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3.1 Finished product specification: Alteplase 50 mg for injection

i  Test ltems |  USPA0-NF35
1 | Identification mﬂﬁ]mum’mﬁisﬂu Finished product specification
2 | YSinudendAgy
- Biological potency 90.0 - 115.0% of the potency stated on the
label in USP Alteplase Units
- Protein content 95.0 - 111.0% of the total protein content
stated on the label
Uniformity of dosage unit m’mﬂhumuﬁwq‘lu Finished product specification
4 | Percent monomer NLT 95.0%
Single-chain content No peaks or shoulders in the sample solution
that are not present in the standard solution are
found; NLT 60%
6 | Injections and implanted drug product mmawhumuﬁﬁzqiu Finished product specification
7 | pH 71-75
8 | Water determination Method I; NMT 4.0%
9 | Bacterial endotoxins Test NMT 1 USP Endotoxin Unit/mg
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U9 : Test ltems USP40 - NF35

10 | Sterility mi’m&i’mmuﬁﬁzﬂu Finished product specification
11 | Biological reactivity test, In vivo m’mﬂhumuﬁ‘izﬂu Finished product specification
12 | Particulate matters in injections m’sfﬂﬁhumuﬁﬁwiu Finished product specification

3.2 Drug substance specification: Alteplase

4o Test ltems USP40 - NF35

1 | Identification mwcﬁummﬁwﬂu Finished product specification
2 | Assay 90.0 - 115.0% of the potency stated on the

- Biological potency label, the potency being 580,000 USP Alteplase

Units/mg of protein

3 | Chromatographic purity The Sample solution exhibits three major bands
in the region between 66,000 Da and 31,000 Da,
corresponding to the major bands from the
Standard solution. The Carboxymethylated
sample solution exhibits six major bands in the
region between 92,500 Da and 45,000 Da,
corresponding to the major bands from the

Carboxymethylated standard solution.

4 | Bacterial endotoxins test NMT 1 USP Endotoxin Unit/mg of Alteplase

Single-chain content No peaks or shoulders in the Sample solution
that are not present in the Standard solution are
found; NLT 60%.
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