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Test Requirements Results
Appearance CF CF

Clear solution, free from visible

impurities. No more intensely

coloured than ref B9
Density 0.990 - 1.030 g/ml 1.011g/ml
pH : 3.7-4.7. 41.
Extractable volume : CF CF

Not less than 10,0 ml
Sterility (bacterial and fungal) CF CF

Sterile
Identification of butorphanol (HPLC) Positive Positive

Retention time conforms to

standard, absorption max at

279 +- 3nm, absorption min at

245 +-3nm
Identification of benzethonium chloride Positive Positive
(HPLC)

Retention time conforms to

standard
Assay of Butorphanol (HPLC) 9.50 - 10.50 mg/ml 10.24 mg/ml
Assay of benzethonium chloride (HPLC) 0.090 - 0.105 mg/ml 0.101 mg/ml
Known impurities : 3 £ 0.20 % CF CF

5.6-Dehydrobutorphanol t

Unknown (single) impurity: RRT 0,32: < CF CF
0,2%
Total impurities: £ 1,0 % CF CF

Remarks :
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