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Alteplase 50 mg for injection

Faen Alteplase 50 mg for injection

AnEuURTlY

2.1 guuuy Dunsedsrnnideden wiemdasdeu

2.2 dnnlsznau  Usznausheshen Alteplase 50 mg uariEnYaraeUTIFRNE USRS 50 ml
2.3 Mauzussy  usstlumeuslfusgedsnaenide Teatuueas
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3.1 Finished product specification

W | Test item Specifications

1. | Identification pavshusuitszylu Finished product
2. | Biological potency mwmumuﬁssﬂu Finished product
3. | Constituted solution ﬂ‘iwmumuﬁi&:ﬂu Finished product
4. | Bacterial endotoxins NMT 1 IU/mg of Alteplase

5. | Sterility m’aﬁlmumuﬁisﬁlu Finished product
6. | Uniformity of dosage units m’:amumu‘ﬁ'izﬂu Finished product
7. 1 pH 7.1-75

8. i Water NMT 4.0%

9. | Single-chain content yrarhusmufiszylu Finished product
10. | Percent monomer NLT 95.0%

3.2 Drug substance specification

U9 | Test item Specifications

1. | Identification Meet the requirerment

2. | Biological potency Meet the requirement

3. | Impurities

- Host cell DNA

- Host cell protein

Meet the requirement
Meet the requirement

Peptide mapping

Meet the requirement

Bacterial endotoxins

NMT 1 IU/mg of Alteplase

Single-chain content

NLT 60%

o |w P

Protein content

Meet the requirement
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431NamimamLﬂ'ﬁ'}mﬂmmwwamﬂmmmmLifﬂiﬂ‘uaawwam (certificate of analysis of
finished product) Tugnsuitdadusioss

432mamsmamms'}vmmmmmmmjmmma’lﬂm (certificate of analysis of drug
substance) ﬁi%‘lumsmammmwmmumamamma_ﬁgﬂm_ﬂmgmfm
[*”mnamm nsmmumﬂau biological products Avents COA of drug substance waawmam&n
Wity / ﬂimmuumu Sterile water for injection laifpeil COA of drug substance **¥)

4.3.3. Laﬂmsma‘waﬂﬁﬂuauaummauwmmmw5um‘smamammmwmmmmﬂm {drug
substance) 99 4.3.2 ﬂusummamamammmma11;5'«35‘0 (finished product) 19 4.3.1
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