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7.2.1 Finished product specification: desvenlafaxine 50 mg prolonged-release tablet

In-house specification

4o Wil AadnwY
1 Identification Test ariasiumaiiszylilu Finished product specification
2 Assay 95.0 - 105.0% labeled amount of Desvenlafaxine
3 Uniformity of Dosage Units arraswmnissylilu Finished product specification
4 Dissolution Test Unnaumsavanevasinendrdigy

i 2 4l agluriasswing 16-36% label amount
7t 4 $alus egluthesewing 31-51% label amount
i 8 dalu aglug295EMI N 53-73% label amount
# 12 4l atflutiasening 68-88% label amount
Fauadalaed 24 Witiounan 879% label amount

5 Total Degradants (if test) NMT 1.0%

7.2.2 Drug substance specification: Desvenlafaxine Succinate USP 43

o} Test items Specification
1 Identification Test m'iﬂbi'luwmﬁ"ssq'lu APi specification
2 Assay 98. 0- 102. 0% labeled amount of Desvenlafaxine
Succinate Monohydrate (on the anhydrous basis)
3 Impurities
-Fumnaric acid NMT 0.10%
| -4-(Dimethylaminoethyl) NMT 0.15%
‘ phencl

-Didesmethyl Desvenlafaxine NMT 0.15%
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da Test Items Specification
-Desvenlafaxine Related NMT 0.15%
Compound B
-Desvenlafaxine Related NMT 0.15%
Compound A
Venlafaxine NMT 0.15%
-Any individual unspecified NMT 0.10%
impurity
-Total impurities NMT 1.0%
4 Residue on ignition NMT 0.10%
5 Water Content 4.0 - 5.0%
MEVY)
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ANTNTIUNITOMITUATEN
2, Drug substance specification fi91savnludimssvivaadnds drug substance wislu
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3. onainsldueygmtunsoushiveuiedmieludsandlneuazdiuas (dectare)
WA

3.1 luddymstunadeumiue Auansdaamsidous (0.2 vieduquiudngd)

3.2 luduetunsduus (e.1 v3e o.1) vswflaussim wiouneasduahidamsaaugy
ﬂmnquaawﬁmﬁmﬁmuﬁ%uwstﬁﬂu (finished product specification) wasdaiMMuUARMNINYE
TngAv (drug substance specification)
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3.4.1 nidifewdalulssvelne frdndeadidwuinmdiemlideiuseanasgrums
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