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KPATKA XAPAKTEPUCTHKA HA MPOAYKT

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

TAHTYM BEPJIE ¢ Bkyc Ha eBkanunT 3 mg TabjeTKH 3a CMy4€eHe
TANTUM VERDE with eucalyptus flavor 3 mg lozenges

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB

Bcska Tabnerka chabpka 3 mg 6enzumamunoB xuapoxiopua (benzydamine hydrochloride),
€KBMBAJICHTEH Ha 2,68 mg 6en3uaamuH (benzydamine).

[TomomHu BemecTra: w3omant 3 124,23 mg.

3a MBJIHKA CITMUCHK Ha MMOMOIIHUTE BEINECTBAa, BWKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka 3a cMyueHe.
TvMHO 3en1eHU, ¢ KBagpaTHa (hopMa TabiIeTKH, ¢ KyXHHA B cpe/iaTa H THIIMYEH BKYC Ha €BKAJIMIIT.

4. KJIMHUYHH JAHHHA
4.1 TepaneBTHYHH NOKA3aHHASA

CumnromMaTH4HO NeyeHHe 3a obekyaBaHe Ha Ooskara npy O0J€e3HEHH BB3MAJICHHs Ha yCTHATa KyXHHa U
I'bPJIOTO.

4.2 J03HpOBKA H HAYHH HA NPHJIOKEHHE

Bw3pacTHu ¥ Aeua Haj 6 roaAuHU
Enna Tabnerka 3 mbTH Ha JeH. JleyenueTo He TpsaOBa Ja npeBUIIaBa NepUo OT 7 JHH.

Jeua mMexay 6 v 11 ronyHu
[IpunokeHHeTO Ha JeKapCTBEHHs MPOLYKT MpH Aeua Mexay 6 u 11 roquau ga 6bae noj HabIFOAEHHETO
Ha Bb3PacTeH.

Heua noa 6 ronuHu
[Topagu nexapcTBeHaTa My ¢opma, punaraHeTo Ha OeH3uJAaMUH TabJIeTKH 3a CMydyeHe Ha Jela moa 6
rOJAMHHU HE CE MPENopbYBa.

HayuH Ha IpUI0KEHUE
Opomyko3HO npunoxxeHue. Tabnerkara 3a cMydeHe ce ocTaBs Ja ce pa3TBopu 6aBHO B ycraTa. Jla He ce
rejrTa. Jla He ce abBYe.




4.3 [IpoTABONOKAIANAY

H3BecTHa CBPBXYYBCTBHTEITHOCT KBM AKTMBHOTO BemieCTBO DeH3MAAMMH WIM [TOMOIIHHTE BELICCTBA,
m3bpoeHn B TouKka 6.1

4.4 CoenHagng DpegynpexacHas H NPeANaIAH MEPKH Npa YuoTpeba

Ilps MammHa NMALHEHTH YCTHO-(apeHrHaTHOTO BB3NAJIeHHe Moxe Ja Oble NmpHUHHEHO OT CEPHO3EH
BE3MANHTENCH npouec. ITaipeHT, TpA KOHTO CHMITTOMMTE HE e MOAODPABAT cJliel KpaThK IMEPHO OT
BpeMe, OH ClieiBA/IO 1a NOTHPCAT CHBET OT TEXHHAA NEKAP WIH CTOMATONOT.

JlekapCTBEHMAT OPOAYKT CHABPKA H3OMAJIT H IOBHIICHO BHHMAHHE ¢ HeOOXOMMMO B CIIy4aH H& pAIKa
HaCleACTBEHA HENOHOCHMOCT KbM (PPYKTO3aTA.

Yoorpebara Ha OcH3WzaMMH HE C€ TIPENOphYBA HA IANHEHTH ChC CBPBXYYBCTBHTENHOCT KbM
CA/THIPIOBATA KHCENMHHA HITH APYTH HECTSPOHAHM MPOTHROREIMAIMTCTHH CPEICTRA.

IloBUiIeHO BHHMAaHHE € HeoOX0JHMO NPH NAUeHTH ¢ 6pOoHXHANHa acTMa, ThH KaTo € BE3MOXHO Ja ce
HOABAT OpOHXOCHA3SMH [IPH TA3H IPYNAa HALHECHTH.

4.5 BiarMoaeiicTBHE ¢ APYrH JEKAPCTBEHH NPOAYKTH H APYTrH GOpMHE HA BIAUMOJCHCTBHE
He ca u3BeCTHH.
4.6 DepTRANTET, OPeMeHROCT B KbPMEHe

HamMa pocraTe4Ho JaHHH 3a ynoTpebara Ha OeH3HAaMHH NpH OpeMeHHH H KBPMEIH KeHH. ExckpenmaTa
B MAHYHHOTO MIIIKOTO HE € H3CIICIBaHA.

HscneppaHusaTa BBPXY KUBOTHM IIpe3 MepHOA Ha OpeMeHHOCT M KBPMeHe He ¢a NOCTATHYHM (BIDKTE
TOYKa 5.3), MOpagy KOeTo NOTEHUHATHHAT PHCK 3a OpeMeHHHTe H KhpPMELINTE XXEHH He MOoXe Jia 6bae
YCTaHOBEH.

TAHTYM BEPJIE ne Tpadea na 6%1e npunrarad no speMe Ha 6peMEeHHOCT H KBPMEHE, OCBE€H aKo He €
HAJIOXKHTEITHO.

4.7 Ed¢exrn BLpxy cmocobnocrTa 3a modupane u pabora ¢ MAMEHE

JIokayHOTO NpHaoxKeHHe Ha OCH3UAAMHH B NMPEOPHUMTEAHWTS JO3M HE BAMAC BBPXY KOHIECHTpal|aTa
npu mopupane ¥ paboTa ¢ MalIHHH.

4.8 Hexenann JieKAPCTBEHE PEAKNHE

Hznonssaxa e cliegHaTa X1acH(puKaiy o 4ecToTa Ha HeXXKeNaHATE JIEKAPCTBeHH Peakivu:
Mmuoro yectu (2 1/10), Yectu (= 1/100 go <1/10), Heuectut (= 1/1 000 ao <1/100), Pepxu (21/10 000;
<1/1 000) 1 Mnoro penxu (<1/10 000)

CToMailHO-9YpeBHH HAPYINEHHA
Peoxu: ITapeHe, cyXxoTa B yCTHaTa KyXHHA.

C neussecmna vecmoma: XuroecTe3Ha HA YCTATA.

Hapymiennd Ha MMYHHATA CHCTEMA
C neuzgecmua yecmoma: AHaQHIAKTHYHA PESaKIMH, PeaKIHH HA CBPBXYYBCTBHTEIHOCT.




PecnypaTOpHH, I'PBAHU ¥ MEAHACTHHANHH HAPYINCHHSA
Mrnozo peoxu: JlapMHrocnaseM,

Hapyumenns Ha kokara ¥ NOAKOKHATA THKAH
Hevecmu: CBeTNOMYBCTBUTENIHOCT.

Muozo pedxu: AHrROEaeM.

Crobapane Ha IONO3UPAHN HEXKEJAHH PeaKITHU
CpoOIIaBaHeTo HA MOAOZHMPAHM HEXEIAHH peakuuM ClIej paspellaBaHe 3a ynoTpeda Ha JICKApCTBEHHA

MpoAyKT € BakHO. TOBa MO3BOMAABA Aa NPOALIDKY HaCMOACHMETO HA CHOTHOMCHMETO MONIA/PHCK 3a
JIeKapcTBeHHs MpoAyKT. OT MEAMIMHCKHTE CIEUMATMCTH ¢€ M3HCKBA Ja ¢HoOINaBaT BCAKA MOJO3HpaHa
HejKeNlaHa peakiiyi Yype3 HAUMOHAIHA CHCTeMa 3a chobmasane: MamrpIHHTEHA arcHIHA N0 JCKapCTBaTa,
yn. ,,Jaman Tpyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiir: www.bda.bg.

49  Ipeaosmpane

He e n3BecTeH pHCK OT MPERO3HpPAHE ¢ NeKapeTBeHara Gopma TabneTku 3a cMydere. Obage MHOro peaxs
CHMITTOMM Ha MpeAo3upaHe, KATo RE30YAQ, KOHBYJICHH, HINOTABAHE, ATAKCHS, TPEeMOp, NOBpPEIDAHS, ¢
Ha6monasar MpH fiena clieZ MEPOPATHO NPUIOKEHHe Ha OGeH3MAaMHH B J03H ¢ Ookomo 100 meTv mo-
BHCOKH OT Ta3H Ha TabneTkaTa.

B cayuaMTe Ha OCTpO NpPEedO3HpaHE € BB3MOXKHO CaMO CHMIITOMATHYHO JedcHHe, Tpabea ma ce
NpeAH3BHKA MOBPEINAHE MITH CTOMAIIHA IPOMMBKA, CRe KOSTO NAIMEHTET Ja C& HamoAaBa CTapaTesiHo
npA neaxoaso JeyeHue. Heobxommumo € aa ¢e noaabpsKa NoAXoasina XHapaTalu.

5. GAPMAKOJOIrHYHA CBOUCTBA

3.1 PapMaKoJHHAMHEIHE CBOHCTBA

MdapmakoTepanepTHIHa rpyna: JiHxaTrenHa cucTema, APYTH IpenapaTH 3a JedeHuMe Ha repio, ATC kox:
R0OZAX03.

Kmanyyupre w3cneapaHus J0Ka3BaT epeKkTHBHOCTTa Ha OCH3HAaMHH BBpPXY JIOKAIHOTO OTrHMUIE Ha
BEINMANECHHETO B YCTHATA KyXHHA M (apHHKCA. BeHIHAaMHH npuTexkaBa yMepeH JokaileH obesbongsaln

SeKT.

3.2 PapMAKOKRHETHYIHA CBOHCTBA

AGcopOimaTa nipe3 AMrapHijaTa Ha ycTaTa M QapuHKCa ¢¢ AOKA3BA ¢ HAIHYHE Ha H3IMCPHMH KOMHYCCTBa
6eH3HIAMHH B YOBEWIKHA cepyM. JIBa uaca cle/i MpHeMaHe Ha TaOmetku 3 mg, HUBOTO HA OeH3UxaMKH
noctura o 37,8 ng/ml ¢ 367 ng/ml*h AUC. Benpexkn T10Ba, CEpYMHMTe HHBA CA HHMCKM H He
MpeAH3BHKBAT (PAPMAKOIOTHYHH CHCTEMHH e(PEKTH.

JIeXapcTBOTO ¢ eKCKPETHPa ITIaBHO YPE3 YPUHATA, KATO HEAKTHBHU METAOONMTH H Ch¢AHHECHHA.

IIpH noxkanHOTO MY HaHACHHE OEH3HAAMHH CE€ HATPYIBZ BHE BB3NMANCHHTE THKAHH, KBHASTO XOCTHrR
¢(heKTHBHA KOHLISHTPAlH, NOpaJH B3MOKHOCTTA CH Jla MPOHHMKBA B €ITHTENA.

3.3 Hpeaxiadnann JARAN 32 fe3onacHocT

EmMOpHOHa/IHH H TlepH- M IOCTHATAJIHH TOKCHYHH e(eKTH ca H3y4YaBaHW rrpes penpo.z:ymmm
H3CTICABAHMS 3a TOKCHYHOCT, ITPOBEXIAHH BhPXY ILThXOBE H 3adU NpH CEPYMHH KOS KOHWHT DR, MHOTO
no-sHcok® /Hag 40 meTH/ OT HAOMOAABAHWTE CJI€ NMepOPanHO NpHeMaHe Ha e1HY) l’: A llll I r.* : \: :
nosza. Te3u H3cnenpaHHs He DokasBarT TeparoreHHH edexkru. Hanuwmmre /KERCrAqH
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MO3BONARAT KIWHMYHE MPUIOKUMOCT HA TOKCHMHWTE W3CHCIOBAHMA 3a penpONyKTHBHOCT. llopamu
HEMBJIHOTA H CCHOBATEIHO OrPAHWYEHA 3HAYMMOCT HA NPCAKIWHUYHWTE MICHCABAHMA, Te3N
H3CJIe/IBAHAS He AaBaT JOITRIHKUTENIHA HH(OpMAIMA H3BBH BKIOYEHATa B KpaTkaTa XapaKTepHCTHKA HAR

IPOAYKTA.

6. ©APMAIEBTHYHHA NAHHHA

6.1 Cnachk Ha NOMOIMBATE BEIIECTBA
Hzomant (E 953),

E€BKAJTMITTOBO MAcCJIo,
RAMMOHEHA KUCETHHA MOROXHApAT,

arecyrpaM Kaiui,

JIEBOMEHTOJL,

XHHOMHHOBO XBTO (E104),

unAuroTHH (E132).

6.2 HechBMeCcTHMOCTH

Henpuwioxmmo

6.3 Cpok Ha rogHocT

4 ToaHH

6.4 Crnenuannn yciopag Ha ChXpaHeHHRe
Ha ce cbxpansBa npu TeMneparypa nof 30°C B opHrHHaJIHATa ONAKOBKA.
6.5 BuA H ChALPXKAHEE HA ONAKOBKATA
Omnaxoeka ¢ 20, 30 win 40 TabneTkH 3a cMydeHe.

6.6 Coennaasn npeAna’Ha Mepka NpH H3XBLJIgHE

HaMa cnenaniy H3HCKBaHHA.

7. NPUTEXATEJ HA PASPEINIEHHETO 3A YIIOTPEBA

AnpmxenuHd Dapma benrapus EQO/JT
Byn. Acen Hopaanos 10

Codus 1592, bearapus

Ten.: +35929751395

Daxc: +3592971 5745




8. HOMEP HA PAIPEINEHHETO 3A YIIOTPEBA

20110371

9. JATA HA IOBPBO PA3IPEINIABAHE/MIONHOBABAHE HA PA3IPEINEHHMETO 3A
YHOTPEBA

Jlata Ha weprO pazpeinapane; 15.06.2011 r.
Jara Ha nocneade noaHosaeaHe: 05.08.2016 r.

10. JIATA HA AKTYAJWIHPAHE HA TEKCTA

12/2018




