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Specificatron Iti ii!tjii'& Doc Test Date It4i') Ll Ji]I 2014t01

tsatch Size 'l.i-*LL lii 407.5kE Manufacturing Date llir' t-l ]tJl 2014107

Sates euantity { lkii\,n 4^W Retest Date t4S Il JUI 2017106
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TESTS SPECIFICATIONS RESULTS

Appearance '1f,.1/i White or almost-white crystalline powder White crystalline Powder

! 9p$illp"qlr:l. t-..lll " .

*lR (4il'ili#)
lR spectrum of sample is consistent with that of
EP Gabapentin CRS Conform

ConformXRD (Form II ) Form IIIs5%

The solution is clear and colorless Conform
le e:-*el-e"? -oI "xlvjPr S-4t'-l{ - -

PH 6.5-7.5 7.1

Water uKi) s0.3% 0.05%

Su lfated ash'l\E€ti}'6. 0.03%

Heavy metals E#Id s20ppm <20ppm

Ethanol ZllF 0.03%

Chlorides-#"'ft4'4 s1 00ppm
-+-9Ppq-".-."..--. --

100.2%Assay Afi: s7.5%-102.0%

Related substances'l#k{ll trt

+Method A )ilLA

-+lmpurity A )rYff1A <0.15% 0.004%

-*Unspecified impurities **n4-'),* tri Not detected

+Method B/iiIB

--U nspecified impurities tr<*n + :,X ffr s0.05% Not detected

0.004%


