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1. BEERA VA E1—T+—LIERORE

FE R IE S O BRI 2 BAEH L LT, ERAERMRMASGE CUF, IRME30E) 235, ER
Bis CRERf - SEAIAIS O ERIEEH DS B 5 E B 0B A2 R 3K 5 @ (EAE TS 215 3 B B2
AT SCE SRR SN E A AT 2 WISFEM R E MO LE R G AN H 0 | RIEEFEO EHEFHRA
WH (LLF, MR) FE~DEROBINGFERSCERICLVIERZMEL TE VD, OB E
WEMEENCAFTLHODOHBA Y A ME LTERSA 8 a—T+—25 (LUF, IF &I8F) 2
A LTz,

1988 -1 H AJRPEdEAfTex (LT, HIRZE) IS 2 /NERS IF OGLER T, IF Gifkk=, IF
LA R E L, £ D% 1998 412 BN 3 /NEE A, 2008 4F, 2013 4RI HIR SR E G
WMZEB S IF sldllEEHOBGET 21T > TE T,

IF F#RZE5E 2008 LAF%, IF IX PDF S OE T — 4 & LTIRHET 2 Z ENFAIE e o7z, ZHUC
L0, IHSEOEZERUGET NG - G ICHET ORPT — & 23800 L7z IF BECH IRt s b
_kkﬁohoﬁﬁW®n?ili%mE%*““ AHERE (LUF, PMDA) O =5 A R S5 SRR
D~— (http://www.pmda.go.jp/PmdaSearch/iyakuSearch/) (2 TAB & TW5, HIE i’( X, 2009 &
K OFEIRGO IF OIFREREFTT Ak E LT [ o2 a—T7+—2Fta) Z%iEL, Hx0
IF DN SCE A 7S 2B AR & L ClEbINER - BREtL Tno,

2019 FEDIRMSCERLIHMBEHEHOE T ICA D, [TF LdiE6E 2018) AAR S, A [ERAEK
i DO IRFEAERARUHEENC BT 2 4 A R A v ) ([CBE T 2 EHIEM O 72D, O EHh A K E LT,

2. IF &I1X

IF 13 A SCESOERAMTE L. ERT - EAEOEREFEICE > THEEFICLNER, &
O MEEBRO O DI, WITRFTOTZDONEHR, A DT O DO, EIMH OB IERH D70
DOIEH, FFENRBE 7T O D OERENEN S NIR AN OERLFHREL LT, B
FED LA 2 ROE L, FEANNTE D 72 D (2 M 5% = ih D BUE IR FE TR TS Hs 0 D 2RI T/ER L Y
%@%Wﬁbfhé%mﬁﬂjkm%ﬁf%néo

IF (2R3 2 T H EH I B33 R E L7z IF GRaiE IS EIL L, — T D BiIoh 2 B & 7KGR O A N

DIF@MPFER S D, 7272 L, HEIEAEOKESICEDL 2 L O R OFIHE B ASFEM - k- #2465
NEFEFIIF ORLEFHEE (TR 60, SV D & REREREN LIRS NIZ IF X, FIHEE
523 FHAM - HIWT - BRREA 2 & & bIC, RERMTEETH DL WO RMAFFOZ L &R LT
W5,

IF ORMLIE T —F AR L U, RIEPETORAKITVNATIT R,
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TR IF 13, PMDA O [EFR ] EH S F AR R O~ — I HG TR E ST D,
BRI TEIEMA 2 B a—T 4 — LD F51 & | 1IZ9E- TIF ZERR « 29525 IF ©
JRR A E 2, ERBGIIARRE L TW D EHRS IF 7ERR I RE L MBS T oW IR E o
MR HE~DA U Z B2 — 2 XV FHFER OB L RFESE, IF OFAMEZ SO LNERH D, F
7o, BERFSGT S DA EOREESICET 2 FHICE LT, IF BWETE N5 ECofid, R3RAe
ENRBT HSEGETANEZ AL LI XEE, &5 WITSFEOER LR — e A Ic v 3K
FlfisEH 52 E+ 25 & & B, IF OERICHTZ - TiE, HHORM CEZ PMDA O 3R 5 i
ERRBON— U CTHERT IMLERD D,

72383, JE AR L EMEORELR D i HREE STV 2 TV, BRRAGE | <0 TXIL. 2& &6, [XIIL
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O L EMEOMEREIZB T D IERO RS RARCIRAF IR EE T A KT 1 v, 3k a—F - 47 -
T T 4 AROHIKE —EREZT X5 2500, BEEERIRIEEI T A K74 Tk, RKGR
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EIEELIZRVESNTEY MREA~DA VX E2—LELOLGHEZ EICE Y, FIHER S
WIF ONEFEEREIELRE LD THD I EE2BML THELRITNT R b0, BEERENGRH/S
NOWEROB PRI Z R L., 2ORBIEL Rk, ERBEGICB T 2EEMHE2MEATLZ L
THEAMOARBE THY . IF ZFH L CHEEBZEICMED D HOIZ L TWEE 0,
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I. EICEI55HE

1.%%@?%

BRE L, EMMERICKLER AT oA RARAE S ESWM LTS, 1946 £, Merck & Co., Inc.,
Whitehouse Station, NJ,USA.OHV L v k « T —TRNF 4 Fa—LEply 30 27 \‘/7°O)}yf}**é)%§3
TaNF I U OEHBERICES LTz, ZTD%RaLTF Y O Co il b ikofb iRt/ Kl
D . 1952 4 Merck & Co., Inc., Whitehouse Station, N.J., US. A.2°H b R o/ LF YV U INFETE I Ll
T XY A H 4%, 1958 4F Oliveto X° Merck & Co., Inc., Whitehouse Station, N.J., U.S.A.?® Arth 512 K&
S>TENENIAIZER ST, VTV OERERNIEHAIEE ORI IZIZ, 1) A3 |k
/@@m\mCQU&%x@Tw:wwmmﬁﬁ@D@ﬁ@ﬂﬁ;iél%&beQ4P@$Wﬁ
HIF oD, Arth BT, C-16 ALIALFRPANEIERBEHRILZEAT D52 L1128~ T, 2) KDU'3) @
MHDORBIETH AL, 2T a4 FOEKRNRBN T 2L EEDHIMNT 2 O TIERnae
DRFUZ Z W AR LT=DN, 160- 2 FIVBHEOT X9 2 4V v Tholz, TORENITEAS N,
EFn 36 421 H 25 RICKR &S THRREICE -T2,

55 22 TR (BFn 59426 H 1 H) T, BEAROFHOAL TR, ER EOLEMRDOH 2 26
R K O GAEIZ DWW TH MO 2T, ARFHO—HMNERITR o7,

55 36 iRl CERK 2 4F 12 H 19 A) T, #IRE-2VR D 9 b HEIRTPHEIE] [ZOW T, RS h &
BEX DIXANEDHEGR T E Ao T T2 DHIBR L 72,

PRSI BRI D& 2009 4F 9 HiCkoe4 s (70 e AE8gtik) »o 150 Re SR
1.65mg * 3.3mg * 6.6mg] |[ZAF L7,

2015 4 6 AICHLEARTEKFRBN T AR P NUBAS . BV 2 R 7 7 —~v At (kfks i
7o

2. HAOBEFHEYE

1) RN S A, ERAIRN TSR R A NTES R & HIRIE RIS e 2 R3S H v b, (TVILL
M FIREOHERE | DHESH)

2) RN THESCONTIEWTRIDOT F 4 A X AN AT b SR WL EEIZE L, AR S
BN VBT AT AR O AKMERIB R E ARLVE CERAITH S, (TVILL. mAEEOHRE ] o
HEIR)

3) WISRBIE Ul FIE TR TE 5, (IV.LL eS0T OHES)

3. AROARIFFE
FARRAfR, IRF7e EOMENRRL BEHIEHTE 5, (1IV. "ANCET 2HE ] OEZR)



I. BiEICEY 5ER

4. BIEGERICEL TRAMT NEHHE

i IEAE I B9 2 B p—
B A A N T A 5% -
RMP i3
BMOY A7 F/METEE & L TER STV 5 &M g
e AHEE T A KT A > il
{500 b o> B8 B S TE R Fili

5 RBFHRURA - FRALOKIREIRE
(1) REBEH

%Y L7
(2) @ - ERALOHREIE

%Y L7

6. RMP D=
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I. A#MICETSHEE

1. BR5E4
(1) %

7 7 K o EHHE 1.65mg-3.3mg - 6.6mg
(2) *4

DECADRON Phosphate Injection 1.65mg-3.3mg-6.6mg

(3) &HMDHE
DECA (7 7) 1% 110) OFWRZFRSBEEFETHY, 7L F=yu o 1050 hafF 1L, £,
ANF YD N0 FERITHHE SN2 LWV BIRNIAD BTN D,

¥ |2 DE— (% dexamethasone @ de— T% & 5, Z VIR KE AV o 847 (adreno-cortical-hormone)
Z 4, DECADRON &4 S 7~

2. — &%

(1) & (%K)

FRPRAZ LY LT ATF KU A (JAN)
(2) #4 (@4iE)

Dexamethasone sodium phosphate (JAN)
(3) AT L (stem)

TV R=V U RO L R=Y 1 UFER : -methasone

3. BEAN(TRHERX

4. »FRRUHF=
453 0 C22H28FNa208P

AN

& 516.40

5. L% (MR XIFFE

9-Fluoro-11p,17,21-trihydroxy-16a-methyl-1,4-pregnadiene-3,20-dione 21-(disodium phosphate)

6. BER4A. A&, BBS. B5ES
RS . MK-125



II. FXIRS2ICET 5HE

1. MEBIEEMHE

(1) 444 - K
HEO~EAOREEEOBR R T, ICBWIRWhXiTbThicey ) — VB R H D,

(2) BfEME

Vi i At 1g Oi(ﬁﬁi@l
9 DI R
K 1.5mL

=X ) —(95) 4,500~5,000mL
1,4-A XY >10,000mL
JxF )T —T )L >10,000mL
DY/A=2= % >10,000mL
/=0 0 Y N >10,000mL

(3) itk
WIRPETH 5,
20°C., 60%RH C 2 FEf#%ICHEZLE 12% %R LTz,
(4) MR (MR, HR. BESR
Al 233-235°C
(5) EAIBEMRETER
pKa;=4.9 pKa,=8.9
(6) HEREK
BRI L
(7) ZDhDE 7 RIEE
B [al 2 @ +74~+482" (Biz& / — /LR OWKYHE  0.1g, /K. 10mL, 100mm)
pH : 7.5~10.5 (K 1.0g 27K 100mL (25 f#)

2. BRSNS DERELHTICEITAREN
A a2 S R K TR (4mg/mL K OY 0.4mg/mL) L., 7 HREOZEMRBRZ I L= i 5. I
I+ A0CITIRAT LT3 A1 1T 7 BRI~ R % 2 L7223, ) - !PT TE L7 A 113 s ML
pH KX ORI ZEITR D b o7z,

(1) 587
AT S FUBHR B #®_B TR 1 H# 3 Hf 7 B#

A I £, 725 B - - -

4mg/mL B e V5 - - -

S C I £, 75 B - - -

T A e (21, 78 B - - -

0. 4mg/mL B e (21, 78 B - - -

C I £, 785 B - = -




M. BICEYT 5EE

PRAFSRAF AR A A 1 {7 3 B# 7 B
A LT - - 0 RG]
4mg/mL B (0, Y5 A - - s
' C I €6 7 — - (RG]
40°C A AT - - G o P
0. 4mg/mlL B €0 TR I - - R (o 72
C €6 75 — - R (4 78
X (/9P
(2)pH
PRAFSRAF ABHR A R 1 H 3 B# 7 B#
A 8.4 8.1 8.1 8.1
4mg/mL B 8.5 8.4 8.4 8.4
HES C 8.7 8.5 8.4 8.1
AT A 8.0 7.7 7.8 7.8
0. 4mg/mL B 8.1 7.7 7.7 7.7
C 8.0 7.8 7.8 7.7
A 8.4 8.0 7.7 7.5
4mg/ml B 8.5 8.0 7.7 7.5
HESE C 8.7 8.0 7.8 7.5
40°C A 8.0 7.7 7.5 7.4
0. 4mg/mL B 8.1 7.6 7.4 7.3
C 8.0 7.6 7.5 7.4
(3) Al
TRATFZAE PR B YL R E A 1 A 3 B# 7 B#
A 100. 0 99. 6 99. 5 99.7
4mg/mL B 100. 0 99. 8 99. 6 99.5
JHE C 100. 0 100. 0 99.5 99. 6
AT A 100. 0 100. 4 99. 5 99.5
0. 4mg/mL B 100.0 100. 4 99. 2 99. 4
C 100. 0 100. 4 98.8 99.1
A 100. 0 99. 2 98.7 95.9
4mg/ml, B 100.0 98.9 97. 4 95.7
S C 100. 0 98.8 97. 1 94. 6
40°C A 100. 0 99. 4 98. 2 95.6
0. 4mg/mL B 100. 0 99. 5 98.0 95. 2
C 100. 0 99. 3 97.3 93.4

3. B S DHEZRSERE., E=;
AR [T A2 ) Vg AT 0 R oA 12X 5D,




V. R&IZREISEB

1. Flfz
(1) FREDORXH
S (FR)
(2) EEDONERUHER
PEIR « P8 B 0 KPS A
(3) HAHa—F
Y L7
(4) HEFIOYHE

pH : 7.0~8.5
BiBIEL 1 0.7~0.9 (FFRREIRICKd 5 )

bt 1.012

(5) Z i
EREZRHELTWD,

2. BAIDHEK
(1) BRES GEHERSD) DEERVHMA
1 72 TS A T IV DB & &
54 E | e FxARAF S Mﬂ?i@jy
7 VoBEAFAF R SA| T 27T
Vg X7 v
T Ra U EFHE 1.65mg| 0.5 mL 1.65 mg 2.2 mg 2mg
TH Ra ERTK 33mg | 1 mL 33 mg 44mg 4 mg
TH Ka U ERK 6.6mg | 2mL 6.6 mg 8.8 mg 8 mg

ImL PRI E L TRO D EERT 5,

FERERAKE T N U T A 0.5mg
JVTF=v 8.0mg
NRIFXVERFHB 7oL 02mg

1.5mg

NG FF L EFWA T IV
7= o WA i)
VN2 o Rl RN

(2) EREFDORE
Na : 0.1348mEq/mL

(3) BE
M L




V. REIZEI HIEE

3. RfTBMEEDHARUVRE
M L7gW

4. N
M L7gW

5. BAT B AHMD 5 5 T3
R L

6. HAIDFEEHTICHEITHIREL
THRu RO ZERITLLTO®@EY) Th 5,

I8 17 % 1t RAF # 5 s %
W - MK SR | SMEL pH. ERE b ICHIEIN T,
. (FE A ETHIOIT (98%) ZRBH T,
o . E‘E"L\:\
e - ORW | i, pH B b B BRAD ST,
: FE A ETMDIET (97.5%) ZiBHd
JB . NP
LA ORW ) s, pn b ED DA T
CETEEPe 0 RE | DOKE 0%) 2D bR,
o PO T, SMIZEE, pH (L b0 bh
j:‘ A7 N
HEE CRBIERD ) TR o Gz o0 ClE LT L),
R0 RICARE | o | IEOIET. SME(, pH Elk bR bR
Sl U [ o CEEEICOLTIIEL TLARW),

7. ARERUVBRBROREN
BB

8. hFl & DEEEEIL WELFEMEIL)

Nl BRAEROT XS AL ) SBRT AT T b Y AONE 100 & L, ZOHEES
FKTRT,

REEMH :25°C, ENEOET (BL, FAZ—EHH. Vo ¥ v 7 EEHRIEE T, TR

EREMERR - (Fbotrer ¥ — (BL, HAZ—EHH, Vo ¥ v 7 BRI AN 5 i)

ERERFHA : 1996 45 (H L, HAX—JEHA, V¥ o 7 EFHRIT 2001 47)

F OB WBRER YOS LIRS AR R L TR Y | BIEOMLA LIRSt A BRI D
ZEnH D,



V. RAZET SEE

- Fid & S P i 4
o RS A WEER | BA S 3 WEf 1% 24 WEfEItR | B
" pH s (&
T F v hE aLi 100.0 99.3 92.7
1mL | HHHEZ pH 5.44 5.41 5.42
539  |[#EGpy  [200mL SB[ | EEED | EEEY
T AN IR yaLii 100.0 98.9 95.1
1mL | HD 8IS pH 6.90 6.85 6.87
6.85 |y [10mL S |G | EEEED | EAEY
S A aF AR I 100.0 99.7 99.2
ImL | H— =4k pH 7.62 7.61 7.55
6.97 |#emEs [100mg/2mL SME | | EEEE | EAED
RGHER 5% F14i 100.0 100.1 93.4
1mL | KEHZE pH 7.27 7.10 6.64
503  |MEtaiEl]  [500mL HE | EEEY | EAEY | B
FLh=HhA TE0.5% alii 100.0 99.2 99.9
ImL |H—=4k pH 7.64 7.59 7.53
478 |MEAEY] [5mg/imL SV | EEAEY | EAEY | B
AA VIR yaLii 100.0 99.4 97.9
ImL | AR pH 7.67 7.61 7.60
621 |MEt4EY]  [3mg/3mL SB[ IEGIEY] | EEEED | EAEY
A A2 —15 ki 100.0 100.0 100.2 20mL A P&
6mL |7 27 5 AHIIE pH 6.88 6.91 6.91 HELIR C VR
— |- | 20mg/20mL SME | EEAEY | EAEY | EEEY
MAOFAI ) 77— — I 100.0 99.9 97.3
ImL |3/ 77—~ 88 pH 6.49 6.51 6.45
6.33  [#E¥EY [ 20mL B | EEEY | EAEY | B
rua~vAvFoH T x— | parii 100.0 101.1 102.5 AT ¥ R
ImL | =3t pH 6.52 6.49 6.40 11mL (Z{EfR
6.40 |MmEtEH  [1g11mL SMEL | MEEAEY] | ARV | EED
7wa—;v - NU A KN 10mg pakiii 100.0 101.0 96.5
ImL (Y= 7 75 pH 6.26 6.25 6.25
484 |#mtEH [10mg/imL S | EEEY | EEED | EEEY
1%= > Re vk bl 100.0 99.7 101.2
1mL | BHFISE pH 7.71 7.68 7.63
6.96  [#EMED [ 20mg/2mL SB[ EGEY | EEEY | EAEY
P ¥ v 7 EHIK I 100.0 99.8 99.9
6mL |GSK pH 7.32 7.34 7.33
- |- | 50mg/2mL SB[ MG | HEEEY | AR
D7)V TR 0.2% Al 100.0 98.3 90.8
ImL |77 A —H3K pH 7.53 7.25 6.95
6.05 |ME4EDN  [200mg/100mL SMEL | [EeEs | EAE
HBIEHAAIT S balii 100.0 98.1 93.6 20mL 75 A
ImL | AR pH 7.33 7.33 7.33 R CYRIR
7.35 | MY |2/20mL S | EEEY | EEE | EEEY
ANRT Y UEER 1g Vakii 100.0 99.4 100.2 10mL ¥4
ImL |77 A Y —H pH 6.94 6.64 6.34 AR K CURR
572 |k [1g/10mL SMEL | BB | eI | ey
Ay 7 AL 2g Vakii 100.0 101.0 100.8 8mL 5 A
1mL | fAEE pH 5.76 5.59 5.18 BAK YA
5.45 | ik taiEl] | 2g/8mL B | Wememy | maE | Rep
X F 4 S 100mg WAL 100.0 101.0 99.9 omL VEH F7K
1mL |7 AT 5 2B pH 6.96 6.96 6.95 TSR
6.00 |#EfEs] [100mg/2mL SMEL | [ EeEs | EaE




V. REIZEI HIEE

- Bic & 34 4 ‘
B e tt4 WEHEE |G ES 3 e 24 W% e
pH  [4i |
ERHATY 2 i — - — 10mL 5
ImL |7&v k pH 7.28 7.23 7.24 AR K CURAR
712 |[#E6ED [500mg/10mL 48 Eia) 138 EF]
A 7910 pali 100.0 99.5 97.3 5% 7 N U bk
ImL | BEIEM, pH 6.42 6.35 6.48 R C U iR
509  [#EEH [ 10mg/500mL SMEL |G |l | R
B TT A N7 UHHE ki 100.0 97.1 92.5
ImL | KERISKE pH 6.91 6.66 6.68
595  |MmEs |500mL g BB | EaEY] | EEE
F hhA > 45k 20mg pakii 100.0 100.5 99.6 20mL 7EH
ImL | ARSI pH 7.34 7.31 7.21 B K CURAR
6.11  |#tEH  [20mg/20mL B | EOEY | EEEY | EAE
FESERYET v 7 R Ak 100.0 99.5 98.5 TS FIZSRIK
1mL |GSK pH 10.61 10.43 10.09 TS
10.66 | MW | 250mg/100mL SMEL | EEAEE |EaER | EE
PNRUARY UERER 1g JAT 100.0 101.3 100.5 5mL &
ImL | & EEH, pH 6.58 6.57 6.66 AR K CURAR
6.57 |t |1g/5mL SMBL | REOED | REABY | EaE
b ~ULTTE AL - — —
ImL | Y= LT7—~ pH 6.49 6.46 6.47
582  |ME(iEH]  |25mg/lmL S| A 1 VER
TIAT I bl 100.0 99.7 99.6
ImL | KEREK pH 4.52 4.51 4.51
450  [#EfAEH [500mL B | EEEY | EAEY | EOEY]
7N T R ALl 100.0 100.0 100.5
ImL |7 AT 5 ABIK pH 6.58 6.38 6.01
345  |#EEY  [10mg/2mL SMEL | EEaEE | EAER | EER
TN UERER 1g VL] 100.0 99.8 99.7 5mL {4
ImL [ EErF R pH 6.58 6.08 6.14 AR K CURAR
515 | Mktaisy | 1g/5mL SMEL | OGN | OB | M a B
a7 T v 12X R bk 100.0 100.7 98.2
ImL |[FLE pH 6.05 6.02 6.04
6.04 [MEyEm)  [20mL SV |EaE | EEEN | EAE
Z7ulY—RFE bakii 100.0 99.5 95.4
1mL | £ HEEE pH 4.65 4.69 4.62
433  |#meEH [400mg/40mL SB[ | EEED | EGE
RT3 bmg J 100.0 99.1 98.2
ImL |[Y=VUvs - FIFv pH 6.58 6.58 6.55
487  |MEEAEH  [5mg/iml SME | mEAEE | memEy | EeEn
20%~ > = h—/LyERK T H B Pari 100.0 98.9 94.2
1mL | HWHEF pH 7.54 7.60 7.14
484  |MEEH [300mL SN |EEAEE | EaEY | EaEY
XU alii 100.0 98.4 101.8 20mL VEH A
1mL |GSK pH 6.32 6.51 6.72 AR K CURR
6.17 | aiEn [1g/20mL SMBL | BOEREED | MEEEEY] | MR
)7L F bakii 100.0 98.4 96.2
ImL |[MOE7 7L~ pH 5.95 5.91 5.86
594 |MmEtiEH]  [200mL S | EEEY | EEEY | EEY]
U v VR J 100.0 98.2 89.9
ImL | KERISKE pH 6.93 6.99 6.82
6.68 |MEfEH  [500mL SMEL | mEaEE | maE | EER




V. RAZET SEE

pH ZB)EABR(E

R Rl Riated I T erronetl ol I e
0.5mL 7> 7L | s | 7.0~85 | 775 Egzigg lgﬁ; gé; —
ImL 7> 7n | #5 | 7.0~85 | 771 Egzigg 12?; g;i —
2mL A TV | Fe i 7.0~8.5 7.78 Eg; igg 112%626 461:;2 :

9. FHtE
Y LW

10. BaF - A%
(1) EENRLELGERE - O, NENFRLERSE - DEICHT HFER
FrRt IR L
(2) %
Fh R a R 1.65mg: 10 7 S, 50 T L
FH R UEERE 3.3mg: 10 7L, S0 T L
T H Rua EEHR 6.6mg: 10 /XA 7L, 50 XA T )L
(3) FlHEE
%YL
(4) BBROME
T T A
AT IR . T A
=AY S ) =GN

1. BRRESNLEME
Y LR

12. ZOkt
BB L

10




V. AEICEEY SEB

1. DEEXRIIHER

OR5ikE
BRI R EKETE (RHEME. GRS, TEKRE. ERY) [HRRES]
AMREREMETE GBIV UV—8) [FIRNES. RUEFHIRNES. HRREST]

BIBMRRERE ["EHRARES]
BRERIRRE (AR
FRIRPEE (FRIR (hES) 7U—H) [HIRES. REHIRACES. " HRRES]
FRBRAR B (S 5 BIRIKEHE [ HAREE]
FREEMMEE [(FIRPUES. RUEHIRPCES . " HRRES]
OV FIHEE, HEMARUBEX
B ) o< F [FARES. BEEERES]
HEMEH Y OITF (RFIVREET) [BRARNES. BRI
JoRFE (oI FRHOLXREEST) TR, " REBIRAES. HRREE]
)R FIESREGRE [(HRARES]
REMEMRX (VOIFHEHRRK) [HRREE]
RMEMEHER (VUTTFHEHRR) (O O R (BEIERERES]
EE R % GEREMEDLDICRD) [EMEBRES. BERESH. BRENIA]
Bk CGEREMOLDICRD) [FHEMRIES. BRI
fEa GERZEMDIDIZRD) [BRIENITE]
BERX GERFEDOLDICRS) [EMEBPRIH. BEBAESH. BRENIA]
BRAK (FERFEDLDIZRD) [BRERNEA]
ERMEEEE REERNE-EYRHOoNDH5E) [EHERIS]
FERRMBIERAET X [RAERERIESY]
R (BRI ST]
OB RIm
TYTIb—TR (£HEREEARRK) [FFIRAEES. ~ REBRAES . BRREE]
EHMMERX (ERPIRL. BEESRBIRK. BHEMNSENERX. SROERXTRAFEEEZS
©) ["FIRAUES.  RUBRRIRPUT S . BPRIEST]
SRUEmR (KEHR) ["HIRFUES. " RUERIRPRUES. HRRES]
SERIE [T AL
OBRE
F7A0—ERUFR7O—EERRE ["HHIRFES. " RUEFIRIIS. *HRREE]
OivkE
S LAE ["HIRPUES. " RERIRPRUIS. CHRREE]

11



V. akIcEY 5ER

O7 LILF—t&RE
SEXME [FRAEST, SEFIRNES. HRRES (BL. BAREHUNOREETIEFRE
LABRICRD) . RTFM4H—]
mMEMREXX (MRREMREXIREZET) "HARNES., 2754 F—]
S REEFIRE [FIRMIES. RERRIRAIEST]
EHNZOMDIEFMEICL DT LIV — - thE (P, FHEBEET) ["#HIRNES. " RUEHIR
RIESt. " BINRIEST]
MiER (FERPUEST. RERRIRMIEST. *HRRIEST]
TF7453F0—2avy [BHIRAES. [EFRAES]
Om#&&E
EBE (/MR R CI/MRIER D) [FIRRUES . REFFIRRUES . *HRRES]
AMEEmD (REEXEREERFOREONL L O) [FIRAES. [REFRAES. "HRRE
5t]
B (REEMmE. BEEEEEMEOEEELE. B oA\tan®R) (KEAMKEST)
[RARPUEST. RERARPUEST. *FRREST]
EREREBDS HHELME [FHEREA]
BAARRMEMN [FRAIES. RUBERIRMNIES. “HRARES]
RERFOEFICEHHMMERE [FHIRFES. SFEFRPAGES. " HRRES]
FAMIKEAE (AR, SR [(FARAUES. RUBRIRMES. " HIRRIEST]
OiHitsEE
BEBEXRER IR, " RUEFIRAUES . T HRRES]
REMEEX ["FHIRPFUES. " RUEFRIRNES. “HRRES]
EEHAFENERREOESKREORE BRE. RTIL—%8C) [*#IRMES. * RUEEIRPEST.
B ST]

Off%&E
BIFERT 2 BRIRMIICEE E AL IND L DZEET) [FIRRUES . * RUBFIRPUEST . * BRRIEST]

FFEZE CEBIE. BAMBEKEHS LD, B3 2FE/H 533 0) ["HARNES]
Offfi &
UFEAMMEMME FRME) (KSR ESE) [FHIRES . REFFIRNES. 735
14—
EERRE (CPRELHAT D) [FHIRAEH. [REHRAES. “HRRES]
OfEit&E
fERAREIE R (RUERAIEGRT 2) [BRERIEA]
fERERER (RUERAIE6RT 5) [BEERIEA]

12



V. akIcEY 5ER

OtiRikx B
MERER (k. BERRZEL) (BL. —RUMNROSEEFEENETEERAH SN, H D
FITHERN T+ G LEICEHAMANS C &) [FHIRFIES . REFIRIIH. SRS, i
FEREA]
REMELX (FSNL—ERBZET) [FFIRAIS. " REHRAES. BRI, B35
FEREA]
EEMBEANE [FIRNIS. [EFBIRRUIS. "SRRI, EHERIA]
SRMUEILE BREBRZEC) [(FIRPFUIH. REHRAES. "HRRNIH . ERERIA]

INERSTR [ B ARIESY]
ERE MR [ ERIESY]
HREMMIE R [ HRRES]
OB 1LIES
BE) VB () UNREE. BERAREE. AOX UK. REMRE. ERERE) RUELKRE
GEBERR) [(FIRPUES. RERHIRPUES. "HRARES . FHEREA]
WERIERSIE [RRARMUESS. RUBFMRAUES. " EIRRIEST]
FEOBRER ["HARIS]
OUTDOEMERICHT DB EESZH & DHFRARE
SRMEBHE [RBEFFRAES]
OMBMHESRHK (VRTSFoHE) BEITHSBEERER ED - EH)
[FEARPUEST. RIERFARPEST]

O #&E
BIEHERR [FRARAVEST. RUBRARAUEST. FRAPRIEST]

figes - MEIIRSHE [ EAARIRIEST]
REERFKIE [RARMIEST. TS5 4 H—]
BIBRERESEEEICHT DN HMNRE ["HRARES]
NES 3 v I RUSNEIY 3 v VHKE [FIRAITST]
MpiiZAE [FPARMAIEST]
wWimic & HRIMER [FARAIESS]
SEXEE (fid) [FIRAEST]
ttE - BERE (EEDRSSNZEST) ["HAREL]
FiirOBEREAENLE BREAZEA]

OEmHNFIRE
HERANIL=7ICH 1T 5HERE RELEHRFBEEZET) [FEENEH]
HHFE [FRIRAUEST. FEIRSVEST]

OEmARRE
NEBMMROBAERL [HRARES]

13



V. akIcEY 5ER

OibRFEEHRR
BN ARE (MOBENESDLIHE) [FHAERES]
PEERESE [HARES. BRTRRNEST]

ORERER
YR - RIEXE (RNES. ERWES. BHED. BMEREX. BEBKEDS. BRBEMERE
K, TFE—REX. 241 - /NRES. EF—ILEE. TOMOHBBRKREX. BRERELX. #
THIEERARIE. ZOMOFIEOREX. 25 H 5 LIIIMES . ENRUNEEDRS - REX.
SHERVEREFIDES - REXHGE) BL. BEEFILMMIBARE LEWVI &, BEIXEH.
ERELOELWMEEDA LT SH) ["HANES. BRTRRES]
YEGE OMNRRMOTJILR, ERGHEERE. BEERPSETET) (AL, EEMICED, £, E
TEMPIEF/ENLEFELY) ["HARNES. BRTRRES]
EWRP (BUFIZERS) (BEFICRS) [*AEeRRPAES. “HRARES]
R VR (2EMHEE (EEG) . EZEMEER., MK E. REMEE. BEMHRIRK
B2, AEREMS. Z4 % —MERE) [ ABFIRNEST. “HAREST]

LEREBRDS B S EMGE [BATERNEST]

*ERERAE (EEMICRS) [*FRARNEST]
*RESE (EEGICRS) [HANES. BRTRRES]
REMFEMEILE [*HARNES]
HBHE (CZRBHMAR. HBEMAH) (BL. SHBEUAHMOBEEIEEEFICRS) [*HA
REST]
FIER SIRAEREE (FAOMULAMNRE. AFIVR-DavyY Ui, REORAKX. 799 RE
B, R—Fzv MR REKOGZWNES). Uy T2y YakEMES) [F aiEsaikmiEst.
*H R REST]
*EREREE (BEEICRS) [BATERES]
KEER (SEMXARE. ZERXMAE. Senear-Usher fEMREE. EEMRARE) [* SHESERAT
5. *BARNES]
Ta—YYUJAEBRKEERX (BEXEE. BIREATZE0) [ mUBIRRCES. “HRRES]
wIKES (EEHIZRD) [*HERES]
MIRE (NTSHBHMEBEEEET) [ REFRPAES. CHRARNES]
B O FRUSOA AL [BRRERREST]
FERRY LL—7 [*HAERES]

OmRFHEE
WER - R##E - IRE - RHOREMRBORERE (T FVER. BIKEIER, MIRNEL, R
B, BEXMABES. BERIRIGSEGEEE. BHME) [FHIRAES. *HRRES. BET
SEST. BREREST. mER]
SVERER B URTER BB D R AE MR BB D XHE A THRIEATFELE X IR +7415E (REEZR. HEEX. A
fR2¢. s@iEds. ST ERRES) [*BIRICES. *HAERNES. BETES. BREEH]
ARFIPEIE DT R RAE [ FRARPUGEST, *BAREST. #EETES. RER]

14



V. akIcEY 5ER

OE KIRMERHR B

A - BuPER RIS, CRERIRPRUES. CHRRES. PERERIA]
BUHMEPELX - BERBE ["#IRFUES. " RERRAES. "HRRES. PEERIA. BE
RIEA]

AZTIVER VA ZT)VEMREE [FRIRMUEST. SREFIRMIES . HARREE]
RMEFREEHEE FIRNES. RUERIRNIES . FRREL]

MEES (M) HRx [HARES. 27545 —. BERIA. SRNRES]
TLULX—HEX [HFRRNES. 2754 F— SERNTIA. 2RNRES]

TEME (HER) [HARES., 2754 F— SEREIA. SRAMRES]

BIREX - 8E (HFRNEIH. RIS/ — SERETA. BIRERIA. SERTH]
ETHIREN S X [FHIRACES. RBEBRRAES. BRRES. 2754 — RERZA. Bl
FERGEA. MRER - [EEA]

WREE ¢ - MREEIZIE [BRARPUTS. SUEERRPVIST. BIRPRUES. 2754 ¥—. HREE - [RETA]
WREAAR ) — 7 - f5E1 [ BARPUEST, * RUERBRPUES. CHRARES, 275/ — RE - KE
EA]

BEDORKE (BottRER. EEEERAR) RUBBIGRMER [FBIRFUES. RBEFHIRAES. 5
ARES, 2T 54 HF—, BEIA]
HERMERREOFMEROEREE [(FRAES. REsRAES. SRR, REENIS. B
FTERPES. RTS5M4H¥—, BENIA. BISEREA. SRARIS., RE - [ETA. PEE
REA. BEEA]

Ow#l - ORSNERE
HAMONXRUVERX (BAARETAELEVHOD) [FHEMHRES]

xE . FROGZEICOARANSI &
1) FRARPE ST R U SRR AR E ST
BORETRER. RERRUHRARNESTER
2) FAREST

ROKESTRER
*E:SAREZRAVTLNRN T+ D LBEEHIVETIEHREHFLECVEHE SN DEEICDH
AWsCZ &

2. MREXIEHRICEET TR
WEINTHZRWN

3. BiERUHE

(1) HERUVREDOHESR
W AR DA - HRIZTRO@Y Tho,
7RE. AEE, ERICX VEEHEKT S,

15



V. akIcEY 5ER

FehE - FhREK

Bk (FXH A5 T2 E LT)
F AR5 18] 1.65~6.6mg, 3~6 K¢l
SRR EST [ 118] 1.65~8.3mg, 1 H 1~2[A]
7 A NS 18] 1.65~6.6mg, 3~6 K¢l
BAEEN TS | 1181 0.66~4.1mg, JRHI L L CHERIREZ 2 BELL LT 52 L
WORERRNTEST | 1181 1.65~5.0mg, JRH & LT EMIRZE 2 WAL L2528
TR PN S 1181 0.66~2.1mg, JFHlE L CHERIREEZ 2 HELL LT 2 &
TRFENTEN | 1H0.66~4.1mg, JFHIE L THGREEZ 2 B EETHZ &
(Yo SEE ) 1[5 1.65~8.3mg, JiHI& L CiGMEL 2 BEU L5 &
FREPEANEAN | 10]0.83~4.1mg, ¥ 1~3 [A]
HeafzE N A 1171 0.83~4.1mg, i 1~3 [A]
REIZE A 1 [7] 1.65mg
JRATR NS | 1181 0.04~0.08mg 56 0.83mg £ T, i 1 [A]
PR T EEAT lzcagysj)«ﬁzziln;g(\).zwo.sm ET5
R rEat Lc%l);f;){fﬁ4;n;g6.5~1.0m ET5
SR 1[5 0.21~0.83mg/mL % 1~2 {5, 1 A 3~8 [
X7 T4 % —  |1[A0.08~1.65mg, 1 H 1~3 [A]
EENTEAN 1[8] 0.08~1.65mg, 1 H 1~3 [A]
B EENTEA [ 118 0.08~1.65mg, 1 H 1~3[A]
SHANTES |18 0.66~4.1mg
SE NS 1 [ 0.66~4.1mg
MESH - SETEAN [ 118 0.08~1.65mg, 1 H 1~3[A]
HEPENEA | 113 0.08~1.65mg, 1 H 1~3 [A]
HEANEA 1 [8] 0.08~1.65mg, 1 H 1~3 [A]
BIEEA 18] 0.83~1.65mg
(ZHRMEBBEICTT SMORBEESHR & OGREE) ¥
. & - B bl
poi SR
v U RAF ORI, RE¥ YLy UEEstE L OFHICE VT, T
P ALY ORGEROEEIEL, @ 1 B&ET 3 A%V % 33mg &
ETEERIRNTEES | L. 21 028 &2 1 27— LT, HIHENOFEAHA, HIOHA

MO I2HH,. F1THHENLE 20 HHIC %25?“5
R, BHEELORE BT, Flb, %%OD%M

T HNT D

16



V. akIcEY 5ER

(BMEEH (VRTSFULE) BEITHSELEHRER (Bl - B ) ?

. B - R
Bl (FXH AL LT)
N plz, ~ - ~ :/\%
SRR 25;%\ FAIZIE T H 33~165mg &, 1 H 1 FIX (X2 BIZE L TH53
o iz & A B °
SRR ARPEEST 727 L. 1 K 165mg $TET S,

(2) RERUAEORERE - R
R L

4. RERUVHAEICEET IR

1. B - AEICEEYT HEE
VR VNIRRT D O PUESA & OPFRIEICB TR, FHEAORMCELSZRT D Z
CEO

5. ERPRAIR
(1) BRT—2/\w5—2
R L7
(2) BRPRZEHEEEABR
AZHE R L
(3) MERMFERFER
AZHE R L
(4) IREERIEABR
1) AR
AZHE R L
2) REHHER
AZHE R L
(5) BE - RAERAIGHER
RUER R L
(6) AmAIER
1) ERBEAE (—RERARERAE. BEEARGRE. ERARELERRE) . HERTERT —3~—
ARE. HERTRERIBRONE
RN
2) ZRRERFHELTERFEDABRRIEEME LI-AE - HEBROME
RN

(7) Z it
ARIEANTIRFREIEEZ A L TR Y. < OARLIITH 508, WIGHKEZ & OEFHIIT-> TV
Uy,

17
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VI. E3ZEEICEEY 51HH

1. REFNICEESH L LEVMXILEEME
ANFY B RRAaLvFYy Ly U R=Yny AFALT LV R=y Ry XEAZY U TERYR
g

2. ZEEA
(1) YERRRLL - AR
1 FAARAL
TR R M OJIEBRAL
ERBR
AR ST AT oA RIE—EAEA &HE L THEITN D2, ERMRICITERRE L TR
WAT BA RORPBAS> THERT 2,

MR HIZIZ AT v A FICRRICHE ST 2R/ EFFHINIEARH Y . BT 90kDa s 3 v
Z A (HSP90) LW ORIDEAEFEG LTS, ZRIRICAT 1A RARFEAT 5 & HSPYO 3% T
oD Z LI Lo TEMHRIL L, BRNIZBITT 2, RIZ, HDEIEFOFREHAL (GRE : glucocorticoid
responsive element) & FEET 5, FDFES, GRE LV T OBMR FIEROBIZHCLIZ VG Lz
VT D2 Lild, DED ., AT A R—ZHEEEEN, & 5BEF IR mRNA &4 i
THZ LKLY, AT a4 FOERRBEINDI DT THD, (L, A7 A FOERIFE-ET, W
ST HEAEEY . TOEANEIIHOEAORBAAZRHEH T 2T R E ML TN D,

TR A D =ANE, ORMAMEKROER, 540, HREICHHT A1EH, QRIEWYA NhA - rEhA
> O, @FIEDIEE A T 4 =— X — DD | @ME N AN i OB K7 ORBIHI A o1 5
o9,

OFRMBMERDE, /740, HREI T D 1FEH

AT aA RANIMNER S & ORFEERALIZ 0 S5 2 LIk D KMo U LV ER(FRZ T U >/ SER)
EWAT D, GFPERORIEMBEA~OEBEZAET D, T U /ERD NF«B IGHELZ#HI L, HA b
HAVHELEEMZ D, AT A RENIRARB VU SERICT R b= A &FE L, £/ B U /SEk
DEFAR T (IL-4) 1T K 0GP H5E3 2 T OB FR & FE I3 2, BERDSBGER 72 KD ~ 2
07— bT DB, v n Ty —YoaRRE, MdESER G HE S, TNF-arIL-1- 2 ¥
nruasrAF—8-TITRAI ) =S T I TF_XR=F—DEADIHI SIS, AT A REIOY o8Bk
BABERIZ, U o ME R MECEME Y o SEOIREICHIH S T b,
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VI. ENEE(CEY HIEB

QORIEMEY A NI A 2 rE DA 2 DI

~ /a7y — - Ak k% IL-1, IL-lra, IL-2, IL-3, IL-6, IL-8, IL-12, IFNy ., TNF-a ., GM-
CSE 72 EORIEVEY A N A VFEA - BWN AT A RENICLVHEINS, MEOBEEICEED DR
FIK+ PDGF, TGF- 8 (3#f| 23215 720, LWL AT aA RENTY A A v L EREZ LD,
YA DA VZBFEROFBLENT L2 ERMoNTEY, AT uA FRIBYA N4 VEAZI
Hil L CHIRIEMER 2R T L W H B X EFET D,

QORIEDIFE A T 4 =— X — DD

7 7% RUBREOME, 77 % RIS U e HA A& U 28—+ A2 (PLA2) OEH]
THFEL, HiZ 7 e dX o r S —8 (COX) DIEFMICR Y RIEAT 4 =—F—DT 0 RAZ T T
VUEBMEOND AT v A RANIRIERFT O 5 W sPLA2 TTA - fll i B cPLA2 D382 Jifil L T
TIX% RUBOEMEIIET S, £/, PLA2MHEEA Y RV F U OEAZNT HA D=L
b, TITXRVBNO TR TV 2 285KT 5V 7 aAdX 7 —8IZid, EFEIICs
B35 COX-1 &=y R ¥ o0, IL-1IC X0 BER, M PNE, ARHEEEMIL S Iz 8N 2 5585 o
COX2D2ODT A VWA LNHD, AT 1A FANIX COX-2 25 < Jifil LT, RIEFALOT 1AL
TV UEATIMZ D,

@ i A& PN R A3 T 0D 4255 TRl 0D 38 B
FHMERIZNFEIZ I8 BL L 7223550 7 ICAM-1 & L CNRZICHEE L, RIEFMIICIRIET 5, A7 A
R#NE ICAM-1 OFBL A2 I35, MEFEBRIEICEREE L, A7 v A FEIZLEICERD &, RO
BLRERTNHNC £ 0 MU 2 L & U, A6 RER, R S S b e A4 I U265 L TEM
MEFBEEZIHT D Z SE3E L nbmbh T, £72, A7 A FEIIZT 7 V%= Bl Z&EK
FELAZWA L, 7 v b E EEME T 5,

(2) EEZESITDHERAE
a) MBHERS 9
YUADT T IVX= AL D REREEIC L, T A XY 015, 0.5, 1.5mg/kg 2 IR OFE
PHIERNC HBEEMEAR S, ZOIHEERIL 3 %GO 7 7 V% = 528V TR RBIED
R,
Fo, Ty bhovAga )= Az XA L, TR A X015, 0.5, 1.5mg/kg & 3 K
FIRTIZ R TR 2 L2 X0 . AEEAIC IS HOMEIER 23380 5T,
b) IMAF/ER D
YU ADRY BE=— L AR VI L DRI L, AH 035mgkg/H ., 12~14 B M RNERIC
Ev. a7=rroark, ERD 50~70%M S iz,
c) FARZTS U UERINGHER (75 F FUBERBEEER) » 2
Y XEEL VGO FFERE T X A XY 1uM TULEE L 7= & & fMet-Leu-Phe DHIIFKIZ L 5
T 7% NUBOWEREE 32%MEI L, TX AL UK DBEARY =T A OIEVERLE I VRIE X
Niz, F72. ~ 7 AOMMEEMIOMTE 2 N2 72 EBICBW T, TF YA XY 2 5x10°M TRLEL L
7o & &, PGE; DEZ T1%. PGFo % 68% Ml L7z, 7 7% RN H 2 b aid
TRAZ T TV EHOEEILZA BTV,
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1. MAPREDHT
(1) AREFEVGMAPRE

YERR L
(2) ERREABRTHR SN -IFPRE

TR A B A 10 412, THFIALZS LY VBT AT T MU TLA (FFHAXY L LT 20mg)

Z FRIRPNTEST U 72 i IR EE AR TR DIE Y Th 5.

RIA {%

FRNTES 579 C 58.126.2ug/dL & B —27 ZoR L, 24 BR3P K v ik L7z 10,

1/ dL FHAF R 5 b L C20mgEE L 7o b i

60 | (n=10)
50
40 H
30
20

10

A — SNV % S-S

0;1.({5 3b . i é 3 4‘1 ; é 1.2 24
e BT R 47400 hr
-2 1 55
(&5 1T —2)
ISR 7 BICH LT, T35 A 470 U VBT AT L% BHIRPIER U - i g o0 i
DTHDH M,
HPLC ik
FHRA A KXY L LT 028~0.40mgkg (] 0.369mg/kg)

Cmax : 250.5+70.Tng/mL
T% :9.262-3.34hr.

250 -
200

150
125 A
100 1

75

50 4

Concentration (ng/ml.)

012 6 12 24
Time ¢h)
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(BE 2 W T — %)

BLE 6 L OEERNCT I ey 8mg (FX A%V L LT 6.6mg) ZiFIRNES L7,
BE MP.OMPEEME (FXYAZ 7 ) —EE) ZRIRT 12,

eyl (V4 8) . 189.66 4y HPLC i

AR (Vd) @ 52.62L

§00 ¢

plasma concentraticn (ng~-mlL)

10 s 3 1 1 ! 1 L L ']

120 240 360 480

Time ( min )
(3) HhEE
EUERR L
(4) BE - fftRARDEE
BM R L

2. BYRERAIND A —45
(1) fBiAE
Y ER R L
(2) IRULEEEH
Y ER R L
(3) HKERETEH
(% T — %)
12 ND/NR (4 IA~16 5% & 2 NOREEAGE 14 NS LT, F® A2y L LT 01 X
0.3mg/kg Z FRIRNTES L7z, £ OBROTEIEE EH Ko 13 0.18hr! TH 72 19,
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4) 29V732A
(BE 1 W T — %)
BIRAREAEN 7 6Ict LT, TP AZ Y U Ul 25 L 25 RS CF 0.369mg/kg) L
7eWE, 7 U7 T A1 0.14LKkgh TH-o72 1D,
(BE2: W T — %)
TREEERR N 12 4127 0 A % V' 6.Tmg ZElIRINEES- L7256, 7V 7 Z 2 A13022£0.01L/kgh TH-
7= 9,

(5) nmBE
(BE 1 W T — %)
12 N/ (4 T A~16 5%) & 2 NOREEEAGE 14 NIZx LT, TF A XY & LT 01 £/
0.3mg/kg ZFARNTESR L=, Z OO S0A AT 0.48—8.99 Likg, VX AiZsfEi% 2.07 Lkg TH-
=13,
(BE2: W T — %)
EFEREA 12 4127 F 4 A & Y 2 6.7mg ZERIRNEL G LTc 86, o313 0.7620.07L/kg Tdh - 7=

14)

o

6) Tt
LR L

3. B%E (KEalL—>3>) @
(1) HBHT A
G L
(2) 185 A — S EHER
G L

4. TR
EHEBAL L D I S D,

5 o
(1) Ik — PSR
M ER R L
(2) Mmik—FREREMEEM
(& W T — %)
FRY ALY 8mg R AHE L 8~11 B #% (2 EUIBE L 7= R 1S 38\ C L R RS # IR if.
i ER AR, PEBINR 0% VKT, RIERZR T 4 XA 2 Y VRERG LTS ),
REARREFIRIL 2.2 0 g/dL FFRARIL 2.9 1 g/dL
FEEIRIML 2.6 1 g/dL
¥ Kk 25pgdL
TXRIRAZY vaRAfkE Lzl &, R RRMRERIZ L 1 TH D 1917,
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(3) FA~DBITH
MERR L
(4) BER~DIBITHE
(2% W T —%)
TXYRAZ EO NV aaLT aq K imgkg &t MIFFIRNE S L7z BRIZW T, BERER O i
TR VA R P ) 12 LUF O, BRBRBH G 8 el f4 . MEHEIR & M o 7 v a a v F a A REEX
PR A2 0 | 24 REER ISR & e o7 19,
(5) ZDDMEHE~DFITHE
MERR L
(6) MIBERFEEE
(2% W T — %)
VHGENTE (THFH ALY V) 751£3.6%"

6. 1t
(1) FBEM R USRS

TR, NIRRT b S, THRIPAZ YL LTRBEN D,
(2) R#ICEAET HER (CYPH) OHFE, F5FE

CYP3A4 20
(3) WEEBANRDEERUVZTDEE
A EE R L
(4) REVDOEEOBERVEMSLE., FELE
A EE R L
7. it
F 1B ik

RN T 10 B2, THYIRAZ Y VBT AT NS R UL (FFHAZY L LT 20mg) %

FRNTESS . FPIRN RS2 24 BE & CIORFPICHEN S 727 U — DT X 2 & ' %, 5.98+0.93% T
HoT- 10,

8. FSVRKR—A—IZEET HIEHR
MR L

9. BRFICKDBRER
(Z% . WHNT—H)
TV R =Y ARG EIEEIT ISR E SRV, ATF AT L R=Y m AIRENTIZ &0k
s, HEZHETILERD L LS TND 2D 2,
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= IS

RAAEEZDER
2. 22 (ROBHIZIZE\EE LGN &)
2.1 BAIO RT3 LIBBUE DBEER O & 5 BE

2.2 FRYED & L BAFIEN ., IHIRSEN, BESIP ST e dmdilEmIC &0 . BRYGWESEET 5%
NdH 5, ]

2.3 ENEBAEI O BIEIEN [ BAGHAE IR A3 1
2.4 WOFEK =G HOBHE
FAET L UERE KR (BHEICRIT DR R
(KE£H5B5DESE)
BT EACNEBE, T AT LEL

(RE2EBRE5OEE (EZLEREBSDIGEEZRL))
UNLERY UHERRE. VLER Y UHERE - 7 R ENN T 72 IRTAMBE - 2 ANY v
2. AT T7Zent NI on - Yree ) i

[10.1 ZHR]

BIokzhdd s, ]

(2 X D FHEIR)

C EEXREHRICEET HFE EZTDER
WE SN THRWN

RZERVRAEICEET 5 L TDEH
(V.4 MEACHERICEET 2ER) 220352 &,

EEREXRKITIE L ZDEH
8. EELGEAKIE

(BheRe &)
8.1 AFNOBFGITL D | FHIEYLIE, LIRS SERRER 2, WEMERS . BERA, RSSO ER
REWERDNH HOND ZERH DD T, KROEGIZHT->TiE, ROEEBPLETHD

8. 1.1 HHICERL TIFRFICHEIS, ERZ B E L. fOIGHRIEIC L > THIC
X, KA LD &, £

IR TE 2 5B
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8.1.2 BEHIIRIEH OB L, WITHo bl L BlE421T, £, BEZA MLV ANLEET S X
2L, T, FINEOLAICIIHET 2R EHEURAEZITO 2 &,

L3 EM%, BEERICHIET S & & EITHE, BE, BACRIR. B, MR, BIEDE. va vy
7 HEDHEIER NS DO DZ NS HDT, FHEEZFILT HGAICIE, RAICHET 57 CEEIC]T
9L, BEBUERN D SN -HGAIiE, EBICHERS IMET DL Z L,

8. 1.4 BRIAICAHWAEAIZIIFEAIE LT 2 B Lo R GITRET 52 &,

8.2 KAIOEMB 25 WX KRERGFHOBE, TG HIEE 6 » ALUNOEE TIX, mEEENMIT LT
WABZERDHY, EUIZTFUOERICLY, VI T UBEROBEEEEIIRRIEI2B8ENRHHD
T, INHOERFIIIAEV 7 F o L2 &, [11.1.2 2]

8.3 HRIZ., AFEEHIKEUIRB IR T 5 &, Bz 7822 Rb 5D T, IROFEEMN
WETH 5, [11.1.2 ZH]

8. 3.1 ARAB G-I AIE XUTRIZ OB ERC TR O AR5 2 &,

8.3.2 KNG XITMIZ DEEED 2 WEBRE TR W T, AKE U ~DEY 2 )85 < L 5 #Ic -+ 7Bl
CHIEEITO L, BENBRDNDGASBY LIZGAIIE, BEDICZ2T 5081, WYl
BT HI &,

8.3.3 AJE XITFRIZ OB T A2 Z T2 RN LBETH > Th., AFIFEEGE L, A XTFHE
ERIETHAEEMERS DO THETDHZ L,

8.4 HAIC XV RIETLHE, FENRE, REANELZ KT ZENHLHOT, EHNICREZT L2 ZENEEL
v, [9.1.1, 11.1.7 ]

8.5 WBOHINEED AU 2585 L T o TmIRRETT 4 2 7 v VAl (R OAIR OVERAD 2H&5 L7
BB EMaE s )V —B 2RI L7t OWMERD D, RFEGHRICERRME EH BEE, BiEERR
D oNTEHGEIT, BaMiaEs )V —EORBAALBE L2 L CHEURAEEZITO Z &, [9.1.12 2]
(BHRMUEBREICKT 2thOMELESE & DOFREE)

8.6 U U RRIEGEAZAT HEFIEE LGS ICEERBEEGERENH OO ENHHDT, MiEHE
RS R OV REM A 21T 9 72 &, A DIREELZ T B8l82 45 2 &, [11.1.10 3]

8.7 AWEIL, POFIRA T —T VERE L TITHOVENRD D, AEIEEIT I BRI, BYYEOAIHIE

oo

BT5Z L,
8.8 ABIEEITO ZRMBFHIEDEEZE DY B, ElE . FFICEFIRIEREH CIHEYYEDAPHIEET D
NP

(BRIRIE)

8.9 MMEUERHF BT DMPUER 7 ) —BORRERIT, BIBFKEFRLVE CFRGEE TEHOLOREND
Do AHNGBBUERFE TR EG T 55613, MEMOBEEEZHEICE=4—L, BEETZ V —EDOHK
ERIERDOHBUTIEE T2 2 &, 72, BREDPROONILEICIT@E R AEZ1TH 2 &,

(fifast)

8.5 7 X A&V (HHAD 2E0RIEREAT oA RiZBW TBaMialEs U —+t & OR %
DR TETEIRUVER 2 NERINIZZ L2 bIBR LTz,

8.6 T XY A&V (A 2ELRIBREAT B A ROEN « MM 2 IEE A EEERE ORI
TERREICIB W T, TEEREEGRE & ORRBRNGE CERVEFINEBIN TWZZ L2 b
Bit L7,

8. 9 MPUERE BT DIMBIER 7 UV — B ORIRIL, BB LERLVE CFOREGBE TEVEDOH
ENDDZ EEREE L, THhHE - 2058 1 TBEUE] 2 AT 2L E2x5 L Lic s 7 ASGETHRARIC
L0 THEEZREANER) OHEITEBRL L,

(B RHPERZIEZIRATA R T4 > (FRk 22 4 10 A %817))
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6. FENDEREZAT HBEICHI IR
(1) GHHE - BEEFOHLEE

9. HENEREHIT HEABAICHTHEE
9.1 BHHE - MEEFDOHLESE
9. 1.1 UTOREIZZHR ERLCEZ/RN LB SN e ERERE LRV &,

(1) BHEREROFEELLGVEEE, 2E0ERENES
GIEMHEERIC LD | BYYENET 282 H 5, [11.1.2 B3]
(2) HLHESZEDEE
FEEPREOIR T L0 | RGN HEET 2820 H 5, [11.1.4 ZH]
(3) FHROEE
HARSHIR RIS L, R ET 2820 b 5, [11.1.5 B3]
4) M EREDESE
GIEMHERIC LD | FIERENHET 282N 5, [11.1.2 3]
(6) BiiEATHARKOEE
SEMHIERIC XY, HAMRZHEARE N EET 2B 2nn b 5, [11.1.2 ]
(6) #EANEDEHE
KRR IS L, BEANEIMEET 2B TR’ ® 5, (84, 11.1.7 B ]
() EHNEDEE
IRED EA- L, SNBEREET2BE00H 5, [84, 11.1.7 B3]
8) BLEENDEE
TRV UL KEFREEHEICL Y, SIUEEREET 2820015 5,
9) ERBEREOHDLEE
FTHRU DL KEFRIERIC LY, BERERESEEST2BZNAN D D,
(10) M#EFEDEE
MEEEFERES TTHE L, MARES BT 282 b D, [11.1.8 BH]
(1) JET>-NEBOFHBIOH S EE
BISIRE 2 BIE T 2B 20 H 5,
(12) BMOHEEZECL-ESE
IMERZEZ Lo OWMERH B,
(13) A FA—LFROFERFEDEE
PERTAIREER (MBS E5) Sk 0, FERBAET 2 BZNNH 5,
9.1.2 DA IAEHEIR - ARKE. BRMEREE, EEMEBRRERUVAMCREREEDESE
1B LR 2GR0 E I S 056 2R E | IRFIAR G0 2 2 &, EmBlERIc LY. Zh
O OFERP S 2B EN0H 5,
9.1.3 BEEDEE (BEVWLRBFOFELLVWRLE, £2HOERENEEZR)
S IHERIC L0 | EEYENET S B ENA D D, [11.1.2 ]
9.1.4 BRAERDEE
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FERTAEMEEIER (IWBEE LA FiC kv, BERAESEET 28200155, [11.1.3 ZH#]
9.1.5 BHREDEE
BRRMEIER ROy AR OBELZE -T2 LX), BFRRESHET 28T b 5,
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9.1.9 EEFRBENEDEE
S, —RHEIR ST 5 2 8 D,
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PSR 2 38 0E LIIEBIS HE ShTnd, [11.1.2 ]
9.1.11 E¥. BY. ANYFCEBLWEEE
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2
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ftfifaE s )V —EnHbobhd 2 Db b, (8.5 ]

(

(2)

i)

9.1.10 454, AT vA FOBREGIZHD BRIFRY AL AF X U TRETOD A LA L HAT%R
DFEBURBLUZ DN T BIRIZRB VTR R SRR AR Gie AT 1A R TOEEMIE )
VLTS AL, THEERSEARNER] KO TERAREVER] OHEICERLTL2Z L L,
BHEEERE

9.2 BHmEREERE
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IERPEES 28200 H 5
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