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3.1 Finished product specification: USP

9 Test Items Specifications
1 | Identification Meet the requirements
2 | Yiuwsenddy 95.0 -105.0 % LA of Sodium chloride
3 | pH 45-70
4 | Impurities
- Iron lsignnda 2 ppm
5 | Bacterial endotoxins laisinnd1 0.5 USP Endotoxin Units/ml
6 | Sterility test ATV
7 | Particulate matter

(35 Light Obscuration Particle Count test)

- w1 > 10 Um laiifiu 25 aunim / ml ATV

- 91 > 25 Um Biiiu 3 aynia/ml ATV
8 | Particulate matter

(38 Microscopic Particle Count test)

-wwd > 10 Um laifiu 12 aynia / ml NTIIIY

- WA > 25 Um ladifiu 2eyme /ml MIIRHIY
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3.2 Drug substance specification: USP
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Test Items

Specifications

1 | Identification Meet the requirements

2 | Vueienddey 95.0 -105.0 % LA of Sodium chloride
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