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Test Items Specifications"l.lel

@) Identification Meet the requirement
e Assay cb.0%-ob.o% of the labeled amount of Tigecycline
rn Uniformity of dosage units* Meet the requirement
es:'. pH es:'..&: - ct.ct

ct Particulate matter
- Size ;:;:. @lo microns Not more than b,ooo particles/container
- Size ;;:,:, ®ct microns Not more than boo particles/container

b Bacterial endotoxin test Meet the requirement
ml Sterility Meet the requirement
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c Organic Impurities
- Tigecycline open ring Not more than o.o&%
- Tigeycline ole-oxo-oo-hydroxy Not more than o.&%
- Tigecycline related compound B Not more than o.cn!%

- Tigecycline epimer Not more than .o%
- Tigecycline quinone analog Not more than o.n%
- Tigecycline tricyclic analog Not more than o.&%
- Any individual unspecified Not more than o.1E:J%
degradation product
- Total degradation products Not more than b.0%

c Head space Oxygen Contents Not more than o.o<s:'.rn mg/ml
(9)0 Water Not more than 1E:J.o%

&. Drug substance specification
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G Identification Meet the requirement
'IE:, Assay (on anhydrous and solvent free basis) <icn!.0% - @oho% of Tigecycline
n Residue on ignition Not more than o.o%
<s:'. Organic Impurities

- Specified unidentified impurity (at RRT o.oe) Not more than o.o&%
- Specified unidentified impurity (at RRT o.lE:Jrn) Not more than o.o&%
- Tigecycline open ring Not more than o.olE:J%
- Specified unidentified impurity (at RRT o.cto) Not more than o.o&%
- Tigecycline o-oxo-oo-hydroxy Not more than o.o&%
- Tigecycline related compound B Not more than o.1E:Jct%
- Tigecycline epimer Not more than @.0%
- Specified unidentified impurity (at RRT o.c) Not more than o.o&%
- Tigecycline quinone analog Not more than o.o&%
- Specified unidentified impurity (at RRT ®.ct) Not more than o.o&%
- Minocycline Not more than o.eo&%
- Tigecycline tricyclic analog Not more than o.o&%
- Specified unidentified impurity (at RRT o.c) Not more than o.o&%
- Any individual unspecified impurity Not more than o.oo%
- Total impurities Not more than e.%

& pH )l.l - .le
b Water determination Not more than .&%
en! Optical rotation (on anhydrous and solvent free basis) Between -co° to -eo@"
c Bacterial endotoxin Not more than o USP EU/mg
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