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OIIMCAHUE KIIMHUYECKOI'O UCCJIEAOBAHUA

HasBanue
TectupoBaHrWE€ MOTEHIMAIBHOIO PA3APAKECHUS KOXKU OT MPUMECHEHHUS

KOCMETHUYECKOTO MPOJIYKTa.

Heanb
BrisiBnienne moOouHbIX 3()QPeKkToB (MOKpACHEHHE W OTEK KOXKM) Ha KOXKe
IOJIE3HO Il OLEHKH O€30MaCHOCTH TECTUPYEMOI0 KOCMETHYECKOTO

IMpOoAYKTa, BOBI[CI\/'ICTBI/IC KOTOPOTO IMMPOUCXOANUT KOKHBIM ITYTCM.

Bbi0opka
25 3I0pOBBIX M XOpPOILIO OCBEAOMJIEHHBIX O IEIAX HCCICA0BAHUS

T00pOBOJIBIIEB.

Oco0eHHOCTH 103MPOBKH
Ha Ttectupyemyio cropony HaHocutcs 20ulL kuakoro, TBepAOro Wiu

IMOJYTBEPAOI'O BCUICCTBA.

IToaroroBka mpoaykra
TectupyeMblil TPOAYKT NPUMEHSETCS HA MNOBEPXHOCTH KOMXKHU COTJIACHO
CBOEMY Ha3HAa4YeHUIO KakK Tmpeajaraercs mnoTtpedutento. [maporeneBbie
IUIACTBIPU OT MEIIKOB M TEMHBIX KPYTrOB IOJ IJIa3aMy IPUMEHSIOTCA MIYyTEM
UCIONb30BaHusT JyHkM @DuHHA (I aiepreHa B OKKIIFO3MOHHBIX

aNTUIMKAIIMOHHBIX MTPo0ax).

IToaroroBka NMPOBECACHHUA TECTUPOBAHUA
I[JISI HCCIICAOBAHUA 0T06paHBI TOJIBKO I[O6pOBOJ'IBHBI CcOo BHOPOBOﬁ

HCHOBp@)KIICHHOﬁ KOXEH. I[JISI YBCIIMYCHUA YYBCTBHUTCIIBHOCTHU K IICﬁCTBHIO



MPOJYKTa UCCIEeAYEMbIN KOXKHBIM TOKPOB (ThUIbHAsI CTOpOHA) ObLT 00paboTaH

70% cnUpPTOBBIM PACTBOPOM.

IIpumeHeHuUe TECTUPYEMOI0 BelleCTBA
Kocmerndeckuii mOpoayKT TPUMEHEH KO BCEeM JIOOPOBOJIBIIAM IyTEM
HCIIOJIb30BAHUS nyHkn PUHHA, aTIOMUHUEBON STYEUKH JUAMETPOM 7 MM,
coaeprKalen JIMCK GbunbTpOBaIBLHON Oymaru, MPONUTAHHBIN
(bUKCUPOBAaHHBIM KOJIMUECTBOM HcCcieAyemMoro BemecTBa. Jlynku ®OunHa
JepkaTcsi Ha KIICHKOW JieHTe, Oe30MacHOe HCIOJIb30BaHUE KOTOPOH yxKe

HCCIICAOBAHO.

dTH4YecKHe NPUHIUIBI MEIUIIMHCKOT0 HCCJIeJ0BAHUS

HccnenoBanre ObUIO TIPOBEIEHO COTJAaCHO JeKJIapaluu  XelbCHHKU.
Ortunueckue  [lpunmunet  Megununckoro  HcecnepoBanusi,  BKiIOYas
Yenoseueckue Acnektbl, TpuHsThl 180i1 ['enepanbHoit AccambOneeit WMA
XenbcuHku, OuuisHaug B uUoHEe 1964 roma u mnompabieHsl 2901
I'enepanbHoOit Accambneeit WMA Toxkwuo, Anonus B okts16pe 1983 roma, 350it
I'enepanbHOit Accambneeri WMA Benenus, Utanus B oxtsa6pe 1983 rona,
4101t I'enepanbHoil AccambOieeit WMA T'onkonr B cenrsOpe 1989, 48oii
I'enepanpHoOit AccambOneeit WMA Comepcer Boacrt, Pecnyonmka HOxnas
Adpuka B okta0pe 1996 roma, 520i1 I'enepanbHoit Accambieeit WMA
OnunOypr, lllornanaus B oktsadpe 2000 roxa.

C nuYHBIMH CBEJCHHUSIMHU JOOPOBOJBLEB OyAyT 0OpalaTbCs COIIACHO
3akoHonaTenbHOMY Jekpery 196 o kondunenunansHoctu ot 30 utons 2003
roja.

Nupopmanus o npoaykre

HasBanue:

['unporeneBble MIACTBIPUM OT MEIIKOB M TEMHBIX KPYrOB TIOJ TJia3aMu
WNudopmarius, npenoctaBieHHass KIUEHTOM:

Hccnenyemas xocMeTudecKkas MPOAYKIUS HE COJAEPKUT HUKAKUX BEIIECTB,

3allPCHICHHBIX 3aKOHOJAaTCIIbCTBOM EBpOHCﬁCKOFO DKOHOMHYECKOT'O
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CooOmecTBa KacaeMO KOCMETHYECKUX MPOAYKTOB M MPOAYKTOB JIMYHON
TUTUEHbl; KOHCEPBAHThI, MPUCYTCTBYIOIINE B (hopMylie POIyKTa, HAXOAATCS
B CIIHCKE pa3pelieHHbIX KOMIIOHEHTOB, ONMYyOJMKOBaHHBIX EBpomneiickum
OkoHomuyeckuM  CooOmecTBoM, M HMCHOJB30BaHBl B JOMYCTUMOM
KOHIICHTPALIMU COIIACHO 3aKOHY; KPOME TOIr0, OTPAaHUYEHUS U MHCTPYKLUU,
onucanuble B [Ipunoxenusx 76/768 npasun EBponeiickoro 9kOHOMUYECKOTO
CooOmecTBa, YMOMSAHYTHI [JIsi TE€X BELIECTB, KOHIIEHTPALUS KOTOPBIX
JUMUTHPOBAHA.
KauectBennass Qopmyna: Boja, dapdopoBas TIIHMHA, SKCTPAKT LIBETKOB
POMAIIIKH, SKCTPAKT KOHCKOIO KalllTaHa, MAaclio K0>K00a, 3KCTPAKT TMHKIO
Oownoba, renbp ¢ 0ap0agOCCKUM ajod, MPONWIEH TJIMKOJIb, OTAYIIKH,
METWIXJIOPOU30THUA30JIMH, METWIN30THA30JIMH, IOJHMAKPUIOBAas KHCIIOTA,
IIOJIMBUHUJIOBBINA CIIUPT, KEJIATHH, LEJUTFOJI03HBIN KIIEH. .

Hpuioxenus
[Ipunoxenue 1: dopma cornameHusl.
[Tpunoxenue 2: Kputepuu otdopa.

[Tpunoxenue 3: Uadopmanuonnas gpopma.

KJIOUYEBOM IMTEPCOHAJI

HccaenoBarein

Prof. Dott. Fulvio MARZATICO Docente presso I’Universita di Pavia
Dip. Scienze Fisiologiche — Farmacologiche - Cellulari - Molecolari
Sezione di Farmacologia ¢ Biotecnologie Farmaceutiche.

Piazza Botta 11, 27100 PAVIA

Tel. (0382) 986.390

Fax . (0382) 986.390
(Rif. accordo contratto FARCODERM srl)




JdepmaTosioru4yecKkuii KOCMeTHYEeCKUMN LEHTP

FarcoDerm srl

FarcoDerm srl
Via Franchi, 4
27100 Pavia

Direttore Tecnico: Dottoressa Angela Michelotti Biologa

MATEPHUAJIBI U METO/bI

Kpurtepuu oréopa

25 yenoBek (M MY>KUHUHBI U JKCHIIMHBI) B Bo3pacte oT 18 no 60 net, oTtoOpaHbl

JUTSL KCCIIETOBAHUS IO CIICYIOIIUM KPUTEPHUSIM:

e xopoiee 00111ee COCTOSHHUE 3710POBbs

® OTCYTCTBHE JI€pPMATOJIOTUUECKUX OO0JIe3HEH, KOTOpble MOTYT MOBIMITH Ha
OLICHKY Pe3yIbTaTOB MCCIIECOBAHUS

® OTCYTCTBHE Ha JIaHHBIM MEpUOJa Kakoro-nudo (papMaxKoIOruuecKoro
JIeYeHUs

e oOelllaHue MPUACPKUBATHCA OOBIYHOTO pacTIOpsiAKA JHS

® OTCYTCTBUE aJUIEPTUU

® OTCYTCTBHE O€PEMEHHOCTH

IIoaroroBka npoayKToB
I'mpporenespie IUIaCTBIpU OT MELIKOB W TEMHBIX KPYroB IOJA IJIa3aMu
NPUMEHSIOTCA MYyTEeM HCNojib30BaHus JyHku Ounna (I8 amiepreHa B

OKKJIIO3MOHHBIX aIlIlNTMKAIIlMOHHBIX np06ax) .

BreinojaHeHue uccjiea0BaHus
Uccnenyemas obOnacTh KOXH (3aHSsI TIOBEPXHOCTh KOXKHK) Obuta oOpaboTaHa

70% cnuproBeM pacTBopoM. KocMernyeckuilt MpoAyKT ObLI NMPUMEHEH U



OCTaBJIEH ISl KOHTaKTa ¢ Koke Ha 48 yacoB. Jlynka ®unHHa obGecrieynBaeT
OKKJIFO3UOHHOE TMpUMEHeHue NpoaykTa. KokHble peakiuu aHaIU3upyrTCs

yepe3 15 MunyT, yac u 24 4aca nocie yaaneHus 1yHku OrHHA.

Kinnnueckoe 00cie10Banne U OLEHKA
Ilocne ynmanenuss miactelps B TeueHue 15 muHyT, 1 yaca u 24 yacom
I00pOBOJIBIEB OOCIEAYIOT Ha NMPU3HAKKA MOKPACHEHHUS M OTEKOB, a TaKkKe
peakiuio KoxH. KokHble peakiuu NMOJACUYUTAHbl U 3alIMCaHbl B COOTBETCTBUE
C OLEHKaMH, yKa3aHHbIMM B TaOnuie 1. Peakuuu MokpacHEHHUS U OTEKOB
KOXHU coOpaHbsl B ¢opme TaOMUIBl M MOKa3zaHbl Trpaduuecku. PesynbTaTsl
pa3lpak€HHsl TOJIYYEHBl NYyTEM KaJIbKYJSIIUM CPEJHUX BEIWYWH, Kak
MOKpacHeHUH, Tak U O0TeKoB. [IpoayKT KiaccupuUIUpOBaH COrIacCHO TabJuie

2.

TABJINIA 1 KanHu4ecKHi cUeT KOKHbIX peaKkIuii

IHoxkpacHeHus

Her nokpacHenuit 0
Jlerkue nokpacHeHus (ejie BUIUMBIE) 1
XO0pouio BUIUMbIE TOKPACHEHUS

YMepCHHBIC IOKPACHCHHUA

N W

CCpBC3HBIe IMOKPACHCHHUA (TCMHO KpaCHBIC C BO3MOKHBIM

oOpa3oBaHKEM HEOOJIBIINX SI3B)

OT1exkn

Hert oTekoB 0
OueHb JerKue oTeKu (ejie BUAUMBIE) 1
Jlerkue orexu

YMepeHHbIe OTEKH (MOHATHE KOKHU Ha 1 MM)

N W

CuiibHble OTEKH (yBEJMUYEHHAsl OMYXOJb JaXKe 3a MpejeslaMu

00J1aCTH MPUMEHEHHS )




TABJINIA 2 Kuaaccupukanmusi cCpeHero MHAEKCAa pa3apaskeHusi (COrJIacHO

nonpaskaMm kiaaccugurkanuu JIpeiiza)

Nupexc Knachuxanus
0,5 HE BBI3BIBAIOIINI Pa3IpaKEHUS
ot 0,5 10 2,0 BBI3BIBAIOIINN JIETKOE Pa3IpakeHUe
ot 2,0 1o 5,0 BBI3BIBAIOIINN YMEPEHHOE pa3apaKe€HUE
ot 5,0 1o 8,0 BBI3BIBAIOIINN CUJIBHOE pa3apaKeHUE
PE3YJIBTATBI

O06001meHne TaHHBIX MOJYYEeHHBIX MO0CJI€e IPOBEJICHNUS NCCIEeI0BAHUA HA
A00POBOJIBLAX U OLIEHKH BO3MOKHOI CTeNEeHU pa3apaskeHus mocJie

NPUMEHCHHUA JAaHHOI0 KOCMETHYECKOIO IPOJAYKTA

BoisiBiIeHHAs1 peaKlys MOKPACHEHU U 0TEKOB

(KTMHUYECKHUE OIEHKH cM. Tabuma 1)

XX |E|EE[E|E|EEE|E|E|F
(=) Bl Bl el el el I el Nel Bel § H E=] E=]
(=) He) Nl Bl Hol =] Bo) He) Hel He) Rel Rl R
(=) He) Nl Bl Hol K=l B Bl K=l =) B__J e} )
(=) He) Nl o) Hol K=l ol =) ol He) Rel R R
(=) Be) Nl o) Hol K=l Bl o) el el =] ) )
(=) Hej Nl o) Hol K=l o) Ho) Hel He) K=l Hoj N




SEEIEFEEEIZEEIZ|E
(=) He) Bl Ho) ol ol =) ol Jol Rol Nol R
(=) He) Bl o) Nol Bl E=] K] R o) ) e
(=) He) Bl Ho) ol ol =) ol Jol Rol Nol R
(=) He) Bl Ho) Nol Bl =) Nol Ho) Re) Hel R}
(=) He) Bl Ho) Nol Bl =) Nol Ho) Re) Hel R}
(=) He) Bl o) Nol Bl E=] Ko o) o) ) e

BoisiBJIeHHBIE CpeaHne BCJININHDI HOKpaCHeHI/lﬁ H 0TEKOB

0,20 0 0,12 0 0 0

CpenHue 3HaYeHUsI MHEKCOB pa3apakeHusi (cM. Tadnuiry 2)

0,25

0,2

0,15
@ Paa

mPsan2

0,1

0,05

MokpacHeHus Otekn 15  TMokpacHeHusi 1 Otekn 1 vac  TMokpacHeHuss Otekun 24 yaca
15 MuHyT MUHYT yac 24 yaca

# 0,5 — mpeneJs1, HUZKe KOTOPOTro MPOAYKT KJIacCH(pUIUpPyeTcs KaK He

pasapaxaImnil KOxKY.



SAK/IIOYEHUE

Ta6JII/II_IBI U auarpaMmbl, YKa3aHHBIC BBIIIC, 3dKIIFOYAIOT B ceOe 3HaueHUs
HMHACKCOB OTCKOB U HOKpaCHCHI/Iﬁ, BBISIBJICHHBIX Y KAXKI0OTO I[O6p0BOJIB]_Ia.
HOTCHLII/IaJIBHOC PasapakKCHUC KOXH OT IPUMCHCHUS IMTPOAYKTA OBLI0 OLCHCHO Ha

OCHOBAHUU TOIpaBlIeHHON Kinaccudukanuu Jpeiia.

Ha ocnose MMOJMTYUYCHHBIX JAHHBIX Mbl OICHHUBACM JTOT IIPOAYKT:

FlfmporeneBme IJIACTBIPH OT MEIIKOB U TEMHBIX KPYI'oB IIOJ IJia3aMHU

HE PA3JIPA/KAIOT KOXY

9KCHepI/IMeHTaTOp

Prof. Dott. Fulvio MARZATICO

KonTtpons kauectBa

Dott.ssa Angela MICHELOTTI
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HHPUJIOKEHHUE 1
O®OPMA COI'JTIAHIEHUA

Homep noOpoBosibIia (MHUTIAAIIE)

Ha3Banue

TCCTI/IpOBaHI/Ie IMOTCHOUAJIBHOI'O pasApaXKCHUA KOXH OT TIPHUMCHCHUMA
KOCMECTHUYCCKOI'O IMPOAYKTa

Heanb
BrisiBnienne moOouHbIX 3()PeKkToB (MOKpACHEHHE W OTEK KOXKM) Ha KOXKe
IOJIE3HO Il OLEHKH O€30MAaCHOCTH TECTUPYEMOI0 KOCMETHYECKOTO

MMpOoAYyKTa, BOBI[CfICTBPIC KOTOPOTO MMPOUCXOANUT KOKXHBIM ITYTCM.

IMoaroroBka o0pa3uos
OO6pa3iupl TPOIYKINH MPUMEHSIOTCSI COTJIACHO MX OOBIYHOTO MCIOJIb30BAHMS:

KaK OHHM CCTb.

Sl monrtBepxkaaro, yTo AOOPOBOJEN] O3HAKOMMJICS C Ha3BaHUEM W LEISIMU
JAHHOTO KJIMHUYECKOr0 HCCIAeAOBaHUS M ¢ HWHGOpPMAIMOHHON (dopMoi
(npunosxenue 3). Y 1odpoBoiblia ObljIa BO3MOXKHOCTH 33/1aTh HHTEPECYIOLIUE
€ro BONpPOCHl, HA KOTOpPbIE OH TOJYYHJI HCUYEPHBIBAIOIINE OTBETHI.
JIoOpOBOJIBIlY OOBSICHWIM 1€lb, METOJABl M OCOOCHHOCTH KIMHUYECKOTO
UCCJIeI0BaHMSI, MPEUMYIIECTBA M BO3MOXKHbIE HeynoOcTBa. [lomydyuB Bcio

I/IH(l)OpMaI_II/IIO, IIO6pOBOJICI_I corjraCujiCAa NPpHUHATH Y4aCTHUC B UCCIICIOBAHNU.

JlaTa

msa coenmancra

IHoamuce cnenmuanmcTa
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HHPUJIOKEHUE 2
KPUTEPUU OTBOPA

Homep n1o6poBosiblia (MHULIUAIIBI)

Bo3spacr: ot 18 g0 60 ner na HET
Xopotiiee o0111ee COCTOSTHUE 30POBbS na HET
OTcyTCTBHE KOKHBIX 3a00JI€BaHU I na HET
OTtcyTcTBHE KaKOr0-JIM0O (hapMaKOIOTHUECKOTo JICUCHUS na HET
O6enanue NpUaePKUBATHCS 0OBIYHOTO PACIOPSIAKA JTHS na HET
OTtcyTcTBHE AJIEPTUU na HET
OTtcyrcTBHE OEpPEMEHHOCTH na HET
B coorBeTcTBUM CO BCceMH TpoIleAypaMH, YHIOMSHYTBIMH B | Ja HET

OIIpoCeC, MAIUCHT, IMOCJIC IMOJYUYCHUSA HH@OpMaHHH JdaJI CBOC

corjiacuc

NCCIIEAOBAHUA

JAKE OJHA ITOMETKA B I'PA®E «HET» ABJAETCA JOCTATOYHBIM
OCHOBAHHMEM JISA UCKJIIIOYEHUSA JOBPOBOJIBIIA U3 BBIBOPKMU J1JIA
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HHPUJIOKEHUE 3
NHO®OPMAIIMOHHASA ®OPMA

Kinunnyeckue naHHbIE ABJISIOTCH CTPOro0 KOHPUIEHIIHMATBHBIMH
Bo Bpems unm mocie ucCCieIOBaHHUS Yy MPOMOYTEPOB oOOCHeoBaHUS WIIU
MEIUIIMHCKUX PAOOTHUKOB MOJKET BO3HUKHYTh HEOOXOIUMOCTh H3YYHTh
Baiie jaeino. Pe3ynbTaThl Takke MOTYT OBITh ONMYOJIMKOBaHBL. B mro6om
cllydyae Balle MMsI HUKOTJa He OYyJeT YINOMHUHAThCA, €CIU TOJBKO B Cly4yae
KpailHell HEOOXOJAMMOCTH, a Takke [JIs JIIoJed, KOTOpble, KaK M Mbl
coOmoatoT npodeccuoHanbHyto TaiHy. Bes  uHpopmanus, coOpaHHas B
XOJIE€ MCCIIeIOBAaHUs, OCTAHETCS CTPOro KOH(PHUACHIIMAIBLHOM, U Bbl He Oynere

UIAECHTU(ULIUPOBAHBI.

Yro mnpousoiaer, ecJd BbI pemiuTe He NPUHUMATH Y4YacTHe B ITOM

HCCJIeT0BAHUU?
Bamie pemenue npuHUMaTh y4yacTHE B MCCIEAOBAHUU JIOHKHO OBITH TOJIBKO
T0OpOBOIBHBIM, BBl HE JOJDKHBI UYYBCTBOBATh MNpHUHYXKIEHHE. Eciu BbI
peluTe He MPUHUMATh Y4acTHe, 3TO HEe MPUYUHUT HUKAKUX HEYJIOOCTB, U BbI
HE TOTEpsieTe HUKAKWE BBITOJABL. ECiIM BBl peliudre mpepBaTh Y4acTHE 10
KOHIIa TpoIecca, Bbl MOXKETE cienaTh 3TO B Jt000e BpeMs 0e3 Kakux-JIn0o
HEYJO0OCTB WM TIOTEPH KaKUX-TUOO BHITOA. XOTS €CIM Bbl PEIInTe
MIPEKPATUTh CBOE y4acTUE B MCCJIEAOBAaHUU, HEOOXOAUMO Cpa3y CBSA3ATHCS CO
CBOMM BpayoM. MBI B CBOIO O4Yepeb OCTaBIsIEM 32 COOOM MPaBO MPEKPATUTH

Ball€ y9aCTHC B UCCJICAOBAHNN, CCIIN ONPCACIIACTCA CIro BpCa I Bac.

Bbl MoOkeTe 3agaTh CBOM BOIPOCHI [0, BO BpPEMs WJIM IIOCJIE€ MCCIEI0OBaHUS
HaIpsMYIo:

JHlokTopy Tenedon ,

KOTOpBIﬁ 6YJICT Bac Ha6JIIOI[aTB Ha IPOTAKCHUU BCCTO IIPOoUCCCa UCCIICAOBAHUA.
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