MINMLHATENHA ATEHUAS NO IEKAPCTBATA

1. UME HA JEKAPCTBEHHSA ITPOAYKT

2. KAYECTBEH H KOJTNMYECTBEH ChCTAB

Bcesika TabieTKa chabpika aKTHBHOTO BEICCTBO OEH3M/IaMUHOB XuApoxaoph (benzydamine
hydrochloride) 3 mg, ekpuBaneHTen Ha 2,68 mg Genzuaamuu (benzydamine)

3a bAHUA CNHCHK HA TOMOIIHUTE BELIECTBA, BHKTE TOUKA O.1.

3. JIEKAPCTBEHA ©®OPMA

TadneTka 3a CMyUeHe.
[Monynpo3spauHy, 3¢N€HH, ¢ KBaJjpaTHa opma TAdNETKH, ¢ KyXHHa B Cpe/laTa H THITHYMCH BKYC Ha MEHTA.

4. KJIMHAYHHA JAHHH
4.1 TepaneBTHYHH NOKA3AHHA

CuMOTOMATHYHO Jie4yeHne 3a oOnekuaBare Ha Gonkata npyd O0ONe3HCHH RB3NANCHHA HA YCTHATA KYXHHA H
rbPHOTO.

4.2 Ho3npoBKa H HAYHH HA NPHIOKEHHE

ﬂOBH POBKa

[1o eana rabnetka 3 NbTH Ha ACH.

JleueHdeTo He TpAOBA Aa NpeBUiaBa epuod oT 7 AHH.

[Mopaau nekapcTeeHata My (opma, npunaraieTo Ha Oen3uaamuH TabJeTkd 3a CMy4eHe Ha Aeua noa 6
FOAAMHK HE Ce NPEenopbYyBa.

[TpunoxeHueTo npu aeua Mexay 6 u |l roauHu aa 6bae noa HabNIOACHUETO Ha Bb3PACTEH.

HauuH Ha npuhoxeHne
Opomyko3n0 nipunoxkeHue. TabneTkara 3a cMyveHe C€ 0CTaBs Ja ce CTOIH B yCTaTa.

4.3 IlpoTHBONMOKA3AHHA

CBpbXHyBCTBATS/THOCT KbM AKTHBHOTO BEUICCTBO MK KBM HAKOE OT MOMOILUHHTE BEIIECTBA, H3DPOECHH B
TOYka 6. 1.

4.4 CpoenqHaJnH npeaynpexacHus H nNpednasid MepKH NpH ynorpeda




HsnonsBaHeTo Ha GEH3UAAMHKH HE c€ NpenopbHBa TIpH HALHEHTH CbC CBPEXUYYBCTBHTEIHOCT KbM
cAIHLMIOBA KMCEJIHHA H/AITM APY Y HECTECPOUAHH NPOTHBOBB3MATIUTENHH CPEACTBA.

ToBMLIEHO BHUMAHHE € HEOOXOAUMO TIPH NMAUKHEHTH ¢ DpoHxnaJna acTMma, Thil KaTO € BE3MOXKHO
pazsuTHE Ha OPOHXOCNA3EM NpH Ta3K rpyna nauHeHTH.

[ToMoLHy BELIECTBA

ToBa NeKapCTBO ChAbPXKA aCnapTaMm, KoiiTo € u3TouHuk Ha deHnnananun, Moxe na HaBpeK Ha
NAUMEHTH ¢ PEHNNKSTORY PHs, PAAKC FEHCTUHHO safonaBaHe, NPH KOETO CE€ HATPYNBA peHuIaNaHiH, ThH
KATO OPraHH3MbT HE MOXE 1 IO OTAE/S PABUIHO.

[lauseHTy ¢ PEJKH HACIeACTBeHN npobieMH Ha HEMOHOCHMOCT KbM (PPYKTO3a HO TpaGBa na npuemar
TOBA NEKAPCTBO.

Tora N€KAPCTBO ChAbPXKA apOMAaT ¢ GEH3MIIOB AAKOXOJ, LIMTPAJ, LHTPOHENO, TEPaHKo.l, €BIEHOJ,
ninanoon # d-JTIMMOHEH, KOUTO MOTaT Aa IPHUHHAT ANCPritnt peaxkuu.

Topa A€KapcTBO CbAbPKE Oy THIAXHAPOKCHAHK3O, KOTO MOJKE 14 TIPHUMHI APAIHCHE HA JINTABRLUTC.
4.5 BiapMomelcTBHE C APYTH JeKAPCTBEHA NPOIYKTH B Apyra hopMi HA B3aHMOICHCTBHE

He ca n3BECTHH.

4.6 DeprnanteT, OpeMeHHOCT U KbpMEHe

JIVOCRAT wil WMa orpasuyedu JaHHu OT ynoTtpebara Ha beH3uaaMiH TpH GpeMCHHH H KbPMELLHA KEHH.
He e n3BECTHO AAMM GEH3HAaMHH/META0OINTHTE C€ SKCKPETHPAT B KbpMaT4.

[lpoyuBaHUATA OPU KHUBOTHH TIPE3 nepuoda Ha OpeMEHHOCT U KbpMEHE ca HenocraTbyHH (BK. TOUKA 5.3),
Nopajii KOETO NOTEHLIHATHHUAT PHCK 33 GpEeMEHHMTE H KbPMELIUTE KEHH HE MOKE /3 Objle YCTAHOBEH.
Tantym Bepae He Tpsabsa qa ce npunara no BpemMc Ha HpEeMEHHOCT H KbpMEeHe, OCBEH aKO KINHHUYHOTO
CLCTOSAHKE HA JKEHATa H3HCKBA NieyeHue ¢ OeH3HIaMUH.

4,7 Edextu BLpXy cnocofHOCTTA 32 wodupane H padora ¢ MANIAHH

JIOKaNHOTO NPHIIOXKEHHE Ha TanTyM Bepzie B npenoppHnTeiiy 031 HE [OBAUARA CIOCOOHOCTTA 33
wodrpane ¥ paboTa ¢ MALINHH.

4.8 Hexe/1aHM JIeKAPCTBEHH PEAKITHH

Usnon3pana € cnefnarta knacHdukalus no HecToTa Ha HeXeNaHuTE JIEKAPCTBEHU peakury.

Muoro uectu (> 1/10), Yeetu (= 1/ 100 o <1/10), Hevectu (2 1/1 000 zo <1/100), Peaxu (=1/10 000;
<1/1 000) u Muoro peaku (<1/10 000)

CTtoMalHo-YpeBHU HADYIUCHHA
Peoru: TlapeHne, CyxoTa B yCTara

Hapyuienysl Ha HMYHHATA CHCTEMA
C neuseecmna wecmoma: AHadbUnaKTHUHH peakuuu, peakii Ha CBPBXUYBCTBUTENH

PecnypaTophy, (PHAHA N MEAHACTHHAIHH HapyLUeHWs
Mhuoeo peoxu: JJApHHTOCIA3bM




HapyuieHus Ha Ko)Kara ¥ NOAKOKHATA ThKaH
Hevecmu: CBeTnOUyBCTBATENHOCT
Mnozo peoxu: Anrnoeaem

CrobuasaHe Ha NOAO3MPAHN HEXKEIAHH pPeaKlHH

CboO1IaBAHETO HA MOJO3UPAHM HEXCNAHW PEaKifHK CIeJl paspelnaBaHe 3a ynoTpeba Ha ieKapCTBCHMA
NPoayKT € BakHO, ToBa No3BonsBa Aa NpoALIDKY HAOMIOJCHHETO HA ChOTHOLIEHHETO [OJ3a/pUCK 33
NEKAPCTBEHAS TPOAYKT. OT MEAMUHHCKMTE CHELUHANHCTH C€ H3UCKBA Ja ChOOILABAT BCAKA NOAO3HPAHA
HeXXeNnaHa peakLUya Ype3 HauMOoHallHa CUCcTeMa 32 chobulaBade: M3NkIHUTENHA areHlIHA MO J1€KapcTeara,
ya. ,.,Jamsn Upyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaitT: www.bda.bg.

4.9 Hpenosupane

He e W3BecTeH pucK OT ripeaosupane ¢ NekapcerBenara popmMa rabaeTky 3a cMydeHe. Brnpeku ToBa,
MHOT'0 PSJAKH CUMOTOMH HA NMPEO3UpaHe, Kato Be30yAa, KOHBYJICHH, H3NOTABAHE, aTAKCHIA, TPEMOP,
NOBpbLUaHe, ca Hab/IIoAABaHN TIPH Jlela CJIe]l NEPOPaIHO NPHIIOKEHUE Ha OSH3HWAaMHAH B JIO3H € OKOJIO
100 nbTH 10-BHCOKH OT Tazu B Tabaerkara.

B cayuanTe Ha oCTPO Npeaosnpale camo CUMITOMATHYHO NIEUeHHe € Bb3MOXHO. Tpadsa na oOvje
NPEAH3BHKAHO MOBPBILAHE MITH CTOMALIIHA TIPOMHBKA, CIIC KOSTO NALHEHTHT Aa ObAe BHHMATENHO
HabmoAaBaH nNpy noaxoasiio aeucHue. Tpsabpa Ja Obae NOAABPKAHA NOAXOAALIA XHAPATAUHA.

5. ®APMAKOJOIMYHA CBOHCTBA
5.1 dapMaKoIHHAMAYEH CBOHCTBA

dapmakoTepaneBTiuHa rpyna: JIuxarenya cMcTeMa, ApYyrH fipenaparH 3a JeueHue Ha ropao, ATC koa:
RO2AX03.

Knyun4ynure MpoyyBaHKA AOKa3BaT €PEKTYBHOCTTA Ha DEH3INAAMHH BBPXY JIOKATHOTO OTHULIC Ha

BBE3NAJNCHUETO B YCTHATA KyXHHA W hapuHkca. bensuaaMuH npuTexaga yMepeH JiokajeH 00e300.1sBalL
eeKT.

B paHAOMU3KMPAHO, AKTHBHO KOHTPOJNHPAHO KIWHHYHO H3NUTBaHE € HabntoaaBaso IbPBOHAYANIHO
HaMansABaHe Ha Oonkara | MUHYTA ClleA IPHIOKEHHE Ha ena TabJaerka 3a cmyueHe ¢ 3 mg Hen3u1aMHH
npu 8§7% OT NalMeHTUTE C OCTPO BL3NANEHO I'bPio, Kato A0CTHra 91% OT NAUMEHTHTE CNEN 2 MUHYTH.
Cnen 15 MUHYTH OT HpUAOKEHUETO € HabJoaaRaHo 3Hauntento obnekyapane Ha GoJikaTa npH
npubansutenso 83% or nannenture, Habniogasanu ca colijo Moa00peHna Npu 3aTpy.JHEHOTO

[PerablUIaHe W Ha YCellaHeTo 3a noaysane. [loTebpxaaea ce MHoro aodpua npodun xHa 6e30nacHoCT Ha
OeH3MLaMuH.

5.2 DapMaKOKHHETHYHH CBOHCTBa

AGcopOunsTa npes MyKo3aTa Ha yeraTta u (papHHKCa Ce IOKA3Ba ¢ HATMYHE Ha U3MEPUMH KOHIECTBa
OeH3nAaMuH 8 YOBEIIKUA cepyM. JIBa yaca ciiel npuemane Ha TabneTky 3 mg, HUBOTO Ha Oe
poctura 10 37,8 ng/ml ¢ 367 ng/ml AUC. Benpeku ToBa, cepyMHHMTE HiiBa Ca HUCKH H H
(PapMakoJOruYHu CHCTEMHH eexTH. JIeKapeTBOTO C& eKCKPETHPA MIABHO YPE3 YPHHAT
METADOJIMTH M CLEAMHEHNA.

I1pu noxanHoTo My npunarane Oen3uiaMyH Ce HATPYNBA BbLB BB3NAJICHUTE ThKaHH,
edleKTHBHA KOHUEHTPALHS, IOPaAH BL3MOXKHOCTTA CH 114 IIPOHKKBA B eIUTENA.




3.3 IIpeaxIHHHYHH JAHHH 32 Ge30MAaCHOCT

EMOpHOHanHuW H Nepu- U NOCTHATAIHH TOKCHYHH €(EKTH €4 U3y4aBaHH YpPe3 NpoyyUBaHHs 34
pPenpoAyKTHBHA TOKCHYHOCT, TIPOBEXIZHU BLPXY IMIIBX0BE H 3ailH NPY CEPYMHH KOHUEHTPALHU MHOTO
no-BHCOKH /Haa 40 neTH/ o1 HabAOAaBaHHUTE CJic] IEpOPAIHO ITPHEMAHE Ha €IHOKpaTHA TepanesTHYHA
R03a. Te3H Npoy4YBaHHs HE TOKA3BaT TEPATOr¢HHHN e(PekTH. HaanyuHTe KHHETHYHU JAHHHK HE MMO3BOJIABAT
OLIEHKA Ha KTHHHYHOTO 3HAYEHUE Ha NPOoYyUBaHUATA 3a PENIPOAYKTHBHA TOKCHYHOCT. [lopaau HenmbaHOTa

H CNIEI0BATENHO OrpaHHYE€HA 3HAYHMOCT HA MPESAKIMHAYHHTE NPOYYBAHHA, TC HE NNPCAOCTABAT
AOMBJIHUTENHA WHAOPMALHA H3RbLH BKtOUEHaTa B Kparkara XapakTepucTuika Ha NPoAyKra.

6. Q@APMAIEBTHUYHUA JAHHU

6.1 CnHcbK #a NOMOIIHHTE BelleCTRA

Acnapram (E 951), uzomant (E 953), nesoMeHTO/, NHMOHEHA KHCEITHHA MOHOXUAPAT, BKYC HA MEHTAa,
BKYC Ha JIHMOH, XUHOJIMHOBO XK bJiTO (E104), uupuroruu (E132).

6.2 HecLBMeCTHMOCTH

HenpuaoxkuMo

6.3 Cpok na rognocr

4 rofAHHN.

6.4 ChoneuuajHu yo,IOBHS HA CbXpaHeHHe

Ha ce ceXpansasa Npu TeMneparypa noa 25°C 8 OPHrHHANHATA OTIAKOBKA,
6.5 BuauchrAbPKAHHE HA ONNAKOBKATA

TabneTkHTE 3a cMydeHe MoraT 2 6baar onakosaiu B PVC/PE/PVDC — ALU 6Gnucrepr uid napauHoBa
XxapTus,

Onakogka ¢ 10, 20, 30 unu 40 TabneTku 3a CMyueHe.
He BcuukH onakoBky Morar fa bJaT nyCHaTH HA nasapa

6.6 Crennandu npeanasHi MePKH NPH HIXBLPASHE
HsiMa CneuHaNHi N3HCKBAHUS.

Henznon3BaHusaT NEKapCTBEH NPOLYKT “JIH OTNAABYHHTE MAaTEPHATN OT HCro TpﬂﬁBﬁ A4 CC H3XBBPIIAT B
CHOTBETCTBHE € MECCTHHTC U3HCKBAHKA,

7. IMIPUTEKATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

Aﬁnmenuﬂuud)apma bsnrapus EOQJ
oyn. ,,Aced Hopaanos* 10,
Codmn 1592, brarapus




Ten.: +35929751395

8. HOMEP(A) HA PASPEINEHUETO 3A YIIOTPEBA

Per.No: 9800129

9, NATA HA NOBHBPBO PA3ZPEHIABAHEAIIOJHOBSBAHE HA PA3IPEHIEHHETO 3A
YIIOTPEBA

JlaTta Ha mbpBoO paspemanaHe: 15 mai 1998 r.

Harta Ha nocaenHo noanoBasate: 20 mai 2014 r.,

10, JATA HA AKTYAJIU3IUPAHE HA TEKCTA

03/2023




