IHCTPYKLIA

NS MeANYHOr0 3aCTOCYBaHHSA /1IKapCbKOro 3acoby

EQPEIEN
(EFFEZEL)

Cknag:

Aitoui pevosuHu: adapalene, benzoyl peroxide;

1 r rento MicTUTb agananeHy 1 mMr ta 6eH30iny nepokcuay 25 mr;

[OMOMI>KHI peyoBuHu: Cumynbrens 600 PHA (cononimep akpunamify Ta HaTpito akpunoingnveTunTayparty, isorekcagekaH, nonicop6at 80, copbiTaHonear),
HaTpit0 JOKy3aT, ANHATPIO efeTaT, rNiuepuH, nosokcamep 124, NponifeHrnikosb, BoAa OUnLLeHa.

Jlikapcbka thopma. Menb.
OCHOBHI (0i3MKO-XiMiYHi BNaCTUBOCTI: HEMPO30PWUIA renb Bif 6iN10ro 4O CBIT0-XXOBTOM0 KONbOPY.

dapmakoTepaneBTUYHa rpyna. MNpenapaTty 415 MicLLEBOro NiKyBaHHA akHe. PEeTUHOIAM AnA MICLEBOro fliKyBaHHA akHe. AgananeH, kombiHauii. Kog ATX D10A D53.

dapmakosoriyHi B1acTmBOCTI.

dapmakogHamika.

[lo cknafy npenaparty BXOAATb [iBi aKTVBHI PEYOBMHM i3 Pi3HUMU, anie B3aEMOAOMNOBHIOBA/IbHUMMN MeXaHi3mamu fif.

ApananeH — Le XiMiYHO cTabinbHa noxigHa HagTOMHOI KUCMOTK i3 PETUHOILOMOAIGHO Aiet0. Y AOCNIMKEHHSAX 6ioXiMivyHOro i apmakonoriyHoro npodinto 6yna
nokasaHa fis afjananeHy npv 3axBOpOBaHHI, crpyuynHeHoMy Acne vulgaris. BiH € MOTYXXHUM MOAYIATOPOM KNITUHHOI AudepeHuiauii i KepaTuHisauil, a TakoX Mae
npoTm3anasnbHi BNacTUBOCTI. MexaHi3m Al agananeHy 6a3yeTbCA Ha 3B’si3yBaHHI CNOMYKM 3i CNeUUMiYHUMK SAepHUMI peLienTopamn PeTUHOEBOT KMCNOTU. CyyacHi
[aHi JaloTb 3MOry npunycTuUTK, LWO MPU MICLEBOMY 3aCTOCYBaHHI ajanajsieH Hopmanisye AudepeHuiauito ONiKynapHUX eniTeniaibHNUX KNITUH, 3aBAAKA 4YOMY
3MEHLUYETbCA YTBOPEHHS MIKPOKOMEAOHIB. Y MOAensax in vitro ajananeH MNpUrHiyye XemoTakcuyHy (HanpasfieHy) i XeMOKIHETWYHY (BMMafKoBY) Bifnosifi
NoNiMopHHOALEPHMX NENKOLUMTIB NOAMHN; TaKOX BiH MPUrHIYye NEpeTBOPEHHS apaxifoHOBOI KUCMOTWM A0 MefiaTopiB 3anasieHHs. 3a AaHuMK JOCNiIKeHb in vitro
aflananeH npurHivye paktopm AP-1, a TakoxX ekcnpecito toll-nogibHmx peuentopis 2. Takuii Npoinb BKasye Ha Te, WO Mij Aieto afananeHy 3MeHLWYeTbCS 3anaibHUi
KOMMOHEHT akHe, 0rnocepeiKoBaHWIA KNiTUHaMW.

BeH30iny nepokcug YNHUTL NPOTUMIKPOOHY fito, 30Kpema NpoTu P. acnes, siKi NPUCYTHI Y HaAMIPHIN KiNbKOCTI B ypaXKeHOMY CallbHO-BONOCSHOMY KoMnekci. Kpim
LbOro, 6eH30iNy Nnepokcug Mae BifgnyLlyBasibHi | KEPaToMiTUYHI BNACTMBOCTI, & TAKOXX YNHUTL Ce60CTaTUYHY Ait0, MepeLlKom,Katoum HagMipHOMY BUAINIEHHIO LUKIPHOIO
cana, SKUM CYNnpoBOKYETHCA aKHE.

dapmakoKiHe TVKa.

dapmakoKiHeTUYHI BfacTueocTi npenapaty Eddesen nogibHi 4o Npodinto hapMakoKiHETUKM refto, KM MICTUTb NinLLe afananeH y kKoHueHTpauii 0,1 %.

Y 30-A4eHHOMY KNiHIYHOMY [OCNiMKeHHI (hapMakKOKIHETUKM 3a y4acTHO NauieHTIB 3 akHe, AKi 3aCTOCOBYBa/IM Teflb i3 KOMOIHaLie0 (PikcoBaHMX 03 abo npenapar
BignosigHoro cknagy 3 0,1 % afgananeHy y MakCUManbHUX [03ax (HaHeceHHst Mo 2 r refitl0 Ha Aoby), KOHUeHTpauii agananeHy y 6inblWOCTi 3paskiB niasMu Kposi



KiNIbKICHO He BM3Havanucs (Mopir KifibKicHOro Bu3HayeHHs ctaHoBuB 0,1 Hr/mn). Hu3bKi koHueHTpauii agananeHy (Cyax Bi4 0,1 fo 0,2 Hr/mi) 6ynv BU3HaYeHi y ABOX

npobax KpOBi Yy4aCHMWKIB, siKi 3acTocoByBanv Edihesen, i y TpbOX Npobax KpoBi y4yaCHWKIB, AKi 3acTocoByBann renb agananeHy 0,1 %. Halibinblie 3HaueHHS
AUCq 2470 3faNaneHy, BU3HaueHe y rpyni 3actocyBaHHs KOMOIHaLT (hikcoBaHMX f03, CTaHOBWO 1,99 Hr-rog/mn.

LLi pe3ynbTatv NOAi6HI 4O OTPUMAHMX Y MOMepesHIX KNiHIYHUX LOCNIIKEHHAX (hapMaKOKIHETUKM Pi3HUX npenapartis agananeHy 0,1 %, 3a faHWMU SKUX CUCTEMHA
eKCMo3uLiis agananeHy NocTiiHO 6yna HNU3bKOHO.

IMPOHNKHEHHS 6EH301MY NEPOKCUAY KPi3b LUKIPY HN3bKE; NPU HAHECEHHI Ha LLUKIPY BiH MOBHICTHO NEPETBOPHOETLCA HA BEH30MHY KUCMOTY, iKa LUBUAKO eNiMIHYE.
LLOKNiHIYHI gaHi 3 6e3neku.

Pe3y/nbTat CTaHAAPTHUX [LOKMIHIYHUX (DAPMaKONOTiYHUX [OCMifKeHb 06e3nekun, [OCNifXeHb TOKCUYHOCTI Mpenapaty npu 6aratopa3oBOMYy 3acTOCYBaHHI,
reHOTOKCUYHOCTI, JOTOTOKCUYHOCTI a60 KaHLLePOreHHOCTI He CBifyaTb NPO HasiBHICTb 0COG/IMBUX 3arpo3 Ans NOANHMN.

ToKCcUYHWIA BNNB afianaieHy Ha penpoayKTMBHY (DYHKLiKO OCNiLKYBa/M Ha TBapuMHax, AKUM npenapat BBOAWIM NEepopasibHO i HAHOCWUM Ha LUKipy. [py BUCOKUX
CUCTEMHUMX eKcro3nuisx (nepopanbHe BBEAEHHS Y A03ax Bif 25 Mr/Kr/goby) cnoctepiraBcs TepaToreHHMn epekT. MNpy MeHLMX eKcno3nuisx (HaHeCeHHI Ha LKipy Y
[03i 6 Mr/kr/go6y) Big3Havanmcs 3MmiHM KinbKocTi pebep abo xpebui.

JocnipkeHHs npenapaty Edpesen Ha TBapuHax BKNKOYanW LOCNIIKEHHA MICLEBOI NEepeHOCUMOCTI |1 LUKIPHOT TOKCMYHOCTI mpy 6aratopa3oBOMY 3aCTOCYBaHHI
npenapaTy TBapuHaMm NPOTArom nepiogy A0 13 TWXKHIB; Mpenapar YMHMB MICLEBY NOAPa3HIOBa/bHY Ait0 | BUABNAB 3[ATHICTb CMPUYMHATL CeHCMOIinisayito, fK i
OuiKyBasiocs Bif KOMOGiHaLT, 10 CKnagy SKOI BXOAMTb 6eH3011y nepokcua. CUCTEMHI ekcnosuuii agananeHy nicns 6aratopa3oBoro HaHECEHHS Ha LUKipY KOMOGiHaUii
(PIKCOBaHWMX [103 Y TBAPUH LYXe HU3bKI, L0 Y3roMKY€ETbCS i3 KNIHIYHUMY (DapMaKOKIHETUYHUMU AaHUMW. BeH30iny nepokcuz LWBMUAKO i MOBHICTIO NEPETBOPHOETLCA HA
GEH30MHY KMCNOTY Y LWKIpi I NiCNs BCMOKTYBaHHS BUBOAUTLCS i3 CEYEHD; MOr0 CUCTEMHA EKCNO3NLLiS 06MeXeHa.

KniHiYHi XapaKTepuUCTUKN.
lNokasaHHS.
NikyBaHH#A 3BUYaliHOro akHe (acne vulgaris) i3 koMeZoHamu, nanynamu i NycTynamu.

MpoTunokasaHHs.
BariTHICTb.
MnaHyBaHHA BariTHOCTI.
[inepyyTMBICTb A0 AIOUNX PEYOBUH abo L0 6yAb-AKOI 3 4OMOMDKHUX PEYOBUH.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

JocnipkeHHsA nikapcbKol B3aeMogii npenapaty Eddesen He NpoBOANINUCH.

3 ornaay Ha nonepefHiii AOCBiA 3aCTOCyBaHHA adananeHy i 6eH3011y nepokcuay, B3aEMOAiN i3 iHWMMM NiKapCbKMMK 3ac06aMu, WO MOXYTb HAHOCUTUCL Ha LUKIpY
0AHo4acHo 3 npenapatomM Edpesen, BusBneHo He 6yno. OgHak He cnif 04HOYaCHO 3aCTOCOBYBATY iHLWI peTUHOIAM abo 6eH3011y Nnepokcui, abo npenapaty i3 No4i6HUM
mexaHizmoMm Aii. Cnig LOTprMyBaTUcA 06epeXkHOCTI MPK 3aCTOCYBaHHI KOCMETUYHUX 3ac006iB, AKi BUABNAKOTL BifnyLLyBabHi, NOAPAa3HIOBa/IbHI ab0 MifCYyLUYBa/bHI
B/IACTUBOCTI, OCKI/IbKM Lie MOXE CMIPUUYMHUTI afUTUBHUIA NOLPa3HIOBA/IbHNIA e(heKT Npu 3acTocyBaHHiI Eddeseny.

BcMOKTyBaHHS agananeHy Kpisb LLKipY NHOAWHN HA3bKE, TOMY B3aEMOiS i3 CUCTEMHUMMW NiKapCbK1MM 3ac06amy ManoiMOBIpHa.

MPOHWKHEHHSA BeH3011y NepoKCUAY Kpisb LUKIPY HU3bKE, BiH MOBHICTIO MeTaboNi3yeTbCA A0 GEH30MHOT KACNOTH, KA LUBUAKO BUBOAUTLCS 3 OpraHiamy. Takum YMHOM,
B3aEMOZist 6eH30MHOT KAC/IOTK i3 CUCTEMHUMU NTIKAPCLKMMU 3aC06amyi MasIoiMOBIpHa.

Oco6MBOCTI 3aCTOCYBaHHSA.



I"enb Eddpesen He cnifg HaHOCUTK Ha NOLLKOAPKEHY, NopaHeHy (Nopi3n abo cafHa) abo eK3eMaTOo3HY LUKIpY.

MOTPiBHO YHMKATM KOHTaKTY refito 3 041MMa, POTOBOK NMOPOXKHUHOD, HI3APAMY Ta CIM30BUMM 060/10HKaMK. AKLLO0 npenapat noTpanve B OMi, X CNif HerainHo NpoMuTy
TensoK BOAOH.

Mpenapat MicTUTb NponineHrnikons (E1520), SKniA MOXe CPUUYMHUTIA NOAPa3HEHHS LUKIPW.

Y pasi po3BUTKY peakLii, Sika CBiA4nTb NPO YyTAMBICTb [0 BYy/b-AK0i CKIaf0BOI Npenapary, 3acTocyBaHHA rento Eddesen cnig npunuHnUTN.

Cnif yHMKaTn HaIMiPHOr 0 BN/IMBY COHAYHMX NPOMEHIB ab0 Y P-0rnpoMiHEHHS.

Cnif, yHMKaTK KOHTaKTy npenaparty i3 0yfb-AKuM 3ab6apBfieHMM matepiasioM, B TOMY Y/CAi BOIOCCAM | (papboBaHUMM TKaHWHaMK, OCKiflbKK Lie MOXe Mpu3BecTu [o

3MiHM KONbOopy abo 3HebapB/ieHHS.

3acTocyBaHHs y nepiof BariTHOCTI abo rogysaHHs rpyaato.

MepopasibHe 3aCTOCYBaHHSA PETUHOIAIB MOB’A3aHe 3 BUHWKHEHHAM BPOMKEHMX aHOMaslii. 3a 3ara/lbHUM MNpaBUIOM BBXKAETHCA, WO MPU MICLLEBOMY 3aCTOCYBaHHI
BIANOBIAHO [0 3aTBEPPKEHMX MOKa3aHb PETUHOIAN MOXYTb CMPUYMHUTU HE3HAYHWUIA CUCTEMHUIA BNMB Y 3B’S3KY 3 MiHIMa/IbHOO abcopbuieto Kpidb LWKipy. OfHak
ICHYIOTb IHAMBIAYaNbHI YNHHUKY (HanpuKAag NoLWKOLXeHHS LKipW, HaaMipHe BUKOPUCTaHHSA), O MOXYTb CIPUATY NiABULLEHHIO CUCTEMHOIO BIJIMBY.

BariTHicTb

Eddesen npoTunokazaHuii BariTHUM Ta XKiHKaM, SKi M1aHytTb BariTHICTb.

KifnbKicTb JaHUX LLOAO MICLEBOro 3aCTOCyBaHHA afananeHy BariTHUM XiHKaM € 00MeXeHOoH abo AaHi BiACYTHI.

Y [OCniKeHH:AX Ha TBapUHaX, SKUM NpenapaT BBOAUIN NepopasibHO, 6y Na BUSBNEHa TOKCUYHA fisi HA PENPOAYKTUBHY (DYHKLIKO MPY BUCOKNX CUCTEMHUX eKCMO3ULLIsX.
KniHiYHMIA 0OCBIA MiCLEBOr0 3aCTOCYBaHHS afananeHy i 6eH30iny NepoKcuay BariTHUM XiHKamM 0OMEXEHWIA.

FAKLLO NikapcbKMiA 3aCi6 3aCTOCOBYETLCSA MNif Yac BariTHOCTI ab0 AKLLO NauieHTKa 3aBariTHifa Mig Yac NpuMinomy Liboro /likapcbKoro 3acoby, NikyBaHHA CNif NPUNUHNUTK.
"oAyBaHHA rpy a0

JocnipkeHb WOAO NPOHUKHEHHS NpenapaTty y rpyAHe MOooKo TBapyH abo NoAuHM Nicns HaHeceHHs rento Edesen (agananeHy Ta 6eH30iny nepokcuay) Ha LWKipy He
MPOBOAMNJIOCH.

BnnvBy Ha AUTKHY, WO roAyeTLCA rPYAAH0, HE OUIKYETLCS, OCKISIbKM CUCTEMHUIA BINJIB NTIKAPCbKOr0 3aC00Y Ha XIHKY, WO rofye rpyabMu, HesHauHuin. Eddesen MoxHa
BUKOPUCTOBYBATM Mif Yac rogyBaHHsA rpyaato.

[ns 3ano0biraHHA KOHTAKTHOrO BM/IMBY Ha HEMOB/IAT CNiJ, YHNKATW 3aCTOCYBaHHA resito Edhesen Ha rpyam nif yac rofyBaHHA rpyaaro.

PepTUNbLHICTL

YKogHunx gocnigpkeHs (hepTUbHOCTI I0AMHN i3 3aCTOCYBaHHAM refto Edidpesen He nposognnu.

OfiHaK y JOCNipKEHHSAX PernpoAyKTUBHOCTI, NPOBEAEHWX Ha TBapuHaXx, He Oy/10 BUSIB/IEHO YKOAHOI0 BNMBY afananeHy abo 6eH30iny nepoKcuay Ha PepTUbHICTb.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeaku il Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMK MexaHi3MaMu.
He BnnvBae.

Cnocib 3acTocyBaHHA Ta [03Mu.

"enb Edhthesen HAHOCATL Ha BCHO YpaXkKeHY akHe MOBEepPXHIO OAMH pa3 Ha [eHb BBeYepi Ha YNACTY | CyXy WKipy. [Npenapar HAHOCATb TOHKUM LIapoM KIHYMKaMu NasibLis,
YHUKaKOUM KOHTaKTY 3 oumma i rybamu (amB. po3gin «Oco6/MBOCTI 3aCTOCYBaHHSA).

Y pasi nogpasHeHHs PeKOMeHAYETbCA 3aCTOCYBAaTU HEKOMeOreHHi 3B0/I0XKYBa/IbHI 3aC06M, 3MEHLLMTM YacTOTY 3aCTOCYBaHHSA npenaparty (Hanpuknag, HaHoCUTY Yepes
[ieHb), TUMYACOBO NepepsaTy abo MOBHICTIO NPUMUHUTY NOr0 3aCTOCYBAaHHS.

TpuBanicTb NiKyBaHHA Ma€e BU3Ha4aTW Nikap 3 Ornsgy Ha KAiHiYHWIA cTaH nauieHTa. MepLui 03HaKK KNiHIYHOro NOKpalLaHHs CTaHy 3a3Buyaii 3’ABNAThCA Yepes 1-4



TWXKHI NiKyBaHHS.

aiTn.

be3neka Ta e(heKTUBHICTb 3aCTOCYBaHHA npenapaTy Eddesen 4iTam BIKOM 40 9 pOKiB He JOC/iIpKYyBa/InCA.

Nepeno3yBaHHA.

Mpenapat Nnpu3HayYeHnii NnLLe 418 HAHECEHHA Ha LLKIpY OAWH pa3 Ha fo6y.
Y pa3i HeHaBMUCHOr 0 MPOKOBTYBaHHSA CNif BAATUCS A0 BiANOBIAHOT CUMMITOMATUYHOI Tepanii.

Mo6iyHI peakuii.

Cuctemu opraHismy (3a
MedDRA)

YacToTa

HebGaxkaHa peakLiisi Ha npenapat

3 60Ky opraHis 30py

YacToTa HeBigoma*

Habpsk nosik

3 60Ky iMyHHOI cucTemm

YacToTa HeBigoma*

AHapinakTUUHI peakuil

3 OOKy opraHiB AMXaHHs,
rPYAHOT KNITKW | cepefoCTiHHSA

YacToTa HeBigoma*

BiguyTTa CTUCHEHHA Y rop/i, ANCTTHOE

3 60Ky LWKipn 1 MigWKipHOT
K/ITKOBVHU

Yacto (= 1/1001
< 1/10)

CyxicTb LWKipK, NoApasHIOBa/IbHUIA KOHTaKTHWIA
[epMatuT, MOAPasHeHHA  LUKipW, BIZUYTTH
MeYiHHA LWKipW, epuTemMa, NYLLEHHS LWKipK

HeyvacTo (= /1000 i
< 1/100)

CBepb6ix, COHAYHUIA OMiK

YacToTa HeBigoma*

ANepriyHniA KOHTaKTHWIA epMaTuT, HabpsK
0611yys, WKipHWIA 6inb (NEKyYnia 6inb), Nyxmpi
(Be3mkynu), rinonirmeHTawis LWKipK,
rinepnirmeHTauis WKIipW, KPOMWB’AHKa, ONiK B
MiCL{i HAaHECEHHA* *

* [laHi nicnapeecTpauiiHuX CNOCTePeXeHb.

**Y 6iNbLUOCTI BUMAAKIB ONiKy 6yIM NOBEPXHEBUMU, /1€ TaKOX MOBILOMAAN0OCS NPO BUMAAKM OMiKiB APYroro cTyneHs abo npo onikosi peakuii TAXKKOro CTYMNeHs.

Y pasi noApasHeHHs LUKIpW MiCNa HaHeCeHHs npenapaTy iHTEHCMBHICTb TaKOi peakLii 3a3Buyail nerka abo MOMipHa, i3 MICLEBMMW O3HaKamy Ta CUMMNTOMaMu
HenepeHOCUMOCTI (epuUTema, CyXiCTb, NTYLLEHHS LUKIpKW, BiYYTTA NediHHA i 6inb (nekyunid 6inb)), SKi LOCAraloTb MakCMMa/IbHOr0 BUPAXKEHHS Y NEPLUNIA TMXKAEHb, a

MOTIM CMOHTAHHO MUHAIOTb.

[NoBigomMNIEHHS NMPo Mifo3pHoBaHi No6iIYHI peakuii

MoBifOMMEHHA NPO Nigo3ptoBaHi NOGIYHI peakuii y nicnapeecTpayiinHMiA nepiog NikapcbKoro 3acoby € BaxnneuM. Lle gae 3mory BecTv 6e3nepepBHUIA MOHITOPUHT
CNiBBIAHOLLEHHA KOPUCTI/pU3NKY 3acTocyBaHHA npenapaTy. CreyianictTu B raay3i OXOPOHW 3[0POB’S 3000B’A3aHi MOBIAOMMSTU Yepe3 HaliOHa/lbHY CUCTEMY

NoBifOMNEHb NPO By Ab-AKi BUNaaKn Migo3ptoBaHMX NOBIYHMX peakLii.




TepMiH NpUAaTHOCTI.
2 poku. Ticns nepLioro po3KpUTTA YNakoBKW NpenapaT NpuAaTHWIA 40 3aCTOCYBaHHS MPOTAroM 6 MicsauiB.

YMO0BW 36epiraHHs.
36epirati npu Temnepartypi He BuLe 25 °C y HeJOCTYNHOMY ANs AiTel micLi.

YnakoBKa.
Mo5r,15r, 30T rentoy Ty6i; no 1 Ty6i B KAPTOHHI KOpooL,i.
Mo 15, 30T rento y KOHTelHepi; No 1 KOHTeHepy B KAPTOHHIA KOPOOL.

Karteropis Bignycky.
3a peLenTom.

BupobHuK.
NABOPATOPIITANTIAEPMA.

MicuesHaxomKeHHA BUPOOHMKaA Ta afpeca Micusa NpoBaiXKeHHS Moro AisnibHOCTI.
31 MoHgesip 74540 AJ/1bBI-CHOP-LLUEPAH, ®paHLis.



