KPATKA XAPAKTEPUCTHKA HA JEKAPCTBEHUA IIPOAYKT

MUHWCTEPCTBO HA 3[IPABEONASBAHETO

{IpHAOKEHHE Kb
1. HapMeHOBaHHE Ha JeKAPCTBERNA TPOXYKT
a3peLe 2 I~
S rymamap N paspemenie sa ynorpebale 1~\ % py ol \3;9536

Flucinar N 691 /,,ch 02.00 W .

2. KounugecTBeH U KaueCTBEH ChCTAB HA JEKapCTBEHOTO BEIECTRBO
Fluocinolone acetonide 0,25 mg/g
Neomycin sulphate 5.00 mg/g

3. JiexapctBena gopma
Maz

4. Knueaauu JaHBEH

4.1.Iloxazauns

@nymusap N Ma3 ce npunara JoKanBO 32 KPaTtKOTpaiHO JIEJEHWE Ha CYXH KOXHE
BRINATHTENHA CHCTOSHMA (HEpMATO3H) C alleprAdeH [POH3XOM, YCIOXHEHM OT
BTOpHYHa OaxTepHanHa HHQEKIHd, C XHOCpKeparo3a M IIOCTOAHCH cBplex.
JlexapcTBeHAAT TPOAYKT CE U3IMON3BA 32 ISICHHE Ha:

cebopeeH JepMaTHT

ATOIIMYEH AEPMATHT

anepriiHa KOHTAKTHA eK3eMa

epuTEMa MYNTHQOPME

IYILyC EPUTEMATOREC

YIIOPUT IICOPHA3UC

JIAXEH IIaHyC.

4.2 To3rpoBKa U HAYHH HA NPHIoXKeHHne

Manko KOJIYECTBO Ma3 ce HaHacs BEPXY 3acersarara Koxa, He I0-9eCTO OT euH-
IIBa TIETH THEBHO.

Jla He ce npuiara IoJ OKMy3WBHA IPEBPE3KA.

HenpekbCHATOTO NEYEHUE Jia HE MPOABIIKaBa HOBEIE OT ABE CEAMUITH.

B 0bnacTTa Ha IHOETO fa He ce IIpriara Ho-FBIro 0T e[Ha CeMuna.

JTa e ce H30JI3BA HOBETe OT e[HA TyOH1Ka Mas CeMHIHO.

Jla ce mpuiiara ¢ BHUMaHHE MIPH AeNa -Haj 2-ToAHMHAA Bh3PAacT, CaMo B ClIyyay Ha
aBCOIIOTHA HEOOX0MUMOCT, BeIHEK THEBHO, BEPXY MaJKH HOBBPXHOCTH Koxa. Jia He
e TIpunara BEPXY KOXara Ha TUHETO.

4.3.IIpoTHBONOKA3AHASN

e CppPBXTYBCTBHTENHOCT KBM TIIFOKOKOPTHKOCTEPOHH, HEOMHUMH H OCTaHaJHTe
KOMIIOHEHTH Ha JeKapCTBEHMS IIPOIYKT.

e Bupycha, re0udHa WiH GakTepuarHa JEPMaTo3a, KOXHE TYMOPH, akHe ByITapuc

e Jla He ce IpHAara BEPXY I'OJIEME IOBBPXHOCTH YBPEACHA 1159
medeKTH, Hatp. B3TapsaHi.
¢ Jla He ce IPHJAAra npy Aena mox 2-rogumuya m,spacT/



4.4.Cruen@a/ay HPOTHBONOKA3AHES M CHENHAIHN NPeXyNpeRReHNs 32 yHoTpeda

e Ilpu IpORBIDKUTENHO JCYEHNE HA TOJNEMH HOBBLPXHOCTH KOXa, JECTOTATa Ha

HEXEJAHUTE JEKAPCTBEHY peaklil CE YBENHMYaBa H MOXE [a CS pasBHe
YCTOHYHUBOCT KbM HEOMHIHH Cylndart.

e Ilpu NOKANHO HPHIOXKEHHE Ha (IIyONMHONOH aneTOHHZK, MOXC Ja Hamalee
CeKpenEATa Ha anpeHoKopTHKoTpomsus xopMoE (ACTH) or xunodmsara,
pJopaid IOTHCKaHe Ha Ha#OBOpeuHOXHNO(Qu3HaTa OC, KO0eTo Jia HOBENE XHO
HaMalsBaHe KOHNEHTpPANHATa Ha KOPTH30I B KPHBTa U ATPOreHeH CHHAPOM Ha
Kpmumr. C IpekparssaHe Ha JedeHHETO TOBa OT3ByuaBa. llpemopeusa ce
TIEpHOMANIHO TECTBaHE PYHKIMATA HA HaR0BOpeynara XJe3a, 3a Ja ce Ompeaeny
KOHIIGHTpalEATA Ha KOPTH30I B KPBBTa H YpHHATa, CIEX CTHMylallps Ha
HanOnOpeunara xuresa ¢ ACTH.

e B cnyuwait Ha ofocTpena mHOexmHs Cle] Npuiarage Ha MasTa, ia c¢ JIPoBEIe
ROWBAHATENHO aHTHGAKTEPHANHO MW aHTHIEOHYHO NeYeHue. AKO CHMIITOMMTE
He perpecupar, NPHIAaraHeTo Ha Masta [a ce MpeKpaTH Jo M3JICKyBaHe Ha
pH(peKHITAa.

o Jla ce m30srpa Npuiarase Ha JEKAPCTBEHHA JIPOINYKT BEPXY H OKOJNO KICHaIATe,
[Py TAIMEHTH C OTKPHTO- ¥ 3aKPHTORIIICHA TIayKoMa, KaKTO ¥ IPH IAIHEHTH C
K4TapakTa, IOPajiy BE3MOXKHO 000CTpsHE CUMITOMHTE Ha 3a00MsBaHeTo.

e Jla He ce H3MON3Ba OKNY3HBHa HPEBPB3KA, 3aUI0TO TOBA MOXKE Na HOBENE JIO
eOHACpMATHA aTPOGN, CTPHE H HHQEKIMH.

e JlexapcTBEHMAT MPONYKT MOXe 7ia OBbAe Ipuiarad BBPXY KOXKaTa Ha AHLETO H
crabpEHuTe, caMo mIpH abCOMOTHA HeoGXOAMMOCT, IopajH NoBHmeHa abcopOrmus
H TO-TOJIEMHAS PHCK OT HEXEHAaHH JICKAPCTBEHH DEaKiHH (TeNeaHrHEeKTa3uH,
HEpHOpAJICH ISPMATHT), FOPH H ClIe[ KPaTKoTpaliHo JIedcHue.

¢ Jla ce mpunara ¢ BHUMAHNAE IIPY CHIICCTBYBAINH arpodus Ha XIOAKOKHATA THKaH,
oco0eHO IPH T0-BE3PACTHH NAITHCHTH.

e Jia ce ppunara ¢ BHAMaHHe IpH HanuenTH ¢ OBOpedHa HEAOCTAaTHYHOCT,

T.K.AMAHOTIHKO3AAHAAT aHTAOHOTHK HEOMAIHE KyMyaHpa B Gp0perure.

4.5, JlexapcTBEHH U APYTH B3aHMOAEHCTBHSA

Hsva fokasaHd JeKapCTBEHH B3aBMOKEHCTBHSA, CBEP3aHH ¢ JOKaTHOTO HPANIOXCHUE
HA IIOXKOKOPTHKOCTEDOHIM.

Brupexs TOBa, IO BpeMe Ha JISICHAE ¢ IAIOKOKOPTHKOCTEPOH I, MAlHECHTATE Nid He
ce BAKCHHWpAaT cpemly ApeOma mapka. He ce mpenoph¥saT H IPYI# BHIAOBE
YIMYBH3aIAH, 0COOEHO TIPH TPONBIDKMTENHO HeYeH e Ha TOJIeMH IHOBBPXHOCTA KOXa,
HopafE pHCK OT [HICA Ha AHTHTUIOMEAWHPAH HMMYHONOTHYEH OTrOBOD.
JlexapCTBEHHAT HPOAYKT MOMKE Jia aKTHBHp2 AEHHOCTTA Ha HMYHOCYHPECOPHTE H fia
TOTHCHE Ta3H HA HMYHOCTHMYJIATOPHTE.

4.6. BpemenHOCT H KbpMEHE
bpemennocm

Ilpr mpoyysaHHS C JKHMBOTHH € YCT2HOBEHO, Y€ [ITIOKOKOPTHKOCTEPOMAHTE
HpHTEXaBAT TepaToreHeH HOTEHIHAI, JOPH B KOTaro ce NPHEeMAT epOPaiiHO B MAKH
o3, OTKpHT € ¥ TeparoreHeH edeKT NP KUBOTHH CHEN JIOKAIHO IPHTOKCHHES
BEPXY KOXKaTa Ha MOIHH IIIOKOKopTuKocrepommu. He ca mpose




Heomurme MOXe Jia IpOHHKHE IIpe3 INaneHTapHara Gapuepa, 3aroBa @iymusap N
Ma3 ce H3MOJI3BA IIpH GpeMeHHOCT, ¢aMo aKo T0MI3aTa 3a Malikara HafBHIIaBa PHCKa
3a nmoxa. AGCOMOTHO € IMPOTHBOIOKA3HO HM3MON3BAHETO HPE3 IBPBOTO TPHMECETHC
Ha HpeMeHHOCTTA.

BesonacHoeT 32 yIorpeda no BpeMe Ha OPeMEBHOCT:

Kareropns C

Kvpuene

He e u3BecTHO [0 KakBa cTeleH (IyoIHHONOH alCTOHHA MOXe N1a IPOHHKHE B
KbpMaTa cliei JIOKAHO NPHIOKEHHe BEpXY Koxara. Cileq nepopanso IpHiarase Ha
FHIOKOKOPTHKOCTEPOMAH B KbpMaTa HE ¢2 OTKPHTH 3HaUHTEIHH KONHYECTBA, KOHTO
fuxa uMamd e(eKT BLpXY HOBOPOZEHOTO. BrpIpexkm TOB3, ONMTH HFOKa3BaT, I€
HEOMHIH MOXE Ja DpPOHHKBZ B KEPMATA, 3aTOBa HPHMIATaHETO Ha JISKapCTBEHHA
NPOXYXT He Cce Mpemophdsa, 0cobeno 3a TPOLLIDKUTENHE NEPHOMH, BEPXY rONeMA
KOYKHY IOBBPXHOCTH 1 BEPXY X0Kara Ha repaute. IIpunarasero na @uymusap N Ma3
HpH KEPMAdKd € BE3MOXKHO CaMo, ako IoJ3ara 3a MaffkaTa BaJiBUIIaBa pucKa 3a
6ebeTo.

4.7.BiuanHpe BHPXY cnoco0HOCTTA 32 modupane 1 pa6oTa ¢ MAIIHHHA
He ce pabmonaBa eexT BEPXY CrocoOHOCTTA 32 modnpaHe H paboTa ¢ MAITIHY.

4.8, He:xellanH JeKapcTBEHN PeaKilHu

Habmromasasd ca: akdge, CTEpOHJHA Iyprypa, 3aibpXXaHE Ha CIHMTCHHHAAL PACTeX,
arpodus Ha HONKXOXKBATA THKAH, OIBETABAHE M oOe3nBeTaBane Ha KOMXAaTa, KOXHA
aTpous, TeNeaHrHeKTa3Hy, IEPHOpaleH AEPMATHT, (PONUKYIHUT, CTPHH ¥ BTOPHIHU

AHQEKIH.
TloHsxkora ypTHKApus W  MakyjoIamynapHu  OOpHBH, BIOfaBaHEe Ha
CHIIECTBYBAINHATE AE3UH.

IIprnarasero Toj OKIy3WBHA MPEBPBH3KA MONKE Ja JoBesie JO MOIIEH 00M edexT,
H3pa3eH B eJIEM, BECOKO KPBHBHO HAJATaHe H IIOHWKEH UMYHHTET.

JIokamHOTO IpPHICKEHWE BEPXY KHCNAUWTE IOHAKOra BOJM N0 INAYKOMA HIH
Karapaxra.

IIpwrarateTo BHPXY FONEMM YBPEACHM KOXHH IIOBEPXHOCTH MilH IOF OKIY3MBHA
TpEBpE3Ka MOXE Ia JIOBEE O OTOTOKCHUeH Win HedPOTOKCHUEH e(eKT, Iopamy
BB3MOkHa abcopOnas Ha HEOMMITHH.

4.9. Ilpegosupane

Ipenosupane € HaOMEOAABAHO MHOTO PARKO. IIPOINBIDKHTETHOTO IPHIOKEHAE BEPXY
rogeMd IOBEPXHOCTH KOXa MOXe Ja JoBele N0 NosdBa Ha CHMIOTOMH Ha
npeosupase, TOA (GopMata Ha HETCH3HBHH HEXENAHW JICKApCTBEHH peakmwd. B
Takuea cliydad Tepamuara ¢ Dmymumap N Mas MOCTEHCHHO Ce MPEKpatiea H ce
3aMeHs ¢ ApYr H0-cIad IIMIOKOKOPTHKOCTEPOHAL.

5.0®apMaKoI0THIHH CBOHCTBA

ATC code: D 07 CC 02

5.1.@apMako HHAMAIHA CBOHCTBA

Cpoficteata Ha ®mymasap N Ma3 ce cBbp3paT ¢ KoMOHHmpanus edexr Ha

(IYOIMMHONOH AETOHHN H HEOMHALHH CYIQaT.




Dnyoyunonon ayemonud € MOUIEH TIIOKOKOPTHKOCTEPOHN, NpefHasHaded 3a
FAOKAHO IPHIOXKEHHWe BEPXY Koxara. IlpumaraH mnox ¢opMata Ha Mas, €
xounenTpamas 0.025%, okxa3Ba MOHMIEH IIPOTHBOBB3UANHTENEH, HPOTHBOCHEPOSKEH,
aETHANEpIrUYeH ¥ CHAOCBHBAIL edekT. @ryonHHONON aneTOHY ] I0Ka38a IMIO(QHIHA
cBO¥cTBa u ce abcopOupa Impe3 KoXara B OpraHu3Ma. IIpunaraneTo Ha 2g Mas, MOXKE
Ja JoBede M0 HaMalgBaHe CCKpemmaTa Ha aJpeHOKOPTHKOTPOIHUA XOPMOH OT
xmnodmrsara Jpe3 DOTHCKaHe Ha Han0B0peHoXuIodu3Hara oc.

Mexaam3MbT Ha OPOTHBOBER3NATMTENHHS edekT Ba (QIYOLEHOIOH aneTOHH[ HE €
HanpiHO H3AcHeH. [IpmeMa ce, e BBH3MAPEIITCTBA BE3DANUTCIHHS IPOLEC Ype3
HaMaligBaHe HPOIZYKOMATA HA MIPOCTArNAHAHRKM M JIECBKOTPHEHH, KaT0 IIOTHCKa
aKTHBHOCTTa Ha (ocdonmmazara A2 ¥ HOHHKaBa OTHCIIHETO HA ApaXHIOHOBATA
kHcen#Ha oT doconummanTe Ha KiersuHara MeMOpaga. CBINO Taka, QIIyONHHOIOH
aneTOHHT, OKa3Ba aHTHAICpPrudeH e(ekT upe3 IIOTHCKAHE HA JIOKANHHTS ANCPruIHy
peaxiuy. Hamangsa JOKaNHHTE eKCYFATHBHA INIPONECH 4Ype3 CHAOCBHBAINAA CH
edext. Hamansasa cunTe3a Ha TPOTEHHA H HATPYIIBAHETO Ha KopareH. MiyonuHHOIOH
alleTOHHNA YCKOpSBA pasrpakiaHer0 Ha IpOTEHHH B KOXKata M IOTHCKA
nponadepaTEBHATE MPOLECH.

Heomuyun cyngpam e aMAHOTTIMKOZWACH aHTHOMOTHK, DpeAHA3HaYeH IPEAEMHO 34
JIOKANHO MPHNCKEeHHe, IOpagy BHCOKaTa CH TOKCHYHOCcT. Toil  okassa
aHTHOAKTEpHATHO AelicTRHe o oTHOmeHwe Ha ['pam (-) 1 I'pam (+) GaxTepnu.

5.2. dapMaKOKHHETMYHH CBOHCTBA

OIyolMHOIOE aNeTOHW[ JIECHO NpOHMKBA IIpe3 KOpHEAIHWs INIaCcT Ha KOXKara,
KBIETO CE HaTpyIBa, HAMHIUETO My ce JIOKa3pa M 15 Iud CIeH JIOKAHO HPHIOKCHHE.
He ce metabomusapa B xoxara. Clef TOKaIHO MPHIIOKEHHE, B Mallka CTETICH, MOXKE
Na MpOHMKHE B Oprasu3Ma H ha okaxe obmo Bamsame. Cuen abcopOmmsra, ce
Merabonu3Epa FaBHO B uepEHS Apob. OtTAend ce B ypHHaTa W IO-MailKO B
KIBAKATa— IJ4aBHO Nof QopMmara Ha CHEOWMHEHHS ¢ INIOKYPOHOBATa KHCENHHE, 4
ManKa yacT- B HeIPOMEHeHa hopMa.

ABcopbumsta Ha (QIyOMHONOH ANEeTOHHN Mpe3 Koxkara C€ HHTeH3H(MITHpa Clel
npHiaraHe BEPXY HEXHa KOXa, B 00lIacTTa Ha KOXKHHTE TBHKV, Ha JHLETO, BBPXY
KOXa ¢ yBpeJeH SIHTe) ¥ITH K0XKa, YBpeZleHa OT Bh3NanuTeneH nponec. llpunaranero
IO, OKIy3WBHA IPEBpE3Ka, P KOETO Ce yBenWdaBa TeMIeparypara W BAOKHOCTTa
Ha KOXaTa, ChINO BOAHM A0 HHTEH3HBHA abcopOnsa Ha (UIYOHWHOIOH ameToHHI.
ABcopbiuaTa ce yBeIWYaBa H IPH 9€CTO HPHIOKEHHE WIH IOPH IpHiaraHe BEPXY
roieM# KOXHE HOBBpXHOCTH. AGcopdnmsaTa mpes KoyKaTa € Mo-rofiaMa IpH M, 0T
KONKOTO IIPH BB3PACTHE Nal{HeHTH.

Heomunpa cyadar Moxe fa IPOHHKHE IHO-IENOOKO B IjacToBeTe Ha Koxkata. Ilpm
DPOJBIDKUTENHO IpHIarafe BEPXY TOJIEMH IIOBFPXHOCTH YBPe[ACHA KOXa MOXEe Ja
HPOBHKHE B KpbBOoOGpsmeHuero. Heomumme cymnpar He ce Merabommsupa B
OpraHm3Ma W C€ OTHeNs B YPHHATA IJIaBHO HENPOMEHEH, KOeTo MOXe [1a
IIPeJICTaBIsiBa ONACHOCT IpH 6x0peduna HEAOCTATEYHOCT.

5.3.IIpepxnan9HA JAHHHA 32 0€30TIACHOCT
DyouuHonon ayemonuo

Ocpa moxcuHoem

DIyonHHONOH aNeTOHWJ € HpejHa3HadeH 3a JIOKANHO XIp
TOKCHYHOCTTA IpPH IIEPOPANHO H TapeHTEpalHO IPHIOKEeHHe




Moxe a ce cMsTa, 9¢ TOKCHUHOCTTA Ha (DIyOIMHOIOH aNeTOHHA He CC pa3iHdaBa
- CBINECTBEHO OT Ta3d Ha APYTHTE GIIyOPHpaHH TIIOKOKOPTHKOCTEPOHIM.
Mymazennocm

IlpoyuBanmsTa, NpaBeHH BBHPXY JKMBOTHH IIOKA3BaT, Ye JIOKAlHO MpHIIAraH
$IyONEHONOH aNeTOHKA HAMa MyTareHHH CBOHCTBA.

Kanyepozennocm

IlpoygBatms BHPXY JKHBOTHH LOKA3BaT, Y€ DIIOKOKOPTHKOCTEPOHIHTE HE
OJlaronpUATCTBAT PA3BUTHETO Ha paK IIpH Xopa.

Brusnue evpxy nnodosumocmma

Brmsanero Ha ¢UIyoIHHOION alleTOHHA BEPXY IIOAOBHTOCTIA HE € M3CIeABaHo, HO
TakuBa edieKTH ca 0TOeNI3aHM IPH IPYIHTe INIOKOKOPTHKOCTEPOHIH.

Heomunun cyigpam

He ca mposexIagd NPOXLIDKYTENHY ONHTH C XIBOTHH 34 OIPSHEIIHe BIHIHHETO HA
HEOMHIEH cyidar BepXy MIHOJOBHTOCTTA MAH HErOBOTO MYTareéHCHHO H
KaHIEpPOreHHO ACHCTBHE.

TIpu Xxopa KaBIepOreHHOCT KM MyTaTeHHOCT Ha HEOMHIUH HE ¢a PeTHCTPHPaHH.

4, ®apmanceBTHIHH JaHHH
6.1.ClchK HA TOMOITHETE BEMECTBA H TEXHHTE KOJHYECTR

s Propylene glycol 50.0 mg
e Paraffin liquid 50.0 mg
¢ Wool fat 100.0 mg
e Paraffin, white softupto 1.0g

6.2. HechLBMECTHEMOCTH
Jla ze ce mprnara eTHOBPEMEHHBO C BPYTH JOKANHH JeKapCTBEHH TPOXYKTH, ocobero
¢ IMHKOBA Mas.

6.3. Cpox Ha YOEHOCT

3 ropyHau

Cpox HA roasocT /e 0TBapaHe HA oNaxoBKara- 30 nuu.

Ilpeas npHeMAHET? B2 JEKAPCTBEHUs NPOJYKT XA ce HPOBEPH CPOKBT HA
FOHOCT BHPXY OIAKOBKATA.

Ja me ce mpaiara cjien H3ITHYAHE CPOKA HA TOAHTOCT.

6.4.Caenuaiay ycjIoBHUS HA cbXpaHeHne
ITa ce cexpanssa nox 25 ° C.
Ja ce coXpangia Ha MACTO0, HEXOCTHIHO 32 Aena.

6.5. agnu 32 ONaKOBKATA

Jaxupara oTBETpe MeMOpaHHa anmyMHEMEBA TYOMYKa, C KaauKa, NOKPHTa C JIATeKC,
ceappxama 15g mas. TyOmdkure ca IaxkeTHpaHH B WHJHBHAYLIHH KapTOHCHH
KYTHIKH ¢ BCHIKH HeoGXOTUME 03HAYEHHS, 326 {HO C IIMCTOBKA 38 HalHCHTA.

6.6. lpenopeKy pH ynorpeda
HamnueHTET TpsOBa /ia 3Haec:

¢ He ce npunara opn 3a004BaHHA, Pa3/d4IHA OT TOBa, 38 KO
¢ He ce m3moin3Ba OKIy3HBHA IPEBPE3Ka.




He ce m3monsBa OT APYTH NUla, OCBEH OT NalUeHTa.

Jla ce wmudopMEpa Jexaps 3a BCHIKA HEKCIAHH NEKApCTBEHH peaKihd,
BB3HHEKHANH CIIC[ PANarane Ha IpoIyKIa.

5. Hme m agpec Ha IPOM3EOAUTENS i OPATEKATENA HA PErACTpANAATA
Pharmaceutical Works Jelfa S.A.

58-500 Jelenia Gora

21,Wincentego Pola Street

Poland

6. Permcrpanmonen N
20000019- B benrapus

7. JiaTa Ha OBPBO pa3pelicEne 3a yInoTpeda

8. Jlara Ha aKTyaJH3allMA HA TEKCTa
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