ZHEJIANG CHIRAL MEDICINE CHEMICALS CO., LTD
WL Do BE 254052 fh A PR A 7
CERTIFICATE OF ANALYSIS

REC-QC-GF-010-00
_P_roduc_t_name . GABAPENTIN ji EUE?_T ________________ CAS NO.: 60_1_42 9(_3_§ _________
Batch No. 7kt GAA-1409034 Test Basis Ky 4l CMC-SOP-QC-001-03-05-02
Specification s DOC Test Date Kot 1) 2014/10
Batch Size /|77l nr 400kg Manufacturing Date A7 L) 2014/10
Sales Quantity AV hE 4{)0 Retest Date £ 1110] 2017/09
e - : B} ._______SPECIFICATIONS _  _ ___ ___ _RESULTS
Appearance Pek : - White or almost-white crystalline powder  White crystalline powder

ll/

IR spectrum of sample is consistent with that of

—IR (ZLAMGED EP Gabapentin CRS Conform
XRD (Form I[> ’ - Form M<5% ’ Conform
Appearance of solution ¥¥isMW  Thesolutions clearand colorless _ Conform
i1 S ..v... AU R .

Water K9 TN .. .. S ) 0.05%
Suffated ash fogeskis S0 . a.04%
Heavymetals BB o S2000M i S20PP
Ethanol ZMF . SOS0% BRI .
Chigrides1 s100ppm .. 2%%eem
Assay WL 97.8%~102.0% e
Related substances #1445

—oMethod AT7WEA

oolmpurity AZRA o S0A8% . 0003%
——Unspecified impurities A\in_ii ‘)h)J\ . =0.10% ) ’ . . Not detected
Rishas B

——Unspecified impurities At —F%  <0.08% ... Notdetected
—Total impurities | Lv' ),\ <0.5% ’ 0.003%

CONCLUSION' The batch conforms with EP specifications

REPORT: 44/]) } 2ot 1v. /L QCDirector I pni o 0.
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Tel:+86-571-82623231 Fax:+86-571-82654686 Website:www.chiralchem.com E-mail:David@chir idh
Manufacture site : Nanyang Economy Development Zone , Xiaoshan, Hangzhou Zhejiang , China

S




