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i’lzm'liﬁ 1 Beractant 25 mg/mL, 8 mL Intratracheal Suspension
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gasn  Beractant 25 mg/mL, 8 mL Intratracheal Suspension
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2. 1 1 Vial Usznausiaeien Phospholipids 25 mg/mL 1% 0.9% Sodium chioride, Triglycerides 0.5 - 1.75
mg/mL, Free fatty acids 1.4 - 3.5 mg/mL uaz Protien #8&n31 1 mg/mL
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1. sinmarendag™

- Total Phospholipids 90.0 — 115.0% of the L.A. of Total Phospholipids

- Triglycerides 0.50 — 1.75 mg/mL

- Free fatty acids 1.40 — 3.50 mg/mL

- Protein 0.10.— 0.40 mg/mL

- Sodium chloride 85.0 — 115.0% of the L.A. of Sodium chloride
2. |dentification m‘nmi’mmalﬁizqh Finished product specification
3. Content Uniformity(" a79 vhu@ﬂ&l'ﬁlsnﬂu Finished product specification
4. Sterility™ wi‘mmumuﬁ?:qm Finished product specification
5. Bacterial endotoxins'” m’mmumuﬁi:q'lu Finished product specification
6. pH? 62-76
7. Volume in container” mmmumuﬁszl.ﬂu Finished product specification
8. Heavy metals® NMT 3 mcg/mL
9. Ethanol determination® NMT 1.0 mg/mL
10. Methanol determination® NMT 0.05 mg/mL
11. Chloroform determination® NMT 0.005 mg/mL
12. Ethyl acetate determination® NMT 0.025 mg/mL
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WaNEIng : 81989910
1 = General requirement maomﬁ"m‘iﬁhﬁwﬁugﬂunum Parenteral Preparation

2 = Requirement specification UaIAULUL
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