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TAHTYM BEPJIE ¢ sryc Ha Mo 3 mg TabaeTku 3a cMyucHe
TANTUM VERDE with lemon flavor 3 mg lozenges
2. KAYECTBEH M KOJJHYECTBEH CHCTAB

Bcsaka rabnerxa chabpxka aKTUBHOTO BellecTBo GevanaamMunor xuapoxaopus (benzydamine
hydrochloride) 3 mg, ekBuBanenTeH Ha 2,68 mg Genzugamun (benzydamine).

3a UBAHKA COHCHK HA MOMOLIHHTE BEWECTRA, BHXKTE TouKa 6.1,

3.  JEKAPCTBEHA ®OPMA

TabGnetka 33 cMyueHe.
HonynpospauHxy, XbATH, ¢ KBanpaTHa HopMa TalNETKH, C KYXdHA B CPEAATa H THIHMYEH BKYC HA JIHMOH,

4, KIHHAYHI®’ JAHHH
4.1 ‘TepaneBTHYHYW NOKAIAHUA

CriMITOMaTHYHO NIe4eHHE 3a obrekuaBate Ha So/ixaTa npyn GonezHeHH Bb3NaEHNA Ha YCTHATA KYXHHE H
CBHPAOTO.

4.2 Jlo3HpoBKa W HAMHH HA IPHIOIKEHHE

EO':WIQOBK&

Mo eana TabaeTka 3 TbTY Ha AeH.

Jleuennero He TpaGea Ia npepuiilasa NEpUOR OT 7 AHH.

[lopanu nexkapcTeetiata My dopMa, RpUAAraHeTo Ha GeH3MAAMEH Ta0NeTKH 33 CMYUEHe Ha Aela Moa 6
TOIHMHH HE CE NPEenRopbLYBa.

Hpunoxennero npy aeta mexcay 6 u 11 rogsdy na 6ule non HabarOAeHHETO HA Bh3PacTeH,

Ha4un Ha npunoxenue
Opomyko3sso npunokene. TabneTkara 3a cMyyese ce OCTaBsi Aa ce pastTeopy Gasyo B yeTara. Ha we ce
reiva. Jla He ce psBye.

4.3 Tpornsonokasanng

CBpPBX4YBCTBHTEAHOCT KbM AKTHBHOTO BELECTBO WM KbM HAKOE OT MOMOILHUTE BEHIECTBA, HIGPOEH! B
ToUKa 6.1.

4.4 CrennaJny npejynpexieHds 0 npesuasHu MepPKH npy ynorpeba
Hpu mansk Gpoli naunenTy, yeTHo~-paplHreanture neann Moxe 1a 0bAatT NPH3HAK 33 TO-CEPHO3EH

FATOAOFMYER Nporiec. IauuenTy, Npy KOWTO CHMITTOMHMTE Ke ¢€ NOROOPABAT CNEJ KPATHK Nepuoi
Bpeme, O1 CNeNBAN0 Aa NOTHPCAT ChBET OT TEXHUSA AeKap WIH CTOMATONOT,




Hanonaspanero Ha beH3naaMuH He ce NPENOpPbYBA NPH NAUHEHTY ChC CBPBX1YBCTBUTENHOCT KbM
CANMUMNOBA KHCENHHA U/ HITH APYrH BeCTepOn Ay NPOTHBOBLINAJIHTENHY CPEACTRA.

TToBHILIEHO BHHMaHHE € HEOOXOZHMO NPH NauuenTH ¢ BPOHXHANHA aCTMA, Thil KATO € Bb3MOKHO
pa3snTHe Ha OpOHXOCHA3bM NPH Ta3W rpyna NauHeHTH,

[ToMoLIHK BEIIECTBA

ToBa nexapcTBO ChAbLPIKA ACMAPTAM, KOHTO € H3TOYHMK Ha delunananuy. Moxe aa HABpPEaM HA
NAUMEHTH C PEHHIIKETOHYPHA, PAAKO reHeTHUHO 3a60N5BaHE, TPU KOETO Ce HaTpyiBa (peHURANAHNH, Thi
KATO OPraHH3MbBT HE MOXKe A2 [0 OTAENA NPaBHAHO.

TauuenTn ¢ peiky HacheaCTBENH NpobiaeMH Ha HEMOHOCUMOCT KbM (pyKTo3a He TpaGBa na npuemar
TOBA JIEKAPCTEO.

ToBa nekapeTso CbAbpPAA apoMaTh ¢ GEHAIOB ANKOXOJ, LHTPAN, MTPOHEION, TePAHHON, EBreHON,
AvHanoon n d-JIKMOHEH, KOUTO MOXE Ja TPHYHHAT ANEPrivHH PEAKLIHH.

Tora nekapcTBo ChABPIKA OYTHIXHAPOKCHAHH30M, KOHTO MOXKE 12 NPHYHHH APA3HEHE HA TUTABHIHTE.
4.5 BianmopeiicTBHe ¢ APYFrH JeKAPCTRERK NPOAYKTH H APYrH GOPMA HA B3apMoeilcTBHe

He ca u3BecTHH.

4.6 @epruanter, GpeMeHHOCT B KEPMEHE

Jiunceat Wik HMa OrpaHHYEHH JaHHN OT ynotpeGaTa Ha GeH3MIaMUH IPU OPEMEHHY ¥ KbPMELIH AKEHH.
He e ussectHo janu SeH3naaMun/MeTaboaHTHTE CE EKCKPETUPAT B KBPMATA.

[TpoyuBaHnsTa NpH HMBOTHH NpPe3 NePUOAa Ha GPEMEHHOCT 1 KbPMEHE Ca HEJOCTATEYAM (BXK. ToUKa 5.3),

nopagH KOSTO MOTEHUHAHHAT PHCK 32 6peMEHHHTe H KBPMEIINTE JKEHH HE MOXKE 18 Guae YCTAaHOBEH,

Tantym Bepae ne Tpalpa na ce npusiara no Bpeme Ha OPEMEHHOCT W KbPMEHE, OCBEH aKO IITHHWYHOTO
CHCTOAHME Ha KCHATA W3KWCKBA NieueHKe ¢ GeH3HAAMHH.

4.7 EdexTn Bppxy criocofHocTTa 32 mogupane B paboTa ¢ MAINAN

Jloxannoro npunoxenue na Tantym Bepae B NPenopbunTEnHu 103U HE NOBNUABA CIOCOBHOCTTA 32
wodupane n pabora ¢ MaLMAM.

4.8 HexenaHn nexapcTBeHN PeaKTHH
Hinonzsana e cnennata KIacHHKALUA 10 HECTOTA Ha HEKENAHUTE JIEKAPCTBEHN PEAKIIUH:

Mporo uecty (2 1/10), Yectu (2 1/100 mo <1/10), Hewectu (= 1/1 000 no <1/100), Peaxu (=1/10 000:
<1/1 000} u Muoro peaxn (<1/10 000).

CroMallHO-4PEBHY HADYIIEHHS
Peoxu: [lapene, cyxota B ycrara

Hapylesus Ha HMYHHATA CHCTEMA
C neusgecmua vecmoma: AHaQUNAKTHYHH PEAKUHH, PEAKLHM HA CBPBXYYBCTBHTEAHOCT

Pecnnparopy. rpbany U MEAMACTUHATHH HADYUICHHS




Muozo pedru: JlapuHTOCTIA3BM

Hapyuienus Ha koxaTa ¥ NoAKOXHATA TeKaH
Heuecmu: CBeTNOYYBCTBHTEIHOCT
Muoeo peori ARrnoeaem

Crofiriapane Ha NOJOINPAHT HEKENANM PEAKLHY
CrobuiaBaneTo Ha NOAC3HPaHH HEKENaHH PeaKudd Clel paspeluasane 3a ynotpeba Ha fnekapcTBeHrs

MpoAyKT € Baxco. ToBa n038oMsBa A4 POALIKH HAGMOASHNETO HA CHOTHOLIEHNETO NON3a/PUCK 32
nexapcraenns npoAykT. OT MEAMUMHCKUTE CISLNANUCTH CE M3UCKBA 1a Cho0LIaBaT BCAKA NOA03HPaHa
HEeXXENaHa peaklys upe3 HaHOHANHA CHCTEMA 33 ChobWaBate; H3nsIHUTEIHA areHLMS 110 NeKapCTBaTa,
yan. ,,JamaH I'pyes” No 8, 1303 Codcus, Ten.: +359 2 8903417, yebeaiiT: www.bda.bg.

49 TIlpenozupane

He e u3secTen puck oT npeaosupane ¢ nekapersenara fopma TabneTin 3a cMyvuene. Brnpexu Tosa,
MHOIO PenkH CHMITOMU Ha Npefo3upane, KaTo sb30ya, KOHBYNCHH, H3NOTIBAHE, aTAKCHA, TPEMOP,
NoBphiliaHe, ca HabloRaBaHH NPH Aela CNEA NEPOPATHO NIPHIOKEHHE Ha GEHHMAAMYH B 1030 ¢ OKONO
100 NbTH NO-BUCOKH OT Ta3u B Tabnerkara.

B cnyuanTe Ha oCTPO Npefo3HpaHe € Bh3MOKHO CAMO CHMIITOMATUMHO neveHue, Tpabsa na Ghae
MpeAniBKKaHO NOBPBILAHE WY CTOMAIiHa NPOMHUBKA, Cej KoeTo HalHeHThT Na Obie BHMMATENHO
Habmonasan npu NoAXoAswo nevenke. Tpabsa na Geae nosTLpKaHa NOAXOIAIIA XHUAPATALIHA.

5.  ®APMAKOJIOTMYHMY CBOVICTBA
5.1 PapmaxoaHAAMHYBA CBOJicTBA

MdapmakoTepaneBTHUHA rpyna: JiuxarenHa cuctema, Apyru Mpenapary 3a nededne va ropno, ATC koa:
RO2AX03.

KminHauHTe NpoyyBaHusa N0OKa3BaT e(heKTHBHOCTTA Ha OeHIUIAMHH BBPXY OKAMHOTO OCHHILE Ha
BB3TIANCHNETO B YCTHATA KyXHHA H PapuHKca. beH3uaaMuHE NpHTEXkasa yMepeH okaned obezbonapauy
edex.

5.2 ®dapmakoKWHETHYHA CBOHCTBA

ABcopbuuaTa npe3 MyKo3aTa Ha ycTata i GapuHKCa C& 20Ka3Ba ¢ HalH4YMe Ha U3MEPHMU KOJIMYecTRa
Hen3NnaMMH B YOBEWIKHA cepyM. JIBa uaca cien npreMane Ha TabneTki 3 mg, HWBOTO Ha GeH3HAaMIH
noctura Ao 37,8 ng/mi ¢ 367 ng/ml AUC. Bonpexy ToBa, CEpYMHHUTE HHBA ¢a HUCKH W HE NPEAW3RHKBAT
thapMaKONOrH4YHM cCUCTEMHH epeKTu. JIeKapcTBOTO Ce eKCKPETHPA rAaBHO YPE3 YPHHATA, KATO HEAKTHBHH
MeTabonHTH 1 CheRMHERHA.

Tipn noxansoTo My npunaraHe 6eH3WAAMHE C& HATPYNBA BB Bb3NANEHHTE ThKaHH, XbAETO AOCTHTA
e(dexTHBHA KOHUEHTPALIKA, NOPaal Bb3MOXKHOCTTA CU Aa POHHKBA B eNuTeNa.

5.3 IpeaxnyHuunM JaHHY 32 Ge30MACHOCT
EMOpHoHanuy # nepu- ¥ NOCTHATANHU TOKCHYHY edeKTH ca H3y2aBaHy Ype3 NPOYUBAHNS 33

penpoykTHBHA TOKCHUYHOCT, DPOBEKIARM BBPXY [IIBXOBE U 3af LY NPH CEPYMAH KOHUEHTPALMH MEOTO
no-BUcoKH /Hap 40 mbT/ OT HAGAIOAABAHUTE CACK NEPOPATHO NPHEMAHE HA 6AHOKPATHA TePaneBTHYHRA ==,




¥ CAEJ0BATENHO OrpaHHYeHa 3HA4HMOCT Ha NPEAKTHHHYHNTE NPOYYBAHNS, T€ HE NPEJOCTABAT
AONBAHNTENHA MHOOPMaLHS H3BEH BKioveHata B KpaTkara xapaxTeprcTuka Ha NpOLYKTa.

6. DAPMAHFEBTHYHM JAHHH

6.1 CHHCBK HA NOMOMIHHTE BEHIECTRA

Acnapram (E 951),

wzomant (E 953),

THMOHEHa KHCENHHA MOHOXHIPAT,

BKYC Ha JIHMOH,

BKYC Ha MEHTa,

XUHONHHOBO #bato (E104),

naourotid (E132).

6.2 HeceemecTHMOCTH

Henpunoxnmo

6.3 Cpox Ha roguocT

4 roanHu.

6.4 CneusiaIHM YCIOBHS HA ChXPAHEHHE.

Ha ce chxpanssa npn temneparypa noa 25°C B 0pursHanHaTa 0nakosKa.

6.5 Bua u chabpikatne Ha ONAKOBKATA

TabnerkuTe 3a cMyuene Morar A3 6uaT onakosanu 8 PVC/PE/PVDC - ALU 6nucTepu uau napaguuosa
XapTHi.

Onaxoska ¢ 10, 20, 30 uin 40 Tabnerxn 3a cMyueHe.

He BcuuKn ONAKOBKH MOTaT A ObAaT NyCHaTH Ha Nasapa.

6.6 CpnennrajJnu NpeinasHy MepKH NPH M3XBHPIAHE

Hsama cnieumanin w3uckeanus,

HeusnonzsanuaT nekapcTBen NPOAYKT HITH OTNAZLYHUTE MATEPHAIM OT HEro Tpabsa 1a ¢e U3XBLPNAT B
CBHOTBETCTBHE C MECTHUTE M3NCKBAHHA.

7. TPUTEKATEJ HA PAPEHIEHHETO 3A YIIOTPEBA

Adpkenudu Papma brarapus EOOJ

6yn. ,,Acen Hopaanos™ 10,

Codus 1592, Buarapua
Ten: +35929751395




8. HOMEP(A) HA PASPELHIEHHETO 3A YIIOTPEBA

Per.Ne: 20030745

9. JATA HA YIbPBO PA3IPEMIABAHEMIOAHOBSABAHE HA PAIPENIEHUETO 3A
YIIOTPEBA

Hata va nupeo paspeinanaxe: 17 nekemepu 2003 r.

Jara Ha nocneano noguopasane: 09 mait 2014 .

10. JATA HA AKTYAJTHU3HPAHE HA TEKCTA

03/2022




