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PLOT NO.100, DIC, INDUSTRIAL AREA
BADDI, DISTT.SOLAN, H.P.-173205

" QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS (TABLETS)

Product Name

: OPPO-DFZ TABLETS

Generic Name : Deflazacort Tablets 6 mg
Product Code : NA A.R. No. : FG240873
Batch No. ! AL2190 Batch Size : 50,000 Tablets
Mfg. Date i 07/2024 Exp. Date ¢ 06/2026
Sampling Quantity : 60 Tablets Date of Sampling 1 27/07/2024
Sampled By ! Neetu Date of Release 1 29/07/2024
Analyzed By : Satyam
3;' Test Specification Observation
White colour round shape, biconvex, | White colour round shape, biconvex,
1. | Description uncoated tablets having both side uncoated tablets having both side
plain, plain.
2. A. In the assay, the principal peak in | In the assay, the principal peak in the
the chromatogram obtained with the chromatogram obtained with the test
Identification “test solution should be corresponds to | solution corresponds to the peak in
the peak in the chromatogram the chromatogram obtained with the
obtained with the reference solution. reference solution.
3. | Average weight 160.0 mg 166.25mg
4. | Uniformity of weight | +7.5% complies
5. | Disintegration time | Not more than 15 minutes 3 min.10 sec
6. | Friability Not more than 1.0% 0.01%
7. | Thickness 2.95.mm £+ 0.2% 2.95mm
8. | Diameter 7.65mm £ 0.2% 7.65mm
9. [ Hardness NLT 3 Kg/cm? 5.55 Kg/cm?
10. | Assay: - Each Uncoated tablet contains: -
Deflazacort 6 mg 90.0% to1 10.0% 5.98 mg/tablets or 99.66%

/\

Remarks : The above sample c%plies 1/ Dees-not-Comply to the prescribed standards of quality in
respect of the above tests as per Specification: 1-P/B-PAU:E-P./NA.S.
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