20244F 3 HGET (585110

B R R
B 34

FiEEERE - 7LILX —F%
(FUFNYFUoB—T 9L - TUS
-2 25 1 SRS K FYEC &)

SBAAAZ/ =7/ /- #ix 20mL

UE T

BAREEmRNEES

873919, 87449

20mL 5mL
ESRES | 21900AMX00144000 | 21900AMX00145000
BR5ehAtA 19594 2 H 19484E11H

SBAAAS/77-77 /- #ik bl

STRONGER NEO-MINOPHAGEN C Inj.

i) EE-EMSEORTEICLVMHTL L

2. 82 (ROBEICIBELEVNI L)

1 ARH DB R LB EoE O AR O 5 % B

2 7VFATFA VHE, I ANF—, KA T AMAEDR
H KAV Y AME, SIEESZEbs S5 BF2h
5]

2.
2.

3. fERk - MK
3.1 48

IR X | BRI A 3

JTT=T )T

UY—HEHE | vV —HE
20mL 5mL

TVFN)F U E—T V=T A 53mg 13.25mg
S e (ZVFNV)FUEEELT) (40mg) (10mg)
7 as

ﬁﬂgﬁ; HRZY Y 400mg |  100mg

AANE, TEPICKROESZEHT o

HIRL-¥ A7 A4 V3B | 2229mg 558mg
(L-¥ AT 4 V3 L LC) (20mg) (5mg)
H RSB RG5> A 16mg 4mg
W Al HIRE AL MY A 100mg 25mg
HB7 ¥ E=7K BLh T

3.2 WA OHERK

WA X T 7 =5 Y ¥ —#E20mL,
BNAE I 77— Y —HHESmL

s | MY 2K EESH (7Y TVA) Thsb
pH 6.0~7.0
% 3E JE b | 15~17 (CEBARHICN T 5 k)

W 5 %

4. RhEE IR R
ONMRZABMAOTIVZR, B - RER. BRE. BB T D EE.
AR%. 7V 07>, S - hES
ORMTRBICH T 2 TREREOHE

6. AERUVHAE
CMNRZMOTZIVZR, B5 - KER. BFRS. BEZ D FEE.
ORK. 7UI 5>, B - hESDEE)

AEEL BRAICIE T H 1 E 5 ~20mL% EIRNICTES T 50 %
B, A, SERICE D TR T 5,

(BMFRBICE T 2FHEREOXNE)
PRI LTI 1 B 1 1040~60mL % iR I 14T £
7 RIHEHE T %o

dERE, ERIC X VT 2. k. WMET LA
H100mLZBRIEE 5,

8. EELEKRNEE
8.1 Y av /%R lETYT 5720, Tz rtir) 2 &,
8.2 va v BRI HARED LN #EfE L TBL I L,
8.3 5%, BEZEHLRREBIRE., T 5BlgE%1TS
Zk,
8.4 HHEZEHT 2 HALOIHIZ. ARCEETNE Y F
WYFVBHPEHEL. BTV FATOVERS LD

_1_

A EBDOTEETHIE, [11.1.3 1]

LIHENERZEI2RBEICEHAYT IR
9.5 1143
T AR L CW A ITREE O B 5 ZMEICiE. HE Lo
D ERMEE B EHW SN ELEICORRES$T5 2
Lo ZUVFV)FUBE—T v EZ Y 2B RERG L X
OHWMER (v 1) TBWTEARSEsHD LTS,

9.6 2B
ERLOFRER OCRIAREOHREEZE L. HAOHK
BXIIPILERET AL, ZUFNVYFUBR—T VB
T AEREGLLEOBWER (5 ) IKBWTAHTE
IAFRD 5N T VB,

9.8 EipE
BHROREBLBR L 2RO HEEIIHRSTAI L, BRTO
fEFRERICB VT, KD Y 2 A UES ORI O S BLE)S
FEWE 2D SN TV 5,

10. HHE(EA
10.2 GiRERE (BRICEETSH L)

VA= % BB NVE

WH 55 FRARAEAR - $51E 5 B - fabRE T
v— T FIRH Br v aiiE (B | 2o OFRIEM A
5 7) U & KT 23 | AACE TR ) F
Juat 3 N SbNBEBENNHDL | VI FUEEOH Y 7 L
FTYRRREY DT, Bt (EH ) | PElEE 2 8m L, i
ZORWEIERRA | 7 MMEOWES) AT | H5H ) ¥ MEOK T A
M) ZOVAFT | I ETHICEETL | HOLNRT kb,
DN k.

TFvIUFHY Y
R

LE MM (Torsade
de pointes% &ts). QT
EEREITBEAN
H%5o

RADHTHH) 7 4
PRI X 0 i)
7 AREAMR T35 &
EF T 7OFH T UM
FEILC X B s PRI
(Torsade de pointes%
Zte). QTHRDJEHL
THEBENDED 5,

1. BIEA

ROBWEH D H 5N D T EHH DD T, B2 T3V,
B AR DN 3G 2 Pk 5 % L) ALE %

42 -

192 &,

1.1 EXLEIER

NAA 2avy, PF747%>—2avy EERY)
MR T, RERNJe, IPWLR e, GOk Wik, BRI
TSNS 5 bNDE DD b

M1.2 PF7145%— HEARY)
WEUR PR B, AL, BHITERESE DS S b b 2 LD D,
1M1.1.3 A7V RFOLE GHERT)
W OERMEAIC X ) SRS ) Y AdE, KA Y
Y AMGEDFBUMED LA, E LA, FhU oA - fk



WO, I, REHNELD 5L BENLED S,

F7o0 A ) T AMAEOK R E LT BIIE fHIKT
REVBHOLDONLBENDSDH S, [8.4 B
11.2 ZOOREIER
0.1~ 5 %A 0.1% i BHEEA Y]
S BUIE S5 HINE. £
i3
PRI - MR | s ) L teai
ﬁﬁ@ﬁT““
B HLFE b5
Hib# FIEER A R AR
WP Bk
it — BB
S (How
TH, HOF
B F 71 5)
Eith %%%E@\%W%\ RN N 9N
BEEE (LONRE |59 FRR
tUtUm$)’%&
IR O O U
PR I e 198,
B IRAER I

i) BGEORIN XY EHBEO LAGIDTRD 5D,
B A & G

14 @R ELDEE
14.1 FHIRSBHOEE
HIRPIBE -1, B ORIER B L 5275 T B RTHY
B RRICT 22 L,

15. ZOMDEE
15.1 ERPRER ICE D 155k
TUFN)F YBIIHE R G4 5 R A O HRE2 &
0. HARGREED D b DNz & OWED D b

16. E4EhHEE
16.1 IMAEE
BERE R NACARFIA0mL (7 ) F V) F » B8 0me & f) % i
ELZSA, bz ) F)L ) F VRIS 100 8% 3 Tk
MR L. DBELAICHA Lz, £20 Z7UF VY
F U BONMKSIRY 7Y F VL F VBRI 6 BRI X
HObLN2UMRMBY — 27 1E L, 4BMHBIIZITE ALY
gL 72,

16.3 9%
<Y AH-Z ) FOVY) F VR R LA 005
IR L 7283 3 XTI A DSl iz e d 5 Ai D

ZWREE I T, &5 H-7) F V) F U BO62%% R L.

IS N =N N HIEDNETH - 72",

16.5 Bt

16.5. 1 FRepHE
fERE R NCARH 2 EE L7226, R 7 ) F V) F Yk
R ORE & & HITHA L. 2772 £ CoOPRRE I
HHREDI2%TH o720 7V F VL F UIE 6 HEHE X
DH b, 22~2THMEHEE— 712177,

17. BRERFHR

17.1 AsERUREEICET 555

(BMTRBICH T 2TRERBOUE)
17.1.1 BRSOV TOETHRIEEHER
FEIN36HtERE 2B
HH 1A HBEERS & AT o 72 5 HRIILEGER O B
& ROEBY Thbo FABGEIET 7 B RFRICILL
ARTH D Z LD BN, IFHRE

SO

L EPEIFA13361 20 L TAH 1 H40mL,

KeAT I H JITIZAST.
ALT R U)-GTPIE OB ENH HED# % b o THD SNV,

- AR OO g AL
A5 254% (17/67) | 687% (46/67)
7 KB 9.1% ( 6/66) 27.3% (18/66)

17.1.2 8RR, FREZEICXHY 2 AERILEREHER
FEIN1HER I B0 M 2¢, RS 1 780E B 2 5 12
AHI40mL/ H 3 MM 0 #5217, 28 HOALT
EASIE S _EBRAE D LR LU TS S0 L 2 %2 o 72 e BI9361 &
LA, 40mL/ Hkbehe 5-4F & 100mL/ H ¥ 3 58 & o
MR LB Z 17 5 720 T ORR AH100mL/ H ¥
PG HEAM0mL/ H S SRS L. ARICALTEZ L

BTLHILEDPROLN ZHOZE LD, 40mL/HT
ALTHCEA 45 2 JE B2 100mL/ H 3 &% 513 4 H ¢
HbHIEBBDOLNY,
- AR (%) HABLE

40mL% 5B 255% (12/47)

100mL#% 5-#F 50.0% (23/46)

(BMFRBICH T ZFHEREOXRE). (MEXFOTIL
2, B5 - BEBX. BERS. BETOEE. ORK. 7V
VT, BS - hESDER)

17.1.3 —fRERERHBR
PPN 4659611 ARI60mL % 4 FBPES L 70k KU %
FE7 LoV — P - SEMER B3 2 RO A
RHEIIRDOEBY) TH D, F720 BEIFZICH L, KH
100mL % 8 %5 L 72ikBRic BT, IRkt &
ALk DT AR 2538 S 72y,

o A (%) S—

TEPE 4% 814% ( 48/59 )
HKZ 61.4% ( 264/430 )
ez 4 62.6% (1,512/2417)
B2 9% 67.6% ( 635/940 )
395 - s 87.3% ( 48/55 )
A b T7IVA 764% ( 136/178 )
% 56.8% ( 83/146 )

18. EERhEIE
18. 1 1EARF

18. 1.1 RIGEIER
(1) |PLILX—1ER
T RIIBT BT VY ARSI ROy 2 vy
< VIR SR TV LVE—EHEET 5. 7.
AENT I VFV ORI L. A N LR RO EIHIE
JH & Bg0a. DU VR K OV 2540V RS Pumy i
FL. BURIERICH LCTIZBEE RIZE o2,
(2) 77% FCBABREROBEEEA
FYFNVYF UG T T F NV BRAHR O R E
THHEAFYNS—LAY W L7 5% FUih S RE
MWrIANAT4 = —2ETH)RF - —
£ ICHEERET D, ZVF V) F UiEIX. b0
D) Y BALZE A AL R RIS E S 21,
18. 1.2 SeiEAEIER
ZUF VY F UERIE. invitroDFEERRIZBWT, (1) THH
HdE AL EE ., (2) 4 v % —7 = a v yFHREHT,
(3) NKMUBiSHEALE'™ . (4) BBRAVT Y > 8BRS LY
MAEMY SO R EN TV S,
18. 1. 3 EERRMVFTAREZIFI{ER
FVFN)F VERIZT v b oPMRE IR vz
in vitro®D FEBFSR T, WAL FE 1 & 2 IR B % $il
FTHIEIRENTVBEY,
18.1. 4 FFimMRETE(EEIER

TYVFN)F VR, BRI FVLF CERIE. Ty b



DRREE AN % B\ 7zin viroD FEERIZBWT, bzEEx

BB OWFEALENEI &2 A § 5 2 EAVR SR Tw ™, CO,H
18.1.5 ™ 4 Jb X RIFEH] - TEL A HS/\I( Cl. H,0
< S ATOMHY (=% ALY 4 L R) ORYEERT, o NH, «HCI . Hy

AFFEGICE D A HBOERN RO LN, Tz, 74
WBIFAET =T 74 VARG OMIEEB TG %

MF L7222 E 720 invitroDFEIRRTAVNRA T 4 )L X 22. A%
SEORAIIH - RIHLMEIITR ST 292, GEHFAS /T 7 =5 —#iE20mL)
18.1.6 TUS . Y RF A L EBEDMER 20mL < 108, 20mLx30% (7727 ¥ 7N)
)Yy ROLY AT A YEBE, 2 F V)TV BO CENFAI/ T 7=y —REESmL)
KA R & 2 ERERB IR IS BTV R AT SmLx 5%, SmLx508 (#7727 ¥7 L)
S o 2% N r & A 25)
OV HEDFEE & Wil 22 v LB T 2 F0EH 263 5%, 03 B
19. IR ICEE T A IEB{LZHRERE 1)Mantovani, A, et al. : Food Chem. Toxicol,, 1988; 26: 435-440.
19.1 JUFLUF BT EZI L SMC-0028
—RERE: S FVYF BT Y E=Y A (JAN) 2)Yoshida, T, et al. © £ & iHHE, 2011; 39: 309-327. SMC-0069
(Monoammonium glycyrrhizinate) 3) EPIET- (3 - SEHE &R, 1980; 8: 4171-4174.  SMC-0001
{t % % : Monoammonium of 205-carboxy-11-0x0-30- 4) ZHEBH 132> © Minophagen Med. Rev., 1979; 24: 263-272.
norolean-12-en-34-yl-2-O-f-p-glucopyranuronosyl- SMC-0002
B-p-glucopyranosiduronic acid SR AIH  EFEO DDA, 1977; 102: 562-578. SMC-0003
4 F #K: CullNOy, 6)Iino, S, et al. : Hepatol. Res., 2001; 19: 31-40. SMC-0004
S F B 8399 TYVHER B 122« Elk & BF%E, 1993; 70: 1615-1631. SMC-0005
4 TR L L T s S e S 8) HIFFZ 134 : IFIHIE, 1986; 13: 797-807. SMC-0006
Th, 7Y ESTRMCEIRT L, AT 9)FUITH. (34> ¢ JFAHEE, 1987; 15: 201-298. SMC-0007
J M ReRmIc < <L ke BERE (100) 12 1000 W32 3 7 7 7 =4 VeSS, 1950; 16075 1-36.
FEFIZC L, 28 7 = (995) 1D SMC-0008
CHTIE ¢ v BT D VDB ] 127 1 BB, 1954; 9: 1260-1267.  SMC-0009
(bigast 12) g4y B« ARE, 1973; 10 (BRFEEFI5): 632-645. SMC-0010
— ) 1 13) M TEIE 13 RO H WD A&, 1982; 122: 174-177.
g SMC-0011
14) Ohtsuki, K., et al. : Biol. Pharm. Bull,, 1998; 21: 574-578.
SMC-0012
009 - NHE, HY 15)Shimoyama, Y., et al. : FEBS Lett.,, 1996; 391: 238-242.
) il SMC-0013
oog | 16) Zhang, Y., et al. : Immunol. Lett., 1992; 32: 147-152.
G SMC-0014
_Ho o ] 17) Abe, N, et al. : Microbiol. Immunol,, 1982; 26: 535-539.
B A 208~214C () SMC-0015
18) REAMI# P - Minophagen Med. Rev., 1987; Suppl. 17: 21-25.
19.2 JU > SMC-0016
—#9RTE: 7V vy JAN) (47 3/ FER) 19)Kimura, M., et al. : Biotherapy, 1992; 5: 167-176. SMC-0017
(Glycine, Aminoacetic acid) 200 %/ buy o EFHEE 1985 105 109-118. SMC-0018
£ % #& : Aminoacetic acid 21)Kimura, M, et al. : Eur. J. Pharm., 2001; 431: 151-161.
4 F KX :CHNO, SMC-0019
% F 8707 22)#if5 % 137 : Minophagen Med. Rev., 1970; 15: 121-122.
ic b7 R = NEX R o HimtEoB kT, WidH v, SMC-0020
KR F W lfﬁ””m“ Cox:y = (95) 23)Pompei, R., et al. : Nature, 1979; 281: 680-690.  SMC-0021
B EAZET B, 24)Baba, M. et al. : Antiviral Res, 1987; 7: 99-107. SMC-0022
"fﬁfﬂ%ﬁ”ﬁm bse 25)RE4 W1 (37 ¢ 4K & AR, 1979; 7: 29332938, SMC-0023
EFBER
PN 24. XFEKERUVBEWEDEE
FeN™ ~C0H (XRRHKE)
19.3 -3 257 1 S IERRIEAFY PARILS 777 =572 Bk <3 D ARSI
— MR 1Y A7 A YHRAUKA (JAN) PAX 0559092524 4
(1-Cysteine Hydrochloride Hydrate) IEA7 7 h—vﬁjﬁ%ﬁ <9h mzk
£ % £ : (2R)-2-Amino-3-sulfanylpropanoic acid :__104_0042 HOTH RIS — T H 18 1%
monohydrochloride monohydrate exsl. 0120-917-719
% F A GHNOS-HCI-HO0 (BREEBBVAbEE)
4 F 217563 MRS I 7 77— VRS 3 0HRED
i3 b7 R = RCNY T Mmoo KT, BFERRICE TEL 03-5909-2322
b\ﬁ()‘ﬁv\?ﬁﬁ%ﬁ H5bo EA7 7 —~< &t {30 HRE
KD THETR T, =5 7 — ) (995) T104-0042 HHHFHREAM T H 1 EF 1 5
IZRRHE TR TV, 19, 0120-917-719

6 mol /LY %o



26. BLEMRFGEREF
26. 1 BEER5EIT
Mmms/% — Y BB

RREFEXAHMEI—2-11

26.2 BR5EIT

EATV7—NHRI=HT
EREPREAM=TE 1815

H9
—4— PI-SMG-001



