KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA Ao K2 J /
11 -1- 8
1. UME HA JJEKAPCTBEHMA INPOAYKT

Heo-anrux yepema 1,20 mg/0,60 mg/5,90 mg Tabnerku 3a cMyueHe
Neo-angin cherry 1,20 mg/0,60 mg/5,90 mg lozenges

2. KAYECTBEH H KOJTHYECTBEH CHBCTAB
1 Tabnerka 3a cMy4eHe CbAbP)KA KATO aKTUBHH BELLEeCTBa:
2,4-nuxJ10p0oOEH3WIOB ANKOXO0J1 1,20 mg

AMuIMeTaKpe3on 0,60 mg
JleBomeHTON 5,90 mg

[ToMomHu BemiecTBa ¢ U3BECTHO JIeHCTBHE
2,58 g wzomant (E953), 0,44 mg koxunun yepseHo A (E124), 0,30 mg Genzunos ankoxon, no-
manko ot 0,02 mg 6yTmixunpokcuannzon (E320)

3a NMBJIHKA CIOHCHK HA MOMOIHUTE BELLIECTBA, BHXKTE TOuKa 6.1

3. JIEKAPCTBEHA ®OPMA

Tabnerka 3a cMydeHe

TabneTkuTe 3a CMyHeHe ca 4YEpPBEHH, KPBIJIH M MOTYTPO3PAYHH.
4. KJIMHUYHHU JAHHH

4.1 TepaneBTHYHH HOKA3AHHSA

3a CHMITOMATHYHO JieYeHHEe HA JIEKH HH(EKLIMH B yCTHATA KYXHHA, BKIL. JJADHHTUTH, GAPUHTHTH,
TOH3HJIHTH, THHTHBHTH.

4.2 Jlo3MpoBKAa H HAYHH HA NPH/I0KEHHE

B cnyuauTe, koraTto HIMa JpYro npeanycaHue, Npy Bb3pacTHYU U Jeua Hazl 6 roAWHH, NPOAYKTHT
ce npunara no 1 Tabnetka 3a cMy4eHe 3a 6aBHO pa3TBapsHe B ycTaTa Ha BCekH 2-3 yaca.
MaxkcuManHaTa JHeBHa 103a e 6 TabneTku 3a cMydeHe.

4.3 IIpornBonokazanus

CBpBbX4yBCTBUTEIIHOCT KbM aKTHBHHTE BELIECTBA WIH KbM HAKOE OT IOMOLIHHTE BeLIeCTBa,
n3bpoeHH B Touka 6.1. Heo-aurun 4epelua e NpoTHBOIMOKA3aH 3a NPHIOKEHHE TIPH Aeua nox 6
rOAWHHU.

4.4 Cnenuannu npeIynpexaenns H Nnpeina3sHH MepPKH 3a ynorpeba

Heo-aHruH uepema cbabpska ouperHres koxuuun yepeeHo A (E 124), kojyig
aNnepruvyHH peakivH.



Tosa nekapeTo cbabpeka 0,30 mg DeH3uNoB ankoxon (KOMIOHEHT Ha ApOMAaTa Ha uepelua) B
MHOTO HHCKM 03U BEB Besika TabneTka 3a cmyueHe (2,6 g).

BeH3HNOBHAT ankoXo MOXke Ja IPHYHHH anepruyHH peaKiyH.

TloBHIMEHO BHHMaHHE € HeoOX0AUMO Mo Bpeme Ha OPEeMEHHOCT H KhpMeHEe HITH B ClIyvali Ha
4epHOApOOHO WK OBOpeUHo yBpeKaaHe, MOPagH PHCK OT KyMyJIHPaHe H TOKCHYHOCT
{MeTabonHTHA AMA03A).

ApoMaTeT Ha uepelna B TO3H MPOAYKT ChIbpka SyTuixuapokcuannzon (E320), koiito Moxke aa
NPUHKHH JIpa3HeHE Ha JTHraBHUMTE.

JlexapcTBOoTO cHABPXKA cbIIO 2,58 g w3omant (E953) kaTo 3aMecTHTen Ha 3aXapTa BLB BCAKA
TabeTKa 3a CMyUeHe, KoeTo oTroBaps Ha 6 kcal (26 kJ).

Toea Tpabea na ce B3eMe npeJBMA NPH NAMEHTH, CTPALALIK OT 3aXapeH Auaber.

[ManmeHTH, cTpajaliy OT peAKH HACIEACTRCHN NpobneMH Kkarto GppyKTo3HA HETIOHOCHMOCT HE
Tpa6Ba 2a npHeMaT TOBA JeKapeTRo. M3oMaiThT MOKe f1a MMa cabo H3pascH NakcaTHBEH edexT.

3a neuenue ¢ Heo-aHruH uepemna, Aenara Tpsabsa 1a MOraT KOHTPONHPAHO Aa CMyYat TabneTkH.
4.5 BaanmopelicTBHE ¢ APYrH JeKAPCTEeHH DPOIYKTH H APYrH GopMH Aa BIAEMOACHCTBHE
Hama u3secTHn B3aMMOICHCTBIA IPY MepopalieH IPHEM HA TO3H JIEKAPCTECH MPOAYKT.

4.6 GepTAIATET, (PEMEMHOCT H KbPMeHe

Hsama KNHHHYAH JaHHA 33 BIHAHKE HA NpoIyKTa NpH 6pemenHocT. H3cneiBaHKiATa BLPXY
JKHBOTHH HE NTOKA3BAT AMPEKTHH HAK WHIMPEKTHH YBpexnalH eQeKTH no OTHOLUSHHE Ha
OpeMEHHOCTTA H eMOPHOHATHO/ETATHOTO Pa3BUTHE, 10 BPEME HA PAXIaHe HiH CIeApOAOBOTO
paseutue, [lopanu HeaocTaTEYHA HHOPMALIHA, HE € ERIMOKHO H3LA0 A C¢ M3KIOUH PHCKA 3a
3apoaMila, eTo 3ailo OpeMeHHITE JKeHN TpaGBa Aa 0baaT KOHCY/ITHPAHH OT NEKap Npean
npHemaneTo Ha Heo-anrnn yepewa. TosH mpoaykT Tpabea Jia ce NpeaAnMcBa ¢ BHUMAHKWE [1PH
OpeMeHHH XeHH M KbPMauKH.

4.7 EdeKTH BBEPXY cH0cofHOCTTA 32 Inodupane H paboTa ¢ MALIARE
Heo-anrun yepewa e nosnnsea cnocofHoOCTTa 3a WoOhHpaHe M pabora ¢ MamIHHK.
4.8 Hexxenand JeKapcTBeHH PpeakIHH

Hexenanure peakupu ca m30poeHH NMO-I0NMY MO CHCTEMO-OPraHHH KI1acoBE M YecToTa. YecToTara
Ce OmpeneNs ChINacHo CNeaHaTa KOHBEHLIH:

MHoro yects (=1/10)

Yectn (>1/100 go <1/10)

Heuecrn (>1/1 000 go <1/100)

Peaxu (=1/10 000 zo <1/1 000)

Muoro peaxu (<1/106 000)

¢ HEH3BECTHA YeCTOTA (0T HUTMYHUTE JaHHH He MOXKe 1a Obe HANPaBeHa OLIEHKY)

BB3MOKHH HeXKeTaHH NEKAPCTBEHH PEaKIMK:
Hapywienust na umynnama cucmema:
C HEHM3BECTHA YECTOTA: AIEPTHYHH Peaki[H, KaTo MOLYBAHE HA YCTATa, €3HKA H YCTHHE

CmoMauHo-upesHy Hapywenus.
Muoro peaxu: JIpasHeHe Ha ycTHATa W CTOMAIIHATA JIMFABHLA, HAIIP. NMCIIEH



CpobliasaHe Ha MOA03UPAHK HEXETAHH PeakLuy

CrobmasaHeTo Ha NOAO3MPANK HEXeJIaHH peaKLInM criel paspellaBaHe 3a ynotpeba Ha
NeKapCTREHUA NPOAYKT € BakHO. TORA MO3BOMIMABA 1A TIPOABDKH HabMOJEHHETO Ha
CHOTHOMISHHETO NOJI3a/PHCK 32 JlekapeTBeHHs NPOAYKT. OT MEAMUMHCKUTE CMSLKBANHCTH ce
M3UCKBA 14 ¢HLOOIaBaT BCAKA OJ03HPAaHa HeXKenaHa peakiiad upez MU3nbiHuTeiHa arcHLHA o
JieKapcTRATA:

yn. ,Jaman ['pyes”™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitT: www.bda.bg

4.9 Ilpepozapane

He ca n3pecTnH cirysau Ha npego3upaHe. MakcHmanHaTa AHeBHa n103a e 6 TabNeTKH 3a cMydeHe.
Tcope'mqno € BBE3MOKHO J1a C€ OYAKBA PHL3NaAJIEHHE Ha OpaJiHATA WM CTOMAIHA MYKO38 IIpH
NpeJO3MpaHe.

5. ®APMAKOJIOTMYHH CBOMCTBA
5.1 ®apMakoaARaAMHEYHHE CROHCTRA

dapMakoTepaneBTHYHA IPYNa; AHTHCSITTHIH
ATC xonx: RO2ZAA20

Heo-anrun yepenra TabneTkH 2a cMy4eHe MMAT aHTHCENTHYEH e(eKT H OKa3BaT JICK AHAIreTHYCH
e(heKT BLpPXY I'bPJOTO, OCHOBABALL C& HA KOMOHHALMATA OT 2,4-1UXJI0pOGCHIHIOB aNKOXol,
AMHJIMETEKpe30n U IeBoMeHTouL. M3no/13BaHHTe aHTHCENTHIM ca eeKTHBHH CpeLIly MATOreHHH
MHKPOODPraHH3MH, HHGEKTHPaIH opaiHaTa M apuBruaiHaTa Mykosa. Hali-uectite narorenu,
NPeAH3BUKBALIH GAPHHTHTH BKIO4BAT IPaM-IIOI0KHUTENHA U [PaM-OTpULATeHH GaKTepUH, KaTo
cTadUIOKOKH, MHEBMOKOKH, ¢y306akTepun 1 ocobeno Staphylococcus aureus, Pseudomonas
aeruginosa, Haemomophy!ls influenza u Branhamella catarralis.

JIeKapCTBEHHAT NPOAYKT ¢ €hEeKTHBEH B HAKOM CIIyHaH M CPELLY HATOTeHHHW rbOHYKH H APOXIH,
ocobeno cpemy Candida albicans.

JleBoMeHTONBT NONBIBA €PEKTHTE HA APYTHTE ABE AKTMBHH ChCTABKH Ype3 GONKOYCNOKOABAlIHA
CH eeKT, OCHOBAH Ha CTHMYNTMPaHETO Ha PELIETITOPUTE 33 CTYAEHO B MyKO3aTa.

Heo-aurun yepeia e koMOMHHpaH JIEKAPCTBEH NIPORYKT, BKIKOUBALIL TPH AKTKBHH ChCTaBKH.,
Ilpunara ce 3a neveHue Ha nexu MHGEKUMM HA yCTaTa H TbpioTo. Tesu uadexumu BoasT 1o
PaXIM4YHA BHAOBE BBH3NANEHHA CbC CHMITTOMH Ha MPOCTY 1a, CTOMATHTH, THHTHBHTH, (PAPHHIMTH,
JIAPHHTUTH H TOH3IWIIHTH, KAKTO H aHrMHa. KoMGHHALHATA HA aKTHBHHTE BELIECTBA BKIIOYBRA 2,4-
AHXNOPOCEH3HNIOB aNIKOX07, AMHIIMETAKPE30/ H NMEBOMEHTOI. 2,4- HXJIOPOGEH3HIOBHAT ATKOX0)
€ KIACH(HLIHPaH KaTo OeH30IHO NPOH3BOIHO, AMIIIMETAKPE30TLT KATO (PEHONMHO IPOH3ROIHO.
JleBOMEHTONDT € LMKIHYEH MOHOTEpNeH. OCHOBHOTO AelficTBUE Ha 2,4- THXN0POOEHIUIOBHS
AJTKOXON M HAa AMWIMETAKPE301a Ce OCHOBABa Ha [IOBLPXHOCTHATA MM aKTHBHOCT. M nBete
BELIECTBA Pearupar ¢ KIEThYHATa MeMOpaHa, CBOTBETHO C IMITMIHTE, BKTIOYEHH B HEf, KOETO
o0iAcHABa eheKTUBHOCTTA MM cpemy GaKTepHu H IbGH.

B®3 ocHora onucanute croiicTea Heo-aHruH yepemna obnexyaBa CHMITOMUTE HA JICKH
BBHAMANHTEAHH KaTapaliHH NPOLIECH B YCTHATA KYXHHA H repioTo. Toit ce nonaca nodpe ot
OPraHH3IMa H HMa IIPHATEH BKYyC.

B3 ocHona Ha ABNFOrogHIISH ONMMKT I1PH TIIPUNOAKEHUCTO HA ICKAPCTBEHHA OPOOYKT
HAMAJIABAHE Ha aHTHOAKTEPHANHHA MY eeKT cpelly pasiM4HH MATOTEHH.

5.2 OapMakOKRHETHUHH CROHCTRA




AKTHEHUTe BellecTBa HA Heo-aHruH yepeina tabneTku 3a CMyYeHe MpoABABAT NOKATEH
AHTUCCIITHYEH H C1a0 JIOKATEH aHECTETHYEH eheKT NpH CMyUYcHe Ha TAGNEeTKUTE WK NpH 6aBHOTO
HM pa3TBapAHS B yCrara, I[OGpOTO [IPHIICTIBAHE HA AKTHBHHMTE BELLECTEA KBM OpaliHATA MYKO3a
NopajH TEXHUTE MOBLPXHOCTHO aKTHBHH CBOHCTBA NO3BOJISBA NPOABLIDKHTENSH eeKT BLpXy
MyKo3aTa. BCcH4KH KOMTIOHEHTH Ha JIEKapCTBEHMA NMPOAYKT ca 6bp3o abcopOupaium
€KCKpeTupaul ce. PasrpaxaaneTo Ha 2,4-1ux10po0eH3WI0BHA aNKOX0N NIPEMHHARA Mpes 2,4-
JUXITOPGEH30EHA KUCETHHA, KOATO C& eKCKPETHpA Mo $opMAaTa Ha KHCelTHHa (HanmprMep
OeHz0ena KHCEIMHA) WiIH KaTO [IMUMHOB KOHIOTAT Mipe3 OhOpewuTe. AMUIMETaKPE3ONbT Ce
OKHC/IABA YACTHYHO A0 CHOTBETHATA KAPDOKCHITHA KHCETHHA H Ce eKCpeTHpa npe3 6B0pelnuTe
KaTo TNOKoYpoHu. JIEBKOMEHTONLT €€ SKCKPETHPA Upe3 YPHHATA H 3KTBIKATA ChIND NOJ
TJIKOKOpYHHIHA hopMa.

5.3 llpeaxIRAAYTHH JAHEHA 3a Ge300acAOCT

KoMOHHaIkATa HAMA H3BECTHH CHELMPHUIHN PHCKOBE TIPH NPHI0KEHHE.

[IpoBenenuTE H3CNe BAHMA IOKA3BAT, Y€ 1BATA AHTUCESNTHKA CAMOCTOATENHO M B KOMGHHAIHA
HAMAT TOKCHYHH HITH MYTar¢HHU eeKTH,

TokcukonoruvaHUTE M3cAeABAHHA Ha 2,4-1MXN0POGEHINIOBUS AIKOX0/ M AMIIMETAKPE30/Ia He
MNOKa3BAT MYTAr¢HeH NOTEHLHAJL. AKo TabneTkHTe CC M3MOJI3BAT, KAKTO € YKa3aHO HAMA PHCK 34
30paBeTo, NPEABM] HHCKHTE KOJIMYECTBA Ha AKTHBHHTE BEILECTRA, CHABPKAILM C€ B TAONETKHTE
33 CMYUCHE H TCXHHTE BHCOKH cTOMRHOCTH 3a LDsq.

JleBomeHTONLT € MHOTrO N06Pe H3BECTEH M NO3HAT H MOME 1a BbJe Pa3riexaaH KaTo HETOKCHUYEH
u Gesomacer. [1pu TecToBe 3a penpoayKUHOHHA TOKCHMHOCT MEHTONTBT HE TTOKA3Ba TEPATOTEHHH
HIH eMOPHOTOKCHYHH PHCKOBE.

[o Bpeme Ha ouerkaTa Ha CHOTHOLIEHHETO PUCK/TION3A, CHIIECTBYBA PEOGIafaBaHe HA NOJI3ATA
¥ KOMOHHALMATA € NOXO/IANIA 22 YCTICUHO CHMIITOMATHYHO JIEMEHHE TIPH [10COUSHHTE
HHIAHKALHH,

6. DAPMAIEBTHYHH JTAHHHA
6.1 CnachbKk HA DOMONIHHTE BemecTBa
MenToBo Macio
nzoMant (E953)

BHHEHA KHCEJTHHA

apomar Ha JYepella

CHABPXaA U OEHIHNIOB AIKOXO0J
OyTHnxuapokcuanunzon (E320),
KOXHHHN yepBeHo A (E124)
uHaurotus {E 132),

6.2 HecnemecTamocTH
Henpunoxumo

6.3 Cpok na rognoct

4 TONUHH

6.4 Coenna/inm yCI0BHA 32 ChXpanenne

Ha ce cbxpaHsBa npH TeMneparypa nox 25 ° C
Ha ce cbXpaHABa B OPUTHHATHATA ONIAKOBKA, 3a Aa Ce MPe/ANasH OT BJara.




6.5 Buj ¥ chabpiKaHHE HA ONAKOBKATA

[TepBHuHa onakoBka — PVC/anymuHuesu Giuctepn.
Bropuuna onakoska — KapToHeHa KyTHs, ChAbpxkawa 12, 16, 24 u 48 TabneTks 3a cMyucHe.

6.6 Coennannn NpeANA3HE MEPKH OPH H3XBLPISHE H paboTa

Hama coelsHansd u3ucKBaHu

7. IIPHTEXATEJI HA PABPEIIEHUETO 3A YIIOTPEBA

DIVAPHARMA GmbH
Motzener Strasse 41
12277 Berlin

I'epManng

8. HOMEP HA PAIPENIEHMETO 3A YIIOTPEBA

Per. Ne 20120531

9. JATA HA ITBPBO PA3PEINABAHE/MIOAHOBSIBAHE HA PA3PEINEHHETO 3A
YIHOTPEBA

Hata Ha nEpBO pazpemanane: 05 Hoemspu 2012 1.
Hata Ha nocnenmo nogHossBane: 22 suyapd 2018

10. TATA HA AKTYAJIM3UPAHE HA TEKCTA

07/2019




