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Bt A FAE 5 9

2. 7171& ©]83 Al (Instrumental test)

o] NE2 A ANFAZGA A wet JAelA AFe A& & d= 71718
&35t Fox WeES A S48t st WHolth

7}. 7171 A& (Laboratory instrumental test)
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Y. AE7F HIE $EE 7]17]1E5H(Instrumental measurements associated with

an evaluation by professional experts)
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3=

=43k el old 3
EH

1,
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S }
FEHY 4 Atk In vito ABLE AF AL Fo 239 YO, T HEe] 28

4, AL Aol in vivo WHIG Aol A& AFde dAFY FEad gHES 9
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- gEd Bda ARA FBYL BFolol dt

7. NdA AL SOPE AHEsA wW=1 AL BEASH] YA AFARFA~H

(study monitoring system)& T3 oF St}

8. Holg Az B A3 s FAgsoF stH, Ao HAE BloAuM= & dh b
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2. YA AP (Ex vivo /in vitro AlH)
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2) ANlEe A-EId WPHo R FA3tEojoF Ha, AEHE 4 oo
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o AR
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B dE g A7 2H
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- 9g 3 Aol 4
-3 Ve BE

1= R IV g = A DA P

1) 23R 1

_50_



EREE
- AAA dolE el A A

3 72

w7

o

_ Az a4

b1 Aol o' are

B

1. AL ANF (Ex Vivglln Vitro A 3J)

(1) 23X

]

_51_



@ | v.xm

_______

ol

MO

1. Declaration of Helsinki, adopted by the 18th World Medical Assembly, Helsinki,

Finland, June 1964; amended by the 29th World Medical Assembly, Tokyo, Japan,
October 1975, the 35th World Medical Assembly, Venice, Italy, October 1983 and by
the 41th World Medical Assembly, Hong Kong, September 1989.

2. J. Serup, EEMCO guidance for the assessment of dry skin (xerosis) and
ichthyosis: clinical scoring Systems, Skin Research and Technology 1995, 1,109-114.

3. G. E. Piérard, EEMCO guidance to the in vivo assessment of tensile functional

properties of the skin, Skin Pharmacology and Applied Skin Physiology 1999, 12,
352-362.

4. M. Lodén, Efficacy testing of cosmetics and other topical products, IFSCC
Magazine, 2000, 3, vol.3, 47-53.

5. J.L. Parra, EEMCO guidance for the in vivo assessment of skin surface pH. Skin
Pharmacology and Applied Skin Physiology 2003, 16, 188-202.

6. G.E. Piérard, EEMCO guidance for the assessment of hair shedding and alopecia.
7. Commission Recommendation of 22 September 2006 on the efficacy of sunscreen
products and the claims made relating thereto (notified under document number
C(2006) 4089) (2006/647/EC)

8. Colipa, Guidelines for the Evaluation of the Efficacy of Cosmetic Products, 2008.

_52_



5] AA

AT A& dES WE FES =07 8l tHolHE Z&st= HSholn. LdubF
o=, RYGo2RE FES Tt d2 HoHE 2= I 2 U3 F&
o] o]FofXt}. FHAlo] MA| & A5, HAAET EAE FastAY AR AFe A&
Atgo g RE AYS wed FAWEE A&sts F32 dHolHd 38 FH i
AEAA F7HE WElr] A% Aolnt. offe S2SAEE Heoly 4 g &z

=5 28
- ZA 2H 2E =21
-Zpsrde
h
ae
FE sz = -Z2 2
BE FE W SF ALY Y -EF oA
-28 97
- =3t dloledt @2
l A
diolel S+ Zot
-EEX E4E. N
-5 Had, BuYd g, SA 2t A
-ENH goa
- LEEEE
A
A
HNPG S AR He
-2t o
-ag S 2 AN
—HAHHA
28
HE M /
o= dlolel ®ot
=N
- &R s _alA A
21 B
TR S
-EgAn
-AZE 3y

giolg =8 3 diolg 22|

_53_



(special cause)

o] o oA=L
NoH, oA=L AlF A (systematic) AL T=

P
T

o
FQ {l(common cause)S &

H
R

]

[e]
=

il

Mo Wy TE W o W @
B T oo A FOE T O R
2w T EE L AR R T )
ur Lcm oW TR B = 7 % U oW mM N = o5 B )
bN o] % T o= T ® R oA ,H B I < HO
B o ® o » N @ < o VT o
= P o= g B T oW R W 0 IR
or B B g T o WX £} ol i
o x = 9 RS I NGNS K o N o] ®
MR Tl g o 5 W K W B o P i A
£ L W 8 & IO e 70 = ® T ioXT
= &qe ok D m__.m - R o ® oo E o m__| " = o mv_ o
K T N 2 = LU
7O g oI _1/ o = W adl — TN o M xo i T
E_ﬁqﬂﬂﬂq%wﬁ _@ﬂAw.m Hﬁﬂ%ﬁaﬂm@#ﬂ
S W WA T < ® 7w ¥ 3 s C o T oo
o - S IR R R Moo
dro_i_:mMLT% frﬁ%ﬂnmmr :m«oﬂﬂ?gur.ﬁe
—_— — .ZU __OE .Ot “_vw — MM —_ (@) ,OI ‘_IIH EO _E %T o —_
o O EEH PR DEYw g 3w A
of * T ook i B T Ao § M W ogy R WP
ujn Nr o i
T P P W 2 T =2 SR T = o
. 2 ¥ o Ee/ uy e G W - of B o T 8 S 9
O T L TE - L% F o R R e
= F o X = T IO ° H o Ul m W o T RV
o] W = = 3 w N~ o T o W T
w A 2T oEE o= o o -
1 0| o :Mo il T 0% o T w o ) ,%omﬂ JJJ M ) MM o)) mn ob Y m
oo E K A - o 2w N U
o e o ™ 2B B F T o oy X ° w.l.\ ) ) w_.t =) = e
= w__lx_ o W Ho © oW i e]_a g.ﬁ o ! o o=x iod o N ‘R_. H
- Foww W oo oo o 2 - TN
\mJMMﬂme. %Mﬂ o orﬁ.c o W@ﬂﬁ% R o
o T T W — 3 N 3
S W B Rk TRk L. smda it
AR o w NG I N
m%g%mﬂﬂw M_swwmﬁy@a:fo\%% o
”\ — ~ X X H_Al —_ o : MmE \Nﬂ n_u._
° _wgIP 7 cIRTLEREi_Tarzes
I A B o ow W S g ThwE X 5
o~ K M = — oy B
xoNr ° mo mm Eﬁ o5 = T 0w g 9 T <X w w M
. — ~
o SRR ¢ s mem R nys T
ﬂ LA S o R o_a ) o oTe} — = ﬁ# T p
5 T T o M — ﬂ_saoﬁa.nihlmqﬁvo? oF B
— o o Wl T X R —~ o) o 70 L
O)g_ﬁrwr%@a.uo}.ﬁi.ﬁomomo.uﬁgl S G
= o- SRR~ Y B et © T o B! ol
Wom & s B R o B W
= O ORy N _U

- 54 -



HAERES EWE
4. Hlolg #
dolE 3 % 71Zo] musld A}t BEXo] g v ¢ I FF 52L& FH9
dolHE 137 YA deoly o, o)y =2 9 do]y ol Fol #g =
ZA2E FEFsof sttt HolEHe B4 Bas FH3 5o =
g} dlolHE 71&53k7] Aol dHlolH shel X7 HE e ¥l H
1, TAA FESAE A& 7] 53

5 A%

AGAA dANA, AR st 7P (lE Eol, ARV HETE Aboldl Aol
7F 9ok ol tig7be: Aejs Aboledl o]zt dthS At AlE HolHE A%
o, tE87HES Agsty AF7HEES 714387 98 dHolHERE S8 SA7 A
A& FAsth AFME S 714E8A == AYTEA o gz AH2 toHEZRE A

o= s, TA AU vuste 2A3{H. S,

Hn
ok

AR SAEAAR, ol AP 3ol 23 2HddH.

rr

48 AEY AP FA gL v

p-iko® AR p-ghe BSE g2 AU, AAHOE Aot e AS wE =
L gaY e AL 4 b HEo

AutH o= 5%9 FolsEel MAHHE AF A 25%). oA P H A
WAE pge Washs J1Folth 005 ol3he] p-gre AUTHE AL oleF Aozt
$A3 g0 WYY F Utks Aol Ak YuE. F 5% olstehs ulolth,
Aste] W p-ghe AASI AL NHTFHE AEFFE glo] Frh AP
o] 7|23 B AAHe vehin, mATAM Fge FHT 5 ok Lu
[e)

2 95% Al¥ g3kl AA AT

p-#°l 0.05 oldtete A AFrt BAHOE foAS vUeht B £ Qe
F83% A a8y I A7) AdF vE 94z Fo940 e =
A5 Eol, BIE Aol7} o}F o] A e PR ABAl YL FE
o= ojujo|th

6. A Wy

g 5A2F Sl o HolHE BAs] s £49 23, HolHe #
g 2 dojE JsofEA HHE FAH PHS AEste Zeo| Fasith ¥R

N
%
filo
>
ofo
ol
rr
P
flo
bt
.
i
jihJ
rht
-
i}
rok
o
ofl
o,
o
o
N
9‘_[5
v
rlr
P
filo
o
=
&
u)

_55_



= |

1. Statistical Methods in Medical Research. Fourth Edition. P Armitage, G Berry and
JNS Matthews (2001)

2. Practical Statistics for Medical Research, DG Altman (1991)

3. Statistics for Experimenters: An Introduction to Design, Data Analysis and Model
Building. Box GEP, Hunter WG & Hunter JS (1978)

4. ICH E9 Statistical Principles for Clinical Trials

_56_



