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F PRODUCT: drochloride
F BATCH NO. : 202401001 MFG.DATE: Jan.04.2024
F QUANTITY: 3KG EXP DATE: Jan.03,2026
l ITEM STANDARD RESULT
Appearance Off—Whit; :Vrv ;iegrht yellow Light yellow powder
Solubility Slightly soluble in methanol Conform
1.The retention time of the
Identificati principal peak obtained with Conform
entilication the test solution is identical
with the reference solution
2.The infrared spectrogram
obtained with Confi
the test solution is identical onfoan
with the reference solution
0,/ 10 - P
Buiticls s 90% parllcllc:unr(r))l more than Conform
Impurity A <0.15% N.D
Impurity B <0.15% N.D
Other individual impurity <0.10% N.D
Total impurity <0.5% N.D
N,N-Dimethylformamide <0.088% ND
Et.h /
ities <0.5% 0.0029%
T
etrahydrofuran <0.072% ND
Acetonitrile <0.041%

0.0039%




Methanol
Tricthylamine
Toluene
Loss on drying
Residue on ignition
Heavy metals
Sterility test

Assay (on dried base)

<0.3%
<0.016%
<0.089%
<0.5%
<0.2%
<0.002%
Should meet the requirements

>98.5%

0.0076%

N.D

N.D

0.07%

0.05%

<0.002%

Conform

99.6%

Eonclusion:it conform to the factory's standard

QC Checker: 3 j_g

Analysis: 'é/\ %@




