ZHEJIANG CHIRAL MEDICINE CHEMICALS CO., LTD
WL FOEALERE AT
CERTIFICATE OF ANALYSIS
REC-QC-GF-010-00

Product name: GABAPENTIN jfnEm®mT CAS NO.: 60142-96-3

Batch No. 7= hiltE GAA-1406076 Test Basis R i CMC-SOP-QC-001-03-05-02
Specification JiatrvE DOC Test Date o5 H 17 2014/07
Batch Size A=kt 407.5kg Manufacturing Date 4:7= H 11 2014/07

Sales Quantity ARME Lgv P")/ Retest Date 5246 H 3 2017/06

IR spectrum of sample is consistent with that of
SR (SE) EP Gabapentin CRS Gapeony

XRD (Form II) Form II1<5% Conform

Water /K55 03% i DoOB%

Suliated asn iy Jos . < O R W SO TG S TR . AT

Heavy metals & & <20ppm <20ppm

Chlorides {7 <100ppm o 3Tppm

Assay 8t o STS%020% 1003%

——Unspecified impurities RAA—FR <0.10% . Notdetected

—Method Bﬁ/z?B

——Unspecified impurities R —2¢k  <005%  Notdetected

—Total impurities & %% £0.5% 0.003%

CONCLUSION: _ The batch conforms with EP specifications

REPORT: _%....%_’f‘lzg ............. acorecer 9 M2 200%) 4 g {5@ 70!.‘[%.) 8

Tel:+86-571-82623231 Fax:+86-571-82654686 Website:www.chiralchem.com E-mail:David@chiralcheny/com
Manufacture site : Nanyang Economy Development Zone , Xiaoshan , Hangzhou , Zhejiang , China o



