseue OT 7 JHU. AKO Hama 3a6enenumMu
peaynTaty cnen 3 AHu, TpAOBA 1A Ce HOTHPCH KOHCYITauus ¢ aexap.

H3nonapaneTo Ha npenapatu 3a JOKANHO TPUROKEHEE, HO~CIIELMATHO 38 IPOLBIDKUTENSH IEPHO/ OT
BpeMe, MOXKE [1a IoBeAE A0 ceHCHOuNH3auuna, B KolTo cayyail neyennero TpaGea aa Gwuie cnpsaHo U Aa
32I04Ke NOAXOALA TEPANHA.

CenTonere TOTan EBKANMOT HE T[JHGB& Ja C€ U3MO0N2ea B KOMOHHALKA ¢ AHHOHHH CheNUHCHHA, KATO
TE3H, IPUCHCTRAILHM B iTACTH 3a 31:6H, NopajgH KOeTo He C¢ NPENnopbYBa H3NON3BAHETO HA NPOAYKTA
HENOCPENCTREHO MTPEAH HWilH CACH NOUHMCTBAHE HA 0OuTE.

Cenrrostete ToTan esKanunT chabpra uzoMany (E953). [Tauuentnte ¢ peaku HacreacTaeHu npobaemy
HA HETIOHOCHMOCT KbM QpyKTO3a He TpaDOBa Na W3INOA3BAT TOBA NEKAPCTBO.

4.5 BiaumonciicTRHE € APYTH NeKAPCTBEHH NPOAYKTH U ApYTH POPMH Ha B3auModeilcTBE

CerrofieTe TOTan €BKANHNT He TPAOBA [a C€ W3NON3BA €AHOBPEMEHHO C APYTH aHTUCEITTHIH,
Tabaetkute 32 cMyyeHe He TpSOBA 1a e B3EMAT © MITAKO, 3alllOTO TO HAMANFBEA AHTUMHKPOOHHS
edreKT Ha LETHATTHPHINHHEBHS XIOPHA,

4.6 DepTuanrer, HpeMeHHOCT K KbpPMeHe

bpeMeHHOCT

Hama nnp vMa orpanMueHo KOMUECTRO JAHHH 33 yitorpebaTa Ha Ha DEH3BAAMUHOB XHAPOXJIOPHS U
LETHIHMPUIMHHEB XNOPUA NPU OPeMeHHY JKEHH.

CenTosiere TOTAN ¢BKANUNT He Ce [1PeNopbYBa M0 BpeMe Ha DPEMEHHOCT.

Kbpmene
He ¢ u3pecTrio fanu GeH3MIAMUHOB XHAPOXIOPH]L HIIH HETOBATE MeTADONUTE Ce EKCKPETUPAT Ype3

KbpMaTa.

Puck 3a HOROPOACHOTO/ACTETO HE MOKE Aa ObAE HIKTIOUEH,
Tpabsa na ce B3eMe peliende, Janu Ja ce NPeKpaTh KbPMEHETO WM fia Ce NPEKPaTH/Aa HE ce 3arouaa
Tepanug cbe CenToneTe TOTAl €BKATHNT, HMaliki NPeNBUIL TONZUTE OT KbPMEHETO 3a A :
NON3NUTE OT TepanuaTa 3a Maiikara. :

4.7  Edexrn pppxy criocoGrocTTa 22 mopupave ¥ pabora ¢ Mamunn

Cenronere ToTan eBKaTUIT HAMA HJIA UM HE3HAYMTENHO BIIMAHHE BLPXY criocobH .4
modupane i paboTa ¢ MalHHR. \/d
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4.8 Hewxkeaans JeKapcTBEeHH DEAKUA

- Muoro uyectu (>1/10)

- Yectu (>1/100, <1/10)

- Heuectn (>1/1 000, <1/100}

- Peaxu (>1/10 000, <1/1 000)

- Muoro penxs (<1/10 000)

- C HewspecTHA YecTOTa (He MOrar aa 6bAaT MPEABHACHH OT HANMYHKTE NAHHM).

Tabsiiyen clMCBK HA HEXENAHNTE PEAKUMHA

Peaxu MHoro peaxu C HeusBecTHa YyecToTa
HapyweHus Ha uMyHHaTa AHa{unakTR4HYA
cucTema PeAKUHH,
Peakiind Ha
CBPBLXHYBCTBHTEAHOCT
Hapyinenud Ha HeprHaTa Harapase na nurasuuata
cHcTeMa Ha yCcTaTa
AHecTe3Hs Ha yeTHaTa
JIHraBuLa
PecnupatopHH, rpbiHH u bponxocnazbm
MEQHACTHHANHY HAPYLUSHHA
lacTpornTecTuHANHK Jpasnene na
HapyuIeHNs yCTHaTa
JMrapula
Ycemane 3a
W3rapsHe Ha
ycTaTa
Hapyuienws Ha koxkata YpTHKapHs
TOAKOKHATA THKAH DoToYYBCTBHTENHOCT

Crobfuiagaye Ha 0J03HPAHN HEXENAHH DeaKIHH

CpobwasaHeTo Ha MOJO3MPaHH HEXe/1aHH PEaKLMK Clie]| Pazpelllasare 3a yrotpeba Ha lekapcTseHus
NPOTYKT € Bakro. ToBa Mo3BOAABE Ja NPOAB/LKH HABIIIONEHHETO HA CHOTHOUIEHHETO TONI3a/PHCK 32
JIEKapPCTREHNUS NPOAYKT. OT MEAHLIKHCKHTE CRELMANHCTH ¢ M3HCKBA J1a CbobIIaBaT BeaKa
MOAO3HPaHA HEXENAHA PEaKLIMA YpPes

M3nbHETENHA aFeHIUA NO JIEKApCTBATa

yi. ,Jdaman I'pyen” Ne 8

1303 Cotus

Ten.: +359 2 8903417

yebealit: www.bda.bg

4.9 [Iipeposupane

Cumnromu
Toxcuynnre npossy Ha npeaosupane ¢ HeHIMNAMHHOB XHAPOXIOPH] BKIIOUBAT 81,30y A4, MbpHOBE,
H3NIOTABAHE, ATAKCHA, Tpeliepede 1 nospbiiane. Toil kaTo HAMA cneudUUEH AHTHAOT, JEHEHHETO Ha
OCTPA MHTOKCHKALMA ¢ OEH3IHAAMHHOB X#APOXIIOPUA € HUCTO CHMIITOMATHUHO.
Hpnzvauyre ¥ CUMNTOMUTE HA MHTOKCHKAUAA, B PE3YNTAT HA NOINBLUIAHETO HA 3HAUMT
KOMUYECTBA LETHINHPHAWHUEE XIOPU, BKTIOYBAT FaAcHE, NOBPBIHAHE, JTUCIHES, 1
acthukcH, Ce Napany3a Ha IMXATENHUTE MYCKYIIH, AENpPecH Ha LEHTPAIHATa
XUMIOTOHHUA # KOMa. JletannaTa no3a npu xopa € npuGnnzurenno 1-3 rpama.

Hosenexnne }.
THi Kato HAMa clieldUHE aHTHIOT, JISUEHHETO HA OCTPO NpeIoiupane e YuC b\cy}
\
%



5.  ®APMAKOJIOrHYHH CBOHCTBA
5.1. MapmakoIAHAMHAYHEA CBOHCTBA
GapmakoTepanesTHuHa rpyna: npenapary 3a rypao; ATC xoa: RO2AX03

Mexanuanm Ha JeficTrre

beH3nnaMuHOB XHAPOXIOPHE € MOJIEKY/IA C HECTEPOHARA XHMHYECKA CTPYKTYPA ©
HipOTHBOBLINANUTEIHH H AHAITETHYHE cBOCTBa. MexatuaMbT Ha JelicTBHE ce NbJDKH Ha
HHXMOMPAHE Ha CHHTE3A HA NPOCTATNAHAYHHTE H 10 TO3H HAYHH 0 PelyUrpaHe HA TOKATHYTE
NMpU3HaLM Ha Bh3naienve (Bonka, 3auepBABAHE, OTOK, MapeHe it HapyweHa dyukuma). BeHzuaamMunos
XHAPOXTIOPH NPUTEKABA ChILO YMEPEeH NOKANeH asecTeTiqeH edekr,

Hermranupuanues x1opui e KATHOHEH AHTHCEIITHK OT (PYMATa HA YETBLPTHUHHTE AMOHHEBH
ChbeAUHEHHA. I vilro TECTOBE ¢ LETUANMPUIWHHEB XNOPHI NOKA3BAT @HTHBHPYCHA AKTHBHOCT, HO
KIHHHYHOTO 3HAUEHHE HE € U3BECTHO.

Knunuyda edkactoct # GesonacHocT

beH3naaMrHOB XBAPOXJIOPHA €€ U3NON3BA NPEIHMHO 32 JIeuerne Ha 3a60NABaHMA Ha YCTHATA KyXUHA
u dapukca. LieTHanupHAHHHER XI0PHA € AKTHBEH Cpelly rpam-NIOIoKHTEARY BAKTEPHH H N0-MATIKO
AKTHBEH Cperi(y IpaM-oTpHuaTe Hl DakTepyy H 3aT0BA NPUTEKABA ONTHMAIHO @HTHCENTHYHO B
SaxTepHuMHo AedicTare. Toll CHEIO MMA AHTHMHMKOTHYHM CBOHCTBA.

[Tpu nnaue6o koHTPONHPaHO KAMHKUYHO NpoyyBaHe c¢he CenToNeTe TOTAN EBKATRIIT HAYANOTO HAa
obsiexyapave Ha fonkara (HamManspaHe Ha GO/E3HEHOCTTA HA IHPIOTO M PEAYLHPAHE HA OTOKA Ha
CHPAOTO) ce HabMoaaBa ciler 0kono 15 MunyTH cien ynotpeGa Ha TabjleTKaTa 38 CMyUuEHE H
NPOABLMKUTENHOCTTA Ha AeficTBue e 1o 3 yaca.

5.2 dapMakoKHHETHYHH CBOHCTBa

Abcopbuns
OrT JBeTe aKTHBHY BELIECTBA, LETHNNHPHARHHED XIOPHA ¥ DEHIULAAMUHOB XHAPOXIOPUL, CAMO

GenszuaaMyuHoB XUAPOXIOpHA ce abcopbupa. 3aT0Ba LETWIIHPHANHHER XNOPULL HE MOKA3RA
papmMakOKHHETHYHN BIAUMOJEHCTBHA ¢ HeH3HIaAMHHOB XHAPOXIOPHUA Ha CHCTEMHO HHBO,
AbBcopbunsTa Ha GeH3UAAMUHOS XHAPOXJIOPHA pe3 opohapHHIealiHa IIaBHIlA Ce SOKA3BA Upes
OTKPHBAHETO HA KOJIMYECTBA OT AKTHBHOTO BELIECTBO B CEPYMa, HO TE BCE NAK Ca HEAOCTATBYHK 34
NOJIyYaBaHe Ha CUCTEMHM edekTH.

Obaue, GenzunaMHHOBHAT XHAPOXTOPHS ce abcopbupa cel CACTEMHO NPHIOKEHHE. 3aToBa
abcopOupsTta na GeH3HIaAMAHOR XKIPOXIOPHA € N10-BHCOKA NpH HapMaueBTHHY GOPMH, KOUTO Ce
Pa3TBapAT B YCTATA, B CPABHCHUE C NIOKATHO NPWIOKEHHE (KAaTO CIIPEi 3a YCTHA NHTABMIA).

Pasnpenenenue
Ob6emuT Ha pasnpe/ieneHue e eAHAKDE NPY BCUUKH GapMaleBTHUHH GOpMY,

Enumnnupane
Exckpeussra ce u3pbpLIBa rIABHO YPE3 YPUHATA W B [I0-TONAMATA CH QACT, NOJ, topmara Ha

HeAKTHBHE MeTabonuTH. [TONYKUBOTBT K CHCTEMHHS KIAMPBHE Ca CXOAHM NIPH BCHUKY
dhapMaLeBTHYHH (GOpMH.

5.3 HlpeakanHHSHA ARHHH 33 He300aCHOCT
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TpeaxnuHyuHATE JaHHH HE NOKA3BAT CHEUMATHN PUCKORE 33 YBPEHIAHE HA XODAaTa 8 BH@@&;\{\
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NPOBEACHNTE KOHBEHLUHOHATHH [IPOYYRaHKH 23 6e30NaCHOCT, TOKCHUHOCT IPH MHQ, K@Teﬁ’ﬁpneqf% ENY
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FEHOTOKCHYHOCT, KAPUMHOTEHEH NOTEHINAN, PENPOAYKTHBHA TOKCHYHOCT H TOKCHAUBGF BAPNY
£
Pa3BUTHETO. : 0

Or npoy4saue 3a patMOKATHOCTTa Ha KOMOHHALMATA OT IBETE AKTUBHH BEWICCTBA, CTAHAAC

NPONYKTLT HMa ONTHMAIHA ROHOCHMOCT H JHIICA Ha TOKCHRROCT. M3NHTBaKISITa 32 TOHOCHMOCT o,
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BBPXY KHBOTHH C KOMOUHALHATA Ka GeN3UIaMMHOBOR XHIPOXAOPH U UETHIMHPMANHHES XI0PH)
noxaseat nodup npod i Ha MOHOCHMOCT. BEH3HIAMMHOBOB XHAPOXIIOPHA ¢ LETHATTAPHAMHHER
XnopHA B koMOUHALINA, HE Ca JOBEIH A0 MPOMEHH B YpeBHaTa GakTepuamya diopa.

Jokazano e, ue GeH3MNAMUHOROB XHAPOXIOPHA ¥ LETHNNUPHIMHYER XJ0PU B TAGRETKA 3 CMyUeHe
e noHacaT nobpe OT NALKEHTH, Thil KATO HE € MPHUMHIRAT TOKCHYHM eheKTH, NOKATHO UK
CHCTEMHO.

6. PAPMAHNEBTUMHHA JAHHHA

6.1. Cndcek HA TOMOBIHATE BEU1ECYBA

EBKaTHIITORO MACHO

Jlesomenron

Jlumonena xvcenvna (E330)

Cyxpanosa (E955)

Hzomam (E953)

bpunaurho cunro FCF (E133)

6.2 HecnBmecTuMoCcTH

Henpunoxumo.

6.3 Cpox Ha rogHOCT

4 ronKHu

6.4 CuenMaium yCIOBHA Ha ChXPARCHRAE

Ja ce cuXpaHsBa B OPMrUHAIIHATA OMAKOBKA, 3@ A4 CE NPEANA3N OT CBETIHHA,
To3u NeKapeTBEH NPOYKT HE H3UCKBA CICLHATHE TEMIEPATYPHH YCIIOBUS Ha ChXpaHeHue.

6.5 B#aanr chabpxande HA OUAKOBXKATA

banctep (PVC/PE/PVDC//AL): 8, 16, 24, 32 wnu 40 TabiieTkn 32 cMyHeHe, B KyTHs.
He scuuki BHAOBE ONAKOBKH MOTaT Aa ObAAT NMYCHATH Ha na3apa.

6.6 Cnennaauy NpeANAsHH MEPKH OPH HIXBLPIAAHE

Hama crieunanty n3HexkBaHus.

7. HPATEXATEJ HA PASPEIHEHHETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, ﬁmarje§ka cesta 6, 8501 Novo mesto, Cnoeenus

8. HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEBA

Per . Ne: 20150283

9. JATA HA IBPBO PAIPEIIEHME 3A YIIOTPEGAMIOAHOBABA
PASPEHHIEHHETO 3A YITOTPEBA




Jlata Ha nbpeo pazpeiasane: 12.08.2015

JlaTta na nocnenHo nogHosssane: 19.02.2021

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA
9 Hoemepwu 2022

[Tonpobua undopmaums 3a ToBa JlekapeTBo € NpefocTaBena Ha yebeaiita Ha UsnbanuTe Ha Arenims
no nekapcreara (MAJT) http://www.bda.bg.



