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1. ERREORE

AFNL. ARBIBRERLVECHIOEARALE LTHEHAESN TWAERZAZ ) &) VR AT
JE L CKREBEMEE LT ERAITH 5, GREIBRERVE CHIORAORGAERO RS K5 %
HEgE LTS, 1964 4F 9 AICRLE AR Sz W2l

B NREALE R AREIEREFRLVECRIOERE LTERHESNL TS L K=y
DOPRIEMERAR R AZ AL LT, 7L F=Yard CINIZ T vFEx, C-16 (il B-AFLIk%E
AN 72 9 a -fluoro-16 § -methyl-prednisolone T, 7 X% A X D C-16 it A F/LEED Ft
hcd 2 1,

1971 4 12 A2 DATBHREIC X 2 Fal AN M S 4, 1984 4 6 A O FaFlifs Rz L v
ARERFRD D206 - 2R HiE - HEICEHE I,

1988 FEFEICIEAE T iéﬁ%%&ﬁﬂﬁﬁﬁﬁéﬂ,1%0&12H’@%-%%%%Fﬂ%
] AHIBRTAUE, FEHFIER 14 15F 2 HA S ORBIESFEDR) OVTFAICHEE Ly
& O RM RS R A 1572,

1990 4F 12 A T FAFAM#E 503 @ S 4, @E(%A)%%$@®e%%ﬁﬁﬁmﬁ%$%%
14 456 2 A5 OKGBIES FH) OWTIUT HEEY L & O FFEMi#E 5 CRAF A 0930002 5)
G, ZnEZITT [6E i%%J@*%WE%$ L. 1991 4 2 AIZR@BE Tz,

My orFmo ) id, EREE I RO—RE LT, [V 7 r it 2mg (0.4%)] .
Yo7 a3 amg (0.4%)) . TV 7 a i 7E 20mg (0.4%) ) ~HIRGES 28 B O 7= DA HHLIK
HFEZATVY, 2005 4F 3 HITHKGR STz,

20094 11 A, V7 iE 2mg (0.4%) KOV 7 1 iE 4mg (0.4%) 1IZBWT THREN
TFHSNDHAICB T D, RHER 5T X 2R iR E A U 7= 397 A2 U Rk 85 30 SE (G 0D R ST
Hil) oo [EhRe - 2hE) RO THE - AR NBIAGE Sz,

2019 7 4 A, BB RBEEASHN O VA4 ) ¥ 7 7 — v RS A~ LE R T A TR O Gk T
oY AW
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(1) R_REAEZ L OEMREERITIT L R=Y oy, B ReaLF Y Al THN,
( T/RVI-1 RORATvaA ROFKIBIER LR 2 H)

(2) BERZEWER : vav s, T7FH 74 7% —, FRBYYE, BYEOWE, s Phals R Ek
REANA, BEPRIA. VLR, LA ZRFL. HER. RSRhZSER. O OIRRE, &, B HRRE. K
BRAE & O8 EiE S O BRI MEAE . I AT — RENRE, BEANEE, mARAE, EFEIED
BENG Sbd 2 End D, (VL8 (1) HEALEIWER & WIHER ] OESH)
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. IR5t4

(1) #n4
U7 o 2me(0.4%)
U 7 oF4mg(0.4%)
U7 u eE20meg(0.4%)

(2) *4
RINDERON® Injection
(3) BAFDHEX
Nebennierenrinde (EI'EZH) +RON GEEHT)
—mE

(1) & (8n%ik)

REAZY ) 2T vF R v A (JAN) [HAJE]
(2) *& (&%)

Betamethasone Sodium Phosphate (JAN)
(3) RTL

T R=VEOT L K=Y 1 UEFER  -met(h)asone

. BEAXIERER
0

O/ PO3N8.2

. BFRRUSTFE

7713 1 CoaHasFNa2OsP
oy i 1 516.40

. e (ffik) XITEXHE

9-Fluoro-11 3,17,21-trihydroxy-16  -methylpregna-1,4-diene-3,20-dione 21-
(disodium phosphate) (IUPAC)

. BAS. A%, B, BESES
LB L



II. FRASICET HEE

1. \EEFENEE
(1) 58 - HiK

1~ A DO RE B PED B AR SUTIL T, 2B WnEewn Bl

(2) AfEE

FM—1 BEKE 6
(GHIFEREE : 20+5°C)
Ay WHE 1 g 2T ICET DR | BARERGIC X 28D H3E
K 1 mL 2k 10 mL A PR A
AL )= 30 mL 2Lk 100 mL A RRLEEFIT W
x5 /)= (95) 100 mL LA E 1000 mL A Wiz w
YTF )T —7/L (10000 mL LL L RV PR
* 0 B 18 @mHAI30 12k D
Q) WiEtE
Witk T 5 BB,
4) Bim (DR . R, BER
B : %9 213C (5rfiR) 18]
(5) BMBEMRRETEH
ZMER R L
(6) HDERE
BRI L
(1) ZDthDELREE
FEXHE (alp : +99~+105" (BiA##S, 0.1g. /K, 10 mL, 100 mm) [

pH : 7.5~9.0 (0.10 g/’k 20 mL)

2. ARG DEEFHTICETHRER

NEAL ) AR AT T DU T BIKEE P TRORARLETH Y - BUZ L DL,
BROKT LML CGE6, RMdOITHE) 227,

B SRR RS I N S



3. ARG OHERSRE. BEEE
(1) meRdatirik

B [RZ A5 e 2T 0F b U 7o) OfERBRE B
1) AEERBICENT L&, WITBOEZEL, e llBBRICED5,

2) WeHE 7 T A RBEEIC L 0 BT MIEIZ 7 AL EMERGS (2) 2235 (RTH%EAz
2435) .,

3) AMEAEDDIEICE D, MALTHILT B, Wik, WEEMZ, WAL, KT 5,
TR %wtm&%mKT; YRIEW L., Wk, AEHAIE L 5, BRI Y VR
WOBMERIS (2) #8215 GRBUIEIT5) o sEHARIC T v =T 3k 2 iz < ik

ELRIE, MY U AEOEERISIENC Y RO EMEROE (1) KT (3) 227
%5 (WSO I T 5)

4) FRANPIX AT S ETE (R U U KEEAINE)

BIRANRY bV &R =D & 2 AIZ[ARROTRE DWW 2 788 %
(2) ERE

HE [(REAES Y R AT R 7 h ) OFERE B
HPLC : High Performance Liquid Chromatography



V. ®HA|CE8¥ HEE

1. &

(1) FEDOXH
TR

(2) HENDHNE R VIR

FNV—1 HAONBERUHER
AR7E4 Y5702 iE2mg(0.4%) JoTFAaYixing(0.4%) | U oTFAE20me (0. 4%)
gk - 7Y mEOEHOWR THD, (F| BMEEHOWETHD, @ BaBHOKTHDL, GF
g A1) A1) SH51)

3) &@Ala—F
A% L7
4) mH DM

®NV-—2 HAOYiE

[engs

1) o782 iE2mg (0. 4%)

1) o782 iE4mg (0. 4%)

1) >5702iE20mg (0. 4%)

pH

7.0~8.0

7.0~8.0

7.0~8.0

RBEL
(B AR
(X9 % )

1

1

1

(5) Z it
A% L0

2. ZH DR

(1) BHES CEMERS) OEERVGHMHE
RV—-3 HHES (EHERS) OEERVFEMNA

HR7E4

JoFAayiE2mg (0. 4%)

JoFAYiEing (0. 4%)

JoFAYiE20me (0. 4%)

ARGy

1% (0.5mL)
NRE AR ) T R
T b U A 2.65 mg

(REAH LT

2 mg |ZfHY)

1% (I1mL)
NRERARS ) T
TN F MU UL 5.3 mg

(REAH LT

4 mg \ZFEY)

1% (5mL)
RERXE) ) R
TNAF MY UL 26.5 mg

(R AHy LT

20 mg |ZAH)

an

D-VvEe h—/b 15 mg
HEMREREE T N Y T A
0.5 mg
U fKFEST MU T LK
AL7 NI S/ & vl
U o LoKFAY . TESTHIK

D-v/)ve F—/L 30 mg
LR Tk 1 Lo Ml N BLVAVA

1 mg
U UBkFES B Y T AK
o, Vo EETKET B
BRI E S DEIVIN

D-v)ve h—/)L 150 mg
MR AR T N Y O A

5 mg
U KFEST MU D LK
AL7 NI S/ & vl
U o LOKFIY . TESHIK

(2) EMEFDRE
RERAE 2 Amg IZHYTHRF ALY Y U A7)0 N U 7 A 5.3 mg T
Na 0.472 mg (0.02 mEq) Z&H T 5,

Q) BE
L7




. BRABRRROMBRUVRE
Y L2

pakiii]
Y LR

BAT HATHEMED & 5 3 W
YRR L

. HADEBEEFETICETHREE

(1) RIRAFRER
&V —4 RUKRFHER

W54 « e VT u s 7E 2mg(0.4%) ¢ 0.5 mL
R RIS PRIFTEHE PRAFHA jR S
. 5C WOFPLT T AT T ]
ER AR e R 36 A A
BIEHER - MR, pH, &%
HERE : HPLC
(2014 FAERMEE)
(2) I ER
RIV—5 fnEEAER
WG4 - e . VT u s 7E 4mg(0.4%) + 1 mL
AR TRATSR1E (%e31753 TRAEHAR] e
25°C e L .
migese | eourn | NEENIIATITM N 6 B
W ZAH
BIEHER - MR, pH, &%
HERE : HPLC
(2014 FHEIREE)
£RIV—6 INERER
W74 « 58 Voo u s 7F 20mg(0.4%) » 5 mL
Ny PRAFSRA: PRIFTERE FRAFHA R JES
25°C P L L
mistse | eourn | NCEIIIETIT N 6 N
WEEE R, pH, &
HIEE  HPLC
(2014 FHERPEE)



(3) wrisEER

D R - WA D&M
RV—1 FWMETHARORERECHT LIREN
WR7E4 - AR U7 e i 2mg0.4%) ¢ 0.5 mL

FRBR PRAFSAE TRAFH (S

TF LAY A RTRIZLD
55°C 2 K§fH 45 /7 LL B, iz,

k=
L 37°C 4 W 45 4501 FARTH L 155 R
BT EIR T
HIEEE : &4
(1994 FHEIREE)
KNV—-8 RBE - BEICHTILEN
B4 « 58 . Voo u s 3F 2mg(0.4%) + 0.5 mL
Ny PRAFZRA: PRAF AR JES
P o
R B0C, ToURH 6 5 i ki
W
HEEE : R, pH, &
HIEE  HPLC
(1994 FERAFEE)
2) KTkt 5L E M
RIV—9 BHER
il FRATH R
RIS R4 - BE ) ¥
H 1H 7H 14 H
Bl s 5 5 :
Uo7 u s E2mg
(0.4%) + 0.5 mL 105.1 104.9 100.3 97.4
ENN Voo uritdimg | GE*
(500 1) 0.4%) - 1 mL (%) 103.9 104.8 101.6 99.8
V5 m o iE20mg 9
(0.4%) - 5 mL 104.9 104.6 102.1 103.9
Yy ik 2mg 105.1 95.2 59.5 32.0
(0.4%) + 0.5 mL ‘ : : :
At Voo uritdimg | GE*
(5000 1x) (0.4%) - 1 mL %) 103.9 97.6 63.1 34.6
Y w7 n s iE20mg 104.9 101.6 80.8 69.4
(0.4%) + 5 mL : . . :
T n iE2mg 99
(0.4%) - 0.5 mL 105.1 4 0.0 0.0
. VoFasitdmg | HE*L
ks
UVt 0.4%) - 1 mL (%) 103.9 48.0 0.0 0.0
U7 a L E20me
(0.4%) - 5 mL 104.9 57.3 3.4 0.3

¥1: BRERICHTIER (%)
%2 W77 (FL20S - BLB, T E 254 nm) T, & EOME 10 1x

(1992 FFAERHEE)
FEERUVBREROREY
LB L



8. fhFlLDEAEIL (MELFHEIL)

KNV —10 pH ZBHHER

. = P El/\: H N
N —aansy | s | ste | @ 1/10molVLHCL | B pH | e
WR7E44 VRPagey " (B) 1/10 mol/LL NaOH XX o
AL/ A& pH Ik pH (mL) 2k pH = JE
WY RAH
VoFuik | Vs AT | 15~ | oo W10 Sl Bl
2mg(0.4%) |+ FY WA 8.5 : "
2.65 mg/mL (B)10 12.33 3.95
WY RAH
AN St I (A)10 142 | 6.96 .
4mg(0.4%) | FrU T A 8.5 : "
5.3 me/mL (B)10 12.30 3.92
(1991 FAEIREE)
KZNV—-11 hFHLDEEEEL—1
GAIERE : 15~17°C)
B & 2R Uo7 m o Edmg (0.4%) *1
JELA Ak
~ _— e IR SMBZEA
g AR7E4 [ H A
i * S O pH [ 1 hr|2 he |6 hr|24hr
BEL 5% ‘
| REPER 5% 4.65 | A | 6.86 | %2 | *2 | k2 | *2 | *2
X 500 mL
UL [4— 50 mL |5.80 | M | 7.00 | *k2 | %2 | k2| *2 | %2
1.
% V) & -T1 ik 200 mL |4.92 | MAEH | 510 | *2 | %2 | *2 [ %2 | *2
g} VU & -T3 SHik 200 mL | 5.00 | #EAE | 5.18 | *2 | *2 | %2 | *2 | *2
FITvIE 100 mL |6.40 | B | 6.91 | *2 | %2 | *2 | *2 | *2
o)
JNAT RUF Y 9E 1mg ?‘1m/°L 271 | WA | 7.00 | %2 | %2 | k2| %2 | *2
GiH o
| & — Lt 0.2mg*3 0.02% 3.68 | MEMAEIA | 6.81 | %2 | %2 | %2 | %2 | %2
i 1 mL
0,
I A7 4 U i 250mg ?'051/;’114 8.98 | ME(AYEH] | 8.93 | *2 | *2 [ *x2 [ %2 | *2
NI o,
- TISF T - fH1E 30mg 1.5% 3.29 | MEATERA | 7.00 | k2 | *2 | k2| k2 | %2
% 2 mL
i
3 o)
%‘,J 7T 7 F U it 45mg 1.5% 3.80 | AR | 7.11 | %2 | %2 | k2| %2 | *2
3 mL
1k o
| 7 R EIRA) 100mg 0.5% 5.78 | tHEyEH] | 7.04 | k2 [ k2 [ k2 [ *2 | %2
#| 20 mL
e
@ X F 7 EFH 100mg 100 mg |6.11 | MEEAEF | 7.09 | %2 | %2 | %2 | %2 | %2
%1 :pH7.5. BB ; Vo nm ot 4meg(0.4%) + 1 mL EEAEERORERZES L.
%2 Bkl ; BESMEIZ L (B o T2 b7 L) IHRERTEANBIEILD 7272 b D,
(RERRABLLLAMIRRGT LTy, )
*3: 7m& /) —-LiZpH 8 UL ETIIAMBIZELA 2 TH, S LT D REEENRH D,

HHNDOIRFEL 1L 2020 4 2 AR CORAIRMN LEELSE L LT,
R L QISR OB R L EMHRT D Z L,

1 B 2 U RE T s




KNV—-11 f{hFl&DEAEIL—2

GRIEIEE « 15~257)
B & Al PRAT IR
= HEIE
¥ WRFE4 (RS [ERES 1 FRgfi] 2 Ikl 6 IFfH] | 24 IFfH]
K
] VERA VERA EZEALE M
5 S8 T
Bl a0%r=yhon | AT | T | i | s | SR
H {ERHE YD) v o pH 7.38 7.31 7.27 7.22 7.17
% =R
a(f) 100 97.6 96.1 98.2 94.3
- 9 . 4% @;if;;@ BAb7s L | 2B b7 L*2| ZBfk7e L | Z2fk7s L
1g/2m -
T k:
is %ég%fj; A | pH 7.00 — — 6.01 —
= ¥ & FREE K SRt
o (%) 100 100.7 99.6%2 100.2 94.4
(0]
=0 P A 05 mL S8 Bz L | b7 L Bk L*2| Bz L —
NP 5 m }
LERHEL %2 pH 7.22 7.24 7.24%2 7.95 -
N N T X0 e N R
EAHR1 %2 ' pH 7.12 7.14 7.15%2 7.16 -
5? XA 50 mL S8l Bz L | Z{ble L | Efbie L2 | Bk L —
Al EAR1%2 ' pH 6.84 6.86 6.87%2 6.87 -
%) I 5, VR Y] - A2, 7 — —
V“ﬁjgﬁ 10 mL pH 6.31 - 6.32 - -
0.25% L1
%) 100 — 89.0 - -
= I 5, VR Y] - - M | MR
Y oS b 2 H 4.70 — - 472 4m
p : . .
st avne] | 200 sy
E %) 100 - - — -
7l SE | M - — SE TN | M
Y S b2 H 4.70 - - 4m 4.69
P SHE AL L p * . .
S R
%) 100 - - 97.5 96.5
4 FoahA L0 ml. S8 I £ 55 B - PSR - -
% AR % n pH 6.62 - 6.66 - -
+ =N
& 7avmminsmey | 22 ™D ‘ii) 100 - 89.0 — —

1) VrFr v (0.4%)
2 VrFuriE (0.4%)
3) VrFuliE (0.4%)
*1: gIMEICRT 2775 (%) . HIEE ; HPLC
%2 JRE 3 REf%

4 mg/1 mL EEEAEFOREREZRE Lz,
2 mgl0.5 mL &R OB EREIRS
8 mg/2 mL LA IEHMOBEREZIRE LT,

& L7,

H5 B S BRSNS

HHNDOIRFEL 1L 2020 4 2 AR CORAIRMN LEELSE L LT,
FERIZER U B AR T OB TFIR LA WERTH 2 &y



RV-—11 f#HléDESEL—3
(PRAFEGAE - 2~8C, i)

B &5 35 41 PRAF IR
45 B Ty HEEE B B B
i 4 A1) I % 6 IEHIH | 24 Ml
32 =
b= I £ R Bl L i L
E—= XY A -2 B 1100 mL pH 5.10 5-09 5-08
Y
[N
%) 100 100.9 98.9
o1 W AR | k7L L
TNHY v 7 2B 1003 mL pH 5.30 5.29 5.27
i Gt
> %) 100 102.1 99.5
% o s A 21, Ve ] b7z L b7z L
i AT Y v 7 R 500 mL
i n n pH 5.93 5.91 5.88
/Er\ > 3 o 9 L LBk
5 XA T I — ik 00 m = ;5 100 100.6 98.9
% (%)
3 o 118 maEE | el | ZfRL
NABY T E-2 5 700 mL
n n pH 5.08 5.07 5.05
T 2N R 2 L a2
S 00 m E'(i) 100 100.6 100.2
o , S48 I £, VR ] P2/ el L
NABY T R-2 5 700mL
I T pH 451 451 4.49
TR LNV TR 200 mL 2
7 VR R m E(;fo) 100 100.4 99.4

*1: U5 2mg0.4%) « 0.5 mL & EAEFAORERZRES Lz,
%2 FIMEIC T 28R (%) | WERE ; HPLC
XA B w7 REER, A Y > 72 BOWRMSCEICT THAYESRZ OMmOIREREIZFRI & LT
BRELBRNZ &, | ERElSNTND,
(2005 FAFERHEE)

HHBNDOIRFEL 1L 2020 4 2 A CORAIRMN LEELSE L LT,
R L QISR T OB R LR T D Z L,

KNV—12 #uHléDERSERDEL

W4 e RLOTEE
4148 eSO

KA A TETN
pH 6.97
7 K o HE5%PL B R EEH
7= pH 7.44

BlAE : V7 uiiE2meg0.4%) - 0.5 mL
(1983 AR EE)

HHBNDOIRFEL 1L 2020 4F 2 A CORAIRMN LEEZSE L LT,
R L QISR OB R L EMHRT D Z L,



9. B
BASARANA
10. &3 - 2%
(1) FESADLELRZS - X, NENEHRLES - DEICET 518
RN
(2) a%
(Jo7ayiE2mg (0.4%) )
10 % [0.5mLXx10]
(Jo7ayiEdmg (0.4%) )
10 % [1mLXx10]
(Yo7ayiE 20mg (0.4%) )
10 % [AmL X 10]
Q) FlRE=
EARRAA
(4) BIEROME
VIS ey )Y
1. BRRHEINIEME
BRI L
12. ZDith
M ER L



V. ARICEYT SEB

1. ZPREXIEER

KENDFEINTVBEREEFIUTOL S BGEHTOAFERATE S, (ZOEHENGLL B HBHEIE.
OB EERICUYEZSZ L, )

(1) BARPAUEST R U RUERIRPRGEST - OB STRER. RRBRUBHANESFER

(2) FARNES : BOERETEER

FRARMA | = AR AR| S

e B At | POESE | SEeT FDthd Ak
1. W - /NRIES
(1) RDBER
BUHBIBREE#ERE (RHEME. HKHxXME. TERA O
. ERM)
AHEEREHESE EITY ) —1B) O O O
BIEMARERE. BRMRIRIRR. FIRIRESRICH O*
S E AR BRI HfiE
BRIRPEE (FRIR (s 2 )—+F) O O o*
2) VI FEKE
%?U@7%~%¢H@%U®v%(x%wﬁéﬁ S
JoTFE (JOIFHDLRESED) o* o* ©)
) )3 FHLHEGE O
) BR&

TYTI TR (£HHRVEEARK) . 25
MMERX (BRBIRE. HBEMESRBARE. BME
MEREMEX, SROEXERNFRBEZET) . £
REHRX (KEHRX)

o* o* @)

58 I iE o~
4) B&EH

+70—ERUR 7 O—UEERE O* O* O*
(6) MRS

S s MELFRE o* o* o*

©® 7FLLE—_tER
SEXRE (BL. HANIHEORSETER o
BULIBEICRD) ©C ] O | O |®IF1F—
BEMRELR (NPRENRELAEED) OF [#T5 1 ¥=
BEREEERE. 771 5%—Savs o | ©
EHEORDLFMEIE 57 LLF— 08 E | .| on | o
%. DEBEED)

155§ O O Oo*
() EfERRE

EERRE (EPRELHAT D) O O o*
(8) MmEZERE

AmMEED (REEXIREEEFORDOND D
M) . Bifm (RtEamE. BEERtEnREORE
gxib. BHY oA\t ANR) (KEAMKREST) .
PRI AME (REME. SiRtE) . B3R (f/MMRE
DR VIUV/MRIERDE) BEFREE N, BER
FOREEICL S HMIERER

BEE B I 5 HREREA
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E5t
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AN
E5t

Z 0o RiE

(9) HIESRBER
REMEX. EBEXEX

Oi}

Oi}

Oi}

]

(10) EHiEHFEMHES
EEHEMERBEOEEREOHE (EXRH. X7
IL—%E&D)

Oi}

Oi}

Oi}

(1) F&S
BIERF X BRERMICEELALBEINDILDESD)

Oﬁr

fE S SRR R &

Oﬁr

FFEZE (BB, BaMBEKEHESI LD, Bit5-
wEFS310)

Oi}

(12) WikE
UFEAMREMSMME (MfRMEE)
21)

(St o it i 2¢ 2

Oi}

Oi}

RIS A HF—

(13) WRMERE (MERFICHRAT D)
FERX P RBAR &

HHEREA

AR

MEERIEA

(14) &S
iiEREx ik, HEERXZESE) (BL. —RER
ROGEIFEENETEERLA 5N, DNOMHFIT
MRNF+HBESICRIBANSZ L) | EEMH
BAOE. SREELE EREMERESEO)

Oﬁr

HFRERNTEA

KEHER (FTUNL—ERHEEZET)

Oi}

Oi}

Oi}

HIEREA

INERR. BREMAERE. BRNHEERA

Oi}

(15) EBEES
E)UNE () UNREE. BERAERE. ROX
ViR, REMEE. BRERE) RUELWEE G
#BEE)

Oi}

HREREA

HEMRFE

Oﬁr

OB RELYE

Oﬁr

(16) ZnthoRAFIES
BRI i AR E

Oi}

[RETEADFEL

Oi}

2. ShF Rt
BB kR

figds - AEIASAE.

MR, KEE -

BIEREHETEEBEHIIHT S5
BRE (EEQOHRISINEED)

Oﬁr

REERFHKIE

©)

* IS4 F—

NED 3 v I RUNEIIY 3 v 7 HIRE. INiF
fE. @mickSEER. [EXEE (i)

3. ERsEeRE
MEMEHERX (VIOIFEFHER)

MMEMEHERX (VO FEEHER) (SH S LR
K, ERMESE (REERVEoEYRDHOND
156) . SMEREEK. FERRMERMEREE K. BA
PERHER K

FE R T 5

EEEAEX GEREMHEDLDICRD) . BEAREKX
GEREMHEDLDICZRD)

AR ST
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Re- R

FRARMA
E5t

R RRAR
RIES

AN
E5t

Z DD RAE

4. EWRATISHRSE

INEREE (FHEE) [SHY HEBKEE

INEEREA

IEER MR OEEML

Oﬁr

INEREREA

BIBRREHAEEEIC L SHRES

Oﬁr

(7 2 mg (0.4%) M OVE 4 mg (0.4%) )
BEATHINDBEIZEITS. BIAZREIZLS
R RAMA R Z 9 L 1= 51 & 'R PR 0K BS (8 fE IR BE 0D R AE
I

. BRI/

RIARE (MOBENENGIEE) | BEERE

Oi}

6. REFHESE

AHDF TN TULD%EE - DRI L TIE. 4
BHIZAVWTHEHENT+REBEH D LI+
DEMREZHEFELEBLVEHESNZBEIZD
HAANSZ &,

ARS - FIEXE (BAMES. BEAKED. 8
HiEE. EMEERX. EBKES. BRBMEN
BE%., ThE—RBEX. 2 - % - NRES.
EF—ILEE. TOMhOHEREX. BRER
B, ETHIEEZARE. TOMOFIEORE
%, [EEH S WIELIMES. ENRUSNEED
B5 - REX. 2RERVEERIDES - KB
BRHE) (BL. EEHFILNIEALRE LA
WI&) . AESHE MRXFBTILR, EF
PHEE. BEEERSEET) (BL. ZEH
IZPRD, £f-. BIEEMBIEEINEEL
L) . AEEEE (EEFICES) . AEHERA
fE (EEHICRD) . AZHAHAE/MES (B
EBIZBR D) . BREMFEMELE. TRE
(AZRBHMEAN (EEFICRS) | EEH
B . LA/ —fR. ERMEREKEE. TR
A% (EEFICRD) . EEEERERMEIRE
(EEHICRD) . BBEMEMEREE. HER
ARy LL—%

Oﬁr

EWMT (BHFZER) (BEMICRS) . A
ERERUEE (SEMHeE (2EF) . BEE
PEERE, STMEMEATRAE. MRATEE R, BRI
WMEEX. BEREMS. 54 % —EEE) .

IgAMMEX (BEHFICED) . Dxz—/N—01)
AF ¥ Uk, HEREREGE (AOSUSA
MHEE. RF IR -CavyudE, BEO
N, 7v9 RIEREE, X—F v bMF (BBE
KOBTWNEE) . Uy ToayVakiErms

&) . XAER (SENMXARE. ZERXE

f&. Senear-Usher fE{ZE¥. 1EHXAEE) . T
A—YVURBREERXR BXRAEE. ITIRERAE
BEEDV) . AIRE (NTSHeltEs2S
)

oﬁr

Oﬁr
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7 Lk, & 3
ooEE- B T (TR EEY | zotoms

1. REEE

PIER - R4 - R - ARES O A IE MR B O R et
% (7 Eoli. BIEmE. BRnEL B8 |, N
Gk REANAEE. KR RSNERE, i
R A5 R 2
SMRE R UBTIREN O R R B O R Ak C AR e
AFRELRIEF+H2I5E GBEEX. EEx. A | OF o 'I‘;@:I%
Bk, mIEk. MBERER) '
TEr YTy o o[RBT N
IR
8. BREGHES
Ak . BRI % o | o* | or [sEmAEA
BHETEL - BERER or | or | or |PERMEA
ESMEA
AZTIVBRUAZTIVERE. SRS o o o
BB, CESVESEEE R DA
MEES (8% Hh%. 7 LLE—TEX. T FI5 A=
B (R O |ammEa
PPN
ZEEL - BE FT5 4 F—
BFEREA
O laismma
P
EFERENER IS5 P
SEREA
© CO | O |lmgmmza
3 - SEEA
B - BAEE 54—
© O | O ligm. smza
WREAR ') — 7 - #5HEA IS4 F—
O" | O | O lmm-mEaa
REORE (BHERER. LEREAR) R0 | N
BEIE A BETA
ERERHERO T &0 RRE RAB TS
TS P
SEREA
I SEEREA
O 1 © | O |gmpmmst
B3 - SEEA
hEEREA
BEEA
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a0 BE (RET) EARA OF | OF | OF BABRENIA




(g #)
(£ 2 mg (0.4%) KOVE 4 mg (0.4%) )
4. pEE NFHE
k[# National Institutes of Health (NIH) #)5 ClaglEik#A 2 e 372D arsyaxsa
A REEDBEEMOTHRIZEG X 50FEHmET L, HERIONRZ A2 EORGNRED Y A
7 AT HEHRICK Ui &, B R SR E RO FIEMHNZ T E5 T 5 2 & Zak < T
A [4]0
ENTYH, HARERG AR T A R4 ANZREN TR I DTG5 U, HPEERTIZ AN
TP E U AR VIR SR R O R RN NRE S W Z A s h T g Bl
2. BhEERIIZHRICEAET HFE
(£ 2 mg (0.4%) KO 4 mg (0.4%) )
5. %k - DRICEHET HFE

(BAR 5 &k 554 R R 55 HAE % B ) FEAE {4
R EFE R C OB PEME BN FIRE 2 RIIZ B W TR G35 2 &,

3. AiERUVHAE
(1) AERUVHAEDHER
(FRARAESD)
W, BRAICIEARZ A& L LT 1A 2~8 mg % 3~6 R ERIRINTES 35,
(RBERIRPESD
W, RAICIERZ A XYL LT 1A 2~10 mg % 1 A 1~2 [ AHEEAIRNES 9 5,
(RS
(¥ 2 mg (0.4%) K& ONE 4 mg (0.4%) )
WL RATIERY A2V L LT 1[H 2~8 mg & 3~6 RFFEIZ A NER 3 5.
RER$ 50T 1 2 8 AE PP 85 R O FIEMBNC WD I5G . FEN T S 2 4R 34 8
FTOMIIIK L, RXF¥AX VL LT 1A 12 mg % 24 BEEEIZEF 2 B, FHANER T 5,
(7 20 mg (0.4%) ]
WE, RACII_Z A HZ Y L LT 1[E 2~8 mg & 3~6 BRI NTES T 5.
(EASREPESD)
WE L RASIERSZ A Z & LT 1A 1~5 mg Z BIEIENER T 5, JRAIE L5 Mg %
2HEMLLEET D L,
(EAEBMPNEST)
W BRAICIEARE A &Y v L LT 1A 1~5 mg Z#HEARENER T 5, JFHIE L TR 5RE%
QML EETHZ &,
(BRWPEST

W RNITIFEARNZ ALY e LT 1 IE 1~5 mg Z NN 2, RAlE U TR EFRL 2
WELLEE+25Z L,



(CBBRBAEAN)
WH L RACIEARY A2 2 LT 1A 1~5mg Z R ENTEAT S, FAlE LG ME%
QML EETHZ &,
(BREEEAEN)
WE . RAII_RE A L LT 1E 1~5 mg % 1~3 RIFFENEAT S,
(MIREREA)
B RANTIERZ A Z Y L LT 1E 1~6 mg i 1~3 [EaENEAT 5,
(BREREAEN)
WE . RACIEARS A 2L LT 1A 0.4~1 mg ZIVEENTEAT D,
GERD
WE . RATIERZ A L LT 1A 0.4~6 mg ZEFNEAT S,
(RET IS
W, BRAICIEARZ A2 L LT 1A 0.4~2 mg ZH5ME PS5, £ OBROERERIL 0.2~
0.5mL &7 3,
(BRERTST)
WE . RACIEARZ A 2L LT 1 A 0.8~4 mg ZEREBEFT D, ZOBEOKEIT 0.5~
1.0mL &9 3,

§-1::)
BRI A 22 LT 11A10.25~1 mg/mL AR 1~21#H % 1 B 3~8 [HSIRT 2,
(RTS54H%—)

W, EACIER_RZ ALY L LT 1R0.1~2mg % 1 H 1~3R%7F4 F—THET 5,
(REERNZEA)

W, RANCIERZ A XY LT 1R 0.1~2mg & 1 H 1~3 [RIEIENTEANT D,
(BIRBEREAN)

WE L, AR A2 LT 1A 0.1~2mg % 1 H 1~3 [AlFEIRENEAT D,
(REPANES)

WE L, AR 2 2L LT 1A 1~5 mg & BN NERNT 5,
(RERZESD

W, RAICIERZ A& L LT 1A 1~5 mg 2 R EBENERT 5,
(WREE - [EEAN)

W RANTIZARE A Z Y L LT 1E0.1~2mg & 1 B 1~3 [fEEESH 5 WITREEAT D,
(hERENZEA)

WE L, AR A2 LT 1A 0.1~2mg % 1 H 1~3 [ HEENEAT S,
(BEEREA)

WE L, RACIFRZ ALY L LT1E0.1~2mg % 1 H 1~3 BIEFENEAT 5,



(BEZEA)

W RANCERZ ALY L LT 1E 1~2 mg #BEEAT S,
(ERRERNEAN)

W, RANTFARZ A XL LT 1A 0.5~1 mg & MERIRENEAT D,

(7 2 mg (0.4%) K OYE 4 mg (0.4%) )
2B, BRRAETES, BRI X D EEET S, (BHEBEIC X B B TR 85 EE R D 3
JENH] 2R <)

(7% 20 mg (0.4%) )
78, ERCHEIFE. ERIC L SEEEET 5,

(fg )
(£ 2 mg (0.4%) KOYE4 mg (0.4%) )
(5 AL NS
K[E NIH #55 W kERERHE AR 220 7AE ] E72, EN oSS T b RES T
ENDEIRITIE, _XH A XY 12mg 1 [\ % 24 BEEIC 2 I ANTER 35 2 & 23 fEsE
EhTng 17,

(2 ARRUAEORERM - 154
LR L

4, AZERUVHAEICEET HIE
(£ 2 mg (0.4%) KO 4 mg (0.4%) )

1. Ri& - REICEEYT 5FE

(B EI1C & 5 HE R TR EEAE R3O FAE D

1.1 KA G5 HPE £ TORIEHFITHRGERMGHE 24 BiFU LT ARLNTH D, £, £
MLABRIC AR 228 0 3R Ui 5 L TeBR O A RWE & Z BRI STV R WO T, RO
WeBE L TREBHZIRET D Z &,

(& &)

MRS GR) : JAMA (BAGERD . 1995, (10), 99-105

Wapner R. J. : N. Eng. J. Med. 2007 ; 357 : 1190-1198 (PMID : 17881751)
Rotmensch S. : J. Infect. 1999 ; 39 : 49-54 (PMID : 10468129)

CER ¥ fE L)
1.2 ARGy, BELRRWERAZNONAZ 013 H20 T, JFAIE LT, 2AMLLE
DR 5IT0ET 5 2 &

(fiF #1)

4~6 B O SR CIRE LA 2588 5,
(z &)

TEKE—BRIED> - TR, 1978 ; 60 : 475



5. EREKAHE

(1) BERT—2/\vr—2
AR

(2) ERPREEIREHER
MR L

3) AERIGIFERAR
LM ERR L

(4) #EEERIEAER

1) BERIEER
MBI L

2) REMHR
MBI L

(6) BE - REERIHER
LR L

(6) AMBIEMR

1) ERABERE (—REARERE. REERRGERE. EARELERE) . "SRtk
T—ARN—RRE. BERTERERABROAS

RN
2) ARBEEMELTEEFEORBRIERME LI-RE - HBROBE
A L7



(7 Znfth

RIS BT 31T A A R R 22 1% 1432 Bl TH V. AN 80.9% (1159 f5]) Th
ST N RHE IR AN 6 LA oD F 22 BB SER BB R O EIIRV —1 DL B0 TH D 18],

®V—1 HEEAEREKR
(EARPY A P NS (BAERENTES, RT7 74 ¥ —5)

g -tk | pines| TR CTRE S R
EHMT )T~ h—T A | 7 — BV v~ 10/11 90.9
BEiY v~ 20/26 76.9 U S R 37/46 80.4
S 3 R 6/6 — BN B HE 16/18 88.9
BRI E 12/25 48.0 et 2% 9/9 —
SR = v s 31/37 83.8 fege - Reed ok 5/11 45.5
SAEIIT = ZERIRRE | 26/30 86.7 RS 8/8 —
Jid i e 28/30 93.3 7 R oS 14/15 93.3
V=R C '3[ TS 35/35 | 100 I BRI R 8/10 80.0
B 4% 16/16 | 100 _R—F v MF 5/12 41.7
PR 29/29 | 100 SRMTINe YIS 3 S 7/8 —
HLRZHE 9/9 - H A% RIE 2/8 -

T LIL PR 29/34 85.3
PR b e g 28/59 47.5
DS 15/15 | 100
2MEMEER S 8/8 —
T PEMESE S 4/15 26.7
MEBRAR Y — 7 4/10 40.0

s 1 ¢ ATRNEA b O RE IR AT ST A ot S
%2 1 AR DI A A TAT R G (1 X 100

(1963~1974 4F|Z/AFE I 7z 102 STk HAER)
X 01975 4 1 H HIGE, 1984 £ 6 A HRHRS R



VI. EXNREICEET SHE
1. REZMICEESHSHELAMIIELEYH

a)FV . e Raa)lF ., S R=vyar AFAL7Lr =y, NIT7TL>/ al,

TXYAHKY
EE : B#EDOH L EWOREE « WREFIL, BEFOETIRCERRTH L,
2. EH{EH

(1) VEFREBLL - fEFRISR

1) {ERET

AT aA RGMREICFET 28 a v 7 ERE, MHlEAE L EEREBR LA T A
REZRRITFEEBENCBAIT L, AT a4 REOSMEOBR T 2GS, 2 OFKBEEM 238
THEZEZLNTWD, Eiz, MENRMICY v/ SERE OB OB E 2 Il 32 K 5 7280
LEMICEGTHIERR, 74 27 4 U 5—F A EIRZH MY VIEE b A2 b =
YRTIAAZ T T VI Bl ORIEFEYE & FHET 2 BERHREOMELZMZ 21EH D
HHTn5,

RIEFIERET & Lk, HEADOAT oA REZOZEREPESERERKTHZ LT NFcB
R AP-1 LI D YA N A L PEAEOTHECMIEE 73 OFBLE 2 L T SN
BIRT-OMEEZIIHI L., 2 BROZREEBAE LESAE., VARaLVF UV S0FEENTH L5
ZHNTWS B, —J7 EmEsTF I ZE Th b, Vo SRS T U v SRl 2 ]
T2 LT, ZOEEOIEAICR DA v —a A% (IL) -2 OFEAZMHIL, FIZT K b
—VABRMET S Z LI L0 T U U SERE A T SRR 2 EE D, £, 4
HEROWEER L OBEREAEE T L LI, v/ 7y —VORR - FHEEREE, TNF-o | 1L-1
72 EDRIEMES A A BEAIRI RNV SERA~OHURHERAERE I K 0 i & OS5
TS, TIZ, MH B U SEREA IR T S, REIRGERARCIIRE Y a7 ) AR
FIRTESED, ZNHUSMT Y, AFRRERCAFIEER, MRS b Ry 5 (o))

2) FEPRIEH

NEAEY ) R AT VT R YT LI E R E RIS RE R VE T FURIEEML U7 L

F AR, SRR O1Eh, IRFEFHICO 7 2 REHEHN 26T 5,

(2) EHEEFTZHEBRRE

1) HUIEIEH

@ P 2EREDHIE A
- BB 7 v & (WAG R albino, 4 n=19/Ff) ZHWTH 7 7 = REEF KIS K
LI H % e TR G TR Lz, & A2 Y v ofx iffilde Kaavs > oo 35 %
Th ot Ml
cHEPEZ >~ b (Donryu &) ZHWTHETERG LT 7= L0 E U 5AFEENOZH
WEIIAFMBEEZEEL LT, " AZ YUY VERT AT V) N U 7 A0 RZEED
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