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1. Identification
Imipenem m’mﬂ\hummﬁizﬂu finished product specification
Cilastatin mmmummﬁigﬂu finished product specification
2. YSunausnendingy
Imipenem 90.0%=115.0 % of labeled amount of imipenem
Cilastatin 90.0 -115.0 % of labeled amount of cilastatin
3. pH 6.5 8.5
4. Particulate matter m’gﬁ]&immmﬁizﬂu finished product specification
5. Uniformity of dosage units mwr}hummﬁizﬂu finished product specification
6. Bacterial endotoxins lalunnAd1 0.17 endotoxin units/mg of imipenem
el
14i31nn31 0.17 endotoxin units/mg of cilastatin
7. Sterility sterile
8. Loss on drying TailAu 3.5%
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Potency 2893mgdu (Raw material)

Imipenem
imipenem :98.0 - 101.0% of imipenem monohydrate
specific rotation : between +84° and +89°

related substances
thienamycin : not more than 1.0%
any other impurities : not more than 0.3%

sum of impurities other than thienamycin : not more than 1.0%

Cilastatin

AdnuzaNzveevail Iavihaiu melddedninvesdeya aernius walulad uazienasoneds
Wy 19181 Smdangssdeulugisaidni
< v - e & v o & v o a a - 9 %
ails Tayanmeunslundleddiluiiouine {14 v Iuludesfnuideyaiiiandy ieusuuseln
A0AATOINTUUTUNUAZAIINABINTG




cilastatin : 98.0 -101.5% of cilastatin sodium, calculated
on
the anhydrous and solvent free basis

specific rotation : between +41.5° and +44.5°
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