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EUROPEAN PHARMACOPOEIA 6.0

Wheat-germ oil, refined

Calcium and magnesium. To 100 ml add 2 ml of ammonium
chloride buffer solution pH 10.0 R, 50 mg of mordant
black 11 triturate R and 0.5 ml of 0.01 M sodium edetate. A
pure blue colour is produced.

Residue on evaporation: maximum 0.001 per cent.
Evaporate 100 ml on a water-bath and dry in an oven at
100-105 °C. The residue weighs a maximum of 1 mg.
Microbial contamination. Total viable aerobic count (2.6.12)
not more than 10 micro-organisms per millilitre, determined
by membrane filtration, using agar medium B.

LABELLING

The label states, where applicable, that the e is
suitable for use in the manufacture of dmlysls solutions.

het:
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WHEAT STARCH
' Tritici amylum
DEFINITION

Wheat starch is obtained from the caryopsns of Trmcum
aestivum L. (T. vulgare Vill.).

CH.ARACI'ERS

| Appearance: very fine, white or almost white powder whlch
creaks when pressed between the fingers.
Solubility: practically insoluble in cold water and in alcohol.
Wheat starch does not contain starch grains of any other
origin. It may contain a minute quantity, if any, of txssue
fragments of the ongmal plant.

IDENTIFICATION

A. Examined under a microscope using equal volumes
of glycerol R and water R; it presents large and small
granules, and, very rarely, intermediate sizes. The large -
granules, 10 ym to 60 pym in diameter, are discoid or,
more rarely, reniform when seen face-on.:The central
hilum and striations are invisible or barely visible and the
granules sometimes show cracks on the edges. Seen in
profile, the granules are elliptical and fusiform and the
hilum appears as a slit along the main axis. The small
granules, rounded or polyhedral, are 2 ym to 10 ym in
diameter. Between crossed nicol prisms, the granules
show a distinct black cross intersecting at the hilum. -

B. Suspend 1 g in 50 ml of water R, boil for lmm andoool
A thin, cloudy mucilage is formed.

C. To 1 ml of the mucilage obtained i in identification test B,
add 0.05 ml of iodine solution R1. A dark blué oo(our is
produced which disappears on healmg. .

TESTS

pH (223) 4510 70.
Shake 5.0 g with 25.0 ml of carbon dlaxrde-free waterR for
60 s. Allow to stand for 15 min.

Foreign matter. Examined under a microscope usinga
mixture of equal volumes of glycerol R and water R, not
mere than traces of matter other than starch granules are
present. No starch grains of any other.origin are present.
Total protein: maximum 0.3 per cent of total protein” *
{corresponding to 0.048 per cent N,, conversion factor:
6.25), determined on 6.0 g by sulphuric acid digestion {2.5.9)
modified as follows: wash any adhering particles from the

neck into the flask with 25 m! of sulphuric acid R; continue
the heating until a clear solution is obtained; add 45 ml of
strong sodium hydroxide solution R.
Oxidising substances (2.5.30): maximum 20 ppm, calculated
as H,0,. .
Sulphur dioxide (2. 5 29): maximum 50 ppm.
Iron (2.4.9): maximum 10 ppm.

Shake 1.5 g with 15 ml of dilute hydrochloric acid R. Filter.
The filtrate complies with the limit test for iron.
Loss on drying (2.2.32): maximum 15.0 per cent, determined
on 1.000 ¢ by drying in an ovén at 130 °C for 90 min.
Sulphated ash (2.4.14): maximum 0.6 per cent, détermined
on 1.0g. '

Microbial contamination. Total viable aerobic count (2.6.12)
not more than 10? bacteria and not more than 10? fungi per
gram, determined by plate count. It complies with the test
for Escherichia coli (2.6.13).

01/2008:1379
WHEAT-GERM OIL 'REFINED

’l‘ntlcl aestm oleum raffmatum

DEFINITION

Fatty cil obtained from the germ of the grain of Triticum
aestivum L. by cold expression or by other suitable
mechanical means and/or by extraction. It is then reﬁned A
suitable anhmndant may be added

CHARACTERS
Appearance: clear, light yeﬂow liquid.
Solubility: practically insoluble in water and in alcohol,
miscible with light petroleum (40 °C to 60 °C).
Relative density: about 0.925. :
Refractive index: about 1475.

IDENTIFICATION

A Identification of fatty oils by tlun-!ayer chromatoguphy
(2.3.2). The chromatogram obtained is similar to the type
chromatogram for wheat-germ oil. -

B. It complies with the test for composition of fatty acids
(see Tests).

TESTS

‘Acid value (2.5.1); maximum 09 If intended for use in the

manufacture of parenteral dosage forms: maximum 0.3, _

Peroxide value (2.5.5): maximum 10.0. If intended for use in

the manufacture of parenteral dosage forms: maximum 5.0.

Unsaponifiable matter (2.5.7): manmumSOpetoent,
determined on 5.0¢." . '

Alkaline impurities (2.4.19). 1t complies w:th the test for

alkaline impurities in fatty oils.

Composition of fatty acids. Gas chromatography (2.4.22,

Method C). Use the mixture of calibrating suhstances in

Table 2.4.22.3. .

Composition of the fatty-acid fraction of the oil:

- palmitic acid: 14. 0 per cent to 19.0 per cent,

— stearic acid: maximum 2.0 per cent,

oleic acid: 12.0 per cent to 23.0 per cent,

Imolelc acid: '52.0 per cent to 59. 0 per cent,

lmolcmc acid: 3.0 per, cent to 10.0 per cent,

eicosenoic acid: maximum 2.0 per cent.

General Notices (1) apply to. all monographs and other texts

3215
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