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3.1 Finished product specification

i) Test Items . P17
3.1.1 | Identification m?ﬁ]ﬁhumuﬁwﬂu Finish product specification
3.1.2 | Ysunaudendngy 90.0 - 105.0% of labeled potency of cefixime
3.1.3 | Uniformity of dosage units m’mhumuﬁﬁzqiu Finish product specification
3.1.4 | Dissolution Dissolution rates in 90 minutes are not less than 80%
3.1.5 | Purity The amount of each peak other than cefixime is not more

than 1.0%, and the total amount of the peaks other than

cefixime is not more than 2.5%.

3.1.6 | Water NMT 12.0% .
3.2 Drug substance specification: Cefixime USP: #1804 Cefixime trihydrate
#o |  Testltems e  USP40 - NF35
3.2.1 | Identification m’i’mﬁhum’mﬁssﬂu Drug substance specification
3.2.2 | Usuausnendnngy 950 - 1030 mcg/mg of cefixime (on the anhydrous basis)
3.2.3 | Organic impurities - Individual impurities: NMT 1.0% of any individual impurity
is found.
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fo Test ltems |  USP40 - NF35
- Total impurities: NMT 2.0%

3.2.4 | Specific rotation -75° to -88°

3.2.5 | Crystallinity m’mﬁhummﬁisﬂu Drug substance specification
3.2.6 | pH 2.6 - 4.1

3.2.7 | Water Determination, 9.0 -12.0%

Method | :
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