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1. Description Capsule shaped, biconvex, bilayer| Capsule  shaped,  biconvex,

uncogated tablet having breakline
on one side and plain on another
side, where Glimepiride and
Voelibose layer is blue colour and
Metformin layer
white colour.

is white to off]

J

bilayer uncoated tablet having
breakline on one side and plain
on another side, where

Glimepiride and Voglibose layer
is blue colour and Metformin
layer is off white colour.

2. Idemtification

Glimepiride(BY HPLC) | The retention time of the | Complies
Glimepiride in the test solution
|chrnnmmg,mm should be similar
to that of the standard solution
chromatogram: obtained in the
Assay.
Metformin HCL (BY UV) | The absorbance of the Metformin | Complies
HCL in the test solution should
carrespond to that of Metformin
HCL in the standard solution
obtained in the assay.
3. | Average weight 7500 mg + 2.0 % 748.65 mg
4. | Length 15.50 mm to 15.60 mm 15.54 mm
5. | Width 9.50 mm to 9.60 mm 9.53 mm
6. | Thickness 6,10 mm + 0.30 mm 3.85 mm

7. Uniformity of Weight

= 4.0 % of averape weight

Max: +0.94% | Min: -0.87 % |

8. | Hardness

NLT 70 N

86.50 N

9. | Friability

NMT 1.0 %

0.03 %
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| Izach uncoated bilayered tablet contains:

| Particulars
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Designation
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Glimepiride 1P : 3 mg NLT 2.7 mg and NMT 3.3 mg 292 mg
NLT 90.0 % and NMT 110.0% | 97.29%
Metformin HCL 1P 500 mg | NLT 450 mg and NMT 550 mg | 514.18 mg
(as sustained release form) | NLT 90.0 % and NMT 110.0 % | 102.84%
11. | Dissolution Limit Avg. Max. Min..

Metformin HCL

1* Hour NMT 55 % 4058 % |42.39% |38.78%
3™ Hours NLT 50 % 7419% | 76.52% | 71.86%
'10° Hours NLT 80 % 101.55% | 103.14% | 100.30%

Remarks: The above sample mmplmsf d
of the above Tests as per Finished Product Specification No: BP/FPS/M25-00.

to the prescribed standards of quality in respect
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