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Finished product specification

IDENTIFICATION TEST : M3 Positive for Tigecycline
LABEL AMOUNT & to eeo%of label claim (HPLC)
: N vdefouveInsndduignyinliuianielFauidu (Lyophilized
Powder)
Appearance and Description : ansazae@mnstieddy liflunsiliazansuarLifla
(Reconstituted Solution) AaUNG (u #Wen vige den)
Purity
Tigecycline related compound B at RRT o.b& TaliAY o.00%
Tigecycline Epimer at RRT o.ele TAY ©.0%
Tigecycline open ring at RRT o.ebo 1Y o0.0e%
Tigecycline elo-oxo-ee@-hydroxy at RRT o.&& liAu 0.¢%
Tigecycline quinone analog at RRT @.eno Lailfu o.m%
Tigecycline tricyclic analog at RRT e.s/o Ty 0.¢%
Any individual unspecified degradation product Ty olo%
Total Degradants T ©.0%
Uniformity of Dosage Unit (Weight Uniformity) Pass test
Water (KF) LAy ©.0%
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pH (Reconstituted solution) C.E-&&
Residual Methylene Chloride ity oo ppm
Particulate matter Meet USP Criteria
Bacterial Endotoxins iy @.00¢ EU/mg
Head space Oxygen Contents iy o.oem mg/mL
Sterility Sterile, no growth
Color 11NN e&o
Drug Substance Specification
Description/Appearance ARIRGEH
Strength Assay (HPLC) Anhydrous Solvent-Free Basis «e.0%-eoL.0%
Purity (HPLQ)
Total Organic Impurities (including Epimer) iy ©lo%
Epimer Content 14i1AU @.0%
Minocycline Content LU oloe%
«-Aminominocycline Content 111U o.lo&%
Largest Single Other Impurity LA o.08%
Identification
Infrared Spectroscopy Positive
HPLC Retention Positive
Water (Karl Fischer) T ©.&%
Specific Rotation-Anhydrous, Solvent-Free Basis - b« ° to -wem °©
Palladium Content TlailAu &ppm
Heavy Metal (II) USP L4ilfiu wo ppm as Pb
pH (@% in water) 0.0-c.0
Microbial Limit
Total Aerobic Count (TAC) AU @0 CFU/@oo mg
Yeast and Mold (Y+M) laiifiu @0 CFU/@oo mg
TAC + (Y+M) 111U @0 CFU/@o0 mg
P.aeruginosa Taiwu
Bacterial Endotoxins 13U @.0 EU/mg
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