CERTIFICATE OF ANALYSIS

R ER

i B # Product name Pregabalin
it 5 Batch No. 19102201 £ 7 H ¥ Mfg. Date 2019.10.22
# [t 1 W] Release Date 20159.10.22 £ %= Exp. Date 2021.10.21
Cluantity 500 K Quality standard Enterprse standard
HE g % i USP38
Tests Specifications Results
% H b e MR R
Appearance Off-white to white powder White powder
g RHOEADHR SRk E
- The infrared absorption spectrum of the
Identification sampleshould concordant with that of the Conforms
e gy spectrum of working standard of product fraE
S S R A P e e R — B
Solubility Sparingly soluble in water Conforms
e BT K e
Specific Optical +10.0° t©o +120°
Rotation (On raﬂnh:_.:dmus basis) +11.19°
H R
Loss Gnd?ﬁ?g{ wiw) <0.5% 0.47%
' o )J\'
RGN <0.1% 0.062%
T, P 2K
Heavy Metals(%) =20ppm

Enantiomeric purity

The area of peak due to R-Pregabali
more than 0.5 % the area of th
S-Pregabalin.

AP R- 5 (L HR T 0 L S- 7
0.5%
Lactam impurities =0.5%
eldirEdn
Related substances Individual impunities <0.5% 0.227%
g (HPLC) {1 B 2 5
: e
Total im puﬂr?tjﬁ?s =1.0% 0.845%
Assay(%) It content not less than 95.0% and not more 99 46%
-8 than 102.0% on dried basis. :
Conclusion The results conform to the USP38 standard.
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