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KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA



1. HME HA JIEKAPCTBEHHS ITPOAYKT

Jlokoup Jlunokpem 0,1% xpem
Locoid Lipocream 0,1% cream

N3NLIHUTENHA ATEHLWA MO IEKAPCTBATA

Kpamka xapaKmepucmuxa Ha npogyxma - [Tpuoxenue 1
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2. KAYECTBEH H KOJIMYECTBEH CBbCTAB

Locoid Lipocream cbaspka 1 mg/g xuapokoptuzonos 6ymupar (Hydrocortisone
butyrate).

Locoid Lipocream crappika 6ydepupana eMyncus Tan Maciio/soa. Locoid
Lipocream npuTexXapa BUCOKO ChAbPKAHHE Ha JTHMAIH.

3a MBJIHMA CNMCHK HA HOMOIHKTE BEUIECTBa, BHXKTE To4dKa 6.1.
3. JEKAPCTBEHA ®OPMA

Kpem. Locoid Lipocream e 641 kpeM.

4. KIWHUMHHW JTAHHA
4.1 TepaneBTHYHA NOKAIANNAA

Locoid® e nokaszan 3a edenne Ha BBANANHTEAHA KOXKHHA 3a60I9BaHNAS, KOHTO He ca
NpUYHHEHH OT MUKPOOPraHH3MH, KaTo eK3eMa H IICOpHa3HC.

HOCJ'ICI{B&[[(O HIIH HOIUIBP)K&]I[O JJCYCHHEC Ha ,uepmarom NIOTHCHATH HpCJII{ TORBRa C I10-
MOIOHH KOPTHKOCTEPOH/IH,

Locoid® e nokasan npu pp3pacTHy, [eUa ¥ KEpMadeTa HAJl 3-MECEUHa BB3PACT.

4.2 JI03HpOBKa H HAYHH HA NPHJIOKEHHE

TEHBEK K paBHOMepeH ciioi TpAGBa Ja ce HaHacd BLPXY 3acerHaTara obaacT Ha
Koxara 1 Ao 2 meTH AHeBHO.Clex moxoOpABaHe Ha CHCTOAHHETO oOmaaiiHo ¢
JOCTATEYHO NPIIOIKEHHE BEAHBXK AHEBHO HJIH ABA JO TPH IBTH CEAMHYHO.
Karo nano He TpsA6GBa fa ce usnonzpa nosede ot 30-60 g ceAMUYHO.

Locoid Tp26Ba Aa ce HaHacs B TEHBK IO BBPXY 3aCerHATAaTa KOXa.

[Tpu gena 1 kepMaveTa TpAGEa Aa ce W30ArBaT roieMH KOJMHIECTEA, OKITY3HA H
NPOABDKHTENHO JieyeHnwe. IIpH KbpMadeTa KypcoBeTe Ha IEHEHNe 0OHKHOBEHO HE
TpaOBa a HaABHIMABAT 7 JTHU.

He ca HeoOXoauMH crieMWIHA IpeANa3Hl MEPKM H A030BH NPHCIIOCOOABAHNS TIPH
TalHEHTH B HATIpeHaNa BE3pacT.

3a ;a ce MOCTHTHE HO-A00Bp TepalleBTHYEH pe3yiTar Moke Jia € HeoOxomuMa
OKITY3HA.

4.3 IIpoTHBOmOKaA3aAHANA

OGOBDEHUE Ne ..oconarernsierrearssenoms Y A— — ‘



- KoxHu ne3uu MpEAH3BHKAOH OT:

* HakTepHaHU HHGEKIHMA (Hanp. MHOAEPMHs, CHOHITNCTHYHH H TYOEpKyNOo3HH
JIE3HN)

* pupycHH uH(eKuMu (Hanp. BapHLENa, Xeprec CUMILIEKE, XEPNEC 30CTeEP,
oGMKHOBEeHH Gpanasuim (verrucae vulgares), iockd Gpagaeniy (verrucae planae),
koHaunomu (candylomata), 3apa3iu Momycku (mollusca contagiosa)

* HHeKUMN, TpeAH3BUKAHH OT I'EOMYKH H APOXKIN

*mapasUTHH AHQEKIHA (Hammp. KpacTa)

- ¥1Lepo3HH KOXKHH JIe31H, paHH

- HEXKENMAHH PeaKlWH, IIpeAH3BUKAHU OT KOPTHKOCTEPOHH (Halp. nepuopaicH
JNEPMAaTHT, aTPODHIHH CTPHH)

- MxTH03a, 10BEHH/THA [TaHTapHa epMaTo3a, akHe ByJITapKc, akHe po3anea,
YYIUIHBOCT Ha KOXKHHTE KPHBOHOCHH ChJIOBE, aTpodHA Ha KOXKaTa.

- CBPBEX4YYBCTBHTENHOCT KbM aKTHBHOTO BEMIECTBO MM KbM HAKOE OT MOMOIIHKTE
BEMIECTEA WK KBM KOPTHKOCTEPOUIM (TIOCTEqHATA Ce Cpellla MO-PAAKo) — H3OpoeHH
B pazjen 6.1.

4.4 CnenuaNHe DpefynpexAcHus H NpeaNazHH MePKH OPH ynoTpeba

Cranpxka mponun napaxuapokcubenzoar (E 216), koliTo MOXe 1a MPHYHHH
anepruvHu peakiuy (BE3MOMKHO 3a0aBsHe), IETOCTEapHAOB ATKOXO0]I, KOHTO MOXe Ja
NPHYHHH JTOKATHH KOXHH peaKluM (HanpuMep KOHTAKTEH AepMaTHT) H OEH3HI0B
aKoxoJ1, KofTo MoXke Aa IPHIHMHHE JIEKO JTOKANHO JIpa3HeHe.

IIpy cHCTEMHO H JIOKATHO NPHJICKEHHE HA KOPTHKOCTEPOHIH €4 BE3MOXKHH
cHOOIIEHAA 3a 3PHTENHH CMYIIEHNHA. AKO NPH NMalASHT ca HalKIle CHMIOTOME KaTo
3aMBIJIEHO 3pEHHE HITH APYTH 3pHTENHH CMYIMICHAA, NalMeHThT TpAOBa na 6uae
HACOYEH 33 KOHCYNTAIHA ¢ 0¢TaIMOIIOT 3a OIEHKA Ha BE3MOXKHHTE IPUIHHHE, KOHTO
MOTaT Ja BKIIOYBAT KATapaKTa, MNaykoMa HIH peaks 3a00iBaHAA KaTo LeHTpanHa
cepo3Ha xopHopeTuHonaThs (L[CX), 3a konTo ce chobilaBa ciel CHCTEMHO H
JIOKANHO H3NOJI3BaHEe HAa KOPTHKOCTEPOHIH.

He TpabBa ma ce npuiara BEpXy KielnaquTe, MOpPaiy B3MOXKHOCT 3a 3aMBpCABAHE HA
KOHIOHKTHEATA ¢ NMOCTIEABAL PHCK OT MIayKoMa CHMIUIEKC HIIH cyOKancynapHa
KaTapaKTa.

Koxara Ha JHLECTO, OKOCMCHATA KOXKa H KOXAaTa Ha NrCHHTANMHETE ca ocobeHo
YyBCTBHTEJIHH KbM KopTHKocTepoue. Locoid® Tpa6Ba Aa ce H3non3sa BHUMATENHO
B Te3H o6MacTH. Pruete Tpa6pa Ja ce H3MUBAT CNEX BCAKO MIPHIOKEHHE, OCBCH aKo
Locoid® ne ce uanon3sa 2a neveHne Ha phIETE.

KoraTto KOpTHKOCTEPOHIHTE € MPHIIATAT BHPXY IOJIAMA TOBBPXHOCT 0COOEHO Mo

I[pBBp'BSKa HIH B KOKHH I'bHKH, KaKTO H l'lpH HECTO I[OBHPBHC HIIA J¢YeHHAC 38 ORIl
NepUoa oT Bpeme, TpAGBa [ia ce B3eMe TIPSABHJ, Ye pe3opOLUnITa MoXKe Na 6bae
3HaYUTENHO YBENTHYEHA H Ja ce NOTyYH HHXHOMpaHe Ha QyHKIHATA Ha
HaaOBOpedHaTa Kopa.




Ipu aena moaTUCKaHeTO Ha PYHKIKATA Ha HanOEOpeLATe ce NoNy4aBa no-0Bp30.
Moixe cBIIIO Ra ce MOATHCHE i OT/IEASHETO Ha PACTEXHUA XOPMOH. 3aTOBa Ko Ce
Hanara npoAkXHTENHO JIEYEHHE, CE NPENOPbUBA PEIOBHO H3MEPBAHE Ha PBCTA 1
TErNOTOo, KAKTO W W3CHeABaHe Ha KOHLIEHTPAIMATa Ha TIa3MEHHSA KOPTH30I.

OcBeH ToBa ce W3KHCKBa ocoOeHo BHIManie Np# ACpMATO3H B paHHa NETCKA Bb3pacT,
BKJIIOYHTENHO OOpHB OT meieHH .

Tlpu criMpane Ha NEYEHHETO MOYKE Ja ce TIoABH ,,Rebound” edexr.

Ilpu cpaBEHTENHO H3NUTBaHE Ha A€l TPETHPAHH B NPOXBDKEHNE Ha 4 CEIMBIM C
30-60 g Locoid Maz cemMuano WK ¢ Ma3 1% XHAPOKOPTH3OH CEAMHYIHO HE MOKa3Ba
3HAYMMH Pa3JIAKH BB (PYHKIMATA Ha HanOBLOpedHarta Kopa.

Bruripekn ToBa, nopanqy No-rofsMoTo cLOTHOIICHHE Ha MOBBPXHOCTTA HA TANOTO H
TErIoTO NpH Acna, Locoid® TpAOBa J1a ce H3MON3BA ¢ MIOBHIICHO BHUMAHHE H CIIope]l
HHCTPYKIHHTE HA METHIJHHCKY CIICITHAIIHCT.

4.5 BzanMoIeHicTBHA ¢ APYIH TeKapCTBEHH NPOAYKTH H ApYrH $opmH Ha
B3aAMoaeiicTBHe

HsmMa ganHH.
4.6 QepTHANTET, OpEeMEeHHOCT H KhpMeHe
BpeMenHocT:

HamMa HITH ¥Ma OrpaHHYeHO KOMHYECTBO JAHHH 34 YroTpebaTa Ha XHRpoKopTH3on 17-
6yTHpat npu SpemMeHAH xeHH. Pesynratte oT HAKONKO 00CEpBalHOHHH NPOYYBARNS
(morede ot 1000 pezynTara OT EKCTIO3MIHATA MO BpeMe Ha HpeMeHHOCT) HE ca
PA3KpHAM 3HAYHTEITHA BPB3Ka MEKY JIoOKamHaTa ynoTtpeba Ha KOPTHKOCTEPOHAH IO
BpeMe Ha OpEeMEHHOCT M BpoJieHH aHOMAMHH, NIPEXJICBPEMEHAO paXIaHe, CMBPT Ha
TLIOMA UNTH HAYHH Ha paXKHaHEe, HE3aBHCHMO OT NMOTEHTHOCTTA.

HzcneapanuaTa BEpXy KHBOTHH ca HEAOCTATHYHH IO OTHOIUIEHHE Ha
pENpoOyKTHBHATZ TOKCHYHOCT Ha XHAPOKOPTH30H 17-0yTHpar (Bux pazaen 5.3).
Benpekd ge u3cneaBaHUATa BEPXY KHBOTHH MOKA3BAT, Y€ MO-MOIIHHTE
KOPTHKOCTEPOMJIH Ca TEPATOTCHHH Cle]l ACPMaATHO IPHIICIKEHHE, KITHHHYHATA
3HAYHMOCT [PH XOpa HE € YCTAHOBCHA.

CrniefoBarento, To BpeMe Ha GpemensocT Locoid® Tpabea aa ce namonssa caMo

KOraro NMOoTEHIHANHATA 110134 OIpaBiaBa NOTCHIUATHHA pHCK.

KnpMmene:

He e n3pecTHO JanH XUApOoKOpTH30H 17-6yTHpaT/MeTabONHTH NPUCHCTBA
CNeN NOKANHO MPHICKEHHE.



He ce oyaksa ynotpebara Ha Locoid® o Bpeme Ha kbpMeHe Ja OBIHAE Ha
KbpPMAaveTaTa, Thit KaTo cHcTeMHaTa abcopOIHg Ha TOKATHO TPHITOXKEHHS
XHIAPOKOpPTH30H 17-CyTHpAT € HUCKA.

Locoid Lipocream mMoxe Ja ce H3MON3Ba OT KEHH, KOHTO KEPMAT, aKO JIEYEHHETO €
KpaTKOCPOYHO, & TIPOAYKTBT ¢ HAHACA HA MANTKH Y9aCTBIH, HO € NMMPCIIOPRYBA Ja CC
n364TBa npunaranero Ha Locoid® aupexTHo BHPXY repaara. He ce npenopsiea
KbpMeHE TIPH NPOALIKUTENHO ICUCHHE HIIH KOTAaTO CE TPETHPAT IONEMH YIacThIH
HITH YBpelleHa Koxa.

DepTUNHTET:

Hsma 1aHRH TIpH XKMBOTHH HITH XOpa 3a BIHAHHeTo Ha Locoid® prpxy depranmrera.

4.7 EdexTn BLPXy cniocobHocTTa 32 modupane H pabora ¢ MAIIHHM.

Hswma zannm 3a edexra Ha Locoid Lipocream BBpxy cniocoOHOCTTa 3a modHpade H
paboTa ¢ MallHHK, HO TaKkbE edekT He OH MOT'BJ Ja ce OYaKBa.

4.8 Hexenans JIeKapCTBeHH PeaKIHH

B ximArIAH TNpOYYBaHHA ca crobmeHn CIIy4aH Ha Jpa3sHEHE Ha KOXaTa H
CBPBXYYBCTBHTCIHOCT.

Haii-uecTo choDIIaBaHHTE HEXENAHH PEaKIHAM clie]] MyCKAaHETO Ha Mma3apa ca
CBPBHXTYBCTBHTEIHOCT M KOJKHH PEAKIMH KAaTO epHTeM, CEpOek 1 KoxkHa HH]eKIHs.

Hexenaunre peaknum ca w36poerd ot MedDRA System Organ Class.

YecTOTHTE Ce ONpeAenaT KaTto MHoro peakH (<1/10 000), peaxn (>1/10 000 no <1/1
000), segectu (>1/1 000 no <1/100), yectu (>1/100 mo <1/10), MHoro uecth (>1/10)
H HEH3BECTHM (HC MOTaT Aa OBaar oligHeHH OT HAMHYHHTE AaHHH). IIpH Beako
rpyMHUpAHE O Y€CTOTA HEXENaHHTE PEaKIIMK ca MpeAcTaBeHH B pell HA HaMalsBalla
CEPHO3HOCT.

Cucrema Opran | Peaxu MHuoro peaxu C HeussecTHA
Knac (=1/10 000 mo <1/1 000) (<1/10 000, Bkn. | yecToTa
C HEH3BECTHA (OT HaJTHYHUTE
9ecToTa) JIAHHH HE MOXKe Ja
OBJie HalIpaBeHa
OILlEHKA)
Hndexunu 1 Koxna nndeknus
3apa3sBaHuA
Hapymenns Ha
HMYHHaTa
CHCTEMA

Hapymenns Ha AnpeHanHa




€HAOKPHHHATA cympecus
CHCTEMA
HapymeHnns Ha 3aMBIrIIeHO
ouHTE spenue®
Hapymenus Ha | AkHe Cupbex
KOoXaTa Koxna arpopusa®*, EputeMm
NIOAKOXKHATA nepMaTuT***, O6pue
ThKaH TeJCaHTAeKTa3HH,

Mypnypa H CTpHH

JenurMedTanus Ha

KoJKaTa

Po3sanes H nepropancH

JIepMaTHT
O6mm ~Rebound” edexr BONKa B MICTOTO
HapyWCHHS H Ha TPUJIOKEHHE
CBCTOAHHA B
MSACTOTO Ha
MIPHIOKEHHE

*BwxkTe TouKa 4.4.
**YecTo HEOOpAaTHMO, C U3THHABAHE Ha CMUACPMUCA.
***Cro0masa ce 3a XEpMaTHT M €K3eMa, BKIOYHATEIHO KOHTAKTEH ACPMATHT.

CnobuiapaHe HA NOTO3HPAHY HeXENAHM PeaKine
CrobmaraHeTo Ha TOZIO3UPAHH HEXENAHN PEaKUMA cliefl pa3peliaBaHe 3a yIoTpeda Ha

JIEKapcTBEHUA NMPOAYKT € BaKHO. ToBa NM03BOABA a HPOARDKK HabMoAEHHETO Ha
CHOTHOLIEHHETO NOM3a/prCK 3a lekapcTBeHHA TPOAYKT. Or MeAHIWHCKHTE CHEeHANTHCTH C¢
HIHICKBA J1a ChOOIMABAT BeaKa IOJI03HPaHa HexKellaHa peakiuA dpes M3mbIHuTenHa areHHs
1o NeKapcTBaTa

yi. Jamss Ipyes™ Ne 8

1303 Codna

Ten.: +359 2 8903417

yebeaiiT: www.bda.bg

4.9 Ilpenozuapane

Ilpu XxpoHHUYHO TIpEI03UpaHe UK 370ynoTpeba, MOTaT Jia ce H3BABAT HEXENaHHTE
peaximH OIHcaHy B pasgen 4.8. Axo ce HabmogasaT CAMIITOMH Ha
XHIIEPKOPTHIH3EM, JICICHHETO TpAOBa a ce cIpe.

5. DPAPMAKOQJIOTHYHH CBOHCTBA

5.1 ®apMaKkoAHHAMHYHM CBOHCTEA

(dapMakoTepaneBTHIHA TPYNA: KOPTHKOCTEPOUAH ¢ YMEpEHa MOMIHOCT (Tpy,
ATC xon: DO7AB 02

Mexanuzwm na deticmeue:




Locoid chbabpxa KaTo aKkTHBHO BEMIECTBO CHHTETHYHHA KOPTHKOCTEPOU
XUAPOKOpPTH30HOB 17-0yTHpaTt, KoiiTo e ¢ 6Bp30 NPOTHBOBLIMANUTEITHO H
cBIocBrBao AciicrBue. [ToaTHCcKa Bb3NANMTENHATA peaKlHd H CHMIITOMUTE Ha
pazIM9HH JIE3HH, YeCTe NPUAPYKEHH OT IPYPUTYC, Oe3 Aa ce TeKyBa obave
OCHOBHOTO 3a00JIABaHe.

JeficTBHETO Ha KOPTHKOCTEPORIHTE MOXKE 1A CE 3aCHITH Ype3 MPHIOKEHHE Ha
OKITy3{BHA NMPEBPE3KA, KOATO 3aCHITBA IEHETPALUATA B CTPATYM KOPHEYM
JECETOKPaTHO. 3aTOBA CHIIC CE MOBHINARA PHCKA OT HEXXeJIaHH peaKuui.

®Dopmara Locoid Lipocream ce npeanara 3a nedeHHe Ha CMECEHH CYXH H MOKpELIH
KOXHH 3a00m9BaHNA

Tlonsaxora ce npenopsYBa fIa ce MOKpHe JIE3UATa HITH C MPOMYCKIKBA, HIIH C
HEMpPOMYCKIKBa (OKNy34BHA) peBpb3Ka. B ciyyali Ha ocTpa, MHTEH3HBHO MOKpEIa
ne3Hs, noHgkora e Heobxomumo Locoid Lipocream nia ce mpunara ¢ KoMIpec.

Locoid lipocream Morar 1a ce oTCTpaHH upe3 H3MHBaHe.
3.2, PapMakoKHHETHIHH CBoilicTBa

HsaMa HanuuAn JaHHM.

5.3 OpeagxTHEHYHH AaNHM 33 6€30MACHOCT

JlokanHOTO MpHNOKEHHE Ha BACOKH J03H KOPTHKOCTEPOHIH Ha GpeMEeHHH JKHBOTHH
MOKe J1a IOBERE A0 YBpEXAaHHA IO BpeMe Ha QETATHOTO pa3BUTHE, KAaTO LENKA Ha
HeOLETO M BRTPEMATOYHO H30CTABaHE B pacTexa. J[pyraTe npeKIMHHYHA JAHHH HE
MpEAOCTaBAT HAKAKBA HHOPMAIMA OT 3HAYeHHE OT II€IHA TOUKA Ha KITMHHYHHS
OIIHT.

6. DAPMAIEBTHYHH [AHHU

6.1 CoHchbK HA IOMONIHATE BCINECTEA

IeTocTeapunoB ankoxon

Makporon nerocreapunerep
INapadun ek TeueH

Tapaduu 641 Mek

Iponun napaxuapokcubenzoar E216
BEH3HUTOB aNKoXol

JluMoHeHa KucenHHa, GeapoaHa E330
Hatpuer uutpar, 6e3sogen E331
[Ipeuncrena Boaa

6.2. HecLBMECTHMOCTH

Twif KaTo He ca MPaBeHH NIPOYIBAHUSA 34 CHBMECTHMOCT, TO3H JIEKapg
He TpAOBa Aa ce cMecBa ¢ APYTH NEKapcTBEHH MPOAYKTH.




6.3 Cpok Ha rogHocT
3 ToAvHA
6.4 CrienMa/JIHH yCJIOBHA 33 CbXPaHEHHE

Ha ce chXpaHsBa B OpUrHHAIHATA ONMAKOBKA NpH Temnepatypa noj 25°C.
Ja He ce chbxpaHfBa B XNalHITHUK WA Gpusep.

6.5 JlannH 32 onaKoBKaTA

TybH, coappkamu 15 wm 30 g.
He BcHYKH BHIOBE ONAKOBKM MOTAT Aa OBJAT IyCHaTH B mpojax0a.

6.6. CrentuanHu NpeANa3HH MEPKH NPH H3XBLPJAAHE

HamMa crienHansy H2HCKBaHKA.

7. APUTEXATEJ HA PA3SPEIIEHHETO 3A YIIOTPEBA
CHEPLAPHARM Arzneimittel GmbH

Ziegelhof 24

17489 Greifswald

I'epManns

8. HOMEP(A) HA PA3SPEIIEHHETO 3A YIIOTPEEBA
20000282

9. IATA HA TBPBO PA3ZPEINABAHE/TIOJHOBABAHE HA
PAZPEIIEHHETO 3A YIOTPEBA

08.06.2000 r.
10. JATA HA AKTYAJIMIHPAHE HA TEKCTA

04/2021




