Ckian

Oitoui peuosuHu: adapalene, benzoyl peroxide;
1 r remo micTuTh apanasneny 1 Mr Ta 6eH301/Ty IEPOKCULY 25 MT;

oonomiocHi peuosuHu: Cumynerenst 600 PHA (conmonimep akpuiamify Ta HaTpiio
aKpUJIOLIOUMEeTHUITaypaTy, i3orekcagekas, nojicopbart 80, copbiTaHosmeaT), HaTPilO
OOKy3aT, AMHAaTPilo efeTar, IJiilnepuH, mojokcamep 124, nponijieHriikosb, Boga
OUHIlEeHa.

JIikapcbKa ¢popmMma

T'ens.

OcHoBHI (pi3uKo-xiMiuHi 81aCcMuUBOCMIi: HEITPO30PUM rejb Bif 6iy1oT0 Oo CBIiTIIO-
2KOBTOT'0 KOJIbODY.

®dapMaKoTepalneBTHYHA Irpyna

[IpemapaTu OJIs1 MiCIIeBOTO JIIKYBaHHS aKHe. PeTUHOIOM IJIst MiClIeBOTO JIiKyBaHHSI
akHe. ApmananeH, komOiHalil. Koo ATX D10A D53.

®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

ITo cknany mmpenapaTy BXOOATh OBi aKTUBHI PEYOBUHU i3 Pi3HUMHU, ajie
B3a€EMOIOIOBHIOBAJILHUMHU MexXaHi3MaMu mil.

ApamaneH - 1e xiMiuyHO cTabilbHa mMoxXigHa HaPTOMHOI KUCIOTH i3 PETUHOIOIIOniOHO0
miero. Y pocrimxkeHHaxX OioxiMiuHOTO i papmakosiorigHoro npodinto Oyia mokalaHa [Oid
afjarajieHy IIpu 3aXBOPIOBaHHI, CIpUYUHEHOMY Acne vulgaris: BiH € IIOTy2KHUM
MOIYISITOPOM KJIITUHHO] gudepeHIliallil i KepaTHUHi3allil, a TaKOXK Ma€ ITpoTu3amnalbHi
BJIaCTUBOCTi. MexaHi3M [il amamaneny 6a3yeTbCs Ha 3B’ sI3yBaHHI CIIONTYKH 3i
crienu(pivHUMHU AOEePHUMHU peleliToOpaMu PETUHOEBO] KucaoTu. CydacHi faHi JaioTh
3MOT'y IIPUIIYCTUTH, II0 IIPU MICILIEBOMY 3aCTOCYBaHHI afjanajeH HOpMalli3ye
oudepeHiIianio QoniKyIapHUX elliTenialbHUX KIIITUH, 3aBAsSIKN YOMY 3MEHIIIYETHCS
YTBOPEHHS MIKPOKOMENOHIB. Y MOeAX in vVitro agarnajieH IIPUrHidyye XeMOTaKCU4YHY
(HampaBJieHY) i XeMOKiHETUYHY (BUIIaZKOBY) BiATIOBiZl moIiMOppHOSAAEPHUX
JIEVKOIUTIB JIIOOWHY; TaKOXK BiH IPUTHIYYy€E€ NEePETBOPEHHS apaxifOHOBOL KUCJIOTHA [0
Me[iaTopiB 3amajnieHHs. 3a JaHUMH OOCIiAXKEeHb in Vilro aganajeH IPUrHigyye gpakTopu
AP-1, a Takoxk ekcmpeciio toll-momioHux penenTtopiB 2. Takuit npodinb BKa3ye Ha Te,



1110 ITiJ Oi€r0 afamnajieHy 3MEeHIIIYEThCS 3alalbHUM KOMIIOHEHT aKHe,
OIocepeaKOBaHUH KIIITUHAMMU.

BeH3oiny mepokcug YMHUTH IPOTUMIKPOOHY MIit0, 30KpeMa IIpoTu P. acnes, sKi
NPUCYTHI Y HaAMipHIiM KiJIbKOCTI B ypakK€HOMY CaJIbHO-BOJIOCAHOMY KOMIIIEKCi. Kpim
11bOT0, 6€H301JIy ITePOKCUL Ma€ BimIyllyBaslbHi i KEPAaTONIiTUYHI BIaCTUBOCTI, a TAKOXK
YUHUTL Ce00CTAaTUYHY Oif0, ITePEUIKOOXKalouu HagMipHOMY BUOiJIEHHIO MIKipHOTO cala,
SIKUM CYIIPOBOIXKYETHCS aKHE.

dapmakokiHemukKa.

dapmMaKOKiHETHMYHI BIacTUBOCTI npenapaty Eddeszen nmonibHi mo npodinio
(bapMaKkoOKiHETUKM TeJlio, IKUM MICTUTH JIMIIe afanalieH y KoHueHTpatii 0,1 %.

Y 30-gpeHHOMY KITiHIiYHOMY OOCJiAXKeHHi (hapMaKOKiHETHUKHU 3a y4acCTIO Malli€EHTIB 3
aKHe, sIKi 3aCTOCOBYBaJIX r'ejib i3 KoMOiHalli€ero pikcoBaHux mo3 abo mmpemapaT
BigmoBigHOTO cKiany 3 0,1 % agamaneHy y MaKCUMaJlbHUX O03aX (HaHECEHHS I10 2 T
remto Ha goOy), KOHIIeHTpallil agananeHy y OilbIIoCTi 3pa3KiB m1a3Mu KPOBi KiTbKiCHO
He BU3Hayvalucs (Iopir KinbKicHOro Bu3HadyeHHSA ctaHoBUB 0,1 Hr/mim). Hu3bki
KOHIIeHTpallil afjanaaeHy (CmaX Bim 0,1 mo 0,2 Hr/m) Oysu BU3Ha4YeHi y OBOX Impobax
KPOBi y4acHUKIB, siki 3acTocoByBanu Eddeszer, i y Tpbox mpobGax KpPOBi y4aCHUKIB, SKi
3acTocoByBasnu renb agamnaneny 0,1 %. Haibinbille 3HaYeHHS AUCO_2 4rop ARATIATIERY,
BU3HauUeHe y I'PyIli 3acTocyBaHHs KoMOiHalii hikcoBaHux m03, cTaHOBUIIO 1,99

HI'TOO/MJI.

Lli pe3ynbTaTy 1omibHiI O OTPUMaHUX y IONEPENHIX KITIHIYHUX OOCTiIKEeHHIX
(bapmakokiHeTUKM pidHUX npemnaparTiB agamnaneny 0,1 %, 3a JaHUMU SIKUX CUCTEMHA
€KCIIO3UIlis afganajieHy NOoCTilHO 0ya HU3bKOIO.

[TpoHuKHeHHS 0€H301JIy IEPOKCUNY KPi3b LIKipy HU3bKe; IPU HaHEeCEeHHi Ha MIKipy BiH
IIOBHICTIO ITEPETBOPIOETHCSA Ha OEH30MHY KUCIIOTY, sIKa IIBUAKO eJIiMiHyE.

ITokaiHiuHI OaHi 3 6be3neku.

PesynbTaTu cTaHOapTHUX OOKJTIHIYHUX (papMaKOJIOTiYHUX OOCHIIXKeHb Oe3MeKH,
OOCITiI?KeHb TOKCUYHOCTI ITperapaTy IIpu 6araTopa3oBOMYy 3aCTOCyBaHHI,
TeHOTOKCHUYHOCTi, POTOTOKCUYHOCTI a00 KaHIIepPOTeHHOCTi He CBiYaTh PO HASIBHICTH
0COOJIMBUX 3arpo3 [JIst JTIIOOUHU.

TokcuYHUU BOIUB afamnajeHy Ha PEIIPOAYKTUBHY (QYHKIIIO OOCITiAXKyBaau Ha
TBapUHAaX, AKUM IIpernapaT BBOAUJIM IIepopasibHO 1 HAHOCUJIM Ha LIKipy. [Ipu BUCOKUX
CUCTEMHUX €KCIIO3ULisX (IepopaibHe BBeJeHHs y Oo3ax Bif 25 Mr/Kr/mooy)
CIlocTepiraBcs TepaToreHHUU epeKT. [Ipu MeHIIUX eKCIO3UllisaX (HaHeCeHHi Ha IIKipy
y mo3i 6 Mr/kr/mo0y) Bim3Havanucs 3MiHU KiTbKOCTi peGep abo xpeobiliB.



HocnigxeHnHs npenapaTty Edbdesen Ha TBapruHax BKIIOYaAIM OOCIIAXKEHHS MiCIIeBOl
IIePEeHOCUMOCTI i IMKipHOI TOKCUYHOCTI IIpu 6araTopasoBOMYy 3aCTOCYBaHHi mperapary
TBapUHaAM IIPOTATOM Iepiony no 13 TUXKHIB; IpenapaT YMHUB MiCLIEBY
MMOoApa3HIOBaJIbHY [il0 i BUSBJISAB 30aTHICTh CIPUUYUHATH CeHcuObii3ailiio, K i
OouiKyBayiocs Big KoMOiHaIlil, IO CKJIamy SKOl BXOOUTh OeH3011y nepokcup. CucTeMHi
€eKCITO3U1Iil afiananeHny Iiciasi 6araTopa3oBOro HAHECEHHS Ha IIKipy KoMOiHalil
(pikcoBaHMX 003 y TBAPUH Ay2KEe HU3BKI, III0 Y3TOOXKYETHCH i3 KIIHIYHUMA
(bapmMakoKiHETUYHMMHU OaHUMU. beH301/Ty IePOKCHU IIBUAKO i IOBHICTIO
IIePEeTBOPIOETHCSA Ha OEH30MHY KUCJIOTY y WIKipi i Iicasi BCMOKTyBaHHS BUBOOUTHCA i3
cedelo; MOT0 CUCTEMHa €KCIIO3UIlisi oOMexKeHa.

IloxkazaHnHs
JIikyBaHHS 3BUUaWHOTO aKHe (acne vulgaris) i3 KoMeooHaMH, ITallyjJIaMH i IIyCTyJIaMHU.
IIporunoka3aHHs

e BariTHiCTb.
e [I;TaHyBaHHS BariTHOCTI.
e 'imepuyTnuBiCTh OO Ail0UMX pPe4oBUH ab0 A0 OyAb-sIKOl 3 HOIIOMiKHUX PEYOBUH.

B3aemMogisi 3 iHIIMMH JIiKapCHKHMH 3ac00aMHu Ta iHIIII BHIH B3a€MoOil

IocmigkeHHs TiKapCchKol B3aeMofil mpenapaty Eddesen He mpoBOAUINCE.

3 ornsimy Ha IOIepPenHil JOCBif 3acTOCyBaHHS afarnajieHy i 6eH301Ty IepoOKCUny,
B3a€EMO[iM i3 iHITMMU JTiIKapPCHhKUMU 3aco0aMi, 1110 MOXKYTh HAHOCUTHCH Ha LIKipy
omHOYacHO 3 nmpenapatoM Eddeszern, BusBneHo He 0yno. OmHaK He CIIil OMHOYacHO
3aCTOCOBYBATH iHIII peTUHOIOAY abo 6eH30iMy nepokcum, abo mpenapaTu i3 MogioHUM
MexaHi3MoM [ii. Crig moTpuMyBaTUCS 00epeKHOCTI IIPU 3aCTOCYyBaHHI KOCMETUYHUX
3aco0iB, gKi BUSABASIOTH BigJlyllyBalbHi, MOOpa3HiOBasbHi abo migcyryBanbHi
BJIACTUBOCTI, OCKIJIbKY 1€ MOK€ CIPUYMHUTH aAUTUBHUY ITIOOPAa3HIOBAJIbHUN €(PEKT
npu 3acTtocyBaHHi Epdezemny.

BcMmokTyBaHHA afarnanieHy Kpi3b WIKIPY JIIOOWHU HU3BKE, TOMY B3a€EMOMIA 13
CHUCTEMHUMH JIiKapCbKUMH 3aco0aMu MaJIOMMOBipHaA.

[TpoHMKHEeHHS 0€H301JTy IIePOKCUAY Kpi3b IIKipy HU3bKE, BiH ITOBHICTIO
MeTabo0IIi3yeThCs: 0 O@H30MHO1 KMCIOTH, SIKa IIBUAKO BUBOOUTHCS 3 OpraHiaMy. Takum
YUHOM, B3a€EMO/Iisi 0€H30MHO1 KUCIIOTH i3 CUCTEMHUMMU JIiIKapChbKUMHU 3aco0aMu
MaJIOMMOBIpHa.

Oc006/1MBOCTi 11070 3aCTOCYBaHHSI



I'ens Eddesen He cig HaHOCUTH Ha MOIIKOOXKEHY, ITopaHeHy (rmopisu abo cagHa) abo
€K3eMaTO3HY LIKipYy.

[ToTpiOHO YHUKATH KOHTAKTY I'€JIl0 3 0YMMa, POTOBOIO ITIOPOXKHUHOIO, Hi3APSIMU Ta
CIu30BUMH 000JIOHKaMHU. SKINO mpenaparT IIOTPaIuB B 0Yi, 1X CJIif HeTallHO MPOMUTH
TEIJIOI0 BOAOIO.

[IpemapaTt MmicTuTh nponineHrnaikosnsb (E1520), akui MoxKe CIIPUYUHUTY ITOogpPa3HEeHHS
IIKIpH.

Y pa3si po3BUTKY peaxliii, sska CBiTYNUTh MPO YYTIUBICTh OO0 OyIb-IKO1 CKIamoBOi
npemnapary, 3aCTOCyBaHHA refto Eddesen caig IpunuHnUTH.

Cnig yHUKaTH HaMipHOTO BIIJIMBY COHSIYHUX IIPOMEHiB abo Y®-onpoMiHeHHS.

Crmig yHUKaTH KOHTAKTy MIpenapary i3 0yab-akuM 3a0apBIeHUM MaTepiaoM, B TOMY
YHCJITi BoJIoccsM i papOoBaHUMY TKaHMHAMM, OCKIiJILKH I1€ MOXKe ITPU3BECTH [0 3MiHHU
KOJIbopy abo 3HeOapBIEHHS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

ITepopaibHEe 3aCTOCYBaHHsI PETHHOIAIB OB’si3aHe 3 BUHUKHEHHSIM
BPOJKEeHHX aHOMAaJIii. 3a 3araJibHUM IMPABH/IOM BBazKa€ThCs, IO IPH
MiciieBoMy 3aCTOCYBaHHi BiIlIOBiTHO M0 3aTBepPaKEeHHUX NMOKa3aHb PEeTHHOIIH
MOXKYTHh CIPHYHHHATH He3HAYHHH CHCTEMHHH BIUITHB Yy 3B’SA3KY 3
MiHiMaTBbHOIO a0CcopOITiero Kpi3b mKipy. OgHaK iCHYIOTH iHOIUBiOya/IbHI
YHHHHUKH (HaOpHUK/Iad NOUIKOIXKEeHHsI MIKipHM, HagMipHe BUKOPHUCTAaHHS), 110
MOXKYTh CIPHMSATH MiIBUINEHHI0O CHCTEMHOI' O BII/IUBY.

BaritHicTs
Eddesen npoTunokazaHuil BariTHUM Ta KiHKaM, sIKi IIJIaHYIOTh BariTHICTb.

KinpkicTh JaHUX MIOOO0 MiCLI€BOTO 3aCTOCYBaHHS ajamnajieHy BariTHUM XKiHKaM €
oOMezkeHO00 abo JaHi BiCyTHi.

Y mocnimxeHHSIX Ha TBapuHaX, SKUM ITpellapaT BBOOUIU IIepopasibHo, Oyia BUsBIeHa
TOKCHUYHA [Iis Ha PenpoayKTUBHY QYHKIIIO ITPU BUCOKUX CUCTEMHUX €KCITO3UIIiSIX.

KniniuHu# gOoCBig MiclieBOro 3aCTOCYyBaHHS afarajeHy i 0eH3011y mepoKcumy
BariTHUM XiHKaM 0OMe>KeHUMH.

A0 nikapchKu# 3acib 3aCTOCOBYETHCA ITiZl Yac BariTHOCTI abo0 AKIIO MallieHTKa
3aBariTHiNa mig 4Yac OpuiioMy IIbOTO JIiIKapPChKOTro 3aco0y, MiKyBaHHS CIil MPUIINHUTH.

l'ogyBaHHS IPyOOIo




Iocmim»XeHb IIOA0 IPOHUKHEHHS IperapaTy y rpyaHe MOJIOKO TBapuH ab0 TIOONHHA
mmicsist HaHeceHHs rento Edpdeszen (amamaneny Ta 6eH30i1y IEepPOKCHUY) Ha HIKipy He
IIPOBOJAMIIOCS.

BrnnuBy Ha OUTHHY, 110 TOOYETHCS I'PYHMAI0, HE OYiKYETHCS, OCKIJIbKU CUCTEMHUM BILIUB
JIIKapCBKOTro 3aco0y Ha XiHKy, 110 FOAy€E IpyabMu, He3HauHul. Eddesen moxHa
BUKOPUCTOBYBATH ITifl YaC rofgyBaHHSs IPyOOIo.

II11s 3amobiraHHss KOHTAKTHOTO BILJIMBY HAa HEMOBJISAT CJIi YHUKATH 3aCTOCYBaHHS
remio Eddesen Ha rpynu mig wac rogyBaHHS TPYOOIO.

QOepPTUIIBHICTH

KopHux mocrmimKeHb (PepTUIBHOCTI JTIOOUHHU i3 3aCTOCYyBaHHAM refo Eddesen He
IIPOBOIUIIN.

OpmHaK y OOCIiAXKeHHSIX PelPOAyKTUBHOCTI, IIPOBEIEeHUX Ha TBapUHax, He 0yJio
BUSIBIIEHO XKOOHOTO BIJIMBY afialiajeHy abo 6eH30iny mepokcuay Ha pepTUIbHIiCTh.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWUMU MexaHi3mMamu.

He BnnuBae.
Cnocid 3acTocyBaHHsS Ta J03H

I'ene E(pdesen HaHOCATH Ha BCIO ypaXKeHYy aKHe ITOBEPXHIO OOWH pa3 Ha OeHb BBeYepi
Ha 4YUCTY 1 cyXy wKipy. IlpenapaT HaHOCATE TOHKUM IIIapOM KiHYUKaMU I1aJIbIiB,
VHUKaI4¥ KOHTAKTy 3 oumuMa i rydbamu (guB. po3ain «OcoOIUBOCTI 3aCTOCyBaHHSA»).

Y pa3i nogpa3HeHHS PEKOMEHOYETHCS 3aCTOCYBaTU HEKOMEIOT€HHi 3BOI0XKYBaJIbHi
3aco0u, 3MEHIIIUTH YaCTOTY 3aCTOCYBaHHS Ipernapary (Halpukiag, HaHOCUTH Yepe3
IeHb), TUMYaCOBO IlepepBaTu ab0 MOBHICTIO IPUIIMHUTY MOTO 3aCTOCyBaHHS.

TpuBasnicTh JIiKyBaHHSI Ma€ BU3HA4YaTH JIiKap 3 OrJIAAy Ha KJIIHIYHWU CTaH Ialli€eHTa.
[lepii o3HaKM KIIiHIYHOTO MOKpaIllaHHS CTaHy 3a3BUYau 3’ SIBJISIOTHCS dyepe3 1-4
TUXKHI JIIKyBaHHS.

Himu.

Be3neka Ta epeKTHUBHICTE 3acTOCyBaHHA npenapaTty Edbdesen mitTam Bikom 7o 9 pokiB
He OOCIIiaXKyBallucs.

Ilepego3yBaHHs



[TpenmapaT npu3HAYEHUH JIHIIE [OJIs HaHEeCEeHHS Ha IIKipy OOuH pa3 Ha mooy.

Y pasi HeHaBMUHCHOTO ITPOKOBTYBaHHS CJIil BOATUCA OO0 BiAIOBIAHOI CUMIITOMaTUYHOL

Teparril.

IToGiuni epexTn

3 OOKy IIKipH i
MiAIIKipHO1
KJIITKOBUHU

CucTeMu opraHismy YacToTa HebOaxkaHa peakliisi Ha ITperapar
(3a MedDRA)
. YacToTa )
3 OOKy OpraHiB 30py : Habpsk moBik
HeBimoMma*
3 60Ky iMmyHHOI YacToTa . .
) AHadimakTUuHi peakiril
CUCTEMHU HeBimoMa*
3 60Ky opraHiB
OUXaHHS, TPyOHOL YacToTa ) .
) i . BiggyTTs CTUCHEHHS y TOPJIi, AUCIIHOE
KJIITKH 1 HeBigoma*
CepenoCTiHHSA
YacTto (=
1/100 1 CyxicTp LIKipH, ITOApa3HIOBaJIbHUU KOHTAKTHUU
1/10) OepMaTuT, HoApa3HeHH LIKIPU, BIUyTTH IIe4YiHHSA
<

IIKIpKU, epUTEMa, JIyLIeHH IKIipU

HeuacTo (=
1/1000 1

< 1/100)

CBep0ixK, COHSTYHHUH OIIiK




Anepriunuiu
KOHTAKTHHUU
OepMaTHurT,
HabpsK
o0IMuYsI,
IIKipHUM
0inb
(mexy4yuu
YacToTa HeBimoma* Oine), ,
nyxupi
(Be3UKyIH),
rimomirMeHTallisa
LIKIpH,
rimepmirMeHTalis
LIKipH,

KPOTIMB THKA,
OIIiK B MicIil
HaHeCeHHsI**

*IlaHl micasipeecTpaliiHUX CIIOCTEPEXKEHD.

**Y OinbIIIOCTI BUIAAKIB OITiKY Oy ITOBEPXHEBUMH, ajie TAKOXK MOBIHOMIISIIOCS IIPO
BUIIQAKM OITiKiB IPYyroro cTyneHs abo PO OMiKOBi peakiiil TSIKKOT'0 CTYTIEHS.

Y pa3si nogpa3HeHHs IIKipH ITiCTI HaHECEHHS IIpenapaTy iHTEHCUBHICTh TaKol peaxiiil
3a3BUYail 1erka abo nmomipHa, i3 MiclleBUMU O03HaKaMHU Ta CUMIITOMaMH
HEeIlepeHOCUMOCTi (epuUTeMa, CyXiCTh, MTyILIEeHHS IIKipH, Bif4yTTs nediHHg i 6inb
(mekyuuit 6inb)), IKi JOCATAIOTh MAKCUMAJIbHOT'O BUPAXKEeHHS Yy MEePIIUui TUXKIEHbD, a
II0TIM CIIOHTaHHO MUHAIOTh.

IToBigOMIEHHS ITPO MigO3PpIoBaHi MOOiuHi peakiril

[ToBigoMIieHHS TIPO MimO3pIoBaHi MOOiUHi peakiil y micnapeecTpaliiHui

nepiop JTikapchbKoro 3aco0y € BaxKJMBUM. Lle mae 3mory Bectu 6e3mepepBHUN
MOHITOPHUHT CIiBBIOHOIIEHHS KOPUCTI/PU3UKY 3aCTOCYBaHHA npernapaty. CreniamicTu
B rajiy3i OXOpOHH 3[0POB’sl 3000B’sI3aHi MOBIMOMJIATH Yepe3 HallioOHAJIbHY CUCTEMY
MMOBiTOMJIEHB IPO OyOb-IKi BUIIQAKM ITiJ03PI0OBAaHUX IMTOOIYHUX peakIriil.

TepMiH npuIaTHOCTI



2 poxku. [Ticis nepuioro po3KpUTTA YIIAKOBKU IIpenapaT NpUAaTHUN OO0 3aCTOCYBaHHSA
IPOTATOM 6 MICHIIiB.

VYMmoBHu 30epiranHs
30epiratu nipu Temnepartypi He Bumle 25 °C y HeJOCTYIIHOMY [JIs OiTel MicCIii.
YnakoBka

I[To5r, 151, 30 r rento y Ty6i; mo 1 TyOi B KapTOHHi¥# KOPOOIIi.

ITo 15 1, 30 r rento y KOHTeWHepi; 1o 1 KOHTENHEPY B KAPTOHHIM KOPOOIIi.
KaTeropis Bignycky

3a pelenTom.

BupoOHUK

JIABOPATOPII TAJITEPMA.



