Emoree o
Medicaménts (India) Pvt. Ltd.

FINISHED PRODUCT
CERTIFICATE OF ANALYSIS
‘LName of the Product AMERICAN-O,Z Tablets
_ Generic Name: Ofloxacin & Ornidazole Tablets 1P
_Batch No. T2507279 AR No. AR/25/FGR/0403
Mfg. Date 07/2025 Batch Size 1,50,000 Tablets
Exp. Date 06/2028 Date of Release 12/08/2025
@eciﬁcaﬁon No.: FPS/TOIP637/00 Sample Quantity 60 Tablets
_License No. KTK/25/293/91
Sr. No. TEST RESULT SPECIFICATION LIMIT
Orange coloured elongated Orange coloured elongated
shaped film coated tablets, shaped film coated tablets,

1 Description having break line on one side having break line on one side
and plain on other side of each | and plain on other side of each
tablet. tablet.

In the assay, the principal peak
in the chromatogram obtained

2 Identification Complies e it e 3 hO.UId

| correspond to the principal
peak obtained with the
standard solution.

3 Average Weight 623.1 mg + 5.0 % of Average weight

Individual weight shall not
Max. +0.93 ¢ :
4 Uniformity of Weight ARSI deviates +5% of the average

| Min. — 1.06 % weight and no one deviates by
more than twice the percentage

\
5 Disintegration test 06 Min 11 Seconds Not more than 30 minutes
|
Max = 99.92 %
| 6 Dissolution Ofloxacin NLT 80.0 ©
| Min= 97.58 % D
|
| Mean = 98.66 %
Max = 99.08 %
o Dissolution Ornidazole o
| Min = 97.58 % NLT 80.0 %

Mean = 98.14 %

r
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Each film coated tablet
contains ;
Ofloxacin L.P......100 mg

Ornidazole I.P....250 mg

98.79 mg /tab. (98.79%)

248.12 mg / tab. (99.25 %)

 Name of the Product | AMERICAN-0,Z Tablets
Generic Name: Ofloxacin & Ornidazole Tablets IP
Batch No. T2507279 AR No. AR/25/FGR/0403
Mfg. Date 07/2025 Batch Size 1,50,000 Tablets
Exp. Date 06/2028 Date of Release 12/08/2025
Specification No.: FPS/TOIP637/00 Sample Quantity 60 Tablets
License No. KTK/25/293/91

Sr. No. TEST RESULT SPECIFICATION LIMIT

Assay :

(90.0 % to 110.0 %)

REMARK: The product complies as per the above specification.
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Signature VA3 TR W [5)’
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