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& % Quantity:100kg HE B  Date:AUG 29,2017
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= ! ecification:  European Pharmacopoeia 97 Result
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PR white, crystalline powder, practically insoluble in 5 E s
Description 1, in alcohol and in ether, It dissolves in dilute mineral Conforms
ds and in dilute solutions of alkali hydroxides.
Test A Ay Bl G S I AR 2
(Specific Optical rotation It complies with the test for specific optical rotation,
i B U AT HE 1B 3 B
Test B (IR The [R spectrum of the sample is concordant with the
spectrum of the reference standard, Carbocisteine CRS. HE s
e P b 0 1 BTN S R BT a /8 ) R 3 A Confor
i il N TONPY onforms
'[ 3 2 . . . ) . .
dentification Test C(TLC) The pnnc.:lpal sp-ol 1f1 t.he clhroma.ltf)giam obtamed. with the
test solution (b) is similar in position, color and size to the
principal spot in the chromatogram obtained with the
reference solution(a)
TR AL TR R LA B SR R I,
Test D(Chemical reaction) Dark red color is produced, which changes to brown and
then to vellow within a few minutes,
BE & pH 2.8 ~3.0 29
L o
R , % 32.5° ~ -35.5° 33.5
Specific optical rotation [ a ]p
R VR B  E TRV JGE Solution S is clear and colourless | Clear and colourless
State of solution (Transmittance) ASfFaNTF Not less than 95.0% 98.9%
B =l K PR R .
; lEim-Ll ﬁ%-ﬁj-ﬁ REKTF Not more than 0.5% <0.5%
Ninhydrin-positive substances
# 1¢ 4 Chloride(C) A RT Not more than 0.15% <0.10%
W%
YR th 0.03% <0.03%
Sulfate(SOy) A RT Not more than 3% 5
& & AT h 0.001% <0.001%
Iron(Fe) KRS Not more than i 0 ’ o
F itk IE R
- ; AR Notmore than 0.5% 0.1%
Loss on Drying
Yy N 0
; v KT 3% 0.07%
Residue on ignition(sulfated) ABRT Notmore than 0.3% ’
& B Assay 98.5% ~ 101.0% 99.7%
g5k AT EPO JUMARHEIZLS, R AME. Conclusion: Agree with the specification of EP9.
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