1. UME HA JIEKAPCTBEHUS ITPOJIYKT 0(‘9 VA1 O; %J'—
TAHTYM BEP/IE ¢ Bkyc Ha Jiumon 3 mg 1abiIeTKH 3a CMyUeHe ; 73-10- 7
TANTUM VERDE with lemon flavor 3 mg lozenges }O&Zj

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Beska rabiierka Cbh/ibprka ak THBHOTO BEHIECTBO O¢H3M1aMHHOB XHJ1poxsiopu/t (benzydamine
hydrochloride) 3 mg, cksupasicuren na 2,68 mg 0cuzujiamun (benzydamine).

3a ['bJIHUS CITUCHK HA 1TOMOLILHUTE BCLICCTBA, BUXKTC TOYKA 6.1.

X, JIEKAPCTBEHA ®©OPMA

Tabnerka 3a cmyucHe.

[ lostyripo3payunu, )KbiaTH, ¢ KBa/ipaTia popma 1adlICTKH, ¢ KYXUHA B Cpejlata U TUIIMYCH BKYC HA JIMMOH.
4. KJIUMHUYHHU JIAHHHU

4.1 TepaneBrHYHH NOKAZAHUHA

CuMIrroMaTH4HO JieyeHue 3a odsiekuaBate Ha 0oJikara ripu 00JIC3HCHH BH3I1AJICHHS HA YCTHATA KyXMHA U
I'bPJIOTO.

4.2 ﬂﬂBHpﬂBKﬂ H HAYMHH HaA HHPHJIOAKCHHC

Jlo3upoBKa

lo etna Tabsierka 3 1'bTH Ha JICH.

Jleuenuero ne TpsOBa Jia npeByiLIaBa 1epuo/1 0T 7 JIHHM.

lopajin siekapeTBenara my dopma, 1npujiaranero Ha OeHsu/laMuH TabJICTKM 3a CMYYCHE Ha Jienia 11071 6
'OJIMHU HE CE MIperopbUBa.

[ IpuiiozkenmneTo npu jiena mexgty 6 m 11 rojgumnm j1a 0b1e 1101 HabJIIOACHUETO Ha Bb3PacTeH.

Haunn Ha npuiioxenue

OpomyKo3HO 1pujiokenue. Tabsierkara 3a cMyueHe ce ocrass j1a ce pa3rsopu 0asHo B ycrara. Jla ne ce
ruiira. J[a ve ce abBye.

4.3 IlporuBonokazanus

CBpPBXHYBCTBUTCIIHOCT KbM AKTHBHOTO BCIICCTBO MJIM KbM HAKOC OT 1IOMOILIHATE BEIICCTBA, U30POCHH B
Touka 6.1.

4.4 CuoenHaJuu HpeJIYHPEK/JICHHS H HPE/INAZHIE MEPKH IIPH YHoTpeda
| [pn MasbK OpoOH nalMeHTH, YCTHO-(hapUHIea/IHUTE JIE3UH MOKe J1a Ob/1aT IpHU3HAK 3a 110-CCPHO3CH

HATOJIOIHYCH TTPOILLICC, [ larmerrn, IIPH KOHTO CUMITTOMHTC HC CC IIUJ[DGPHBHI CJIC/1 KPATbhK IleHlUl C}I
BPCMC, OM cJie/1Baj1o J1a 1o FEPCAT CBBCT OT TCXHHA JICKAP WJIK CTOMATOJIOL. f/""' Al 110 N



HMianon3zeadeTo Ha OcH3WAaAMUH HC CC IPpEnopnL4YBa IIPpHU HAIIKCHTH CbC CBPbXHYBCTBHUTCIIHOCT KbM
CAJIMLHJIOBA KUCEJIMHA W/ HITH JAPYT'H HCCTCPOCH/IHH TTPOTHBORBIIAIHTCIHHA CPCACTEA.

[ToBuieHO BHUMaHKe € HeoDX0/IMMO NPH NalMCHTH ¢ BpOHXHANHA acTMa, Thil KaTo € Bb3MOXKHO
pa3BHUTHE HA OPOHXOCHIA3 LM IIPH Ta3H rpylla MalMeHTH.

| IToMOIIIHK BElIIEeCTBA

Toea sicKapcTBO ChIABLPKA 4CIapTaM, KOWTO € U3TOUYHHUK Ha (eHAnalaHuH. Moxe 12 HaBpe)Iu 11a
lHALUMEHTH ¢ GEHWIIKSTOHYPHUS, PSJIKO TCHETUYHO 3aD0JISBAHC, 11IPH KOETO CE€ HATPYIIBA (PCHUIIANIaHKH, THH
KATO OPraHM3MBT HE MOXE 4 1'0 OTUEC/IA [1IPABHIIHO.

[TanHeHTH ¢ peikh HACACHCTBCHH NpobieMH Ha HEMOHOCHMOCT KbM QPyKTO3a He TpsabRa i@ npucMmar
TOBA JIEKAPCTRO.

ToRra JiekapcTBO ChAbPAKA APOMATH ¢ OCH3UJIOB AJIKOXOJ, [IMTpall, LIMTPOHEIOI, r€paHHo)1, €BI'CHOII,
JauHanoon v d-JInMoHeH, KOMTO MOJKE J1a TIPUYHHAT aliepruuiu peaklivg,

ToBa n1ekapcTBO ChALPKE OYTHIXKIPOKCHAHHU3O0J1, KOWTO MOXKE jla IPUUKMHHU Jpa3HeHe Ha JIMraBulUTe.
4.5 BsaumoaeHcTBHE € APYIH JICKAPCTBEHH HPOAYKTH H APYIH POpMH HA B3aAUMO/CHCTBHC

He ca nzsecrHM.
4.6 Depruinrter, OpeMeHIIOCT H KbPMeEHC

bpeMEHHOCT

Hama KIMHM4HMA naHny, cBbp3alu ¢ u3nosizsanero Ha TAHTYM BLPJE Tabsierkn 3a cMyuere no speme
Ha OpeMEHHOCT.

l1pe3 Tperud TpuMecThp Ha OpeMCHHOCTTA, CUCTEMIATa yIioTpeba Ha MHXMOWTOPH Ha CHHTC3a Ha
MpocTarjaHjvH MOXE a [IPCAU3BHKA KapiMonyiiMOoHapHa 1 0b0peyHa TokcuyHoCcT B naoaa. B kpas Ha
OpeMeHHOCTTa MOXKE /1a BL3HUKIIC [POABL/DKUTEIHO KbpBEHE KaKTO MPH Maiikarta, Taka u npu JICTCIo, a
pax<ilaHeTo Moxe Jia 611e 3adaBeHo.

He e n3Bectiio nanu cucremiiata ekcrio3vuua Ha TAHTYM BEPJIE tabnetku 3a cmyuene, 1ocTurtiara

CRell JTOKAJIHO NIPHIIoKEH e, MOXKe 1a O1e BpeAHa 3a eMbOproHa/ruoaa.
Cnepnoparenno, TAHTYM BEPJILE rabnerkn 3a cmyudelnie He Tpa0OBa 1a €€ “3110J13BA 10 BPEME Ha

OpeMEeHHOCT, OCBEH ako He ¢ abcoNtoTHO HEoDXoMMO. AKO cC U3110JI3B4, /103aTa TpaOBa j1a ce 110;U1bpKa
Bb3MOMKHO HAH-1TUCKA U IMPO/IBIDKKUTCIIHOCTTA HA JICUCHHMETO TPsOBa jla Objle BL3MOXKHO HaH-KpaTKa.

4.7 EdckrH BLpXy cnocodnocrra 3a motdupaHe u padora ¢ MalIHHU

Jlokanxoro nprioxkenne Ha TauryM Bepace B nipenops4uteniy j1031M He NoBaxsaBa crocobHocTa 3a
lnopupate u pabora ¢ MAILINHAN.

4.8 HoxenaHHn JICKAPCTBEHY PCAKUHH

Mznon3eatia ¢ ciienara Kiacugukailud 110 HecToTa Ha HeXEJ[aHUTC JICKAPCTBEHHU PeaKIiMu:
Muoro uectu (= 1/10), HUectn (= 1/100 no <1/10), Heuectu (= 1/1 000 no <1/100), Peaxu (=1/10 000;
<1/1 000} u Muoro peaku (<1/10 000).

CroMaliHo-upeBHY HApYLICIUS
Peoxu: 1lapene, cyxora B ycrara




HapylueHus Ha UMYHHATa cHcTeMa
C neuzgecmna yecmoma.: AHabuIIaKTHUHH PEAKUHH, PCaKIIMU Ha CBPbX4YYBCTBHTEITHOCT

Pecuipatophii, IpbAHKA U MC/IMACTHHANHHN HAPYIUCHUS
Mrnozo peoxu: JlapuHrocnazsm

HapylueHuys Ha Ko)karta ¥ 11OAKOXKHATa ThKaH
Heuecmu: CBETIOYYBCTBATENHOCT
Mrnozo peoxu: AHrvoencem

ConobinapaHe Ha NOA03Upalin HEXeJIalW Peakiuuy

Cbo011aBaleTo Ha [10/103UPalA HEKEIIalid Peakilyy CJic) paspeliapatie 3a ynorpeda Ha nekapcTBCHMS
npoaykr ¢ saxio. ToBa nossosssa ja 1poubiky HabmoAEHHETO HA ChOTHOLICHHUETO 110J13a/PUCK 34
neKapeTBeHns NPoAyKT. Or MEJIMIIMHCKHTE CIICIIMAJIUCTH CC W3UCKBA Ja ChO0111aBaT BCAKa [1003MpaHa
HE)KENlaHa peakLya 4pes HalMoHaia CUCcTeMa 3a cbobutasaHe: M3nwiHuTeHa areHims no JICKapeTeana,

yi. ,Jamsad ['pyeB” Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebeaiir: www.bda.bg.

49 Ilpexozupane

He e u3BecTeH pUCK OT HIPCAO3MpAHE ¢ JiIcKapcTBeaTa popma TabiieTKH 32 cMyHdceHe. Bbhipeku Tosa,
MIOI'O PEJIKH CUMIITOMHM Ha NPEI03UPAHC, KATO Bb30Y/la, KOHBYJICHH, H3ITOTABAHC, ATAKCHS, TPCMOP,
NOBpbLIaHE, ca Hab/oaBaHu IIPH JI€11a CJIe] IIEpOPATHO NPHIIOXKEHUE Ha OCHINIAMHH B J103M ¢ OKOO
100 11TH 110-BUCOKMY OT TazH B TaDJICTKATA.

B cnyuanTte Ha oCTpO Ipei03Upaliec ¢ Bb3MOXKHO CaMO CMMITTOMATHYHO JieweHHe. Tpabpa na Objie
NpeAU3BHKAHO NOBPBLLAHE WK CTOMAIHA ITPOMHBKA, CJ16/] KOETO NAlMEHTET Ja Objie BHUMATENO
Habinoaasan rpy noaxoaso Jicuenue. Tpadbsa aa Obae noyspxana noJXoasla xuaparalns.

5. @OAPMAKOJOTMYHU CBOUCTBA

5.1 ®apMakoaHHAMHYHM CBOHCTBA

dapmakorepanceTiyla rpyna: Jluxarenna cucrema, Apyryu npcriapatu 3a jicdyeHue Ha rspiio, ATC ko
RO2AXO03.

KitmHHuHHTE 1poyuBaHus Ao0Ka3BaT ¢CQEKTHBHOCTTA Ha DCHINIAMUH BhPXY JIOKAIHOTO OrHHIIE HA
BL3NAJCHUETO B YCTHATA Kyxulia ¥ (hapuiikca. bensujjamun npurcxkasa yMepen JiokaneH 06e3b0issall
eeKT.

B paijioMusnpato, akTHBHO KOHTPOJIMPAHO KIHHWYHO U3lIMTBaHe ¢ HabmoaaBaHo [IbPBOHAUAHO
Hamanasantc Ha Gonkara | MunyTa ciejl IpUIoKeHne Ha cjiia tabierka 3a cmydene ¢ 3 mg OCH3uIaMHUH
npy 87% OT HALMEHTUTE C OCTPO BBLINANENO I'bPJIO, Karo jioctura 91% or nauMenTuTe ¢jica 2 MUHYTH.
Ciien 15 MUHYTH OT IPHIIOKCHHETO ¢ HabzoaBaHo 3Ha4vuTCIiHO obJiekuaBaHe Ha Donkara npw
npubansutento 83% or nanncurute. Habimogasann ca cnino noj00pPCHUA NpK 3aTPyJIHCHOTO
NPErabIIAHE M Ha yeelaHeTo 3a 110/tysane. [loreepkiana ce MHoro gobpus npogun na desonacioct na
OCII3UIAMHH,

5.2 @dapMakKOKHMIICTHMHY CBOHCTIBA




AbGcopbumMsTa Npe3 MyKo3ara Ha ycrata U aprHKca ce JI0KazBa ¢ HaJIMUMC Ha U3MEPUMH KOJIMUCCTBA
OeH3uiaMUH B YOBCUIKUs cepyM. J[Ba uaca ciien npuemane Ha Tabjierku 3 mg, HUBOTO Ha OCH3NAMHH
npoctrra 1o 37,8 ng/ml ¢ 367 ng/ml AUC. Bunpeku rosa, cepyMuMTe HYHBA €A HUCKH U HE NIPC/(M3BUKBAT
hapMaxoJIOIHHHN CHCTCMEM C(hCKTH. JIeKapcTBOTO ce CKCKpCTUpa [JIaBHO Upe3 YpHHATa, KAaTO HCAKTHUBIIN
METabONMUTH Y CHCIHHCHUSL.

Ilpu noKanoTo My npuiarate OcH3uaMmi ¢¢ HATPYIIBA BLB BbL3IIAJCHUTC ThKAHH, KbJICTO JIOCTHUI A
e(eKTHBHA KOHUCHTpaUMs, [10pajd Bb3MOXHOCTTA CH /1a IPOHUKBA B CNIHATEIIA.

3.3 IlpeakINHHYHH JaHHH 32 6€3011ACHOCT

EMOpHOHATHY M NIepU- K TIOCTIIATAIIHY TOKCHYHH ¢(PEKTH Ca U3ydaBaHW upes HpoyuBaHus 3a
PEITPOJAYKTHBHA TOKCUUHOCT, IIPOBEAIAHU BBPXY IUIHXORE U 3aALM TIPH CEPYMHM KOHIEHTPaL MK MHOI'O
no-eucoku /Han 40 nuru/ o1 Habio1aBaHUTe CIICT 11EPOPAJIHO IIPUEMANC Ha CHOKPATHA TepallcBTHYHA
n03a. Te3n npoy4uBaHUA HE 1TOKA3BAT TEPaTOreHH edhekty. Hannuiiure KWHETHUHU JIAHHH 1S [TO3BOJISBAT
OUEHKa HA KIIHHHYHOTO 3HAUCHHC HA MPOYYBAHUATA 34 pCnpOAYKTUBHA TOKCHUHOCT. [lopajan HenbliiHOTA
U CIEeAOBATENHO OrpaHUMCHA 3HAYUMOCT Ha MPEeAKJIMHNUYHKTE [IPOYUYBaHU, TC HE NTPEAOCTaBAT
NONBbAHUTEIHA HHDOpMALIMA W3RbH BKIIOUcHATa B KparkaTta XxapakTepHuCTHKA Ha 1IpOJYKTa.

6. OPAPMAINEBTUYHHA JAHHH
6.1 CnacnLk Ha HOMOIIHHTE BCIICCTBA

Acrniapram (E 951),

wzomalit (E 953),

JTMMOHEHA KMCEJIUHA MOHOXM)pAT,

BKYC Ha JINMOH,

BKYC Ha MEHTA,

XHHOJIHWHOBO bJITO (12]104),

nuaurorud (E132).

6.2 HecbhBMecTuMOCTH

Henpuiioxumo

6.3 Cpoxk Ha rojnoct

4 roJiMHH.

6.4 Cunenuainny ycJ10BHS HA CLXPalCHHC,

Jla ce cuxpausiBa npu remneparypa 1oj 25°C B opvIruialiHaTa ollakoBKa.
6.5 BujaH chLABPKANKC HA OCHAKOBKATA

Ta0Jierkure 3a cMyuenie morar jia 6saar onaxosanu B PVC/PE/PVDC — ALU Gnucrepu nnun napadunosa
XAPTHHA.

Onaxogka ¢ 10, 20, 30 num 40 rabnerku 3a cmyueHe.

He BCcruUKH ONAKOBKH MO1'AT 14 Obj1aT 1IYCHATH Ha 11a3apa.

6.6 Cueunaiuu NpeANAINH MCPKH NPH KIXBLPJIMHE




Hama crieuaiHi M3MCKBAHUAA.

HeusnonspanuAT ieKapCTBCH HIPOAYKT UK OTHA/LHHUTC MaTCpHaJIM OT Hero TpadBa /1a cC H3XBLPIIAT B
CHOTBETCTBHE C MECTHHTEC N3UCKBANHA.

7. IIPUTEXATEJI HA PABPEHIEHHUETO 3A YIIOTPEBA

Anmpxkenunn GapMa brirapus EOO/]

y:1. "Huxona Tecna” Ne 3,

0J1. busnec Llentsp BCP Codus 1, ct. 4, odpuc 401,

Codusa 1574, buirapus

Ten.: +35929751395

8. HOMEP(A) HA PA3BPEIHIIEHUETO 3A YIIOTPEBA

Per.Ne: 20030745

9. JATA HA IIbBPBO PA3SPEHIABAHE/IIOJHOB3IBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Jata na nupBo paspeutasate: 17 pekemspu 2003 1.
Jlara Ha nocnejiio nosuosspane: 09 man 2014 r.

10. JAATA HA AKTYAJIUIHPAHE HA TEKCTA

07/2025




