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Sodium hydroxide
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IDENTIFICATION TEST . M9 Positive for Tigecycline
LABEL AMOUNT T &b 1o eep%of label claim (HPLC)
: wapudafounsswesdduiigniliudanngldannudu (Lyophilized
Powder)
Appearance and Description - a1sazanadindesfdidu lﬁs‘iﬁgumﬁ‘lﬂaxmmmzﬁiﬁ%
(Reconstituted Solution) Aaund (it flen wse ddn)
Purity
Tigecycline related compound B at RRT o.ba LAY 0.c%
Tigecycline Epimer at RRT o.xig lalifin ©.o%
Tigecycline open ring at RRT o.eno Wi o.0&%
Tigecycline ale-oxo-ae-hydroxy at RRT o.&& Ly o.4%
Tigecycline quinone anatog at RRT e.mo iy o.m%
Tigecycline tricyclic analog at RRT e.o Taitfu o.&%
Any individual unspecified degradation product Taiiu o.lo%
Total Degradants Taitf ©.0%
Uniformity of Dosage Unit (Weight Uniformity) Pass test
Water (KF) LAY e.0%
s
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pH {Reconstituted solution)
Residual Methylene Chloride
Particulate matter

Bacterial Endotoxins

Head space Oxygen Contents
Sterility

Color

Drug Substance Specification

Description/Appearance

eflctlaf o

Lsitfiu goo ppm
Meet USF Criteria
WiAY e.m& EU/mg
iy o.oem me/ml
Sterile, no growth
NN edo

NSpNAFY

Strength Assay (HPLC) Anhydrous Solvent-Free Basis ew.0%-s0ls.0%

Purity {HPLC)

Total Organic Impurities (including Epimer)

Epimer Content

Minocycline Content
«-Aminominocycline Content
Largest Single Other Impurity

Identification

Infrared Spectroscopy

HPLC Retention
Water (Karl Fischer)

Specific Rotation-Anhydrous, Sotvent-Free Basis

Palladium Content
Heavy Metal (II) USP
pH (@% in water)
Microbial Limit

Total Aerobic Count (TAC)
Yeast and Mold {Y+M)

TAC + (Y+M)
P.aeruginosa
Bacterial Endotoxins
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Lifiu wlb%
TitAU @.0%

LAY olod%
LAY 0lbe%
Tifiu o.0e%

Positive

Positive

Taifiu o.¢%

- o ° to -bem °
Laliiu &ppm

laifiu o ppm as Pb
g.a-clo

LAy o CFU/@oo mg
14 @0 CFUW/@oo me
iU @0 CFU/@oo mg
Tainv

lailfiu @.0 EU/mg
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