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CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)
(The Drugs & Cosmetics Act 1940 at the under form 39)
Work Order No.: 262,711,754 Sample Rec No.: 262,715,015 QC No. : 262717571

Ref. STS No. 265 Product Code FG05329
Product Name | TAB. BACLOZEE 10
Generic Name BACLOFEN TABLETS I.P. 10MG

Batch No. 426-798 Date Of Sampling | 16/06/2026
Batch Size 100000.000 Tab Sample Quantity | 60.000 Tab
Mfg. Date 05/2026 | Exp. Date 04/2029
A. R. No. ZL26FG04350 Date Of Report | 150612006
S NO. | Tests Specification Results

1 Description White colour, rounded, biconvex uncoated tablets, both Complies

side are smooth.

2 Identification ABy TLC | The principal spot in the chromatogram obtained with the Complies
test solution corresponds to that in the chromatogram
obtained with the reference solution.

3 Identification B By HPLC|In the Assay, the principal peak in the chromatogram Complies
obtained with the test solution corresponds to the peak in
the chromatogram obtained with the reference solution.

4 Average Weight of Table[120.0 mg + 7.5% 119.7 mg

5 Uniformity of Weight | Not more than two of the individual weights deviate from tr | -3.18% to + 2.68%
average weight by more than the 7.5 % and none deviates
by more than 15 %

6 Disintegration Time Not more than 15 minutes 02:10 Min

Z Friability test NMT 1.0% w/w 0.46 %

8 Dissolution Test Q Not less than 70% of the labeled amount of Baclofen 93% to 99 %
9 Lactam The area of any peak corresponding to baclofen impurity A | Complies

(lactam) is not greater than the area of the peak in the
chromatogram obtained with reference solution (a) 2.0 %.

10 Uniformity of content Should be complies 102% to 103%

1 Assay : Each uncoated |NLT 90.0% and NMT 110.0% of the labeled amount 99.1 %
tablet contains
Baclofen B.P.
10 mg
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