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CERTIFICATE OF ANALYSIS

R ZY H Fi LK
Product name Pregabalin
CAS 5 BRI 25KG
148553-50-8
CAS No. Outer Packing 25KG
A7 H ) A 2]
2018.12 2020.12
Production date Shelf life
AT Bt
EP
Standard adopted
I E [ B v S &5 F
Items of analysis| Specification Results
AN SREEIENERERiFN i)
Appearance White or almost white powder conforms
LSl IR A1 HPLC e
Identification IRandHPLC conforms
TR E <0.5% 0.2%
Loss on drying <0.5% 0.2%
bl Jie BE +10°~+12° +10.77°
Specific Rotation +10°~+12° +10.77°
S *:ﬁ
Residufjff/ignitio <0.1% 0.08%
N <0.1% 0.08%
HEE <20ppm TN
Heavy metals <20ppm conforms
i C <0.1% ke
impurity C <0.1% conforms
HoAth B % <0.1% 0.044%
Any impurity <0.1% 0.044%
s i <1.0% 0.14%
Total impurity <1.0% 0.14%
TE 98%-101% 99.6%
Assay(HPLC) 98%-101% 99.6%
R-F#/A&(HPLC) <0.15% 0.033%
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R-isomer <0.15% 0.033%
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{%%% {%E&. <500ppm 26ppm
Bromide cintent(Ti
<500ppm 26ppm
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LlE <5000ppm fFE
Ethanol <5000ppm conforms
F N BE <5000ppm 142ppm
Isopropyl alcohol <5000ppm 142ppm
LR <5000ppm T G
Ethyl Acetate <5000ppm conforms, |, 4V,
Chloroform <60ppm ":banfﬂ;ﬁg% Yau o v
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Conclusion Qualified % Ak jp



