LUCENT BIOTECH LIMITED (UNIT-II)
CV?" Works: 165/3, Nalhera, Anantpur, Puhana, Roorkee Distt. Haridwar (Uttarakhand)
\ v,.g Regd. Office: 10/4 , Havelock Road, Lucknow-226001(Uttar Pradesh)
"
DEPARTMENT QUALITY CONTROL
TITLE CERTIFICATE OF ANALYSIS

Product Name LEVECAN 500 TABLETS A.R. No. F-0342/26-27
Generic Name Levetiracetam Tablets IP 500 mg Batch Size 2.00 Lacs
Batch No. 6139 Mfg. Date 05/2026
Mfg. By Lucent Biotech Ltd. (Unit-II) Exp. Date 04/2028
Marketed By AMERICAN REMEDIES Date of Receipt 04/06/2026
Sample Quantity |60 Tablets Date of Released 09/06/2026
Mfg. Licence No. |43/UA/2016 & 45/UA/SC/P-2016 WHO- GMP & GLP Certified Company

Test Results

S.No. Tests Specification Obtained
1 |Description Yellow coloured elongated biconvex|Yellow coloured elongated biconvex scored
scored on one side plain on other side|on one side plain on other side film coated
film coated tablets. tablets.
2 |Identification A) By IR : The infra red spectrum of|The infra red spectrum of the residue

the residue sholude be concordant with|concordant with levetiracetam.
levetiracetam.

B) By HPLC :The retention time of the| The retention time of the major peak of the
major peak of the Sample solution{Sample solution correspond to that of the

should be correspond to that of the|Standard solution, as obtained in the Assay.
Standard solution, as obtained in the

Assay.
3 |Average weight 664.0 mg+ 5.0 %
Between 630.8 mg to 697.2 mg haone
Minimum (-) 2.58(%
Maximum (+) 1.79(%
5 |Dissolution Limit: Not less than 80% (Q) should be
dissolved of the stated amount 95.96|%
Levetiracetam.
Prepared By Checked By Approved By Approved By
Name Miss. Nevidita Mr. Ashu Mr. Ashish Shukla | Mr.Vikash Pandey
Sign. & Date (N oq\ochﬂ,c \\-gh oq'bc hy'lC Woc,“b(,n}’l( &\) OQ\oéﬂou
Designation Officer-QC Asst. Manager-QC Manager -QC Head-QA
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DEPARTMENT QUALITY CONTROL
TITLE CERTIFICATE OF ANALYSIS
Product Name LEVECAN 500 TABLETS A.R. No. F-0342/26-27
Generic Name Levetiracetam Tablets IP 500 mg Batch Size 2.00 Lacs
Batch No. 6139 Mfg. Date 05/2026
Mfg. By Lucent Biotech Ltd. (Unit-II) Exp. Date 04/2028
Marketed By AMERICAN REMEDIES Date of Receipt 04/06/2026
Sample Quantity |60 Tablets Date of Released 09/06/2026
Mfg. Licence No. |43/UA/2016 & 45/UA/SC/P-2016 WHO- GMP & GLP Certified Company
Test Results
S.No. Tests Specification Obtained
6 |Related substances Levetiracetam acid® : Not more than
ND
0.3%
Any individual unspecified
degradation product: Not more than ND
0.1%
Total impurities: Not more than 0.6% ND
7 Assay : Each film coated Tablets Contains:
Levetiracetam USP  |peqyeen 450.0mg to 550.0mg 502.517|mg
500mg

Limit: 90.0 % to 110.0 % of the Label

i 100.50|%
claim

Report: In the opinion of the undersigned the sample referred above is of Standard Quality / is net ef standard
Quality as per IP-Specification.
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