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3.1 Finished product specification : Nicardipine Hydrochloride Injection
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o Testwems | gexww [ USPAINF3E
1 | Identification Meet the requirement Meet the requirement
2 | Assay 93.0 - 107.0 % of L.A. of 90.0 - 116.0 % of LA of
nicardipine HCl nicardipine HCl
3 | pH 3045 3.0-39
4 | Purity - Related substances : The areas - Limit of N-Benzyl-N-methyl-
(Imurities) of the peaks other than ethanolamine : NMT 0.7 %
nicardipine from the sample - Organic impurities
solution are not larger than the - Nicardipine monoacid : NMT 0.2 %
peak area of nicardipine from the | : Nicardipinepyridine analog : NMT
0.9 %
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standard solution, and the total
of the areas cf the peaks other
than nicardipine is not larger than
2 times of the peak area of
nicardipine from the standard

solution.

» Any unspecified degradation
impurity : NMT 0.2 %
: Total impurities : NMT 3.5 %

5 | Bacterial endotoxins

Less than 8.33 EU/mg

NMT 8.33 USP Endotoxin
Unit/mg of nicardipine HC{

& | Content of sorbital

90.0 % - 110.0 %

7 | Foreign insoluble matter

Meet the requirement

8 | Particulate matters in
injections

(Inscluble particulate matter)

Meet the requirement

Meet the requirement

9 | Sterility

Meet the requirement

Meet the requirement

3.2 Drug substance specification : Nicardipine Hydrochleride
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1 | !dentification Meet the requirémen’t Meet the requirement
2 | Assay NLT 98.5 % of nicardipine HCl 98.0 % - 102.0 % of
(dried basis) nicardipine HCL (dried basis)
3 | Melting point 167 - 171 °C -
5 | Residue on ignition NMT 1.0 9% (1 ¢) NMT 0.1 %
6 | Loss on drying NMT 1,0 % (1 ¢, 105 °C, 2 hr) NMT 0.5 % (105 ©)
7 | Purity - Heavy metals : NMT 20 ppm | -
(Imurities) - Retated substances : The areas of
each peak other than nicardipine
from the sample solution is not
targer than the peak area of
nicardipine from the standard
solution, and the iotal of each
peak other than nicardipine is not
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larger than 2 times the peak area of

nicardipine from the standard

solution.
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