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CERTIFICATECERTIFICATECERTIFICATECERTIFICATEOFOFOFOFANALYSISANALYSISANALYSISANALYSIS

(+)-(+)-(+)-(+)-PregabalinPregabalinPregabalinPregabalin CASCASCASCAS((((148553-50-8148553-50-8148553-50-8148553-50-8))))
BatchBatchBatchBatch No.:No.:No.:No.: DR20130805 QuantityQuantityQuantityQuantity:::: 100kg

ManufactureManufactureManufactureManufacture Date:Date:Date:Date: 2013.08.05 ExpiryExpiryExpiryExpiry Date:Date:Date:Date: 2015.08.04

ItemsItemsItemsItems SpecificationSpecificationSpecificationSpecification ResultsResultsResultsResults

Appearacnce A white to off white powder white powder

Identification

A. Meets the requirement Complies

ConformsB. IR: similar to Reference
Substance

Loss on drying ≤0.5% 0.21%

Specific Rotation +10.0°~+13.0° +10.8°

Related Substances
Any single impurity ≤0.1%
Total impurity ≤0.8%

0.05%
0.10%

Purity By HPLC
R-isomer

≤0.15% 0.10%

Residue on ignition ≤0.1% 0.05%

Residual solvents
Isopropyl alcohol ≤5000ppm
Ethyl Acetate ≤5000ppm

150ppm
250ppm

Heavy metals ≤10ppm Conforms

Chlorides ≤0.05% Conforms

Assay 98%~102.0% 99.8%

Conclusion: The results conform to Factory Standard.

Analyst:Analyst:Analyst:Analyst: JoeJoeJoeJoe YuYuYuYu Checker:Checker:Checker:Checker: AgnesAgnesAgnesAgnes ZhongZhongZhongZhong QA.Manager:QA.Manager:QA.Manager:QA.Manager: SunSunSunSunWenhuWenhuWenhuWenhu

UUTESTS:TESTS:TESTS:TESTS:

mailto:hdrpharm@gmail.com

