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Hydrochloride 3 mg
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7.2.1 Finished product specification:

1) Test items Specifications

1 | Identification
-Benzydamine Hydrochloride sﬁ'mhumuﬁ'isq'lu finished product specification

-Methyl-p-Hydroxybenzoate ﬂﬂﬁ}ai'mmnﬁisu‘lu finished product specification

2 | Assay (HPLC)
-Benzydamine Hydrochloride | 95.0 - 105.0% of Label claim

-Methyl-p-Hydroxybenzoate | 90.0 - 110.0% of Label claim

3 | Uniformity of weight Gii’lilri’lum'mﬁ‘isq’f,u finished product specification
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4 |pH 55-7.0

5 TAMC NMT 100 CFU/mL.

6 | TYMC NMT 10 CFU/mL

7 | Pseudomonas aeruginosa Absent

8 | Staphylococcus aureus Absent

7.3.2 Product specification: 8enzydamine Hydrochloride

49 Test items Specifications

1 [ Characteristics A white crystalline powder.

2 | identification ms’mhumuﬁszq‘lu finished product specification
Assay 99.0 ~ 101.0% of benzydamine hydrochloride.

3 Clarity and colour of A 10% w/v of solution is clear, and not more
solution, Method I intensely coloured than reference solution Y6.

4 Acidity pH of a 10% w/v solution, 4.0 10 5.5

5 | Related substances
-Impurity A NMT 0.29%
-Impurity 8 NMT 0.5%
-mpurity C NMT 0.1%
-Any other impurities NMT 0.1%

6 | Total impurities NMT 1.0%

7 | impurity G (CPDMA) NMT 5ppm

8 Loss on drying NMT 0.5% of its weight.

9 Sulfated ash NMT 0.1%
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10 | Residual solvents
-Methanot NMT 1000 ppm
-lsopropyl alcohol NMT 2500 ppm
-Toluene NMT 200 ppm
-Chlorobenzene NMT 100 ppm
-Dimethyl sulphoxide NMT 2000 ppm
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