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Nicardipine HCl 10 mg/ 10 ml injection
1. ﬁgm Nicardipine HCl 10 mg/ 10 ml injection
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3.1 Finished product specification :

D) i  Test Items Specifications
1 Identification
(UV Spectrophotometry) Meet the requirement
2 | Assay 93.0 - 107.0% of L.A. of nicardipine hydrochloride
3 | pH 30-45
4 | Purity Single : Not larger than the peak area of Nicardipine
(Related substances) from the standard solution (NMT 2%)
Total : Not more than twice the peak area of
Nicardipine from the standard solution (NMT 49%)
5 | Bacterial endotoxins Less than 8.33 EU/mg
6 Extractable volume 10.00 - 15.50 ml
7 | Foreign insoluble matter Clear and free from readily detectable foreign
insoluble matters
8 Particulate matters
- Size 2 10 mcm Not more than 3,000 particles/container
- Size = 25 mcm Not more than 300 particles/container
9 | Sterility Meet the requirement
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3.2 Drug substance specification :

B Testitems Specifications

1 | Identification
- UV Spectrophotometry Meet the requirement
- IR Spectrophotometry
- Test for Chloride

2 | Assay laitiounin 98.5% of nicardipine hydrochloride on the
dried basis

3 | Melting point 167 ~ 171 °C

4 | Heavy metals 13iiAu 20 ppm

5 | Residue on ignition (1 g) LadiAin 0.19%

6 | Lossondrying(1g, 105°C, 2 hr) | laiifiu 1%

7| Purity (related substance) Single : Not larger than the peak area of Nicardipine

from the standard solution (NMT 0.2%)
Total : Not more than twice the peak area of

Nicardipine from the standard solution (NMT 0.4%)

8 | Microbial limits NMT 100 CFU/g and no spore formers
| 9 | Bacterial endotoxins NMT 10 EU/mg
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Practice (GSP)) and Good Distribution Practice for Pharmaceutical products (GDP))
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