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Methylprednisolone Sodium succinate 1 g for injection
21U3Y 2,400 vials
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1. %E’IEJ"I Methylprednisolone Sodium succinate 1 g for injection
2. gAY
2.1 3Uuuy Wursenunannidedun Mdwmsuda v, v
2.2 duilsenau u 1 vial Usznaushesen Methylprednisolone Sodium Succinate
1000 meg
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3.1 Finished product specification: Methylprednisolone Sodium succinate for injection, USP41

U2 Test items Specifications

1. | Identification ATV

2. | Assay 90.0 - 110.0% LA

3. | Bacterial endotoxin NMT 0.17 USP Endotoxin unit/mg of methylprednisolone
4. | pH 7.0-8.0

5. | Loss on dryiné NMT 2.0%

6. | Particular matter AT

7. | Free methylprednisolone NMT 6.6% LA
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R Test items

Specifications

8. | Sterility tests

RS

9. | Constituted solution

HTIINIY

3.2 Drug substance specification: Methylprednisolone, USP 41

UD Test items

Methylprednisolone

Sodium succinate

Methylprednisolone

hemisuccinate

1. | ldentification

ATIWIU

AFIINIU

2. | Assay 97.0-103.0% LA 97.0-103.0% LA
3. | Specific rotation Between +96° and +104° Between +87° and +95°
4. | Loss on drying NMT 3.0% NMT 1.0%
5. | Sodium content 4.49% - 4.77 % -
6. | Residue on ignition NMT 0.2%
7. | Organic Impurities
- Any individual NMT 1.0%
- Total impurities NMT 2.0%

3.3 NAN15AASIZY Elemental impurity %384 Risk assessment report (L@AILBNd15UISNAY)
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