IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CKIHOPEH®

(SKINOREN®)

Cknao:
ditoua pevosuHa: MiKpOHi30BaHa a3eslaiHoBa KUCIIOTa;
1 r kpemy MicTuTh 0,2 T MiKPOHI30BaHOI a3e1alHOBOL KUCIIOTH;

donomiogcHi peuyosuHu: kucnora 6en3oiita (E 210), creapunmakporonrninepuny, Kytuna CBS (cymim
MOHO-TUTTIIEPUIB, XKUPHUX KUCJIOT, TPUTJIIIIEPUIiB Ta BOCKOBUM edip), IleTeapuIOKTaHoaT,
MIPOIIiNIEHTITiKOIb, TIiniepuH 85 %, Bofa o4ullleHa.

JlikapcbKka ¢popma. Kpem.

OcHogHI (pi3uko-ximiyHi 81acmusocmi: OiMul HEITPO30PUM KPeEM.

dapMmakoTepaneBTHYHA rpymna. Micuesi 3acobu 111 miKyBaHHS aKHe.

Kom ATX D10A X03.

PapmakonoziuHi e1acmueocmi.
dapmakoduHamika

AsernaiHoBa KHCJIOTa, [il049a pedoBruHa KpeMy CKiHopeH®, — IpsMOIaHIIOroBa AUKapOoHOBa KUCIIOTa,
sika, Oyy4Yu HAsIBHOIO B IIPUPOi, HE MA€ TOKCUYHOCTi, TEPATOTE€HHOCTi Ta MyTareHHOCTI.

BBaXaeThCs, 10 TepaneBTHYHy epeKTHUBHICTh KpeMy CKiHOpeH® IpH JTiKyBaHHI aKHE 3yMOBIIOITh
1oro aHTUMiKpOOHa [ist Ta 6e3mocepenHil BIIUB Ha (QOMIKYIIpHUM rinepkepaTo3. KiiHiuHo
CIIOCTepiraeThCsa 3HaYHe 3HUKEHHS IIITbHOCTI KOMOoHi3alil Propionibacterium acnes i CyTTeBe
3MeHIIeHHS (Qpakiiil BITbHUX XXKUPHUX KUCJIOT V JIiMigax IOBEPXHI MIKipH.

AzernalHoBa KKMCJIOTa in Vvitro Ta in vivo iHribye mposmideparlito KepaTUHOIMTIB Ta HOPMaJi3ye
MIOPYIIEH] IPU aKHe MPOIeCH TepMiHalIbHOTO AudepeHIiioBaHHA emifgepMicy. Ha Momeni Byxa
KpPOJIMKa a3ejlalHoBa KUCJIOTa IPUCKOPIOE KOMEOMI3UC TeTpafieKaHiHIyKOBaHUX KOMEOHIB.

[Tpu konuenTpanii 0,31-2,5 % micna TpuBanoro KOHTaKTy npoTAaroM 30—120 XBUIMH MPOSABIAAETHCS
OionuoHa mist MPOTH TPAMIIO3UTUBHUX Ta TPAaMHEraTUBHUX aepoOHUX OaKTepil, aHaepoOHUX OaKTepin



Ta rpubis.

HocnimKeHHS in vitro He TPOJEMOHCTPYBaX HasBHOCTI MyTaHTHUX (OPM, CTIMKUX [0 a3eJlalHOBOI
KUCJIOTH, aHi y Staphylococcus epidermidis, ani y Propionibacterium acnes.

dapmakoKiHemuxka.

[Ticns HaHeCceHHS KpeMy a3eJlalHOBa KUCJIOTa IIPOHUKAE B YCi IIapy MIKipy MofuHY. [IpOHUKHEHHS
BimOyBa€eThCs 3 OiNIBIIOI0 MIBUAKICTIO Uepe3 ypaXKeHy IIKipy, HiXK 4epe3 HeymKoaxKeny. [Ticns
OJHOPA30BOT'0 HaHECEHHS Ha IIOBEPXHIO IIKiPU a3elalHOBOl KUCIOTH (y BUTTISAAL O T KpeMy
Ckinopen") migmkipHo amcopOyeThest 3,6 % HaHECEHOI HO3H.

Meta6oi3M a3enaiHOBOi KMCIOTH BUBYABCS IiC/Is IIEPOPATIBHOTO IPUHOMY B J0O3aX [0 5 T.

YacTuHa a3eaiHOBOL KUCIIOTH, afcop00BaHOl Yyepes MIKipy, eKCKPETYETHCS 3 CeUel0 y He3MiHHOMY
BUTJIAMI. [HIIA YacTHHA PO3MaaeThCs UUISIXOM B-OKUCHEHHS Ha IUKapOOHOBI KUCIIOTH 3 KOPOTIIOKO
moBxkuMHOMW naHiora (C,, C;), mo Takox Oyau BUSBJIEHI y cedi.

IocnimXeHHsI CHCTEMHOI TEPEeHOCUMOCTI ITiCJISI TOBTOPHOT'O IEPOPAIbHOTO Ta 30BHIITHLOTO
3aCTOCYBaHHS a3eJIalHOBOI KUCJIOTH He BUSIBUJIM XXKO[HUX 03HaK TOTO, 10 HaBiTh B €KCTPEMaIbHUX
yMOBax, HallpUKJIaf, IpX HaHeCeHHi Ha BeJIUKY IOy Ta/abo Iif OK/II03iiHi T0B’I3KYW, MOXKHA
O4iKyBaTU PO3BUTKY IT00iYHUX e(DeKTiB.

KrinigHi XxapaKTepHCTHKH.
IToka3zanus.

JIikyBaHHS aKHe (BYI'piB 3BUYAWHUX), 1110 XapaKTepPU3yEThCSA HAIBHICTIO KOMEOHIB, ITamyJ1, MyCcTy i
MaJIeHbKUX BY3JIUKiB.

IIpomunoka3aHHs.

linepuyTnuBIiCT O Aif040i pedyoBHUHU ab0 [0 Oymb-sIKOI 3 JOTIOMIiXKHUX PEYOBUH ITperapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

HocmigxeHHS B3a€MO/Iil He TPOBOAUIIUCS.

Oco6.1ueocmi 3acmocyeaHHsi.
TiNBKY 119 30BHIIIHLEOTO 3aCTOCYBaHHS.

He gomyckaiiTe moTpamisHHs KpeMy CKiHOpeH® B 04i, POTOBY OPOKHHUHY a60 Ha CIIM30Bi 060JIOHKH.
fKIII0 KpeM BUITA[IKOBO ITOTPAIKB B 04i, POTOBY IMOPOXKHUHY Ta/ab0 Ha CTM30Bi 000JI0HKH, HETAWHO
CJIif IPOMUTH IX BEJIMKOIO KiJTbKICTIO BOOU. fKII0 OApa3HeHHs 04ell TPUBA€E, PEKOMEHAYEThCS
3BEPHYTHCS [0 JiKaps. ITicys KOKHOro HaHeceHHs KpeMy CKiHOpeH® MOTpiGHO BUMUTH PYKH.



CynyTHE 3aCTOCYBaHHSI KOCMETHYHUX MIPOAYKTIB, CIUPTOBUX a00 arpeCUBHUX 3aC00iB [T OUUILIEHHS
IIKipH, HACTOSIHOK, B'sIKy4yuX ab0 aOpa3uBHUX PEUYOBUH UM BiTyLTyBaIbHUX 3aC00iB CITil 06MeXKUTH
IIiJ Yac JIiKyBaHHS, HaCKIJIbKU 1[e MOXKJIUBO.

BeH30iiHa KHUCIOTa CIPUYMUHSIE TOMipHE MOAPa3HeHHS LMIKipH, 04Yei Ta CIU30BUX 000JIOHOK.
[IpomineHrnikoab MOXKe TaKOXK CIPUYMHATY [IOAPa3HEHHS IKipH.

Y pipxicHuX BUIaKax Iif Yac HiCIsgpeecTPaliiHoOro Harjsaay OBifOMIISJIOCS IIPO 3arOCTPEHHSA
OpoHXiaNbHOI aCTMU Y NALEHTIB, SIKi OTPUMYBaJIA a3ejlalHOBY KUCIOTY (IUB. po3min «ITo6iyHi
peaxkuii»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHicTb

He IIPOBOOMUIIOCA HAJIEZKHUX i ;[06pe KOHTPOJIbLOBAHHUX OOCIiIXKeHb Hper[apaTiB a3eJ1aiHOBOI KMCJIOTH
OJIS1 30BHIIIHLOTO 3daCTOCYBAHHSA 3d Yy49aCTIO BariTHUX XiHOK.

IocmigXeHHS Ha TBapHHAX CBiMYaTh PO MOXK/IUBUM BIIJIUB Ha Mepebir BariTHOCTI, PO3BUTOK
eMmOpioHa/mmofa, mojory abo MoCTHATANbHUM po3BUTOK. OMHAK IIifl Yac MOCTiaKeHb Ha TBAapUHAX
3aCTOCYBaHHA 1103, fKi B 3—32 pa3u llepeBulllyBaii MaKCUMallbHy PEKOMEHI0BaHy 103y AJd
JIIONWHY, PO3PaxoBaHy BiAIIOBIIHO 10 IIOBEPXHi Tina, KogHUX HebaxkaHuX eheKTiB He
CrocTepiranocs.

BariTHEM XKiHKaM CIIifl 3 00epeKHiCTIO IpH3HadaT KpeM CKiHopeH".

T'ogyBaHHA TPYAOIO0

HeBimoMo, 41 ceKpeTyeThCs a3enalHOBa KMCIIOTa Y IPYAHE MOJIOKO JIOAUHY in vivo. OgHak
€KCIIepUMEHT in Vitro 3 BUKOPUCTaHHAIM METOAY PIBHOBAXKHOIO [iaji3y IPOIeMOHCTPYBas, 110
MOXKIVBe NOTPAMJITHHS AiI0490l PEeYOBUHYU y TPYIHE MOJIOKO. Po3mopin a3enalHoBol KUCIIOTH y
TPYyOHOMY MOJIOI He MOXkKe IPU3BECTH J0 3HAYHUX 3MiH BifHOCHO ii 6@30BOT0 PiBHS, IO yXKe
HasIBHUY B MOJIOLli, OCKIJIbKY BOHA He KOHIIEHTPYETHCSA ¥ TPYIHOMY MOJIOLI Ta MeHIe Hix 4 %
TOMIYHO HaHEeCeHOl a3e1alHOBOI KUCJIOTY BCMOKTYETLCS CUCTEMHO, He 30ibIIyI0YU IIPU I[bOMY
€HIOTeHHY eKCIIO3WUIIil0 BKa3aHOl pe4OBUHHU BUILe (i3iomoriyHoro piBHg. OgHaK XiHKaM, SKi TOOYIOTh
TPYA/IIO, CIIif 3 00epezkHICTI0 3aCTOCOBYBaTH KpeM CKiHopeH".

Crnipm yHUKATH KOHTAKTiB HEMOBJISITH 3i MIKipoo/rpynmio, 06pobieHo TikapChbKUM 3aC000M.

DepTUNLHICTD

HasiBHUX JaHKMX CTOCOBHO BILIUBY KpeMy CKiHopeH® Ha GepTUILHICTE MOAWHY HeMae. Pe3ymbTaty,
OTpUMaHi Iif 9ac OOCIigXKeHb Ha TBapuHax, He BUSIBUJIU BIIJIUBY Ha (DepPTHIbHICTL caMiliB abo
caMullb LIypiB.

30amuicmb 8niusamu Ha weudKicme peakyii npu KepyeaHHi aeBmompaHcnopmom abo iHwumu
MexaHiamamu.

A3esaiHoOBa KHCJIOTa HE YHHUTH KOOHOTO BIINIUBY HaA IIBUIKICTD peaKui'l' Ipu KGPYBaHHi



aBTOTPaHCIOPTOM a00 pobOoTi 3 IHIIMMHU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.
[ HaIKipHOT'0 3aCTOCYBaHHS.

Kpem Ckinoper® 2 pa3u Ha o0y (BpaHIli Ta BBeYepi) HAHOCUTH Ha ypaKeHi HiISHKH IIKipH i M’IKO
BTHpATH MacaXXHUMU pyxamu. [Ipubau3Ho 2,5 CM KpeMy JIOCTaTHBO OJIS BCi€l MOBePXHi 00MUYYs.
Tlepern 3acTocyBaHHAM KpeMy CKiHOpeH® IIKipy CITifi peTelbHO IPOMHUTH BOMOI0 Ta BUCYIIUTH. TaKox
MOXKHa BUKOPUCTATH M KUY KOCMETUYHUY 3acCi0 A1 OUMIIeHHS WKipH.

BazkJIMBUM € peryjsgpHe 3aCTOCyBaHHS KpeMy CKiHOpeH® IPOTAroM yChOro KypCy JIKyBaHHS.

TpuBaicTs Kypcy NiKyBaHHSI MOXKe 3MiHIOBAaTUCS 3aJIeXKHO Bif iHAUBiAyambHOTO mepebiry
3aXBOPIOBaHHS 1 BU3HAYAETHCSA CTyIleHEM MOI'0 BUPaXKeHOCTI.

st OCSATHEHHS ONTHMAJIbHOTO pPe3y/bTaTy PEKOMEHOYETHCS 3aCTOCOBYBATH JIiIKapChKUM 3aci0
Ckinoper® Ge3nepepBHO IPOTATOM KiJIbKOX MiCAILiB. ICHY€e KIiHiYHHUIA HOCBif 6e3IepepBHOro
3aCTOCYBaHHS JTiKapChKoro 3acoby BIPOXOBXK nepiony mo 1 poky. Y mallieHTiB i3 akHe BiguyTHE
IIOKPAIIEHHS CIIOCTEPIira€ThCs, IK MPaBUJIO, IPpUOIU3HO Yepes3 4 THXKHI.

Y pasi HagMipHOT0 TOAPA3HEeHHS MKipH (OUB. Po3Min «ITobiuHi peakyii») CIIif 3MEHIIUTH
KiNBKiCTh KpeMy AJIsl HaHeCeHHs ab0 9acTOTy 3acTocyBaHHS KpeMy Ckinoper® mo 1 pa3sy Ha
no0y ax 00 3HMKHEeHHS mofipa3HeHHs. [Ipyu HeoOXigHOCTI Tepariio MoXKHa TUMYaCOBO
nepepBaTH Ha KinbKa AHiB. [Ticis KOpOTKOro nepiony jikyBaHHS 0€3 IOMITHUX pe3y/IbTaTiB
HeoOxifHa MOBTOPHA MeIUYHa OIliHKa.

ITayieHmu AiMHbO20 BIK)Y.

CrnerianbHi JoCTigKeHHS 3aCTOCYBaHHS JiIKapChKOro 3acoby mallieHTaM BiKOM Bif 65 pOKiB He
IIPOBOJUTIUCSI.

ITauieHmu 3 nopyweHHAMU PYHKUiII NneviHKU.

CnenianbHi JOCTIXKEHHS 3aCTOCyBaHHS JIIKaPChKOT0 3ac00y MallieHTaM 3 MOPYLUIeHHSIMU (PYHKIIi1
IIeYiHKY He IPOBOAUIIUCS.

ITauienmu 3 nopyweHHAMU pYyHKUII HUDOK.

CnenianbHi JOCTIKEHHS 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y MallieHTaM i3 opyIeHHAME QYHKILI
HUPOK HE MTPOBOAUIIHUCS.

Himu.



JlikapceKui 3acib MOKHA 3aCTOCOBYBATHU MifjIiTKaM BikoM Bif 12 pokiB. HeMae He0OXimHOCTI y
KOpeKIIii 03K Ipy Npu3HadeHHi kpeMy Ckinoper® mifsmiTkam BikoM Bif 12 pokis. Besneka Ta
edeKTHBHICTL 3aCTOCYyBaHHS KpeMy CKiHopeH® HiTaM BikoM [0 12 POKiB He BCTaHOBJIEHi.

Ilepedo3yeanns.

Yepes myxKe HU3BKY JIOKa/IbHY Ta CUCTEMHY TOKCUYHICTh a3€eJIalHOBOl KMCJIOTH iIHTOKCHKAIIiS Li€l0
PEYOBUHOIO MaJIOMMOBIpHa.

ITo6iuni peakuii.

V kiHiYHUX JOCTIIXKEHHSX i mif Yac micaspeecTpaliiiHoro Harasaay mo0ivHi peakirii, 1110
Bi3HavyanKcs: HalyacTillle, BKIIIOYaIM IeYiHHs, CBepOikK Ta epuTeMy y TiJsSHIN 3aCTOCYBaHHS.

[To6iuHi peaxiiii, 1110 crlocTepiranucs mix yac KIiHIiYHUX JOCIiAXKeHb, HaBeleHo Y Ta0nulli 3a
YacTOTOI BUHUKHEHHS 3TigHO 3 Knacudikaniero MedDRA:

nyxe gacto (31/10);

yacTo (8Bim 31/100 go <1/10);
HeuacTo (Big 31/1000 mo <1/100);
pimkicHi (Big 31/10000 mo <1/1000);

nyxe pigkicHi (<1/10000), yacTtoTa HeBimoMa (He MoxKe OyTH OlliHeHa Ha IificCTaBi HasBHUX HaHUX).

CucreMa [yxke 4acTo JacTo HeugacTto PinkicHi
opraHiB/ Kjac
3 00Ky LIKipu Ta Cebopes, akHe, [XeWsiT (3amajieHHs
MigITKipHOI memnirMeHTallis ry0), KpOHI/IB'HHKal,
KITITKOBUHU IKipK BUCHUTIAHHS
3arasnbHi po3nanu [BiguyTTs neuinns, [Jlymenns, 6inb, |[IapecTesis, [Tyxupi, eK3eMa,
Ta Peakilil B MicIii [cBepOixk Ta CYXIiCTB, mepMaTwurT, BiIUyTTA TeIlja, Ta
3aCTOCYBaHHSA epuTeMa y micii |3HeGapBneHHS |guckomMdopT Ta [BUpa3Ka y Micii
3aCTOCYBaHHSA [IKipY Ta HaOpsK y Miclii  [3acTocyBaHHS
MOpPa3HEeHHA y [3acToCcyBaHHSA
MicHi
3aCTOCYBaHHS




Po3snanu 3 00Ky [inep4uyTIuBICTh
iMyHHOI CHCTeMU (BKJTIOYAIOYH
AHTIOHEBPOTHUYHUL
HaOpsK',
KOHTAKTHUMU
mepMaTHT', HaOPAK
odeit', HabPAK
06muyys') Ta
3arOCTPEHHS
OpOHXiaNbHOI aCTMH
(muB. po3min
«Ocobusocmi
3aCMOCyBAHHA»)

'11i mogaTKOBi MOGiYHi peaktii Oyu BUSBIIEHI i Yac MmicisipeecTpalifHoro 3aCTOCyBaHHS KpeMY
Ckizopen®.

3a3Buyay MiCLeBi IOApPa3HEHH LIKIPK MUHAIOTh IIPOTSATOM KYPCY JIIKyBaHHS.
itm

Y KiHIYHUX OOCHIAKEHHAX 3 y4acTIo AiTel Ta MifiTKiB BikoM Bif 12 go 18 poxkis (454/1336; 34 %)
MicIleBa mepeHocuMicTh 6yna momiOHO0 00 TePeHOCUMOCTI Y MOPOCIUX Talli€HTiB.

Tepmin npudamHocmi. 3 POKHU.

[Ticrst mepImoro BimKpUTTS TepMiH 30epiraHHs CTaHOBUTH 6 MiCSIIiB.

YmoBu 30epiranns. 30epiratu npu temnepatypi He Buite 30 °C y HeJOCTYITHOMY OJIs AiTel Micli.

YnakoBka. ITo 30 r y Ty6i, mo 1 Ty6i y KapTOHHi# KOpoOIIi.

Kareropis Bignmycky. bes peuenra.

BupoOHHK.

JIEO ®apma ManydakrTypisr Itami CPJL.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.

Bia E. Illepinr, 21, 20054 Cerpate (MI), ITamis.



