KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA




1. UME HA JIEKAPCTBEHHUA ITPOAYKT ,;;-Z
I J S0 72

Fungostatin 100 000 IU/ml granules for oromucosai suspension |

®dynroctatud 100 000 [U/ml rpanyJiv 3a cycrieH?1s 3a yCTHa JIMTaBULA 6'3 ?},37 19 -05- 707"

2. KAYECTBEH H KOJIHYECTBEH CbCTAB

| ml ot npurorBenara cycnensus cbabpxka 100 000 [U (1000 mg/tl.) nucraTun (nystatin).
3a IMBJIHUS CITUCHK Ha TIOMOIIHUTE BeleCTBA, BUKTE ToYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

['paHy]iK 3a CyclieH3us 3a YCTHA JINraBuLa.
JXBnTH rpaHysiv ¢ apoMat Ha OaHaH.

4. KJIUHHWHYHHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHSA

MyHrocTaTvH € MokKasaH 3a JieYeHHe Ha KaHIMI03M Ha yCTHaTa KyXHHa.
4.2 J103MpPOBKA H HAYHH HA NMPHJIOKEHHE

Hoeopooenu | )

[Tpurorsenara cycnensus ce npuiara 4 mstv aHeBHo 1o 2 ml (200 000 IU wuctatun). C no 1 ml ot
MPUTOTBEHATA CYCINEH3Us Ce TPETUpAT JIBETE CTPAHU HA YCTHATa KyXvHa. | Ipn HeJOHOCEHH WJIH JIeLa C
HUCKO TEJIECHO TerJio € e)eKTUBHO npujiaraHeTo Ha 1 ml cycneHnsus 4 mbTH AHEBHO.

leya u ev3pacmuu

[Tpuroreenara cycnen3sus ce npunara 4 nbti no 4-6 ml (400 000 — 600 000 IU HucraTtun) aHeBHo. C
MOJIOBUHATA J103a Ce TPeTHpa €/lHaTa CTpPaHa Ha yCTHATa KyXHHA, OCTAHAIOTO KOJIMYECTBO Ce Mmpuiiara
B CPELIYTOJI0XKHATA YacT HA YCTHaTa KyXHHa.

[IpenopbYMTEIIHO € CyCIEH3UsTaA [a CE 3abpKH B yCTaTa KOJIKOTO € Bb3MOXKHO MMO-ABJIrO NMpeau Ja ce
MperirbTHE.

Jleuenuero ¢ MyHrocraTH TpsAOBa Jia Npoab/ikK 48 yaca ciie/l H34e3BaHETO HA CUMITTOMHMTE Ha
3a00/19BaHETO W MOJIy4aBaHe Ha HOPMaJIHU pe3yJiTaTH OT MOoCsABKaTa.

Ilpucomesne na cycnensusima

byTuikara ce mbJIHM HAIMoJIOBUHA OT MepuTesiHaTa JIMHUA (1/2) ¢ npeBapeHa u oxJajeHa Boja, clej
TOBa Ce pa3kJaiia Jiobpe u ce octaBs B [TOKOI. byTuikara ce goIrbjiBa 10 MEpUTEJIHATA JIMHUSA C
peBapeHa U OXJ1ajieHa BoJia. 3aTBapsl ce C Kalaykara v ce paskiailla HEKOJIKOKpaTHO.

Taka npuroTBeHara cycrneH3us ce chbXpaHsBa B JoOpe 3aTBOpeHa OyTHIIKa, 1ajiedye OT CBET/IMHA, B
XJIa[INJTHUK ¥ TpsAOBa Jia ce u3non3sa B pamkuTe Ha 10 aun. Hem3nosi3BaHOTO KOJMYECTBO CYCIIEH3HS

ce U3XBBPJIA.

4.3 IIporuBonokazaHus

Touka 6.1.




4.4 CnenHalnH npegynpexRIeHHA H NPeANa3H MePKH NMPH ynoTpeba

JlexapCcTBEHHAT MPONYKT ChAbPHKA 3axapo3a. TTalseHTn ¢ peakn HacneACTBEHN nNpobneMu Ha
HEMTOHOCHMOCT KbM (pyKTO3a, MNIIOK030-TanakTozHa ManabcopOuus UK cykpasa-u3oManTasHa
HeJOCTaTbYHOCT He TpsadBa na npueMar TOBa JIEKapCTRO.

4.5 BzaumoneiicTBHeE ¢ APYTH N€KAPCTBEHH NPOAYKTH U ApYrH ¢GopMH Ha B3auMoaelicTBre

He ca n3BecTHH.

4.6 DepTHANTET, OpeMEeHHOCT 1 KBHpPMEHE

bpeMeHHOCT
bpemennocT Kareropus C - Hama chobinenus, ye ynotpedara Ha HUCTATUH NPH OpeMEHHH KEHH

yBe/IMYaBa PHCKA OT aHOMAaNNK Ha eMOpHOHA MM TTO-KbCHO MOB/IHABA pacTeXka, Pa3BHTHETO U
(PYHKLHOHATHOTO Ch3pABaHE Ha JETETO.

4.7 EdexTn BLpXy cnocobHocTTa 33 odHpaHe H paGoTa ¢ MAlLIHHA

(DyHrocTaTHH HE NOBIXABA WIW NMOBIMABA MpeHeOpexkumMo crnocobHocTTa 3a wodupane U padoTa ¢
MAaLITHUHH.

4.8 HexenaHn JekapcTBeHH PeaKiiHH

HucTaTiH € npakTHYecKy HETOKCHYEH U HECEHCHQPIH3KpAIIl U ce IToHacs J06pe OT BCHUKH
Bb3PacTOBHU IPYITH, AOPH NP MPOTLIDKUTENHA YyoTpeba. PAIKO MpHeMaHeTo Ka BUCOKH JJO3H MOXE
7a Npei3BUKa rajieHe, NoBpblIaHe U Adapus, Bh3MoxkHa e oABaTa Ha CBPBX4YBCTBUTEHOCT.

IFTRN

Cho0inaBade Ha [M0J03NPAHY HEXENAHN PeaKLHH
CpobltaBaHeTo Ha NoJ03MpaHH HeXXeNaHN peaklMi clieq pa3pellaBsaHe 3a ynotpeba Ha

NIEKapCTBEHUA MPOOYKT € BaXXHO. ToBa Mo3BosAea 1a NPOIbIDKH HaONIONEHHETO Ha CHOTHOLLIEHHETO
[TOJI33/PHCK 34 IEKapCTBEHUA NMpoayKT. HexenaHure peakuun moxe Oa 654aT CLOOLIEHHW HPEKTHO
Ha 3mbsaHATENHA areHI K4 110 jekapcTeara (UAJD):

bBJII'APHA, Codwusa 1303, yn. Hamau I'pyes 8
Ten. +359 2 8903555

en. nowa: bda@bda.bg

yebcaiT: www.bda.bg

4.9 IIpeaozupane

HaMma JaHHH

S. ®APMAKOJIOTHYHH CBOHCTBA
5.1 PapMakoaAHHAMHYHH CBOHCTBA

PapMmakoTepanesTHYHA I'pyna; aHTHMHUKOTHYEH aHTHONOTHK
ATC xoo: AG7TAA 02

In vitro HUICTaTHH QYHIHLUKMIHO AeHCTBHE CIPSMO pa3NUYHK APOXKIENoA00HH rEOMUKY OT poaa
Candida, momyuenu ot Streptomyces nursei. HIcTaTHH ce CBBp3Ba CBC CTEPOIHTE B KIIETHUHATA
MeMOpaHa Ha Ty BCTBUTENHHTE I'bOM KATO MpeaXW3BHKBA NMPOMAHA B MeMOpaHHHs nepMeabunu
AaBalKH Bb3MOXHOCT Ha BhTPEKNeTbUHNTE KOMIIOHEHTH a HANyCHAT KJieTKaTa. HHCTaTHH
HE3HAYHUTETHA aKTUBHOCT cripaMo 6akTepnu u Trichomonas mamose,




5.2 <dDapMaKOKHHETHYHU cBOHCTRA

HuctatuH nol GopMaTa Ha CYCTIEH3HS 3a YCTHA JTUraBmMIja, TIPUIOKEH B TIPeANHCAHUTE A03H, HE Ce
abcopOupa B opraHmuma.

5.3 IlpenknIHHHUYHH JaHHH 33 6e30MacHOCT

Hsama

6. OAPMAIIEBTHYHH TAHHH
6.1 ConouchK Ha NOMONIHHTE BellleCTBA

MHUKpOKpHUCTAIHA LETy103a

Kapameno3a HaTpui

Harpues Metun napaxuapokcubensoar (E 219)
Hatpues nponun napaxuapokcubensoar (E 217)
be3BoaHa MTUMOHEHA KUCETTUHA

Harpuen Oen3oar

KpockapaMeno3a HaTpHUH

3axapWH HaTpHH

3axaposa

[ToBngoH

KonounaeHn 0e3BojeH CUNHLMEB AHOKCHU
Apomar Ha OaHan

6.2 HecnhBMECTHMOCTH
HenpunoxxumMo

6.3 Cpox Ha rogHocrt
3 FOIUHH

CpoOk Ha TOOHOCT Ha NMpHUroTBeHara cycneH3ns — 10 JHH, ChXpaHeHNe B XJIaJHITHHK NMpH TeMIiepaTypa
ot 2°C - 8°C.

6.4 ChnenuaaHH YCJI0OBHA H3 ChXPaHEHHE

Jla ce cpXpaHsBa Ha MSICTO, HEZOCTHLITHO 3a Jela.

Jla ce cbXpaHsiBa B OpHIrHHAIHATA OMAKOBKaA.

B Hepa3TBOpeH BHA [a CE ChXpaHABa IIpU TeMniepaTypa nox 25°C,

Ila ce na3u ot CBeT/IHHA M Blara.

3a ycnoBHATA 33 ChbXpaHEHHUeE CJIeH pa3TRApAHE Ha IeKapCTBEHHA NPOAYKT BMXKTe Toyka 6.3.

6.5 Buau csALPXKAHEE HA ONAKOBKATA

TwvMHa cTBKIIEHA OyTHIIKA ¢ BMECTHMOCT 50 ml onakoBaHa B KapTOHEHA KYTHS.
CpeacTBO 3a NpUnaraHle: anauKaTop — IMnera ¢ MapkupaHa JMHUS 3a 1 ml.

6.6 ChnenHaiHH NPeANAZHH MEPKH NPH HIXBLPJISHE

Hama cnenpaiiii N3KCKBaHNA.




7. INIPUTEXATEJ HA PA3ZPEIIEHHETO 3A YIIOTPEBA
HOBEJI ®DAPMA EOQOO[

oyn. “buarapusa” Ne 109

Codgms 1404, bunrapns

8. HOMEP HA PASPEIIEHHUETO 3A YITOTPEDBA

Per. Ne 20050425/ 27.08.2010 r.

9. JATA HA IIBPBO PASPEIHIABAHE/TIOJHOBABAHE HA PAIPEIIIEHHETO 3A
YIIOTPEBA

03.08.2005 .

27.08.2010T.

10. JATA HA AKTYAJIH3IHPAHE HA TEKCTA

01.2025




