ZHEJIANG CHIRAL MEDICINE CHEMICALS CO., LTD
WL FLEAUEMERAF
CERTIFICATE OF ANALYSIS
REC-QC-GF-010-00
Product name: GABAPENTIN A s T CAS NO.: 60142-96-3

Batch No. 7= S GAA-1311065 Test Basis Fris 3 CMC-SOP-QC-001-03-05-02
Specification JEARE DOC Test Date K% H i 2013/11
Batch Size e R 250kg Manufacturing Date AFEH I 2013/11
Sales Quantity A4 le‘ff Retest Date S F391 2016/10

Appearance tHIR White or almost-white crystalline powder White crystalline powder

dentification %5

lR s;ﬁectrum of sample is conSIStent with that of
—IR (5 ED EP Gabapentin CRS M Conform

XRD (Form 1I) e fOmIMSS% .. _Conform
Appearance of solution ISP Thesolutionisclearandcololess  Conform

PH 6.5~7.5 7.3

Water % <0.3% | 004%

Sufated ash Xygehests _50.1% e 003%

Heavy metals &R <20ppm v S20ppm

LT e 1 ST

Assay &It 97.5%~102.0% . 100.4%

Related substances Jf ?Q_g)?m

—Method A J7i:A

—=Impurity A ZRA <0.15% . 0002%

—2Unspecified impurities SRAE—J® ~  <0.10% ... Notdetected

=L S A S ST T S

mUnspecified impurities AU —FR  S005% ...  Notdetected

s Total impurities Bap . S05% e 0.002%

CONCLUSION:  The batch conforms with EP specifications

RepoRt: AL / Swj‘ ............. Q .C..D.‘."?.CE?i.%@Q’h.fi’.&..’.f ___________ Q Ajgé 7 201502

Tel:+86-571-8262323 Fax:+86-571-82654686 Website:www.chiralchem.com E-mail:David@chirgl
Manufacture site : Nanyang Economy Development Zone , Xiaoshan , Hangzhou , Zhejiang , China



