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Product Stability Test Data

77 i 4 K
Produce Name

N- £k -L-2F it 2 L
N-Acetyl-L-cysteine

it
Batch No

150312020

Ggsp

Production Date

2015403 A 12 H

ST 45 R Test results

JR— bt RuoE, A
ATI92  Ttem Specification Test frequency, the month
0 3 6 9 12 18 24 36
4 SRE HEugs | B4 | B4 HEugs | B4 HEugs | B4
%Z;:E SR | SR | SR | R | R | SR | SR | S
S Wi * * * * * * * *
1te
The appearance alli White White White White White White White White
crys ad e crystallin | crystallin | crystallin | crystallin | crystallin | crystallin | crystallin | crystallin
powder e powder | epowder | e powder | epowder | e powder | epowder | e powder | e powder
EE, %
Content. % 98.5~101.5 99.6 99.8 99.5 99.7 99.6 99.4 99.2 99.3
on 5 /0
Et et L aID20° 130
Specific optical +27' 0° +25.2° +25.0° +25.3° +25.6° +25.2° +25.3° +25.0° +25.2°
rotation '
W, C
Melting point 106-110 107-109 | 107-109 | 107-109 | 107-109 | 107-109 | 107-109 | 107-109 | 107-109
State of solution >98.0 99.2 99.0 99.3 99.2 99.2 99.1 99.0 99.2
THRRE, %
L " drvi O(V <0.5 0.25 0.26 0.25 0.25 0.23 0.26 0.28 0.30
oss on drying, %
RIS, %
Residue on <0.20 0.08 0.07 0.07 0.08 0.07 0.07 0.06 0.08
ignition, %
e/ 5 %
Heavy metals, % <0.001 <0.001 | <0.001 | <0.001 | <0.001 | <0.001 | <0.001 | <0.001 | <0.001
’ 0
=
JA, %
Chlorid 0; <0.04 <0.04 <0.04 <0.04 <0.04 <0.04 <0.04 <0.04 <0.04
oride, 7o
R, %
Sulphate, % <0.030 <0.03 <0.03 <0.03 <0.03 <0.03 <0.03 <0.03 <0.03
’ ()
B, %
I o <0.002 <0.002 | <0.002 | <0.002 | <0.002 | <0.002 | <0.002 | <0.002 | <0.002
ron, 0
fidh, % < < < < < < < <
. <0.0001
Arsenic, % 0.0001 0.0001 0.0001 0.0001 0.0001 0.0001 0.0001 0.0001
pH 2.0-2.8 2.25 2.24 2.25 2.24 2.23 2.24 2.22 2.23
HIAIT S % hTf%ﬁtH we | WE | we | #e | #e | #6 | #6 | #6
Related ihﬁgﬁfy“;g;f s W s W s s s s
substances, % detectable Conform | Conform | Conform | Conform | Conform | Conform | Conform | Conform




