M-P LOt: 23B07-GS23017

jiﬁmﬁﬁ#ﬁ%%ﬁmﬂﬁ

GMP Cernfxcated : "QC (Huan)Pharmaceutxcal C,., Ltd

_ AN&LYSIS R-43-004-01-06

L A P8
Product name N donr o : angacturlng”na 2 2022.09.19
T — % B
Batch No. CA2209027 \ z Test Date 2022.08.23
i 5001k P i & B 2022.09.24
Batch quantity g l%stgd ;gate il
Reference Spec. BP2020/EP10.0/USPNF 2022 Expiry Dats 2025.09.18
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Test items Spe mﬂmﬁons : Test Results
BaRE, BEEREREHR, XAAERIERE. & : T RORILEE;
R }iﬁ?ﬁzﬁ ﬁ%i"?&. é‘J 143‘0)3& Tads
Characters White crystals, commonly tabular or needle-like, or white, crystalline Complies
powder. freely soluble in alcohol; soluble in chloroform and in ether;
sparingly soluble in absolute sther; slightly scluble in water; atabout 143°C
A BRI R i SRR R e
£ Sample Infrared absorption spectropho-tometry Complies with Aspirin CRS Complies
Identificat| B. Aot ER, Fmr 156-161C
ehifiction A crystalline precipitate is formed ,Melfing point is 156-161T daeNN0ac
CRELE EFRN
A violat-red color is produce Positive
BEAR EE ]
Appearance of solution Solution is clear and colourless Clear
Substances insoluble In The solution is ¢clear Clear
sodium carbonate TS 5 5
Rz ARTHEREQ
Readily carbonizable N'éﬁ M Q &ﬁﬁ’?ﬁ No more color
substance more olor than M.F.Q than M.F.Q
‘ HEABR 0.1%
Free salicylic acid NMT 0.1% <0.4%
EiZ ] <0.014%
Chloride . NMT0.014% Ty
A <0.04%
Sulfate NMT 0.04% £004%
FREE <0.5% 0.02%
Loss on drying NMT0.5% 5
2B (%) <i0ppm
Heavy metals (%) NMT10ppm <10ppm
BREE ; <0.05% 0.04%
Residue on ignition NMT0.05% &
REEH] ~ B®LODN0.5% 0.02%
Residual solvents Acetic acid: LOD<0.5% 8
Z&Jf Impurity A. <0.15% N.D
ZK Impurity B. <0.15% N.D
¢ F Impurity C. <0.15% 0.02%
78 Impurity D. <0.15% 0.01%
R # 5% Impurity E. <0.15% N.D
Related substances ZH Im purity F. <0.15% N.D
5& H % ¢§ﬂ$ 0.05% ’ 0.004%
Unspecified Impurities:<0.05% St
ZERBAAE 0.25% 0.03%
The sum of impurities:<0.25% "
BRI & Cothh04 75 '99.5%-100.5% 99.8%
Assay {on dried basis ) Contains CsH10499.5%-100.5% Sodn
[45i] 7 3% BP2020/EP10.0/USPNF 2022 B0, &R[ #F 14HE.
Conclusion The product comply with the requirements of BP2020/EP10.0/USPNF 2022.
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