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&.e Finished product specification : Tigecycline &o mg for injection (USP &)

4o Test items Specifications
6.0 | ldentification mi’mmumuﬁiz\ﬂu finished product specifications
@.6.0 | Assay «0.0 - ®99.0% of the L.A. of Tigecycline
&o.m | Uniformity of dosage units mswmumuﬁszq'lu finished product specifications
.0.c | Organic impurities
- Tigecycline open ring NMT o.0& %
- Tigecycline eo-oxo-a6- NMT o.&¢ %
Hydroxy
- Tigecycline related NMT o.e) %
compound B
- Tigecycline epimer NMT .0 %
- Tigecycline quinone NMT o.n %
analog
- Tigecycline tricyclic NMT o.& %
analog
- Any individual unspecified | NMT o.o %
degradation product
- Total degradation NMT .0 %
products
&e.& | pH & -&&
&.6.5 | Particulate matter in m'i';i)mumuﬁsxq'lu finished product specification
injections
@.@.00 | Bacterial endotoxin NMT .09 USP Endotoxin Units/mg
<.o.c | Sterility Test mi’mhumuﬁsw“lu finished product specification
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&o Drug substance specification : Tigecycline (USP &a)

U0 Test items Specifications
&.e | ldentification mwci’lumuﬁizu‘lu drug substance specifications
& | Assay «w.o - @ob.o% of Tigecycline, calculated on the
anhydrous and solvent-free basis
&.on | Residue on ignition NMT o.@ %
&b.« | Organic impurities
- Specified unidentified NMT o.0& %
impurity
- Tigecycline open ring NMT o.obo %
- Tigecycline elv-oxo-e6- NMT o.e& %
Hydroxy
- Tigecycline related NMT olo& %
compound B
- Tigecycline epimer NMT e.0 %
- Tigecycline quinone NMT o.e& %
Analog
- Minocycline NMT olo& %
- Tigecycline tricyclic NMT o.0& %
analog
- Any individual unspecified | NMT oc.e@0 %
impurity
- Total impuirities NMT blo %
&o.€¢ | pH )
&.o | Water determination NMT lo.& %
&lo.ey | Optical rotation - oo’ to - bed” on the anhydrous and solvent-free
basis
&.c | Bacterial endotoxin NMT @ USP Endotoxin Unit/mg of Tigecycline
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