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HARIKFS L-V AT A EREEKFIY)  22mg
(L-v AT A UHEREE L LT 20mg)
4 L7V FAYFUBm—T =T A (JAN)
2. 77U (JAN)
3. L-V AT A R KT
— ik 4
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3.L-Cysteine Hydrochloride Hydrate
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BWT e - bR oBin) , g .2 BEREARNEBROWRET] R EDSETNH -
TS AIs, BGETORIT — 2 BN LIz e — 1 F RSN D Z & o7z,

AR D e — 1T FiX, () EIGERESRE O EELEFRBIHER — L=
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0I. Z2MICEA9I HIER

1. BG4
(1) # & b7 r—FrFUREHE
(2) * £ : HISHIPHAGEN COMBINATION INTRAVENOUS

(3) ZBMDHEXE : ~1

2. —f&
(1) M1 & (@BXR):L.7IVFLIFUrBE—T E=U L (JAN)
2. 770 v (JAN)
3. L-¥ AT A HERRHIK T (JAN)
(2) ¥ & (dr4d%x) : 1.Monoammonium Glycyrrhizinate (JAN)
2. Glycine (JAN)
3.L-Cysteine Hydrochloride Hydrate (JAN)
(3) AT L : A

3. BEAXIEFEHEX
TJYVFNIFUBE—T =T A

NH4t+ H*

ARV

.-__,-'"'K"“

HN~  ~COH

- AT A R K

CO:H

HS/\'( - HCI + H;0
H NH:



4. FRRUSDFE

TVFNLYFoE—T =05 553 1 CpHeNO g
4y : 839.96

A : 432 ¢ C,HsNO,
& 75.07

L-v AT A VHRERH K Fnd . 4y 28 1 CHNO,S - HCI + H,0
& : 175.63

5. {tF4& (&%)
TIVFN)FUB—T VE=T A
Monoammonium of 20 B -carboxy-1l-oxo—-30-norolean-12-en-3 8 -yl-2-0- B
-D-glucopyranuronosyl- 3 -D-glucopyranosiduronic acid(IUPAC)
7Y 2 v ¢ Aminoacetic Acid (IUPAC)
L-v AT A R KT
(2F) -2-Amino-3-sulfanylpropanoic acid monohydrochloride monohydrate

(IUPAC)

6. EA®, A4 B,
7V FNYF o
EHA . 7V F LY F o
7
B4 0 7 X 7 B (Aminoacetic Acid)
L-v AT A R K Fn i)
BHAL : VAT A

CE&ES

7. CAS B8 &S
70 F Y F o 1405-86-3
JYVFNYFUBE—T E="7 L 53956-04-0
7 v 56-40-6
L-> AT A UK Y 7048-04-6



M. HMEnIcBEY 5EE

1. MELEENNEE
(1) 58 - R
TJIVFNVYFUB—T =T A
FE OB 72 5 il UTRE R ME O R T WIE e < (R HRR D 5,
7
F O G AT e OB R T, BRIZH VW,
fEmMZERRD B D,
L 2T A G ERIE K
& DR AT RIEDOH R T, FRRTBD R TBOEEKRDEH 5,
(2) BfEH%
TVFNYFUB—T =LY
TUERESTRIKIETROTLS, fimd 7 — 0BT < K, Bifg
(100) (T TFITL <, =& 7 —/b (99.5) (ZiTMmed TEIFIZ L W,
7
ARFFBMIZET LT, =& 7 —)b (95) [T EAER TR,
KT KET D WS R EE 1 24, 99w/w% (25°C) ThH D, ?
TV FNT—FITIEE AL ETET R, P
L AT A iKY
KIZHD THEITRT <, =& /7 —/b (99.5) ITR0REITLT 0,
6mol/L HEEEFRIK AT B,

(3) WEH
JVFNYFUBE—T vE=T LY
W T 1

(4) @R (DER), HBR, RES

TVFNY)Fo—T =LY
A 0 208~214°C (43 fiE)
A
Als K 290°C (4 fiR)
(5) BRIBEMBETEHN
A
pK, (CO,H) =2. 34, pK,(NH,;) =9. 60
(6) NEEFH
EUMER L



(7) DD ELGRMEE

TYVFNIFUolE—T o E=T L

HMERR L

AR

pH : A 1. 0g & 7K 20mL (2 L7 @ pH 1% 5.6~6.6 Th 5,
HL IR 0 0.30% LA F (1g, 105°C. 3 HffH),

BREVE Sy 0 0. 1%LL T (1g),

il A E AT

SRS 5,97
L-Y AT A VB KT Y

pH : A fh 1. 0g & 7K 100mL (ZE 2 L72D pH X 1.3~2.3 ThH 5,
FEXE [al 50 +6.0~+7.5° (EIEWICHF L7 b O 2g, 6mol/L Hk
i, 25mL, 100mm),

FLPRIECE : 8.5~12.0% (lg. WUE. BRiL Y > (V). 20 K¢f#]),
BREVFESY 1 0. 1% LA T (lg),

2. HMRAOBBEHTISHF2REM
WM R L

3. AR OERREE

TJUVFN)FUB—T E=T A
(2,4~ =rua7z=)Lt FTTUrRIKIC L DILEK S
Q)R b~ AOFE
Q) EEIa~ NI T T 4 —

7Y
AARERFOERKMLESLED 7)) fRRBRIEICX D,

L-v AT A I ERE KT
AARRED I OERLKELD -V AT A VBRI MRARIEICE D,

4. AMES DEE;
TJUVFN)FUBE—T =T A
Wk7a~ 777 40—
A
AARKRFOEELEGD [7) v r) ERIEICLD,
L= AT A R K Fudy ¥
AARKRB T OERLEGD [L-2 AT A VB KIY ) EEIEICL D,

_5_



V. &K|IICEAY HIEB

1. Fifz

(1) BFROXH, NEBERUHER
1) KB« 7Kk PE T 4 5]
)&= 1% (20mL)

(2)

(3)

TJYVFNIFUB—T =T A 53mg
(ZVFLYF Ui LT 40mg)
AARERSE 7V 400mg
AARIERST L-v AT A VEBREKTY  22mg
(L-v AT A Ui & LT 20mg)

3) AL K ONHEAR B A Y B oD K MEVE SR

TITARATF T DT T

BREVBHEEEDpH, RBEL, ME, LE REL oHEHF

pH:6.0~8.5

REIEE (EHEEERICTHH) K1
AHBOBRFRPOEGREIADEERUVESE
TIRAF I T T T UTIVN EYS L ARN

SR AEN D EH
2. WEIOHEK
(1) BESD GEERSD) DEE
1% (20mL) W ZUFNLYFUB—T =T A 53mg
(Z7VFLYF e LT 40mg)
AARERSG 7V 400mg
AARER T LV AT A BRI 22mg
(L-v A7 A VR & LT 20mg)
(2) &MY

(3)

(4)

(5)

1 (20ml) o HEAREEAKET H U UL (ZEH) 6mg

BREORE

T =T7 K (pH FHEEA) 1

A

1% (20mL) PIZHERIERAKSZ T B U D L 6mg 25 AT %5, (Na:0.058mEq)
AMIBBEOHARURE

PR
Z Dt
LR



4. ZAA,

L EHFIDRSUEA

LR

AEDREREICHT HEE
FE L2

5. HADETBEHTICETIREN

JIBE
SERS - 40°C. T5%RH

DRI (T AF v 7 BEMGT T )

HH & O AERBAGIRE | 3 W A% 6 1 H #
PR (EEEHOWRTH D) WA oA ey
pH (6.0~8.5) 6.9 6.9 7.0
218 E MW A WA WA
= K hF v Ui WA — ey
I B R WA — ey
NEMER IR A MW A WA WA
AT PEORL - 3 B A — WA
L Z VTN TR (95~110%) 99~100 102~103 104~105
B |17V vr (95~110%) 100 100 100~101
L-v AT A VHERHL (95~110%) | 105~107 101 95~96
(n=3)
EWIR7RER Y
ABRSE - 25+27C
HEEERE (N 77 2AFy 7MEa T 70 shadk - )
. AR 12 4 24 71 36 71
HH AU mans | nm | nm | e
PR (EAEHOWR TH D) e R I B
bl (6.0~8.5) 69 | O 70 | 07
7.1 7.1
TUVFNYF e (95~110%) 99~ 102~ 104~ 103~
N 100 103 105 104
0|7V vy (95~110%) 100 100 100 100
. 106~ 106~
L-v AT A MR (95~110%) Lo7 Lo7 102 99
=3 b WA — — Hof
AN PEORL 7 A R ey — — WA
e VY MW — — WA
(n=3)




6.

7.

I A& el BB 2 W e R IR AR (26°C, 3 4E[#]) ORER. w@HE O HigikiE T I
BWTUSHEMEZETH D Z LWEERI N,

&

BHREOREN
A

YGRS L

hEFl e nEAEEL (MELFEHEL) ©

pH Z & il ik
. e #& pH pH Zi BB 500mL
B B H £ TIT |9 N
f ;fw - 7703 | B ;}% (BB Z5 LT . T B : pH)
Zm
P ZAv A pH | F53K Oh | 0.5h 1h 3h
N 2 | 2k | Zib
0. 1mol/L HC1 3.0 3. 48 3. 47 " 5 7 L | 2L | 2L
6. 95 ' 3.7 3.7 3.7
7R
0. Imol/L NaOH 10 9. 60 2.65 =it
L

8. AYMFMHERE

ML

9. HENOEMAS DHERRAERE

(1) 2,4-Y=btuTZz=bt NIV =& ) —VRIKIZ K DWLEEIS (7Y Fry
FUBE—T =T L)

Q) A ATHERSEEREE (Z)VFALY)FUB—T v E=T L)

B)=re RIryR\IZEDEANE () vY)

@) HEPM R OHFHMET N U LAREEMZ D L& @WLH, BETHH AT EEAT
D (7))

G)AKEEALT R Y U ARIEROSNZ T 7= ha v gk (DR U o ARIRIC
LB RERIE (L—Y AT A VHERE)

(6) AL DO EMERL (2) (L= AT A R

M7~ 774 — (ZIVFANIFUB—TrE=UL ), L-¥

AT A VI ERYE)

10. HAEDDEESTDEE!

11.

k7 u~ ~77 74—

ki

BN




12.

13.

14.
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