KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. UME HA JEKAPCTBEHHA NNTPOAYKT

Heo-aHruH rpagusckn vai 1,20 mg/0,60 mg/5,90 mg TabneTku 3a cMy4eHe
neo-angin sage 1,20 mg/0,60 mg/5,90 mg lozenges

S drumonlle. B AT S ]

2. KAYECTBEH M KOJWYECTBEH CbCTAB M_BH!:HHMTEHHA AFEHUNA NQ ReiAPe 770
KpamKa xapakmepucmitka Ha npogyxma - [Tptaoks:we 1
Enna tabnerka 3a cMyueHe ChABPKA: ~
P Kbm Pee. Ne iﬂﬂﬁé?9l4 N
Axmusnu eeugecmea: 2 /554 06 -11- 2015
2, 4- nuxnopobeH3uA aKOXo 1,20 mg Paapauienue Ne ..ol veiriiseiseacismmisenns
AMHIMETAKpE30N 0,60 mg
JleBOMEHTON 5,90 mg Ogaﬁpanue Ne ........._...........”.........,r'...............,ﬂ._,:_:_:,.,...._.,.

34 MBJIHUA CIHCHK HA MOMOLLHMTE BelLlecTBa, BHXKTE To4Ka 6.1

3. JEKAPCTBEHA ®OPMA
Tabnerky 3a CMyyeHe

4. KJIMHHYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHS

3a CUMITOMATHYHO JIeUcHHE Ha JIEKH HHQEKIMHE B YCTHATA KyXHHA, BKJL. TADMHIUTH, QapHHTHTH,
TOH3WINTH, THHIABUTH.

4.2 JIo3MpOBKA H HAYHH RA NPHIIOKEHHE

B cnyuauTe, KOrato HAMa Apyro npeanvcalue, Npy Bb3paCTHH M A¢la Hal 6 roayHH, MPOAYKTET
ce npwiara no 1 Tabnerka 3a cMyvene 3a 0aBHO Pa3TBapAHE B yCTATa Ha BCEKH 2-3 yaca.
MakcHManHaTa HeBHA 034 e 6 TableTKH 3a CMYyYeHe,

4.3 IlpoTnRBonoKa3aHus

CBpbXuyBCTBHTEMHOCT KbM AKTUBHUTE BELIIECTBA WK KbM HAKOE OT NOMOLLUHUTE BEWIECTBA. HEO-
aHTMH TPAAKHCKH Yaii € NPOTHBOMOKA3aH 3a NPWIIOKEHUE MPH ACLA NOA 6 FOAHHH.

4.4 CnenMaaHH NpelynpesKAcHHA H NpeaNa3HH MepKH 3a ynorpeda

JlekapcTBEHHAT NMPOLYKT ChAbPka ouseTHTens E 124, KOHTO MOXE 1a NPUUHMHH AlICpPrUHHY
peaxLiuH, BKJI, acTMa. PeakiMuTe Ha CBpBXUYBCTBUTEIHOCT Ca NMO-4€CTH NPH HATHHIETO Ha
CBPBXYYBCTBHTETHOCT KbM alICTHICATHIAIOBA KHCETTUHA.

[MpunaraHeTo HA HEO-aHTMH IPATUHCKH Yai PH MaJIKK Aella MOXKE Ja JOBEIE 10 OpoHXxocnasbM
U ChPUOBE.

AKO CHMIITOMHTE NpoawWnKaBaT HIH CBCTOAHUETO HA MALHEHTHUTE C¢ BMOLIH, JICUHCHHACTO TPHDEA. |
Ia e MPEOLECHH.

[ponykTET CHABpPIA H3IOMAITO3 — 3AMECTHTEIN Ha 3aXapTa, KOATO Ce pasrpaxXia y
Ha uHcy IWH. Tosa TpaGsa Na ce B3eme NpenBuA NpU NalUHeHTH, CTpafalliH OT AWdOay.




MMaunerTy, CTPAAAIIY OT BpoAcHa PPYKTOIHA HENOHOCUMOCT He TPADBa Ia NPUEMAT HEO-AHTHH
rpaauHCKH 4aid.

4.5 B3aumojeiicTBHE ¢ APYTH NEKAPCTBEHH NPOAYKTH H ApYrH GOPMH HA B3aHMOAECHCTBHE
HsiMa H3BECTHU MPH OpaAIICH NMpUEM Ha TO3H MTPOAYKT.
4.6 bpeMeHHOCT H KbpMeHe

Hama kTMHUYHH JaHHY 33 BIUSHUE HA TIpoAYKTa npH OpeMeHHocT. M3cnieaBaHusaTa BEPXY
’KMBOTHH HE MOKA3BAT AMUPEKTHH WJIH HHIMPEKTHH YBpexIalud epexTH Mo OTHOIUEHHE Ha
OPEMEHHOCTTA U eMOPHOHANTHO/PETANHOTO pa3BUTHE, NO BPEME HA PAXKAAHE WIH CNSAPOAOBOTO
pa3BuTHe, [Topagn HegocTaThbyHA HHPOPMALIHA, HE € BB3MOKHO H3LUANO J1a C& H3KNIOUH PHCKA 32
3apoaHLLA, €TO 3all0 OpeMEeHHUTE KeHH TpabBa Aa ObAAT KOHCYITHUPAHH OT IeKap Npeay
MPUEMAHETO HA HEO-aHIM'MH rpanMHCcKy Yyad, To3n npoayKT TpAOBA Aa CE€ NPEanHCcBa ¢ BHUMaHHe
npw 6p6MEHHH AKCHH H KBbPMA4KH.

4.7 EdexkTn BBpPXY cnocofHocTTa 3a wodnpane H padbora ¢ MallHHEH
[TpoayKTBT He OKa3Ba BIMAHME BbpXY cnocobHocTTa 3a wodmpane ¥ paboTa ¢ MalUWHH,
4.3 HexxelaHH JIEKAPCTBEHH PEaKUHH

Cbo0IeHuA 33 HOKENAHT PeaKUWU Ca JOKNANBAHW MHOTO PAAKO, HE3ABUCHMO OT WHPOKOTO
npuaarane Ha npoaykTa. Habmonasanm ca camo Bb3NAICHHE Ha OPaJIHATA ¥ CTOMAllHa MYKO3a.
TeopeTHuHO € BE3MOXKHA NMOABATA HA AJIEPIUYHH PEaKIIHH.

Crofwasane Ha HOAO3UPAHHN HEKENAHU PEaKLIWH
Cpo611aBaHeTo Ha NOAO3HPAHH HEXETAHH PEaKLHU CNell paspellasaHe 3a ynorpeba Ha

NEKapCTBEHHA MPOAYKT € BaxkHO. ToBa N03BoNABA 1a NPOABIKH HAOTHONEHHETO Ha
CBHOTHOLUEHHETO NOJ3A/PHCK 38 IEKAPCTBEHUA MPOAYKT. OT MEAHLIMHCKHTE CIIELHANNCTH Ce
M3HCKBa Aa CLOOIIaBaT BCAKA MOAOINPAHA HEXENAHA peakund Ype3 M3MbIHUTETHA areHLUA Nno
NIEKAPCTBATA:

ya. ,,JdamsaH ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 llpenosnpane

He ca M3BeCTHH Cllyuay Ha npeno3upaHe. MakcHManHara JHeBHa 11032 € 6 Tab/leTky 3a CMyUeHe.
TeopeTH4HO € BH3MOXHO A3 ¢€ 09aKBa BB3NMAICHHE HA OpanHara Wid CTOMAalllHa MyK03a NPy
npenosHpaHe.

5. ®APMAKOJIOTHYHU CBONCTBA
5.1 ®apMakoaNHAMHYHH CBOHCTBA

DapMakoTepaneBTHYHA MPYNa: aHTHCETTHUN
ATl xoa: ROZAA2(0

HEO-aHI'HH MPAZIMHCKH Yail TaGNETKH 38 CMYUYEHE UMAT AHTUCENTUNEH €EKT W OKasBar
ananretuyieH eeKT BbpXY I'bpAOTO, OCHOBABALL e Ha KOMOMHALUMATE OT 2,4-1NXN0PABE
aIKOXOJ1, aMHIMETAKPE30N U 1eBOMEHTON. M3non3BaHNTE aHTUCENTHLIH ca BEI)EKTH
MAaTOreéHHH MUKPOOPraHH3MH, HH(EKTHPALLM OpanHarTa ¥ GapHHrHANHATA MYKO3a.



[ATOreHH, MPeN3BUKBALIN GapHHIHTH BKIIOUBAT IPaM-IIONOKUTEHA 1 rPpaM-OTPHLATENHH
GakTepHH, KaTo cTad/HIIOKOKH, THEBMOKOKH, (by3obaktepnu i ocobeno Staphylococcus aureus,
Pseudomonas aeruginosa, Haemomophyls influenza u Branhamella catarralis.

JlexapCTBEHHAT MPOAYKT € €QEeKTHBEH B8 HAKOH CTyHMaH H CPELLy MaTCreHHH FbOWIKY U APOXAM,
ocobero cpeury Candida albicans.

JleBoMeHTONBT NONBABA ePEKTUTE HA APYTHTE 1BE aKTHBHHU CHCTABKH 4pe3 DONKoycnokossallys
CH €(EKT, OCHOBAH HAa CTHUMY/IMPAHETO HA PEUENTOPUTE 38 CTYACHO B MyKO3aTa.

HEO-aHMMH MPaJMHCKH Yail € KOMOWHKMpaH NEKapCTBEH NPOAYKT, BKITHOYBAKL TPH aKTHBHH
cheragki. [punara ce 3a neuexue Ha NekH HHPESKUMKU HA YCTaTa U MbpoTo. Tedu uHdekund
BONSAT [0 Pa3IMYHH BUJIOBE BL3NANEHHA CbC CHMITTOMH HA NPOCTYAa, CTOMATHTH, THHTHBUTH,
GapUHTHTH, TAPUHTHTH ¥ TOH3WIMTH, KaKTO K aHTHHA, KOMOMHALMATA Ha AKTHBHUTE BELUECTBA
BKITIOUBA 2,4-AHXJIOPOBEHIM ANKOXOJ, AMUIMETAKPE30N H 1EBOMEHTO]. 2.4- AUXNOpODEH3NA
ANKOXOIBT € KNaCHPHULIMPAH KATO GEH30HO NPOH3BOAHO, AMHIIMETAKPE30ABT KATO PEHONHO
MPOX3BOAHO. JIEBOMEHTONBT € LIHKIHYEH MOHOTEPNEH. OCHOBHOTO NEHCTBHE Ha 2,4-
ARXAOPOOEH3NA ANKOXONA U HA AMUAMETAKPE3I0NA ¢ OCHOBARA HA NOBBPXHOCTHATA UM
akTMBHOCT. M IBETe BelllecTBa pearidpar ¢ KnerbyHaTa MeMOpaHa, CbOTBETHO € IMIHUINTE,
BK/IIOYEHH B He, koeTo 06acHABa eeKTHBHOCTTA UM cpellly fakTepuu 1 room.

Bb3 0CHOBA ONHCAHKTE CBOMCTBA HEO-aHTHH IPAJMHCKH Yai obliek4aBa CHMIITOMHTE HA JICKH
BL3MATHTENHE KaTapanHy Npolecy B YCTHATa KyXuHa H rbprnoto. Toif ce moHacs noGpe oT
OpraHH3Ma H HMa NPHATEH BKYC.

B13 0CHOBA HA SBITOTOAMIICH OIWT TIPH NPWIOMEHUETO Ha NeKAPCTBEHKUS NPOAYKT HE C¢ 04akna
HaMangBaHe Ha aHTHOAKTEPHATHHA My eeKT Cpellly pasnMYHH NAaTOrNCHH.

5.2 ®dapmMaxoKHHeTHYHH CBOHCTBA

AKTUBHUTE BELIECTBA HA HEO-aHTHH IPpaJAHHCKH 4yail TabneTKM 3a CMyycHe NPOABABAT IOKAICH
aHTHCENTUEH U ciaG NOKANeH aHecTeTHUeH edexT Npu cMyueHe Ha TabneTkuTte unu npu 6aBHOTO
¥M pasTBapsHe B ycrara. Jo6poTo npunenBaHe Ha akTHBHXTE BELLECTBA KBM OpallHaTa MyKo3a
MOPagM TEXHUTE NOBbPXHOCTHO AKTHBHH CBOHCTBA NO3BOIABA NPOABIKHTENEH e(PeKT BbpXY
MyKo3aTa. BCHYKH KOMMOHEHTH HA JIEKAPCTBEHUA NPOAYKT ca Obp3o aDcopOupally
eKcKpeTHpalln ce. PasrpakknaHero Ha 2,4-AHXNI0po0eH3n anKkoxona npeMHHaBa npes 2,4-
AXIIOpOeH30eHa KHCENHHA, KOSTO CE eKCKpeTHpa noj dopmara Ha kucennHa (Hanpumep
Gen30eHa KUCEIMAA) WK KaTO MNLUMROB KOHIOTaT npes 6u0pennTe. AMAIMETaKpE3ON®T Ce
OKHMCIABA YACTUYHO [0 CHOTBETHATa KapOOKCHITHA KUCENTHHA H CE eKCpeTHpa npes Ob0peunTe
KaTo rMIoKOoypoHHA. JIEeBKOMEHTONBT ce €KCKPETHPa Ype3 YPHHATA M HITbYKATa ChIIC NoA
FIHOKOPYHMAHA dopMa.

5.3 TpeakJTHHAYHH JAHHH 32 Ge3omacHOCT

KoMGHHauMsaTa HAMA H3BECTHH CreunpUIHH PHCKOBE TIPH NPWICKEHHUE,
[MposeneHuTe M3ceABaHHA NOKA3BAT, 4 ABATA AHTUCENTHKA CaMOCTOATE/IHO U B KOMOWHaUHUS
HAMAT TOKCHYHH WMH MYTAreHHu epexTy.

TOKCUKONOrHUYHHTE H3CIEABAHHA Ha 2,4- AHXJ0pobeH3un anKoxona ¥ aMIMETaKkpe3ona He
MOKa3BaT MyTareHeH noTeHuuan, Ako TabeTKHTe ce H3MOI3BAT KAKTO € YKa3aHO HAMA PHCK 34
3APaBETO, NPEABUA HUCKHTE KOJIMYECTBA HA AKTHBHHUTE BELIECTBA, ChABPKALLN. CE B TaONEeTKUTE

33 CMYUE€HE H TEXHHTE BUCOKH CTOHHOCTH 3a LDso.

JIeBOMEHTONLT € MHOrO A00pPe MU3BECTEH M MO3HAT U MOXE Aa ObAe pasrnex1aH KaTo HETOKCHYEH

u Oezonacen. [TpH TecTOBE 3a peNpPOAYKUHOHHA TOKCHYHOCT MEHTOILT HE NOKA3Ba TEPATOTCHHH
HI1H eMOPHOTOKCUYHH PHCKOBE.

[To BpeMe Ha OLIEHKATa HA COTHOLIEHHETO PHUCK/N0N3a, CHLIECTBYBA npeobnagasaHe Ha noJsi3ara

¥ KOMOMHAUKATA € IOAXOIAINA 33 YCNEMHO CHMITTOMATHYHO JICHEHHE MTPU MNOCOYCHHTE ——
HHAWKALHH,

6. ®APMAIEBTHYHHU JAHHH



6.1 CnucbK Ha NOMOILHHTE BelllecTBA

MEHTOBO MACNQ, W0MANTO3a, BUHEHA KHCERUHA, MACHO OT rpajrHCKy Yyall, KOXUHWA 4epBeno A
(E124), xunonoHoBo #wi1T0 (E 104), natent cunso V (E 131).

6.2 He¢bBMECTHMOCTH

Henpunoxumo

6.3 CpoK Ha rogHocT

4 TOAWHM

6.4 CrieudHanny ycJIOBHA 32 CbXpaHeHHe

Jla ce cvxpanasa npH Temnepatypanoa 25 °C
6.5 /1anHH 32 ONAKOBKAaTA

[TspBUvHa onakoBka — PVC/anyMuuueBH BIHCTEPH.
Bropnuka 0ITakOBKa — KApPTOHEHa KyTHs, Chabpxkawa 12, 16, 24 u 48 Tabnetku 3a CMYUeHe.

6.6 Cneunajum npeana3Hi MepPKH MPH U3XBbpasiHe H padoTa

Hama cneuuanHd H3UCKBAHUA

7. NPHTEXATEJ HA PABPEWLIEHUETO 3A YIIOTPEBA

Divapharma GmbH
12274 Berlin
['epmanus

8. HOMEP HA PAIPELIEHHUETO 3A YIIOTPEBA
20120530

9. JIATA HA ITBPBO PA3PEIIABAHE NOAHOBABAHE HA PASPELUEHHETO 3A
YIIOTPEBA
05.11.2012 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA
KOun/2015




