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TANTUM VERDE with orange-honey flavor 3 mg lozenges

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besaka Tabnerka Chibpka aKI¥BHOTO BEHICCTB0 6CH3MIaMMHOB XuApoxyopua (benzydamine
hydrochioride) 3 mg, exkBuBajicuteH Ha 2,68 mg 6exsuuamun (benzydamine).

[lomoinu BewecTsa: udomait 3073,53 mg.

3a [bJIHUS CIIMCBLK HA IIOMOLLIHHWTE RElIeCTRa, BUXTE Touka 6.1,

3. JEKAPCTBEHA ®©OPMA
Tabnetka 3a cMydclce,

Kuirro-opaHxesu, ¢ ksajparia Gopma 1adierkd, ¢ KyXHilla B Cpe/iaTa M THIIMYCH BKYC HA NOPTOKAI M
MCH.

4, KJUHHYHHU JAHHH

4.1 TepanepTHuHH MOKA3AHHS

CuminToMaTHuHo eyeline 3a obsickuyaBane Ha 0olikara 11py OOJIC3HCHU Bh3laNieiusa Ha yCTHATA KyXHHA U
MLPJIOTO.

4.2 Jo3HpoBKA M HAYUN A IIPUNOKEHHE

Jlo3npoBka

BbapacTuu 4 siena na) 6 roJlMiu
Eana Tabnetxa 3 111w Ha Jici. Jledenueto fic rpsOBa Aa npesMilasa nepuoi ot 7 JIHK.

Heua mexcny 6 m 11 ronuiu
[TpUAOKEHHETO Ha JIEKAPCTBCHUS 1IPOAYKT 1IpH jlena Mexkjty 6 U 11 rojiuiu na 6bae noa HabRIoNEeHUCTOo
HA Bb3pacTeH.

Jleua 1oa 6 ro/iMHK
[Topanu nekapcrTeeiara My GopMa, Hipyiaraieto Ha 6e13njlaMuH TabneTky 3a CMyUCHE Ha Jiena noj 6
'O/IKHU HE CE NpenophLYBa.

HauyuH Ha NpUIIQKCHUE
OpoMyKo3HO npuiioxcHie, TabneTkara 3a cMyucHe ce ocTaBst Jla cc pa3TBopH OaBHo B ycrata. [la He cc
reaTa. Jla He ce JIbRuE,




4.3 [IporuBonokKa3alus

CBPBLX4YBCTBUTEHOCT KbM aKTHBHOTO BCIUCCTBO HITM KbM HAKOC OT [IOMOLLIHNTE BCLICCTBA, 130pocHun B
Touka 6. 1.

4.4 CneuuaJHH NPETYHPEKICHHS H IIPEATIAZIHA MEPKH 1IPpH Yuorpebda

[Ipy Manbk Gpoit HalieHTH, yerHO-GapriIcanHoTo Bb3HAJICHUE MOXKCE jia Ob/IC IIPUYMIIENO OT CCpro3eH
MaToJoru4eH npoliec.

[TauMeHTH, [IPY KOUTO CUMIITOMUIC HE ¢ 110/100pABaT CJIEJL KPATLK 1ICPHOJL OT BpEME, OU clic/iBalio Jia
NMOThPCAT CHBET OT TEXHUA JICKAP WIIK CTOMATOJIOL.

Ynorpebara Ha OSH3MAAMAH HE CC 1IpCNopbUBa [IPH NALMEHTH CbC CBPBXYYBCTBUTEIHOCT KbM
CaNIMLMANIOBA KUCENTHHA WK APYTHY HECTEPOUIHY NIPOTHBOBBL3NAIINTEIIHK CPEACTBA.

[ToBHILIEHO BHUMAHKE € HeoOX0,IMMO NpH NIallMeHTH ¢ OpoHXHalida acTMa, ThH KaTo € Bb3MOXKHO
pa3BUTHE Ha OPOHXOCHATIBLM [IPY Ta3K IPyna MallueHTH.

[ ToMmouiHY BCUICCTRA

[TauKeHTH ¢ peIKY HACNEACTBEHH TPOBIEMH 112 HETIOHOCHMOCT KbM (PPYKTO3a 1€ TpiOBa jia npucmMar
TOBA JIEKAPCTBO.

Toga nekapcTso Chlibpxa cbHeeT Ku10 (E 110) v apomarn ¢ nurpall, LATPOHENOI, I'CPaHHO, JIMHATIOO]
1 d-JIMMOHEeH, XOMTO MOMKE J1a 1IPHUUHHST AJICPIHYHH PCaKIlii,

4.5 BiaumojeficTBHC € APYI'H JIEKAPCTBEHH TPOJIYKTH H JIPYI'H hopmMH Ha BIAUMO/ICHCTBHC
He ca u3BecTHH.

4.6 @DepTHAHTET, BPEMCHHOCT H KhPMCHE

bpemeHHOCT

HsiMa KTHHUYHH AaHHU, CBhp3anu ¢ uanoissanceto Ha TAHTYM BEPUE Tabnerky 3a cMyuelie 110 BpeMe
Ha OpeMCHHOCT.

[Tpe3 TpeTust TPUMECTHD Ha OpeMcHIIOCTTd, CHCTEMHATE YIIOTpeda Ha MuXubuTopH Ha cuiiTesa Ha
MPOCTarjanAuH MOXe JIa 1IPC/IM3BUKA Kap/nollyaMotiapiia M Os0pedna TOKCHUHOCT B IioAd. 3 kpas Ha
OpeMeHHOCTTA MOXKE JIa BL3HWKHE NMPOJIbIIKHTEIIHO KbPBCHE KAKTO [IPH MaHKaTa, TaKa H IIpY JICTCT0, 4
pa)kAaHeTo MoKe Jla Obae 3abaselo.

He e u3zsecTho aainm cucreMuara ckcrozuiius na TAHTYM BEPJIE rabnetku 3a cMytche, jiocThriara
cricji TIOKaJTHO MPUIIOoKEiHe, MOXKe Jia Onh/1c BpetHa 3a eMOpHOHa/ 1o/1a.

Cnenoparenio, TAHTYM BEPJIE rabliierkd 3a cMydeHe He TpadOBa Ja ce€ M3rnon3sa (10 BPCMC Ha
6peMEeHHOCT, OCBEH aKo He ¢ abconoTHO HeobX0UMMOo. AKO ce H3110/13Ba, 103aTa TpADBa J1a cC 10/ulhpxa
BL3MOKHO Hai-HUCKA H NPONL/KMTCIHOCTTA Ha IcYeHHEeTo TpsOBa Jia O1be Bh3MOXHO HaW-KpaTKa.

4.7 EdexTu BbpXy citocofHOCTTA 3a 1modupane n padoTa ¢ MAUIHHA

Jlokannoto npunoxenue Ha Taurym Bepiie B 1ipernopbyuMTEIHy JIO3H HC OBJIMABA CIIOCOOHOCTTA 34
modgHrpale U padbora ¢ MalliMHH.

4.8 Hexe/lanu JIEKAPCTBCHH peakUuH

HM3non3saHa € caeaHara KﬂﬂCH(bHKElI[HH 11O YECT0Ta Ha HEXCIIAHHKTC JICKAPCTBCHH PCAKIINN.



Muoro uectv (= 1/10), Hecrn (= 1/100 ;0 <1/10), Heuecrn (= 1/1 000 10 <1/100), Peaxn (21/10 000;
<1/1 000) u Muoro peaxu (<1/10 000), C neuszpectna 4ecToTa (O HATHMHUTE JaHHU He MOXE J1a On/e
HalpaBeHa OLEeHKa).

CToMalIHO-4pEBHH HAPYUICHYS
Peoxu. [lapene, cyxora B ycrara
C neusgecmua vecmoma: XUIOCCTC3IMS Ha ycTaTa

Hapyiienus Ha MMYHHATa CUCTCMA
C neusgecmua vecmoma: AHAQWIIAKTHYHH PCAKIIMH, PCAKIIMH HA CBPLXYYBCTBUTEIIHOCT

Peciimparopid, I'pbHY W MC/IMACTUHAJIHYU HApYILNEIIHA
Muozo peoxu. Jlapuurociiaznm

Hapywienus Ha KOxartd W 110)IKOKHAETA ThKaH
Hevecmu: CBETN109YBCTBUTCIIHOCT
Mno2o pedku. Aurnociiem

CrobuiaBaie Ha 10/1I03UPaHK HCKCIIAHN pCaKIMK

Chbo01iaBaneTo Ha 110/103Upaty HEXCIIAHH peakiiK ClIC)L pa3pellaBance 3a ynorpeda Ha JICKapCTBEH U
IPOJIYKT € BaxcHO. ToBa I103B0JISBA J1a NPoJibibky HabIOAEHUCTO HA ChOTHOUICHHETO 110J13a/pUCK 32
JleKapctBeHus npoaykr. Or MCHULIMIICKUTE CNCIHAIUCTH CE H3UCKBA A3 ChoDLIaBaT BCsKa 110103MpaHa
Hexellana peaklUUsA upe3 HalloHaliia cucreMa 3a chodnasate: Mairbinwrenna areHuus 1o JICKapCeTpara,

yi1. ,,Jlamsn ['pyes” Ne 8, 1303 Codus, Ten.: +359 2 890 34 17, yebeaitr: www.bda.bg.

4.9 [lpeaosnpanc

He e H3BecTen pUCK OT NPCHAO3HPAHC C JICKapcTBeHaTa opMa TabICIKY 3a cMyuene. BLIpeKn Tosa,
MHOFO PCAKY CHUMITTOMH 11a NPC/I03UpaNe, Karo Bh30yiia, KOHBYJICHH, W3IIOTSBAHE, aTaKCH3I, TPEMOP,
MOBpPbIlAHe, ca HabNoIaRaHN 1P JICLA CIIC/L 1ICPOPAIHO IIPUIOKCHKE HAa OCH3UAEMHT B JIO3H € OKOTIO
100 11514 110-BHCOKM OT Ta3u B radiicrkara.

B ciiyuanre na octpo Nnpeio3upatc ¢ BL3MOKHO CaMO CHMITTOMATHYHO JieucHHE. Tpsadsa j1a cc
npeiAK3BrKa IIOBPBILAHC WK CTOMAILIHA NPOMUBKA, Clie)l KOETO HAIMCHTBLT jia ce Habioaasa
BHUMATEJIHO [1PH NOAXO/IAN0 Jicderne. HeobX0iMMo ¢ j1a ce NOJUIBLPKA NOAXOAAILA XU paTallis.

5.  ®APMAKOJIOITMYHY CBOUCTBA
5.1 @Mapmako/HHAMHYIIH CBOHCTBA

GapMakoTepaneBTHUHA Ipynia: J[uxarenua cucrema, Apyri upenapary 3a jgeyenue ua rspi1o, ATC ko
RO2ZAXO03.

KnuHuuinre npoyuBaius JIoKazear cexruBHocTra Ha OCH3MIAMHH BLPXY MOKAINHOTO OrHULUIC Ha
Bb3NAJICHHCTO B YCTHATA KYXHHA v (papuiikca. BeH3uiaMun LIpyTexaba yMepeH tokanct obe3do)isialll
eeKT.

B pan/lIo0MH3MPaHO, aKTUBHO KOITPOJAUPaI0 KIMHUYHO U3nUTBane ¢ HaboaBano 1IbPBOHAYAIIHO
namanssane na oonkara | MHHYTA CIC;1 IPUIOKCHUE HA ¢AHa Tab/eTka 3a CMYUYCHE € 3 mg OCH3MJIAMUH
npu 87% o1 HAUMEHTHTE € OCTPO BL3IIICHO I'LPJIO, KaTo jiocrura 91% o1 nauuesTure Ciejl 2 MUHYTH.
Cuiejt 15 MUILYTH OT NIPUIIOKCHHUETO ¢ naluiiolaBano 3HaunTeliHO obiickiuasane Ha Dosikara 11pu




npubnusuremio 83% ot nauucnture. Habmonasanu ca chilo 1H0/100peHus 11pH 3aTPy/HEHOTO
nperirklIale M 1a ycclllanero 3a nojyane. Iorsspxnana ce Miloro /100pus rnpoguii Ha 6c3onacioct Ha
OeH3nNaMAnH.

5.2 @apMakOoKHHCTHYIH CBOCTBA

AGcopOuusta npes MraBuilara Ha ycrara ¥ gpapuHKCa CC JI0Ka3Ba ¢ HajlMUMe Ha U3MCPUMM KOJIMUCCTBA
HeH3nNaMuH B HOBEHIKHA cepyM. J[Ba yaca cieyl npdemanc ta tabierky 3 mg, HUBOTO Ha OCH3WIaMUH
noctura no 37,8 ng/ml ¢ 367 ng/mi*h AUC. Belpexu To8a, CEpyMIATE HUBA CA HUCKH U HC
[IpeAU3BUKBAT hapMaKOIOI'HYHU CUCTCMHH ¢CKTH.

JIekapCTBOTO €€ CKCKPCTUPA MIABHO YPC3 YPUHATA, KATO HCAKTHUBHHY MCTAbONHUTH U CHEANHCHMS,

[Ipu jokaJIHOTO MY Ipuiiarane OCH3UWAMUH CC HATPYIIRE BB Bb3NAICHUTE ThKaHH, KbACTO AJOCTUTA
cEKTHRHA KOHLCHTPALINA, HOPAAH BE3IMOXHOCTTA CH j1a IIPOHUKBA B CITUTCIIA.

3.3 [IpeaxauHr4Hn Januy 3a 6e3onacnocT

EmOproHaniy u nepu- ¥ 1OoCTHATAIIIM TOKCHIHN ¢(hCKTH ca U3y4aBaliy YpC3 Penpoiy KTHUBHY
[IPOYYBAHUA 32 TOKCHUHOCT, LIPOBCHK/iAlM BhPXY IUIBXOBC U 3aHLM IPU CEPYMHH KOHIIEHTPAIIMH MIOIO
1o-Bucoky /uan 40 nnry/ o1 HadIOaBAHKTC CJIG)/L [ICPOPAIIHO LIPUEMAHC HA €1HOKPATHA TCPAILICBTHYHA
s103a. ‘Te3n npoyyBating HE noxkazsar Teparoreiiy cpekrd. Hannunmure kMHEeTHINU JIaHHY HE NO3BOJISBAT
OLICHKA HA KJMHUYHOTO 3HAYCIIKC HA 11pOYUBAlNATA 33 PCIIPOJIYKTHBHA TOKCHUYHOCT. | lopajiy neirbinora
M CIICJOBATENIHO OI'PaHHUuCHA 3HaYMMOCT HA HPEAKIIMHNIHNTE IIPOYYBAIHS, TE NE [IPC/OCTABRT
NOMBJIHUTENIHA HEIpOpMaIlMA M3BbH BKJNIOUeHaTa B KpaTkara XapakTepHCTHKA Ha NPOAYKTAa.

6. OAPMAUEBTHUYINA JAHHHN

6.1 Cukchbk HA TOMOIIIKTC BEleCTBA
Hzomant (B 953),

NIUMOHEHA KUCEIMHA MOHOXHWJIPAT,

BKYC Ha MOPTOKan,

BKYC Ha MEJL,

NICBOMECHTOJI,

alecyyipam Kauu,

XUHOJINHOBO X baTO (£ 104),

cbHeeT wbJito (B 110).

6.2 HecbBMCCTHMOCTH
Henpunoxumo

6.3 Cpoxuaromocrt

4 ronmMHu

6.4 Cueunajiin yciI0BHE H2 CbXPaHCHHC

Jla ce chxpanspa npx reMneparypa 1o 30°C 8 opurunanHara OrnakoBKa.

6.5 DBujan cbhiabspxaHMe 1a OHAKOBKATA
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TabneTkure 3a cMyueiie Morat jia 6ni1ar onakosauy 8 PVC/PE/PVDC — ALU 6imcrepu niu
napaguHOBa XapTHsL.

Onakonka ¢ 20, 30 nnu 40 tabnerky 3a CMYUCHC,

He BcHukn onakoBkd morar na Onjar rycHatry Ha lazapa.
6.6 CnenuvajHH pelaziy MEPKH 1IPH M3XBBJIHHC
Hsma crnelnMaisyg H3MCKBanus,

Heu3no3BaHuAaT NCKapCTECH IPOAYKT MM OTHA/BYHMTC MATCPHAHM OT 11€ro TpsA0Ba Jla CC U3XBLPIIAT B
CLOTBETCTBHC C MECTHHTC U3UCKBAHHA.

7. [IPUTEXATEJI HA PAZPEIMEHHETO 3A YIIOTPEBA

Anjukenunn ®apma buarapus OO/

yn. "Hukoua Tecna” Ne 3,

6a. busnec Leursp BCP Codus 1. er. 4, oduc 401,

Codust 1574, bryirapust

Ten.: +35929751395

8. HOMEP HA PAZPEUIEHHUETO 3A YIIOTPEDA

Per.Ne: 20110377

9. JIATA HA ObHPBO PASPEHIABAHE/MOAHOBABAHE HA PA3PEUIEHUETO 3A
YIIOTPEBA

JlaTa na repBo pa3pewasanc: 15 oun 2011 r.
Jlata na nociieano noanopssauc: 05 aprycr 2016 1.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

07/20235




