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Certificate of Analysis
FAGRON IBERICA, §.4.1
Corresponde al lote de Fagron: CAS number: 54143-57-6
ICROM code: PF-0010
ufacturing date: March 2010
Refest date: March 2013

“Lickon

Product: Metoclopramide hydrochloric
Batch number: 003/10M
Batch size: Kg 500
Analysis numbe

Quality standard: Eur. Ph. 6% Ed, |

o

PARAMETERS RESULTS SPECIFICATIONS
Characters;
Appearance Complics White to almost white powder
Solubility in water Complies Very soluble
Solubility in ethanol Complies Freely soluble
Solubility in methylene chloride Complies Sparingly soluble
Melting point 183°C 182°Cto 184°C
Hdentification;
pH 4.8 4510 6.0
R Positive Positive
Chiloride test Positive Positive
Tests:
Solution 10% in water Clear and colourless Clear and colourless
Related substances, each one (TLC) <0.05% £0.5%
Heavy metals (Pb) <20 ppm <20 ppm
Impurity F (UV) <0.1% <0.1%
Water (KF) 4.8% 4.5% to 5.5%
Sulphated ash 0.02% 50.1%
Related substances (HPLC):

any identified impurity < 0.05% <02%

any unidentified impurity <0.05% £0.10%

total < 0.05% £0.6%
Metanol (GC) < 500 ppm < 500 ppm
Isopropano} (GC) <1500 ppm < 1500 ppm
Assay:
Potentiometric (dried basis) 100.4% 99.0% to 101.6%

Conclusion: the test results meet with specifications.
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