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KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA
ABRICORT® N
ABPUKOPT® N

1. HAME HA JEKAPCTBEHHUSAT 1POAYKT
ABRICORT ®N 0,25 mg/g + 5 mg/g cream
ABPHKOPT® N 0,25 mg/g + 5 mg/g Kpem

2. KOJIMMECTBEH H KAUYECTBEH CbCTAB

JlekapcTBeHn BemecTBa B 1g KpeM: DAYOLMHOIOHOB aUETOHU]L (Fluocinolone
acetonide) 0.25mg, Heomuuun (Neomycin) Smg (kato cyadar).

3. JEKAPCTBEHA ®OPMA
Kpem

4. KINHAYHA JAHHHA

4.1. IOKA3ZAHHUA
KpaTkoTpaiiHo jJedeHUe HAa JOKAIHH OCTpH eKCYHAaTHBHY KOXXHH BB3NATHTEIHU

CBCTOSHHSA (IepMaTo3H) ¢ aJeprudeH IPOM3XOJd, YCIOKHEHH OT BTOPHHYHA
63.K‘TB]JH aTHa MHGEKIHS ¢ XHIIepKepaTo3a i MOCTOsHEH ChpOex:

JlepMaTHTH (aToNKMYEH, KOHTAKTeH, ce6OpeeH, UHCEKTEH);
Ex3emu (MuKpoOHa, HyMyliapHa);

HespoaepMuTH;

EpureMa MyITHHOPME,;

JIynyc epuTeMaTto3yc;

IIcopuasyc ByIrapuc,

JInxen pybep mianyc.

4.2. TO3UPOBKA H HAYVH HA YHOTPEDBA

[IpoayKThT ce npujiara JIOKanHo.

Abricort N kpeM ce HaHacs B MaJKO KOJNHYECTBO BBPXY 3acersarara Koxa, He I10-
yecTO OT eJIHH-ABA II'BTH AHeBHO. He ce mpuara Nox OKIy3HBHA peBPH3Ka.
HenpexbcHATOTO JeYeHHE MOXKE Ja NPONBLIDKA HE NO-ZBIArO OT 2 CEAMULH, 24 B
oB7acTTa HA JIMIETO — He TMO-IBIr0 OT | ceaMmua B ciiyuadl Ha abCoOMOTHA
HeoOXO0AMM OCT.

[TpoxykTHT HE Ce IpHJara IIpy Aela MoA 2 roUHH.

[Ipw mema Haj 2 TOOMHHU Ce TIpUJara caMo B ClIydaH Ha KpaiHa HeoOXommMocT,
BEOHBXK [HEBHO, BBPXY MalKH KOXHH MOBBPXHOCTH. He ce mpuiara BBPXY
KOXKaTa Ha JIHLIETO.

4.3. IPOTABOIIOKA3AHHNA
Abricort N kpeM e IpOTHBOIIOKa3aH IIPH: #

--------

. -
P



- JIHU& C [JOKa3aHa B MHHAIOTO CBPBXYYBCTBHTCIHOCT KBM HAKOM OT
KOMIIOHECHTHTE Ha NNPOAYKTa,

- Mopbunn, Bapuuena, pybeona, npym BHPYCHH KOXHM 3a00JsIBaHuA,
MHKO3H;

- aKHe BYJI'apMc, KOXXHH TYMODH, po3aLes, Iepuopasied 1epMaTHT.

4.4. CIIEIIMAJTHH NOPEJAYHOPEXJIEHNA W  CHEIUAJIHH
HPEJOA3HHA MEPKHU [IPH YOOTPEBA

[Ipu MPOXBMKATENHO NIPHJIAraHe Ha NPOLYKTa BbPXY ITMPOKA KOKHA ITOBBPXHOCT
€ Bb3MOJXKHO J1a C€ NOABAT HEXEJIAHH peaKlMy ¥ pe3uCTeHTHOCT KbM HEOMHUMH.
[Ipu obocrpeHa uHeKUs clel OpUiaraHe Ha KpeMa ¢ HeodXoaumo na ce
IpOBENE IOMBIHHTENHO AHTHOAKTEpHANHO W AHTHMHKOTHYHO JeueHHe. AKO
vHdeKIKATa IPOabIkaBa JeueHueTo ¢ Abricort N xpeM TpsaOBa na ce npexpaTH.
[Tpy neveHHe Ha M3MEHEHMNS BBPXY JHMIETO € HYXHO NOBHIICHO BHHMaHHE C
OTNex TOSBATA Ha TeleaHIHeKTasnu, aTpodus, IepHOpaeH AepMaTHT.
Heo6x0IuMO € na ce u36ArBa mpuiiaraHe Ha MpOJAYKTa BhPXY KJIeMauyHTe H OKONO
OYMTE I1Opafyd BB3MOXHOCT 3a ODOCTpSHE Ha CHMITOMHTE Ha CBILECTBYBAIIH
riuaykoMa M KarapakrTa.

[Ipn artpodusi Ha IMOXKOXKHATA TBKAH IPOAYKTHT Ce TpHjiara ¢ MOBHIICHO
BHUMAHHE, | |

He ce mpunara OKIy3MBHA [PEBPB3KA MOPafM PUCK OT enuiepmanta arpodus,
CTPUHM W MH(PEKIAH.

Abricort N xpeM ce npuiara BBPXY KoXaTa Ha NHIETO M clabWHHTE caMo 3a
KpaTKO BpeME ¥ C MOBHINECHO BHUMAHE [IOPAAX PHCK OT HEXCIAHU PEAKLNH.
ChbIOBpXAHWETO Ha mapabeHy (METHI ¥ IPOHHMI NapaxuAPOKCHOEH30aT) B Abricort
N kpeM MOXE Ja OpUYMHH YPTHKApH, KOHTAKTEeH IOEepPMATUT U MHOTO DAAKO
OpPOHXOCHA3EM.

4.5. JEKAPCTBEHH H IPYTH B3AUMOJENCTBH S

HsMa AaHHY 33 YCTAHOBEHH JIEKapCTBEHM B3aUMOLCHCTBUS. BbOpekd ToBa MO
BpEME Ha JIeYEHUETO MAUUEHTHT HE TPAOBA Na ceé BaKCHHUpPA CPClly Bapuueia u
npyry 3a6onaBaHus, 0COOEHO aKo MPOAYKTDT ce Npunara Ha OOIIMPHHM MIOLIH.

4.6. BPEMEHHOCT H KbPMEHE -
[Ipn GpeMeHHOCT ¥ KbpPMEHE [a ce W30ArBa HPUIAraHeTO Ha MPOLYKTa, 0COOEHO
MPOABDKUTEHO BpEME, B FOJIEMH KOJTHYECTBA H BEPXY OOIIHPHHU MOBBPXHOCTH.

4.7. EOEKTH BBHPXY CIIOCOBHOCTTA 3A IIQO®UPAHE PABOTA
C MAIIIKHHA

-



[Ipunoxennero Ha Abricort N xpeM He BIuse BBPXY CIIOCOOHOCTTA 3a modupaHe
Ui paboTa ¢ MalIuHH,

4.8. HEXKEJAHHU JEKAPCTBEHH PEAKIIUHU

ITpn npoxsIkuTETHO MpUarane Ha Abricort N kpeM MOrar [a ce¢ MmosBAT aKkHe,
CTEpOMAHA IypIlypa, aTpodus Ha emuTeNa W HOAKOXKHATA THKaH, CYXOTa Ha
. KOYKaTa, AeMHTMeHTaIisd, CTPHH, TEACAHTHEKTA3UH, TEPHOPANICH TepMAaTHT,
Korato mnpoayKTBT ¢€ MNpuaara BHPXY HMHTEPTPUIMHO3HA W (JIeKCOpHa
IOBBPXHOCT MM BBPXY NHIETO, TE3W NMPOMEHHM MOrar Ja ce MTOIydaT W 3a Mo-
KpaTKo BpeMe.

[Tpu mpunarase BppXy KIeNayuTe MOXE Ja Ce pa3Bue KaTapakTa H IliayKoMa.
[Tonskora MOraT ga ce IIOABAT YPTHKapHsd MJH MaxKyJIONamyJo3HH OOpHBH,
BJIOIIIABAHE HA ChIIECTBYBAILIUTE JIC3UM.

[Ipy  OPOABLMKUTENHO OpH/Iarade BbPXY [OAeMH [LIOMIM  JIOKATHUTE
KOPTHKOCTEPON M MOraT Aa ce pesopOupar B AOCTATHYHM KOJIUYECTBAE, 34 A4 CC
[IOSBAT HAKOM OT HEXEJIaHHUTE JIEKAPCTBEHU peaKluH, XapaKTepHH 3a CUCTEMHO
MPHII0XKEHUTE KOPTHKOCTEPOHJIH.

[IpunaraHeTo BbPXY rojemMu MOBbPXHOCTH yBPEACHA KOXa WIH NOA OKTy3HBHA
[IpeBpb3Ka MOXKE Aa JOBEAE A0 OTOTOKCHYEH MM HePPOTOKCHUEH eQeKT nopaan
BBE3MOXKHa a0copbuusi Ha HEOMUIIHH,

4.9. IPEJO3UPAHE

HabnogapaHuTe NP MIpefo3upaHe CHMITTOMH CBBITALAT ¢ OMACAHUTE T10-TOPE
HeXKeJJaH! JIeKapCTBEHH peaKInK, ocOOEHO NPH MO-TIPOIBIDKUTENIHO JIEICHHE H
IIPH MPUIOXKEHHE BBPXY IOJIEMH TJIOLIH. |

5. PAPMAKOJIOTHYHHU JAHHH

5.1. DPAPMAKO/JMHAMHAYHH CBOHCTBA

ATC xoa: DO7C CO2 |

Abricort N xpem cpaspxa fluocinolone acetomde, CHHTETHYEH KOPTHUKOCTEPOU L
OT rpynara Ha (uIyopupaHHTe IPeAHU30JIOHH H aHTHOHoTHKa Neomycin sulfate.
[Ipn noxamHo mpunoxenue fluocinolone acetonide npurexaBa OCHOBHHTE
dapMakonoruuiu eQekTd Ha KOPTHKOCTEPOMAUTE - HNPOTUBOBB3NAMUTEJICH,
aHTHaNepriyeH ¥ AHTHEKCYIaTHseH. IIPOTHBOBBL3NANUTENHUAT e(eKT € CBBHP3aH
cbe cTabuam3upase Ha JM3030MHHTE MeMOpaHH, IpH KOETO Ce€ IOTHUCKa
oCcBODOXAaBaHETO HA JW3030MHH €H3MMM M Hamanssa OwocuHTedara Ha
MEIUATOPUTE HA Bb3naleHuero u Oonkara. Muayuupar OuoCHHTE3aTa HA
npoTenHu, wHxuOWpamu Qocdonunaza AZ. AHTHEKCYyHaTHBHATA AKTHBHOCT C¢€
IBIDKY Ha TIpIKO JeiicTBHe BLPXY KaNWJIIPHHA €HHOTEN W HOpMalu3NpaHe Ha
nopuileHus My mnepmeabunuter. IloTHCkaT MuIpanMATa HA JICBKOLWTHTE U

'MacTOLIMTHTE B TPKaHWTE, HaMalABaT oOpa3yBaHeTO Ha Gpa,umguaﬂnw-..
apHHTE_:“

UMyHocynpecuBHMAT epekT ce oOfcHsBa ¢ MoTHCKane Ha [-xgdn
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nuMQOIMTH, B pe3yiaTaT Ha KOeTo oTcjyabBa MEIAMHpanara o7  TiX

I TOTOKCHYHOCT.

AHTHaNeprayHata axTUBHOCT € CBBp3aHa ¢ TPOTHBOBBINANATENHHA H

HMYHOCYTIDECHBHHUSA UM e(exT.

Neomycin sulfate npuTexasa BHCOKA aHTnﬁaKTepuaﬂﬁa AKTUBHOCT CIIPAMO!

. I'pam-TOJOKATENHE MUKPOOPTaHM3MH, PE3UCTEHTHH Ha APYTH aHTHOMOTHIIA-
Staphylococcus sp., Streptococcus (HEXEMONHTHYHH), Corynebacterium,
Listeria, Mycobacterium tuberculosis;

. rpaM-OTpHIATENHH MHKpoopranuisMu- Enterobacteriaceae, Proteus sp.,
Escherichia coli, Haemophilus influenzae, Neisseria gonorrhoeae, Klebsiella,
Pseudomonas aeruginosa. |

5.2. PAPMAKOKHHETHYHHN CBOUCTBA
JlokanHO NMpHIOXKEHHAT BBB BUA Ha kpeM fluocinolone ac etonide mMoxe na ce
pesopbupa OT WHTAKTHa KOXa. Bb3nmaneHuero W/um IOPYr¥ YBPEKAaHUA Ha
KOXXaTa yBelIMuaBaT pesopbuuATa Ha fluocinolone acetonide. OKIy3UBHUTE
MPEBPH3KK 3HAYMMO YBEIMTaBaT KOXHATA pe3opOuusd Ha fluocinolone acetonide.
Benawx pe3opObupan nmpe3 KOXaTa # TOMagHag B CHCTEMHOTO KpBbBOOOpaIIeHUE
dhapmakokuHeTHkaTa Ha fluocinolone acetonide € anajormyHa Ha Ta3H Ha
CHCTEMHO TIPHIIOKEHUTE KOPTHKOCTEpou K. CBBP3BA €€ C IUIA3MCHUTE IIPOTCHHH
B pa3NuMyHa cTeneH, Merabomusupa ce B ue€pHUs NP0 ¥ Ce CKCKpeTHpa Hpe3
6r6penuTe. Manka vYact OT JIOKIHO TPHIIOXNEHUd MEIHMKAMCHT WM HETOBH
MeTabOJIMTH ce eKCKPETH paT 4pe3 XKIIbUKaTa.
[IpunoxeH JOKanHO neomycin sulfate pAaKo IpUYMHABA NPasHCHE. Pesopbuuira
My [Ipe3 MHTAKTHA KO)Ka M JIHTaBHIH € HEe3HaYUTEeNHa, 38 pasjuKa OT Ta3H IpH
[IATOJNIOrHYHO IPOMEHEHA Koxka. YecToTaTa Ha CeHCHOMIU3UPaHE € HE3HATUTENHA,
oIlle [IOBEeYE TO3M AHTUOHOTHK PAAKO € MPEAHASHAYEH 33 CUCTEMHO IIPUJIOKCHHUC.

5.3, IPEJKJIAHUYHHU JAHHHA 3A BE3OITACHOCT

JIuncBaT NPOYYBAHHA C AOCTaTbYHA HPOAB/DKMTENHOCT, KOHUTO /A3 OLCHAT
KApLUUHOTEHHUs IOTEHUMAT M BAMSHMETO BBPXY (QEPTHIAMTCTA HA JIOKAHHUTE
KOPTHKOCTEpOK K. [IpoyyBaHHUsATA 338 MYTarcHHOCT, NPOBEACHH ¢ IPEAHU3ONOH U
XUZPOKOPTH30H JaBaT HETaTHBHM PE3YIITATH. |
[Ipd CHCTEMHO MPHIIOXEHHE IpH JabOPAaTOpHH XMBOTHH B OTHOCHTE/IHO HUCKH
1031 KOPTMKOCTEPOMIYTE HMAT TEPATOTeHEH €(QeKT. 3a MO-MOUIHHUTE OT TAX €
. l0Ka3aH TepaToTeHeH e(eKT U TIPH JePMATHO PHIIOKEHHE.

JIumcBaT JaHHK 32 HEOMUIMH.

6. DAPMAIIEBTHYHH JAHHH P
6.1. CMACHK HA MOMOII[HATE BEIIECTBA 7
IleTHNIOB ANKOXOI G e
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I mnuepon

I Iponiu IEHTITHKOJ

JInMOHeHa KHCEeIWHA, MOHOXHAPAT
MeTun napaXuApoKCHOeH30aT
[Iponus mapaxuApoxcHbeH30aT
[IpeuncTeda BoJA

6.2. PNIUKO - XUMHAYHU HECBBMECTHMOCTH
He ca n3BecTHH.

6.3. CPOK HA 'OJHOCT

2 (nB€) rOJUHM OT A4Tata Ha MpOM3BOACTBO .

Cnex I'BPBOHAYAIHO OTBapgHE HA ONAKOBKATra, CBHABPXKAHMETO [a HE (T
ynotpebaBa nopede oT 28 aHu !

6.4. YCJIOBHS HA CHXPAHEHHE

Tipu TemIepaTypa He M0-BHCOKA OT 25°C.

Jla ce cpXpaHsaBa Ha MECTa, HEROCTBITHH 34 pena! la He ce 3aMpassiBa.

Jla He ce yroTpe6sBa cllel M3TH9aHe Ha CpoKa Ha TOAHOCT, yKasaH Ha OTlakoBKata.

6.5. TIEKAPCTBEHA ®OPMA 1 OIIAKOBKA
Abricort® N xpem 15g kpeM B ABOWHO TaK¥paHW aTyMHHHECBH TyOH.

6.6. IPENOPBKHU IIPH YIIOTPEBA
[IpoAYKTET ce OTIyCKa MO JIEKapCKO npeanucanue!

. AME N AJIPEC HA HNPHUTEXATEJIA HA PASPEIHIEHHETO 3A
YOOTPEDA

Axtasuc EA/]

yn."Aranac Jlyxos " 29

1407, Codus brarapus

brnrapus | .

8. PETHCTPAIIMOHEH Ne B PETUCTBPA MO Y. 28 OT 3JIAXM

Per. Ne 20010704/20.06.2001 '

9. JIATA HA IIBPBO PA3PEIIABAHE 3A VYIIOTPEFA HA
JIEKAPCTBEHHUS NPOAVKT |
[Iporokon Ne291 aa KJIC ot 12.04.1963r.

10.MOCJAEIHA AKTYAJIM3ALUSA HA TEKCTA
Hoemspu 2008




