
ACCEPTANCE CRITERIATEST RESULTSS.No.

1 Orange colour homogeneous
viscous suspension, 100 ml filled in
amber coloured PET bottle.

Orange colour homogeneous viscous
suspension, 100 ml filled in amber
coloured PET bottle.

Description

2 Having pleasant odour.Having pleasant odour.Odour

3 As belowAs belowIdentification

a. The suspension obtained is greyish-
blue.

The suspension obtained is greyish-
blue.

By Chemical Test

b. In the Assay, the chromatogram
obtained with solution (1) shows a
peak with the same retention time
as the principal peak in the
chromatogram obtained with
solution (2).

In the Assay, the chromatogram
obtained with solution (1) shows a
peak with the same retention time as
the principal peak in the
chromatogram obtained with solution
(2).

By Liquid
chromatography
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ACCEPTANCE CRITERIATEST RESULTSS.No.

4 4.643.8 to 5.2pH

5 1.05 gm/ml1.00 to 1.20 gm/mlWeight/ml

6 100.49 ml to 101.06 ml
100.49% to 101.06%

Any Single bottle: Not less than 95.0
ml
(Not less than 95.0% of the labelled
amount)

Uniformity of volume

7 100.74 mlNot less than 100.0 mlAverage Net Volume

8 As belowAs belowRelated Substances
(By Liquid
Chromatography)

a. Not detectedNot more than 1.0%Chenodeoxycholic
acid

b. Not detectedNot more than 0.2%Any other impurities
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ACCEPTANCE CRITERIATEST RESULTSS.No.

c. Not detectedNot more than 1.0%Total impurities
(excluding
Chenodeoxycholic
acid)

9 Shelf Life Limit Release LimitAssay - Each 5 ml
Contains:

a. 125.560mg
100.4%

NLT 118.750mg to
NMT 131.250mg

(NLT 95.0% to
NMT105.0% of
label claimed)

NLT 121.875mg
to NMT
128.125mg

(NLT 97.5% to
NMT102.5% of
label claimed)

Ursodeoxycholic Acid
IP - 125 mg
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ACCEPTANCE CRITERIATEST RESULTSS.No.

10 As belowAs belowMicrobial
contamination

a. As belowAs belowTotal Viable Count

a.1 Less than 10 cfu/mlNot more than 100 cfu/mlTotal aerobic microbial
count

a.2 Less than 10 cfu/mlNot more than 10 cfu/mlTotal Combined
Yeasts/ Moulds Count

b. As belowAs belowTests for specified
microorganisms

b.2 Absent /mlShould be absent /mlEscherichia coli
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CONCLUSION : The Finished Product complies as per BP & IH  Specifications.
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