ZHEJIANG CHIRAL MEDICINE CHEMICALS CO., LTD

Product name: GABAPENTI

Batch o TTF S GAA-14100
Wit DOC

/774 400kg

Specification
Batch Size

Sales Quantity AT 200
TESTS

Appearance 1R
Identification %7

—IR (57D

XRD ( Fo”rm(vll )

Appearance of solution 7L

L5l

Water Koy

Sulfated ash fypeiki&

Heavy metals T & /&

Ethanol Q”i?

Chlorides 54

Assay it

Related substances I

—Method A JTHEA

sl kil

——Unspecified impurities RFE R

—Metnod BJ7i/B

——Unspecified impurities ARFAH—2

—Total impurities £ 225

CONCLUSION:
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Tel+86-571-82623231
Manufacture site : Nanyang Economy

| Fax+86-571-62654686
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CERTIFICATE OF ANALYSIS
REC-QC-GF-010-00

CAS NO.: 60142-96-3

MATEET S g o - GRS NES SR

Test Basis
Test Date

o1 110] 2014/10
/17 L115) 2014/10
24 1 1) 2017/09

Manufacturing Date
Retest Date

\White of almost-white crystalline powder White crystalline powder

IR spectrum of‘s‘émple is céhsisfént wifﬁ that of v

EP Gabapentin CRS Conform
Form 111=5% Conform -
 The solution s clear and colorless Conform

<0.3% 0.02%
_S01% 0.02%
 520ppm <20ppm
- <0.50% 0.03%
Z170eem SpRn]

97:5%;1(}2.0%” 100.0%
L . L0 -

£0.10% 0.02%

- <0.05% Not detected

<0.5% 0.02%

Development Zone , Xiaoshan, Hangzhou , Zhejiang , China
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