KPATKA XAPAKTEPUCTHKA HA IMPOAYKTA




1. HME HA JEKAPCTBEHHA ITPOAYKT

Enuayo ®opre 3 mg/ 25 mg/g ren Kot P oA
Epiduo Forte 3 mg/ 25 mg/g gel bM Fee. Ne . - ~ ¢~ ,Z ...... j "2/

2. KAYECTBEH H KOJMHYECTBEH ChCTAB oo

| rpam rena cuabpIKa:

AnananeH (Adapalene) 3 mg (0,3% w/w)
Ben3oun nepokcHI (ChAbpXall BOAa), ekBUBajeHTeH Ha 25 mg (2,5% w/w) Oe3zpoaeH OeHzoun
nepokcua (anhydrous benzoyl peroxide)

[1OMOILIIHO BELLECTBO C U3BECTHO JICHCTBHE:
Mponunen rnukon (E1520) 40 mg (4,0%). [Tonucopbar 80 (E433) <4 mg/g.

3a MLJIHUA COUMCHK Ha MOMOLLHHUTE BELLIECTBA BHKTEe Touka 6.1.

3. JEKAPCTBEHA ®OPMA

['en.
Bst 1o MHoro 6neao XbIAT HENpo3paueH rel.

4. KIHHHYHHA JAHHH
4.1 TepanesTH4UHH DOKA3ZAHHA

Ennpgyo ®opte € nokazaH 3a JJOKAJTHO KOXHO ACUYCHHE HA Axkne 8)12apuc TIPH HAITHYHE HA KOMENOHH,
Many/u H NycTynd (BK To4ku 4.2 n 5.1).

Epiduo ®opte e nokaszaH caMo Npu Bb3PACTHH M IOHOLUK HA Bb3pacT 12 ¥ noBeye roanHH.

4.2 do3rpoBKAa H HAYHH HA NPHJIOKEHHE

ﬂOBH PDOBKad

Eniayo ®opte TpabBa ga ce npuiara BeAHbK JHEBHO BEYEp, BbPXY LiA/aTa 3acerHara oT akHe odnacT
Ha JIMLIETO U TAJIOTO, BEPXY HYHCTA H CyXa KOXa.

[IpoawbkMTENHOCTTa Ha JieueHUeTO TpaOBa Aa ce ompelena OT JeKap Bb3 OCHOBA HA KIWHHYHOTO
CbCTOSHUE. PaHHH MpH3HAUM HA KIMHMYHO noAoOpeHHe OOMKHOBEHO ce Habmopaear cnea 1 po 4
CeAMHMLIM Ha neuerre. AKo He ce Habmonapa nogodpenue ciea 4 8 ceaMUUM JledeHue, Tpadbsa aa ce
npepasriena noji3ata oT NpoaL/bKaRaHe Ha JICUEHHUETO.

Ha nazapa ce npeanara W nekapcTBeHHs npoaykrt Emmayo Img/2,5mg/g ren, KoHTO € ¢ no-HUCKa
KoHUeHTpauus oT Enuayo dopre M Ta3su koHUeHTpauusa TpadBa Aa ce MMa MpeABUA NMPH MALHEHTH C
YMEPEHO aKxHe gyazapuc (BX. To4ka 5.1).

9 R N
Koraro nanoro nMue € 3acerHaTo OT MHOrOOpOWHM Ranyjd H IyCTyJau, ¢€ H /, WAL ' '
KNMHHYHA MOJ3a NPY MaLMEHTHTE, NTeKYyBaHHW ¢ Ennayo dopre B cpaBHeHHe ¢ Pt
¢ Ennayo 1mg/2,5mg/g ren. Jlekapure Morar aa u3bupat MeXIy ABETE KOHUECWIEE

KJTHHHYHOTO ChCTOSHHUE M TEKECTTAa Ha 3a00N9BAHETO HA NALIMEHTA.

ISHOSTH L Ansl
1t b sy B
{

Cneyuannu nonyaayuu




IHHayuenmu 6 cmapuecka ev3pacm
BesonacHocTTra M edukacHocrra Ha Envayo dopre npu repHaTpHuH4 NaLMEHTH Ha BB3pacT 65 W

NOBCHEC r'OAHHU HE Ca YCTAHOBCHH.

Iayuenmu c 6v6peuno u weprodpobHo yspescoare
Enxayo dopre He e npoyusaH npu nauMeHTH ¢ Ob06peuHo U 4epHOAPOOHO yBpexIaHe.

lleouampuuna nonynayun
Be3sonacHocTTa U edukacHocTTa Ha Ennayo ®opre npu neua Ha Bb3pacT noj 12 roauHH BCe ole He ca

YCTAHOBEHH.

HaunH Ha npuioKeHHUE

Camo 3a koxkHa ynorpeda.

Hanacs ce TbHBK cnoit Emuagyo @opre ren Bupxy 3acerHature o0nacTH Ha NHLETO W/MWIH TAJNOTO
BeJHDK OHEBHO caen niMupaHe. HeobXoauMOTO KOIMUYECTBO € KOMKOTO rpaxoBO 3BPHO 3a BCAKA
obnact Ha nuuerto (Hanp. yeno, Opaguuka, Bcika Oy3a), kKaTo ce u3barea obnactra Ha OUHTE U YCTHHTE
(BHKTE TOUKa 4.4).

[TauuentnTe TpsGea na Ovaar MugopMHpaHH Ja MMIT pBUETE CH Clie] NpUAnaraHe Ha NeKapCTBEHHS
NPOAYKT.

Ko3MerHkaTa MOXe Aa ce HaHaca CJiell KaTo IEKAPCTBEHHUAT NPOAYKT H3ChXHeE.

AKO ce mnosBH ApasHEHE, MalMEeHTHT TpAOBa Ha MONYyHYH YKazaHus Ja Mpunara HEKOMEAOre¢HHH
€MOJIMEHTH, aKO € HeoOX0IHUMO, Aa H3MON3Ba IEKAPCTBOTO NO-PAAKO (HanpuMmep Nnpe3 A€H), BPEMEHHO
WJIH HaMbJHO Aa NpeKpaTH yrnorpebaTa My.

4.3 IlporEBOonoKa3aHHA

¢ bpeMeHHOCT (BHXK TOYKa 4.6)
e JKeHu, KOUTO TUIaHHpPAT OpeMeHHOCT (BIK TOuKa 4.6)

CBpPBXUYBCTBHTEIHOCT KbM aKTUBHHUTE BELUECTBA WK KbM HAKOE OT MOMOLIHUTE BELLECTBA,
n3bpoeHH B Touka 6.1

44 CnensajHH npenynpexaeHHs H Npelna3Hd MEPKH NpH ynorpeda

Enunyo ®opre He TpsOBa Aa ce HaHacd BbpPXY YBPESACHA KOXa, MPH HapylueHa LAAOCT (OpA3BAHUS
WJIK OXKYJIBAHHA ), €K3€Ma HA KO)KATa WIH CITBHYEBO H3rapsHe.

JlekapcTBeHHA NPOOYKT HE TpAOBa Ja BIK3a B KOHTAKT ¢ OYHMTE, YCTATa, HOCA WM JUrasyumre. [Ipu
MmornanaHe Ha NpOAYKT B OMUTE, Aa C€ U3MHE He3abaBHO ¢ Tolna BOJA.

AKO ce NoABH peakilus, KOSTO M0Ka3Ba YYBCTBHTEIHOCT KbM HAKOS OT ChCTABKUTE HA JICKAPCTBECHHA
NpOAYKT, H3nonspaHeTo Ha Ennayo ®@opte Tpabsa na ce npexparm.

[IpekoMepHOTO H3NaraHe Ha C/TbLHYEBA CBETNIMHA UM Y B pannaius Tpabea na ce nidbsraa.

Enunyo ®oprte He Tpadsa aa BiM3a B KOHTAKT ¢ KAKBUTO U J1a € OLIBETEHU MaTepUasiy, BKNIOYMTETHO

To3u nexkapctBeH npoaykr ceabpxka 40 mg nponunen rnukon (E1520) B
eKBHBANEHTHO Ha 4% w/w.




To3u nexkapcTeeH npoaykT chabpxka noaucopbat 80 (E433), xoiTo MOXEe na NMPHYHHH alleprHYHH
pEaKLUH.

EdukacHocrra u Oe3zonacHocrra Ha Enuayo opre npH NauMEeHTH C TEXKKO HOAYNApHO WIH
HOAYJIOKHCTHYHO aKHE He ca NMpoy4uBaHu. Tbi KaTo MalMEeHTHTE C TEXKKO HOAYNAPHO/HOLYJOKHCTHYHO
aKHe Ca W3NOXKEHH HA MOBHIIEH PHCK OT TpaiiHW Oene3n BCIIECACTBHE Ha JIE3MHM OT akHe, ynotpebara
Enuayo @opre NpH TE3H MAUHEHTH HE CE€ NPENOPBUBA MTOPAAH PHCKA OT HEAOCTaTh4EH TepaneBTHYCH
OTrOBOP.

4.5 BianmMoaeiicTBHE C APYrH JEKAPCTBEHH NPOAYKTH H ApYrd GOpME HA B3aHMOACHCTBHE
He ca npoBexaanu Mpoy4YBaHHA 3a B3aHMOOCHCTBHATA.

Ot npenxoneH onur ¢ anananeH M OEH30WI NEPOKCHA HE Ca M3BECTHH B3aHUMOACHCTBHA C OPYrH
JIeKAPCTBEHH MPOIYKTH, KOUTO MOrat aa ObaaT U3NoA3BaHH BBPXY KOXKara eAHOBpEMEHHO ¢ Ennayo
dopre. Buripexy TOBa, APYTH PETHHOMAH, OSH30MUN NEPOKCH HITH JIEKAPCTBA ChC CXOACH MEXaHH3IBM
Ha AeiicTBue He TpaOBa Aa ce W3nom3Bart enHoBpeMeHHo ¢ Enuayo @opre. Ko3MeTHYHH NPOAYKTH C
M3TIOLLIBAILO, APA3HELLO UK HW3CYLUABAWO ACHCTBHE, TpAOBA Ja ce NMpwiarat ¢ NOBHLICHO BHUMAaHHeE,
TbH KaTo Te MOraT [a OBeNAT A0 HACNOXKEH Apa3Hell €PEeKT C C IEKAPCTBEHHU MPOAYKT.

AGcopbuuaTa Ha ajananeH mnpe3 uYoBellKaTa Ko)XKa € HMCKa (BHXK Toudka 5.2) M mopaau ToBa
BEpOATHOCTTA 34 B3aUMOJEHCTBUE ChC CUCTEMHH JIEKAPCTBEHH MPOAYKTH € MANKO BEPOATHA.

[lepkyTaHHOTO NPOHHUKBAHETO HA OEH30MI MEPOKCU B KOXKATA € HUCKO M JIEKAPCTBEHOTO BELUECTBO
HATBJIHO ce MeTabonu3upa B OeH30eHa KHCeIMHa, KoATO OBbp30 ce enuMunmnpa. CneaoBaTeHo € MaJKo
BEPOATHO A BBb3HHKHE [IOTEHLHANHO B3aMMOJACHCTBHE Ha OEH30€H2 KHMCENHHA CbC CUCTEMHH
NICKapCTBEHH MPOAYKTH.

4.6 Oepraanarer, 6peMeEHOCT B KbpMEHE

[lepopanHo npunaraHuTe peTHHOWIH C€ CBBP3BAT C BpOAcHM aHOManuu. Korato ce M3non3ear B
ChOTBETCTBHE C HHGOpPMaLMATA 33 MpeANnHCBaHE, OOMKHOBEHO CE NpHeMa, Y€ JIOKAJIHO NpHJIaraHuTe
PETHHOM/IM BOASAT 0 HACKA CHCTEMHA €KCNO3ULIUA NMOpald MUHHMAJIHATA TpaHCAepManHa abcopbums.
Moxe ofaue na uWMa HMHAMBHAyalnHH ¢akTopd (Hanp. yBpeAceHa KoxkHA Oapuepa, npexkoMepHa
ynotpeda), KOMTO Aa AOMPHHACAT 32 MOBULLCHA CHCTEMHa EKCMTO3HLIHA.

bpeMeHHOCT
Ennayo @opte € npoTHBONOKa3aH IpH 6peMEHHOCT HIIH MPU XKEHHU, KOUTO [UTAHUPAT OpeMEHHOCT (BHXK
TOukKa 4.3).

Hsama gaHHM WIM HMa OrpaHHYEHO KOJIMYECTBO JAHHM 33 NOKAJIHO OpWIOKEeHHEe Ha ajanajeH Nnpu
OpeMeHHM KEHH.

[Tpoyusanus MpHu XKHBOTHU MNOKA3BaT PEMPOAYKTHBHA TOKCHUYHOCT NMPH BHCOKA CUCTEMHA €KCMO3HLIHS
MPH nepopasieH PHEM (BHX TOYKA 5.3).

KOTHHHYHHAT OMHT C IOKAITHO NPWIOKEHHEe Ha ajananeH U O€H30M1 MEPOKCHA MO BpeMe Ha OpeMEeHHOCT
€ OrpaHHYeH.

AKO NpOAYKTBT C€ M3NOA3BA NO Bpeme Ha OpeMEHHOCT MM aKo MauMeHTkata 3abpemeHee, AOKATO
[pMeMa TOBa JIEKapCTBO, NeUeHHeTo Tpadsa 1a Onae npeycTaHOBEHO.

KspMeHe
Hsama npoeeAeHO NpOyYBaHE, 3aCATAIlQ EKCKPELMATa B KbpMaTa Ha }KHB{)T M o
npunoxeHue Ha Enuayo dopre. HanuuHuTte (papMaxOKHHETHUHH NaHHP , @ ("
CKCKpELIMA Ha afaraneH B MISAKOTO CJieA NEpopaiHO WX HHTPABEHO3HO Mp

"—4
- i!..
...'



He moxke na ce H3KITIOYH PHCK 3a KbPMAYeETO.

TpabBa fa ce B3eMe peLICHHE OaJIH Ja Ce NMPEeYCTAHOBH KBbPMEHETO WM Ja C€ MpEeyCTaHOBH/Ia ce
oTnoxHu Tepamuara ¢ Ennayo @opre, KaTo ce npeieHy non3ara OT KbPMEHETO 3a AETETO H N03aTa OT
TepanuATa 3a JXeHara.

3a ga ce u3berHe KOHTAKT ¢ KbpMaueTo, NpuiaraHero Ha Enunyo @opre s8Bpxy rbpaute Tpidea aa ce
w304rea, KOraTo ce M3Mnoa3Ba Mo BpEME HA KbpPMEHE.

MDepTHINTET
He ca npoBexaaHH NpoyuBaHus 3a GepTHIHTET Nipy Xopa ¢ Enuayo @opre.

Bnnpeku ToBa, HE ca YCTAaHOBEHH edeKkTH Ha azamaneH Uiy OEH30MI NEPOKCHA BbPXY QepTHIHTETA
NPH TbXOBE B PEMPOAYKTHBHHA MPOYYBAHHUS (BHXXK TOUKA 5.3).

4.7 EdexTn BLpXy cnocobHocTTa 32 modapane H padoTa ¢ MAIIHHHA

Enuayo @opre He NOBANSIBA WM NMOBIHABA npeHedpexuMo cnocobHocTTa 3a wodupaHe W paboTa ¢
MALLWHH.

4.8 Hexenann neKapcTBEHH peakKnuH

PesioMe Ha npoduna Ha Be30nmacHOCT

Moxe pa ce ouakea npudnusurenHo 10% OT MaUMEHTHTE Oa MOMYyYaT HEXENaHU KOXHH peakUHH.
Cenp3anuTe ¢ ¢ yniorpedbaTta Ha Enuayo Qopre HeXkeNnaHH PEakLHH, BIJTIOUYBAT JIEKH 10 YMEPEHO TEXKH
peakUB¥H Ha MACTOTO Ha NMPWIOKEHHE, KATO KOKHO JAPa3HECHE, XapaKTePU3HPALLIO Ce IMaBHO C NIOLLEHE,
CyXoTa, epuTeMa U napene/luneHe. Ilpenopbkara € Ja C€ M3NOA3Ba OBAAXKHUTEN , BpPEMEHHO Ja ce
HaMald 4YecTOTaTa Ha HAHACAHE WIHW BPEMEHHO Na ce MpPEyCcTaHOBH ynorpebara Ha neKapCTBEHUA
NPOAYKT, JOKATO C€ Bb30OHOBH MPUIOMKEHHAETO My A0 BEAHBXK AHEBHO.

Teau p€akuH OOHUKHOBEHO ce NMOABABAT B HAYAJIOTO Ha JIeUeHHETO U UMAT TEHACHUMA NOCTENEHHO Ja
3ATHXBAT C TCHCHHC Ha BPCMCTO.

Tabanuno 0b60dLIEeHHE HA HEXKEJAHUTE PEAKLIUU

HexenanuTe peakiini ca K1acHHLMPaHH N0 CHCTEMO-OPraHHH KJIACOBE M YECTOTa, KaTo ce U3MOJI3Ba
CAEAHATA KOHBEHLIHMA: MHOro vecTH (& 1/10), uectu (=1/100 no <1/10), neuectu (=1/1 000 ao 1<100),
peaku (=1/10 000 go <1/1 000), muoro peaku (<1/10 000), c Hen3BecTHa YecTOTa (OT HATMYHUTE JAHHH
He MOX€E fa Obae HanpaBeHa OlieHKa) U ca cboOuIeHH 3a Enunyo Popre ren BeXUKy TyM- KOHTPOJIUPaHO
KTHHUYHO nipoyuBaHe, ©aza 3 (Buxre Tabnuua 1).

Tabnnna 1: HexeJi1aHA peakHH

Cucremo-oprasen knac | Yecrora Hexenann peaknuy
HapyieHnusa Ha ouure Heuectn EpuTema Ha Kiena4yuTe

C HeHnsBecTHa 4yecToTa * OTOK Ha Knenavyure
HapyleHnnsa Ha umyHHaTta | C HeM3BeCTHa vecTora * AHa(PUIaKTHYHE PORREHS
CHCTEMA _ _ / *'70

Hapywennsa Ha vepsHata | Heuectn
CHCTEMA




Cacremo-opranen kaac | Hecrora Hexenann peaknuy

PecnupaTopuu, rpbaHu W | C HeusBecTHa uecToTa * Crsirave B r'epJ10TO, AUCIIHES
MEAHACTHHAIHH

HapyleHHS

Hapyiuenusd Ha koxata | YectH ATOMHYEH OIEPMATHT, €K3EMa,
NOOKOXKHATa TbKaH ycelljaHe 3a MapeHe Ha KoxXara,

JApa3HEeHe Ha KOXKaTa, CPUTEM,
ekconrauma Ha KOXKaTa

(JroLIeHe ).
HeuecrH Cyxa Koxa, cpbex, odpus
C Heu3BecTHa uecToTa* AJlepruueH KOHTAKTEH JepMarTHr,

OTOK Ha nMLETO, 00NKa NO KoXKaTa
(cmbaaia 6onka), MexypH
(B€3HKYJH), NPOMAHA B LIBETA Ha
KoKaTa (XMnepnurMeHTauus 1
NenurMeHTaluna), ypTHKapus,
H3rapaHe HAa MACTOTO Ha
MpUiIcKEeHHe™*

*TlaHHH OT MOCTMAPKETHHIOBO HAOMIOAEHKE. AOKIAABAHH el rnodalHOTO MyCKAaHe Ha nasapa Ha
Ennayo 1mg/2,5mg/g ren, ot nomynalus ¢ HEH3BECTEH pa3Mep

**[TopeueTo OT CITYYaHTE Ha “H3rapiHe HA MACTOTO HA MPHUJIOKEHUE™ €A NOBbPXHOCTHH H3rapsaHHA,
HO ca ¢BOOLIECHH B CITYUaH Ha H3rapsaHe BTOPA CTENEH WK TEXKKHU peakLiiH Ha u3rapsaHe.

Cebp3aHHTE C KOXKaTa HEeXeNTaHH peakuuu ca no-vyectu npu Envayo ®opre, oTkonkoro npu Enuayo
Img/2,5mg/g ren B cpaBHEHHe C reil BexukyayM. B ocHOBHOTO mpoyusaHe (Bx. Touka J.1) 9,2% ot
naudeHTHTe B KOMOHHHpaHata nomyjaums, JexyepaHa ¢ Enuayo @opre, ca M¥MalH CBLP3aHH € KOXKATa
HexXenaHu peakumu H 3,7% ot nonynauuara, nexkysaHa ¢ Enugyo 1mg/2,5mg/g ren, B cpaBHeHHe C
rpynara Ha rejl BEXukyiayM (2,9% ).

B JONMbJHEHHE KbM TOPEHNOKEHOTO, APYIH HEeXeJaHH JIEKAPDCTBEHW pEeakuUMW ca ChoOilleHU MpH
tepanus ¢ Ennayo ren (apananen 0.1%/6enzonn nepokeun 2,.5%), onobpeHara npeay ToBa GUKCHpaHa
kOMOWHAaLMA OT aJanaiteH U OEH30WN NEePOKCHU;

- KNUHKWYHY H3INMUTBAHUA:

JIpyry HexXeNaHH NeKapCTBEHHW PEakLiMH, ChOOIIEHH MpH KIMHHYHM Mpoy4BaHWs ¢ Enuayo ren, ca
HPUTATHBEH KOHTAKTEH NE€PMATHT (YE€CTH) U CIIBHUEBO H3rapsaHe (HEYeCTH).

CrobliiapaHe Ha MOJZO3UPAHYU HEXENaHH peaKkUuHH
C1o6maBaHeTo HA MOJO3IHPAHM HEXENIAaHU peaKLHH cliej] pa3pellaBaHe 3a ynoTpeda Ha NeKapCTBEHHS

NpoAyKT ¢ BaxHo. ToBa Nno3BonsABa Aa NPOAB/DKH HAOMIOACHHETO Ha CLOTHOLISHHETO MOJ3a/pHCK 3a
nexkapcTpeHus NpoayKT. OT MEAMUMHCKHTE CIIELIMATTHCTH C€ H3HCKBA Ja ChoO11aBaT BCAKa NOAO3HpaHa
HexeJlaHa peaKkuHs Ypes:
HM3nbaHUTENHA areHLa 1o JIEKapcTBaTa
yi. ,JamsaH I'pyes” Ne 8

1303 Codus

bvarapus
Ten.: +359 2 8903417

yebcaifT: www.bda.bg




4.9 IIpeaozupane

Enrayo Popre ce npuiara Bbpxy KOXaTa caMo BelHbXK AHEBHO. | IpeKOMEPHOTO NMPUIIOKEHHE HA
Enuayo @opre moxe Aa IoBee A0 CHIHO Apa3HeHe Mo Kokara. B To3u cimyuali € HeobxoauMo aa ce
npeycTaHoOBH ynorpedaTa H Ja ce H34aKa KOXKaTa 1a ¢e Bb3CTaHOBH.

B CITY yaH HAa HHUMAECHTHO NMOrablllaHe, TpﬂﬁBa Ja ¢ B3EMarT noaAxoasali CUMNTOMaTHYHA MEDKH.

5. @®APMAKOJIOT'HYHHU CBOUCTBA

S.1 @PapmMakoJHHAMHYHH CBOHCTBA

dapMmakoTepaneBTHYHA rpyna: AHTH-aKHE Npenapary 3a JIOKaTHO NPHIoXKEeHHe, PETHHONIH 3a

NMOKAJTHO MPHJIOKEHHE FIPH aKHe;
ATC xon: DI0ADS3

MexauusbMm Ha JeicTBUe U (hapMakKoJHHAMHYHHY eDEeKTH
Enunyo ®opre koMOUHHUpa ABE AKTHBHH BELIECTBA, KOUTO ACHCTBAT MOCPEACTBOM pas/iHYHH, HO
B3aMMHO HONBJIBALLM CE, MEXaHH3AMH Ha JCHCTRHE.

- Aoananen: AnananeH € XuMHUECKH CTaOMWIHO NPOM3BOAHO HA HA(TOEHA KUCEUHA C PETUHOMUA-
noao6Ha akTMBHOCT. BUOXMMHUYHK H (apMaKONOTHYHW NMPOodUIKpaHK NpoyvBaHUsA MNOKa3Bar,
ye afanaieH NORIUABA MNaToNOruiaTa Ha Akue gyarzapuc: TOH € MOLUEH MOAYNIaTOp Ha KIETbYHATa
nudepeHIMALMA M KEpaTHHH3auM8, ¥ MMa NPOTHBOBL3NAJIUTE/IHH CBOWCTBA. ANananeHbT
MEXaHHYHO C€ CBBLP3Ba CBC CHEUMOUYHM AAPEHM PELENTOPH 34 PETHUHOEBA KHCE/IWHA.
HacToslHTe AaHHH COYaAT, Y€ JOKATHO NPUICKEH, aJanajJieHbT HOpMaJIM3Wpa AudepeHudanusaTa
Ha (PONTUKYJIAPHHUTE EMHTEIHM KIISTKH U B pe3yNTaT HaMansapa o0pa3yBaHETO HA MUKPOKOMEIOHH.
[lp1 aHanu3z HA uH GumMpo MOACAM ajanaNeHbT HHXHOMpa OTroBOpHTE HA  XEMOTAKCHCA
(PBKOBOZHO) U XEMOKWHETHKATA (ITPOU3BOJIHO) HA HOBELIKH NOAUMOPHOHYKIICAPHH JEBKOLHTH;
TOM Cbll0o HHXHOKHpaA MeTaboMu3Ma HA apaxXHIOHOBATA KMCEIHHA 10 Bb3NATHTE/IHH MEAHRATOPH.
Hn eumpo npoyvBaHHA noka3pat HHXuOupare Ha AP-1 ¢akropu u uHXxHOUpaHe ekclipecUaTa Ha
toll like peuernrropn 2. To3u npogun nokasepa, ye npH ynorpeda HA agananeH HacTblBa
HAMAJIABaHEe HA KJIETbYHO-MeAWHpaHaTa Bb3NaJMTEIHA KOMIIOHEHTA MPH aKHe.

- benzoun nepoxcuo: Ycranoseto e, ve O6eH30MN NEPOKCHA HMA aHTUMHKPOOHA aKTHBHOCT; Hau-
Beue cpewxy Cutibacterium acnes, KOWTO NPUCHCTBA HeoOUYAaHHO B 3acerHarara OT aKHE
nuaocebaneiina cTpykrypa. MexaHu3MeT Ha AeidcTBHe Ha OEH30W TMEPOKCHA C€ 00ACHABA C
HEroBpaTa CHJIHO JHMMO(UIHA AKTWBHOCT, MO3BOJIABALLA [TIPOHHUKBAHETO MY Npe3 €MHACPMHCA B
OakTepHaTHMTe U KePATUHOLIMTHHUTE KIETbMHA MeMOpaHHM Ha nunocedbaueanHara CTpYKTypa.
Ben3ounn nepokcha e npu3HaT 3a MHOro e)eKTHBEH IIHPOKOCIIEKTbPEH aHTUOAKTEPHANICH areHT
NpH JeueHueTo Ha Axue eyazapuc. Hoxa3zaHo e, ue ynpaxHssa OakTepUUMAEH edeKkT upes
reHepydpaHe Ha cBOOOOHH paJvKalli, KOUTO OKHMCIISABAT MPOTEHHU U APYrH OCHOBHH KIETbUHH
KOMIOHEHTH B DakTepuanyaTa creHa. MuHMManHaTa HHXUOMTOpPHA KOHLCHTpALMA HA OEH30UI
nepokcHa € OaktepuuyaHa M € JEeMOHCTpMpana e(eKTHBHOCT NpPH YyBCTBHTEIIHH KbM
aHTHOMOTHLIM M pe3uCTeHTHH KbM aHTHOHoTHUW (. acnes wamoBe. OCBeH TOBa OEH3OWI
MEPOKCHI AEMOHCTpHpPa eKkChONHMaTUBHO H KePATOJIUTHYHO ACHCTBHE.

KnnHuuHa edukacHoCT ¥ 6e3zomacHocT Ha Enuayo npH DaUKMEeHTH Ha Bb3pacT 12 U MOBEYE roIvHU

bezonacHocTTa M eduKacHocTTa Ha Ennayo @opre, NpynoxkeH BeHBK AHEBHO 3a JICUCHMITT ERe
gyazapuc ca OLEHEHH B 12-ceIMUYHO, MHOTOLUCHTPOBO, PAHAOMH3IHPAHO , ABOHHO - CRIMIQ} eV g
KOHTPOJHPAHO KIIHHHYHO NMPOy4BaHe, cpaBHABalio Enuayo ®opre ¢ ren pexukymyWwniv/A03ee

MmalMeHTH ¢ akHe. B ToBa npoyusaHe 217 nauueHTH ca JekyBaHd ¢ Enunyo dopreff ’ X
Emuayo 1mg/2,5mg/g ren u 69 nauMeHTH ¢ rejt BEXHKYITYM. S0y B

Kpurepunre 3a epukacHoCT ca:




- Hupo Ha ycneBaeMoCT, NPOLEHT OT YYACTHHLMTE oLieHeHH KaTo "Yuct" ¥ "Iloyth yKcT” Ha
ceaMuua 12 ¢ monoOpeHne ot NoHe jf18e CTeneHy Bb3 OCHOBA Ha 00LIa OLICHKa Ha
wicnenosarens (IGA). PesynrareT Ha IGA ot "Uner" choTBeTCTBa HA YHCTa KOXKa Oe3
BB3NAJIMTENHH UNH HEBB3NANUTENHH Je3nu. PeayaTarsT Ha IGA ot "IloutH 4uCcT” CHOTBETCTBA
HA HAKOJIKO paslpPbCHATH KOMEAOHHK U HAKOJIKO MAIKH ManyH.

- Cpenna aGCcomoTHA NPOMAHA B CpaBHEHHE ¢ M3XOAHOTO HYBO Ha 12-Ta cenMuua B Opos Ha
BbL3MAJIHTEIHHATE H HEBL3MAIUTE/IHUTE JIC3UH.

Ha m3xoaHo uuBo, 50% OT BKJIIOYEHHTE TTALHEHTH ca HMaJIH aKHE, OLIEHEHO 10 TeXKeCT, KaTo ,,yMEPEHO™
(IGA=3) u 50% ca nManu oueHka ,,Texko” (IGA=4). B obuiara uscneasana nomynauus ca paspelieHH
no Aea HoayJa. B ,,bpoii Ha nesuuTe™ yuacTHHULMTE ca uMany obuo 98 ne3nu (amanasou: 51-226), ot
KOUTO cpeAHuaT Opoii Bb3manurenHd Je3ud € 38 (auanason: 20-99), a  cpeaHuar
Opoii -HeBb3nanuTeNnHu ne3unu € 60 (ananaszon: 30-149). Beapactra Ha nauueHTHTE Bapupa ot 12 no 57
roAnHH (cpeana Bu3pact: 19,6 ronunmu), kato 273 (54,3%) nauueHTH ca Ha BH3pacT oT 12 1o 17 roannm.
Bxmouenu ca ca cxoneH Opoi mbxke (47,7%) u xxenu (52,3%).
B ToBa ocHOBHO npoyuBaHe 55,2% OT naumMeHTHTE OLEHKA ,,TEXKKO™ Ca MMaJIM TPYHKAIHO akKHe.
[TauveHTHTE TPETHPAT JIMLETO M APYTUTE 3aCErHaTH OT aKHe Y4acThbUH MO TAIOTO MPH HEODXOAUMOCT
BEAHDBXK JHEBHO BEuep.
[ToeranHo ca W3BBLPIUEHH CTATHCTHYECKH aHANM3U 3a CpaBHABAHE WU THJIKYBAHE Ha pe3yNTaTUTE OT
NPOYYBAHETO:

-  Enmnyo ®©opre B cpaBHEHHE C rell BEXMKYAyM B 00111aTa nomyjanya OT NaLHEHTH ¢ YMEPEHO H

TexKko akHe (IGA=3 u IGA=4).

- Enunyo ®@opre B cpaBHeHHe C rel BeXHKYJIYM B NOArpynaTa nauHeHTH ¢ TexKo akHe (1GA=4).

PeaynTtaTuTe oT epHKacCHOCTTA ca noka3aHW B Tabnuua 2 3a koMOMHHpaHUTE NOMYIaLHH C YMEPEHO H
TEXKO aKHE.

Tadanua 2: Knaaauna epHKacHOCT B 00IIATA NONYRANNAS: NANHEHTH ¢ YMePEeHO H TEXKKO AKHE
ByJrapuc Ha ceamuna 12 (komonaupana IGA =3 u 4, M1, ITT nonynranus)

IIapaMeTpH HA Enuayo ®opre Enuayo ren I'e1 BeXHKYIYM
ePHKACHOCT (azanaJjen (azananeH
0,3%/6en3zonn 0,1%/6en3onn
nepoxcun 2,5%) nepokcua 2,5%)
| | (N=217) | (N=217)" (N=69)
YcnesaeMocT 33,7%° 27,3% 11,0%

(nopobperne MUHHMYM OT
nee crenend u IGA Huct™
MM ,J1ouTH YHuCT) _
IIpomMsina BB 27.8° 26,5 (69,3%) 13.2
Bb3NAJATECTHATE JIE3HH, (68,7%) (39,2%)
Cpeano abconoTHO
_(mpoleHTHO) HAMAJICHHE
Ipomsina B 40.5° 40,0 (68,0%) 19.7
HEBLINAJHTCNHHETE J€3HH, | (68 3%) (37,4%)
Cpenno abconoTno
(mpouenTHO) HAMAJICHHE

MI = MuoxectBeHH umnyTauuH; ITT = intent-to-treat

*ToBa npoy4BaHe HE € NPEAHA3HAYMEHO WM MMa 3a Len oQULHATHO CpaBHABAHE Ha e(DUKACHOCTTA Ha
Ennayo ®opre (anananen 0,3%/6enzonn nepokcun 2,5%) ¢ anananes 0,1% / beHzoys
¢ no-Huckara koHueHTpauus Enuayo ren (apananeH 0,1%/6enzomn nepok './ %S
cpasHsaBaHe HAa Enuayo ren (anananeH 0,1%/6eH3onn nepokeun 2,5%) ¢ no-H '

BEXHKYJTyM
°p<0.00]1 B cCpaBHEHHE C BEXHUKYJIYM




Pesynrarure oT mMbpBHYHHUTE aHAJIM3H Ha €PUKACHOCTTA MPH MONYJIALUATA C TEXKKO aKHE ¢a NoKa3aHH
B TaOnMua 3.

Tabanna 3: K1nHAYHA epHKACAOCT NPH NANHEHTH ¢ TeXKo akne Byarapuc (IGA =4, ML, ITT
NOMYJANHAA)

IlapaMeTpH Ha Enrayo ®opre Enunayo ren I'es1 BeXHKYJIYM
edbHKaACHOCT (apamanen (azanayen
0.3%/0enzona 0,1%/6en3zon
nepoxkcua 2,5%) nepoxcuj 2,5%)
| (N=106) (N=112) (N=34)
Y cmesaeMocT 31,9%? 20,5% 11,8%

(nopobpeHne MUHUMYM OT
aABe creneHd 1 1GA | JUncr*
unu L Jloutu uuct®)

[pomsina BB 37.36 30.2 14.3

BBINAJHTECITHHTE JICIHHA,

Cpeano ab¢010THO

40 68% 33,0%

 (DpomeHTHO) HAMAJICHRE | (74,4%) (6870) ( °)

Hpomsina B 46.36 43.9 17.8

HEBRINAJNHTENHHTE JICIHA,

Cpeano abeomoTro (72,1%) (68,4%) (30,8%)

(DnponenTHO) HAMAJIEHRE

MI = MuoxectBeHn umnyTauui; ITT = intent-to-treat

%p=0,029 B cpaBHEHHE C BEXHKYITYM
p<0.001 B cpaBHEHHE C BEXHKYYM

Enuayo ren (anananeH 0,1%/6en3zonn nepoxcun 2,5%) e BKIIIOUEH B TOBA H3NUTBaHE KaTo pedpepeHTHA
repanus. IIpn yyacTHHLUHM, ¢ akHe, oLeHeHO KaTto ,,yMepeHo” (IGA creneH 3), Tepanuara ¢ Enunyo
®opre (amananen 0,3%/6enzoun nepokcupn 2,5%) He noxkasBa NpeaUMCTBO B e€(HKACHOCTTA B
cpaBHeHHe ¢ pedepeHTHATa Tepandd. B aHanusa, npu yU4aCTHHLM, C aKHE, OLIEHEHO KaTo ,,TexXKO ™ (1GA
creneH 4), Enuayo dopre nocrura no-roasmMa epuUKacHOCT CIIPAMO BEXHKYNyMa C pa3ivKa B JICHEHHETO
ot 20,1% (31,9% B cpanenue ¢ 11,8%; 95% CI: [6,0% , 34,2%)], p=0,029), nokaro pedepecHTHaTa
Tepanus He NOCTHra ycrnex (pa3nuka B IeHeHHeTO CIPAMO BeXUKYayma ot 8,8%).

EdexkTsT Ha Ennayo Popre BLpxy Oenesute or akHe € wicneasaH B npoyusaHeto OSCAR. Tosa ¢
MHOTOLICHTPOBO, PaHAOMM3UPAHO, 3aC/ACNEHO OT MU3CNEAOBATENA, BEXUKYJIYM-KOHTPOIAUPAHO
HW3MNWUTBAHE, HW3MON3BAll0 BbTPELIHO-WHAMBUAYANIHO CpaBHEeHHe (AACHA NOJOBHHA Ha JIMLETO B
CpaBHEHHE C JIABa [MOJIOBHHA HA JIMLETO), H3C/CHABALLO MbXKE 4 )KEHHM Ha BB3pacT oT 16 no 35 roauum
(n=67) C yMepEHO 0 TEKKO JIMLIEBO aKHE BYJIFAPUC, CEC CPEAEH cpeaeH OpoH Ha akHe ne3un oT 40 akHe
nesnd (18 pp3nanvrenHu ne3vu, 22 HEBbHINANUTENHH JIE3UH) OT BCAKA cTpaHa. [lo-ronsMara yacT ot
Y4aCTHHLIMTE MMAT rnobajiHa OLEHKA Ha TEXECTTAa Ha AKHETO, KaTo ,,yMepeHo™ (93%). K nsere cTpaHu
ca nobOpe DanascHpaHH N0 OTHOLLIEHHE Ha JIEIUKTE OT aKHe, TexkecTTa Ha Oenesure ot akHe ca 12 Genera
OT BCfIKa cTpaHa ¢ roseMuHa 2-4 mm. Ilo-roagMara 4acT OT YYaCTHHLIMTE UMAT 100anHa oLeHKa Ha
TexecTTa Ha Oenesure ,Jieka* (63%) u okono 30% ca umanu ,,ymepeHa® rexecr .

B ToRa npoyuBaHe ca BKJIIOYEHHM YYACTHHLIM OT MBXXKH MiH XXEHCKH [10J1 Ha Bb3pact ot 16 go 35
FOAHHH BKJIIOUMTENHO H ¢ ¢oToTHn HA KoxaTa ot | 1o IV no ckanara Ha Fitzpatrick.

BknrouyeHaTa nonyaanus € npeanuMHO OT KeHH (65,7%) v noBedeTo yYacTHHLM ca KaTeropH3HpaHu
kKato npegumMHo Oenu mo paca (86,6%), a ocraHanuTe Kato asuatum (13,4%), €
MPUHAJICKHOCT He € ycTtaHoBeHa. Haili-uecture dororHnose xoxa ca Il (47,8%)
octananure IV (13,4%) u I (4,5%).

Bcuuku OTTOBAPALILH Ha YCJIOBUATA YYACTHHLIH Ca PAaHIOMHU3HPAHH [1a NToJiyHaBaTt E
CAHATa TIOJIOBHHE& Ha JHLETO H BEXHKYIVYM [FE€J1 BbBPXY Adpyrata, BCOHBLXK AHE




npoabibkeHre Ha 24 ceaMuuu. [TbpBHuHaTa KpaiiHa Touka 3a epMKacHOCT € Opoii Oene3u oT aTpopuvHO
aKHE Ha IMOJIOBUH JIMLE Ha 24-Ta ceaMHULA.

AHanu3bT HAa MbPBUYHATA KpakHa TOYKa MOKa3Ba, Ye JIeKapcTBeHaTa Tepanus HaMalsBa ooLus Opom

Oene3u ot akHe (BHxkK Tabauua 4).
Tabauna 4: O6mo 6ene3n or akue (ITT/LOCF)

O6mo Oenesm or akse | Ennayo ®opre

(ITT/LOCF) (apanaJieH Ien Pazanka B | CTaTHCTHUYECKH
0,3%/06en3onn BEXHKYJ/IYM JICYeHHeTO | pe3yJrart
nepoxkcua 2,5%)

Cpenno = SD Q.5 £5.5 133+ 74 3,744

MenuaHna 8.0 13.0 -3.0

p<0.000]1
(Q1, Q3) (6,0, 12,0) (8,0, 19,0) (-7,0, 0,0)
(MHH., MaKc.) (0,27) (0, 36) (-16, 3)

Enuayo ®opre (apananex 0,3%/6en3oun nepokcuna 2,5%) res HamaisBa npeAMMHO OeJie3uTe ¢ pasmep
2-4 mm ( meauana Ha Enuayo ®@opre (anananet 0,3%/6en3zoun nepokcua 2,5%) ren 9,0 + 5,4; mennaHa
Ha BexuKyaym rena 12,1 £ 7,0; MmeiraHa Ha pa3jiMKara B JICHEHHETO B CPAaBHEHHE C BEXUKYJIYM ret -3, 1
+ 4,1 ), njokaro HamaisiBaHeTo Ha Oenesure oTr >4 mm e no-manko ( MeaudaHa Ha Enuayo ®opre
(apananen 0,3%/6eH3omn nepokcuna 2,5%) ren 0,6 £ 0,8; MmeauaHa Ha Bexukyaymrea 1,2+ 1,9; mennaHa
Ha pa3/IMKaTa B JICYEHHETO B CPaBHEHHE C BEXHUKYJIyMm ren -0,6 = 1,5 ).

durypa | nokaspa npouEHTHaTa TNMpoMsHa Ha oOwuTe arpoduuHu Oene3n npv noceuleHHe 3a
CLOTBETHMTE MOJIOBUHH Ha JIMLIETO npH JieueHHe ¢ Enunyo @opre (apananen 0,3%/6en3onn nepokcua

2,5%) res ¥ ¢ BEXHKYJIYM rell.

@urypa 1
Percent change from baseline of total atrophic acne scar count by visit
30 (ITT/LOCYF)
. 171 s = 013U0 FOrTE
20 16.2 1 3.4 14.4

08 12.3 Vehicle

Percent change (mean)
o

-30 | Week

* p-ralue <.001

¥ HoMuHaNHaG p-cMOUHOCM, HEKOPUSUPANHA 3a MHO2OKPAMHO Mecmeane

5.2 @DapMaKOKHHETHYHH CBOHCTBA

Abcopbuus

[IposeneHo e papmakoknHeTHYHO npoy4yBaHe ¢ Enuayo ®opre (apananen 0,3%/0¢ Qﬁ?rr‘
2,5%) ren npu 26 Bb3pacTHU M 1OHOWIM (Ha Bb3pacT OT 12 10 33 roauHu) ¢ Temm :

YYaCTHHULIMTE € MpujaraH cpeaHo 2,3 rpama/aeH (amanasou: 1,6-3,1 Fp&MﬂfﬂEH)
BEAHBXK JHEBHO, BbPXY BCHYKH TOTEHLMATHO 3aCErHatu 30HH, B HpOﬂLH}KEH TERUOA. o1
CEZIMHIIH, HAHECEH Ha TBHBK CJIOH BBbPXY JIMLIETO, pAMEHETE, FOpPHATa 4acT Ha l"'bp 15 SropRa i AAc

RS

Ha repOa. Cnen 4 ceamuum snedeHue, 16 yuactHuka (62%) ca umanu KoJIHYe Tﬁelq\ H:;Mep 1&3
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[UTA3MEHH KOHUEHTPALMH Ha aJanajleH Haj rpaHuuara Ha xonvvecTseHo onpenensHe (LOQ ot 0,1
ng/ml), cbe cpeaHa Cmax 01 0,16 £ 0,08 ng/mL u cpeana AUC o.oam o1 2,49 £ 1,21 ng.h/ml. Haii-
H3IOXKEHUAT YYACTHHK € MMaJl CTOHHOCTH Ha Crax 1 AUC .24, Ha afiamanen cvoTeBeTHO OT 0,35 ng/ml v
6,41 ng.h/ml.

MdapMaKOKHHETHUHH TIPOYUYBaHHS, MPOBeAeHH KakTo ¢ Enuayo, Taka u ¢ Ennayo @opre, nokaspar, 4e
TpaHcaepmanHaTta abGcopOLms Ha ajfananeH He ce NMOBJIWABA OT OEH3OM NEPOKCHA.

[lepkyTaHHOTO NpoHMKkBaHe Ha OeH30MN nepokcHp € ¢nabo; KoraTo ce npuaara BbpXy KoXaTa, TOH
HAITRJIHO C€ NPeBpbINA B OeH30€Ha KUCENTHHA, KOATO OBbp30 ce eNMMHHHpA.

5.3 IlpexknHHHYHH JaHHHA 3a De3onacHoOCT

HexnuunuHuTe NaHHM He TIOKasBaT ocoDeH pHCK 3a xopa Ha 0azata Ha KOHBEHLMOHAITHHTE
$apMakoNOrHuHH MNpOy4YBaHUA 3a O€30NacHOCT, MpPOYYBAaHHA 32 TOKCHYHOCT TIPM MHOIOKPaTHO
npuiaraHe, reHOTOKCHYHOCT, GOTOTOKCHYHOCT HJIH KaHLIEpOr€HEH MOTCHLHAIL.

[TpoBexxnaHn ca penpoAYKTHBHH TOKCHMKOJIOTMMHM MPOYUYBAHHA € ajanaieH [MpH NepopaneH H
NepKyTaHEH ITbT Ha BLBEXAAHE, NPH IUTbXOBE H 3aiuM. TepaToreHed edekT € N0Ka3zaH NMpH BHCOKMU
CHCTEMHM eKcro3uuuH (nepopantu Ao3u oT 25 mg/kg /nen). Ilpu no-HUCKH ekCro3UUMK (JepMaiHa
no3a ot 6 mg/ kg/neH) ca HabmoaasaHH NPOMEHH B Opos Ha pedpa WM NpeLUIeHH.

[TpoyuBanus BBPXY XHBOTHH, npoBeaeku ¢ Enuayo wim ¢ Ennayo Poprte, BKIIOYBALILM H3CIHEABAHHUA
HA MECTHATA MOHOCHMOCT H H3CIEABAHHA 332 TOKCHYHOCT NPH MHOTOKPATHO TPHIOXKEHHE BBHPXY
KOXATa, NPH [U1bXOBE, KyUeTa ¥ MaJIKH npaceHua ao 13 ceaAMHLH, IEMOHCTPHPAT JIOKATTHO Apa3HeHe H
MOTEHUMAN 3a CEHCHOWIH3ALMg, KAKBHTO Ca O4YakBaHM npd KOMOMHAUMA, ChabpXkKalla OeHzomn
nepokcua. CHUCTEMHATa €KCNO3WLMA HA ajanajeH Ccjie], MHOMOKpaTHO KOXHO MNpPHIOKCHHE Ha
dukcHpaHa KOMOMHALMA [PH JKUBOTHH € MHOFO HHCKA, B CBOTBETCTBME C KAUHUYHHTE
dapmakokMHeTH4HH AanHH. Benszomn nepokcua O6bp30 M HambIHO ce mpeobpasyBa B OeH3ocHa
KHCETMHA B KOXaTa 4 cinepn abcopbuus ce eNMMHHHpA C YpHHATa, KOETO OCHIYpABa OrpaHHYe€Ha
CHCTEMHA EKCNO3HLHA.

PenpoayKkTHBHATA TOKCHYHOCT Ha aAanajieH € TECTBaHa NEPOPATHO NPH ILTbXOBE 33 PEPTHIHTET.

He ca HabmoaaBaHy HeOnaronpusaTHH ehekTH BbPXY penpoayKTHBHATA CHOCOOHOCT U MI0A0BUTOCTTA,
pesKUBIEMOCT Ha nokojeHne F1, pacrex v pa3BuTHE A0 OTOMBaHE M NOC/EABaLIA PENPOAYKTHBHA

CcOCOOHOCT ClIE TPETHpaHe ¢ NepopalieH aaanasned B 1034 10 20 mg / kg / nen.

[TpoyuBaxe 3a peApPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 32 pasBUTHE, POBEACHO ITPH IPYIIH IIHXOBE,
NoJUVIOKEHH Ha nepopalHu no3u GeHsounn nepokcua ot 1000 mg / kg / nen (5 mL / kg), mokasea, ue
GEH301N NepOKCHA, HE NpeAH3BUKBA TEPATOr€HHOCT WM €(PEKTH BbPXY PENPOAYKTHBHATA (PYHKUHA B

no3u ao 500 mg/kg/neH.

OueHka Ha pyucka 3a okoaHaTa cpena (ERA):

[TpoyuBaHMATA 3a OLIEHKA HA PHCKA 33 OKOJIKATa CpeAa NOKa3part, Ye afanajicH HMa NoTeHLUHaN aa Obae
MHOT'O YCTOHYHB M TOKCHYEH 3a OKONHaTa cpeaa (BX. Touka 6.6).

[TpoyuBanusTa 3a OLIEHKA HA PUCKA 34 OKOJIHATA Cpela [OKa3BaT, Y€ afanajicH MOXKe Aa NpeacTapiiBa
PHCK 3a BOJHATa cpeaa.

6. ®APMAIEBTHYHM JAHHU

6.1 Cnachbk HA NOMOIHATE BELISCTBA
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JAnHaTpueB eaerTar

Hatpues noKysar

[ nuuepon

Ilonokcamep

[TponuneH rnukon (E1520)

Cumynren 600PHA (konmonuiMep Ha akpHJiaMHJ, H HATPHEB AKPHIOWIAMMETHUIITAYPAT, H30XEKCAICKAH,

nonucopbat 80 (E433), copburaH onear)
[Ipeuucrena Bona

6.2 HecbLbBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ba rogmocr

2 TOIHUHH,

Cnen mbpBO OTBapsHe: 3 Mecela.

6.4 CoensajJHH YC/IOBHSE HA ChXpPaHEenHE
Ha He ce chXpaHaBa NpH TeMneparypa Hag 25°C.
6.5 Bnaa B chaAbpkanye HA ONAKOBKATA

Enuayo ®Mopre ce npennara B ABa BUAA ONIAKOBKH:

Ty06a:
ILiactMacoBd TYOH OT 2 g U 5 g C MONHETUNIEHOBA CTPYKTYPa € BUCOKA ILTbTHOCT K I71aBa OT NONHETHIIEH
C BHCOKA TUTBTHOCT, 3aTBOPEHH € NOJHNPONWICHOBA Karayka Ha BHHT.

MHorono3osa onakoska ¢ XepMeTHYECKH 3aTBOPEHA NOMIa:

15 g, 30 g, 45 g u 60 g MHOFOI030BA OMAaKOBKA C XEPMETHYECKH 3aTBOPEHA NMOMINA W NPELLpaKBalio ce
Kanauie, U3paboTeHO OT MOJIUMPONMKICH WM TOJHETWIEH C BHCOKA IUTBTHOCT, WIH MOJKINPOINHIIEH,
NOJIKETUNAEH C BUCOKA IUTBTHOCT M MOJHETHIIEH C MHOTO HUCKA IUTHTHOCT.

He BcHuku BUAOBE ONaKOBKU MoraT Aa ObaaT MycHATH Ha nasapa.
6.6 Chonenmanni npeanasHHd MepKH NPH H3IXBLPJAAHE
Hama cnelHanyy u3ucKBaHHA.

Heuznon3sauusar JCKAPCTBECH NMPOAYKT WIH OTNAABHHHTC MATCPHAJIH OT HEIO TpﬂﬁBa Ad CC H3XBBPJIAT
B CbOTBETCTBHEC C MCCTHHUTC H3UCKBAHMA.

7. TIPHTEXATEJI HA PAIPEINIEHHETO 3A YIIOTPEBA

Galderma International

Tour Europlaza, 20 avenue André Prothin — La Défense 4
La Détense Cedex 92927
Opasuus

8. HOMEP(A) HA PAZPENIEHHUETO 3A YIIOTPEGA

Per. No: 20220321
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9. JATA HA IOBbPBO PA3PEIIABAHETIOTHOBSIBAHE HA PA3PEIIEHHMETO 3A
YIIOTPEBA

Hata Ha mbpBO paspewasane: 07.12.2022
Hata Ha NOCAEAHO NOAHOBABAHE:

10. JATA HA AKTYANIMIUPAHE HA TEKCTA

Oxromepu 2024
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