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Finished product specification :

ation
1| UsuausnendAgy 90.0 - 110.0% of the labeled amount of Limaprost
2 | Identification mi’mhu(ﬂ’mﬁ’iquu Finish product specification
Purity, related substances
- 8-iso substance < 1.0%
- 11-deoxy-A! substance | < 5.0%
4 | Uniformity of dosage unit m’lﬂlmumuﬁisﬂu Finish product specification
Disintegration el 30 ud

rug substance specification:

1| YsuadendAgy 2> 2.8% and < 3.2% of Limaprost, calculated on the
anhydrous basis
2 | Identification mnsi’mm’mﬁizqiu Drug substance specification
Purity, related substances
- 17-epiisomer <0.3%
- 11-deoxy-A! substance | < 0.3%
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- Other individual related | <0.1%
- Total related substance | <0.1%
4 | Water < 0.6%
5 | Optical rotation +125° - +135°
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