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i #lhydrocortisone# & o P IR B 1 o #F Mk E 4
hydrocortisone sodium succinatef% » T &£ — N A
DETERV YRR §5 3 FS

VERH & & 5l AL AR LR R a9 KAHER o bk
FoAL G G R A S AR B 0 SR R o
AL E B G hR TR G HAER > FRET
methylprednisolone sodium succinatef=hydrocortisone
sodium succinate 8948 #f 38 B & A Ha— o SRS
o fkmethylprednisolonefehydrocortisone &9 48 4 7% /&
— .

5.2 BEYENHE

Hydrocortisonef® A #44f Bt B 1 2 X & 0¥ » £ F R
# Mk 7E 4t hydrocortisone sodium succinate 20 mgA £
EEE > RILB RN FEHEEH A
Bl hydrocortisone#d 48 B 2 £ 4+ 3¢ » S K2 ©

+2 » BXE IR E5EAhydrocortisoneF15(SD)

EEB2H
RS MRA(1-295% ; N=6)
il # (mg) 5 10 20 40
MIRES 410 | 790 | 1480 | 2290
(AUCo.0 : ngeh/mL) | (80) | (100) | (310) | (260)
B ik % 209 [ 218 | 239 | 294

(CL ; mL/min/m?) ) | @) | @) | 34
AR ES) BT 207 | 208 | 26.0 | 375

(Vdss 3 L) (73) | @3) | @1 | (5.8)
P ¥R 13 13 1.7 1.9
(ti2 3 hr) 0.3) | (02) | (0.2) | (0.1)

AUC)o0= B B MR E AR A X W T dAf o

R

12 B B M 23X A& § ok # Mk & Thydrocortisone sodium
succinate 5 ~ 10 ~ 204240 mgf% » 4 445 10945 69 F
R EEH A A4312 ~ 573 ~ 1095471854 ng/mL o
Hydrocortisone sodium succinate /£ AL K iE 44 % =T e
R o

2%

Hydrocortisone & 7z 5/ £ 408k A » T il i@ oo ity S
[ s B4 b 3Li F o Hydrocortisonef) #5 5 #k #&
2B AT S B 4920540 L (&2) © Hydrocortisone
GHREEREFORAFELZAR B ERAHH
BELREG) & E o AR R #hydrocortisone
G E G ST K% o

K

Hydrocortisone (BPcortisol)§ &1 113-HSD2 X3t &
cortisone » # it —F X# & dihydrocortisonef»
tetrahydrocortisone o 3t fX#t 4y €145 dihydrocortisol ~
Sa-dihydrocortisol ~ tetrahydrocortisolfe 5a-
tetrahydrocortisol o Cortisone ¥ i i@ 11B-5& Jk 3 Bl 6
1%, & TR (11B-HSD1)$34L & cortisol o
Hydrocortisone~ 4 & CYP3A44X 3t & 6B-hydroxycortisol
(6B-OHF) » AL6B-OHF 45 41K 4 2 2.8% £31.7% »
BATEMM ARG K

b
BEMNEGELRIFAZFTERRLTE - MAE
Sthydrocortisone sodium succinate B » G YAV fl74
WMk RS 09 7 Kk o

5.3 BRRBIR 1 EH
Bl -

. —A25 55 KB P > hydrocortisone 7 § 3 fn
M Fe b K R0 R A R o

BRI -

BEREAARSE ARSI AT~ 0
hydrocortisone » £ %@ 4 3 K 8 W A5 P — B AN

IS & R o Hydrocortisone#=dexamethasone /2 7 H]

ASEARE IR B IR Ae | A AR P § AR
G g2 o Ad > dsbhydrocortisone /£ — A 24 £
P SKER ORI A A b R RO RE A A R

¥ At AR 6 A Ay Bt 45 B R 4= - Fludrocortisone
(9a-fluorohydrocortisone » % 4% $ihydrocortisone4a
M)EAFAREIRE CRE R R R ENE
F o

LHESY :

CET A BB AKKE > FRIKAEF S o
MK UL T 7244 corticosterone 0 ~ 104225 mg/kg/day

HR—R s 6B > BERIEZ IR IE T E o

£ 5o 1S R4 & A 185 20 mg/kg/day o LA 3]
REAERY » ETRARNMBETEZEZRIATK -

LRI B R A R B R F A o

HF LML AAFAAREAE T LT AR
5o CETAARGW o iy L ARmY o AERH
i % 4emethylprednisolone » 4 3% howf 7 (538 3 ~

BT ) R A R ST (B he o ARROM Y 38 e ) 1A
BFENERBEGHELR - MR ARER
£ B 4 M M & Thydrocortisone B » & LR 2| &
Y

6. ZEEIEE

6.1 BLFZE

AT B R R 72 A1 1002 F M & /MUK (Solu-

Cortef Sterile Powder 100 mg Two-Compartment

vial)(Act-O-Vial) :

L # K s ¥ (Powder Compartment) : Monobasic
sodium phosphate monohydrate ~ disodium
phosphate anhydrous

1. 7% %) <1» ¥ (Diluent Compartment) : Water for
injection °

L ATk BB R TR 4T #1100 )N (Solu-

Cortef Sterile Powder 100 mg plain vial) :

Monobasic sodium phosphate monohydrate ~

disodium phosphate anhydrous

6.2 (RTFHAR
A 3% B WA /H)AR T A 8K E“Exp.=" (Exp.=# 2
W) B TR o

—

[

6.3 A&7

KRB ZE S o AR EERQ20°C-25°C) -

BLRB AR

- A7 BB R A S48 1 100 52 /1 (Solu-Cortef
Sterile Powder 100 mg plain vial) & % 1% Z & & :
BE% PP RE S EERAEGER -

6.4 G5

&7k BB R 24 #1100 #.(Solu-Cortef Sterile

Powder 100 mg) :

1. 2% FAct-O-Vial /i & /MK (2 ml Act-O-Vial Two-
compartment vial) ¢

2. 2F NI -

6.5 {EFARIEIER

Ak ERE R R R E DAL RIERZ

hydrocortisone sodium succinatefe # B 7K M 7 | #
A B R E o 38AE 8 RAR A B & Wik iR e
EAT B o

A BB R R E A ALK S A RLIRZ
hydrocortisone sodium succinate °

A LR AT o

BEHRAE G 0 BRI B AR o

BYERK : Pfizer Manufacturing Belgium NV

M ik : Rijksweg 12, 2870 Puurs, Belgium

BEOE O R AR A TR 3]

o db: E kTS R EAMEIE 1005842 ~ 430

AR 1 CDS 20210415-2



