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TAHTYM BEP/IE c BKyc Ha MeHTa 3 mg TableTku 32 CMy'eHe| Ogo608HUG N ....... ..oveeereefoo
TANTUM VERDE with mint flavor 3 mg lozenges | e

2. KAYECTBEH H KOJNMYECTBEH CbCTAB

Bcesika Tabnerka ChbaABPXKa @aKTHUBHOTO BellleCTBO O€H3MAAMHHOB XHApoxnopHa (benzydamine
hydrochloride) 3 mg, ekBuBanenTeH Ha 2,68 mg 6eH3ugamuH (benzydamine)

3a mbJIHMA CIIMCHK HA MIOMOILHHUTE BelIlecTBa, BUXKTE TOUKa 6.1.

J. JIEKAPCTBEHA ©®OPMA

Tabnerka 3a cMyu€He.
[Moaynpo3spaulin, 3ejleHH, ¢ KBaJpaTHa HopMa TaBaeTKH, C KyXHHa B Cpe/laTa ¥ TUIMYEH BKYC Ha MEHTA.

4 KJIMHHYHH JAHHHU

4.1 TepaneBTUYHH NOKA3AHHA

CUMNTOMATHYHO NeHeHH e 3a obnekyaBaHe Ha Oonkara npu Gone3HeHU Bb3NaJleHUs Ha YCTHATa KyXHHa U
['BPJIOTO.

4.2 Jlo3upOBKAa H HAYHH HA NPHJI0KECHHE

O3HDOBKA

[To enHa Tabnerka 3 rbTH Ha AeH.

Jleuennero He TpaGBa Ja NpeBULLIABA NEPUOL OT 7 JHH.

[Topany nekapcTBeHata My ¢opma, npuinaraHeTo Ha 6eH3uaaMuH TabNeTKH 3a CMy4veHe Ha Jgeua noj 6
rOAMHH He Ce MPenopbyBa.

[punoxeHueTo NpH Aena Mexay 6 # 11 roguuy aa 6uae noa HabMIOAEHHETO HA Bb3PACTEH.

HayuH Ha IpHIOKEHHE
OpoMykozHo npunoxenue. Tabnerkara 3a cMy4eHe ce OCTaBsa a Ce CTOMH B YCTaTa.

4.3 IIpoTHBONOKa3aHHA

CBpBbXUYBCTBHTEIHOCT KbM aKTHBHOTO BELLECTBO MJIK KbM HAKOE OT MOMOLIHUTE BEILIECTBA, U3OPOEHH B
TouKa 6.1].

4.4 CoeunaaHy NpeaynpeKieHnss ¥ NpeAnaIHd MepKH nNpH ynorpeba
[lpu mansk 6poit NaUUEHTH, YCTHO-QAPHHICATTHUTE JIE3MH MOoXe 1a ObAaT NpU3HaK 3a no-ce

ilaTOJIOrHYECH ITPOLICC. HB.L[HBHTH, [IPH KOUTO CUMIITOMUTEC HE CC ﬂOﬂDﬁpHEﬂT ClE KpaTbK
BpCMC, bH caexBaio na HOTBPCAT CBBET OT TCXHHA JICKAP HJIH CTOMATOJIOL,




Hanon3sauero Ha OCH3MAAMHH HE C€ npenopbuyBa MPpH NMAUKMCHTH ChC CBPBXHYBCTBHTCIIHOCT KbM
CaJlHiuNnoBa KHCECIIHHA /UK APYTH HECTCPOHAHH NTPOTHBOBLINAJIHTCIIHH CPEACTBA.

[ToBuieHO BHHMAaHHUE € HeoOXOAMMO MpH MalUeHTH ¢ OPOHXHANHA acTMa, Thil KaTO € Bb3MOXKHO
pa3BUTHE Ha OPOHXOCTTA3bM TIPH Ta3H rpyna NauHeHTH.

[ [oMOHIHH BellleCcTRA

ToBa nekapCcTBO CbAbPXKA aclapTaMm, KOMTO € H3TOUHHK Ha QeHunananuH. Moxe fa HaBpelH Ha
MalKHeHTH ¢ GeHNIKETOHYPHS, PAJKO FrEHETHHHO 3a00JIABaHe, IPU KOETO CE HAaTpyNBa (PpeHHNaIaHHH, ToH
KaTO OPraHu3MbT HE MOXKE Ja Mo OTAENA MPaBUITHO.,

[TauyeHTH ¢ peAKH HacNeACTBEHH nNpobieMH HA HEMOHOCHMOCT KbM (PPYKTO3a HE TpsOBa Ja npHemar
TOBA JIEKapCTBO.

ToBa nexkapcTBO ChbALPXKA apoMaT ¢ OEH3UIIOB AJKOXO0J1, LIUTPaJ, LUTPOHENO, F€PaHHOl, EBIeHO!,
nuHanoon U d-JInMOHEH, KOMTO MOraT Aa NPUHKHAT aNepruyHH peakiHH.

ToBa nekapcTBO CbAbpxka OY THAXUAPOKCHAHU3OJI, KOHTO MOXE Jla MPUYUHN Apa3HEHE HA JTHTABUIIUTE.
4.5 BsaumoaeicTBHE ¢ APYrd JeKapPpCTBEHH NPOAYKTH H APYrd POpPMH HA B3AHMOAEHCTBHE

He ca U3BECTHH.
4.6 QDepTHANTET, OPEMEHHOCT H KEPMEHE

JIunceat MM MMa OrpaHUYCHHU JaHHH OT ynorpebara Ha OeH3UIaMHH NpH OPEMEHHH H KbPMELLM KEHH.
He e usgecTHO nanu GeH3MaaMUH/MeTabOMHUTHTE CE EKCKPETHPAT B KbpMara.

[IpoyuBaHuATa NpHU XKHBOTHH Mpe3 neproaa Ha 6PEMEHHOCT U KbPMEHE Ca HEJOCTATBLYHH (BX. TOUYKa 5.3),
nopagy KOeTo NOTSHUKRATHHAT PHCK 32 6pEMEHHHUTE U KbPMELIUTE XKEHH HE MOXKE 11a OBb21€ YCTAHOBEH.
Tantym Bepne He TpsabBa na ce npunara 1o BpeMe Ha OpEMEHHOCT H KbpMEHE, OCBEH aKO KIHHHUYHOTO
ChCTOSIHHE Ha JKEHATa U3HCKBA JICUEHHE ¢ DEeH3UIaMHH.

4.7 Edext BLpxy cnocobHOCTTA 32 odpHpaHe H paboTa ¢ MALLIHHH

JlokanHoTo npunoxeHue Ha TaHTyMm Bepzie B mpenopbYUTENHM 003 He MOBNUABA CIOCOOHOCTTA 32
ogupaHe H pabora ¢ MallKHM.

4.8 Hexenanu JeKapcTBEeHH peakuuu

HM3nonzpaHa e cneaHara KJIB.CH(bHKauHH M0 YCCTOTA Ha HEXKCIIAHNUTE NNICKAPCTBCHH PCAKIIHH.

Msuoro yectd (2 1/10), Hectu (= 1/100 go <1/10), Heuectu (= 1/1 000 no <1/100), Penxu (21/10 000;
<1/1 000) u MHoro peaku (<1/10 000)

CromMalllHO-YPEBRHH HAPYLICHUS
Peowxu: [lapene, cyxorta B ycrara

HapyiiieHis Ha KMYHHATa CUCTEMA
C neusgecmua yecmoma: AHapHNAKTHYHH PEAKIIMH, PEAKUHH Ha CBPBbXYYBCTBUTEIHO

PecniupaTopHH, FpbAHH U MEAWACTHHAIHU HapYLICHHS
Mrozo peoxu: JlapyHrocnasmm



HapyiiieHus Ha KOXaTa H OJKOKHATA ThKaH
Hevecmu: CBeTNOUYYBCTBUTEIIHOCT

Mnozo pedxu: AHIrHoeleM

CrobliapaHe Ha NOAO3UPAHHU HEeXeNaHH peaKUUH

CrobiaeaHeTo Ha NMOAO3HPAHH HEXKENaHM PEaKLMHM CAEA paspeluaBaHe 3a ynorpeda Ha JexkapcTBEHMS
NPOAYKT € BaKHO. ToBa MO3BOJISBA Ja NMPOALKH HAOMOAEHHETO HAa CHOTHOMIEHHETO MON3a/pHCK 33
nexapcTBeHHs NpoaykT. OT MeAMUMHCKHTE CIEUMATMCTH Ce M3HCKBA Za chbobliaBaT BCsAka noJo3vpaHa

HeXeJlaHa peaKiMs Ype3 HalMOHaJIHa CUCTEMA 3a cboOillaBaHe: M3nmbiHNTEIHA areHUMs O JIEKapCeTBana,
yn. . Jlamsn I'pyes” Ne 8, 1303 Cous, Ten.: +359 2 8903417, yebcaiiT: www.bda.bg.

4.9 HpenosupaHe

He e uaBecTeH pHCK OT Mpeno3HpaHe ¢ JexapcrBeHara popma TabneTku 3a CMyueHe. BenpekH ToBa,
MHOT0 peAKH CUMIITOMH Ha Npeao3npaHe, KaTto Bb30yaa, KOHBYJICHM, H3NOTABAHE, aTaKCHA, TPEMOP,
NOBphiaHe, ca HabmoaaBaHU MpH AcLa CNed epopaHO NPUIOKEHHE Ha OeH3HIaMHH B JIO3H € OKOJIO
100 mbTH NO-BHCOKH OT Ta3y B Tabnerkara.

B cayuyanTe Ha OCTpPO NMpeao3vpaHe caMo CUMIITOMATHUHO JISYEHHE € Bb3MOXHO. TpsbBa na 6nae
NpeaH3BUKARO MOBPBILAHE KK CTOMAILIHA IPOMUBKA, C1E KOETO NAUUEHTHLT A2 ObJe BHHMATENHO
HabnoAaBaH nNpy noaxoaawoe geveHue. Tpsabpa na 6bAe nogAbpXKaHa NOAXOALLA XUApaTaLHS.

S. GAPMAKOJIOTHYHHA CBOUCTBA

5.1 dapMaKoAHHAMHYHH CBOHCTBA

(apmakoTepaneBTH4HHa rpyna: JuxaTtenHa CHCTEMa, IPYrY Npenapary 3a nevyeHue Ha repno, ATC kon:
RO2ZAXO03.

KrMHHYHHTE NpoyUuBaHHA JOKa3BaT edeKTHBHOCTTA Ha OCH3UAAMHUH BbPXY JIOKAJIHOTO OTHRILE HA
Bb3NaNEeHHETO B YCTHATA KyXHHa U dapuHKca. beH3uAaMUH NPHTEXKABAa YMEPEH JlokalleH obe3bonssalll
edexrT.

B paHAOMH3UpPaHO, AKTHBHO KOHTPOJUPAHO KIHHHYHO U3NMUTBAHE € HAOMIOAaBAHO MbPBOHAYAITHO
HaMansABaHe Ha §onKkara | MMHYTa cien npUloKeHUue Ha eAHa Tabnerka 3a cMydeHe ¢ 3 mg OeH3H1aMUH
npr 87% OT NnaLMEHTUTE C OCTPO Bb3NANEHO BP0, KaTo AoCTHra 91% OT nauyeHTHTE ClIek 2 MHHYTH.
Cnen 15 MHHYTH OT NIPHITOXKEHHETO € HabnoJaBaHO 3HaukTeNHO obnexkyaBaHe Ha BonkaTa npu
npubauznTento 83% ot naunenTuTe. HabmogaBaHu ca b0 NoA0OpEHHS NTPH 3aTPY AHEHOTO
MperfblAHe ¥ Ha yCelllaHeTo 3a noAyeane. IToTebpxaaBa ce MHOro 1o6pus npogun Ha 6€30MacHOCT Ha
Hen3ugamMuH.

5.2 QPapMaKOKHHETHYHH CBOHCTBA
AbcopbuudTa npes MyKo3aTa Ha ycTaTa U (papuHKCA Ce€ J0Ka3Ba C HalHYue Ha U3MEPUMH KOJIMYECTBA

O6eH3uAaMHH B YOBELIKUA cepyM. JIBa yaca ciien npuemane Ha TabneTkn 3 mg, HHBOTO HA OeH3uJaMHUH
poctura a0 37,8 ng/ml ¢ 367 ng/ml AUC. Bbnpeku TOBa, CEpYMHKTE HHBA €2 HUCKH U HE N |

MeTaboIUTH U CheHHEeHUA.
[1pu nokanHoro My npunarane GeH3MAaMUH C€ HATPYIBA BbB Bh3NAJCHHTE ThKaHH,
edeKTHBHA KOHLIEHTpaLU, IOpaad Bh3MOXKHOCTTA CH J1a IPOHUKBA B €NIUTENA.



5.3 [IpenxnHHUYHH DaHHH 3a BezonacHoCT

EMOpHOHaNHHM U NIEPH- ¥ TOCTHATANIHH TOKCHYHHU eeKTH ca H3y4yaBaHU dpe3 NpoyyYBaHHUA 3a
penpoOAYKTHBHA TOKCHYHOCT, NPOBEXKIAHH BLPXY NIBXOBE H 3alLIN NIPH CEpYMHH KOHLICHTPAaLHH MHOIO
no-sucokH /Han 40 nvTH/ oT HabmoaaBaHUTE CE/ NEPOPAIHO IPHEMAaHEe HA eHOKpaTHA TepaneBTHYHA
no3a. Te3u Npoy4yBaHUA HE MOKa3BaAT TepaTOreHHy edekTH. HaanynuTe KHHETHYHH JaHHH HE NO3BOJIABAT
OLICHKA Ha KJIHMHHYHOTO 3Ha4eHHe Ha MTPOYyHBAHMATA 34 penpoayKriBHa TOKCUUHOCT. [lopaau HenmbAHOTa

H CJIeIOBATE/IHO OFpaHH4EeHA 3HAYUMOCT Ha MPEAKNIHHUYHUTE [IPOYUBAHHA, T€ HE NIPEIOCTABAT
AOMbIHUTENHA HHOpMAaLlMa U3BBH BKIIKOUEHATA B KpaTkaTa XapaKTEPHCTHKA Ha NPOAYKTA.

6. OAPMAIIEBTHYHHA JAHHHA

6.1 Cuouvcbk HA TOMOUIHHTE BElLIeCTBA

AcnaptraMm (E 951), naomant (E 953), neBoMeHTOI, JIHMOHEHA KHCEHHa MOHOXH/ApPAT, BKYC Ha MEHTa,
BKYC Ha TMMOH, XHHONMHHOBO XkbnTO (E104), nuaurorusn (E132).

6.2 HecbBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocr

4 rOAUHM.

6.4 CnennalHy YCTIOBHA HA ChbXpPaHEHHE

Jla ce cbxpaHsBa npa Temneparypa noja 25°C B OpMruHajiHaTa OllaKoBKa.

6.5 Buau chaAbLpPKAHKE HA ONAKOBKATS

Tabnerkute 3a cMyueHe morat ga Obaat onakoBaid B PVC/PE/PVDC — ALU Gauncrepu unu napaguHoBa
XapTH4.

OnakoBka ¢ 10, 20, 30 nnu 40 TabneTku 3a CMyUeHE,
He BcHykH OMakoBKHW MOrar aa 6baaT nycHaTH Ha nasapa

6.6 ChneuHaJHM NpeANna3HH MepPKH NPH H3XBLPIAAHE
Hama crietiHaJHi H3UCKBaHu.

Heunznonzsauuar JICKapPCTBCH MNPOAYKT HITH OTIIAABHHHUTE MaTCpHAJIH OT HETO Tpﬂﬁﬂ& Ad CC H3XBLPJIAT B
ChROTBETCTBHE C MECTHHUTC H3UCKBAHHIIL.

7. [TIPUTEXATEJI HA PASPELHIEHHUETO 3A YITIOTPEBA

ARxenudu ®apma brarapus EOO]]
yi. "Huxona Tecna” Ne 3,
61. busnec Lleatsp BCP Cogus 1, eT. 4, oduc 401,




Cotus 1574, brarapus
Ten.: +35929751395

8. HOMEP(A) HA PABPEUIEHHUETO 3A YIIOTPEBA

Per.Ne: 9800129

9. JATA HA IIbPBO PA3ZPEHIABAHE/MIOJHOBABAHE HA PA3ZPEHIEHHETO 3A
YIIOTPEBA

JlaTa Ha mbpBO paspeuiaBaHe: 15 mMail 1998 .
Jlata Ha nocneaHo noaHoBsiBaHe: 20 mait 2014 .

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

10/2024




