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Carboplatin 450 mg / 45 ml injection
79U 3,500 Vials
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2.2 dussneu Tu 1 mt Useneumledien Carboplatin 10 mg
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3.1 Finished product specification: Carboplatin Injection, BP 2020

D) Test items Specifications

1. | Identification A5

2. | Ysunaushendrdgy 90.0 - 105.0% of the L.A. of Carboplatin
3. | pH 50-70

4, | Cyclobutane-1,1-dicarboxylic acid NMT 1%

5. | Bacterial endotoxins NMT 5.4 1U of endotoxin/mt
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Test items

Specifications

Particulate matter

-9 2 10 um NMT 6,000/container
- 9YUm = 25 pm NMT 600/container
7. | Sterility ATIWY
8. | Volumn in Containers Not less than 45.0 ml

3.2 Drug substance specification: Carboplatin, BP 2020

D) Test items Specifications
1. | Identification Test AT
2. | Ysunaudhendagy 98.0 - 102.0% of the L.A. of Carboplatin, (dried substance)
3. | Solubility Sparingly soluble in water, very slightly soluble in acetone
and in ethanol (96%)
4. | Melting point About 200 °C, with decomposition
5. | Impurity B and acidity NMT 0.5% (calculated as impurity B)
6. | Related substances
- Impurity A NMT 0.25%
- Unspecified impurities NMT 0.10% (for each)
- Total NMT 0.5%
7. | Chlorides NMT 100 ppm
8. | Ammonium NMT 100 ppm (determined on 0.20 g )
9. | Loss on drying NMT 0.5%
3.3 HaN153LATIeY Elemental impurity 38l Risk assessment report (WaA4LONE1T
Usznav)
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