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3.1 Finished product specification: Alteplase for injection (USP 47)

49 Test Items Specifications
Identification Meet the requirement
2 | Biological potency 90.0 - 115.0% of the potency stated on the
label in USP Alteplase units
3 | Protein content 95 - 111% of the total protein content
stated on the label
Uniformity of Dosage Units Meet the requirement
5 | Percent monomer Not less than 95.0%
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6 | Single - chain content Not less than 60%

7 | pH 71 -7.5

8 | Water determination Not more than 4.0%

9 | Bacterial endotoxins test Not more than 1 USP Endotoxin unit/mg
10 | Sterility Test Meet the requirement

11 | Biological reactivity test Meet the requirement

3.2 Drug substance specification: Alteplase (USP 47)

4o Test Items Specifications
1 | Identification Meet the requirement
2 | Biological potency 90.0 — 115.0% of the potency stated on the

label, the potency being 580,000 USP
Alteplase units/mg of protein

Protein content Meet the requirement
Chromatographic purity Meet the requirement
5 | Bacterial endotoxins test Not more than 1 USP Endotoxin unit/mg of
Alteplase
6 | Single — chain content Not less than 60%
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