D DS/

) 1 -10- 70
I.  MME HA JIEKAPCTBEHHSI IPOJIYKT Zodyy LI
TAHTYM BEPJIE ¢ Bkyc Ha eBkaidnT 3 mg TabJICTKH 3a CMyUCHE
TANTUM VERDE with eucalyptus flavor 3 mg lozenges
2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Besika Tabiierka chabpika 3 mg 6enzuaamuioB xuiapoxsopui (benzydamine hydrochloride),
eKBHUBaJIeHTeH Ha 2,68 mg Gensuaamun (benzydamine).

[Tomouiau BeutecTna: ndomant 3124,23 mg.

3a IIbJIHUA CITUCHLK HA NMOMOIIIHUTE BElIeCTBA, BUXKTE TOuKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka 3a cMy4eHe.
THMHO 3eJieHH, ¢ kBajipaTHa (popma TadICTKH, ¢ KyXHHA B cpe/laTta U THITHYECH BKYC Ha CBKAJIMIIT.

4. KJIUHHUYHHU JIAHHHA
4.1 TepaneBru4HH NOKazaHus

CuMrroMaTu4Ho JieueHue 3a obJiekuyaBane Ha Oosikara npu 00JIe3HEHH BBH3MAJICHH Ha yCTHATA KyXHHA U
bPJIOTO.

4.2 Jlo3HpPOBKA H HAYHH HA NPHJIOKEHHE

J103upoBKa

Bb3pacTHu M Jiena Haj 6 rojiMHu
Eana tabnerka 3 mbTH Ha JieH. Jleuenuero He TpsOBa Jia rpesuilaBa nepuojl ot 7 JiHu.

Jeua mexty 6 1 11 roauun

[Ipry10sKeHHETO Ha JICKapCTBEHMS IIPOJLYKT 1pH Jiena Mexk/ty 6 v |1 rojmnm j1a objie 1noj1 HabJioJIeHneTo
Ha Bb3PACTCH.

Jleua 1oy 6 rojMnu
[Topasin tekapcrBeHara my opma, npuiaraiero Ha Oen3ujaaMud TadJIeTKH 3a CMYUEHE Ha Jiela 1nojr 6
FOJIMHU HE CE€ NperopbLyBa.

Hauun Ha 11puJIoKeHue
Opomyko3H0 npuiokenue. Tabnerkara 3a cMydeHe ce OcTaBs Jla ce pa3rBopu 0aBHO B ycrara. /la ne ce
'bJiTa. Jla HEe ce JIbBYC.




4.3 [lIpornsonoxazanms

CBpbXUYBCTBUTENHOCT KbM AKTHBHOTO BEUIECTBO UM KbM HAKOE OT NMOMOIIIHUTE BELICCTBA, N3OPOCHH B
TOUKa 6.1.

4.4 CroeunalHH NpeayYNPEXKICHMA H NIPEANAZHY MEPKH IIpH ynoTpeba
[Ipx Matsk Opoit nanuenTH, YCTHO-QAPHHI'CAIHOTO Bh3AJICHUE MOXKeE 1 OBbAC NPUYUHCHO OT CEPUO3CH
NATONOrUYEeH npotiec, [laiumMeHTn, Tpu KOUTO CUMITTOMHTE HE C€ NOAOOPABAT CNE/ KpaThK NEPHOJL OT

BPCMC, bu cneasasio na NOTBPCAT CBHBCT OT TCXHUA JCKAP HJIW CTOMATOJIOr .

Vnorpebara Ha OeH3u/IaMUH HE ¢¢ NPENOpbYBa [PH MALUEHTH ChbC CBPbXUYYBCTBUTCIHOCT KEM
CaJIMIMJIOBA KHCEJIMHA WK JIPYI'Y HECTEPOW/HYU 11POTHBOBB3IIAIMTEIHNA CPEJICTBA.

[loBHIlIEHO BlIMMANHKE ¢ HEOOXOUMMO TIPH MMAUKEHTH ¢ OpOHXHaiia acTMa, ThH KaTo € Bb3MOXKHO J1a cC
OABAT OPOHXOCIA3MH [IPY TA3U Ipyna IIauUeHTH,

[IoMOIHY BelllecTRaA

JlexapCTBCHUAT NPOAYKT ChABLPKA n3oManT, IlauMeHTH ¢ peIku HAcNeACTBEHN npobieMy Ha
HENOHOCUMOCT KbM (PPYKTO3a He TpsOBa Jia NpUeMar ToBa JICKapCcTRO.

ToBa nexapcTBO chABLPKA apomaT ¢ d-JIMMOHEH, KOWTO MOKe Jia TPUYHUHH aNlepruiHy peakiimu.
4.5 BaaumoaeiicTBHe C APYI'd JIEKAPCTBEHH NPOAYKTH H APYIr4 (popMH HA B3aHMOACHCTBHE
He ca ussectHm.

4.6 DepTHAUTCET, OPpEeMEHHOCT H KbPMEHE

bpeMenHOCT

Hama K1MHWYHM JaHHK, CRbP3aHK C U3M0N3BaHeTO Ha TauTym Bepie no speme Ha O0peMEHHOCT.

[Ipe3 TpeTHs TpUMECTHP Ha OpeMEHHOCTTa, CUCTEMHATA yrioTpeba Ha MHXUOUTOPH Ha CHHTe3a na
[MPOCTarflaHiy¥H MOXe 1a IIPpCAN3BHKA KapIHOnyJIMOHapHa U 0b0peuHa TOKCHUHOCT B noaa. B kpas 1a
OpeMEeHHOCTTa MOXKE J1a Bb3HUKHE NPOABLIKUTENHO KEPBEHE KAKTO NP MaikaTta, Taka U Nnp JICTETO, a
paxc1aHeTo Moxe J1a Obae 3abaseHo.

He ¢ U3BECTHO 1M CUCTEMHATA CKCITO3MIIMA HA TaHTyM Bepae, AocTUrdara cliell JOKAITHO [PHIOKEHUE,
MOXE J1a OB BpelHa 3a eMOpHoHa/mioa.

Crepnosarenno, Tantym Bepsc He TpabBa ga ce M3nonisa no BpeMe Ha OpeMEHHOCT, OCBEH aKo HE C
abCoMOTHO HeoOX0aUMO. AKO Ce H3I0138a, jo3ara TPAOBRa Aa ce NogAbpiKa BL3MOKHO HAH-HUCKA U
MPOABIDKATETHOCTTA Ha NleueHUeTO TpAOBa 1a Ob¢ BE3MOXHO Hail-KpaTKa.

4.7 Edexrn sppxy cnocobnocrra 3a modupave H pabora ¢ MallHHHK

Jloxannoro npunoxcHue Ha TaHTyM Bepiie B NpenopbYHTEIHUTE JIO3H HE BJIMAC BbPXY KOHLCHTpalHATA
[py wogupaHe 1 padoTa ¢ MAILIMHH.

4.8 Hexenanu 1eKapcrseHd peakuHH

HM3rion3sana € clleaHara KnacupruKalms 3a YeCTOTa HA HEXCIIAHUTE JICKAPCTBCHHU PEaKIluy; .-
f;;._g}ﬂf"t N0 n. ™.




Muoro uecty (= 1/10). Hecru (= 1/100 no <1/10), Heuectu (= 1/1 000 no <1/100), Peaku (21/10 000,
<1/1 000) u Muoro pesiku (<1/10 000)

CToMAuHQ-4peBHH HApYLIEHWH
Peoxu. llapene, cyxorta B ycrara
C neuzsecmua yecmoma: XUNoOCCTE3uaA Ha ycTaTa

HapyuieHys Ha MMYHHATa CUCTEM2
C nHeuzsecmua vecmoma: AnapUIAKTUUHY peakiMH, peakiUu Ha CBPbXYYBCTBHTEIHOCT

PecninpaTopHH, I'pb/IHKM W ME/THACTHHAIHK HApPYUICHUS
Muoco peoxu: JlapuHrocnaznm

HapylueHus Ha KoKaTa M I10/IKOXKHATA ThKak
Hevecmu: CBeTNOUYBCTBUTEIHOCT
Muoeco pedxu: AHTHOCIEM

Cro0OimasaHe Ha NoHO3MPaHN HCKCNIAHU PeaKinH

Cpof1aBaHeTo Ha 110/103Upaly HEXEeJIaHHN peakiliky ciie)) pa3pelnasate 3a ynorpeda Ha iekapcTBReH WS
NpOyKT € BaxXHO. T0oBa NO3BOJABA A [IPOAbLINKM HAONIOAEHHUETO HA CHOTHOLLCHHRETO NMOJ3a/PUCK 34
JeKapeTBeHUs: TIpoaykT. O MEAMUMHCKUTE CIICHMANIMCTU CC U3KMCKBA Aa choD11aBaT BCiIKa NoA03upaHa

HEXKEJAHA PeaKLUs Ype3 HalMOHanHa cucTeMa 3a chobuiarane: ManeiinTenta arcHUMs 110 JICKapCTBATA,
yi. ,,Jlamsu 'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8503417, yebcaiiT: www.bda.bg.

4.9 Ilpenosupane

He e u3Becred pyck OT 11pE103upanc ¢ ickapereenara gopma Tadiierky 3a ¢MydcHe, Bwnpeky ToBa,
MHOT'O PEAKW CUMIITOMM Ha NPEe/o3npaHe, KaTo Bb30yla, KOHBYJICHY, U3NOTABAHE, ATAKCUS, TPEMOP,
NoBpbUlaHe, ca HabnoaaBany IPH Jiela cneil NeEPopanHO NPUIMKEHKE Ha HCHIWAAMKH B I03H ¢ OKOJIO
100 nB1TH 110-BUCOKH OT Ta3n B Tabnerkara.

B cnyvauTte Ha OCTpO Npeo3upaHe ¢ Bb3MOXKHO caMO CUMNTOMATHYHO neucHue, Tpabna na ce
NpeAM3BUKA MMOBPbLLUIAHE HIIKM CTOMAILIHA NIPOMHBKA, CIE/ KOETO NAUMEHTDLT Ja ce HabmoaaBa
BHUMATEIHO [IpY NoAX0AAUO neuenre. HeobxonuMo € aa ce noabpka NojAXoAsia Xuaparalus,

5. ®APMAKOJIOT'MYHU CBOUCTBA
5.1 @apmMakojMHAMMUYIHH CBOWCTBA

@apmakoTepalicBTUYHA rpyna: JjuxarenHa cucTema, Apyrd Npenapard 3a JICYCHHE Ha rvpilo, A'TC ko
RO2AXO03. |

KJIIMHHYHATE NPOYUBAHMA JIOKA3BAT €(PCKTUBHOCTTA HA DEH3WIAMHHE BLPXY JIOKAJIHOTO OTHHMIIE Ha
BBL3MAJIEHHETO B YCTHATA KYXHMHA K apuHKca. beH3MIAMKUH [ipUTEkKaBa yMepeH Jiokajien obe3dolspalll
edekr.

B panaoMusnpalio, akTHBHO KOHTPONIMPAHO KIIMHUYHO M3NUTBAC ¢ HADI0aBaAHO [IbPBOHAUATHO
HamansaBaHe Ha Oohkara | MunyTA Clle]] [PUNIOKEHHUE Ha €/1Ha TabJieTKa 3a CMYy4eHE ¢ 3 mg OcH3UIaMKH
npu 87% OT MalMUeHTUTE C OCTPO BhINANCHO BP0, KaTO AocTHra 91% OT nNalueHTHTE el 2 MUHYTH.
Cnen 15 MunyTH o1 npuioxeHueTo ¢ HabnonaBaHo 3HaYMTENHO obnekuaBane Ha HoJkaTa npy S
npubinzureano 83% or nanmenrure. Habmonasanu ca cbiio noaoOpeHus Nnpy 3aTpyie %H no .




Nperabliale ¥ Ha yCellaHeTo 34 1oy Baiie. [loTebpiaasa ce MHOro Ao00pus npogiil Ha 6e¢30MacHOCT Ha
OCH3WIaMUH,

5.2 {dapMakOKHHETHMHH CBOKCTBA

AbGcopbuusTa npe3 Jurasuiiara Ha ycrara ¥ (papMHKCa ¢ I0Ka3Ba ¢ HATUYKE Ha UBMEPHUMHU KOJIMYCCTBA
Oer3nzaMHA B 4OBCLIKHS cepyM. J{Ba yaca cnen npuemane na tadbnerkd 3 mg, HUBOTO Ha OCH3M/IaMuN
poctdra o 37,8 ng/ml ¢ 367 ng/ml*h AUC. Bunpexu Toea, CcpyMHUATE HUBA €& HUCKU M HE
npeiAM3BUKBAT hapMaKoJioTHYHY CUCTEMHU eEeKTH.

JlekapcTBOTO ce eKCKpEeTUpa I'IABHO Upe3 YPUHATA, KaTo HEAKTHBHY MCTAbOINTH K Che/IMHEHUS.

[Ipu nokanHoTO MY NpKJlaraie OEH3WAaMKH Ce HATPYIBA BB BL3IIANICHUTE THKAaHH, KHIETO JIOCTUI'A
c(PeKTHBHA KOHLCHTpAlMA, TOpaax Bb3MOXKHOCTTA CH J1a IPOHUKBA B EHTENA.

5.3 [Ipeak/HHYHY AaHHH 32 De30NaCHOCT

EMOpHOHANHKY KU NCPH- ¥ TOCTUATAINMA TOKCHYHH SEeKTH Ca U3yUaBaHH 4pe3 PENPOLYKTHBHH
IIPOYYBAHHUS 32 TOKCHUHOCT, LIPOBSHAAHUN BbPXY IUTEXOBE Y 3aHlIN [IPH CEPYMHU KOHIIEHTPALIMH MHOI'O
No-BUCOKU /Haa 40 nmvry/ ot HabMIOaBAHUTE CIIE/1 MTEPOPATTHO IIPHEMAHE HA €AHOKPaTHA TepalicBTHYHA
no3a. Tezn npoyyBaHMs HE MMOKA3BAT TEPaTOreHHHU ePeKTH. HalmuHnTe KHHETUYHHU IAHHYU HE 1O3BOJIABAT
YCTaHOBABAHCTO HA KJIMHMYHOTO 3HAUEHHE Ha [POYYBAHUATA 33 PEIIPOAYKTHBHA TOKCHYHOCT. [lopanu
HEHBJIHOTA M CHSOBATENHO OrpaHMyeHa 3HAYUMOCT Ha MPEAKIMHHYHUTE MIPOYYBaHUs, TE He
NpeOCTABRT JIOMLJIHUTENHA “HGOPMALIMS W3BHLH BKItoueHara 8 Kparkara xapakrepucTika Ha npojlykra.

0. OPAPMAUEBTHYHHH JJIAHHH
6.1 CIHHCBLK HA NOMOUIHUTC BEIlECTBA

Hzomant (B 953),

eBKaJIMITTOBO MacJIo,

NTYMOHEHA KUCEAUHA MOHOXHUApaT,
auecy/iham Kanui,

JICBOMCHTOII,

XHHOJNHHOBO *1)1TO (E104),
HHIUrotuH (E132).

6.2 HechBMEeCTHMOCTH
Henpunoxumo

6.3 Cpoxk na rosuoct

4 roavin

6.4 CneunajtHi yCJI0BHYH HA ChXPAHCHHE

Jla ce cbxpanasa npu teMucpatrypa nou 30°C B OpUruHaiHaTa OlIAKOBKA.,

6.5 BuiH chiAbLpPAKAHKMC HA ONIAKOBKATA




TabGnerkara 3a cMyHcEHE ¢ O1IaKOBaHA B llapadyHOBA XapTHs.

lpbunnpre chibpxar 10 rabiiecTky 3a CMyYCHe OIIAKOBAHY B LHOJIMCTUIICH-XPTHA-ANTYMHUHUECBO
NaMHUHUPaHO POIIHO.

TabneTknure 3a cMyuene morat na 6baat onakosanu B PVC/PE/PVDC — ALU Gumcrep.

OnaxoBka ¢ 20, 30 unu 40 TabneTkn 3a CMyUeHe.
He BCHuKY OllaKOBKH Morart ja ObAaT [yCHaTH Ha Ha3apa.

6.6 Cnenuannu nNpearnasid MEPKH NPH H3XBLPJIAIIE

Hama crieuuantv u3ncKBanys.

Hewuznonzsauust nekapcraeH MpoLyKT MU OTNAABYHUTE MATEPUATH OT HETO TPAORA J1a CC U3XBLPIIAT B
CHOTBETCTBHE C MECTHHTE H3WCKBAH U3,

7. [IPUTEXATEJI HA PASPELIEHHUETO 3A YIIOTPEBA
Aukennny ®apma buarapus 00/ ]

yn. "Hukona Tecna" Ne 3,

6u1. busnec Llentbp bCP Codus 1, er. 4, oduc 401,

Codus 1574, Buarapusi
Ten.: +35929751395

8. HOMEP HA PAZPEHIEHHUETO 3A YITOTPEBA

20110371

9, JATA HA ITBPBO PAZPEIHABAHE/MOJAHOBABAHE HA PA3PEIIEHUETO 3A
YINIOTPEDBA

llata Ha mbpBO pa3pewasane: 15 wonmn 2011 r.
Jlara na nocnenso noauossisaue: 05 asrycr 2016 T.

10. JATA HA AKTYAJIHZUPAHE HA TEKCTA

07/2025




