I.  MME HA JIEKAPCTBEHUS ITPOJYKT Iy vo/i3

TAHTYM BEPJIE ¢ Bkyc Ha menTa 3 mg tabJieTKH 3a CMyUeHe 29 -10- |
: 7—\9 J "IV LU

TANTUM VERDE with mint flavor 3 mg lozenges L ? 7 )

2. KAYECTBEH U KOJIMYECTBEH ChCTAB

Besika TabsieTka Cb/Iibprka aKTHBHOTO BellecTBO OCH3M1IaMUHOB XuipoxJiopu (benzydamine
hydrochloride) 3 mg, ekBuBasienTen na 2,68 mg 6ensujiamun (benzydamine)

3a 1'bJIHUA CITUCBK Ha ITOMOULHUTE BCHICCTBA, BUXKTC TOYKA 6.1.

3. JJEKAPCTBEHA ®OPMA

Tabnerka 3a cMyueHe.
| lonynipospayunu, 3es1eHu, ¢ kBajiparia opma tablieTk, ¢ KyXMHa B cpejlata v THITMYEH BKYC Ha MCHTA.

4.  KJIMHUYHU JIAHHU

4.1 TepaneBTHYHH HOKA3AHHH

CUMITTOMATHYHO JIcyeHue 3a odJiekuyaBane Ha dosikara [HPH 00JIE3HEHM Bb3I1AJICHUS Ha yCTHaTa KyXHld H
I'bPJ10TO.

4.2 Jlo3upoBKa H HAYHH HA HPHJIOKCHHE

Jlo3unpoBka

[ [0 ej1na TabsieTka 3 11bTH Ha JICH.

JIeuenuero He TpsOBa j1a npeBUIIaBa 1epuo/l OT 7 JIHK.

[Topaju JiekapcTBeHara my opma, rpuiaraieTo Ha OeH3u/1aMuH TabJIETKH 3a CMy4€eHe Ha Jiena 11o/1 6
[OJIMHK HE CE IPCIopBHYUBA.

[ IpusioskenueTo 1pu Jleta Mex/ty 6 v 11 rojimim 1a on)1e 1101 HabJIIOICHUETO Ha Bb3PACTEH.
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OpoMYyKO3HO TNpuiioKeHHue. ladlierkara 3a CMyUdeHe € OCTaBs Jla ce CTOIM B ycTara.

4.3 IIpornBonokazanmus

CBPBLXYYBCTBUTEIIHOCT KbM aKTUBHOTO BCUICCTBO MJIM KbM HIKOE OT ITOMOIIIHHATE BECIICCTBA, U30pocHH B
To4yka 6.1.

4.4 Coenua/ing nNpeIynpesR/JIeHust M HpeAnasnn MEpPKH nNpH ynorpeda
[Ipu masrbk Opo# nauMenTH, yeTHO-(apyHIrealH|Te JIe3HH Moske Jla ObJ1aT 1PU3HAK 34 110-CepPHOo3CH

latosiorude npouec. anmenru, npum KOUTO CUMIITOMUTE HE CE 110100psBaT CJIe)L KPATbK 11ep
Bpeme, OU Cl1e/IBaJIO J1a [OTHPCAT ChBCT OT TEXHH JICKAp WK CTOMATOJIOr .




HUznoaseanero Ha OeH3WIaMHH HE CC 11PEIOPbUBA IIPH 11A1IMEHTH CBC CBPBbXYYBCTBUTC/IHOCT KbhM
CAJIMLIMIIOBA KMCEJIMHA W/ I JIPYI'H HECTCPOUAHHN [IPOTUBORB3ITAIIMTENHH CPCACTBA.

[ToBuIneHO BHUMAHHE € HeOOXO0IMMO MPU 11ALMCHTH ¢ DPOHXHAJIHA aCTMa, ThiH KaTo € Bh3MOXKHO
pa3BUTHC Ha HPOHXOCNA3LM [1pU Ta3H rpyna falnveHTH.

JIoMOILIHH BeHiecTRA

ToBa JIeKapCTBO ChAbpKA acllapTaM, KOMTO € M3TOMHHMK Ha deHHaraHuH. Moxe f1a HaBpe/u Ha
NalKERTH ¢ (PEHHIKETOHYPHA, PAJIKO reHETHUHO 3abonsBale, NIpH KOETO Ce HaTpyliBa geHUnanaiyH, Thi
KaTO OprraHU3MbBT HE MOXKE J1a 1'0 OT/IE)IA [IPABUJIHO.

[TauneHTH ¢ peiKY HAC/IEICTBEHH NPoGIIEMH Ha HCIIOHOCUMOCT KbM (PpyKTO3a He TpAOBA Jia ripucmar
TOBA JICKAPCTBO.

ToBa nekapcTBO ChILPXKA apoMaT ¢ OGEH3IUIIOB AJIKOXO0J, LUTPAJT, LWTPOHEION, Fepatinojl, CBIrE¢HOI,
sMHanoot v d-JIumMoHeH, KOUTO MOI'AT a [IPUUKMHAT AJICPTHYHH PCAKLINHU,

Tosa nekapcTBO ChAbLPMX)A OYTHIIXHIIPOKCHAHHU30)E, KOWTO MOXC /1A IIPHUKHM JIPa3HEHE HA JIMTaBHIIHTC.
4.5 B3aumojelcrBHe C JIPYrH JIEKADCTBEHH NPOAYKTH H JIPYrH GOpMH Ha BIAHMO/JACHCTBHC

He ca N3BeCTHH.

4.6 @cpruanrer, OpecMEHHOCT H KbPMEHe

bpemeHHoCT
HsiMa KNHHHMYHYW JaHHH, cBbp3aHu ¢ wanonisanero va TAHTYM BEPJE tabierkn 3a cmyueHc 110 BpeMc

Ha OpeMEHHOCT.

[Ipe3 TpeTns TpUMECTHP Ha GpeMeHHOCTTa, CHCTEMHaTa yroTpeda Ha HHXMOWTOPU Ha CHHTe3a Ha
npocTarnalAuH MOXE J1a [IpC/AM3BHUKA Kap/iHollyJiMoHapHa U 6b0peuna TokeuuHocT 8 roaa. B kpas na
6pEeMEHHOCTTA MOXKE J1a Bh3HUKHE [1IPOIbJKMTEIHO KhPBCHE KAKTO MPH MAKKaTa, TakKa W [pH JCTCTO, 4

paXkaaHeTo Moxe J1a Objie 3abaseho.

He e uzsecrHo aanu cucremuara excriosuinms Ha TAITTYM BEPJIE rabnetku 3a cMy4cne, JocTyriara
clIC/1 NOKAJTHO fIPWIOKEHHE, MOXe J1a Objic Bpeina 3a emOprona/nioia.

CacpoBatesnino, TAHTYM BEPJIEE TabneTtkn 3a cmydcHe ne TpabBa Jia ce 3110J1384 (10 BpeMC 1A
OPEMEHHOCT, OCBEH aKo He ¢ abcoilloTHO HEoOX0AMMO. AKO Ce H3M0/I3B4, 103aTa TPADBA J1a ¢¢ 110/U(hpXka
BL3MOXHO HAH-HUCKA W NPOIb/DKUTEIHOCTTA Ha JIeueHHCTO TpAOBa aa Obae Bh3MOXKHO HAH-KpaTKa.

4.7 EdexTn BLpXY cuocobuocrra 3a mioupane H padora ¢ MamuHu

JNokannoro npunoxennc na Tawrym Bepjie B npetiopbuntelliy 1034 He BOBJIMABA CnocobHOCT A 32
wotupane v pabora ¢ MalKHHY.

4.8 Hexenanm JieKkapcTBEHH PCAKUHH

Hanonssana e cnejgHara KilacHHKaLMs (10 MECTOTA Ha HEXENAHUTE JICKAPCTBCHH PEaKIKU:
Mtoro uyecTH (2 1/10), YUectu (= 1/100 no <1/10), Heuecrn (= 1/1 000 no <1/100), Peaku (=1/10 000;
<1/1 000) u Muoro peaxu (<1/10 000)

CroMauno-4ypeBHN HAPYLUICHU S
Peoku. 1lapene, cyxora B ycrara




Hapyuienust Ha UMyHiHaTa CHCTCMA
C neuzsecmna vecmoma. AHadMIAKTUUHH PEaKIIMK, peakKUHK Ha CBPbXYYBCTBUTEIIHOCT

PecriupaTopHy, IPpbAHKY U MEWACTHIIAIHN HAPYLICHHNS
Mnozo peoxu. JlapuHrocnainm

Hapyienus 1a Koxkara ¥ [oJIKoxlaTa ‘thKaH
Heuecmu: CBeTnodyBCTBUTCANIOCT
Mnoco peoku: AUr'noejIcM

Coobuiasare Ha 110J03MpaHH HeXeaHW peaKLinM

CpobliaBaHeTo Ha MORO3MPAHM HEXEaHH peaKllMy CJIell pa3peulaBaHe 3a ynorpeda Ha JICKapCTBCHHY
npoaykT ¢ BaxHo. ToBa Mo3BoJisiBa j1a MPOABIXKH HAONOACHHETO HA CHOTHOUICHHETO MON3a/PUCK 32
NeKapcTBEHUs TPOAYKT. OT MEIHIMIICKUTE CICHHAIIMCTH CE M3UCKBA ja choOllaBaT BCAKA (10/103upana

He)KENala peakiidsa upes Halyonaliia cuctema 3a cboditlasade: Mamuandrenta areHImMs No JICKapcTBaTa,
yi. ,.,Jdaman I'pyes” Ne 8, 1303 Codust, Ten.: +359 2 8903417, yebcaiiT: www.bda.bg.

4.9 [Ipenosnpanc

He e n3BecTeH puck oT MpeAo3upane ¢ IekapcTeeHara gopma 1ablicTKM 3a cMyueHe. Bblipeku Tona,
MHOIO PEJKH CUMIITOMH Ha 1IPEO3MpaHe, KaTo Bh30Yy/1a, KOHBYJICMH, H3IOTIBAHE, AaTAKCHS, TPEMOP,
IHOBpPBINAHE, ca HAOJII0/1aBalK NIPK JIc1ia CJic)l NePOopaIHe 1IPHIOKEHHWE Ha DeH3InaaMKH B JIO3H C OKOJIO
{00 mbTH No-BMCOKM OT Ta34 B TadJICTKATA.

B cayuauTe Ha ocTpo npeo3vpalic CaMo CUMIITOMATHUYHO JICUClide ¢ Bh3MOKHO. Tpsibea na Oniic
fIpC/IM3BUKAIIO HHIOBPBUIAHE MK CTOMALIHA IS POMUBKA, CJIC)( KOCTO NAIMEHTHT /12 O'ble BHUMATENHO
nHabGo/1asan Lpy NoaAxoAAIo JeueHne. Tpsbsa jla Obie HHonAbPXKaHA HOAX0/1s1Ia XHApaTaius,

s. ®APMAKOJIOTHYHHU CBOUCTBA
5.1 Papmako/HIaAMHAYNIH CBOHCTBA

dapmakoTepanesTiyna rpyna; Jluxareina cucreMa, JIpy1d rpenaparu 3a jiedenue ua rnpito, ATC ko
RO2AXO03.

KavnuunnTe npoyvBaHus 0ka3saT ecKrMBHOCTTa Ha GCH3KAAMHKI BbPXY JIOKAJIHOTO OrHKLIE 14
BBL3MAIICHHETO B YCTHATA KyXUHA U dapuikca. beH3u)laMyH IpUTexKana yMeper JokaieH 00e300/1ssaul
ehekT.

B paniioMHM3MPaHO, AKTHBIIO KOHTPOIMPANHO KIMITMYHO U3lIMTBAHE € H1ab/mojlaBalio IIbPBOHAYANHO
HaMangBase Ha 6oJikata | MUHYTA CJIC)L IPHUAOKCHKE Ha cjuia 1adlIcTKa 3a cMydcHe ¢ 3 mg OeH3HlamMul
upy 87% OT HALKEUTHTE C OCTPO Bb3NAICHO FbPJIo, KAaTo jloctdra 91% o naumncHTHre Cie)( 2 MUY TH.

neA 15 MUHYTH OT NIpHJIOKCHUETO ¢ Haliiio/1agaHo 3uaunTento obickyasane Ha Oonkara npy
npubnnsnrento 83% ot nauuenrure. Habinonasanu ca chino 11041006peHUs npy saTpyMHEHOTO
nperTbilane v Ha yCellaHeTo 3a ojyBatce. [lorsbpagiasa ce muoro n00pus ripoduit Ha 6e3011aCHOCT Ha
OcH3MAAMMH.

5.2 QPapMakOKHHCTHYHH CBOHCTRA

AbcopbuLmMsiTa npe3 MyKo3ara Ha ycTara U daprHKca e JIOKa3Ba C HAJIMYME Ha U3MEPH
Oen3niaaMUl B YOBCLIKHUSA cepyM. JIBa vaca ciieji npremane Ha 1abiietky 3 mg, HUBOTO




noctura J1o 37,8 ng/ml ¢ 367 ng/ml AUC. Bunpexy Tosa, CepyMIMTC HHBA CA HACKH U HC LIPCAM3BUKBAT
dhapMakoJIOrHYHU CUCTCMHH edekTH. JIckapcTBOTO ce eKCKpeTHpa 171aBHO Ype3 ypyuHaTa, KaTo HEaKTHBHH
MeTabONNTH B CBEAHHEHN.

[1pu nokanHoTO My npuiiarae DeHsnjaMnt CC HaTpynBsa BbB BBL3MAICHHTE TbKAHH, KbAETO AOCTHIA
epeKTHBHA KOHLICHTPAaUMS, 10Pa/id Bb3MOXKHOCTTA CH J1a IIPOHHKBA B CIIMTENA.

3.3 [IpeaKauHUYHHA jJaNlH 32 ez0macHOCT

EmMOpHOHANHM K NIEPU- U MOCTHATAIIHM TOKCUHMHHM CPCKTH Ca H3y4aBalid upe3 lipoyuBaHus 3a
PENPOYKTHBHA TOKCHUHOCT, [IPOBEXKUAHH BbPXY ILUILXOBE W 3akLH HIPU CCPYMHH KOHLICHTPALIMK MHOTO
[10-BUCOKH /Ha)L 40 mury/ oT HaboHaBaHUTEe CliE/| ICPOPAJIHO IPHEMAHE HA ¢IHOKpATHa TCpallcBTHYHa
no3a. Te3n npoyuBaHus HE [I0KA3BaT Teparoreltiy epekrd. HalnuHUTe KWHETHYHA JaHHW HE NIO3BONSBaAT
OLICHKA Ha KIIMHUYHOTO 3HAYEHHE 114 [IpOYUBaHUATA 33 PEIpOAYKTUBHA ToKCHYHOCT. [lopajin Hemniniora

M CJIeJIOBATEIIHO OrpaHMUCHE 3HAYUMOCT Ha TIPC/IITMHUYHATC [POYHBAHUs, TC HC ITPEAOCTABAT
nonBalKMTeNIHa MHGOpMAlIK M3BBLH BrINo4dcHara B Kparkara XapakrecpucTHKa Ha NpoayKTa.

6. PAPMAIIEBTHYHA JIAHHHA
6.1 Cunsuc¢bk Ha HOMOIIHHUTEC BCIICCTBA

Acnapram (E 951), uzomanr (L2 953), nesomcnroll, AMMolicHa KHCEJIMHA MOHOXUIPAT, BKYC Ha MCHTA,
BKYC Ha JJUMOH, XHHOMUHOBO xbJiro (E104), unauroruie (E132).

6.2 HecbBMCCTHMOCTH

Henpuiioxxumo

6.3 Cpox na rojuocr

4 roivMHu.

6.4 Cupnenua/iny yc/IOBHS HA CHXPAHCHHC

Ja ce cbxpausiBa npu reMiieparypa 1o 25°C B OpUruiajiHaTa OnakoBka.

6.5 Buj H chABPKAHHE 1A OLAKOBKATA

Ta6serkure 3a cMydeHe mMorar j1a Onjar onakosauy 8 PVC/PE/PVDC -- ALU 6smcTepu v iapadunosa
XapTHA.

Ouaxoska ¢ 10, 20, 30 vuu 40 1abiierky 3a cMyHence.
He scHuku onakoBkM Morar J1a Ob/1ar NyCHaTH Ha [1asapa

6.6 Cueunaymn upcnasng MEPKH IPH H3IXBbPJIHHC
Hsima cneinaiiiny uanckeatus.

[Heu3non3BaHUsT JICKapcTBei 1IPOJIYKT WK OTHABYHUATE MATepHal OT Hero TpadBa aa ce
CHOTBCTCTBUE ¢ MECTHHTEC H3HCKBAHHA.




7. HNPHUTEXATEJI HA PABPEINIEHHETO 3A YIIOTPEBA
Anjpkennau ®@apma brirapus EOO/]

yJ1. "Hukona Tecna" Ne 3,

o.1. busnec [lenrsp BCP Codua 1, er. 4, oduc 401,

Codus 1574, buarapus
Ten.: +35929751395

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per.Ne: 9800129

9. JATA HA IIBPBO PA3PEHIABAHE/NNIOAHOBJIBAHE HA PA3PEHIEHHETO 3A
YIIOTPEBA

Jlara na mbpro paspeinasaire: 15 Main 1998 r.
JlaTa Ha nocienno nojosssance: 20 man 2014 1.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

07/2023




