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CERTIFICATE OF ANALYSIS

Material/Product Name [Domperidone IP (Micronized)
Batch Number LLS/DP/24/025 Quantity 400.00 Kg
Mfg. Date Feb-2024 Expiry date Jan-2029
CAS No. 57808-66-9
S. No. Test Parameter Specification Result
1. [Description A white or almost white powder White Powder

Practically insoluble in water, soluble in
2. |Solubility Dimethylformamide, slightly soluble in Complies

ethanol and in methanol

The IR Spectrum obtained with the test
) ) sample should be concordant with that of]
3. |Identification By IR ) Complies
reference  spectrum of Domperidone

reference standard

The solution should be clear and not more
Appearance of the !
4. ) intensely colored than reference solution Complies
solution -
6.

Related substance by HPLC

5 a) Single impurity  [Not More Than 0.25 % 0.19
b) Total Impurities [Not More Than 0.50 % 0.39

6. [Heavy Metals (ppm) Not More Than 20 ppm Complies

7. |Sulphated Ash (% w/w) [Not More Than 0.1 % 0.0

8. |Loss on Drying (%w/w) [Not More Than 0.50 0.39

Manufacturing at: Lohitha Life sciences, Pvt, Ltd, Plot No. 808, J N Pharma City, Parawada,
Visakhapatnam, AP-531021
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S. No. Test Parameter Specification Result

) Assay by titrimetry, (%, [Not Less Than 99.0 % and Not More Than i

w/w) (On dried substance)|101.0 %

Remarks: The material Complies with the above specification

Storage Condition: Store in a well-closed and ventilated area in ambient condition.
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