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Secukinumab 150 mg/1 mL solution for injection, 1 mL prefilled pen

1. ¥981 Secukinumab 150 mg/1 mL solution for injection, 1 mL prefilled pen
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3. ansuUANIunaila
wamsiaeiauniuluniu Finished product  specification waw Drug  substance

specification MifaangiisusedinNUANENTINNTIMITUALE NTYNTHATITGY

3.1 Finished product specification:

YD Test Items

Specifications

1 | Identification

Complied with finished product specification

2 | Assay of Protien by UV absorbtion 135.0-165.0 mg/ml
3 | Potency 80-125%

4 | Total impurities Not more than 2.5%
5 [pH 5.5-6.1

6 | Osmolality by freezing point depression

300-400 mOsmol/kg

7 | Sterility

Complied with finished product specification

8 | Bacterial endotoxins

Less than 0.4 EU/mg

9 | Extractable volume

Not less than 1.0 ml

10 | Particulate matter

Particules 210 pm

Particules 225 pym

Not more than 6,000/container

Not more than 600/container
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