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SPECIFICATION STANDARD RESULTS
PROPERTIES
AN H BB E AR e
Appearance White or off white powder Conform
e T AR B R e
VA 2 TR TR e
o Easy to dissolve in water and
Solubility . . Conform
acetic acid
=14.0° to —22.0°
. (kT 1)
Optical ;?1§¥%;n degree S "Q WK " “16.7
b & (anhydrous and acetic acid
free)
Arg 0.9-1.1 Arg 1.0
. Lys 0.9-1.1 Lys 1.0
TN YA
mini&giéf71?i i, Tyr 0.9-1. 1 Tyr 0.9
AINO iy FRALYSIY Asp 0.9-1.1 Asp 1.0
Val 0.9-1.1 Val 1.0
0 R B BN T) AR AR v o — 2
WA Chromatographic retention e
Liquid chromatography time is consistent with Conform

F R R

Related substances

BIRAKT: AKRT 0.8%

Single impurity not

0. 01% (B KEAR)
0.01% (maximum single

acetic acid free)

exceeding: not exceeding 0. 8% impurity)
aifs (k) AMETF 98. 4% 99. 9%
Purity (chromatography) Not less than 98. 4% '
o 97. 0%-103. 0% (JC/K TCHATR 1)
R 97.0% —-103. 0% (anhydrous and 98. 5%
Content
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T ARt

. . NMLO. 5% 0. 1%
Acetic acid content
R 679.8+1.0 679.5
mass spectrum
NEER i+ 0.51U/mg Pty
Endotoxin Below 0.5IU/mg Conform
B BH Vs itk
Residual dissolution AKTF 3000ppm
FH i Not exceeding 3000ppm
methanol AKT 410 ppm ey
N Not exceeding 410 ppm Conform
acetonitrile ANKTF 320 ppm
= OfE Not exceeding 320 ppm
Triethylamine
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