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#l

5

WERl, 7Y —AFKl, o— g F GHFEMEE— 3))

WOE DR R 5|

&
o
o
il

lgd, HRZeXREZ S — 17 F B 251 0.5mg (0.05%)
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B CEEhl - SRAIANE O EFHEFEE D B HEBI 0B R OB AEHATE T 28T, i’
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1. BR5E4

(1) 4
raXEy—) 7 a et U AT VECE 0. 05% TMYK]
Xy — ) 7abF U A7 )07 ) —250.05% [MYK]
JaRE =) Ta et B AT e — 3 2 0.05% [MYK]

(2) #*#4
Clobetasol Propionate Ointment 0.05% “MYK”
Clobetasol Propionate Cream 0.05% “MYK”
Clobetasol Propionate Lotion 0.05% “MYK”

(3) ZMDHEX
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Rk 29 4F 6 H 30 HAHTEBGRESE 0630 2 1 75 « HAFFAFE 0630 55 5 5 - FAZLIE 0630 5 1
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FREHFEDORH MZOWT] 1I2HSL,
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(1) #n& (WA
I aRE ) — )7 a et g 25 1 (JAN)

(2) ¥4 (&)
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21-Chloro—-9-fluoro—11 B, 17-dihydroxy—16 8 —-methylpregna—1, 4-diene—3, 20—dione
17-propanoate (IUPAC)
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C A SHGE 7 : 25122-46-7
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gy — )Tt R AT —2320.05% IMYK] - v—3 3 VA

(2) FRDONER UK

(3)

Jaxyy—raed | yaxXyy—Lraeg | yayy—)ra et
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ViR AT e — g v
0.05% [MYK]

Adh 3g (27K 30mL N
Z. K| ETHIELL 723
IRV IEE. Mk, =wO
SR Ko THRTZKBD
pH X 3.56~4.5 Th D,

A 8g 12K 30mL %/
Z. 60COKE =T 155
ILERERITICE SN N
BOAYBEC L 0 B kB
DOpH X 4.2~52ThH 5D,

Adh® pH 1% 4.2~5.2 T
H5,
b 42 0.99~1.03

ZDfth
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MYK | 0.05% [MYK] 0.05% [MYK]

ARy g P HEZ o %Y — L7 a et iR A7 )1 0.5mg (0.05%)
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b~ UM 40, 7 = fEK | 6000, AT T U LT V3 | 60, HEEEEERNY 7V
i, AUtV Y | — T/ ATT UV |2 RO EZVRY VT
vl LCo7Fre | VY v vafilglite | o~ od—L VLE
Fefxy M8 | ATV T VBT Y | X UBAX A LA VT
Al | o) Sy 7T BRI AT HILRF L E =L
RV ~w— FNAa—RF
MY DA =7 NS LY
T LIKFW T A X
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6. BADEREHTICHETIREL

<y uaRE)—)LFu U AT VECE 0. 05% MYK] >V

@ ImEEER (40°C, T5%RH, 7/L I =7 AUF 2 —7)

HH BRARIRE 17 H 37 H 6 » H
PANNE - O 7 N I = R 4 <) F A~ eE FEa~eE A F A~ A
& (%) 99. 0~101. 8 99.4~101. 6 99. 4~101. 8 99. 1~102. 3
e B R OB ke ke HE A

pH 3.90~4. 02 3.90~4. 02 3.94~4. 08 3. 92~4. 00

@ I#ERER (40°C. 75%RH, KRV =F L UKL

HH BRARIRE 17 H 37 H 6 » H
PANNE - O 7 N I = R 4 <) F A~ eE FEa~eE A F A~ A
& (%) 99. 0~101. 8 99. 8~102. 7 99. 3~102. 2 99.3~101. 5
it & R B Sk ke Sy e

pH 3.90~4. 02 3.92~4. 05 3. 88~4. 02 3.92~4. 04

@ EHMRAFARER (ER, 7VI=v L lTF2—7)

HH BAAAEE 1 4 2 4F 34F
PANNE - O 7 N I = RS 4 <) F A~ F A~ A F A~ A
o (%) 98.6~101.9 98.5~100. 8 99. 2~100. 6 98.9~102. 5

pH 3.7~3.9 3.8~3.9 3.8~3.8 3.8~3.9

HH 4 4 5 4 6 4F
PANE = SO 7 N B = R R Sy ) F A~ F A~ A
aE (%) 99. 5~100. 2 97.5~100. 9 97.8~100. 3

pH 3.7~3.8 3.8~4.0 3.8~3.9

@ FEHRERER (RE, AY 5L o mEeR)

HH A 4AE 1 4 2 34
S BL M K| AB~BEE H e~ H e~ H e~
aaE (%) 98. 6~100. 4 99. 0~99. 4 97.2~99. 4 98.1~100. 9

pH 3.8~3.9 3.7~3.8 3.8~3.9 3.7~4.0

HH 4 4 5 4F 6 -

s BL MR AB~TEE H e~ H e~
aaE (%) 97.7~98.7 96.9~101. 1 97.4~97. 4
pH 3.8~3.9 3.8~3.9 3.8~3.8
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HH BRARIRE 17 H 37 H 6 » H
PANE = SO 7 N B = R R Sy ) F L~ F A~ F A~ A
& (%) 99.9~102. 5 99. 4~102. 6 99. 4~102. 8 100. 2~101. 8
it & R B ik ik Bl Bl

pH 4.52~4. 65 4.52~4. 65 4.51~4.67 4.55~4.71

@ ImERER (40°C, T5%RH, RV =F L HIZE)
H H BRARIRE 17 H 37 H 6 » H
s B R Af~EER H A~ H e~ H e~
waE (%) 99.9~102. 5 99.8~102. 8 99. 3~102. 2 100. 4~102. 1
it & R B k= k= By W
pH 4.52~4. 65 4.51~4.170 4.53~4. 69 4.51~4.72
@ B AR (ER, 7 I=v L flFa—7)

HH BRAAE 14 2 4 34
PANE = SO 7 N I = R R Sy ) F A~ F A~ A F A~ A
aaE (%) 100. 1~101. 2 99.0~101. 3 98.9~100. 5 98.3~99. 3

pH 4.5~4.5 4.5~4.7 4.5~4.6 4.5~4.7

HAH 4 4 54 6
PN - O 7 N I = RO § Y ) H A~ F e~
& (%) 98.5~99. 4 98.5~100. 5 98.5~99. 1

pH 4.5~4.6 4.5~4.6 4.5~4.6

@ EHIGRARER ER, AYoF L UoRER)

HH AAAEE 1 4 2 34
s BL MR AB~TEE H e~ H e~ H e~
& (%) 97.7~100. 8 95. 1~99. 6 93.2~97.6 94.7~101.3

pH 4.3~4.6 4.6~4.8 4.6~4.9 4.6~4.6

HH 4 4 5 4F 6 4F
PN - SO 7 N B = R R Sy ) F L~ F A~
aE (%) 96. 3~96. 9 97.5~98. 3 95.9~96. 1

pH 4.5~4.6 4.5~4.7 4.4~4.6
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g #BLoME R H H & H
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it & R B ik iy Bl Bl
pH 4.7~4.17 4.7~4.17 4.6~4. 6 4.6~4.6
© EWIRFRER (iR, AV F L URUESR)
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g B ME R i) H Ff Ff H
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pH 4.5~4.8 4.6~4.8 4.7~4.8 4.7~4.8 4.7~4.8
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