ZHEJIANG CHIRAL MEDICINE'CHEMICALS CO.,, LTD
WHLFDLEA 2B HEAR
CERTIFICATE OF ANALYSIS

K> AN REC-QC-GF-010-00

Product name: GABAPENTIN Ji BT Sy o CAS NO.: 60142-96-3

Batch No. FEEt S GAA-1404019 Test Basis AR YE CMC-SOP-QC-001-03-05-02

Specification JiEtrrE DOC Test Date K H #A 2014/04

Batch Size HEit B 407.5kg Manufacturing Date 4r=HH#A 2014/04

Sales Quantity ZA&E4E it @7/ Retest Date B HH# 2017/03

TESTS SPECIFICATIONS RESULTS

Appearance f£4R . White or almost-white crystalline powder

Ml ensialine powdar. -

Identification 45

TRsB?sctrum of sample is cbnsistent W|th thatofM
=R (A5 E) _.EP Gabapentin CRS __Conform _

“X,RMP (Form 11D _Form Tl<5%

oo

Appearance of solution ¥ ¥ishI . The solution is clear and colorless __Conform

PH 6.5~7.5 s

Water k4> <0.3% 0.06%

Sulfated ash #5e5k <0.1% 0.02%

oymcdce=-m - SzopmeOme

Ethanol 2% 0.50% .0.08%

Chlorides& {4y <100ppm 57ppm _

Assay & 97.5%~102.0% _100.3%

Related substances XY

—Method A F7i£A

2Impurity A Z2/RA 0.15%

22 Unspecified impurities %018—%¢ & <0.10% ... Not detected

sMethod Bzt

22Unspecified impurities RM#—%F  <0.05% _Not detected _

> Total impurities 3R <0.5% 0.01%_

CONCLUSION:  The batch conforms with EP specifications

REPORT: %/ 2 X QC Director Mw ot ¥ 538




