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% D=Ds E=¢i! pH pH 4.3 pH 3.9 —
# ATFL 7H S8 1 €, 5] YA (a1 —
vays E=¢ pH pH 4.0 pH 3.6 —
RN/ NI 7H S8 4 £ P B O RERTEAL S| —
N2 A=A =i pH pH 5.2 pH 3.3 —
EYVLRY 7 H S £ R YRGB —
= E=¢ pH pH 3.7 pH 3.5 —




4y BRI | . BB PEIR
; LA ARBRIH X Sy Bk
g | AR & Sl VAR RBDIARS | s 1% R
VaYavg 7H S8 A {4 2 A RFE 0 TR —
vay/ =R pH pH 5.2 pH 4.0 —
T ANRY 7H S8 H SR b0 il e — A
g vay HiE pH pH 4.9 pH 4.2 —
% TAaT 7H S8 WA VA A AV —
92% ey E=¢/-] pH pH 4.7 pH 3.5 —
Al BT A 14 H S8 -, BB —
DAL =R pH pH 4.63 —
NSy AN 14 A S8 p . RN ] —
Ty ¢l pH PR pH 2.89 —
AIIF 7H sl SR YRS 0 S — A
- =P 72 ¢/ pH pH 3.5 pH 3.2 —
% LTt 7H S8 e €4 851 e € -
% vy et pH pH 3.6 pH 3.3 —
F S 7 ERT 7H as=l SRV YR (0 S — A
(10%) =R pH pH 3.5 pH 3.2 —
- 7TH S8 (4 YR R — A
% PL KL iR pH pH 4.8 pH 3.6 —
=]
X ES ANV 14 H x| . LiEREE R KRS SRR/ [ |
Ty S ¢l pH PR € R pH 3.46 —
W A 7H S (4 Mt G - A
k) =004 Extl pH pH 4.4 pH 4.1 —
fi’ I 7H S H SR & AN — [ |
=  KIAvayT Ei pH pH 4.1 pH 3.5 —
s 7H S8 e 5] s ] -
s sy et} pH pH 2.7 pH 3.0 —
LA R BELAZI vy 150mL, AaX Ay 150mL
2B A R L 2Z3I vy 150mL, Ao/ L s imy 135mL
3 AR L RZI v ay S 150mL, RAT A — i ay S 150mL
S A4 TR BR SN R D 44 Bk
1. HHit
LR L

8. MMM
R
9. WHITOEYRS ORBHBE

BE, Ty
RE R AN T == VT v U BRI LD B SO
d VT 2 =F3 < b A R R —7 RV 7 RIK I L DI RO

10. HDOFEHKS DERE:

BE:
UV R E W7~ NI 7IEICED  REAZ YV RN d 7anT7==F30 <A TRl
EERET D,

Ty
ARSI TR E R 0 R A AN TARERAZY U RN d a7 = =F30 v LAV
Fati% e & 5,



11. A

B RL

<BE>

TUNAX =T, ENENRRDNEA T A2/ THEAX b d-IanN T e=F3 <A TRIE
OPEFIZED . TU A — B OB B 720 L AT A RO & OERAAF OB A O B TH
5, (TVI.2. (2) FEhEZEMNITHHEBRREE ZR)

12. BAT ZTHMEDH 5 FMY
AL

13. FEARELES - NS EREERICET H1ER

L

14. ZDith

BA=1PA4A



V. ARICEY 5HEAE

1. BMREX IR
FRIE (B IPEB 2 BR<)  IRI2 - BB REEDO BV K OB 392 7L e — MR %

2. RZERUVRAE

g
W AZIE LR 1~2 8% 1 B 1~4 B O EE32,
7B AR IR KV RS,
772 ARRNVEEIREAE T H_E TR,
<vny7ﬁ
WL BRI L B 5~10mL % 1 B 1~4 [E# A& 595,
ANRIZIZ 1A S mL & 1 B 1~4 [ OB 5775,
2B A EIRIC K TR,
712U RANEABIREAE T D& TIER N,

(A% - REICEEY 2ERLDEE)

AKENIRIE R EARNVE 2T Ry R ERIELT 1 8T 2.5mg, vy 7 HKlELT
ImL 1 0.5mg fHY B2 G A THDO T, SERGERITEREL UFEHTH2LDWIHEEE T2,

3. ERERAE

(1) BRERT—2/\y5—
BRIl

(2) E&ERHER
B O ay PO SR BIZ O W TOHNEIC DWW T EH S MR (7L L — P85 &
O iR R R BR KR 695 Bl TRIGTE L, T DS R, A%hE1% 85.9% (597/695) TH -7,
EIRIZOWTOFNRITIRDOEBY TH T, ZMIZ 84.4% (92/109) | {195 - R EREE 87.0%
(328/377) . 335 100% (24/24) . TLILE—PEE %% 82.7% (153/185) Th-o7=,

(3) BEPREEIEAER
MR

4) BFFRHEER
M E R

(5) HRELAVEAER

1) EEALLITRERGHER
M E R



2) HLEEER
A E Rl

3) REMHER
U E Rl

4) BE - ARERIHER
EE Rl

(6) ‘afaifEm

1) ERABKERE - HERRARERE BHHE) - SERTREERAR (MRERERKRHER)
U ER L

2) ARRBEHLELTERFEOARXITIEMR LI-HEBROBE
BN



VI. EMEERIZET SHA

1. REPHICEES LSS

NRERAB R B RV
d AN T7 =T33 LAV  FTe AXIUH (BRI me LTIV R)

2. EHER

(1) 1EF#GL - ERERF
<R >
REAGT L RGO 7 v aa) Fa A R /AR
d VN7 2= <AV EELU TR E O Hi /K
<{EHHER >
NRYRAE
AT A RFIDOVE I ZE LR TEEMIZIH SR> TRV, FIWNAT 4= —F—DFEE
WHIER, 7IANAT 42— Z—OIEMFEBUMHIEN . T MDY A N A > PEAMRIER L
DPERB LU TIEBSN TV A,
d )V 7 =T <L ARk

AT H ZBRIZB W Tt G I D ATIHIC L E L TEM ERTEE 2D D3 LS T,
(2) EEEMITHHABRMKIE

TUNAX—IIx L, ENENRRDNERAT AR THEAR e d a7 =T <L Ak
WOPEHIZED, 7L — RO BRI 21 & AT 1A R A D H E&OE A A OELE D B 7
ThHbD, PRI IR L TUIR DL DNH D,

1. mMEXZ I UEH

1) ERZIUETHIEICTT HHEER Y
TTYMIEAZI ARG 1 BRI ARAAZY b d a7 2 =T33 <L AU TRt
TR OB G LT EE | BRI LD BRI U CRIEE 2§ 7=,

2) MF7FI7243F—ERY
PR T IV T I EAET LTy MBI HINA T VT I AR S ay 21T AR R, d -
IV T 2 =T VA VERIEE AR B A R LT EERR R RO BT,

2. WMREEAR

1) REEZEES
TyhDATT =2 R OIFAT N7 I R BRI T DRI HIE A Tl "ZAZ Y &
d anT7 =T33 b ALTBRBEOH L, NZAZY RIS 8T,

2) RAFEEY
Fy MBI HRERE RN IR L CE, d VT 2 =T33~ LA Rt B CLIm |
TER RIS oT, LU, RERAX AL d I T 2=F3 0~ LAV tEE 352
LIZXY REAZS MDA D 1/2 BOATaARTRZEOMEIZNEN Ao, fFHICk

LHIGBRFRD BT,



Q) VEARBRME - FkRE
<AEHFEBLRFfH >
NREAL bR R e S K B 72D (AMA Drug Evaluations 6th Edit. (1986)
d ~anNT =53~ U AU FE AL DFE—HAHIE A2 15~60 43 (USP DI 27th
Edit. 2007)

<A HERERE ] >
IR BRI R L
<BE>
TR F = o FRECR 12 W, ) A4 0 0] 36-72 IRpfi) LR,

d V)T =TI < AR 4~8 ] (USP DI 27th Edit. 2007)
4~25 R L DFEHEbLHD 1Y,



VI. EYEEICET SEHE

1. MmPREDHRE - JEE

(M

2)

®)

AREAEVGOGRE

MR

e I A R B S AR P

RYRB ) 2 W] 12

77 =73 :2~6 ¢l (USP DI 27th Edit. 2007)

ERREAEBR CHER I NP RE

RYRBT L FRRERR L

<HE 1>

fREHERR (5 ZNTA_Z ALY 0.6mg A% A F%5-U, I b i B 2000 L7 & 2 A IE L Tmax2 B
f. T1/2 8.1 Bl Chol=tDWENH D ¥,

<Z#2>
fEFERRANICA_Z A% 1.0mg X% 1.5mg % 1 [AlF% 05 LR I HP g B 13 X 0@ CTh -
7~ GAIE ¥ : Radioimmunoassay 1)

—_
(=)
1

e
(3]
T

betamethasone
(ug/dL)

0 1 2 3 4 5
B R (hr)

<BF 3>

WA CAR 1 BEZIR G- LT HERL A B ME (26 44) TREAZY OIS h R A2 ¥ 5. 72 Bt =
THELZHERHD 1Y,

d-r7uanN7 =3I~ A U 388 L

<& 1>

SN CAK 1 SEZ R AN B (30 £) I 5L 96 % £ T d - 7L 7 = =53 O g g%
RELEZEZA, Cmaxd. 92+ 1.11ng/ml., Tmax2.61+1.02 FEfE. T1/2 20.99+7.36 FFE (5 P15 + 42 %
R CThoT- DL R HA 19,



<BE2>

ERERAIC -7V T 2= < VAR 3mg 2R D IRG-LICR O d-/mL7 2 =530 Ol
ETREZRELZLIA, T1/2 13K 24 K] Th 72 DWE D DD,

(J &£ :Mass—Fragmentography #£)'®

~ 50}
g
AN
2
w10}
i
H 5t
A
H
1 il 1 J
1247 24 48
B R (hr)
(4) i\
RS VERIRL

b)) BE - FREOEE
VI 7. HEERIZHR

6) BEHAGREaL—> a3 V) @MICEYHBAL-ENENBIRESHER
AL E R AL

. RYEERI/NT A -4

(1) fE#FA*
BRI
(2) WRUGEEE E K
BRI
<HBE>
d-7a)N T 2= <L AR  Ka:0.81620.139h !
(HEFHRNB T 4 Bl d 70T 2 =T33~ LAY dmg % 7 B /WS TR L C 42 iR )17
@) NAFFTRASEY T«
BRI
<BE>
RYRBS Ty R X~ 3EBE 5 8 JRE) | F I 72%L DR RAEA RS TnD 19,
JONT =TI I T 2= T3 LA LR 25-50%1
4) HKERETEH
LRI



3.

4.

(5)

(6)

<BE>

d-7an7 =73~ A Ke:0.110£0.035h !

(BEFRANFB T 4 I d a7 =T <L AU Amg 257 -V T L CZE RS )17
DUTI R

MR L

nmRE

YR RL

<BE>

d-7anN T 2= <A VA 325.4+ 24,71

(EFRA BT 4 BN d—ranT =T <L AU Amg 20 7 2 /VIC e L CZEfERE#E 5)17

(7) mIEEBHFEER

NRERAZ 64T 6% (TR~ v PR E 8 R(EE) ) 5)®
IV 7 =53 :72% (USP-DI 27th Edit. 2007)

MR IR

Bl BRIV A M OHTE AZ AN, EBI/ NGBS, IR ER 21 THO LS TnD,
<HBE>
NREZFT AKX 6 FHURE 15.5~19.0kg) [Z_HF A%V 13mg/kg 7B/ THEUR D& 5L,

M AP I3K 3 e I B il A R L. FOfEIE 190.5+£54.7 u g/dL ThH -7~
I H R EE T F OB IR L. B 5 24 FER%1% 9.03.4 4 g/dL. Tho7- 20,

d-0aN T 2= <L AUV  RRIT d -0V T 2=F3 <L AU 2mg G4 9 588 (KT

FIUHBE 2mg) 6 FEHDWIEFIFIE 1g HF 10meg &H T H8A| (RF77I080) 1.2 % O 5-
L7z, M7 a7 2= B E XA EBIZIE R CHEE 2R L, 5% 1~2 I B 12
X 65~70ng/mL, LAGRREFAGIZIA L, #5410 BER BICIE RIS s bl oL
77

kil

(1) 1% — B FTE B %

HIHT D

(2) %k —RaRERAPT @

NRERE @I TD

d-7aNT 2 =TI < VA VIRIE S R L

<BE>

WMEREZ M2 10, 20mg/kg D dl ~7 VT 2 =3~ LA U ERE 2 ASECET S TR N 5-LT- 354 .
ML AN I D E BN AT O BE TR DI o7 2,



Q) Eit~DBITIE

(4)

(5)

RYAT AT D
d-U0NT 2 =T~ LAV RIS BB L

(L DFEAZI AT BATARO HIL TN, )

BRA~DBITHE

A E R AL

Z DB~ DBITIE

NERAZT 2GR ERRL

<BE>

LoD R B A LB A TTIE BN BRI Z U T - B - Bl - FiliZ2 &~ D @R EEOBAT AR B
T 2,

d-7)VT =T~ LAV TR R B R L

<BE>

VT =T DA B FEBRICB O TEEL T i - B+ h oA s g 2,

5 HK#

(M

2)

)

(4)

(5)

AR AL B UM EAHRER
NEAG g A% EELUTIFTREIEND, IR OREHEDEL T, 11 B —AF /1K,
6 B —/KERALAA, 20 ALOANV R =NV FEDE TR K Y 1T-7 AT AR RHSh TS

24)

o

d-IanN T 2=F30 <L AU a7 2= I3 AR 5% FOKE B FEE L THF TR
AL, FHEMIE LAY (monodesmethylchlorpheniramine & didesmethyl—chlorpheniramine)
ERPE L A AEE NG P,

KB5S I oBER (CYP4S0 3F) D7 FiE

RHPRART 2 RE X D—ERIL C—6 MAMREREAL 6 B —/KER(LAKIZ/2D, D E7o R I1L
CYP3A4 Thn 2,
d-7aNT =53~ ALt CYP2C11, CYP2B1, CYP2D67

DEEBNRDOFEERVEZDEE
YL

KRB DEEDOHERULLE
AL
EMEREMORERA /NS A —42
A% EHRL



6. HEit

(1) BEM AR AL B UM R RS
(2) Bt

<BE>

REAZ P AERRAR G AL B BN P 5 LT IRE D JR P i BE BRI 381 X 48 RERE IR C
#170% Too7 *,

d ~7anT7 =TI LAV e (EFESMEL)IC 1

Ak vV T 2= LA VTR
ji=y
12mg #FR OG- LI-54. &5 48 EEI% ORI RERIICRITHS5- B 34%

THY, FAEFA~OFSHEHEINE 1%L F Tho7z, F A X P23 msd T 7e<
W5« AR BR DN E — A LTz 29,

(3) P
R L

1. b5 Y RR—8—IBT SR
R

8. EWHIC & FREE
BT
HHERL
<HE>

d -7V T =T33~ AR BB REIC d VT =TI~ L AU O 5L
73801%, T~10 B o B TH-7- 20,

i AT
L
<HFE>

d —7anNT7 =T~ b AVTREE  MGEITRE S d ~V/ualT72=F30 <L AUt 2/ 0 &5
L7556 Bofia7e B ah AR TRIS 72 2T, 280~330 Kl Ch o7z, BHTICLDIhHE
NOEIGI TR CEXDHPHCTh o7 2

o

B IR
L



VIL.

1.

2.

et (ERLOXEES) ICEI SHHEAB

EENBLEDER

BALIYAND

ESNEFLZOER (RAEZZED)

(25 (ROBHFICEFRELGNIE) ]

1 @S, EREFE L. fIOBREICK > THRITERIRNYPRTE DEEICE, KHZEER

ELWI &, F, BANRSTHIRGERICE, BAMEREEITI &,

RHE DS IZx LBBIEDBREEDH 5 EE

3. HERABRANEDEE () MMERICKYRENERL, ERZBLSESIZENDH S, ]

4. RIRBERFTHRERICAZEGEREOHSESE () VERICK YHREEH#. REAFELH
b, FERMEBT SN H D]

5. TRETLLUEFRIBEKIY (BHICETIEMEERICLHREER) 2B5FDEE
(T 7. (1) GtRAEREZDER] DESE)

N

[REIZS (ROBFIZEIEBRELGEWI EZRAETEIN, HITRELTHIEEICITEERICKRET
528) ]

1. FAMEAKAEDESE REDTEICLY., HBRAEMEET LS 8H D, ]

2. AMGHEHOFELLGVERE. ESOEREDESE [REHGEINGEIERICEY . BRE
MBEETHENDH D]

3. MERMERBOEE [REMEIGEIERICEY. BREREMEET LI LHHD.]

4. CHItMEBOEE [BEIWBOIE. RFMEBISENFHERICE Y. BENEEXIZEEN
ENSZENH D]

5. HBMROEE [PRAZERICEEL. BARNVEET I LAHD.]

6. HEMASUHARROESE [REHEINTMERICEIY., BMEPHABRANEET LI L0H
%]

1. REANEDCEE DKRAREICEEL, REORENMEET S L0455,

8. mMEENEE KERUVERERBMERAICEIY., SMEEMEBET S ENH D]

9. EMERFEOHILIEE [EREABERAICLY., EREEENBET LI ENH5.]

10. MmEDNEE [MEREREERICEY . MBENMEETHIENHD.]

1. AT -ARBOFHEIOSHSEE [RIFLEE EBEE) ARESNDIZENHD.]

12. RMLHEEZRECLEESE (BIBRERLEV R TOBRRZEC LIZEDBENH D]

3.

HEER IHRICEET SEALOFERE &L TDER

RZH LR




4. RZERUVAEICEET SERLOFE L ZDER

(V.2 HZERUVHE=ZEIZMR

<BE>
FHET LA —REBOTARTAAZUINIRAT oA REEE G BIL CTLL F O X575 #i0 5,
AERHE (P | HEEYR | MAMESE R, BKA 5 0D CEBITERERE R A 5R Y VE f5])

[T LA =BT ART AL 2016 FRERT LAX =BT ARTA AR ZEER)]
B AAT AR EETH LT LR = 1 (20~30mg), FI2IIA_FAZY (0.25me) &5 1 HAEFIEAS
WH(d - T =T LAV Cme) EDO G RITH LBV AKX % 4~T HEIZR->TH
WEDEGRVEFIS B 5, FERTE . IHEHIEDS . £ DOMDOAT uANEEERIRBDOE PO
LERER L CTHWD,
(il 2« SR AT 0 A RSECUL B C & 700 MBI (FEIE - B B - BHBREBDICRI L T, A7 AR
HWANIREITOR B DD D, K& L EFMERFCRB TR O AT oA REDOH AL ZITT DL, *
TRARET V=Y mr 20~30mg/ F)DO I 5-(1 W AP HERS D, L L2RA G, F
BB 2 XU LT HRIERRC, BHIRIGE A Q@ @ E L IICE AT oA NEERLR B = Do
JOEBE U TUIRbA0, )

TN — PR SR (FE | B EE . BT PRI AR (BE AR HE RS 73 R 1)
[TLAF—HEHTARTAL 2016 (H AT L LT —242)]
AT aARNIRITFAIE L TfTbiven s, SER 230 T LA Coas ha— L3 Rl HE
R A ITERFIZ B W THWONLZEN B D,
(i : AT A R IREEIR, 3R )72 S EMHI, SeyZ HdEICZ0 T e — MR @ R ICE DD TH
D, LinL, AEDNEIEIRGETHRATHHZE, RMOATaANIENARIZITRE ~ DO E
BREWER R HLZ80 BRI G- T 528130 I8 5720, )

ZERRB (BVEZERS)
[TUAX—REHTARTAL 2016 (H AT LILF —225)]
TERDNEEE THIEAZ I M BIAITEREE THIE T2 Z 3R #7235 6 I2BRY | B AT 2o
RE#EEHWDZELBD,

Hefih B2 2k
[TUAX—REHTARTAL 2016 (H AT LILF —22)]
S B PEREL R R % | BRI S SE R CIIAT AR EEbICHiE AZ I3 2T AR NR
(T R=yrr 20mg/ H)HBIRD 1 L7055, BRIE MR & TITATrARI A, &
BAIOA A LEEBIC B &L ALHES TR OHEL 2 N THD, [REMEDOLXIT, AT
AR TEIED EXITIROI, FIEAZI FETMBIRIRIEL 72D,
JRIRBRED b, 7V R=Ym 20~30mg/ A, 1 # HIFRE,



5. HERERNREZTDEH

(1)
@)
(3)

(4)
(5)

(6)
(7

(8
9)

EERE (ROBFICIKESIZHET L)

JRGYED B [ FEREMBIE R ICIY | BUMERN BT 28200305, ]

HEPRIR OO (8 DRERT A (et A (MRS 57 3120 BRI ST D8 Thind D, |
HHLRRAED A VBT RO B DDA 2T MO ED | B RRIEEE T 5B6%
N5, ]

B2 B M OPAEIE S D720  ANZERICLVEIER B HbN BTN HD, |
FLRBRBEREIR T D&% A [BITE BB A /LE A O ML 7B O IR 28 £ <72 D LD E D3
D, BIEHRDRHHONLB TN DD, ]

I 22 D (8 (AR OIS AR T HI2EY BHERA OO LB TN D5, |

WaWiF o> (88 (RN 53 g - B o0 A E RS 0 | FFIRA~ D IENITEAE 28 R SH | BT T 5%
ZNDDHD, ]

W ZERRAE O 8 [BIE BB ALV E L FI O R BRI, B EERIEN T Z DL DOHED DY
TERDIET DB LN DD, |

HUEM B IED B [ B BB ED S, —RHERDEE S 2B Eh 0D, ]

(10) il (TVIL 9. SEEANDIKES | OHEM)
(11) WEMIESI AT T 7 ) A=~ D HBERTLTORENDH 5 EE feEMiails U —

ERHOONDZ LD D, ]

6. EELEKRKIR ETOEBRUVLESE

EERLGEARER
(1) BRREETZEDRHLOT, AHEGHOBEICIL, BBEDBEFRIRZF 5 BIMOREICIT
WESERNITIERT DL,
@) AFOBGIZID, FRBPE. HEMRFTRERET S, HLHES. BRR. BAESSF

DEERBENERDRHLONLZERH LD T, KFOEGIZHIo> TUIRDEEDP LI THD, FFT,
ARFNBE G- FIZ KIS ST IR A L Bl a2 7= 852850 T IRDIEENLET
H5,

1) AAFE GRS X TRRIE OBEE 0T PO F AR T 528,

2) IKIE XUTRIBOREE D72 BT IB\WTHE, AKIE SUTRRIE ~D Y245 )G < KO H 5
IR EBERAATHZ L, B DN DY ARG LT A 11T, EHICZ 2T 51058 L, )
TR E AT DL,

3) JKIE XTI DR PRI A2 T T2 DD I Th-Th , AR G- H I, AJE T
FRBZRIET DA REMENHDLDO TR ETDHIL,

4) BeHHIIRIER O HBLZKRIL, W+ 2Bl B EBEI ATV, E, BEZ AN ADDRET S
FolZL, Fil, FIRSE OGS R T 2728 MU AL EE1TI L,

5) MM, FHERICHIETHE, LXICHKE, BER. BATIR. AR, HRE. EEE.
AV I EOBBERIHLONDZENHHDO T, B H5E2FIETHHAITE, hrx lTET 5L
HEIATIZE, BERER DB LD AT, BEHICHE G I ET 528,

(3) BB ERNEF R G SNBRIFR VAN AT YD T D BE BT, BRFR T AL ADHE
FHIZE DR B DHIDNDZE N D, AR OG- M T & O 58 T 12 13k L TR RE M Al
R RTAN A —T1—DF=HV 7 ZATH70E | BRUF R AN ABEFEO M 5EE R O BUZ R
THIE, BEPRDONIG AL, ARNOBEEEZEL ., 1y ANV AR Z & 5-3 57 L w7 AL E
ZATHZ8, 7ok, B H-BRAARTICHBsHUR EMED BE 2B T, BRUFRT ANV AIZEDIF R EFAEL
T RE B A S TUD,

(4) BEMIEEO A 2R L TR TRIE TR Y X 2 VBIK GEFRFAD) 248485 LI
tiaiE s UV — A RE L2 L OWMENH L, AFIEGZICERROE LA 5, BiE%
WO LN HAT., BOMEs )V —YORAEZEZE L ECHURLELZITH 2 L,




QDT 23 F 5 A 31 Bt BFHERICEDEHETIZDONNT

AT RARDBEANED B AU AL AU T B COYA L AR FBFFROFBURIUZ ST, 2
RNV TRE ISR, AFVE B0 AT BANAICO SRR LB S, TR AR
BT | B O TA/RRINE L OB B LU 2,

1. HE/EH
RERAZ L, FELT CYP3A4L TRETESND,

(1) HRERELZDER
HAZESGRALGWNIL)

A4 5% WERPR AR « I (B 7 145 B - fEBRIN
TRAEIVOVERERE | (KN AMIEN BT 282 | #F A1,
IKFIH W&o,

STUYDAL (B
[ZEIFTHEEZRIZ
K AEEHER)

(2) BtREFEEZDER

HRAZTEGRISEET AL

FEHI4 % s ARE R « $E 1 5 1 BEFY - fe R -1
Fp AR e D R A FIRE\ZAERZBET 2083550 | HHARRIMEIR, 7ra—v.d -2
73—, T, EATEEAIE, WETDHRE | o7 == <L AU DO X
MAOREE#I. HEICRG 2L, IHERIC LY A ER D RS D,
ol ERZEET S MAOFHEH: d /a7 = =53
ZH ~ U A VBRI O S T
U, {ER &AL (H5R) 35,

(N=E 7 VAR PEHICIVMED R ERAERTE | d-/ulT7=I30 <L AU RN
JIVFRLFY TndD, EAZ AL DB PR A B

EES

NILEY—)LEREEE (R
Jx//INLES—)L

Il B A VB FIOAE DS
FTHEDHESNTHDOT, HiH

ISVEY — UERTRER T =R A
V UT N TP-450 R

Tz, T AL, HEIZOWTERT | L, Al BB FI ORI
YI7oEDY, 5Tk, fRESND,
ITI7xkK)>
Y UFILELEER DFHFRHCRIE BREAVEC AR | B EERVECANIL, FUFLVER
TAEY, BT HL, MIGHOFITFOVERRE | FHEEOB PRt TR IEEL |
FRAEYFATILE | S EHL, PIF AP HEEZ T | MG FVERTERO IR
=k, TERHESNTHNDOT, JFHT | 2K FSELERZR->T0HDT
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1) _ERART

oE|
FDA :Pregnancy Category C (2008 #£ 6 H)

A —ARTVT DK
(An Australian categorisation of risk of drug use in pregnancy)

A(8 February 2013)

2% OB
FDA :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 despite potential risks.

F—ARSY T D4 %E: (An Australian categorisation of risk of drug use in pregnancy)

A : Drugs which have been taken by a large number of pregnant women and women of
childbearing age without any proven increase in the frequency of malformations
or other direct or indirect harmful effects on the fetus having been observed.

2 d-r7uanrr7=S3I <A Bk

G
FDA :Pregnancy Category B (2008 4£ 11 H)
F—=AZUT DA
(An Australian categorisation of risk of drug use in pregnancy)

A (8 February 2013)

2% OB
FDA :Pregnancy Category
B : Animal reproduction studies have failed to demonstrate a risk to the fetus and
there are no adequate and well-controlled studies in pregnant women or Animal
studies have shown an adverse effect, but adequate and well-controlled studies
in pregnant women have failed todemonstrate a risk to the fetus in any trimester.




F—RXESYT7 D7 %E : (An Australian categorisation of risk of drug use in pregnancy)

A : Drugs which have been taken by a large number of pregnant women and women of
childbearing age without any proven increase in the frequency of malformations
or other direct or indirect harmful effects on the fetus having been observed.
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RYERXH T
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KEOUWSTSCE | The efficacy and safety of corticosteroids in the pediatric population are
(2007 4F 4 H) | based on the well-established course of effect of corticosteroids, which is
similar in pediatric and adult populations. Published studies provide
evidence of efficacy and safety in pediatric patients for the treatment of
nephrotic syndrome (>2 years of age), and aggressive lymphomas and
leukemias (>1 month of age).
Other indications for pediatric use of corticosteroids, eg, severe asthma and
wheezing, are based on adequate and well-controlled trials conducted in
adults, on the premises that the course of the diseases and their
pathophysiology are considered to be substantially similar in both
populations.
The adverse effects of corticosteroids in pediatric patients are similar to
those in adults (see ADVERSE REACTIONS). Like adults, pediatric
patients should be carefully observed with frequent measurements of blood
pressure, weight, height, intraocular pressure, and clinical evaluation for
the presence of infection, psychosocial disturbances, thromboembolism,
peptic ulcers, cataracts, and osteoporosis. Pediatric patients who are treated
with corticosteroids by any route, including systemically administered
corticosteroids, may experience a decrease in their growth velocity. This
negative impact of corticosteroids on growth has been observed at low
systemic doses and in the absence of laboratory evidence of HPA axis
suppression (ie, cosyntropin stimulation and basal cortisol plasma levels).
Growth velocity may therefore be a more sensitive indicator of systemic
corticosteroid exposure in pediatric patients than some commonly used tests
of HPA axis function. The linear growth of pediatric patients treated with
corticosteroids should be monitored, and the potential growth effects of
prolonged treatment should be weighed against clinical benefi ts obtained
and the availability of treatment altematives. In order to minimize the
potential growth effects of corticosteroids, pediatric patients should be
titrated to the lowest effective dose.
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