
ACCEPTANCE CRITERIATEST RESULTSS.No.

1 Brown coloured, elongated,
biconvex, plain on both sides &
film coated tablets. 6 tablets packed
in a blister of printed Alu-Alu foil
& plain Alu-Alu foil.

Brown coloured, elongated, biconvex,
plain on both sides & film coated
tablets. 6 tablets packed in a blister of
printed Alu-Alu foil & plain Alu-Alu
foil.

Description

2 Sample solution exhibits maxima at
254.60nm and at 306.80nm.

Sample solution exhibits maxima
between 254nm and 258nm and
between 304nm and 308nm.

Identification (By UV)

3 As belowAs belowDimension

3.a 17.78 mm17.7mm ± 0.2 mmLength
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ACCEPTANCE CRITERIATEST RESULTSS.No.

3.b 7.68 mm7.6 mm ± 0.2 mmWidth

3.c 6.06 mm6.0 mm ± 0.4 mmThickness

4 768.10 mg775 mg ± 5.0 %Average weight

5 +ve = +2.59%
-ve = -1.33%

Within ± 5.0 % of average weightUniformity of weight

6 03 Minutes 45 SecondsNot more than 30 MinutesDisintegration Time

7 6.16%For record purpose onlyWater content (by KF)
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8 1=93.78%, 2=94.78%, 3=93.58%,
4=96.17%, 5=96.76%, 6=93.98%,
Min.93.58%, Max.96.76%, Mean
94.84%

Not less than 85% of the stated
amount of Faropenem is dissolved in
30 minutes.

Dissolution
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ACCEPTANCE CRITERIATEST RESULTSS.No.

9 L1 = 2.63The acceptance value of the first 10
dosage units shall be less than or
equal to L1%. If the acceptance value
is greater then L1%, test the next 20
units, and calculate the acceptance
value. The requirements shall met if
the final acceptance value of the 30
dosage units less than or equal to
L1%, and no individual content of
any dosage unit shall be less than [1-
(0.01)(L2)] M nor more than [1+
(0.01)(L2)] M Where, L1 is 15.0 and

Uniformity of dosage
units (By weight
variation )
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ACCEPTANCE CRITERIATEST RESULTSS.No.

L2 is 25.0.

10 As belowAs belowRelated Substances

10.a Not detectedNot more than 1.5%Faropenem derivative
(RRT about 0.71)

10.b 0.36 %Not more than 2.5%Total Impurities other
than Faropenem

11 As belowAs belowMicrobial Testing

11.a Less than 10 cfu/gNot more than 1000 cfu/gTotal aerobic microbial
count

11. b Less than 10 cfu/gNot more than 100 cfu/gTotal Combined Yeasts
& Molds Count
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ACCEPTANCE CRITERIATEST RESULTSS.No.

11.c As belowAs belowTest for specified
Microorganisms

11.c.
1

Absent/g.Should be absent/g.Escherichia coli

12 Shelf Life Limit Release LimitAssay
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ACCEPTANCE CRITERIATEST RESULTSS.No.

12.a 201.73mg
100.87%

NLT
188.00mg/Tab to
NMT
212.00mg/Tab

(NLT 94.00% to
NMT106.00% of
label claimed)

NLT
194.00mg/Tab to
NMT
212.00mg/Tab

(NLT 97.00% to
NMT106.00% of
label claimed)

Faropenem Sodium
Hydrate JP Equivalent
to Faropenem - 200
mg/Tab
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CONCLUSION : The Finished Product complies as per JP  Specifications.
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