IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CKIHOPEH"®

(SKINOREN®)

Cknao:
Oitoua peuosuHa: MiKpOHi30BaHa a3ejlaiHOBa KHUCJIOTa;

1 r kpemy MicTutsh 0,2 T MiKpOHi30BaHOI a3€/1alHOBOl KUCJIOTH;

donomidcHi peyoguHu: kucnoTta 6en3onHa (E 210), creapunmakporonriinepunu, PCL Liquid®
(cyMilI fOTIOMIXKHUX PEYOBUH: IleTeapUI0OKTaHOAT Ta i30IPOMIiIMIpUCTaT), IIillepuH MOHOCTeapaT
40-55, eTocTeapunoBUX CIUPT, IPOIIIEHTIIKOIb, TIinepuH 85 %, Bofa OYHIlleHa.

Jlikapcbka ¢popmMa. Kpewm.

OcHosHi (pizuko-xiMiuHi 81acmusocmi: Gimui HEITPO30PUM KpeM.

dapmMakoTepaneBTHYHA rpymna. Micuesi 3acobu Ojisi miKyBaHHS aKHe.

Kopm ATX D10A X03.

Papmakono2iuHi e1acmusocmi.
dapmakoduHamika

AsenaiHoBa KHCJIOTa, [ji0Ya pedoBrHa KpeMy CKiHOpeH®, — MpsSMOJIaHIIroBa TMKapboHOBa KUCIIOTa,
sKa, Oyoy4Yu HasBHOIO B IPUPOJi, He Ma€ TOKCUYHOCTI, TEPATOTEHHOCTI Ta MyTareHHOCTI.

BBaXa€eThCs, 10 TepaneBTHYHy epeKTHBHICTh KpeMy CKiHOpeH® HpH JTiKyBaHHI aKHE 3yMOBIIOIOTh
10T0 aHTUMiKpOOHa [iis Ta Oe3mocepenHiit BIIUB Ha QomiKynspHuil rinepkeparo3. Kiminiuao
CIIOCTepiraeThCs 3HaYHe 3HUKEHHS IIITbHOCTI KOnoHi3atil Propionibacterium acnes i cyTTeBe
3MeHILIeHHS (PpakKIlil BITbHUX XKUPHUX KUCJIOT ¥ JIiMiaX IOBEPXHi MIKipH.

AzernaiHoBa KKMCJIOTa in Vvitro Ta in vivo iHribye mposmideparlito KepaTHUHOIMTIB Ta HOPMaJi3ye
NOpYIIeHi IPU aKHe NPOoIeCH TePMiHANbHOTO AudepeHIiioBaHHS enigepmicy. Ha Mopeni Byxa
KPOJIMKa a3ejlalHoBa KUCJIOTa IPHUCKOPIOE KOMEOMI3UC TeTpafieKaHiHIyKOBaHUX KOMEOHIB.

[Tpu xonruenTparii 0,31-2,5 % nicnsa TpusBamoro KOHTakTy npotaroM 30—120 XBUIUH IPOSIBIASETHCS



OionuagHa mish MPOTH IPAMIO3UTHBHUX Ta TPAMHETaTUBHUX aepoOHUX GakTepiil, aHaepoOHUX GaKTepii
Ta rpudis.

HocmimKeHHs in vitro He TPOJEMOHCTPYBAJK HAsBHOCTI MyTAHTHUX (OPM, CTIHKHX [0 a3e1aiHOBOI
KUCJIOTH, aHi y Staphylococcus epidermidis, ani y Propionibacterium acnes.

dapmakokiHemuka.

[Ticns HaHeCceHHS KpeMy a3ejlalHoBa KMCJIOTa IPOHUKAE B YCi IIapy MKipy TIOAUHY. [IpOHUKHEHHS
BimOyBa€eThCs 3 OLNIBIIOI0 MIBUAKICTIO Uepe3 ypaXKeHy IIKipy, HiX 4epe3 HeymKoaxKeny. [Ticns
OJHOPA30BOI'0 HaHECEHHS Ha IIOBEPXHIO IIKiPU a3elalHOBOL KUCJIOTH (y BUTTIAAL O T KpeMy
Ckinopen") migmkipHo amcopOyeThest 3,6 % HaHECEHOI HO3H.

Metabomi3M a3enaiHOBOI KMCIOTH BUBYABCS IiCJIs IIEPOPATIBHOTO IPUHAOMY B JO3aX [0 5 T.

YacTtuHa a3e1alHOBOI KUCJIOTH, afcopboBaHo0l Yepes WIKipy, EKCKPETYETHCSA 3 CeYer0 Y HE3MiHHOMY
BUTIISAAi. [HIIa YacTHHA PO3NAfa€eThCs IMIIAXOM B-OKMCHEHHS Ha TUKapOOHOBI KUCTIOTH 3 KOPOTIIIOO
noBxuHOMW nanuora (C,, C;), 10 TakoX OyJu BUSABIIEH] y cedi.

IocmimXeHHsI CHCTEMHOI IIePEeHOCHMOCTI IiCJIsI TOBTOPHOTO IIEPOPAIbHOTO Ta 30BHIIITHEOTO
3aCTOCyBaHHS a3ej1aiHOBOI KMCJIOTH He BUSIBUJIM XKOJHUX 03HAK TOTO, 110 HaBiTh B eKCTPEMaIbHUX
yMOBaX, HallpuKJjaj, Ipy HaHeCeHHi Ha BeJIUKY IUIOITy Ta/abo I OK/II03ilHi 0B’ I3KM, MOXKHA
04iKyBaTU PO3BUTKY MMOOIYHUX e(EKTIB.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

JIikyBaHHS aKHe (BYIpiB 3BUYaWHMX), 10 XapaKTePU3YETHCS HAasIBHICTIO KOMENOHIB, Ay, MyCTyn i
MaJIeHbKUX BY3JIUKiB.

IIpomunoka3aHHs.

linepuyTnuBicTh O Aif04oi pedyoBHHU ab0 [0 Oymb-sIKOI 3 JOTIOMIiXKHUX PEYOBUH ITperapary.

B3aemodis 3 inwumu aikapcokumu 3acobamu ma inwi eudu e3aemoditl.

HocmimkKeHHsT B3aEMO/Iii He TPOBOIUIIHCS.

Oco06.1ueocmi 3acmocyeaHHs1.
TinbKY Oj1g 30BHIIIHBEOTO 3aCTOCYBaHHS.

He pomyckaiiTe HoTpamisHHs KpeMy CKiHOpeH® B 04i, pOTOBY HOPOKHHUHY a60 Ha CIIM30Bi 000JI0HKH.
ZAKI10 KpeM BUIMIaAIKOBO MOTPANNB B 04i, POTOBY MOPOXKHUHY Ta/ab0 Ha C/IM30Bi 000JI0HKY, HETAWHO
CJIil IPOMUTH iX BEJIMKOIO KiJIbKICTIO BOOHU. fIKII0 MOAPa3HEeHHS 04ell TpUBA€E, PEKOMEHAYEThCS



3BepHYTHCS M0 JiKaps. [Tic/s K0XKHOro HaHeceHHs kpeMy CKiHopeH® MOTpi6HO BUMHUTH PYKH.

CymyTHE 3aCTOCYBaHHS KOCMETUYHUX ITPOAYKTIB, CIMPTOBUX a00 arpecUBHUX 3aC00iB [/ OUUIIEHHS
IIKipH, HACTOSTHOK, B'I2Ky4nX a00 abpa3uBHUX PEUYOBUH YU BifIyIIyBallbHUX 3aC00iB CIIif
00OMEXKUTH Iif Yac JiKyBaHHS, HAaCKIJIbKY 11e MOXKJIKBO.

BeH30MHa KHCJIOTa CIPUYMHSE TOMipHE IOAPa3HeHHs IKipH, 04el Ta CIM30BUX 000JIOHOK.
[IpomieHr MiKOIb MOXKe TaKOXK CIPUYUHATY NOAPa3HEHH MIKipH.

Y pipkicHMX BUIIafKaX IIif 4ac IiCAsgpeecTPaliiHOro HarsaAy IMOBiJOMIISIOCS PO 3arOCTPEHHS
OpoHxianbHOI aCTMHU y MAI[iE€HTIB, SKi OTPUMYBaIX a3eJlaiHoBY KUCIIOTY (IUB. PO3ain «ITobiuHi
peakuii»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.
BaritHicTb

He npoBopumnocs HaneXHUX i foOpe KOHTPOJIbOBaHUX NOCIiIKeHb IIperapaTiB a3eflaiHoBOi KUCIIOTH
[J18 30BHIIIHBOTO 3aCTOCYBAHHA 3a y4acTIO BariTHUX XiHOK.

HocnimKeHHS Ha TBApPHMHAX CBig4aTh PO MOXKJIMBUY BIIJIUB Ha Iepebir BariTHOCTI, PO3BUTOK
eMmOpioHa/mmoa, moiory abo MoCTHAaTaIbHUM Po3BUTOK. OOHAK ITifl Yac JOCIiIKeHb Ha TBapUHAaX
3aCTOCYBaHHS 1103, AKi B 3—32 pa3u lepeBulllyBalu MaKCHMalbHy PEKOMEHIOBaHy 03y AJd
JIIOAVHY, PO3paxoBaHy BiAIIOBIIHO [0 IOBEPXHi Tina, XKogHUX HebaxaHuX e)eKTiB He
criocrepirasnocs.

BariTHuM XiHKaM ciif 3 o6epexHicTio npu3Hadati KpeM CKinopen®.

TongyBaHHd TpyANI0

HeBimoMo, ¥ ceKpeTyeThCs a3enalHOBa KHCIIOTa Y IPyAHE MOJIOKO JIIOAWHY in vivo. OgHak
€KCIIEPUMEHT In Vitro 3 BUKOPUCTAHHAM METOAY PIBHOBAXKHOI'O [iasli3y IPOIEeMOHCTPYBAaB, 110
MOXKJIMBe TOTPAIJITHHS [if0490i PEYOBHHHU y TPyIHE MOJIOKO. Po3mopin a3enaiHoBOl KUCIOTH Y
TPYOHOMY MOJIOI HE MOXKe MIPU3BECTH O0 3HAYHUX 3MiH BiTHOCHO ii 6a30BOT0 PiBHS, 110 yXKe
HasiBHUY B MOJIOLI, OCKIJIbKY BOHA He KOHIIEHTPYEThCS Y TPYIHOMY MOJIOLI Ta MeHIe HixX 4 %
TOTIIYHO HaHEeCeHOl a3es1aiHOBOI KUCIIOTY BCMOKTYETLCS CHCTEMHO, He 30ibIINYI0YH IIPHU I[bOMY
eHJIOTeHHY eKCII03HIIil0 BKa3aHOol pe4oBUHMU BHIIe ¢iziosmoriunoro piBHg. OgHaK XKiHKaM, SKi TOIyIOTh
TPYAOAio, Cilif 3 00epexKHICTI0 3aCTOCOBYBATH KPeEM CKiHOpeH®.

Cnip yHMKaATH KOHTAKTiB HEMOBJIATH 3i MIKipoio/rpynaio, 06pobieHoo JikapChbKUM 3aC000M.

®epTUNLHICTD

HasiBHUX JaHUX CTOCOBHO BIUIHBY KpeMy CKiHopeH® Ha GepTHIIBHICTh MIOMUMHU HeMae. Pe3ynbTaty,
OTpUMaHi ITif Yac JOoCIigKeHb Ha TBApUHAX, He BUSBUIIU BIIJIUBY Ha (DepPTHIBHICTL caMiliB abo
caMUIIb IIypiB.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.



AzernalHOBa KMCJIOTa HE YUHUTh XKOJHOTO BIIJIUBY Ha IIBUAKICTH Peakiiii Mpu KepyBaHHi
aBTOTPAHCIIOPTOM ab0 poboTi 3 iHIIMMK MeXaHi3MaMH.

Cnocid 3acmocyeaHHsi ma do3u.
[ HAIKipHOTO 3aCTOCYBaHHS.

Kpem Ckinoper® 2 pa3u Ha o0y (BpaHIi Ta BBeYepi) HAHOCUTH Ha ypaKeHi HisSHKH IIKipH i M’SIKO
BTUPATU MacaXXHUMU pyxaMu. [Ipu6nau3Ho 2,5 CM KpeMy HOCTaTHBO OJIs1 BCi€l TOBEPXHi 001U YS.
Tlepern 3acTocyBaHHAM KpeMy CKiHOpeH® IIKipy CIIifi peTelIbHO IPOMUTH BOMOK Ta BUCYLIUTH. TaKox
MOKHa BUKOPHUCTATU M’ SIKUU KOCMETHYHUYN 3aCi0 [/ OUMILEHHS IIKipH.

BaxkJIMBKM € perynsipHe 3aCTOCyBaHHs KpeMy CKiHOpeH® IPOTSAroM yChOro KypcCy JIiKyBaHHS.

TpuBamicTs Kypcy JiKyBaHHS MOXKe 3MiHIOBAaTUCS 3aJIeXKHO Bifl iHAMBiAyanbHOTO mepebiry
3aXBOPIOBAHHS 1 BU3HAYAETHCS CTYIIEHEM MOT0 BUPAXKEHOCTI.

I MOCATHEHHS OITUMAJIbHOTO Pe3yIbTaTy PEKOMEHIYETHCS 3aCTOCOBYBATH JTiKapChKUM 3aciod
CkinopeH® Ge3mepepBHO IPOTIroM KiJIbKOX MiCsILiB. ICHYe KIiHiYHIIA HOCBif Ge3IepepBHOro
3aCTOCYBaHHS JIIKapChKOT0 3aCc00y BIPOAOBXK mepiony mo 1 poky. V mallieHTiB i3 akHe BifuyTHE
ITOKPAIIEeHHS CIIOCTePIiraeThes, SIK MPaBUiIo, MpUOIU3HO Yepes3 4 THXKHI.

V pa3i HagMipHOTO TOApa3HeHHs WIKipy (OuB. PO3min «I106iuHi peakyii») CIIig 3MEHIIUTH
KiIBKiCTh KpeMy AJIsl HaHeCeHHs ab0 9acToTy 3acTocyBaHHsS KpeMy Ckinoper® mo 1 pa3sy Ha
no0y ax 10 3HUKHEHHS mofpa3HeHHs. [Ipr HeoOXigHOCTI Tepariio MoXHa TUMYaCOBO
TlepepBaTH Ha KibKa AHiB. [Ticig KOpOTKOTO mepiony NiKyBaHHS 0e3 IOMITHUX pe3ybTaTiB
HeoOXiTHa MMOBTOPHA MeNYHa OIliHKa.

ITayieHmu AiMHbO20 BIK)Y.

CnenianbHi JOCTiXKEHHS 3aCTOCYBaHHS JIiKapChKOTro 3aco0y mallieHTaM BikoM Bif 65 pokiB He
IIPOBOIOUIIUCS.

ITauieHmu 3 nopyweHHAMU PYHKUII NeviHKU.

CrnerianbHi JoCmigKeHHS 3aCTOCYBaHHS JTIKapChKOTo 3aco0y mallieHTaM 3 MOPYIIeHHSAMU QYHKIII
IIeYiHKY He IPOBOAUIIUCS.

ITauieHmu 3 nopyweHHAMU (PYHKUil HUPOK.

CnenianbHi JOCTIXKEHHS 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y MallieHTaM i3 MOpyIeHHAMY (YHKILI
HUPOK He ITPOBOAUIIUCS.



Himu.

Jlikapchkuit 3aci6 MOkHa 3aCTOCOBYBATH IIifIJIiTKaM BikoM Bif 12 pokiB. Hemae HeoOXigHOCTI y
KOPEeKIIil 03U Ipy Ipu3HadeHHi kpeMy Ckinoper® mifgmiTkaM BikoM Bif 12 pokis. Besmneka
Ta e(eKTUBHICTh 3aCTOCYBaHHsS KpeMy CKiHOopeH® HiTsM BikoM 70 12 POKiB He BCTaHOBJIEHi.

Ilepedo3yeanHs.

Yepes myKe HU3BKY JIOKANIbHY Ta CUCTEMHY TOKCUYHICTh a3eJ1alHOBO1 KACJIOTH iHTOKCUKAIIIS Li€0
PEYOBHHOIO MaJIOMMOBIPHA.

Io6iuni peakuii.

YV KniHIYHYUX DOCTIOXEHHSX i Mif Yac miciaspeecTpalniiftHoro Harnsmy nobivHi peakiiii, 110
Bi3HAYaIMCs Hal4yacTille, BKIIIOYaIM IeYiHHS, CBepOik Ta epuTeMy y TiJsSHIN 3aCTOCYBaHHS.

[To6iuni peaktii, 1110 CIIOCTePiraaucs IMif Yac KIiHiYHUX OOCIiIXKeHb, HABeOeHO y Tabulli 3a
9aCcTOTOI0 BUHUKHEHHS 3TifHO 3 Knacudikariero MedDRA:

myxe 4dacto (31/10);

gacto (Big 31/100 mo <1/10);
reuacro (Big 31/1000 mo <1/100);
pimkicwi (8ig 21/10000 mo <1/1000);

nyxe pixgkicHi (<1/10000), gacTtoTa HeBinoMa (He Moxke OyTH OlLliHEeHa Ha IificTaBi HaBHUX HaHUX).

CucreMa [Tyke 4acTo JacTo HeuacTo PinkicHi
oprasiB/ Kjac
3 00Ky LIKipu Ta Cebopes, akHe, |[XeWsiT (3amnaneHHsS
MigIIKipHOI menirMeHTallis ry0), KponHB’aHKal,
KITITKOBUHU [IKipK BUCHIIAHHS
3arasnbHi po3nanu [BiguyTTsa neuinns, Jlymenns, 6ins, |[lapectesis, [Iyxupi, eK3eMa,
Ta peakilii B MicIii [cBepOixk Ta CYXICTB, mepMaTHur, BIIUyTTA TeIlljla, Ta
3aCTOCYBaHHSA epuTeMa y Micii |3HeOapBneHHS |grcKoMdopT Ta [BUpa3Ka y Micii
3aCTOCYBaHHSA [IIKipY Ta HaOpsK y Miclli  [3acTocyBaHHS
[MOApPa3HEeHHA Y |[3aCTOCYyBaHHSA
MiCIIi
3aCTOCYBaHHSA




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.

YMmoBu 306epiranns. 30epiratu npu TemnepaTypi He Buile 30 °C y HeIOCTYITHOMY [T OiTen
MiCIIi.

Ymakoska. [To 30 r y Ty6i, mo 1 Ty0i y KapTOHHil KOpOOT1Ii.

Kareropis Bignycky. bes penenra.

BupoOHUK.

JIEO ®apma ManydakTypisr [tami CPJL.

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCIllsi IPOBaXKeHHsS HOro His/IbHOCTI.

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



