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<BE: Ty >
14C-Hydrocortisone 17-butyrate % 7 v b DOEFICHH], 24 Ref#l 12 £ TO L k=R, &
BRI 8 % & OWINER U, SRR G TS B D) 2.5 % 5w i M 2 1
TR DK 12 5 Th o 72,

e 5L 7 ) —2h
e o] 5.54 1 Ci/Z > ., ODT
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#* R B R E 6.92+1.91%
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BRI L
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1) 7 v ~IZ 14C-Hydrocortisone 17-butyrate (14C-H-17B) % & TiEH L7z & <, 14C-H-17B Dk
HEEIXIZFEFRHITHM L. &5 30 /0% CIIM., kORI, BEE. . Ol B 55 IR.
KR ONA T -7, 5 1RfI%ZICIE, D, IR TEWESHEZ R L, D, 58 FIRA R
ThmEZ R LTe, TOBRRFHZREE &I L, FFERESE~OFZRBE IR b oiz,
2) 7 v MZUC-H-17TB 7 U — A2 HERFIC @A, 7944 — 7T L2BlLIcL 25 &E
EALLIAMZIE 7 4 v BB S D 1FE EOERRITRO b oo T2,
6) MFBEHAE
HEER R L

6. ft3

Hydrocortisone 17-butyrate ®43fi#% Britton #Efi#k, Fiig. 7 > MFEAE X — M2 Hn
THE L7z AE 5, Britton £2fE1i%. 4-1% CTld. Hydrocortisone 21-butyrate & . Hydrocortisone
iR, 7 v MFEA €Y R — F TiX Hydrocortisone 37887273, Hydrocortisone 21-butyrate
XIEEAERBO N7 (in vitro)®,

(1) A B B R EBHR B

AR L
QRHIBEETIEFR (CYPH) OHNFHE. F5F
WAL L

@) VEEANRDERERVZDEE
Y LA

-14-



4) KEMOFEDEERVEMEL., FHELEE
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1. Bt
7w M UC-H-17TB #Z TS Lz & &, & 51% 24 FERILINICE 5 EOK) 70%I(2F0 24 9 2 ik
REDSAET D B S A, 514 24 RFEILANIC R G- 2D 38%703, 48 BEREILINIZ 62%73 # H 12 Pt

7=,
F7RFICIE 48 BEHILINIC G- B D 9.5% 03 HEHE X 417- 9,

8. FSURKR—E—ICHT H1ER
LR L

9. EMFIZLBBER
YRR L

10. B ENEREETHEE
LR L
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R L

-15-



I. &% (EALDIESF) ICAJI HEE

EBERABREZDER

REI LTV

BEEARLEZTOER

225 (ROBHEICEEBEELAGNI L)
2.1 Wi « B - A E~N—H « UA VAR ERIYE, L OB ERE (g, JLoh
5F)
DRRGIE K OB I R R IER 2 B L S E 2 Z 23D 2, ]
2.2 AFNxE L CTHBUEDOBAERED & % B4
2.3 FFZRILO & HIRB A HIER
[ZRILIBNL OB BEN DB LR D D, £, BYEOBTNNRH D, ]
2.4 385 (N—=F = v MEEERS) . H 2 EEREED EOBVE - i
B ORAENME S, WERELIBNLIBENANRH D, o, BEROBTINH 5. ]

S

REXIIMRICEET 2 EE LT NEH

(V. 2. DBESUIZNRICEE T H1EE ] 2252 L,

BRE SN TN

EBEGQERNIEE L ZDOER

8 EELEAKRKITE
8.1 KEXIIEMWIChsREwEOM A [&IZEEE (ODT)] (2LY., RIBEKEATaA
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(2) BEeElEE R A
RE S LTV
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BRE STV
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BREIN TV

(5) 424
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9.5 134@
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BRE SN TN
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IRAg PG ~OEAICER LT, IRETCHEE, R, ARNEZE Z SR hid 5, KREXX
BINC D=5 IRGFHOER, #&EhE (ODT) 12k v, fkNkE, %ETANEEDIERR & 6
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BIfERBE—ERF

HERBFRARBEEERVERREERE-E

vl i L/¢ B 7 U — A

i TRRRIRE LA TR LA %
e s IR - 2 b IR
DHE G R I N L A (BEfn 83 4| & &

104 16 H 104 16 H

PO £70) £7T)

TR MR L 40 419 446 31 418 435
(#E~ 559) (%~ 591)

FRAEAE IO 375 18,643 19,018 300 14,420 14,720

RIVE AR BUE G @ 3 55 58 8 81 89

RIVE A B 5 65 70 12 88 100

RIVE I S8 BLIE 41 52 0.80% 0.30% 0.30% 2.67% 0.56% 0.60%
(@D %100%)

BIVE A o FitH gofE R % B (%)

B2 & O JE Y E 4 (1.07) 8 (0.04) | 12 (0.06) 9 (3.00) | 13 (0.09) | 22 (0.15)
ERE (R MR 1 (0.01) 1 (0.01)
2 GBI e g 2 (0.01) 2 (0.01)
B 2 (0.53) 3 (0.02) 5 (0.03) 5 (1.67) | 9 (0.06) | 14 (0.10)
o 2 (0.53) 5 (0.03) 7 (0.04) 4 (1.33) 1 (0.01) 5 (0.03)
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R 3 (0.02) 3 (0.02) 6 (0.04) | 6 (0.04)
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X. JFERPREHERICRE I HIEH

1. LR

(1) RN EEHER
VI, S BUBT 2HE | 2]
(2) ReMEEAR Y

1) BRE®E (YVRX)
100mg/kg, ip CT. HISHEBIEIZIT E A EER L,
2) MEHERER (T X)
100mg/kg, ip C. thiopental HEARFR (25272 L,
3) s ER (YU X)
100mg/kg, ip THUT WILAAERITR D e o7z,
4) tEfRER (T R)
100mg/kg, ip CERIEMILRD B o7z,
5) [E#x#E (YU R)
100mg/kg, ip TEALITRO Hivie o1z,
6) IKRICRIZTEE (Tvh)
10mg/kg, ip TIEFRIRICIZ & A EEER < 100mg/kg, ip TlEHEH% 1 R T 0.9CO TENH D
T3, WRIEE L7z,
N HEEBEEICHT 548 (ELEY M)
104g/mL TEE7 L,
8) HtHEEE (EILEY M)
104g/mL TEE7e L,
9) EHEE BENEHICT HEA (UUF)
10-1g/mL, CEE |,
10) HEHEREAREHER (Sv k)
104g/mL T2 L,
MEEELOEDBENEEICT SR (EILEY M)
105g/mL TlE & A EEAZ L,
12) Mg, BRFIRICRIFTEE (4 X)
10~100mg/kg, ip TIEMEL, MJE, AU EER L,
BFITVa—FUICRIFTZE (S )
100, 300pg/animal THFZ U =2 —747" L &256) 60%HE 1, 1000pg/animal TiX 3 £ O,
1) EMERBIRIZTTEE (TY )
0.1~10mg/kg, sc T K JEtHEN, Na lTIZFER L,
(3) 2 DO ERHE
HEER R L
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. BEAER

(1) BExE5EMHHER Y
LDso (mg/kg)
fifi BN ) 7w b ~ A
¢ 5181 J { o4 ?
% b >3000 > 3000 >3000 > 3000
£ T >3000 >3000 3000 (1730~5190) | 2500 (1390~4500)
g e N >3000 > 3000 1550 ( 940~2250) 1750 (1240~2450)
Litchfield-Wilcoxon
(2) RiEHREEERERY

7 v MIAMO0.1, 0.5mg/kg % 1» Hufei TG LB LIZE ZAH, —fRIRAT v A ROE
HATH DM EROEMER ., U o REROBeMER . Faig, B, B ESORED DSMNIFHIC 2L E
WO oT, Flo, UHXOREIZ6» ARICOE Y AR ZEA LEHEAS THLRIBFEEVIK T,
JHEE O TMEB LIIMIITET ~D XA N hyo T,

Q) EinEHaER
BRI L

4) AR ER
BRI L

(5) EEFHEFMHER 0
VU ARKDNT v MR ZRE TR L TRF LR, ~ 7 A 1mglkg & 58 CTHEE: O 5y EkE K
OSEHED A S BEDOEEIMER N 2 B, 7 v b 9mglkg %58 TH - WIUEOHIN, BIFORE
PEIE7R NI BT,

(6) BATRIH M ER
F v M TRIERIEMEIZERD Dotz (70 —58)9,

(N ZhoE%EHE
BRI L
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XI. 3k

C AR ER A MRS 20185 128(12) : 2431-2502

: Hydrocortisone-17-butyrate /| O B EMVEIC & 2 BRRZIROMES

EZDH] I, 1973 5 85(2) : 152-158

: Hydrocortisone-17 o -butyrate (H-17B) O 3KFLFHIMFE

PILRIEMEF B L O K FR/EH
o JAEEEE. 1974 5 8(7) 1 1017-1033

D 6 O VT 3 X T v A NAIO I E e R O P

—hydrocortisone 17-butyrate (&2 = K) ZLHAI & MA] & O bk —
R L VAR, 19755 3(6) 1 1037-1047

: TO-102 (Flc b N v =Ly ) LT aRE O i E IUHERE O fET
: Hydrocortisone-17-Butyrate @ FEZEWIIZ-D\NT

—F— I F T T 4 —IT L AR —
V8 A AR SR 1974 5 36(1) 1 24-30

CERRanFY U 1Ta-7FL— ]k (H-17B) OWIL - 5341 « PRtk K OMREH
: Hydrocortisone-17 o -butyrate (H-17B) &tk dAaME, EBMEEERS L O

B2 i A R R
S EEEE. 1974 5 8(7) £ 991-1015

1. 31 AXHEk

1) MEERAIA 1ED
2) HHINSKIE HBAKDS
3) ZHAEE  1F)
4) FHILgER 1Fh
5) AR

6) gk

7 VrEBELE E
8) &kt

9) HILekR 1F»
10) FHILgEkR 1Fn

2. TDHDBE K

LR L

: Hydrocortisone-17 o -butyrate (H:-17B) O~ AB LT v MIBIT D1

F R
o SR, 1974 5 8(7) 1 1035-1047
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XI. ZZE&H

1. £ SETORTIK

PIFZ& O+ » ETHREIN TS,

4 K

o Locoid® (hydrocortisone butyrate) Ointment,0.1% / Locoid® (hydrocortisone bu-
B 7 4 N

tyrate) Cream,0.1%

= S A 4 Valeant Pharmaceuticals Noth America, LLC
¥ e ~H
# % g, 7V —2A
& = Each gram of Locoid Ointment/Cream contains 1mg of hydrocortisone butyrate

BNHE 1% % B

Locoid (hydrocortisone butyrate 0.1%) Ointment/Cream is indicated for the relief
of the inflammatory and pruritic manifestations of corticosteroid-responsive der-
matoses.

Locoid (hydrocortisone butyrate 0.1%) Ointment/Cream should be applied to the
affected area as a thin film two or three times daily depending on the severity of
the condition. Occlusive dressings may be used for the management of psoriasis

HiEMROCHE . g
or recalcitrant conditions.
If an infection develops, the use of occlusive dressings should be discontinued
and appropriate antimicrobial therapy instituted.
H il KEOGACE (2014 410 H)
4 HE
i/ 5e £ Locoid Ointment/Cream
& 4% Neon Healthcare Ltd
& 7 A 1973 &
#l A WE, 7 U—2Ah
=3 = Contains 1mg hydrocortisone butyrate

BN RE 1% % R

The product is recommended for treatment of inflammatory skin disorders not
caused by micro-organisms e.g. eczema, dermatitis and psoriasis.

Topical corticosteroids are acceptable in psoriasis excluding widespread plaque
psoriasis provided warnings are given, see section 4.4 Special warnings and pre-
cautions for use.

ML K O &

Posology
Adults and older people

A thin and even layer should be applied to the affected area of the skin, 1 to 2
times daily.

The same dose is used for adults and older people, as clinical evidence would
indicate that no special dosage regimen is necessary in older people.

Paediatric population

Long term treatment, large amounts, and occlusion should be avoided.

Infants

Therapy should be limited to a maximum of seven days.

Method of administration

For cutaneous use.

Application may be made under occlusion in the more resistant lesions such as
thickened psoriatic plaques on elbows and knees.

electronic Medicines Compendium [ZF2#EDOMNE (2022 4 2 A)
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2. BN 1T HERRR IR EIR

(M 1EFICEET 2855 (FDA. #A—X F5 1) 749 %8)
ARFRZRBT DM EoEE g, Ew, RILEE~0fH] OEOZEHIILLTOLEBY THY |
K FDA K OA—A T U T 138785,

I HENEREATHEBICHT HIE
9.5 1EiF
IEbE SUTIENR LT 2 ATREME D 8 2 RIS 6 L CIE R &\ U RN 72 2 IR i 1 4k
FoZ b, TR Ty MO TG LIEEWER CRETRIEN P RE SN TS, [8.15H]

| Hi g RLEIN A

Corticosteroids are generally teratogenic in labora-
tory animals when administered systemically at
relatively low dosage levels. The more potent corti-
costeroids have been shown to be teratogenic after
dermal application in laboratory animals. There
are no adequate and well-controlled studies in

FDA KIE DIRATCE pregnant women on teratogenic effects from topi-
Pregnancy Category : C (2014410 A) cally applied corticosteroids. Therefore, topical cor-

ticosteroids should be used during pregnancy only
if the potential benefit justifies the potential risk to
the fetus.

Drugs of this class should not be used extensively
on pregnant patients, in large amounts, or for pro-
longed periods of time.

B O

FDA ™43 : Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus and there are no adequate and well-
controlled studies in humans, but potential benefits may warrant use of the drug in pregnant women de-

spite potential risks.
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(2) /NRFICEE T HEEH
AFICB T M EOER VNREA~OHEH ] OEOLHIILUTO LB THY | KEDHST L
FROEED SPC L1372,

I B ENE=EEITHEEICHT IIE

9.7 NR
- REMHUIEEE (ODT) ICL W REEELE-ITBEANRS D, o, BeoiX
BEE L FEOERRNH 5O THEETHZ L, [8.1 BH]

HH g RLHN A

Pediatric Use
Pediatric patients may demonstrate greater susceptibility to topical cortico-
steroid-induced HPA axis suppression and Cushing's syndrome than mature
patients because of a larger skin surface area to body weight ratio.
Hypothalamic-pituitary-adrenal (HPA) axis suppression, Cushing’s syn-
drome, linear growth retardation, delayed weight gain, and intracranial hy-
S OIS perte.nsion have been reported in c}.lildr."en rgceivin.g topical corticosteroids..
(2014 4F 10 ) Manifestations of adrenal suppression in c}.nldren. include }ow plz.isma cqrtlsol
levels, and absence of response to ACTH stimulation. Manifestations of intra-
cranial hypertension include bulging fontanelles, headaches, and bilateral
papilledema.
Administration of topical corticosteroids to children should be limited to the
least amount compatible with an effective therapeutic regimen. Chronic cor-
ticosteroid therapy may interfere with the growth and development of chil-

dren.
electronic Paediatric population
Medicines Long term treatment, large amounts, and occlusion should be avoided.
Compendium Infants
(ZRLHDONE Therapy should be limited to a maximum of seven days.

(2022 42 H)
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