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Drug substance specification (Reference USP)

en.& Definition mwmumuﬁix‘lﬂ,u drug substance specification
oo Identification test maﬁwhumuﬁizqiu drug substance specification (IR,
HPLC)
. UTunausnendnAgy (Assay) &o.0 - ®ok.o% on anhydrous and solvent-free basis
on.& Impurities
- Residue on ignition laiAunI 0.0%
- Organic impurities pvsiumusEylun g o

< .5 "
A9 @ Organic impurities

Relative Acceptance
Name Retention Criteria,
Time NMT (%)
®. Specified unidentified impurity 0.60® o.e&
. Specified unidentified impurity oo o0.0&
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Relative Acceptance
Name Retention Criteria,
Time NMT (%)

. Tigecycline open ring o.nD o.0bo

&. Specified unidentified impurity o.€o o.0&

&. Tigecycline el-oxo-ee-hydroxy o.&& o.0&

0. Tigecyclin related compound B o.o& olo&

. Tigecycline epimer 0.0/ ®.0

. Specified unidentified impurity o.0VD o.0&

«. Tigecycline quinone analog ®.6n o.0&

@o. Specified unidentified impurity 0.& o.0&

®®. Minocycline ®.D o.lb&

e. Tigecycline tricyclic analog ®.0) o.0&

em. Specified unidentified impurity o.« oc.0&

<. Any individual unspecified impurity - 0.0

e&. Total impurities - .o
o.& Optical rotation ~lo&o® 4 ~lbed® on anhydrous and solvent-free basis
.o pH R AL
on.e Water Determination Lifiunan o.e%
o.@ Bacterial endotoxins test L3iiunI1 @ USP Endotoxin unit/mg of tigecycline
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Finished Product specification
o.@ Descriptions
o.lo Identification test

on.en USLNeudnendnAey (Assay)
a.& Uniformity of dosage units
on.& Impurities

- Organic impurities

A5 o Organic impurities

m’sﬁlmumuﬁizq‘lu finished product specification
m?ﬁ]ﬂhumuﬁisﬂu finished product specification
(HPLC, UV)

®D.0 - ®e0.0% L.A.

m’aﬁlﬂhumuﬁizﬂu finished product specification
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Relative Acceptance
Name Retention Criteria,
Time NMT (%)
@. Tigecycline open ring 0. o.0&
o. Tigecycline elw-oxo-ee-hydroxy o.&& o.&
. Tigecyclin related compound B o.od o.¢
@. Tigecycline epimer o.0a ©.0
&. Tigecycline quinone analog @.6n o.6n
©. Tigecycline tricyclic analog ®.00 o.&
. Any individual unspecified
degradation product - o
&. Total degradation products - .0

on.o Bacterial Endotoxins Test

.o pH

o Particulate Matter in Injections
o Sterility Tests

mmmumuﬁisﬂu finished product specification
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nsraEumNsEylu finished product specification
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