.  UME JIEKAPCTBEHUS ITPOJLYKT Q2005 Y2

TAHTYM BEPJIE 0,15 % cripeii 3a ycrna simrasuua, pazrsop ) 7 4 n
TANTUM VERDE 0.15 % oromucosal spray, solution ?_0”"’ ?/ Lo -W- 2L

2. KAYECTBEH U KOJIMMECTBEH CBHCTAB

100 ml cripeii evinpakar 0,15 g Gensuammunon xupoxiopui (benzydamine hydrochloride).

3a 1'bJIHUSL CIIMCHLK HAa [HHOMOIILHHUTC BCIICCTBA BMKTE TOUKa 6. 1.

3. JEKAPCTBEHA ®OPMA

Cripeit 3a ycrha Jiurasuiia, pasrsop.

4. KJIMHUYHMU JIAHHHU

4.1 TepaneBruuHu noxkazanus
[ IpOTHBOBB3NANMTCIIHO M AHAITETUYHO CPEICTBO MPU BH3NAJINTEIHN ChCTOSHUS 1A 'BPJIOTO, YCTHATA

Kyxuna n senuure. [AHTYM BEPJIE cripeit moxe s1a ce npuiara ¥ B cromaToyiornynara [IPAKTHKA -
[IpCJIK M CJie)] BaJIeHEe Ha 350.

4.2 Jlo3MpoBKa H HAYHH HA HPUHJIOKEHHE

Jlo3upoBka

Brpbeksa ce 2-6 1rbTH JIHEBHO (BCSKO BIPBCKBalE ¢ ekuBaieHTHo na 0,17 ml or pa3TBopa) B
HPOJIBJIKCHHUE Ha S-7 JiHM.

Bwszpacmuu
4-8 BrpbCKBaHUs, 2-6 1bTH JIHEBHO.

[leouampuuna nonyarayus
(6-12 roamina BbL3pact): 4 BupbekBanms, 2-6 bTH JHEBHO.

Kbpmauera v jiena (110/1 6 rojmiina sb3pacr): | BIIPBCKBAHE HaA 4 KI' TEJIECHO TEIJI0, JI0 MAKCHMYM 4
BIIPLCKBAHMs, 2-6 I1bTH JIHEBHO.

He nipesuinasaiire npenopsunresnara j103a.
4.3 IlporuBonokazanus

CBPBXUYBCTBHTCIHOCT KbM aKTHBHOTO BEIICCTBO MJIH KM HAKOS OT HOMOIIHHUTE BEICCTRA.,
M30poeHU B TouKa 6.1,

4.4 Coeumajimu npejynpesxiacuusi H npeanasnm MCPKH IIPH ynorpeda




[ IpobmxuTentoro sieveiine ¢ GeH3NIAMHH MOXKE J1d IPAYMHK CeHCUOUnuzanms. B taxbs ciayuaif
JIeYCHUETO TPAOBA J1a O'bjIC NPEYCTAHOBEHO U /12 CE NMPUIIOKM MOJIXOAAILA TEPalIUA.

3a orpaHuicH Opoi 11alMCHTH, opodapUlreaTHy A3BM MOXKE /2 € IIPU3HAK 33 110-CEPUO3HA ITATOJIOI U,
Cncj10BaTeIHO, aKO CHMITOMMTC HPO(bJIKAT TOBCUC OT TPH JIHH, NALMCHTLT TpsOBa /1a ce
KOHCYJITHpPa ChC CBOS JICKAp MM 3B00JICKap, IIPH HEOOXO/IMMOCT.

He ce npenopbupa ynorpefara Ha GcH3IMI@MHMH 11PH MALMEHTH ChC CBPHXUYBCTBUTCIHOCT KbM
alucruncanrinnosa kuceanta win npyrv HCIBC.

TAHTYM BEPJIE cnupcii 3a ycTHa iMraByla TpsOBa J1a CC Npiilara ¢ BEUMaiKe 1py NaHeHTH ¢
aHaMHe3a Ha CrM30/1 Ha OpoHXHANNA aCTMa, Thil KaTO NPY TC3M NAlIMEHTH MOTAT 12 CE PA3BUAT
6poHXOCIa3MHU.

Tosa nexapeTBo ChubpHa ankoxon (eTaHon). ManKoTo KOJIMYCCTBO aJKOXO0J! B TOBA JICKapCTBO HAMA
Jla HMa HAKAKBH 3a0enexxnMu eeKTH.

ToBa nekapcTBO ChABLPKE MCTUIITIAPAXHAPOKCHOCH30AT, KOWTO MOXKE Aa NPHUMHM AJICPI'HYHK
pcakiiuy (BepoaTiio oT 3abaBeH THi).

Toea nexapcTso chiibpxa apomat ¢ 6EH3HIOB AIKOXOs, LHHAMMIIOB ANKOXO, UTpPaJl, IIHTPOHEIIO,
FCpaHKOl, H3OCBI'CHOIL, JIMHAJIOOJ, CBICHOJ M d-JINMOHEH, KOUTO MOTAT J1a NPHUUHHSIT AJICprudny
PCAKIIMH.

Toga nexaperBo cbabpika 1i0-MalKo OT | mmol Hatpuii (23 mg) ila NpuIIokKeHa 103a, T.C. MOXC J1d CC
Ka)<¢, 4€ MpaKTHUCCKY i€ ChAbpKa HATPHIA.

4.5 B3aumoneitcrBMe ¢ /1pyru JeKapcTBEHH NPOAYKTH M JIpYrH QOpmMA 1a B3auMoacihcTBie
Fe e ycranoseno s3anMosicicTRIE € JIPYTH JICKAPCTBCHU 11POJLYKTH.
4.6 @epruimrer, GpCMCHHOCT H KbpPMEHE

bpeMeHIoct

HaMa wjinnnudd nanny, cebpzadHu ¢ u3nonssanero na TAHTYM BEPJIE cnpeii no BpCMC Ha
OpEMEHHOCT.

[1pe3 Tperust rpuMecThp Ha GpeMenHocTTa, CHCTeMHata yuotpeba Ha MHXHEGHTOPM Ha cuHTe3a Ha
npocrarjialjiii MOXC Na pEAM3BHKA Kap/IMollyiMoHapHa ¢ OnOpeuna rokeudHocT B 1uioga. B kpas
Ha OPEMCHHOCTTa MOXE Aa BB3HWKHC MNMPOABIDKUTEIHO KLPBEHE KAKTO IPH Maiikard, Taka U [IPH
JETETO, & PAMZHCTO MoXe 1a Ob)ie 3abaBelto.

He e u3secTho jlaity cucremuara eketiosuuns na TAHTYM BEPJE crnipeit, 10cTUrHaTa cie/( JIOKaIio
HPHJIOKCHHC, MOXKC Jta O1/1c Bpeita 3a emMOpHoHa/ 111014,

Caeposarvenno, TAHTYM BEPJIE cnpeii se tpsubsa j1a ce #3110.138a 10 BpemMe Ha Gpemennoct,
OCBeEN aKO He ¢ a0CoMOTHO 11€06X01NMO. AKO ce H3I0JI3Ba, 1032Ta TPHGBA 13-CC 110/LTb DK
BL3MOKIIO HAH-HHCKA H HPOABJAKHTEIHOCTTA Ha JicHcHUeT0 Tpubaa 1a Ob/1e BB3MOXKIHO Hai-
KpaTKa.

4.7 EdexTn BBpXY cnocobHocTTa 32 miodupane n pabora ¢ Mmamnim

Opomyko3Hoto npunokcHue na TAHTYM BEPJIE B iipenopb4udTeNHHN 1031 HE TTOBIMABA
cliocobHocTTa 3a mogHUpance ¥ pabora ¢ MaluIUiiy.

4.8 Hexeuann jickapcTrBCHH peakitHi

HecroTara Ha HeXXeJlaHATe peakiluM € B ChOTBETCTBHE ¢ YecToTaTa o MedDRA :
Muoro uectn (2 1/ 10), Yeeru (> 1/100 zo <1/10), Heuecru (> 1/1 000 no <1/100); Peaku (2
000 no <1/1 000), Muoro peaku (<1/10 000), C yeussecria yecrora (iie MOXe J1a B¢
HATHUHATE JaH1N).




Cucremo-opraniu Kiacose Mitoro peaku (<1 / 10 000y Heussectna uyecrora (1e
MOXC¢ JIa ObJic oLeHCHA OT
HaJIHYHHUTE NAHHH)

Q6w HapymicHus v edexr Ha YceiaHe 3a napeHe Ha
MACTOTO Ha NPHIIOKEHHE NIHraemilata Ha ycTHara
KYXHHa
CToMailHO-YpCBHHE HAPYIlICHUS Cyxora B ycrara, rajieHe u
_| lospbulaHe
Hapyuienus 11a umynnara cucrema AHAQUIAKTHYHY peaKIliu,

peaxkiuy Ha
CBPDLXYYBCTBUTEIHOCT |

—— —

Jlokanuure CMMNITOMH ca CBbP3aHY ¢ PapMaKoaHilAMUYHHA epekT Ha OEH3WAaMUH, KOHTO 110KazBa,
HapEa € ApYroTo, JOKAJHO aHeCTeTHUHO AeHCTRHE.

Jlokaure HexenaHu peakiiiM OOMKHOBCHO Ca NPEXOAHH, H3UC3BAT CIIOHTAHHO W PAAKO U3HUCKBAT
JONBJIHHTEIIHO NCYEHHE.

beH3nuaM1N NpHIIoKEH JIOKAIHO ce abcopbupa B MaJIKK KOJIMUCCTRA B KPbBHHA [IOTOK U
CJICAOBATCIHO CUCTEMHM HEXKEIIAHM €QEKTH CE NOABABAT PS/IKO.

Hamansisatic Ha JO3MpPOBKaTa Ha JIEKAPCTBOTO OGUKHOBCHO CJIMM HHHPA TE3H CUMIITOMH,

CboOuIaBaHE HA NOJA03INPAHN HEXENaHU Deakiliy

ChoOLaBaHeTo Ha NOA03HPaHH HEXCENAHN PeakLMH ClIel pa3pelliaBaHe 3a ynotpeda Ha Jiexapereenus
TPOJIYKT € Baxtio. Tosa HO3BOMSBA /12 1POJILIKKY HABJIKOASHWETO HA ChOTHOINCHHETO r10J13a/puck 3a
JICKAPCTBCHMA NPOJIYKT, O MCIUMIIMHCKUTC CIEUHAIIMCTH CC U3MCKBA Jia ChOOIIABaT BeaKa
TOA03UPpana HEXKE1AIA PCAKIIMSL YPC3 HAIIMOHAJIHA CHCTEMA 33 ChLoblitaBate: UsnbiuuTeliia arciims
[10 JicKkapcrsara, yi. ,,Jlaman ['pyes” Ne 8, 1303 Codust, Tei.: +359 2 8903417, ycbeaiit:
www.bda.bg.

4.9 IIpeuaosupanie

MirTokcuKalinst ce ouakpa camo B Ciiydaif Ha clyyaiiHo Nnormbilale Ha rojleMH KoJjMuycerBa
Och3naamun (> 300 mg).

CHMIITOMHUTE, CBBP3aHH C NPEAO3NpaHe NIPH NOrTbllate Ha 6eH3uIaMUH Ca PCAUMHO CTOMALIHO-
HPCBHH CUMIITOMM 1 CHMITTOMH ia LICHTpaJiHata HepBHA cucTema. Hali-yecTnre cromaiuo-upesim
CHMIITOMH Ca ra)icHe, HOBPbIllaHE, KopeMHa 00J1Ka U ipa3HeHe Ha Xpanonpoeoaa. CUMNTOMHTE Ha
[ICHTpallnaTa HEpBHa CUCTCMA BRJIIOYBAT 3aMaiiBaHe, XamoUMHaLny, Bb30y1a, TPEeBOXKHOCT U
pazapastiuTCIIHOCT,

5. ®APMAKOJIOIT'HYIHHU CBOUCTBA
5.1 MapmaxoaRHAMHYHMN CBOHCTBA

({apmakorepaneBruyHa rpyna: Apyrn MeEIHKaMelTH 3a NeUcHHe Ha yctHaTa Kyxuna, ATC ko
AOIADO2,

bCH3NIAMHUH € HECTCPOKUIO HPOTUBORLANAIHTCIHO CPC/ICTBO € aHAJINETUUYHW 1 AHTHCKCYIATUBHU
CBOHCTBA. B KonUEHTpanum 3a opoMyKo3HO NPUIIOKCHHE GeHIMAAMUH UMA JIEKO JIOKAIHO
AHCCTCTMHHO N aHTUCCHITHUHO JICHCTBNE. TOM M2 ananrernyHo HeNCTBHE NpU BOAKH, JbIDKAIIM CC
Ha BB3NancHue. EQeKTHBHOCTTA MY 1IpH OPOMYKO31I0 TIPWIOKCHHE C€ IbJIXKH Ha 1IPOHUKBANCTO [1PC3
CHUTE/IHATA OOBMBKA W JIOCTHIalE HA eeKTUBHU KOHUCHTPALUK BLB Bb3NAJICHUTE ThKAHM.

3.2 dapmMakoKHHCTHYIIM CBoiiCcTBA




AbcopOLMsTa Ha GCH3MIAMHY OT JIMIaBrIiaTa Ha yeTaTa U (haprHKca ce JAEMOHCTPHUPA OT HAITMUHCTO
Ha M3MCPUMH KOJIMYECTBA OSH3MAAMUN B HOBEIIKUS CEPYM, KOMTO 0fauc ¢a HelloCTaThY M 3a
MojIy4aBaHe Ha CUCTEMHM papMaKoIoruiiu chexTH.

benaunamun ce oruens upes ypunara riasno nox ¢opMara Ha HeaKTHBHN MeTabONMUTH WM HIPOJIYKTH
Ha KOHIOrauusaTa.

5.3 Tlpeaxkanuuvnu nannu 3a 6ezonacHocr

benznmamMnn nMa MHOI'O HUCKA TOKCHYHOCT OT (PApMaKORHHAMMYHO CTECTBO U HE [pc/AU3BUKRA
3HAYUMH 11ATOXUCTOJIOIMYHU H3MEHEHHS.

I'patinna Ha 6esonacnoct mexay LDso M e1dHAYHA TEpaicBTHYHA nepopaliia joza e 1 000:1.

bEH3MAaMHH HE 3acsira CTOMAIIHOYPCBHUY TpakT. JlekapCTBEHUAT NPONYKT HAMA TEPaTOrcHHK
CEKTH M HE BIIMsE HAa HOPMAIHOTO PA3BUTHE Ha 3apOAULIA.

6. OAPMAUEBTHYHHU JAHHM
6.1 Cuucsk na nomMoinKMTe BellecTBa
100 m! cnpeii chianpxar:

IIMLEpo))

CTUIIOB AIKOXO0Jt 96 Y%

3aXapHH

HATpUEB OKuKapbonar

METHIINapax uipokcuoeH3oar

MEHTOB apomMar

nonucopbar 20

MpEUNCTCHA BOJIA.

6.2 HecuhBMecTHMOCTH

He e u3BecTia HECHLBMECTHMOCT C JPYI'H JIEKAPCTBEHH NPOILYKTH.

6.3 Cpox ua roanocty

4 rojInNn
CpOKBT Ha MOUHOCT C¢ OTHAcy 3a ﬂﬂﬁpe OlIaKOBaH NPOAYKT, ChXpaHaBaH IPABUIIHO.

6.4 Cneuunaanu yciioBus na cbxpaHenne

He cc u3ncksarT clielManim ycnosus.

0.5 Buau cuabpikanue Ha onaKoBKaTa

| lonnerunenosa 6yrunka 30 ml ¢ Ao3Upalua 11oMna, chlibpkauia pasteop deuszunamun 0, 15%.
6.6 Creunaimm npeanasHn MEpKH npH W3XBLPJIstHE 1 padora

Hama cneunaiiy uaMckBauust 1Ipn U3XBLPJIAHC

B CbOTBCTCTBHE C MCCTHH'I'C HIUCKBAIIMA.




7. NPATEXATEJI HA PABPEIHEHHETO 3A YIIOTPEBA

Anjpkesniu @apma buarapus FEOOJ]

yia. "Hukona Tecna" Ne 3,

on. busnec Llenrnp BCP Codus 1, er. 4, opuc 401,

Codusa 1574, bnnrapus

Ten.: +35929751395

8. HOMEP(A) HA PASPELLEHHUETO 3A YIIOTPEEA

Per. Ne 9700587

9. JATA HA H'bPBO PA3PEILMABAHE/MO/JHOBSIBAHE HA PA3PEIIEHUETO 3A
YINIOTPEBA

Jlara na mepBo paspcuiabane; 22 jiekeMepy 1997 r.
Jlara na nocneano nogHosssatie: 09 cerrremspu 2009 r-.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

07/2025




