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Product Name Tranexamic acid Drums Sampled & Sample Qty. 7 #/ Drums 255¢
VR
Batch No. X2010028M Date Sample Received 2020.10.24
VRS § wEEH
Drums/Qty. 901.2Kg 36 #/Drums COA Issuing Date 2020.10.31
B8 E A EFHH
Test Items All items Mfg. Date 2020.10.18
3 oo 25 W
Quality Specification CEP & ZLBZ/K023-8 Retest Date 2022.10.17
5 E R ER A BAER
Items of Test Pharmacopeial Criteria Test Result
AR:EERXAELERBRK SRR 12 7p 3
T Appearance: White or almost white, crystalline powder White crystalline powder
CHARACTERS B HRETAS KRR AETEEE 8 96%)
Solubility: Freely soluble in water and in glacial acetic acid, practically /
insoluble in acetone and in ethanol (96%)
%5 %%%%ﬁ'ﬁiﬁ(2.2.24 :iaqmﬁifﬁﬁ’ﬁ Ny
Infrare sorption Spectrophotometry: IR spectrum is in concordance
IDENTIFICATION  |yith Tranexamic acid CRS Pass
pH (2.2.3) 7.0 ~ 8.0 7o
24 J& B/ Impurity B< 0.15% 0.04%
¢ JF C/ Impurity C< 0.05% 0.001%
CEI ) 74 D/ Impurity D< 0.05% 0.001%
(HPLC 22.29) |24} E/ Impurity E< 0.05% 0.003%
Related Substances
# |HPLC2.2.29) 2 JLF/ Impurity F< 0.05% # 4 H /Not Detected
% 4 % 2% Ji /Unspecified impurities< 0.05% 4 i /Not Detected
E &, 2% i /Total impurities< 0.2% 0.04%
WM (2.4.4)
Halides Expressed as|< 140ppm <140ppm
Chlorides
fﬁ RE (2232 |<05% 0.027%
oss on Drying
B K (2.4.14)
Sulphated Ash =0.1% 0.009%
4 /ASSAY T Bit& CsHisNO By 99.0% ~ 101.0% 100.0%
(Titration 2.2.20) Should be within (Dried based) 99.0% ~101.0%

A Bk (CEP & ZLBZ/K023-8) #, ZRAEHE.

CONCLUSION: the batch complies with the prescribed specification above as per CEP & Z1.BZ/K023-8.
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