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Limaprost 5 mcg tablet (GPU: 1052976)

1. Foen Limaprost 5 mcg tablet
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3. AudulAn1umeila

3.1. Finished product specification: Limaprost tablest

v

U Test items Specifications

1 Identification

Meet the requirement

2 |Assay 90.0-110.0 % label amount
3 | Disintegration time Within 30 minutes
4 | Uniformity of dosage unit Meet the requirement
3.2 specification: Limaprost Alfadex
4o Test items Specifications
1 |ldentification Meet the requirement
2 |Assay 2.8 - 3.2 % label amount
3 |Optical rotation [0, +125° - + 135°
4 | Water Not more than 6.0%
5 |Purity 1. The individual peak areas of 17-epi isomer and 11- deoxy compounds are not larger than the peak
area of limaprost from the standard solution
2. Any peak areas other than the principal peak and the peaks mentioned above are not larger than
1/3 times that of limaprost from the standard solution.
3. The total area of the peaks other than limaprost from the sample solution is not larger than that of
limaprost from the standard solution.
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