
EUROPEAN PHARMACOPOEIA 6.2 Paraffin, white soft

Calculate the activity in European Pharmacopoeia Units per
milligram using the following expression :

n = average volume of 0.1 M sodium hydroxide
used per minute during the titration of the test
suspension, in millilitres ;

n1 = average volume of 0.1 M sodium hydroxide used
per minute during the titration of the reference
suspension, in millilitres ;

m = mass of the substance to be examined, in
milligrams ;

m1 = mass of the reference preparation, in milligrams ;

A = activity of pancreas powder (amylase and
lipase) BRP, in European Pharmacopoeia Units
per milligram.

Amylolytic activity. The amylolytic activity is determined
by comparing the rate at which a suspension of pancreas
powder hydrolyses a substrate of starch solution with the
rate at which a suspension of pancreas powder (amylase
and lipase) BRP hydrolyses the same substrate under the
same conditions.

Starch solution. To a quantity of starch BRP equivalent
to 2.0 g of the dried substance add 10 ml of water R and
mix. (Determine the water content of starch BRP prior to
the test by heating at 120 °C for 4 h). Add this suspension,
whilst stirring continuously, to 160 ml of boiling water R.
Wash the container several times with successive quantities,
each of 10 ml, of water R and add the washings to the hot
starch solution. Heat to boiling, stirring continuously. Cool
to room temperature and dilute to 200 ml with water R. Use
the solution on the day of preparation.

For the test suspension and the reference suspension,
prepare the suspension and carry out the dilution at 0-4 °C.

Test suspension. Triturate a quantity of the substance to be
examined equivalent to about 1500 Ph. Eur. U. of amylolytic
activity with 60 ml of phosphate buffer solution pH 6.8 R1
for 15 min. Transfer quantitatively to a volumetric flask and
dilute to 100.0 ml with phosphate buffer solution pH 6.8 R1.

Reference suspension. Prepare a suspension of pancreas
powder (amylase and lipase) BRP as described for the
test suspension, using a quantity equivalent to about
1500 Ph. Eur. U.

In a test tube 200 mm long and 22 mm in diameter, fitted
with a ground-glass stopper, place 25.0 ml of starch solution,
10.0 ml of phosphate buffer solution pH 6.8 R1 and 1.0 ml
of an 11.7 g/l solution of sodium chloride R. Close the tube,
shake and place in a water-bath at 25.0 ± 0.1 °C. When the
temperature equilibrium has been reached, add 1.0 ml of the
test suspension and start the chronometer. Mix and place
the tube in the water-bath. After exactly 10 min, add 2 ml of
1 M hydrochloric acid. Transfer the mixture quantitatively
to a 300 ml conical flask fitted with a ground-glass stopper.
Whilst shaking continuously, add 10.0 ml of 0.05 M iodine
immediately followed by 45 ml of 0.1 M sodium hydroxide.
Allow to stand in the dark at a temperature between 15 °C
and 25 °C for 15 min. Add 4 ml of a mixture of 1 volume
of sulphuric acid R and 4 volumes of water R. Titrate the
excess of iodine with 0.1 M sodium thiosulphate using
a microburette. Carry out a blank titration adding the
2 ml of 1 M hydrochloric acid before introducing the
test suspension. Carry out the titration of the reference
suspension in the same manner.

Calculate the amylolytic activity in European Pharmacopoeia
Units per milligram using the following expression :

n = volume of 0.1 M sodium thiosulphate used in the
titration of the test suspension, in millilitres ;

n1 = volume of 0.1 M sodium thiosulphate used in the
titration of the reference suspension, in millilitres ;

n′ = volume of 0.1 M sodium thiosulphate used in
the blank titration of the test suspension, in
millilitres ;

n′1 = volume of 0.1 M sodium thiosulphate used in the
blank titration of the reference suspension, in
millilitres ;

m = mass of the substance to be examined, in
milligrams ;

m1 = mass of the reference preparation, in milligrams ;

A = activity of pancreas powder (amylase and
lipase) BRP, in European Pharmacopoeia Units
per milligram.

STORAGE

Store in an airtight container.
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PARAFFIN, WHITE SOFT

Vaselinum album

DEFINITION

Purified and wholly or nearly decolorised mixture of
semi-solid hydrocarbons, obtained from petroleum. It may
contain a suitable antioxidant. White soft paraffin described
in this monograph is not suitable for oral use.

CHARACTERS

Appearance : white or almost white, translucent, soft
unctuous mass, slightly fluorescent in daylight when melted.

Solubility : practically insoluble in water, slightly soluble in
methylene chloride, practically insoluble in ethanol (96 per
cent) and in glycerol.

IDENTIFICATION

First identification: A, B, D.

Second identification : A, C, D.

A. The drop point is between 35 °C and 70 °C and does not
differ by more than 5 °C from the value stated on the
label, according to method (2.2.17) with the following
modification to fill the cup : heat the substance to be
examined at a temperature not exceeding 80 °C, with
stirring to ensure uniformity. Warm the metal cup at a
temperature not exceeding 80 °C in an oven, remove it
from the oven, place on a clean plate or ceramic tile and
pour a sufficient quantity of the melted sample into the
cup to fill it completely. Allow the filled cup to cool for
30 min on the plate or the ceramic tile and place it in a
water bath at 24-26 °C for 30-40 min. Level the surface of
the sample with a single stroke of a knife or razor blade,
avoiding compression of the sample.
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B. Infrared absorption spectrophotometry (2.2.24).

Preparation : place about 2 mg on a sodium chloride R
plate, spread the substance with another sodium
chloride R plate and remove 1 of the plates.

Comparison : repeat the operations using white soft
paraffin CRS.

C. Melt 2 g and when a homogeneous phase is obtained, add
2 ml of water R and 0.2 ml of 0.05 M iodine. Shake. Allow
to cool. The solid upper layer is violet-pink or brown.

D. Appearance (see Tests).

TESTS

Appearance. The substance is white. Melt 12 g on a
water-bath. The melted mass is not more intensely coloured
than a mixture of 1 volume of yellow primary solution and
9 volumes of a 10 g/l solution of hydrochloric acid R (2.2.2,
Method II).

Acidity or alkalinity. To 10 g add 20 ml of boiling water R
and shake vigorously for 1 min. Allow to cool and decant. To
10 ml of the aqueous layer add 0.1 ml of phenolphthalein
solution R. The solution is colourless. Not more than 0.5 ml
of 0.01 M sodium hydroxide is required to change the colour
of the indicator to red.

Consistency (2.9.9) : 60 to 300.

Polycyclic aromatic hydrocarbons : maximum 300 ppm.

Use reagents for ultraviolet spectrophotometry. Dissolve
1.0 g in 50 ml of hexane R which has been previously shaken
twice with 10 ml of dimethyl sulphoxide R. Transfer the
solution to a 125 ml separating funnel with unlubricated
ground-glass parts (stopper, stopcock). Add 20 ml of
dimethyl sulphoxide R. Shake vigorously for 1 min and
allow to stand until 2 clear layers are formed. Transfer
the lower layer to a second separating funnel. Repeat the
extraction with a further 20 ml of dimethyl sulphoxide R.
Shake vigorously the combined lower layers with 20 ml of
hexane R for 1 min. Allow to stand until 2 clear layers are
formed. Separate the lower layer and dilute to 50.0 ml with
dimethyl sulphoxide R. Measure the absorbance (2.2.25)
over the range 260 nm to 420 nm using a path length of 4 cm
and as compensation liquid the clear lower layer obtained
by vigorously shaking 10 ml of dimethyl sulphoxide R
with 25 ml of hexane R for 1 min. Prepare a reference
solution in dimethyl sulphoxide R containing 6.0 mg of
naphthalene R per litre and measure the absorbance of the
solution at the maximum at 278 nm using a path length of
4 cm and dimethyl sulphoxide R as compensation liquid.
At no wavelength in the range 260 nm to 420 nm does the
absorbance of the test solution exceed that of the reference
solution at 278 nm.

Sulphated ash (2.4.14) : maximum 0.05 per cent, determined
on 2.0 g.

STORAGE

Protected from light.

LABELLING

The label states the nominal drop point.
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PARAFFIN, YELLOW SOFT

Vaselinum flavum
DEFINITION
Yellow soft paraffin is a purified mixture of semi-solid
hydrocarbons, obtained from petroleum. It may contain a
suitable antioxidant.

CHARACTERS
A yellow, translucent, unctuous mass, slightly fluorescent
in daylight when melted, practically insoluble in water,
slightly soluble in methylene chloride, practically insoluble
in ethanol (96 per cent) and in glycerol.

IDENTIFICATION
First identification: A, B, D.
Second identification : A, C, D.
A. The drop point (2.2.17) is 40 °C to 60 °C and does not

differ by more than 5 °C from the value stated on the
label, with the following modification to fill the cup: heat
the substance to be examined at 118-22 °C, with stirring
to ensure uniformity, then cool to 100-107 °C. Warm the
metal cup at 103-107 °C in an oven, remove it from the
oven, place on a clean plate or ceramic tile and pour a
sufficient quantity of the melted sample into the cup to fill
it completely. Allow the filled cup to cool for 30 min on
the ceramic tile and place it in a water-bath at 24-26 °C
for a further 30-40 min. Level the surface of the sample
with a single stroke of a knife or razor blade, avoiding
compression of the sample.

B. Examine by infrared absorption spectrophotometry
(2.2.24).
Preparation : place about 2 mg on a sodium chloride R
plate, spread the substance with another sodium
chloride R plate and remove 1 of the plates.
Comparison : repeat the operations using yellow soft
paraffin CRS.

C. Melt 2 g and when a homogeneous phase is obtained, add
2 ml of water R and 0.2 ml of 0.05 M iodine. Shake. Allow
to cool. The solid upper layer is violet-pink or brown.

D. Appearance (see Tests).

TESTS

Appearance. The substance is yellow. Melt 12 g on a
water-bath. The melted mass is not more intensely coloured
than a mixture of 7.6 volumes of yellow primary solution and
2.4 volumes of red primary solution (2.2.2, Method II).

Acidity or alkalinity. To 10 g add 20 ml of boiling water R
and shake vigorously for 1 min. Allow to cool and decant. To
10 ml of the aqueous layer add 0.1 ml of phenolphthalein
solution R. The solution is colourless. Not more than 0.5 ml
of 0.01 M sodium hydroxide is required to change the colour
of the indicator to red.

Consistency (2.9.9). The consistency is 100 to 300.

Polycyclic aromatic hydrocarbons. Use reagents for
ultraviolet absorption spectrophotometry. Dissolve 1.0 g
in 50 ml of hexane R which has been previously shaken
twice with one-fifth its volume of dimethyl sulphoxide R.
Transfer the solution to a 125 ml separating funnel with
unlubricated ground-glass parts (stopper, stopcock). Add
20 ml of dimethyl sulphoxide R. Shake vigorously for 1 min
and allow to stand until two clear layers are formed. Transfer
the lower layer to a second separating funnel. Repeat the
extraction with a further 20 ml of dimethyl sulphoxide R.
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