JIMCTOBKA



JIncroBka: uaopMAanHg 328 NATHEHTA

Enaayo ®oprte 3 mg/2S mg/g ren
Epiduo Forte 3 mg/25 mg/g gel

ajananes/ 0eH30HI NepPOKCH]
adapalene/ benzoyl peroxide

IIpoueTeTe BHHMATE/IHO [AJIATA JHCTOBKA, IPeIH Ja 3aN04YHETE A8 H3NOJ3BATE TOBA

JIEKAPCTBO, ThH KATO TH ChAbPXKA Bakna 3a Bac uHGopmMauns.

- 3anasere Ta3zu JUCTOBKA. MoXe Ja ce HAJIOXKH 1ia 1 MPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOITBIHHTENIHH BBLIPOCH, nonuTaiite Bawug nekap Wi gapMauesT

- Toga NeKapcTBO € NpeAnucaHo JuvHo Ha Bac. He ro npeotcTbneaiite Ha apyru xopa. To moxe
A3 UM HaBpeaH, HE3aBUCHMO Ye MPH3HALIUTE Ha TAXHOTO 3a00/I9BaHE Ca ChIlMTE KaTo Bawwre.

- AKO MOJIYYHTE HAKAKBH HEXKENaHW JIEeKapCTBEHH peakuuH, yeeaomMere Baiuws nekap wim
¢apmaliesT. ToBa BKJIIOUBA H BCHYKH Bh3MOXHH HEXKEJ1aHH PEaKLHH, HEOITMCaHH B Ta3u
nucToBka. BibkTe Touka 4.

W3NLNAHWTENHA ATERUVA NO NEKAPCTBATA

flucmoBka [lpuroxenue 2
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KaKBO CLABPKA TA3H JIHCTOBKA:
Kakeo npeacrasnsasa Enuayo dopre U 3a Kaksf mw;omna
Kakeo TpsabBa ga 3HaeTe, npeau aa U3nos3ea ;
: Kak na uznonssare Enuayo ®opre
BB3MOXKHH HEXENAHH peaKkLH

Kak na cexpaussare Ennayo ®opre GOBPEHUE N ...
CoObpKaHHE Ha OMAKOBKATa H JOMTBJIHHTEIHA HHPOPMaLIHA

LA W

1. Kaxspo npeacrasaasa Ennayo @opte B 32 KaKBO e H3N0/I13BA

Emnayo ®opre npHHAmIEKH KbM I'pyna JICKapCTBa, HApeUeHH ,npenapar NpOTHB aKHE 34 JIOKalIHO
NPHIOKEHHE", T.€. H3MON3BA CE 3a JICUCHHE HA aKHE BYJINapHC, KOraTO MMa KOMEROHH (YEPHH TOUKH,
fenH TOUKH), MHOXKECTBO NAMYJIM K MyCTYJIH (BB3MATHTENHH ITBIKH).

Toam ren e koMOMHALMA OT JBE€ aKTUBHU ChCTABKH, aJanaicH U OCH30W NEPOKCHI, KOWTO AeHCTBAT
3aCIHO, HO 110 pa3iiMyHH HAYYMHHA.

- Azananed TPHHAMICKH KbM TFpyna NpPOAYKTH, HW3BECTHH KaTO PETUHOMIHM W AEHCTBa
cnelupHUHO BLPXY NPOLIECHTE B KOKATa, KOUTO NPUUHMHABAT aKHE.
- BeH3onn MepoKCHA, MAEHCTBa KAaro AHTUMHKPOOHO CpeaCTBO, OMEKOTSBA H H3JIOLIBA

MOBbLPXHOCTHHA C/ION HA KOXKara.

Enmunyo ®opre Tpabpa aa ce H3MON3Ba CAMO MPH BL3PACTHH M IOHOLIH Ha BB3pacT 12 H moBese roJHHH.

2. Kakso TpsOBa 1a 3nacre, npea Aa uinoaisare Enuayo ®opre

He a3noa3saiite Ennayo ®opre

- AKO cTe OpeMeHHa

- AKo maHupare OpeMEHHOCT

- AKO CTe aleprudHH KbM aKTMBHHTE BELLECTRA HJIH KbM HAKOA OT OCTAHAIHTE aBKH B TOBa
nexapcTBo (U30poeHH B Touka 6).

IIpenynpexaeHan B npeina3HH MepKH

IN'osopere ¢ Bamus nekap wnu ¢apMaleBT, pean fa winonssate Envayo



. He Tpabea na wusnonzpare Enugyo ®opre Bbpxy 00nNacTH, B KOHMTO WMare MOPA3BaHMA,
OXYJIBAHHA, CIITbHYEBO U3rapsHe HITH €K3eMa.

. He nossonapaitte Ennayo @opre na nomnanHe B OUKTE, YCTAaTa WIM HOCA, WIH APYTH MHOro
YyBCTBHTENHH 061aCTH Ha TANOTO. AKO TOBA CE CITy4H, BeaHara W3MHTE Te€3H 001acTH 00UNHO
C TOIL1a BOJAA.

. H36areaifre npekoMepHOTO U3NIAraHe Ha CTbHYEBa CBETIMHA U Y B naMmnH.

¢ H36sareaitre npunoxedrero Ha Ennayo ®opre pbpXy KocaTa WIH OLBETEHH ThKaHH, ThH KaTo
MOXKE 714 MpeaM3BHKBa o0esuBersBaHeTo uM. HM3mupaitre noOpe pblLeTe cu cnea KaTo CTeE
U3MI0JI3BaNH JIEKApPCTBOTO.

AKO M3MUTBaTE MOCTOAHHO Apa3HeHe Ha Ko)KaTa, Korato 3amnoupare neveHue ¢ Enuayo Dopre,
cBBpXeTe ce ¢ Baiuns nekap (Buwkre Touka 3. ,,Kak na nusnonssare Enuayo ®opre™).

JApyra aexapcrsa H Enaayo ®opre

. He w3nosnssaiite Apyr¥ NnpoaykTH 3a akHe (ChbAbPXKAIY OSH30M NEPOKCUT H/WITH PETHHOWAN)
eZHOBpeMEeHHO ¢ Ennayo ®opre .
. Habareaiire na usnonassare Enuayo @opre €IHOBPEMEHHO C KO3METHKA, KOATO NMpeAH3BHKBA

pasipazHeHHe, H3CYLIaBaHe Wik ekcdonaupaHe Ha KoXaTa.

TpabBa na kakere Ha Baluus Jiekap WM ¢apMauesT, aKO MpUeEMaTe, HACKOpO CTe NMpHEMANH WK ©
BB3MOKHO Ja NPHEMATE APYTry JeKapcTaa.

BpeMeHHOCT H KhpMeHe

bpeMeHHOCT

HE uanon3saitre Enunyo ®opre, ako cre OpemeHHa WM Bb3HamepsBate Aa 3abpemeneere. Bawuar
nekap Moxe na Bu naae nosede HHGopMaLus.

Ako 3abpemeHeeTe gokato usnonssare Enugyo ®opre, neyeHuero Tpabsa na ce npekpaTH 4 TpaOBa na
HHopmupaTe Baiuus nekap Bb3MOKHO Ha-CKOPO 3d MO-HATAaThUIHO NPOC/IEAsBaHE.

KbpMmeHe
AKO KBPMHTE, MOCHBETBaNTE ce ¢ Baluua jekap npeam 1a u3non3sare ToBa JeKkapcTso. Bawuuar nekap

e Bu mocnBeTBa JanM Aa MpeyCTaHOBMTE KbPMEHETO MIIM Aa € Bb3AbpKaTe OT JeueHue Emmayo
Dopre.

Ako Baunst nekap By nocsBeTBa Aa NPOIBIKUTE ISUYEHHETO, H30ArBaliTe NPUNAraHeTO HA I'ela BbpXY
MbPAHTE, 33 a H30EerHeTe KOHTAKTHO HWanaraHe Ha 6ebeto.

lllopupaHe u padoTa ¢ MAIKHH
Ennayo Dopre He noOBIMABA WK MOBIHABA NMpeHeOpeXHMO cnocobHocTTa 3a wodupaHe W pabora
MAaLLMHH.

Ennayo @opre chAbLPXAa IPONHJIEH INTHKOJ

Tosa aekapcTio chabpixka 40 mg nponunen raukon (E1520) BbB Bcexky rpaM, KOETO € EKBHBAICHTHO Ha
4% w/w.

Ennayo ®@oprte cuanpxa noancopbaTh
IMonucopbarure Morar na NpeIUM3BUKAT AJIEPrUUYHH PEAKLIHH.

3. Kak aa manomasate Ennayo @opre

BuHar# u3nonsBaiTe TOBA JIEKaApCTBO TOYHO KakTo Bu e kazan BawmaT nekap. H4Xo
Helo, nonutaiite Bamusa nekap UM papMaLesT.

Enunyo ®Qopre e npeaHa3HaveH 3a ynorpeda caMoO NpH Bb3pacTHH, IOHOLIM [}
noBeue FrOXHHH.



Emuayo ®opre e ren npegHa3Ha4eH camMo 3a NPHIOKEHHUE BLPXY KOXarTa.

BamusT aekap wie pewld OT KakBa KOHUEHTpauuda Ha Enuayo dopre ce Hy>Kaaere B 3aBUCUMOCT OT
TeKeCTTa H BLHIIHWA BHA Ha Baiuero akHe. JlekapaT CbUO TaKa L€ pelld AANH HUMate Hy»jaa oOT

JOMBIIHRTCIHO JICHCHHC.

- Koxara TpabBa aa Obje YMCTa M CyXa NpPeAM nNpuiaraHe.
- HaHeceTe TBHBK C/IOH OT rejia paBHOMEPHO BBbPXY 3aCErHaTMTE OT aKHE Y4acTbUM Ha NHLETO
W/ WIH TANOTO BEAHBK AHEBHO NMpeau naraHe. M30arpaire KOHTAKT C OUHUTE, YCTHHTE, HO3JAPUTE

H JIMraBHLHTE.
- AKO ce M3MOJI3Ba BbPXY JHMLETO: HIMHUIHTE U MOACYWIETE NTULETO U H3MON3BAHTE KOMHWYECTBO C

pazMep Ha rpaXxoBO 3bPHO, 3a Ja MOKpPHETe BCAKA YacT OT NHLETO (Hanp. 4eio, Opaanuka, Bciaka
Oy3a).
- H3muiite puuere cu nodpe cnen xato cre uanonssaiv Enuayo dopre.

Bammsat nekap me Bu kaxke KOMKO MpoABLKUTENHO Tpsbsa na usnonssare Enuayo @opre. AKo He
3abenexure noaodOpedre cnen 4-8 ceamuum, Tpsabea aa obcwaure ¢ Bammusg nekap nonsara or
MPOALJ/DKABAHE HA JICYEHHUETO,

A KO M3NUTBATE NPOAL/DKHTENTHO KOXHO APa3sHEHE Mpe3 MbPBUTE CEAMHULH, KoraTo usnonssate Enuayo

dopre, cebpKeTe ce ¢ Bawua nekap. Moxe na ce HanoxXH Ja NpHIarate Xuapariupaiio CpeacTso, Aa
W3IIOA3BATE reNa Nno-paako WiH Ja NPEKpaTHTE H3MOA3BAHETO Ha rejia 3a KpaTko BpeMe, WIH HaIThITHO.

He HaHacsaiiTe ko3MeTHKA (KaTO APYrH KPEMOBE 33 JIKLE WK TPHM) NPEAH €XECAHCBHOTO HAHACAHE Ha
Emuayo @opre. Te3u npoIyKTH MOraT Ja ¢€ H3MOA3BaT CJESA KATO HAHECCHHAT ¢/l H3ChXHE.

YnoTpeba opu aena
Eminyo @opte He TpabBa Aa ce »3non3ea ot aeua noa 12 roauHu.

AKO CTe A3N0JI3BAJIH NOBe4Ye OT HeobxoanmaTa 103a Ennayo Popre

Axo npunarare noeeye Ennayo @opre oT HeOOXOAMMOTO BBPXY KOXAaTa CH, BalETO aKHE HAMa Aa
H3UYe3He NMO-0BP30, HO KOKATA BH MOXKE Jla CTAHE pa3aApa3HEHA H 3aUepBeHa.

Mons, o6ppHeTe ce kbM Batuus nexkap winu 60nHKUA:

. AKO CTe U3NON3BAIY NoBeve oT ENHayo, OTKOJIKOTO TpAOBa.
. AKO ACTE CITy4aiHO € NPHUENIO TOBA JIEKapCTBO.
. AKO cay4aliHO NMOrEIHETE TOBA JIEKAPCTBRO.

Bainuar Jiexap L€ BM IOCHBETRA KAKBH AEHCTBUA Ja NpEANpPHUEMETE.

AKo cTe mponycHaIH Aa A3noa3sare Ennayo
He npurnaraitTe geoiiHa q03a, 33 Ja KOMIEHCHpATE MpoITycHaTara ao3a

AKko cte cupenn ynorpebara Ha Ennayo ren

[Ternata (koMedgoOHM, NamyJd U MYCTYJIH) LUE HAMAJICAT CaMO CJie]l HAKOJKO TMPHIOKEHHA Ha TOBA
nexapcTBo. [lpoawmkere aa uinonisare Enuayo @opre TonkoBa ABINO, KOIKOTO € NpeanucaHo oT
Baiuus nexap.

Bamus nexap wim ¢papMaueBT.

4. Bb3MOXHE HeXeJAHH PEaKIHH




KakTo BCHUYKM N€KApCTBa, TOBA JICKAPCTBO MOXKE Aa NpelU3BHKA HEXKEJIaHH PeakLHH, BRIIPEKH Ye He
BCEKM T'H MOJTYYaBa.

[Mpubnusutento | Ha 10 aymwm, u3nomssawm Enuayo @opre, Moke 1a MOMy4YaT HEXKENAHH KOXKHH
pEaKLIMH.

Cnpete ynorpebara Ha mpoAyKTa M He3a0aBHO NMOTbpceTe MEJMLIMHCKA MOMOLL, aKO MO4YYBCTBATE
cTAraxe B 06JaCTTa HA MEPAOTO HITH MOLYBAHE HA OUHTE, JIMLETO, YCTHUTE HH €3UKa, YCETHTE CnabocT
WIH HMaTe 3aTpyAHeHO AMiaHe. Cnpere ynoTtpedara Ha NMPOAYKTd, aKO MOJYYHUTE YPTHKapHUA HIH
cbhpOek Ha JHUETO AW Tnoro. Yecrorara, ¢ KOATO ce MOABABAT TE3M HEXKEIAHM peakUWH, HE €
H3BECTHA.

Hecmu (moce oa 3aceznam oo 1 na 10 oyuw)
- Apa3zHeHe IO KoXKaTa

- €K3eMa

- yCELUAaHE 3a NMapeHe Ha KoXKaTa

- 3a4epBABaHE HA KOXKaTa

- AIOLEHE

Hevecmu (mooice oa 3aceznam oo 1 na 100 oywu)
3a4EPBABAHE Ha KJIEnaya

- W3TPBITIBAHE WIH YCELIAHEe 3a UITTHYKH Ha MACTOTO HA MPUNOKEHHE
- chpbek Mo KoxKaTa, anepryyHa Ko)KkHa peakLua

- oOpHE

- cyxa Koxa

B nonmbiHeHHE KbM HEXENAHWTE PEaKuMH, OMUCAHH NO-Tope, CNeJHHTE HEXeENaHH peaKUMH ca
AOKJIAZIBAHH MPHU TO-HUCKA KoHUeHTpauua Ha Enunyo ren (agananen 0,1%/6exnzonn nepokcua 2,5%) :

Heuecmu (mozam oa 3aceznam 0o 1 na 100 oywu)
- CIIBHYEBO H3rapaHe

C neuzgecmna vecmoma (om sHaiuuHume OGHHU He MOXce 0a bvoe Hanpaeena OyeHKa)
- MoAYBaHE Ha Kienayva

- CTAraHe B rppjloTo

- aJICpPrHYHM KOHTAKTHHU peaKlfH

- MOAYBaHE HA JTULIETO

- Oonka no koxkara (CMbaALia 6osika)

- MeXYpH (BE3UKYJIH)

- 3aTPYAHEHO AHLIAHE

- obe3lipeTABaHE Ha kKOkaTa (MpOMAHA B LIBETA HA KOXKATA)

- H3rapsaHe Ha MACTOTO Ha MPWIOKEHHETO

Hexenanvte peakuu, 0OMKHOBEHO CBBLP3aHH ¢ ynorpedara Ha Enuayo, BKIO4BAT 1EKH A0 YMEpEeHH
peaKkiliy Ha MACTOTO Ha NMPWJIOXKEHHE, KATO KOXHO Jpa3sHEeHE ChC 3auepBsiBaHe, CyXOTa, JIIOLIEHE,

UIMNEHe W WKW H3rapsHe Ha KOXKATA.

CpobliaBaHu ca M3rapaHMA Ha MACTOTO Ha TNPHJIOKEHHE, NPEAHMHO MOBBLPXHOCTHH, HO H MO-TEXKH
CITyuau, BKJIIOUBallM o0pa3yBaHe Ha MEXYPH.
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CIIPETE Aa H3I10J13BATEC I'eia. Tezu PCaKLHH OOMKHOBEHO Ce MOSBABAT B HAYAJIOTO HA JICYUEHHETO H UMAT
TEHACHUHA NOCTENEHHO Ja HAMAAABAT C TCUCHHE Ha BPCMCTO.

Cpo0maBaBEe HA HEKENAHH PEAKOHA

AKO MONyYHTE HAKAKBH HEKENaHH NIEKAPCTBEHH peakuuH, yBeiaomeTe Baua nexkap, hapMauesT WK
MEOHIMHCKA cecTpa. ToBa BKJIIOYBA BCHYKM BbL3MOXKHH HECOMHCAHH B Ta3H JIMCTOBKA HeEXeJaHW
peakiiMi. MoxeTe Chilo Aa ChOOLIMTE HEXENTaHU PEAKLIHH AWPEKTHO Ype3:

HU3nbiaHUTENIHA areHLUA o AeKapersara

yi1. ,,Jlamsan ['pyes” Ne 8

1303 Codusa

brarapus

Ten.: +359 2 8903417

yebOcaifT: www.bda.bg

Karo cnobuiasaTe HexkelaHH peakiMu, MOXKETe Ja AafeTe CROS MPUHOC 3a MonyyaBaHe HAa MOBeve
uHopMaLmMs OTHOCHO 6e30MacHOCTTa Ha TOBa JIEKAPCTBO.

5. Kax ga ¢coxparssaTe Ennayo
Jla ce cbxpaHsBa Ha MACTO, HEAOCTBHITHO 34 AeLa.

He w3nonapaiite ToBa 1eKapcTBO Ce CPOKa Ha MOAHOCT, OTOENs3aH BbPXY KapTOHEHAaTa ONaKOBKA U
tybara/momnara cnea ,,J'onen go:*“. CpokbT Ha roAHOCT OTroBapsA Ha MOCAEAHHUA NEH OT MOCOYEHHA
Mecell.

Haxebpiaere Tybara wiau nommara 6 Meceua ciiel MsPBOTO OTBApAHE.

Ha He ce cpxpaHsaBa Haja 25°C.

Cpok Ha rogHoOCT ¢Jie[] MLPBO OTBapAHE: 3 Meceua

He u3xBbpadiiTe ieKapcTBaTa B KAHAJIM3aLHATA WIH B KOHTEHHEPA 3a IOMALIHH OTMAABLM.

[Tonuraiite Bamna ¢apmaueBr kak Aa U3XBBPJIATE JISKAPCTBATA, KOWTO Beye HE M3noJspare. Teiu
MEpKH llle CIOMOrHAT 3a OMna3BaHe Ha OKOJIHaTa cpela.

6. CoubabpKaHHe HA ONAKOBKATA H AONLJIHHTEIHA HHpopMANHA

Kakpo cuabpka Enaagyo ®opre

- AKTWBHHTE BEILIECTBA ca: anananeH u Oensonn nepokcua. | rpam rea ceabpaxa 3 mg (0,3% w/w)
ajanasieH M 6eH30ua nepokcH (ChbaABPXALL BOAA), eKBHBAJIEHTEH Ha 25 mg (2,5% w/w) 6e3oaeH
Oenzoun nepokcua (anhydrous benzoyl peroxide).

- [ToMOlLLHM BeElUecTBA ca: JUHATPHEB €A€TAT, HATPUEB MAOKYy3aT, TJIHLEPON, IOJIOKCAMED,
nporuned raukon (E1520), Cumynren 600 PHA (konomumep Ha akpHlaMHO H HaTpHCB
aKpWIOWIAMMETHATAYPAT, H30xekcaaekaH, nonucopbar 80 (E433), copburan onear) H
MpeyKcTEHa BOJA. 3a OonuIHUMeHa unghopmayus sudicme  Kpas Ha mouxa 2,

Kak marnexaa Enaayo @opre H KAKBO ChAbPKA OBAKOBKATA

Emuayo ®opte € 6an 10 MHOTO OJIENI0 HKBITO HENPO3paUeH red.

Emuayo @opTe ce npeviara B:

[TnactMmacosa Ty6a cbabpiatiia 2 g uiH 3 g.




MHOrom030Ba ONakoOBKa C XepMETHYECKH 3aTBOpEHA noMna, chabpxkaium 15 g, 30 g, 45 g vau 60 g.
[IpuTexarTes HA pa3pelIeHHETO 32 ynorpeda H NPOH3BOAHTE
IpuTexares HA pa3pelieHHETO 3a ynorpeda

(Galderma International
Tour Europlaza, 20 avenue André Prothin — La Défense 4

LLa Défense Cedex 92927
OpaHuus

Ilpon3BoauTen

[Laboratoires Galderma
/1 — Montdésir
74540 Alby sur Chéran

OpaHuus
WJIK

Galderma Laboratorium GmbH
Toulouser Allee 23a

40211 Diisseldorf
[ epmaHus

ToBa JlekapcTBO € paspemieHo 3a ynorpeda B AbpkKaBHTe — wWieHKH Ha EBponelickoro
HKOHOMHYECKO NpocTpancTBO H B O0eannenoro kpajicrBo (Cesepuna Upaanaus) noa ciegHure
HMeHa:

benarus, Kunbp, Yewka penybnuka, ['epmanus, ['spuuns, JlrokcemOypr, [lonma u Cnosakus: Epiduo
Forte

Ecronus, /lanus, Upnanausa, Jlateusa, Manra v Jlutea: Epiduo

®unnanaus, Opanuus, Ucnanaua, Uranusa, Hopeerus, Llseuuns, Obeaunenoro kpancteo (CeBepHa
HUpnanaus): Enuayo 0.3%/25% gel

bvarapus: Enuayo @opre 3 mg/25 mg/g ren

Ucnanus: Epiduo Forte 3 mg/g + 25 mg/g Gel

XbpBatug ¥ [lopryranus: Epiduo 3 mg/g + 25 mg/g gel

Yurapus u Hunepnaunus: Effezel Forte

Pymbhus: Epiduo Forte 3 mg/25 mg/g gel

JlaTa Ha nocjIeHO npepasriexaane Ha Jucropkara: Oxkromepu 2024 r

[Tonpo6Gua uHGOpMALHS 32 H3NONI3BAHETO HA TO3M MPOAYKT € IOCThITHA YPe3 CKaHHPaHe ChC CMapTQoH
Ha QR koma, BKIIOYEH B JIMCTOBKATA 3a MNalMeHTa M Ha onakoBkara. Ceuiata uHdopMmainus e

npenocraseHa Ha yebcaiita Ha U3anbaHuTeIHA areHUus 1o nekapcersara: www.bda.bg
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