KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
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1 g mas ceappexka 100 000 IU aucratvu (nystatin).

3a IBJHHA CHUCHK HA ITOMOIIHMTE BEUECTBa BHIKTE TOMUKA 6.1.

J. JIEKAPCTBEHA ®OPMA

Maz ¢ CAHOPOAHA KOHCHCTCHLIINA, HURBAT - 2XKBJIT,

4. KJIMHIMHH JAHHH

4.1 TepaneBTHYHH NOKA3IAHNUS

3a JIOKAJIHO JICYCHHUE Ha MUKOTHYHH HH(QEKLIMY HAa KOXATa ¥ TOMYJIMIaBULIUTE, TPHYHHEHH OT
Candida albicans xaro:

° AHI'yAapeH XEIHT;

Epo3uu 8 MeXIYTIPECTHHTE MEHKH Ha PHUETE;

Kanauna nepuoHHMKCHC,

Kannnno3zsu 6anaHuTH # BYJIBUTH,;

LepMaTUT OT NefieHu NPU KbpMaveTa;

MukoTHIHH HHQEKIHH TIPH MPOXB/DKUTENHO JIEUEHHE ¢ AHTHOHOTHIIH HIIW NPH

MMYHOCYTIpECHA.

4.2 Jlo3MpoBKA H HAYMAH HA NPHIOKEHHE

Huctatun ABP ma3 ce npwiara BppXy KOXaTa OT Z[Ba 10 YETHPH NBTH JHEBHO.

Ha namaseane moanexar yqacTBLHTE ¢ Bb3MAJeHa KOXKa, HO ChIIO TaKa M OKOJIHaTa 30Ha 0T 5-10 mm,
KOATO M3rjexja BHAHMO 3apaBa. JledueHHeTo Tpabpa Aa mpoabIKH Hali-Manko 2-3 JIHHU Clie
H34E3BAHE HA KITMHAYHWTE CHMIITOMH.

Masrta kato nekapcreeHa gopma ce npeanoUHTa NpH K3paseHa CyXoTa Ha KOXKaTa.

4.3 IlIpornBonmokazanus

CBpPBXUYYBCTBUTEITHOCT KhM HUCTATHH WIH KbM HAKOE OT NOMOIIHHTE BellleCTBa, BKIIOYESHH B ChCTaBa
Ha MTEKApCTBEHHS NPORYKT.

44 Cpennanau npenynpeﬁmeuna H IpeANa3HH MePKHA NpH ynoTpeda

HA TEPATIEBTHYHHTE CXEMH.
JlexapCTBeHHIT NPOJYKT € NpeJHa3HaYeH CaMO 32 PHHITHO [PUIIOKEHHE.
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He ce nocrasar oxkiy3HBHH NPEBPB3KH.

IIpu HaHacane zzﬁ HE ce ,ﬁonycﬁa nﬁnanane B OUMTE JHPEKTHO WIM OT 3aMBPCEHH C NPENapaTa phle.
45 BaaumojeidicTBHe ¢ APYIH JEeKAPCTBEHHA NPOAYKTH H JPYIrd (pOPMH HA B3aHMOAEHCTBHE
He ce Habmonasar nekapcTBeHrH B3aUMOAEHCTBHA,

4.6 @epTHINTET, GPeMEHHOCT H KbPMEHE

[Topaau nunca Ha CHCTEMHA pezopﬁuna Huctatua ABP Ma3 MOXe Aa ¢ce Ha3HajdaBa 110 BpeMe Ha
OpPeMEHHOCT U KBPMEHE.

4.7 EdexTn sppxy cnocobnocrra 3a wodupane u padbora ¢ MAIIHHH
[IpoayxTbT MOXKe 1a ce MpHIara no BpeMe Ha mogupane ¥ npH padoTa ¢ MallHHH.
4.8 Hexe/ann JeKapcTBEHH peaknuu

Hucratnn ABP Ma3 ce nonaca MHOro aobpe. B MeauiuMHcKaTa nereparypa ca OrnMcaHi eHHHYHE
CIYYaH Ha €K3aHTEMOMIHA [TYCTYN03a CEA NMPHIOXKeHHe Ha NpoaykTa. Onucay ¢ ¥ ciy4ai Ha
anepryiueH KOHTaKTeH AEpMAaTHT OT Hero. JOoKaaBaH e ciyJait Ha epuTeMa MyJITHOOpME crien
ceHCHOWIH3alUMA ¢ epopaieH HUCTaTHH, ChillecTByBa mybidkauus, B KoATO ¢ce 00¢HKAa, ye
aJIepPrUUHUTE peaklUMH KbM HUCTATHH €4 PEAKH, HO IPH alUIHKaUHs BhPXY BB3IaJICHa KOXa ©
BEPOSATHA CUCTEMHA pe3opOLMa ¥ BEIMOKHA CCHCHOHIH3AIHS.

ChobliaBane Ha [I003UPAHH HEKENAHH PEAKIIHH

Crob1uaBaHeTo Ha NOAO3IMPAHH HEKEAHH PEaklidy Ce] paspellasaHe 3a yroTpe6a Ha IeKAPCTBEHHSA
[IPOAYKT € Ba)XHO. TORA I103BONABA Aa NPONLDKH HaOMOACHHETO HA ChOTHOLIEHUETO I10/13a/PUCK 32
NEeKapCTBEHHA NMPOAYKT. OT MEAMIIMHCKHUTE CIIELHATIMCTH Ce M3HCKBA Ja cholbLiaBar Beika
noJ03MpaHa HekellaHa peaklMa upe3 U3msIHUTeIHA areHIMA M0 eKapeTsaTa, Y. ,.Jdaman I'pyes”
Ne 8, 1303 Codyus, Ten.: 02 8903417, yebeaiit: www.bda.bg. -

4.9 IIpeaosnpane

HsMa JaHHH 3a Mpeno3upaHe ¢ NMPOAYKTA H NMPOABH HA TOKCHYHOCT.

5. ®APMAKOJIOIT'MYHH CBOMCTBA

5.1 DPapmMakoIHHAMHIHH cBOlicTBa

dapmakoTepanepTHyHa rpyna: [IpoTHROrs0HUHM cpeAcTBa 3a IEPMATONOrHYHA yrioTpeba,
anTubunoTuun, ATC xom: DO1AA 01

HucratvH e nonueH, MpoTHBOrbOMYEH aHTHOHOTHK ¢ AHTUMHKOTUYHO Cpewry rojaM Opoii
NpUYMHUTENH Ha MUKO3H, BKJI. H Candida albicans.

HpoAYKTHT BB3ACHCTRA BHPXY LHTOIUIa3MeHaTa MeMOpaHa Ha reOHYHATA KIeTKA, KaTo Hapyiasa
NpOMYCKIUBOCTTa H Upe3 B3aMMOACHCTBHE ChC CTEPOJIATE, TIPEAMMHO SprocTepoll.

5.2 DapmMaKoKHHETHYHH CBOHCTBA
HucTtaTHH He nmokassa CHCTEMHA pe3opOLusL.

5.3 IlpeixaAnHHYHH JAHHM 33 GezomacHOCT

HaMa HaIMYHH QaHHMU.




6. DAPMAINEBTUYHHU JAHHH
6.1 Crhachk HA TOMOIIHATE BElIeCTRA
IlapaduH, Teuen

LlerocTeapunos ankoxon
MeTtunnapaxuapokcubeHsoar
ITponuinapaxugpokcubensoar

Tsbpa napacdun

ban Mex napaguH (ban Ba3eNnuH).

6.2 HecbpBmecTHMOCTH

Henpnnox{nmo

6.3 Cfmu HA T'OAHOCT

2 TOJIRHH
3 mMecena cie/l bPBO OTBapsAHE HA ONAKOBKATA NpH chXxpaHeHue roa 25°C.

6.4 Croennaanm ycnoBHH HAa ChbXpaHeHHE
Ja ce cexpanasa nox 25°C.

Ja ce cpxpaHfBa Ha MACTO, HEAOCTBIIHO 34 ASLA,
Ja He ce 3ampa3ssiza.

6.5 Bunan chabpkanne HA ONAKOBKATA

Hucratun ABP 100 000 [U/g maz, 15g B anymuHueBH TYOH, JTakHpaHH, 3aTBOPEHM C TJIACTMAcOBa
Kanadvka Ha BHHT.

1 (eana) Tyba, 3ae1HO ¢ NUCTOBKA B KAPTOHEHA KYTHAL.

6.6 ChenpnajHn npesnasHH MePKH OPH H3XBLpJIAHE H paGoTa

Hsama cneiMalan W3UCKBaHMA.

7. IMMPUTEXATEJ HA PASPEHMIEHHETO 3A YIIOTPEBA
AnmbuoTuk-Pasrpan AL -

byn. “Anpuncko Bectanue” Ne 68, oguc 201
7200 Pasrpan, bnarapus

8. HOMEPA HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20010258

9. JATA HA ITBPBO PASPEHIABAHE/MOHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA —%

Jlata Ha ITBPBO PA3PELUABAHE: 26.02.2001 .
Hara Ha nocnegHo noasosasane; 11.10.2011 r.
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