KPATKA XAPAKTEPUCTHKA HA HPOAYKTA
ABRICORT N

1. THPTOBCKO HANMEHOBAHWE HA JEKAPCTBEHHS
IPOYKT
ABRICORT N

2. KOJIMYECTBEH 1 KAYECTBEH CHCTAB

fluocinolone acetonide 0.25 mg/lg

neomycin sulfate 5 mg/lg HUHYCTEPCTBO HA 3EPABEOTA3BAHETO

[ipnaoKene Kbl ]
pR3peieHie sa ynovpesa e h->8% O[L 3. 0.0

3. IEKAPCTBEHA ®OPMA p
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4. KIMHAYHA JTAHBEA
4.1. IOKA3AHHA

ABRICORT N wMa3 wHavEpa OpHIOKEHHe 32 JIeJeHue Ha

KOPTUKOIYBCTBHTENHA JIOKANHA HeWB(eKTHpaHM H MHQEKTHPaHH ¢
YYBCTBUTENHH HA HEOMULIMH MUKPOOPTaHU3MH JEpMaTO3H U BE3TIANCHMA.
4.2. TO3HUPOBKA H HAYHUH HA YIIOTPEBA

ABRICORT N Ma3 ce mpuiara IIpH cyXa KO0Xa, ¢ XpOHUYHH YBPEXIaHHA.
MaiKo KOJIMYecTBO OT IIpenaparta oj GopMaTa Ha THHBK (GUIM Ce Ipuiara
BBpXy GONMHUS yd4acThK 2 0 4 IIETH AHEBHO, B 3aBHCHMOCT OT TE€XECTTa Ha
sabomaraneTo. OKOCMEHHUTE YacTH ce 00pBCBaT, 3a Jla C€ OCHIYPH JAUPEKTEH

KOHTAKT C JIC3HHTEC.




3a JnedyeHHe Ha ICOPHUA3HC WM Ha TPYIOHO MNOJABAallld CE Ha JICYECHHE
JepMaTO3W MOraT Ja ce H3ION3BAT U OKIY3UBHHU IPEeBPB3KH. Te ce CMeHsT
3-4 MpTH MHEBHO WK II0-Y€CTO, MO HpelleHKa Ha nexaps. Ilpu mpossa Ha
PE3UCTEHTHOCT MAM NONBIHUTENHA HH(EKuus TpsAbBa Ja ce MpeKpartH
H3II0J3BAHETO Ha OKIY3WBHA TIPEBPH3KA M [ia ce MNPOIBIDKM JIEYEHHETO C
MOAXOMAALIO aHTHMHUKPOOHO CpEeACTRO.

4.3. IPOTHBOIIOKA3AHHA

ABRICORT N Ma3 e MpOTHBOINOKAa3aH NpH JHIA ¢ JOKa3aHa B MUHANOTO
CBPBXYYBCTBHUTENHOCT KBM HAKOM OT KOMIIOHGHTUTE Ha Ipenapara, NpH
MopOuny, Bapulena, pybeola H APYI'H BHPYCHH KOXHM 3a00JfBaHuA,
KOXHa TyOepKyno3a, KOXKHH 3a00MABaHHs OT CHGOMNHMCTHYEH IIPOM3XO],
MHKO3H, HH(EKTHpaHH paHH, KOXKHAa aTpo(ysl W H3THHABAHE Ha KOKaTa,
Auaber.

4.4. CHEIUHAJAHH THPEAYIPEXAFEHHA H CHELNHATHH
ITPEJITA3HH MEPKH ITPH YIIOTPEBRA

He ce mpenopvuBa nmpoIbiDKUTENHa ynotpeba Ha Ipenapara. JiHeBHOTO
KOJIMYECTBO OT MpuiaraHus npenapat He TpsbBa fa Hajgsuasa 2g (8 cMm
c1510). [lpu fena pesopbuusTa e M0-ToNAMA, 32T0Ba TE Ca H3NOKEHU Ha [10-
TONSM PHICK OT I0gBa Ha CHCTEMHUTe e(heKTH Ha KOPTHKOCTepouauTe. Ja He
ce MpuJiara OKoJO OYKMTE W BBEB BBHIIHHS CHYyXOB KaHal HpU HephOopupaHo
ThIIaHye. [IpyM KOHTaKT ¢ OYHTE Ca BH3MOXKHM BB3MANUTENHU peakiyu. B
TaKuBa Clydad ce M[paBH He3a0aBHO NPOMHBKA Ha OUYHTE C OOMIHO
KOJHYECTBO BOAa. AKO Ce H3ION3BaT OKIY3WBHH IIPEBPB3KH HIH Ce
TPETUPAT TOJIEMH VY4YaCTBLUH OT KOXKaTa ChIeCTBYBa OIACHOCT OT
yBeNHMuyaBaHe Ha CHCTEMHATa pe3opOLMs Ha Mpenapata ¥ 3acHNIBaHE Ha

CHCTEMHHTE MY e(heKTH.
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Croppxanuero Ha napabdeHy (METHN U IPONMI NapaXHAPOKCHOEH30aT) B
ABRICORT N Maz mMoxe Oa OpU9MHH YPTUKapHs, KOHTAKTEH HepPMAaTHUT H
MHOT'0 PAAKO GpPOHXOCIIA3bM.

4.5. TEKAPCTBEHH H JIPYTH B3AHMOAEUCTBHA

Hsma mannu 3a yeTaHOBEHU TeKapCTBEHH B3aUMOJIEHCTBHA.

4.6. BPEMEHHOCT H KbPMEHE

[Tpn 6peMennocT 1 KbpMeHe fa ce M30ArBa NpHIaraHero Ha Npenapara,
0CODEHO NPOABIDKUTENHO BpeMe, B IONEMM KOJHYECTBA, BbPXY OOMIMpPHH
HOBBPXHOCTH.

4.7, E®EKTH BBPXY CIOCOBHOCTTA 34 IIO®HPAHE H
PABOTA C MALLTHHH

IMpunoxxenuero va ABRICORT N ma3 He Biusie BbpXy CIIOCODHOCTTa 3a
modupane wix paboTa ¢ MallHY.

4.8. HEKEJIAHH JIEKAPCTBEHH PEAKITHH

Ipu mponsmxuTenyo npunarade Ha ABRICORT N ma3 mMorar ga ce nosBat
arpoPuuHKM W3MEHEHMs Ha KOXara HIM TIOJKOXHATa ThKaH, I[apeHe,
cpplek, BB3MNANeHHe, CyXO0Ta, aKkHe NOZOOHM NpPOMEHH, HPOMEHH B
NArMEHTAMATa Ha KOXKaTa, QONMKYIMTH, XHP3YTH3bM, Malleparus,
TEICaHTHeKTa3HH.

Koraro npenapa"rm' ce mpuiara BbPXY MHTEPTPHIHMHO3HA M (IEKCOpHA
HOBBPXHOCT HIIH BHPXY JMIETO, Te3U IPOMEHM MOIaT Ja Ce€ IIONy4art U 3a
HO-KpaTko Bpeme. IIpy NPOABIKUTENHO IIPUNAraHe BBPXY IONeMU IIIOLIH
MOKANHUTE KOPTUKOCTEPOMAM MOraT ja ce pe3opdupar B AOCTATHYHH
KOIIHYECTBa, 3a [1a CE IT0ABAT HAKOU OT HEXEaHHUTE JIEKAPCTBEHH PEaKIfiH,
XapaKTepHH 38 CUCTEMHO IIPUIIOXKEHNTE KOPTUKOCTEPORIH.

4.9. HPEJO3HPAHE

L5 ]




rope HEXeJiaHH JIEKapCTBEHH PEaKIINMH, OCQ6BHO IpH NOO-NpOaB/DKHTICIHO

JIEYEHUE ¥ TIPH NIPHIIOKEHHE BHPXY TONEMH IIJIOUIH.

5. PAPMAKOJIOTTYHN JAHHHA

ATC xom: D07CC02. KopTuKOCTEpOHIM, IHCPMATONOTHYHY IIpPenaparw,
MOILHY, KOMOHHUPaHY ¢ aHTHOHOTHIIH.

5.1. PAPMAKOJHHAMHAYHH CBOHCTBA

ABRICORT N wma3 ceaspxka fluocinolone acetonide, cuuTeTH4eH
KOPTHKOCTEPOH OT IpylnaTa Ha QIyopupaHuTe NPEeaHU30M0HH.

ITpu noxanuo mpunoxenue fluocinolone acetonide mp/utexxaBa O0CHOBHHTE
(bapMaKoOTHYHN eQeKTH Ha KOPTHUKOCTEPOUAUTE - IPOTHBOBB3NATTUTENEH,
aHTHajlepruYeH M aHTHeKCyJaTHBeH. IIpOTHBOBB3NMAIMTENHHAT e(heKT €
CBbp3aH Chc CTAOMNM3KpaHe Ha NHU3030MHHTE MeMOpaHH, IIpH KOETO ce
DOTHCKa OCBOOOXKOABAaHETO Ha JIM3030MHM €H3MMM K HaMmangsa
OuocuHTe3aTa Ha MENUATOPHTEe Ha BE3NANCHHETO W Oonkara. Mumynupat
OuocuHTe3aTa Ha  HpoTewHH, HHXHOupamu  docdonumaza A2.
AHTHeKCy[aTHBHATa aKTHBHOCT CE€ XB/DKH Ha MpsKko JeHcTBHE BBPXY
KaTMIIPHUASL €HAOTEN 1 HopMai3upaHe Ha MTOBHINEHUS My NepMeabuIINTET.
IMotuckar murpanuara Ha JeBKOLHWTHTE U MaCTOHMTHIE B TBKaHHTE,
HaMassaBaT o0pazyBaHeTo Ha OpaauxkuHuHE. IMyHOCYnIpecHBHMAT eeKT ce
005cHABA C MOTHCKaHe Ha T-xenmepHUTe TUMOPOLMTH, B pe3yiTaT Ha KOeTo
oTcinabBa MequupaHaTa OT TSX IIHTOTOKCHYHOCT.

AnTHanepruyHarta aKTUBHOCT € CBBp3aHa C MPOTHBOBBEINAIMUTENHUA U

HMYHOCYTIPECHBHHIA UM €(hEKT.

Neomycin sulfate npuTexaga BEcoKa aHTHOAKTEpHAaiHa aKTHBHOCT CIIPAMO:




- TIpaM-TIIOJIOXHTENHH MHKPOOPTaHM3MM, pE3HCTeHTHH Ha JApYyrH
anTHOHOTHIHM- Staphylococcus sp., Streptococcus (HeXeMOMHTHHHH),
Corynebacterium, Listeria, Mycobacterium tuberculosis;

- IpaM-OTpHUATENHH MHKpoopraHusmu- Enterobacteriaceae, Proteus sp.,
Escherichia coli, Haemophilus influenzae, Neisseria gonorrhoeae,
Klebsiella, Salmonella, Schigella, Pseudomonas aeruginosa.

5.2. ®PAPMAKOKHHETHYHH CBOVICTBA

Jlokanso npuiokeHHuAT BbB BH Ha Ma3 fluocinolone acetonide moxe fga ce

pe3opOHpa OT WHTAKTHA KOKa. BB3NaNeHueTo WHIH IPYTH YBpeXKIaHus Ha

KOXKaTa yBefauwapat pesopbuusta Ha fluocinolone acetonide. Oxny3uBHHTE

NPEBPB3KH 3HAUYMMO YyBeNnuuaBaT KoxkHata pesopbuus Ha fluocinolone

acetonide. Benuwx pesopOupaH npe3 KoXaTa M IONajHal B CHCTEMHOTO

KpBBOOOpamenue ¢apmakokuHeTnkara Ha fluocinolone acetonide e

aHAMOrHYHA Ha Ta3d HAa CHCTEMHO I[PHIOXEHHTE KOPTHUKOCTEPOM/IH.

Cpbp3Ba ce ¢ masMeHUTe NPOTEUHH B pa3jidyHa CTereH, MeTadomusupa ce

B uepHus Apob H ce exckperupa upes 0nbperuTe. Manka 9acT OT JIOKanHO

NPUIIOKEHHST MEJHKAMEHT MM HEeroBu MeTabDONHUTH ce eKCKpeTHpaT upes

KITBYKATA.

IIpunoxed JOKalHO neomycin\ sulfate psaxo mnpuuuHABA JpasHeHe.

Pezopbuyista My Iipe3 HHTAKTHa KoXa H JMIEBHIM € HE3HAYHTelHa, 3a

pazfiyka OT Ta3u MpH MATOJIOTHYHO IIpOMEHeHa koxa. YecroTaTa Ha

CBHCH6HJIH3HpaHe € HEe3Ha4YHTeHa, OIS II0OBCYC TO3H AHTHOHOTHK PAOKO €

NPEHA3HAYCH 38 CHCTEMHO [TPUIIOKEHHE.
5.3. HPEJK/THHHYHH JAHHH 34 BE3OIIACHOCT

Jluncear [IpOYYBaHHS ¢ JOCTATBhHHA IPOABIDKHTCIHOCT, KOHMTO Aa OICHAT




KopTHKOoCTeponau. IIpoyuBanmsaTa 3a MYTareHHOCT, [IPOBENEHH C
OPEIHU305I0H U XHUAPOKOPTH30H 1aBaT HEraTUBHH PE3yJITATH.

[Ipu cucTeMHO TpHIOXKEHHE NpU Ta0OpaTOPHU JXHBOTHH B OTHOCHTEINHO
HHCKH 03U KOPTHKOCTEPOMINTE HMAT TEpaTOreHeH edekT. 32 [Mo-MOIIHHTE
OT T#X € JIOKa3aH TepaToreHeH eMeKT U IPH AEPMAlIHO IPUIIOKEHHE.

JIMTICBAT faHHU 32 HEOMHIIUH.

6. DPAPMANEBTUYHHA JAHHA
6.1. CIIHCHBK HA IIOMOIIHHTE BEINECTBA W TEXHHTE
KO/IHYECTBA B mg/Ig:

Haumenosanne KomnuecTtso
Propylene giycol 20
Polysorbate 60 40
Citric acid anhydrous 0.1

Methyl parahydroxybenzoate | 1.8

Propyl parahydroxybenzoate 0.2

White petrolatum molg

6.2. DHNKO - XHMHYHA HECHBMECTHMOCTH

He ca uzBectHu.

6.3. CPOK HA 'OJHOCT

2 (mBe) roguHM OT Jarara Ha IIPOW3BOACTBO M 1 (emuH) Mecey cruen
OTBapsAHE Ha OIlaKOBKaTa.

6.4. YCJIOBHA HA CbXPAHEHHUE

Ha cyxo u 3ammuTeHO OT CBETNHHA MSCTO, IIPH TeMIepaTypa He I10-BHCOKa
or 25°C.

I[a CC CBhXpaHdBa Ha MCECTa, HEOOCTBIHHY 3a nmeral




6.5. TEKAPCTBEHA @OPMA H OIIAKOBKA

15g ma3 B BoifHO Makupany aATyMUHHEBH TYOH.

6.6. IIPEITOPBHKH ITPH YIIOTPEBA

IlpenapaTet ce oTriycka IO JAEKApCKO NPEANKCaHHE M JO3HTe, HO30BHTE
WHTEPBANH ¥ IPONBDKHTENIHOCTTA Ha ICYCHHE C€ ONPELENaT OT NeKyBallus
nexap.

Ilpenapater He TpsaGBa na ce ymnoTpebsgBa clel M3THYAHE Ha CpOKa Ha

rOAHOCT, YKa3aH Ha OIlaKoBKarTa.

7. IPOU3BONUTEJX
"bankantdapma-Pasrpan”-A]]
Oyn." Anpuicko BecTaHue" 68

Pasrpan—7200

8. CTPAHH, B KOUTO E PEFHCTPUPAHO JEKAPCTBEHOTO

CPEACTBO
Hama

9. I'bPBA PETVCTPAIINA HA JIEKAPCTBEHOTO CPEICTBO
ITpotoxon Ne291 ma KJIC ot 12.04.1968r.




6.5. JEKAPCTBEHA @OPMA H OITAKOBKA

15g Ma3 B ABOMHO JIaKUpaHy alfyMAHNEBH TyOH.

6.6. IIPEITOPBHKH IIPH YIIOTPEbA

IIpenapatsT ce OTHycKa IO JEKapCKO MpeANucaHue M AO3HUTE, HO30BHUTE
MHTEPBAN ¥ TPOIBIDKUTETHOCTTA Ha JIEYEHHE ce ONPEJENAT OT JIEKYBarlis
Jexap.

[pemaparsT He TpsOBa Ja ce ymorpebsBa ciiell M3THYaHe Ha CpoKa Ha

TOJHOCT, YKa3aH Ha OIlaxOBKaTa.

7. IPUTEKATEJ HA PABPEHIEHHUETO 3A YHOTPEBA
"Bankaundapma-Pasrpag”-AJl
Oyi." Anpurncko BecTanue” 68

Pazrpan—7200

8. CTPAHH, B KOMTO E PEIMCTPAPAE JNEKAPCTBEHHA
IMPOAYKT
Hama

9. IIBPBA PEIHICTPAIINS HA IEKAPCTBEHIEL IIPOAYKT
Ipotoxon Ne291 Ha KJIC ot 12.04.1968r.




