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1. Identification maawhumuﬁizqﬁlu finished product
specification 2. USuadinendAgy 90.0 -120.0% of labeled amount
of meropenem
3. pH (1in 20) 1.3,- 83
4. Uniformity of dosage units G\i?ﬁ]ﬂhummﬁﬁzqh finished product specification
5. Bacterial endotoxins lai3nnn71 0.125 endotoxin units/mg of
meropenem
6. Sterility sterile
7. Constituted solution ma’«aﬁhummﬁizﬂu finished product
specification 8. Chromatographic impurity
- Impurity with a retention time of about laiunnnin 0.8 %
0.45 relative to meropenem
- Impurity with a retention time of about Taiannnan 0.6 %
1.9 relative to meropenem
9. Loss on drying 9-12%
10. Particulate matter mi’mﬂi’lum’mﬁﬁxﬂu finished product specification
11. Content of Sodium 80 - 120% of labeled amount of sodium
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- specific rotation: ¥ -17° and -21°
- chromatographic purity
abrelative RT about 0.45:  liunndn 0.3 %
at relative RT about 1.90 :  Liunndn 0.3 %

any other impurities ldunndn 0.1 %
sum of all other impurities : ldunndn 0.3 %
- limit of acetone : a1 0.05 %
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