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CERTIFICATE OF ANALYSIS  

                                                                                                                Date of Analysis: 03/08/2023 

 Impurity Name:- HYDROCORTISONE IMPURITY I 

 CatLog no: OM_1721 
 Batch no: OM_1721/2 

 IUPAC Name:- 11β,14,17,21-Tetrahydroxypregn-4-ene-3,20-dione 

 Cas No:- 103795-84-2 
 

 

Molecular Weight: 378.46g/mol  

Molecular Formula: C21H30O6 

Solubility:  MeOH: ACN 

Sr. No TEST STANDARD RESULT 

1 Appearance White Solid to  Off White Solid Off White Solid 

2 IR Meets the requirements under the test Complies 

3 NMR Meets the requirements under the test Complies 

4 MASS Meets the requirements under the test Complies 

5 Chromatographic purity by HPLC NLT: 90.0% 94.44 % 

6 Weight Loss By TGA NA 1.344 % 

7 Residue Of Ignition NA 0.861 % 

8 Potency NA 93.09 % 

% Potency = [Chromatographic Purity % - TGA Value %] = [94.44 – 1.344] = 93.09 % 

Method of Analysis: As per In-House Method 

Material shipping conditions: At room temperature 

Long term storage: Store at 2-8°C. Protect from moisture and direct sunlight. 

Date of manufacturing: 03/08/2023 

Expiry date: 3 years form the date of manufacturing,. 

Document data reference: AMD/LNB/ OM_1710/2 

Recommendation: Released 

Re-test Date: 03/08/2026 

 

It is a system-generated. It is for technical approval purposes only. A singed COA will be 

Provided before dispatch of the material 

 

 

Prepared by Reviewed by Approved by 

Analytical QA Analytical Director 
 

Certificate of analysis is valid for 3 years form the date of manufacturing, provided the substance is 

store under suitable conditions. 
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