KPATKA XAPAKTEPUCTUKA HA ITPOJIYKTA



8 UME HA JIEKAPCTBEHUWA ITPOJAYKT

TAHTYM BEP/IE ®OPTE 0,30% cripeit 3a ycrHa JiMraBuila, pazrsop
TANTUM VERDE FORTE 0,30% oromucosal spray, solution

2, KOJIMMECTBEH U KAYECTBEH CbhCTAB
100 ml pazrBop chibpxar OcH3uAaMUHOB XujIpoxyioput (benzydamine hydrochloride) 0,30 g.

34 I'BJIHUS CITUCHLK HA ITOMOULHUTE BEIIECTBA BUKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

A9 O Eo P33
ALY - . 3 -10- 2005

Crnpeii 3a yerua JiuraBuiia, pa3rsop

4. KJAHUYHU JAHHH

4.1 TepaneBruuHH NOKA3AHHSI

[ [POTHBOBB3NAIIMTEIIHO U AHAJII'CTHYHO CPEJICTBO 1PH Bh3NAJIUTEIIHN ChCTOAHUS HA I'bPJIOTO, YCTHATA
KyXHHA ¥ BEHIIUTE.

MoKe J1a ce 1puJiara 1 B CToMaToJIOrHuHaTa 1npakTuka — 1peu 1 ciiejl BajicHe Ha 350.

TAHTYM BEPJIE ®OPTE cripeii ¢ nokasan ¢bl10 1py Bb3I1AJICHUS HA JJAPUHKCA U HAPYUICHUS T1PH
JIbYEeBa TEpAIus.

4.2 Jlo3upoBKAa U HAYMH HA HIPHJIOKECHHEC
Jlo3npoBka

BbapacTHu: 2 - 4 BripbekBaums, 2-6 'bTH JIHCBHO (€JIHO BIIPBLCKBAHE ¢ eKBUBAJICHTHO Ha 0,17 ml o1
pazrsopa).

He npesuinaBaiTe npenophunTe/Hara JI03MpoBKa.
4.3 IlporuBonokasaHusi

CBpBbX4YyBCTBHTCIHOCT KbM dKTUBHOTO BCUICCTBO MJIM KbM HAKOC OT ITOMOUIHUTC BEILECTRA,
n30poeHu B Touka 6. 1.

4.4 CuoeuHaJiHd HPeAYHPEK/ICHHS H P/ UIA3HH MEPKH IPH ynorpeda

[ [pOJIBIDKATEIIHOTO JiIeueHHe ¢ OCeH3MIaMUH MOXKE J1a IPUYUHK ceHcuOunim3alus. B taksB ciryvait
JICHEHUETO TpsAdBa J1a ObJIC 11PCYCTAHOBCHO M J1a CC NPHIIOKH 110JIXO/IS111A Tepariusi.

[ latmenTsT TPsiOBaA J1a ce KOHCYJITHPA C JICKap, aKO HAMA TIMOJIOKHUTEIICH Pe3yJITar clie/l 7-JIHeBEH
epuoj1 Ha sieuenue ¢ oenzuaamud. TAHTYM BEPJIE @OPTE cnpeii ¢ cnenmaiio npejiHazsayct 3a
[AIIMCHTH, KOUTO TPYJIHO LIpaBsiT raprapa.

lToBa JiekapeTBO Ch/IbPKA AIKOXO0JI (€TaHol1). MaJIKOTO KOJIMUYCCTBO aJIKOXOJI B TOBA JICKAPCTBO HiMA
J1a UMA HAKAKBH 3a0C/1CKUMH C(DCKTH.

Toea niekapcTBO Ch/IbpiKa METHIITIAPAXHIPOKCHOEH30aT, KOHTO MOKE J1a IPUHYUHM AJICPIUYHA
PCAKIIMM (BEPOATHO OT 3a0ABCH THII).

]



ToBa ieKkapCcTBO ChABLPKA NOJUOKCHI 40 XHAPOTeHHPAHO PULIMHOBO MACIO, KOSTO MOXKE J1a NPHUUHH
CTOMAIITHO HEPA3NONOKEHHE U JHapHs.

Toba jtlexapcTBO ChbALPXKA ApOMAT ¢ HEH3UIIOB ANTKOX0J1, LUMTPOHENON, D-THMOHEH, repalno,
JIMHAJIOON M EBreHOJ, KOUTO MOL'aT /1a NPUYHHAT AIEPrUYHU PeaKivH,

ToBa niexapcTBO ChAbPXKaA NO-MaNKO OT | mmol Hatpui (23 mg) Ha npuioxeHa 103a, T.6. MOXe Ja CC
Kaxxe, 4e NPakTHYECKH HE ChALPMA HATPHH.

4.5 BiaumoaeHcTBHE ¢ APYIY JeKapCTBEHK NPOAYKTH U APYrH hopmMy Ha B3aUMOaelicTBHE
He ca ycraHoBeHM B3auMOAECHCTBHA € IPYTH NIEKapPCTBEHH NMPOIAYKTH.
4,6 DeprrianTeT, OPEMEHHOCT H KbpPMEHe

bpeMeHHOCT
HaMa KNHHHYHH JaHHH, CBRp3any ¢ u3non3padero Ha TAHTYM BEPJIE ®OPTE cnpeit no speme 1a
OpeMEHHOCT.
IIpes TpeTHA TPUMECTBP Ha OPEMEHHOCTTA, CHCTEMHATa ynoTpeba Ha MHXHOWTOpH Ha CHHTE3a Ha
pocTarnaHavi MOXe a nNpeAn3BHKa KapauomyIMoHapHa U 0n0peuHa TOKCHYHOCT B I1oja. B kpas
Ha OpEMEHHOCTTa MOXE 14 Bb3HHKHE MPOALIIKHTENHO KbPBEHE KAKTO NIPH MaiikaTa, Taka 1 [IpH
JIETETO, A paXAaHeTO MOXe aa Onsic 3abaseHo.
He e n3BecTHO naiin cucteMHara ekcriosuums Ha TAHTYM BEPJIE ®OPTE cnipeid, nocruruara cnejl
JIOKaNHO NPUIOKEHKE, MOXe Aa Objie BpeaHa 3a eMOpHoHa/ TIioaa.
Cneposarento, TAHTYM BEPIE ®OPTE cnpeit He TpabBa na ce U3no3sa 1o BpeMe Ha
OpeMEeHHOCT, CCBEH axo He € abcomoTHO HeobXxoauMo. AKO ce U3MoJI3Ba, Jo3aTa TpsdRa Ja ce
MOJAABPXKA BL3MOXHO Haii-HUCKA W [TPOABIKUTENHOCTTA HA JIeueHUeTo TpabBa 1a Onie
Bb3MOXHO Hal-KpaTKa.
4.7 EdjexTn Bupxy cnnocobHocTTa 3a odpupane n pabora ¢ MAHIMHH

OpoMyKO3HOTO NPHUAGKEHHE Ha OEH3NAAMUH B ITPENOPBLYUTEIIHM 103U HE MOBJIHABA CIIOCODHOCTTA 32
wodupaHe ¥ pabora ¢ MaillMHM.

4.8 Hexenanu JieKApCTBCHHU PeaKIIHH

YecToTraTa Ha HEXENaHUTE peakiliy € B ChOTBETCTBYE ¢ yecTorara o MedDRA:

Mgroro yectd (= 1 / 10), Yectu (= 1/100 no <1/10), Heuecru (> 1/1 000 g0 <1/100); Peaxu (> 1/10
000 oo <1/1 000), Muoro peaxu (<! 10 000), C HeuspecTHa yecToTa (He MOxe fa Objle OLIEHEHA OT
HaNM4YHHUTE JIAHHH),

CucteMo-opraHHu Muoro peaku (<1 / 10 000) HenzpecTHa yecrtora (He
KJIACOBE MOXe na Obae olieHeHa
OT HAJIMYHUTE JAHHH)

O6iuK HapylIeHHs U YceeuiaHe 3a napeHe Ha

ePeKTH HA MACTOTO JIMMABMUATA HA yCTHATA

HA NPHUIOKEHHE | KyXuHa

CTOMaILHO-YPEBHN Cyxora B ycTara, raicHe u

HapylLIeHHs IOBpBLIAHE

Hapyuienus Ha AHapuIaKTHUHHA
UMYHHATA CHCTEMA peaKklHH, peaKLiuy Ha

CBPBXHYBCTBUTENHOCT

JlokanHuTE CUMIITOMH Ca CBbP3aHM ¢ papMaKkoiMHAMHAYHEA edekT Ha GeH3uaaMHuH, KOHTO NoKa3gea,
HapeA C ApYroTo, JIOKaNHO aHECTETHUHO JieHcTBHE.
JIokanHUTE HEXeNaHH peakUn OOHKHOBCHO Ca NPEXOAHH, H3UE3BAT CITOHTAHNO H P
JIOITBJIHUTEIIHO AICHCHHE.




beH3uaMKH NPHIOKEH JIOKANHO c¢ abcopOHpa B MAIIKK KOIHYMECTBA B KPbBHHUA MOTOK, M
CJIeOBATENIHO CUCTEMHH HEXKENIAHU ¢(PEeKTH ce NOABABAT PHJIKO.
HamasnsiBaHe Ha j03aTa Ha JIGKAPCTBOTO OOMKHOBEHO €NMMHHHUPA TE3H CHMITTOMM.

CrpofiiaBade Ha NOAO3MPAHY HEXENaHH peakliy

ChobinaBaHeTo Ha MOAO3MPAaHH HEXENAHR PeakLMH clie] pa3peluasane 2a ynorpeba Ha JIeKapCTBEHHS
[MPOAYKT € BaXKHO. TOBA Mo3BOJIsBA Ja NPOABIHKH HAONIOAEHHETO HA CHOTHOUIEHHETO NOJI3a/PUCK 32
NIEKapCTBEHHA NPOAYKT. OT MEANIIMHCKHTE CIIELHAIIMCTH Ce H3HCKBa ia ChoOLIaBaT BCAKa

M10JI03HpaHa HEXKElaHa peakLivs Ype3 HalMOHAIHA CHCTeMaA 33 ChoblaBaHe: M3mbHUTENHA areHus
10 JiexapcTeara, yi. ,Jlamsan ['pyes” Ne 8, 1303 Codms, Ten.: +359 2 8903417, yeGcaiit:

www.bda.bg.

4.9 Ilpexoanpane

HMuTokcukalus ce o4aKBa caMo B Ciyualt Ha clyuaifHO MOrmhbillaHe Ha FONEMH KOMMYECTRA
Oensunamud (> 300 mg).

CHMNTOMUTE, CBbP3aHY ¢ NPeo3KpaHe NpH NMONTbillaHe Ha OEH3UAEMHH ca PEAMMHO CTOMAIITHO-
YpEBHH CUMIITOMH H CUMITTOMU Ha LICHTPAIHATZ HEpBHA cucTeMa. Hali-dyecTHTe cTrOMalHO-4YpeBHY
CUMIITOM# Ca ra/ICHe, NOBPLlilaHe, KopeMHa 60NKa ¥ Jipa3HeHe Ha XpaHONporoAa. CHUMIITOMHUTE Ha
LIEHTpANHATA HEPBHA CHCTEMa BKJIIOYBAT 3aMaliBaHe, XaTIOUMHALMH, Bb30yAa, TPEBOXKHOCT H
pa31pa3zHUTENHOCT.

5. ®APMAKOJIOT'MYHHU CBOHCTBA
5.1 dapmakoarHAMHUYHH CBOHCTBA

MdapmakoTepaneBTHYHA I'pyna: APYId ME/IMKAaMEHTH 3a IeuCHUE Ha yeTHata KyxuHa, ATC kox:
AGIAD 02

beH3naaMHuH € HECTEPOM/IHO NPOTUBOBB3MNANUTENHO CPEJCTBO C AHAINETHYHHY U aHTUEKCYIATHBHH
CBOHCTBA. B KOHUEHTPANHH 32 OPOMYKO3HO NMPHAOKEHHE OEH3UAAMKH HMA JIEKO JIOKATHO
aHECTETUYHO M aHTUCEIITUYHO neicTBue. [Ipy O0nKH, AbJKALK Ce HA Bh3NaNeHHE NMA aHANTNETUYHO
pefictBue. EQexTHBHOCTTa My ITPH OPOMYKO3HO TPHIIOKEHHE €€ TbJDKM HA MPOHUKBAHETO Mpe3
CITUTENA HA JIMraBMLaTa i JOCTHraHE HA e)eKTUBHH KOHUEHTPALIMHY BbB BH3MANEHNTE ThKAHH.

B paHaOMH3UPAHO, aKTUBHO KOHTPOJIHPAHO KIMHUYHO H3MKTBAHE € HabN0AaBaHo [ThPBOHAYATHO
HamasaBaHe Ha Goskara 1 MHHYyTa cneq npuioXeHue Ha o3a GeHsunamuH 3 mg/ml spray (4 BnpbckBanua)
npu 78% OT MalMEHTUTE C OCTPO BH3MANEHO BP0 , KaTo AocTHra A0 91% or naumueHTUTe Cnes 2 MUHYTH.
Cnen 15 MMHYTH OT NPUNIOKEHMETO € HabNTIoIaBaHO 3HAYKTENHO HAaMaNaBake Ha BonKaTa B NpUGIH3HTEIHO
75% ot naunenture. ObnekyaBaneTo Ha Ooxara npoabnkasa A0 4 yaca. HaGmonasa ce chuio nonobpenve
[Ip4 TPYAHOTO MPErNbILIAHE U yCEINaHeTO 3a nojysaHe. [loTebpixaaBa ce MHOrO J0OpHs Mpodua Ha
Oe3onacHOCT Ha OEH3MIaMHUH.

5.2 PDapMaKOKHHETHY4HHW CBOHCTBA

AbcopbuusTta Ha 6eH3WAAMHUH OT JIMFABMLIATA HA YCTATa H QApPHHKCA CE AEMOHCTPHPA OT HATUYHETO
Ha U3IMEPHMH KOJIHYECTBA OeH3nAaMHH B YOBELIKHUSA CEpyM, KOKTO ofaue ca HEJOCTaTbYHHU 3a
nojy4aBaHe Ha CHCTEMHH (apMaKOJIOTHYHH eDEKTH.

bex3uaaMHH ce OTHENs Ype3 yPHHATA [IABHO Noj dopMara Ha HEaKTHBHYU METaGONIMTH WM IPOAYKTH
Ha KOHIOralusTa.

5.3 TlpeaxkaHMHHYHH RaHHy 3a GezonacHocT

HexknuHUYHHUTE A3HHK HE [ToKa3BaT 0cobeH PUCK 3a Xopa Ha 6a3zara Ha XKOHBEHIIMOHA
papMakoNOrd4Hy NpoyuBaHHs 3a 6e30MacHOCT, NPOYYBAHMS 32 TOKCHYHOCT MpH




MpujiaraHe, reHOTOKCHYHOCT, KAHLIEPOreHEeH MOTEHLIMAN, PEIpOAYKTHBHA TOKCHYHOCT H TOKCHUHOCT
33 PA3BUTHETO.

6. HAPMALEBTUYHH JAHHH

6.1 CnHchK HA IOMOLIHHTE BeLIeCTRA

I muuepon;

aNKOXOJI;

3aXapHH;

METHJ NMapaxuApoKCHOeH30aT;

MEHTOB apOMAT;

nonuoxcus 40 XxuaporeHUpaHo PHULIMHOBO Maco;
JIECTHIMpaHa BOJAa.

6.2 HecnaMecTHMOCTH

He e u3aBecTHa HECHBMECTHUMOCT C APYTH JIEKAPCTBEHH MPOAYKTH.

6.3 Cpok Ha roguocr

4 rognHH

CpoKbT Ha F'OJIHOCT C€ OTHAC 33 ChbXPAHABAH NPaBHIHO, N0Ope OnakoBaH MPOAYKT.
6.4 CnennajHH YCTI0BMS HA ChXPAaHCHHE

He ce u3ucKkBaT CISLHATHH YCI0BHUA Ha ChXPAaREHME.

6.5 Buawv chabpxkanne Ha ONAKOBKATA
[lonnernnenosa OyTuinka ¢ no3upalila nommna, chabpkauia 15 ml pasrsop.
6.6 CrneuxajHH npeana3Hy MEPKH NPH HIXBLPJsAHe u pabora

Hsama cneuualiHi U3MCKBAHNS NPH H3XBBPIISHE.

HeHl3non3sanusT JICKAPCTBEH [POAYKT WIH OTNIAABHYHATE MaTepHalld OT HeTO TPAORA J1a CC HAXBBPJIAT
B ChOTBETCTBHE C MECTHUTE U3UCKBAHMS

7. IIPUTEXATEJI HA PA3PEILEHHETO 3A YIIOTPEBA

Aupxenuny Papma bonrapus EQOJ

yi. "Huxona Tecna" Ne 3,

6. buznec LlenTsp BCP Codus 1, er. 4, oduc 401,
Cotua 1574, brarapus

Ten.: +359297513 95

8. HOMEP(A) HA PAZPEIHNEHHUETO 3A YHHOTPEBA

Per. Ne 20060833




9. JATA HA NBPBO PA3ZPEUIABAHE/MIONHOBSBAHE HA PAZPEIIEHUETO 3A
YIIOTPEBA

Jlata Ha mbppBO paspewasane: 29 jiekemspu 2006 .
/lara na nocneaxo noxHopasaue: 06 denspyapu 2012 .

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

07/2025




