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AMUBNPULLANITVBIYN Streptokinase for injection 1.5 mU
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3.1. Finished product specification : Streptokinase for injection 1.5 mU

U Test items Specifications

1 |ldentification

Complied with finished product specification

2 |Assay content 90.0 - 111.0 % of the stated potency
3 |pH 6.8-75
4 |Streptodornase Not more than 10 U of streptodornase activity/ 100,000 IU of

streptokinase activity

5 |Streptolysin

The absorbance of the test solution is not more than 50% greater than

of the reference solution

6 |Bacterial Endotoxins Weosndn 0.02 1U/100 U of streptokinase activity
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3.2. Drug substance specification:

(A) Streptokinase concentrated solution: European pharmacopoeia 9.0

v

UD Test items

Specifications

1 |ldentification test

Meet the requirement

2 | Assay Lsitfaendn 510 1U/ug of nitrogen

3 |pH 6875

4 | Streptodornase TaliAiu 101U/ 100,000 1U of streptokinase activity

5 | Streptolysin The absorbance of the test solution is not more than 50% greater than

of the reference solution

6 | Related substances

- Total related substance

Taiifiu 5.0%

7 | Bacterial endotoxins

Less than 0.02 1U/100 U of streptokinase activity
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