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Product: LEYETIRACETAM Rev. No. osi l3l01

Grade EP O.A.R No. DUI/FP/r308/004201 Sl.No os-186s
Batch Number os-l1EoEr3 Mfc. date AUG 2OI3 Total pages I
Quantity 600 Kg Retest date ruL 20lE Page No. I

STANDARD OTARMA
SI.No. Test Specilication Obsenation

0l Appearance White or almost white powder White crystalline powder

02 Solubility
Very soluble in water, soluble in Acetonitrile
and practically insoluble in Hexane

Complies

03
Identification by
a) Specific Optical Rotation -76o to -82o -79.170

b) IR Spectrum Conforms with working standard spestrum Concordant with WS

04 Appearance ofsolution The solution is clear and not more intcnsely
colored than reference solution BYo

Complies

05

Enantiomeric Purity by HPLC
(AreaTo)
(2R)-2-(2-oxopyrrol idin- I -yl)
butanamide ((R)-etiracetam)-
(Imnuritv-f)\

Maximum 0.8olo 0.05o/o

06

Related substances by HPLC
(o/ow/w)
i) (2RS) -2{2-oxopyrrolidin- I -yl)
butanoic acid (lmpurity-A)
ii) (22) -2-(2-oxopyrrolidin- I-
yl )but-2-enamide(Impurity-B)
iii) Unspecifi ed impurity
iv) Sum of Unspecified impurities
v) Total impurities

Not more than 0.3%

Not more than 0.05%

Not more than 0.05olo

Not more than 0.1%
Not morc than0.4o/o

Not detected

Not deGcted

Not detected
Not detected
<0.01o/o

07 Heavy metals Notmorcthan l0ppm Less than l0 oom
OE Water Maximum 0.So/owlw 0.04o/ow/w
09 Sulphated ash Not more than 0.lolow/w 0.05o/owlu'

l0 Assay by HPLC (Anhydrous
substance) Between 98.0o/owlw and 102.0%ilw 99.7So/owlw

ADDITIONAL TEST
lt Triethylamine Not more than 15 oom 2 ppm

t2

Residual solvents
i) Methylene chloride
ii) Chloroform
iii) Ethyl acetate
iv) Isopropyl alcohol

Not more than 100 ppm
Not morc than 60 ppm
Not more than 200 ppm
Not more than 1000 ppm

Not detectcd
Not dctected
Not detected
176wnr

l3 Particle size
l07o passes through 26 microns
50% psses through I 15 microns
90% passes throuch 29E microns

Analyst Person in-charce of testinc
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