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Certificate of Analysis

Serial No: 2022061704

Product Name: Hydrochlorothiazide (CAS No.: 58-93-5)

Batch No.: C01-20220604 Quantity: 500kg

Manufacturing Date: May 25,2022 Retest Date: May 24,2027
Test Items Specifications Result

A white or almost white, crystalline
powder. Very slightly soluble in water,
1.Characteristics soluble in acetone, sparingly soluble in Conforms
alcohol. It dissolves in dilute solutions of

alkali hydroxides.

First Identification: B
2. ldentification Conforms

Second Identification: A,C,D

3. Acidity or alkalinity <0.4ml <0.4ml
Any Impurity<0.5% 0.22%
4. Related Substances
Total Impurities<1.0% 0.42%
5.Chlorides < 100ppm Conforms
6. Loss on drying <0.5% 0.10%
7. Sulphatedash <0.1% 0.01%
8.Tappeddensity Notavailable 0.78g/ml
9. Loosedensity >0.4g/ml 0.46g/ml
Bacteria <1000CFU/g
10.Microorganism Limit Mould and fungi <100CFU /g Absent
Pathogens absent
11. Particles size 90% less than 180um Conforms
. Methanol< 0.3 % ND
12. Residual solvents ethanol< 0.5% ND
13. Assay(on dried substance) 98.0-102.0% 99.8%

Packaging and storage: Keep in tight containers, protected from light.

Conclusion: All the results conform to the requirement ofBP2013
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Serial No: 2022061704

Certificate of Analysis

Hydrochlorothiazide (CAS No.: 58-93-5)

Product Name:

Batch No.: C01-20220604 Quantity: 500kg
Manufacturing Date: May 25,2022 Retest Date: May 24,2027
Test Items Specifications Result
White, or practically white, practically
odorless, crystalline powder. Very Slightly
soluble in water; freely soluble in sodium
1) Characters hydroxide solution, in n-butylamine, and in Conforms
dimethylformamide; sparingly soluble in
methanol; insoluble in ether, in chloroform,
and in dilute mineral acids.
’ A. IR Absorption Conforms
2) Identification -
B. UV Absorption Conforms
3) Loss on drying <0.5 % 0.10%
4) Residue on ignition <0.1 % 0.01%
5) Chloride <0.035% Conforms
6) Selenium <0.003% <0.003%
Benzothiadiazine related 0.22%
compound A< 1.0 %
Chlorothiazide< 0.5 % 0.05%
5-Chlorohydrochlorothiazide< 0.5 % ND
7) Related compounds
Hydrochlorothiazide dimer< 0.5 % ND
Any other individual impurity< 0.5 % 0.08%
Total impurities <0.9 %
otal impurities < o 0.20%
(Excluding Benzothiadiazine related compound A )
8) Assay 98.0~102.0 %on the dried basis 99.8%
Additional items (In-house)
9) Formaldehyde <15ppm <15ppm
10) Tappeddensity Notavailable 0.78g/ml
11) Loosedensity >0.4g/ml 0.46g/ml
Bacteria <1000CFU/g
12) Microorganism Limit Mould and fungi <100 CFU /g Absent
Pathogens absent
13) Particles size 90% less than 180um Conforms
Methanol< 0.3 % ND
14) Residual sol
i ethanol< 0.5% ND
Packaging and storage: Keep in tight containers, protected from light.

Conclusion: All the results conform to the requirement of USP2021
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