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CERTIFICATE OF ANALYSIS

Product Name: LEVOCARNITINE USP o
BatchNo. - LCA-25001 | Quantity - 1000.0 Kg
| Mfg. Date  : January-2025 Expiry Date : December- 2028
A.R. Number : BCFP25001 | Release Date ; 03/022025
SL.NO | TEST PARAMETER T SPECIFICATIONS RESULTS
I Description | A White crystals or crystalline White crystalline |
| powder, hygroscopic. powder,
| - hygroscopic
| 2 | Identification (by IR) The spectrum of the test sample is
‘ concordant with that of standard Complies
o Spectrum B
3 Solubility Freely soluble in water and in hot Complies
. ' alcohol, Practically insoluble in
| ) - acetone, in ether und in benzene.
| 4 Assay (on anhydrous basis 57.0% to 103.0% 499.6%
: Levocarniting)
5 Residue on ignition | Not more thun 0.5% - 0.05%
& | Chioride and Sulphate Not more than 0.4% | <0.4%
7 Enantiomeric Purity Not more than 0.2% of D-Camitine Complies
8  Limitofpotassium Not more than 0.2% <0.2%
~ 9 | Limit of Sodium Not more than 0.1% %
10 | Specific optical rotation (on anhydrous | -29.0° 0 32.0° -31.5°
basis |
i1 |pH - 15.5109.5 72
12| Water content___ "  Notmorethand0% 1.6%
iEEAHEKS - THE MATERIAL COMPLIES AS PER USP SPECIFICATIONS ]
Storage - Preserve in tight containers,
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