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CERTIFICATE OF ANALYSIS

, REC-QC-GF-010-00

Product name: GABAPENTIN fnE s T CAS NO.: 60142-96-3 s

Batch No. FEihitt S GAA-1404010 Test Basis IR 32 CMC-SOP-QC-OO1-O3—05-02

Specification FEHHE DOC Test Date K% H 1 2014/04

Batch Size AEF=HtE 405.5kg Manufacturing Date AEF=HHE 2014/04

Sales Quantity ZussE 400 (:} Retest Date B4 HHF 2017/03

TESTS SPECIFICATIONS RESULTS

Appearance iRk

.. White or almost-white Shystalline powder ... White crystalline powder

Mennmen ol el el

IR spectrum of sam;;l;sﬂ i§ consistévﬁf';;}{ﬂ’ th;t«of
...EP Gabapentin CRS ... Conform

2R CatmE) .

2(5R (Form 1) wfgrm 11<5% Mgggform

Appearance of solution ¥ 3L ..The solution is clear and colorless . Conform

PH 6.5~7.5

Water 7k 4y <0.3% _0.05%

Sulfated ash #ysesi i S

Heaw metals &% oo ~2pem

Ethanol Z.gz <0.50%

| el e T e .

Chlorides&i 44 __S100ppm

=Gepm

Lol 97.5%~102.0%

i

Related substances 4%

—Method A FiEA

22 impurity A ZRA  50.15% 0.01%

2r2Unspecified impurities SkmB—E .. S0.10%

2L

>Method B75#:B

——>Unspecified impurities 4028 —Ze 5 SRb o ;MMNot detected

> Total impurities 2% 5 <0.5%

CONCLUSION: ™ The baiah conforms with EP specifications
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