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. Divi’s Laboratories Limited
CERTIFICATE OF ANALYSIS

Product: LEVETIRACETAM [Rev.No. fosmyer ]
| Grade L EP 7 Q.ARNo Vi SINo @ 0S-047s
Batch Number | 08-005013 | Mfg date | JAN 2013 Total pages : |
Quantity 675 KG Rewstdate | DEC 2017 PageNo. [ 1
- STANDARD (PHARMACOPOEIAL) |
SiNo. | Test Specification Observation ]
01 Appearance White or almost white powder White crystalling powder |
‘ . ] Very soluble in water, soluble in Acetonitrile .
[ G Solubiity | and practicatfy insotubfe in Hexane Comphies
tdentification by )
03 |_a) Specific Optical Rotation -76° o -§2° _ -79.64° . T
b) IR Spectrum Conforms with working standard spectrum Caoncordant with WS
; < The solution is clear and not more intensely o
g4 Appearance of solution | colored than reference solution BY Complizs
| Enantiomeric F;urfty by HPLC
{Area%)
| 05 (2R)}-2-(2-oxopyrrolidin-1-yl) Maximum 0.8% 0.03%
butanamide {{R)-etiracetam}-
| (Impurity-D) | . o r
| Related  substances by HPLC
(Yawlw)
i) (2RS) -2-(2-oxopyrrotidin-1-yl) | Not mere than 0.3% Not detected
butanoic acid (Impurity-A)
08 i} (2Z) -2« 2-oxopyerolidin-1- | Not more than 0.05% Not detected
yijbut-2-enamide(mpurity-B)
i11) Unspecified impurity Not wore than 0.05% Not detected
iv) Sum of Unspecified impurities | Not more than §.1% Not detected
_v) Total impurities __| Not more than 0.4% o Not detected
o7 Heavy metals Mot more than 10 ppm Less than 10 ppm
08 Water o Maximum 0.5%w/w 0.04%w/w i
09 Sulphated ash Not more than 0.1%w/w E 0.06%w/w
yg | o2r By RIELE (Anhydibis Between 98.0%w/w and 102.0%wAv 99.58%wiw
L | substance) — o e
| = ADDITIONAL TEST SRR
},JL_ﬂmy!@mins - [ Notmore than t5ppm Tappm
} Residual solvents
i} Methylene chloride Not more than 100 ppm Not detected
12 ity Chioroform Not more than 60 ppin Not detected
tii) Ethyl acetate Not more than 200 ppio Not detected
| iv} Isopropy! alcahol | Notmore than 1060 ppm 155 ppin 2l
Remarks: “The above material fully confarms to the Pharm.Eur, Specification and the adﬁn!m i'r‘éﬁuiremems af the
European Certificate of Suitability RO — CEP 2011 - 219-REV 00 0
o o Analyst Person in-Eharge.of testing
ignature @3 2
Sign 2 gl 2 U"&\m)\‘\’b
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